Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikariist cyrreBoi
TIOTIPaBKU

3anmyuyeHHs1 BUpOOHMKA ZOC/TiPKyBaHOTO JliKapcbkoro 3acoby Midenpucton 5 mr: Gedeon Richter Plc,
Hungary (Chemical Works Of Gedeon Richter Plc, 1103 Budapest, Gyomroi Ut 19-21, Hungary);
3anmyuyeHHs1 BUpOOHHMKA ZOCTiPKyBaHOTO JIiKapcbkoro 3acoby Midenpucton 5 mr: Gedeon Richter Plc,
Hungary (Chemical Works Of Gedeon Richter Plc, 2510 Dorog, Esztergomi Ut 27., Hungary); Jocke
IIJ13 Bepcis 2.0 Big 17 Gepesnst 2021 poky Bij BupobHuKa Gedeon Richter Plc; OHoneHa Gporinypa
nocnigauka Bepcis 2.0 Big 12 ciunsg 2021 poky; 3pa3ok MapKyBaHHs AJis [1J13 MigenpurcTton 5 mr, Bepcis:
Example of labels from G. Richter

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, BifIKpHUTe AOC/iPKEHHS 3 OJHI€I0 T'PYIOI0, 3 OLIIHKK 0e3reuHoCTi Ta epeKTHUBHOCTI
Mi(ernpucToHy 5 Mr AJis TiKyBaHHSI €HIOMeTPio3y Y >KiHOK PerpoAyKTHUBHOTO BiKy MPOTSTOM /IBOX LIUK/IiB
Tepariii TpuBanicTio 24 TKHA KoxkHui», CLI20001/Lita005, Bepcis 3.0 Bizg 20 >koBTHs 2020 poky

3asgBHUK, KpaiHa

TOB «IO CI TI-IVIOBAJI», Ykpaina

CrioHcop, KpaiHa

Litaphar Laboratorios S.L., Spain / Jlitacdap Jlaboparopio3 EcExn, Icrianis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

Iocwe pocmimKyBaHoro miKapchbKoro 3acoby AB-836, karicysu (5 mr, 25 mr) Ta Tabnetku (25 mr, 100 mr),
Bepcig 1.1, Big 02 kBiTHa 2021 poKy, aHIJiWCbKOK MOBORO; Il]ofleHHUK MpUKAOMY AOC/TiPKYBaHOIO
niperniapary, Koropra F, Bepcis 3.0 Big 31 6epe3ns 2021 poky, yKpaiHCbKO MOBORO; [1lofileHHUK ripuiiomMy
JocstimpKyBaHoro riperiapaty, Koropra G, Bepcis 3.0 Big 31 6epe3ns 2021 poky, yKpaiHCHKOIO MOBOIO;
MomeHHUK TIpUioMy [OCTimKyBaHoro TiperiapaTy, Koropra H, Bepcis 3.0 Big 31 Gepe3ns 2021 poky,
yKpaiHCbKOIO MOBOM; IllofeHHMK mnpuiioMy pocaifpKyBaHoro npenapaty, Koropra I, Bepcis 3.0 Bif
31 6epe3ns 2021 poky, ykpaiHCbKOI MOBO0; [IlofeHHUK TpuiioMy JocCiiKyBaHoro rpernapary, Koropra
J, Bepcia 3.0 Bix 31 Gepesnst 2021 poKy, yKpaiHChKOIO MOBOO; BK/IOUeHHS HOBOTO [O3yBaHHS 5 MT
Karicy/ii JOC/TiPKyBaHOTO JTiKapchbKoro 3aco0y AB-836; TekcT 3pa3ka eTukeTKH mperapaty AB-836 5 mr
Karicysii abo BifiroBiiHe 1arie60, YKpaiHChKOI MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[ToxBitiHO crire, paHAOMi30BaHe, I1/1alle00-KOHTPOIbOBaHe JOCTIHKEHHST 3 OJHOKPAaTHUM i
GaraTokpaTHUM 3acToCyBaHHsM TiperiapaTy AB-836, karnicugHoro iHribitopa BipycHoro rematuty B, ams
OLIiIHKM Moro 6e3reyHoCTi, TepeHOCMMOCTi Ta ¢papMaKOKiHETUKU Y 3/[0POBUX YUaCHUKIB Ta B YYaCHUKIB 3
XPOHIUHOM0 iH(DeKIiero BipycHoro renatuty B», AB-836-001, Bepcis 1.1 Bix 14 ciuns 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

ApbOyTtyc biodhapma Kopmopetims, CIIIA/ Arbutus Biopharma Corporation, USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

Hocke Ha mocmimpkyBaHui jikapcekuid 3acio (IMPD) AMT-101, Bepcisi 4.1 Bix 28 kBitHs 2021 poky
AHTTIMCHKOI0 MOBOIO; 3a/TlyueHHsI [JOJJaTKOBUX BUPOOHWUUMX AiMSHOK it AMT-101 abo mare6o, 3 wr,
TabJ/IeTKH, BKPUTI KHMIIKOBOPO3UMHHOIO 000/10HKOI0: Applied Molecular Transport Inc, CIIIA; Catalent
CTS (Edinburgh) Limited, CnonyueHe KoposiBcTBo; IlofjoBXKeHHs TepMiHy TMpPHUAATHOCTI
JOCTiIKyBaHOrO Jlikapcbkoro 3acoby AMT-101, TabneTku, BKPUTI KUIIIKOBOPO3UMHHOI 000JIOHKOO, 3
Mmr 3 18 1o 24 micAwis

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021
Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paHOMi30BaHe MJiarle00-KOHTPOIbOBaHe MMO/BiMHE Cjirne AOoCTipKeHHs (a3u 2a, 110
MPOBOJIUTHCS B TIapasie/lbHUX TpylaxX [jisgi BUBUeHHs e(eKTUBHOCTI Ta Oe3MeuyHOCTi TepopaibHOrO
3acTocyBaHHs1 miperiapaty AMT-101 y maiieHTiB i3 BMPa3KOBUM KOJIITOM CEpeAHbOr0 abo TSPKKOTO
crynens», AMT-101-202, sepcisa 2.0 Big 08 uepsHa 2020 poky;

«PaHgomi3oBaHe, 11atile60-KOHTPO/IbOBaHe, MOABiMHe Crlire, y mapane/lbHUX Tpymax, rnomykose, Paza 2,
nocimkeHHs1 edeKTUBHOCTI i Oesreunocti mperapaty AMT-101 gt epopasbHOTO 3aCTOCYBaHHS y
MO€EHAHHI 3 aja/niMymMad0M y Malli€HTiB 3 BHUPa3KOBUM KOJTOM CEpPeJHBOr0 ab0 TSHKKOTO CTYIIEHS»,
AMT-101-203, Bepcis 2.0 Bix 30 BepecHs 2020 poky.

3asgBHUK, KpaiHa

TOB «biomanac», YkpaiHa

CnoHcop, KpaiHa

«Enmnatig Mosnekstosiap TpaHcrnopt [HkK.»/ Applied Molecular Transport Inc, CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikaris cyTreBoi
TIOTIPaBKU

OnosneHuii ipotokon 42847922MDD3002, 3 iHKopriopoBaHo0 TorpaBkoto 1 Bif 29 >koBTHs1 2020 poky;
Hoparok 1 Big 12 motoro 2021 poky ao bpouypu gocnignuka JNJ-42847922 (CenTopeKcaHT), BUZAHHS
9 Biz 23 uepBHs 2020 poKy, aHrIiMCbKOO MOBOO; IH(dOpMaLliliHKi MUCTOK i popma iHpopMOBaHOI 3roay,
Bepcisi V3.0UKR(uk)1.0 Bim 25 Gepe3nst 2021 poky, mepeknaj yKpaiHChbKOH MOBOIO Bif 02 KBiTHsS
2021 poky; Indopmauiiinuii muctok i ¢opma iHpopmoBaHoi 3rogu, Bepcis V3.0UKR(ru)l.0 Bif
25 6epe3ns 2021 poky, nepek/aj pociiicbkoro MoBoto Bif 02 kBiTHs 2021 poky; IHbopMaLiiHu#i TUCTOK i
dopma indopmoraHoi 3rogu, Bepcis V3.0UKR(uk)1.0 Big 25 Gepe3ns 2021 poky, yKpaiHCbKOKO MOBOIO
(Bepcisi 3 cucremu SecureConsent); IHdopmariiinuii mucTok i ¢opma iHpopmoBaHOi 3rofu, Bepcis
V3.0UKR(ru)1.0 Bim 25 6epesnsi 2021 poky, pociiicbkkoro MOBOIO (Bepcisi 3 cuctemu SecureConsent);
Indopmaritiauii MCTOK i popma iHHopMOBaHOI 3ro/i Ha B3ATTS HEOOOB’ I3KOBUX 3pa3KiB /JIsi TEHOMHOTO
HaykoBoro fgociimpkenHs, Bepcisi V1.0UKR(uk)1.0 Big 08 numnus 2020 poky, yKpaiHCbKOIO MOBOIO (Bepcisi
3 cucremu SecureConsent); IHdopmatiiinuii suctok i ¢opma iHdopmoBaHOI 3rogu Ha B3ATTS
Heo0OB’I3KOBUX 3pa3KiB [|jisi TeHOMHOT'O HayKoBoro gocmimkeHHs, Bepcis V1.0UKR(ru)1.0 Big 08 mumnHs
2020 poky, pociiickkoro MoBotO (Bepcisi 3 cuctemu SecureConsent); IHdopmariiiinuii mMCTOK i Gopma
iHdbopMoBaHoOi 3roJu BariTHOI MapTHepKU yyacHUKa AocmiigxeHHs, Bepcis V1.0UKR(uk)1.0 Big 08 numnus
2020 poky, yKpaiHCbKOIO MOBOMO (Bepcisi 3 cuctemu SecureConsent); [Hpopmauitinuii auctok i popma
iHbopMoBaHoi 3ro/iy BariTHOI MapTHePKU y4yacHUKa gochimkeHHs:, Bepcisi V1.0UKR(ru)1.0 Big 08 numnus
2020 poky, pociiicbkolo MOBOW (Bepcis 3 cuctemu SecureConsent); 3asiBa TpO 3rofly Ha 00OpOOKy
MepCcoHaNbHUX JlaHUX Yy 0a3i JaHWX yJaCHUKIB OC/i/KeHb, KepoBaHOi KommaHi€eo «Bepidaiiny Krinikan
Tpaens JIJIC» (VCT), Bepciss VO1UKR(uk)01 Big 23 6epe3ns 2021 poky, repekia/; yKpaiHCbKOI MOBOIO
Big 08 kBiTHS 2021 poKy; 3asiBa Mpo 3roZly Ha 0OpOOKY IMepCcoHaMbHUX AaHUX Y 0a3i JaHUX YJYaCHUKIB
JloC/Ti/KeHb, KepoBaHoi KommaHielo «Bepidaiig Kninikan Tpaen3 JIJIC» (VCT), Bepcis VO1UKR(ru)01
Bij 23 6epe3Hst 2021 poky, nepeksiaf pocifickkoro MoBoto Bif 08 kBiTHs 2021 poky




2 TPOJIOBXKEHHS ojaTKa 4

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2393 Biz 21.10.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bararorieHTpoBe, TOABiliHe crime, paHZOMi30BaHe, T1/1alle00-KOHTPO/IbOBaHe [OC/i)KeHHS Y
rapase/bHUX Tpyrnax /s OIfiHKM e(eKTUBHOCTI Ta 0Oe3MeuyHOCTi cenTopekcaHTy B 7031 20 mr sk
JI0JaTKOBOI Teparil [0 JiKyBaHHsI aHTUeNpecaHTaMU B JOPOC/IMX TALi€EHTIB i MaL[i€eHTIB JITHBOTO BiKYy 3
BE/IMKHUM /IeTIPECUBHUM PO3/1aJIOM i3 CUMITTOMaMH 0e3COHHSI, Y SKUX OyJia BiICyTHS aZieKBaTHA Bi/[TIOBi/Ib
Ha Teparito aHTuaenpecaitammu», 42847922MDD3002, Bepcis Biz 10 kBiTHs 2020 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

3any4eHHs1 I0/IaTKOBOT'O MiCIIsl TPOBeZIeHHs] BUIPOOYBaHHS:

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1.

[.M.H., ipog. IIpucrtyna JI.H.

KomyHanbHe HekomepijiiiHe mignpueMctBo Cymcbkoi o6macHoi pagu «Cymcbka obsacHa
KJIiHIUHA JIiKapHs», TepaneBTUYHe Bif/ineHHs, CyMCbKUU Jep>KaBHUW YHIBEpCUTET, MeJUUYHUMN
IHCTUTYT, Kadeapa BHYTPILIHLOI MeAULIMHU 3 LIEHTPOM pecIipaTopHoi MeauuuHu, M. Cymu

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgjomi30BaHe, OaraTolieHTpoOBe, TO/IBiliHe criire, Talle00-KOHTPOILOBAHe AOCTi/KeHHST da3u 2 B
napajieJlbHUX Tpyrax 3 MeTOH OI[iHKKM Oe3meyHocTi ¥ edekTtuBHOCTI miperapaty PN-943 mpwu
repopasbHOMY 3aCTOCYBaHHI y TIALliEHTIB 3 aKTHBHHMM BHPA3KOBUM KOJTOM TIOMipDHOTO abo Ba)XKOTO
crynenst TSDKKOCTi», PN-943-03, monpagka 3 Big 31 smnHg 2020 poky

3asiBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AKOH», YKpaiHa

CnoHcop, KpaiHa

Protagonist Therapeutics, Inc, USA/ IIpoTarouict Tepar'totukc, Iak., CIIIA

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi 3MiHa Ha3BM MiCIsl POBe/IeHHsT KJTiHIYHOTO BUMTPOOYBaHHS:
ToTIpaBKH Byno Crano
3aB. Bil. MakegoHcbKa [.B. 3aB. Bil. MakegoHcbKa [.B.

KomyHaneHuii  3aknag — «/lHimporneTpoBchKa | KomyHanbHe — HekoMmepljiliHe — MiJTIPUEMCTBO
JdTg4ya  MiCbKa  K/iHiYHa  JiikapH  Neb» | «Micbka Jurdua KjiHiuHa  JjikapHd — NeS»

JHITIpOTIeTPOBCHKOT obmacHo1 paau», | [JHIMPOBCBKOI  MICBbKOI  paZii, HEBPOJIOTiuHe
HEBPOJIOTiYHe  BIJJi/IeHHS MOJIOALIOrO BiKY, | BiAZi/I€HHS MOJIOAIIOrO BiKy, M. IHITIpo
M. [THinpo
Howmep Ta fara Haka3y Ne 886 Bizm 01.08.2017
MO3 w040 3aTBepKeHHs
K/TiHIYHOTO BUTTPOOYBaHHS
Hasga kiiHiuHOTO «BIOAKPUTE AOCJ/III>)XEHHA 3 IBOMA PIBHAMUM 403U AJIA OUIHKN ®APMAKOKIHETUKH,
BUTIPOOYBaHHS, KO/, BE3IIEKM [ TIIEPEHOCHMMOCTI ECJ/IIKAPBA3EITIHA ALETATY (ESL) B SAKOCTI
BepCis Ta JaTa A'FOBAHTHOI TEPAIIIl PE®PAKTEPHOI EINJIEICII 3 MMAPILIAJIBHUMU TIPUTIAIKAMU Y

MTEN PAHHBOI'O BIKY BIJ 1-I'0 MICALIA 1O <2 POKIB - TIOJOBXEHHSA HA 1 PIK», BIA-
2093-211/EXT, I'nobanbHa nonpaBka Ne2 Bepcisi dpiHasmbHa Big 18.10.2017

3asBHUK, KpaiHa Ckoyn Inrepnentnn Al', HimeuuriHa

CrnioHcop, KpaiHa bian — [Noprena & C?, S.A. (BIAL - Portela & C? SA), Iloptyraris
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa MICI[sl IPOBe/IeHHsI K/JTIHIYHOTO TOC/IiIDKEHHS :

Bbyno

Craso

I.M.H., ipod. I'nunopubos A.M.
MeguuHUE 1]eHTP TOBapucTBa 3 OOMEeXeHOIo
BiAToBifaneHiCcTIO «PeBMoLieHTp», M. KHiB

I.M.H., ipod. I'nunopubor A.M.

MeauuHUH 1]eHTP TOBAapUCTBA 3 OOMEXEHOIo
BiATNOBia/bHICTIO  «JHCTUTYT  PeBmarosiorii»,
Bifain KniHivHux gociipkeHb Nel, M. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«JocmimpkeHHs 3 OLiHKU e(eKTUBHOCTI, 6e3MmeyHoCTi Ta (hapMaKOKiHETUKH TIPU 3aCTOCYBaHHi Tperapary
IgPro20 (iMmyHOrnoOymiHy [ TMiAMIKipHOTO BBeAeHHs, Xi3eHTpa®) y /[OpOC/AMX TMAI[i€eHTIB i3
nepmaromiosutoM (M) - pocaimkennss RECLAIIM», IgPro20_3007, nmonpaska 3 Big 21 aumnHs 2020 p.

3asgBHUK, KpaiHa

TOB «ApgBanceq Kininikan», YKpaiHa

CnoHcop, KpaiHa

CSL Behring LLC, USA / CiEcEn Bepinur EnEnCi, CILIA

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOTO fUpeKkTopa /Jlupekropary
(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

3pa3ku 300pa’keHb €eJIeKTPOHHOTO ONWTyBa/ibHUKa ajisi marjieHTiB: ePRO Screenshots — Ukrainian
v5.0_Clean 17-Feb2021 [Baiie 310poB’st Ta camonouyTtsi - SF-36v2® Health Survey Acute, Ukraine
(Ukrainian); FACIT-Fatigue, ykpaiHCbKOIO MOBOO]; 3pa3ku 300pa’keHb eJIeKTPOHHOTO OTMTYyBa/IbHUKA
nns natieHTiB: ePRO Screenshots — Russian (Ukraine) v5.0_Clean 17-Feb2021 [Baiie 370poB’st Ta
camoriouyTTs - SF-36v2® Health Survey Acute, Ukraine (Russian); FACIT-Fatigue, pocilicbkkoro MOBOO]

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2393 Big 21.10.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomisoBaHe, moBiliHe crire, OaraTolieHTPOBe, T1ale00-KOHTPO/IbOBaHe AOC/iIKeHHS 3 ¢a3u ass
OLiHKM edeKTUBHOCTI i Oe3neuHocti iHeOimizymaby mipu IgG4-acouifioBaHMX 3aXBOPIHOBAHHSIX»,
VIB0551.P3.52, [Tonpaska 3, 16 kBiTHA 2020 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeXKeHOI0 BifnosiansHicTIo «MEIIENC YKPATHA»

CnoHcop, KpaiHa

Biena Batio, Ink., CIIA (Viela Bio, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

COVID-19 [JomaTok A0 POTOKOJTY KiiHiuHOTO BUTNpoOyBaHHS Bif 21.02.2021 p.; Bpoirypa gocmifHuKa
JNJ-73841937 (lazertinib, YH25448), Bupanns 7.1 Big 19.02.2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Biz 29.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane kiiHiuHe gociimkenHs Pasu 3 KombiHOBaHOI Teparii AMiBaHTamaboM Ta JIazepTiHiOom
y miopiBHSIHHI 3 OcrMepTUHIOOM Ta y MopiBHsIHHI 3 Jla3epTiHiOOM sIK Iepiioi /TiHii Teparii y marjieHTiB 3
MicLieBO-TIOIIMPeHMM abo MeTacTaTUUHUM HeJpiOHOK/IITUHHUM DakOM JiereHb 3 MYTAlli€l0 peLiernTopiB
enizepmanbHOro dakropa pocty (EGFR-myTartiero)», 73841937NSC3003, Big 05.06.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikaris cyTreBoi
TIOTIPaBKU

bpourypa pocnignuka TU2670, Bepcisi 4.0 Big 26 mucromaza 2020 poKy, aHI/IiNMCBKOK MOBOIO;
Indopmariiinuii muctok i dopma 3roau, Bepcis V1.0UKR(uk)2.0 Bixg 08 ciuns 2021 poky, mnepeksnaf
yKpaiHCbKOIO MOBOwO Bif 14 ciuna 2021 poky; I[Hdopmaniiinuii auctok i ¢opma 3road, Bepcis
V1.0UKR(ru)2.0 Big 08 ciuns 2021 poky, mepeksaj poOCiiCbKOW MOBOKO Bif 14 ciuna 2021 poky;
Indopmargitiamnii micTtok i ¢opma 3roayd Ha HeoOOB’s3KOBe MailOyTHE HayKOBe OCTiPKEeHHS, BepcCist
V1.0UKR(uk)2.0 Bix 08 ciuns 2021 poky, mepeksaf YKpaiHCbKOIO MOBOH Bif 14 ciunsi 2021 poky;
Indopmargitianii micTtok i ¢opma 3roayd Ha HeoOOB’s3KOBe MailOyTHE HayKOBe OCTiPKEeHHS, Bepcis
V1.0UKR(ru)2.0 Big 08 ciuns 2021 poky, mepeksaj poCiiCbKOH MOBOKO Bif 14 ciuna 2021 poky;
bpourypa ans mauientku, 28 gunHs 2020 poky [VO1 UKR(uk)01], ykpaiHcekoro MoBor; bporrypa
narjienTa, 28 gunHsg 2020 poky [VO1 UKR(ru)01], pocitickkoto MoBoto; ITociOHMK i3 KTiHiUHOTO
BUTIPOOYBaHHS /15 matjiedTa, 28 sumHs 2020 poky [VO1 UKR(uk)01], ykpaiHcbKor0 MoBotO; [TociOHUK i3
KJIiHIYHOrO BUIIPOOYBaHHS /s maijieHTa, 28 mumHsa 2020 poky [VO1 UKR(ru)01], pocitickkoro MOBO}O;
KapTtka 3 HaragyBaHHsM Tipo Bi3sut, 28 numnHs 2020 poky [VO1 UKR(uk)01], ykpaiHCBKOIO MOBOIO;
Kaptka 3 HaragyBaHHsAM mpo BisuT, 28 gunHsa 2020 poky [VO1 UKR(ru)01l], pocilicekoro MOBOIO;
JIucrtiBka pns madientku, 05 ceprHsa 2020 poky [VO01 UKR(uk)01], ykpaiHcbkoio MoBoR; PekamHa
nucTiBka i natjierTta, 05 cepriasa 2020 poky [V01 UKR(ru)01], pociiickkoto MoBotO; JIUCT Bif iKaps 10
nanienta, 17 nucromaga 2020 poky [VO01 UKR(uk)01], ykpaiHcbkoro MoBoro; JIMCT Bif jikaps [0
naijiedra, 17 mucromaga 2020 poky [VO1 UKR(ru)0l], pociiicbkoro MoBO0; OnNUTyBaJbHUK
MogudikoBaHi TMoOKasHUKM O03HAaK Ta cumnToMmiB bibeporny ta bepmana (mB&B), Bepcis V1.0 Big
27 ciunst 2021 poKy, aHTJIiCbKOI0 MOBOI; AHKeTa /1Jisl OL[iHKU 3arajibHOro CTaHy XBOPUX Ha eHZ0MeTpio3
(EHP-5) Big 10 >xoBTHsi 2012 poKy, yKpaiHCbKOK MOBOI; ONUTyBalbHUK 3a MpodineM 370pOB's MpU
enzometpiosi (EHP-5) Big 03 »xoBTH 2012 poKy, pociiicbkoro MoBo; OnutyBanbHUK Baitie 370poB’s Ta
camoniouyTttsi SF-36v2, neperssp Bifg 23 mucronaga 2015 poky Bepcig v1.1, yKpaiHCBKOH MOBOIO;
OrnuryBanbHUK Barttie 350poB’st Ta camoniouyTtsi SF-36v2, niepersisag Bif 25 munHsa 2016 poky Bepcis v1.1,
pOCiicbKOI0 MOBOI; OTUTYBaHHS 100 TIPOAYKTMBHOCTI TIpal[i Ta 3HWKEHHSI po00YOi aKTUBHOCTI:
3aranbHui ctaH 370poB’s (WPAL:GH V2), ykpaiHcbkor MOBOW0; ONWUTyBaZbHUK 3 TOTipLIEHHS
Tparie3aTHOCTI Ta aKTUBHOCTI: 3aranbHuid ctaH 370poB’s V2.0 (WPAI-GH), pociiicbkoto MOBO0; 3pa3ok
300pa’keHHs] Ha eKpaHi e/leKTPOHHOrO TIPUCTPOI0 AHKeTH //isi OL[iHKM 3arajJibHOro CTaHy XBOPHUX Ha
ergometpio3 (EHP-5), Bepcist V1.0 Big 19 kBiTHs1 2021 poKy, YKpaiHCEKOI MOBOIO; 3pa30K 300pa>keHHsI
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Ha eKpaHi eleKTPOHHOTro rpuctporo OnuTyBaibHUKA 3a rpodisneM 370poB's npu eHaomerpiosi (EHP-5),

Bepcist V1.0 Big 19 kBiTHs 2021 poKy, pociliCbKOr MOBOFO; 3pa3oK 300pa’keHHsI Ha eKpaHi eJIeKTPOHHOTO
npucrporo OnuryBasibHUKa Baile 370poB’st Ta camorniouyttss SF-36v2, Bepcis V1.0 Bixg 19 xBiTHA
2021 poky, VyKpaiHCbKOIO MOBOK; 3pa30K 300pa’keHHS Ha €KpaHi eJIeKTPOHHOTO TIPHUCTPORO
OrnuryBanbHuKa Bare 310poB’sa Ta camonouytrs SF-36v2, Bepcis V1.0 Bifg 19 kBitHa 2021 poky,
POCIHICbKOI0O MOBO; 3pa30K 300pakeHHSI Ha eKpaHi eJIeKTPOHHOTO TIpUCTpor ONUTyBaHHS IIOZ0
MPOAYKTUBHOCTI Tpalli Ta 3HWKeHHs pobouoi akTHUBHOCTi: 3aranbHuii ctaH 370poB’st (WPAL:GH V2),
Bepcis V1.0 Big 20 kBiTHa 2021 poKy, YKpaiHCBKOK MOBOM; 3pa30K 300pakeHHs Ha eKpaHi
eJIeKTPOHHOI 0 NMPUCTPOor0 OnMUTyBaIbHUKA 3 MOTipIIeHHs Npale3aTHOCTI Ta aKTUBHOCTI: 3arajJbHUM CTaH
3popoB’ss V2.0 (WPAI-GH), Bepcis V1.0 Bim 20 kBiTHs 2021 poKy, pOCiHCbKOIO MOBOH; 3pa3ok
300pa’keHHsI Ha eKpaHi eJIleKTPOHHOTO MPUCTPOIO 3arajibHe BpakKeHHs TallieHTa 11[0/j0 3MiH ctaHy (PGIC),
Bepcis V1.0 Big 19 kBiTHa 2021 pokKy, yKpaiHCBKOK MOBOI; 3pa30K 300pakeHHs Ha eKpaHi
e/IeKTPOHHOI'O TIPUCTPOI0 3aranbHe BpakeHHsl maijieHTa npo 3MiHy ctaHy (PGIC), Bepcis V1.0 Bif
19 kBiTHsa 2021 poOKy, pOCiiCbKOIO MOBOIO; 3pa30K 300pakeHHsI Ha eKpaHi eJeKTPOHHOTO MPHUCTPOIO
[MlogeHHrka 00/MBOBUX BigUyTTiB i MopyiieHb AisutbHOCTI, Bepcisi V1.0 Bix 19 kBitHa 2021 poky,
YKpPaiHCBKOI MOBOR); 3pa30K 300pa>keHHs Ha eKpaHi efileKTpoHHOTro rpuctporo [oeHHNKa OIiHKY 6010
Ta Mopyl1leHb AisabHOCTI, Bepcisg V1.0 Bix 19 kBiTHs1 2021 poky, pociiicbKor MOBOIO; 3pa30K 300pa>keHHs
Ha eKpaHi eJIeKTPOHHOTO TIPUCTPOI0 PeTpOoCTieKTUBHOTO 11[0/IeHHHKA 0OJII0 i MopyIleHb [is/TbHOCTI, BepCis
V1.0 Big 19 kBiTHs 2021 poKy, yKpaiHCbKOIO MOBOIO; 3pa30K 300pa)keHHS] Ha eKpaHi e/leKTPOHHOTO
MPUCTPOI0 PeTpOCTIeKTUBHOTO IWIOZIEHHWKA OL[iHKKM 00/r0 i mopylneHb [isibHOCTi, Bepcisi V1.0 Bif
19 kBiTHa 2021 pOKy, pOCiHCbKOIO MOBOIO; 3pa30K 300pa)keHHsI Ha eKpaHi eJeKTPOHHOTO MPHUCTPOIO
[ITogeHHMKa 3aCTOCYBaHHS Tpernapary [js ekctpeHol Tepamii, Bepcis V1.0 Bix 19 kBiTHa 2021 poky,
YKpaiHChKOI0 MOBOIO; 3pa3oK 300pakeHHsi Ha eKpaHi eyleKTpoHHOro mnpuctporo IllojgeHHMKa
3aCTOCYBaHHSI JIiKapCbKOro 3acoly msisi pe3epBHOi Tepamii, Bepcisi V1.0 Big 19 keithHa 2021 poky,
POCiMICBKOI0 MOBOIO

Howmep ta faTa Hakasy Ne 2674 Biz 18.11.2020
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bBaraTolieHTpOBe, paHZiOMi30BaHe, MOABiliHe cimne, TUialle60-KOHTPO/IbOBaHe Joc/imkeHHs ¢da3u la, 1110
TPOBOAUTLCS B MapajenbHUX TpyMax [Jjis TepeBipKA KOHLIeMLii 3 MeTOK OL[iHKA e(QeKTUBHOCTI Ta
6esneuHocTi npenapaty TU2670 nipu miepopajibHOMY TIPHIIOMi B MAL[iEHTOK 3 00JsieM Bif OMipHOTO 110
TSDKKOT'O CTYTIEHIO, MOB’s13aHoro i3 eHgomeTpio3om», TUC3PII-01, Bepcis 1 Big 07 TpaBHst 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

TiumBio Co. Ltd, Republic of Korea

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJ KTiHiYHOTO BUNpoOyBaHHs MK-3475-867, 3 iHKopriopoBaHor mornpaBkoto 02 Bif
26 mororo 2021 poky, aHIJIiCEKOI0 MOBOIO; 3MiHa Ha3Bu npoTokoay KB 3 «PaHmomizoBaHe, marebo-
KOHTpPO/IbOBaHe KiiHiuHe gociimkeHHs III ¢as3u 3 ouiHku Ge3rneku Ta eeKTHMBHOCTI CTEpeOTaKCHUYHOI
pagioreparii (SBRT) y moeaHanni 3 ITembponisymabom (MK-3475) abo 6e3 HbOro y mMalli€HTiB 3
Heorlepabe/lbHUM 3a MeAMUHUMH TIOKa3aHHAMH HepiOHOKTiTHHHMM pakoMm jereHiB (HAKPJI) cragii I
abo ITA (KEYNOTE-867)» Ha «PaHmomi3oBaHe, Iaile00-KOHTPO/IbOBaHe KiiHiuHe gocsimkeHHs I1T
dasu 3 oriHku Oe3rmeku Ta eheKTHUBHOCTI cTepeoTakcwuHoi pagioTeparii (SBRT) y mnoegHaHHi 3
[Tembponizymabom (MK-3475) abo 6e3 HLOrO y MaijieHTiB 3 HeornepabelbHUM HeJPiOHOKTITHHHAM PakOM
nereniB (HAKPJT) crazii I abo IIA (KEYNOTE-867)»; Bpouiypa mocmiganka MK-3475, Buganns 20 Big
08 6epe3nst 2021 poky, aHITiACHKO MOBOI; YKpaina, MK-3475-867, Bepcist 03 Big 20 kBitHs 2021 p.,
yKpaiHCbKOIO MOBOMO, [HdopMallis Ta AOKyMeHT Tpo iHdOpMOBaHy 3rofly AJisl Malli€eHTa, CTBOpPeHa Ha
ocHOBi ryobansHOTO 1abmony MK-3475-867_AMO1, Bepcisi 1.00 Big 17 Gepe3nst 2021 p., a Takox
11a06/I0HY, 3aTBepKEHOT0 /i1 YKpaiHu, Bepcis Bif 15 ciuds 2021 p. ykpaiHCbKOIO MOBOIO; YKpaiHa, M K-
3475-867, Bepcisi 03 Big 20 xBiTHs 2021 p., pociiicbkoro MoBoro, [Hdopmallis Ta JOKyMeHT TIpo
iHbopMoBaHy 3roly AJisl TIalli€EHTa, CTBOPeHa Ha OCHOBI riobampHOTO mabsony MK-3475-867_AMO1,
Bepcist 1.00 Big 17 6epe3nst 2021 p., a TakoX 11a0/I0HY, 3aTBEPPKEHOTO /it YKpaiHu, Bepcis Bif 15 ciuHs
2021 p. pociiicbkoro MoBor; Ykpaina, MK-3475-867 Bepcis 01 Big 20 kBiTHs 2021 p. yKpaiHCHKOIO
MoBOW, [H(opMaLiiHMi IMCTOK i [JOKYMeHT Tpo iH(pOPMOBaHy 3rofy Ha MalOyTHe OiomeguuHe
JIOCTTiI)KeHHsI, CTBOPEeHHI Ha OCHOBI riobanbHOrO 111absioHy, Bepcist 01 Big 10 6epe3ns 2021p., a TaKoOX
11a6/I0Hy, 3aTBep/pKeHoro i YKpaiHu, Bepcis Bif 03 motoro 2020 p. yKpaiHCbKOIO MOBOIO; YKpaiHa,
MK-3475-867 Bepcis 01 Big 20 kBiTHs 2021 p. pocilickKoro MoBOIO, [HhOpMaLliliHK TUCTOK i JOKyMEHT
npo iHhOpMOBaHy 3roJly Ha MaillOyTHe GiomMeIMuHe AOC/iZ)KEHHS, CTBOPEHHM Ha OCHOBi Iy100a/7BHOTO
m1abony, Bepcis 01 Big 10 6epesHst 2021p., a TakoXX 11a0/I0HY, 3aTBepPKEHOTO [/Isi YKpaiHH, BepCis Bif
03 motoro 2020 p. pocilicbkor0 MOBOIO; YKpaiHa, Bepcis MK-3475-867.01 Bim 20 ksiTHsa 2021 p.
YKpaiHCBKOI0 MOBOIO, (JOopMa 3rofid Ha B3ATTS 3pasKiB MyXJMHHOI TKaHWHU abo 11 BUKOPHCTaHHS,
CTBOpEHa Ha OCHOBI ry106aMbHOTO 11ab/10HY, Bepcis MK-3475-867_AMO01_v.1.00 Big 25 6epe3ns 2021 p.;
YkpaiHa, Bepcisi MK-3475-867.01 Big 20 kBiTHs 2021 p. pociiickKor0 MOBOIO, (hopMa 3rojii Ha B3STTS
3pa3KiB MyXJIMHHOI TKaHWHK abo ii BUKOPUCTaHHs, CTBOPEHAa Ha OCHOBi T7100a/bHOTO 11a0/I0HY, Bepcis
MK-3475-867_AMO01_v.1.00 Biz 25 6epe3ns 2021 p.
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi3oBaHe, Tialle00-KOHTPObOBaHe KiiHiuHe gociimkenHss III ¢a3u 3 orfiHku Oe3meku Ta
edeKTUBHOCTI cTepeoTakcuuHoi pagioreparnii (SBRT) y noegHanHi 3 Ilembposnizymabom (MK-3475) abo
06e3 HbLOTO y TAIliEHTIB 3 Heorepabe/bHUM 3a MeJAUYHUMHM ITOKa3aHHAMU HeZApPiOHOK/ITITHHHUM pakoM
nereniB (HOKPJI) crazii I abo IIA (KEYNOTE-867)», MK-3475-867, 3 iHKOpriopoBaHO0 TiorpaBKoto 01
Biz 16 BepecHst 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Eng Toym Kopr.», gouipHe nignpueMmcrso «Mepk Exg Ko., Tnk.», CIITA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/1rOueHHs1 10/1aTKOBUX MiCllb IPOBeZieHHs BUMIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 | nikap Pomanrok H.M.

KomyHaneHe HeKoMepijifiHe TiAnprUeMcTBO «MmuKoaiBcbka o6/acHa KiliHiuHa JTiKapHs»
MuKoJiaiBCchKOi 00/1acHO1 pajivi , reMaToJioriuHe BigineHHsi, M. Mukosais

2 | K.M.H.,, 3aB. BiZ. Kyukoga O.FO.

KomyHanbHe HeKoMepIiiiiHe MiAnpueMcTBO «OO6IaCHUI [IEHTP OHKOJIOTii», TeMaToJIOTiuHe
Bif/lisieHHs1, M. XapKiB

3 | A.M.H., npod. CkpunHuk .M.

KomyHnanbHe TiAMPUEMCTBO «ITonraBcbka obacHa KJ/IiHIYHa JiKapHs
im. M.B. CkridocoBcbkoro ITonTaBcbkoi 00/1acHOI pajju», TeMaToJIOTiuHe BiJjliieHHs,
YKpaiHCbKa Me/MYHa CTOMATOJIOTiuyHa akajeMis, Kadeapa BHYTPilHbOI MeguiuHU Nel,
M. ITonraBa

Howmep Ta fata Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3ga ky1iHiuHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«MixHapoziHe, 0araTorieHTpoOBe, BifKpUTe [OC/i/pKeHHA (asd 3 3 O[HI€0 TPYIOK i OL[iHKA
edeKTUBHOCTI Ta Oe3neuHocTi pajoTWUHIOy B malfieHTiB i3 Ph-MO3UTHMBHMM XpOHIUHUM MIi€0iqHUM
NeMKO30M Yy XpOHiuHil (a3i, B sKuX MorepegHsi Tepamris iHribiTopamMyd TUPO3WHKIHA3U, BK/IIOUYHO 3
iMmatuHiOOM, Oysia HeeeKTMBHOIO UM BUK/IMKaaa HemepeHocumicte», RTS51KRIO3, Bepcis 4.0 Bix
06 uepBHs 2020 poKy

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHIiel0 «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

IL-YANG PHARM. Co., Ltd., Kopes
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 13
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnennii ITIpoTokon kiiHiYHOTO BUIpOOyBaHHs, Bepcis 9 Big 23 mortoro 2021 p.; dopma
iHdopMoBaHoi 3rosu Bepcis 4.0 A5t YKpaiHM YKpaiHCbKOIO Ta pOCiiCbKOIO MOBaMu Bifi 22 kBiTHs 2021 p.
Ha ocHoBi MozesibHOI hopmu iHpopmMoBaHoi 3rogu as gochimkenHss BO39633, Bepcis 9; a/s naijieHTiB
MiJ] Yac JiKyBaHHS Ta MOZAJIBIIOr0 CriocTepexkeHHs, Bif 22 motoro 2021 p.; ®opma iHbopMoBaHOi 3roau
Bepcisi 2.0 Ans YKpaiHM yKpalHCBKOIO Ta pOCiCbKOO MoBamu Bif 22 kBiTHa 2021 p. Ha ocHOBI
MoienbHOI dopMu iHpopMoBaHOI 3roau s gociimkenHs BO39633, Bepcist 9; A/ mallieHTIB i yac
nikyBaHHs1, Bif 22 mortoro 2021 p.; OHoBneHHsi Opornypu fgociigHuka ans beBanusyma0dy (Avastin,
bevacizumab, RO4876646), Bepcis 29 Bix muctomnazaa 2020 p.

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Biz 15.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, 6araTolieHTPOBe TIPOJIOBXKEHHSI JOC/TipKeHb 3 JIOBTOCTPOKOBUM CIIOCTEPeKeHHSIM 3a
TnalieHTaMH, SIKi IPUMany y4acTh Y AOC/IiKeHHsX aTe30/1i3ymaly, fe crioncopom Oy [IkeHeHTeK [HK.
ta/abo ®.Xodbdmann-JIs Poru JIta», BO39633, Bepcis 8 Bix 17 murxst 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiIMoBizambHICTIO «Porr YKpaiHa»

CrioHcop, KpaiHa

@.Xoddmann-JIs Pour Jita, [Beiiuapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHUH TIPOTOKOJI KJTiHiuHOTO BUIpoOyBaHHs MT-12, Bepcis 5.0 Big 19 6epesnst 2021 p.; OHOBNeHuU
TuMuacoBUl MPOTOKON KJiHIYHOrO BUripoOyBaHHS MT-12 ans Ykpainu, Bepcis 2.0 Big 19 GepesHs
2021 p.; Indopmariiiiamii ucToK Ta @opma iHGopMOBaHOI 3rou A/t 0aThKIB A1 YKpainu, Bepcist 3.0 Bif
29 6epe3ns 2021 p.; epeksiaj, ykpaiHCbKo0 MoBoIo Bif 01 kBiTHs 2021 p.; mepek/a poCiiiCbKO0 MOBOIO
Bix 01 kBiTHa 2021 p.; [Hdopmariitinuii mucTok Ta @opma 3roau Jjs naijieHTiB (Bikom 5—11 pokiB) s
Ykpaiau, Bepcis 2.0 Big 29 Gepesnst 2021 p.; mepeknaj ykpaiHCbKor MoBoro Bif 01 kBitHs 2021 p.;
repeksaj; pociiicbkkoro MoBoro Bif 01 kBiTHs 2021 p.; IHdopmaritinuii muctok Ta dopma 3roau Ajst
MaLieHTIB (KM BUIOBHIOETHCSI 12 POKIB MPOTATrOM Mepiofly y4acTi B JOCTIKeHHI) A1 YKpaiHH, Bepcis
2.0 Big 29 Gepe3ns 2021 p.; mepekiaj, yKpaiHCbKOI MOBOO Bifi 01 kBiTHs1 2021 p.; Tiepek/a/ poCiiichbKoro
moBoto Bif 01 kBiTHsa 2021 p.; Homarok fo [HpopmatitiHoro iuctka Ta @opmu iHdopmoBaHOi 3roau s
OaTeKiB, Bepcis 2.0 g1t Ykpainu Big 25 6epe3nst 2021 p.; mepeksa/ yKpaiHCbKOK MOBOIO Bif 29 Gepe3sHst
2021 p.; mepeksaz, pociiicbkoro MoBOrO Bif 29 Gepe3nst 2021 p.; JoaaTok Ao [HbopMmalliliHOro JMCTKa Ta
®opmu 3roau s TarjiedTiB (Bikom 5-11 pokiB), Bepcisi 2.0 ans Ykpainu Big 25 Gepesnst 2021 p.;
nepeksaj YKpaiHCbKOK MOBOIO Bif 29 Gepesnsi 2021 p.; mepeksaf, poCiiiCbKOIO MOBOIO Bif 29 Gepe3sHsi
2021 p.; JopaTok mo IHdopmaliitiHoro McTtka Ta PopMu 3roAu A/is Talli€eHTiB (SKUM BUITOBHIOETHCS 12
POKiB MpOTSroM Tepiofy yuacTi B Jocii/pkeHHi), Bepcisi 2.0 ans Ykpainu Big 25 6Gepesns 2021 p.;
nepeksiaZi YKpaiHCbKOI MOBOIO Bif 29 GepesHsi 2021 p.; mepeksaf, poCiiiCbKOIO MOBOIO Bif 29 Gepe3sHsi
2021 p.; IHCcTpyKIis i3 3acTOoCyBaHHS JIiKapChKOTO 3aco0y: iHdopMaljisi gns maijiedTa. [e3nopaTagvuH
Canpgo3 0,5 mr/mna, po3uuH [Jis MepopaabHOr0 3aCTOCyBaHHS (fe3nopaTagvH), 21 kBiTHs 2020 poky,
YKPaiHChKOIO Ta POCIMCHbKOI0 MOBaMHM; IHCTPYKITisl i3 3aCTOCyBaHHS JiKapChbKOro 3aco0y: iHdopMariis s
nauienta. HA3OHEKC, 50 Mkr/gosa, cripeid HasanbHMM, cycreH3isi (Momerta3oHy (ypoar), ciueHb
2020 p., YKpaiHCBKOIO Ta pOCiMCbKOIO MoBaMu; I[HCTpyKIlisg i3 3acTOCyBaHHSI JTiKapChbKOro 3aco0y:
indopmaris ana narienta. OmaTtaHos, ouHi Kparuti, po3unH 1 mr/mn (OsomaTtazuH), 26 aucTonaza
2018 p., yKpaiHCBKOIO Ta pocikicbkoro MoBaMu; ClieHapili aHiMallitHOro poJivKa /s Aitel, Bepcis 1.0 Bif
09 Gepe3nst 2021 p., yKpaiHCBbKOIO Ta poOCiiicbkkoro MoBamu; Korist BeGcaiity, Bepcis 1.0 Bixg 09 Gepe3ns
2021 p., yKpaiHCBKOIO Ta POCiHCbKOI0 MoBaMU; 30i/bIlIeHHsT Ki/TbKOCTI MaLjieHTiB B YKpaiHi 3 523 1o 600
oci6; TTomoBXeHHs1 TepMiHY TIPOBe/IeHHsI K/IiIHIYHOTO BUITPOOYBaHHs B YKpaiHi 0 22 kBiTHS 2023 poKy
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Bizg 12.11.2019

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«OpHopiuHe TwIaleb0-KoHTpo/iboBaHe focimkeHHs III ¢dasu 3 ouiHku edekTUBHOCTI Ta Oe3srneku
TabneTku 11 CyOsiHrBasbHOI iMyHoTepariii (SLIT-tablet) mpu aneprii Ha Kilja JOMAITHBOTO MUY Y
miteit (5-11 pokiB) 3 pUHITOM/PUHOKOH IOHKTHUBITOM, BUK/IMKAHUM KITill[eM JOMAIIHbOTO MUy, 3 abo 6e3

actMu», MT-12, Bepcis 4.0 Big 13 rpygusa 2019 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHna

CrioHcop, KpaiHa

AJIK-AbGenno A/C, Hanisg (ALK-Abello A/S, Denmark)

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. reHepanbHOrO fUpeKkTopa Jupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporypa fgociigHuka gociimkyBaHoro Jikapcbkoro 3acoby YKP3089, Bepcis 15.0 Big 09 mortoro
2021 poKy aHT/TiMCbKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1166 Big 23.05.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, 1oBiliHe criirne, I/ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/i/PKEHHS /I OL[iHKH
edeKTUBHOCTI Ta 6e3reyHOCTi BUKOPUCTaHHS 1jeHoO0aMaTy B SIKOCTi ajj’FOBAaHTHOI Tepartii y TAalfieHTiB 3
TepBUHHO-TeHepai30BaHUMU TOHIKO-K/IOHIYHMMHK Haragamu», YKP3089C025, 3 mompaBkoro 3 Bif
19 cepnnst 2019 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIOBIJAJBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

SK Life Science, Inc., CIITA

CymnyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HonaTok 16
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikaris cyTreBoi
TIOTIPaBKU

HelpoKOTrHITUBHUI OMUTYBaAbHUK AJi1 AUTUHU BikoMm BiAg 1 wmicsausg O guiB mo 2 micauiB 30 fHiB,
YKpaiHCbKOIO MOBOI /151 YKpainu, Bepcisi 1.0 ana kommnanii baiiep Big 2019 poky; HelpoKorHiTMBHUMA
OMUTYBaNbHUK [Jis AUTUHU BikoM Bif 1 micsus 0 gniB go 2 micsuiB 30 gHIB, poCiiiCbKOIO MOBOIO st
Yxpainy, Bepcia 1.0 aia komnanii baviep Big 2021 poky; HelpOKOTrHITHBHHM ONMUTYBa/JIbHUK /11 JUTUHU
BikoM BiJ 3 Mmicaug O aniB 10 4 micagiB 30 AHIB, YKpaiHCBKOHO MOBOK [/l YKpaiHu, Bepcis 1.0 ans
komraHil bavep Bix 2019 poky; HelpOKOTHITUBHMI ONMWUTYBaJbHUK JJI1 JUTHHU BiKOM Bif 3 micsug 0
mHiB 10 4 micsaniB 30 AHIB, pocilicbkoro MOBOW g YKpainu, Bepcis 1.0 gns kommanii bakiep Bif
2021 poky; HelpOKOTHITMBHMIY ONWUTYBAalbHUK [JI1 JUTHHU BIiKOM Bif 5 Micsaus 0 gHiB 10 6 micauiB 30
[IHIB, YKpaiHCbKOIO MOBOIO i YKpainu, 1.0 gis komnanii Baiiep Big 2019 poky; HelipokorHiTuBHUI
OMUTYBa/IbHUK [/ TATHHU BiKOM Bif 5 micsis 0 gHiB o 6 micsauiB 30 AHIB, poCiiiCbKOIO MOBOHO [IJIsi
Ykpainu, Bepcis 1.0 aisa kommnanii batiep Big 2021 poky; HellpOKOTHITUBHUM OMUTYBa/IbHUK /11 JUTUHU
BikoM Bij 7 micsaug O gHiB g0 8 micsauiB 30 gHIB, YKpPalHCBKOI MOBOKO /sl YKpaiHu, Bepcid 1.0 asisg
komrnaHnii Baiiep Bix 2019 poky; HelipOKOTHITUBHMI ONMUTYBa/JbHUK [Jis AUTHHU BiKOM Bif 7 micsus 0
mHiB 10 8 micauiB 30 AHIB, poCiliCbKOIO MOBOI AJig YKpainu, Bepcig 1.0 gnst kommanii baiiep Bif
2021 poky; HelipOKOTHITUBHMI OMUTYBaJbHUK AJIs1 JUTHHU BiKOM Bif 9 MicsauiB 0 gHiB f0 9 micsauis 30
[IHIB, YKpaiHCBKOIO MOBOIO Ajisi YKpaiHu, Bepcig 1.0 ans kommnadii baviep Big 04 rpyzans 2020 poky;
HelipoKOrHiTHUBHUI OMUTYBalbHUK [/s1 JUTUHU BikoM Big 9 MmicsauiB 0 guiB mo 9 wmicauiB 30 gHiB,
POCiMICBKOI0 MOBOIO AJi1 YKpainu, Bepcisi 1.0 aasi kommnanii Baviep Big 2021 poky; HellpoKOrHiTUBHUI
ONUTYBA/ILHUK JJI1 IUTUHU BiKOM Bif 9 MicsaniB 0 gHiB 70 10 micsauiB 30 AHIB, yKpaiHCBKOKO MOBORO [I/IS1
Yxpainuy, Bepcia 1.0 aia komnanii baviep Big 2019 poky; HelpoKOTrHITHBHUM ONMUTYBa/IbHUK /11 JUTUHU
BikoM Big 9 micsauiB 0 guiB g0 10 micauis 30 AHiB, pocilickkoro MoOBOW [isi YKpainu, Bepcis 1.0 asis
komraHil baviep Bifg 2021 poky; HelpOKOTHITMBHMI ONMUTYBaJbHUK [/1s1 JUTUHU BiKoM Bif 11 micsauis 0
OHiB 10 12 micsauiB 30 fAHIB, yKpalHCBKOIO MOBOIO /s YKpainu, Bepcis 1.0 ans kommanii Baviep Bif,
2019 poky; HelipoKOTHITHUBHMI OMUTYBA/IbHUK JJis1 JUTHHU BikoM Bif 11 micsiiB 0 aniB o 12 micsyis 30
[IHIB, pOCiHCbKOIO MOBOI A1 YKpainu, Bepcig 1.0 ansg kommanii bBaitep Big 2021 poky;
HelpoKOTHITUBHUI ONUTYBa/JbHUK JAJjIs1 AUTUHU BiKOM Bif 13 wmicsauiB O gHiB g0 14 micauiB 30 fHiB,
YKpaiHCbKOIO MOBOIO A/1s1 YKpainu, Bepcisi 1.0 s kommadii Baiiep Big 2019 poky; HelipoKorHiTUBHMIA
ONUTYBa/IbHUK /151 AUTUHU BikKoM Bif 13 micsui 0 gHiB o 14 micsui 30 AHIB, poCiiiCEKOI0 MOBOIO A1ist
Yxpainuy, Bepcisi 1.0 ans komnanii Baiiep Big 2021 poky; HelipOKOTHITUBHUMI ONMUTYBaJbHUK JJ1s JUTUHU
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BikOM Biz 15 micsaniB 0 guiB 1o 16 micsauiB 30 AHIB, yKpaiHCBKOKO MOBOIO /11 YKpaiHu, Bepcid 1.0 as

komrnaHnii batiep Big 2019 poky; HellpoKOTHITUBHMI ONMUTYBalbHUK /151 IUTUHU BiKOM Bif 15 micsauis 0
mHiB 1o 16 wmicsuiB 30 AHIB, pociiicbKor0o MOBORO A1 YKpaiHu, Bepcig 1.0 gasi komnanii Batiep Bif
2021 poky; HellpOKOTHITUBHUI ONUTYBabHUK [JIs1 AUTUHHU BikoM Bif 17 micsuiB 0 aHiB g0 18 micswis 30
[HIB, yKpaiHCbKOIO MOBOI /i1 YKpaiHu, Bepcisi 1.0 pana kommanii Baiiep Big 2019 poky;
HelipOKOTrHITUBHUI OMUTYBaAbHUK AJi1 AUTUHU BikKoM Bia 17 micsauiB 0 gxiB g0 18 micsuiB 30 aHiB,
POCiMICBKOI0 MOBOIO Aji1 YKpainu, Bepcisi 1.0 gasi kommnanii Baviep Big 2021 poky; HellpoKOrHiTUBHUI
ONUTYBA/ILHUK /151 AUTUHU BiKOoM Bif 19 micsauiB 0 gHiB 1o 20 micsaniB 30 gHIB, YKpaiHCBKOK MOBOIO /IS
Yxpainy, Bepcia 1.0 aia komnanii baviep Big 2019 poky; HelpOKOTrHITUBHNM ONMUTYBa/IbHUK /11 JUTUHU
BikoM Biz 19 micsaiiB 0 guiB g0 20 micauiB 30 gHiB, pocilicbkoro MOBOIO AJi YKpaiHu, Bepcis 1.0 ajis
komraHil baviep Bifg 2021 poky; HelpOKOTHITMBHMI ONMUTYBaJbHUK [/l JUTUHU BiKOM Bif 21 micsauis 0
[OHIB 10 22 micsauiB 30 fAHIB, yKpalHCBKOIO MOBOIO /51 YKpainu, Bepcisi 1.0 ans kommnanii Baiiep Bif
2019 poky; HelipoKOTHITHUBHMI OMUTYBA/IbHUK [Jis JUTHHU BiKOM Bif 21 MicsiiB 0 aniB g0 22 micsyis 30
[IHIB, pOCIHCbKOIO MOBOI A1 YKpainu, Bepcig 1.0 ans kommanii bBaitep Big 2021 poky;
HelpoKOTHITUBHUI ONUTYBa/JIbHUK JJIs1 AUTUHU BiKOM Bif 23 wmicsauiB 0 gHiB g0 25 micawiB 15 fHiB,
YKpaiHCbKOIO MOBOIO A/s1 YKpainu, Bepcisi 1.0 s kommadii Baiiep Big 2019 poky; HelipoKorHiTUBHMIA
ONUTYBa/IbHUK [1JIs1 AUTUHU BiKOM Bif 23 micsitiB 0 gHiB Ao 25 micsiiB 15 AHIB, poCiiCEKOI0 MOBOIO ISt
Ykpainu, Bepcis 1.0 aisa kommnanii baviep Big 2021 poky; HellpOKOTHITUBHUY OMUTYBa/IbHUK /ISl JUTUHU
BiKOM Biz 25 micsauiB 16 aHiB g0 28 micsaniB 15 AHIB, yKpaiHCBKOO MOBOO /151 YKpainu, Bepcis 1.0 ais
kommnaHii Baiiep Bizg 2019 poky; HelipOKOTHITMBHUI ONUTYBaMbHUK [I7Is1 AUTUHU BiKOM Bif 25 micsiiB 16
IHIB g0 28 wmicsuiB 15 AHIB, pociiicbKO0 MOBORO A/s1 YKpaiHu, Bepcig 1.0 gasi kommnanii Batiep Bif
2021 poky; HelipOKOTHITMBHUI OMUTYBa/JbHUK JJis1 JUTUHU BikKOoM Bif 28 micsauiB 16 gHiB 0 31 micsis
15 pHiB, yKpaiHCbKOIO MOBOKO [ YKpaiHu, Bepciga 1.0 ana kommanii baiiep Big 2019 pokys;
HelipoKOrHiTUBHUI ONUTYBalbHUK [JIs1 AUTMHU BiKOM Bix 28 wmicsauiB 16 aniB go 31 micsys 15 fHiB,
POCiMICBKOI0 MOBOIO AJi1 YKpainu, Bepcisi 1.0 aasi kommnanii Baiiep Big 2021 poky; HellpoKOrHiTUBHUI
OMUTYBaJIbHUK [/l JUTUHU BiKOM Biz 31 Mmicsaug 16 gHiB 10 34 Mmicanis 15 gHIB, YKpaiHCbKOK MOBOIO /ISl
Yxpainy, Bepcia 1.0 aia komnanii baviep Big 2019 poky; HelpOKOrHITUBHUM ONMUTYBa/JIbHUK /11 JUTUHU
BikoM Bij 31 micsauga 16 aniB g0 34 MicauiB 15 gHIB, pocilicbkkoro MOBOI Jj1s1 YKpaiHu, Bepcis 1.0 asis
komrnaHil baitep Bizg 2021 poky; HelipOKOrHITMBHMI ONUTYBaAbHUK [/1s1 AUTUHY BiKOM Bif 34 micauiB 16
OHiB 10 38 micsauiB 30 fAHIB, yKpalHCHKOHO MOBOIO /s YKpainu, Bepcis 1.0 ans kommnanii Baviep Bif
2019 poky; HelipOKOTHITUBHUI ONMUTYBAJbHUK [I/Is1 IUTHHU BiKOM Bif 34 micsauiB 16 gHiB go 38 MicsiiB
30 pgHiB, pocilicbkor0 MOBOK A1 YKpainu, Bepcisi 1.0 ans kommanii Baiiep Bim 2021 poky;
HelipoKOTHITUBHUI ONUTYBa/IbHUK [J1s1 JUTUHU BikKOoM Bif 39 micsauiB 0 gHiB 10 44 micsauis 30 AHIB,
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YKpalHCbKOIO MOBOIO Ass1 YKpainu, Bepcis 1.0 ana kommnanil bavep Big 04 rpyzus 2020 poky;
HelpOKOTrHITUBHUI OMUTYBaAbHUK A/ AUTUHU BikKoM Bia 39 micsauiB 0 gHiB g0 44 micsuiB 30 fHiB,
POCiMICBKOI0 MOBOIO AJi1 YKpainu, Bepcisi 1.0 aasi kommnanii Baiiep Big 2021 poky; HellpoKOrHiTUBHUI
ONUTYBA/ILHUK /11 AUTUHU BIiKOM Bif 45 micsauiB 0 gHiB 1o 50 micsaniB 30 gHIB, YKpaiHCBKOK MOBOIO /IS
Yxpainy, Bepcist 1.0 g komnanii baviep Big 04 rpyzans 2020 poky; HelipoOKOrHITMBHUMM ONUTYBa/JIbHUK
[t AUTUHY BikoM Bif 45 MicsiiB 0 aniB zo 50 micsui 30 AHIB, poCiiicbKOK MOBOIO /11 YKpaiHu, Bepcist
1.0 pns kommanii baviep Big 2021 poky; HelipOKOTHITMBHUM ONMUTYBaJbHUK [JI1 JUTUHU BiKOM Bif 51
MmicsiB 0 gHiB o 56 micsaniB 30 gHiB, yKpaiHCbKOIO MOBOIO /i YKpaiHu, Bepcis 1.0 g1s komnanii baiiep
Biz 04 rpyans 2020 poky; HelipOKOTHITUBHUI ONUTYBaIbHUK [/1s1 AUTUHU BikoM Bif 51 micsuis O gHIB [0
56 micsaui 30 #HIB, pociiicbkoro MOBOMO AJisi YKpaiHu, Bepcis 1.0 aia kommnanii Batiep Big 2021 poky;
HelpoKOTHITUBHUI OMUTYBaAbHUK AJid AUTUHU BiKOM Bia 57 micsauiB 0 aHiB g0 66 wmicsauiB 0 gHiB,
YKpailHCbKOIO MOBOW AJis1 YKpainu, Bepcis 1.0 ana kommanii Batiep Big 04 rpygusi 2020 poky;
HelpoKOTHITUBHUI OMUTYBaAbHUK [Jid AUTUHU BiKOM Big 57 micsauiB 0 aHiB g0 66 wmicsauiB 0 gHiB,
POCiliCbKOI0 MOBOO /17151 YKpainu, Bepcisi 1.0 /151 kommadii baiiep Big 2021 poky

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3sBa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«docnimkenns: 1/2 da3u 3actocyBaHHsi TiepopasibHoro iHribitopy TRK maporpekriHiOy y mariieHTiB
JUTSUOrO BiKy 3 TIPOTpPecyrOuMMH COJIIHUMM TyXJMHaMKA abo TepBUHHUMM MyXJUHAMH LieHTpa/bHOI
HepBOBOI cucteMu», No. BAY 2757556 / 20290, Bepcia 12.0 Bix 21 kBiTHA 2020; JIoka/npHa rorpaska o
[TIpoTokony, Bepcis 1.0 Big 18 ciuns 2021

3asgBHUK, KpaiHa

TOB «batiep», Ykpaina

CrioHcop, KpaiHa

baitep Konceromep Kep AT, IlIBeiiiiapist

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBKeHHsST TepMiHy TPUIATHOCTI [JOC/iKYBaHOTO JTiKapchbKoro 3acoby PeHeOpyTHHiO, TabneTkwy,
BKDUTI TJIiIBKOBOIO 000/0HKOIO, 10 100 mMr g0 36 wmicsiiB; OHoBaenut posgin P.8.1 «Pe3tome 1070
ctabinbHOCTI Ta BUCcHOBKM» (P.8.1_cmc394317) mocke moCIifipKyBaHOTO JliKapcbkoro 3acoby; OHOBIeHuH
po3zin P.8.3 «/ani mpo crabinbHicTe» (P.8.3_cmc394319) nocke AocimpKyBaHOTO JIiKapChKOro 3acofy.

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020
Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BATATOLIEHTPOBE PAHIIOMI3OBAHE TIOJBIMHE CJIIIE JOC/HIDKEHHA ®A3U 11 Y
ITAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IITIALIEBO [JIg OLITHKU
E®PEKTUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTUHIBY TTOPIBHAHO 3 OKPEJII3YMABOM Y
OOPOCIIMX TIALIEHTIB 3 IIEPBMHHUM IIPOI'PECYHOUMM PO3CIAHUM CKIIEPO30M»,
GN41791, Bepcis 3 Bizg 09 Bepecus 2020 p.;

«BATATOLIEHTPOBE PAHIOMI3OBAHE TIOABIMHE CJIIIE JOC/IDKEHHSA ®A3U 11 Y
[TAPAJIEJIbBHUX TPYIIAX 3 TIIOABIMHUM KOHTPOJIEM IUTIALIEBO [JI OLIHKU
E®EKTUBHOCTI TA BE3ITEUHOCTI ®EHEBPYTUHIBY [TOPIBHAHO 3 TEPU®JIIYHOMIIOM Y
OOPOCJIUX IMAUIEHTIB 3 PELHUAVBYHOUMM PO3CIAHVM CKJIEPO30M», GN41851, Bepcis 2
Bizg 21 cepriag 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

Onosnenuii [TpoTokos KiiHiuHOrO BUNpOOYyBaHHS, Bepcis 3 Big 08 Gepe3nst 2021 p.; OHoseHa Popma
iHdopMoBaHOi 3rofM Ha ydyacTb y ¢asi mpeckpuHiHry, Bepcis 2.0 A YKpaiHM YKpaiHCBKOIO Ta
pociiicbKoro MoBaMu Bify 26 kBiTHs 2021 p. Ha ocHoBi maiictep-Bepcii dopmu iHdbopmoBaHOi 3rosu Ha
yuacTb y (pasi mpeckpuHiHry s gociimkenns BO42843, epcisi 2 Big 03 mororo 2021 p.; OHoB/eHa
®opma iHdopMoBaHOI 3rofu Ha ydyactb y ¢asi Harnsny, Bepcisi 2.0 A YKpaiHUM YKpaiHCBKOKO Ta
pociticbkoro MoBamu Bif, 26 kBiTHs 2021 p. Ha ocHoBi maiicTep-Bepcii ¢popmu iHdopMoBaHOI 3rofu Ha
yuacThb y dasi Harnsay anas pgociimpkeHHs BO42843, sepcis 2 Big 03 mortoro 2021 p.; OHoBneHa ®Popma
iHopMoBaHoOi 3rou Ha ydacTb y ¢asi jikyBaHHs, Bepcis 3.0 /19 YKpaiHu yKpaiHChKOIO Ta POCIHCHKOO
MoBamH BiJ| 26 kBiTHs 2021 p. Ha ocHOBi maiictep-Bepcii ¢dopmu iHPOpPMOBAHOI 3roAu AJst JOC/iPKeHHS
B0O42843, Bepcis 2 Big 03 motoro 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe, mojBiliHe ciine, 6aratorieHTpoBe ¢asu I gocsizpkeHHsT 3aCTOCYBaHHS aTe30/1i3ymMaly
(aaty-PD-L1 aHTHTi/I0) mpoTy mMyanebo sIK aj’FOBAaHTHOI Tepariii y TAal[ieHTiB 3 M’S30BO-iHBa3UBHUM
pPakOM CeyoBOr0 Mixypa BHCOKOIO PU3MKY 3 HasiBHOW LWpKy/aowouow [JHK nyxmuHu micis
mucrekToMii», BO42843, Bepcis 2 Big 05 mmcromnaza 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

IHdopmariiinuii UCTOK mMaijieHTa Ta dhopma iHdopmoBaHoi 3roau, Bepcisi 2.0 aHT/IiMICbKOIO MOBOIO IS
Ykpainu Big 12 kBiTHs 2021 p.; Indbopmariinuii micTok natieHTa Ta dopma iHpopMoBaHoOi 3roau, Bepcis
2.0 yKpaiHChKOIO MOBOO //is1 YKpainu Bif 12 kBiTHs 2021 p.; IHdbopmauiliHuii TMCTOK mnaijieHTa Ta opma
iHdopMmoBaHoi 3rosy, Bepcisi 2.0 pocilickkoro MOBOO i YKpainu Bif, 12 kBiTHs 2021 p.; KopoTtka Bepcis
onuTyBasbHUKA 3 OLiHKUA ocTeoropo3dy (OPAQ-SV)_OPAQ SV VRS, Bepcis 2.2 ykpaiHCbKOIO MOBOIO;
KopoTka Bepcig onuTyBanbHMKa 3 OLIHKM ocTeoropo3dy (OPAQ-SV)-_OPAQ SV VRS, Bepcia 2.2
POCilICbKOI0 MOBOIO.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[TopBiliHe cjine, paHAOMi30BaHe, aKTUBHO KOHTPOJIbOBaHEe MAOCTiMKeHHS (a3u 3 /i TOpiBHSHHSA
eeKkTUBHOCTi, (apMakokiHeTHKH, (apMakoguHamiku Ta Oe3meudocti rmiperapaty CT-P41 Ta
ninen3zoBaHoro y CIITA nmikapcekoro 3aco0y Prolia y »KiHOK y mocTMeHormay3i 3 octeoriopo3om», CT-P41
3.1, Bepcis 1.0 Big 22 rpyans 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHowo BiamorizanpHicTio «KoHTpakTHO-[ochigHumnpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea/ CEJIJITPIOH, Iuk, Pecriy6stika Kopes

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 Ne 1187

InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBUX MiCL{b MPOBe/IeHHsI BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | k.m.H. [IlexoBnoBa HO.O.

KomyHasibHe HeKOMepIjiliHe TiANpPrUEMCTBO XapKiBCbKOi oOsacHOi pagu «O6macHa KiiiHiYHa
JIIKapH$», TaCTPOEHTEPOJIOTiYHEe BiJiliJIeHHs, M. XapKiB

2. | K.M.H. Jleomvk O.B.

KomyHasnbHe HekoMeplLiiliHe mignpruemMcTBO JIbBiBCbKOI 00sacHOi paju «JIbBiBcbKa 0bGJiacHa
KJ/IiHIYHA JIiIKapHs», NPOKTOJIOTiYHe Bi/TiyieHHs1, M. JIbBiB

3. | nikap Casilpka JI.M.

MeauuHul TIEHTP TOBapUCTBa 3 00MeXXeHO0 BifnoBifanbHicTI0 «Mezmibop ITmtoc», BigsinieHHs
crauioHapy, M. JKutomup

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 2777 Big 02.12.2020

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBane moaBitiHe cmine gocmimpkeHHs II ¢a3u 3 oriHKM edeKTUBHOCTI Ta Oe3meuHOCTi
3actocyBanHsi OSE-127 B mopiBHsAHHI 3 Tanieb0 y TAIliEHTIB 3 aKTMBHUM BHUPA3KOBUM KOJIITOM
cepeHBOTO ab0 BA)KKOTO CTYTIeHsI TSDKKOCTI, 3 Hee()eKTHBHICTIO UM HerepeHOCHMICTIO TIoTiepeHbOTO0
sikyBaHHs», OSE-127-C201, octaTtouHa Bepcis 1.0 Big 15 yepBHst 2020 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

OCE ImyHoTepanbtoTikc, CA, ®@panuis (OSE Immunotherapeutics, SA, France)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
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BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

bpomypa gocnigavika MK-3475, supanns 20 Big 08 6epesnst 2021p., aHrJtifickkoro MOBOIO; YKpaina, MK-
3475-033, [Hdpopmaliisi Ta JOKyMeHT Tipo iHdhopMoBaHy 3roAy maijieHTa, Bepcis 10.0 Big 22 kBiTHs 2021 p.
YKPaiHCBHKOIO Ta POCiCHKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 70 Big 31.01.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonaiioHasipHe,  OaraToOIleHTpPOBe,  paH|OMi30BaHe  BigkputTe  gocmimpkeHHs III  caswy,
nemMOpo/1i3ymMady B TMOpPIBHSIHHI 3 /OIETAKCeI0OM Y TAI[iEHTIB 3 HeAPiOHOKTITUHHUM PaKOM JIeTeHb, III0
paHiltie jiikyBanucs», MK-3475-033, 3 iHkopniopoBaHoto roripaBkoro 04 Biz 01 xoBTHs 2018 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», nouipue nianpuemctBo «Mepk Exg Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3meueHHsA Isan 3A/IBOPHUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

[HdopmMatiisi Ta foKymMeHT Tipo iHOpMOBaHy 3rofly JJ1s TaijieHTa, YkpaiHa, MK-7264-043, Bepcis 01 Bix
28 xBiTHs 2021 pOKy, yKpaiHCbKOIO MOBOIO; IHopMaliisi Ta JOKyMeHT mpo iHpOpMOBaHy 3rofy Ajst
naiieHTa, YkpaiHa, MK-7264-043, Bepcis 01 Big 28 kBiTHa 2021 poKy, pOCIHICBKOIO MOBOIO;
IndopmarifiHuii TMCTOK i ZOKYMeHT mpo iHhOpPMOBaHy 3rofly Ha MalOyTHE OGiomemuuHe AOCITiKeHHS,
Ykpaina, MK-7264-043, Bepcis 01 Bix 28 kBiTHs 2021 poky, yKpaiHCbKOIO MOBOM; [H(opmariiiHuii
JIUCTOK i JIOKyMeHT mpo iH(OpMOBaHy 3rofly Ha MakOyTHe GiomeauuHe JOC/ifpKeHHs, YKpaiHa, MK-
7264-043, Bepcis 01 Bix 28 kBiTHsa 2021 poKy, pOCiliCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2707 Bip 28.12.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzmomizoBaHe, nozBiliHe ciiinie, TU1aleb0-KOHTPO/IbOBaHe, OaraTolieHTPOBe JOCTimKeHHsT da3u 3b s
OLiHKM e(eKTUBHOCTI Ta Oe3reky redarikcaHTy y JOPOC/IUX YYaCHUKIB 3 HeI0ZaBHO BCTaHOBJIEHUM
XpOHIYHMM Kanuiem», MK-7264-043, 3 inkopriopoaHoro nornpaskoro 03 Big 25 nucronaga 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. reHepasiibHOr0 UpeKTopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiTbKOCTI 0C/Ti/pKyBaHUX B YKpaini 3 135 g0 170 oci6

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moaBiliHe ciire gociimkeHHs 3 da3u A1 BUBUEHHS e(DeKTUBHOCTI Ta Oe3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudyHomigom (O6amkio®) B yUaCHUKIB 3 PeLIUANBYIOUNMU
tdbopmamu poscisiHoro ckneposy (GEMINI 2)», EFC16034, 3 nonpaBkoto 03, Bepcis 1 Big 28 BepecHs
2020p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetitiiH, CIIIA)

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

OnutyBanmbHuk EORTC QLQ-BR45 (a5 xiHOK), Bepcist Bifg 2018 poky, yKpaiHCBbKOIO Ta pPOCiMCHKOO
MoBamu; OmuryBanbHUK EORTC QLQ-BR45 (g5 yosoBikiB), Bepcist Big, 2018 poky, yKpaiHCBKOIO Ta
pocilicbkkoro MoBamy; 3HiMKK ekpaHy 3 rmaHmieta (eCOA) QLQ-BR45_Female, Bepcis 1.00 Bif
23 mortoro 2021 poKy, aHIJIMCBKOIO MOBOK Ta  TepeknaZi  yYKpaiHChbKOI  MOBOIO;
3uiMku ekpaHy 3 riaHuieta (eCOA) QLQ-BR45_Female, Bepcis 1.00 Big 20 >xoBTHs 2020 poky,
aHIJIIMCBbKO0 MOBOKO Ta TepeK/aJ, pPOCiMChbKOI0 MOBOI; 3HIMKM ekpaHy 3 ruiaHiera (eCOA) QLQ-
BR45_Male, Bepcis 1.00 Big 23 motoro 2021 poky, aHIVIiMCHKOIO MOBOKO Ta MepeK/aZi YKpaiHChKOI
MOBOIO; 3HiIMKU ekpaHy 3 TuiaHiieta (eCOA) QLQ-BR45_Male, Bepcist 1.00 Bix 20 »xoBTHst 2020 poKy,
aHIJIICHKOI0 MOBOIO Ta TlepeK/aj, pPOCiCbKO MOBORO; 3MiHa Ha3BH MiClis MPOBe/JeHHs K/IiHiUHOTO
JOC/iJ)KeHHS:

byno Crasno
K.M.H., Hepdpa M.IO. K.M.H., Hepdpa M.IO.
KomyHaneHe  HekomepLiiHe — miAnpuemcTBo | KomyHanbHe — HeKOMepLjiliHE — MiJTIPUEMCTBO
XapkiBcbkoi  obsacHoi  pagu  «O6nacHmii | XapkKiBcbKoi  obmacHoi  pagm  «OO6sacHui
K/TiHIUHUN crieljia1i30BaHUM JIACTIaHCep | K/TiHIYHUK crieljiasli3oBaHUM JucraHcep
pajiialiiHOro 3aXMCTy Hace/leHHs», XipypriuHe | paZialiiiHOrO 3aXWCTy HaceseHHs», XipypriuHe
BifisieHHs, M. XapKiB Bififli/IeHH 3  OHKOJIOTIYHUMHU  JIDKKaMH,
M. XapkKiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Biz 15.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, OaraTolleHTpoBe, TIO/BiliHe ciire AocmifkeHHs 3 ¢a3u Tperapary amijeHeCTpPaHT
(SAR439859) y kombiHariii 3 manboruk/IiboM y OpiBHSIHHI 3 JIeTP030/10M Y KOMOiHarlii 3 manbonukiioom
Ans nikyBaHHA mnauieHTiB 3 ER(+), HER2(-) pakoM Mo/04HOI 3a/103M, §IKi paHille He OTpUMYBald
CHACTeMHOI0 NPOTUPAKOBOI'O JIIKyBaHHS IOLIMPeHOro 3axsoproBaHHsA», EFC15935, 3 mompaskoro 03,
Bepcid 1 Big 16 rpygus 2020 poky




2 MPOJOBXKEeHHA fojaTka 24

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peluepiu e geBesionMaH, PpaHLiiis)
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

Bpomrypa pocimigarka MK-3475, suganns 20 Big 08 6epesnst 2021 poky, aHTJIiCBKOI0 MOBOIO; YKpaiHa,
MK-3475-826, IHdopmaliiss Ta AOKyMeHT rpo iHpopMoBaHy 3roAy JJis maijieHTa, Bepcisi 2.00 Bif
29 kBiTHsa 2021 p., yKpaiHCbKOIO MOBOIO, CTBOPE€HAa Ha OCHOBIi I7100a/bHOTO 1IAa0J/IOHY /IS JOCTiIKeHHsT
Bepcisi MK-3475-826_AMO02_v.2.03 Big 19 kBitHa 2021 p., a TakoX 11ab/IOHy 3aTBePAKEHOr0 [/Is
Ykpainu, Bepcisi Bif 15 ciuna 2021 p. ykpaiHCbKOK MOBOW; YkpaiHa, MK-3475-826, Indopmatiisi Ta
JIOKYMeHT T1po iHopMoBaHy 3rofly Jjis naijieHnTa, Bepcis 2.00 Biz 29 kBitHst 2021 p., pociiicbKor0 MOBOIO,
CTBOPeHa Ha OCHOBi riobanbHOTO 1IabMoHy Asst gocmimkenHs: Bepcisi MK-3475-826_AMO02_v.2.03 Bif,
19 kgiTHs 2021 p., a TakoxK 11ab/OHY 3aTBep/yKeHOro i YKpaiHu, Bepcisi Bifg 15 ciuna 2021 p.
POCiMICbKOI MOBOIO

Howmep Ta gata Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 2313 Bip 12.12.2018

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta JaTa

«PanzomiszoBane, mozBiiiHe citine, TwIAlEb0-KOHTPO/LOBaHe focimkeHHs I ¢a3u mopiBHAHHS
nembponizymady (MK-3475) 3 ximioTeparii€ro Ta XimioTeparii€ro 3 raie06o /s Tepariii mepuioi JiiHii mpu
MepCUCTYIOUYOMY, PELIMANBHOMY ab0 MeTtacTaThuHOMY paky mmiiku MaTku (KEYNOTE-826)», MK-3475-
826, 3 inkoprioposaHoto rorpaskoro 05 Big 30 xoBTHs 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», nouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT KiIBKOCTI 0C/Ti/pKyBaHUX B YKpaiHi 3 58 g0 120 oci6; YTouHeHHsT MicCIie3HaXO/KeHHs
MIIB:

BYJIO CTAJIO
3aB. Big. Cugop P.b. 3aB. Big. Cugop P.b.
KomyHasnbHe mignpueMcTtBo «BosmHCbKa obsacHa | KomyHanbHe i AIIPUEMCTBO «BonuHcbKa
K/IiHiuHa sikapHs» BomuHcbkoi ob6sacHOi pagu, | obnacHa — kiiHiYyHa — JslikapHsS» — BonMHCBKOT
oranbMosiOTiuHe  JTIKyBaZbHO -  JiarHOCTHYHe | 06/71acHOi paziy, odTasIbMOIOTiUuHe JTiKyBaIbHO -
BifinenHs1, BomHcbka 00i1., JIyIibKuii paiioH, cesio | AiarHOCTHYHe BiagineHHs, M. JIyIbK
Tapacogse

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

PanzioMi3oBaHe mo/BiliHe ciiirie 6araTorieHTpoBe JoC/i/pKeHHs da3u 3 /i MOpiBHAHHS e(peKTUBHOCTI Ta
6esneunocTi nperntapatry FYB203, 3anporionoBaHoro 6ioaHasora adutibepcenTy, Ta nperniapaty Amis® y
TMallieHTiB i3 HeOBaCKYJIApHOK BikKOoBow Makynoguctpodiero (MAGELLAN-AMD), FYB203-03-01,
Bepcis 2.0 Big 16 rpyans 2019 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHor0 iHBecTHLiclo «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Bioeq GmbH, Germany

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

JlucT-nofsika yvacHUKY JocaifpkeHHs1 Bepcisi 1.0 ykpalHCBKOIO Ta pOCIHCBKOIO MoBamy; Pestome
pe3y/bTaTiB K/IiHIUHOrO BWUITPOOYyBaHHS /sl HecrerianicTiB Big OepesHs 2021 p. yKpaiHCBKOKO Ta
POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PaHgomi30oBaHe My/bTHLIEHTPOBe Bigkpute fociimkeHHs 111 a3y a1 mopiBHSHHS peXXUMIB JliKyBaHHS
TpacTy3ymab IIoc mepTy3ymab IUIFOC TaKCaHM IiC/Isi 3aCTOCYBaHHSI aHTPALMKIIHIB Ta TpacTy3ymaby
€MTaH3UHYy TUTIOC TIepTy3yMab Mic/is 3aCTOCyBaHHSI aHTPAlMKIIiHIB B SIKOCTi afi FOBAaHTHOI Teparii y
rnati€eHTiB 3 onepabessHMM HER2-103UTHMBHYM M€PBUHHUM paKOM MOJIOYHOI 3ai03u», BO28407, Bepcis
3 Big 30 smuniag 2015 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

«®. Xodhdmann-JIs Poru Jita.» Isetitapis (F. Hoffmann- La Roche LTD)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 28
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

bpouypa gocnignvka Pominnoctum (AMG 531) Bugannsa 16.0 Big 09 rpygus 2020 poKy, aHTTiMCBHKOO
MoBoto; OcHoBHa ¢opma iHpopmoBaHoi 3roau, Bepcis YKP 9.1 Big 19 kBiTHst 2021 yKpaiHCbKOIO MOBOIO;
OcHoBHa ¢opma iHdopmoBaHoi 3rogu, Bepciss YKP 9.1 Big 19 kBiTHa 2021 pocCiiicbKOI0 MOBOIO;
Indopmarjisi Ta popma 3rogu Ha AMCTaHLiMHY MepeBipKy Ta aHali3 [JaHUX TPO YYaCHUKIB Tif, uac
obOMekeHb, TI0B’s13aHKX 3 MaHgemiero COVID — 19 — f1onoBHeHHs Ha JUCTAHI[iIMHY MepeBipKy JaHUX Bif
24 motoro 2021 poky, yKpaiHCbKOIO MOBOIO; [HopMmaliis Ta popma 3rou Ha AUCTaHLIIMHY MepeBipKy Ta
aHaJsTi3 ZIAaHKX PO YUYaCHUKIB IMiJ] 4ac oOMeskeHb, MoB’s13aHuX 3 maHaeMieto COVID — 19 — nonoBHeHHS Ha
JIWCTaHLIMHY TepeBipKy AaHuX Bif 24 motoro 2021 poky, poCiiiCbKO0 MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Bif 11.01.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

RECITE: Panzpomi3zoBaHe, 11aie00-KOHTPO/IbOBaHe, To/BiliHe ciine gocimkeHHs 111 ¢a3u ais orjiHku
POMITUIOCTUMY TIpH JIiIKyBaHHI TpPOMOOLIMTOIIEHiT, BWK/IMKAHOI XiMiOTeparii€ro, y TAl[i€eHTiB, SKUM
MPOBOJATH XiMiOTepariit0 Ha OCHOBI OKCA/IIIaTAHY [JIs1 JIIKyBaHHS IUIYHKOBO-KUILKOBOTI'O paKy, paKky
MiAIUTYHKOBOI 3a/1031 ab0 KoJIopeKTaabHOro paky, 20140346, iHKopriopoBaHUid 3aMiHOFO TIOTIPaBKH 6 Bif
02 mucromnaga 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«AwmxeH [Hk.» (Amgen Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

Bporypa gocnigavika BAY 1841788, Bepcis 6.0 Big 04 6epesnsi 2021 p., aHT/TiMCEKOIO MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanyoMizoBaHe, moABiliHe ciine, TmIaleb0-KOHTPO/IbOBaHe [JOCTIKeHHs ((asu 3  Tiperapary
JlapoJiyTaMifi B ZIOTIOBHEHHS [0 aHzporeHenpuBariiHoi Tepamnii (AT) y mopiBHsHHI 3 uiariebo mutoc
AIT y 4o/OBIKIB i3 MeTacTaTUYHMM T'OPMOH-UYT/IMBUM pakoM mepeaMixypoBoi 3ano3u (MI'YPII3)»,
21140, Bepcis Bizg 24 Bepecns 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bayer Consumer Care AG, IlIBelitiapis

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBskeHHs TepMiHY KiiHiuHOrO BUTIpoOyBaHHs B YKpaiHi 10 31 rpyaas 2021. 3miHa agpecy 3assBHUKA
KJIiHIUHOTO BUNIPOOYBaHHS:

BYJIO CTAJIO
Alojas iela 6, Riga, LV-1013 (JIaTBis1) Riga, Katrinas dambis 20, LV-1045 (JlaTBist)

Howmep Ta fata Haka3sy
MO3 1oz 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure mocnmimkenHs ¢asu Ib 3 migbopy go3m BI 836880 y kombiHarii 3 BI 754091 gns
XapaKTepUCTUKK 0e3MeYHOCTi, TepeHOCUMOCTi, (hapMaKOKiHEeTUKH, (hapMaKoAMHAMIKK Ta e(heKTUBHOCTI Y
TMAaI[ieHTiB 3 MiCIeBOIOMUPEeHUM ab0 MeTacTaTUUHUM HeIIOCKOK/ITITHHHUM He/IpiOHOK/TITHHHUM pakoM
JIET€eHi Ta IHIMMHM COMiqHUMU nyxyimHaMu», 1336-0011, Bepcis 6.0 Bix 18 nmuctonaza 2020

3asiBHUK, KpaiHa

TOB «JOKYME/IC» («CIA JOKYMEJC»), Jatsis

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABcTpis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporypa focnifHuKa Ha AOC/ipKyBaHUM fikapcbKui 3aci6 KapinpasuH, Bepcis 19 Big 13 kBiThsa 2021 p,
aHI/TiMICBKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Bip 04.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBane, mozBiiiHe citine gocmimkeHHss [ ¢a3suw 3 TOCTYNOBUM 30i/lbllIeHHAM /103U i
OaraTopa3oBUM [PUMOMOM T[perapaTy AJisi OL[iHKM 0Oe3reKW, [epeHOCUMOCTi Ta Tpodisro
(hapMakOKiHETUKM KapimnpasuHy y BUI/sSAi TableToK 3 TPOJIOHTOBAHUM BUBIIbHEHHSIM aKTHBHOI
PEUOBUHM Y MNaLji€eHTiB 3 mm3odpeniero», RGH-188-102, Bepcis 4.0 Bix 30 ciuns 2020 p. (cneuudivHa ass
YKpainu)

3asgBHUK, KpaiHa

TOB «BOPJIIBA /] KITIHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

Gedeon Richter Plc., Hungary

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiZTbKOCTI IOC/TiZPKYBaHUX B YKpaiHi BiJ| mornepeAHbo 3aryiaHoBaHoi 3 150 g0 600 oci6

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Biz 26.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzoMi3oBaHe, Mo/BiliHe Ciiine AOCTipKeHHs (a3 3 [/1s1 OL[iHKM XiMioTepartii rperapataMy Ha OCHOBI
MIaTUHU y KoMOiHaigii 3 mperrapatom INCMGAO00012 abo 6e3 HbOTO B SKOCTI Tepariii mepioi JiHii rnpu
MeTacTaTUUYHOMY TUIOCKOK/ITHHHOMY 1 HETUIOCKOK/IITHHHOMY HeApiOHOK/IITUHHOMY paKy JiereHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 1 Big 14 mucronaga 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Incyte Corporation, United States

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

Indopmargitiamnii mcTok i Gopma 3roau Ha 30ip AaHUX TIPO AUTHUHY YYaCHUKA [JOC/iIPKEHHS, Bepcis
V1.0UKR(uk)1.0 Big 20 kBiTHsi 2021 poky, mepeknaj yKpaiHCbKOr MOBOIO Bif 05 TpaBHs 2021 poky;
Indopmariitiaunii mcTok i Gopma 3roau Ha 30ip JaHUX TPO AUTHUHY YYaCHUKA [JOC/iIPKEHHs, BepCis
V1.0UKR(ru)1.0 Big 20 kBiTHs1 2021 poKy, nepek/naz pocikcbKo MOBORO Bifi 05 TpaBHs 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1753 Biz 06.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mozBiliHe ciire, Talie00-KOHTPOIBOBAHE JOC/iKeHHs (Ba3u 2 A/ OL[iHKU BIUIMBY
¢binrotiniby Ha mapamMeTpW CHepMH y AOPOCIMX YOJIOBIKiB i3 aKTMBHMM peBMaTOIHUM apTPUTOM,
MCOpiaTUYHUM ~ apTPUTOM, aHKLJIO3YIOUMM  CIIOHJWIITOM ab0 /IOPeHTreHOJIOTiYHUM — aKCiaJlbHUM
crionaunoaprpurom», GLPG0634-CL-227, Bepcida 2.0 3 iHKopriopoBaHoro nornpaskoro 1.0 Bifg 26 TpaBHA
2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

Bx/1roueHHs1 10JJaTKOBOTO MiClisi TIPOBe/IEHHs K/IIHIYHOTO [OC/Ti[PKEHHST:

/1

Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | K.M.H. JInukoBcrkuii O.E.

KomyHanbHe HeKoMeplifiHe MiarpuemMcTBo JIbBiBCbKOI 006/acHOi pagu «JIbBiBcbKa obOsiacHa
KJ/IiHIUHA JIiIKapHs», YPOJIOTiuHe BifiieHHs1, M. JIbBIiB

3MiHa Ha3BU MiCLb IPOBEEHHS K/IIHIYHOTO JOC/Ii)KeHHS:

JHinpo

byno Crasno
nikap Ceprees C.M. nikap Ceprees C.M.
KomyHaneHe  HekoMmepliiiiHe — mianpuemcTtBo | KomyHanbHe — HeKOoMepLiliHE — MiJTIPUEMCTBO
«Micpka kiiHiyHa JiikapHs Ned» [THINMPoOBCBHKOI | «Micbka KiiHiuHa JjikapHs Ned» [IHINPOBCHKOI
MiCbKOI pagu, BiggineHHs yposorii Ne2, M. | MicbkOoi  pagd,  BiJJiJleHHS  repiaTpAvyHOl

YPOJIOTIYHOI JIOTTIOMOTH Ha 35 MiXKOK, M. JIHINpo

K.M.H. bapgakos I'.T".

KomyHambHe  HekOMepLliliHe — MiANPHUEMCTBO
«UepHIriBCcbKUd MeJUUHUM LIEHTP CydacHOI
oHKosiorii»  UepHiriBcbkoi — 0b6sacHOi  paaw,
absomiHa/MbHE — BifiZliIeHHS 3 yPOJIOTiUHUMH

JIbKKaMu, M. YepHiris

K.M.H. bapgakos I'.T'.

KomyHanpHe  HekoMepliliHe — MiANPUEMCTBO
«UepHIriBcbkuid MeJUYHUN 1[eHTP CyuyacHOI
oHKosiorii»  UepHiriBcbkoi — obsacHOi  paaw,
BiIlVIeHHSI OHKOJIOTIYHOI Xipyprii, yposorii Ta
TPaHCIIAHTOJIOri], M. YepHiriB

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021




2 MPOJOBXKEeHHA fojaTka 34

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«BigkpuTte paHsoMi30BaHe KOHTPO/IbOBaHEe AOC/i/PKEHHS 3 METOIO OL[iHKH e(heKTHBHOCTI Ta Oe3MeuyHoCTi
npenapaty UGN-102, a TakoX CTiMKOCTi BiAMNOBifi Ha Tepamit0 mMpernapatoM Y T[O€JHAHHI 3
TPAHCYpeTPa/IbHOIO pe3eKIli€l0 CeuoBOro Mixypa uu 6e3 Hel B Malli€HTIB i3 M’s130BO-HeiHBa3UBHUM paKOM
CeUYoBOr0 Mixypa HHU3bKOTO CTYMeHs 3/I08KiCHOCTi 3 TPyNM MPOMDKHOTO pPU3MKY (KOZOBe MO3HauyeHHS
nocnigxenHs: ATLAS)», BL006, pegakuis 1.1 Big 16 BepecHsi 2020 p.

3asBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«FOpo/lxen ®apma Jlimites» [UroGen Pharma Ltd.], I3painb

CymnyTHi
Marepianu/TipernapaTy
CyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT KiTbKOCTi yuaCHUKIB JOCTiKeHHsI B YKpaiHi Bif morepegHbo 3aruiaHoBaHoi 3 84 mo 100
ocib

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfioMi30BaHe, TOABiliHe cCilirMe [JOC/[)KeHHsS, 1[0 TPOBOJAUTHCS 3 BUKOPUCTAaHHAM aKTUBHOIO
Tiperapary B SIKOCTi KOHTPOJIIO /IJIsl OL[iHKHU IOBrOTPHBaJIOi Oe3rnevHoCTi i mepeHOCHUMOCTI rperapaty SEP-
363856 y mauienTiB i3 mmsodpeniero», SEP361-304, Bepcig 3.00 3 iHKOpPIIOPOBaHOIO CYTTEBOIO
nioripaBkoro 2.00 Big 14 ciuns 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apMackroTikasc [HK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

[Tporokon kiniHiuHoro pocaipkenHs ANTT201, Bepcis 2.0, IlonpaBka 01, Big 14 kBiTHS 2021 poKy,
aHrJIifickKoro MoBOto; [HhopMaliis A naijieHTa Ta dopMa iHhopMoBaHoi 3roau A1 YKpainu, Bepcis 2.0
Bif 21 kBiTHs 2021 poKy Ha OoCHOBIi MaiicTep-Bepcii (opmu iHpopmoBaHoi 3roau, Bepcis 2.0 Bif 19 kBiTHsS
2021 poKy aHTiMChKOIO Ta yKpaiHChKOH MoBamu; [ozaTok Ao IHdopmariii ans maijieHta i dbopma
iHdbopMoBaHoi 3roau Ast YKpainu, Bepcis 2.0 Big 21 kBiTHs1 2021 p., CTBOpEHO Ha OCHOBI MalicTep-Bepcii
dhopmu iHndbopmoBaHoi 3roau, Bepcis 2.0 Bix 19 kBiTHs 2021 poKy aHI/IifCEKOIO Ta YKPaiHCHKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3a 2A, paHzomi3oBaHe, Mo/BiiiHe ciine, Tialle60-KOHTPOIbOBaHe, OaraToL|eHTPOBe AOC/TiPKEeHHS 3
BU3HAUeHHs] ONTHMAa/bHOI /03U A/l OLiHKM Oe3reuHocti Ta edektuBHOCTi miperiapaty ATI 2173 y
KoMmbiHaljii 3 TeHodoBipy Au30MpOKCHIy (ymapaToM y TallieHTiB 3 XPOHiUHOI iHQekIlie0 Bipycy
renatuty B Ta y maijieHTiB 3 KoiH@ekuieto Bipycy rematuty D», ANTT201, Bepcisa 1.1, Big 07 rpygus
2020 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Awntioc Tepanesrikc Isk., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 37
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 Ne 1187

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHWH TIPOTOKO/ KiiHiuHOTO BUnpoOyBanHsi XPF-008-201, Bepcis 4.2, Big 22 ciunsa 2021 p.,
aHIJIiMcbKOr MoBowO; IHdhopMmatiisi g5 narjieHTa Ta @opma iHpopmoBaHoi 3roau A1 YKpainu, Bepcis 2.0
Bif 09 kBiTHA 2021 poky Ha ocHoBi Maiictep ITIDI3 Bepcis Bif 26 ciung 2021 poky aHI/IIMCBKOIO Ta
yKpaiHcbKoto MoBamu; Jlogatok g0 IHdopmatii ans maiieHta Ta ®opmu iHpopmoBaHOI 3roau st
Yxpainy, Bepcis 2.0 Big 09 kBiTHA 2021 poky Ha ocHoBi Marictep IT1®DI3 Bepcis Big 26 ciunsa 2021 poky
aHITIMCPKOI0 Ta YKpaiHCBKOK MoBamu; [locbe AociizpKyBaHOTO Jiikapcbkoro 3aco6y XEN1101 Ta
naebo [0 A0CTipKyBaHoOro Jjlikapcbkoro 3aco0y XEN1101, Bepcis 5.1 Big 03.03.2021, aHr/ilcbkoro
MoBOI0; [To/I0B)KeHHST TepMiHy MPHAATHOCTI AOCTiHKyBaHOTO Jiikapcbkoro 3acoby XEN1101 karicysmu 10
mr, 20 mr, 25 Mr Ta riaiebo 0 36 micsiiB; BKIroueHHs HOBOTO JIETIO Ta Ji/ITHKA KOHTPOJIIO SIKOCTi JJist
JIOC/TiIKyBaHOTO TIperapaTy Ta Tuiarebo Zo JocsimKyBaHoro fgikapcbkoro 3acoby XEN1101- «KaTaneHT
CiTiEc (Emin6ypr) Jlimiten» [Catalent CTS (Edinburgh) Limited] (Unit 1, Inchwood Park, Bathgate,
EH48 2FY, BenukobpuraHnisi); [TpomoBXeHHSI TPUBAIOCTI JOC/Ti/PKEHHS y BCiX KpaiHax, /ie TIPOBOAUTHLCS
K/TiHiYHe BUMPOOYBaHHs1, BK/IIOYalOUM YKpaiHy, 0 3 POKiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Big 21.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, noBikiHe-ciine, miareb0-KOHTPO/IbOBAaHe, 0AraTOLEHTPOBE AOC/I/PKEHHS i OL[iHKH
Oe3rieku, miepeHocUMOCTi Ta edektuBHOCTI Tiperiapaty XEN1101 B sikocTi AomoMikKHOI Teparii mpu
eminericii 3 okasbHUM [e6r0TOM, 3 BiKPUTOIO TOJo0BKeHOwo (a3zoro», XPF-008-201, Bepcis 4.1 Bif
27 6epe3nst 2020 poKy

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Kcenon ®apmac'torikan3 IHk., Kanaga/ Xenon Pharmaceuticals Inc., Canada

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 38
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHHI TIPOTOKOJ K/TiHIYHOTO BUNpoOyBaHHsT MK-3475-042, Bepcisi 3 iHKOPIIOPOBAHOKO MOMPABKOIO
08 Bim 24 Gepe3nst 2021 poky, aHriHCHLKOK MOBOO; Bporypa gocnignuka 1713 MK-3475, Buganus 20
Bij; 08 GepesHsi 2021 poky, aHIJIiHCHKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

PangomizoBane, Bigkpure gociimkenHs 111 ¢as3u 3aranbHOT BUXKHMBAHOCTI HaiBHUX (paHillle He/TiKOBAaHUX)
nanieHTiB 3 PD-L1-103UTUBHUM TIPOrpecyrourM abo MeTacTa3yruuM HEeMiJIKOK/TiITHHHHAM PakOM JieTeHiB
IUTsl TIOPiBHSIHHS JTiKyBaHHSI Tiembposizymabom (MK-3475) Ta mpemapatamu XimioTeparlii Ha OCHOBi
ratuld (Kinoyt 042), MK-3475-042, Bepcid 3 iHKopniopoBaHoto nonpaskoro 06 Big 09 ciuns 2018 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enz Joym Kopr.», gouipue nianpuemctBo» Mepk Exg Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

B.o. renepa/sibHOro JupeKkTopa /{upekroparty

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 39

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

[Tpotokosn kiiniunoro BumpoOyBanHsi INCB 86550-203, Bepcisi 2 3 iHKOPIIOPOBaHOO MOMpaBKo 1 Bif
08 Oepesnss 2021 poOKy, aHIJilCbKOIO MOBOMO; [H(opMawiriHuii TMCTOK i ¢dopma 3roau, Bepcis
V3.0UKR(uk)1.0 Bim 07 kBiTHs1 2021 poKy, mepeksaj, yKpaiHCbKOO MOBOIO Bifi 13 kBiTHa 2021 poky;
IHdopmariitiauii vctok i gopma 3roau, Bepcis V3.0UKR(ru)1.0 Big 07 kBitHa 2021 poky, mepekiaf
pocilicekoro MoBor Bif 13 kBiTHs 2021 poky; IHdopmaliiiiHa KapTKa yyacHUKa [OC/Ii/PKeHHs Tiperapary
INCB086550, Bepcis V2.0 UKR(uk) Big 01 Gepe3ns 2021 poky, nepeknaj; YKpaiHCbKOIO MOBOIO Bijl
30 Gepe3nst 2021 poky; IndopmariiiiHa KapTka y4yacHUKa AocmimpkeHHs miperiapaty INCB086550, Bepcist
V2.0 UKR(ru) Big 01 6epesnst 2021 poky, mepeknaj pociiicbkoro MoBoro Big 30 Gepesnsi 2021 poky;
[IomeHHUK TIpUMiOMY Tperapary ydacHWKOM mociimpkeHHs, Bepcis V1.0 UKR(uk) Big 10 Gepe3ns
2021 poky, nepekiaz, ykpaiHCbKOr MoBoro Bif 30 Gepesnst 2021 poky; [lJogeHHUK mpuiioMy Tperapary
yuacHUKOM gociimpkeHns, Bepcis V1.0 UKR(ru) Bix 10 Gepe3nss 2021 poky, mepeksaj, pOCiMCHKOO
moBoro Bif 30 6epesnst 2021 poky; locke moCTipKyBaHOTO JTikapchKoro 3acody INCB086550, Bepcist 2.1
BiJ 14 kBiTHs 2021 POKY, aHT/TiMICbKO MOBOIO; 3ay4yeHHs JOAaTKOBOI BUDOOHUYOI Zi/IbHUL]i BUDOOHUILITBA
JOC/TiIKyBaHOro JiKapchbkoro 3acoby INCB086550, tabietku 1o 100 mr, MIAS Pharma Limited, Ireland;
TI0/IOB>KE€HHSI TePMiHY TPHUJAaTHOCTI JOC/TiIKyBaHOTO JiKapchbKoro 3acoby INCB086550 o 24 micsiiis

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«docnimkenns: da3u 2 3actocyBanHsi niperiapaty INCB086550 (inribitopa PD-L1 gis mepopasbHOTO
MpUIOMY) B YYaCHHKIB ZOC/TiPKeHHS i3 BUOPAaHUMMU COJIIIHUMM TYXJIMHAMH, 1[0 paHillle He OTPUMYBa/IA
NiKyBaHHSI iHTiOiTOpaMu iMyHHHX KOHTpO/bHHX Touok», INCB 86550-203, Bepcis 1 Bim 01 kBiTHA
2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»




2 MPOJOBXKEeHHA JojaTka 39

CrioHcop, KpaiHa Incyte Corporation, United States

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.06.2021 No 1187

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/ieHUi TIPOTOKOJ KiiHiuHOTO BUMpoOyBanHss MK-1986-018, 3 inkopriopoBaHoto monpaBkor 05 Bif
16 BepecHs 2020 poky, aHIJIiHCbKOI0 MOBOKO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaH[0OMi30BaHe, KOHTDOJIbOBaHE 3a [OMOMOrOK AaKTWBHOIO TIperapary IIOPiBHSHHS, KJIiHIUHe
nmocrimkenns 111 dasu ayia BuBueHHs1 Oe3neuHocTi Ta edekruBHOCTI MK-1986 (Teausonigy docdary) y
MaifieHTiB BiKOM BiJ, Hapo/pkeHHs A0 <12 pokiB 3 roctpyuMu OakTepianbHUMM iHGEKLisIMU IIKipU Ta
HIKipHUX CTPYKTYp», MK-1986-018, 3 inkopnopoaHoto nonpaBkoro 04 Big 03 >xkoBTHsT 2019 poky.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




