JonaTtox 1
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUNIPOOYBaHb JIIKAPCHKHX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta gaTta

«JocnimkeHHs 3 eckanali€ero Ta eKkcrnancieo 1034 gasu 1/2 1y BUBUEHHS 3acTOCYBaHHs mpenapary ZN-C3
B KOMOIHaIlli 3 TeMIUTabiHOM y AOPOCIUX 1 JAiTeH 13 peunauBHOIO a0 pedpaKTEepHOI0 OCTEOCAPKOMOION,
Koz nocnimkenns ZN-c3-003, Bepcis 4.0 Bin 14 yepBusa 2021 poky

3asiBHUK, KpaiHa

«Epromen [TiEaCi», Cnonydene KoposiBcTBo

Cnoncop, kpaiHa

«K-I'pyn bera, Ink.» [K-Group Beta, Inc.], CIIIA

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

ZN-c3 (ZN-c3); TabieTku, BKPUTI IUTiIBKOBOK 000JI0HKOW; 25 Mr; «ABicta ®apma Comromns, [uk., d/b/a
Kam6pexcy, CIIIA [Avista Pharma Solutions, Inc., d/b/a Cambrex, USA]; [1iCiAit ®apma Ceppice3 Kanana,
Iak. [PCI Pharma Services Canada, Inc.], Kanana; I1iCiAii ®@apma Cepgice3 Oraiio, JIJIC [PCI Pharma
Services Ohio, LLC], CIIA; ITiCiAit ®apma Cepsice3 [xepmani 'MbX [PCI Pharma Services Germany
GmbH], Germany;

ZN-c3 (ZN-c3); TabneTku, BKPUTI MJIiBKOBOIO 0000HKO00; 100 Mr; «ABicta ®apma Cosmromnns, Iuk., d/b/a
Kambpekcy, CIIA [Avista Pharma Solutions, Inc., d/b/a Cambrex, USA]; ITiCiAi# ®apma Cepsices Kanana,
Iak. [PCI Pharma Services Canada, Inc.], Kanaga; I1iCiAii ®@apma Cepsice3 Oraiio, JIJIC [PCI Pharma
Services Ohio, LLC], CILA; ITiCiAit ®apma Cepgice3 JIxxepmani I'MbX [PCI Pharma Services Germany
GmbH], Germany;

TEMIIUTABIH-BICTA (remuuTabiHy TiIpoXJIOpHI); TOPOIIOK JIiohiTi30BaHUN Il pO3UMHY s 1H)Y3ii;
38 mr/mi (1 guakon mictuts 2000 Mr remiuTaliny); Akrasic Itamis C.m.A. [Actavis Italy S.p.A.];
TEMIIUTABIH AMAKCA (remimradiny TiApOXJIOPHI); MOPOIIOK I PO3YMHY JUIs iHQY3id; 38 mr/mi
(1 ¢pnaxon mictute 1000 mr remuuradiny); AkBiga 'm6X [AqVida GmbH], Germany;

TEMIIUTABIH MEJIAK (remMuuTaGiHy TipOXJIOPHI); TIOPOIIOK JUIS IPUTOTYBAHHS PO3YHMHY IS 1HY3iH;
38 mr/mn (1 ¢nakon wicture 1000 wmr remuuTaliny); Menak ['esenpmadt ¢rop KiiHime
Inemiansnpenapate M0X (Medac Gesellschaft fur klinische Spezialpraparate m.b.H.), Germany; Ounkortek
®apwma ITpomakmn 'MbX [Oncotec Pharma Produktion GmBH], Germany




2 MIPOJIOBXKEHHS JToaaTka 1

Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H. JenkoB AT,

Kninika HamionansHoro iHcTuTyTy paky, HaykoBo-mocnmigHe BiAIijIeHHS OHKoopTomenii Ha 0asi
KitinigHOTO BiAiJIEHHS: OHKOOPTONE 11, MyXJIMH IIKIpH Ta M IKUX TKaHWH, M. KuiB

2) k.m.H. [Tonomapsosa O.B.

KomyHnansHe HekoMepIiiiHe MmianpueMcTBO «KHWIiBChKMNA MICBKHUN KIIIHIYHUKA OHKOJIOTIYHUH IICHTPY»
BuxonaBuoro oprany KuiBchkoi Mickkoi paau (KuiBChKOI MiChKOI JepiKaBHOI aaMiHICTpallii), BiIIiICHHS
ximiorepamnii Ne 1, m. Kuis

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

Hatpiro xmopun; po3unn st iHy3ii; 0,9 %; Hodipue mignpuemctBo «Dapmarpeiiny [Subsidary Company
“Pharmatrade”], Ykpaina

- 1abopaTopHi HAOOPH, IJIAHIIICTH.
Kommanis, sika mie 3a JOBIPEHICTIO, SKYy HaJaB CIIOHCOP YHM 3asBHUK HAa BBE3CHHS JOCIHIHKYBaHHX
JikapchKux 3aco0iB Ta cynytHix marepianiB: TOB «entp Kniniunux Jocnimkens JIT»

B.o. renepanbHoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTtox 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Bigkpure nocmimkeHHs (a3 2a 3a ydacTi HEMOBIAT 3 1H(EKII€0 HUXKHIX JUXaJbHUX MUIAXIB,
BUKJIMKAHOIO PECIipaTOPHO-CHHIUTIAIBHAM BipycOM, 3 TOAAJBIIOK IOJABIHHOIO CIiNOK0 Iuianedo-
KOHTPOJIbOBAHOIO YAaCTHUHOIO, 3 OLIIHKH 0€3MeYHOCT, IEPEeHOCUMOCTI, (hapMaKOKIHETUKH Ta MPOTUBIPYCHOT
nii mpemapary RV521 (REVIRAL 1)», xon nocmimkenuass REVCO003, mporokon Bepcis 5.0 3
1HKOpropoBaHoto nonpaskoio 4 Big 01 6epesnst 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

PeBaiipan JItn, Aurmis [ReViral Ltd, England]

[lepenix mocmimKyBaHUX
JKapChKUX 3ac001B
Jikapceka hopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

RV521 (RV521; RV521); karncyna, 110 MiCTHTh TIOPOIIOK JUis ipurotyBanHs cycnensii; 10 mr; Patheon UK
Limited, Benukoopuranis; MIAS Pharma Limited, Ipnanmis;

RV521 (RV521; RV521); karncyna, 10 MiCTHTh TIOPOIIOK JUIs IpUrotyBanHs cycnensii; 20 mr; Patheon UK
Limited, BenukoOpuranis; MIAS Pharma Limited, Ipnanis;

RV521 (RV521; RV521); karcyna, 10 MiCTHTh TIOPOIIOK JUIsl IpUrotyBanHs cycnensii; 50 mr; Patheon UK
Limited, Benukoopuranis; MIAS Pharma Limited, Ipnanmis;

Posunnnuk mis posseaenuss RV521 (Posuun marpito xmopuay 0.9% (maca/o6’em)); Pozuwn, y ammysi
emuictb 5 muir; Nephron Pharmaceuticals Corp., CIIIA;

Po3uunnuk (micist po3BeneHHs 31 cTepuiibHO0 Bozow0) st RV521 (Tabnerkn Harpiro xiopuay); 1000 mr;
Graxcell pharmaceutical, llc., CIIIA;

[Tnare60o 1o RV521 o 10 ta 20 mr; karncyna (Size 3), 110 MiCTHTh MOPOIIOK JJIsi IPUTOTYBAaHHS CYCIIEH3I;
Patheon UK Limited, Benuko6puranis; MIAS Pharma Limited, Ipnannis;

[Tnaie6o 10 RV521 no 50 wmr; kancyna (Size 0), 1m0 MiCTHUTh MOPOIIOK JJIsi TPUTOTYBAaHHS CYCIEH3IT;
Patheon UK Limited, Benuko6puranis; MIAS Pharma Limited, Ipiannis




2 MPOJOBXKEHHS J0/1aTKa 2

Bianosinanbawmii (1)
JOCTITHHK (1) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHs B YKpaiHi

1) 3aB. Big. boraruyk JI.I.

KomyHaneHe HeKOMepLilHe MiAMPUEMCTBO «XepCOHChKa MichbKa KiliHIYHA JikapHs iMeHi Adanacis 1 Onbru
Tpomiaux» XepcoHChKOT MICBKOT pajy, BiJUIUICHHS 1eaiaTpii, M. XepCcoH

2) 3aB. Bix. Kpaesa O.B.

KoMmyHanpHe HEKOMepIliiiHe MiANPUEMCTBO «3aropi3bka o0nacHa KIHIYHA TUTSAYA JIKapHs» 3amnopi3bKoi
o0nacHoi paau, JiarHOCTUYHE OOKCOBAaHE BIAIIICHHS, M. 3alTOPIHOKS

3) n.m.H., pod. MakenoHcrkwii 1.O.

Komynanene HexkoMepiiiHe mianprueMcTBo «Michka O6araronpodiiibHa KIiHIYHA JTiKapHS MaTepi Ta IUTHHH
iM. ipod. M.®. PynneBa» JIHINPOBCHKOT MICHKOT pajiy, neaiaTpuyHe BiAAIIeHHs, M. J[Hinpo

4) n.m.H., ipod. Cenatoposa I'.C.

KomyHnanpHe HekoMepiliiiHe MiANpueMCTBO XapkiBChbkoi oOmacHoi paau «OOnacHa AuTAYa KIiHIYHA
JIKapHS», IyJIbMOHOJIOTIYHE BiAieHHs (LEHTp JIETEHEBMX 3axXBOPIOBaHb Ta JIET€HEBOI rimepreHs3ii),
XapKiBCbKUH HalllOHATBHUI MEIMYHUIN yHIBepcuTeT, Kadenpa nexiatpii Ne 1 ta HeonaTosorii, M. XapkiB

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

I'ens 3 mexcrposoro Jlekcrporens® (40 % moHorigpary Tioko3u); (iaakoH, mo Mictuth 80 T Temo 3
nekcrpo3oro; Neoceuticals LTD, UK

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHUX




JonaTox 3
10 HaKa3zy MiHicTepcTBa OXOPOHU 37I0POB’ S
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«[IpocriekTUBHE BiKpHUTE, OaraToleHTpoBe noaaTtkoBe aociimkeHHs da3u I gocmimxens dazu I mis
OILIIHKH JIOBTOCTPOKOBOI Oe3meyHocTi Ta mepeHocuMmocTi CoTikiectaTy B SKOCTI JIOJATKOBOI Tepamii y
namieHTiB i3 cunapomoMm [IpaBe abo cungpomom JlenHokca — I'acto (ENDYMION 2). Bigkpure
JI0JTATKOBE JTOCIIHKeHHS 3acTocyBanHs Cotiknecraty npu cuaapomax [IpaBe ta Jlennokca — [acToy, kox
nocrimkenns TAK-935-3003, ininiansaa Bepcis Big 06 nunus 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BignosinanenicTio «KonTpaktHO-/{ochinaunpka Opranizanis InHodapm-
Ykpaina»

CnoHcop, kpaina

Takena [lesenonment Cenrep Amepikac, Iuk. (TAC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), Cronyueni [lItatn Amepuku

[lepenik mocmimKyBaHUX
JKapChKUX 3ac001B
Jikapceka hopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

Coriknecrar, Soticlestat, TAK-935 (TAK-935; TAK-935; soticlestat); Tabmerxku; 100 mr; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc., Japan; Sumika Chemical Analysis
Service, Ltd., Japan; Sumika Chemical Analysis Service, Ltd., Japan; Fisher Clinical Services, USA; Fisher
Clinical Services GmbH, Germany;

Cortiknecrar, Soticlestat, TAK-935 (TAK-935; TAK-935; soticlestat); rtabmerku; 20 wmr; Bushu
Pharmaceuticals Ltd. Kawagoe factory, Japan; SPERA Pharma, Inc., Japan; Sumika Chemical Analysis
Service, Ltd., Japan; Fisher Clinical Services, USA; Fisher Clinical Services GmbH, Germany

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) k.m.H. [lensBa J1.1O.

Komynansue Hekomepitiiine mianpueMcTBo «IBaHo-dpaHKiBcbka o0OjacHa MUTSYA KIIIHIYHA JTiKapHsS [BaHO-
®pankiBcbkoi 001acHOi paau», BIAJMIICHHS JUIS AITeH 3 ypakeHHSIM IEHTPaJbHOI HEPBOBOI CHUCTEMHU 3
NopyueHHAM (YHKIIT OTIOPHO-PYXOBOTO anaparty, M. IBano-DpaHKiBCbK

2) k.M.H. Maptuniok B.1O.

HepxaBuuit 3aknaj «YKpaiHCbKUN MEAMYHUHN IIEHTp peadiniTauii JiTel 3 OpraHiyHUM ypaskeHHSM HEPBOBOI
cucteMd MiHICTepCTBa OXOPOHH 3JI0pOB'st YKpaiHW», KOHCYJIbTaTUBHO-IIarHOCTUYHE BiJIIICHHS,
M. KuiB




2 MPOJOBXKEHHS 10/1aTKa 3

3) k.M.H. XaputoHos B.I.
Komynanene nexomepuiiine minnpuemctBo «Kuminiuyna mikapas «[ICUXIATPISI»» BUKOHaBYOrO OpraHy
Kwuiscbkoi mickkoi paau (KuiBcbkoi MichKoi nepskaBHOT aaMinicTparii), Bipaiienas Ne 11, m. Kuis

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonartox 4
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUINIPOOYBaHb JIKAPChKHX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, MOABIHE crine JOCHIMKEHHs 3 MiA00pYy Ta MOPIBHSIHHS 103 Ta OLIHKU Oe3leyHOoCTi U
eeKTHBHOCTI BUCOKOI m03u Etemmipceny, 3 momepeaHiM mepioJoM JiKyBaHHS 31 30UIBIICHHAM JO3H Y
BIIKDUTOMY pEXKUMI y TAIl€HTIB i3 M s30BOI0 aucTpodiero [lromena 3 AenemiiHUMU MyTalligMH, SKi
HiAIAI0THCS JTIKYBaHHIO METOJIOM MPOMYCKY €K30HY 51», kox mocmimpkenHs 4658-402, Bepcia 8 (mompaBka
7) Bin 18 uepBHs 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BignosinaneHicTio «KoHTpakTtHO-/{ochinaunpka Opranizanis InHOodapm-
Ykpaina»

CrnoHcop, kpaina

Sarepta Therapeutics, Inc. (Capenrta Tepamn’totike, [Hk.), USA

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Eteplirsen (AVI-4658; Eteplirsen); xoumentpat mis po3uuHy mis iHdysiid, 100 mr/2mn (50 mr/miu) y
¢nakoni; 100/2 (50/1) mr/mn (minirpamis/mininiTp); Almac Clinical Services Limited, UK; Catalent Indiana,
LLC, USA; Ajinomoto Althea Incorporated, USA; Almac Clinical Services, United States; PPD Laboratory
(PPD), USA; Nelson Laboratories, USA; Eurofins Biopharma Product Testing Ireland Limited, Ireland;
Eteplirsen (AVI1-4658; Eteplirsen); kourentpat mis po3uuny s iHdysiit, 500 mr/10 mn (50 mr/mvin) M y
¢nakoni; 500/10 (50/1) mr/mn (mimirpami/minimitp); Almac Clinical Services Limited, UK; Catalent
Indiana, LLC, USA; Ajinomoto Althea Incorporated, USA; Almac Clinical Services, United States; PPD
Laboratory (PPD), USA; Nelson Laboratories, USA; Eurofins Biopharma Product Testing Ireland Limited,
Ireland;

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) x.m.H. Maptuniok B.1O.

Jep:xaBHui 3akia «YKpaiHCbKMI MEIMYHUNA LIEHTp pealimiTarii AiTed 3 OpraHiuHuM ypaXeHHSIM HEpBOBOi
cucteMu MiHICTepcTBa OXOpPOHH 3A0pOB’S  YKpaiHW», KOHCYJIbTAaTUBHO-IIarHOCTHYHE BIAIIICHHS,
M. KuiB

2) x.m.H. [larimio A.B.

Jlep:xaBHa yctaHoBa «IHCTUTYT HeBpoJoOrii, mcuxiaTpii Ta Hapkosorii HamioHanpHOI akageMii MeTUYHUX
HayK YKpaiHu», BT PYHKIIOHAIBHOI HEHpOXipyprii 3 rpymnoro natoMopdodorii, M. XapKiB




2 MPOJOBXKEHHS 10/aTKa 4

[Ipenapat mopiBHSAHHS, | —
BUpPOOHUK Ta KpaiHa
CynytHi - JJabopartopHi Habopw;
MaTtepiaiu/mpenaparu - X0n010B1 LEHTPUYTH;
CYIYTHBOI Teparii - EnexTpoHH1 miiaHeT Ta KOMIUIEKTYIOY1 10 HUX;
- I3oneHnTaH;
- Pinkwii a3or;
- Cermomerp;
- OinbpTpu A 1HDY3iH;
- Tepmomerpu;
- IpykoBaHi MaTepiaiu [l Malli€HTIB;
- [ami cynyTtHi Marepianu

B.o. renepasqbHoro nupexkropa Jlupekropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHUX




JonaTok 5

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUNIPOOYBaHb JIIKAPCHKHX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta gaTta

bararornienTpoBe, paHaoMi30BaHe, MOJBIHHE ciine, mianedbo KOHTPOIbOBaHE MOCHiKeHHS 2 (a3u

HiMOKamiMaly y JOpOCIMX TMAII€HTIB 3 aKTUBHUM BOBYAKOBHM He(DpPUTOM, KOA JOCIIIKECHHS
80202135LUN2001, mompaska 1 Bix 26.05.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HBy, benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

Hinokanima0, Nipocalimab (JNJ-80202135, M281, M281 (nipocalimab) FVP; Hinokanima6; Hinokanximao);
po3unH s iHdy3ii, 600 mr, 20 mi; 30 mr/mi; Janssen Pharmaceutica NV, benbris; WuXi Biologics Co.,
Ltd., Kuraii; Fisher Clinical Services UK, O6’ennane Kopomiscto; Fisher Clinical Services, LlBeiimapis;
Fisher Clinical Services, CIIIA; Catalent CTS, LLC, C

IIIA; Catalent Pharma Solutions, LLC, CIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Vetter
Pharma-Fertigung GmbH & Co. KG, Himeuunna;

ware6o g0 HinmokanimaOy (po3umu Hatpito xmopuay 0,9%); posunn s iHdys3ii; Janssen Pharmaceutica
NV, Bensris; Fisher Clinical Services UK, O6’eanane Kopomiecrso; Fisher Clinical Services, HIseiimapis;
Fisher Clinical Services, CIIA; Catalent CTS, LLC, CILA; Catalent Pharma Solutions, LLC, CHIA;
Catalent Germany Schorndorf GmbH, Himeuunna; INDUSTRIA FARMACEUTICA GALENICA SENESE
s.r.l., Itamis; B. Braun Melsungen AG, HimMeuuuHa;

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) 3aB. Bimainenns Kynuk A.B.

KomyHaneHe HekomepiiiiHe mianpueMcTBo «Yepkacbka obiacHa JikapHs Yepkachbkoi o0siacHOI paiu»,
Kap/liopeBMaToJIoTiyHe BijaieHHs, M. Yepkacu

2) n.M.H., ipod. Ky3emina I'.I1.

Komynanene mignpuemctBo «KpuBopisbka Michka kiliHiuHa JikapHs Ne2y KpuBopi3pkoi MichKkoi paiw,
Kapjioynoriyde Bijaiienns, M. Kpuswuit Pir

3) 3aB. Bia. Typsauus C.P.

KomyHanpHe HekoMepliiiHe NiANpUEMCTBO «3akaprarcbka oOjacHa KIIIHIYHA JIIKapHA 1MeH1 AHApid
HoBakay 3akapraTcbkoi 0071acHOI pajid, peBMaTOJIOTIYHE BiIUICHHS, M. Y KropoJ




2 MIPOJIOBXKEHHS JT0aTKa 5

4) x.m.H. Kneban 5.1

KuiBcbka KiiHIYHA JiKapHsS Ha 3ami3HUYHOMY TpaHcrmopTi Ne2 ¢imii «LleHTp OXOpoHH 370pOB’s»
AKITIOHEpHOTO TOBapUCTBA «YKpaiHChKa 3aII3HUIIS», BIJJIICHHS JICHHOTO cTanioHapy, M. Kuis

5) nikap I[Tonomapenko K.B.

MenuyHuil IISHTP TOBAPUCTBA 3 0OMEKEHOIO BIMOBIAIBHICTIO «I apMOHis kpacu», M. KuiB

[Ipenapatu mopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHUX




JonaTox 6
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta gaTta

«BigkpuTe 101aTKOBE AOCIIIKEHHS ISl OLIHKU JOBrOTPHBAIO] OE3MIEYHOCTI Ta MEPEeHOCUMOCTI Mpernapary
KarXT sx angtoHKTUBHOI Tepamii y TMAaIi€eHTiB 13 HEJOCTaTHRO KOHTPOJHOBAHUMH CHMITOMAaMH
mm3odpenii», kox nocaimkeHHss KAR-013, Bepcis 2.0 Bix 18 sxoBTHa 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BignosinaneHicTio «KonTpakTtHO-/{ochinnunpka Opranizanis InHO(apm-
Ykpaina»

CrnioHcop, kpaina

«Kapyna Tepanetrorikc, [ak.» (Karuna Therapeutics, Inc.), CIILIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

KarXT, KarXT (kcanomemin/tpocmiro xmopuna), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin taprpar (xanomeline tartrate); Kcanomenin (Xanomeline), Tpocnito xmopua
(Trospium chloride)); 20 karcyn mis nepopainbHoro 3acrocyBanus; 50/20 mr; Catalent Pharma Solutions,
LLC, USA, Catalent Pharma Solutions, LLC, USA; Eurofins Lancaster Laboratories Inc., United States;
AMPAC Fine Chemicals, United States;

KarXT, KarXT (kcanomenin/tpocnito xmopua), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin Taptpar (xanomeline tartrate); Kcanomenin (Xanomeline), Tpocmito xmopun
(Trospium chloride)); 20 karcyn is nepopaibHOro 3actocyBants; 75/20 mr; Catalent Pharma Solutions,
LLC, USA,; Catalent Pharma Solutions, LLC, USA; Eurofins Lancaster Laboratories Inc., United States;
AMPAC Fine Chemicals, United States;

KarXT, KarXT (kcanomenin/tpocmito xmopua), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin Taptpar (xanomeline tartrate); Kcanomenin (Xanomeline), Tpocnito xsopun
(Trospium chloride)); 20 kancyn mis nepopansHoro 3actocyBanns; 100/20 mr; Catalent Pharma Solutions,
LLC, USA, Catalent Pharma Solutions, LLC, USA; Eurofins Lancaster Laboratories Inc., United States;
AMPAC Fine Chemicals, United States;

KarXT, KarXT (xkcanomenin/tpocrito xmopuma), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin taptpat (xanomeline tartrate); Kcanomenin (Xanomeline), Tpocmito xiopun
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(Trospium chloride)); 20 kancyn mist nmepopansHoro 3acrocyBanns; 125/30 mr; Catalent Pharma Solutions,
LLC, USA; Catalent Pharma Solutions, LLC, USA; Eurofins Lancaster Laboratories Inc., United States;
AMPAC Fine Chemicals, United States

Bianosinanbawmii (1) 1) mupexrop Kocenkona 1.B.
JOCIITHUK (M) Ta MicIie KomyHnanene HekomepiiiiHe mianpueMcTBo «Yepkacbka oOjacHa NCHXIaTpu4Ha JikapHsI YepKachkoi
(s1) mpoBeaeHHS obsacHO1 paan», xxiHoue BimaiaeHHs Ne 11, gonosive Bimaiienns Ne 12, m. Cmina, Yepkacbka 001acTh

BUNIPOOYBaHHS B YKpaiHi | 2) A.M.H., mpod. Jlincekwuii I.B.

KomyHanpHe HEKOMEpIIiiHE TMiANPUEMCTBO XapKiBChKOi 00sacHOT pagu «O0acHa KJIiHIYHA MCUXiaTpUYHa
nikapas Ne3y, 3-Te ncuxiaTpu4He BiAMITICHHS AJIS1 TOPOCTNX, M. XapKiB

3) n.m.H., ipod. [TycroBoiiT M.M.

Komynanene HekomepuiiiHe mignpuemMctBo «llpukapnarcbkuii 00NMacHUM KIIHIYHMNA HEHTP TCUXIYHOTO
3n0poB's [BaHo-DpankiBcbkoi 007MaCHOI paau», cralioHapHe BifaiieHHs No7 TIUIaHOBOTO JIIKyBaHHS 3
repiaTpuyHUMU  JTKKamH, IBaHO-DpaHKIBCHKMN HANIOHAIBHUNA MEIUYHHA YHIBEPCUTET, Kadeapa
ncuxiaTpii, HAPKOJIOTi Ta MeIUYHOT TiIcuxoJorii, M. IBaHo-DpaHKiBCHK

4) x.m.H. Pomanis O.I1.

KomyHanpHe HekoMepuLiliHe HiANPUEMCTBO «3aKapnaTrchbKui OONAaCHUM MEIUUHUN LEeHTP ICUXIYHOIO
30POB'S Ta MEAWLIMHHU 3aJEXKHOCTEH» 3akapmarchbkoi oOmacHOi paau, NCHXIaTPUYHE BiJJIUICHHS,
M. YKropoza

5) k.M.H. CBiTiinuna O.B.

KomyHaneHe HekoMmepIliiiHe mianprueMcTBO XapKiBCbKOi 001acHOi paan «O61acHa KiiHIYHA CUXIaTpUYHA
nikapHs Ne3y, 14-te ncuxiaTpudHe BiAIUICHHS JUIs JOPOCIUX, M. XapKiB

6) n.m.H. Benrep O.I1.

KomyHanpHe HekomepuiiiHe mianpueMcTBo «TepHomiibchbka o0jlacHa KIIIHIYHA TICUXOHEBPOJIOTIYHA
JikapHsa» TepHOMiAbCbKOI 00JMACHOI pajau, INcuxiaTpuyHe BiAAiaeHHs Ne2 (4osoBide), NCUXiaTpUyHe
BigAuleHHd  Ne6  (kiHoue), TepHONIbCHKUN  HALIOHAIBHUA  MEIWYHUM  yHIBEpCUTET  IMEHI
I.4. T'opGaueBcbkoro MiHicTepcTBa OXOPOHHM 3/0pOB'st YKpaiHu, Kadeapa mcuxiarpii, Hapkojorii Ta
MeIu9HOI rcuxosnorii, M. TepHomniian

7) ren. nupextop Bomomyk A.€.

Komynansae HexomepiiitHe mianpueMcTBO «OIeCbKuil 00TaCHUI METUYHUN MEHTP TICUXIYHOTO 3JI0POB’ 51
Onecbkoi obnacHoi paawu, Bimainenns Ne 2, m. Oneca

reH. qupexTop 3iap0eponat I'.M.

8) KomyHnampHe HekoMmepiiitHe minnpuemcTBO KuiBcbkoi obOmacHoi pamm «OOnacHe ICHXiaTpHYHO-
HapKOJIOTIYHE MeIu4yHe 00’€mHaHHs», 4YoyioBiue BigauteHHs Ne 10, sxinoue BiggimeHHs Ne 2,
cMmrt. ['neBaxa, KuiBcbka 001acTh
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IIpenapatyu nopiBHSHHS,
BUpPOOHUK Ta KpaiHa

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

" B.0. reHepaibHOro XupeKxTopa JupeKropary

- JJabopartopHi Habopu;

- TecTu Ha BariTHICTH;

- MiH-MaKC TepMOMETPH;

- IpyxoBaHi MaTepiaiu JiIs MAIli€HTIB;

- JIpykoBaHi1 MaTepianu 1Jist JOCIiTHUKIB

dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX
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10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«barartoperionanibHe, OaraTOLICHTPOBE, paHJAOMI30BaHEe, IOJBiMiHE ciine, TUIane00-KOHTPOJIbOBAHE
JOCIIJDKCHHSI B TIapalleIbHUX Ipynax i ominku npenapaty SEP-4199 3 KOHTpoIb0BaHUM BUBLUIbHEHHIM
(CR) pmns nikyBaHHS BEJIMKOTO JIEMIPECHBHOTO €Mi30fy, IOB’A3aHOr0 3 OimoisipHuM posnagoM |
(6imossipHOTO Aenpeciero [)», kon nocnimkenus SEP380-301, Bepcis 2.0 3 iHKOprIOpoBaHOO monpaBkoo 1.0
Bin 07 BepecHs 2021 poky

3asiBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EeMHOIO iIHBECTHITIEIO «AVIK’TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

SUNOVION PHARMACEUTICALS INC., CIIIA

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

SEP-4199 CR (SEP-4199) (SEP-380262/SEP-380255; Aramisulpride/ Esamisulpride); tadnerka; 200 wmr;
Sumitomo Dainippon Pharma Co., Ltd., Japan; Sumika Chemical Analysis Service, Ltd., Osaka Laboratory,
Japan; Sumika Chemical Analysis Service, Ltd., Oita Laboratory, Japan; Eurofins BioPharma Product
Testing Columbia, Inc., USA; Sharp Clinical Services, USA; Manufacturing Packaging Farmaca (MPF)
B.V., The Netherlands;

[Tnare6o mo SEP-4199 CR (SEP-4199), Tabnetka; Sumitomo Dainippon Pharma Co., Ltd., Japan; Sumika
Chemical Analysis Service, Ltd., Osaka Laboratory, Japan; Sumika Chemical Analysis Service, Ltd., Oita
Laboratory, Japan; Eurofins BioPharma Product Testing Columbia, Inc., USA; Sharp Clinical Services,
USA,; Manufacturing Packaging Farmaca (MPF) B.V., The Netherlands

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) ren. nupextop Bomnomyk A.€.

KomynansHe HekoMepIiiiHe mianpueMcTBo «Oaecbkuil 00J1aCHUN MEIUYHHUI LEHTpP MCUXIYHOTO 3/10POB'S»
Onecbkoi obnacHoi paau, BiaaineHHs Ne6 (donoBiue), Bigainenus Nel2 (xinoue), M. Oneca

2) n.M.H., npod. Moctosa O.I1.

[TpuBaTHe Mane mianpueMcTBo, MenuuHuil eHTp «Ilynbey, LlenTp cimeitnoi ncuxorteparii, M. BiHHUIA

3) ren. nupekrop Kosanenko B.B.

KomyHasibHe HEKOMepIiiHe MiAIpueEMCTBO XapKiBChbKOi 061acHo1 paan «O06sacHa KIIiHIYHA ICUX1aTpUYHA
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nikapHst Ne3», cuxiaTpU4HE BiJIUICHHS IEPBUHHOTO TICUXOTHYHOTO €Mi30y, M. XapKiB

4) ren. nupexktop Mynuk M.1.

KomyHnansHe HekomepiiiiHe mianpueMcTBo «lIpukaprarchkuii 00JacHUN KIIHIYHHN IIEHTP TMCHXIYHOTO
3n0poB'sa IBano-DpaHkiBChKOT 007aCHOT painy», KOHCYJIbTaTHBHA MOJIKIIiHIKA, M. IBaHO-DPpaHKiBCbK

5) n.m.H., ipod. ITycroBoiiT M.M.

Komynanene HexkomepuiitHe mignpuemMctBo «llpukapnarcbkuil 0oO0NMacHUM KIIHIYHUNA HEHTP IMCUXIYHOTO
3mopoB'st [BaHO-DpaHKIBChKOI 00JacHOT paju», cTallioHapHe BiamiieHHs Ne7 IIaHOBOrO JIIKYBaHHS 3
repiaTpuyHUMHU  JTKKamH, [BaHO-DpaHKIBCHKAN HAMIOHAIBHUNA MEIWYHUH  yHIBEpCUTET, Kadeapa
ncuxiaTpii, HAPKOJIOTI Ta MeIMYHOT TIcuXoJorii, M. IBaHO-DpaHKiBChK

6) mupexrop Kocenkona I.B.

KomyHnaneHe HekoMmepiiiiHe mianpueMcTBo «Uepkacbka oOiiacHa TcHXiaTpuyHa JiKapHa YepKachKoi
oOmacHOi paam», KOHCYJIBTAaTHBHO-IIATHOCTHYHHMNA MIAPO3AUT 1m0 amOyJaTOpHOMY OOCIyrOBYBaHHIO
HaceseHHs1 YepkachKoi 00J1acTi B CKIIaJIl MpUHMaIbHOTO BiaiieHHs, Yepkacbka 00:1., M. Cmina

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasnbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHUX




JonaTox 8
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sl YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

12-micsyHE BIIKPHUTE PO3MIKUPEHE JOCIIKEHHS JIUIS OI[iIHKH JOBTOTPUBAJIOI O€3MEYHOCTI, TEPEHOCHUMOCTI Ta
epextuBHOCTI mpernapary SEP-4199 3 konTponmpoBanuMm BuBUIbHEHHsM (CR) [uist JiKyBaHHS BEJIHMKOTO
JNENPECUBHOTO €Mi30/ly, IMOB’si3aHOro 3 OimomsipHuM posnagom [ (GimonspHowo aenpeciero [), kon
nocmipkeras SEP380-303, Bepcis 2.0 3 inkopriopoBanoro nonpaskoro 1.0 Big 07 BepecHst 2021 poky

3asiBHUK, KpaiHa

ITinmpuemctBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnioHcop, kpaina

SUNOVION PHARMACEUTICALS INC., CIIIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

SEP-4199 CR (SEP-4199) (SEP-380262/ SEP-380255; Aramisulpride /Esamisulpride); tadaerka; 200 wmr;
Sumitomo Dainippon Pharma Co., Ltd., Japan; Sumika Chemical Analysis Service, Ltd., Osaka Laboratory,
Japan; Sumika Chemical Analysis Service, Ltd., Oita Laboratory, Japan; Eurofins BioPharma Product
Testing Columbia, Inc., USA; Sharp Clinical Services, USA; Manufacturing Packaging Farmaca (MPF)
B.V., The Netherlands

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) ren. aupexrop Bomouryk A.€.

KomyHnaneHe HekomepiiiiHe nmianpueMcTBo «Onechbkuil 00JacHUN MEIUMUHUIN HEHTP MCUXIYHOTO 370POB'S»
Onecwkoi o0acHoi paau, BiaauieHHs Ne6 (qosiosiue), Bijygiienas Nel2 (kinoue), M. Ozneca

2) n.M.H., ipod. Mocrosa O.I1.

[TpuBaTHe Maze miAnIpUeEMCTBO, MeauuHUM LeHTp «Ilynbey, LlenTp cimeiitHoi ncuxorepamnii, M. BiHHu1IS

3) ren. nupekrop Kosanenko B.B.

KomyHnansHe HEKOMEpITiiiHE MIANPUEMCTBO XapKiBChKOi 00macHo1 paau «O0nacHa KJIiHIYHA MCUX1aTpUYHA
aikapHs Ne3y, ncuxiaTpuyHe BiJUIUIEHHS IEPBUHHOTO ICUXOTHYHOTO €Mi30/1y, M. XapKiB

4) ren. nupextop Mynuk M.1.

KomyHnanene HekomepuiiiHe mignpuemctBo «lIpukapnarcbkuii 00nacHUl KIIHIYHMHA HEHTP TMCUXIYHOTO
3m0poB'st IBaHO-PpaHKiIBCHKOT 00IACHOT paau», KOHCYJIbTaTHBHA MOMIKIiHIKA, M. [BaHO-DpaHKIBCHK

5) a.m.H., pod. [TycroBoiiTt M.M.
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KomyHnansHe Hekomepiiline mianpueMcTBo «lIpukaprarcbkuii 00JacHUN KIHIYHHN IIEHTP TMCHXIYHOTO
3m0poB's  [BaHO-DpaHKIBChKOI 007IaCHOI pagw», cramioHapHe BijauieHHsS No7 TUIAHOBOTO JIIKYBaHHS 3
repiaTpuyHUMU  JIDKKamMu, [BaHO-DpaHKIBCHKUA HAIlIOHAIBHUN MEIWYHUN yHIBepcuTeT, Kadempa
NCUXiaTpii, HAPKOJIOTIT Ta MEAMYHOT IICUXOJIOTIi, M. IBaHO-DpaHKIBCHK

6) mupextop Kocenkona I.B.

KomyHnanene HekomepiiiiHe mianpueMcTBo «Yepkacbka oOjlacHa NCHXIaTpu4Ha JikapHsI Yepkachkoi
o0sacHO1 paan», KOHCYJIbTAaTUBHO-AIarHOCTUYHUN MIAPO3MIT MO amMOyJaTOPHOMY OOCIYyrOBYBaHHIO
HaceJeHHa YepkachbKoi 001acTi B CKIIa/i MpUUMAIBHOTO BijaineHHs, Yepkacbka 00:1., M. CMina

[Ipenapatu nopiBHAHHA,
BUpPOOHUK Ta KpaiHa

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JonaTox 9

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«®aza 2a, panmoMi3zoBaHe, MOJBIHHE ciimne, IIane00-KOHTPOJIbOBaHE, 0araTOICHTPOBE MOCIIKCHHS 3
BU3HAUCHHS ONTHMAJBHOI JI03W IS OI[IHKKA Oe3medHocTi Ta edektuBHOCTI mpenapary ATI-2173 rta
BeOIKOpBipy y KoMOiHaIii 3 TeHO(hOBIPY AUIOMPOKCUITY HymMapaTOM Yy MAIIEHTIB 3 XPOHIYHOK 1H(EKIIE
Bipycy renatuty By, kon mocnimkenns ANTT202, sepcis 1.0, Bix 29 nucronana 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CrnioHcop, kpaina

Amntioc Tepanesrikce, [nk., CIIIA / Antios Therapeutics, Inc., USA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

ATI-2173 (ATI-2173, C17020990-E); kancymnu; 25 mr mimirpam(u); Shanghai STA Pharmaceutical Product
Co., Ltd., Kurait; Sharp Clinical Services (UK) Limited, Crionyuene KopostiBcTBo;

[Tnare6o mo ATI-2173, karncymu; Shanghai STA Pharmaceutical Product Co., Ltd., Kuraii; Sharp Clinical
Services (UK) Limited, Cionyuene KoposiBcTBo;

BebikopBip (BEBIKOPBIP, vebicorvir, ABI-HO731) (AP6-731, ABO001107); tabaerku; 150 wr
mimirpam(u); Changzhou SynTheAll Pharmaceutical Co., Ltd (a subsidiary of WuXi AppTec Co. Ltd.),
Kwuraii; Wuxi STA Pharmaceutical Co., Ltd. (a subsidiary of WuXi AppTec Co. Ltd.), China, Kuraii; Fisher
Clinical Services (Suzhou) Co., Ltd., Kwuraii; Fisher Clinical Services UK Limited, Cnomyuene
KopomnisctBo; Fisher Clinical Services GmbH, HiMeuunna;

[Tnaie6o no BedikopBip (BEBIKOPBIP, vebicorvir, ABI-HO731), tabnerku; Changzhou SynTheAll
Pharmaceutical Co., Ltd (a subsidiary of WuXi AppTec Co. Ltd.), Kurait; Wuxi STA Pharmaceutical Co.,
Ltd. (a subsidiary of WuXi AppTec Co. Ltd.), China, Kuraii; Fisher Clinical Services (Suzhou) Co., Ltd.,
Kuraii ; Fisher Clinical Services UK Limited, Cnonyuene KopomniBctBo; Fisher Clinical Services GmbH,
Himeuunna

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) k.mM.H. AHacTaciii LA.
Menu4Huii IEHTp TOBapHUCTBA 3 OOMEXEHOIO BiJIMOBIATBHICTIO «['apMOHIs Kpachy, BIUIUICHHS KITHIYHUX
BUNIPOOyBaHb, M. Kui
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[Tpenaparu nmopiBusaus, | BIPEAJI® (Viread, tenofovir disoproxil, tenofovir disoproxil fumarate) (tenofovir disoproxil fumarate);

BUPOOHMK Ta KpaiHa TabJIETKN BKPUTI IIIiBKOBOIO 000s10HK010; 300 Mr mimirpam(n); Gilead Sciences Ireland UC, Ipnannis
CynytHi nabopaTopHi Habopu
MaTtepianu/mpenaparu

| CyIyTHBOI Teparii
B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Honarox 10

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUNIPOOYBaHb JIKaPCHKHX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«96-THKHEBE, MPOCIIEKTHBHE, 0AaraToIEHTPOBE, PaHA0Mi30BaHe, MOABIHHE ciire, MmIaned0-KOHTPOIbOBaHE
nocmikeHHs 3 Gasu A MOpiBHSAHHA e(QEKTHBHOCTI Ta O€3MeKW TUTpPYBaHHS J03W MacituniOy 10
4.5 wmr/kr/no0y B TOpIBHSHHI 3 Iulaned0 MpH JIKYBaHHI MAIi€HTIB 3 MEPBHHHO-IIPOTPECYIOUYHM a0o
BTOPUHHO-TIPOTPECYIOYMM PO3CISTHUM CKJIEPO30M 0e3 3arocTpeHby, ko nocmimkenas AB20009, sepcis 1.0
Bix 13.08.2021

3asiBHUK, KpaiHa

TOB «Cinepmxu ['pynn Ykpaina»

Cnoncop, kpaiHa

AB Science, ®paniist

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

Macituni6 (AB1010; AB1003, macuTtuniO, MaciTuHIOY Me3inaT, MaciTiHi0; MaciTuHi0); TabIeTKH, BKPUTI
obononkoro; 100 mr; Excella GmbH & Co. KG, Himeuunna; Eurofins Pharma Quality Control, ®panris;
[Tnane6o no Macitunidy mo 100 mr, Tabnerku, Bkputi o6o1oukor0; Excella GmbH & Co. KG, Himeuunna;
Eurofins Pharma Quality Control, ®panutisi;

Macituni6 (AB1010; AB1003, macutuniO, MaciTuHiOy me3inar, MacitTidio; MaciTuHi0); TablieTKu, BKPUTI
obononkoro; 200 mr; Excella GmbH & Co. KG, Himeuunna; Eurofins Pharma Quality Control, ®paHniris;
[Tnane6o g0 Macituni6 o 200 mr, Tabnerku, BkpuTi odononkorw; Excella GmbH & Co. KG, Himeuuunna;
Eurofins Pharma Quality Control, ®panuis

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeIEeHHS
BUINIPOOYBaHHs B YKpaiHi

1) nixap TaunHcbka M. M.

Mennunuii nentp «@PpaHKOMET» TOBAapUCTBAa 3 OOMEXKEHOIO BiamoBinanbHICTIO «KoMdopT-310poB sy,
MOJIIKJIIHIYHE BiAJIJIEHHS, M. IBaHO-DpaHKIBChK

2) n.Mm.H., pod. [lIkpo6ot C.I

KomyHnaneHe HekomepuiiiHe mianpueMcTBo «TepHomiiibcbka o0OacHa KIIIHIYHA IICMXOHEBPOJIOTiUHA
JikapHs» TepHomiabCbKOi oOsacHOi pamu, | HeBponoriuHe BiAineHHs, TepHOMIILCHKUI HalllOHAIBHUMI
MenuyHui yHiBepcuTeT iMeHl [.SI. T'opGadeBchkoro MiHicTepcTBa OXOpPOHH 370pOB's YKpaiHu, Kadempa
HeBpouIorii, M. TepHomib
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3) k.m.H. Kmuta O.I1.

KomynaneHe HekomepmiitHe miampuemctBo Cymcbkoi oOmacHoi pamm «CyMcbka oOJacHa KiIiHIYHA
aikapHs», OOJacHWI IIEHTP MIarHOCTHUKUA Ta JIKYBAaHHs PO3CISHOTO CKJIEpo3y Ha 0a3li HEBPOJIOTIYHOTO
BIOIIIIEHHS, M. Cymu

4) n.m.H., ipod. Mockosko C.I1.

MenuuHuii TEHTP TOBapHCTBA 3 OOMEKEHOIO BiIMOBigaNbHICTIO «Menuunuii 1eHTp «CamoTemy,
JTIKYBaJIbHO-TTPO( UTAKTUYHUH BiAU1, M. BiHHUIISA

5) mikap Motpiuyk O.O.

Komynansne HekomepiiiiHe mignpueMctBo «llepmia Yepkacbka MichbKa JIIKapHs», HEBPOJIOTIUHE
BijIIeHHs, M. Uepkacu

6) mikap Ilickynosa [.M.

KomyHnaneHe HekoMepuiiiHe MeanyHe mianpueMcTBo «KpemeHdylpka Imepma Micbka JIKapHS iM.
O.T. boraeBcbkoroy, HeBpoJIOTiuHe BigaileHHs, M. KpemeHuyk

7) n.m.H., mpod. Coxop H.P.

KomyHnanpHe HekomepliiiHe mianpuemMcTBo «TepHOMiibChbKa KOMYyHallbHa MichbKa JIiKapHS Ne2y,
HEBPOJIOTIYHE BiJIIJICHHS, M. TepHOIiIb

8) n.m.H. Kobucs T.O.

KomyHaneHe HekoMepuiiiHe nianpueMcTBo «KuiBcbka Michbka KiliHIYHA JiKapHs Ned4y» BUKOHABYOI'O OpraHy
KuiBchkoi micbkoi pamu (KuiBchkoi MIiChKOI Jep:kaBHOI aaMiHICTparii), BiIAUIEHHS JEeMi€TiHI3YIOUNX
3aXBOpPIOBaHb HEPBOBOI cucTeMHU, M. KuiB

9) x.m.H. CaHoupkwii 51.€.

KomyHaneHe HexomepuiiiHe mianpueMcTBo JIbBIBChbKOI oOnacHOi paau «JIbBiBChbka oOjacHa KIliHIYHA
JiKapHs», HEBPOJIOTIYHE BiIIiNEeHHS, M. JIbBIB

10) nikap bnoxina O.B.

ToBapuctBo 3 oOMexeHow BignosimanbHicTIO «IlIpaTis Kninik Ykpaina», amOynaTopHO-TOJIKIIIHIYHE
BiJIIUIEHHS, M. XapKiB

11) nikap IBamenko C.I1.

KomyHaneHe mignpueMcTBo «3-s Michbka KiiHiuHa JikapHs IloaTaBchkoi MICBKOI paan», HEBPOJIOTiYHE
BigmimeHas, M. ITonraBa

12) x.M.H. JIekomuesa €.B.

HepxaBHa ycTtaHoBa «IHCTHTYT HEBpOJIOTii, mcuxiatpii Ta Hapkosorii HamioHanpHOI akagemii MeAUYIHHX
HayK YKpaiHW», BiJIiJIeHHs (PYHKIIOHAIBHOI HEHpOXipyprii Ta HapoKCU3MalIbHUX CTaHiB, M. XapKiB

13) k.m.H. Yepkes A.M.
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KomMyHansHe HEKOMEpIIiitHE MiANMPUEMCTBO «3aropi3bka objlacHa KJIiHIYHA JIIKapHs» 3armopi3bkoi 00J1acHO1
panu, BigaiieHHs HeBposorii Nel, M. 3amopisoks

14) nmixap Mengias O.b.

KomynaneHe  HekomepiiitHe  mignmpueMctBo  «OOnacHe  TepuTopiaibHe  MeaudyHe 00’ e€IHaHHS
M. KpamaTtopcbka», BIJJIIJICHHS CEpIIEBO-CYIMHHOI Ta PEHTICHEHJOBACKYJISIpHOI Xipyprii 3 OJIOKOM
iHTEepBeHIIHOT Helipopaaionorii, M. Kpamaropcek

[Ipenapatu nopiBHSHHA, | —
BUPOOHUK Ta KpaiHa

CynyTtHi - Min/makc. TepMoMeTpu;

Marepiaiau/mpenaparu - JJaboparopHi Habopu;

CYIYTHBOI Tepartii - TecTr Ha BariTHICTH;
- JlpykoBani marepianu: Indopmanii ans namieHta ta Gopmu 1HGOPMOBAHOI 3r0[U, ONMUTYBAILHUKH Ta
1HIIIE.

Kommanisi, sika nie 3a JOBIpEHICTIO, Ky HaJaB CHOHCOP YM 3asBHHK Ha BBE3CHHS JIOCITIHKYBaHUX
JiKapchKHX 3ac00iB Ta cymyTHiX Marepiani: TOB «Menikop, JIT», Ykpaina.

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHUX




Honatox 11

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUNIPOOYBaHb JIKaPCHKHX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«PannomizoBane, moxsiiiHe ciine, nocmipkeHHs Il ¢a3m komOinamii MK-7684A Ta ximioTepamii B
NOpPIBHSAHHI 3 KOMOiHaIi€r0 meMOposizymada Ta xiMioTeparii, y sSIKOCTI Teparmii nepmoi JiHii y mamieHTiB 3
METaCTaTUYHUM HEAPIOHOKIITHHHUM pPAaKOM JIeTeHb», koa aociimkeHHs MK-7684A-007, sepcis 00 Bix
11 nmucromana 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoro BianoBigabHICTIO «MCJl Ykpaina»

CnoHcop, kpaina

«Mepk apn Eng Joym Kopn.», nouipae mianpuemcto «Mepk Ennx Ko., ITnk.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[lepenix mocmimKyBaHUX
JKapChKHX 3ac001B
Jikapcbka ¢popmMma,
T03yBaHHS, BUPOOHUK,
KpaiHa

MK-7684A 10/10 mr/mn (MK-7684 10 wmr/mn + MK-3475 10 wmr/min) (MK-7684A; MK-7684;
Vibostolimab, Bi6octonimab + MK-3475, Tlembpomnizymad, Pembrolizumab; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1)); 20 mn
CTEPWJIHOTO PO3YMHY MJIsl BHYTPilIHbOBEeHHOI iHQY3il, ¢uakon; MSD International GmbH T/A MSD
Ireland (Carlow), Ireland; Werthenstein BioPharma GmbH, Switzerland; Merck Sharp and Dohme Corp.c,
USA; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Almac Clinical Services Limited, United Kingdom; Almac Clinical
Services, LLC, USA / CIIIA; MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Fisher
Clinical Services GmbH, Germany; Almac Clinical Services (Ireland) Limited, Ireland; Merck Sharp &
Dohme Corp., United States;

KITPYJJA®; KEYTRUDA® (ITemOpomnizymad, Pembrolizumab), MK-3475; MK-3475 (aPD-1) (MK-3475;
SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1);
MK-3475, nem0Opo:mizyma0, pembrolizumab); CrepwibHHiI pO3YdH I BHYTPINIHROBEHHHX iHQY3id; 25
mr/mr; MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Werthenstein BioPharma GmbH,
Switzerland; Merck Sharp and Dohme Corp.c, USA; Fisher Clinical Services Inc., USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac Clinical
Services Limited, United Kingdom; Almac Clinical Services, LLC, USA / CIIIA; MSD International GmbH
T/A MSD Ireland (Ballydine), Ireland
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Binnosinaneauii (1)
JOCITITHUK (1) Ta MicIe
(s1) mpoBeEHHS
BUNPOOYBaHHS B YKpaiHi

1) 3aB. Binginennsm boiiko B.B.

KomynansHe HexomepiiiiHe mianpueMcTtBo «lIpukapnaTchbkuii KIJIIHIYHUKA OHKOJIOTIYHMM LEHTp IBaHO-
®pankiBChKO1 00J1aCHOT pagu», Xipypriune BigainieHas Ne2, IBano-OpaHkiBChbKUil HAllIOHATBHUNA MEIUYHHUNA
yHiBepcuTeT, Kadenpa onkosnorii, M. [BaHo-DpaHKiBCHK

2) 3aB. Bix. Ko63es O.1.

KomyHnansHe HekomepliiiHe mianpueMcTBo «OOJacHUN LEHTP OHKOJIOTIi», OHKOXIpYpridyHE BiJIiIJICHHS
OpraHiB TpyJJHOI HOPOXXHHUHHU, M. XapKiB

3) ron. nikap Kpynsxo C.1.

Menu4yHuli TEHTp TOBapUCTBA 3 OOMEKEHOI0 BiINOBINANBHICTIO «YKpailHCBKMH HEHTP TOMOTEparmii»,
BIITITICHHS XiMioTeparrii, M. KponmuBHHUITbKHIA

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepamii

Animta (Pemetrexed, mnemerpekcen) (Pemetrexed, mnemerpekcen); Ilopomiok miodimizoBanuii yis
BHyTpiHboBeHHMX iHOY3iH; 500 mr; Werthenstein BioPharma GmbH, Switzerland; Merck Sharp and
Dohme Corp.c, USA; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services Limited, United Kingdom;
Almac Clinical Services, LLC, USA / CIIIA; MSD International GmbH T/A MSD Ireland (Ballydine),
Ireland; Fisher Clinical Services GmbH, Germany; Almac Clinical Services (Ireland) Limited, Ireland;
Merck Sharp & Dohme Corp., United States; Lilly France - Fegersheim, France; VIANEX S.A. - PLANT C,
Greece

- 1abopaTopHi Habopu

- min/max TepMOMETPHU

- CKaHepH 7Sl 3YUTYBaHHS MITPUX-KOIIB

- iHpy3omaTH

- €JICKTPOHHI MOAeHHUKH Ta X0T-crioT (Wi-Fi mogem)

Kommanis, sika mie 3a MOBIPEHICTIO, SIKYy HaJaB CIIOHCOP YM 3asBHUK Ha BBE3EHHS JTOCHIKYBAaHUX
JiKapchKuX 3aco0iB Ta cynyTHix marepianiB: TOB «Arenmis «C.M.O.-Ykpainay

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Isan 3A/IBOPHHUX




JonaTox 12
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aCO0iB,
3aTBEPAKEHHS CyTTEBUX MOMPABOK Ta
BHECEHHS 3MiHHU J0 AojaTtka Ne 5 1o Haka3y
MiHicTepcTBa OXOPOHH 370pOB’sT YKpaiHu
Bix 24 nucromana 2021 poky Ne 2616»
17.02.2022 No 333

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Bigkpure, 0araToneHTpoBe, MIKHAPOAHE MOCTIIHKCHHS €PEKTHBHOCTI, OE3MEYHOCTI Ta MEPEHOCHMOCTI
npenapaty bioen, BupoOHunrea TOB «biodapma Ilmasma», y HOpoCIuX Tami€HTIB 3 XPOHIYHOIO
nepBuHHOIO iMyHHOIO TpombouutoneHieo (ITIT)», xox mocmimkenus 2021-BV-ITP-BP, Bepcis 1.1 Bix
16.09.2021

3asiBHUK, KpaiHa

TOB «BIO®APMA ITJIA3ZMAY, Ykpaina

CrnioHcop, kpaina

TOB «bBIO®APMA TTJIABMAY, Ykpaina

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcebka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

bioen (Human normal immunoglobulin for intravenous administration); Posuuu mast indysii; 1 mu
npernapaTry MiCTUTh iMyHOTI00YiH mroauan HopMaibhuii 0,1 r; 0,1 v/Mi; TOB «BIODAPMA TTIJIASMAY,
VYkpaina

Bianosinanbumii (1)
JOCITITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) nikap €pmonuipka LIT.

Komynanene HekomepiiitHe mianpueMctBo «KipoBorpasacbka obmacHa sikapHs KipoBorpaacbkoi o6iacHoi
paany, TeMaToJIOT1uHe BIUIEHHS, M. KponmuBHULIBKUT

2) n.m.H. Macask 3.B.

Kninika [lepkaBHOi ycraHoBU «IHCTUTYT marosorii KpoBi Ta TpaHc]y3iiiHoi MemunuHu HaimionanbHOI
akazeMii MeIMYHUX HayK YKpaiHu», BiAIIIeHHS reMaTonorii, M. JIbBiB

3) nmikap Xoxmok-Anekceituyk JI.€.

Komynanene mianpueMctBo «PiBHeHChka oOjacHa KiliHIUHA JikapHs» PiBHeHChKOi ob6nacHOi panw,
O6uiacHul IIEHTp 3aXBOPIOBAHb KPOBI Ta Koarysomnarii, M. PiBHe

4) x.m.H. lymuenko 1.O.

KomynansHe HekomepuiiiHe mianpuemctBo CyMmcbkoi oOmacHoi paau «Cymcbka oOnacHa KiIiHIYHA
JIKapHs», TeMaTojoriune BiaaiieHns, CyMCbKUi ep)kaBHUM yHiBepcuTeT, MeauuHuil iHCTUTYT, Kadenpa
BHYTPIITHBOI MEUIIMHY 3 IEHTPOM peciipatopHoi MeaunnHu, M. Cymu
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5) nikap Bubupana P 1.

Komynanene HexomepiiiiHe mianpueMcTBo «TepHONiIbChKa YHIBEpCHUTETChKA JKapHsS» TepHOMiIbChKOT
00J1acHO1 paay, TeMaTOJIOTIYHE BIIIJIEHHS, M. TepHOILIb

6) x.m.H. [Tonosuy 10.10.

KoMmyHansHe HEKoOMepIiiiHE MANPUEMCTBO «3akapraTrchka OO0JIacHa KJIiHIYHA JIKapHS IMEeHI AHIpis
HoBakay 3akapnaTchkoi 00JacHOT pajiy, TeMaToJIOTivYHe BiUIUICHHS, M. Y KropoJ

[Ipenapatyu nopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
MaTepianu/mpenapari
CYNYyTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 mucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OnoBnenuii mpoTokou kiiHiyHOTO BUnpoOyBanHs BT051-1-002, Bepcis 3.0, monpaska 2 Bix 14 rpyans
2021 p., aHrmiicbKor0 MOBOIO; [HCTpYKIIT 13 3a00py 3pa3KiB Kaily/cedi B JOMAIIHIX yMOBax, Bepcis 02 Bif
02 rpyans 2021 p., ykpaiHChKOIO Ta POCIMCHKOIO MOBAMHU

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Bix 18.10.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraToneHTpoBe paHI0MI30BaHe IUIAIe00-KOHTPOIHOBAHE JOCTIIKEHHS 0araTopa3oBO 3pOCTAIOYUX 103
nepopabHOTO NMpoTtu3anaibHoro 3acody BT051 y mamieHTiB i3 akTHBHUM BHpazkoBuM komitoM (BK) Bin
MOMIPHOTO /10 Baxkkoro crynens», BT051-1-002, Bepcis 2.0, nonpaska 1 Big 22 nunus 2021 p.

3asiBHUK, KpaiHa

TOB «biomamacy, Ykpaina

CrnoHcop, kpaina

«baxkaitnn Tepamnbrotikc, [Hk.»/Bacainn Therapeutics, Inc., CIIIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Omnosiienuii mpotokon KiiHigHOro gociimkenHs C-935788-058, epcis 5.0 Big 02 mmcromana 2021 p.;
[ndopmarris ans namienta ta popma 3roJu Ha y4acTh y KIIIHIYHOMY JOCITIKEHH1 s YKpainu, Bepcis 4.0
Bix 29 mucromana 2021 p., mepexian ykpaiHchbkor MOBOIO Bij 02 rpymas 2021 p.; mepekian pociiichKoro
MoBoto Big 02 rpyans 2021 p.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 568 Bix 27.02.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure mnonoBxkeHe AOCHIKeHHS 3 (a3u 3acTocyBaHHsA (POCTaMaTUHIOY OUHATPIIO B JIIKYBaHHI
ayTOIMYHHOI TeMOJIITUIHOI aHeMil 3 CHHIPOMOM TEIUIOBUX armioTHHIHIBY, C-935788-058, Bepcis 4.0 Bix
23 6epesns 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

Crnoncop, kpaina

Paitxen @apmacerorikans, [ak., CIIA (Rigel Pharmaceuticals, Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonartok 15
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Omnosrnennii [Ipotokon kiiHiuHOTO HocmimkenHs, epcis 3.0 Big 02 nucronana 2021 poky aHITIHCHEKOIO
MoBo10; 3Mina CrioHcopa kiiHiyHOro BunipoOyBaHHs 3 Dova Pharmaceuticals, Inc., CIIIA, na Sobi, Inc.,
CIIIA; Mixuapoana bporrypa mgocimiiHUKa JOCTiIKYBAaHOTO JTIKapChKOTO 3ac00y ABarpoMOomar majieat
(Avatrombopag maleate), Bepcis 17 Bim 30 mucrtomaga 2021 poky aHIIiHCHKOIO MOBOIO; 3pa3ok
MapKyBaHHS JIOCII/DKYBaHOTO JIIKapChKOTO 3aco0y aBarpoMOomar abo mane0o, BKPHUTI IDIIBKOBOIO
obononkoro Tabnerku mo 20 wmr, Bepcig Big 15 BepecHs 2021 poky YKpaiHCBKOIO MOBOIO; 3pa3ok
MapKyBaHHS JIOCIIPKYBaHOTO JIIKApChKOTo 3aco0y aparpomMbOomnar, BKPHUTI ILIIBKOBOIO OOOJIOHKOIO
tabnetrku no 20 mr, Bepcid Bia 15 BepecHs 2021 poky ykpaiHChKOIO MOBOIO; [HpoOpmaiiiiHuil JIUCTOK 1
¢opma iHpopMoBaHOi 3roau nns OatbkiB, Bepcis 3.0 ana Ykpaimu Bin 17 mucromaga 2021 poky
YKpaiHChKOIO Ta pocilicbkoro MoBamM; IH(opmarniitauii nuctok 1 ¢opma iHGOpPMOBaHOI 3rofau JUis
nopocioro namienrta, Bepeid 3.0 s Ykpainu Big 17 nucronana 2021 poky yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; IHdopmariitnuii aucTok 1 Gpopma iHGOPMOBAHOI 3roAM I HEMOBHOMITHIX mauieHTiB (14 17
pokiB), Bepcis 3.0 mans Ykpainu Bia 17 mucronaga 2021 poky yKpaiHCHKOIO Ta POCIHCHKOIO
MoBaMu; [HpopmaniiiHuil nucTok 1 popma iHPOPMOBaAHOT 3ro U A MANONITHIX namieHTiB (12-13 pokis),
Bepcis 2.0 mna VYkpainm Bin 17 nuctomaga 2021 poky ykpaiHCBKOIO Ta POCIHCHKOIO MOBaMH;
[Hpopmaniiinuit mucrok 1 popma iHGopmoBaHoi 3roau i aited (6-11 pokis), Bepcig 2.0 qis Ykpainu
Bix 17 nucromana 2021 poky ykpaiHCBKOIO Ta pociiichkoro MoBamH; IHdopmariitHuii TucTok Ta dopma
iH(hopMOBaHOi 3roAu Ha BUKOpHCTaHHs nociyr kommanii Scout Clinical, Bepcis 2.0 nns Ykpainu Big 17
mucronana 2021 poky yKpaiHCBbKOIO Ta pociiicbkoro MoBaMy; [HpopmarliiiHa kapTka naiieHTa, Bepcis JUIs
VYkpainu Big 16 rpyans 2021 poky yKpaiHCHKOIO Ta pOCIHCHKOIO MOBaMU

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«baratonieHTpoBe paHIOMI30BaHE MOJBIMHO ciine Ianedo0-KOHTPOoJboBaHEe BUIpoOyBaHHS ¢da3u 3b B
napajelbHUX Tpynax 3 MOJAIBIIO BiIKPUTOK PO3LIMPEHOI0 (a30r0 uisi OIIHKKA e(EeKTUBHOCTI Ta
OesreyHocTi ABaTpoMOonary s JiKyBaHHS TPOMOOIMTOIICHII B IMAIIEHTIB AMTIYOrO BIKY 3 IMYHHOIO
TPOMOOIMTOINEHIEI0 MPOTATOM 26 MmicstiBy, AVA-PED-301, Bepcis 2.0 Bix 17 rpyans 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINUOBIJAJIBHICTIO «DPAPMACBIOTIKAJI  PICEPY
ACCOYIIIMENUTC YKPAIHA» (TOB «®PA YKPAIHA»)

CnoHcop, kpaina

Dova Pharmaceuticals, Inc., CIIIA

CynyTHi
MaTepianu/mpenapari
CYIYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 16
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OnHoBieHHH TPOTOKON 3 mompaBkoro 2 Big 12 xoBtHs 2021p., anrmiiickkoro MoBoOio; bpomrypa mms
nocrigauka Vedolizumab (MLNO0002) Bumanus 25 Big 14 nmumas 2021 poky, aHTIIHCHKOI MOBOIO;
MLNO0002-3025 Indopmarist s namienta ta ¢opma iHGOpPMOBaHOT 3roAu U MAJIONITHIX AITEH BIKOM
10 6 poKiB, M YKpaiHu, aHTIIHChKO MOBO0, Bepcis 2.0 Bix 23 mucromana 2021 p.; MLN0002-3025
[adopmaris ans nmamienTa ta popma iHGOPMOBAHOT 3roAM Ui MAJIOJITHIX AiTeH BIKOM 110 6 pOKiB, IS
VYkpainu, ykpaiHChbKOI0 MOBOMO, Bepcis 2.0 Big 23 nucromanga 2021 p.; MLN0002-3025 Iudopmaris ans
namiesTa ta Gopma iHGOpMOBaHOI 3roau IS MAJOJITHIX JiTed BIKOM 10 6 pOKiB, M YKpaiHu,
pociiicbkoro MoBotO, Bepcist 2.0 Bix 23 mucronaaa 2021 p.; MLN0002-3025 Indopmartis 11 naiieHTa Ta
dhopma iHPOPMOBAHOI 3roIM ISl MAJIOJITHIX AiTel BikoM Bix 6 10 10 pokiB, mist YKpaiHu, aHTIIHCHKOIO
MoBoto, Bepcig 2.0 Bix 23 mucromaga 2021 p.; MLNO0002-3025 Iadopmanis mid mamieHta ta dopma
1H(pOpMOBaHOT 3roAM I MAIOIITHIX JiTel BikoM Bia 6 10 10 pokiB, 11 Ykpainu, yKpaiHChKOIO MOBOIO,
Bepcid 2.0 Bix 23 nmucronana 2021 p.; MLN0002-3025 [ndopmaris ans nauieHTa ta popma iHHopMOBaHOT
3rou JUisd MajoJiTHIX AiTei BikoM Bia 6 1o 10 pokiB, ans YkpaiHu, pociicbkoro MOBOIO Bepcist 2.0 Bix
23 aucromaga 2021 p.; MLN0002-3025 Indopmartis uig namieHta ta opma iHGOPMOBAaHOI 3roAu JUIs
MaJodiTHIX aited BikoM Bix 10 mo 14 pokiB, mius YKpaiHu, aHIUIIHCBKOIO MOBOM, Bepcis 2.0 Bix
23 mucromana 2021 p.; MLNO0002-3025 Iadopmartis i mamienta ta popma iHGOPMOBaHOI 3roaH LIS
MasoNiTHIX Jitedl Bikom Big 10 mo 14 pokiB, ans YkpaiHu, yKpaiHCBKOIO MOBOIO, Bepcia 2.0 Bix
23 mucromana 2021 p.; MLNO0002-3025 Iadopmartist aist mamienta ta ¢popma iHGOPMOBAHOI 3roAn IS
MasloNiTHIX aitedt BikoM Bix 10 mo 14 pokis, minst Ykpainu, pocilicekoro MoBoro, Bepcis 2.0 Bix 23
mucromana 2021 p.; MLNO0002-3025 Indopmaris mis namienta ta ¢popma iHpopMOBaHOI 3roam s
HETMOBHOJIITHIX JiTel BikoM Bif 14 no 18 pokis, s YkpaiHu, aHTiHcbKo0 MOBOMO, Bepcis 2.0 Bix 23
mucromama 2021 p.; MLNO002-3025 Indopmarmis mis namienta ta ¢gopma iHpopMOBaHOI 3roam ais
HETOBHOJIITHIX AiTel BIKOM
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Bin 14 mo 18 pokiB, misa Ykpainum, ykpaiHChbKOO MOBOIO, Bepcis 2.0 Bim 23 mucromama 2021 p.;
[adopmaris ans namienta ta popma iHHOPMOBAHOI 3roIM ISl HEMOBHOJITHIX AiTed BikoM Bif 14 mo 18
poKiB, Ui YKpaiHu, pociiickkor MoBorw, Bepcis 2.0 Bim 23 mmcromaga 2021 p.; MLNO0002-3025
Iadopmaris 1 namienta ta popma iHPOPMOBAHOI 3roAM IS MAIliEHTa BIKOM Bia 18 pokiB i1 crapiie s
VYkpainu, a"raiiicekoro MoBoro, Bepcis 2.0 Bix 23 mucronana 2021 p.; MLNO0002-3025 Tndopmartist ams
nariesTa ta ¢opma iHbDOpMOBaHOI 3roau I MalieHTa BikoM Bif 18 pokiB i1 crapmie mns YKpaiHw,
yKpaiHChKOr0 MOBOIO, Bepcis 2.0 Big 23 mucromana 2021 p.; MLNO0002-3025 Tndopmartis ajs namieHTa ta
¢dopma iHpOpMOBaHOI 3roauM Ui MamieHTa BikoM Bia 18 pokiB i crapme s YKpaiHu, POCIHCHKOIO
MOBOI0, Bepcist 2.0 Bin 23 mucronaga 2021 p.; MLNO0002-3025 Indopmarrist a1 6aTbKiB
Ta popma iHpOpMOBaHOT 3r0/IM HA Y4acCTh Y HAYKOBOMY JOCII/DKEHHI, U1 Y KpaiHH, aHTIIICBKOI0 MOBOIO,
Bepcis 2.0 Big 23 mucronana 2021 p.; MLNO0002-3025 Tadopmariist 1 6atbkiB Ta popma iHGOPMOBaHOI
3roJd Ha y4acTb Y HayKOBOMY JOCII/DKEHHI, Ul YKpaiHu, yKpaiHChKOIO MOBOIO, Bepcis 2.0 Bim 23
muctomnazna 2021 p.; MLNO002-3025 ITndopmarist ans 6atekiB Ta popma iHGOPMOBAHOT 3TrOAU HA y4acTh Yy
HAyYKOBOMY JIOCII/DKEHHI, JUIsi YKpaiHHu, pocCiiichkoro MoBor, Bepcis 2.0 Bim 23 mmcrtomama 2021p.;
TAK Vedo 3024 3025 Bpomrypa om0 Habopy maiiienTis, [Ipo mocmimkenns Webb i Kepler Bepcis 1.1
Big_ 20 jumas 2021 p., ykpaincskoro moBoro; TAK Vedo 3024 3025 Bpomrypa m1o/10 HaOOpy MHAIli€HTIB,
IMpo mocmimxennss Webb i1 Kepler Bepcis 1.1 Big 20 mumas 2021 p., pOCIHCBKOI MOBOIO;
TAK Vedo_3024-3025 Kaprtka 3 HaraayBaHHsSM mpo Bi3uT, Bepcis 1.1 Bim 20 mumas 2021 p.,
ykpaincekoro MoBow; TAK _Vedo_3024-3025 Kaprka-HaramyBaHHs po Bi3uT, Bepcis 1.1 Bixg 20 nunHs
2021 p., pociiicekoro MoBor; TAK_Vedo 3024 3025 Jlucrt mikapst 1o 0atbkiB, Bepcis 1.1 _Big 20 numnHs
2021 p., ykpaincekoro moBor; TAK_Vedo 3024 3025 Jluct mikapst 10 6atekiB, Bepeist 1.1 Bix 20 aumHs
2021 p., pociiickkoro moBoro; TAK Vedo 3024 3025 Tlepekuanuii OykieT-mam’siTka JJIisl MPOLETYPH
iHpopmoBanoi  3roam, Bepcia 1.1 Bim 18 uepBHa 2021 p., yKpaiHCBKOIO  MOBOIO;
TAK _Vedo 3024 3025 Tlepexumnuii Oykier-mam’sTKa i Mpoleaypy indpopmoBanoi 3roau, Bepcis 1.1
Bix 18 uepBust 2021 p., pociiicbkoro moBoro; TAK Vedo 3024 3025 Ilpukiaa pekiamMHOro OaHepa,
Bepcist 1.1 Big 20 mumas 2021 p., ykpaincekoro moBoro; TAK _Vedo 3024 3025 Tlpukiaa pekiaMHOTO
Oanepa, Bepcis 1.1 Big 20 gumus 2021 p., pociiicbkoro MmoBoro; TAK _Vedo 3024 3025 Kaprka-mojska,
Bepcist 1.1 Big 20 mumas 2021 p., ykpaincekoro moBoto; TAK_Vedo 3024 3025 Kaprtka-noaska, Bepcis
1.1 Big 20 mumus 2021 p., pociiicbkoro MoBow; TAK_Vedo 3024 3025 bBpomrypa moao po3yMiHHS
xBopoobun  Kpona, Bepcis 1.1 Bim 20 gunas 2021  p.,  yKpaiHCBKOIO  MOBOIO;
TAK Vedo 3024 3025 Bpomrypa mono po3yminns xBopobu Kpona, Bepcis 1.1 Bim 20 mumnas 2021 p.,
pociiicekoro MoBoro; TAK_Vedo 3024 3025 bpomrypa momo po3yMiHHS KIIiHIYHHX BHOpPOOYBaHb,
Bepcis 1.1 Bix 20 nunast 2021 p., ykpaiHCHKOIO MOBOIO;
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TAK Vedo 3024 3025 Bpomypa 1m1oa0 po3yMiHHS KIiHIYHHX BHUIpoOyBaHb, Bepcis 1.1 Big 20 numHs
2021 p., pociiickkoro mMoBor; TAK Vedo 3025 Bpomypa momo Hocmimxenns Webb npu xBopo6i
Kpona, Bepcis 2.1 Big 20 munas 2021 p., ykpaincekoro moBoro; TAK Vedo 3025 Bpomypa 1momo
Hocmimxennss Webb npu xBopo6i Kpona, Bepcis 2.1 Big 20 mumus 2021 p., pocCiiicbKOIO MOBOIO;
TAK_VEDO_3024-3025 Site Digital Kit Iludpose oromnomenus, Bepcis 1.0 Big 20 mumus 2021p.,
ykpaincekoro MoBoro; TAK_VEDO_3024-3025_ Site Digital Kit Iudpose oronomenns, Bepcis 1.0 Bix
20 gumas 2021 p., pociiicekoro moBoro; TAK Vedo 3024-3025 Site Digital Kit Komist my6mikamii y
Facebook, epcis 1.0 Bixg 20 aumus 2021 p., ykpaincskoro moBoro; TAK Vedo 3024-3025_Site Digital
Kit Komist myOumikarii y Facebook, Bepcis 1.0 Bim 20 gummus 2021 p., poCifiCbKOIO MOBOIO;
TAK _Vedo_3024-3025 Komis inTepHeT-pexiiamu caiity, Bepcis 1.0 Bix 20 sunus 2021 p., yKpaiHChKOIO
moBoro; TAK Vedo_3024-3025 Komist inTepHeT-pexiamu caiity, Bepcis 1.0 Bim 20 jumas 2021 p.,
pociiicekoro moBoro; TAK Vedo 3024-3025 Jocmimxenns Welcome Organizer for Patient, sepcis 1.0
Bix 21 tpaBHs 2021 p., aHMTIHCHKOIO MOBOIO

Howmep Ta narta Haka3zy Ne 1773 Bix 20.08.2021
MO3 110110 3aTBEpIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «PangomizoBaHe, mojBiiiHe ciine AocmikeHHS (a3u 3 ansd OIiHKM e(eKTUBHOCTI Ta Oe3MeYHOCTI
BUIIPOOYBaHHS, KO/, 3aCTOCYBAaHHS BeA0NI3ymMaly Ui BHYTPIIIHHOBEHHOTO BBEJEHHS SIK MIATPUMYIOYOi Tepamii y MalieHTIiB
Bepcid Ta Jara JUTAYOr0 BIKY 3 aKTUBHOIO XBOpoOoi KpoHa BiJl MOMIPHOrO 10 TSDKKOIO CTYHEHs, y SKUX Oyio

JOCATHYTO KJIIHIYHOI BIAMOBIJAI Michs Tepamii Benosi3yMaOOM JUIsi BHYTPILIHBOBEHHOI'O BBEACHHS Y
BiIKpuTOMY pexkuMi», MLN0002-3025, mpoTtoko:n 3 nonpaskoro 1 Big 17 mororo 2021 p.

3asiBHUK, KpaiHa TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminnunpka Opranizauis IHHOpapM-
Ykpaina»

CnoHcop, kpaiHa Takena J[lesenonment Centep Awmepikac, Iuk., Cnonydeni Hratu (Takeda Development Center
Americas, Inc., USA)

CynyTHi —

MaTepiaau/mpenapaTu

CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3A/IBOPHHUX




Jonatok 17
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OnoBinena Bepcis npoTokody KiiHiuHoro sumpoOyBaHHsS YHGT-CEV-RI1, Bepcis 2.2 Big 31 nunHs
2021 poky; OnoBnena Bepcia [Hdopmarii 11 yyacHHUKIB JOCHiPKeHHS Ta Gopma iHPOPMOBaHOI 3ro/u,
Mmaiictep Bepcist 3.0 anrmiicekoro MoBoro Bix 11.08.2021, Bepcist 3.0 ans Ykpainu Bix 13.09.2021 poky;
Omnosiniena Bepcis [Hdopmanii nas yyacHUKIB gociiJxeHHs Ta ¢popMa iHpopmoBaHoi 3roau, Bepcis 3.1,
6 ciunsa 2022 poky mist Ykpainu, 1mo 3acHoBaHi Ha [H(opmarii ans y9acHUKIB AOCHIDKEHHS 1 (opmi
iH(hopMoBaHoi 3roau, Bepcis Ha aHrikcbkiil MoBi 3.0, 11 cepnus 2021 p., yKpaiHCBKOIO Ta POCIHCHKOIO
moBamu; OHoBnieHa Bpomrypa nocnmigauka Ha Bupi® Meamynoro npusHadyeHHs Cevira® CL7, Bepcis 2.1
Binm 06.08.2021 poky, anrmiiicekoro MoBow; OnHoBieHe Jloche MOCTiAKYyBaHOTO IIKapChKOTO 3acooly,
Bepcis 2.4 Bix 07.04.2021 poky, aHTIiiChKOI0 MOBOIO; [H(OopMaLiifHUN JTUCT 70 JTIKYKYOro JiKaps, Bepcis
1.0 Big 15.09.2021, yxpaiHchkoro Ta pociiicbkoro MoBamu; [losicHIOBanIbHa 3amucka J0 MPOTOKOIY
kiinigHoro BunpoOyBaHHsS YHGT-CEV-R1 mono momatkoBoi 0iomcii A0 ITUTOJIOTIYHOTO OOCTEKCHHS,
0 € BHUMOTOI0 TNPOTOKONY KIIIHIYHOIO BHUIIPOOYyBaHHS Ha Bi3uUTI 4 mpH oWiHII Ha 3-My Micsi
0oOCTe)KEHHs, aHrIiicbkolo MoBoro Bix  15.04.2021 poky; [lpuknaxn 3BiTY 3  BlIJaJ€HUMHU
ieHTUIKaIiHUMY  TaHUMH, aHrjiicbkolo MoBowo; [Ipoueaypa wmenmuHoro ob6crexxenHs HSIL
ypaxkeHHs, aHriichko0 MoBoto BiJ 18.02.2021 poky; YTouHEHHS TEpMiHY il pe3yabTaTiB KOJIbIOCKOMIL
Ta (oTorpadiii B mepiojii CKPUHIHTY, aHTTChKO0 MOBOIO Bif 09.06.2021 poky; lllogeHHUK MaIieHTKH,
Bepcig 3.0 Bix 28.04.2021 poky, aHIIINHCHKOIO, YKPAaiHCHKOIO Ta POCIMCHKOI0 MOBaMH; IHCTpyKIs JUIs
3aCTOCYBAaHHS (BUKJIIOYHO JUIS KIIHIYHUX BUNIPOOyBaHb), nata Bunmycky 01.03.2021, anrnilicbko0 MOBOIO
Ta YKpaiHChKOIO MOBaMH

Howmep Ta nata Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1102 Bix 02.06.2021
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HasBa kiiHigHOTO «[loxBifiHe ciime, TPOCHNEKTUBHE, pPAHIOMI30BaHE, IUIANE00-KOHTPOJIbOBAaHE, OaraToOlEHTPOBE

BHUIPOOYBaHHS, KO, nociikeHHs I ¢asu, 1mo mpoBoauThCsS 3 METOIO OIliHKKM eeKTUBHOCTI Ta Oe3neku Llesipa (Cevira®) y

Bepcis Ta Jara MAIi€HTIB 3 IEPBIKAJBHOIO TICTOJOTIYHO MiATBEPPKEHOI0 BHCOKO BHPAXKEHOIO IUIOCKOKIITUHHOIO
inTpaeniTenianpHo Heorwasiero (HSIL)», YHGT-CEV-RI1, Bepcis 1.0 Bix 24.04.2020

3asBHUK, KpaiHa Omnepa Konrpakr Picepu Opranizeiiin CPJI, Pymymnis/Opera Contract Research Organization SRL,
Romania

CroHcop, KpaiHna Acipic MeniTek Ko., JIta., (Asieris MediTech Co., Ltd), Kuraii

CynyTHi —

Marepiaiau/mpenaparu

CYITYTHBOI Tepartii

B.o. renepasbHoro nupexkropa Jlupekropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonatok 18
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Jlocke pociimpkyBaHoro Jikapcbkoro 3aco0y BGB-A1217 (Ouunepnimab (Ociperlimab), Bepcis 3.2 Bix
11 nmucromana 2021 poky aHrmiiicekor0 MOBOM; Jlocke mociiKyBaHOTO Jikapcbkoro 3acody BGB-A317
(Tucnenizymab (Tislelizumab), Bepcis 2.0 Bix 10 mucromaga 2021 poky aHrIiHCEKOI0 MOBOIO; CripomieHe
Jlocke mocmimkyBaHOro Jikapcbkoro 3aco0y IlemOponizymad (Pembrolizumab), Bepcis 2.0 Bin
29 nmucronana 2021 poxy aHTIIHCHKOI0 MOBOIO; 3alTydeHHS JOJATKOBUX BUPOOHHKIB JIJIsl TOCIiIKYBaHOTO
nikapcekoro 3aco0y BGB-A1217 (Ouunepnimad (Ociperlimab)), koHIeHTpaT 1uist po34uHy Il iHQY3iid,
20 mimirpam/minimitp: BeiGene Guangzhou Biologics Manufacturing Co., Ltd., Kuraii; Fisher Clinical
Services Inc., CILIA; Fisher Clinical Services PTE Ltd., Cinranyp; 3ainy4eHHsl JOAaTKOBUX BUPOOHMKIB
JUTSL TOCITIJKYBAHOTO Jiikapchkoro 3aco0y Tucnenizymabd (Tislelizumab) (BGB-A317; TUCJIEJII3YMAB
(TISLELIZUMAB), xoHuUeHTpaT ans po3uuHy mius iHQy3id, 10 mimirpam/minimitp: Fisher Clinical
Services Inc., CIIIA; Fisher Clinical Services PTE Ltd., Cinramyp; 3any4eHHsl 10AaTKOBUX BUPOOHUKIB
Ui penapaty nopiBHsaHHSA [TlemOponizymad (Pembrolizumab) / Kitpyna® (Keytruda®), koHueHTpat s
po3unHy Ui 1HQY31H, 25 mr/mia: Catalent Pharmaceutical Technology (Shanghai) Co., Ltd., Kuraii,
Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd., Kuraii, Catalent Germany Schorndorf GmbH,
Himeuunna, Fisher Clinical Services GmbH, Himeuuuna, Fisher Clinical Services Inc., CIIIA, Fisher
Clinical Services Inc., CIIIA; [TogoBxeHHsI TepMiHY TPHUAATHOCTI TOCHIKYBAHOTO JIIKAPCHKOTO 3aco0y
BGB-A1217 (Ouumnepmimad (Ociperlimab)), koHmeHTpaT s po3uuHy ana  iHy3iH, 20
MUTIrpam/MITUIITp, 3 18 1o 24 wmicsiB; [TomoBkeHHs TEpMiHY MPUAATHOCTI JOCIIHKYBAaHOTO
nikapcekoro 3acody Tucnenizymab (Tislelizumab) (BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB),
KOHIICHTpPAT Il po3uuny JuIs iHDy31#, 10 mutirpam/minutitp, 3 30 10 36 micsiiiB

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Bix 15.09.2021
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HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBane mojBiitHe ciine gociimkeHHs (a3u 3 npenapaty BGB-A1217, antutina no TIGIT, y
MOEHAHHI 3 THCIIETi3yMaOoM MOPIBHSAHO 3 MEeMOpoi3ymMaOboM Yy TMAII€HTIB 13 paHille HEIIKOBAaHUM,
MICIICBOIIOIIMPEHNM, HeomnepadeabHIM a00 METAaCTaTUYHUM HEAPIOHOKIITUHHUM pPAaKOM JIETeHb 13
BuOpanuM crarycom ekcmpecii PD-L1», BGB-A317-A1217-302, 3 mompaBkorwo 1.0 Bim 23 rpyaHs
2020 poky

3asBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIIIIOBIIAJIBHICTIO «®APMACBIOTIKAJI  PICEPY
ACCOVIHIMEUTC YKPATHA» (TOB «®PA YKPATHAY)

Cnoncop, kpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIIIA

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporoxkon NN6535-4725, dinanbaa Bepcia 6.0 Big 25 muctomaga 2021 p., aHrmiicbKOO
MOBOIO 3 pgonatkamu; JlomoBHeHHs I: [ToGanmpHUE Tieperik KIFOYOBHX CIIBPOOITHUKIB, BiIITOBITHIX
BIITUTIB Ta MOCTAa4YalbHUKIB KIIHIYHUX MaTepianiB, ¢inambHa Bepcis 3.0, Big 25 nucronaaa 2021 poky,
aHIITICKOI0 MOBOIO; [IpomoBXeHHST TepMiHYy NMPOBEICHHS KIIHIYHOTO BHIIPOOYBaHHS B YKpaiHi 1o 26
kBiTHS 2026 poKy; 3anydeHHsl 10IaTKOBUX MICIIb IPOBEIEHHS KITHIYHOTO JOCIIKEHHS:

Ne [1.1.b. BiAMOBiAaIBHOTO TOCIITHUKA

/i Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBaHHS

1. k.M.H. Kmuta O.IL
PerioHanbHUl IEHTp A1arHOCTUKH Ta JIIKYBaHHS PO3CISTHOTO CKJIEpO3y Ha 0a3i HEBPOJIOTIYHOTO
BigaiieHHs KomyHaneHOro HekomepiiiiHoro mignpuemcrsa Cymcbkoi oOnacHoi panu
«CyMmcbka o0siacHa KJiHIYHa JiikapHs», CyMCbKHI Jep)kaBHMM YyHIBepcuUTeT, Kadeapa
Hepoxipyprii Ta HeBpoJsiorii 3 KypcaMu IcHXiaTpii, HapKOJIOTii, MEIUYHOI NCHUXOJOTrii Ta
npodeciiHux xBopoo, M. Cymu

2. a.M.H. [ynera O. /1.
Komynansue mianpuemcrBo «BonuHChka o0JiacHa KIIHIYHA JiKapHS» BoauHCHKOI 001acHOT
paJiu, HEBpPOJIOTiuHe BIUIUIEHHS, M. JIyIIbK

3. nikap IpHipKa O.B.
ObnacHe KOMyHalbHE HEKOMEpIiiiHe MiANpHEMCTBO «YepHiBelbka JIKapHsS MIBHJIKOT
MEJIUYIHOI IOTOMOTHY, IIEHTP HEBIIKJIATHO1 HeBpoJIoTii, M. UepHiBIli

4. K.M.H. Yepke3 A.M.

KomyHanpHe HekoMepIliiiHe MiIIPUEMCTBO «3amopi3bka oOJacHa KIIHIYHA JIKapHS»
3anopi3bkoi 00macHoi pau, HeBposoriuHe BiyaieHHs Nel, M. 3amopixoks




MPOJOBXKEHHS AoaTka 19

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

«PangomizoBaHe TOJABIMHE cClline IJIANE00-KOHTPOIbOBAHE KIIHIYHE JOCHIDKEHHS, 10 BHBYAE
e(eKTUBHICTH Ta Oe3IeKy 3aCTOCYBAaHHS EPOPATHLHOI0 CEMArNIyTUy Y MAalll€HTIB 13 TOYaTKOBOIO CTAJIE0
xBopobu Anbireitmepa (EVOKE plus)», NN6535-4725, dpinansna Bepcist 1.0 Big 30 sxoBTHS 2020 poky

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHncop, kpaina

Novo Nordisk A/S, Denmark

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
(apmaneBTHYHOrO 3a0e3neYeHHs

IBan 3AZIBOPHHUX



Jonatox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 5 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Marepianu s y4acHUKIB pociimkeHHs: KorHiTuBHE (yHKIIOHYBaHHS — KOpPOTKa (opma, BEpCist Bif
18 cepnns 2021 poky, yKpaiHCbKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 254 Big 08.02.2022

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MoABiliHE ciline, MIaned0-KOHTPOIbOBaHE, OaraTOlEHTpOBE AOCHIKEeHHS ¢dazu 3 3
MIPOJIOBXKEHUM BIJIKDUTUM MEPIOJOM JIIKYBaHHS JUIsl OLIHKM €(EeKTUBHOCTI Ta O€3MEeYHOCTI mpenapary
pO3aHoMIKCi3yMad y AOpOCIHX 3 MieniH-omiroaeHaponuTapuuM riuikonporein (MOG)-1gG-acomiiioBanum
JeMieNiHI3yrouuM 3axBoproBaHHsIM», MOGOO01 , 3 monpaskoro 1 Bix 07 BepecHst 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnoncop, kpaina

HOCibi biodpapma EcApEn, beneris / UCB Biopharma SRL, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Ne 333

InenTudikamis cyrreBoi
MONIPaBKU

BxutoueHHs OAaTKOBOTO MICIISl POBECHHS KJIIHIYHOTO BUITPOOYBaHHS:

/i

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. nikap Kymnesarpka 10.B.

KomynaneHe HexomepiiiiiHe mianpueMcTBo «Micbka momikiiHika Ne9y» XapkiBcbkoi MichbKOi
panu, BiUIUIEHHS BY3bKHX (axiBIliB, M. XapKiB

3MiHa BIAMOBIAAIBLHOIO JAOCIIHUKA Y MICI POBEACHHS KJITHIYHOTO BUITPOOYBaHHS

(enmokpuHHOT Ta abJOMIHAIBHOI MATOJIOTIT) 3

MPOKTOJIOTTYHUMU JTKKaMu, M. JIyIbk

byno Crano
nikap Tkauyk O.A. nikap Mapuyk 1O.B.
KomyHanene HiANPUEMCTBO «Bonunceka | KomyHanbHe HiAPHEMCTBO «BonuHchka
obnmacHa  KJIHIYHA  JikapHsS»  BonmHcbkoi | o6nacHa — KiIiHIYHA — JlIKapHa» — BoauHCbKOT
oOmacHoi  pamy,  XipypriyHe  BiJJiJeHHA | oOnacHOi  paau,  XipypriyHe  BiJJIUICHHS

(enmoxpuHHOT Ta abJOMIHANBHOI MATONOTII) 3
MPOKTOJIOTTYHUMHU JTKKaMu, M. JIyIibk

Howmep Ta nata Hakazy
MO3 om0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1275 Big 06.07.2018




2 MPOJOBXKEHHS AojaTka 21

HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«lomatkoBe OararomeHTpoBe Bigkpute nociuipkeHHs Il ¢a3u 3 MeTorw OIIHKH O03aHIMOAY JUIS
MepOpaILHOTO MPUHOMY TPH JIIKYBaHHI MAIIEHTIB 13 CEPEIHBOTHKKUM a00 TSHKKUM IepediroM XBOpoOu
Kpona B aktuBHiii ¢popmin, RPCO1-3204, penakuis 6.0 Bix 14 yepBus 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJAJIBHICTIO «I1I EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen Inrepremrnn II Capm» (Celgene International II Sarl), IlIeeiinapis

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Ne 333

InenTudikamis cyrreBoi
MONIPaBKU

BxutoueHHs OAaTKOBOTO MICIIS POBEICHHS KJITHIYHOTO BUITPOOYBaHHS:

/i

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. nikap Kymnesarpka 10.B.

KomynaneHe HexomepiiiiiHe mianpueMcTBo «Micbka momikiiHika Ne9y» XapkiBcbkoi MichbKOi
panu, BiUIUIEHHS BY3bKHX (axiBIliB, M. XapKiB

3MiHa BIAMOBIAAIBLHOIO JAOCIIHUKA Y MICI POBEACHHS KJITHIYHOTO BUITPOOYBaHHS

(enmokpuHHOT Ta abJOMIHAIBHOI MATOJIOTIT) 3

MPOKTOJIOTTYHUMU JiKKamMu, M. JIylbk

byno Crano
nikap Tkauyk O.A. nikap Mapuyk 1O.B.
KomyHanene HiANPUEMCTBO «Bonunceka | KomyHanbHe HiAPHEMCTBO «BonuHchka
obnmacHa  KJIHIYHA  JikapHsS»  BonmHcbkoi | o6nacHa — KiIiHIYHA — JlIKapHa» — BoauHCbKOT
oOmacHoi  pamy,  XipypriyHe  BiJJiJeHHA | oOnacHOi  paau,  XipypriyHe  BiJJIUICHHS

(enmoxpuHHOT Ta abJOMIHANBHOI MATONOTII) 3
MPOKTOJIOTTYHUMU JTKKaMu, M. JIyibk

Howmep Ta nata Hakazy
MO3 om0 3aTBEpAKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1275 Big 06.07.2018




2 MPOJOBXKEHHS A0/1aTKa 22

HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararorieHTpoBe paH/I0Mi30BaHEe, MOJBIHHO cIiine, mianedo-KoHTpoiaboBaHe aocmimkenHs 11 ¢asum 3
METOIO0 OIIIHKKA O3aHIMOAY I TEpPOpaJbHOTO NPUUOMY TIPH MPOBEACHHI MIATPUMYIOYOi Teparii
MaIfieHTaM i3 CepeHbOTHKKUM abo0 TsKKuUM mepebirom xBopobu Kpona B aktuBHIM (opmi», RPCO1-
3203, penaxuis 6.0 Big 14 uepsus 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJAJIBHICTIO «I1I EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen Inrepremrnn II Capm» (Celgene International II Sarl), IlIeeiinapis

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHUX




JonaTok 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 JojaTka Ne 5 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

BxutoueHHs JOJaTKOBOTO MICIISl POBECHHS KITHIYHOTO BUITPOOYBaHHS:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1. nupexkrop JlntBuaenko b.B.
MenuyHuii [IEHTp TOBAapUCTBA 3 OOMEKEHOIO BIJIOBINAIBHICTIO «EBpOAEpM», BLIILT
KIIHIYHUAX JOCTIKeHb, M. KuiB

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 2426 Bin 05.11.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, OaraToleHTpoOBe, MOJBIMHE crimne, Ianedo-KOHTPOJIbOBAaHEe, IHTEPBEHIIIITHE KIiHIYHE
JOCTKEeHH 2a a3y i OIIHKK €(eKTUBHOCTI, 0€3MeYHOCT], (PapMaKOKIHETUKH W IMyHOT'€HHOCTI NpU
BHYTPIIIHPOBEHHUX BBEAEHHAX PI3HUX 03 OepMekiMaly Ui JIIKYBaHHS JOPOCIHX TAalli€HTIB 3
aTOMIYHUM JIEPMATUTOM CEPEAHBOr0 a00 BaXKKOTo cTyneHs.», 77474462 ADM2003, Bixg 17.06.2021 p.

3asBHHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Isan 3A/IBOPHUX




Honatok 24
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapCHKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Omnosiiena bpomrypa gociinauka; iHcymiH nermoek (Tpeci6a®); npoexkt NN1250 [[ler; mykpoBuii giabet
y IOpOCIHUX, MATITKIB 1 AiTe# Big 1 poky; BugaHus 16, ¢pinanbua Bepcis 1.0 Big 24 nucromnana 2021 poky,
anrmiiicekoro MoBoro. (Investigator’s Brochure; Insulin degludec (Tresiba®); Project: NN1250 IDeg;
Edition 16, final version 1.0, dated 24 November 2021); OHoBieHMII PO3IiN AOCKE IOCTIIKYBAHOTO
nikapcepkoro 3aco0y NN 1436, Insulin Icodec 700 U/ml: Po3zin 3.2.P.3 Manufacture, ¢inansna Bepcist 3.0
Bix 03 Bepechst 2021 p., aHTIHCEKOIO MOBOKO

Howmep Ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«26-TUKHEBE JTOCIIKEHHs €)eKTUBHOCTI Ta O€3MEKH MIOTHKHEBOTO MIPUIOMY 1HCYIIHY aifkoaek (icodec)
y MOPIBHSIHHI 3 UIOJIEHHUM MpHUIloMOM 1HCYiHY Jermoek (degludec) y maiieHTiB 3 IyKpoBUM Jl1abeTOM
2-r0 TUMy, SKi JIKYyOTbCS Oa3aJbHUM IHCYJIiHOM 3 abo 0e3 3acTOCyBaHHS HEIHCYJIIHOBHX
npotuaiadeTnyHux npenaparisy., NN1436-4478, sepcis 3.0 pinanbHa, Big 14 xBitHa 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTtok 25

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Ne 333

InenTudikamis cyrreBoi
MONIPaBKU

BxitoueHHs JOAATKOBUX MICITh MPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS B YKpaiHi:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA

n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. .M. H. 3axapenko H.®.
KomynansHe Hekomepiiline mianpueMcTBo «KuiBchbka Michbka KiiHiYHA JikapHs Ne9y
BUKOHaBUOro oprany KuiBchkoi Micekoi paan (KuiBchbKoi MiChKOT IepkaBHOI ajMiHiCTpalii),
BiIiJIeHHA riHekoJorii, M. KuiB

2. I.M.H. ['puropenxo A.M.
MenuyHuii  IIEHTp TOBapuUCTBa 3 OOMEXKEHOI  BiJNOBINANBHICTIO  «IHHOMeEI-IIEHTp
€HI0X1pYyprii», XipypriuHe BUIUICHHS, M. BiIHHUIA

3. JI.M.H., mpo¢. boituyk A.B.
KomyHaneHe HekomepliliHe HiANpueMcTBO «TepHOMuIbCchbKa KOMYHaJIbHA MiCbKa JIIKapHs
No2y, rinekonoriune BigaineHss, M. TepHOMiab

4. a.M.H., npod. Mypmsk C.O.

KomyHnaneHe HekoMepiiiHe mianpueMcTBo JIbBiBcbkoi 001acHO0i paan «JIbBiBChKUI 00nacHUMA
KIHIYHUA TepUHATaIbHUN EHTP», BIIAUICHHS PENpPOAYKTUBHOTO 370POB’S Ta IUIAHYBaHHS
cim’i, M. JIbBIB




MPOJOBXKEHHS 10/1aTKa 25

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2426 Big 05.11.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

«baratoueHTpoBe, TOABIMHE Ccllile, paHaOMi3oBaHe KiiHiuHe nocmipkeHHs Il dasm nmns  oriHkm
epexTuBHOCTI Ta Oesmeunocti mpenapary LPRI-CF113 B mopiBHsSHHI 3 1u1anebo Npu JIIKyBaHHI
€HJIOMETPiO3y BIPOJOBXK 3 LHUKIIB 3 MOJNAIBIIMM BIIKPUTUM JIKYBaHHSM BIIPOJOBXK 3 IHUKIIBY,

CF113-302, ocraTouna Bepcist 1.0, 26.04.2021

3asiBHUK, KpaiHa

«Ckoyn Iarepreman Al'», Himeuunna

CnoHncop, kpaina

«Uemo Pesepu C.JI.» (Chemo Research S.L.), Icianis

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
(apmaneBTHYHOrO 3a0e3neYeHHs

IBan 3AZIBOPHHUX



JonaTok 26

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OHoOBJIeHHI IIOJICHHHUK TAIli€eHTa Ui peecTparii mpuiiomy mnpenapary — Jlenamigomin, Bepcis 2.0 Bixg
03 mucromama 2021 p., ykpaiHCBKOIO Ta pociiicbkkolo MoBamu; I[HdopmamiitHa Opomrypa 1010
neranigominy (Global PPP Lenalidomide Adult, Bepcis 4.0 Bix 30 ot 2014 p.) yKpaiHCBKOIO Ta
pociiicbkor0 MOBamH; 3pa3Kd MapKyBaHb IpemnapaTy MOpiBHAHHA JeHamigomin (mo 5, 10, 15, 20 wmr)
BupoOuuka Cenmmker larepuenran Capi., [lseitnapis Bin 17 rpymas 2021 p.

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Bix 15.09.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBane, BiAKpuTe, OaraTorieHTpoBe, nociikeHHs ¢azu Il g ominku edeKkTHBHOCTI Ta
0€3MeYHOCTI 3aCTOCYBaHHS MOCYHETYy3yMaly Yy KOMOiHalii 3 JICHAJIAOMiZIOM Yy TOpPIBHAHHI 3
puTykcuMaboMm y KoMOiHallli 3 JIEHATAOMIJIOM Yy TMali€HTiB 3 (OJIKYISIPHOI JTIM(POMOI0 TicCis
HIoHaiMeHIIe oJHiel JiHii cucteMHoi Teparii», GO42909, Bepcis 4 Bix 08 BepecHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BiANOBiAaIbHICTIO «Pom Ykpainay

CrnoHcop, kpaina

®.Xoddpmann-JIs Pomr JIta, [lseinapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS Isan 3A/IBOPHHUX




Jonatok 27
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OnHoBieHHH TPOTOKON KiiHIYHOTO BHmpoOyBaHHs M13-494, Bepcis 10.0 Bix 31 cepmus 2021 poky;
[ndopmaris s mamienta Ta iHGOpMOBaHa 3rojJa Ha Yy4acTb Yy HAyKOBOMY JIOCHIIXKEHHI Ta
He00O0B’ I3KOBOMY Jocii/pKeHH1, Bepcis 2.0 s Ykpainu Bin 19 mucromana 2021 poky, YKpaiHCBKOIO Ta
pociiicbkoro MoBamu; Kaprtka 3 iHdopmariiero nns mamieHta — BeHeTokidakc (VenDex), Bepcis s
Vxkpaian 1.1 Big 12 mumas 2021 p. pociiicekoro MoBoro; llloeHHUK TpUiOMy BEHETOKIAKCY 1
neKcameTa3oHy, Bepcis g Ykpainu 2.0 Bim 11 nmuctomama 2021 poky, yKpaiHCBKOIO Ta POCIHCBKOIO
MoBamu; KopoTka xapakrepucTrka Jiikapcbkoro 3aco0y Imnovid (Pomalidomide), kancynu tBepai 1 mr, 2
Mr, 3 mr, 4 mr, Bepcis Bif qunHs 2021 poky; 3amyyeHHs albTepHaTUBHOIO BUPOOHKKa npenapaty IMHOBIA
— Celgene International Sarl, Switzerland (agpeca: Route de Perreux 1, Boudry, 2017, Switzerland);
3aiydeHHsl J0AaTKOBOI oprasisaiii, sSIKii CIIOHCOp JeneryBaB cBOi OOOB’s3KM Ta (yHKIIi, MOB’s3aHi 3
MPOBEACHHAM KIIiHIYHOTO BUNpoOyBaHHs, — TOB «lentp Kniniuaux Hocmimxens JITI»

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«baraTtonieHTpOBE paHIOMI30BaHE BIIKPUTE MOCTIKCHHS (a3 3 Juisi BUBYCHHS BEHETOKJIAKCY Ta
JIeKCaMeTa30Hy y MOPIBHAHHI 13 TOMaJIiIOMIJIOM Ta JIeKcaMeTa30HOM Yy mauieHTiB 13 t(11;14)-no3utnBHOI0
penuauBHOIO ab0 pedpaKkTepHOI0 MHOXKWHHOIO Miesnomoro», M13-494, Bepcia 8.0 Bim 30 mumas 2020

POKY.

3asiBHUK, KpaiHa

E66Bi biodapmacerorikans 'm6X, [lIBeiinapis

CnoHcop, kpaiHa

AbbVie Inc., USA / E66BIi Ink, CIITIA
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CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Honatok 1 Bix 29 rpymnas 2021 poky mo @opmu iHpopMoBaHOi 3romau, Bepcis 8.2.0 mist qoCimKeHHS
BP39056 nns mamieHTiB 3 000X yacTvH 1 1 2 JOCHIPKEHHS aHTJIINCHKOIO, YKPaiHChKOIO Ta POCIHCHKOIO
MOBaMH

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 146 Bix 21.01.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

Biakpute GaratoneHTpoBe JOCIIKEHHS, SIKe CKJIAIa€ThCA 3 JIBOX YACTUH 3 OE3MEpPEepPBHUM IMEPEXO0/IOM,
1110 IPOBOJMUTHCS 3 METOIO BUBUEHHS 0€3M€YHOCTI, NEPEHOCUMOCTI, (PapMaKOKiHETUKHU, (papMaKOUHAMIKH
Ta epekTuBHOCTI npenapaty pucaumiaMm (RO7034067) 3a fioro 3acTocyBaHHS Yy HEMOBIIAT 31 CHIHAJIBHOIO
M’s130B010 atpodieto 1-ro Tumy, BP39056, Bepcist 7 Bix 17 uepsus 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

F. Hoffmann-La Roche Ltd, Switzerland (IlIseiinapis)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTok 29

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEPIKCHHS CYTTEBUX IOTPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Ne 333

InenTudikamis cyrreBoi
MONIPaBKU

BrmroueHHS TOJTATKOBUX MiCIIb ITPOBEICHHS KJITHIYHOTO JOCITIJDKCHHS:

Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA

n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. I.M.H., Ipo¢. JJutarkoBceka €. M.
KomynansHe HekomepuiiiHe mianpuemctBo "KiriHiuHA TiKapHS MBUIKOT MEAMYHOT AOMOMOTH"
JIHIIPOBCHKOI MICHKOI pajiy, aIeprojoriYHui HeHTp, M. JHIinpo

2. nikap Honeus [1.T.
Menuuynuit  nentp ToBapuctBa 3 oOMeXxeHOI BianosimanpHicTIO "MenOya-Kminik",
JIKYBaJIbHO-IPO(IAaKTUYHUHN mipo3ii, M. KuiB

3. I.M.H., ipo¢. I'ammuosa K.1O.
KomyHnaneHe HekomepuiiiHe mignpuemMctBo "Micbka kiiHigHa jikapHs Ne4" JIHIIpOBCHKOI
MICBKOI paau, Micbkuii LEeHTp M0 JIKyBaHHIO NPOQeciiHMX 3aXBOPIOBAaHb, KIIHIKO-
JTIarHOCTUYHOTO BiAiNeHHS, J[HIMPOBCHKUI AepkaBHUI MeAMYHUIN YyHIBEpCUTET, Kadempa
npodeciiHuX XBOpoO, KITHIYHOI IMYHOJIOTI] 1 KJIIHIYHOT papMakosorii, M. JIHinpo

4. nikap Konecnukona H.C.
KomyHnansHe HEeKOMepITiiHE MAMPUEMCTBO XapKiBChKOI 00acHOi paau "O0macHUN KITIHIYHHAMA
creniajgi3oBaHui AUCHaHCcep palialliiHOro 3aXUCTy HaceJIeHHs ', MOJiKIIiHIKa, M. XapKiB

S. k.M.H. Konecnikoa O.M.
HepxxaBHa ycranoBa "HamionanbHuii iHcTuTyT Tepamii imeni JI.T. Manoi HamionamsHoi
akajgemii MeIUYHUX HayK YKpaiHu" , BIIAUT 1MIEeMIYHOT XBOpoOW cepls, METa0OoJiYHMX 1
Kap/1i0MyJIbMOHAJIbHUX MOpPYIIEHb Ha 06a31 BUIUIEHHS iIeMiuHOi XBOpOOH ceplis, M. XapKiB
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6. K.M.H., fou. Kpuunnceka [.B.

MenuyHuii [IEHTp TOBApuUCTBAa 3 OOMEXKEHOKI BIAMOBIAAIBHICTIO "MeEIUYHUN LEHTP
"Menikan", Menuunuii ientp Nel, BinaineHss teparii Ta eHgokpuHoorii, M. Oneca

7. I.M.H., mpo¢. CraniciaBuyk M.A.

KomyHnanene HexomepuiiiHe mianpueMcTBo "BinHuipka oOnacHa KIIiHIYHA JIKapHS iM.
M.I. TluporoBa Bluaunpkoi o6macHoi Pamu", OOnacHuil NiKyBaJIbHO-11arHOCTUYHHMA
nyiapbMoHOJOTiuHME  LlenTp, BiHHMUBKHMN HAIIOHAIGHUN MEIUYHUN  YHIBEPCHUTET IM.
M.I Iuporosa, kadenpa BHyTpintHb0i Mequiau Nel, M. Binnuns

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2616 Bix 24.11.2021

Ha3ssa xiiniuynoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«Pangomi3zoBaHe, moJBiiiHE ciine, IIane00-KOHTPOIbOBAHE JOCTIIKCHHS 3 OIIHKA JOBIOCTPOKOBOTO
BIUIMBY AyNUIymMaly Ha MONEPEKCHHs 3HIKEHHS (DYHKII JIETEHb y TMAali€HTIB 3 HEKOHTPOJIHOBAHOIO
OpOHX1aJTbHOIO ACTMOIO MOMIPHOTO Ta BaXKKOTO CTyIeHs TsxkKocTi», LPS16676, Bepcis 1 Bix 20 cepmHs
2021p.

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YkpaiHa»

Crnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic perepin e aeBenonman, Opaniris)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Onosnennii [Iporokon kiiniunoro BumpoOyBanHs RI-01-006, Bepcis 5.0 Bim 27 xoBtHs 2021 poky;
Omnosnena bpomypa mocninnuka s npenapary Putrykcumad (DRL RI), Bepcis 9.0 Bim 21 BepecHs
2021 poky; [TomoBxeHHS TPUBAJIOCTI KJIIHIYHOTO BUMPoOyBaHHs B YKpaiHi 10 31 6epesns 2023 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1753 Bix 06.08.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBane noxsiiiHe ciine gocnimpkeHHsa ¢aszu I, mo mpoBoaMThCS y MapanenbHUX Ipynax 3
METOI0 TOpPIBHAHHA €(QEKTUBHOCTI, O€3MeYyHOCTI Ta IMYHOI'€HHOCTI 3alpOIOHOBAHOTO OloCHMINAPY
npenapaty Putykcuma® (DRL RI) 3 mpemapatom Mabtepa® y mnaii€HTiB 13 paHillleé HEJIiIKOBaHOIO
¢donikynspHoro giMpomoro craaii II-IV 3 HU3bKUM MyXJIMHHUM HaBAaHTAKEHHSM Ta €KCIIPECIEI0 KIIacTepy
mudepenmiroBanas (CD)20», R1-01-006, Bepcist 4.0 Bix 04 muctonama 2020 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaina

Dr. Reddy’s Laboratories S.A., Switzerland / Ip. Penni’c Jlabopatopiz C.A., lIBeiinapist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honatok 31
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OnoBnenuit mpotoko KiriHigHOTO AocmimkenHs ACE-LY-312 (D8227C00001), Bepcist 3.0 Bix 05 sx0BTHS
2021 poky, aHMIilcekor0 MOBOK: OHOBIIEHHS TIOBHOI Ha3BU KJIIHIYHOIO BHMIIPOOYBaHHS 3
«PanmomizoBaHe, MojBilHE ciine, MIane00-KOHTPOJIboBaHEe (a3u 3 JOCHIHKCHHS akamaOpyTUHIOy y
KOMOiHaIii 3 puTykcumadom, IukiIodochamMinoMm, JOKCOPYOILIMHOM, BIHKPHUCTHUHOM Ta MPEIHI3Z0HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y narieHnTiB
BiKOM <65 pOKiB 13 paHillle HETIKOBaHOIO IU(y3HOI B-BEeIMKOKIITHHHOIO J1iM(GOMOI0, 10 BUHHUKIA 3
KIIITHH HETepMiHAILHOTO LEHTPY» Ha «PaHmomizoBaHe, MmojBiliHE ciime, TIane00-KOHTPoIboBaHe (a3u
3 nmocnijkeHHs akanadpyTHHIOy y KoMOiHawii 3 puTykcuMaOoM, nukiodocdamigoM, TOKCOPYOILIMHOM,
BIHKpUCTUHOM Ta mnpeaHizoHoM (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and
Prednisone — R-CHOP) y mnamientiB BikoM <70 pokiB i3 paHille HeIiKOBaHOK audy3HO B-
BEJMKOKJIITUHHOIO JTIM(POMOIO, 110 BUHHUKJIA 3 KIITUH HETEepMIHAJIBHOrO LEHTpY»; I[Hdopmanis mpo
JOCIIJKeHHs Ta popMa iHpopMoBaHOi 3roju, ocHOBHaA Bepcis 5.0 Bix 28 xoBTHs 2021 p., MicueBa Bepcis
s Ykpainu 5.0 Bix 14 ciyns 2022 p. aHrniicbkoro MoBOO; IH(hopMalist mpo TOCHIKEHHS Ta
¢dopma iHpopmMoBaHOi 3roau, ocHoBHa Bepcist 5.0 Big 28 xoBTHs 2021 p., MicueBa Bepcis 1 Ykpainu 5.0
BiJ 14 ciuns 2022 p., nepexnaj yKpaiHCbKOrO MOBOO JUIsl Ykpainu Big 18 ciuns 2022 p.; [ndopmariis npo
JOCITIKEHHA Ta popMa iHPOPMOBaHOI 3rou, ocHOBHA Bepcis 5.0 Bix 28 sxoBTHs 2021 p., MicuieBa Bepcis
st Ykpaiau 5.0 Bin 14 ciuns 2022 p., nepekian pociiicbkoro MOBOIO A Ykpainu Bif 18 ciuHs
2022 p.; Indopmariis npo gocaiakeHHs st fopociux 1 @opma iHHOpMOBaHOT 3o AJIsl BariTHUX KIHOK
— MapTHEPOK YYaCHMKIB AOCIHIKEeHHs, ocHOBHA Bepcist 4.0 Bix 28 xoBTHA 2021 p., ToKanbHa Bepcisd IS
VYkpainu 3.0 Bin 10 muctomana 2021 p. anrmiiicekoro MOBOIO; [H(popmarist po
JOCIIJKEeHHs Ui Jopociux 1 @opma iHpOpMOBaHOT 3T JIs BariTHUX KIHOK — MapTHEPOK yYaCHHUKIB
nociiKeHHs, ocHoBHA Bepcis 4.0 Bix 28 sxoBtHS 2021 p., nokanbHa Bepcis maia Ykpaiau 3.0 Big 10
mucronana 2021 p., nepekiaa ykpaiHCbKOIO MOBOIO st YKpainu Bix 15 mucromana 2021 p.; Indopmaris
PO TOCIKEHHS I Aopociux i Popma
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1H(pOPMOBaHOT 3r0/I JUIS BariTHUX XKIHOK — MapTHEPOK YYaCHHUKIB JOCIHIPKEHHS, OCHOBHA Bepcis 4.0 Bix

28 xoBTHs 2021 p., mokanpHa Bepcis s Ykpainu 3.0 Big 10 muctomama 2021 p., mepexiaa pociichbKoo
MOBOIO s Ykpainu Big 15 mucromama 2021 p.; Kaprka-mam’stka mis mamieHTa, Bepcis 3.0 Bix
05 mucromana 2021 p. anrmiiicekoro MoBoro; KapTka-mam’satka ais namienrta, Bepcis 3.0 Big 05 nmucromnana
2021 p., mepekna yKpaiHCbKO MOBOIO Juist Ykpainu Bin 19 mucromana 2021 p.; Kaprka-mam’sitka s
namienta, Bepcis 3.0 Big 05 mucromaga 2021 p., mepekiam pOCIHCBKOIO MOBOIO Il YKpaiHU Bif
19 mucronanma 2021 p.; lllogennuk npuiiomMy npenHi3oHy (a00 eKBiBaJICHTHOTO mpemnapary), Bepcis 3.0 Bix
09 nmucromanma 2021 poky, mepekiaa yKpaiHCbKOI MOBOIO sl Ykpainu Bif 29 mmcromama 2021 p.;
Hlonennuk mpuitomy npenHizoHy (a00 eKBiBaJeHTHOTO mpemnapary), Bepcis 3.0 Big 09 mucronmama 2021
POKYy, Mepekiaa pociiicbkoro MOBOw i Ykpainu Big 29 mucronaaa 2021 p.; Hlonennuk BBeneHHs I -
KC®, ocrarouna Bepcist 1.0 Bix 22 rpyanst 2021 p., mepexnan yKpaiHCbKOIO MOBOIO it YKpaiHu Big 27
rpyans 2021 p.; lonennuk BBeaenns ['-KC®, ocrarouna Bepcis 1.0 Big 22 rpyaus 2021 p., nepexnan
pociiicbkoro MoBOtO [t YKpaiau Big 27 rpynaas 2021 p.; OCHOBHHUI JTUCT JI0 JIiKaps 3arajibHOI MPaKTUKH,
aHTTINACHKOI0O MOBOIO JuIsi ycix KpaiH, penakuis 3.0 Bim 05 muctomaga 2021 poky, mnepekianeHo
YKpaiHCHKOIO MOBOIO [t YKpainu Big 26 nmucronana 2021 p.

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2674 Bix 18.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, TMOABIWHE cline, IJIane00-KOHTpoIboBaHe (a3u 3 JOCHIKEHHS akalnaOpyTHHIOY Yy
KOMOIHaIii 3 puUTyKcMMaboM, HukiIohochamigoM, TOKCOPYOILMHOM, BIHKPUCTMHOM Ta NPEAHI30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y mnarieHTiB
BIKOM <65 pOKIB i3 paHille HEeIKOBaHOIO IU(Y3HOW B-BEIMKOKIITHHHOIO JIIM(OMOIO, 110 BUHHUKIA 3
KJIITUH HerepMmiHaibHOro eHTpy», ACE-LY-312 (D8227C00001), Bepcis 2.0 Big 01 nunus 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekKeHOI0 BifnoBinanbHicTIO «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»

Cnoncop, kpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 32
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon kiainiunoro gociimkerHs TUC3PII-01, Bepcis 2.0 3 rimo6ansHOIO onpaBkoro 1 Bif
04 mucronana 2021 poky; Indopmarniitamii muctok i popma 3roam, Bepcis V2.0UKR(uk)1.0 Big 14 rpynus
2021 poky, nepekiaj ykpaiHcbkoro MOBOO Bif 17 rpyaus 2021 poky; [ndopmaniitnuii nuctok i ¢popma
sroau, Bepcist V2.0UKR(ru)1.0 Bix 14 rpymas 2021 poky, nmepekiaa pociiChKO MOBOIO Bix 17 rpyaHs
2021 poky; [Tocibnuk i3 kJiHIYHOTO BUNIPOOYBaHHs A mamienta, Bepcis [V02 UKR(uk)] Big 27 rpynus
2021 poky, ykpaiHChKOr0 MOBOIO; [TociOHMK 10 BUTIpOOYBaHHIO JJis mamieHTa, Bepeis [V02 UKR(ru)] Bix
27 rpynus 2021 poky, pociiicbkoro MOBOIO; bporrypa /uis Jgikaps 11010 HarpaBJieHHs Malli€HTOK, Bepcist
[VO2 UKR(uk)] Bim 22 rpymus 2021 poxy, yKpaiHCbKOIO MOBOW; bpomrypa mis JikapiB, sKi
HanpasisitoTh, Bepcis [V02 UKR(ru)] Big 22 rpyans 2021 poky, pociiicbkoio MoBo0; JIucT 10 mikaps
o0 HampasieHHs mnamieHTok, Bepcis [V02 UKR(uk)01] Bix 23 rpyans 2021 poky, ykpaiHCBKOIO
MoBoto; Jlucr no mikapsa, skuil Hampasnse, Bepcis [V02 UKR(ru)01] Big 23 rpyaus 2021 poky,
pociiicekoro MoBOIO; Jlocke mociimpkyBaHoro Jikapcbkoro 3acody TU2670, Bepcist 4.0 Big 25 nucronana
2021 poky, aHTJIHCBEKOI MOBOIO.

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2674 Bix 18.11.2020

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararorieHTpoBe, paHJ0Mi30BaHe, MOBiiHE ciine, mIane00-KOHTPoIboBaHe JociikeHHs ¢a3u lla, mo
MIPOBOAUTHCST B MapalielbHUX Tpynax Juis HEepeBIpKM KOHIEMIi 3 METOK OLIHKM e(EeKTHBHOCTI Ta
6e3neuynocti npenapaty TU2670 npu nepopaibHOMY MPHIOMI B MaIieHTOK 3 00JieM BiJ] HOMIPHOTO 10
TSDKKOTO CTYIEHIO0, TTOB’s13aHO0TO 13 eHnomeTrpiozom», TUC3PII-01, Bepcis 1 Big 07 tpaBHs 2020 poxy

3asBHHUK, KpaiHa

IianpuemcTso 3 100% iHozemuo0 inBecTHIier0 «AMK TOBIA PJIC Yipaina»
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CnoHcop, kpaina

TiumBio Co. Ltd, Republic of Korea

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHUX



Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Iadopmaris nus omikyHa ta ¢opma iHpopmoBaHOi 3romu, Ykpaina, Bepcis 2.1 Bix 22 rpymas 2021p.,
aHTJIIHCHKOIO, YKPATHCHKOIO Ta POCIHCHKOI0 MOBAaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2947 Bin 30.12.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, mojBiiiHE ciime, MJane60-KOHTPOJIbOBAHE JOCHIKEHHS, 10 MPOBOJUTHCS Y
napajelbHUX TpyMNax JUIsi BUBYCHHS JIYMAaTENEPOHY INPH 3aCTOCYBaHHI U MPOQIIAKTUKA PEIUIUBY Y
naiieHTiB 3 mm3ogpenieton», ITI-007-304, monpaska 1 Big 10 6epesns 2021

3asiBHUK, KpaiHa

TOB «BOPJIJIBAMJI KJITHIKAJI TPAIJIC YKP»

Crnoncop, kpaina

InTpa-Cemnbtonap Tepamis, [uk., CHIA (Intra-Cellular Therapies, Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Bpomypu nocminnuka, BumanHs 03 Bim 07 rpymas 2021 p., anrmiiicekoro MoBorw.; KopoTka
XapaKTEePUCTUKA Ha JTiKapchkui 3aci0 mopiBHsAHHs [Iposia Bix TpaBHs 2021 p., aHTIIIHCHKOIO MOBOIO.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, nojBiiiHe ciine, OaraToHalioHaldbHE, 0AaraTOLEHTPOBE MOCTIKEHHS Ui MOPIBHSIHHSA
epexkTuBHOCTI, Oe3neku Ta imyHoreHHocTi TVB-009P ta nenocyma®y (IIPOJIIA®) y mnaiieHTiB 3
MOCTMEHOMNay3aJbHUM ocTeonopozom», TVB009-IMB-30085, nonpaska mpotokony 02 Big 29 udepBHS
2021 p.

3asiBHUK, KpaiHa

TOB «CanaKmicy», Ykpaina

Crnoncop, kpaina

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 35
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,

3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 37I0pOB’sl YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»

17.02.2022 Ne 333
InenTudikamis cyrreBoi BxutoueHHs JOAaTKOBOTO MICIISl POBECHHS KJITHIYHOTO BUITPOOYBaHHS:
MTOIIPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA

n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. nikap 3penux JI.B.
Menuunuii  1eHTp «YHiBepcanbHa KiiHika «OO0epir» ToBapucTBa 3
BiIMOBIAANBbHICTIO «KamuTamy, KIIIHIKO-KOHCYIbTaTHBHE BLIIICHHS, M. KuiB

00OMEKEHOI

Howmep ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1143 Big 15.05.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararoreHTpoBe, paHI0Mi30BaHe, MO/BIMHE CITille, KOHTPOJIHLOBAHE 3a JIOTIOMOTOI0 aKTUBHOTO TIperapaTy
kniniyHe pocmimkenns I dasu mns ominku Oesneku Ta edexTuBHOCTI NenBatuHIOy (E7080/MK-7902) 3
nemopoizymabom (MK-3475) y moemHanHi 3 TpaHcapTepianbHoro ximioembomizamiero (TACE)
nopiBHAHO 3 mpoBedeHHAM Tinbkd TACE y ydacHUKIB 3 HEBWJIIKOBHOIO / HEMETacTaTUYHOIO
remaronemoisipHoro kapuuaoMoro (LEAP-012)», MK-7902-012, 3 inkopniopoBaHoto momnpaBkoro 03 Bij
28 tpasHs 2021 poky

3asBHHUK, KpaiHa

ToBapuctBo 3 oomexeHoto BignosigansHicTIO «MCJ Ykpaina»

Cnoncop, kpaiHa

«Mepk lapn Enn Joym Kopn.», nouipae nianpuemcto «Mepk Enpg Ko., [Hk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Bpomypa mocnigauka smikapeskoro 3aco0y SAR441344, sepcist Ne 3 Big 16 rpynus 2021p., aHTIIIHCHKOO
MOBOIO.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MOABiMHE cIline, IUIale00-KOHTPOIbOBAHE HOCHiKeHHs (a3 2 AN OI[iHKHU
edexTuBHOCTI Ta O6e3neku SAR441344, moHOKIOHAaTREHOTO aHTUTLNIA 10 aHTaroHicta CD40L, y narieHTiB
3 PEeUUIMBYIOUUM pO3CisHUM ckiepozom», ACT16877, 3 monpaskoro 01, Bepcist 1 Big 20 TpaBus 2021
POKYy

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YkpaiHa»

Crnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic perepin e aeBenonman, Opaniris)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Honatox 37
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Iadopmarris Ta qokyMeHT mpo iHGOpMOBaHy 3roay i namieHTa, Ykpaina, MK-7684A-004, sepcis 1.00
Bix 12 ciuna 2022 p., yKpaiHChbKOIO MOBOIO; [H(opmallis Ta HOKyMEHT mpo iH(OPMOBaHY 3rofy Ijs
narienTa, Ykpaina, MK-7684A-004, Bepcis 1.00 Big 12 cians 2022 p., pociiiCbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1722 Bix 11.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Binkpure pocmimkeHHs ¢ga3u 2 g ouiHku Oesneku Ta epektuBHOcTI MK-7684A (kombinamiss MK-
7684 [BiOocTonimab] 3 MK-3475 [memOposnizymad]) y y4aCHUKIB 3 PELUAUBYIOUUMH a00 pedpakTepHUMU
TeMaTOJIOTIYHUMHU 3JI0SKICHUMH HOBOYTBOpeHHSMU», MK-7684A-004, 3 iHKOPIIOPOBAHOI MOMPABKOIO
02 Bix 20 Bepecus 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Hlapn ena Joym Kopm.», nouipue nianpuemctso «Mepk enn Ko., [ax.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTi
CYIyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

BrITrO4eHHS T0TATKOBOTO MICIISI IIPOBEACHHS KIIIHIYHOTO BUIPOOYBaHHS; 3pa30K TEKCTY BIICOPOITHKA IS
mariesra I010 PO3YMiHHS KJIIHIYHOT'O BUIIPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Ukrainian_FI
NAL 17 Dec 2021 Version 1.0, ykpaiHCbKOIO MOBOIO; 3pa30K TEKCTY BiJIEOpOJIMKA AJIS Halli€eHTa 111010
PO3yMiHHS KIIIHIYHOTO BUIIPOOYBaHHSI,
KAR _012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Russian_FIN
AL 17 Dec 2021 Version 1.0, pociiicbko0 MOBOI; 3pa3oK TEKCTYy KOPOTKOTO BiJ€OPOIHMKA s
narfieHra 100 PO3YMIHHS KJIIHIYHOTO BUIIPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Ukrainian_FI
NAL 17 Dec 2021 Version 1.0, ykpaiHChKOIO MOBOIO; 3pa3oK TEKCTY KOPOTKOI'O BIJEOPOJIMKa JUIs
namieHTa 1010 PO3yMIHHS KJIIHIYHOTO BUNIPOOYBaHHS,
KAR _012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Russian_FIN
AL 17 Dec 2021 Version 1.0, pociiicbkol0 MOBOI0; 3pa30K TEKCTy KIHIEBOTO B1JI€OpOJIMKA MJIs
narfieHra 100 PO3YMIHHS KJIIHIYHOTO BUIIPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Ukrainian_FI
NAL 17 Dec 2021 Version 1.0, ykpaiHChKOIO MOBOIO; 3pa3oK TEKCTY KIHIEBOTO BiJIEOpOJIMKA MJIs
narfieHra 1070 PO3YMIHHS KJIIHIYHOTO BUIIPOOYBaHHA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Russian_FIN
AL 17 Dec 2021 Version 1.0, pociiicbkolo MOBOI0; Bineoponuk s maiieHTa MO0 PO3YMIHHA
KJIIHIYHOTO BUIIPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Ukrainian_FI
NAL 17 Dec 2021 Version 1.0, ykpaiHChKOIO MOBOIO; Bimeopommk s maii€eHTa M0J0 PO3yMIiHHS
KJIIHIYHOTO BUIIPOOYBaHHS,
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KAR _012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Russian_FIN
AL 17 Dec 2021 Version 1.0, pociiicbkkoro MoOBOK0; KopoTkuii Bi€OpOJIMK Ui Tali€HTa II0JI0
pPO3yMiHHS KJIIHIYHOTO BHUIPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Ukrainian_FI
NAL 17 Dec 2021 Version 1.0, ykpaiHChbKO0 MOBOI0; KOpOTKMiA BiI€OpPOJWK I TAaIli€eHTa MO0
PO3yMiHHS KIIIHIYHOTO BUIIPOOYBaHHSI,
KAR _012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Russian_FIN
AL 17 Dec 2021 Version 1.0, pociiicbkkoro MoBow; KiHleBuii Bi€OpONUK [Js TMAaIlieHTa 00
PO3yMiHHSA KIIIHIYHOTO BUIIPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Ukrainian_FI
NAL 17 Dec 2021 Version 1.0, ykpaincekoro MoBoro; KiHIeBHIl BieoponMK Asl Talli€eHTa MI0J0
PO3yMiHHS KIIIHIYHOTO BUIIPOOYBaHHSI,
KAR _012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/Russian_FIN
AL _17 Dec 2021 Version 1.0, pociiicbkOr0 MOBOIO;

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
/o Hazpa Micuisg mpoBeIeHHS KJIIHIYHOTO BUITPOOYBAHHS
1. reH. qupexktop Muxaitmokosuu O.K.

KomynansHe HekoMmepIiiiiHe miampueMcTBo «Opecbka oOiiacHa mcuxiaTpuyuHa JikapHs No2y
Onecwkoi o6sacHoi paau, ncuxiatpuune BiaaieHHs Nel6, Onecbka o0nacTh, JIMMaHChKUN P-

H, c. OnekcanpiBka
Howmep 1a nara nHakasy Ne 254 Bin 08.02.2022
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
Ha3ssa xminiuHoro «Pangomi3zoBane, TOjABIMHE cIiine, MIane00-KOHTPOIBLOBAHE IOCTIMKEHHS 3 (a3u 3 METOI OIIHKHU
BUIIPOOYBaHHS, KOJI, 6e3neyHocTi Ta edexruBHOCTI npenapary KarXT sik aa'ToHKTHBHOI Tepamii y MaIli€eHTiB 13 HEIOCTaTHbO
Bepcis Ta qaTa KOHTPOJIbOBAHUMHU cuMnTOMaMu mu3odpenii»n, KAR-012, Bepcist 2.0 Bix 15 sxoBTHS 2021 poky
3asiBHUK, KpaiHa ToBapuctBo 3 OOmexeHoro BinnmopinanbhicTio «KoHTpakTtHO-/lochinnumnpka Opranizaiis [HHOapm-

Ykpaina»
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CnoHcop, kpaina

«Kapyna Tepansrorikc, [ak.» (Karuna Therapeutics, Inc.), CILIA

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHUX



Jonatox 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapCHKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

Poznin "Sxicts / Quality" Jlocke mocmimxkyBanoro jgikapebkoro 3aco0y Ozanimod (RPC1063), penaxiis
9.0 Bim xoBTHs 2021 p.; HomaHHs HOBOTO (IOAATKOBOTO) BHUPOOHWKA JOCIIIKYBAHOTO JIIKAPCHKOTO
3aco0y: o3zanimop 0,23 mr (ekBiBaieHT o3aHimMony riapoxiopuay/RPC1063 0,25 mr), karncynu; 03aHIMOJT
0,92 mr (ekBiBasieHT o3aHiMoy Tigpoxiopuay/RPC1063 1,0 mr), kancynu - "Celgene International Sarl",
[IBelinapis; 3pa3ku ETUKETOK: IUISAIIeYKa JUIs OpUioMy Mpenapary y BIIKPUTOMY pEXHMI B
HapoOCTalOYMX J03aX, sSKka MIcTUTh 12 xamcyn o3aHimony 0,23 wMr (eKBIBAIGHT 03aHIMOIY
rigpoxaopuay/RPC1063 0,25 wmr), penakiis Big 04.08.2021 p.; musmedka Anas OpuiioMy mpemnapary y
BIIKPUTOMY peXHMi, sKa MictuTh 35 Kamcyn oszadHimony 0,92 wmr  (ekBiBaIGHT 03aHIMOIY
rigpoxaopuay/RPC1063 1,0 mr), pemakis Big 03.08.2021 p.

Howmep Ta nara Hakazy
MO3 o110 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

No 1275 Bixg 06.07.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«lonatkoBe OararomentpoBe Bigkpute nociuimkeHHs Il ¢a3u 3 MeTow OLIHKM O03aHIMOAY JUIs
MepOPaILHOTO MPUIOMY TPH JIIKYBaHHI MAIIEHTIB 13 CEPEIHBOTIKKUM a00 TSHKKUM IepediroM XBOpoOu
Kpona B aktuBHii ¢popmi», RPC01-3204, penakuis 6.0 Bix 14 uepBus 2021 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cenmxen Inrepremran II Capmy» (Celgene International II Sarl), IlIBefiniapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honarox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKUX 3ac00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

3MiHa BiAMOBIAATLHOTO JOCTIAHUKA Y MICIIl MIPOBEIEHHS KIIHIYHOTO BUIPOOYBaHHs; 3MiHA HA3BH MICIS
MPOBEICHHS KIIHIYHOTO BUPOOYBaHHSI:
byno

Craio

K.M.H. ['onko O.D.

JlikyBanbpHO-/IiarHOCTHYHM 1IeHTp ToBapucTBa 3
OOMEKEHOIO  BIOMOBINANBHICTIO «MeIu4Hun
JTIKyBaJbHO-A1arHOCTUYHUI  1eHTp "Memiony,
noJiKiIHIYHe BigaiieHas, M. [Toarasa

nikap Kpusopyuxo L. T'.
JlikyBasbHO-/11arHOCTUYHUI 1IeHTp ToBapucTBa 3
00MEKEHOIO BIAMOBIHAIBHICTIO «MeauuHuit
JIKYyBaJIbHO-/11arHOCTUYHUI LIEHTp «Memion»,
MOJIIKIIIHIYHE BiaaiieHHs, M. [Tonrasa

K.M.H. Tpuimyx H.M.

K.M.H. Tpumyk H.M.

HaBuanbHO-HAaykOBHIT ~ MenuuHUM  KoMIUleke | HaBuanbHO-HayKOBUI MeIUIHUU LEHTP
«YHIBepcUTETCbKa  KIIIHIKa»  XapKIiBCbKOIO | «YHIBEPCUTETChbKa  KIiHIKa»  XapKiBCHKOTO
HAI[IOHAJILHOTO ~ MEAMYHOIO  YHIBEPCUTETY, | HalllOHAJIbHOTO MEAMYHOTO  YHIBEPCHUTETY,
KOHCYJIbTaTUBHO-/11arHOCTUYHA KOHCYJIbTATUBHO-/11alrHOCTUYHA

MOJIIKJIIHIKA, M. XapKiB MOJIIKJIIHIKA, M. XapKiB

Howmep Ta nara Hakazy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«52-THXKHEBE, paHOMI30BaHe, MOJBIHHE cilile, 3 MOJBIHHMM MAacKyBaHHSAM, 3 KOHTpOJIEM Iulanebo Ta
akTUBHUM KoOHTposieM pociimxkeHHs (Podmyminact, Hamipecn® 500 MKr), mo MOpoBOAUTHCS B
napajeIbHHX Ipynax 3 METOI0 OLIHKM e(eKTHBHOCTI Ta Ge3nmedHocti ABoX 103 mpernapary CHF6001 y
(hopMi CyXxoro MOpOILIKY JUIsl IHTaJIALIN, 0 AOJAIOTHCS 10 MIATPUMYIOUOi MOTPIHHOI Tepamii y Mali€eHTiB
13 XpOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHsAM JereHb (XO3JI) ta xponiunum Oponxitrom», CLI-
06001AA1-05, Bepcis 2.0 Big 03 tpaBHs 2021 poky
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3asBHUK, KpaiHa ToBapucTBO 3 06MexkeHOI0 BifnosiganbHicTIO «JIABKOPIT KJIIHIKAJI JIEBEJIOTIMEHT YKPATHA»
Cnoncop, kpaina «K’e31 @apmanestiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itamis

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonatok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEPIKCHHS CYTTEBHX IMOIPABOK Ta

BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu

Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Ne 333

Inentudikarnis cyrreBoi
MOTIPaBKH

3amy4yeHHs JOAATKOBOTO MICIS MPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS

Ne I1.1.B. BiAIOBIZAJILHOTO JHOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. I.M.H., mpod. I'epuy I1.P.

M. [BaHO-DpaHKIBCHK

KomynaneHe HekoMepiiitHe mianmpuemcTBo "OOnacHa KimiHIYHA JikapHs [BaHO-DpaHKIBCHKOT
obnacHoi paau", ajneproyioriyde BiaaiiaeHHs , [BaHo-DPpaHKIBCHbKUN HAIIOHATLHUNA MEIUYHUN
yHiBepCcHUTET, Kadenpa BHyTpimHbOI Memumuau Nel, KiIiHIYHOI iMyHOJIOTII Ta aneprojorii,

MICIIsl TPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS

3MmiHa BIAMOBIJAIBHOTO JOCTIIHUKA y MICI MPOBEJAEHHS KIIHIYHOTO BUIPOOYBaHHS; 3MiHA Ha3BU

byno

Cramno

K.M.H. ['onko O.D.

JlikyBasIbHO-A1arHOCTUYHUHN LIEHTP TOBApPUCTBA 3
00OMEXeHOI  BigmoBimanbpHICTIO «Mennuuuii
JKYBaJIbHO-A1arHOCTUYHUN LEeHTp «Memiony,
MOJIKJIIHIYHE BiAaiIeHHsd, M. IToaTaBa

nikap Kpusopyuxo LI
JlikyBasbHO-I1arHOCTUYHUHN LIEHTP TOBApUCTBA 3
OOMEXEHOI0  BigmoBimanbHICTIO  «Mennuunii
JTKYBaJIbHO-TIarHOCTUYHUN  1IeHTp «Memiony,
MOTIKITIHIYHE BiaaiieHHs, M. [Tonrasa

K.M.H. Tpumyk H.M.

HaBuanbHO-HAyKOBHII ~ MEIMYHUH  KOMILIEKC
«YHiBepcuTeTchbka  KiiHIKa»  XapKiBChKOTO
HAI[lOHAJILHOI'O MEIUIHOTO VHIBEPCHUTETY,
KOHCYJIbTATHBHO-/11arHOCTUYHA MOJTIKITIHIKA,
M. XapkiB

K.M.H. Tpumyk H.M.

HaBuanbHO-HayKOBUI MeIUIHUN LIEHTP
"VHiBepcurerchbka  KiiHiKa"  XapKiBChKOTO
HaI[IOHAJILHOTO MEIUYHOTO VHIBEPCHUTETY,
KOHCYJIbTaTUBHO-/T1arHOCTUYHA MOJTIKJTIHIKA,

M. XapkiB
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta gaTta

«52-THKHEBE, paHIOMI30BaHe, MOMABIMHE ciine, mianed0 KOHTPOJIbOBAHE JOCITIDKECHHS Y MapaieIbHUX
rpymnax 3 METOI0 OIliHKK e(eKTHBHOCTI Ta Oe3nedHocTti aBox ao3 npenapaty CHF6001 y dopmi cyxoro
MOPOIIKY JJIsl 1HTaJAIiH, U0 AOJAIOTHCS 10 MIATPUMYIOUYOi MOTPiHHOI Tepamii y MaIieHTiB 13 XPOHIYHUM
0OCTpYKTHBHUM 3axBopioBaHHM Jjieredb (XO3JI) Ta xponiuaum 6ponxitom», CLI-06001AA1-04, Bepcis

2.0 Big 03 tpaBus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekKeHOI0 BinnoBinanbHicTIO «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPATHA»

CnoHcop, kpaina

«K’e31 ®apmanestiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itamis

CynyTtHi
MaTepiaiu/mpenapari
CYNYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
(apmaneBTHYHOrO 3a0e3neYeHHs

IBan 3AZIBOPHHUX



Jonatok 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

Bpomrypa nocmignuka Empagliflozin (BI 10773), Bepcis 24 Bixg 22 mucromaaa 2021 p., aHTIiHCHKOIO
MoBOI0; JlomaTok uis mamieHTa: 3pa3o0K 3HIMKa ekpaHa pkepena myMedidata, Bepcis 2.0 ykpaiHCBKOIO
MOBOIO Juis YKpainu; JlogaTok Ais maiieHTa: 3pa3oK 3HIMKa ekpaHa mkepena myMedidata, Bepcis 2.0
pociiicekoro MOBO miisi Ykpainu; 1245-0202 IloBropHa 3roma TenedOoHOM/BiI€OI3BIHKOM (IHCTPYKITis
JUis JochiaHuKiB), Bepcis 2 Binm 06 rpyans 2021 poxy aHIIiHCBKOIO MOBOI; 3MiHA Ha3BU MICIS
MPOBEICHHS KIIHIYHOTO BUIPOOYBaHHSI:

byno Crano

I.M.H., ipod. Spema H.I. I.M.H., ipod. Spema H.I.

KomyHnaneHe — HekoMepuiiiHe — mianpueMcTBo | KomyHanbHe — HekoMepuiiiHe — HiANPHEMCTBO
«TepHomninbcpka  yHIBepcuTeTcbka  JikapHs» | « TepHomiiibcbka oOJNacHa KIIHIYHA JIIKapHS»
TepHominbcbkoi 007acHOI paau, KapaiosoridHe | TepHOMIbCbKOi 00JacHOI paau, KapaioJoTidHe
Bi/UIUICHHS, TepHOMIIBCHbKUM  HAlIOHAJBHWN | BiIUICHHsS, TEepHOMIIBChKUN  HalllOHATbHUI
MeITUIHUHI YHIBEpCHUTET iMeHI | MeANYHHIA YHIBEpCHUTET iMeHI
I.41. TopbaueBcbkoro MinicTtepctBa oxoponu | 5. T'opb6aueBcbkoro MiHicTepcTBa OXOPOHU
300poB's  YKpaiHu, Kadeapa BHYTPIIIHBOI | 310poB's  YKpaiHuM, Kadenpa BHYTPIIIHBOL
meaunau Nel, m. TepHoniiab Meauiau Nel, M. TepHoninb

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 833 Bin 28.04.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«OntuMi3oBaHe, 0araTtolieHTPOBE, paHIOMi30BaHe, TMOBIHHE ciime, IUIANEeb0-KOHTPOIbOBaHE
JOCTIPKEHHS y NapajieIbHUX TPyIax 13 BUBYEHHsI BIUIMBY €MITariipyio3uHy Ha 4acTOTy rocriTamizamii 3
MIPUBOAY CEPIEBOi HEJAOCTATHOCTI Ta BIUIMBY Ha PIBEHb CMEPTHOCTI y MALIEHTIB 13 TOCTPUM 1H(PAPKTOM
Miokapaa», 1245-0202, Bepcis 1.0 Bix 03 nunas 2020 poky
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3asBHUK, KpaiHa ToBapucTBO 3 06MekKeHOI0 BinnosinanbHicTIO «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPATHA»
Crnoncop, kpaina Boehringer Ingelheim International GmbH, Himeuyunna

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Jonartok 43
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

Pozain "Sxicts / Quality" Jlocke mocnimxyBaHoro sikapcbkoro 3aco0y Ozanimod (RPC1063), penakiis
9.0 Bim xoBTHs 2021 p.; JomaHHs HOBOTO (IOAATKOBOTO) BHUPOOHWKA JOCIHIIHKYBAaHOTO JIIKAPCHKOTO
3aco0y: o3animon 0,23 mr (ekBiBasieHT o3aHimMony rinpoxnopuny/RPC1063 0,25 mr), kancynu; 03aHiMO.
0,92 mr (exBiBajieHT o3aHiMoy Tigpoxiopuay/RPC1063 1,0 mr), kancynu - "Celgene International Sarl",
[IBeitnapis; 3pa3ku €TUKETOK: IUIAIICYKA JJIs MPUAOMY Tpenapaty y CIIIOMY PEeXUMI B HAPOCTAOUYHMX
703ax, sKa MICTHTh 12 kamcyn o3animony 0,23 mr (ekBiBajieHT o3aHiMoay riapoxiopuay/RPC1063 0,25
Mr) um 1ianedo, peaaxiis Bix 04.08.2021 p.; muidiedka aas NpuiioMy mpenapary y clilnomMy pekuMi, sKa
Mmictuth 35 kancyn o3za”imomy 0,92 mr (ekBiBasieHT o3aHimMony Tigpoxiopuny/RPC1063 1,0 mr) um
miane6o, peaakiis Big 03.08.2021 p.

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

No 1275 Bixg 06.07.2018
Ne 1275 Big 06.07.2018
No 1275 Bixg 06.07.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe paH/I0Mi30BaHe, MOJBIHHO ciine, Mmianedo-KoHTpoiaboBaHe pocimikeHHs I ¢asu 3
METOI0 OIIIHKM 03aHIMOJy /Jsi MEepOopaibHOTO MpPUHOMY MpU MPOBENEHHI MIATPUMYIOYOi Tepamil
NaIieHTaM 13 CepeHbOTKKUM abo0 TsKKUM mepebirom xBopobu Kpona B aktuBHiM ¢opmi», RPCO1-
3203, penaxuis 6.0 Big 14 uepsus 2021 p.;

«bararorieHTpoBe paH/I0Mi30BaHe, MOJBIHHO cIine, mianedo-KoHTpoiaboBaHe aocmikenHs 11 ¢aszum 3
METOI0 OI[IHKM 03aHIMOJy AJI IpUIOMY NEpOpaIbHO MPH MPOBEIEHH] IHAYKIIHHOI Tepaii maieHTam 13
CepeIHBOTSKKUM a00 TSHKKUM repebirom xsopobu Kpona B aktuHiN (opmi (nocmimxeHnst Nel 3 omiHku
iHayKuiHoi Tepanii)», RPC01-3201, penakuis 6.0 Big 14 uepsus 2021 p.;

«bararorieHTpoBe paH/I0OMi30BaHe, MOJBIMHO ciine, mianedo-KoHTpoiaboBaHe aocmimkenHs 11 ¢aszum 3
METOI0 OI[IHKM 03aHIMOJy Ui MpHUIOMY MepopajibHO MPH MPOBEIEHHI 1HAYKIIHHOT Teparii nauieHTam i3
CepeIHBbOTSKKUM a00 TSHKKUM nepebirom xsopoobu Kpona B aktuBHii (opmi (nocmimxeHHst Ne2 3 oLiHKU
1HAyKuiiHoi Tepanii)», RPC01-3202, penakuis 6.0 Big 14 uepsns 2021 p.
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3asBHUK, KpaiHa TOBAPUCTBO 3 OEMEXXEHOIO BIJITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»
CrnioHcop, kpaina «Cenmxen Intepremrnn II Capm» (Celgene International II Sarl), IlIseiinapis

CynytHi —

Marepiaiau/mpenaparu

CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Honatok 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Omnosrnena bponrypa gociigauka 3 npernapary ManurenTtas, Buaanas 19 Bin 2 rpyans 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Bix 02.10.2019

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

BaratouienTpoBe, OJHOTPYIOBE, BIAKPUTE, IOCIIHKEHHS 3 OIIHKMA JOBTOCTPOKOBOI O€3MEeKH Mperapary
ManuTeHTaH y Hali€eHTIB 3 JEreHEeBOO TepTeH31€10, K1 paHille JIKyBalucs penapaToM MaluTeHTaH B
kririgaux pocmimpkeHassx (UMBRELLA), AC-055-314, cxBanena Bepcis 8 Bia 05 cepras 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeskeHOI0 BifnoBifansHicTIo «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

Axrenion @apmacerotikaic JIta. [Actelion Pharmaceuticals Ltd], [lIselinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonartok 45

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

301bIIeHHS KUTBKOCTI MALi€HTIB, SKi MPUHMAaTHMYTh y4acTbh Yy KIIHIYHOMY JOCIiIKeHH] B YKpaini 3 760
1o 800 ocio.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2030 Big 07.11.2018

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, 6araToleHTPOBE, MOABIIHE Ciine, MIaned0-KOHTPOIbOBAHE JOCTIIKEHHS TPEThoi (a3u
y MapajeiapbHUX rpynax AJjis BUBYEHHS epekTuBHOCTI Ta Oe3mexku npenapaty CSL112 y mnamieHTiB 3
TOCTPUM KOpOHapHUM cuHapomMom», CSL112 3001, Bepcis 3 nompaskoro 1 Bix 10 Bepecus 2019 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0O6MesKeHOI0 BifnoBinansHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

CSL Behring LLC, United States

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 46

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

3anutanbhuk 31 crany 30py — 25 (VFQ-25), Bepcis 2000 ciuens 2000 poky, Bepcist yKpaiHCBKOK MOBOIO
Bix 15 sxoBTHs 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 132 Bix 20.01.2022

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, MOJBIiHE CIlile, paHIOMi30BaHe AOCTIIKEHHS (a3u 3 as OomiHKA epEeKTUBHOCTI Ta
6esneunocti npenapary OPT-302 npu iHTpaBiTpeaJbHOMY BBEIEHHI B KOMOiHaulii 3 paHiOizymabowm,
MOPIBHSAHO 3 MOHOTEpaIli€l0 paHibi3ymaboM, B YYaCHHKIB JIOCIIKEHHS 3 HEOBACKYJSPHOI BIKOBOIO
MakyJsipHoto nerenepanieto (HBM/I)», OPT-302-1004, sepcist 1.0 Bixg 16 rpyans 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIie0 AWK TOBIA PJIC Yipaina»

Crnoncop, kpaina

OPTHEA LIMITED, Australia

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Honatok 47
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,

3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 5 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»

17.02.2022 Ne 333
InenTudikamis cyrreBoi 3anmy4eHHs JOAATKOBOTO MICIIS IIPOBEICHHS KJITHIYHOTO BUITPOOYBAaHHS:
MTOIIPaBKH Ne I1.1.B. BiAIOBIAAILHOTO JOCIITHUKA

n/n HasBa micus npoBeieHHS KIIIHIYHOTO BUMPOOYBaHHS

1. nikap leBuyk B.M.
[TpuBaTHE MiANPUEMCTBO MpPUBAaTHA BUPOOHUYA (ipMa «ALUHYCY, TIKYBAIbHO-11aTHOCTUYHHH
ueHtp, M. KponuBHULIbKHI

Howmep ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe ajanTHBHE MOJBiiiHE ciline IIaned0-KOHTPOIbOBaHE OAaraTOIEHTPOBE JIOCIIIKEHHS
¢azu 1b g BUBYEHHsS O€3MEYHOCTI, NEPEHOCUMOCTI, (hapMaKOKIHETUKM Ta (papMaKoAMHAMIKU
OararopazoBux 103 npenapary PT101 y mamieHTiB 3 akTUBHUM BHpa3KoBUM KoisiTom», PT101-201,
nonpaska 1 Bif 11 tpaBus 2021 poky

3asBHUK, KpaiHa

TOB «biomamacy, Ykpaina

Cnoncop, kpaiHa

«[Tannion TepanbroTuke, [HK.», JOYIpHA KOMITaHis, 110 3HAXOAUThCA Yy MOBHIM BiacHocTi «Mepk enp Ko.,
Iak.», KeninBoprt, mratr Hero-Ilxepci, CILIA (Bimomoi sk «MCJ» 3a mexxamu Cnomydenux Ilraris
Awmepuku ta Kanamm) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 48
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Bpormrypa mocnigauka J0CTiKyBaHOTO JIiKapchkoro 3aco0y Brexpiprazole (OPC-34712), Bunanns 17 Bin
27 Bepecust 2021 poky anrumilickkoro MoBow; 331-14-213 Vkpaina Indopmaniiinuii auct i1 ¢dopma
iHpopMOBaHOi 3roaM y4acHUKa JociikeHHs Bepcis 7.1 Bim 24 mumcromama 2021 p. ykpaiHCBKOIO Ta
pociiicbkoro MoBamu; 331-14-213 Vkpaina Indopmanis ta dopma 3roau mnaiieHTa 3 OOMEXEHOIO
MOKJIMBICTIO TpUAMaTH He3alexHi pimenHs Bepcis 6.1 Bix 24 mucromanma 2021 p. ykpaiHCBKOIO Ta
pociiicbkoro MoBamu; CkpiHmoT SecureConsent IHdopmariiinoro nucra 1 popmu iHhopMOBaHOi 3roau
yJacHHMKa JIociipkeHHs Bepcis 7.1 Bixg 24 muctomama 2021 p. ykpaiHCBKOIO Ta POCIHCBKOI0 MOBAaMU;
Ckpinmot SecureConsent [Hdopmariii Ta dopmu 3rou maimieHTa 3 0OMEKEHOI0 MOXKIIMBICTIO TPpUHMATH
He3aNexxHl pimeHHsa Bepcis 6.1 Big 24 mmcromaza 2021 p. yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMu;
301IbILIEHHS KIJIBKOCTI MAIllEHTIB, 110 OYAYTh 3ajydaTucs y KJIiHIYHe BUIpoOyBaHHA B YKpaiHi 3 150 no
170 oci6; IlogoBxeHHs TEpMIHY TPUBAJIOCTI AOCHIKEeHHS B YKpaiHi 10 30 BepecHs 2022 poky

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1808 Bix 04.10.2018

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«®aza 3, 12-TmwkHEBe, OaraTolEHTPOBE, paHIOMI30BaHEe, TOJBIifHE cline, MIane00-KOHTPOJILOBAHE
JNOCTiKeHHsT y 2-X rpynax 3 (ikcoBaHMMH J03aMH JUIS OIIHKK e(EeKTUBHOCTI, O€3MeYHOCTi Ta
nepeHocumocti Opekcminpazony (OPC-34712) npu nikyBaHHI MAalll€HTIB 13 aXKUTALIEI0 TOB’A3aHOI0 3
JeMeHuiero AnpureiimepiBeskoro tumy», 331-14-213, Bepcia 4.0 3 nmonpaskoto 3 Bixg 14 Bepecus 2020

POKy

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»
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CnoHcop, kpaiHa Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmachroTiki
Jesenonment ena Komepcimizeiny, [ak.», CILIA)

CynytHi —

Marepiaiau/mpenapaTu

CYIYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonatok 49
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

Bpormrypa mocnigauka JOCTiKYBaHOTO JIiKapchKoro 3aco0y Brexpiprazole (OPC-34712), Bunanns 17 Bin
27 Bepecus 2021 poky anrmiiicekoro MmoBoro; 331-201-00182 Vkpaina Bepcis 6.1 Indopmarniiinuit mucr 1
dbopma iHGOpMOBaAHOI 3romu yJacHHWKa IOCHipKeHHs Big 24 ymcromama 2021 p. ykpaiHCBKOIO Ta
pociiicbkoro moBamu; 331-201-00182 Vkpaina Bepcis 4.1 Indopmaris ta dopma 3ronu maijieHra 3
00MEKEHOI0 MOXKJIMBICTIO TIPUHMATH He3ayexHi pimeHHs _ Bix 24 nucromana 2021 p. yKpaiHCHKOIO Ta
pociiicbkoro MoBamu; CkpiHmoTr SecureConsent 331-201-00182 Vkpaina Bepcis 6.1 Indopmartiiinmii
auct 1 popma iHGOpMOBaHOT 3rofM ydyacHHKa IociikeHHs Bia 24 mucromaga 2021 p. yKpaiHCBKOIO Ta
pociiicekoro moBamu; Ckpinmor SecureConsent 331-201-00182 Vkpaina Bepcist 4.1 Indopmanis ta
¢opMa 3ronu mamieHTa 3 OOMEXKEHOK MOKJIMBICTIO NPUMMAaTH He3aJekHl PIIIeHHs BiJ 24 nucronaja
2021 p. ykpaiHCBbKOI0O Ta pociiicbkor0 MoBaMHM; [I0JOBXKEHHS TPHUBAJIOCTI JOCTIIKEHHS B YKpaiHi 110
31 ciuns 2023; 3MeHUIEHHS 3aIUIAHOBOI KIJIBKOCTI MAIll€HTIB, IO OYAyTh 3ajdydaTHCS Yy KIIIHIYHE
BUIIPOOYBaHHs B YKpaiHi 3 126 10 94 ocib

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 9 811 02.01.2019

Ha3ssa xiiniuyHOrO
BUINIPOOYBaHHS, KO/,
BepcCis Ta naTa

«12-TxHeBe, 6araTolEHTPOBE, MOJTOBKEHE JOCIIIKEHHSI aKTUBHOTO JIIKYBAaHHS ISl OLIIHKU O€3MeYHOCT1
Ta MEPEHOCHUMOCTI OpeKCHiNnpa3zoily HpU JIKyBaHHI MAI[IEHTIB 13 aXKHUTALI€I0 OB S3aHOI0 3 JEMEHIIIEI0
AdnpireriMepiBcskoro Tumy», 331-201-00182, Bepcis 4.0 3 monpaskoto 3 Bix 22 Bepecust 2020 poxy

3asBHHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»




2 MPOJOBXKEHHS AoaaTka 49

Crnoncop, kpaina Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Omnyka ®apmachrOTIKI
Jesenonment ena Komepcimizeiny, [ak.», CILIA)

CynytHi —

Marepiaiau/mpenapaTu

CYIYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonarox 50
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OHoBJIeHE JOChE Ha JOCHiKyBaHWN Jikapcekuit 3acid (IMPD) AMT-101, Bepcis 4.2 Big 15 rpyans
2021 poky anrmiiicekoro MoBor; OHoBNeHa Opoirypa gocuignuka (AMT-101), Bepcis 3 Bix 23 naucronaga
2021 p., aHTIIHCHKOIO MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021
Ne 310 Bix 23.02.2021

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTonieHTpoBe paHIOMI30BaHE TUIAIe00-KOHTPOJIbOBAHE MOABINHHE CIiNe MOCTKeHHS ¢a3u 2a, 110
MIPOBOJUTHCS B MapalielbHUX Tpynax Juid BHMBUYCHHS €(EeKTHBHOCTI Ta O€3MEeYHOCTI NepopaibHOTo
3actocyBanHs mipenapatry AMT-101 y marieHTiB 13 BHPa3KOBUM KOJITOM CEPEIHBOTO a00 TSKKOTO
crynens», AMT-101-202, Bepcis 2.0 Bix 08 uepsus 2020 poky.;

«PannomizoBane, miane00-KOHTPOIbOBaHE, MOJABIHHE CiliNe, y MapajelbHUX Irpymnax, nourykose, ®asa 2,
JOCHiKeHHs1 eeKkTUBHOCTI 1 Oe3meuHocti npenapaty AMT-101 nias mepopaibHOro 3acTOCYBaHHS y
MOEHAHH] 3 aaiMyMaOoM y TAII€HTIB 3 BUPA3KOBUM KOJIITOM CEPEIHHOTO a00 TSKKOTO CTYIICHS,
AMT-101-203, Bepcis 3.0 Bix 26 sxoBTHs 2021 p.

3asBHUK, KpaiHa

TOB «biomamacy, Ykpaina

CnoHcop, kpaiHa

«Enmnaitn Monexstonap Tpancnopt Iuk.»/ Applied Molecular Transport Inc, CIITA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




Jonatok 51

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

Inentudikarnis cyrreBoi
MOTIPaBKH

Omnosnenuit npotokon WA21493/ACT4422¢g, Bepcis L Bim 18 mmcromama 2021 poky; bpomrypa
nociigarka RO4964913 (Okpenizymad/OxpeByc®), Bepcis 20 Big ymcromana 2021 poky, aHTIIHCHKOIO
MoBoto; @opma iHpopmoBaHoi 3roau mamienta, Bepcis VI5.0UKR(uk)1.0 Bix 29 rpyans 2021 poky,
nepekyaa yKpaiHcbkoro MoBorO Bif 29 rpyans 2021 poxy; ®opma iHpopMoBaHOT 3rou marienra, Bepeis
VI15.0UKR(ru)1.0 Bixg 29 rpyans 2021 poky, nepekiaa pociiicbkoro MoBoIO Bin 29 rpynus 2021 poky;
[MosicHroBabHA 3amucKa mo/10 O0e3meKu mpernapary okpenizymao, Big 06 rpynas 2021 poky, aHTIIIHCBKOIO
MoBoto; Ilepexnan ykpaiHcbkoro MoBoOwo Bin 27 rpyaHs 2021 poky MOSCHIOBAJIbHOI 3alKCKH IOJ0
Oe3meku mpenapary okpesnizymao, Big 06 rpyans 2021 poky

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararonieHTpoBe, paHIOMI30BaHE YAacTKOBO CIIINE JOCIIUKEHHs y mapajelnbHux rpynax ¢asu I,
KOHTPOJIbOBaHE 10 Tianedo Ta ABoHekcy®, 11 BUSHAYEHHS J103yBaHHS 3 METOIO OL[IHKU €(heKTUBHOCTI,
110 BUMIPIOETHCS 32 YPAXKEHHSIMH TOJIOBHOTO MO3KY 3a noromororo MPT, Ta 6e3rneuHocCTi 1BOX 103yBaHb
oKpeni3ymaly Ui Mali€eHTiB, 1o cTpaxkaaoTs Ha PPPCy», WA21493/ACT4422g, Bepcia K Big 30 aunus
2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

®. Xoddman-Jla Pomr JITa (Hoffmann-La Roche Ltd), [lIBeinapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 52

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OHOBJIEHHH TIPOTOKOJN KIIIHIYHOTO BHIIpOOyBaHHs, Bepcis 4 Big 03 mmcromama 2021 p.; Popma
iH(opmoBaHoi 3roau, Bepcis 4.0 ans YkpaiHu ykpaiHCBKOIO Ta POCiiChKOI0 MoBaMu Bif 14 rpymnas 2021
p. Ha ocHoBi moxmenbHOi (opmu iHpOpMoBaHOi 3roam miast gocmimkenHs GO41717, sepcii 4 Bin 01
nucronana 2021 p.

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, noaBiitHe crine, miuanedo-koHTponsoBaHe (aszu Il mocnimkenHs tiparonymady (aHTH-
TIGIT antutino) B komOiHalii 3 are30113yMadoM y NOpIBHSHHI 3 M1anedo B KoMOiHalii 3 are30113ymadom
y TAaIl€HTIB 13 paHille HeJIKOBaHMM MICIEBO-IIOUIMPEHUM HEpe3eKTa0eIbHUM a00 MeTacTaTUYHUM
PD-L1-cenexTuBHUM HEeAPIOHOKIITUHHUM pakoM jereHb», GO41717, Bepcis 3 Bin 02 nucronana 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 0OMexeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

Crnoncop, kpaina

®.Xoppmann-JIs Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 53
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OmnosiieHuii poTokon KiiHigHOTO BHIpoOyBanHs ME-401-004, 3 monpaBkoro 2 Bixm 07 BepecHs 2021
poky; bpomypa nocmignuka ans Zandelisib (ME-401), Buganns 8 Big 08 Bepechs 2021 poky; Hocke
JOCTIKyBaHOTO JiKapchkoro 3aco0y ME-401: Cekmis 2.1.P Medicinal Product, Bepcis Bim BepecHs
2021 poky; Cekuis 2.1.S Drug Substance, Bepcist Bix BepecHst 2021 poky; Indopmaris nns naiienra ta
¢dbopMa iHPOPMOBAHOI 3rOJM HA YYacTh Y HAYKOBOMY KIIIHIYHOMY JOCIIDKCHHI, Mojenb ais YKpaiHu,
Bepcis 2.0 Big 26 nuctomanga 2021 poky, ykpaiHCbKOIO Ta pociiicbkoro MoBamu; Popma iHPOpMOBaHOT
3roJI¥ BariTHOi mapTHEpKU, Moxaens ans Ykpainu, Bepcis 2.0 Bix 26 mucronana 2021 poky, yKpaiHCEKOIO
Ta pPOCIIICHKOI0 MOBaMH

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmomizoBaHe, BIIKpPUTE, KOHTPOIhOBaHE, OaraToleHTpoOBE JochikeHHs ¢a3u 3 mpemnapary
3annenicud (ME-401) y kom0Oinaiii 3 puTykcuMaOoM Yy MOPIBHIHHI 31 CTAHJAPTHOIO IMYHOXIMIOTEpamiero
y TMAlli€HTIB 3 PEUUIUBYIOUOI0 1HOJEHTHOK HEXOMKKIHChKOW INiMpomor (iIHXJI) — mocmimkeHHs
COASTAL», ME-401-004, mompaska 1 Bix 11 qucromana 2020 poxy

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«MEI ®apwma, [ax.»/MEI Pharma, Inc., CHIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Honatok 54

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKapChKUX 3aC00iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHSI 3MiHHU JI0 fojaTka Ne 5 10 Haka3y
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OHoBJIeHUI TTPOTOKOJI KIIiHIYHOTO BUnpoOyBanHss MK-3475-756 3 iHKoprmopoBaHoto mompaBkoro 05 Bix
23 rpynns 2021 poky, aHTTiHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 540 Bix 07.03.2019

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBane, nozasiiiHe ciine gociimkeHHs Il ¢a3u qig nopiBHsIHHS nemOponizymaly 3 1manebo y
KOMOIHAIIT 3 HE0a/I'FOBAaHTHOIO XIMIOTEpaIi€lo Ta aJtI0OBAaHTHOK €HJOKPUHHOIO TEpaImi€ro Ipy JiKyBaHHI
paKy MOJIOUHOI 3aJI03M 3 HasBHICTIO PELENTOpiB O €CTPOreHIB 1 BIACYTHICTIO JIOACHKHX PELENTOpIB
enigepmanbHoro Qaxrtopa pocty 2 (ER+ / HER2-) Ha panHiil cTtanii mpu BHCOKOMY CTYHEH1 PHU3UKY
(KEYNOTE-756)», MK-3475-756, 3 inkopropoBaHo nonpaBkor 04 Big 22 kBitHst 2021 poky

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BianosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




JonaTok 55
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
3aTBEpXKEHHSA CYTTEBUX MOIMPABOK Ta
BHECEHHS 3MiHH JI0 fojaTka Ne 5 10 Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’s1 YKpaiHu
Bix 24 nmucronana 2021 poky Ne 2616»
17.02.2022 Neo 333

InenTudikamis cyrreBoi
MONIPaBKU

OnHoBeHHI TTPOTOKOJ KIiHIYHOTO BUnpoOyBanHs MK-7339-006 3 iHkopmopoBaHoto mompaBkoro 05 Bix
23 rpynns 2021 poky, aHTTiHCHKOI0 MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1593 Bix 09.07.2019

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Hdocmmxenns Il da3u mis nemOponizymady y xkoMOiHamii 3 memerpekceoM / MpenapaToM IUIaTMHU
(xkapOomutatTuH a00 UMCIUIATMH) 3 TOJANbIIMM BBEJACHHSAM neMOponizymaly y KomOiHamii 3
HIATPUMYIOUYMM JIIKYBaHHSM oJlanapuOoM abo meMeTpeKceloM B SKOCTI Teparii mepiuoi JiHii y nalieHTiB
13 METacCTaTMYHUM HEIUIOCKOKIITHHHUM HEIPIOHOKIITHHHUM pakoMm JiereHiBy, MK-7339-006, 3
iHKOpnopoBaHoto nonpaskoro 04 Bix 10 6epeszns 2021 poky

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




