Hopatox 1

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«baraToleHTpoBe, paH/[OMi30BaHe, BiJJKpHUTe, aKTMBHE KOHTPOJIbOBaHe, CJiire JOC/iJ)KeHHS 3
OL[iHKOFO KiHI|eBUX TOYOK /I/1sI TOPiBHSHHS e)eKTUBHOCTI Ta O6e3rieku SRSD107 Ta eHOKcarmapuHy
y [OpOC/MX TMAL|€HTIB, $Ki MPOXOJATh IUIAHOBY IIePBUHHY OJHOCTOPOHHIO TOTa/bHY
apTPOIVIaCTHKY KOJIIHHOTO Cyryioba», koA poctimkenHs SRSD107-201, Bepcist 4.1 Big 03 )KOBTHS
2025 poky

3asgBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPATHA»

CrioHCOp, KpaiHa

«Cipiyc TepanbtoTikc, IHK.» [Sirius Therapeutics, Inc.], CIITA

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
JI03yBaHHSsI, BUPOOHUK, KpaiHa

SRSD107 In’ekuisi, po3unH ajs iH’ekyiid, 150 mr/1 mn (SRSD107); po3uuH A/s1 iH’€KLii;
150 mr/mm; WuXi STA Pharmaceutical Co., Ltd, Kutaii; Shanghai Shanhu Health Technology Co.,
Ltd., Kurais; Clinigen Clinical Supplies Management GmbH, HimeuunHa;

[Tnate6o go SRSD107 Ix’ekuis, po3unH Ans iH’ekwid, 150 Mr/1 My, pO3uMH AJisT iH’ €Kil
WuXi STA Pharmaceutical Co., Ltd, Kutaii; Shanghai Shanhu Health Technology Co., Ltd.,
Kuraii; Clinigen Clinical Supplies Management GmbH, HimeuunHa;

KnekcaH, po3uuH 715 iH’ekyii, 40 mr/0,4 M1 y Harepe/] 3ari0BHEHOMY LUTPULIi, 2 IIMPULIA B Habopi
(Knekcan); po3uun gnas in’ekuivi; 4000/0,4 Antu-Xa MO/mi; Clinigen Clinical Supplies
Management GmbH, HimeuurHa

Bianosigansuuii (i) JocaigHuK (1)
Ta MicLe (1) NpoBefieHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipod. AHKiH M.JL.

ToBapucTBO 3 00Me)keHOIO BifmnoBifanbHicTIO «KiiHika «/leHuc», XipypriuHuii craifioHap,
M. KuiB

2) p.M.H. Maiiko B.M.

KomyHasibHe  HeKoMepIiiiHe —TANpUEMCTBO  «BiHHUWIIBKAa oOsacHa  KJ/TiHIYHA  JIiKapHS
imeni M.I. ITuporoBa Binuuiibkoi obsacHoi pagu», BucokocrierjianizoBanuii LleHTp opTonesii,
eH/I0NPOTe3yBaHHs Ta PeKOHCTPYKTUBHOI TpaBMaToJIOrii, M. BiHHuLg

3) nikap ITignicerpkuii A.T.

KomyHasibHe HeKOMepIiiiiHe mignpueMcTBO JIbBiBChKOi 00s1acHOI pasy «JIbBiBChKHM 001aCcHUM
rocritanb BeTepaHiB BiliH Ta penpecoBaHux imeHi HOpis Jlunw», BifgfineHHs apTposorii,
BepTeOpoJiorii Ta Helpoxipyprii, c. BunaHuky, JIbBiBCbKa 0071.
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[Tpenapaty MoOpiBHSIHHS, BUDOOHUK | —
Ta KpaiHa

CynyTHi MaTepianu/miperiapati —
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CLIOHCOP Uu
3asiBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYIyTHIX MarTepiasiB

B.o. Haua/ibHHKa @apMalieBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartox 2

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«PanzioMi3oBaHe, TmozBiliHe ciiine pochimpkeHHs III ¢da3u ax'toBaHTHOI Tepamii MK-1084
B KOMOiHarlii 3 MiJIKipHUM BBeJieHHAM TieMOposizymaby Ta OepariasypoHifjasu asmbdha
(MK-3475A) mopiBHAHO 3 a/'fOBaHTHOIO Teparielo riarebo y kKombOiHamii 3 MK-3475A
y YYacHHKIB i3 TOBHICTIO pe3eKTOBaHWUM HeJpiOHOKIITHHHUM pakom JjereHiB (HZAPJI) cragii
ITA-IIIB (N2) 3 wmyrauieo KRAS G12C micisgs oTpuMaHHS HeoaJ FOBAaHTHOI  Tepartii
nemOposisymaboM y mo€iHaHHI 3 XimioTepami€lo abo  aj’roBaHTHOI  XimioTeparii
(KANDLELIT-013)», koa, nocnigyxkenass MK-1084-013, Bepcist 00 Big 03 muctomnaga 2025 poky

3asgBHUK, KpaiHa

ToBapHucTBO 3 00MeXXeHO0 BiznoBifanbpHicTI0O « MCJI YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn enp Joym, CIIIA (Merck Sharp & Dohme LLC), USA

[Tepenixk foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084) (MK-1084, PRD9352351,
MK-20220820, C200428008-FP, OCT MK-20220820, OCT MK-1084; MK-1084); Tabnetkw;
25 wmr; Lonza Bend Inc., USA; Lonza Bend Inc., USA; Merck Sharp & Dohme LLC, USA;
Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical
Services (Ireland) Limited, Ireland; Fisher Clinical Services UK Limited, United Kingdom;
Almac Clinical services Limited, United Kingdom; Almac Clinical Services, USA; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;

[Tnae6bo mo MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084); TabmeTku;
Lonza Tampa LLC, USA; Merck Sharp & Dohme LLC, USA; Merck Sharp & Dohme LLC, USA;
Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services UK Limited, United
Kingdom; Almac Clinical services Limited, United Kingdom; Almac Clinical Services, USA;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;

MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084, FCT MK-1084) (MK-1084,
PRD9352352, C200428008-FP, OCT MK-20220820, OCT MK-1084, FCT MK-1084,
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MK-20220820); MK-1084); tabnetku; 50 mr; Lonza Bend Inc., USA; Lonza Bend Inc., USA;
Merck Sharp & Dohme LLC, USA; Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma
GmbH, Switzerland; Almac Clinical Services (Ireland) Limited, Ireland; Fisher Clinical Services
UK Limited, United Kingdom; Almac Clinical services Limited, United Kingdom; Almac Clinical
Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
[Tnae6o o MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084, FCT MK-1084);
tabsietku; Lonza Tampa LLC, USA; Merck Sharp & Dohme LLC, USA; Merck Sharp & Dohme
LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical services Limited, United Kingdom; Almac Clinical Services,
USA,; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
MK-3475A, Pembrolizumab (+) berahyaluronidase alfa, Humanized X PD-1_mAb (H409A11)
IgG4, 5083 (6R), 3083 (2R) (MK-3475A; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106;
ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1); MK3475; 5083 (6R),
3083 (2R), MK-3475, Pembrolizumab, mem6posnizymab, MK-5180, berahyaluronidase alfa,
OeparianypoHifa3a anbda); CTepunbHUM PpPO3uuH s  iH’ekuii/daakon; 395 wr/2,4 wmn
(165 mr/mn); Merck Sharp & Dohme LLC, USA; Merck Sharp & Dohme LLC, USA; Werthenstein
BioPharma GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom;
Almac Clinical services Limited, United Kingdom; Almac Clinical Services, USA; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Bsp Pharmaceuticals S.p.A.,
Italy; MSD International GmbH, Ireland; Nuvisan GmbH, Germany; Fisher Clinical Services
GmbH, Germany; Merck Sharp & Dohme (UK) Limited, UK; MSD International GmbH, Ireland;
MK-3475A, Pembrolizumab (+) berahyaluronidase alfa, Humanized X PD-1_mAb (H409A11)
IgG4, 5083 (6R), 3083 (2R) (MK-3475A; SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106;
ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1); MK3475; 5083 (6R),
3083 (2R), MK-3475, Pembrolizumab, mem06posizymad, MK-5180, berahyaluronidase alfa,
OeparianypoHifiaza anbda); CTepUnbHUN pO3UMH i iH eKijii/duiakon; 790 wmr/4,8 wmn
(165 mr/mn); Merck Sharp & Dohme LLC, USA; Merck Sharp & Dohme LLC, USA; Werthenstein
BioPharma GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom;
Almac Clinical services Limited, United Kingdom; Almac Clinical Services, USA; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Bsp Pharmaceuticals S.p.A.,
Italy; MSD International GmbH, Ireland; Nuvisan GmbH, Germany; Fisher Clinical Services
GmbH, Germany; Merck Sharp & Dohme (UK) Limited, UK; MSD International GmbH, Ireland
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Bignosiganehuii (i) gocaigHuk (1)
Ta Miclie (s1) MpoBe/leHHs
BUTNIPOOYyBaHHS B YKpaiHi

1) nikap ITinBep6enbka A.B.

OO6siacHe KOMyHaJ/IbHe HeKOMepIjiliHe TiANpueMCTBO «ByKOBUHCHKHM K/TiHIYUHMM OHKOJIOTiUHHMA
LIeHTP», CTPYKTYPHUU MiJPO3/i/a K/IiHIYHOI OHKOJOTi1, M. YepHiBLi

2) nikap 3y6koB O.0.

HepxaBHa ycraHoBa «HarjioHa/bHMM HAyKOBMM LIeHTpP XIipyprii Ta TpaHCIIJIaHTO/IOTrIT
iMeni O.0. IanimoBa HarjioHanbHOT akaZieMii MeJUUHHUX HayK YKpaiHW», BiJi/Ii/IeHHS] OHKOJIOT 1,
M. KuiB

3) nikap Ko63eB O.1.

KomMyHanbHe mignpueMcTBO «PiBHEHCHKMI 00/acHMIA TIPOTWUIYXJIMHHUM LieHTpP» PiBHEHCBHKOI
obacHoi pajiy, abaoMiHabHe BifgineHHs, M. PiBHe

4) nikap boiiko B.B.

KoMyHanbHe HeKoMepLiifiHe MirpueMCcTBO «[IpuKapraTChKuii KIiHIYHUM OHKOJIOTiYHMM LIeHTD
IBaHO-PpaHKiBCbKOI 00/1aCHOI pajiu», Xipypriune BiggineHHs: Ne2, M. IBaHO-PpaHKiBChK

5) nikap KopoJis FO.I.

KomyHasibHe HeKoMepIiiliHe MiANpUEMCTBO «JIbBiBCbKe TepUTOpiaibHe MeauuHe 00'eTHaHHS
«bararoripodinbHa K/iHiuHa JliKapHsS iHTEHCHBHUX METO/iB JIiKyBaHHSI Ta ILIBUAKOI MeJWUYHOI
pJornomMoru», LleHTp oHKoJIOriT BifoKpeMsieHoro nifpo3ziny «Jlikapaa Cesitoro [TanTeneriMoHa»,
M. JIbBiB

6) k.M.H. [Iputynsak C.M.

KoMyHanbHe HekoMmepljiliHe mMiANMpueMcTBO «[lofiNbCbKUM perioHa/ibHUM 11€HTP OHKOJIOTii
BinHuIbKOi 06/1aCHOT pa/iu», TOpakajabHe BifiieHHs, M. BiHHUIS

7) nupekTop ITapamoHoB B.B.

KoMyHaneHe HekoMmepLiliHe TMiANpPUEMCTBO «KUliHIUHMKA LEHTP OHKOJIOTii, TreMaToJIorii,
TPAHCIIAaHTOJIOTil Ta Ta/iaTHBHOI AoromMord YepkacbKoi 06s1acHOI pazy», Biffin KIiHiuHOT
OHKOJIOTi! (OHKOXiMiOTepaneBTUUHMI), M. UepKacu

8) k.m.H. [lInapuk {.B.
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KomyHasibHe  HeKoMeprliiiHe mignpuemMcTtBo JIbBiBCbKOI 0o6sacHOi pagu  «JIbBiBCHKUMA
OHKOJIOTiYHMM  perioHaj/ibHUM  JIiKyBaJlbHO-[[iJarHOCTUUHUM  1|eHTP»,  XiMioTeparneBTHYHe
Biginenus, M. JIbBiB

9) nikap Birypo M.C.

ToBapucTBO 3 00MeXeHOH BiAmoBizanpHicTIO «Mpiss Men-Cepsic», Biagin kmiHiYHUX
Jocigkedb, M. KpuBuii Pir

10) nikap CinenbHikoB 1.B.

KomyHasbHe migrmpueMcTBO «BosmMHChbKa 06/1acHa KiTiHiuHa JiiKapHsa» Bo/MHCBKOT 00/1acHOT pajy,
001acHUM MeZIMUHUIA 1[eHTP OHKOJIOTi1, OHKOJIOTiuHe XiMioTeparieBTHUHe BizfineHHs, M. JIyIibk
11) nikap benikoBa A.M.

ToBapucTBO 3 00MeXeHOI0 BifIMOBiZaMbHICTIO «KanuTam», KIiHIKO-KOHCY/IbTaTUBHE Bil/IiIeHHS
MeZIMUHOTO LIEHTPY «YHiBepcabHa KiiHika «O06epir», m. Kuis

12) k.mM.H. Ypcon ["M.

[TpuBaTHe ITiIPUEMCTBO TIpHMBaTHAa BHUPOOHWYA (hipMa «ALMHYC», JiKyBaJbHO-/iarHOCTUUHHUM
LieHTp, M. KpOnMBHULIbKUM

13) nikap Ckypenko O.f1.

ToBapucTBO 3 0OMEXEHOI Bi/ITIOBi/Ia/IbHICTIO «YKpPAiHCHKUH 1IEHTP TOMOTepariii», MegquuHuit
LIeHTp, BifiisieHHs XiMioTeparii, M. KponmMBHULIbKU

[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

Cisplatin Hikma, Lucrimatud (UMcriiaTvH, cisplatin); KoHIleHTpaT [/ PO3UMHYy [Jis
indys3iit/dbaakon; 50 mr/50 ma (1 mr/min); Merck Sharp & Dohme LLC, USA; Merck Sharp &
Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services UK
Limited, United Kingdom; Almac Clinical services Limited, United Kingdom; Almac Clinical
Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
Hikma Farmacéutica (Portugal), S.A., Portugal; Thymoorgan Pharmazie GmbH, Germany;
Carboplatin Bendalis, Kap6ornarun (Kap6oriiatus, Carboplatin); KoHIIeHTpaT Jjist pO3UrHY IS
indys3iit/dbaakon; 600 mr/60 mn (10 mr/min); Merck Sharp & Dohme LLC, USA; Merck Sharp &
Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services UK
Limited, United Kingdom; Almac Clinical services Limited, United Kingdom; Almac Clinical
Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
Bendalis GmbH, Germany;
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Carboplatin Kabi, Kapbonsatun (Kap6oratuH, Carboplatin); KoHIleHTpaT A/t PO3UUHY ISt
indys3iit/daakon; 600 mr/60 ma (10 mr/min); Merck Sharp & Dohme LLC, USA; Merck Sharp &
Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services UK
Limited, United Kingdom; Almac Clinical services Limited, United Kingdom; Almac Clinical
Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
Fresenius Kabi Deutschland GmbH, Germany;

Carboplatin-GRY®, Carboplatin, Kap6ornatun-Tesa (Kap6oriatin, Carboplatin); KoHieHTpat
ISt po3unHy AJis iHQy3iti/duakon; 600 mr/60 mi (10 mn/mn); Merck Sharp & Dohme LLC, USA;
Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Almac Clinical services Limited, United Kingdom;
Almac Clinical Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Pharmachemie B.V., Netherlands;

Carboplatin Accord, Kap6ornatun Axkopg (Kap6oriatuH, Carboplatin); KoHrjeHTpar st
po3uuHy AJs iHdys3ii/bnakon; 600 mr/60 ma (10 mr/mn); Merck Sharp & Dohme LLC, USA;
Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Almac Clinical services Limited, United Kingdom;
Almac Clinical Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Accord Healthcare Polska Sp. Z o.0., Poland;

ALIMTA®, AJIIMTA, pemetrexed, nemerpekces (pemetrexed disodium heptahydrate,
reMeTpekcesl AWHATPil0  TremnTarujipaTr); CTepUIbHUN  TOPOLIOK  JiodinizoBaHuit /s
BHYTpilIHbOBeHHUX iH(Py3il/nakoH; 500 wmr/dnakoH; Merck Sharp & Dohme LLC, USA;
Merck Sharp & Dohme LLC, USA; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical
Services UK Limited, United Kingdom; Almac Clinical services Limited, United Kingdom;
Almac Clinical Services, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Lilly France, France; Vianex S.A (Takox Bifjomutii sik — Vianex C; Vianex Plant
C), Greece;

[ucnnatuH-Tea (Lucnnatuy, cisplatin); KoHIleHTpaT /7151 po3unHy A/ iHdy3i 1 mr/ma 100 ma
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1 dnakon; 100 mr/100 mi (1 mr/mi); @apmaxemi b.B. (Pharmachemie B.V.), Hinepnanau;
Kapbornmatua Mepak (Kap6oriiatus, carboplatin); KoHileHTpar Ayt po3uuHy [s iHQY3i,
10 mr/mm; o 60 M, y dakoHi, 1o 1 ¢akoHy y KapToHHiN Kopobiyi; 600 mr/60 M (10 mr/mn);
Mepak T'esenpiiadt drop knininre [nerianbrpernapare M6X (Medac Gesellschaft fur klinische
Spezialpraparate m.b.H.), HimeuunHa;

[Temetpekcen - Bicra Costor (riemetrpekces, pemetrexed, pemetrexed disodium heptahydrate,
rieMeTpeKce/l TUHATPil0 rerTaru/par); KOHLeHTPAT [ijisi IPUroTyBaHHS PO3UnHY /151 iHGy3ili 1o 25
mr/mit; 1o 40 mi (1000 mr) y dnakoni, 1 dmakoH y kKapToHHiN KopoOiji; 1000 mr/40 m
(25 mr/mn); Cinron Xicnanis, C.JI. (Synthon Hispania, S.L.), Icnanis

CynyTHi maTepianv/miperiapatu
CYIIyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB ClIOHCOP YU
3asiBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKApChKHX 3aco0iB
Ta CYyIyTHIX MarTepiasiB

- nabopaTopHi Habopw;

- min/max TepMOMEeTpH;

- CKaHepH /IJisl 3UMTYyBaHHs IITPUX-Ko/iB (Barcode scanners);
- eJIEKTPOHHI L[OZIEHHUKY [I/151 TIaLli€HTIB;

- iHQy3iliHi momnu Ta po3xXiZHi MaTepiany;

- IPYKOBaHi MaTepianu

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 3

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«PaHioMi30BaHe, TOABiliHe cCilirne AOC/ipKeHHsl 3 TapajeJbHUMH TPyIMaMu [Jiss TIOPiBHSHHS
¢dapmakokiHeTHKH, (papMakoguHaMiKM, KIiHIUHMX edeKkTiB Ta Oe3meku mpermapaty ABP 692 i
riperiapaTy OkpeByc® (okpenizymab) y Tal[ieHTiB 3 peLyUBYIOUO-PEMITYIOUMM PO3CisTHUM
CKJIepo30M», Ko pociaipkenns 20230309, sepcis 2.0 Big 20 BepecHs 2024 poky

3asiBHUK, KpaiHa

TOB «Kniniuni gociimkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa

AwmmxeH [HK. [Amgen Inc.], CIIIA

[Tepetik AOCTIA)KYBaHUX JIiIKAPCHKUX
3acobiB nikapceKa ¢opma,
[103yBaHHSI, BUPOOHUK, KpaiHa

ABP 692 (kanguzpat-6ioanasnor pedepenTtHoro rpernapary OkpeByc® [okpesnizymab]) (ABP 692;
MoHok/oHanbHe aHTUTI0O Anti-CD20; rymaHi3oBaHi peKOMOiHaHTHI i30TUIHI iMyHOT/I00y/1iHU
kinacy G migknacy 1 (IgG1); okpenizyma0); KOHIIEHTpAT AJisi PO3uUKHY A7 iH]y3iii (ogHOpa30BuUit
¢nakon mictuts 10 mn (300 mr)); 30 mg/mL (minirpamu/mininitp); Amgen, Inc., CILA;
Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED, Benuko6puraHisi;
OkpeByc (OkpeByc® (okpesizymab), OkpeByc (Okpenizymad) €C, OkpeByc® €C, okpenizymad
(€EQ)) (I'ymaHizoBaHe MOHOKJ/IOHa/IbHE AHTHUTI/IO, BUPOOJieHe B KIITUHAX SE€YHUKIB KUTAHCHKOTO
XOM’slKa 3a JIOloMOrow TexHosorii pekomOiHaHTHOI JIHK; okpenizyma0); KOHI|eHTpaT /s
po3urHy Ans iHQy3ii (ogHopasoBuii ¢dnakoH wmictute 10 ma (300 wmr)); 30 mg/mL
(minirpamu/mininitp); Roche Pharma AG, Himeuunna; Almac Clinical Services, CIIIA; ALMAC
CLINICAL SERVICES LIMITED, BenmukobpuTaHisi;

OKPEBYC (OKPEBYC® (okpenizymab), okpenizymab) CIIIA, OxkpeByc® CIIIA, OkpeByc
(Okpenizyma0) CIIIA) (LluToniTiuHe aHTUTINO, [ist sikoro crpsimoBaHa Ha CD20; PekombiHaHTHe
rymMaHi30BaHe MOHOKJ/IOHAJ/IbHe aHTUTI/IO, ClIPSIMOBaHe TMPOTH B-kiiTuH, 1o ekcripecyroTs CD20,
C'niko3wiboBanuii imyHornodymin G1 (IgG1l); okpenizyma0); KOHL[eHTpAT [Jjsi PO3UMHY /ISt
iHdysii (ogHopa3zoBuid (nakoH Mictute 10 ma (300 wmr)); 30 mg/mL (minirpamMu/MininiTp);
Genentech, Inc., CIIIA; Almac Clinical Services, CIIIA; Almac Clinical Services Limited,
BesimkoOpuTaHist

Bianosiganeuuii (i) gocaigHuK (1)
Ta MicLe (1) NpoBeieHHs
BUTIPOOYBaHHS B YKpaiHi

1) x.m.H. Yebopaka T.O.
TOBAPUCTBO 3 OBMEXEHORK BIATIOBIOAJIBHICTHO «APEHCIA EKCITJIOPATOPI
MEIICIH», Bifia KJIiHIYHUAX JOCTiIKeHb MeJUUHOro 11eHTpy, M. KuiB
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[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi maTepianv/riperiapatu
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CLIOHCOP Uu
3asiBHMK Ha BBe3eHHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CyIlyTHIX MarepiasiB

MeuuHi ToBapu: MakeT st 6iosoriuHo HeOe3neuHux marepianiB 7" x 11" 95KPA; maker DHL
AWRB; abcopbytounii maket i3 6 cermeHtamu; Habip Ay aHasizy ceui HCG mipu BariTHOCTI Jjist
nipodeciiiHoro BukoprctanHs (3 MapKyBaHHsM CE) 3 iHCTpyKIjisiMy; KpioHabip Ha 81 BKaguiiiB
(mpobipka Ha 1 mu, 1,8 M abo 2 mMi1); MeAMUHUIN CTEPUIBHUM TJIACTUKOBHI KOHTeiHep Ha 90 M
JKOBTOT'O KOJIbOPY 0€e3 I00aBOK 3 TBUHTOBOIO KPHIITKOO; TakeT 3i 100 mireTkamu fijisi iepeHeceHHsT
00'eMoM 3 MIT;

ButpaTtHe nipuiazs Ta 00JafiHaHHS /11 BHYTPIIITHLOBEHHOTO BBeZieHHsT: 1jeHTpudyra EBA200
1800 230 B; apmantep Hettich EBA200 1054-A (1); aganTep Hettich EBA200 1058 (1);
xosounbHUK IntelliCold® Pharmacy ansi BcraHoBneHHs mif cribHuLeto RLDF0519, po3etka
150, 1110 BCTaHOBMHOETHCS i cTinbHUI0; DW-80WZ15 Haier - 80 15 j1; iMini P Dlogger MP-OE-
N-8-L Big -100°C go +40°C; inTepdetic ansa [IK EA-USB-SER; Hacoc Braun Infusomat Space
8713050 B; amartep »kuBsieHHss Braun Euro tuny C 8713110D B; 3aTuckau s cTikiku Braun
Infusomat Space 8700036SP B; agminicTpatuBHi Habopu Braun Infusomat Space (100 mIt.);
4099303 B @inbTpu Braun Sterifix 0,2 mxwm (50 mmt.); Lockabox One, KopoOKa, 1[0 3aMHKa€EThCS;
MobineHi Tenedonu: iPhone XR Mopens: A1984; 3apsignuii mHyp aas iPhone; Po3etka;
[TincraBka ans iPhone; Yoxmu asst iPhone

B.o. HauaibHMKAa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«baraTtoueHntpoBe pocnigpkeHHs 11 a3y, 1110 TPOBOAUTHCS 3 METOH OLIIHKK (PapMaKOKiHeTUYHUX
rapameTpiB i 6e3neuHocTi ybmiTykcumMaOy rpu MiAIKipHOMY BBe/IeHHi B Pi3Hi [JiHKH, a TaKOX
BU3HAUEHHS HOro BiIHOCHOI 0ioJOCTYMHOCTI TIpU BBe/leHHi 3a J/IOMOMOIOI0 aBTOIHXKEKTOpa
MOPIBHSAHO 31 ILUMPULIOM MaLji€eHTaM 13 PpO3CIIHWM  CKJIepO30M», KOJ,  JOC/i[KeHHS
TG1101-RMS-SC201, pemakuiis 1.0 Big 24 BepecHst 2025 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJITIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CrioHCOp, KpaiHa

«Ti[lxu Teparn’toTikc, IHk.» [TG Therapeutics, Inc.], CIIIA

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
[I03yBaHHsI, BUPOOHUK, KpaiHa

Yonitykcumab (TG-1101; Ublituximab); po3uun gnst in’ekiii; 400 mr Ha 2 mi (200 mr/mn);
Sharp Sterile Manufacturing LLC, CIIIA; Clinigen Clinical Supplies Management, Besnbris;
Clinigen Clinical Supplies Management GmbH, HimeuunHa

Bianosigansuuii (i) JocaigHuK (1)
Ta MicLe (1) NpoBe/ieHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. MockoBko I'.C.

ToBapucTBO 3 0OMEXeHOIO BiAmoBiganbHicTIO «Meauunuii 1ieHTp «CamoTem», JiKyBaJIbHO-
JiarHOCTUYHUU BiAAi1 MeauuHoro LieHTpy, M. BiHHuULA

2) k.M.H. [Jopouenko O.0.

ToBapucTBo 3 06MeeHOI  BifgmosigameHicTIo «HEWPO  TJIOBAJI», miKyBambHO-
npodinakTuunuii  migposain  JlikyBambHO-jiarHocTHuHOTO 1LieHTpy «HEWPO TJIOBAJTD»,
M. IBaHO-®DpaHKIBCLK

3) k.M.H. ['anny J1.®.

[IpuBatHe mignpuemcTBo «KiiHika Megikom», KOHCY/IbTaTUBHO-/iarHOCTUYHE BiJ/ieHHsS
BiJIOKPEMJIEHOT 0 Bi/iJli/IeHHS MeJUYHOTI O L|eHTpy (cTaljioHap), M. Kuis

4) nikap Irnarenko [.B.

[TpuBatHe nignpuemMcTBo «Ilepila nmprBaTHa K/iHiKa», MeJUYHUMN L|eHTp, M. Kui

5) K.M.H. XaByHKa M.{.

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «<HEMPO®OKYC», M. JIbBiB

6) a.M.H., mpod. [TTkpobot C.1I.
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KomyHanbHe HeKOMepLliliHe MiAIIPUEMCTBO «TepHominbcbka obacHa KJ/IiHIYHa
TICUXOHEBPOJIOTiUHA JIiKapHSI» TepHOIiIBChKOI 00/1acHOI paju, HeBpoJioriuHe BiagiseHHS Nel,
M. TepHorisib

7) k.M.H. Kapeta C.O.

KomyHasibHe HeKOMepIjiiiHe TMianpreMcTBo «UepHiriBcbka obsiacHa fikapHs» YepHiriBcbKoi
ob/1acHOI pajiyi, HEBPOJIOTiUHe BififliieHHs /I8 XBOPUX 3 IOPYIIEHHSIM MO3KOBOTO KPOBOOOIry,
M. YepHiris

8) a.m.H., npod. Cokonosa JI.I.

ToBapucTBO 3 0OMEXeHOH BiAmoBifampHiCTIO «Menoya-KiiHik», miKyBambHO-TIPOdilakKTHUHUH
MMiIPO3/1T MeIMYHOTO LIEHTPY, M. KuiB

9) k.m.H. Ummp I'.C.

KomyHasbHe HekoMepilitiHe mianpuemMcTBo «Ob6sacHa KiiHiuHA sikapHs IBaHO-®paHKiBCHKOT
006s1acHOI pasiv», HEBPOJIOTiUHe Bi/fIijIeHHs 3 IEHTPOM PO3CisIHOTO CK/Iepo3y, M. IBaHo-®paHKiBChK
10) k.m.H. KocTroueHko A.B.

ToBapucTBO 3 00MEXeHOH BiAmoBifambHICTIO «Memuunuii 1ieHTp Xenc KuiHik», Biggin
HeBpoJIOoTil MeIMUHOr0 K/IiHIYHOTO J0C/TiJHALIBKOTO LIEHTPY, M. BiHHULA

11) nikap OmnimeBcbka H.B.

ToBaprCTBO 3 0OMEXXEHOI0 Bi/[TIOBia/IbHICTIO « Mi>KHAaPOAHUM iHCTUTYT K/IiHIUHUX JOCTiIKEHB,
crauioHapHe BifgaiseHHs MeauuHoro LeHTpy «Ok!KiiHik+», M. KuiB

12) a.m.H., nipod. JIutBuHeHko H.B.

ToBapucTBO 3 O0OMEXeHOI BiAMOBifabHICTIO «MeAKOHTHHEHT», IIeHTP HEeBPOJOorii Ta
peabisiTariii JIikyBaJbHO-Z[iarHOCTUUHOTO 1IeHTPY, M. [TonTaBa

13) 3ag. Bif. S610Hb I.C.

KoMyHanbHe HeKoMepijiliHe TignmpueMcTBO «Micbka KjiHiuHa ikapHs Nel IBaHO-®paHKiBCHKOT
MICBKOI pasu», Bif/iisieHHs HeBpoJIorii, M. IBaHO-PpaHKiBCLK

14) 3agB. Bifg. Kagina JI.3.

KoMyHanbHe HekomepLiiiiHe MmiAnpueMcTBO «UepHiriBcbka Micbka JiikapHs Ned» YepHiriBcbkoi
MiCbKOI pajiy, BifiiisieHHs peabistiTallii Ta TiKyBaHHS XBOPHX 3 HEBPOJIOTiYUHUMH 3aXBOPIOBAHHSMU,
M. YepHiris

15) a.mM.H., npod. MyparoBa T.M.




3 TMPOJOBXKEHHs ojaTKa 4

IleHTp PpeKOHCTPYKTMBHOI Ta BiJHOBHOI MejguiuHM (YHiBepcuTeTCbKa KiiHika) OpecbKoro
HaL[iOHA/TbHOTO MeIMYHOr0 YHIBEPCUTETY, HEBPOJIOTiUHe BijuieHHs, M. Ofeca

16) 3asB. Big. Kapninceka K.O.

KomyHasibHe HeKoMmepijitiHe miarnpuemMcTBo «OO6acHUM KTiHIUHHUK LIeHTp HeMpoxipyprii Ta
HeBpoJIoTii» 3akapmaTrchbKoi 00/1acHOi pajd, BifineHHs 1epeOpOBacKy/ISIpHOI TMAaToJoril Ta
eKCTPeHOI MeIMYHOI JOTIOMOTH, M. Y KTOPOJ,

17) nikap TapaHoBa A.M.

ToBapucTBo 3 0OMexeHOI BifmnoBigampHicTIO «Meauunuii 1eHTp «KoHcumiym Megikain»,
KJ/IIHIKO-KOHCY/IbTaTUBHE BifJiseHHs MeauuHoro ueHTpy, M. Kuis

18) k.M.H. OBcsiHHiKoBa H.B.

ToBapucTBO 3 0OMEXeHOI BiAmoBifanbHiCTIO «Meanunuii 11eHTp «Jo6pobyT-TTonikmiHiKay,
LleHTp KIiHIYHMX AOCTiIKeHb JIiKyBaJbHO-iarHOCTUUHOTO 1IeHTPY «/]ob6pobyT», M. Kui

19) a.m.H., npod. Herpuu T.I.

YHiBepcuTeTCbKa JliKapHS  /lepXKaBHOTO  HEKOMepL[iMHOro  TignpueMcTBa  «JIbBiBChbKMiA
HalliOHa/IbHUM MeJWYHUM YHiBepcuTeT iMeHi [laHuna ['amvibkoro», KiiHiKa HEBPOJIOTii Ta
Helipoxipyprii, HeBpoJsioriuHe BijfisieHHs Kamrlycy imeHi Map’sHa IlaHumiivHa, [ep)kaBHe
HEeKOMepLiiiHe  MiANpUeEMCTBO  «JIbBIBCBKMI  HalliOHa/lbHUM  MEJUYHUM  yHIBEpCUTET
imeni [lanuna "anuipkoro», kadgezapa HeBposiorii, M. JIbBiB

[pernaparty NMOpiBHSAHHS, BUPOOHUK
Ta KpaiHa

CynyTHi maTepianu/miperiapatvu
CyTyTHBOI Teparii/topuguuHa abo
¢isryHa ocoba, sika Ji€ 3a
JIOBIpeHICTIO, Ky Ha/JjaB CIIOHCOP 4y
3asBHUK Ha BBe3eHHS
JOCTiIKYBaHUX JTIKapChKUX 3aCc00iB
Ta CYIyTHiX MarTepiasiB

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO

(mignmc) (Bnacne im’s TIPI3BULLE)



Hopatok 5

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«PaHgomi3oBaHe, 1o/iBiliHe cJiitie, GaraToleHTPOBE, TIal[e00-KOHTPO/IbOBaHE AOCTiIKeHHS da3u
3 3 o1jiHKK opes1abpyTHHiIOy B KOMOiHarlii 3 purykcumabom ta 6eramyctudoM (bP) B mopiBHsAHHI
3 nikyBaHHsSM BP y mnaijieHTiB i3 MaHTilHOKMiTUHHOW JiiMpomoro (MKJI), siki paHile He
OTpUMYyBaJ/IM JIiKyBaHHs», Kog pnociaigpkenHs [CP-CL-00128, Bepcis 4.0 Bix 06 mwucronaza
2025 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHoro iHBecTHiicio «AMK’FOBIA PIIC Ykpaina»

CrioHCOp, KpaiHa

InnoCare Pharma Inc., USA

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
JI03yBaHHSsI, BUPOOHUK, KpaiHa

OpenabpyTtuni6 (ICP-022); Tabnetka; 50 mr; Guangzhou InnoCare Pharma Tech Co., Ltd, China;
CanPharma Supply Service Co. Ltd, China; Marken Germany GmbH, Germany;
[Tnae6o g0 Openabpytuni6, Tabnetku; Guangzhou InnoCare Pharma Tech Co., Ltd, China;
CanPharma Supply Service Co. Ltd, China; Marken Germany GmbH, Germany

BignosiganeHutii (i) gocnigHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUIIPOOYBaHHS B YKpaiHi

1) p.M.H., 3aB. Bij. Macnsk 3.B.

HepxkaBHa ycTaHoBa «IHCTUTYT maTosorii KpoBi Ta TpaHcdysiiiHoi MeauiiHu HaijioHambHOT
akajieMii MeIMUHKX HayK YKpaiHu», BiJj/liJleHHs reMartosiorii, M. JIbBIiB

2) nikap Horaesa J1.1.

KoMyHanbHe HeKkoMepijiliHe TiAnpueMCTBO «KUliHIiUHMM 1[eHTP OHKOJIOTii, TreMaToJIorii,
TPAHCTUIAHTOJIOTII Ta MasiaTUBHOI JoromMoru YepkackKoi 00/1acHOI pajiu», BiJifiijl TeMaToJIorii Ta
TPaHCIIaHTallii KicCTKOBOro MO3KY 3 KabiHeTamu xiMioTeparrii, M. Uepkacu

3) K.M.H., 3aB. Bij. [ToroBuu FO.FO.

KomyHasibHe HeKOMepIliiiHe TMiMPUEMCTBO «3akKapraTchkKa o0siacHa K/IiHiuYHa JTiKapHS
imeni Anppis HoBaka» 3akapriaTchKoi 06/1acHOT pajiv, remMaTo/IoTiuHe BifiliIeHHsI, M. Y KTOpOJ
4) n.m.H., npod. CkpunHuk .M.

KomyHasbHe mignpuemctBo «IlosntaBchKa o6sacHa KiiHiuHa jikapHs iM. M.B. CkitihocoBCbKOT0
[TonTaBChbKOI 06/acHOI pafu», TeMaTtosioriuHe BifgineHHs, [To/iTaBCbKUM JiepyKaBHUN MeIUnUHUM
yHiBepcHTeT, Kadepa BHYTpiliHb0i MeAuLiuHUA Nel, M. [TonTaBa

5) A.M.H., Ipo@., 3aB. K/iHiku Kpsiuok [.A.
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[epxaBHe HeKOMepLiiiHe MigNpUeMCTBO  «HarjioHampHUM  IHCTUTYT  paky», KiliHika
OHKOremaTtoJ/iorii Ta K/IiHiUHOI OHKOJOrii, HayKOBO-K/JiHIYHMM BiJ/i/l OHKOremaToJIOrTii,
BigisieHHs1 oHKoremaroJiorii, M. Kuis

6) k.M.H. KucensoBa O.A.

ToBapuCTBO 3 00MeXXEeHOI0 BiZIMOBiaIbHICTIO « MiXKHAPOJHUM iIHCTUTYT KTIHIYHUX JOCTiPKEHbY,
Bigmin remartosiorii  crayioHapHoro BiggiieHHss ~MeauuHoro UeHTpPy — «Ok!KUutiHiK+»,
M. Kuis

7) K.M.H. KapHabega O.A.

ToBapucTBO 3 06MexeHoro BiznoiganbHicTio «KAPEHCIS EKCIIJIOPATOPI MEIICIH», Biggin
K/IIHIYHUX JOCTIIKeHb MequuHoro 1eHTpy, M. Kuis

[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

bengamyctuny rigpoxsiopuf (BeHAaMyCTUH); MOPOIIOK /s KOHLEHTpATy [J/s PO3UUHY [I/Ist
indy3iti; 100 mr, 2.5 mr/mr; CanPharma Supply Service Co. Ltd, China; Oncomed Manufacturing
a.s., Czechia; Synthon Hispania S.L., Spain;

Putykcumab; KOHI[eHTpaT A1 po3unHy As iHdy3il; 100 mr, 100 mr/10 mi; CanPharma Supply
Service Co. Ltd, China; Baxter Oncology GmbH, Germany; Celltrion Healthcare Hungary Kft.,
Hungary

CynyTHi MaTepianu/miperiapati
CyTyTHBOI Tepariii/topuguuHa abo
¢izuuHa ocoba, siKa i€ 3a
[IOBIpeHICTIO, Ky Ha/JjaB CIIOHCOP 4y
3asiBHUK Ha BBE3€HHS
JOCTiIKYBaHUX JTiKapChKUX 3ac00iB
Ta CYIyTHIX MarTepiasiB

B.o. HauanbHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onekcangp I'PIHEHKO

(migrmc) (Bnacse im’st TTPI3BUIIIE)



Hopatok 6

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«[TopggiiiHe crimne, paHJoMi30BaHe, KOHTPOJIbOBaHe aKTWUBHUM TperapaToM JoC/iiykeHHs da3u 1/3
y Tapaje/ibHUX Tpynax AJisi TOpiBHSAHHS (PapMakKOKiHeTHMKH, e(eKTHBHOCTI Ta Oe3rmeyHoCTi
rperiapatiB CT-P44 i [lap3anekc ®acripo Aas MiAIIKIpHOrO BBeJeHHS B KOMOiHarjii 3
JIeHa/MiZIOMIIOM i []eKCaMeTa30HOM Y TIAlieHTiB 3 pedpakTepHOIO abo peLuJuBYIOUOIO
MHOKMHHOK Mi€JIoMOr0», Koz gociaimpkeHHs CT-P44 3.1, Bepcist 3.0 Big 02 ;xoBTHs1 2025 poKy

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHoro iHBecTHiicio «AMK’FOBIA PIIC Ykpaina»

CrioHCOp, KpaiHa

CELLTRION, Inc., Republic of Korea

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
JI03yBaHHSsI, BUPOOHUK, KpaiHa

CT-P44 (Japatymymab) (CT-P44; JapaTymyma0); po3uuH s iH’ekiil y duiakoni; 1800 mr/15 M
(120 mr/mr); Binex Co., Ltd., Republic of Korea; CELLTRION, Inc. (Plant I), Republic of Korea;
CELLTRION, Inc. (Plant II), Republic of Korea; Catalent CTS (Singapore) Private Limited,
Singapore

BignosiganeHutii (i) gocnigHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUIIPOOYBaHHS B YKpaiHi

1) p.M.H., 3aB. Bij. Macnsk 3.B.

HepxkaBHa ycTaHoBa «IHCTUTYT maTosorii KpoBi Ta TpaHcdysiiiHoi MeauiiHu HaijioHambHOT
akajieMii MeIMUHKX HayK YKpaiHu», BiJj/liJleHHs reMartosiorii, M. JIbBIiB

2) nikap Horaesa J1.1.

KoMyHanbHe HeKkoMepijiliHe TiAnpueMCTBO «KUliHIiUHMM 1[eHTP OHKOJIOTii, TreMaToJIorii,
TPAHCTUIAHTOJIOTII Ta MasiaTUBHOI JoromMoru YepkackKoi 00/1acHOI pajiu», BiJifiijl TeMaToJIorii Ta
TPaHCIIaHTallii KicCTKOBOro MO3KY 3 KabiHeTamu xiMioTeparrii, M. Uepkacu

3) K.M.H., 3aB. Bij. [ToroBuu FO.FO.

KomyHasibHe HeKOMepIliiiHe TMiMPUEMCTBO «3akKapraTchkKa o0siacHa K/IiHiuYHa JTiKapHS
imeni Anppis HoBaka» 3akapriaTchKoi 06/1acHOT pajiv, remMaTo/IoTiuHe BifiliIeHHsI, M. Y KTOpOJ
4) n.m.H., npod. CkpunHuk .M.

KomyHasbHe mignpuemctBo «IlosntaBchKa o6sacHa KiiHiuHa jikapHs iM. M.B. CkitihocoBCbKOT0
[TonTaBChbKOI 06/acHOI pafu», TeMaTtosioriuHe BifgineHHs, [To/iTaBCbKUM JiepyKaBHUN MeIUnUHUM
yHiBepcureT, Kadezapa BHYTpiliHb0i MeguiiuHu Nel, M. TTonTaBa
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[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

Hap3anekc ®acripo (J9144; Mapatymymad; [ianyponizmasa); po3uuH Ajis iH’€KIfil y hakoHi;
1800 mr/15 ma; CELLTRION, Inc. (Plant I), Republic of Korea; CELLTRION, Inc. (Plant II),
Republic of Korea; Janssen Biotech Inc., USA

CynyTHi MaTepianu/miperniapatv
CyNyTHBOI Teparii/fopuguuHa abo
di3nuHa ocoba, siKa fi€ 3a
JIOBipeHICTIO, Ky Ha/laB CIIOHCOP U
3asIBHUK Ha BBe3eHHS
JIOCTiI)KYBaHUX JTiKapChKUX 3aC00iB
Ta CYINyTHiX MaTepiaiiB

Jlenanimomizn (LO4AX04; Jlenanigomin); karncynu; 25 mr; Synthon Chile LTDA, Chile

B.o. HauaibHNKAa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 7

[lo Haka3y MiHicTepcTBa OXOPOHHU 3[0POB’S
Ykpainu «I1po npoBefeHHs KIiHIYHUX
BUITPOOYBaHb JIiIKapChKUX 3ac0o0iB Ta
3aTBeP/KeHHsI CyTTEBUX IOIPABOK»
04.02.2026 Ne 123

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta fata

«PanziomizoBane, mojBiliHe crine gocmimkenHs dasu 1a/1b, 3 naie60-KOHTPOIEM i aKTUBHUM
KOHTpOJIEM, 3 OJHOKDAaTHUM i 6GaraToKpaTHMM 3aCTOCYBaHHSIM JOC/i/PKyBaHOTO Iperiapatry y
3pPOCTaYMX /03ax Jyisl MOPiBHSUIBHOI OIiHKK 0e3MeyHOCTi, epeHOCUMOCTi, (hapMaKOKiHeTHKH i
dapmakoauHamiku riperiapaTy LFD-200 y J0opoc/ivX yYacHUKIB, sIKi € 3/10pOBUMH ocobamu abo
MarwTb pPeBMaTOIJHUM apTpUT Bifi CEpeJHbOBAXKKOIO [0 BAXKKOIO CTYTMeHs TSDKKOCTI»,
ko nociimpkeHHs LFD200A11, IMonpaBka 1, Bepcis 2.0 Bix 16 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», Ykpaina

CrioHCOp, KpaiHa

Jlibopzi ImmyHoTepan'toTikc, Iak., CIIIA [Lifordi Immunotherapeutics, Inc.], USA

[Tepenik foc/ipKyBaHUX JIIKaPCbKUX
3aco0iB ylikapceKa hopma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

LFD-200 (LFD-200; INX234P); Po3uun pgna in’ekuii (2 wma  dmakoH); 150 wmr/mn
(minirpam/mininiTp); Piramal Healthcare UK Limited, United Kingdom; Piramal Pharma Solutions
Inc., USA; Tepnel Pharma Services Limited, United Kingdom; PCI Pharma Services
(AndersonBrecon Inc), USA; PCI Pharma Services, Australia; PCI Pharma Services Germany
GmbH, Germany; Millmount Healthcare Limited, Ireland;

[MTnate6o go LFD-200 (0,9 % NaCl); Po3unn as in’ekuiii (2 M duiakoH); B. Braun Melsungen
AG, Germany

Bianosiganpuuii (i) JocaigHuK (1)
Ta micue (1) NpoBeeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. Meddopz T.O.
TOBAPUCTBO 3 OBMEXEHORK BIATIOBIOAJIBHICTHO «APEHCIA EKCIIJIOPATOPI
MEIICIH», Bifia KJIiHIYHUAX JOCTiI)KeHb MeJuuHOro 11eHTpy, M. KuiB

[Npernaparty MoOpiBHSHHS, BUPOOHUK
Ta KpaiHa

[MpeanizoH, Prednisone (Prednison GALEN®) (ITpeznizon (Prednisone); HO2ABO07); TabneTky;
5 mr; PIRAMAL HEALTHCARE UK LIMITED, UNITED KINGDOM; Artesan Pharma GmbH
& Co. KG, Germany; Clinigen Clinical Supplies Management, Belgium;

[Tnate6o mo IpenHizoH, Prednisone (Prednison GALEN®), Tabsietku; Clinigen Clinical Supplies
Management, Belgium; LABORATORIO FARMACOLOGICO MILANESE S.R.L., ltaly;
EUROMED PHARMA SERVICES S.R.L,, Italy
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CynyTHi MaTepianv/miperiapati —
CymyTHBOI Teparii/topyuuHa abo
¢isnuHa ocoba, sika fi€ 3a
JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP 4
3asBHUK Ha BBe3eHHS
JIOCJTi/PKYBaHUX JIIKApChKUX 3aco0iB
Ta CyNyTHIX MaTepiasiB

B.o. HauaibHNKAa @apMaLieBTUYHOT0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignmc) (Bnacue im’s TIPI3BUILE)



Hopartok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnopsieHe [locke AoCTipKyBaHOro JjiKapcbkoro 3acody MK-7240, Bepcis 08ZNSY Bif
13 nucronaza 2025 poky, aHITIMCBKO0 MOBOIO

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3Ba k/iHiuHOTO BUMPOOYBaHHS,
KO[|, BepCid Ta fara

«PaHgomi3oBaHe, 10/iBiliHe ciiime, Myialeb0-KOHTPO/IbOBaHe AOCTiKeHHs ¢a3u IIb ansa omiHKu
eekTUBHOCTI Ta Oe3mekud TymicoKibapTy B y4YacHUKIB i3 peHTreHorpaiuHUM akciaTbHUM
CMOH/AW/IOAPTPUTOM  (QHKi/IO3yHOUMM  CroOHAWIITOM)», MK-7240-013, 3 iHKOpPIIOPOBaHOIO
nonpaskoro 02 Big 17 nunHsg 2025 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHOI0 BifmoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnHoBJieHUH MPOTOKOM KiiHiuHOro BUIpoOyBaHHs, Bepcisi 3.0 Big 06 >koBTHS 2025 pOKy,
aHIJIICbKOI0 MOBOI; OHOBJ/IEHWMI TIPOTOKO/ KJIiHiuHOTO BUMpoOyBaHHsi, Bepcis 4.0 Bif
03 smucronasma 2025 poky, aHrfdiMickkoro MoBorw; I[Hdopmallis mpo AociifpkeHHsT Ta ¢opMma
iHopmoBaHoi 3roau, 10KaabHa Bepcisi Homep 4.0 /7151 YKpaiHu yKpaiHChbKOI0 MOBOIO, fiaTa Bepcii 24
sicronaza 2025 poky Ha ocHOBI Mactep Bepcii Homep 4.0 Big 04 nmvcronaza 2025 poky; KapTka ajis
natjienta «OnHoBneHHs wwogo Bamoro KJ/IIHIYHOI'O AOCJIIKEHHSA», Bepcigs 1.0 Bif
24 xoBTHs1 2025 pOKy, YKpalHCHKOK MOBOIO; 3a/lydeHHsI HeJOCTiIKyBaHOTO TiIKapCbKOTro 3aco0y
Jlokenma (Lokelma), mopomiok st opanbHOi cycreHsii 5 r, BupoOHuKu: AstraZeneca AB,
Gartunavagen, Sodertalje, 152 57, Sweden; AndersonBrecon Inc., 4545 Assembly Drive, Rockford,
Illinois (IL) 61109, United States (USA); 3asyueHHsS HeAOC/i/PKyBaHOTO JIIKapCHKOTO 3aco0y
Jlokenma (Lokelma), mopormok aisi opanbHOi cycriensii 10 T, BupoOHuku: AstraZeneca AB,
Gartunavagen, Sodertalje, 152 57, Sweden; AstraZeneca Pharmaceuticals L.P, 587 Old Baltimore
Pike, Newark, Delaware (DE) 19702, United States (USA); KopoTka XxapakTepucTHKa JTikapCbKOT'0
3aco0y JIokesma (Lokelma), mopormiok s opaibHOi cycrensii 5 r ta 10 r, Bepcist Bij Gepe3Hst
2025p., mepeksaj yKpaiHCbKOK MOBOM; JIucTok-Bkaajka: [Hdopmariisi ans naijieHta Jlokenma
(Lokelma), moporiok asst opanbHOi cycriensii 5 r Ta 10 1, Bepcis Big 6epe3ns 2025p., mepekmnaf,
YKpaiHCbKOIO MOBOI0; CripolljeHe MapKyBaHHSI [Ji HeAOCTiI)KyBaHOTO JTiKapChbKOro 3aco0y
Jlokenma (Lokelma) 5 r Ta 10 r, Bepcis Big 24 nuctomnaza 2025 poky; 3anydyeHHs A0[aTKOBOTO
no3yBaHHs 0,5 Mr gociimkyBaHoOro JiikapcbkKoro 3acoby bakcapocrat (Baxdrostat, CIN-107),
BupoOHuKku: Patheon Pharmaceuticals Inc., USA 2110 E Galbraith Rd., Cincinnati, Ohio (OH)
45237, United States (USA); Fisher Clinical Services Inc., United States (USA) 7554 Schantz Rd,
Allentown, Pennsylvania (PA) 18106-9032, United States (USA); FISHER CLINICAL SERVICES
UK LIMITED, UNITED KINGDOM FISHER CLINICAL SERVICES UK LIMITED,
LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM,; AstraZeneca AB,
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Sweden Pepparedsleden 1, Molndal, 431 53, Sweden; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, UNITED KINGDOM CHARTER WAY, SILK ROAD
BUSINESS PARK, MACCLESFIELD, SK10 2NA, UNITED KINGDOM; 3anyueHHs miaie6o /10
JI0JIaTKOBOTO J03yBaHHS 0,5 Mr JOC/IiKyBaHOTO JIiKapchKoro 3aco0y bakcapocrat (Baxdrostat,
CIN-107), Bupobuuku: Patheon Pharmaceuticals Inc., USA 2110 E Galbraith Rd., Cincinnati, Ohio
(OH) 45237, United States (USA); Fisher Clinical Services Inc., United States (USA) 7554 Schantz
Rd, Allentown, Pennsylvania (PA) 18106-9032, United States (USA); FISHER CLINICAL
SERVICES UK LIMITED, UNITED KINGDOM FISHER CLINICAL SERVICES UK LIMITED,
LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM; AstraZeneca AB,
Sweden Pepparedsleden 1, Molndal, 431 53, Sweden; ASTRAZENECA UK LIMITED -
MACCLESFIELD DEVELOPMENT, UNITED KINGDOM CHARTER WAY, SILK ROAD
BUSINESS PARK, MACCLESFIELD, SK10 2NA, UNITED KINGDOM; MapkyBaHHs
JI0JIaTKOBOTO /103yBaHHs 0,5 MT [0C/Ti/IKyBaHOTO Jlikapcbkoro 3acoby BakcapocraT (Baxdrostat) abo
ninane6o, Bepcist 1.0 Bix 03 BepecHst 2025 poky

Howmep Ta gara Hakazy MO3 nipo
TNpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 2072 Biz 10.12.2024

Ha3Ba kiHiuHOrO BUMPOOYBaHHS,
KO[|, BepCid Ta fara

«PanpomizoBaHe, ro/iBiliHe crirne, rnsaie60-KOHTPOIbOBaHe, KepOBaHe TIOisIMU A0CTiKeHHs (pa3u
3 [y ouiHKM BIUMBY bBakczapocraty B KombGiHarii 3 [lamarmiio3vHOM TIOpiBHSIHO Jivie 3
[Janarnidno3MHOM Ha pU3MK PO3BUTKY BUIAJIKiB BIEpIle BUSB/IEHOI CeplLieBOi HeJOCTaTHOCTI Ta
CepLeBO-CYJVHHOI CMepTi B yYaCHUKIB i3 [iJBUI[EHWM PHU3MKOM PO3BUTKY CepLeBOi
HegoctatHOCTI», D6973C00001, Bepcis 2.0 Bix 25 nmuctonaga 2024 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHNKAa @apMaLieBTUYHOI0 yIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignmc) (Bnacue im’s TIPI3BULIE)



Hopartoxk 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OHoBJ/leHUH TIPOTOKOJ K/iHIUHOTO BHUIpPOOyBaHHs, Bepcisi 4.0 Big 29 >xoBTHA 2025 poky
aHTJIificbKol0 MOBOIO; [H(opMmaliisi mpo gocmiifkeHHs: Ta ¢dopMa iHPOpMOBaHOI 3roJu, JOKaibHa
Bepcist Homep 5.0 Bixg 01 rpyans 2025 poky A1 YKpaiHM yKpaiHCbKOK MOBOIO Ha OCHOBI Mactep
Bepcii Homep 5.0 Big 05 mucromaga 2025 poky; IMocibnumk «BaxDuo Pacific Bam myTtiBHEK
JocaimpkeHHsam», Bepcis 3.0 Big 17.11.2025p. g YKpaiHyd yKpaiHCbKOK MOBORO)

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1904 Biz 13.11.2024 y pepaxuii Hakasy MO3 Ykpainu Ne 1941 Big 19.11.2024

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«Panzomi3oBaHe, mo/iBitiHe ciiine, Tyiarieb60 KOHTPOIbOBaHe, KepPOBaHe MO/IisIMH, AOCTiKeHHS (ha3u
3 pmns ouiHKA edeKTUBHOCTi, Oe3mekd Ta mepeHOocMMOCTi bakcapocraty B KombiHarlii 3
[Hanarnino3rHoM nopiBHSHO smiLe 3 [lanarsih03MHOM 11{0/10 HUPKOBUX HAC/Ii/IKiB Ta CMEPTHOCTI
BiJ] cepLeBO-CYJUHHHX 3aXBOPIOBaHb B YYaCHHKIB i3 XPOHiIUHOI XBOpPOOOI HMPOK i BHUCOKUM
KpoB’siHUM TUCKOM», D6972C00002, Bepcis 3.0 Big 30 kBiTHA 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartox 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

[TpoTtokon kiiHiuHoro mocuigxkeHHss TNT119-SLE-101, IToripaBka 1, Bepcis Big 09 uepBHs 2025p.,
aHrJIifickkoro MOBotO; bpotiypa gociignuka bygonpytyr (Budoprutug, TNT119), Buaanss 2.0 Big
18 uepBHs 2025p., aHraiticbkkoro MoBoro; TNT119-SLE-101 Indopmaliis Asis mnaijieHTa Ta opma
indbopmoBaHoi 3roau Al YKpaiHW, aHT/iMchKOr MoBoo, Bepcis 3.0 Big 16 rpyans 2025 p.;
TNT119-SLE-101 IndopmMaris aas maiieHta Ta ¢dopma iHdbopmoBaHOI 3rogu Ajisg YKpaiHu,
YKpaiHCbKO0 MOBORO, Bepcis 3.0 Bix 16 rpyans 2025 p.; locke AOCIIIKYBaHOTO JIIKAPCHKOTO
3acoby Bymonpytyr (Budoprutug, TNT119), Bepcia 5.0 Big 23 BepecHs 2025p., aHIJIiHiCEKOIO
MOBOI0; 3a/TlyueHHs I0/JaTKOBUX BUDOOHUUMX [Ii/ISTHOK Bi/[TIOBi/Ja/IbHUX 3a BUITYCK Ta BUTIPOOYBaHHS
cTabisbHOCTI /I AOCUTIHKYBAHOTO Jiikapchbkoro 3acoby Bygorpytyr (Budoprutug, TNT119):
ProBioGen AG (Herbert-Bayer-Strasse 8, Weissensee, Berlin, 13086, Germany) Ta ProBioGen AG
(Goethestrasse 50-54, Weissensee, Berlin, 13086, Germany); [IpofjoB)xeHHs1 TepMiHy TIPUAATHOCTI
nikapcekoro 3acoby Bypompytyr (Budoprutug, TNT119) 3 48 wmicsuiB go 60 wmicsuiB; 3pa3ok
MapKyBaHHS JOC/i/pKyBaHOTO miKapcbkoro 3acoby Bygompytyr (Budoprutug, TNT119) ans
KapTOHHOI yrakoBKH, 4 ¢iakoHu y Kopobiyi, Bepcist 2 Bizg 03 sxoBTHs 2025p., yKpaiHCEKOI0 MOBOIO;
3pa30K MapKyBaHHS JOC/iPKyBaHOTO JIiKapchKoro 3aco0y byzorpyrtyr (Budoprutug, TNT119) ans
(db1akoHy, KOHIIeHTpAT AJis po3uuHy s iHdy3iit 10 mr/ma, 50 mr/5 Ma B ogHOMY ¢J1akoHi, Bepcisi
2 Big 03 »xoBTHS 2025p., YKpaiHCHKOK MOBOHO

Howmep Ta fata Hakazy MO3 mipo
MpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 762 Big 01.05.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«Bigkpure pocmimkenHs (a3 1b 3 0oHOPa30BUM MiBUIIIEHHSIM 103U [I/Is OL[iHKH Oe3MeuHOCTi,
repeHoCUMOCTi, (hapMakokiHeTHKM Ta (papMakoauHamiku Tipenapaty bygonpytyr (TNT119) y
JIOpPOCUX TAaLi€HTIB i3 cucTeMHUM 4yepBOHUM BoBuakoMm (CUB)», TNT119-SLE-101, Bepcis Bia
17 ciung 2025 poky

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJATIOBITATIBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CnoHcop, KpaiHa

Climb Bio, Inc., USA (Kna#im6 Bio, Iak., CIIIA)

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopatok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Ykpaina, MK-3475-A86, Indopmaljis Ta Jo0KyMeHT npo iHpopMoBaHy 3roAy [/ Talji€eHTa, BepcCis
2.03 Big 03 rpygHsa 2025 p. yKpaiHCBKOO MOBOO

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3Ba k/iHiuHOTO BUMPOOYBaHHS,
KO[|, BepCid Ta fara

«Bigkpure, pangomizoBaHe gociimpkeHns I11 gas3u assi BUBueHHs hapMaKOKiHETUKU Ta 6e3reyHocTi
nemMOpoi3ymMaby [ji8  TiAINKIDHOTO BBeJieHHsS TOPIiBHSAHO 3  TieMOposizymabom  Jjist
BHYTPIIlTHLOBEHHOT'O BBeZIeHHsI, B KOMOiHaIlii 3 /BOXKOMITOHEHTHOIO XiMioTeparti€to rperapaTamMu
TUIaTUHY, B SIKOCTi TepIoi JIiHii Tepartii A7 yUaCHUKIB 3 MeTaCTaTUYHUM IUIOCKOK/ITUHHUM ab0
HETUVIOCKOK/IITUHHUM ~ HeJpiOHOKIITUHHUM  pakoMm  jereHiB», MK-3475-A86, Bepcisi 3
IHKOpniopoBaHo®o 1orpaBkoro 08 Biz 30 ceprHsa 2024 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHOI0 BifmoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. Haua/ibHHMKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopartok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpomypa gocnignvka MK-1084, BuzanHs 6 Big 11 rpyaHs 2025 poky, aHTJIiCbKOH MOBOIO;
Ykpaina, MK-1084-012, Indopmariisi Ta JOKyMeHT 1po iH(opMoBaHy 3rofly //s Talji€eHTa, Bepcis
02 Big 07 ciuns 2026 p., yKpaiHCbKOIO MOBOO; YKpaiHa, MK-1084-012, Indopmatiist Ta JOKyMeHT
npo iHpopMOBaHy 3rojly /i TaljieHTa Ha HeoOOB’SI3KOBHI 0OMeXXeHWH CKpUHIHT, Bepcis 02 Bif
24 rpyans 2025p., yKpaiHCbKOK MOBOIO

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1104 Bizm 11.07.2025 y pepakuii Hakazy MO3 Ykpainu Ne 1271 Big 11.08.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«PanzmomiszoBaHe, BigkpuTe, OaratorieHTpoBe KiiHiuHe gocmimpkenHss III da3u gis  orfiHKu
6e3neuHocti Ta edektuBHOCTI MK-1084, nerykcumaby ta cxemu mFOLFOX6 mopiBHSHO 3i
cxemoro mFOLFOXG6 3 nogaBanHsim GeBar3ymady abo 6e3 HbOro B IKOCTi MepIoi jTiHil Tepartii /st
yUaCHUKIB 3 JIOKaJIbHO PO3TOBCIO/I)KeHUM HeorepabesibHUM abo MeTacTaTUYHUM KOJIOpPeKTaTbHUM
pakoM 3 myTatiero KRAS G12C (zocnimkenus KANDLELIT-012)», MK-1084-012, 3
IHKOpnopoBaHo®o 1orpaBkoro 02 Bizg 07 mmcronaza 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanpHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopnarok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[,0pPOB’ S
Ykpainu «I1po npoBefieHHs K/TiHIUHHAX
BUTIPOOYBaHb JIiIKaPCHKKX 3acO0iB Ta
3aTBep/KeHHS CyTTEBHX MOMPABOK»
04.02.2026 Ne 123

[neHTU(dIKaLlisT CYTTEBOI MOMPABKU

OnoBsieHU# TIPOTOKO/ KiiHiuHOTO BUMNpoOyBaHHA MK-3475-01G 3 iHKOPITOPOBaHOIO TIOMPaBKOIO
01 Big 15 >koBTHS1 2025 oKy, aHrTiHCHKOI0 MOBOIO; Bporurypa gocmigarka MK-1022 (ITarpitymab
nepykcrekaH), BugaHHs 13.0 Big 19 BepecHsi 2025 poky, aHI/IMCBKOIO MOBOI; YKpaiHa,
MK-3475-01G, Indopmatiig Ta JoKyMeHT mpo iH(opMoBaHy 3rofy [/ maiieHTa, Bepcisg 02 Bif
23 rpygust 2025 p., yKpaiHCBKOHO MoBOIo; ITocibHuK 3 iHdopmaliiero s yyacHHKa KITiHIUYHOTO
JOCJTi/PKEeHHSI CTOCOBHO iHTePCTHLiaIbHOTO 3aXBOpIOBaHHs JjiereHb (13J1)/mueBmoHiTy Ilatputymab
nepykcrekan HER3-DXd, Bepcisi 4.0, Bix 6Gepe3nsi 2025 poKy, yKpaiHCBKOIO MOBOIO; 3pa30K
MapKyBaHHs JiKapcekoro 3acoby MK-1022, 100 wr/¢sakoH, moporiok jiodimi3oBaHUA s
BHYTpillIHLOBeHHUX iH(DY3iit/dakoH, Outer Package, Big 24 kBiTHA 2025 poKy, aHI/IiMCBKOIO Ta
yKpailHCbKOI0 MOBamH; 3pa30K MapKyBaHHs Jiikapcekoro 3acoby MK-1022, 100 mr, mopomiok
siodinizoBaHMi A1 BHYTPillIHbOBeHHUX iHGY3ii, Immediate Container, Bif 24 kBiTHs1 2025 poKy,
AHTTIMCHKOI0 Ta YKPaiHCHKOK MOBaMM; 3pa30K MapKyBaHHs JTiKapChbKoro 3acoby MK-3475,
25 Mr/mJj, CTepWIbHUW pO3UWH JJjis1 BHYTPilllHbOBeHHUWX iH(QY3il/piakoH, Outer Package, Bif
15 xBiTHA 2025 pOKy, aHIVIIMCBKOK Ta YKpaiHCBKOIO MOBaMH{; 3pa30K MapKyBaHHs JIIKapChKOIO
3acoby MK-3475, 25 mr/mi, cTepunbHMM PO3UYMH [/ BHYTPIllTHbOBeHHUX iHGY3il, Immediate
Container, Bif 15 kBiTHS 2025 pOKy, aHIVIIMCBKOK Ta YKPAiHCHKOIO MOBaMy; 3pa3s0K MapKyBaHHS
JiKapchKoro 3aco0y Kapboruiatys, 10 Mr/Mi, KOHI[EHTpAT /ISl PO3UrHy AJis iHdy3iit/dbaakon, Outer
Package, Bin 16 BepecHs1 2025 poKy, aHI/TiICBKOIO Ta YKPaiHCbKOIO MOBaMH; 3pa30K MapKyBaHHS
JikapceKoro 3acoby KapborutatyH, 10 Mr/mi, KOHLIEHTpAT [/ po3uMHy Ayt iHdy3ii, Immediate
Container, Bif 16 BepecHs 2025 poky, aHIJIIMCBKOI Ta YKPaIHCBKOK) MOBaMU

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 513 Big 21.03.2025

HasBa kiHiyHOTO BUTNIPOOYBaHHH,
KO[I, BepCis Ta zjaTta

«KEYMAKER-UO1 — nignocaimpkenns 01G: napacosibkoBe gociimkeHHs 11 a3y 3 noueproumu
rpyramMu fijii BUKOPUCTaHHS [IOC/i/PKyBaHUX 3aco0iB y KoMbOiHarii 3 memOposizymabom i3
JloJjaBaHHsAM XimioTepariii Ha OCHOBi TlaTMHU abo 6e3 Hei y paHillle HeliKOBaHMX YYaCHUKIB i3
HeIpiOHOK/TITUHHUM pakoM JiereHb IV ctazii», MK-3475-01G, Bepcist 00 Bij 16 BepecHst 2024 poKy

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmnoBiganpHicTIO «MCJ] YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk Illapn enp Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHNKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BUIIE)



Hopartok 15

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
04.02.2026 Ne 123

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjata

«PaHyomi30BaHe, TOABIMHO  crime  JOC/iKeHHS i TOpPiBHSIHHS — e(eKTHUBHOCTI,
(hapmakokiHeTHKH, 6e3meuHocTi Ta iMyHoreHHoCTi miperiapaty ABP 234 i nipernapary Kitpyga®
(membpostizymalby) B Y4YacCHUKIiB 3 TIOIIUPEHUM ab0 MeTacTaTUUHWM HeIIOCKOK/Ti THHHUM
HeZIPiOHOK/TITUHHUM pakoM JiereHb», Kof aociimkenHs 20210033, epcis 5.0 IMorpaBka 6 Bif
08 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «Kniniuni gociimkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa

AwmmxeH [HK. [Amgen Inc.], USA

[Tepetik AOCTIA)KYBaHUX JIiIKAPCHKUX
3acobiB nikapceKa ¢opma,
[l03yBaHHsI, BUPOOHHK, KpaiHa

ABP 234 (6iocuminsip mo KITPYJA®, no membposizymaby) (ABP 234; memb6postizyma0);
KOHLIeHTpaT Ayisg po3uuHy /s iHdy3ii (100 mr/4mn daakon); 25 mr/mi; Amgen Inc., USA;

BignosiganeHutii (i) gocnifgHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUIPOOYBaHHS B YKpaiHi

1) nikap Joponina M.B.
TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigzain KaiHiYHUX JocaipKeHb MeIMuHOro eHTpy, M. Kui

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

KITPYJA® (nembponizymab) €C, Keytruda® (Keytruda; pembrolizumab); xoHijeHTpaT Ass
po3uuHy A8 iHQy3iii (100 mr/4mn dakon); 25 mr/mn; Merck Sharp & Dohme B.V., Netherlands;
Organon Heist (Organon Heist B.V.), Belgium;

KITPYIA® (riembposnizymab) USA, Keytruda® (Keytruda; pembrolizumab); koHmieHTpaT A/is
po3unHy Ans iHdy3ii (100 mr/4mn dnakon); 25 mr/ma; Merck Sharp & Dohme LLC, USA;
MSD International GmbH - Singapore Branch, Singapore;

Kapboriatun ~ (Carboplatin) ~ (kapboruiatua  (carboplatin);  posumn g iHQY3ik
(150 mr/15 mn aakon); 10 mr/mi; Hikma Farmaceutica (Portugal) S.A., Portugal;
Kap6oriatua ~ (Carboplatin)  (Kapborutatua ~ (Carboplatin);  posumn  gns iHy3ii
(600 mr/60 mn aakon); 10 mr/mi; Hikma Farmaceutica (Portugal) S.A., Portugal;
Hucrinatua (Cisplatin) (ucninatun (Cisplatin); KOHLIEHTpaT ISt

po3uuHy A iHdys3ik (100 ma daakon/100 mr); 1 mr/min; ACCORD HEALTHCARE LIMITED,
UK; Piarmadox Healticare Limited, Malta;

[Temerpekces, Pemetrexed Seacross (Ilemetpekcen, Pemetrexed Seacross); TMOpOLIOK ISt
KOHLIEHTpaTy /1 po3umnHy /s iHdy3iii (1 ¢pnakon/500 mr); 25 mr/mi; Seacross Pharma (Europe)
Limited, Ireland; EL spol. s r.0., Slovakia




2 MPOJOBXKEeHHd fojaTtka 15

CynyTHi MaTepianu/mperiapatu —
CYIIyTHBOI Tepartii/fopugudHa abo
¢ismuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB CIIOHCOP YU
3asiBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYyIyTHIX MarTepiasiB

B.o. Haua/ibHNKa @apMalieBTUYHOT0 yIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



