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Mind Pharma provides a full scale of strategic,
regulatory, business, marketing and analysis.

Who we are

MindPharma is a strategic consulting agency led
by Shavit Fragman.

Mind Pharma believes that new drugs and latest
technologies for improved health should be
made available as soon as possible to patients.

We help companies bring safer and more
advanced therapies to improve health care and
quality of life for patients, and strive to deliver
a smooth fast-track bridge from innovation to
market.

Shavit Fragmanis alicensed pharmacist, certified
quality auditor, who held senior positions in
leading healthcare and pharma companies and
consulted to multinational corporations.

He has successfully registered and brought
to market a number of innovative drugs and
products from many leading international
pharma companies.

Shavit is a lecturer on strategy and has formerly
taught industrial pharmacy and formulations.

What we do

We deliver creative legitimate solutions and
pathways to obtain, in an efficient and optimal
manner, a marketing authorization for the
products that we handle.

We serve companies who wish to be first
to deliver high quality reimbursed medical
solutions and better health to our market.

Mind Pharma Europe Ltd. = www.mind-farma.com

How wedo it

Mind Pharma leverages latent periods when a
company is busy in other markets, accelerating
product registration and market access.

With our expertise, experience, and dedication
we serve companieswho wish to befirsttodeliver
high quality reimbursed medical solutions and
better health to our market.

Our unique strategy frees our client’s time and
enabling them to focus on their core business
goals and objectives.

The time we save for our customers allows
extracting higher value to patient’s health,
society, company and shareholders, with highest
ethics and integrity standards.

By selecting Mind Pharma as your strategic
partner your company can benefit from our
unique strategic solutions and outstanding
relationships with the local regulator to
accelerate the completion of registration and
market access.

P.O.Box 22224, Tel Aviv 61221, Israel = Tel: +972-(0)54-4500453 = Fax: +972-(0)3-9014118 = Email: info@mind-farma.com
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|
| | BACKGROUND

Mind Pharma Europe is a consulting agency led by Shavit Fragman.

Shavit Fragman held senior positions in leading healthcare and pharma
companies and consulted to multinational corporations.

Successfully registered and brought to market many innovative drugs and
products from many leading international pharma companies.

A lecturer on strategy, taught industrial pharmacy and formulations in
college, and researched in hypertension.

Certified quality auditor of Pharma, and APl manufacturing facilities.

Shavit's skills combine scientific and business expertise with an academic
background.

Our team of professionals includes pharmacits, physician and analysts
Mind Pharma Europe is an 1SO9001:2015 certified company

Mind Pharma Europe Ltd.,
P.0.Box 22224, Tel Aviv 61221, Israel
Tel: +972.54.4500453 Fax: +972.3.9014118
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|
'/ PROFESSIONAL BACKGROUND

|
| r Shavit Fragman career milestones:

| Senior Vice President - PHARMABERST (Bristol Myers Squibb agency)
Head of Business Development — Luxembourg Pharmaceuticals

CEO - Mind Strategy and Marketing

Lecturer — Industrial Pharmacy and Formulations — Ariel College

Head of Corporate Regulatory Affairs - Neopharm Group

Senior Director, Head of Regulatory Affairs —- Omrix Biopharmaceuticals
(J & J daughter company)

Head of Regulatory , Quality Assurance and Compliance — NCH (Novartis
Consumer Health affiliate company)

CEO - Mind Pharma Europe

Mind Pharma Europe Ltd.,
P.0.Box 22224, Tel Aviv 61221, Israel
Tel: +972.54.4500453 Fax: +972.3.9014118

=™ MindPharma -

P

E_ Email: info@mind-farma.com www.mind-farma.com Cénfidential\ legally privileged information —



mailto:info@mind-farma.com
mailto:info@mind-farma.com
mailto:info@mind-farma.com
http://www.mind-farma.com/
http://www.mind-farma.com/
http://www.mind-farma.com/

OURVISION

Regulatory time nibbles patent exclusivity time and sales potential.

Mind Pharma believes that new drugs, safer therapies and latest
technologies for improved health should be made available and
reimbursed as soon as possible to patients.

Mind Pharma leverages latent periods when a company is busy in
other markets, accelerating product registration and market access.

Our unique strategy frees our client's time to focus on their core
business goals and objectives.

The time we save for our customers allows extracting higher value to
patients’ health, society, company and shareholders, with highest
ethics and integrity standards.

By selecting Mind Pharma as your strategic partner your company can
benefit from our unique strategic solutions and outstanding
relationships with the local requlator to accelerate the completion of
registration and market access.
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.:- | OURSERVICES

Services provided to clients by our team of professionals include:

b |
{ > Regulatory Affairs services:
|
\
[

— Registration of: pharmaceutical products, biological drugs, narcotics, OTC, medical
devices, Covid-19 test kits, combination (drug-device) products, biocides, cosmetics,
food supplements, radioactive drugs, veterinary.

— Through our innovative V-Quest services, we facilitate early drug registration.
Appointed pharmacist services
Qualified Person Pharmacovigilance (QP-PV) by a pharmacist & physician
Medical Affairs — Physician supported services
Quality systems auditing (provided by certified auditor)
Pharma distribution warehouse certification and GDP
Qualified Person — Responsible pharmacist (QP) services
Named Patient handling
Clinical trials guidance and applications (CTA's)
Quality and technical agreements design and review
Reimbursement, Health basket submission, pharmacoeconomic models
Negotiations with the competent authority
Business intelligence and market reports
Intellectual property protection strategies

YV VYV VYV VYV VYV VYV VYV V VYV VYV VYV VY
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OUR MOTTO

> Submit
> Approve
> Launch




v . -
’/ MEDICAL & REGULATORY AFFAIRS g
1 HEALTH BASKET INCLUSION s

|
| r Health Basket & Reimbursement in Israel

The extent of expansion is dictated by the budget allocated for the next year.

| The Israeli Ministry of Health (MoH) issues a call for proposals in January every year, with

g submission deadline by end of March. Sometimes an extension is granted, provided that an
,\ initial application has been submitted.

The application is submitted by the Appointed Pharmacist on behalf of the pharmaceutical

| company to the Pharmaepidemiologic and Drug Economics department.

The Israeli National Health Basket of drugs and technologies is updated annually since
1995. The National Health Basket includes a basic basket of drugs technologies and
services that should be made available to all Israeli citizens by the Sick funds (HMO).
Applications can be made to include registered drugs or drugs that have been submitted for
registration and are likely to be approved during the year.

. However, submitted drugs may receive priority review should they be included in the new

. health basket. Hence the process may enhance the regulatory process.

Inclusion of drugs and technologies in the National Health Basket is key to making their drug
‘or technology available to patients and to their marketing success.

)ngoing updates available here:
tps://www.mind-farma.com/corporate/reimbursement-delays/

_______
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‘ HEALTH BASKET INCLUSION ——

Health Basket & Reimbursement in Israel
The National Health Basket updating process in generat:
« Call for proposals
* |nitial assessment
» Data collection
» Extensive evaluation
* Prioritizing
 Committee decision and recommendations
» Government approval and legislation
(usually by Dec 31st)
* New basket valid as of Jan 1st

i
/‘.—!‘.

The call for proposals for 2022 Health Basket is due in January 2021.
It is a good time to start preparing for it.

Mind Pharma provides Health Basket & Reimbursement application services and has vast
knowledge and experience in leading such applications.

Need more information? Contact us here.

Mind Pharma provides Appointed Pharmacist , Responsible Pharmacist — Qualified Person (QP) &

. batch release , Qualified Person Pharmacovigilance (QP-PV), Market access and Market

Insight support and Medical Director services.

MindPharma Gill§
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MEDICAL & REGULATORY AFFAIRS - Q\

We tailor our services to best fit the customers needs:

“

e 22 |

Review and approval of product brochure/ leaflets/ materials
Review and approval of advertisements [ marketing materials
Assistance to product / marketing managers
Professional (MDs etc) and field team support
Scientific literature review and analysis/ support

Assist in SWOT analysis, competitor’s review and assessment
Product label comparison and distill insights

Responses to medical and customer’s questions

Competitive intelligence

Insight market reports
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OUR MEDICAL AFFAIRS OFFERS A UNIQUE MULTI
DIMENSIONAL APPROACH COVERING:

Strategic thinking
Marketing approach
Positioning

Science based

High Ethical Standards

vV V V VY V
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Quality & Audits

Quality and Audit:

Preparation for Health Authority GMP inspections

GMP audit (Pharma, API, etc)

Quality systems auditing (provided by certified auditor)
Pharmacovigilance aduits and audit readiness preparation
Pharma distribution warehouse certification and GDP

1ISO 13485 & ISO goo1 audit and certification readiness support

vV vV VY V VY VYV V

Quality and technical agreements design and review




OUR SERVICES

Mind Strategy and Marketing:

> Strategic analysis services: marketing, positioning, branding,
modeling, focusing

Business & competitive intelligence

Insight market reports on the Israeli healthcare arena
Strategy workshops

Wargaming design and support

YV V VYV VY

Pharma Campus

> Training
> Workshops




THE PHARMACISTS' ROLE INTHE PROCESS

Role of the Appointed Pharmacist:

The existence of an Appointed Pharmacist is a precondition for the submission of applications for registration and
other regulatory submissions with the Ministry of Health.

issues relating to the medicinal preparations of the entity that appointed him, in accordance with the Pharmacists
Ordinance (New Version) - 1981, the Pharmacists Regulations (preparations) - 1986 and the guidelines published
periodically by the Ministry of Health.

The Ministry of Health views the Appointed Pharmacist a central contact person accountable for all matters related
with the preparations he/she is in charge of.

Key responsibilities of the Appointed Pharmacist:

e Submission of applications for new registrations/ renewals/ amendments/ cancellations of preparations to the
Pharmaceutical Administration and the Institute for standardization and Control of Pharmaceuticals, at the Ministry of
Health

* Ongoing supervision on marketing the preparation in accordance with the license terms

 Handle applications for amendments in the registration of preparations

e Submission of applications for information updates in the physician / patient leaflets and, theirimplementation in the
marketed preparation.

.« Medicinal information follow-up and Serious Adverse Events reporting

. * Report of all changes in clinical information related to the preparation, in Israel and worldwide

e Report of all manufacturing deviations and malfunctions as required by the Ministry of Health

 Submission of applications for inclusion or removal of preparations under his/her responsibility from the

Health Basket”

ubmission of requests for advertising the preparation and supervision of execution in accordance with the approval

Min?iPharma pa—
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The Appointed Pharmacist is responsible and accountable by the Ministry of Health for any professional matters and



THE QP PHARMACOVIGILANCE

The Qualified Person - Key responsibilities of the Qualified Person Pharmacovigilance in Israel:

«Report instantly of any banning, limitation or warning published by the manufacturer or competent
authority in a recognized country to the Ministry of Health

e Report instantly regarding new safety information, suspected Serious Adverse Event or unusual
prevalence of Adverse Event in Israel, lack of efficiency or excess of drug etc

* Report new side effects not included in the approved prescribing information / investigator brochure
 Submission based on international reporting of serious, unexpected and there is a reasonable
possibility that the adverse event is related to the drug

e Reporting of changes in clinical information emerging in Israel and abroad

* Reporting of AE/ SAE in clinical trials and studies in Israel and abroad

e Reporting of Post marketing Spontaneous reporting of individual case safety reports (ICSRs)

e Submission of Follow Up report for reported SAE's

e Submission of PSUR - Periodic Safety Updates Reports or PBRER or SUSAR in accordance with
European Guidelines on good Pharmacovigilance practices (GVP) Module VI, to the Israeli Ministry of
Health department of Risk Management and Medical Information

There is an inherent requirement to train all employees of company and marketers personnel regarding
safety reporting.

The Israeli Ministry of Health emphasizes the importance of keeping public safety and allows only safe,
efficacious and high quality drugs reach the market or in use in clinical trials.
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Health Basket 2021 update

on non oY "1 oY M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA Application type 702 n'75nn n1aon - 702 11 ATNA
.No| Trade name Generic name (voj7un QA2 NIYATIN NIYZIAN NIFINN) Detail current approval in Health basket Health
Requested indications for inclusion basket
1 Caphosol Dibasic sodium ,N92 waI' Y'Y 71910 NTYIMA N'UNVPIR A9 ' NO'MN| 19N NN NPFYTA 719'0 1Y - WTN 1'WON
phosphate .N'NY D2'0 DN YAy IX 'mt NNXIND NNNAN 010 71N 1172 3-4 Nam
dedecahydrate + ANXIND NNV 290 N N'71a 219107 nyton ARNY/URYT? NN
monobasic sodium 219107 O ,NIAA [1I1'NA '9ININD 7191V IX NIIXRZNN
phosphate dihydrate + MY "NIR
sodium chloride +
calcium chloride
dihvdrate
2 Canemes Nabilone Treatment of chemotherapy-induced vomiting and WTN 1'WON
nausea in cancer patients, who do not respond
adequately to other antiemetic treatments.
Ocaliva Obeticholic acid 1. Treatment of primary biliary cholangitis (also
known as primary biliary cirrhosis):
3 a. in combination with ursodeoxycholic acid (UDCA) (1a'on nnn) TN 'wON
in adults with an inadequate response to UDCA or
4 b. as monotherapy in adults unable to tolerate (1b 'on ninn) wIn Y'WON
UDCA.
Dificlir Fidaxomicin 1. Indicated in adults for the treatment of Clostridium Clostridium aion nin'ta 719107 NN N9NNN X
difficile infections (CDI) also known as C. difficile- n"j7na (C difficile associated diarrhea)difficile
] associated diarrhoea (CDAD) 2ol
5 2.Treatment of Clostridioides difficile infections (2 'on n'unn) n'Nn noon -2 919'0 ANKY AYNNA NRYN 300 1A avin L
(CDI) also known as C. difficile-associated .Vancomycin ix Metronidazole
diarrhoea (CDAD) in adult and paediatric patients D'wTIN 3 TV 07NN NITND YTam n7nn nnw'«n
with a body weight of at least 12.5 kg. .N7NNN ¥ NMTIEN NTITORNN
UK 719'0 1775 NIAa [1>'02 1Aa n7ina .2
NN'RNNAN 72100 N7IND 1TAIF DA [12'02 N7IN AT MyY
[10'NN N2>WN2 NY29 oY 0'7IN1 (N2A710N0 IX N'T'710)
(immuno compromised)
NNNIM 7¥ DWIN '97 NWY' NNIMKN N9NNN NN .2
IN DIMIN'T NI7NN IX D' RIS IX NAI7NVIRINVOAL
IX DA IR DIZ'Y I DMORNDA IR N2ND
.n2710nn
6 |Jorveza Budesonide Treatment of eosinophillic esophagitis (eoE) in 7021 71750 7'vo (I n'inn noom

adults (older than 18 years)

105 ymn 1 Ty
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Health Basket 2021 update

on
.No

"non nv
Trade name

" DY
Generic name

M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA
(vojun O NIYATIN NIYPIAN NININA)
Requested indications for inclusion

Application type

702 n'75nn n1aon - 702 11 ATNA
Detail current approval in Health basket Health
basket

Trajenta duo |Linagliptin + Metformin

As an adjunct to diet and exercise to improve
glycemic control in adults with type 2 diabetes
mellitus when treatment with both linagliptin and
metformin is appropriate.

TRAJENTA-DUO should not be used in patients
with type 1 diabetes or for the treatment of diabetic
ketoacidosis, as it would not be effective in these
settings.

TRAJENTA-DUO has not been studied in patients
with a history of pancreatitis.

It is unknown whether patients with a history of
pancreatitis are at an increased risk for the
development of pancreatitis while using TRAJENTA-
DUO.

NNIYIN N'INNY7 DXNNA - WTN 'WON

Kombiglyze | Saxagliptin + Metformin

Adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus when
treatment with both saxagliptin and metformin is
appropriate.

- UTN 'WON
|'"A7190N2 719'0 DY DATINN DI'RY 071N 1Y
D'7910nn 0'71IN%7 IX TA72 Trajenta-a IX 7272

NIvSNNN MY 7w 217w

Januet Sitagliptin + Metformin

Adjunct to diet and exercise to improve glycemic
control in adult patients with type 2 diabetes
mellitus.

Important limitations of use:

Januet should not be used in patients with type 1
diabetes or for the treatment of diabetic
ketoacidosis, as it would not be effective in these
settings.

Januet has not been studied in patients with a
history of pancreatitis. It is unknown whether

- UTN 'WON
|'"A1190N2 719'0 DY DATINN DI'RY 071N 1Y
D'™7910NN 0'7IN7 IX 7272 Januvia- Ik TA7a

NIsNNN MY 7w a17'wa

105 3Mn 2 Ty
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Health Basket 2021 update

on
.No

"non nv
Trade name

" DY
Generic name

M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA
(vojun O NIYATIN NIYPIAN NININA)
Requested indications for inclusion

Application type

702 n'75nn n1aon - 702 11 ATNA
Detail current approval in Health basket Health
basket

10 Eucreas Vildagliptin + Metformin  Treatment of type 2 diabetes mellitus: - YTN 1'wON
- Treatment of adult patients who are unable to |'"A1190N2 719'0 DY DATINN DI'RY 071N 1Y
achieve sufficient glycaemic control at their 0791000 0*7IN? IX 7271 Trajenta-2 IX Ta72
maximally tolerated dose of oral metformin alone or NISNNN MY 7v 117'wa
who are already treated with the combination of
vildagliptin and metformin as separate tablets.
- In combination with a sulphonylurea (i.e. triple
combination therapy) as an adjunct to diet and
exercise in adult patients inadequately controlled
with metformin and a sulphonylurea.
- In triple combination therapy with insulin as an
adjunct to diet and exercise to improve glycaemic
control in adult patients when insulin at a stable
dose and metformin alone do not provide adequate
glycaemic control.
11 Xigduo XR Dapagliflozin + metformin |/Adjunct to diet and exercise to improve glycemic N'INNY DXNNA - 702 077000 NNA0N NANTNT DIYA 2 210 NI2I0 *7IN2 NDIOA 719'07 [NIM N9NNN
control in adults with type 2 diabetes mellitus when nnvan NIRD W
12 treatment with both dapagliflozin and metformin is N¥P N90IN - 701 N770NN NNAoN NANN 0TI 219'0 9N 7y ,nwni 7.0% va HbA1c .
appropriate. n72vuni 7% 7wa HbA1c ny 2 a10 nd1o 71N .on7nnY
022 - 72) D70 12'0 'MNIA AW DY A IX ,n7wni " 1.73/npT/7"n 45 w2 eGFR a
yYn7 an' ,n'nTo%0'T ;60 7un 0'w1 ,55 un .DIYMIN 'KIN7 DRNNA NI NIAA
((current tobacco use) nnvjun Nt ‘nYNNn TNN YU NN 2
13 |Jardiance duo Empagliflozin + In adults aged 18 years and older with type 2 N'INNY7 DXNNA - 702 177500 NNAon NANN| DY 2 210 N2I0 71N NNDI0A 71907 [N1'M N9INNN

14

metformin

diabetes mellitus as an adjunct to diet and exercise
to improve glycaemic control

¢ in patients inadequately controlled on their
maximally tolerated dose of metformin alone.

¢ in patients inadequately controlled with metformin
in combination with other glucose-lowering
medicinal products, including insulin.

¢ in patients already being treated with the
combination of empagliflozin and metformin as
separate tablets.

nnivan

nX¥1I No90oIN - 702 N77ONN Naon NN
n7vni 7% 7nva HbA1c oy 2 a10 ndio 71N
D22 - 712) D710 |13'0 'MIA 1YW DY
Yn7 an' ,n'nT'9"%0'T ;60 7un n'w1 ,55 Jun
((current tobacco use) nuwyn ,071

IR D W

DT 7219'0 QX 7y ,n7wni 7.0% w2 HbA1c .
.on7nn?

WA IR ,n72wni " 1.73/Mp1/7"n 457w eGFR 2
.DIYMN 'KINY DXNNA NI N

7NN TNR 79 NINAN .2

270 1w Duix .1

(CABG) n'opyn ninn .2

.Nmdo'k 27 nnn .3

105 3mn 3 Ty
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Health Basket 2021 update

on
.No

"non nv
Trade name

" DY
Generic name

MOYNNN DM'YONA 077192 DIYNMY NITYIN / NINIYA NIfNMA
(vojLN YIAd NIYATIN NIYFIAN NIFINA)

Application type

702 n'75nn n1aon - 702 11 ATNA
Detail current approval in Health basket Health

Requested indications for inclusion basket
15 |Segluromet  Ertugliflozin + metformin |In adults aged 18 years and older with type 2 N'INNY7 DXNNA - 702 177500 NN2on NANN DIV 2 210 NDI0 71N NNDI0A 71907 [N1'M N9NNN
diabetes mellitus as an adjunct to diet and exercise nnwan NIRD W
to improve glycaemic control: DT 219'0 ) 7y ,n7wni 7.0% 1wa HbA1c .
* in patients not adequately controlled on their .on7nn?
maximally tolerated dose of metformin alone WA IR N 1.73/Mp1/7"n 45 1w eGFR A
¢ in patients on their maximally tolerated doses of .DIYN 'KINT DXNN2 NI DA
metformin in addition to other medicinal products 7NN TNXR 7w NInax .2
for the treatment of diabetes 170 1"Mwa DLIR .1
« in patients already being treated with the (CABG) n'opyn nina .2
combination of ertugliflozin and metformin as .'Ndo'R 27 n7nn .3
separate tablets. DRNNA ,N7RN TAXD NITAMN NN j?'o0o 'R .4
:DIYAN 'RINY
NMYRNERn Np1/7"n 90-n i1 eGFR X
.(073/2"n 300 7yn "X '1'OXIP oND NNTAIM)
16 Steglujan Ertugliflozin + Sitagliptin  |In adults aged 18 years and older with type 2 YTN 1'WON

diabetes mellitus as an adjunct to diet and exercise
to improve glycaemic control:

* when metformin and/or a sulphonylurea (SU) and
one of the monocomponents of Steglujan do not
provide adequate gkycaemic control

* in patients already being treated with the
combination of ertugliflozin and sitagliptin as
separate tablets.

105 3mn 4 Ty
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on
.No

"non nv
Trade name

" DY
Generic name

M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA
(vojun O NIYATIN NIYPIAN NININA)
Requested indications for inclusion

Application type

702 n'75nn n1aon - 702 11 ATNA
Detail current approval in Health basket Health
basket

17

18

Trajenta

Linagliptin

As an adjunct to diet and exercise to improve
glycemic control in adults with type 2 diabetes
mellitus.

TRAJENTA should not be used in patients with type
1 diabetes or for the treatment of diabetic
ketoacidosis, as it would not be effective in these
settings.

TRAJENTA has not been studied in patients with a
history of pancreatitis. It is unknown whether
patients with a history of pancreatitis are at an
increased risk for the development of pancreatitis

YTN 1'WON

D'7IN7 |'MIS0VN DY 2I7'W - WTN 1'WON
7272 'MI190VNA 719'0 DY DITINA DI'RY

19

20

Onglyza

Saxagliptin

Monotherapy:

Adjunct to diet and exercise to improve glycemic
control in patients with type 2 diabetes mellitus.
Onglyza should not be used in patients with ESRD

Combination therapy:

Add-on combination:

In patients with type 2 diabetes mellitus to improve
glycemic control in combination with metformin, a
thiazolidinedione (TZD), or a sulfonylurea (SU),
when the single agent alone, with diet and exercise,
does not provide adequate glycemic control.

Initial combination:

For use as initial combination therapy with
metformin, as an adjunct to diet and exercise, to
improve glycemic control in patients with type 2
diabetes mellitus when dual saxagliptin and
metformin therapy is appropriate.

Onglyza should not be used in patients with type 1
diabetes or for the treatment of diabetic
ketoacidosis.

In combination with insulin (with or without
metformin), when this regimen alone, with diet and
exercise, does not provide adequate glycaemic
control

YUTN Y'YON

D'"7IN7 |'"MIID0N DY 27'YA - YTN V'WON
T272 '"MI190N] 719'0 DY DITINN DI'RY
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21

22

Januvia

Sitagliptin

Adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes melitus.
Important limitations of use:

Januvia should not be used in patients with type 1
diabetes or for the treatment of diabetic
ketoacidosis as it would not be effective in these
settings.

Januvia has not been studied in patients with a
history of pancreatitis. It is unknown whether
patients with a history of pancreatitis are at
increased risk for the development of pancreatitis

wrihila ieina laninsia

YTh Y'WON

D'7IN7 'MIS0VN DY 2I7'WA - WTN 1'WON
7272 'MI190VNA 719'0 DY DITINA DI'RY

23

24

Galvus

Vildagliptin

Adjunct to diet and exercise in patients with type 2
diabetes mellitus

1. As monotherapy, if diet and exercise are not
sufficient, or

2. In combination with metformin, or a sulfonylurea
if treatment with these oral antidiabetics does not
offer sufficient control of blood glucose.

3. As triple oral therapy in combination with

*a sulphonylurea and metformin when diet and
exercise plus dual therapy with these agents do not
provide adequate glycaemic control.

*Galvus is also indicated for use in combination
with insulin (with or without metformin) when diet
and exercise plus a stable dose of insulin do not
provide adequate glycaemic control.

4. Adjunct to diet and exercise in patients with type
2 diabetes mellitus In combination with a
thiazolidinedione, in patients with insufficient
glycaemic control and for whom the use of a
thiazolidinedione is appropriate.

YTNh Y'WON

D'7IN7 'MIS0VN DY 2I7'WA - WTN 1'WON
7272 'MI190VNA 719'0 DY DITINA DI'RY
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25 |Saxenda Liraglutide Adjunct to a reduced-calorie diet and increased physical | nxnna - 702 71750 7'vo MiIN? n'nn NooIn 11 700 Maona 7173 7'wen ninn
activity for weight management in adult patients with an MIYIN N'NN?) 73 72v 01 2 210 NdI0 *7Ina 71907 [N1n nonnn”

26 initial Body Mass Index (BMI) of - 702 72750 7'W9 WnIN%? nimn nooim NN
* 2 30 kg/m? (obese), or 0nv ,39.9-7 35 2 7wa BMI oy o*7in 1w ‘78N TNR 7V Down L1
2 27 kg/m? to < 30 kg/m? (overweight) in the presence | DT 73 IX 27 N7Nn 7¥ NMIVO'N DY D"'NDIO ;7.5% 7un HbA1c-1 30 7un BMI .x
of at least one weight-related comorbidity such as ;9.0% ‘2yn HbA1c-1 28-30 "2 BMI 2

27 dysglycaemia (pre-diabetes or type 2 diabetes mellitus), - 702 7170 79 NIN7 AUMn oo n'7inn 9.0%-7 7.5 2 HbA1c-1 28-30 'a BMI a
hypertension or dyslipidaemia, and who have failed a N'7V 1IN TWR MUK NN INKRY 0720 1Y nYnn ,n'7*7 1% N7Nn — 0'xann TNKa
previous weight management intervention. qIan 7pwnn 25% 9y nwvn 7pwna mTin 1IR3 A7 NAn M0N0
Treatment with Saxenda should be discontinued after NININ INK? 17'UnY ;0'0'0ONTP190 Nava 1720 X7 .2
12 weeks on the 3.0 mg/day dose if patients have not ;(1.5 7wn 'oxap) N9 Np'eo 'kn 07210 DR .3
lost at least 5% of their initial body weight. ,NIMIS NISNN MY 'MONNN 719'00 'I¥m X7 .4

"minan bab

28 |Victoza Liraglutide Treatment of adults, adolescents and children aged - 702 097500 naon nanan 23 7 0'1yn 2 210 NdIO 71N 719'0%7 N1 N9NNN
10 years and above with insufficiently controlled nd1o0 *2in ,n7wyni 10 12 nMaanni 07?7 Y NN
type 2 diabetes mellitus as an adjunct to diet and ['"AI90N2 'MONNAN 719'0N 'I¥M NK? ,2 210N 7NN TRXR v 0awn A1
exercise: |'"A1I90NA 719'0N NX 71207 0713 DI'RY IR ;7.5% 7wyn HbA1c-1 30 72un BMI .x
a. As monotherapy when metformin is considered ;9.0% 7yn HbA1c-128-30 1A BMI 2
inappropriate due to intolerance or 021N 9.0%-7 7.5 2 HbA1c-1 28-30 2 BMI .a
contraindications n7nn ,N'7*7 27 N7Nn — 0'kann TN
b. In addition to other medicinal products for the .11 273 n7nn ,nM%IroINaN0
treatment of diabetes. ;0'0'0NI?19N 12YA 1720 K7 .2
2. To reduce the risk of major adverse cardiovascular ;(1.5 2un 1'0x ) N7 NR'90 'RN 07110 DN .3
events (cardiovascular death, non-fatal myocardial 757 ,NIMIS NI9NN MW MONNA 719100 ¥ INKT 4
infarction, or non-fatal stroke) in adults with type 2 ninon
diabetes mellitus and established cardiovascular
disease.

29 |Ozempic Semaglutide Treatment of adults with insufficiently controlled YN 1'WON
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30 type 2 diabetes mellitus as an adjunct to diet and - UTN 'WON
exercise -7 DX v 702 nY'7DnN Naon? ok
* as monotherapy when metformin is considered :GLP1
inappropriate due to intolerance or 2210 NND10 *71N2 719'07 NN NONNN)
contraindications N9XR D 7w Dawin
¢ in addition to other medicinal products for the ;78N TNX 72V DN 1
treatment of diabetes. ;7.5% '2yn HbA1c-1 30 7un BMI .x
For study results with respect to combinations, ;9.0% 7yn HbA1c-1 28-30 2 BMI .a
effects on glycaemic control and cardiovascular 9.0%-7 7.5 "2 HbA1c-1 28-30 'a BMI .a
events, and the populations studied ,N'2'22 2% N7Nn — D')ann TNXA 071NN
N3 0" n7nn ,n"7IRoIN2N0 N7 nn
;0'0'0NT?19N 121 1720 K7 .2
[2'OXO?) NN NP'90 'NN 07210 DIR .3
(1.5 %un
NI9SNN MY MONNN 719'00 'I¥'n NX7 4
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31 Rybelsus Semaglutide Treatment of adults with insufficiently controlled wTN 1'WON
32 type 2 diabetes mellitus to improve glycemic - YUTN 2'wON
control as an adjunct to diet and exercise -7 027K 9w 701 N775nn NNaon? kNN
* as monotherapy when metformin is considered :GLP1
inappropriate due to intolerance or 2210 NND10 *7IN2 719'07 NN NONNN)
contraindications IR 9 7w oawin
¢ in addition to other medicinal products for the 78N TNX 72V Dawn L1
treatment of diabetes. ;7.5% '2yn HbA1c-1 30 2yn BMI .x
;9.0% 72yn HbA1c-1 28-30 'a BMI 2
9.0%-7 7.5 2 HbA1c-1 28-30 12 BMI .a
"9 27 ntnn — 0'xann TNRa 071NN
N> n*7 n7nn ,N"%7IRoINaN0 N7 nn
;0'0'0NT?190 1Y 1720 K7 .2
[2'OXKO7) N'MY7D NP'90 ‘NN 07110 DR .3
;(1.5%un
NI9SNN MY MONNN 719'00 'IX'n N7 4
33 Forxiga Dapagliflozin Type 2 diabetes mellitus N'INNY7 DXNNA - 702 177500 NN2on NANN DIV 2 210 NDI0 71N NNDI0A 71907 [N1'M N9NNN
1. In adults aged 18 years and older for the nnivan NN W
34 treatment of insufficiency controlled type 2 diabetes N¥P N90IN - 701 N770NN NNA0N NANN DT 219'0 qr 72V ,n7vni 7% 1wa HbA1c X
mellitus as an adjunct to diet and exercise: n2yni 7% 11wa HbA1c oy 2 a10 ndio *7in .onnnY
* As monotherapy when metformin is considered 022 - 712) D70 12'0 'MIIA AW DY A IX ,n7wni " 1.73/npT/7"n 45 w2 eGFR a
inappropriate due to intolerance. Yn7 Nt ,n'nT'9+70'T ;60 7un 0'w1 ,55 Yun .DIYN 'RINY DNNNA N NIAA
* In addition to other medicinal products for the ((current tobacco use) nawyn ,07 7NN TRXR 7 NINAX A
treatment of type 2 diabetes. 170 wa noix L1
35 2. Heart failure (2 'on nuNA) NMMA NPOM (CABG) o'opyn nint .2
To reduce the risk of cardiovascular death and 'Md0'X 27 n7nn .3
hospitalization for heart failure in adults with heart DXNN2 N7 TAXD MTAND NP Nj7'90 X .4
failure (NYHA class II-IV) with reduced ejection -DIYN N7
fraction NnmMRYRNERAl NpT/7"' 90-n 1 eGFR X
.(073/2"n 300 7yn 'n7x '1'OXIP oN NNTAM)
== /LA 2N A mnas ~CD
36 |Jardiance Empagliflozin 1. Adjunct to diet and exercise to improve glycemic NIMNY7 DXNN2 - 702 077500 NNAon NANTA| 021V 2 210 NNI0 71N NDI0A 719107 NI N9NNN
control in adults with type 2 diabetes mellitus. nnivan NIRD W
37 N¥1 No90oIN - 702 N77ONN Naon NN DT 219'0 QX 7y ,n7wni 7.0% w2 HbA1c .
n7vni 7% 7nva HbA1c oy 2 a10 ndio 71N .on7nnY

D22 - 712) D710 |12'0 'MIA 1YW DY
Yn7 an' ,n'nTo"%0'T ;60 7un n'w1 ,55 Jun
((current tobacco use) nuwyn ,071
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2. To reduce the risk of cardiovascular death in adult
patients with type 2 diabetes mellitus and established
cardiovascular disease.

AY 7 T

.Nmdo'X 27 nnn .3

Limitation of Use
Jardiance is not recommended for patients with type 1
diabetes or for the treatment of diabetic ketoacidosis.
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38 Steglatro Ertugliflozin In adults aged 18 years and older with type 2 diabetes N'INNY7 DXNNA - 702 177500 NN2on NANN DIV 2 210 NIDI0 71N NNI0A 71907 [N1'M N9NNN
mellitus as an adjunct to diet and exercise to improve nnvan NN W
39 glycaemic control: N¥P N90IN - 701 N770NN NNAoN NANN DTIR 719'0 X 72 ,n72wni 7% 11wa HbA1c &
+ as monotherapy in patients for whom the use of n72vuni 7% 7va HbA1c ny 2 10 n1d1o 71N .on7nn?
metformin is considered inappropriate due to 0M22 - 7'2) DMAPOINTIR [12'0 'MW DY WA IN ,n7vnl " 1.73/np1/7"n 45 1 wa eGFR A
intolerance or contraindications. Yn? N’ ,n'nT'9'70'7 ;60 72wn 0'w1 ,55 7wn .DIYMIN 'KIN7 DXNNA NP DA
« in addition to other medicinal products for the ((current tobacco use) nuwyn ,07 ‘7NN TN 7W NINAN .2
treatment of diabetes. 170 1w noIX .1
(CABG) n'opyn nina .2
Jmdo'x 17 nnn .3
DXNNA ,N7RN TAXD NNTAMN NN P90 'R .4
:DIYAN 'RINY
NNMYRNERn Np1/7"n 90-n i1 eGFR X
.(072/2"n 300 7yn 'n7x '1'OXP oN NNTAM)
nz1/7"n 60-n 11 eGER A
40 Endari L-Glutamine ENDARI is an amino acid indicated to reduce the YN 1'WON
acute complications of sickle cell disease in adult
and pediatric patients 5 years of age and older.
41 \Vimizim Elosulfase alfa Vimizim is indicated for the treatment of YTN 1'WON

mucopolysaccharidosis, type IVA (Morquio A
Syndrome ,MPS IVA ) in patients of all ages.

42 |Aldurazyme Laronidase

Aldurazyme is indicated for long-term enzyme
replacement therapy in patients with a confirmed

- 702 077500 nMaon nanTn
NMun? 0TymY w2 719'03" 77nn 710

MPS-I oy n'71n2 '9*7n '0N'TIX 719'00 INI'N NONNN
Mucopolysaccharidosis |, Alfa 1 iduronidase)

diagnosis of mucopolysaccharidosis | (MPS | alfa-I- "Dyy NN .0xY NN NPNWNY 0TyinY wa 71010 (deficiency
iduronidase deficiency) to treat the non-
neurological manifestations of the disease.

N43 Lamzede Velmanase alfa Enzyme replacement therapy for the treatment of YTN 1'WON

non-neurological manifestations in patients with

243 mild to moderate alpha mannosidosis. N1y - TN 2'WON
.DxY NN N7NWN 11ay7 073100 DI'RY 071N

X71 N7wD1 DXV NN N7NWN DN 0'7In®

.N'079N

44 | Zokinvy Lonafarnib Treatment of Hutchinson-Gilform Progeria YTN 1'WON

syndrome (HGPS or Progeria) and progeroid
laminopathies for children age 12 months and
above.

105 ymn 11 Tiny
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45 Givlaari Givosiran Treatment of acute hepatic porphyria (AHP) in YTN 1'WON

105 Ymn 12 Tiny
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46

Gattex

Teduglutide

1. Treatment of adult patients with Short Bowel
Syndrome (SBS) who are dependent on parenteral
nutritional support.

2. Treatment of patients aged 1 year and above with

Short Bowel Syndrome. Patients should be stable
following a period of intestinal adaptation after

surgery.

(2 'on n'unin) n'uNn noon

Short) 2¥pzn 'vnin n1mona 719'0% NN NONNN .X
0N '1D0ni 0'Y 0'D11'0 Dy 0'7ina (bowel syndrome
78N TNXD DYTAMN DTN 0T 792

NITN7 N1WnN ,Apyn 1 N DnTpnnn 1710 n7nn .1
2T M

NNTYITN MNP 2pyn 17002 WX ,N7INT [N 7219'0n
Y2 N7V 10 T NNAY ,TAON MTIONA N'Nivnwun
D'N'TIRNN (N72VN1 NNNNNN NWI7Y '9) NI DNTIR
JALT, AST, Alkaline phosphatase, GGT - n'xan
N NMTAN 7w ,2pynn 1702 NUNINn NYYn UKD
NIYN NNNY INN'OY D710 D2 1722 1T N¥P2 DTNl
PN DTIR NN NINDIA DA ,NFTAIE NN Nty
central vein-n nxxind - Access failure .2
thrombosis

N7X) sepsis-7 DNa? 0717w DTN NIX MINT .3
YN 0T N7X 79 Mwa N IR DWNNR 2-7 NIy - (0T
TR V'R L|'O17'N7 IX TID9WUNR DAMNN WX INIX DIN'T?
fungemia 7v

7210 "WUK ,DIN'TNA 1720 WK ,0'7IN D2 1770 IT NNAona
.0'MNIT D'9'NON [12D DN |DON 2¥N7

JIN NATNA 719'07 NIWRN INK DTN [DON 177 axn 4
1TRAQ NIYR NIYION |12 [AT N7 JwNnIn DTl
1TRN / 0'0a-n¥NIN [TRN / NIMwarnn — 0T
.0'N0'I D'O"7NVF'IN

nnnm 7Y owan ' 7y N1 AoNnn A

47

Trientine

Trientine

Treatment of Wilson’s disease in patients intolerant

of D-Penicillamine therapy.

YTN Y'WON
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Xarelto Rivaroxaban 1. Prevention of venous thromboembolism (VTE) in nxaN NI 1

adult patients undergoing elective hip or knee

2. Prevention of stroke and systemic embolism in adult
patients with non-valvular atrial fibrillation with one or
more risk factors, such as congestive heart failure,
hypertension, age=75 years, diabetes mellitus, prior
stroke or transient ischaemic attack.

3. Treatment of deep vein thrombosis (DVT),and
pulmonary embolism (PE), and prevention of recurrent
DVT and PE in adults.

Xarelto 2.5 mg

4. Xarelto, co-administered with acetylsalicylic acid
(ASA) alone or with ASA plus clopidogrel, is indicated
for the prevention of atherothrombotic events in adult
patients after an acute coronary syndrome (ACS) with
elevated cardiac biomarkers.

48 5. Xarelto, co-administered with acetylsalicylic acid - 0 9o - 702 N775NN Naon NaNN
(ASA), is indicated for the prevention of nNIYIN N'INNY kNN
atherothrombotic events in adult patients with
coronary artery disease (CAD) or symptomatic
peripheral artery disease (PAD) at high risk of
ischaemic events.

N7RN DNPNA 719'07 NN N9NNN

NN 2190 N97NNYT NN INKY DT'71IANRIANNN NYan X

.N2n N97nn NN K7 OT'72nK1InNn ny'n A

.NINNKRN MY 17002 (071N 12 [NAUKR IR 7910wW) 197 1o oy TIA Ik CVA uni warfarin-a n*7910nn nify 119719 oy 0*7IN2 'MY0'0 9'NONI Yaw Ny'an .2
.0"TI191 D'WIN'RA NINNKRD MWD 17002 o'y Ning? 5-n niaa INR o7 twinwi Warfarin-a no'7910nn ni'7y 11919 oy 07102 'n00'o §'NONI yaw nyan .1
.n'72uni 2 7ya CHADS2 Vasc score-1 n'anon n7nn X721 N7y 11919 oy 071N '00'0 9'NONI Yaw Nyan .0

19192 Nirk?ax 7w nizivel 2 190 Nk 118 0 1va CHADS2 score-1 n'anon n'7nn K72 N7y 11919 Dy 07101 '1V0'0 9'NONI Yaw Ny'InY NIY X 71910 .1
.(Deep vein thrombosis — DVT) n'pmyn DTN Nppd 7¢ Ny nyani 719'0 .1

.(Pulmonary embolism - PE) 'mxm g'non 7¢ namw nyani 7190 .0

n7nn oy TN ((CAD)Coronary artery disease Ix (IHD)Ischemic heart disease ) nyIT n'>o'x 2% Nn7nnNa 071N 112V NNIMNI D922 19N N'MAD0'X ,"7IF0I T NIM ,A70 1MW DVIR ,Yaw Nyan? 719'0 .0
.((PAD)Peripheral arterial disease ) no19 017D

DT AT My

JUYIT N0 NPNX IR 122 DTI71701 NNIR DVIR K7 2¥n - (CAD ik IHD) nyim n'ndo'x 27 n'7nn .1

— (PAD) nnom9 0T "7 n'7nn .2

50%-n 7112 nyIT 0T "5 nnxn IR 0.9-7 nnnn ABI oy 'an'0? ny'™7x DI IN ,12p2 NY'0R IR 0T *75 NN IR D'¥TI7I701 NNINKYT XN LK

50%-n 2172 QVUIT' DN IX D'NT21201-D7 I0X7 A¥N (T'0NR) ANTINN '21v) 220N .
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49 |Cablivi Caplacizumab Treatment of adults experiencing an episode of YN 1'WON

acquired thrombotic thrombocytopenic purpura
(aTTP), in conjunction with plasma exchange and
immunosuppression.

50 Glassia Alpha 1 antitrypsin Chronic augmentation and maintenance therapy in YN 1'WON
individuals with congenital deficiency of alpha1-
proteinase inhibitor (Alpha1-Pl), also known as
alpha1-antitrypsin (AAT) deficiency and clinical
evidence of emphysema.

51 Haegarda C1 esterase inhibitor, Prevention of recurrent Hereditary Angioedema 719'0 - 702 71750 7'V9 ANINT NINN NS0 nNaN MY M
human, SC (HAE) attacks in adolescent and adult patients with 'myan
C1-esterase inhibitor deficiency.

11707 VIENY DXNNA 70N NNAoNA 717D 7'WON TNINN

:N7RN DN 719'0%7 N1 NN

:N'7x 0 ovpninal C1 esterase inhibitor-a hon oy Nn71n2 N'MwAIN MNTRIMIXK 7W 0'9'IN D'9PNNA 'UNIVON'O 719107 . K
;N7 NAI7IM'R? RO 7Y Apynl 71901 ixn 27NN 1

;07117 NNX'N 7W DTIN D'9PNN IX D'PTN (VA AN 7W DATIN 0'9PNNN 7210 n7Inn .2
;NP DAY IRDIN NNA0NA N7INA 790NN NAIZIRINRIE NANIRA NI JIWKRA Mt 719'0n .3
.Conestat alfa, Icatibant, C1 esterase inhibitor, human — nionnn 'mw qEnn MIxa n'2in7 nna» X7 4

N8N TNR 7V N1Iyn1,0™IN N1 NNA0N NYXIANN ,NY*7a0 N2 IR 190 770 IR N1YNn NDYINN NIYZI9 NNITXND 112Y7 Taivn 271N NMMYIIN NNTRIIR 7Y 0'9'N 097NN Ny'anY 719'0 A
;Y720 N2 IR N9 770 IR N2IWNN NIY2ID NITXNS NIPYA NNTRINIXK QR N7 WX n7in .1

.N7INN '9INI NITYNON 'OIX '9 7 N7IN2 79000 N7 NfAI70MRE NRAN7RA NNNIN X9 7Y N2IWn7 DXNNA DT 210N Q7NN NN9Y NiAa [12'02 I¥nn N7 .2

"N NAI7IMRIENAYR NN 7w 0wan ' 7y NN NoNnNn

52 |ldelvion Albutrepenonacog alfa Treatment and prophylaxis of bleeding in patients wUTN 1'WON
(recombinant fusion with haemophilia B (congenital factor IX deficiency).
protein linking
coagulation factor IX with
albumin (rIX-FP))

53 |Tavalisse Fostamatinib Treatment of thrombocytopenia in adult patients wUTN 1'WON
with chronic immune thrombocytopenia (ITP) who
have had an insufficient response to a previous
treatment.
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54 |Ferinject Ferric carboxymaltose Treatment of iron deficiency when oral iron 11 - 702 077500 Naon Nann: NN MY "
preparations are ineffective or cannot be used. symptomatic patients with heart failure
The diagnosis must be based on laboratory tests. (HF) NYHA class II-1V and iron deficiency
(ID) — Ferritin < 100 ng/ml OR Ferritin 100-
299 ng/ml and TSAT <20%
55 DN 071N - 702 n%75nN M1aon nanan
N'M777 'vn N7Nn oy
78N TNX 7V D21 ,77122 MI9 719'0 72577 01710 DI'RY IR 7'W' 'R 777122 M9 719'0 DA 071N 77122 10N 719'07 NN N9NNN
.07 NN 7 NN2am NdNX7 IX 09N TN 7172 HwY IR WK1 ion 719'on nx ixme (Hereditary hemorrhagic telangiectasia)HHT namon *2in .1
NN TRRY? D'PIPT AWRIE (NIY NN D010 72mn NN 79000 X9Nn NYT? DN DTN 0Npna IX) g/dL 9 7w arzamn nna'? nyana 19w AwR 0717 N1 WONN
D'"YIAYwa DY9Y7 7yn 7w NNt fTAI M YMa Ny X
YUTIN2 NNX DT NN 72un nd"X A
.07 NN 7Y NN2AIN NDMX? IR 0'DIN TN 772 WY DR WK™ mion 719'0n Nk v (Inflammatory bowel disease) n'niz7T ntyn n7nnn o'7ai0n 0T .2
;7NN TNX 7Y DIYN 0Y7IN7 MY 'WONN
;g/dL 10 -7 nnnn Dn%w aamnn NNl 7i9'0 7w 0rwTIN AINK? DN7NN2 I9'WY N K7W NINRYNN 7w a¥n] X
;9/dL 11 2v 221y n1'R DNV 27amnn NN D'YUTIN 4 -n 27YN7 AWK N9 IX NINE7NN 7w a¥nd A
.NY'PN 21720 N7 YIaN7 Nan v 719'0 YwNn7 0'RIRT L, TI9YUNR (AT NNK DT NI NINDY7 172') A
Reblozyl Luspatercept-aamt REBLOZYL is an erythroid maturation agent
indicated for the treatment of anemia in:
56 1. Adult patients with beta thalassemia who require (1'on nunn) wTnN 'wdN
regular red blood cell (RBC) transfusions.
57 2. Adult patients with very low-to intermediate-risk (2 'on nnn) wTN 'WON
myelodysplastic syndromes (MDS).
58 |Adakveo Crizanlizumab To reduce the frequency of vasoocclusive crises YTN 1'WON
(VOCs) in adults and pediatric patients aged 16
years and older with sickle cell disease.
59 |Antrolin Nifedipine + Lidocaine Treatment of anal fissures and proctologies YN 1'WON
60 generally associated with anal sphincter hypertonia. nyavn '92 NNI0'91 719'0 V1AW - YTN 1'WON

AN YI'DA NNYIND 0NN D''oNAI
DY 0'7IN2 NY20N '9 NI0 W (N11019'N)
.(IBD) n'np77 'vn n7nn

105 Ymn 16 TNy
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61 Praluent Alirocumab 1. Praluent is indicated in adults with primary N'INNY7 DXNNA - 702 775NN MNaon NaNan D'VIN'R 7¥ NIIMY NYIn? NI N9NNN LK
hypercholesterolaemia (heterozygous familial and nnivan NYIT NM71IR0IM TP n7Nn Dy 071N 07RO Ty
62 non-familial) or mixed dyslipidaemia, as an adjunct 712V X WO - 702 1'775NN NNaon Nann 1ANX X7 "MDO'X 'NIN YAV IX 270 1Y DUIX INY
to diet: D1") 7"¥7/2"n 70 72yn LDL oy ny 0'7in 2un nn7w LDL-n w1 ndwnn Do v wiva
- in combination with a statin or statin with other (100 7un 702  py ai%'wa 01'0VOA 27N 219'0 NINNY 7" T/a"n 100
63 lipid lowering therapies in patients unable to reach - 2 X qwo - 701 17700 NMaon NN .NIN9Y? n"wTin qwnY ,Ezetimibe
LDL-C goals with the maximum tolerated dose of a N1y avan N9 7¥ DWOn '97 nwy nsnn1 719'0n 17NN .2
statin or, Y2 IXN 270 1Y DOIR INY" 7700 nz'nn XOM IN DFT'O™A NNNIM X9 IX NAIYIFTFA NRNiN
- alone or in combination with other lipid-lowering 010 DIYN WITYL 730K K7 MI0'X *Nin N7 ANNin
therapies in patients who are statin-intolerant, or for nwnn
64 . -~ NIIYXRI YN - 702 077500 Naon Nann
whom a statin is contraindicated.
. -~ N'MNOYN NMYMVoY7INI9N 71N 7Y
The effect of Praluent on cardiovascular morbidity
and mortality has not yet been determined. n 07w LDL -n >ww 07ina :'n-mﬁ-mun
7201 20 719'0 NN 7"y 1/2"'n 160
Ezetimibe-a1 n1'ovoa
65 2. Established atherosclerotic cardiovascular (2 'on n'nn) n'MN NLOIN
disease
Praluent is indicated in adults with established
atherosclerotic cardiovascular disease to reduce
cardiovascular risk by lowering LDL-C levels, as an
adjunct to correction of other risk factors:
- in combination with the maximum tolerated dose
of a statin with or without other lipid-lowering
therapies or,
- alone or in combination with other lipid-lowering
therapies in patients who are statin-intolerant, or for
66 Repatha Evolocumab 1. Hypercholesterolaemia and mixed dyslipidaemia | n'unn% nxnna - 702 n%75nn n1aon nanTn N7RN DNPNA 719'07 NN N9NNN LK
Repatha is indicated in adults with primary nnivan -n 72100 N71N2 N'M7NV0OY71>19N 719D .1
67 hypercholesterolaemia (heterozygous familial and 712V X 90 - 701 177NN MM2on Nann anx? Homozygous familial hypercholesterolemia
non familial) or mixed dyslipidaemia, as an adjunct n1") 7"¥7/2"n 70 7yn LDL 1y oy 07N .Ezetimibe ny n'1'ovo 7w 7190 ¥
to diet: (100 2un 702 oy 071N D™M7IZOIMTIR DYN'R YW NIMY nvan .2
68 «in combination with a statin or statin with other - 2 X 9'0 - 702 177NN MA0N NN yaw IX A%0 1MW DOIN IINY AVIT NAYIZOITR YN
lipid lowering therapies in patients unable to reach Ny avan N>IYNN DIV DAY WI7WA 720K X7 'D0'X 'Nin
LDL C goals with the maximum tolerated dose of a YAV IX 270 "W DOIX INY" 7700 Nz'Nn %1910 nNNY ,7"¥71/2"n 100 yn nnw LDL-n i
statin or, DIV DIWN WI7WD "7INK X7 MO 'NIN| peyTin qun? Ezetimibe oy 217'wa nrovoa a0
«alone or in combination with other lipid-lowering “n>wnn JIno?
69 NIIYKR YN - 702 07700 Naon nann

therapies in patients who are statin-intolerant, or for
whom a statin is contraindicated.

NMN9YN N'M7N0o71219 71N 7w
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2. Homozygous familial hypercholesterolaemia
Repatha is indicated in adults and adolescents aged 12
years and over with homozygous familial
hypercholesterolaemia in combination with other lipid-
lowering therapies.

The effect of Repatha on cardiovascular morbidity and

70 3. Established atherosclerotic cardiovascular (3 'on n'unin) n'uNn noon
disease

Repatha is indicated in adults with established
atherosclerotic cardiovascular disease (myocardial
infraction, stroke or peripheral arterial disease) to
reduce cardiovascular risk by lowering LDL-C
levels, as an adjunct to correction of other risk
factors:

* in combination with the maximum tolerated dose
of a statin with or without other lipid lowering
therapies or,

« alone or in combination with other lipid-lowering

71 \Lyptimzia Inclisiran Primary hyperlipidemia (including heterozygous wUTN 1'WON
familial hypercholesterolemia)

As an adjunct to diet and maximally tolerated statin
therapy for the treatment of adults with primary
hyperlipidemia (including heterozygous familial
hypercholesterolemia) to reduce low-density
lipoprotein cholesterol (LDL-C)

72 |Juxtapid / Lomitapide An adjunct to a low-fat diet and other lipid-lowering NNIYIN N'INNY7 DXNNA - WTN 'WON

73 |Lojuxta treatments, including LDL apheresis where Repatha-a 719'02 17w AnXY7 - wTn 'wdn
available, to reduce low-density lipoprotein
cholesterol (LDL-C), total cholesterol (TC),
apolipoprotein B (apo B), and non-high-density
lipoprotein cholesterol (non-HDL-C) in patients with
homozygous familial hypercholesterolemia (HoFH).

74 |Scenesse Afamelanotide Prevention of phototoxicity in adult patients with YN 1'WON
erythropoietic protoporphyria (EPP).
75 Staquis Crisaborole Topical treatment of mild to moderate atopic NNIYIN N'INNY7 DXNNA - WTN V'WON
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76 dermatitis in patients 2 years of age and older. N7uNni 0"NIY 12 071N Y - UTN 'WON
L7 T'RNVO NINWNA 719'07 D'A'RNN DI'RY
NIN2N NINRVZNA NNKY? DAIYN
,0''9Y9Y ,019 - 0'WAT NINIZAA N'7NN .X
ANIY
qwInn 219'02 NIX N7y N2 n7nn A
nrmvNnan Yiam nivna v nu NN a
77 |Complete 'NIDN [ITN| NATAY7 DRNIN .NMI'YA 2ITAY7 WIN'WYT DNl X' Ty [ItTn YN V1'WON
pediatric SN It 12N 700 ,3-13 X722 0T NN NDINKX
212'y Oy D'T7'2 AXININ NI7'A0 'X ,NITN NN 'ax¥n? y'min
N1'PN AT NDMNYI TMINNONN
78 |Easy daily 'RIDN [ITN N1TN2 VI5N7 NN7WND IX AR NITA7 TONN TV It - YTN 1'woN
14 70 win'w? .avnwa Ik N0IR 14 nn%7 IN72W (010 "IN D177 "TIV" ITN
|12'02 0"i¥xnn ,01w 19 DN7 IX7N DYVI DY
NAUTN NNY
79 |Easy daily X191 ITN NITNA VMIBNY7 NN7WND IX DR NITAYT TONN " TIVY |ITN - UTN 1'woN
.14 an win'w7 .arnwa Ik Nf0IR IX 790n0 X9 7W DWIN '9%7 MOINN It
02w 19 72 TV 0T NITAY7 N7 NIOR'T
,N1MMD NI7NN2 071NN, 7710IR TNAX DY
NN NizNAL. DML Nivnn
80 Ensure plus INIDN [ITN niMivpa 1wy ,HMB nooima n'natn nn7wa? nppun .27 1'wy nTMaith Nn7wn? npwn
advance D'PIPTA DAIAN ¥ D"MITAA DDIXY DXNINA L|1A7Na1 DNalnY? nnarn antwn? ,D o' CaHMB
N> ,7"Y Non TIA'R YW Dpna IN/I DATRA NN7wnY%| DY, INIX 1Y NN NKY? ,n7uni 65 ma
TIiPoNA NTV MW [1D'0 [1I7RY 97 ,(1"n/a"p BMI < 22) nuitn nn
JINMAN TN ¢ Mt
anx7 orr 90 Ywn% DI 0'nys N1 719'0n
TIOUN
81 |Golike X191 It Prolonged release amino acid mixture without wUTN 1'WON
phenylalanine, with vitamins, minerals and other
nutrients, for the dietary management of
phenylketonuria.
82 |MSUD cooler NIDN ITN 3 7an MSUD *2in 79 mata%? Tyima *Tiy" 'R1oN |ITn wUTN 1'WON
15 n'7nNa 'matha 719'0nn '71nd '7'NI
83 |Nutren junior 'NI9N I =3 "722 0172 AN'M IR NN NTNAIT QWYY TTIVY [ITn wUTN 1'WON
1.5 choco nav 13
84 |PKU cooler 15 w191 M| 'R 3 ''an PKU "71n 9w nata? Tvirmn iy 'XioN It wUTN V1'WON
n7nNa 'natha 719'vnn '7nd
85 It NI7mA1o X191 (It Easy calory [ITA NI7M19 - 702 n775nn Naon Nann|  .0aw 19 72 Ty 077 N2y nim 07173 700 N1aona
86 [070 "IN Easy drink Provided as a servigeRHRi™M & MIRMMAYHRN nnY 15101 1070 *INY
87 Easy fiber
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88 Easy meal k 2
89 Easy daily
90 Ensure compact
91 Ensure plus
92 Ensure plus advance
93 Glucerna plus
94 Jevity
95 Jevity plus
96 Nephro HP
97 Nephro LP
98 Nutren 2
99 Osmolite HN
100 Peptamen prebio
101 Vital 1.5
Mirena Levonorgestrel 1. Contraception 01w 45 [n7 IN'Tnw 0'wia 719'07 |N1'N N9NNN
102 2. idiopathic menorrhagia. n72an 7101 - 702 n%75nn N1aon NanTn 219'0N NIMNWYON IXINY INXR7 NYUR D211 Ni7aion
koh JIRN2N MN'Y 702 D70 NIMSNNn
3. Protection from endometrial hyperplasia during
estrogen replacement therapy.
103 Postinor Levonorgestrel Emergency contraceptive nMa0n7 DRNNA - 702 07750 Naon NN IX [N DY DY7 01IX NIYaol17 [NI'N N9NNN
:Ulipristal 7w 702 n%7Dnn .INj7ooN
;17NN TNXA 719'07 N1 n9nnn .1
IX [N YN DW7 1M 9PN NIYao] .X
;IM70oN
219'07 D'TOINN NIA0NA NIY N9NNA 719'0N
N2 N9'PN 'Was1d
emergency) DiN'N |10 Nyan .
.nuni 20 nina n'wia (contraception
X911 DYIN '97 NWY' NIINRN N9NNN NN .2
nIdSNNWN K77 N0 noNna 719'on |nn .3
mxy
104 Rekovelle Follitropin Delta Controlled ovarian stimulation for the development YN 1'WON
of multiple follicles in women undergoing assisted
reproductive technologies (ART) such as an in vitro
fertilisation (IVF) or intracytoplasmic sperm
injection (ICSI) cycle.
There is no clinical trial experience with Rekovelle
in the long GnRH agonist protocol
Provided as a service by:'T' 72v nin'wd wam
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105 1. Treatment of moderate to severe vasomotor oxNN - (1 'on nnn) NN NLoIn
symptoms associated with menopause nnvan N'nne
106 D'l 11y - (1 'on n'Mn) 2NN Noom
IX N1720 'X [N7¥ DN DY NI'2ITRO1IN VOID
['00AND DY 719'07 T2 NININ
2. Prevention of postmenopausal osteoporosis
107 Betmiga Mirabegron Symptomatic treatment of urgency, increased YUTN 1'WON
micturition frequency and/or urgency incontinence
as may occur in adult patients with overactive
bladder (OAB) syndrome.
108 Orilissa Elagolix Management of moderate to severe pain associated YN 1'WON
with endometriosis.
109 Natpara Recombinant human NATPARA is a parathyroid hormone indicated as an NNIYIN N'INNY7 DXNNA - WTN V'WON
110 parathyroid hormone adjunct to calcium and vitamin D to control N1'X DN7NN WK 079101 1Y - UTN V'WON

hypocalcemia in patients with hypoparathyroidism.

7'vo D |'nutal [T'0a 719'0 NiNn' natIxN
(Q71un 719'0)

105 Ymn 21 TNy
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110 Arikayce Amikacin liposome Indicated in adults, who have limited or no 702 71750 7'v9 MIN? n'Nn noom 21N 'Y YN okNNA 702 7173 7'wen minn
X inhalation suspension alternative treatment options, for the treatment of V21PN TviNa N'775 0'7IN NIz

mycobacterium avium complex (MAC) lung disease 0'7IN%7 791NI 071N N2 21 K¥N'N N9NNN
as part of a combination antibacterial drug regimen DNIYXNXA 21 DNIV71aNX
in patients who do not achieve negatvie sputum
cultures after a minimum of 6 consecutive months NN DN'YONN 07191 NNIYAN NYIINNN VAN TVIiNA
of multidrug backgroung regimen therapy Antibiotic for susceptible microorganisms
A"nN2 NYINNA ATINAN 719'07 DiIwn Amikacin 'm>7nnn DM'WONN 07191 DI
Indicated in adults, who have limited or no a
alternative treatment options, for the treatment of ;Short-term treatment of Gram-negative organisms
Mycobacterium avium complex (MAC) lung disease including pseudomonas and some Gram-positive
as part of a combination antibacterial drug regimen .organisms
in patients who do not achieve negative sputum ;Sensitive Gram-negative organisms include
cultures after a minimum of 6 consecutive months ,-Pseudomonas aeruginosa, Escherichia coli
of a multidrug background regimen therapy. As only ,-indole-positive and indole-negative Proteus spp
limited clinical safety and effectiveness data for -Klebsiella, Enterobacter and Serratia spp., Minea
ARIKAYCE are currently available, reserve ,Herralae, Citrobacter freundii, Salmonella
ARIKAYCE for use in adults who have limited or no -Shigella, Acinetobacter and Providencia spp
alternative treatment options. This drug is indicated The principal Gram-positive organism sensitive to
for use in a limited and specific population of amikacin is Staphylococcus aureus, including
patients. This indication is approved under some methicillin-resistant strains. AMIKACIN has
accelerated approval based on achieving sputum some activity against other Gram-positive
culture conversion (defined as 3 consecutive organisms including certain strains of
.negative monthly sputum cultures) by Month 6 Streptococcus pyogenes, Enterococci and
.Clinical benefit has not yet been established Diplococcus pneumoniae
Continued approval for this indication may be
contingent upon verification and description of
.clinical benefit in confirmatory trials
Limitation of Use: ARIKAYCE has only been studied
in patients with refractory MAC lung disease
defined as patients who did not achieve negative
sputum cultures after a minimum of 6 consecutive
months of a multidrug background regimen

111 Trogarzo Ibalizumab-uiyk Trogarzo, in combination with other YN 1'WON
antiretroviral(s), is indicated for the treatment of
adults infected with multidrug resistant HIV-1
infection for whom it is otherwise not possible to
construct a suppressive antiviral regimnvided as a service by:'T 2y nn'w> wan
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112 Prevymis Letermovir Prophylaxis of cytomegalovirus (CMV) reactivation 079101 112 - 702 177500 N20N NANNAT NN N7NYWA M2IWY 12N A7In7 [N n9nna 719'0n .X
and disease in adult CMV-seropositive recipients N7'770N0 Maon 7w 01IMVMRA DrMMIY DIRY| -No) CMV 7 nfarn nazNo N T 17 W NERIATR DXY
[R+] of an allogeneic haematopoietic stem cell 702 72U nvaropR N1 Nk n'oa k¥nman (CMV 7 arn
transplant (HSCT). .CMV
Consideration should be given to official guidance 7NN TNRD AT N'¥'OPR-NT7 N2 1D'0 0T My
on the appropriate use of antiviral agents. ;(2'021-no0) CMV 7 *7"9w pOin .1
;mismatch o'xnn n'ky NN nYnwn .2
;haplo-identical 1790 painn n'nwn .3
;cord blood 1120 72ana DOIpnw AKX '’Nn n'nwn 4
;n'72vni (Grade 2) nw naata GvHD oy nwm .5
ex vivo T-cell-depleted grafts-a win'w .6
.Valganciclovir oy a17'wa m1* X7 nonna 719'on .2
NI7NNa NNNIN 7¥ DYan '9% nwy" n9snnn nn .2
.N1A1710N0N2 NN IR NIMINT
Hizentra Immune Globulin Subcutal 1. Replacement therapy in adults and children in :N7RN DMPNA 719107 NN N9NNN
primary immunodeficiency syndromes such as: AI¥'] NIYKRT DY DY 0'7IN) AWK 110'N 10N .X
a. congenital agammaglobulinaemia and ITP ,n™mM1*7121720219'n IX N™M1'71217202K [120 DT
hypogammaglobulinaemia ;((Idiopathic thrombocytopenic purpura)
b. common variable immunodeficiency 0'0'U9N ,NAX¥NA 7I9'V IX NY'IN ,'9'¥90 1I0'N 10N .2
c. severe combined immunodeficiency and Wiskott- N A
Aldrich syndrome CIDP — Chronic inflammatory demyelineating .a
d. 1gG subclass deficiencies with recurrent infections. ;polyneuropathy
n*7a10n CLL aion nmpi? *2ina 719'0.7
113 2. Replacement therapy in myeloma with severe (2 'on n'unn) n'Nn noon .DMTIN DMIN'TI DINN NIYN AMIYRIZANAID AN
secondary hypogammaglobulinemia and recurrent
infections.
3. Replacement therapy in chronic lymphocytic
leukemia with severe secondary
hypogammaglobulinemia and recurrent infections.
114 Megalotect Immunoglobulin normal  |Prophylaxis of clinical manifestations of NNM-17127 ,NRM INYINIRY - WTN WD
CP human cytomegalovirus infection in patients subjected to
Human plasma protein immunosuppressive therapy, particularly in
Cytomeglovirus antibody transplant recipients.
The concomitant use of adequate virostatic agents
should be considered for CMV-prophylaxis.
115 Bexsero Meningococcal group B Bexsero is indicated for active immunization of N'27217122'I1 N'7NN T22D I0'N - WTN Y'WON 7NN TNXA NRI7N NI Mt jio'nin

vaccine

individuals from 2 months of age and older against

105 mn 23 TNy

Neisseria meningitidis v nn1an naw'?1o
D"wTIN 7'an 7nin group B

IX WD ,N'TIPON IX N'MIVIX N1179019'0 ,N1790KX .X
NT2Nn

invasive meningococcal disease causeg by

TOVIOEU a5 d SErv

cenyTT Yo wAm
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116 Neisseria meningitidis group B. N9RIPIAMIN N7NN TAD [I0'N - WTN Y'WON| oo ,D 11091 10N (120 0'Ywnn N>Avna on .
Neisseria meningitidis "y nn1an nawlie -2 09100 N7 ,C3 I C5-9 n™wnin 2Nl
D'YUTIN 12 72 TV 0"wTIN 720 72nin group B \Ravulizumab x Eculizumab
HIV wun 2
117 | Zostavax Varicella zoster vaccine, Zostavax is a live attenuated virus vaccine indicated - 702 097500 naon nanan .n7uni onw 50 127 Mt lo'nn
live for prevention of herpes zoster (shingles) in 01w 60-69 ma o'waxa|  50% Ty nmxy NISNNWN N7 N'RYI DN D910
individuals 50 years of age and older. .27¥7 20 'nnnn
¥ NN N'DINAY DNIV9N1 hNPNN ,NINIAN 171N X7
hblirhl
118 Difolta Pralatrexate For the treatment of patients with relapsed or 2w 719'0 17 - 702 077500 Naon nann PTCL aion nnion'a 719107 |n1'n noNnNn .X
refractory peripheral T-cell lymphoma (PTCL). oTpPnn 7190 1> (Peripheral T cell ymphoma)
(NN 'wY)
N9 7¥ DWIN '97 NWY" NINKN N9NNN NN .2
.NAI710NN2 IR NAI7173IK2 NNNRIM
119 Mavenclad Cladribine Treatment of adult patients with highly active - 702 097500 naon nanan NN MY "
relapsing multiple sclerosis (MS) as defined by a101n N'7'Y9 NXI9 NWIV DY 0'7910N 1Y
clinical or imaging features. SPMS
120 - 702 097500 naon nanan

2101 N'7'YO NX¥I9 NWIL DY 079101 1Y
PPMS

:N7NN TNX D"'PNNAI NXIS) WAL 7w (relapsing) NI'opnin NNIXA 719'0%7 N'9INNIMD NN DMK N9NNN .
7NN TNXR 7Y D21YN 071N NIND7 MW wUNnY? 0TI 719'02 17w INKYT 17'KI Y 17D
.DI"2IT22 NYTRN AN TNR Va1 NingY Ix T2-2 0'wa 9 19x1 MRI npr1aal oTign 719'0n NNN NINNKD MIYA 170N NINSY7 TNX 9pNin 1in
19100 N7'NNY N TRY MW7 0N 1'wON2A 719100 NYA NI 7T IR DY NIYA DI9PNNN NIV WX DYIN .

7R 70 7w nawn (relapsing remitting) n'awa Naro1 a10n NXID1 NWILA 7210D [NAUXRNN N7INA [IUXD 17D .

;((laboratory supported definite nTayn nj'122 Ndnnan nnax Ix (clinically definite) naTam na'%pE n1nax nana n7nn? .

X NP x X

;((EDSS<5.5 nia X7 nyiap nd'ANY? ZIpt 'K YN 2w w2 n7inn A
;21900 N7'NNY IMTRY DMV D7NNN 7Y NINRYNNN NINS7 0y 710 n7INN .a
:N7NN TNX D"PNNA N2 719'0N N7'NNN NIW INKY 7091 N91NN2A N7IN2 719'0N
;NDMNNA 719'0N X V1 719'0N "D N NTANN NINNN 'O AR A7INN K
2INRD NDNNA 719'0N 7Y ,N7NNN NINRZNN 7w NIWN NNIK 17002 DFT'RNV0A 719'0 7w NNTO WIPW 727 n7Inn .

0'I1N'01 1I9'W IX NIA'X' NOIPN INXY7I,DIN K77 ,NINDY7 NIYW 24 NdWNIN ,12p] I'NY D'IN'0 7w NN IX D'YWTN 077 DIN'0 NYoIN - "Ning'7nn" It nj7oo |"y?

.nino? o' 30 nowmvy

on1 MRI 'k¥nna T2-2 0'yana N7y IX DIMY7ITA2 NYTRD D2IYN TAR YA NINSDYZIL,NNK NIWA MNIY IR D'97NN 2-1 NI'9INAN NIWIO 17NN DY 071N IWR 17D .3

.0omTi7 MRI 'xynn?

Jwnn NX NNWORA X7 790nn 9NN Ny T? WX Glatiramer acetate-a |01 Interferon beta -2 |n 0TI 719'0n AXXIND NIWR 'RI7 NIYDIN INN'S TWX 071N .4

i9'on

21121M1NN Annin ya v nuan 1w S aui Qannn Y1I9mn 2

105 Mn 24 Tiny

D i ool H N
rroviaetasa Service oy
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Lonsurf Trifluridine + Tipiracil 1. Treatment of adult patients with metastatic colorectal

cancer (CRC) who have been previously treated with,
or are not considered candidates for, available
therapies including fluoropyrimidine-, oxaliplatin- and
irinotecan-based chemotherapies, anti-VEGF agents,
and anti EGFR aaents.

121 2. Lonsurf is indicated as monotherapy for the WY 7190 171 - (2 'on N'IMN) WTN 'WON
treatment of adult patients with metastatic gastric .17
cancer including adenocarcinoma of the

122 gastroesophageal junction, who have been 'Y 719'0 171 - (2 'on N'INN) WTN 1'WON
previously treated with at least two prior systemic nwni

treatment regimens for advanced disease.
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Abraxane Paclitaxel protein bound 1. Abraxane monotherapy is indicated for the treatment
particles of metastatic breast cancer in adult patients who have

failed first-line treatment for metastatic disease and for
whom standard, anthracycline containing therapy is not

indicated.
123 2. Abraxane in combination with gemcitabine is (2 'on nunn) wTN 1'WON
124 indicated for the first-line treatment of adult - (2 'on nunn) wIn Y'WON
patients with metastatic adenocarcinoma of the KPS 70-80 *Tizon 01vvo oy 0*7in 112y

3. Abraxane in combination with carboplatin is indicated
for the first-line treatment of non-small cell lung cancer
in adult patients who are not candidates for potentially
curative surgery and/or radiation therapy.

Yondelis Trabectedin 1.Treatment of patients with advanced soft tissue NMpIN U NNIpnoa 719107 INI'N AIIMKN N9NNN LK
sarcoma, after failure of anthracyclines and ifosfamide, 1X'A INKRYT ,NNIFI0IMIY IR NNIRI0IS™ AI0N NN
or who are unsuited to receive these agents. .Ifosfamide-1 n*7'¥xNINa 71910
Efficacy data are based mainly on liposarcoma and NNNIM 7¥ DYIN '97 NWY' NNIMKN N9NNN NN .2
leiomyosarcoma patients. .NI77IKA
125 2. Yondelis in combination with pegylated (2 'on n'unn) NN nooM

lyposomal doxorubicin (PLD) is used for the
treatment of patients with platinum sensitive
ovarian cancer that has progressed following 1
previous therapy.

126 Koselugo Selumetinib Treatment of pediatric patients 2 years of age and wTN 1'WON
older with neurofibromatosis type 1 (NF1) who have
symptomatic, inoperable plexiform neurofibromas
(PN).

127 Brukinsa Zanubrutinib BRUKINSA is a kinase inhibitor indicated for the wUTN 'YON
treatment of adult patients with mantle cell
lymphoma (MCL) who have received at least one
prior therapy.

Copiktra Duvelisib 1. Treatment of adult patients with relapsed or
refractory chronic lymphocytic leukemia (CLL) or small
lymphocytic lymphoma (SLL) after at least two prior
therapies.

128 2. Treatment of adult patients with relapsed or (2 'on nuNn) wTN 'WON
refractory follicular lymphoma (FL) after at least two
prior therapies.
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129 Avyakit Avapritinib Treatment of adults with unresectable or metastatic YN 1'WON

gastrointestinal stromal tumor (GIST) harboring a
platelet-derived growth factor receptor alpha
(PDGFRA) exon 18 mutation, including PDGFRA
D842V mutations.

130 Tabrecta Capmatinib Treatment of patients with metastatic non small cell wUTN 1'WON
lung cancer (NSCLC) with a mesenchymal-epithelial
transition (MET) exon 14 skipping mutation.

131 Tepotinib Tepotinib Treatment of unresectable, advanced or recurrent YTN 1'WON
non small cell lung cancer (NSCLC) with a
mesenchymal-epithelial transition (MET) exon 14
skipping alterations.

An approved in vitro diagnostics should be used for
testing for MET exon 14 alterations.

Tecentriq Atezolizumab Locally Advanced or Metastatic Urothelial ANIN NIY
Carcinoma

1. Treatment of patients with locally advanced or
metastatic urothelial carcinoma who are not eligible for
cisplatin-containing chemotherapy and whose tumours
have a PDL1 expression 25%.

2. Treatment of patients with locally advanced or
metastatic urothelial carcinoma who have disease
progression during or following any platinum-containing
chemotherapy or within 12 months of neoadjuvant or
adiuvant chemotherapv.

metastatic Non-Small Cell Lung Cancer

3. Treatment of patients with metastatic non-small cell
lung cancer (NSCLC) who are naive to anti-PD-L1 or
anti-PD-1 therapies and have disease progression
during or following platinum-containing chemotherapy.
Patients with EGFR or ALK genomic tumor aberrations
should have disease progression on approved therapy
for these aberrations prior to receiving Tecentriq .

132 4. Tecentriq, in combination with bevacizumab, DXNNA - (4 'on D'INN) NYIND NO0IN
paclitaxel, and carboplatin, is indicated for the first- nnivIn N'innY
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133

134

135

136

line treatment of adult patients with metastatic non-
squamous non-small cell lung cancer (NSCLC).

In patients with EGFR mutant or ALK-positive
NSCLC, TECENTRIQ, in combination with
bevacizumab, paclitaxel, and carboplatin, is
indicated only after failure of appropriate targeted

£ H

- (4 'on nmNN) 2NN NS0IN
no0IAN N'9ININ'D A7'WA N1 719'0N
.J'oolR K77 IX DY ,DN'079

J'MNNan DN7nn? n'onimD7 nraNa 07Ny

5. Tecentriq In combination with paclitaxel protein
bound and carboplatin, is indicated for the first line
treatment of adult patients with metastatic non-
squamous non small cell lung cancer (NSq NSCLC)
with no EGFR or ALK aenomic tumor aberrations.

6. Tecentriq, as single agent, is indicated for the
first line treatment of adult patients with metastatic
NSCLC whose tumors express PD-L1 (PD-L1
stained >50% of tumor cells [TC] or PD-L1 stained
tumor infilitrating immune cells [IC] covering > 10%
of the tumor area), as determined by an approved
test, and with no EGFR or ALK genomic tumor
aberrations

(6 'on n'NnN) N'INN NLOIN

metastatic Small cell lung cancer

7.TECENTRIQ, in combination with carboplatin and
etoposide, is indicated for the first-line treatment of
adult patients with extensive-stage small cell lung
cancer (ES-SCLC).

DXNN - (7 'on n'nn) 2NN NOoIN
nnIvan N'nnY

- (7 'on nmnn) 2NN NO0IN
N'ONIM'D 2U7'WA IURD 71910 1770 M 719'0N
.01'V79 Nooian

105 iMn 28 TNy
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locally advanced or metastatic TNBC

8. Tecentriq, in combination with nab-paclitaxel, is
indicated for the treatment of patients with unresectable
locally advanced or metastatic triple-negative breast
cancer (TNBC) whose tumors have PD-L1 expression
21% and who have not received prior chemotherapy for

Hepatocellular carcinoma

137 9. Tecentriq in combination with bevacizumab is (9 'on n'unn) n'Nn nooIn
indicated for the treatment of patients with
unresectable or metastatic HCC who have not
received prior systemic therapy.

Melanoma

138 10. Tecentriq, in combination with zelboraf and (10 'on nunn) n'INN NO0IN)
cotellic, is indicated for the treatment of patients
with BRAF V600 mutation-positive unresectable or
metastatic melanoma

:N7RN DNPNA 719107 NN N9NNN X

7NN TNR 7V NAyn 271N MWD DT 79 MNNA IR 'AIEA DTN (V1021 719107 N'oNNnINd .1

;'MNNAN IN7NNY7 D'079 NAPAN 775w T0wNa 0TI '9YNmD 719'0 71y X

.noeoadjuvant ix (adjuvant) nn'7un N1a0N2 D'V NANIN 775W VYN 'DINIM'D 719'VN D'WTIN 12 N2 ANTPNN M7Nn .2

Checkpoint inhibitors-n nnown? nip"nwnn NISNNN 1272 NNX N9NNY 'ROT A7INN ' IN7NN 170na

7NN TNR 7V DAY 7N IWRD 71910 173 MW DT 7Y "MNNA IX 'AiEn DTPNn (V102 N'9 NN .2

97 PDL1 xvani Cisplatin 7'onn 'onnim 27wna 719107 o'kNn 'R .X

.PD-L1 stained tumor infiltrating cells [IC] covering > 5%

;78N TNX v nawd T Cisplatin 7'onn 'onim' 27wna 71907 0'RNA 1'RY D710 0T MY

.70%-7 60% |2 1wa Karnofsky performance status '9%7 ix 2 7yn ECOG ix WHO '9% *Ti7on o1vvo

NPT/7"n 60-n M1 (Qwinn IX TT) 2'OXRI7 '1'D

;CTCAE '97 2-n n12a 77v2 nNonirFTIR Ny [TaIx

;CTCAE '97 2-n n12a 7y2 N¥7RMI9M19 nMon'n

.NYHA-n 97 lll haa12 n'aa% np'oo 'R

.PDL1 102 nna ni7n K77 ,'nw% D' NN 7'onn n'9Nintd 17wna 71907 0'RNN 'R

.Checkpoint inhibitors-n nnown? nix*nwnn nI9NNN 1272 NNX 9NN 'RIT A7INN N IN7NN 1“nn:1

.D12'079 001AN DT '9YNM 719'0 17 INK7 NnTrnn on7nnw 071N (NSCLC)Non small cell lung cancer aion 'niNa nxM VY02 N'ONNIND .3
Checkpoint inhibitors-n nnoswn? nip*nwnn NiIsNNN 17272 NNX 19NN 'XIT A7INN N IN7NN 70N

719'0 727 D0 WK NNl 1% %W wa PDL1 xvann (TNBC)triple negative a1on 'mana Ix n'Na X7 mipn 0Tpnn 7Y [UV10 N7IN2 'O NI oy 117'va 4

NMNMAN IR INTENNN IM7NNY7 'onnims

.Checkpoint inhibitors-n nnoawn% ni>*nwnn Ni9INNA 1T2%71 NNX N9NNY7 'XOT N7INN D' IN7NN 70N

by vt baiava sivihiimays anvav iy sihiimaings anviavm b sy inb s ANV AT Iy

b oswihDs
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Bavencio Avelumab Metastatic Merkel Cell Carcinoma :N7RN DNPNA 719'07 NN N9NNN X
1. Treatment of adult patients with metastatic Merkel Merkel a10n n'nANa NNIEa 719107 N'oNIM) .1
cell carcinoma (MCC) .cell
139 First-Line Maintenance Treatment of Urothelial (2 n'nn) Anmn noom TA71 NN NONNY 'XOT N7INN N'Y IN7NN 700
Carcinoma Checkpoint inhibitors-n nnown? nip"nwnn nisnNnn

7¢ "M IX MIpn DTPNN (V101 719'07 N'PNNIND .2
7NN TNX 7V NIy 712 Nun DT

NANIN 77OW 20wNa 0TIR '9NIMD 719'0 1A K
;N'MINAN IN7NNY Dn'o'e

2. Maintenance treatment of patients with locally
advanced or metastatic urothelial carcinoma (UC)
that has not progressed with first-line platinum-
containing chemotherapy.

197NN 719'0n D'WTIN 12 N2 AN TPNn IN7Nn A
nN'7wUn N120n2 DI'Y79 NAPIN 77O VwNna
.noeoadjuvant ix (adjuvant)

7272 NNX N9NNYT 'ROT A7INN A IN7NN 70N
Checkpoint-n nnown? nid*nwnn nivsnNnn
.inhibitors

'MNINA IX DTN D7D (V1021 719'07 NN N9NNN .3
j1>'0 N2 071N Axitinib oy aI7'wa lur 71910 17>

Previously-Treated Urothelial Carcinoma

3. Treatment of patients with locally advanced or
metastatic urothelial carcinoma (UC) who:

» Have disease progression during or following platinum-
containing chemotherapy

» Have disease progression within 12 months of
neoadjuvant or adjuvant treatment with platinum-
containina chemotheraov.

.intermediate I1x poor|

140 Advanced Renal Cell Carcinoma 2w - (3 9wo) 701 175NN Nlaon N2 . Y Y o 7
4. In combination with axitinib is indicated for the favorable risk >0 nnToy pfn TS ANK ASTMAT T RADA M EINA 1 7R3
i K . R Checkpoint-n nnown? nid*nwnn nisinNnn
first line treatment of adult patients with advanced inhibitors

renal cell carcinoma (RCC). N . o

Adcetris Brentuximab vedotin 1. Treatment of adult patients with relapsed or N7RN DNPNA 719'07 NN N9NNN X
refractory CD30+ Hodgkin lymphoma (HL): (Hodgkin's lymphoma)HL aion nnion'7a 71910 .1
a. following autologous stem cell transplant (ASCT) or DXY NN N7NWN 7Y 17D INKR? ,0TpPNN 719'0 1775
NINSY D'9ININD 719'0 7 W 7w 17U IR NAITIVIR
b. following at least two prior therapies when ASCT or N27I0IK DXY NN NYNWAY DAY D1'RY 071N
multi-agent chemotherapy is not a treatment option. HL (Hodgkin's) aion nnion'7a n'x 17101177 719'0 .2
NA7IVIX DXY NN N7NYR 12w n72ina lymphoma
141 2. Treatment of adult patients with relapsed or - (4 9'vo) 702 N1 naon Nann .N%NN NINTENAY IX NITAY NI2A (12101 XNl
refractory systemic anaplastic large cell ymphoma NNIv1 DN7nn TwKX 071N retreatment 7NN TN 29 NAYA AZINA YTAI AT (1YY N1AA 1010
(SALCL). Adcetris-1 [IUX1 172 719'0 INX? n7nnn 7w (0'wTin 12-n NINS M) NN AT e
3. Treatment of adult patients with CD30+ HL at SIWRIN 719'07 INNY
increased risk of relapse or progression following ASCT. SAUNIN Z19'07 NITMY
.0O¥YN NN N7nwn 197 Salvage-n 719'07 NIty ¢
142 4. Treatment of adult patients with previously 1y - (X 3 9'wo) 702 n7'75nn Naon NaNn XA 719'0 175 Hodgkin's aion nnisnta 710w .3
untreated stage lll or IV cHL in combination with DI'X WYUK NNTPNN n7nn Dy DNann A7wa (3-4 19w) NNTENN AYNN QY 09I Ay
doxorubicin, vinblastine and dacarbazine. 60 7'a 7yn ,|'xmIN722 719'07 D TAYVIN ['YMIN722 71907 D TAYIN DIKY DYINY 1’9NN
5. Treatment of adult patients with CD30+ cutaneous T- .(Bleomycin)
cell ymphoma (CTCL) after at least 1 priop gygfeica service by:1 7w niw> wam NTAI 'YMIRYI] 719'0% DTAYIN DI'RY 071N AT 1YY
therapv' abun Tnwa
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TrrTE T

6. Treatment of adult patients with previously untreated AYunI Mw 76 T

systemic anaplastic !arge gell lymphoma (sALCL) or ANYNI 719107 N7NN 199 AXAN TIONA AWK A7 A
other CD_30-ex_pressm_g _perlpheral T-_cell lymphomas ‘780 TAN NY9A AYISN
(PTCL), including angioimmunoblastic T-cell lymphoma -DLCO<70% .1
and PTCL not otherwise specified, in combination with ' EVC<70% P
cyclophosphamide, doxorubicin, and prednisone.

;M1ND NIXN N7nn .3
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143 Erbitux Cetuximab 1. Treatment of patients with epidermal growth 32 qwo 711 - 702 n770nn nYaon nanTn 7NN DN 71907 [N nonnn .1
factor receptor (EGFR) - expressing, RAS wild-type 0'71n%7 90N '719'0 172 V'WONN NN 1WOXY?)|  DTPNN IRIX UKD [VI02 71907 NPN DY AU7'wA X
metastatic colorectal cancer (‘719'07 21N D'MTEM DR 'YWON 17910 Squamous cell) o wjpwj 0'’N 2100 Mipn
a. In combination with irinotecan-based chemotherapy .(carcinoma of the head and neck - SCCHN
b. In first-line in combination with FOLFOX |02 719'07 T'N I'WOND IX N'ONIND DY 1AI7'Wa A
c. as a single agent in patients who have failed DWW 0'KN 210N INIXNT URIN 79 1IN IR/ 'Mna
oxaliplatin- and irinotecan-based therapy and who are SCCHN - Squamous cell carcinoma of the head)
intolerant to irinotecan .(and neck
2. Treatment of patients with squamous cell cancer of 175 'MNNA 02 'vn V102 219'07 n'ONIND DY AI7'wA A
the head and neck (SCCHN): 212y, (AR W) DTENN 21910 17D IX IUR 71910
a. in combination with radiation therapy for locally KRAS-2 n'yuIn 872 0917 oY 00
advanced disease Ix Cetuximab nisnnnn nnxa 719'0 a%INA 72y .2
b. in combination with platinum-based chemotherapy for AYNNY7 ,NANKN N9NA 719'0 72 K7 ,Panitumumab
recurrent and/or metastatic disease T

. . . -1 7910 DVW N'7INY7 N1 'wONa 719N .3

c. as a single agent after failure of platinum-based 1t Avnny CETUXIMAB
chemotherapy for recurrent and/or metastatic disease AAMIZINA ANAIN YW DWAN 199 NWYH NONNN [N .4
Darzalex Daratumumab 1. As monotherapy for the treatment of adult patients N7RN DMPNA 719'07 NN N9NNN X
with relapsed and refractory multiple myeloma, whose 1Y 719'0 1> NxI91 Nnitkm .1
prior therapy included a proteasome inhibitor and an n71n2 Dexamethasone-1 Lenalidomide oy 217'wa .x
immunomodulatory agent and who have demonstrated 275w 27wna 0TI 719'0 INKY? ANTENN IN7NnY
disease progression on the last therapy .Lenalidomide 7'75 X1 Bortezomib 1x Thalidomide
n721n2 Dexamethasone-1 Bortezomib oy a17'wa 2

2. In Combination W|th |ena|id0mide and L"?)U JLIUYJJ. DT||7 L“Q'U '\an nnjnnn |n'7nnw
dexamethasone, or bortezomib and dexamethasone,for Lenalidomide
the treatment of adult patientS with multlple myeloma NNX N9NN1 719'07 MYNn ']Llnnj_ INOT D' 7NN
who have received at least one prior therapy. ,Carfilzomib - [7n% nivAI®AN NISANAN TA7A
. . . .Daratumumab, Elotuzumab, Ixazomib

144 3. In combination with bortezomib, melphalan, and (3 'on n'unn) n'Nn noom Carfilzomib — nYxN NISANAN NNKA Y910 OX DYIX
prednisone for the treatment of adult patients with yinY 1 92 nr X - Elotuzumab, Ixazomib
newly diagnosed multiple myeloma who are w1 172 Daratumumab-a %19'0n n7ap AYInan
ineligible for autologous stem cell transplant. 190% (2) w07 Dxnna

nNI7RMA 719'0%7 NR7NI WA 719'0 172 2'onnmd .2

145 4. Darzalex in combination with lenalidomide and (4 'on n'unn) n'Nn nooIn

dexamethasone is indicated for the treatment of
adult patients with newly diagnosed multiple
myeloma who are ineligible for autologous stem cell

transplant. Provided as a serv

105 imn 32 TNy
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146 5. In combination with bortezomib, thalidomide and (5 'on n'unin) n'Nn noon
dexamethasone for the treatment of adult patients
with newly diagnosed multiple myeloma who are
eligible for autologous stem cell transplant.
147 Dostarlimab  Dostarlimab Dostarlimab is indicated as monotherapy for the wUTN 1'WON
treatment of adult patients with advanced or
recurrent mismatch repair deficient (IMMR) /
microsatellite instability high (MSI-H) endometrial
cancer who have progressed on or following a
platinum containing chemotherapy.
Imfinzi Durvalumab 1. Urothelial Carcinoma: :N7RN DMPNA 719107 NN N9NNN X
Treatment of patients with PD-L1 high (Tumor cell 2 7 MM IX MIEn DTPNA |0102 719107 N'onnmd .1
25% or IC = 25%) locally advanced or metastatic nni (TC > 25%) niaa PDL1 oy n7ina mwn OO T
urothelial carcinoma who: NN TNR 7Y
* have disease progression during or following platinum- NANIN 770w 20wNa 0TIR '9ININD 719'0 727 K
containing chemotherapy. ;'MINAN IN7NnY% nn'o'e
» Have disease progression within 12 months of 197NN’ 719'0n D'WTIN 12 JIN2 AN TENn IN7NN A
neoadjuvant or adjuvant treatment with platinum nN'7wUn N120n1 079 NAPIN 77OV VYN
containina chemntheranv _noeoadjuvant IN (adjuvant)
2. Non-Small Cell Lung Cancer: Ta%2 NNK NBNNY 'XOT 7NN A'N* IN7NN 770N
Treatment of patients with unresectable Stage Ill non- Checkpoint inhibitors-n nnown? n*nWNA NIENNN
small cell lung cancer (NSCLC) whose disease has not
progressed following cgnpurrent platinum-based x7 1l 2%w NSCLC a1on nxA 0102 n'onnima .2
148 ghIer:1nf(i)rt'|hz(ieEiogoar?\gifgtliaglr?r\:vti?ﬁr:t%\/;;oside and either (3 'on n'unin) n'uNin noon 27100 71910 ANK? MATFNN K7 BN7NAY 077103 ,N'T)
. . TR . . JIMPN1 DI'0YS NOoIAN N'9ININDA
carboplatin or cisplatin is indicated for the first line
. . . .MV 2V 27y X7 1T DYIMNY 1'wONA 719'0n wn
treatment of patients with extensive-stage small cell
7272 NNX N9NNYT 'ROT A7INN N IN7NN 70N
lung cancer. Checkpoint-n nnown? nid*nwnn nivsinNnNn
.inhibitors
X7 n'ma X7 111 2%9 NSCLC aion nxM 010 0T "yY
AHun NISCL C aian axm N ina abnn aniva ATun
Empliciti Elotuzumab 1. Empliciti is indicated in combination with lenalidomide DY 217'¥2 NXI9] NNITR'MA 719'07 INI'N N9NNN X

and dexamethasone for the treatment of multiple
myeloma in adult patients who have received at least
one prior therapy.

n71n2 1w 71910 1775 Dexamethasone-1 Lenalidomide
77w 2%7wna 0TI 719'0 INK? NNTENN IM7NNY
.Lenalidomide 77> x71 Bortezomib ix Thalidomide

105 imn 33 TNy
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149 2. Empliciti is indicated in combination with (2 'on n'INN) NMIMN NO0M| 13%3 NAK N9INNA Z19'0Y 'KIT AZIND ' IT NNAoNa
pomalidomide and dexamethasone for the ,Carfilzomib - |7n7 mv19nn nisNnnn
treatment of adult patients with relapsed and .Daratumumab, Elotuzumab, Ixazomib
refractory multiple myeloma who have received at nNNIN ¥ 0YAN '97 NYYH MINKN N9NNN MR- .
least two prior therapies, including lenalidomide .N2I710NN2 NNAM IX NA7I7AIKA

and a proteasome inhibitor, and have demonstrated
disease progression on the last therapy.

150 Padcev Enfortumab vedotin-ejfv. | Treatment of adult patients with locally advanced or YN 1'WON
metastatic urothelial cancer (mUC) who have
previously received a programmed death receptor-1
(PD-1) or programmed death-ligand 1 (PD-L1)
inhibitor, and a platinum-containing chemotherapy
in the neoadjuvant/adjuvant, locally advanced or
metastatic setting.

15

-

Danyelza Naxitamab Treatment of high risk refractory or relapsed YTN 1'WON
neuroblastoma in bone and/or bone marrow in
combination with GM-CSF.
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Opdivo Nivolumab Melanoma nNan MIva "

1. Treatment of advanced (unresectable or metastatic)
melanoma in adults

2. In combination with Ipilimumab, is indicated for the
treatment of patients with advanced (unresectable or
metastatic) melanoma.

3. Adjuvant treatment of patients with melanoma with
involvement of lymph nodes or metastatic disease who
have undergone complete resection

Non small cell lung cancer

4. Treatment of patients with metastatic nonsmall cell
lung cancer (NSCLC) with progression on or after
platinum-based chemotherapy.

152 5. OPDIVO, in combination with ipilimumab, is 795 2w - (5 'on n'INN) N'INN NOOIN

] indicated for the first-line treatment of adult D'721NN

153 patients with metastatic non-small cell lung cancer 071N N - (5 'on 2'IMN) NMIMN N90IN
(NSCLC), with no EGFR or ALK genomic tumor PDL1 o'xvann
aberrations

154 6. OPDIVO, in combination with ipilimumab and 2 (6 'on n'uNnN) N'UNN NOOIN

cycles of platinum-doublet chemotherapy, is
indicated for the first-line treatment of adult
patients with metastatic or recurrent non-small cell
lung cancer (NSCLC), with no EGFR or ALK
genomic tumor aberrations.

Small cell lung cancer

155 7. Treatment of patients with metastatic small cell (7 'on n'unin) n'nin noon
lung cancer (SCLC) with progression after platinum-
based chemotherapy and at least one other line of
therapy

Mesothelioma:

156 8. Nivolumab in combination with ipilimumab as 1st (8 'on n'unn) n'unin nooin
line treatment in patients with malignant pleural
mesothelioma

Renal cell carcinoma

9. Treatment of patients with advanced renal cell
carcinoma (RCC) in patients who have received prior
anti-angiogenic therapy.
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10. In combination with ipilimumab, is indicated for the
treatment of patients with intermediate or poor risk,
previously untreated advanced renal cell carcinoma
(RCC)

157 11. In combination with cabozantinib, is indicated (11 'on n'Mn) NN N9OIN
for the treatment of patients with untreated
advanced or metastatic renal cell carcinoma (RCC)

Squamous cell carcinoma of the head and neck

12. Treatment of patients with recurrent or metastatic
squamous cell carcinoma of the head and neck
(SCCHN) with disease progression on or after platinum-
based therapyv

Esophageal cancer

158 13. OPDIVO is indicated for the treatment of (13 'on n'nn) n'Nn Noom
subjects with unresectable, advanced, recurrent or
metastatic esophageal squamous cell carcinoma
after prior fluoropyrimidine- and platinum-based

chemotherapy.
Gastric cancer
159 14. Treatment of patients with advanced or 795 2w - (14 'on nMn) N'INN N90IN
recurrent gastric or gastroesophageal junction 0'721nN
160 (GEJ) cancer after two or more prior therapy lines. D210 7y - (14 'on A'INN) NN N9OIN

PD-L1 >1% 1vu'a ny

Microsatellite Instability-High (MSI-H) or
Mismatch Repair Deficient(dMMR) Metastatic
Colorectal Cancer

15. Treatment of adult and pediatric patients 12 years
and older with microsatellite instability-high (MSI-H) or
mismatch repair deficient (dMMR) metastatic colorectal
cancer (CRC) that has progressed following treatment
with a fluoropyrimidine,oxaliplatin, and irinotecan.

16. In combination with ipilimumab, is indicated for the
treatment of adults and pediatric patients 12 years and
older with MSI-H or dMMR metastatic CRC that has

progressed following treatment with a fluoropyrimidine,
oxaliplatin. and irinotecan Provided as a service by:"T' 7v nn'wd wam
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161

162

17. Treatment of patients with hepatocellular
carcinoma Child-Pugh A after sorafenib therapy.

(18 'on n'Nn) n'INN N9OIN

18.0pdivo, as a single agent or in combination with
ipilimumab, is indicated for the treatment of
patients with hepatocellular carcinoma (HCC) Child-
Pugh A who have been previously treated with
sorafenib.

(19 'on n'Nn) N'INN N9OIN

Urothelial carcinoma

19. Treatment of patients with locally advanced or
metastatic urothelial carcinoma who:

* have disease progression during or following platinum-
containing chemotherapy

* have disease progression within 12 months of
neoadjuvant or adjuvant treatment with platinum-

Classical Hodgkin lymphoma (cHL)

20. Treatment of patients with classical Hodgkin
lymphoma (cHL) that has relapsed or progressed after
autologous hematopoietic stem cell transplantation
(HSCT) and post-transplantation brentuximab vedotin.

105 yimn 37 Tiny
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:N7RN DMPNA 719'07 N1 n9nnn .1

(MmN IX NN X7) NnTENn nnnna 719107 Ipilimumab oy a7'wa Ik 2'9Nnmd X

.PD-1 1an nnownn nionn Ix MEK noyn ix BRAF 25yn nnownn nisnn oy 217'wa 1t X7 nonna 719'on

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 1272 NNXK N9NNY? 'ROT A7INN N IN7NN 17NN

.NIN12 110N 12 27w NN 1INd 27NN NNIXD TN K7 ("MINAIXK N'NA X7) DTPNN 27w nnnn at vy

1Iman 7w X nnon N2YY 0'7IN2 'MNNa 2w IR NONY7N NIVIYA 7Y NDYIvn oy Nnnn A

MY v N X717 NN 'wdna 719'on qwn

.PD-1 1an nnownn nisnn ix MEK yn ix BRAF 125yn nnoswnn nisnn oy ar7'wa N1t X7 nonna 710'on

.MEK 25yn ny BRAF 20yn 7w a17'w Ix Checkpoint inhibitors-n nnown? nip*nwnn niosnNnn 12%2 NNX N9NNY 'ROT N7INN 'Y IN7Nn 170na
('mIMa IX N'N1 X7) DTPNN 2702 ANNYA 1IND 27NN NNIKD ATAIN X7 NN D100 12 2% ' AT 1y

NN TRR 7V NAyn 27N MM IK DTPNA 090 0102 719'0%7 NN N9NNN .2

.intermediate Ix poor |15'0 N1 021N Ipilimumab oy a7'wa lwr 7190 175 .1

.0TIj 719'02 7wd NKY .2

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

.D11'079 0012 DTIE '9NIN®D 719'0 17 INKR7 NnTrnn on7nnw 071N (Non small cell lung cancer)NSCLC  aion 'nana nxM V01 719'0 .1
Classical) o1''a1in aion nnion'7a n'onnmd .n .Checkpoint inhibitors-n nnown? nip*nwnn NIvNNN 1272 NNR N9NNY 'ROT N7INN 'Y IN7NNR 170N
7NN TRR 7V navn n'7ina (Hodgkin's lymphoma

Brentuximab vedotin-a 719'0 72'71 n2I710IX DYy NN NYNWN Ny X

.IN7nNn%7 oMTIR 719'0 MVWN 1Y NINSY 72'71 DXY NN N7NWNT7 Tavin ' X7 .2

Checkpoint inhibitors-n nnoswn? nip*nwnn NIsSNNN 17272 NNX 19NN 'XIT A7INN N IN7NN 70N

NN TRR 7V NAIYN 7N NUN DT 78 MNNA IR IR DTN (V102 719107 N'ONNIND

;NTMNNAN IN7NNY% D'079 NN 775 10WNA 0TIR '9NIM'D 719'0 72y .1

.noeoadjuvant Ix (adjuvant) nn'7wn N120N2 DI'V79 NADAN 775W VYN 'ONINY 719'0N D'YTIN 12 YNa ANTpENn IN7Nn .2

nNnTpnn on7nnw 0'7ina ,(Squamous cell head and neck carcinoma) n"wpwiz D'RN 210N IXIX WX 7W 'MNNA IR ITIN (U102 DTPNA 719'0 172 A'onnm .1
.D12'079 NN 772V 'PANIM'D 719'0 NKR7 IXN 17NN

.Checkpoint inhibitors-n nnoawn% ni>*nwnn Ni9NNA 172%1 NNX N9NNY7 'ROT N7INN N IN7NN 70N

awx (mismatch repair deficient)ddMMR 1x (microsatellite instability high)MSI-H xinw n7ina 'mana “7xop171p jvoa Ipilimumab oy ai?'wa I n'onnmd .n
IRPOININRI '079707IR L' T'R'DNIRITOL DTIR 719'0 Nn¥M

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

N2I7IIR N2A17NIK 79000 NAI7NINA NNNIM KON IX NAI7IZIINA NNNIN X9 7 DWIN '97 nWY" NIINMKN N9NNN NN .2

105 imn 38 TNy

Provided as a service by:"T* 7y nn'wd wamn

MindPharma Gil®

Strategic Regulatory Affairs Services

AENNI YT NIRI9 NITAIZIID0 N2'ON ,NIXNAN 702 NIAITIDLV NOWNYT 9aRN



Nn'7'7n7 nivipa - 2021 %0 DTV
NIDNN
Health Basket 2021 update

on non oY "1 oY M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA Application type 702 n'75nn n1aon - 702 11 ATNA
.No| Trade name Generic name (voj7un QA2 NIYATIN NIYZIAN NIFINN) Detail current approval in Health basket Health
Requested indications for inclusion basket
163 Ofatumumab | Ofatumumab Treatment of adult patients with relapsing forms of 702 71750 7'w9 MIN? N'IMN N90IM| 707 NVIIDAN NNAONT7 DXNNA 702 7173 7'WON ININN
multiple sclerosis (RMS) ['00INTIA IX 7'XIANKTI7D DY 217'Wa NI 9NN K

219'0 172'7 Dhow 0*7ina CLL aion nmpita 719104
.Fludarabine-a 719'0 727 071> D1'R YUK DN7NNYT
2INKRD 071N NPTNR 719'00 wnw' X7 1'wDNn A

IX Rituximab oy a17'wa na X7 1'wonn .2
.Obinutuzumab

N9 7W DWIN '97 NWY" NINKN N9NNN NN LT
.N1AI710NN2 NNNIM KON IR NAI7I7IIK NNNIN

164 Omblastys Omburtumab Treatment of pediatric neuroblastoma with central YN 1'WON
nervous system (CNS) / leptomeningeal (LM)
metastases.
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Keytruda Pembrolizumab Melanoma NININ NNIYD VIR 019N

1. Treatment of patients with unresectable or metastatic
melanoma .

2. Adjuvant treatment of patients with melanoma with
involvement of lymph node(s) following complete

resection.
Merkel cell carcinoma
165 3. Treatment of adult and pediatric patients with (3 'on n'NN) NN NS0
recurrent locally advanced or metastatic Merkel cell
carcinoma.
cSCC
166 4. Treatment of patients with recurrent or metastatic (4 'on n'UNN) NN N90IN

cutaneous squamous cell carcinoma (cSCC) that is
not curable by surgery or radiation.

Non small cell lung cancer

5. In combination with platinum doublet chemotherapy is
indicated as neoadjuvant / adjuvant treatment for resectable
stage II1B or IlIA Non-small Cell Lung Cancer (NSCLC)

167 6. Pembrolizumab as a single agent is indicated for the first (6 'on n'UNN) NYINN NO90IN
line treatment of patients with NSCLC expressing PD-L1
[tumor proportion score (TPS) > 1%] as determined by a
validated test with no EGFR or ALK genomic tumor
aberrations, and is:

-stage lll where patients are not candidates for surgical
resection or definitive chemoradiation, or

-matactatic
7. Treatment of patients with metastatic non-small cell lung

cancer (NSCLC) whose tumors express PD-L1 [Tumor
Proportion Score (TPS) 250%)] as determined by a validated
test. Patients with EGFR or ALK genomic tumor aberrations
should have disease progression on or after platinum-
containing chemotherapy and an approved therapy for these
aberrations prior to receiving Keytruda.
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8. In combination with pemetrexed and carboplatin is
indicated for the first line treatment of patients with
metastatic non squamous non small cell lung cancer
(NSCLC) negative for EGFR or ALK genomic tumor

9. Treatment of patients with advanced non-small cell lung
cancer (NSCLC) whose tumors express PD-L1 as determined
by a validated test, with disease progression on or after
platinum containing chemotherapy. Patients with EGFR or
ALK genomic tumor aberrations should have disease
progression on approved therapy for these aberrations prior

tn receiving Kevtrida

10. In combination with carboplatin and either paclitaxel or
nab-paclitaxel, is indicated for the first-line treatment of
patients with metastatic squamous NSCLC.

Small cell lung cancer

11. Treatment of patients with metastatic small cell lung
cancer (SCLC) with disease progression on or after platinum-
based chemotherapy and at least one other prior line of
therapyv.

Head and neck Cancer

12. Treatment of patients with recurrent or metastatic head
and neck squamous cell carcinoma (HNSCC) with disease
progression on or after platinum-containing chemotherapy.

13. In combination with platinum and fluorouracil (FU), is
indicated for the first-line treatment of patients with
metastatic or with unresectable, recurrent head and neck
sauamous cell carcinoma (HNSCC).

14. As a single agent, is indicated for the first line treatment
of patients with metastatic or with unresectable, recurrent
HNSCC whose tumors express PD-L1 [Combined Positive
Score (CPS) 21] as determined by an FDA-approved test

Urothelial carcinoma
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15. Treatment of patients with locally advanced or
metastatic urothelial carcinoma who have disease
progression during or following platinum-containing
chemotherapy or within 12 months of neoadjuvant or
adjuvant treatment with platinum-containing chemotherapy.

16. Treatment of patients with locally advanced or
metastatic urothelial carcinoma who are not eligible for
cisplatin-containing chemotherapy and whose tumors
express PD-L1 [Combined Positive Score (CPS) =210],
as determinded by a validated test, or in patients who
are not eligible for any platinum-containing
chemotherapy regardless of PD-L1 status.

168 17. Treatment of patients with Bacillus Calmette- (17 'on n'umn) n'uNn NO0IN
Guerin (BCG)-unresponsive high risk, non-muscle
invasive bladder cancer (NMIBC) with carcinoma-in-
situ (CIS) with or without papillary tumors who are
ineligible for, or have elected not to undergo
cystectomy.

RCC

18. In combination with axitinib, is indicated for the first-
line treatment of patients with advanced renal cell
carcinoma (RCC).

169 19. In combination with lenvatinib is indicated as (19 'on n'MN) N'UNN NO0IN
first-line treatment of patients with advanced renal
cell carcinoma.

Microsatellite Instability-High Cancer

170 20. Treatment of patients with Microsatellite Instability- IURT 719'0 172 - 702 077NN NNaon Nann
High or Mismatch Repair Deficient Colorectal Carcinoma

171 21.Treatment of adult and pediatric patients with 122121 JVN0 - 702 N97ONN NNAON NANTN
unresectable or metastatic, microsatellite instability-high (vagina)
(MSI-H) or mismatch repair deficient

¢ solid tumors that have progressed following prior
systemic treatment and who have no satisfactory alternative
treatment obtions. or
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172

173

174

175

e colorectal cancer that has progressed following treatment
with a fluoropyrimidine, oxaliplatin, and irinotecan
Limitation of Use: The safety and effectiveness of Keytruda
in pediatric patients with MSI-H central nervous system

(vulva) ni19 Ju10 - 702 n775nN NJAon NanTN

Esophageal cancer

22. Pembrolizumab in combination with cisplatin and 5-
fluorouracil (5-FU) chemotherapy is indicated for the first
line treatment of locally advanced or metastatic
esophageal carcinoma

(22 'on n'MN) N'UNN NO0IN

23. Treatment of patients with recurrent locally advanced
or metastatic squamous cell carcinoma of the esophagus
whose tumors express PD-L1 (CPS 210) as determined by a
validated test, with disease progression after one or more
prior lines of systemic therapy.

(23 'on n'MN) N'INN NO0IN

Gastric cancer

24. Pembrolizumab in combination with trastuzumab and
chemotherapy is indicated for the first line treatment of
HER2-positive advanced gastric or gastroesophageal
jungtion (GEJ) adenocarcinoma.

(24 'on n'MN) N'UNN NO0IN

25. Treatment of patients with recurrent locally advanced or
metastatic gastric or gastroesophageal junction
adenocarcinoma whose tumors express PD-L1 [Combined
Positive Score (CPS) 21] as determined by a validated test,
with disease progression on or after two or more prior lines
of therapy including fluoropyrimidine- and platinum-
containing chemotherapy and if appropriate, HER2/neu-
targeted therapy.
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Triple negative breast cancer

176 26. In combination with neoadjuvant chemotherapy, is (26 'on n'NN) N'UINN NO0IN
indicated for the treatment of patients with high risk triple
negative breast cancer (TNBC)

177 27. Neoadjuvant and adjuvant treatment fo patients with (27 'on n'uiMn) n'uNn NO0IN
high-risk early stage triple negative breast cancer (TNBC)

178 28. Pembrolizumab in combination with chemotherapy, is (28 'on n'MN) N'UNN NO0IN
indicated for the of previously untreated patients with
locally recurrent inoperable or metastatic triple negative
breast cancer (TNBC).

Cervical cancer

29. Treatment of patients with recurrent or metastatic
cervical cancer with disease progression on or after
chemotherapy whose tumors express PD-L1 (CPS >1) as
determined by a validated test.

Endometrial cancer

179 30. Pembrolizumab in combination with lenvatinib is (30.0n n'NN) n'INN NS0
indicated for treatment of patients with advanced and/or
metastatic endometrial carcinoma that has progressed
following at least one prior systemic therapy and are not
candidates for curative surgery or radiation.

Tumor mutational burden

180 31. Treatment of adult and pediatric patients with (31 'on n'uMn) N'UNN NO0IN
unresectable or metastatic tumor mutational burden-high
(TMB-H) [210 mutations/megabase (mut/Mb)] solid
tumors, as determined by a validated test, that have
progressed following prior treatment and who have no
satisfactory alternative treatment options.

Limitations of Use: The safety and effectiveness of
KEYTRUDA in pediatric patients with TMB-H central
nervous system cancers have not been established.

Classical Hodgkin Lymphoma

181 32. Treatment of adult and pediatric patients with relapsed | - 702 n'7'75nn Naon NaNn
or refractory classical Hodgkin lvmnhama (cHiPvided as a servicg Dy A BRUPRAIMZA01 AvAn nu ofina

MindPharma Gill®

Strategic Regulatory Affairs Services

105 YImn 44 Ty AENNI YT NIRI9 NITAIZIID0 N2'ON ,NIXNAN 702 NIAITIDLV NOWNYT 9aRN



n772n7 niwpa - 2021 0 11271V

NnivNnN

Health Basket 2021 update

on
.No

"non nv
Trade name

" oY
Generic name

M>'7NNN DM'YINA 077192 DIYAY? NiTayin / NINIYA NIfINA
(vojun O NIYATIN NIYPIAN NININA)
Requested indications for inclusion

Application type

702 n'75nn n1aon - 702 11 ATNA
Detail current approval in Health basket Health
basket

33. Treatment of adult and pediatric patients with refractory
classical Hodgkin lymphoma (cHL), or who have relapsed
after 3 or more prior lines of therapy .
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PMBCL

34. Treatment of adult patients with refractory Primary
Mediastinal Large B-Cell Lymphoma (PMBCL), or who
have relapsed after 2 or more prior lines of therapy.

:NIRN DN 71907 [NI'N NONNN X

A(n'mMax anma X%) nnTpnn nnnn .1

.PD-1 *Tan nnownn NI9sNN IXx MEK 25yn IX BRAF 25yn nnownn NisNN IX IPILIMUMAB oy 217'wa [N X7 n9NN2 719'07]

.Checkpoint inhibitors-n NNoWN? Ni>*NWNN NIDINNNA T272 NNX N9NNY 'ROT N7INN NN IN7Nn 170N

.NIN12 NN0N 12 27w NN 1D 17NN NNIRD YTAN X7 ('MYNIXK NN XY7) DTN 2792 nnin'm ar Y

SN 9w AR Nnon NavY 07N 'MYNa 27w IR N9NY7N NiVIYA 7w NN oy nnnm .2

MY 2y NP K7 1T DIMnY 'wdna 719'0n qun

.PD-1 *Tan nnownn NI9sNN IXx MEK 25yn IX BRAF 2dyn NNOWnNn NISNN 0y 217'¢a [N X7 N9INN2 71901

.MEK 20yn ny BRAF 20yn 7w 217'w IX Checkpoint inhibitors-n NNowN? Nid*NwnNn NIsSNNN 17172 NNXK N9INN7 'RIT N72INN NNt IN7Nn 17nna

(MM X M XY7) DTN 27w NN 1D 27NN ANIKD TN X7 NN NN0N 12 27w nnin'm At Y

210N NI'YVIN D'RVAN DI'RY ,N7YNI 50% 7w NN PDL1 1270 0'Xkvann 071N NSCLC A101n 'MNNA RN (V0] [IWKR 71910 172 N'DNIN'D QY AU7'WA IR N'9INNIMD .3
.EGFR, ALK, ROS1

.Checkpoint inhibitors-n NNoWN? Ni>*NWNN NIDINNNA T272 NNX N9NNY 'XOT N7INN NN IN7NNn 170N

DXV ,(PDL1 0'RVAN DYI'RY 071N 7713) 50%-n N2M1 N2 PDL1 127N Nind oy 071N NSCLC 2101 'MNMNA AR 01021 [IWRY 719'0 172 N'OININ'D Dy 117'wA 4
.EGFR, ALK, ROS1 a10n nI'xuin 0'kuan

.D11'0%9 0012N DI '9INM'D 719'0 17 INKR? NnTpnn oN7NnY 071N (Non small cell lung cancer)NSCLC a1on 'M1Ma NR™M VN0 'O NNIMd .5

.Checkpoint inhibitors-n NNowN? Ni>*NWNN NIDINNA T272 NNX N9NNY 'XOT N7INN NN IN7NNn 170N

770N N TENN DN7NnY 071N, (Squamous cell head and neck carcinoma) D"WRWR D'RN 2100 IXIX WX 7¢ "MIMA IR ATIN U102 DTPNA 719'0 172 N'9NNm .6
.D12'079 NN 772V 'DANIN®D 7190 NKRT IX

.Checkpoint inhibitors-n NNDWN? Ni>*NWNN NIDINNA T272 NNX N9NNY 'XOT N7INN NN IN7NNn 170N

CPS '9%) PDL1 xvann n71IN2 (Squamous cell head and neck carcinoma) D"WRWR D'RN 210N IXRIX WX 7¢ NM1 N72 77N IX 'NNN2A 0102 [IYKR 172 N'9NNnm .7
(nvni 1 99 va

(Squamous cell head and neck carcinoma) DWW D'RN 2100 IRIX WX 7¢ NN 'M72 3TN IR 'NNNA (V10 [IWKRY 172 7'¥XIIRNIRITZTOI DN'079 Dy 217'wa .8
:N7RN TNXR 72V NN 71N (Classical Hodgkin's lymphoma) 01''aTin aion nnion*7a n'snnnimod .9

Brentuximab vedotin-2 719'0 72'71 NAI710IX DXY NN NPNWN MY X
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NN TRR 7V NAyn 27N NUN DT 78 MYNA IR 'Ipa DTN (V1021 719107 n'oannin .10

;MNMNAN IN7NNY7 D1'079 NAPAN 775w T0wWNa 0TI '9YNmMD 719'0 72y X

.noeoadjuvant Ix (adjuvant) nn'7wn n110n2 D'V79 NAPAN 77OV VYN 'PNINYD 719'0N D'WTIN 12 INA ANTENN IN7Nn A

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 1272 NNXK NONNY? 'XOT A7INN N IN7NN 17NN

NN TNX 7V NIYN 71N IYRY 71910 17D |MYN DT 7Y MM IXK 'Aln DTpnn juloa o nnm .11

.n'2vni 10 7w w2 (Combined positive score)CPS 9% PD-L1 xvani Cisplatin 7'onn '97nim 17wna 719107 o'knn 'K .X

;78N TNX v nawd T Cisplatin 7'onn 'onim' 27wna 71907 0'RNN 1'RY D710 0T MY

.70%-7 60% |2 1wa Karnofsky performance status '97 ix 2 7yn ECOG ix WHO '9% *Tizon o1vvo .

NPT/7"n 60-n 1M1 (QwINn IX TTN1) |2'0XR7 "' .

;CTCAE '97 2-n ni2a 11y2 nNoniFTIR Ny [TaIX .

;CTCAE '97 2-n n12a w2 n'9RM9M19 n'on'n .

.NYHA-n 97 lll haa12 n'2a%? np'oo X .

.PD-L1 n19'a nn1a nitn X977 ,'nwd Di'u79 N2dAN 700 0'9INIMm'D 217wna 719107 0'RNN 1K .

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 17272 NNXK N9NNY? 'ROT A7INN N IN7NN 7NN

.intermediate I1x poor |13'0 N1 071N AXitinib Dy 217'wa IUKXY 719'0 1D 'MNNA IX DTPNA 070 V102 719'0%7 [N1'N N9NNN .12

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

(Combined positive score)CPS 9% PD-L1 nixvan |01 'onnm' 719'0 17002 I INKY N TENn N7NNY NI7INA "MYMNA IX ITIN DN IXRIY (010 N'onnm .13
n7uni 19w w2

.0'MTIE 719'0 "I W NIN97 WNX7 N1Tn bn7nnw n'71na ,Primary Mediastinal Large B-Cell Lymphoma aion niv190 I natin nnisnta n'onnnin .14
DT '7219'0 nx' WX (mismatch repair deficient)dMMR Ix (microsatellite instability high)MSI-H xinw n7ina mana ‘7xopiip jv1oa 719'0%7 Aronnnm .15
IRPOININRI '079707IX L' T'R'DNIRITO

.Checkpoint inhibitors-n nnoawn n*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

nnTpnn Imnnw (mismatch repair deficient)dMMR 1x (microsatellite instability high)MSI-H xinw n71na SCLC ai0on 'mna kM [v10a 719'0% nroannm .16
DN IR TNX 719'0 17 INXY
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nnTpnn MmN (mismatch repair deficient)dMMR 1x (microsatellite instability high)MSI-H xinw n'21na 'nina nan AT NN jvloa 719'0% nronnm .17
AN IR TNX 719'0 17 INXY

.Checkpoint inhibitors-n nnoawn% ni>*nwnn NiI9INNA 1T2%71 NNX N9NNY7 'ROT N7INN N IN7NN 70N

I? "NX? NnnTpnn INnnw  (mismatch repair deficient)dMMR  1x (microsatellite instability high)MSI-H xinw n'2ina 'mana vwi jv1oa 719107 A'onnn .18
ONI IR TNR 71910

Gastroesophageal Ix 002 |vV102 719'0%7 n'onnin .Checkpoint inhibitors.19-n NnNowN? NI>*NWNA NIBNNN Ta%72 NNX NDNNY? 'KOT A7INN N IN7NN 17NN
AN IR 719'0 1 AW NR? anTpnn Im7nne (mismatch repair deficient)dMMR 1k (microsatellite instability high)MSI-H xinw n'71na 'naina junction

1Y INX? NnTpNn INnnw  (mismatch repair deficient)dMMR  1x (microsatellite instability high)MSI-H xinw n'71na2 'nana 2727 jv10a 719107 N'onnnm .20
AN IR 71910 e

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 17NN

Y INK? nnTENN NNy (mismatch repair deficient)dMMR  Ix (microsatellite instability high)MSI-H xXinw n'21n2 'nana 77 'wn jv102a 719'0%7 n'onnm .21
N IR 719'0 iR

.Checkpoint inhibitors-n nnoawn% ni>*nwnn NiI9INNA 1T2%71 NNX N9NNY7 'XOT N7INN N IN7NN 70N

m7nnw (mismatch repair deficient)dMMR 1x (microsatellite instability high)MSI-H xinw n7ina 'nana arn HER2 aion 1w 102 719'0% n'onnnm .22
AN IR 71910 I nWI7w NKY anTrnn

.Checkpoint inhibitors-n nnoawn? ni*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

dMMR (mismatch repair ix (MSI-H (microsatellite instability high xinw n'71na 'nna rarn (Hormone receptor (HR aion Tw ju10a 719107 n'onnim .23
AN IR 719'0 N AWI7w ANK? nnTpnn innnw  (deficient

.Checkpoint inhibitors-n nnoawn% nid>*nwnn NiI9INNA 1T2%71 NNX N9NNY7 'XOT N7INN N IN7NN 70N

In7nnw (mismatch repair deficient)dMMR 1x (microsatellite instability high)MSI-H xinw n'2ina 'mana Triple negative aion 7w jv102 719'0% Ao NN .24
AN IR TNR 719'0 17 INKR7 AnTpnn

.Checkpoint inhibitors-n nnoawn? N *nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

17 ANX7 nnTEnn nn7nnw  (mismatch repair deficient)dMMR 1x (microsatellite instability high)MSI-H x'nw n71na 'nina onn juaoa 719107 Nronnn .25
AN IR TRR 719'0
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AN IR TNR 719'0 17 INKR7 AnTpnn
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dMMR (mismatch repair ix (MSI-H (microsatellite instability high x'nw n721Ina (Platinum sensitive) nin'0'797 wa 'maMa n7nw aion V101 n'o NN .35
AN IR 719'0 i AW NK? nnTpnn nn7nny (deficient

.Checkpoint inhibitors-n nnown%? nip*nwnn nisnnNn 1272 NNX N9INNY7 N'ROT N7INN N'NN AN7NN 70N
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AN IR TNR 719'0 17 ANR7 nnTpnn nn7nne  (mismatch repair deficient)

.Checkpoint inhibitors-n nnown%? nip*Nwnn NiI9NNn 172731 NNX N9NNY N'RIT N7INN N'NN ANY7NNR 170N

(mismatch repair deficient)dMMR ix (microsatellite instability high)MSI-H xinw n71na (GBM)Gliobalstoma multiforme aion nim aion jvYoa n'onnm .37
N IR 719'0 1R 1YW ANKRT7 NnTRnNn NNy

.Checkpoint inhibitors-n nnoawn% ni>*nwnn Ni9INNA 1T2%71 NNX N9NNY7 'ROT N7INN N IN7NN 70N

XN IURY 719'0 170 (mismatch repair deficient)ddMMR ix (microsatellite instability high)MSI-H xinw n%7ina pnin nioi?aa 'nana jvloa n'onnin .38
.Checkpoint inhibitors-n nnoawn% ni>*nwnn Ni9NNA 1T2%1 NNX N9NNY7 'XOT N7INN N IN7NN 70N

" 1w NKR? NnTEnn Mnnw  (mismatch repair deficient)dMMR  1x (microsatellite instability high)MSI-H xinw n7in2 'mana nowx jvloa n'onnm .39
N IR 719'0

.Checkpoint inhibitors-n nnoawn? n*nwnn nIsNNN 17272 NNXK N9NNY? 'XOT A7INN N IN7NN 7NN

m7nny (mismatch repair deficient)ddMMR 1x (microsatellite instability high)MSI-H xinw n'7ina (Vater) hon w'"v n%1onxn 7w 'mina juvaoa n'onnnm .40
DN IR 71910 IR W ANK? ANTEnn

.Checkpoint inhibitors-n nnoawn% nid>*nwnn NiI9NNA 1T2%71 NNX N9NNY7 'XOT N7INN N IN7NN 70N

n1I717INY ANNnin 2v; nvNn 9% Aviut MyN AaNNA NN N

Cyramza Ramucirumab 1. Cyramza in combination with paclitaxel is indicated
for the treatment of adult patients with advanced gastric
cancer or gastro-oesophageal junction adenocarcinoma
with disease progression after prior platinum and
fluoropyrimidine chemotherapy.

2. Cyramza monotherapy is indicated for the treatment
of adult patients with advanced gastric cancer or gastro-
oesophageal junction adenocarcinoma with disease
progression after prior platinum or fluoropyrimidine
chemotherapy, for whom treatment in combination with
paclitaxel is not appropriate

3. Cyramza, in combination with FOLFIRI (irinotecan,
folinic acid, and 5-fluorouracil), is indicated for the
treatment of adult patients with metastatic colorectal
cancer (MCRC) with disease progression on or after
prior therapy with bevacizumab, oxaliplatin and a
fluoroovrimidine
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182

4. Cyramza in combination with docetaxel is indicated
for the treatment of adult patients with locally advanced
or metastatic non-small cell lung cancer with disease
progression after platinum-based chemotherapy.

5. Cyramza in combination with erlotinib is
indicated for the first-line treatment of adult
patients with metastatic non-small cell lung
adenocarcinoma with activating epidermal growth
factor receptor (EGFR) mutations.

(5 'on nNn) wTN 'WON

6. Cyramza monotherapy is indicated for the treatment
of adult patients with advanced or unresectable
hepatocellular carcinoma who have a serum alpha
fetoprotein (AFP) of = 400 ng/ml and who have been
previouslv treated with sorafenib.

183

Enhertu Trastutuzmab deruxtecan

Treatment of adult patients with unresectable or
metastatic HER2-positive breast cancer who have
received two or more prior anti-HER2-based
regimens in the metastatic setting.

YTN Y'YON

184

185

Calquence Acalabrutinib

1. Treatment of adult patients with mantle cell
lymphoma (MCL) who have received at least one
prior therapy.

(1 'on nuNn) wTN Y'wWON

2. Treatment of adult patients with chronic
lymphocytic leukemia (CLL) or small lymphocytic
lymphoma (SLL).

(2 'on nunn) wTN Y'WON

105 3imn 51 TNy
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Alunbrig Brigatinib 1. Treatment of patients with anaplastic lymphoma ALK a10n nX™ [0102 719'07 [N1N NDNNN LK
kinase (ALK)-positive metastatic non-small cell lung qx 7y nnTpnn on7nnw 07107 positive NSCLC
cancer (NSCLC) who have progressed on or are .(ALK 2oyna oTI7 719'0
intolerant to crizotinib. NI9SNN 'MY2A 719'07 'RIT N7INN N IN7NN 70N A

186 2. ALUNBRIG is indicated for the treatment of adult [MM7 NNWOK - (2 'on n'IMN) NYIMN N90IN ,Alectinib, Brigatinib - |70 nivn1onn nisnninn
patients with anaplastic lymphoma kinase (ALK)- [IWKR 1172 DA 1'WONN Ceritinib, Crizotinib
positive metastatic non-small cell lung cancer NS W DWAN '97 NWYT NIINRAN N9NNN NN .2
(NSCLC) as detected by an FDA-approved test. .N219172IK2 NN

Cabometyx |Cabozantinib 1. Treatment of advanced clear cell renal cell carcinoma TNNA IR DTPNA N7 V102 719'07 NN N9NNN . X
in treatment-naive adults with intermediate or poor risk (MUK 71910 1575 D2)
per IMDC criteria. nNNiN 7¥ 0WIn '97 nYyT NNINKRN N9NNN [Nn- .2
2. Treatment of advanced renal cell carcinoma (RCC) in N2I7NIK 790NN NAIZNIKA DNNIN IR AATI7IKA
adults following prior vascular endothelial growth factor DI7IN
(VEGF)-targeted therapy.

187 3. Monotherapy for the treatment of hepatocellular (3 'on n'unn) n'Nn noom
carcinoma (HCC) Child Pugh A in adults who have
previously been treated with sorafenib.

Braftovi Encorafenib 1. Braftovi, in combination with binimetinib, for the 219107 Binimetinib oy 217'wa n1'n nonnn .x
treatment of patients with unresectable or metastatic 71N (NN NII'RY IX N'NNNA) NN TPNn Nnin'7na
melanoma with a BRAF V600E or V600K mutation. .BRAF-2 n*xum xvann

188 2. Braftovi, in combination with cetuximab, is (2 'on nINMA) NMIND N90IM|  ARK NDNNA 219107 'ROT AYINA A INYAN 700 A

indicated for the treatment of metastatic colorectal
cancer with BRAF V600E mutation after prior
therapy.

,Encorafenib — 707 niviionn nivnnnn 1172
Dabrafenib, Vemurafenib

X7 ("M IR NN XY7) DTPRN 2702 nnn'n Nt vy
.NIN"2 110N 12 27w NN N 07NN ANIND 1TAIN
nNMm 7¢ nwOn '9%7 nwyT NIMKnN N9NNN NN .
.NA17172I8

105 MmN 52 TNy

Provided as a service by:"T' 7u nn'wd wam

MindPharma Gil®

Strategic Regulatory Affairs Services

AENNI YT NIRI9 NITAIZIID0 N2'ON ,NIXNAN 702 NIAITIDLV NOWNYT 9aRN




Nn'7'7n7 nivipa - 2021 %0 DTV

nisnNn
Health Basket 2021 update

on
.No

"non nv
Trade name

" DY
Generic name

M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA
(vojun O NIYATIN NIYPIAN NININA)
Requested indications for inclusion

Application type

702 n'75nn n1aon - 702 11 ATNA
Detail current approval in Health basket Health
basket

189 Tafinlar Dabrafenib 1. Dabrafenib as monotherapy or in combination N'72ann Non - 702 N775nN Naon NanNNn :N7RN DNPNA 719'07 NN N9NNN X
with trametinib is indicated for the treatment of BRAF byn ny T272 TNX 719'07 NINOT?. - 271N (AN NII'RY IX N'NNMNA) nTznn nnnn .1
adult patients with unresectable or metastatic nnnma (Nwnl 'whY) oTEnn 719'0 1y .BRAF-2 nxuin xvann
melanoma with a BRAF V600 mutation. 0'XYIIN 0'7910N2 NN M7 IK IMYNA (Adjuvant) n"7wn 719'0> Trametinib oy a17'wa .2

"Ny nann Ixnwi BRAF V600 n'xom  n71ima 2iman 7w nax‘m non nky [l 2%wa nnin'7na
25n mTp7nn . BRAF/MEK byna 719'0% .BRAF-1 n'xumm xvann
719'0Nn NINS7 NIV 12 197nw1 ,X'NY Na'o MY v N X717 NN 'wdona 719'on (wn
.BRAF/MEK-2 NNX N9NN2A 719'07 'ROT N7INN N IN7NN 170N
o1 719'0 1107 D'NRIT I'N' 17X D'7910N ,Encorafenib — 707 nivlionn nisnnnn 1172
178 D'WONI Dabrafenib, Vemurafenib
2. Dabrafenib in combination with trametinib is indicated X7 ('MN2 IR NN XY7) DTPNN 2792 N 0T |ty
for the adjuvant treatment of patients with stage IlI .NIN12 110N 12 27WA NN D 27NN NNIRD 1 TAM
melanoma with a BRAF V600 mutation following a10n T'RN'M |u102a 719'0d Trametinib oy a7'wa .3
complete resection. n71n2 ,'mMa IX mipn oTpnn ,BRAF mutated ATC
3. Dabrafenib in combination with trametinib is indicated N pn 219'0N NI'YOIN NX NN'NY
for the treatment of adult patients with advanced non- DTN RN (V102 719'0d Trametinib oy alvwa .4
small cell lung cancer with a BRAF V600 mutation. \BRAF V600 mutated NSCLC aion
B —— . o . NNNM 7 DWInN '97 NYY' MINKD 19NN NN .
4. Dabrafenib is indicated, in combination with NIRI9N IX NAIZNMPITIRA ANNM X9 IX ,NA7IRINA
trametinib, for the treatment of patients with locally JPA JTIX R
advanced or metastatic anaplastic thyroid cancer (ATC)
with BRAF V600E mutation and with no satisfactory
1 iAnnAal + + ~t 4
Mekinist Trametinib 1. Trametinib as monotherapy is indicated for the :N7RN DPNa NN N9NNN X
treatment of adult patients with unresectable or nnTPNN nnn'na 719107 Dabrafenib oy a17'wa .1
metastatic melanoma with a BRAF V600 mutation. -1 N'YVIN RVANN N7INA (NN NI'RY IX NNINA)
Trametinib monotherapy has not demonstrated clinical .BRAF
activity in patients who have progressed on a prior (Adjuvant) o*7wn %19'0> Dabrafenib oy ar7'wa .2
BRAF inhibitor theraov. N7 72man 7w AR nnon Nk 1 2%wa nnnna
190 2. Trametinib in combination with dabrafenib is n72ann N1on - 702 n7730n nMaon nanan 'BRAF-2 n'vuin x0ann

indicated for the treatment of adult patients with
unresectable or metastatic melanoma with a BRAF
V600 mutation.

BRAF m0yn ny 1272 TNX 719107 NINRDTY
nnn7na (N7yni 'whY) 0TEnn 71910 1P
D'XYIIN 0791002 NN 'M72 IX NN
N nanan iInnwi BRAF V600 nrxoin
‘on mTpnn ,BRAF/MEK 2dyna 719107
Z19'0nn NINSY? Niviaw 12 197nwi ,X'"nY Na'0
.BRAF/MEK-a

o1 719'0 21107 D'XIT I'N* 17X D'7910N

1YYy nMwnNa

MY v N X717 NN 'wdna 719'on wn

NINX 19NN 719'0%7 'ROT N7INN D' IN7NN 170N A
,Binimetinib — |7n7 nivn9nn nivsnnnn a7
Cobimetinib, Trametinib

X7 ('MN IR NN XY7) DTPNN 27w N Nt |ty

.NIN2 010N 12 27w NN 1M 27NN NNIRD YTaIN

nNNIM 7¥ DWIN '97 NWY' NNIMKN N9NNN NN .2
.N2I77IKA
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3. Dabrafenib in combination with trametinib is indicated
for the adjuvant treatment of patients with stage IlI
melanoma with a BRAF V600 mutation following
complete resection.

4. Trametinib in combination with dabrafenib is
indicated for the treatment of adult patients with
advanced non-small cell lung cancer with a BRAF V600
mutation.

5. Trametinib is indicated, in combination with
dabrafenib, for the treatment of patients with locally
advanced or metastatic anaplastic thyroid cancer (ATC)
with BRAF V600E mutation and with no satisfactory

191 Inrebic Fedratinib 1. Treatment of adult patients with intermediate-2 or NNIYIN N'INNY7 DXNNA - WTN V'WON

192 high-risk primary or secondary (post-polycythemia | -2 0TI 719'0 172'Pw 071N V1Y - YTN 1'WON
vera or post-essential thrombocythemia) Ruxolitinib
myelofibrosis (MF).

193 Xospata Gilteritinib Treatment of adult patients who have relapsed or YN 1'WON
refractory acute myeloid leukemia (AML) with a
FLT3 mutation.

Imbruvica Ibrutinib 1. Treatment of adult patients with MCL (Mantle Cell :N7RN DMPNA 719107 NN N9NNN X
Lymphoma) who have received at least one prior Mantle cell aion nnion*7a 719'0%7 NN NoNNN .1
therapy. 719'0 "NXY7 (relapsed) NnTh DN7nNnY 0710 11Awa
2. First line treatment of adult patients, 65 years of age .NIN9Y? TNX 0TI
or older, with chronic lymphocytic leukemia (CLL)/SLL .Bortezomib ny ai7'wa nam 87 nonnn

Ibrutinib-a 7910 DIVW N7IN7 N1 Y'wWONA 719'ON
3. Treatment of adult patients with Chronic Lymphocytic .(1) Npo®a nmxn nYnnY
Leukemia (CLL) who have received at least one prior 1910 Y21 D0W A7ina CLL aion nmpia 219ty .2
therapy. ANt X (relapsed) ntn M7nnw n'7Ina IX MnNnY
4. Treatment of patients with Chronic Lymphocytic a10n 719'0 0w YW 0TIp Y19'0Y (refractory) nTny
Leukemia (CLL) with 17p deletion. oy Chlormabucil 1x Obinutuzumab ix FCR Ix BR
194 5. Imbruvica is indicated for the treatment of adult - 702 097500 naon nanan

patients with Waldenstrom’s macroglobulinemia

Dy 17'w1) 2 17 719'00 17 NnTEn

(axnropinn

6. Treatment of adult patients with marginal zone
lymphoma (MZL) who require systemic therapy and
have received at least one prior anti-CD20-based
therapy.

.Venetoclax ix anti CD20 |Tan

N'INT YAT' X7 N7INN - DTIR 719'07 NIy 1y
V%7 019D ,TNR 71910 17 YWNRN N7 NIy

IX1 (Mwa N'7930) D'O'XIDNA™? NYD YTAIN NDYN
DM"PN 7Y N121I N7TAN IR D'YUTN N9NYT WP NY9IN
7w 41X 3279 1ayn IX 710N Y N DYTAN IR/
(AnoivInnm I8/1 ANIN) Annn
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195 7. Treatment of adult patients with chronic graft (7 'on n'nn) ntnn noom Ibrutinib-1 7910 DIVW N7INY N NPIANA 719tV
versus host disease (cGVHD) after failure of one or mYnnY
more lines of systemic therapy. \Venetoclax ny ai7'wa [nam X7 nonnn
17t n'2iIna Marginal zone lymphoma-a 719'0%7 .3
,0MTIR 719'0 "I W NINSY7 72')7 AWKRI 'MV0O'o 719'07
.anti-CD20 ooian n'n DN TNX UK
Waldenstrom's-a 719'0%7 n'onnnm .4
ANKY? NNTENN IN7NNY n71n2 macroglobulinemia
JIN9Y 0TI 719'0 g Y
Ibrutinib-a 7910 DVW N7IN7 N1 N9INNA 719'ON
.MM n'7NnY
NNNIM 7¥ DYIN '97 NWY' NNIMKN N9NNN NN .2
.NI710NN2 NNAM X9N IX NAI7I7INA
196 Vitrakvi Larotrectinib Vitrakvi as monotherapy is indicated for the D210 1AW - 702 177000 NAoN NaNTN| DY N'T710 NN'RAA DY D772 719'0%7 NN N9NNN X
treatment of adult and paediatric patients with solid IX n'aipn mTpnn on7nny ,NTRK aion 12 1n'x
tumours that display a Neurotrophic Tyrosine NIMWYONN 719'0N NI'YSIX NIX IX'N DN NN
Receptor Kinase (NTRK) gene fusion, .on7nn?
* Who have a disease that is locally advanced, NAI7172IX2 NNNIN 7¥ DYAN '97 QWYY n9NNn Nn .2
metastatic or where surgical resection is likely to .o
result in severe morbidity, and
* Who have no satisfactory treatment options
Lenvima Lenvatinib 1. Treatment of adult patients with progressive, locally :N7RN DNPNA 719107 NN N9NNN

advanced or metastatic, differentiated
(papillary/follicular/Hurthle cell) thyroid carcinoma
(DTCQ). refractory to radioactive iodine (RAI).

2. Indicated in combination with everolimus for the
treatment of adult patients with advanced clear cell
renal cell carcinoma (RCC) following one prior vascular
endothelial growth factor (VEGF)-targeted therapy.

3. As monotherapy for the treatment of adult patients
with advanced or unresectable hepatocellular

IN MI7Nn DTPNN V0N 072100 0N'A2 071N 719'0 .X
DTC (Differentiated aion oxnin nui?a 7w MM
thyroid(papillary / follicular / Hurthle cell)
.2'OPRITY TI'7 TRy (carcinoma

nNNIN X9N 7¥ DYIN '9% YY" NNIMRN N9NNN [Nn
NA7INPITIRA IR [N [TIR QR IR DAI7172IKY

.OTIR 719'02 7w INK? ,'MNM IR DTRNN 07D [VNo A
NNNIM 7¥ DWIN '97 NWY' NNIMKN N9NNN NN
N2I7NINA 79000 NAI7NIKA NAM IR NAI711IK

n27IIR
carcinoma (HCC) who have received no prior systemic 0I0W D7INA NN K7 IN DTPNR A719¥1097 (070 .2
therapy. Lowbh saiaan A tioua thaan
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197 4. Keytruda in combination with lenvatinib, is (4 'on nuMn) N'INA NOIN NN DI Y1910 NoT Ml e \'-’]L;flﬁ-;.]!_‘l’.
indicated for the trea_ltment ?f patients \_Nlth Lenvatinib — [7n% NI0ISAN NISANAA TA7A
advanced endometrial carcinoma that is not MSI-H Sorafenib
or_dMMR, wh_o have disease progressior? following ANNIN 79 DWAN 197 AWY" AKX ASIANA (NN
prior systemic therapy and are not candidates for MmN
curative surgery or radiation.
This indication is approved under accelerated
approval based on tumor response rate and
durability of response.
Continued approval for this indication may be
contingent upon verification and description of
clinical benefit in the confirmatory trials.

Nerlynx Neratinib 1. Extended adjuvant treatment of adult patients with extended) 1axm n'7wn 719'0> [N1'N DO NNN X
early-stage hormone receptor positive HER2- 75> 7y 0y 0*7IN2 077N 27wA T (V02 (adjuvant
overexpressed/amplified breast cancer and who are NN
less than one year from the completion of prior adjuvant HER-2 nixxn'n? nity nn"j7 - "n22 HER2 n'xvan .1
trastuzumab based therapv. IX (IHC) nmw»ivornnm'x njp'112 +3 Y nnna arn

198 2. Advanced or Metastatic Breast Cancer (2 'on n'unn) n'Nn nooIn

Nerlynx in combination with capecitabine is
indicated for the treatment of adult patients with
advanced or metastatic HER2-positive breast
cancer who have received two or more prior anti-
HER2 based regimens in the metastatic setting.

n72uni 2.0 7w 1wa narn FISH npma

.0"I'n D720 DMIVSX 'va .2

NIMNATIA NIYIA N9N'7 NIVIZA YAIN NINDY IN¥NM1 .3
.N'091M2

(Adjuvant) n*7wn 719'0> Trastuzumab n7ap W1nx7? .4
.NT 719'0 DINN MY N97N DOV DX

.MV 2V 27Y' X7 1T DTIMNY 1'wONA 719'0n wn A
NNNM X9N 7¥ DWIN '97 nwy' nsnNnNa 719'0n .2a
.NI77IKA
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Ofev Nintedanib 1. ldiopathic Pulmonary Fibrosis Idiopathic pulmonary fibrosis-a %19'0%7 [n1'n naNNN
Treatment of idiopathic pulmonary fibrosis (IPF) in NNTAN7 DXNNA NN TV 277 nnin a2 (IPF)
adults. :[7n7 nivnPnN
199 2. Systemic Sclerosis-Associated Interstitial (2'on nunn) numn noom | 7713 (IPF) morx mxm 0'7nare 79 nirzp manax 1
Lung Disease N'X'¥'00VI'R NI N7NNYT DINK D'NNIA N'7YY

n7nn ,NTRIVAINY O'U NN, [A71 NI7NN [12) NAIT
chronic hypersensitivity ,nionn v nn1an nikA
(pneumonitis

mwnn ntn CT — 279 IX 27T MINAR WeR. .2
,IPF-2 o"ninax n'mxn nroora Ik (HRCT) nannxn
probable 7w n'1an% o'knn nYXN TNX NINS7 TWXD
IPF

77 2% NN An'RNNN NIRA TIRON2 nvon .3

Indicated to slow the rate of decline in pulmonary
function in patients with systemic sclerosis
associated interstitial lung disease (SSc-ILD).

D'UTINN NYI7WA IYXIAY D'RM RN TIRON) 101 TV

200 3..Chronic Fibroginq Interstitial Lung Diseases (3'on nuMn) NN nooin 1 1Than n7wnl 50% Yw 1wa FVC — nmnn
with a Progressive Phenotype (1rnin 30-79% 2w 1w DLCO armiort

Indicated in adults for the treatment of chronic IVXIAW DIRYAN XA TIZON W WR AN 4

fibrosing interstitial lung diseases (ILDs) with a 50-79%|2 FVC n'n nunnRn 0'wTinn nuitva

progressive phenotype. INDT 'R DX NIFNIN 'O 7V 719107 D'RNN XXNMIWYI

NN TWKRD ,NNINKD NISNNN MYN NNKA 719107

790N X9NN NV7NN '9 72U YWY "MONNN 719'0N

M7Na ,719'0% DDIWRIN D'YTIND NWITY 170N

N7IN7 AWOKRN' NNX N9NNA WIN'Y 7'0907 V7NINI

.NNNKRD N9NNN DX 7777

X7 Pirfenidone 1x Nintedanib nionna 719'on .5

.NMYN DY NNKRD ¢ 27'wa e

nNNnmM XN 7w owan ' % nwy' nonna 71s'on .6

Stivarga Regorafenib 1. Treatment of patients with metastatic colorectal n"72in7 GIST a10n NniPY02 719'0%7 INI'N N9NNN X
cancer (CRC) who have been previously treated with TXY'? |'TIN'0 2OYN "Y1 719'0 TNX? NN TpNn DN7NNY

fluoropyrimidine-, oxaliplatin- and irinotecan-based .(Imatinib, Sunitinib)

chemotherapy, an anti-VEGF therapy, and if KRAS wild- X911 7¥ DWIN '97 NYWYT DNINKRN NO9NNN NN .2

tvpe. an anti-EGFR therapv. .N2I7172IK2 NN

2. Treatment of patients with gastrointestinal stromal
tumors (GIST) who have been previously treated with 2
tyrosine kinase inhibitors.

201 3. Treatment of adult patients with hepatocellular (3 'on n'unn) n'uNn noon
carcinoma (HCC) who have been previously treated
with sorafenib.
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Jakavi Ruxolitinib 1. Treatment of disease-related splenomegaly or DMIVON'O IX N'7aN1179021 71907 INI'N N9NNN
symptoms in adult patients with primary myelofibrosis |12'0 NAYTA 0'TNA'9I7RMN 072100 DNAIAN
(also known as chronic idiopathic myelofibrosis), post v 2y IPSS 97 high Ix intermediate 2
polycythaemia vera myelofibrosis or post essential NIIYKY 0'TN2DITRN .X
thrombocythaemia myelofibrosis. MEAMmNYe A

essential thrombocythemia .a

2. Myelofibrosis (MF): Jakavi is indicated for the
treatment of disease-related splenomegaly or
symptoms in adult patients with primary myelofibrosis
(also known as chronic idiopathic myelofibrosis), post
polycythaemia vera myelofibrosis or post essential
thrombocythaemia myelofibrosis.

202 3. Polycythaemia vera (PV) (3 'on nMn) n'INN NL0IN
Jakavi is indicated for the treatment of adult
patients with polycythaemia vera who are resistant
to or intolerant of hydroxyurea.

203 Zejula Niraparib 1. Monotherapy for the maintenance treatment of - 202 n%75nn n7aon nanTn NI7IN2 APTAX 719'00 N'SINNIND NN NONNN X
adult patients with platinum sensitive relapsed high |V0N NI7AI0N NNAQ NIZIN NPTAX 719'0) 101 DI'VY97 W21 ATIN N7NY [VIoN NI7AI0N NN
grade serous epithelial ovarian, fallopian tube, or -1 n'Yum K77 0n'u'797 wan anin nnw| BRCA (breast cancer susceptibility gene) mutated
primary peritoneal cancer who are in response .BRCA| %w n'onio n'xum ix germline aion n'xuin oy ni7ina
(complete or partial) to platinum based SJman
chemotherapy NNX N9NNY N'ROT N7INN N'AN An7nn 17nna A

204 2. Maintenance treatment of adult patients with DXNNA - (2 'on DY) NN NO0IN .PARP m5yn nnoswn? nip*nwnn nisinnn
advanced epithelial ovarian, fallopian tube, or nnivan N'innY nNNM XN 7¥ 0YIN '97 nYY" N9NNN NN .2

205 primary peritoneal cancer who are in a complete or NI79100 1Y - (2 'on N'INN) N*INN NO0IN 790NN N2I717112 NNAM X9 IR NAI7171IKY
partial response to first-line platinum-based +HRD |nw 171722 NI717IR
chamatharanu

Lynparza Olaparib Ovarian cancer :NYRN DN 719'07 NN NONNA X
1. Maintenance treatment of adult patients with DTPNN [VI0N N7210N NN N7IN ARTNN 719'0 .1
advanced (FIGO stages Il and IV) BRCA1/2-mutated [UI0 IX NINYIXN U0 IX 7R™MN'DX N7NY 210N
(germline and/or somatic) high-grade epithelial ovarian, nawn X7 ,BRCA mutated aion 1w 7811019
fallopian tube or primary peritoneal cancer who are in 172 DI1'079 NOOIAN N'9INIM'DYT N'Z7N IX NX7N NN
response (complete or partial) following completion of JIURIN 719000
firat-lina nlatinum-hacad chamntheranwy N71100 N1 N2IN] NRTAN 719'0 N'9NRIN .2
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206

207

2. First-line Maintenance Treatment of Advanced
Ovarian Cancer in Combination with Bevacizumab
Lynparza is indicated in combination with
bevacizumab for the maintenance treatment of adult
patients with advanced epithelial ovarian, fallopian
tube or primary peritoneal cancer who are in
complete or partial response to first-line platinum-
based chemotherapy and whose cancer is
associated with homologous recombination
deficiency (HRD) positive status defined by either:
* a deleterious or suspected deleterious BRCA
mutation, and/or

* genomic instability

(2 'on n'unn) n'Nn nooIn

3. Maintenance treatment of adult patients with
platinum-sensitive relapsed high-grade epithelial
ovarian, fallopian tube, or primary peritoneal cancer
who are in response (complete response or partial
response) to platinum-based chemotherapy.

- 702 n775nn Maon nann

|u0N NI72I0N NNAQ NIZIN NRTRR 719'0
-2 N'Yum X77 DNR'VY97 WA TN NNy
.BRCA

Germline BRCA-mutated HER2-negative
Metastatic Breast Cancer

4. In patients with deleterious or suspected deleterious
gBRCAm, HER2-negative metastatic breast cancer who
have been treated with chemotherapy in the
neoadjuvant, adjuvant or metastatic setting.

Patients with hormone receptor (HR)- positive breast
cancer should have been treated with a prior endocrine
therapy or be considered inappropriate for endocrine

ATIN (MWK '7R1I10M9 1K NNXIXN 7710) 7N juon
BRCA (breast cancer aion ni'0797 wan

alon n'xvm oy Ni7iINa susceptibility gene) mutated
S21man Y nronio n'xvm Ix germline

210N N'YVIM DY N7IN2 'MYMA TY (V101 719'0 .3

219'0 72'7 Dhowi ,HER2 xvan x7w germline BRCA
JMNAN IM7nnY 'onimo

nNNmM X9N 7¥ 0YInN '97 nwy" n9NnNn [Nn .
79000 N12I7172'A2 NNNIN K91 IX NAI7I7IKA
N7 NN

105 MmN 59 TNy
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208 5. First-Line Maintenance Treatment of (5 'on n'nn) NMinn noom

Germline BRCA-mutated Metastatic Pancreatic
Adenocarcinoma

Maintenance treatment of adult patients with
deleterious or suspected deleterious gBRCAm
metastatic pancreatic adenocarcinoma whose
disease has not progressed on at least 16 weeks of
a first-line platinum-based chemotherapy regimen.

First-line maintenance treatment of germline BRCA-
mutated metastatic pancreatic adenocarcinoma.
Continue treatment until disease progression or
unacceptable toxicity

209 6. HRR Gene-mutated Metastatic Castration- (6 'on ~umn) n'inn nooin
Resistant Prostate Cancer

Lynparza is indicated for the treatment of adult
patients with deleterious or suspected deleterious
germline or somatic homologous recombination
repair (HRR) gene-mutated metastatic castration-
resistant prostate cancer (nCRPC) who have
progressed following prior treatment with
enzalutamide or abiraterone.
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210 Rubraca Rucaparib 1. Treatment of adult patients with deleterious (1 'on n'unn) n'unin noon NI7IN2 APTAX 719'00 N'SINNIND NN NONNN X
BRCA mutation (germline and/or somatic)- a101n DI'VY797 YN ITIN N7NY [VIoN NI7A1I0N NN
associated epithelial ovarian, fallopian tube, or BRCA (breast cancer susceptibility gene) mutated
primary peritoneal cancer who have been treated 7¥ n'onio N'xLVIN IX germline alon N'xvVIN DY NI7IN
with two or more chemotherapies. SJman

211 2. Maintenance treatment of adult patients with - 202 n%75nn n7aon NanTn NNX N9NNY N'ROT N7INN AN AN7nn 17nna A
recurrent epithelial ovarian, fallopian tube, or |UI0N NI7210N NN'AQ NI7IN NPTRR 719'0 .PARP 25yn nnoswn? nid*nwnin nisnnn
primary peritoneal cancer who are in a complete or -2 N'YVIM K77 DN'0797 YN TN NNY NNNIN X9N 7¢ DYIN '9% Wy N9NNN NN A
partial response to platinum-based chemotherapy. .BRCA 790NN N7 NNNIN RN IR NAI7I7INA

N7 NN
212 Pigray Alpelisib Indicated in postmenopausal women, and men, with YN 1'WON

hormone receptor (HR) positive, human epidermal
growth factor receptor 2 (HER2) negative, advanced
breast cancer with a PIK3CA mutation in
combination with fulvestrant after disease
progression following an endocrine based regimen.

105 YMn 61 TNy
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213 Onureg Azacitidine Maintenance therapy in subjects with acute myeloid 701 71750 7'vo AnIN? n'inn Noom 2y 701 719 'won aninn
(CC-486) leukemia who reached CR / CRi (HSCT ineligible). NnMona 71907 N1 noNN1 719'on .1

:N7X TNX D'PNNQ NI'VOT790'TI7RM

Int-> mannonn (n'vo790+117kMm niamon) MDS .x
;IPSS 97 high/2

0'XINN NYI7wn 0w NiNgY n'ntpnn na MDS .a
:D'NaNn

;0T "Mya nin LA

;nino 1 50,000 7w nna nrrovw .2

.nino 1x 1,000 ¢ nnna n'otvi7nna L3

D'AIN'T IXN D'MIN'TA 072100 D'VNIVON'O D'7IN A
.0"7INn

.Jnma 11 Decitabine, Azacitidine nionnn 1na x47 .2

nNNin 7w Dwan '9% nwyT NNIMKN NIsSNNN nn .3
.N1AI710NN2 NNNIN KON IX NAI7IRA

::Venetoclax oy a17'wa AML-7 702 7175 3 md>
'Mmuo'o 719'0 72 VW N'7Ina AML alon nmjp?
.1'2'0102'X N'OININDA 719'07 D'RNN 1I'RI IN7NNY
Cytarabine ny a17'wa 1+ Venetoclax-a 719'on

-N NNoswnn nisnn oy A7'wa Ik (LDAC) qma jnma
Ix Hypomethylating agents (HMAs) — Azacitidine
.Decitabine
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214 Kyprolis Carfilzomib 1.In combination with dexamethasone or with - 202 n%75nn n7aon nanTn N¥I9) NNI7R'MA 719'07 NI NINKD N9NNN X
lenalidomide plus dexamethasone is indicated for the ,dexamethasone ny 217'wa 1w 71910 1y 78N DN
treatment of patients with relapsed multiple myeloma Lenalidomide ny 719'0 1727w 0710 112y -1 Lenalidomide oy a17'wa aw 71910 177 .1
who have received one to three prior lines of therapy. IURY 719'0 172 719'0 WNK? NN TENN IM7nNnY n71n2 Dexamethasone
X71 Bortezomib 1x Thalidomide 775w 27wna o
215 2.As a single agent is indicated for the treatment of 7NN NjP'nn - 702 N7'75nn Naon NaNNn Lenalidomide 99>
patients with multiple myeloma who have received at INOT N7INN N'NYIT NNA0M" 22K 'YoNn XA 7351 AKX N9 Z19'0Y 'XOT AYIND AR IT NNoN2
least two prior therapies including bortezomib and an NI9NNNN TA%72 NNX N9NN2A 719107 ,Carfilzomib - [7n% nivAENA NIGNNNN
immunomodulatory agent and have demonstrated ,Carfilzomib - |7n7 nivnonn .Daratumomab, Elotuzumab, Ixazomib
disease progression on or within 60 days of completion 2'WN K7 UK n7Ina vyn? ,Pomalidomide  yxin anxY naw Ix ATy IM7nnw n7ina 2oy .2
of the last therapy. nIThn 2 7w 719'0 |I'0" ANX? NN Nann ’Tha"domide ‘N7ND NI9NNNN TNX 701 719'0
Approval is based on response rate. NX '0NY7) " .NNMKRN NI9SNNAN NNKA 719'00 AR nYInYg [> DX X9x ,Bortezomib, Lenalidomide
Clinical benefit, such as improvement in survival or |'an NNX NDNNA 719'07 NIXIT 7W N72ann MNIMKN NI9NNAN DNXY T2 1NN
symptoms, has not been verified. (Carfilzomib, Pomalidomide, 1151 nnx n9nna 71907 '"OT N7IN0 A IT 110N
216 3. In combination with daratumumab and (3 'on n'unin) n'Nn noon ,Carfilzomib - |727 nioaionn nivnnan
NAIAN A'WN X7 YUK n71n2 vyn? ,Pomalidomide
dexamethasone for the treatment of relapsed or
. NNXQ 719'0 NITNN 2 7w 1719'0 |1'01 INKR7 D'
refractory multiple myeloma
NIMKN NISNNNN
a'7wa it X7 Carfilzomib, Pomalidomide nisnnn
.N"MWYN DY NNX
-1 7910 DIVY N7INT N1 1'WONA 719'0N A
AT n'7nnY Carfilzomib
NNNIM 7¥ DYIN '97 NWY' NIIMKD N9NNN NN A
.NI710NN2 NNAM IX NA7IAIKA
217 Halaven Eribulin 1.Treatment of patients with locally advanced or - 702 n%775nn nMaon nanan N7RN DNPNA 719'07 NN N9NNN X
metastatic breast cancer who have progressed after HER2 negative-> nanaixnn nizin hay, TNBC (triple aion 'mNa X mipn oTpnn T juo .1
at least one chemotherapeutic regimen for v 172 (triple negative 11'xw) nMTPNN M7NnY n'7Ina (negative breast cancer
218 advanced disease. - 701 097500 nMaon nann NTENNN IN7NNY 0TI '9INIM'D 719'0 17 INNY

Prior therapy should have included an anthracycline
and a taxane in either the adjuvant or metastatic
setting unless patients were not suitable for these
treatments.

HER2 negative-> nnnaixnn ni7in 1y
219'0 ' 1w KT M TENN N7NnY

I7) NATpPNAN N7NN7 DM D'ONINYD
("whv

2. Treatment of adult patients with unresectable
liposarcoma who have received prior anthracycline
containing therapy (unless unsuitable) for gdvanced or_

ice by:'1' 9V nN'wO wain

DTIZ 719'0 727w 122 071N NN K7 Nnioiety .2
IN7NNY% 017 ¥XININD NNOWNN N9NN 7'1w
JIMINAN I DTN

NNNIM 7¥ DWIN '97 NWY' NNIMKN N9NNN NN .2
.NI77IK
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219 Daurismo Glasdegib Daurismo is a hedgehog pathway inhibitor YTN 1'WON
indicated, in combination with low-dose cytarabine,
for the treatment of newly-diagnosed acute myeloid
leukemia (AML) in adult patients who are ineligible
for intensive chemotherapy.
Limitation of Use: Daurismo has not been studied in
patients with the comorbidities of severe renal
impairment or moderate-to-severe hepatic
impairment.
220 BB2121 Idecabtagenevicleucel Treatment of advanced multiple myeloma wUTN 1'WON
(Idecabtagen |(Ide-Cel CAR-T)
evicleucel
(Ide-Cel CAR-
™
221 Ninlaro Ixazomib 1. Ninlaro in combination with lenalidomide and v 719'0 173" - 702 n7750N NMaon nanTn DY 217'¥2 NXI9] NNITR'MA 719'07 INI'N N9NNN X
dexamethasone, is indicated for the treatment of D'lI72 719'0N DX N7 NNWORK M) "Rl 07N v 71910 1775 Dexamethasone-1 Lenalidomide
patients with multiple myeloma who have received (mwn 172 70 X7 omTENNn 775w 2%7wna 0TI 719'0 INKY? NNTENN IM7NnY
at least one prior therapy. .Lenalidomide 775 x71 Bortezomib ix Thalidomide
7272 NNX NDNNA 719'07 'ROT N7INN NN IT NNAoN2
,Carfilzomib - 707 nivnionn nisnNnnn
.Daratumumab, Elotuzumab, Ixazomib
NNNIM 7¥ DYIN '97 NWY' NNIMKN N9NNN NN .2
.NI710NN2 NNAM IX NA7IAIKA
222 KTE-X19 KTE-X19 Treatment of adult patients with relapsed or wTN 1'WON
refractory Mantle Cell Lymphoma (MCL).
223 Lisocabtagen Lisocabtagene Treatment of adult patients with relapsed or wUTN 1'WON
e maraleucel |maraleucel (liso-cel CAR- refractory (R/R) large B-cell lymphoma, after at least
(liso-cel CAR- T) 2 prior therapies
224 Zepzelca Lurbinectedin Treatment of adult patients with metastatic small YN 1'WON
cell lung cancer (SCLC) with disease progression
on or after platinum-based chemotherapy.
Istodax Romidepsin 1. Treatment of cutaneous T-cell ymphoma (CTCL) in :N7RN DNPNA 719107 NN N9NNN X
patients who have received at least one prior systemic PTCL (Peripheral T cell aion nnion* .1
225 2. Treatment of peripheral T-cell ymphoma (PTCL) W 719'0 17 - 702 NY750N NNaon nann (NR701'ww) DTN 2190 12> (lymphoma

in patients who have received at least one prior
therapy.
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226 Xpovio Selinexor 1. Treatment of patients with relapsed or refractory (1'on nunn) wTn 1'wdN

diffuse large B-cell ymphoma (DLBCL), not
otherwise specified, including DLBCL arising from
follicular lymphoma, after at least 2 lines of
systemic therapy.

227 2. Xpovio® is indicated in combination with (2 'on n'unn) wTN 1'WON
dexamethasone for the treatment of adult patients
with relapsed or refractory multiple myeloma
(RRMM) who have received at least 3 prior therapies
and whose disease is refractory to at least 1
proteasome inhibitor (PI), at least 1
immunomodulatory agent (IMiD), and an anti-CD38
monoclonal antibody (mAb).

228 3. Xpovio® is indicated in combination with (3 'on nunn) wTN 'wON
dexamethasone and bortezomib for the treatment of
adult patients with relapsed or refractory multiple
myeloma (RRMM) who have received at least 3 prior
therapies and whose disease is refractory to at least
1 proteasome inhibitor (Pl), at least 1
immunomodulatory agent (IMiD), and an anti-CD38
monoclonal antibody (mAb).

229 Imlygic Talimogene Treatment of adults with unresectable melanoma wTN 1'WON
laherparepvec that is regionally or distantly metastatic (stage IlIB,
lIC and IVM1a) with no bone, brain, lung or other
visceral disease.

Erleada Apalutamide 1. Treatment of patients with non metastatic castration X7 0107 Tmy n1mMIy |02 719'07 NN NONNN .X
resistant prostate cancer. .(nmCRPC) mama
230 2. Indicated in adult men for the treatment of (2 'on n'nn) n'MN NLOIN -1 719'07 72pna NN X7 DMKRN N9NNN A
metastatic hormone-sensitive prostate cancer Abiraterone-a 1x Enzalutamide
(mHSPC) in combination with androgen deprivation nNNIN 7¥ 0WIn '97 nYYT NNIMKRN N9NNN NN .2
therapy (ADT) N2I7NIXA 790100 NAI7NIRA NNAM K91 IR NAI7I7IIKA
IR
231 Nubeqa Darolutamide treatment of adult men with non-metastatic YTN 1'WON

castration resistant prostate cancer (hmCRPC) who
are at high risk of developing metastatic disease.
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Xtandi Enzalutamide 1. Treatment of adult men with metastatic CRPC who N12INIYN 7Y 'MIMa juo2a 719107 NN 9NN .1
are asymptomatic or mildly symptomatic after failure of (CRPC) (o007 Ty)
androgen deprivation therapy in whom chemotherapy is 719'02 N7NNN NINTRENN QY 7091' N9NN2 719'0N .2
not vet clinically indicated N7 NIRLAND IN/I N'ATNA NKVANAY '9 1'WON]
2.Treatment of adult men with metastatic CRPC whose IWKY W', TA71 AR 7NN NINTpnn 7w nnjpma
disease has progressed on or after docetaxel therapy. NYOIN 217wy ,NIvAw 4 1y NTIN AT NITERN
flare up 7w
232 3. Treatment of adult men with high risk non (3 'on n'unin) n'uNn noon N9IANA 7910 DLW N7INY NIt 1wONA 790N .3
metastatic castration resistant prostate cancer. .(1) mwn npooa namxn nYnnY Enzalutamide
233 4. Treatment of adult men with metastatic hormone- (4 'on n'unin) n'Nn nooIn Abiraterone ny 27w 1 X7 1'woN1 Y19'0n .4
sensitive prostate cancer (mHSPC) in combination annin v owan oY% NYY" NNMXN N9NNN [Nn 5
with androgen deprivation therapy. DR AAIZNINA 791000 NAIZNIND IX D212
234|Besremi Ropeginterferon alfa 2b |Monotherapy in adults for the treatment of wTN 1'WON
polycythaemia vera without symptomatic
splenomegaly.
Otezla Apremilast 1. Treatment of adult patients with active psoriatic :N7RN DNPNA 719107 NN AIIMKD N9NNN LK
arthritis. N'UXNIOD D'P19N Nj7TA 72100 N2 07N .1
2. Indicated for patients with moderate to severe plaque 1720 10IN IX "719'0 17D WnKY L (Psoriatic arthritis)
psoriasis who are candidates for phototherapy or .DMARDs-n nnown? nip"*wn NivNN1 719'07
systemic therapy. IX '719'0 |17 ANKY7 ,0'TRNI091 72100 A2 n7In .2
235 3. Treatment of adult patients with oral ulcers (3 'on n'unn) n'uNn noon -N MNSWNY NP*YA NI9NNA 21907 N0 10N

associated with Behget’s disease (BD).

.Psoralen x/i PUVA ix/i DMARDs

.0"17"1 D'WON DY 217'wA [N1Y K7 1'WONN A
nNNIn ¥ DYINn? oxNN2 n7INY% [N1* 1'WONN NN A
.N1AI710NIK02 NNNINM IX A1 1Y DRI

105 IMn 66 TiNY
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Olumiant Baricitinib 1. Treatment of moderate to severe active rheumatoid N'T'RIVNINY 0'VININA 719'07 INI'N N9NNN X
arthritis in adult patients who have responded nannn Wwxd (Rheumatoid arthritis)
inadequately to, or who are intolerant to one or more ,Nzoon m1'x DMARDs-n nnownn n'wonY
disease modifying anti rheumatic drugs. IR D ovpnnal
Olumiant may be used as monotherapy or in RA-Rheumatoid) o'71o np?77 nity nnvyp .1
combination with methotrexate. 17X )M nwi7wa nkvannn n7'we (Arthritis

236 2. Treatment of moderate to severe atopic D'719 NY2INa (n|nlg]| aANd '7‘7|3) D'T\|7|7'|' a7nn X
dermatitis in adults who are candidates for AN
systemic therapy. [o1xa nnannn oinn CRP X pT nyjppw .2
(71N 72% DxNN2) 'Mivnwn
D'719N 7w 201 Mi7'¥a RA-7 oMok w2
;0N
N'NIYNYN N72a0d NTAMN N'TIRON nyae T
.NTIAWA MI7'Yo11 071NN ¥ Mimir 1mpona
-N NNd5Wn? NIdD"WUN NI9INNA 719'0N ¥ K7 .2
.DMARDs-n nnown? nin*wn nionnal NSAIDs
ANX7 N7 NN 1TYND 719'00 XA YA 0T My
-N NNOWNN NIMpP7T '0IX NIDNNA [IUKRD 17 719'0
-N NNownNn NiN9? nionn 3-1 1w 17 719101 NSAIDs
D0'wTIN 3 Ywna ,uxovINn |nn nnxw DMARDs
IN9Y7 D'
237 Benlysta Belimumab Add-on therapy in patients aged 5 years and older 079101 112 - 702 177500 NAon NN 0'71N2 719'0%7 NN DA NDNNA 719'0N N7NNN
with active, autoantibody-positive systemic lupus 5-17 ma N7X D 7w own
erythematosus (SLE) with a high degree of disease SLE — Systemic) n'n>yn N'MINTX NN 071N .X
activity (e.g positive anti dsDNA and low active severe x77 ,n'7'vo (Lupus Erythematosus
complement) despite standard therapy. S19'0n [nn nra CNS lupus-1 lupus nephritis
,Azathioprine n"1'wona 719'07 naNNW (NXY7? A
219'0) Hydroxychloroquine, Methotrexate
DI'RY IN ,NPO0N NN X7 ,(TNX '2'0191011IN'R
IMRd 719'0 7277 0'72a10n
238 Vumerity Diroximel fumarate Treatment of adult patients with relapsing remitting wUTN V1'WON

multiple sclerosis
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Soliris

239

240

Eculizumab

For the treatment of patients with:

nXaN MY "

1. Paroxysmal nocturnal haemoglobinuria (PNH).
Evidence of clinical benefit is demonstrated in patients
with haemolysis with clinical symptom(s) indicative of
high disease activity, regardless of transfusion history.
Eculizumab has not been studied in clinical trials in
patients with PNH below 11 vears of age.

2. Atypical haemolytic uremic syndrome (aHUS) .

3. Refractory generalized myasthenia gravis (gMG)
in patients who are anti-acetylcholine receptor
(AChR) antibody-positive.

(3 'on n'unin) n'Nn noon

4. Treatment of Neuromyelitis Optica Spectrum
Disorder (NMOSD) in adult patients who are anti-
aquaporin-4 (AQP4) antibody-positive with a
relapsing course of the disease.

(4 'on n'unn) n'INn nooIn

178N TR 7V n1wn n'2ina Paroxysmal nocturnal hemoglobinuria .1
:N78N TNX 72V navn Mw? 0T N 12-n nine 7w ' ppmnin n7in A

;(NP1/7"" 30-7 nnnn 2'ox 12'9) NTMIyAYN NN nyasn 7110 .2

:N7RN DNPNA 719107 NN N9NNN
;(MY7 i Ik DTN 12 79 DY) DT "N YN LR
;M7NN7 AYEN 0N PON 'IaninNn YN'kn 720 .1

;MmN )7nna .3
‘N21710N01 dNNIN v DYAN 197 QYUY DIINND Q9NN INN 2
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‘7N TNX D"pPNnal atypical hemolytic uremic syndrome .2

NN D 0PN L IWRY V'R DY DY7IN X

,N191 VXIANNN ,NT7INN — N7XR 72 D"PNN2 N'VDIMIRNP'A NMIX YTAN N7 "Y7 .N'012 NP T2 NINAXRN X JANT7 Y AWORN DTN NI NR'90 'RI N'UDINMIRNP'A NMIXA NIPOXNNN N7 7210 n7inn .1
.0'NN M2V DY DT NVYN

(5% '2yn n1) ADAMT13 n?"%w ,min'7 2ipnn HUS 79w - nimon? nanx na'o n7'7wa .

.aHUS 7w mnown v, wr n'inY .

N7 TNXR 0Ypnna ,aHUS %9 mnown v 'k 07N nTna .

.(nnnx v CVA 12d) na'p nwp n'nn .

.("7Nn% nwxn om'n 10 77002 0'T19N079 719'0 4 INK7 N19'W 1TV 0'T19N0797 NITNY VTAIN N7 |*1Y7) 0'T19Nn0797 nTny n7nn .

:N78 D ovpnina (Relapse) ntn im7nnw n%in .

,N191 L'XIANNN ,NT7INN — N7XR 7 D"PNN2 N'UOIMIRNP'A NMIX YTAN N7 "1Y7 .N'012 NP T2 NINAXN DX JANT7 Y AWORN DTN NI NP0 'KI NFUDIMIRNP'A N'MIXA NI'OXNAN 170NN 7210 27NN .
.0'NN M2V DY DT NVYN

.(5% '2yn nin) ADAMT13 n?"%w ,min'7 2ipnn HUS n'7"9w - nimon? nanx na'o n7'7wa .2

.aHUS %w mnown vy wr n'in% .3

.("mnx ik CVA 123) n'7 nwp n'7nnn 7210 n7inn qwxd ,aHUS % mnown v 'k n7in71 nTna 4

C3 nnn ,no1uxiannm ,nT7mn ;78N TAR? N'NTavNn NITYD NRII0NN NRIANOoN™ INTAI IT |"1YY7 .NAI710n0 NINNOoNYT7 1ayn 2'7'W9 n'7Nn DY NN ATRT? WIT NN9I0 NIY?D N'90 'R 71100 n7In .
.NMN2 0T 7 N%Nn , 2% ,nfxy :n7XN TAXD NINK NIMNOoN™ .NdIN)

NTTIAN 295 NPNYUN? Taymin N11910 NiYYd Nr'90 'R 7a1on NN LT

q12Y MTAINY 0177500 NN2017 DXNNAL'WINA 79101 [IWRY VN'RN 72100 21Tk AT n'7in .aHUS 7w nysin ' 0250 n7nwn INK? DX ,ONK 'RI9T Y 7V N1I9I0 NIY?D N'90 'R ApY N'7) N7NWN INR7 n7In .n
.(NT 9'w07 X NP0D) IR VIN'X DY 071N

Nt Aanttmean annim bur numn ieh Aunm AnmMmyAa AannAa Inn

P YU X DBWN

24

-

Filgotinib Filgotinib 1. Treatment of moderate to severe active (1 'on n'unn) wTN 1'WON
rheumatoid arthritis in adult patients who have
responded inadequately to, or who are intolerant to
one or more disease modifying anti rheumatic
drugs (DMARDs).

Filgotinib may be used as monotherapy or in
combination with methotrexate (MTX).

242 2. As monotherapy for the treatment of adult (2 'on nnn) wTN 'WON
patients with moderately to severely active
rheumatoid arthritis who have highly active and
early progressive (erosive) disease, were not
previously treated with MTX, and for whom
treatment with MTX is inappropriate.

Tremfya Guselkumab 1. Treatment of adults with moderate-to-severe plaque N7NN TNRN 7210 N7INN X
psoriasis who are candidates for systemic therapy or PASI ix qia now 7w 50%-7 2yn nowion nnn .1
phototherapy. ;50 2yn
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243 2. Alone or in combination with methotrexate (MTX), (2 'on n'unn) n'Nn nooIn ,019 1975 19X DMITN - D'WAY QI NITNA DA .2
is indicated for the treatment of active psoriatic N"70720 TR ,D"720 NIDD 0T N9 Y 719 ,INIX
arthritis in adults patients who have had an Jawni
inadequate response or who have been intolerant to 119'W X77 NIN97 D"NVO'0 D™I9'V AW 71 N7INN A
a prior disease-modifying antirheumatic drug nXIwN1 719'0n orro W7 PASI-a ninsb 50% v
(DMARD) therapy S19'0n n''nnY

727 n'inn (2)(x)(1) njPoo 7y navn n7In? ontnna

ANK7 MIYNYn 119'Y X721 NINSY7 0*'NV0o'o 0'719'0 1Y

;719'00 N'7'NNY ARIWN2 719'00 DI'o

J1Y XIS NNNIM 7Y DY 'S 7Y NI N9NNN A

mi

244 Besponsa Inotuzumab ozogamicin BESPONSA is indicated as monotherapy for the - 702 07700 nMaon nann AMpI7a 0PN DA 071N 719'07 NN N9NNN LK

treatment of adults with relapsed or refractory CD22-
positive B cell precursor acute lymphoblastic
leukaemia (ALL). Adult patients with Philadelphia
chromosome positive (Ph+) relapsed or refractory B
cell precursor ALL should have failed treatment

with at least 1 tyrosine kinase inhibitor (TKIl).

Philadelphia ai0 oy n*72in 112y
chromosome-positive B cell precursor
((acute lymphoblastic leukemia (ALL

Tnx 0TI TKI 20yn AnX? nnTpnn on7nny
ninoY

Philadelphia chromosome-negative B cell aion
((precursor acute lymphoblastic leukemia (ALL
.(Relapsed / Refractory) narin IXx nTny

NINX N9NN2A 719'0%7 'ROT N7INN NN IN7NN 170N A
,Blinatumomab — |7n"? nivIIONN NIPINNNN TA72
'WN X7 WK n71Ina vynY Inotuzumab ozogamicin
TNKR 719'0 TN 7W *719'0 [1'0'1 TNK7 NN AN
JINIMKRD NIDSNNNN NNXA

NA7171IX2 NNNIN 7¥ DYAN 197 QWYY N9NNN NN A
.NI710nN2 NN IR
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Taltz Ixekizumab 1. Treatment of moderate to severe plaque psoriasis in :N7NN TNXN 7210 71NN X
adults who are candidates for systemic therapy. PASI x i1 now 7w 50%-7 7yn nowion n7nn .1
;50 2un
2. Taltz, alone or in combination with methotrexate, is ,019 17'72' 17X DNITK - D' Q12 NITR DAY .2
indicated for the treatment of active psoriatic arthritis in N™70120 TR ,0720 NIDY 0T NI MY 71D INIIY
adult patients who have responded inadequately to, or vl
who are intolerant to one or more disease-modifying 219'w X77 NIN9Y 0'™MV0'0 D™719'0 W 72t AZINN A
anti-rheumatic drug (DMARD) therapies. nRNWN 719'0n orro X7 PASI-a nino% 50% v
MHioron n7'nnY
245 3. Ankylosing spondylitis (radiographic axial (3 'on n'NN) n'Nn noom 72 avinn (2)(x)(1) Apoe %y MIvA A7INY ontnna
spondyloarthritis) ANXY MIVAWN 1I9'W X721 NINSY D*NVO'0 D719V Y
Taltz is indicated for the treatment of adult patients “919'0n NY'NNY AXIYAA 719'0n DI'0
with active ankylosing spondylitis who have 1Y NIXISI2 NN Y@ DYAN '9 29 NI 19NN A
responded inadequately to conventional therapy. qmi
246 4. Non-radiographic axial spondyloarthritis (4 'on n'unn) n'NN NOoOIN
Taltz is indicated for the treatment of adult patients
with active non-radiographic axial spondyloarthritis
with objective signs of inflammation as indicated by
elevated C-reactive protein (CRP) and/or magnetic
resonance imaging (MRI) who have responded
inadequately to nonsteroidal anti-inflammatory
drugs (NSAIDs).
247 Zeposia Ozanimod Treatment of adult patients with relapsing remitting YN 1'WON
multiple sclerosis (RRMS) with active disease as
defined by clinical or imaging features.
Ultomiris Ravulizumab 1. Treatment of adult patients with paroxysmal Paroxysmal nocturnal-a 719'0% [n1'n nonNnn .X

nocturnal haemoglobinuria (PNH):

« in patients with haemolysis with clinical symptom(s)
indicative of high disease activity

« in patients who are clinically stable after having been
treated with eculizumab for at least the past 6 months.

:N7RN TNXR 7V navn n7in2 hemoglobinuria
NIk 0T NN 12 7w ndAx) o1 rnvain A
;(Mwy

MW7 0T niM 12-n NINS 9w N7 ppran N7 .2
7NN TNXR 7Y Nwn

IM70n7 Jvza DYNDoNn 'INNNN VKN 210 N
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248 2. Treatment of patients with a body weight of 10 kg (2 'on n'nn) Ntnn noom ORI .,].5) n'nw;'wn T Ao 7310 A
or above with atypical haemolytic uremic syndrome (N 1/9"n 30-7 nnnn
(aHUS) who are complement inhibitor treatment- N 7An
naive or have received eculizumab for at least 3
months and have evidence of response to .Eculizumab oy ai7'wa nan X7 nennn A
eculizumab.
NNNIM 7¥ 0WIN '97 NUY" NNIMKN N9NNN [N .2
.nazionna
249 Skyrizi Risankizumab SKYRIZI is indicated for the treatment of moderate nMaon7 DkNNA 702 N7'70N - WTN 'wWON
to severe plaque psoriasis in adults who are DINXK D217 DY'WON 7Y 702 n77DNN
candidates for systemic therapy. IT N'INNY?
250 Enspryng Sartralizumab As monotherapy or in combination with YN 1'WON
immunosuppressive therapy (IST) for the treatment
of neuromyelitis optica spectrum disorders
(NMOSD) in adult and adolescent patients from 12
years of age who are anti-aquaporin-4 IgG (AQP4-
IgG) seropositive.
251 Mayzent Siponimod Treatment of relapsing forms of multiple sclerosis 112y - 702 n77500 nMaon nanan nxan MY "
(MS), to include relapsing-remitting disease, and secondary progressive multiple sclerosis
active secondary progressive disease, in adults. (SPMS)
N8N TNX D"PNNAI NXI9) YNV 7 (relapsing) Niropnin NNIXA 719'07 012A1ANY7 N'9INNIND NN NIAKD N9NNN X
7NN TRR 7V DN D*7IN2 NINSY MW qwn7 0TI 719'02 17w WNR7 7' v 17 .1
.0I"2ITA2 NYTRN YN TNR Va1 NindY Ix T2-2 0'ya1 9 19xa1 MRI np'1aal oTign 719'0n NNN NINNKD NIWN 17002 NINSY7 TNR 9N 1IN .X
2219'00 N7'NNY7 MNTRY NIW7 0N 1'WONA 719'0N DY INIF 7172 IR DY NIWA DOPNNN V'Y WX D'7IN .2
on1 MRI 'k¥nna T2-2 0'yana N7y IX DIMY7ITA2 NYTRD D2IWN TAR YA NINSYZIEL,NNK NIWA NIY IR D'97NN 2-1 NI'9INAN NI 17NN DY D™7IN2 IUR 17D .2
.0mTi7 MRI 'xynn%
JwUnn NX NNWORNA X7 790nn 9NN Ny 17 WX Glatiramer acetate-a |01 Interferon beta -1 |n 0TI 719'0n AXXIND NIYR 'XI7 NIYOIN INN'S WX 071N .3
19'0n
:N7NN TNX D"PNNA 7091' N9INNA 719'0N .2
X219'00 N7'NNY7 MNTRY MW7 0N 1'WONA 719'0N NV NI 71T NIYWA 09NN Y'Y WX 0N L1
.Mwa n7unl 0'9PNN AW 1IN 719'00 NNNY YWX 071N .2
N Hun FNSS nu nittina nwraumn FNQKS iah nimine 1 A Hu abne abnna Aaannnn ava nnan nibin. R
252 llumya Tildrakizumab Treatment of adults with moderate to severe plaque nNa0n7 DRNNA 702 07700 - TN 1'WON
psoriasis who are candidates for systemic therapy. DINX D271 D'WON 7Y 701 NN
IT NIMNY
Kineret Anakinra 1. Kineret is indicated for the treatment of the signs and CAPS ninmomna o'i7n n'7ina 719'0% [N1'n noNNn

symptoms of rheumatoid arthritis in combination with
Methotrexate, in patients with an inadeaud¥@¥deBanaser
to Methotrexate alone.

105 Ymn 72 Tiny
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2. Kineret is indicated in adults, adolescents, children IN DRI7I0NIKN IX NP DI7R0'K7 AXOINN
and infants aged 8 months and older with a body .07 n71vnIRA

weight of 10 kg or above for the treatment of Cryopyrin-
Associated Periodic Syndromes (CAPS), including:

- Neonatal-Onset Multisystem Inflammatory Disease
(NOMID) /

Chronic Infantile Neurological, Cutaneous, Articular
Syndrome (CINCA)

- Muckle-Wells Syndrome (MWS)

- Familial Cold Autoinflammatory Syndrome (FCAS)

253 3. Familial Mediterranean Fever (FMF): FMF *2in 212y - (3 'on 2'umin) nYmn noom
Treatment of adult and pediatric patients with FMF D'9NNN 072101 |'¥'D7177'7 D'2'AN DI'RY
when colchicine is contraindicated, not tolerated or (¥TIna TR 9PNNN NI NNRA NN
does not provide an adequate response. Kineret NI720 'R DY 071N IX NN NNXIYAL
can be given as monotherapy or in combination ['¥7177
with colchicine.
llaris Canakinumab 1.Treatment of the following autoinflammatory periodic NN MIY "M

fever syndromes in adults, adolescents and children
aged 2 years and older:

Cryopyrin-Associated Periodic Syndromes (CAPS)
Cryopyrin-Associated Periodic Syndromes (CAPS) in
adults, adolescents and children aged 2 years and older
with body weight of 7.5 kg or above, including:

* Muckle-Wells Syndrome (MWS),

* Neonatal-Onset Multisystem Inflammatory Disease
(NOMID) / Chronic Infantile Neurological, Cutaneous,
Articular Syndrome (CINCA),

* Severe forms of Familial Cold Autoinflammatory
Syndrome (FCAS) / Familial Cold

Urticaria (FCU) presenting with signs and symptoms
beyond cold-induced urticarial skin rash.

2. Treatment of Tumour Necrosis Factor (TNF) receptor
Associated Periodic Syndrome (TRAPS).

3. Treatment of Hyperimmunoglobulin D Syndrome
(HIDS)/Mevalonate Kinase Deficiency (MKD).
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4.Treatment of Familial Mediterranean Fever (FMF) in
patients in whom colchicine is contraindicated, is not
tolerated, or does not provide an adequate response
despite the highest tolerable dose of colchicine.

llaris can be given as monotherapy or in combination
with colchicine.

5.Symptomatic treatment of adult patients with frequent
gouty arthritis attacks (at least 3 attacks in the previous
12 months) in whom non-steroidal anti-inflammatory
drugs (NSAIDs) and colchicine are contraindicated, are
not tolerated, or do not provide an adequate response,
and in whom repeated courses of corticosteroids are

254 6. Treatment of active Systemic Juvenile Idiopathic 172 2 9'wo - 702 n775nN N1aon nanTn
Arthritis (SJIA) in patients aged 4 years and older. UK 719'0
255 7. Treatment of active Still’s disease including adult- (7 'on n'unn) n'Nn noom

onset Still’s disease (AOSD) and systemic juvenile
idiopathic arthritis (SJIA) in patients aged 4 2
years and older who have responded inadequately
to previous therapy with non-steroidal anti-
inflammatory drugs (NSAIDs) and systemic
corticosteroids. llaris can be given as monotherapy
or in combination with methotrexate
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7NN TNR 72V N YUK D712 0TIR 719'0 n¥nw n'7ina (Familial Mediterranean Fever) n'nnoswn naip'n o NNz .2
TNRYD ,0'9I¥Y D'UTIN NYI7YWA D'9PNN NYITY NINSY niinL,(7'A7 DXNNA DI 2" 2-3- 2 [1'n YT 0T "Y'7 ) 7201 '2'A |1'n NN, |'D712 719'0 170na 1
.C reactive protein, erythrocyte sedimentation rate, serum amyloid A or total white blood cell count :n7 10 *TT02 N2V 7721 k9N *T* 2V TVIN NINDY DN

.NONK N2'0 N7 Kxnd K7W ,nnn'7 a"n 250-4

.D'T7' NRAI71I0NIRND IX NAZIVNAIRIA IX NRA7RA IN D97 NA71IM'RA NNNIM - X9N 7w DwIn? DxkNNA (N1 N9NNA 719'0N

.0'T'RkNVoN nnownn nivNNal (NSAIDs) o' 1'XNVO DI'RY NP7T Tl NNDWNN NIDINNA 719'0 X' INKYT [N 719'0n

D'T7' NAI710NIKD IX NAZIVNAIRIA IR NAN7RA IR N9 NAI70IMRA NNNIM X9N 7¢ 0N DXNNA (N1 N9NNA 719'0N
.((MKD)Mevalonate kinase deficiency )Mevalonate Kinase -1 qon /(HIDS)Hyperimmunoglobulin D Syndrome namon .n
.omxknvon nnownn Nivnnal (NSAIDS) 0 'kKNVO DI'RY NP7 T 1Al NNOWNAN NIDNNA 71910 'I¥' INKY7 N1 719'0n

N2 AnMiniNg

:N7RN DNPNA 719107 NN N9NNN

;(Cryopyrin associated periodic syndromes)CAPS nnmona 719107 .x

;NAI0NINN IX N7 N2I70M'R7 IR9INN NNNIM X9 7w DWIN? DXNNA N7INT [N 'WwDNN NN
.Tocilizumab-a o 719'0 Ix'w 021N systemic juvenile idiopathic arthritis-2 719007 .2

D77 NRAI71I0NIRY IR NAI7I0NIRIA NN X9 7¢ DYINY7 DXNNA N7IN7 [N 1'WONn

7un 7¥ NNM2 NWA NYaR (1270 Y9N NINdINA N7NAN 'OPNN |2 NNTIN NIR'TA2 NE?T T2 n'y .2
.N'091'11 NNdIN O'TITRI?'AY .3

(TRAPS)Tumour Necrosis Factor Receptor Associated Periodic Syndrome mninon .71

AN DNIZIININANLIN DNNYNOL N TNY2E ANZnmiNa annin ¥ain vl nenn Aa¥naN Imat aanna 2iomn

256

Arcalyst

Rilonacept

1. Treatment of Cryopyrin-Associated Periodic
Syndromes (CAPS), including Familial Cold
Autoinflammatory Syndrome (FCAS) and Muckle-Wells
Syndrome (MWS) in adults and children 12 and older.

2. Treatment of Familial Mediterranean Fever
resistant or intolerant to colchicine treatment.

(2 'on nunn) wTN Y'WON

257

Sylvant

Siltuximab

Treatment of adult patients with multicentric
Castleman’s disease (MCD) who are human
immunodeficiency virus (HIV) negative and human

herpesvirus-8 (HHV-8) negative.

YUTN Y'YON
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Actemra Tocilizumab 1. Actemra (tocilizumab), is indicated for reducing signs :N7RN DMPNA 719'07 NN N9NNN

and symptoms in adult patients with moderately to systemic juvenile idiopathic ailon o', N7 T X
severely active rheumatoid arthritis who had an 072100 N7ynil "MV DN IN7Y 0'oja arthritis
inadequate response to one or more DMARDs (Disease 219'0%7 NAIANN WK 7'WO 19n-21 n7Nn 7N
Modifying Anti-Rheumatic Drugs) or TNF antagonists or IX ,Njoon nn'n X7 DMARDs-n nnownn nisnna
in whom DMARDSs cannot be used. Actemra can be ;IMKRD 719'0 72777 0'7210n DIRY
used alone or in combination with methotrexate or other .Juvenile idiopathic polyarthritis aion ' 71 .2
DMARDs. Ixnw 0'71n2 Methotrexate oy a17'wa mat 719'on
Actemra has been shown to reduce the rate of ;N9 nnmd Methotrexate-a 71910
progression of joint damage as measured by X-ray and 01'YONY7 NAANN TWKD NFT'RIVAINY 0'VUINIX .2
to improve physical function when given in combination 257 qi922 ,njroon n1'k DMARDs-n nnswnn
with mathntravata _ ‘AYNN D'NINN

258 2. Actemra is indicated for the treatment of active n1on - (X 9'wo) 702 N7'75nn Naon NN

systemic juvenile idiopathic arthritis in patients 2
years of age and older.

NIDNNA 719'07 NaNN WXRO" N72ann
IX ,njoon nn'n X7 DMARDs-n nnswnn
"Anxo 719'0 72177 072100 D1'Y

3. Actemra in combination with methotrexate (MTX) is
indicated for the treatment of juvenile idiopathic
polyarthritis (rheumatoid factor positive or negative and
extended oligoarthritis) in patients 2 years of age and
older, who have responded inadequately to previous
therapy with MTX.

Actemra can be given as monotherapy in case of
intolerance to MTX or where continued treatment with
MTX is inannranriate

4. Actemra in combination with methotrexate (MTX) in
indicated for the treatment of severe, active and
progressive rheumatoid arthritis (RA) in adults not
previously treated with MTX.

RA-Rheumatoid) o719 ny'777 nity nnvj .1

17X NN nwi?wa nkvannn n7'we (Arthritis

D19 NYAIXRA (NIN'D11 2RI 7710) N7 T n'7Nn X
N

miynwn [91x2 nnnnn 0NN CRP Ik 0T ny'jpw 2
;("7INN 7127 DkNn2)

D'19N 7w a0 Mi7'¥a RA-7 oMok 0w .2
;DWIAN

ITI79N2 N'NIYAYA 072202 NYTAMN NFTIPON NYao . T
.NTIWA MI7'yo11 071NN Y mimiern

-N NNBWNY? NI>*'YUN NI9SNNA 719'0N 'I¥'N INKYT .2
.DMARDs-n nnown? nin*wn nionnal NSAIDs
ANX7 N7 NN 1TYND 719'00 XA YA N7 v
-N NNOYNN NIMP7T '0IX NIDNNA [IUKRD 17 719'0

-N NNownn NiN9? nionn 3-1 1w 17 719101 NSAIDs
0'wTIN 3 Ywna ,uxovInn [N nnxw DMARDs
IN9Y7 D'

.NA710NIXI2 NNNIA KON TIY'RA N1 719'00 .3

IX Giant cell arteritis aion D'y NP7 719'0 .7
n'MTN 'wy¥nxa minaiknn Takayasu’s arteritis
SI¥P19 IR 191N

X9N 7v nwOn '© 7y Yy NDNNA 719'0N N7'NN
.N1AI710NIK02 NNNIN
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259

260

Stelara Ustekinumab

1. Plaque Poriasis

STELARA is indicated for the treatment of moderate to
severe plaque psoriasis in adult patients (18 years or
older) who have failed to, or have contraindication to or
who are intolerant to other systemic therapies including
ciclosporin, methotrexate or psoralen plus U.V (PUVA).

2. Pediatric plaque psoriasis:

STELARA is indicated for the treatment of moderate to
severe plaque psoriasis in adolescent patients from the
age of 12 years and older, who are inadequately
controlled by, or are intolerant to, other systemic

3. Psoriatic Arthritis

Stelara, alone or in combination with MTX, is indicated
for the treatment of active psoriatic arthritis in adult
patients when the response to previous non-biological
disease-modifying anti-rheumatic drug (DMARD)

4. Crohn’s Disease:

STELARA is indicated for the treatment of adult
patients with moderately to severely active Crohn’s
disease who have had an inadequate response with,
lost response to, or were intolerant to either
conventional therapy or a TNFa antagonist or have
medical contraindications to such therapies.

DIPN1 - (2 9'wo) 702 n775nn NNaon NN

NIN97 NNX N9NN2A DTIR 719'0 Nx'MY n7INa"
x1' "Vedolizumab ix anti TNF-n nnownn

IX 21711 K7 719'0 - DTIR 719'0 Ix'nw 0'71N2"

"a17m 719'0

5. Ulcerative colitis

STELARA is indicated for the treatment of adult
patients with moderately to severely active
ulcerative colitis who have had an inadequate
response with, lost response to, or were intolerant
to either conventional therapy or a biologic or have
medical contraindications to such therapies.

(5 'on n'uNN) NN NLoIN

:N7RN DNPNA 719107 N1 NDNNA 719'0N

:N7RN D'RINN 7D D"PNNA 0'TRMI0D .X

:N7XN TNXN 7210 7NN .1

PASI ix qia now 7w 50%-7 2yn nowion n7nn .X
;50 7un

,019 172! 178 DNITN - D'YAN 912 NITRA D'V A
N"70720 TR ,D"720 NIDD 0T NID Y 719 IRIX
AwnI

119'W X721 NINSY7 0"NVO'0 D'™719'V 1YW 727 n7INN .2
NN 719'0n niro Wnx? PASI-a nins? 50% v
QImKN 7y MIvn n7In7 on'nna ;719'0n N7'NNY
0'719'0 1w 7217 071NN - (2)(X) Nwn Npooa

19'0N DI'0 TNKY7 'MIYNYN 119'W X721 NINDY D''NVO'0
;219'00 N7'NNY ARNYN2

nNNnin x9N 7w own ' 7y NN n9snnn .3
.N7IonTM

AYKRD NATPNALN7'YD N'OXRNICY D90 NP7 T A
m1'x DMARDs-n nnswnn DM'wdon'? naiann
.Nj7oon

NYZ TV N1 NN DT [DNE N7NN2a 71910 A
NNOwnn NIN97 NNX N9INNA 0TI 719'0 N¥MY n7INa
.Vedolizumab ix anti TNF-n
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Lenalidomide- |Lenalidomide Multiple myeloma :N7RN DN 719107 NI NIIMKRD N9NNN LK
Teva 1. Maintenance treatment of adult patients with newly NN TN DUPNNAL XIS ANITND .1
diagnosed multiple myeloma (MM) who have n7nwnY? Tayin 1'R1N7NNY 719'0 727 DIOW 271N X
undergone autologous stem cell transplantation -Dxy NN
2. Treatment of previously untreated multiple myeloma oy 117'wa Ik Dexamethasone ny a17'wa |mat 719'0n
in adult patients who are not eligible for transplant .Bortezomib-1 Dexamethasone
N7NYN INXK7 WTN NN NRTAK 719'0d N'9ONNnm .2
261 3. In combination with dexamethasone is indicated IR 1772 - (3 'on n'IMN) NYIMN N90IN .0xyY Nn
for the treatment of adult patients with multiple DXy NN N7NWNY D' Tyinn 0'72In% 219'0 1j7 'I¥'0 INK7 N1IWI IX DTNAY INNNY 27N .2
myeloma (MM). Ix BORTEZOMIB - n"awnn TnX 79w TNX
4. In combination with dexamethasone is indicated for T21 NN ANt 7Y D ox X7, THALIDOMIDE
the treatment of multiple myeloma patients who have .DNINKRN D'719'0NN TNXY?
received at least one prior therapy N7IN2 709" Y'WONQ 719'0N IT D709 IMKRN X 7Y
5. Myelodysplastic Syndromes :N7NN TR 7Y NN
patients with transfusion-dependent anemia due to low- 219'0 MIThN 1Y NXR7 NNTPNN IN7NnY n'7Ina .1
or intermediate-1-risk myelodysplastic syndromes .0"'7N 719'0 MITNN NYQIX IR D'R'M
(MDS) associated with a deletion 5q cytogenetic S219'07 nIwpR 'R NIYOIN NN'oY NN .2
abnormality with or without additional cytogenetic -1 7910 DY N7INT N1 'WON2 719'VN
abnormalities. T N7 Lenalidomide
262 Mantle cell lymphoma (6 'on numMA) AINN NooM IX low "IN NN1a N'VOY90 TI7X'N NANON .2
6.Treatment of adult patients with relapsed and/or deletion a1on n'oia0'¥ nYI9N Dy intermediate-1
refractory mantle cell lymphoma (MCL). .5q
263 Follicular lymphoma (7 'on nuna) nnn noon
7. Lenalidomide in combination with a rituximab nNNIN 7¢ DYIN 197 YY" NINKA N9INNA NN .2
product, is indicated for the treatment of adult -Na7Inna
patients with previously treated follicular lymphoma
(FL).
264 Marginal zone lymphoma (8 'on n'unn) n'unin noon
8. Lenalidomide in combination with a rituximab
product is indicated for the treatment of adult
patients with previously treated marginal zone
lymphoma (MZL).
265 Imnovid Pomalidomide 1. In combination with dexamethasone is indicated in 2 9o N'nn - 702 n77OnN Naon nann NXI91 NAI7RMA 719'07 NN NMKN 9NN .1
the treatment of adult patients with relapsed and N9N2 719'07 NINOT 7W N72ann NX 'onY) :N7R 7D Dvpnnal
refractory multiple myeloma who have received at least '25)(Carfilzomib, Pomalidomide |an nnx I¥'D INK7 NV IR NT'RY IN7NNY D710 719107 .X
two prior treatment regimens, including both (Q71un 719102 "arrm X7 TIY ,Thalidomide, Bortezomib — n'zxn TnX 731 719'0
lenalidomide and bortezomib, and have demonstrated TNN7 T21 DI AN N7INY7 D oX X7 ,Lenalidomide
disease progression on the last therapy. Provi A ) .DINKN 0'719'0NN
rovided as a service by:"T* 7y nN'wd wamn
NNX N9NNIY 219117 'N¥OT AZIND AL INYoNn V70N
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266 2. Imnovid in combination with bortezomib and (2 'on n'unn) n'Nn noon — 9% TioTI9NA n,g,m}m nn
dexamethasone is indicated in the treatment of AWK NN vynY NxT,Carfilzomib, Pomalidomide
adult patients with multiple myeloma who have MITNN 2 YW '919'0 [I'01 INXKY I'701M N2AT A'Wn K9
received at least one prior treatment regimen NI9NNAN NNRA 21910
including lenalidomide nnat 87 Carfilzomib, Pomalidomide nionnn .a
.NMYUN DY NNX 217'w2
nNNIn 7w DwAn '9% nYYT NIMKN 19NN [hn .2
.N1AI710NN2 NNNIN KON IX NI
Botox Botulinum toxin Neurologic disorders: NN NIrfIMNY N1t nonna 719'on
1. Focal spasticity associated with dynamic equinus quoyN N'IY 7¢ N'0NIVON'O NN K
foot deformity due to spasticity in paediatric cerebral 2yn o'71ma VI avy 7w nivaon ix (Blepharospasm)
palsy patients two years of age or older. A2
2. Focal spasticity of the wrist and hand in adult post N7 DTN NY'A9A1 09N N'YNN 7W Niya 719'0 A
stroke patients Jii7*n o1 (associated focal dystonia) nwn nnna
267 3. Focal spasticity of the ankle in adult post stroke (3 'on n'unn) n'Nn noon n72uni 12 72an 07102 0'7'1O
patients, 6 months post stroke NNN2 NARIX NYA9 79 0'NONNI DIN'ON NNNON A
4. Blepharospasm or VII nerve disorders in patients .0maiana (cervical dystonia) nwn
over 12 years, hemifacial spasm and associated focal NI'OD0N NYIANN 720N 2 7Y N'YNI9TA 719'0 . T
dystonias as well as the correction of strabismus in .N7yn1 D"MIY 720 'nim In'wn 071100 017
patients 12 vears of age and above. ,'NIN YaWN Nyann NI‘7yn N9 N'7KRPIO NI'00S0 .0
5. Reduction of the signs and symptoms of Cervical YR Y DUpnnAl
dystonia (spasmodic torticollis) in adults. AWK T DY NI'VOD0 DY NWR Yaw INKY? 0*71na .1
268 6. Symptom relief in adults fulfilling criteria for (6 'on n'NN) N'UNN NLOIN A'9INI'0'D IX MID 71910 MNN NNSNIWA NN
chronic migraine (headaches on 215 days per W NNN US'W INDINY D7INY [N 719100 Jwnin .2
month of which at least 8 days with migraine) in A'WONA DIYWXAN D190
patients who have responded inadequately or are ny N'NIS7Y oy 071N Ny |Nna nUMY N 7190 .
intolerant of prophylactic migraine medications . DTV VINA IRIXY NNNNA DAY Y129 Y YV NN
.NXID1 NWI0 Vi1 7V IR
Bladder disorders:
269 7. Management of overactive bladder with (7 'on n'unin) n'unin nooin

symptoms of urinary incontinence, urgency and
frequency in adult patients who have an inadequate
response to, or are intolerant of, anticholinergic
medication.

8. Urinary incontinence in adults with neurogenic
detrusor overactivity resulting from neurogenic bladder
due to stable sub-cervical spinal cord injury, or multiple

sclerosis. Provided as a serv
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9. Management of primary axillary hyperhidrosis in
patients who failed other medical symptomatic
treatment.

10. In adult patients aged 65 years or less, Botulinum
toxin is indicated for the temporary improvement in the
appearance of:

a. moderate to severe vertical lines between the
eyebrows seen at maximum frown (glabellar lines).

b. moderate to severe lateral canthal lines (crow’s feet
lines) seen at maximum smile, when the severity of
these lines has an important psychological impact for
the patient

c. moderate to severe crow’s feet lines seen at
maximum smile, when the severity of these lines has an
important psychological impact for the patient, and
glabellar lines seen at maximum frown when treated
simultaneously

105 imn 80 TNy
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Dysport Botulinum toxin 1. symptomatic treatment of focal spasticity of: N7RD NIrINNY N1t n9nna 719'on
a. Upper limbs in adults due to stroke or traumatic brain QUoOYN N'IY 7¥ N'UNIVON'O NN X
injury. 7vn n'72ina VIl axy 7w nivaon Ix (Blepharospasm)
270 b. Lower limbs in adults affecting the ankle joint (1b 'on n'nn) nMn nooimn A2
due to stroke or traumatic brain injury (TBI) N'171 NFTRIA NY*A9A1 019N N'YNN 7w Ny 719'0 .
c. Dynamic equinus foot deformity in ambulant jii7*n D1 (associated focal dystonia) oy wn nnna
paediatric cerebral palsy patients, two years of age or n7yni 12 7an 02102 0'2'19
older NNN2 NAIRIX NY'A9 7¢ D'MONNI D'IN'0N NNNON .2
2. Symptomatic treatment of spasmodic torticollis .0MaInN (cervica| dystonia) halel7h)
3. Symptomatic treatment of blepharospasm NI'VOSON NYANN 210 92 7w N'¥NI9TA 719'0 . T
4. Symptomatic treatment of hemifacial spasm .N7uni 0"MIY 720 'Nin 7In'wn 0'7aion oY
5. Symptomatic treatment of persistent severe primary ,'NIN Yawn Nwann Narvyn noa NYIRpI9 NIFKo90 N
hyperhidrosis of the axillae, which interferes with the R 7 0PNl
activities of daily living and is resistant to topical AWUKX T NYR NI'VOS0 DY NW7 Yaw 1NX? 0*7ina .1
treatment OO IX MID 719'0 NNN NNONWN NI
6. Temporary improvement in the appearance of QW NN 19w INDINY D7IN7 A 219t0n qwnn .2
moderate to severe: 2'WONA DIYWKIN 0719100
-Glabellar lines (vertical lines between the eyebrows) MY NINISYY DY D9IN MY [N NOYY N2 91910 1
seen at frown NNTY VIN2 IXIX? NN N2'Y' Y29 VP 7Y NN
and/or X191 W0 Vi1 W IN
-Lateral canthal lines (crow’s feet lines) seen at
maximum smile
in adult patients under 65 years, when the severity of
these lines has an important psychological impact on
tha natiant
271 Xgeva Denosumab 1. Prevention of skeletal related events 795 7 - 702 077500 Naon nann NIRN DNPNA 719'07 NN NNMKD NONNN
(pathological fracture, radiation to bone, spinal cord N10N) NINXYA NINNAN 072100 071NN ;'MNINA NINY [VI0 71N NiNXYa NN .1
compression or surgery to bone) in adults with TIPON2 ny2on 0721100 0710 w" n7aann ,Densoumab niosnnnn nnxa 719'0 n7INN 72y
multiple myeloma and in adults with bone 22777 onn nyamw (eGFR < 30) m»'7dn ,NINKRN N9INN2 719'0 7357 X7 — Zoledronic acid
metastases from solid tumours ("Zoledronic acid-a 719'0 MO0 TIPONA Nyo Dy 071N vyn7 ,IT N7NNY?
272 DWN'R YN - (2 'on 2INn) NN D90 :Zoledronic acid-1 719'0 Y2 nnn nyvamn
N¥I91 NNI7R™M 7IN] DM 0'71N2 VYN7) D T710 D'7IT'AN NINXY NN .2
273 D'VIN'R YN - (2 'on Nfmn) 2NN N90IN

N'M'7D NYRA9 DY NXI9 NNI7RM 71N DA
.(CrCl < 60)

2. Treatment of adult and skeletally mature adolescents
with giant cell tumor of bone that is unresectable or
where surgical resection is likely to result in severe
morbidity.

TIPON2 Ny'aon n'7a10n 071N 1y (1 njFod 7y ntavn
-1 719'0 727 onn nyamv (eGFR < 30) 'm0
;Zoledronic acid
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274 Translarna Ataluren Treatment of Duchenne muscular dystrophy YTN 1'WON
resulting from a nonsense mutation in the
dystrophin gene, in ambulatory patients aged 2
years and older.
Efficacy has not been demonstrated in non-
ambulatory patients.
The presence of a nonsense mutation in the
dystrophin gene should be determined by genetic
testing.
275 Exondys 51  Eteplirsen Treatment of Duchenne muscular dystrophy (DMD) wUTN V1'WON
in patients who have a confirmed mutation of the
DMD gene that is amenable to exon 51 skipping.
276 Evrysdi Risdiplam Treatment of spinal muscular atrophy (SMA) in wUTN 1'YON
pediatric and adult patients
277 Lemtrada Alemtuzumab Treatment of relapsing multiple sclerosis 202 n77Dnn naon Ny Jwr 1zn 7t CIS iy ni77on nisnn xnart
Mavenclad Cladribine ,Betaferon, Rebif, Avonex nioinna niay :N7RN DNPNA 719107 NN NIIMKD N9NNN LK
Tecfidera Dimethyl fumarate _Mavenclad, Lemtrada, Gilenya 7NN D'NINN 75 DUPNNAL,NNI9I NWN0 L1
Gilenya, Fingolimod :copaxone, Aubgio, Tecfidera N2'01 210N NXI91 NYIVN 72100 |NAIKA N7INN - .X
Fingolimod 021MvIPA ' ) MS Yw N nanax 1 ;1271 (relapsing remitting) naen
generic n7nn oy (MCDONALD nw 7y n'wTnn clinically) n2Tam na'7 ninax nina nnn? .2
Avonex Interferon beta 1a CIS ix (n'7vo SPMS ix RRMS) n'7'vo | laboratory nTayn njz'122 ndonnan nnax Ix (definite
Rebif Interferon beta 1a N TNRD VTN N7'Y n'7Nn .2 ;((supported definite
Betaferon Interferon beta 1b 2 IX NINNKN MY TNR 7NN NINSY .X nYIAR NDMNYT PIRT IR NYIN WD 52 07Inn 2
Tysabri Natalizumab NNNNX D"NIYA 09NN ;((EDSS<5.5 ni oy
Ocrevus Ocrelizumab IN D'wTn D' 3 NiN9Y? :MRI-A npnaT .2 n7Nnn Y nINp'7nnn niNs? n'mys 710 n7INN . T
Mayzent Siponimod 721yN TNR YA NINSY IX 2T-2 nxannn ;719'00 N7'NNY INTPY D' Mva
Aubagio, Teriflunomide MRI np'Tan mw ma 01" 2ma NN NP7Nn 70 7w owan '97 nYyt N9NNN NN .0
Teriflunomide nnTp 7220 X9NN IX 120 ,112'Y 0'7IN N2 NN
generic -1 INX DT 79 NINNRD NIYWA DINTPnn A Y DNINA NP7nnn Y 'RNRD

wwn IN noni 5.0 7w EDSS nian1a EDSS
5.0 7yn 7w EDSS nixxm nmin

nNTan? oxnna MS-7 o'xnn MRI .3
T2 9w ' IMoupa

N9NN 0y 217'w X77 ,0'9Nnimd [Nt 7219'on
.MS-7 nanx

Glatiramer - nioNNN NNt 12 N7IN7 AN XY L
,acetate, Interferon beta, Dimethyl fumarate
.Teriflunomide
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.,TYSABRI, OCREVUS nioinnn niay
MAYZENT

N¥I9) YAV 7w niropnn nNix .1

Ix RRMS) n'7'vo n¥i191 nwava aw > .2
DT 719'0 ¥ 17w nX (n7'vo SPMS
N7'vo N7Nn 7¥ D1IMVNR? DRNN2 MY M2
n7un?

1Y INWIO N7Nn DY DY7IN2 WX 17D .3
MIYNYUN QNN IX NINNKD NIY2 0'97NN
nnnn I ,MRIa nwTh ni'val TNX
EDSSa nino7 nnx nanT 7w n'miynwn
¥vn 7w IX (5.0 Tv EDSS-2) nmainnxn mwa
,(5.0 7yn 719'0n N''nna EDSS-1) nanT
CIS-a ix ,MRIa ni?'yo 7w n'n'o oy TN
IX D77 D"VOIAND D'NNIA 3 NINSY? DY
.o MM

N7'NNNn MW INXY7 7091' N9NNA n7IN 719'0N T
:N7NN TNX D"PNNA N2 719'0N
719'00 *T> )N NTANN NYANN 0 RN 7NN .1
;N9NN2A 719'0N X Wi
D'T'RNVOA 719'0 7w NNTO WITW 727 n7Inn .2
719'0n 7y ,n7Nnn NINPYNN w2 MWN NNIK 170na
2INKd N9NN2
D0'1'7j7 D'IN'0 NYOIN - "NINZ7NN" 1T NPOY |"yY7
24 ndwnin ,N2va I'NY DIN'0 7Y NNnNn IX D'YTN
NI9'Y INX NIA'Y' NOIZN INKY7I,DIN K77 ,NINDY NIYY
nino7? o'n' 30 Ndwniv nan'od

1707) IURD 2'01IRMT YIIND DINY D7IN2 .2
CIS (  Clinically — n¥191 nw107 Twnn (9pnn
17X 22 '2v i (Isolated Syndrome
N8N TNX X
;T2-2 N Ik 0'wa nywn Ixxnl MRI nz'Taa 1
NITRN N2 TR Va1 NiN9Y%? X¥n1 MRI npz'maa .2
.01M"71ma
‘D'KANN TR .2
— NIMIvIn Ni7'on 17NN 9NN 7210 n7inn .1
;(Efferent) ni'7mnro Ik nimanx
;NYR Qpninn 7210 n'72inn .2
;QPNNNN NPT IR NP0 An7nn nn n72inn .3
I2RP19 '07m qpnn nnn n7inn 4

9NN 7wa a0 ptm 7200 n7ainn L5

CIS -2 719'0%7 N7 nirnan , 1191 TN L 10019
nNo017 1 9'wo2a NI'nnn N¥ISI NYILV7 NRNIYA NIDNN2
.(MXM2N MY 702 NIDINN) Md70N NIKNA NIVA 17
A 17'R, NIIYA NI9INNYT 0N 'IX' N7R NI'NIN NN20N2
NNX 721 719'0%7 N7 0MA'RNN LI¥D 009NN DAYAN
, CIS -2 %719'0n M1 , 791 111N DONID K7 T 7D N
IX I'RID9T NIND0Q NN 01D 'RI9T NYT 7'y 09
22"INN IX YIRDN ,NTYINNA N'RI9 D00
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278 Neurontin, Gabapentin N'097'9X2 719'0. DA NN NNWOKX - 701 177500 NNA0N NANN| 1'R N7INN DX 71 ,N'097'9X] 719'07 [NI'N NONNN .X
Gabapentin IURI 172 12D ,NINK N'UO7'OX 'UINX NONNA 7190 T 7V [TINN
generic ,Carbamazepine, Valproic acid, Phenytoin
Vimpat, Lacosamide Primidone
Lacosamide nNNM X9N 7¥ YN '97 nwyr nsnnn nn .2
generic NN
Lamictal, Lamotrigine
Lamotrgine :Lacosamide 147
generic 219'0N M¥M INKRY7 ,N'097'9X] 719'0% [N1'M NONNN X
Keppra, Levetiracetam NIN97 NINTIR NI'VD7'OKX 'VIX NIDINN WITWA
Levetiracetam AN IR NIDSNN MY NT2 12 N7IN7 nN1' X7 A
genetic ,Brivaracetam, Lacosamide — n’xn nisnnnn
Trileptin, Oxcarbazepine .Perampanel, Retigabine
Oxcarbazepin nNNNIN X9N 7¥ DYIN '9 7V nYy" N9NNN (NN .a
e generic NN
Topamax, Topiramate
Topiramate

279 Briviact Brivaracetam n'o97'oNa 719'0|  N72an0 NNOoN - 702 N775NN NIAON NANTN| 719'0N 'IX'A INKY? ,N'097'9X] 719107 IN1'N N9INNN X
Vimpat, Lacosamide "W 172 NI9NN 217'Y NyaNn NIN97 NINTIR NI'VD7'OKX 'VIX NIDINN YITYWA
Lacosamide AN IR NIDNN MY T2 12 N7IN7 nN1e X7 A
generic ,Brivaracetam, Lacosamide — n’xn nisnnnn
Fycompa Perampanel .Perampanel, Retigabine
Trobalt Retigabine nNNM X9N 7¥ 0YAN 'S 2V nWYy' N9NNN NN .2

.n7nmnma
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281 Sativex Cannabis sativa extracts |1. As add-on treatment, for symptom relief in (1'on nunn) wTn 'wdN
patients with moderate to severe spasticity due to
multiple sclerosis (MS) who have not responded
adequately to other medication and who
demonstrate at least 20 % improvement in
spasticity related symptoms during a four week trial
of therapy.
282 2.As adjunctive treatment for the symptomatic (2 'on n'unn) wTN 1'WON
relief of neuropathic pain in multiple sclerosis in
adults.
3. May be useful as adjunctive analgesic treatment in
adult patients with advanced cancer who experience
moderate to severe pain during the highest tolerated
dose of strong opioid therapy for persistent background
pain.
283 Aimovig Erenumab Prophylaxis of migraine in adults who have at least wTN 1'YON
284 4 migraine days per month when initiating MY 17U INKT? N1NAM NYIN7 - YN 1'WON
treatment with Aimovig N7Yn7 DY 0NN NIATIR NIFMY'IN NIDNN
m' 8 NiN97 nnn ,wTINA WX AXd M 15-n
n1am
285 Ajovy Fremanezumab Prophylaxis of migraine in adults who have at least NNIYIN N'INNY7 DXNNA - UTN V'WON
286 4 migraine days per month. MY 17U INKT? N1NAM NYIN7 - YN 1'WON
N7Yn7 DY 0NN NINTIR NIFMY'IN NIDNN
m' 8 NiN97 nnn ,wTINA WX AXd M 15-n
n1am
287 Emgality Galcanezumab 1. Prophylaxis of migraine in adults who gave at N'INN? kN1 - (1 'on N'INN) TN 'WON
least 4 migraine days per month nnivan
288 nam nyan? - (1'on nnn) ¥n 'won
NINTIRZ NIFMYIN NIDNN MY 17U INKY?
WX 2Xd ' 15-n n7yn7 oy nManna
n1Mam ' 8 niNdY? nnn wTINA
289 2. Treatment of episodic cluster headache in adults (2 'on n'unn) wTN 1'WON
290 Nurtec ODT |Rimegepant Acute treatment of migraine with or without aura in NNIYIN N'INNY7 DXNNA - UTN V'WON
291 adults. N17aM '9PNNA 'OIEK 719'0D - YTN 1'WON

NIDSNN2 WIN'W7 N'¥7'TI'RI0V1IZ DY 071N
DI'RY IX (triptans) nvevVN NNoYwnn
NX 71207 D'™713' DI'X IX 17X NIDINNY D2AN

Provided as a serv

ice by:' 1 2y nn'wd wam 107 'XI70 NIVOIN
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292 Briviact Brivaracetam Briviact is indicated as adjunctive therapy in the WY 719'0 170 - 702 N775NN NNaon Nandn 719'00 X' INKY ,N'097'9X1 719107 IN1'N N9NNN X

treatment of partial onset seizures with or without
secondary generalisation in adults, adolescents and
children from 4 years of age with epilepsy.

NIN97 NINTIR NI'V97'9X 'VIX NIDINN YIWA
AN IR NIDNN MY T2 12 N7IN7 nN1* X7 A
,Brivaracetam, Lacosamide — n’xn nisnnnn
.Perampanel, Retigabine

nNNM X9N 7¥ oY ' 2y Ny 9NN |Nn .2
.n7nmnma
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293 Epidiolex Cannabidiol 1. Adjunctive therapy of seizures associated with (1'on nunn) wTN 'wdN
Lennox-Gastaut syndrome in patients 2 years of age
and older.
294 2. Adjunctive therapy of seizures associated with (2 'on nnn) wTN 'WON
Dravet syndrome in patients 2 years of age and
older.
295 3. Adjunctive therapy of seizures associated with (2 'on nunn) wTN 'WON
tuberous sclerosis complex (TSC) in patients 1 year
of age and older.
296 Vimpat Lacosamide Vimpat is indicated as monotherapy and adjunctive 17 TN - 702 n77500 NMaon nandn| 719'00 X' INKY ,N'097'9X1 719107 IN1'N N9NNN X
therapy in the treatment of partial-onset seizures WY IR W 1 719'0n NIN97 NINTIR NI'VD7'OKX 'VIX NIDINN WITYWA
with or without secondary generalisation in adults, AN IR NIDNN MY NT2 2 27IN7 NNt X7 .2
adolescents and children from 4 years of age with ,Brivaracetam, Lacosamide — n7xn nisnnnn
epilepsy. .Perampanel, Retigabine
NNNIN X9N ¢ DWIN '9 7V NWY" N9NNN NN .2
.N117Nm
297 Fycompa Perampanel 1. Adjunctive treatment of partial-onset seizures with or 17 MNTEn - 702 n77500 NNaon nandn| 719'00 X' INKY ,N'097'9X1 719107 IN1'N N9NNN X
without secondarily generalised seizures in patients WY IR W 1 719'0n NIN97 NINTIR NI'VD7'OKX 'VIX NIDINN WITYWA
with epilepsy aged 4 years of age and older. AN IR NIDSNN MY N2 12 N7IN7 nN1' X7 A
,RETIGABINE, LACOSAMIDE — n’xn nisnnnn
2. Adjunctive treatment of primary generalized tonic- .PERAMPANEL
clonic seizures in patients with epilepsy aged 12 years NNNIM X9N 7 DWAN ' 2V WY N9NNN NN .2
and older with idiopathic generalised epilepsy. nalnm
Lyrica Pregabalin 1. Treatment of peripheral and central neuropathic pain DXNNA IYXA' 'MSN AR 719'07 NIDNNA WIN'WN
in adults. 2V AT ™ NDTYNAN NIYIXZAN NINYEN Dirnang
298 2. Management of Fibromyalgia. (2 'on n'nn) N'INN NoOIM .N7NN2 719'0N DINNA "1DTYN YTNAN '
299 3. Treatment of generalized anxiety disorder (GAD) (3 'on n'nn) N'NN NooIM NXMAN 'S 72V NYYM 17X NIDNNA 719'00 N7NNn
in adults IX AN NNNIM X9N 7w DWIN ' 7V IN ARD NIX9 N
Rexulti Brexpiprazole 1. Indicated in adults as adjunctive therapy to
antidepressants for the treatment of major depressive
disorder (MDD)
300 2. Indicated in adults for the treatment of N'INNY DRNN2 - (2 'on N'INN) WTN 'WON
schizophrenia nypiann
301 AWK 0'7IN 1Y - (2 'on N'YINN) WTN 2'WON

NTIT'ONA IX 1WA aripiprazole-a 17910
219'0'7 'X1I'7 NIWYOIN INN'D1,N'NJAN
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302 DN 071N 1w - (2 'on AIMN) WTN 'WON
719'02 N'P'7N N NP ANOX)
2'WONA 719'07 D'PIPTN 0TI '0I2'09'VIN
D2 partial agonist aion '01>'09'VIX
303 Reagila Cariprazine Treatment of schizophrenia in adult patients YN V'WUON
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304 Atomic Atomoxetine Atomic is indicated for the treatment of Attention- D'T?7' 1 - UTN 1'WON

305 Deficit/Hyperactivity Disorder (ADHD) in children of 021210 1Y - YTN 1'WOoN

6 years and older, in adolescents and in adults as
part of a comprehensive treatment programme.
Treatment must be initiated by a specialist in the
treatment of ADHD, such as a paediatrician,
child/adolescent psychiatrist, or psychiatrist.
Diagnosis should be made according to current
DSM criteria or the guidelines in ICD.

In adults, the presence of symptoms of ADHD that
were pre-existing in childhood should be confirmed.
Third-party corroboration is desirable and Atomic
should not be initiated when the verification of
childhood ADHD symptoms is uncertain.
Diagnosis cannot be made solely on the presence
of one or more symptoms of ADHD.

Based on clinical judgment, patients should have
ADHD of at least moderate severity as indicated by
at least moderate functional impairment in 2 or
more settings (for example, social, academic,
and/or occupational functioning), affecting several
aspects of an individual’s life.

306 Attent Dextroamphetamine 1. Treatment of Attention Deficit Hyperactivity Disorder IURT 719'0 17 - 702 077200 NNaon Nann ADHD — 11511 2w ny1ona 719107 NN n9NNn
saccharate + (ADHD) D172 1> o'Tra(Attention deficit hyperactivity disorder)
307 Amphetamine aspartate 021N - 702 NY750N NMaon NaNN .Methylphenidate-a 719'0 'Ix'n "nX7 DTPNN 719'0
+ monohydrate 2. Treatment of Narcolepsy. (2'on n'MN) NNMN N90INT IUKIN 172 719'07 NPOON K7 NAIAND 1Al 71910 XN
dextroamphetamine ADHD RS IV 7T ' 2y y¥xannw n2'7j7 ndyn ' 'y
sulfate + Amphetamine (28 2yn 10 "M 7190 [17W)
sulfate Jain et al, Child and Adolescent Psychiatry and

Mental Health 2011; 5: 35

27'w 19 Y - IURIN 1572 719'02 NIYR 'RI7 NIYODIN IR
.NONN W IMyT

X9 7¥ DWOn '97 nwy' noNna 219'0n N7nnn
.D'T7' NMOVK'0D IX 0'T7' A7 NNNIM
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308 Vyvanse Lisdexamfetamine 1. Vyvanse is a central nervous system (CNS) (1 'on n'Nn) wTN 'WON

stimulant indicated for the treatment of Attention
Deficit Hyperactivity Disorder (ADHD) in patients
ages 6 years and above.

2. Treatment of Moderate to Severe Binge Eating
Disorder (BED) for patient over 18 years.

Limitation of Use:

Vyvanse is not indicated or recommended for weight
loss.

Use of other sympathomimetic drugs for weight loss
has been associated with serious cardiovascular
adverse events.

The safety and effectiveness of Vyvanse for the

traatmant nf nhacitv hava nnt haan actahlichad

309 Raxone Idebenone Treatment of visual impairment in adolescent and Jwn NdDIRN - 702 075NN naon nann| Leber's-a n*7ina n'kna nyaoa 719107 N1'n n9innn
adult patients with Leber’s Hereditary Optic D'UTIN 24 qUn? N2X"NAN NK? 719'00 n7nn 27wa ((hereditary optic neuropathy LHON
Neuropathy (LHON) AI9'WN NAX'NNAN NTYA NYA9 DY (*OIPK AR0) N NN IX ('0IRPKR) 9N

NNXA N'TOIN NNIVIZO NYSINA NKLVINAN RN
'R NTYWA IX AWNIMN 'R NTYWA NINAIRAN L17'YN
.bjerrum visual field ix 7712 2101

D'1'VNN NNXA 'R D' 7N 719'00 170nal nTna
A9 IX 710 NI7A NNIY MW 1TAIF I9'W AT |"1Y7)
A19'w Ix off-chart to on chart n n'xan niITNa
,2AX'NIN I9'WNT (R'RIN NTYA NFTINN NNIVIZOY
I19'wn niaxNan o'wTIn 12 qun? 7219'0n qun»

nNNM X9N 7¥ 0YIN '97 nWy" NNINKN N9NNN NN
.0"'Y NINIDTD

310 Brineura Cerliponase alfa Treatment of patients with CLN2 disease, also WTN 1'WON
known as tripeptidyl peptidase-1 (TPP1) deficiency

311 Austedo Deutetrabenazine Treatment of chorea associated with Huntington's N'INN7 okNN2 - (1 'on n'INN) WTN Y'WOn
disease nnivan
312 WX 071N 1AW - (1 '0on 2Mn) wTN 'Won

NIYSIN INN'D IX ['TRI2IVLA 719'021 17w
.07 719'07 nirMivnwn ‘N7

313 2. Treatment o tardive dvskinesia Provided as a service by:"T" 7V NN UAIB 11y ~uimn) vitn ON
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314 Vyndamax Tafamidis Treatment of the cardiomyopathy of wild type or 702 71750 7'v9 MIN? n'Nn noom |1'M) AINX Non oW1 701 7195 7'von (ninn
hereditary transthyretin-mediated amyloidosis 1707 nVAIBNN NNAoNN '97 (DTIY NX7INAISI
(ATTR-CM) in adults to reduce cardiovascular TTR-FAPa 719'0%7 [nar nonna 719'on .X
mortality and cardiovascular-related hospitalization. ( transthyretin familial amyloid polyneuropathy)
n7IN2 ,n'vNIVON'o N'MON'I7I9 NN | 2%wA
'01 N7 IN2IRY
. T2 NYNYN 12y DIVY N7INY7 [Nt 719'0N 2
nNNM 7w 0WIn '97 nUY' NNINKN N9NNN NN .2
AnBumMivan annim v anibnmn
315 Soolantra Ivermectin Topical treatment of inflammatory (papulopustular) YN 1'WON
lesions caused by rosacea in adults.
316 Duaklir Formoterol + Aclidinium | Maintenance bronchodilator treatment to relieve N'INNY DXNNA - 702 N770nN Naon Nann NIXM N7NN2A 719'07 NN NIMKN 9NN .1
genuair symptoms in adult patients with Chronic nnivan COPD - Chronic Obstructive) n1in> n'nn'on
317 Obstructive Pulmonary Disease (COPD) - 201 077500 naon namn - 60%-7 niw FEV1 ny n7ina (Pulmonary Disease
111 a¥na 70%-n qma FEV1 oy n'7in 1oy ;121N 2xn2 60%-n N1 IX 121N 2¥N2
N9 7Y DWON '97 NWY' N9NN1A 719'0n 7NN .2
INN NNI9IA NNNIN
318 Ultibro Indacaterol + Ultibro Breezhaler is indicated as a maintenance N'INNY DXNNA - 702 N770nn Naon Nann NINM N7NN2A 719'07 NN NIMRN n9Nnn .1
breezhaler Glycopyrronium bromide bronchodilator treatment to relieve symptoms in nnivan COPD - Chronic Obstructive) n1in> n'mn'on
319 adult patients with chronic obstructive pulmonary - 702 07700 naon nama| - 60%-7 niw FEV1 oy n'7ina (Pulmonary Disease
disease (COPD). 1173 2¥na 70%-n i FEV1 oy n'7in i ;2> 2¥N2 60%-n M1 IX 2N a¥Na
N9 7Y DWON '97 NWY'M N9NN1A 719'0n NN .2
NIX NKXI9I NNAIN
320 Spiolto Tiotropium + Olodaterol  Spiolto Respimat is indicated as a maintenance N'INNY7 DXNNA - 702 077500 NNaon Nanan NIXM N7NN2A 719'07 NN NIMKN 9NN .1
respimat bronchodilator treatment to relieve symptoms in nnivan COPD - Chronic Obstructive) n1an> n'nnon
321 adult patients with chronic obstructive pulmonary - 702 n77nn naon nama| - 60%-7 niw FEV1 oy o'7ina (Pulmonary Disease
disease (COPD). 1173 2¥na 70%-n i FEV1 oy n'7in iy ;2> 2¥N2 60%-n M1 IX 1N a¥N
X9 7Y DWON '97 NWY' NONN1A 719'0n 7NN .2
NIN' NXID NNNIN
322 Anoro Ellipta Vilanterol + Umeclidinium ANORO is indicated as a maintenance N'INNY DXNN2 - 702 N77ONN Naon Nann NI N7NNA 719'07 NN NMImMRN n9Nnn .1
bronchodilator treatment to relieve symptoms in nnivan COPD - Chronic Obstructive) n1an> n'nn'on
323 adult patients with chronic obstructive pulmonary - %02 07900 naon namn| - 60%-7 niw FEV1 ny n'7ina (Pulmonary Disease
disease (COPD). 111D ax¥na 70%-n 1 FEV1 oy n*2in hiay ;M2 2¥n2 60%-n M1 IX "N 2¥Na
ANORO ELLIPTA is NOT indicated for the relief of N9 7¥ DWON '97 NWY'N N9NN1A 719'0n 7NN .2
acut sthma JIKN NXI9 NNNIN
324 Trimbow Formoterol fumarate + Trimbow is indicated for maintenance treatment in NNIYIN N'INNY OXNNA - WTN 1'WON
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325 Beclomethasone adult patients with moderate to severe chronic -n 1 FEV1 oy 0*7in 112y - wTn 2'won
dipropionate + obstructive pulmonary disease (COPD) who are not 1M a¥na 60%
Glycopyrronium bromide adequately treated by a combination of an inhaled (Trelegy 7w 702 n775nn n1aon? Nnima)

corticosteroid and a long-acting beta2-agonist or a
combination of a long-acting beta2- agonist and a
long-acting muscarinic antagonist.

326 Trelegy ellipta Vilanterol + Fluticasone 1. Long-term, once-daily, maintenance treatment of = n'unn% nxnn2a - 702 n%75nn n1aon NanTn NIXM N7NN2A 719'07 NN NIMKD N9NNN - .X
+ Umeclidinium airflow obstruction in patients with chronic nniwan COPD - Chronic Obstructive) n1an> n'nn'on

obstructive pulmonary disease (COPD), including -n M Ix Ny FEV1 oy n*721na (Pulmonary Disease

chronic bronchitis and/or emphysema. TRELEGY ;11N> 2x¥na 60%

ELLIPTA is also indicated to reduce exacerbations X911 7¥ DYWIN '97 WY NO5NN2 719'0n N7'NN A

of COPD in patients with a history of exacerbations. NIRM NXRI9IA NNNIN

Important Limitations of Use:
TRELEGY ELLIPTA is NOT indicated for the relief of
acute bronchospasm or for the treatment of asthma.

327 2. Mainentenance treatment for adults patients with (2 2901 nUIMN) N'INN N90IN
asthma
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328 Fasenra Benralizumab Add-on maintenance treatment in adult patients nxan I nxan NI "

with severe eosinophilic asthma inadequately
controlled despite high-dose inhaled
corticosteroids plus long-acting B-agonists.
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329 Nucala Mepolizumab 1.Severe Asthma - as an add-on treatment for nxan I nxaN NI 1
severe refractory eosinophilic asthma in adult
patients
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2. Treatment of adult patients with eosinophilic
granulomatosis with polyangiitis (EGPA).
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IX Mepolizumab 27 77 noionn 702 077500 naona i (arn specific IGE IX 21y '1'nan) Omalizumab 7w 702 077500 naona omiyvn o'721m .1
JIURA 7190 1775 Omalizumab noinnin n1'n —Benralizumab 1x Reslizumab

D21V DX IT NXPN NIDNN 7277 0'8IT I'N* Omalizumab-a 71910 1720 X7 IX 17W21 WK D71 10*7NP™M 19 0'kN 400 7w N2 NY7'O1TIXK DY DUOIVK D'7IN
Provided as a service by:'T' 7 niN'w> wain N 'O NNTANY

MindPharma Gil®

Strategic Regulatory Affairs Services

105 Imn 94 Ty AENNI YT NIRI9 NITAIZIID0 N2'ON ,NIXNAN 702 NIAITIDLV NOWNYT 9aRN



Nn'7'7n7 nivipa - 2021 %0 DTV
NIDNN
Health Basket 2021 update

on
.No

"non nv
Trade name

" DY
Generic name

M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA Application type 702 n'75nn n1aon - 702 11 ATNA
(voj7un QA2 NIYATIN NIYZIAN NIFINN) Detail current approval in Health basket Health
Requested indications for inclusion basket

R 90 7w 01N oM 07N DTN NN nn oy Ik nn1upo (EGPA)Eosinophilc granulomatosis with polyangitis .2

IR 7w N L1

"Dy N2'ON NN'ON D'M'ATAN NO'WI 'TIPON 7V KINY ,NN7RA NNNIN IR N7 N1A72M'K2 NNNIM IR NIRM NIRIDI NNAIM 27YN2 IXAN NNVOKA [NAINN X
.0IMouPn

.(0m7n o'’nin nreon 10% vn Ix o'kn 1500 7yn NNXR NP T2 NIND'7) NTANN N'7'OII'TINK .2

:0'NANN DMWY 7Y Ny .2

;INYYD 12'NN N'091M1 DTN 7D 91T DY7'9ITIRK DY 0'V*7I701 .X

[ Q%7 1pRA"ER NPT T N 9"Y) 0'0 M9 7w ndin yiR IR (RBC *7'72) 0'0M192171N0172% D'RNNN N ywn IX 073 1109111 0'0M1917NN17A .
;(0"9"%00 0T 22 NPT 9w nnoin oy) MIIx (arn 1900 N2 L7"10) orormipim

N2 N'AIN'T N7NN7 NITY K770 NP 2T DT 3 T 7Y ImATINY DITI9N 010N VYN DUNKM 010N 771D K7) NI NNTI9N NIT7¥N IX 7NN DIN'T A
;(Mya

;naarn p-ANCA npma .1

;simplex Ix mononeuritis multiplex aion n'monn .n

.0'711 0'9'719 DY NN 0'V'0N'O .1

JIN9Y7 D'UTIN NYI7Y qwn? (3" 7.5 7un |11'1) DTRIPTOIZIZIZAL 719102 17w WnXY .3

7.5-% nnnn ¥ NMY% DT'RNVON |11'N DTN [ATA NINSY D'WTIN NYWITY wUn? 7a1m 719'0 "NKT N7Nnn 7w Na9nY7 YanT [17¢D3 NMI0pI9T n'72nn YTam It *ay?

.01"71"n

D"NIYA 070NN 27U NINFNN Y TID9YKR ,INK 2'09I0NIM'KR 719'0 ¢ 11 NI7YYT IX 7'NNN7 IX ,07'N00'0N DFT'RINVON [11'A NIX NI7YNYT IXD AN NINgNN
NNNNXN

AhuIIvAY Anyvan varn v ninitho At Anabys Apnim varn 1y DI nvienn Annim varn b numn 1ab Aunin A vMya o Yianan A4

105 mn 95 TNy

Provided as a service by:"T' 7u nn'wd wam

MindPharma Gil®

Strategic Regulatory Affairs Services

AENNI YT NIRI9 NITAIZIID0 N2'ON ,NIXNAN 702 NIAITIDLV NOWNYT 9aRN



Nn'7'7n7 nivipa - 2021 %0 DTV
NIDNN
Health Basket 2021 update

‘on non oY "1 oY M0N0 DY'WONA 07192 DIYNYY? NITYIN / NIMIYA NfiNA Application type 702 n'75nn n1aon - 702 11 ATNA

.No| Trade name Generic name (voj7un QA2 NIYATIN NIYZIAN NIFINN) Detail current approval in Health basket Health
Requested indications for inclusion basket

330 Cinqair Reslizumab CINQAIR is indicated for the add-on maintenance nxan NI " nxan NI "1

treatment of patients with severe asthma aged 18
years and older with an eosinophilic phenotype.

Limitation of Use:

*CINQAIR is not indicated for treatment of other
eosinophilic conditions.

*CINQAIR is not indicated for the relief of acute
bronchospasm or status asthmaticus
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UK 7190 175 Omalizumab nainnin n1'n —Benralizumab 1x Reslizumab
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Dupixent Dupilumab 1. Atopic Dermatitis : Atopic-a 719'0%7 n'OANNIMD NN Q9NN X
DUPIXENT is indicated for the treatment of patients DNNNY) NYR TY NI NInin nanTa dermatitis
aged 12 years and older with moderate-to severe atopic nu7w1 X7 oN7nnY 071N (4 18 3 NN T IGA n'7po”
dermatitis whose disease is not adequately controlled 21910 171 MIPN 719'0 INKT TA1 NN NNYR DAY IX
with topical prescription therapies or when those TAXD 2WN' 'MVO'0 7I9'0 AT [*1Y7) NINSY? TNK 'MVO'0
therapies are not advisable. DUPIXENT can be used ,Cyclosporine, Azathioprine - n7xn
with or without tobical corticosteroids. X 7 pwnmww (Mycophenolate, Methotrexate
2. Asthma : N'MIYNYn "nNn 7v 0Npna vyn? ,0'wTIin 3 NINSY
DUPIXENT is indicated as an add-on maintenance ['RY 'RI7 NIYOIN INNONNI AT IX 171NN A¥Na
treatment in patients with moderate-to-severe asthma .719'0 qWUNN NNYWONN
aged 12 years and older with an eosinophilic phenotype NNNIN 7Y DYIN '9% NYYT NNIMKN 19NN (NN .2
or with oral corticosteroid dependent asthma. R D7IMRENNIRA NNNM IR MY DRI
Limitation of Use :
DUPIXENT is not indicated for the relief of acute
bronchospasm or status asthmaticus
331 3. Chronic Rhinosinusitis with Nasal Polyposis DRNN] - (3 'on A'INA) NN NoOIN

Add-on maintenance treatment in adult patients
with inadequately controlled chronic rhinosinusitis
with nasal polyposis (CRSwNP).

Provided as a serv
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Evidence of type 2 inflammation «

Need for systemic corticosteroids in *
past or contraindication to systemic
steroids

Significantly impaired quality of life
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Xolair Omalizumab 1. Allergic Asthma:

In patients 6 years of age and older with moderate to
severe persistent asthma who have a positive skin test
or in vitro reactivity to a perennial aeroallergen and
whose symptoms are inadequately controlled with
inhaled corticosteroids.

Xolair has been shown to decrease the incidence of
asthma exacerbations in these patients.

Limitations of use:
Xolair is not indicated for the relief of acute
bronchospasm or status asthmaticus.

VAlair in nat inAdi tnd far thAa + + + ~f Ath allavr~ina

2. Chronic Spontaneous Urticaria (CSU):

As add-on therapy for the treatment of chronic
spontaneous urticaria in adult and adolescent (12 years
and above) patients with inadequate response to H1
antihistamine treatment.
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334 3. Chronic rhinosinusitis with nasal polyps (3 'on n'nn) NN Noom
(CRSWNP)

Xolair is indicated as an add-on therapy with
intranasal corticosteroids (INC) for the treatment of
adults (18 years and above) with severe CRSwNP
for whom therapy with INC does not provide
adequate disease control.

N7RN DNPNA 719'07 NN ANMKRD N9NNN

'I'9'wo oy IX N 9'wo Dy TN' T-X 0'9'V0 D"'7nn2 .1

a'nn [Nn N7 FEV1T Dwa ane ix 12% 2w 1'w) 3'on 270 N2 vl NItk nR L4 29w GINA 9% 31 (101 2 *719'0 NNy NTANN NYR NNUOKX .X
.(nmon'o

.(MIDsNN ,N'MpIoyn NO'WN ,0'"A17X) NAVOX DI'NNAN DINX D'NNIA 17910W1 [WYN 11'RY N7IN A

SO INRYT 2N RYNIEANTR 1N 1Y A7INNY 'RINA AR NI7NNY ANnm X9N IX N1AN7R NI7NNY nNNim X9MN 1IYRA ,NANIK NNUOK .2

nirnt 1500-7 30 2 IgE nimn .1

.DINNKN D'UTIND 1YY DY DFT'RINVO DY 'AV0'0 719'0 IWATY NI' IX NAVOX 'OPNN 1w Ny ,4 27w GINA ' 7y 'aum 719'0 nNn7w 071N .n
.(0'TNIDIN'VOIX [122) NII71 NI7NNA IX 'RII7 NIYSIN 7w 0"NVO'0 D'T'RINVO 7Y DTIN D'0NIR NN NI'ON* T NIINN DI .

:N'7X '3 7y D1 071N chronic spontaneous urticaria-a 71910 .2

.D'UTIN NY'Y JUN1 DINK 0Y719'07 NT'AY DN7NN WX N1I0II90 NIND NMP'VIINA 071N .X

D'T'RNVOIZ'VIR 7w (TNXR 72 0 10 TY) 0*'7219'0 00N 2-1 (7apnn j1Mmnn 3-4 '9) 0'1'AVO'N 'VIX 7Y NN [11'2 719'0 7Y [17WD I TAN DINK 0719'07 NITNY
YN'7 2N' ,N9INN7 NI720 'Ra 0170 071N DNAIT) 17X D719'0 wn TR X 7277 70" 1'’kw n'7in Ik Montelukast ix Cyclosporine — TnX 'w'7w 17 71901 D'"MVO'0
(N1 n* n'7nn ,ndIo 0T

"I DINI9A IX N'1'7R N'AI7DIM'NIE NRAN7X] NNNINM X9 7 0WINn '97 nWy* 19NN 719'0n .
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Rupafin Rupatadine Rupafin tablets:
335 1. Symptomatic treatment of allergic rhinitis in (1'on nunn) wTn 'wdN
adults and adolescents (over 12 years of age)
336 2. Symptomatic treatment of urticaria in adults and (2 'on nNn) wTN 'WON

adolescents (over 12 years of age)

Rupafin oral solution:

337 3. Symptomatic treatment of allergic rhinitis (3 'on nunn) wTN 1'wON
(including persistent allergic rhinitis) in children
aged 2 to 11 years.

338 4. Symptomatic treatment of urticaria in children (4 'on nNn) wTN 'WON
aged 2 to 11 years
339 Trikafta Elexacaftor + Tezcaftor + | Treatment of cystic fibrosis (CF) in patients aged 12 YTN 1'WON
Ivacaftor years and older who have at least one F508del

mutation in the cystic fibrosis transmembrane
conductance regulator (CFTR) gene.

340 Ozurdex Dexamethasone 1. Treatment of adult patients with macular edema (1 'on n'unn) n'Nn nooN N7RN DNPNA 719'07 NN N9NNN

following either Branch Retinal Vein Occlusion non) NN Y (NMIN'T X7) NpaTn X7 T X

(BRVO) or Central Retinal Vein Occlusion (CRVO). J'wn 7w ninxn niP'7na (infectious uveitis

Dexamethasone intravitreal pta 12 n2in'%7 nna x4

341 2.Treatment of adult patients with inflammation of the 71012 ,X 9o - 702 N%75NN nMaon NanTn .Ciclosporine-1 implant
posterior segment of the eye presenting as non- [AT2 12 n7InY7 nnt X?" Pnn

infectious uveitis. -1 Dexamethasone intravitreal implant n'n1210 NM717n NPxa yid 2y N'RO2 NYao 719107 A

" .Ciclosporine ixnw 0'7ina (Diabetic macular edema - DME)
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3. Treatment of adult patients with diabetic macular
oedema (DME)

.Bevacizumab-a 7190

N7RN D'NINN 727 DXNNA YTA X AT Pyt

NPT Y2IX NINS7 7w N1T0 WNX? 0*7in .1

. (N7 nnX njpT)Bevacizumab

10% 7w N7 IX A'RIN NITNA NIYW NINSY 7w a1 .2
D'R¥NNY7 IRIYNL DTN DY 2wl [npgm 50 Ix
.Bevacizumab nptn bo

IN

IN N'RIN NITN2 NIYNA NIND 7w 119 IX ''W 7N X7
ATYN IX NN Nnwnn vl 25%-n ning 7w e
D0 D'R¥ANYT IRIYNL WTN 7711 7W NINQVXN IX NA'90
.Bevacizumab nptn

NNNQ 71910 72777 "ROT AT AN NN 770N
,Aflibercept, Dexamethasone implant— nisnnnn
Ranibizumab

nNNmM XN 7w own ' 7y nwy* NN 719'0n
.0"'Y NINI9]

105 ymn 101 TNy
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342 Eylea Aflibercept 1. Treatment of neovascular (wet) age-related (1 'on n'unn) n'unin noon :N7RN DNPNA 719107 NN N9NNN X
343 macular degeneration (AMD) 0'721n 1w - (1 'on 2'INN) NYINN NOOIM N'MI210 N7 NE¥a Vi1 7y 'k Ny .1
7NN TNXR 7Y DN I¥mw 071N (Diabetic macular edema - DME)
Avastin-a "719'0 I7wD 1NK7* .Bevacizumab-a 7190
Avastin-a 719'0 nnn 'xi17 NIyoInn n*7110* NNK2 719'0 7277 'ROT N N7IN IM7NN 370na
aNK 719'0 7277 D7 Cworn X7 'Rionn navn*|  Aflibercept, Dexamethasone implant — nisnnnn
.Ranibizumab
344 2. Treatment of visual impairment due to macular (2 'on n'uNN) n'NN Noom N P2 nawn CNV yp Yy akna nyao 2
345 oedema secondary to retinal vein occlusion (branch 0'7In N2y - (2'on N'INN) NNINN N90IN|  Bevacizumab-1 719'0 XMW 071N 17N (R'o1n)
CRVO or central RVO) N78N TNX 7V DRIvN NNX 7190 LIJPLI NOT D' A7IN IM7Nn ']Llnn'_l
Avastin-a 7190 [I7w2 INKR7 Aflibercept, Ranibizumab — nionnnn
Avastin-a 719'0 nnn K17 NyoINn n'a10*
INK 719'0 72777 DN WORN K7 'XI9IN DA¥N* NYRN D'RINN 97 DNNNA ATA X AT Yy A
- - - - ; NIPT YAIX NINSY7 7w n1T0 WnK? 07N .1
3. Treatment of visual impairment due to diabetic . (wTIN? IR npAT)Bevacizumab
macular oedema.(DMI.E) - - 10% 7w n™7y IX A'RIN NITNA MY NINDY 7w a1 .2
4. Treatment of visual impairment due to myopic
: o . D'R¥NN7 IRIYNL DTN NMwan 2wl [npgm 50 Ix
choroidal neovascularisation (myopic CNV). o . L
346 Beovu Brolucizumab Beovu is indicated in adults for the treatment of NNIYIN N'INNY OXNNA - UTN 1'WON
347 neovascular (wet) age-related macular degeneration | -1 *719'0 |I7w> WNX7 071N V1AW - YTN 1'WON
(AMD). niysinn 071100 071N IX Bevacizumab
Bevacizumab oy 71902 X7
348 Lucentis Ranibizumab 1. Treatment of patients with neovascular (wet) age- (1 'on n'unn) n'unin nooin :N7RN DNPNA 719107 NN N9NNN X
349 related macular degeneration (AMD). 0'71n 1w - (1 'on 2'INN) NYINN NOOM N'MI210 N7 NE¥a Vil 7y 'k nyao .1
:N7NN TNXR 7Y DN Ixmw 071N (Diabetic macular edema - DME)
Avastin-a "719'0 I7wD 1NKT7* .Bevacizumab-a 7190
Avastin-a 719'0 nnn 'RiI7 NIyoInn n*7110* nNKX2 719'0 7277 'ROT N N7IN IM7NN 37nna
aNK 719'0 727 D7 "worn X7 'Rionn navn*|  Aflibercept, Dexamethasone implant — nisnnnn
.Ranibizumab
2. Treatment of adult patients with visual impairment N P2 nawn CNV yp Yy ankna nyao 2
due to diabetic macular oedema (DME) . .Bevacizumab-a Y19'0 I¥mw 07102 AI7Ine (A'orn)
350 3. Treatment of visual impairement due to macular (3 'on n'unn) n'unin nooin NNNA 219'0 7apY 'ROT N n7IN IN7nn 7700
351 oedema secondary to retinal vein occulsion (RVO). 071N 2w - (3 'on 2'INN) AYIMN N90IN

N7NN TNXR 7Y DN

Avastin-a "719'0 I7wD 1NKT7*

Avastin-a 719'0 nnn K17 NYoINn no'a10*
ANK 719'0 72777 DN "WOKRN X7 'RI9IN DA¥N®

4. Treatment of visual impaiment due to choroidal
neovacularization (CNV).

Aflibercept, Ranibizumab — nisnnnn

INIRN D'RINN 757 DRNN2 T XM 0T M7 A
NIPT Y2IX NINSY? 7w 01 TO WINK7 0*7in .1

. (N7 nnx njp"T)Bevacizumab

10% 7w n™7y IX D'XIN NITNA NIV NINSY? 7w N1 .2
D'R¥NN7 NRNYNL DTN NMwan 2wl [npgm 50 Ix
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352 5. Indicated in preterm infants for the treatment of (5 'on ANA) NMMA N9OM oEvememan e
. . . IX
retinopathy of prematurity (ROP) with zone | (stage IX AN TITNA AAIYN NINS 78 19w IR W Yh K2
1+,2+,3 _or 34), zor_le . (stage_3+) or AP-ROP 2TYUN IR NN Nwan Al 25%-n ning 7w nTe
(aggressive posterior ROP) disease. DIV D'R¥ANYT DRNYNL UTN 770 7¢ NIN2VXN IX NA'D0
.Bevacizumab nptn
NNNIM XN 7¥ DYIN 'S 7V nwy" NDINN1 719'0N A
.0"1'Y NNI9NA
353 Cequa Cyclosporine Indicated to increase tear production in patients Dy 0'72IN 7Y - 702 077200 NNaon Nann NIyNnT N'¥' NN2ANYT 719'07 NN AIMRN N9NNN
with keratoconjunctivits sicca (dry eye) 5-n |oj7 IX nuw (Schirmer test) M'w |nan 120 X7 D710 22 NIYARTH X 7Y 10T DY DY7IN
NNXN 'Va NIN97 n"n|  :n%7Nn TNX 0N D'pPNNAl,NIYAT '9*7NN2 0TI 719107
.(Sjogren's syndrome) [narro ninona o'l7 on .X
.(GVHD) jonxn ™21 "nvw n%nn oy 0'7nvin .2
354 Acarizax Dermatophagoides 1. Indicated in adult patients (18-65 years) (1 'on n'unn) wTN 1'WON
pteronyssinus + diagnosed by clinical history and a positive test of
Dermatophagoides farina |house dust mite sensitisation (skin prick test and/or
specific IgE) with at least one of the following
conditions:
* persistent moderate to severe house dust mite
allergic rhinitis despite use of symptom-relieving
medication
* house dust mite allergic asthma not well
controlled by inhaled corticosteroids and
associated with mild to severe house dust mite
allergic rhinitis.
Patients' asthma status should be carefullv
355 2.Indicated in adolescents (12-17 years) diagnosed (2 'on n'unn) wTN 'WON

by clinical history and a positive test of house dust
mite sensitisation (skin prick test and/or specific
IgE) with persistent moderate to severe house dust
mite allergic rhinitis despite use of symptom-
relieving medication.
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356 Deferasirox  Deferasirox 1. Treatment of chronic iron overload due to blood ‘2N - (1 'on 2NN NYINN N90IN| NIXRTINIT72IN NIMIR DY 07107 NN NIMKD N9NNN
Teva transfusions (transfusional hemosiderosis) in adult DT "N Yy 7y 712 onivn o*7aion MDS .07 "MN'Yn Yyann 2nd 712 qTiya 719'0 owh

and pediatric patients (aged 2 years and over).

2. Treatment of chronic iron overload in patients with
non-transfusion-dependent thalassemia syndromes
aged 10 years and older.

Chelation therapy should only be initiated when there is
evidence of iron overload (liver iron concentration [LIC]
25 mg Fe/g dry weight [dw] or serum ferritin
consistently >800 g /1).LIC is the preferred method of
iron overload determination and should be used
wherever availahle

Chelation therapy should only be initiated when there is
evidence of iron overload (liver iron concentration [LIC]
=5 mg Fe/g dry weight [dw] or serum ferritin
consistently >800 g /1).LIC is the preferred method of
iron overload determination and should be used
wherever available
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357 Veltassa Patiromer Treatment of hyperkalaemia in adults NNIYIN N'INNY OXNNA - UTN 1'WON
358 oy 5 7y 3 naaT1 CKD 710 W2 - wTn 'won
DT YN? ON' IX I'N*9D 27nn IN 1aY n7nn
719'0 Ix'nw RAAS, 1dyna n'7910nn , Ty
JATUR T NOXRTTI AWK 'UNI90 D'NYNA
2un IX NIY DN02 DN7YW P7URN NN TWUKR
njpoon 197 ,(mEg/ml) 7"n/v1nuprrm 5.5
RAAS dyn ' ' Ix 719'0
359 Lokelma Sodium zirconium Treatment of hyperkalaemia in adult patients YN 1'WON
cyclosilicate
360 Lutathera Lutetium (177Lu) Treatment of unresectable or metastatic, YN 1'WON
oxodotreotide progressive, well differentiated (G1 and G2),

somatostatin receptor positive
gastroenteropancreatic neuroendocrine tumours
(GEP NETS) in adults.
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