Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

21.02.2023 Ne 350
InenTudikarist cyrTeBOi OHOBNIEHMI IPOTOKOJI KJIIHIYHOTO BUIIPOOYBaHHS, Bepcis 6 Big 30 BepecHs 2022 p.; Dopma iHpopMOBaHOT
MOTIPaBKU sronu, Bepcis 4.0 aya Ykpainu ykpaiHChKOIO Ta pociiicbkoro MoBamu Bin 16 nucronana 2022 p. Ha ocHoBI

maiicrep-Bepcii popmu iHpopmoBanoi 3roau st nochimkeHas BO42162, Bepcis 6 Bin 29 BepecHs 2022 p.

Howmep ta nata Hakazy Ne 2147 Big 04.10.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHiuHOTO «PanmoMi30oBaHe, BITKPUTE, KOHTPOJIBOBAHE aKTHBHHUM IIpPErapaToM, 0araToleHTPOBE JOCHIKEHHS (ha3u

BUIIPOOYBaHHS, KO/, IIT nnst orinku eheKTUBHOCTI Ta 0€3MEeYHOCTI 3aCTOCYBaHHS KpoBainiMaOy B MOPIBHSHHI 3 €KyTi3yMaOoOM y

BepcCis Ta Jata MAIIEHTIB 13 TapPOKCU3MaIbHOIO HIYHOIO remornobinypieto (ITHI), siki paHinie He OTpUMyBaJIU JIIKYBaHHS
iHri0iTopamMu KommieMenTy», BO42162, Bepcis 5 Binx 24 ciuns 2022 p.

3asiBHUK, KpaiHa ToBapucTBO 3 00MEXKEHOIO BiANOBiAAIBbHICTIO «Pomn YkpaiHa»

CrnoHcop, kpaina ®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ounexkcanap I'PINEHKO




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHuii mpoToKoN KiiHiYHOrO nociimkeHHs LEX-210, Bepcis 07 Bim 06 rpymus 2021 poky,
aHTIHCHKOI0 MOBOIO; bpomrypa mocninnuka, Buganas 15 Big 17 muctomaga 2021 poky, aHIUIIHCHKORO
MoBo10; bpomypa nmocmimnuka, BumanHs 16 Big 28 mucromama 2022 poKy, aHITIHCHKOIO MOBOIO;
[Hdopmaniitnuii mucToK marmieHTa i popma iHpopMoOBaHOi 3rou, Bepcis 1 Ykpainu 2.0 Big 21 nucronana
2022 poky, YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2947 Bix 30.12.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«docnimkeHHsa 4YoTHUpU(AKTOPHOrO KOHIEHTpary mnpoTpombiHoBoro komiuiekcy OKTAIUIEKC vy
MAII€HTIB 3 TOCTPOI0 MACUBHOIO KPOBOTEUEIO, 110 OTPUMYIOTh Teparito NepopajbHUM aHTHKOATYJISIHTOM
npsmoi aii (ITAKIII), iariGitopom dakxtopa Xay, LEX-210, Bepcis 06 Big 18 mororo 2021 poky

3asBHUK, KpaiHa

TOB «Ipem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa

«Okradapma Al» (Octapharma AG), Ilseiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Tepaii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ouanexkcanap I'PIHEHKO




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocnigauka mikapeskoro 3aco0y SAR442168 (Tonebpytuni6), Bepcist Ne9 Bin 14 nucromana
2022p., aHrJificbkor0 MOBOO; bporypa mociigHuka jikapcbkoro 3acody SAR442168 (TonedpyTtuHiod),
Bepeis NelO Bix 4 ciuns 2023p., anrmiiiicekoto MoBow; Posnimn «Jlikapceka cyOcraHIisny, «Jlikapchkuid
3aci0» Ta «llmane6o» OHOBIEHOTO JOCHE IOCIHIIKYBAHOTO JiKapchKoro 3aco0y SAR442168, TabneTkw,
BKpHUTI 000110HKOI0, TI0 60 MT, Bepcis Bif rpyans 2022 poxy, aHTTiHCEKOI0 MOBOIO

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019
Ne 2243 Bin 05.10.2020
Ne 2554 Bin 09.11.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«J10BrocTpoKkoBe pO3IIKNPEHE JOCIIKEHHS 3 OLIHKHM Oe3neKku Ta eekTuBHOCTI npenapaty SAR442168 y
YYaCHMKIB JIOCIIPKEHHS 3 PelMIUBYIOUMM PO3CIIHUM ckiepozom», LTS16004, 3 monpaskoro 06, Bepcis
1 Bix 23 TpaBus 2022 poky;

«PannomizoBane mozgiiiHe ciine pocnimpkeHHs III ¢da3u 3 BuUBYUEHHS epEKTHUBHOCTI Ta O€3MEYHOCTI
npenapaty SAR442168 y nopiBHSHHI 3 m1ane0o cepei y4aCHUKIB 3 BTOPUHHO-TIPOTPECYIOUUM PO3CISTHUM
ckieposoM 6e3 peunausiB (HERCULES)», EFC16645, 3 nonpaskoto 07, Bepcist 1 Bix 13 Bepecust 2022p.;
«PannomizoBaHe, MOJBIMHE ciine JOCHIKEeHHA 3 (a3u Uisl BUBYEHHS €(PEeKTHMBHOCTI Ta OE3MEeYHOCTI
npenapaty SAR442168 y mopiBHsAHHI 3 IUaneb0 B YYaCHUKIB 3 MEPBUHHO-TIPOTPECYIOUUM PO3CITHUM
cksiepo3oMm (PERSEUS)», EFC16035, 3 monpaskoto 09, Bepcis 1 Bix 13 Bepecus 2022p.

3asiBHUK, KpaiHa

TOB «Canogi-ABenTic Ykpaina»

Cnoncop, kpaina

Genzyme Corporation, USA (Ixen3aiim Kopropeitms, CIIA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ounekcanap I'PIHEHKO




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

Onosnena Opomypa apociuigauka Imlunestrant [LY3484356], Bumanns Bin 01 rpymus 2022 poky,
aHrniicpKo0 MOBOI0; OHOBIIeHa Oporypa nocnigauka Imlunestrant [LY3484356], Bunanns Bin 02 rpynHs
2021 poky, aHTTIHCHKO MOBOKO; Jl0aTKOBa Ha3Ba JOCIIKYBAHOTO JTiKapchbkoro 3aco0y LY3484356 -
ImmyHecTpaHnT

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Bin 02.07.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«EMBER-3: PannomizoBane, Binkpute nociuimxenss Il ¢a3u nns mopiBHSHHS JIKYBaHHS MpenapaTom
LY3484356 Ta mikyBaHHS €HJIOKpMHHOIO TEpami€ro 3a BUOOPOM JOCHITHUKA Y MAIE€HTIB 3 MICIIEBO-
MOIIMPEHUM 200 METACTATUYHUM PAKOM MOJIOYHOT 37103 3 MIO3UTUBHUM CTaTyCOM PEILETITOPIiB €CTPOTeHY
Ta HeratuBHUM craTtycoM HER2, sKki panime oTpuMyBanu eHIOKpUHHY Teparito», J2J-OX-JZLC, Bepcis
1.0 Big 15 Gepesns 2021 poky

3asiBHUK, KpaiHa

«Eni JIinmi Boctok CAy, [lIBelinapis

CnoHcop, kpaiHa

Emni Jlimmi enn Kommani, CIIA / Eli Lilly and Company, USA

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap I'PIHEHKO




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

Indopmaris s ydacHuka i @opma 3roam Ha ydacTb A gopociux ¢inampHa Bepceis 4.0-UA(UK) Bix
12-T'pynusa-2022, ykpaiHcbkoro MOBOIO; [HpopMaltis 11t yuacHuka 1 @opma 3rou Ha y4acThb I TOPOCIUX
¢inanena Bepcis 4.0-UA(RU) Bixg 12-I'pyansa-2022, pociiicekoro MOBOW0; [Hpopmanis Ui yyacHUKa
1 ®opma 3roau Ha y4yacTh Juist 6atbkiB ¢inanbHa Bepeis 5.0-UA(UK) Big 12-I'pynnsa-2022, ykpaiHChKOIO
MoBoM; [H(popmaris s yuacHuka i @opma 3roam Ha yyacts Juis OaTbkiB ¢iHangbHa Bepeis 5.0-UA(RU)
Bin 12-I'pynnsa-2022, pociiicbkoro mMoBoro; IHdopmaris mis yuacHuka ta @opma 3roiud Ha y4acTh y
nocmikenHi g aitei (12—13 pokiB) ¢inansna Bepcis 4.0-UA(UK) Big 12-I'pyansa-2022, ykpaiHCHKOO
MoBoM; [H(hopmarist 11 yuacHuka Ta Q@opma 3rofu Ha y4acTh y AociimkeHH1 ans gitei (12—13 pokis)
¢inansna Bepcis 4.0-UA(RU) Bin 12-I'pyansa-2022, pociiicbkkoio MOBOI0; [H(opMarist s yyacHHKa Ta
dopma 3roau Ha ydacTh y JociiJkeHHi ais miamitkiB (14—17 poki) ¢inanbaa Bepcis 4.0-UA(UK) Bin
12-I'pynus-2022, ykpaiHcbkoro MoOBOM; IH(opmamis mms ydacHuka Ta @Dopma 3roaM Ha Y4acTh
y mocmimkeHHi s migmiTkiB (14-17 pokiB) ¢inamsHa Bepcis 4.0-UA(RU) Bim 12-T'pymusa-2022,
pociiickkor0 MOBOIO; [H(OpMarlist 1y1si yyacHUKA JOCIIKEeHHs Ta PopMa 3ro/ii Ha BUKOPUCTAHHS 3pa3KiB
KpoBi A MalOyTHiX mocnimpkeHb (inambHa Bepcis 5.0-UA(UK) Bix 12-I'pyansa-2022, ykpaiHCBKOO
MoOBoO10; [H(opmartis ans ydacHuKa IociipkeHHs Ta PopMa 3roid Ha BUKOPUCTAHHS 3pa3KiB KPOB1 JUIsS
MaitOyTHix nociimkens dinanbHa Bepeist 5.0-UA(RU) Big 12-I'pynusa-2022, pociiicbkoi0 MOBOIO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 38 Bimg 11.01.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«E¢extuBHicTh Ta Oe3neka nmpodisakTuyHOro 3acrocyBaHHsd KoHln3ymaly y Maii€eHTIB 3 reMoQuii€ro
A 4u b, He ycknaaHeHoo iHribitopamu», NN7415-4307, ¢pinansna Bepcis 5.0 Big 25 6epesns 2021 p.

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CrnoHcop, kpaiHa

Novo Nordisk A/S ([Tamis)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. HauyaabHuka @apMaleBTUYHOIO YIPABJIiHHSA Ouaexkcanap 'PIHEHKO




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350
InenTudikarist cyrTeBOi Bbpomrypa nocnigauka Belzutifan (MK-6482), Bunanss 10 Big 19 rpyaus 2022 poky, aHTITIHCEKOI0 MOBOIO
MOTPaBKH
Howmep Ta nata Hakazy Ne 767 Bin 02.04.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3Ba ki1iHiuHOTO «Bigkpure, panmomizoBane pociuikeHHs 3 ¢dasu npenapaty MK-6482 B mopiBHSHHI 3 MpemapaToM
BUTIIPOOYBaHHSA, KO/, eBEepOJIIMYC Y YUAaCHHKIB 3 TOIIMPEHHUM HUPKOBO-KIITHHHUM PAKOM, KA ITPOrPECYBaB MiciIsl OMEPEIHbOT
Bepcis Ta Jara PD-1/L1 ta VEGF-tapretnoi tepanii», MK-6482-005, 3 inkopnopoBaHoto nonpaBkoro 06 Bix 13 nunns
2022 poky
3asBHUK, KpaiHa TosapucTBo 3 oOMexkeHoto BianoBiganbHIicTIO «MCJl Ykpaina»
CnoHncop, kpaiHa TOB Mepk Ilapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. nauyaabHuka @apMaleBTUYHOIO YNIPABJIiHHSA Ouaexkcanap 'PIHEHKO




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa gocmigauka, lanarmignosin/Dapagliflozin, Buganns 18 Big 04 nucromana 2022 p. aHTITIHCHKOIO
MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1467 Bim 21.11.2017

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«26-TxKHEBE, OaraToLIEHTPOBE, paHAOMI30BaHe, I1ae00-KOHTPOJIbOBAHE, MOIBIHHO-CIIiNe BUIPOOYBaHHS
dasu 3 B mapaleNbHHX Tpymnax i3 26-TH)KHEBUM TOJOBKECHUM TEPIiOAOM 13 MIpKyBaHb OE3MEKH IS
OILIIHIOBaHHS Oe3meku i eheKTUBHOCTI Aamariiduio3iny B 1031 5 1 10 Mr Ta cakcarmintiny B 1031 2,51 5 mMr
y MAalli€HTIB JUTAYOr0 BIKY XBOPUX Ha LIYKPOBUH JiabeT 2-ro Tuiy, BikoM Bij 10 pokiB Ta cTapiue, ajue siKi
He jocariu 18-piunoro Biky», CV181375/D1680C00019, Bepcist 06 Bix 07 motoro 2022 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJIGHICTIO «PAPMACBIOTIKAJI PICEPY
ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

Cnoncop, kpaiHa

AstraZeneca AB / Actpa3eneka Ab, [lIBeris

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. HayaibHUKa PapMalEBTHYHOIO YIIPABJIIHHSA

Oaexcanap I'PIHEHKO




JlonaTok 8

110 Haka3y MiHicTepcTBa OXOPOHH 370POB’ A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHM TPOTOKOJI KJIiHIYHOTO BUTpoOyBanHs MK-7625A-036, 3 iHkopriopoBaHoto nomnpaskoio 02 Bixg
12 rpynns 2022 poky, aHTIIHCHKOI0 MOBOIO; bporrypa mocminauka nedronosan/tazooakrtam (MK-7625A),
BuganHs 12 Big 30 BepecHs 2022 p., anriilickkoro MoBOIO; Ykpaina MK-7625A-036, Tadopmaris ta
JOKYMEHT Mpo iHQopMOBaHYy 3rofy Ajsi 0aThbKiB IUTHUHH, AKa Oepe y4acThb y JOCHiKeHH1, Bepcis 04 Bif
26 rpyans 2022 p., ykpaiHCbKOIO MOBOI0; YkpaiHa MK-7625A-036, Iudopmarnii ta JOKYMEHT Ipo
iH(opMOBaHy 3roay Ajs HallieHTa, IKOMY BUIIOBHMIIOCS 18 pOKIB MijJ Yac y4acTi y IOCIHIIKEHHI, BepcCist
03 Bix 26 rpyans 2022 p., ykpaiHChKOIO MOBOIO; YKpaina, MK-7625A-036, [ndopmartist Ta JOKYMEHT PO
iHdopmoBany 3roay juis aitei (Bik Big 14 mo < 18 poki), Bepcis 03 Bix 26 rpyaus 2022 p., yKpaiHCbKOIO
MoBOIO; Ykpaina, MK-7625A-036, Indopmamiss Ta JOKyMEHT mNpo iHGOPMOBaHy 3romy JUIsl ITEH
(Bim 12 mo < 14 pokiB), Bepcis 03 Bix 26 rpyans 2022 p., ykpaiHCbKOI0 MOBOM0; Ykpaina, MK-7625A-036,
[adopmariis Ta JOKyMeHT mpo iHGOpMOBaHy 3roay s miTeit (Bik Bixg 8 mo < 12 pokis), Bepcis 03 Bif
26 rpymus 2022 p., ykpaiHChKOIO MOBOW; Ykpaina, MK-7625A-036, Indopmariis Ta TOKYMEHT PO
iH(hopMoBaHy 3roay ans aiTeil (Bik Big 5 g0 <8 pokis), Bepcid 02 Bix 26 rpynnsa 2022 p., yKpaiHCbKOIO
MOBOIO

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 893 Bin 15.04.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«Binkpute GaraToneHTpoBe KIiHIYHE AOCHIKeHHS | (azu 6e3 rpynu MOpiBHAHHSA AJIS OLIHKU O€3MeKH,
MEPEeHOCUMOCTI Ta (papMakoKiHETUKH LedTosio3any/Tazobakramy (MK-7625A) y niTeil 3 HO30KOMiaIbHOIO
nHeBMoHiero», MK-7625A-036, 3 inkopnoposanoto nonpaskoto 01 Bix 05 tpasus 2020 poxy

3asBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIicTIO «MCJl Yipaina»

Cnoncop, kpaina

TOB Mepk Iapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO




JlonaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi VYxpaina, MK-7339-012, [ndopmariist Ta JOKyMeHT Ipo iHHOpMOBaHY 3oy JUis HaiienTa, Bepcis 2.06 Bifg
MOIPaBKU 05 ciuns 2023 p., yKpaiHCBKOIO MOBOIO

Howmep Ta nata Hakazy Ne 1468 Bin 26.06.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba kiiHigyHOTO «Jocnimkenns Il ¢dasu nem6pomnizymaldy (MK-3475) y xombinHamii 3 CymyTHBOIO XiMI1OIIPOMEHEBOIO
BUIIPOOYBaHHS, KOJI, TEpammer 3 MOJANBIIMM BBEACHHAM IMeMOpoiizymady 3 omamapuboM abo 0e3 HBhOro IMOPIBHIHO
Bepcis Ta 1ara 3 CYNYTHBOIO XIMIOIPOMEHEBOIO TEpami€l0 3 TOAAIBLIIMM BBEICHHSIM AypBaIyMady B YYacCHHUKIB

3 HeornepaOeIbHUM JIOKAJIbHO PO3MOBCIOPKEHUM HeAp1OHOKIITUHHUM pakoM jereHis Il craxii (HAPJT)»,
MK-7339-012, 3 inkopnopoaHoo nonpakoro 07 Big 11 xoBtHs 2022 poky

3asiBHUK, KpaiHa ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MCJ] Ykpaina»
CrnoHcop, kpaiHa TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)
CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. HauyaabHuka @apMaleBTUYHOIO YIIPABJIiHHSA Ouaexkcanap 'PIHEHKO




Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmarniitnuii muctok naiienrta i gopma iHGOPMOBaHOI 3roAM aHTIIHCHKOI0 MOBOIO, Bepcis 9/1/0 Bin
08 rpymns 2022 p. (Ha ocHoBi 6a30Boi Bepcii 9.0 Bix 10 nucronama 2022 p.); Indopmamiitauii nuctox
narierTa i popma iHhopMoOBaHOI 3101 YKPaiHCHKOI0 MOBOO, Bepcist 9/1/0 Bix 08 rpymas 2022 p. (Ha OCHOBI
6a3oBoi Bepcii 9.0 Bix 10 mucronana 2022 p.); [ndopmamiitHuii 1ucTok namienTa i gopma iHpopmoBaHoi
3roJu pociichkor0 MoBoto, Bepcis 9/1/0 Bim 08 rpymms 2022 p. (Ha ocHOBi 6a30Boi Bepcii 9.0 Bix
10 mucromana 2022 p.); bpomrypa mocninnuka PF-06801591 (Cacannima0), Bepcis 8.0 Bin nucromana
2022 p., aHTTIICHKOI0 MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1636 Big 20.07.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpure nocnimxenns ¢asu 1b/2 3 meroro omiHku papmMakoOKIHETUKH, O€3MEYHOCTI, €(hEeKTUBHOCTI Ta
dapmakonunamiku mnpenapary PF-06801591 (imri6itop PD-1) B ywyacHMKIB 13 pO3MOBCIOIKEHUMHU
37I0SIKICHUMHU HOBOYTBOpeHHsMU», B8011007, octaTouna Bepcisa mporokoiy, [lonpaska 2 Bijg 24 yepBHS
2020 poky

3asBHUK, KpaiHa

[Naiizep Iuk., CIIA

CnoHncop, kpaiHa

[1¢aiizep Iuk., CILIA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocnigauka mikapeskoro 3aco0y SAR442168 (Tonebpytuni6), Bepcist Ne9 Bin 14 nucromana
2022p., anrmiiicekor0 MOBOI0; bpoinrypa nocnigauka nikapebkoro 3aco0y SAR442168 (ToneOpytuHil),
Bepeis NelO Bix 4 ciuns 2023p., anrmiiiicekoto MoBow; Posnimn «Jlikapceka cyOcraHIisny, «Jlikapchkuid
3aci0» Ta «llmane6o» OHOBIEHOTO JOCHE IOCIHIIKYBAHOTO JiKapchKoro 3aco0y SAR442168, TabneTkw,
BKpHUTI 000110HKOI0, TI0 60 MT, Bepcis Bif rpyans 2022 poxy, aHTTIHCEKOI0 MOBOIO

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2554 Bin 09.11.2020
Ne 2243 Bin 05.10.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, MoOJBIMHE ciine JOCHIKEeHHS 3 (a3u uisl BUBYEHHS €(PEeKTHUBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y nopiBHsaHHI 3 Tepudaynomizom (O6ampkio®) B yJaCHUKIB 3 PeLUAUBYIOYMMHU
dbopmamu poscisiHoro ckieposy (GEMINI 2)», EFC16034, 3 nonpaskoto 07, Bepcist 1 Big 13 BepecHs
2022p.;

«PannomizoBaHe, MoJBIHE ciine JOCHIKEeHHS 3 (a3u uisl BUBYEHHS €(EeKTHUBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y nopiBHsaHHI 3 TepudayHomigom (O6apkio®) B yJaCHUKIB 3 PeLUAMBYIOYMMHU
dbopmamu poscisinoro ckineposy (GEMINI 1)», EFC16033, 3 monpaskoto 07, Bepcis 1 Big 13 Bepecust 2022p.

3asiBHUK, KpaiHa

TOB «Cano(i-ABenTic Ykpaina»

CnoHncop, kpaiHa

Genzyme Corporation, USA (Ixen3aiim Kopropeiins, CLIA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHSA

Onekcanap I'PIHEHKO




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOpPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa Ha3BU MicCUs TMPOBEACHHS KIIHIYHOTO BHUIIPOOYBaHHS; 3MiHa Micls HpPOBEACHHS KIIHIYHOTO
BUIIPOOYBaHHsI; 3MiHa BIIOBIIAILHOTO OCIiTHUKA B MICIIl MPOBEACHHS KJIIHIYHOTO BUNIPOOYBaHHS:

BYJIO CTAJIO
n.M.H. [lampaii B.A. K.M.H. Mamesceka O.B.
[onminbebkuii perioHanbHHU HEeHTp oOHKojorii, | KomyHanbhe HEKOMepIIiiiHe HiAPHEMCTBO
XiMioTeparneBTUYHE BiAUICHHS, M. BiHHUIIA «IlominbChKUil  perioOHaIbHUMA IIEHTP OHKOJIOTT

Binaumbkoi obnmacHoi Pamgu», XimiorepameBTHuHe
BiaaiIeHHA, M. BinHuIa

nikap Kypoukin A.B. nikap Kypoukin A.B.

Ob6nacuuii  komyHanpHui 3aknaa  Cymcbkuit | KomyHanshe HEKOMeEpIIiiHe MiITPUEMCTBO

oOjacHUM KIIIHIYHUN OHKOJIOTIYHUM aucnaHcep, | Cymcbkoi obnacHoi paau CyMmcbkuil oGmacHuit

OHKOTOpaKalibHe BijaineHHs, M. Cymu KIIIHIYHUH OHKOJIOTTYHUI JUCIIaHCED,
OHKOTOpaKaJbHE BiUIeHHs, M. CyMu

I.M.H., ipod. qyaniuenko O. C. JI.M.H., po¢. Jdynnivenko O. C.

HepxaBHa ycraHoBa «JlHcTUTyT 3aranbHOi Ta | JlepkaBHa yctaHoBa «lHCTUTYT 3araibHOI Ta
HeBiAkmagHoi Xipyprii imeni B.T. 3aiiueBa | HeBigkmagHoi Xipyprii imeni B.T. 3aiinesa
HamionaneHoi  akagemii  meaumuHux  Hayk | HamioHanbHOT akajeMii MEIUYHUX HayK YKpaiHwy,
Vkpainu», BIAJIUIEHHs THIHHOI Xipyprii Ha 25 | BiIAUIEHHS XipypriuHux iH(eKUii Ta yCKJIaIHEHOI
JIKOK 3 TaJIaTOI0 IHTEHCUBHOI Tepallii Ha 6 JIDKOK, | OHKOJIOTIYHOI MaToyIorii Ha 25 JNDKOK 3 MajaToro
XapkiBcbka MEIMYHA aKajeMis MiCIsSAUIUIOMHOI | IHTeHCHBHOI Teparii Ha 6 JI>KOK, M. XapKiB

OCBITH, Kaepa OHKOJIOTIT Ta JUTAIO01 OHKOJIOT1],
M. XapkiB

k.M.H. Kamxosa A.B. n.M.H. Konecuik O.I1.
Meauunuii [EHTp TOBAapUCTBA 3 OOMEXKEHOK | MeIUYHHIA IIEHTp TOBapHCTBA 3 OOMEXKEHOIO
BigmoBiganpHicTiO  «OHKOJIAW®», aeHHUH | BiAIIOBIJAIbHICTIO «OHKOJIAN Dy, JIeHHUH

CTalliOHap, M. 3aOPIXKKS CTalioHap, M. 3aOPILKAKS
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nikap Konauko L.B. nikap Jlemenko FO.M.
ToBapuCTBO 3 OOMEXEHOI BIANMOBITANBHICTIO | TOBapUCTBO 3 OOMEKEHOI  BiJIMOBIIATBHICTIO
«MenuuHuii HEHTP iMeH1 akaneMika | «MeqguuaHui LHEHTP iMeHi aKajeMika

IOpis IlpokomoBuua Cnikenka», sigauieHHs | FOpis IlpokomoBuua CrikeHka», BiIIiICHHS
OHKOXiIMiOTepamii Ta remarosorii, KwuiBceka | oHKOXimioTepamii, KuiBcbka o6macTsh, byuancekuii

00J1aCTh, KueBo-CBATOMIMHCHKHI paiioH, | paiioH, c. KamitaniBka
c. KaniraniBka
Howmep ta nata Hakazy Ne 1804 Bixg 15.08.2019
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiinigHOTO «PanomizoBane, mo/BiliHe ciirne, 0araToeHTPOBE TOCTIKEHHS eKBiBaieHTHOCTI ¢a3u 111 y mapanensHux
BUIIPOOYBaHHS, KOJI, rpynax isi MOpiBHSHHS e(GeKTUBHOCTI, Oe3meku, (apmakokiHeTuku Ta imyHoreHHocti HD204 Ta
BepcCis Ta gata ABacTuHY® Yy MAaIli€HTIB 3 METACTATUIHUM a00 PEIUAMBHUM HEIUIOCKOKIITHHHUM HEAPiOHOKITITHHHUM
pakom Jnierenby», SAMSON-II, Bepcis 5.0 Big 04 nunus 2022 p.
3asBHUK, KpaiHa TOB «Kpomocdapma Ykpaina»
Cnoncop, kpaiHa Prestige BioPharma Limited, Cinramyp
CynytHi —
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HayagbHuKa @apManeBTHYHOIO YIIPABJIIHHA Onexcanap I'PIHEHKO




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

[Tpotokon — A5481092, TlonpaBka 5, Big 26 kBiTHA 2022 aHrmiliceko0 MOBO; CHHOICHC MPOTOKOIY
A5481092, IMompaska 5, Big 26 kBiTHa 2022 anrmiiicbkoro MoBoro; CuHoricuc mportokony AS5481092,
[TormpaBka 5, Bim 26 xBiTHA 2022 yKpaiHCHKOI MOBOXO; JIMCT agMiHICTPaTUBHUX 3MiH MIOAO HA3BH
npotokony 3 «Jlocmimkenns dasu 1/2 qia oninku nanbouukiidy (I6panc®) B komOiHalii 3 ipHHOTEKaHOM
1 TeMO30JI0MiTOM Ta/ab0 B KOMOIHAIIT 3 TOMOTEKaHOM 1 IKI0o(ochaMioM y TAIEHTIB TUTIIOTO BIKY 3
PELUAUBYIOYMMH 200 pedpakTepHUMHU COJIIHUMU NMyXJuHaMu» Ha «JlocmimxeHus gasu 1/2 mis omiHku
nanoonuknioy ([6panc®) B koMOiHaIIIT 3 IPHHOTEKAHOM 1 TEMO30JIOM1IOM a00 B KOMOIHAIIIi 3 TOMOTEKAHOM
1 nukiodocdamizioM y HAIEHTIB AUTSIYOTO BIKY 3 PEHHUIMBYIOYMMH a00 pedpakTepHUMHU COJITHUMU
NyXJIMHAMW», aHTJIIACBEKOI0 MOBOIO; bpomrypa mocnmigauka mandommkii6 Bepceii 15.0 Bix kBitHa 2022 p.
aHTIIChKOI0 MOBOMO; [HpopMOBaHa 3roaa s neaiaTpuaHoro apociipkenHs ¢asu 1/2 Bepcis 03/01/00 Bix
27 munHs 2022 poky s YKpaiHM, YKpaiHCBKOIO MOBOIO; [H(popMoBaHa 3rona Juis MexiaTpUYHOTO
nociijpkeHHs ¢a3u 1/2 Bepcis 03/01/00 Big 27 nunHs 2022 poky ans YKpaiHH, aHTNIIHCBKOI0 MOBOIO;
IndopmoBana 3roma ans Aopocioro ydacHuka pociimkenHs dasu 1/2 Bepcis 03/01/00 Bim 27 numnHs
2022 poky st YKpainu, ykpaiHChKOI0 MOBOIO; [H(hopMoBaHa 3rojia uist JOPOCIOro yYacHHUKA JOCTIIKEHHS
dasu 1/2 Bepcis 03/01/00 Big 27 nmumas 2022 poky mains YKpainu, aHrIiiCchKo0 MOBOK; dopma m1o3Boiry
BariTHOi MapTHEpKH Ha mnepenauy iHpopmamii Bepcis 2.0 Bix 27 mumua 2022 poky s YKpaiHu
yYKpaiHChbKOI MOBOI0; PopMma [103BOJTY BariTHOI MapTHEpPKU Ha mnepenauyy iHdopmanii Bepcis 2.0 Bix
27 nunHs 2022 poky Ay YKpaiHu aHTJHCBKOI0 MOBOO; 3ro/ia MajoJiTHROTO Ha Y4acTb Yy KIIHIYHOMY
nocimkenHi ¢azu 1/2 nms MamomiTHIX JiTeH Uis MaloNiTHIX AiTed BikoM Bia 3 10 6 pokis Bepcis 01/00/00
BiJ 26 kBITHS 2022 poky /uist YKpaiHu YKpaiHChKOIO MOBOIO; 3roia MaJOJIITHBOTO HA YYacTh y KIIHIYHOMY
nocimpkeHHi ¢azu 1/2 nms MamomiTHIX JiTeH JUig MaJIONITHIX AiTed BikoM Bix 3 10 6 pokis Bepcis 01/00/00
BiJ 26 kBiTHS 2022 poky [uisi YKpaiHU aHINIIMCHKOI0 MOBOIO; 3rofia MajoJiTHBOI AUTHUHU HAa y4acTh Y
KIIIHIYHOMY AOCHIIKeHH] (a3u 1/2 a5ia ManomiTHIX JITeH i1 MalloNiTHIX JiTel BikoM Bif 7 10 13 pokiB
Bepcis 02/00/00 (3 umrocTparisiMu) Big 26 kBiTHA 2022 st YKpaiHu yKpaiHChKOIO MOBOO; 3roja
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MaJIOJIITHBOI TUTHHU Ha Y4acTh Yy KIIIHIYHOMY OCITiKeHH] pa3u 1/2 s ManomiTHIX JiTel U1 MaJOTITHIX

niterd BikoM Bixg 7 mo 13 pokiB Bepcis 02/00/00 (3 imroctpamisimu) Bim 26 kBiTHA 2022 mist Ykpainu
AHTIHCHKOI0 MOBOIO; [TMCHhMOBHIA TOKYMEHT 3T0JIM HEMOBHOJIITHHOTO JUISI HEITOBHOJIITHIX JIITEH BIKOM BiJ
14 no 18 pokiB Bixg 26 kBiTHA 2022 mis YKpaiHU YKpaiHChKOK MOBOIO; [IMCBhMOBHI JOKYMEHT 3T0JU
HETMOBHOJIITHHOTO JIJIsl HEMOBHOJIITHIX AiTel BikoM Bix 14 mo 18 pokiB Bix 26 kBitHsa 2022 mis Ykpainu
AHTJI1HCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 531 Bin 26.03.2022

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«Jocmimkenns dazu 1/2 qna ominku nanbouuknidy (I6panc®) B komOiHamii 3 IpUHOTEKAHOM 1
TEMO30JIOMiIOM Ta/ab0 B KOMOiHaLii 3 TOMOTEKaHOM 1 IUKIOpochaMioM y MAIiEHTIB TUTSIYOTO BIKY 3
peruauByouMMH a00 pedpakTepHUMH CONITHUMEU TyxiauHamu», A5481092, [TonpaBka 4 Big 18 uepBHs
2021 p.

3asiBHUK, KpaiHa

[1¢aiizep Iuk., CILIA

Cnoncop, kpaiHa

[Naiizep Iuk., CIHA

CynyTtHi
Mmarepianu/npenapaTi
CYNYyTHBOI Tepamnii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap I'PIHEHKO




Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
21.02.2023 Ne 350

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii mporokoi (Bepceist 1.3 Bix 12.12.2022); Onosnenunii Cunornicuc a0 npotokoiy (Bepcist 1.3 Bix

12.12.2022); 3amyyeHHS HOBOTO BIANOBIAANBHOTO JOCTIIHUKA/MICIS TPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

No I1.1.B. BiAIIOBiJaJILHOTO OCHITHUKA

n/n Ha3Ba micus nmpoBeeHHs KITiHIYHOTO BUIPOOyYBaHHS

1. | nixap Horaesa JLI.

KomyHnasbHe HekomepliiiHe mianpueMcTBo «YHepkacbkuil 00JIaCHUHA OHKOJIOTIYHUN AMCHAHCEp
Yepkacbkoi obmacHoi pagm», OOiacHUH TiKyBaJbHO-AIarHOCTHYHUA T'€MaTOJOTIYHUN LEHT,
M. Uepkacu

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 333 Bin 17.02.2022

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Bigkpute, OaraToleHTpOBE, MIKHAPOIHE JTOCHTIIKEHHS €(DEKTUBHOCTI, O€3MEYHOCTI Ta MEePEHOCUMOCTI
npenapaty bioeH, BupoOHunTBa TOB «biodapma [lnasma», y DOpociIMX Mali€eHTIB 3 XPOHIYHOIO
NepBUHHOI0 IMyHHOIO TpoMOouurtoneHieto (ITII)», 2021-BV-ITP-BP, Bepcis 1.2 Big 20.06.2022

3asBHUK, KpaiHa

TOB «bBIODAPMA IIJTA3MA», Ykpaina

CrnoHcop, kpaiHa

TOB «bBIODAPMA IIVTA3MA», Ykpaina

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap I'PIHEHKO




