Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

PanziomisoBaHe, BigkpuTe mgociimkeHHs (a3u 2/3 [ OLHKA 3aCTOCYyBaHHs OemrierasnzieciedkiHy B
TIO€/IHaHHI 3 TIeMOpoJTi3yMmaboM TMOpiBHSIHO 3 MOHOTeparieto memMopostizymaboM y Tepariii mepIioi jiHii B
TMaIfieHTiB i3 MeTacTaTUYHOK abo peryUBYIOUOI TUIOCKOKTITUHHOK KapLMHOMOKO TOJIOBM Ta INWi 3
nyxauHaMmy, o ekcnpecytots PD-L1 (PROPEL-36), kox pocnigpkenns 20-214-36, Bepcisg movyaTkoBa Bif
14 yepBHs 2021p.

3asaBHUK, KpaiHa

ToBapuctBo 3 ObmexxkeHoro BignosiganbHicTio «KoHTpakTHO-ocmignunbka Opranizanis IHHOGMapM-
YKpaiHa»

CnoHcop, KpaiHa

Hekrap Tepan’totikc, CIIIA (Nektar Therapeutics, USA)

[Tepesnik foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

bempegaldesleukin; NKTR-214, 6emmnerangecnetikin; BEMPEG; 1939126-74-5; SUB196365; crepuibHUIA
miodinizoBaHuii mopormok; 1 ¢akoH A O0JHOPA30BOTO BUKOPHUCTAHHS MiCTUTL Oemrieranecierkin
(NKTR-214), mio eksiBanento 0.5 mr pal/I-2° Ha ¢akos; 0,5 mr; PPD Development Ireland Ltd., Ireland;
PPD Development, LP, USA; Patheon Manufacturing Services LL.C, USA

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHSA B YKpaiHi

1) k.M.H. [Tominuyk /1.B.

MeauuHul [IEHTP TOBapUCTBa 3 0OMexkeHot0 BifmnosifanbHicTiO «KJITHIKA BEPYM EKCITEPT», M. KuiB
2) K.M.H. Ajamuyk I".A.

KomyHanbHe mignpremMcTBo «KpUBOPi3bKHMIA OHKOJIOTiUHMI [AWCIaHCep» JIHIMporeTpoBChKOi 006s1acHOI
paaiu», XimioTeparieBTUUHe BiajinieHHs, M. KpuBuii Pir

3) A.M.H., mpod. bormapenko 1.M.
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KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «MickKa KiiHiuHa jikapHs Ned» [IHINPOBCHKOI MiCBKOI pajw,
xiMioTepameBTHUHe Bififi/ieHHsS 3 [JIeHHUM CTal[ioHapoM, [IHIMPOBCHKUN Jiep)KaBHUM — MeAUuHUN
yHiBepcUTeT, Kaepa OHKOJIOTIT Ta MeUUHOI paziosiorii, M. JJHInpo

4) K.M.H. Ypcon ['"M.

[IpuBaTHe MiANPUEMCTBO TpHUBaTHAa BUpPOOHMUYA ¢ipMa «ALMHYC», JiKyBaJbHO-[iarHOCTUUYHUI LIEHTP,
M. KponuBHULIbKUT

5) k.M.H. Byp sz O.B.

KomyHanbHe HekoMmepliifiHe mignpueMcTBo «OO6acHUIA 1LIEHTP OHKOJIOTIii», OHKOXipypriuHe BifjineHHs
r0JIOBY Ta LU, M. XapKiB

6) 3aB. BigainenHsm boiiko B.B.

KomyHaneHe HekoMmepLiiHe miANpueMcTBO «[IpyMKapnaTCbKUM KIIiHIYHMM OHKOJIOTIYHMM LieHTp IBaHO-
dpaHKiBCBKOI 00/1aCcHOI pagu», Xipypriute BigzineHHs Ne2, IBaHO-PpaHKiBCbKUN Hal[iOHAIbLHUN MeJUUYHUI
yHiBepcuTeT, Kadeapa oHKosiorii, M. IBaHO-PpaHKiBCbK

[Ipernapatu OpiBHAHHS,
BHUPOOHMK Ta KpaiHa

Pembrolizumab; Keytruda; MK-3475; nemb6posnizyma6b, Kitpygza® 1374853-91-4, SUB167136, antu-PD-1
MOHOKJIOHa/IbHe aHTUTINO (Anti-PD-1 monoclonal antibody); po3uvH A/ BHyTpillHBOBEHHHX iH(]Y3ii;
1 ¢dakon ob'emom 4 mi Ans omHOpa3oBoro BuKopuictaHHs, 100 mr memOposisymaby B 1 dsakoni, 2
(1akoHU B KapTOHHIM ymnakoBLi; 25 mr/mi (minirpamis/mininitp); PPD Development Ireland Ltd., Ireland;
MSD International GmbH T/A MSD Ireland (Carlow), Ireland

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- MaTepianu A4Sl AOC/IiIyKeHHST

- nabopaTopHi Habopw;

- Hacoc J1s iHy3ii;

- nmiHil ans indysii bemmerangecnelikiny;
- il s iHgy3ii [Tembponizymaba;

- TEePMOMETPHY Min/max

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hoparok 2
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«docmimpkeHHs: Y0TUPU(AKTOPHOTO KOHIeHTpaty nporpombiHoBoro Komruiekcy OKTATIJIEKC y matjieHTiB
3 TOCTPOIO MAaCUBHOKO KPOBOTeUel0, 110 OTPUMYIOTh Tepariit0 MmepopajbHUM aHTUKOAryJsiHTOM MNpsMol Jii
(TTAKII/), inribitopom daktopa Xa», koa aocaimkenHs LEX-210, Bepcist 06 Big 18 motoro 2021 poky

3asgBHUK, KpaiHa

TOB «[Ipem’ep Pecepu YkpaiHa»

CrioHCOp, KpaiHa

«OxkTadapma AI» (Octapharma AG), I1Iselirjapis

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

OKTAIIJIEKC (uotupudakTOpHUI KOHI[EHTPAT IPOTPOMOIHOBOIO KOMILIEKCY, IO MiCTHThL (DaKTOpH
koarysisaii 11, VII, IX, ta X); JliodinizoBaHuii MOPOILIOK /711 PO3YMHY /151 iH’€KL[ili pa30oM 3 PO3UMHHUKOM
(ctepunbHa Boja mnsa  iH’ekwii 20 ma) y  daakoHax; 500 MO; Octapharma Pharmazeutika
Produktionsges.m.b.H., ABctpisi; Octapharma Dessau GmbH, HimeuunHa;

OKTAIIJIEKC (uotupudakTOpHUI KOHI[EHTPAT IPOTPOMOIHOBOIO KOMILIEKCY, IO MiCTHThL (DaKTOpH
koarysisiii 11, VII, IX, ta X); JliodinizoBaHuii MOPOILIOK /711 PO3YMHY /15 iH’€KL[ili pa3oM 3 PO3UMHHUKOM
(ctepunbHa Bosa mana  iH’ekuii 40 wmi) y  ¢uakonax; 1000 MO; Octapharma Pharmazeutika
Produktionsges.m.b.H., ABctpisi; Octapharma Dessau GmbH, HimeuunHa

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHSA B YKpaiHi

1) A.M.H., ipo@. TitoB L.I.

KomyHanbHe HekoMmepiiitiHe mignpuemMctBo «O6sacHa KiiHiuHa JiikapHsi IBaHO-®paHKiBCHKOiI 006/1acHOI
paau», BifJineHHs1 aHecTe3iosorii Ta iHTeHCUBHOI Tepariii, IBaHO-PpaHKiBCbKUI HallioOHaTbHUN MeJUYHUMN
yHiBepcuTeT, Kaeapa aHecTesiosiorii Ta iHTeHCHBHOI Teparii, M. IBaHO-®PpaHKiBCbK

2) A.M.H., ipod. ITigripauii .M.

KomyHanbHe HekomepijiliHe mignpueMcTtBo JIbBiBcbKOI 06macHOI pagu «JIbBiBcbkKa obslacHa KiliHiuHa
JIIKapHs», BiJI/liJIeHHs] aHeCTe3io/10rii Ta iHTeHCUBHOI Tepariii Nel, M. JIbBiB
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3) A.M.H., ipo@. [TunTiok O.B.

KomyHanbHe HekomepliiiiHe mianpuemMcTBo «LleHTpasbHa MicbKa KJIiHiYHA jikapHs IBaHO-PpaHKiBCHKOI
MiCBKOI pazin», BifiiineHHs Xipyprii, IBaHo-®paHKiBCbKHUI Hal[iOHAIbHUIM MeUUHUIN yHiBepcUTeT, Kadeapa
Xipyprii croMaTosnoriuHoro gaxkynibTeTy, M. IBaHO-®paHKiBCbK

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

Komnanisi, sika i€ 3a [JOBipeHiCTIO, IKy HaJaB CIIOHCOP UM 3asBHUK Ha BBe3eHHS JOCIi[PKyBaHHUX
miKapchKux 3acobiB Ta cymytHix martepianiB: TOB «ABIHEKC YKP» (Avinex Ukr, LLC), YkpaiHa, M.
Kwuis 02094, BYyJl. MypMaHCbKa

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




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«Bigkpure mocsikeHHsT OBroTpuBasoi 0e3reyHoCTi Ta TMepeHOCHMOCTI MepopaJbHOrO 3aCTOCYBaHHS
HiHTe/laHI0y TpUBAJiCTIO He MeHIlle 2-X POKiB Ha (OHi CTaHAAPTHOTO JiKyBaHHS y [iTedl Ta MiJ/iTKiB
3 KJIiHIYHO 3HauymMu (pibpo3yrourMu iHTepCTULIIMHUME 3aXBoproBaHHsMU jiereHb (InPedILD ™-ON)»,
Koz pociipkenns 1199-0378, sepcis 1.0 Big 17 yepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «JJOKYME/IC» («CIA JOKYMEJIC»), Jlatsist

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABctpis

[Tepernik foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Hintenani6 (nintedanib, Oder, Ofev) (BIBF 1120; uintenani6 (nintedanib)); karcymu m’siki; 150 wr;
Boehringer Ingelheim Pharma GmbH &Co KG, HimeuuuHa; Boehringer Ingelheim Pharma GmbH &Co
KG, Himeuuuna; Catalent Germany Eberbach GmbH, Himeuuuna; Almac Clinical Services (Ireland)
Limited, Ipnangis; Almac Clinical Services Limited, O6’egHane KoposictBo; Almac Clinical Services,
LLC, Souderton, PA, CIIIA; SGS INSTITUT FRESENIUS GmbH, Himeuumna; Nuvisan GmbH,
Himeuunna; Labor LS SE & Co. KG, Himeuunna; GELITA AG , HimeuunHa;

Hintenani6 (nintedanib, Oder, Ofev) (BIBF 1120; uintenani6 (nintedanib)); karcymu m’siki; 100 wmr;
Boehringer Ingelheim Pharma GmbH &Co KG, HimeuuuHa; Boehringer Ingelheim Pharma GmbH &Co
KG, Himeuuuna; Catalent Germany Eberbach GmbH, Himeuuuna; Almac Clinical Services (Ireland)
Limited, Ipnangisi; Almac Clinical Services Limited, O6’egHane KoposictBo; Almac Clinical Services,
LLC, Souderton, PA, CIIIA; SGS INSTITUT FRESENIUS GmbH, Himeuumna; Nuvisan GmbH,
Himeuunna; Labor LS SE & Co. KG, Himeuunna; GELITA AG , HimeuuuHa;

HinTenanib (nintedanib, Odes, Ofev) (BIBF 1120; HinTegani6 (nintedanib)); karncynu m’siki; 25 mr;
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Boehringer Ingelheim Pharma GmbH &Co KG, Himeuunna; Boehringer Ingelheim Pharma GmbH &Co

KG, HimeuunHa; Catalent Germany Eberbach GmbH, Himeuuuna; Almac Clinical Services (Ireland)
Limited, Ipnanzis; Almac Clinical Services Limited, O6’eqHane KoposiBctBo; Almac Clinical Services,
LLC, Souderton, PA, CIIIA; SGS INSTITUT FRESENIUS GmbH, Himeuunna; NUVISAN GmbH,
Himeuunna; Labor LS SE & Co. KG, Himeuunna; GELITA AG, HimeuunHa.

BignoBiganbaui (i)
JIOCJTiIHYK (1) Ta MiclLie
(s1) mpoBeeHHSI
BUINPOOYBaHHs B YKpaiHi

1. 3aB. Big. Oxkyn T.1.

KomyHa/ibHe HEKOMepIliiiHe MiIIpUeEMCTBO «3aropi3bka o0slacHa K/iHiuHa AWTSAYA JTiKapHS» 3aropi3bKoi
obs1acHOi paJy, y/IbMOHOJIOTiUHe Bii/ifieHHsI, M. 3aTOPiXOKs

2.1.M.H. Peukina O.0.

[HeprxaBHa yctaHoBa «HatlioHanbHUM iHCTUTYT (TU3iaTpii i myasmMoHosnorii imeni @.I". AnoBckkoro HAMH
YKpainu», Bijfji/IeHHs AUTAYO] ITyJIbMOHOJIOTIT Ta aneprosiorii, M. Kuis

3.K.M.H. [Tosisikos B.B.

KomyHa/nbHe HeKOMepIiiiiHe MignpueMCTBO XapKiBcbKoi o06sacHoi paau «O6jacHa JuTsya KiTiHiuHa
JIiKapHsi», MyJbMOHOJIOTiUHe BiffisieHHs1 (LeHTp JieTeHeBUX 3aXBOPIOBaHb Ta JereHeBOI TrimepTeHsii),
M. XapKiB

[Ipenapatui mOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpenapaTy
CyIyTHBOI Tepariii

- nabopaTtopHi Habopu A5 3a00py, IPUTOTYBaHHS Ta TPAHCMIOPTYBAHHS 3pa3KiB KPOBi Ta ceui
- TIJIACTUKOBI CTaKaHUMKU Jjisi 300py ceui

- CIipoMeTpy,

- y/IbCOKCUMeTpU

- TepMOMETPU MiH/MaKC

- TEeCT-CMY>KKHU [i/1s1 BUSIBJIEHHS BariTHOCTI

- IarepoBi JOKYMeHTH J1s TaLli€HTiB Ta JOCIiJHUKIB

- CTaiioMeTpu

- KOpOOKH

- IOJaTKOBI MaTepianu

KowmmaHis, fika [i€ 3a [JOBIPeHICTIO, fIKy HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [OC/IiKyBaHUX
JiKapchKUX 3acobiB Ta cynyTHix MaTepianiB: TOB «CMO-I'PYTI Ykpaina»

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




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

Panziomi3oBaHe, mo/iBiliHe criire, ramne00-KOHTPOIbOBaHe AOCTiPKEHHSI, 1110 MPOBOUTHCS y TlapaneTbHUX
rpynax /s BUBUYEHHS JyMaTellepOHY IIPM 3aCTOCYBaHHI [isi TIPOGiNaKTUKKA pelUUBY y TIAl[iEHTIB
3 mm3odpeHiero, Koz mociimkenHs 1T1-007-304, morpaeka 1 Big 10 6epesns 2021

3asgBHUK, KpaiHa

TOB «BOPJIJIBAV]T KJITHIKAJI TPAIJIC YKP»

CrioHCOp, KpaiHa

Intpa-Censibtoniap Teparis, [HK. (Intra-Cellular Therapies, Inc.)

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

nymareniepoH (ITI-007; lumateperone tosylate); karicynu 6inoro konbopy; 42 mr; Patheon, Inc, Canada;
[Tnare6o 10 mymMaTenepoH, Karcyiu 6isoro komsopy; Patheon, Inc, Canada;

nymareriepoH (ITI-007; lumateperone tosylate; lumateperone tosylate); Karcyaud CHHBO-6i/I0TO0 KOTBOPY
3 HariucoMm “ITI-007 42 mg”; 42 mr; UPM Pharmaceuticals, Inc, United States (USA)

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. [Iy6eHko A.€.

KomyHasibHe HeKOMepIiiiiHe miAnpueMcTBO XapKiBCbKOI 06/acHoi pagu «Ob1acHa KiiHiYHa TicUxiaTpyuyHa
nikapHsa Ne3», 14 mcuxiaTpyuuHe BiAfisieHHs AJig AOPOC/IUX (40JIOBiue), 25 mcuxiaTpuyHe BiAJieHHs [AJist
Jopocnux (kiHoue), M. XapkiB

2) pupexktop Kocenkosa I.B.

KomyHa/meHe HeKoMepIjifiHe mMmiArprueMcTBO «Uepkacbka o0siacHa TMicuxiaTpuuHa JiikapHs YepkacbKoi
obtacHoi pagu», iHoue BiggineHHs Ne 11, yosoBiue BigzinenHs Ne 12, M. Cmina, YUepkacbka 00/1aCTh

3) A.M.H., ripod. Jlincbkuii [.B.

[epxaBHa ycraHoBa «[HCTUTYT HeBpoJiOril, ricuxiatpii Ta Hapkosiorii HAMH Ykpainu», Bigain
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HeBiZIK/IaZiHOI TIcuxiaTpil Ta HapKosiorii Ha 6a3i BifieHHs KIIiHIUHOI, COLia/lbHOI Ta AMTAYOI TICHXiaTpil,
M. XapKiB

4) n.m.H. Mopo3 C.M.

KomyHanbHe mignpuemMcTBo «/IHimporeTpoBchka o6sacHa KiiHiyHa JfikapHsi iM. LI, MeuHuKoBa»
[uinporieTpoBcbKoi  obsiacHoi  paau, OO6macHME 1eHTP TICUXOCOMaTMUHMX PpO3/laZiiB  Ha  0Oasi
TICUXOHEBPOJIOTIUHOT0 BifiseHHs, M. HITIpo

5) ron. nikap [Tanamapuyk I1.B.

KomyHasnbHe HeKOMepIlifiHe MiIPUEMCTBO «XepPCOHCHKUM 00/acHUM 3aK/aj 3 Ha/laHHS TICHXiaTPUYHOI
JIOTIOMOTH» XepCOHChKOI 00/1acHOi pajiv, YosIoBiue mcuxiaTpuuHe BiggineHHst Ne3, )kKiHOUe McHXiaTpUuHe
BiaaisieHHst Ne10, M. Xepcos, c. CTernaHiBKa

6) a.M.H., npod. [Tigzkopuros B.C.

[epxaBHa ycTaHoBa «IHCTUTYT HeBposorii, rcuxiaTpil Ta Hapkosorii HAMH Ykpaiuu», Bifin KiIiHIYHOI,
coLjia/IbHOI Ta AUTAYOl rcuxiarpii, M. XapkiB

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

KomyHa/nbHe HeKOMepIliiiHe MipueMCTBO «BiHHMIIbKA 00/lacHa K/IiHiUHA TCHMXOHEBPOJIOTiUHA JTiKapHS
iMm. akaza. O.I. FOujenka BinHuipKoi obsacHoi Paaw», 3wmimaHe (4osioBide Ta »kiHoue) BipmimeHHs No2,
BiHHULIbKMM HallioHaTBLHUM MeiuuHuM yHiBepcuTeT iM. M.I. TTuporoea, Kadezpa rcuxiaTpii, HapKoJIOTii Ta
TICUxXoTepariii 3 KypcoM MiC/ISAUIITIOMHOI OCBITH, M. BiHHULA

8) A.M.H., npod. CkpunHikoB A.M.

KomyHanbHe mignpuemctBo «OO6macHW 3akiaf, 3 HaJaHHA IICHUXiaTpU4yHOI zAoroMord IlonTaBchKoi
obrmacHoi paau», >KiHOYe TOCTpe 3arajbHOICUXiaTpuuHe BiAfineHHs 5-06, uosoBiue TOCTpe
3arajibHOMNCUXiaTpuuHe BijfineHHs1 2-a, [lonTaBCcbKuM [Jep)kaBHUM MeJUUYHUM YHiBepcuTeT, Kadezpa
ricuxiaTpii, HapKoJIorii Ta MeUuyHOI nicuxosorii, M. [TonraBa

9) a.m.H., npod. Benrep O.I1.

KomyHanbHe HekoMepLiliHe mignpueMcTBo «TepHomisibchbka o6sacHa KiiHiYHAa TICMXOHEeBPOJIOTiuHa
nikapas» TepHomisbCbKOi 067acHOI pagy, TicuxiatpuuHe BifgieHHs No2 (4osoBiue), TCHMXiaTpHUuHe
BiazineHHss Ne6  (kiHoue), TepHOMi/NIbCbKWM  Hal[iOHA/bHUM  MeJAUUHWW  yHIBepCUTeT  iMeHi
I.41. T'opbaueBchkoro MiHicTepcTBa OXOPOHH 3[0pOB'St YKpaiHW, Kadezapa IicuxiaTpii, HapkKosorii Ta
MeJu4HOI ricuxosiorii, M. TepHorinb

10) ronoBHuii nikap Bosouyk A.€.

KomyHanbHe HeKoMmepliiiiHe mianpueMcTBo «Ofecbkuid 061acHUM MeIMYHUM 1IeHTpP TICUXiYHOTO 3/]0pOB's»
Opecbkoi 06/1acHOT pajiy, BiggisieHHs: Ne6 (dosoBiue), Nol12 (xiHoue), m. Ofneca
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[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CymnyTHi —
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbsHoro pgupexkropa Jlupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«[ToppiliHe citinie, paHziOMi30BaHe, I1alle00-KOHTPOIbOBAHe OaraTOIIEHTPOBE JOC/IiKEHHS [/Is1 OLIHKH
edeKTUBHOCTI Ta Oe3reKu esliH3aHETAaHTY AJIs JIIKyBaHHS Ba30MOTOPHUX CHMIITOMIB TPOTATOM 26 THDKHIB
y )KIHOK y mocTMeHonay3i» , Kog gocaimkeHHss BAY 3427080 / 21652, Bepcist 2.0 Big 15 uepBHs 2021

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHa

CrioHCOp, KpaiHa

Bbaviep Koncbtomep Kep AT, I1IBeiiiiapis

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Elinzanetant; Eninzanerant; BAY 3427080; karicynm M’siki; 60 wmr (misirpam); Karament ®apma
Comomtionc JIJIC (Pinagensdis) CHIA (Catalent Pharma Solutions, LLC Philadelphia, USA); Baitep AT’
(JIeBepky3eH), HimeuunHa (Bayer AG, Leverkusen, Germany); baiiep A" (bepnin), HimeuurHa (Bayer AG,
Berlin, Germany); ®iwep Knikan Cepsicec 'MBX (Fisher Clinical Services GmbH), Himeuunna; KaraneHT
®apma Comomrionc JIJIC (Cenr Iurepcbepr, ®mopuga) CIIIA (Catalent Pharma Solutions, LLC St.
Petersburg, Florida USA);

[Tnate6o pgo Elinzanetant (EninzaHeranT); karcynmu M’ski; Karanentr @apma Coumotrionce JIJIC
(Pinapenndis) CIIA (Catalent Pharma Solutions, LLC Philadelphia, USA); Baitep AI' (JIeBepky3eH),
Himeuunna (Bayer AG, Leverkusen, Germany); baltiep AI' (Bepsnin), HimeuunHna (Bayer AG, Berlin,
Germany); @iwep Knikan Cepsicec 'MBX (Fisher Clinical Services GmbH), HimeuuriHa; Katanent ®apma
Comomriorc JIJIC (Cent ITutepc6epr, ®nopuga) CIIIA (Catalent Pharma Solutions, LLC St. Petersburg,
Florida USA)
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Bignosigansuuii (i) 1) k.M.H. Perena C.I.
JIOCJTiTHYK (1) Ta Miclie [JeprxaBHa HayKoBa ycTaHOBa «LleHTp iHHOBaLilHKUX MeAUUHUX TexHosorii HAH Ykpainu», rinekosioriuse
(s1) mpoBejeHHS BifnineHHs, M. Kuis

BUTIpOOYBaHHA B YKpaiHi | 2) A.M.H., ipod. Koceit H.B.

[epxaBHa ycTaHoBa «IHCTUTYT mepiaTpii, akyliepcTBa i riHeKoJsiorii imeHi akagemika O.M. JIyk'ssHOBOI
HauioHanbeHOT akazeMii MeJUUHUX HayK YKpalHW», Bi/iIi/IeHHs eHJOKPUHHOI TiHeKosoril, M. KuiB

3) 3aB. Bigainenus lllanimos B.I.

KomyHasibHe HeKOMepIIiliHe MiJIpUEMCTBO «3aropi3bKa 06/1acHa KiTiHiUHa JliKapHs» 3aropi3bKoi 06s1acHoi
pajiy, Biili/IeHHS TiHEKOJIOT11, M. 3aropixoKs

4) p.M.H., ipod. ["amxwuii L.FO.

BijokpemyieHuit migpo3zii MeJUKO-CaHiTapHa YacTHHA MyOJIiYHOrO akKilioHEpHOTO ToBapucTBa «MoTop
Ciu», riHeKoJIoTiuHe Bififii/IeHHs, M. 3aropixoKs

5) A.M.H., ipod. Makapuyk O.M.

KomyHasibHe HeKOMepIiiliHe mignpueMcTBO «IBaHO-DpaHKiBChKUI 00/1acHU TIepyUHaTabHUMN LIeHTp IBaHO-
@pankiBcbKoi 006macHOi pagu», LleHTp myiaHyBaHHs cim'l, IBaHO-PpaHKiBCbKMI HalLliOHATLHUNA MeJUUHUMA
yHiBepcureT, Kadepa aKkyliepcTBa i FiHeKOIOTil Mic/IAUNIIOMHOI OCBITH, M. IBaHO-®paHKiBChK

6) A.M.H., ipo@., unen-kop. HAMH Yxkpainu TaTtapuyk T.®.

ToBapHCTBO 3 0OMEXKEHOIO BifnoBifampHicTIO «Meauunuii 11eHTp «BEPYM», M. Kuis

[IpenapaTtu MOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi - mabopartopHi Habopw;
Marepiaau/mpenapaTtu - eJIeKTPOHHUI nopTaTuBHUM nipuctpiii (e-Diary, (ERT));
CYNyTHbOI Teparnii - TIJIAHIIeTHUM HOYTOYK [OC/TiJHULIBKOTO [IeHTPY

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




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«PanziomizoBaHe, mofBiliHe ciiinie, TIare00-KOHTPOJBLOBAHE [OCTI/PKEHHS B Tapasie/lbHUX TpyTax [jist
OLIiHKM e()eKTUBHOCTI Ta 6e3rmevHoCTi Ayrmisiymaly y MarfieHTiB 3 a/jiepriuHuM rpuOKOBUM PHUHOCHHYCHTOM
(AT'PC)», ko pocrimkenass EFC16724, 3 monpaBkoro 01, Bepcist 1 Big 30 6epe3nst 2021 poky

3asgBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CrioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiC peliepiil e feBesionMaH, PpaHiiis)

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Oyminmymab; SAR231893; Dupilumab; REGNG668; Dupixent®; po3umH anas iH’ekuin (mo 300 mr y
TIoTIepeJHhO HAroBHeHUX Immpuijax 06’emom 2 mim); 150 mr/mn; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inma Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis
Private Co. Ltd., Budapest Logistics and Distribution Platform (inma na3a — Sanofi-Aventis Private Co.
Ltd., Budapest Logistics and Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron
Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc., USA; Nitto Avecia Pharma Services, Inc. (iHma
Ha3Ba - Nitto Avecia Pharma Services), USA; Fisher Clinical Services (inma Ha3Ba - Fisher Clinical
Services Inc.), USA; Catalent Indiana LLC (inima Ha3Ba — Cook Pharmica LLC), USA; Creapharm Inc.,
USA; Eurofins Lancaster Laboratories, Inc., USA; Almac Clinical Services Limited (inia Ha3Ba - Almac
Clinical Services Ltd.; Almac Clinical Services), United Kingdom; Creapharm Clinical Supplies (iHma
Ha3Ba — CREAPHARM), France; Sanofi Winthrop Industrie, France; Sanofi-Aventis Deutschland GmbH,
Germany; Regeneron Ireland Designated Activity Company (DAC) (inma Ha3Ba — Regeneron Ireland
Designated Activity Company), Ireland; PPD Development Ireland Ltd., (iHma Ha3Ba — Pharmaceutical
Product Development (PPD)), Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany;
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Eurofins Biopharma Product Testing Ireland Limited, Ireland,;

[Mnaue6o mo Hyminymaby (Dupilumab, REGN668, SAR231893; 150 mr/mm), po3uuH s iH’ €KLl y
nonepefHbo HanoBHeHux wmpuniax; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHma
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform (inia HasBa — Sanofi-Aventis Private Co. Ltd., Budapest Logistics and
Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron Pharmaceuticals, Inc., USA;
Nelson Laboratories, Inc., USA; Fisher Clinical Services (inmia Ha3Ba - Fisher Clinical Services Inc.), USA ;
Catalent Indiana LLC (inma Ha3Ba — Cook Pharmica LLC), USA; Creapharm Inc., USA; Almac Clinical
Services Limited (inia Ha3Ba - Almac Clinical Services Ltd.; Almac Clinical Services), United Kingdom;
Creapharm Clinical Supplies (inia HazBa — CREAPHARM), France; Sanofi Winthrop Industrie, France;
Sanofi-Aventis Deutschland GmbH, Germany; PPD Development Ireland Ltd., (iHimma Ha3Ba -
Pharmaceutical Product Development (PPD)), Ireland;

Oyminymab; SAR231893; Dupilumab; REGN668, Dupixent®; posunH pis iH’ekyiii (mo 200 mr y
rorepeIHbO HANlOBHEHMX Impuijax 06’emom 1,14 mm); 175 mr/min; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT (inia Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis
Private Co. Ltd., Budapest Logistics and Distribution Platform (inma Ha3Ba — Sanofi-Aventis Private Co.
Ltd., Budapest Logistics and Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron
Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc., USA; Nitto Avecia Pharma Services, Inc. (iHiia
Ha3Ba - Nitto Avecia Pharma Services), USA; Fisher Clinical Services (inma nHa3Ba - Fisher Clinical
Services Inc.), USA; Catalent Indiana LLC (inma Ha3Ba — Cook Pharmica LLC), USA; Creapharm Inc.,
USA; Eurofins Lancaster Laboratories, Inc., USA; Almac Clinical Services Limited (inma Ha3Ba - Almac
Clinical Services Ltd.; Almac Clinical Services), United Kingdom; Creapharm Clinical Supplies (iniua
Ha3Ba — CREAPHARM), France; Sanofi Winthrop Industrie, France; Sanofi-Aventis Deutschland GmbH,
Germany; Regeneron Ireland Designated Activity Company (DAC) (inma Ha3Ba — Regeneron Ireland
Designated Activity Company), Ireland; PPD Development Ireland Ltd., (inma Ha3Ba — Pharmaceutical
Product Development (PPD)), Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany;
Eurofins Biopharma Product Testing Ireland Limited, Ireland,;

[Mnae6o mo Hyminymaby (Dupilumab, REGN668, SAR231893; 175 mr/mm), po3uvH s iH’ €KLl y
nonepefHbo HanoBHeHux wmnpuniax; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (iHma
Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Sanofi-Aventis Private Co. Ltd., Budapest
Logistics and Distribution Platform (inma Ha3Ba — Sanofi-Aventis Private Co. Ltd., Budapest Logistics and
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Distribution Center), Hungary; Sanofi US Services Inc., USA; Regeneron Pharmaceuticals, Inc., USA;
Nelson Laboratories, Inc., USA; Fisher Clinical Services (inma Ha3Ba - Fisher Clinical Services Inc.), USA ;
Catalent Indiana LLC (inma Ha3Ba — Cook Pharmica LLC), USA; Creapharm Inc., USA; Almac Clinical
Services Limited (inia Ha3Ba - Almac Clinical Services Ltd.; Almac Clinical Services), United Kingdom;
Creapharm Clinical Supplies (inma Hazsa — CREAPHARM), France; Sanofi Winthrop Industrie, France;
PPD Development Ireland Ltd., (iHia Ha3Ba — Pharmaceutical Product Development (PPD)), Ireland

Bianosigansuuii (i) 1) A.M.H., ipod. AHgpeiturH C.M.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HekoMepliiHe MiANpUeMCTBO «TepHOMiIbCbKAa KOMyHalbHa MicbKa JliKapHs Ne2»,
(s1) mpoBefeHHS TepaneBTUYHe BigjiieHHss Nel, TepHOMibCbKUI HalLliOHA/IbHUM MeJWUHUM  yHiBEpCHUTET iMeHi

BunpoOyBaHHs B YKpaini | [.51. T'opbaueBcrkoro MiHicTepcTBa OXOpPOHHM 370pOB'st YKpaiHu, Kadezipa TpOIeAeBTUKH BHYTPIllIHbOI
MeJMLIMHU Ta ¢pTu3iaTpii, M. TepHOMi/ib

2) nikap ®imyk P.M.

KomyHaneHe HekomepLiiliHe miAnpuemMcTBo «LleHTpasbHa MicbkKa KJIiHIYHA JiKapHs IBaHO-PpaHKiBCHKOI
MICBKOI pagu», BigaineHHs Mikpoxipyprii JIOP-opraHis, M. IBaHO-®paHKiBCBK

3) nikap OmepoBa JI.M.

MenuuHul [IEHTP TOBapUCTBA 3 0OMeXXeHO0 BifmoBizanpHicTI0 « Meauunmii LeHTp «KoHcumiym Megikan»,
KJ/IIHIKO-KOHCYJ/IbTaTUBHE BiJJieHHs, M. KuiB

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi CynyTHi MaTepianu:
Marepianu/mpernapaTy - mabopartopHi Habopw;
CYTyTHBOI Tepariii - enieKTpoHHi 1moaeHHUKH (Bluebird SF550)

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




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«[ToppittHe cmime, paHOMi30BaHe, TIalle00-KOHTPO/IBOBAaHe, 0OaraTOL[EHTPOBE  IOCTIKEHHS B
amMOy/laTOPHUX YMOBax y TapajelbHMX Tpyrax [jis OLiHKK e(eKTUBHOCTI Ta Oe3reuHoCTi mperapary
CrakkaTo AsrpasosiaM y y4YaCHHUKIB JOC/i)KeHHs BIKOM 12 pOKIB i cTapiie 3i CTepeOTUITHUMU TPUBAIUMU
Harazamu», Kog gociigkeHnss EP0162, Big 02 munasg 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi bioapma EcApEn, Besbris / UCB Biopharma SRL, Belgium

[Tepernik foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Crakkato Aunmpaszonam (UCB7538; ALPRAZOLAM; alprazolam); mopoliok [jis iHransijiiHoro
3actocyBaHHs; 2 mr (minirpam); UCB Pharma SA, Besnbrisi; Element Materials Technology Oakland -
Concord, Inc., CIIIA; Fisher Clinical Services GmbH, IlIBeiitiapisi; Almac Clinical Services Limited, UK /
Benuka Bpuranisi; Alexza Pharmaceuticals, Inc., CIIIA; Pacific BioLabs, CIIIA; Almac Clinical Services
LLC, CIIIA; Fisher Clinical Services, CIIIA;

[Tnaie6bo go CrakkaTto AUIpa3osiaM, TOPOIIOK i iHrassifiiiHoro 3actrocyBaHHs; UCB Pharma SA,
benbris; Element Materials Technology Oakland - Concord, Inc., CIIA; Fisher Clinical Services GmbH,
[Isetiyapisi; Almac Clinical Services Limited, UK / Benuka bputanisi; Alexza Pharmaceuticals, Inc., CILIA;
Pacific BioLabs, CIITA; Almac Clinical Services LLC, CIIIA; Fisher Clinical Services, CITTA

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) p.m.H., ipod. Iybenko A.€.

HepxaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiatpii Ta Hapkosiorii HarjioHaneHOI akazemii MeauuHUX
HayK YKpaiHw», Biggin guTsa4uoi nCMXOHeBPOJIOTii Ta MapoKCU3Ma/IbHUX CTaHiB, M. XapKiB

2) reH. aupektop Bonomgyk A.€.
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KomyHanbHe HeKOMepIiiiiHe mignpueMcTBo «OmechbKuii 00/1aCHUN MeAMUHUN [IEHTP TICUXiUHOTO 37I0POB’SI»
Opecbkoi ob/acHOI pajy, BigaiieHHs Ne2, M. Ozeca

3) k.M.H. Homonsik FO.1O.

Mepanunuii 1ieHTp «/liamen» ToBapucTBa 3 0OMe)KeHOI0 BiJIOBifambHICTIO «MeauuHuii 1jeHTp «liamemn»,
M. YKropoJ

[Iperniapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. renepa/ibHOro JupeKkTopa /{upeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«®a3a II, moggiliHe ciiinie, paHzOMi3oBaHe, T1aleb0 KOHTPOIbOBaHe, Y Mapaje/bHUX IPyrMax, A0C/TiIKeHHS
3 METOI0 BUBUEHHS MOTEHIL[iHHUX aHTUAMCKiHeTHUHHX BiactuBoctedi CPL500036 (inribitop PDE10A) y
naifieHTiB i3 xBopobOoro IlapkiHCOHa, SIKi CTPaKIAIOTh Bif AUCKiHe3ii, cripuunHeHoi JIeBoJoIor», KoJ
pgocnigykeHHss 03PDE2020, Bepcis 2.0. Big 16 yunHsa 2021 poky

3asiBHUK, KpaiHa

TOB «®apma Kommnekc Comrowias FOA», YkpaiHa

CnoHcop, KpaiHa

Celon Pharma S.A, TTonbuia

[Tepernik foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

PG20 (PG203 or CPL500036) (PG 20 (PG203 or CPL500036); PG 20, PG203, CPL500036; CPL500036
(PDE10A inhibitor)); karicymu tBepzi; 1 karcymna mictuts 10 mr CPL500036 ab6o minaiie6o. Karicynmu tBepzi
3 PG203, CPL500036 y amrominieBomy 6Ostictepi; 10 mr; Celon Pharma S.A, TTonbiia;

[Tnae6o g0 PG20 (PG203 or CPL500036), karicymu TBepi; 1 Karcynaa mictute 10 mr CPL500036 abo
mtare6o. Karicysmu Bepai 3 PG203, CPL500036 y anmtominieBomy 6stictepi; Celon Pharma S.A, Tlonbija

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1.) A.M.H., npod. demueHko A.B.

HaBuanbHO-HayKOBUM MeJWYHUN LIeHTP «YHiBepcuTeTChKa KiiHika 3/JMY», HeBposiOriuHe BifJileHHS,
LIEHTP BereTaTUBHUX PO3J1aJliB, M. 3aMOPIXKs

2) k.M.H. Tomax H.B.

MeauuHui [IeHTP TOBapUCTBa 3 0OMexkeHOro BifmoBiganbHicTio «IHET-09», M. 3amopixoks

3) k.M.H. Mopo3 O.M.

[epxaBHa ycTaHOBa «YKpaiHCbKUM [iep)KaBHUM HayKOBO-JOCTIAHUNA IHCTUTYT MeJUKO-COLjiaTbHUX
npobsieM  iHBamigHOCTI MiHicTepcTBa OXOpPOHU  3/I0POB’S YKpainu», BifJileHHs HeBpOJOrii Ta
MOrPaHUYHUX CTaHiB, M. JIHITIpO
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4) a.M.H., pod. Miujenko T.C.
[epkaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosorii HarjioHanpHOI akazeMii MeaUYHUX
HayK YKpaiHW», BilZji/1 CYJMHHOI N1aTOJIOTi TOJIOBHOI'O MO3KY, M. XapKiB

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepansHoro aupexkropa /lupeKkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bararoijeHTpoBe paHi0Mi30BaHe MO/[BikHO cine aocimkeHHs 111 da3u, 1110 TPOBOUTHCSA 3 METOO OLIIHKU
edeKTUBHOCTI, 6e3rmeuHOCTi Ta nepeHocuMocTi niperiapaty IMU-838 y nopiBHsIHHI 3 r1atjebo npu jliKyBaHHi
JIOPOC/IMX TALli€HTIB i3 peLyUBYIOUMM pO3CissHUM cKiepo3oM (KozoBe ro3HaueHHs:: ENSURE-1)», kof
jocnimxkenssi P3-IMU-838-RMS-01 (ENSURE-1), ¢inansHa Bepcis 2.0 Bizg 10 ceprnns 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«IMmmyHik ATI'» [Immunic AG], HimeuunHa

[Tepernik foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

IMU-838 (IMU-838; 1354012-90-0; Bigodnyaumyc xanbijito (IM90838) / Vidofludimus Calcium
(IM90838)); Tabnetka; 15 mr; «Haupt Pharma Wulfing GmbH», HimeuunHa; «Fisher Clinical Services
GmbH», HimeuunHa; «Nuvisan GmbH», HimeuunHa;

IMU-838 (IMU-838; 1354012-90-0; IMU-838-RC; Bigodayaumyc kanbijito (IM90838) / Vidofludimus
Calcium (IM90838)); Tabnetka; 30 mr; «Haupt Pharma Wulfing GmbH», HimeuuuHa; «Fisher Clinical
Services GmbH», HimeuunHa; «Nuvisan GmbH», HimeuunHa;

miare6o mo IMU-838 (manie6o g0 IMU-838); Tabnetku; «Haupt Pharma Wulfing GmbH», HimeuunHa;
«Fisher Clinical Services GmbH», Himeuunta; «Nuvisan GmbH», HimeuunHa

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. Nanyma A.IL

KomyHanmeHe HekoMmepijitiHe mianpuemMctBo KuiBcbkoi ob6sacHoi pagy «KuiBcbka o6acHa KiTiHiuHa
JIIKapHs», HeBPOJIOTiuHe BifAineHHs, M. KuiB

2) K.M.H. I'anuu JI.D.

MeauyHUH [IEHTP TOBAPUCTBA 3 00MEXKeHO0 BinoBianbHicTIO «CMapT Megikan [enTp», M. Kuis
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3) K.M.H. ['oBbax I.0.

KomyHanbHe HekoMmepliiHe mianpuemMctBo «Micbka mosikaiHika Ne9» XapkiBcbKoi MiCbKOi pajw,
Bi/ifiiNieHHs1 BY3bKUX (haxiBI[iB, XapKiBCbKa MeJMUHA aKa/eMisl TiC/IsaJUIIoMHOT OCBiTH, Kadepa 3arajbHol
TpaKTHUKU-CiMeHHOT MeZUIIMHU, M. XapKiB

4) k.mM.H. I'pebentok I'.B.

KomyHanbHe HekoMmepliiliHe mignpueMcTBO «Micbka KiiHiuHa jikapHs Ne7» XapkiBcbKoi MicbKOi pajwu,
HeBpoJioriuHe BiagineHHs Nel, XapkiBcbka MeJuUHa akafieMis TMiC/IAJUIUVIOMHOI OCBiTH, Kadezpa
HEeBPOIIaTo/IoTii Ta HeMpoXipyprii, M.XapkiB

5) A.M.H., ripod. ['pub B.A.

JIikyBasibHO-/liarHOCTUUHMN 1eHTp «Hetipo I'nmoban» ToBapucTBa 3 0OMe)keHO BizroBifanbHicTIO «Helpo
I'noban», mMiKyBaabHO-MPOdiTAKTHUHUH MiApo3Aia, M. IBaHo-PpaHKiBChK, ¢. KpuxiBiii

6) A.M.H., ipod. JIutBuHeHko H.B.

JIiKyBa/IbHO-/1iarHOCTUYHHH 1[eHTP TOBAPUCTBA 3 0OMEXXEHOI0 Bi/MOBianbHICTIO « MeIKOHTUHEHT», LIEHTP
HeBpoJIorii Ta peabisiTariii, M. [TonTaBa

7) k.M.H. [Tactopa .M.

XapkiBCcbKa KJ/IiHIYHA JiKapHA Ha 3ani3HWYHOMYy TpaHcrnopTi Nel ®inii «lleHTp OXOpOHM 340pOB’sI»
aKL[IOHEPHOT'O TOBAPUCTBA «YKpaiHCbKa 3a/li3HHLIS», 3-€ HEBPOJIOTiUHe BiJ/ieHHs, M. XapKiB

8) A.M.H., pod. ITamkoBchkuii B.M.

Ob6sacHe KOMyHa/TbHe HEKOMEPIIiliHe MiApueMCTBO «YepHiBellbKa 00/1acHa K/IiHIUHA JIiKapHs», MiApO3/ia
HeBpoJiorii, M. YepHiBLi

9) k.m.H. ITicoupka O.B.

JepkaBHa ycrtaHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosorii HarjioHanpHOI akazeMii MeauYHUX
HayK YKpaiHu», Biii/IeHHsI ayTOIMYHHUX Ta JlereHepaTUBHUX 3aXBOPHOBAaHb HEPBOBOI CMCTeMU, M. XapKiB
10) nikap [Tpuropnawuiipka f.1.

KomyHaneHe HekomepijitiHe mianpuemctBo KuiBcbkoi obsacHoi paau «KuiBchbka o6acHa KiliHiuHa
JIiKapHsS», BifieHHs peabiniTaliii XBOpUX 3 HAC/TiJKaMX HEBPOJIOTiUHUX 3aXBOPIOBAHb Ta TpaBM, M.KuiB
11) a.m.H., nmpod. Cokososa JI.I.

MenuuyHuii 1[eHTP TOBapuCTBa 3 OOMeXeHOw BiAmoBiganbHicTIO «Meadya-Kiinik», JiKyBasbHO-
nipodinakTuyHui migposzain, M. Kuis
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12) a.m.H., mpod. [Ikpobor C.1I.

KomyHanbHe HekoMepliiliHe TiAnpueMcTBO «TepHomMisibchbKa o6sacHa KiTiHiYHAa TICUXOHEBPOJIOTiuHa
nikapHsi» TepHOMiTbChKOI 06/1aCHOT pajiv, Mepiile HeBpoJIoTiuHe BiagineHHs, M. TepHoOMib

13) 3asB. Big. llenoTinHuk B.I1.

KomyHanbHe HekoMepLiliHe mMiANpUeMCTBO Mapiynosnbcbkoi MicbKoi pagu  «Mapiynonbcbka MicbKa
qmikapHa Ned im. LK. Maiyka», HeBpOJIOTiyHe BifJileHHS [/ XBOPUX 3 TOPYLUIEHHAM MO3KOBOI'O
KpoBooOiry i roctpoi naroJiorii ITHC 3 nanaroto iHTeHCUBHOI Tepariii, M. Mapiymosb

ITpenapatu MOpiBHSHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«Panziomi3oBaHe, 6araTorieHTpOBe, MO/BikHe CJTille AOCTiKeHHSs, 3 BUKOPUCTAHHAM Tuialiebo0 Ta mpemnapary
MOPiBHSIHHA B $IKOCTi KOHTPO/IO, Y TapajejbHUX TIpynax /[Jisi TOPiBHSIHHS TIJIiKeMiUHUX edeKTiB,
0e3rMeyHoCTi Ta IepeHOCUMOCTI MeTGOPMiHy Tifpoxopu/ B TabeTKax i3 3aTPUMKOI BUBiIbHEHHS [iF0UO1
PEUOBMHHM Y TAI[iEHTIB i3 LIyKPOBUM [iabeToM 2-ro TUMy i BapiabenbHOIO (DYHKIII€I0 HUPOK Bifi HOpMU [0
XHH cragii 3b», ko nocaimpkenas ANJ900D3501, Bepcist 2 Bifg 22 uepBHsi 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTI0 «JIABKOPIT K/TTHIKAJI JEBEJIOTIMEHT YKPAIHA»

CrioHCOp, KpaiHa

Anji Pharma (US) LLC, CIITA

[Tepetik goC/iIKyBaHUX
nKapChKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

MeTtdopmMmiHy rigpoxsopug i3 3aTpuMmKoro BuBinbHeHHs1 (MetDR) (ANJ900; ANJ900; Metformin HCI;
SUB03200MIG; C4H1IN5 ¢ HCL; N,N-dimethylimidodicarbonimidic diamide monohydrochloride;
Metformin hydrochloride, metdopminy rizpoxnopun); Tabaetku; 900 mr (mimirpam); Aurobindo Pharma
Limited, Inzis; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical, Inc., CIITA; Catalent Germany
Schorndorf GmbH, Himeuunna; Catalent CTS (Edinburg) Limited Cnonyuene KoposiBctBo; Catalent
Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipiaxgis;

nanebo 10 MetdopMmiHy rigpoxsiopuj i3 3aTpuMKkoro BuUBiIbHeHHs (MetDR) (marje6o go ANJ900);
tabnetku; Aurobindo Pharma Limited, Iuzis; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical,
Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuuwnna; Catalent CTS (Edinburg) Limited,
Crnonyuene KoponiBcto; Catalent Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipnangis;
nane6o g0 (Metformin hydrochloride, Merdopminy rigpoxsopu); TabmeTKH, BKPUTi IITiIBKOBOIO
obosoHKO10; Glatt Air Techniques, Inc. (GAT), CIITA; EMSL Analytical, Inc., CIIIA; Catalent Germany
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Schorndorf GmbH, HimeuuwnHa; Catalent CTS (Edinburg) Limited, Crionyuene KoposniBctBo; Catalent
Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipiangis; CoreRx, Inc., CIIIA; SGC Life Science

Services, CIITA

BianosigansHuii (i) 1) nikap Binotkau O.Y.
JIOCTiHYK (M) Ta MicLie MenuuHul 1I€HTP TOBApUCTBa 3 0OMeXKeHOIO BimnoBimanbHicTIO «EmenbBeiic Megikce», JiKyBa/lbHO-
(s1) mpoBeaeHHs ripodinakTHUHUM TiApo3aia, M. Kuis

BUMIPOOYBaHHA B YKpaiHi | 2) sikap Xanimon H.IT.

KomyHanbHe HekoMepijiliHe TignmpueMcTBO «YepHiriBcbka Micbka JiikapHsi Ne2» UepHiriBcbkoi MiCbKoi
paju, TeparieBTUYHe BifJi/leHHs, M. UepHIiriB

3) A.M.H., ipod. Maptuniok JI. I1.

KomyHanbHe HekoMepLiiHe MiANPUEMCTBO «TepHOMINbCbKA YHIBEpCUTeTChbKA JiKapHs» TepHOIiIbChKOI
obmacHoi paau, BiagineHHs Hedposorii, TepHOMiIbCHKUM Hal[iOHaIbHUM MeUUHUN yHiBepcuTeT imeHi I.51.
I'opbaueBchbkOoro MiHicTepcTBa OXOpOHM 370pPOB's YKpaiHu, Kadeapa BHYTPIlIHBEOI MeauiHU Ne3,
M. TepHoMib

4) k.m.H. [lepepsa JI.A.

KomyHanbHe HekoMeplliliHe miAnpueMcTBO «Micbka KiiHiuHa JiikapHs Ne2 imeHi mpod. O.O. IllanimoBa»
XapKiBCbKOI MiCBKOI pajiy, BiieHHsI eHA0KPUHOJIOril, M. XapKiB

5) nikap 3noBa T.I.

Mennunuii eHTp «OK!KmiHik+» TOBapucTBa 3 0OMEXXEHOK BiJNOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX JOC/IiI)KeHb», CTaljioHapHe BiaaineHHs, M. Kuis

6) nikap ITocton C.B.

Mepuunuii  1jeHTp ToBapucTBa 3 00MeXXeHOIO BifmnoBifanbHicTIO «Menoya-KniHik», JiKyBaabHO-
npodilakTHYHUM Mifipo3ain, M. Kuis

[MpenapaTtui MOPiBHSIHHS, Metformin hydrochloride, metrdopminy rigpoxmopuz (Metformin HCl; SUB03200MIG; C4H11N5 « HCI;
BUPOOHMK Ta KpaiHa N,N-dimethylimidodicarbonimidic diamide monohydrochloride; Metformin hydrochloride); Tabnetku,
BKDUTI TUTiIBKOBOIO 00070HKOI0; 500 wmr (mimirpam); Aurobindo Pharma Limited, Iuzis; Glatt Air
Techniques, Inc. (GAT), CIIA; EMSL Analytical, Inc., CIIIA; Catalent Germany Schorndorf GmbH,
Himeuunna; Catalent CTS (Edinburg) Limited, Cnionyuene KoposiBctBo; Catalent Pharma Solutions, LLC,
CIIIA; MIAS Pharma Limited, Ipnangis;

rnaie6o 0 (Metformin hydrochloride, MmeTdopminy rizpoxnopun); TabeTKy, BKPUTI IUTiIBKOBOIO
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obosonkoro; Glatt Air Techniques, Inc. (GAT), CIIIA; EMSL Analytical, Inc., CIIIA; Catalent Germany
Schorndorf GmbH, Himeuuwna; Catalent CTS (Edinburg) Limited, Cronyuene KoposicTBo; Catalent
Pharma Solutions, LLC, CIIIA; MIAS Pharma Limited, Ipnangis; CoreRx, Inc., CIIIA; SGC Life Science
Services, CIITA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepariii

B.o. renepansHoro jupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopaTok 11
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikaris cyTreBoi
TIOTIPaBKU

Iocwe mocipKyBaHUX JTiKapchbKux 3acobiB: Ilpancetuni6, IMakmitakcen, Hab-makmitakcen, [ucriatus,
Kap6oriatu, ITembponizyma0b, I'emimrabin, IlemeTpekcen, Bepcis Big Oepesnst 2021 p.; /lomaBaHHS
nipenapaTy nopiBHsiHHSA [laknitakcen (Paclitaxel, Sindaxel, RO0247506), KoHLIeHTpaT [/s1 PO3UMHY /s
BHYTpilIHbOBeHHUX iHQY3iK, 150 mr/25 ma (6 mr/mn) (BupobHuku: Intac PapmacekioTikanc Jlimiten
(Matopa), Ingisi; Intac Papmackrotikanc Jlimiten (Papmes), Inais; AxraBic Itamis C.ILA., Itanis;
Cingan ®@apma CPJI, PymyHist); 3pa3ku MapKyBaHHS IperapaTy nopiBHsHHS [lakiiTakcesn, KOHL|eHTpaT
JUTST PO3UMHY [I/Isi BHYTPilIHBOBeHHUX iHQY3iid, 150 mr/25 M (6 mr/mi), Bepcis Big 19 6epesns 2021 p.;
HNopaBanHsi TmiperapaTy TmopiBHsSHHS HabO-makmitakcen (Nab-paclitaxel, AOpakcan, Abraxane,
R0O0247506), nopormiok ajsis cycrieHsii ais indysiti, 100 mr (BupobHuku: Abpakcuc bioCatienc, JItg
(Cenmxen Kopmope#imH), CIIA; Bakcrep Onkomomki I'm0x, HimeuunHa); 3pa3ku MapKyBaHHS
rpernapary mopiBHsSHHsI Hab-makmiTakcesn, TOPOIIOK [yt cycreHsii asst iHgys3ii, 100 mr, Bepcis Big 19
6epe3nst 2021 p.; 3pa30K MapKyBaHHSI [JOC/Ii/I)KyBaHOTO JliKapcbKoro 3aco0y IIpasiceTuHib, Karcyiu 1o
100 wmr, Bepcis Bifg 23 nunHa 2021 p.; JomanHs kogoBaHoro Homepy RO7499790 fno focimiiKyBaHOTO
mikapcbkoro 3aco0y Ilpancetunib; 3amyueHHs [JOJATKOBMX BUPOOHWYMX [iIbHUIL [ TIperapary
nopiBHsiHHS KapboriaTvH, KOHI[eHTpaT AJisi pO3UMHY AJIsi BHYTPIIIHbOBeHHUX iHGY3il, 450 mr/45 mur:
Axragic Itanis C.II.A., Itanis; ®apmaxemi b.B., Hinepnangu; Cingman ®apma CPJI, PymyHis; 3pa3ku
MapKyBaHHsI TIperapary ropiBHsiHHS KapOoruiaTiH, KOHLIEHTpAT [J/Isi PO3UMHY /ISl BHYTPIllTHbOBEHHUX
iHdysiit, 450 mr/45 mn, Bepcis Bix 19 OGepe3ns 2021 p.; YTouHeHHs jiKapcbKoi (Gopmu mpemnapaty
ropiBHSHHS KapboriaTux:
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BYJIO CTAJIO
KOHI[eHTpaT [Jis TIPUTOTYBaHHS PO3UMHY /il | KOHLIEHTPAT [/l PO3UMHY /i BHYTPIillIHbOBEHHUX
iHdy3ii iHdy3ii

HNopanas kogoBaHoro HoMmepy RO4843791 gmo mocmimpkyBaHOro Jiikapcbkoro 3acoby Kap6oriaTus;
3pa3kM MapKyBaHHsl Tpernapary TMOpiBHsAHHA LlucriiaTvH, KOHLEHTpaT [Jid  PO3YMHY IS
BHYTpIllTHbOBeHHUX iH(DY3ii, 50 Mr/50 M, Bepcis Bix 26 6epe3nst 2021 p.; YTouHeHHs JliKapCcbKoi (popmu
rnpenapary NopiBHSHHS [{ucniaTvH:

BYJIO CTAJIO
KOHIL[eHTpAT [Jisi TIPUrOTYBaHHS PO3UMHY /il | KOHLIEHTPAT [/l PO3UMHY /i BHYTPIillIHbOBEHHUX
iHdy3iit iHdy3ii

Iopannst KogoBaHoro Homepy RO0232538 no mocimyKyBaHoro mikapchKoro 3aco0y LlucrnatiH; 3pasku
MapKyBaHHS TIperapaTy nopiBHsSHHS [1eMOpostizymab, KOHIIEHTpAT /ISl PO3UYMHY [ BHYTPIllTHbOBEHHUX
indysit, 100 mr/4 wmu, Bepcia Big 19 6epesnst 2021 p.; YTouHeHHsI JiKapChbKoi (hOpMH Mperapary
nopiBHsiHHS [TemOpostizymab:

BYJIO CTAJIO
KOHLIEHTpaT /[Ji1 TPUrOTYBaHHS PO3UMHY /Il | KOHLIEHTpaT JJisl pO3UMHY /i/1s1 BHYTPillIHbOBEHHUX
iHdy3in iHdy3in

Hopanust komoBaHoro Homepy RO7723188 no mocmimkyBaHoro Jiikapcbkoro 3acofy ITembposmizyma0;
3anydeHHs1 OAATKOBOI BUPOOHWUOI [iNMbHUL AJisi TIperiapaTy MOpiBHSHHS ['emMiUTabiH, MOPOIIOK [JIs
po3unHy s iHdysili, 1000 wmr: Akrtasic Itanis C.IL.A., Itanis; 3pa3ku MapKyBaHHS Mpernapary
ropiBHSIHHS ['emiuTabiH, MOPOIIOK [y1st po3unHy A1s iHdy3ii, 1000 mr, Bepcis Big 19 6epe3ns 2021 p.;
YTouHeHHs JIiKapCcbKoi hopMH Tpernapary rnopiBHsHHS ['emiyTabiH:

BYJIO CTAJIO
KOHIL[eHTpAT [Jisi TIPUrOTYBaHHS PO3UMHY /il | KOHLIEHTPAT [/l PO3UMHY /i BHYTPIillIHbOBEHHUX
iHdy3iit iHdy3ii

HNopanust KogoBaHoro Homepy RO0249587 no mocsimKyBaHOro mikapchKoro 3aco0y I'emimrabiH;
3asy4eHHs [JOJaTKOBUX BUPOOHUUMX [Ii/TbHULIL [I7IS TIperapaTy MopiBHSIHHS [leMeTpeKkce/, TIOPOIIOK /IJist
KOHL|eHTpATy AJisi po3unHy AJs indys3ii, 500 mr: Eni Jlini eng Ko [uk Jlinni Texdonomxki Lientp, CIIIA;
Bianekc C.A. — 3aBog, C (Bianekc C), I'peiis; 3pa3ku MapKyBaHHsI riperapaTy ropiBHsIHHS [lemeTpekce,
MOPOIIOK /I/ii KOHLIEHTpATy AJs po3uuHy s iHgys3iit, 500 wmr, Bepcis Big 19 6Gepesns 2021 p.;
YTouHeHHs JlikapchKoi ¢dopMu Tmpernapary nopiBHsiHHS [TemeTpekcen;:
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BYJIO CTAJIO
KOHI[eHTpaT [Jis TIPUTOTYBaHHS PO3UMHY /il | KOHLIEHTPAT [/l PO3UMHY /i BHYTPIillIHbOBEHHUX
iHdy3ii iHdy3ii

dopma iHpopMOBaHOI 3roAu 1S TIAI[iEHTIB, fAKi MepexoAdTh i3 Tpynu b Ta NMpuiiMaTUMyTh MpaCeTHHIO,
Bepcis 1.0 a1 YKpaiHu yKpaiHCBKOIO Ta pociticbKoro MoBamu Bif 20 cepriasa 2021 p. Ha ocHOBI maiicrep-
Bepcii opmu iHpOpMOBaHOI 3ro/iy AJis TIlepexXpecHoro JikyBaHHs B gociifkeHHi BO42864, Bepcis 1 Bif
19 motoro 2021 p.; dopma iHbopMoBaHOi 3roiM Ha TIPOBe/ieHHS a/TbTePHATUBHOTO Bi3WUTY BUI3HUM
MeJUYHUM repcoHasoM, Bepcisi 1.0 gist YKpaiHM yKpaiHCbKOIO Ta pPOCiMCbKOIO MoBaMu Bif 20 cepriHs
2021 p. Ha ocHogi maiicTep-Bepcii (popmu iHpopmMOBaHOi 3ro/jy Ha Bi3UT BUI3HOTO MeIMYHOTO MIepCOHaNy
nnsi pocnimkenHss BO42864, sepcisi 1 Big 19 motoro 2021 p.; JonoBHeHHs Ao Popmu iHPopMoBaHOT
3roAu: 3rojja Ha NpoBe/leHHsl a/IbTePHAaTUBHUX Bi3WTIB Y MeXKaxX AOCIiKeHHs T1iJ yac nanzgemii COVID-
19, Bepcis 1.0 ana YkpaiHu yKpaiHCBKOIO Ta pociiickkoro MoBamu Bif 20 ceprmHsi 2021 p. Ha ocHoBsi
MaticTep-Bepcii AoroBHeHHS A0 ¢opmu iHdopmoBaHoi 3rogu oo COVID-19 ans gociimkeHHs
B0O42864, Bepcis 2 Big 19 motoro 2021 p.; ®opma iHpopMoBaHOI 3rofn Ha yuacTh y (pa3i MpecKpHHiHTY,
Bepcif 2.1 s YKpaiHM yKpaiHCBKOO Ta POCIMCHKOI0 MOBaMU Bif 26 >xoBTHs 2021 p. Ha ocHOBI MaucTep-
Bepcii ¢hopmu iHhOpMOBaHOI 3roJy Ha y4acTh Yy (¢a3i mpeCKpUHiHry A1 gocaimkeHHss BO42864, Bepcis 2
BiZ 16 G6epe3nst 2021 p.; AHKeTa 11070 cTaHy 370poB’ss EQ-5D-5L, ykpaiHChKOIO Ta POCiiiCEKOI0 MOBaMuy;
AHkeTta oo craHy 370poB’s EQ-5D-5L (TekcTt a/si Tene()OHHOro iHTepB’H0), YKpaiHCbKOIO Ta
pociricekoro moBamy; OnmryBanbHUK EORTC QLQ-C30, Bepcist 3 yKpaiHCBKOIO Ta POCIMCBKOK MOBaMy;
OnutyBanbHUK A7 OLiHKU siKocTi »uTTs QLQ-C30 (Bepcisi 3) (cueHapiii mpoBefieHHsI TenehOHHOTO
iHTepB’10), Bepcis 2.0 yKpalHCbKOK MOBOR; ONMUTYBa/IbHUK [/1s1 OLIHKM SIKOCTI XUTTA 3 30 nutane QLQ-
C30 (Bepcist 3) (cKpunT AJisi MPOBeJleHHsI OMUTYBaHHs 1O TesedoHy), Bepcisi 2.1 poCiiiCbKO MOBOIO;
OnutyBampHuk EORTC QLQ-LC13, ykpalHCBKOO Ta POCIMCBKOI MOBaMu; ONUTYBa/JbHUK /ISl OLIIHKU
SIKOCTi »KUTTs1 TIpU paky JjereHb (QLQ-LC13), moayabs g0 QLQ-C30 (TuMuacoBul ClieHapiii MpoBeJeHHs
TeneoHHOTO iHTepB’10), Bepcis 1.0 yKpaiHCbKOIO MOBOI; ONUTYBa/bHUK [ijIsl OLIIHKU SIKOCTI >KUATTSI TPU
paky Jerenb (QLQ-LC13), mogyns QLQ-C30 (romepefHiii CKpHUIIT AJisi TIPOBe/leHHsI OMUTYBaHHS IO
TesiecoHy), Bepcist 1.0 pocilicbKO0 MOBOIO




MpOJOBXKeHHs fojaTka 11

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

Ne 3059 Biz 29.12.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi3oBaHe BigkpuTe mocmipkeHHs da3u 3 3 BUBUEHHS TIpa/iceTHHiOy y MOpiBHSAHHI 3i cTaHAAapTHUM
MiKyBaHHsSM Teparii€ro mepinoi JiHil RET-1O3UTUBHOTO MeTacTaTUYHOro HeApiOHOKTITHHHOTO paKy
nereHi», BO42864, Bepcis 3 Big 29 ciunsa 2021 p.

3asgBHUK, KpaiHa

ToBapHuCTBO 3 0OMeXXeHOI0 BiMoBizambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdpmann-JIsa Pow JIta, HIseiiapis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HopnaTok 12
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikatiis cyrreBoi
TIOTIPaBKU

Iocke mocimKyBaHOTO ikapchKoro 3acoby Himokanimab (M281), po3zin 2.1.S «Cy6cTaHiiis jikapcbKoi
peuoBuHu» (“Drug Substance”), Bif >xoBTHs 2021 poKy aHI/iMCbKOI MOBOO; JlOChE [OC/Ti/PKYBaHOTO
nikapcekoro 3acoby Himokanimab (M281), posgin 2.1.P «Jlikapcekuii 3acio» (“Drug Product”), Big
)KOBTH 2021 pOKy aHI/IiNMCbKOK MOBOI; [lo/I0B)KeHHs TepMiHy NPUJATHOCTI [JOC/i)KyBaHOTO
nikapceKoro 3aco0y Hinmokanimab (M281; JNJ-80202135), po3uuH s iHdy3iii, 30 mr/mn y diakoni 3 18
Zlo 24 micsuiB

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

Ne 2426 Big 05.11.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«EdektuBHicTh Ta Ge3neuHicTs mpernapaty M281 y A0pOC/IMX MaIji€eHTIB 3 ayTOIMYHHOIO T€MOJTiTUYHOIO
aHeMi€l0 3 TEIUIOBUMM aHTHUTiL/IaMM: OaraTolleHTpOBe, paH/|OMi30BaHe, IIO/BiliHe CJiine, Tmiae6o-
KOHTPOJIbOBaHe [JOC/IiPKeHHS i3 TPUBA/JIMM BiJJKPUTHUM [OJATKOBUM AOCTimKeHHsM», MOM-M281-006,
Bepcis 3 nonpaskoro 4.0 Big 20 kBiTHg 2021 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Janssen Pharmaceutica NV («fHccen ®@apmaijeBtrika HB»), Benbris

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Honatok 13
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenHst po3ziniB 3.2.P.1 «Ommc Ta ckaaf mociimkyBaHoro 3aco0y», 3.2.P.8.1 «CrabimbHicTb»,
«[Tincymkn Ta BUCHOBKW», 3.2.P.3.1-3 «BupobHuku, Onuc BUpoOHUUOTO Tporiecy» Moaymo «SKicTb»
Hocwe pocmimpkyBaHoro jgikapcekoro 3aco0y I'ycempkymad (CNTO1959) [Module 3: Quality — IMPD:
Drug Product, Pre-filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing, and
Control], Buganusi Bifg >koBTHs 2021 poky; IlofoBKeHHs TepMiHYy NpPUJATHOCTI [JOC/iZ>KyBaHOTO
nikapcekoro 3acoby I'ycenbkymab (CNTO1959) 100 mr/mui, 2 M po3uuH s iHdy3ili y momnepeaHbo
3aroBHeHOMY LmpuLi, 3 30 1o 36 MicsLiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBaHe, mozBiiHe ciiinie, TU1al[eb0-KOHTPO/ILOBAHE Ta 3 aKTMBHUM KOHTPOJIEM, OaraTolieHTpoBe
JocmifykeHHs (as3u 2/3, 10 TIPOBOJUTLCSA Yy Tapajie/ibHUX TpyrnaxX 3 MeTOH OL[iHKM e(eKTHBHOCTI Ta
Oe3reyHoCTi rycenbkyMaly y marfieHTiB i3 xBopo6oto KpoHa B akTHBHil (ha3i BiJj cepeIHbOrO 10 BaXKKOTO
cryness TspkkocTi», CNTO1959CRD3001, 3 nornpaskoro 4 Bif 21 ymnHg 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmartieBtrika HB, Benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartok 14
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

[TojoBXKeHHsST TepMiHy TPHJATHOCTI JOCTiPKYBaHOTO JiKapchbKoro 3acoly IlpasceTuHib, Karicyau mo
100 mr go 36 wicsiiB; OwxHobmeni po3zgin P.8.1 «Pe3tome 1ofi0 CTabiMBHOCTI Ta BUCHOBKW»
(P.8.1_cmc396958), P.8.3 «[ani mpo crabinbHicte» (P.8.3_cmc396959) pocke [q0C/ipKyBaHOTO
nikapceKoro 3aco0y Ipancetuni6; InenTudikariifina kapTka naijieHTa, Bepcis 2.0 Big 01 6epesns 2021 p.,
YKPaiHCBKOI0 Ta POCiMCHKOI0 MOBaMU

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

Ne 3059 Biz 29.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMizoBaHe BifkpuTe JOCTipKeHHs a3y 3 3 BUBUEHHS MPaiCeTUHIOY y MOPiBHSHHI 3i CTaHAAPTHUM
nMiKyBaHHSIM Teparieto mepuioi JiiHil RET-TO3UTUBHOrO MeTacTaTHUHOTO HeAPiOHOKTITUHHOTO pPaKy
nereHi», BO42864, sepcis 3 Big 29 ciunsg 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiMoBizambHICTIO «Porr YKpaiHa»

CrioHcop, KpaiHa

@.Xoddmann-JIs Pour Jita, [Beiiuapis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honmatok 15
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
TIOTIPaBKU

Po3ain S.2 «Bupobuuk (Manufacture) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]», Po3gin S.2.2
«Omuc  BUPOOHWUYOTO TIpOLleCYy Ta ympaBdiHHSA TexHosoriunuMu Tiporiecamu  (Description  of
Manufacturing Process and Process Controls) [TEV-48125, Bci Bupo6uuku (All Manufacturers)]» JJocke
nmociimkyBaHoro mikapcekoro 3aco0y AJ[PKOBI (AJOVY) (®pemane3symab (Fremanezumab) (TEV-
48125)), Bim BepecHss 2021 poky aHrmiiicbkoro MoBoro; Posgin S.2 «Bupobnuk (Manufacture) [TEV-
48125, Bci Bupobuuku (All Manufacturers)]», Po3ain S.2.4 «KoHTpO/Ib KpUTHUHUX €TalliB Ta MPOMI>KHUX
naHok (Controls of Critical Steps and Intermediates) [TEV-48125, Bci Bupobnuku (All Manufacturers)]»
Hocwe pocmimkyBaHoro mikapcekoro 3aco0y AJIDKOBI (AJOVY) (dpemanesymab (Fremanezumab)
(TEV-48125)), Big BepecHss 2021 poky aHriiicekoro MoBoro; Po3gpin S.4 «KoHTposnb miKapchbKoi
peuoBuHu (Control of Drug Substance) [TEV-48125, Bci Bupobuuku (All Manufacturers)]», Po3gmin S.4.2
«AHnaniTnuni npouenypu (Analytical Procedures) [TEV-48125, Bci BupobHuku (All Manufacturers)]»
Hocwe pocmimkyBaHoro mikapcekoro 3aco0y AJIDKOBI (AJOVY) (dpemanesymab (Fremanezumab)
(TEV-48125)), Big BepecHss 2021 poky aHriiicekoro MoBoro; Po3gpin S.4 «KoHTposb miKapchbKoi
peuoBuHu (Control of Drug Substance) [TEV-48125, Bci Bupobuuku (All Manufacturers)]», Po3gin S.4.4
«Anani3z cepiii (Batch Analyses) [TEV-48125, Bci BupobHuku (All Manufacturers)]» [docke
nmocimkyBaHoro mikapcekoro 3aco0y AJ[KOBI (AJOVY) (®pemane3symab (Fremanezumab) (TEV-
48125)), Bix BepecHs 2021 poKy aHI/IiMCbKOI0 MOBOO; Po3ain S.5 «/loBizKoBi cTraHzapTy abo MaTepiamu
(Reference Standards or Materials) [TEV-48125, Bci BupoOnuku (All Manufacturers)]» docke
JoC/TipKyBaHOTO Jiikapchkoro 3aco0y AJDDKOBI (AJOVY) (Ppemane3symab (Fremanezumab) (TEV-
48125)), Big BepecHst 2021 poky aHrJilicbkoro MoBot0; Po3zin S.7 «CrabineHicTs (Stability) [TEV-48125,
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All Manufacturers]», Po3ain S.7.1 «Pe3tome Ta BUCHOBKH 11[0/I0 cTabisbHOCTI (Stability Summary and
Conclusions) [TEV-48125, Bci Bupobnuku (All Manufacturers)]» [Jocke AocmipKyBaHOTO JIiIKApCHKOTO
3acoby A/DKOBI (AJOVY) (®Ppemane3zymab (Fremanezumab) (TEV-48125)), Big BepecHs 2021 poky
aHrTMCbKOI0 MoBORO; Po3zin S.7 «CrabineHicte (Stability) [TEV-48125, Bci BupobHuku (All
Manufacturers)], Po3zin S.7.3 «[ani crabineHocTi (Stability Data) [TEV-48125, Bci BupobHuku (All
Manufacturers)]» [ocbe mgocmimkyBaHoro mikapcekoro 3acody A/DKOBI (AJOVY) (dpemanesymab
(Fremanezumab) (TEV-48125)), Big Bepecust 2021 poky aHrmificekoro MoBoto; Po3zin P.3 «Bupo6HUK
(Manufacture) [TEV-48125, Po3unn g5 in’ekiiiii (Solution for Injection)]», Po3gin P.3.1 «BupobHuKM
(Manufacturers) [TEV-48125, Po3uun ans in’ekuiii (Solution for Injection)]» [docbe gociimkyBaHOTO
nikapcekoro 3acody AIDKOBI (AJOVY) (dpemane3ymab (Fremanezumab) (TEV-48125)), Bin BepecHst
2021 poky aHrfikicbKor MoBow; Po3gin P.5 «KoHTtposb mikapcekoro 3acoby (Control of Drug Product)
[TEV-48125, In’exuii (Injection)]», Po3xin P.5.4 «Anani3 cepiii (Batch Analyses) [TEV-48125, In’exuii
(Injection)]» [Tocke mocmimpKyBaHOro Jiikapcbkoro 3acoby AJDKOBI (AJOVY) (®Ppemane3zymad
(Fremanezumab) (TEV-48125)), Big BepecHsi 2021 poky anrjilickkoro MoBowo; Po3zin P.7 «Cuctema
3akputTsi KoHTeliHepiB (Container Closure System) [TEV-48125, In’ekuii (Injection)]» [Jocbe
nmociimkyBaHoro mikapcekoro 3aco0y AJ[PKOBI (AJOVY) (®pemane3symab (Fremanezumab) (TEV-
48125)), Big BepecHst 2021 poky aHriicbkoro MoBoto; Po3zin P.8 «CtabinbHicTh (Stability) [TEV-48125,
In’exiii (Injection)]», Po3xin P.8.1 «Pe3tomMe Ta BUCHOBOK JlaHUX TpO CTabinbHicTh (Stability Summary
and Conclusion) [TEV-48125, Ix’exuii (Injection)]» [docke mocmifKyBaHOTO /iKapchbKoro 3aco0y
AJDKOBI (AJOVY) (Ppemane3ymab (Fremanezumab) (TEV-48125)), Bim Bepecus 2021 poky
aHrTiicpKor0 MoBOO; Po3zzin P.8 «CrabinpHicTs (Stability) [TEV-48125, Po3uun ass in’ ekt (Solution
for Injection)]», Po3gin P.8.3 «Stability Data [TEV-48125, Po3uun ass in’exuiit (Solution for Injection)]»
Hocke mocmimKyBaHoro mikapcbkoro 3acody AJIDKOBI (AJOVY) (dpemanesymab (Fremanezumab)
(TEV-48125)), Bix BepecHst 2021 poky aHriticekoro MoBoto; Poszin P.5 «KoHTposb fmikapchKoro 3aco0y
(Control of Drug Product) [TEV-48125, In’ekiiii, ITlnarie6o (Injection, Placebo)]», Po3gin P.5.4 «AHani3
cepiti (Batch Analyses) [TEV-48125, In’exuii, ITnarie6o (Injection, Placebo)]» [docke mocumimpKyBaHOTO
nikapcekoro 3acodby ADKOBI (AJOVY) (®pemane3ymab (Fremanezumab) (TEV-48125)), Bin BepecHs
2021 poky aHrificekor MoBow; Poszin P.8 «CrabinbHicTs (Stability) [TEV-48125, Po3unH st iH’ €Ki,
ITnare6o (Solution for Injection, Placebo)]», Po3ain P.8.1 «Pe3tomMe Ta BUCHOBOK /IaHUX TPO CTa0i/bHICTh
(Stability Summary and Conclusion) [TEV-48125, Solution for Injection, Placebo]» [ocbe
JOCJTiKyBaHOTO JlikapcbKoro 3acoby A/IDKOBI (AJOVY) (dpemane3zymab (Fremanezumab) (TEV-
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48125)), Big BepecHst 2021 poky aHriicbkoo MoBoto; Po3zin P.8 «CtabinbHicTh (Stability) [TEV-48125,
Po3uun g1s in’ekuiid, [lnarie6o (Solution for Injection, Placebo)]», P.8.3 «Stability data [TEV-48125,
Po3unH s in’ekiii, [1nate6o (Solution for injection, placebo)]» [Jocbe mociimpKyBaHOTO TiKapChKOTO
3acoby ADKOBI (AJOVY) (Ppemane3zymadb (Fremanezumab) (TEV-48125)), Big BepecHs 2021 poky
aHITIMCPKOI0 MOBOO; bBpolllypa [Joc/ifHMKa [OC/iZPKyBaHOTO JiKapchbKoro 3acoby dpemane3ymab
(Fremanezumab) (TEV-48125), BuzganHs 07 Big 13 >koBTHs 2021 pOKy aHI/IMCBKOI MOBOIO;
ApminictpatuBHui yct 04 Big 22 BepecHs 2021 poky g0 OHOBIEHOrO MPOTOKOJY KIIiHIYHOTO
JocuimkeHHs 3 monpaBkoro 04 Bix 04 TpaBHs 2020 poKy aHT/IiMCHKOI0 MOBOI; 3MiHAa KOHTAaKTHUX JaHUX

CnioHcopa:
BYJIO CTAJIO

HaiimenyBanHs topuguuHoi ocobu/I1. 1. B. | HalimenyBanHs topuauuHoi ocobu/II. 1. B.
¢isuunoi ocobu: Teva Branded Pharmaceutical | ¢isuunoi ocobu: Teva Branded Pharmaceutical
Products R&D, Inc., CIITA Products R&D, Inc., CIITA

I1. I. B. koHTakTHOI 0Ccobu: Joshua M. Cohen I1.1. 5. KoHTakTHOI O0co0u: Verena Ramirez
Micrie3HaXo/pkeHHsI ~ FOpUIUYHOI  ocobu/Mmicie | Campos

MPO>KUBaHHS (hi3nuHOi 0coOu: Miciie3Haxo/pKeHHsT  FOPUAMYHOI  0cobu/Miclie
145 Brandywine Parkway, West Chester, | mpoxuBaHHsi ¢i3uuHOoi ocobu:

Pennsylvania 19380, CIIIA 145 Brandywine Parkway, West Chester,
KonTakTHMii Tenedon: +1-484-502-9346 Pennsylvania 19380, CILIA

dakc: +1-610-727-6150 KonraktHuii TenedoH: +1 484 983-2375

Apnpeca e/IeKTPOHHOI nowty: | Pakc: +1-610-727-6150
Joshua.CohenO05@tevapharm.com Appeca €JIeKTPOHHOI TOLLTH:

Verena.RamirezCampos@tevapharm.com

[TogoB>KeHHST TepMiHY TIPOBE/IEHHS K/IiHIYHOTO BWITPOOyBaHHS B YKpaini g0 31 rpyaus 2022 poky;
IHdopmariitiHuii MMCTOK MaijieHTa Ta GopMa iHpopmoBaHoi 3roau, Bepcis 5.0 Bix 21 »koBTHsa 2021 poky
YKPaiHChKOIO Ta POCiCHKOI0 MOBaMU

Howmep Ta fata Haka3sy Ne 1143 Biz 15.05.2020
MO3 oo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe paHziOMi30BaHe MO/BIMHO CJIiTie T1arie00-KOHTPOIbOBaHe AOC/Ti/PKEHHS B TlapanielbHUX
rpynax i3 ToJja/blIMM BiZIKDUTHUM JO0JAaTKOBUM I1€PioZioM [/isi OLIHKA e(eKTUBHOCTI Ta Oe3meuHOCTi
dbpeMaHe3ymady s TMpoGilaKTUYHOTO JTiKyBaHHS MirpeHi B TMAal[i€HTiB i3 BEJIMKUM JeNPECUBHUM
posnagom», TV48125-MH-40142, 3 nonpaBkoro 04 Bijg 04 TpaBHs 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., CIITA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTok 16
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBneHe [locke AOC/IPKYBAHOTO JTiKapchKoro 3acoby JlypBanymadb (MEDI4736, Durvalumab), Bepcis
Bif uepBHs 2021 poky; 30i/iblleHHsT TepMiHy TIPHUJATHOCTI JOCTiPKYBaHOTO JIiKApChKOTO 3aco0y
Oypeanymab (MEDI4736, Durvalumab) 50mr/mn y ¢aakoni 10mn ass maprii MMPBO1 3 36 go 60
micsariB; bpoiiypa gocnigavka mo niperniapaty JypBanymab (MEDI4736), Bepcisi 17 Big 18 >koBTHsa 2021
poky; OHoB/ieHi HacTaHOBM 111010 BeZileHHsI MALli€eHTIB i3 nmposiBamu TokcuuHoOi il (TMGs), Bepcis Bif 28
>KOBTHAA 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 687 Big 21.06.2017
Ne 545 Big 19.05.2017
Ne 1388 Big 08.11.2017

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«MiHapoziHe, OaraTol|eHTpOBe, paH/OMi30BaHe, BiJKpUTe, TOPiBHAIbHE OC/Ti/KeHHS (a3 3 110
BU3HaueHHIO edekTtuBHOCTI [IypBasymaby uu KombOiHarii [lypBanmymadby i TpemenimymaOy i3
IUVIATUHOBMICHOK  XiMmioTepami€ro g 1-1  JiiHil  JiKyBaHHA  MALji€HTIB 3  MeTacTaTUYHUM
HepiOHOKMiTHHHUM pakoM JereHiB (HIKPJT) (POSEIDON)», D419MC00004, Bepcis 6.0 Big 09 nurHs
2021p.; «PanHmomizoBaHe, OaraTolleHTpPOBe, BiZKpUTe, TOpiBHsAMBHEe gAocaimkenHs III da3m s
BU3HaueHHs1 eekTrBHOCTI [lypBanyma0y um kombinarii ypBanyma0y i TpemenimymaOy y kombiHariii 3
MJIATUHOBMICHOIO XiMioTeparii€ro y mepiiii fiHii JiKyBaHHs Mal[ieHTiB 3 TIOMIMPeHUM [JPiOHOKTITHHHUM
pakowm JiereHis ([1PJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.;

«PanpomisoBane, Bigkpute, 6araTorjeHTpoBe AoctimkeHHs 111 ¢a3u Jypanymaby ta Tpemenimymaby B
SIKOCTI TepLuoi JiHii /JiKyBaHHs Malli€HTIB 3 MOLIMpeHWM renatouemonsspHuM pakom (HIMALAYA)»,
D419CC00002, Bepcis 7 Big 22 BepecHsi 2021 poky
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3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»
CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 17

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Hocwe mocmimpkyBaHoro Jyiikapcbkoro 3acody (IMPD): Posgin "Iani 3 sikocti Adabitmn (Debio 1450),
160 mr mopotok A/ po3uuHy Aas iHdys3ili / Quality Data Afabicin 160 mg powder for concentrate for
solution for infusion", pegakiis 5.0 - Big rpygus 2021 p.; Jocke m0C/TiIKyBaHOTO JliKapcbKOro 3acoby
(IMPD): Po3gin "[aHi 3 sikocTi Adabinua (Debio 1450), 80, 120 ta 240 mMr TabeTKu, BKPUTi TUTiBKOBOO
o6osoHkoro / Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", pemakiiist 8 - Big rpyaHs
2021 p.; ITogoBskeHHst TepMiHy tipugatHocTi Adabirmuy (Debio 1450), 160 Mr MopoIIoK /s PO3UMHY
st iHdysiti 3 60 mo 72 micsis; [TogoeskeHHs TepmiHy nipugaTHocTi Adabituny (Debio 1450), 80 mr
Tab/IeTKHM, BKPWTI TUTiIBKOBOKO 00070HKOIW y Omictepi Perlalux® Ultraprotected 3 21 go 30 wmicsiis;
[MogokeHHsT TepMmiHy mpuzaatHocTi Adabitmuy (Debio 1450), 120 mr TabseTku, BKPHTI TUTiBKOBOO
o6oJsoHKO10 Yy OsticTepi Perlalux® Ultraprotected 3 24 no 30 micsiiis

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHzioMi30BaHe BiJKpWTe AOC/IpKeHHS 3 aKTWUBHUM KOHTPOJIEM, L0 MPOBOAUTHCSA 3 METOH OLIiHKU
0e3reyHoCTi, MepeHOCMMOCTi 1 edeKTHUBHOCTI acdabillHy A1 BHYTPIIIHBOBEHHOTO / TEPOPabHOTO
3aCTOCYBaHHSI TIpPH JIiKyBaHHI TaLi€HTiB 3i cradiokoKoBUMHU iH(peKLissMU KicTOK abo cyriaobie»,
Debio 1450-BJI-205, octatouHa pegakiis 5.0 3 interpoBaHoro IlornpaBkoto 2 Bif 14 >xoBTHs1 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»
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CrnioHcop, KpaiHa «[lebioapm InTepHemtn CA» [Debiopharm International SA], IIeeiitiapist

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBneHui mpoTokon 3 nornpaekoto 1 Big 06.10.2021 p.

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

Ne 2237 Big 18.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BiliHe cJiire, M1aleb0 KOHTPOIbOBaHe KiHIUHe JOC/iIKeHHs 2a
dasu g ouwiHKM edeKTUBHOCTI Ta Oe3MeYHOCTi MpU3HAueHoi IMiJKipHO KOMOiHOBaHOI Tepariil
rycenbkyMa0y Ta rosiiMmyma0y y TMaii€HTiB 3 aKTUBHUM TcopiaTiuHUM apTputoM», CNTO1959PSA2003,

Big 08.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 19

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikaris cyTreBoi
TIOTIPaBKU

Onosnenuii IIpotokon gocnimxkenHs: CL3-05179-002, ¢inansHa Bepcisi 2.0 Big 5 »xoBTHS 2021 poky 3
iHTerpoBaHoro cyTTeBoto morpaBkoro Nel Bif 5 >koBTHS 2021 p.; IlTompaBka Nel ¢iHanbHa Bepcisi Bif
13 >xoBTHS 2021 p. o Bbpourypu pocnigauka S 05179, Bepcist Nel Big 10 rpygus 2020 p.; ITonpaBka Nel
no Iadopmartiitinoro nuctka i opmu iHGopMOBaHOI 3rofu yyacHHKa, 1[0 JoAalThcst 10 [TorpaBku Nel
no npotokony NeCL3-05179-002 — ¢inansHa Bepcisi — LLR.L.S. Big 05 »xoBTHa 2021 p. gns YKpainu
yKpaiHCBKOMO Ta pociiicbkoro MoBamu; [TorpaBka Nel fo IHdopmatiiHoro mctka i dopmu iHpopmoBaHoi
3rofi yyacHHUKa, 110 AozarThes Ao ITonpaBku Nel mo mpotokosny NeCL3-05179-002 — Heo6oB’si3K0Bi
owiHku — (iHampHa Bepcis — LL.R.LS. Big 05 >xoBTHsA 2021 p. A1 YKpaiHM yKpaiHCHKOIO Ta POCIHCHKOIO
MoBamMy; OHOBJIeHe PO3KaJpyBaHHsI CIIeHapit0 Tipe3eHTarlii « AMOy/IaTOpHUI MOHITOPUHT apTepiaJbHOTO
TUCKY (AMAT): pekomeHgaunii»_V3_21 Bepecusa 2021, yKpaiHCbKOIO Ta pPOCiMCbKOX MoBaMH; OHOBJIeHe
pO3KaZIpyBaHHsSI ClieHapito Tipe3eHTallii «/lomalliHiii MOHITOPUHT apTtepiasbHOro TUCKY (AMAT):
pekomeHganii»_V3_21 BepecHs 2021, ykpaiHCbKOIO Ta PpOCIMCBKOIO MoBamy; [HCTpyKuil 1j070
3aCTOCYBaHHsI CYMYTHiX MpenapariB Ay KiiHiuHoro gociigpkeHHs: Ne CL3-05179-002 — OwnoBneHa
¢inanbHa Bepcist Ne 1 aHrmilicbkoro MoBoto, Bif 05 >koBTHs 2021 poky; KapTka ydacHMKa JOCTiyKeHHs
CL3-05179-002, dinansHa Bepcis 02 Big 21 BepecHs1 2021 p. yKpaiHCbKOIO Ta POCiHCHKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2814 Bip 17.12.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«OniHka KiHiuHOi eeKTUBHOCTI Ta 6e3mneku nepuHgonpuay 10 mr / iHganamigy 2,5 Mr / amao Uiy 5
abo 10 mr / 6icomposionty 5 Mr y KombiHariii 3 oziHi€el TabneTKy Mic/ist 8 TYIKHIB JTiKyBaHHS y MTOPiBHSIHHI 3
BiJIbHOIO KOMOiHali€ero epuHgonpuiy 10 mr, iHaanamigy 2,5 Mr ta amoguriiHy 5 abo 10 Mr y naijieHTiB
3 HEKOHTPOJBOBAHOIO eCeHI[ia/lbHOO TirepTeHsiero. MixXHapogHe, 0araTolleHTPOBe, paH/IOMi30BaHe,
no/iBitiHe crine, 16-TrxHeBe fociimpkeHHs.», CL.3-05179-002, dinansHa Bepcis Big 10 TpaBHs 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHicTIO « KLIP YKpaiHa»

CnoHcop, KpaiHa

[HCTUTYT Mi>)kHapoaHuX pochigkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®dpaHLis

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

Marepianu [ yYaCHUKIB [OC/Ti)KeHHs: 3arajbHa oOLliHKa HocoBux cumnToMmiB (TNSS), Bepcis Bij
11 cepmust 2021 poky, yKpaiHCbKOIO MOBOIO; 3arasibHa oLjiHKka HocoBux cumnToMiB (TNSS), Bepcis Bif
18 cepmusi 2021 poKy, pOCiMCHKOIO MOBOIO; BK/IOUEHHsI [0/JaTKOBUX MiCllb MPOBeJEeHHsI KJIiHIYHOTO

BUTIPOOYBaHHS:
Ne [1.1.b. BignoBiasbHOrO AOC/IIIHUKA
n/n Has3Ba miciis ipoBe/ieHHsT K/TiHIYHOTO BUTIPOOYBaHHS
1. K.M.H. biiaxxko B.I.

KomyHanbHe HekomepLiliHe migrnpueMcTBo «Mickka KiiHiuHa yikapHs Nel3» XapkiBChKOI
MIiCBbKOI pajiy, Iy IbMOHOJI0TiuHe BigaiseHHs Ne2, M. XapkiB

2. K.M.H. Bacumok H.B.
JIiKyBa/bHO-IlaTHOCTUYHUN LIeHTp MiAnpueMcTBa «JIiKyBa/bHO-/1iarHOCTUYHUM  LIEHTP
Cesitoro Jlyku» IBaHO-®PpaHKiBCbKOro ApXxienapxiaqbHOro YIIpaB/aiHHA YKpaiHCBKOL
I'peko-Karoymupkoi  LlepkBu», KOHCY/JIbTaTUBHO-JIIKyBajibHe BifzineHHs «HaykoBso-
JIOC/TiIHALIKWY LIeHTP», M. IBaHO-®paHKiBChbK

3. I.M.H., ipod. Katigaies L.IT.

KomyHanbHe migrnpueMcTBo «1-a MicbKa KiiHiuHa JjikapHsi ITonTaBCbKOI MiCBKOI paau»,
TeparieBTU4YHe BifafineHHs, [TonTaBCbKUN JAepkKaBHUM MeJUUHUN YyHiBepcuTeT, Kadezapa
BHYTPilIHLOI MeULIMHU Ne3 3 btuziaTpieto, m. [TosTaBa
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Big 24.11.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bararorjeHTpOBe, paHZOMi30BaHe, MO/BiiiHe ciimne, Maleb0-KOHTPOIbOBAaHE [OC/IKEHHSI 3 METOH
ouinku mnpemnapary CBP-201 y popocimx maiji€HTIB 3 XPOHIYHUM IIOJINIO3HUM PHUHOCUHYCUTOMY,
CBP-201-WWO003, Bepcis 2.1 Bix 22 6epe3nst 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Cyxoy Konnekr Bioapmacstotikanc, JIta, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



HopnaTok 21
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
TIOTIPaBKU

3anpoBa/i)keHHs1 KOPOTKOro ifeHTuU(ikatopa KriHiyHoro BumpoOyBaHHsi M20 466 — AIM-RA;
Inpopmarisi gns mailjieHTa Ta iHpopMOBaHa 3rojla Ha ydYacTb Yy HAayKOBOMY [IOC/i/DKEHHI Ta
HeobOOB’sI3KOBOMY IOC/TiKeHHi, Bepcis 2.1 gns Ykpainu Big 08 rpyaHs 2021 poky (yKpaiHCBKOIO Ta
pocilicbKOor0 MOBaMH); KapTka-HaraslyBaHHsI Mpo MpU3HaueHui Bi3uT, Bepcisi 1 gis YKpainu Bif 29 nunHs
2021 poky (yKpaiHCBKOIO Ta pOCiHChbKOIO MoBaMH); bporypa [ maijieHTa, 1o Oepe yd4acTb y
nocnimkenHi AIM-RA, Bepcisi 1 ana Ykpainu Big 12 cepriasa 2021 poky (yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamHM); I'padik Bi3uTiB y pamkax gocimkenHss AIM-RA (kaneHgap Bi3uTiB), Bepcis 1 s YKpainu Bif
29 nmumasa 2021 poky (YKpaiHCBKOKO Ta pOCIHCHKOK MOBamM); 30i/bIeHHST KiIbKOCTi TAIi€HTIB, sKi
OepyTh y4acTh y K/IiHiYHOMY BUMNpoOyBaHHI Ha TepuTopii YKpainu, 3 35 g0 85 ocib; 3pa3ku 300pakeHb
€KpaHy 3arajbHOTO0 MEHI0 YKpaiHChKOK MOBOK) MPOrpaMHOro 3abe3reueHHsI e/IeKTPOHHOTO TIPUCTPOIO
JUIsT BUKOPMCTaHHS TaiieHTamu, Bepcisg 2.1 Big 01 tpaBHs 2020 poky, Ta 3pa3ku 300pa)keHb eKpaHy
3araJbHOTO0 MEHI0 POCIMCHKOI0 MOBOK TIPOTPAaMHOTO 3a0e3reueHHs] eIeKTPOHHOTO TIPUCTPOR ISt
BUKODUCTaHHs TallieHTamu, Bepcis 2.3 Big 14 munua 2020 poky; 3pa3ku 300pa’keHb €KpaHy
e/IeKTPOHHOTO TIPUCTPOIO0 [ijisi BUKOPDUCTaHHS: AHKeTH OLIHKU cTaHy 370poB’st (Health Assessment
Questionnaire — HAQ), yKpaiHCbKOIO Ta pOCilCbKOI MOBaMu; UMCIOBOI OLiHIOBaIbHOI 1IKaIU «3arajibHa
OLiHKa TMAal[iEHTOM AaKTUBHOCTi 3aXBOPIOBaHHSl (TPOTSArOM OCTaHHBOTO TWIKHS)», YKPAiHCHKOI Ta
pocilicbkkoro MoBaMH; UYHC/IOBOI OLIiHIOBa/IbHOI IIKaMu «3arajibHa OIfiHKa 000 MallieHTOM (3a OCTaHHiM
TWXK/IeHb)», YKPalHChKOIO Ta POCIMChKOK MOBaMu; 3alydyeHHs AOJATKOBOI Opradisailii, siKiki CIIOHCOp
JeneryBaB CcBoi 000B’si3kM Ta (DyHKLii, TIOB’si3aHi 3 TpOBe/eHHsAM KiiHiyHOro BumpoOyBaHHs, — TOB
«Uentp Kiiniunux [Hocmimkens JITH»; BxitoueHHsI [JOJATKOBUX MICIb TIPOBEIEHHS K/IiHIYHOTO
BUTIPOOYBaHHS:
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Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. [.M.H., 3aB. Biz. IcaeBa I'.C.

HepxaBHa ycTtaHoBa «HartjioHasbHUM iHCTUTYT Teparmii imeni JI.T. Manoi HauioHanbHoT
akazemii MeJUUYHMX HAyK YKpaiHW», BIAJI/T KOMIUIEKCHOTO 3HWKEHHS PU3MKY XPOHIUHUX
HeiH@eKIIMHKUX 3aXBOpIOBaHb Ha 0a3i TepareBTUYHOTO BifineHHs, M. XapKiB

2. J.M.H., ipo¢. IlleBuyk C.B.

Kninika HaykoBO-0C/iZHOTO iHCTUTYTYy peabinitanii ocib 3 iHBamigHicTIO (HaBUalbHO-
HayKOBO-/IiKyBa/IbHAM KOMIUIEKC) BIHHUIIBKOrO Hal[iOHa/JIbHOTO MeJUYHOIO yHIBEPCHUTETY IM.
M.I. Tluporoma, Bifggin Tepamii Ta KriHiYHOI peBMarosiorii, BiHHWLIbKWIN HaljiOHa/JIbHUM
MeanuHui yHiBepcuTeT iM. ML.I. [TuporoBa, Kadepa BHyTpilliHb01 MeuLMHU Ne2, M. BiHHULs1

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

Ne 2814 Big 17.12.2021

Ha3ga kyiiHiyHOTO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHjoMmi30BaHe mMoABiliHe cilire TI1alle00-KOHTPOIbOBAaHe AOC/I/PKeHHSI Jig OI[iHKKA 0e3rmevHoCTi Ta
edekTrBHOCTI Tiperapaty ABBV-154 y mailieHTiB i3 cepeiHbOTSIKKOI0 ab0 TSHKKOI (hOPMOI0 aKTUBHOTO
pPEBMaTOiJHOTO apTPUTy, SIKi He [AOCAT/IM aZieKBaTHOI BiAMOBifAi Ha JiKyBaHHSI OiosioriuHMMM Ta/abo
TapreTHUMH  CHUHTETUUHHUMH  XBOPO0OO-MOAMGDIKyIHOUMMU  MPOTUPEBMAaTHUHUMM  TIperapaTaMu
(6/TcXMITPIT)», M20-466, Bepcis 1.0 Big 23 kBiTHsA 2021 poKy

3asgBHUK, KpaiHa

E66Bi biodapmacerorikansz 'M6X, [1IBefirapis

CnoHcop, KpaiHa

«E66BI Ink», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 22
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporrypa gocmigHUKa AOC/TiIKYBaHOTO JiiKapcbkoro 3aco0y ®inrorini6 (GS-6034), BuganHs 16 Bifg
02 BepecHsi 2021 poky aHI/IIMCBKOIO MOBOI; 3amyuyeHHsi ToproBoi Ha3Bu JYSELECA® gns
JOCTiIKyBaHOTO JiiKapcbkoro 3acoby @inrotini6 (GS-6034); 100 abo 200 mr; TabneTkd, BKPHTI
T/TIBKOBOIO 000710HKOI; OCHOBHME iH(MOpMaIiiHui JIUCTOK AJIs TalfieHTa [JOC/i/KeHHsa Ta (opma
iHdbopmoBaHoi 3roau Ansi Ykpainu, Bepcig 9.1.0 Big 28 BepecHs 2021 p. yKpaiHCBKOIO Ta POCiHCHKOIO
MoBamu; @opma iHbopMOBaHOT 3roiv MApTHEPKU Ha To/jasblile CTIOCTePe)KeHHS BariTHOCTI [T YKpaiHu,
Bepcis 3.1.0 Big 28 BepecHsi 2021 p. yKpaiHCBKOIO Ta POCiHCHKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 211 Big 07.02.2018

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomiszoBaHe, mMOABiMHO-C/IiMe, T1UIale00-KOHTPOIbOBAaHe JOCTIPKeHHsT (a3 2 [Jid  OL[iHKH
TeCTUKY/SPHOI  Oe3meyHocTi  GinrotiHiOy B JOPOC/AMX YOJOBIKiB i3 aKTHBHUMM  3amnajbHUMU
3aXBOPIOBAHHSIMU KUILKIBHUKA BiJj TIOMIPHOTO [O Ba)KKOI'O CTYIEHIO TsDKKOCTI», GS-US-418-4279, 3
niorpaBkoo 4 Biz 17 6epesns 2020 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJIIIOBIJAJIBHICTIO «®APMACKIOTIKAJI PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITA
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

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




HonmaTok 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-042, Bepcis 13.0 Big 28 xoBTHa 2021 poKy, yKpaiHCbKOH MOBOIO, iH(opMallisi Ta
JIOKyMeHT mpo iHdopMOBaHy 3rofly A/s TaljieHTa; YkpaiHa, MK-3475-042, Bepcis 13.0 Big 28 >KoBTHS
2021 poky, pociiicbKoro MOBOO, iHdopMallisi Ta JOKyMeHT Tpo iH(opMOBaHy 3rofly AJis mailieHTa; 3MiHa
Ha3BU Ta MiCIisl TPOBeieHHsI K/TiHIUHOTO BUMPOOYBaHHS:

BYJIO CTAJIO

I.M.H., ipod. BoHgapenko .M. I.M.H., ipod. BoHgapenko .M.

KomyHaneHuii  3aknaj — «[HinponerpoBchbka | KoMyHanbHe — HekomepliliHe — MiAPUEMCTBO
MicbKa OararornpodisbHa KiiHiuHa ikapHs Ned» | «Micbka KiiHiuHa jikapHs Ned» JIHIpOBCHKOI
[HinporeTpoBCbKOI 00/1acCHOT pajiv», BififineHHs | MiCbKOI paju, XiMioTepareBTHUHE Bij/ieHHs 3
ximioTeparrii, [epxaBHUM 3aK/1aj, | JeHHUM CTaL[iOHApOM, JHINpOBCHKUM
«[IHinponeTpoBchbka MeAuuHa akazemis MO3 | gepkaBHUM MeJUUHUM YHiBepcuTeT, Kadeapa
Ykpainu», Kadenpa OHKO/Orii Ta MeAWYHOI | OHKOJIOTIi Ta MeUUHOI paziosorii, M. JJHinpo
pagioJiorii, M. JIHINPONeTPOBCHK

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTTPOOYBaHHS

Ha3ga kyiiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«Panzomi3oBaHe, Bigkpure gociigkeHHs III  ¢a3u 3arasbHOi  BWXKMBAHOCTI HaiBHUX (paHilie
HeJliKOBaHUX) marjieHTiB 3 PD-L1-mo3uTuBHUM mporpecytounM abo MeTacTa3ylouuM HeMiJTKOK/Ti THHHAM
PaKOM JIeTeHiB /I/Is1 TIOPiBHSIHHS TiKyBaHHS neMbposisymabom (MK-3475) Ta mperaparamMu ximioreparii
Ha ocHoBi miatuau (Kinoyt 042)», MK-3475-042, 3 inkopriopoBaHoo moripaBkoro 08 Big 24 Gepe3sHs
2021 poky
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3asgBHUK, KpaiHa ToBapucTBo 3 06MeXXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»

CnioHcop, KpaiHa «Mepk Ilapn Eng Joym Kopr.», gouipHe nignpuemcrso» Mepk Eng Ko., [nk.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi —

Marepianu/mpenapaTy

CYTyTHBOI Tepamii

B.o. renepansHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2547

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBieHa bpoiirypa gocsigHyka Bepcis 3.0 Big BepecHs 2021 poky; 3MiHa MicIis IPOBeIeHHsI K/IiHIYHOTO

BUTIPOOYBaHHS:

BYJIO

CTAJIO

I.M.H., ipo¢. Yeuyra C.b.
KomyHanbHe ~ HekoMepLiiiHe  MiJIIPUEMCTBO

J.M.H., ipo¢. Yeuyra C.b.
MeauuHUH 1]eHTP TOBAapHCTBA 3 OOMEXEHOIo

«BiHHMIIbKA MiCbKa KJ/IiHiYHa JiiKapHs «LleHTp | BiANOBIJaNbHICTIO «IHHOME[T - LIeHTp
Marepl Ta [JWTHHW», >KIHOYAa KOHCYJIbTallid 3 | eHZOXIpyprii», Xipypriuxe BifiZjl/1eHHS,
JIeHHWM CTallioHapoM, M. BiHHUIS M. BiHHUIIS
3miHa BiAMOBIJa/IbHOTO AOC/IiTHAKA:

BYJIO CTAJIO

K.M.H. JIutBuHeHKO O.B.
JlikyBasibHO-AiarHOCTHYHMM LjeHTp TOB
«MeuuHUM NiKyBalbHO-/1iarHOCTUUHUM LIEHTP
«Me[ion», BiifiileHHs1 XipypriyHOro craiiioHapy,

T0J1iKJIiHiuHe BifgisieHHs, M. ITonTaBa

sikap ®enoposa O.B.
JlikyBasibHO-AiarHOCTHYHMM LIeHTp TOB
«MeauuHul NiKyBaJbHO-/1iarHOCTUYHUM LIeHTP
«MegioH», Bif/li/IeHHs XipypriyHoro cratjioHapy,
T0JIiK/IiHiUHe BiggisieHHs, M. ITonTaBa

Howmep Ta faTa Hakasy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, BifIKpUTE AOC/iPKEHHS 3 OJHi€I0 T'PYIOI0, 3 OI[IHKK 0Oe3revHoCTi Ta epeKTHUBHOCTI
MichernpucToHy 5 Mr AJisl TiKyBaHHSI €H/JOMeTPio3y y >KiHOK PerpoiyKTUBHOTO BiKy MPOTSTOM /IBOX LIUK/IiB
Teparii TpuBanicTio 24 TKHs KoxkHu», CLI20001/Lita005, Bepcis 3.0 Bizg 20 >koBTHs 2020 poky

3asiBHUK, KpaiHa

TOB «FO CI TI-I'VIOBAJI», Ykpaina

CrioHcop, KpaiHa

Litaphar Laboratorios S.L., Spain / Jlitacdap JIabopaTopio3 EcEn, Icnianis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpouypa pocnigavka st AZD9977, supanns 6.0 Big 05 xkoBTHA 2021 poky; BriroueHHs1 [0ZaTKOBOTO

MiCIIsI TPOBeZIeHHs1 K/TiHiYHOTO BUNIPOOYBaHHSI:

Ne
/11

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

1.

nikap Kynuk A.B.
KomyHaneHe HekoMepLjiliHe TMiANPUEMCTBO

«Yepkacpka ob6macHa JiikapHsi YepkacbKoi
o0/1acHOI paji», KapAiopeBMaTo/IoriuHe BijagineHHs, M. Yepkacu

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

Ne 1102 Big 02.06.2021

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHjoMmi30BaHe, TI0/BilHe CrTire, T1alle00-KOHTPO/IbOBaHe, HaraToleHTpoBe AOCTiKeHHsS (a3u 2b s
OLIiIHKM e(eKTUBHOCTI, 6e3MeYHOCTi i MepeHOCHMOCTi JIiKyBaHHSI IepopaibHUM Tperapatom AZD9977 i
JarnarmiI03MHOM Yy TAL[iEHTIB 3 CepLeBOI HeJOCTATHICTIO 3 (pakllielo BUKWJY JIiBOrO ILUTYHOYKA
(PBJIIII) HwKue 55% Ta XpoHiUHOK XBOp0OO HUPOK», D6402C00001, Bepcis 5.0 Bix 15 mumHs 2021

POKY

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»
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CrioHcop, KpaiHa «Actpa3eneka Ab», IlIBeriisi / AstraZeneca AB, Sweden

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 26

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Bpouypa Jocnigavka Comananutad (NNC0195-0092) pocnimkennss NN8640 - nediuT ropmMoHy pocTy
y AiTell Ta mopocmux, BujaHHa 12, ¢iHansHa Bepcisi 1.0 Bix 26 »koBTHs 2021 poKy, aHIJIifCEKOI0 MOBOIO;
Hopatok 1, “Nonclinical Study Tabulations” go Bpomypu docnignuka ComarauuTtaH BUJaHHS 12,
¢inanbHa Bepcis 1.0 Bizg 26 xoBTHs 2021 poKy, aHrmiiicbkor MoBoto; Jdogatok 2, “Summary of clinical
data from completed clinical trials” mo Bpomypu Hocnignvka ComamnaiuTad BujaHHsi 12, ¢diHanbHa
Bepcis 1.0 Biz 26 )xoBTHA 2021 poKy, aHIJIiNCbKOK MOBOIO

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

Ne 88 Bif 11.02.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfioMi30BaHe, Mi>KHapoJHe, 3 aKTHBHMM KOHTpOJeM, (BiZkpuTe), (MIOABilHe cjiine) AOCTiHKeHHS 3
nizbopy 703U B MapasiellbHUX IPyTax, 3 OLiHKA e(eKTUBHOCTI Ta 6e3reyHOCTi 3aCTOCYyBaHHS TIperapaTy
NNCO0195-0092 opuH pa3 Ha TWXK/eHb y TOPIBHSHHI 3 I[OJEeHHUM 3aCTOCYBaHHSIM IiperiapaTty rOpMOHY
pocty (Hopaitporin® ®sekclIpo) y aiTeli mpemnybepTaTHOTO BiKy 3 AeilldTOM TOPMOHY POCTY, Y SIKUX
paHille He IPOBOJAW/IACA Teparlisl perapaTaMyd ropMoHy pocty» , NN8640-4172, ocratouHa Bepcis 6.0
Big 19 motoro 2021 p.

3asgBHUK, KpaiHa

TOB «HoBo Hopgick Ykpaina»
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CrnioHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpoiypa Jocnigarka ComManarutad (NNC0195-0092) pocrimkenHss NN8640 - aediiuT ropMoHy pocTy
y AiTeil Ta mopocnux, BujaHHs 12, ¢inansHa Bepcisi 1.0 Big 26 »xoBTHs 2021 poKy, aHIJilCHKOI0 MOBOIO;
Hopatok 1, “Nonclinical Study Tabulations” go Bpomypu [docnigavuka ComaraidtaH BuUfaHHS 12,
¢inanbHa Bepcisi 1.0 Bif 26 >koBTHS1 2021 poky, aHrJilickkor MoBoro; JogaTok 2, “Summary of clinical
data from completed clinical trials” mo Bpomrypu Hocrignuka Comaraiutad BujaHHs 12, diHanbHa
Bepcis 1.0 Bizg 26 >xoBTHs 2021 poKy, aHTJIiliCEKO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1016 Big 06.05.2019
Ne 1265 Big 05.06.2019

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenHs: edekTUBHOCTI Ta 6Oe3reku 3actocyBaHHs TiperiapaTy ComarmaruraH (Somapacitan) oguH
pa3 Ha TWX/EeHb Yy MOPIBHSHHI 3 1[0/IeHHUM 3acTocyBaHHAM npenapaty Hopgitponin® (Norditropin®) y
Ziteit 3 gedinToM ropMoHy pocty»., NN8640-4263, ¢inansHa Bepcis 7.0 Big 22 motoro 2021 p.;
«docmimkeHHs: 3 migbopy [go3u A/l OLiHKM edeKTHMBHOCTI i 0Oe3reKu 3acTOCyBaHHSI TIperiapary
Comananurad (somapacitan) OAMH pa3 Ha TWXKAEeHb y TIOPIBHSHHI 3 3aCTOCYBaHHSIM IiperapaTy
Hopgitponin® (Norditropin®) oauH pa3 Ha feHb y AiTeid i3 3aTPUMKOIO pOCTy, 1[0 Oy/d HapozykeHi
Ma/IMMU [iJI TeCTal[iMHOIO BiKy Ta He Ha3ZJorHaaM Yy 3pOCTi A0 BiKy 2 poku Ta crapiue», NIN8640-4245,
(inanbHa Bepcid 4.0 Big 12 rpyans 2019 p.

3asBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»
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CrnioHcop, KpaiHa Novo Nordisk A/S (Denmark)

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




HonaTok 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikaris cyrreBoi
TIOTIPaBKU

Ounoenennti ITpotokon kiiHiyHoro BunpoOyBaHHs D2912C00003, Bepcist 4.0 Big 09 uepeHs 2021 poky,
aHrJIilicbKO0 MOBOI; TeKCT 3pa3ka MapKyBaHHsSI [jig TepPBMHHOI i BTOPWHHOI YINaKOBKU TMperapary,
Karicysm 3 mopoinkoM AZD1402 ans inransiifi 1 mr abo 3 mr abo 10 mr abo mare6o, Bepcis 1.0 Bif
16 uepBHsi 2021 poky, y dopmaTti Oykiery, 6araTbMa MOBaMH, BK/IHOUAlOUM YKPaiHCBbKYy MOBY; TekcT
3pa3ka MapKyBaHHS /JIsl [IePBUHHOI i BTOPUHHOI YIIaKOBKU KPUILKU Ta CyMKU OZIHOZ030BOTr0 iHraasiTopa
RS01 anist BUKOpHCTaHHS 3 TIOpoIkoM Tipernapaty AZD1402 abo nuiarie6o B KaricyJti Asist iHrassiii, Bepcis
1.0 Bim 16 uepBHs 2021 poky, y ¢opmari Oyksery, GaraTbMa MOBaMH, BK/THOUAIOUM yKpPailHCBKY MOBY;
CKpIiHIIIOTA OTNUTYBa/bHUKA TOCHiTamO cB. ['eoprisi Asst orfiHku ripobsiem 3 auxaHHsM (SGRQ eCOA)
Bepcis 1,00 Big 21 nunHg 2021 poky, aHIVIIKCHKOIO Ta YKPaiHCbKOI0 MOBaMU; CKPIiHILIOTH ONMUTYBa/bHUKA
Mpo CMHOHa3anbHi pe3ynbratd (SNOT-22 eCOA) - Bepcis 1,00 Big 21 nunHs 2021 poky, aHT/IiMCbKOIO Ta
YKpalHCbKOIO MoBaMy; CKpIHIIOTH ONWTYBalbHUKA [/ OLiHKA Kauumo Ta MOKpoTuHHS (CASA-Q
eCOA), Bepcis 1,00 Bix 17 BepecHsi 2021 poky, aHI/TiMCbKOI Ta yKpaiHCbKOK MoBaMu; IH@opmatiis st
narjieHTa i popma iHdbopMoBaHoi 3rogu Asia YacTuHu 2 AOCTiIpKeHHs, A YKpainu, Bepcis 2.0 Big 09
rpyaHs 2021 poky Ha ocHOBi Matictep-Bepcii 3.0 anis Yactunu 2 gocnigkenHs Big 18 TpaBHs 2021 poky,
aHTrTiMChKOIO Ta yKpaiHChbKOr MoBamy; Jlomatok zo IHdopmatii ans mnatjiedTta i ¢popmu iHpopmoBaHol
3roau Ay YactuHu 2 pocipkeHHs, Aas YKpainu, Bepcist 1.0 Big 04 ymucronaza 2021 poky Ha OCHOBI
Matictep-Bepcii 1.0 ans Yactunu 2 pocnimkeHHs Bifg 02 uepBHsi 2021 poKy, aHIVIIMCBKOKO Ta
YKPaiHCbKOK MOBaMu
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Biz 29.12.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanpomiszoBaHe, mozBiiiHe crire, maiie6o0 KOHTposbOBaHe, OaraToleHTpoBe JocmimkeHHsi ¢dasu Ila 3
BH3HAUeHHsI ONTUMAJIBHOI /103H, V IBOX YAaCTHHAX, /ISl OLiHKK e(eKTUBHOCTI i 6e3rmeuHoCTi TppOX piBHIB
ZI03yBaHHS iHransiiliHoro npenapaty AZD1402, mo npuiiMaeTbcs y GopMi CyXOoro TOpOIIKY [Biui Ha
o0y MpOTSATOM 4 TYXKHIB, Y JOPOC/IUX MAIiEHTiB 3 OPOHXiabHOIO aCTMOIO, SIKi OTPUMYIOTh CE€peHi 103U
iHTaIAL[IMHUX KOPTUKOCTepoifiB», D2912C00003, Bepcis 3.0 Big 10 6epe3nsi 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Actpa3eneka AB, IlIBewisi/AstraZeneca AB, Sweden

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2547

InenTudikatiist cyrreBoi
TIOTIPaBKU

3a11yquH51 A00aTKOBHUX MiCLU: MMpoBeJeHHA KJIiHIYHOTO BI/IHPOGYBE[HHHZ

No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA

/11 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. nikap JIpo6uep L.T.
KomyHanbHe HeKOMepIfiiiHe TMiJIPUEMCTBO «XMeTbHUI[BKUN 00/aCHUM TIPOTUITY X/TUHHUM
LeHTp» XMeJbHULbKOI 00sacHOi paau, BifJisieHHss HOBOYTBOpPeHb TIPYyJHOI 3a/o03M, ILIKipH,
M’SIKUX TKQHWH Ta KiCTOK, M. XMeJIbHULIbKUI

2. nikap INaspumok I.C.
KomyHanbHe HekoMeplliliHe MiJnpueEMCTBO  «TepHOIIBCHKUM — 00/laCHUN  K/TiHIUHUMA
OHKOJIOTiUHMI AucriaHcep» TepHOMiIbCbKOI 06/1acHOI paZiv, XiMioTeparieBTUUHe BififineHHs,
M. TepHorisib

3. sikap CinenbHikoB [.B.

KomyHanbHe mignpuemMcTBo «BonvHCBKUEM  00/aCHUE  MeJUUHUEM  1IEHTP OHKOJIOTii»
BomHcbKoi 06/1acHOT pajiv, OHKOJIOTiuHe XiMioTepaTnieBTHUHE BifiineHHs, M. JIyIbK

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021
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Hasga k/iHiuHOTO «bararorieHTpoBe paH/j0OMi30BaHe TIO/BiliHe cline TIaleb0-KOHTPO/ILOBAHE JOCTiKeHHs da3u 2 /s
BUTIPOOYBaHHS, KO/, BUBUeHHs1 edeKTHBHOCTI Twucnenizymaby (BGB-A317), MOHOK/MIOHa/ibHOrO aHTUTiAa #0 PD-1, y
BepCis Ta zaTta noegHaHHi 3 rmiperiapatoM BGB-A1217, moHoknoHanbHMM aHTUTiiom A0 TIGIT, B mopiBHSHHI 3

Tucnenizymabom y moegHaHHI 3 Tianebo siK Teparii Apyroi JiHil B mMalfieHTiB i3 HeorepabebHOIO,
MiCIL[eBO-TIOIIUPEHOI0, PeIUINBYIOUOI0 ab0 MeTaCTaTUUYHOIO T/IOCKOK/TI THHHOI0 KapLIMHOMOI) CTPaBOXOAY
3 ekcrpeciero PD-L1 (Bi3yanbHO-OIiHIOBaHWH KOMOiHOBaHMM TMOKa3HUWK MO3UTUBHOCTI VCPS > 10%)»,
BGB-A317-A1217-203, Bepcis 0.0 Big 16 BepecHs1 2020 poky

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTHO «®APMACBIOTIKAJI PICEPY
ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPAIHA»)

CnoHcop, KpaiHa BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CymnyTHi —

MaTepianu/mpernapaTi

CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTO 3a0e3nMeueHHsA Isan 3A/IBOPHUX




Honatok 30
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

Indpopmariisi g maijieHta Ta iHdopMoOBaHa 3roJla Ha ydYacTb Yy HAyKOBOMY [IOC/Ii/PKeHHI Ta
Heo0O0B’s13K0BOMY flociikeHHi, Bepcist 10.0 qis Ykpainu Big 05 miucromaga 2021 poKy, yKpaiHCBKOIO Ta
POCiMICBbKOI0 MOBaMH

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

Ne 287 Big 31.03.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, moggitiHe cmine pocmimkenHs, 111 da3u, A MOpiBHSAHHS TperapaTy YmMaJal[uTUHIO
(ABT-494) 3 nnatje60, y TaLli€HTIB 3 CePeAHbOTSIKKOI0 ab0 TSPKKOIO (hopMaMK aKTUBHOTO PEBMATOIIHOTO
apTPUTY, 1[0 OTPUMYIOTh CTaH/ApTHI CMHTETHYHi XBOPOOO-MoAu(]iKyroui MPOTUPEBMaTUUHI TIperapaTH
(ccXMIIPII) B crabimpHiK 4031 Ta He JOCArAM afeKkBaTHOI BiamoBigi Ha ccXMIIPII», M13-549, 3
iHkopriopoBanumu mornpaBkamu 0.01 (tineku g Kanagu), 1, 1.01 (tineku gns Kopei), 1.01.01 (Tineku
nns Kopei), 2, 2.01 (tineku ans Kopei), 2.02 (tinbku gns Kanaau), 3, 4, 5, 6, 6.01 (a1 VHP-kpaiH,
JlutBu Ta 'pewii), 7 Ta 8 Big 25 nuctonaga 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopnatok 31
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

Indpopmariisi g maijieHta Ta iHdopMoOBaHa 3roJla Ha ydYacTb Yy HAyKOBOMY [IOC/Ii/PKeHHI Ta
Heo0OB’I3KOBOMY [loC/TiiKeHHi, Bepcist 12.0 qis Ykpainu Big 02 mucromaga 2021 poKy, yKpaiHCBKOIO Ta
pociticbkkoro MoBamu; [HdopMarljitiHa KapTka maijieHTa, Bepcisi 3.0 ans Ykpainu Big 11 mucromaza
2021 pokKy, yKpaiHCbKOIO Ta POCiiICbKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 403 Big 04.05.2016

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomizoBane, mogBitiHe ciine pocsimkends, 111 ¢a3u, o MOpiBHSHHS TperiapaTy YTaJal[UTUHIO
(ABT-494) 3 mnaiebo Ta 3 ajganiMymaboM, y Malli€HTIB 3 CepeAHbOTSIKKOI ab0 TSDKKOI (hopmMaMu
AaKTUBHOTO PEBMATOiJHOTO apTPUTY, II[0 OTPUMYIOTh CTabi/IbHY 0a3uCHYy Tepariil0 MeTOTPEKCATOM Ta He
JOCATIM afleKBaTHOI BiAMNoBiAi Ha Hei», M14-465, 3 iHKOPNIOpOBaHOK AMiHICTpaTUBHOK 3MiHOKO 1 Ta
ITonpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Big 20 /mcronaga 2020 poky

3asgBHUK, KpaiHa

«E66Bi biodapmacsktoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporirypa gocifHuKa AOCTipKyBaHOTO JTiKapCchbKOro 3aco0y Jlakocamif, Bepcist Bif 26 >koBTHs 2021 poky
aHIiCbKOK MOBOO

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

Ne 655 Big 07.10.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«baraTolieHTpOBe, BiKpUTE, JOBrOCTPOKOBE, MPOJJOBXKEHE JOC/IpKeHHS [/ BUBUEHHS e()eKTUBHOCTI Ta
6e3reyHocti Jlakocamifly B SIKOCTi [JOMOMDKHOI Tepariii y fiTeli 3 eisierniciero 3 Tapijia/lbLHUMU
Hanazamu», EP0034, 3 nonpaskoro 3 Big 03 mvcromnazga 2020 poky

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIJIIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

UCB Biosciences Inc., CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MiCITh TPOBEIEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

Ne
/1

I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA
HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

[.M.H., ipo@. ITorosuu B.1I.

YHiBepcuTeTCchbKa KiliHiKa [BaHO-®PpaHKIBCHKOr0 HALliOHAJIbHOTO MeJUYHOIO YHIBEepCUTeTy,
JIIKyBanbHO-NIPO(iIaKTUUHUNA Mifpo3Aia, [lep)kaBHUM BUILMKA HaBYaabHUM 3aknaf «IBaHo-
@paHkiBcbkuil HallioHambHU MeUUHUN yHiBepcuTeT», Kadejpa OTOPHUHOJIAPUHIOJIOTI],
o TaspMOJIOTii 3 KypCcoM Xipypril roiosy i mui, M. IBaHo-®paHKiBCbK

I.M.H., ipo¢. 3abonorHa ..

Kninika pgepkaBHOI ycraHOBU «IHCTUTYT oTosiapuHrosiorii iM. mpod. O.C. KosomiliueHka
HAMH VYkpainu», Biggin puHosorii Ta ameprosiorii (3 Tpymor peHTreHosorii) Ha 6a3i
BigninenHs JIOP-3ananbHUX 3aXBOPIOBaHb 3 IpyIoro eHpockormil JIOP-opraxis, M. Kuis

Homep Ta faTa Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Biz 24.11.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, paHZOMi30BaHe, MO/BiliHe Clirne, TUIalEeb0-KOHTPOJIbLOBAHE [OCTI/KEHHS 3 METOH
ouinku Tiperiapaty CBP-201 y [g0po/iMX MaL{i€HTIB 3 XPOHIYHUM TIOJITMO3HUM DPUHOCHUHYCHUTOMY,
CBP-201-WWO003, Bepcis 2.1 Big 22 6epe3nst 2021 poky
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3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa Cyxoy Konnekt BiogapmacstoTikarc, JIta, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TIPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHS:

Ne
/11

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

K.M.H. [Tominuyk [1.B.
MeauuHuii 1IeHTP TOBapHCTBa 3 00Me)keHOw BiArnoBiganbHicTio «KmiHika Bepym EkcriepT»,
M. KuiB

K.M.H. TpyxiH [1.B.

KomyHanbHe HeKoMepilifiHe MiAnpueMcTBO «O1echbKuii 00/1aCHUN OHKOJIOTIUYHWN AMCIIaHCEeP»
Opecbkoi 06sacHOI pafu», CTallioHap AEeHHOTO IepebyBaHHS AWCIIaHCEPHO-TIOMIKIiHIYHOTO
Binzinenns, M. Ozeca

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

Ne 1012 Big 24.05.2021

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHgomi3oBaHe, moABiliHe crime, TMUIaleb0-KOHTPO/IbOBaHe AocimkeHHss (a3u III s oliHKM
edeKTUBHOCTI Ta Oe3revHoCTi aji’tOBaHTHOI Teparii arte3osi3ymaboM abo marie6bo y KombiHarjii 3
TpacTy3ymaboM eMTaHCHHOM y marfieHTiB i3 HER2-MO3UTHBHUM pakOM MOJIOUHOI 3a/103d 3 BUCOKUM
PU3KMKOM peLWMBY TIiC/s1 epefionepawniiHoi Tepamii», W042633, Bepcis 2 Big 11 cepnns 2021 p.
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3asgBHUK, KpaiHa ToBapucTBO 3 060MeXeHOI0 BiiNoBifanbHicTIO «Por YKpaiHa»
CrnioHcop, KpaiHa @.Xoddmann-JIs Poru Jita, [Beiiiapis

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa 3asiBHUMKa KiiHiuHoro BumnpoOyBanHs 3 TOB «Cineoc Xenc VYkpaiHa» Ha «E60Bi
Biodapmacetorikan3z I'm6X», IllBefitapis; 3112-301-001_KepiBHUIITBO 110710 Bi3WUTIB JOCTiKEHHS _
Bepciga 2.0 Bim 09 BepecHsa 2021, ykpaiHcbkor0 MOBOrO; 3112-301-001_KepiBHMLTBO MO Bi3uTam
nmocnigkenHs _ Bepcist 2.0 Big 09 BepecHs2021, pocCiliCbKOKO MOBOHO

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

Ne 2616 Big 24.11.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«6-TIKHeBe OaraToL|eHTpPOBe paHZOMi30BaHe MMO/BiiiHe cJiire Tuiarie60-KOHTPOIbOBaHEe AOCIiKEHHS B
rapasieJlbHUX TPyTiax 3 BUBUeHHsS e)eKTUBHOCTI 1 Oe3meuHOCTi Kapuripa3uHy y aitei (Bikom Big 10 go 17
POKiB) TpH JIiKyBaHHi [lelIpeCUBHUX eMi30/jiB, TOB’si3aHuX 3 binosisipHuM posnazgom I tumy», 3112-301-
001, mornpaska 2 Big 19 mrotoro 2021 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

«Annepran Jlimiten», Benuko6puranis (Allergan Limited, United Kingdom)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



HonaTok 36
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBneHu#i npoTokon KiaiHiuHoro BumnpoOyBanHsi EIG-LNF-011 monpaeka 03 Bix 29 »xoBtHs 2021 p.;
IHdopmaritinmii uct ta popma iHpopmoBaHoi 3roau yuacHuka OcHoBHa Bepcis 3.0 Bix 13 nmucronaga
2021 p. anst YKpainu Ha ocHOBi I'obanbHOT ocHOBHOI dopmu iHbopmoBaHoi 3rogau (PI3) Bepcii 6.0 Bix
29 xoBTHS 2021 p., yKpaiHCbKOIO MOBOW; [H(opMariiiiHuii MCTOK Ccyb’eKTa AOCTiHKeHHS Ta dopma
indbopmosanoi 3rogu OcHoBHa Bepcist 3.0 Big 13 mmctoraga 2021 p. ans YKpainu Ha ocHoBi ['y1obanbpHOI
ocHOBHOI ¢opmu iHpopmoBaHoi 3roau (PI3) Bepcii 6.0 Bizg 29 xoBTHs 2021 p., poCiliCbKOI0 MOBOIO

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

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, uacTKOBO Mo/iBiliHe cjine, matpuuHe gocmigkenHs 111 ¢asu 3 BuBueHHs eheKTUBHOCTI
Ta Oe3neku 50 Mr moHadapHiOy/100 Mr putoHaBipy aABiui Ha 400y B TO€JHAHHI 3 TETLTLOBAHUM
inrepdepoHom anbda-2a y mo3i 180 Mkr abo 06e3 HBOro mpoTaroM 48 TWKHIB y TIOPiBHSIHHI i3
MOHOTePAITi€I0 TIeTiTIbOBaHUM iHTep(epoHOM asnb(da-2a Ta JiKyBaHHSM I/1arie00 y MaljieHTiB 3 XpOHIYHOO
iHQek1liel0 Bipycy rematuTy JesibTa, CTaH SIKMX TMiATPUMYETbCS 3a JOTIOMOTOI0 HYK/Ie03UJHOI
(aykneotuaHoi) antu-HBYV Tepamii (D-LIVR)», EIG-LNF-011, nonpaBka 02 Bix 12 motoro 2020

3asgBHUK, KpaiHa

«biopaci, En-En-Ci», CIIA
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CnoHcop, KpaiHa «Etirep Bio®apmacskiorikans, [HK.» (Eiger BioPharmaceuticals, Inc.), USA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBKeHHs TepMiHy K/IiHIYHOro BUNIPOOyBaHHs B YKpaiHi 1o 30 uepBHs 2022

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

Ne 545 Big 19.05.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure paHioMi3oBaHe KOHTpPOJIbOBaHe JOC/ifKeHHs 3 ¢a3u, CrpsiMOBaHe Ha OL[iHKY CeJliHeKCopy,
bopTe3omiby Ta gekcamerasoHy (cxema SVd) B mopiBHsiHHI 3 6opTe3omibom i fekcameTasoHoM (cxema
Vd) y mnaiieHTiB i3 peluguByrouo0 abo pedpakTepHOI MHOXKMHHOIO MienomMowo», KCP-330-023,
pepakuis 4.0 3 iIHKOPIIOpOBaHOO TONPaBKow 3 Bif 17 cepnHa 2018

3asgBHUK, KpaiHa

TOB «IOKYME/IC» («CIA IOKYME/IC»), Jlatsist

CnoHcop, KpaiHa

«Kapioapm TepansroTukc Inkopriopeiitez», CILIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 38
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

[ITkana Tanepa, AC-065A310-ENGO5 INT-3, Bepcis 4.0 Big 20.05.2021; HaykoBe gocnigxkenus SALTO
(CAJIBTO) pnsi gitett ta mianmitkiB 3 JIAT, ykpaincbkoro moBoro, AC-065A310-UKR22, Bepcis 2.0 Bix
20 tpaBus 2021 p.; HaykoBe gocnimkennsi SALTO (CAJIBTO) ansa nikyBaHHS [iTel Ta MiJJIiTKiB, 110
crpaxgaroThk Big JIAI, pociiicekoro moBor, AC-065A310-RUU22 INT-3, Bepcisg 2.0 Bix 20 TpaBHs
2021 p.; O6cTe)keHHs Tl yac Bi3WUTIB B JOCTiJHULILKUMA LIEHTP, yKpaiHChKOH MoBoro, AC-065A310-
UKR23 INT-3, Bepcis 3.0 Big 20 TpaBHst 2021 p.; O6CTe)XeHHs MiJ] yac Bi3WUTIB B AOC/IiIHULILKUI LIEHTP,
pociticekoro MoBoto, AC-065A310-RUU23 INT-3, Bepcis 3.0 Big 20 TpaBHs 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanziomizoBaHe, GaraTorieHTpOBe, MOABiMHe cire, Myiarieb0 KOHTPOJbOBAaHE, B TapasielbHUX TIpyrax,
KOHTDPOJIbOBAHe 3a MOJiAMU KJ/IiHIUHe JOCIi[)KeHHSI 3 MOC/IiJOBHMM BK/IIOUEHHSM TpyM, 3 Iepiofom
BiJJKDUTOTO TIO/IOBKEHOT'O JIIKYyBaHHS [jis OLIHKA e(peKTHBHOCTI Ta 0e3reuHoCTi cesekcimary, siK
ZIOAATKOBOI Tepartii A0 CTaHAApPTHOI CXeMH JIiKyBaHHS y [iTeld BikoM Biji >2 g0 <18 pokiB 3 jiereHeBOlO
aprepianbHORO rineprensieo», AC-065A310, Bepcis 5 3 nompaBkoro 3 Bif 20.05.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris
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CnoHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», Benbris

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu

Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2547

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa BiZITOBiZIaIbHOTO OC/TiZIHMKA; 3MiHAa Ha3BU MICIIsl TTPOBe/IEHHsT K/TiHIUHOTO BUITPOOyBaHHS; 3MiHa
Ha3BU Ta MiCIsl MPOBe/IeHHs K/TiHIYHOT0 BUMTPOOYBaHHS:

Bbyno

Craso

K.M.H. [lemeHTheBa H.A.

KomyHanbHe MigIpueMCTBO «/IHIIpOneTpoBCchbKa
obnacHa JUATSYa K/TiHIUHa JIIKapHSI»
[HinporeTpoBcbKoi 00/1acHOT pau», BifineHHS
a”ecresionorii Ha 12 ADKOK A IHTeHCHBHOI
Teparii, M. /IHinpo

a.M.H. Bnacos O.0.

KomyHanbHe mirpuemMcTBO «/IHINponeTpoBCchbKa
obsacHa JuTs4a KJ/TiHIUHA JIIKapHs»
[HinporeTpoBchKOi 00/1aCHOT paju», BifineHHs
iHTeHCHMBHOI Tepamii Ta edepeHTHUX MeTO/liB
JIIKyBaHHSI TOCTPUX 1 XPOHIUHUX IHTOKCHKALiU Y
nited, M. JIHinpo

K.M.H. JIutBrHOBa T.B.

KomyHanbHe  miJnIpueMCTBO «KpuBopi3bKa
MicbKa KjiHiyHa JikapHsa Ne 8» KpuBopisbkoi
MiCBKOI paju», BiJIIiIeHHS JUTAYOl
I1yJIbMOHOJIOT, HepxaBHuM 3aK/1af,
«/IHiTIporieTpoBCbKa MeAuyHa akazemis MO3
Ykpainu», Kadenpa  mepiaTpii,  cimeiHoOl
MeJULIUHU Ta KJTIHIYHOT nabopatopHoi
JiarHOCTUKY  (daky/ibTeTy — MiC/IsAUIIOMHOT
ocBitH, M. Kpusmii Pir

K.M.H. JIuTBriHOBa T.B.
KoMyHanbHe ~ HeKoMepliiliHe
«KpuBopisbka MiCbKa JIiKapHs Nel6»
KpuBopisbkoi  MiCBKOi  pagu,  BiJJiIeHHs
iHTeHCHMBHOI  Tepamii Jyii  0OCIyroByBaHHS
JIUTSTYOTO HacesieHHs, [IHITPOBCHKUM Jiep>KaBHUM
Me/IMYHWM  yHiBepcuTeT, Kadeapa TmeAiaTpii,
ciMeliHOI MeJUWIMHM Ta K/IiHIYHOI JlabopaTopHOI
JiarHOCTUKM  (dakKy/ibTeTy  MiC/sSAUIIOMHON
ocBiTH, M. KpuBuii Pir

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

Ne 1964 Biz 26.08.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«BigkpuTe, paHioMi30BaHe, KOHTPO/IbOBaHe 3a /I0NOMOT0K aKTUBHOTO TIpernapary K/iHiuHe JJOC/TiI)KeHHs
/111 da3u pist ouiHKM Oe3rneku, epeHoCuMOCTi, edpeKTUBHOCTI Ta GapmakokiHeTukn MK-7655A y giteit
BiKOM Bif HapomkeHHsS g0 18 pokiB 3 miATBep/KeHOH abo TIiZi03pIOBAaHOI0 T'PAMHEraTUBHOIO
bakTepianpHOIO iH(ekIier0», MK-7655A-021, 3 iHKopriopoBaHoro mornpaBkoro 02 Bix 27 ceprmus 2019

POKY

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepajibHOro AupeKkTopa /lupekropary
(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX



Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiZTbKOCTI I0C/Ti/pKyBaHUX B YKpaiHi 3 50 0 70 ocib

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, TMOABiMiHe ciiine, TUIAle00-KOHTPO/IbOBAHE MAOCTiIKeHHs ¢a3d 2 [AAsS  OLHKU
edekTrBHOCTI Ta Oe3rekn SAR441344, MOHOK/IOHA/ILHOTO aHTHUTL/IA A0 aHTaroHicta CD40L, y marjieHTiB
3 peLyMBYIOUMM pO3CissHUM cKiepo3om», ACT16877, 3 nonpaekoto 01, Bepcis 1 Big 20 tpaBHs 2021

POKY

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBejiornMaH, @paHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hoparok 41
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/bIIIeHHsT KiZIbKOCTI IOC/Ti/PKYBaHHX B YKpaiHi 3 60 g0 70 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomizoBane gocmimkennst II1 ¢a3u ans ouwiHKM LMCTeKTOMil B KoMOiHalii 3 TiepiorepaiiiHum
3aCTOCYBaHHSIM TeMOpoJsTisymMady Ta [/ OL[iHKM LMCTeKTOMil B KoMOiHallii 3 mepionepariiiHumM
3aCTOCyBaHHSIM eH(MOpTyMaOy BefOTHHY Ta TieMOposidymMaOy TIOpDiBHSIHO 3 TIPOBEJEHHSIM TiJTbKU
LIMCTEKTOMII [/l YYaCHUKIB 3 M S130BO-IHBa3MBHUM pakOM C€YOBOI'O Mixypa, SKMM He MO)KHa IPOBOJAUTU
nikyBanHs pucriatuHom (KEYNOTE-905/EV-303)», MK-3475-905, 3 iHKOPNOpPOBaHOK MOIMPaBKOK)
04 Biz 14 kBiTHA 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Eng Joym Kopr.», gouipre nignpuemctso «Mepk Exng Ko., [nk.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Indopmariiiinuii mucTokK i hopma iHbopmoBaHoi 3roau, s Ykpainu, Bepcis 2.0 Big 24 nuctomnazga 2021
p., CTBOpeHa Ha OCHOBi 6a30Boi Bepcii ®PI3, yacTuHa 3, aHIJIiIHCHKOIO Ta YKPAaiHCHKOK MOBamH; JoaTok
o IndopwmariiiiHoro nucTka i popmu iHpopMoBaHOi 3roau, J/si YKpainu, Bepcisi 2.0 Bifg 24 nucromnaga
2021 p., cTBopeHa Ha 0CHOBi 6a30Boi Bepcii @13, uacTiHa 3, aHITIMCHKOIO Ta YKPAaiTHCHKOI0 MOBaMU

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-KOHTPOIbOBAaHe JOC/TIHKEHHST 3 OJHOKPAaTHUM i
OaraTokpaTHUM 3acTocyBaHHsM Tiperiapaty AB-836, karcugHoro iHribitopa BipycHoro rematuty B, amst
OLIiIHKM Moro 6e3rmeyHoCTi, TepeHOCMMOCTi Ta ¢papMaKOKiHETUKU Y 3/[0POBUX YUaCHUKIB Ta B YYaCHUKIB 3
XPOHIYHOM0 iH(DeKIiero BipycHoro rematuty B», AB-836-001, Bepcis 1.1 Bix 14 ciung 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

ApbOyTtyc biodhapma Kopropetims, CIIIA/ Arbutus Biopharma Corporation, USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 43
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Hocnimxennst 20115 OHoneHa iHdopmatis A5 natjieHTa Ta @opma iHdhopmoBaHoi 3rogu, Bepcis 2.0 Bif
17 nuctomnazga 2021 p. ans YKpaiHu yKpaiHCHKOO MOBOIO Ha 0a3i ocHOBHOI OHoOB/eHOi iHdopmatiii st
nanienta ta @opmu iHpopmMoBaHoi 3rogu, Bepcis 2.0 Big 16 muctonaza 2021 p.; Jocnaimkenns 20115
OnoBneHa iHdopmariis s narjieHTa Ta Popma iHpopmoBaHoi 3roau, Bepcis 2.0 Bix 17 nuctomaga 2021
p. /i YKpalHM pOCiliCbKOI0 MOBOIO Ha 0a3i ocHoBHOI OHOB/eHOI iHpopMmallii s marjieHTa Ta ®opmu
indopmoBaHoi 3rogu, Bepcis 2.0 Big 16 muctomaza 2021 p.; HocnmimkenHs 20115 OnuryBanbHUK TI0
3aKiHUEHHIO JOC/ipKeHHsl /11 YKpalHM YKpaiHCbKOK MoBOrO Bepcis 1.0 Big 16 nmcromaza 2021 p.;
Hocnimkennss 20115 OnuTyBasbHUK T0 3aKiHUEHHIO [JOCTi)KeHHs /s YKpaiHU POCIMChKOIO MOBORO
Bepcida 1.0 Big 16 mucronaga 2021 p.; Hocaimpkenns 20115 KapTka nofsfku A1 y4acHUKA JOC/IpKeHHS
Bepcis 1.0 Big 16 mvcronaga 2021

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

Ne 2110 Biz 16.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe moBiiiHe crine, y TapasieflbHUX Tpyrax, I/1aLeb0-KOHTPOboBaHe OaraTolieHTpOBe
JOCTiKeHHsT 3 OL[iHKK 0e3reKyd Ta TepeHOCHMOCTi IOMICIUYHUX TAINKIDHUX BBeJeHb OCOLMMaldy y
KOropTaxX HH3bKOI Ta BUCOKOI /103 y TIAI[iEHTIB i3 TepMiHA/IBLHOIO CTali€l0 XPOHIUHOI XBOpPOOU HHUPOK Ha
peryssipHomy remogiaisi (TCXXH)», No. BAY 1213790 / 20115, Bepcis 1.0 Biz 16 6epe3ns 2020

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHna
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CnoHcop, KpaiHa baitep AI', HimeuurHa

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 44
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Po3pin "fkicte / Quality" Hocke mocmimKyBaHoro mikapcbkoro 3acoby Ozanimod (RPC1063), penakiiis
9.0 Big >koBTHs 2021 p.; [dojaHHS HOBOTO ([0OAATKOBOTrO) BHMPOOHMWKA AOCTiIKYBaHOTO JiKapChbKOTO
3aco0y: o3aHimo/ rizpoxsopua/RPC1063 karicymm 0,25 Mr (ekBiBasieHT o3aHimozy 0,23 Mmr); o3aHimMo[
rizpoxnopua/RPC1063 karicynu 1,0 mr (ekBiBaneHT o3aHimMony 0,92 mr) - "Celgene International Sarl",
[IIBeiitiapisi; 3pa3Ku eTUMKETOK: TIUIslleuka J/s TpUioMy TMpernapaty y BiJKPDUTOMY peXuMi B
HapOoCTalUMX J03ax, ska MicTUTh 12 Karcyn o3aHimoay rigpoxnopuay/RPC1063 0,25 mr (ekBiBasieHT
o3aHimony 0,23 wmr), pepakuisi Biag 16.07.2021 p.; nsimieuka /s NpUKMOMY Mpernapary y BiKpUTOMY
peXXrMi, sika MICTUTh 35 Karcy/ o3aHiMoay rigpoxnopugy/RPC1063 1,0 mr (ekBiBaneHT o3aHimony 0,92
Mr), pegakuis Big 19.07.2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 838 Big 10.12.2015

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure, OaraToljeHTPOBe, pO3ILIMpeHe MAOCTipKeHHs (a3u 3 [/ BUBYEHHs [€POPaJbHOTO
3actocyBaHHsi RPC1063 B sikocTi Tepariii y Malji€HTiB 3 MOMipHUM ab0 TSHKKUM BUPa3KOBUM KOJTITOM»,
RPCO01-3102, pepakuis 9.0 Big 23 ceprua 2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»
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CrioHcop, KpaiHa «CenmxeH Intepnernn I, Capn» (Celgene International II, Sarl) («CIC II»), IIBeiitiapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU 3asBHUKA KiiHigHOro BUnpobyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesnc
YxpaiHa»

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paHZOMi30BaHe MO/BiliHe crirne rialebo- Ta aKTUBHO-KOHTPOJbOBaHe AOC/i/PKeHHs
JUTSI OLTIHKM e()eKTUBHOCTI MOHOTeparlii OpeKCItinpa3osioM [ijist TiKyBaHHS TiATKiB (Bikom 13—17 pokiB) 3
mm3ogpeHieto», 331-10-234, Bepcis 4.0 3 nonpaskoto 2 Bifj 16 uepsHs 2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka dapmacbrOTiKa
HeBenonmenT enp, Komepcinizeiis,, [Hk.», CIIIA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 46

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

[Toj0B>KeHHST TPUBAJIOCTI K/TiHIYHOTO OC/i/KeHHs: B YKpaiHi fio 31 6epe3Hst 2023 poky

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe, TOzBiliHe Cline, y TlapajiesbHUX Tpymax, baraTorieHTpoBe gocmimkeHHs 11 ¢a3u, 1o
NopiBHIOE e(eKTHBHICTb Ta mMepeHOCHMicTh mpernapatiB @ynabBectpanT (PA3JIOAEKCTM) 500 Mr Ta
®ympBectpanT (PA3JIOJEKCTM) 250 Mr y >KiHOK y IOCTMeHOMay3i 3 MOLUMPEeHHM PakoM MOJIOYHOL
3a/1031 3 HasiIBHUMH peLleNTopaMH [0 ecTpPoreHy, sIKMi Tporpecye abo pelieMBYe TIC/Is MOMepeaHbOL
ropMoHa/abpHOI Tepamnii», D6997C00002 (9238IL/0064), inkopriopoBaHuii nornpaBkow 2 Bix 03 rpyaHs
2009 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

«Actpa 3eHeka Ab», llIBeris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZJaTKOBOT'O MiClisl ITPOBe/IeHHS] BUTTPOOYBAHHSI:

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

1. K.mez.H. Kimoes I'.0.

M. Ozieca

MenuyHuii 11eHTP TOBapUCTBa 3 0OOMeXXeHOHO BiAnoBizanbHicTIO «TexHosoris 340pOB's»,

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

Ne 1012 Big 24.05.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zara

«OrjinroBaHHs  edekTUBHOCTI Ta Oe3rmeyHocti ouHux Kparenb T4030 mMOpiBHAHO 3 OJHOZO30BUM
niperiapatoM ["aHdopT® y marjieHTiB i3 0YHOO TinepreHsieto abo riaaykomoro», LT4030-301, Bepcis 1.0

Biz 21 BepecHs 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHLiel0 «AMK’FOBIA P/IC YkpaiHa»
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CrioHcop, KpaiHa Laboratoires THEA, France

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 48

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MICI[sl IPOBE/IEHHS KJTIHIYHOTO IOC/TIIPKEHHS:

Bbyno

KepiBHUK LieHTpy Muxasnbscbka JI.B.
Kniniuna snikapHs «®eodanis»
yIpaB/iHHSA CripaBamu, LleHTp
ximioTeparmii remo0siacTo3iB  Ta
Tepartii, M. Kuis

[ep>xaBHOro
reMartoJIorii,
[IPOMEHEeBO1

Crano
3aB. Bifj. Muxanbcbka JI.B.
Kniniuna nikapHs «®eodanis» [lep;kaBHOrO

yIIpaBJIiHHA ClpaBaMy, BijJi/IeHHs reMaToJorii

Ta

reMaToJIorii,
TpaHCIUIaHTAaLlil KiCTKOBOro MO3Ky, M. KuiB

remo0/1acTO3iB
xXimioTepartii

ximioTeparil Lentpy

remo0J/iacTo3iB  Ta

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«baraTolleHTpOBe paH/|OMi30BaHe, TIOJBIMHO Cilire, TuIale00-KOHTpoIboBaHe mgociimkenHs III ¢as3u 3
METOI0 OL[iHKH e)eKTUBHOCTI Ta Oe3MmeuHOCTi JIiKyBaHHs TadacutamMaboM y MO€EJHAHHI 3 JIeHa/liZIoMizioM
JlofaTKoBO 0 XimioTeparii 3a cxemoro R-CHOP y nopiBHsAHHI 3 ximioTeparieto 3a cxemoro R-CHOP y
MaljieHTiB 3 yrepiie BUsiB/IeHO Audy3Ho B-kpynHokniTuHHOIO niMpomoro (IBKJI), siki panimie He
MIPOXO/IU/IM JTIKYBaHHS 3@ LIAM TIOKa3aHHSIM i BXOZSTb [0 TPYIH BUCOKOTO TPOMi’KHOTO abo BHCOKOTO
pusuky», MOR208C310, octarouna pegakiiisi 4.0 Big 17 vepBHs 2021 p.

3asgBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»
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CrioHcop, KpaiHa «MopdoCuc AT'» [MorphoSys AG], HimeyuuHa

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Honatok 49
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporrypa gocniguuka Topumnanimady (TABOO1), Bepcis 6.1 Big 11 >koBTHS 2021 poKy, aHIVIiHCBKOO
MoBow; IHdopmariiiiauii mucTok i gopma 3rogu, Bepcis V1.3UKR(uk)1.0 Big 22 »xoBTHs 2021 poky,
repeksiaZi YKpaiHCbKOIO MOBOMO Bif 15 nmucromaga 2021 poky; IHdopmariiinuii svcTok i dopma 3roau,
Bepcisi V1.3UKR(ru)1.0 Big 22 >xoBTHs 2021 poKy, mepeksaj, pocilicbKOl0 MOBOI Bif 15 nucromaza
2021 poky

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

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[TpocriekTBHe, paHJOMi30BaHe, I1ale00-KOHTPO/IbOBAaHe, TO/BiliHe ciiine, OaraToLeHTPOBE,
peecTpaljiiiHe KiiHiuHe mocimkeHHs ¢as3u III ans nopiBHsHHSA Topumanimady (JS001) y moemnHaHHi 3
NeHBaTUHIOOM Ta Twianieb0 y TOegHaHHI 3 JjieHBaTWHIOOM sIK Tepamii 1-i fiHIl Mpu TomMpeHin
renaToue/nosipHini kapipHoMi (I'LK)», JS001-027-1T1T1-HCC, Bepcis 1.2 Big 02 BepecHs 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 50
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

Bbpourypa gocnigauka TMC207 (Bedaquiline), Buganns 15 Big 25 >koBTHs1 2021 poKy, aHIJIiCBKOIO
MOBOO

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure GaraToleHTpOBe JOC/i/KeHHs (a3u 2, 110 MPOBOJUTHCS B OJHIM TPyI, A/ OLiHIOBaHHS
(hapMakoKiHeTUKH, Oe3MeYHOCTi, TIepeHOCUMOCTi Ta aHTHUMiKoOakKTepiabHOI aKTWBHOCTI TIperapaTy
TMC207 y noeaHaHHi i3 3acTocyBaHHsaM cynyTHix npernapaTi (CIT) mpoTtu TyO0epKy/ibo3y i3 MHOXKUHHOFO
nikapcbkoto critikictio (TB-MJIC) nipu nikyBaHHi AiTelt i migniTkiB Bikom Big 0 micsauiB o < 18 pokiB i3
nigTBepykKeHUM abo MimoBipHUM JiereHeBUM ThB-MJIC», TMC207-C211, iHKOpriopoBaHUi TIOTIPaBKOIO 7,
Biz 02 6epesns 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Janssen-Cilag International NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopaTok 51

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiZTbKOCTI IOC/TiZPKYBaHUX B YKpaiHi BiJ| monepeiHbO 3aryiaHoBaHoi 3 172 1o 274 ocib

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

Ne 2674 Biz 18.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[logBiiiHe ciine, paHAOMi30BaHe, KOHTPOJIbOBaHe AaKTWBHUM IIperiapaToM [JOC/i[KeHHs (a3u 3 B
rapasieJlbHUX TPyTiax [jis MOPiBHAHHS edeKTHBHOCTI Ta Oe3meuHocti mperapatiB CT-P39 i Kcomap y
TMAI[i€HTIB i3 XPOHIUHOIO CIIOHTAaHHOIO KPOTMB’SIHKOIO, y SIKMX 30€epiraroTbCs CUMIITOMH, He3BaKalouM Ha
JiikyBaHHs H1-aHturicraminaumy nipeniapatammn», CT-P39 3.1, Bepcis 2.3 Big 10 cepriast 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HopnaTtok 52

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/yKeHHsI CYyTTEBUX I10IIPABOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoOB/IeHUI TMPOTOKOJ KiiHIYHOro pociimpkeHHsi, Bepcig 3.0 Bix 03 BepecHs 2021 p., aHI/IiMCBKORO
MOBOIO; 3MiHa Ha3BU 3asiBHUKa KiiHiyHOTO BuripoOyBaHHS 3 TOB «IHC Pecepu YkpaiHa» Ha TOB
«Cineoc Xenc YkpaiHa»; JloCcke€ AOCTiKyBaHOTO Jlikapchkoro 3aco0y Tapamagon (Tavapadon) Ta
nnatebo, Bepcist 3.0, Big 17 BepecHs 2021 p., aHrmilicbkoro MoBoto; [logatok mo Bporypu gocmigHuKa
JOC/TiIKyBaHOTO JikapchKoro 3acody Tasamazgod (CVL-751) 1.0 Big 31 ceprns 2021 p., go BugaHHs 3.0
Bix 08 uepBHs 2020 p., aHraitickkoro MoBor; CVL-751-PD-002_Indopmariisi gns mnaijieHta i @opma
indopmoBaHoi 3rogu_epcisi Ay YKpainu 5.1.0 Big 18 >koBTHs 2021 p. yKpaiHCBKOIO Ta POCiMCHKOIO
MoBaMH; OMUTYBaSBHUK MO0 iMITY/TECMBHO-KOMITYJTIbCMBHUX pO3/afiiB Mpu xBopobi IlapkiHcoHa —
oLiiHIOBabHa 1ikana (Questionnaire for Impulsive-Compulsive Disorders in Parkinson's Disease - Rating
Scale, QUIP-RS) nns Ykpainu pociticekkoro MoBoro Bepcisi 1 Big 03 >xotHs 2019 p. (CVL-751-PD-
002_QUIP-RS_Ukraine_Russian_ V1_2019_Oct_03); 3miHa Ha3BU MicClld TIPOBeJileHHS KJ/IiHiUHOTO
BUITPOOYBaHHS:

Bbyno

Craso

K.M.H. Kanbbyc O.1.

KomyHanbHe MigIpueMCTBO «/IHIIpOneTpoBCchbKa
obnacHa kiiHiyHa mikapHsa iM. I.I. MeuHukoBa»
[HinporeTpoBcbKoi 00/1acHOT pagu», BifineHHs
HeBpoJIoril Nel, Hep>xaBHui 3aK/aj
«/JHirporierpoBcbka MeAuyHa akazemis MO3

YKpainu», Kaezipa HeBpoJiorii, M. [IHirpo

a.M.H. Kanmsbyc O.1.

KomyHanbHe mifrpuemMcTBO «/IHINpOneTpoBCchbKa
obsacHa KiiHiuyHa mikapHsa iMm. I.I. MeuHMKoBa»
JIHinporeTpoBchKOi 00/1aCHOI pajiu», BiflineHHs
HeBponorii  Nel, [IHIMPOBCHKUM Jiep’KaBHUM
Me/IMYHWM yHiBepcuTeT, Kadeapa HeBPOJOTii,
M. JIHinpo




2 MPOJOBXKEHH 0JaTKa 52

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

Ne 1636 Biz 20.07.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanzomizoBaHe, no/BitiHe ciiire, Tialeb0-KOHTPOJIbOBaHe JOCTiKeHHs Ba3u 3 y TapanebHUX TpyTiax
TPUBA/ICTIO 27 TWXKHIB i3 THYYKMM TIiI0OPOM /103U /i OLIIHKA e(eKTHBHOCTi, 0e3MeyHoCTi Ta
repeHocumocTi TaBaraJoHy y maljieHTiB 3 XxBopoOorw IlapkiHcoHa Ha paHHiM cTafii (JOC/TiKeHHS
TEMPO-2)», CVL-751-PD-002, Bepcis 2.0 Bizg 29 uepBHs 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa

Cepesen Tepan'totikc, JIJIC, CIIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonmaTok 53
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 24 1o Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 1 rpyzans 2021 poky Ne 2672 Ta
BHeCeHHs 3MiHU 10 fojaTtka Ne 1 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 15 BepecHs 2021 poky Ne 1966»
30.12.2021 Ne 2947

Inentudikariis cyrreBoi
TIOTIPaBKU

[Tpotokon kiHiuHOro BurpoOyBaHHsS GP43365, Bepcis 4 Big 21 >koBTHa 2021 pOKy, aHTJIiHCBHKOIO
MoBoO; [HhopMmaliist /s matienTa i @opma iHpopmoBaHoi 3rofu, 0CHOBHA Bepcist Ay YKpainu 2.0 Bijg 27
>koBTHS1 2021 poKy Ha mifcTaBi MaiicTep-Bepcii ocHOBHOI Bepcii IHdopmatiii aia matjienta i Popmu
indopmoBaHoi 3roau 3.0 Bif 22 koBTHsI 2021 poKy, aHIVIIHCHKOI Ta YKpaiHCbKOIO MOBOIO; BK/toueHHs
HOBMX BUPOOHMUMX [iISTHOK [JIs1 JOC/TiKYBaHOTO JIiKapchbKoro 3aco0y Arte3omizymab 1200mr/20 mi
KOHLIEHTpAT /11 PO3UMHY [i/Is1 BHYTpilllHboBeHHUX iHPy3ili (Roche Diagnostics GmbH, Nonnenwald 2
82377 Penzberg, Germany) Ta ans Ate3omizymab 1875mr/15 mu1, po3unH Jjis mifgmikipHoi iH'ekiii (Roche
Singapore Technical Operations Pte Ltd 10 Tuas Bay Link Singapore 637394)

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

Ne 2147 Big 04.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®A3A Ib, BIOKPUTE, BATATOLHEHTPOBE [JOCJIIIKEHHA [JId BUW3HAYEHHA
OINTUMAJIBHOI O03M 3 METOIO OLIIHKM ®APMAKOKIHETWMKM, BE3IEUYHOCTI TA
[NIEPEHOCUMOCTI IIAMIKIPHOIT'O BBEJAEHHS KOMBIHALIII TUPATOJIYMABY 1
ATE3OJII3YMABY Y MALIEHTIB 3 MICHEBOIIOIIMPEHVMMN ABO METACTATUYHUMU
[TYXJIMNHAMM», GP43365, Bepcis 3, Bifg 30 uepsHsa 2021 poky

3asBHUK, KpaiHa

TOB «ApeHncisa Exkcriiopatopi Megicin», YkpaiHa
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CrnioHcop, KpaiHa @. Xodhdmanu-JIa Poru JITa, [Betitjapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

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




Hopatok 54

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHHs 3MiHM 10 fogaTtka Ne 24 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 1 rpyans 2021 poky Ne 2672
Ta BHEeCEHHS 3MiHU A0 gojatka Ne 1 1o
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Yxpainu Biz 15 BepecHs 2021 poky

Ne 1966»

30.12.2021 Ne 2947

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«BaraTorientpoBe, 30-TI>KHEBe, MPOCIEKTUBHE, TepexpecHe, TMOJBiiHe ciirne, paHJoMi3oBaHe, mJaiebo-
KOHTpOJIbOBaHe MOCTi/pKeHHsT (a3 2B 3  mofanbliuM  52-TW)KHEBUM  BiIKDUTUM  TTOIOBXKEHUM
JOCITiZPKEeHHSIM JIJ1s1 OL[iHKU e(eKTUBHOCTI Ta Oe3reuHocTi baciMriiypaHTy B SIKOCTi 10/laTKOBOTO TIpernapary
J10 TIOTOUHOI MPOTUCYAOMHOI Tepariii B AiTeld Ta MiJ/IiTKIB i3 HEKOHTPOJILOBAaHUMHU Cy[JOMaMH, OB’ sI3aHUMU
3 KOMIIEKCOM Ty0epo3HOro CKiepo3y», Ko aocaimkenHss NOE-TSC-201, Bepcis 2 Big 15 kBiTHs 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO0MmexeHoro BiamosigameHicTio «KoHTpakTHO-[locmigaunibka Opradizamis [HHOMapM-
YKpaiHa»

CnioHCOp, KpaiHa

Hoema ®apma AT, [lIBeiiriapis (Noema Pharma AG, Switzerland)

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

bacimrnypant; Basimglurant; NOE-101; karcymna 0.5 mr, 40 karicys B 6/1icTepHil yTiakoBLli TUITy TaMaHLIs;
0.5 mr (minirpam); Catalent Pharma Solutions, LL.C, USA; Catalent Pharma Solutions, USA;

[Tnate6bo go Bacimriypanty (Basimglurant, NOE-101); (Microcrystalline Cellulose Spheres,
(Vivapur®1000)); karicysa; Catalent Pharma Solutions, LL.C, USA; Catalent Pharma Solutions, USA;
bacimrnypant; Basimglurant; NOE-101; BacimriypanT; Karicyna 1.0 mr, 40 karicyn B 6/1icTepHiii yrakoBii
tuny ramanus; 1.0 mr (misirpam); Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, USA;
[Tnaie6bo mo Bacimraypanty (Basimglurant, NOE-101), karicyna; (Microcrystalline Cellulose Spheres,
(Vivapur®1000)); Catalent Pharma Solutions, L1.C, USA; Catalent Pharma Solutions, USA
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Bignosigansuuii (i) 1) k.m.H. JenbBa [.}FO.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HeKoMepIiiiiHe TiAnpueMcTBo «IBaHO-®paHKiBCchKa 00/1acHa AUTSYA KTiHiYHA JTiKapHs [BaHO-
(s1) mpoBeaeHHs ®paHKiBCbKOI 006/1acHOT paju», BiAfAileHHS A7 AiTell 3 ypakeHHSIM L[eHTpaibHOI HEPBOBOI CHUCTEMH 3

BUTIPOOYBaHHS B YKpaiHi | mopyuieHHsM (QyHKIIii OTTOPHO-PYXOBOTO arapary, M. IBaHo-PpaHKiBCbK

2) a.mM.H. Kupuuenko A.T.

KomyHanbHe mianpueMcTBo «/IHirporneTpoBcbka o6siacHa AWTSYA KiIiHiUHA JiKapHs» JJHITIPONeTpoBChKOT
obsiacHOl pagu», HelpoxXipypriuHe BiJjiijieHHsI 3 HEBPOJIOTIYHUMHU JTiKKaMH, M. [JHinpo

3) A.mM.H. Kupunosa JI.T.

HepxaBHa ycTaHoBa «IHCTUTYT mepiaTpii, akyliepcTBa i riHekoJsiorii imeHi akagemika O.M. JIyk'ssHOBOI
HarjionaneHoi akajemii MequUHMX HayK YKpaiHW», BiJJli/ieHHs1 TICUXOHeBpOJOTii Ans  fiTed 3
TiepUHAaTaIbHOIO TaTOoJIOTi€0 Ta OpdaHHUMM 3aXBOPHOBaHHSIMH, M. KuiB

4) K.M.H., fol. Maprtuniok B.1O.

[HeprkaBHuUM 3aK/iafi «YKpaiHCHKUN MeAWUHUH 11eHTp peabinitaliii fiTeit 3 opraHiuHUM ypa>keHHsIM HePBOBOI
cuctemyd MiHicTepcTBa OXOPOHU 3[I0POB 51 YKpaiHW», KOHCY/IbTaTUBHO-ZiarHOCTUYHE BiAineHHs, M. KuiB
5) k.M.H. MakefioHcbKa [.B.

KomyHanbHe HekoMepLiiiiHe NignprueMcTBO «MicbKa quTsida KiaiHiuHa gikapHs Ne5» [IHINPOBCHKOI MicbKOT
pajiy, HeBPOJIOTiUHe BiJ/i/IeHHs MOJIOAIIOrO BiKy, M. JIHITIpO

6) K.M.H. XapuToHoB B.I.

KomynaneHe HekomepuiiiHe migrnpueMctBo «Kiniuna jikapHsi «[ICUXIATPISI» BuMKOHaBYOro opraHy
KuiBcbkoi MicbKoi pag (KuiBcbKOi MiChKOI lep>kaBHOI agMiHicTpaltil), BiagiseHHs Ne 11, m. KuiB

[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi - CyIyTHI MaTepianu
MaTepiasiu/mpernapaTu - Cmaprdonu Big Replior;
CYIyTHBOI Teparnil - [TopraTuBHi npuctpoi Big Empatica;
- JlabopaTtopHi Habopw;
- EKT;;

- Min/max TepmomMeTpy;
- IpykoBaHi MaTepianu s nauieHTiB Jumo Health

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




