Jopartok 1

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 33 Big 20.10.2022, Ha siki 6yn1 OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. JopaTtok Ao chopmm iHchopmoBaHOI 3rogn Nig Yac KPU3OBOI cuTyauii B YKpaiHi Ans AocnigKeHHs
GO041717, Bepcia 1.0 gna YkpaiHn yKpaiHCbKOIO Ta pocilicbkolo moBamu Big 16 cepnHa 2022 p. Ha
ocHoBi maiictep-Bepcii flogatka 1 go ®I3 nig yac KpusoBoi cuTyauii B YKpaiHi, Bepcia 2.0 Big 15
yepBHs 2022 p.; 3a/ly4eHHA [,O[ATKOBOI BUPOGHMYOT AinbHuui ®.XodcdmaHH-/a Pow NlTg, WBeliyapis
ANns  pocnimpxyBaHOro nikapcbkoro 3acoby Tiparosiymad, KOHUEeHTpaTr Afsi pPo3uUvMHy AN
BHYTPIlWIHbOBEHHUX iHY3ili, 60 mrimn; 3pa3ku MapKyBaHHSI [OC/ifKYBAHOro NikapcbKoro 3acooy
Tiparonyma6 a6o nnaue6o go Tiparonymaly, Bepcia Big 20 kBiTHA 2022 p.; flocbe gocnigxyBaHOro
nikapcbKoro 3aco6y Tiparonyma6, Bepcis Big rpyaHa 2021 p.; OHoBneHi po3ginu P.3.1 «BupoGHuk(n)»
(P.3.1_cmc418134; P.3.1_cmc418293), nocbe OOCNiAKyBaHOro nikapcbKoro 3aco6y Tiparosymad Ta
nnaue6o ao Tiparonymady [0 MPOTOKONY KAIHIYHOrO AO0C/iMKeHHs «PaHaomizoBaHe, NofBiiHe cnine,
nnauebo-koHTponboBaHe ¢hasn Il gocnimkeHHs Tiparonymaoby (aHTu-TIGIT aHTWUTINO) B KOMOGIiHauii 3
aTe30i3ymMabom y NopiBHSHHI 3 Nfaye6o B kKoMGiHaLi 3 aTe301i3yMaboM y NauieHTIB i3 paHiwe HenikoBaHUM
MiCLLEBO-MNOLINPEHUM HepesekTabeNbHUM abo metactaTuyHUM PD-L1-cenekTMBHUM HeApiGHOKNITUHHUM
pakom fereHb», Kog gocnimkeHHa GO41717, sepcia 4 Big 03 nuctonaga 2021 p.; cnoHcop - ®.XoddmaHH-/1a
Pow N1a, Weeiiuapisa

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

2. OHOB/IEHHA [aHUX CTaGINbHOCTI ANA NiKAPCbKOI CyGCTaHUii Ta npenapraty i3 MOAOBXEHHAM
TEepPMiHY NpuAaaTtHOCTIi AnA nikapcbkoro 3aco6y (Mpouec 2) go 48 wmicsAuiB; OHOBMIOOTLCA AaHi
cTabinbHicTi nikapcbkoi cyocTtaHuil (Mpouec 2), oTpuMaHumun 3a 42 MmicAui ANsA NEepPBUHHUX Cepiii.
TepmiH npupgatHocTi npenapaty (Mpouec 1) He3mMiHHMI (72 micAui). [laHi cTabiNnbHOCTI NiKaApCbKOro
3aco06y (Mpouec 2) TakoX 6y/10 OHOB/IEHO, W06 BKIOUUTU AaHi ansa 36 micauiB gnsa cepii nikapcbKoro
3acoby AG6381. 3 uumu 4oAaTkoBUMU AaHMMU A1 NiKAPCbKOro 3acoly 3aCTOCOBYETbCS 48-MicAuHMiA
TEpMiH npuaaTtHoCTi AnA nikapcbkoro 3acoGy (Mpouec 2); OHOBNEHHA po3pginie Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y PF-06801591: 2.3 Introduction/ 2.3. 3aranibHe pe3tome 3 AKOCTI,
Big 19.08.2022; S.4.4 Batch Analyses/ S.4.4. AHani3u cepiii, Big 19.08.2022; S.7.1 Stability Summary
and Conclusions/ S.7.1. Pe3iome wWwWo[0 cTabiibHOCTi Ta BUCHOBKMU, Bif, 19.08.2022; S.7.3 Stability Data/
S.7.3. OaHi npo cTabinbHicTb, Big 19.08.2022; P.8.1 Stability Summary and Conclusions/8.1. Pe3tome
oo cta6iNnbHOCTI Ta BUCHOBKY, Big 19.08.2022; P.8.3 Stability Datal 8.3. [laHi npo cTabiNbHICTb, Bipf,
19.08.2022 [0 MPOTOKONY K/IHIMHOrO JOCAIMKEHHSA «Bigkpute gocnimpkeHHs asm 1b/2 3 meTo ouiHku
chapmakoKiHETUKN, Ge3neyvyHOCTi, edDeKTMBHOCTI Ta hapmakognHamikin npenapaty PF-06801591 (iHri6iTop
PD-1) B y4YacHMKiB i3 PO3MNOBCIOMKEHUMWN 3M10SKICHUMN HOBOYTBOPEHHSIMW», KoA, AocnigxeHHs B8011007,
ocTaTo4yHa Bepcis npoTokony, MNonpaeka 2 Big 24 yepBHa 2020 poky; cnoHcop - MNMdansep IHk., CLUA
3asBHuK - MNMdainsep IHk., CLUA

3. OHoBNeHe Jocbe gocnigKyBaHOro nikapcbKoro sacooy ko6itonimog (Cobitolimod), BuaaHHA 8 Bipf,
08 nroToro 2022 poky; MNopoBXeHHA TepMiHYy NPUAATHOCTI AOCAIOKYBaHOro JlikapCbKoro 3acooy
koGitonimop (Cobitolimod) Ta Mnauye6o Ao 27 micauis; Matepianu ana nauieHTiB: lgeHTUdikaliiHa
KapTKa yyacHUKa AocnimKeHHs «H y4aCHUK KNiHIYHOro aocnimkeHHs», Bepcisa 1.0 Big 21 uepBHa 2021
POKY, YKPAiHCLKOIO Ta POCIACHbKOI0 MOBamMu [0 MPOTOKO/Y K/HIYHOrO AOC/iMKEHHSA «PaHgomizoBaHe,
noAgiiHe cnine, naaueb0-KOHTPONbOBaHe KiiHIYHE gochimpkeHHa dasm |l gna ouiHkn edekTuBHOCTI Ta
6e3neyHocTi KoGitonimoay SK iHAYKUIMHOT Ta NigTpMMYy4OoTl Tepanii B yYaCHUKIB 3 aKTMBHUM NiBOBIYHM
BMPa3KOBMM KO/IITOM MOMIPHOro abo TsHKKOro nepebiry», koa aocnimkeHHss CSUC-01/21, sepcisa 2.1 Big 09
yepBHSA 2021 poky; cnoHcop - IHAekc dapmactoTikans Ab, LBeujs / InDex Pharmaceuticals, Sweden
3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

4. OHoBNeHHA cekuiii [locbe AocnigKyBaHOro Jsikapcbkoro 3aco6y: Cekuia 2.1.P “Drug Product
Mirabegron tablets” - VV-REG-030928, v.3.0 Big cepnHa 2022 poky; Cekuia 2.1.P “Drug Product
Mirabegron granules for oral suspension — VV-REG-012686, v.5.0 Big cepnHs 2022 poky; Cekuia 2.1.P
“Drug Product Placebo for Mirabegron tablets” - VV-REG-030929, v.2.0 Big cepnHs 2022 poky; CeKuis
2.1.P “Drug Product Placebo for Mirabegron granules for oral suspension — VV-REG-013044, v.5.0 Big,
cepnHA 2022 poky; Cekuia “Quality Mirabegron” Big 31 cepnHa 2022 poky; JopaBaHHA (PyHKUiiA
BTOPUHHOIO NaKyBaHHA Ta MapKyBaHHA A0CNIf4KYBaHOr O JliKapCbKOro 3acody Ta naye6o 40 HbOro Ha
BUpPOGHUUIN ginbHuui Fisher Clinical Services GmbH y Rheinfelden (HimeuunHa); JogaBaHHA yHKLiiA
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pO3nuBY rpaHyn [ocNigKyBaHOro JlikapcbKoro 3aco6y Ta nsjaue6o 40 HbOro Ha BUPOGHUUI AinbHuUL
Fisher Clinical Services B Allschwill (WBeiiuapiss) 40 NPOTOKOAY KAIHIYHOIO  AOCAIAKEHHS
«PaHgomizoBaHe, nopAgiiiHe-cnine, nnaueb0-KOHTPONbOBaHe, GaraToueHTPOBE AOCAiMpKEHHA 3 diasu y
napanencHUX rpynax i3 nocnifjoBHUM TUTPYBaHHAM [03W A1 OUiHKM edeKTMBHOCTI, 6e3neyHocTi Ta
hapmakokiHeTVkn Mipab6erpoHy y naujieHTiB AMTAYO0ro Biky Bif 5 A0 < 18 pokKiB 3 rinepakTUBHICTIO CEYOBOro
Mixypa», Kog, focnimkeHHs 178-CL-204, Bepcid 2.0, 3 iIHKOPNOpOBaHO CYTTEBOIO Nonpaskoto 1, Big 11 noToro
2021 poky; cnoHcop - Actennac ®apma no6an [esenonmeHT, IHk., CLUA / Astellas Pharma Global
Development Inc., USA

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

5. OHOB/1eHUII NPOTOKOJ1 KNiHiYHOTro BUNpo6yBaHHs FYB203-03-01, Bepcisa 3.0 Big, 15 nunHsa 2022 pokKy;
3pa3ok mapKyBaHHA ANA )NIaKOHIB flikapcbKoro 3aco6y dnyopecueid 10% po3uuH ans iH ekuiid, Big 20
TpaBHA 2022 poOKy, YKPaiHCbKOK MOBOI; 3pa3oK MapKyBaHHA AO/11 KOPOOKW NiKapCbKoOro 3acooy
dnyopecueiH 10% po3uunH ansa iH’ekuiii, Big 20 TpaBHA 2022 poKy, YKPAIHCbKOI MOBOH; 3a/lyyeHHs
[0[aTKOBOTO BUPOGHUKA NIKapCbKOro 3acoby dnyopecueid 10% po3uunH gns iH’ekuii: Alcon-Couvreur
NV, Belgium o npotokony kniHiyHoro BunpobyBaHHsA «PaHAomi3oBaHe noggiiHe crine GaratoueHTpose
pocnigxeHHs asu 3 ons NnopiBHAHHA eddekTUBHOCTI Ta 6e3neyHocTi npenapaTy FYB203, 3anponoHoBaHOro
GioaHasnora adpnibepcenty, Ta npenapaty AniS® y nauieHTiB i3 HEOBAaCKYy/ISiPHOK  BIKOBOH
makynoauctpodpieto (MAGELLAN-AMD), ko pocnigxeHHs FYB203-03-01, sepcia 2.0 Big 16 rpyaHa 2019
POKy; cnoHcop - Bioeq GmbH, Germany

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

6. OHOB/1IEHMIT NPOTOKOJ KNiHiYHOro Bunpo6yBaHHss RGH-MD-25 3 nonpaBkoto 5.1, nuwe ansa YkpaiHu,
Big 26 nunHa 2022 poky; 3MiHa Ha3BM MicLus NpoBefeHHs BUNPOOGYBaHHA [0 MPOTOKO/Y KAiHIYHOro
BMNpobyBaHHA «[loagiiHe cnine, nnaueb0 KOHTPOsibOBaHe, paHA4OMi30oBaHe 3 BiAMIHOW, GaraToueHTpoBe
K/iHIYHE JOCNIMKEHHA 4718 OUiHKM edpeKTUBHOCTI, 6e3nekn Ta NepeHoCMMOCTi 3aCTOCYBaHHA KapunpasuHy B
Mozeni 3MeHLeHHA 003K ANA 3anobiraHHA peumavBiB y nauieHTiB 3 6iNonApHUM po3nagom | Tuny, y akmx
HasBHWI MOTOYHMIA MaHiakaslbHW abo AenpecuBHWI CTaH 3MilaHoro abo OAHOTUMHOIO XapakTepy», KOoA
pocnipkeHHs RGH-MD-25, 3 nonpaBskoto 4.1, nuwe ans Ykpaidu, Big 24 6epesHs 2022 poky; CNOHCOp -
«E66BI IHK.», CnonyyeHi LUtatn Amepukn

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

BYNO CTANIO
3acT. rosn. nikaps KoceHkosa |.B. aupektop KoceHkosa I.B.
KomyHanbHe  HekomepuiiHe  nignpueMcTBO | KoMyHasibHe HEKOMepLiiHe NignpueMcTBO «YHepkacbka
«Yepkacbka o06nacHa ncuxiaTpuyHa nikapHAa | obnacHa ncuxiaTpuyHa nikapHa Yepkacbkoi 0651acHOI
UepkacbKkol 061acHOi paam», XiHove BigdineHHs | pagu», XiHoye  BiggineHHa  Nell, yosnoBiue
Nell, yonosiue BiagineHHs Ne 12, Uepkacbka | BiggineHHs Nel, Yepkacbka 0611., M. CMina
061., M. Cmina

7. bBpouwypa [OocnigHuka, Ozempic® (Semaglutide, subcutaneous administration) Project: NN9535,
Type 2 Diabetes, BugaHHsa 19, chiHanbHa Bepcifa 1.0 Big 27 nunHa 2022 poky, aHMMiicCbKOKO MOBOIO [0
NPOTOKONY KiHIYHOro pocnimpkeHHs «FLOW — BnAvB cemarnytupay B MOPIBHAHHI 3 nnauebo Ha piBeHb
NoripLWeHHs (PyHKLUii HUPOK Yy XBOPMX Ha LyKpOBWiA giabeT Tun 2 pa3oM i3 XPOHIYHOK XBOPOOOH HUPOK», KOZ
pocnipkeHHs NN9535-4321, cpiHanibHa Bepcia 4.0, Big 11 nuctonaga 2020; cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

8. InuTerpoBaHa bBbpouwypa [AocnigHuka Bepcia 1.0 Big 21 nunHa 2022 p.; OocnigkeHHs
20321_IHchopmauiiiHuii nuctok i dopma iHchopmoBaHOi 3rogM LWOAO 3MiH Y [OCHIMKEHHI Ans
yyacHUKIB, AKX GYyNno nepeseAeHO 3 OCHOBHOro gocnimkeHHa ARAMIS (17712), sepcia 1.0 Big 08
cepnHA 2022 poKy Ans YKpaiHU YKpaiHCbKOK Ta POCilicbKOlo MOBaMu Ha 6a3i OCHOBHOI Bepcil
IHhopMmauiiHoro incTka i popmum iHthopmoBaHOI 3roau WOA0 3MiH Y AOCIAKEHHI A5 yYACHUKIB, AKUX
6yno nepeBeAeHO 3 OCHOBHOro aocnimkeHHs ARAMIS (17712), sepcia 1.0 Big 19 nunHs 2022 p.; locke
pocnipkyBaHoro nikapcbkoro 3aco6y (IMPD-Q) Bepcia 001 Big 13 nunHa 2022 p.; Oocbe
pocnigxyBaHoro nikapcbkoro 3aco6y (IMPD S&E) Bepcia 01 Big 22 nunHA 2022 p. go nNpoOTOKO/yY
KNIHIYHOTO  JocniMKeHHs  «Bigkpute, oOfHOrpynoBe, [0LATKOBE [OCNIMKEHHSA A8 3abe3nedvyeHHs
NPOAOBXEHHS NiKyBaHHS AapoayTamifoM naujieHTiB, siki 6ynun BKIOYEHI Y nonepeaHi AOCNiMKEHHST KOMNaHii
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Baiiep.», ko pocnimxkeHHs BAY 1841788/ 20321, Big 02 ciuHs 2020; cnoHcop - baitep KoHcblomep Kep AT,
Lseiiuapis
3asBHUK - TOB «baliep», YkpaiHa

9. OHOB/IEHUIA NPOTOKOJ KNiHiYHOro BUNnpo6yBaHHsA 16T-MC-AMAP 3 iHkopnopoBaHoto nonpaskoto (b)
BiA 21 nunHa 2022 poKy, aHrNificbKoo MOBOIO; Bpoliypa gocnigHuka focnigKyBaHOro /iKapcbKoro
3aco0y Mipikisyma6 (LY3074828) Big 12 uepBHA 2022 poky aHriicbkolo MoBoto; IHhpopmauisa ansa
nauieHTa gocnigpkeHHA Ta ®opma IHopmoBaHoT 3roan oNA BUKOPUCTAHHA B YKpaiHi, Bepcia Ne 5.0
YKPAiHCbKOIO Ta POCIiACbKOIO MOBOIO Bif 22 cepnHsa 2022 poKy A0 NPOTOKO/Y KAIHIYHOrO AO0CNiAKEHHS
«baraToueHTpoBe, Bigkpute, MogosxeHe JocnigpkeHHus 11l da3u ansa OuiHkn JosroTpmBanoi EpektnBHOCTI Ta
BesneuHocTi 3acTtocyBaHHs Mipikisymady y [MauieHTiB i3 BupaskoBum Konitom [MomipHoro ta TshKKoro
Mepebiry (LUCENT 3)» , kog, gocnimpkeHHs 16T-MC-AMAP, 3 iHkopnopoBaHo nonpaskoto (a) Big 16 rpyaHs
2020 poky; cnoHcop - Eni Ninni eng Komnawi, CLWWA / Eli Lilly and Company, USA

3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

10. OHOoBNEHwMii NpoTOKON KNiHiYHOro Bunpo6yBaHHsa MK-3475-585, 3 iHkoprnopoBaHoIo nonpaskoto 09
BiA 24 cepnHA 2022 poKy, aHIMiiCbKOIO MOBOIO [0 NPOTOKO/TY KAiHIYHOIO BUNpobyBaHHA «PaHgomizoBaHe,
noZgiiHe-cine kniHivHe gocnimkenHs Il hasn nem6ponisymady (MK-3475) ta ximiotepanii (XP a6o FP) B
MOpPIBHSAHHI 3 niaue6o Ta ximiotepanieto (XP abo FP) B SKOCTi HeoaA'toBaHTHOIO / afi'toBAHTHOIO JliKyBaHHS
nauieHTiB 3 a/6HOKaPLMHOMOH LUNYHKY Ta LU/TYHKOBO-CTpaBoXigHoro 3'egHaHHs (LUC3) (KEYNOTE-585)», kog,
pocnipkeHHss MK-3475-585, 3 iHkoprnopoBaHoto nonpaBkoto 08 Big 16 kBiTHA 2021 p.; cnoHcop - TOB Mepk
Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

11. 3miHa Ha3BU Ta agpecu CrnoHcopa; 3MiHa MapKyBaHHSA OOC/IAKYBaHOro /ikapCbKOro 3acooy:
CLP_MK-7625A-036-01_(M2)_Ukrainian_MK-7625A_ceftolozane_ tazobactam _Vial_MANUAL _
Approved, Bepcia 3.0 Big 27 BepecHa 2021 poKy, aHrNificbKO Ta YKPAiHCbKO MOBaMu;
MK-625A-036_3pa30K MapKyBaHHSA pocnigpKyBaHoro nikapcbKoro 3aco0y MK-7625A
(uedbtonosaH/Tazo6akram) Al NOKA/IbHOrO BUKOPUCTAHHA B AOCNIAHULBKUX LEHTPax, Ass YKpaiHu
YKpaiHCbKOI0 MOBOLO, Bepcia 2.0 Big 31 cepnHsa 2022 poky; YkpaiHa_MK-7625A-036, IHchopmauia Ta
[AOKYMEHT npo iHchopMmoBaHy 3rofy A8 6aTbKiB AUTUHU, AKa 6epe yyacTb y AochnigkeHHi, Bepcia 03
Big 30 cepnHa 2022 p., yKpaiHCbKOIO MOBOI; YKpaiHa_MK-7625A-036, IHhopmauii Ta fOKYMEHT nNpo
iHbopmoBaHy 3rogy AnA nauieHTa, SKOMy BUMNOBHWUOCA 18 pokiB nig vac y4yacti y AOCNigKeHHi,
Bepcia 02 Big 30 cepnHA 2022 p., YyKpaiHCbKOKO MOBOI; YKpaiHa, MK-7625A-036, IHchopmauisa Ta
[OKYMeHT npo iHchopMmoBaHy 3rogy ana pitei (Bik Big 14 po < 18 pokiB),Bepcia 02 Big 24 cepnHA 2022
p., YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7625A-036, IHchopmaLia Ta JOKYMeHT npo iHchopmoBaHy 3roay
ansa piten (Big 12 po < 14 pokis),Bepcia 02 Big 24 cepnHsa 2022 p., yKpaiHCbKOK MOBOIO; YKpaiHa,
MK-7625A-036, IHchopmauis Ta AOKYMeHT npo iHhopmoBaHy 3rogy Ana giteil (Bik Big 8 go < 12
pokiB),Bepcia 02 Big 24 cepnHsa 2022 p., yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7625A-036, IHchopmauis Ta
[OKYMEHT npo iHpopMoBaHy 3rogy ans gitei (Bik Big 5 go <8 pokiB), Bepcisa 01 Big 24 cepnHsa 2022 p.,
YKpaiHCbKOI0 MOBOI; 3MiHa BignoBigasibHOro pocnigHuka; 3miHa Ha3BU Micus MpoBefeHHsA
KMiHIYHOrO BUNPOGYBaHHA [0 MPOTOKO/TY KMIHIYHOrO LOCNIMKEHHS «Bigkpute GaraTtoueHTpoBe KiHiYHe
pocnimkeHHs | dasm 6e3 rpynn MOpiBHAHHS AN51 OLiHKX 6e3nekn, NepeHoCUMOCTi Ta dlapMaKOKIHETUKM
yecpronosaHy/taso6aktamy (MK-7625A) y pAiteli 3 HO30KOMia/IbHOKO MHEBMOHIEHD», KOA [AOCMIAKEHHS
MK-7625A-036 , 3 iHKoprnopoBaHoto nonpaskoto 01 Big 05 TpaBHA 2020 poky; cnoHcop - «Mepk Lapn EHA,
Joym Kopn.», fodipHe nignpuemctso «Mepk EHf, Ko.,IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO

«Mepk LUapn eHO [Joym Kopn.», OouipHe | TOB Mepk Lllapn eHO foym (Merck Sharp &
nionpuemcmso «Mepk eHO Ko., IHK.», CLLIA, (Merck | Dohme LLC),

Sharp & Dohme Corp., a subsidiary of Merck & Co., | Adpeca: 126 Icm JliHKo/IbH aseH}o, r/c 2000,
Inc., USA), Pageli, Hbto xepci, 07065, CLLIA (126 East
Adpeca: Mepk flpatis, 1, nowmosa ckpuHbka 100, m. | Lincoln Ave., P.O. Box 2000, Rahway, NJ
Batimxayc-CmetiwH, wmam Hbro-xepci, CLUA | 07065, USA)

(One Merck Drive, P.O. Box 100, Whitehouse Station,
New Jersey, 08889-0100, USA)




BY/NO CTAJIO
A-M.H. CypkosB . M. A-M.H. Bnacos 0.0.
KomyHasbHe nignpvemcteo | KomyHasibHe nignpuemMcTBo «PerioHanbHuii
«JHinponeTpoBCbKa o6nacHa AuTava | MeguuHuii LeHTp POAUNHHOIO 3f0poB’a»
KNiHiyHa nikapHsa» [JHinponeTpoBcbKoi | AHINponeTpoBCbKOT  0b6nacHoi  pagw»,  BigdineHHA
obnacHoi  pagw», BigAiNIeHHA  IHTEHCUBHOI | IHTEHCUBHOI Tepanii HOBOHAPOMXEHUX 3  BUI3HOIO
Tepanii HOBOHapPOKEHUX 3 BUI3HOI | HeoHaTosoriyHot 6puragor, M. [HINpo
HEeOoHaTo/10rivyHo 6puragon, M. HINpo

12. IHCTPYKLiA 00 3acTOCYBaHHS NMOPOLLKY AMA NepopasibHOI cycneHsii, B Kancynax (gns nauieHTiB
BikOoM Big = 1 Ao < 6 pokiB), Bepcis 1.0 Big 27 nunHa 2022 poKy yKpaiHCbKOIO Ta POCIiliCbKOKO MOBamMu [0
NPOTOKONY  KAIHIYHOTO  JOCnigpKeHHs «baratoueHTpoBe paHAoMi3oBaHe MOABIMHO cnine nnaueb6o-
KOHTpPO/SIbOBaHe BUMNpobyBaHHA ha3n 3b B mapasiesibHux rpynax 3 nogasiblio BiAKPUTOK PO3LLUMPEHOHD
haso AN OuiHKM edieKTMBHOCTI Ta 6e3neyHocTi ABatpoméGonary Ans NikyBaHHS TPOMOOLMTONEHIT B
nauieHTiB AUTAYOro BiKY 3 iMYHHOK TPOMOOLMTOMEHIEID MPOTAroM >6 MicsuiB», koA AoCAigpKeHHS AVA-
PED-301, Bepcis 3.0 Big 02 nuctonaga 2021 poky; cnoHcop - Sobi, Inc., CLUA

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

13. lopaTokK ansa YKpaiHu A0 NPOTOKO/Y KNiHIUHOro BUNpoGyBaHHA, Bepcia 1 Big 05 cepnHAa 2022 poky,
aHrNifcbKO MOBOIO [0 NPOTOKOJY K/HIYHOIO AocnigpkeHHs1 «baratoueHTpoBe paHAoMi3oBaHe MnoAgiliHe
cnine nnauebo KOHTPOsibOBaHe AochifpkeHHA 3 dpasu AN ouiHK1 edhekTUBHOCTI Ta 6e3neyHoCTi npenapaTy
AZD9291 y nopiBHAHHI 3 nnauebo y nauieHTiB 3 HeapiGHOKNITUHHUM pakom NnereHb IB-11IA cTagii Ta myTauieto
peuenTopa enigepmanbHOro hakropa pocTy nNpy 3acTOCyBaHHi Nic/1s1 NOBHOT pe3ekLii MyX/IMHU He3as1eXHOo Bif,
nposefeHHA af'toBaHTHOI XimioTepanii (ADAURA)», ko fgocnimkeHHs D5164C00001, sepcis Homep 5.0 Bif,
25 ciuHa 2021 poky; cnoHcop - «AcTpa3eHeka Ab», LUBeuis

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

14. Jopatok po chopmu iH(hopMOBaHOI 3rogu Nig Yac KpU3oBOi cuUTyauii B YKpaiHi gna gocnimxeHa
BP40657, Bepcia 1.0 ana YKpaiHu yKpaiHCbKOK Ta pocilicbkolo moBamu Big, 29 cepnHsa 2022 p. Ha
OCHOBI MmavicTtep-Bepcii flogatka 1 go ®I3 nig yac KpM3oBOI cutyauii B YKpaiHi, Bepcisa 2.0 Big 15
yepBHsA 2022 p.; 3miHa BignoBigasbHOro AocnigHuKa y Micui npoBeeHHs KiHIYHOro BUNPOGYBaHHA
[0 MpOTOKOAY KNiHIYHOrO BUNPOOYBaHHA «PaHfomizoBaHe, 6GaratoueHTpoBe, pasm IB/IIl gocnigpkeHHs
hapmakokiHeTVKK, edheKTMBHOCTI Ta 6e3MeyYyHOCTi 3acTocyBaHHA NifwWkipHOT hopmu aTesonisymady y
MOPIBHAHHI 3 BHYTPIWHbLOBEHHOK (QOPMOK are3onisymadby Yy nauieHTiB i3 paHiwe fiKoBaHUM
MicueBonowmMpeHMM abo MeTacTaTUUHUM HeAPiGHOKNITUHHUM pakoM fiereHb», Kof, aocnimpkeHHs BP40657,
Bepcis 6 Big 25 notoro 2022 p.; cnoHcop - ©.XodhmaHH-/1a Pow Jitg, LBeiuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

BYNO CTANO
3aB. Big. Ko63eB O.l. nikap leoHoBa B.B.
KomyHanbHe  HekomepuiiHe  nignpuemcTBo | KomyHasibHe HekOMepLiiHe nignpnemcTBo «O6nacHui
«O6nacHNA LEeHTP OHKOJOTiT», OHKOXIPYPriYHE | LEHTP OHKOMOTrii», OHKOXIpPYpriyHe BifAifieHHsA opraHis
BiAAINEHHsT  opraHiB  rpyAHOI  MOPOXHWHK, | TPYAHOT MOPOXHUHKU, M. XapkiB
M. XapkiB

15. OHOB/IEHNI NPOTOKON KAiHIYHOrO BUNpPoGyBaHHA XL184-315, nonpaBka 3.0 Big 02 uepBHa 2022
POKy aHrnificbkoro MoBoto; Bpowypa gocnigHuka npenapaty TeueHTpuk (Tecentriq) (ATe3onisymat
(Atezolizumab)), Bepcis 18 Big nunHA 2021 poKy aHrailicbkoto MoBoto; JlogaTok Nel Big cepnHsa 2021
poky po Bpowypu pocnigHuka npenaparty TeueHTpuk (Tecentriq) (ATesonisymad (Atezolizumab)),
Bepcisa 18 Big nunHa 2021 poKy, aHrnificbKoo MoBO; Bpollypa gocnigHuka npenapaty KaGo3aHTiHi0
(Cabozantinib (XL184)), Bepcia 18.0 Big 07 nunHA 2022 pOKy aHrAilicbkol MOBOK; OCHOBHWiA
iHhopMauiiHuii NINCTOK nauieHTa Ta dpopmMa iHhopmoBaHOI 3rogn AnAa YkpaiHu, Bepcia 5.0 Big 12
nnHa 2022 poKy YKpPaiHCbKOK Ta PpoOCiicbKolo MoBamu; dopma iHopmMoBaHOI 3rogn Ha
NPOAOBXEHHA NMpuiioMy JocnigKyBaHOro npenaparty (a6o npenapartiB) nicns nporpecyBaHHA paKy
Ana YkpaiHu, Bepcia 4.0 Big 04 nunHa 2022 poKy YKpPaAiHCbKOK Ta pocilicbKoo MoBamu; Po3gin
2.3.P.3.1 «BupoGHuk(ku) (Manufacture(s))» [locb€ 3 AKOCTI [OCNIQKYBAHOIO NiKApCbLKOro 3acooy
(Quality IMPD), KacosaHTiHi6/Cabozantinib (XL184), Tadbnetku, Bepcia 5.1 Big nunHa 2021 poky
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aHrnificbkold MOBOIO; 3anyyeHHA [A0[4aTKOBUX BUPOGHUUMX AINAHOK ANA  [OCAiAKYBaHOro
nikapcbKoro 3aco6y Ka6o3aHTiHi6 (Cabozantinib)/ KaGomeTukc (Cabometyx); XL184; CABOZANTINIB;
TabneTka, BKpuTa njiBKoBolo 060/10HKO; 20 mr: PCI Pharma Services Canada, Inc., KaHaga; Almac
Clinical Services, CLWIA; 3miHa Ha3BM BUPOOGHUYOI AiNSAHKA npenapaty nopiBHsAHHA [MpeaHi3oH
(Prednisone) | Decortin (PREDNISONE); Ta6netku; 5 mr 3 Merck KGaA & Co. Werk Spittal, ABCTpisi Ha
P&G Health Austria GmbH & Co. OG, ABCTpisi 40 NPOTOKOY KNIHIYHOTO [OCiIMKEHHA «PaHaoMi3oBaHe
BIAKPUTE KOHTPO/IbOBaHE AOCiMKEHHS (ha3u 3 3 OLiHKM 3acTocyBaHHA KaGo3aHTiHiOy (XL184) y kombiHauii 3
ATe30i3yMmabom y MOpPIBHSAHHI 3 HOBITHLOK TFOpMOHasibHOKW Tepanieto (HIT) gpyroi niHil y nauieHTiB 3
MeTacTaTU4YHMM KacTpaLjiiiHO-pe3NCTEHTHUM pPakoM nepeaMixXypoBoT 3as103u», Kog, AocnipkeHH XL184-315,
nonpaska 2.0 Big 13 TpaBHsa 2021 p.; cnoHcop - Exelixis, Inc., CLUA

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

16. YkpaiHa, MK-8189-008, IHchopmauis Ta AOKYMEHT npo iHchopmoBaHy 3rofy A5 nauieHTa, Bepcis
1.03 Big 09 BepecHs 2022 poky, YKpaiHCbKOKO MOBOI; YKpaiHa, MK-8189-008, ®opma iHhopmoBaHoOl
3rogu - sroga iHpopmaTtopa Ha aygiosanuc, Bepcisi 01 Big 09 BepecHsi 2022 poky, YKPaiHCbKOK0 MOBOIO;
YkpaiHa, MK-8189-008, ®opma iHhopMOBaHOI 3rogu - 3roga peiitepa Ha aygiosanuc, Bepcisa 02 Big, 09
BepecHs 2022 poKy, yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-8189-008, IHchopMauiliHnii NUCTOK | JOKYMEHT
npo iHhopmoBaHy 3roay Ha MailbyTHE GiomeguuHe aocnipxkeHHA Bepcia 01 Big 09 BepecHsa 2022 p.,
YKpPAiHCbKOIO MOBOIO; 3MiHAa HasBW Micusl NMPOBEeAEHHS KAiHIYHOro BUNPOOYBaHHSA; MoJOBXEHHA
TPMBANoOCTi K/iHIYHOro BUNpPoOyBaHHA B CBiTi Ta B YKpaiHi 4o 31 nunHAa 2024 pokKy [0 NpPOTOKONy
KNiHiYHOro gocnigpkeHHs «PaHgomizoBaHe, noAgiiHe-cnine, 3 niayebo Ta akTMBHUM KOHTPOJSIEM /iKyBaHHS
pocnimpkeHHs 2b dhasn edpekTnBHOCTI Ta 6e3nedHocTi MK-8189 y naujieHTiB 3 rocTpMM eni3o4oM LWN30peHii»,
kog, pocnimpkeHHs MK-8189-008, 3 iHkopnoposaHoto nonpaskoto 03 Big 17 rpyaHa 2021 poky; cnoHcop - TOB
Mepk Wapn eHg Odoym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

BYNO CTANO
AnpekTop KoceHkoBa |.B. anpektop KoceHkosa |.B.
KomyHasibHe HekomepLiinHe nignpruemcTso | KomyHanbHe HekomepLiiHe nignpUeMCTBO

«Yepkacbka  ob6nacHa  ncuxiaTpuyHa — nikapHA | «Yepkacbka o6nacHa ncuxiatpuyHa  flikapHs
Uepkacbkoi 06s1acHOi pagw», >XiHo4ye BigAineHHs | Yepkacbkoi 06/1acHOi pagu», XiHove BigdineHHs
Nell, yonogiue BiggineHHs Ne 12, Yepkacbka 0611., | Nell, yosnioBiue BiggineHHa Nel, Uepkacbka
M. Cmina 061., M. Cmina

17. OHoBneHa Bpoulypa gocnigHuka (Encorafenib), BugaHHa 13 Big 13 TpaBHA 2022 poKy; OHOBJ/IEHA
Bpowypa gocnigHuka (Binimetinib), BugaHHa 18 Big 13 tpaBHA 2022 poKy A0 NPOTOKOY KAiHIYHOro
[ocnimpkeHHs «baraToueHTpoBe paHAoMi30BaHe BigkpuTe AocnigxeHHs 3 dha3n y 3 rpynax i3 3acTocyBaHHAM
eHKkopadpeHiOy 3 ueTykcumMaboM 3 abo 6e3  GiHIMETVMHIOY MOPIBHAHO 3 BMKOPWUCTaHHSM
ipuHOTEKaHy/ueTykcumabdy abo iHdysiiHoro 5-conyopoypauuny (5-FU)/cdoniHoBoi kucnotn (FA)/ipuHoTekaHy
(FOLFIRI)/ueTykcmuMaby pas3om i3 BU3HAUYEHHAM 6Ge3MneyvyHOCTi NOoeAHaHHA eHKkopadeHidy, GiHiMeTuHIBY Ta
ueTykcuMabdy Yy nauieHTiB i3 meTacTaTUY4HUM KOMOpeKkTasibHUM pakom Ta BRAF V600E-myTauieto», Kopg,
pocnipxeHHs ARRAY-818-302, sepcis 10.0 Big 25 nuctonaga 2020 poky ; cnoHcop - Eppeii Bio®apma IHk.,
CWA / Array BioPharma, Inc., USA

3aasHuK - TOB «MAPEKCE/T YkpaiHa»

18. OHoBneHi po3ginm 3.2.S.7.1 Stability Summary and Conclusion ta 3.2.S.7.3 Stability Data gocbe
pocnigpkyBaHoOro nikapcbkoro saco6y MK-3475 Pembrolizumab SC, Bepcia 084GJS Big 02 BepecHs
2022 poKy, aHrnificbKord MOBOI [0 MNPOTOKO/Y KAIHIYHOTO AO0CNIMKEHHS «Bigkpute, paHAaoMmi3oBaHe
pocnipkeHHs Il dpasn gns BUMBUYEHHA hapMakoKiHETMKM Ta 6e3MedYHOCTi nemoponisymady ans niglwkipHoro
BBEJEHHSA [MOPIBHAHO 3 nemobponisymaboMm [Ans BHYTPILUHbOBEHHOrO BBEAEHHSA, B KoMOGiHauii 3
[BOXKOMIMOHEHTHOK XiMioTeparieto npenaparamu nnatuHW, B AKOCTI NepLuoi AiHil Tepanii 418 yyacHVKiB 3
MeTacTaTUYHUM MJIOCKOKIITUHHUM ab0 HEensIoCKOKNITUHHUM  HeApPiOGHOKNITUHHUM  pakoM JIereHiB», Kof
pocnipkeHHs MK-3475-A86, Bepcis 3 iHkopnopoBaHot nonpaskoto 04 Bif 31 6epesHs 2022 poky; CNOHCop -
TOB Mepk Wapn eng doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»



19. Bpouwypa gocnigHuka gocnigxKyBaHoro fikapcbkoro saco6y Begonizymao (MLN0002), BuaaHHA 26
Big 18 nunHa 2022p., aHrNiiCbKOK MOBOK A0 NPOTOKO/Y KIHIYHOTO AochigkeHHs «[porpama
po3wupeHoro Joctyny no npenapaty EHTiBio (Beponisymab nna B/B 3acToCyBaHHA) ON1A NaUieHTIB 3
BMpPa3KOBMM KOJITOM Ta xBopoboto KpoHa», kog gocnimpkeHHa Vedolizumab-4013, Bepcid i3 nonpaskoto 7 Bif,
19 xo0BTHA 2021 p.; cnoHcop - Takeda Development Centre Americas, Inc., USA (CLWA)

3asaBHUK - ToBapncTeo 3 O6MexeHoto BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisadis IHHodhapM-
YkpaiHa»

20. Bpouwypa gocnigHuka Vibostolimab (MK-7684)/IMK-7684A, BuaaHHsa 10 Big 29 uepBHa 2022 poky,
aHrniicbKo MOBOLO; YKpaiHa, MK-7684A-003, IHchopmauifa Ta AOKYMEHT npo iHhopMmoBaHy 3rogy Ans
nauieHTa, Bepcia 1.01 Big 09 BepecHsa 2022 p. yKpalHCbKOKO MOBOI; YKpaiHa, MK-7684A-003,
IHpopmauiliHKiA NNCTOK | AOKYMEHT Npo iHhopmMoBaHy 3roay Ha MaiioyTHE GiomeAnUHe [OCiAKEHHSA,
Bepcia 02 Big 09 BepecHa 2022 p. ykKpaiHCbkKow MoBor; MK-7684A-003_nNOCiGHMK wWopno0
Bi3UTIB_YKpaiHCbKOIO MOBOIO_ANA YKpaiHu_12 cepnHAa 2020 p._v2; Mpotokon MK-7684A-003 3pa3ok
CrNpoLLEHOro MapKyBaHHA 3apeecTPOBaHOro B YKpaiHi JlikapCbKOro 3acoby, AKuiA 3aCTOCOBYETbLCS B
KNiHiIYHOMY BUNpPOOGYBaHHi, Bepcisa 2.0 anAa YkpaiHu Big 12 BepecHA 2022p., yKpaiHCbKOKO MOBOIO;
MpoTokon MK-7684A-003 MapKyBaHHs1 [OC/iKYBaHOro fikapcbKkoro 3aco6y MK-7684A/IMK-3475 ans
NIOKaNbHOro BUKOPUCTaHHA B AOCNIAHULBbKUX LEeHTpax, Bepcis 2.0 ana YKpaiHu Big, 12 BepecHs 2022
POKY, YKPAIlHCbLKOIO MOBOIO [0 MNPOTOKO/Y KiHIYHOIO AOChifKeHHs «baratoueHTpoBe, paHAoMi3oBaHe,
noagivHe cnine gocnimkeHHs Il dpasn kombiHauii MK-7684 3 nembponizymabom (MK-7684A) NOPIBHAHO 3
MOHOTepanielo nNemoéponisymabom B SKOCTI mepwoi NiHii Tepanii ans ydvacHukis 3 PD-L1-MO3MTUBHUM
MeTacTaTU4YHMM HeapPiOHOKNITUHHUM PakoM JlereHiB», kog gocnigxeHHs MK-7684A-003, 3 iHKOPNOpPOBaHO
nonpaskoto 03 Big 21 6epesHsa 2022 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

21. bpouwypa pgocnigHuka CNTO1959 (guselkumab), BupaHHa 14 Big 29.08.2022 p. [0 NpOTOKONYy
KMIHIYHOTO Joc/imkKeHHs «baraToueHTpoBe, paHAoOMi30BaHe, MoABiiHE chnine, nnauebo KOHTPOsiboBaHe
KniHiyHe pocnimkeHHs 3b dasn gnsa OuiHKM eqeKTMBHOCTI Ta 6e3neyvyHOCTi NPU3HAYeHOoro MigLWKIpHO
rycesibkymaly y Maui€eHTiB 3 akTMBHUM MCOpiaTUYHMM apTPUTOM, SiKi paHille Masim HeJOoCTaTHIO BignoBigb
Ta/abo HeEMepPEeHOCHMMICTb MiKyBaHHS OQHUM 3 iHTGITOPIB DaKTOpy HEKPO3Y NyX/IMH anbdax», Koa AOCiAKEHHS
CNTO1959PSA3005, Bia 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTUKA HB», Benbrist

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

22, YkpaiHa, MK-7339-012, IHdhopmaLia Ta AOKYMEHT npo iHpopMoBaHy 3rogy A/s nNauieHTa, Bepcia
2.04 Bipg, 09 BepecHA 2022 p., yKpaiHCbKO MOBOW; YKpaiHa, MK-7339-012, IHchopmayiAiHWIA INCTOK i
LOKYMEHT Npo iHpopmoBaHy 3rogy Ha MaiibyTHe GioMmeguuHe gocnimpxeHHs, Bepcis 03 Big 09 BepecHs
2022 p., yKpaiHCbLKO MOBOIO; 3pa3oK ChNpoLEeHOro MapKyBaHHSI 3apeecTpoBaHOro B YKpaiHi
nikapcbKoro 3aco0y, KUl 3aCTOCOBYETbCA B K/liHiYHOMY Bunpo6yBaHHi MK-7339-012, Bepcis 2.0 Big
09 BepecHsi 2022 poKy, YKPAIHCbKOIO MOBOIO [10 NMPOTOKOJ/Y KNIHIYHOIO AocnimkeHHs «JocnimkeHHs 1l
thasn nemoponisymady (MK-3475) y koMGiHaLji 3 CynyTHbOK XiMIONPOMEHEBOK Tepanierd 3 NoasibLUnMm
BBEAEHHSAM MNembponizymady 3 onanapMbom abo 6e3 HbOro MOPIBHSAHO 3 CYNyTHbOK XiMIOMPOMEHEBO
Tepanielo 3 nofasbluMM BBEAEHHAM AypBalymaby B Yy4yacHuWKIB 3 HeonepabeslbHUM  JI0KalbHO
PO3MNOBCIOKEHNM HEAPIOHOKNITUHHMM pakoMm nereHis Il ctagii (HAPM)», ko gocnigxkeHHs MK-7339-012, 3
iHKopropoBaHoto nonpaskoto 06 Big 23 rpyaHsa 2021 poky; cnoHcop - TOB Mepk Wapn eHa Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBsiganbHicTio «MC/L YkpaiHa»

23. OHoBneHwuit MpoTokon KniHiuHOro gocnigpkeHHA ABX464-104, Bepcia 5.1 Big 11 nunHsa 2022 pokKy;
3MiHa Ha3BU pocnigKyBaHOro Jlikapcbkoro 3acoby 3 ABX464 Ha O6ecdasimop (ABX464); Bpowypa
pocnigHuKa nikapcbkoro 3aco6y ABX464, BuaaHHs 7.0 Big 21 ciuHA 2022 poky, aHINMiliCbKOIO MOBOIO;
Bpouwypa pocnigHuKka nikapcbkoro 3acoGy ABX464, BupaHHa 8.0 Big 29 kBiTHA 2022 poky,
aHrniicokoto moBoto; IHchopmauiiHuia nucTok i coopma 3rogu, Bepcia V6.1UKR(uk)1.0 Big 02 cepnHsA
2022 poKy, nepeknag yKkpaiHcbKoo MoBOIo Bif, 02 BepecHs 2022 poKy; IHchopmauiiiHuii nucToK i hopma
3rogun, Bepcia V6.1UKR(ru)1.0 Big 02 cepnHsa 2022 poKy, nepeknag pociicbKoto MoBOLO Bif, 02 BepecHs
2022 poky; OnutyBa/IbHUK WOAO0 FosIoBHOro 6osto, Bepcia V3.0UKR(uk) Big 25 ntotoro 2022 poky,
nepeknag ykpaiHCbKo MOBOI Bif 12 cepnHsa 2022 poKy; ONUTyBa/ibHUK LWOAO FOJIOBHOrO GO0,
Bepcia V3.0UKR(ru) Big 25 ntotoro 2022 poky, nepeknag pociicbkoio MoBoo Bif, 12 cepnHsa 2022 poKy;
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doToKapTKa y pasi ypaxeHHA wkKipun, Bepcia V1.0UKR(uk) Big 13 yepBHA 2022 poKy, YKpaiHCbKOIO
MoOBoOI0; doToKapTKa y pasi ypaxkeHHs wkipu, Bepcia V1.0UKR(ru) Big 13 depBHA 2022 poky,
pocCil/icbkOl0 MOBOI [0 MPOTOKO/MY KAIHIYHOTO AOCnimkeHHs «Bigkpute pocnimkeHHs dasm 2b ans
BM3HAUYeHHA edeKTUBHOCTI Ta 6e3neyHocTi npenapaty ABX464 dk niatpumyroyoi Tepanii B nauieHTiB i3
BMPa3KoBMM KOJITOM CEpPefiHbOro Ta TSHXKKOro CTyneHs», Kog gocnimpkeHHs ABX464-104, sepcia 4.1 sig 08
BepecHs 2021 poky; cnoHcop - ABIVAX, ®paHuis

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

24. YKpaiHa, MK-7684A-004, IHchopMmauis Ta AOKYMEHT Npo iHhopmMoBaHy 3roay AA nauieHTa, Bepcis
1.02 Big 05 BepecHA 2022 p., YKPAIHCbLKOO MOBOI [0 MPOTOKO/Y KAIHIYHOrO AOChigXeHHs «Bigkpute
JocnimpkeHHs hasm 2 gns ouiHku 6e3nekn Ta edpektuBHocTi MK-7684A (koMbiHauis MK-7684 [BiGocTonimao]
3 MK-3475 [nembponizymab]) y y4vacHUKIB 3 peuuguByrouMn abo pedppakTepHUMU remaTosioriyHuMm
3/109KICHMMUW HOBOYTBOPEHHAMW», KOA, AocnimpkeHHs MK-7684A-004, 3 iHkopriopoBaHoto nonpaskoto 03 Big 18
notoro 2022 poky; cnoHcop - TOB Mepk LWapn eHa Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

25. «lHdhopmauia ana yyacHuka ta Popma 3rogu Ha yyacTb Yy pgocnigxeHHi», sepcia 4.0-UA(RU),
c¢iHanbHa, Big 16 BepecHs 2022, POCIACHLKOKD MOBOK [0 MNPOTOKO/Y K/HIYHOTO AOCHIAKEHHS
«JocnipkeHHa ZEUS - Bnave 3inTiBeKimady NOpiBHSAHO 3 Nnaue6o Ha cepueBOo-CyAMHHI HACNiaKM B y4aCHMKIB
3 AiarHOCTOBaHNM aTepoCKNEePOTUYHUM 3aXBOPHOBAHHAM CepLEeBO-CYANHHOT CUCTEMU, XPOHIHYHOI XBOPO6OI0
HWPOK | CUCTEMHNM 3anasieHHsIM», Koa gocnigpxkeHHs EX6018-4758, Bepcisi 5.0, chiHasbHa, Big 17 ntoToro 2022
p. (version 5.0, Final, dated 17 February 2022); cnoHcop - Novo Nordisk A/S, Denmark

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

26. flocbe pocnigxyBaHoro nikapcbkoro 3aco6y ICP-022, Bepcis 2.0 Big cepnHsa 2022 p. aHrNilficbKoto
MOBOIO; 3a/lydeHHAi A0[AaTKOBOI (a/ibTepHATUBHOI) BUPOOHWUUOT AINAHKU ANs  [OcCNigXyBaHOro
Nikapcbkoro 3aco6y Opena6pyTtuHio (ICP-022), 50 mr Ta6neTkn A NepopasibHOro 3acTOCyBaHHA:
Guangzhou InnoCare Pharma Tech Co., Ltd., Kutaii [0 npoTOKOAy K/IiHIYHOrO BMNPOOYBaHHS
«BbaraToueHTpoBe BigkpuTe AocnimkeHHs dasm I/ll 3 BUBYEHHSA HOBOTO iHriGiTOpa TMPO3UHKIHa3n bpyToHa —
openadépyTuHiIGY B MNauUi€HTIB i3 B-KAITUHHUMN 3N0SKICHUMW HOBOYTBOPEHHSMMW», Kog, AocnimkeHHs ICP-
CL-00107, Bepcis 5.0 Big 30 nuctonaga 2021 poky; cnoHcop - «IHHOKep ®apma IHK.» (InnoCare Pharma Inc.),
CWA

3aABHUK - TOBAPUCTBO 3 0BMEXEHOI0 BignoBigasibHICTI0 «/TABKOPI KNIHIKAN AEBE/IONMMEHT YKPAIHA»

27. NncT-po3’aAcHeHHs Big CnoHcopa Ao MNMpotokony GP43365, Bepcis 4 Big, 21 xxoBTHA 2021 poky, Big,
25 cepnHsa 2022 pokKy, aHMNiiCbKOI MOBOIO 0 NPOTOKO/Y KAiHIYHOro gocnimkeHHsa «®A3A Ib, BIAKPUTE,
BAFATOLIEHTPOBE AOCNIOKEHHA 419 BUSHAYEHHA ONTUMA/IBHOI 403 3 METOKO OLLIHKMK
®APMAKOKIHETVIKW, BE3MEYHOCTI TA MEPEHOCUMOCTI NIAWKIPHOIO BBEAEHHA KOMBIHALLII
TUPATONYMABY | ATE3OJNIBYMABY Y TIAUIEHTIB 3 MICUEBOMNOWWMPEHVMI  ABO
METACTATUUHNMU NYXTTMHAMW», kopn pocnimxkeHHs GP43365, sepcis 4 Big 21 xoBTHA 2021 poky;
crnoHcop - ®. XothdmaHH-/1a Pow /114, Weeiyapisa / F. Hoffmann-La Roche Ltd, Switzerland

3anBHuUK - TOB «ApeHcis EkcnnopaTopi MegiciH», YkpaiHa

28. fopatok Ne 20 Big 15 uepBHA 2022 o MpoTokony kniHiYHOro AocnimpxkeHHsa 16T-MC-AMAM 3
iHKopnopoBaHoto nonpaBkot (e) Big 23 nwToro 2022 poky; OHOBNeHHA Bpowypu agocnigHuka
pocnipxyBaHoro nikapcbkoro saco6y Mipikisyma6 (LY3074828), Bepcis Big 12 yepBHA 2022 poKy
aHrnificbkoo MoBolo; IHhopmauia ana nauyieHTa gocnigpkeHHs Ta ®opma IHhopmoBaHoi 3rogu ans
BMKOPUCTaHHA B YKpaiHi, Bepcisa Ne 8.0 ykpaiHCbKOIO Ta poCiiicbKol MOBamMu Bif 2 cepnHs 2022 poky
[0 MPOTOKONY K/IiHIYHOrO JochigpkeHHs «baratoueHTpoBe, PaHaomizoBaHe, MoggiiHe cnine, Mnayebo- Ta
AKTMBHO- KoHTponboBaHe focnigpkeHHs 1l ®a3n ana OuiHkn EdpekTuBHOCTI Ta BesneyHocTi 3acTocyBaHHSA
Mipikisyma0y y MNauieHTiB i3 XBopo6oto KpoHa MomipHoro Ta Tskkoro Mepe6irys», kog gocnigpxkeHHs 16 T-MC-
AMAM, 3 iHKOprnopoBaHO nonpaskot (e) Big 23 ntoToro 2022 poky; cnoHcop - Eni Ninni eHg Komnai,
CWA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis



29. OHoBNeHwuii MpoTokon KniHiuHoro gocnipxeHHs RPC01-3102, pegakuis 10.0 Big 10 cepnHs 2022 p.;
CuHOMNCUC OHOBJ/IEHOTO MPOTOKOJyY, pegakuis 10.0 Big 10 cepnHAa 2022 p., nepeknag 3 aHrAiNcbKoi
MOBM Ha yKpaiHCbKY MOBY Bif 07 BepecHA 2022 p.; IHhopmauiiiHuii nucTok i chopma iHchopmoBaHOT
3roau, octatovHa pegakuis 9.0 gna YkpaiHu Big 29 BepecHs 2022 p., ocTaTOuHUIA nepeknag 3
aHrNifcbKoi MOBU Ha yKpaiHCbKY MOBY Bif 29 BepecHs 2022 p., ocTaTO4HUIT Nepeknag, 3 aHrniicbKoi
MOBU Ha POCilicbKy MOBY Big, 29 BepecHs 2022 p.; /lucT Big cnoHcopa AoCNigpKeHHA Wwo[0 nonpasku 10
[0 npoTtokony Big 23 cepnHA 2022 p., nepeknapg 3 aHriicbKoOi MOBU Ha yKpaiHCbKy MOBY Bip, 26
BepecHs 2022 p.; NofoBXeHHA TPMBAJIOCTI NPOBEAEHHA KNiHIYHOrO BUNPOOGYBaHHA B CBiTi Ta YKpaiHi
[o 31 6epe3HA 2025 p. 4O NPOTOKONY KNIHIYHOrO JOcCAimKeHHS «BigkpuTe, 6aratoueHTpoBe, po3LnpeHe
AocnimkeHHs dpasn 3 Ansi BUBYEHHST NepopasibHOro 3actocyBaHHss RPC1063 B SkOCTi Tepanii y naujieHTiB 3
NMOMIpHUM ab0 TSHKKMM BUPA3KOBUM KOMITOM», KoA gocnimkeHHss RPC01-3102, pegakuis 9.0 Big 23 cepnHs
2021 p.; cnoHcop - «CenmxeH IHTepHewHn Il, Capn» (Celgene International I, Sarl) («CIC Il»), LLUBenuapis
3aasHuK - TOBAPUCTBO 3 OBMEXXEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

30. 3miHa BignosiganbHOro AocnigHuKa [0 NPOTOKOMY KNiHIYHOTO JOocnigkKeHHA «PaHaomizoBaHe,
noggiiHe cnine pgocnigkeHus Il a3 komGiHauii nem6ponisymady (MK-3475) 3 abo 6e3 nieHBaTuHi6a
(E7080/MK-7902) y paHille HeslikoBaHUX NauieHTiB 3 MeTacTaTUdHUM HepPiOHOKMITUHHUM pakoM JiereHb
(HOKP/) 3 nokasHukom nponopuii nyxauHn (TPS), wo 6inbwe abo gopisHioe 1% (LEAP-007)», kog
pocnipkeHHs MK-7902-007, 3 iHkoprnioposaHoto rnonpaskoto 06 Big 15 BepecHa 2021 poky; crnioHcop - TOB
Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO

nikap /leoHosa B.B.

KomyHasibHe HekoMepLUiHe nignpUeEMCTBO
«O6nacHUA  LEeHTP OHKOJOriT», OHKOXIpypriyHe

Bifi/IEHHS OpraHiB rpyAHOT MOPOXHWUHKU, M. Xapkis

3aB. Big. Ko63es O.l.

KomyHanbHe HekomMepUinHe nignpUeEMCTBO
«O6nacHNA  LUEHTP  OHKOAOrii»,  OHKOXIpypriyHe
BiAi/IEHHS OpraHiB rpyAHOI NOPOXHUHK, M. XapkKiB

31. 3miHa Ha3B Micub NpoBefEeHHA K/iHIYHOro BUMPOOYBaHHSA; 3pa3oK CMNpPOLEHOro MapKyBaHHA
3apeecTpoBaHOro B YKpaiHi nikapcbKoro 3aco0y, AKMii 3aCTOCOBYETLCA B K/1iHIMHOMY BUNPOGYBaHHi
ans nporokony MK-7339-001/ENGOT-0v43/GOG-3036, Bepcis 2.0 Big 1 BepecHsi 2022 p., yKpaiHCbKOLO
MOBOIO [0 MPOTOKOMY KMiHIYHOIO AochifpkeHHs «PaHgomisoBaHe, noggiliHe cnine pocnigkeHHs Il dasu
NMPOBEAEHHS XimioTepanii 3 abo 6e3 nem6ponisymaby 3 nogasibluMM MiATPUMYIOUUM  JliKyBaHHSAM
onanapubom abo nnayebo gnas Tepanii nepLloi AiHil y nauieHTiB 3 PO3NOBCHMKEHUM eniTeslia/IbHUM pakoMm
seuHukiB (EPHA) 6e3 myTauiin y reHi BRCA (KEYLYNK-001 / ENGOT-0ov43/GOG-3036)», Kof AOCMIIKEHHS
MK-7339-001/ENGOT-0v43/GOG-3036, 3 iHkoprniopoBaHow nonpaskoto 03 Big 12 6epes3Hsa 2021 poky;
crnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigabHICTI0O «MC/J, YKpaiHa»

BYNIO CTAJIO
O.M.H., npodd. MoTbko €.C. O.M.H., npod. FoTbKo €.C.
LleHTpasibHa MicbKa KiHiYHA nikapHsa, | KomyHanbHe HeKomepLiliHe nignpMemMcTBO
MICbKUA OHKONOFiYHUIA LeHTp, [epxaBHuii | «LeHTpanbHa Micbka KNiHiYHa nikapHAa»
BULLMIA HaBYa/IbHUIA 3aknaf «YXropoAcCbkuii | YXKropoAcbKoi  MicbKOi  pagu, TepaneBTUUYHE

HaLiOHa/TbHUIA YHIBEpCUTET», Kadeapa OHKOAOTIi
Ta pagionorii  gpakynbTety  NicAaauniIoMHoT
OCBITM Ta [OYHIBEPCUTETCbKOI MiAroTOBKM,
M. Yropog

BigAineHHs, [epxaBHuii BULLMI HaBYasIbHWI 3aKnag,
«YXropoACbKuii HaLioHa/1bHUIA YHIiBEpPCUTET,
Katbeapa oOHkonOrii  Ta papgionorii - dpakynbTeTy
nicnagunaOMHOI  OCBITM  Ta  [OYHIBEPCUTETCbKOI
NiAroToBKW, M. YXropog

K.M.H. TpyxiH [.B.

KomyHanbHa yctaHoBa «OfecbKuii 061acHuii
OHKOJIOTiYHW pucnaHcep», cTaujioHap
[EHHOro nepeGyBaHHsA AucnaHcepHo-
noiKNiHIYHOro BigAineHHs, m. Ogeca

K.M.H. TpyxiH [.B.

KomyHanbHe HeKoMepLuiliHe nignpMemMcTBo
«OpecbKui perioHanbHWiA KNiHiYHNIA
NPOTUNYX/IMHHUIA UeHTP» OgecbKkoi 06nacHoi

pagu», BigaineHHsa ximiorepanii, m. Ogeca




