JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 19 Big 03.06.2021, Ha siKi 6yN1 OTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNepPTiB.»

1. 3anyuyeHHs1 BUPOGHUKA [OCiAXYyBaHOro nikapcbkoro sacooy MicenpuctoH 5 mr: Gedeon Richter
Plc, Hungary (Chemical Works Of Gedeon Richter Pic, 1103 Budapest, Gyomroi Ut 19-21, Hungary);
SastlyueHHs BUPOGHUKA AOCAIAKYBAHOIO likapcbKoro 3aco6y MichenpuctoH 5 mr: Gedeon Richter Plc,
Hungary (Chemical Works Of Gedeon Richter Plc, 2510 Dorog, Esztergomi Ut 27., Hungary); flocbe
AN3 Bepcia 2.0 Big 17 6epe3Ha 2021 poky Big BupooHuka Gedeon Richter Plc; OHoBneHa 6powypa
pocnigHuka Bepcia 2.0 Big 12 ciuHa 2021 poky; 3pa3ok MapKyBaHHA ana A/13 MicdenpuctoH 5 wr,
Bepcia: Example of labels from G. Richter go npoTtokony kniHiyHoro BunpobysaHHA «baraToueHTpoBe,
BiAKpUTE JOCNIMKEHHSA 3 OOHIEI0 PYNot0, 3 OLHKM 6e3neYyHocTi Ta edekTUBHOCTI MichenpucToHy 5 Mr s
NiKyBaHHA eHA0METPIo3Y Y XIHOK PenpoayKTUBHOTO BiKy NPOTArOM ABOX LMK/IB Tepanii TpUBanicTio 24 TUXKHA
KOXHWUIA», Kog pocnigmkeHHss CLI20001/Lita005, sepcia 3.0 Big 20 xoBTHA 2020 poky; cnoHcop - Litaphar
Laboratorios S.L., Spain / Mlitacpap JTabopaTopio3 ECEn, IcnaHis

3asaBHUK - TOB «HO CI TI-TNTOBA/», YKpaiHa

2. flocbe pocnigKyBaHOro nikapcbkoro 3acooy AB-836, kancynu (5 mr, 25 mr) Ta Taénetkn (25 mr, 100
Mmr), Bepcia 1.1, Big 02 kBiTHA 2021 poKy, aHINiACLKO MOBOIO; LLLoAEeHHMK NpUiioMy AOCiAKYBaHOro
npenapary, Koropta F, Bepcia 3.0 Big 31 Gepe3HA 2021 poKy, YKpPaiHCbKOK MOBOW; LLlogeHHMK
npuiiomy gocnigxysaHoro npenapary, Koropta G, Bepcis 3.0 Big 31 6epe3Hs 2021 poKy, YKPaiHCbKOIO
MoBoto; LLlogeHHUK npuiioMy gocnigxyBaHoro npenapaty, Koropta H, Bepcis 3.0 Big 31 6epe3Hs 2021
POKy, YKpaiHCbKOl MoBO10; LLloaeHHUK npuiiomy gocnigpkyBaHoro npenapary, Koropta |, Bepcis 3.0
Bif 31 6epe3Hsa 2021 poKy, yKpaiHCbKOIO MOBOIO; LLlogeHHUK npuiiloMmy gocnigpKkyBaHOro npenapary,
KoropTta J, Bepcis 3.0 Big 31 6epe3HAa 2021 poky, YKpaiHCbKOI0 MOBOLO; BK/1IOUE€HHA HOBOTO [03yBaHHA
5 Mr kancynu gocnigxyBaHoro slikapcbKoro sacooy AB-836; TekcT 3pa3ka eTukeTku npenapaty AB-836
5 Mr kancynu a6o BignosigHe nnaue60, YKPaiHCbKOK MOBOK [0 MPOTOKO/Y KNiHIYHOTO AOCNifKEHHSA
«[lMogBiiiHO criine, paHAoOMi30BaHe, NiaLeb0-KOHTPOIbOBaHe AOCIMKEHHSA 3 OAHOKPATHMM | baraTokpaTHUM
3acTocyBaHHAM npenapaty AB-836, kancugHOro iHribitopa BipycHOro renatuty B, Ans OuUiHku 1ioro
6€e3MeYHOCTi, NEPEHOCUMOCTI Ta (DapMakOKIHETUKM Yy 340POBUX YYaCHMKIB Ta B YYACHUKIB 3 XPOHIYHO
iHdbeKuUi€eto BipycHoro renatuty B», kog gocnigpkeHHss AB-836-001, Bepcis 1.1 Bia 14 ciuHst 2021 poKy; CNoHCop
- ApbyTyc biothapma KopnopeiiwH, CLUA/ Arbutus Biopharma Corporation, USA

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

3. flocbe Ha gocnimKyBaHuii nikapcbKkuii 3acié (IMPD) AMT-101, Bepcisa 4.1 Big, 28 kBiTHA 2021 poKy
aHrNifcbKo MOBOIO; 3aJlyUeHHA [,0AAaTKOBMX BUPOOHMUNX AginAHoK ana AMT-101 a6o nnaue60, 3 wr,
TabneTkn, BKPUTI KNLLIKOBOPO3UMHHOI 060n10HKOW: Applied Molecular Transport Inc, CLUA; Catalent
CTS (Edinburgh) Limited, CnonyuyeHe KoponiBcTBo; [MOAOBXEHHS TepMiHy nNpPuUAATHOCTI
JocnifmKyBaHoOro nikapcbkoro saco6y AMT-101, Ta6neTKu, BKPUTi KNLLKOBOPO34YUHHOK 0G0J/I0HKOIO, 3
Mr 3 18 fo 24 micsAuiB 4O NPOTOKO/IB KNiHIYHMX BUNPOOYyBaHb: «baratoLeHTpoBe paHAoMi30BaHe niauebo-
KOHTPO/IbOBaHe MOABiHE cnine JocnifpKeHHs ha3n 2a, Wwo NpoBOAWMTLCSA B NapasiefibHUX rpynax ans
BMBYEHHS €(DEKTMBHOCTI Ta 6e3Me4YHOCTi NepopasnibHOro 3actocyBaHHA npenapaty AMT-101 y nauieHTiB i3
BMPAa3KOBMM KONITOM CepeiHbOro abo TSHKKOro CTyneHs», koa gocnimpkeHHss AMT-101-202, sepcis 2.0 Big, 08
yepBHA 2020 poky; «PaHgomizoBaHe, nnaueb0-KOHTPONbOBaHe, NOABINHE cnine, Yy napasniesbHUX rpynax,
nowykose, ®aza 2, gocnimpkeHH edEeKTMBHOCTI i 6e3neyHocTi npenapaty AMT-101 ans nepopasibHOro
3aCTOCYyBaHHA Y NOEAHAHHI 3 afganimyMaboMm y nauieHTiB 3 BMPaA3KOBUM KOMITOM CepeaHboro abo TSXKOro
CTyneHsi», ko4 pocnigpxkeHHs AMT-101-203, sepcis 2.0 Big 30 BepecHs 2020 poky; cnoHcop - «Ennnaig
Monekbtonap TpaHcnopT IHK.»/ Applied Molecular Transport Inc, CLUA

3asaBHUK - TOB «biomanac», YkpaiHa

4. OHOBNEeHU npoTokon 42847922MDD3002, 3 iHKopnopoBaHoto nonpaBkoto 1 Big 29 xoBTHA 2020
poky; OopaTtok 1 Big 12 notoro 2021 poky go Bpowypu gocnigHuka JNJ-42847922 (CenTtopeKcaHT),
BugaHHAa 9 Big 23 uepBHA 2020 poOKy, aHrNiNCbKO MOBOW; IHchopmauiiiHuii nucTok i thopma
iHcbopmoBaHoi 3rogu, Bepcia V3.0UKR(uk)1.0 Big 25 G6epe3Hsa 2021 poKy, nepeknap yKpaiHCbKOIO
MoBoto Big, 02 kBiTHA 2021 poky; IHchopmauiiHnic nuctoK i ¢popma iHchopmoBaHOi 3roau, Bepcia
V3.0UKR(ru)1.0 Big 25 6epe3Ha 2021 poky, nepeknap pocilicbkoio MoBo Big 02 KBiTHA 2021 poKy;
IHpopmauiiiHuii nucTtok i popma iHhopmoBaHoi 3roau, Bepcia V3.0UKR(uk)1.0 Big 25 6epe3Hsa 2021
POKy, YKpaiHCbKO0 MOBOI (Bepcif 3 cuctemn SecureConsent); IHpopmauiiHuiA nucTok i hopma
iHbopmoBaHoi 3roaum, Bepcia V3.0UKR(ru)1.0 Big 25 6epe3sHs 2021 poKy, pocilicbkolo MOBOIO (Bepcif 3
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cuctemn SecureConsent); IHchopmauiiiHnii nuctok i dopma iHpopmoBaHOi 3rogM Ha B3ATTA
HeOOOB’A3KOBMX 3pasKiB A/ T€eHOMHOro HayKoBOro pgocnigpkeHHs, Bepcia V1.0UKR(uk)1.0 Big 08
nnnHsa 2020 poKy, YKpaiHCbKOI MOBOLO (Bepcisi 3 cuctemu SecureConsent); IHpopMaLiiHU NNCTOK i
copma iHhopMOBaHOI 3roauM Ha B3ATTA HEOOOB’ASKOBUX 3pasKiB A1 FeHOMHONo HayKOBOro
pocnipkeHHs, Bepcisa V1.0UKR(ru)1.0 Big 08 nunHsa 2020 poky, pocCiiicbkolo MOBOIO (Bepcisi 3 cuctemu
SecureConsent); IHchopmauiiiHnii nucTok i hopma iHhopmoBaHOi 3rogy BariTHOI NAPTHEPKX yYacHUKa
pocnipxeHHs, sepcia V1.0UKR(uk)1.0 Big 08 nunHa 2020 poKy, yKpaiHCbLKOIO MOBOIO (Bepcisi 3 cuctemu
SecureConsent); IHchopmauiiiHnii nucTok i hpopma iHhopmoBaHOi 3rogy BariTHOI NApTHEPKX yYaCcHUKa
pocnipkeHHs, Bepcisa V1.0UKR(ru)l1.0 Big 08 nunHa 2020 poKy, pocCiiicbKolo MOBOIO (Bepcisi 3 cucTemMu
SecureConsent); 3aAaBa Npo 3rogy Ha OOPOOGKY NepPCOHa/IbHUX AaHUX Yy 6asi AaHUX y4yacCHUKIB
AocnipkeHb, KepoBaHOI KomnaHieto «Bepidhaiig Kninikan Tpaens JI/1IC» (VCT), Bepcia VO1UKR(uk)01
Bif 23 Gepe3HA 2021 poky, nepeknaj yKkpaiHCbKolo MoBOIo Bif, 08 kBiTHA 2021 poky; 3asBa npo srony
Ha OOGpPOGKY NepcoHa/lbHUX AaHuX Yy 6asi AaHUX yyacHUKIB AocnigkeHb, KepoBaHOI KOMMaHi€lo
«Bepidcpaing Knidikan Tpaens JI1C» (VCT), Bepcia VO1UKR(ru)01 Big 23 6epe3Hsa 2021 poKy, nepeknag,
pociiicbkoto MoBoto Bif, 08 KBiTHA 2021 poKy [0 NPOTOKO/Y KAiHIYHOro AochigxeHHs «baraToueHTpoBe,
noagiiHe cnine, paHAoMi3oBaHe, naaLeb0-KoOHTPOIboOBaHe AOCAIMKEHHS Y NapasienbHNX rpynax oas OLiHKM
edhekTMBHOCTI Ta 6e3neyHOCTi cenTopekcaHTy B [f03i 20 Mr sk JofatkoBOi Tepanii [0 NiKyBaHHS
aHTuaenpecaHTaMmy B AOPOCAUX NAUEHTIB i NAUiEHTIB NiTHLOrO BiKy 3 BENUKAM AenpecuBHUM po3nafom i3
cuMnToMamy 6e3COHHS, y AkuX Byria BiACYTHSA afekBaTHa BifnoBigb Ha Tepanil aHTugenpecaHTamm», Ko4
pocnipkeHHs 42847922MDD3002, sepcis Big 10 kBiTHA 2020 poky; crnioHcop - Janssen Pharmaceutica NV,
Belgium

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

5. 3anyueHHs A0AATKOBOro Micusi NpoBeAeHHA BUNPOOYBaHHA [0 NPOTOKOMY KMiHIYHOIO AO0CNILKEHHS
«PaHgomi3oBaHe, GaraToLeHTpoBe, MOABiiHe cnine, Nnaueb0-KOHTPONIbOBaHE AOCNIMKEHHS a3un 2 B
napasienbHUX rpynax 3 MeTolo OLHKM 6e3neyHocTi i echekTuBHOCTI Npenapaty PN-943 npu nepopasibHOMy
3aCTOCYBaHHi y NauieHTiB 3 aKTUBHUM BMPA3KOBUM KOJTITOM MOMIPHOTO ab0 BaXKOro CTYMNeHS TSHXKKOCTI», Ko,
pocnipkeHHs PN-943-03, nonpaska 3 Big 31 nunHsa 2020 poky; cnoHcop - Protagonist Therapeutics, Inc, USA/
MpoTaroHict Tepan'toTukc, IHk., CLUA

3anBHUK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micus npoBefeHHS KIiHIYHOrO BUNPO6YBaHHS

1. 4.M.H., npod. Mpuctyna J1.H.

KomyHanbHe HekomepuiliHe nignpuemctBo CyMcbkoi 061acHoi paam «CymMmcbka o6nacHa KiiHivyHa
nikapHs», TepaneBTuyHe BigdineHHs, CyMCbKUin aepXaBHWUIA YHIBEPCUTET, MEAUYHWUA IHCTUTYT,
Katheapa BHYTPILUHLOT MeAMLMHM 3 LEHTPOM pecnipaTtopHOi MeanumHn, M. Cymm

6. 3miHa Has3BM MicuA nNpoBefEeHHA KAMIHIYHOrO BUNPOOYBaHHA [0 npoTokony «BIAKPUTE
OJOCNILDKEHHA 3 ABOMA PIBHAMW 031 O1A OUIHKA  ®APMAKOKIHETUKW, BE3IMNEKW |
MEPEHOCKUMOCTI ECNIKAPBA3EMIHA ALETATY (ESL) B AKOCTI A[LMOBAHTHOI TEPAMI
PE®PAKTEPHOI ENINENCIT 3 MAPLIAIBHUMU MPUNAOKAMW Y OITEW PAHHBOIO BIKY BIf 1-TO
MICALA OO <2 POKIB - MOAOBXEHHA HA 1 PIK», kog gocnimkeHHs BIA-2093-211/EXT, no6anbHa
nonpaska Ne2 Bepcia chiHanbHa Big 18.10.2017; cnoHcop - bian — MopTena & C?, S.A. (BIAL - Portela & C?,
SA), MopTtyranis

3aaBHUK - Ckoyn IHTepHeLwwHn Al HimeuunHa

BYNO CTANO
3aB. Bif. MakegoHcbka 1.B. 3aB. Bif. MakepgoHcbka |.B.
KomyHanbHuii  3aknag  «[fHinponeTpoBcbka | KOMyHaslbHe  HeKoMepuiiiHe  NigNpPUEMCTBO
AuTAYa  MicbKa  KniHiyHa  nikapHA  Neb» | «Micbka guTAYa  KiHiyHA  nikapHA  Neb5»

AHinponeTpoBCbLKOi o6nacHoi pagu», | AHINPOBCbLKOI MICbKOI  pagu, HeBpoJsioriyHe
HEBPO/IOriYHE  BIAAINEHHS MONOAWIONO  BIKY, BigAiNeHHs MOAOALLIOro BiKy, M. JHiNpo
M. [JHinpo

7. 3MiHa Micusa npoBeAeHHs K/IHIYHOrO AOCAIMKEHHA [0 MNPOTOKO/Y KAiHIYHOrO BUNPOBYyBaHHA
«ocnipkeHHA 3 ouiHkn edeKTMBHOCTI, 6e3neyHocTi Ta hapMakoKiHETUKM MPU 3acTOoCyBaHHI npenapary
IgPro20 (imyHorno6yniHy 4514 NigWKipHOro BBeeHHs, XizeHTpa®) y 40pOoCnX NauieHTIB i3 4epMaToMio3UTOM



(OAM) - pocnimkeHHs RECLAIIM», kog gocnipkeHHs IgPro20_3007, nonpaska 3 Big 21 nunHa 2020 p.;
cnoHcop - CSL Behring LLC, USA / CiEcEn Bepinr EnEnCi, CLLA
3aaBHUK - TOB «AgaBaHceq KniHikan», YkpaiHa

BYJIO CTA/O
O.M.H., npod. MHunnopréos A.M. O.M.H., npod. MTHunopnéos A.M.
MeguuHuii  LeHTp ToBapucTBa 3 0OMexeHow | MeguuHuii  LeHTp ToBapucTBa 3 OOMEXEHOH
BignoBigansbHicTIO «PeBMOLEHTP», M. K/iB BignoBifanbHiCTIO  «lHCTUTYT  PeBmartosiorii»,
BigAain KniHiyHMX gocnigxeHb Nel, m. Kui

8. 3pas3ku 306paxeHb e/1IeKTPOHHOro onNuTyBa/ibHUKA ANA nauieHTiB: ePRO Screenshots - Ukrainian
v5.0_Clean 17-Feb2021 [Bawe 3p0poB’a Ta camonouvyTTsl - SF-36v2® Health Survey Acute, Ukraine
(Ukrainian); FACIT-Fatigue, ykpaiHCbKOIO MOBOIO]; 3pa3ku 306paXkeHb €/IEKTPOHHOro ONUTyBaJIbHUKA
Ansa naudieHTiB: ePRO Screenshots - Russian (Ukraine) v5.0_Clean 17-Feb2021 [Bawe 3a0poB’a Ta
camonouyTTa - SF-36v2® Health Survey Acute, Ukraine (Russian); FACIT-Fatigue, pociiicbkoto MoBO10]
[0 NPOTOKO/Y KiHIYHOrO BUMNpoByBaHHS «PaHAomizoBaHe, noAgiliHe cnine, 6araToueHTpoBe, niauebo-
KOHTPO/IbOBaHe Aoc/imkeHHA 3 dhasn A41a OuiHKM eddeKTUBHOCTI i 6e3neyHocTi iHeGinisymady npu 1gG4-
acouiioBaHNX 3aXxBOPHOBaHHAX», kog, aocnigpkeHHs VIB0551.P3.S2, Monpaska 3, 16 kBiTHA 2020 p.; cnoHcop -
Biena Balio, IHk., CLLA (Viela Bio, Inc., USA)

3anBHUK - TOBAPUCTBO 3 06MEXEHO0 BiANOoBiAanbHICTIO «MEAMENC YKPAIHA»

9. COVID-19 [opaToKk [O NPOTOKO/AY K/iHIYHOrO BuMNpoG6yBaHHA Big 21.02.2021 p.; Bpowypa
pocnigHuka JNJ-73841937 (lazertinib, YH25448), BugaHHa 7.1 Big 19.02.2021 p. 40 NPOTOKOY KNiHIYHOrO
BMMNPOOYBaHHA «PaHgoMi3oBaHe KiiHiYHe gocnimkeHHs ®asm 3 Kkomb6iHOBaHOI Tepanii AMiBaHTamabom Ta
Na3epTiHiGOM Yy MOpiBHAHHI 3 OCMMEPTUHIOOM Ta Y MOPIBHSIHHI 3 Jla3epTiHiGoM K nepLuol Ainii Tepanii y
nauieHTiB 3 MicLEeBO-NoWMPeEHUM abo MeTacTaTUYHUM HeapiOHOKNITUHHUM pakoM JfiereHb 3 MyTalji€eto
peuenTopiB enigepmanbHoro dpaktopa pocty (EGFR-myTauieto)», kog gocnigpkeHHs 73841937NSC3003, Big
05.06.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB», Benbris

3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

10. Bpowypa gocnigHuka TU2670, Bepcia 4.0 Big 26 nuctonaga 2020 poKy, aHIMINCbLKOIO MOBOIO;
IHhopmauiiHuii nucTok i popma 3roam, Bepcia V1.0UKR(uk)2.0 Big 08 ciuHa 2021 poky, nepeknag
yKpaiHCbKOl0 MoOBOW Big 14 ciuHa 2021 poky; IHdopmauiiHuii nucTok i chopma 3rogu, Bepcis
V1.0UKR(ru)2.0 Big 08 ciuHa 2021 poky, nepeknag pPocCiicbKOl MoBOW Big 14 ciuHA 2021 poky;
IHcbopmauiiHuin nucToK | hopma 3rogn Ha HEOGOB’AA3KOBE MaiibyTHE HayKoBe AOCioKEeHHSA, Bepcia
V1.0UKR(uk)2.0 Big 08 ciuHa 2021 poky, nepeknag yKpaiHCbKO MOBOK Big 14 ciuHa 2021 poky;
IHhopMauiiHuii nncToK | hopma 3rogu Ha HEOGOB’sI3KOBe MaliGyTHE HayKoBe AOCNioKEeHHA, BepcCis
V1.0UKR(ru)2.0 Big 08 ciuHsa 2021 poky, nepeknag pociiicbkolo MoBol Big 14 ciuHa 2021 poky;
Bpouwypa ana nauieHTkn, 28 nunHa 2020 poky [V01 UKR(uk)01], ykpaiHCbkoio moBow; Bpoluypa
nauyieHta, 28 nunHAa 2020 poky [V01 UKR(ru)0l], pociiicbkolo MoOBO; MOCiGHUMK i3 KiHiYHOrO
BUNPOGYBaHHA AN nauieHTa, 28 nunHsa 2020 poky [V01 UKR(uk)01], ykpaiHCbKOI0 MOBOIO; MOCIGHUK i3
KMiHIYHOrO BMNPOOGYBaHHA A nauieHta, 28 nunHa 2020 poky [V01 UKR(ru)01], pociiicbkolo MOBOIO;
KapTka 3 HaragyBaHHAM npo Bi3uT, 28 nunHs 2020 poky [V01 UKR(uk)01], ykpaiHCbKOI0 MOBOIO; KapTka
3 HaragyBaHHAM Npo Bi3uT, 28 nunHa 2020 poky [V01 UKR(ru)01], pociiicbkoto moBolto; JlucTiBka gns
nauieHTkn, 05 cepnHa 2020 poky [VO1 UKR(uk)01], ykpaiHCbKOO MOBOIO; PeknamHa nucrtiBka ans
nauieHTa, 05 cepnHsa 2020 poky [VO1 UKR(ru)01], pociiicbkoto moBoto; JIUCT Bif nikapa Ao nauieHTa, 17
nuctonaga 2020 poky [V01 UKR(uk)01l], ykpaiHCbKOO MOBOLO; JIUCT Big nikapa [o naudieHta, 17
nucrtonaga 2020 poky [V01 UKR(ru)01], pociiicbKoto MOBOH; OnutyBaibHUK MogudikoBaHi NOKasHUKK
03HaK Ta cumnTomiB Bibeporny Ta BepmaHa (mB&B), Bepcis V1.0 Big 27 ciuHa 2021 poKy, aHIMiNCbKOLO
MOBOI0; AHKeTa A1 OLiHKM 3araJibHOro ctTaHy XBopux Ha eHgomeTpio3 (EHP-5) Big 10 >xoBTHA 2012
POKY, YKpaiHCbKOI0 MOBOI; ONUTYBa/IbHUK 3a npocdpinem 3aopos'a npu eHgometpiosi (EHP-5) Big 03
XOBTHSA 2012 poKy, pocilicbkolo MOBOI; OnuTyBasibHUK Balwe 3a0poB’A Ta camonouvyTts SF-36v2,
nepernsag Big 23 nuctonaga 2015 poky Bepcia vl1.l, yKpalHCbKOIO MOBOK; OnuTyBasibHUK Balue
3p0poB’a Ta camonodyTTta SF-36v2, nepernapg Big 25 nunHa 2016 poky Bepcia v1.1l, pociiicbkoo
MOBOI0; ONMTYBaHHS LWOA40 NPOAYKTUBHOCTI Npaui Ta 3HMWKEHHS po6040T aKTUBHOCTI: 3arasibHuii ctaH
3popoB’a (WPAI:GH V2), ykpaiHCbKOI0 MOBO; ONUTYBa/IbHUK 3 MOTriplIeHHA npaue3faTHOCTi Ta
AKTUBHOCTI: 3arasibHui cTaH 3p0poB’a V2.0 (WPAI-GH), pocilicbkoio MOBOIO; 3pa30K 300paXKeHHA Ha
eKpaHi eNeKTPOHHOro NMPUCTPOI0 AHKETU A1 OLiHKU 3arajibHOro CTaHy XBOPUX Ha €HAO0MEeTpio3
(EHP-5), Bepcia V1.0 Big 19 KBiTHA 2021 poOKy, YKPAIHCbKOIO MOBOLO; 3pa30K 300paXeHHA Ha eKpaHi
€/1eKTPOHHOro nNpucTpoto OnutyBasibHUKa 3a npodpinem 3gopoB'a npu eHgometpiosi (EHP-5), Bepcia
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V1.0 Big 19 kBiTHA 2021 poOKy, POCiliCbKOIO MOBOI; 3pa30K 306paXeHHs Ha eKpaHi e/IeKTPOHHOro
npucTporo OnutyBasibHMKA Balle 340poB’a Ta camonouyTtta SF-36v2, Bepcia V1.0 Big 19 kBiTHA 2021
POKY, YKPAIHCbKOIO MOBOLO; 3pa30K 300paXeHHS1 Ha eKpaHi e/IeKTPOHHOro NPUCTPOoIo ONuTyBaJiIbHUKA
Bawwe 3a80poB’a Ta camonouyTTa SF-36v2, Bepcis V1.0 Big 19 kBiTHA 2021 poKy, pocCiiiCbKOI0 MOBOIO;
3pa3okK 306paXKeHHs1 Ha eKpaHi e/IeKTPOHHOro NPUCTPOI0 ONUTYBaHHA WOA0 NPOAYKTUBHOCTI NMpali Ta
3HWKEHHA PO60YO0I aKTUBHOCTI: 3araibHuii ctaH 3gopoB’a (WPAIL:GH V2), Bepcia V1.0 Big 20 kBiTHA
2021 poKy, YKpaiHCbKOO MOBOL; 3pasok 306paXeHHA Ha eKpaHi €e/IeKTPOHHOro MPUCTPOIO
OonuTyBasibHMKA 3 NOTiPLIEHHA NpaLe3faTHOCTI Ta aKTUBHOCTI: 3aranbHuii ctaH 3gopos’a V2.0 (WPAI-
GH), Bepcisa V1.0 Big 20 kBiTHA 2021 pOKy, POCIICbKOIO MOBOI; 3pPa30K 300paXEHHA Ha €KpaHi
€/1eKTPOHHOro NpUcTpolo 3arasibHe BpaXXeHHsA nauieHTa woao 3miH ctany (PGIC), Bepcia V1.0 Big 19
KBIiTHA 2021 pOKy, YKPAiHCbKOIO MOBOIO; 3pa30K 300paXXeHHs Ha eKpaHi ef1IeKTPOHHOro MpPUCTPOLO
3aranibHe BpaXeHHA nauieHTa npo 3MiHy ctaHy (PGIC), Bepcia V1.0 Big 19 kBiTHA 2021 poKkKy,
pocilicbkolo MOBOIO; 3pa3oK 306paXKeHHA Ha eKpaHi e/lIeKTPOHHOro npucTpoto LlogeHHNKa 60/1bOBUX
BiA4YTTIB i nopyweHb AisnbHocTi, Bepcia V1.0 Big 19 kBiTHA 2021 poKy, YKpaiHCbKOI0 MOBOIO; 3pasok
300paXeHHA Ha eKpaHi eN1IeKTPOHHOro npucTpoto LLloaeHHUKa OLiHKM 60110 Ta NOpYyLUEeHb Ais/IbHOCTI,
Bepcia V1.0 Big 19 kBiTHA 2021 poKy, POCIACbKOIO MOBOI; 3pa3oK 300paXeHHS Ha eKpaHi
€/1eKTPOHHOro NpPUCTpPolo PeTpoCcneKTUBHOIO WOoAeHHUKa 6010 | nopylweHb AisfibHOCTI, Bepcia V1.0
Big 19 kBiTHA 2021 poKy, YKpailHCbKOIO MOBOK; 3pa3OK 300paXeHHSI Ha eKpaHi eNneKTPOHHOro
NpUCTPOI0 PeTPOCNEKTUBHOIO LWOAEHHUKA OLHKM GOJII0 | NOpYyLWeEHb AiAnbHOcTI, Bepcia V1.0 Big 19
KBiTHA 2021 pOKy, POCIliCbKOIO MOBOI; 3pa3oK 300paXeHHA Ha €KpaHi €/IEKTPOHHOro MPUCTPOI0
LLoaeHHUKa 3aCTOCYBaHHA npenapaTty AJ/1A eKCTpeHoi Tepanii, Bepcia V1.0 Big 19 kBiTHA 2021 poky,
YKPAiHCbKOIO MOBOI; 3pa30oK 300paXeHHA Ha €eKpaHi efNNeKTPOHHOro npuctpoto LloaeHHMKa
3acTOCyBaHHA J1iKAPCbLKOro 3acoly Ans pesepBHOI Tepanii, Bepcia V1.0 Big 19 kBiTHA 2021 pokKy,
pociiicbKo MOBOI 10 NPOTOKO/Y K/iHIYHOro BUNapobyBaHHs «baraToleHTpoBe, paHaoMi3oBaHe, NoaBiliHe
cnine, nnauebo-KOHTPOSIbOBaHe AochifpkeHHA das3n lla, Wo npoBoAUTLCA B napasiesibHUX rpynax Ans
nepeBipKX KOHLENLIT 3 METO OLHKM eddeKTUBHOCTI Ta 6e3neyHocTi npenapaty TU2670 npy nepopasibHOMY
npuiioMi B mauieHToK 3 60s1em Big, NOMIPHOTO A0 TSXKOrO CTYMEH0, MOB'A3aHOr0 i3 eHAOMETPIO30M», KOZ
pocnimpkeHHa TUC3PII-01, sepcia 1 Big 07 TpaBHa 2020 poky; cnoHcop - TiumBio Co. Ltd, Republic of Korea
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

11. OHOB/IEHWI NPOTOKOJ1 KNiHiYHOro BUNpo6yBaHHA MK-3475-867, 3 iHkoprnopoBaHOto nonpaskoto 02
Big 26 notoro 2021 poKy, aHriicbKO MOBOK; 3MiHa Ha3Bu npotokony KB 3 «PaHpomisoBaHe,
nnaue6o-KOHTPO/SIbOBaHe KhiHiuHe pocnigpkeHHA Il da3n 3 ouiHKM Ge3nekn Ta e(eKTUBHOCTI
cTepeoTakCuUuHoi pagiotepanii (SBRT) y noegHaHHi 3 Memoponizymaoom (MK-3475) a6o 6e3 HbOro y
nauieHTiB 3 HeonepaGesbHUM 3a MeAWUYHMMU NOKa3aHHAMM HeApPiGHOKNITUHHUM pPaKoM JiereHiB
(HOKPN) cragii | a6o IIA (KEYNOTE-867)» Ha «PaHgomizoBaHe, niaue60-KOHTPO/IbOBaHe KiliHiuHe
pocnipkeHHs Il dha3n 3 ouiHKM 6e3nekn Ta epeKTMBHOCTI CTepeoTaKCUUHOI pagiotepanii (SBRT) y
noegHaHHi 3 [Mem6ponisymadoom (MK-3475) aGo 6Ge3 HbLOro y nauieHTIiB 3 HeonepadesibHUM
HegpiGHOKNITUHHUM pakom nereHiB (HOKP/) ctagii | a6o IIA (KEYNOTE-867)»; Bpolwypa gocnigHuka
MK-3475, BupgaHHs 20 Big, 08 6epe3Hsa 2021 poky, aHrnificbkolo MoBOO; YkpaiHa, MK-3475-867, Bepcisn
03 Big 20 kBiTHA 2021 p., yKpaiHCLKOIO MOBOIO, IH(hopmaLis Ta AOKYyMeHT npo iHhopmoBaHy 3roay AnA
naui€eHTa, CTBOpeHa Ha OCHOBI rno6anbHoro wa6sioHy MK-3475-867_AMO1, Bepcis 1.00 Big 17 6epe3HsA
2021 p., a TakOX WAGNIOHY, 3aTBEPAKEHOrO ANA YKpaiHu, Bepcia Big 15 ciuHA 2021 p. yKpaiHCbKOLO
MOBOI0; YKpaiHa, MK-3475-867, Bepcisa 03 Big 20 kBiTHA 2021 p., pociiicbkolo moBoto, IHthopMmauisa Ta
[AOKYMEHT npo iHchopmMoBaHy 3rofy [A/1a nauieHTa, CTBOpeHa Ha OCHOBi 106a/1bHOroO LWa6/M0HY
MK-3475-867_AMO01, Bepcia 1.00 Big 17 G6epe3Ha 2021 p., a Tako)XX LWAG/IOHY, 3aTBEPKEHOr0 ANA
YKpaiHu, Bepcia Big 15 ciuHa 2021 p. pocilicbkolo MoBo0; YKpaiHa, MK-3475-867 Bepcis 01 Big 20
KBiTHA 2021 p. yKpaiHCbKOI MOBOLO, IHhopMaLiliHUii NUCTOK | JOKYMEHT Npo iHthopmoBaHy 3rogy Ha
Maii6yTHE GioMmeauUHe [JoCcNigKeHHs, CTBOPEHMI Ha OCHOBI INo6anbHOro waénoHy, Bepcis 01 Big, 10
6epes3Hsa 2021p., a TakoX LWAGMOHY, 3aTBepAKeHOro ANA YKpaiHu, Bepcia Big 03 nwotoro 2020 p.
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-867 Bepcia 01 Big 20 kBiTHA 2021 p. pociiicbkol0 MOBOIO,
IHhopMaUiiHMii TNCTOK | fOKYMEHT NpPo iHthopmoBaHy 3roay Ha MaiioyTHe GiomeguyHe JocnigKeHHS,
CTBOpPEHUiT Ha OCHOBI I106a/IbHOrO Wa6noHy, Bepcisa 01 Big 10 Gepe3Hs 2021p., a TAKOX LIAGOHY,
3aTBeppKeHOro ans YkpaiHu, Bepcia Big 03 sotoro 2020 p. pociicbkold MOBOLO; YKpaiHa, Bepcis
MK-3475-867.01 Big 20 kBiTHA 2021 p. yKpaiHCbKOIO MOBOIO, hopMa 3roamn Ha B3SITTA 3pa3KiB NYXJIMHHOT
TKaHNUHN a6o i BMKOPUCTAHHA, CTBOpPEHA Ha OCHOBIi rn106anbHOro wWabnoHy, Bepcia MK-3475-
867_AMO01_v.1.00 Big 25 Gepe3Hsa 2021 p.; YKpaiHa, Bepcia MK-3475-867.01 Big 20 kBiTHA 2021 p.
pocilicbkolo MOBOIO, (hopmMa 3rogM Ha B3ATTA 3paskiB NMyX/IMHHOI TKaAHWHU abo i BUKOPUCTaHHSA,
CTBOpPEHa Ha OCHOBI rNoGasibHOro Wao61o0Hy, Bepcia MK-3475-867_AMO01_v.1.00 Big 25 6epe3Ha 2021 p.
[0 NPOTOKONY KAiHIYHOro AocnigpkeHHs «PaHaomi3oBaHe, nnaueb0-KOHTPoIboBaHe KiiHiYHe gocnigxeHHs 1l
ha3n 3 ouiHkn 6e3nekn Ta edqIeKTUBHOCTI CTepeoTaKCUM4YHOI papgioTtepanii (SBRT) y noeaHaHHi 3
MemGponizymadoom (MK-3475) a6o 6e3 HbOro y nauieHTiB 3 HeornepabebHUM 3a MeAUUYHUMKN NOKa3aHHAMM
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HepiGHOKNITUHHUM pakoM nereHis (HOKP/) ctagii | a6o 1A (KEYNOTE-867)», kof nocnifxeHHs MK-3475-
867, 3 iHkopnoposaHoto nonpaskoto 01 Big 16 BepecHs 2019 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
JodipHe nignpuemcTteo «Mepk EHZA Ko., [HK.», CLLUA

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»

12. Bk/1lOUEHHA A0AATKOBUX MiCLb NPOBEAEHHA BUNPOGYBaHHA [0 MPOTOKOY K/IIHIYHOrO AOCAIAKEHHS
«MbkHapogHe, 6araToLeHTpOBe, BIAKpUTE [OCNILKEHHS dha3n 3 3 OAHIEH rPYNOK0 A5 OLiHKM e(DEeKTMBHOCTI Ta
6e3neYHOoCTi pafgoTUHIOY B NaLEHTIB i3 Ph-NO3UTUBHUM XPOHIYHUM MIENOIAHMM NEKO30M Y XPOHIiYHili pasi, B
AKUX MonepeaHs Tepanis iHribitopamn TUPO3MHKIHA3WM, BKIKYHO 3 iMaTtuMHIGoMm, 6yna Hee(eKTUBHOK 4
BVK/IMKa1a HeNnepeHocumicTb», kog gocnigpkeHHs RT51KRI03, sepcisi 4.0 Big 06 uepsHs 2020 poky; CNOHCOP -
IL-YANG PHARM. Co., Ltd., Kopes

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHs K/1iHIYHOro BUNPo6yBaHHSA

1. nikap PomaHtok H.M.

KomyHaslbHe HekomepuiiHe nignpuemMcTBO «MwukonaiBcbka o06sacHa  KAiHiYHA  JlikapHA»
MwuKonaiBcbkol 06/1aCHOT paav , remartosioriyHe BiggineHHa, m. Mukonais

2. K.M.H., 3aB. Big. Kyudkosa O.}O.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «O6n1acHWil  LEHTP OHKOMOri», remartosoriyHe
BifAiNeHHs, M. XapkiB

3. O.M.H., npody. CKpUNHKK |.M.

KomyHasnibHe nignpuemMcTBo «lMontaBcbka obnacHa kniHidHa nikapHs im. M.B. CknighocoBcbkoro
MonTtaBcbkoi 06nacHOT pagu», reMaTosioriyHe BigJiNeHHs, YKpaiHCbka MeauyHa ctomartosoriyHa
akagemis, kapepa BHYTPiWHbOT MeanumHu Nel, M. MNMontaBa

13. OHoBneHuit MpPOTOKON KNiHIYHOrO BMNPOGYBaHHA, Bepcia 9 Big 23 nwToro 2021 p.; dopma
iHcbopmoBaHOi 3roau Bepcifa 4.0 AnA YKpaiHu YKPaiHCbKOKO Ta POCINCbKOKO MoBaMu Big, 22 KBiTHA 2021
p. Ha ocHoBi mogenbHOi chopmu iHchopmoBaHOI 3rogu ana pgocnipkeHHa BO39633, Bepcia 9; ansa
nauieHTiB nig yac nikyBaHHA Ta NOAANbLUIOINO CMNOCTEpPEeXEHHA, Big 22 nwTtoro 2021 p.; dopma
iHbopmoBaHoi 3roau Bepcis 2.0 ans YKpaiHu yKpaiHCbKOIO Ta POCilicbKolo MoBaMu Bif, 22 KBiTHA 2021
p. Ha ocHoBi MogenbHoI chopmu iHcbopMmoBaHOI 3roau Ana gocnimkeHHa BO39633, Bepcia 9; ana
nauieHTiB nig 4ac nikyBaHHA, Big 22 nwTtoro 2021 p.; OHOBNEHHA OpowWypu A[ochigHUKa AnA
BeBayunsymaby (Avastin, bevacizumab, RO4876646), Bepcia 29 Big nucronaga 2020 p. [0 NpOTOKONY
KNiHiYHOro gocnimkeHHs «Bigkpute, 6araToueHTpoBe NPOAOBXEHHS AOCNiAXeHb 3 [0BIOCTPOKOBUM
CMOCTEPEXEHHAM 3a NauieHTamu, ki NpUiiMasny y4acTb y AOC/IIKEHHSAX aTe30M1i3ymMaly, e COHCOPOM By/iu
[bxeHeHTek IHK. Ta/abo d.XodhdmaHH-/18 Pow JIta», kog gocnipxkeHHs BO39633, Bepcis 8 Big 17 nimnHa 2020
p.; cnoHcop - ®.XodpmaHH-/1a Pow Jitg, Lseiuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

14. OHOBNEeHuil NPOTOKON KiiHiYHOro Bunpo6yBaHHA MT-12, Bepcisa 5.0 Big 19 6epe3Hs 2021 p.;
OHoBeHUiA TUMUYacoBUii NPOTOKOAN K/iHIYHOrO BUNpPoGyBaHHA MT-12 ana YkpaiHu, Bepcisa 2.0 Big 19
Gepe3Hsa 2021 p.; IHcpopmauiiiHuii nucTok Ta Popma iHhopMoBaHOT 3rogu AnA G6aTbkiB As YKpaiHu,
Bepcin 3.0 Big 29 Gepe3sHa 2021 p.; nepeknaj yKpaiHCbKolo MoBoOtO Big 01 KBiTHA 2021 p.; nepeknag,
pociiicbkolo moBoto Big, 01 kBiTHA 2021 p.; IHopMauiliHMi NMMcToK Ta Popma 3rogn ANA NauieHTiB
(Bikom 5-11 pokiB) Ana YKpaiHu, sepcis 2.0 Big 29 6epe3Ha 2021 p.; nepeknag, yKpaiHCbKOI0 MOBOIO Bif,
01 kBiTHA 2021 p.; nepeknapg pociicbkolo MoBoto Big 01 kBiTHA 2021 p.; IHhopMauiliHMii NUCTOK Ta
dopma 3roan ANA nauieHTiB (AKUM BUNOBHIOETLCA 12 pPOKiB NPOTArom nepiogy yyacTti B AOCNiMKEHHI)
ANA YKpaiHu, Bepcia 2.0 Big 29 6epe3Hsa 2021 p.; nepeknag yKpaiHCbKoto moBoto Big 01 kBiTHA 2021 p.;
nepeknapg, pociicbkoto MoBoto Big 01 kBiTHA 2021 p.; AopaTok o IHopmauiiiHoro nuctka Ta ®opmu
iHbopmoBaHOiI 3rogn AnAa 6artbKiB, Bepcia 2.0 anAa YkpaiHu Big 25 G6epe3HA 2021 p.; nepeknapg,
YKpaiHCbKOI MOBOIO Bif, 29 6epe3Hs 2021 p.; nepeknag pociiicbkolo MOBOIO Big, 29 6epe3Hs 2021 p.;
Aopaatok go IHhopmauiiHoro nuctka Ta Popmu 3rogu Ana naudieHTiB (Bikom 5-11 pokiB), Bepcia 2.0
AnA YkpaiHu Big 25 6epesHs 2021 p.; nepeknag yKpaiHCbKOK MOBOIO Bif, 29 6epesHsa 2021 p.; nepeknap,
pociiicbkolo MOBOIO Bif, 29 6epe3Hsa 2021 p.; AoaaTok go IHhopmauiiiHoro nucTka Ta dopmu srogu gnA
nauieHTiB (AKUM BUNOBHIOETLCA 12 pokiB NpoTArom nepiogy y4yacti B gocnigkeHHi), Bepcisa 2.0 ans
YKpaiHu Big 25 6epe3Ha 2021 p.; nepeknaf YKpaiHCLKOIO MOBOIO Biff 29 6epe3Ha 2021 p.; nepeknaj,
pociiicbkolo MoBo Big 29 GepesHs 2021 p.; IHCTpPyKUis i3 3acTOCyBaHHA JliKapCbKOro 3acooy:
iHbopmauia pana nadieHta. [esnopataguH CaHpgo3 0,5 mr/imn, po3umH AnA nepopasibHOro
3acToCcyBaHHA (ge3noparaguH), 21 kBiTHA 2020 poKy, yKPaiHCbKOIO Ta POCiliCbKOI0 MOBamu; IHCTPYKLif
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i3 3acTocyBaHHS JlikapcbKoro 3aco6y: iHchopmauia ana nauieHta. HASOHEKC, 50 mkrigosa, cnpeii
HasasibHUI, cycneHsisa (MomeTa3oHy chypoart), ciueHb 2020 p., yKpaiHCbKOIO Ta pPoCilicbKOolo MoBaMu;
IHCTPYKUiA i3 3acTOCyBaHHA NiKapCcbKOro 3aco6y: iHopMauisa Ansa nauieHTa. OnataHosn, o4YHi KpanJii,
po3uuH 1 mr/imn (OnonataguH), 26 nuctonaga 2018 p., ykpaiHCbLKOIO Ta pociiicbKoto MoBamu; CueHapiii
aHimauiiiHoro ponuka gnsa piteii, Bepcia 1.0 Big 09 6epe3Ha 2021 p., YKPAIHCbKOIO Ta POCIACHKOIO
MoBamu; Konis BeGcaiity, Bepcia 1.0 Big 09 6epe3Hsa 2021 p., yKpAiHCbKOIO Ta POCIICbKOID MOBaMWu;
36inbleHHA KiNbKOCTI nauieHTiB B YKpaiHi 3 523 go 600 oci6; MNopoBxeHHA TepMiHy NMPOBeAEHHS
KMiHIYHOTO BUNPOGYBaHHA B YKpaiHi A0 22 KBiTHA 2023 poKy A0 MPOTOKONY KAIHIYHOTO AOC/iAKEHHS
«OpaHopivHe nnauebo-KOHTPOIbOBaHe AocnimkeHHs Il dpasm 3 ouiHKM edheKTUBHOCTI Ta 6e3nekn TabneTkn
Ans cybniHreanbHoi imyHoTepanii (SLIT-tablet) npy aneprii Ha Knilwa goMalHboro nuny y giten (5-11 pokis) 3
PUHITOM/PUHOKOH'HOHKTUBITOM, BUKMKAHUM KAiLLEM AOMALLHbOro Nuay, 3 abo 6e3 acTMu», KoA AOCAIIKEHHS
MT-12, Bepcis 4.0 Big 13 rpyaHsa 2019 p.; cnoHcop - ANIK-A6enno A/C, faHis (ALK-Abello A/S, Denmark)
3asBHUK - TOB «MB KBecT», YkpaiHa

15. bpouuypa gocnigHuka gocnigpkyBaHoro nikapcbkoro 3acooy YKP3089, Bepcia 15.0 Big, 09 niotoro
2021 poKy aHriicbKOK MOBOIO [0 MPOTOKOJY KAIHIYHOIO AOoCNigpKeHHs «PaHgomizoBaHe, noagiiiHe criine,
nnauebo-KkoOHTpOIbOBaHe, GaraToueHTpoBe [OCNiMKEHHA AN OUiHKM  eddeKTMBHOCTI Ta 6e3MeyHoCTi
BMKOPMCTaHHSA LeHo6GamMaTy B SKOCTi af't0BaHTHOI Tepanii y NayieHTiB 3 NEPBUHHO-TEHEPaUTI30BAHUMU TOHIKO-
KNOHIYHMMUY Hanagamm», ko gocnimpxkerHs YKP3089C025, 3 nonpaskoto 3 Big 19 cepnHa 2019 poky; cnoHcop
- SK Life Science, Inc., CLLA

3anaBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

16. HeiipOKOrHiTUBHUIA ONUTYBa/IbHUK A1 AUTUHMU BikOM Big 1 micAusa 0 gHiB Ao 2 micsAuis 30 gHiB,
YKpaiHCbKOIO MOBOIO Ans YKpaiHu, Bepcia 1.0 ana komnaHii Baiiep Big 2019 poky; HeiipoKOrHiTuBHUiA
onUTYBaJIbHUK ANA AUTUHM BikoM Big 1 micsua 0 gHiB go 2 micauiB 30 AgHiB, POCificbKOlO MOBOIO AN
YkpaiHu, Bepcis 1.0 gns komnadii Baiiep Big 2021 poky; HeAPOKOrHITUBHUIA ONUTYBa/IbHUK AN AUTUHKN
BikoMm Big, 3 micaua 0 aHiB go 4 micauie 30 AHiB, YKpaiHCLKOO MOBOIO Ansi YKpaiHu, Bepcis 1.0 ansa
komnaHii Baiiep Big 2019 poky; HelipOKOrHiTUBHMI ONUTYBaJ/IbHUK A1 AUTUHW BikoMm Big, 3 micsaua 0
AHiB 0o 4 micauis 30 gHiB, pocilicbkolo MOBOLO ANnA YKpaiHu, Bepcia 1.0 gna komnaHdii Baiiep Big 2021
pPOKy; HeiipOKOrHiTUBHUI ONUTYBa/IbHUK ONS AUTUHM BiKOM Big 5 micaua 0 gHiB go 6 micsauie 30 gHiB,
YKpaiHCbKOIO MOBOIO AnsA YkpaiHu, 1.0 gna komnaHii Baiiep Big 2019 poky; HeiipoKOrHiTMBHWUIA
onuTyBaJIbHUK AN AUTUHU BiKOM Big 5 micsaya 0 gHiB go 6 micauyis 30 gHiB, poCilicbKO0 MOBOIO ANA
YKpaiHu, Bepcis 1.0 pnsa komnaHii Baiiep Big 2021 poKy; HeipOKOrHiTUBHUIA ONUTYBaNIbHUK 4151 AUTUHN
BiKkOM Bipg, 7 micaua 0 gHiB go 8 micauis 30 AHIB, yKpaiHCbKOIO MOBOK Ans YKpaiHu, Bepcisa 1.0 ana
KkomnaHii Baiiep Big 2019 poky; HeAipOKOrHITUBHMIA ONUTYBa/IbHUK A1 AUTUHU BiKOM Bif, 7 micsua 0
OHiB go 8 micsauiB 30 gHiB, pociiicbkolo MOBOIO An1A YKpaiHu, Bepcis 1.0 ana komnawii Baiiep Big 2021
poKy; HeiApOKOTrHITUBHMIA ONUTYBa/IbHUK A1 ANTUHU BiKOM Big 9 micauiB 0 gHiB Ao 9 micsauis 30 gHiB,
YKpaiHCbKOI0O MOBOIO Ansi YKpaiHu, Bepcia 1.0 ana komnaHii Baiiep Big 04 rpygHa 2020 poky;
HelApOKOrHiTUBHMIA ONUTYBa/IbHUK AJ1S5 AUTUHU BiKOM Big 9 micsAuiB 0 gHiB Ao 9 micsAuiB 30 gHis.,
pociiicbKkol0 MOBOIO AnA YKpaiHu, Bepcia 1.0 ana komnaHii Baiiep Big 2021 poky; HelipOKOrHiTUBHWIA
onuTyBasibHUK AN AUTUHU BiKoM Big 9 micsauis 0 gHiB go 10 micauis 30 AHiB, yKpalHCbKOIO MOBOIO A5l
YKpaiHu, Bepcis 1.0 gna komnaii Baiiep Big 2019 poky; HeiipOKOrHiTUBHUI ONUTYBa/IbHUK ANA BUTUHU
BikoM Big 9 micAuiB 0 gHiB go 10 micauiB 30 gHiB, pocCilicbKOI0 MOBOIO AN YKpaiHu, Bepcia 1.0 gnsa
KoMnaHii Baviep Big 2021 poKy; HeAPOKOrHIiTUBHUI ONUTYBa/IbHUK ANA AUTUHU BiKOM Big, 11 micauis 0
[HiB g0 12 micauis 30 gHiB, yKpaiHCbKOI MOBOIO A/s1 YKpaiHu, Bepcia 1.0 gns komnadii Baviep Big 2019
poKy; HeiApOoKOrHITUBHMIA oNUTYBaJ/IbHUK ANA AUTMHU BikoM Big 11 micAuiB 0 gHiB go 12 micsauis 30
OHIiB, pocilicbkolo MOBOK Ans YKpaiHu, Bepcia 1.0 ansa komnadii Baiiep Big 2021 poky;
HeiipoKOrHiTMBHUIA ONUTYBaJIbHUK AN AUTUHU BikoM Big 13 micauiB 0 gHiB ao 14 micauie 30 gHiB,
YKpaiHCbKOIO MOBOIO Ans YKpaiHu, Bepcia 1.0 ana komnaHii Baiiep Big 2019 poky; HeiipoKOrHiTuBHUiA
onuTyBaJIbHUK ANA AUTUHM BikoMm Big, 13 micauis 0 gHiB go 14 micauiB 30 gHiB, pocilicbKolo MOBOLO AN
YKpaiHu, Bepcisa 1.0 pna komnaHii Baiiep Big 2021 poKy; HeAPOKOrHiTUBHUIA ONUTYBaJIbHUK 415 AUTUHN
BikoMm Big, 15 micsuiB 0 gHiB Ao 16 micauis 30 gHiB, yKpaiHCbKOIO MOBOIO A5l YKpaiHu, Bepcia 1.0 ans
komnaHii Baiiep Big 2019 poky; HelipOKOrHITUBHUIA ONUTYBaJIbHUK AJ11 AUTUHN BiKOM Big 15 micauis 0
JAHiB fo 16 micsauiB 30 gHiB, pocilicbKOIO MOBOIO A/1s1 YKpaiHu, Bepcia 1.0 ana komnaHii Baiiep Big 2021
pPOKy; HeiApOKOrHiTUBHUI OoNUTYBaNIbHUK ANA AUTUHU BiKOM Big 17 micauiB 0 gHiB go 18 micsauis 30
[HIB, YKpalHCbKOKO MOBOI AN YKpaiHu, Bepcia 1.0 pgnAa komnadii Baiiep Big 2019 poky;
HelAipOKOrHiTUBHUIA ONUTYBa/IbHUK AN AUTUHU Bikom Big 17 micsauiB 0 gHiB go 18 micauis 30 gHis,
pocilicbkolo MOBOIO A/s YKpaiHu, Bepcis 1.0 gna komnaHii Baiiep Big 2021 poky; HelipoKOrHiTUBHUIA
onuUTyBaJ/IbHUK ANA AUTUHM BiKOM Big 19 micsauis 0 aHiB Ao 20 micsauiB 30 AHIB, YKPAIHCLKOIO MOBOIO
Ansa YKpainn, Bepcia 1.0 ana komnaHii Baiiep Big 2019 poky; HEPOKOrHiTUBHUIA ONUTYBaJIbHUK ANA
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AVTUHU Bikom Big 19 micauiB 0 gHiB go 20 micauiB 30 AHiB, pocilicbkolo MOBOLO A/s YKpaiHu, Bepcis 1.0
Ansa Komnaxii Baiiep Big 2021 poky; HelipOKOrHiTUBHUIT ONUTYBa/IbHUK A1 AUTUHU BikKoM Big, 21
MicauiB 0 AHiB fo 22 wmicAuis 30 AHIB, YKpalHCLKOIO MOBOIO ANA YKpaiHu, Bepcia 1.0 Ana KoMmnaHii
Baiiep Big 2019 poKy; HelipOKOrHiTMBHUITI ONUTYBa/ILHUK A4NA AUTUHM BiKOM Big, 21 micsuis 0 gHiB go 22
MicauiB 30 AgHiB, pociiicbkolo MOBOIO Ans YKpaiHu, Bepcia 1.0 gna komnaHii Baiiep Big 2021 poky;
HelApOKOrHiTUBHUIA ONUTYBa/IbHUK AJIA AUTUHU BiKOM Big 23 micsauiB 0 gHiB go 25 micAuis 15 gHis,
YKpaiHCbKOIO0 MOBOIO A/l YKpaiHu, Bepcia 1.0 ana komnaHii Baviep Big 2019 poky; HelipoKOrHiTUBHUIA
onuTyBaJIbHUK A1 AUTUHM BiKOM Bif, 23 micauis 0 gHiB go 25 micauiB 15 gHiB, pocilicbKotlo MOBOLO AN
YKpaiHu, Bepcis 1.0 gna komnaii Baiiep Big 2021 poky; HeiipOKOrHiTUBHUI ONUTYBa/IbHUK ANA BUTUHU
BiKOM Big 25 micsauiB 16 gHiB fo 28 micsAuiB 15 gHiB, yKpaiHCLKOIO MOBOIO A5 YKpaiHu, Bepcia 1.0 ansa
KoMnaHii Baiiep Big 2019 poKy; HeiApOKOrHiTUBHUIA ONUTYBaJIbHUK AJ18 AUTUHM BiKOM Bif, 25 micsauiB 16
[HiB Ao 28 micsauiB 15 gHiB, pocilicbkolo MOBOIO A5t YKpaiHu, Bepcisa 1.0 gna komnaHii Baiiep Big 2021
poKy; HelipOKOrHiTUBHUMIA ONUTYBaJIbHUK A8 AUTUHU BikOM Big 28 micauiB 16 gHiB go 31 micAuya 15
OHIB, YKpaiHCbKOIO MOBOK pAns YKpaiHu, Bepcia 1.0 gna komnadii Baiiep Big 2019 poky;
HeiipoKOrHiTMBHUIA oNUTYBa/IbHUK A1 AUTUHK BikOoM Big 28 micauiB 16 gHiB go 31 micsaua 15 gHis,
pociiicbkolo MOBOIO A5 YKpaiHu, Bepcia 1.0 anAa komnaHii Baiiep Big 2021 poky; HelipoKOrHiTUBHUIA
onuTyBa/IbHUK ANA AUTUHU BikoM Big 31 micaua 16 aHiB ao 34 micsauie 15 AHIB, YKpaiHCbKOI0 MOBOIO
ANA YKpaiHu, Bepcia 1.0 gna komnaxii Baiiep Big 2019 poky; HeiApOKOrHiTMBHMIT oNUTYBaNbHUK ANA
AVNTUHN BikoM Big, 31 micaua 16 gHiB go 34 micauis 15 gHiB, pocilicbKolo MOBOIO A1 YKpaiHu, Bepcis
1.0 ana komnaHii Baitep Big 2021 poKy; HelipOKOrHiTUBHUIA ONUTYBa/IbHUK ANSA [UTUHW BiKOM Big, 34
micauiB 16 gHiB ao 38 micauiB 30 gHiB, YKpaiHCbKOIO MOBOIO Ons YKpaiHu, Bepcia 1.0 gna komnaHii
Baiiep Big 2019 poky; HeiAipOKOrHiTUBHUIA ONUTYBaJIbLHUK A1 AUTUHU BiKOM Big 34 micAuiB 16 gHiB Ao
38 micsauiB 30 gHiB, pocilicbkol0 MOBOIO Ana YKpaiHu, Bepcia 1.0 gna komnaHii Baiiep Big 2021 poky;
HelAipOKOrHiTUBHUIA ONUTYBa/IbHUK AN AUTUHU Bikom Big 39 micsauiB 0 gHiB go 44 micauis 30 gHis,
YKpaiHCbKOKO MOBOK A5 YKpaiHu, Bepcia 1.0 gns komnadii Baiiep Big 04 rpypgHsa 2020 poky;
HeiipoKOrHiTMBHUIA ONUTYBaJIbHUK AN AUTUHU BikoM Big, 39 micauiB 0 gHiB Ao 44 micauie 30 gHiB,
pocilicbkolo MOBOIO A/s YKpaiHu, Bepcis 1.0 ana komnaHii Baiiep Big 2021 poky; HelipoKOrHiTUBHUIA
onuTyBaJ/IbHUK ANA AUTUHM BiKOM Big 45 MicsuiB 0 gHiB Ao 50 micsauiB 30 AHIB, YKpAIHCLKOIO MOBOIO
Ana YkpaiHu, Bepcia 1.0 gna komnadii Baiiep Big 04 rpyaHa 2020 poky; HeiipoKOrHiTMBHUIA
onuTyBaJ/IbHUK AN AUTUHM BikoM Big, 45 micauis 0 gHiB go 50 micauiB 30 gHiB, pocilicbKolo MOBOLO ANA
YKpaiHu, Bepcis 1.0 pna komnaHii Baiiep Big 2021 poKy; HeAPOKOrHiTUBHUIA ONUTYBaJIbHUK 415 AUTUHN
BikoMm Big, 51 micsuiB 0 gHiB Ao 56 MicauiB 30 AHIB, yKpAaIHCLKOIO MOBOIO ANs1 YKpaiHu, Bepcia 1.0 ans
KomMnaHii Bawep Big 04 rpyaHsa 2020 poKy; HepOKOrHiTUBHUIT ONUTYBaNIbHUK A1 AUTUHM BiKOM Big 51
micauiB 0 gHiB 80 56 micAuiB 30 gHIB, poCiiCbKOIO MOBOIO A1 YKpaiHu, Bepcifa 1.0 ana komnaHii Baviep
Big 2021 poky; HeiipOKOrHiTUBHMIA ONUTYBaJ/IbHUK AN AUTUHU BiKOM Big 57 micsauiBs 0 gHiB fo 66
MicsiliB 0 gHiB, yKpaiHCbKOK MOBOIO AaN1s YKpaiHu, Bepcis 1.0 pna komnadii Baiiep Big 04 rpyaHs 2020
poKy; HelipoKOrHiTMBHUIA oNnUTYBaJ/IbHUK AJ151 AUTUHU BiKOM Big 57 micAuis 0 gHiB Ao 66 micAuis 0 gHiB,
pocilicbkolo MoBoO pAnAa YkpaiHu, Bepcia 1.0 ana komnaHii Baiiep Big 2021 poKy [0 MNpPOTOKOAY
KMiHIYHOrO BUNpoOyBaHHA «JocnimkeHHa 1/2 a3n 3acTtocyBaHHA MepopasibHoro iHriGitopy TRK
NapoTPEKTIHIOY Yy nauieHTiB AUTAYOro BiKY 3 NPOrPecyrynumMun ConigHUMKU MyxsMHaMmu abo nepBUHHUMMN
nyxX/IMHaMu LLeHTpasibHOT HEPBOBOT cUCTEMU», Ko aocnimpkeHHs No. BAY 2757556 | 20290, sepcia 12.0 Big,
21 xBiTHA 2020; JlokasibHa nonpaeka fo lMpotokony, Bepcia 1.0 Big 18 ciuHa 2021; crnoHcop - Baiiep
KoHcetomep Kep AT, LLBeliuapis

3asBHuK - TOB «baiiep», YkpaiHa

17. MopoBXeHHA TepMiHy nNpUAATHOCTI AOCAIAKYBaHOro MikapCcbKoro 3acody ®PeHeOpyTUHIO,
Tabs1eTKn, BKPUTI NNIBKOBOK 060/10HKOLO, N0 100 mr 0 36 micauis; OHoBneHui po3gin P.8.1 «Pestome
WoAo cTaGifIbHOCTI Ta BUCHOBKU» (P.8.1_cmc394317) pocbe AOCNiAKYBaHOIO /liKapCbKOro 3acooy;
OHoBneHuit po3gin P.8.3 «JaHi npo cTaGinbHicTb» (P.8.3_cmc394319) gocbe AocnimKyBaHOro
NniKapcbKoro 3aco6y [0 NPOTOKOAIB KNiHiYHUX BUNpobysaHb: «BATATOLEHTPOBE PAHOOMI3OBAHE
MOABIVMHE CIME AOCAIIKEHHS ®A3M Il Y NAPANENBbHUX FTPYMNAX 3 NOABIVHVM KOHTPONEM
MNALEBO ANA OUIHKM E®EKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY [MOPIBHAHO 3
OKPENI3YMABOM Y [OOPOC/NX MAUIEHTIB 3 MEPBVHHAM MPOIMPECYHOYNM PO3CIAHNM
CKNEPO30OM», kog pocnigxkeHHs GN41791, sepcia 3 Big 09 BepecHsa 2020 p.; «bBATATOLEEHTPOBE
PAHOOMIZOBAHE MOABIVHE CAINE AOCAIKEHHA ®A3M 1l Y MAPANIE/IbHUX TPYMAX 3
MOABIMHUM  KOHTPOJIEM MNALUEBO [ONA  OUIHKWA  E®PEKTVUBHOCTI TA BE3MEYHOCTI
®EHEBPYTUHIBY MNMOPIBHAHO 3 TEPN®/TYHOMIAOM Y AOPOCNX MALIEHTIB 3 PELLNAVBYHOUMM
PO3CIAHM CK/NEPO30M», kog gocnimkeHHs GN41851, sepcis 2 Big 21 cepnHa 2020 p.; CNoOHCop -
®. XohdpmaHH-/1a Pow fiTa, LWBenuapis

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»



18. OHoBneHwuii MpoTokon KniHiuHOro BUNpoGyBaHHsA, Bepcia 3 Big 08 6epe3HAa 2021 p.; OHoBeHa
Popma iHthopMoBaHOT 3rogu Ha yyacTb y hasi NPecKpUHiHry, Bepcis 2.0 gna YKpaiHM YKpaiHCbKOIO Ta
pociiicbkoto MoBamu Bif, 26 kBiTHA 2021 p. Ha ocHoOBI maiicTep-Bepcii hopmu iHhopMmoBaHOiI 3rogun Ha
y4yacTtb y hasi npeckpuHiHry ana gocnigpxeHHa B0O42843, sepcis 2 Big 03 ntotoro 2021 p.; OHoBNEeHa
dopma iH(popMoBaHOi 3rogM Ha yyactb y cpasi Harnsay, Bepcisa 2.0 ana YKpaiHu yKpaiHCbKOK Ta
pociiicbkolo moBamu Bif, 26 KBiTHA 2021 p. Ha ocHOBI maiicTep-Bepcii popmu iHhopmoBaHOi 3rogn Ha
yJyacTtb y pasi Harnagy ana gocnimkeHHs BO42843, sepcia 2 Big 03 ntotoro 2021 p.; OHoBneHa ®opma
iHbopMoBaHOi 3rogu Ha ydyacTb Yy hasi nikyBaHHA, Bepcia 3.0 AnA YKpaiHM YKpPaiHCbKOK Ta
pocilicbkolo MmoBamu Big, 26 kBiTHA 2021 p. Ha ocHOBI MmailicTep-Bepcii coopmu iHchopmoBaHOI 3roaun
Ana pocnipxeHHa BO42843, sepcia 2 Big 03 notoro 2021 p. A0 NPOTOKONY KAIHIYHOrO BUNPOOYBaHHS
«PaHgomizoBaHe, noagiiHe cnine, 6aratoueHTpoBe asu Il gocnimpkeHHss 3acTocyBaHHSA aTe30/i3yMmady
(aHTn-PD-L1 aHTWTINIO) NpOTM nnauebo AK af'loBaHTHOI Tepanii y nauieHTiB 3 M'A30BO-iHBA3WBHUM pakoMm
CEYOBOro Mixypa BWCOKOrO PU3UKY 3 HasBHOW LMpKynodo AHK nyxivHW nicns UMCTEKTOMIT», KoA,
pocnipkeHHa BO42843, sepcia 2 Big 05 nuctonaga 2020 p.; cnoHcop - ®.XodhdmaHH-N19 Pow fiTa,
LLseiiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

19. InchopmauiiiHuii NMCTOK NauieHTa Ta popma iHhopMoBaHoOi 3roau, Bepcis 2.0 aHrNilicbKoo MOBOIO
Ansa YKpaiHum Big 12 kBiTHA 2021 p.; IHbopmauiliHnia nucTok naudieHta ta oopma iHthopmoBaHoi 3rogu,
Bepcifa 2.0 ykpaiHCbKOI MOBOLO A5 YKpaiHu Big, 12 KBiTHA 2021 p.; IHchopmaLiiiHMi NMUCTOK NavlieHTa
Ta ¢hopma iHchopmoBaHOi 3rogu, Bepcia 2.0 pociiicbKo MOBOIO A/ YKpaiHu Big, 12 kBiTHA 2021 p.;
KopoTtka Bepcia onutyBa/ibHUKa 3 OLHKM ocTeonopo3y (OPAQ-SV)_OPAQ SV VRS, Bepcia 2.2
YKpaiHCbKOI0 MOBOIO; KOopoTKka Bepcis onutyBasibHUKA 3 OUiHKM ocTeonopo3y (OPAQ-SV)-_ OPAQ SV
VRS, Bepcia 2.2 pocCiiicbkold MOBOIO [0 MPOTOKOAY K/HIYHOTO JocnigxeHHs «[MoagiiiHe chine,
paH4oMi30BaHe, akTWBHO KOHTPO/IbOBaHe [OC/ifKeHHA da3m 3  A71A MOPiBHAHHA  eddeKTUBHOCTI,
hapmakokiHeTVku, dhapMmakognHamMiku Ta 6e3neyHocTi npenapaty CT-P41 Ta niyeHsosaHoro y CLUA
nikapcbkoro 3acoby Prolia y XiHOK y nocTMeHonay3i 3 0CTeonopo3om», Ko aocnigpkeHHss CT-P41 3.1, sepcis
1.0 Big 22 rpygHA 2020 p.; cnoHcop - CELLTRION, Inc., Republic of Korea/ CE/INTPIOH, IHK, Pecny6nika
Kopes

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

20. 3any4yeHHA A0AATKOBUX MicLb NPOBeAEHHA BUNPOOYBAHHA [0 NPOTOKO/Y KNiHIYHOrO BUNPOGYBaHHA
«PaHpomizoBaHe noggiiiHe cnine gocnigpkeHHs 1l goasm 3 ouiHKM ed)eKTMBHOCTI Ta 6e3MeYHOCTi 3aCTOCYBaHHS
OSE-127 B NOpiBHAHHI 3 nnauebo y nauieHTiB 3 akTUBHUM BUPA3KOBUM KOMITOM CepefHbOro abo BaxKoro
CTYNEHA TAXKOCTI, 3 HEedEKTUBHICTIO YM HEMNEepeHOCUMICTIO nonepenHbOoro JlikyBaHHS», KO AOC/iAKEHHS
OSE-127-C201, octaTtoyHa Bepcisa 1.0 Big 15 uepsHA 2020 p.; cnoHcop - OCE ImyHoTepanbioTike, CA, ®paHLis
(OSE Immunotherapeutics, SA, France)

3aasBHuK - TOB «MB KBECT», YkpaiHa

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl npoBeAEeHHS K/IiHIYHOTO BUNPO6YBaHHS

1. K.M.H. LLlexoByoBa 1O.O.

KomyHasibHe HekomepuiliHe nignprMeEMCTBO XapkiBCbkOi o6nacHoi pagn «O6nacHa KhiHivHa
NiKapHs», raCTPOEHTEPO/IorivHe BigaiNeHHs, M. XapkiB

2. K.M.H. Jleowwuk O.B.

KomyHasibHe HeKoMepLiiHe NianpruemMcTBO JIbBIBCbKOI 06/1acHOT paam «/IbBiBCbka 06/1acHa KiHiuHa
NiKapHs», NPOKTO/OrYHe BigaineHHs, M. JIbBiB

3. nikap Casiubka J1.M.

MeanyHuin LEeHTP TOBapuCTBa 3 OOMEXEHOK BignoBiganbHICTIO «Megibop Mawc», BiggineHHsA
cTauioHapy, M. XXutomup

21. bpouwypa gocnigHuka MK-3475, BugaHHs 20 Big 08 6epe3Hs 2021p., aHrnilicbKoo MOBOIO; YKpaiHa,
MK-3475-033, IHchopmauis Ta fOKYMEHT npo iHchopmoBaHy 3roay nauieHTa, Bepcia 10.0 Big 22 KBIiTHA
2021 p. yKpalHCbKOW Ta POCIACbKOW MOBaMW [0 MPOTOKO/lY  K/IHIYHOTO  BMNPOGYBaHHSA
«baratoHaLioHanbHe, 6araToueHTpoBe, paHAoMi30BaHe BigkpuTe gocnimkeHHs Il hasu, neméponisymaody B
NOPIBHAHHI 3 AOLeTakcesioM Yy nauieHTiB 3 HeAPIOHOKMITUHHUM pakoM NiereHb, Lo paHille NikyBasimcs», Koz
pocnipkeHHs MK-3475-033, 3 iHkopnopoBaHoto nonpaskoto 04 Big 01 xoBTHA 2018 poky; cnoHcop - «Mepk



Wapn EHg Ooym Kopn.», godipHe nignpvemctso «Mepk EHA Ko.,IHk.» (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLUA
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

22. Inchopmauis Ta [OKyMeHT npo iHhopMoBaHy 3roay ANA nauieHTa, YkpaiHa, MK-7264-043, sepcis 01
Bif, 28 KBiTHA 2021 poKy, YKpaiHCbKOI0 MOBO10; IH(hopMaLif Ta [OKYMEHT nNpo iHhopMmoBaHy 3roay Ansi
nauieHTa, YkpaiHa, MK-7264-043, Bepcia 01 Big 28 kBiTHA 2021 poOKy, POCIiliCbKOIO MOBOLIO;
IHchopmaLifiHMiA NTNCTOK | JOKYMEHT Npo iHopMOoBaHy 3rofy Ha MaiioyTHe GiomeauUuHe fOCIoKEHHS,
YKpaiHa, MK-7264-043, Bepcisa 01 Big 28 kBiTHA 2021 poKy, YKpaiHCbKOO MOBOLO; IHchopmauiiHuia
JINCTOK i AOKYMEHT npo iH)opmoBaHy 3rogy Ha MaiOGyTHe OiomeguuHe p[oOChnigKeHHs, YKpaiHa,
MK-7264-043, Bepcia 01 Big 28 KBiTHA 2021 poOKy, pPOCINCbLKOKO MOBOK /10 MPOTOKOJY KAiHIYHOIO
BMNpobyBaHHA «PaHaomi3oBaHe, noAgiiHe cnine, nnaueb60-KOHTPO/IbOBaHe, GaraToLEHTPOBE A0CNIAKEHHS
ha3n 3b gna ouiHkM edhbekTUBHOCTI Ta 6e3nekn recpanikcaHTy Yy [OPOCANX YYACHWKIB 3 HeLo[aBHO
BCTAHOBJ/IEHNM XPOHIYHUM Kalunem», ko fgocnipkeHHa MK-7264-043, 3 iHkopnoposaHoto nornpaskoto 03 Bif
25 nuctonaga 2020 poky; crnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko.,
IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

23. 36inblIeHHA KiNbKOCTI gocnigKyBaHux B YKpaiHi 3 135 go 170 ocié A0 NpOTOKOMY KAiHIYHOro
BMNpPOGYyBaHHA «PaHaomi3oBaHe, noAgiiiHe cnine gocnigxeHHs 3 ha3m AN BUBYEHHS e(PeKkTUBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepuduiyHomigom (O6amkio®) B y4yacHMKIB 3
peunausytouMmn coopmamm poscisiHoro ckneposy (GEMINI 2)», kog gocnigpkeHHs EFC16034, 3 nonpaBKowo
03, Bepcis 1 Big 28 BepecHs 2020p.; cnoHcop - Genzyme Corporation, USA ([xeH3aiim KoprnopeiiwwH, CLUA)
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

24. OnutyBanbHuK EORTC QLQ-BR45 (pns XiHOK), Bepcif Big 2018 poKy, YKpaiHCbKOIO Ta POCiliCbKOLO
moBamu; OnutyBanbHUK EORTC QLQ-BR45 (gns yonosikiB), Bepcia Bifg 2018 poky, YKpaiHCbKOO Ta
pociiicbkolo moBamMu; 3HiMKM ekpaHy 3 niaHweTa (eCOA) QLQ-BR45_Female, Bepcisa 1.00 Big 23
noToro 2021 poky, aHriACbKOK MOBOIO Ta NepeKnaj YKpPaiHCbKOK MOBOKO; 3HIMKA eKpaHy 3
nnaHweTa (eCOA) QLQ-BR45_Female, Bepcia 1.00 Big 20 >xoBTHA 2020 poKy, aHINiliCLKOI0 MOBOIO Ta
nepeknag pociicbkoo MOBOIO; 3HiMKM eKpaHy 3 nnaHweTa (eCOA) QLQ-BR45_Male, Bepcisa 1.00 Big 23
ntoro 2021 poKy, aHrNiiCbKOK MOBOK Ta MNepeknag YKpaiHCbKO MOBOK; 3HIMKM €eKpaHy 3
nnaHweTa (eCOA) QLQ-BR45_Male, Bepcisa 1.00 Big 20 xoBTHA 2020 poKy, aHr/iicbKOO MOBOIO Ta
nepeknag pociiicbkoro MOBOI0; 3MiHa Ha3BU MicLA NPOBeAEHHS KNiHIYHOro AOCNiAKEeHHA A0 NPOTOKOY
KMiHIYHOTrO AocnigkeHHs «PaHAoMi3oBaHe, 6araToLeHTpOBe, NOABIliHE criine gocnigpkeHHs 3 dpasm npenapary
amueHecTpaHT (SAR439859) y kombGiHauil 3 nanboumkniéomM y MOPIBHAHHI 3 NeTPO30/1I0M Yy KOMOGIHaLi 3
nanoéouuknioom Ana nikyBaHHA nauieHTiB 3 ER(+), HER2(-) pakom MOIOYHOI 3a/103U4, SKi paHiwe He
OTPUMYBa/IN CUCTEMHOIO MPOTMPAKOBOro NiKyBaHHSA MOLIMPEHOr0 3axBOPHOBAHHS», KO [OCMiLKEeHHS
EFC15935, 3 nonpaskoto 03, Bepcia 1 Big 16 rpygHsa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTiC pellepLl e gesenonmaH, ®paHLis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BY/NO CTAJIO

K.M.H., Hedpcpa M.1O. K.M.H., Hedpcpa M.1O.

KomyHanbHe HekomepLiiHe nianpuemMcTBo | KomyHanbHe HekomMepLiiHe nigNnpUeEMCTBO
XapkiBCcbKoi 06nacHoi pagn «O6nacHuUiA KNiHiYHWI | XapkiBCbKoi 06s1acHoi paan «O61acHUn KAiHIYHWIA
cneuianizoBaHnii gucnaHcep pagiauiinHoro 3axucTy | cneuianizoBaHnii gucnaHcep pagiauiiHoro 3axucTy
HaceneHHs», XipypriyHe BigaineHHs, v. Xapkis HaCeNeHHs», XipypriuHe BiafineHHs 3
OHKONOTYHMMMU NidKKaMu, M. Xapkis

25. Bpowypa gocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3HA 2021 poKy, aHINifiCbKOIO MOBOIO;
YkpaiHa, MK-3475-826, IHchopmauisi Ta AOKYMEHT npo iHchopmoBaHy 3rogy A5 nauieHTa, sepcis 2.00
Big 29 KkBiTHA 2021 p., YKpPAiHCbKOIO MOBOIO, CTBOPEHA Ha OCHOBI rNM0Ga/IbHOrO WAaGNOoHY AnsA
pocnipkeHHa Bepcia MK-3475-826_AMO02_v.2.03 Big 19 kBiTHA 2021 p., a TaKoX WAaGNOHY
3aTrBepayKeHoro Ana YkpaiHu, sepcis Big, 15 ciuHa 2021 p. ykpaiHCbKOI0 MOBOIO; YKpaiHa, MK-3475-826,
IHcbopmauia Ta JOKYMEHT npo iHthopMoBaHy 3rogy AMA nayieHTa, Bepcia 2.00 Big 29 kBiTHA 2021 p.,
pOCilicbKOl0 MOBOIO, CTBOPEHA Ha OCHOBI rM00a/ibHOroO WaG/IoHy ANA AocnimKeHHA Bepcia MK-3475-
826_AMO02_v.2.03 Big 19 KBiTHA 2021 p., a TAaKOX LWIAGNIOHY 3aTBEPAKEHOro ANA YKpaiHu, Bepcia Big, 15
ciuHa 2021 p. pocificbKOO MOBOIO /10 MPOTOKOJY KMiHIYHOro BUNpPobyBaHHSA «PaHgomizoBaHe, noAgiliHe
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cnine, nnaueb0-KOHTpPONbOBaHe AocnimpkeHHs 1l ha3m nopiBHAHHA nem6ponisymady (MK-3475) 3
ximioTepanieto Ta ximioTepanieto 3 nniayebo 418 Tepanii nepLUoi MiHil Npy NepcUcTyoHoMy, peLuausHomy abo
mMeTacTatuuHomMy paky wuniikn matkm (KEYNOTE-826)», kog pocnigxeHHss MK-3475-826, 3 iHKOpnopoBaHoto
nonpaskoto 05 Big 30 xoBTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», foYipHE NignpueMcTBo
«Mepk EHZ Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

26. 36inbLUEHHS KIJIbKOCTI gocnigpkyBaHux B YKpaiHi 3 58 A0 120 oci6; YTOUHEHHS MicL,e3HaXomKeHHs
MMB:

BY/NO CTAJIO

3aB. Big. Cugop P.b. 3aB. Big. Cugop P.b.

KomMyHanbHe nignprMemcTBo «BonuHcbka obnacHa | KomyHasibHe nignpueMcTBo «BonmHcbka o6nacHa
KNiHiYHa nikapHsa» BonnHcbkoi 06nacHoi pagn, | KiiHiyHa nikapHs» BoaMHCbKOT 06s1acHOi  paaw,
opTaNbMONOrNYHE  JIiKyBa/IbHO -  fAjarHOCTUYHE | opTasIbMOsIOriYHe  NiKyBaslbHO - AiarHOCTU4YHe
BigdineHHs, BonvHcbKa 06n., JlyubKuii paioH, | BigaineHHs, M. Jlyubk

ceno Tapacose

[0 NPOTOKO/Y K/iHIYHOro BMNpo6yBaHHS «PaHaomizoBaHe MnoAgiliHe cnine 6araToLEHTPOBE AOCAiMKEHHS
hasn 3 gna NopiBHAHHA edhekTUBHOCTI Ta 6e3nedvHocTi npenapaTy FYB203, 3anponoHoBaHoOro 6ioaHanora
achnibepcenTy, Ta npenapaty Ainia® y nauieHTiB i3 HeOBaCKy/SIpHOK BIiKOBOK Maky/ioancTpodieto
(MAGELLAN-AMD)», kog gocnigkeHHa FYB203-03-01, sepcis 2.0 Big 16 rpyaHsa 2019 poky; cnoHcop - Bioeq
GmbH, Germany

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

27. N'uct-nogsika yyacHUKy pocnigpxkeHHs Bepcia 1.0 ykpaiHCbKOK Ta pocilicbkolo moBamu; Pestome
pe3ynbTaTiB KNiHIYHOrO BMNPOGYBaHHA A/1A HecneuianictiB Big O0epe3HAa 2021 p. yKpaiHCbKOK Ta
pocilicbKolo MoBamMu [0 NPOTOKO/Y K/iHIYHOrO gocnimkeHHs «PaHAoMi30BaHe MyNbTULEHTPOBE BigKpuTe
pocnimpkeHHs 1l hasn gns NopiBHAHHA pexuMiB NikyBaHHA TpacTy3ymad n/oc nepTy3ymab nac TakcaHu
nicns 3acToCyBaHHS aHTpauuKNiHIB Ta TpacTy3dymMaby eMTaH3uHy Mn/c nepty3ymad nicnis 3acTocyBaHHS
aHTpauuKIiHIB B AKOCTI aj toBaHTHOI Tepanii y nauieHTiB 3 onepabenbHUM HER2-NO3UTUBHUM NEPBUHHUM
pakom MOMOYHOT 3aU103U», Kog pocnimxkeHHs B0O28407, sepcia 3 Big 30 nunHa 2015 p.; cnoHcop - «®.
XothbdbmaHH-M1a Pow N1a.» Weeliyapia (F. Hoffmann- La Roche LTD)

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

28. bpouwypa pocnigHuka Pominnoctum (AMG 531) BugaHHAa 16.0 Big 09 rpygHa 2020 poky,
aHrniicokoto moBol; OcHoBHa thopma iHcpopmoBaHoOi 3rogun, Bepcia YKP 9.1 Big 19 kBiTHA 2021
YKpaiHCbKOIO MOBOIO; OcHOoBHa chopma iHthopmoBaHoi 3rogu, Bepcia YKP 9.1 Big 19 kBiTHa 2021
pociiicbkolo MoBOIO; IH(hopmauia Ta hopma 3rogm Ha pUcTaHUiliHy nepeBipKy Ta aHani3 gaHuxX nNpo
yyacHUKIB nig yac o6mexeHb, NoB’sA3aHuX 3 naHgemieto COVID — 19 — fONOBHEHHA HA AUCTaHLUiNHY
nepesipKy gaHux Big 24 noToro 2021 poky, yKkpaiHCbKOlo MoBOH; IHopMmaLisa Ta hopma 3rogn Ha
OVCTaHUifiHy nepeBipKy Ta aHaJ1i3 faHUX NPO yYaCHUKIB MNif Yac oGMeXeHb, NOB’A3aHUX 3 NaHAEMIEI0
COVID - 19 - fONOBHEHHSI HA AUCTaHLiliHY NepeBipKy AaHuX Big 24 noToro 2021 poky, pociiicbKoo
MOBOIO /10 MPOTOKONY KAiHiYHOro BuUNpobyBaHHA «RECITE: PaHgomizoBaHe, nnaueb60-KOHTPO/IbOBaHeE,
noagiive cnine pgocnigxeHHa 1l asn gna ouiHkM poMinAOCTUMY nNpY JiKyBaHHI TPOMOGOLMTOMEHIT,
BUK/IMKAHOI XiMioTepaniet, Y nNauieHTiB, AKMM MPOBOAATH XiMiOTepanitdo Ha OCHOBi okcaninnatuHy Ans
NiKyBaHHA LUYHKOBO-KMLLKOBOTO paky, paky nigwnyHKoBOI 3a/103M abo KOMOPEeKTasIbHOro paky», Koz
pocnigpkeHHs 20140346, iHkopnopoBaHWii 3amiHOK nonpasku 6 Big 02 nuctonaga 2020 poky; CNOHCOp -
«AMXeH [HK.» (Amgen Inc.), CLLUA

3asBHYK - MignpreMcTso 3 100% iHo3eMHo0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

29. bpowypa gocnigHuka BAY 1841788, Bepcis 6.0 Big 04 6epe3HAa 2021 p., aHrNilicbKO MOBOH [0
MPOTOKO/ly  KAiHIYHOro BunNpobyBaHHA «PaHgomizoBaHe, noABiliHe cnine, nnaueb0-KOHTPONboBaHe
pocnigxeHHsa dasu 3 npenapaty gaposiyTamig B AOMNOBHEHHSA A0 aHAporeHgenpusaviiHoi Tepanii (AAT) y
NOpPIBHAHHI 3 nnaue6o noc AAT y YOMOBIKIB i3 MeTacTaTUYHUM FTOPMOH-YYT/IMBAUM PakoM nepesmixypoBoi
3ano3u (MMUPMN3)», kog gocnipxkeHHa 21140, sepcid Big 24 BepecHs 2020 p.; cnoHcop - Bayer Consumer Care
AG, LLseiiyapis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMMEHT YKPAIHA»
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30. NopoBxeHHA TepMiHY K/iHIYHOro BUNPOGYBaHHA B YKpaiHi go 31 rpygHAa 2021. 3miHa agpecu
3asiBHMKa KJ/1iHIYHOro BMMPOOYBaHHA [0 MPOTOKO/Y KNiHIYHOIO BMNpPoOyBaHHA «BigkpuTte [oCnimKeHHs
hasn b 3 nig6opy po3n Bl 836880 y komb6iHauii 3 Bl 754091 ans xapakTepucTukm 6e3neyHoCTi,
nepeHoCcUMOCTi, hapMakoKiHETUKY, thapMakoguHaMikm Ta ePekTUBHOCTI Yy NauieHTiB 3 MiCLeBOMNOLUNPEHUM
abo wmeTacTaTUYHUM HEMNIOCKOKNITUHHUM  HeApPiOHOKNITUHHUM pakoM JiereHi Ta iHWUMW  CONigHUMU
nyxaMHamu», Kog pocnimkeHHs 1336-0011, sepcis 6.0 Big 18 nuctonaga 2020; cnoHcop - Boehringer
Ingelheim RCV GmbH & Co KG, AscTpis

3asBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsisi

BYNO
Alojas iela 6, Riga, LV-1013 (/lamsis)

CTANO
Riga, Katrinas dambis 20, LV-1045 (/lamsisi)

31. Bpowypa gocnigHuka Ha gocnigKyBaHUii nikapcbKuii 3acié KapinpasuH, Bepcifa 19 Big, 13 KBiTHA
2021 p, aHrNiicbKOK MOBOIO A0 MPOTOKO/Y KiHIYHOrO BMNPObyBaHHS «PaHaomizoBaHe, NoaBiliHe cnine
pocnimpkeHHs | pasn 3 NOCTYNoOBUM 30iMbLLIEHHAM 403K | 6aratopa3oByM NpUtoMoM npenapaTy ANnst OuiHKK
6e3neku, NepeHoCUMOCTi Ta NPoiNIo hapmakoKiHETUKM KapinpasnHy Y BUrNsA4ji Tab/1eTok 3 NPOSIOHroBaHUM
BVBI/IbHEHHAM aKTMBHOIT PEYOBUHW Y NALEHTIB 3 LUM30pPeHieto», ko aocnimkeHHss RGH-188-102, sepcis 4.0
Big 30 ciuHA 2020 p. (cneumdcbivyHa gna YkpaiHu); cnoHcop - Gedeon Richter Plc., Hungary

3anBHUK - TOB «BOPIABANA KNIHIKAN TPAINC YKP»

32. 36inbLIEHHA KiNbKOCTI gocnigkyBaHux B YKpaiHi Big nonepeaHbo 3ansiaHoBaHoi 3 150 go 600 ocio
[0 MPOTOKOJY KNiHIYHOro BMNpobyBaHHsA «PaHaomizoBaHe, noAgiiHe cnine gocnigpkeHHs hasu 3 o5 OuiHKK
ximioTepanii npenapatamy Ha OCHOBI NAaTuHKM y KoMbiHauii 3 npenapatom INCMGAO00012 a60 6e3 HbOro B
SKOCTI  Tepanii nepwoi  AiHii  npM  MeTacTaTtM4HOMY  M/IOCKOK/IITUHHOMY | HEM/IOCKOKNITUHHOMY
HeApiGHOKNITUHHOMY paky nereHis (POD1UM-304)», kog, gocnimpkeHHss INCMGA 0012-304, Bepcisa 1 Big 14
nuctonaga 2019 poky; cnoHcop - Incyte Corporation, United States

3anBHWK - MignpuemcTBo 3 100% iHo3emHolo iHBecTULieo «ANK'IOBIA PAC YkpaiHa»

33. InchopmauiiiHuii nucToK i hopma 3roam Ha 36ip AaHMX NPO AUTUHY YUaCHUKA AOCifXEHHSA, Bepcia
V1.0UKR(uk)1.0 Big 20 kBiTHA 2021 poKy, nepeknaj yKkpaiHCbKolo MOBOIO Bif, 05 TpaBHA 2021 pokKy;
IHhopMauiiHMiA NUCTOK | dpopMa 3roan Ha 36ip faHUX NPO AUTMHY ydacHUKA [OCHIAKEHHSA, BepCis
V1.0UKR(ru)1.0 Big 20 kBiTHA 2021 poKy, nepeknag pociiicbKkolo MoBoto Big 05 TpaBHA 2021 poky [0
NPOTOKO/Yy  K/IHIYHOrO BUMNPOGYyBaHHSA «PaHgomi3oBaHe, MOABiHe chnine, niauebo-KOHTPOIbOBaHe
LOCnifpKeHHs dasn 2 Ans ouiHkM BnAuBy PINroTiHiGy Ha napameTpu cnepmMu y AOPOC/MX YOJOBIKIB i3
aKTVBHUM pPEBMATOIAHMM apTPUTOM, MNCOPIaTUYHUM  apTPUTOM, aHKIJIO3ylUuMM  CnoHAWITOM  abo
[OPEHTIeHO/ONYHUM aKciaslbHUM CNOHAMI0apTPUTOM, Koa aocnimkeHHs GLPG0634-CL-227, Bepcist 2.0 3
iHKopriopoBaHoto nonpaskoto 1.0 Big 26 TpaBHs 2020 poky; cnoHcop - Galapagos NV, benbris

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

34. BKlovyeHHs1 [O[aTKOBOro MicusA NpoBeAeHHA KiHIYHOro AocnimxeHHA; 3MiHa HasBu Micub
npoBefeHHs KJIiIHIYHOro AocnimKeHHA 40 NPOTOKOY KNiHIYHOrO BUNPobyBaHHSA «BigkpuTe paHhomizoBaHe
KOHTPO/IbOBaHe [OCNIIKEHHA 3 METOI OLIHKN ed)ekTMBHOCTI Ta 6e3neyHocTi npenapaty UGN-102, a Takox
CTIliKOCTI BignoBiZi Ha Tepanito npenapaTroM y NOEAHAHHI 3 TPAHCYPETPasIbHOK PE3EKLIIEI CEHOBOIO MiXypa um
6€3 Hel B NaLieHTIB i3 M'A30BO-HEIHBA3MBHMM PaKOM CEYOBOI0 MiXypa HU3bKOro CTYMEHS 3/109KICHOCTI 3 rpymnu
NPOMIXXHOIo pn3uky (KofoBe no3HadyeHHA focnimkeHHsA: ATLAS)», kog, gocnimpkeHHa BLO06, pepakuia 1.1 Bif,
16 BepecHs 2020 p.; cnoHcop - «KOpodxeH dapma flimitea» [UroGen Pharma Ltd.], I3painb

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

Ne M.1.6. BignoBiga/IbHOro AoCNiAHMKaA

n/n HasBa MicLl NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

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

KomyHasibHe HekoMepLiiiiHe NignprueMcTBO JIbBIBCbKOI 06/1aCcHOT paau «/1bBiBCbKa 06/1acHa KniHiuHa
NiKapHs», yposoriyHe BigaineHHs, M. J1bBiB

BYNO CTAJIO

Nikap Ceprees C.M. Nikap Ceprees C.M.

KomyHasnbHe HekomepuiiiHe nignpnemcTBo «Micbka
KniHiYyHa nikapHa Ned» [HINPOBCHLKOI MICbKOI paau,

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHiYHa nikapHa Ned» [HINPOBCHLKOT MICbKOI paawn,
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BigAaineHHa yponorii Ne2, M. JHinpo BifAiNeHHA repiaTpUyHOI ypo1oriyHol gonomoru
Ha 35 nbKokK, M. [JHinpo

K.M.H. Bapgakos I".I". K.M.H. Bapgakos I".I".

KomyHasnbHe HekomepLiiiiHe nignpuemcTeo | KomyHanbHe HekomepLiiiiHe nignpuemMcTBO
«YepHiriBCbkMiA ~ MeauuHUiA  UEHTP  cy4acHO! | «YepHIriBCbkUiA  MeauuHuii  LUEeHTP  cy4acHol
OHKOOriT» UepHiriBCcbKoT o6nacHol paau, | oHKonorii» UepHiriBcbkoT o6nacHol paau,
abaoMiHanbHe BigAiNEeHHA 3 yponoriYHUMU | BigAiNeHHA OHKONOriYHOI Xipypril, yponorii Ta
niXkamu, M. YepHiris TpaHcnaaHTonorii, M. YepHiris

35. 36inbleHHs KiSIbKOCTi yH4acHUKIB JocnimpkeHHA B YKpaiHi Big nonepegHbOo 3anjaHoBaHOI 3 84 o
100 oci6 [0 MPOTOKO/Y KAIHIYHOTO BUNPOOYyBaHHA «PaHgomizoBaHe, NoABiliHe chine AOCAIMKEHHS, WO
NPOBOANTLCHA 3 BUKOPUCTAHHSAM akTMBHOrO npenapaty B SKOCTI KOHTPOMK [AN1S OUIHKWM AOBroTpuBasiol
6e3neyHocTi i nepeHocumocTi npenapaty SEP-363856 y naujieHTiB i3 LWIM30PEHIED», KOA AOCAIMKEHHS
SEP361-304, Bepcis 3.00 3 iIHKOpNopoBaHOK CyTTEBOK nonpaskot 2.00 Big 14 ciuHa 2021 poky; CnoHcop -
«CyHOBIOH ®apmachbtoTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLLUA

3anBHWK - MignpuemcTBo 3 100% iHo3emHolo iHBecTULieo «ANK'IOBIA PAC YkpaiHa»

36. MpoTokon kniHiyHoro aocnipxkeHHa ANTT201, Bepcis 2.0, Monpaska 01, Big 14 kBiTHA 2021 poky,
aHrnificbKkor MoBoto; IHhopmauia ana nauyieHTa Ta hopma iHchopmoBaHOI 3roau Ans YKpaiHu, Bepcis
2.0 Big 21 kBiTHA 2021 poKy Ha OCHOBI MalicTep-Bepcii hopmu iHchopmoBaHoi 3rogu, Bepcia 2.0 Big 19
KBiTHA 2021 pOKy aHI/MiACbKOIO Ta YKpaiHCbKOl MoBamu; flogatok ao IHcopmauii gna naugieHra i
thopma iHchopmoBaHoOi 3rogu ans YkpaiHu, Bepcia 2.0 Big 21 kBiTHA 2021 p., CTBOPEHO Ha OCHOBI
Maiictep-Bepcii popmu iHpopmoBaHoi 3rogun, Bepcia 2.0 Big 19 KBiTHA 2021 poKy aHrnificbKoro Ta
YKpaiHCbKOKO MOBaMM 10 NPOTOKO/TY K/TiHIYHOro BUNpobyBaHHS «®asa 2A, paHaomi3oBaHe, NoABgiiiHe crine,
nnauebo-KoHTPOsIbOBaHe, GaraTOLeHTPOBE AOCAIMKEHHS 3 BM3HAYEHHS ONTUMaUsIbHOI A03U AN OLiHKK
6e3neyHocTi Ta echekTMBHOCTI Npenapaty ATI 2173 y KombiHaLii 3 TeHOGOBIPY AN30NPOKCUNY oymapaTtom y
nauieHTIB 3 XPOHIYHO iHGEKLED BipyCy renatnty B Ta y nauieHTiB 3 KoiH(hekuieto Bipycy renatuty D», kog
pocnipkeHHa ANTT201, sepcia 1.1, Big 07 rpygHs 2020 poky; cnoHcop - AHTioc TepaneBTike IHk., CLUA /
Antios Therapeutics, Inc., USA

3asaBHuK - TOB «APEHCIA EKCIM/TIOPATOPI MEICIH», YkpaiHa

37. OHoBeHMii NPOTOKON KiiHIYHOro BuNpo6yBaHHA XPF-008-201, Bepcisa 4.2, Big 22 ciunA 2021 p.,
aHrnincbKo moBoto; IHchopmauis ana nadieHta Ta dopma iHPopmoBaHOI 3rogn A YKpaiHu, Bepcis
2.0 Big 09 kBiTHA 2021 poKy Ha ocHOBI MaiicTep IN®I3 Bepcisa Big 26 ciuHa 2021 poKy aHriACbKOIO Ta
YKpaiHCbKO MoBamu; Joaatok ao IHcopmauii gna nadieHta ta Popmm iHthopmMmoBaHOi 3roau Ansa
YKpaiHu, Bepcia 2.0 Big 09 kBiTHA 2021 poKy Ha ocHoBi mavicTep IN®PI3 Bepcisa Big 26 ciuHa 2021 poky
aHrNiicbKoK Ta YKpaiHCbKOK MoBaMu; [locbe AochimKyBaHOro nikapcbkoro 3acody XEN1101 Ta
nnaue6o [0 AocnigKyBaHoro nikapcbkoro 3acoéy XEN1101, Bepcisa 5.1 Big 03.03.2021, aHrnilicbKoto
MOBOI0; MoaoBXeHHA TEPMiHY NPUAATHOCTI AOCAIAKYBAHOro fnikapcbkoro 3acooy XEN1101 kancynu
10 wr, 20 mr, 25 mr Ta nnaye6o 0 36 MicALiB; Bk1oueHHA HOBOro Aieno Ta Ai/ITHKA KOHTPOIO SAKOCTI
ANs pocnigpKysaHOro npenapary Ta nnaue6o Ao AocnigkKyBaHOro nikapcbkoro saco6y XEN1101-
«KaTtaneHTt CiTiEc (EaiH6ypr) Nimiteg» [Catalent CTS (Edinburgh) Limited] (Unit 1, Inchwood Park,
Bathgate, EH48 2FY, Benuko6puTtaHisa); NMpoaoBXeHHA TPUBANOCTI AOC/iMKEHHA Y BCiX KpaiHax, aoe
NpoBOAUTLCA KJiHIYHE BUNPOOYBaHHS, BK/AlOYaloun YKpaiHy, Ao 3 POKiB [0 MPOTOKO/Y KiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, noAgiiHe-cnine, niaueb0-KOHTPO/IbOBaHe, GaraToueHTPOBE AOC/TiAKEHHS
0N OUiHKM 6e3nekn, nepeHocumocTi Ta edpekTnBHocTI npenapaTy XEN1101 B SKoCTi 4ONOMIXKHOT Tepanii npu
eninencii 3 pokanbHMM Ae6ToM, 3 BigKPUTOI NOAOBXEHOI (ha3oto», koa gocnimkeHHs XPF-008-201, sepcis
4.1 Bip 27 6epesHa 2020 poky; cnoHcop - KceHoH dapmac'toTikans IHK., KaHaga/ Xenon Pharmaceuticals Inc.,
Canada

3asBHuK - TOB «<APEHCIA EKCIT/IOPATOPI MEAICIH», YkpaiHa

38. OHoBneHuii NPOTOKO/ KAiHIYHOrO BunpooyBaHHA MK-3475-042, Bepcia 3 iHKOpPNOpPOBaHOO
nonpaBkoto 08 Big 24 6epe3HA 2021 poky, aHrnilicbKoo MoBoIo; Bpowypa gocnigHuka A/13 MK-3475,
BuAaHHA 20 Big 08 Gepe3Hsa 2021 poKy, aHIrNiAICbKOO MOBOK [0 MPOTOKONY KIIHIYHOTO BUNPOBYBaHHSA
«PaHpomizoBaHe, Bigkpute pocnimpkeHHs [l dpa3n 3arasibHOT BMXMBAHOCTI HAIBHUX (paHille HenikoBaHWX)
nauieHTiB 3 PD-L1-n03nTMBHMM NpOrpecyroummM abo mMetacTasyounm HEMISIKOKAITMHHUM PakoMm JIereHis ans
MOPIBHSAHHA NiKyBaHHSA nemoponisyma6om (MK-3475) Ta npenapatamu ximioTepanii Ha OCHOBI NaaTuHK
(KiHoyT 042)», kog, gocnigpkeHHst MK-3475-042, Bepcisi 3 iHkopnopoBaHot nonpaekoto 06 Big 09 ciuHa 2018
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poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe nignpnemctso» Mepk EHA Ko.,IHK.» (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

39. MNMpoTokon kniHiYHoro Bunpo6yBaHHA INCB 86550-203, Bepcisi 2 3 iHKOPNOpPOBaHOIO nonpaskoro 1
Big 08 Gepe3Hs 2021 poKy, aHrniiicbkoo MoBOLo; IHchopmauiiiHuii nucTok i popma 3rogu, Bepcis
V3.0UKR(uk)1.0 Big 07 kBiTHA 2021 poKy, nepeknaj yKpaiHCbKOI0 MOBOIO Bif, 13 KBiTHA 2021 pokKy;
IHcbopmauiiiHuin nucToK i hopma 3roau, Bepcia V3.0UKR(ru)l1.0 Big 07 kBiTHA 2021 poKy, nepeknap,
pocilicbkolo mMoBol Big 13 KBiTHA 2021 poky; IHdopmauiiHa KapTKa ydyacHUKa AOCAigKEeHHSA
npenaparty INCB086550, Bepcia V2.0 UKR(uk) Big 01 6epe3Hsa 2021 poKy, nepeknap yKpaiHCbKOLO
MoBolo Big 30 Gepe3HAa 2021 pokKy; IHcopmauiiiHa KapTKa y4yacHMKa [OCiAKEeHHA npenaparty
INCB086550, Bepcis V2.0 UKR(ru) Big 01 6epe3Hsa 2021 poky, nepeknag pociiicbkolo MoBoto Big 30
Gepe3Hsa 2021 poky; LLlogeHHMK npuiiloMy npenapaTty yd4acHUKOM gociigkeHHs, Bepcia V1.0 UKR(uk)
Big 10 Gepe3Hsa 2021 poKy, nepeknag yKpaiHCbKO mMoBoto Bif 30 6epe3Ha 2021 poky; LLlogeHHUK
npuiioMmy npenapaty y4YacHMKOM pocnimkeHHs, Bepcia V1.0 UKR(ru) Big 10 Gepe3Hs 2021 poky,
nepeknap, pociiicbkoto moBolto Big, 30 6epe3Hs 2021 poky; locbe [OCNifKYBAHOIO JIiKapCbKOro 3aco0y
INCB086550, Bepcia 2.1 Big 14 kBiTHA 2021 poOKy, aHrnificbko MOBOK; 3a/lydeHHA A0AATKOBOI
BUPOGHMUOT AiSIbHULI BUPOGHMLTBA AOCNiAKyBaHOro nikapcbkoro 3aco6y INCB086550, TaGsieTku no
100 mr, MIAS Pharma Limited, Ireland; nopoBXeHHAA TepMiHy nNpUAATHOCTI AOCNifKyBaHOro
nikapcbkoro 3aco6y INCB086550 o 24 micAuiB 40 NPOTOKO/Y KAiHIYHOrO BUNPOOYBaHHA «oCiaKeHHSs
thasn 2 3actocyBaHHs npenapaty INCB086550 (iHri6iTopa PD-L1 agnsi nepopasibHOro npuiioMy) B y4aCHUKIB
OOCMIMKEHHS i3 BUOPaAHUMKU COMIAHUMM MyX/IMHAMM, WO paHille He OTPMMYBa/IM fliKyBaHHS iHribiTopamm
IMYHHUX KOHTPOJIbHMX TOYOK», ko4 gocnigxkeHHs INCB 86550-203, sepcis 1 Big 01 kBiTHSA 2020 poky; cnoHcop
- Incyte Corporation, United States

3asBHUK - MNignpremcTso 3 100% iHo3emMHOM iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

40. OHOBMEHU NPOTOKOJ KNiHiYHOro Bunpo6ysaHHsa MK-1986-018, 3 iHkopnopoBaHoto nonpaskoto 05
Big 16 BepecHAa 2020 poKy, aHrNiiCbKOKD MOBOI [0 MPOTOKO/Y K/IIHIYHOrO BMNPOOYBaHHS
«PaHaomizoBaHe, KOHTPO/IbOBaHE 3a 4,0MNOMOroK akTUBHOrO npenapaTty NOPIBHAHHSA, KiHIYHe focnimkeHHs 1
hasm ons BuBYEHHA 6e3neyHocTi Ta ethbekTnBHOCTI MK-1986 (Tegu3onigy ¢ocdparty) y nauieHTiB BikOM Bif,
HapOMKEHHsT A0 <12 pOKIB 3 roCTpMMK GakTepiaslbHUMK HPEKLiIMMA LIKIPU Ta LWKIPHMUX CTPYKTYP», Kofg
pocnipkeHHss MK-1986-018, 3 iHkopnopoBaHoto nonpaskoto 04 Big 03 x)oBTHA 2019 poky.; cnoHcop - «Mepk
LWapn EHA Joym Kopn.», govipHe nignpuemcto «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3anBHUK - TOBapUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»
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