Honatok 1

110 Haka3y MiHicTepcTBa OXOPOHU 37I0POB’S
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 No 123

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«baraTonieHTpoBe, paHJIOMI30BaHe, BIJKPUTE, aKTUBHE KOHTPOJBOBAHE, CJINE JOCIIKEHHS 3
OLIIHKOIO KIHIIeBHX TOYOK JJIsl MOPiBHAHHS eekTUBHOCTI Ta Oe3nekn SRSD107 Ta enHokcanapuny
y JIOpOCIMX HAIl€HTIB, $KI MPOXOAATh IUIAHOBY IIEPBUHHY OJIHOCTOPOHHIO TOTaJbHY
apTPOIUIACTHKY KOJIHHOTO cyrioda», koa nociimkenas SRSD107-201, sepcis 4.1 Big 03 sx0BTHS
2025 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

«Cipiyc Tepanstotikc, [nk.» [Sirius Therapeutics, Inc.], CIIIA

[Nepemix TOCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHHsI, BUPOOHHUK, KpaiHa

SRSD107 In’ekmis, pozuna mns iw’eknidd, 150 mr/1 mum (SRSD107); po3umH uist iH’€KIIiid;
150 mr/mi; WuXi STA Pharmaceutical Co., Ltd, Kuraii; Shanghai Shanhu Health Technology Co.,
Ltd., Kurait; Clinigen Clinical Supplies Management GmbH, Himeuunna;

[Tnane6o mo SRSD107 In’exuis, po3uwH s iH’ekuid, 150 mr/1 mun, po3umH I 1H €K,
WuXi STA Pharmaceutical Co., Ltd, Kurait; Shanghai Shanhu Health Technology Co., Ltd.,
Kuraii; Clinigen Clinical Supplies Management GmbH, Himeuunna;

Knekcan, po3uun 11s 16’ ekiit, 40 mr/0,4 M y Hanepe] 3alI0BHEHOMY LINPUILL, 2 IINPUIU B HA00p1
(Knekcan); pozumn mis in’ekuiid; 4000/0,4 Antu-Xa MO/mn; Clinigen Clinical Supplies
Management GmbH, Himeyunna

Binmosimaneawmii (1) goCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H., ipod. Aukin M.JL.

ToBapuctBo 3 obOmexkeHoro BianoBinanpHICTIO «KimiHIKa «JleHucy», XipypriyHuil craiioHap,
M. KuiB

2) n.m.H. Maiiko B.M.

KomyHanbHe HekomepliiiHe mignpueMcTBo «BiHHuIbKa oONacHa  KIIIHIYHA  JIIKapHS
imeni M.IL. TTuporosa Binauipkoi oOmacHoi pann», BucokocnemiamizoBanuii LlenTp opromenii,
€HJIONPOTE3yBaHHS Ta PEKOHCTPYKTHUBHOI TpaBMaTONOT1i, M. BiHHMIIA

3) mikap Iligmicenpkuit A.T.

KomyHnanbHe Hexomepiiiiine mianpueMcTtBo JIbBiBChbKOi 00macHOi pagu «JIpBiBChkUN oOmacHU
rocritaiab BeTepaHiB BifiH Ta penpecoBanux imeHi lOpis Jlunu», BIIAUIEHHS apTpOJIOrii,
BepTeOpoJIorii Ta Helpoxipyprii, c. BunHukw, JIbBiBcbka 001.
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[IpenapaTy MOpiBHAHHS, BADOOHUK | —
Ta KpaiHa

CymyTHi MaTepianu/mpenaparu —
CYMyTHBOI Tepanii/ropuauyHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBAHUX JIIKAPCHKUX 3aC001B
Ta CYNMyTHIX MarepiajiB

B.o. HauanbHuka PapMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’A
VYkpainu «I[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPAKEHHS CYTTEBUX MOIPABOK»
04.02.2026 Ne 123

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PannomizoBane, mnoxsiiiHe cimine pociipkeHHs Il ¢da3m amg'roBanTHOi Tepamii MK-1084
B KOMOIHAIii 3 WiAIMIKIpHAM BBEJIEHHSM TeMOpornizymady Ta OepariadypoHigazu anbda
(MK-3475A) mopiBHSHO 3 aa'IOBAaHTHOIO Teparmiero Imianebo y komoOinamii 3 MK-3475A
y YYaCHUKIB 13 IMOBHICTIO PE3eKTOBaHMM HeapiOHOKmTHHHUM pakoMm JereHiB (HJPJI) cranii
HA-IIIB (N2) 3 wmyramie:o KRAS GI2C micns oTpuMaHHS HeoaJ IOBAaHTHOI Tepamii
nmeMOpori3ymMaboM y TIO€QHAHHI 3 XiMmioTepamieo abo  aa’roBaHTHOI  XimioTepamil
(KANDLELIT-013)», ko mocmimkenust MK-1084-013, Bepcist 00 Big 03 nucromana 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHoro BianoBiganpHicTI0O «MCJ] Ykpaina»

CnoHcop, kpaiHa

TOB Mepk lapn enn Hoym, CHIA (Merck Sharp & Dohme LLC), USA

[lepemix 1OCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Gopma,
J03YBaHHsI, BUPOOHHUK, 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); tabnerku;
25 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;

ITnane6o mo MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084); Ttabnetkwu;
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); tabnerku; 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;
[Tnane6o no MK-1084 (C200428008-FP, OCT MK-20220820, OCT MK-1084, FCT MK-1084);
tabaerku; 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)
1gG4, 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, nemopomizymad, MK-5180, berahyaluronidase alfa,
Oeparianyponinaza anbda); CTEpUIbHUN pO3UMH g 1H ekiiit/daakon; 395 wr/2,4 wmn
(165 mr/mi); Merck Sharp & Dohme LL.C, 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)
1gG4, 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, memopomizymad, MK-5180, berahyaluronidase alfa,
OeparianypoHiiaza anbda); CTEpUIbHMA po3uMH JuId iH ekuiil/diakon; 790 wmr/4,8 wmn
(165 mr/mm); 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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BianoBiganbHuii (1) JOCHIIHUK (H)
Ta Micie (51) IpoBeICHHS
BUNIPOOyBaHHA B YKpaiHi

1) nikap ITigBepOenbka A.B.

OO6acHe KOMyHaJlbHE HEKOMEPIIiHE MANpueMCTBO «BYKOBHHCHKHMI KIIIHIYHHA OHKOJIOTTYHHUI
LEHTPY, CTPYKTYPHHUM MiPO3I1T KIIHIYHOT OHKOJIOT11, M. UepHiBIIi

2) nikap 3y6kos O.0.

HepxaBHa yctanoBa «HamioHanpHUE HayKOBMH IIeHTp Xipyprii Ta TpaHCILIAHTOJIOTI]
imeni O.0. [lanimoBa HamionansHOT akaeMii MEAMYHUX HayK YKpaiHW», BiJIIJICHHS OHKOJIOTIT,
M. KuiB

3) nikap Ko63es O.1.

Komynanbne mianpueMcTBo «PiBHEHChKMIT OONAaCHUN TPOTHUITYXJIMHHUN LEHTP» PiBHEHCHKOI
obJyacHO1 panu, aboMiHAJIbHE BiIiJIeHHS, M. PiBHE

4) nikap boiiko B.B.

KomyHnanbHe HexomepiiiHe mianpueMcTBo «lIpukaprnaTcbkuil KIIHIYHUA OHKOJIOTTYHUN LIEHTP
IBano-®pankiBchKoi 007acHOT panny, Xipypriune BigaineHas Ne2, m. [Bano-DpaHKiBChK

5) nikap Koposs 1O.1.

KomyHnanpHe HexomepiiiiHe mianpueMcTBO «JIbBIBChbKE TepuUTOpiaibHE MeIu4HE 00'€HaHHS
«bararonpodinbHa KiIiHIYHA JiKapHS 1HTCHCHMBHHX METOJIIB JIIKYBaHHS Ta IIBUIKOT MEAMYHOL
noromoruy, LlenTp onkonorii BimokpemieHoro miaposainy «Jlikapus Cesitoro Ilantenelimonay,
M. JIbBIB

6) x.m.H. [Iputynsak C.M.

KomyHnanbHe HekoMmepuiiiHe mianpueMcTBo «IloninbCbkuii perioHadbHUN IIEHTP OHKOJOTIT
Binaunpbkoi ob61acHoi paan», TopakalibHe BIJAUIEHHS, M. BIHHUIISA

7) mupekrop [Tapamonos B.B.

KomynaneHe HekomepuiiiHe mianpueMcTBo «KIiHIYHMI LEHTp OHKOJIOTIi, TeMaToJIOrIi,
TPAHCIJIAHTOJIOTIT Ta MallaTUBHOI JomoMoru Yepkacbkoi 00JacHOi pafu», BIIAUT KIIHIYHOT
OHKOJIOT1{ (OHKOXIMIOTepaneBTUYHUM), M. Uepkacu

8) k.m.1. HInapuk 51.B.
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Komynanene Hekomepiiiine mianmpuemctBo JIbBiBCcbkoi oOmacHoi pamu  «JIbBiBChKHH
OHKOJIOTIYHUH  PETriOHaJbHUN  JIIKYBJIBHO-TIaTHOCTHYHUMA  IIEHTP»,  XIMIOTEpamneBTUYHE
BigmimeHus, M. JIbBiB

9) nikap Birypo M.C.

ToBapuctBo 3 oOMexeHO BiamoBimanbHicTIO «Mpist Men-Cepicy, BiaIin KIIHIYHHX
nociiKeHb, M. Kpuswii Pir

10) nikap CinenbHikos I.B.

Komynanwsae mianpueMcTBo «BosmHCcbKa 00J1acHa KiIiHIYHA JIiKapHs» BolMHCHKOT 001acHOT paiu,
o0JacHHUIT METUYHUN [IEHTP OHKOJIOT1i, OHKOJIOTIYHE XiMiOTepaneBTUYHE BiIICHHS, M. JIyIIbk
11) nikap Benikosa A.M.

ToBapucTBO 3 0OOMEKEHOIO BiIMOBIAANBHICTIO «KanmuTam, KIIHIKO-KOHCYJIbTaTUBHE BiIIUICHHS
MEIMYHOTO IIEHTPY «Y HiBepcaibHa KiiHika «O0epir», M. Kuis

12) k.m.H. Ypcon .M.

[IpuBaTHe MiANPUEMCTBO MpHUBAaTHA BUpOOHMYA (ipMa «AIMHYC», JTIKYBaIbHO-I1arHOCTUYHUN
eHTp, M. KponuBHHIIbKHUI

13) nikap Cxypenko O.51.

ToBapucTBO 3 0OMEKEHOIO BiINOBIJAIBHICTIO «YKpPaiHCHKUH LIEHTP TOMOTepamii», MeauuHuii
LIEHTp, BIUIIEHHs XimioTepanii, M. KponuBHULIbKUH

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

Cisplatin Hikma, Hucnatun (umcnnaTtud, cisplatin); KOHUEHTpaT Uil PO3YMHY  JUIS
iHOy31i/prakon; 50 mr/50 miu (1 mr/mi); 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, KapOomnatun (Kapbormnarun, Carboplatin); KoHIIEHTpaT AJisl PO3YUHY JUIS
1HOy31i/prakon; 600 mr/60 mu (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, Kapbomnatun (Kapbomnatun, Carboplatin); KoHIEHTpaT Ui pO34MHY IS
iHpy3ii/dpaakon; 600 mr/60 mu (10 mr/mit); 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, Kap6onnatun-Tesa (Kap6ommatun, Carboplatin); koHIEHTpaT
Ut po3unny st iHpy3ii/daakon; 600 mr/60 mi (10 mur/mur); 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, Kap6oratua Axkopn (KapOormmarun, Carboplatin); KoHIEHTpar ist
po3unny g iHdy3ii/paakon; 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; Accord Healthcare Polska Sp. Z 0.0., Poland;

ALIMTA® AJIIMTA, pemetrexed, memerpekcen (pemetrexed disodium heptahydrate,
NeMeTpeKce]l JAMHATPil0 TeNTarujpar); CTEepUIbHUA  MHOpPOUIOK  Jio(pimi30BaHUN  AJS
BHYTpILIHBOBEHHUX 1H(DY31i/puakon; 500 mr/pnaxon; 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 Bimomuii sik — Vianex C; Vianex
Plant C), Greece;

Hucnnatun-Tesa (Llucrnatu, cisplatin); KoHIeHTpaT Ui po3unHy i iHdy3iit 1 mr/min 100 ma
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1 ¢pmaxon; 100 mr/100 M (1 mr/mm); @apmaxemi b.B. (Pharmachemie B.V.), Hinepnanu;

Kap6omnarua Menak (KapOomnatun, carboplatin); koHIeHTpar s po3uuMHy i 1HQY3iH,
10 mr/mi; mo 60 mu, y ¢nakoni, o 1 ¢guakony y xapronsiid kopo6ui; 600 mr/60 mut (10 mr/mn);
Menak I'ezenpmadt drop kminime [nemiansnpenapare M6X (Medac Gesellschaft fur klinische
Spezialpraparate m.b.H.), Hime4uuHna;
ITemerpekcen - Bicra Comor (memerpekcen, pemetrexed, pemetrexed disodium heptahydrate,
MEeMETpeKCce ]l TMHATPII0 TeNTaruapar); KOHIEHTPAT JJIs PUTOTYBaHHSA PO3YMHY IS 1H(Y3ii 1O
25 mr/mir; mo 40 mu (1000 mr) y daakoni, 1 daakon y xapronHiii kopooOmi; 1000 mr/40 mu
(25 mr/mn); Ciaron Xicnanis, C.JI. (Synthon Hispania, S.L.), Icmanis

CymyTHi MaTepianu/mpenaparu
CYMyTHBOI Tepamii/topuandaa abo
¢izngna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJ]aB CIOHCOD 41
3assBHUK HA BBE3CHHS
JOCTIPKYBAaHUX JIIKapCHKUX 3aC00iB
Ta CYNMyTHIX MarepiajiB

- mabopatopHi HabopH;

- min/max TepMOMETPH;

- CKaHepu ISl 3YMTYBaHHs IITpHUX-KoiB (Barcode scanners);
- CJICKTPOHHI IIIOICHHUKY JJIS MAIlI€HTIB;

- iH(y3iiiHI oMK Ta PO3XiaHI MaTepianu;

- IpyKOBaH1 MaTepiaau

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomarox 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYkpainu «I[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 Ne 123

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PangomMizoBaHe, MOJBIMHE CiiNe IOCTIDKCHHS 3 THapajiebHUMU TPynamMu I TOPIBHSHHS
(bapMakokiHeTHKH, (hapMaKOAMHAMIKH, KIiHIYHUX e(ekTiB Ta Oesmneku mpemnapary ABP 692 i
npenapary OkpeByc® (okpenizymad) y MAaIli€HTIB 3 PEHHAUBYIOUO-PEMITYIOUHUM PO3CISTHUM
ckiepozom», kon pocuimkenHs 20230309, sepcis 2.0 Big 20 BepecHst 2024 poky

3asBHUK, KpaiHa

TOB «KutiHiuHI 1ocipKeHHS ARKOHY», YKpaiHa

CnoHcop, kpaiHa

Amjpken [ak. [Amgen Inc.], CIIIA

[lepenik qocmimKyBaHUX JTIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

ABP 692 (xanaunat-6ioananor pedepentHoro mnpemnapaty OxpeByc® [okpenizymad]) (ABP 692;
MownoxknonansHe aHTuTii0 Anti-CD20; rymaHi30BaHi peKOMOIHAHTHI 130THITHI IMYHOTJIOOYIiHA
kiacy G minkiacy 1 (IgG1); okpenizyma0); KOHICHTPAT JJIsl PO3YKMHY s iH(Y3ii (01HOPa30BHil
¢uakon wmictute 10 ma (300 wmr)); 30 mg/mL (mimirpamu/mininitp); Amgen, Inc., CIIA;
Almac Clinical Services, CIIIA; ALMAC CLINICAL SERVICES LIMITED, Benuko6pura#is;
OxpeByc (OxpeByc® (okxpenizymad), OkpeByc (Oxpenizymad) €C, OxpeByc® €C, okpenizymad
(€C)) (I'ymanizoBaHe MOHOKJIOHAJIbHE aHTHUTLJIO, BUPOOJIEHE B KIITHHAX SIEUHUKIB KUTANCHKOTO
XOM’sika 3a jomoMoror TtexHosorii pexom6iHanTHoi JIHK; oxpenizymal); koHUEHTpaT miis
po3unHy s iHQy3ii (ogHOopazoBuil ¢uakoH wmictute 10 M (300 wmr)); 30 mg/mL
(minirpamu/munimiTp); Roche Pharma AG, Himeyunna; Almac Clinical Services, CHIA; ALMAC
CLINICAL SERVICES LIMITED, BenukoGpuTtasis;

OKPEBYC (OKPEBYC® (okpenizymad), okpemnizymad) CIIA, OxpeByc® CIIA, Oxpeyc
(Oxpenizyma6) CIIIA) (LluTomiTH4HE aHTHUTLIIO, Jis sSiKOTO cripsiMoBaHa Ha CD20; PexomOiHaHTHE
ryMaHi30BaHe MOHOKJIOHAJIBHE aHTUTIJIO, CIIPAMOBaHe MpoTH B-kitiThH, mo ekcrnpecyrots CD20,
['mikosunboBanuit imyHornoOyain G1 (1gG1l); okpenizyma0); KOHIEHTpAT Ui PO3YUHY IS
iH(y31i (ogHOpa3zoBuit ¢uakon Mictuth 10 mu (300 mr)); 30 mg/mL (Mimirpamu/MiuTLITP);
Genentech, Inc., CIIA; Almac Clinical Services, CIIIA; Almac Clinical Services Limited,
Benukobpuranis

BignoBiganbHui (1) JOCTITHUK (1)
Ta Miciie (51) IpOBeIeHHS
BUNIpoOyBaHHA B YKpaiHi

1) k.m.H. Yebopaka T.O.
TOBAPHUCTBO 3 OBMEXEHOIO BIAITIOBIJAJBHICTIO «APEHCIA EKCITJIOPATOPI
MEJIICIH», Biain KIiHIYHUX JocTikeHb MeaunuHoro neHtpy, M. Kuis
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[IpenapaTy MOpPiBHAHHS, BUPOOHUK
Ta KpaiHa

CymyTHi MaTepianu/mpenaparu
CYMyTHBOI Tepanii/ropuauyHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBAHUX JIIKAPCHKUX 3aC001B
Ta CyIyTHIX MarepiaiiB

Menuyni TOBapu: maket ajs O6ionoriuHo HeGe3neunux marepianiB 7" x 11" 95KPA; maker DHL
AWB; abcopOyrounii maket i3 6 cermeHTamu; Habip mis a”Hami3y ceui HCG npu BariTHOCTI J1st
npodeciitHoro Bukopucranus (3 mapkyBaHasiMm CE) 3 iHcTpyknisiMu; KpioHaOip Ha 81 BKiIaguIiB
(npobipka Ha 1 M, 1,8 M a6o 2 MJT); METUYHUHN CTEPHIIBHUH TUTACTHKOBHIA KOHTEHHEP Ha 90 M
YKOBTOT'O KOJILOPY 0€3 100aBOK 3 TBUHTOBOIO KPUIIIKOFO; rmakeT 3i 100 mineTkamu i IepeHeceHHs
00'eMoM 3 mut;

Butparne npunanas ta oOiagHaHHS AJIs BHYTPIIIHBOBEHHOTO BBeNeHHs: neHTpupyra EBA200
1800 230 B; amantep Hettich EBA200 1054-A (1); amantep Hettich EBA200 1058 (1);
xonomuibHEK IntelliCold® Pharmacy nns Bcranomnenns min criutbHuiieio RLDF0519, poserka
150, 1110 BCTAaHOBITIOETHCA 111 cTUTbHHI0; DW-80WZ15 Haier - 80 15 i1; iMini P Dlogger MP-OE-
N-8-L Bix -100°C no +40°C; intepdeiic mis [IK EA-USB-SER; nacoc Braun Infusomat Space
8713050 B; amantep xwuBnenHs Braun Euro tumy C 8713110D B; 3atuckau ans criiiku Braun
Infusomat Space 8700036SP B; anminicrparuBai Habopu Braun Infusomat Space (100 mit.);
4099303 B ®inbTpu Braun Sterifix 0,2 mxm (50 mT.); Lockabox One, kopoOka, 1110 3aMUKAEThCS;
MobineHi Tenedponu: iPhone XR Momens: A1984; 3apsmuuit mmuyp st iPhone; Poserka;
ITincraBka mist iPhone; Yoxmm mis iPhone

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmimrmic) (Bnacue im’st [TIPI3BUILIE)



Honatox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’A
VYkpainu «I[Ipo npoBeneHHs KIIHIYHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 No 123

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«bararonentpoe gocmipkeHHs I ¢pasu, o npoBOIUTHCSA 3 METOKO OLIHKH (hapMaKOKIHETUIHUX
napameTpiB 1 0e3meqyHocTi yormiTykcuMady npu MiJIIKIpHOMY BBEICHHI B Pi3HI JUISHKH, @ TAKOXK
BH3HAYEHHSI HOTO BIJIHOCHOT O10JIOCTYITHOCTI TPH BBEICHHI 3a JOMOMOTOI0 aBTOIHXKEKTOpa
MOPIBHSHO 31 IINPHUIIOM TAmi€HTaM 13 PO3CITHUM  CKJIEPO30M», KOJ  JOCHIJKCHHS
TG1101-RMS-SC201, penakis 1.0 Bix 24 Bepechst 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«T1/lxu Tepan’totikc, [nk.» [TG Therapeutics, Inc.], CIIIA

[Nepemix TOCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

VYonitykeumad (TG-1101; Ublituximab); pozunn mns in’exuiii; 400 mr va 2 mut (200 mr/mon);
Sharp Sterile Manufacturing LLC, CIIIA; Clinigen Clinical Supplies Management, benbris;
Clinigen Clinical Supplies Management GmbH, Himeuunna

Binmosiganeawii (1) gocaiqHuK (1)
Ta Micle () MPOBEICHHS
BUNIPOOYBaHHA B YKpaiHi

1) k.m.H. Mockogko I'.C.

ToBapuctBo 3 00MekeHOIO BiAmoOBiganbHICTIO «Mennuanii neHTp «Caiorem», JTiKyBaJbHO-
JIarHOCTUYHUHN BigAin MennyHoro HeHTpy, M. BinauIIs

2) x.m.H. Jlopomerko O.0.

ToBapuctBO 3  oOMexeHow  BimmosimamemicTio «HEWPO TJIOBAJI»,  mikyBambHO-
npodinaktuunmit  migposxin  JlikyBansHo-miarHocTHunoro ueHtpy «HEMPO TJIOBAJI»,
M. [BaHO-DpaHKIBCHK

3) k.m.H. Tanny J1.O.

[TpuBatHe mignpuemctBo «Kiinika MeaikoM», KOHCYIbTaTUBHO-IIarHOCTUYHE BiIICHHS
B1JIOKPEMJIEHOT'O BIJIIJIEHHS] MEIMYHOTO EHTPY (cTanionap), M. Kuis

4) nikap Irnarenko 1.B.

[IpuBatne mignpuemctBo «Ilepiia npuBaTHa KIIiHIKa», MEAUYHUM LEeHTp, M. KuiB

5) k.m.H. XaByHka M. 4.

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJIBHICTIO «HEUPO®OKYCy, M. JIbBiB

6) n.m.H., mpod. lTkpobGort C.1.
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KoMmyHanmeHe ~ HEKOMEpIliiHE  MiIIPUEMCTBO «TepHominbchbka  oOOJlacHA  KITiHIYHA
TICUXOHEBPOJIOTIUHA JIiKapH» TepHOMUIbChKOT 00JacHOT paau, HEeBposioridHe BimaiieHHS Nel,
M. TepHominp

7) x.m.H. Kapera C.O.

KomyHnanbHne HekomepiiiiHe mignmpueMcTBo «YepHiriBcbka oOnacHa JikapHs» UYepHIriBchbKoi
00Jy1acHO1 pajiy, HEBPOJIOTIYHE BIAAUICHHS IS XBOPUX 3 MOPYIICHHSIM MO3KOBOTO KPOBOOOITY,
M. YUepHiris

8) n.m.H., mpod. Cokoiona JI.I.

ToBapucTBO 3 00MEXEHOIO BiAmoBigambHICTIO «Menoya-KiiHiky, JiKyBaTbHO-IPOQITaKTHIHAN
MiIPO3/I1IT MEAUYHOTO LEHTpY, M. KuiB

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

Komynansne HexomepiiliHe mignpueMcTBO «OOnacHa KiiHIYHA JikapHS IBaHO-DpaHKIBCHKOI
001acHOT painy», HEBPOJIOTIYHE BIAIIICHHS 3 IIEHTPOM PO3CisTHOTO CKIIEpo3y, M. IBaHO-DpaHKIBChK
10) x.m.H. KocTrouenko A.B.

ToBapuctBo 3 00OMEKEHOI BiamoBigaibHicTIO «Meauunuii meHtp Xenc KimiHik», BUIILT
HeBpoJiorii MeAnyHOro KJIiHIYHOTO TOCIHITHUIIBKOTO LEHTPY, M. BiHHUIIA

11) nikap Omimescbka H.B.

ToBapucTBO 3 0OMEKEHOIO BiAMOBINaTbHICTIO «MXXKHAPOAHUN IHCTUTYT KIIHIYHUX TOCIIKEHbY,
cTauioHapHe BiaauieHHss Meauunoro neHTpy «Ox!Kninik+», m. Kuis

12) a.m.H., npo¢. JlutBunenko H.B.

ToBapucTBO 3 O0OMEXKEHOIO BIJMOBINATIBHICTIO «MEIKOHTUHEHT», IEHTP HEBPOJIOTIl Ta
pealGimitanii JlikyBaJlbHO-1IarHOCTUYHOTO LIEHTPY, M. [lonTaBa

13) 3aB. Bix. S1670Hs 1.C.

KomynaneHe HexomepiiiiHe mianpueMcTBo «Micbka kiiHiuHA JiikapHs Nel IBaHo-@paHKiBCHKOI
MICBKOI painy», BiIIIIEHHS HEBPOJIOTii, M. [Bano-DpaHKiBChK

14) 3aB. Bix. Kanina JI.3.

KomyHnanbHe HexkomepliiiiHe minnpueMcTBo «YUepHiriBcbka michka JikapHs Nedy» YepHIriBCcbkoi
MICBKOI pajiy, BIAJIIJIEHHS peabuiTanii Ta TikyBaHHS XBOPUX 3 HEBPOJOTTYHUMHU 3aXBOPIOBAHHSIMH,
M. YUepHiris

15) n.m.H., ipod. Myparosa T.M.
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LeHTp pEKOHCTPYKTHBHOI Ta BiIHOBHOI MeauuuHH (YHiBepcuTeTchbka KiiHika) OmecbKoro
HaIllIOHAJLHOTO MEIUYHOTO YHIBEPCUTETY, HEBpOJIOTiuHe BiaiieHHs, M. Oneca

16) 3ag. Bix. Kapminceka K.O.

KomyHnaneHe HekomepliiiHe mianpueMcTBo «OO0macHU KIIIHIYHUKA TEHTP HeHpoxipyprii Ta
HeBpouoTii» 3akapmarchbkoi o0nacHOi paau, BiIAUICHHS IepeOpOBACKYISPHOI MATOJNOrii Ta
EKCTPEHOI MEIUYHOT JIOTIOMOTH, M. Y KTOpO.T

17) nikap TapanoBa A.M.

ToBapucTBO 3 00MEXEHOI BignmoBiganbHICTIO «Menuunuii 1neHTp «Koncuimiym Memikany,
KIIIHIKO-KOHCYJIbTaTHBHE BiJIiIeHHss Men4HOTO HeHTpy, M. KuiB

18) x.m.H. OBcsaHikOBa H.B.

ToBapucTBo 3 0OMEKeHOI BiAmoBimanmbHICTIO «Memuunuii nentp «JloopoOyr-Ilomikminikay,
LenTp kiiHIYHUX JociimkeHb JIiKkyBanbHO-11arHOCTUYHOTO HEHTPY «{o0podyT», M. Kuis

19) n.m.H., ipod. Herpuu T.1.

VYHiBepcUTEeTCbKa JIIKapHS  JEpXKaBHOTO HEKOMEpLiMHOro mianpueMcTBa  «JIbBiBCHKUI
HaI[lOHAILHUH MenuyHui yHiBepcuteT imeHi Jlanmna [ammiekoroy», KiliHiKa HEBPOJIOTIi Ta
HeHpoXipyprii, HEBPOJIOTIUHE BiJUIEHHsS Kamiycy imeHi Map’sna Ilanunmmuna, JlepxaBHe
HEKOMEpIliifHe  MAnpueMCcTBO  «JIbBIBCHKMI  HAI[IOHAIBHUN  MEAWYHHHA  yHIBEPCHUTET
imeni [lanuna [Namunpkoroy, kadeapa HeBposorii, M. JIbBiB

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepiaau/npenapaTu
CYIyTHBOI Teparlii/fopuindHa abo
¢d13uyHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY Ha/1aB CIIOHCOP YU
3assBHUK Ha BBE3ECHHS
JIOCITIJKYBAaHUX JTIKAPCHKUX 3aC001B
Ta CYIyTHIX MaTepiajiB

B.o. HayasibHuKka PapManeBTUYHOIO0 YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILIE)



JlomaTok 5

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYkpainu «I[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 Ne 123

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PangomizoBaHe, moABIHHE ciine, OaraToleHTPoBe, MIae00-KOHTPOILOBAHE JOCIIKEHHS (Pa3u
3 3 ouinku openadbpyTuHiOy B komMOiHalii 3 purykcumadom ta 6ennamyctiuroM (BP) B mopiBHsAHHI
3 jikyBaHHsAM bP y marmientiB 13 MadTiiiHOKIITHHHOIO JiMbomoro (MKIJI), ski panime He
OTpUMYBaJIM JIiKyBaHHs», kon npociimkeHHs |CP-CL-00128, sepcis 4.0 Bim 06 mucromana
2025 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

InnoCare Pharma Inc., USA

[Nepemix TOCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHHsI, BUPOOHHUK, KpaiHa

Openabpytuni6 (ICP-022); Tabnetka; 50 mr; Guangzhou InnoCare Pharma Tech Co., Ltd, China;
CanPharma Supply Service Co. Ltd, China; Marken Germany GmbH, Germany;
[Tnane6o mo Openabpyrunid, Tabnetku; Guangzhou InnoCare Pharma Tech Co., Ltd, China;
CanPharma Supply Service Co. Ltd, China; Marken Germany GmbH, Germany

Binmosinaneamii (1) 1ocmiqHuK (v)
Ta MicIie (s1) TpOBEACHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.M.H., 3aB. Bia. Macisik 3.B.

Jlep>kaBHa ycTaHoBa «IHCTUTYT maTosorii KpoBi Ta TpaHcdysiiHoT Meauuuuu HarioHanbsHOT
akaJieMii MeIMYHUX HAyK YKpaiHuy», BIIIUIEHHS reMarosorii, M. JIbBIB

2) nikap Horaesa JI.I.

KomynaneHe HekomepuiiiHe mianpueMctBo «KiiHIYHMIT 1LEHTp OHKOJIOrii, TreMaToJorii,
TPAHCILIAHTOJIOTIT Ta MajxiaTUBHOI TomoMoru Yepkacbkoi 001acHOl paany», BiJALT reMaTosorii Ta
TpaHCIJIaHTallil KICTKOBOTO MO3KY 3 KabiHeTamH XiMioTeparnii, M. Uepkacu

3) K.M.H., 3aB. Bij. [Torosuu FO.10.

KomyHnanbHe HekoMepIliiHEe MIANPUEMCTBO «3akapriarchbka oOJjacHa KIIHIYHA JIKapHS
imeHi Anapis HoBaka» 3akapnaTcbkoi 001acHOi pajiu, reMaToIori4He BiJIIJIeHHS, M. Y KropoJ
4) n.m.H., ipod. Ckpunauk .M.

Komynanene nianpuemctBo «llonraBceka oOnacHa kiniHiuHa jgikapas iM. M.B. CknidocoBecbkoro
[TonTaBcekoi 06s1acHOT paany, reMaTooridyHe BiaAIeHHs, [lonTaBChbKui AepKaBHUM METUYHUN
yHIBEpCHUTET, Kadeapa BHyTpimiHb0i MeauuuHu Nel, m. ITonrasa

5) n.m.H., mpod., 3aB. kimiHiku Kpsiaok LA,
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Hep>xaBHe  HekomepiiiiiHe minnmpuemctBo «HamioHampHME  iHCTHTYT paky», KiiHika
OHKOTeMaTojIorii Ta KIHIYHOI OHKOJIOTii, HAyKOBO-KJIIHIYHHUN BIAJIJI OHKOTEMAaTOJOTIi,
BIAIIIEHHS OHKOreMarosorii, M. Kuis

6) x.m.H. KucensoBa O.A.

ToBapucTBO 3 0OMEKEHOIO BIAMOBIIATBHICTIO «M1XKHAPOIHUN THCTUTYT KITIHIYHUX TOCIIKEHD,
BIAMIT TemaTojiorii  cramioHapHoro BiymauieHHs Menuunoro 1eHTpY — «Ox!Kminik+y,
M. KuiB

7) x.m.H. Kapnatena O.A.

ToBapuctso 3 oomexeHoro BiamosinanbHicTIO «KAPEHCISI EKCITJIOPATOPI MEIICIHY, Bigmin
KJIHIYHUX JOCTIKeHb Menu4yHoro 1neHTpy, M. Kuis

[TpemapaTu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

bengamyctuny rigpoxmnopus (bengamycTrH); MOPOIIOK AJsi KOHIEHTPATy I PO3YHHY IS
indys3ii; 100 mr, 2.5 mr/mn; CanPharma Supply Service Co. Ltd, China; Oncomed Manufacturing
a.s., Czechia; Synthon Hispania S.L., Spain;

Purykcumab; koHuenTpar ans pozuuny ans iHdysii; 100 mr, 100 mr/10 mu; CanPharma Supply
Service Co. Ltd, China; Baxter Oncology GmbH, Germany; Celltrion Healthcare Hungary Kft.,
Hungary

CymyTHi MaTepianu/mpenaparu
CYIyTHBOI Teparlii/fopuindHa abo
¢d13uyHa 0coba, sKa i€ 3a
JIOBIPEHICTIO, SIKY Ha/1aB CIIOHCOP YU
3assBHUK Ha BBE3CHHS
JOCIIJKYBAaHUX JTIKApPChKUX 3aC001B
Ta CYIyTHIX MaTepiajiB

B.o. HauanbHuka @apMaleBTUYHOTO YNIPABJIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ s
VYkpainu «I[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 Ne 123

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«[loasiitHe ciine, paHa0Mi30BaHe, KOHTPOJIbOBAHE aKTUBHHUM IIperapaToM J0CiKeHHs da3u 1/3
y TapajenpHUX Tpynax s THOpiBHSAHHA (DapMaKOKIHETHKH, €(pEeKTHBHOCTI Ta O€3MeYHOCTI
npenaparie CT-P44 1 [ap3anexkc dPacnpo mig MiAMKIPHOTO BBEICHHS B KOMOiHAIi 3
JCHATIOMIJIOM 1 JEKCAaMEeTa30HOM VY TAIli€HTIB 3 pedpakTepHO0 ab0o pernuanBYIOUYOIO
MHOXKHHHOIO MiesioMoro», koa nociimkenns CT-P44 3.1, sepcis 3.0 Big 02 >xoBTHS 2025 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

CELLTRION, Inc., Republic of Korea

[Nepemix TOCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHHsI, BUPOOHHUK, KpaiHa

CT-P44 (Japarymymad) (CT-P44; Japarymyma0); po3uus st in’exiii y paakoni; 1800 mr/15 mu
(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

Binmosinaneamii (1) 1ocmiqHuK (v)
Ta MicIie (s1) TpOBEACHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.M.H., 3aB. Bia. Macisik 3.B.

Jlep>xaBHa ycTaHoBa «IHCTUTYT maTosorii KpoBi Ta TpaHcdysiiHOT MeauuuHu HarioHanbHOT
akaJieMii MeIMYHUX HayK YKpaiHuy», BIAIUICHHs remMarosorii, M. JIbBIB

2) nikap Horaesa JI.I.

KomynaneHe HekomepuiiiHe mianpueMctBo «KiiHIYHMIT 1LEHTp OHKOJIOrii, TreMaToJorii,
TPAHCILJIAHTOJIOTI1 Ta MaxiaTUBHOI TomoMoru Yepkacbkoi 00MacHOT paany, BT reMaToiorii Ta
TpaHCIIaHTallll KICTKOBOTO MO3KY 3 KaOiHeTamu XiMioTepartii, M. YUepkacu

3) K.M.H., 3aB. Bij. [Torosuu FO.10.

KomyHnanpHe HekoMmepIliiHe MiANPUEMCTBO «3akaprarchbka oOJlacHa KIIHIYHA JIIKapHS
imeHi Anapis HoBaka» 3akapnaTcbkoi 001acHOT pajy, reMaToJIoriuHe BIAIICHHS, M. Y KIOpOJ
4) n.m.H., ipod. Ckpunauk .M.

Komynanene nianpuemctBo «llonraBceka oOnacHa kiniHiuHa jgikapas iM. M.B. CknidocoBecbkoro
[TonTaBcekoi 06s1acHOT paany, reMaTooridyHe BiaAIeHHs, [lonTaBChbKui AepKaBHUM METUYHUN
YHIBEpPCHUTET, Kadeapa BHyTpitiHb0i Meauuuau Nel, m. ITonrasa
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[IpenapaTy MOpPiBHAHHS, BUPOOHUK
Ta KpaiHa

Hapzanexkc ®acnpo (J9144; Jlaparymyma0; [iamypoHigasa); po3uwH AJis iH' €Kil y (¢I1aKkoHi,
1800 mr/15 mn; CELLTRION, Inc. (Plant I), Republic of Korea; CELLTRION, Inc. (Plant II),
Republic of Korea; Janssen Biotech Inc., USA

CynyTH1 MaTepiaiu/mpenaparu
CYIyTHBOI Teparii/fopuandaa abo
¢bi3udHa 0coba, sKa Ji€ 3a
JOBIPEHICTIO, SIKY HaJlaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJKYBAaHUX JTIKAPCHKUX 3ac00iB
Ta CYMyTHIX MaTepiajiB

Jlenamigomin (LO4AX04; Jlenanimomin); kancynu; 25 mr; Synthon Chile LTDA, Chile

B.o. HayanbHuKa PapMaleBTUYHOIO YIIPABJIIHHSA Oaexcanap 'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILIE)



Jonatok 7

110 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 Ne 123

Ha3ga kiiniuHOro BUNpoOyBaHHS,
KOJI, Bepcis Ta aara

«PanmomizoBane, mojBiiiHe ciine gochimpkeHHs (a3u la/lb, 3 miane6o-KOHTPOIEeM 1 aKTUBHUM
KOHTPOJIEM, 3 OJHOKPATHUM 1 0araToKpaTHHM 3acCTOCYBaHHSM JOCITIJDKYBAHOTO Tpernapary y
3pOCTAIOYMX 033X JUISA MOPIBHSUIBHOI OLIHKK O€3MEeYHOCTI, MEPEHOCUMOCTI, (hapMaKOKIHETHKH 1
(dhapmakogunamiku npenapary LFD-200 y nopociux y4acHHKIB, SKi € 3JOpOBUMH ocobamu abo
MalTh PEBMATOIAHWA apTPUT B CEPEIHHOBAKKOIO JO BAXKKOTO CTYMEHS TSHKKOCTI»,
kop nociimxenas LFD200A11, Tlonpaska 1, Bepcis 2.0 Bix 16 Bepecust 2025 poxy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Jlibopai Immynorepan'totike, Ink., CIIIA [Lifordi Immunotherapeutics, Inc.], USA

[lepenix 1OCTiKyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03YBaHHsI, BUPOOHHUK, KpaiHa

LFD-200 (LFD-200; INX234P); Po3umn mns iv’ekuwid (2 mun  ¢uakon); 150 mr/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;

[Tnae6o o LFD-200 (0,9 % NaCl); Po3unn ans in’ekuiii (2 ma ¢uakon); B. Braun Melsungen
AG, Germany

Binmosimaneawmii (1) gocaiqHuK (1)
Ta Miciie (51) IpOBEICHHS
BUNIpoOyBaHHs B YKpaiHi

1) xk.m.H. Meddopa T.O.
TOBAPHUCTBO 3 OBMEXEHOIO BIAITOBIJJAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEJIICIH», Biiain KIiHIYHUX JocTimkeHb MeanuHoro nentpy, M. Kuis

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

[Ipennizon, Prednisone (Prednison GALEN®) (Ilpennizon (Prednisone); HO2ABO07); TabneTku;
5 mr; PPRAMAL HEALTHCARE UK LIMITED, UNITED KINGDOM; Artesan Pharma GmbH
& Co. KG, Germany; Clinigen Clinical Supplies Management, Belgium;

ITnare60 mo Ipeanizon, Prednisone (Prednison GALEN®), Tabnetku; Clinigen Clinical Supplies
Management, Belgium; LABORATORIO FARMACOLOGICO MILANESE S.R.L., ltaly;
EUROMED PHARMA SERVICES S.R.L., ltaly
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CynyTHi MaTepianu/mpenaparu —
CYIyTHBOI Teparlii/fopuanina abo
¢bi3uvHa 0coba, sKa i€ 3a
JOBIPEHICTIO, SIKY HaJlaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJKYBaHUX JTIKAPCHKUX 3aC001B
Ta CyMyTHIX MarepiaiiB

B.o. HayasibHuKka PapManeBTUYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITPI3BUILIE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTe€BOI MOMPaBKU

OnoBnene Jlocke pocmimxkyBaHoro Jikapcbkoro 3aco0y MK-7240, Bepcis 08ZNSY Bix
13 nmucronana 2025 poky, aHTIIIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1271 Bix 11.08.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanmomizoBaHe, MOABIMHE Cllille, TUTAe00-KOHTPOIbOBaHE nociimkeHHs (a3u IIb st omiHkw
edeKkTUBHOCTI Ta Oe3meKku TYNiCOKIOapTy B YYAacCHHMKIB 13 PEHTreHorpadiyHUM akcialbHUM
CIOHAMJIOAPTPUTOM  (@HKIJIO3yrounM  cnoHmmiitoMm)», MK-7240-013, 3 iHKOPIOpPOBAHOO
nonpaskoro 02 Bix 17 nunug 2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHO010 BianoBiganbHicTIO «MCJl Vkpaina»

CnoHcop, KpaiHa

TOB Mepk llapn eax HJoym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX TOMPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTe€BOI MOMPaBKU

OHoBieHUH TPOTOKON KiiHIYHOro BUnpoOyBaHHs, Bepcis 3.0 Bim 06 xoBTHsa 2025 poky,
aHITHChKOI0 MOBOI; OHOBJIEHMH TPOTOKON KIIHIYHOTO BuNpoOyBaHHsA, Bepcis 4.0 Bin
03 mucromaga 2025 poky, aHIIiHCBKOI MOBOIO; I[H(opmartis mpo mgocimipkeHHs Ta ¢dopma
iH(opMOBaHOi 3ro/u, JTOKaJIbHA Bepcis Homep 4.0 st YKpaiHu yKpaiHChKOIO MOBOIO, J1aTa Bepcii
24 nucronana 2025 poky Ha ocHOBI Mactep Bepcii Homep 4.0 Big 04 nmuctonaga 2025 poky; Kaptka
s narienTa «OHoBneHHss 1moao Bamoro KJITHIYHOT'O JJOCJIIJDKEHHSA», Bepcist 1.0 Bix
24 xoBTHs 2025 poKy, YKpaiHCbKOIO MOBOIO; 3ay4€HHS HEJOCIIKYBAHOIO JIIKApPChKOro 3aco0y
Jlokenmma (Lokelma), mopormmok uist opansHOT cycnen3sii 5 r, BupoOHmku: AstraZeneca AB,
Gartunavagen, Sodertalje, 152 57, Sweden; AndersonBrecon Inc., 4545 Assembly Drive, Rockford,
Mlinois (IL) 61109, United States (USA); 3amydeHHS HEIOCIIIKYBAaHOTO JIKAPCHKOTO 3aco0y
Jlokenma (Lokelma), mopomok ansi opansHOi cycrmensii 10 r, BupoOHuku: AstraZeneca AB,
Gartunavagen, Sodertalje, 152 57, Sweden; AstraZeneca Pharmaceuticals LP, 587 Old Baltimore
Pike, Newark, Delaware (DE) 19702, United States (USA); KopoTka xapakTepucTuka JiKapchbKoro
3aco0y Jlokenma (Lokelma), mopomok ans opansHOi cycnen3sii 5 r ta 10 r, Bepcis Bix Oepe3Hs
2025p., nepekialx ykpaiHCbKO MoBOIO; Jlncrok-Bkianaka: IHdopmanis s manienta Jlokenma
(Lokelma), mopomiok anst opanbHoi cycnensii 5 r ta 10 r, Bepcisa Big Oepesns 2025p., nepekian
yKpaiHChbKOI0 MOBOI0; CripoleHe MapKyBaHHA JJIsi HEJOCITIKYBAHOTO JIIKapChKOro 3acoly
Jlokenma (Lokelma) 5 r Ta 10 r, Bepcist Big 24 nuctonana 2025 poky; 3amydyeHHsS JOJATKOBOTO
nosyBanHs 0,5 Mr mgociipkyBaHOrO JiKapchKoro 3aco0y bakcapocrar (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,
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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; 3any4enns miamne0o 10
J0JaTKOBOTO A03yBaHHsA 0,5 Mr IOCIIIKYBaHOTO JiKapchkoro 3aco0y bakcapocrar (Baxdrostat,
CIN-107), Bupobnuxu: 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
JOJIATKOBOTO 103yBaHHs (0,5 MT JOCIIKYyBaHOTO JIiKapchkoro 3aco0y bakcapocrar (Baxdrostat)
ab6o mutane6o, Bepcist 1.0 Bix 03 Bepecus 2025 poky

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHSI

Ne 2072 Bix 10.12.2024

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, o/BiiHe ciine, mianedo-KOHTPOJIbOBAaHE, KEPOBAHE MOIISIMU TOCTIIKEHHS (a3u
3 mna ouiHkM BmuBY bakcipocraty B komOiHamii 3 Jlamarmiguo3nHOM MOPIBHSHO JIMIIE 3
Janarmni103MHOM Ha pU3UK PO3BUTKY BMIAJKIB BIIEpILIE BUSBICHOI CEPLEBOI HEIOCTATHOCTI Ta
CEpLEBO-CYAMHHOI CMEpPTI B YYaCHUKIB 13 MIJBHUIIEHUM pPHU3UKOM PO3BUTKY CEpILEBOT
HepocTatHocTi», D6973C00001, Bepcis 2.0 Big 25 nucronana 2024 poxy

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA VKPATHA»

CrnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTUYHOIO0 YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUIILE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTe€BOI MOMPaBKU

OHOBJIEHUH MPOTOKOJ KIIHIYHOTO BHUNpoOyBaHHsA, Bepcis 4.0 Bim 29 xoBTHI 2025 poky
aHTIiHChKOI0 MOBOM; [HpopMmaris npo mochimkeHHs Ta Gopma iHGOpPMOBaHOT 3roAM, JTOKaIbHA
Bepcis Homep 5.0 Big 01 rpynnst 2025 poky miis YKpaiHu yKpaiHCBKOIO MOBOIO Ha OCHOBI Mactep
Bepcii Homep 5.0 Bim 05 mucromanma 2025 poky; Ilocionuk «BaxDuo Pacific Bam myriBHHK
nocuimkeHHsaM», Bepcis 3.0 Big 17.11.2025p. nns Yipainu yKpaiHCbKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penakuii Hakazy MO3 Ykpainu Ne 1941 Binx 19.11.2024

Ha3spa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomMi3zoBaHe, MOABIWHE Clline, TU1ane00 KOHTPOJIbOBaHE, KEPOBaHE MOISAMH, TOCTIKSHHS (ha3u
3 nmus ouiHkM edekTuBHOCTI, Oe3meKHM Ta NepeHOCHMMOCTi bakcapocraty B KomOiHamii 3
Janarmiduio3nHOM OpiBHSAHO JiuIie 3 Janarmigao3uHOM 110,10 HUPKOBUX HACTIIKIB Ta CMEPTHOCTI
BIJl CEpIEBO-CY/IMHHUX 3aXBOPIOBaHb B YYACHMKIB 13 XPOHIYHOIO XBOPOOOIO HUPOK 1 BHCOKUM
KpoB’siHUM THCKOM», D6972C00002, Bepcis 3.0 Bix 30 kBiTHs 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 11

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ A
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTe€BOI MOMPaBKU

[Tpotokon kininiunoro gociimpkeHHss TNT119-SLE-101, ITorpaska 1, Bepcis Bix 09 uepsus 2025p.,
aHrmicpbko0 MoBoto; bpomrypa nocnignuka bynonpyryr (Budoprutug, TNT119), Bunanus 2.0 Bix
18 wepBHs 2025p., anrmiicbkoro MoBOow; TNT119-SLE-101 Tadopmaris nis namienta ta gopma
iH(opMoBaHOi 3roau sl YKpaiHH, aHTIIHCHKOI MOBOIO, Bepcis 3.0 Bim 16 rpymas 2025 p.;
TNT119-SLE-101 Indopmamis mns mamieHta Tta (opma iHGOpMOBaHOI 3roau Ui YKpaiHH,
yKpaiHChKOI0 MOBOIO, Bepcist 3.0 Bixm 16 rpyaus 2025 p.; Jlocke AOCHIKYBAaHOTO JIIKapChKOTO
3aco0y bymompyryr (Budoprutug, TNT119), Bepcis 5.0 Bim 23 BepecHst 2025p., aHIIHCHKOIO
MOBOIO; 3aJTy4eHHsI JI0JaTKOBUX BUPOOHHYUX JIUISTHOK BiIOBIJAIEHUX 32 BUITYCK Ta BUITPOOYBaHHS
cTabiIpHOCTI I AOCHIIKYBaHOTO Jikapcbkoro 3acody bymompyryr (Budoprutug, TNTI119):
ProBioGen AG (Herbert-Bayer-Strasse 8, Weissensee, Berlin, 13086, Germany) ta ProBioGen AG
(Goethestrasse 50-54, Weissensee, Berlin, 13086, Germany); IIpooBKeHHS TepMiHy TPUIATHOCTI
nikapcekoro 3acody bymompyryr (Budoprutug, TNT119) 3 48 wicsamiB no 60 wicsiiB; 3pa3ok
MapKyBaHHsS JOCIHIJUKyBaHOro Jikapcbkoro 3acoOy bynompyryr (Budoprutug, TNT119) nnsa
KapTOHHOI yIaKoBKH, 4 (uiakoHU y KopoO1ii, Bepcis 2 Big 03 xoBTHs 2025p., yKpaiHChKOIO MOBOIO;
3pa30k MapKyBaHHS JOCIIKYBaHOTO Jlikapcbkoro 3aco0y bynonpyryr (Budoprutug, TNT119) nns
(bmakoHy, KOHIIEHTpAT It po3uuHy I iHPy3ii 10 mr/mom, 50 Mr/5 mMa B omHomy ¢1akoHi, Bepcis
2 Bix 03 >xoBTHA 2025p., yKpaiHChKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 762 Bix 01.05.2025

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«Bigkpure nocnimxenss ¢azu 1b 3 oHOpa30BUM MiJABHUILEHHSM J03U IS OIIHKK O€3MeYHOCTI,
nepeHocuMocTi, (papMakokiHeTUKH Ta (papmakomamHamiku mnpenapary bymgompyryr (TNT119) y
JOPOCTUX TAIIEHTIB 13 CUCTeMHMM 4epBOHUM BoB4YakoMm (CUB)», TNT119-SLE-101, Bepcist Bix
17 ciuns 2025 poky

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEMH», Vkpaina

Crnoncop, kpaiHa

Climb Bio, Inc., USA (Knaiim6 bio, Iak., CIIIA)

B.o. HauaibHuKka PapMaleBTUYHOT0 YIPABJIiHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTe€BOI MOMPaBKU

VYkpaina, MK-3475-A86, Indopmartis Ta JOKyMEeHT TIpo iHGOPMOBAHY 3TOAY JJIs MAIliEHTa, BEPCis
2.03 Bix 03 rpynus 2025 p. yKpaiHCHKOI MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1326 Bix 02.07.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpure, pangomizoBane nociimkerss 111 pa3u mist BuBueHHS hapMaKOKiHETHKH Ta O€3MIEIHOCTI
neMOpounizymady Juis  MIAMIKIPHOTO  BBEAEHHS TMOPIBHAHO 3  meMOponizymabom  Juist
BHYTPIITHLOBCHHOT'O BBEJCHHS, B KOMOIHAIlIi 3 TBOXKOMITOHEHTHOIO XIMIOTEPAITi€l0 TpernapaTaMu
IUIATUHU, B SKOCTI MepIIoi JiHIT Tepamii AJi1 yYaCHUKIB 3 METaCTaTUYHUM IUIOCKOKIITHHHUM a00
HETUIOCKOKJIITHHHAM ~ HEApPIOHOKIITHHHUM  pakoMm JereHiB», MK-3475-A86, Bepcis 3
iHKopriopoBanoto nonpaskoro 08 Bix 30 cepniust 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHoo BianoBiganbHicTI0O «MCJl Ykpaina»

CnoHcop, KpaiHa

TOB Mepk lapn enn Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka PapMaleBTUYHOIO YIPABJIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeaeHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTe€BOI MOMPaBKU

bpomypa nmocmigaunka MK-1084, umanns 6 Big 11 rpymuas 2025 poky, aHTIIHCBKOI MOBOIO;
VYkpaina, MK-1084-012, Tudopmaris Ta 1oKyMeHT Ipo iHGOPMOBaHY 3roay ISl Mali€HTa, BepPCis
02 Big 07 ciuns 2026 p., ykpaiHCbkor0 MOBOIO; Ykpaina, MK-1084-012, [ndopmariist Ta TOKyMEHT
po iH(GOpPMOBaHy 3roy /s Malli€eHTa Ha HEOOOB’SI3KOBUI OOMEXCHHI CKpUHIHT, Bepcis 02 Bif
24 rpynus 2025p., yKpaiHCBKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1104 Bix 11.07.2025 y penakuii Hakazy MO3 Ykpainu Ne 1271 Bix 11.08.2025

Ha3spa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, BiKpuTe, OaraTolleHTpoBe KiiHIuHe nocmipkeHHs III dasum mis  ormiHku
6esmeunocti Ta edexkruBHocTi MK-1084, merykcumady Ta cxemum mFOLFOX6 mopiBHSHO 3i
cxemoro mMFOLFOX6 3 nonaBanusiM OeBann3ymMady abo 6€3 HbOTO B SIKOCTI MepIoi JiiHii Teparmii
JUISS  YYaCHUKIB 3 JIOKQJIBHO PO3IMOBCIOPKCHUM HeomepaOelbHUM ab0 MeTacTaTUIHUM
KoJOpeKkTadbHUM pakoM 3 wMytariero KRAS GI12C (mocmimkenns KANDLELIT-012)»,
MK-1084-012, 3 inkopniopoBanoro nornpaskoro 02 Bix 07 ymcromana 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexxeHoto BianosiganpHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

TOB Mepk lapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Honatok 14

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPKCHHS CYTTEBUX MOMPABOK»
04.02.2026 Ne 123

InenTudikariisi CyTTeBOI MOMPaBKU

OHoBeHUH TTPOTOKOJ KiIiHIYHOTO BUIpoOyBaHHS MK-3475-01G 3 i1HKOPIIOPOBAHOO MOIPABKOIO
01 Big 15 sxoBTHA 2025 poKy, aHrIiHCEKOI0 MOBOIO; Bpomrypa nocninanka MK-1022 (ITatpitymab
nepykcrekan), BumaHHs 13.0 Bim 19 BepecHs 2025 poky, aHTIJIIHCBKOIO MOBOI; YKpaiHa,
MK-3475-01G, Indopmaris Ta 1oKyMeHT Ipo iH(GOpPMOBaHy 3roay Ajis maiienta, Bepcis 02 Bin
23 rpynas 2025 p., ykpaiHcbkoro MoBOO; ITociOHUK 3 iH(pOpMaIi€r i ydacHUKA KJIIHIYHOTO
JIOCITIJIPKEHHSI CTOCOBHO 1HTE€PCTHUIIAJIbHOTO 3axBoproBaHHs JereHb (13JI)/mueBmonity [latputymad
nepykcrekan HER3-DXd, Bepcis 4.0, Big Oepe3nst 2025 poky, yKpaiHCHKOIO MOBOIO; 3pa3ok
MapKyBaHHs Jikapcekoro 3aco0y MK-1022, 100 wmr/¢uakon, mopomok miodimizoBaHul s
BHYTpPIIIHBOBEHHUX 1H(]Y3ii/(nakon, Outer Package, Big 24 kBitHsA 2025 poky, aHIUIIHCBKOIO Ta
YKpaiHCBKOI0 MOBaMHM; 3pa30oK MapKyBaHHS Jikapcbkoro 3acody MK-1022, 100 mr, mopormox
miodinizoBaHuii s BHYTPIIIHROBEHHUX 1H(PY31ii, Immediate Container, Big 24 kBitHs 2025 poky,
aHTTNACHKOI0 Ta YKPAiHCHKOIO MOBaMH; 3pa3oK MapKyBaHHs JiKapchkoro 3acoby MK-3475,
25 mr/mi, cTepwiIbHHN pPO3YMH Ui BHYTPIIIHBOBEHHUX iH(Y3ii/pmakon, Outer Package, Bix
15 kBiTHs 2025 pOKy, aHITMCHKOIO Ta YKPaiHCHKOIO MOBaMH; 3pa30K MapKyBaHHsSI JIKapPChbKOTO
3aco0y MK-3475, 25 mr/mi, crepwibHHIA PO3YMH sl BHYTPINIHbOBEHHHX iH(Y3iH, Immediate
Container, Big 15 xBiTHs 2025 poKy, aHIIHCBKOIO Ta YKPaiHCHKOIO MOBaMH; 3pa30K MapKyBaHHS
nikapcbkoro 3aco0y Kapoormatun, 10 Mr/mi, KOHIIEHTpAT 715t po3uunHy uist iHQy3iit/paakon, Outer
Package, Bin 16 BepecHs 2025 poky, aHIJTIMCBKOIO Ta YKPaiHCHKOIO MOBaMU; 3pa30K MapKyBaHHS
nikapcbkoro 3aco0y Kap6ommatun, 10 Mr/mi, KOHIEHTpAT A po3duHy 1UIs 1H]y3ii, Immediate
Container, Bix 16 BepecHs 2025 poky, aHIUIIHCHKOIO Ta YKPATHCHKOIO MOBaMHU

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 513 Bix 21.03.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«KEYMAKER-UO1 — mignocnimkenss 01G: napaconbpkoBe mociimkerss 11 ¢pa3u 3 moueproBumu
rpynamMu JJii BUKOPHUCTaHHS JOCHIPKYBaHHMX 3aco0iB y komOiHamii 3 memOpoiizymaboMm i3
J0JJaBaHHSAM XIMIOTeparlii Ha OCHOBI IUIaTUHU a0o 0e3 Hei y paHille HEeJNIKOBAHHUX YYaCHUKIB 13
HepiOHOKIITUHHUM pakoM Jierenb [V cranii», MK-3475-01G, Bepcis 00 Bix 16 Bepecus 2024 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTI0O «MCJl Ykpaina»

CrnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexkcanap I'PIHEHKO

(migmuc) (Bnacue im’s [TIPI3BUILIE)



Homarok 15

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’A
VYkpainu «I[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK»
04.02.2026 Ne 123

Ha3ga kiiniuHOro BUpoOyBaHHS,
KOJI, Bepcis Ta Aara

«PanmomizoBaHe, TMOABIHHO  clinme  JOCHI[KCHHS  JUJIi  TOPIBHSHHA  ©()EeKTHBHOCTI,
(hapMakoKiHEeTHKH, O0e3MeYHOCTI Ta iIMyHOTeHHOCTI npenapaty ABP 234 1 npenapary Kitpyna®
(memOponizymaby) B y4YaCHHKIB 3 TIOIIMPEHUM a00 METACTATUYHUM HEIUIOCKOKIITUHHUM
HEJPIOHOKIITHHHUM pakoM Jjierenb», koa gociimkeHHs 20210033, Bepcis 5.0 [TonpaBka 6 Bin
08 BepecHs 2025 poky

3asBHUK, KpaiHa

TOB «KutiniuHi 1ocmipkeHHs AWKOHY», YKpaiHa

CnoHcop, kpaiHa

Awmjpken [ak. [Amgen Inc.], USA

[lepenik qocmimKyBaHUX JTIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

ABP 234 (6iocuminsap go KITPYJA®, no memOpomizymady) (ABP 234; memOpoinizymal);
KOHIICHTPAT /s po3unHy aist iHQy3id (100 mr/4mn duakon); 25 mr/mir; Amgen Inc., USA;

Bigmosinaneamii (1) 1ocmiqHuK (¥)
Ta Micie (51) IpoBeICHHS
BUNIPOOYBaHHA B YKpaiHi

1) nikap J{oponina M.B.
TOBAPHUCTBO 3 OBMEXEHOIKO BIIAITIOBIAAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEJIICIH», Biinin KIIHIYHUX TOCIHKeHb MeaudHoro nenTpy, M. Kuis

[TpenapaTy MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

KITPYJIA® (nmemOponizymad) €C, Keytruda® (Keytruda; pembrolizumab); konuenrpar amns
po3uuny st iHdy3i# (100 mr/4mn prakon); 25 mr/min; Merck Sharp & Dohme B.V., Netherlands;
Organon Heist (Organon Heist B.V.), Belgium;

KITPYJA® (membpomizymad) USA, Keytruda® (Keytruda; pembrolizumab); konuentpar amus
po3uuny ans iHOy3ii (100 mr/4mn daaxon); 25 mr/mu; Merck Sharp & Dohme LLC, USA;
MSD International GmbH - Singapore Branch, Singapore;

Kapbomnatun  (Carboplatin)  (kapOommatun  (carboplatin);  po3unH s iHQDY3iHd
(150 mr/15 mn ¢naxon); 10 mr/mut; Hikma Farmaceutica (Portugal) S.A., Portugal;
Kapbomnatun  (Carboplatin)  (Kap6ormatun ~ (Carboplatin);  po3uun s iH)y3ii
(600 Mr/60 min ¢naxon); 10 mr/mut; Hikma Farmaceutica (Portugal) S.A., Portugal;
Hucnnatun (Cisplatin) (ucnnatun (Cisplatin); KOHIIEHTpaT JUTSt

po3uuny s iHpy3ii (100 ma paakon/100 mr); 1 mr/mi; ACCORD HEALTHCARE LIMITED,
UK; Piarmadox Healticare Limited, Malta;

ITemerpekcen, Pemetrexed Seacross (Ilemerpekcen, Pemetrexed Seacross); mopomok s
KOHIIGHTpATY Ui po3uuHy Uit iH}y3ii (1 dmakon/500 mr); 25 mr/mi; Seacross Pharma (Europe)
Limited, Ireland; EL spol. s r.o0., Slovakia
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CymnyTHi MaTepianu/mpenaparu —
CYMyTHBOI Tepanii/ropuauuHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JIOCJTIJDKYBAHUX JIIKAPCHKUX 3aC001B
Ta CYMyTHIX MartepiajiB

B.o. HauaibHuKka PapMaleBTUYHOIO YNIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



