02026/8/16 — » 1448 JsY &3 A4 10i Oty &) Ldl 1804 sutall 251 ysSU!
doeaall 34139 2026 i.d (859) o) 5131
2026 ad (214) o3y csylyg )3 Ao g I B! Aol s i) Ol
SVl daylieg Jfﬁj -y m’ﬂ-ﬁ ol 24
. U
ol 55 ) H e
ol g oY1 8l LSy
olas 2020 ad 70 o3y 0p@l 28T Jo g LY uay = £ Y an
Sladly o) Gairg Wb duelld) glly Clall dige Wgiie
e ¢ éjj_ﬁ:ﬂ\ e%&:ﬂ\ v.:h»:d 2016 .3 (8) (.3) Ojilﬂ\ GL" -
oA JoSas 0y 2012 5d 55 oy i A e T | st asl 2016 3 (100) 4, gl A e -
v Lo . . . " . ¢ @af :ﬂ\ ey\&:ﬂ\ Ly dod *) bj}\ﬁ.u dd i
o iy 0Ly 2022 5 12 3y g 1 Jog = ! e -
Agre Jolad! AT dpdall 1 sl Olo & 2025 ad 102 3, gyt 81 Aoy —
83931 OB el OLsy 2023 4 B8 o3y (sylygh H, 81 e - e ans
o) 8ylyg Slddans &
w5 ol 0Ly 2023 dd 388 3y gl L oy ® sk p2Lall 2022 /532 (3, 395 SIY MY Ja5 Aoy —
doeall §yly9 3 HPIRESS ﬁgﬁb:ﬂ\ W3] 4 2022/10/13

Gt Gl Olay 2023 @d 389 (3) i JL A1 oy ®
Jdoeall Byl (3 Wgladt dgsY) sty gasdd
JHl skt Olay 2025 4ed 385 43y sylygh HLAN Aoy =

B! A gt A2 oyl Jasl g 3ysSIY (s5La,Y)

sl ionll) 0Lty 2026 2ed 1597 o3y ys¥ 131 o o

193 W Ll 33Vl Ago¥l slisual Slb Al T

dall Sty dygoY) BBy foend y15) (3 Sokoall alseaa)
g gl Sl pliseanly auinad § g luadl ysladl] sy ®
b Ladad) SlrMally ALl Ao gl gd) Sl SIS 4 s
Lol Ol e Walbsul e GO by ( rgdsed) Wi
dpedl) o) B39 Wy dally asdly Ojally Cavsl
BBl daSehlg 3yl ghl aldseasl 3sUiSy gt Yl
Sl dodas Olaide Jo slyg @
I

‘ol 8L
(kb Jo A e AT (g s
ipeal Lo Jl STy dmawasdl S1A Slddandl a1
el 8ylyg) Aaldt & oY)
Geor 3o Byg3 Y1 AdB e oyl gl o) M) ol 2
Guldd! dorgaad) SVl feds gy LA LIS DLl
ol>Maly Biosimilars)) dslill dxgsdl S-Sl
Advanced Therapy ) odgdt Lt o3 deuid
.(Medicinal Products— ATMPs

1430 asbe
Ol LB G Baylgll Aergledl OVl By el
Sl iy g o o 81 1b bl dmgls
I 38y P e Sy Sl pidl 831 ol A goidl pb
A 1 e B 1 83 G lgede o gl

+065-60477772

< 2026/8/10 puyln jas {1 colo e audht Ml Jog —
Gty 32 08y oS0Vl Ll Bys) ke S ey -
<2026/8/10
Aol dochall apizndi b o o—
2

Jsf 8L
Aarsh) s 2022/532 43 Las1 05 (S8 4
24 7 ey
o (8) o 8y 8 A Yiao ol ol b s 2
eyl ada 2016 &d (8) o3y 058 10 (16) 3L
Al HLabt 39S

it sl
By B oSN skl sy AN s Lt 53
e J) By 31

eS8l LS

02026 s 12 1§ o




2 2026/8/16 — » 1448 Jsi ay 3 21

1

1i

Ognedly i) dand) 1804 sualt agdl CysSJl

Multidisciplinary Team (MDT) &saadl 4.k
t o Al dagld

O3 Al Olaasidl fs Gkl Gl Ul Codddl a3l
s & 4819t p bl Wiy rglsad! 2 Sl sl 13 ALl
LY Loy ol oyladl o derlgsy¥l aa 2O\ 51 81 B34
onbl

Lall 13 Aol M) e s cllast of Canog 352 Y .12
o0 kaaall Lzl STL of Cldiandl &Y gl
ally Gl Olpndly gl 1 g Hlss Jly iylg)
dilas Oldlaneg 0,12 g & Mall Al mo foladll LagI Ak
(Sl gl WU alr SLSa) —a) 309 — Sld 3 axmlaeg
s\gdl sllas] of ( Sl pamedl i cainad STie an Gl of
of Bl Slasliall §y8) of i Lle 1 ol (g €59 9
ety

13 dadiill Ol s sb el s Y 13
P S CH 'V [C W L - P PV [ S
W SN of L ar A Jutakl i gl gl iy gl
CAR-T Cell )i ed oldnll O3 i)
iddlge e Jouad) i Y (Therapies
ais Jggmed ol 0l Ly 5f 21 L) (e AaBpa i
Byliglt 3 Basall Slel Yl Z3Ld) 3By (Ligl

Sl Geded dezall zasdl SU ol dsandtazh 14

Sl odd 335 aw allas Boen  rglged) Wikl 13 dadddl)
S piudl Ml iy bl o el day ) ey 6

el pl oty g IS it M e o
:@u&—dﬂb&b\éﬁeﬁb{ i

- b

R bl sy 141

Sty okl I ol 142

el adl (3 o dlasdl (39 14.3

t—ad) Sppg (el S) Sl gl L a2 ULy 14.4
(Anal) dgd o

Py ety it by 145

g cles) 50 14.6

4d & G sl SM ol diandly F b Coladl 14.7
g = O Gy g il Bl o8 g0 15
Lot (63 puidt =l B o asdl Dby JLeST (0 3nsd)
gl) dyga o Gl pdas 13) adeds of 45,0 5% Vg (gl
Ay b Laa2 m Sl O 30 cau oy oll asillas g
Ikl (6T el ) Al o el Bdongll B0 e Jad 16
A (sl T slgm Aerglgnd! OV oy SR
V) ALl dargdand) Sl Ly of calad) et 2l
A Yy canall gl JiSp 39y LAl ol LA
(S Izt A Lgs¥) A8 e A gl gud) OSall

@9 Y1 derglandl Ol B adey Bl aludi als 17
Agghlas GOl 0 (Bkazall 24al1g ddl) bl 4L

39 G S demyedl Bdly Wsldly slBYI ok 18
Jj}..&\ 5? o}oi ‘}j ji u‘-lj*u ) (ol (61-\334 cdwo Lz
o dl hidl e ol el 2 ey s Ll as

I

S

-
r-\.
-
=

=

A
]

G

L9658

k]
1
]
]

46 dsle
W) dailgial) 38 dorgdsed) Ol ey B,y iy
Y55 o al Y rdlen O Sl vy JS bpsd A
oIS O il dassdl il Slus gl B e 30all L el
(S el e Bkazally Gz Lol
Wb obais) b |8 0 V) gl gl ) Gy 398 Y 2
Jo Yy A 2 Ao M AL Al Gl jaeased) ey g
8y3be S5 b 8 s 1 2 (gl g S oy of b
byl odd Sgis b 0
Laib L Suasall pltsetl £19d slsed) 251 iy .3
pldswdl o193 p i g gl ZSA Gy 395 Y 4
& Jgat! um Y1 (Off Label Use) Uls .ozl
g plset Sl ity deassel ) ddl) il bl g
BB, dalal) BylsY Aayldl) (Bazall pldsu ¥l o193 il
Al Og3idlg
(Trade Name) g)bndl qub rglsed! 7l Loy .5

) (International —INN ) lodi )l gty bymas

.Non-Proprietary Name

S el S el 385 sl O sl 6

Ol Aagdle ads ol Sliwal Ay aslbsual 05y (24
9% heaall ISl 3 Nde SlS O (2 dpoddd) LSl

¢ M il a5 5 8,5es Wme sl £ e

9 ) guailias gf WU Sus (1) 1Blaa) (3 o deall
b 334 Byl falge

sh gl By glsdl Wl Ches 7
g2 o > U 50l (Initiation Criteria)
sy didowy elsed ) jlheaal ol wud Ly 8
Continuation ) Ml el jplee 389 dige dyppw
G ISt & 3341 (g9l i) B399 (Criteria
2 By Lo ats LMo Lol 334 aie daly cohosall
Al Attt 3

ol rdend) M g LAl Gl iy 9
b G § 2l ol g e LS’ (Biosimilar)
(Biologic-Naive Patients) r¢lsm 7o &l
Sy g § e Baabl Y Ss pll Uiy 0855 wis M3y
8 O o (ar M sl 2l alisuial  pdins By
el Gl Al g ol W

FPedl M o G il ) et 32 10
Lozl (Biosimilar) alsll aded g0 d ax
Switching ) Js¢ Jssypon 32y el 3yl & A5l
ey Jazzs (Protocol

el el o N jlest e 1011

gl ey gyl g gy d) Ayt des- 10.2

Al gl Olpa3e 10.3

sl JBT yogb o Dl aus ae Juladt LJT 104
Slawsdl o g JF0 s G Lol oY 11

ke



2 2026/8/16 — » 1448 Jsi ay 3 21

12i

Ognedly i) dand) 1804 sualt agdl CysSJl

BygsS Ralal BylsW el fop & CMall sl otz
el O gl

gk 05 e diplall Ol pgemdly d9a dellt BylsY) Sg 4
CTWIRUIY JUIVE R SR WRCIITR LSRRI PIPECipon 1 W88
andy & (s3LadVg Sl ol o Gl Aulyy Cir B s
AWl Olidly Slogmdlly )yl By Lol (S gdin
el 1,800 SEY 9381 Citasy enid dait) Badl) Lzl ()
aliy

Lylgog dorSall ddigl) B suS LUl e dBBIM JI- & .5
IS ) ezl 350l Bad s 5y oty Ay OByl

‘o
3Ly S pasdl S ol vl L) peed 51
(...-.55\ & Gredlg (8 Jgaall c?\j.U\j v,!é.d\ 389 JJ,A\ Slel
t\a&.\ %B\j
OLeS s 0ly a3k Lo 3EY dall Slesgaudl 3y13) 5.2
grygy apdely
P 239 g.,“g.a S+ 5.3
tdasls B30

Lol 3Aal) of &ylalt YL
B Mg anzna 38— dpmanased) ) pLBYI i 4.1

S Gyl Al VUL A58 slas) — 180 eyl e gl
159 838§y oo easly cansdls o1 2y bl Bl (e g
e\l Ced Wji ’\U’“"

Al 3 Bukesall Bylal) SV 3 el W) B 398 T

Adlgeg k) Gl o Cllay 3y (@ludl L G U LEL
Apnda) Aedl g dnzieh) Al Bum l) Ly 0 AS e g A
(gl S 9 il
—toylll Spall 3-Y fee pg st G - bl Gl il 3
B A BByly (ralged) g1 B b 2358 JlaSiuy
el uxgl i) amdyy destull Oldaldly Slegdly
Gl Cpall ) 33 Ll Adl by @) g
A Olsleas ) JLeSaunls
lkzably Slogndlly el ogide deabl Cllall ady
DU dart & 9331 ey e ot i) il (Jf ot
Vg i) of abtas ol =Ml penel OLsy ol 51,80yl
T a5 5l Aodls ABlge (sylalt B puall )
tdwdlw d3Le
L) 31y el dmylid)
Aolad) Byl dmldi— dpall Lorg) S0 pove: B R IJVRPYY B |
o B Bl Bl s Boenidlyg el gy dysSU
Sl aldsuil dalss Aall 13 Olgdly digsY) Cisay
gk Uy clidg domdll 8313 S grams 6 rgl gl
do) dodadl Ol Brog Chwy SULy deris 1.1
SYSwapl Galall p ol e Jl p S1all alusnl Ol e
Ayl dpepeaad) st Y1 15319 ezl
Utilization ) alswayl darls O s Gewd! 1.2
Sy otasedy el (Review Committees
o Fdly B3u2 Ay OLre alusuisl daxr| L dnzaesid)

I

Q6560177772

Aaama =

T doraall

Lot o3 Zasdd) Sl ui alusent wis ol i rdlon
Oliy iy doely Sloglas Candtd) oy OF o ¢ 2rglged!
ek b

Al Bty Sl dab 18.1

4l Jgd) of Al st Oy 18.2

Ad gt dSadt Wiedt 18.3

Aadg) blslly =Sl d54sl 18 .4

9 ey dag M Ollladlly cllae) i alusedl &y b 18.5
el

3o ) Al dntd) Olllaze Sl @ & dnldll ik 18.6
RUIEY DLW U]

ool gl Gl G il Vs g 35 gy 0

éi 5 t}/u:}lb Mjo:.!\ 3.#\5 Z\jéw\j ;wiﬂ\ ej&l.; 19
Adverse Drug Reactions ile ijlss ool
sbexall pulally dalast) 335 & gl gedl ! alisealy B e
7SIV Z3s0dl peg Aol Wakdl 2881 (o3LayY) 1
Adverse Drug Reaction Reporting Form
513 By e ca
bk sl o WWW.MOH.GOV. KW

;{L" ua}-\ 3)5}(9 & J.;\.‘ud\j 3.;\5.0\ %@}U dag\d! @jﬁg‘ﬂ\

~ Batch)) daidl (Byy odsd) zoal ) o) S3

g gedl Olrall Suiall ailuasll 1k B0y No

O gdad deaall pawasdl S of dsalll al 20

M Sl 3553 o slidlh rdlendt Lt o3 dandd
Joing ¥l Ay Spnad LSl Dlpigey dypped) azilig
1@k 309 W dab Cnsi— 23
Ayl O a0 20.1
At 3 20.2
e Ol 20.3
bl 8 of Splad gl 6N 20.4
Sl ouslall 20.5
g O) 3 9f el Je5 Y- 20.6
ASaal s i 2Nl Bli) Sl 20.7

tdayly 35Le
& QLA e e dgl) Bl (8 dgeslt o ¥l 42
83191 drglgad) SrMall ui alisuinl o b1 @ gl szl
B3 s TN By Sl puidl W dlall LW @
AU A
" e Opo BT £3sd i f Al ol dgn 1
BIS Gy By el SLwslly bt Oly as ((32,0) Sazald
Al andp asdy Cllall destll Slinlly Slogmdlly el
(gaadd) S ol dsallt 3 el Susgll
Ghe oo Sy Gl darlyg sl Buogll ey o5 .2
sy Olllaieg Olblfily el A cligw) o9 darSall dx )
At & Al YS9 ) 3 Bukasal gl M el
gl S gl bl § il b oy )
G & Vupall AWl e Clall darl o dugnal) oud Sgu 3
(Biosimilar ) alalt ogsd) o1 By 0 it Ul
Sl gdlly il JlasST e AWy Sl 21 Clurg cdads 0



2 2026/8/16 — » 1448 Jsi ay 3 21

13i Ogneenly AW idl 1804 suall agdl cysSJ

Slidand! & drgdadl Sl alisusl darlp il 2.4
s Bad) Olosdly
S Gyl gndl MRl o WYY & 3l 3 o9 2.5
o> g el AisLadly ) Olenddl pils o
Sllewg Syl 3 ) gaa i Tugd dhaall O3 Slgd) Sl idiag
LB bl 8ylsW ! Jlgdl kel oS Ss sk 3
e s Blavl 3by moby Gulay L¥unall Oy
BLL dodadl CbMally Suud) dardsd) Al
SA G O o odsndt Ll O1d damglsndl Olrdadly
o Al ol o digalls ghas le S e ) T e
Sl ae gl iSHliveg a1 Ll Jolst g Do) O1AE
Syl gy 3yl By 2oy o)ty iy el dal
U0 [ RO
Telal) 3y At A¥uenall oIty sdd) Byls) agls 4
TP CHIP L B [ O A NE [ e WUV P [ PR AL
U IRRERE RPN RUIRNPIHPRA I S P
Al 8306
GO0 oo AT W ey Jomyg ool pih e A1 Vs g
By ) § g el ge pglan i ol 513 IS by copghe
s I
el g

2l Slagl ws uai s
21448 40523 3 o
02026 andl 6 : G315

I

2 o Lgis T 5 Lol Lor o S gl

AL el M il wd g OF e Wgdrey edeoy Lailgia p1Y)
Aslih) Sl gl jloly Lghlond Eoeall Lo S s
Lol gud! OlrSall L3laBYlg 4y el Slogddl o1 1.3
e Jogd el #1781y e b (L) somadt 013
ol e (Managed Switching Programs)
o o AL gl OrSlall ) r 1 gl
Sl ps gl L)Lty (B3LaaBl Walgrg G Lgresla
Bladly o1 i) D1 B daSig (BEYI B S @y & Al 013
315kt aldsuisl ded g

Slrtall Seaall Z3ledl o Smudl bl daxrlp 1.4
Slpgeg dyppdl el L3 G U gt Lt o3 dasidl
AN ey @ikl ek WY1 Agby Bpad AL
perl Ol Bl Slwosdl adyy Buesall SYgSgg b
Clly dypw 8810 an clganll B350 o e ol Lgaldseiw!
&

5 Ad) e A5 2
Ieall pig ) ag S0 JSy I @2 —M‘ s ol
fsh b ey

irggdl OMally Lar bl drgdadl LA Ja) 2.1
Syl 8,361 gt Lokt 1b darglged) SlrBlally Aslad
el Szl o gy dygind) Ll

<Lk dde ‘;’}S}y CW GL" J}.a}-\ oldb sue 2.2
A 1SSy Ao M e 3215

gu\ 22y Ll g Ol alusunl s 2.3
\3}»«» dﬁé\

Restricted Biologi¢al Therapies’ List

2026 id (214) @) ¢yt M Aol Ger gl ged) Sl doitE

el 89 3 il ged! ’;_1

>l By P._Ja.ﬁu(.:u
r;'

IMMUNE- MEDIATED INFLAMMAT%Y DISEASE & ALLERGY BIOLOGICS

GOLIMUMAB 50MG

ITEM DESCRIPTION AUTHORIZED SPECIALITY

1 ADALIMUMAB 40MG F__J Rheumatology/Gastroenterology/ Dermatology
ADALIMUMAB 20MG F: Rheumatology/Gastroenterology/ Dermatology
INFLIXIMAB 100MG IV :1- Rheumatology/Gastroenterology/ Dermatology
INFLIXIMAB 120MG S.C ‘»."I.'-' Rheumatology/Gastroenterology/ Dermatology
ETANERCEPT 50MG E Rheumatology/ Dermatology

A

Rheumatology/Gastroenterology

CERTOLIZUMAB 200MG

Rheumatology/Gastroenterology/ Dermatology

X N N | A W[ DN

ANAKINRA (KINERET) 100MG

Rheumatology/ Paediatric Immunology /
Paediatric Rheumatology

9 CANAKINUMAB (ILARIS) 150 MG

Rheumatology

10 | BASILIXIMAB (SIMULECT) 20MG Transplant Medicine / Nephrology

11 DUPILUMAB (DUPIXENT) 300 MG/2ML Dermatology / Allergy-Immunology/
Pulmonology

12 | DUPILUMAB (DUPIXENT) 200MG Dermatology / Allergy-Immunology/
Pulmonology

13 | DUPILUMAB (DUPIXENT) 300MG S.C Dermatology / Allergy-Immunology/
Pulmonology

14 | MEPOLIZUMAB (NUCALA) 100 MG PEN Allergy-Immunology/ Pulmonology

15 BENRALIZUMAB (FASENRA) 30 MG Allergy-Immunology/ Pulmonology
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16 | TOCILIZUMAB (ACTEMRA) 162MG SC Rheumatology/ Immunology/
Critical Care / Infectious Diseases
17 TOCILIZUMAB (ACTEMRA) 200MG/10ML Rheumatology/ Immunology/
Critical Care / Infectious Diseases
18 TOCILIZUMAB (ACTEMRA) 400MG/20ML Rheumatology/ Immunology/
Critical Care / Infectious Diseases
19 | SILTUXIMAB (SYLVANT) 100MG haematology /| Oncology
20 | SILTUXIMAB (SYLVANT) 400MG haematology / Oncology
21 USTEKINUMAB 45MG/0.5ML Dermatology / Rheumatology
22 | USTEKINUMAB 90MG/1ML SC Dermatology/ Rheumatology/ Gastroenterology
23 USTEKINUMAB 130 MG/26 ML IV Gastroenterology
24 SECUKINUMAB (COSENTYX) 150MG Dermatology/ Rheumatology
25 | BIMEKIZUMAB (BIMZELX) 160 MG/ML } Dermatology/ Rheumatology
26 | IXEKIZUMAB (TALTZ)80MG/ML I"4-] Dermatology/ Rheumatology
27 | RISANKIZUMAB 75MG(SKYRIZI) ]' Dermatology
28 | RISANKIZUMAB 150MG(SKYRIZI) "i Dermatology/ Rheumatology
29 | RISANKIZUMAB 600MG(SKYRIZI) .:I Gastroenterology
30 | RISANKIZUMAB 360MG(SKYRIZI) J"" Gastroenterology
31 | GUSELKUMAB (TREMFYA) 100MG/ML f'--j Dermatology/ Rheumatology/ Gastroenterology
32 | GUSELKUMAB (TREMFYA) 200mg S.C Jﬂ, Gastroenterology
33 | GUSELKUMAB (TREMFYA) 200mg IV 1 Gastroenterology
34 | MIRIKIZUMAB (OMVOH) 20MG/ML IV “'.:1, Gastroenterology
35 | MIRIKIZUMAB (OMVOH) 100MG/ML PFS ' Gastroenterology
36 | OMALIZUMAB (XOLAIR) 150 MG - Pulmonology / Allergy-Immunology/
:[:3;\ Dermatology/ ENT
37 | TEZEPELUMAB (TEZSPIRE) | ! Pulmonology/ Allergy-Immunology
38 | ABATACEPT (ORENCIA) 125MG S.C :i Rheumatology
39 ABATACEPT (ORENCIA) 250MG IV 5I Rheumatology
1
40 | BELIMUMAB (BENLYSTA) 400MG '1 Rheumatology/ Nephrology
a
41 | BELIMUMAB (BENLYSTA) 120MG Y Rheumatology/ Nephrology
42 | BELIMUMAB (BENLYSTA) 200MG SC iy Rheumatology
43 | ANIFROLUMAB (SAPHNELO) 300MG -y Rheumatology
44 | EMAPALUMAB-LZSG (GAMIFANT) 1OMG/2MLI'.-G|'- Paediatric & Adult haematology / Oncology/
m.._l‘l;u Immunology / Rheumatology
:-l;: Critical Care / Infectious Disease
45 | EMAPALUMAB-IZSG 50MG/10ML (GAMIFANT)\'-'T: Paediatric & Adult haematology / Oncology/
' Immunology / Rheumatology
Critical Care / Infectious Disease
46 | ECULIZUMAB (SOLIRIS) 300MG Neurology/ haematology / Nephrology
47 | RAVULIZUMAB (ULTOMIRIS) 300MG Neurology/ haematology / Nephrology
48 EFGARTIGIMOD ALFA-FCAB (VYVGART) 400MG Neurology
49 | AXATILIMAB SINGLE-DOSE VIAL Haematology / Oncology
HEPATOLOGY & INFECTIOUS DISEASES BIOLOGICAL THERAPIES
ITEM DESCRIPTION AUTHORIZED SPECIALITY
50 PEGINTERFERON ALFA-2A (PEGASYS) 180MCG Hepatology / Infectious Diseases
51 PEGINTERFERON ALFA-2b (PEGINTRON)150MCG | Hepatology / Infectious Diseases
52 HEPATITIS BIMMUNOGLOBULIN (HEPAGAM B) Hepatology / Infectious Diseases / Transplant

Medicine
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53 HEPATITIS BIMMUNOGLOBULIN 540-1000 IU Hepatology / Infectious Diseases /| Transplant
Medicine
54 HEPATITIS BIMMUNOGLOBULIN 200IU/ML I.M Hepatology / Infectious Diseases /| Transplant
Medicine
55 HEPATITIS BIMMUNOGLOBULIN 312 IU ML 1V Hepatology / Infectious Diseases / Transplant
Medicine
NEUROLOGICAL BIOLOGICAL THERAPIES
ITEM DESCRIPTION AUTHORIZED SPECIALITY
56 INTERFERON BETA-1A (REBIF) 44 MCG - 12M.U Neurology
57 INTERFERON BETA-1A (REBIF) 44MCG - Neurology
MULTIDOSE
58 INTERFERON BETA-1A (AVONEX) 30MCG/M% Neurology
59 PEGINTERFERON BETA-1A (PLEGRIDY) 125 ﬁCG Neurology
60 PEGINTERFERON BETA-1A (PLEGRIDY) 63 —9a’lCG Neurology
61 NATALIZUMAB (TYSABRI) 300MG/15ML JI Neurology
62 OCRELIZUMAB ( OCREVUS ) 300MG/10ML IV.‘* Neurology
63 OCRELIZUMAB ( OCREVUS ) 920MG S.C ":.L Neurology
64 OFATUMUMAB (KESIMPTA) 20MG SC 4 Neurology
65 | ALEMTUZUMAB (LEMTRADA) T"l Neurology
66 GALCANEZUMAB (EMGALITY) 120 MG (S.C) _E Neurology
67 | ERENUMAB (AIMOVIG) 70MG PRE-FILLED RE%« (S.C) | Neurology
68 | EPTINEZUMAB (VYEPTI) 100MG/ML (IV) ™~ Neurology
69 DONANEMAB (KISUNLA) 350MG/20ML (IV) i Neurology
70 | LECANEMAB (LEQEMBI) 200MG2ML IV) 5 Neurology
71 | LECANEMAB (LEQEMBI) 500MG/5ML (IV) L Neurology
'Ii
ONCOLOGY AND HAEMATO]ZQGY BIOLOGICAL THERAPIES
ITEM DESCRIPTION -‘E': AUTHORIZED SPECIALITY
72 PEMBROLIZUMAB (KEYTRUDA) 100 MG/4 MI'_,_}:V Oncology
73 NIVOLUMAB (OPDIVO) 40 MG IV T Oncology
74 NIVOLUMAB (OPDIVO) 100 MG IV ?-:I Oncology
75 DOSTARLIMAB 500 MG (IV) E‘- Oncology
76 TORIPALIMAB 240 MG/6 ML "-Gr Oncology
77 ATEZOLIZUMAB (TECENTRIQ) 1875 MG/15 I\;iui SC Oncology
78 | ATEZOLIZUMAB (TECENTRIQ) 840MG /14MI;-§: Oncology
79 ATEZOLIZUMAB (TECENTRIQ) 1200MG/20MIL Oncology
80 AVELUMAB (BAVENCIO) 200 MG/10 ML Oncology
81 DURVALUMAB (IMFINZI) 500 MG Oncology
82 IPILIMUMAB (YERVOY) 50 MG Oncology
83 IPILIMUMAB (YERVOY) 200 MG Oncology
84 TREMELIMUMARB (IMJUDO) 25 MG Oncology
85 TREMELIMUMAB (IMJUDO) 300 MG Oncology
86 DINUTUXIMAB BETA (QARZIBA) 4.5 MG/ML Paediatric Oncology /| Haematology—
Oncology
87 NAXITAMAB (DANYELZA) 40 MG/10 ML INFUSION Paediatric Oncology /| Haematology—
Oncology
88 TRASTUZUMAB 440 MG Oncology
89 TRASTUZUMAB HERCEPTIN) 600 MG SC Oncology
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920 PERTUZUMAB (PERJETA) 420 MG Oncology
91 CETUXIMAB (ERBITUX) 100 MG Oncology
92 PANITUMUMAB (VECTIBIX) 100 MG Oncology
93 BEVACIZUMAB 400 MG Oncology
94 BEVACIZUMAB (AVASTIN) 100 MG Oncology
95 RAMUCIRUMAB (CYRAMZA) 500 MG/50 ML Oncology
96 ZOLBETUXIMAB 100MG Oncology
97 ZOLBETUXIMAB 300 MG SINGLE-DOSE VIAL Oncology
98 RITUXIMAB 100 MG/10 ML Haematology / Oncology
99 RITUXIMAB 500 MG/50 ML Haematology / Rheumatology/
Dermatology/Nephrology
100 RITUXIMAB SC 1400 MG -_3 Haematology / Oncology
101 OBINUTUZUMAB (GAZYVA) 1000 MG/40 ML _:L Haematology /| Oncology
102 OFATUMUMAB (ARZERRA) 100MG IV . haematology / Oncology
103 | ISATUXIMAB-IRFC (SARCLISA) 100 MG Haematology / Oncology
104 | ISATUXIMAB-IRFC (SARCLISA) 500 MG l? Haematology / Oncology
105 DARATUMUMAB (DARZALEX) 100 MG/5 ML i Haematology / Oncology
106 DARATUMUMAB (DARZALEX) 400MG /20ML—E ) Haematology / Oncology
107 DARATUMUMAB (DARZALEX) 1800MG/15ML EC Haematology / Oncology
108 TAFASITAMAB (MINJUVI) 200 MG 1 Haematology / Oncology
109 MOGAMULIZUMAB (POTELIGEO) 4 MG/ML * Haematology / Oncology
T ]
110 | EPCORITAMAB (TEPKINLY) 48 MG Haematology / Oncology
111 EPCORITAMAB (TEPKINLY) 4 MG Haematology / Oncology
112 GLOFITAMAB 2.5 MG | Haematology / Oncology
i
113 GLOFITAMAB 10 MG 'I"l Haematology / Oncology
114 | AMIVANTAMAB (RYBREVANT) 350 MG -'1:‘ Oncology
115 | TALQUETAMAB (TALVEY) 3 MG =L Haematology /| Oncology
116 TALQUETAMAB (TALVEY) 40 MG I,;l] Haematology / Oncology
117 TARLATAMAB (IMDELLTRA) 10 MG VIAL l? Oncology
118 | TECLISTAMAB (TECVAYLI) 30 MG 3] Haematology / Oncology/ Transplant
119 TECLISTAMAB (TECVAYLI) 153 MG VIAL . Haematology / Oncology/ Transplant
120 BLINATUMOMAB (BLINCYTO) 35 pG |y Haematology / Oncology
121 MIRVETUXIMAB SORAVTANSINE (ELAHERE) 100 MG Oncology
122 ADO-TRASTUZUMAB EMTANSINE (KADCY? TDM-1) | Oncology
100 MG B
123 ADO-TRASTUZUMAB EMTANSINE (KADCY,].',A TDM-1) | Oncology
160MG -y
124 SACITUZUMAB GOVITECAN (TRODELVY) 180 MG Oncology
125 TRASTUZUMAB DERUXTECAN (ENHERTU) 100 MG Oncology
126 LONCASTUXIMAB TESIRINE 10 MG Haematology / Oncology
127 | BRENTUXIMAB VEDOTIN (ADCETRIS) Haematology / Oncology
128 POLATUZUMAB VEDOTIN (POLIVY) 140 MG Haematology / Oncology
129 GEMTUZUMAB OZOGAMICIN MYLOTARG) 4.5 MG Paediatric & adult Haematology/Oncology
130 INOTUZUMAB OZOGAMICIN (BESPONSA) 0.9 MG Paediatric & adult Haematology/Oncology
131 ENFORTUMAB VEDOTIN 20 MG Oncology
132 | ENFORTUMAB VEDOTIN 30 MG Oncology
133 ZIV-AFLIBERCEPT (ZALTRAP) 200 MG Oncology
134 ASPARAGINASE (KIDROLASE) 10,000 U Paediatric & adult Haematology/Oncology
135 PEGASPARGASE 750 IU/ML (5 ML) Paediatric & adult Haematology/Oncology
136 TAGRAXOFUSP (ELZONRIS) 1000 pnG Haematology/Oncology
137 | GLUCARPIDASE (VORAXAZE) 1000 UNIT Haematology/Oncology
138 PERTUZUMAB/TRASTUZUMAB (PHESGO) Oncology

600 + 600 MG/10 ML
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139

PERTUZUMAB/ TRASTUZUMAB (PHESGO)
1200MG+600MG/15ML

Oncology

140 PALIFERMIN ( KEPIVANCE ) 6.25 MG Haematology/Oncology/ stem cell transplant
141 RASBURICASE 1.5MG Paediatric & adult Haematology/Oncology
142 RASBURICASE 7.5MG Paediatric & adult Haematology/Oncology
ENZYME REPLACEMENT & RARE METABOLIC THERAPIES
ITEM DESCRIPTION AUTHORIZED SPECIALITY
143 PEGVALIASE (PALYN1ZIQ) 10MG Metabolic/Clinical Genetics
144 PEGVALIASE (PALYNZIQ) 20MG Metabolic/Clinical Genetics
145 PEGVALIASE (PALYNZIQ) 2.5MG Metabolic/Clinical Genetics
146 AGLUCOSIDASE ALFA MYOZYME) 50MG Metabolic/Clinical Genetics/ Neurology
147 LARONIDASE (ALDURAZYME) 100U/ML 5ML Metabolic/Clinical Genetics
148 ELOSULFASE ALFA (VIMIZIM) 5MG/5ML Metabolic/Clinical Genetics
149 IMIGLUCERASE (CEREZYME) 400U } Metabolic/Clinical Genetics
150 GALSULFASE (NAGLAZYME) 5MG/5ML Metabolic/Clinical Genetics
151 AGALSIDASE ALFA (REPLAGAL) 3.5MG/3.5ML Metabolic/Clinical Genetics/ Nephrology/
I Cardiology
152 IDUSULFASE 6MG/3ML (ELAPRASE) "‘l Metabolic/Clinical Genetics
153 OLIPUDASE ALFA (XENPOZYME)20MG 1 Metabolic/Clinical Genetics
154 METRELEPTIN (MYALEPT) '?'L Metabolic/Clinical Genetics
L%
IMMUNOGLOBULIN, PLASMA- DERIVED & CO EULATION FACTOR BIOLOGICAL PRODUCTS
ITEM DESCRIPTION 1 AUTHORIZED SPECIALITY
155 HUMAN NORMAL IMMUNOGLOBULIN (SCIG" Immunology/Allergy/Haematology/ Neurology
(HYQVIA) 20GM '
156 HUMAN NORMAL IMMUNOGLOBULIN (SCIGY} Immunology/Allergy/Haematology/ Neurology
(HYQVIA) 30GM '
157 HUMAN NORMAL IMMUNOGLOBULIN Immunology/Allergy/Haematology/ Neurology
(PRIVIGEN)10G 9
158 HUMAN NORMAL IMMUNOGLOBULIN (PRIVI;SEN) 5G | Immunology/Allergy/Haematology/ Neurology
159 Human normal immunoglobulin (Gamunex) 5 g/ S(LmL Immunology/Allergy/Haematology/ Neurology
160 Human normal immunoglobulin 5 g/50 mL IV ,1 Immunology/Allergy/Haematology/ Neurology
161 Human normal immunoglobulin 2.5 g/50 mL IV El Immunology/Allergy/Haematology/ Neurology
162 Human normal immunoglobulin (Subcuvia) SC 16? 10 Ml Immunology/Allergy/Haematology/ Neurology
163 FACTOR VIII INHIBITOR BYPASSING _ii Haematology (Adult & Paediatric)
ACTIVITY (FEIBA) 1000TU o
164 HUMAN COAGULATION FACTOR VIII/VON. Haematology (Adult & Paediatric)
WILLEBRAND FACTOR (WILATE) 1000U F;:_
165 HUMAN VON WILLEBRAND FACTORIN [~ Haematology (Adult & Paediatric)
COMBINATION WITH HUMAN COAGULATIgN
FACTOR VIII =
166 | VON WILLEBRAND FACTOR (WILFACTIN) 1(§01U Haematology (Adult & Paediatric)
167 MOROCTOCOG ALFA (XYNTHA) 500IU = Haematology (Adult & Paediatric)
168 EFMOROCTOCOG ALFA (ELOCTATE) 250 IU . Haematology (Adult & Paediatric)
169 EFMOROCTOCOG ALFA (ELOCTATE) 1000IU Haematology (Adult & Paediatric)
170 EFTRENONACOG ALFA (ALPROLIX) 1000 IU Haematology (Adult & Paediatric)
171 EFANESOCTOCOG ALFA (ALTUVIIIO) Haematology (Adult & Paediatric)
172 RURIOCTOCOG ALFA PEGOL (ADYNOVATE) Haematology (Adult & Paediatric)
173 LONOCTOCOG ALFA (AFSTYLA) Haematology (Adult & Paediatric)
174 NONACOG ALFA (BENEFIX) 500 IU Haematology (Adult & Paediatric)
175 CATRIDECACOG (NOVOTHIRTEEN) 2500IU Haematology (Adult & Paediatric)
176 EPTACOG ALFA ACTIVATED (NOVOSEVEN) 1IMG Haematology (Adult & Paediatric)
177 HUMAN PROTHROMBIN COMPLEX CONCENTRATE/ | Haematology/ Emergency Medicine/ ICI
FACTORSII, VII, IX, X IN COMBINATION
178 EMICIZUMAB (HEMLIBRA) 30MG Haematology (Adult & Paediatric)
179 EMICIZUMAB (HEMLIBRA) 60MG Haematology (Adult & Paediatric)
180 EMICIZUMAB HEMLIBRA) 105MG Haematology (Adult & Paediatric)
181 EMICIZUMAB HEMLIBRA) 150MG Haematology (Adult & Paediatric)
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182 PROTEIN C CONCENTRATE, HUMAN (CEPROTIN) Haematology / Paediatric Haematology /
Neonatology
183 CAPLACIZUMAB(CABLIVI) 10MG haematology (Adult)
184 CAPLACIZUMAB-YHDP (CABLIVI) 11MG haematology (Adult)
HAEMATOLOGY SUPPORTIVE & DISEASE-MODIFYING BIOLOGICS
ITEM DESCRIPTION AUTHORIZED SPECIALITY
185 DARBEPOETIN ALFA 20MCG/0.5ML(ARANESP) Nephrology (adult & paediatric)/
Oncology/Haematology
186 DARBEPOETIN ALFA 40MCG/0.4ML(ARANESP) Nephrology (adult & paediatric)
/Oncology/Haematology
187 DARBEPOETIN ALFA 60MCG/0.3ML(ARANESP) Nephrology (adult & paediatric)
_ /Oncology/Haematology
188 DARBEPOETIN ALFA 100MCG (ARANESP) } Nephrology (adult & paediatric)
"u.] /Oncology/Haematology
189 DARBEPOETIN ALFA 150 MCG (ARANESP) ]. Nephrology (adult & paediatric)
/Oncology/Haematology
190 DARBEPOETIN ALFA 300 MCG (ARANESP) l? Nephrology (adult & paediatric)
":.L /Oncology/Haematology
191 DARBEPOETIN ALFA 500 MCG (ARANESP) j: Nephrology (adult & paediatric)
f' J /Oncology/Haematology
192 ERYTHROPOIETIN ALFA 40000U/ ML 3 Nephrology/ Oncology/haematology/ Infectious
%- Diseases (HIV)
193 | METHOXY POLYETHYLENE GLYCOL/EPOE Nephrology (adult & paediatric)
BETA 100MCG %\l
194 METHOXY POLYETHYLENE GLYCOL/EPOETIP Nephrology (adult & paediatric)
BETA 200MCG 2
195 METHOXY POLYETHYLENE GLYCOL/EPOE"I‘T:[iN Nephrology (adult & paediatric)
BETA 150MCG .I..
196 | LUSPATERCEPT-175AAMT (REBLOZYL) ZSMq Haematology/Oncology
197 | ROMIPLOSTIM (NPLATE) 250MG .5' haematology (Adult & Paediatric)
198 LUSPATERCEPT-AA176MT (REBLOZYL) 75Mq'| Haematology/Oncology
199 | ECALLANTIDE (KALBITOR) 10MG '!:,’: Allergy & Clinical Immunology/Emergency
~ Medicine
200 LANADELUMAB-fafg (TAKHZYRO) 300MG/211Z[:II, Allergy & Clinical Immunology
201 PEGFILGRASTIM (NEULASTA) 6MG/0.6ML : Haematology/Oncology
202 ROPEGINTERFERON ALFA-2B (BESREMI) ZSEVICG Haematology / Oncology
-
CARDIOVASCULAR IE)LOGICAL THERAPIES
ITEM DESCRIPTION G:' AUTHORIZED SPECIALITY
203 ALTROCUMAB 75MG/ML (PRALUENT) Cardiology/ Lipidology/
Endocrinology/Diabetology/ Paediatric
204 ALTROCUMAB 150MG/ML (PRALUENT) Cardiology/ Lipidology/
Endocrinology/Diabetology/ Paediatric
205 EVOLOCUMAB 140MG/ML (REPATHA) Cardiology/ Lipidology/
Endocrinology/Diabetology/ Paediatric
ENDOCRINE & REPRODUCTIVE RECOMBINANT HORMONAL BIOLOGICS
ITEM DESCRIPTION AUTHORIZED SPECIALITY
206 | MENOTROPIN (MENOPUR) 600IU Endocrinology/Infertility (Ob—Gyn)
207 CORIFOLLITROPIN ALFA (ELONVA) 150MCG Endocrinology/Infertility (Ob-Gyn)
208 TERIPARATIDE (FORTEO) 600MCG/2.4ML Endocrinology/Metabolic Bone
209 SOMATROGON (NGENLA) PEN Endocrinology(Paediatric Endocrinology)
210 | MECASERMIN (INCRELEX) 40MG/4ML Paediatric Endocrinology
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BONE, MINERAL & SKELETAL BIOLOGICAL THERAPIES

ITEM DESCRIPTION AUTHORIZED SPECIALITY
211 DENOSUMAB (XGEVA) 120MG Haematology/Oncology
212 DENOSUMAB (PROLIA) 60 MG Endocrinology / Metabolic Bone
213 ROMOSOZUMAB (EVENITY) 105MG/1.17ML Endocrinology /| Metabolic Bone
214 VOSORITIDE (VOXZOGO) 0.56MG Paediatric Endocrinology
215 VOSORITIDE (VOXZOGO) 0.4MG Paediatric Endocrinology
216 BUROSUMAB-TWZA (CRYSVITA) 10MG Endocrinology /| Metabolic Bone (adult/ paediatric)
217 BUROSUMAB-TWZA (CRYSVITA) 20MG Endocrinology /| Metabolic Bone (adult/ paediatric)
218 | BUROSUMAB-TWZA (CRYSVITA) 30MG Endocrinology /| Metabolic Bone (adult/paediatric)
219 ONABOTULINUMTOXINA (BOTOX) 100U Neurology/PM&R/Orthopaedics
= Urology/Dermatology/ Ophthalmology
220 | ABOBOTULINUMTOXINA (DYSPORT) 500U .{ Neurology/PM&R
M4
OPHTHALMIC BIOLOGICAL THERAPIES
ITEM DESCRIPTION W AUTHORIZED SPECIALITY
221 | AFLIBERCEPT (EYLEA) 2MG/0.05ML # Ophthalmology
222 AFLIBERCEPT (EYLEA HD) 8 mg/0.07 mL ._'!\ Ophthalmology
223 FARICIMAB (VABYSMO ) 6MG/0.05ML _? ) Ophthalmology
224 | RANIBIZUMAB (LUCENTIS)10MG/ML 0.3ML |~ Ophthalmology
3
A-
Advanced Therapy Medicinal Produlc% — ATMPs / Cell and Gene Therapies
ITEM DESCRIPTION ,_,ﬂ" AUTHORIZED SPECIALITY
225 | BEREMAGENE GEPERPAVEC GEL (VYJUVEK) | Dermatology/ Genetics
226 | ONASEMNOGENE ABEPARVOVEC (ZOLGENSMA) Paediatric Neurology / Genetics
227 DELANDISTROGENE MOXEPARVOVEC (EL@’ IDYS) | Paediatric Neurology / Genetics /| Neuromuscular
. % specialist center
228 | AXICABTAGENE CILOLEUCEL (YESCARTA) .i, Haematology-Oncology / Stem Cell Transplant /
=1_ Cellular Therapy Centre
229 | BREXUCABTAGENE AUTOLEUCEL (TECART,F}S) Haematology-Oncology / Stem Cell Transplant /
'3 Cellular Therapy Centre
230 | TISAGENLECLEUCEL (KYMRIAH) 3| Haematology—-Oncology / Paediatric
Haematology—Oncology / Stem Cell Transplant /
Cellular Therapy Centre
231 Haematology / Paediatric Haematology / Stem

Cell Transplant /| Genetics

-l

M=

r-\.
EXAGAMGLOGENE AUTOTEMCEL (CASGE\IF¥)
=

I

L

96

Biological TherapytAccess Request form
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Section 1. Patient Information (completed by treating physician)_z, Ly Cay,adl Cbly

Full Name Nationality
S ¥ Fee
Weight
Civil ID (if dosing is weight
gy LI based)
Oyl
Contact number Hospital
sy, LTI el 53 gt
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dgS g @S drg) L1 dylo Gl BUay aly BB pd Sypear podie [




22026/8/16 — » 1448 Js¥1 avy 3 4>V 20i Ognedly 5l ded) 1804 sualt 05t ST

@5 MO @ 2 NS [ O

Section 2. Type of Request (completed by treating physician)ci ¢y

O New initiation wur z3s su [ Continuation of existing therapy @Bz henat
N 3 T o (U

Section 3. Clinical Information (completed by treating physician)i,;,.J! ot

Confirmed Diagnosis

¢ ,'43' > L"& :‘! ‘

Disease Severity /| Activity Index (e.g.,
DAS28, PASI, CDALI etc.) 2 sus

1.
Previous Treatments Tried )
Ll oS! 3'

il | sl

Response to Conventional Therapy =¥ | O Partial/inaﬁelquate response [] Treatment failure

ekl = Sall O contraindi%a{ed/not tolerated
3
Requested Biologic Name& Regimen .
DA gy gl sl I‘l (Name, strength, Dosage form, Frequency)
Locally approved indications
L Sukesne 21 plsiaal o193 0 Yes [0 No, ;\ttach approval for Off-label use
Proposed Duration of coverage fﬂ () months
k) Bl Sue for n!]'fv patients, it should be based on the period needed to reach
L measurable benefits
Date Started (if applicable) DD /MM/YY“L
ol o pll= el £ ey st /1 e
-y

Section 4. Justification/Rationale for request (completed by_‘ii‘eating physician)cdllt &y pe
Please attach supporting reports & documents i\l Clogmilly yladly Shanl) BBl o
T

[
=
=

Treating Physician Name Treating Phy%ian stamp & sig. DD /MM/YY

= /
L]
-

Section 5. Protocol Alignment (completed by head of Unitlfg;-w\ Y Sg g DU Bl sk

Does the Patient fulfil the initiation criteria ? (for new pt.) O Yes [0 No

¢ A ‘5\9 CM\ PRY ng ‘}.‘e.J'J.a (A s.ﬁ).o.u

Does the Patient fulfil the continuation criteria ? [ Yes 1 No

e ‘5\9 cw\ é )\}a:.w‘ﬂ\ gules ‘}JG.J J.a

Does the Proposed Duration of coverage aligned with

protocol? 0 Yes [0 No

S S g ikl OBl Sus 315 Ja

Head of Unit decision DD /MM/YY Head of Unit Name, Stamp & Signature

O Approve Il

O Not approve

Section 6. Pharmaceutical Considerations (completed by head of pharmacy)is¥ua.el wijlasy)

Requested product category [0 Reference biological product [] Biosimilar
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bl el OAdvanced Therapy Medicinal Product (ATMPs)

Number of unit doses needed for the proposed duration of
coverage

Lo fil) O3 jaalt 8L Aygllalt gl 5f le 31 s

Head of Pharmacy Department (stamp, signature, date) DD /MM/YY
/1

For committee use only

Section 7. Central technical review

= Completeness of required documents: [1 Yes [1 No
= Compliance of the request with the provisions of the decision: [1 Yes [1 No
= Availability of a biosimilar alternative: [] Yes [] No

= Estimated cost for the exception approval period }

Technical /| Economic Assessment Notes ]J

Reviewer(s): DD /MM/YY A

(stamp, signature, date) / / T'-J
_11

Section 8. Committee decision '

O Approved

O Not Approved -

O Approved with conditions =

Condltlons_‘?i« ............................................................................

.............................................................................. e
|

Duration of approval () months .

Notes: IE,“I

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo .q..lllll...llllll...llllll......ll....ll.ll....ll.ll...lll.l...ll..ll....ll..
¥

.............................................................................. TP PPPPPPPIPS
|

. . DD MM/YY
Approval of committee chair y

Approvals of committee members

+965-604[7777




