Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne17 Big 28.09.2023,
HTP Ne32 Big 28.09.2023, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «baratoueHTpoBe BigKpuUTe K/iHIYHE p[ocnigpkeHHsa 3b a3y TpuBanoro nNPOAOBXEHHSA JliKyBaHHSA
JapatymymaGom», Kof aocnimkeHHs 54767414MMY3030, 3 nonpaskoto 1 Big 22.09.2022 p., CNOHCOpP -
«HAHcceH PapmauesTrka HB», Benbris

®a3a - llIb

3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris

Ne M.l.b. BignosigansHoOro gocnigHuka,

n/n Ha3ga MicLb NPOBEAEHHSA K/iHIYHOro BUNPO6YBaHHSA

1. 4.M.H. Macnsk 3.B.

[JepxaBHa ycTaHOBa «IHCTUTYT naTonorii KpoBi Ta TpaHCcdysiiHOT MeauuuHM HauioHanbHOT
akagemii MeanM4HUX HayK YKpaiHu», BigaineHHs rematosorii, M. JIbBiB

2. K.M.H. Kyukosa O.1O.

KomyHanbHe HekomepuiiHe nignpnemctBo «O6s1acHWil  LEeHTP OHKOMOrii», remaroforiyHe
BiAdiNEeHHS, M. XapkiB

3. nikap Horaesa J1.1.

KomyHasibHe  HekomepujiiHe  MmignpueMcTBO  «K/iHIYHWIA  LEHTP  OHKONOrii, remaTosorii,
TpPaHCM/IaHTO/Orii Ta NastiaTMBHOT fgonomorn Yepkacbkoi 06nacHoi pagu», O6nacHuMiA NikyBasibHO-
[AiarHOCTUYHWIA reMaTosIoNYHUIA LLEHTP, M. Yepkacu

4, Nikap OniHuK I".A.

KoMyHasibHe HekomepLjiliHe NiANPMEMCTBO «BiHHMLbKa 061acHa KniHivyHa nikapHs im. M.1. MNMnuporosa
BiHHMUbKOI o06nacHoi Paaw», KAiHIYHE BMCOKOCMeLlianioBaHe remarosioriyHe BigfgineHHs,
M. BiHHMUS

5. Nikap YceHko I'.B.

KomyHasnbHe HekomepuiiiHe nmianpueMcTBo «Micbka KniHiuHa nikapHsa Neds» [HINPOBCbLKOI MiCbKOI
paau, rematosioriyHe BigaiIeHHs, M. HINpo

2. «[NopiBHANbHA OLjiHKa edheKTMBHOCTI Ta nepeHocumocTi npenaparty Mikocynbpart-KB, kancynu m’aki no 7,5
Mr, BUpo6HuLTBa AT «KUIBCBKUW BITAMIHHUIA 3ABO/», Ykpaina Ta npenapaty Dulcolax® Pico Liquid,
PO34YMH A1 NEPOPIbHOIO 3acTocyBaHHA 5 Mr/5 mn, BupobHuuTBa «IHCTITYTO e AHreni C.p.n», Itania y
nauieHTiB 3 oyHKLioOHaNbHUM 3anopom», koA gocnigxeHHsa KVZ_PCF, sepcis 2.0 Big 09.06.2023 p., cnoHcop -
AT «KNIBCbKWW BITAMIHHY 3ABO[», YkpaiHa

da3za - NopiBHANbHE KNiHIYHE BUMPOOYBaHHSA

3anBHuK - AT «KUIBCbKUIA BITAMIHHWIA 3ABO/», Ykpaina

Ne M.1.6. BigNOBiAa/ILHOrO AOCNIAHNKKA,

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | K.m.H. Camoiinosa C.O.

KuiBcbka KniHiYHa sikapHa Ha 3anisHMYHoOMY TpaHcnopTi Ne2 dinil «LieHTp OXOpOoHW 340pOB S»
aKLiOHepHOro ToBapucTBa «YKpaiHCcbka 3ani3HUUSA», TepaneBTUYHE BigAiIeHHSA NOAIKAIHIKK, M. K1iB

3. HoBa Bepcisa bpowypu gocnigHuka (IB) ana JloHanercomatponiHy, Bepcis 10.0, Big 06 rpyaHsa 2022
p., aHIIACbKOIO MOBOIO [0 MPOTOKOAY KAiHIYHOrO BMNpobyBaHHsA «enliGHten: BaratoueHTpoBe, ¢asa 3,
[OOBroTpuBasie, BiAKpUTE AOCAILKEHHS WOA0 BUBUYEHHS 6e3nekn Ta edoekTMBHOCTI npenapaTy MPJ/1 TransCon,
AKUI BBOAUTLCA OOQUH pa3 Ha TWXAEHb AITAM 3 AediuuToM ropmoHy pocty (AP), wo 3aBepunim yyacTb y
nonepeHbLOMY KniHidHOMY gocnigkeHHi MPJT TransCon», kog gocnigpkeHHs TransCon_hGH_CT-301EXT,
Bepcisa 2.0 (rno6anbHa nonpaeka 1) Big 29 ciuHa 2020 poky; cnoHcop - AcueHaic ®apma EHOOKPIHONOMKM
LisixH A/C (Ascendis Pharma Endocrinology Division A/S), OaHis

3asaBHUK - AKuensciops /1T4., YropwuHa

4. OHOB/1IEHUI NPOTOKO K/liHiYHOro BUNpo6yBaHHA M16-000 3 iHKOpNOpoBaHUMU afMiHICTPaTUBHMMMU
3MiHamu 1, 2, 4, 6 Ta nonpaBkamu 1, 2, 3, 4, 5, 6, 7, 8, 9 Ta 10 Big 16 rpyaHAa 2022 poky; MpoaoBXeHHA
TepMiHy nNpoBeAeHHs KJiHIYHOro BUNpoGyBaHHA B YKpaiHi o 31 6epe3Hs 2026 poky; IHhopmauisa ana



nauieHTa Ta iHhopmMoBaHa 3rofga Ha YyuyacTb Yy HayKOBOMY AOCANigKeHHi Ta HeoGOB’A3KOBOMY
pocnigxeHHi, Bepcia 9.0 gna Ykpainu Big 24 notoro 2023 poKy, YKpaiHCbKOIO Ta POCiiCbKOK MOBaMu;
IHCTPYKUii 3 BBefEeHHA picaHKisymady y cpopmi po3umHy B nonepefHbLO HaMOBHEHUX LWNPULAX
(IHCTpyKUii 3 3acTOCyBaHHA — npenapar A NigwkKipHoro BBeAeHHsA), Bepcia 2.0 Big 12 ciuHa 2023
POKY, YKpaiHCbKOIO Ta pociiicbkolo moBamu; LLlogeHHUMK BBeAEHHA AOCifKyBaHOro npenapaty Ta
npoBefieHHs TECTY Ha BariTHiCTbL BAoMa, diHanbHa Bepcia 4 Big 09 ntotoro 2023 poky, YKPAiHCbLKOIO Ta
pocilicbkoo MoBamu; OHoBneHuii pospin «AKicTb» [locbe [OCNiAKYBAHOro NiKapcbKoro 3acooy
PicaHkisayma6 (ABBV-066), Bepcia 2.0 H Big 16 niotoro 2023 poKy; BkioueHHA [04aTKOBOro
[ocNipKyBaHOro fiikapcbkoro 3acoo6y: PicaHkisyma6 (ABBV-066), 600 mr/10 mn (60 mr/mn), KOHUEHTpaT
ANA NPpUroTyBaHHA PO3UnHY ANA iHy3iid, y dnakoHax (BUpo6HuKu: Patheon Italia S.P.A, Itanis; SGS
Institut Fresenius GmbH, HimeuuuHa; AbbVie Deutschland GmbH & Co. KG, HimeuuunHa; AbbVie Inc.,
CLUA; A&M STABTEST GmbH, HimeuuuHa; SGS Analytics Switzerland AG, LLBeiiuapisa; Charles River
Laboratories Germany GmbH, HimeuuunHa; AbbVie Biotechnology, Ltd., MyepTto-Piko, CLLUA); 3pa3ok
MapKyBaHHA AOCNiAKyBaHOro fiikapcbkoro 3aco6y PicaHkisyma6 (ABBV-066) 600 mr/10 mn (60 mr/mn),
KOHLIEHTpAT A/11 NPUroTyBaHHA po3uuHy Ans iHdysiii y cdnakoHi, Bepcia Big 21 rpyaHa 2022 poky
(BHYTpiWIHE NaKkyBaHHA) (YKpPAlHCLKOIO MOBOI0); 3pa3oK MapKyBaHHS AOC/ifAKYyBaHOro nNikapcbKoro
3aco6y PicaHkisyma6 (ABBV-066) 600 mr/10 mn (60 Mr/m), KOHLEHTpAT ANSA NPUroTyBaHHA PO3UUHY
AnA iHdysin y donakoHi, Bepcis Big 16 rpyaHAa 2022 poky (30BHILIHE NaKyBaHHSA) (YKPaiHCbKOIO MOBOIO)
[0 MPOTOKO/Y KIIHIYHOrO BMMpPObyBaHHSA «baraTtoueHTpoBe, paH4OMi30BaHe, MoABiiiHe cnine, nnauebo-
KOHTpO/IbOBaHe 52-THeBe AOCNIMKEHHA MiATPUMYHYOI Ta BIAKPUTOI NPOAOBXEHO! Tepanii AN OUiHKK
edheKTMBHOCTI Ta 6e3neYHOCTi picaHKi3yMaby y nauieHTiB 3 XBOp0o6oto KpoHax, koa gocnigpkeHHs M16-000, 3
iHKOpnopoBaHMMN agMiHICTPaTUBHUMMK 3MiHaMK 1, 2, 4 Ta nonpaBkamun 1, 2, 3, 4, 5, 6, 7, 8 Ta 9 Bia 26 KBiTHA
2021 poky; cnoHcop - AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikan3 F'mM6X», LLseliuapis

5. OHOBEHWiIA NPOTOKOAN KAiHiYHOrO BUNpo6yBaHHA M16-011, Bepcia 6.0 Big 13 6epe3Hsa 2023 poKy;
MpoaoBXeHHs TepMiHy NPOBeAEeHHA KNiHIYHOro BUNPOOYBaHHA B YKpaiHi Ao 31 rpyaHsa 2026 poky;
IHhopmania ana naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HayKOBOMY AOChnigXeHHi Ta
HeoOOB’sI3KOBOMY AocnifkeHHi, Bepcis 6.0 ana YkpaiHu Big 01 TpaBHA 2023 poKy, YKPAiHCbKOIO Ta
pociiicbkolo moBamu; IHhopmaLiiiHMiA NUCT NalieHTa CTOCOBHO Aili B yMOBax NaHA4eMiuHOi cuTtyauii
(Takoi sk COVID-19) a60 6yab-IKOro HaA3BN4YANHOIO CTaHy, AKWUIA BIJINBAE HA yYacCTb Y [OC/ifKEHHI
[IHdbopmauiliHniA NNCT ANa ydacHUKA KiHIYHOro BUNpooyBaHHS], Bepcia 2.0 ana YKpaiHu Big, 7 KBiTHA
2023 poKy, YKpaiHCbKOI0 Ta pocilicbkoto moBamMu; Jloaatok Ao IHchopmoBaHOi 3rogu AA NPOAOBXEHHSA
NiKyBaHHA y4YacHUKIB BUNpooyBaHHs (MpoaoBXeHHsA pO3LWMPEHOT YaCTUHM NiKyBaHHSA), Bepcia 1.0 gnsa
YKpaiHu Bip, 27 Gepe3Hsa 2023 poKy, YKPAiIHCbLKOK Ta pocilicbkolo MoBamu; OHOBMEHUiA po3gin
«HAKicTb» [locbe focnigKyBaHOro nikapcbKkoro 3aco6y PicaHkisyma6 (ABBV-066), Bepcis 5.0 E Big 13
KBIiTHA 2023 poky; BKnoueHHA AO0AATKOBOro AOC/NiAKyBaHOro nikapcbKoro saco6y: PicaHkisymao
(ABBV-066) 150 mr/1,0 mn (150 mr/mn), nonepeAHbO HaNMOBHEHMWIA LWINPUL, i3 PO3UMHOM ANS iH’ €KLl
(Bupo6Huku: AbbVie Biotechnology, Ltd., Myepto-Piko, CLUA; AbbVie Deutschland GmbH & Co. KG,
HimeuunHa; AbbVie Inc., CLUA; AbbVie Bioresearch Center Inc., CLUA; A&M STABTEST GmbH,
HimeuuuHa; Charles River Laboratories Germany GmbH, HimeuuuHa; SGS Institut Fresenius GmbH,
HimeuuuHa; Labor LS SE & Co. KG, HimeuunHa); 3pa3sok mapKyBaHHA [OCNIAKYBaHOro fiKapcbKoro
3aco6y PicaHkisyma6 (ABBV-066) 150 mr/1,0 mn (150 mr/mn), nonepegHb0 HANMOBHEHWI wWnpuy, i3
po3unHOM AnA iH’eKuiii, Bepcia Big 13 ntotoro 2023 poKy (BHYTPIWIHE NaKyBaHHA), YKPAIHCbHKOKO
MOBOI0; 3pa3oK MapKyBaHHSA [OC/ioKYBaHOIo JlikapCbKoro 3aco0y PicaHkizyma6é (ABBV-066) 150
mr/1,0 mn (150 mr/imn), nonepegHbLO HANMOBHEHWIA LWINPUL, i3 PO3UMHOM ANA iH’€KUin, Bepcia Big 17
noToro 2023 poky (30BHILWHE NaKyBaHHA), YKPAiHCbKOK MOBOIO 10 NPOTOKO/1Y K/iHIYHOIro BUNPOGYBaHHS
«PaHpomizoBaHe noggiiHe cnine pocnigpkeHHa 1l chasn, ana nopiBHAHHA npenapaTy PicaHkizyma6é 3
nnauebo y nauieHTiB 3 akTUBHUM ncopiatTuyHum aptputoM (McA), Aki MalTb B aHaMHesi HeaekBaTHY
BiANOBIAb NpWHaliMHI HA OAuH XBOpob6oMOAMAIKYOUMiA NpoTUpeBMaTuYHKiA npenapat (XMIPIT) a6o ioro
HenepeHocumicTb (KEEPSAKE 1)», kog pocnipkeHHsa M16-011, sepcia 5.0 Big 01 nuctonaga 2021 poky;
crnoHcop - AbbVie Inc., USA/ E66BI IHk., CLLUA

3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

6. OHOB/EHI PO3AiNu AOCbLE [OCNILKYBAHOIO NMiKAPCbKOro 3acody Liuknocunikar LUMPKOHIO HaTpito,
NOpOLOK ANA nepopasnbHOi cycneHsii: Introduction; P.3 Manufacturer of drug product; P.5.Control of
Drug product; P.8 Stability for Drug Product (Dossier Doc ID-005117360), Bepcia 1.0 Big 11 TpaBHA 2023
p.; 36inblIeHHA TEPMiHY NPUAATHOCTI AOCNIAKYBAHOIO NiKapCbKOro 3acoby LiMknocunikar LUPKOHIto
HaTpito 2.5 rirpam(a), NOpoOLLOK ANA NepopasibHOI cycneHsii y cawe Big 36 ao 48 micauiB; 36iNbLUeHHS
TepMiHy npugaTHOCTI AochimKyBaHOro nikapcbkoro 3aco6y Luknocunikatr LUUPKOHi0 Hatpito 0.25
rirpam(a), NOpoOLIOK AN NepopasibHOI CycrneHsii B Kancynax, Wo po3kpuBarTbecA Big 36 fo 48 micAuiB;
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36inbleHHa TepMiHYy NpUAaTHOCTI AOCNIAKYBaHOro nikapcbKoro 3aco6y Liuknocunikar LUPKOHItO
HaTpito 0.125 rirpam(a), NnOpoLIOK ANsA nepopasibHOI CyCneHsii B Kancynax, Wo po3KpuBaloTbcs Big 24
Ao 36 micauis; bpolwypa gocnigHuKa 3 npenapaTy LKIocuikaT LMPKOHilo HaTpilo, BugaHHA 12 Big 04
TpaBHsA 2023 poKy aHriicbKo MOBOIO; 3MiHa HalimeHyBaHHA 3asABHUKaA B YKpaiHi 3 TOB «/IABKOPI
KNMHIKANT AEBENOMNMEHT YKPAIHA» Ha TOB «®OPTPIA AEBEJIONMMEHT YKPAIHA»; 3miHa Ha3Bu
BUPOGHMUOT AiNAHKN ANA AOCNIAKYBAHOIO J1iKapCbKOro 3aco6y Luknocunikatr LMpPKOHil0 HaTpito 2.5
rirpam(a), NOPOLIOK A/151 NepopasibHOI cycneHsii y calle, Liuknocunikar LMpKoHito HaTpito 5 rirpam(a),
NOPOLLOK ANsl NepopasibHOI cycrneHsii 'y cawe: 3 Sharp Corporation, CLUA Ha Sharp Packaging Services
LLC, CLUA a0 NpOTOKONY KAiHIYHOrO BUNPOOYBaHHA «BigkpuTe AOCAIMKEHHS ANSA OLUIHKM 6e3MeyYHoCTi Ta
edhekTmBHoCTI LLUH y giTeit 3 rinepkaniemieto», ko aocnimkeHHs D9481C00001, sepcis 7.0 Big 10 ciuHsa 2023
POKy; cnoHcop - AcTpa3eHeka Ab, LLseuis

3asBHVK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

BYNO CTANO
TOB «JIABKOPN KNIHIKAN A[EBENOMNMEHT | TOB «®OPTPIA AEBENOMMEHT YKPAIHA»
YKPAIHA»

BYNO CTANO
Sharp Corporation, CLLUA Sharp Packaging Services LLC, CLLUA

7. IHhopmalia ana yyacHUKa JocnigKeHHs Ta Popma 3roguM Ha BMKOPUCTaHHA 3pasKiB KpoBi ans
ManlyTHIX pocnipkeHb, piHanbHa Bepcia 6.0-UA(UK) Big 26-/lunHA-2023, yKpaiHCbKOKO MOBOIO;
IHcbopmauis Ana yyacHuka gocnimpkeHHs Ta PopmMa 3roAuM Ha BUKOPUCTAHHA 3paskiB KpoBi Ans
MaiiGyTHIX gocnigpkeHb, thiHanbHa Bepcis 6.0-UA(RU) Big 26-/lunHA-2023, pocilicbkolo MOBO [0
NMPOTOKOMY  KAiHIYHOTO  JochigpkeHHs «EdekTmBHiICTE Ta 6e3neka MpodhinakTUYHOrO 3acTOCyBaHHS
KoHuuM3ymaby y nauieHTiB 3 remodpinieto A um b, ycknagHeHot iHribiTopamu», kog, gocnigxeHHs NN7415-
4311, chinanbHa Bepcia 9.0 Big 27 Bepesna 2023; cnoHcop - Novo Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

8. bBpowypa pocnigHuKa pocnigkyBaHOro nikapcbkoro 3aco6y JNJ-17000139 (FemuitaGiH
(Gemcitabine) 225 mr, cuctema iHTpaBe3sukasibHOI goctaBku (TAR-200)), Bepcif 7.0 Big 14 kBiTHA 2023
POKY aHrnincbKo MoBOH; IH(hopMauiiiHMiA NUCTOK nauieHTa Ta popma iHhopmMoBaHOI 3roau AN
YKpaiHu, Bepcia 4.0 Big 03 TpaBHA 2023 poKy YKPAIHCbKOIO Ta POCiiCbKOO moBaMu; OHoBNeHe [locbe
pocnipkyBaHoro nikapcbkoro 3aco6y JNJ-17000139 (FemuitabiH (Gemcitabine) 225 wmr, cuctema
iHTpaBe3ukasibHOI goctaBku (TAR-200)), Bepcia 12.0 Big KBiTHA 2023 pOKy aHrNilicbkol MOBOLO;
3anyuyeHHA [o[AaTKOBOT BUPOOGHMUOT AINAHKN ANA [AOCAIAKYBAHOrO flikapcbkoro 3acooy JNJ-17000139
(Femuita6iH (Gemcitabine) 225 mr, cuctema iHTpaBe3sukanbHoi gocTaBku (TAR-200)): Eurofins Biolab
Srl, ITanis; 3anyyeHHA AoAaTKOBOro AoCAigKyBaHOro fikapcbKoro 3aco6y LieTpenima6o (Cetrelimab)
(JNJ-63723283; Letpenimab), 360 mr (30 mr/imn), po3umH pgnsa iHdysin; BUPOGHUMKK: Janssen
Pharmaceutica, Benbrisi; Baxter Pharmaceutical Solutions, LLC, CLLUA; Pace Analytical Life Sciences,
LLC, CLWIA; Janssen Sciences Ireland Unlimited Company, IpnaHgis; PPD Development Ireland Ltd.,
IpnaHgin; Eurofins Biopharma Product Testing Ireland Limited, IpnaHgis; Fisher Clinical Services,
CLWA; Fisher Clinical Services GmbH, LBeiiuapisa; Fisher Clinical Services UK Limited,
Benuko6putaHisf; Catalent CTS, LLC, CLLUA; Catalent Pharma Solutions, LLC, CLUA; Catalent Germany
Schorndorf GmbH, HimeuunHa; [ocb€e AocCnigpKyBaHOro nikapcbkoro 3acoGy JNJ-63723283
(UeTtpenimad (Cetrelimab)) (360 mr (30 mr/mn), po3uuH ansa iHdysii), Bepcis 5 Big KBiTHA 2023 poky,
aHrNiicbKol MOBOK; 3pa30oK MapKyBaHHs [OCHifKYyBaHOro Jiikapcbkoro 3acoby JNJ-63723283
(UeTtpenima6 (Cetrelimab)) 360 mr (30 mr/mn), po3unH gns iHdysin, Bepcia 1 Big 03 TpaBHA 2023 poKy
aHrnificbKolo MoBoto Ta Bepcis 1 Big 04 TpaBHs 2023 poKy YKpaiHCbKOIO MOBOIO 10 NPOTOKO/Y KAiHIYHOIO
BUNpobyBaHHA «baraTtoLeHTpoBe paHaoMi30BaHe AocnimkeHHA ha3n 3 4N ouiHKM eddeKTUBHOCTI NpenapaTty
TAR-200 B kOMGiHaL,i 3 LLeTpeniMaboMm y NOPiBHAHHI i3 CyNyTHLOIO XiMiopagioTepanieto B y4aCHMKIB i3 M'130BO-
iHBa3UBHOIO YpOTENia/IbHOK KapLMHOMOK CEYOBOr0 MiXypa, SKUM He NPOBOANAN paguKaslbHY LIMCTEKTOMIKO»,
koA pocnimkeHHs 17000139BLC3001, 3 nonpaskoto 3 Big 17 nuctonaga 2022 poky; crioHcop - Janssen
Pharmaceutica NV («fAHcceH ®apmauesTuka HB»), benbris

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

9. OHOBJIEHUV MPOTOKOJ1 K/iHIYHOro BUNpoGyBaHHA SL-372A pocnigkyBaHOro JlikapCcbKoro 3aco6y
SULGEN® Spray D. pteronyssinus, Bepcis 3.0 Big 07.06.2023 poKy, aHr/1iicCbKOl0 MOBOLO; OHOBNEHUIA



CUHOMNCUC MNPOTOKONY KiHIYHOrO BUNpPOGyBaHHA SL-372A pocnigXyBaHOro JliKapCbKoro 3acooy
SULGEN® Spray D. pteronyssinus, Bepcisa 3.0 Big 07.06.2023 poKy, YKpaiHCbKOK MOBOIO [0 MPOTOKOSY
KMiHiYHOro gocnimkeHHsa «®asa ll-1ll BunpobyBaHHA A1 OUiHKM eheKTUBHOCTI Ta 6e3nekn cy6iHrsasnbHol
iMyHOTepanii y MauieHTiB, WO CTpaxaalTb anepriclo Ha Kiilla AOMalUHLOro Nuay», Ko [AOCNioKeHHSA
SL-372A, Bepcis 2.0 Big 24.01.2023 p.; cnoHcop - POKCAJ1 MegiuiH T'm6X, HimeuunHa

3asaBHuK - POKCAJIT Megiuin T'mM6X, HimeyunHa

10. 3miHa Ha3BU Micus NPoBeAEeHHS K/iHIYHOro BUNPOGYBaHHA 10 MPOTOKO/Y KNiHIYHOTO BUMPOOYBaHHS
«PaHgomizoBaHe noggiiHe cnine pocnimpkeHHs 1l dasn, ans nopiBHsAHHA npenapaTy PicaHkisymao 3
nnauebo y nauieHTiB 3 akTMBHMM ncopiatndHum aptputoM (McA), siki maloTb B aHaMHe3i HeajekBaTHy
BiANOBIAb NPUHAMMHI HA OAMH XBOPO6OMOAMAIKYHOUNA NpoTUPEBMaTUYHUIA Npenapat (XMIPIM) a6o iioro
HenepeHocumicTb (KEEPSAKE 1)», kog gocnimpkeHHs M16-011, sepcisa 5.0 Big 01 nuctonaga 2021 poky;
crnoHcop - AbbVie Inc., USA/ E66BI IHk., CLLUA

3anaBHuK - «<E66BI BiochapmacktoTikan3 FTmM6X», LLseliuapis

BYNO CTANO
K.M.H. 'puueHko .M. K.M.H. [puueHko .M.
KomyHanbHe HekomepuiiiHe NignpuemMcTBO «4-a | BigokpemneHuii nigpo3gin  «4-a  JlikapHa»
MicbKka KjiHiYHa nikapHa M. JIbBoBa», | KOMyHa/lbHOro HeKOMepLUiliHOro nignpuemcraa

peBmarosoriyHe BigfineHHsa, M. /lbBis «J/IbBiBCbKe TeputopiasibHe MeguyHe
o06’e¢gHaHHA «KniHiYyHAa nikapHA nNAaHOBOro
NiKyBaHHA, pea6initayii Ta  naniaTMBHOI

J[O0NOMOrun», pEBMATO/10rYHe BigfineHHs, M. JIbBiB

11. OHoBANeHI po3ainu locbe focnigKyBaHOro fikapcbkoro 3aco6y LY3484356 Big TpaBHA 2023 poKy:
S.2 «BupooHULTBO», S.3.2 «[JOMiWKN», S.4 «KOHTPO/Ib Ail0UOl pevyoBUHU», S.7 «CTabiNbHICTb», P.5
«KoHTponb Hap nikapcbkum 3aco6om», P.8 «CTabifibHICTb», aHIMIACbKOK MOBOIO [0 MNPOTOKOY
K/iHiYHOro BunpobyesaHHA «EMBER-3: PaHpomisoBaHe, Bigkpute pocnimpkeHHs |l dpasu AN nopiBHAHHA
nikyBaHHa npenapatom LY3484356 Ta nikyBaHHS eHOOKPMHHOK Tepaniei 3a BUOOPOM AochifHUKa Yy
nauieHTiB 3 MiCLLeBO-MOLIMPEHM ab0 MeTacTaTUYHWM PakoM MOJSIOHHOT 3a/103M 3 MO3UTMBHUM CTaTyCOM
peLenTopiB eCTPOreHy Ta HeratmBHUM ctaTycom HER2, ski paHile oTpyMyBasiv eHAO0KPUHHY Tepanito» , Kog,
pocnipkeHHs J2J-OX-JZLC, sepcis 1.0 Big 15 6epesHsa 2021 poky; cnoHcop - Eni linni eng Komnawi, CLUA /
Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

12. BK/IOUEHHA A0AATKOBOro MiCUA NpPOBeAEeHHA KAiHIUHOro BUNpoGyBaHHA; Martepianm ansa
nauieHTiB: «KKAPTA AO3YBAHHA. NigTtpumka», Bepcia 2.0 Big, 26 uepBHA 2023 poKy, YKPATHCLKOIO Ta
pocilicbkoto moBamu; Bpouwypa nauieHta «CTPAXXAAETE HA BUPA3KOBUI KOMIT?», Bepcis 1.0 Big
05 uepBHA 2023 poKy, YKpaiHCbLKOIO Ta pociicbkolo MoBaMu; MOCIGHUK y4dacHUKa [OC/iAKEHHA
CONCLUDE, Bepcia 1.0 Big 05 uepBHA 2023 poKy, YKpaiHCbKOKO MOBOI; PyKoBOACTBO MO
uccnegoBaHUO AN nayueHToB, Bepcia 1.0 Big 26 uepBHA 2023 pOKY, POCIACHLKOKO MOBOK [0
MPOTOKO/Y KMiHIYHOro BUNPObGyBaHHS «PaHAomi3oBaHe, MOABIHE chine, niaueb0-KOHTPO/IbOBaHE K/IiHIYHE
pocnipkeHHs cdasm 1l gnsa ouiHkM eekTMBHOCTI Ta 6e3neyHocTi KoGitoniMogy SK iHAYKUIMHOT Ta
NigTPMMYOYOI Tepanii B y4aCHMKIB 3 aKTMBHMM J1IBOGIYHMM BUPA3KOBUM KOJTITOM MOMIPHOrO abo TSHXKKOro
nepebiry», kog gocnimkeHHs CSUC-01/21, Bepcia 2.1 Big 09 uepBHA 2021 poky; crnoHcop - IHAekc
dapmactoTikans Ab, Lseuis / InDex Pharmaceuticals, Sweden

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3sga Micus npoBefeHHS K/iHIYHOro BUNPo6yBaHHS

1. | nikap BacunuHuy J1.M.

MpuBaTHe Masie NignpruemMcTBo, MeanyHuin LeHTp «MyabCc», TepaneBTUYHE BigAiIEHHS, M. BiHHMUS

13. 3anyuyeHHA p[0[ATKOBOI BUPOGHUUOI AINAHKU ANA  AOCNIMKYBAHOrO MiKapCbKOro 3acooy
AypsBanyma6 (MEDI4736) 50 Mr/Mn KOHUEHTpAT ANA po3ynHy And iHdysiii: Catalent Indiana LLC, CLUA;
OHoB/leHe MapKyBaHHA [OC/i/AKYBaHOro ikapcbkoro 3aco6y Aypsanymaté (MEDI4736) 50 mr/imn
KOHLUEHTpAT A8 po3uunHy ansa iHdysiii (carton and vial labels ), Bepcis 1.0 Big 06 TpaBHA 2022 pokKy;
3MmiHa HalimeHyBaHHA 3asBHUKA B YKpaiHi 3 TOB «/ITABKOPIN KNIHIKA/ AEBE/IONMEHT YKPAIHA» Ha
TOB «®OPTPIA AEBEJIONMEHT YKPAIHA» [0 npoTOKO/Y KNHIYHOTO BUNPO6YBaHHS «PaHgoMi30BaHe,
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baraToLeHTpoBe, MOABIViHO chine, MixHapogHe gocnimkeHHsa |l dasm gna BUMBYEHHS edheKTUMBHOCTI Ta
6e3neyHocTi KOMOGIHOBaHOI Tepanii AypBaniyma6om i3 onanapiboM y MOPIBHAHHI 3 MOHOTeparnieto
OypBaniyMaboM y AKOCTi NiATPUMYBaUTbHOT Tepanii y nauieHTiB 3 HeApiGHOKNITUHHUM pakoM nereHis IV cragil,
AKi OTPUMYyBaUTM Tepanilo NepLuoi MiHil, B AKMX XBOpoba He nporpecysasia Micna ctaHdapTHOI xiMioTepanii
npenapaTom naatuHu 3 gypesanymabom (gocnimpxkeHHa ORION)», ko gocnimpkeHHs D9102C00001, sepcis 5.0
Big 09 rpyaHa 2021 poky; cnoHcop - AstraZeneca AB, LBseuis

3asBHuK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

BY/NO CTAJIO
TOB «/1ABKOPN KNIHIKAN AEBENONMEHT | TOB «®OPTPIA AEBE/TIONMEHT YKPAIHA»
YKPAIHA»

14. OHoBneHa Bpowypa gocnigHuka no npenapary LUMKIocuiikar LMpKoHito Hatpito (AZD7270), Bepcis
12 Big 04 TpaBHA 2023 poOKYy 40 NPOTOKO/Y KNiHIYHOrO BUNPOo6yBaHHA «MbKHapoAHe, paHOoMi3OBaHe,
noAgiiHe cnine, nnaueb0-KoOHTpPo/iboBaHe AOCAiIAKeHHA ®a3n 3 3 METOK OUiHKA BMNAUBY LMK/AOCUJIIKaTY
LMPKOHII0 HaTpilo Ha Mporpecyyy XPOoHiYHY HUPKOBY HepocTtaTHicTb (XHH) y yuacHukiB 3 XHH Ta
rinepkaniemieto abo i3 pusmkom rinepkaniemii», kog, gocnimpkeHHa D9488C00001, nonpaska 1, Bepcisa 2.0 Big
08 uepBHA 2022 poky; cnoHcop - AstraZeneca, AB, Sweden

3asiBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

15. Bpouwypa gocnigHuka CHF10067 (zampilimab), Bepcis 2.0, Big 10 nunHAa 2023 poKy, aHIMiiCbKOIO
MOBOIO 10 MPOTOKO/Y K/iHIYHOrO BUMNpoOyBaHHA «das3a b, paHaomizoBaHe, noAgiiHe cnine, nnauebo-
KOHTPO/IbOBaHe AOCMIMKEHHS 3 BUBUYEHHST 6Ee3MeKn, NepeHOCUMOCTI i hapMakoKiHETUKA MOHOK/TOH&/IbHOTO
aHtutina (mAb) nicna BHYTPILLHbOBEHHOIO OAHOKPATHOIO BBEAEHHS B 3pOCTAlOUMX A03ax Yy NauieHTiB 3
igionatnyHnm nereHeBmMM hibpo3om», koa gocnigkeHHs CLI-10067AA1-01, sepcisa 6.0 Big 06 nmnHa 2023
POKy; cnoHcop - «K'e3i ®apmaueyTtuui C.n.A.», ITanis/[Chiesi Farmaceutici S.p.A, Italy]

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

16. 3miHa Ha3BU MicLA NpoBeAEeHHS K/TiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIo BUNPO6yBaHHSA
«PaHgomizoBaHe, niaueb0-KOHTPO/IbOBaHe, MOABIHE C/liMe K/iHIYHE [OCMiMKEHHS 3 da3n npenaparty
Hipanapu6 y komGiHauii 3 AbipatepoHa AueTtaTtom Ta lNMpefHi30HOM y NOPIBHAHHI 3 AbipatepoHa AuetaTom Ta
MpeaHI30HOM ANA NiKyBaHHSA NauieHTiB 3 MeTacTaTMYHUM pakoM nepeaMixypoBoi 3a/1031», KoL, LOCIIKEHHSA
64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p. ; cnoHcop - «<AHCCEH ®APMALIEBTUKA HB», benbrisi
3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

BYNO CTANO
avpekTtop MNapamoHos B.B. aupekrtop MNapavoHos B.B.
KomyHanbHe  HekomepuiiiHe nignpuemctBo | KOMyHanbHe  HekomepuiliHe  MiANPUMEMCTBO
«Yepkacbkuii o6nacHuii OHKOMOriYHuii | «KniHiYHWiA  UeHTP oHKonorii, remaronorii,

AucnaHcep YepkacbKkoi o06GsacHOI  paguv», | TPAHCNMAHTONOrNT Ta ManiaTUBHOI Aonomoru
O6n1acHUin LEHTP NNACTUYHOI, PEKOHCTPYKTMBHOI Ta | YepkacbKkoi o6GnacHoi pagu», O6nacHuiA LEeHTP
Mas10iHBa3nBHOT OHKOYposorii, M. Yepkacu NAacTUYHOT PEKOHCTPYKTUBHOI Ta MasloiHBa3uBHOI
OHKOyponorii, M. Yepkacu

17. OopaTtok go chopmu iHchopMoOBaHOI 3roau nif Yac KPM30BOi cUTyauil B YKpaiHi Ana AocnifKeHHs
BN42082, Bepcia 2.0 gnA YkpaiHM yKpaiHCbKOlo MOBOIO Big 10 cepnHA 2023 p. Ha ocHOBi maiictep-
Bepcii gogatka 1 go ®I3 nig yac Kpu3oBoi cutyauii B YKpaiHi, Bepcia 2 Big 28 nunHa 2023 p. ago
NPOTOKONY KNiHIYHOrO BUNPO6yBaHHA «baraToueHTpoBe, paHAoMi3oBaHe, NoABiHE chine, KOHTPO/IbOBaHe
pocnimpkeHHss a3 lllb ans ouiHkM edgeKTMBHOCTI, 6e3Ne4YHOCTi Ta (apMakOKiHETUKM BULLMX [03
oKpenisymady y A0pOoC/IMX NaLieHTIB 3 peunanByouMM PO3CiTHUM CKIepo30M», Kog AocnimpkeHHss BN42082,
Bepcis 3 Big 27 xoBTHA 2021 p.; cnoHcop - ®.XodhdmaHH-/19 Pow JTa, LWBeiiuapis

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

18. AopaTtok go chopmu iHchopMoOBaHOI 3roau nif Yac KPM30BOi cuUTyauil B YKpalHi Ana AocnigKeHHs
BN42083, Bepcis 2.0 gna YkpaiHu ykpaiHcbkoio MoBoto Big 10 cepnHs 2023 p. Ha ocHoBi maiictep-
Bepcii gopgatka 1 go ®I3 nig yac KPpM30BOiI cuUTyauii B YKpaiHi, Bepcia 2 Big 28 nunHa 2023 p.; 3miHa
Ha3BU MicuA MNPOBEeAEHHA KiHIYHOrO BUNPOOGYBAHHA [0 MPOTOKONY K/IHIYHOrO BMNPOGYBaHHS
«baraTouUeHTpoBe, paHAOMI30BaHe, NoAgiiiHe cnine, KOHTPO/iboBaHe AochimkeHHs dasu lllb ans oujiHkm
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eekTnBHOCTI, 6e3neyHocTi Ta hapMakoKIHETUKMA BULIMX [03 OKpenisymady Yy [0pocinx 3 NepBUHHUM
NPOrpecytynum po3CisiHIM CKNepo3om», kog gocnimpkeHHs BN42083, sepcis 3 Big 28 )oBTHA 2021 p.; cnoHcop
- . XodpchmaHH-/1a Pow /T4, Lseliyapis

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

BYJO CTAJIO
K.M.H. KocTioueHko A.B. K.M.H. KocTioueHko A.B.
MeguuyHuiA UEeHTP ToBapucTBa 3 OGMEXeHOK | ToBapMcCTBO 3 OGMEXEHOK BiANOBIfa/LHICTIO
BignoBiganbHicTio «Xenc KniHik», MepguuHuii | «MeguuHnii ueHtp Xenc KniHik», Megnynuii
KNIHIYHWIA JOCNIAHULBKMIA LEHTP, BIA4IA 3arasibHOI | KAIHIYHUIA AOCAIAHULBKUIA LEHTP, Big4in 3arasbHoi
Tepanii, M. BiHHMUS Tepanii, M. BiHHMUS

19. Bpowypa gocnigHuka, RO5541267, Tecentriq (Ate3onisymaol Atezolizumab), Bepcia 20 Big 27
nunHa 2023 poKy aHrnilicbKoro MOBOK /10 MPOTOKO/MY KAiHIYHOrO BMNpPoGyBaHHA  «BigkpuTe
baraToLEeHTpOBE [04aTKOBE OOCAIMKEHHSA B MNAUEHTIB, paHille BKAKYEHMX A0 AOCNiMKEHHs npenapaTy
ATe3onisymab, crnoHcopom skoro € Genentech Ta/a6o F. Hoffmann-La Roche Ltd (IMBRELLA B)», kopg
pocnipkeHHs BO40729, Bepcia 6 Big 23 ciuHa 2023 poky; cnoHcop - F. Hoffmann-La Roche Ltd. /®.
XothbcbmaHH-/1a Pow N14., LBeiiuapisa

3asaBHuk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

20. OHoBeHe [locbE [OCNigKYBaHOrO NMiKapCbKOro 3acooy, cepneHb 2023 poKy, aHrNilicbKOK0 MOBOIO
[0 NPOTOKONY KiHIYHOro BUNpobyBaHHA «BigKpuTe NoAoBXEHE AO0CMIMKEHHS YONITYKCMMaoy Yy nauieHTiB i3
peunanBHUM PO3CISSHUM CK1epo3oM», ko aocnimkeHHs TG1101-RMS303, sepcisa 3.0 Big 19 rpyaHs 2022
poKy; cnoHcop - Tikn TepanbtloTukce, IHK., CLUA (TG Therapeutics, Inc., USA)

3asaBHuK - TOB «K/MIHIYHI BUTTPOBYBAHHSA», YkpaiHa

21. NMopoBXeHHA TPUBANOCTI KNiHIYHOro BUNPOOGYBaHHA B YKpaiHi go 31 rpygHa 2024 poky [0
MPOTOKOJY KNiHIYHOrO BUNPOBYBaHHA «JocnimxeHHs da3un 3 3 OLiHKM 3aCTOCYBaHHSA iBPYTUHIOGA B KOMOIHaL,T
3 BEHETOK/TAKCOM Y MaUiEHTIB 3 MaHTIHOK/TITUHHOLO flimcbomoto (MKM)», kog gocnigkeHHs PCYC-1143-CA, 3
iHKopriopoBaHoto nonpaskoto 4 Big 16 BepecHs 2022 poky; cnoHcop - Pharmacyclics LLC, CLUA (BxoauTb B
rpyny komnatii «AbbVie»)

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

22. bpouwypa gocnigHuka focnigKyBaHoro fiikapcbkoro 3acooy Cortiknecrtar (TAK-935), BugaHHs 9 Bipg,
12 nunHa 2023 p., aHrniicbkolo MoBok; eCOA KomnaHii «Knapio» IHCTpyKuii wono po6otu 3
pe3epBHOIO Konielo BeGcaiiTy gnsa gornagadie, gara HaGyTTs UMHHOCTI: 20 ciuHa 2023 p. Bepcia 3.0,
yKpaiHCbKolo MoBotLo; eCOA komnaHii «Knapio» IHCTpyKLiT No po6oTi 3 pe3epBHOIO KoMi€tlo BebcaTa
ANs 0oci0, Wo 34ilicCHIoOTb AornNag, gara HabyTTA YMHHOCTI: 20 ciuHsa 2023 p., Bepcis 3.0, pociiicbkoto
MOBOIO [0 NPOTOKOJ/Y K/iHIYHOTO BMNPOGYyBaHHA «baratoueHTpoBe, paHAOMi30BaHe, NoAgiiiHe chine,
nnaueb0-KOHTPOIbOBaHe AOCIMKEHHA B napanefnbHuX rpynax n/ia OuiHkM epeKkTMBHOCTI, 6e3neyvyHocTi Ta
nepeHocumocTi CoTiknecrary B SKOCTI [0AATKOBOI Tepanii y nauieHTiB AMTAYOro Ta MOJIOAOro BiKy i3
cuHgpomom [pase (CL)», kog gocnimkeHHss TAK-935-3001, iHkOpnopoBaHWiA MONpaBKo 2 Bifg 22 KBITHA
2022 p.; cnoHcop - Takega [AesenonmeHT CeHTep Amepikac, IHk. (TAC Amepikac) (Takeda Development
Center Americas, Inc.(TDC Americas))

3asaBHUK - ToBapncTBO 3 O6MEXeHOo BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

23. bpouwypa gocnigHuka MK-1308A, BugaHHa 5 Big 07 cepnHA 2023 poky, aHMNilicCbKOO MOBOIO [10
NPOTOKONY KMiHIYHOTO BUNPOBYBaHHA «BigkpuTe, paHgomizoBaHe pocnimkeHHsa [l da3n gna  ouiHkm
edhekTMBHOCTI Ta 6e3neyHocTi nemoéponizymady (MK-3475) y kombiHauii 3 6ensytugaHom (MK-6482) ta
nensatuHioom (MK-7902), a6o MK-1308A y komb6iHaLji 3 fIeHBaTMHIOOM MOPIBHAHO 3 NemMOposIizymabom i
NIeHBaTMHIOOM B SKOCTI NMepLUOi MiHii Tepanii g8 y4acHWKIB 3 PO3MNOBCIOMXEHOI CBIT/TIOKNITUHHOK HUPKOBO-
KNITUHHOIO KapLMHOMOL0», Kog, aocnigpkeHHsa MK-6482-012, 3 iHkopnoposaHoto nonpaskoto 04 Big 12 BepecHs
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»



24. MoAoBXeHHSA TPUBAJIOCTi KNiHIYHOro BUNPOOYBaHHA B YKpaiHi A0 25 ciuHa 2026 poky A0 NpOoToKoNy
KniHiyHoro BunpobyBaHHA «ADVANCE EXTENSION BigkpuTe posluMpeHe [OCHAIIKEHHA 3 OUjiHKM
[OBroCTpOKOBOI ehekTMBHOCTI Ta 6e3nevyHOCTi pasiiHenary B NauieHTIB i3 /iereHeBO apTepiasibHO
rinepteHsicto», kog gocnimpkeHHs ROR-PH-303 (APD811-303), 3 iHkoprnopoBaHOK nonpasko 3 Bifg 28
yepBHa 2019 poky; cnoHcop - «HOHaiTeq Tepan'toTikc KopnopeliwH» (United Therapeutics Corporation),
United States

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

25. bpowypa gocnigHuka Lenvatinib (E7080), BugaHHA 20 Big 06 uepBHA 2023 poOKy, aHIiNiCbKOIO
MOBOIO [0 NPOTOKO/Y K/iHIYHOrO BUNPOOYBaHHS «PaHaomizoBaHe, BigkpuTe pochimpkeHHs Il dasm
nemoponizymady (MK-3475) y noegHaHHi 3 neHBaTuHioom (E7080 / MK-7902) y NOpiBHAHHI 3 XiMmioTepanieto
nepLUOoi NiHiT NikyBaHHS MpU PO3NOBCIOMXEHIN abo peuunanByoviin kapumHoMi eHgomeTpisa (LEAP-001)», kog,
pocnipkeHHsa MK-7902-001, 3 iHkopnopoBaHoto nonpaskoto 06 Big 08 nunHa 2022 poky; cnoHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

26. 3miHa Ha3BU MicUA NPOBEAEHHA KMIHIYHOIO AOCMIMKEHHA 40 NPOTOKO/Y K/iHIYHOrO BUMNPOOGYBaHHS
«BbaraToueHTpoBe paHgoMi30oBaHe, NoABIiHO cnine, niaueb0-KOHTPOIboBaHe gocimkeHHs Il ha3m 3 meToro
OUiHKM oO3aHimopmy Ans MnpuiioMy nepopasibHO NPV MPOBEAEHHI HAYKUIMHOI Tepanii nauieHTam i3
CepefiHbOTSHKKMM abo TsHKKMM nepebirom XxBopobu KpoHa B akTuBHI dopmi (gocnigkeHHs Ne2 3 OujiHKK
iHAYKUINHOT Tepanil)», kog pocnimpkeHHs RPC01-3202, pepakuis 6.0 Big 14 uyepsBHs 2021 p.; CNOHCOp -
«CenpxeH IHTepHewHN Il Capn» (Celgene International 1l Sarl), LUseliuapis

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC AI7I—)/Kpa'|'Ha»

BY/O
4.M.H. FTonosyeHko O.I.

CTAJIO
4.M.H. FTonosyeHko O.l.

MeauuHuii LeHTp ToBapucTBa 3 OGMEXEHOID
BignoBiganbHicTio «Xenc KniHik», MeguuHuii
KNIHIYHMIA ~ gocnigHULUbKUIA  LeHTp,  Bia4in
racTpoeHTeposIorii, renaTonorii Ta eHA0KPUHOSOTI,

ToBapucTBO 3 OOGMEXEHOK BigNOBiAANILHICTIO
«Meguunuii LleHtp Xenc Kninik», MeauuHuii
KNiHIYHUA  JOCNiQHULBKAA  LUEeHTp,  BigAain
racTpoeHTeposIorii, renaTonorii Ta eHAOKPUHOSOTI,

M. BiHHMUSA M. BiHHMUS

27. Docbe pocnigxKyBaHOro siikapcbkoro 3aco6y (IMPD) BJT-778, Bepcia 1.1 Big 23 uepBHsa 2023 p,
aHrNiNCbKOK MOBOKO [0 MPOTOKO/Y KAiHIYHOrO BuUNpobyBaHHA «®asa 1/2a, paHgomizoBaHe, nnauebo-
KOHTPO/IbOBaHE AOCMIMKEHHS ANS OUiHKKM 6e3neku, NepeHoCUMOCTi, hapMakoKIHETMKM Ta NPOTUBIPYCHOT
aKTMBHOCTI npenapaty BJT-778 y 340p0oBUX A0OPOBO/LLIB Ta NALUEHTIB i3 XPOHIYHOW iHAIEKUIE Bipycy
renatuty B, BKIOYatoUuM NavLieHTiB i3 XPOHIYHO iHbekuieto Bipycy renatuty D», kog, gocnigpkeHHa BJIT-778-
001, Bepcis 1.0 Big 28 xoBTHS 2022 poky; cnoHcop - Batogxeli TepanbioTike, IHK. [Bluejay Therapeutics, Inc.],
CLWA

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

28. 3miHa Ha3BU MicLb NPOBEAEHHA KMiHIYHOIO AOCAIMKEHHA 40 NPOTOKO/TY KAiHIYHOro BMNPOOYyBaHHS
«BaraToueHTpoBe paHgoMi30BaHe, NoABIiHO cnine, niaueb0-KOHTPOsIboBaHe gocimkeHHs Il hasn 3 meToro
OUiHKM O3aHiMoAy A1 MepopasibHOr0 MNpUIoMy NpU NPOBEAEHHI NiATpMMYYOT Tepanii nauieHTam i3
cepeiHbOTSHKKMM abo TSHKKMM nepebirom XBopobu KpoHa B akTUBHIN doopMmix», koA agochigkeHHss RPC01-3203,
Monpaska 6.0 Big 16 6epe3Hsa 2023 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capn» (Celgene International |l
Sarl), LWWsenuapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMOBIJAJIBHICTIO «I11 EC AV-YKPAIHA»

BYNO CTANO
3aB. Big. Bygbko T.M. 3aB. LeHTpy byabko T.M.
KomyHasbHe HekomepLiiHe nignpuemcTeo | KoMmyHasibHe HekomepLUiiHe NignNpPUeEMCTBO
KuiBcbkoi o6nacHoi paau «KuiBcbka o6nacHa | KniBcbkoi o6nacHoi paau «KuiBcbka o6nacHa
KniHiyHa niKkapHa», racTpoeHTepoNoriyHe | KniHiyHa niKkapHa», KMiHIYHWIA LLeHTp

BiAAiNeHHSA, M. KniB

TepaneBTUYHOro Npodpinto, racTpoeHTeposoriyHe
BiafineHHs, M. Kuis

O.M.H. T'onos4yeHko O.I.
MeguuHuiA UEeHTP ToBapucTBa 3 OGMEXEHOH
BignoBiganbHicTio «Xenc KniHik», MeanyHui

O.M.H. FonosyeHko O.I.
ToBapucTBO 3 OOMEXEHOK BiANOBIJANBHICTIO
«MeguuyHuii  ueHTp Xenc KniHik», MeaunyHuii




KNiHIYHNIA [OCNIOHNLBKINIA LEeHTp, Bigain
ractpoeHTeposorii, renaronorii Ta eHgoKpPUHONOTii,
M. BiHHMUS

KNiHIYHWIA [OCNiAHNLBKNIA LeHTp, BigAin
racTpoeHTepoorii, renatosnorii Ta eHOoKPUHONOTI,
M. BiHHMUS

29. 3miHa Ha3BU MicUub NpoBefeHHs KAiHIYHOro AOCNIMKEHHA [0 NPOTOKO/TY KNiHIYHOro BMNPOo6yBaHHSA
«JlofatkoBe baraToLUeHTpoBe BigkpuTe gocrigpkeHHs 11l ha3n 3 METOHO OLiHKM 03aHiMoay 418 NepopasibHOro
NpWinomMy MpK JlikyBaHHI NaLiEHTIB i3 cepeHbOTHKKMM abo TSHKKUM nepebirom XBopobu KpoHa B akTUBHIl
dopmi», kog pocnipkeHHs RPC01-3204, MonpaBka 6.0 Big 16 6epesHa 2023 p.; cnoHcop - «CenpkeH

IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUBeliyapis .
3asBHUK - TOBAPVCTBO 3 OBMEXXEHOH BIAMOBIAA/IBHICTHO «MI EC AU-YKPAIHA»

BioAiNEHHSA, M. KniB

BYNO CTANO
3aB. Big. byabko T.M. 3aB. ueHTpy byabko T.M.
KomyHasibHe HekomMepLUiiiHe nignpuemcTBo | KomyHasnbHe HeKkoMepLiiHe nigNnpUEMCTBO
KuiBcbkoi obnacHoi pagn «KuiBcbka o6nacHa | Kuiscbkoi o6nacHoi pagn  «KuiBcbka o6nacHa
KniHiyHa NiKapHsI», racTpoeHTepooriyHe | KniHiyHa niKkapHsa», KNiHIYHWIA LLeHTp

TepaneBTUYHOro npodinto, racTpeHTeposoriyHe
BiggineHHs, M. Kuis

4.M.H. FTonosyeHko O.I.

BignoBiganbHicTio «Xenc KniHik»,
KNiHIYHWIA [OCTiAHNLbKNIA LEeHTP,
racTpoeHTeposiorii, renaTonorii Ta eHA0KPUHONOTIT,
M. BiHHMUS

MeauuHuii ueHTp ToBapucTBa 3 OOMEXEHOIO
MeamnyHwii

BiaAin

O.M.H. TonosyeHko O.I.

ToBapuCcTBO 3 OOMEXEHOI0 BiANOBIfaNLHICTIO
«MeguuHuii ueHTp Xenc KniHik», MeanyHwuii
KNiHIYHWUIA [OCTiAHNLbKNIA LEeHTP, BigAin
racTpoeHTeposiorii, renaTonorii Ta eHOoKPUHOSIOTI,
M. BiHHMUSA

30. Bpouwypa gocnigHuka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 15, Big, uepBHA 2023
POKY, aHrNiACbKOIO MOBOIO [0 MPOTOKOJY KAIHIYHOrO BUMNPOOYyBaHHA «Bigkpute, 6araTtoueHTpoBe, Yy 4BOX
rpynax pgocnimkeHHs, b cdasnm ana ouiHkn  dhapMakoKiHETMUHOI B3aemMogii  Nikapcbkux npenapaTis
JaponyTtamifa Ta inaraceprioa Ta 6e3neku 3acTocyBaHHSA X KOMGIHALIT Npu kacTpaT-pe3nucTEHTHOMY paky
nepegmixypoBoi 3an103u», Kog gocnigpkeHHs GP42658, sepcia 1.0, Big 14 cepnHa 2020 poky; CNoHcop -
®. XodhdpmaHH-/15a Pow Jta, Weeiuapia / F. Hoffmann-La Roche Ltd, Switzerland

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

31. NopoBXeHHA TepMiHY NPOBEAEHHA KMIHIYHOrO BUNpoGyBaHHA B YKpaiHi A0 31 6epe3Ha 2024 poky
00 NpPOTOKOMY K/IIHIYHOrO BUNPOOyBaHHA «PaHgomizoBaHe, MoAgBiiHe-cnine, nnauebo KOHTPOMbOBaHe,
GaraToLEeHTpOBe A0C/iAKeHHsT dha3n 3 3 OLiHKM 6eHJaMYyCTUHY Ta puTykcuMaby (BR) OKpeMo y NOpPIBHSHHI 3
X kKOMGiHauUi€ 3 akanabpyTuHioom (ACP 196) y naui€eHTiB 3 MaHTIAHOKNITUHHOK M1IMAIOMOI0, SiKi paHille He
oTpUMyBann NikyBaHHs», Kog, aocnimkeHHss ACE-LY-308, 3 iHkopnopoBaHot nonpaskoto, Bepcis 3.0 Big 08
yepBHA 2020 poky; cnoHcop - Acerta Pharma BV, HigepnaHan

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

32. OHOB/EHMIA MPOTOKON K/iHiYUHOro BUNpo6yBaHHA MK-3475-866, 3 iHkopnopoBaHoto nonpaskoto 06
BiA 14 cepnHsA 2023 poKy, aHIMMiiCbKOIO MOBOIO [0 NPOTOKO/TY KAiHIYHOIO BUNpPo6byBaHHS «PaHgomizoBaHe,
noggiiHe cnine pocnigmkeHHs 1l asnm gna ouiHku nepionepawiiHoro 3actocyBaHHA neMbponisymady
(MK-3475) y Komb6iHauil 3 Heoa'toBaHTHOK XiMioTepanieto NMOPIBHAHO 3 nepionepauinHiM 3acTOCYyBaHHAM
nnaue6o y KoMmbiHauil 3 Heoa'toBaHTHOO XiMIOTEepanielo B y4aCHKKIB 3 M'A30BO-iHBa3UBHUM pPakoM CE4Y0BOTr0O
Mixypa, npugatHux Ans nikysaHHa umcnnatuHom (KEYNOTE-866)», kog pocnigkeHHs MK-3475-866, 3
iHKoprnopoBaHoto nonpaskoto 05 Big 04 ciuHsa 2023 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTI0 «MC/, YkpaiHa»

33. OHoBneHunii Mpotokon (Bepcia 2.0 Big 11.08.2023 p.); OHoBneHnii CuHoncuc o NPOTOKONy
(Bepcia 2.0 Big 11.08.2023); OHoBneHa dopma IHcpopmoBaHOi 3roau Ha y4yacTb Y KAiHiYHOMY
pocnipkeHHi (Bepcia 2.0 Big 11.08.2023) ykpaiHCbKOlO MOBOK; OHoBneHa dopma IHopmoBaHol
3ropgn Ha 06poGKy pe3ysibTaTiB PYTUHHOTO OOGCTEXEHHS AUTUHU B paMKax K/1iHIYHOro AOChifKeHHs
(Bepcia 2.0 Big 11.08.2023) ykpaiHCbKOl MoOBOI; OHoBneHa IP® (Bepcia 2.0 Big 11.08.2023);
OHoBneHa bBpowypa pocnigHuka J13 Pe3ornoGiH (Bepcia 2.0 Big 11.08.2023); 3miHa Ha3Bu
pocnipkeHHA 3 «Bigkpute 6aratoLeHTPOBe MiXXHapoAHe AocnimKeHHA e(peKTUBHOCTI Ta 6e3neYHOoCTi
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nikapcbkoro 3aco6y Pe3orno6iH (Human Anti-D (rh) immunoglobulin) Bupo6HuytBa TOB «Biochapma
Mnaswa», YKpaiHa, y BariTHUX XiHOK B aHTeHaTaJIbHOMY Ta MOCTHaTaJibHOMY MepioAi B PYTUHHI
KMiHIYHIA npakTudi ansa npodinakTnkm pesyc-ceHcubinisauii, 3 nigrpynor A[AOC/ifMKEeHHA AesKnx
napameTtpis dapmakokiHeTUKU» Ha «Bigkpute OGaratoueHTpoBe AOCNiMKEeHHA e(PeKTUBHOCTI Ta
6e3ne4vyHoCTi likapcbKkoro 3aco6y Pe3orno6ii (Human Anti-D (rh) immunoglobulin) Bupo6Huytea TOB
«biothapma Mnasma», YKpaiHa, y BariTHUX XXiHOK B aHTeHaTa/IbHOMY Ta MOCTHaTa/ibHOMY nepiogi B
PYTUHHI KNiHIYHIA npakTyuui gns npodinakTuku pesyc-ceHcubinisauii, 3 nigrpynol pgocnigkeHHs
Aesikux napamvetpiB chapmakokiHeTUKN»; 3MiHa 3arafibHOI KiJIbKOCTI AocnigKyBaHUX B YKpaiHi Ao 400
00 TMpOTOKO/Y KAiHIYHOro BuNpoGyBaHHA «Bigkpute 6GaraTOUEHTPOBE MiXHapoAHe  AOCHIMKEHHS
edheKkTMBHOCTI Ta 6e3neyvHocTi fnikapcbkoro 3acoby Pes3orno6iH (Human Anti-D (rh) immunoglobulin)
BMpoGHMLTBa TOB «biothapma Mnasma», YKkpaiHa, y BariTHUX XIHOK B aHTeHaTa/lbHOMY Ta NOCTHaTa/IbHOMY
nepiogj B PYTUHHIN KNiHIYHIA NpakTULi A8 NpodinakTnki pesyc-ceHcnbinizauii, 3 nigrpynot AoCnigXeHHs
Jesknx napameTpiB hapmakokiHeTuKun», Kof gocnimpkeHHsa 1901-RH-BF, Bepcia 1.5 Big 04.11.2022 p.;
crnoHcop - TOB «BIO®APMA TJTASMA», YkpaiHa

3asaBHUK - TOB «BIO®PAPMA MMIA3MA», YKpaiHa

BYNO

CTANO

«Bigkpute 6aratoueHTpoBe MiXHapogHe
JocnigpkeHHs  edpekTMBHOCTI  Ta  6e3neyHocCTi
nikapcbkoro 3acoby Pe3ornobin (Human Anti-D (rh)
immunoglobulin) BupobHuyTBa TOB «bBiochapma
Mnasma», YkpaiHa, Yy BariTHUX >XIHOK B
aHTeHaTa/lbHOMY Ta MOCTHaTa/lbHOMY nepioai B
PYTUHHIA  KAIHIYHIA npakTMui Ans npodoinakTukm
pesyc-ceHcubinisauii, 3 nigrpynow  AoCAifKEHHS
Oesikux napameTpiB hapMakoKiHETUKIN»

«Bigkpute baraToLeHTpoBe JocnigxeHHs
e)eKkTMBHOCTI Ta 6e3neyvyHOCTi NiKapCbKoro 3acody
Pe3ornobiH (Human Anti-D (rh) immunoglobulin)
BMpo6HuyTBa TOB «Biodhapma Mnasma», YkpaiHa,
y BariTHAX XIHOK B aHTeHata/lbHOMYy Ta
NnoCTHaTa/lbHOMY nNepioAai B PYTUHHIA  KMiHIYHIA
npakTuLi Ans npodinakTukn pesyc-ceHcnbinizadi, 3
nigrpyno  AOCAIMKEHHA  AesiKMX  napameTpiB
chapmaKkoKiHETUKM»

34. OHoBneHa Bbpouwypa pgocnigHuka npenapaty bioseH (Bepcis 1.3 Big 31.08.2023) o npoTokosy
KMiHiYHOro  BMNpoOyBaHHA «Bigkpute, 6GaraToLeHTpPOBe, MiKHapogHe [OCNIAKEHHS edeKTUBHOCTI,
6e3neyHocTi Ta nepeHocuMocTi nNpenapaTy BioBeH, Bupo6HUUTBa TOB «biothapma Mnasma», y [OPOCInX
naLieHTiB 3 XPOHIYHOI0 NEPBUHHOI0 iIMYHHO TpoMbouuToneHieto (ITM)», kog gocnigpkeHHsa 2021-BV-ITP-BP,
Bepcis 1.4 Big 03.07.2023; crnoHcop - TOB «BIO®PAPMA MNTA3MA», YKpaiHa

3aaBHuK - TOB «<BIODPAPMA MNNA3MA», YkpaiHa



