Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[lomanpie BigKpuTe AOCTIKEHHS (asu 2 i OIIHKK JOBTOTPUBAIOr0 MPOQUII0 OE3MeYHOCTI Ta
edexkTuBHOCTI penapary ABX464 npu 3acTocyBaHHi y 1031 25 M OZIMH pa3 Ha ICHb NaIll€HTaMH 13 aKTHBHUM

BHPA3KOBHM KOJIITOM CEPEAHBOTO Ta TSIKKOTO CTYIEHIO», Koa gociimkenHs ABX464-108, ocraTouna Bepcis
1.0, 01.09.2021

3asiBHUK, KpaiHa

«Ckoyn Inrepuentan Al'», Himeuunna

CnoHcop, kpaiHa

ABIVAX, ®paniis

[Tepenik mocimimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

ABX464 (ABX464; SUB184487; ABX464); karcyna; 25 mr minirpam(u); Delpharm Lille SAS, ®panuis;
Creapharm Clinical Supplies, ®@pantis; Creapharm Clinical Supplies, @paniis

Binmosinansumii (1)
JTOCJTITHUK (M) Ta Micle
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) 3aB. Big. Pe3nikosa B./I.

KomynaneHe HekoMmepiiiiHe mianpueMcTBo «Micbka kiiHiuHA JikapHsS Nel3» XapkiBCcbKOi MICBKOI pajau,
racTpOCHTEPOJIOT uHE BIIIUIEHHS CTAI[lOHAPHOI TOMTOMOTH, M. XapKiB

2) 3aB. BiA. Adanacwena ['.1.

KomyHanbHe HekoMepliiiHe MiIIpUueEMCTBO «XepCOHChbKa MichKa KiliHIYHA JikapHs iM. €.€. Kapabenema
XepCcoHCHKOT MICBKO1 pajiu, raCTpOTEpaNeBTUYHE BIIIUIEHHS, M. XEpCOH

3) 3aB. Big. Xomacenko O.M.

Komynansne mianpueMctBo «JlHIMponeTpoBchka obOsacHa kiaiHIYHA JikapHa 1Mm. LI MeunukoBay
JIHIpomneTpoBCchKoi 001aCHOT pau», BIAIUIEHHS TaCTPOCHTEPOIIOTii Ta remaroorii, M. J{Himpo

4) x.m.H. [lanienxo O.T.

KomynanbHe HexoMepuiliHe mianpueMcTBo «Mickka kiiHiuHa jgikapHsa Ne2 imeni npod. O.O. [amimoBa»
XapkiBChKOI MICBbKOI pajiyd, IPOKTOJIOTIYHE BIAALIEHHS, M. XapKiB

5) 3aB. Bia. banmunpkwmii B.B.

KomyHnansHe HEKOMepIliiHE MiAMPUEMCTBO «XMEIbHHIIPKAa OOJlacHa JKapHS» XMEIbHHUIIBKOI 00JacHOT
paau, TPOKTOJIOTIUHE BIIUICHHS, M. XMETbHHUIIBKUI

6) k.mM.H. KoBaisip B.1.

KomyHnanbHe HekomepliiiHe mianpueMcTBo «Uepkacbka obiacHa jikapHs Yepkachkoi o0iacHOI panm»,
MIPOKTOJIOTIYHE BIA/IJICHHS, M. Yepkacu
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[IpenapaTty nMopiBHAHHS,
BUPOOHHK Ta KpaiHa

CymytHi
MaTepianu/mpenaparu
CYIyTHBOI Teparii

1. JTaGopaTopHi Habopu Ta BUTpaTHI MaTepiaid O HUX I MPOBEICHHS aHAi3iB (KIiHIYHA TeMaTOoJIOTis,
Oloximist KpoBi, Mapkepu ceprieBoi pyHkiii, miRNA-124, dhekanbHUI KaabIPOTEKTHH), 110 OyAyTh HaJaHI
neHtpanpHor0 nadoparopiero LKF, Himeuumna (Laboratorium fur Klinische Forschung GmBH)
- HaGip muist 3pa3kiB KpoBi 1S aHATI3y IMapaMeTpiB Oe3neKu

- Habip nmst 3paskiB amist aHanizy peKalbHOTO KalbIPOTEKTUH

- HaGip myst anamizy mapkepiB cepiieBoi (yHKIII.

2. JlaGoparopHi Habopu Ta BHTpATHI MaTepiaju J0 HHUX JJs mpoBeldeHHsS aHamiziB miR124 modulation,
Cell&Co, @paniris.

3. HaGopwu [u1st TeCTy Ha BariTHICTh i3 CEYEI0

4. EnextponHi Min/max TepMOMETpU KOHTPOIIIO TeMiieparypu 36epiranns J1JI3 ta GiomoriyHuX 3pa3Kis.

5. IpyxoBani MaTepianu: ONUTYBaJIbHHUKH, Ta00paTOpHE KEPIBHULITBO, IHCTPYKIIii, KAPTKH MAIli€HTA.
Kommnanis, sika Ji€ 3a JOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Ha BBE3EHHS JOCTIKYBaHUX JIKapChKUX 3ac00iB Ta
cynythix Matepianis TOBAPHMCTBO 3 OBMEXEHOIO BIJIIIOBIJAJIBHICTIO «BOPJIJBAI]
KJITHIKAJI TPAUIC-YKP».

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




JonaToxk 2

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aC001B

Ta 3aTBEPKEHHSI CYTTEBUX MOMPABOKY
8.02.2022 Ne 254

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«BAT'TATOLHEHTPOBE BIAKPUTE HEKOHTPOJIbOBAHE JOCJII/DKEHHSA ®A3U1 11 /1A OLIHKU
OAPMAKOKIHETHKMH, E®EKTHUBHOCTI, BE3IIEYHOCTI, INEPEHOCHUMOCTI TA
OAPMAKOAMHAMIKN  CATPAJII3YMABY VvV TMAHIEHTIB  JUTAYOIO  BIKY I3
3AXBOPIOBAHHSM CIIEKTPY OIITUKOHEBPOMICIITY 3 AHTUTUIAMU 10 AQP4», xon
nocmipkenass WN41733, sepcis 2 Big 09 mucronaga 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BiamopimambHicTio «KoHTpakTHO-/locmiaaunpka Opranizamis IaHODapM-
Ykpaina»

CnoHcop, kpaiHa

«®D. Xobhdmann-JIs Pomr JItay (F. Hoffmann-La Roche Ltd), [lIBetinapis

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

carpanizyma0 (Satralizumab; SA237; Enspryng) (RO5333787; Satralizumab); po3uun mis in’exuiit y
nornepeanbo 3anoBHenomy mmpuii Nel; 120 wmr/mi; Chugai Pharma Manufacturing Co, Japan;
Chugai Pharma Manufacturing Co., Ltd. / Chugai Pharmaceutical Co., Ltd, Japan; F.Hoffmann-La Roche AG,
Switzerland; Catalent Pharma Solutions LLC, USA; Genentech, Inc., USA; DHL Solutions Fashion GmbH,
Germany; Roche Pharma AG, Germany;

carpainizyma0 (Satralizumab; SA237, Enspryng) (RO5333787; 533-3787/F01-06; Satralizumab); po3uun st
0’ eIl y momnepenHbo 3amoBHeHoMy mmpuiri Nel; 60 mr/0,5 mi; Chugai Pharma Manufacturing Co, Japan;
Chugai Pharma Manufacturing Co., Ltd. / Chugai Pharmaceutical Co., Ltd, Japan; F.Hoffmann-La Roche AG,
Switzerland; Catalent Pharma Solutions LLC, USA; Genentech, Inc., USA; DHL Solutions Fashion GmbH,
Germany; Roche Pharma AG, Germany

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUNIPOOyBaHHA B YKpaiHi

1) k.m.H. Kupruenko B. /1.
KomyHasbHe HeKoMepLiiHe MiInpueMcTBO «BiHHUIbKA 00J1acHA KITIHIYHA ICUXOHEBPOJIOTIYHA JIIKapHS 1M.
akan. O.1. FlOmenka Binaunpkoi o6macuoi Panny, nutsue neBposioriuae BiaaiieHas No4, M. Binuuis

[IpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa
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CynyTHi
Mmarepianu/mpenapaTi
CyMyTHBOI Tepamii

- JJaboparopui Habopu

- Kimuarui nearpudyru

- Mopo3uibH1 KaMepH 3 TeMIEpaTypHUM pexuMoM -70°C

- [ukyOarTopu J71s1 TECTIB Ha TyOEPKYIH0O3

- OcBiTiIIOBaYi TaOJIUIb TSI IEPEBIPKU 30py

- Tabnui Ta iHIIe 00IaHAHHS JJI IEPEBIPKH 30y

- Enexrpokapmiorpadu Ta KOMIUIEKTYIOU1 10 HAX

- Kaprtkwu, Opornrypu, OykJIeTH Ta iHII APYKOBaHI MaTepialiv JJIs MAIliEHTIB Ta iX 0aThKIB
- Hakuietiku, oniBii, OpeH0BaHi JUCTICHCEPH AJIs JICUKOIIJIACTUPIB, TUIAIIKU U1 BOAH, CYMKHU
- Neurostatus DVD niis HaBUaabHUX MaTepialiB

- Neurostatus EDSS 6ykuiet asis TpeHiHTY

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




JonaTok 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«ocmimkenns ¢a3u 3 moao 6e3meyHocTi Ta eheKTUBHOCTI JIKCIBanTaHa Cepe/i yYaCHUKIB 3 ayTOCOMHO-
JIOMIHAHTHOIO TOJIIKICTO3HOIO XBOPOOOIO HHUPOK, SIKE CKJIAAA€ThCs 3 1-piuHOi MOABIHHOI ciimoi mianedo-
KOHTPOJIbOBAHOI paHaoMi30BaHOi (a3u 1 1-piuHoi BigkpuToi daszm», koa mociimkenas PA-ADPKD-301,
Bepcis 1.0 Bix 30 yepBHst 2021 poky

3asBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa

«[Tammanio Biocaencec Iuk.» (Palladio Biosciences Inc.), CIITA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

JlikciBanran (0C23 a6o VPA-985 a6o BIIB030; CL 347 985); kancyna; 50 mr; Pharmaceutical Manufacturing
Research Services, Inc., CIIIA; AndersonBrecon Inc. (komepmiiitie naiimenyBanus PCl Pharma Services),
CHIA; Millmount Healthcare Limited (xomepuiiine HaiimenyBauus PCI Pharma Services), Ipianmis;
ITnane6o mo JlikciBanmrany, kamcyna; Pharmaceutical Manufacturing Research Services, Inc., CIIA;
AndersonBrecon Inc. (komepiiiiine HaiimenyBanusi PCl Pharma Services), CIIIA; Millmount Healthcare
Limited (xomepitiiine HaiimenyBantsi PCl Pharma Services), Ipnanist

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) 3aB. Bix. Tepemienko H.O.

Komynanene HexomepiiiiHe mianpueMcTBo «Yepkacbka oOiiacHa JikapHs Yepkacbkoi 0OMacHOl paau,
BiJUIUICHHSI HedpoJIorii Ta fianizy, M. Yepkacu

2) n.m.H., ipod. Hynap 1.O.

KomyHnanbHe HekoMepuiiiHe nianpueMcTBo «KuiBcbkHUii MiCbKUHM IEHTP HepoJIorii Ta 1iani3y» BUKOHABYOTO
oprany KwuiBcekoi micbkoi paau (KuiBcbkoi MICBKOI JepkaBHOI aAMIHICTpallli), BIIIUIEHHS TOCHITaIbHOT
Hedpoutorii Ta aianizy Nel 3 kaGiHeToMm npuitomy amMOynaTOpHUX XBopux, M. Kuis

3) 3aB. nentpom [luBoBaposa H.II.

KomyHanbHe HekomepliiiiHe miAnpueMcTBo «BiHHMIbKAa oOnacHa KiiHiuHA JikapHs iM. M.I. Iluporosa
Binaunpkoi obnacHoi panm», O6macuuit llenTp Hedpororii Ta aiamizy, HepposoriyHe BiJAUICHHS,
M. Binaung

4) k.M.H. I'onneBceka O.M.

KomynansHe HekoMepIriifHe mianprueMcTBo «MichbKa KITiHIYHA JiKapHs MIBUKOI Ta HEB1IKJIATHOI METUIHOT
nornomoru M. mpod. O.I. MemaniHoBa» XapkiBCbKOi MICbKOI pajy, TepameBTHYHE BinaiuieHHs Nel 3
He(POJIOTIYHUMHU JIDKKAMH, M. XapKiB
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5) a.M.H., ipod. Maptuntok JL.II.

Komynanbne Hexomepiiiiine mignpuemMcTBo «TepHONiIbChKa YHIBEpCHUTETChKA JIKapHs» TepHOMiIbChKOT
obnacHO1 paau, HedpoJoTiuHe BiAAUICHHS, TEepPHONMUILCHKUI HalllOHATLHUNA MEIUYHUN YHIBEPCHUTET 1IMEHI
[.41. TopbadyeBcbkoro MiHicTepcTBa OXOpOHH 3/0pOB'st YKpaiHu, Kadeapa BHYTPIIIHbOT MeauuuHu Ne3,
M. TepHOMLIB

6) 3aB. nuentpom Jleryn O.M.

Komynanene Hexkomepuiiine mignmpuemctBo «OOnacHa kiiHIYHA JikapHs IBaHO-PpaHKIBCHKOI 00JacHOT
panuy, Llentp Hedpoorii, mianizy Ta TpaHcIUIaHTalil, M. IBaHo-PpaHKiBCbK

[lpenapaty mopiBHSHHSA, | —

BUPOOHHMK Ta KpaiHa
CynyTHi KommnaHis, sika i€ 3a TOBIPEHICTIO, SIKY HaJlaB CIIOHCOP UM 3assBHUK Ha BBE3CHHS JOCIIIKYBAaHUX JIKAPCHKUX
Marepianu/mpenapaTu 3aco0iB Ta cymyTHix MarepianiB: «IMII Jlorictuka» (IMP Logistics), Ykpaina

CYNyTHBOI Tepamnii

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




Jonmarox 4

110 Haka3y MiHicTepCcTBa OXOPOHU 37I0POB’S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PangomizoBane, moJBiWHE ciine, MmIane00-KOHTPOIbLOBAHE JOCHIMKEHHS 3 ¢a3u 3 METOW OIIHKH
6e3meynocTi Ta edpextuBHOCcTi npenapary KarXT sk aa'toHKTHBHOI Teparii y Mali€eHTiB i3 HEJOCTATHHO
KOHTPOJIbOBAHMMH CUMIITOMaMu 130 peHii», kox gociimkenus KAR-012, Bepcis 2.0 Big 15 sxoTHs 2021

POKy

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexenoro BiamopimamehicTio «KoHTpakTHO-/locmigaunpka Opranizamis IaHODapM-
YkpaiHa»

CnoHcop, kpaiHa

«Kapyna Tepansrotike, Iak.» (Karuna Therapeutics, Inc.), CIIIA

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

KarXT, KarXT (kcanomenin/tpocmiro xmnopun), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin TtapTtpar (xanomeline tartrate), Tpocmito xmopua (Trospium chloride);
Kcanomenin (Xanomeline), Tpocmito xmopun (Trospium chloride)); xancynm; 20 kamcyn B OJicTepHiit
ymakosili; 50/20 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA; Eurofins
Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA,

[Tnare6o mo KarXT, KarXT 50/20 wmr; (kcanomemin/Tpocmiro xmopum), KarXT (xanomeline/trospium
chloride); xancynu; 20 kancyn B OmictepHiii ymakosiii; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA;

KarXT, KarXT (kcanomenin/tpocmiro xmnopun), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin taptpar (xanomeline tartrate), Tpocmito xiopua (Trospium chloride);
Kcanomenin (Xanomeline), Tpocnito xnopun (Trospium chloride)); xancynu; 20 xancyn B OmicTepHiit
ymakosiii; 75/20 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA,; Eurofins
Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA,

[Tnane6o mo KarXT, KarXT 75/20 wmr; (kcanomenin/Tpocmito xmopua), KarXT (xanomeline/trospium
chloride), karncynu; 20 kancyn B OmictepHiii ymakosii; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA,

KarXT, KarXT (kcanomenin/tpocmiro xmopuna), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin Ttaptpat (xanomeline tartrate), Tpocmito xmopua (Trospium chloride);
Kcanomenin (Xanomeline), Tpocnito xnopun (Trospium chloride)); xamcynu; 20 xancyn B OmicTepHii
ymakoiii; 100/20 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
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Eurofins Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA;

[Tnane6o mo KarXT, KarXT 100/20 wmr; (kxcanomenin/tpocmito xmopun), KarXT (xanomeline/trospium
chloride), xamcynu; 20 kancyn B Omicrepniii ymakosiii; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA;

KarXT, KarXT (xcanomenin/tpocmiro xmopua), KarXT (xanomeline/trospium chloride) (Kcanomenin
(Xanomeline), Kcanomenin Ttaptpatr (Xanomeline tartrate), Tpocmito xmopua (Trospium chloride);
Kcanomenin (Xanomeline), Tpocmito xmopua (Trospium chloride)); kamcynau; 20 kancyn B OicTepHii
ymakosili; 125/30 mr; Catalent Pharma Solutions, LLC, USA; Catalent Pharma Solutions, LLC, USA;
Eurofins Lancaster Laboratories Inc., United States; AMPAC Fine Chemicals, USA;

[Tnane6o mo KarXT, KarXT 125/30 mr; (kxcanomenin/tpocmito xmopuna), KarXT (xanomeline/trospium
chloride), karncynu; 20 kancyn B Omictepniii ymakosiy; Catalent Pharma Solutions, LLC, USA; Catalent
Pharma Solutions, LLC, USA; AMPAC Fine Chemicals, USA

Binmosinansumii (1)
JIOCJIITHUK (M) Ta MicCLIe
(s1) mpoBeACHHS
BUIIPOOYBaHHS B YKpaiH1

1) nupexrop Kocenkona 1.B.

KomynanbHe HekomepiiiiHe mignpueMcTBo «Yepkacbka oOiiacHa TmcuxiaTpuyHa ikapHsS Yepkachkoi
obacHOT panny, )xiHoue BiaaiiaeHHs Ne 11, gonosive BigminenHs Ne 12, m. Cmina, Yepkacbka 001acTh

2) n.M.H., ipod. Jlincekuii 1.B.

KomyHanbHe HekoMmepIliiiHe miaAnprueMcTBO XapKiBCbKOi 00acHOi paau «Ob6iacHa KIIiHIYHA MIcUXiaTpuyHa
nikapHs Ne3y, 3-Te ncuxiaTpuyHe BIAIICHHS 1715 T0POCINX, M. XapKiB

3) a.m.H. [TycroBoiit M.M.

KomynaneHe HekomepuiliHe mignpueMcTBo «lIpukaprnarcbkuil 00MacHUN KIIHIYHUNA LEHTpP IMCHUXIYHOTO
310poB's IBaHO-PpaHKIBCbKOI 00JIACHOI pajam», CTalliloHapHE BiaauieHHs Ne7 MIaHOBOro JIIKyBaHHS 3
repiaTpUYHUMU JIKKaMH, [BaHo-DpaHKIBCHKUI HAlllOHAIbHUN METMYHUM YHIBEpCUTET, Kaderpa ncuxiarpii,
HapKOJIOTii Ta MeIUYHOi rcuxoorii, M. IBano-dpaHKiBCbK

4) 3aB. Bi., K.M.H. Pomanis O.I1.

KomyHanbHe HekoMepliiiHe MiANpHEMCTBO «3aKapnarcbkuii OOJacCHUM MEIWYHHUH LEHTP ICHXIYHOTO
3/10pOB'sl Ta METUIIMHU 3aJISKHOCTE» 3akapnarcbkoi 001acHOT paiy, ICUX1aTpUYHE BIAIIICHHS, M. YKIopo.l
5) x.m.H. CBiTiimuna O.B.

KomyHnansHe HEKOMepITiHE TAIPHEMCTBO XapKiBChKOi 00sacHOil panu «ObnacHa KIIHIYHA TICUXIaTPUYHA
nikapHs Ne3y, 14-te ncuxiaTpudHe BiUTUICHHS I JOPOCTUX, M. XapKiB

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




3 IIPOJOBXKEHHS JoJaTKa 4

KomyHanpHe HekoMmepiliiiHe MiaNpUEMCTBO «TepHOMIbChbKAa O00JIaCHA KJIiHIYHA IICMXOHEBPOJIOTIUHA
nikapHs» TepHomiIbChKoi 001acHOi paau, ncuxiarpuyHe BigaiieHHs Ne2 (4onoBiue), ICUXiaTpU4He

BigmimeHHs  Ne6  (kiHoue), TepHOMUIBCHKUN  HAI[IOHAIBHMA  MEAUYHHA  YHIBEPCUTET  IMEHI
I.4. TopbGaueBchkoro MiHicTepcTBa OXOpPOHH 3/10pOB'sl YKpaiHu, kadeapa mcuxiarpii, Hapkojorii Ta
Mean4yHO1 ricuxosorii, M. TepHomias

7) ren. nupektop Bonomryk A.€.

KomyHnaibHe HekoMmepitiitHe mianpueMcTBo «Onechkuil 00JaCHUN MEIMYHHUE IICHTP TICHXIYHOTO 37I0POB’ S
Onecbkoi obmacHoi paam, BigaiteHas Ne 2, M. Oneca

8) reH. nupekTop, 3aci. Jikap Ykpainu 3ine0epOnar .M.

Komynanene Hekomepuiiine mianpuemMctBo KwuiBchkoi oOmacHoi pamm  «OO6iacHe TCHXiaTpUYHO-
HapKoJIOTiyHEe MeanYHe 00’ eaHaHHs», YojoBiue BipaineHHs Ne 10, xinoue BigaiieHHs Ne 2, cmT. ['ieBaxa,
KwuiBcrka 001acTh

[Ipenapatu nopiBHAHHS,
BUPOOHHMK Ta KpaiHa

CynytHi
MaTepiajau/npenapaTu

CYIyTHBOI Tepartii

- JIaGopaTopHi Habopu;

- TecTu Ha BariTHICTEH;

- EnexkTpoHHi miuaHmeTH, cMapTQOHH, IPOTH KUBJIECHHS;
- Lenrprdyru;

- Enextpokapaiorpadu;

- Min-Makc TepmMomMeTpy;

- lpykoBaHi MaTepiaiu JiIs Mali€HTIB;

- JIpykoBaHi Matepiaiu JJisi JOCIITHUKIB

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




Jlomarok 5

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«Binkpute, po3mMpeHe MOCHIIKEHHS 3 OJHIEI TPYNOK JIKYBaHHS JJIsi BHBYEHHS JOBTOCTPOKOBOI
6e3neunocti npenapary Bl 425809 mpu mpwmitomi oauH pa3 Ha q00y B MAIiEHTIB 13 MU30QpPEHi€r0, SKi
3aBepUIMIIM y4yacTh y momnepenHix gociimkeHHsx III ¢aszu npemapary BI 425809 (CONNEX-X)», xox
nocmipkenns 1346-0014, sepcist 1.0 Big 15 6epesnst 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«bepinrep Iarenpxaiim PLIB I'm6X enn Ko KI'», ABctpis / Boehringer Ingelheim RCV GmbH & Co KG,
Austria, CT Disclosure & Data Transparency, Germany

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Bl 425809 (Bl 425809; Bl 425809; Bl 425809); TabieTku, BKPUTI ITIBKOBOIO 00010HKO0; 10 Mr (Mimirpam);
Boehringer Ingelheim Pharma GmbH & Co. KG, Germany/Himeuunna; Almac Clinical Services (Ireland)
Limited, Ireland/Ipnanmis; Almac Clinical Services Limited, United Kingdom/Benuka bpuranis; Almac
Clinical Services, LLC, USA/CIIA; Fisher Clinical Services GmbH, Switzerland/ [lIseiinapis; Labor LS SE
& Co. KG, Germany/Himeuunna; Fisher Clinical Services GmbH, Germany/Himeuunna

Binmosimansauii (1)
JTOCJTITHUK (M) Ta Micle
(s) mpoBeIeHHS
BUIIPOOYBaHHS B YKpaiHi

1) x.m.H. [lenucos €.M.

Komynanene HexkomepuiiiHe mianpueMctBo «OOjacHa KiIiHIYHA IcuxiaTpuyHa JiikapHs KipoBorpanacekoi
o0jacHOi paaw», TICHXOHEBPOJOTiYHE MAWCIaHCEepHE BigaineHHs, cMT. Hoe, M. KponuBHUIIbKHIA,
KipoBorpanceka 0011.

2) a.M.H., ipod. [Tigkopuros B.C.

JlepxaBHa ycTraHoBa «IHCTHTYT HEBPOJIOTii, rcuxiatpii Ta Hapkosorii HarioHanbHOi akagemii MeIMUYHHUX
HayK YKpaiHu», BIAILT KITIHIYHOT, COI[IaNbHOI Ta TUTAYOI IcuXiaTpii, M. XapkKiB

3) ren. nupektop Bonomyk A.€.

KomynansHe HekoMepItiitHe mianpueMcTBO «Oechkuii 001acHU MEIUYHUHN HEHTP MCUXIYHOTO 37J0POB s
Onecwkoi o6sacHOi paam, BiptieHHs Ne 2, M. Oneca

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa




2 IIPOJIOBKEHHS 10AaTKa 5

CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX




JlonaTok 6

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«PangomizoBaHe, oABIHHE CIIiIe, MI1are00-KOHTPOJIbOBAHE JOCTIHKCHHS Y TapalIeIbHUX TpyHax I OLIHKH
e(EeKTUBHOCTI, O€3MEYHOCTI Ta NEPEHOCUMOCTI JTyBaJaKCUCTATy Y MAII€HTIB 3 KOTHITUBHUMU ITOPYILICHHIMH,
OB’ SI3aHUMU 3 MU30(PEHI€I0, 3 MONATBIINM MEPIOIOM BIAKPUTOTO JiKyBaHHS», Ko HochimkenHs NBI-
1065844-CIAS2023, 3 inkoprnopoBaHoto nornpaskoto 1.0 Bix 24 Bepecus 2021 poky

3asBHUK, KpaiHa

[TinnmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«Hpropokpun Baiiocaencis, Ink.» (Neurocrine Biosciences, Inc.), CIHA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

JlyBamakcucrar (NBI-1065844) (NBI-1065844; TAK-831 (momepemust HazBa JIJI3); NBI-1065844);
tabnerka; 10 mr; SPERA PHARMA, Inc., Japan (B munyinomy: Takeda Pharmaceutical Company Limited,
Japan); Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical Supplies Management GmbH,
Germany; Sumika Chemical Analysis Service, Ltd. (SCAS), Japan; Catalent Pharma Solutions-RTP, USA,;
[Tnare60o no Jlyeamakcucrat (NBI-1065844), tabnetka; SPERA PHARMA, Inc., Japan (B munymomy: Takeda
Pharmaceutical Company Limited, Japan); Clinigen Clinical Supplies Management Inc., USA; Clinigen
Clinical Supplies Management GmbH, Germany; Sumika Chemical Analysis Service, Ltd. (SCAS), Japan;
Catalent Pharma Solutions-RTP, USA;

JlyBamakcucrar (NBI-1065844) (NBI-1065844; TAK-831 (momepemust HazBa JIJI3); NBI-1065844);
tabnerka; 25 mr; SPERA PHARMA, Inc., Japan (B munynomy: Takeda Pharmaceutical Company Limited,
Japan); Clinigen Clinical Supplies Management Inc., USA; Clinigen Clinical Supplies Management GmbH,
Germany; Sumika Chemical Analysis Service, Ltd. (SCAS), Japan; Catalent Pharma Solutions-RTP, USA,;
[Tnare6o no JlyBamakcucrat (NBI-1065844), tabnetka; SPERA PHARMA, Inc., Japan (B munymomy: Takeda
Pharmaceutical Company Limited, Japan); Clinigen Clinical Supplies Management Inc., USA; Clinigen
Clinical Supplies Management GmbH, Germany; Sumika Chemical Analysis Service, Ltd. (SCAS), Japan;
Catalent Pharma Solutions-RTP, USA

BianoBiganbauit (1)
JTOCTIAHUK (1) Ta Miclie
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) ren. nupexrop Bomomyk A.€.

KomynaneHe HexkomepiiiHe mianpueMcTBo «Onaechbkuil 00IacHui MEIUYHUIN LIEHTpP MCUXIYHOTO 370POB'S»
Onecbkoi obmacHoi paau, BigaineHHs Ne6 (donoBive), BigainenHs Nel2 (xiHoue), M. Oneca

2) ren. nupekrop Kosanenko B.B.

KomyHnanbHe HekoMepIiiiHe miAnprueMcTBO XapKiBChKOi 00acHOi paan «Ob6gacHa KiIiHIYHA NCUXiaTpUYHA
nikapHs Ne3y, ncuxiaTpuuHe BIJIUIEHHS IEPBUHHOTO TICUXOTHYHOTO €Mi301y, M. XapKiB
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3) nupekrop I[Manmamapuyk I1.B.

KomyHansHe HEKOMepIliiiHEe MiaIpUeEMCTBO «XEpCOHCHKUN OOJNAaCHUI 3aKiiaj 3 HaJaHHS IMCUXIaTPUYHOI
JOTIOMOTH» XEPCOHCHKOT 00JIaCHOT paju, 4oJoBiue NcuxiarpudHe BiamiaeHHs Ne3, )iHOYE TCUXiaTpUuHE
Bimnienns Nel0, m. XepcoH, c. CrenaHiBka

4) x.m.H. Jlenucos €.M.

Komynanene Hexomepuiiine mianpueMctBo «OOnacHa KiiHIUHA mcuxiarpuuHa JikapHs KipoBorpaacbkoi
obmnacHoi panu», IICUXOHEBPOJIOT1UHE JIMCTIaHCepHE BIJUILJICHHS, CMT Hoge,
M. Kponuenuupkuii, KipoBorpaaceka 0011.

5) nupexrop Kocenkosa I.B.

KomynanbHe HekomepiiiiHe mianmpueMcTBo «Yepkacbka oOJlacHa NCHXIaTpu4Ha JiKapHS YepkachKoi
o0jacHOi paau», KOHCYJIbTaTUBHO-IIaTHOCTUYHHUNA MIAPO3AUT MO aMOynaTOpHOMY OOCITYyTrOBYBaHHIO
HaceneHHs YepkachKoi 001acTi B CKIIal MpUManbHOTO BinaineHas, M. Cmina, Yepkacbka 061acTb

[Ipenapatu nopiBHAHHS,
BUPOOHHMK Ta KpaiHa

CynyTHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




Jomarox 7

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«MixHapoaHe OaraTOIICHTPOBE PaHIOMI30BaHE TMOJBIMHE CJIile JAOCTIHKCHHS JIs OMIHKA €()EKTUBHOCTI,
(bapMakoOKiHETHKH, (papMaKoIUHAMIKH, O€3MeYHOCTi, MEePeHOCHUMOCTi i iMyHOreHHOCTI npenapaty TEV-
45779 y nopiBusaHHi 3 omanizymabom (KCOJIAP®/XOLAIR®) y mamieHTiB 13 XpOHIYHOIO 1110MaTHYHOIO
KPOTIMB’ STHKOIO / XPOHIYHOIO CIIOHTAHHOO KPOITUB’THKOIO, B SIKUX CHMITTOMH 3aXBOPIOBaHHS 30€piratoThes,
HE3BaKAIOUM Ha JIKyBaHHs aHTHrictaMinHuMu npemnaparamu (H1)», xox mocnimxenns TV45779-IMB-
30086, mpoTokoa KiIiHIYHOTO BUIpoOyBaHHs 3 monpaBkoio 01 Bix 11 uepsus 2021

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO  BIATIOBIJAJIBHICTIO  «®APMACBIOTIKAJI  PICEPY
ACCOVHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CnoHcop, kpaiHa

Teva Pharmaceuticals Development, Inc., CIITA

[Tepenik mocimimKyBaHUX
JiKapChKUX 3ac00iB
Jikapcbka dopma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

TEV-45779 (Omalizumab/Omanizymad; Omalizumab); momepentHb0 3amOBHEHHE IIIIPHUIL 3 PO3YHHOM
npenapary; 150 mr/mut; Teva Pharmaceuticals Europe B.V., Hinepianau; Teva Branded Pharmaceutical
Products R&D, Inc, CIIIA; Nelson Laboratories, Inc., CIIIA; Almac Clinical Services Limited, Benuka
Bpuranist; Actavis Laboratories UT, Inc., CIITIA; Norton Healthcare Limited T/A IVAX Pharmaceuticals UK
(Teva Runcorn), O6'exnane KopomiBcTBo;

[Tnare6o n0 TEV-45779; po3unH uis i’ €KIliil y monepeIHbo HalmoBHEHOMY Impuiri; Teva Pharmaceuticals
Europe B.V., Hinepnauau; Teva Branded Pharmaceutical Products R&D, Inc, CIIIA; Nelson Laboratories,
Inc., CHIA; Actavis Laboratories UT, Inc., CIIIA; Almac Clinical Services LLC, CIITIA

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H. Pe3niuenko H.IO.

BiiicbkoBuil rocmitans (BificbkoBa yacTHa A3309) BiliCbKOBO-MEAMYHOTO KIIHIYHOTO HEeHTpy CXigHOTro
perioHy, TepaneBTUYHE BIIIUICHHS (3 HajJlaTaMu JUIsl HEBPOJIOTIYHUX Ta JIEPMATOBEHEPOJIOTTUHUX XBOPHUX ),
M. 3anopixKKs

2) n.M.H., ipod. Anapamniko FO.B.

JlikyBaJIbHO-/1IaTHOCTUYHUI IIEHTP TPUBATHOTO MIAMPUEMCTBA «ACKIEMii», MOMIKITIHIYHE BiIIICHHS,
M. YKropon

3) mikap [anarypuua O.M.

JlikyBaJIbHO-/11arHOCTUYHUI LIEHTP MPUBATHOTO MIANPUEMCTBA «ACKIENii», BIIOKPEMIIEHUN CTPYKTypHUN
nigposain (BigminenHs) Nel, m.JIpBiB

4) n.m.u. Kainames LIT.
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KomynansHe mignpueMcTBo «l-a micbka KiiHIYHA JiikapHs [lonTaBcbKoi MICBKOI paany, TepaneBTUYHE
BiguineHHs, [lonTaBChbKUil Aep)kaBHUI MEIUYHUN yHIBEPCHUTET, Kadenpa BHYTPIIIHbOI MeauuuHU Ne3 3
¢dbrusiatpiero, m. [lonTaBa

5) nikap Hopuenko JI.A.

KomyHnanbHe HeKoMepIiifHe TAMPUEMCTBO «XEpPCOHChKA MiChbKa KiTiHIYHA JIiKapHs iMeHi Adanacis 1 Onbru
Tpomninnx» XepcoHChKOi MICBKOT pajid, KOHCYJIbTaTHBHA MoikiiHika Nel, M. XepcoH

6) n.m.H. ['oryHceka [.B.

HepxaBHa ycraHoBa «lHcTUTyT OTOnapuuroiorii iM. mpod. O.C. Konomiiiuenka HarionansHoi akamemii
MEJIMYHHUX HAYK YKpaiHWy», ICHTP AJICPridYHUX 3aXBOPIOBaHb BEPXHIX JUXATbHUX IUIsIXiB, M. KuiB
[Tpenapatu nopiBasuus, | KCOJIAP/ Kconeiip® (XOLAIR); Omalizumab/Omanizymad; po3uuH Ui 1H €Ki y TONEpeaHbO
BUPOOHMK Ta KpaiHa 3anoBHeHoMY mmpuii; 150 mr/mit; Teva Pharmaceuticals Europe B.V., Hinepnanau; Almac Clinical Services
Limited, Benuka bpuranist; Genentech, Inc., CILIA; Novartis Pharma GmbH, HimeuunHa;

[Tnane6o 1o KCOJIAP/Kconetip ®( XOLAIR); po3unH ais iH’€KIIN y TONEPEAHHO HAIOBHEHOMY IITPUIIL;
Teva Pharmaceuticals Europe B.V., Hinepnanau; Teva Branded Pharmaceutical Products R&D, Inc, CIIIA;
Nelson Laboratories, Inc., CIIIA; Actavis Laboratories UT, Inc., CIIIA; Almac Clinical Services LLC, CIIIA;
CynyTtHi Hevert Dorm (diphenhydramine hydrochloride /mudenrinpaminy rigpoxiaopun); tadbnerku; 25 mr; Hevert-
Mmarepianu/npenapaTi Arzneimittel GmbH & Co. KG, Himeuunna

CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




JlonaTok 8

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«[IpocrekThBHE, BiAKpHTE, IIATGOPMHE JTOCITIKCHHS 3 METOK ITPOBEICHHS HACTYITHOTO JIOBIOCTPOKOBOI'O
CIIOCTEPEXKEHHS 32 MAIliEHTAaMH 3 JIETEHEBOIO TIMEPTEH3I€r0, SIKi paHille MpUMaNM y4acTb y TEpBICHUX
IHTEpBEHLIMHUX BUMPOOyBaHHIX», Ko nociimkenHs NOPRODPAPUH3001, Bepcis 1.0 Big 02 uepBus 2021

POKy

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

«uccen @apmaneruka HB»/ Janssen Pharmaceutica NV, benbris

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Marirentan (JNJ-67896062) (IJNJ-67896062; Macitentan, Maritenran, JNJ-67896062, JNJ-67896062-
AAA, G001, Opsumit® OmncymiT®; Macitentan (mariteHTaHn)); TabIeTKH, BKPUTI IUTIBKOBOIO 000510HKO!0; 10
mr; Janssen Pharmaceutica NV, Bensrisa; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co
KG, Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuunna,
Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IIIseiinapis;

Cenexkcimar (JNJ-67896049; Cenekcimar, Selexipag, JNJ-67896049, Uptravi®, Yurpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabneTKu, BKPUTI IUIIBKOBOK 000510HKOW0; 200 MKT;
Janssen Pharmaceutica NV, Bensris; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuuunna; Catalent
CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIsetiniapis; Catalent Pharma Solutions LLC, CIIIA;
Cenexkcinar (JNJ-67896049; Cenexcimar, Selexipag, JNJ-67896049, Uptravi®, Ynrpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabJeTKH, BKPHUTI IUTIBKOBOKO 000510HKOI0; 400 MKT;
Janssen Pharmaceutica NV, Bensris; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Catalent
CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIseiinapis; Catalent Pharma Solutions LLC, CIIIA;
Cenekcimar (JNJ-67896049; Cenekcimar, Selexipag, JNJ-67896049, Uptravi®, Yurpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TableTKH, BKPHUTI IUTIBKOBOIO 000JI0HKOIO; 600 MKT;
Janssen Pharmaceutica NV, Bensris; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH &
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Co KG, Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuuwnna;
Catalent CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IIseiinapis; Catalent Pharma Solutions LLC,
CIIA;

Cenekcimar (JNJ-67896049; Cenekcimar, Selexipag, JNJ-67896049, Uptravi®, Yurpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimnar)); TabJeTKH, BKPUTI IUIIBKOBOKO 000s10HKOI0; 800 MKT;
Janssen Pharmaceutica NV, Benbris; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Catalent
CTS, LLC, CIIA,; Fisher Clinical Services GmbH, IlIseiiapis; Catalent Pharma Solutions LLC, CIIIA;
Cenekcimar (JNJ-67896049; Cenekcimar, Selexipag, JNJ-67896049, Uptravi®, Yurpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabaeTKH, BKPHTI ILIIBKOBOIO 000510HK0M0; 1000 MKT;
Janssen Pharmaceutica NV, benbrist; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuuuna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuunna; Catalent
CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIsetiniapis; Catalent Pharma Solutions LLC, CIIIA;
Cenexkcinar (JNJ-67896049; Cenekcimar, Selexipag, JNJ-67896049, Uptravi®, Ynrpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabaeTKH, BKPUTI ILIIBKOBOIO 000s10HKOM0; 1200 M™mKT;
Janssen Pharmaceutica NV, Benbris; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuyuuna; Catalent
CTS, LLC, CIIA; Fisher Clinical Services GmbH, IlIseiinapis; Catalent Pharma Solutions LLC, CILA;
Cenekcimar (JNJ-67896049; Cenekcimar, Selexipag, JINJ-67896049, Uptravi®, Yurpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabieTKH, BKPUTI MIiBKOBOKO 000510HKO!0; 1400 MKT;
Janssen Pharmaceutica NV, benbrist; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuuuna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuunna; Catalent
CTS, LLC, CIIIA; Fisher Clinical Services GmbH, IlIsetiniapis; Catalent Pharma Solutions LLC, CIIIA;
Cenekcimar (JNJ-67896049; Cenekcimar, Selexipag, JNJ-67896049, Uptravi®, Ynrpasi®, ACT-293987/NS-
304, JNJ-67896049-AAA; Selexipag (cenekcimar)); TabieTKH, BKPUTI IIiBKOBOKO 000510HKOI0; 1600 MKT;
Janssen Pharmaceutica NV, Benbrist; SGS Institut Fresenius GmbH, Himeuunna; Excella GmbH & Co KG,
Himeuunna; Fisher Clinical Services Inc., CIIIA; Catalent Germany Schorndorf GmbH, Himeuuuna; Catalent
CTS, LLC, CIIIA,; Fisher Clinical Services GmbH, IlIgeiimapisi; Catalent Pharma Solutions LLC, CIIIA.
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BinmoBinansumii (1) 1) n.m.H., mpod. Abparamosuy O.0.
JTOCTIIHUK (M) Ta MicIIe KomynansHe HexomepiliiHe mianmpueMctBo JIbBiBChKOi oOnacHOi pamu «JIpBiBcbka oOllacHa KITiHIYHA
(s1) mpoBeACHHS JIKapHs», KapaiojoriyHe BiaaUIeHHs, JIbBIBCHKUN HAI[IOHAIIbHUA MEAUYHHHN YHIBepcuTeT iMeH1 JlaHuma

BUnpoOyBaHHsa B YKpaini | ["anunpkoro, kadeapa BHyTpimHb01 Meguiau Nel, M. JIbBiB

2) unen-kop. HAMH VYkpaiuu, a.m.H., mpod. 'aBpuciok B.K.

HepxaBHa ycranoBa «HamionanpHui iHCTHTYT GTH3iaTpii 1 myneMoHomorii imM. ®.I. SHOBCHKOTO
HarmionansHoi akagemii MeqUYHHUX HayK Y KpaiHWy», KIiHIKO-(DyHKI[IOHAIbHE BiaiieHHs, M. Kui

3) k.M.H. Bacuibena JLI.

Komynanene mianpuemMcTBo  «JIHIIPONETPOBCHKUIN  OOMACHUN  KIIHIYHMM LIEHTP Kapaioimorii Ta
Kapaioxipyprii» JIHimporneTpoBchKoi 00IacHOI pajuy, BiAIUIEHHS Kapaionorii, JJHIMPOBChKUIl 1ep:KaBHUMA
MEIMYHUN YHIBEpCUTET, Kadeapa BHYTPilHbOI Meaunuau Ne3, m. J{xinpo

[Ipenapatu mopiBHAHHA, | —

BUPOOHHUK Ta KpaiHa
CymyTHi —
MaTepianu/mpenaparu
CYNYyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

HasBa kiHI4HOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta gara

«PannomizoBaHe, MojaBiiiHE crimne, Mmuanedo-KOHTPOIbOBaHE nociikeHHs (asu 2 mpemapary VE202 B
MAII€HTIB, XBOPUX Ha BUPA3KOBUI KOJIT JIErKoro abo MOMIPHOTO CTYMEHS TSHKKOCTI», KOJ JOCIHiIKEHHS
VE202-002, opurinansHa (Bepcist 1.0) Big 09 kBitHs 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 ooMexeHoro BianoBimanbHicTIO «JIABKOPIT KJITHIKAJI JIEBEJIOIIMEHT VKPATHA»

CnoHncop, kpaiHa

«BenanTa biocasHens, Ink.» [Vedanta Biosciences, Inc.], CIITIA

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

VE202; VE202; JNJ-72537634; kancynu; 107-10* KYO/kancyna (K0JI0HIEyTBOPIOIOYi OUHUII / KaNCya);
Nordmark Pharma GmbH, Himeuunna; Cilag GmbH International Janssen Vaccines, IlIBetinapist; Millmount
Healthcare Limited, Ipmanmis; PCI Pharma Services, CIIIA; PCl Pharma Services Germany GmbH,
Himeyuyuna;

[Tnae6o mo VE202; xancynu; Nordmark Pharma GmbH, Himeuunna; Cilag GmbH International Janssen
Vaccines, Ilseiimapist; Millmount Healthcare Limited, Ipmanaist; PCI Pharma Services, CIIA; PCI
Pharma Services Germany GmbH, Himeuyunna; Boston Analytical, Inc., CIITIA

Binmosimansamii (1)
JTOCJTITHUK (M) Ta Micle
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) a.m.H., pod. denis O.1.

ObnacHe KOMyHaJIbHE HEKOMepIiiHe miAnpueMcTBO «YUepHiBelbka 00lacHa KIIIHIYHA JIKApH», MIIPO3I1T
ractpoeHreposorii, M. YepHiBui

2) K.M.H., oueHTt Omniitauk O.1.

KomyHanbHe HekoMepLiliHEe —MiJIPUEMCTBO
racTPOEHTEPOJIOTIUHE BIIJIICHHS, M. 3arOPIKKS
3) ronoBHwuii ikap [Tyrau M.M.

MenuyHuii LEHTP TOBapUCTBA 3 OOMEXKEHOW BiNMOBimanmpHICTIO «Menuuna kimiHikKa «bmaromeny,
TKyBaJIbHO-A1arHOCTUYHUH mipo3aii, M. Kuis

4) x.m.H. lexonosa 10.0.

KomyHnanbHe HekoMepuiliHe MiANpHEMCTBO XapKiBCbkoi oOiacHOi paan «OOsiacHa KIIHIYHA JIKapHS»,
racTPOEHTEPOJIOTIUHE BIIIIJICHHS, M. XapKiB

«Micbka JikapHs Ne6» 3amopi3pkoi MICBKOI  pajH,

[TpenapaTty nmopiBHAHHS,
BUPOOHUK Ta KpaiHa
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CynyTHi
Mmarepianu/mpenapaTi
CyMyTHBOI Tepamii

Bankominun, Bankominunay rigpoxiopun, VANCOCIN, Vancomycin, Vancomycin hydrochloride; kancyinu;
125 mr (mimirpam); Alcami Corporation, CIIA; Catalent CTS, LLC, CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; ANI Pharmaceuticals, Inc., CIIIA;

[Mnane6o nmo Bankominua (Bankominmuy rigpoxmopun, VANCOCIN, Vancomycin, Vancomycin
hydrochloride); kancymu; Catalent CTS, LLC, CIIIA; Catalent Germany Schorndorf GmbH, Himeuunna

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




Jonarok 10

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PangomizoBane, TMOABIWHE Cclline, IUIale00-KOHTPOIbOBaHE, OaraTroleHTpPoBe AOoCTipkeHHs (a3u 3 3
MPOJOBKEHUM BIJKPUTUM TIEPIOJOM JIKYyBaHHS Ui OIIHKH €(QEeKTHMBHOCTI Ta OE3MEeYHOCTI mpemnapary
pO3aHOMIKCi3yMad y AOpOCiINX 3 MiemiH-omiroaeHapornuTapauM raikonporein (MOG)-1gG-acomniiioBanum
JeMi€TiHI3YIOUMM 3aXBOPIOBaHHIMY, Koa nociimkeHast MOGOO01 , 3 mompaskoro 1 Big 07 Bepechs 2021 poxy

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

KOCibi biodapma EcApEmn, bensris / UCB Biopharma SRL, Belgium

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Pozanomikcizymad (UCB7665; Pozanomikcuzymad; UCB7665 Liquid Drug Product; Rozanolixizumab;
ryMaHi30BaHe MOHOKJIOHaNbHEe aHTUTIIO IgG4, ske po3poOineHe B SKOCTI 1HTiIOITOpa aKTHBHOCTI
HeoHaranbHOro FC-penienitopa no IgG (FcRn)); po3uun mst iv'exuiit; 140 mr/mon (Minirpam/mininitp); UCB
Pharma SA, Belgium / Benbrisi; Nova Laboratories Limited, UK / Benuka Bpuranis; Vetter Pharma-Fertigung
GmbH & Co. KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG, Himeuunna; Vetter Pharma-
Fertigung GmbH & Co. KG, Himeuunna; Vetter Pharma-Fertigung GmbH & Co. KG, Himeuunna; Fisher
Clinical Services GmbH, Switzerland/ HlIseiinapisi; Fisher Clinical Services GmbH, Germany/HimeuunHa;
Almac Clinical Services Limited, UK/Benuka bpuranis; DHL Solutions Fashion GmbH,
Germany/HimeuunHa;

mwiane6o 10 Pozanosmikcizymab (mrare6o no Posanomikcizyma0); po3uuH i iHQY3ii; HATPi0 XJIOPHIY
posuun 0,9 % (NaCl 0,9% wi/v saline); UCB Pharma SA, Belgium/bensris; Fisher Clinical Services GmbH,
Switzerland/IIseiinapist; Fisher Clinical Services GmbH, Germany/Himeuunna

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H., pod. HIkpodor C.1.

Komynanbne HekoMmepuiiiHe mianpueMctBo «TepHominbebka oOnacHa KiIiHIYHA TCHMXOHEBPOJIOTiYHA
nikapHs» TepHOMIbChKOI 001acHOT paau, HeBposoriune BiaieHHs Nel, TepHOMUIbChKUN HAIIOHATBHUAN
MeanuHuid yHiBepcuteT imeHi [.5I. T'opOaueBcbkoro MiHicTepcTBa OXOpPOHU 3A0pOB'S YKpainu, kadenpa
HeBpoJiorii, M. TepHOMiIb

2) k.m.H. Tomax H.B.

MenuyHui IIEHTP TOBAPUCTBA 3 OOMEXEHOIO BiIMOBINATBHICTIO «IHET-09%», M. 3anmopixoKs

[TpenapaTty nmopiBHAHHS,
BUPOOHUK Ta KpaiHa
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii
B.o. renepasibHoro aupexkropa /lupekropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jomarox 11

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«bararoueHnTpose, noBiitHe ciine, panaoMizoBane gociimpkeHHs 111 dha3u s nopiBHAHHS €(DEKTUBHOCTI Ta
oe3neku O6emzyrudany (MK-6482) 3 nembpomnizymadbom (MK-3475) abo mnanedo 3 memOpomizymabom mpu
a/1’FOBAaHTHOMY JIIKYBaHHI CBITJIOKJIITUHHOI HUPKOBO-KIITUHHOI KapuuHoMH micis HedpekTomii (MK-6482-
022)», xon mocaimkenHs MK-6482-022, 00 Bix 29 sxoBtast 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00Me)eHo10 BinoBiganbHicTIO «MCJl YKpaiHnay

Cnoncop, kpaiHa

«Mepk Hlapn enx Joym Kopm.», nouipne mianpuemctBo «Mepk enn Ko., Tak.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

MK-6482, Belzutifan, bensyrudan (MK-6482, PT2977, CK1604, WELIREG; MK-6482; Belzutifan, MK-
6482); tadbnerku; 40 mr; Almac Clinical Services, USA; Almac Clinical Services Limited, United Kingdom;
Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK
Limited, United Kingdom; Merck, Sharp and Dohme Corp., USA; Werthenstein BioPharma GmbH,
Switzerland; Patheon Inc, Canada; Bend Research Inc., USA; Merck Sharp & Dohme Corp., USA;

[Tnane6o no MK-6482 (bemsyrudan) (Llentonosa MikpokpucTaiuHa, MaHITOJ, MarHito creapar); TabJIeTKHy;
Merck, Sharp and Dohme Corp., USA; Patheon Inc, Canada; Merck Sharp & Dohme Corp., USA;
MK-3475, TTem6pomizymad, Pembrolizumab, Keytruda®, Kitpyna® (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475 (aPD-1));
CTEpUIILHUI pPO3YMH /Ul BHYTpimHboBeHHOT iH(Y3ii; 25 mr/mr; Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, United Kingdom; Merck, Sharp and Dohme Corp.,
USA,; Werthenstein BioPharma GmbH, Switzerland; MSD International GmbH T/A MSD Ireland (Carlow),
Ireland

Binnosiganeuuit (1)
JIOCJTITHUK (M) Ta MicIIe
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H., ipod. Crycp B.I1.

Komynanbne mnianpueMctBo «/lHimponerpoBcbka oOnacHa KiiHiuHa JikapHs iM. LI MeunukoBay
JlHinponeTpoBCchKoi 00JacHOT panny», BiaaeHHs yposorii Ne2 (onkosoriyne), JIHINPOBCHKUNA Iep>KaBHUN
MeIWYHHUNA yHIBEpCUTET, Kadeapa yposorii, M. [IHinpo

2) Mupekrop ITapamonos B.B.

KomyHasibHe HeKoMepLiiHe mianpueMcTBo «Yepkacbkuii 001acHUI OHKOJIOTIUHUH Tucnancep Yepkacbkoi
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obmacHoi pamu», OONacHWI IEHTP IUIACTHYHOI PEKOHCTPYKTHBHOI Ta MalOiHBa3WBHOI OHKOYPOJIOTii,
M. Yepkacu

3) 3as. Big. Hanbaumsu T.A.

KomyHansHe HekoMmepiiiiHe mianpueMcTBo «OO0JIaCHUN LEHTP OHKOJIOTI», OHKOYpOJOTIYHE BiJJUICHHS,
M. XapKiB

4) ron. nikap Kpysbko C.1.

MenuyHuii TEHTP TOBapUCTBA 3 OOMEKEHOK BiINOBINAIBHICTIO «YKPaiHCBKHH IEHTP TOMOTEpamiiy,
BIUTUICHHS XiMioTeparnii, M. KponmuBHUIIBKUT

[Ipenapatu nopiBHAHHS,
BUPOOHHMK Ta KpaiHa

CynytHi
Marepianu/mpenapaTu

CYIyTHBOI Teparii

- naboparopHi HaboOPH;

- min/max TepMomeTpu;

- iHpy3oMaTH;

- HeHTpUyTH;

- IpyKOBaH1 MaTepiaiy;

- Hocii iHdopmarii (USB drive).

Komnasnis, sika Jii€ 3a TOBIpPEHICTIO, SIKY HaJlaB CIIOHCOP YM 3asBHUK Ha BBE3CHHS JOCIHIKYBaHUX
JiKapchKUX 3aco0iB Ta cynyTHiX MarepianiB: TOB «Areniis «C.M.O.-Ykpainay.

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




JonaTtok 12

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«MixnHapoaHe, 6araToreHTpOBE, paHIO0MI30BaHe, MMOJABIMHE CIIiIe, IIane00-KOHTPOILOBAHE, JOCIIIKEHHS
HypBanymady pasom i3 Oneknymabom i [lypBanymaly pazom i3 MoHanizymMaboM y Mali€HTIiB i3 MiCLEBO
PO3MOBCIOIKEHUM HeorepabenbHUM HelpiOHOKIITHHHUM pakoM sereHs (HHPJI) 11 cranii, y sxux xBopoba
HE MporpecyBaa micis 1eiHiTHBHOI OJHOYACHOI INIATHHOBMICHOI XiMionpoMeHeBoi Tepartii (PACIFIC-9)y,
ko gocaimkenHs D9078C00001, Bepcis 2.0 Bix 11 nmucronaga 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

[Tepenik mocmimKyBaHUX
JiKapChKUX 3ac00iB
Jikapchka Gopma,
JI03YBaHHSI, BUPOOHHK,
KpaiHa

Hypsanyma6 (Durvalumab) (MEDI4736; Jlypsanyma6 (Durvalumab)); KOHIEHTpaT JUisi PO3YHHY IS
indys3ii; 50 mr/mu; AstraZeneca Nijmegen, B.V., Netherlands; Catalent Indiana, LLC, USA; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Medlmmune, LLC, USA; AstraZeneca AB, Sweden; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Catalent CTS (Edinburgh) Limited,
United Kingdom; Catalent Pharma Solutions LLC, USA; Fisher Clinical Services, USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
PTE LTD, Singapore; AstraZeneca UK Limited, United Kingdom; AstraZeneca AB, Sweden;

miane6o 1o Jypsanymatb (Durvalumab, MEDI4736) ( Hatpito xnopuay 0,9% ); po3uns mis indys3iit; JJodipae
nignpueMcTBo «Dapmatpeii», Ykpaina;

mwiare6o g0 Jypsamyma6 (Durvalumab, MEDI4736) ( rmoko3a 5%); posuwH it indysii; JlodipHe
nignpueMcTBo «Dapmatpeii», Ykpaina;

Momnanizymad (Monalizumab) (IPH2201; Mownanizyma6 (Monalizumab)); mopomiok ajist po3duHy ist
iHdys3iit; 375 mr; AstraZeneca Nijmegen, B.V., Netherlands; Medimmune, LLC, USA; Almac Clinical
Services, USA; Almac Clinical Services Limited, United Kingdom; Catalent CTS (Edinburgh) Limited,
United Kingdom; Catalent Pharma Solutions LLC, USA; Fisher Clinical Services, USA; Fisher Clinical
Services UK Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
PTE LTD, Singapore; AstraZeneca UK Limited, United Kingdom; AstraZeneca AB, Sweden; Fisher Clinical
Services GmbH, Germany;

Omnexnyma6 (Oleclumab) (MEDI9447; Onexnyma6 (Oleclumab)); koHtieHTpar asst po3unny st iHdy3ii;
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100 mr/mur; AstraZeneca Nijmegen, B.V., Netherlands; Medimmune, LLC, USA; Catalent CTS (Edinburgh)
Limited, United Kingdom; Catalent Pharma Solutions LLC, USA; Fisher Clinical Services, USA; Fisher
Clinical Services UK Limited, United Kingdom; AstraZeneca UK Limited, United Kingdom; AstraZeneca
AB, Sweden

Binmosinansumii (1)
JIOCJIITHUK (M) Ta MicCLIe
(s1) mpoBeACHHS
BUNIPOOYBaHHA B YKpaiHi

1) nikap 3y6 O.B.

KomyHnanbne HekomepiiiiiHe mianpueMcTBO «YepHITIBCBKUM MEIUYHUN LEHTP CydYacHOi OHKOJIOTii»
UYepHiriBcbKoi 00J1aCHOT pajin, BIIIIJICHHS KJIIHIYHOT OHKOJIOTIT Ta TiHeKouorii, M. UepHiriB

2) nikap [Imura O.1O.

Mennunuii neHTp «YHiBepcalbHa KiiHiKa «OO0epir» TOoBapucTBa 3 OOMEXKCHOK BiJANOBIJAIBHICTIO
«Kanrany, KITiHIKO-KOHCYJIbTATUBHE BiUICHHS, M. KuiB

3) n.m.H., ipod. dyauivenko O.C.

HepxaBHa ycraHoBa «lHCTHTYT 3araibHOI Ta HeBimkiamHOi Xipyprii imeni B.T. 3alineBa HamionanbHO1
akajzieMii MeAMYHUX HayK YKpaiHu», BIAUIEHHS THIHOT Xipyprii Ha 25 JTIXKOK 3 IaJlaTor0 IHTEHCUBHOI Tepamil
Ha 6 JKOK, XapKiBChbKa MEIUYHA aKaJeMis MICISIUIUIOMHOI OCBITH, Kadeapa OHKOJIOTIi Ta AMTIUOL
OHKOJIOTi1, M. XapKiB

4) ron. nikap Kpyssko C.1.

MenuyHuii LEHTp TOBapuUCTBA 3 OOMEKEHOK BIJNOBIJAIBHICTIO «YKpaiHCBKMH LEHTP TOMOTEpamii»,
BIIIJIEHHA XiMioTepamnii, M. KponuBHHUIIbKUI

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiajau/mpenaparu

CYIYTHBOI Teparii

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




Jonatox 13

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«Bigkpure, 6araroneHTpPOBE, MDKHAPOAHE IOCTIIKEHHS €(PEKTHBHOCTI, OE3MEYHOCTI Ta TMEPEHOCUMOCTI
npenapary bioBen, BupoOouuurBa TOB «biodapma Ilnazmay, y mami€eHTiB TUTSIYOTO BIKY 3 XPOHIUHOIO
nepBUHHOIW0 iMyHHOIO TpomOouwmrtoneHiero (ITII)», xon mochimkenus 2021-BV-CITP-BP, Bepcis 1.1 Bix
16.09.2021

3asBHUK, KpaiHa

TOB «bIO®APMA TIJIA3BMAY», Ykpaina

CnoHncop, kpaiHa

TOB «bBIO®APMA TIJIABMAY», Ykpaina

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

bioen (Human normal immunoglobulin for intravenous administration); po3uuH mist iHdys3ii; 1 mu
npenapary MICTHTb iMyHOTJIOOYITiH JIIOIUHU HOpMaJIbHUM 0,1 T;
0,1 v/ mi; TOB «BIODAPMA TIJIA3SMAY, Ykpaina

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) nixap ITocmiTroxa [.B.

KomyHnanbHe mianpueMcTBO «JIHINMpONeTpoBCchbKka obslacHa AWUTAYA KIIHIYHA JIKapHs» J{HIMPONneTpoBChKOi
00JacHO1 pau», OHKOTeMaTOJOTIYHUM LEeHTp, M. J{H1po

2) 3aB. Bia. boponin A.B.

KomyHanbHe HekoMepIiiiHe MiAIPUEMCTBO «3aropi3bka oOJacHa KIIIHIYHA AUTSYA JIIKapHA» 3amopi3bKoi
00JacHOi pajy, reMaToJOTIYHE BIAIIICHHS, M. 3allOPIXKKs

3) mikap Pwxko S1.JL.

KomyHnanbHe mnianpueMcTBo «BonuHCbKE o0sacHe TepUTOpialbHE MeAMYHE OO0 €AHAaHHS 3aXHCTy
MaTEepPUHCTBA 1 TUTUHCTBAa» BONMHCHKOI 00J1acHOT paau, BIAIIIIEHHS JUTAY01 OHKO-reMaToiorii, M. JIympk
4) x.m.H. [umbamtok-Bomnommn LIT.

Komynanene Hexkomepriiiine mignpuemctBo JIpBiBchkoi O6macHoi Pamm  «3axigHOYKpaiHCHKHIMA
Creliali30BaHui AUTAYMA MEIUYHUM LIEHTp», BIIIUIEHHS TeMaTosorii Ta IHTEHCHBHOI XiMmioTeparii,
M. JIpBIB

5) 3aB. Bix. Mosnonens H.B.

KomynaneHe Hexomepiiiiine mianpueMctBo «Onmecbka oOjacHa auTAYa KiiHIYHA JikapHs» OpechKoi
o0JacHOi paauy, BIAAUICHHS JUTsI401 reMaTonorii, M. Oneca
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6) 1.m.H., mpod. Maxkeesa H.1.

KomyHnansHe HEekoMepItiiHe mianprueMcTBO «MicbKa KiliHIYHA auTsda jdikapHs Nel6y» XapkiBChbKOi MICBKOT
panu, reMaroJIoTi4He BiAiIeHHs, XapKiBChbKUN HAIllOHAJTBHUNA MEIUYHUIN YHIBEpCHUTET, Kadeapa nemiaTpii
Ne2, M. XapkiB

7) nikap MoBuan-Bepuuny6 O.B.

KomyHnaneHe HexkomepliiiHEe MiAIPUEMCTBO «XMeJIbHHUIIbKAa OOJacHa IuTsA4a JiKapHS» XMeIbHUIBKOT
00JacHOT paju, BIIIITICHHS] OHKOTeMaToTii, M. XMeIbHUIIbKHIA

8) 3aB. nientpom ['myxapesa O.B.

KomyHnanbHe HekomepItiiiHe mianpueMcTBO «UepkachbKkuii 00JacHUN OHKOJIOTIYHUN aucnancep YepkacbKoi
o0yacHOi paauy», o0JacCHHUM LIEHTP OUTAYOI OHKOJOTIi Ta reMaTojorii 3 JKKaMHu JI€HHOTO NepeOyBaHHS,
M. Uepkacu

9) nikap Axupos M.B.

KomyHnaneHe HEKoMepIliiHe mianpueMcTBo «MuKomaiBchka oOONacHa JAWTSYa KIIIHIYHA JTIKApHSD)
MukomnaiBcbkoi 00J1aCHOT pajau, BIAJIJIEHHS OHKOI'€MAaTOJIOTil 3 OJIOKaMH BHCOKOI030BOI 1HTEHCHUBHOI
noJiXiMioTeparii Ta 10- Ta MiCAITPAHCILIAHTAIIITHOTO CYIIpOBOAY, M. MHKoJIaiB

10) 3as. Bix. boxiit J1.T.

Komynanene mnignpueMctBo «PiBHEHCbka oOnacHa JuTsA4a JikapHsS» PiBHEHChKOi 00jacHOi panu,
OHKOJIOT1YHHM LEeHTp, M. PiBHe

11) 3aB. Bia. Hukurenko JI.K.

KomyHnanbhe HexkoMepuiiine nianpuemMctBo CyMcbkoi o0macHoi paan «O06nacHa AWTAYa KIHIYHA JIKApHI»,
BiIIeHHs remaTosiorii, M. Cymu

12) 3aB. Bin. [TaBienko €.M.

KomyHnanbHe HekomepuiiiHe mianpueMcTBo «YepHiriBcbka oOnacHa JuTs4a JiKapHA» UYepHIriBChbKOi
o0JacHOi paju, reMaToJIOT14He BiAAUIeHHS, M. UepHIriB

13) 3aB. Bia. [Ipucsokaiok O.0.

KomynansHe HexomepiriiiHe mianmpueMcTBO «BiHHHWIIBKA OONacHa AUTSAYa KITIHIYHA JIKapHA BiHHHUIBKOT
00J1acHOI painy», OHKOTeMaTOJIOTIYHe BiAIiIJIeHHs, M. BiHHUIIs

[TpenapaTty nMopiBHAHHS,
BUPOOHUK Ta KpaiHa

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Honatok 14

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi OHoBNeHUI TPOTOKOJI KIiHiYHOrO BHIpoOyBaHHS, Bepcis 2.0 Bim 03.11.2021, aHrmiiCbKOIO MOBOIO;
IIOIIPABKH Onosnenuid CHHOIICUC TMPOTOKONY KIIiHIYHOTO BUnpoOyBaHHd, Bepcis 2.0 Bix 03.11.2021, ykpaiHChKOIO

MOBOIO; 30UTBIIEHHS TPUBAJIOCTI IPOBEIECHHS AOCITIKEHHS B YKpaiHi 3 6 10 8 micsui; [Hpopmaris mis
MAIiEHTIB 1 3roJla Ha y4acTh B KJIiHIYHOMY BurpoOyBaHHi, Bepcis 2.0 Big 03.11.2021 p., ykpaiHChbKOIO
MOBOIO; BKITIOUEHHSI TI01aTKOBUX MiCIlb TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS:
No I1.1.B. BiAIIOBiaJILHOT'O JOCHITHUKA

n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1 I.M.H., npo¢. Kosanenko C.B.

Ob6nacHe KOMyHaIbHE HEKOMEpIIiifHe MmiAnprueMcTBO «UepHiBelbka 001acHa KIIiHIUHA JIKapHs,
T1JIPO31T MyJIbMOHOJIOTI{, M. YepHiBIIi

2 3aB. ¢imii Jlumap 10.B.

KomynaneHe HekoMepiiiiHe nignpueMcTBo «KOHCYNIbTaTUBHO-I1aTHOCTUYHUI — LEHTP»
JlecHsiHChKOTO paiiony M. KueBa, BiJUIIIEHHS IGHHOTO cTarioHapy, M. Kuis

3 kepiBHUK Llentpy I'yk C.A.

Kniniuna nikapua «@eoganis» JlepxaBHoro ympasiiHHS cnpaBamu, LleHTp pecnipatopHoi
MEJUIIMHU Ta ajeproiorii, M. Kuis

Howmep Ta nata Hakazy No 2147 Bix 04.10.2021
MO3 110110 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ha3ga xiiHiuHOTO «®Paza Il BunpoOyBaHHA /Ui OLIHKM IEPEHOCUMOCTI, Oe3neku Ta e(EeKTUBHOCTI CYOJIIHTBaJIbHOI

BUIIPOOYBaHHS, KOJ, IMyHOTeparnii y Hali€eHTiB, [0 CTPaXkJaloTh Ha ajeprito Ha muwiok Oepe3m», SL-361A, Bepcis 1.0 Bin
Bepcis Ta Jara 14.04.2021
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3asBHUK, KpaiHa

POKCAJIJI Meaiuin I'M6X, HimMmeuunna

Cnoncop, kpaina

POKCAJIJI Meaiuin I'M6X, HimMmeuunna

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepasibnoro aupexkropa /lupekropary
(apManeBTHYHOTO 3a0e3MeYeHHs

Isan 3AZIBOPHUX



Honatok 15

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi Omnosnenuii nporokon nociikenHs PN-943-03, nompaska 4 Big 08 sxoBTHS 2021 poKy, aHTIIHCHKOIO
MOTPaBKH MOBOIO
Howmep Ta nata Hakazy Ne 1849 Bin 11.08.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PangomizoBaHe, 0OaraToleHTPOBE, MOJBIMHE cClline, IJIane00-KOHTPOIbOBaHE JOCTIIKeHHS dasu 2 B
BUIIPOOYBaHHS, KOJI, napajeIbHUX IPYyMax 3 METOO OIIHKH O€31eYHOCTI i ehekTUBHOCTI Tipemapatry PN-943 npu nepopaisHOMY
Bepcis Ta gaTa 3aCTOCYBaHHI y MAIli€HTIB 3 aKTUBHUM BUPA3KOBUM KOJITOM MOMIPHOTO 200 Ba)KKOTO CTYIEHS TSKKOCTI,
PN-943-03, monpaska 3 Big 31 gumas 2020 poky
3asBHUK, KpaiHa TOB «Kniniuni nociipkeHHss AKoH», YKpaina
Cnoncop, kpaiHa Protagonist Therapeutics, Inc, USA/ IIpotaronict Tepan'totuke, Ink., CILIA
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTtok 16

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBneHui MpoToKo KiIiHiYHOTO BUnpoOyBanus AEZS-130-P02, Bepcist 2.0 Bix 23 BepecHst 2021 poky;
Omnosnena bporrypa mocaigHuka sl AOCHIHKYBAHOTO JIiKapchkoro 3aco0y Marrimopenin (AEZS-130),
Buganus 9.0 Bing 17 munus 2021 poky; [ndopmanist ans 6atbkiB manienta ta ®@opma iHbhopMoBaHOi 3roau
Mojenb Uit Ykpaiau, Bepcis 2.0 Big 26 nuctonana 2021 poxy (yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH);
[adopmaris nns yuacuuka ta @opma iHhOpMOBaHOT 3roau AJs YYACHHKIB, SIKUM BUIOBHHIIOCS 18 pokiB
MiJ] 9ac JOCIiPKeHHS, MOJIeNb uia YKpainu, Bepcis 2.0 Big 26 mucronanga 2021 poky (YKpaiHCBKOIO Ta
pociiicbkoro MoBaMu); [Hopmartis ans yuacHuka ta @opma 3roau sl yYaCHHUKIB BIKOM Bij 5 10 6 POKIB,
Mojenb Uit Ykpaiau, Bepcis 2.0 Big 26 nuctonana 2021 poxy (yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH);
Iadopmariis ans yuacHuka ta @opma 3rou A y4acHHKIB BikoM BiJ 7 10 10 pokiB, Mojess s YKpainu,
Bepcis 2.0 Bix 26 nuctonana 2021 poxy (ykpaiHChKOIO Ta pOCiiCbKOI0 MOBaMH); IHdopmarist Ay yyacHUKA
ta @opma 3roau Ans ydacHUKiB BikoMm Bif 11 mo 13 pokiB, momens mis Ykpainu, Bepcis 2.0 Bim 26
mucrtonaaa 2021 poxy (yKpaiHChKOIO Ta poCiiichkor0 MoBaMH ); [Hdopmartis 11 yuacHuka ta @opma 3roau
JUIS YYacCHUKIB BikoM Bif 14 no 17 poki, moaens i Ykpainu, Bepcis 2.0 Bix 26 nuctonana 2021 poxky
(YkpaiHChKOIO Ta pociiicbkoo MoBamu); OHoBieHe CHpolleHe AO0Che ISl MIpernapariB MOPIBHSHHS:
ApriHiny riapoxnopun, in’exuiss, USP, po3unn s iHdy3ii (komepuiiiauii npenapar R-Gene® 10), ta
Knoninuny rigpoxnopus (komepuiiinuii npenapatr CATAPRESAN® 75), tabnerku, Bepcist 4.0 Big 09
BepecHs 2021 poky; 3amyueHHs JIIKapCbKOro 3aco0y, sIKUM HE € 10CIIKYBAaHUM JIIKapChbKUM 3aCO00M, AJIs
BUKOPUCTAaHHS y JaHOMY KJIIHIYHOMY BUIIpoOyBaHHi, a came: Ectpodem, 1 Mr, TabieTku, BKpUTI IITIBKOBOIO
o6omnonkoro (Bupooruku: Novo Nordisk A/S, danis; EuDC - European Distribution Center, Himeuunna);
Crporiene ocke A Jikapcbkoro 3aco0y Ectpodem, 1 mr, TabneTku, BKpUTI MIIIBKOBOIO OOOJIOHKOIO,
Bepcis 2.0 Bix 11 gepBHs 2021 poky; 3pa3ku MapKyBaHHS JUIsl Jiikapcbkoro 3acody Ectpodem, 1 wr,
TabJIETKH, BKPUTI TUTIBKOBOIO OOOJIOHKOIO, 30BHIIIHBOI Ta BHYTPIIIHBOI YIaKOBKH (YKpaiHCHKOI MOBOIO);
BxuroueHHs1 J0JaTKOBOTO MiCLis TPOBEIEHHS KIIHIYHOTO BUIIPOOYBAaHHS




MPOJIOBXKEHHS toAaTka 16

I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA
HasBa micus nmpoBeeHHs KIIHIYHOTO BUIIPOOYBaHHS

1. I.M.H., ipod. YpOanosuu A. M.

BigaiaeHHs, M. JIbBiB

KomyHnansHe HekoMepIiiiHe mianpueMcTBo JIbBiBChKOI 00macHOi paau «JIpBiBChKuUi 00IacHUM
JepKaBHUAN KIIHIYHUH JIKyBaJIbHO-A1arHOCTUYHUI €HJOKPUHOJIOTTYHUI LEHTP», MOJIKIIiHIYHEe

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

Ne 2616 Big 24.11.2021

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«baraToneHTpoBe, BIAKPHUTE JOCIIDKEHHS JUIS OMIHKK e()EeKTHBHOCTI Ta OE3MeYHOCTI MaIliMOpEIiHy
areTaty MmpHu OJHOKPATHOMY MEPOPaIbHOMY 3aCTOCYBaHHI 103U 1,0 MI/KT SIK CTUMYJISIIHHOTO TECTy Ha
ropmoH pocty (CTI'P) y memiarpuyHuX mamieHTIB 3 migo3poro Ha aedinut ropmony pocty (ATP)» —

nochimkenns DETECT, AEZS-130-P02, sepcist 1.0 Bin 11 rpynus 2020 poky.

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

Cnoncop, kpaiHa

«ETepna 3enrtapic ['MOX»/ Aeterna Zentaris GmbH, Himeuunna

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasnbHoro qupexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX



Jomarox 17

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi OnHoBneHnii TPOTOKOJI 3 TompaBkoro 2 Bix 13 sxoBtHa 2021p., aHrmiiicekoro MoBolo, bpomrypa mis
MTOTIPABKH nocmigauka Vedolizumab (MLNO0002) Bunmanus 25 Big 14 munas 2021 poky, aHTIIHCBKOI MOBOIO;

[adopmartis s manieHTa Ta Gopma iHGOPMOBAHOT 3roAM I MAJOJITHIX AiTE€H BIKOM 10 6 POKIB, IS
Ykpainu, aHrmiicbkor MOBoIo, Bepeid 2.0 Bix 17 nucronana 2021 p.; [ndopmarnis ans namieHTa ta popma
1H(OPMOBaHOT 3roAM IS MAJOMITHIX JiTE€H BIKOM /10 6 POKIB, sl YKpaiHU, YKPaTHCHKOIO MOBOIO, BEPCis
2.0 Big 17 mucronana 2021 p.; [adopmaris mis namienta Ta Gopma iHGOpMOBaHOT 3TOAU IS MAJIOJIITHIX
niTeir BikoM 10 6 pokiB, ans YKpaiHH, pocilickkoro MoBo, Bepcis 2.0 Bim 17 mmcromama 2021 p.;
Indopmaris m1s mamienta Ta popma iHPOPMOBAHOT 3r0IU I MAJIOJIITHIX JiTel BikoM Bia 6 10 10 pokiB
Ui YKpaiHu, aHTIIiAChKOI0 MOBOMO, Bepceis 2.0 Bix 17 mucronana 2021 p.; [ndopmanis ais namieHTa ta
dbopma iHPOPMOBAHOT 3rou ISl MANOMITHIX AiTed BikoM Bix 6 mo 10 pokiB, 1 YKpaiHu, yKpaiHChKOIO
MoBo1o, Bepcis 2.0 Big 17 nucronana 2021 p.; Indopmaris 1ig namienra ta ¢popma iHGOpMOBaHOT 3rou
JUI MaJIONITHIX JiTe BikoM Bix 6 no 10 pokiB, ans YkpaiHu, pociiicbkoro MoBoMo, Bepcis 2.0 Bix 17
mucronaga 2021 p.; [nopmartis 1u1s namieHTa ta popma iIHPOPMOBAHOI 3rOAH ISl MATOIITHIX AITEH BIKOM
Bix 10 1o 14 pokis, ana YkpaiHnu, aHImiicbkor0 MOBOIO, Bepeis 2.0 Big 17 nucronana 2021 p.; [ndopmariis
JUIs TIatfieHTa Ta (hopma iHpOpMOBaHOT 3ro/U JIJIsl MAJIOJITHIX AiTel BikoM Bia 10 1o 14 pokiBs, mi1s Ykpainu,
yKpaiHChbKOIO0 MoBoO0, Bepcis 2.0 Big 17 nmucromanma 2021 p.; Imdopmamis s namieHta Ta ¢gopma
1H(OPMOBaHO1 3ro/Iu JUIsl MaJIONITHIX AiTed BikoM Bia 10 1o 14 pokiB, 1uist YKpaiHu, pociiCbKOIO MOBOIO,
Bepcis 2.0 Bix 17 nmucronaga 2021 p.; Indopmanist 11 mamienta Ta Gpopma iHQOPMOBAHOT 3roau AJs
HEMOBHOJITHIX AiTel BikoM BiJ 14 no 18 pokis, ms Ykpainu, aHriiiicbkoro MoBoro, Bepcis 2.0 Bijg 17
mucronaga 2021 p.; [mpopmaris nms marienta ta gopma iHGOPMOBAHOT 3roW I HETIOBHOMITHIX JITEH
BikoM BiJ 14 o 18 pokiB, ans Ykpainu, ykpaiHCbKol MoBoro, Bepcis 2.0 Bix 17 mucromama 2021 p.;
MLNO0002-3024 Tadopmaris ams narienTta ta opma iHHOpMOBaHOT 3TOJH JJIsl HEMOBHOIITHIX JTITEH BIKOM
BiJ 14 1o 18 pokiB, s Ykpainu, pociicbkoro MoBoto, Bepcis 2.0 Big 17
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mucronaga 2021 p.;MLN0002-3024 Iudopmartis nnas mamieHTa Ta ¢GopMa iHPOPMOBAHOI 3TOAU IS
narfienTa BikoM Bijg 18 pokiB i crapuie s YKpainu, aHTIiiCchKO0 MOBOIO, Bepeit 2.0 Big 17 nucrtonana
2021 p.; MLNO0002-3024 Iadopmaris mias naiiesta Ta gopma iHGopMoBaHOT 3rojin )i MAIIEHTa BIKOM
Bif 18 pokiB i crapiue /i YKkpainu, ykpaiHCbKo10 MOBOIO, Bepcist 2.0 Bix 17 mucronana 2021 p.; MLN0002-
3024 Tadopmartis quist narieHTa Ta popma iHGopMoOBaHOT 3roau JyTsl MAIlieHTa BiIKOM Bija 18 pokiB i crapiie
i YKpainu, pociicbkoro MoBoto, Bepceis 2.0 Bix 17 mucromana 2021 p.; MLN0002-3024 Iadopmartis s
0aTpkiB Ta (hopma iHPOPMOBAHOT 3rOM Y4acTh Y HAYKOBOMY JOCIHIJKEHHI, s YKpaiHH, aHTJTHCHKOIO
MoBor, Bepcis 2.0 Bim 17 mucromama 2021 p.; MLN0002-3024 Iadopmarist mns 6atekiB Ta dopma
1H(OPMOBaHO1 3r0/IM Y4acTh Y HAYKOBOMY JTOCIIXKeHHI, sl Y KpaiHu, YKpaiHCbKOI0 MOBOIO, Bepcis 2.0 Bix
17 mucronanma 2021 p.; MLN0002-3024 Indopmartist as 6aTeKiB Ta popma iHPOPMOBaHOT 3TOIN YIaCTh Y
HAyKOBOMY JOCHIDKEHHI, Ans YKpaiHu, pociiicbkoro MoBoro, Bepcig 2.0 Big 17 nucromanma 2021 p.;
TAK Vedo 3024 3025 Bpomrypa momo Habopy narieHTis, [Ipo gocmimkenas Webb i Kepler Bepcis 1.1
Bin_ 20 numnusa 2021 p., ykpaincekoro MoBoto; TAK Vedo 3024 3025 Bpomrypa moao Habopy MalieHTiB,
[Tpo nocnimxenns Webb i Kepler Bepcis 1.1 Bix 20 mumast 2021 p., pociticekoro moBoro; TAK Vedo 3024-
3025 Kaprtka 3 HaragyBaHHsM mnpo Bi3uT, Bepcia 1.1 Big 20 mumas 2021 p., YKpaiHCBKOIO MOBOIO;
TAK_Vedo_3024-3025 Kaprka-HaraayBaHHs mpo Bi3uT, Bepcis 1.1 Big 20 mumas 2021 p., pociiicbKor0
moBoio; TAK Vedo 3024 3025 Jlucr nikaps g0 6aTbkiB, Bepcis 1.1 Bix 20 nunnHs 2021 p., ykpaiHCbKOIO
moBor; TAK Vedo 3024 3025 Jlucr nikapsa no 6atbkiB, Bepcis 1.1 Big 20 nunusa 2021 p., pociiickkoro
moBoto; TAK Vedo 3024 3025 Ilepexuanuii Oykier-mam’siTKa A OpoLEeIypH 1HPOPMOBAHOI 3roju,
Bepcis 1.1 Bix 18 uepBHs 2021 p., ykpaincekoro MoBoro; TAK Vedo 3024 3025 Ilepexuanuii Oykier-
nam’sTKa A8 npouenaypu iHdopmoBanoi 3roau. Bepcis 1.1 Big 18 uepBHs 2021 p., pociiicCbKO0 MOBOIO;
TAK Vedo 3024 3025 Ilpuknazn pexiamHoro 6anepa, Bepcig 1.1 Big 20 nunns 2021 p., ykpaiHCbKOIO
moBowo; TAK Vedo 3024 3025 Ilpuxnan pexsnamHoro Oanepa, Bepcis 1.1 Bim 20 numus 2021 p.,
pociiicekoro MoBoro; TAK Vedo 3024 Jlocmimkenns Kepler npu BupaskoBomy kodiTi, Bepcis 2.1 Big 20
munHs 2021 p., ykpaincbkoro MoBoto; TAK Vedo 3024 Jlocnmimkenns Kepler nmpu BupazkoBoMy KOJITI,
Bepcis 2.1 Big 20 numast 2021 p., pociiicbkoro MoBoro; TAK Vedo 3024 3025 Kaptka-nonsika, Bepcist 1.1
Bix 20 munHs 2021 p., ykpaincekoro moBoto; TAK Vedo 3024 3025 Kaprtka-nopaska, Bepcig 1.1 Big 20
munHs 2021 p., pociiicekoro MoBoto; TAK Vedo 3024  Bpomrypa 1mo/10 po3yMiHHS BUPa3KOBOT'O KOJITY,
Bepcis 1.1 Big 20 munusa 2021 p., ykpaincekoro MoBoto; TAK Vedo 3024 Bpomrypa mono po3ymiHHS
BUpa3koBoro  komrty, Bepcit 1.1  Big 20 gmmas 2021  p.,  pOCIHCBKOIO  MOBOIO;
TAK Vedo 3024 3025 Bpomrypa mojo po3yMiHHSI KJIIHIYHUX BUIpoOyBaHb, Bepcis 1.1 Big 20 numnHs
2021 p., yKpaiHCbKOIO MOBOIO;
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TAK Vedo 3024 3025 bpomrypa moa0 po3yMiHHS KIIIHIYHUX BHMIpPOOyBaHb, Bepcis 1.1 Bim 20 mumHs
2021 p., pociiicekoro moBoto; TAK VEDO 3024-3025_Site Digital Kit_ITudpose oronomenns, Bepcis 1.0
Bim 20 mumusa 2021p., ykpaincekoro MoBoro; TAK VEDO 3024-3025 Site Digital Kit I{udpose
orojiomienns, Bepcist 1.0 Bix 20 numus 2021 p., pociiicekoro moBoro; TAK Vedo 3024-3025_Site Digital
Kit Komis mnyOmikamii y Facebook, Bepcis 1.0 Bim 20 munmus 2021 p., yKpaiHCHKOIO MOBOIO;
TAK _Vedo_3024-3025 Site Digital Kit Komist my6umikanii y Facebook, Bepcis 1.0 Bix 20 nmunus 2021 p.,
pociiicekoro MoBow; TAK Vedo 3024-3025 Komis iHTepHeT-pekiamu caifty, Bepcis 1.0 Bix 20 nunHs
2021 p., ykpaincekoro moBoio; TAK Vedo 3024-3025 Komis iHTepHET-peKiaMu caifTy, epcis 1.0 Bix 20
munHa 2021 p., pociiicekoro MoBow; TAK Vedo 3024-3025 ocmimxenns Welcome Organizer for
Patient, Bepcist 1.0 Bix 21 tpaBusa 2021 p., aHTIIiHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, MojBiiiHe ciime AociikeHHs ¢a3u 3 Ans OUIHKH e(EeKTUBHOCTI Ta OE3MeYHOCTi
3aCTOCYBaHHS Bel0Ni3ymMaly AJii BHYTPIIIHbOBEHHOTO BBEJIEHHS K MIATPUMYIOYOiI Tepamii y Hali€eHTIiB
JUTSYOTO BIKY 3 aKTUBHUM BHPA3KOBUM KOJIITOM BiJI MMOMIPHOTO JO TSKKOTO CTYIEHS, y SIKUX OyJo
JIOCATHYTO KJIIHIYHOI BIAMOBiAI Micisd Tepamii Benosii3yMaOoM JUisi BHYTPIUIHBOBEHHOI'O BBEACHHS Y
BiIKpuTOMY pexxkuMi», MLN0002-3024, npoTtokou 3 nonpaskoro 1 Bijx 16 mortoro 2021 p.

3asiBHUK, KpaiHa

ToBapucto 3 OOmexeHoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunpka Opranizauis I[HHODapm-
Ykpaina»

CnoHncop, kpaiHa

Takena Jlesenonment Centep Amepikac, [uk., Cnonydeni lltatu (Takeda Development Center Americas,
Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3A/IBOPHHUX
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110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Onosneni pospimn  P.3.1  «Bupobuuk(n)» (P.3.1 cmc407641), P.5.2 «AHamiTU4YHI METOIUKN
(P.5.2_cmc407643), P.5.4 «Ananizu cepiit» (P.5.4 cmc407645), P.8.1 «Pe3tome mono crabiibHOCTI Ta
BucHoBKkm» (P.8.1 cmc405634), P.8.2 «IIpoTokon miciasipeecTpamifHOro BUBYEHHS CTaOLIBHOCTI Ta
3000B’s3aHHs  mono  crabimpHOCcT»  (P.8.2_cmc409371), P.8.3 «/[ani mnpo cTaGUIBHICTHY
(P.8.3 _cmc405636) nocke nociimKyBaHOTrO JiKapchbkoro 3aco0y Kposarimab

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

Ne 2147 Bix 04.10.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, BIIKpUTE, KOHTPOJIbOBAHE AKTUBHUM IIperapaToM, 0araToLEeHTPOBE JOCIIKEHHS (a3u
T 1715t oniHKK epeKTUBHOCTI Ta O€3MEYHOCTI 3aCTOCYBAaHHS KpoBajliMaOy B MOPIBHAHHI 3 €KyNi3yMaboM y
MAIIEHTIB 13 TAPOKCU3MaIbHOI HIYHOIO remornobinypieto (ITHI), siki paHilne He OTpUMYBau JTiKyBaHHS
iHri0iTopamu KommieMenTy», BO42162, Bepcis 3 Bix 20 nuctonazaa 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAaIBbHICTIO «Pom YkpaiHay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




JonaTtox 19

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikarist cyrTeBoi
MOTPaBKH

Hocke mocmimkyBaHoro Jiikapcbkoro 3acody BGB-A1217 (Onunepnimad (Ociperlimab), Bepcis 3.2 Bin
11 mucronana 2021 poky aHrmiicbkor MOBOIO; Jlocke mociiKyBaHOTO Jlikapehkoro 3aco0y BGB-A317
(Tucnenizymab (Tislelizumab), Bepcis 2.0 Bix 10 mucronaaa 2021 poky aHTIIHCEKOI0 MOBOIO; 3aTy4eHHS
JIOJaTKOBUX BUPOOHMKIB Il JIOCHIKYyBaHOTO Jikapchkoro 3aco0y BGB-A1217 (BGB-A1217;
rymanizoBane IgGl monoxnonanpae antutino npotu TIGIT; Ouunepnimad (Ociperlimab)), 20 mr/mi,
KOHIICHTPAT [T pO3UMHY JUTs iHQY3iid, Ta ranedo 10 BGB-A1217, koHIeHTpaT UTs pO34nHY IS iHPY31i:
BeiGene Guangzhou Biologics Manufacturing Co., Ltd., KuTaii; Fisher Clinical Services Inc., CILIA; Fisher
Clinical Services PTE Ltd., Ciaranmyp; 3amy4eHHs IOJATKOBHX BHPOOHMKIB Il OCIIIKYBaHOTO
mikapcekoro 3aco0y Twucnenizymad (Tislelizumab) (BGB-A317; BGB-A317, BGN1, JHLZ2108;
TUCJIEJII3YMAB (TISLELIZUMAB), 10 Mr/mi, koHueHTpaT A po3unny uist iHdy3ii: Fisher Clinical
Services Inc., CIIA; Fisher Clinical Services PTE Ltd., Cinranyp; [logoBxxeHHSI TepMiHY MPUAATHOCTI
JIOCITIZKYBaHOTO Jlikapchkoro 3aco0y BGB-A1217 (BGB-A1217; rymanizoBane IgG1l MOHOKIOHAIBHE
antutiio npotu TIGIT; Onunepnimad (Ociperlimab)), 20 mMr/mi, KOHIEHTpAT A PO3UUHY Ul 1HQY31H,
ta mianedo 10 BGB-A1217, xonnenTpar mans po3uuny s iHy3ii, 3 18 no 24 wmicsauis; [logosxeHHs
TEpPMIHY HPUAATHOCTI JOCIIIKYBaHOTrO Jikapchkoro 3aco0y Tucnenizymabd (Tislelizumab) (BGB-A317;
BGB-A317, BGNI1, JHL2108; TUCJIEJI3YMAB (TISLELIZUMAB), 10 wr/mi, KOHIEHTpaT s
po3uuny 11 iH}y3i#, 3 30 10 36 MicALiB

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

Ne 1326 Big 02.07.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«baraTtonieHTpoBe paHIOMi30BaHE MMOJBIMHE ciine MIanedo-KOHTPOJIbOBAaHE JOCTIKeHHS (a3u 2 Juis
BHUBUeHHS eexTuBHOCTI Tucnenizymady (BGB-A317), MoHOKIIOHaNIBHOTO aHTUTLNA 70 PD-1, y noeananHi
3 npenapatoM BGB-A1217, monoxnonansaum antutiioM 1o TIGIT, B nopiBuasiHHI 3 Tucnenizymabom y
MO€HAHHI 3 TuIanebo sK Tepamii Apyroi JiHII B MAalI€HTIB 13 HeomepabeIbHOI0, MiCIEBO-NOIIUNPEHOIO,
pPeLUINBYIOYOI0 200 METAaCTaTUYHOO MJIOCKOKIITHHHOI KaplIMHOMOIO CTpaBOXoAay 3 ekcrpeciero PD-L1
(Bi3yaJTbHO-OITIHIOBaHMI KOMOIHOBaHMH Toka3HUK mo3utuBHOCTI VCPS >10%)», BGB-A317-A1217-203,
Bepcis 0.0 Bix 16 Bepecus 2020 poky




MPOJIOBXKEHHS toAaTka 19

3asBHUK, KpaiHa

TOBAPHUCTBO 3 OBMEXEHOIO BIAIIOBIIAJIBHICTIO
ACCOVYILIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«DPAPMACBIOTIKAJI PICEPY

Cnoncop, kpaina

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

CymytHi
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepasibHoro qupexkropa Jupekropary

dhapmaneBTHYHOrO0 3a0e3ne4YeHHs

Isan 3AZIBOPHUX




Homarok 20

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254

InenTudikaris cyrreBoi [TomoBxkeHHS TEPMiHY IPUIATHOCTI JOCTIKYBaHOTO JiKapchkoro 3aco0y AEVI-007 3 6epesns 2022 poky
MOIPaBKU 1o BepecHst 2022 poky
Howmep Ta nara naka3zy Ne 1012 Big 24.05.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «barartonieHTpoBe BigKpuTe gochipkeHHS (asu 1b  ama  omiHKM 6€3meYHOCTi, TEPEHOCHMOCTI,
BUTIIPOOYBaHHSA, KO/, eeKTHBHOCTI, (hapMakoKiHEeTHKH Ta papmakomuHamiky npernapary AEVI-007 y marieHTiB i3 XBOpoOOiO
Bepcis Ta gaTa Crinna, mo po3BuHYyNacs y nopociomy Bimi», AEVI-007-A0OSD-101, Bepcist 4.0 Big 30 nunus 2021 poky
3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIJANOBIAAJIBHICTIO «®APMACBIOTIKAJT  PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)
Cnoncop, kpaiHa Cerecor, Inc. (Llepexop, Iuk.), CILIA
CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3Me4YeHHS Isan 3AZIBOPHUX




Jonatoxk 21

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OnoBiieHe nocbe nociimkyBaHoro mpemapary RO7490677 ta mmane6o (IMPD), Bix xoBtHs 2021 p.;
3amydeHHs J10AaTKOBOi BUPOOHUYOI AUISHKH JUIS JOCIIAKYBAHOTO JIIKapChKOTO 3aco0y - PekomOiHaHTHUI
neHaTpakcua-2 sogauan  (RO7490677, PRM-151), 160 wr/8 w1 CTepWIBHOTO PO3YMHY ISt
BHYTpilHbOBeHHUX 1HPY3iit: F. Hoffmann-La Roche AG, IlIBeiiapist; TecT i3 6-XBUIHHHOIO X000 —
TUTIOBI 1HCTPYKWii Ta mig0agpOpIOBaHHS, 2-T€ BHUAAHHS YKPAiHCBKOIO MOBOIO; TecT i3 6-XBHIMHHOIO
X0JIb0OI0 — THIOB1 IHCTPYKIIIi Ta IMi10aJbOPIOBaHHS, 2-T¢ BUIaHHS POCIHCHKOK MOBOO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Biakpure gociimkeHHs npoaosxkeHHs ¢aszu 11 1s omiHky 1oBroTprBaioi 0e3meyHocTi Ta eheKTHBHOCTI
npenapaty PRM-151 y namnienTiB 3 11ionatuyHuM jgereneBuM gpioposom (IJID)», WA42294, Bepcis 2 Bix
17 mucronana 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHO00 BifnosinanbHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»

Cnoncop, kpaiHa

«®. Xopdmann-JIs Pomr JItay [F. Hoffmann-La Roche Ltd.], [lIBeitnapis

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

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




JlonaTok 22

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNEHMI TPOTOKOJ KITIHIYHOTO BHIIPOOYBaHHS, Bepcis 4 Big 16 nunus 2021 p.; Popma inpopmoBaHoi
3ronu, Bepcis 2.0 mia Ykpainu ykpaiHCBKOIO Ta pociiicbkoro MmoBamu Bin 02 mucronana 2021 p. Ha ocHoBi
maiicrep-Bepcii popmu inhopmoBanoi 3roau st nocimkeras BO42162, sepcis 4 Bix 16 mumas 2021 p.;
dopma 1HPOPMOBAHOI 3r0IM HA MPOBEJACHHS AIbTEPHATUBHUX BI3UTIB BUI3HUM MEIUYHUM IEPCOHAIIOM,
Bepcis 1.0 mns Ykpainu ykpaiHCBKOIO Ta pociiicbkoro moBamu Bix 02 mucrtomama 2021 p. Ha ocHosi
MaiicTep-Bepcii popmu iHPOPMOBAHOI 3TOIM HA BI3UTH BUI3HOT'O MEAMYHOTO MEPCOHATY AJIs JOCTIIKEHHS
B0O42162, Bepcis 1 Big 16 mumas 2021 p.; HonoBuenHs 1o @opmu iHpOpMOBaHOI 3rofu: 3roaa Ha
MPOBEJICHHS AIbTEPHATUBHUX BI3UTIB y Mexax qociipkenHs mif yac nanaemii COVID 19, Bepcis 1.0 mns
VYkpainu ykpaiHCBKOIO Ta pociiickkoro MoBamu Bing 02 mucromama 2021 p. Ha ocHoBi maiictep-Bepcii
nonoBHeHHs 1 10 popmu iHpopmoBanoi 3roau moao0 COVID-19 nns nociimkenas BO42162, Bix 16 numnHs
2021 p.; Hoxyment ClinOne nns nanienTis, Bepcist 1.0 Big 10 yepBHs 2020 p. yKpaiHCHKOIO MOBOIO Ta
Bepcis 1.0 Big 09 kBiTHS 2020 p. pociiicbkoro MoBo1o; [TociOHUK 13 MpoBeeHHs BI3UTIB, Bepcis 3 Big 12
#x0BTHs 2021 p., yKpaiHCBKOIO Ta pociiickkoro MoBamu; KapTka mauienTa, Bepcis 2 Big 18 cepnus 2021 p.,
YKpPaiHChKOIO Ta POCIHCHKOI0 MOBaMHU

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

Ne 2147 Bix 04.10.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBaHe, BiIKpUTE, KOHTPOJIHOBAHE aKTUBHUM IpENapaTroM, OaraToleHTpoBe JOCTiKEeHHS (a3u
III myst omiHKM €PeKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBAHHS KpOoBaIiMaly B TIOPIBHSIHHI 3 €KyJII3yMaOOM y
MAIIEHTIB 13 MAPOKCU3MAIBHOI HIYHOIO remornobinypieto (ITHI), siki paHile He OTpUMYBAH JTIKyBaHHSI
1Hr16iTOpamMu KoMIuieMeHTy», BO42162, sepcis 3 Bix 20 nucronaga 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMOBIAAIBHICTIO «Pom Ykpainay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [seiinapis
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii
B.o. renepasibHoro gupexkropa /lupekropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JonaTtoxk 23

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikaris cyrreBoi
MIOTIPaBKH

Indopmaris mns namienta/Popma [HhopmoBaHOi 3roau mamieHTa IS YKpaiHM aHTIIIMCHKOIO MOBOIO,

Bepcis 6.0 Bix 03 mucronana 2021 poky, nepekiian ykpaincbkoro Bix 08 mmcromana 2021 poky, mepekia

pociiicekoro Bin 08 muctomaga 2021 poky; OHOBIIEHA CHpoIlleHA XapaKTEepUCTUKa IpemnapaTy AcHipuH

(Aspirin ® protect) 100 mr Bix ciuas 2021 poky, aHTIIHCEKOI0 MOBOIO; 3MiHA HAWMEHYBaHHS 3assBHUKA B

Vkpaini 3 TOB «kKOBAHC KJIIHIKAJI IEBEJIOIIMEHT YKPAIHA» na TOB « IABKOPIT KJITHIKAJI

JIEBEJIOIIMEHT YKPATHA»; 3mina Ha3BH Micls IpoBe/IeHHs KJIiHIYHOr0 BUIPOOYBaHHS:
byno Crano

XKypba C.B. Kypb6a C.B.

Uepkacbkuii obnacHuil Kapaionoriynuii meHtp, | KomyHnanpbHe — HekomepliiiHe — MiANPHEMCTBO
BIJUTUIEHHS XpOHIYHOI 11IeMIYHOi XBOpoOu cepiis, | «Hepkacbka 00JacHUN KapAlOJIOTIYHUM LIEHTP
M. Yepkacu UYepkacbkoi ~ obmacHOi  pagu»,  BiATUICHHS
1IEMIYHOT XBOpOOU ceplisi Ta HEKOPOHAPOTEHHUX
3aXBOpIOBaHb Miokapay, M. Uepkacu

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

Ne 1132 Big 15.06.2018

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«BuxopucranHs nepopaibHUX aHTUKOATYJISHTIB, 1110 HE BITHOCSTHCS IO KJIacy aHTaroHicTiB BitaMiny K, y
MAIIEHTIB 3 MepeICepAHUMH emi3onamu Bucokoi yactotu», NOAH - AFNET 6, Bepcis 5.1 Bix 01 sxoBTHs
2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MeKEHOI0 BifnoBinanbHicTIo «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPATHA»

CnoHcop, kpaina

Kompetenznetz VVorhofflimmern e.V. (AFNET) [Atrial Fibrillation NETwork], Himeuunna
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CynyTHi —
Mmarepianu/mpenapaTi
CyNyTHBOI Tepamnii
B.o. renepasibHoro aupexkropa /lupekropary

dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Honmarok 24

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
Inentudikaris cyrreBoi OHOBIIEHUH TPOTOKON KJIiHIYHOrO BUIpoOyBaHHA M14-430 3 iHKOPIOPOBAaHUMHU AIMiHICTPATUBHUMU
MOTIPABKU sminamu 5 Ta 6 i [TonpaBkamu 1, 2, 3,4, 5, 6 Ta 7 Bix 16 mucronaga 2021 poky
Howmep ta nata Hakazy Ne 1465 Big 08.08.2018
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHiuHOTO «bararoneHTpoBe, paHI0Mi30BaHe, MOABINHE CITiIe, IIared0-KOHTPOIbOBAHE JOBIOCTPOKOBE MPOJOBKEHE
BUIIPOOYBaHHS, KO/, JOCTIKeHHS MIATPUMYIOUOi Tepartii j1s1 BUBYeHHS epeKTHUBHOCTI Ta O6e3neunocti Ynaganutunioy (ABT-
BepcCis Ta Jata 494) y nauieHTiB 3 xBopo6oro Kpona, siki 3aBepiumnu nociipkeHas M14-431 gyu M14-433», M14-430, 3
IHKOPIIOPOBAaHUMH AJIMIHICTpaTUBHUMHM 3MiHaMu 5 Ta 6 1 [lonpaBkamu 1, 2, 3, 4, 5 ta 6 Big 25 KOBTHA
2020 poky
3asiBHUK, KpaiHa «E060B1 biopapmacerotikan3 I'm6X», [1IBelinapis
Croncop, kpaina AbbVie Inc., USA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

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




Jomarok 25

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi BKJTIIOYEHHS JOAATKOBUX MICIIh MPOBEACHHS KJIIHIYHOTO BUIPOOYBaHHS
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. nikap Bacuens B.B.

JlikyBaJIbHO-/11aTHOCTUYHUI IIEHTP TOBApUCTBA 3 OOMEXKEHOIO0 BiAMOBITAIBHICTIO «JliM
MEIULIMHIY, aMOYJIaTOPHO-TIOJIKIIiHIUHE BijineHHs, M. Oneca

2. nikap Typsauns C.P.

KomyHanmsHe HEKOMepIliiHEe MIAMPUEMCTBO «3akapnarchbka OOJacHa KIIHIYHA JIKapHS 1MCHI
Annpis HoBakay 3akaprnaTchbkoi 001acHOi pajii, peBMaTOJIOTIYHE BIUTIJICHHS, M. Y KTOpO/I

Howmep 1a narta Hakasy Ne 1773 Bix 20.08.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniunoro «bararonieHTpoBe, paHIOMi30BaHe, MOJBIMHE ciimne, Tuianed0 KOHTPOJIbOBAaHE KIIIHIUHE JOCTITKEHHS 4

BUIIPOOYBaHHSA, KO/, ¢ba3u a5 OLIHKK e(EeKTUBHOCTI Ta O€3MEeYHOCTI MPU3HAUYEHOTO MIIIKIPHO IycelbkyMaly y Halli€HTIB 3

BepcCis Ta Jata aKTUBHUM AaKClaJIbHUM IICOpPIaTUUYHUM apTPUTOM, SIKI HIKOJM HE OTPUMYBAIM OIOJOTIUHY TEpaIiiom,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asBHUK, KpaiHa «JHCCEH ®APMALIEBTUKA HBy, benbris

CrnoHcop, kpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




Jomarok 26

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
Inentudikarist cyrTeBoi Onosnenuii [Iporokon kiaiHiuHOTO BUnpoOyBanHs AB-729-201, Bepcis 2.0 Big 01 nuctomana 2021 poky,
MONIPaBKU aHTJIICbKOI0 MOBOIO; [H(opMmamiitauii muctok 1 @opma inpopmosanoi 3roau, OcaoBHa PI3, s Ykpainuy,

Bepcis 2.0 Bixg 30 nucronaga 2021 poky Ha 6a31 AB-729-201 Ocunouoi ®@I3, Maiictep Bepcii 3.0 Bix 15
mucronaga 2021 poky, aHIIMCEKOIO Ta YKpaiHChKOI MoBamu; Jlomatok no IHdopmariitHoro nmcrka i
®opmu iHpopmoanoi 3roau, OcuoBroi PI3, s Ykpainu, Bepcis 2.0 Bixg 30 mucronana 2021 poky Ha 6a3i
AB-729-201 OcnoBuoi ®I3, Maiicrep Bepcii 3.0 Big 15 mmcromama 2021 poxy, aHITIHCHKOI Ta
yKpalHChbKOI0 MoBamH; bpomrypa pocminnuka AB-729, Bepcis 5.0, Bim 08 mnmcromama 2021 poky,
AHTJIHCHKOI0 MOBOIO; JlOChE JTOCIIIKYBAHOTO JIiKapchkoro 3aco0y AB-729 mis in'exmiit (180 mr/mo),
Bepcis 3.1 Bix 02 nmucromana 2021 p., anrmiiiickkoro MoBoro; KapTka yyacHUKa KIHIYHOTO JOCIIHKEHHS
AB-729-201, Koropra A, ®inanena, Bepcis 2.0, Bix 08 rpynus 2021 poky, ykpaiHCbKOI0 MOBOO; KapTka
yuacHUKa KiiHigHOro pociimxeras AB-729-201, Koropra B, ®@inansna, Bepcis 2.0, Big 08 rpyans 2021
POKY, YKPalHCBKOK MOBOIO

Howmep Ta nara Hakaszy Ne 2616 Big 24.11.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «Panmomi3zoBaHe, BiIKpHUTe, OAraTONEHTPOBE JOCIIKEHHS 3 BUBYCHHS JIIKyBaHHS Tperaparom AB-729,
BUIIPOOYBaHHS, KO/, aHaJIOTOM HYKJIE03(T)U/iB Ta NET1IbOBaHUM IHTEp(HEpOHOM ab(a-2a y Mali€HTIB 3 XPOHIYHOIO 1HPEKIIIE0
BepcCis Ta gata Bipycy rematuty By, AB-729-201, Bepcis 1.0 Big 30 wepsHs 2021 poky

3asBHUK, KpaiHa TOB «(APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa Apbytyc biodhapma Kopmnopeiimn, CILIA/ Arbutus Biopharma Corporation, USA

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




Jonatox 27

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikaris cyrreBoi Omnosnenuii [Iporokon wiiHiwHOTO mocmimkeHHs MOR202C206, Bepcis 3.0 Bim 01 rpymus 2021 p.,
TIOTIPaBKHU AHTITIHCHKOI0 MOBOIO

Howmep Ta narta Haka3zy Ne 1265 Bin 23.06.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «[TonBiitHe ciine, paHI0Mi30BaHe, I1ale00-KOHTPOIbOBAHE, OaraTolEeHTPOBE KIIIHIYHE JOCTIHKeHHS (a3u

BUIIPOOYBaHHS, KOJI, ITa 3 ominku edekTUBHOCTI Ta Oe3medHocTi (enp3apramady Ha OCHOBI JIOACHKMX aHTUTLT 70 CD38 y

Bepcis Ta Jara nikyBaHHi IgA-nedponatii — IGNAZ», MOR202C206, Bepcis 2.0 Bix 01 Bepecus 2021 p.

3asiBHUK, KpaiHa ToBapucto 3 OOmexeHoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunpbka Opranizauis I[HHOpapm-
Ykpaina»

Cnoncop, kpaiHa MopdoCuc AT', Himequnna / MorphoSys AG, Germany

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasnbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaToxk 28

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mgociiHUKa TOCTIHKYBAHOTO JliKapchkoro 3aco0y bimekizymad (UCB4940) Big 23 nmucromana
2021 poky aHrmiicbkoro MOBOIO; [HpopmartiitHuii ucToK narieHTa Ta gopma iHPOPMOBAHOT 3r0I1, BEPCis
9.0 Bix 02 rpymus 2021 poky yKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH

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

Ne 84 Bin 17.01.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«bararoneHTpoBe, BIAKpUTE TOAOBKEHE MJOCHIHKEHHS /IS OLIHKA JOBIOCTPOKOBOI O€3meKku Ta
eeKTUBHOCTI OiMeKi3ymMaly y MaIi€HTIB 3 aHKUI03Y0UUM crioHauiToM», AS0009, 3 nonpaskoro 3 Big 06
motoro 2020 poxy

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY

ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHncop, kpaiHa

UCB Biopharma SRL, Belgium

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTtox 29

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikarist cyrTeBoi
MOTPaBKH

[ndopmariitnuii mucTok marmieHTa i popma iHpopMoBaHoi 3roau, Ykpaina, Bepcis 3/1/0 Bix 28 xoBTHs 2021
p. (Ha ocHOBI Mactep Bepcii 3/0/0 Big 15 Bepecust 2021 p.) pocilicbKOI0 MOBOIO; 3BIT 13 CKPHHILIOTAMU
eKpaHy MPHUCTPOIO IOAO0 BUKOpHCTaHHA nonatky TrialMax Slate, Bepcis 1 Binm 08 rpymus 2021 poky
pociiicekoro MoBoto; Jluct mo nocmimnuka (Dear Investigator Letter (DIL)) Bim 18 Gepesns 2021 p.
AHIJICHKOI0 MOBOI; BKITIOUEHHS JI0IaTKOBOTO MICIIsl TPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:
No I1.1.B. BiAMOBIMAIEHOTO JOCITITHUKA

/1t Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. nikap Cemeren HO.B.
ObnacHe KOMyHaJIbHE HEKOMEPIIiHE M ATPUEMCTBO «byKOBHUHCHKUHN KITIHIYHUNA OHKOJIOTIYHUNA
LIEHTP», CTPYKTYPHUM MMIJIPO3LT IGHHOTO CTaIlioHapy, M. YepHiBIi

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

Ne 1966 Bix 15.09.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«BigkpuTe 6araTorieHTpOBE paHI0Mi30BaHe JOCIIKEHH 3-1 pa3u nepioi JiHii Teparii eHkopadeHioom 3
HETYKCUMaOOM Yy MO€JHAHHI 3 XiMioTepaniero abo 0e3 Hei B MOPIBHSAHHI 31 CTaHJAAPTHUM JIIKYBaHHSM 3
BBIIHOIO (Da3010 JIJIs1 OIIHKU O€3MEeYHOCTI 3aCTOCYBaHHS eHKopadeHiOy Ta IeTykcuMady 3 XiMioTepari€ero
y HAIli€HTIB 13 METACTaTUYHUM KOJIOPEKTaIbHUM pakoM i3 myTanieto BRAF V600E», C4221015, nonpaska
3 no mportokouty Bijg 24 mrotoro 2021 poky

3asBHUK, KpaiHa

[Naiizep Iuk., CIIA

CrnoHcop, kpaiHa

[Naiizep Iuk., CIIA

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepasibHoro n1upexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonarox 30

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi [TooBKeHHS TPUBAJIOCTI KJIIHIYHOTO BUMPOOyBaHHs B YKpaiHi 10 31 xoBTHS 2022 poky
MTOTIPABKH
Howmep Ta nara nakazy Ne 1804 Bix 15.08.2019
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «IlonpiitHe ciine, mianedbo KOHTPOJIbOBAHE, PaHIOMI30BaHE 3 BIJIMIHOK, OaraTOLICHTPOBE KIIIHIYHE
BUIIPOOYBaHHS, KOJI, JIOCITIPKSHHS JJTs OLIHKY e(heKTHUBHOCTI, O€3MeKH Ta MePEHOCUMOCTI 3aCTOCYBAHHS KapUIIPa3HHY B MOECITI
Bepcis Ta gaTa 3MEHIIEHHS JI03H I 3a1I00IraHHs PELUIUBIB Yy MAII€HTIB 3 OIMOIAPHUM po3nagoM | Tumy, y IKux HasiBHUN

MOTOYHHI MaHIaKaJIbHUHN a00 TEMPECUBHIM CTaH 3MIIIAHOTO a00 OJTHOTHUITHOTO Xapaktepy», RGH-MD-25,
3 nonpaskoio 4 Bix 17 rpyans 2019 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa «Annepran En.Ti.[i.», Cnonydene Koponisctso / Allergan Ltd., United Kingdom
CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jonatok 31

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Onosniene Jlochke MOCIHIIKYBAaHOTO JiKapchkoro 3acody MabionCD20 (Rituximab), Bepcis 2.0 Big 13
BepecHss 2021 poky; bpoimrypa nocmigHuka [Uisi AOCTIIXKYBAaHOTO JiKapchKkoro 3aco0y MabionCD20
(Rituximab Mabion), Bepcis 9.0 Bix 08 sxoBTHs 2021 poky; 3amydeHHs 101aTKOBOTO BUPOOHUKA TIperiapary
nopiBHsiHHS Pitykcan (Rituxan (Rituximab Genentech)), kOHIIEHTpaT [Uisl MPUTOTYBAHHS PO3UMHY JIJIS
iHQy3ii, 10 mr/ma: Genentech, Inc, CIIA; 3any4eHHst J0AaTKOBUX BUPOOHMKIB TpenapaTy MOPiBHIHHS
Mabtepa (MabThera (Rituximab Roche)), koHieHTpat as mpuroTyBaHHs po3uuny it iHDy31i, 10mr/mi:
Roche Diagnostics GmbH, Himeuunna; Roche Pharma AG, Himeuunna

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

Ne 2814 Big 17.12.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

“IloxiiiHe ciine, paHAOMI30BaHe JOCTIHKEHHS B MapajeIbHUX IPyIax, SKe MPOBOAUTHCS 3 METOIO OLIHKU
(bapMakoKiHETUYHOTO POQ IO Ta NOAIOHOCTI KIIiHIYHOI Aii mpenapartiB MabionCD20 (BUrotoBiseTscs B
KOMepIIHHUX MaciTabax), MadTeporo® (sxa 3arBepikeHa y €Bpornerickkomy Coro3i) Ta PiTykcaHoM®
(saxuit minen3oBanuit y CIIA) y mamieHTiB 3 peBMaTOiJHUM apTPUTOM CEPETHBOIO Ta TSXKKOTO CTYIEHS
BaxxkocTi», MabionCD20-003RA, Bepcis 2.0 Bix 21 tpaHs 2021 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

«Mabion C.A.»/ Mabion S.A., Ilonsma

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JonaTtok 32

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocnigauka gociiKyBaHoro Jikapebkoro 3acody YKP3089, sepcis 16.0 Bix 21 Bepecus 2021
POKY aHITIHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 700 Bix 24.03.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«baraTonieHTpoBe, BIIKpUTE, IOAATKOBE JOCTIIHKCHHS, SKE MPOBOIUTHCSA I OI[IHKH OE€3MeYHOCTI
JOBTOTPHBAJIOL a1 FOBAaHTHOI Teparii meHo0amMaToM y MamieHTiB i3 IepBUHHO-TEHEPATi30BaHUMH TOHIKO-
KJIOHIYHMMU HamanaMuy, YKP3089C033, 3 monpaskoro 1 Bix 22 kBitHa 2019 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

Cnoncop, kpaiHa

SK Life Science, Inc., CIITA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTtox 33

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBJIEHUH MPOTOKOJI 3 IHKOPIIOpOBaHOO mornpaBkoro § Bix 02 BepecHs 2021 poky aHTIIIHCHKOIO MOBOIO;
[ndopmariitnmii muctok Ta Gopma iHPopMoBaHOi 3roau narmienta, Bepeist 10.1.0 Big 29 nuctonama 2021
POKY YKpaiHCBKOIO Ta pociiicbkoro MoBamu; dopma 3roau mapTHEpKH Ha MOAAIBIIE CIOCTEPEKEHHS
BariTHocTi, Bepcis 3.1.0 Bixm 29 muctomama 2021 poky yKpaiHCBKOIO Ta pocCiiichkoro MoBamu; Kaptka
narienTa, Bepcis 2.0 Big 29 xobtHs 2021 poky ykpaiHChKOIO Ta pociiicbkoro MoBamu; OHOBIEHUI 3pa3ok
MapKyBaHHS JUIS JOCIDKYBAHOTO JiKapchbkoro 3aco0y ®inroTini6 100 Mr, TabieTku, BKPUTI TUTIBKOBOIO
000JIOHKOIO, YKpaiHChKOI0 MOBOI; OHOBIEHHUI 3pa30K MapKyBaHHS AJsl JAOCITIIKYBAHOTO JIKAPCHKOTO
3aco0y @umrorini6 200 Mr, TabJIeTKH, BKPUTI IUTIBKOBOIO OOOJIOHKOIO, YKPaiHCHKOIO MOBOIO; 3MiHA

CIIOHCOpa MPOTOKONY KiiHIYHOTrO BHmpoOyBaHHS GS-US-418-3899 3 Gilead Sciences, Inc., CIIIA Ha
Galapagos NV, benbris:

BYJIO CTAJIO
HaiimenyBannust topuanunoi ocoou/II. 1. b. | HaiimenyBanns ropuauunoi ocoow/Il. 1. B.
¢ismunoi ocodu: Gilead Sciences, Inc., CIIIA ¢biznunoi ocobu: Galapagos NV, Benbris
I1. I. b. konTakTHOT 0cOOM: Jeremy Hsieh I1. I. b. xouTakTHOi ocoOu: Angela de Haas -
Micue3Haxo/pkeHHs  IOpHIHYHOi  ocobu/miciie | Amatsaleh
MPOXKUBaHHS (13MUHOI OCOOu: Micue3Haxo)KeHHsl  IOpUAMYHOI  ocobu/Mmicie
333 Lakeside Drive, Foster City, CA 94404, CIIA | mpoxxuBanHs  ¢isuunoi ocobu: Generaal De
Konraktauit Tenedon: + 1 650 653 9479 Wittelaan L11 A3, 2800 Mechelen, Benbris
dakc: + 1650 524 9091 Konrakthuit Tenedon: +32 15 342 900
AJipeca eJIeKTPOHHOI IOIITH @axc: +32 15 342 901
jeremy.hsieh2@gilead.com Anpeca eleKTpOHHOI MOIITH:

angela.dehaas@glpg.com

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUNTPOOYBaHHS

Ne 423 Bin 12.04.2017




2 IIPOJOBKEHHS AojaTka 33

HazsBa xinigiyHOTO «JloBrorpuBaiie moOBXKEHE MOCIHIKEHHS JJIs1 OLIHKU Oe3neku (PuIroTiHiOy B MAIli€HTIB i3 BUPA3KOBUM

BUIIPOOYBaHHS, KOJI, komitom», GS-US-418-3899, 3 inkopniopoBaHoto momnpaBkoro 7 Bix 23 6epe3ns 2020 poky

BepCis Ta gaTa

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOK BIAIIOBIJAJIBHICTHO «®PAPMACBIOTIKAJI PICEPY
ACCOVYILIHMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHncop, KpaiHa Gilead Sciences, Inc., CIILIA

CynyTHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHoro aupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




Jonarok 34

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHuii MpoToKoa KiiHiyHOTO Hociikenns 20140346, inkoprnopoBaHuil morpaBkoo 7 Bijx 29 numHs
2021 poky; OcnoBHa ¢opma iHpopmoBaHoi 3romau, Bepcis YKP 10.0 Big 10 muctomaga 2021 poky,
yKpaiHchkor0 MoBOI0; OcHOBHa (hopma iHpopmoBanoi 3roam, Bepciss YKP 10.0 Bix 10 mucromana 2021
POKY, POCIHCHKOIO MOBOIO

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

Ne 38 Bix 11.01.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

RECITE: PannomizoBane, miamne00-KOHTPOJIbOBaHE, MOABIMHE ciine gociimkeHHs 11 dasu ansa omiHku
POMITUIOCTUMY TIpU JIIKyBaHHI TPOMOOIIMTOIICHII, BUKJIMKAHOI XIMIOTEpAITi€l0, y TAII€HTIB, SKUM
IPOBOJATH XIMIOTEpaIlil0 Ha OCHOBI OKCAJIIUIATHHY JUISl JIKYBaHHS HUTYHKOBO-KHIIKOBOTO PAaKy, paKy
HJIITYHKOBOI 3aJ1031 a00 KOJIOpeKTanbHOro paky, 20140346, inkoprnopoBaHuii 3aMiHOIO TOMpPaBKU 6 BiJl
02 nmucronana 2020 poky

3asiBHUK, KpaiHa

Iixnpuemctio 3 100% iHosemuom0 inBecTHIie0 «AMK’ IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«AmxeH [Hk.» (Amgen Inc.), CIHA

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jonatok 35

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocnigauka ais qociiaKkyBaHoro Jtikapebkoro 3acody HLX10, Bepcis 5.0 Big 25 sxoBTHs 2021
POKY

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBaHe mojBiliHE ciiire OaraToueHTpoBe mociimkeHHs (asu III mas mopiBHSHHS KIiHIYHOT
edexTuBHOCTI Ta 6e3neunocti HLX 10 (pekoMOiHaHTHOTO T'yMaHi30BaHOT'O MOHOKJIOHAJIBHOTO aHTUTLIIA JI0
PD-1 (antu-PD-1) nns in’ekuiif) B komOiHamii 3 ximioTrepamniero (kapOoIjaaTHH + €TOMO3U[) y paHilie
HEeJNIKOBAaHMX TMAI[lEHTIB 3 MOUIMPEeHOK (¢GopMor0 ApiOHOKIITHHHOrO paky Jeredi (JAKPJI)»,
HLX10-005-SCLC301, Bepcis 4.0 Big 05 motoro 2021 poky

3asiBHUK, KpaiHa

TOB «(TAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa

Shanghai Henlius Biotech, Inc., China / [Ilanxaii Xenmniyc baitorek, [uk., Kurtai

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTtok 36

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

[TomoBkeHHST TepMiHY NpHUAATHOCTI Mianebo 10 ATe30iizymaly, KOHIEHTpAT Ui PO3UMHY IS
BHYTpIITHbOBeHHUX 1HGY31H 10 30 wmicsauiB; OHoBneni po3ainu P.8.1 «Pe3tome momo crabimpHOCTI Ta
BucHoBkm» (P.8.1 cmc380706), P.8.3 «/lani mpo crabinbnicTs» (P.8.3 cmc380704) nocke mumanedo 10
Arte3onizymady

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

Ne 1012 Big 24.05.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, nojBiiiHe ciine, 6araronentpose ¢azu Il gocmimkeHHs 3acTOCYBaHHS aTe30ii3ymaldy
(antu-PD-L1 antutino) npotu mianedo K aj’ FOBaHTHOI Teparnii y Mali€HTiB 3 M’ 130BO-IHBa3UBHUM PaKOM
CEYOBOTO MiXypa BHCOKOTO PH3UKY 3 HasBHOIO IMHpKymorodow JIHK myxmuHu micns 1mucTeKToMii,
B0O42843, Bepcis 3 Big 08 6epesns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 0O0MexeHOI0 BinoBiAanbHICTIO «Pom Ykpaina»

CnoHcop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatox 37

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254

InenTudikarist cyrTeBOi Bpomrypa nocnigauka, PF-06873600, Bepcis 5.0 Bix sxoBTHs 2021 p., aHIITIHCHKOI0 MOBOIO

HOIIPaBKU

Howmep ta nara nakasy Ne 2616 Big 24.11.2021

MO3 11010 3aTBEpAXKEHHS

KIIIHIYHOTO BHITPOOYBaHHS

HasBa kiiHi4yHOTO «PO3HIMPEHE JOCJIDKEHHA ®A3M 1/2a 31 3BUIBIHEHHAM JAO3U 1JI1 OLIHKU

BUTIIPOOYBaHHSA, KO/, BE3INEYHOCTI, IIEPEHOCUMOCTI, ®APMAKOKIHETUKHN, ®APMAKOIAMHAMIKN TA

Bepcis Ta JaTa [TPOTUITY XJIMHHOI AKTUBHOCTI ITPEITAPATY PF-06873600 B SIKOCTI MOHOTEPAIIIl TA Y
KOMBIHALIIL 3 EHJIOKPUHHOIO TEPAIIICIO» , C3661001, nonpaska 7 10 nmpoTokouy Bia 07 uepBHS
2021 poky

3asiBHUK, KpaiHa [Naiizep Iuk., CIHA

CrnoHcop, kpaiHa [Naiizep Iuk., CIIA

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTok 38

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi 3MiHa Ha3BU MicCLis IPOBEICHHs BUIIPOOYBAHHS:
HOIIPaBKU byino Craio
I.M.H., ipod. Ctyce B.I1. I.M.H., ipo¢. Crycs B.IL

Komynansne mignpueMctBo «/lHinponeTpoBcrka | KomyHanbHe mianpueMcTBo «J{HimpomneTpoBchbka
obmacHa kmiHiyHa JikapHsa iM. LI. MeunukoBa» | oOmacHa kmiHiyHa JikapHsa iM. LI. MednukoBa»
JIHITpOneTpOBChKOI 00JIaCHOT pany, BiaalIeHHs | JIHITPONeTpoBChKOI 00JacHOT paany, BIIILICHHS
ypoutorii Ne2 (onkosoriune), M. J{Himpo yposiorii  Ne2  (onkomoriude), JIHINPOBCHKHIA
Jep>KaBHUMH MeIUYHUN yHIBepcUTeT, Kadempa
ypodorii, M. /IHinpo

Howmep Ta nara nakazy No 1586 Bix 29.07.2021
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hasga kiiHiyHOTO «Binkpute, paniomizoBaHe, KOHTPOJIbOBaHe, 3 (Gas3u JoCiiKeHHs eHhopTyMady BeJOTUHY B KOMOiHaii 3
BUIIPOOYBaHHS, KO/, 1eMOpoJ1i3yMadoM y MOPIBHIHHI 3 JIMIIIE XIMIOTEpaMi€lo Py paHille He JIIKOBAHOMY MICIIEBONOIIMPEHOMY
Bepcis Ta JaTa abo MeTacTaTUYHOMY ypoTeniaabHoMy paky», SGN22E-003, nonpaska 3 Bix 10 motoro 2021 poky
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa «Cimxken [HK.»/ Seagen Inc., CIIIA

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




JonaTtox 39

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi Bpomrypa pocnigHuka uis AOCHIHKYBAaHOTO JiKapcbkoro 3aco0y Kapumpasun, Bumanns 18 Big 24
MOIPaBKU nucromnana 2021 poky.
Howmep Ta nata Hakazy Ne 1804 Big 15.08.2019
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «IlonpiitHe ciine, mianedbo KOHTPOJIbOBAHE, PaHIOMI30BaHE 3 BIJIMIHOK, OaraTOLICHTPOBE KIIIHIYHE
BUIIPOOYBaHHS, KOJI, JIOCITIPKSHHS JJTS OLIHKH €()eKTHUBHOCTI, O€3MEeKH Ta MePESHOCUMOCTI 3aCTOCYBAHHS KapUIIPA3HUHY B MOECITI
Bepcis Ta gaTa 3MEHIIEHHS JJO3H I 3a1I00ITaHHsI PELIUIUBIB Yy MAaIli€HTIB 3 OIMOIIPHUM pOo3NagoM | TuIly, y sIKUX HassBHUN

MOTOYHHI MaHIaKaJIbHUHN a00 TEMPECUBHIM CTaH 3MIIIAHOTO a00 OJTHOTHUITHOTO Xapaktepy», RGH-MD-25,
3 nonpaskoio 4 Bix 17 rpyans 2019 poky

3asiBHUK, KpaiHa TOB «(TAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa «Annepran En.Ti.[i.», Cnonydene Koponisctso / Allergan Ltd., United Kingdom
CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Homarok 40

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254

InenTudikarist cyrTeBOi 301UTbIICHHS KUTBKOCTI AOCHIPKYBaHUX B YKpaini 10 200 ocid

MOTPaBKH

Howmep Ta nara naka3zy Ne 762 Bin 20.04.2021

MO3 11010 3aTBEpAXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiniHiyHOTO «baraTtouieHTpoBe, paHaoMi3oBaHe, moxaBiiHe ciine pocmipkeHHs Il ¢asm komOGinamii MK-7684 3

BUTIIPOOYBaHHSA, KO/, nemOpoizymadom (MK-7684A) mopiBHSHO 3 MOHOTEpAIi€r0 meMOposIizyMadoM B SKOCTI MepmIoi JiHii

Bepcis Ta gaTa Tepamii ans y4acHUKiB 3 PD-L1-O3UTHBHUM MeTacTaTUYHUM HEAPIOHOKIITHHHUM PAKOM JIET€HIBY,
MK-7684A-003, 3 inkopriopoBanoto nornpaskoro 01 Bix 28 rotoro 2021 poky

3asiBHUK, KpaiHa ToBapuctBo 3 oomexeHoro BianosiaanpHicTI0O «MCJ[ Ykpaina»

Cnoncop, kpaiHa «Mepk Hapn enn Joym Kopn.», nouipre nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHSA IBan 3AJ/IBOPHHUX




Jlomarox 41

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHM MPOTOKOIN KiiHIYHOTO BUNpoOyBanHs MK-3475-992 3 inkopnopoBaHoto nonpaBkoio 03 Bix
23 nucromana 2021 poky, aHrmificekoro MoBoro; Jluct-mosichenHs no mportokony MK-3475-992, 3
iHKOpropoBaHoto monpaskoro 03 Bix 23 mucromana 2021 poky Bing 15 rpynas 2021 poky aHTIIHCEKOIO
MOBOIO; 301IBIICHHS KIJTLKOCTI JOCIIDKyBaHUX B YKpaiHi 3 60 10 75 ocio.

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

Ne 1143 Big 15.05.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanomizoBaHe, moJBiitHE cliire, Tiane00-KOHTPOoIbL0BaHe KiiHiuHe pociipkernns 11 dha3u mis BUBYeHHS
epeKkTUBHOCTI Ta 6e3nednocTi nemoponizymady (MK-3475) y kombiHamii 3 XIMIOIPOMEHEBOIO TEpariero
(XIIT) y mopiBHsAHHI Juie 3 XimionpoMeHeBoto Tepamieto (XIIT) B ydacHUKIB 3 M’SI30BO-iHBa3UBHUM
paxoMm cegoBoro mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992 , 3 iHKOpIIOpOBaHOO MOMpaBKoto 02
BiJ 07 yepBHs 2021 poky

3asiBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHICTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae mignpuemctso «Mepk Ena Ko., Tnk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

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




JonaTtoxk 42

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocnigauka KBaapuBasieHTHOI BaKIMHU MPOTH BipyCy I'pUIy Ha OCHOBI KJITHHHOI KYJIbTYpH
(KBI'k), Bumanusa Ne2 Bix 26 cepnst 2021 poky, aHTTIIHCHKOI0 MOBOO; 3MiHA Ha3BH MICIISI IPOBEACHHS
BUIIPOOYBaHHS

byno Crano

K.M.H. MakenoHcbka [.B.

Komynanpnuii 3akman «JlHimpoBckka Micbka
ouTaya KiiHigHa JiikapHs NeS» JHimpoBCBhKOI
MICBKOi paaM, KOHCYJIBTaTUBHO-/IiarHOCTHYHE
BiUTUTCHHS, M. JIHITTPO

K.M.H. MakenoHchka 1.B.

KomyHnaneHe  HekoMepmiiiHE  HiANPHEMCTBO
«Micbka JuTAYa KIiHIYHA JiikapHS — Ne6y
JIHIPOBCHKOI MICBKOi pajau, KOHCYIbTaTHBHO-
JIIarHOCTHYHE BiIJICHH, M. JIHITIpO

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

Ne 1896 Bin 27.08.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta gata

«PannomizoBane OaratoneHTpoBe aociimkeHHs ¢asu Il 3 MackyBaHHSM JaHMX BiJ cHocTepiradya Jyis
BUBYEHHS €()EKTUBHOCTI, IMyHOT€HHOCTI Ta 0€3MeYHOCTI KBaJJPUBAIEHTHOI CYOOJMHUYHOI BaKIIMHU TIPOTH
BIpycCy Ipully Ha OCHOBI KIITHHHOI KyiabTypHu (KBI'k) kommanii «Cekipyc» MOPIBHSHO 3 BakIHMHOIO, HE
NPU3HAYECHOIO JUI MPO(ITAKTHUKY I'PUILY, IPU 3aCTOCYBAHHI y 3/I0pPOBUX YYACHUKIB JOCIIPKEHHS BIKOM Bij
6 micsauiB 10 47 micauisy, V130 14, sepcis 3.0 Bixg 03 Bepechs 2020 poky

3asBHUK, KpaiHa

[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

Seqirus UK Limited, Aurumis

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




Jonatox 43

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi BKJTI0YEHHS JOAATKOBOTO MICIsl MPOBEACHHS KIIHIYHOTO BUNPOOYBAHHS !
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. nikap bpunyn C.C.

Binninennss ToBapucTBa 3 00OMEXEHOIO0 BianoBimanbHicTIO «Meauunuit nentp «Jlobpodyr-
[onikminikay «JlikyBanbHO-ITIarHOCTUYHUNA LEHTP «J0OpoOyT», OHKOJIOTiYHE BiIIiICHHS
cTarioHapy 3 6;10kom ximiorepanii, M. Kui

Howmep ta nata Hakazy Ne 1143 Big 15.05.2020
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «bararonieHTpoBe, paH/I0Mi30BaHe, MOBIMHE CIIiNe, KOHTPOJIbOBAHE 3a JIOMOMOTOI0 aKTHBHOTO TIpernapary
BUIIPOOYBaHHS, KO/, kiiHiuHe pociikenHd 111 ¢a3u s ouinku Oe3nexu Ta egexTuBHOCTI JeHBaTHHIOY (E7080/MK-7902) 3
BepcCis Ta Jata nemOpomizymadom (MK-3475) y moennansi 3 TpancaprepianbHoro Ximioembodmizaiieto (TACE) nopiBHSHO

3 npoBeneHHAM TUTbku TACE y yyacHMKIB 3 HEBUJIIKOBHOIO / HEMETAaCTaTHYHOKO T'eMaTOLETIONIIPHOIO
kapuraoMoro (LEAP-012)», MK-7902-012, 3 inkopriopoBaHoto norpaskoro 03 Bix 28 tpasus 2021 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CrnoHcop, kpaiHa «Mepk Hlapn Eng Hoym Kopm.», nouipuae nignpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




Jonmarok 44

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYxpaiau «[Ipo npoBeneHHS KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B
Ta 3aTBEPKEHHSI CYTTEBUX MOMPABOK»

8.02.2022 Ne 254
Inentudikarist cyrTeBoi 3MiHa Ha3BU MICIISl MPOBEACHHS KJIIHIYHOTO BUNIPOOYBAHHSL:
MONIPaBKU byno Crano
k.M.H. Kans0yc O.1. a.M.H. Kans6yc O.1.
Komynanenuit  3akman  «JlnimponerpoBcbka | KomyHanbne mianpueMcTBo «JlHITponeTpoBchka

obnacHa kimiHiYHa TikapHs iMeHi [.I. MeunukoBay,
BiiieHHs HeBpodorii Nel, JlepkaBHUE 3aKiaja
«/lHimporneTpoBchKa MeINYHA aKajeMis
MinicTepcTBa OXOpPOHH 3H0pOB’st  YKpaiHmy,

obsacHa KJiHiYHA JikapHs iMeHi 1.I. MeunukoBay
JIHIIpONeTPOBCHKOT 00JIaCHOT pajny, BIIIIICHHS
HeBposorii  Nel, JIHInpoBChKHil Jep:KaBHMIA
MEIWYHUNA yHIBEpCUTET, Kadeapa HEBPOJIOTii,

kadeapa HeBposiorii 1 odraasmotorii, M. J[ninpo | M. JIHinpo

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

Ne 2487 Bin 17.12.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«MixHapojHe, 0araTolieHTpOBE, paHOMi30BaHe, MMOABIIHE cline, MIaned0-KOHTPOIbOBAHE JOCTIIKEHHS
¢a3u 3 B mapanenpbHUX rpynax y Maui€HTIB 13 peuuJIUBHUMEU (opMamu po3scisHoro ckiepo3y (PPC) mis
OLIIHKM e(eKTUBHOCTI, 0€3MEYHOCTI Ta MEPEHOCUMOCTI TIaTHpaMepy aleTary Aerno, BHYTPIIIHbOM I30BOi
1H €K1 TPOJIOHIOBAHOI [ii, IKa BBOJUTHCS OJIMH pa3 KOXH1 4oTupu TrxkH1» , Mapi GA Depot Phase III —
001, Bepcis 03 Bix 07 kBiTHs 2021 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «PAPMACBIOTIKAJI PICEPY

ACCOVIHIMENTC YKPATHA» (TOB «DPPA YKPATHA»)

CrnoHcop, kpaiHa

Mapi Pharma Ltd., I3pains

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 45

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi 3MiHa Ha3BU MicCLis IPOBEICHHSI KJIIHIYHOTO BUIIPOOYBAHHSI:
HOIIPaBKU byino Craio
KepiBHUK IeHTpy Muxanbscoka JI.B. KepiBHUK eHTpy Muxanbcbka JI.B.

Kminiunaa gikapus «®eodanis» JepkaBHoro | Kiminiuna mikapas «®Deodanis» Jlep:kaBHOTO
yIpaBIiHHS ~ CIIpaBaMH, L[IEHTP TEMaToJNOTii, | yIpaBIiHHSA CIOpaBaMH, I[EHTP Te€MaToJOorii,
ximioTepamii remMo0JacTo3iB  Ta IPOMEHEBOI | XimioTeparii reMo0JacTo3iB Ta TpaHCILIAHTAIlil
tepamii, M. Kui KICTKOBOTO MO3KY: BIJJIUJICHHS T'€MaToJoTii Ta
ximioTepanii remo0acto3iB, M. Kuis

Howmep ta nata Hakaszy Ne 614 Big 01.04.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «baraTouieHTpoBe, paHI0MI30BaHe, MOJIBIMHE CIliNe, MIaled0-KOHTPOIbOBAHE, 3 MapaJIeIbHUMHU IpyIaMu
BUIIPOOYBaHHS, KO/, JociikeHHs 3 (a3u 3 BIAKPUTUM MEpioZOM MPOJOBXKEHHS JIKYBAaHHS JJS OLIHKUA €(pEKTUBHOCTI 1
BepcCis Ta Jata 0€3MeYHOCTI MEepOopaIbHOro 3acTocyBaHHS puiib3aOpyTuHiOy (PRN1008) y nopociux Ta mijuuiTKiB 3

MEPCUCTYIOUOI0 a00 XpOHIYHOKW iMyHHOIO TpomboruToneHieto (ITIT)», PRN1008-018, mompaBka 02,
enextponHa Bepceist 4.0 Big 21 mumas 2021 p.

3asiBHUK, KpaiHa ToBapucTBO 3 06MesKeHOIo BiamosinanshicTio «MEJIITEVIC YKPATHA»
CrnoHcop, kpaiHa «[Ipunnumis biopapma Iuk.», CHIA (Principia Biopharma Inc., USA)
CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




JlonaTtox 46

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikaris cyrreBoi BKI1roueHHs JOJaTKOBOTO MICIIsl TPOBECHHS IOCIIIKCHHSI:
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1. K.M.H., 3aB. BiJ. Pomanis O.I1.

KomyHasibHEe HEKOMEpIlHE MiJIPUEMCTBO «3aKapraTChbKUi OOJIACHHI MEIUYHUIN IICHTP
NCUXIYHOTO 37I0POB'S Ta MEAWIUHH 3aJIKHOCTEH» 3akaprnarchbkoi 00JIacHOI  pajw,
TICUX1aTPUYHE BiJJIUICHHS, M. Y KTOpOJl

Howmep ta nata Hakazy Ne 568 Big 27.02.2020
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOTO «PannomizoBaHe Mo/iBiiHE ciline mianedo-KOHTPOIbOBaHE TOCIKEHHS (ha3u 3 3 OLIHKH e()eKTUBHOCTI Ta
BUIIPOOYBaHHS, KO/, 0€e3MeYHOCTI MIMaBaHCEPUHY SIK JT0JATKOBOI Tepamii JUIs JiKyBaHHS HETaTMBHUX CUMITOMIB IIU30(peHii
BepcCis Ta Jata (Advance-2)», ACP-103-064, Bepcis 1.0 3 inkopriopoBanoro mornpaskoro 2 Big 07 ceprast 2020 poky
3asiBHUK, KpaiHa ITiznpuemcTBo 3 100% iHo3emuom0 inBecTHIic0 «AMK’FOBIA PJIC Ykpaina»

Cnoncop, kpaiHa ACADIA Pharmaceuticals Inc., CIIIA

CynyTtHi —

Mmarepianu/npenapaTi

CYyMyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




Honatox 47

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi Onosnennii [Iporokon kininiunoro gociipxenns ALN-AGT01-002, inkopriopoBanuii monpaskoro 3 Bix 09
MTOTIPABKH rpynans 2021 poky; [ndopmaniitamii muctok 1 popma iHpopmoBanoi 3roau, sepcis V5.0UKR(uk)1.0 Bix 14

rpynas 2021 poxy, nmepekian ykpaiHCbKkor MoBoto Bix 17 rpyans 2021 poky; Indopmartiitauii TUCTOK i
dopma indopmosanoi 3roau, Bepcist V5.0UKR(ru)1.0 Big 14 rpymus 2021 poky, mnepekian pociicbKoro
MoBoto Bix 17 rpynus 2021 poky; Po3kanpyBanHs BCTymHOTO Bifeo, Bepcis 1, Big 04 sxoBTHs 2021 poky,
nepekag ykpaincbkoro MoBoto Bif 10 rpyans 2021 poky; Po3kagpyBaHHs BCTYITHOTO BiI€OPOJIHKA, BEpCis
1, Big 04 sxoBTHs 2021 poky, nmepekiaz pociiicbkoo MoBoto Bif 10 rpyanst 2021 poky; CI0OBHUK TEpMiHIB
st O3 B enextponHomy opmari, Bepcis 01, Bix 04 sxoBTHs 2021 poKy, nmepekiiag yKpaiHChKO0 MOBOIO
Big 10 rpyans 2021 poky; CnoBauk TepMiHiB st @13 B enextporHomy Gopmari, Bepcist 01, Big 04 5xoBTHS
2021 poky, nepeknan pociiicbkoro MoBoro Bif 10 rpymnst 2021 poky

Howmep ta nara nakasy No 2147 Bix 04.10.2021
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ha3Ba kiiHiyHOTO «PannomizoBaHe, MoBIHE ciiine, Mmuaned0-KOHTPOIbOBaHE, OAraTOLIEHTPOBE JOCIHIKEHHS MO MiAdopy

BUIIPOOYBaHHS, KO/, JI03U JJ1s1 OLIHKU epekTUBHOCTI i Oe3neuHocti npenapaty ALN-AGTO1 y narieHTiB 3 M'SIKOIO Ta TOMIPHOIO

Bepcis Ta JaTa aprepiaibHolo rineprensiero» , ALN-AGT01-002, inkoprnopoBanuii nonpaskoto 2 Big 09 yepBus 2021
POKY

3asiBHUK, KpaiHa [TinnpuemctBo 3 100% inozemHuoro iHBecTuiiero «AUK’KOBIA PJIC Ykpaina»

CroHcop, KpaiHna Alnylam Pharmaceuticals, Inc., United States

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jomarok 48

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikaris cyrreBoi BKI1roueHHs JOJaTKOBOTO MICIIsl TPOBECHHS IOCIIIKCHHSI:
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS
1. K.M.H., 3aB. BiJ. Pomanis O.I1.

KomyHnaneHe HekoMepiliiiHe MTiANPUEMCTBO «3aKapmarchbkuii oOJacHUl MeIWYHUIl LEHTP
NCUXIYHOTO 37I0POB'S Ta MEAWIUHH 3aJIKHOCTEH» 3akaprnarchbkoi 00JIacHOI  pajw,
TICUX1aTPUYHE BiJJIUICHHS, M. Y KTOpOJl

Howmep ta nata Hakazy Ne 886 Big 01.08.2017
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOTO «52-THKHEBE BIJIKPUTE PO3LIMPEHE JOCIIKEHHS MIMaBaHCEPUHY B SKOCTI JOAATKOBOIO JIKYyBaHHS
BUIIPOOYBaHHS, KO/, mm3o¢ppeniin, ACP-103-035, nonpaska 3 Bix 11 cepnusg 2020 poky

BepcCis Ta Jata

3asiBHUK, KpaiHa ITixnpremcTBo 3 100% iHo3emuom0 inBecTHmico «AMK'TOBIA PIIC Vkpaizax»

CnoHncop, kpaiHa Acadia Pharmaceuticals Inc. (AKAIIA ®apmackrotikan3 [uk), CIHA

CynyTtHi —

Mmarepianu/npenapaTi

CYyMyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
papmaneBTHYHOrO 3a0€e3ne4eHHS Isan 3AZIBOPHHUX




Homarok 49

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
Inentudikarist cyrTeBoi AstraZeneca D5271C00002 (momepemniii Ne 3150-303-008) Inctpykitis 31 300py 3paska Kaimy s
MONIPaBKU amMOynaTopHHX maunieHTiB, peaakmis 2.0 Bix 02.12.2021 p.; 3amyueHHS JOJATKOBHUX MICIb NPOBEICHHS
KJIIHIYHOTO BUIIPOOYBAaHHSI:
No I1.1.B. BiAMOBIMAIEHOTO AOCITITHUKA
/1t Hazpa micuis mpoBeieHHs! KJIIHIYHOTO BUITPOOYBAHHS

1. I.M.H., pod. ®enis O.1.

ObnacHe KOMyHaJIbHE HEKOMEPIIiiHE MimprueMcTBO «YepHiBenbka 00JacHa KIIiHIYHA JIKaApHS»,
IT1IPO3IiJT TaCTPOSHTEPOJIoTii, M. YUepHiBII

2. K.M.H., non. Konmecnuxk I1.0.

JlikyBaJIbHO-/IIaTHOCTUYHUI  LEHTp «3akapmarchbKuii LEHTP XIpypriyHUX  I1HHOBALil
«AcTpamen» TOBapuUCTBa 3 OOMEXEHOIO BiINOBLAANBHICTIO «KIliHIKa 310pOBOi pPOAMHU
«AcTpamen», M. YKropoa

Howmep ta nata Hakazy Ne 1773 Big 20.08.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «Binkpure, 10BrocTpoKoBe po3IIMpeHe JochikeHHs bpasukymaly y maiieHTiB 3 XBopoOoro Kpona Biza
BUIIPOOYBaHHS, KO, cepenHporo 10 Baxkoro ctymnens aktuBHocTi (INTREPID OLE)», D5271C00002, momnpaska 3, Bepcis 4.0
Bepcis Ta Jara BiJ 02 6epe3ns 2021

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPATHA»

CrioHcop, kpaina AstraZeneca AB, Sweden

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamii
B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS IBan 3A/IBOPHUX




Jonarok 50

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikarist cyrTeBoi
MOTPaBKH

MK-7902-014 (E7080-G000-320) IncTpykiiis moao mpuiiomy JeHBaTHHIOy, Bepcis 3 Bim 04 KOBTHsS
2021p., ykpaincbkoro moBor; MK-7902-014 (E7080-G000-320) [acTpykitist moA0 MpuiioMy JIeHBaTUHIOY,
Bepcis 3 Bim 04 sxoBTHA 2021p., pOCIHCHKOIO MOBON; BKIIOYEHHS J0MAaTKOBOTO MICIs IMPOBEICHHS
KIIIHIYHOTO BUIIPOOYBAHHS:

No I1.1.B. BiAIIOBiaJILHOTO JOCHITHUKA

n/n HasBa micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. nikap bpunyn C.C.

Binninennss ToBapucTBa 3 0OMEXEHOIO BiAMOBinaibHICTIO «Menuunuii nentp «JlobpoOyt-
[onikminikay «JlikyBanbHO-IIarHOCTUYHUNA LEHTP «J{0OpoOyT», OHKOJIOTIYHE BiIIiICHHS
cTarioHapy 3 6;10koMm ximiorepanii, M. Kui

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

Ne 2237 Big 18.10.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane nocnimpxenss 111 das3u ms oninku epexTuBHOCTI Ta Oe3neyHocTi nemoponizymady (MK-
3475) y xomb6inauii 3 snenBatuHiobom (E7080/MK-7902) 1 ximioTepami€lo MOPIBHSIHO 31 CTaHIApTHUM
JIKyBaHHSM B SIKOCTI MEpUIOi JIiHI{ Teparii AJi1 YYaCHUKIB 3 METaCTaTUYHOIO KapIIMHOMOIO CTPaBOXOIY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBatoro nonpaskoro 03 Bix 05 cepras 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexkeHo10 BianoBiaansHicTIO «MCJ] Ykpaina»

CrnoHcop, kpaiHa

«Mepk apn enn Joym Kopn.», nouipHe nianpuemctBo «Mepk ena Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

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




Jlomarok 51

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
Inentudikarist cyrTeBoi 3amyyeHHs JOJATKOBUX MICI[b IPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS
MONIPaBKU Ne I1.Lb. BiAMOBIAaTBLHOTO AOCIITHUKA
/1t Hazpa micuisg npoBeieHHs KJIIHIYHOTO BUITPOOYBAaHHS

1. reHepajibHuil nupexkrop Muxaimokosuy O.K.

KomyHaneHe HekoMmepliiiHe mignpueMcTBo «Onechbka obiacHa mcuxiaTpuyHa JikapHs No2y
Onecwkoi obsacHoi panu, BigaiiaeHHs Nel6, Onecbka 0071., JIuMancbkuii p-H, ¢. OnekcaHapiBKa
2. 3aB. BiJ. Bireochka T.B.

Komynansne Hexomepiiiiine mianpueMcTBo «KuiBChka MiChKa IMCHXOHEBPOJIOTIYHA JIKapHS
N2y BukonaBdyoro oprany KwuiBcbkoi Michkoi pamu (KuiBcbkoi Mickkoi epaBHOT
aJIMiHICTpaIlii), KOHCYJIbTaTHBHE BiamineHHs, M. KuiB

Homep Ta nara Hakaszy Ne 2672 Big 01.12.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniunoro «PaniomMizoBaHe, MOJBIMHE CIiNe, IMJIANEe00-KOHTPOJIHOBaHE, OAaraToIEeHTPOBE IOCHIKEHHS 3 METOI0
BUIIPOOYBaHHSA, KO/, OLIIHKM €(DeKTUBHOCTI Ta O€3MEYHOCTI JTyMaTeNepoHy y sIKOCTI JOJATKOBOT Teparii IpH JiKyBaHHI MAI[I€HTIB
BepcCis Ta Jata 3 BEJIMKHUM JIeTipecuBHUAM po3iagomy, ITI-007-501, 3 monpaskoro 2 Bix 20 ceprast 2021 poky

3asBHUK, KpaiHa TOB «IIpem’ep Pecepu Ykpaina»

CrioHcop, kpaina Intra-Cellular Therapies, Inc., United States

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




JonaTtok 52

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi 3anydeHHs JOAATKOBOTO MICIIsl MPOBECHHS KITHIYHOTO BUITPOOYBaHHS !
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n Ha3Ba micus mpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. K.M.H., non. Konecnuxk I1.0.

JlikyBaJIbHO-/IIaTHOCTUYHUI  LEHTp «3akapmarchbKuii LEHTP XIpypriyHUX  I1HHOBALil
«AcTpamen» TOBapuUCTBA 3 OOMEKEHOIO BiamoBiHambHICTIO «KITiHIKa 370pOBOI POIAMHH
«Actpameny, M. YKropoJ

Howmep ta nata Hakazy Ne 1326 Big 02.07.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «bararonieHTpoBe, paHI0Mi30BaHe, MOABIKHE CIiNe, Y MapajiebHUX Tpynax, Mmianedo-KOHTPOIbOBaHe 3-

BUIIPOOYBaHHS, KO/, YaCTUHHE JOCHILKeHHS a3y 3 a7 1eMOoHCTpanii epeKTUBHOCTI Ta Oe3nekn OeHpasizymaly y Malli€eHTiB 3

Bepcis Ta jgaTa €03uHO(LTEHUM TacTputoM Ta/abo ractpoenteputoMm (The HUDSON GI Study)», D3258C00001, Bepcis 4
BiJ 15 BepecHs 2021 poky

3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, Kpaina AstraZeneca AB, Sweden

CynyTtHi —

Mmarepianu/npenapaTi

CYyMyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
papmaneBTHYHOrO 3a0€e3ne4eHHS Isan 3AZIBOPHHUX




JonaTtok 53

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Indopmariss Ta Gopma 3roau AN AOPOCTUX YYACHHKIB AOCHipKeHHS, JlokampHa Bepcis HOMmep 8 s
Ykpainu ykpaiHChKOIO Ta pOCiiicbKOI0 MOBaMH, 1ata Bepcii 29 rpyans 2021 poky - Ha ocHOBI MacTep Bepcii
Homep 10 Bixg 15 rpymus 2021 poky, Jomatky 1 Mactep Bepcii Homep 4 Bix 30 muctonana 2018 poky Ta
Honmatky 2 Mactep Bepcii Homep 4 Bia 30 nmucronaga 2018 poky

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

Ne 1388 Big 08.11.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, Biakpure, 6aratouentpose gocuimkenns Il dasu Jypeanymaly ta Tpemenimymaly B
SKOCTI TEepIIOoi JiHIT JIKyBaHHS MAalli€EHTIB 3 MOIIMPEHUM renatouemtoasipuuM pakom (HIMALAYA)y,
D419CC00002, Bepcis 7 Bix 22 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jlomarok 54

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Indopmariss Ta Gopma 3roau A TOPOCIUX YYaCHUKIB aociimkeHHs JlokanbHa Bepcis Homep 7.0 mis
Ykpainu yKpaiHChKOIO Ta POCICBKOI0 MOBaMH, aata Bepceii 29 rpyaus 2021 poky Ha ocHOBI Mactep Bepcii
Homep 8.0 Bix 09 rpyans 2021 poxy

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

Ne 545 Bin 19.05.2017

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
Bepcis Ta Jata

«PanmomizoBaHe, OaraToneHTPOBE, BiAKpHUTE, MOpiBHsUIbHE nociimpkeHHs Il dasm nns Bu3HAYCHHS
epextuBHOCTI JlypBanymaOy um komOinamii [ypBamymaby 1 Tpemenimymaly y xomOiHamii 3
IUTATHHOBMICHOIO XIMIOTEpamni€ro y MepIii JiiHii JIKyBaHHS MAalli€eHTIB 3 MOIIKUPEHUM JApiOHOKIITHHHUM
pakom nerenis (JIPJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepaabHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jlomarok 55

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

[adopmariis mpo gocimkeHHs Ta (opMa 3roau It TOPOCIIUX, JIOKanbHa Bepcis Homep 11.0 nns Ykpainu
YKpaTHCHKOIO Ta POCIHCHhKOI0 MOBaMH, Jata Bepcii 29 rpyans 2021 poky Ha ocHOBI Mactep Bepcii Homep
11.0 Bix 30 ymcromana 2021 poky

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

Ne 687 Bin 21.06.2017

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«MixHapoaHe, OaraTOIEHTPOBE, PaHIOMI30BaHE, BIJKpUTE, TMOPIBHAIbHE MOCHiKEHHS ¢a3su 3 1o
BHU3HaueHHIO edektuBHOCTI JlypBamymaOy uym komOiHamii J[lypBamymaOy 1 Tpemenimymady i3
IUTATUHOBMICHOIO XiMioTeparieto Juist 1-i JiHii JIKyBaHHS NAIIEHTIB 3 METACTATUYHUM HEAPIOHOKIITHHHUM
pakom nerenis (HIAKPJI) (POSEIDON)», D419MC00004, Bepcis 6.0 Big 09 numast 202 1p.

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

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




JlongaTok 56

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi Bpomrypa gocniganka CNTO1959 (guselkumab), Buganns 13 Bix 14.12.2021 p.
HONPaBKU

Howmep Ta narta Haka3zy Ne 1773 Bix 20.08.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «baraToneHTpoBe, paHaOMi30BaHe, MOABIMHE ClIile, MIanedo KOHTPOJIbOBaHE KIIIHIYHE JOCHIKEHHS 3b

BUIIPOOYBaHHS, KOJI, da3u ISt OIIHKH €(PeKTUBHOCTI Ta OE3MEYHOCTI MPU3HAYEHOTO IMiAMKIPHO TyceabKymMaly y MaIli€HTiB 3

Bepcis Ta gaTa AKTHBHUM TICOPIaTUYHUM apTPUTOM, SKi paHillle MaJ¥ HEAOCTATHIO BIAMOBiAb Ta/ab0 HENMEPECHOCHMICTh
JIKYBaHHS OJHUM 3 1HT'101TOpIB (hakTOpy HeKpo3y nyxiuH anbdpay, CNTO1959PSA3005, Big 13.04.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa «IHCCEH ®APMAIIEBTHUKA HB», benbris

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jlomarox 57

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/KEHHS CYTTEBUX MOTPABOK)

8.02.2022 Ne 254
InenTudikarist cyrTeBOi BKJTIIOYEHHS JOAATKOBUX MICIIh MPOBEACHHS KIIHIYHOT'O BUIPOOYBAaHHS !
MTOTIPABKH No I1.1.B. BiAIIOBIAILHOTO AOCIITHUKA
n/n HasBa micus mpoBeeHHs KITiHIYHOTO BUIIPOOYBaHHS

1. I.M.H., ipod. Ximion JI.B.

KomyHnainbHe HexomepiiiiiHe mignpuemctBo KuiBchkoi oOmacHoi pamam «KuiBchka oOracHa
KIIIHIYHA JIIKAPHS», BY3bKOCIICIiaTi30BaHe TepAaNeBTUYHE BiJTiIeHHs, M. KuiB

2. k.M.H. Creup P.B.

Komynanbne HekomepitiiiHe mianpueMcTBo «Micbkka sikapas Ne6» 3anopi3bkoi MiCbKOI pajiH,
TepaneBTUYHE BIJUTIJICHHS, M. 3aITOPI¥OKS

Howmep 1a narta Hakasy Ne 1773 Bix 20.08.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniunoro «bararonieHTpoBe, paHI0MI30BaHe, MOABINHHE cine, Tanedo KOHTPOIbOBAHE KIIHIYHE JOCIHIIKEHHS 3b

BUIIPOOYBaHHSA, KO/, ¢a3u a5 OLIHKK e(EeKTUBHOCTI Ta O€3MEeYHOCTI MPU3HAUYEHOTO MiJIIKIPHO I'ycelbKyMaly y Mali€HTIB 3

BepcCis Ta Jata AKTUBHUM IICOPIaTUYHUM apTPUTOM, K1 paHillle MajJu HEAOCTaTHIO BIJAIMOBIAL Ta/ab0 HENEPEHOCHMICTh
JIKYBaHHS OJHUM 3 1HT101TOpiB pakTOpy HEKpo3y myxJyuH anbdarn, CNTO1959PSA3005, Bix 13.04.2021 p.

3asBHUK, KpaiHa «JHCCEH ®APMALIEBTUKA HBy, benbris

CrnoHcop, kpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




JonaTok 58
110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNICHUI TIPOTOKOJ KITiHIYHOTO gociimpkenHs, Bepeis 3.0 Bix 03 Bepecus 2021 p., aHTiHCHKOI0 MOBOIO;
Hocbe nmocmimxyBaHoro nikapcbkoro 3aco0y Tasamamon (Tavapadon) ta mmane6o, Bepcis 3.0, Big 17
BepecHs 2021 p., aHrichKOI0 MOBOIO; JlomaTok 10 bpourypu nocnmigHuKa TOCTiIKYyBaHOTO JIIKAPCHKOTO
3acoby TaBamagon (CVL-751) 1.0 Bim 31 cepmus 2021 p., mo Bumanus 3.0 Bim 08 uepBus 2020 p.,
anriiicekoro MoBoto; CVL-751-PD-001 Iadopmanis mis namienta i @opma iHPOpMOBaHOi 3ro1u_Bepcist
st Yipainu 6.1.0 Big 18 >xoBTHS 2021 p. yKpaiHChKOIO Ta pociiickkor MoBamu; ONHUTYBaIbHUK 00
IMITYJIbCHBHO-KOMITYJIbCHBHHX PO3JIaZiB pH XBopoOi Ilapkincona — omiHioBaibpHa mikana (Questionnaire
for Impulsive-Compulsive Disorders in Parkinson's Disease - Rating Scale, QUIP-RS) mist Vkpainu
pociiicbkoro MoBor Bepcis 1 Bimx 03 sxoBtHs 2019 p. (CVL-751-PD-001_QUIP-RS_Ukraine_Russian_
V1 2019 Oct 03); 3MiHa Ha3BH MICLIb IPOBEICHHS KJIIHIYHOTO BUIIPOOYBaHHS:

byno

Craio

K.M.H. Mopo3 O.M.

Kiinika JlepkaBHOi ycTaHOBH «YKpaiHCHKHIA
JepKaBHUI HAyKOBO-JIOCIITHUN THCTUTYT
MEJIUKO-COIlIaIbHUX ~ MpoOJieM  1HBaJIiAHOCTI
MiHicTepcTBa OXOpOHM 3A0pOB'T  YKpaiHm»,
BUIIIJT ~ MEIUKO-COIIAJIbHOI ~ €KCIEepTU3u  Ta
peabumitamii  Npu  BHYTPILIHIX,  HEPBOBUX
XBOpOOax Ta MCUXOCOMATUYHHUX pO3Jiajax Ha 6asi
BIITUIGHHS ~ HEBPOJIOTiI  Ta  TMOTPaHUYHUX
cTaHiB, M. JIHIIpo

K.M.H. Mopo3 O.M.

Kninika Jlep:kaBHOi ycTaHOBH «YKpaiHCHKHM
Jiep’KaBHUN HAyKOBO-JOCIITHUH IHCTUTYT
MEAMKO-COI[IAJIbHUX ~ MpoOJeM  1HBaJIIJHOCTI
MinicTepcTBa OXOpOHM 3/10pOB'St  YKpaiHW»,
HEBPOJIOTIYHE BIIIUIEHHS, M. J{HIITpO

K.M.H. Yepke3 A.M.

Komynanena yctaHoBa «3amopi3pka oOnacHa
KJIIHIYHA JKapHs» 3anopi3bkoi objacHOl pajw,
HeBpostoriyHe BiauteHHs Nel, M. 3amopixxoks

K.M.H. Yepke3 A.M.

KomyHanepHe ~ HekoMepliiiHE  HIANPUEMCTBO
«3amopi3pbka  OOjlacHa  KIiHIYHA  JIIKapHS»
3anopi3bkoi  00lacHOI  paau, HEBPOJOTiYHE

BigiieHHs Nel, m. 3amopixoks
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I.M.H., ipod. J[3sx JLA. I.M.H., ipod. J[3sx JLA.

Meanunanii LEHTP JIEPKABHOTO 3akiany | Menuunuii 1ieHTp JIHIMPOBCHKOTO E€pP>KaBHOTO
«JlHimpomeTpoBCchKa MeUYHa aKaJeMis | MEAMYHOTO YHIBEPCHTETY, JIHITPOBCHKUI
MiHicTepcTBa OXOpOHH 3JI0POB‘sST  YKpaiHW», | Aep)KaBHUM MEIMYHHUMA YHIBEpCUTET, Kadeapa
HepxaBHuil 3aKnazn «JIHIponIeTpOBChKa | HEPBOBUX XBOPOO Ta HeWpoxipyprii ¢akyabTeTy
MeIu4yHa akajgemis  MiHICTEpcTBa  OXOPOHHM | MICISAUIUIOMHOI OCBITH, M. JIHIMpo

30pOB‘sl YKpaiHu», Kadenpa HEPBOBHUX XBOPOO
Ta HeWpoxipyprii (akyiabTeTy MiCIsIUIIOMHOL
ocBitH, M. JIHIIIpo

Howmep Ta nata Hakazy Ne 1636 Big 20.07.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

HazBa kiniHiyHOTO «PannomizoBaHe, moJBiiHe ciine, mianed0-KOHTPOIb0BaHe AOCTIIKEHHS (a3u 3 y mapanenpHuX Ipynax

BUTIIPOOYBaHHSA, KO/, TPUBAJICTIO 27 THXKHIB /ISl OLIHKH €(EKTHUBHOCTI, 0€3MEYHOCTI Ta IEPEHOCUMOCTI ABOX (DIKCOBAaHMX 103

Bepcis Ta JaTa TaBamagony y mnamieHTiB 3 xBopoOorw Ilapkincona Ha panHiit cramii (nochimxenHs TEMPO-1)»
CVL-751-PD-001, Onornenwnii mporokost Bepcis 2.0 Bix 29 uepsus 2020 p.

3asiBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaiHa Cepesen Tepam'torike, JIJIC, CIIIA [Cerevel Therapeutics, LLC, USA]

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




JonaTtox 59

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuii [IpoTokon kiiHiuHOTO BUNpoOyBanHs, Bepcia 10 Big 12 nuctonana 2021 p.; Jlomatok 2 Bepcis
1.0 anst Ykpainu yKpaiHChKOIO Ta pociiichkoro MoBaMu Bijx 26 muctonana 2021 p. mo ¢hopmu indhopmoBaHoi
sronu Bepcii 8.0 s Ykpainu ykpaincekoro MoBoto Bin 27 kBiTHS 2020 p. Ha ocHoBi mogensHoro JJonatky
2 no ¢opmu inpopmoBanoi 3roau Bepeis 10 st mocnimxenas W039210 Big 11 aucromana 2021 p.

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

Ne 248 Bin 09.03.2017

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, paHIOMI30BaHE, IIAIe00-KOHTPOJIbOBAaHE, TOojABIMHE ciine mgociuikeHHs I daszu
aTte30ii3ymMady (aHTU-PD-L1 aHTUTIN0) B AKOCTI a/1’OBAaHTHOI Tepallii y Halli€HTiB 3 HUPKOBO-KIITHHHOIO
KapIIMHOMOIO 3 BUCOKHMM PU3MKOM PO3BUTKY MeTacTa3iB micisg Heppekrtomiin, WO39210, Bepcis 9 Bin 07
mortoro 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAaIBbHICTIO «Pom YkpaiHay

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [Beiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonarok 60

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnennii mpotokoi BIG 16-05/AFT-27/W039391, Bepcis 8 Bin 24 nucromnana 2021 poky aHTIIHCHKOO
MoBo10; bpomrypa nocnigauka, RO5541267, Tecentriq (Ate3zomnizymad/Atezolizumab), Bepcis 18 Big numnHs
2021 poky anrmiiicekoro MoBoro; JlomoBHeHHS Nel Bim cepmHst 2021 poky mo bpomrypu mocimigHuKa,
RO5541267, Tecentriq (Ate3onizymad/Atezolizumab), Bepcist 18 Bim mumus 2021 poky, aHTTIHCHKOIO
MOBOI0; [H(opmariitauii TUCTOK manieHTa Ta hopma iHhopMoBaHOi 3roau Uit YKpainu, Bepcis 8 Big 07
rpyaHs 2021 poky yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMHU

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1532 Bin 21.08.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«bararonienTpoBe, paHaoMizoBaHe, BigkpuTe gochimkeHHs III ¢da3m 3 mopiBHAHHA KOMOiHAIIT
ATteszomnizyma0y (antu-Pd-L1 anTHTina) 3 a1’ TOBAHTHOIO aHTPAMKIIHOBOO/TAKCAHOBOIO XIMiOTeparri€eo Ha
BIJIMiHY B1Jl TIJIbKM XiMiOTepamii B Halli€HTIB 3 orepadeIbHUM TPUU1 HEraTUBHUM PAKOM MOJIOUHOT 3aJ1031»
(IMpassion030). , BIG 16-05/AFT-27/W039391, Bepcis 7 Bix 17 motoro 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAJI ~PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

Cnoncop, kpaiHa

F. Hoffmann-La Roche Ltd. /®. Xodpdmann-Jls Pour JIta. /®. 'odpdmann-JIs Porr JIta., IlBetiapis

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTtoxk 61

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A

VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBNeHMI POTOKON KIIiHIYHOTO BUIIpoOyBaHHs MK-3475-B68, 3 inkoprnopoBaHoto nomnpaskoro 02 Bif
01 rpynus 2021 poky, aHriiiicekoro MoBow; Ykpaina, MK-3475-B68, Indopmariis ta JOKyMEHT MpO
iH(popMoBany 3roay i manieHTa, Bepcist 2.00 Bix 16 rpyaus 2021 p. ykpaiHChKOIO MOBOIO; YKpaiHa,
MK-3475-B68, Indopmariis Ta ToKyMeHT mpo iHhopMoBaHy 3roay Juis naiienra, Bepcis 2.00 Big 16 rpyans
2021 p. pociiCHKOI0 MOBOIO

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

Ne 1102 Big 02.06.2021

HazsBa xiiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«docnimxenns 11 ga3u nemOponizymady (MK-3475) koxH1 6 TUXKHIB Y Malll€HTIB 3 pELUIUBYIOUOI0 a00
pedpakTepHOI0 KIacu4yHOoo JiMpomoro XomaxkKiHa ado y MaIieHTIB 3 PeHUINBYIOUOI0 200 pedpakTepHOIO
MEPBUHHOI0 MEAiacTHHAIBHOI B- KpymHOKIITHHHOIO JiMpomoro», MK-3475-B68, 3 iHKOpIOpoBaHOO
nomnpaskoro 01 Big 30 yepBHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexeHo10 BianoBiaaabHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepxk lapm enn Joym Kopm.», nouipae mianpuemctBo «Mepk ena Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 62

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBNeHMI TPOTOKOJ KIiHIYHOTO BUNpoOyBaHHs MK-6482-012, 3 inkopnopoBaHoto nornpaskoro 03 Bix 10
rpyaas 2021 poky, aHTIIMChKOIO MOBOW; Ykpaina, MK-6482-012, Indopmariis Ta JOKYMEHT IIpo
iHpopMoBaHy 3roay ais mamienta, Bepcis 2.03 Big 14 rpynus 2021 p. ykpaiHChKOIO MOBOIO; YKpaiHa,
MK-6482-012, Indopmarris Ta JTOKyMeHT rpo iHdopMoBaHy 3roAy Ui namieHTa, Bepeis 2.03 Big 14 rpyans
2021 p. pociiicbkoro MoBo0; CrieHapiii mpoBeeHHs onuTyBaHHs DyHKI[IOHANBHA OIlIHKA Teparii paky -
[Toka3HMK BUpPA3HOCTI HUPKOBUX cUMNTOMIB - CumnToMu, oOymoBieHi 3axBoproBaHHsSM (Functional
Assessment of Cancer Therapy - Kidney Symptom Index - Disease related Symptoms, FKSI - DRS), Bepcist
4 Bix 13 cepnus 2020p. ykpainchkoio MoBot0; CrieHapiii mpoBeAeHHs ONUTyBaHHs DyHKIIIOHATbHA OIIHKA
Teparii paky - [TokazHUK BHPa3HOCTI HUPKOBUX CUMNOTOMIB - CHMITOMH, OOYMOBIICHI 3aXBOPIOBAHHIM
(Functional Assessment of Cancer Therapy - Kidney Symptom Index - Disease related Symptoms,
FKSI - DRS), Bepcis 4 Big 12 cepras 2020p. pociiicbKOI0 MOBOIO

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

Ne 762 Bin 20.04.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpure, panpomizoBane nociaipkeHHs I ¢asu g1 ouwinkum edexkTuBHOCTI Ta O€3MEUHOCTI
nemOponizymady (MK-3475) y komOinanii 3 6enzyrupanom (MK-6482) ta nenBarunioom (MK-7902), abo
MK-1308A y koM06iHa1lii 3 JeHBaTHHIOOM MOPIBHSHO 3 IEMOPOJ113yMaboM 1 JIEHBaTUHIOOM B SIKOCTI MEPIIOi
JiHIT Tepanii 11 YYaCHHMKIB 3 PO3MOBCIOIKEHOIO CBITJIIOKIITUHHOIO HUPKOBO-KJIITHHHOI KapIHHOMOIOY,
MK-6482-012, 3 inkopnopoanoro nomnpaskoro 02 Big 01 gepsus 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

Cnoncop, kpaina

«Mepk Hlapn ena Hoym Koprm.», nouipue mianpuemctso «Mepk enn Ko., [k.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JonaTtoxk 63

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX ITOIPABOK)
8.02.2022 Ne 254

InenTudikarist cyrTeBOi
HONPaBKU

OnoBnenuii mpoTokod KiiHigHOTo HocmikenHs CL3-95005-006, ¢pinanbna Bepcist 4.0 Bix 02 rpyaas 2021
POKY, 3 IHKOPIIOPOBAHOIO CYTTEBOIO morpaBkoio Ne 4, Bix 02 rpyans 2021 poxy

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBane, Bimkpure kiiHiuHe pociimkeHHs I dasu tpudnypununy/rumipanuny (S 95005) y
KoMOiHarii 3 OeBan3yMaboM y MOPIBHAHHI 0 KarnenuTaliHy y KoMmOiHalil 3 OeBanu3ymabom y mepuriit
JiHIT JIIKYBaHHS NAIl€HTIB 3 METAaCTaTMYHUM KOJIOPEKTAaJIbHUM pakoM, SKi He € KaHAuJaTaMH Ui
inTeHcuBHOi Tepamii (mocmimkenHs SOLSTICE)», CL3-95005-006, ¢inamsHa Bepcis Big 25 cidyHs
2021 poky, 3 IHKOPIOPOBAHOIO CYTTEBOIO nomnpaskoro Ne 3, dinanbHa Bepeis Big 25 ciung 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexeHo10 BianoBiaanbHicTI0 «KLIP Ykpaina»

CrnoHcop, kpaiHa

[acturyt miskHapoauux nocnimkenb «CEPB’ €y (Institut de Recherches Internationales Servier (I.R.L.S.)),
®panuis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

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




