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ESTABLISHING THE PRICE OF A DRUG

The prices indicated on the List of Medications are established according to the "guaranteed selling price”
concept, in keeping with the manufacturer's commitment and in accordance with the methods of establishing
drug prices provided for in section 60 of the Act respecting prescription drug insurance.

However, for certain drugs no price is indicated on the list, in which case the payable price is the pharmacist’s
cost price. Such drugs may include:

— drugs produced by non-accredited manufacturers but considered unique and essential (identified by
the symbol “UE” in the “unit price” column);

— products for extemporaneous preparations;

— solvents, vehicles and adjuvants;

— supplies;

— drugs listed by generic name only, with no brand name or manufacturer’s name indicated.

For drugs that have been withdrawn from the market by the manufacturer, the symbol “W” appears in the
“unit price” column. These drugs remain payable during the period of validity of this edition, so that existing
stocks can be sold.

1.1. Guaranteed selling price

The manufacturer’'s commitment stipulates that the manufacturer must submit a guaranteed selling price, per
package size, for any drug it wishes to have included on the List of Medications. The number of package
sizes is limited to two, and the price submitted must reflect prices for quantities that are multiples of these
package sizes.

Where the therapeutic use of more than two package sizes has been established, as in the case of certain
drugs such as antibiotics in oral suspensions, ophthalmic solutions, and topical creams and ointments, the
manufacturer may submit a guaranteed selling price for each package size.

The guaranteed selling price must remain in effect during the period for which the List of Medications is valid.

The guaranteed selling price may differ for sales to pharmacists and sales to wholesalers, in which case the
difference between the pharmacist’s price and the wholesaler’s price must not exceed 6.50% for any package
size but may be different for each product in question. For a given product, the difference must be the same
for all package sizes. A manufacturer’'s guaranteed selling price for sales to wholesalers must be the same
for all wholesalers.

It should be noted that the guaranteed selling price indicated on the list is the guaranteed selling price for
sales to pharmacists.

Manufacturers that have submitted different guaranteed selling prices for sales to pharmacists and sales to
wholesalers are listed in Appendix |.

1.2. Price Payable

The price of a drug is the price at which it is sold by an accredited manufacturer or wholesaler. This price is
established according to the method described below or, in certain cases, is the maximum price indicated on
the list.



1.2.1. Actual purchase price

The method used to establish the payable price is the actual purchase price method.

Under this method, the price paid to a pharmacist is the price indicated on the edition of the list that is valid at
the time the prescription is filled, taking into account the source of supply and the package size.

Where the manufacturer’'s name does not appear on the list, the payable price is the pharmacist’s cost price.
This is the case, for example, with products considered unique and essential, products for which no brand
name or manufacturer’s name is indicated, and certain products appearing in the sections entitled Products
for Extemporaneous Preparations, Vehicles, Solvents or Adjuvants and Supplies.

1.2.2. Lowest price

The lowest price applies when two or more manufacturers have drugs appearing on the List of Medications
that have the same generic name, dosage form and strength.

The lowest price also applies where an exceptional medication, prescribed for a therapeutic indication not set
out in this list with regard to this medication, is exceptionally insured under the basic prescription drug
insurance plan pursuant to item 6.

1.2.2.1. Lowest price method

The lowest price method consists of establishing the payable price for drugs with the same generic name,
dosage form and strength based on the brand name whose selling price guaranteed by the manufacturer is
the lowest for a given package size.

However, for solid oral drugs with the same generic name, dosage form and strength, the lowest price method
consists of establishing the payable price for drugs based on the unit price of the brand name whose selling
price guaranteed by the manufacturer is the lowest, regardless of its package size.

1.2.2.2. Grouping of dosage forms and strengths

For the purpose of applying the lowest price method, certain dosage forms or active drug ingredient strengths
may be grouped together under the same generic name. In such case, determination of the payable price is
based on the corresponding doses.

1.2.2.3. Exceptions to the lowest payable price
The lowest price method does not apply when the prescriber indicates:
(1) not to replace a brand name drug that he or she has prescribed with a generic name drug;

(2) the reason, among the following, why there must not be any replacement, using for this purpose the
Régie-supplied code corresponding to the reason given:

— the patient suffers from a documented allergy or intolerance to a non-medicinal ingredient
present in the makeup of the less costly generic name drug, but absent in the brand name drug;

— the drug being prescribed is a brand name drug whose dosage form is essential to obtain the
expected clinical results, and this drug is the only one appearing on the List of Medications in
this form.

However, indication of the reason why there must not be any replacement is required only as of 1 June 2015
for prescription renewals done before 24 April 2015 that included the instruction not to replace.

It is not required for prescriptions of azathioprine, mycophenolate mofetil, mycophenolate sodium, sirolimus,
tacrolimus or clozapin for persons who, before 1 June 2015, obtained a prescription containing the
instructions not to replace.



It is also not required with respect to persons who received a reimbursement for Prograf™ before 1 June 2015
and who received a prescription containing the instruction not to replace before 1 October 2015, this as long
as this instruction appears on their subsequent prescriptions.

The lowest price method does not apply to insured persons having obtained a reimbursement for Clozaril™
in the 365 days preceding 21 April 2008.

Likewise, the lowest price method does not apply to the drugs appearing in Appendix V. The drugs in this
appendix have one of the following characteristics:

— they are highly toxic or have a narrow therapeutic index;
— their onset of action and absorption rate are clinically important;

— they have a particular pharmaceutical form or a particular use.

Likewise, the lowest price method does not apply to drugs referred to in section 2.1..

Likewise, the lowest price method does not apply to drugs that are insured under the basic plan under sections
422and 4.2.3.

1.2.3. Maximum amount

The Minister may establish a maximum payable amount for a drug, in which case the payable price may not
exceed the maximum amount indicated on the list.

However, provided that the conditions referred to in 6.5 are fulfilled, the maximum amount indicated on the
list for the payment of medications whose billing code is 02244521, 02244522, 02249464 or 02249472 does
not apply when a patient suffers from severe dysphagia or is fitted with a nasogastric or gastrojejunal tube
and is able to take the medication only if dissolved. In such cases, the payable price is the actual purchase
price paid for the medication by the pharmacist.

1.2.4. Accredited drug wholesaler’s mark-up

The drug wholesaler's mark-up is payable only if the drug was actually purchased through an accredited
wholesaler. For certain expensive drugs, the mark-up may be limited to a maximum amount, under the terms
and conditions described below.

Under this provision, the wholesaler must, in keeping with its commitment, declare the percentage mark-up
that it must add exclusively to the manufacturer’'s guaranteed selling price for drugs appearing on the list
during the period for which it is valid, except drugs for which different guaranteed selling prices for sales to
wholesalers and sales to pharmacists are submitted.

Accredited drug wholesalers and their mark-ups for the period of validity of the List of Medications are listed
in Appendix II.

1.2.4.1. Maximum mark-up

Under the regulatory provisions, the mark-up on certain expensive drugs may be limited to a maximum
amount.

For these drugs, the wholesaler's mark-up is limited to a maximum of $49. The products to which this measure
applies are those whose guaranteed selling price for sales to wholesalers, for the smallest package size or
its indivisible multiple, is $754 or more. The price appearing on the list is the guaranteed selling price for sales
to pharmacists and does not include the wholesaler's mark-up.

Products for which the wholesaler’'s mark-up is limited to $49 are listed in Appendix lIl. This mark-up is limited
to the same amount for the drugs mentioned in appendices IV.1 and IV.2.



1.2.4.2. Two guaranteed selling prices

Where a manufacturer has submitted different guaranteed selling prices for sales to wholesalers and sales
to pharmacists, the payable price is established as follows:

If the difference between the guaranteed selling prices for sales to wholesalers and sales to pharmacists is
equal to or greater than 5%, this difference constitutes the wholesaler's mark-up. The payable price is then
the guaranteed selling price for sales to pharmacists, except in the case of expensive products, for which the
mark-up is limited to $49. If the difference between the guaranteed selling prices for sales to wholesalers and
sales to pharmacists is less than 5%, the payable price is the guaranteed selling price for sales to wholesalers,
increased by the wholesaler's mark-up.

1.2.5. Conditions of supply

The only products for which pharmacists may bill the Régie are those appearing on the list and purchased
through an accredited manufacturer or wholesaler.

When obtaining drug supplies, pharmacists must apply sound management practices and make rational
purchases based on the quantity of a drug dispensed over a period of at least 30 days.

1.2.6. Payable price for drugs supplied by institutions

Under section 37 of the Pharmacy Act (chapter P-10), institutions are authorized to supply drugs to persons
other than persons admitted or registered with them. In addition to the responsibilities entrusted to them under
the Regulation respecting the application of the Hospital Insurance Act, these institutions may bill the basic
prescription drug insurance plan for drugs appearing on the List of Medications drawn up by the Minister
pursuant to section 60 of the Act respecting prescription drug insurance, where these drugs are supplied to
persons insured under the basic plan.

In such cases, the price payable to institutions is the lesser of the actual purchase price and the price
established according to the method described in the list.

2. BIOLOGIC DRUGS
2.1. Definitions

A biologic drug is a drug produced from living cells, such as animal cells, bacteria or yeast. A biosimilar is a
very similar copy of a biologic drug. Where a biosimilar is marketed, the original biological drug to which it is
compared is called the reference biologic drug.

2.2. General rules

A reference biologic drug on the List of Medications is covered by the basic prescription drug insurance plan
until a biosimilar of this drug is entered on the List.

An original biologic drug whose payment is allowed under the measure set out in item 6 of the List is covered
by the basic prescription drug insurance plan until a biosimilar of this drug is marketed in Canada.

Unless otherwise indicated, the reference biologic drug referred to in the first or second paragraph is then no
longer covered by the basic prescription drug insurance plan unless in the cases set out in item 2.3.

2.3.  Maintaining coverage under the basic prescription drug insurance plan

Notwithstanding the first or second paragraph of item 2.2, the cost of a reference biologic drug is covered by
the basic prescription drug insurance plan for an eligible person undergoing treatment with this reference
biologic drug and who has received a reimbursement from the Régie or an insurer or via the administrator of
an employee benefit plan before the date of the listing of the biosimilar or the date on which this drug was
marketed, as the case may be, in the following cases:



(1)

@)

(4)

for a person eligible according to the previously stated rule, until the publication of the first update
to the List (6) months after the date of the listing of the biosimilar, unless otherwise indicated on this
List;

for a pregnant woman, including the (12) months following delivery;

for a person under the age of 18 for the remaining duration of their authorization, for a maximum of
(12) months following the date of their 18™ birthday or, in the absence of authorization, until the date
of their 19" birthday;

for a person having experienced a therapeutic failure before the beginning of the treatment with the
reference biologic drug and with at least two other biologic drugs:

a. of generic names different from that of the reference biologic drug and between them;

b. used to treat the same medical condition.

Notwithstanding the first paragraph of item 2.2, the cost of Humalog™ continues to be covered by the basic
prescription drug insurance plan if the eligible person undergoing treatment with this drug by insulin pump
and if the person has begun a treatment and received a reimbursement before 3 March 2021.

2.4.

Transition toward another biologic drug

Where a reference biologic drug is covered by the basic prescription drug insurance plan only in the cases
set out in item 2.3 following the listing of a biosimilar of this drug, the eligible person who has obtained a
reimbursement for this drug may not obtain a reimbursement for another original biologic drug unless the
prescriber confirms that there was a therapeutic failure with the reference biologic drug.

3. EXTEMPORANEOUS PREPARATIONS

3.1.

Definition

An extemporaneous preparation is any drug prepared by a pharmacist from a prescription, as opposed to an
officinal preparation, which is pre-prepared.

3.2.

Extemporaneous preparations whose cost is covered by the basic prescription drug
insurance plan

The cost of an extemporaneous preparation is covered by the basic plan if the preparation is an
extemporaneous mixture of products appearing on the List of Medications, is not equivalent to a drug already
manufactured, and consists of:

A systemic-effect preparation manufactured from oral forms of drugs already appearing on the List of
Medications and consisting of a single active substance.

A mouthwash preparation resulting from the mixture

of two or more of the following drugs in non-injectable form: diphenhydramine hydro-chloride,
erythromycin, hydroxyzine, ketoconazole, lidocaine, magnesium hydroxide / aluminum hydroxide,
nystatin, sucralfate, tetracycline and a corticosteroid, in association, where applicable, with one or
more vehicles, solvents or adjuvants or

of an oral form of tranexamic acid with one or more vehicles, solvents or adjuvants.

A preparation for topical use composed of a mixture of a drug listed in Class 84:00 Skin and Mucous
Membrane Agents of the List of Medications and of one or more of the following products for
extemporaneous preparations: salicylic acid, sulfur and tar in association, where applicable, with one
or more vehicles, solvents or adjuvants.

A preparation for topical use composed of one or more of the following products: salicylic acid,
erythromycin, sulfur, tar and hydrocortisone in a cream, ethanol, ointment, oil or lotion base, but not
a preparation that is only hydrocortisone-based that has a concentration of less than 1%.

An ophthalmic preparation containing:



e amikacin, amphotericine B, cefazolin, ceftazidime, fluconazole, mitomycin, penicillin G,
vancomycin or

tobramycin in concentrations of more than 3 mg/mL or

cyclosporine at a concentration of 1% or 2% or

interferon alpha-2b or

cysteamine.

— A solution or oral suspension of folic acid, dexamethasone, methadone, phytonadione or vancomycin.

— One of the following preparations:
e a sucralfate-based preparation for rectal use;
¢ a topical preparation containing glyceryl trinitrate, nifedipine or diltiazem.

— A preparation for oral use of sodium benzoate.

A preparation for oral use of clomiphene citrate.

Products for extemporaneous preparations, as well as vehicles, solvents or adjuvants whose price is payable
by the Régie are listed in two special sections of the List of Medications.

3.3. Payable price

The method applicable for establishing the payable price for products for extemporaneous preparations is the
price indicated on the list. Where no price is indicated, the payable price is the pharmacist’s cost price.

4. EXCEPTIONAL MEDICATIONS
4.1. Classification of exceptional medications in the List of Medications
The exceptional medications are grouped together in appendices 1V, IV.1 and IV.2 to the list.

Regarding the exceptional medications listed in Appendix IV, the exceptional medications measure is
intended to:

(a) ensure that the cost of drugs classified as exceptional medications be covered by the basic plan only
when used for the therapeutic indications recognized by the Institut national d’excellence en santé et
en services sociaux.

(b) permit, on an exceptional basis, the payment of the cost of drugs where they:

— are considered effective for limited indications, since neither their effectiveness nor the cost of
treatment warrants their regular and continuous use for other indications;

— offer no therapeutic advantages to warrant a higher cost than the cost of using products that have the
same pharmacotherapeutic properties and that appear on the list, but where the latter are not
tolerated, are contraindicated, or have been rendered ineffective by the patient’s clinical condition.

Regarding the exceptional medications listed in Appendix 1V.1, the exceptional medications measure is
intended, under the basic plan, and only according to the conditions set out in sections 4.2.1 and 4.2.2 hereof,
to guarantee the cost of drugs.

Regarding the exceptional medications listed in Appendix V.2, the exceptional medications measure is
intended, under the basic plan and only according to the conditions set out in section 4.2.3 hereof, to
guarantee the cost of drugs without a particular therapeutic indication.



4.2. Conditions of coverage under the basic prescription drug insurance plan
4.2.1. Medications listed in appendices IV and IV.1

The exceptional medications listed in appendices IV and IV.1 are insured under the basic plan where the
following conditions are fulfilled:

(1) inthe case of persons whose coverage under the basic plan is provided by the Régie de I'assurance
maladie du Québec, a prior request for authorization, duly completed in accordance with the form
prescribed to that effect in the Regulation respecting the terms and conditions for the issuance of
health insurance cards and the transmittal of statements of fees and claims (chapter A-29, r. 7.2)
was sent to the Régie;

(2) in the case of persons whose basic plan coverage is provided by insurers transacting group
insurance or by administrators of private-sector employee benefit plans, a prior request for
authorization, if required under the applicable group insurance contract or employee benefit plan,
was sent to the insurer or to the administrator of the employee benefit plan, according to the terms
and conditions provided for in that contract or plan.

However, these drugs are covered only for the period authorized, if applicable, by the Régie, the insurer or
the administrator of the employee benefit plan in question, if they are prescribed for the therapeutic indications
provided for each of them.

4.2.2. Medications listed in Appendix IV.1

The following exceptional medications indicated in Appendix 1V.1 are insured under the basic plan for the
eligible person undergoing treatment with this drug where the payment indications set out in this appendix
are fulfilled and where the following conditions are met:

(1) For the reimbursement of Copaxone™ S.C. Inj. Sol (syr) 20 mg/mL (1 mL), in addition to being
referred to in subparagraph (2) or (3) of the first paragraph of item 2.3, the eligible person must have
begun a treatment and received a reimbursement from the Régie or an insurer or via the
administrator of the employee benefit plan before 5 July 2018.

Biologic drugs indicated in Appendix IV.1 are insured under the basic plan where the eligible person
undergoing treatment with this drug is referred to in one of the cases set out in the first paragraph of item 2.3,
where the payment indications set out in this appendix are fulfiled and when the person has begun a
treatment and received a reimbursement from the Régie or an insurer or via the administrator of an employee
benefit plan before the date of the listing of the biosimilar. The date by which the person must have begun a
treatment and received a reimbursement is set out in Appendix IV.1.

Notwithstanding the second paragraph, the following biologic drugs indicated in Appendix IV.1 are also
insured under the basic plan where the eligible person undergoing treatment with this drug is referred to in
one of the cases set out in the first paragraph of item 2.3, where the payment indications set out in this
appendix are fulfilled and where the following conditions are met:

(1) For the reimbursement of Enbrel™ S.C. Inj. Sol. (syr) 50 mg/mL and Enbrel™ SureClick™ S.C. Inj.
Sol. 50 mg/mL,

a) a)in the case of rhumatoid arthritis and ankylosing spondylitis, the eligible person must have
begun a treatment and received a reimbursement from the Régie or an insurer or via the
administrator of an employee benefit plan before 18 August 2017.

b) b) in the case of juvenile idiopathic arthritis, the eligible person must have begun a treatment
and received a reimbursement from the Régie or an insurer or via the administrator of an
employee benefit plan before 1 February 2018.

c) c¢)in cases of moderate or severe psoriatic arthritis of the rheumatoid type or of a type other
than rheumatoid or a severe form of chronic plaque psoriasis, the eligible person must have
begun a treatment and received a reimbursement from the Régie or an insurer or via the
administrator of an employee benefit plan before 19 August 2020.
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(2) For the reimbursement of Neupogen™ Inj. Sol. 300 mcg/mL (1.0 mL) and Neupogen Inj. Sol.
300 mcg/mL (1.6 mL), the eligible person must have begun a treatment and received a
reimbursement from the Régie or an insurer or via the administrator of the employee benefit plan
before 30 September 2020 without there having been an interruption in the pharmacological
treatment.

(3) For the reimbursement of Remicade™, the eligible person must have begun a treatment for one of
the therapeutic indications set out in Appendix 1V.1 and received a reimbursement from the Régie
or an insurer or via the administrator of an employee benefit plan before 19 August 2020.

(4) For the reimbursement of Forteo™ S.C. Inj. Sol. 250 mcg/mL (2.4 mL or 3 mL), the eligible person
must have begun a treatment and received a reimbursement from the Régie or an insurer or via the
administrator of an employee benefit plan before 15 December 2021.

4.2.3. Medications listed in Appendix IV.2

The exceptional medications indicated in Appendix V.2 are insured under the basic plan for the eligible
person undergoing treatment with this drug where the following conditions are fulffilled:

(1) For the reimbursement of Guepe (Polistes Spp.) (DIN 01948970) and Vespides combines (DIN
01948873), where the eligible person has begun a treatment and received a reimbursement from
the Régie or an insurer or via the administrator of the employee benefit plan for one of these
products in the six months preceding 15 February 2017.

(2) For the reimbursement of Blood Glucose Test Strips (reactive quantitative) D360 Blood Glucose
Test Strips (DIN 99101469), Dario (DIN 99101227), GlucoDr (DIN 99101165), iTest (DIN
99100332), Nova-Max (DIN 99100497), On Call Vivid (DIN 99101314), On-Call Plus (DIN
99100479) and TRUEtest (DIN 99100714), where the eligible person has begun a treatment and
received a reimbursement from the Régie or an insurer or via the administrator of an employee
benefit plan for one of these products in the 12 months preceding 3 February 2021.

Biologic drugs indicated in Appendix IV.2 are insured under the basic plan where the eligible person
undergoing treatment with this drug is referred to in one of the cases set out in the first paragraph of item 2.3
and has begun a treatment and received a reimbursement from the Régie or an insurer or via the administrator
of an employee benefit plan for one of these products in the 12 months preceding the listing of the biosimilar.
The date by which the person must have begun a treatment and received a reimbursement is set out in
Appendix IV.2.

Notwithstanding the second paragraph, the following biologic drugs indicated in Appendix IV.2 are also
insured under the basic plan where the eligible person undergoing treatment with this drug is referred to in
one of the cases set out in the first paragraph of item 2.3 and where the following conditions are fulfilled:

(1) For the reimbursement of Lovenox™ S.C. Inj. Sol. 100 mg/mL, Lovenox™ S.C. Inj. Sol. (syringe)
30 mg/0.3 mL, 40 mg/0.4 mL, 60 mg/0.6 mL, 80 mg/0.8 mL and 100 mg/1.0 mL and Lovenox™ HP
S.C. Inj. Sol. (syringe) 120 mg/0.8 mL and 150 mg/1.0 mL, where the eligible person has begun a
treatment and received a reimbursement from the Régie or an insurer or via the administrator of an
employee benefit plan for one of these products in the 12 months preceding 15 December 2021.

(2) For the reimbursement of NovoRapid™ FlexTouch™ S.C. Inj. Sol. 100 U/mL (3 mL) and
NovoRapid™ Penfil™ S.C. Inj. Sol. 100 U/mL (3 mL), where the eligible person has begun a
treatment and received a reimbursement from the Régie or an insurer or via the administrator of an
employee benefit plan for one of these products in the 12 months preceding 2 February 2022.



5. SUPPLIES

The List of Medications may include certain supplies considered by the Minister to be essential for the
administration of prescription drugs. Supplies whose cost is covered by the basic plan appear on the list in
the sections entitled Supplies and Vehicles, Solvents or Adjuvants.

5.1. Payable price

The method used to establish the payable price for supplies is the method described in the List of Medications.
Where no price is indicated, the payable price for supplies is the pharmacist’s cost price.

6. CONDITIONS, CASES AND CIRCUMSTANCES ON OR IN WHICH THE COST OF ANY OTHER
MEDICATION IS COVERED BY THE BASIC PLAN, EXCEPT THE MEDICATIONS OR CLASSES
OF MEDICATIONS SPECIFIED BELOW

6.1. Objective

The purpose of this measure is to provide for the payment, in exceptional circumstances, of a medication that
is not on the list or an exceptional medication prescribed for a therapeutic indication not specified on the list
for that medication, on or in the conditions, cases and circumstances described below, and to provide for
coverage under the basic prescription drug insurance plan of the cost of the medication and the cost of the
pharmaceutical services provided by a pharmacist to an eligible person.

6.2. Conditions, cases and circumstances
6.2.1. Conditions

A medication not appearing on the list or an exceptional medication that is prescribed for a therapeutic
indication not specified on the list for that medication is covered by the basic prescription drug insurance plan
on an exceptional basis when no other pharmacological treatment specified on the list or no other medical
treatment whose cost is covered under the Health Insurance Act (chapter A-29) can be considered because
the treatment is contraindicated, there is significant intolerance to the treatment, or the treatment has been
rendered ineffective due to the clinical condition of the eligible person.

That medication must:

(1) be manufactured and marketed in Canada and, subject to the fourth paragraph of this section, have
been assigned a DIN by Health Canada;

or

(2) be manufactured and marketed in Canada and have an NPN assigned by Health Canada, on
condition that the medication already had been assigned a DIN by the same authority;

or

(3) be an extemporaneous preparation consisting of ingredients marketed in Canada, on condition that
there are no medications marketed in Canada of the same form and strength, containing the same
ingredients;

or
(4) be a sterile preparation made by a pharmacist from sterile pharmaceutical products marketed in
Canada, at least one of which is not specified on the list for parenteral administration or ophthalmic

use, on condition that there are no preparations marketed in Canada of the same form and strength,
containing the same ingredients.
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The medication is covered by the basic plan if it satisfies every condition specified for both of the following
criteria:

(1) severity of the medical condition;
and

(2) chronicity, treatment of an acute infection, and palliative care.

An exceptional medication referred to in Appendix IV may be covered by the basic plan even if it has not been
assigned a DIN by Health Canada, insofar as its coverage is not subject to any exclusion set out in the list.

6.2.1.1. Severity of the medical condition

The medication is to be used to treat a severe medical condition of an eligible person for whom there is a
specific necessity of an exceptional nature to use the medication, recorded in the person's medical file.

"Severe medical condition" means a symptom, illness or severe complication arising from the illness with
consequences that pose a serious health threat, such as significant physical or psychological injury, with a
high probability that the person will require the use of a number of services in the health network such as
frequent medical services or hospitalization if the medication is not administered, and whose severity is, as
the case may be:

(1) immediate, in that it already severely restricts the afflicted person's activities or quality of life or
would, according to the current state of scientific knowledge, lead to significant functional injury or
the person's death;

or

(2) foreseeable in the short term, in that its evolution or complications could affect the eligible person's
morbidity or mortality risk.

If, however, the consequences of the severe medical condition are significant functional psychological injury,

the injury must be immediate and as a consequence already severely restrict the eligible person's activities

or quality of life.

6.2.1.2. Chronicity, treatment of an acute severe infection, and palliative care

The medication is to be used, as the case may be:

(1) to treat a chronic medical condition or a complication or manifestation arising from the chronic

medical condition provided its degree of severity satisfies subparagraph 1 or 2 of the second
paragraph of section 6.2.1.1;

(2) to treat an acute severe infection;

(3) notwithstanding the degree of severity criteria in section 6.2.1.1, to provide for the administration of
a medication required for final phase ambulatory palliative care in the case of a terminal illness.

6.3. Exclusions
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Despite the conditions being satisfied for coverage by the basic plan under section 6.2.1 as a medication not
on the List or as an exceptional medication prescribed for a therapeutic indication not specified on the list for
that medication, a request for payment authorization must be denied for the following medications:

(1) reference biologic drugs, except in the cases set out in item 2.3;

(2) medications prescribed for aesthetic or cosmetic purposes;

(3) medications prescribed to treat alopecia or baldness;

(4) medications prescribed to treat erectile dysfunction;



(5) medications prescribed to treat obesity;
(6) medications prescribed for cachexia and to stimulate appetite;
(7) oxygen;

(8) medications prescribed to treat persons suffering from chronic hepatitis C without hepatic fibrosis
(Metavir score of FO or equivalent) or having mild hepatic fibrosis (Metavir score of F1 or equivalent)
and not showing any poor prognostic factor;

(9) the Dexcom G6™ sensor and Dexcom G6™ transmitter prescribed for diabetes;

(10) the FreeStyle Libre™ sensor prescribed for diabetes, except for a request of payment authorization
of an eligible person who has begun a treatment and received a reimbursement from the Régie or
an insurer or via the administrator of an employee benefit plan before 7 July 2021 and continues to
fulfil the conditions set out in item 6.2.1;

(11) the FreeStyle Libre 2™ sensor prescribed for diabetes;

(12) the Symdeko™, except for a request of payment authorization of an eligible person who has begun
a treatment and received a reimbursement from the Régie or an insurer or via the administrator of
an employee benefit plan before 29 September 2021 and continues to fulfil the conditions set out in
item 6.2.1.

A request for payment authorization must also be denied regarding a medication for which the Minister has
issued a notice of suspension or end of insurance coverage or which he or she has not re-entered on the List
of medications.

Notwithstanding the second paragraph, the insurance coverage of that medication is maintained with respect
to persons undergoing treatment with this drug, where the eligible person continues to fulfil the conditions set
out in item 6.2.1 and, if the drug is a reference biologic drug, where the eligible person is referred to in one of
the cases set out in the first paragraph of item 2.3 in the following cases:

(1) For the reimbursement of Lantus™ S.C. Inj. Sol. 100U/mL (3 mL) and Lantus™ Solostar™ S.C. Inj.
Sol. (3 mL), the eligible person must have begun a treatment and received a reimbursement from
the Régie or an insurer or via the administrator of an employee benefit plan before 18 August 2017;

(2) Forthe reimbursement of Copaxone™ S.C. Inj. Sol. (syr) 20 mg/mL (1 mL), the eligible person must
have begun a treatment and received a reimbursement from the Régie or an insurer or via the
administrator of an employee benefit plan before 5 July 2018. This drug will no longer be covered
under the basic prescription drug insurance plan as of 13 April 2022 except for those persons
referred to in subparagraph (2) or (3) of item 2.3;

(3) For the reimbursement of Neupogen™ Inj. Sol. 300 mcg/mL (1.0 mL) and Neupogen™
Inj. Sol. 300 mcg/ml (1.6 mL), the eligible person must have begun a treatment and received a
reimbursement from the Régie or an insurer or via the administrator of an employee benefit plan
before 30 Septembe 2020 without there having been an interruption in the pharmacological
treatment;

(4) For the reimbursement of Enbrel™ S.C. Inj. Sol. (syr) 50 mg/mL and Enbrel™ SureClick™ S.C. Inj.
Sol. 50 mg/mL, the eligible person must have begun a treatment and received a reimbursement
from the Régie or an insurer or via the administrator of an employee benefit plan before
19 August 2020;

(5) For the reimbursement of Rituxan™ [.V. Perf. Sol. 10 mg/mL, the eligible person must have begun

a treatment and received a reimbursement from the Régie or an insurer or via the administrator of
an employee benefit plan before 30 September 2020;
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(6) For the reimbursement of Humira™ (syringe and pen) S.C. Inj. Sol. 50 mg/mL (0.8 mL), the eligible
person must have begun a treatment and received a reimbursement from the Régie or an insurer
or via the administrator of an employee benefit plan before 3 March 2021.

6.4. Payable price

Except in the cases specified in the second paragraph of item 1.2.2, the price of a medication referred to in
this section is the actual purchase price paid for the medication by the pharmacist.

6.5. Payment authorization and duration of authorization
The prescriber must send:

(1) tothe Régie de I'assurance maladie du Québec, in the case of persons whose basic plan coverage
is provided by the Régie, a request for prior authorization on the duly completed form provided by
the Régie;

(2) tothe insurer or administrator of the employee benefit plan, in the case of persons whose basic plan
coverage is provided by insurers transacting group insurance or by administrators of private-sector
employee benefit plans, if it is required by the applicable group insurance contract or benefit plan,
a prior request for authorization duly completed in accordance with the terms and conditions of the
contract or plan, as the case may be.

If the request is accepted, the medication for which payment authorization is sought is covered only for the
period authorized by the Régie, by the insurer or by the administrator of the employee benefit plan, as the
case may be.

7. EXCEPTIONS TO THE TEMPORARY EXCLUSION OF A MEDICATION FROM COVERAGE
UNDER THE BASIC PRESCRIPTION DRUG INSURANCE PLAN

The temporary exclusion of a medication provided in section 60.0.2 of the Act respecting prescription drug
insurance (chapter A-29.01), for the purpose of making a listing agreement, does not apply to a person for
whom the seriousness of his or her medical condition is such, on the date that the request for payment
authorization was sent to the Régie in accordance with section 6.5, that the taking of the medication may not
be delayed beyond 30 days of this date without it resulting in complications leading to an irreversible
deterioration of the person’s condition or the person’s death. In addition, the prescriber must demonstrate that
the beneficial clinical effects expected of this medication for this person are medically recognized on the basis
of scientific data.

Concerning requests for payment authorization being processed or awaiting processing on the date of coming
into force of the notice of temporary exclusion of a medication, the 30 day period beyond which the taking of
the medication may not be delayed is calculated from the date of coming into force of this notice.

As well, this exclusion does not apply to a person who received acceptance of payment for this medication at
any time before the date of publication of the notice of exclusion.

8. PROTON PUMP INHIBITORS (PPI)

For persons age 18 and over, proton pump inhibitors (PPI) are covered under the basic plan only for the
duration determined below, according to the specific conditions or pathologies presented by the insured
persons:

(1) for a maximum duration of 90 days of treatment, consecutive or not, per 12 month period beginning
the date of the delivery of the PPI, in the case of: uninvestigated dyspepsia or dyspepsia with no
lesions identified during the investigation, with or without gastroesophageal reflux, Helicobacter
pylori positive or a gastric or duodenal ulcer being predominant symptoms;
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(2) for a maximum duration of 12 months of treatment, where code PP12 is indicated on the
prescription, in the case of: secondary dyspepsia associated with the taking of non-steroidal anti-
inflammatory drugs, cytoprotective prophylaxis, pregnancy, the wearing of a nasogastric tube or
gastrojejunal tube, or a short bowel;

(3) for a maximum duration of 12 months of treatment, where code PP205 is indicated on the
prescription, in the case of: uninvestigated dyspepsia or dyspepsia with no lesions identified during
the investigation, functional dyspepsia responding to PPIs, eosinophilic gastroenteritis, a
hypersensitive oesophagus or extradigestive symptoms responding to PPIs and recurring if usage
is stopped, if the symptoms of gastroesophageal reflux reappear after the initial treatment provided
for in paragraph 1 and are present at least three days per week;

(4) for a maximum duration of 24 months of treatment, where code PP999 is indicated on the
prescription, in the case of: Barrett's esophagus, Zollinger-Ellison syndrome, an esophageal peptic
stricture, eosinophilic esophagitis, Crohn’s disease of the upper digestive tract, the taking of
pancreatic enzymes not having the desired effectiveness due to their inactivation by gastric acidity,
Cameron ulcers, neoplasic ulcers associated with chronic bleeding or the digestive hemorrhage of
a lesion of the stomach or esophagus, antral vascular ectasia, recurring erosive esophagitis, a
recurring idiopathic peptic ulcer in the absence of helicobacter pylori or the taking of anti-
inflammatory drugs, a gastrostomy that leaks around the stoma or a Schatzki ring.

The maximum duration of treatment indicated in subparagraphs 2, 3 and 4 is renewable if the pathology or
particular condition remains present at the end of the treatment.

However, until 4 October 2017, the first paragraph does not apply to persons undergoing treatment between
2 November 2016 and 2 May 2017.

9. MAXIMUM NUMBER OF BLOOD GLUCOSE TEST STRIPS (REACTIVE QUANTITATIVE)
9.1. General rules

The maximum number of strips covered by the basic plan, per 365 day period, from the date of the first
delivery after 2 May 2017, depends on which of the following situations applies to the person:

(1) For a person suffering from diabetes and being treated:
(a) with insulin or pregnant, 3 000 strips;
(b) with repaglinide or a sulfonylurea, 400 strips;

(c) with an antidiabetic other than insulin, repaglinide or a sulfonylurea or not being treated with an
antidiabetic, 200 strips.

(2) for a person taking insulin not referred to in the 5th paragraph of item 9, 3 000 strips.

However, this quantity is increased by 100 strips where a person referred to in paragraphs (b) and (c) of
subparagraph 1 and in subparagraph 2 of the first paragraph is in one of the following situations:

(1) has not attained the glycemic targets determined by his or her physician during three months or
more;

(2) has an acute iliness or a comorbidity or underwent a medical or surgical intervention that could have
an impact on the person's glycemic control;

(3) is starting a new pharmacotherapy known for its hypoglycemic or hyperglycemic effects;
(4) presents risks of drug interactions that may have an impact on the person's glycemic control;

(5) his or her work or occupation requires, according to a legally authorized person involved in the care
of this person, a tighter glycemic control for his or her own safety and for that of the public;
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(6) has Type 2 diabetes, is not undergoing insulin therapy and is planning to become pregnant.

In the case where the maximum number of strips is reached before the end of the 365 day period, an
additional 100 strips is also covered by the basic plan for a person referred to below, where a legally
authorized person involved in the care of this person establishes, given his or her situation, that the maximum
number of strips to which the person is entitled proves insufficient:

(1) a person referred to in the second paragraph;

(2) aperson referred to in paragraph a) of subparagraph 1 and in subparagraph 2 of the first paragraph
who is in the same situation as the person referred to in the second paragraph.

This additional quantity of strips is renewable as long as it is warranted by the person's situation during the
365 day period.

The maximum number of strips for which payment is covered by the basic plan is unlimited during the entire
duration of the prescription for any person not suffering from diabetes who is in one of the following clinical
situations entailing a risk of potentially serious symptomatic hypoglycemia:

(1) a case under investigation or a confirmed case of congenital disease of the category of innate
metabolic errors, of gluconeogenesis disorder, or of another metabolic disease severely affecting
the glucose reserves and requiring a dietary adjustment according to the glycemic measure;

(2) a case under investigation or a confirmed case of congenital or acquired disease characterized by
hyperinsulinism;

(3) a case under investigation or a confirmed case of congenital or acquired endocrine disease
characterized by an imbalance or deficiency in hormones participating in the regulation of glycemia;

(4) a case under investigation or a confirmed case of dumping syndrome causing postprandial
hypoglycemia, despite an adjusted diet;

(5) a case where the person regularly takes a drug that modulates the action of hypoglycemic or
hyperglycemic hormones and has an objectively supported and documented history of
hypoglycemia.

9.2. Rules concerning users of certain continuous glucose measurement systems

16

The general rules referred to in item 9.1 do not apply to a person using the Dexcom G6 sensor (99113874)
or Dexcom G6 transmitter (99113875). For such a person, the maximum number of strips covered by the
basic plan is 100 strips per period of 18 months effective from the first delivery.

Where the maximum number of strips is reached before the end of the 18 month period, a maximum number
of 100 additional strips is also covered by the basic plan.



APPENDIX |
MANUFACTURERS THAT HAVE SUBMITTED DIFFERENT
GUARANTEED SELLING PRICES FOR WHOLESALERS AND

PHARMACISTS

Difference between pharmacist's

Manufacturer GSP and wholesaler's GSP
Ara Pharm Ara Pharmaceuticals 3%
Atlas Laboratoire Atlas Inc. 5,66%, 5,71%, 5,65%, 5,7%
Bionime Bionime Corporation 5,66%
Cellchem Cellchem Pharmaceuticals Inc. 6,5%
Covidien Covidien 6%
Erfa Erfa Canada 2012 Inc. 5%
Hikma Hikma Canada Limited 3%
I-Sens I-Sens, Inc. 5%
Medelys Medelys Laboratoires international inc. 5%
Medisure Medi + Sure 6,25%
Medline Medline Canada Corporation 2%
Nipro Diag Nipro Diagnostics Inc. 6%
Pharmaris Pharmaris Canada Inc. 8%
Purdue Purdue Pharma 5%

* The difference applies only to certain of this manufacturer's products.
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APPENDIX II

DRUG WHOLESALERS ACCREDITED BY THE MINISTER AND
EACH WHOLESALER'S MARK-UP

FAMILIPRIX INC.

Head office: FAMILIPRIX INC.
6000, rue Armand-Viau
Québec (Québec) G2C 2C5
MarK-UP ..o

Supply source code A

MCMAHON DISTRIBUTEUR PHARMACEUTIQUE INC.

Head office: MCMAHON DISTRIBUTEUR
PHARMACEUTIQUE INC.
225 rue Jean Coutu
Varennes, Québec, Canada J3X 0E1
Mark-up

Supply source code F

AMERISOURCE BERGEN CANADA

Head office: AMERISOURCE BERGEN CANADA
10600, boul. du Golf
Anjou (Québec) H1J 2Y7
Mark-Up ..o

Supply source code H

SHOPPERS DRUG MART LIMITED

Head office: SHOPPERS DRUG MART LIMITED
243, Consumers Road
North York (Ontario) M2J 4W8
MaAK=UD ettt

Supply source code J

INNOMAR STRATEGIES INC.

Head office: INNOMAR STRATEGIES INC.
3470 Superior Court
Oakville (Ontario), Canada L6L 0C4
MaArK-UP oo

Supply source code N

PharmaTrust MedServices Inc.

Head office: PharmaTrust MedServices Inc.
2880 Brighton Road, Unit 2
Oakville (Ontario) L6H 5S3
Mark-Up ..o

Supply source code P

McKesson Distribution Spécialisée Inc.

Head office:

2022-12

McKesson Distribution Spécialisée Inc.

6.5%

6.5%

6.5%

6.5%

6.5%

6.5%

LE GROUPE JEAN COUTU (PJC) INC.

Head office: LE GROUPE JEAN COUTU (PJC) INC.
530, rue Bériault
Longueuil (Québec) J4G 1S8
MarK-Up ..o 6.5%
Supply source code D
MCKESSON SERVICES PHARMACEUTIQUES
Head office: MCKESSON SERVICES
PHARMACEUTIQUES
8290, boul. Pie IX
Montréal (Québec) H1Z 4E8
Mark-up 6.5%
Supply source code G
KOHL & FRISCH LIMITED
Head office: KOHL & FRISCH LIMITED
7622, Keele Street
Concord (Ontario) L4K 2R5
Mark-Up ..o 6.5%
Supply source code |
DISTRIBUTIONS PHARMAPLUS INC.
Head office: DISTRIBUTIONS PHARMAPLUS INC.
2905, rue de Celles # 102
Québec (Québec) G2C 1W7
MaArK-UD oottt 6.5%
Supply source code M
GMD DISTRIBUTION INC.
Head office: GMD DISTRIBUTION INC.
1215, North Service Rd. W.
Oakville (Ontario) L6M 2W2
Mark-Up ... 6.5%
Supply source code O
DEX Medical Distribution Inc.
Head office: DEX Medical Distribution Inc.
70 Esna Park Drive, Unit 11
Markham (Ontario) 13r 6e7
Mark-Up ..o 6.5%
Supply source code Q
Andrew and David Wholesale Ltd.
Head office: Andrew and David Wholesale Ltd.
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8449 Lawson road, unit 102
Milton (Ontario) L9T 9L1

Mark-Up ... 6.5%

Supply source code R

LPG Inventory Solutions

Head office: LPG Inventory Solutions
40 Milburn Road

Hamilton, Ontario, Canada L8E 3L9

Supply source code T

Nu-Quest Distribution Inc.

Head office: Nu-Quest Distribution Inc.
101-96, Clyde Ave
Mount Pearl, Terre-Neuve, Canada A1N
482
MaArK-UP ..o 6.5%

Supply source code V

APPENDIX Il -2

6.5%

3615 Laird rd. # 18
Mississauga (Ontario) L5L 5Z8
Mark-Up ... 6.5%

Supply source code S

Sentrex Distribution Inc.

Head office: Sentrex Distribution Inc.
250 Shields Court, Unit 3
Markham, Ontario, Canada L3R 9W7
Mark-up ... 6.5%

Supply source code U
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APPENDIX I

PRODUCTS FOR WHICH THE WHOLESALER'S MARK-UP IS

LIMITED TO A MAXIMUM AMOUNT

Manufacturer Brand name Packaging
Jamp Abiraterone Tab. 500 mg 60
Pfizer Abrilada (pen) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Pfizer Abrilada (syringe) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Roche Actemra I.V. Perf. Sol. 20 mg/mL (20 mL) 1
Roche Actemra S.C. Inj. Sol. (pen) 162 mg/0.9 mL 4
Roche Actemra S.C. Inj.Sol (syr) 162 mg/0.9 mL 4
S. &N. Acticoat Flex 3 (40 cm x 40 cm - 1 600 cm?) Dressing 6
More than 500 cm? (active surface)
Fresenius Acyclovir Sodique 1.V. Perf. Sol. 50 mg/mL (10 mL) 10
Fresenius Acyclovir Sodique 1.V. Perf. Sol. 50 mg/mL (20 mL) 10
Sterimax Acyclovir sodique injectable I.V. Perf. Sol. 50 mg/mL (10 10
mL)
Sterimax Acyclovir sodique injectable I.V. Perf. Sol. 50 mg/mL (20 10
mL)
Aurobindo Acyclovir Sodium Injection I.V. Perf. Sol. 50 mg/mL (10 10
mL)
Aurobindo Acyclovir Sodium Injection 1.V. Perf. Sol. 50 mg/mL (20 10
mL)
Bayer Adempas Tab. 0.5 mg 42
Bayer Adempas Tab. 1 mg 42
Bayer Adempas Tab. 1.5 mg 42
Bayer Adempas Tab. 2 mg 42
Bayer Adempas Tab. 2.5 mg 42
Novartis Afinitor Tab. 2.5 mg 30
Novartis Afinitor Tab. 5 mg 30
Novartis Afinitor Tab. 10 mg 30
Roche Alecensaro Caps. 150 mg 240
Takeda Alunbrig Kit (solid oral) 90 mg (7 tab.) - 180 mg (21 tab.) 1
Takeda Alunbrig Tab. 30 mg 28
Takeda Alunbrig Tab. 90 mg 28
Takeda Alunbrig Tab. 180 mg 28
Amgen Amgevita (pen) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Amgen Amgevita (syringe) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Apotex Apo-Abiraterone Tab. 500 mg 60
Apotex Apo-Ambrisentan Tab. 5 mg 30
Apotex Apo-Ambrisentan Tab. 10 mg 30
Apotex Apo-Dasatinib Tab. 100 mg 30
Apotex Apo-Gefitinib Tab. 250 mg 30
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Manufacturer Brand name Packaging
Apotex Apo-Lenalidomide Caps. 2.5 mg 21
Apotex Apo-Lenalidomide Caps. 5 mg 28
Apotex Apo-Lenalidomide Caps. 10 mg 28
Apotex Apo-Lenalidomide Caps. 15 mg 21
Apotex Apo-Lenalidomide Caps. 20 mg 21
Apotex Apo-Lenalidomide Caps. 25 mg 21
Apotex Apo-Linezolid Tab. 600 mg 30
Bo. Ing. Aptivus Caps. 250 mg 120
Amgen Aranesp Syringe 80 mcg/0.4 mL 4
Amgen Aranesp Syringe 100 mcg/0.5 mL 4
Amgen Aranesp Syringe 130 mcg/0.65 mL 4
Amgen Aranesp Syringe 150 mcg/0.3 mL 4
Amgen Aranesp Syringe 300 mcg/0.6 mL 1
Amgen Aranesp Syringe 500 mcg/1.0 mL 1
Genzyme Aubagio Tab. 14 mg 28
Biogen Avonex Pen .M. Inj. Sol. 30 mcg (6 MUI) 4
Biogen Avonex PS I.M. Inj. Sol. 30 mcg (6 MUI) 4
Hikma Baclofene injectable Inj. Sol. 2 mg/mL (5 mL) 10
Bayer Betaseron Inj. Pd. 0.3 mg 15
Bayer Betaseron Inj. Pd. 0.3 mg 45
Gilead Biktarvy Tab. 50 mg -200 mg -25 mg 30
Biomed Bio-Bosentan Tab. 62.5 mg 56
Biomed Bio-Bosentan Tab. 125 mg 56
Pfizer Braftovi Caps. 75 mg 120
Pfizer Braftovi Caps. 75 mg 180
Organon Brenzys (pen) S.C. Inj. Sol. 50 mg/mL (1 mL) 4
Organon Brenzys (syringe) S.C. Inj. Sol. 50 mg/mL (1 mL) 4
Viiv Cabenuva Kit 200 mg/mL - 300 mg/mL 2ml
Viiv Cabenuva Kit 200 mg/mL - 300 mg/mL 3ml
Ipsen Cabometyx Tab. 20 mg 30
Ipsen Cabometyx Tab. 40 mg 30
Ipsen Cabometyx Tab. 60 mg 30
AZC Calquence Caps. 100 mg 60
Gilead Cayston Sol. Inh. 75 mg 84
Sterimax Cefuroxime for injection USP Inj. Pd. 7.5 g 10
Viiv Celsentri Tab. 150 mg 60
Viiv Celsentri Tab. 300 mg 60
U.C.B. Cimzia S.C. Inj. Sol. (pen) 200 mg/ml (1 ml) 2
U.C.B. Cimzia S.C. Inj.Sol (syr) 200 mg/ml (1 ml) 2
Gilead Complera Tab. 200 mg - 25 mg - 300 mg 30
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Manufacturer Brand name Packaging
Novartis Cosentyx (stylo) S.C. Inj. Sol. 150 mg/mL (1 mL) 1
Novartis Cosentyx (stylo) S.C. Inj. Sol. 150 mg/mL (1 mL) 2
Novartis Cosentyx (syringe) S.C. Inj. Sol. 150 mg/mL (1 mL) 1
Novartis Cosentyx (syringe) S.C. Inj. Sol. 150 mg/mL (1 mL) 2
Roche Cotellic Tab. 20 mg 63
AZC COVID-19 Vaccine AstraZeneca (100 doses) .M. Inj. 100 dose(s)
Susp. 5 x 1010 viral particles (VP) /0,5 ml
AZC COVID-19 Vaccine AstraZeneca (80 doses) I.M. Inj. 80 dose(s)
Susp. 5 x 1010 viral particles (VP)/ 0,5 ml
Verity Covishield I.M. Inj. Susp. 5 x 1010 viral particles (VP) / 100 dose(s)
0,5 ml
Avir Cresemba Caps. 100 mg 14
Kyowa Crysvita S.C. Inj. Sol. 10 mg/mL (1 mL) 1
Kyowa Crysvita S.C. Inj. Sol. 20 mg/mL (1 mL) 1
Kyowa Crysvita S.C. Inj. Sol. 30 mg/mL (1 mL) 1
RRDC Cystadane Oral Pd. 1 g/1.7 mL 180 g
RRDC Cystadrops Oph. Sol. 0.37 % 5ml
Merck Delstrigo Tab. 100 mg -300 mg -300 mg 30
Merck Dificid Tab. 200 mg 20
Viiv Dovato Tab. 50 mg-300 mg 30
SanofiAven Dupixent (pen) S.C. Inj. Sol. 150 mg/mL (2 mL) 2
SanofiAven Dupixent (pen) S.C. Inj. Sol. 175 mg/mL (1,14 mL) 2
SanofiAven Dupixent (seringue) S.C. Inj. Sol. 150 mg/mL (2 mL) 2
SanofiAven Dupixent (seringue) S.C. Inj. Sol. 175 mg/mL (1,14 mL) 2
Tolmar Eligard Kit 22.5 mg 1
Tolmar Eligard Kit 30 mg 1
Tolmar Eligard Kit 45 mg 1
Roche Enspryng (syringe) S.C. Inj. Sol. 120 mg/mL 1
Takeda Entyvio I.V. Perf. Pd. 300 mg 1
Takeda Entyvio (stylo) S.C. Inj. Sol. 108 mg/0.68 mL 1
Takeda Entyvio (stylo) S.C. Inj. Sol. 108 mg/0.68 mL 2
Takeda Entyvio (syringe) S.C. Inj. Sol. 108 mg/0.68 mL 1
Takeda Entyvio (syringe) S.C. Inj. Sol. 108 mg/0.68 mL 2
Paladin Envarsus PA L.A. Tab. 4 mg 100
Gilead Epclusa Tab. 400 mg -100 mg 28
Janss. Inc Eprex Syringe 10 000 Ul/1.0 mL 6
Sandoz Erelzi SensoReady Pen S.C. Inj. Sol. 50 mg/mL (1 mL) 4
Sandoz Erelzi (syringe) S.C. Inj. Sol. 50 mg/mL (1 mL) 4
Roche Erivedge Caps. 150 mg 28
Janss. Inc Erleada Tab. 60 mg 120
Roche Esbriet Caps. 267 mg 63
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Manufacturer Brand name Packaging
Roche Esbriet Caps. 267 mg 270
Roche Esbriet Tab. 801 mg 90
Roche Evrysdi Oral Pd. 60 mg (0,75 mg/mL) 1
AZC Evusheld Kit 150 mg/1,5 mL - 150 mg/1,5 mL 1
Novartis Extavia Inj. Pd. 0.3 mg 15
Bayer Eylea Inj. Sol. 40 mg/mL (0,278 mL) 1
Bayer Eylea Inj.Sol (syr) 40 mg/mL (0,177 mL) 1
AZC Fasenra S.C. Inj.Sol (syr) 30 mg/mL (1 mL) 1
AZC Fasenra Pen S.C. Inj. Sol. (pen) 30 mg/mL (1 mL) 1
AZC Faslodex I.M. Inj. Sol. (syr.) 50 mg/mL (5 mL) 2
Takeda Firazyr S.C. Inj.Sol (syr) 10 mg/mL (3 mL) 1
BGP Pharma Fulphila S.C. Inj.Sol (syr) 10 mg/mL (0,6 mL) 1
Roche Fuzeon S.C. Inj. Pd. 108 mg 60
Amicus Galafold Caps. 123 mg 14
Sterimax Ganciclovir pour injection I.V. Perf. Pd. 500 mg 25
Merck Gardasil 9 (phial) .M. Inj. Susp. 30mcg,40mcg,60mcg, 10 dose(s)
40mcg,20mcg/0,5 mL
Pfizer Genotropin GoQuick Sty 12 mg 5
Gilead Genvoya Tab. 150 mg -150 mg -200 mg -10 mg 30
Novartis Gilenya Caps. 0.5 mg 28
Bo. Ing. Giotrif Tab. 20 mg 28
Bo. Ing. Giotrif Tab. 30 mg 28
Bo. Ing. Giotrif Tab. 40 mg 28
Phmscience Glatect S.C. Inj.Sol (syr) 20 mg/mL (1 mL) 30
Novartis Gleevec Tab. 100 mg 120
Novartis Gleevec Tab. 400 mg 30
Serono Gonal-f S.C. Inj. Sol. (pen) 900 UI 1
Organon Hadlima PushTouch (pen) S.C. Inj. Sol. 50 mg/mL (0.8 2
mL)
Organon Hadlima (syringe) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Gilead Harvoni Tab. 90 mg -400 mg 28
BGP Pharma Hulio (pen) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
BGP Pharma Hulio (syringe) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Lilly Humatrope Cartridge 24 mg 1
Sandoz Hyrimoz (pen) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Sandoz Hyrimoz (syringe) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Pfizer Ibrance Caps. 75 mg 21
Pfizer Ibrance Caps. 100 mg 21
Pfizer Ibrance Caps. 125 mg 21
Pfizer Ibrance Tab. 75 mg 21
Pfizer Ibrance Tab. 100 mg 21
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Pfizer Ibrance Tab. 125 mg 21
Fresenius Idacio (pen) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Fresenius Idacio (syringe) S.C. Inj. Sol. 50 mg/mL (0.8 mL) 2
Janss. Inc Imbruvica Caps. 140 mg 90
Pfizer Inlyta Tab. 1 mg 60
Pfizer Inlyta Tab. 5 mg 60
Celgene Inrebic Caps. 100 mg 120
Janss. Inc Invega Trinza |.M. Inj. Susp. 3 months 175 mg/0.875 mL 1
Janss. Inc Invega Trinza |.M. Inj. Susp. 3 months 263 mg/1.315 mL 1
Janss. Inc Invega Trinza |.M. Inj. Susp. 3 months 350 mg/1.75 mL 1
Janss. Inc Invega Trinza |.M. Inj. Susp. 3 months 525 mg/2.625 mL 1
AZC Iressa Tab. 250 mg 30
Novartis Jakavi Tab. 5 mg 56
Novartis Jakavi Tab. 10 mg 56
Novartis Jakavi Tab. 15 mg 56
Novartis Jakavi Tab. 20 mg 56
Jamp Jamp Abiraterone Tab. 250 mg 120
Jamp Jamp Ambrisentan Tab. 5 mg 30
Jamp Jamp Ambrisentan Tab. 10 mg 30
Jamp Jamp Gefitinib Tab. 250 mg 30
Jamp Jamp Lenalidomide Caps. 2.5 mg 21
Jamp Jamp Lenalidomide Caps. 5 mg 28
Jamp Jamp Lenalidomide Caps. 10 mg 28
Jamp Jamp Lenalidomide Caps. 15 mg 21
Jamp Jamp Lenalidomide Caps. 20 mg 21
Jamp Jamp Lenalidomide Caps. 25 mg 21
Jamp Jamp Pirfenidone Tab. 801 mg 90
Jamp Jamp Tretinoin Caps. 10 mg 100
Viiv Juluca Tab. 50 mg -25 mg 30
Medison Juxtapid Caps. 5 mg 28
Medison Juxtapid Caps. 10 mg 28
Medison Juxtapid Caps. 20 mg 28
Vertex Kalydeco Kit (solid oral) 150 mg 56
Alexion Kanuma 1.V. Perf. Sol. 2 mg/mL (10 mL) 10 ml
Novartis Kesimpta (pen) S.C. Inj. Sol. 20 mg/0.4 mL 1
SanofiAven Kevzara S.C. Inj. Sol. (pen) 150 mg/1.14 mL 2
SanofiAven Kevzara S.C. Inj. Sol. (pen) 200 mg/1.14 mL 2
SanofiAven Kevzara S.C. Inj.Sol (syr) 150 mg/1.14 mL 2
SanofiAven Kevzara S.C. Inj.Sol (syr) 200 mg/1.14 mL 2
Novartis Kisqali Tab. 200 mg 21
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Novartis Kisqali Tab. 200 mg 42
Novartis Kisqali Tab. 200 mg 63
Biomarin Kuvan Tab. 100 mg 120
Apotex Lapelga S.C. Inj.Sol (syr) 10 mg/mL (0,6 mL) 1
Genzyme Lemtrada I.V. Perf. Sol. 10 mg/mL (1.2 mL) 1
Eisai Lenvima Kit (solid oral) daily dose of 4 mg: 4 mg (5 6
caps.)
Eisai Lenvima Kit (solid oral) daily dose of 8 mg: 4 mg (10 6
caps.)
Eisai Lenvima Kit (solid oral) daily dose of 10 mg: 10 mg (5 6
caps.)
Eisai Lenvima Kit (solid oral) daily dose of 12 mg : 4 mg (15 6
caps.)
Eisai Lenvima Kit (solid oral) daily dose of 14 mg: 4 mg (5 6
caps.) and 10 mg (5 caps.)
Eisai Lenvima Kit (solid oral) daily dose of 20 mg: 10 mg (10 6
caps.)
Eisai Lenvima Kit (solid oral) daily dose of 24 mg: 4 mg (5 6
caps.) and 10 mg (10 caps.)
Jamp Linezolid Injection I.V. Perf. Sol. 2 mg/mL (300 mL) 10
Taiho Lonsurf Tab. 15 mg - 6.14 mg 20
Taiho Lonsurf Tab. 20 mg - 8.19 mg 20
Novartis Lucentis Inj. Sol. 10 mg/mL (0,23ml) 1
Novartis Lucentis Inj.Sol (syr) 10 mg/mL (0,165 ml) 1
AbbVie Lupron Depot Kit 11.25 mg 1
AbbVie Lupron Depot Kit 22.5 mg 1
AbbVie Lupron Depot Kit 30 mg 1
AZC Lynparza Tab. 100 mg 60
AZC Lynparza Tab. 100 mg 120
AZC Lynparza Tab. 150 mg 60
AZC Lynparza Tab. 150 mg 120
Marcan Mar-Abiraterone Tab. 250 mg 120
Marcan Mar-Abiraterone Tab. 500 mg 60
Marcan Mar-Trientine Caps. 250 mg 100
Serono Mavenclad Tab. 10 mg 1
Serono Mavenclad Tab. 10 mg 4
Serono Mavenclad Tab. 10 mg 6
AbbVie Maviret Kit (solid oral) 100 mg -40 mg 28
Novartis Mayzent Tab. 0.25 mg 120
Novartis Mayzent Tab. 2 mg 28
Novartis Mekinist Tab. 0.5 mg 30
Novartis Mekinist Tab. 2 mg 30
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Pfizer Mektovi Tab. 15 mg 180
Genzyme Myozyme I.V. Perf. Pd. 50 mg 1
Natco Nat-Abiraterone Tab. 250 mg 120
Natco NAT-Bosentan Tab. 62.5 mg 56
Natco NAT-Bosentan Tab. 62.5 mg 60
Natco NAT-Bosentan Tab. 125 mg 56
Natco NAT-Bosentan Tab. 125 mg 60
Natco Nat-Gefitinib Tab. 250 mg 30
Natco NAT-Lenalidomide Caps. 2.5 mg 21
Natco NAT-Lenalidomide Caps. 5 mg 28
Natco NAT-Lenalidomide Caps. 10 mg 28
Natco NAT-Lenalidomide Caps. 15 mg 21
Natco NAT-Lenalidomide Caps. 20 mg 21
Natco NAT-Lenalidomide Caps. 25 mg 21
Bayer Nexavar Tab. 200 mg 120
Bayer Nimotop Tab. 30 mg 100
Pfizer Nivestym Inj. sol. 300 mcg/mL (1.0 mL) 10
Pfizer Nivestym Inj. sol. 300 mcg/mL (1.6mL) 10
Bayer Nubega Tab. 300 mg 120
GSK Nucala S.C. Inj. Pd. 100 mg 1
GSK Nucala S.C. Inj. Sol. (pen) 100 mg/mL 1
GSK Nucala S.C. Inj.Sol (syr) 100 mg/mL 1
Roche Nutropin AQ NuSpin 20 Sty 20 mg 1
Pfizer Nyvepria S.C. Inj.Sol (syr) 10 mg/mL (0,6 mL) 1
Intercept Ocaliva Tab. 5 mg 30
Intercept Ocaliva Tab. 10 mg 30
Roche Ocrevus I.V. Perf. Sol. 30 mg/mL (10 mL) 1
Teva Can Octréotide pour suspension injectable I.M. Inj. Susp. 10 1
mg
Teva Can Octréotide pour suspension injectable .M. Inj. Susp. 20 1
mg
Teva Can Octréotide pour suspension injectable I.M. Inj. Susp. 30 1
mg
Gilead Odefsey Tab. 200 mg - 25 mg - 25 mg 30
Bo. Ing. Ofev Caps. 100 mg 60
Bo. Ing. Ofev Caps. 150 mg 30
Bo. Ing. Ofev Caps. 150 mg 60
Lilly Olumiant Tab. 2 mg 30
Alnylam Onpattro I.V. Perf. Sol. 2 mg/mL (5 mL) 1
Celgene Onureg Tab. 200 mg 7
Celgene Onureg Tab. 300 mg 7
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Janss. Inc Opsumit Tab. 10 mg 30
B.M.S. Orencia S.C. Inj.Sol (syr) 125 mg/mL (1 mL) 4
Amgen Otezla Tab. 30 mg 56
Allergan Ozurdex Implant intravitreal 0.7 mg 1
Pfizer Paxlovid Kit (solid oral) 150 mg - 100 mg 1
Pfizer Paxlovid (renal failure) Kit (solid oral) 150 mg - 100 mg 1
Phmscience pms-Abiraterone Tab. 250 mg 120
Phmscience pms-Abiraterone Tab. 500 mg 60
Phmscience pms-Bosentan Tab. 62.5 mg 60
Phmscience pms-Bosentan Tab. 125 mg 60
Phmscience pms-Everolimus Tab. 2.5 mg 30
Phmscience pms-Everolimus Tab. 5 mg 30
Phmscience pms-Everolimus Tab. 10 mg 30
Phmscience pms-Pazopanib Tab. 200 mg 60
Phmscience pms-Pazopanib Tab. 200 mg 120
Celgene Pomalyst Caps. 1 mg 21
Celgene Pomalyst Caps. 2 mg 21
Celgene Pomalyst Caps. 3 mg 21
Celgene Pomalyst Caps. 4 mg 21
Merck Posanol L.A. Tab. 100 mg 60
Merck Posanol Oral Susp. 40 mg/mL 1
Pfizer Prevnar-13 .M. Inj. Susp. 2,2 mcg/ 0,5 mL 10 dose(s)
Merck Prevymis Tab. 240 mg 28
Merck Prevymis Tab. 480 mg 28
Janss. Inc Prezista Tab. 75 mg 480
Janss. Inc Prezista Tab. 150 mg 240
Janss. Inc Prezista Tab. 600 mg 60
Knight Probuphine Kit (implants) 80 mg/implant 1
Horizon Ph Procysbi L.A. Caps. 75 mg 250
Astellas Prograf Caps. 5 mg 100
Roche Pulmozyme Sol. Inh. 1 mg/mL (2.5 mL) 30
Organon Puregon Cartridge 900 Ul 1
Horizon Quinsair Sol. Inh. 100 mg/mL (2.4 mL) 56
Mitsubishi Radicava I.V. Perf. Sol. 0,3 mg/mL (100 mL) 2
Horizon Ravicti Lig. 1.1 g/mL 25 ml
Serono Rebif S.C. Inj. Sol. 22 mcg/0.5 mL (1,5 mL) 4
Serono Rebif S.C. Inj. Sol. 44 mcg/0.5 mL (1,5 mL) 4
B.M.S. Reblozyl S.C. Inj. Pd. 25 mg 1
B.M.S. Reblozyl S.C. Inj. Pd. 75 mg 1
Dr Reddy's Reddy-Abiraterone Tab. 250 mg 120
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Dr Reddy's Reddy-Dasatinib Tab. 50 mg 60
Dr Reddy's Reddy-Dasatinib Tab. 70 mg 60
Dr Reddy's Reddy-Dasatinib Tab. 100 mg 30
Dr Reddy's Reddy-Lenalidomide Caps. 2.5 mg 21
Dr Reddy's Reddy-Lenalidomide Caps. 5 mg 28
Dr Reddy's Reddy-Lenalidomide Caps. 10 mg 28
Dr Reddy's Reddy-Lenalidomide Caps. 15 mg 21
Dr Reddy's Reddy-Lenalidomide Caps. 20 mg 21
Dr Reddy's Reddy-Lenalidomide Caps. 25 mg 21
Ferring Rekovelle Cartridge 72 mcg 1
Ferring Rekovelle S.C. Inj. Sol. (pen) 72 mcg/2,16 mL 1
Janss. Inc Remicade 1.V. Perf. Pd. 100 mg 1
u.T.C. Remodulin Inj. Sol. 1 mg/mL 20 ml
U.T.C. Remodulin Inj. Sol. 2.5 mg/mL 20 ml
U.T.C. Remodulin Inj. Sol. 5 mg/mL 20 ml
Uu.T.C. Remodulin Inj. Sol. 10 mg/mL 20 ml
Upjohn Revatio Tab. 20 mg 90
Celgene Revlimid Caps. 2.5 mg 21
Celgene Revlimid Caps. 5 mg 28
Celgene Revlimid Caps. 10 mg 28
Celgene Revlimid Caps. 15 mg 21
Celgene Revlimid Caps. 20 mg 21
Celgene Revlimid Caps. 25 mg 21
Novartis Revolade Tab. 50 mg 14
Novartis Revolade Tab. 50 mg 28
AbbVie Rinvoqg L.A. Tab. 15 mg 30
Roche Rozlytrek Caps. 100 mg 30
Roche Rozlytrek Caps. 200 mg 90
Serono Saizen Cartridge 20 mg 1
Novartis Sandostatin LAR I.M. Inj. Susp. 10 mg 1
Novartis Sandostatin LAR I.M. Inj. Susp. 20 mg 1
Novartis Sandostatin LAR I.M. Inj. Susp. 30 mg 1
Sandoz Sandoz Abiraterone Tab. 250 mg 120
Sandoz Sandoz Abiraterone Tab. 500 mg 60
Sandoz Sandoz Ambrisentan Tablets Tab. 5 mg 30
Sandoz Sandoz Ambrisentan Tablets Tab. 10 mg 30
Sandoz Sandoz Bosentan Tab. 62.5 mg 60
Sandoz Sandoz Bosentan Tab. 125 mg 60
Sandoz Sandoz Everolimus Tab. 2.5 mg 30
Sandoz Sandoz Everolimus Tab. 5 mg 30

2022-12

APPENDIX Il -9



Manufacturer Brand name Packaging
Sandoz Sandoz Everolimus Tab. 10 mg 30
Sandoz Sandoz Gefitinib Tab. 250 mg 30
Sandoz Sandoz Lenalidomide Caps. 2.5 mg 21
Sandoz Sandoz Lenalidomide Caps. 5 mg 28
Sandoz Sandoz Lenalidomide Caps. 10 mg 28
Sandoz Sandoz Lenalidomide Caps. 15 mg 21
Sandoz Sandoz Lenalidomide Caps. 20 mg 21
Sandoz Sandoz Lenalidomide Caps. 25 mg 21
Sandoz Sandoz Pirfenidone Tab. 801 mg 90
Sandoz Sandoz Pirfenidone Capsules Caps. 267 mg 270
Sandoz Sandoz Posaconazole L.A. Tab. 100 mg 60
Sandoz Sandoz Tacrolimus Caps. 5 mg 100
Amgen Sensipar Tab. 90 mg 30
Valeant Siliq (syringe) S.C. Inj. Sol. 140 mg/mL (1,5 mL) 2
Jamp Simlandi (pen) S.C. Inj. Sol. 100 mg/mL (0,4 mL) 2
Jamp Simlandi (syringe) S.C. Inj. Sol. 100 mg/mL (0,4 mL) 2
Jamp Simlandi (syringe) S.C. Inj. Sol. 100 mg/mL (0,8 mL) 1
Janss. Inc Simponi S.C. Inj.Sol (App.) 50 mg/0.5 mL 1
Janss. Inc Simponi S.C. Inj.Sol (syr) 50 mg/0.5 mL 1
Janss. Inc Simponi L.V. I.V. Perf. Sol. 12.5 mg/mL (4 mL) 1
AbbVie Skyrizi S.C. Inj.Sol (syr) 90 mg/mL (0.83 mL) 2
AbbVie Skyrizi (pen) S.C. Inj. Sol. 150 mg/mL (1 mL) 1
AbbVie Skyrizi (syringe) S.C. Inj. Sol. 150 mg/mL (1 mL) 1
Alexion Soliris I.V. Perf. Sol. 10 mg/mL (30 mL) 1
Ipsen Somatuline Autogel S.C. Inj.Sol (syr) 60 mg/0.3 mL 1
Ipsen Somatuline Autogel S.C. Inj.Sol (syr) 90 mg/0.3 mL 1
Ipsen Somatuline Autogel S.C. Inj.Sol (syr) 120 mg/0.5 mL 1
Gilead Sovaldi Tab. 400 mg 28
B.M.S. Sprycel Tab. 20 mg 60
B.M.S. Sprycel Tab. 50 mg 60
B.M.S. Sprycel Tab. 70 mg 60
B.M.S. Sprycel Tab. 100 mg 30
Janss. Inc Stelara S.C. Inj.Sol (syr) 45 mg/0.5 mL 1
Janss. Inc Stelara S.C. Inj.Sol (syr) 90 mg/1 mL 1
Bayer Stivarga Tab. 40 mg 84
Gilead Stribild Tab. 150 mg -150 mg -200 mg -300 mg 30
Cheplaphar Suprefact Depot 3 mois Implant 9.45 mg 1
Pfizer Sutent Caps. 12.5 mg 28
Pfizer Sutent Caps. 25 mg 28
Pfizer Sutent Caps. 50 mg 28
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Novartis Tafinlar Caps. 50 mg 120
Novartis Tafinlar Caps. 75 mg 120
AZC Tagrisso Tab. 40 mg 30
AZC Tagrisso Tab. 80 mg 30
Lilly Taltz (pen) S.C. Inj. Sol. 80 mg/mL (1 mL) 1
Lilly Taltz (syringe) S.C. Inj. Sol. 80 mg/mL (1 mL) 1
Roche Tarceva Tab. 100 mg 30
Roche Tarceva Tab. 150 mg 30
Taro Taro-Bosentan Tab. 62.5 mg 60
Taro Taro-Bosentan Tab. 125 mg 60
Taro Taro-Dasatinib Tab. 50 mg 60
Taro Taro-Dasatinib Tab. 70 mg 60
Taro Taro-Dasatinib Tab. 100 mg 30
Taro Taro-Lenalidomide Caps. 2.5 mg 21
Taro Taro-Lenalidomide Caps. 5 mg 28
Taro Taro-Lenalidomide Caps. 10 mg 28
Taro Taro-Lenalidomide Caps. 15 mg 21
Taro Taro-Lenalidomide Caps. 20 mg 21
Taro Taro-Lenalidomide Caps. 25 mg 21
Taro Taro-Sunitinib Caps. 25 mg 28
Taro Taro-Sunitinib Caps. 25 mg 30
Taro Taro-Sunitinib Caps. 50 mg 28
Taro Taro-Sunitinib Caps. 50 mg 30
Novartis Tasigna Caps. 150 mg 112
Novartis Tasigna Caps. 200 mg 112
Biogen Tecfidera L.A. Caps. 240 mg 56
Akcea Tegsedi S.C. Inj.Sol (syr) 189 mg/mL (1,5 mL) 4
Merck Temodal Caps. 250 mg 5
Teva Can Teva-Dasatinib Tab. 50 mg 60
Teva Can Teva-Dasatinib Tab. 70 mg 60
Teva Can Teva-Dasatinib Tab. 100 mg 30
Teva Can Teva-Everolimus Tab. 2.5 mg 30
Teva Can Teva-Everolimus Tab. 5 mg 30
Teva Can Teva-Everolimus Tab. 10 mg 30
Teva Can Teva-Tobramycin Sol. Inh. 300 mg/5 mL 56
Celgene Thalomid Caps. 50 mg 28
Celgene Thalomid Caps. 100 mg 28
Celgene Thalomid Caps. 200 mg 28
BGP Pharma Tobi Sol. Inh. 300 mg/5 mL 56
BGP Pharma Tobi Podhaler Inh. Pd. 28 mg 224

2022-12

APPENDIX Il -11



Manufacturer Brand name Packaging
Janss. Inc Tracleer Tab. 62.5 mg 56
Janss. Inc Tracleer Tab. 125 mg 56
Knight Trelstar Kit 22.5 mg 1
Knight Trelstar LA Kit 11.25 mg 1
Vertex Trikafta Kit (solid oral) 50 mg - 25 mg - 37,5 mg et 75 mg 84
Vertex Trikafta Kit (solid oral) 100 mg - 50 mg - 75 mg - 150 mg 84
Viiv Triumeq Tab. 50 mg - 600 mg - 300 mg 30
Gilead Truvada Tab. 200mg- 300mg 30
Teva Innov Truxima L.V. Perf. Sol. 10 mg/mL 50 ml
Pfizer Tygacil I.V. Perf. Pd. 50 mg 10
Novartis Tykerb Tab. 250 mg 70
Biogen Tysabri I.V. Inj. Sol. 300mg/15ml 1
Janss. Inc Uptravi Tab. 200 mcg 60
Janss. Inc Uptravi Tab. 400 mcg 60
Janss. Inc Uptravi Tab. 600 mcg 60
Janss. Inc Uptravi Tab. 800 mcg 60
Janss. Inc Uptravi Tab. 1000 mcg 60
Janss. Inc Uptravi Tab. 1200 mcg 60
Janss. Inc Uptravi Tab. 1400 mcg 60
Janss. Inc Uptravi Tab. 1600 mcg 60
Cheplaphar Valcyte Tab. 450 mg 60
Cheplaphar Vesanoid Caps. 10 mg 100
Oméga Vespides combines Inj. Pd. 3.9 mg 1
Pfizer Vfend Tab. 200 mg 30
Cheplaphar Visudyne L.V. Inj. Pd. 15 mg 1
Bayer Vitrakvi Caps. 25 mg 56
Bayer Vitrakvi Caps. 100 mg 56
Bayer Vitrakvi Oral Sol. 20 mg/mL 100 ml
Viiv Vocabria Tab. 30 mg 30
GSK Volibris Tab. 5 mg 30
GSK Volibris Tab. 10 mg 30
Gilead Vosevi Tab. 400 mg -100 mg -100 mg 28
Novartis Votrient Tab. 200 mg 120
VPI VPI-Amikacin Inj. Sol. 250 mg/mL (2 mL) 10
Pfizer Vyndamax Caps. 61 mg 30
Pfizer Vyndagel Caps. 20 mg 120
Waymade Waymade-Trientine Caps. 250 mg 100
Pfizer Xalkori Caps. 200 mg 60
Pfizer Xalkori Caps. 250 mg 60
Pfizer Xeljanz Tab. 5 mg 60
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Pfizer Xeljanz Tab. 10 mg 60
Pfizer Xeljanz XR L.A. Tab. 11 mg 30
Astellas Xospata Tab. 40 mg 90
Astellas Xtandi Caps. 40 mg 120
GSK Zejula Caps. 100 mg 56
GSK Zejula Caps. 100 mg 84
Roche Zelboraf Tab. 240 mg 56
Merck Zepatier Tab. 50 mg -100 mg 28
Merck Zerbaxa l.V.Inj. Pd. 1g-0.5¢g 10
Sandoz Ziextenzo S.C. Inj.Sol (syr) 10 mg/mL (0,6 mL) 1
TerSera Zoladex LA Implant 10.8 mg 1
Gilead Zydelig Tab. 100 mg 60
Gilead Zydelig Tab. 150 mg 60
Novartis Zykadia Caps. 150 mg 150
Janss. Inc Zytiga Tab. 250 mg 120
Janss. Inc Zytiga Tab. 500 mg 60

2022-12

APPENDIX Il -13






APPENDIX IV

LIST OF EXCEPTIONAL MEDICATIONS
WITH RECOGNIZED INDICATIONS FOR PAYMENT

ABATACEPT, L.V. Perf. Pd.:

¢

for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

» prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

¢ the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be methotrexate at a dose of 20 mg or more per week.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a period of 12 months.

Authorizations for abatacept are given for three doses of 10 mg/kg every two weeks, then for 10 mg/kg every
four weeks.

for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular or systemic type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have five or more joints with active synovitis and one
of the following two elements must be present:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum dose of 20 mg) per week for at least three months, unless there is intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

Appendix IV - 1



When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for abatacept are given for 10 mg/kg every two weeks for three doses, then for 10 mg/kg every
four weeks.

ABATACEPT, S.C. Inj. Sol. (syr):

+ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:
¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis, and
one of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be methotrexate at a dose of 20 mg or more per week.
The initial request is authorized for a maximum of five months.
When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.
Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for abatacept S.C. Inj. Sol. (syr) are given for a dose of 125 mg per week.
ABIRATERONE ACETATE:
# in association with prednisone for treatment of metastatic castration-resistant prostate cancer in persons:

¢ who are asymptomatic or mildly symptomatic after an anti-androgen treatment has failed,;
and

¢ who have never received docetaxel-based chemotherapy;
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and
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that abiraterone is not authorized after failure with an androgen synthesis inhibitor or a
second-generation androgen receptor inhibitor if it was administered for treatment of prostate cancer.

¢ in association with prednisone, for treatment of metastatic castration-resistant prostate cancer in persons:
e whose disease has progressed during or following docetaxel-based chemotherapy, unless there is a
contraindication or a serious intolerance;
and
e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that abiraterone is not authorized after failure with an androgen synthesis inhibitor or a
second-generation androgen receptor inhibitor if it was administered for treatment of prostate cancer.

Abiraterone remains covered by the basic prescription drug insurance plan for those insured persons having
used this drug in the three months before 10 July 2019, insofar as the physician provides evidence of a
beneficial clinical effect by the absence of disease progression.

ABOBOTULINUMTOXINA:

+ for treatment of cervical dystonia and other severe spasticity conditions.
ACALABRUTINIB:
# as monotherapy, for first-line treatment of symptomatic chronic lymphocytic leukemia in persons:
o for whom fludarabin-based chemotherapy is not indicated due to the cytogenetic results or who are not
eligible for fludarabin-based chemotherapy;
and
e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

+ as monotherapy, for the continuation of first-line treatment of symptomatic chronic lymphocytic leukemia, in
persons whose disease has not progressed during the six cycles combining acalabrutinib and obinutuzumab:

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.
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¢ as monotherapy, for treatment of refractory or recurrent chronic lymphocytic leukemia, in persons whose
ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that acalabrutinib is not authorized following the failure of a Bruton tyrosine kinase inhibitor
if it was administered for the treatment of chronic lymphocytic leukemia.

* ACAMPOSATE:

¢ to maintain abstinence in persons suffering from alcohol dependency who have abstained from alcohol for at
least 5 days and who are taking part in a full alcohol management program centred on alcohol abstinence.

The maximum duration of each authorization is three months. When requesting continuation of treatment, the
physician must provide evidence of a beneficial clinical effect defined by maintained alcohol abstinence. The
total maximum duration of treatment is 12 months.

ADALIMUMAB:

¢ for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ the person must, prior to the beginning of treatment, have five or more joints with active synovitis and one
of the following two elements must be present:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

¢ the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum dose of 20 mg) per week for at least three months, unless there is an intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- an improvement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for adalimumab are given for doses of 20 mg every two weeks for children weighing more than
10 kg but less than 30 kg, and 40 mg every two weeks for children weighing 30 kg or more.

+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:
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¢ prior to the beginning of treatment, the person must have at least three joints with active synovitis and a
score of more than 1 on the Health Assessment Questionnaire (HAQ);

and

¢ the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two agents must be:
- methotrexate at a dose of 20 mg or more per week;
or
sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for adalimumab are given for 40 mg every two weeks.

for treatment of adults suffering from moderate to severe ulcerative colitis that is still active despite treatment
with corticosteroids and immunosuppressors, unless there is a serious intolerance or a contraindication:

¢ in the presence of a Mayo score of 6 to 12 points;
and
¢ in the presence of a Mayo endoscopic subscore of at least 2 points.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ adecrease in the Mayo score of at least 3 points and at least 30 %, or a decrease in the partial Mayo score
of at least 2 points;

and

¢ a Mayo rectal bleeding subscore of 0 or 1 point, or a decrease in this subscore of at least 1 point.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

for treatment of moderate or severe intestinal Crohn's disease that is still active despite treatment with
corticosteroids and immunosuppressors, unless there is a contraindication or major intolerance to
corticosteroids. An immunosuppressor must have been tried for at least eight weeks.

Upon the initial request, the physician must indicate the immunosuppressor used as well as the duration of
treatment. The initial request is authorized for a maximum of three months, which includes induction treatment
at the rate of 160 mg initially and 80 mg on the second week, followed by maintenance treatment at a dose
of 40 mg every two weeks.

Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect.

Requests for continuation of treatment will be authorized for a maximum period of 12 months.

Appendix IV - 5



However, if the medical condition justifies increasing the dose to 40 mg per week as of the 12th week of
treatment, authorization will be given for a maximum period of three months. After which, for subsequent
authorizations renewals, lasting a maximum of 12 months, the physician will have to demonstrate the clinical
benefits obtained with this dosage.

¢ for treatment of moderate or severe intestinal Crohn's disease that is still active despite treatment with
corticosteroids, unless there is a contraindication or major intolerance to corticosteroids, where
immunosuppressors are contraindicated or not tolerated, or where they have been ineffective in the past
during a similar episode after treatment combined with corticosteroids.

Upon the initial request, the physician must indicate the nature of the contraindication or the intolerance as
well as the immunosuppressor used. The initial request is authorized for a maximum of three months, which
includes induction treatment at the rate of 160 mg initially and 80 mg on the second week, followed by
maintenance treatment with a dose of 40 mg every two weeks.

Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect.
Requests for continuation of treatment will be authorized for a maximum period of 12 months.

However, if the medical condition justifies increasing the dose to 40 mg per week as of the 12t week of
treatment, authorization will be given for a maximum period of three months. After which, for subsequent
authorizations renewals, lasting a maximum of 12 months, the physician will have to demonstrate the clinical
benefits obtained with this dosage.

¢ for treatment of persons suffering from moderate or severe ankylosing spondylitis whose BASDAI score is >
4 on a scale of 0 to 10 and in whom the sequential use of two non-steroidal anti-inflammatories at the optimal
dose for a period of four weeks each did not adequately control the disease, unless there is a contraindication.

¢ Upon the initial request, the physician must provide the following information:
- the BASDAI score;
- the degree of functional injury according to the BASFI (scale of 0 to 10).

The initial request will be authorized for a maximum of five months.

¢ When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
- adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
- adecrease of 1.5 points or 43 % on the BASFI scale;
or
- areturn to work.

Requests for continuation of treatment will be authorized for maximum periods of 12 months.
Authorizations for adalimumab are given for a maximum of 40 mg every two weeks.

+ for treatment of moderate or severe rheumatoid arthritis or of moderate or severe psoriatic arthritis of the
rheumatoid type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor for rheumatoid arthritis only;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
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- an elevated sedimentation rate;
and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be:

for rheumatoid arthritis:
- methotrexate at a dose of 20 mg or more per week;

for psoriatic arthritis of the rheumatoid type:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

For rheumatoid arthritis, authorizations for adalimumab are given for a dose of 40 mg every two weeks.
However, after 12 weeks of treatment with adalimumab as monotherapy, an authorization may be given for
40 mg per week.

For psoriatic arthritis of the rheumatoid type, authorizations for adalimumab are given for a dose of 40 mg
every two weeks.

for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;

and

¢ in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index (DQLI)
questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;

and

¢ where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of a serious intolerance or a
serious contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum of four months.
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When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;
or

¢ an improvement of at least 50 % in the PASI score and a decrease of at least five points on the DQLI
questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the
pretreatment assessment and a decrease of at least five points on the DQLI questionnaire compared to
the base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for adalimumab are given for an induction dose of 80 mg, followed by a maintenance treatment
beginning the second week at a dose of 40 mg every two weeks.

ADALIMUMAB (HIDRADENITIS SUPPURATIVA) :

+ for treatment of persons suffering from moderate to severe hidradenitis suppurativa:
o with at least three abscesses or nodules;
¢ who have lesions in at least two distinct anatomic areas, one of which must be Hurley Stage Il or liI;
¢ who have had an inadequate response to at least three months of oral antibiotic therapy.

The initial request is authorized for a maximum of six months.
When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect.

Requests for continuation of treatment are authorized for a maximum of 12 months.
ADALIMUMAB (UVEITIS) :

¢ for treatment of persons suffering from non-infectious uveitis who have tried a corticosteroid and an
immunosuppressor for an appropriate duration, unless there is a serious intolerance or a contraindication.

The initial authorization is for a maximum duration of six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect.
Subsequent authorizations are given for a maximum duration of 12 months.

ADEFOVIR DIPIVOXIL:

+ for treatment of chronic hepatitis B in persons:

¢ having a resistance to lamivudine as defined by one of the following:
- a1-log increase in HBV-DNA under treatment with lamivudine, confirmed by a second test one month
later;

- alaboratory trial showing resistance to lamivudine;

- a 1-log increase in HBV-DNA under treatment with lamivudine, with viremia greater than 20 000 IU/m.
with cirrhosis that is decompensated or at risk of decompensation, with a Child-Pugh score of > 6;

after a liver transplant or where the graft is infected with the hepatitis B virus;

infected with HIV but not being treated with antiretrovirals for that condition;

not having a resistance to lamivudine and whose viral load is greater than 20 000 IU/mL (HBeAg-positive)
or 2 000 IU/mL (HBeAg-negative) prior to the beginning of treatment.
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AFATINIB DIMALEATE:

& as monotherapy, for first-line treatment of persons suffering from metastatic non-small-cell lung cancer,
having an activating mutation of the EGFR tyrosine kinase, and whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

AFLIBERCEPT:

+ for treatment of age-related macular degeneration in the presence of choroidal neovascularization. The eye
to be treated must meet the following four criteria:

o optimal visual acuity after correction between 6/12 and 6/96;

¢ linear dimension of the lesion less than or equal to 12 disc areas;

¢ absence of significant permanent structural damage to the centre of the macula. The structural damage is
defined by fibrosis, atrophy or a chronic disciform scar such that, according to the treating physician, it
precludes a functional benefit;

e progression of the disease in the last three months, confirmed by retinal angiography, optical coherence
tomography or recent changes in visual acuity.

The initial request is authorized for a maximum of four months. Upon subsequent requests, the physician
must provide information making it possible to establish a beneficial clinical effect, consisting in a stabilization
or improvement of the medical condition shown by retinal angiography or by optical coherence tomography.
Authorizations will then be given for a maximum of 12 months.

The recommended administration regimen is one dose of 2 mg per month during the first three months and,
subsequently, every two months. Given that a minority of patients may benefit from a more frequent
administration regimen, authorizations will be given for one dose per month per eye. It must be noted that
aflibercept will not be authorized concomitantly with ranibizumab or verteporfin to treat the same eye.

¢ for treatment of a visual deficiency caused by diabetic macular edema. The eye to be treated must meet the
following two criteria:

e optimal visual acuity after correction between 6/9 and 6/96;
o thickness of the central retina > 250 pm.

The initial request is authorized for a maximum of six months, for a maximum of one dose per month, per
eye.

Upon subsequent requests, the physician must provide information making it possible to establish a beneficial
clinical effect, consisting in a stabilization or an improvement of the visual acuity measured on the Snellen
scale and a stabilization or an improvement of the macular edema assessed by optical coherence
tomography. Requests for renewal will be authorized for a maximum period of 12 months. The recommended
administration is one dose every two months, per eye. Given that a minority of patients may benefit from a
more frequent administration, authorizations will be given for one dose per month and per eye.

It must be noted that aflibercept will not be authorized concomitantly with ranibizumab to treat the same eye.

¢ for treatment of a visual deficiency due to macular edema secondary to an occlusion of the central retinal
vein. The eye to be treated must also meet the following two criteria:

e optimal visual acuity after correction between 6/12 and 6/96;
o thickness of the central retina > 250 um.

The initial request is authorized for a maximum of four months.
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Upon subsequent requests, the physician must provide information making it possible to establish a beneficial
clinical effect, consisting in a stabilization or an improvement of the visual acuity measured on the Snellen
scale and a stabilization or an improvement of the macular edema assessed by optical coherence
tomography. Requests for renewal will be authorized for maximum periods of 12 months. Authorizations will
be given for a maximum of one dose per month, per eye.

It must be noted that ranibizumab will not be authorized concomitantly with aflibercept to treat the same eye.
+ for treatment of a visual deficiency due to macular edema secondary to branch retinal vein occlusion.
The eye to be treated must also meet the following three criteria:

o optimal visual acuity after correction between 6/12 and 6/120;
o thickness of the central retina > 250 ym;
e absence of afferent pupillary defect.

The initial request is authorized for a maximum of four months.

Upon subsequent requests, the physician must provide information making it possible to establish a beneficial
clinical effect, consisting in a stabilization or an improvement of the visual acuity measured on the Snellen
scale and a stabilization or an improvement of the macular edema assessed by optical coherence
tomography. Requests for renewal will be authorized for maximum periods of 12 months. Authorizations are
given for a maximum of one dose per month, per eye.

ALECTINIB HYDROCHLORIDE:

+ as monotherapy, for treatment of unresectable locally advanced or metastatic non-small-cell lung cancer in
persons:

¢ whose tumour shows a rearrangement of the ALK gene;
and

¢ who have never experienced failure with an ALK inhibitor;
and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is 4 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

+ as monotherapy, for treatment of unresectable locally advanced or metastatic non-small-cell lung cancer in
persons:

¢ whose tumour shows a rearrangement of the ALK gene;

and

e whose cancer has progressed despite the administration of crizotinib, unless there is a serious intolerance;
and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical
effectby the absence of disease progression, confirmed by imaging.
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ALEMTUZUMAB:

+ for treatment, as monotherapy, of persons suffering from remitting multiple sclerosis who have had at least
two relapses in the last two years, one of which must have occurred in the last year. In addition, one of the
relapse must have occurred while the person was taking, and had being doing so for at least six months, a
disease modifying drug included on the list of medications for the treatment of this disease under certain
conditions. The EDSS score must be equal to or less than 5.

Authorization of the initial request is for a cycle of five consecutive days of treatment at a daily dose of 12 mg
to cover the first year of treatment.

For continuation of treatment after the first year, the physician must provide proof of a beneficial effect on the
annual frequency of relapses, combined to, a stabilization of the EDSS score or to an increase of less than 2
points, without exceeding a score of 5.

Authorization of the second request is for a cycle of three consecutive days of treatment at a daily dose of
12 mg administered 12 months after the first cycle. The total duration of treatment allowed is 24 months.

ALGLUCOSIDASE ALFA:

+ for treatment of an infantile-onset (or a rapidly progressive form) of Pompe’s disease, in children whose
symptoms appeared before the age of 12 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of extensive deterioration. Extensive deterioration occurs when the following two criteria are
met:

e the presence of invasive ventilation;

and

e an increase of two points or more in the ventricular mass index Z-score in comparison to the previous
value.

The maximum duration of each authorization is six months.

ALIROCUMAB:

¢ for treatment of adults suffering from heterozygous familial hypercholesterolemia (HeFH), confirmed by
genotyping or phenotyping, for whom use of a statin at the optimal dose in association with ezetimibe has not
allowed for adequate control of the cholesterolemia, unless there is a serious intolerance or a contraindication.

For patients without an atherosclerotic cardiovascular disease, adequate control of the cholesterolemia is
defined by a reduction of at least 50 % in the LDL-C concentration compared to the basic levels, that is, before
the beginning of any hypolipemiant treatment.

For patients with an atherosclerotic cardiovascular disease, adequate control of the cholesterolemia is defined
by the attainment of an LDL-C concentration < 2 mmol/l.

Phenotyping is defined by an LDL-C concentration >4 mmol/l in children under age 16 or > 4.9 mmol/l in
adults before the beginning of a treatment and at least one of the following factors:
- afamily history of HeFH confirmed by genotyping of a first-degree relative;
- the presence of a mutation causing familial hypercholesterolemia of the LDLR, ApoB or PCSK9 genes
in a first-degree relative;
- the presence of xanthomas in the person or in one of the first-degree or second-degree relatives;
- the presence of a corneal arcus before age 45 in a first-degree relative;
- afamily history of LDL-C concentration > 4.9 mmol/l in an adult first-degree relative or =4 mmol/l in a
first-degree parent under age 18;
- afamily history of total cholesterol concentration > 7.5 mmol/l in an adult first-degree or second-degree
relative or > 6.7 mmol/l in a first degree parent under age16.
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The initial request is authorized for a maximum period of four months.

Upon subsequent requests, the physician must provide information making it possible to establish the
beneficial clinical effects of the treatment, that is, a decrease = 40 % in the LDL-C concentration compared to
the value before the beginning of treatment with alirocumab. Subsequent requests are authorized for a
maximum duration of 12 months.

Authorizations for alirocumab are given for a maximum dose of 150 mg every two weeks.
ALISKIREN:

¢ for treatment of arterial hypertension, in association with at least one antihypertensive agent, if there is a
therapeutic failure of, intolerance to, or a contraindication for:

e athiazide diuretic;
and

¢ an angiotensin converting enzyme inhibitor (ACEI);
and

¢ an angiotensin Il receptor antagonist (ARA).

However, following therapeutic failure of an ACEI, a trial of an ARA is not required and vice versa.
ALITRETINOIN:

+ for treatment of severe chronic hand eczema that has not adequately responded to a continuous treatment
of at least 8 weeks with a high or ultra-high potency topical corticosteroid, despite the elimination of contact
allergens when they are identified as the cause of the eczema.

The initial authorization is granted for a treatment lasting a maximum of 24 weeks at a daily dose of 30 mg.
Subsequent treatments may be authorized in the event of recurrence, on the following conditions:

e The previous treatment led to a complete or almost complete disappearance of the symptoms;

¢ The intensity of symptoms during the recurrence must be moderate or severe despite a new continuous
treatment of at least 4 weeks with a high or ultra-high potency topical corticosteroid, despite the elimination
of contact allergens when they are identified as the cause of the eczema.

The physician must provide the response obtained with the previous treatment, as well as the intensity of the
symptoms at the time of the recurrence.

Subsequent authorizations are granted for a treatment lasting a maximum of 24 weeks at a daily dose of
30 mg.

ALOGLIPTIN BENZOATE:

+ for treatment of type-2 diabetic persons:

¢ as monotherapy, where metformin and a sulfonylurea are contraindicated or not tolerated;
or

¢ in association with metformin, where a sulfonylurea is contraindicated, not tolerated or ineffective;
or

¢ in association with a sulfonylurea, where metformin is contraindicated, not tolerated or ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.

ALOGLIPTIN BENZOATE / METFORMIN HYDROCHLORIDE:

+ for treatment of type-2 diabetic persons:

¢ where a sulfonylurea is contraindicated, not tolerated or ineffective;
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and
¢ where the optimal maximum dose of metformin has been stable for at least one month.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
AMBRISENTAN:

¢ for treatment of pulmonary arterial hypertension of WHO functional class Il that is either idiopathic or
associated with connectivitis and that is symptomatic despite the optimal conventional treatment.

Persons must be evaluated and followed up on by physicians working at designated centres specializing in
the treatment of pulmonary arterial hypertension.

AMPHETAMINE MIXED SALTS:
+ for treatment of persons with attention deficit disorder, with or without hyperactivity.
APALUTAMIDE:

+ for treatment of non-metastatic castration-resistant prostate cancer, in persons:

¢ at high risk of developing distant metastases despite an androgenic deprivation treatment. High risk is
defined as a prostate specific antigen doubling time equal to or less than 10 months;
and

¢ whose ECOG performance status is 0 or 1.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression.

¢ in association with an androgen deprivation therapy (ADT), for treatment of metastatic castration-sensitive
prostate cancer, in persons whose ECOG performance status is 0 or 1 and:

¢ who have not received an ADT for more than three years for a localized prostate cancer;
or

¢ who have not received an ADT for more than six months for a metastatic prostate cancer.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that apalutamide is not authorized following failure with an androgen synthesis inhibitor or a
second-generation androgen receptor inhibitor if they have been administered to treat prostate cancer.

* APIXABAN:

+ for the prevention of stroke and systemic embolic event in persons with non-valvular atrial fibrillation requiring
anticoagulant therapy.

¢ for treatment of persons suffering from venous thromboembolism (deep vein thrombosis and pulmonary
embolism).

Authorization is given for a dose of 10 mg twice a day in the first seven days of treatment, followed by a dose
of 5 mg twice a day.

The maximum duration of the authorization is six months.
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+ for the prevention of recurring venous thromboembolism (deep vein thrombosis and pulmonary embolism) in
persons who were treated with anticoagulant therapy during a period of at least six months for an acute
episode of idiopathic venous thromboembolism.

The maximum duration of each authorization is 12 months and may be granted every 12 months if the
physician considers that the expected benefits outweigh the risks incurred. Authorization is given for a dose
of 2.5 mg twice a day.

+ for prevention of venous thromboembolism following a knee arthroplasty.
The maximum duration of the authorization is 14 days.
+ for prevention of venous thromboembolism following a hip arthroplasty.

The maximum duration of the authorization is 35 days.

APOMORPHINE HYDROCHLORIDE:

+ for treatment of moderate to severe “off’ periods that are refractory to an optimized treatment, in patients
suffering from Parkinson’s disease.

APREMILAST:

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis, before using a biological
agent listed to treat this disease:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;

and

e in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index
(DQLI) questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;

and

e where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of a serious intolerance or
contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e animprovement of at least 75 % in the PASI score;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the
DQLI questionnaire;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area and a decrease of at
least five points on the DQLI questionnaire.
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Requests for continuation of treatment are authorized for a maximum period of six months.
Authorizations for apremilast are given for 30 mg, twice a day.

It must be noted that apremilast is not authorized if administered concomitantly with a standard or biological
systemic treatment indicated for treatment of plaque psoriasis.

* APREPITANT:

¢

As first-line antiemetic therapy for nausea and vomiting during a highly emetic chemotherapy treatment.
Authorizations are given for a maximum of three doses of aprepitant per chemotherapy treatment,
administered over three consecutive days.

The first dose must be administrated the first day of a chemotherapy treatment, in association with
dexamethasone and a 5-HT3 receptor antagonist.

ATOMOXETINE HYDROCHLORIDE:

¢

for treatment of children and adolescents suffering from attention deficit disorder in whom it has not been
possible to properly control the symptoms of the disease with methylphenidate and an amphetamine or for
whom these drugs are contraindicated.

Before it can be concluded that these drugs are ineffective, they must have been titrated at optimal doses
and, in addition, a 12-hour controlled-release form of methylphenidate or a form of amphetamine mixed salts
or lisdexamfetamine must have been tried, unless there is proper justification for not complying with these
requirements.

AXITINIB:

¢

for second-line treatment of a metastatic renal adenocarcinoma characterized by the presence of clear cells
after treatment with a tyrosine kinase inhibitor has failed, unless there is a contraindication or a serious
intolerance, in persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

as monotherapy, for the continuation of treatment of renal adenocarcinoma at the locally advanced
unresectable or metastatic stage, in persons who have begun a treatment associating pembrolizumab and
axitinib at a hospital, and for whom pembrolizumab had to be terminated due to a serious intolerance or a
treatment duration of 24 months.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

AZACITIDINE:

L

for maintenance therapy of de novo acute myeloid leukemia or secondary to myelodysplastic syndrome or
chronic myelomonocytic leukaemia, in adults who achieved complete remission or complete remission with
incomplete blood count recovery following intensive induction therapy with or without consolidation treatment,
who are not eligible for hematopoietic stem cell transplantation, and:

¢ with intermediate- or poor-risk cytogenetics
and
e whose ECOG performance status is < 3.

The maximum duration of each authorization is four months.
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When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

Authorizations are given for a maximum daily dose of 300 mg for 14 days per 28-day cycle.

It must be noted that oral azacitidine is not authorized following the failure of a hypomethylating agent.

AZELAIC ACID:

+ for treatment of rosacea where a topical preparation of metronidazole is ineffective, contraindicated or poorly
tolerated.

AZTREONAM:

+ for treatment of persons suffering from cystic fibrosis, chronically infected by Pseudomonas aeruginosa:

¢ where their condition deteriorates despite treatment with a formulation of tobramycin for inhalation;
or

¢ where they are intolerant to a solution of tobramycin for inhalation;

or

¢ where they are allergic to tobramycin.

BARICITINIB:

+ in association with methotrexate, for treatment of moderate or severe rheumatoid arthritis, unless there is a
serious intolerance or contraindication to methotrexate.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. One of the two drugs must be methotrexate at
a dose of 20 mg or more per week unless there is a serious intolerance or a contraindication to this dose.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for baricitinib are given for 2 mg once per day.
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BENRALIZUMAB:

+ for treatment of severe eosinophilic asthma in adults:

¢ with an eosinophil blood count of at least 300 cells/microlitre (0.30 x 10%1) at the time the benralizumab
treatment is initiated or who had this concentration prior to starting a treatment with another medication
targeting interleukin-5 (IL-5);

and

¢ whose symptoms are not controlled despite optimal treatment. Optimal treatment is understood as the use
of an inhaled corticosteroid at a dose equivalent to 1000 mcg of propionate fluticasone, a long-acting 32
agonist, and the trial of a leukotriene receptor antagonist, an inhaled long-acting antimuscarinic or
theophyllin;

and

¢ who have shown at least two exacerbations in the last year requiring the use of a systemic corticosteroid
or an increase in the dose of this drug in the case of patients receiving it on an ongoing basis.

The physician must provide the number of exacerbations in the last year, as previously defined, along with
the results of one of the following questionnaires:

¢ Asthma Control Questionnaire (ACQ);

?r Asthma Control Test (ACT);

(.)r St George’s Respiratory Questionnaire (SGRQ);
?r Asthma Quality of Life Questionnaire (AQLQ).

Upon the initial request, the physician must have previously ascertained the inhalation technique, compliance
with the pharmacological treatment and the implementation of strategies aimed at reducing exposure to
aeroallergens for which the person had obtained a positive skin test or positive in vitro reactivity test.

The initial authorization is for a maximum duration of eight months.

Upon the second request, the physician must provide information demonstrating the beneficial effects of the
treatment, namely:

e adecrease of 0.5 point or more on the ACQ questionnaire;
?r an increase of 3 points or more on the ACT questionnaire;
?r a decrease of 4 points or more on the SGRQ questionnaire;
?r an increase of 0.5 point or more on the AQLQ questionnaire.

The second request will be authorized for a maximum duration of 12 months.

Upon subsequent requests, the physician must provide proof of the continuation of the beneficial effects on
one of the aforementioned questionnaires or proof of a decrease in the number of annual exacerbations as
previously defined.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations are given for a maximum dose of 30 mg every four weeks for the first three doses, followed
thereafter by 30 mg every eight weeks.
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+ for treatment of severe asthma requiring the use of an oral corticosteroid on an ongoing basis for at least
three months, in adults with an eosinophil blood level of at least 150 cells/microlitre (0.15 x 10%1) at the time
the benralizumab treatment is initiated or who had this level before having started the treatment with another
medication targeting interleukin-5 (IL-5).

The initial authorization is for a maximum duration of eight months.

Upon the second request, the physician must confirm a decrease in the corticosteroid maintenance dose
equivalent to 10 mg or more of prednisone or of at least 50 % compared to the one before the start of the
benralizumab treatment.

The second request will be authorized for a maximum duration of 12 months.

Upon subsequent requests, the physician must confirm the continuation of the decrease in the maintenance
dose of the oral corticosteroid.

Requests for continuation of treatment are authorized for a maximum duration of 12 months.

Authorizations are given for a maximum dose of 30 mg every four weeks for the first three doses, followed
thereafter by 30 mg every eight weeks.

BINIMETINIB:

¢ in association with encorafenib, for first-line or second-line treatment following a failure with chemotherapy or
with immunotherapy targeting the PD-1 or the CTLA-4 of an unresectable or metastatic melanoma with a
BRAF V600 mutation, in persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

It must be noted that binimetinib, in association with encorafenib, is not authorized following the failure of a
treatment associating a BRAF inhibitor and a MEK inhibitor if it was administered to treat a melanoma.

BISACODYL:
+ for treatment of constipation related to a medical condition.
BOSENTAN:

¢ for treatment of pulmonary arterial hypertension of WHO functional class Ill that is either idiopathic or
associated with connectivitis and that is symptomatic despite the optimal conventional treatment;

Persons must be evaluated and followed up on by physicians working at designated centres specializing in
the treatment of pulmonary arterial hypertension.

BRIGATINIB:

+ as monotherapy, for treatment of unresectable locally advanced or metastatic non-small cell lung cancer, in
persons:

e whose tumour shows a rearrangement in the ALK gene;
and

¢ who have never experienced failure with an ALK inhibitor;
and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.
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When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

BRIVARACETAM:

+ for adjunctive treatment of persons suffering from refractory partial epilepsy, that is, following the failure of
two appropriate and tolerated antiepileptic drugs (used either as monotherapy or in combination).

It must be noted that brivaracetam is not authorized if administered concomitantly with levetiracetam.

BRODALUMAB:

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
in the presence of large plaques on the face, palms or soles or in the genital area;

and

¢ in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index (DQLI)
questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;

and

¢ where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of a serious intolerance or
contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

¢ an improvement of at least 50 % in the PASI score and a decrease of at least five points on the DQLI
questionnaire compared to the base value;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the
pretreatment assessment and a decrease of at least five points on the DQLI questionnaire compared to
the base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.
Authorizations for brodalumab are given for 210 mg on weeks 0, 1 and 2, then every two weeks.

BUPRENORPHINE:

+ for treatment of an opioid-use disorder in adults whose clinical condition is stabilized by a sublingual
buprenorphine-based treatment.

BUPRENORPHINE HYDROCHLORIDE:
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+ for treatment of an opioid-use disorder in adults whose clinical condition is stabilized by a daily dose of 8 mg
or less of buprenorphine administered sublingually.

BUROSUMAB:

+ for treatment of persons suffering from chromosome X-linked hypophosphatemia.
For the initial request, the person must:

¢ have received a diagnosis confirmed by
- aPHEX gene mutation
or
- a PHEX gene mutation in an immediate family member and a plasma fibroblast growth factor 23
(FGF23) level higher than normal;
and
¢ have a Thacher Rickets Severity Score (RSS) of 2 or more;
and
¢ be atleast 12 months and under 18 years of age;
and
¢ have unfused growth plates.

When requesting continuation of treatment, the physician must:

¢ provide evidence of a beneficial clinical effect by the improvement of at least one point on the Radiographic
Global Impression of Change (RGI-C) scale compared to the radiographs preceding the start of treatment;

and

¢ confirm that the growth plates are unfused. Radiological evidence will have to be provided on request.

Authorizations are given for a maximum dose of 90 mg of burosumab every two weeks. In the event of the
continuation of treatment in persons age 18 and over not having completed their growth, as documented by
unfused growth plates, the maximum dose recommended will be 90 mg of burosumab every four weeks.

The maximum duration of each authorization is 12 months.

CABERGOLINE:

+ for treatment of hyperprolactinemia in persons for whom bromocriptine or quinagolide is ineffective,
contraindicated or not tolerated.

Notwithstanding the payment indication set out above, cabergoline remains covered by the basic
prescription drug insurance plan for insured persons who used this drug during the 12 month period
preceding 1 October 2007 and if its cost was already covered under that plan as part of the recognized
indications provided in the appendix hereto.

CABOZANTINIB:

¢ as monotherapy, for treatment of locally advanced or metastatic renal adenocarcinoma, characterized by the
presence of clear cells, in persons:

e whose cancer has progressed despite the administration of at least one treatment targeting the VEGF
receptor;

and

e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression, confirmed by imaging.
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+ as monotherapy, for treatment of unresectable hepatocellular carcinoma, in persons having been treated with
a tyrosine kinase inhibitor:

e whose disease has progressed despite one or two systemic therapies for treatment of hepatocellular
carcinoma;
and

¢ whose liver function is preserved, corresponding to Child-Pugh class A;
and

e whose ECOG performance status is 0 or 1.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

CALCIPOTRIOL / BETAMETHASONE DIPROPIONATE:

+ for treatment of plaque psoriasis in persons for whom control of the disease is insufficient despite the use of
a vitamin D analog or a medium or high potency topical corticosteroid.

CALCIUM carbonate, Oral foam:

+ for persons unable to take tablets.

CALCIUM CITRATE, Oral Sol. and Oral Powder:

+ for persons unable to take tablets.

CALCIUM CITRATE / VITAMIN D, Oral Sol. and Oral Powder:
¢ for persons unable to take tablets.

CALCIUM GLUCONATE / CALCIUM LACTATE:

+ for persons unable to take tablets.

CALCIUM GLUCONATE / CALCIUM LACTATE / VITAMIN D:
+ for persons unable to take tablets.

CANAGLIFLOZIN:

+ for treatment of type-2 diabetic persons:

¢ as monotherapy, where metformin and a sulfonylurea are contraindicated or not tolerated;
or

¢ in association with metformin, where a sulfonylurea is contraindicated, not tolerated or ineffective;
or

¢ in association with a sulfonylurea, where metformin is contraindicated, not tolerated or ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
CARBOXYMETHYLCELLULOSE SODIUM:

+ for treatment of keratoconjunctivitis sicca or other severe conditions accompanied by markedly reduced tear
production.

CARBOXYMETHYLCELLULOSE SODIUM / PURITE:

+ for treatment of keratoconjunctivitis sicca or other severe conditions accompanied by markedly reduced tear
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production.

* CASPOFUNGIN ACETATE:

+ for treatment of invasive aspergillosis in persons for whom first-line treatment has failed or is contraindicated,
or who are intolerant to such a treatment.

¢ for treatment of invasive candidosis in persons for whom treatment with fluconazole has failed or is
contraindicated, or who are intolerant to such a treatment.

+ for treatment of esophageal candidosis in persons for whom treatment with itraconazole or with fluconazole
and an amphotericin B formulation has failed or is contraindicated or who are intolerant to such a treatment.

* CEFTOBIPROLE:

¢ for treatment of nosocomial pneumonia not acquired under assisted ventilation where an antibiotic against
methicillin-resistant Staphylococcus aureus is indicated and where vancomycin and linezolid are ineffective,
contraindicated or not tolerated.

* CEFTOLOZANE / TAZOBACTAM:

¢ for treatment of complicated urinary infections, where the antibiogram demonstrates that at least one of the
responsible pathogens is sensitive only to ceftolozane / tazobactam.

¢ for treatment of complicated urinary infections, where the antibiogram demonstrates that at least one of the
responsible pathogens is sensitive only to ceftolozane / tazobactam, to aminoglycosides and to colistimethate
sodium but that the latter two antimicrobial agents cannot be administered due to a serious intolerance or a
contraindication.

+ for treatment of complicated intra-abdominal infections, where the antibiogram demonstrates that at least one
of the responsible pathogens is sensitive only to ceftolozane / tazobactam.

+ for treatment of complicated intra-abdominal infections, where the antibiogram demonstrates that at least one
of the responsible pathogens is sensitive only to ceftolozane / tazobactam, to aminoglycosides and to
colistimethate sodium but that the latter two antimicrobial agents cannot be administered due to a serious
intolerance or a contraindication.

CERITINIB:

+ as monotherapy, for treatment of unresectable locally advanced or metastatic non-small-cell lung cancer in
persons:

¢ whose tumour shows a rearrangement of the ALK gene;

and

¢ whose cancer has progressed despite the administration of crizotinib, unless there is a serious intolerance;
and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

CERTOLIZUMAB PEGOL:

¢ for treatment of moderate or severe rhumatoid arthritis and moderate or severe psoriatic arthritis of
rheumatoid type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:
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¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor for rhumatoid arthritis only;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each.

For rhumatoid arthritis, one of the two drugs must be methotrexate at a dose of 20 mg or more per week,
unless there is serious intolerance or a contraindication to this dose.

For moderate or severe psoriatic arthritis of rhumatoid type, unless there is a serious intolerance or a
contraindication, one of the two drugs must be:

- methotrexate at a dose of 20 mg or more per week;

or

- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

For rhumatoid arthritis, authorizations for certolizumab are given for a dose of 400 mg for the first three doses
of the treatment, that is, on weeks 0, 2 and 4, followed by 200 mg every two weeks.

For psoriatic arthritis of rheumatoid type, authorizations for certolizumab are given for a dose of 400 mg for
the first three doses of the treatment, that is, on weeks 0, 2 and 4, followed by 200 mg every two weeks or
400 mg every four weeks.

for treatment of moderate or severe psoriatic arthritis, of a type other than rhumatoid.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have three or more joints with active synovitis and a
score of more than 1 on the Health Assessment Questionnaire (HAQ);

and

¢ the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindicattion, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.
When requesting continuation of treatment, the physician must provide information making it possible to

establish the beneficial effects of the treatment, specifically:
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e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for certolizumab are given for a dose of 400 mg for the first three doses of the treatment, that
is, on weeks 0, 2 and 4, followed by 200 mg every two weeks or 400 mg every four weeks.

+ for treatment of persons suffering from moderate or severe ankylosing spondylitis whose BASDAI score is
>4 on a scale of 0 to 10 and in whom the sequential use of two non-steroidal anti-inflammatories at the
optimal dose for a period of four weeks each did not adequately control the disease, unless there is a
contraindication:

¢ Upon the initial request, the physician must provide the following information:
- the BASDAI score;
- the degree of functional injury according to the BASFI (scale of 0 to 10).

The initial request will be authorized for a maximum of five months.

¢ When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
- adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
- adecrease of 1.5 points or 43 % on the BASFI scale;
or
- areturn to work.

Requests for continuation of treatment will be authorized for maximum periods of 12 months.

Authorizations for certolizumab are given for a dose of 400 mg on weeks 0, 2 and 4, followed by 200 mg
every two weeks or 400 mg every four weeks.

CHORIOGONADOTROPIN ALFA:

+ for women, as part of an assisted procreation activity.

+ forwomen, as part of fertility preservation services before any gonadotoxic treatments involving a serious risk
of genetic mutations in gametes or permanent infertility, or before the complete removal of the ovaries.

CHORIONIC GONADOTRORPIN:

+ for women, as part of an assisted procreation activity.

+ forwomen, as part of fertility preservation services before any gonadotoxic treatments involving a serious risk
of genetic mutations in gametes or permanent infertility, or before the complete removal of the ovaries.
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*

for spermatogenesis induction in men suffering from hypogonadotropic hypogonadism who wish to procreate.
In the absence of spermatogenesis after a treatment of at least six months, continuation of the treatment in
association with a gonadotropin is authorized.

CINACALCET HYDROCHLORIDE:

¢

for treatment of dialysized persons having severe secondary hyperparathyroiditis with an intact parathormone
level greater than 88 pmol/L measured twice within a three-month period, despite an optimal phosphate
binder and vitamin D based treatment, unless there is significant intolerance to these agents or they are
contraindicated, and having:

e a corrected calcemia > 2.54 mmol/L;

(.)r a phosphoremia > 1.78 mmol/L;

(.)r a phosphocalcic product > 4.5 mmol?/L?;
(.)r symptomatic osteoarticular manifestations.

The optimal vitamin D based treatment is defined as follows: one minimum weekly dose of 3 mcg of calcitriol
or alfacalcidol.

CLADRIBINE:

¢

as monotherapy, for treatment of persons suffering from remitting multiple sclerosis, whose EDSS score is
equal to or less than 5.5 and:

e who have had at least one relapse in the last year, one of which occurred while the person had been
taking, for at least six months, one of the disease modifying agents included on the List of Medications for
first-line treatment of this disease;

or

¢ who have a contraindication or an intolerance to at least two disease-modifying agents included on the
List of Medications for first-line treatment of this disease.

Authorization of the request is for a maximum period of two years.

CLINDAMYCIN PHOSPHATE, Vag. Cr.:

*

*

for treatment of bacterial vaginosis during the first trimester of pregnancy.

where intravaginal metronidazole is ineffective, contraindicated or poorly tolerated.

COBIMETINIB:

*

in association with vemurafenib, for first-line or second-line treatment following a failure with chemotherapy
or with immunotherapy targeting the PD-1 or the CTLA-4, of an unresectable or metastatic melanoma with a
BRAF V600 mutation, in persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

It must be noted that cobimetinib, in association with vemurafenib, is not authorized following the failure of a
treatment associating a BRAF inhibitor and a MEK inhibitor if it was administered to treat a melanoma.
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* CODEINE PHOSPHATE, Syr.:
+ for treatment of pain in persons unable to take tablets.
COLESEVELAM HYDROCHLORIDE:

¢ for treatment of hypercholesterolemia, in persons at high risk of cardiovascular disease:

¢ in association with an HMG-CoA reductase inhibitor (statin) at the optimal dose or at a lower dose in case
of intolerance to that dose;

¢ where an HMG-CoA reductase inhibitor (statin) is contraindicated,;

¢ where intolerance has led to a cessation of treatment of at least two HMG-CoA reductase inhibitors (statin).

COLLAGENASE:

+ for wound debridement in the presence of devitalized tissue. Authorization is given for a maximal period of
60 days.

CRIZOTINIB:

¢ as monotherapy, for first-line treatment of locally advanced or metastatic non-small-cell lung cancer in
persons:

¢ whose tumour shows a rearrangement of the ALK gene;
and
e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

¢ as monotherapy, for treatment of locally advanced or metastatic non-small-cell lung cancer in persons:
¢ whose tumour shows a rearrangement of the ALK gene;
and
e whose cancer has progressed despite administration of a first-line treatment based on platine-salt, unless
there is a serious contraindication or intolerance;
and
e whose ECOG performance status is < 2.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

+ as monotherapy, for treatment of locally advanced or metastatic non-small-cell lung cancer, in persons:
¢ whose tumour shows a rearrangement of the ROS1 gene;
and
¢ whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

It must be noted that crizotinib is not authorized following the failure of a ROS1 tyrosine kinase inhibitor if it
was administered for the treatment of lung cancer.
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CYANOCOBALAMINE, L.A. Tab. and Oral Sol.:

*

for persons suffering from a vitamin B+2 deficiency.

CYCLOSPORINE:

¢

for treatment of severe vernal keratoconjunctivitis.

CYSTEAMINE, Oph. Sol.:

¢

for the reduction of corneal cystine crystal deposits in persons of at least two years of age who are suffering
from cystinosis.

CYSTEAMINE BITARTRATE:

*

for the treatment of persons suffering from nephropathic cystinosis confirmed by the presence of a mutation
in the CTNS gene.

The maximum duration of each authorization is 12 months. When requesting continuation of treatment, the
physician must provide proof of a beneficial clinical effect defined by an intra-leukocyte cystine level
< 2 nanomoles of hemicystine per milligram of protein at at least one dosage per year. Three dosages of
hemicystine must be made, every three to four months, during the year.

* DABIGATRAN ETEXILATE:

*

for the prevention of stroke and systemic embolic event in persons with non-valvular atrial fibrillation requiring
anticoagulant therapy.

DABRAFENIB MESYLATE:

¢

as monotherapy or in association with trametinib for first-line or second-line treatment following a failure with
chemotherapy or with immunotherapy targeting the PD-1 or the CTLA-4, of an unresectable or metastatic
melanoma with a BRAF V600 mutation, in persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

It must be noted that dabrafenib, in association with trametinib, is not authorized following the failure of a
treatment associating a BRAF inhibitor and a MEK inhibitor if it was administered to treat a melanoma.

in association with trametinib, for adjuvant treatment of a melanoma expressing a V600 mutation of the BRAF
gene with regional lymph node involvement, or with in-transit or satellite metastases without lymph node
involvement, in persons:

¢ whose melanoma has been completely resected;

?nc\j/vhose last resection was performed in the previous last 12 weeks;
?nc\j/vhose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease recurrence.

The maximum duration of the treatment is 12 months.
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DAPAGLIFLOZIN:

+ for treatment of type-2 diabetic persons:

¢ in association with metformin, where a sulfonylurea is contraindicated, not tolerated or ineffective;
or

¢ in association with a sulfonylurea, where metformin is contraindicated, not tolerated or ineffective.
Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
¢ for treatment of persons suffering from New York Heart Association (NYHA) class Il or Il heart failure:

o with left ventricular systolic dysfunction (with ejection fraction < 40 %);
and

¢ who have been receiving for at least four weeks an angiotensin converting enzyme (ACE) inhibitor or an
angiotensin 1l receptor antagonist (ARA), in combination with a beta blocker, unless there is a
contraindication or an intolerance.

DAPAGLIFLOZIN / METFORMIN HYDROCHLORIDE:

+ for treatment of type-2 diabetic persons:

¢ where a sulfonylurea is contraindicated, not tolerated or ineffective;
and

¢ where the optimal maximum dose of metformin has been stable for at least one month.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
DARBEPOETIN ALFA:

+ for treatment of anemia related to severe chronic renal failure (creatinine clearance less than or equal to
35 mL/min).

¢ fortreatment of chronic and symptomatic non-hemolytic anemia not caused by an iron, folic acid or vitamin B12
deficiency:

¢ in persons having a non-myeloid tumour treated with chemotherapy and whose hemoglobin rate is less
than 100 g/L.

The maximum duration of the initial authorization is three months. When requesting continuation of treatment,
the physician must provide evidence of a beneficial effect defined by an increase in the reticulocyte count of
at least 40 x 10%L or an increase in the hemoglobin measurement of at least 10 g/L. A hemoglobin rate under
120 g/L should be targeted.

However, for persons suffering from cancer other than those previously specified, darbepeotin alfa remains
covered by the basic prescription drug insurance plan until 31 January 2008 insofar as the treatment was
already underway on 1 October 2007 and that its cost was already covered under that plan as part of the
recognized indications provided in the appendix hereto and that the physician provides evidence of a
beneficial effect defined by an increase in the reticulocyte count of at least 40 x 10%L or an increase in the
hemoglobin measurement of at least 10 g/L.

DAROLUTAMIDE:

+ for treatment of non-metastatic castration-resistant prostate cancer, in persons:
¢ at high risk of developing distant metastases despite an androgenic deprivation treatment. High risk is

defined as a prostate specific antigen doubling time equal to or less than 10 months;
and

e whose ECOG performance status is 0 or 1.
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The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression.

DARUNAVIR, Tab. 600 mg:

+ for treatment, in association with other antiretrovirals, of HIV-infected persons:

¢ who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included another
protease inhibitor and that resulted:
- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;
or
- in serious intolerance to at least three protease inhibitors, to the point of calling into question the
continuation of the antiretroviral treatment.

+ for first-line treatment, in association with other antiretrovirals, of HIV-infected persons for whom a laboratory
test showed an absence of sensitivity to other protease inhibitors, coupled with a resistance to one or the
other class of nucleoside reverse transcriptase inhibitors and non-nucleoside reverse transcriptase inhibitors,
or to both, and:

e whose current viral load and another dating back at least one month are greater than or equal to
500 copies/mL;

and

¢ whose current CD4 lymphocyte count and another dating back at least one month are less than or equal
to 350/uL;

and

¢ for whom the use of darunavir is necessary to establish an effective therapeutic regimen.

DASATINIB:

¢ for first-line treatment of chronic myeloid leukemia in the chronic phase in adults having a serious
contraindication to imatinib and nilotinib.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a hematologic response.
+ for treatment of chronic myeloid leukemia in the chronic phase in adults:

o for whom imatinib or nilotinib has failed or produced a sub-optimal response;

(-)r who have serious intolerance to imatinib or nilotinib.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a hematologic response.
+ for treatment of chronic myeloid leukemia in the accelerated phase in adults:

o for whom imatinib has failed or produced a sub-optimal response;

?r who have serious intolerance to imatinib.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a hematologic response.
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+ for treatment of Philadelphia chromosome-positive acute lymphoblastic leukemia in adults for whom
treatment with imatinib has failed or who are seriously intolerant to this drug and whose ECOG performance
status is < 2.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by proof of a hematologic response.

DENOSUMAB, S.C. Inj. Sol. (syr) 60 mg/mL:

¢ for treatment of postmenopausal osteoporosis in women who cannot receive an oral bisphosphonate
because of serious intolerance or a contraindication.

+ for treatment of osteoporosis in men at high risk of fracture who cannot receive an oral bisphosphonate
because of serious intolerance or a contraindication.

DENOSUMAB, Inj. Sol. 120 mg/1.7 mL:

+ for prevention of bone events in persons suffering from castration-resistant prostate cancer with at least one
bone metastasis.

+ for prevention of bone events in persons suffering from breast cancer with at least one bone metastasis,
where pamidronate or zoledronic acid is not tolerated.

DEXAMETHASONE, Intravitreal implant:

+ for treatment of macula edema secondary to central retinal vein occlusion.

Authorization is granted for treatment lasting a maximum of one year, with a maximum of two implants per
injured eye.

+ for treatment of a visual deficiency due to diabetic macular edema in pseudophakic patients, where a
treatment with an anti-VEGF is ineffective, contraindicated or not tolerated. The eye to be treated must also
meet the following two criteria:

o optimal visual acuity after correction between 6/15 and 6/60;
o thickness of the central retina > 300 pm.

Authorizations are granted for a maximum duration of one year, with a maximum of one implant per
six months per eye.

When requesting continuation of treatment, the physician must provide information demonstrating a beneficial
clinical effect, that is, a stabilization or an improvement of the visual acuity measured on the Snellen scale
and a stabilization or an improvement of the macular edema assessed by optical coherence tomography.

DEXCOM G6 SENSOR:

+ Persons suffering from type 1 diabetes, age two or over, who fulfil one or more of the following criteria:

e non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient, despite optimal
management of the disease;

or

o frequent episodes of hypoglycemia in the last year, despite compliance with a glycemia management plan;

or

¢ inability to recognize or signal hypoglycemia symptoms.

The initial request is authorized for a period of 6 months to assess the capacity of patients to use Dexcom
G6™ and wear the sensor.
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Requests for continuation of treatment are authorized for a maximum period of 12 months if the person shows
optimum use of Dexcom G6™, i.e. at least 70 % of the time.

DEXCOM G6 TRANSMITTER:

+ Persons suffering from type 1 diabetes, age two or over, who fulfil one or more of the following criteria:

e non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient, despite optimal
management of the disease;

or

¢ frequent episodes of hypoglycemia in the last year, despite compliance with a glycemia management plan;

or

¢ inability to recognize or signal hypoglycemia symptoms.

The initial request is authorized for a period of 6 months to assess the capacity of patients to use Dexcom
G6™ and wear the sensor.

Requests for continuation of treatment are authorized for a maximum period of 12 months if the person shows
optimum use of Dexcom G6™, i.e. at least 70 % of the time.

DICLOFENAC SODIUM, Oph. Sol.:

¢

for treatment of ocular inflammation in persons for whom ophthalmic corticosteroids are not indicated.

DIMETHYL fumarate:

¢

for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.

Authorization of the initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide proof of a
beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

DIPHENHYDRAMINE HYDROCHLORIDE:

¢

for adjuvant treatment of certain psychiatric disorders and of Parkinson’s disease.

DIPYRIDAMOLE / ACETYLSALICYLIC ACID:

*

for secondary prevention of strokes in persons who have already had a stroke or a transient ischemic attack.

DOCUSATE CALCIUM:

*

for treatment of constipation related to a medical condition.

DOCUSATE SODIUM:

L

for treatment of constipation related to a medical condition.

DONEPEZIL HYDROCHLORIDE:

¢

as monotherapy for persons suffering from Alzheimer's disease at the mild or moderate stage.
Upon the initial request, the following elements must be present:

e an MMSE score of 10 to 26, or as high as 27 or 28 if there is proper justification;
¢ medical confirmation of the degree to which the person is affected (intact domain, mildly, moderately or
severely affected) in the following five domains:
- intellectual function, including memory;
- mood;
- behaviour;

Appendix IV - 31



- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.

The duration of an initial authorization for treatment with donepezil is six months from the beginning of
treatment.

However, where the cholinesterase inhibitor is used following treatment with memantine, the concomitant use
of both medications is authorized for one month.

Upon subsequent requests, the physician must provide evidence of a beneficial effect confirmed by each of
the following elements:

e an MMSE score of 10 or more, unless there is proper justification;
e a maximum decrease of 3 points in the MMSE score per six-month period compared with the previous
evaluation, or a greater decrease accompanied by proper justification;
¢ stabilization or improvement of symptoms in one or more of the following domains:
- intellectual function, including memory;
- mood;
- behaviour;
- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.

The maximum duration of authorization is 12 months.

DORNASE ALFA:

*

during initial treatment in persons over 5 years of age suffering from cystic fibrosis and whose forced vital
capacity is more than 40 percent of the predicted value. The maximum duration of the initial authorization is
three months.

during maintenance treatment in persons for whom the physician provides evidence of a beneficial clinical
effect. The maximum duration of authorization is one year.

DRESSING, ABSORPTIVE — GELLING FIBRE:

L

*

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, ABSORPTIVE — HYDROPHILIC FOAM ALONE OR IN ASSOCIATION:

L

*

*

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.
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*

¢

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, ABSORPTIVE — SODIUM CHLORIDE:

¢

*

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, ANTIMICROBIAL — IODINE:

¢

for treatment of persons suffering from severe burns or severe chronic wounds (affecting the subcutaneous
tissue) with a local infection;

A wound with a local infection includes the following clinical signs: purulent discharge, friable granulation
tissue that bleeds easily, delayed would healing, accentuated odour, the onset of or increase in pain, and
localized inflammation. Local infection of a chronic wound, if it persists, may lead to infection of the chronic
wound with systemic signs or symptoms.

Each authorization is granted for a maximum duration of 12 weeks, whether for a first wound, for each new
wound or for a recurring wound on the same site.

When requesting continuation of treatment for a wound that is not healed after 12 weeks, the prescriber must
specify the reason for which the treatment must be pursued and provide information making it possible to
establish the beneficial effects of the treatment. Subsequent authorizations are granted for a maximum
duration of 12 weeks.

DRESSING, ANTIMICROBIAL — SILVER:

L

for treatment of persons suffering from severe burns or severe chronic wounds (affecting the subcutaneous
tissue) with a local infection;

A wound with a local infection includes the following clinical signs: purulent discharge, friable granulation
tissue that bleeds easily, delayed would healing, accentuated odour, the onset of or increase in pain, and
localized inflammation. Local infection of a chronic wound, if it persists, may lead to infection of the chronic
wound with systemic signs or symptoms.

Each authorization is granted for a maximum duration of 12 weeks, whether for a first wound, for each new
wound or for a recurring wound on the same site.

When requesting continuation of treatment for a wound that is not healed after 12 weeks, the prescriber must
specify the reason for which the treatment must be pursued and provide information making it possible to
establish the beneficial effects of the treatment. Subsequent authorizations are granted for a maximum
duration of 12 weeks.
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DRESSING, BORDERED ABSORPTIVE— GELLING FIBRE:

*

¢

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, BORDERED ABSORPTIVE — HYDROPHILIC FOAM ALONE OR IN ASSOCIATION:

*

¢

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, BORDERED ABSORPTIVE—- POLYESTER AND RAYON FIBRE:

*

¢

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, BORDERED ANTIMICROBIAL — SILVER:

¢

for treatment of persons suffering from severe burns or severe chronic wounds (affecting the subcutaneous
tissue) with a local infection;

A wound with a local infection includes the following clinical signs: purulent discharge, friable granulation
tissue that bleeds easily, delayed would healing, accentuated odour, the onset of or increase in pain, and
localized inflammation. Local infection of a chronic wound, if it persists, may lead to infection of the chronic
wound with systemic signs or symptoms.
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Each authorization is granted for a maximum duration of 12 weeks, whether for a first wound, for each new
wound or for a recurring wound on the same site.

When requesting continuation of treatment for a wound that is not healed after 12 weeks, the prescriber must
specify the reason for which the treatment must be pursued and provide information making it possible to
establish the beneficial effects of the treatment. Subsequent authorizations are granted for a maximum
duration of 12 weeks.

DRESSING, BORDERED MOISTURE-RETENTIVE- HYDROCOLLOID OR POLYURETHANE:

¢

¢

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, INTERFACE — POLYAMIDE OR SILICONE:

¢

to facilitate the treatment of persons suffering from very painful severe burns.

DRESSING, MOISTURE RETENTIVE — HYDROCOLLOID OR POLYURETHANE:

¢

L

for treatment of persons suffering from severe burns.
for treatment of persons suffering from a pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe wound (affecting the subcutaneous tissue) caused by a
chronic disease or by cancer.

for treatment of persons suffering from a severe cutaneous ulcer (affecting the subcutaneous tissue) related
to arterial or venous insufficiency.

for treatment of persons suffering from a severe chronic wound (affecting the subcutaneous tissue) where
the scarring process is compromised. In this case, a chronic wound is a wound that has lasted for more than
45 days.

DRESSING, ODOUR-CONTROL — ACTIVATED CHARCOAL:

L

*

for treatment of persons suffering from a foul-smelling pressure sore of stage 2 or greater.

for treatment of persons suffering from a severe foul-smelling wound (affecting the subcutaneous tissue)
caused by a chronic disease or by cancer.

for treatment of persons suffering from a severe foul-smelling cutaneous ulcer (affecting the subcutaneous
tissue) related to arterial or venous insufficiency.

for treatment of persons suffering from a severe foul-smelling chronic wound (affecting the subcutaneous
tissue) where the scarring process is compromised. In this case, a chronic wound is a wound that has lasted
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for more than 45 days.

DULAGLUTIDE:

¢

in association with metformin, for treatment of type-2 diabetic persons whose glycemic control is inadequate
and whose body mass index (BMI) is more than 30 kg/m? where a DPP-4 inhibitor is contraindicated, not
tolerated or ineffective.

Authorization for the initial request is for a maximum duration of 12 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial effect defined
by a reduction in the glycated hemoglobin (HbA1c) of at least 0.5 % or by the attainment of a target value of
7 % or less.

Authorization is given for a weekly maximum dose of 1.5 mg.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1¢) adapted to the patient.

DUPILUMAB:

¢

for treatment of patients age 12 and over suffering from a moderate to severe form of chronic atopic dermatitis:

¢ in the presence of a score greater than or equal to 16 on the Eczema Area and Severity Index (EASI) or
where the face, palms, soles or genital area are severely affected,;

and

¢ in the presence of a score greater than or equal to 8 on the Dermatology Life Quality Index (DLQI or
cDLQl);

and

e where 10 % or more of the body surface area is affected, except in cases where the face, palms, soles or
genital area are severely affected;

and

¢ where the disease is insufficiently controlled despite the use of topical treatments including at least two
medium- or high-potency topical corticosteroids and one topical calcineurin inhibitor;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless this treatment is contraindicated, not tolerated or not accessible, or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions.

The initial request is authorized for a maximum period of four months.

Upon subsequent requests, the physician must provide information making it possible to establish the
beneficial effects of the treatment, specifically:

¢ an improvement of at least 75 % in the EASI score compared to the basic level;

or

¢ an improvement of at least 50 % in the EASI score and a decrease of at least five points on the DLQI or
cDLQI questionnaire compared to the basic level.

or

¢ significant improvement of lesions on the face, palms, soles or genital area compared to the pre-treatment
assessment and a decrease of at least five points on the DLQI or cDLQI questionnaire compared to the
basic level.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for dupilumab are given for a maximum initial dose of 600 mg followed by a maximum dose
of 300 mg every two weeks.
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ECULIZUMAB:

+ for treatment of persons suffering from symptomatic paroxysmal nocturnal hemoglobinuria with hemolysis,

corroborated by a high serum concentration of lactate dehydrogenase, and whose health condition is
characterized by at least one of the following factors:

¢ athromboembolic event treated with an anticoagulant;

¢ the administration of at least four red blood cell transfusions in the last 12 months;

e anemia defined by a hemoglobin serum concentration measured at least twice, <100 g/L and
accompanied by symptoms of anemia, or < 70 g/L;

¢ lung failure defined by the presence of disabling dyspnea, thoracic pain limiting activities of daily living or
pulmonary arterial hypertension;

¢ kidney failure defined by creatinine clearance < 60 mL/min;

e muscular spasms causing pain, such that its intensity warrants hospitalization or an analgesic treatment
with opioids.

The first authorization is for a maximum period of six months, at the following maximum doses:

e 600 mg every seven days during the first four weeks, followed by
¢ 900 mg for the fifth dose one week later, and
e 900 mg every two weeks thereafter.

When requesting continuation of treatment, the physician must provide proof of a beneficial clinical effect
demonstrated by a decrease in the hemolysis corroborated by a significant reduction in the serum
concentration of lactate dehydrogenase compared to the serum concentration before the beginning of the
treatment.

Subsequent authorizations are for a maximum duration of six months at a maximum dose of 900 mg every
two weeks.

EDARAVONE:

L

for treatment of amyotrophic lateral sclerosis (ALS) in persons displaying each of the following:

¢ a definite or probable diagnosis of ALS according to the revised El Escorial diagnostic criteria;

¢ symptoms of the disease for less than two years;

e a score of at least 2 points on each item of the ALSFRS-R except for dyspnea, orthopnea and respiratory
insufficiency, for which a score of four points is required;

a forced vital capacity exceeding 80 % of the predicted value;

no tracheotomy;

a creatinine clearance exceeding 50 ml/min;

an independent living status.

The maximum duration of each authorization is six months.

Upon subsequent requests, the physician must provide proof of the absence of tracheotomy in the patient.

* EDOXABAN:

*

for treatment of persons with a venous thromboembolism (deep vein thrombosis and pulmonary embolism).

Authorization is granted for a maximum of 12 months.
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+ for the prevention of stroke and systemic embolic event in persons with non-valvular atrial fibrillation requiring
anticoagulant therapy.

ELBASVIR / GRAZOPREVIR:

+ as monotherapy, for treatment of persons suffering from chronic hepatitis C without decompensated cirrhosis:

¢ who are suffering from HCV genotype 1 or 4 and who have never received an anti-HCV treatment;

or

e who are suffering from HCV genotype 1 and who have experienced a relapse with an association of
ribavirin / pegylated interferon alfa administered alone or combined with a protease inhibitor;

or

¢ who are suffering from HCV genotype 1, other than subtype 1a, and who have had a null response, a
partial response, a viral escape or an intolerance with an association of ribavirin / pegylated interferon alfa
administered alone or combined with a protease inhibitor;

or

e who are suffering from HCV genotype 4 and who have had a relapse with an association of
ribavirin / pegylated interferon alfa.

Authorization is granted for a maximum period of 12 weeks.

¢ in association with ribavirin, for treatment of persons suffering from chronic hepatitis C without
decompensated cirrhosis:

e who are suffering from HCV genotype 1a and who have had a null response, a partial response, a viral
escape or an intolerance with an association of ribavirin / pegylated interferon alfa administered alone or
combined with a protease inhibitor;

or

e who are suffering from HCV genotype 4 and who have had a null response, a partial response, a viral
escape or an intolerance with an association of ribavirin / pegylated interferon alfa.

Authorization is granted for a maximum period of 16 weeks.

ELEXACAFTOR/TEZACAFTOR/IVACAFTOR AND IVACAFTOR (COMBINED PACKAGE):

+ for treatment of cystic fibrosis, in persons:

e aged 6 years and older;

and

o with at least one AF508 mutation in the cystic fibrosis transmembrane conductance regulator (CFTR)
gene;

and

¢ who have not received a lung transplant.

Upon the initial request, the physician must provide:

o the percentage of predicted forced expiratory volume in one second (FEV1);

¢ the respiratory domain score of the Cystic Fibrosis Questionnaire — Revised (CFQ-R);

e body mass index (BMI) or BMI-for-age z-score for the paediatric population;

¢ the number of pulmonary exacerbations requiring antibiotic therapy in the last 12 months.

Upon the first request for continuation of treatment, the physician must provide data to demonstrate the clinical

benefits of the treatment, specifically:

¢ animproved predicted FEV1 value of 5 % or more compared to the pre-treatment value;

or

e an improved quality of life, demonstrated by an improvement of at least 4 points on the CFQ-R respiratory
domain score compared to the pre-treatment value;

or
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¢ an absence of decrease in BMI or BMI-for-age z-score for the paediatric population, compared to the pre-
treatment value;

or

e adecreased frequency of pulmonary exacerbations requiring antibiotic therapy by at least 20 % compared
to the pre-treatment value.

Upon subsequent requests for continuation of treatment, the physician must provide data making it possible
to demonstrate the maintenance of the beneficial effects of the treatment.

It must be noted that in all cases, FEV1 should be measured when the patient's condition is stable, in the
absence of a pulmonary exacerbation.

It must be noted that elexacaftor/tezacaftor/ivacaftor combination therapy is not permitted in combination with
any other CFTR protein corrector or potentiator drug.

Authorizations are granted for a maximum of 12 months and at a dosage of two triple combination tablets
(elexacaftor/tezacaftor/ivacaftor) in the morning and one ivacaftor tablet in the evening.

ELTROMBOPAG:

¢ for treatment of immune thrombocytopenia, in persons:

¢ having received a corticosteroid- or intravenous immunoglobulin-based treatment of appropriate duration
unless there is a contraindication;
and
o with a platelet count:
- <30x 109
or
- between 30 x 10%1 and 50 x 1091, with bleeding or a documented increased risk of bleeding.

The initial authorization is given for a maximum duration of four months.

When requesting continuation of treatment, the physician must provide evidence of a response defined by a
clinically significant increase of platelet count. Subsequent authorizations are given for a maximum duration
of 12 months.

EMPAGLIFLOZINE:

+ for treatment of type-2 diabetic persons:

¢ as monotherapy, where metformin and a sulfonylurea are contraindicated or not tolerated;
or

¢ in association with metformin, where a sulfonylurea is contraindicated, not tolerated or ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the
patient.

+ for treatment of type-2 diabetic persons, in association with one or several antidiabetic agents, in persons
with antecedents of coronary artery disease (CAD)or peripheral artery disease (PAD)and whose glycated
hemoglobin (HbA1c) is =2 7 %.

For the initial request, the physician will have to specify the type of coronary artery disease (CAD) or peripheral
artery disease (PAD) from which the person is suffering.

EMPAGLIFLOZINE / METFORMINE HYDROCHLORIDE:

¢ for treatment of type-2 diabetic persons whose optimal maximum dose of metformin has been stable for at
least one month.
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The persons must also fulfill the requirements of the recognized payment indication for empagliflozin.

ENCORAFENIB :

¢ in association with binimetinib, for first-line or second-line treatment following a failure with chemotherapy or
with immunotherapy targeting the PD-1 or the CTLA-4, of an unresectable or metastatic melanoma with a
BRAF V600 mutation, in persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

It must be noted that encorafenib, in association with binimetinib, is not authorized following the failure of a
treatment associating a BRAF inhibitor and a MEK inhibitor if it was administered to treat a melanoma.

ENFUVIRTIDE:

+ for treatment, in association with other antiretrovirals, of HIV-infected persons for whom a laboratory test
showed sensitivity to only one antiretroviral or to none and for whom enfuvirtide has never led to a virological
failure.

The initial authorization, lasting a maximum of 5 months, will be given if the viral load is greater than or equal
to 5 000 copies/mL. In the case of a first-line treatment, the CD4 lymphocyte count and another dating back
at least one month must be less than or equal to 350/pL.

Upon subsequent requests, the physician must provide evidence of a beneficial effect:

e on a recent viral load measurement, showing a reduction of at least 0.5 log compared with the viral load
measurement obtained before the enfuvirtide treatment began;

or

e on a recent CD4 count, showing an increase of at least 30 % compared with the CD4 count obtained
before the enfuvirtide treatment began.

Authorizations will then have a maximum duration of 12 months.

+ for treatment, in association with other antiretrovirals, of HIV-infected persons who are not concerned by the
first paragraph of the previous statement:

e whose current viral load and another dating back at least one month are greater than or equal to
500 copies/mL, while having been treated with an association of three or more antiretrovirals for at least
three months and during the interval between the two viral load measurements;

and

¢ who previously received at least one other antiretroviral treatment that resulted in a documented virological
failure after at least three months of treatment;

and

e who have tried, since the beginning of their antiretroviral therapy, at least one non-nucleoside reverse
transcriptase inhibitor (except in the presence of a resistance to that class), one nucleoside reverse
transcriptase inhibitor and one protease inhibitor.

The maximum duration of the initial authorization is five months.

Upon subsequent requests, the physician must provide evidence of a beneficial effect:

¢ on a recent viral load measurement, showing a reduction of at least 0.5 log compared with the viral load
measurement obtained before the enfuvirtide treatment began;

or

e on a recent CD4 count, showing an increase of at least 30 % compared with the CD4 count obtained
before the enfuvirtide treatment began.
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Authorizations will then have a maximum duration of 12 months.

ENTRECTINIB:

¢ as monotherapy, for treatment of locally advanced or metastatic non-small cell lung cancer in persons:

¢ whose tumour shows a rearrangement of the ROS1 gene;
and
e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

It must be noted that entrectinib is not authorized following the failure of a ROS1 tyrosine kinase inhibitor if it
was administered for the treatment of lung cancer.

ENZALUTAMIDE:

+ as monotherapy, for treatment of metastatic castration-resistant prostate cancer in persons:

e whose cancer has progressed during or following docetaxel-based chemotherapy, unless there is a
contraindication or serious intolerance;

and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that enzalutamide is not authorized after failure with an androgen synthesis inhibitor or a
second-generation androgen receptor inhibitor if it was administered for treatment of prostate cancer.

+ as monotherapy, for treatment of metastatic castration-resistant prostate cancer in persons:

e who are asymptomatic or mildly symptomatic after an anti-androgen treatment has failed;
and

¢ who have never received docetaxel-based chemotherapy;

and

e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that enzalutamide is not authorized after failure with an androgen synthesis inhibitor or a
second-generation androgen receptor inhibitor if it was administered for treatment of prostate cancer.

+ for treatment of non-metastatic castration-resistant prostate cancer, in persons:
e exposed to a high risk of developing metastases despite an androgenic privation treatment. High risk is
defined by a prostate-specific antigen doubling time < 10 months;

and
¢ whose ECOG performance status is 0 or 1.
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The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression.

¢ in association with an androgen deprivation therapy (ADT), for treatment of metastatic castration-sensitive
prostate cancer, in persons whose ECOG performance status is 0 or 1:

¢ who have not received an ADT for more than three years for the treatment of localized prostate cancer;
or
¢ who have not received an ADT for more than six months for the treatment of metastatic prostate cancer.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that enzalutamide is not authorized following failure with an androgen synthesis inhibitor or
a second-generation androgen receptor inhibitor if they have been administered to treat prostate cancer.

* EPLERENONE:

¢ for persons showing signs of heart failure and left ventricular systolic dysfunction (with ejection fraction
<40 %) after an acute myocardial infarction, when initiation of eplerenone starts in the days following the
infarction as a complement to standard therapy.

¢ for persons suffering from New York Heart Association (NYHA) class Il chronic heart failure with left ventricular
systolic dysfunction (with ejection fraction < 35 %), as a complement to standard therapy.

EPOETIN ALFA:

+ for treatment of anemia related to severe chronic renal failure (creatinine clearance less than or equal to
35 mL/min).

¢ for treatment of chronic and symptomatic non-hemolytic anemia not caused by an iron, folic acid or vitamin
B12 deficiency:

¢ in persons having a non-myeloid tumour treated with chemotherapy and whose hemoglobin rate less than
100 g/L;
¢ in non cancerous persons whose hemoglobin rate is less than 100 g/L.

The maximum duration of the initial authorization is three months. When requesting continuation of treatment,
the physician must provide evidence of a beneficial effect defined by an increase in the reticulocyte count of
at least 40 x 10%L or an increase in the hemoglobin measurement of at least 10 g/L. A hemoglobin rate of
less than 120 g/L should be targeted.

However, for persons suffering from cancer other than those previously specified, epoetin alfa remains
covered by the basic prescription drug insurance plan until 31 January 2008 insofar as the treatment was
already underway on 1 October 2007 and that its cost was already covered under that plan as part of the
recognized indications provided in the appendix hereto and that the physician provides evidence of a
beneficial effect defined by an increase in the reticulocyte count of at least 40 x 10%L or an increase in the
hemoglobin measurement of at least 10 g/L.

EPOPROSTENOL SODIUM:

+ for treatment of pulmonary arterial hypertension of WHO functional class Ill or IV that is either idiopathic or
associated with connectivitis and that is symptomatic despite the optimal conventional treatment.
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Persons must be evaluated and followed up on by physicians working at designated centres specializing in
the treatment of pulmonary arterial hypertension.

ERLOTINIB HYDROCHLORIDE:

+ for treatment of locally advanced or metastatic non-small-cell lung cancer in persons:

e for whom a first-line therapy has failed and who are not eligible for other chemotherapy, or for whom a
second-line therapy has failed;

and

¢ who do not have symptomatic cerebral metastases;

and

e whose ECOG performance status is < 3.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

ESLICARBAZEPINE ACETATE:

+ for adjunctive treatment of persons suffering from refractory partial epilepsy, that is, following the failure of
two appropriate and tolerated antiepileptic drugs (used either as monotherapy or in combination).

ESTRADIOL-17B :

¢ in persons unable to take estrogens orally because of intolerance or where medical factors favour the
transdermal route.

ESTRADIOL-17B / NORETHINDRONE ACETATE:

+ in persons unable to take estrogens or progestogens orally because of intolerance or where medical factors
favour the transdermal route.

ETANERCEPT (Enbrel), S.C. Inj. Pd.:

¢ for treatment of moderate or severe rheumatoid arthritis and moderate or severe psoriatic arthritis of the
rheumatoid type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor for rheumatoid arthritis only;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:

for rheumatoid arthritis:
- methotrexate at a dose of 20 mg or more per week;

for psoriatic arthritis of the rheumatoid type:

- methotrexate at a dose of 20 mg or more per week;
or

- sulfasalazine at a dose of 2 000 mg per day.
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The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for etanercept are given for a dose of 50 mg per week.

¢ for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular or systemic type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have five or more joints with active synovitis and one
of the following two elements must be present:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

e the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum dose of 20 mg) per week for at least three months, unless there is an intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of 20 % or more in the number of joints with active synovitis and one of the following six

elements:

- adecrease of 20 % or more in the C-reactive protein level;

- adecrease of 20 % or more in the sedimentation rate;

- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to

school;

- animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);

- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.
Authorizations for etanercept are given for 0.8 mg/kg (maximum dose of 50 mg) per week.
+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:
¢ prior to the beginning of treatment, the person must have at least three joints with active synovitis and a

score of more than 1 on the Health Assessment Questionnaire (HAQ);
and
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o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:

- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum of 12 months.
Authorizations for etanercept are given for a dose of 50 mg per week.

for treatment of persons suffering from moderate or severe ankylosing spondylitis whose BASDAI score is
>4 on a scale of 0 to 10 and in whom the sequential use of two non-steroidal anti-inflammatories at the
optimal dose for a period of four weeks each did not adequately control the disease, unless there is a
contraindication.

¢ Upon the initial request, the physician must provide the following information:
- the BASDAI score;
- the degree of functional injury according to the BASFI (scale of O to 10).

The initial request will be authorized for a maximum of five months.

¢ When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
- adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
- adecrease of 1.5 points or 43 % on the BASFI scale;
or
- areturn to work.

Requests for continuation of treatment will be authorized for maximum periods of 12 months.
Authorizations for etanercept are given for a maximum of 50 mg per week.
for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;

and

¢ in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index (DQLI)
questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;
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and
¢ where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of a serious intolerance or a
contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ an improvement of at least 75 % in the PASI score compared to the base value;

or

¢ an improvement of at least 50 % in the PASI score and a decrease of at least five points on the DQLI
questionnaire compared to the base values;

or

¢ significant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for etanercept are given for a maximum of 50 mg, twice per week.

ETANERCEPT:

+ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with -two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.
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Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for etanercept are given for a dose of 50 mg per week.

for treatment of persons suffering from moderate or severe ankylosing spondylitis whose BASDAI score is
>4 on a scale of 0 to 10 and in whom the sequential use of two non-steroidal anti-inflammatories at the
optimal dose for a period of four weeks each did not adequately control the disease, unless there is a
contraindication.

¢ Upon the initial request, the physician must provide the following information:
- the BASDAI score;
- the degree of functional injury according to the BASFI (scale of O to 10).

The initial request will be authorized for a maximum of five months.

e When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
- adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
- adecrease of 1.5 points or 43 % on the BASFI scale;
or
- areturn to work.

Requests for continuation of treatment will be authorized for maximum periods of 12 months.
Authorizations for etanercept are given for a maximum of 50 mg per week.

for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular or systemic type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have five or more joints with active synovitis and one
of the following two elements must be present:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

¢ the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum dose of 20 mg) per week for at least three months, unless there is intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of 20 % or more in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- an improvement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.
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Authorizations for etanercept are given for 0.8 mg/kg (maximum dose of 50 mg) per week.
+ for treatment of moderate or severe psoriatic arthritis of the rheumatoid type.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following four elements must be present:
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for etanercept are given for a dose of 50 mg per week.

+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have at least three joints with active synovitis and a
score of more than 1 on the Health Assessment Questionnaire (HAQ);

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
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- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;

- adecrease of 0.20 in the HAQ score;

- areturn to work.

Requests for continuation of treatment are authorized for a maximum of 12 months.
Authorizations for etanercept are given for a dose of 50 mg per week.
+ for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;
and
¢ in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index (DQLI)
questionnaire;
and
¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;
and
e where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of a serious intolerance or a
contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the DQLI
questionnaire compared to the base values;

or

¢ significant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for etanercept are given for a maximum of 50 mg, twice per week.

ETRAVIRINE:

+ for treatment, in association with other antiretrovirals, of HIV-infected persons:

e who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included
delavirdine, efavirenz or nevirapine, unless there is a primary resistance to one of those drugs, and that
resulted:

- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;
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or
- in serious intolerance to one of those agents, to the point of calling into question the continuation of the
antiretroviral treatment;
and
¢ who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included a
protease inhibitor and that resulted:
- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;
or
- in serious intolerance to at least three protease inhibitors, to the point of calling into question the
continuation of the antiretroviral treatment.

Where a therapy including another non-nucleoside reverse transcriptase inhibitor cannot be used because of
a primary resistance to delavirdine, efavirenz or nevirapine, a trial of at least two therapies, each including a
protease inhibitor, is necessary and must have resulted in the same conditions as those listed above.

+ for first-line treatment, in association with other antiretrovirals, of HIV-infected persons for whom a laboratory
test showed a resistance to at least one nucleoside reverse transcriptase inhibitor, one non-nucleoside
reverse transcriptase inhibitor and one protease inhibitor, and:

e whose current viral load and another dating back at least one month are greater than or equal to
500 copies/mL;

and

¢ whose current CD4 lymphocyte count and another dating back at least one month are less than or equal
to 350/pL;

and

¢ for whom the use of etravirine is necessary to establish an effective therapeutic regimen.

EVEROLIMUS:

+ for second-line treatment of a metastatic renal adenocarcinoma characterized by the presence of clear cells
after treatment with a tyrosine kinase inhibitor has failed, unless there is a contraindication or a serious
intolerance, in persons whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.
When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

¢ in association with exemestane, for treatment of advanced or metastatic breast cancer, positive for hormone
receptors but not over-expressing the HER2 receptor, in menopausal women:

e whose cancer has progressed despite administration of a non-steroid aromatase inhibitor (anastrozole or
letrozole) administered in an adjuvant or metastatic context;

and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

¢ for treatment of well-differentiated, non-functional neuroendocrine tumours of lung or gastrointestinal origin
that are unresectable and at an advanced or metastatic phase, in persons:

e whose disease progressed in the six previous months;

and
¢ whose ECOG performance status is 0 or 1.
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The initial authorization is for a maximum duration of four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging. Subsequent authorizations will be for durations
of six months.

¢ for treatment of unresectable and evolutive, well or moderately-differentiated pancreatic neuroendocrine
tumours, at an advanced or metastatic stage, in persons whose ECOG performance status is < 2.

The initial authorization is for a maximum duration of four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging. Subsequent authorizations will be for durations
of six months.

It must be noted that everolimus will not be authorized in association with sunitinib, nor will it be following
failure with sunitinib if it was administered to treat pancreatic neuroendocrine tumours.

EVOLOCUMAB:

¢ for treatment of persons suffering from homozygous familial hypercholesterolemia (HoFH) confirmed by
genotyping or by phenotyping:

¢ where two hypolipemiants of different classes at optimal doses are not tolerated, are contraindicated or
are ineffective;

Phenotyping is defined by the following three factors:
- a concentration in the low-density lipoprotein cholesterol (LDL-C) ) > 13 mmol/l before the beginning
of a treatment;
- the presence of xanthomas before age 10;
- the confirmed presence in both parents of heterozygous familial hypercholesterolemia.

The initial request is granted for a maximum period of four months.

Upon subsequent requests, the physician must provide information making it possible to establish the
beneficial effects of the treatment, that is, a decrease of at least 20 % in the LDL-C compared to the basic
levels. Subsequent requests are authorized for a maximum duration of 12 months.

Authorizations for evolocumab are given for a maximum dose of 420 mg every two weeks.

¢ for treatment of adults suffering from heterozygous familial hypercholesterolemia (HeFH) confirmed by
genotyping or by phenotyping, for whom use of a statin at the optimal dose in association with ezetimibe has
not allowed for adequate control of the cholesterolemia, unless there is a serious intolerance or a
contraindication.

In patients without atherosclerotic cardiovascular disease, adequate control of the cholesterolemia is defined
as a reduction in the LDL-C concentration of at least 50 % compared to the basic level, that is, before any
lipid lowering drug treatment.

In patients with atherosclerotic cardiovascular disease, adequate control of the cholesterolemia is defined as
the attainment of a LDL-C concentration of < 2 mmol/l.

Phenotyping is defined as a LDL-C concentration > 4 mmol/l in children under age 16 or > 4.9 mmol/l in adults
before the beginning of a treatment and at least one of the following:
- ahistory of HeFH confirmed by genotyping in a first-degree relative;
- the presence of a mutation, causing a familial hypercholesterolemia, of the LDLR, ApoB or PCSK9
genes in a first-degree relative;
- the presence of xanthomas in the person or in one of the first-degree or second-degree relatives;
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- the presence of a corneal arcus before age 45 in a first-degree relative;
- afamily history of LDL-C concentration > 4.9 mmol/l in an adult first-degree relative or 24 mmol/l in a
first-degree relative under age 18;

- afamily history of total cholesterol concentration > 7.5 mmol/l in an adult first-degree or second-degree
relative or > 6.7 mmol/l in a first-degree relative under age16.

The initial request is authorized for a maximum period of four months.

Upon subsequent requests, the physician must provide information making it possible to establish the
beneficial clinical effects of the treatment, that is, a decrease = 40 % in the LDL-C concentration compared to
the value before the beginning of treatment with evolocumab. Subsequent requests are authorized for a
maximum duration of 12 months.

Authorizations for evolocumab are given for a maximum dose of 140 mg every two weeks or 420 mg every
month.

FEBUXOSTAT:

+ for treatment of persons with complications stemming from chronic hyperucemia, such as urate deposits
revealed by tophus or arthritic gout, when there is a serious contraindication or serious intolerance to
allopurinol.

FEDRATINIB :

¢ for treatment of splenomegaly associated with primary myelofibrosis, myelofibrosis secondary to
polycythemia vera or essential thrombocythemia in persons with:

¢ a palpable spleen at 5 cm or more under the left costal margin, accompanied by basic imaging;
and

¢ an intermediate-2 or high-risk disease according to the IPSS (International Prognostic Scoring System);
and

e an ECOG performance status < 2.
The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by significant reduction of the splenomegaly, confirmed by imaging or by a physical examination, and
by improvement of the symptomatology in patients who were initially symptomatic.

It must be noted that fedratinib is not authorized following the failure of janus kinase inhibitor used for
treatment of splenomegaly associated with myelofibrosis.

FESOTERODINE fumarate:

+ for treatment of vesical hyperactivity in persons for whom at least one of the antimuscarinic agents indicated
in the regular section of the List is poorly tolerated, contraindicated or ineffective.

* FIDAXOMICIN:

+ for treatment of a Clostridium difficile infection in the event of allergy to vancomycin.
* FILGRASTIM:

¢ for treatment of persons undergoing cycles of moderately or highly myelosuppressive chemotherapy
(> 40 percent risk of febrile neutropenia).

+ for treatment of persons at risk of developing severe neutropenia during chemotherapy.
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¢

*

in subsequent cycles of chemotherapy, for treatment of persons having suffered from severe neutropenia
(neutrophil count below 0.5 x 10%/L) during the first cycles of chemotherapy and for whom a reduction in the
antineoplastic dose is inappropriate.

in subsequent cycles of curative chemotherapy, for treatment of persons having suffered from neutropenia
(neutrophil count below 1.5 x 10%/L) during the first cycles of chemotherapy and for whom a reduction in the
dose or a delay in the chemotherapy administration plan is unacceptable.

during chemotherapy undergone by children suffering from solid tumours.

for treatment of persons suffering from severe medullary aplasia (neutrophil count below 0.5 x 10%L) and
awaiting curative treatment by means of a bone marrow transplant or with antithymocyte serum.

for treatment of persons suffering from congenital, hereditary, idiopathic or cyclic chronic neutropenia whose
neutrophil count is below 0.5 x 10%/L.

for treatment of HIV-infected persons suffering from severe neutropenia (neutrophil count below 0.5 x 10%/L).
to stimulate bone marrow in the recipient in the case of an autograft.

as an adjunctive treatment for acute myeloid leukemia.

FINGOLIMOD HYDROCHLORIDE:

¢

for monotherapy treatment of persons suffering from rapidly evolving remitting multiple sclerosis, whose
EDSS score is less than 7, and who had to cease taking natalizumab for medical reasons.

Authorizations are granted for a maximum of one year. Upon subsequent requests, the EDSS score must
remain under 7.

for treatment, as monotherapy, of persons suffering from remitting multiple sclerosis whose EDSS score is
under 7:

¢ who have had at least one relapse in the last year, one of which occurred even though the person had
been taking, for at least six months, one of the disease modifying agents included on the list of medications
for first-line treatment of this disease;

or

¢ who have a contraindication or an intolerance to at least two disease-modifying agents included on the list
of medications for first-line treatment of this disease.

The maximum duration of each authorization is one year. When requesting continuation of treatment, the
physician must provide proof of a beneficial effect defined by the absence of deterioration. The EDSS
score must remain under 7.

FLUCONAZOLE, Oral Susp.:

L

L

for treatment of esophageal candidiasis.

for treatment of oropharyngeal candidiasis or other mycoses in persons for whom the conventional therapy
is ineffective or poorly tolerated and who are unable to take fluconazole tablets.

FOLLITROPIN ALPHA:

¢

for women, as part of an assisted procreation activity.
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+ for women, as part of fertility preservation services before any gonadotoxic treatments involving a serious risk
of genetic mutations in gametes or permanent infertility, or before the complete removal of the ovaries.

FOLLITROPIN BETA:

+ for women, as part of an assisted procreation activity.

+ for women, as part of fertility preservation services before any gonadotoxic treatments involving a serious risk
of genetic mutations in gametes or permanent infertility, or before the complete removal of the ovaries.

FOLLITROPIN DELTA:

+ for women, as part of an assisted procreation activity.

¢ forwomen, as part of fertility preservation services before any gonadotoxic treatments involving a serious risk
of genetic mutations in gametes or permanent infertility, or before the complete removal of the ovaries.

FORMOTEROL FUMARATE DIHYDRATE / BUDESONIDE:

+ for treatment of asthma and other reversible obstructive diseases of the respiratory tract in persons whose
control of the disease is insufficient despite the use of an inhaled corticosteroid.

The associations of formoterol fumarate dihydrate / budesonide and salmeterol xinafoate / fluticasone
propionate remain covered for persons insured with RAMQ who obtained a reimbursement in the 365 days
preceding 1 October 2003.

¢ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons:

¢ who have shown at least two exacerbations of the symptoms of the disease in the last year, despite regular
use through inhalation of two long-acting bronchodilators in association. Exacerbation is understood as a
sustained and repeated aggravation of the symptoms requiring intensified pharmacological treatment, for
instance, the addition of oral corticosteroids, a precipitated medical visit or a hospitalization;

or

¢ who have shown at least one exacerbation of the symptoms of the disease in the last year that required
hospitalization, despite regular use through inhalation of two long-acting bronchodilators in association;

or

¢ whose disease is associated with an asthmatic component, demonstrated by factors defined by a history
of asthma or atopy during childhood, by high blood eosinophilia or by an improvement in the FEV1 after
bronchodilators of at least 12 % and 200 ml.

The initial authorization is for a maximum duration of 12 months.

For a subsequent request, for persons having obtained the treatment due to exacerbations, the authorization
may be granted if the physician considers that the expected benefits outweigh the risks incurred. For persons
having obtained the treatment due to an asthmatic component, the physician will have to provide proof of an
improvement of the disease symptoms.

It must be noted that this association (long-acting R2 agonist and inhaled corticosteroid) must not be used
concomitantly with a long-acting 32 agonist alone or with an association of a long-acting R2 agonist and a
long-acting antimuscarinic.

Nevertheless, the association of formoterol fumarate dihydrate / budesonide remains covered under the
basic prescription drug insurance plan for insured persons having used this drug in the 12 months preceding
24 March 2016.
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FORMOTEROL FUMARATE DIHYDRATE / BUDESONIDE / GLYCOPYRRONIUM BROMIDE:

+ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons:

¢ who have shown at least two exacerbations of the symptoms of the disease in the last year, despite regular
use through inhalation of two long-acting bronchodilators in association. Exacerbation is understood as a
sustained and repeated aggravation of the symptoms requiring intensified pharmacological treatment, for
instance, the addition of oral corticosteroids, a precipitated medical visit or a hospitalization;

or

¢ who have shown at least one exacerbation of the symptoms of the disease in the last year that required
hospitalization, despite regular use through inhalation of two long-acting bronchodilators in association;

or

¢ whose disease is associated with an asthmatic component, demonstrated by factors defined by a history
of asthma or atopy during childhood, by a high blood eosinophilia or by an improvement in the FEV1 after
bronchodilators of at least 12% and 200 ml and whose symptoms are not well-controlled with an
association of a long-acting 32 agonist and an inhaled corticosteroid;

or

¢ who have already been receiving a long-acting B2 agonist, a long-acting antimuscarinic as well as an
inhaled corticosteroid for one year or less.

The initial authorization is for a maximum duration of 12 months.

For a subsequent request, the physician will have to provide proof of an improvement of the disease
symptoms.

Authorizations are given for two maximum daily doses of 364 mcg of budesonide.

It must be noted that triple therapy in a single device can replace the concomitant use of a long-acting 32
agonist, a long-acting antimuscarinic and an inhaled corticosteroid.

+ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons
who are already receiving a long-acting 2 agonist, a long-acting antimuscarinic as well as an inhaled
corticosteroid for more than one year.

Authorizations are given for two maximum daily doses of 364 mcg of budesonide.

It must be noted that triple therapy in a single device can replace the concomitant use of a long-acting 32
agonist, a long-acting antimuscarinic and an inhaled corticosteroid.

FORMOTEROL FUMARATE DIHYDRATE / MOMETASONE FUROATE:

+ for treatment of asthma and other reversible obstructive diseases of the respiratory tract, in persons whose
control of the disease is insufficient despite the use of an inhaled corticosteroid.

FREESTYLE LIBRE SENSOR:

+ for self-monitoring of glycemia in diabetic persons aged 18 or over, who fulfil the following two criteria:

¢ intensive insulin therapy (treatment by insulin pump or = 3 insulin injections per day);
and
¢ frequent episodes of hypoglycemia in the last year, despite compliance with a glycemic management plan.

The initial request is authorized for a period of 6 months to assess the ability of patients to use FreeStyle
Libre™ and wear the sensor.

Requests for continuation of treatment are authorized for a maximum period of 12 months if the person shows
optimal use of FreeStyle Libre™, i.e. at least 70 % of the time.
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FREESTYLE LIBRE 2 SENSOR:

+ for self-monitoring of blood glucose in diabetic persons age four and over.
Upon the initiation of treatment, the person:

¢ under age 18 must be suffering from type 1 diabetes;
e age 18 and over must meet the following two criteria:
- intensive insulin therapy (treatment by insulin pump or = 3 insulin injections per day);
and
- frequent episodes of hypoglycemia in the last year, despite compliance with a glycemic management
plan.

The initial request is authorized for a period of six months to assess the ability of patients to use FreeStyle
Libre 2™ and wear the sensor.

Requests for continuation of treatment are authorized for a maximum period of 12 months if the person shows
optimal use of FreeStyle Libre 2™ or FreeStyle Libre™, i.e. at least 70% of the time.

FREMANEZUMAB:

¢ for prophylactic treatment of migraines in persons with at least four days of migraines per month and a
diagnosis established according to the criteria of the International Headache Society:

¢ in the case of intolerance, contraindication or ineffectiveness with at least three appropriate prophylactic
drugs, including at least one tricyclic antidepressant, an anticonvulsant and an antihypertensive drug.

In the initial request, the physician must provide the number of migraines per month.
The maximum duration of the initial authorization is 6 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by a decrease of at least 50 % in the number of migraines per month, compared to the initial value.

The maximum duration of subsequent authorizations is 12 months.

FULVESTRANT:

+ for treatment of advanced or metastatic breast cancer, according to the recognized indication for palbociclib.

+ for treatment of persons suffering from unresectable locally advanced or metastatic breast cancer, according
to the recognized indication for ribociclib.

GALANTAMINE HYDROBROMIDE:

+ as monotherapy for persons suffering from Alzheimer's disease at the mild or moderate stage.
Upon the initial request, the following elements must be present:

e an MMSE score of 10 to 26, or as high as 27 or 28 if there is proper justification;
¢ medical confirmation of the degree to which the person is affected (intact domain, mildly, moderately or
severely affected) in the following five domains:
- intellectual function, including memory;
- mood;
- behaviour;
- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.
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The duration of an initial authorization for treatment with galantamine is six months from the beginning of
treatment.

However, where the cholinesterase inhibitor is used following treatment with memantine, the concomitant use
of both medications is authorized for one month.

Upon subsequent requests, the physician must provide evidence of a beneficial effect confirmed by each of
the following elements:

e an MMSE score of 10 or more, unless there is proper justification;
e a maximum decrease of 3 points in the MMSE score per six-month period compared with the previous
evaluation, or a greater decrease accompanied by proper justification;
¢ stabilization or improvement of symptoms in one or more of the following domains:
- intellectual function, including memory;
- mood;
- behaviour;
- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.

The maximum duration of authorization is 12 months.

GEFITINIB:

¢ for first-line treatment of persons suffering from a locally advanced or metastatic non-small-cell lung cancer,
having an activating mutation of the EGFR tyrosine kinase and whose ECOG performance status is < 2.

Themaximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

* GENTAMICIN sulfate:

¢ for treatment of bacterial endocarditis.

GILTERITINIB:

¢ as monotherapy, for treatment of relapsed or refractory acute myeloid leukemia with a FMS-like tyrosine
kinase 3 (FLT3) gene mutation, in persons whose ECOG performance status is < 2.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

Authorizations are given for a maximum dose of 120 mg per day.
GLATIRAMER ACETATE - (GLATECT):
+ for treatment of persons who have had a documented first acute clinical episode of demyelinization.

At the beginning of treatment, the physician must providethe results of an MRI showing:

¢ the presence of at least one non-symptomatic hyperintense T2 lesion affecting at least two of the following
four regions: periventricular, juxtacortical, infratentorial, or spinal cord;

and

¢ the diameter of these lesions being 3 mm or more.

The maximum duration of the initial authorization is one year. When submitting subsequent requests, the
physician must provide evidence of a beneficial effect defined by the absence of a new clinical episode.
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*

for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.

Authorization of the initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide proof of a
beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

GLECAPREVIR / PIBRENTASVIR:

+ as monotherapy, for treatment of persons suffering from chronic hepatitis C who have never received an anti-
HCV treatment and who do not have decompensated cirrhosis.

Authorization is granted for a maximum period of eight weeks.

+ as monotherapy, for treatment of persons suffering from chronic hepatitis C genotype 1, 2, 4, 5 or 6, who
have experienced therapeutic failure with a treatment based on pegylated interferon alfa or based on
sofosbuvir, but who have never been treated with an NS3/4A protease inhibitor nor with an NS5A protein
inhibitor.

Authorization is granted for a maximum period of eight weeks for persons without cirrhosis and for a maximum
period of 12 weeks for persons with compensated cirrhosis (Metavir score of F4 or equivalent).

¢ as monotherapy, for treatment of persons suffering from chronic hepatitis C genotype 3, without
decompensated cirrhosis, and who have experienced therapeutic failure with an association of
ribavirin/pegylated interferon alfa or with an association of sofosbuvir/ribavirin, but who have never been
treated with an NS3/4A protease inhibitor nor with an NS5A protein inhibitor.

Authorization is granted for a maximum period of 16 weeks.

¢ as monotherapy, for treatment of persons suffering from chronic hepatitis C genotype 1, without
decompensated cirrhosis, and who have experienced therapeutic failure with an NS3/4A protease inhibitor,
but who have never been treated with an NS5A protein inhibitor.

Authorization is granted for a maximum period of 12 weeks.

¢ as monotherapy, for treatment of persons suffering from chronic hepatitis C genotype 1, without
decompensated cirrhosis, and who have experienced therapeutic failure with an NS5A protein inhibitor, but
who have never been treated with an NS3/4A protease inhibitor.

Authorization is granted for a maximum period of 16 weeks.

GLIMEPIRIDE:

+ where another sulfonylurea is not tolerated or is ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1¢) adapted to the patient.

GLYCERIN, Supp.:

¢

for treatment of constipation related to a medical condition.

GLYCEROL PHENYLBUTYRATE:

*

in association with dietary protein restriction, for treatment of patients suffering from an urea cycle disorder,
except in the presence of a N-acetylglutamate synthase deficiency, whose plasma ammonia level is
inadequate despite treatment with sodium benzoate at an optimal dose, unless there is an important
intolerance or a contraindication to this drug.
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The maximum duration of each authorization is 12 months. When requesting continuation of treatment, the
physician must provide proof of a beneficial clinical effect.

GOLIMUMAB, S.C. Inj. Sol. (App.) and S.C. Inj. Sol. (syr):

¢ for treatment of moderate or severe rheumatoid arthritis and moderate or severe psoriatic arthritis of
rheumatoid type. In the case of rheumatoid arthritis, methotrexate must be use concomitantly.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

e prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor for rheumatoid arthritis only;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each.

In the case of rheumatoid arthritis, one of the two drugs must be methotrexate, at a dose of 20 mg or more
per week, unless there is serious intolerance or a contraindication to this dose.

In the case of moderate or severe psoriatic arthritis of rheumatoid type, unless there is serious intolerance or
a contraindication, one of the two drugs must be:

- methotrexate at a dose of 20 mg or more per week;

or

- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for golimumab are given for 50 mg per month.

+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have at least three joints with active synovitis and a
score of more than 1 on the Health Assessment Questionnaire (HAQ);

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
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- sulfasalazine at a dose of 2 000 mg per day.
The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum of 12 months.
Authorizations for golimumab are given for 50 mg per month.

+ for treatment of persons suffering from moderate or severe ankylosing spondylitis whose BASDAI score is
>4 on a scale of 0 to 10 and in whom the sequential use of two non-steroidal anti-inflammatories at the
optimal dose for a period of four weeks each did not adequately control the disease, unless there is a
contraindication:

¢ Upon the initial request, the physician must provide the following information:
- the BASDAI score;
- the degree of functional injury according to the BASFI (scale of 0 to 10).

The initial request will be authorized for a maximum of five months.

¢ When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
- adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
- adecrease of 1.5 points or 43 % on the BASFI scale;
or
- areturn to work.

Requests for continuation of treatment will be authorized for maximum periods of 12 months.

Authorizations for golimumab are given for 50 mg per month.

GOLIMUMAB, L.V. Perf. Sol.:

+ in association with methotrexate, for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
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o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
concomitantly or not, for at least three months each. One of the two drugs must be methotrexate, at a dose
of 20 mg or more per week, unless there is serious intolerance or a contraindication to this dose.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the treatment's beneficial effects, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for golimumab are given for a dose of 2 mg/kg in weeks 0 and 4, then 2 mg/kg every eight
weeks.

GONADOTROPINS:

*

¢

for women, as part of an assisted procreation activity.

for women, as part of fertility preservation services before any gonadotoxic treatments involving a serious risk
of genetic mutations in gametes or permanent infertility, or before the complete removal of the ovaries.

for spermatogenesis induction in men suffering from hypogonadotropic hypogonadism who wish to procreate,
in association with a chorionic gonadotropin. The men must previously have been treated with a chorionic
gonadotropin, as monotherapy, for at least six months.

* GRANISETRON HYDROCHLORIDE:

L

*

*

during the first day of a moderately or highly emetic chemotherapy treatment;

during a moderately or highly emetic radiotherapy treatment.

in children during emetic chemotherapy or radiotherapy.

during:

e a chemotherapy treatment undergone by persons for whom the conventional antiemetic therapy is

ineffective, contraindicated or poorly tolerated and who are not receiving aprepitant or fosaprepitant;
or

e a radiotherapy treatment undergone by persons for whom the conventional antiemetic therapy is
ineffective, contraindicated or poorly tolerated.

GRASS POLLEN ALLERGENIC EXTRACT:

¢

for treatment of the symptoms of moderate or severe seasonal allergic rhinitis associated with grass pollen.

The maximum duration of the authorization with oral allergenic grass pollen extracts is for three consecutive
pollen seasons, regardless of the product used.

It must be noted that grass pollen allergenic extracts are not authorized in association with subcutaneous
immunotherapy.

Appendix IV - 61



GUANFACINE HYDROCHLORIDE:

¢ inassociation with a psychostimulant, for treatment of children and adolescents suffering from attention deficit
disorder with or without hyperactivity, for whom it has not been possible to properly control the symptoms of
the disease with methylphenidate and an amphetamine used as monotherapy.

Before it can be concluded that the effectiveness of these drugs is sub optimal, they must have been titrated
at optimal doses.

HYDROXYPROPYLMETHYLCELLULOSE:

+ for treatment of keratoconjunctivitis sicca or other severe conditions accompanied by markedly reduced tear
production.

HYDROXYPROPYLMETHYLCELLULOSE / DEXTRAN 70:

+ for treatment of keratoconjunctivitis sicca or other severe conditions accompanied by markedly reduced tear
production.

IBRUTINIB:

# as monotherapy, for first-line treatment of symptomatic chronic lymphoid leukemia in persons:
¢ for whom fludarabin-based chemotherapy is not indicated due to the cytogenetic results or who are not
eligible for fludarabin-based chemotherapy;
?n(\j/vhose ECOG performance status is < 2.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

+ for treatment of refractory or recurrent chronic lymphocytic leukemia in persons:
o for whom fludarabin-based chemotherapy is not indicated due to the cytogenetic results or who are not
eligible for fludarabin-based chemotherapy;
and
e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that ibrutinib is not authorized following the failure of a Bruton tyrosine kinase inhibitor if it
was administered for the treatment of chronic lymphocytic leukemia.

¢ as monotherapy, for treatment of recurrent or refractory mantle-cell ymphoma, in persons:
¢ who have received at least one rituximab-based treatment;
and
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

Authorization is given for a maximum daily dose of 560 mg.
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ICATIBANT ACETATE:

+ for treatment of acute attacks of hereditary angioedema (HAE) with C1 esterase inhibitor deficiency in adults:

¢ whose diagnosis of HAE type | or Il was confirmed by an antigen dosage or a functional dosage of the C1
esterase inhibitor below the lower limit of normal;
and

¢ having suffered at least one medically-confirmed acute attack of HAE.

Authorizations will be given for a maximum of twelve syringes of icatibant per 12 month period.
ICOSAPENT ETHYL :
+ for secondary prevention of cardiovascular events, concomitantly with a statin, in patients:

¢ with a serum triglyceride level equal to or greater than 2.26 mmol/l;
and

o for whom use of a statin at the optimal dose, in association or not with ezetimibe, during at least 3 months,
allowed for adequate control of the low-density lipoprotein cholesterol (LDL-C) levels.

IDELALISIB:

+ as monotherapy, for the continuation of second-line or subsequent treatment of chronic lymphoid leukemia
in persons whose disease has not progressed during an eight-cycle treatment combining idelalisib and
rituximab.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

IMATINIB MESYLATE:

+ for treatment of chronic myeloid leukemia in the chronic phase.
+ for treatment of chronic myeloid leukemia in the blastic or accelerated phase.

+ for treatment of adults suffering from refractory or recurrent acute lymphoblastic leukemia with a positive
Philadelphia chromosome and for whom a stem cell transplant is foreseeable.

The maximum duration of each authorization is four months.
When requesting continuation of treatment, the physician must provide evidence of a hematologic response.

+ for treatment of acute lymphoblastic leukemia newly diagnosed in an adult, with a positive Philadelphia
chromosome, after parenteral chemotherapy, specifically, during the maintenance phase.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of ahematologic response.

IMATINIB MESYLATE — gastrointestinal stromal tumour:

+ for adjuvant treatment of a gastrointestinal stromal tumor with presence of the Kit receptor (CD117) that,
following a complete resection, poses a high risk of recurrence.

The maximum duration of the authorization is 36 months.

+ for treatment of an inoperable, recurrent or metastatic gastrointestinal stromal tumour with presence of the c-
kit receptor (CD117).
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The maximum duration of each authorization is six months.

The initial authorization is for a daily dose of 400 mg. For persons whose recurrence appeared during adjuvant
treatment with imatinib, the initial authorization may be for a daily dose of up to 800 mg.

An authorization for a daily dose of up to 800 mg may be obtained with evidence of disease progression,
confirmed by imaging, after at least three months of treatment at a daily dose of 400 mg.

When requesting continuation of treatment, the physician must provide evidence of a complete or partial
response or of disease stabilization, confirmed by imaging.

IMIQUIMOD:

+ for treatment of external genital and perianal condylomas, as well as condyloma acuminata.

The maximum duration of the initial authorization is 16 weeks. When requesting continuation of treatment,
the physician must provide evidence of a beneficial effect defined by a reduction in the extent of the lesions.
The request may then be authorized for a maximum period of 16 weeks.

INCOBOTULINUMTOXINA:

+ for treatment of cervical dystonia, blepharospasm and other severe spasticity conditions.

INDACATEROL ACETATE / GLYCOPYRRONIUM BROMIDE / MOMETASONE FUROATE:

+ for treatment of asthma and other reversible obstructive airway diseases, in persons:

¢ whose control of the disease is insufficient despite the use of an association of a long-acting B2 agonist
and an inhaled corticosteroid taken at an average or high dose;

and

¢ having experienced at least one exacerbation in the previous year. Exacerbation is understood as an
aggravation of the asthma symptoms necessitating the medical care of a physician, an emergency room
visit or hospitalization and requiring the use of an oral corticosteroid.

INDACATEROL ACETATE / MOMETASONE FUROATE:

+ for treatment of asthma and other reversible obstructive airway diseases in persons whose control of the
disease is insufficient despite the use of an inhaled corticosteroid.

INDACATEROL MALEATE / GLYCOPYRRONIUM BROMIDE:

¢ for maintenance treatment of persons suffering from chronic obstructive pulmonary disease (COPD), for
whom using a long-acting bronchodilator for at least 3 months has not allowed an adequate control of the
symptoms of the disease.

The initial authorization is given for a maximum duration of 6 months. For a subsequent request, the physician
will have to provide proof of a beneficial clinical effect.
It must be noted that this association (long-acting 32 agonist and long-acting antimuscarinic) must not be
used concomitantly with a long-acting bronchodilator (long-acting 32 agonist or long-acting antimuscarinic)
alone or in association with an inhaled corticosteroid.

Nevertheless, the association of indacaterol maleate / glycopyrronium bromide remains covered under the
basic prescription drug insurance plan for insured persons having used this drug in the 12 months preceding
24 March 2016.

INFLIXIMAB (REMICADE):

¢ for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular or systemic type.
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Upon initiation of treatment or if the person has been receiving the drug for less than five months:

e prior to the beginning of treatment, the person must have five or more joints with active synovitis and one
of the following two elements must be present:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum 20 mg per dose) per week for at least three months, unless there is an intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an improvement of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return
to school;
- an improvement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for infliximab are given for three doses of 3 mg/kg, with the possibility of increasing the dose
to 5 mg/kg after three doses or in the 14" week.

INFLIXIMAB:

+ for treatment of adults suffering from moderate or severe intestinal Crohn's disease that is still active despite
treatment with corticosteroids and immunosuppressors, unless there is a contraindication or a major
intolerance to corticosteroids. An immunosuppressor must have been tried for at least eight weeks.

The initial authorization is for a maximum of three 5 mg/kg doses.

Upon the initial request, the physician must indicate the immunosuppressor used and the duration of
treatment. Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect, in
which case the request will be authorized for a period of 12 months.

+ for treatment of adults suffering from moderate or severe intestinal Crohn's disease that is still active despite
treatment with corticosteroids, unless there is a contraindication or a major intolerance to corticosteroids,
where immunosuppressors are contraindicated, are not tolerated or have been ineffective in the past in
treating a similar episode after a combined treatment with corticosteroids.

The initial authorization is for a maximum of three 5 mg/kg doses.
Upon the initial request, the physician must indicate the nature of the contraindication or intolerance, as well
as the immunosuppressor used. Upon subsequent requests, the physician must provide evidence of a
beneficial clinical effect, in which case the request will be authorized for a period of 12 months.

+ for treatment of children suffering from moderate or severe intestinal Crohn's disease that is still active despite

treatment with corticosteroids and immunosuppressors, unless there is a contraindication or a major
intolerance to corticosteroids. An immunosuppressor must have been tried for at least eight weeks.
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The initial authorization is for a maximum of three 5 mg/kg doses.

Upon the initial request, the physician must indicate the immunosuppressor used and the duration of
treatment. Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect, in
which case the request will be authorized for a period of 12 months.

¢ for treatment of children suffering from moderate or severe intestinal Crohn's disease that is still active despite
treatment with corticosteroids, unless there is a contraindication or a major intolerance to corticosteroids,
where immunosuppressors are contraindicated, are not tolerated or have been ineffective in the past in
treating a similar episode after a combined treatment with corticosteroids.

The initial authorization is for a maximum of three 5 mg/kg doses.

Upon the initial request, the physician must indicate the nature of the contraindication or intolerance, as well
as the immunosuppressor used. Upon subsequent requests, the physician must provide evidence of a
beneficial clinical effect, in which case the request will be authorized for a period of 12 months.

+ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a period of 12 months.

Authorizations for infliximab are given for three doses of 3 mg/kg, with the possibility of increasing the dose
to 5 mg/kg after three doses or in the 14™" week.

+ for treatment of persons suffering from moderate or severe ankylosing spondylitis whose BASDAI score is
>4 on a scale of 0 to 10 and in whom the sequential use of two non-steroidal anti-inflammatories at the
optimal dose for a period of four weeks each did not adequately control the disease, unless there is a
contraindication:

¢ Upon the initial request, the physician must provide the following information:
- the BASDAI score;
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- the degree of functional injury according to the BASFI (scale of 0 to 10).
The initial request will be authorized for a maximum of five months.

¢ When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
- adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
- adecrease of 1.5 points or 43 % on the BASFI scale;
or
- areturn to work.

Requests for continuation of treatment will be authorized for maximum periods of 12 months.

Authorizations for infliximab are given for a maximum of 5 mg/kg in weeks 0, 2 and 6 and then every six to
eight weeks.

for treatment of moderate or severe psoriatic arthritis of the rheumatoid type:

¢ where a treatment with an anti-TNFa appearing in this appendix for treatment of that disease did not make
it possible to optimally control the disease or was not tolerated. The anti-TNFa must have been used in
respect of the indications for which it is recognized in this appendix for that pathology.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

For psoriatic arthritis of the rheumatoid type, authorizations for infliximab are given for a maximum of 5 mg/kg
in weeks 0, 2 and 6 and then every six to eight weeks.

for treatment of moderate or severe psoriatic arthritis, of a type other than rhumatoid:

¢ where a treatment with an anti-TNFa appearing in this appendix for treatment of that disease did not make
it possible to optimally control the disease or was not tolerated. The anti-TNFa must have been used in
respect of the indications for which it is recognized in this appendix for that pathology.

The initial request is authorized for a maximum of 5 months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.
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Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for infliximab are given for a maximum of 5 mg/kg in weeks 0, 2 and 6 and then every six to
eight weeks.

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
in the presence of large plaques on the face, palms or soles or in the genital area;

and

¢ in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index (DQLI)
questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;

and

e where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of serious intolerance or a
serious contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the
DQLI questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for infliximab are given for a maximum of 5 mg/kg in weeks 0, 2 and 6 and then every eight
weeks.

+ for treatment of adults suffering from moderate to severe ulcerative colitis that is still active despite treatment
with corticosteroids and immunosuppressors, unless there is a serious intolerance or a contraindication.

¢ in the presence of a Mayo score of 6 to 12 points;
and
¢ in the presence of a Mayo endoscopic subscore of at least 2 points.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
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¢ adecrease in the Mayo score of at least 3 points and at least 30 %, or a decrease in the partial Mayo score
of at least 2 points;

and

¢ a Mayo rectal bleeding subscore of 0 or 1 point, or a decrease in this subscore of at least 1 point.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

INOTERSEN:

¢ for treatment of polyneuropathy in adults suffering from hereditary transthyretin-mediated amyloidosis
(hATTR).

Upon initiation of treatment, the person:

¢ must have received genetic confirmation of hATTR;

and

e must have a Neuropathy Impairment Score (NIS) of 5 to 130 points;

and

e must have an ambulatory condition corresponding to stage 1 or 2 on the Functional Ambulation
Performance (FAP) scale or a stage 1, 2, 3a or 3b on the polyneuropathy disability (PND) scale;

and

e must not have cardiomyopathy that corresponds to class Ill or IV of the New York Heart Association
(NYHA) Functional Classification.

Authorizations are given for a maximum dose of 284 mg of inotersen by injection once every week.
The maximum duration of each authorization is 6 months.

When requesting continuation of treatment, the physician must confirm that the patient has not reached
stage 3 on the FAP scale or stage 4 on the PND scale. Renewal will not be authorized in presence of a
stage 3 FAP or stage 4 PND disease.

It must be noted that inotersen is not authorized in combination with another disease modifying drug used in
the treatment of transthyretin amyloidosis.

INSULIN ASPART / INSULIN ASPART PROTAMINE:

+ fortreatment of diabetes, where a trial of a premixture of 30/70 insuline did not adequately control the glycemic
profile without causing episodes of hypoglycemia.

INSULIN LISPRO / INSULIN LISPRO PROTAMINE:

+ for treatment of diabetes, where a trial of a premixture of 30/70 insulin did not adequately control the glycemic
profile without causing episodes of hypoglycemia.

INTERFERON BETA-1A, I.M. Inj. Sol.:

+ for treatment of persons who have had a documented first acute clinical episode of demyelinization.
At the beginning of treatment, the physician must provide the results of an MRI showing:
o the presence of at least one non-symptomatic hyperintense T2 lesion affecting at least two of the following
four regions: periventricular, juxtacortical, infratentorial, or spinal cord;
?n(’:he diameter of these lesions being 3 mm or more.

The maximum duration of the initial authorization is one year. When submitting subsequent requests, the
physician must provide evidence of a beneficial effect defined by the absence of a new clinical episode.

Authorizations are given for 30 mcg once per week.
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Interferon beta-1a (.M. Inj. Sol.) remains covered by the basic prescription drug insurance plan for those
insured persons having used this drug in the three months before 2 June 2014, insofar as the physician
provides proof of a beneficial effect defined by the absence of a new clinical episode.

+ for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.

Authorization of the initial request is granted for a maximum of one year. The same applies to requests for
continuation of treatment. In these latter cases, however, the physician must provide proof of a beneficial
clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

Interferon beta-1a (.M. Inj. Sol.) remains covered by the basic prescription drug insurance plan for those
insured persons having used this drug in the three months before 2 June 2014, insofar as the physician
provides proof of a beneficial clinical effect defined by the absence of deterioration. The EDSS score must
remain under 7.

¢ for treatment of persons suffering from secondary progressive multiple sclerosis who have had clinical
episodes of the disease and whose EDSS score is less than 7.

At the beginning of treatment and with each subsequent request, the physician must provide the following
information: number of attacks per year and EDSS score.

The maximum duration of the initial authorization is 12 months. When submitting subsequent requests, the
physician must provide evidence of a beneficial effect (absence of deterioration).

Authorizations are given for 30 mcg once per week.

INTERFERON BETA-1A, S.C. Inj. Sol. and S.C. Inj. Sol. (syr):

+ Persons having experienced a documented first acute clinical episode of demyelinization are eligibile for
continuation of payment of interferon beta-1a (Rebif™) until their condition changes to multiple sclerosis,
insofar as its cost was already covered, under the basic prescription drug insurance plan, in the 365 days
before 3 June 2013.

+ for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.

Authorization of the initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide proof of a
beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

Interferon beta-1a (S.C. Inj. Sol. and S.C. Inj. Sol. (syr)) remain covered by the basic prescription drug
insurance plan for those insured persons having used this drug in the three months before 2 June 2014,
insofar as the physician provides proof of a beneficial clinical effect defined by the absence of deterioration.
The EDSS score must remain under 7.

+ for treatment of persons suffering from secondary progressive multiple sclerosis, whether or not they have
had clinical episodes, and whose EDSS score is less than 7.

At the beginning of treatment and with each subsequent request, the physician must provide the following
information: number of attacks per year, where applicable, and EDSS scale result.

The maximum duration of the initial authorization is 12 months. When submitting subsequent requests, the
physician must provide evidence of a beneficial effect (absence of deterioration).
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Authorizations are given for 22 mcg three times per week.
INTERFERON BETA-1B:
+ for treatment of persons who have had a documented first acute clinical relapse of demyelinization.

At the beginning of treatment, the physician must provide the results of an MRI showing:

¢ the presence of at least one non-symptomatic hyperintense T2 lesion affecting at least two of the following
four regions: periventricular, juxtacortical, infratentorial, or spinal cord;

and

¢ the diameter of these lesions being 3 mm or more.

The maximum duration of the initial authorization is one year. When submitting subsequent requests, the
physician must provide evidence of a beneficial effect defined by the absence of a new clinical episode.

Authorizations will be given for a dose of 8 MIU every two days.

Interferon beta-1b remains covered by the basic prescription drug insurance plan for those insured persons
having used this drug in the three months before 2 June 2014, insofar as the physician provides proof of a
beneficial clinical effect defined by the absence of a new clinical episode.

+ for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.

Authorization of the initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide proof of a
beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

Interferon beta-1b remains covered by the basic prescription drug insurance plan for those insured persons
having used this drug in the three months before 2 June 2014, insofar as the physician provides proof of a
beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

¢ for treatment of persons suffering from secondary progressive multiple sclerosis, whether or not they have
had clinical episodes, and whose EDSS score is less than 7.

At the beginning of treatment and with each subsequent request, the physician must provide the following
information: number of attacks per year, where applicable, and EDSS score.

The maximum duration of the initial authorization is 12 months. When submitting subsequent requests, the
physician must provide evidence of a beneficial effect (absence of deterioration).

* |ISAVUCONAZOLE:

+ for treatment of invasive aspergillosis.
¢ for treatment of invasive mucormycosis.
IVABRADINE HYDROCHLORIDE:

+ for treatment of persons suffering from New York Heart Association (NYHA) class Il or lll heart failure:

¢ who have left ventricular systolic dysfunction with ejection fraction < 35 %;

and

¢ who are in sinus rhythm and have a heart rate at rest of 77 beats per minute or more;
and
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¢ who have been hospitalized, have had a consultation at an emergency department or at a heart failure
clinic, due to an aggravation of their heart failure in the last 12 months;

and

e who have been receiving for at least four weeks a treatment with an angiotensin converting enzyme
inhibitor (ACEI) or an angiotensin Il receptor antagonist (ARA), in combination with a beta blocker and a
mineralocorticoid receptor antagonist, unless there is a contraindication or an intolerance.

IVACAFTOR:

¢ for treatment of cystic fibrosis in persons:

¢ with the G551D mutation in the CFTR protein coding gene;

and

¢ whose pulmonary function is altered to the point of seriously impairing their activities of daily living and
whose best value for forced expiratory volume in 1 second (FEV1) is deteriorating compared to the value
from the two previous years.

The maximum duration of each authorization is 12 months.

When requesting continuation of treatment, the physician must provide evidence of the beneficial clinical
effects defined by:

e an improvement or a stabilization of the FEV1;
and
¢ positive impacts on performing activities of daily living or a decrease in exacerbations (superinfections).

Authorizations are given for a dose of ivacaftor of 150 mg, twice a day.

IXEKIZUMAB:

+ for persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;
and
e in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index
(DQLI) questionnaire;
and
¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;
and
¢ where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of serious intolerance or a
contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;
or
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e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the
DQLI questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for Ixekizumab are given for 160 mg on week 0, for 80 mg on weeks 2, 4, 6, 8, 10 and 12, then
80 mg every four weeks.

for the treatment of moderate or severe psoriatic arthritis of rheumatoid type:

¢ upon initiation of treatment, the person must have eight or more joints with active synovitis and one of the
following four elements must be present:
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.2 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for ixékizumab are given for a dose of 160 mg on week 0, followed by 80 mg every 4 weeks.
for the treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid:

¢ upon initiation of treatment, the person must have at least 3 joints with active synovitis and a score of more
than 1 on the Health Assessment Questionnaire (HAQ);

and

o the disease must still be active despite treatment with two disease modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.
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When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.2 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for ixékizumab are given for a dose of 160 mg on week 0, followed by 80 mg every 4 weeks.
KETOROLAC TROMETHAMINE:
+ for treatment of ocular inflammation in persons for whom ophthalmic corticosteroids are not indicated.
LACOSAMIDE:

+ for adjuvant treatment of persons suffering from refractory partial epilepsy, that is, who have not responded
adequately to at least two antiepileptic drugs.

LACTULOSE:

+ for prevention and treatment of hepatic encephalopathy.

+ for treatment of constipation related to a medical condition.

LANTHANUM CARBONATE HYDRATE:

¢ as a phosphate binder in persons suffering from severe renal failure, where a calcium salt is contraindicated,
is not tolerated, or does not make it possible to optimally control the hyperphosphatemia.

It must be noted that lanthanum hydrate will not be authorized concomitantly with sevelamer or sucroferric
oxyhydroxide.

LAPATINIB:

¢ in association with an aromatase inhibitor for first-line treatment in menopausal women suffering from a
hormone receptor positive metastatic breast cancer with HER-2 overexpression:

¢ who are unable to receive trastuzumab due to a lower left ventricular ejection fraction of less than or equal
to 55 % or due to serious intolerance.

and

e whose ECOG performance status is < 2;

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

+ for treatment of metastatic breast cancer where the tumour over-expresses the HER2 receptor, in association
with capecitabine, in persons whose breast cancer has progressed after administrating a taxane and an
anthracycline, unless one of those drugs is contraindicated.

In addition, the disease must be progressing despite treatment with trastuzumab administered at the
metastatic stage, unless there is a contraindication. The ECOG performance status must be 0 or 1.

The maximum duration of each authorization is four months.
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When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

Lapatinib remains covered by the basic prescription drug insurance plan for those insured persons having
used this drug in the three months before 3 June 2013, insofar as the physician provides evidence of a
beneficial clinical effect by the absence of disease progression.

LAROTRECTINIB :

+ as monotherapy, for treatment of infantile fibrosarcoma or soft-tissue sarcoma that is metastatic or where
surgical resection is likely to result in severe morbidity, in persons:

e whose tumour harbors an NTRK gene fusion;
and
e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

LEDIPASVIR / SOFOSBUVIR:

¢ as monotherapy, for treatment of persons suffering from chronic hepatitis C genotype 1 without
decompensated cirrhosis, who have never received an anti-SCV treatement.

Authorization is granted for a maximum period of eight weeks for persons without compensated cirrhosis and
whose viral load (HCV-RNA) is less than 6 million Ul/ml before treatment. Authorization is granted for a
maximum period of 12 weeks for other persons.

+ as monotherapy, for treatment of persons suffering from chronic hepatitis C genotype 1 without cirrhosis who
have experienced therapeutic failure with an association of ribavirin / pegylated interferon alfa administered
alone or combined with a protease inhibitor.

Authorization is granted for a maximum period of 12 weeks.
¢ in association with ribavirin, for treatment of chronic hepatitis C genotype 1 in persons:

e with compensated cirrhosis and who have experienced therapeutic failure with an association of
ribavirin / pegylated interferon alfa administered alone or combined with a protease inhibitor;

or

¢ with decompensated cirrhosis;

or

¢ who are waiting for an organ transplant or who have received a transplant.

Authorization is granted for a maximum period of 12 weeks.
+ as monotherapy, for treatment of chronic hepatitis C genotype 1 in persons:

o with compensated cirrhosis and a contraindication or a serious intolerance to ribavirin and who have
experienced therapeutic failure with an association of ribavirin / pegylated interferon alfa administered
alone or combined with a protease inhibitor;

or

¢ with decompensated cirrhosis and a contraindication or a serious intolerance to ribavirin;

or

¢ who are waiting for an organ transplant or who have received a transplant and who have a contraindication
or a serious intolerance to ribavirin.
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Authorization is granted for a maximum period of 24 weeks.

LENALIDOMIDE:

¢ for treatment of anemia caused by a myelodysplastic syndrome (MDS) of low-risk or intermediate-1-risk,
according to the IPSS (International Prognostic Scoring System for MDS), accompanied by a deletion 5q
cytogenetic abnormality.
Anemia in this case is characterized by a hemoglobin rate of less than 90 g/L or by transfusion dependence.

For each request, the physician must provide a recent hemoglobin rate result for the person concerned and
a history of the person’s blood transfusions over the past six months.

When requesting continuation of treatment:

¢ in the case of a person with transfusion dependence before the beginning of the treatment, the physician
must provide evidence of a beneficial effect defined by:
- areduction of at least 50 % in blood transfusions, in comparison to the beginning of the treatment.

¢ inthe case of a person who did not have a blood transfusion during the six months preceding the beginning
of the treatment, the physician must provide evidence of a beneficial effect defined by:
- an increase of at least 15 g/L in the hemoglobin rate, in comparison to the rate observed before the

beginning of the treatment;

and
- the maintenance of transfusion independence.

The duration of each authorization is six months.

¢ in association with dexamethasone, for first-line treatment of symptomatic multiple myeloma in persons:

e who are not candidates for a stem cell transplant;

and

e whose ECOG performance status is < 2.

The maximum duration of the initial authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression according to the International Myeloma Working Group criteria.

The maximum duration for subsequent authorizations is six months.

¢ inassociation with dexamethasone, for second-line or subsequent treatment of refractory or recurrent multiple
myeloma in persons whose ECOG performance status is < 2.

The maximum duration of the initial authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression according to the International Myeloma Working Group criteria.

The maximum duration for subsequent authorizations is six months.
It must be noted that lenalidomide is not authorized in association with bortezomib.
¢ in association with dexamethasone, for continuation of treatment of recurrent multiple myeloma in persons:

e whose disease has not progressed during or following a 18-cycle treatment combining carfilzomib,
lenalidomide and dexamethasone;
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and
o whose ECOG performance status is < 2.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression according to the International Myeloma Working Group criteria.

LENVATINIB, 10 mg, 14 mg, 20 mg, 24 mg:

+ as monotherapy, for treatment of advanced or metastatic locally differentiated thyroid cancer, refractory to
radioactive iodine, in persons:

e whose cancer progressed in the last 12 months before the start of lenvatinib;
and
e whose ECOG performance status is < 2.

The maximum duration of each autorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

LENVATINIB, 4 mg, 8 mg, 12 mg:

¢ as monotherapy, for treatment of unresectable hepatocellular carcinoma, in persons:

¢ whose disease corresponds to BCLC stage B or C (Barcelona Clinic Liver Cancer);
and

¢ whose liver function is preserved, corresponding to Child-Pugh A;
and
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is 4 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression, confirmed by imaging.

It must be noted that lenvatinib is not authorized after a failure of sorafenib if it was administered to treat
hepatocellular carcinoma.

LETERMOVIR:

+ for prophylactic treatment of a cytomegalovirus (CMV) infection in persons CMV-seropositive and who have
undergone allogeneic hematopoietic stem cell transplant.

The treatment must have begun in the 28 days following the transplant and have ceased 100 days afterward
at the latest.

LEVOFLOXACINE, Sol. Inh.:

+ for treatment of persons suffering from cystic fibrosis who are chronically infected with Pseudomonas
aeruginosa:

¢ whose condition deteriorates despite treatment with a formulation of tobramycin for inhalation;
or

¢ who are intolerant to a solution of tobramycin for inhalation;

or

¢ who are allergic to tobramycin.
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LINAGLIPTIN:

+ for treatment of type-2 diabetic persons:

¢ as monotherapy when metformin and a sulfonylurea are contraindicated or poorly tolerated;
or

¢ in association with metformin where a sulfonylurea is contraindicated, not tolerated or ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the
patient.

LINAGLIPTIN / METFORMIN hydrochloride:

+ for treatment of type-2 diabetic persons:

¢ where a sulfonylurea is contraindicated, not tolerated or ineffective;
and

¢ where the optimal maximum dose of metformin has been stable for at least one month.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1¢) adapted to the patient.
* LINEZOLID, I.V. Perf. Sol.:

¢ for treatment of proven or presumed methicillin-resistant staphylococci infections, where vancomycin is
ineffective, contraindicated or not tolerated and where linezolid cannot be used orally.

+ for treatment of vancomycin-resistant proven enterococci infections, where linezolide cannot be used orally.
* LINEZOLID, Tab.:

¢ for treatment of proven or presumed methicillin-resistant staphylococci infections, where vancomycin is
ineffective, contraindicated or not tolerated.

+ for treatment of vancomycin-resistant proven enterococci infections.

+ for continuation of treatment of proven or presumed methicillin-resistant staphylococci infections initiated
intravenously in a hospital.

LIRAGLUTIDE:

¢ in association with metformin, for treatment of type-2 diabetic persons whose glycemic control is inadequate
and whose body mass index (BMI) is more than 30 kg/m? when a DPP-4 inhibitor is contraindicated, not
tolerated or ineffective.
Authorization of the initial request is for a maximum duration of 12 months.
When requesting continuation of treatment, the physician must provide evidence of a beneficial effect defined
by a reduction in the glycated hemoglobin (HbA1c) of at least 0.5 % or by the attainment of a target value of
7 % or less.
Authorization is given for a maximum daily dose of 1.8 mg.

Ineffectiveness means the non-attainment of the HbA1. value adapted to the patient.
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LISDEXAMFETAMINE DIMESYLATE:

+ for treatment of persons with attention deficit disorder, with or without hyperactivity.

LOMITAPIDE MESYLATE:

¢ for treatment of adults suffering from homozygous familial hypercholesterolemia (HoFH) confirmed by
genotyping or by phenotyping:

¢ where two hypolipemiants of different classes at optimal doses are not tolerated, are contraindicated or
are ineffective;

and

¢ in association with a low-density lipoprotein (LDL) apheresis treatment, unless acces to an apheresis
centre is especially difficult.

Phenotyping is defined by the following three factors:
- a concentration in the low-density lipoprotein cholesterol (LDL-C) of more than 13 mmol/l before the
beginning of a treatment;
- the presence of xanthomas before age 10;
- the confirmed presence in both parents of heterozygous familial hypercholesterolemia.

The initial request is granted for a maximum period of four months.

Upon subsequent requests, the physician must provide information making it possible to establish the
beneficial effects of the treatment, that is, a decrease of at least 20 % in the LDL-C, compared to the basic
levels.

Authorizations for lomitapide are given for a maximum daily dose of 60 mg.
LUSPATERCEPT :
¢ for treatment of adults with anemia associated with a beta(B)-thalassemia.

Upon the initiation of treatment, the person must:

¢ have a confirmed diagnosis of beta-thalassemia (including a diagnosis of hemoglobin E/B-thalassemia or
B-thalassemia combined with alpha[a]-thalassemia);

and

¢ require regular transfusions of red blood cells defined by = 6 transfused packed red blood cells and with
no transfusion-free period > 35 days during the 24 weeks prior to the beginning of the treatment;

and

¢ not have hemoglobin S/B-thalassemia or a-thalassemia.

Authorizations are given for a maximum dose of 1.25 mg/kg of luspatercept every three weeks.
The maximum duration of each authorization is six months.
When requesting continuation of treatment, the physician must provide information establishing the beneficial
effects of the treatment, namely, a reduction = 4 transfused packed red blood cells during a 24-week period
compared to the base values before the beginning of treatment with luspatercept.
+ for treatment of adults with anemia associated with a myelodysplastic syndrome.
Upon the initiation of treatment, the person must:
e have a confirmed diagnosis of very low- to intermediate-risk myelodysplastic syndrome with ring

sideroblasts according to the Revised International Prognostic Scoring System (IPSS-R);
and
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¢ require regular transfusions of red blood cells defined by = 2 transfused packed red blood cells and with
no transfusion-free period > 56 days during the 16 weeks prior to the beginning of the treatment;

and

e have a ECOG performance status of < 2;

and

¢ not meet the diagnostic criteria for MDS with isolated 5q deletion;

and

¢ have a contraindication, intolerance or ineffectiveness to treatment with erythropoiesis stimulating agents
unless such treatment is not indicated.

Authorizations are given for a maximum dose of 1.75 mg/kg of luspatercept every three weeks.
The maximum duration of each authorization is six months.

Upon the first request for continuation of treatment, the physician must provide information establishing the
beneficial effects of the treatment, namely, a 50% reduction of transfused packed red blood cells during a 16-
week period compared to the base values before the beginning of treatment with luspatercept.

Upon subsequent requests, the physician must provide evidence of a beneficial effect.

MACITENTAN:

¢ for treatment of pulmonary arterial hypertension of WHO functional class Ill that is either idiopathic or
associated with connectivitis and that is symptomatic despite the optimal conventional treatment.

Persons must be evaluated and followed up on by physicians working at designated centres specializing in
the treatment of pulmonary arterial hypertension.

MAGNESIUM HYDROXIDE:

+ for treatment of constipation related to a medical condition.

MAGNESIUM HYDROXYDE / ALUMINUM HYDROXYDE:

¢ as a phosphate binder in persons suffering from severe renal failure.

MARAVIROC:

+ for treatment, in association with other antiretrovirals, of HIV-infected persons for whom the tropism test
carried out during the past three months showed the presence of a CCRS5 tropic virus exclusively, and:

e who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included
delavirdine, efavirenz or nevirapine, unless there is a primary resistance to one of those drugs, and that
resulted:

- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;

or

- in serious intolerance to one of those agents, to the point of calling into question the continuation of the
antiretroviral treatment;

and

¢ who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included a
protease inhibitor and that resulted:

- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;
or
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- in serious intolerance to at least three protease inhibitors, to the point of calling into question the
continuation of the antiretroviral treatment.

Where a therapy including a non-nucleoside reverse transcriptase inhibitor cannot be used because of a
primary resistance to delavirdine, efavirenz or nevirapine, a trial of at least two therapies, each including a
protease inhibitor, is necessary and must have resulted in the same conditions as those listed above.

+ for first-line treatment, in association with other antiretrovirals, of HIV-infected persons for whom the tropism
test carried out during the past three months showed the presence of a CCRS tropic virus exclusively and for
whom a laboratory test showed a resistance to at least one nucleoside reverse transcriptase inhibitor, one
non-nucleoside reverse transcriptase inhibitor and one protease inhibitor, and:

e whose current viral load and another dating back at least one month are greater than or equal to 500
copies/mL;

and

e whose current CD4 lymphocyte count and another dating back at least one month are less than or equal
to 350/pL;

and

o for whom the use of maraviroc is necessary for constituting an effective therapeutic regimen.

MEMANTINE HYDROCHLORIDE:

+ as monotherapy for person suffering from Alzheimer's disease at the moderate or severe stage who are living
at home, specifically, who do not live in a residential and long-term care centre that is either a public institution
or a private institution under agreement.

Upon the initial request, the following elements must be present:

¢ an MMSE score of 3 to 14;
¢ medical confirmation of the degree to which the person is affected (intact domain, mildly, moderately or
severely affected) in the following five domains:
- intellectual function, including memory;
- mood;
- behaviour;
- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.

The duration of an initial authorization for treatment with memantine is six months from the beginning of
treatment.

However, where memantine is used following treatment with a cholinesterase inhibitor, the concomitant use
of both medications is authorized for one month.

Upon subsequent requests, the physician must provide evidence of a beneficial effect confirmed by
stabilization or improvement of symptoms in at least three of the following domains:

- intellectual function, including memory;

- mood,;

- behaviour;

- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);

- social interaction, including the ability to carry on a conversation.

The maximum duration of the authorization is six months.

MEPOLIZUMAB:

+ for treatment of severe eosinophilic asthma in adults presenting or having presented:
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¢ an eosinophil blood level of at least 150 cells/microlitre (0.15 x 10%/1) at the time the treatment with an agent
targeting interleukin-5 (IL-5) is initiated or of at least 300 cells/microlitre (0.3 x 10%1) in the 12 months
preceding the treatment with an agent targeting IL-5;

and

e symptoms that are not controlled despite optimal treatment. Optimal treatment is understood as the use of
an inhaled corticosteroid at a dose equivalent to 1000mcg of propionate fluticasone, a
long-acting 32 agonist, and the trial of a leukotriene receptor antagonist, an inhaled long-acting
antimuscarinic or theophyllin;

and

¢ at least two exacerbations in the last year requiring the use of a systemic corticosteroid or an increase in
the dose of this drug in the case of patients receiving it on an ongoing basis.

The physician must provide the number of exacerbations in the last year, as previously defined, along with
the results of one of the following questionnaires:

¢ Asthma Control Questionnaire (ACQ);

?r Asthma Control Test (ACT);

(-)r St George’s Respiratory Questionnaire (SGRQ);
(.)r Asthma Quality of Life Questionnaire (AQLQ).

Upon the initial request, the physician must have previously ascertained the inhalation technique, compliance
with the pharmacological treatment and the implementation of strategies aimed at reducing exposure to
aeroallergens for which the person had obtained a positive skin test or positive in vitro reactivity test.

The initial authorization is for a maximum duration of eight months.

Upon the second request, the physician must provide information demonstrating the beneficial effects of the
treatment, namely:

e adecrease of 0.5 point or more on the ACQ questionnaire;
?r an increase of 3 points or more on the ACT questionnaire;
?r a decrease of 4 points or more on the SGRQ questionnaire;
?r an increase of 0.5 point or more on the AQLQ questionnaire.

The second request will be authorized for a maximum duration of 12 months.

Upon subsequent requests, the physician must provide proof of the continuation of the beneficial effects on
one of the aforementioned questionnaires or proof of a decrease in the number of annual exacerbations as
previously defined.

Requests for continuation of treatment are authorized for a maximum duration of 12 months.

Authorizations are given for a maximum dose of 100 mg every month.

+ for treatment of severe asthma requiring the use of an oral corticosteroid on an ongoing basis for at least
three months, in adults with an eosinophil blood level of at least 150 cells/microlitre (0.15 x 10%1) at the time
the treatment with an agent targeting interleukin-5 (IL-5) is initiated or of at least 300 cells/microlitre
(0.3 x 10%1) in the 12 months preceding the treatment with an agent targeting IL-5.

The initial authorization is for a maximum duration of eight months.
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Upon the second request, the physician must confirm a decrease in the corticosteroid maintenance dose
equivalent to 10 mg or more of prednisone or of at least 50 % compared to the one before the start of the
mepolizumab treatment.

The second request will be authorized for a maximum duration of 12 months.

Upon subsequent requests, the physician must confirm the continuation of the decrease in the maintenance
dose of the oral corticosteroid.

Requests for continuation of treatment are authorized for a maximum duration of 12 months.

Authorizations are given for a maximum dose of 100 mg every month.
METHYLPHENIDATE HYDROCHLORIDE, L.A. Caps. or L.A. Tab. (12 h):
+ for treatment of persons with attention deficit disorder, with or without hyperactivity.
METRONIDAZOLE, Vag. Gel:
¢ for treatment of bacterial vaginosis during the second and third trimesters of pregnancy.
+ for treatment of bacterial vaginosis where metronidazole administered orally is not tolerated.
* MICAFUNGIN SODIUM:

+ for prevention of fungal infections in persons who will undergo a hematopoietic stem cell transplant.

+ for treatment of invasive candidosis in persons for whom treatment with fluconazole has failed or is
contraindicated, or who are intolerant to such a treatment.

MIGALASTAT:

+ fortreatment of adults with a genetically confirmed diagnosis of Fabry disease carrying a mutation in the alpha
galactosidase A coding gene that is recognized amenable to migalastat.

Upon initiation of treatment, the person must:

¢ show symptoms of the disease, including at least renal, cardiac or neurological impairment;
and

¢ not be receiving a concomitant treatment with an enzyme replacement therapy.

When requesting continuation of treatment, the physician must provide information demonstrating the
beneficial effects on the manifestations that justified the initiation of the treatment or the absence of
progression of the disease.

The maximum duration of each authorization is 24 months.

Authorizations are given for a maximum dose of 123 mg every 2 days.
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MINRAL OIL:

+ for treatment of constipation related to a medical condition.

MIRABEGRON:

+ for treatment of vesical hyperactivity in persons for whom at least one of the antimuscarinic agents indicated
in the regular section of the List is poorly tolerated, contraindicated or ineffective.

MODAFINIL:

¢ for symptomatic treatment of diurnal hypersomnolence accompanying narcolepsy or idiopathic or post-
traumatic hypersomnia, where dexamphetamine sulfate or methylphenidate is ineffective, contraindicated or
not tolerated.

¢ for adjunctive treatment of diurnal hypersomnolence secondary to sleep apnea or hypopnea syndrome that
persists despite the use of a nasal continuous positive airway pressure device.

MULTIVITAMINS:

+ for persons suffering from cystic fibrosis.

NAPROXEN / ESOMEPRAZOLE:

¢ for treatment of medical conditions requiring chronic use of a non-steroidal anti-inflammatory drug in persons
with at least one of the following gastrointestinal complication risk factors:

e person age 65 or over,;

¢ history of uncomplicated ulcer of the upper digestive tract;

e comorbidity, i.e. a serious medical condition predisposing a person to an exacerbation of his/her clinical
condition following the taking of a non-steroidal anti-inflammatory drug;

¢ concomitant drugs predisposing a person to an exacerbated risk of gastrointestinal complications;

¢ use of more than one non-steroidal anti-inflammatory drug.

NATALIZUMAB:

¢ for monotherapy treatment of persons suffering from remitting multiple sclerosis whose EDSS scale score
is < 5 before the treatment and in whom there has been a rapid evolution of the disease, defined as:

¢ the occurrence of two or more incapacitating clinical episodes with partial recovery during the past year;
or
¢ the occurrence of two or more incapacitating clinical episodes with full recovery during the past year and:
- the presence of at least one gadolinium-enhanced lesion on magnetic resonance imaging (MRI);
or
- anincrease of two or more T2 hyperintense lesions in comparison with a previous MRI.

The maximum duration of the authorizations is one year. For continuation of treatment, the physician must
provide evidence of a beneficial effect in comparison with the evaluation carried out before the treatment
began, specifically:

¢ areduction in the annual frequency of incapacitating episodes during the past year;
and

¢ astabilization of the EDSS scale score or an increase of less than 2 points without the score exceeding 5.
An incapacitating episode means an episode during which a neurological examination confirms optical

neuritis, posterior fossa syndrome (cerebral trunk and cervelet) or symptoms revealing that the spinal cord is
affected (myelitis).
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* NETUPITANT / PALONOSETRON CHLORHYDRATE:

*

In association with dexamethasone, for the prevention of nausea and vomiting, on the first day of a highly
emetic chemotherapy treatment.

Authorizations are given for one dose per cycle of chemotherapy.

NILOTINIB:

¢

*

for first-line treatment of chronic myeloid leukemia in the chronic phase.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a hematologic response.
for treatment of chronic myeloid leukemia (CML) in the chronic or accelerated phase in adults:

o for whom imatinib has failed or produced a sub-optimal response;

?r who have serious intolerance to imatinib.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a hematologic response.

NINTEDANIB ESILATE:

¢

*

for treatment of idiopathic pulmonary fibrosis, in persons:

¢ whose forced vital capacity (FVC) is 50 % or more of the predicted value;

and

e whose carbon monoxide diffusing capacity is 30 % to 79 % of the predicted value corrected for
hemoglobin;

and

¢ whose ratio of forced expiratory volume in one second (FEV1) to the FVC (FEV1/FVC) is 0.70 or more.

The initial authorization and requests for continuation of treatment will be authorized for a maximum duration
of 12 months.

Upon subsequent requests, the physician must provide proof of a beneficial clinical effect defined by the
absence of deterioration in the patient’s condition. Deterioration is understood as a decline in FVC, expressed
in a percentage of the predicted value, of 10 % or more in absolute value, in the last 12 months.

Where FVC, expressed in a percentage of the predicted value, declines by 10 % or more in absolute value
over a 12-month period, treatment must cease.

for treatment of chronic fibrosing interstitial lung diseases with a progressive phenotype, other than idiopathic
pulmonary fibrosis, in adults with:

¢ pulmonary fibrosis confirmed by high-resolution CT scan or by a biopsy;

?ni forced vital capacity (FVC) of 45% or more of the predicted value;

flnc; carbon monoxide diffusing capacity of 30% to 79% of the predicted value corrected for hemoglobin;
?ni ratio of forced expiratory volume in one second (FEV1) to the FVC (FEV1/FVC) of 0.70 or more.

Upon the initial request, the physician must provide evidence of the progression of the disease defined by at
least one of the following events occurring in the last 24 months:
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e adecline in FVC, expressed as a percentage of the predicted value, of at least 10% in relative value;

e adecline in FVC, expressed as a percentage of the predicted value, of 5% to less than 10% in relative
value and a worsening of the pulmonary symptoms;

¢ adecline in FVC, expressed as a percentage of the predicted value, of 5% to less than 10% in relative
value and an increase in the extent of the fibrosis confirmed by CT scan;

¢ aworsening of the pulmonary symptoms and an increase in the extent of the pulmonary fibrosis confirmed
by CT scan.

The initial authorization and requests for continuation of treatment will be authorized for a maximum duration
of 12 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of deterioration of the patient’'s condition. Deterioration is understood as a decline in
FVC, expressed in a percentage of the predicted value, of 10 % or more in absolute value, in the last
12 months.

Where FVC, expressed in a percentage of the predicted value, declines by 10 % or more in absolute value
over a 12-month period, treatment must be stopped.

NIRAPARIB TOSYLATE:

# as monotherapy, for maintenance treatment of epithelial ovarian cancer, fallopian tube cancer, or primary
peritoneal cancer, in persons:

¢ who have received at least two platinum-salt chemotherapy protocols;

and

e whose disease has progressed more than six months after the end of the next-to-last platinum-salt
chemotherapy;

and

¢ who obtained an objective tumour response with their last platinum-salt chemotherapy;

and

e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that a maintenance treatment with niraparib is not authorized following failure with a PARP
inhibitor if it has been administered for the treatment of ovarian cancer, fallopian tube cancer, or primary
peritoneal cancer.

¢ as monotherapy, for maintenance treatment of an advanced form (FIGO Il or IV) of high-grade epithelial
ovarian cancer, fallopian tube cancer or primary peritoneal cancer, in persons:

¢ who obtained an objective tumour response with first-line platinum-based chemotherapy;
and
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

The authorization will not be renewed for persons exhibiting a complete response (absence of clinical and

radiological signs of the disease, accompanied by a normal CA-125 level) following 36 months of treatment
with niraparib.
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NITRAZEPAM:

+ to control seizure disorders.

Nevertheless, nitrazepam tablets remain covered under the basic prescription drug insurance plan until
31 May 2016 for insured persons having used this drug in the 90 days preceding 1 June 2015.

NUTRITIONAL FORMULA — CASEIN-BASED (INFANTS AND CHILDREN):

+ forinfants and children who are allergic to complete milk proteins.

In such cases, the maximum duration of the initial authorization is up to the age of 12 months. The results of
an allergen skin test or of re-exposure to milk must be provided in order for utilization to continue.

¢ forinfants and children suffering from galactomsemia and requiring a lactose-free diet.

+ for infants and children suffering from persistent diarrhea or other severe gastrointestinal problems. The
results of re-exposure to milk must be provided in order for utilization to continue.

NUTRITIONAL FORMULA — FOLLOW-UP PREPARATION FOR PREMATURE INFANTS:

¢ forinfants whose birth weight is less than or equal to 1 800 g or who are born after 34 weeks of pregnancy or
less.

In this case, the maximum duration of the authorization will be until one year corrected age, in other words,
until one year after the expected date of birth.

NUTRITIONAL FORMULA — FRACTIONATED COCONUT OIL:
¢ for persons unable to effectively digest or absorb long-chain fatty foods.
NUTRITIONAL FORMULA — KETOGENIC:

¢ for treatment of children under the age of 18 suffering from refractory epilepsy despite the trial over an
adequate period of at least two appropriate and well tolerated anticonvulsive drugs, used either as
monotherapy or combined.

Upon the initial request, the physician must provide the number of seizures per week. This initial request is
authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ adecrease of more than 50 % in the frequency of seizures since the beginning of treatment;
or

¢ adecrease in the severity of seizures.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

NUTRITIONAL FORMULA — KETOGENIC (ALLERGY TO MILK OR SOY PROTEINS) :
+ for enteral or oral feeding of children under age 18:
o suffering from refractory epilepsy, despite the trial over an adequate period of at least two appropriate and

well tolerated anticonvulsive drugs, used as monotherapy or combined.
and

¢ with an allergy or intolerance to milk or soy proteins.
Upon the initial request, the physician must provide the number of seizures per week. This initial request is
authorized for a maximum period of four months.
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When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ adecrease of more than 50% in the frequency of seizures since the beginning of treatment;
or
e adecrease in the severity of seizures.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

NUTRITIONAL FORMULA — KETOGENIC (SEMI-ELEMENTAL) :

¢

for enteral or oral feeding of children under age 18:

¢ suffering from refractory epilepsy, despite the trial over an adequate period of at least two appropriate and
well tolerated anticonvulsive drugs, used as monotherapy or combined.

and

¢ with impaired gastrointestinal function or intolerance to intact proteins.

Upon the initial request, the physician must provide the number of seizures per week before initiation of a
ketogenic formula. This initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of a ketogenic nutritional formula included on the List of medications,
specifically:

¢ a decrease of more than 50% in the frequency of seizures since the beginning of treatment;
or
e adecrease in the severity of seizures.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

NUTRITIONAL FORMULA — MONOMERIC:

L

*

*

*

for enteral feeding.

for oral feeding of persons requiring monomeric nutritional formulas or semi-elemental nutritional formulas as
their source of nutrition in the presence of severe maldigestion or malabsorption disorders and for whom
polymeric formulas are not recommended or not tolerated.

for children suffering from malnutrition, malabsorption or growth failure related to a medical condition.

for persons suffering from cystic fibrosis.

NUTRITIONAL FORMULA — MONOMERIC WITH IRON (INFANTS OR CHILDREN):

*

for infants or children who are allergic to complete milk proteins, soy proteins or multiple dietary proteins and
in whom the utilization of a casein hydrolysate formula has not succeeded in eliminating the symptoms.

In such cases, the maximum duration of the initial authorization is one year. The results of an allergen skin
test or of re-exposure to a casein hydrolysate formula or milk must be provided in order for the authorization
to continue.

for infants or children who are suffering from persistent diarrhea or other severe gastrointestinal problems
and in whom the utilization of a casein hydrolysate formula has not succeeded in eliminating the symptoms.

In such cases, the maximum duration of the initial authorization is one year. The results of re-exposure to a
casein hydrolysate formula or milk must be provided in order for utilization to continue.
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*

for infants or children whose condition requires hospitalization and who have severe gastrointestinal problems
of which the confirmed cause is a bovine protein allergy.

In such cases, the maximum duration of the initial authorization is one year. The results of an allergen skin
test or of re-exposure to a casein hydrolysate formula or milk must be provided in order for the authorization
to continue.

NUTRITIONAL FORMULA — POLYMERIC LOW-RESIDUE:

¢

¢

¢

¢

for enteral feeding.

for total oral feeding of persons requiring nutritional formulas as their source of nutrition in presence of
esophageal dysfunction or dysphagia, maldigestion or malabsorption.

for children suffering from malnutrition, malabsorption or growth failure related to a medical condition.

for persons suffering from cystic fibrosis.

NUTRITIONAL FORMULA — POLYMERIC LOW-RESIDUE — SPECIFIC USE:

¢

for total feeding, whether enteral or oral, of children suffering from Crohn's disease.

NUTRITIONAL FORMULA — POLYMERIC WITH RESIDUE:

¢

¢

¢

L

for enteral feeding.

for total oral feeding of persons requiring nutritional formulas as their source of nutrition in presence of
esophageal dysfunction or dysphagia, maldigestion or malabsorption.

for children suffering from malnutrition, malabsorption or growth failure related to a medical condition.

for persons suffering from cystic fibrosis.

NUTRITIONAL FORMULA — POLYMERIC WITH RESIDUE (INTOLERANCE OR ALLERGY):

¢

For persons with a major intolerance or allergy to milk or soy proteins present in the polymeric nutritional
formulas with residue appearing on the List of Medications and who meet at least one of the following criteria:

o for enteral feeding.

o for total oral feeding of persons requiring nutritional formulas as their source of nutrition in presence of
esophageal dysfunction or dysphagia, maldigestion or malabsorption.

o for children suffering from malnutrition, malabsorption or growth failure related to a medical condition.

o for persons suffering from cystic fibrosis.

NUTRITIONAL FORMULA — POLYMERIZED GLUCOSE:

*

to increase the caloric content of the diet or of other nutritional formulas.

NUTRITIONAL FORMULA — PROTEIN:

*

to increase the protein content of other nutritional formulas.

NUTRITIONAL FORMULA — RENAL FAILURE (CHILD):

L

for enteral or oral feeding of children suffering from renal failure.

NUTRITIONAL FORMULA — SEMI-ELEMENTAL:

¢

for enteral feeding.

Appendix IV - 89



*

¢

for oral feeding in persons requiring monometric nutritional formulas or semi-elemental nutritional formulas as
their source of nutrition in the presence of severe maldigestion or malabsorption disorders and for whom
polymeric formulas are not recommended or not tolerated.

for children suffering from malnutrition, malabsorption or growth failure related to a medical condition.

for persons suffering from cystic fibrosis.

NUTRITIONAL FORMULA — SEMI ELEMENTAL, VERY HIGH PROTEIN:

*

for enteral feeding of persons requiring semi-elemental nutritional formulas as their source of nutrition in the
presence of malabsorbtion, and whose nutritional needs in proteins have significantly increased.

NUTRITIONAL FORMULA — SKIM MILK / COCONUT OIL:

+ for persons unable to effectively digest or absorb long-chain fatty foods.
OBETICHOLIC ACID:
+ for treatment of primary biliary cholangitis:
e in association with ursodiol in adults who do not adequately respond to it after a treatment lasting a
minimum of 12 months;
or
¢ as monotherapy in adults with an intolerance to ursodiol.
Upon the initial request, the person must have one of the following:
- an alkaline phosphatase level of at least 1.67 times the upper limit of normal;
- atotal bilirubin level exceeding the upper limit of normal, but under twice this limit.
The initial request is authorized for a maximum of 12 months.
When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically, a reduction in the alcaline phosphatase level or
the total bilirubin level compared to the values before the beginning of the treatment with obeticholic acid.
Requests for the continuation of treatment are authorized for a period of 12 months.
OCRELIZUMAB:
+ for treatment of persons suffering from primary progressive multiple sclerosis whose EDSS score is from 3.0
t0 6.5;
Authorizations, for the initial request and for requests for continuation of treatment, are for a maximum
duration of one year. Upon subsequent requests, the physician must provide evidence that the EDSS score
remains under 7.
+ for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.
Authorization of the initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide proof of a
beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.
OFATUMUMAB:
+ for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year

and whose EDSS score is less than 7.
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Authorization of the initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide evidence
of a beneficial clinical effect defined by the absence of deterioration. The EDSS score must remain under 7.

OLAPARIB:

+ for maintenance treatment of epithelial ovarian cancer, fallopian tube cancer, or primary peritoneal cancer,
with a BRCA1 or BRCA2 mutation, in persons:

¢ who have received at least two platinum-salt chemotherapy protocols;

and

e whose disease has progressed more than six months after the end of the next-to-last platinum-salt
chemotherapy;

and

¢ who obtained an objective tumour response with their last platinum-salt chemotherapy;

and

e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that a maintenance treatment with olaparib is not authorized following the failure of a PARP
inhibitor if it was administered for the treatment of ovarian cancer, fallopian tube cancer, or primary peritoneal
cancer.

+ as monotherapy for maintenance treatment of an advanced form (FIGO Ill or IV) of high-grade epithelial
ovarian cancer, fallopian tube cancer, or primary peritoneal cancer, with a BRCA1 or BRCA2 mutation, in
persons:

¢ who obtained an objective tumour response with first-line platinum-based chemotherapy;
and
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

The authorization will not be renewed for persons who exhibited a complete response (absence of clinical
and radiological signs of the disease, accompanied by a normal CA-125 level) following 24 months of
treatment with olaparib.

+ as monotherapy, for treatment of metastatic castration-resistant prostate cancer, in persons:

¢ with a germinal or somatic BRCA gene mutation;

and

¢ whose disease has progressed during or following a treatment with an androgen synthesis inhibitor or a
second-generation androgen receptor inhibitor;

and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.
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OLODATEROL HYDROCHLORIDE / TIOTROPIUM MONOHYDRATED BROMIDE:

+ for maintenance treatment of persons suffering from chronic obstructive pulmonary disease (COPD) for whom

using a long-acting bronchodilator for at least 3 months has not allowed an adequate control of the symptoms
of the disease.

The initial authorization is given for a maximum duration of 6 months. For a subsequent request, the physician
will have to provide proof of a beneficial clinical effect.

It must be noted that this association (long-acting 32 agonist and long-acting antimuscarinic) must not be
used concomitantly with a long-acting bronchodilator (long-acting 32 agonist or long-acting antimuscarinic)
alone or in association with an inhaled corticosteroid.

OMALIZUMAB:

¢ fortreatment of persons suffering from moderate to severe idiopathic chronic urticaria, whose Urticaria Activity

Score 7 (UAS7) is equal to or greater than 16, despite the use of antihistamines at optimized doses.

When requesting the continuation of treatment, the physician must provide proof of a complete response
lasting less than 12 weeks or of a partial response. A complete response means the attainment of a UAS7
score less than or equal to 6, while a partial response corresponds to a reduction of at least 9.5 points on the
UAS7 score compared to the initial score, without attaining a value less than or equal to 6.

Where the patient has a complete response lasting 12 or more weeks, the treatment must be stopped. For a
subsequent request, the physician will have to provide information showing a relapse. A relapse is defined as
the attainment of a UAS7 score equal to or greater than 16 following a complete response.

Authorizations are given for a maximum of 24 weeks at a maximum dose of 300 mg every four weeks.

ONABOTULINUMTOXIN A:

L

*

for treatment of cervical dystonia, blepharospasm, strabismus and other severe spasticity conditions.

for treatment of adults suffering from severe axillary hyperhidrosis causing significant effects on the functional
and psychosocial levels, where an aluminum chloride preparation of at least 20 % used for one month or
more according to the recommendations to maximize its effect and tolerance has proven ineffective.

In the initial request for authorization, the physician must document the above-mentioned effects.
Authorization will then be granted for four months for a dose of 100 units of this drug.

Upon subsequent requests, the physician must show evidence of a beneficial effect in the form of a decrease
in sudation and an observed improvement on the functional and psychosocial levels.

* ONDANSETRON:

L

*

during the first day of a moderately or highly emetic chemotherapy treatment.
during a moderately or highly emetic radiotherapy treatment.

in children during emetic chemotherapy or radiotherapy.

during:

e a chemotherapy treatment undergone by persons for whom the conventional antiemetic therapy is
ineffective, contraindicated or poorly tolerated and who are not receiving aprepitant or fosaprepitant;

or

¢ a radiotherapy treatment undergone by persons for whom the conventional antiemetic therapy is
ineffective, contraindicated or poorly tolerated.
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OSIMERTINIB:

+ for treatment of unresectable locally advanced or metastatic non-small-cell lung cancer with an EGFR T790M
mutation, in persons:

¢ whose disease has progressed during or following a treatment with an EGFR tyrosine kinase inhibitor;
and
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

+ for first-line treatment of persons suffering from a locally advanced unresectable or metastatic non-small-cell
lung cancer, having an activating mutation of the EGFR tyrosine kinase, and whose ECOG performance
statusis < 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression, confirmed by imaging.

It must be noted that osimertinib is not authorized following its failure, if it was administered for the treatment
of non-small cell lung cancer.

+ for adjuvant treatment of non-small cell lung cancer expressing an exon 19 deletion or an exon 21 substitution
(L858R) of EGFR, having a pathological stage IB to IlIA according to the American Joint Committee on
Cancer (AJCC), in persons:

e whose cancer has been completely resected;

and

¢ with resection within the previous 26 weeks for those who received adjuvant chemotherapy or within the
previous 10 weeks for those who did not;

and

¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease recurrence, confirmed by imaging.

The maximum total duration of treatment is 36 months.
OXCARBAZEPINE:

+ for treatment of epilepsy.

¢ for persons for whom carbamazepine is not tolerated or is contraindicated, or for whom treatment with
carbamazepine has failed.

OXYBUTYNINE, Patch:

+ for treatment of vesical hyperactivity in persons for whom at least one of the antimuscarinic agents indicated
in the regular section of the List is poorly tolerated, contraindicated or ineffective.

OXYCODONE, L.A. Tab.:

+ when two other opiates are not tolerated, contraindicated or ineffective.
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Long-acting oxycodone is covered under the basic prescription drug insurance plan for insured persons
having used that medication from 1 March 2012 to 15 July 2012.

OXYHYDROXYDE SUCRO FERRIC:

¢ as a phosphate binder in persons suffering from severe renal failure where a calcium salt is contraindicated,
is not tolerated, or does not make it possible to optimally control the hyperphosphatemia.

It must be noted that taking this medication concomitantly with sevelamer or lanthanum hydrate is not
authorized.

PALBOCICLIB:

# inassociation with a non-steroidal aromatase inhibitor, for first-line treatment of unresectable locally advanced
or metastatic breast cancer, positive for hormone receptors and without HER-2 receptor overexpression, in
menopausal women whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that palbociclib is not authorized in cases of resistance to a non-steroidal aromatase inhibitor
administered in a neoadjuvant or adjuvant context for breast cancer. Resistance is defined by a progression
occurring during or within 12 months after taking of an aromatase inhibitor.

¢ inassociation with fulvestrant, for treatment of advanced or metastatic breast cancer, positive for the hormone
receptors but not over-expressing the HER2 receptor, in women with an ECOG performance status of 0 or 1:

¢ whose disease has progressed during an adjuvant endocrine treatment or in the 12 months following its
discontinuation;

or

e whose metastatic disease has progressed during an endocrine treatment.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression.

It must be noted that palbociclib is not authorized following the failure of a CDK 4/6 inhibitor if it was
administered for the treatment of breast cancer.

PARAFFIN / MINERAL OIL:

+ for treatment of keratoconjunctivitis sicca or other severe conditions accompanied by markedly reduced tear
production.

PATISIRAN:

¢ for treatment of polyneuropathy in adults suffering from hereditary transthyretin-mediated amyloidosis
(hATTR).
Upon initiation of treatment, the person:

¢ must have received genetic confirmation of hATTR;

and

¢ must have a Neuropathy Impairment Score (NIS) of 5 to 130 points;
and
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e must have an ambulatory condition corresponding to stage 1 or 2 on the Functional Ambulation
Performance (FAP) scale or to stage 1, 2, 3a or 3b on the polyneuropathy disability (PND) scale ;

and

e must not have cardiomyopathy that corresponds to class Ill or IV of the New York Heart Association
(NYHA) Functional Classification.

Authorizations are given for a maximum dose of 0.3 mg/kg of patisiran once every 3 weeks, up to a maximum
dose of 30 mg.

The maximum duration of each authorization is 6 months.

When requesting continuation of treatment, the physician must confirm that the patient has not reached
stage 3 on the FAP scale or stage 4 on the PND scale. Renewal will not be authorized in presence of a
stage 3 FAP or stage 4 PND disease.

It must be noted that patisiran is not authorized in combination with another disease modifying drug used in
the treatment of transthyretin amyloidosis.

PAZOPANIB HYDROCHLORIDE:

¢

for first-line treatment of a metastatic renal adenocarcinoma characterized by the presence of clear cells, in
persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

* PEGFILGRASTIM:

¢

for treatment of persons undergoing cycles of moderately or highly myelosuppresive chemotherapy (> 40
percent risk of febrile neutropenia).

for treatment of persons at risk of developing severe neutropenia during chemotherapy.

in subsequent cycles of chemotherapy, for treatment of persons having suffered from severe neutropenia
(neutrophil count below 0.5 X 10%1) during the first cycles of chemotherapy and for whom a reduction in the
antineoplastic dose is inappropriate.

in subsequent cycles of curative chemotherapy, for treatment of persons having suffered from neutropenia
(neutrophil count below 1.5 X 10%1) during the first cycles of chemotherapy and for whom a reduction in the
dose or a delay in the chemotherapy administration plan is unacceptable.

PEGINTERFERON ALFA-2A:

L

*

for treatment of persons suffering from chronic hepatitis C for whom ribavirin is contraindicated:

¢ in the presence of hereditary hemolytic anemia (thalassemia and others);
or
¢ in the presence of severe renal failure (creatinine clearance less than or equal to 35 mL/min).

The initial request is authorized for a maximum of 20 weeks. The authorization will be renewed if the decrease
in the HCV-RNA is greater than or equal to 1.8 log after 12 weeks of treatment. The authorization will then be
given for a maximum of 12 weeks. The request will be renewed if the HCV-RNA is negative after 24 weeks
of treatment. The total duration of treatment will be 48 weeks.

for treatment of persons suffering from chronic hepatitis C for whom ribavirin is not tolerated:
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¢

¢ in persons who have developed severe anemia while taking ribavirin, despite a decrease in the dosage to
600 mg per day (Hb < 80 g/L or < 100 g/L if co-morbidity of the atherosclerotic heart disease type);

or

e in persons who have developed a severe intolerance to ribavirin: appearance of an allergy, of an
incapacitating skin rash or of incapacitating dyspnea with effort.

The initial request is authorized for a maximum of 20 weeks. The authorization will be renewed if the decrease
in the HCV-RNA is greater than or equal to 1.8 log after 12 weeks of treatment. The authorization will then be
given for a maximum of 12 weeks. The request will be renewed if the HCV-RNA is negative after 24 weeks
of treatment. The total duration of treatment will be 48 weeks.

for treatment of HBeAg-negative chronic hepatitis B. The request is authorized for a maximum of 48 weeks.

PENTOXIFYLLINE:

¢

for treatment of persons suffering from serious and chronic peripheral vascular ailments, specifically:

¢ in the case of venous insufficiency with cutaneous ulcer (or antecedents);
¢ in the case of arterial insufficiency with cutaneous ulcer (or antecedents), gangrene, antecedents of
amputation or pain at rest.

PERAMPANEL:

¢

for adjunctive treatment of persons suffering from refractory partial epilepsy, that is, following the failure of
two appropriate and tolerated antiepileptic drugs (used either as monotherapy or in combination).

as adjunctive treatment of persons suffering from refractory primary generalized tonic-clonic epilepsy
seisures, i.e. following a failure with two appropriate and tolerated antiepileptic drugs (used as monotherapy
or combined).

PIMECROLIMUS:

*

for treatment of atopical dermatitis in children, where a topical corticosteroid treatment has failed.

PIOGLITAZONE HYDROCHLORIDE:

+ for treatment of type-2 diabetic persons:
¢ in association with metformin where a sulfonylurea is contraindicated, not tolerated or ineffective;
¢ in association with a sulfonylurea where metformin is contraindicated, not tolerated or ineffective;
¢ where metformin and a sulfonylurea cannot be used because of a contraindication or an intolerance to
those drugs;
¢ in association with metformin and a sulfonylurea where going to insulin therapy is indicated but the person
is not in a position to receive it;
¢ who are suffering from renal failure.
However, pioglitazone remains covered by the basic prescription drug insurance plan for those insured
persons having used this drug in the three months before 1 October 2009 and if its cost was already covered
under that plan as part of the indications provided in the appendix hereto.
Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
For information purposes, the association of pioglitazone and insulin and the association of rosiglitazone and
insulin increase the risk of congestive heart failure.
PIRFENIDONE:
+ for treatment of idiopathic pulmonary fibrosis, in persons:
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¢ whose forced vital capacity (FVC) is 50 % or more of the predicted value;

and

e whose carbon monoxide diffusing capacity is 30 % to 79 % of the predicted value corrected for
hemoglobin;

and

¢ whose ratio of forced expiratory volume in one second (FEV1) to the FVC (FEV1/FVC) is 0.70 or more.

The initial authorization and requests for continuation of treatment will be authorized for a maximum duration
of 12 months.

Upon subsequent requests, the physician must provide proof of a beneficial clinical effect defined by the
absence of deterioration in the patient’s condition. Deterioration is understood as a decline in FVC, expressed
in a percentage of the predicted value, of 10 % or more in absolute value, in the last 12 months.

Where FVC, expressed in a percentage of the predicted value, declines by 10 % or more in absolute value
over a 12-month period, treatment must cease.

It must be noted that pirfenidone will not be authorized in association with nintedanib.
POLYETHYLENE GLYCOL:
+ for treatment of constipation related to a medical condition.

POLYETHYLENE GLYCOL / SODIUM (sulfate) / SODIUM (bicarbonate) / SODIUM (chloride) /
POTASSIUM (chloride):

+ for treatment of constipation related to a medical condition.

POLYVINYL ALCOHOL:

+ for treatment of keratoconjunctivitis sicca or other severe conditions accompanied by markedly reduced tear
production.

POMALIDOMIDE:

¢ in association with dexamethasone, for third-line treatment or beyond of multiple myeloma in persons:

¢ whose disease was refractory to the last line of treatment received,;

and

¢ whose disease has progressed during or following a treatment with bortezomib and with lenalidomide,
unless there is a serious intolerance or a contraindication;

and

e whose ECOG performance status is < 2.

The maximum duration of each authorization is 4 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression according to the International Myeloma Working Group criteria.

Authorization is granted for a maximum daily dose of 4 mg.
It must be noted that pomalidomide will not be authorized in association with bortezomib.

* POSACONAZOLE:

+ for prevention of invasive fungal infections in persons having developed neutropenia following chemotherapy
to treat acute myeloid leucemia or myelodysplastic syndrome.
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+ for treatment of invasive aspergillosis in persons for whom first-line treatment has failed or is contraindicated,
or who are intolerant to such a treatment.

* PRASUGREL:

+ where acute coronary syndrome occurs, for prevention of ischemic vascular manifestations, in association
with acetylsalicylic acid, in persons for whom percutaneous coronary angioplasty has been performed.

The duration of the authorization will be 12 months.

PROGESTERONE, Vag. Gel (App.) and Vag. Tab. (eff.):

+ for women, as part of an assisted procreation activity.

PROPRANOLOL HYDROCHLORIDE, Oral Sol.:

¢ for treatment of proliferating infantile hemangiomas requiring systematic treatment, that is, those entailing a
life-threatening or functional risk, those which are ulcerated and painful or not responding to simple wound
care and those associated with a risk of permanent scarring or disfigurement.

PSYLLIUM MUCILLOID:

+ for treatment of constipation related to a medical condition.

+ for treatment of chronic diarrhea.

QUANTITATIVE GLUCOSE BLOOD TEST (ORACLE):

¢ for glycemia measurement in diabetic persons with a visual impairment, that is, who are permanently
incapable of reading, writing, or moving about in a unfamiliar environment or carrying out their everyday
activities or their social roles.

However, the Oracle reactive quantitative blood glucose test strips remain covered for insured persons
having used them in the three months preceding 3 February 2021.

QUANTITATIVE PROTHROMBIN-TIME BLOOD TEST:

¢ tomeasure the international normalized ratio (INR) in persons who require long-term oral anticoagulation with
a vitamin K antagonist and who perform this monitoring using a coagulometer that they own, according to
one of the following options:

self-testing: the patient measures the INR and communicates the result to a healthcare professional who
adjusts, or not, the dosage of the vitamin K antagonist;

self-management: the patient measures the INR, interprets the result and, if needed, adjusts the dosage
of the vitamin K antagonist himself/herself according to an algorithm.

RANIBIZUMAB:

¢ for treatment of age-related macular degeneration in the presence of choroidal neovascularization. The eye
to be treated must meet the following four criteria:

optimal visual acuity after correction between 6/12 and 6/96;

linear dimension of the lesion less than or equal to 12 disc areas;

absence of significant permanent structural damage to the centre of the macula. The structural damage is
defined by fibrosis, atrophy or a chronic disciform scar such that, according to the treating physician, it
precludes a functional benefit;

progression of the disease in the last three months, confirmed by retinal angiography, optical coherence
tomography or recent changes in visual acuity.
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The initial request is authorized for a maximum of four months. Upon subsequent requests, the physician
must provide information making it possible to establish a beneficial clinical effect, consisting in a stabilization
or improvement of the medical condition shown by retinal angiography or by optical coherence tomography.
Authorizations will then be given for a maximum of 12 months.

Authorizations are given for one dose per month,per eye. Ranibizumab will not be authorized concomitantly
with aflibercept or verteporfin for treatment of the same eye.

However, ranibizumab remains covered by the basic prescription drug insurance plan for those insured
persons having used this drug in the 12 months before 1 February 2010 and if its cost was already covered
under that plan as part of the indications provided in the appendix hereto.

for treatment of visual deficiency caused by diabetic macular edema. The eye to be treated must meet the
following two criteria:

¢ optimal visual acuity after correction between 6/9 and 6/96;
¢ thickness of the central retina > 250 pm.

The initial request is authorized for a maximum of four months.

Upon subsequent requests, the physician must provide information making it possible to establish a beneficial
clinical effect, consisting in a stabilization or an improvement of the visual acuity measured on the Snellen
scale and a stabilization or an improvement of the macular edema assessed by optical coherence
tomography. Requests for renewal will be authorized for a maximum period of 12 months.

Authorizations are given for a maximum of one dose per month, per eye.

It must be noted that ranibizumab will not be authorized concomitantly with aflibercept to treat the same eye.

for treatment of visual deficiency due to macular edema secondary to central retinal vein occlusion. The eye
to be treated must meet the following three criteria:

o optimal visual acuity after correction between 6/12 and 6/96;
o thickness of the central retina > 250 pm;
¢ absence of afferent pupillary defect.

The initial request is authorized for a maximum of four months.

Upon subsequent requests, the physician must provide information making it possible to establish a beneficial
clinical effect, consisting in a stabilization or an improvement of the visual acuity measured on the Snellen
scale and a stabilization or an improvement of the macular edema assessed by optical coherence
tomography. Requests for renewal will be authorized for a maximum period of 12 months. Authorizations are
given for a maximum of one dose per month, per eye.

It must be noted that ranibizumab will not be authorized concomitantly with aflibercept to treat the same eye.
for treatment of visual deficiency due to choroidal neovascularization secondary to pathologic myopia.

The eye to be treated must meet the following three criteria:

e myopia of at least -6 diopters;

¢ optimal visual acuity after correction between 6/9 and 6/96;

e presence of intraretinal or subretinal fluid or presence of active leakage secondary to choroidal

neovascularization, observed by retinal angiography or by optical coherence tomography.

The initial request is authorized for a maximum duration of four months.
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When requesting continuation of treatment, the physician must provide information making it possible to
establish a beneficial clinical effect, consisting in a stabilization or improvement of the medical condition
shown by retinal angiography or by optical coherence tomography. The request for continuation of treatment
will be authorized for a maximum of eight months.

Authorizations are given for a maximum of one dose per month, per eye. The maximum total duration of
treatment will be 12 months.

It must be noted that ranibizumab will not be authorized concomitantly with verteporfin for treatment of the
same eye.

RASAGILINE MESYLATE:

+ for persons suffering from Parkinson's disease with motor fluctuations, despite levodopa therapy.

REGORAFENIB monohydrate:

+ as monotherapy, for treatment of an inoperable, reccurent or metastatic gastrointestinal stromal tumour in
persons:

¢ whose disease has progressed despite the administration of a treatment with imatinib and sunitinib, unless
there is a serious intolerance or a contraindication;
¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

+ as monotherapy, for treatment of hepatocellular carcinoma refractory to sorafenib in persons:

¢ who tolerated an earlier treatment with sorafenib, tolerance defined as the administration of a dose greater
than or equal to 400 mg per day for at least 20 of the last 28 days prior to stopping treatment with sorafenib;

and

e whose liver function is preserved, corresponding to Child-Pugh A;

and

e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is 4 months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression, confirmed by imaging.

RIBAVIRIN:

+ for treatment of persons suffering from chronic hepatitis C genotype 2 or 3 receiving a sofosbuvir-based
treatment, according to the recognized payment indication. Authorization will be granted for a maximum
period of 12 weeks for genotype 2 and 24 weeks for genotype 3.

+ for treatment of persons suffering from chronic hepatitis C genotype 1 receiving the ledipasvir / sofosbuvir
combination, according to the recognized payment indication. Authorization is granted for a maximum period
of 12 weeks.

+ for treatment of persons suffering from chronic hepatitis C with decompensated cirrhosis and receiving the

association of sofosbuvir / velpatasvir, according to the recognized payment indication. Authorization is
granted for a maximum period of 12 weeks.
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*

for treatment of persons suffering from chronic hepatitis C of genotype 1 or 4 who are receiving the association
of elbasvir/grazoprevir, according to the recognized payment indication. Authorization is granted for a
maximum period of 16 weeks.

RIBOCICLIB SUCCINATE:

¢ in association with a non-steroidal aromatase inhibitor, as an initial endocrine therapy for unresectable locally
advanced or metastatic breast cancer, positive for hormone receptors and without HER-2 receptor
overexpression, in women whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

Women in premenopause or perimenopause must receive a luteinizing hormone-releasing hormone (LHRH)
agonist.

It must be noted that ribociclib is not authorized in cases of resistance to a non-steroidal aromatase inhibitor
administered in a neoadjuvant or adjuvant context for breast cancer. Resistance is defined by a progression
occurring during or within 12 months after taking of an aromatase inhibitor.

# in association with fulvestrant, for treatment of unresectable locally advanced or metastatic breast cancer,
positive for the hormone receptors and without HER-2 receptor overexpression, in menopausal women
whose ECOG performance status is 0 or 1, and:
¢ whose cancer has been newly diagnosed;
or
e whose cancer has progressed during or after treatment with endocrine therapy.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

It must be noted that ribociclib is not authorized following the failure of a CDK 4/6 inhibitor if it was
administered for the treatment of breast cancer.

* RIFAXIMIN:

+ for the prevention of recurrences of hepatic encephalopathy in cirrhotic persons for whom lactulose taken
optimally did not adequately prevent the occurrence of overt episodes.

Unless there is serious intolerance or a contraindication, lactulose must be administered concomitantly.

RILUZOLE:

+ for treatment of amiotrophic lateral sclerosis in patients who have had symptoms of the disease for less than

5 years, whose vital capacity is more than 60 % of the predicted value and who have not undergone a
tracheotomy.

Upon the initial request (new case), the physician must indicate the date on which symptoms of the disease
began and the patient's vital capacity measurement, and must confirm that the patient has not undergone a
tracheotomy. The maximum duration of the initial authorization is six months.

Upon subsequent requests, and for patients already being treated, the physician must confirm that the patient

has not undergone a tracheotomy. The maximum duration of authorization is six months. No renewal will be
authorized in the presence of a tracheotomy.
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RIOCIGUAT:

+ as monotherapy, for treatment of chronic thromboembolic pulmonary hypertension of WHO functional class
Il or Ill that is either inoperable or persistent, or recurrent after a surgical treatment.

Persons must be evaluated and followed up on by physicians working at currently designated centres
specializing in the treatment of pulmonary arterial hypertension.

RISANKIZUMAB:

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;

and

¢ in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index (DQLI)
questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;

and

e where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of serious intolerance or a
serious contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the DQLI
questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for risankizumab are given for 150 mg on weeks 0 and 4, then every 12 weeks thereafter.

RISDIPLAM:

¢ for treatment of 5q spinal muscular atrophy confirmed by a genetic test showing a biallelic mutation or deletion
of the SMN1 gene.

Upon initiation of treatment, the person must:

e be aged 2 months and older;
and
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e show two, three or four copies of the SMN2 gene;

and

e show symptoms of the disease;

and

e do not depend on permanent ventilation. Permanent ventilation is defined by the use of respiratory
assistance (invasive or non-invasive) for 16 hours or more per day, during more than 21 consecutive days,
except where it is related to a reversible acute episode;

and

e have discontinued treatment with nusinersen, if applicable;

and

¢ not have been treated with onasemnogene abeparvovec.

Authorizations are given for a maximum dose of 5 mg per day. The maximum duration of each authorization
is 12 months.

Persons treated with risdiplam cannot be treated with nusinersen afterwards.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the absence of significant deterioration of the motor functions, namely:

¢ the absence of permanent ventilation;

and

¢ the absence of exclusive nasogastric or gastrostomy feeding;
and

e a stabilization or improvement of the medical condition.

RITUXIMAB:

¢ for treatment of moderate or severe rheumatoid arthritis, in association with methotrexate, or with leflunomide
in the case of intolerance or contraindication to methotrexate.

Upon the initial request:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment of sufficient duration with a tumour necrosis factor alpha
inhibitor (anti-TNFa) included on the lists of medications as first-line biological treatment of rheumatoid
arthritis, or with a biological agent having a different mechanism of action, included for the same purposes,
when there is a serious intolerance or contraindication to anti-TNFa.

The initial authorization is given for a maximum period of six months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish a treatment response observed during the first six months after the last perfusion. A treatment
response is defined by:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.
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Administering a subsequent treatment is possible if the disease is still not in remission or if, following
attainment of a remission, the disease is reactivated.

Requests for continuation of treatment are authorized for a minimum period of 12 months and a maximum of
2 treatments.

A treatment comprises 2 perfusions of rituximab of 1 000 mg each.
RITUXIMAB (granulomatosis with polyangiitis or microscopic polyangiitis):

¢ for treatment of adults with severe form of granulomatosis with polyangiitis or microscopic polyangiitis, which
could lead to organ failure or be life-threatening.

RIVAROXABAN, 2,5 mg:

+ for secondary prevention of cardiovascular events, in combination with low dose acetylsalicylic acid, in
patients with coronary artery disease and peripheral artery disease.

* RIVAROXABAN, 10 mg:

+ for prevention of venous thromboembolism following a knee arthroplasty.
The maximum duration of the authorization is 14 days.

+ for prevention of venous thromboembolism following a hip arthroplasty.

The maximum duration of the authorization is 35 days.

* RIVAROXABAN, 15 mg and 20 mg:

¢ for the treatment of persons suffering from venous thromboembolism (deep vein thrombosis and pulmonary
embolism).

Authorizations are granted for a 15 mg dose twice a day during the first three weeks of treatment, followed
by a daily dose of 20 mg.

The maximum duration of the authorization for the treatment of deep vein thrombosis is 6 months.

+ for the prevention of stroke and systemic embolic event in persons with non-valvular atrial fibrillation requiring
anticoagulant therapy.

RIVASTIGMINE:

+ as monotherapy for persons suffering from Alzheimer's disease at the mild or moderate stage.
Upon the initial request, the following elements must be present:

e an MMSE score of 10 to 26, or as high as 27 or 28 if there is proper justification;
¢ medical confirmation of the degree to which the person is affected (intact domain, mildly, moderately or
severely affected) in the following five domains:
- intellectual function, including memory;
- mood,;
- behaviour;
- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.

The duration of an initial authorization for treatment with rivastigmine is six months from the beginning of
treatment.
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However, where the cholinesterase inhibitor is used following treatment with memantine, the concomitant use
of both medications is authorized for one month.

Upon subsequent requests, the physician must provide evidence of a beneficial effect confirmed by each of
the following elements:

e an MMSE score of 10 or more, unless there is proper justification;
e a maximum decrease of 3 points in the MMSE score per six-month period compared with the previous
evaluation, or a greater decrease accompanied by proper justification;
¢ stabilization or improvement of symptoms in one or more of the following domains:
- intellectual function, including memory;
- mood;
- behaviour;
- autonomy in activities of daily living (ADL) and in instrumental activities of daily living (IADL);
- social interaction, including the ability to carry on a conversation.

The maximum duration of authorization is 12 months.

ROSIGLITAZONE MALEATE:

¢

for treatment of type-2 diabetic persons:

¢ in association with metformin where a sulfonylurea is contraindicated, not tolerated or ineffective;

¢ in association with a sulfonylurea where metformin is contraindicated, not tolerated or ineffective;

¢ where metformin and a sulfonylurea cannot be used because of a contraindication or an intolerance to
those drugs;

¢ in association with metformin and a sulfonylurea where going to insulin therapy is indicated but the person
is not in a position to receive it;

¢ who are suffering from renal failure.

However, rosiglitazone remains covered by the basic prescription drug insurance plan for those insured
persons having used this drug in the three months before 1 October 2009 and if its cost was already covered
under that plan as part of the indications provided in the appendix hereto.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1¢) adapted to the patient.

For information purposes, the association of pioglitazone and insulin and the association of rosiglitazone and
insulin increase the risk of congestive heart failure.

ROSIGLITAZONE MALEATE / METFORMIN HYDROCHLORIDE:

*

for treatment of type-2 diabetic persons under treatment with metformin and a thiazolidinedione and whose
daily doses have been stable for at least three months.

These persons must also fulfill the requirements of the recognized payment indication for thiazolidinediones.

However, the rosiglitazone / metformin association remains covered by the basic prescription drug
insurance plan for those insured persons having used this drug in the three months before 1 October 2009
and if its cost was already covered under that plan as part of the indications provided in the appendix hereto.

ROTIGOTINE:

L

in association with levodopa, for treatment of patients suffering from advanced-stage Parkinson’s disease.
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+ for treatment of moderate to severe signs and symptoms associated with idiopathic restless legs syndrome,
when another dopamine agonist is ineffective or when the oral route cannot be used.

RUFINAMIDE:

+ for persons suffering from Lennox-Gastaut syndrome where at least three antiepileptics are contraindicated,
not tolerated or ineffective.

The initial request is authorized for a maximum of three months.

Upon subsequent requests, the physician must provide information making it possible to establish a treatment
response, i.e. a decrease in the number or intensity of convulsive seizures or quicker recovery after a postictal
phase. Authorizations for subsequent requests will be granted for a period of 12 months.

RUXOLITINIB PHOSPHATE:

¢ for treatment of splenomegaly associated with primary myelofibrosis, myelofibrosis secondary to
polycythemia vera or essential thrombocythemia in persons with:

¢ a palpable spleen at 5 cm or more under the left costal margin, accompanied by basic imaging;

and

¢ an intermediate-2 or high-risk disease according to the IPSS (International Prognostic Scoring System);
and

¢ an ECOG performance status < 3.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by significant reduction of the splenomegaly, confirmed by imaging or by a physical examination, and
by improvement of the symptomatology in patients who were initially symptomatic.

It must be noted that ruxolitinib is not authorized following the failure of janus kinase inhibitor used for
treatment of splenomegaly associated with myelofibrosis.

+ to control the hematocrit in persons suffering from polycythemia vera:

e whose disease is resistant to hydroxyurea;
and
e whose ECOG performance status is < 2.

Resistance to hydroxyurea is defined, following a treatment lasting at least three months at a minimum dose
of 2 g daily or lasting at least three months at the highest effective dose that does not result in grade 3 or
more hematologic, dermatologic or digestive toxicity, by:

¢ resorting to more than one phlebotomy over a three-month period to maintain hematocrit below 45 %;
or

¢ a white blood cell count exceeding 10 x 109/l and a platelet count exceeding 400 x 109/I;
or

o the presence of persistent symptoms associated with splenomegaly.

The first authorization is for a maximum duration of four months.
For the second authorization, the physician must provide evidence of a beneficial clinical effect through
reduced use of phlebotomy to maintain the hematocrit below 45 %, an improvement of thrombocytosis and

leukocytosis or an improvement of symptoms associated with splenomegaly. The second authorization is for
a maximum duration of six months.
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Upon subsequent requests, the physician must provide evidence of a maintained beneficial clinical effect on
the frequency of phlebotomy procedures, white blood cells and platelets counts or symptoms associated with
splenomegaly. Subsequent authorizations are for a maximum duration of six months.

SACUBITRIL / VALSARTAN:

+ for treatment of persons suffering from New York Heart Association (NYHA) class Il or lll heart failure:

o with left ventricular systolic dysfunction (with ejection fraction < 40%);
and
e in association with a beta blocker unless there is a contraindication or an intolerance.

SALBUTAMOL SULFATE, Pd for Inh.:

¢ for treatment of persons having difficulty using an inhalation device other than the Diskus™ device or who
are already receiving another drug through this device.

SALMETEROL XINAFOATE / FLUTICASONE PROPIONATE:

+ for treatment of asthma and other reversible obstructive diseases of the respiratory tract in persons whose
control of the disease is insufficient despite the use of an inhaled corticosteroid.

The associations of formoterol fumarate dihydrate / budesonide and salmeterol xinafoate / fluticasone
propionate remain covered for persons insured with RAMQ who obtained a reimbursement in the 365 days
preceding 1 October 2003.

+ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons:

¢ who have shown at least two exacerbations of the symptoms of the disease in the last year, despite regular
use through inhalation of two long-acting bronchodilators in association. Exacerbation is understood as a
sustained and repeated aggravation of the symptoms requiring intensified pharmacological treatment, for
instance, the addition of oral corticosteroids, a precipitated medical visit or a hospitalization;

or

¢ who have shown at least one exacerbation of the symptoms of the disease in the last year that required
hospitalization, despite regular use through inhalation of two long-acting bronchodilators in association;

or

¢ whose disease is associated with an asthmatic component, demonstrated by factors defined by a history
of asthma or atopy during childhood, by high blood eosinophilia or by an improvement in the FEV1 after
bronchodilators of at least 12 % and 200 ml.

The initial authorization is for a maximum duration of 12 months.

For a subsequent request, for persons having obtained the treatment due to exacerbations, the authorization
may be granted if the physician considers that the expected benefits outweigh the risks incurred. For persons
having obtained the treatment due to an asthmatic component, the physician will have to provide proof of an
improvement of the disease symptoms.

It must be noted that this association (long-acting 32 agonist and inhaled corticosteroid) must not be used

concomitantly with a long-acting 32 agonist alone or with an association of a long-acting 2 agonist and a
long-acting antimuscarinic.
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Nevertheless, the association of salmeterol xinafoate / fluticasone propionate remains covered under the
basic prescription drug insurance plan for insured persons having used this drug in the 12 months preceding
24 March 2016.

SAPROPTERIN DIHYDROCHLORIDE:

¢ for women suffering from phenylketonuria who wish to procreate and whose serum phenylalanine
concentration is greater than 360 pymol/l despite a low phenylalanine diet.
The initial authorization is given for a period of two months.
When requesting continuation of treatment, the physician must provide evidence of a response to treatment.
A response to sapropterin is defined by an average decrease of serum phenylalanine concentration of at least
30 %.
Authorization will be granted for the period during which the women actively attempt to procreate, up to the
end of their pregnancy.
SARILUMAB:
+ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than 5 months:
¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be methotrexate at a dose of 20 mg or more per week.
The initial request is authorized for a maximum of five months.
When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.
Requests for continuation of treatment are authorized for a period of 12 months.
Authorizations for sarilumab are given for a maximum dose of 200 mg every 2 weeks.
SATRALIZUMAB :
¢ for the treatment of neuromyelitis optica spectrum disorder in persons aged 12 or older who are anti-

aquaporin-4 (AQP4) antibody positive.

Upon initiation of treatment, the person must have experienced at least one episode in the last 12 months.
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Authorization is given for a maximum dose of 120 mg on weeks 0, 2 and 4, and then every 4 weeks.
The maximum duration of each authorization is 12 months.

When requesting continuation of treatment, the physician must explicitly provide objective evidence of a
reduction in the number of episodes (relapses).

No renewal will be authorized beyond two relapses occurring within a period of two years.

SAXAGLIPTIN:

+ for treatment of type-2 diabetic persons:

¢ in association with metformin where a sulfonylurea is contraindicated, not tolerated or ineffective;
or

¢ in association with a sulfonylurea where metformin is contraindicated, not tolerated or ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the
patient.

SAXAGLIPTIN / METFORMIN HYDROCHLORIDE:

+ for treatment of type-2 diabetic persons:

¢ where a sulfonylurea is contraindicated, not tolerated or ineffective;
and

¢ where the optimal maximum dose of metformin has been stable for at least one month.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
SEBELIPASE ALFA:

+ for treatment of persons suffering from the infantile form of lysosomal acid lipase deficiency (LAL-D), also
known as Wolman disease.

Upon initiation of treatment, the person must:

¢ have shown clinical manifestations of LAL-D before the age of six months, including failure to thrive since
birth;

and

¢ have received confirmation of LAL-D by enzymatic assay;
or

¢ have received genetic confirmation of a suppression or mutation of the gene associated with LAL-D.
The maximum duration of each authorization is 12 months.

Authorizations are given for a maximum dose of 5 mg/kg of sebelipase alfa once a week.
SECUKINUMAB:

+ for persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;

and

e in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index
(DQLI) questionnaire;

and

¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
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where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;

and

e where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of serious intolerance or a
contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the
DQLI questionnaire compared to the base values;

or

¢ asignificant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum period of 12 months.
Authorizations for secukinumab are given for 300 mg on weeks 0, 1, 2, 3 and 4, then every month.
+ for treatment of moderate or severe psoriatic arthritis of rheumatoid type:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following four elements must be present:
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum period of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.
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Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for secukinumab are given for a maximum of 300 mg on weeks 0, 1, 2, 3 and 4, then every
month.

+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid:

¢ prior to the beginning of treatment, the person must have at least three joints with active synovitis and a
score of more than 1 on the Health Assessment Questionnaire (HAQ);

and

¢ the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum period of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for secukinumab are given for a maximum of 300 mg on weeks 0, 1, 2, 3 and 4, then every
month.

SELEXIPAG:

+ for treatment of pulmonary arterial hypertension of WHO functional class Ill, whether idiopathic or associated
with connectivitis, that is symptomatic despite optimal conventional treatment.

Persons must be evaluated and followed up on by physicians working at designated centres specializing in
the treatment of pulmonary arterial hypertension.

SEMAGLUTIDE:

¢ for treatment of type-2 diabetic persons, in association with metformin, where a sulfonylurea is
contraindicated, not tolerated or ineffective.

Authorization is given for a weekly maximum dose of 1 mg.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the
patient.
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SENNOSIDES A & B:
+ for treatment of constipation related to a medical condition.
SEVELAMER carbonate:

¢ as a phosphate binder in persons suffering from severe renal failure where a calcium salt is contraindicated,
is not tolerated, or does not make it possible to optimally control the hyperphosphatemia.

It must be noted that sevelamer will not be authorized concomitantly with lanthanum hydrate or sucroferric
oxyhydroxide.

SEVELAMER HYDROCHLORIDE:

# as a phosphate binder in persons suffering from severe renal failure where a calcium salt is contraindicated,
is not tolerated, or does not make it possible to optimally control the hyperphosphatemia.

It must be noted that sevelamer will not be authorized concomitantly with lanthanum hydrate or sucroferric
oxyhydroxide.

SILDENAFIL CITRATE:

¢ for treatment of pulmonary arterial hypertension (WHO functional class Ill) that is either idiopathic or related
to connectivitis and that is symptomatic despite the optimal conventional treatment.

The person must be evaluated and followed up on by physicians working at designated centres specializing
in the treatment of pulmonary arterial hypertension.

Authorizations will be given for 20 mg three times per day.
SIPONIMOD (fumaric acid):
+ for treatment of persons suffering from secondary progressive multiple sclerosis.

At the beginning of treatment, the person must:

¢ have an active disease characterized by at least one of the following:
- aclinical episode in the last two years;
- anew T2 lesion in the past year;
- anincrease in the volume of a T2 lesion in the last year;
- agadolinium-enhanced lesion on magnetic resonance imaging (MRI) in the past year.
and

¢ have an EDSS score under 7.
Authorizations are given for a maximum dose of 2 mg per day.

The duration of each authorization is 12 months.

When requesting continuation of treatment, the physician must confirm that the EDSS score remain under 7.
SITAGLIPTIN:

+ for treatment of type-2 diabetic persons:

¢ as monotherapy where metformin and a sulfonylurea are contraindicated or not tolerated;
or
¢ in association with metformin, where a sulfonylurea is contraindicated, not tolerated or ineffective.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
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SITAGLIPTIN / METFORMIN HYDROCHLORIDE:

+ for treatment of type-2 diabetic persons:

¢ where a sulfonylurea is contraindicated, not tolerated or ineffective;
and
e where the optimal maximum dose of metformin has been stable for at least one month.

Ineffectiveness means the non-attainment of the value of glycated hemoglobin (HbA1c) adapted to the patient.
SODIUM PHOSPHATE MONOBASIC / SODIUM PHOSPHATE DIBASIC:
+ for treatment of constipation related to a medical condition.
SOFOSBUVIR:

¢ in association with ribavirin, for treatment of persons suffering from chronic hepatitis C genotype 2:

¢ who have never received an anti-HCV treatment;
or

¢ who have a contraindication or a serious intolerance to pegylated interferon alfa;
or

¢ who have experienced therapeutic failure with an association of ribavirin / pegylated interferon alfa.
Authorization is granted for a maximum period of 12 weeks.
¢ in association with ribavirin, for treatment of persons suffering from chronic hepatitis C genotype 3:

¢ who have a contraindication or a serious intolerance to pegylated interferon alfa;
or

¢ who have already experienced therapeutic failure with an association of ribavirin / pegylated interferon
alfa.

Authorization is granted for a maximum period of 24 weeks.

SOFOSBUVIR / VELPATASVIR:

+ in association with ribavirin, for treatment of persons suffering from chronic hepatitis C with decompensated
cirrhosis.

Authorization is granted for a maximum period of 12 weeks.
+ as monotherapy, for treatment of persons suffering from chronic hepatitis C without decompensated cirrhosis

Authorization is granted for a maximum period of 12 weeks.

SOFOSBUVIR / VELPATASVIR / VOXILAPREVIR:

¢ as monotherapy, for treatment of persons suffering from chronic hepatitis C, without decompensated
cirrhosis, infected by:

e genotype 1, 2, 3,4, 50r6 and having experienced a therapeutic failure with a treatment containing a
NS5A inhibitor;

or

e genotype 1, 2, 3 or 4 and having experienced a therapeutic failure with a sofosbuvir-based treatment, but
without a NS5A inhibitor.

Authorization is granted for a maximum period of 12 weeks.
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SOMATOTROPIN:

+ for treatment of children and adolescents suffering from delayed growth due to insufficient secretion of
endogenous growth hormone, where they meet the following criteria:

¢ unterminated growth, a growth rate for their bone age below the 25th percentile (calculated over at least a
12-month period), and a somatotropin serum or plasma level below 8 pg/L in two pharmacological
stimulation tests or between 8 and 10 ng/L if the tests are repeated twice at a 6-month interval.

The 12-month observation period does not apply to children suffering from hypoglycemia secondary to
growth hormone deficiency.

¢ excluded are children and adolescents suffering from achondroplasia or delayed growth of a genetic or
familial type;

e excluded are children and adolescents whose bone age has reached 15 years for girls and 16 years for
boys;

¢ excluded are children and adolescents whose growth rate during treatment falls below 2 cm per year when
evaluated on two consecutive visits (at a 3-month interval).

¢ for treatment of growth hormone deficiency in persons whose bone growth has terminated and who meet the
following criteria:

e somatotropin serum or plasma level between 0 and 3 pg/mL in a pharmacological stimulation test.

In persons who have a multiple hypophyseal hormone deficiency, and to confirm a deficiency acquired
during childhood or adolescence, only one pharmacological stimulation test is necessary. In the case of
an isolated growth hormone deficiency, a second test is required.

The insulin hypoglycemia test is recommended. If this test is contraindicated, the glucagon test may be
substituted for it.

¢ in the case of adult onset, the deficiency must be secondary to a hypophyseal or hypothalamic disease,
surgery, radiotherapy or trauma.

+ for treatment of Turner’s syndrome:

¢ the syndrome must have been demonstrated by a karyotype compatible with this diagnosis (complete
absence or structural anomaly of one of the X chromosomes). This karyotype may be homogeneous or
may be a mosaic;

e excluded are girls whose bone age has reached 14 years;

e excluded are girls whose growth rate, during treatment, falls below 2 cm per year when evaluated on two
consecutive visits (at a 3-month interval).

SOMATOTROPIN - Delayed growth and Turner’s syndrome:

+ for treatment of children and adolescents suffering from delayed growth due to insufficient secretion of
endogenous growth hormone, where they meet the following criteria:

¢ unterminated growth, a growth rate for their bone age below the 25th percentile (calculated over at least a
12-month period), and a somatotropin serum or plasma level below 8 pg/L in two pharmacological
stimulation tests or between 8 and 10 ug/L if the tests are repeated twice at a 6-month interval.

The 12-month observation period does not apply to children suffering from hypoglycemia secondary to
growth hormone deficiency.

e excluded are children and adolescents suffering from achondroplasia or delayed growth of a genetic or
familial type;
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¢

¢ excluded are children and adolescents whose bone age has reached 15 years for girls and 16 years for
boys;

¢ excluded are children and adolescents whose growth rate during treatment falls below 2 cm per year when
evaluated on two consecutive visits (at a 3-month interval).

for treatment of Turner’'s syndrome:

¢ the syndrome must have been demonstrated by a karyotype compatible with this diagnosis (complete
absence or structural anomaly of one of the X chromosomes). This karyotype may be homogeneous or
may be a mosaic;

¢ excluded are girls whose bone age has reached 14 years;

o excluded are girls whose growth rate, during treatment, falls below 2 cm per year when evaluated on two
consecutive visits (at a 3-month interval).

SOMATOTROPIN — Delayed growth due to renal insufficiency:

¢

for treatment of children and adolescents suffering from delayed growth related to chronic renal insufficiency
until they undergo a kidney transplant, where they meet the following criteria:

¢ unterminated growth, a glomerular filtration rate < 1.25 mL/s./1.73m? (75 mL/min./ 1.73m?), and a Z score
(HSDS) < a standard deviation of -2 (Z score = height compared to the average of normal values for their
age and sex) or a A Z score (HSDS) < a standard deviation of 0 where their height is below the 10th
percentile (based on observation periods of at least six months for children over the age of one and at
least three months for children under the age of one);

¢ excluded are children and adolescents in whom, during treatment, no response (no increase in A of Z score
(HSDS) in the first 12 months of treatment) is observed;

e excluded are children and adolescents in whom, during treatment, an ossification of the conjugative
cartilages is observed or who have reached their final expected height;

e excluded are children and adolescents whose growth rate, evaluated on two consecutive visits (at a
3-month interval), falls below 2 cm per year during treatment.

SORAFENIB TOSYLATE:

+ for treatment of advanced-stage hepatocellular carcinoma in persons:
¢ whose disease has progressed following a surgery or locoregional therapy, unless they do not qualify;
and
¢ whose liver function is preserved, corresponding to Child-Pugh A;
and
e whose ECOG performance status is < 2.
The maximum duration of each authorization is 4 months.
When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression, confirmed by imaging.
It must be noted that sorafenib is not authorized following a failure of lenvatinib if it was administered to treat
hepatocellular carcinoma.
STIRIPENTOL:
+ for treatment of persons suffering from Dravet syndrome, in association with clobazam and valproate, if these

latter drugs have not allowed for adequate control of the symptoms of the disease.

Before it can be concluded that these treatments are ineffective, the drugs must have been titrated optimally,
unless there is a proper justification.

At the beginning of treatment and for each subsequent request, the treating physician must provide the
monthly number of generalized seizures.
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The initial authorization is for a maximum duration of four months.

The authorization will be renewed if it has been demonstrated that the treatment allowed for a reduction of
approximately 50 % in the monthly frequency of generalized seizures.

Subsequent authorizations will be for maximum periods of 12 months.

SUNITINIB MALATE:

¢ for treatment of an inoperable, recurrent or metastatic gastrointestinal stromal tumour, in persons whose

ECOG performance status is < 2 and:

¢ who have not responded to an imatinib treatment (primary resistance);
or

¢ whose cancer has evolved after initially responding to imatinib (secondary resistance);
or

e who have a serious intolerance to imatinib.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

for first-line treatment of a metastatic renal adenocarcinoma characterized by the presence of clear cells, in
persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is three cycles (18 weeks).

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging.

for treatment of unresectable and evolutive, well-differentiated pancreatic neuroendocrine tumours at an
advanced or metastatic stage in persons whose ECOG performance status is 0 or 1.

The initial authorization is for a maximum duration of four months.
When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging. Subsequent authorizations will be for

maximum durations of six months.

It must be noted that sunitinib will not be authorized in association with everolimus, nor will it be following
failure with everolimus if it was administered to treat pancreatic neuroendocrine tumours.

TACROLIMUS, Top. Oint.:

L

*

for treatment of atopic dermatitis in children, following failure of a treatment with a topical corticosteroid.

for treatment of atopical dermatitis in adults, following failure of at least two treatments with a different topical
corticosteroid of intermediate strength or greater, or following failure of at least two treatments on the face
with a different low-strength topical corticosteroid.

TADALAFIL:

¢

for treatment of pulmonary arterial hypertension (WHO functional class Ill) that is either idiopathic or related
to connectivitis and that is symptomatic despite the optimal conventional treatment.

The persons must be evaluated and followed up on by physicians working at designated centres specializing
in the treatment of pulmonary arterial hypertension.
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Authorizations will be given for 40 mg once per day.

TAFAMIDIS:

¢ for treatment of adults suffering from transthyretin amyloidosis cardiomyopathy (ATTR-CM).

Upon initiation of treatment, the person must:

¢ have confirmation of the absence of light chain amyloidosis;

and

¢ have a diagnosis confirmed by
- bone scintigraphy or cardiac biopsy;
or
- agenetic test;

and

¢ have a medical history of heart failure including a previous hospitalization or clinical manifestations that
required treatment with a diuretic;

and

¢ not be suffering from class IV cardiac disease according to the criteria of the New York Heart Association
(NYHA).

Authorizations are given for a maximum dose of 61 mg of tafamidis once per day.
The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must confirm that the patient’'s cardiomyopathy
does not correspond to NYHA class IV. Renewal will not be authorized in the presence of NYHA class IV
cardiomyopathy.

It must be noted that tafamidis and tamafidis meglumine are not authorized in combination with another
disease modifying drug used in the treatment of transthyretin amyloidosis.

TAFAMIDIS MEGLUMINE:

¢ for treatment of adults suffering from transthyretin amyloidosis cardiomyopathy (ATTR-CM).
Upon initiation of treatment, the person must:

¢ have confirmation of the absence of light chain amyloidosis;

and

¢ have a diagnosis confirmed by
- bone scintigraphy or cardiac biopsy;
or
- agenetic test;

and

¢ have a medical history of heart failure including a previous hospitalization or clinical manifestations that
required treatment with a diuretic;

and

¢ not be suffering from class IV cardiac disease according to the criteria of the New York Heart Association
(NYHA).

Authorizations are given for a maximum dose of 80 mg of tafamidis meglumine once per day.
The maximum duration of each authorization is six months.
When requesting continuation of treatment, the physician must confirm that the patient's

cardiomyopathy does not correspond to NYHA class IV. Renewal will not be authorized in the presence of
NYHA class IV cardiomyopathy.
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It must be noted that tafamidis and tafamidis meglumine are not authorized in combination with another
disease modifying drug used in the treatment of transthyretin amyloidosis.

TAZAROTENE :
+ for treatment of acne or other skin diseases necessitating a keratolytic treatment.
TERIFLUNOMIDE:

+ for treatment of persons suffering from remitting multiple sclerosis who have had one relapse in the last year
and whose EDSS score is less than 7.

Authorization for an initial request is granted for a maximum of one year. The same duration applies to
requests for continuation of treatment. In these latter cases, however, the physician must provide evidence
of a beneficial effect defined by the absence of deterioration. The EDSS score must remain under 7.

TERIPARATIDE:

+ for treatment of osteoporosis in menopausal women exposed to a high risk of fracture, specifically:

e whose a T-score measured at the hip, femoral neck or lumbar spine is less than or equal to -2.5;
and

¢ who have shown an inadequate response to antiresorptive therapy, defined by:

- anew fragility fracture following continued taking of the antiresorptive therapy for at least 12 months;
or

- significant decrease in mineral bone density, less than the T-score observed during pretreatment in
menopausal women with an history of osteoporotic fractures, despite continued taking of the
antiresorptive therapy for at least 24 months.

The total duration of the authorization is 18 months.
TERIPARATIDE (biosimilar):

+ for treatment of osteoporosis in menopausal women exposed to a high risk of fracture, specifically:

e whose a T-score measured at the hip, femoral neck or lumbar spine is less than or equal to -2.5;
and

¢ who have shown an inadequate response to antiresorptive therapy, defined by:

- anew fragility fracture following continued taking of the antiresorptive therapy for at least 12 months;
or

- significant decrease in mineral bone density, less than the T-score observed during pretreatment in
menopausal women with an history of osteoporotic fractures, despite continued taking of the
antiresorptive therapy for at least 24 months.

The total duration of the authorization is 18 months.
THALIDOMIDE:

¢ in association with melphalan and prednisone, for first-line treatment of multiple myeloma, in persons who
are not candidates for stem cell transplant.

The maximum duration of each authorization is six months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression according to the International Myeloma Working Group criteria.

It must be noted that thalidomide will not be authorized in association with bortezomib.
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* TICAGRELOR:

*

where acute coronary syndrome occurs, for prevention of ischemic vascular manifestations, in association
with acetylsalicylic acid.

The maximum duration of the authorization is 12 months.

* TIGECYCLINE:

¢

for treatment of proven or presumed methicillin-resistant staphylococcus aureus (MRSA) polymicrobial
complicated skin infections:

¢ necessitating antibiotherapy targeting simultaneously the MRSA and Gram-negative bacteria;
and
¢ where vancomycin in combination with another antibiotic is ineffective, contraindicated or not tolerated.

for treatment of complicated intra-abdominal infections where first-line treatment has failed, is contraindicated
or is not tolerated.

TIPRANAVIR:

¢

for treatment, in association with other antiretrovirals, of HIV-infected persons:

e who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included
delavirdine, efavirenz or nevirapine, unless there is a primary resistance to one of those drugs, and that
resulted:

- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;

or

- in serious intolerance to one of those agents, to the point of calling into question the continuation of the
antiretroviral treatment;

and

¢ who have tried, since the beginning of their antiretroviral therapy, at least one therapy that included another
protease inhibitor and that resulted:

- in a documented virological failure, after at least three months of treatment with an association of
several antiretroviral agents;

or

- in serious intolerance to at least three protease inhibitors, to the point of calling into question the
continuation of the antiretroviral treatment.

Where a therapy including a non-nucleoside reverse transcriptase inhibitor cannot be used because of a
primary resistance to delavirdine, efavirenz or nevirapine, a trial of at least two therapies, each including a
protease inhibitor, is necessary and must have resulted in the same conditions as those listed above.

for first line treatment, in association with other antiretrovirals, of HIV infected persons for whom a laboratory
test showed an absence of sensitivity to other protease inhibitors, coupled with a resistance to one or the
other class of nucleoside reverse transcriptase inhibitors and non-nucleoside reverse transcriptase inhibitors,
or to both, and:

e whose current viral load and another dating back at least one month are greater than or equal to
500 copies/mL;

and

¢ whose current CD4 lymphocyte count and another dating back at least one month are less than or equal
to 350/uL;

and

o for whom darunavir or tipranavir is necessary to establish an effective therapeutic regimen.
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TIZANIDINE HYDROCHLORIDE:

+ for treatment of spasticity where baclofen is ineffective, contraindicated or not tolerated.

TOBRAMYCIN SULFATE, Inh. Sol. and Inh. Pd.:

¢ for treatment of chronic Pseudomonas aeruginosa infections in persons suffering from cystic fibrosis, where
deterioration of the person's clinical condition is observed despite the conventional treatment or where the
person is allergic to preservatives.

TOCILIZUMAB, L.V. Perf. Sol.:

+ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

» prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

¢ the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be methotrexate at a dose of 20 mg or more per week.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a period of 12 months.
Authorizations for tocilizumab are given for a maximum dose of 8 mg/kg every four weeks.

+ for treatment of moderate or severe systemic juvenile idiopathic arthritis, with predominant articular
manifestations.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have five or more joints with active synovitis and one
of the following two elements:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

¢ the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum 20 mg per dose) per week for at least three months, unless there is intolerance or a
contraindication;

and
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o the disease must still be active despite treatment with a biological response modulating agent titrated
optimally during at least five months, unless there is intolerance or a contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six

elements:

- adecrease of 20 % or more in the C-reactive protein level;

- adecrease of 20 % or more in the sedimentation rate;

- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to

school;

- animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);

- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a period of 12 months.

Authorizations for tocilizumab are given for doses of 12 mg/kg every two weeks for children weighing less
than 30 kg, and 8 mg/kg every two weeks for children weighing 30 kg or more.

for treatment of moderate or severe systemic juvenile idiopathic arthritis, with predominant systemic
manifestations.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

e prior to the beginning of treatment, the person must have had one or more joints with active synovitis and
one of the following three elements:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
- another sign of chronic inflammation, such as anemia, thrombocytosis, leukocytosis;
and
¢ at least one systemic illness among the following:
- persistence of fever episodes (> 38°C);
- typical skin eruption;
- adenomegaly, hepatomegaly or splenomegaly;
- serositis or serous effusion.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ two of the following elements or a decrease of at least 20 % in the number of joints with active synovitis
and one of the following six elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement;
and
o disappearance of fever episodes.

Requests for continuation of treatment are authorized for a maximum of 12 months.
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Authorizations for tocilizumab are given for doses of 12 mg/kg every two weeks for children weighing less
than 30 kg, and 8 mg/kg every two weeks for children weighing 30 kg or more.

¢ for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ the person must, prior to the beginning of treatment, have five or more joints with active synovitis and one
of the following two elements must be present:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

e the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum dose of 20 mg) per week for at least three months, unless there is intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for tocilizumab are given for doses of 10 mg/kg every four weeks for children weighing less
than 30 kg, and 8 mg/kg every four weeks for children weighing 30 kg or more.

TOCILIZUMAB, S.C. Inj. Sol. (syr) and S.C. Inj. Sol. (pen):

¢ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- a positive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is serious intolerance or a serious
contraindication, one of the two drugs must be methotrexate at a dose of 20 mg or more per week.

The initial request is authorized for a maximum of five months.
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When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a period of 12 months.
Authorizations for tocilizumab S.C. Inj. Sol. are given for a maximum dose of 162 mg every week.

For adjuvant treatment to corticotherapy, administered in decreasing doses, for persons suffering from giant-
cell arteritis.

Authorization is granted for a maximum duration of 52 weeks per episode.

Authorization may be granted following any new episode of the disease, according to the treatment terms
and conditions previously mentioned for a first episode, this for a maximum duration of 52 weeks.

for treatment of moderate or severe systemic juvenile idiopathic arthritis, with predominant articular
manifestations.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have five or more joints with active synovitis and one
of the following two elements:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

e the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum 20 mg per dose) per week for at least three months, unless there is intolerance or a
contraindication;

and

o the disease must still be active despite treatment with a biological response modulating agent titrated
optimally during at least five months, unless there is intolerance or a contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20 % or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a period of 12 months.

Authorizations for tocilizumab administered subcutaneously are given for doses of 162 mg every two weeks
for children weighing less than 30 kg, and 162 mg every week for children weighing 30 kg or more.
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+ for treatment of moderate or severe systemic juvenile idiopathic arthritis, with predominant systemic
manifestations.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have had one or more joints with active synovitis and
one of the following three elements:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
- another sign of chronic inflammation, such as anemia, thrombocytosis, leukocytosis;
and
¢ at least one systemic illness among the following:
- persistence of fever episodes (> 38°C);
- typical skin eruption;
- adenomegaly, hepatomegaly or splenomegaly;
- serositis or serous effusion.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ two of the following elements or a decrease of at least 20 % in the number of joints with active synovitis
and one of the following six elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- an improvement of at least 20% in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20% in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20% or more in the number of affected joints with limited movement;
and
¢ disappearance of fever episodes.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for tocilizumab administered subcutaneously are given for doses of 162 mg every two weeks
for children weighing less than 30 kg, and 162 mg every week for children weighing 30 kg or more.

¢ for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile
chronic arthritis) of the polyarticular type.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ the person must, prior to the beginning of treatment, have five or more joints with active synovitis and one
of the following two elements:
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

¢ the disease must still be active despite treatment with methotrexate at a dose of 15 mg/m? or more
(maximum dose of 20 mg) per week for at least three months, unless there is intolerance or a
contraindication.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:
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e a decrease of at least 20 % in the number of joints with active synovitis and one of the following six
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;
- an improvement of at least 20 % in the physician's overall assessment (visual analogue scale);
- animprovement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);
- adecrease of 20% or more in the number of affected joints with limited movement.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for tocilizumab administered subcutaneously are given for doses of 162 mg every three weeks
for children weighing less than 30 kg, and 162 mg every two weeks for children weighing 30 kg or more.

TOCOPHERYL ACETATE (DL-ALPHA):

¢

for prevention and treatment of neurological manifestations associated with malabsorption of vitamin E.

TOFACITINIB CITRATE:

*

in association with methotrexate, for treatment of moderate or severe rheumatoid arthritis, unless there is a
serious intolerance or contraindication to methotrexate.

Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following five elements must be present:
- apositive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. One of the two drugs must be methotrexate at
a dose of 20 mg or more per week unless there is a serious intolerance or a contraindication to this dose.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

for treatment of adults suffering from moderate to severe ulcerative colitis that is still active despite a treatment
with corticosteroids and immunosuppressors, unless there is a serious intolerance or a contraindication:

¢ in the presence of a Mayo score of 6 to 12 points;

and
¢ in the presence of a Mayo endoscopic subscore of at least 2 points.
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The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ adecrease in the Mayo score of at least 3 points and at least 30 %, or a decrease in the partial Mayo score
of at least 2 points;

and

¢ a Mayo rectal bleeding subscore of 0 or 1 point, or a decrease in this subscore of at least 1 point.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

TRAMETINIB:

*

in association with dabrafenib, for first-line or second-line treatment, following the failure of chemotherapy or
immunotherapy targeting the PD-1 or the CTLA-4, of an unresectable or metastatic melanoma with a
BRAF V600 mutation, in persons whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

It must be noted that trametinib, in association with dabrafenib, is not authorized following the failure of a
treatment associating a BRAF inhibitor and a MEK inhibitor if it was administered to treat a melanoma.

in association with dabrafenib, for adjuvant treatment of a melanoma expressing a V600 mutation of the BRAF
gene with regional lymph node involvement, or with in-transit or satellite metastases without lymph node
involvement, in persons:

e whose melanoma has been completely resected,;

and

e whose last resection was performed in the previous last 12 weeks;
and

e whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease recurrence.

The maximum duration of the treatment is 12 months.

as monotherapy, for first-line or second-line treatment following a failure with chemotherapy or with
immunotherapy targeting the PD-1 or the CTLA-4, of an unresectable or metastatic melanoma with a
BRAF V600 mutation, in persons:

¢ with a contraindication or a serious intolerance to a BRAF inhibitor;

and

¢ whose ECOG performance status is 0 or 1.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on a physical examination.

It must be noted that trametinib is not authorized after a BRAF inhibitor has failed if it was administered to
treat a melanoma.
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TREPROSTINIL SODIUM:

+ for treatment of pulmonary arterial hypertension of WHO functional class Ill or IV that is either idiopathic or
associated with connectivitis and that is symptomatic despite the optimal conventional treatment.

Persons must be evaluated and followed up on by physicians working at designated centres specializing in
the treatment of pulmonary arterial hypertension.

TRETINOIN, Top. Cr. and Top. Gel:

+ for treatment of acne or other skin diseases necessitating a keratolytic treatment.

TRIENTINE HYDROCHLORIDE :

+ for treatment of persons suffering from Wilson’s disease, where penicillamine is contraindicated or not
tolerated.

TRIFLURIDINE / TIPIRACIL (HYDROCHLORIDE):

¢ as monotherapy, for treatment of metastatic colorectal cancer in persons with an ECOG performance status
of 0 or 1 and for whom the following therapies have failed, unless there is a contraindication or a serious
intolerance:

¢ chemotherapy based on irinotecan and a fluoropyrimidine;

and

¢ chemotherapy based on oxaliplatin and a fluoropyrimidine;

and

¢ a treatment including bevacizumab;

and

¢ in the presence of a non-mutated RAS gene, a treatment including panitumumab or cetuximab.

The maximum duration of each authorization four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
defined by the absence of disease progression, confirmed by imaging.

¢ as monotherapy, for treatment of metastatic gastric or gastroesophageal junction adenocarcinoma, in
persons:

¢ whose disease has progressed following at least two systemic treatments for advanced cancer, unless
there is a contraindication or serious intolerance, including a fluoropyrimidine-, platinum-, taxane- or
irinotecan-based chemotherapy. Persons having a positive HER2 status must also have received a
therapy targeting the HERZ2 receptors, unless there is a contraindication or serious intolerance;

and

e whose ECOG performance status is 0 or 1.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

TROSPIUM CHLORIDE:

+ for treatment of vesical hyperactivity in persons for whom at least one of the antimuscarinic agents indicated
in the regular section of the List is poorly tolerated, contraindicated or ineffective.
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UPADACITINIB:

+ for treatment of moderate or severe rheumatoid arthritis.
Upon initiation of treatment or if the person has been receiving the drug for less than five months:

¢ prior to the beginning of treatment, the person must have eight or more joints with active synovitis and one
of the following:
- a positive rheumatoid factor;
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;

and

o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week.

The initial request is authorized for a maximum period of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ adecrease of at least 20 % in the number of joints with active synovitis and one of the following:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.20 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for upadacitinib are given for 15 mg once per day.
+ for treatment of moderate or severe psoriatic arthritis of the rheumatoid type:

¢ Upon initiation of treatment, the person must have eight or more joints with active synovitis and one of the
following four elements must be present:
- radiologically measured erosions;
- ascore of more than 1 on the Health Assessment Questionnaire (HAQ);
- an elevated C-reactive protein level;
- an elevated sedimentation rate;
and
o the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
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- adecrease of 0.2 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for upadacitinib are given for a dose of 15 mg once per day.
+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid:

¢ Upon initiation of treatment, the person must have at least three joints with active synovitis and a score of
more than 1 on the Health Assessment Questionnaire (HAQ);

and

¢ the disease must still be active despite treatment with two disease-modifying anti-rheumatic drugs, used
either concomitantly or not, for at least three months each. Unless there is a serious intolerance or a
contraindication, one of the two drugs must be:
- methotrexate at a dose of 20 mg or more per week;
or
- sulfasalazine at a dose of 2 000 mg per day.

The initial request is authorized for a maximum of five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.2 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for upadacitinib are given for a dose of 15 mg one per day.

USTEKINUMAB:

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis:

¢ in the presence of a score greater than or equal to 15 on the Psoriasis Area and Severity Index (PASI) or
of large plaques on the face, palms or soles or in the genital area;
and
e in the presence of a score greater than or equal to 15 on the Dermatology Quality of Life Index
(DQLI) questionnaire;
and
¢ where a phototherapy treatment of 30 sessions or more during three months has not made it possible to
optimally control the disease, unless the treatment is contraindicated, not tolerated or not accessible or
where a treatment of 12 sessions or more during one month has not provided significant improvement in
the lesions;
and
e where a treatment with two systemic agents, used concomitantly or not, each for at least three months,
has not made it possible to optimally control the disease. Except in the case of serious intolerance or a
serious contraindication, these two agents must be:
- methotrexate at a dose of 15 mg or more per week;
or
- cyclosporine at a dose of 3 mg/kg or more per day;
or
- acitretin at a dose of 25 mg or more per day.
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The initial request is authorized for a maximum five months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least five points on the
DQLI questionnaire compared to the base values;

or

¢ asignificant improvement in lesions on the face, palms or soles or in the genital area compared to the pre-
treatment assessment and a decrease of at least five points on the DQLI questionnaire compared to the
base value.

Requests for continuation of treatment are authorized for a maximum of 12 months.

Authorizations for ustekinumab are given for a dose of 45 mg in weeks 0 and 4, then every 12 weeks. A dose
of 90 mg may be authorized for persons whose body weight is greater than 100 kg.

¢ for treatment of moderate or severe psoriatic arthritis:

e where a treatment with an anti-TNFas appearing in the list of medications for treatment of that disease
under certain conditions are contraindicated. In this case, the requirements for granting a first authorization
for ustekinumab are the same as those for the initiation of anti-TNFa treatments excluding infliximab, taking
into consideration whether or not the psoriatic arthritis is of the rheumatoid type;

or

¢ where treatment with an anti-TNFa appearing in the list of medications for treatment of that disease under
certain conditions has not allowed for optimal control of the disease or was not tolerated. The anti-TNFa
must have been used according to its recognized indications in the list for this pathology, taking into
consideration whether or not the psoriatic arthritis is of the rheumatoid type.

The initial request is authorized for a maximum of seven months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

e a decrease of at least 20 % in the number of joints with active synovitis and one of the following four
elements:
- adecrease of 20 % or more in the C-reactive protein level;
- adecrease of 20 % or more in the sedimentation rate;
- adecrease of 0.2 in the HAQ score;
- areturn to work.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for ustekinumab are given for a dose of 45 mg in weeks 0 and 4, then every 12 weeks. A dose
of 90 mg may be authorized for persons whose body weight is greater than 100 kg.

* VALGANCICLOVIR HYDROCHLORIDE:

+ for treatment of cytomegalovirus (CMV) retinitis in immunocompromised persons.

¢ for CMV-infection prophylaxis in D+R- persons having had a solid organ transplant and in D+R+ and D-R+
persons having had a lung transplant. The maximum duration of the authorization is 100 days.

¢ for CMV-infection prophylaxis in D+R-, D+R+ and D-R+ persons having had a solid organ transplant when
receiving antilymphocyte antibodies. The maximum duration of each authorization is 100 days.
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+ for pre-emptive treatment (in the presence of documented CMV viral replication) of CMV infection in D+R-,
D+R+ and D-R+ persons who have had a solid organ transplant. The maximum duration of the authorization
is 100 days per episode.

VEDOLIZUMAB, L.V. Perf. Pd.:

+ for treatment of adults suffering from moderate to severe ulcerative colitis that is still active despite treatment
with corticosteroids and immunosuppressors, unless there is a serious intolerance or a contraindication:

¢ in the presence of a Mayo score of 6 to 12 points;
and
¢ in the presence of an endoscopic subscore (Mayo score) of at least 2 points.

The initial request is authorized for a maximum period of four months.

When requesting continuation of treatment, the physician must provide information making it possible to
establish the beneficial effects of the treatment, specifically:

¢ adecrease in the Mayo score of at least 3 points and of at least 30 %, or a decrease in the partial Mayo
score of at least 2 points;

and

¢ arectal bleeding subscore (Mayo score) of 0 or 1 point, or a decrease of this score of at least 1 point.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

Authorizations for vedolizumab are given for a maximum of 300 mg on weeks 0, 2 and 6, then every
eight weeks.

+ for treatment of adults suffering from moderate or severe intestinal Crohn’s disease that is still active despite
a treatment with corticosteroids and immunosuppressors, unless there is a contraindication or a major
intolerance to corticosteroids. An immunosuppressor must have been tried for at least eight weeks.

Upon the initial request, the physician must indicate the immunosuppressor used and the duration of
treatment.

The initial authorization is given for a duration of three months and includes a maximum of three doses of
300 mg administered on weeks 0, 2 and 6.

Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect. The request
will then be authorized for 300 mg every eight weeks for a maximum duration of 12 months.

+ for treatment of adults suffering from moderate or severe intestinal Crohn's disease that is still active despite
a treatment with corticosteroids, unless there is a significant intolerance or a contraindication to
corticosteroids, where immunosuppressors are contraindicated or not tolerated, or where they have been
ineffective in the past during a similar episode after a treatment combined with corticosteroids.

Upon the initial request, the physician must indicate the nature of the contraindication or intolerance, as well
as the immunosuppressor used.

The initial authorization is given for a duration of three months and includes a maximum of three doses of
300 mg administered on weeks 0, 2 and 6.

Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect. The request
will then be authorized for 300 mg every eight weeks for a maximum duration of 12 months.
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VEDOLIZUMAB, S.C. Inj. Sol.:

+ for treatment of adults suffering from moderate or severe intestinal Crohn’s disease.

Authorizations for vedolizumab solution for subcutaneous administration are given for patients who have
previously received at least two doses of vedolizumab in powder form for intravenous infusion as induction
treatment, according to one of the indications authorizing the reimbursement of vedolizumab in intravenous
form for Crohn’s disease.

The initial authorization is given for a period of six months.

Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect. The request
will be authorized for 108 mg every two weeks for a maximum duration of 12 months.

+ for treatment of adults suffering from moderate or severe ulcerative colitis:
Authorizations for vedolizumab in injectable solution form for subcutaneous administration are given for
patients who have previously received at least two doses of vedolizumab in powder form for intravenous
infusion as induction treatment, according to the indication authorizing the reimbursement of vedolizumab in
intravenous form for ulcerative colitis.
The initial request is authorized for a maximum period of six months.
Upon subsequent requests, the physician must provide evidence of a beneficial clinical effect, specifically:
¢ adecrease in the Mayo score of at least 3 points and at least 30 %, or a decrease in the partial Mayo score

of at least 2 points;

and
¢ a Mayo rectal bleeding subscore of 0 or 1 point, or a decrease in this subscore of at least 1 point.

Requests for continuation of treatment are authorized for a maximum period of 12 months.

A request for subcutaneous vedolizumab will be authorized for 108 mg every two weeks.

VEMURAFENIB:

¢ in association with cobimetinib, for first-line or second-line treatment following a failure with chemotherapy or
with immunotherapy targeting the PD-1 or the CTLA-4, of an inoperable or metastatic melanoma with a BRAF
V600 mutation, in persons whose ECOG performance status is 0 or 1.
The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression, confirmed by imaging or based on physical examination.

It must be noted that vemurafenib, in association with cobimetinib, is not authorized following the failure of a
treatment associating a BRAF inhibitor and a MEK inhibitor if it was administered to treat a melanoma.

¢ as monotherapy for treatment of unresectable or metastatic melanoma with a BRAF V600 mutation, in
persons whose ECOG performance status is 0 or 1:

e who have a contraindication or a serious intolerance to dabrafenib;

?r who have a BRAF V600K mutation.

The maximum duration of each autorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect

by the absence of disease progression, confirmed by imaging or based on a physical examination.
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Vemurafenib remains covered by the basic prescription drug insurance plan for those insured persons
having used this drug in the three months before 2 June 2014, insofar as the physician provides evidence
of a beneficial effect by the absence of disease progression.

VENETOCLAX:

¢ as monotherapy, for continuation of treatment of chronic lymphocytic leukemia in persons whose disease has
not progressed during a treatment of six cycles combining venetoclax and rituximab.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

The first two authorizations are given for a maximum duration of seven cycles and the last one for six cycles,
for a total of 20 cycles.

¢ as monotherapy, for the continuation of first-line treatment of chronic lymphocytic leukemia in persons whose
disease has not progressed during a treatment of six cycles combining venetoclax and obinutuzumab.

Authorization is given for a maximum duration of six cycles.

VERTEPOREFIN:

+ for treatment of age-related macular degeneration with neovascularization in persons where 50 % or more of
the macular area is affected.

+ for treatment of pathological myopia with neovascularization.

+ for treatment of presumed ocular histoplasmosis syndrome with neovascularisation.

VILANTEROL TRIFENATATE / FLUTICASONE FUROATE, 25 mcg — 100 mcg:

+ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons:

¢ who have shown at least two exacerbations of the symptoms of the disease in the last year, despite regular
use through inhalation of two long-acting bronchodilators in association. Exacerbation is understood as a
sustained and repeated aggravation of the symptoms requiring intensified pharmacological treatment, for
instance, the addition of oral corticosteroids, a precipitated medical visit or a hospitalization;

or

¢ who have shown at least one exacerbation of the symptoms of the disease in the last year that required
hospitalization, despite regular use through inhalation of two long-acting bronchodilators in association;

or

¢ whose disease is associated with an asthmatic component, demonstrated by factors defined by a history
of asthma or atopy during childhood, by high blood eosinophilia or by an improvement in the FEV1 after
bronchodilators of at least 12 % and 200 ml.

The initial authorization is for a maximum duration of 12 months.

For a subsequent request, for persons having obtained the treatment due to exacerbations, authorization
may be granted if the physician considers that the expected benefits outweigh the risks incurred. For persons
having obtained the treatment due to an asthmatic component, the physician will have to provide proof of an
improvement of the disease symptoms.

Authorizations are given for a maximum daily dose of 100 mcg of fluticasone furoate.

It must be noted that this association (long-acting 32 agonist and inhaled corticosteroid) must not be used

concomitantly with a long-acting 32 agonist alone or with an association of a long-acting R2 agonist and a
long-acting antimuscarinic.
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+ for treatment of asthma and other reversible obstructive diseases of the respiratory tract, in persons whose
control of the disease is insufficient despite the use of an inhaled corticosteroid.

VILANTEROL TRIFENATATE / FLUTICASONE FUROATE, 25 mcg — 200 mcg:

+ for treatment of asthma and other reversible obstructive diseases of the respiratory tract, in persons whose
control of the disease is insufficient despite the use of an inhaled corticosteroid.

VILANTEROL TRIFENATATE / UMECLIDINIUM BROMIDE:

+ for maintenance treatment of persons suffering from chronic obstructive pulmonary disease (COPD) for whom
using a long-acting bronchodilator for at least 3 months has not allowed for adequate control of the symptoms
of the disease.

The initial authorization is given for a maximum duration of 6 months. For a subsequent request, the physician
will have to provide proof of a beneficial clinical effect.

It must be noted that this association (long-acting R2 agonist and long-acting antimuscarinic) must not be
used concomitantly with a long-acting bronchodilator (long-acting 32 agonist or long-acting antimuscarinic)
alone or in association with an inhaled corticosteroid.

VILANTEROL TRIFENATATE / UMECLIDINIUM BROMIDE/ FLUTICASONE FUROATE:

+ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons:

¢ who have shown at least two exacerbations of the symptoms of the disease in the last year, despite regular
use through inhalation of two long-acting bronchodilators in association. Exacerbation is understood as a
sustained and repeated aggravation of the symptoms requiring intensified pharmacological treatment, for
instance, the addition of oral corticosteroids, a precipitated medical visit or a hospitalization;

or

¢ who have shown at least one exacerbation of the symptoms of the disease in the last year that required
hospitalization, despite regular use through inhalation of two long-acting bronchodilators in association;

or

¢ whose disease is associated with an asthmatic component, demonstrated by factors defined by a history
of asthma or atopy during childhood, by a high blood eosinophilia or by an improvement in the FEV1 after
bronchodilators of at least 12 % and 200 ml and whose symptoms are not well-controlled with an
association of a long-acting B2 agonist and an inhaled corticosteroid;

or

¢ who have already been receiving a long-acting B2 agonist, a long-acting antimuscarinic as well as an
inhaled corticosteroid for one year or less.

The initial authorization is for a maximum duration of 12 months.

For a subsequent request, the physician will have to provide proof of an improvement of the disease
symptoms.

Authorizations are given for a maximum daily dose of 100 mcg of fluticasone furoate.

It must be noted that triple therapy in a single device can replace the concomitant use of a long-acting 32
agonist, a long-acting antimuscarinic and an inhaled corticosteroid.

¢ for maintenance treatment of moderate or severe chronic obstructive pulmonary disease (COPD) in persons
who are already receiving a long-acting B2 agonist, a long-acting antimuscarinic as well as an inhaled
corticosteroid for more than one year.

Authorizations are given for a maximum daily dose of 100 mcg of fluticasone furoate.
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It must be noted that triple therapy in a single device can replace the concomitant use of a long-acting 32
agonist, a long-acting antimuscarinic and an inhaled corticosteroid.

VISMODEGIB:

+ fortreatment of locally advanced or metastatic basal cell carcinoma in persons who are not eligible for surgery
or radiotherapy and whose ECOG performance status is < 2.

The maximum duration of each authorization is four months.

When requesting continuation of treatment, the physician must provide evidence of a beneficial clinical effect
by the absence of disease progression.

* VORICONAZOLE:

+ for treatment of invasive aspergillosis.

¢ for treatment of candidemia in non-neutropenic persons for whom fluconazole and an amphotericin B
formulation have failed, are not tolerated or are contraindicated.

ZOLEDRONIC ACID, L.V. Perf. Sol. 4 mg/5 mL:

+ for treatment of hypercalcemia of tumoral origin.

+ for prevention of bone events in persons having a solid tumour with at least one bone metastasis, or multiple
myeloma with bone lesions.

Notwithstanding the payment indications set out above, zoledronic acid is covered by the basic prescription
drug insurance plan for insured persons who used this drug during the 12-month period preceding
28 April 2004.

Persons referred to in the preceding paragraph who are insured by the Régie de I'assurance maladie du
Québec are not required to submit the form entitled "Demande d’autorisation — médicament d’exception”.
The Régie de I'assurance maladie du Québec will cover the cost of this drug without other formalities, if it
had already done so during the above-mentioned period.

ZOLEDRONIC ACID, I.V. Perf. Sol. 5 mg/100 mL:

+ for treatment of Paget's disease.

¢ for treatment of postmenopausal osteoporosis in women who cannot receive an oral bisphosphonate
because of serious intolerance or a contraindication.
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APPENDIX V.1

LIST OF EXCEPTIONAL MEDICATIONS WITH
RECOGNIZED INDICATIONS FOR PAYMENT THAT REMAIN COVERED FOR PERSONS
UNDERGOING TREATMENT

ADALIMUMAB (Humira):
S.C. Inj. Sol. 50 mg/mL (0,8 mL)
02258595 | Humira (syringe) AbbVie 2 142848 714.2400
99100385 | Humira (pen) AbbVie 2 1428.48 714.2400

The person must have begun a treatment and received a reimbursement before 3 March 2021.

for treatment of moderate or severe rheumatoid arthritis, on condition that the physician provide information
demonstrating the beneficial effects of the treatment, specifically, a decrease of at least 20 % in the number
of joints with active synovitis and one of the following:

a decrease of 20 % or more in the C-reactive protein level;
a decrease of 20 % or more in the sedimentation rate;

a decrease of 0.20 in the HAQ score;

a return to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 40 mg every two
weeks. However, after 12 weeks of treatment with adalimumab in monotherapy, authorization may be given
for 40 mg per week.

for treatment of moderate or severe psoriatic arthritis of the rheumatoid type, on condition that the physician
provide information demonstrating the beneficial effects of the treatment, specifically, a decrease of at least
20 % in the number of joints with active synovitis and one of the following:

a decrease of 20 % or more in the C-reactive protein level;
a decrease of 20 % or more in the sedimentation rate;

a decrease of 0.20 in the HAQ score;

a return to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 40 mg every
two weeks.

for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically, a decrease
of at least 20 % in the number of joints with active synovitis and one of the following:

¢ adecrease of 20 % or more in the C-reactive protein level;
e adecrease of 20 % or more in the sedimentation rate;

e adecrease of 0.20 in the HAQ score;

e areturn to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 40 mg every
two weeks.
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+ for treatment of persons suffering from moderate or severe ankylosing spondylitis, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically:

e adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or

e adecrease of 1.5 points or 43 % on the BASFI scale;

or

e areturn to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 40 mg every two
weeks.

+ for treatment of persons suffering from moderate or severe intestinal Crohn’s disease, on condition that the
physician provide evidence of a beneficial clinical effect.

The maximum duration of each authorization for continuation of treatment is 12 months at 40 mg every two
weeks. However, if the medical condition justifies increasing the dose to 40 mg per week as of the 12! week
of treatment, authorization will be given for a maximum period of three months. After this, the physician will
have to provide evidence of the beneficial clinical effects obtained with this dosage, for the renewal of
subsequent authorizations, lasting a maximum of 12 months.

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically:

e an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least 5 points on the DQLI
questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the
pretreatment assessment and a decrease of at least 5 points on the DQLI questionnaire compared to the
base value.

The maximum duration of each authorization for continuation of treatment is 12 months at 40 mg every
two weeks.

+ for treatment of persons suffering from moderate to severe ulcerative colitis, on condition that the physician
provide information demonstrating the beneficial effects of the treatment, specifically:

e a decrease in the Mayo score of at least 3 points and at least 30 %, or a decrease in the partial Mayo
score of at least 2 points;

and

¢ a Mayo rectal bleeding subscore of 0 or 1 point, or a decrease in this subscore of at least 1 point.

The maximum duration of each authorization for continuation of treatment is 12 months.
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ETANERCEPT (Enbrel):
S.C. Inj. Sol 50 mg/mL(1 mL)
02274728 Enbrel (syr) Amgen 4 1437.13 359.2825
99100373 Enbrel SureClick Amgen 4 1437.13 359.2825
The person must have begun a treatment and received a reimbursement before 18 August 2017:

+ for treatment of moderate or severe rheumatoid arthritis, on condition that the physician provide information
demonstrating the beneficial effects of the treatment, specifically, a decrease of at least 20 % in the number
of joints with active synovitis and one of the following:

e adecrease of 20 % or more in the C-reactive protein level;

¢ adecrease of 20 % or more in the sedimentation rate;

e adecrease of 0.20 in the HAQ score;

¢ areturn to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 50 mg per week.

+ for treatment of persons suffering from moderate or severe ankylosing spondylitis, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically:
¢ adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or
e adecrease of 1.5 points or 43 % on the BASFI scale;
or
e areturn to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 50 mg per week.
The person must have begun a treatment and received a reimbursement before 1 February 2018:
+ for treatment of moderate or severe juvenile idiopathic arthritis (juvenile rheumatoid arthritis and juvenile

chronic arthritis) of the polyarticular or systemic type, on condition that the physician provide information
demonstrating the beneficial effects of the treatment, specifically, a decrease of at least 20 % in the number
of joints with active synovitis and one of the following:

e adecrease of 20 % or more in the C-reactive protein level;

e adecrease of 20 % or more in the sedimentation rate;

e an decrease of 0.13 in the Childhood Health Assessment Questionnaire (CHAQ) score or a return to
school;

¢ animprovement of at least 20 % in the physician's overall assessment (visual analogue scale);

e an improvement of at least 20 % in the person's or parent's overall assessment (visual analogue scale);

e adecrease of 20 % or more in the number of joints with limited movement.

The maximum duration of each authorization for continuation of treatment is 12 months at 0.8 mg/kg
(maximum dose of 50 mg) per week.

The person must have begun a treatment and received a reimbursement before 19 August 2020:
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+ for treatment of moderate or severe psoriatic arthritis of the rheumatoid type, on condition that the physician
provide information demonstrating the beneficial effects of the treatment, specifically, a decrease of at least
20 % in the number of joints with active synovitis and one of the following

a decrease of 20 % or more in the C-reactive protein level;
a decrease of 20 % or more in the sedimentation rate;

a decrease of 0.20 in the HAQ score;

a return to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 50 mg per week.

+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically, a decrease
of at least 20 % in the number of joints with active synovitis and one of the following:

¢ adecrease of 20 % or more in the C-reactive protein level;
e adecrease of 20 % or more in the sedimentation rate;

e adecrease of 0.20 in the HAQ score;

a return to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 50 mg per week.

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically:

¢ an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least 5 points on the DQLI
questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the
pretreatment assessment and a decrease of at least 5 points on the DQLI questionnaire compared to the
base value.

The maximum duration of each authorization for continuation of treatment is 12 months at 50 mg, twice per
week.

FILGRASTIM (NEUPOGEN):

Inj. Sol. 300 mcg/mL (1,0 mL)
01968017 | Neupogen Amgen 10 1731.89 173.1890
Inj. Sol. 300 mcg/mL (1,6 mL)
99001454 | Neupogen Amgen 10 2771.02 277.1020

The person must have begun a treatment and received a reimbursement before 30 September 2020.

+ for treatment of persons undergoing cycles of moderately or highly myelosuppressive chemotherapy
(> 40 percent risk of febrile neutropenia).

+ for treatment of persons at risk of developing severe neutropenia during chemotherapy.

Appendix IV.1 - 4



APPENDIX V.1

+ in subsequent cycles of chemotherapy, for treatment of persons having suffered from severe neutropenia
(neutrophil count below 0.5 x 10%/L) during the first cycles of chemotherapy and for whom a reduction in the
antineoplastic dose is inappropriate.

+ in subsequent cycles of curative chemotherapy, for treatment of persons having suffered from neutropenia
(neutrophil count below 1.5 x 10%/L) during the first cycles of chemotherapy and for whom a reduction in the
dose or a delay in the chemotherapy administration plan is unacceptable.

+ during chemotherapy undergone by children suffering from solid tumours.

+ for treatment of persons suffering from severe medullary aplasia (neutrophil count below 0.5 x 10%L) and
awaiting curative treatment by means of a bone marrow transplant or with antithymocyte serum.

+ for treatment of persons suffering from chronic congenital, hereditary, idiopathic or cyclic neutropenia whose
neutrophil count is below 0.5 x 10%/L.

¢ for treatment of HIV-infected persons suffering from severe neutropenia (neutrophil count below 0.5 x 109/L).
+ to stimulate bone marrow in the recipient toward an autograft.

+ as an adjunctive treatment for acute myeloid leukemia.

GLARGINE INSULIN (100 U/mL (3 mL)):

Sol. Inj. S.C 100 U/mL (3 mL)
02251930 | Lantus SanofiAven 5 88.12
02294338 | Lantus SoloStar SanofiAven 5 88.12

The person must have begun a treatment and received a reimbursement before 18 August 2017.

+ for treatment of diabetes, where a prior trial of intermediate-acting insulin did not adequately control the
glycemic profile without causing an episode of severe hypoglycemia or frequent episodes of hypoglycemia.

GLATIRAMER ACETATE:
S.C. Inj. Sol (syr) 20 mg/mL (1 mL)

‘ 02245619 ‘Copaxone Teva Innov ‘ 30 ‘ 1296.00 ‘ 43.2000 ‘

The person must have begun a treatment and received a reimbursement before 5 July 2018.

+ for treatment of persons who have had a documented first acute clinical episode of demyelinization, on
condition that the physician provide evidence of a beneficial clinical effect demonstrated by the absence of a
new acute clinical episode.

The maximum duration of each authorization for continuation of treatment is one year.

+ for treatment of persons suffering from remitting multiple sclerosis, on condition that the physician provide
evidence of a beneficial clinical effect demonstrated by the absence of deterioration. The EDSS score must
remain under 7.

The maximum duration of each authorization for continuation of treatment is one year.
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INFLIXIMAB (REMICADE):

L.V. Perf. Pd 100 mg

‘02244016 ‘Remicade ‘Janss. Inc ‘ 1 ‘ 940.00 ‘ ‘ ‘

The person must have begun a treatment and received a reimbursement before 19 August 2020.

+ for treatment of persons suffering from moderate or severe intestinal Crohn’s disease, on condition that the
physician provide evidence of a beneficial clinical effect. The maximum duration of each authorization is
12 months.

+ for treatment of moderate or severe rheumatoid arthritis, on condition that the physician provide information
demonstrating the beneficial effects of the treatment, specifically, a decrease of at least 20% in the number
of joints with active synovitis and one of the following:

a decrease of 20 % or more in the C-reactive protein level;
a decrease of 20 % or more in the sedimentation rate;

a decrease of 0.20 in the HAQ score;

a return to work.

The maximum duration of each authorization for continuation of treatment is 12 months at 3 mg/kg, with the
possibility of increasing the dose to 5 mg/kg after 3 doses or on the 14" week.

+ for treatment of persons suffering from moderate or severe ankylosing spondylitis, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically:

e adecrease of 2.2 points or 50 % on the BASDAI scale, compared with the pre-treatment score;
or

e adecrease of 1.5 points or 43 % on the BASFI scale;

or

e areturn to work.

The maximum duration of each authorization for continuation of treatment is 12 months at a maximum of
5 mg/kg every 6 to 8 weeks.

+ for treatment of moderate or severe psoriatic arthritis of the rheumatoid type, on condition that the physician
provide information demonstrating the beneficial effects of the treatment, specifically, a decrease of at least
20 % in the number of joints with active synovitis and one of the following:

a decrease of 20 % or more in the C-reactive protein level;
a decrease of 20 % or more in the sedimentation rate;

a decrease of 0.20 in the HAQ score;

a return to work.

The maximum duration of each authorization for continuation of treatment is 12 months at a maximum of
5 mg/kg every 6 to 8 weeks.

+ for treatment of moderate or severe psoriatic arthritis of a type other than rheumatoid, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically, a decrease
of at least 20 % in the number of joints with active synovitis and one of the following:

¢ adecrease of 20 % or more in the C-reactive protein level;

e adecrease of 20 % or more in the sedimentation rate;
e adecrease of 0.20 in the HAQ score;
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e areturn to work.

The maximum duration of each authorization for continuation of treatment is 12 months at a maximum of
5 mg/kg every 6 to 8 weeks.

+ for treatment of persons suffering from a severe form of chronic plaque psoriasis, on condition that the
physician provide information demonstrating the beneficial effects of the treatment, specifically:

¢ an improvement of at least 75 % in the PASI score compared to the base value;

or

e an improvement of at least 50 % in the PASI score and a decrease of at least 5 points on the DQLI
questionnaire compared to the base values;

or

¢ a significant improvement in lesions on the face, palms or soles or in the genital area compared to the
pretreatment assessment and a decrease of at least 5 points on the DQLI questionnaire compared to the
base value.

The maximum duration of each authorization for continuation of treatment is 12 months at a maximum of
5 mg/kg every 8 weeks.

RITUXIMAB (Rituxan):
I.V. Perf. Sol. 10 mg/mL
02241927 | Rituxan Roche 10 mL 453.10
50 mL 2 265.50

The person must have begun a treatment and received a reimbursement before 30 September 2020.

+ for treatment of moderate or severe rheumatoid arthritis, in association with methotrexate, or with leflunomide
in the case of an intolerance or a contraindication to methotrexate, on condition that the physician provide
information demonstrating a response to the treatment, observed in the first six months following the last
perfusion. A treatment response is defined by a decrease of at least 20 % in the number of joints with active
synovitis and one of the following:

a decrease of 20 % or more in the C-reactive protein level;
a decrease of 20 % or more in the sedimentation rate;

a decrease of 0.20 in the HAQ score;

a return to work.

Administering the subsequent treatment is possible if the disease is still not in remission or if, following the
attainment of a remission, the disease is reactivated.

The duration of each authorization for continuation of treatment is a minimum period of 12 months, for a
maximum of two treatments.

A treatment comprises 2 perfusions of rituximab of 1 000 mg each.
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TERIPARATIDE (Forteo):

S.C. Inj. Sol. 250 mcg/mL(2.4 mL or 3 mL)

‘ 02254689 ‘ Forteo Lilly ‘ 1 ‘ 809.73 ‘ ‘

The person must have begun a treatment and received a reimbursement before 15 December 2021.
+ for treatment of osteoporosis in menopausal women exposed to a high risk of fracture, specifically:

e whose a T-score measured at the hip, femoral neck or lumbar spine is less than or equal to -2.5;
and
¢ who have shown an inadequate response to antiresorptive therapy, defined by:
- anew fragility fracture following continued taking of the antiresorptive therapy for at least 12 months;
or
- significant decrease in mineral bone density, less than the T-score observed during pretreatment in
menopausal women with an history of osteoporotic fractures, despite continued taking of the
antiresorptive therapy for at least 24 months.

The total duration of the authorization is 18 months.
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EXCEPTIONAL MEDICATIONS WHOSE INSURANCE COVERAGE IS MAINTAINED FOR PERSONS
UNDERGOING A TREATMENT ACCORDING TO THE CONDITIONS SET OUT IN SECTION 4.2.3 OF
THE LIST OF MEDICATIONS

ASPART INSULIN (NovoRapid)

S.C. Inj. Sol. 100 U/mL (3 mL)
02377209 NovoRapid Flex Touch N.Nordisk 5 50.79
02244353 NovoRapid Penfill N.Nordisk 5 50.79

The person must have begun a treatment and received a reimbursement in the 12 months preceding
2 February 2022.

ENOXAPARIN (Lovenox)

S.C. Inj. Sol. 100 mg/mL

02236564 Lovenox SanofiAven 3mil 62.51
S.C. Inj. Sol. (syr) 30 mg/0.3 mL

02012472 Lovenox SanofiAven 10 62.90 6.2900
S.C. Inj. Sol. (syr) 40 mg/0.4 mL

02236883 Lovenox SanofiAven 10 83.30 8.3300
S.C. Inj. Sol. (syr) 60 mg/0.6 mL

02378426 Lovenox SanofiAven 10 124,97 12.4970
S.C. Inj. Sol. (syr) 80 mg/0.8 mL

02378434 Lovenox SanofiAven 10 166.60 16.6600
S.C. Inj. Sol. (syr) 100 mg/1.0 mL

02378442 Lovenox SanofiAven 10 208.28 20.8280
S.C. Inj. Sol. (syr) 120 mg/0.8 mL

02242692 Lovenox HP SanofiAven 10 249.90 24.9900
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S.C. Inj. Sol. (syr) 150 mg/1.0 mL

‘ 02378469

Lovenox HP ‘SanofiAven ‘ 10 ‘ 312.40 ‘ 31.2400 ‘

The person must have begun a treatment and received a reimbursement in the 12 months preceding
15 December 2021.

HYMENOPTERA VENOM PROTEINS

Inj. Pd 1.1 mg
01948970 | Guepe (Polistes Spp.) ‘ Allergy 1 240.00 ‘

Inj. Pd 3.3 mg

101948873 | Vespides combines ’ Allergy 1 434.00 ‘

The person must have begun a treatment and received a reimbursement in the 6 months preceding
15 February 2017.

LISPRO INSULIN (Humalog and Humalog KwikPen)

S.C. Inj. Sol. 100 U/mL
02229704 | Humalog Lilly 10 ml 26.17

S.C. Inj. Sol. 100 U/mL (3 mL)
02229705 | Humalog Lilly 5 51.44
02403412 | Humalog KwikPen Lilly 5 51.44

The person must have begun a treatment and received a reimbursement in the 12 months preceding
3 March 2021.
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QUANTITATIVE GLUCOSE BLOOD TEST

Strip
99101227

99101469

99101165

99100332

99100497

99100479

99101314

99100714

Dario

D360 Blood Glucose Test
Strips

GlucoDr

iTest

Nova-Max

On-Call Plus

On Call Vivid

TRUEtest

Auto. Cont.

Ignite

Medihub

Auto. Cont.

NovaBiomed

Acon

Lab. Paris

Nipro Diag

100

50

100

50

50

100

50

100

25

50

100

50

100

50

66.00

34.23

63.90

36.45

32.50

63.00

34.95

69.90

17.50

33.50

63.00

27.00

54.00

27.00

The person must have begun a treatment and received a reimbursement in the 12 months preceding
3 February 2021.
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APPENDIX V

2022-12

LIST OF DRUGS FOR WHICH
THE LOWEST PRICE METHOD DOES NOT APPLY

28:28
antimanic agents

lithium (carbonate)
36:26
diabetes mellitus
quantitative glucose blood test
36:88.40
sugar
semi-quantitative glucose test
36:88.92
urine and feces contents, miscellaneous

semi-quantitative acetone and glucose test

56:36
anti-inflammatory agents
5-aminosalicylic (acid) Ent. Tab
5-aminosalicylic (acid) L.A. Tab.
68:18

gonadotropins
leuporide (acetate)
68:20.08
insulins

insulin isophane (biosynthetic of human sequence)

lispro insulin

insulin cristal zinc (biosynthetic of human sequence)

insulins zinc cristalline and isophane (biosynthetic of human sequence)

68:36.04
thyroid agents

levothyroxine sodium

84:92

skin and mucous membrane agents, miscellaneous

hydrogel

86:16

respiratory smooth muscle relaxants

theophylline L.A. Tab.
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92:00
unclassified therapeutic agents

allergenic extracts, aqueous, glycerinated

allergenic extracts, aqueous, glycerinated, non standardized and standardized
allergenic extracts, aqueous, glycerinated, standardized

allergens, extracts, alum-precipitated

allergens, extracts, aqueous

albumine diluent

hymenoptera venom protein

hymenoptera venom

92:44
immunosuppressive agents

cyclosporine

exceptional medications

absorptive dressing — sodium chloride

absorptive dressing — gelling fibre

absorptive dressing — hydrophilic foam alone or in association
antimicrobial dressing — iodine

antimicrobial dressing - silver

bordered absorptive dressing — polyester and rayon fibre

bordered absorptive dressing — gelling fibre

bordered absorptive dressing — hydrophilic foam alone or in association
bordered antimicrobial dressing — silver

bordered moisture-retentive dressing — hydrocolloidal or polyurethane
dexcom G6 sensor

dexcom G6 transmitter

freeStyle Libre sensor

freeStyle Libre 2 sensor

interface dressing — polyamide or silicone

methylphenidate hydrochloride Co.L.A. (12 h)
moisture-retentive dressing — hydrocolloidal or polyurethane
odour-control dressing — activated charcoal
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Legend

¢ Symbols used in this list

® Drug subject to the Narcotic Control Regulations (C.R.C., ch. 1041).

) Drug listed in Schedule F to the Food and Drugs Regulations (C.R.C., c. 870).

© Controlled drug listed in Schedule G to the Food and Drugs Regulations (C.R.C., c. 870).

S Drug subject to the Benzodiazepines and Other Targeted Substances Regulations
(SOR/2000-217).

* Drug about which the information has been changed since the previous edition.

+ Drug added since the previous edition was published.

suppl. The service cost for this product is the service cost applicable to nutritional formulas.
UE Drug considered unique and essential from an unrecognized manufacturer.

W Product withdrawn from the market by the manufacturer but covered by the Régie
during the period for which this edition is valid.

LPM  The lowest price method applies to drugs having this generic name, dosage form
and strength.

ﬂ Identifies the price payable in conformity with the lowest price method.

=

Identifies the maximum price payable.






4:00
ANTIHISTAMINE DRUGS

4:04 first generation antihistamines
4:04.04 ethanolamine derivatives
4:04.16 piperazine derivatives






CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
4:04.04
ETHANOLAMINE DERIVATIVES
DIPHENHYDRAMINE HYDROCHLORIDE
Inj. Sol. 50 mg/mL
00596612 | Diphenhydramine Sandoz Tml 4.04
(chlorhydrate de)
4:04.16
PIPERAZINE DERIVATIVES
FLUNARIZINE HYDROCHLORIDE [
Caps. 5mg
02246082 | Flunarizine AA Pharma 60 43.22 0.7203
100 72.03 0.7203
2022-12
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8:00

ANTI-INFECTIVE AGENTS
8:08 anthelmintics

8:12 antibiotique

8:12.02 aminoglycosides

8:12.06 cephalosporins

8:12.07 miscellaneous b-lactam antibiotics
8:12.12 macrolides

8:12.16 penicillins

8:12.18 quinolones

8:12.20 sulfonamides

8:12.24 tetracyclines

8:12.28 miscellaneous antibiotics
8:14 antifungals

8:14.04 allylamines

8:14.08 azoles

8:14.28 polyenes

8:16 antimycobacterials agents
8:16.04 antituberculosis agents
8:16.92 miscellaneous antimycobacterials
8:18 antivirals

8:18.04 adamantanes

8:18.08 antiretroviral agents

8:18.20 interferons

8:18.28 neuraminidase inhibitors
8:18.32 nucleosides and nucleotides
8:30 antiprotozoals

8:30.04 amebicides

8:30.08 antimalarials

8:30.92 miscellaneous antiprotozoals
8:36 urinary anti-infectives






CODE BRAND NAME MANUFACTURER SIZE COSTS%FEPKG‘ UNIT PRICE
8:08
ANTHELMINTICS
MEBENDAZOLE [{
Tab. 100 mg
00556734 |Vermox |Janss. Inc | 6 19.27 3.2117 |
PRAZIQUANTEL [
Tab. 600 mg
02230897 |Biltricide |Bayer | 6 34.68 5.7800 |
PYRANTEL PAMOATE
Oral Susp. 50 mg/mL
02412470 | Jamp-Pyrantel Pamoate Jamp 30 ml 20.00 0.6667
Suspension
Tab. 125 mg
| 02380617 |Jamp—PyranteI Pamoate |Jamp | 10 11.20 1.1200 |
8:12.02
AMINOGLYCOSIDES
AMIKACINE SULFATE [
Inj. Sol. 250 mg/mL (2 mL) PPB
02481073 | Amikacin Sulfate Injection Marcan 1 » 84.90
02242971 | Amikacine (Sulfate d') Sandoz 1 » 84.90
02486717 | Sulfate d'amikacine injection | Oméga 1 » 84.90
02506599 | VPI-Amikacin VPI 10 849.00 84.9000
TOBRAMYCIN SULFATE [
Inj. Sol. 40 mg/mL PPB
02420287 | Jamp-Tobramycin (avec Jamp 2ml » 4.45
agent de conservation) 30 ml » 69.75
02230640 | Tobramycin Fresenius 2ml » 4.45
30 ml » 69.75
99005069 | Tobramycine (sans Sandoz 2ml » 4.45
preservatif)
02241210 | Tobramycine (sulfate de) Sandoz 2ml » 4.45
30ml » 69.75
02502372 | Tobramycine Injectable Sterimax 2ml » 4.45
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
8:12.06
CEPHALOSPORINS
CEFADROXIL MONOHYDRATE [#
Caps. 500 mg PPB
02240774 | Apo-Cefadroxil Apotex 100 84.21 |» 0.8421
02311062 | Pro-Cefadroxil-500 Pro Doc 100 84.21 |» 0.8421
* 02235134 | Teva-Cefadroxil Teva Can 100 84.21 |» 0.8421
CEFAZOLIN (sobium) @
Inj. Pd. 1g PPB
* 02108127 | Cefazoline Teva Can 10 32.30 |» 3.2300
02297205 | Cefazoline for injection Apotex 10 32.30 |» 3.2300
02237138 | Cefazoline for injection Fresenius 10 32.30 |» 3.2300
02308959 | Cefazoline for injection Sandoz 10 32.30 |» 3.2300
02437112 | Cefazoline for injection Sterimax 25 80.75 | » 3.2300
Inj. Pd. 10g PPB
02108135 | Cefazolin Teva Can 1 » 30.15
02297213 | Cefazoline for injection Apotex 10 301.50 | =» 30.1500
02237140 | Cefazoline for injection Fresenius 10 301.50 | =» 30.1500
02308967 | Cefazoline for injection Sandoz 1 » 30.15
02437120 | Cefazoline for injection Sterimax 10 301.50 | » 30.1500
Inj. Pd. 500 mg PPB
02108119 | Cefazoline Novopharm 10 25.00 |=» 2.5000
02308932 | Cefazoline for injection Sandoz 10 25.00 | =» 2.5000
02437104 | Cefazoline pour injection Sterimax 25 62.50 | » 2.5000
CEFEPIME HYDROCHLORIDE [E
Inj. Pd. 2g
02467518 | Apo-Cefepime Apotex 1ml | 30.20
CEFIXIME
Oral Susp. 100 mg/5 mL PPB
02468689 | Auro-Cefixime Aurobindo 50 mi 18.32 |» 0.3664
00868965 | Suprax Odan 50 ml 18.32 |» 0.3664
Tab. 400 mg PPB
02432773 | Auro-Cefixime Aurobindo 7 19.02 |» 2.7172
10 2717 |» 2.7172
00868981 | Suprax Odan 7 19.02 |» 2.7172
10 2717 |» 2.7172
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COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
CEFOTAXIME (SODIUM) [H
Inj. Pd. 19
02434091 | Cefotaxime sodique pour Sterimax 10 83.30 8.3300
injection BP
Inj. Pd. 29
02434105 | Cefotaxime sodique pour Sterimax 10 166.86 16.6860
injection BP
CEFPROZIL [
Oral Susp. 125 mg/5 mL
02329204 | Taro-Cefprozil Sun Pharma 75 ml 12.37 0.1649
100 ml 16.49 0.1649
Oral Susp. 250 mg/5 mL
02293579 | Taro-Cefprozil Sun Pharma 75 ml 24.71 0.3294
100 ml 32.94 0.3294
Tab. 250 mg PPB
02302179 | Sandoz Cefprozil Sandoz 100 43.32 |» 0.4332
02293528 | Taro-Cefprozil Sun Pharma 100 43.32 |» 0.4332
Tab. 500 mg PPB
02347253 | Auro-Cefprozil Aurobindo 100 84.94 | » 0.8494
02293536 | Ran-Cefprozil Ranbaxy 100 84.94 | » 0.8494
02302187 | Sandoz Cefprozil Sandoz 100 84.94 | » 0.8494
CEFTAZIDIME PENTAHYDRATE [
Inj. Pd. 1g PPB
02437848 | Ceftazidime for injection BP | Sterimax 10 188.50 | » 18.8500
00886971 | Ceftazidime pour injection Fresenius 1 » 18.85
Inj. Pd. 2g PPB
02437856 | Ceftazidime for injection BP | Sterimax 10 371.00 | » 37.1000
00886955 | Ceftazidime pour injection Fresenius 1 » 37.10
Inj. Pd. 6g PPB
02437864 | Ceftazidime for injection BP | Sterimax 1 » 111.29
00886963 | Ceftazidime pour injection Fresenius 1 » 111.29
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COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
CEFTRIAXONE SODIUM [@
Inj. Pd. 19 PPB
02325616 | Ceftriaxone Sterimax 10 124.90 | » 12.4900
02292874 | Ceftriaxone for injection Apotex 10 124.90 | » 12.4900
02292270 | Ceftriaxone for injection Sandoz 10 124.90 | » 12.4900
02287633 | Ceftriaxone sodium for Novopharm 1 » 12.49
injection
02250292 | Ceftriaxone sodium for Pfizer 10 124.90 | » 12.4900
injection
Inj. Pd. 2g PPB
02325624 | Ceftriaxone Sterimax 10 241.30 |» 24.1300
02292882 | Ceftriaxone for injection Apotex 10 241.30 |» 24.1300
02292289 | Ceftriaxone for injection Sandoz 10 241.30 | » 24.1300
Inj. Pd. 10g PPB
02325632 | Ceftriaxone Sterimax 1 » 153.00
02292904 | Ceftriaxone for injection Apotex 1 » 153.00
02287668 | Ceftriaxone sodium for Novopharm 1 » 153.00
injection
02292297 | Ceftriaxone sodium for Sandoz 1 » 153.00
injection
Inj. Pd. 250 mg PPB
02292866 | Ceftriaxone for injection Apotex 10 39.50 | » 3.9500
02325594 | Ceftriaxone sodique pour Sterimax 10 39.50 | » 3.9500
injection BP
02250276 | Ceftriaxone sodium for Pfizer 10 39.50 | » 3.9500
injection
CEFUROXIME (SoDIum) [
Inj. Pd. 1.5g PPB
02241639 | Cefuroxime for injection Fresenius 1 » 28.04
02422301 | Cefuroxime for injection Sterimax 25 701.00 | =» 28.0400
usp
Inj. Pd. 759
02422328 | Cefuroxime for injection Sterimax 10 1051.40 105.1400
UsSpP
Inj. Pd. 750 mg PPB
02241638 | Cefuroxime for injection Fresenius 1 » 14.01
02422298 | Cefuroxime for injection Sterimax 25 350.25 | » 14.0100
UspP
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COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
CEFUROXIME AXETIL [@
Oral Susp. 125 mg/5 mL
02212307 | Ceftin GSK 70 ml 11.57 0.1653
100 ml 16.52 0.1652
Tab. 250 mg PPB
* 02244393 | Apo-Cefuroxime Apotex 60 43.42 |w» 0.7236
100 72.36 | W 0.7236
02344823 | Auro-Cefuroxime Aurobindo 60 43.42 |w» 0.7236
Tab. 500 mg PPB
* 02244394 | Apo-Cefuroxime Apotex 60 86.02 | » 1.4336
100 143.36 | » 1.4336
02344831 | Auro-Cefuroxime Aurobindo 60 86.02 | » 1.4336
02311453 | Pro-Cefuroxime Pro Doc 100 143.36 w
CEPHALEXIN MONOHYDRATE [@
Caps. or Tab. 250 mg PPB
00768723 | Apo-Cephalex Apotex 100 8.66 | » 0.0866
1000 86.60 | 0.0866
02470578 | Auro-Cephalexin Aurobindo 100 8.66 | » 0.0866
500 43.30 |» 0.0866
02521253 | Cephalexin Sanis 100 8.66 | » 0.0866
02494698 | Jamp Cephalexin Jamp 100 8.66 | » 0.0866
* 00583413 | Teva-Cephalexin Teva Can 100 8.66 | » 0.0866
1000 86.60 | 0.0866
Caps. or Tab. 500 mg PPB
00768715 | Apo-Cephalex Apotex 100 17.31 | » 0.1731
500 86.55 | 0.1731
02470586 | Auro-Cephalexin Aurobindo 100 17.31 | » 0.1731
500 86.55 | 0.1731
02521261 | Cephalexin Sanis 100 17.31 |» 0.1731
500 86.55 | 0.1731
02495651 | Cephalexin Sivem 100 17.31 |» 0.1731
500 86.55 | 0.1731
00828866 | Cephalexin-500 Pro Doc 500 86.55 | » 0.1731
02494701 | Jamp Cephalexin Jamp 100 17.31 |» 0.1731
500 86.55 | 0.1731
* 00583421 | Teva-Cephalexin Teva Can 100 17.31 |» 0.1731
500 86.55 | 0.1731
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Oral Susp. 125 mg/5mL PPB
02497743 | Auro-Cephalexin Aurobindo 100 mi 14.62 |» 0.1462
150 ml 2193 [» 0.1462
02469170 | Lupin-Cephalexin Lupin 100 ml 14.62 |» 0.1462
150 ml 2193 |» 0.1462
00342106 | Teva-Lexin 125 Teva Can 100 ml 14.62 |» 0.1462
150 ml 2193 |» 0.1462
Oral Susp. 250 mg/5mL PPB
02497751 | Auro-Cephalexin Aurobindo 100 ml 27.97 |» 0.2797
150 ml 41.96 | 0.2797
02469189 | Lupin-Cephalexin Lupin 100 mi 27.97 |» 0.2797
150 ml 41.96 | 0.2797
00342092 | Teva-Lexin 250 Teva Can 100 ml 27.97 |» 0.2797
150 ml 41.96 | 0.2797
8:12.07
MISCELLANEOUS B-LACTAM ANTIBIOTICS
CEFOXITIN SODIUM [E
Inj. Pd. 19
* 02128187 | Cefoxitine Teva Can | 1 | 10.60 |
Inj. Pd. 29
* 02128195 | Cefoxitine Teva Can | 1 | 21.25 |
ERTAPENEM SODIUM
Inj. Pd. 1g PPB
02492148 | Ertapenem for injection Aurobindo 10 464.39 |» 46.4390
02511150 | Ertapenem for injection Dr Reddy's 10 464.39 |» 46.4390
02496127 | Ertapenem for injection Fresenius 10 464.39 |» 46.4390
02490773 | Ertapenem for injection Juno 10 464.39 |» 46.4390
02247437 |Invanz Merck 10 464.39 |» 46.4390
IMIPENEM/ CILASTATIN [
1.V. Inj. Pd. 500 mg -500 mg PPB
00717282 | Primaxin Merck 25 609.50 w
02351706 | Taro-Imipenem-Cilastatin Sun Pharma 30 658.20 | » 21.9400
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COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
MEROPENEM [
Inj. Pd. 19 PPB
02378795 | Meropenem Sandoz 10 184.45 [ » 18.4450
02462893 | Meropenem pour Injection | Aurobindo 10 184.45 [ w 18.4450
02493349 | Meropenem pour Injection | Sterimax 10 184.45 [ » 18.4450
02415224 | Meropenem pour injection, |Fresenius 1 » 18.45
Usp
02421526 | Taro-Meropenem Sun Pharma 10 184.45 [ » 18.4450
Inj. Pd. 500 mg PPB
02378787 | Meropenem Sandoz 10 92.22 (» 9.2223
02462885 | Meropenem pour Injection | Aurobindo 10 92.22 (» 9.2223
02493330 | Méropénem pour injection Sterimax 10 92.22 (» 9.2223
02415216 | Meropenem pour injection, | Fresenius 1 » 9.22
Usp
02421518 | Taro-Meropenem Sun Pharma 10 92.22 (» 9.2223
8:12.12
MACROLIDES
AZITHROMYCIN [
I.V. Perf. Pd. 500 mg PPB
02465604 | Azithromycine for injection | Aurobindo 10 145.60 | » 14.5600
02523825 | Azithromycine for injection | Jamp 10 145.60 | » 14.5600
02483890 | Azithromycine for injection | Sterimax 10 145.60 | » 14.5600
02239952 | Zithromax I.V. Pfizer 10 206.44 20.6440
Oral Susp. 100 mg/5 mL PPB
02482363 | Auro-Azithromycin Aurobindo 15 ml 5.59 [» 0.3726
02332388 | Sandoz Azithromycin Sandoz 15 ml 5.59 |» 0.3726
02223716 | Zithromax Pfizer 15 ml 16.17 1.0780
Oral Susp. 200 mg/5 mL PPB
02482371 | Auro-Azithromycin Aurobindo 15 ml 7.92 | » 0.5280
22.5ml 11.88 |» 0.5280
37.5ml 19.80 | m» 0.5280
02332396 | Sandoz Azithromycin Sandoz 15 ml 7.92 | » 0.5280
22.5ml 11.88 |» 0.5280
37.5ml 19.80 | m» 0.5280
02223724 | Zithromax Pfizer 15 ml 22.92 1.5280
22.5ml 34.37 1.5276
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Tab. 250 mg PPB
02480700 | AG-Azithromycin Angita 6 5.65 |» 0.9410
100 94.10 | » 0.9410
02415542 | Apo-Azithromycin Z Apotex 6 5.65 |» 0.9410
100 94.10 | » 0.9410
02477610 | Azithromycin Altamed 6 5.65 | » 0.9410
02330881 | Azithromycin Sanis 6 5.65 |» 0.9410
100 94.10 | 0.9410
02442434 | Azithromycin Sivem 6 5.65 |» 0.9410
100 94.10 | » 0.9410
02452308 | Jamp-Azithromycin Jamp 6 5.65 | » 0.9410
100 94.10 | » 0.9410
02452324 | Mar-Azithromycin Marcan 6 5.65 |» 0.9410
100 94.10 | » 0.9410
02502038 | M-Azithromycin Mantra Ph. 6 5.65 | % 0.9410
100 94.10 | » 0.9410
02267845 | Novo-Azithromycin Novopharm 6 5.65 |» 0.9410
30 28.23 | 0.9410
02479680 | NRA-Azithromycin Nora 6 5.65 | % 0.9410
100 94.10 | » 0.9410
02261634 | pms-Azithromycin Phmscience 6 5.65 | % 0.9410
100 94.10 | » 0.9410
02310600 | Pro-Azithromycine Pro Doc 6 5.65 % 0.9410
02275309 | Riva-Azithromycin Riva 6 5.65 |» 0.9410
100 94.10 | » 0.9410
02265826 | Sandoz Azithromycin Sandoz 6 5.65 % 0.9410
100 94.10 | » 0.9410
02212021 | Zithromax Pfizer 6 29.28 4.8803
30 146.41 4.8803
Tab. 600 mg
02261642 | pms-Azithromycin Phmscience | 30 180.00 6.0000
CLARITHROMYCINE [&
Co. or Co. L.A. 250 mg /500 mg L.A. PPB
02403196 | ACT Clarithromycin XL ActavisPhm 60 49.46 |» 0.8243
02274744 | Apo-Clarithromycin Apotex 100 41.22 |» 0.4122
02413345 | Apo-Clarithromycin XL Apotex 100 82.43 % 0.8243
01984853 | Biaxin Bid BGP Pharma 100 161.27 1.6127
02324482 | Clarithromycin Pro Doc 100 4122 | 0.4122
02466120 | Clarithromycin Sanis 100 41.22 | 0.4122
02442469 | Clarithromycin Sivem 100 41.22 | 0.4122
02471388 | M-Clarithromycin Mantra Ph. 100 4122 | 0.4122
02247573 | pms-Clarithromycin Phmscience 100 41.22 | 0.4122
250 103.04 | » 0.4122
02361426 | Ran-Clarithromycin Ranbaxy 100 41.22 | 0.4122
500 206.08 |m» 0.4122
02266539 | Sandoz Clarithromycin Sandoz 100 41.22 | 0.4122
02248804 | Teva Clarithromycin Teva Can 100 41.22 | 0.4122
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Oral Susp. 125 mg/5mL PPB
02146908 | Biaxin BGP Pharma 55 ml 15.77 0.2867
105 ml 30.09 0.2866
02408988 | Clarithromycin Sanis 55 mi 11.26 | » 0.2047
105 ml 21.49 |» 0.2047
02390442 | Taro-Clarithromycin Taro 55 mi 11.26 |» 0.2047
105 ml 21.49 |» 0.2047
Oral Susp. 250 mg/5mL PPB
02244641 | Biaxin BGP Pharma 105 ml 57.89 0.5513
02408996 | Clarithromycin Sanis 105 mi 41.98 |» 0.3998
02390450 | Taro-Clarithromycin Taro 105 mi 41.98 |» 0.3998
Tab. 500 mg PPB
02274752 | Apo-Clarithromycin Apotex 100 83.18 [» 0.8318
02126710 | Biaxin Bid BGP Pharma 100 326.62 3.2662
02324490 | Clarithromycin Pro Doc 100 83.18 | » 0.8318
02466139 | Clarithromycin Sanis 100 83.18 | » 0.8318
02442485 | Clarithromycin Sivem 100 83.18 |» 0.8318
02471396 | M-Clarithromycin Mantra Ph. 100 83.18 [ » 0.8318
02247574 | pms-Clarithromycin Phmscience 100 83.18 | » 0.8318
250 207.95 |» 0.8318
02361434 | Ran-Clarithromycin Ranbaxy 100 83.18 | ®» 0.8318
500 415.90 |» 0.8318
02346532 | Riva-Clarithromycine Riva 100 83.18 | » 0.8318
250 207.95 |» 0.8318
02266547 | Sandoz Clarithromycin Sandoz 100 83.18 | » 0.8318
02248805 | Teva Clarithromycin Teva Can 100 83.18 | » 0.8318
ERYTHROMYCIN [
Ent. Tab. 250 mg
* 00682020 |Erythro-Base |AA Pharma 100 18.65 w |
SPIRAMYCIN [
Caps. 250 mg
01927825 |Rovamycine |Odan 50 73.65 1.4729 |
Caps. 500 mg
01927817 |Rovamycine |Odan 50 143.99 2.8798 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
8:12.16
PENICILLINS
AMOXICILLIN [
Caps. 250 mg PPB
02352710 | Amoxicillin Sanis 100 6.72 | » 0.0672
1000 67.20 | » 0.0672
00628115 | Apo-Amoxi Apotex 100 6.72 | W 0.0672
1000 67.20 | » 0.0672
02388073 | Auro-Amoxicillin Aurobindo 100 6.72 | » 0.0672
500 33.60 | » 0.0672
02433060 | Jamp-Amoxicillin Jamp 100 6.72 | W 0.0672
1000 67.20 | » 0.0672
* 00406724 | Novamoxin Teva Can 100 6.72 | W 0.0672
1000 67.20 | » 0.0672
02230243 | pms-Amoxicillin Phmscience 500 33.60 | » 0.0672
Caps. 500 mg PPB
02477726 | AG-Amoxicillin Angita 100 13.08 |» 0.1308
500 65.40 | » 0.1308
02352729 | Amoxicillin Sanis 100 13.08 |» 0.1308
500 65.40 [ » 0.1308
02401509 | Amoxicillin Sivem 100 13.08 |» 0.1308
500 65.40 | » 0.1308
00628123 | Apo-Amoxi Apotex 100 13.08 |» 0.1308
500 65.40 | » 0.1308
02388081 | Auro-Amoxicillin Aurobindo 100 13.08 |» 0.1308
500 65.40 | » 0.1308
02433079 | Jamp-Amoxicillin Jamp 100 13.08 |» 0.1308
500 65.40 | » 0.1308
* 00406716 | Novamoxin Teva Can 100 13.08 |» 0.1308
500 65.40 | » 0.1308
02230244 | pms-Amoxicillin Phmscience 500 65.40 | » 0.1308
00644315 | Pro-Amox-500 Pro Doc 500 65.40 | » 0.1308
Chew. Tab. 125 mg
02036347 |Novamoxin |Novopharm 100 41.67 0.4167 |
Chew. Tab. 250 mg
02036355 |Teva-Amoxicillin |Teva Can 100 61.38 0.6138 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Oral Susp. 125 mg/5mL PPB
00628131 | Apo-Amoxi Apotex 100 ml 3.52 | » 0.0352
150 ml 5.28 [» 0.0352
02458586 | Auro-Amoxicillin Aurobindo 100 ml 3.52 | » 0.0352
150 ml 5.28 » 0.0352
01934171 | Novamoxin Teva Can 100 mi 3.52 |» 0.0352
150 ml 5.28 » 0.0352
00452149 | Novamoxin 125 Novopharm 100 mi 3.52 |» 0.0352
150 ml 5.28 |» 0.0352
02230245 | pms-Amoxicillin Phmscience 100 mi 3.52 | » 0.0352
150 ml 5.28 |» 0.0352
Oral Susp. 250 mg/5mL PPB
02352753 | Amoxicillin Sanis 75 ml 4.05 |» 0.0540
100 ml 540 » 0.0540
150 ml 8.10 [ 0.0540
02352788 | Amoxicillin Sanis 100 ml 540 |» 0.0540
150 ml 8.10 [ 0.0540
02401541 | Amoxicillin Sivem 100 ml 540 |» 0.0540
150 ml 8.10 [ m» 0.0540
00628158 | Apo-Amoxi Apotex 100 ml 540 [» 0.0540
150 ml 8.10 [ m» 0.0540
02458594 | Auro-Amoxicillin Aurobindo 100 ml 540 |» 0.0540
150 ml 8.10 [ m» 0.0540
01934163 | Novamoxin Teva Can 100 mi 540 |» 0.0540
150 ml 8.10 [ 0.0540
* 00452130 | Novamoxin 250 Teva Can 75 ml 4.05 |» 0.0540
100 ml 540 [» 0.0540
150 ml 8.10 [m 0.0540
02230246 | pms-Amoxicillin Phmscience 100 mi 540 |» 0.0540
150 ml 8.10 [ 0.0540
00644331 | Pro-Amox-250 Pro Doc 100 ml 540 | » 0.0540
150 ml 8.10 [ 0.0540
AMOXICILLIN/ POTASSIUM CLAVULANATE [@
Oral Susp. 125 mg -31.25 mg/5 mL
01916882 |Clavulin-125 F |GSK 100 ml | 9.50 0.0950 |
Oral Susp. 200 mg -28.5 mg/5 mL
02238831 | Clavulin-200 |GSK 70 mi | 9.39 | 0.1341 |
Oral Susp. 250 mg -62.5 mg/5 mL
01916874 |Clavulin-250 F |GSK 100 mi 18.72 | 0.1872 |
Oral Susp. 400 mg - 57 mg/5mL
02238830 | Clavulin-400 |GSK 70 ml 17.95 0.2564 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Tab. 250 mg-125mg PPB
02243350 | Apo-Amoxi Clav Apotex 100 24.67 |w» 0.2467
02471671 | Auro-Amoxiclav Aurobindo 100 24.67 |w» 0.2467
02508249 | Jamp Amoxi Clav Jamp 100 24.67 |w» 0.2467
Tab. 500 mg-125mg PPB
02510634 | AG-Amoxi Clav Angita 100 37.78 | » 0.3778
02243351 | Apo-Amoxi Clav Apotex 100 37.78 | % 0.3778
02471698 | Auro-Amoxiclav Aurobindo 100 37.78 | » 0.3778
01916858 | Clavulin-500 F GSK 20 27.56 1.3780
02508257 | Jamp Amoxi Clav Jamp 100 37.78 | » 0.3778
02482576 | Sandoz Amoxi-Clav Sandoz 100 37.78 | % 0.3778
Tab. 875mg-125mg PPB
02510642 | AG-Amoxi Clav Angita 100 55.50 | » 0.5550
02245623 | Apo-Amoxi Clav Apotex 100 55.50 | =» 0.5550
02471701 | Auro-Amoxiclav Aurobindo 100 55.50 | 0.5550
02238829 | Clavulin-875 GSK 20 41.34 2.0670
02508265 | Jamp Amoxi Clav Jamp 100 55.50 | =» 0.5550
02482584 | Sandoz Amoxi-Clav Sandoz 100 55.50 | » 0.5550
AMPICILLIN
Caps. 250 mg
* 00020877 | Teva-Ampicillin Teva Can 100 30.71 | 0.3071 |
Caps. 500 mg
* 00020885 | Teva-Ampicillin Teva Can 100 59.55 0.5955 |
AMPICILLIN (SODIUM) [
Inj. Pd. 1g PPB
02227002 | Ampicilline pour injection Fresenius 1 » 3.60
01933345 | Ampicilline Sodique Novopharm 1 » 3.60
02462338 | Ampicilline sodique for Aurobindo 10 36.00 | » 3.6000
injection
Inj. Pd. 2g PPB
02226995 | Ampicillin for Injection Fresenius 1 » 7.20
* 01933353 | Ampicilline Sodique Teva Can 1 » 7.20
02462346 | Ampicilline sodique for Aurobindo 10 72.00 | » 7.2000
injection
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Inj. Pd. 250 mg PPB
02227029 | Ampicilline pour injection Fresenius 1 » 2.05
00872644 | Ampicilline Sodique Novopharm 1 » 2.05
02462303 | Ampicilline sodique for Aurobindo 10 20.50 | » 2.0500
injection
Inj. Pd. 500 mg PPB
02227010 | Ampicilline pour injection Fresenius 1 » 2.15
00872652 | Ampicilline Sodique Novopharm 1 » 2.15
02462311 | Ampicilline sodique for Aurobindo 10 21.50 | » 2.1500
injection
CLOXACILLIN (soDium) @
Caps. 250 mg PPB
* 02510731 | JAMP Cloxacillin Jamp 100 2141 |» 0.2141
* 00337765 | Teva-Cloxacillin Teva Can 100 2141 |» 0.2141
Caps. 500 mg PPB
* 02510758 | JAMP Cloxacillin Jamp 100 4045 |w» 0.4045
* 00337773 | Teva-Cloxacillin Teva Can 100 4045 |w» 0.4045
Inj. Pd. 29
02367424 |Cloxacillin |Sterimax | 10 | 84.07 | 8.4070 |
Inj. Pd. 109
02400081 |Cloxacilline pour injection |Sterimax | 1 36.55 | |
Inj. Pd. 500 mg
02367408 |Cloxacillin |Sterimax | 10 52.44 5.2440 |
Oral Susp. 125 mg/5 mL
00337757 | Teva-Cloxacillin Solution |Teva Can | 100 ml 6.06 | 0.0606 |
PENICILLIN G (BENZATHINE) [@
I.M. Inj. Susp. 12000 000 Ul /2 mL
02291924 | Bicillin L-A |Pfizer | 10 406.96 | 40.6960 |
PENICILLIN G (SODIUM) [
Inj. Pd. 1000 000 U
01930672 |Penicil/ine G |Novopharm | 1 2.40 | |
2022-12 Page 19



CODE BRAND NAME MANUFACTURER SIZE COSTSIC;FEPKG‘ UNIT PRICE
Inj. Pd. 10 000 000 U
01930680 |Penicilline G |Novopharm 1 8.90 | |
PHENOXYMETHYLPENICILLIN (BASE OR POTASSIUM SALT)
Tab. 250 mg to 300 mg
00642215 | Pen-VK AA Pharma 100 18.73 0.1873
1000 187.30 0.1873
PIPERACILLIN SODIUM/ TABACTAM SODIUM [&
I.V. Perf. Pd. 2g-025g PPB
02362619 | Piperacilline et Tazobactam | Sterimax 10 41.70 | » 4.1700
02308444 | Piperacilline et Tazobactam | Apotex 1 » 4.17
for injection
02402068 | Piperacilline et Tazobactam |Aurobindo 10 41.70 | » 4.1700
for injection
02299623 | Piperacilline sodique/ Sandoz 1 » 417
Tazobactam sodique
02370158 | Piperacilline/Tazobactam Teva Can 10 41.70 | » 4.1700
02401312 | Piperacilline-Tazobactam for | Hikma 10 41.70 | » 4.1700
injection
I.V. Perf. Pd. 3g-0.375g PPB
02362627 | Piperacilline et Tazobactam | Sterimax 10 62.59 | 6.2590
02308452 | Piperacilline et Tazobactam | Apotex 1 » 6.26
for injection
02402076 | Piperacilline et Tazobactam |Aurobindo 10 62.59 | » 6.2590
for injection
02299631 | Piperacilline sodique/ Sandoz 1 » 6.26
Tazobactam sodique
02370166 | Piperacilline/Tazobactam Teva Can 10 62.59 | » 6.2590
02401320 | Piperacilline-Tazobactam for | Hikma 10 62.59 | » 6.2590
injection
I.V. Perf. Pd. 49-05g PPB
02420430 | Jamp-PIP/TAZ Jamp 10 83.46 | » 8.3458
02362635 | Piperacilline et Tazobactam | Sterimax 10 83.46 | » 8.3458
02308460 | Piperacilline et Tazobactam | Apotex 1 » 8.35
for injection
02402084 | Piperacilline et Tazobactam | Aurobindo 10 83.46 | » 8.3458
for injection
02299658 | Piperacilline sodique/ Sandoz 1 » 8.35
Tazobactam sodique
02370174 | Piperacilline/Tazobactam Teva Can 10 83.46 | » 8.3458
02401339 | Piperacilline-Tazobactam for | Hikma 10 83.46 | » 8.3458
injection
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CODE BRAND NAME MANUFACTURER SIZE COSTS%FEPKG‘ UNIT PRICE
1.V. Perf. Pd. 12g-15g PPB
02377748 | Piperacilline et Tazobactam | Sterimax 1 » 36.33
for injection
02330547 | Piperacilline sodique/ Sandoz 1 » 36.33
Tazobactam sodique
1.V. Perf. Pd. 36g-45g PPB
02521539 | Piperacilline et Tazobactam |Sandoz 1 » 108.99
for injection
02439131 | Piperacilline et Tazobactam | Sterimax 1 » 108.99
for injection
8:12.18
QUINOLONES
CIPROFLOXACIN HYDROCHLORIDE [
1.V. Perf. Sol. 2 mg/mL
02301903 | Ciprofloxacine Injection USP | Pfizer 100 ml 17.92
200 ml 35.84
L.A. Tab. 500 mg
02416433 | pms-Ciprofloxacin XL | Phmscience | 100 173.77 | 1.7377 |
Oral Susp. 500 mg/5 mL
02237514 | Cipro | Bayer | 100 ml 53.23 0.5323 |
Tab. 250 mg PPB
* 02247339 [ACT Ciprofloxacin Teva Can 100 4454 |» 0.4454
02381907 | Auro-Ciprofloxacin Aurobindo 100 44.54 | 0.4454
500 222.70 |w» 0.4454
02353318 | Ciprofloxacin Sanis 100 44.54 | 0.4454
02386119 | Ciprofloxacin Sivem 100 44.54 | 0.4454
02380358 | Jamp-Ciprofloxacin Jamp 100 4454 | 0.4454
02379686 | Mar-Ciprofloxacin Marcan 100 44.54 | » 0.4454
02317427 | Mint-Ciprofloxacine Mint 100 44.54 | w» 0.4454
02248437 | pms-Ciprofloxacin Phmscience 100 44.54 | 0.4454
02317796 | Pro-Ciprofloxacin Pro Doc 100 44.54 | w» 0.4454
02303728 | Ran-Ciproflox Ranbaxy 100 4454 | 0.4454
02248756 | Sandoz Ciprofloxacin Sandoz 100 44.54 | 0.4454
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CODE BRAND NAME MANUFACTURER SIZE COSTSIC;FEPKG‘ UNIT PRICE
Tab. 500 mg PPB
* 02247340 |ACT Ciprofloxacin Teva Can 100 50.25 | » 0.5025
02476592 | AG-Ciprofloxacin Angita 100 50.25 | » 0.5025
02381923 | Auro-Ciprofloxacin Aurobindo 100 50.25 | » 0.5025
500 251.25 |» 0.5025
02444887 | Bio-Ciprofloxacin Biomed 100 50.25 | » 0.5025
500 251.25 |» 0.5025
02353326 | Ciprofloxacin Sanis 100 50.25 | » 0.5025
02386127 | Ciprofloxacin Sivem 100 50.25 | » 0.5025
02380366 | Jamp-Ciprofloxacin Jamp 100 50.25 | » 0.5025
500 251.25 |» 0.5025
02379694 | Mar-Ciprofloxacin Marcan 100 50.25 | » 0.5025
02423561 | Mint-Ciproflox Mint 100 50.25 | = 0.5025
02317435 | Mint-Ciprofloxacine Mint 100 50.25 | » 0.5025
02492008 | NRA-Ciprofloxacin Nora 100 50.25 | 0.5025
02248438 | pms-Ciprofloxacin Phmscience 100 50.25 | » 0.5025
500 251.25 | 0.5025
02445344 | Priva-Ciprofloxacin Pharmapar 100 50.25 | 0.5025
500 251.25 |» 0.5025
02317818 | Pro-Ciprofloxacin Pro Doc 100 50.25 | » 0.5025
500 251.25 | 0.5025
02303736 | Ran-Ciproflox Ranbaxy 100 50.25 | 0.5025
02251248 | Riva-Ciprofloxacin Riva 100 50.25 | » 0.5025
500 251.25 |w» 0.5025
02248757 | Sandoz Ciprofloxacin Sandoz 100 50.25 | 0.5025
Tab. 750 mg PPB
* 02247341 |ACT Ciprofloxacin Teva Can 50 46.01 |» 0.9201
02380374 | Jamp-Ciprofloxacin Jamp 50 46.01 |» 0.9201
02379708 | Mar-Ciprofloxacin Marcan 50 46.01 |» 0.9201
02423588 | Mint-Ciproflox Mint 50 46.01 |» 0.9201
02317443 | Mint-Ciprofloxacine Mint 100 92.01 |» 0.9201
02248439 | pms-Ciprofloxacin Phmscience 100 92.01 |» 0.9201
02303744 | Ran-Ciproflox Ranbaxy 100 92.01 |» 0.9201
02248758 | Sandoz Ciprofloxacin Sandoz 50 46.01 |» 0.9201
LEVOFLOXACIN [
Tab. 250 mg PPB
02315424 | ACT Levofloxacin Teva Can 50 60.19 | » 1.2038
* 02284707 | Apo-Levofloxacin Apotex 50 60.19 (= 1.2038
100 120.38 | » 1.2038
02505797 | Mint-Levofloxacin Mint 100 120.38 | » 1.2038
02492725 | Riva-Levofloxacin Riva 100 120.38 | » 1.2038
02298635 | Sandoz Levofloxacin Sandoz 50 60.19 | » 1.2038
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Tab. 500 mg PPB
02315432 | ACT Levofloxacin Teva Can 100 137.18 | » 1.3718
* 02284715 | Apo-Levofloxacin Apotex 50 68.59 | » 1.3718
100 137.18 [ » 1.3718
02415879 | Levofloxacin Pro Doc 100 137.18 | » 1.3718
02505819 | Mint-Levofloxacin Mint 100 137.18 | » 1.3718
02492733 | Riva-Levofloxacin Riva 100 137.18 | » 1.3718
02298643 | Sandoz Levofloxacin Sandoz 100 137.18 | » 1.3718
Tab. 750 mg PPB
02315440 | ACT Levofloxacin Teva Can 50 133.02 [ » 2.6604
* 02325942 | Apo-Levofloxacin Apotex 30 79.81 |» 2.6604
100 266.04 |» 2.6604
02505800 | Mint-Levofloxacin Mint 100 266.04 | » 2.6604
02492741 | Riva-Levofloxacin Riva 100 266.04 | » 2.6604
02298651 | Sandoz Levofloxacin Sandoz 50 133.02 [» 2.6604
MOXIFLOXACIN HYDROCHLORIDE [
Tab. 400 mg PPB
02478137 | AG-Moxifloxacin Angita 30 45.69 |» 1.5230
02404923 | Apo-Moxifloxacin Apotex 30 45.69 | » 1.5230
02432242 | Auro-Moxifloxacin Aurobindo 30 45.69 |» 1.5230
100 152.30 | » 1.5230
02447266 | Bio-Moxifloxacin Biomed 30 45.69 | » 1.5230
100 152.30 | » 1.5230
02443929 | Jamp-Moxifloxacin Jamp 30 45.69 |» 1.5230
02447061 | Jamp-Moxifloxacin Tablets |Jamp 100 152.30 [ » 1.5230
02447053 | Mar-Moxifloxacin Marcan 100 152.30 | » 1.5230
02472791 | M-Moxifloxacin Mantra Ph. 100 152.30 | » 1.5230
02462974 | Moxifloxacin Pro Doc 30 45.69 |» 1.5230
02520710 | Moxifloxacin Sanis 30 4569 |» 1.5230
02383381 | Sandoz Moxifloxacin Sandoz 30 45.69 |» 1.5230
02375702 | Teva-Moxifloxacin Teva Can 30 45.69 |» 1.5230
NORFLOXACIN
Tab. 400 mg
02229524 | Norflox AA Pharma 100 185.86 1.8586
8:12.20
SULFONAMIDES
SULFASALAZINE [E
Ent. Tab. 500 mg
00598488 |pms—Squasalazine-E.C. |thscience 100 38.63 0.3863 |
Tab. 500 mg
| 00598461 |pms—Squasalazine |thscience 500 126.65 0.2533 |
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TRIMETHOPRIM/ SULFAMETHOXAZOLE [3
Oral Susp. 40 mg -200 mg/5 mL
00726540 | Teva-Sulfamethoxazole Teva Can 100 ml 9.68 0.0968
400 ml 38.72 0.0968
Tab. 20 mg -100 mg
| 00445266 | Sulfatrim-PED |AA Pharma 100 9.11 0.0911 |
Tab. 80 mg -400 mg PPB
00445274 | Sulfatrim AA Pharma 100 482 |» 0.0482
00510637 | Teva-Sulfamethoxazole/ Novopharm 100 482 |» 0.0482
Trimethoprim
Tab. 160 mg -800 mg PPB
00510645 | Novo-Trimel D.S. Novopharm 100 12.21 |» 0.1221
500 61.05 [» 0.1221
00445282 | Sulfatrim-DS AA Pharma 500 61.05 | » 0.1221
8:12.24
TETRACYCLINES
DOXYCYCLINE HYCLATE [#
Caps. or Tab. 100 mg PPB
00740713 | Apo-Doxy Apotex 100 58.60 | » 0.5860
250 146.50 | W 0.5860
00874256 | Apo-Doxy-Tabs Apotex 100 58.60 | » 0.5860
00860751 | Doxycin (co.) Riva 100 58.60 | » 0.5860
300 175.80 | » 0.5860
02351234 | Doxycycline (Caps.) Sanis 100 58.60 | » 0.5860
200 117.20 [ » 0.5860
02351242 | Doxycycline (Co.) Sanis 100 58.60 | » 0.5860
00887064 | Doxytab Pro Doc 100 58.60 | » 0.5860
* 00725250 | Teva-Doxycycline Teva Can 100 58.60 | » 0.5860
200 117.20 [ » 0.5860
* 02158574 | Teva-Doxycycline (Co.) Teva Can 100 58.60 | » 0.5860
MINOCYCLINE HYDROCHLORIDE [
Caps. 50 mg
02153394 | Minocycline-50 | Pro Doc 100 11.01 w |
Caps. 100 mg
02154366 | Minocycline-100 | Pro Doc 100 21.25 w |
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TETRACYCLINE HYDROCHLORIDE [
Caps. 250 mg
00580929 | Tetracycline AA Pharma 100 6.70 0.0670
1000 67.00 0.0670
8:12.28
MISCELLANEOUS ANTIBIOTICS
CLINDAMYCIN HYDROCHLORIDE [
Caps. 150 mg PPB
02485109 | AG-Clindamycin Angita 100 2217 |» 0.2217
02436906 | Auro-Clindamycin Aurobindo 100 2217 |w» 0.2217
02400529 | Clindamycin Sanis 100 2217 |w» 0.2217
00030570 |Dalacin C Pfizer 100 85.97 0.8597
02483734 | Jamp-Clindamycin Jamp 100 2217 |w» 0.2217
02479923 | M-Clindamycin Mantra Ph. 100 2217 |» 0.2217
02462656 | Med-Clindamycin GMP 100 2217 |» 0.2217
02493748 | NRA-Clindamycin Nora 100 2217 |» 0.2217
02468476 | Riva-Clindamycin Riva 100 2217 |» 0.2217
02241709 | Teva-Clindamycin Teva Can 100 2217 |=» 0.2217
Caps. 300 mg PPB
02485117 | AG-Clindamycin Angita 100 44.34 | 0.4434
02436914 | Auro-Clindamycin Aurobindo 100 44.34 | 0.4434
02400537 | Clindamycin Sanis 100 44.34 | 0.4434
02182866 | Dalacin C Pfizer 100 172.71 1.7271
02483742 | Jamp-Clindamycin Jamp 100 44.34 | 0.4434
02479931 | M-Clindamycin Mantra Ph. 100 44.34 | 0.4434
02462664 | Med-Clindamycin GMP 100 44.34 | 0.4434
02493756 | NRA-Clindamycin Nora 100 44.34 | 0.4434
02468484 | Riva-Clindamycin Riva 100 44.34 | 0.4434
* 02241710 | Teva-Clindamycin Teva Can 100 4434 | 0.4434
CLINDAMYCIN PALMITATE HYDROCHLORIDE
Oral Susp. 75 mg/5 mL
00225851 | Dalacin C Pfizer | 100 ml | 31.52 0.3152

CLINDAMYCIN PHOSPHATE [

Inj. Sol. 150 mg/mL PPB
02230540 | Clindamycine Injection Sandoz 2ml » 6.50
4 ml » 13.00
6 ml » 18.50
00260436 | Dalacin C Pfizer 2ml 6.88
4 mi 13.76
6 ml 18.75
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COLISTIMETHATE (SODIUM) [
Inj. Pd. 150 mg PPB
02244849 | Colistimethate Sterimax 1 » 30.42
02403544 | Colistimethate pour Fresenius 1 » 30.42
injection, USP
00476420 | Coly-Mycin M Parenteral Erfa 1 » 30.42
VANCOMYCIN HYDROCHLORIDE [
Caps. 125mg PPB
02406497 | Gelules de chlorhydrate de | Strides 20 103.60 | » 5.1800
vancomycine
02407744 | Jamp-Vancomycin Jamp 20 103.60 | » 5.1800
00800430 | Vancocin Search Phm 20 103.60 | » 5.1800
Caps. 250 mg PPB
02406500 | Gelules de chlorhydrate de | Strides 20 207.20 | » 10.3600
vancomycine
02407752 | Jamp-Vancomycin Jamp 20 207.20 |» 10.3600
00788716 | Vancocin Search Phm 20 207.20 | » 10.3600
1.V. Perf. Pd. 1g PPB
02139383 | Chlorhydrate de Fresenius 10 187.81 18.7810
Vancomycine pour injection
02502607 | Chlorhydrate de Jamp 10 187.81 18.7810
Vancomycine pour injection
02394634 | Chlorhydrate de Sandoz 10 187.81 18.7810
Vancomycine pour injection
usp
02420309 | Jamp-Vancomycin Jamp 10 187.81 [» 18.7810
02342863 | Vancomycin for injection Sterimax 10 187.81 % 18.7810
Usp
1.V. Perf. Pd. 59 PPB
02139243 | Chlorhydrate de Fresenius 1 » 294.95
Vancomycine pour injection
02405822 | Chlorhydrate de Sterimax 1 » 294.95
Vancomycine pour injection
02420317 | Jamp-Vancomycin Jamp 1 » 294.95
02394642 | Vancomycine Sandoz 1 » 294.95
1.V. Perf. Pd. 10g PPB
02241807 | Chlorhydrate de Fresenius 1 589.90
Vancomycine pour injection
02420325 | Jamp-Vancomycin Jamp 1 » 589.90
02405830 | Vancomycin for injection Sterimax 1 » 589.90
usp
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1.V. Perf. Pd. 500 mg PPB
02139375 | Chlorhydrate de Fresenius 10 98.67 | » 9.8669
Vancomycine pour injection
02502593 | Chlorhydrate de Jamp 10 98.67 | » 9.8669
Vancomycine pour injection
02394626 | Chlorhydrate de Sandoz 10 98.67 | » 9.8669
Vancomycine pour injection
Usp
02342855 | Vancomycin for injection Sterimax 10 98.67 | » 9.8669
Usp
8:14.04
ALLYLAMINES
TERBINAFIN HYDROCHLORIDE [
Tab. 250 mg PPB
* 02254727 |ACT Terbinafine Teva Can 30 23.14 |» 0.7714
100 7714 | 0.7714
02239893 | Apo-Terbinafine Apotex 30 23.14 |» 0.7714
100 7714 | » 0.7714
02320134 | Auro-Terbinafine Aurobindo 28 21.60 | » 0.7714
100 7714 | 0.7714
02357070 | Jamp-Terbinafine Jamp 30 23.14 |» 0.7714
100 7714 | 0.7714
02031116 | Lamisil Novartis 28 102.27 3.6525
02240346 | Novo-Terbinafine Novopharm 28 21.60 | » 0.7714
100 7714 | 0.7714
02294273 | pms-Terbinafine Phmscience 30 23.14 |» 0.7714
100 7714 |» 0.7714
02262924 | Riva-Terbinafine Riva 30 23.14 |» 0.7714
100 7714 |» 0.7714
02353121 | Terbinafine Sanis 30 23.14 |» 0.7714
100 7714 | » 0.7714
02385279 | Terbinafine Sivem 30 23.14 |» 0.7714
100 7714 |» 0.7714
02242735 | Terbinafine-250 Pro Doc 30 23.14 |» 0.7714
100 7714 | 0.7714
8:14.08
AZOLES
FLUCONAZOLE
Caps. 150 mg PPB
02241895 | Apo-Fluconazole-150 Apotex 1 » 3.93
02462168 | Bio-Fluconazole Biomed 1 » 3.93
02521229 | Fluconazole-150 Sanis 1 » 3.93
02432471 | Jamp-Fluconazole Jamp 1 » 3.93
02428792 | Mar-Fluconazole-150 Marcan 1 » 3.93
* 02433702 |Priva-Fluconazole Nora 1 » 3.93
02255510 | Riva-Fluconazole Riva 1 » 3.93
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FLUCONAZOLE [
I.V. Perf. Sol. 2mg/mL PPB
00891835 | Diflucan Pfizer 100 ml 37.56
02388448 | Fluconazole Sandoz 100 ml  [w 26.87
Tab. 50 mg PPB
* 02281260 |ACT Fluconazole Teva Can 50 64.52 | 1.2904
02237370 | Apo-Fluconazole Apotex 50 64.52 | 1.2904
02517396 | Fluconazole Sanis 50 64.52 | 1.2904
02245292 | Mylan-Fluconazole Mylan 50 64.52 | 1.2904
02236978 | Novo-Fluconazole Novopharm 100 129.04 | » 1.2904
02245643 | pms-Fluconazole Phmscience 50 64.52 | 1.2904
Tab. 100 mg PPB
* 02281279 | ACT Fluconazole Teva Can 50 114.45 [ w 2.2890
02237371 | Apo-Fluconazole Apotex 50 114.45 | » 2.2890
02517418 | Fluconazole Sanis 50 114.45 [ » 2.2890
02245293 | Mylan-Fluconazole Mylan 50 114.45 | » 2.2890
02236979 | Novo-Fluconazole Novopharm 50 114.45 | » 2.2890
02245644 | pms-Fluconazole Phmscience 50 114.45 | » 2.2890
02310686 | Pro-Fluconazole Pro Doc 50 114.45 | » 2.2890
ITRACONAZOLE [
Caps. 100 mg PPB
02462559 | Mint-Itraconazole Mint 30 112.27 | » 3.7423
02047454 | Sporanox Janss. Inc 28 106.21 3.7932
30 113.80 3.7932
Oral Sol. 10 mg/mL PPB
02484315 | Jamp Itraconazole Jamp 150 61.67 | 0.4111
02495988 | Odan ltraconazole Odan 150 ml 61.67 % 0.4111
02231347 | Sporanox Janss. Inc 150 ml 115.28 0.7685
KETOCONAZOLE [
Tab. 200 mg PPB
02237235 | Apo-Ketoconazole Apotex 100 93.93 | » 0.9393
* 02231061 | Teva-Ketoconazole Teva Can 100 93.93 [» 0.9393
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8:14.28
POLYENES
NYSTATIN [
Oral Susp. 100 000 U/mL PPB
02433443 | Jamp-Nystatin Jamp 100 mi 518 |» 0.0518
500 ml 25.90 | » 0.0518
00792667 | pms-Nystatin Phmscience 100 mi 5.18 |» 0.0518
500 ml 2590 |» 0.0518
02194201 | ratio-Nystatin Ratiopharm 24 ml 1.24 |» 0.0518
48 ml 249 |» 0.0518
100 ml 518 W 0.0518
8:16.04
ANTITUBERCULOSIS AGENTS
ETHAMBUTOL HYDROCHLORIDE
Tab. 100 mg
| 00247960 |Etibi |Valeant 100 11.00 0.1100 |
Tab. 400 mg
| 00247979 |Etibi |Valeant 100 30.00 0.3000 |
ISONIAZID [
Syr. 50 mg/5 mL
00577812 |pdp-lsoniazid |Pendopharm 500 ml 137.70 0.2754 |
Tab. 100 mg
| 00577790 |pdp-lsoniazid Pendopharm 100 90.55 0.9055 |
Tab. 300 mg
| 00577804 |pdp-lsoniazid |Pendopharm 100 86.44 0.8644 |
PYRAZINAMIDE [
Tab. 500 mg
| 00618810 |PDP—Pyrazinamide |Pendopharm 100 142.36 1.4236 |
RIFABUTIN [
Caps. 150 mg
02063786 |Mycobutin |Pfizer 100 493.69 4.9369 |
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RIFAMPIN [E
Caps. 150 mg
00393444 |Rofact 150 |Valeant | 100 | 60.38 0.6038 |
Caps. 300 mg
00343617 |Rofact 300 |Valeant | 100 | 95.03 0.9503 |
8:16.92
MISCELLANEOUS ANTIMYCOBACTERIALS
DAPSONE [E
Tab. 100 mg PPB
02041510 | Dapsone Jacobus 100 140.61 1.4061
02481227 | Mar-Dapsone Marcan 100 70.31 [» 0.7031
02489058 | Riva-Dapsone Riva 100 70.31 [» 0.7031
8:18.04
ADAMANTANES
AMANTADINE HYDROCHLORIDE
Caps. 100 mg
01990403 |PDP—Amantadine |Pendopharm | 100 | 52.52 0.5252 |
Syr. 50 mg/5 mL
| 02022826 |PDP—Amantadine |Pendopharm | 500 ml | 54.90 0.1098 |
8:18.08
ANTIRETROVIRAL AGENTS
ABACAVIR SULFATE [
Oral Sol. 20 mg/mL
02240358 | Ziagen Viiv | 240 ml | 103.26 0.4303
Tab. 300mg PPB
02396769 | Apo-Abacavir Apotex 60 208.97 | » 3.4828
02480956 | Mint-Abacavir Mint 60 208.97 | » 3.4828
02240357 |Ziagen Viiv 60 396.38 6.6063
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ABACAVIR/LAMIVUDINE [
Tab. 600 mg - 300 mg PPB
02399539 | Apo-Abacavir-Lamivudine Apotex 30 179.62 [» 5.9873
02454513 | Auro-Abacavir/Lamivudine | Aurobindo 30 179.62 [ » 5.9873
60 359.24 | w 5.9873
02497654 | Jamp Abacavir/Lamivudine |Jamp 30 179.62 | » 5.9873
02269341 | Kivexa Viiv 30 661.99 22.0663
02450682 | Mylan-Abacavir/Lamivudine |Mylan 30 179.62 [ » 5.9873
02458381 | pms-Abacavir-Lamivudine Phmscience 30 179.62 [ » 5.9873
02416662 | Teva-Abacavir/Lamivudine |Teva Can 30 179.62 [ » 5.9873
ATAZANAVIR SULFATE [@
Caps. 150 mg PPB
02456877 | Mylan-Atazanavir Mylan 60 340.62 | » 5.6770
02248610 | Reyataz B.M.S. 60 648.00 10.8000
02443791 | Teva-Atazanavir Teva Can 60 340.62 | » 5.6770
Caps. 200 mg PPB
02456885 | Mylan-Atazanavir Mylan 60 342.62 |w» 5.7103
02248611 | Reyataz B.M.S. 60 651.87 10.8645
02443813 | Teva-Atazanavir Teva Can 60 342.62 |» 5.7103
Caps. 300 mg PPB
02456893 | Mylan-Atazanavir Mylan 30 336.49 | » 11.2163
02294176 | Reyataz B.M.S. 30 648.01 21.6003
02443821 | Teva-Atazanavir Teva Can 60 672.98 | » 11.2163
BICTEGRAVIR SODIUM/EMTRICITABINE/TENOFOVIR ALAFENAMIDE HEMIFUMARATE [
Tab. 50 mg -200 mg -25 mg
02478579 |Biktarvy |Gilead 30 1176.68 39.2227 |
CABOTEGRAVIR SODIUM [
Tab. 30 mg
| 02497204 |Vocabria |ViiV 30 795.47 26.5157 |

CABOTEGRAVIR/RILPIVIRINE (COMBINED PACKAGE)

Kit 200 mg/mL - 300 mg/mL
02497220 | Cabenuva Viiv 2ml 1209.37
02497247 | Cabenuva Viiv 3ml 2418.75
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DARUNAVIR [
Tab. 75 mg
| 02338432 |Prezista |Janss. Inc | 480 854.88 1.7810 |
Tab. 150 mg
| 02369753 | Prezista |Janss. Inc | 240 854.88 3.5620 |
Tab. 800 mg PPB
* 02487268 | Apo-Darunavir Apotex 30 174.89 [ » 5.8295
* 02486148 | Auro-Darunavir Aurobindo 30 174.89 [ » 5.8295
* 02521350 |Darunavir Jamp 30 174.89 [ » 5.8295
* 02522292 | M-Darunavir Mantra Ph. 30 174.89 [ » 5.8295
02393050 | Prezista Janss. Inc 30 586.15 19.5383
DOLUTEGRAVIR SODIUM [@
Tab. 50 mg
| 02414945 |Tivicay |ViiV | 30 555.00 18.5000 |
DOLUTEGRAVIR SODIUM/ABACAVIR SULFATE/LAMIVUDINE [B
Tab. 50 mg - 600 mg - 300 mg
02430932 | Triumeq |ViiV 30 1216.99 40.5663 |
DOLUTEGRAVIR SODIUM/LAMIVUDINE [
Tab. 50 mg-300 mg
| 02491753 |Dovato |ViiV | 30 913.20 30.4400 |
DOLUTEGRAVIR SODIUM/RILPIVIRINE HYDROCHLORIDE
Tab. 50 mg -25 mg
| 02475774 |Juluca |ViiV | 30 1046.10 34.8700 |
DORAVIRINE [E
Tab. 100 mg
| 02481545 |Pifeltro |Merck | 30 499.50 16.6500 |
DORAVIRINE/LAMIVUDINE/TENOFOVIR DISOPROXIL (FUMARATE) [@
Tab. 100 mg -300 mg -300 mg
| 02482592 |Delstrigo |Merck 30 863.70 28.7900 |
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EFAVIRENZ [@
Caps. 50 mg
02239886 |Sustiva |B.M.S. | 30 35.41 1.1803 |
Caps. 200 mg
| 02239888 |Sustiva |B.M.S. | 90 424.92 47213 |
Tab. 600 mg PPB
02418428 | Auro-Efavirenz Aurobindo 30 114.09 | » 3.8030
500 1901.50 | 3.8030
02458233 | Jamp-Efavirenz Jamp 30 114.09 | » 3.8030
02381524 | Mylan-Efavirenz Mylan 30 114.09 | » 3.8030
02246045 | Sustiva B.M.S. 30 424.92 14.1640
02389762 | Teva-Efavirenz Teva Can 30 114.09 | » 3.8030
EFAVIRENZ/ EMTRICITABINE/ TENOFOVIR DISOPROXIL FUMARATE [@
Tab. 600 mg - 200 mg - 300 mg PPB
02468247 | Apo-Efavirenz- Apotex 30 339.90 | » 11.3300
Emtricitabine-Tenofovir
02478404 | Auro-Efavirenz- Aurobindo 30 339.90 | » 11.3300
Emtricitabine-Tenofovir
02461412 | Mylan-Efavirenz/ Mylan 30 339.90 | » 11.3300
Emtricitabine/Tenofovir
Disoproxil Fumarate
02487284 | pms-Efavirenz- Phmscience 30 339.90 | » 11.3300
Emtricitabine-Tenofovir
02518716 | Riva-Efavirenz/ Riva 30 339.90 | » 11.3300
Emtricitabine/Tenofovir
02484676 | Sandoz Efavirenz- Sandoz 30 339.90 | » 11.3300
Emtricitabine-Tenofovir
02393549 | Teva-Efavirenz/ Teva Can 30 339.90 | » 11.3300
Emtricitabine/Tenofovir

ELVITEGRAVIR/COBICISTAT/EMTRICITABINE/TENOFOVIR ALAFENAMIDE HEMIFUMARATE [d

Tab. 150 mg -150 mg -200 mg -10 mg
| 02449498 | Genvoya |Gilead 30 1314.01 | 43.8003 |
ELVITEGRAVIR/COBICISTAT/EMTRICITABINE/TENOFOVIR DISOPROXIL (FUMARATE) [
Tab. 150 mg -150 mg -200 mg -300 mg
| 02397137 |Stribild |Gi|ead 30 1320.00 44.0000 |
EMTRICITABINE/ RILPIVIRINE / TENOFOVIR DISOPROXIL (FUMARATE DE )
Tab. 200 mg - 25 mg - 300 mg

02374129 |Complera |Gi|ead 30 1176.68 39.2227 |
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EMTRICITABINE/ TENOFOVIR DISOPROXIL FUMARATE [
Tab. 200mg- 300mg PPB
02496356 | AG-Emtricitabine/Tenofovir | Angita 30 219.11 7.3035
Disoproxil
02452006 | Apo-Emtricitabine-Tenofovir | Apotex 30 219.11 |» 7.3035
02487012 | Jamp Emtricitabine/ Jamp 30 219.11 |» 7.3035
Tenofovir Disoproxil
Fumarate
02521547 | Mint-Emtricitabine/Tenofovir | Mint 30 219.11 |» 7.3035
02443902 | Mylan-Emtricitabine/ Mylan 30 219.11 |» 7.3035
Tenofovir Disoproxil
02461110 | pms-Emtricitabine-Tenofovir | Phmscience 30 219.11 |» 7.3035
02487853 | Sandoz Emtricitabine- Sandoz 30 219.11 |» 7.3035
Tenofovir
02399059 | Teva-Emtricitabine/ Teva Can 30 219.11 |» 7.3035
Tenofovir
02274906 | Truvada Gilead 30 783.06 26.1020

EMTRICITABINE/RILPIVIRINE HYDROCHLORIDE/TENOFOVIR ALAFENAMIDE HEMIFUMARATE [{

Tab. 200 mg - 25 mg - 25 mg
| 02461463 |Odefsey |Gilead | 30 1176.68 39.2227 |
FOSAMPRENAVIR CALCIUM [H
Oral Susp. 50 mg/mL
02261553 | Telzir |ViiV | 225 ml 129.27 0.5745 |
Tab. 700 mg
| 02261545 | Telzir |ViiV | 60 471.52 7.8587 |
LAMIVUDINE [
Oral Sol. 10 mg/mL
02192691 |3TC |ViiV | 240 ml 72.93 0.3039 |
Tab. 100 mg PPB
02393239 | Apo-Lamivudine HBV Apotex 100 261.54 |» 2.6154
02239193 | Heptovir GSK 60 273.50 4.5583
02512467 | Jamp Lamivudine HBV Jamp 100 261.54 |» 2.6154
Tab. 150 mg PPB
02192683 | 3TC Viiv 60 279.05 4.6508
02369052 | Apo-Lamivudine Apotex 60 163.94 [» 2.7323
02507110 |Jamp Lamivudine Jamp 60 163.94 [» 2.7323
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Tab. 300mg PPB
02247825 | 3TC Viiv 30 279.05 9.3017
02369060 | Apo-Lamivudine Apotex 30 164.57 | » 5.4857
02507129 | Jamp Lamivudine Jamp 30 164.57 | » 5.4857
LAMIVUDINE/ ZIDOVUDIN [
Tab. 150 mg -300mg PPB
02375540 | Apo-Lamivudine-Zidovudine | Apotex 100 261.03 |» 2.6103
02414414 | Auro-Lamivudine/ Aurobindo 60 156.62 | » 2.6103
Zidovudine 500 1305.15 | 2.6103
02239213 | Combivir Viiv 60 156.62 | » 2.6103
02502801 | Jamp Lamivudine/ Jamp 60 156.62 | 2.6103
Zidovudine
02387247 | Teva Lamivudine/ Teva Can 60 156.62 | » 2.6103
Zidovudine
LOPINAVIR/ RITONAVIR [
Oral Sol. 80 mg - 20 mg/mL
02243644 |Kaletra |Abeie 160 ml 345.28 | 2.1580 |
Tab. 100 mg -25 mg
| 02312301 |Kaletra |Abeie 60 157.34 2.6223 |
Tab. 200 mg -50 mg
| 02285533 |Kaletra |Abeie 120 | 644.19 5.3683 |
NELFINAVIR MESYLATE
Tab. 250 mg
| 02238617 |Viracept |ViiV 300 | 546.00 1.8200 |
Tab. 625 mg
| 02248761 | Viracept |ViiV 120 546.00 4.5500 |
NEVIRAPINE [
Tab. 200 mg PPB
02318601 | Auro-Nevirapine Aurobindo 60 74.08 | » 1.2346
02405776 | Jamp-Nevirapine Jamp 60 74.08 | » 1.2346
02387727 | Mylan-Nevirapine Mylan 60 74.08 | » 1.2346
RALTEGRAVIR [
Tab. 400 mg
02301881 |/sentress Merck 60 | 690.00 11.5000
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Tab. 600 mg
| 02465337 |Isentress HD |Merck | 60 | 690.00 11.5000 |
RILPIVIRINE
Tab. 25 mg
| 02370603 |Edurant |Janss. Inc | 30 | 413.91 13.7970 |
RITONAVIR [
Tab. 100 mg PPB
+ 02523620 |Auro-Ritonavir Aurobindo 30 35.24 |» 1.1745
* 02357593 | Norvir AbbVie 30 43.68 1.4560
TENOFOVIR DISOPROXIL FUMARATE
Tab. 300 mg PPB
02516276 | AG-Tenofovir Angita 30 146.65 | » 4.8883
02451980 | Apo-Tenofovir Apotex 30 146.65 | 4.8883
02460173 | Auro-Tenofovir Aurobindo 30 146.65 | » 4.8883
02479087 | Jamp-Tenofovir Jamp 30 146.65 | W 4.8883
02512939 | Mint-Tenofovir Mint 30 146.65 | 4.8883
02452634 | Mylan-Tenofovir Disoproxil | Mylan 30 146.65 | W 4.8883
02472511 | NAT-Tenofovir Natco 30 146.65 | 4.8883
500 244417 | w 4.8883
02453940 | pms-Tenofovir Phmscience 30 146.65 | W 4.8883
02515156 | Riva-Tenofovir Riva 30 146.65 | » 4.8883
02512327 | Tenofovir Sanis 30 146.65 | 4.8883
02523922 | Tenofovir Sivem 30 146.65 | » 4.8883
02403889 | Teva-Tenofovir Teva Can 30 146.65 | 4.8883
02247128 | Viread Gilead 30 518.67 17.2890
ZIDOVUDIN [E
Caps. 100 mg PPB
01946323 | Apo-Zidovudine Apotex 100 139.77 | » 1.3977
01902660 | Retrovir Viiv 100 175.55 1.7555
Inj. Sol. 10 mg/mL
01902644 |Retrovir |ViiV | 20 ml 16.70 |
Syr. 10 mg/mL
| 01902652 |Retrovir |ViiV | 240 ml 44.94 0.1873 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSIC;FEPKG‘ UNIT PRICE
8:18.20
INTERFERONS
INTERFERON ALFA-2B [
S.C. Inj. Pd. 10 millions Ul
02223406 | Intron A Merck | Tml 123.35
8:18.28
NEURAMINIDASE INHIBITORS
OSELTAMIVIR PHOSPHATE [
Caps. 30mg PPB
02497409 | Jamp Oseltamivir Jamp 10 524 |» 0.5243
02497352 | Mar-Oseltamivir Marcan 10 524 | 0.5243
02497441 | Mint-Oseltamivir Mint 10 524 | 0.5243
02472635 | NAT-Oseltamivir Natco 10 5.24 | 0.5243
02504006 | Oseltamivir Phosphate Strides 10 524 |» 0.5243
Capsules
02304848 | Tamiflu Roche 10 19.50 1.9500
Caps. 45mg PPB
02497360 | Mar-Oseltamivir Marcan 10 8.07 |=» 0.8068
02472643 | NAT-Oseltamivir Natco 10 8.07 |=» 0.8068
02504014 | Oseltamivir Phosphate Strides 10 8.07 |» 0.8068
Capsules
02304856 | Tamiflu Roche 10 30.00 3.0000
Caps. 75mg PPB
02497425 | Jamp Oseltamivir Jamp 10 10.39 | » 1.0393
02497379 | Mar-Oseltamivir Marcan 10 10.39 | » 1.0393
02497476 | Mint-Oseltamivir Mint 10 10.39 | » 1.0393
02457989 | NAT-Oseltamivir Natco 10 10.39 | » 1.0393
02504022 | Oseltamivir Phosphate Strides 10 10.39 | » 1.0393
Capsules
02241472 | Tamiflu Roche 10 39.00 3.9000
Oral Susp. 6 mg/mL PPB
02499894 | NAT-Oseltamivir Natco 65 ml 18.27 | 0.2811
02381842 | Tamiflu Roche 65 ml 19.50 0.3000
ZANAMIVIR [@
Inh. Pd. (App.) 5 mg/coque (4)
02240863 | Relenza GSK | 5 36.54
8:18.32
NUCLEOSIDES AND NUCLEOTIDES
ACYCLOVIR
Oral Susp. 200 mg/5 mL
00886157 | Zovirax GSK | 475 ml 117.56 0.2475
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Tab. 200 mg PPB
02207621 | Apo-Acyclovir Apotex 100 63.97 | » 0.6397
02524708 | Mint-Acyclovir Mint 100 63.97 | » 0.6397
02242784 | Mylan-Acyclovir Mylan 100 63.97 | » 0.6397
02285959 | Novo-Acyclovir Novopharm 100 63.97 | » 0.6397
Tab. 400 mg PPB
02207648 | Apo-Acyclovir Apotex 100 127.00 | » 1.2700
02524716 | Mint-Acyclovir Mint 100 127.00 | » 1.2700
02242463 | Mylan-Acyclovir Mylan 100 127.00 | » 1.2700
02285967 | Novo-Acyclovir Novopharm 100 127.00 | » 1.2700
Tab. 800 mg PPB
02207656 | Apo-Acyclovir Apotex 100 126.73 [ » 1.2673
02524724 | Mint-Acyclovir Mint 100 126.73 | » 1.2673
02242464 | Mylan-Acyclovir Mylan 100 126.73 | » 1.2673
02285975 | Novo-Acyclovir Novopharm 100 126.73 | » 1.2673
ACYCLOVIR soDIuM [
I.V. Perf. Sol. 25 mg/mL
02236916 | Acyclovir Pfizer | 20 mi 58.41
I.V. Perf. Sol. 50 mg/mL (10 mL) PPB
02236926 | Acyclovir Sodique Fresenius 10 857.80 | » 85.7800
02456524 | Acyclovir sodique injectable | Sterimax 10 857.80 | » 85.7800
02494558 | Acyclovir Sodium Injection | Aurobindo 10 857.80 | » 85.7800
I.V. Perf. Sol. 50 mg/mL (20 mL) PPB
99106493 | Acyclovir Sodique Fresenius 10 1715.70 | » 171.5700
99106293 | Acyclovir sodique injectable | Sterimax 10 1715.70 | » 171.5700
99113861 | Acyclovir Sodium Injection | Aurobindo 10 1715.70 | » 171.5700
ENTECAVIR [
Tab. 0.5mg PPB
02396955 | Apo-Entecavir Apotex 30 165.00 | » 5.5000
02448777 | Auro-Entecavir Aurobindo 30 165.00 | » 5.5000
100 550.00 | w» 5.5000
02282224 | Baraclude B.M.S. 30 660.00 22.0000
02453797 | Entecavir Tablets Strides 30 165.00 | » 5.5000
02467232 | Jamp-Entecavir Jamp 30 165.00 | » 5.5000
02485907 | Mint-Entecavir Mint 30 165.00 | » 5.5000
02430576 | pms-Entecavir Phmscience 30 165.00 | » 5.5000
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
FAMCICLOVIR [
Tab. 125mg PPB
02305682 | ACT Famciclovir ActavisPhm 10 5.56 | » 0.5564
02292025 | Apo-Famciclovir Apotex 30 16.69 | » 0.5564
02229110 | Famvir Atnahs 10 27.15 2.7150
02278634 | Sandoz Famciclovir Sandoz 10 5.56 | » 0.5564
Tab. 250 mg PPB
02305690 |ACT Famciclovir ActavisPhm 30 22.62 |» 0.7541
02292041 | Apo-Famciclovir Apotex 30 2262 |» 0.7541
02229129 | Famvir Atnahs 30 112.10 3.7367
02278103 | pms-Famciclovir Phmscience 30 22.62 |» 0.7541
100 7541 |» 0.7541
02278642 | Sandoz Famciclovir Sandoz 30 22.62 |» 0.7541
100 75.41 |» 0.7541
Tab. 500 mg PPB
02305704 |ACT Famciclovir ActavisPhm 21 28.22 |» 1.3436
100 134.36 | » 1.3436
02292068 | Apo-Famciclovir Apotex 30 40.31 |» 1.3436
02177102 | Famvir Atnahs 21 139.38 6.6371
02278650 | Sandoz Famciclovir Sandoz 21 28.22 |» 1.3436
100 134.36 | » 1.3436
GANCICLOVIR soDIuM [
L.V. Perf. Pd. 500 mg PPB
02162695 | Cytovene Cheplaphar 5 210.19 |=» 42.0380
02475391 | Ganciclovir pour injection Sterimax 25 1050.95 | » 42.0380
VALACYCLOVIR (HYDROCHLORIDE) [#
Tab. 500 mg PPB
02500582 | AG-Valacyclovir Angita 100 61.98 [ » 0.6198
02295822 | Apo-Valacyclovir Apotex 8 4.96 | 0.6198
100 61.98 | 0.6198
02405040 | Auro-Valacyclovir Aurobindo 30 18.59 |» 0.6198
100 61.98 | 0.6198
02440598 | Jamp Valacyclovir Jamp 100 61.98 | » 0.6198
02441454 | Jamp-Valacyclovir Jamp 100 61.98 | » 0.6198
02351579 | Mylan-Valacyclovir Mylan 100 61.98 | 0.6198
02298457 | pms-Valacyclovir Phmscience 100 61.98 | » 0.6198
02315173 | Pro-Valacyclovir Pro Doc 100 61.98 | 0.6198
02316447 | Riva-Valacyclovir Riva 100 61.98 | 0.6198
02347091 | Sandoz Valacyclovir Sandoz 90 55.78 | 0.6198
02357534 | Teva-Valacyclovir Teva Can 42 26.03 |» 0.6198
100 61.98 | 0.6198
02454645 | Valacyclovir Sanis 100 61.98 | » 0.6198
02442000 | Valacyclovir Sivem 100 61.98 | » 0.6198
02219492 | Valtrex GSK 30 93.56 3.1187
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
8:30.04
AMEBICIDES
PAROMOMYCINE SULFATE [
Caps. 250 mg
02078759 | Humatin Erfa 100 236.74 2.3674
8:30.08
ANTIMALARIALS
ATOVAQUONE/ PROGUANIL (HYDROCHLORIDE) [
Tab. 62.5mg -25mg
02264935 | Malarone pediatrique GSK 12 17.77 1.4808
Tab. 250 mg- 100 mg PPB
02466783 | Atovaquone et chlorhydrate | Glenmark 12 27.98 |» 2.3315
de proguanil 100 233.15 |» 2.3315
02421429 | Atovaquone Proguanil Sanis 12 27.98 |» 2.3315
02238151 | Malarone GSK 12 51.81 4.3175
02402165 | Mylan-Atovaquone/ Mylan 100 233.15 |» 2.3315
Proguanil
02380927 | Teva Atovaquone Proguanil | Teva Can 12 27.98 |» 2.3315
HYDROXYCHLOROQUIN SULFATE [
Tab. 200 mg PPB
02246691 | Apo-Hydroxyquine Apotex 100 15.76 | » 0.1576
02519348 | Hydroxychloroquine Sanis 500 78.80 | » 0.1576
02491427 | Jamp Hydroxychloroquine | Jamp 100 15.76 | » 0.1576
02424991 | Mint-Hydroxychloroquine Mint 100 15.76 | » 0.1576
500 78.80 | w» 0.1576
02511886 | NRA-Hydroxychloroquine Nora 100 15.76 | » 0.1576
02017709 | Plaquenil SanofiAven 100 56.62 0.5662
MEFLOQUINE HYDROCHLORIDE [
Tab. 250 mg
| 02244366 |Meﬂoquine |AA Pharma 8 29.56 3.6950 |
PRIMAQUINE PHOSPHATE [
Tab. 26.3 mg
| 02017776 | Primaquine | SanofiAven 100 36.44 0.3644 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
QUININE SULFATE
Caps. 200 mg PPB
02445190 | Jamp-Quinine Jamp 100 23.90 |=» 0.2390
500 119.50 [ » 0.2390
02311216 | Pro-Quinine-200 Pro Doc 100 23.90 |=» 0.2390
00695440 | Quinine-Odan (Caps.) Odan 100 23.90 |=» 0.2390
500 119.50 [ » 0.2390
* 00021008 | Teva-Quinine Teva Can 100 23.90 |=» 0.2390
500 119.50 | » 0.2390
Caps. or Tab. 300 mg PPB
02254522 | Apo-Quinine (Caps.) Apotex 100 37.50 | » 0.3750
02445204 | Jamp-Quinine (Caps.) Jamp 100 37.50 | » 0.3750
500 187.50 [ » 0.3750
02311224 | Pro-Quinine-300 (Caps.) Pro Doc 100 37.50 | » 0.3750
00695459 | Quinine-Odan (Caps.) Odan 100 37.50 | » 0.3750
500 187.50 [ » 0.3750
* 00021016 | Teva-Quinine Teva Can 100 37.50 | = 0.3750
500 187.50 [ » 0.3750
8:30.92
MISCELLANEOUS ANTIPROTOZOALS
ATOVAQUONE [
Oral Susp. 150 mg/mL PPB
02528495 | GLN-Atovaquone Glenmark 210 ml 499.49 | » 2.3785
02217422 | Mepron GSK 210 ml 504.15 2.4007
METRONIDAZOLE [{
1.V. Perf. Sol. 5 mg/mL
00649074 | Metronidazole | Pfizer 100 ml 14.58 |
Tab. 250 mg
| 00545066 |Metronidazole |AA Pharma 500 31.40 0.0628 |
8:36
URINARY ANTI-INFECTIVES
FOSFOMYCINE TROMETHAMIN [B
Oral Pd. 3g PPB
02473801 | Jamp-Fosfomycin Jamp 1 » 11.70
02240335 | Monurol sachet Paladin 1 13.00
NITROFURANTIN MONOHYDRATE (MACROCRYSTALS) [E
Caps. 100 mg
02455676 |pms—Nitrofurantoin |thscience 100 59.74 0.5974 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
NITROFURANTOIN [#
Tab. 50 mg
| 00319511 |Nitrofurantoin |AA Pharma 100 16.70 0.1670 |
Tab. 100 mg
| 00312738 |Nitrofurantoin |AA Pharma 100 22.27 0.2227 |
NITROFURANTOIN (MACROCRYSTALS) [
Caps. 50 mg

02231015 |Teva—Nitrofuratoin |Teva Can 100 32.52 0.3252 |
Caps. 100 mg

02231016 |Teva—Nitrofuratoin |Teva Can 100 61.10 0.6110 |
TRIMETHOPRIM [E
Tab. 100 mg
| 02243116 |Trimethoprim |AA Pharma 100 26.17 0.2617 |
Tab. 200 mg
| 02243117 |Trimethoprim |AA Pharma 100 52.73 0.5273 |
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10:00
ANTINEOPLASTIC AGENTS






CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
10:00
ANTINEOPLASTIC AGENTS
BICALUTAMIDE [
Tab. 50mg PPB
02296063 | Apo-Bicalutamide Apotex 30 38.07 |» 1.2690
02325985 | Bicalutamide Accord 30 38.07 | » 1.2690
100 126.90 | » 1.2690
02519178 | Bicalutamide Sanis 30 38.07 |» 1.2690
02184478 | Casodex AZC 30 200.70 6.6900
02357216 | Jamp-Bicalutamide Jamp 30 38.07 |» 1.2690
100 126.90 | » 1.2690
02275589 | pms-Bicalutamide Phmscience 30 38.07 | » 1.2690
100 126.90 | » 1.2690
02311038 | Pro-Bicalutamide-50 Pro Doc 30 38.07 |» 1.2690
* 02270226 | Teva-Bicalutamide Teva Can 30 38.07 | » 1.2690
100 126.90 | » 1.2690
BUSULFAN [
Tab. 2mg
00004618 | Myleran Aspen 25 | 35.32 1.4128
CAPECITABINE
Tab. 150 mg PPB
02426757 | ACH-Capecitabine Accord 60 27.45 |» 0.4575
02434504 | Apo-Capecitabine Apotex 60 27.45 |» 0.4575
02519879 | Capecitabine Jamp 60 27.45 |» 0.4575
02514982 | Capecitabine Sanis 60 27.45 |» 0.4575
02421917 | Sandoz Capecitabine Sandoz 60 27.45 |w» 0.4575
02457490 | Taro-Capecitabine Taro 60 27.45 |» 0.4575
02400022 | Teva-Capecitabine Teva Can 60 27.45 |w» 0.4575
02238453 | Xeloda Roche 60 109.80 1.8300
Tab. 500 mg PPB
02426765 | ACH-Capecitabine Accord 120 183.00 | » 1.5250
02434512 | Apo-Capecitabine Apotex 120 183.00 | » 1.5250
02519887 | Capecitabine Jamp 120 183.00 | » 1.5250
02514990 | Capecitabine Sanis 120 183.00 | » 1.5250
02508028 | Mint-Capecitabine Mint 120 183.00 | » 1.5250
02421925 | Sandoz Capecitabine Sandoz 120 183.00 | » 1.5250
02457504 | Taro-Capecitabine Taro 120 183.00 | » 1.5250
02238454 | Xeloda Roche 120 732.00 6.1000
CHLORAMBUCIL [
Tab. 2mg
00004626 |Leukeran Aspen 25 | 33.30 1.3320
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
CYCLOPHOSPHAMIDE [
Tab. 25 mg
| 02241795 |Procytox |Baxter 200 | 70.89 0.3545 |
Tab. 50 mg
| 02241796 | Procytox |Baxter 100 | 47.73 0.4773 |
ETOPOSIDE [
Caps. 50 mg
00616192 |Vepesid |Cheplaphar 20 | 656.42 32.8210 |
FLUDARABINE PHOPHATE
Tab. 10 mg
02246226 | Fludara SanofiAven 15 574.97 38.3315
20 766.63 38.3315
HYDROXYUREA [E
Caps. 500 mg PPB
02247937 | Apo-Hydroxyurea Apotex 100 102.03 [ » 1.0203
00465283 | Hydrea B.M.S. 100 102.03 | » 1.0203
02242920 | Mylan-Hydroxyurea Mylan 100 102.03 | » 1.0203
INTERFERON ALFA-2B [#
S.C. Inj. Pd. 10 millions Ul
02223406 |IntronA Merck 1ml | 123.35 | |
MELPHALAN [E
Tab. 2mg
| 00004715 |Alkeran |Aspen 50 | 74.18 | 1.4836 |
MERCAPTOPURINE [
Tab. 50 mg PPB
02415275 | Mercaptopurine Sterimax 25 71.53 |» 2.8610
* 00004723 |Purinethol Teva Can 25 71.53 |» 2.8610
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE

METHOTREXATE [

Inj. Sol. 25 mg/mL PPB
02419173 | Jamp-Methotrexate Jamp 2ml » 6.24
02398427 | Méthotrexate Sandoz 2ml » 6.24

20 ml » 62.40

02464365 | Methotrexate Injectable Accord 2ml » 6.24

20 ml » 62.40

02182777 | Methotrexate Sodium Pfizer 2ml » 6.24

20 ml » 62.40

02182955 | Methotrexate Sodium sans | Pfizer 2ml 11.25
preservatif

Inj.Sol (syr) 7.5 mg/0.3 mL
02422166 | Methotrexate pour Injection |Phmscience 1 5.60

BP

Inj.Sol (syr) 7.5 mg/0.75 mL
02320029 | Metoject Medexus 1 | 28.08 w

Inj.Sol (syr) 10 mg/0.4 ml
02422174 | Methotrexate pour Injection |Phmscience 1 7.00

BP

Inj.Sol (syr) 15 mg/0.6 ml

02422182 | Methotrexate pour Injection | Phmscience 1 8.40
BP

Inj.Sol (syr) 20 mg/0.8 ml

02422190 | Methotrexate pour Injection |Phmscience 1 11.20
BP

Inj.Sol (syr) 25 mg/mL

02422204 | Methotrexate pour Injection |Phmscience 1 12.20
BP

S.C. Inj.Sol (syr) 10 mg/0,2 mL
02454831 | Metoject Subcutaneous | Medexus 1 | 29.64 |

S.C. Inj.Sol (syr) 12,5 mg/0,25 mL
02454750 | Metoject Subcutaneous | Medexus 1 | 31.20

S.C. Inj.Sol (syr) 15 mg/0,3 mL PPB
02491311 | Methotrexate Subcutaneous | Accord 1 » 24.57
02454858 | Metoject Subcutaneous Medexus 1 » 24.57
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
S.C. Inj.Sol (syr) 17.5 mg/0.35 mL PPB
02491338 | Methotrexate Subcutaneous | Accord 1 » 24.00
02454769 | Metoject Subcutaneous Medexus 1 » 24.00
S.C. Inj.Sol (syr) 20 mg/0.4 mL PPB
02491346 | Methotrexate Subcutaneous | Accord 1 » 26.25
02454866 | Metoject Subcutaneous Medexus 1 » 26.25
S.C. Inj.Sol (syr) 22.5mg/0.45mL PPB
02491354 | Methotrexate Subcutaneous | Accord 1 » 26.25
02454777 | Metoject Subcutaneous Medexus 1 » 26.25
S.C. Inj.Sol (syr) 25mg/0.5 mL PPB
02491362 | Methotrexate Subcutaneous | Accord 1 » 29.25
02454874 | Metoject Subcutaneous Medexus 1 » 29.25
Tab. 25mg PPB
02509067 | ACH-Methotrexate Accord 100 50.27 | » 0.5027
02182963 | Apo-Methotrexate Apotex 100 50.27 % 0.5027
02170698 | pms-Methotrexate Phmscience 30 15.08 | » 0.5027
100 50.27 | » 0.5027
Tab. 10 mg
| 02182750 |Méthotrexate |Pfizer 100 270.67 2.7067 |
NIiLUMAMID [
Tab. 50 mg
| 02221861 |Anandron |Cheplaphar 90 165.31 1.8368 |
PROCARBAZINE HYDROCHLORIDE [E
Caps. 50 mg
00012750 | Matulane |Sigma-Tau 100 | UE |
TEMOZOLOMIDE [
Caps. 5mg PPB
02516799 | Jamp Temozolomide Jamp 5 9.75 | » 1.9500
02443473 | Taro-Temozolomide Taro 5 9.75 |» 1.9500
02241093 | Temodal Merck 5 19.50 3.9000
02441160 | Teva-Temozolomide Teva Can 5 9.75 | » 1.9500
20 39.00 | » 1.9500
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Caps. 20mg PPB
02516802 | Jamp Temozolomide Jamp 5 39.00 | » 7.8000
02443481 | Taro-Temozolomide Taro 5 39.00 |» 7.8000
02241094 | Temodal Merck 5 78.00 15.6000
02395274 | Teva-Temozolomide Teva Can 5 39.00 |» 7.8000
20 156.00 | » 7.8000
Caps. 100 mg PPB
02516810 | Jamp Temozolomide Jamp 5 195.01 [» 39.0015
02443511 | Taro-Temozolomide Taro 5 195.01 [ = 39.0015
02241095 | Temodal Merck 5 390.00 78.0000
02395282 | Teva-Temozolomide Teva Can 5 195.01 [ = 39.0015
20 780.03 | 39.0015
Caps. 140 mg PPB
02516829 | Jamp Temozolomide Jamp 5 273.01 |» 54.6025
02443538 | Taro-Temozolomide Taro 5 273.01 |» 54.6025
02312794 | Temodal Merck 5 546.00 109.2000
02395290 | Teva-Temozolomide Teva Can 5 273.01 |» 54.6025
20 1092.05 | » 54.6025
Caps. 250 mg PPB
02516845 | Jamp Temozolomide Jamp 5 487.51 |» 97.5010
02443554 | Taro-Temozolomide Taro 5 487.51 |» 97.5010
02241096 | Temodal Merck 5 975.00 195.0000
02395312 | Teva-Temozolomide Teva Can 5 487.51 |» 97.5010
20 1950.02 | » 97.5010
THIOGUANINE [E
Tab. 40 mg
00282081 |Lanvis Aspen 25 102.93 41172
TRETINOIN [
Caps. 10 mg PPB
02520036 |Jamp Tretinoin Jamp 100 1392.84 | » 13.9284
02145839 | Vesanoid Cheplaphar 100 1638.63 16.3863
TRIPTORELIN (AS PAMOATE) [@
Kit 3.75mg
| 02240000 | Trelstar |Knight 1 | 304.43
Kit 11.25 mg
| 02243856 |Trelstar LA |Knight 1 | 932.12
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COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
Kit 22.5mg

02412322 | Trelstar Knight 1 1650.00
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12:00

AUTONOMIC DRUGS

12:04
12:08
12:08.08
12:12
12:12.04
12:12.08
12:12.12
12:16
12:16.04
12:20
12:20.04

12:20.08
12:20.12

12:20.92

12:92

parasympathomimetic agents
anticholinergic agents
antimuscarinics / antispasmodics
sympathomimetic agents
alpha-adrenergic agonists
beta adrenergic agonists
alpha and beta adrenergic agonists
sympatholytic agents
alpha-adrenergic blocking agents
skeletal muscle relaxants

centrally acting skeletal muscle
relaxants
direct-acting skeletal muscle relaxants
GABA-derivative skeletal muscle
relaxants
skeletal muscle relaxants,
miscellaneous

Miscellaneous autonomic drugs






CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
12:04
PARASYMPATHOMIMETIC AGENTS
BETHANECHOL CHLORIDE [@
Tab. 10 mg
01947958 |Duvoid |Paladin 100 25.98 0.2598 |
Tab. 25 mg
| 01947931 |Duvoid |Paladin 100 42.07 0.4207 |
Tab. 50 mg
| 01947923 |Duvoid |Paladin 100 55.26 0.5526 |
PILOCARPINE HYDROCHLORIDE [@
Tab. 5mg PPB
02509571 | Jamp Pilocarpine Jamp 100 73.21 |» 0.7321
02496119 | M-Pilocarpine Mantra Ph. 100 73.21 |» 0.7321
02216345 | Salagen Amdipharm 100 73.21 |» 0.7321
PYRIDOSTIGMINE BROMIDE [E
L.A. Tab. 180 mg
00869953 |Mestinon Supraspan |Va|eant 30 28.19 0.9397 |
Tab. 60 mg PPB
00869961 | Mestinon Valeant 100 42.95 0.4295
02495643 | Riva-Pyridostigmine Riva 100 40.09 |» 0.4009
12:08.08
ANTIMUSCARINICS / ANTISPASMODICS
ACLIDINIUM BROMIDE [
Inh. Pd. (App.) 400 mcg
02409720 | Tudorza Genuair AZC 60 53.10
GLYCOPYRROLATE
Inj. Sol. 0.2 mg/mL PPB
* 02382857 | Glycopyrrolate injection Oméga 1ml » 3.01
2ml » 6.01
* 02039508 | Glycopyrrolate injection Sandoz 2ml » 6.01
* 02473879 | Glycopyrrolate injection Sterimax Tml » 3.01
* 02473887 | Glycopyrrolate injection Sterimax 20 mi » 60.10
* 02473895 | Glycopyrrolate injection Sterimax 2ml » 6.01
* 02382849 | Glycopyrrolate Injection Oméga 20 mi » 60.10
Multidose
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CODE BRAND NAME MANUFACTURER SIZE COSTS%FEPKG‘ UNIT PRICE
GLYCOPYRRONIUM BROMIDE [
Inh. Pd. (App.) 50 mcg/caps.

02394936 | Seebri Breezhaler | Covis | 30 53.10 |
HYOSCINE BUTYLBROMIDE
Inj. Sol. 20 mg/mL

02229868 |Butylbromure d'hyoscine |Sandoz | Tml 4.52 |
IPRATROPIUM (BROMIDE) / SALBUTAMOL (SULFATE) [
Sol. Inh. 0.2 mg -1 mg/mL (2.5 mL) PPB

02483394 | Bromure d'ipratropium et Juno 20 14.68 | » 0.7340

salbutamol

02272695 | Teva-Combo Sterinebs Teva Can 20 14.68 | » 0.7340
IPRATROPIUM BROMIDE [E
Nas. spray 0.03 %

02239627 | pms-Ipratropium | Phmscience | 30 ml | 22.70 | |
Oral aerosol 0.02 mg/dose

02247686 |Atrovent HFA |Bo. Ing. | 200 dose(s) 18.92 |
Sol. Inh. 0.125 mg/mL (2 mL)
| 02231135 |pms-lpratropium Polynebs |thscience | 20 13.18 0.6590 |
Sol. Inh. 0.25 mg/mL PPB

02126222 | Apo-Ipravent Apotex 20 ml » 6.31

02231136 | pms-Ipratropium Phmscience 20 ml » 6.31
Sol. Inh. 0.25 mg/mL (1 mL) PPB

02231244 | pms-Ipratropium Polynebs | Phmscience 20 13.18 |» 0.6590

99001446 | ratio-Ipratropium UDV Ratiopharm 20 13.18 | » 0.6590

02216221 | Teva-lpratropium Sterinebs |Teva Can 20 13.18 |» 0.6590
Sol. Inh. 0.25 mg/mL (2 mL) PPB

02231245 | pms-Ipratropium Polynebs | Phmscience 10 13.18 |» 1.3180

99002795 | Teva-lpratropium Sterinebs |Teva Can 10 13.18 |» 1.3180
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COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
SCOPOLAMINE HYDROBROMIDE
Inj. Sol. 0.4 mg/mL
02242810 | Scopolamine Hydrobromide |Oméga 1 5.55
Injection
Inj. Sol. 0.6 mg/mL
02242811 | Scopolamine Hydrobromide |Oméga 1 6.00
Injection
TIOTROPIUM MONOHYDRATED BROMIDE [&
Inh. Pd. (App.) 18 mcg
02246793 | Spiriva Handihaler | Bo. Ing. | 30 | 51.90
Sol. Inh. (App.) 2.5 mcg
02435381 | Spiriva Respimat |Bo. Ing. | 60 dose(s) | 51.90 |
UMECLIDINIUM (BROMIDE)
Inh. Pd. 62.5 mcg
02423596 | Incruse Ellipta |GSK | 30 dose(s) | 50.00
12:12.04
ALPHA-ADRENERGIC AGONISTS
MIDODRINE HYDROCHLORIDE [i
Tab. 25mg PPB
02517701 | JAMP Midodrine Jamp 100 11.53 |» 0.1153
02473984 | Mar-Midodrine Marcan 100 11.53 |» 0.1153
02278677 | Midodrine Apotex 100 11.53 |» 0.1153
Tab. 5mg PPB
02517728 | JAMP Midodrine Jamp 100 19.21 |» 0.1921
02473992 | Mar-Midodrine Marcan 100 19.21 |» 0.1921
02278685 | Midodrine Apotex 100 19.21 |» 0.1921
12:12.08
BETA ADRENERGIC AGONISTS
FORMOTEROL FUMARATE DIHYDRATE [
Inh. Pd. 6 mcg /dose
02237225 |Oxeze Turbuhaler |AZC | 60 dose(s) 33.24
Inh. Pd. 12 mcg/dose
02237224 |Oxeze Turbuhaler |AZC | 60 dose(s) | 44.28 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
FORMOTEROL (FUMARATE) [#
Inh. Pd. 12 mcg/caps.

02230898 |Foradil & Aerolizer |Novartis | 60 46.48 0.7747 |
INDACATEROL (MALEATE) [
Inh. Pd. (App.) 75 mcg

02376938 | Onbrez Breezhaler | Novartis | 30 46.50 |
SALBUTAMOL [
Oral aerosol 100 mcg/dose PPB

02232570 | Airomir Valeant 200 dose(s) [» 5.00

02245669 | Apo-Salbutamol HFA Apotex 200 dose(s) % 5.00

02419858 | Salbutamol HFA Sanis 200 dose(s) [» 5.00

* 02326450 | Teva-Salbutamol HFA Teva Can 200 dose(s) % 5.00

02241497 | Ventolin HFA GSK 200 dose(s) 6.00
SALBUTAMOL SULFATE [
Sol. Inh. 0.5 mg/mL (2.5mL)

02208245 | pms-Salbutamol Polynebs | Phmscience | 20 3.49 0.1745
Sol. Inh. 1 mg/mL (2.5 mL) PPB

02208229 | pms-Salbutamol Polynebs | Phmscience 20 7.23 |» 0.3615

01926934 | Teva-Salbutamol Sterinebs |Teva Can 20 7.23 |» 0.3615

P.F.

02213419 | Ventolin Nebules P.F. GSK 20 11.50 0.5750
Sol. Inh. 2mg/mL (2.5 mL) PPB

02208237 | pms-Salbutamol Polynebs | Phmscience 20 13.50 | » 0.6750

02173360 | Teva-Salbutamol Sterinebs |Teva Can 20 13.50 | » 0.6750

P.F.

02213427 | Ventolin Nebules P.F. GSK 20 13.50 | » 0.6750
Sol. Inh. 5 mg/mL
| 02213486 |Ventolin |GSK | 10 ml 2.30 |
SALMETEROL XINAFOATE [
Inh. Pd. 50 mcg/dose

02231129 | Serevent Diskus |GSK | 60 dose(s) 52.64 |
Inh. Pd. (App.) 50 mcg/coque (4)

99000091 | Serevent & Diskhaler | GSK | 15 55.91 |
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
TERBUTALIN SULFATE [
Inh. Pd. 0.5 mg/dose
00786616 | Bricanyl Turbuhaler AZC | 120 dose(s) | 9.17 |
12:12.12
ALPHA AND BETA ADRENERGIC AGONISTS
EPINEPHRINE
Inj. Sol. (App.) 0,15 mg/dose PPB
02382059 | Allerject Kaleo 1 » 81.00
00578657 | EpiPen Jr. Pfizer 1 » 81.00
Inj. Sol. (App.) 0,3 mg/dose PPB
02382067 | Allerject Kaleo 1 » 81.00
02458446 | Emerade Bausch H. 1 » 81.00
00509558 | EpiPen Pfizer 1 » 81.00
Inj. Sol. (App.) 0.5 mg/dose
02458454 | Emerade Bausch H. | 1 81.00 | |
EPINEPHRINE HYDROCHLORIDE
Inj. Sol. 1 mg/mL
02435810 |Epinephrine |Hikma | 10 38.50 3.8500 |
12:16.04
ALPHA-ADRENERGIC BLOCKING AGENTS
ALFUZOSINE HYDROCHLORIDE [@
L.A. Tab. 10 mg PPB
02519844 | Alfuzosin Sanis 100 26.01 |» 0.2601
02447576 | Alfuzosin Sivem 100 26.01 |» 0.2601
02315866 | Apo-Alfuzosin Apotex 100 26.01 | =» 0.2601
02443201 | Auro-Alfuzosin Aurobindo 100 26.01 |» 0.2601
02304678 | Sandoz Alfuzosin Sandoz 100 26.01 |» 0.2601
02245565 | Xatral SanofiAven 100 101.30 1.0130
DIHYDROERGOTAMINE MESYLATE [@
Inj. Sol. 1 mg/mL
00027243 |Dihydroergotamine |Sterimax | 1ml | 3.88 |
Nas. spray 4 mg/mL
02228947 |Migranal |Sterimax | 3 | 28.22 9.4067 |

2022-12

Page 57



COST OF PKG.

CODE BRAND NAME MANUFACTURER SIZE SIZE UNIT PRICE
SILODOSINE [
Caps. 4mg PPB
02478501 | Auro-Silodosin Aurobindo 30 11.18 |» 0.3726
02517779 | pms-Silodosin Phmscience 30 11.18 |» 0.3726
02475421 | Sandoz Silodosin Sandoz 30 11.18 |» 0.3726
Caps. 8mg PPB
02478528 | Auro-Silodosin Aurobindo 90 33.53 |» 0.3726
02517787 | pms-Silodosin Phmscience 90 33.53 |» 0.3726
02361671 | Rapaflo Actavis 30 13.15 0.4383
90 39.45 0.4383
02475448 | Sandoz Silodosin Sandoz 100 37.26 |» 0.3726
TAMSULOSIN HYDROCHLORIDE [E
LA Tab or LA Caps 0.4mg PPB
02362406 | Apo-Tamsulosin CR Apotex 100 15.00 | » 0.1500
500 75.00 | » 0.1500
02270102 | Flomax CR Bo. Ing. 30 18.00 0.6000
02281392 | Novo-Tamsulosin Novopharm 100 15.00 | » 0.1500
02294265 | ratio-Tamsulosin Ratiopharm 100 15.00 | » 0.1500
02319217 | Sandoz Tamsulosin Sandoz 100 15.00 | =» 0.1500
02340208 | Sandoz Tamsulosin CR Sandoz 100 15.00 | » 0.1500
500 75.00 | » 0.1500
02413612 | Tamsulosin CR Pro Doc 30 4.50 (= 0.1500
500 75.00 | » 0.1500
02427117 | Tamsulosin CR Sanis 100 15.00 | =» 0.1500
02429667 | Tamsulosin CR Sivem 100 15.00 | =» 0.1500
500 75.00 | » 0.1500
02368242 | Teva-Tamsulosin CR Teva Can 30 4.50 |» 0.1500
100 15.00 | » 0.1500
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
12:20.04
CENTRALLY ACTING SKELETAL MUSCLE RELAXANTS
CYCLOBENZAPRINE HYDROCHLORIDE [
Tab. 10 mg PPB
02485419 | AG-Cyclobenzaprine Angita 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02177145 | Apo-Cyclobenzaprine Apotex 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02348853 | Auro-Cyclobenzaprine Aurobindo 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02287064 | Cyclobenzaprine Sanis 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02424584 | Cyclobenzaprine Sivem 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02220644 | Cyclobenzaprine-10 Pro Doc 500 51.10 | » 0.1022
02495422 | Flexeril Orimed 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02357127 | Jamp-Cyclobenzaprine Jamp 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02212048 | pms-Cyclobenzaprine Phmscience 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02242079 | Riva-Cyclobenzaprine Riva 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
02080052 | Teva-Cyclobenzaprine Teva Can 100 10.22 |» 0.1022
500 51.10 [ » 0.1022
12:20.08
DIRECT-ACTING SKELETAL MUSCLE RELAXANTS
DANTROLENE (SODIUM)
Caps. 25 mg
01997602 | Dantrium Par Phm | 100 39.40 0.3940
12:20.12
GABA-DERIVATIVE SKELETAL MUSCLE RELAXANTS
BACLOFEN [
Inj. Sol. 0.05 mg/mL (1 mL) PPB
02413620 | Baclofen Injection Sterimax 5 30.01 |» 6.0028
02457059 | Baclofene injectable Hikma 10 60.03 | » 6.0028
02131048 | Lioresal Intrathecal Novartis 5 50.23 10.0460
Inj. Sol. 0.5 mg/mL (20 mL) PPB
02413639 | Baclofen Injection Sterimax 1 » 90.32
02457067 | Baclofene injectable Hikma 1 » 90.32
02485508 | Baclofene Intrathecale Avir 1 » 90.32
02131056 | Lioresal Intrathecal Novartis 1 150.54
Inj. Sol. 2mg/mL (5mL) PPB
02413647 | Baclofen Injection Sterimax 5 451.67 |» 90.3340
02457075 | Baclofene injectable Hikma 10 903.34 | » 90.3340
02131064 | Lioresal Intrathecal Novartis 5 752.79 150.5580
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Inj. Sol. 2 mg/mL (20 mL) PPB
99110593 | Baclofene injectable Hikma 1 » 361.34
02485516 | Baclofene Intrathecale Avir 1 » 361.34
Tab. 10 mg PPB
02139332 | Apo-Baclofen Apotex 100 15.95 | » 0.1595
500 79.74 | 0.1595
02287021 | Baclofen Sanis 100 15.95 |» 0.1595
500 79.74 | 0.1595
02152584 | Baclofen-10 Pro Doc 100 15.95 |» 0.1595
02088398 | Mylan-Baclofen Mylan 100 15.95 |» 0.1595
500 79.74 | 0.1595
02063735 | pms-Baclofen Phmscience 100 15.95 |» 0.1595
500 79.74 | 0.1595
02242150 | Riva-Baclofen Riva 100 15.95 |» 0.1595
500 79.74 | 0.1595
Tab. 20mg PPB
02139391 | Apo-Baclofen Apotex 100 31.04 [ » 0.3104
02287048 | Baclofen Sanis 100 31.04 | » 0.3104
02152592 | Baclofen-20 Pro Doc 100 31.04 | » 0.3104
02088401 | Mylan-Baclofen Mylan 100 31.04 | » 0.3104
02063743 | pms-Baclofen Phmscience 100 31.04 | » 0.3104
02242151 | Riva-Baclofen Riva 100 31.04 | » 0.3104
500 155.20 [ » 0.3104
12:20.92
SKELETAL MUSCLE RELAXANTS, MISCELLANEOUS
ORPHENADRINE CITRATE
L.A. Tab. 100 mg
02243559 | Sandoz Orphenadrine Sandoz 100 50.95 0.5095
12:92
MISCELLANEOUS AUTONOMIC DRUGS
NICOTINE 1
Chewing gum 2mg PPB
80069513 | Nicorette Mint McNeil Co 105 26.49 0.2523
80000396 | Thrive GSK CONS 108 21.77 |» 0.2016
Chewing gum 4mg PPB
80069471 | Nicorette Mint McNeil Co 105 26.49 |» 0.2523
80000402 | Thrive GSK CONS 108 28.47 0.2636
1 The duration of reimbursements for stop-smoking treatments with various nicotine preparations is limited to

12 consecutive weeks per 12-month period. In addition, the total quantity of chewing gum or lozenges for
which the cost is reimbursable during the 12 weeks is limited to 840 units, all forms combined.
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CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
Past. Or. 1mg PPB
80061161 | Nic-Hit Nic-Hit 20 3.70 | » 0.1850
80007461 | Thrive GSK CONS 108 21.77 0.2016
Past. Or. 2mg PPB
80059877 | Nic-Hit Nic-Hit 20 4.00 = 0.2000
80007464 | Thrive GSK CONS 108 28.47 0.2636
Patch 7mg/24h PPB
01943057 | Habitrol N.C.H.C. 7 18.75 | » 2.6786
80044518 | Nicoderm McNeil Co 7 18.75 | » 2.6786
Patch 14 mg/24 h PPB
01943065 | Habitrol N.C.H.C. 7 18.75 |» 2.6786
80044503 | Nicoderm McNeil Co 7 18.75 |» 2.6786
Patch 21 mg/24h PPB
01943073 | Habitrol N.C.H.C. 7 18.75 |» 2.6786
80044515 | Nicoderm McNeil Co 7 18.75 |» 2.6786
VARENICLINE TARTRATE 7 [
Tab. 0.5mg PPB
02419882 | Apo-Varenicline Apotex 56 51.73 | » 0.9237
02291177 | Champix Pfizer 56 96.15 1.7170
02426226 | Teva-Varenicline Teva Can 56 51.73 | » 0.9237
Tab. 0.5mget1mg PPB
02435675 | Apo-Varenicline (kit) Apotex 53 » 48.57
02298309 | Champix (Starter pack) Pfizer 53 91.01
02426781 | Teva-Varenicline (starter Teva Can 25 » 2291
pack)
Tab. 1mg PPB
02419890 | Apo-Varenicline Apotex 56 51.72 |» 0.9235
02291185 | Champix Pfizer 56 96.16 1.7171
02426234 | Teva-Varenicline Teva Can 28 25.86 | » 0.9235
7 The duration of reimbursements for varenicline stop-smoking treatments is initially limited to a total of 12
consecutive weeks per 12-month period. A 12-week extension will be authorized for persons having stopped
smoking on the 12th week. The duration of reimbursements is then limited to a total of 24 consecutive
weeks per 12 month period.
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20:00
BLOOD FORMATION AND COAGULATION

20:04 antianémique
20:04.04 iron preparations
20:12 antithrombotic agents

20:12.04 anticoagulants

20:12.14 Platelet-reducing Agents
20:12.18 platelet-aggregation inhibitors
20:28 antihemorrhagic agents
20:28.16 hemostatics






CODE BRAND NAME MANUFACTURER SIZE COSTSI%FEPKG‘ UNIT PRICE
20:04.04
IRON PREPARATIONS
FERRIC DERISOMALTOSIS [
1.V. Inj. Sol. 100 mg (Fe)/mL
02477777 | Monoferric Pfizer Tml 45.00
5ml 225.00
10 ml 450.00
FERROUS SULFATE
Ped. Oral Sol. 75 mg/mL(Fe-15 mg/mL) PPB
00762954 | Fer-in-Sol M.J. 50 ml 9.27
02237385 | Ferodan Odan 50 mi » 7.16
80008309 | Jamp-Ferrous Sulfate Jamp 50 ml » 7.16
02232202 | Pediafer Exzell 50 ml » 7.16
02222574 | pms-Ferrous Sulfate Phmscience 50 mi » 7.16
Syr. or Oral Sol. 150 mg/5 mL(Fe-30 mg/5 mL) PPB
00017884 | Fer-in-Sol M.J. 250 ml 12.61 0.0504
00758469 | Ferodan Odan 250 ml 6.80 | » 0.0272
500 ml 13.60 | 0.0272
80008295 | Jamp-Ferrous Sulfate Jamp 250 ml 6.80 | » 0.0272
02242863 | Pediafer Sirop Exzell 250 ml 6.80 | » 0.0272
00792675 | pms-Ferrous Sulfate Phmscience 250 ml 6.80 | » 0.0272
500 ml 13.60 | w» 0.0272
Tab. 300 mg to 325 mg (Fe-60 mg to 65 mg) PPB
02246733 | Euro-Ferrous Sulfate Sandoz 1000 15.71 |» 0.0157
00031100 | Jamp-Ferrous Sulfate Jamp 1000 15.71 | » 0.0157
80057416 | M-Fer Sulfate Mantra Ph. 1000 15.71 |» 0.0157
00586323 | pms-Ferrous Sulfate Phmscience 500 7.86 |» 0.0157
1000 15.71 |» 0.0157
IRON (FERRIC GLUCONATE/ SUCROSE COMPLEX) [
1.V. Inj. Sol. 12.5 mg (Ir)/mL (5 mL)
02243333 |Ferrlecit |SanofiAven | 10 241.33 24.1330 |
IRON-SUCROSE
1.V. Inj. Sol. 20 mg (Fe)/mL (5 mL) PPB
02502917 | pms-Iron Sucrose Phmscience 10 275.00 | » 27.5000
02243716 | Venofer Luitpold 10 275.00 | » 27.5000

2022-12

Page 65



CODE BRAND NAME MANUFACTURER SIZE COSTS%FEPKG‘ UNIT PRICE
20:12.04
ANTICOAGULANTS
DALTEPARINE soDIC [E
Inj. Sol. 25000 U/mL

02231171 |Fragmin |Pfizer 3.8ml 151.32 |
Inj.Sol (syr) 3500 U1/0,28 mL

02430789 | Fragmin | Pfizer 1 | 7.06 | |
S.C. Inj. Sol. 10 000 Ul/mL
| 02132664 |Fragmin |Pfizer 1ml | 15.93 | |
S.C. Inj.Sol (syr) 2500 UI/0.2 mL
| 02132621 | Fragmin | Pfizer 1 | 5.04 | |
S.C. Inj.Sol (syr) 5000 UI/0.2 mL
| 02132648 | Fragmin | Pfizer 1 | 10.09 | |
S.C. Inj.Sol (syr) 7 500 UI/0.3 ml
| 02352648 | Fragmin | Pfizer 1 | 15.13 |
S.C. Inj.Sol (syr) 10 000 UI/0.4 mL
| 02352656 | Fragmin | 