Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3ga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«PanzomizoBaHe, TOABiMHe (ciline, T1alle00-KOHTPOIbOBaHe, 0OaraTOIIeHTPOBE  /IOC/Ii/PKEHHS,  ITI0
TIPOBOJIUTHCSL Y Tlapasie/lbHUX TPyTiax, 3 MeTO OLIIHKU e(eKTUBHOCTI Ta Ge3meuHOCTi rycesibkymaly mpu
Ti/IIIKipHOMY BBeZIeHHi B SIKOCTi iHAYKI[iiHOI Teparii y marfieHTiB i3 xBopoboto KpoHa B akTHBHi# (a3i Bif
CepefiHLOrO 0 Ba)KKOTO CTYIeHs TSKKOCTI», Kop pociigkeHHss CNTO1959CRD3004, Bepcis 1.0 Bia
03 BepecHsi 2021 poky.

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«HHcceH Papmanestka HB», benbris

[Tepesnik gocCmimKyBaHUX
niKapcbKux 3acob6iB
nikapcbka dopMa,
[103yBaHHS, BUPOOHUK,
KpaiHa

I'ycenmpkymab (CNTO1959 (guselkumab); guselkumab); po3unH asist iH’€KIiill y mornepeiHbO 3alIOBHEHOMY
mmpuifi; 100 mr/mi; Janssen Pharmaceutica NV (Division Janssen Research and Development), Belgium;
Cilag AG, IlIgeinapisi; Fisher Clinical Services Inc., CIHIA; Fisher Clinical Services GmbH, IlIBeiiuapis;
Catalent Pharma Solutions, Kuraii; Catalent Germany Schorndorf GmbH, Himeuunna; Catalent Pharma
Solutions, LLC, CIITA; Janssen Sciences Ireland UC, Ipnangis; Eurofins Biopharma Product Testing Ireland
Limited, Ipnanzis; Janssen Biologics B.V., Hinepnangu; Janssen Biotech, Inc., CIIIA;

[Mnate6o mo T'ycenbkymady, pO3uMH [ijis8 iH’€KIi y TIONepeJHbO 3allOBHEHOMY IIMpHIii; Janssen
Pharmaceutica NV (Division Janssen Research and Development), Belgium; Cilag AG, IlIBeiitapist; Fisher
Clinical Services Inc., CIIA; Fisher Clinical Services GmbH, IllBeiiijapis; Catalent Pharma Solutions,
Kuraii; Catalent Germany Schorndorf GmbH, Himeuunna; Catalent Pharma Solutions, LL.C, CIIIA; Janssen
Sciences Ireland UC, Ipnangis; Eurofins Biopharma Product Testing Ireland Limited, Ipnanzis; Janssen
Biologics B.V., Hinepnanau; Janssen Biotech, Inc., CIIIA;

I'ycenpkymab (CNTO1959 (guselkumab); guselkumab); po3unH asist iH’€KIiili y moriepeHbO 3alIOBHEHOMY
mmpurgi; 200 mr/ 2 ma (abo 100 mr/ mi); Janssen Pharmaceutica NV (Division Janssen Research and
Development), Belgium; Cilag AG, IlBeiiuapisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services GmbH, I[IIBeiitiapisi; Catalent Pharma Solutions, Kuraii; Catalent Germany Schorndorf GmbH,
HimeuunHa; Catalent Pharma Solutions, LLC, CIIIA; Janssen Sciences Ireland UC, Ipnanzisi; Eurofins
Biopharma Product Testing Ireland Limited, Ipnanzis; Janssen Biologics B.V., Higepnanau; Janssen
Biotech, Inc., CIIIA;

[Tnare6o g0 I'ycenbkymaOy, pO3uMH Jisl iH’ €K1Iill Y TIoTepeiHbO 3alIOBHEHOMY IIIMpPHITi; Janssen
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Pharmaceutica NV (Division Janssen Research and Development), Belgium; Cilag AG, I1IBelitjapis; Fisher

Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH, IllIBeiiiiapisi; Catalent Pharma Solutions,
Kuraii; Catalent Germany Schorndorf GmbH, Himeuunna; Catalent Pharma Solutions, LL.C, CIIIA; Janssen
Sciences Ireland UC, Ipnangis; Eurofins Biopharma Product Testing Ireland Limited, Ipnanais; Janssen
Biologics B.V., Hinepnanau; Janssen Biotech, Inc., CIIIA;

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta Miclie
(s1) npoBefeHHS
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. binotkau O.Y.

MeauuHui 1IeHTP TOBapUCTBa 3 OOMEXeHOIo BijmoBizanbHicTIO «Egenbeeiic Mefikc», crieljiamizoBaHe
racTpOeHTepoJIOriuHe BiffiieHHs, M. KuiB

2) 3aB. Big. Uynpuna J1.O.

MenuuHUl 1[eHTP TOBAapHCTBAa 3 OOMEXKEHOI BiAMOBifanbHiCTIO «lIeHTp ciMelHOI MeAWIUHU TUTFOCY,
racTpOeHTEePOJIOTiuHe BiiieHHs, M. KUiB

3) ronosHuy nikap [onens 1T

MeauuHu 1[eHTP TOBapuCTBa 3 O0OMeXXeHOIo BiAmoBiganbHicTIO «Menbya-KiiHik», crierjiamizoBaHe
racTpOeHTepoJIOriuHe BifjiieHHs, M. KuiB

4) nikap IBanimx O.b.

JIbBiBCcbKa KIIiHIYHA JiKapHs Ha 3ali3HUYHOMY TpaHcropTi @¢inii «lleHTp oxoponu 370poB's» AT
«YKpaiHCbKa 3a/1i3HuLs», BiagisieHHs Tepariii Nel, M. JIbBiB

5) K.M.H. Hemrra B.B.

MenuuHuii 1LeHTp TOBapucTBa 3 OOMEXeHOW BiArnoBizanbHicTIO «/lialjeHTp», racTpoeHTepoJsioriuHe
BifiiIeHHs], M. 3aTIOPiXOKs

6) Aa.M.H., ipod. [Tpuctyna JI.H.

KomyHaneHe HekoMepiiitiHe mianpueMcTBo CyMcbKoi obsacHOi pagu «Cymcbka o6sacHa KitiHiuHa
JIiKapHsI», TacTpoeHTepoJsioriuHe BiajiseHHs, CyMCbKUN [ep>XKaBHUM yHiBepcUTeT, Kadeapa BHYTPILIHLOT
MeJUL[VHY 3 LIeHTPOM pecCI1ipaTOpHOI MeJULIMHU MeauuHOro iHCcTuTy Ty, M. CymMu

7) A.M.H., ipo@. CTaHicnaBuyk M.A.

KomyHasibHe HeKOMepIfiiiHe TiAprueMcTBO «BiHHUIEKA o0sacHa KiiHiuHa jikapHsi iM. M.I. TTuporoma
Binnuipkoi o6siacHOi paju», 00/IacHUM Crielfiali3oBaHUN KTiHIUHUN TracTPOEHTePOJIOTiUHUM LIeHTp,
BiHHUMLIbKMI HaljioHanbHUN MefuuHui yHiBepcuteT iM. M.I. ITuporoBa, kadespa BHYTPilIHEOI MeJULIMHU
Nel, M. BinHuLsg

8) nikap Llapunna H.IT.

Meanunuii 11eHTp «OK!KniHik+» ToBapucTBa 3 06MeXXeHOIO BifIoBifambHiCTIO «MiKHapOAHUN iHCTUTYT
K/IIHIYHUX JOC/IiI)KeHb», BIJIZII1 raCTPOEHTepOsIOrii Ta reraTo/iorii CTaliioHapHOro BiaziieHHs, M. Kuis
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[IpenapaT NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa
CynyTHi —/—
Marepianu/mpenaparu
CyMyTHBOI Tepariii
B.o. renepansHoro aupexkropa JlupeKkropary

(apmaneBTHUHOTrO 3a0e3neueHHsA Isan 3A/IBOPHUX




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3ga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«2-piuHe, paHZiOMi30BaHe, TMO/BiliHe CJiMe AOCTi)KeHHsT BiICyTHOCTI MeHIIOI e(eKTUBHOCTI, 1[0
TIPOBOAIUTLCSA B 3 Tpyrmax i TOpiBHAHHSA e(deKTUBHOCTI Ta Oe3medHocTi odarymymaldy ¥ cimoHiMmozy 3
(iHros1iMoZIOM y TaLli€HTIiB AUTSYOrO BiKy 3 PO3CISTHUM CK/IepPO30M, i3 MMo/ablIMM BiIKpUTUM PO3LIMPEHUM
JocnimpkeHHssM», Koa noctimpkenHs CBAF312D2301, Bepcist 00 Big 28 ciuns 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCOop, KpaiHa

«HoBapric @apma Al'», [lIBeiiiapisi / Novartis Pharma AG, Switzerland

[Tepenik gocmimKyBaHUX
MKapCchKUX 3aco0iB
nikapceKa ¢opma,
[103yBaHHSI, BUDOOHUK,
KpaiHa

Odatymymab (Kesimpta®) (OMB157; OFATUMUMARB); po3uuH A5 iH’€K1ii y TioriepeiHbO 3arlOBHEHi
pyuti; 50 wmr/ma (minirpam/mininitp); Novartis Pharma GmbH, Germany; Novartis Pharma AG,
Switzerland; Novartis Pharma Stein AG, Switzerland; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte.
Ltd, Singapore; Catalent Pharma Solutions LL.C, USA; DHL Supply Chain, USA; Fisher Clinical Services
Inc., USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent Germany Schorndorf GmbH,
Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion GmbH, Germany;

miatebo 1o Odarymymab; po3uuH /s iH’€KIil y ronepeHBO 3aroBHeHil pyuri; Novartis Pharma GmbH,
Germany; Novartis Pharma AG, Switzerland; Novartis Pharma Stein AG, Switzerland; Almac Clinical
Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Ivers-Lee AG,
Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore; Catalent Pharma Solutions LLC, USA;
DHL Supply Chain, USA; Fisher Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited,
Singapore; Catalent Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany;
DHL Solutions Fashion GmbH, Germany;

Cinonimoz (Mayzent®) (BAF312; CinoHimog); TabsieTKu, BKPUTI TUTIBKOBOIO 000I0HKOIO; 2 MT (Mijlirpam);
Novartis Pharma GmbH, Germany; Novartis Pharma AG, Switzerland; Novartis Pharma Stein AG,
Switzerland; Solvias AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd,
Singapore; Novartis Healthcare Pvt. Ltd., India; Catalent Pharma Solutions LLC, USA; DHL Supply Chain,
USA; Fisher
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Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent Germany
Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion GmbH,
Germany;

Cinonimoy, (Mayzent®) (BAF312; Cinonimon); TabeTkw, BKPWTI IUTIBKOBOIO 00070HKO; 0,25 Mmr
(minirpam); Novartis Pharma GmbH, Germany; Novartis Pharma AG, Switzerland; Novartis Pharma Stein
AG, Switzerland; Solvias AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher
Clinical Services GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd,

Singapore; Novartis Healthcare Pvt. Ltd., India; Catalent Pharma Solutions LL.C, USA; DHL Supply Chain,
USA; Fisher Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent
Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion
GmbH, Germany;

Cinonimoy, (BAF312; Cinonimon); TabseTku, BKpUTi MUTiBKOBOIO 060/10HKOI0; 0,1 Mr (minirpam); Novartis
Pharma GmbH, Germany; Novartis Pharma AG, Switzerland; Novartis Pharma Stein AG, Switzerland;

Solvias AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore;
Novartis Healthcare Pvt. Ltd., India; Catalent Pharma Solutions LL.C, USA; DHL Supply Chain, USA;
Fisher Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent
Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion
GmbH, Germany;

Cinonimoy, (BAF312; Cinonimos); Tab/eTku, BKpUTI IUTiIBKOBOIO 000/10HKOI0; 0,5 Mr (minirpam); Novartis
Pharma GmbH, Germany; Novartis Pharma AG, Switzerland; Novartis Pharma Stein AG, Switzerland;
Solvias AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore;
Novartis Healthcare Pvt. Ltd., India; Catalent Pharma Solutions LLC, USA; DHL Supply Chain, USA;
Fisher Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent
Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion
GmbH, Germany;

Cinonimoy, (BAF312; Cinonimop); TabneTky, BKPUTI TUTIBKOBOIO 000/10HKOIO; 1 mr (Mmimirpam); Novartis
Pharma GmbH, Germany; Novartis Pharma AG, Switzerland; Novartis Pharma Stein AG, Switzerland;
Solvias AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services
GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore;
Novartis Healthcare Pvt. Ltd., India; Catalent Pharma Solutions LLC, USA; DHL Supply Chain, USA;
Fisher Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent
Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion




GmbH, Germany;
rare6o g0 CinmoHiMoz; TabeTKH, BKPUTI TTIBKOBOKO 000/10HKO0; Novartis Pharma GmbH, Germany;
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Novartis Pharma AG, Switzerland; Novartis Pharma Stein AG, Switzerland; Solvias AG, Switzerland;
Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Ivers-Lee
AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore; Novartis Healthcare Pvt. Ltd., India;
Catalent Pharma Solutions LLC, USA; DHL Supply Chain, USA; Fisher Clinical Services Inc., USA;
Catalent CTS (Singapore) Private Limited, Singapore; Catalent Germany Schorndorf GmbH, Germany;
Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion

Biagnosimansuuii (i) 1) A.M.H., npod. Bosommna H.IT.
JIOCTIIHUK (M) Ta MicLe [epxxaBHa ycraHoBa «IHCTUTYT HeBpOJOrii, ncuxiaTpil Ta HapkoJiorii HarjfioHanbHOI akazemii MeAUYHUX
(s1) mpoBeJieHHS HayK YKpaiHW», BiJili/IeHHd ayTOIMyHHUX 1 [lereHepaTWMBHUX 3aXBOPHOBaHb HepBOBOi cuctemMu. LleHTp

BUTNIPOOYBaHHS B YKpaiHi | PO3CisTHOTO CKepo3y, M. XapKiB

2) A.M.H., ripo@. JliToBueHko T.A.

KomyHanpHe HekoMepLiiliHe mignpueMcTBO «Mickka auTsva JikapHs NeS» XapkiBCbKOI MiCbKOI pasn», III
[IATSYe HEeBPOJIOTiuHe BiffisieHHs, M. XapKiB

3) a.m.H. Kupuuenko A.T.

KomyHasbHe miAnpueMcTBO «/JHITIporeTpoBCchKa 00acHa JUTSYa K/iHiUHA JiikapHs» JIHIMporeTpoBChKOT
o0J1acHOI pajy, HeMpoxipypriuHe Bizi[iieHHsT 3 HEBPOJIOTIUHUMH JTKKaMU, M. JIHITTpo

4) k.M.H. Maptuntok B.FO.

Iep>xaBHU 3aK/a]] « YKpPaiHCbKUN MeIMUHUH TIeHTp peabimiTaliiil fiTel 3 opraHiuHUM ypa)keHHsSIM HEepBOBOI
cucteMd MiHiCTepCTBa OXOPOHH 3[0POB’S YKpaiHW», KOHCYJIbTaTUBHO-/[iarHOCTAYHE BifzineHHs1, M. KuiB
5) 3aB. Bij. Kpuwragosuu A.J1.

KomyHasibHe HeKoMepIjiiiHe MigmpueMcTBO «IBaHO-PpaHKiBChbKa 00/acHa AWTsAYa KIiHiUHA /TikapHs IBaHO-
dpaHKiBCbKOI 00/1acHOI pajiv», BifjileHHs A AiTel 3 ypa)keHHSM I[eHTpa/JbHOI HEpBOBOI CHUCTEMHU 3
MopyLIeHHsIM (YHKLil OTIOPHO-PYXOBOT0 anaparty, M. IBaHo-PpaHKiBCbK

[Ipeniapatu mopiBHSAHHS, ®inronimon, (Gilenya®/ TIJIEHIA) (FTY720; ®inronimon, FINGOLIMOD HYDROCHLORIDE);
BUPOOHUK Ta KpaiHa karicyau; 0,5 mr (minirpam); Novartis Pharma GmbH, Germany; Novartis Pharma AG, Switzerland;
Novartis Pharma Stein AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd,
Singapore; Catalent Pharma Solutions LLC, USA; DHL Supply Chain, USA; Fisher Clinical Services Inc.,
USA; Catalent CTS (Singapore) Private Limited, Singapore; Catalent Germany Schorndorf GmbH,
Germany; Fisher Clinical Services GmbH, Germany; DHL Solutions Fashion GmbH, Germany;
®inronimop  (Gilenya®/ TUIEHIA) (FTY720; ®inronimog, FINGOLIMOD HYDROCHLORIDE);
karicynu; 0,25 mr (minirpam); Novartis Pharma GmbH, Germany; Novartis Pharma AG, Switzerland;
Novartis Pharma
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Stein AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore; Catalent
Pharma Solutions LLC, USA; DHL Supply Chain, USA; Fisher Clinical Services Inc., USA; Catalent CTS
(Singapore) Private Limited, Singapore; Catalent Germany Schorndorf GmbH, Germany; Fisher Clinical
Services GmbH, Germany; DHL Solutions Fashion GmbH, Germany;

miate6o go ®dinronimos (Kpoxmasb, monepeaHbo enaTiHOBaHUM Llenrono3a, mikpokpucrtaniuHa CreapaT
MarHito); karncy/au; Novartis Pharma GmbH, Germany; Novartis Pharma AG, Switzerland; Novartis Pharma
Stein AG, Switzerland; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH,
Switzerland; Ivers-Lee AG, Switzerland; DHL Supply Chain Singapore Pte. Ltd, Singapore; Novartis
Healthcare Pvt. Ltd., India; PPD ¢cGMP Laboratory, USA; Catalent Pharma Solutions LLC, USA; DHL
Supply Chain, USA; Fisher Clinical Services Inc., USA; Catalent CTS (Singapore) Private Limited,
Singapore; Catalent Germany Schorndorf GmbH, Germany; Fisher Clinical Services GmbH, Germany;
DHL Solutions Fashion GmbH, Germany

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

——

B.o. renepanbsHoro gupexkropa /lupekropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«Panyomi30BaHe, BigkpuTe, mapanenbHe gocmimkeHHs III da3m gns orfinku edeKTUBHOCTI Ta Oe3neku
niKyBaHHs1 reriHTepdepoHoM siMbza-1a (1ssmbza) 180 MKT MiAmIKipHO MPOTATOM 48 TWKHIB y TAIiEHTIB 3
XpoHiuyHOIO iHGekuieto Bipycy rematuty gensta (HDV) (LIMT-2)», kox mocnimkenns EIG-LMD-002,
Bepcis 2.0 Biz 14 Bepechs 2021 p.

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CITTA

CnoHcop, KpaiHa

Eitrep bio®apmacetoTikans, Iuk. (Eiger BioPharmaceuticals, Inc.), CIITA

[Tepenik goC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

[Merintepdepon nsmbaa-la (amb6ma) (Peginterferon Lambda-la (Lambda); Pegylated Interferon Lambda-1a;
MET-I®H-nam6a (PEG-IFN A); pekoMOiHaHTHUM MOACEKUM iHTepaedkiH 29 (rIL-29) i nanior i3 niHitiHOrO
niosiietwnenrikomto (TTEL)); posuwH ans in’exuiii; 0,4 mr/mn (0,18 mr/umpwuir); Patheon Italia S.p.A.,
Itanist; Fujifilm Diosynth Biotechnologies, Inc., CIIIA;

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) nikap Lapunxa H.IT.

Memuunuii 1ieHTp «OK! KniHik+» TOBapvcTBa 3 00MeXEHOI BiZMOBiZaIbHICTIO « Mi>)KHADOJHUM iHCTUTYT
K/IIHIYHUX JOC/IiI)KeHb», BiJIi/1 raCTPOEHTepOJIOrii Ta renaTo/Iorii CTallioHapHOTro BiAAuieHHs, M. KuiB

2) A.M.H., ipod. Uemuu M. /1.

YHiBepcuTeTcbka KiiHika CyMCBKOTO Jep>KaBHOro yHiBepcuTeTy, LleHTp remarosiorii Ta iHdekTosorii
HayKOBO-HaBYa/JIbHOI'O0 MeIMYHOT0 iHCTUTYTY, M. CymMu

[Tpenapatu mopiBHSHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

1. JTaboparopsi Habopw, - Q2 Lab, CIITA
KowmnaHis, siKa fii€ 3a JOBIpeHICTIO, SIKy Ha/laB CIIOHCOP UM 3asiBHUK Ha BBe3eHHS JOC/IiKyBaHUX

niKapchKuX 3acobiB Ta cymyTHiX MatepianiB: TOB «Kopekc YkpaiHa».
/ —

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«[TopgiitHe ciiine, paHzOMi30BaHe, TIanie00-KOHTPOIBOBAHe AoC/imKeHHsT (a3u II 3 MeTor0 BH3HAUEHHS
Jl03U LIUISIXOM TIOpiBHSIHHA pi3HMX [03yBaHb mpernapary ZED1227 y karicynax i3 naue6o Asis aiKyBaHHS
HeasIKorojibHOi kKUpoBoi xBopobu mneuinku (HAJKXIT) 3i 3HaunuM ibpo3om», KO HOCTiIKeHHS
CEC-11/NAS, Bepcis 1.0 Big 11 xoBTHs 2021 p.

3asiBHUK, KpalHa

ToBapuctBo 3 OOMexeHoro BiamoBigameHicTIO «KoHTpakTHO-[ocmigannbka Opranizaris IHHOMapM-
YKpaiHa»

CrioHCOp, KpaiHa

[p. ®anbk Papma I'M6X, Himeuunna (Dr. Falk Pharma GmbH, Germany)

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHS1, BUPOOHUK,
KpaiHa

ZED1227 (ZED1227; ZED1227); tBepaa karicyna 10 mr, 14 karcyn B GmictepHiit ymakosiji; 10 mr; mr
(mimirpam); Dr. Falk Pharma GmbH, Germany; Losan Pharma GmbH, Germany; allphamed PHARBIL
Arzneimittel GmbH, Germany; Untersuchungsinstitut Heppeler GmbH, Germany;

ZED1227 (ZED1227; ZED1227); TBepza Karicyna 25 mr, 14 karicyn B OJicTepHid ymakoBIji; 25 Mr; mr
(minirpam); Dr. Falk Pharma GmbH, Germany; Losan Pharma GmbH, Germany; allphamed PHARBIL
Arzneimittel GmbH, Germany; Untersuchungsinstitut Heppeler GmbH, Germany;

ZED1227 (ZED1227; ZED1227); tBepaa karicyna 50 mr, 14 karcyn B GmicTepHiit ymakosiji; 50 mr; mr
(mimirpam); Dr. Falk Pharma GmbH, Germany; Losan Pharma GmbH, Germany; allphamed PHARBIL
Arzneimittel GmbH, Germany; Untersuchungsinstitut Heppeler GmbH, Germany;

miatebo 10 ZED1227 (nnane6o no ZED1227); tBepaa karcyna; The excipients are identical to the 25mg
active formulation. Placebo weight differs from 10 mg/50mg caps due smaller amounts of adipic acid, talc
and the absence of the drug substance, otherwise identical; Dr. Falk Pharma GmbH, Germany; Losan
Pharma GmbH, Germany; allphamed PHARBIL Arzneimittel GmbH, Germany; Untersuchungsinstitut
Heppeler GmbH, Germany




2 MPOJOBXKEHHS ojaTKa 4

BignosiganeHuii (i)
JOCTiHUK (M) Ta MiclLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B

1) k.M.H. Bummmsaswok B.1O.

KomyHanbHe HekoMmepiiitiHe mignpuemMcTBo «O6sacHa KiiHiuHa ikapHs IBaHo-PpaHKiBCbKOi 00/1acHOT pain»,
racTpoeHTepoJioriuHe BifjineHHsi, IBaHO-DpaHKIBCbKUM HalliOHa/IbHUM MeAUYHUM YHiBepcuTeT, Kadezpa
BHYTPIIIHBOI MeguiHU Nel, kiiHiuHOI iMyHoJIOril Ta aneprosorii iM. akajgemika €.M. Helika, m. IBaHO-

TMOPiBHSTHHS, BUDOOHUK
Ta KpaiHa

YxkpaiHi ®paHKiBCbK
2) k.M.H. ['nymenko C.B.
KomyHanbHe HekoMepLiiiHe migrnpueMctBo «Micbka KiiHiuHa jikapHsi Ne2 imeni mpod. O.O. Ilamimoa»
XapKiBCbKOI MiCBKOI pajiy, TeparieBTU4He Bij/iseHHs, M. XapKiB
3) a.m.H. KonecnikoBa O.B.
[epxaBHa ycraHoBa «HauionanbHuy iHCTUTYT Teparii imeni JI.'T. Masnoi HauioHansHOI akazemii MegUuHNX
HayK YKpaiHW», BiJ/lil BHUBUEHHs TMpoLeciB cTapiHHS i MpodinakTUKU MeTaboiuHO-acoLUioBaHUX
3aXBOPIOBaHb, K/IIHIKO-TepareBTUYHe BiJ/ieHHs, M. XapKiB
4) nikap Tapan FO.1O.
MeguuHuii 1IeHTp TOBapvcTBa 3 obmekeHOro BiAmoBifameHicTIO «[Ipatis KniHik Ykpaina», amOynatopHo-
MO/IK/TiHIYHEe Bi/i/IeHHs, M. XapKiB
5) nikap Xogacenko O.M.
KomyHanbHe mianpueMcTBo «/IHirnporieTpoBcbka o6macHa KiiHiuHa sikapHs iM. LI, MeuHukoBa»
[HinporieTpoBchbKoi 06/1acHOT pajiu», BifiiIeHHsI TacTpoeHTepoyIorii (remarosiorii), M. JJHinpo

IIpenapatu —

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

- MiH-MaKC TepMOMETpH;
- nabopaTtopHi Habopwy;
- iHIIi CynmyTHI Martepiann/ —

B.o. renepajsibHOro JupeKkTopa /lupekropary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Hopatok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Has3Ba kniHiuHOrO «Jocmimkennss 1/11 ¢a3u 3 eckanaifielo [03W/alalITUBHAM [AW3alHOM [/ OI[iHKM Oe3reuyHocTi Ta
BUTIPOOYBaHHS, KO/, edektuBHOCTI mperiapaty IMCY-0141 y maljieHTiB 3 peLUUBYHOUO-PEMITYHOUMM PO3CiSIHUM CKJ/IEPO30M
BepCisi Ta jjata (PP-PC)», kog nocnimxenas IMCY-MS-001, Bepcis 1.0, Big 01 rpyans 2021 poky

3asBHUK, KpaiHa TOB «APEHCISA EKCITVIOPATOPI MEICIH», YkpaiHa

CrioHcop, KpaiHa IMCIC CA, Besnbrisi / IMCYSE SA, Belgium

IMepenik gocmimpkyeanux | IMCY-0141 (IMCY-0141 Imotope™) (IMCY-0141; IMCY-0141 DS); IlopoIiioK [jisi TPUrOTYBaHHS
MKapCcbKUX 3aco0iB cycriensii ans iH’ekuid (675 MKr y ¢uakoni); 675 Mkr (mikporpam); Baccinex S.A., IllIBeiiuapis;
nikapceKa ¢opma, C.A.T. GmbH & Co. Chromatographie und Analysentechnik KG, Himeuurna; piCHEM Forschungs- und
Jl03yBaHHSI, BUPOOHUK, Entwicklungs GmbH, Agcrpis; Clinigen Clinical Supplies Management, besnbris;

KpaiHa [Mnaue6o g0 IMCY-0141 (IMCY-0141 Imotope™), TTopoiok fisi IPUroTyBaHHs CyCrieHsii /s iH’ ekl

(675 mkr y dnakoni); Baccinex S.A., [Beiiuapis; C.A.T. GmbH & Co. Chromatographie und
Analysentechnik KG, Himeuunna; piCHEM Forschungs- und Entwicklungs GmbH, Asctpis; Clinigen
Clinical Supplies Management, Benbris;

IMCY-0141 (IMCY-0141 Imotope™) (IMCY-0141; IMCY-0141 DS); IIopowioK [Ajsi NPUrOTyBaHHS
cycriensii ansa in’ekuint (2025 Mkr y duakoni); 2025 mkr (Mikporpam); Baccinex S.A., IIBelinapis;
C.A.T. GmbH & Co. Chromatographie und Analysentechnik KG, Himeuunna; piCHEM Forschungs- und
Entwicklungs GmbH, Agctpis; Clinigen Clinical Supplies Management, besnbris;

[Mnate6o g0 IMCY-0141 (IMCY-0141 Imotope™), ITopoIIoK A/l IPUrOTYBaHHsI CyCIIeH3il /s iH’ eKiyii
(2025 wmkr y duakoni); Baccinex S.A., HlIBefinapis; C.A.T. GmbH & Co. Chromatographie und
Analysentechnik KG, Himeuunna; piCHEM Forschungs- und Entwicklungs GmbH, Asctpis; Clinigen
Clinical Supplies Management, Benbris;

Po3unnnuk (aneratHuii 6ygpep 50 mmonb, pH 5,4, mjo mictute 150 mmons NaCl, 900 mkr/mn Al3+)
(Po3unnnuk); CycrieHsis A/ MPUTrOTYBaHHs CycrieHsii ans iH'ekuit (2 ma y ¢nakoni); Baccinex S.A.,
IBetinapisi; C.A.T. GmbH & Co. Chromatographie und Analysentechnik KG, Himeuuuna; piCHEM
Forschungs- und Entwicklungs GmbH, ABctpis; Clinigen Clinical Supplies Management, besnbris




2 TPOJOBXXEHHS J0AaTKa 5

Bignosinansuuii (i) 1) A.M.H., npod. Haconoga T.I.
JOCTiHUK (M) Ta MiclLie MenuuHUH 1IEHTP TOBapHCTBa 3 00MEXKEHO BiJNOBiJa/bHICTIO «I'apMOHist Kpacu», BifiliieHHsT KTiHIYHUX
(s1) mpoBefieHHS BunpobyBaHb, M. KuiB

BUTIPOOYBaHHS B YKpaiHi
ITpernrapatu mopiBHsiHHSA, | AuMetundymapaT (Tecfidera/Tekdigepa) (aumetundymapar); Tepi mTyHKOBO-CTiMKi Karicyid; 120 mr
BUPOOHUK Ta KpaiHa (mimirpam); Clinigen Clinical Supplies Management, Beneris; Biogen Netherlands B.V, Higepnangy;
FUJIFILM Diosynth Biotechnologies Denmark ApS, daHis;

numetundymapar (Tecfidera/Tekdinepa) (mumerundymapat); TBepAi HUTyHKOBO-CTiHKI Karcynu; 240 mr
(minirpam); Clinigen Clinical Supplies Management, Bbenbris; Biogen Netherlands B.V, Hizepnanay;
FUJIFILM Diosynth Biotechnologies Denmark ApS, daHis

CymyTHi naboparopHi Marepianui/ —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. revepanbHoro jupekropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3sBa kjtiHigyHOrO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«Jocmimkennss da3u 1/2a 3 MiABUINEHHAM [[03H, ITiJ00POM [I03M Ta 3aCTOCYBaHHSIM BHOpaHOI 103U
mperapaty B PO3LIMPEHid KOTropTi /s OLiHKA 0e3MeYHOCTi, TepeHOCUMOCTi, (apMaKOKiHETHKH,
(hapmakoiMHaMiK1 Ta NPOTUITYXJIMHHOI akTUBHOCTI mpernapaty PF-07104091 B sikocTi MOHOTepamii Ta y
ck/iazii KoM0OiHOBaHOi Tepamii», Kox mociimkeHHs C4161001, ¢iHampHa Bepcisi MPOTOKOMY 3
IHKOpPHOPOBAaHO 1OMpaBKoro 3 Bif 04 >xoBTHs 2021 p.

3asgBHUK, KpaiHa

[Naiizep Iuk., CIIA

CrioHCOp, KpaiHa

[atizep Iuk., CIIIA

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka ¢opma,
[103yBaHHS, BUDOOHUK,
KpaiHa

PF-07104091 (PF-07104091; PF-07104091, PF-07104091 moHorigpatr, CDK2; PF-07104091); Tabnetku;
25 wmr; Pfizer Inc., USA; Pfizer Limited, UK;

PF-07104091 (PF-07104091; PF-07104091, PF-07104091 moHorigpatr, CDK2; PF-07104091); Tabnetku;
125 wmr; Pfizer Inc., USA; Pfizer Limited, UK;

[Man6ormkni6 (PD-0332991-00; PD-0332991-00, manbormkmi6, PD-0332991, IBPAHC®; Palbociclib);
karicynu; 75 mr; Pfizer Inc., USA; Pfizer Limited, UK; Pfizer Manufacturing Deutschland GmbH, Germany;
[Man6ormkni6 (PD-0332991-00; PD-0332991-00, man6ormkmi6, PD-0332991, IEPAHC®; Palbociclib);
karicynd; 100 wmr; Pfizer Inc.,, USA; Pfizer Limited, UK; Pfizer Manufacturing Deutschland GmbH,
Germany;

[Man6ormkni6 (PD-0332991-00; PD-0332991-00, man6ormkmi6, PD-0332991, IEPAHC®; Palbociclib);
Karicyn; 125 wr; Pfizer Inc.,, USA; Pfizer Limited, UK; Pfizer Manufacturing Deutschland GmbH,
Germany;

Jletpo3on (Jletpo3os, Letrozole Accord Healthcare, PEMAPA®; Letrozole); tabnetku; 2,5 mr; Pfizer
Limited, UK; Accord Healthcare Polska Sp. Z o.0. Poland;

®ynsectpanT (PynBectpant, Pa3nonekc®; Fulvestrant); po3uun gns id'ekuind; 250 mr/5 ma (50 mr/mn);
Pfizer Limited, UK; Laboratorios Farmalan S.A., Spain




2 MPOJOBXKEHH 0JaTKa 6

BignosiganeHuii (i) 1) k.M.H. Agamuyk [".A.
JIOCTIIHUK (M) Ta MicLe Komynanbhe mianpuemctBo «KpHBODi3bKMI OHKOJIOTIUHMN [ucriaHcep» [IHIMpomeTpoBCchKOi 06s1acHOT
(s1) mpoBefieHHS pazau», XiMioTepamneBTHYHe BifineHHs, M. Kpusuii Pir

BUMNpoOyBaHHA B YKpaiHi | 2) K.M.H. ['oo6opozbko O.0.

KomyHanbHe HekoMepLiiiiHe TMiJNPUEMCTBO «3aropi3bKuil perioHabHUM TPOTUIYXJIVMHHUW LIEHTP»
3anopi3bKoi 06/1acHOI paZi, OHKOXiMiOTepareBTUYHe BifiZliIeHHs 3 IEHHUM CTallioHapoM, M. 3ariopixoKs

3) A.M.H., ipod. bonaapenko .M.

KomyHaneHe HekomepLiiiHe migrnpuemMcTBO «Micbka KiiHiuHa yikapHs Ned» JIHINPOBCHKOI MiCBKOI pajw,
xiMioTeparnieBTUUHe Bififli/ieHHsd 3 [JleHHMM CTaljioHapoM, JIHIMPOBCHKUN Jiep)KaBHUM  MeAUUHUN
yHiBepcHTeT, Kadepa OHKO/IOrii Ta MejuuHOi pagiosiorii, M. JIHirpo

4) 3aB. Big. [IpobHep I.T.

KomyHasibHe HeKOMepIiiHe TMiZIIPUEMCTBO «XMEJIbHUIBKUN 00/IaCHU TPOTUTMYX/IMHHUMA  [IEHTP»
XMenbHULIbKOI 00/1acHOT pajiv, BififliieHHs HOBOYTBODeHb TPYJHOI 3a703, LIKipW, M’SIKMX TKaHUH Ta
KiCTOK, M. XMeJIbHULIbKUH

5) a.M.H. ['oTbKO €.C.

KomyHanbeHe HeKoMepljiliHe miAnpueMcTBO «LleHTpasbHa MiCbKa KITiHiUHA JIIKapHs» Y KTOPOACHKOI MiCbKOL
paZiy, TeparieBTUUHe BizjinieHHs1, [lep>KaBHUM BUIL[MNA HaBUaJbHUMN 3aK/aj, « Y KrOpPOJACbKWIN HallioHaTbHUN
yHiBepcuteT», Kadenpa OHKosiorii Ta pagionorii  dakynbTeTy MiC/ISAOUIUVIOMHOI  OCBiTMU  Ta
JIOYHIBePCUTETCHKOI MiZITOTOBKY, M. ¥Y>KTOpPOJ,

[Tpenapaty MOpiBHSIHHSA, | —
BHUPOOHUK Ta KpaiHa

CynyTHi JlabopartopHi HaboOpH 3 CYIIPOBiIHUMH MaTepiaaMH, CyXHuH JTiJl, KOpOOKH [I7Is1 TPAaHCTIOPTYBaHHS, J1a3epHi
Marepianu/mpenaparu CKaHepHy, IPYKOBaHi MaTepia/iu Ta iHIIi CyIyTHI MaTepianu
CyMyTHBOI Tepartii KowmnaHis, sika fii€ 3a JOBIpeHICTIO, SIKy HaZlaB CIIOHCOP UM 3asiBHUK Ha BBe3€HHS JOC/Ii)KyBaHUX

MiKapchKUX 3aco0iB Ta cymyTHiX MaTepiasiB: ToBapucTBo 3 0OMexeHo!0 BimoBigansHicTio «C.M.O.-
Ykpaina», «CMO-T'PYII YkpaiHa»/ —

B.o. renepanbHoro gupexkropa /lupekropary
(apmareBTHUHOTO 3a0e3meueHHsA Isan 3A/IBOPHUX




Hopnatok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jjata

«PanziomizoBaHe GaraTolieHTpPOBe BiIKpUTe TiepexpecHe AOC/Ii/PKeHHs /s OLiHKK TlepeBary 3aCTOCYBaHHS
miAmKipHoi ¢GopMu  aTe30/1i3ymMady B TIOPiBHSHHI 3 BHYTPIIIHROBEHHOI (hOpMOIO are3osizymaly y
TAI[iEHTIB 3 HeIPiOHOK/IITHHHUM PaKOM JiereHb 3a TIOBiIOM/IEHHSIMU TIAI[iEHTIB i MeIUYHUX TIPALliBHUKIB»,
Ko poctimpkeHHss MO43576, sepcid 1 Big 16 cepriag 2021 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifmoBianpHICTIO «Port YkpaiHa»

CrioHCOp, KpaiHa

@.XobdmanH-JIg Pou JiTa, IBetitiapis

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbKa dopMma,
[103yBaHHS, BUPOOHUK,
KpaiHa

ATe3ostizymab st miAmKipHoro 3actocyBaHHs (Ate3osmizymab /i, Atezolizumab SC, Ate3onizymab m/ii i
rianypoHniznasa, Atezolizumab SC and hyaluronidase) (RO5541267, RO5541267/F06; 1380723-44-3, aPDL-
1, MPDL3280A, Anti-PDL1, Anti-PDL-1; are3osi3ymab (atezolizumab)); po3uun asns in’ekuiii; 125 mr/mi;
[xenenrek IHk., CIITA

BignosiganeHuii (i)
JIOC/TiTHUK (M) Ta Miclie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. Bonaapenko I.M.

KomyHanbHe HekoMepliiliHe miAnpueMcTBo «Micbka KiiHiuHa JiikapHsi Ned» [THINPOBCHKOI MicbKOi pajw,
xiMioTeparneBTUUYHe Bifili/ieHHd 3 [IeHHMM CTalioHapoM, JIHIMPOBCHKUM [iep’KaBHUM  MeAUUHHN
yHiBepcureT, KadeZpa OHKOJIOTII Ta MeJUYHOI paziosorii, M. JJHIrpo

2) 3aB. BizA. Kob63es O.1.

KomyHasibHe HekoMmepiiiliHe mignpueMcTBO «O0sacHUM LEHTP OHKOJIOTii», OHKOXipypriuHe BizineHHs
OpraHiB rpyJHOI [IOPOKHUHU, M. XapKiB

3) 3aB. Bif., K.M.H. OcTtarnenko FO.B.

HauioHanbHUlM iHCTUTYT paky, Bif/iiJieHHS MasiOiHBa3MBHOI Ta €HJIOCKOMIYHOI Xipyprii, iHTepBeHLiliHOT
pagioJsiorii, M. Kui

4) 3aB. BiJ., K.M.H. [ToHomapbsoBa O.B.

KomyHanbHe HekoMepliiiiHe MignpueMcTBO «KUIBCbKUI MiCbKUM K/IiHIUHUN OHKOJIOTiUHHN L|eHTp»
BUKOHaBuoro oprany KwuiBcekoi wmicekol paayu (KuiBcbkoi MiCbKOI JiepykaBHOI — afMmiHicTparil),
ximioTepaneBTrYHe BifgisieHHsI Ne 1, M. Kui

5) 3aB. Bif., K.M.H. [Ilnapuk fA.B.




2 TIPO/IOB)KEHHS [lofiaTKa 7

KomyHasmsHe HeKoMepiiiiiHe TMiAnpueMcTBO JIbBiBCbKOI 00siacHOI pasu  «JIbBIBCHKHM OHKOJIOTiUHUWM
perioHaIbHUM JIKyBa/IbHO-/11arHOCTUYHUM LIeHTP», BiJiseHHs XimioTeparii, M. JIbBiB

[Tpenapartu nopiBHsiHHS, | ATe3omizymab (Atezolizumab, Terentpuk®, Tecentrig®) (RO5541267, RO5541267/F03; 1380723-44-3,

BUPOOHUK Ta KpaiHa RO5541267, MPDL3280A; ate3omizymab (atezolizumab)); KOHLIeHTpaT [yii  pO3YMHY  AJIsi
BHYTpilIHbOBeHHUX iHPYy3iit; 60 mr/mi; Pom [iarHoctuke I'mM6X, HimeuunHa; ®@.Xoddmann-JIs Pom JITa,
[IIBeiiriapis

CynyTHi - JlabopaTopsi Habopu COVANCE/Labcorp

MaTepiau/TperiapaTu - Habopwu ayis1 360py ceui aHasti3y 100 BariTHOCTI.

CyIyTHBOI Tepariii KowmrmaHisg, siKa fii€ 3a JOBIpeHICTIO, Ky Ha/laB CIIOHCOP UM 3asiBHUK Ha BBe3€eHHS JOC/IiKyBaHUX

JIKapChKUX 3aco0iB Ta cymyTHix MartepianiB: TOB “®apmacodt”/ —

B.o. renepanbHoro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3MeueHHsA IBan 3A/IBOPHUX




HopnaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3ga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

"BararonentpoBe gocmimpkeHHs 111 ¢a3u 3 oriHku edekTUBHOCTI Ta 6e3meuHocTi mpenapaty UGN-102, mjo
3aCTOCOBYETHCSI /I/Is1 TIEPBUHHOI TTPOTUITYX/IMHHOI Tepartii MeTozioM XimioaOnsiiii B ofiHiH rpyTii MarfieHTiB i3
M'A130BO-HeiHBa3¥BHUM PAaKOM CEUYOBOI'O MiXypa HU3bKOI'O CTYIeHs 3J/I0SKICHOCTI 3 IPOMDKHUM PU3HUKOM
peunauBy ", Koa nociaimpkenas BLO11, pegakuis 2.0 Big 21 rpyans 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOTO BIZTIOBIIAJIBHICTIO «I11 EC AW-YKPATHA»

CrioHCOop, KpaiHa

"FOpo/IxeHn ®@apma JlimitTen" [UroGen Pharma Ltd.], I3painb

[Tepenik gocmimKyBaHUX
MKapCchKUX 3aco0iB
nikapceKa ¢opma,
[103yBaHHSI, BUDOOHUK,
KpaiHa

UGN-102 (mitomiumH) (UGN-102; UGN-102, po3uuH A/ iHTpaBe3WKa/JbHOTO BBeJeHHs: MiTOMiluH,
TOPOLLOK [Ji1 PO3UMHY [Jis iHTpaBe3WKaabHOrO BBeAeHHs; Mitomycin); MOpOLIOK AJisi PO3UMHY [i/Is
iHTpaBe3UKabHOTO BBE/IEHHS Y HaOOpi 3 PO3UMHHUKOM (CTEpUIbHUH TiJjporesib, PO3UMHHUK [JisI PO3UHHY
JJ1s1 iHTpaBe3uKanbHOro BBeZieHHs); 40 mr; «Cenexi-Laboratoires Thissen, S.A», Benbrisi; «Clinigen Clinical
Supplies Management Europe sa», benbris;

CrepunbHuii rigporens (CTepunbHUM Tifporesb); PO3UMHHUK [Jii PO3UMHY [Ji iHTpaBe3MKaabHOTO
BBefleHHs; 60 Mi; «Isotopia Molecular Imaging Ltd.», I3paine; «Clinigen Clinical Supplies Management
Europe sa», benbris

BignosiganeHutii (i)
JIOCTiHUK (M) Ta MicLie
(s1) mpoBefieHHS
BUTIPOOYBaHHS B YKpaiHi

1) f.M.H., ipo¢. AHTOHSH .M.

KomyHasibHe HeKoMepijifiHe MMiAnprUeEMCTBO XapKiBChbKOI 00/1acHOl pagu «O06macHUM MeAUUHUM KITiHIUHUH
LeHTp ypoJiorii i HedpoJorii im. B.1. [llanoBana», yposoriune BiagisieHHs: No5, M. XapKiB

2) 3aB. Bia. Hanbaugsa T.A.

KoMmyHasbHe HeKoMmeplliliHe miArnpueMcTBo «O06/acHUM 1[eHTP OHKOJIOTii», OHKOYPOJIOTiuHe BifiieHHs,
M. XapKiB

3) nikap I'onynsk 5.B.

KomyHasibHe HekoMmepliitiHe mignpuemMctBo «O6sacHa KiiHiuHa JjikapHsi IBaHO-®paHKIBCHKOiI 006/1acHOT
pajy», yposoriude BigaineHHs, M. IBaHO-DpaHKIBCbK

4) 1.M.H., npod. MonuaHoB P.M.

KomyHaneHe HekoMmepLiliHe miAnpueMcTBO «MicbKa KiiHiuHa JiikapHsi Ne6» [IHINpOBCHKOI MiCBbKOI paju,
ypoJjioriuHe BifAineHHs, M. [JHIpo

5) nikap HlocTtak M.B.




2 MPOJOBXKEHHA JoJaTKa 8

KomyHanbHe HekoMeplljiliHe miAnpueMcTBo «Micbka KiiHiuHa mikapHsi NelO» Opecbkoi MicbKOi pajw,
ypoJioriuHe BiaziieHHs Ne2, m. Ogeca

6) A.M.H., ipod. Ctycs B.I1.

KomyHasnbHe mignpuemMcTBo «J/IHiMporieTpoBchbka obOsiacHa KiiHiyHa sikapHsi im. I.I. MeuHuKoBa»
[uinporieTpoBcbKoi 061acHOl pau», BiagineHHs yposorii Ne2 (oHKosoriune), M. JJHinpo

7) k.M.H. bongapenko FO.M.

HepxaBHa ycrtaHoBa «IHCTUTYT yposorii iMeHi akagemika O.P. BosiaHoBa HarjioHanbHOI akazemii
MeJMUHUX HayK YKpaiHu», 2-e ypoJioriuHe BifjiseHHs, M. KuiB

IIpenapat NopiBHAHHA, | —
BHPOOHUK Ta KpaiHa
CynyTHi Oxonopkytoua nifcraBka (Chilling Block).

Marepianu/mpenaparu Bupobuuk: Nissha Medical Technologies, CIITA./ —
CYIYTHBOI Tepamnii

B.o. revepanbHoro jupekropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopmaTok 9
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3ga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«Bigkpure gocmimkenns 111 dasu MK-7684A (kombiHarlisi mpenapatiB BibocTonimMaly Ta membpostizymaby)
y KoMOiHaIlil 3 KOHKYPeHTHOIO0 XiMiOIlpOMEeHEeBOIO Teparii€lo Ta To/aiblliol Tepariero rperapatom MK-
7684A TIOpIBHAHO 3 IIPOBE/IEHHAM KOHKYPEHTHOI XiMiONpoMeHeBOI Teparii 3 MOJa/blIUM BBeJeHHAM
nypBanyMaly y TaI[ieHTiB 3 Hepe3eKTabe/bHUM MiCIIeBOIOIIMPEHUM HePiOHOKTITUHHUM PAaKOM JiereHiB
(HAPJI) III cragii», kox gocnimkeHHs MK-7684A-006, Bepcisi 00 Bix 08 rpyans 2021 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn enz Joym Koprm.», nouipHe mignpuemcrBo «Mepk eHp Ko., IHk.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik gocmimKyBaHUX
MKapCchKUX 3aco0iB
nikapceKa ¢opma,
[103yBaHHSs, BUDOOHUK,
KpaiHa

MK-7684A (/MK-7684/ MK-3475) (MK-7684A; MK-7684/SCH/900475; SCH/900475 (Anti-PD-1); MK3;
02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1; MK-7684; Vibostolimab,
Biboctonima6/MK-3475, Tlemb6posizymab, Pembrolizumab; KITPYIA; KEYTRUDA; KITPY/JA®;
KEYTRUDA®); cTepwibHUM pPO3YMH A/ BHYTpilIHbOBeHHOI iHdy3il; 10(MK-7684) mr/ma /10 mr/mn;
MSD International GmbH T/A MSD Ireland (Carlow), Ireland; Werthenstein BioPharma GmbH,
Switzerland; Merck Sharp &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; 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

BianosiganpHuii (i)
JIOC/TiIHUK (1) Ta MicLie
(s1) mpoBeieHHSsT
BUTIPOOYBaHHS B YKpaiHi

1) ron. nikap Kpynbko C. 1.

MeuuHui TIEHTP TOBapUCTBA 3 OOMEXEHOI BiZOBiJa/bHICTIO «YKpAiHCHKHMN IIEHTP TOMOTepartii»,
BifineHHs ximioTeparii, M. KponMBHULIbKU

2) 3aB. Biz. Kob63es O.1.

KomyHasibHe HekoMmepijiliHe mignpueMcTBo «O0sacHUN LEHTP OHKOJIOTii», OHKOXipypriuHe BimineHHs
OpraHiB rpyJHOI MOPOXXHUHH, M. XapKiB

3) 3aB. Big. Boiitko H. JI.
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KomyHanbHe HekoMepijiliHe TignpueMcTBO «KUIBCbKUI MIiCbKUM K/IIHIYHUN OHKOJIOTIYHUM LIeHTpP»
BUKOHaBUoro oprany KuiBcbkoi wickkoi paau (KuiBcbkoi MicbKOi Jiep>kaBHOI — afmiHicTpariii),
ximioTepaneBThuHe BigzaineHHss Ne 2, M. Kuis

4) pupexrtop Cokyp 1.B.

KomyHasibHe HeKoMepijiliHe TIANMpHEMCTBO «XepCOHChKHIM 00/acHUM  OHKOJIOTIUHMM  [HCTIaHCep»
XepcoHCbKO1 00/1acHOi pagy, pagiosoriude BiggineHas Ne2, m. XepcoH, cMT. AHTOHIBKa

5) nikap 3penux JI.B.

Megnuauii 1ieHTp «YHiBepcanbHa KiiHika «OO6epir» ToBapucTBa 3 00Me)XeHOH BiJOBiZaIbHICTIO
«KanuTan», KIiHIKO-KOHCY/IbTaTUBHE BifJiieHHs, M. KuiB

6) 3aB. Bif., K.M.H. IIpurynsak C. M.

KomyHanbHe HekomepliiliHe MignpueMcTBO «IlofinbCbKUM perioHanbHUN LIEHTP OHKOjorii BiHHULIBKOT
o0J1acHOI pagy», TOpakasbHe BifineHHs, M. BiHHUIIS

7) 3acTynHuK rou. nik. Kypyiumsa JI. T

KomyHasibHe mianpueMcTBo «PiBHEHChKUM 00/laCHUN TIPOTUITYX/IMHHUE TIeHTp» PiBHeHCBHKOi 006/1acHOI
pajy, LeHTp K/IiHIYHOT OHKOJIOTii, M. PiBHe

[TpenapaTy TIOPiBHSHHS,
BUPOOHUK Ta KpaiHa

Iminzi (Imfinzi) (MEDI4736; dypBanymab (Durvalumab)); KoHileHTpatT [jsi po3uuHy [y iHdy3ii; 50
mr/ma; Werthenstein BioPharma GmbH, Switzerland; Merck Sharp &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; 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;
AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CyIyTHBOI Tepariii

- nabopaTopHi Habopu

- min/max TepMOMETPU

- CKaHepH [Jis1 3UUTYBaHHS IITPUX-KO/iB

- e/IeKTPOHHI LL[OZ€HHUKH

- IPyKOBaHi Marepianu.

KowmnaHis, sika fii€ 3a JOBIpeHICTIO, SIKy HaZlaB CIIOHCOP UM 3asiBHUK Ha BBe3€HHS JOC/IiKyBaHUX
JiKapCchKUX 3acobiB Ta cymyTHiX MaTepianiB: TOB «Areniiisi «C.M.O.-YkpaiHa»./ —

B.o. revepanbHoro jupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopatok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3sBa kjtiHigyHOrO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«Kniniune BunpoOyBaHHs 3 OI[iHKM OioeKBiBa/IeHTHOCTI Jlikapchkux 3aco6iB Osncarnipec H, TabyieTKu, BKPUTI
TUTiIBKOBOIO 000/10HKOI, 110 20 Mr/12,5 mr BupoOHuiitBa AT «KUTBCHKUM BITAMIHHUI 3ABO/1»,
YkpaiHa Ta OnMmeTek TUTIOC, TabJ/IETKH, BKPUTI TUIIBKOBOIO 000/10HKOIO, 110 20 Mr/12,5 Mr BUpOOHMIITBA
«[aiui Cankio FOpoynm I'M6X», HiMeuurHa B yMOBax OHOPA30BOTO TepOPAbHOTO MPUHOMY 3/]0POBUMU
nobpoBonbLsiMu», Koa gociaimkenHss KVZ-OL_HCT, Bepcis 2.0 Big 27.01.2022

3asgBHUK, KpaiHa

AT «KUTBCHKII BITAMIHHII 3ABO/I», YKpaiHa

CrioHCOp, KpaiHa

AT «KUIBCHKUI BITAMIHHUM 3ABO/I», Ykpaina

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka ¢opma,
[103yBaHHS, BUDOOHUK,
KpaiHa

Osncaripec H, Osnmecapran+I'izpoxnoptiasua-KB (Olmesartan/ hydrochlortiazide); TabseTku, BKpuUTi
w1iBKoBot0 o6osoHKoro; 20,0 mr/12,5 mr; AT «KUIBCBKUU BITAMIHHUN 3ABO/», YkpaiHa;

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta Miclie
(s1) npoBefeHHS
BUTIPOOYBaHHS B YKpaiHi

1) ron. nikap Aptui B.1.

Meanunuii 1ieHTp TOB «Kitinika IHHO®AP - YkpaiHa [HHOBeiiTiB ®@apma Pecepu», UepHiBelibka 0071.,
HoBocemuupkuii paiioH, c. bosiau

2) k.0.H., 3aB. nabopatopiero Cabko B.E.

Bioananitnuna maboparopis TOB «Kningapm», KuiBceka 0bmactsb, M. Ipminb

[IpenapaTi NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

Osnmetek mmoc (Olmesartan/hydrochlortiazide); Tabnetku, BKpuTi rtiBkoBoto 060/10HKO10; 20,0 Mr/12,5 mr;
Haiui Cankio FOpoymn 'mM6X, HimeuunHa;

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

——

B.o. renepanbHoOro gupexkropa /lupexkropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopaTok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

Ha3sBa kjtiHigyHOrO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«Kiniune BuripoOyBaHHS 3 OL[iHKK OioekBiBa/sieHTHOCTI Jlikapchbkux 3acobie MET®OPMIH-®APMEKC,
TabJIeTKH, BKPUTI TUTIBKOBOIO 000/10HKO0, TI0 1000 mr, BupoOHuiitBa TOB « ®APMEKC I'PYTI», YkpaiHa
ta ['mokodax®, TabneTku, BKPUTI TTIBKOBOIO 000/10HKOO, 10 1000 mr, BupobuuiitBa Mepk, CJI, IcnaHis,
B YMOBax O/HOPA30BOT0 TMePOPasbHOrO MPUIOMY 370POBUMH [J0OPOBOJIBLIIMU», KOZ, AocimkeHHs F-S01,
Bepcis 2.0 Bix 07.02.2022

3asgBHUK, KpaiHa

TOB «PAPMEKC I'PYIl», YkpaiHa

CrioHCOp, KpaiHa

TOB «PAPMEKC I'PYII», YkpaiHa

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka ¢opma,
[103yBaHHS, BUDOOHUK,
KpaiHa

MET®OPMIH-®APMEKC, TabsieTkud, BKPHUTiI TUTiBKOBOIO o00onoHKo0, mo 1000 mr (BupobHuk TOB
«DPAPMEKC TPYIl», YkpaiHa); Metformin; TabseTku, BKpWTi IITiBKOBOIO 0060si0HKOIO; 1000 wr;
ToBapucTBO 3 06MexkeHot0 BifmnoBiganpHicTIO «@APMEKC I'PYTI», YKpaiHa

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta Miclie
(s1) npoBefeHHS
BUTIPOOYBaHHS B YKpaiHi

1) ron. nikap Aptui B.1.

Meauunuii 11eHTp TOB «Kninika THHO®AP — VYkpaiHa IHHoBeliTiB ®apma Pecepu», c.bosiHy,
HoBocenurpkuii p-H, YepHiBelpKa 0071

2) k.0.H. Jli6ina B.B.

Jlaboparopist (papmMakoKiHeTHKH (3 JUC/IOKalji€lo y M. XapKoBi) [lep>kaBHOTO MiTpHEMCTBA «/]eprKaBHUA
eKCITepTHUH 1jeHTp MiHicTepcTBa 0XOPOHU 3/10pOB’sl YKpaiHu», M. XapKiB

[Tpenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

['mokodak, TabseTKH, BKPUTI IUIIBKOBOIO 00070HKOIO, 1Mo 1000 mr (BupobHMK Mepk, CJI, Icranis);
Metformin; TabneTku, BKPUTI TUTiBKOBOIO 000/10HKOI; 1000 Mr; Mepk, CJI, Icranisi/Merck, SL, Spain.
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CynyTHi —/—
Marepianu/rperiapatu
CYMyTHBOI Tepariii

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




Hopatok 12
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB
Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

OHoB/ieHWI TIPOTOKOJ K/iHIUHOrO AociifkeHHsi 3 nonpaBkorwo 02, Bepcis 1 Big 16 rpyaus 2021p.,
aHr/ilcbKor MoBowO; bpotypa ans nauientiB anas gocnigxkenas EFC15805, pepakuis 2.0 Big 22 rpyaHs
2021 poky, yKpalHCbKOH MOBOO; bporypa nauienra ana gocnigkenHs EFC15805, pepakuis 2.0 Big
22 rpypHs 2021 poKy, pOCiMCbKOI0 MOBOIO

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjata

«PanziomizoBaHe, mozBiliHe crine, TUIalEeb0-KOHTPOJIbLOBAaHEe, 52-TH)KHEBe 0a30Be OCIi/PKEHHS, sKe
MIPOBO/IATh Yy TapasielbHUX TpyMax [ OLIHKA e(heKTUBHOCTI, 6e3meuHoCTi Ta TepeHOCHUMOCTI
JyTisiymMa0y B TALIi€HTIB i3 XPOHIYHMM OOCTPYKTHBHHMM 3aXBOpIOBaHHsM JiereHb (XO3JI) Bif momipHOTO
[0 TSDKKOTO CTyreHs i3 3ananeHHsam 2 tumny», EFC15805, 3 nmonpaBkoro 01, Bepcis 1 Bix 29 BepecHs
2020p.

3asiBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesornMaH, @paHijis)

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopaTok 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Buxig marepianiB s nayienta: CkpuHotu « BASDATI», yKpaiHCbKOI0 MOBORO 11 YKpainu Bepcid 2.00
Biz 02.09.2021; Ckpunwmiotn «BASDAI», pocilicbkkoro MOBOO /151 YKpainu Bepcis 2.00 Big 02.09.2021;
Ckpuniiotn «BASFI», ykpalHCbKOHO MOBOKO Ayt YKpainu Bepcis 1.00 Bim 25.07.2021; CkpuHoTH
«BASFI», pociticekoro moBoro fys Ykpainu Bepcisg 1.00 Big 03.08.2021; Cxpuniiotn «eC-SSRS 2.0
Lifetime», ykpaiHCbKOIO MOBOW Ayisi YKpainu, Bepcis 1.00 Big 09.04.2020; Ckpunmotu «eC-SSRS 2.0
Lifetime», pocilickkoro MoBot0 Jjisi Ykpainu, Bepcig 1.00 Big 09.04.2020; Ckpuniiotu «eC-SSRS 2.0
Since Last Contact», yKpaiHCbKOIO MOBOI Ajid YKpainu, Bepcig 1.00 Big 09.04.2020; Ckpuniotu «eC-
SSRS 2.0 Since Last Contact», pociiicbkOr0 MOBOK st YKpainu, Bepcisi 2.00 Big 13.08.2020;
Ckpunwiotn «FACIT-Fatigue», ykpailHCbKOHO MOBOKO [J/is1 YKpainu, Bepcigs 1.00 Big 14.07.2021;
Ckpuniiotn «FACIT-Fatigue», pociiicbkoro MOBOK Jjsi YKpainu, Bepcisi 1.00 Bim 03.08.2021;
CkpuHinotn «HAQ-DI», ykpaiHCbKOr0 MOBOW s YKpainu, Bepcis 1.00 Big 25.07.2021; CKpuHIIOTH
«HAQ-DI», pociricekoro MoBOwW s Ykpainu, Bepcig 1.00 Bix 03.08.2021; CkpuHiiotn «OuiHKa
narfieHToM OOJIF0 y CrMHI B L[iZIOMY», YKpaiHCBKOIO MOBOIO [/ YKpainu, Bepcis 1.00 Bix 26.07.2021;
CkpuHiioty «OljiHKa TaliieHToM 000 Y CIHHI B 1[iJIOMy», POCIHCbKOI0 MOBOIO /i1 YKpainu, Bepcist 1.00
Bim 03.08.2021; CKpuHIIOTA «3arajbHa OI[iHKAa AaKTUBHOCTI 3aXBOPIOBAHHS TMal[ieHTOM (apTPUT)»,
YKpalHCbKOIO MOBOK i YKpainy, Bepcis 1.00 Bix 14.07.2021; CkpuHIIOTH «3arajbHa OL{iHKa
aKTUBHOCTI 3aXBOpIOBaHHS TAl[iEHTOM (apTPUT)», POCIHCHKOI MOBOK /s YKpaiHu, Bepcisi 1.00 Bix
21.07.2021; CKpUHILLOTH «3arajbHa OL|iHKAa aKTUBHOCTI 3aXBOPIOBAHHS Mal{ieHTOM (TICopia3 Ta apTpUT)»,
YKpaiHCbKOKO MOBOK /51 YKpaiHu, Bepcis 1.00 Big 14.07.2021; CKpuHHILIOTHM «3arajbHa OIL[iHKa
aKTMBHOCTI 3aXBOPIOBAHHS MallieHTOM (TICopia3 Ta apTpUT)», POCIMCBKOK MOBOIO /JI1 YKpaiHH, Bepcis
1.00 Bim 21.07.2021; CkpuHIIOTH «3arajgbHa OL|iHKAa 00JIF0 TMalli€HTOM», YKPAaiHCBKOK MOBOH ISt
Ykpainu, Bepcisg 1.00 Big 26.07.2021; CkpuHIIOTH «3arajbHa OL[iHKAa OO0 TALi€EHTOM», POCIHCBKOIO
MOBOIO i YKpainu, Bepcis 1.00 Bix 21.07.2021; Ckpuniiotd «OlLiiHKa HiyHOTO OO0 Yy CITHHI»,
YKpalHCBKOI MOBORO /i1 YKpainy, Bepcis 1.00 Bix 26.07.2021;
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CkpuHiiotd «Oi1jiHka 0010 y CIMHI BHOUi», POCIHCHKOIO MOBOIO MAJisi YKpainu, Bepcis 1.00 Bif
21.07.2021; Ckpuniiotu «SF-36v2 Standard», ykpaiHcbkoro MoOBOwO s YKpainu, Bepcis 1.00 Big
13.08.2021; Cxkpunmiotu «SF-36v2 Standard», pocilicbkoro MoBOrw 51 YKpainu, Bepcis 1.00 Bifg
14.09.2021; Bx/toueHHs JOAATKOBUX MiCIlb ITPOBeZIEHHS K/TiHIYHOTO BUTIPOOYBaHHS

No [1.I.b. BigmOBiJaIbHOTO AOC/TiJHHAKA
/ Ha3Ba Mmiclis IpoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
n

1 | g.m.H., mpod. CranHiciaBuyk M.A.

KomyHa/nbHe HeKOMepIliiiHe MiIpueMCTBO «BiHHMIIbKA o00slacHa K/IiHiUHa JiKapHS iMeHi
M.I. TIuporoBa BiuaumpKoi o06sacHOi Paaw», BHCOKOCHeLlia/li3oBaHUN KTiHIUHUN LIEHTP
peBMaroJiorii, ocTeornopo3y Ta OionoriuHoi Teparii, BiHHUIbKWI HalliOHABHUNA MeJUUHUM
yHiBepcuteT im. M.I. [Tuporosa, kadezpa BHYTpiliHbOI MeiuLiiHU Nel, M. BinHuLs

2 | K.M.H. JIebenp K.M.

KomyHasneHe HeKOMepLliliHe MiANPUEMCTBO «XepPCOHCbKA MiCbKa KIIiHIYHA JKapHd IM.
€.€. Kapabenemia» XepCcoHCbKOI MiCbKOI pajiy, TTyJIbMOTeparnieBTUUHE BiJjfiiieHHs], M. XepCOH

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIUHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe, paH[jOMi30BaHe, TO/[BiliHe Criire, Myare60 KOHTPOIbOBaHe KJIiHiUHEe AOC/i/KeHHS 4
a3y A5 OLiHKK eeKTUBHOCTI Ta Oe3reyHOCTi MpU3HAuUeHoro MifKipHO T'ycenbKymaly y MallieHTiB 3
AaKTMBHUM aKCiaJlbHUM TICOPiaTUYHWM AapTPUTOM, SIKi HIKOIM He OTPUMYyBaid OiosorTiuHy Tepartito»,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», besnbris

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. renepansHoro gupexkropa /lupekropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Hoparok 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikatlis cyTTeBoi
TIOTNpaBKU

OHoB/leHMM TIPOTOKOJ KiiHiuHOTO BumpoOyBaHHs M?20-259, Bepcisi 2.0 Bix 28 BepecHs 2021 poky;
[TomoBXXeHHs Tepioly TpOBeZieHHs KIiHiuHOro BUMpoOyBaHHsA 3 17 mucromaga 2024 poky go 17
microriazia 2028 poky; KopoTka xapakTepucTHKa mikapcbkoro 3aco0by Stelara (Ustekinumab) 130 wr,
KOHLIEHTpaT [I/Is1 IPUroTyBaHHS PO34MHY AJis iHdy3ii, Bepcis Big 04 TpaBHsi 2021 poky; IHdopmaliis asis
rmarfieHTa Ta iHopMoOBaHa 3ro/ia Ha y4acTh Y HAyKOBOMY /IOC/Ti/IPKEHHI Ta HeOOOB’I3KOBOMY [IOCJTi/I)KEeHH,
Bepcis 2 Ay Ykpainu Bij 22 nuctonaza 2021 poKy, yKpaiHCBKOIO Ta poCiiicbKoro MoBamu; [HdopMmailiitiHa
KapTKa TatliedTa, gocmimkeHas M20-259 (rpyna ripuiiomy picaHkisyma0y), Bepcisi 2 Big 30 BepecHs 2021
POKY, YKpaiHCBKOIO Ta pOCiliCbKoro MoBamHM; IHdopmaliiiiHa KapTka Talji€eHTa, JOC/imKeHHs M20-259
(rpyma mipuiiomy yctekinymaOy), Bepcis 2 Big 30 Bepechs 2021 poky, yKpaiHCBKOI Ta POCIHCBKOIO
MoBamu; KapTka 3 HaragyBaHHAM [Jis TauieHTa, Bepcis 2 Big 30 BepecHs 2021 poky, yKpaiHCBKOKO Ta
pociricekoro MoBamy; IllogeHHMK [ peecTpanili pe3y/bTaTiB TeCTiB Ha BariTHICTb Ta AaHUX IPO
BBeJIeHHS J0C/Ii/I)KYBaHOTO Tpernapary B paMKax AociigkeHHs M20-259, Bepcis 1 Big 30 Bepecns 2021
POKY, YKPaiHCBKOIO Ta POCIMCBKOK MOBaMH

Howmep Ta fata Haka3sy
MO3 wopo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Hasga ki1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«baraTolieHTpoBe paHZiOMi30BaHe AoCHiKeHHS 3 ¢a3u, 1[0 MPOBOAUTLCS Y CJIMOMY [JIs OLiHIOBada
eheKTUBHOCTI Pe>KUMi 3 METOI0 BUBUEHHS picaHKi3yMaly y TOpiBHsSIHHI 3 yCTeKiHyMaOoM TIpH JTiKyBaHHi
JIOPOC/IUX TIAIliEHTIB i3 XBOopoOor KpoHa cepefHLOBa)KKOT'O UM Ba)KKOTO CTYTIEHIO TSDKKOCTI, J/IST SIKUX
Teparis IperapaTaMH, W10 TPUTHIUYIOTb AaKTUBHICTb (AKTOPy HEKpo3y IyX/JWHH, BUSIBUIAChH
HeedekTHBHOIO», M20-259, Bepcist 1.0 Big 23 mumHst 2020 poky.

3asiBHUK, KpaiHa

E66Bi Biodapmacerorikansz 'm6X, I1IBetijapis
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CrnioHcop, KpaiHa «E066Bi Tnk», CIIIA / AbbVie Inc., USA
CynyTHi —

Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
B.o. renepanbsHoro aupekropa JlupeKropary

(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopmaTok 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikaiiis cyTreBoi BKJTFOUEHHST I0/IaTKOBUX MiCIIb TTPOBE/IEHHS KTiHIYHOTO BUNIPOOYBAHHS
[I0IIpaBKU Ne [1.I.b. BigmoBiaIbHOrO AOC/IIIHUKA
/1 Ha3Ba MiClIsl TPOBe/IEHHsT K/TiHIYHOTO BUMPOOYBaHHS

1 | k.M.H. Bependyc B.A.

KoMyHanbHe HeKOMepIiiliHe TiANpPUEMCTBO «4-a MiCbKa K/iHiuHa JikapHsa M. JIbBOBa»,
BiZIliJIeHHs] IEHHOT'0 CTal{iOHapy 3 Kap/ioJIOriYHUMU JIDKKaMH, M. JIbBiB

2 | 3aB. Big. Yynpuna JI1.O.

MeauuHUM 1[eHTP TOBApUCTBa 3 0OMEXeHOI0 BiNOBifanbHICTIO «lIeHTp ciMelHOI MeJUIUHU
TUTIOC», JIIKYBa/IbHO-NPOQiIakTHUHUM mifipo3zin, M. KuiB

3 | nikap I3ai1 A.B.

MeguuHuii LIeHTP TOBapucTBa 3 0OMexeHOI BifmnoBijanbHicTio «EnmenbBeiic Megike»,
NiKyBa/bHO-NIpodiakKTUUHUMN mifApo3zia, M. Kuis

4 | nikap ITocron C.B.

MeguuHuii TIeHTP TOBApUCTBA 3 OOMeXeHO BiAmoBigambHicTIO  «Menoya-KiiHik»,
JIIKYBa/IbHO-NIPO(diIakTUUHUM Miipo3ia, M. Kuis

5 | k.M.H. CemenoBux I1.C.

HepxxaBHa ycTtaHoBa «HarjioHanbHuii iHCTUTYT Tepamii imeni JI.T. Manoi HartjioHanbHOl
akafieMii MeJUUHUX HayK YKpaiHu», Bifjia MpodilakTUKK Ta JTiKyBaHHS XBOPOO HUPOK IpU
KOMOpPOiZIHMX CTaHax, M. XapKiB

6 | a.M.H., mpo¢. CkpunHuk H.B.

KomyHanmpHe HekoMmepijifiHe migrnpueMctBo «O6/acHa KiliHiuHa JlikapHsi IBaHO-®paHKiBCHKOT
obmacHoi pagw», €HAOKPUHOJIOTiIUHe BijjineHHs, IBaHO-DpaHKIBCbKUN HalliOHATbHUN
MeJIUUHUM yHiBepcuTeT, Kade/[pa eHI0KprUHOoOoriil, M. IBaHO-PpaHKiBCbK
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Howmep Ta gata Haka3zy Ne 1586 Biz 29.07.2021

MOQO3 110710 3aTBepKeHHs

KJIiHIUHOTO BUTIPOOYBaHHS

Ha3Ba kiiHiuyHOr O «baraTolieHTpOBe, paHZiOMi30BaHe, TIO/BiliHe CJIiTie, My1areb0-KOHTPO/IbOBaHe JOC/Ti/pKeHHs a3y 2b, 110
BUTIPOOYBaHHs, KO/, MPOBOAUTLCS B Tlapajie/lbHUX TPyIax 3 MeTOK BH3HAuUeHHs [iara3oHy /03, OL[iHKK edeKTHUBHOCTI,
BepCid Ta JjaTta Ge3rmeyHocTi Ta mepeHocuMocTi 3iboTeHTaHy i [lamarsih03vMHy y TAalji€eHTiB 3 XPOHIYHOK XBOPOOOIO

HUPOK 3 OL[iHIOBAHOI LIBH/KICTIO KiayboukoBoi ¢inbrparii (olIK®) Big 20 mu/xs/1,73 M2 go 60
mi1/xB/1,73 m2», D4325C00001, Bepcis 1.0 Big 14 BepecHst 2020 poky

3asgBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CrnioHcop, KpaiHa «Actpa3eneka Ab», IlIBeris / AstraZeneca AB, Sweden
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepa/sibHOro JupeKkTopa /lupekroparty
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopmaTok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

OHoB/eHMI TIPOTOKOJ KiiHiyHOTO BUmpoOyBanHss M16-011, Bepcis 5.0 Big 01 smucromaza 2021 poky;
[Hdopmariisi ansg maijieHta Ta iHpopMoOBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/DKeHHI Ta
Heo0OB’s13KOBOMY Alocti/pkeHHi, Bepcisi 4.0 ans Ykpainu Bix 13 rpyans 2021 poky, yKpaiHCBKOO Ta
pociticbkkoro MoBamy; [H¢opMaljiiiHa KapTka maijieHTa s gociimkeHHs M16-011, Bepcis 4 Big 3
mictonaza 2021 poky, yKpaiHCBKOIO Ta POCiHICbKOK MOBaMH

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanziomizoBane mozgiiiHe cire gocmimkenHs II1 ¢a3m, a1 mopiBHSHHS nperapary Picankizymab 3
riarie6o y MarfieHTiB 3 akTUBHUM TicopiaTiyHuM apTputoM (IIcA), siki MalOTh B aHaMHe3i Hea/|eKBaTHY
BiJINOBib MPMHAMMHI Ha OAWH XBOpoOOMOuMbiKyrOunii mpoTrpeBMaTHuHui miperniapaT (XMIIPIT) abo
rioro HertepeHocuMicTh (KEEPSAKE 1)», M16-011, Bepcist 4.0 Bizg 10 BepecHs 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmackioTikans I'm6X», IlIBeitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66BI Inuk., CIITA

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. renepanbsHoro gupexkropa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Hopmatok 17

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikatlis cyTTeBoi
TIOTNpaBKU

OnoBnenunt Ilporokon kniHiuHoro pgocmimkeHHss CER-FT011-SSc01, Bepcig 2.1 Bix 01 nucronaza
2021 poky; Indopmariiiinuii 1UCTOK i opma 3roau, Bepcis V2.0UKR(uk)1.0 Big 22 rpyans 2021 poky,
nepeksaj, yKpaiHCbKo MoBow0 27 rpyzaHs 2021 poky; Indopmariiinuii nuctok i ¢dopma 3rou, Bepcis
V2.0UKR(ru)1.0 Big 22 rpygusi 2021 poky, nepeksaj pocCiiicbkoro MOBOwO Bif 27 rpyaHs 2021 poky;
Indopmariiiina kaptka mozgo BJI3 gna npenapary FT011, Bepcis 1.0UKR(uk) Big 17 BepecHst 2021 poky,
repeksaji yKpaiHCbKOl0 MoBow Bix 27 rpyans 2021 poky; IHdopmariiiHa kKapTka mjozo BJI3 s
npenapary FTO011, Bepciga 1.0UKR(ru) Big 17 BepecHss 2021 poky, mepeksiaj pPOCIiMCbKOK MOBOKO Bif
27 rpyans 2021 poky

Howmep Ta fata Hakasy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«PaHngomi3oBaHe, mozBiliHe citire, Tarie00-KOHTPOBOBaHe [AOCTiKeHHs ¢a3u Il ayia BUBUeHHS
¢dapmakokiHeTHKH, (papmakoguHaMiuHuX edekTiB i Oe3meunocti npermapary FTO011 gns mepopanabHOTO
3aCTOCYBaHHSI B YUYaCHUKIB JOC/iKeHHs1 i3 Audy3HUM CUCTeMHUM cKiepo3om», CER-FT011-SSc01,
Bepcis 1.4 Big 11 mrororo 2021 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTHielo «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Certa Therapeutics Pty Ltd, Australia

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gjupexkropa /lupexkropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Bporypa gocifHuka sikapcbkoro 3acoby SAR441344, sepcist Ne 3 Big 16 rpyasst 2021p., aHT/TiCBKOIO
MOBOH0.; 3pa30K MapKyBaHHsI BTOPHUHHOI YIaKOBKHU JOCJIi)KYBaHOTO JlikapchKoro 3acoby SAR441344 150
mr/mi abo rinae6o, Bepcisi 3 Big 25 mucronazga 2021 poKy, YKpaiHCbKOIO MOBOIO.; 3pa30K MapKyBaHHS
TIEePBUHHOI YTIAaKOBKH [IOC/Ii/IKYBaHOTO JTiKapchbKoro 3acoby SAR441344 150 mr/mn abo mariebo, Bepcist
2 Big 25 nmucronaza 2021 poky, yKpaiHCbKOK MOBOKO

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«EdekTrBHiCcTh Ta Ge3neuHicTs npernapaty SAR441344 nipu jiikyBaHHI CHCTEMHOTO UepPBOHOTO BOBYAKa:
paHoMi30BaHe, TOABiiiHe ciiine, Mialeb0-KOHTPO/IbOBaHe AOCTiKeHHs (a3u 2 Jisd TiATBepKeHHs
KoHUemnuii», ACT17010, Bepcis 1 Big 31 TpaBHs 2021 poky

3asaBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesornMaH, @paHiiis)

CynyTHi
Marepianu/mpenaparu
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

OHoB/eHU MPOTOKO KiiHiuHOTO BUnpoOyBaHHs MK -8189-008, 3 inkopriopoBaHoto moripaBkoto 03 Bif
17 rpypgus 2021 poky, aHIJIiMCBKOO MOBOIO; OHOBJIEHI PO3JiIM [OChE NOC/IIKYBaHOTO JIIKAPCHKOTO
3acoby MK-8189: P.3. Manufacture MK-8189, P.3. Manufacture Placebo for MK-8189, Ta P.3.
Manufacture Comparator (Modified)Risperidone, Bepcis 07Y77S Big 06 ciuns 2022 poky, aHI/iliCEKOI0
MOBOIO; 3ajyueHHs1 J0JATKOBOI BUPOOHWUOI [iMsIHKM [jis Tiperiapary ropiBHsHHS (Risperidone over
encapsulated): Patheon Pharmaceuticals Inc., 2110 East Galbraith Road, Cincinnati, OH 45237-1625,
USA,; 3anmyueHHs /10/[aTKOBOI BUPOOHWUOI Ai/NsSTHKY [i71s T1arie6o fo riperiaparty nopiBHsaHHA (Risperidone
over encapsulated): Mayne Pharma Inc., 1240 Sugg Parkway Greenville, NC 27834, USA; yTouHeHHs
Ha3BH Ta afipecy BUpoOHMUOi AinsgHky Ayt MK 8189 Ta mutarje6o: Patheon Pharmaceuticals Inc., 2110 East
Galbraith Road, Cincinnati, OH 45237-1625, USA; 3anyueHHs1 [[0[JaTKOBOI BUPOOHWYOI [iSIHKUA /IS
nipenapaTy nopiBHsHHS (Risperidone over encapsulated): Merck Sharp & Dohme Corp., 770 Sumneytown
Pike, West Point, PA 19486, USA; Illkasna mo3uTUBHUX Ta HeratuBHUX cuHApomiB PANSS_ Kpurepii
ouinku,Bepcis:"MRL184338_MK8189-008_PANSS-Rating_Criteria_V1_ 26May2020_RUS (UKR)",
JJ1s1 YKpaiHy pOCiHCbKOK MOBOIO

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Bipn 10.03.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta jarta

«Panziomi3oBaHe, no/BitiHe-cJiine, 3 naledbo Ta aKTUBHUM KOHTPOJIEM JIiIKyBaHHS AoCTipkeHHs 26 da3u
edekTHBHOCTI Ta Ge3neuHocti MK-8189 y maijieHTiB 3 TocTpuMm emi3ozoM m3odpenii», MK-8189-008, 3
IHKOpropoBaHoto moripaBkoro 02 Bix 24 nucronaza 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»
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CrnioHcop, KpaiHa «Mepk Illapn Eng Joym Kopmn.», gouipne nignpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honatok 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi OHOBJIEHHSI Ha3BH JIOC/TiIPKYBAHOTO JIIKAPCHKOTO 3aC00y

TIOTpPaBKU BYJIO CTAJIO
ATe3os1izymab /s MiAMIKipHOTO 3aCTOCYBaHHS | ATe30/1i3yMal [j1st MiANIKipHOTO 3aCTOCYBaHHS
(Atezolizumab SC) (Atezolizumab SC, Are3onizymab m/in Ta

rHuPH20, Atezolizumab SC plus rHuPH?20,
Are3omizymab mn/m, 1875 wr/15 wma  Ta
rHuPH20, 2000 O/1/mn).

Howmep Ta fara Haka3zy Ne 187 Big 05.02.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «PangomizoBaHe, OararoueHTpoBe, (azu IB/III pmocmimkeHHs ¢(apMakOKiHETHKM, e(eKTUBHOCTI Ta

BUTIPOOYBaHHS, KO/, 0e3rMeyHoCTi 3acTOCyBaHHS MiAIIKIPHOI ¢dopMM aTe30/1i3ymMady y TIOpiBHSHHI 3 BHYTPIIIHbOBEHHOO

BepCisi Ta jara dopmoro aTe3omizymMaby y MalieHTiB i3 paHillle JiKOBaHHUM MiCI[€BOIIOLIMPEHUM ab0 MeTacTaTHYHHUM
HeIpiOHOK/TITUHHHUM PakoM jiereHb», BP40657, Bepcis 5 Big 10 motoro 2021 p.

3asaBHUK, KpaiHa ToBapucTBO 3 06MeXXeHO0 BizinoBifanbHicTIO «Pom YkpaiHa»

CrnioHcop, KpaiHa @.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. renepa/ibHOro JupeKkTopa /{upekroparty
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Martepianu A naijieHTiB: CKpiHILIOTU eneKTpoHHOro AoAaTtky Engage (Application Screenshots Engage
At-Home - Ukrainian (Ukraine) Version 1.0 08-Dec-2021), Bepcis 1.0 Big 08 rpyans 2021 poky,
yKpaiHCbKOI0 MOBOI0; CKpiHILIOTU eneKTpoHHOTO foAatky Engage (Application Screenshots Engage At-
Home - Russian (Ukraine) Version 1.0 08-Dec-2021), Bepcis 1.0 Big 08 rpyans 2021 poky, pocificbKoro
MoBoto; Ilomituka KoHGigeHuifiHOCTI 1mog0 Bebcaiity (257697 UKR Privacy Policy 20211025 4.0
Ukrainian), Bepcis 4.0 Big 25.10.2021 poky, ykpaiHCbKOH MOBOMW; «[lonmuTrKa KOH(UIEHI[MaTbHOCTU
BeO-catita» (257697 UKR Privacy Policy 20211025 4.0 Russian), Bepcis 4.0 Bixm 25.10.2021 poky,
pociiicbkoro MoBoto; [Tonithka BukopucTanHs ¢aiiniB Cookie (UKR Cookie Policy 2021 1.0 Ukrainian),
Bepcis 1.0 Bix 2021 poky, ykpaiHCbKOr MoBoto; IlosiTika BukopuctanHs daiiniB Cookie (UKR Cookie
Policy 2021 1.0 Russian), Bepcisg 1.0 Bix 2021 poky, pociiicbKoro MOBOIO; IHCTpyKIiisi 10 BeOcaiTy 3
nizbopy mobpoBosbLiB (257697 UKR Recruitment Website 20210922 1.0 Ukrainian), Bepcist 1.0 Big 22
BepecHs1 2021 poKy, yKpaiHChKOIO MOBOIO; IHCTpyKIjisi 10 BeOcalTy 3 mifbopy mobpoBosbliiB (257697
UKR Recruitment Website 20210922 1.0 Russian), Bepcis 1.0 Big 22 BepecHsi 2021 poky, poCiiiCbKOI0
MoBoto; Bporrypa yuyacHuka gocnigpkeHHsi STARS (257697 UKR Participant Brochure 20210922 1.0
Ukrainian), Bepcis 1.0 Big 22 BepecHs 2021 poky, ykpaiHCbKOIO MOBOR; «bpoiiropa /i yuacTHUKOB
uccnenoBanuss STARS» (257697 UKR Participant Brochure 20210922 1.0 Russian), Bepcis 1.0 Big 22
BepecHs 2021 poky, pociiicbkoro MoBoio; ITocibHuk as yuacHuKa gocmimkeHass STARS (257697 UKR
Participant Study Guide 20210922 1.0 Ukrainian), Bepcis 1.0 Bix 22 BepecHsi 2021 poky, yKpaiHCHKOHO
MOBOMO; «ITocoOue ziyist yuacTHUKA O cBefeHUsIMH 00 uccienoBanun STARS» (257697 UKR Participant
Study Guide 20210922 1.0 Russian), Bepcis 1.0 Big 22 BepecHsi 2021 poKy, pOCiliCbKOIO MOBOIO;
IHdopmariist po pociimkeHHss «TpuBae Habip 0 KIiHIYHOTO AOCITIHKEHHS 3a yuyacTiO JIIOJeH, y SAKUX
TPAIISIIOTLCS TPUBAi emnijienTuuHi Hamaaw» (257697 UKR Patient Infogetter 20210922 1.0 Ukrainian),
Bepcis 1.0 Big 22 BepecHst 2021 poky, yKpaiHCbKOIO MOBOO; IH(dopmatiis npo pocnigxeHHs «[IpoBogurcs
Habop Jtofiel, UCIBITBIBAIOIIMX [JIUTE/bHbIEe STU/IeNTHYeCKUe TIPUCTYTIbI, IS yUacTUsl B KIMHHUUECKOM
rcciaenoBanumn» (257697 UKR
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Patient Infogetter 20210922 1.0 Russian), Bepcis 1.0 Big 22 BepecHsi 2021 poKy, pocCiliCbKOI0 MOBOIO;
IToctep «[ocmimkenass STARS: 6Gopimocs 3 TpuBanumu Hamajgamu pa3om» (257697 UKR Poster
20210922 1.0 Ukrainian), Bepcis 1.0 Big 22 BepecHssi 2021 poky, yKpaiHCbKOH MOBOIO; Iloctep
«UccnenoBanre STARS: o6veguanM ycunvs B 60pb0e ¢ JyIuTeNbHBIMU MPUCTYTIAMU Cyzopor» (257697
UKR Poster 20210922 1.0 Russian), Bepcisg 1.0 Big 22 BepecHss 2021 poKy, pOCiiCbKOIO MOBOIO;
[HCTpyKList 10 caiiTy HaBiraiiiHoi mporpamu s iHdbopmoBanoi 3rogu (UCB STARS (EP0162) Consent
Navigator 08-Oct-2021 v1.0 Ukrainian), Bepcisi 1.0 Big 08 >xoBTHsi 2021 poKy, yKpaiHCBKOHO MOBOIO;
[HCTpYyKIIisi 10 Beb-caiity «HaBuranus 1o coryacuro» (UCB STARS (EP0162) Consent Navigator 08-Oct-
2021 v1.0 Russian), Bepcis 1.0 Big 08 >xoBTHs 2021 poky, pociiicbkkoro MoBow; [IpoTokon 3
kopuctyBaHHs nioptanom (UCB STARS (EP0162) Patient Portal 06-Dec-2021 v1.0 Ukrainian), Bepcist 1.0
Bif 06 rpyzns 2021 poky, ykpaiHCbKoro MoBORO; IIpoTokon 3 kopuctyBanHsi noptajoMm (UCB STARS
(EP0162) Patient Portal 06-Dec-2021 v1.0 Russian), Bepcisi 1.0 Big 06 rpyzans 2021 poky, pocilicbKoo
MoOBOMO; [H(opMallisi 111040 KOpUCTYBaHHS eneKTpOHHUM IjofeHHUKOM «STARS. JlackaBo mpocumo [0
pocnimpkennss EP0162!» (EP0162 Study Version 1 July 2021), Bepcig Bix 1 numHs 2021 poky,
yKpaiHCbKOH MOBOMO; IH(opMmaliisi 111010 KOpUCTYBaHHs eleKTPOHHUM IrjofieHHUKOM «STARS. [Jobpo
rokasoBath B uccienoBanve EP0162!» (EP0162 Study Version 1 July 2021), Bepcis Big 1 numnus 2021
POKY, pocilicbkoro MoBorO; [ToKpokoBa iHCTpyKList AJis1 nayieHTiB/gorasgavis (257697 UKR Step-by-Step
Guide 20211119 2.0 Ukraine), Bepcis 2.0 Big 19 mmcromaga 2021 pokKy, YKpaiHCBKOIO MOBOLO;
«[TompobHOEe pYKOBO/CTBO [I/Isi MAlM€HTOB//IULI, OCYIIeCTB/stoNMX yXxoa» (257697 UKR Step-by-Step
Guide 20211119 2.0 Russian), Bepcis 2.0 Biz 19 ymuacronaza 2021 poky, poCiMiCbKOX MOBOIO;
«IHaWBinyanbHUM TUIaH BefleHHs maijieHTa», Bepcig 1.1 Bix 22 mucromaza 2021 poky, yKpaiHCHKORO
MOBOIO; «IHAMBIAyanbHUI T1aH BeJjleHHs MalieHTa», Bepcisa 1.1 Big 22 mucronaga 2021 poky, B pexxumi
pezlaryBaHHs1, yKpaiHCbKOI0 MOBOHO

Howmep Ta fara Haka3zy Ne 2947 Bin 30.12.2021
MO3 u10/0 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «[TopBiliHe cjtirle, paH/OMi30BaHe, TIUIal[e00-KOHTPO/LOBaHe, OaraTOL[eHTPOBe JOC/i/PKeHHS B
BUTIPOOYBaHHS, KO/, amMOy/IaTOPHUX YMOBaX y Tapajie/ibHUX Tpyrax /Js OLiHKA e(heKTUBHOCTI Ta Oe3revHoCTi rperapary
BepCisi Ta jjata CrakkaTo A/nmpasosaM y Y4YaCHUKIB JOCTi[I)KeHHSI BiKOM 12 pOKiB i crapuie 3i CTepeoTUITHUMU

TpUBa/IMMU Harnagamu», EP0162, Big 02 mvnnsa 2021 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»
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CnoHcop, KpaiHa FOCibi Biodapma EcApEn, benbrisi / UCB Biopharma SRL, Belgium

CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
B.o. reHepanbHOro AupexkTopa /JIlupekropary

(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopaTtok 22

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi MoneHHWK manjieHTa Aas peectpauii npuiiomy [JITT, Bepcisi 8.0 mo PAOS5 Big 06 rpygus 2021 p.,

TMOMNPaBKU aHIJIIMCbKOK, YKPAalHCBKOK Ta POCIMCHKOIO MOBaMM. BK/ItOUeHHs [OJATKOBUX MiCLlb TPOBe/IeHHS
KJIIHIYHOTO JOC/IiIP>KEHHS
Ne [1.I.b. BignioBiasIbHOrO AOC/IiIHUKA
n/n Ha3Ba Miclis 1TpoBe/ieHHs KJiHIYHOTO BUTIPOOYBaHHS

1 K.M.H. [lactopa .M.

XapkiBcbka K/iHiYHA JikapHs Ha 3amisHu4yHOMY TpaHcropTi Nel ¢inii «LleHTp oxoponu
3/10pPOB sI» aKL[iIOHEPHOT'O TOBAPUCTBA «YKpaiHCbKa 3a/li3HULsI», 3-€ HEBPOJIOTiuHe Bi/i/li/IeHHs,
M. XapKiB

2 | a.m.H. Mynsra O. 1.

KomyHanbHe mianpueMcTBo «BommHcpKa obacHa KitiHiuHa jikapHs» BosmHCBKOI 06s1acHOT
paji, HEBPOJIOTiuHe Bif/ieHHs, M. JIYI[bK

36i/bIIeHHsT KiZTbKOCTI OC/Ti/pKyBaHUX B YKpaini 3 170 go 200 ocib

Howmep 1a faTa Hakasy Ne 2554 Bif 09.11.2020

MO3 o0 3aTBepKeHHS

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PanziomizoBaHe, moBitiHe ciine gocmimpkeHHst 3 a3y s BUBUEHHS e(heKTHUBHOCTI Ta 0e3rmeuHOCTi

BUTIPOOYBaHHS, KO/, niperiapaty SAR442168 y nopiBHsiHHI 3 TepudayHomigom (O6amKio®) B yUaCHHUKIB 3 PeL[UIMBYHOUNMHU

Bepcis Ta fjaTa ¢dopmamu poscisiHoro cknepody (GEMINI 2)», EFC16034, 3 norpaBkoto 05, Bepcis 1 Bif 18 ymucronaga
2021p.

3asiBHUK, KpaiHa TOB «Canoi-ABeHTic YKpaiHa»
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CrnioHcop, KpaiHa Genzyme Corporation, USA ([I>xen3aiim Kopnopetimn, CIIIA)

CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii
B.o. renepanbsHoro aupekropa JlupeKropary

(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopaTok 23

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TIOTIPaBKU

OHOB/IeHHIT TPOTOKOJ KJIiHIYHOTO BWINpoOyBaHHS 3 mompaBkoro 02 Bixg 23 sgucromaga 2021 poky
aHT/TiChKOI0 MOBOI. 3MiHa Ha3BM CIIOHCOpa IMPOTOKO/Y KiiHiuHOro BUmpobyBaHHs TV45779-IMB-
30086 3 Teva Pharmaceuticals Development, Inc., CIIIA Ha Teva Pharmaceuticals, Inc., CIIIA; Bpoiypa
JOCTITHAKA [OCTiPKyBaHOTO Jlikapchbkoro 3acoby TEV-45779, pepakuist 05 Big 20 rpygas 2021 poky
aHIJIiCbKOI MOBOM; IHdopMariitinuii UCTOK mMailieHTa Ta dbopma iHdbopmoBaHoi 3roau, Bepcis 2.0 Bix
15 rpyzausi 2021 poky YyKpalHCbKOIO Ta pociiicbkoro MoBamu; IHdopmariiiiHuii muctok Ta (opma
indbopMoBaHoI 3roju A/ MAallieHTKY, sKa 3aBariTHi/la mij yac yuyacTi B Joc/i/pkeHHi, Bepcisi 2.0 Big 15
rpygHsi 2021 poky yKpaiHCbKOIWO Ta pociiicbkoro MoBamu; [HdopmauiliHuii J/UCTOK Ta Qopma
iHdopMoBaHOI 3roZiu Ha Mojanblile CIIOCTepeXKeHHsI 3a BariTHICTIO MapTHepKH, Bepcis 2.0 Bix 15 rpyaHs
2021 poKy YKpaiHCBbKOIO Ta POCIMCBKOK MOBaMH; I[HCTpyKLis [0 eeKTPOHHOrO IOZleHHUKA /ISt
nociimpkenHsi, Bepcisi 1 Bix 30 muctonaza (Tumosa Bepcisi 13 Big 23 uepBHsi 2021 poKy) yKpaiHCBKORO
MOBOI; KepiBHMLTBO [0 eJIeKTPOHHOrO W[OJ€HHUKa [/ HocCai/pkeHHs, Bepcig 1 Big 30 smcromaja
(Bepcist mabsiony 13 Big 23 uepBHs 2021 poKy) poCiliCbKOIO MOBOO; 3BiT 10 CEHCOPHOMY eKpaHy [iJIsI
yuacHMKa yKpaiHCbKoro MOBOM (YkpaiHa) (Touch Ukrainian (Ukraine) Subject Screen Report), Bepcisi 1
Bix 25 mucromaza 2021 poky YKpaiHCBKOIO MOBOK); 3BIT MO CEHCOPHOMY €KpaHy /i Y4yaCHHUKa
pociticekkoro MoBowo (YkpaiHa) (Touch Russian (Ukraine) Subject Screen Report, Bepcisi 1 Bix
29 mucronaga 2021 poKy pOCiiCbKOI0 MOBOIO; 3alyudeHHsl [0JaTKOBUX MiCLlb TIPOBeJeHHS K/IiHiuHOTO

BUIPOOYBaHHS
Ne I1.I.B. BigTIOBiI@TEHOTO JOC/TiTHUKA
n/n Ha3Ba Miclis ripoBe/ieHHs! KJiHIYHOTO BUTTPOOYBaHHS

1 | ronoBHuy nikap [Tyrau M.M.

MeauuHui I[IeHTP TOBapUCTBa 3 0OOMEXeHOI BiAMOBifja/ibHiCTIO «MeanuHa KiiHiKa
«bnaromezn», MiKyBaJbHO-/11arHOCTUYHUN MiApo37ia, M. KuiB

2 | A.M.H., pod. OcnaHosa T.C.

KomyHanmbHe HeKOMeplliliHe MipUeMCTBO XapKiBcbkKoi o6macHoi paau «O6sacHa KiiHiuHa
JIIKapH$», IyJbMO-a/IeproyioriuHe Bijzii/ieHHs 3 IMyHOJIOTIYHUMU Ta TeparieBTUYHUMHU JIDKKaMHU,
XapKiBCbKMM HallioHa/lbHUM MeJUYHUM yHiBepcuTeT, KadeApa MNpornefeBTUKU BHYTPillIHbOI
MeauHY Ne? Ta MeJICeCTPUHCTBA, M. XapKiB
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Howmep Ta gata Haka3zy Ne 254 Biz 08.02.2022

MOQO3 110710 3aTBepKeHHs

KJIiHIUHOTO BUTIPOOYBaHHS

Ha3Ba kiiHiuyHOr O «MixHapo/iHe 6araToOL[eHTPOBe paHZOMi30BaHe TIO/BiliHe CJIiTe JOC/Ti/PKeHHS /ISl OL[iHKA e(heKTHBHOCTI,
BUTIPOOYBaHHs, KOJ, (apmMakoKiHeTHKH, apMaKoJWHaMiKH, Oe3rneuHoCTi, TepeHoCUMOCTi ¥ iMyHoreHHOCTi Tiperiapaty TEV-
BepCid Ta JjaTta 45779 y nopiBHsiHHI 3 omasizymabom (KCOJIAP®/XOLAIR®) y marjieHTiB i3 XpOHIUHOIO i/1i0naTHYHOI0

KPOMMB’ SHKOIO / XPOHIUHOKO CIIOHTAHHOK KPOIMB’SIHKOKO, B SIKMX CHUMITOMM 3aXBODHOBaHHS
30epiraroTbCsi, He3Ba)KalOUM Ha JKyBaHHSI aHTWricTamiHHMMHU Tmiperiapatamu (H1)», TV45779-IMB-
30086, mpoToKos1 KiiHigyHOr0 BUpoOyBaHHs 3 monpaBkoto 01 Big 11 wepBHs 2021

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIK BIATIOBIOJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Teva Pharmaceuticals Development, Inc., CIIIA

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepartii

B.o. renepanbHoro gupexkropa /Ilupexkropary
(apmaneBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Martepianu [l y4aCHUKIB JoC/ipkeHHs: KapTka yyacHMKa K/IiHIYHOrO AocC/ai/pkeHHs, Bepcis 2.0 Big 16
rpyaHsa 2021 p., yKpaiHCBKOIO Ta POCiMCBbKOI0 MOBaMH

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 254 Bip 08.02.2022

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[IpocniekTviBHe, BigKpuTe, IUIaTGOPMHe [OC/i[)KEHHS 3 METOI TIPOBeJileHHs HACTYITHOrO
JIOBIOCTPOKOBOTO CITOCTEpe)KeHHsI 3a MalliEHTaMM 3 JIereHeBOIO TirepTeH3i€lo, sKi paHille npuiiManu
yuacTb y TiepBiCHUX iHTepBeHLiiHKX BurpoOyBaHHsix», NOPRODPAPUH3001, Bepcis 1.0 Bix 02 yepBHs
2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«fIHccen @apmarieBTKa HB»/ Janssen Pharmaceutica NV, Benbris

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro JupeKkTopa /{upekroparty
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Onosnena bpomtypa gocnignvika fysi npenapaty Cariprazine (RGH-188), Bepcis 20 Big 22 nucronaza
2021 poky aHr/iicbKor0 MOBOIO; OHOBJIEHE /I0ChE OC/IIPKYBAaHOTO Jlikapchkoro 3acoby Cariprazine 0,5
mr, 1,5 mr, 3 mr, 4,5 mr, 6 mr, TBepgi Karncyu Bif 30 muctonaza 2021 poky aHI/ilCbKOH MOBOHO

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«bararorieHTpoBe BifKpuTe 2-piuHe AOC/IiZPKeHHS 3 OLiHKMA 0e3MeYHOCTi Ta TIepeHOCUMOCTi KapinpasuHy
3 MOX/IUBICTIO BMOOpY [M[03M TNpM JiKyBaHHI wmm3odpenii y migmitkiB», RGH-188-203, Bepcis 3
nonpaBkoro 1 Bif 18 kBiTHs 2019 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Gedeon Richter Plc., Hungary (YropiuyHa)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro JupexkTopa /lupekropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopaTtok 26

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Bpourypa pgociigivka R0O4964913, Ocrelizumab/Ocrevus®, Bepcisi 20 Bix nucromaga 2021 poky,
aHIJIIMCBKOK MOBOIO; 3pa3oK KapTKU naujieHTa, Bepcia 2.0 Big 19 xoBTHsa 2021 p., aHIJIINCBKOK MOBOIO;
3pa3ok KapTku maijieHTta, Bepcisfi 2.0 Big 19 >xoBTHs 2021 p., yKpaiHCBKOIO MOBOI; 3pa3oOK KapTKU
nauieHTa, Bepcis 2.0 Biz 19 »koBTHs1 2021 p., pOCiiCbKOI0 MOBOHO

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2426 Bif 05.11.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjata

«BATATOLIEHTPOBE PAH/JOMI3OBAHE IIOJIBIMHE CJIIIE AOC/IIKEHHS 111 ®A3U 3
MOJBIMHOIO IMITALIIEI0 71T OILIHKM BE3MEYHOCTI TA E®EKTHMBHOCTI
OKPEJI3YMABY V¥ TIOPIBHAIHHI 3 ®IHTOJIMOJOM VY JITENM TA TIJJITKIB I3
PELIIMBYIOUO-PEMITYIOUMM PO3CISIHUM CKJIEPO30M», WN42086, epcisi 2 Big 27 KBiTHs
2021p

3asiBHUK, KpaiHa

ToBapuctBo 3 O6MexxeHOI BiamoBiganpHicTIO «KOHTpaKTHO-AOCTIIHUIbKA oOpraHisaiis [HHO®apwm-
YKpaiHa»

CnoHcop, KpaiHa

@. Xodbdmann-JIsa Pom JIta, HIsetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 27

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi 36i/bIIeHHST 3aTyIaHOBAHOI Ki/IbKOCTi A0CTipKyBaHuX 3 23 0 30 3a/yuyeHuX TaljieHTiB B YKpaiHi

TMOTPaBKU

Howmep Ta fara Haka3zy Ne 833 Biz 28.04.2021

MO3 o0 3aTBepKeHHS

K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sa kiiHiuHOTO «PangomizoBane, noggiiiHe citine gocimkenHs 111 ¢asu nmemOponizymaby (MK-3475) y kombiHarii 3

BUTIPOOYBaHHS, KO/, eH3a/IyTaMiZiIoM TIOPiBHSHO 3 eH3aayTaMifioM 3 Tlaleb0 y Y4YacHUKIB 3 MeTaCTaTUYHUM KacTpalliiHO-

Bepcis Ta fjaTa pe3sucTeHTHUM pakoM mnepeamixypoBoi 3amosu (mCRPC) (KEYNOTE-641)», MK-3475-641, 3
IHKOpPNOpoBaHO0 nornpaBkoro 06 Bij 12 xoBTHs 2021 poKy

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXkeHOr0 BinoBizanbHicTI0 « MCJT YKpaiHa»

CnoHcop, KpaiHa «Mepk Ilapn enp HJoym Kopm.», godipHe mignpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

B.o. renepanbHoOro gjupexkropa /lupexkropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HopmaTok 28

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

3MiHa Ha3BU MiCIIsl TPOBeJIeHHs K/TiHIUHOTO BUTIPOOYBaHHS

bYJIO

CTAJIO

J.M.H., ipo¢. JyaHiuenko O.C.

LepxaBHa ycraHoBa «IHCTUTYT 3arajibHOi Ta
HeBifgknazHol xipyprii imeni B.T. 3auuesa
HanjionaneHol  akazemii  MeJUUHHMX  HaykK
Ykpainn», BifjineHHs THiMHOI Xipyprii Ha 25
JIDKOK 3 I1ajlaTOI0 IHTeHCHUBHOI Tepamil Ha 6
JIDKOK,  XapKiBCbKa  MeJuYHa  akajemis
MiC/UTIZIOMHOI OCBiTH, Kadeapa OHKOJOTIi Ta
JUTAYOI OHKOJIOTIL, M. XapKiB

[.M.H., ipo¢. Jyaniuenko O.C.

HepxaBHa ycraHoBa «lHCTUTYT 3arajbHOI Ta
HeBigknazHol  xipyprii imeni B.T. 3alueBa
HarjionanbHO1 akazemii MeMUHUX HayK YKpaiHW»,
Bi/iflizieHHs1 Xipypriunux iHdekwii Ta yckaagHeHoi
OHKOJIOTIYHOI Tmarosiorii Ha 25 JKOK 3 IanaToro
IHTeHCMBHOI Tepamii Ha 6 JIDKOK, XapKiBCbKa
Me[WYHa akajJleMis  MiCASAUIIOMHOI  OCBITH,
kKadenpa OHKoJOTIi Ta  [AWTAYOI  OHKOJOTII,
M. XapkiB

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomiszoBane, moABiliHe citine, TIalle00-KOHTPObOBaHe fociimkeHHs III ¢a3m g1 ouiHKK
nemMOposti3ymMaby TOpiBHSAHO 3 MJianebo0 K aj’FOBAaHTHOI Teparii Mic/is omeparjii Ta ONpPOMiHEHHS B
YYaCHUKIB 3 MiCLIeBO PO3IIOBCHOKEHOK IUIOCKOK/IITUHHOK KapLMHOMOI WIKIpA 3 BUCOKUM CTyIleHeM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkopriopoBaHoto nornpaBkoro 07 Big 09 cepniHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn eny Joym Koprm.», gouipHe nianpuemctso «Mepk eHz Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
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CynyTHi —
Marepianu/rperiapatu
CYMyTHBOI Tepariii
B.o. renepanbsHoro gupexkropa /lupekropary

(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HopmaTok 29

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

C3661001 Indopmauis pgas nauieHta Ta ¢opMa iHGOpPMOBaHOI 3roj Ha yuyaCTb y HayKOBOMY
JociipkeHHi_Ykpaina_sepcis 10.10.0 Big 16 rpyans 2021 p. aHI/IilCbKOO, POCIMCBKOR0 Ta YKPaiHCHKOO
MoBamy; [ldaiizep-oHko-C3661001_TToBimomsieHHss mpo TipoBesieHHs BUNpoOyBaHHsS_Bepcis 2.0_Bizx
09 rpygus 2021 p., pasa YkpaiHd, ykpaiHcbKoro MoBow; Ildaiizep_onko_C3661001_ Kaprka-
HaraZlyBaHHsi mpo BisuTu_Bepcisa 2.0 g Ykpainu Bifg 09 rpygns 2021 p., yKpaiHCBKOK MOBORO;
TIOAMN3EP_OHKO_C3661001_ BPOIIIYPA [JI TIALIIEHTA_BEPCIA 2.0 AJ19 YKPATHUM BIJ
09 T'PYJHSA 2021 P., YKPAIHCBKOIO MOBOIO; Ildaiizep-onko-C3661001_Jluct Big nikaps
nauienty_pepcis 2.0 Big 09 rpyaus 2021 p., ans Ykpainu, ykpaiHcbkoro MoBoro; ITI®AM3EP_C3661001_
JIMCTIBKA [IJIA TIALIIEHTA_BEPCIA 2.0 [JId YKPAIHM BIA 09 TPYIHS 2021 P.
YKPATHCHEKOKO MOBOIO; Ilaiizep-onko-C3661001_JIuct Bix nikaps o nikaps_sepcis 2.0 Big
09 rpyans 2021 p., Ans YKpaiau, ykpaiHCbKor MoBow; T1daiizep_onko_C3661001_ TTocibHUK 3 HaflaHHS
indopmoBaHoi 3rogu_Bepcis 2.0 ans Ykpainu Big 09 rpyzHs 2021 p., yKpaiHCbKOW MOBOIO;
TIOAM3EP_OHKO_C3661001_ ITJIAKAT _BEPCIA 2.0 JIJIA YKPATHU BIZ 09 TPYIHS 2021 P.,
YKPATHCHEKOKO MOBOIO; Idaiizep_onko_C3661001_ KepiBHMLTBO Mo JochimkeHHIO_ Bepcis 2.0
nns Ykpainu Big 09 rpygus 2021 p., ykpaiHcbKoro MoBotro; Ildaiizep_onko_C3661001_KapTtka-nozska
MaL[i€eHTy MO AOCATHEHHIO TOJIOBUHU AOC/iIKeHHs_Bepcig 2.0 ayna Ykpainu Big 09 rpyzns 2021 p.,
YKPailHCbKOI) MOBOIO; [Ndaitzep_onko_C3661001_KapTka-riozisika TMarjieHTy Ha MOYaTKy
pocnmigkeHHsi_Bepcigs 2.0 pgna Ykpaimm  Big 09 rpygHa 2021 p., yKpalHCBKOIO  MOBOIO;
[Ndaiizep_onko_C3661001_KapTka-roisika MaljieHTy TI0 3aBepllieHHI0 A0C/ipkeHHs_Bepcis 2.0 anas
Yxpainu Big 09 rpygHsa 2021 p., yKpaiHCbKOX MOBOIO

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Bif 24.11.2021
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Has3Ba kniHiuHOrO «PO3IINPEHE [JOCJIIDKEHHA ®A3M 1/2a 31 3BUIBIIEHHAM 03U /I OLIHKU

BUTIPOOYBaHHs, KOJ, BE3IIEUHOCTI, IIEPEHOCUMOCTI, ®APMAKOKIHETUKNY, ©OAPMAKOIMHAMIKIN TA

Bepcis Ta JjaTa [TPOTUITY XJIMHHOI AKTUBHOCTI ITPEITAPATY PF-06873600 B AKOCTI MOHOTEPAIIII TA ¥
KOMBIHALIII 3 EHIOKPMHHOIO TEPAIIIEIO», C3661001, monpaeka 7 [0 MpOTOKO/y Bif 07 uepBHs
2021 poky

3asBHUK, KpaiHa [Maiizep Iuk., CHIA

CrioHcop, KpaiHa [Natizep Iuk., CIITA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary
(apmaneBTHUHOTO 3a0e3neueHHsA Isan 3A/IBOPHUX




Honatok 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikauig cyrreBoi
TIOTIPaBKU

36inblIeHHs KiTbKOCTI AOC/Ii/PKyBaHUX B YKpaiHi BiJ| mornepeHbo 3aryiaHoBaHoi 3 12 10 22 ocib

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Bip 17.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«PROCLAIM: Panpomi3oBaHe, T/arje60-KOHTPO/IbOBaHe, MOABIWHO ciire gociipkeHHs 3 ¢a3u Ajis
OLIiIHKM POMIIIJIOCTUMY TIPY JIIKyBaHHI BHUK/IMKAHOI XiMiOTeparti€to TPOMOOIUTOTIeHii y Talli€HTiB, TKUM
MPOBOZATh XiMioTepariito AJisi JiKyBaHHS HeApPiOHOK/IITUHHOTO PaKy JiereHb, PaKy SIEUHHKIB ab0 paky
MOJIOYHOI 3a103u», 20170770, Bepcis 9.0 iHKopriopoBaHuM nonpaBkow 8 Bifg 29 nmnHsg 2021 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTHieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. renepansHoro gupexkropa /Ilupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopaTok 31

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi [MofoB)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUNIPOOyBaHHs B YKpaiHi 0 30 uepBHst 2022 poKy
TIOTpPaBKU
Howmep Ta fara Haka3zy Ne 490 Big 05.05.2017

MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «Bigkpure, paHgOMi30BaHe, 0OaraTOI|EHTPOBE, KOHTPOJIbOBAHe MAOC/i/KeHHS (a3u 3 A1  OIliHKM
BUTIPOOYBaHHS, KO/, dapMakoKiHeTUKU Ta (apMaKoJUHAMIKU eZloKcabaHy i [y TIOpiBHSHHS e(eKTUBHOCTI Ta Oe3rmeuHOCTi
Bepcis Ta fjaTa eflokcabaHy 3i cTaHJapTHUM JIiKyBaHHSM aHTUKOATy/IsTHTAMU Y Tle[iaTpPUYHUX Talli€HTIB Bi/l HApOKeHHs

o BiKy MeHile 18 pokiB i3 migTBep/yKeHOI BeHO3HOH TpoMbembosiero (BTE)», DU176b-D-U312,
Bepcis 4.0 Bix 08 uepsHsa 2021 poky

3asgBHUK, KpaiHa ITignpremctBo 3 100% iHo3emHor0 iHBecTuLiieto «AVK’FOBIA P/IC Ykpaina»
CnoHcop, KpaiHa [Haiui Cankiio, Ink. (Daiichi Sankyo, Inc.), CIIIA

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

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




HopaTok 32

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Bbpourypa pocnignuka SEP-363856, Bepcis 11.0 Bim 07 rpyaus 2021 poky, aHI/IiMCbKOK MOBOIO;
IndopmariiiiHuii ucToK i popma indopmoBaHoi 3roau, Bepcisi V6.0UKR(uk)1.0 Big 21 ciuns 2022 poky,
repeksiaj, yKpaiHCbKOK MOBOIO Bif 26 ciunst 2022 poky; IHdopmauiiinuii 1ucTok i popma indopmoBaHOT
3roau, Bepcis V6.0UKR(ru)1.0 Big 21 ciuns 2022 poky, mepeksiaj, poOCiCbKOK MOBOKO Bif 26 ciuHs
2022 poky; Homatok 4 no [ocke mociipKyBaHOro mikapcbkoro 3aco0y SEP-363856 Bim 13 ciuns
2022 poKy, aHI/IilCbKOH0 MOBOIO

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta jarta

«PaHgomizoBaHe, moABiliHe crine, Maleb0-KOHTPO/IbOBaHe, OaraTOIleHTPOBe JOCIIi/PKEHHS, IO
MPOBOJUTLCS B MapasenbHUX TpyMax, i3 3aCTOCyBaHHSIM (piKCOBaHMX /103 [Jisl OL[iHKHA e(eKTUBHOCTI Ta
6e3neunHocTi npenapaty SEP-363856 y martjieHTiB i3 mm3odpeHieto y rocTpoMy NCUXOTUUHOMY eIli30fi»,
SEP361-301, Bepcis 4.00 3 iHKopnopoBaHOI CyTTeBOR nonpaBkoro 3.00 Big 26 ciuns 2021 poky

3asgBHUK, KpaiHa

Iianpuemcrso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA PJ/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®@apmackroTikasnc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopaTok 33

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikatlis cyTTeBoi
TIOTNpaBKU

bpomypa pocnigauka SEP-363856, Bepcis 11.0 Big 07 rpygus 2021 poKy, aHIJIIMCBKOK MOBORO;
[HdopmariiiiHuii ucToK i hopma inpopmoBaHoi 3roau, Bepcis V5.0UKR(uk)1.0 Big 21 ciunsa 2022 poky,
repeksa/; yKpaiHCbKOK MOBOO Bif 25 ciuns 2022 poky; IHndopmariiiHuii 11McToK i popma iHpopmoBaHoOi
sroau, Bepcis V5.0UKR(ru)1.0 Big 21 ciunsa 2022 poky, mepek/iaj, poCiliCbKOK MOBOIO Bif 25 ciuHs
2022 poky; Homatok 4 no [locke mociipKyBaHOTO jikapchbkoro 3acody SEP-363856 Bim 13 ciuns
2022 poKy, aHT/TiCbKOI0 MOBOO

Howmep Ta fata Haka3sy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«PaHgomizoBaHe, mojBiliHe cime, TUIalle00-KOHTPO/IbOBaHe, OaraToleHTpoBe OC/i/PKEeHHS, II[0
MPOBOAUTLCS B TMapasie/lbHUX TpyMax, i3 3acToCcyBaHHSIM (pikCOBaHUX /03 [Jisi OL[iHKKA e(eKTUBHOCTI Ta
6e3mneurocTi rperapaty SEP-363856 y mailieHTiB i3 mm3odpeHieo y rocTpoMy MCUXOTUYHOMY €ITi30/i»,
SEP361-302, Bepcisg 3.00 3 iHKOpnopoBaHOw CyTTeBOO nonpaBkoro 2.00 Bix 26 ciunsa 2021 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTHielo «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«CyHoBioH ®@apmacktoTikanc [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. renepanbHoOro gupexropa /lupexkropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HopaTtok 34

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikatlis cyTTeBoi
TIOTNpaBKU

bpomypa pocnigauka SEP-363856, Bepcis 11.0 Big 07 rpygus 2021 poKy, aHIJIIMCBKOK MOBORO;
[HdopmariitiHuii ucToK i hopma inpopmoBaHoi 3roau, Bepcis V6.0UKR(uk)1.0 Big 21 ciunsa 2022 poky,
nepeksaj; yKpaiHCbKOK MOBOO Bifi 26 ciuns 2022 poky; IHndopmariiiuii 11cToK i popma iHpopmoBaHoOi
sroau, Bepcis V6.0UKR(ru)1.0 Big 21 ciuns 2022 poky, mepek/iaj, poCiliCbKOK MOBOIO Bif 26 ciuHs
2022 poky; Homatok 4 no [locke mociipKyBaHOTO jikapchbkoro 3acody SEP-363856 Bim 13 ciuns
2022 poKy, aHT/TiCbKOI0 MOBOO

Howmep Ta fata Haka3sy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«BigkpuTe po3iivpeHe J0OCTiKeHHS /11 OL[iIHKK 0e31eyHOoCTi Ta epeHoCHMOCTi TiperiapaTy SEP-363856
y maujieHTiB i3 mm3odpeHieto», SEP361-303, Bepcis 3.01 3 iHKOpIIOpOBaHOI HECYTTEBOIO TOMPABKOIO
2.00 Big 25 ciuns 2021 poky

3asgBHUK, KpaiHa

Iianpuemcrso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJ/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apmacekroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopmaTok 35

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Bbpourypa pocnignuka SEP-363856, Bepcis 11.0 Bim 07 rpyaus 2021 poky, aHI/IiMCbKOK MOBOIO;
IndopmariiiiHuii ucToK i popma indopmoBaHoi 3roau, Bepcisi V6.0UKR(uk)1.0 Big 21 ciuns 2022 poky,
repeksiaj, yKpaiHCbKOK MOBOIO Bif 26 ciunst 2022 poky; IHdopmauiiinuii 1ucTok i popma indopmoBaHOT
3roau, Bepcis V6.0UKR(ru)1.0 Big 21 ciuns 2022 poky, mepeksiaj, poOCiCbKOK MOBOKO Bif 26 ciuHs
2022 poky

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 662 Biz 16.03.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanH/ioMi30BaHe, TMO/[BiliHe CJlife JOC/iIKeHHsS, II[0 TIPOBOAUTHLCS 3 BHUKOPHUCTAaHHSIM aKTUBHOTO
Tipernapary B SIKOCTi KOHTPOJIIO Jjisl OL[iHKH JJOBIOTPHBAJIOi 6e3rmeuHoCTi i mepeHOCHMOCTI riperiapaty SEP-
363856 y mauienTiB i3 mmsodpeniero», SEP361-304, Bepcis 3.00 3 iHKOPHOPOBAaHOK CYTTEBOHO
nioripaBkoro 2.00 Big 14 ciung 2021 poky

3asiBHUK, KpaiHa

ITignpremctBo 3 100% iHo3emHor0 iHBecTuLiielo «AVIK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

«CyHoBioH ®apmacekroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIITIA

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. renepanbsHoro gupexkropa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopaTtok 36

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/yKeHHsI CYyTTEBUX IOMPABOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi
TOTIPaBKU

Ownonena Bpourypa gocmigavka mikapcekoro 3acody CSL112 (amosinornporein A-I [apoA-I]), Bepcis 13
Biz 18 ciuns 2022 poky

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomizoBaHe, 6araTorieHTpOBe, MO/BiliHe ciiine, ryialie00-KOHTPOIbOBaHe JO0CiPKeHHs TPeThoi (a3u
y TlapajielbHUX Tpymnax [y BUBUeHHs eeKTUBHOCTI Ta Oe3meku mperapaty CSL112 y marjieHTiB 3
rOCTPpUM KOpOHapHUM cuHzpomom», CSL112_3001, sepcis 3 nonpaskoro 1 Bif 10 BepecHst 2019 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BifnoizansHicTI0 «JIABKOPII K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»

CrioHcop, KpaiHa

CSL Behring LLC, United States

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

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




HopmaTok 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi 3MiHa Ha3BM MiCIIsl POBe/IeHHsI BUTTPOOYBaHHS
TIOTpPaBKU BYJIO CTAJIO
nipog. [Toranos B.O. npog. ITotanos B.O.
KomyHanbHe HeKoMeplliliHe nignpuemMcTtBo | KomyHanbHe  HekoMmepliiiiHe — TIiJTIPUEMCTBO

«Micpkuii monoroBuit 0y quHOK Nel» JIHIMPOBCHKOT | «Micbkuii  monoroBuii  OyguHOK ~ Nel»
MiCbKOI pajiy, AOIOJIOTOBUM MiApo3ia 3 nikkamu | JIHIMPOBCBKOI MiCbKOI paju, [OMOJIOTOBUM
JIeHHOro  cTauioHapy, /lep)kaBHMW  3ak/jaj | MiJpPO3Ai1 3 JIKKaMM [JeHHOTO CTallioHapy,

«[IHinponeTrpoBcbka MeAuuHa akagemiss MO3 | [JHINpOBCbKU Jlep>KaBHUMN MeJMUHUI
Ykpainu», kKadeapa akyliepcTBa i TiHeKOOrii, | yHiBepcUTeT, Kadezapa aKyIlepcTsa i
M. [THinpo riHekoJorii, M. JTHiripo
Howmep Ta gata Hakazy Ne 1143 Big 15.05.2020
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS
Hasga kniiHiuHOrO «bararoueHTpoBe, TOABIMHE Cjine, 3 TMOJABIMHOK IMiTalli€l0, paHAOMi30BaHe  JJOC/Ii/I)KeHHS
BUIPOOYBaHHs, KO/, KOHTpAL|eNTUBHOI e(heKTUBHOCTI, TIepeHOCUMOCTi Ta Oe3meuHocTi riperapaty LPRI-424 (mieHorect 2 mr /
BepcCis Ta jara etuHinectpagion 0,02 Mr) mpu 3aCTOCYBaHHiI BIPOJIOBX ZeB’ATH LUKJIIB y TIOPiBHSHHI 3 KOMOiHAI[i€0
apocriipeHoH 3 mr / etuHiiectpagion 0,02 mr» , LPRI-424/302, ocratouHa Bepcig 2.0, 20.04.2021
3asiBHUK, KpaiHa «Ckoyn Intepremnn AI'», HimeyurHa
CrioHcop, KpaiHa «Yemo Pezepu C.JI.» (Chemo Research S.L.), Icrianis
CymnyTHi —
Marepianu/rperiapaTu

CYMyTHBOI Tepariii
B.o. reHepa/jbHOr0 ANpeKTOpa JlupeKTopary
(apMareBTUUHOTrO 3a0e3MeueHHA Ian 3A/IBOPHUX




HonaTok 38

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi Bpoirypa pocnignuka JlinocomaneHuii ipuHoTeKaH A7s iH’ekwii, Bepcist 15.0 Big 16 rpyans 2021 poky,

TIOIIPaBKU aHIJIIICBKOK MOBOO

Howmep 1a faTa Hakasy Ne 2006 Big 02.10.2019

MO3 o0 3aTBepKeHHS

K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sa kiiHiuHOTO «PanzomisoBaHe, BizkpuTe focimkeHHs ¢asu 3 i3 BUBUEHHs iH’ €KL[iHOTO J1iM0COMa/ibHOTO ipUHOTEeKaHy

BUTIPOOYBaHHS, KO/, (OHIBAW/I®) mMopiBHAHO 3 TOMOTEKAHOM Yy TIALEHTIB i3 ApDIOHOKMITHHHUM paKOM JiereHi, SKHUM

Bepcis Ta fjaTa nporpecyBaB miJ, yac abo Micsisi Tepariii Mepioi JiiHil Ha OCHOBI MpemnapaTiB raTuHU», MM-398-01-03-
04, Bepcis 8.0 Bix 07 >koBTHsA 2021 poKy

3asiBHUK, KpaiHa Iianpuemcrso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa Ipsen Bioscience Inc., CIIIA

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro JupeKkTopa /{upekroparty
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Honatok 39

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «I1po npoBefieHHs KIiHIYHHUX
BUTPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBeP)KEHHS CYTTEBUX MONPaBOK»
13.03.2022 Ne 475

InenTudikariis cyTreBoi [MTogoB)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUNIPOOyBaHHs B YKpaiHi 70 30 uepHst 2023 poky
TIOTpPaBKU
Howmep 1a faTa Hakasy Ne 1849 Big 11.08.2020

MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sa kiiHiuHOTO Panziomi3oBaHe 1o/iBiiHe crirne 6araTolieHTpoBe AOCTipKeHHsT Ga3u 3 /17151 OpiBHSIHHS e(eKTUBHOCTI Ta

BUTIPOOYBaHHS, KO/, 6e3meunocTi niperapary FYB203, 3anporioHoBaHoro 6ioaHanora adibepcenTy, Ta npenapaty AWmis® y

BepCisi Ta jara MaifieHTiB i3 HeoBacKy/IsIPHOIO BiKoBOIO Makysoauctpodiero (MAGELLAN-AMD), FYB203-03-01,
Bepcid 2.0 Bix 16 rpyaHsa 2019 poky

3asiBHUK, KpaiHa Iianpuemcrso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa Bioeq GmbH, Germany

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro JupeKkTopa /{upekroparty
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




HopaTok 40
[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30POB’S

Ykpainu «IIpo npoBeseHHs KIiHIYHKUX
BUITPOOYBaHb JIiIKapChKUX 3ac00iB

Ta 3aTBep/)KeHHsI CyTTEBUX MOIMPaBOK»
13.03.2022 Ne 475

[nenTudikaiiisi cyTTeBoi
TMOTPaBKU

Bpotirypa st mocmigHyKa 3 rpernapaty tadacutamad (MOR00208), pemakiiist Nel6 Big 21 rpyaus 2021 p.

Howmep Ta fara Haka3y
MO3 o0 3aTBepyKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«bararorieHTpoBe paHJOMi30BaHe, TOZABIMHO Crine, maleb0-KOHTposboBaHe aociimkeHHs 111 da3u 3
METOIO OL[iHKK e()eKTUBHOCTI Ta Oe3meuHOCTi JliKyBaHHs TadacuTamaboM y TO€QHAHHI 3 JieHa/TiZoMizom
JlofaTtkoBo 1o ximiorepartil 3a cxemoro R-CHOP y nopiBHsAHHI 3 ximioTeparieto 3a cxemoro R-CHOP y
MalieHTiB 3 yrepille BUsB/IeHOH Audy3HO B-kpynHokiiTuHHOW niMdomoro (IBKJI), ski paniie He
MIPOXO/IU/IM JTIKYBaHHS 3a I[UM TTOKa3aHHSM i BXOZSTBH /0 TPYNM BHUCOKOTO MPOMiXKHOTO ab0 BHCOKOTO
pu3uky», MOR208C310, octatouHa pezakiiisi 4.0 Big 17 yepBHs 2021 p.

3asgBHUK, KpaiHa

TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«MoppoCuc AI'» [MorphoSys AG], HimeuunHa

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepa/iibHOro JupeKkTopa /{upekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




