JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne23 Big 08.12.2022,
HTP Ne38 Big 08.12.2022, Ha siKi 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKU E€KCNEPTIB.»

1. «daza 1lb pocnigpkeHHs 3 MeTOK NepeBipkM KoHUenuil, Ansa OuiHku 6e3neyvyHoCTi, NepeHOCUMOCTI,
thapmakokiHeTUKN, hapMakoguHaMiku Ta nonepeHboT OLiHKM edpeKTMBHOCTI npenapaTy OMS906 y naLieHTiB
i3 MapOKCM3MasIbHOK HIYHOK reMors006iHypieto», kog gocnimpkeHHs OMS906-PNH-002, MNMonpaska 01 Big 19
BepecHsi 2022 poky, cnoHcop - «OMepoc KopnopeiiwH» [Omeros Corporation], CLUA

daza 1b

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

No M.1.6. BignosigansLHoOro gocnigHuka

n/n Ha3ga Micusi npoBefeHHA KiHIYHOro BUNPo6yBaHHS

nikap KapHabega O.A.

1. | MeguuHwnii LeHTP ToBapuCTBa 3 OOMEXEHOI BigNoBIAALHICTIO «ApeHcia EkcnnopaTopi MegiciH»,
BiAAiN KNiHIYHUX AocnifKeHb, M. KWiB

2. bpowypa gocnigHuka gocnigxysaHoro nikapcbKkoro 3aco6y Hipanapi6 (Niraparib)/ 3emxyna (Zejula)
(GSK3985771, MK-4827), Bepcia 14 Big 21 uepBHA 2022 poKy aHrnificbkoro MoBOW; Bpouypa
[ocnigHVKa AoCNigKyBaHOro flikapcbKoro 3aco6y foctapnimaé (Dostarlimab) (GSK4057190A (Takox
Bigomoro ik TSR-042)), Bepcia 07 Big 20 kBiTHA 2022 poKy aHriNCbKO MOBOW; IH(hopmauiliHuii
NINCTOK nauieHTa Ta ¢popma iHchopmoBaHOI 3rogn — yactuHa 1, Bepcia 4.0 Big 20 nunHAa 2022 poky
YKpaAiHCbKOIO Ta pociiicbkolo moBamu; IHhopmauiiiHUii NMCTOK nauieHTa Ta (popma iHhopmoBaHOI
3roau - 4vacTuHa 2, Bepcia 6.0 Big 20 nunHA 2022 poOKy YKPATHCbLKOK Ta POCICbKOK MOBaMu;
CnpouieHe flocbe 3 AKOCTI focCnigKyBaHOro nikapcbkoro 3aco6y Hipanapi6 (Niraparib) y kancynax,
100 mr, Bepcia 1 aHrnificbkoo MoBOK; HekniHiuHe [locbe pocnimpKyBaHMX NiKapcbKux 3acob6iB
Hipanapi6 (Niraparib) ta floctapnima6 (Dostarlimab), Big uepBHs 2022 poKy aHriliCbKOKO MOBOIO [0
MPOTOKOJTY KAiHIYHOro AocnigkeHHs «PaHgomizoBaHe noAgiliHe ciine 6aratoueHTpoBe AOCNigpKeHHS ha3un 3
poctapnimady (TSR-042) B kombiHaL,il 3 kapbonnaTMHOM i NakaiTakces1oM NopiBHAHO 3 Nnaue6o B KoMOGiHaLi
3 KapbonnaTtMHOM i MakliTakcenoMm y MauieHTOK 3 peunamBHUM abo NepBUMHHUM MOLUMPEHUM PakoM
eHgomeTpito (RUBY)», kog gocnigkeHHs 4010-03-001, sepcia 4.0 Big 31 6epesHs 2022 poky; CMOHCOp -
TESARO, Inc., CLLA

3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOIO BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

3. IHchopmauiiiHuii NMCT nauieHTa CTOCOBHO Aill B ymoBax naHgemii (takoi sk COVID-19) a6o iHwWwux
BaX/IMBUX NOAIN, AKi BNAINBAOTb Ha y4yacTb Y gocnimkeHHi [IHcopmauiiiHnii nuct pnsa yuyacHuka
KNniHiYHOro BuUNpoGyBaHHA], Bepcia 2.0 aona YkpaiHu Big 15 cepnHa 2022 poky, YKPAiHCLKOKO Ta
pociiicbkolo MoBamu; 3pa3oK MapKyBaHHA AOC/ifKyBaHOro J/liKapCbKOro 3aco0y YnapauuTuHiO
(ABT-494), 15 wmr, TabneTkn, BKPUTI NNiBKOBOIO 060J/I0HKOIO, 100 TabsieTOK, YKPaAiHCbKOIO MOBOIO;
3pa3ok MapKyBaHHS AOCNiAKYBaHOro JlikapcbKoro saco6y YnagauutuHio (ABT-494), 30 mr, Ta6neTku,
BKPUTI MJIIBKOBOIO 06GOJ/IOHKOI, 100 TaGs1eTOK, YKPAiHCbKOK MOBOK [0 MNPOTOKO/Y K/iHIYHOTO
JocnipkeHHs «baratoueHTpoBe, paHLoMi30BaHe, NoagiliHe chine, niaueb0-KOHTPO/IbOBaHe [OBrOCTPOKOBE
NPOAOBXEHE [AOCNIMKEHHS NIATPMMYKOYOi Tepanii Ansa  BMBYEHHS ed)eKTMBHOCTI Ta 6e3neyHocTi
YnapgauutuHioy (ABT-494) y nauieHTiB 3 XBOp0o60t0 KpoHa, ki 3aBepLunnn aocnimpkeHHs M14-431 yn M14-
433», kop, gocnigpkeHHss  M14-430, 3 iHkopnopoBaHUMM AQMiHICTPaTUBHUMM 3MiHamMK 5 Ta 6 i Monpaekamu 1,
2,3,4,5,6Ta7Big 16 nuctonaga 2021 poky; cnoHcop - AbbVie Inc., USA

3anBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

4. 3miHa Ha3BU Ta agpecu CnoHcopa (byno: «Mepk Lapn eHa foym Kopn.», fo4vipHe nignpnemMcTBo
«Mepk eHp Ko., IHK.», CLUA, (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA),
Appeca: Mepk ApaiiB, 1, nowTtoBa cKkpuHbka 100, m. BaliTxayc-CteiiwH, wrtat Hoto-Oxxepci, 08889-0100,
CLLA (One Merck Drive, P.O. Box 100, Whitehouse Station, New Jersey, 08889-0100, USA); Ctano: TOB
Mepk Lapn eHg Aoym (Merck Sharp & Dohme LLC), Agpeca: 126 IcT J/liHkonbH aBeH1o, n/c 2000, Pasei,
Hbro Dxepci, 07065, CLLUA (126 East Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, USA); 3pa3ok
MapKyBaHHA OOCNiAKyBaHOro siikapcbkoro 3acooy MK-7655A Vial, Bepcis 2.0 Big 07 kBiTHA 2022 poKy,
AHrNifcCbKOIO Ta YKPAiHCbKOI MOBaMK; 3pa3okK CMpPOLEHOro MapKyBaHHA 3apeeCcTPOBAHOIO B YKpaiHi
NiKapcbKOro 3acoby, sKuii 3acTOCOBYETbLCS B K/liHIMHOMY BUNpoGyBaHHi MK-7655A-021, Bepcis 2.0 Big,
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22 nunHsa 2022 poky, YKpaiHCbKOK0 MOBOIO; 3pa3ok MapKyBaHHA [,0C/iAXYBaHOr0 J1iKapCbKOro 3acooy
MK-7655A (imineHem/unnacTtatuH/pene6akram) Ans1 JIOKA/IbHOTO BUKOPUCTaHHA B AOCNIAHULILKAX
LeHTpax, Bepcii 2.0 Big 22 nunHAa 2022 poKy, YKpPaiHCbKOO MOBOIO; 3MiHa Ha3BU Micus NpoBefeHHs
KNiHiYHOro BUNPOGYBaHHA [0 MNPOTOKO/Y K/IIHIYHOrO JochimpkeHHA «Bigkpute, paHgoMi3oBaHe,
KOHTPO/IbOBaHe 3a [0MNOMOroK akTUBHOro npenapary KniHiyHe gocnimpxkeHHs /111 dha3n gna ouiHkm 6esneku,
nepeHocnMOocTi, edpeKTUBHOCTI Ta thapmakokiHeTukn MK-7655A y aiteii BikOM Big HapomkeHHs1 fo 18 pokis 3
nigTBEPAKEHO abo nifo3pHOBaHOK rPaMHEraTMBHOK OGaKTepiasibHOW IH(PEKUIE», KoL, [OCMIMKEHHS
MK-7655A-021, 3 iHKoprnoposaHoto nonpaskoto 03 Big 15 rpyaHsa 2021 poky; crnoHcop - «Mepk Wapn EHA,
Joym Kopn.», gouipHe nignpuemctso «Mepk EHA Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[], YKpaiHa»

CTANIO
TOB Mepk LWapn eHng Aoym (Merck Sharp &
Dohme LLC),

BYNo
«Mepk LWapn eHg [MOoym Kopn.», podipHe
nianpuemctBo «Mepk eHp Ko., IHK.», CLLUA, (Merck

Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc., USA),
Appeca: Mepk [JpaiiB, 1, nowTtoBa CKpMHbKa 100,

Appeca: 126 lct JliHkonbH aBeHio, n/ic 2000,
PaBeii, Hblo [xepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,

M. Baiitxayc-CreiiwH, wtat Hbto-Mhxkepci, 08889-
0100, CLLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

USA)

BYNno CTANO

A.M.H. Bnacos O.0.

KomyHanbHe nignprveMcTBo «JHinponeTpoBcbKa
o6nacHa antava KNiHiYHa nikapHsa»
JAHinponeTpoBCbKOiI 06/1acHOT pagu», BigaineHHs
iHTEHCMBHOI Tepanii Ta edqepeHTHMX MeToaiB
NiKyBaHHS TOCTPUX | XPOHIYHWX IHTOKCUKaL y aiTei,
M. [Hinpo

A.M.H. Bnacos O.0.

KomyHasbHe nignNprUeMCTBO «PerioHanbHui
MeOVUYHUA LEeHTP POAUHHOIO  340pPOB’A»
JAHinponeTpoBCbLKOI 06/1aCHOI paau», BigaiNeHHs
iHTEHCMBHOI Tepanii Ta eqepeHTHUX MeTogiB
NiKyBaHHS rTOCTPUX | XPOHIYHUX iHTOKCUKALLA y AiTen,
M. [Hinpo

5. OHOBNEeHuWI NpoTokon, nonpaBka 1 Bepcia 2.0 Big 24 ciuHA 2022 p.; JONOBHEHHA A0 NPOTOKOAY
woAo nom'akweHHA Hacnigkis COVID-19, nonpaBka 2, Bepcis 3.0 Big 31 ciuHAa 2022; 3miHa crnoHcopa 3
Avanir Pharmaceuticals, Inc., USA Ha Otsuka Pharmaceutical Development & Commercialization, Inc.,
USA; 20-AVP-786-306 ®opma iHhbopmoBaHOiI 3roau AN NawlieHTa, YKpaiHa, Bepcis 5.1.0 Big 07 BepecHA
2022 p. Ha ocHOBi Maiictep Bepcii 1.4, yKpaiHCbKOIO Ta pociiicbkolo moBamu; 20-AVP-786-306
IHchopmaunia ana gornagava t1a popma iHhopMmoBaHoi 3rogu, YKpaiHa, Bepcia 4.1.0 Big 07 BepecHsA
2022 p. Ha OCHOBiI Mmaiictep Bepcii 1.3, yKpalHCbKOK Ta pocCiiicbKoo moBamu; 20-AVP-786-306
IHchopmauia gna gornagaya (cniBpoGiTHMKA NikapHi) Ta hopma iHopmoBaHOI 3roau, YKpaiHa, Bepcis
4.1.0 Big 07 BepecHsi 2022 p. Ha OCHOBI MaiicTep Bepcil 1.3, yKpaiHCbKOIO Ta pocilicbkolo moBamu; 20-
AVP-786-306 IHchopMoOBaHa 3roga WoA0 NoAanbLIOro CNoCTepPeXeHHsA 3a BariTHICTIO, YKpaiHa, Bepcis
2.1.0 Big 07 BepecHsA 2022 p. Ha ocHOBI Maiictep Bepcii 1.1, yKpaiHCbKOIO Ta POCIiCbKOI0 MOBamW;
Aocbe pocnigxyBaHoOro nikapcbkoro sacooy AVP-786 Bepcia 8.0 Big 25 ntoTtoro 2022 p.; Bpowypa
pocnigHuka, AVP-786, BugaHHs 9.1 Big 18 ciuHsa 2022 p.; OHOB/ieHUIA 3pa30K MapKyBaHHsA ansa AVP-786
abo nnaue6o Big 18 nuctonaga 2021 p.; 3miHa Micua NpoBefeHHSA KIHIYHOro BUNPOGYyBaHHA; 3MiHa
HasBM Micusli nNpoBeAeHHs1 K/NiHIYHOro BUMPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO  [OC/IIKEHHS
«baraToueHTpoBe, paHAoMi30BaHe, NoAgiliHe cnine, nnaueb0-KOHTPOsIbOBaHE AOCNIMKEHHS (a3 3 Ans
OUiHKM eheKTMBHOCTI, 6e3neyHoCTi Ta nepeHocumocTi npenapaty AVP-786 (geypekctpomeTtopdhaHy
rigpo6pomig [d6-DM]/xiHianHy cynbtat [Q]) Ana nikyBaHHA axkutauil B NaUiEHTIB i3 AeMeHLUIE
anbLUreimepiBCcbKOro TUNy», koa pocnimkeHHst 20-AVP-786-306, nonpaeka 1, Bepcia 2.0 Big 30 6epe3Hs
2021 p.; cnoHcop - Avanir Pharmaceuticals, Inc., USA

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

CTANO
Otsuka Pharmaceutical
Commercialization, Inc., USA

BYNO
Avanir Pharmaceuticals, Inc., USA

Development &

BYNO CTANIO

4.M.H. Mopos C.M.
KomyHanbHe

4.M.H. Mopo3 C.M.
KomyHanbHe

nignpPMemMcTBO nigNpueEmMCTBO




«HiNnponeTpoBCcbKa oG/lacHa KhiHiYHaA NikapHA | «[JHinponeTpoBCcbLKa 6aratonpodisnibHa KiiHiuHa

im. (A MeuHukoBa»  [IHINPONETPOBCBLKOI | NiKAPHA 3 HafaHHA ncuxiaTPUyHOI AOMOMOrun»
oGnacHoi pagwn», O6GnacHwii ueHTp | AHinponeTpoBCbLKOI o6nacHoi pagu»,
NCcUXocomMaTUYHUX posginis Ha 6asi | ncMxocomaTUUYHUii LEeHTP, M. [Hinpo

NCUXOHEBPOOriYHOro BiaAiNeHHs, M. [IHiNpo

BYNO CTANIO
[npekTop Bpy6nescbka |.B. [npektop Bpy6nescbka |.B.
KomyHanbHe HeKomepuiliHe nignpmemcTtBo | KomyHasilbHe HeKomepuiliHe nignpuemcTBo
«KuiBCcbKa MicbKa NcuxoHeBposioriyHa nikapHA Ne | «KniHiuHa nikapHa «MCUXIATPIA»»

3» BUKOHaB4YOro opraHy KuiBCbKOi MiCbKOi pagn | BUKOHaBUYOro opraHy KuiBcbKoi MiCbKOI pagu
(KuiBcbKOi MicbKOI pAepxaBHOi agMiHicTpauil), | (KniBcbKoi mMicbKOi aepXaBHOI agMmiHicTpauii),
ncuxiatpuuHe BigaineHHAa Ned, cmT. [NeBaxa, | 3arasibHoncuxiaTpuyHe BiaggineHHs Ne30, cmT.
BacunbkiBCbkuid p-H., KuiBcbka 06/1. neBaxa, PacTiBCbKUii p-H., KniBcbka 06/1.

6. OHoBneHui npotokon SEP361-301, Bepcis 5.00 3 iHKOPNOpPOBaHOK CyTTEBOIO nonpaBkoto 4.00 Big,
13 xo0BTHA 2022 pokKy; AopaTok Ne2 Big 06 BepecHsi 2022 poky Ao Bpoluypu gocnigHuka, sepcii 11.0 Big,
07 rpyaHa 2021 pokKy, aHrnilicbKoro MOBOIO; 3MiHa Ha3BM MiCUs NMPOBEAEHHA BUMPOGYBaHHA [0
NMPOTOKOMY  KMIHIYHOTO  JOChifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
GaraToLEHTPOBE AOCAIMKEHHS, LLIO MPOBOANTLCS B NapanefnbHMX rpynax, i3 3actocyBaHHAM (hikCOBaHUX 103
ANs OuUiHKM edhbeKTUBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 y naujieHTiB i3 WM30dIPEHIED ¥ FOCTPOMY
NCUXOTUYHOMY eni3ofi», koa gocnipkeHHs SEP361-301, sepcis 4.00 3 iHKOPNOpOBaHOK CYTTEBOIO MOMPaBKOHD
3.00 Big 26 ciuyHa 2021 poky; cnoHcop - «CyHoBioH ®apmackioTikanc IHK.» (Sunovion Pharmaceuticals Inc.),
CLWA

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO CTAJIO
Anpektop KoceHkoBa |.B. AnpekTop KoceHkoBa |.B.
KomyHasibHe HekomepLiiHe nignNpUeMcTBO | KoMyHabHe HekomepLUiiHe nignpueMCTBO

«Yepkacbka o06nacHa ncuxiaTpuyHa  fikapHa | «Yepkacbka ob6nacHa — ncuxiaTpyyHa  JlikapHA
Uepkacbkoi 06/s1acHOT pagmn», XiHo4ye BiaAineHHs | Yepkacbkoi 06nacHOi pagu», XiHode BiggineHHs
Nell, yonosiue BigaineHHA Nel2, Yepkacbka 06/1., | Nell, yonoBiue BiggineHHsa Nel, Uepkacbka 0611.,
M. Cmina M. Cmina

7. OHoBneHu npotokon SEP361-302, Bepcifa 4.00 3 iHKOpnopoBaHOIO CyTTEBOIO nonpaskoto 3.00 Big,
13 xoBTHA 2022 poKy; AoaaTok Ne2 Big 06 BepecHs 2022 poKy no bpolwypu gocnigHuka, Bepcii 11.0 Big
07 rpypHa 2021 poky, aHrNilicbKOK MOBOK /10 NPOTOKOMY KAiHIYHOIO A0ChigKeHHs «PaHaomizoBaHe,
noAgiliHe cnine, nnaLeb60-KOHTPOIbOBaHe, 6aratoLeHTPOBE AOCAIAKEHHS, L0 NPOBOAMTLCS B NapasiesibHUX
rpynax, i3 3acTocyBaHHsAM pikCOBaHWX 4,03 A/18 OLiHKN edpeKTUBHOCTI Ta 6e3neyHocTi npenapaTty SEP-363856
y NAUIEHTIB i3 LWUN30IPEHIEID Y TOCTPOMY NCUXOTUUYHOMY eni3ogi», kog focnipkeHHsa SEP361-302, sepcisa 3.00
3 iHKOpNopoBaHot CYTTEBO Nnornpaskoto 2.00 Big, 26 ciuHa 2021 poky; cnoHcop - «CyHOBIOH ®apmachoTikauic
IHK.» (Sunovion Pharmaceuticals Inc.), CLLA

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

8. MonpaBka 7 go npotokony B7931028, Bepcisa 7 Big 22 uepBHA 2022p.: IHchopmaLiiiHWiAi NMCTOK ans
nauieHTa Ta dpopma iHpoOpMOBaHOI 3rogn Ha y4yacTb Y KNiHIYHOMY AOCigKEeHHi YKPpaiHCbKOO MOBOIO
(ocTtaTouHa Bepcis), Bepcisa 6 Big, 24 uepBHA 2022p.; IHhopmauiiiHWMii NTNCTOK ANA nauieHTa Ta hopma
iHhopMOBaHOT 3rogu Ha yyacTb Y KNiHIUHOMY AOCHifKeHHi pociicbkolo MOBOK (OCTaTouHa Bepcis),
Bepcis 6 Big 24 uepBHsa 2022p.; IHchopmauiliHuii NIMCTOK ANA NaulieHTa Ta hopma iHpopmoBaHOi 3roaun
Ha yyacTb Y KNiHiYHOMY AOocC/if)XeHHi aHINiiCbKOI0 MOBOIO (OCTaTOuHa Bepcis), Bepcia 6 Big 24 uepBHsA
2022p.; MNopoBXeHHA TPUBaNOCTI KNiHIYHOro BUNPOOYBaHHSA B YKpaiHi Ao 23 cepnHA 2023 poky [0
MPOTOKO/lY  K/HIYHOTO  JochifpkeHHs «PaHgomizoBaHe, noAgifiHe chine, niaueb0-KOHTPONbOBaHeE,
baraToueHTpoBe AocnimkeHHs ha3n 2B 3 nigbopy Aiana3oHy A03 419 OLUHKA Npoquisito eEKTUBHOCTI Ta
6e3neyHocTi npenapaty PF-06700841 B y4aCHWKIB 3 aKTUBHUM CUCTEMHUM YepBOHUM BOBYakoM (CUB)», kog,
pocnipkeHHs B7931028, chiHasibHa Bepcis 3 IHKOPNOpPOBaHOK Nonpaekoto 4, Big 2 6epesHsa 2021 p.; cnoHcop -
Mdpaiizep IHk., CLUA

3asaBHUK - MNMdpaiizep IHK., CLUA



9. Bpowypa gocnigHuka Ana [ocnigKyBaHOro flikapcbKoro 3acooy nasepTiHio (YH25448), sepcisa 11
Big 07 nunHAa 2022 poky; IHchopmauia ana nauieHTa Ta Popma iH(popmoBaHOI 3roau, Mmogenb ANs
YkpaiHu, Bepcis 5.0 Big 13 BepecHs 2022 poky (yKpaiHCbKOO Ta pociicbkoto moBamu); IHchopmauis ans
nauieHTa Ta ®opma iHpopmoBaHoi 3roau (MepexpecHe gocnigxeHHA), moaenb ANA YKpaiHu, Bepcia
5.0 Big 13 BepecHs 2022 poky (YKpaiHCbKOI Ta POCIACbKOW MOBamMMu) [0 MPOTOKONY KAiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, noggiiHe cnine pocnigpkeHHs ®asm Il gna ouiHkM edekTMBHOCTI Ta
6€e3MeyYHOCTi Na3epTiHiGy B MOPIBHSAHHI 3 reduiTiHIBOM sk Tepanii meploi NiHii B MauieHTiB 3 MicLeBo-
nowypeHnm abo meTactaTU4HUM HEeLPIGHOK/TITUHHM PaKoM JIETEHIB 3 MyTaLi€l, WO CEHCUTU3YE peLenTop
enigepMasibHoro doaktopa pocTy», Koa gocnimxkeHHs YH25448-301, sepcia 2 Big 03 BepecHs 2020 poky;
crnoHcop - Yuhan Corporation, Republic of Korea / FOxaH KopnopeliwH, Pecny6nika Kopes

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

10. NMpoTokon KniHiyHoro Bunpo6yeaHHA MK-7339-008, 3 iHKopnopoBaHoto nonpaBkol 06 Big 09
BepecHs1 2022 poKy, aHIMiNCbKOK MOBOIO; 3pa3oK MapKyBaHHA [OC/iAKYBaHOro JlikapCbKOro 3acooy
MK-3475_Kit, Bepcia 2.0 Big 04 xoBTHA 2022p., aHrNilicbKOK Ta YKpaiHCbKOK MoBamMu; 3pasok
MapKyBaHHA AocCnifKyBaHOro siikapcbkoro 3acody MK-3475_Vial, Bepcis 2.0 Big 04 »xoBTHA 2022p.,
aHrNiNCcbKOK Ta YKPaiHCbKOK MOBamu; 3pa3oK MapKyBaHHS AOCNIMKYBaHOro J1iKapCbKOro 3acooy
Olaparib or Placebo Bottle, Bepcis 3.0 Big 08 uepBHsa 2022p., aHIMIACbLKOK Ta YKPAiHCbKOIO MOBaMu;
3pa3ok CnpoLWEeHOro MapKyBaHHA 3apeecTpoBaHOrO B YKpaiHi nikapCcbKoro 3acoby, SAKuiA
3aCTOCOBYETLCA B K/iHIYHOMY BUNpoOyBaHHi aAnsa npotokony MK-7339-008, Bepcis 2.0 Big 05 )XOBTHA
2022p., YKpalHCbKOK MOBOK [0 MPOTOKO/Y KIIHIYHOrO AochimpkeHHs «docnimkeHHsa Il casmn ans
nemoponisymady y KombGiHauii 3 kapbonnatuHom / TakcaHOM (maknitakcesn abo Hab-naknitakcen) 3
noAasnblUMM BBEAEHHAM NemMoposisymady y koMbGiHaLii 3 NigTpuMyoumMM AikyBaHHAM ofianapnoom abo 6e3
HbOro B AKOCTI Tepanii nepLwoi MiHil y nauieHTiB i3 MeTacTaTuYHUM MNJIOCKOKNITUHHUM HeApiOHOKNITUHHUM
pakom nereHis (HOKP/)», kog gocnigxeHHs MK-7339-008, 3 iHkopnopoBaHoto nonpaskoto 05 Big 18 ntotoro
2022 poky; cnoHcop - TOB Mepk Wapn eHg Jdoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHicTI0 «MC/L YkpaiHa»

11. OHoBneHa Bpowypa fdocnigHuka Ha npenapat KoHuusyma6, npoekt NN7415, Femoduinia A
ycKknagHeHa a60 HeycknagHeHa iHrioitopamm po cpakrtopa VI, Femodpinia B ycknagHeHa a6o
HeycCKnagHeHa iHriéitopamu go chaktopa IX, BugaHHsa 12, cpinanbHa Bepcis 1.0 Big 19 BepecHs 2022 p.,
aHrNificbKOK MOBOKO A0 NPOTOKOANIB KAIHIYHUX A0CMiMKEHb: «EEKTMBHICTb Ta 6e3neka nNpodinakTMyHoOro
3actocyBaHHA KoHUM3ymaby y nauieHTiB 3 remocpinieto A unm b, He yCKknagHEHOW iHriGiTopamn», Kog
pocnipkeHHss NN7415-4307, dhiHanbHa Bepcis 5.0 Big 25 6epesHa 2021 p.; «EdeKkTUBHICTL Ta 6e3neka
npoginakTMyHoro 3actocyBaHHA KoHumaymaly Yy nauieHTiB 3 remodpinieto A um B, ycknagHeHow
iHriGiTopamu», ko gocnimkeHHss NN7415-4311, cpiHasibHa Bepcis 7.0 Big 18 uepBHs 2021 p.; cnoHcop - Novo
Nordisk A/S (OaHis)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

12. OHoBneHuii NPOTOKON KAiHiYHOro BunpoGysaHHA MK-3475-B21 | ENGOT-enll /| GOG-3053, 3
iHkopnopoBaHoto nonpaskoto 03 Big 25 cepnHA 2022 poky, aHIiACbKOIO MOBOLO; YKpaiHa, MK-3475-
B21 / ENGOT-enl1l | GOG-3053, Bepcisa 1.02 Big 31 cepnHsa 2022 p., yKpaiHCbKOIO MOBOWO, iH(hopmauis
Ta AOKYMEHT npo iHcopMmoBaHy 3rogy AnA nauieHTa; 3paskM MapKyBaHHS AOCNif4KYyBaHOro
nikapcbkoro 3acoGy: “MK-3475-B21_Pembrolizumab_Kit”, Bepcia 2.0 Big 24 TtpaBHA 2022 p.,
aHrniicbkolw Ta YKpaiHcbKow MoBamu; “MK-3475-B21_Pembrolizumab_Vial”, Bepcia 2.0 Big 24
TpaBHA 2022 p., aHriicbKo Ta YKpaiHCbKOW MoBamu; 3pa3oK CNPOLWEHOro MapKyBaHHS
3apeecTpoBaHOro B YKpaiHi nikapcbKoro 3aco0y, AKMii 3aCTOCOBYETLCA B K/1iHIMHOMY BUNPOGYBaHHi
MK-3475-B21 | ENGOT-en1l1 | GOG-3053, Bepcia 2.0 Big 13 BepecHsi 2022 p., yKpPaiHCbKOI0O MOBOIO;
3pa30K MapKyBaHHA AOCNiMKYBaHOro flikapcbkoro sacody MK-3475 (nem6ponisymad) | nnaue6o ans
JIOKaNNbHOTO BUKOPUCTaAHHA B AOCNIAHULbKMX uUeHTpaxX, MK-3475-B21 | ENGOT-enl1l | GOG-3053,
Bepcis 2.0 ansa Ykpainu Big 13 BepecHA 2022 p., yKpaiHCbKOK MOBOIO; 3MiHa Ha3BU MicLsl NPoBeAEHHS
KMIHIYHOTO BUNPOGYBaHHA [0 MPOTOKO/Y KIHIYHOTO JOCHiMpKEHHS «PaHAomi3zoBaHe, noAgiliHe chine
pocnipkenHs 1l dpasn gna ouiHkm neméponiymady nopiBHAHO 3 Mauebo y kombiHauii 3 af'toBaHTHO
ximioTepanieto 3 abo 6e3 NpoMeHeBOT Tepanii AN NikyBaHHSA NaLi€eHTOK 3 HeJaBHO AiarHOCTOBaAHMM PakoM
€HAOMETPIS 3 BMCOKUM PU3NKOM Micns onepauii 3 nikyeasibHo MeTot (KEYNOTE-B21 / ENGOT-enll /
GOG-3053)», koa gocnipkeHHss MK-3475-B21 /| ENGOT-enl11l/ GOG-3053, 3 iHKOpnopoBaHo nonpaskoto 02
Big 13 TpaBHA 2021 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBapUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»

| BYNO | CTANNO |




nikap NigBep6eLlbka A.B.
O6nacHe KOMyHaslbHe HEKOMepL,iliHe NigNPUEMCTBO
«BYKOBUHCBKWIA  K/MIHIYHWIA  OHKOMOFIYHWIA  LIEHTP»,

nikap MNigsep6eubka A.B.
O6nacHe KOMyHa/lbHe HEKOMEpLiiiHe NiANPUEMCTBO
«BYKOBMHCBKMIA  K/IHIYHWIA OHKOMOTIYHWIA  LLeHTP»,

CTPYKTYPHUIA Nigpo3ain geHHoro crauioHapy,
M. YepHiBLi

CTPYKTYPHUIA Nigpo3Ain KAiHIYHOT OHKOJOCrii,
M. YepHiBui

13. MpoTtokon kniHiyHOro BunpooysBaHHA MK-7339-003 3 iHKopnopoBaHoOlo nonpaskolo 05 Big 08
BepecHs 2022 poKy, aHriicbKOO MOBOIO; 3MiHa Ha3BU Ta agpecn CnoHcopa; 3mMmiHa KOHTaKTHOI oco6u
crnoHcopa; 3MiHa KilbKOCTI gocnigKyBaHux B YKpaiHi 3 50 go 16 oci6; YkpaiHa, MK-7339-003,
IHchbopmauia Ta AOKYMEHT npo iHhopMoBaHy 3rogy Asis nauieHTa, Bepcia 2.00 Big 18 xxoBTHA 2022 p.
YKpaiHCbKOIO MOBOIO; 3MiHa BignoBigasibHOro gocnigHuka ta Ha3Bu MIMB 00 NPOTOKO/Y KAIHIYHOrO
pocnimpkeHHs «PaHgomisoBaHe, BigkpuTe gocnimkeHHs 3 dpasn Ans ouiHKKM eqeKTMBHOCTI Ta 6e3neyYHoCTi
MOHOTepanii onanapu6om abo Yy koMGiHauii 3 6eBauu3ymMaboM, Yy MOPIBHSHHI i3 3aCTOCYBaHHSM
6eBaumsymany i3 pTopnipumignHaMy y nauieHTiB 3 HeonepabesibHUM ab0o MeTacTaTUYHUM KONOPEKTa/TbHUM
pakom 6e3 03HaK nporpecyBaHHsA XBOpoOM micns iHAyKuiiHOT Tepanii nepwoi AiHii (LYNK-003)», kog
pocnipkeHHa MK-7339-003, 3 iHkopriopoBaHoto nonpaskoto 04 Big 29 nuctonaga 2021 poky; cnoHcop - «Mepk
Wapn Exg Joym Kopn.», godipHe nignpuemcTtso «Mepk EHg, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Appeca: Mepk [JpaiiB, 1, nowTtoBa CKpuHbKa 100,
M. Baiitxayc-CreiiwH, wrat Hoto-Oxepci, 08889-
0100, CLLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-
0100, USA)

BYNO CTANO
«Mepk LWapn eHg JMOoym Kopn.», podipHe | TOB Mepk Lapn eHg Aoym (Merck Sharp &
nignpuemcteo «Mepk eHp Ko., IHk.», CLUA, | Dohme LLC)

Appeca: 126 Ict JliHkonbH aBeHto, nic 2000,
PaBeii, Hbto [bxepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

BYNO

CTANO

MN.l.6. KOHTaKTHOI oco6u: Kapnoc Maiio (Carlos
Mayo)

KoHTakTHuii TenecoH: +1 732 594 6473
dakc: He HagaHo

Appeca €/1IeKTPOHHOI
carlos.mayo@merck.com

nowTun:

MN.I.B. KOHTaAKTHOT 0co6u: Jain Rishi
KoHTakTHuii TenecoH: +1 (267) 3055704
®dakc: He HagaHo

Appeca eJIeKTPOHHOI
rishi.jainl@merck.com

nowTwn:

BYNO

CTANO

4.M.H. Ckopwuii [.1.

3aB. BigAineHHs InbiH €.0.

KomyHasnbHe HekomepUiiHe nignpuemcTeo | KomyHasibHe HekomepLUiiHe nignNpUeMCTBO
«O6NacHUiA  LEeHTp OHKOJIOfi», OHKOXIpypriyHe | «O6nacHUin  LEeHTP  OHKOMOrii»,  OHKOXipypriuHe
BiOOi/1IeHHA LWTYHKOBO-KULLKOBOIrO TPaKTy, | Big4i/IeHHS opraHiB 4YepeBHOI MOPOXHUHMU,
M. XapkiB M. XapkiB

14. Bpowypa gocnigHuka gna AocnigKyBaHoro fikapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcis
13 Big 04 »oBTHA 2022 poKy A0 NPOTOKOSIB KIHIYHUX AOCAifKeHb: «PaHAoomisoBaHe, noAgiHe crine
pocnimpkeHHs, Il hasmn, ana nopiBHAHHA NpenapaTty YnagauuTtuHio (ABT-494) 3 nnaue6o Ta 3 aganimymaoom,
y NauieHTiB 3 cepeHbOTSXKKOI abo TSKKOK hopMaMun aKTMBHOTO PEBMATOILHOr0 apTpuTy, WO OTPUMYHOTh
CTabifibHy 6a3McHy Tepanito MeTOTPeKcaToOM Ta He AOCAINN afeKBaTHOI BiAMNOBIAI Ha HET», KOA, AOCNiIKEHHSA
M14-465, 3 iHkopnopoBaHot AamiHicTpaTueHot 3miHoto 1 Ta Monpaskamun 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4,
4.03, 5, 6 Ta 7 Big 20 nuctonaga 2020 poky; «barartoueHTpoBe, TpuBasie NogoBxeHe aocnimkeHHs Il dhasu 3
OLjiHKM 6e3MeYyHOoCTi Ta edPeKTUBHOCTI YnagaunTuHioy (ABT-494) y nauieHTiB 3 BUPA3KOBUM KOMITOM», KOZ
pocnigpkeHHa M14-533, 3 iHkoprnopoBaHUMM AAMiHICTpaTMBHUMM 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbkun ana Kanazgu)
Ta MNonpaskamn 0.01, 1, 2, 3, 4, 5 Ta 6 Big 31 nunHa 2020 poky; «PaHgomizoBaHe, MoAgiliHe crine
pocnigpkenHs, Il dhasn, gna nopiBHAHHA npenapaty Ynagauntulio (ABT-494) 3 nnaue6o Ta 3 aganimymabom
y NaUi€HTIB 3 aKTMBHMM MCOPIaTUYHUM apTPUTOM, SIKi MaKOTb B aHaMHEe3i HeaZeKBaTHY BiAMNOBIAb NPUHANMHI HA
OAMH HeBioNorivyHnii XBopobo-moandikytoumii npoTupeBmaTnyHuin npenapat (XMMPI) — SELECT — PsA 1»,
Koa gocnigxeHHs M15-572, 3 iHKopnopoBaHMMK agMiHICTpaTUBHMMUK 3MiHamn 1, 2, 3, 4, 5, 6 [an15 TOHKOHrYy



(Kntait)], 7 i 8 Ta Monpaskamu 1, 1.01 (gnsa VHP kpain) 2, 3, 4, 5, 6 Ta 7 (4714 BCix KpaiH kpim SAnoHii) Big 30
ciuHa 2021 poky; «BbaratoueHTpoBe, paHAOMi30BaHe, MoABiliHe cnine, nnaue60-KOHTPOSIbOBaHE
[OBrOCTPOKOBE MPOJOBXEHe [OC/iMKEeHHS MiaTpUMyodoi Tepanii 4N BMBYEHHA eqEeKTMBHOCTI Ta
6e3neyHocTi YnagauuTuHioy (ABT-494) y nauieHTiB 3 XxBopo60to KpoHa, Sk 3aBepLuniv gocnimpkeHHa M14-
431 un M14-433», kof pocnigxeHHs M14-430, 3 iHkopnopoBaHMMKU AAMIHICTpaTUBHUMN 3MiHaMn 5 Ta 6 i
Monpaekamu 1, 2, 3, 4, 5, 6 Ta 7 Big 16 nuctonaga 2021 poky; «PaHgomisoBaHe, noagiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe pochimpkeHHs dasn 3 ans ouiHkM npenapaTty ynagauyuMTtuHIO y nignitkie Ta [OpOC/anX
NawuieHTIB 3 MOMIPHUM Ta TSXKKMM aTONiYHUM AepMaTUTOM», Kog, AochnimkeHHsa M16-045, sepcia 6.0 Big 28
ciyHa 2021 poky; «[lMporpama paHAOMiI30BaHuX, MAaueb0-KOHTPO/IbOBaHMX MOABIAHMX CMINMX OOCAIMKEHb
hasn 3 gna ouiHkM eddeKTMBHOCTI Ta 6e3neyYyHoCTi YnagauuTuHIGy y A0poCAnX NauieHTIB 3 akCiaslbHUM
CMOHAMMOAPTPUTOM i3 MOoAasiblUMM NEepPIioAoM MPUNUHEHHS iKyBaHHA NPWU  AOCATHEHHI peMicii», kopg,
pocnimpkeHHs M19-944, sepcis 5.0 Big 12 nunHs 2021 poky; cnoHcop - AbbVie Inc., USA

3adBHUK - «E66BI BioghapmacktoTikans FTmM6X», LLseliuapis

15. IHchopmauiiiHuii NUCT NalieHTa CTOCOBHO Aili B yMoBax naHgeMii (Takoi sk COVID-19) a6o iHwux
BaXUIMBUX NOAIN, AKi BNAINBAOTb Ha yyacTb Y gocnimkeHHi [IHdopmauiiiHnii nuct pnsa yuyacHuka
KNiHIYHOro BUNpPOGYBaHHA], Bepcia 2.0 ana YKpaiHu Big 15 cepnHa 2022 poKy, YKpaiHCbKOIO Ta
pocilficbkolo MoBaMu [0 MPOTOKONY KMIHIYHOTO JochiigxeHHs «baratoueHTpoBe paHAOMi30BaHe
JocnimpkeHHs 3 asu, Lo NpoBOAMTLCA Y CNINOMY 418 oujiHloBaYva eDekTUBHOCTI PeXMMi 3 METOK BUBYEHHSA
picaHKizymaly Yy MOpPIiBHAHHI 3 yCTeKiHymabom npu NikyBaHHI AOPOCAMX MNAaUiEHTIB i3 XBOpO6GOK KpoHa
CepeHbOBaXKKOTO UM B&XKKOIO CTYNEHK TAXKOCTI, AN AKMX Tepania npenaparamu, Lo MPUrHivyoTb
aKTMBHICTb (DaKTOPY HEKPO3Y NYyX/IMHW, BUABUIACL HEEDEKTUBHOID», KOA, AocnimpkeHHs M20-259, sepcis 2.0
Bif 28 BepecHs 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3adaBHuKK - E66BI BiodhapmachtoTikan3 MM6X, LLseiilapis

16. OHOBIEHMIT NPOTOKO KJ/iHIYHOrO AocnigkeHHs 3 nonpaBkoto 07, Bepcia 1 Big, 13 BepecHA 2022p.,
aHrniicbKo MoBoK; OcHOBHA iHthopmauis Npo gocnigkeHHs i popma iHdhopmoBaHoi 3rogu, Bepcis 9
Biag 14 BepecHs 2022p., aHrniiicbkoo moBoto; IHpopmaulis gna naugieHta i popma iHchopmoBaHOi
srogn, Bepcisa ana YkpaiHu Ne 9, Big 19 BepecHA 2022 p. (Ha ocHoBi OCHOBHOI iHpopMmauii npo
pocnipkeHHs i opmu iHhopmoBaHOi 3roau, Bepcisa 9 Big 14 BepecHa 2022p.) yKpaiHCbKOIO MOBOIO;
IHchopmaunia gna nauieHta i popma iHchopmoBaHOi 3rogu, Bepcia gna YkpaiHu Ne 9, Big 19 BepecHs
2022 p. (Ha ocHoBiI OCHOBHOI iHchopmauii npo gocnigkeHHA i popmu iHopmoBaHoI 3rogu, Bepcis 9
Big, 14 BepecHs 2022p.) pocilicbKkol0 MOBOLO; KapTKa naujieHTa A1 eKCTPeHUX cuTtyauiii, Bepcis 6.0 Big
17 cepnHa 2022 p., YKpaiHCbKOKW Ta pocCiiicbkold MoBamu; 3pasok MapKyBaHHA YMNaKOBKU
AocnipKyBaHOro nikapcbKkoro 3zacody SAR442168 60mr Tta nnaue6o A0 Hboro, Bepcia 4.0 Big
19.08.2022p., yKpaiHCbLKOIO MOBOIO; 3pa3oK MapKyBaHHSl YNaKOBKU AOCMIAKYBaHOro nikapcbKoro
3acoby SAR442168 60mr B nepiof, nikyBaHHA y BigKpuUTOMYy pexumi, Bepcisa 6.0 Big 19.08.2022p.,
YKpalHCbKOI0 MOBOIO; 3MiHa Micus NpoBefeHHs K/iHIYHOro AocnimKeHHA; 3MiHa HasBu MicusA
NpoBeAEeHHA K/iHIYHOIro AOCiAHKEHHA [0 NPOTOKOMY K/iHIYHOrO AOCAigpKEeHHS «PaHAoMi3oBaHe nogBiiHe
cnine pgocnimkeHHs Il dpa3n 3 BUBUEHHA edpeKTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3
nnaue6o cepep y4acHUKIB 3 BTOPUHHO-NPOrPecyynM po3cisHuM cknepo3om 6e3 peunameis (HERCULES)»,
Kof pocnigpkeHHs EFC16645, 3 nonpaskoto 06, Bepcid 1 Big 23 TpaBHA 2022p.; cnoHcop - Genzyme
Corporation, USA (OxeH3anm KopnopeliwH, CLLA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNO

CTANO

K.M.H. MNactopa |.M.

XapkiBCcbKa KNniHiYHA NiKapHA Ha 3ani3HUUHOMY
TpaHcnopTi Nel cpinii  «LleHTp OXOpoHU
300pOB A» aKuioHepHOoro TOoBapuctTea
«YKpalHCbKa 3a/lisHuUA», 3-€ HeBpoJioriuHe
BigAineHHa, M. XapkiB

K.M.H. Mactopa |.M.

MepuuHuii UeHTP ToBapucTBa 3 OOGMEXeHOo
BignoBiganbHicTiO  «ApeHcia  Ekcnnopartopi
Megaicin», Bigain kniHiyHMX gocnigxeHnb, M. Kuis

AepxaBHui 3aknap, «[JHinponeTpoBCbKa

BYNO CTANO
A.M.H. Kanbbyc O.I. A.M.H. Kanbbyc O.I.
KomMmyHanbHe nignpuemcTBo | BigokpemneHuii CTPYKTYpPHUii nigposain
«[JHinponeTpoBCcLKa 06/1acHa KMiHiYUHA NiKapHSA | «YHiBepcuTeTCbka  K/iHika»  [HiNnpoBCbKOro
iMm. LI  MeuHnkoBa» [HINPONeTPOBCLKOI | AepXaBHOro MegUu4HOro yHiBepcurerTy,
o6nacHoi pagu», BiagineHHsa Hesponorii Nel, | BigAineHHA HeBponorii, [HinpoBcbkuii

OepXaBHUA Megu4vHWiIA  YHiBepcuTeT, kadegpa




MeguuHa akagemia MO3 YkpaiHu», kadegpa
HeBposorii, M. IHiNpo

HeBposorii, M. HINpo

17. OHoBneHuii NPOTOKON KNiHiuHOro gocnimpkeHHs EFC16033 3 nonpaBkot 07, Bepcia 1 Big 13
BepecHs 2022p., aHrniiicbkolo MoBoOw; OCHOBHa iHchopmaLia npo pgocnimkeHHsa i dopmu
iHhopmoBaHoi 3rogn, Bepcia 9 Big 13 BepecHs 2022p., aHrniiicbkolo MoBoOIO; IHopmauia ana
nauieHTa Ta oopma iHcpopMmoBaHOi 3rogu, Bepcia ans YkpaiHu Ne 9, Big 19 BepecHst 2022p. (Ha OCHOBI
OcHoBHOI iHopmaduii npo gocnigpkeHHa i popmu iHpopmoBaHOi 3rogn, Bepcia 9 Big 13 BepecHsA
2022p.) ykpaiHCbKOIO MOBOlO; IHhopmauis anAa nauieHTa i oopma iHhopmoBaHOi 3rogu, Bepcia ans
YkpaiHn Ne 9 Big 19 BepecHA 2022p. (Ha ocHOBi OCHOBHOI iHthopMauii npo gocnigpkeHHA i opmu
iHcbopmoBaHoOi 3roau, Bepcia 9 Big 13 BepecHa 2022p.) pociiicbkoo MoBOI; KapTka nauieHta ans
eKCTpeHuX cutyauiii, Bepcisa 4.0 Big 17 cepnHAa 2022 p., yKpaiHCbKOK Ta POCICbKOIO MOBamMu; 3pa3okK
MapKyBaHHA YNaKOBKU AOCiAKYBaHOro fikapcbKoro 3acooy SAR442168 60Mr, nikapcbKoro 3acooy
nopiBHsAHHA Teriflunomide 14 mr Ta nnawe60 o HUX, Bepcia 4.0 Big 01.09.2022p., yKpaiHCbKOIO MOBOIO;
3MiHa Micua npoBeAeHHs KAIHIYHOrO AOCNIMKEHHA [0 MNPOTOKOY  K/IHIYHOrO  AOCNigKEHHSA
«PaHpomizoBaHe, noggiiHe cnine gocnimkeHHsa 3 dasn N8 BUBYEHHA eeKTUBHOCTI Ta 6e3neyHoCTi
npenapaty SAR442168 y nopiBHAHHI 3 TepudinyHomigoMm (O6amkio®) B yyacHWKIB 3 peunavByrO4MMM
thopmamm poscisHoro ckneposy (GEMINI 1)», ko gocnigxeHHs EFC16033, 3 nonpaskoto 06, Bepcis 1 Big 24
TpaBHA 2022p.; cnoHcop - Genzyme Corporation, USA (J)xeH3aiim KoprnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYno CTANO

K.M.H. Nactopa |.M.

XapkKiBCbKa KiiHiYHA JliKapHA Ha 3anisHUYHOMY
TpaHcnoptTi Nel c¢pinii  «LleHTP OXOpoHMU
340pOB A» aKuioHepHoro TOBapucTBa
«YKpalHCbKa 3ani3Huys», 3-€ HeBpPOJIoriyHe
BiAgineHHs, M. Xapkis

K.M.H. MNactopa |.M.

MeguuHuiA LEeHTP ToBapucTtBa 3 OGMEXEHOI
BignoBiganbHicTiO «ApeHcia Ekcnnoparopi
MegpiciH», Bigain KniHiuHNX gocnigxeHb, M. Kuis

18. YkpaiHa, MK-8189-008, IHchopmaLis Ta AOKYMEHT npo iHchopmoBaHy 3rofy A5 nauieHTa, Bepcis
1.04 Big 21 xoBTHA 2022 poOKy, YKPAlHCbKOK MOBOK [0 MNPOTOKO/Y K/IHIYHOrO [OCAIIKEHHSA
«PaHgomizoBaHe, noggiiHe-criine, 3 nnauebo Ta akTUBHUM KOHTPOJIEM JfliKkyBaHHSA JOChigpkeHHsA 2B hasn
ethekTnBHOCTI Ta 6e3neyHocTi MK-8189 y nauieHTiB 3 roCTpMM €eni30f0M LUN30IPEHIi», Kog, AOCIIKEHHS
MK-8189-008, 3 iHkopnopoBaHow nonpaskot 03 Big 17 rpyaHa 2021 poky; cnoHcop - TOB Mepk LWapn eHg,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

19. JopaTtkoBa iHpopMOBaHa 3roaa nawieHTa Ha NPoBeAeHHS AUCTaHLIHOT NepeBipKM AaHUX, Bepcis
V1.0UKR(uk)1.0 Big 20 xoBTHA 2022 poKy, nepeksaj yKpaiHCbKO MOBOIO Bif, 25 }XOBTHA 2022 poKy;
JopaTkoBa iH(hopMoOBaHa 3roga nauieHTa Ha NMPoBefEeHHs AUCTaHLUIAHOI nepeBipku AaHUX, Bepcis
V1.0UKR(ru)1.0 Big 20 x0oBTHA 2022 poky, nepeknag pPocCiiCbKOl MOBOIO Bif 26 XOBTHS 2022 poKy;
3MiHa Ha3BM MicLs NPOBEeAEHHA BUNPOOYBaHHA 40 MPOTOKOY KNiHIYHOTO JOCIIKEHHS «52-
TUXKHEBE BiIKpUTE PO3LINPEHE AOCNIIKEHHSA NiMaBaHCEePUHY B AKOCTi 104aTKOBOr0 flikyBaHHSA LUN30peHii»,
koA pocnimpkeHHAa ACP-103-035, nonpaska 3 Big 11 cepriHa 2020 poky; cnoHcop - Acadia Pharmaceuticals Inc.
(AKALIA dapmacbtoTikan3 IHK), CLUA

3asBHYK - MignpremcTtBo 3 100% iHo3eMHoto iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

BYNO CTANO
3acT. ron. nikaps KoceHkosa |.B. aupektop KoceHkoBa I.B.
KomyHasibHe HekomepLiiHe nignpuemcTBo | KomyHasibHe HekomMepLinHe nigNpPUEMCTBO
«Yepkacbka o06nacHa ncuxiaTpyyHa  NikapHAa | «Yepkacbka o6sacHa  ncuxiaTpuyHa  flikapHsA

Uepkacbkoi 0611acHOT pagu», >XiHode BigAineHHs
Nell, yonosiue BiggineHHsa Ne 12, Yepkacbka
06.., M. Cmina

UepkacbKkoi o06nacHOi pagu», XiHoye BigaineHHs
Nell, yonosiye BigaineHHs Nel, Yepkacbka 0671,
M. Cwmina

20. OHOB/EHWIA NPOTOKOJ KNiHiYHOro BUNnpo6yBaHHs MK-7339-012 3 iHkopnopoBaHOoIo nonpaskoto 07
Big, 11 )xoBTHA 2022 pOKy [0 NPOTOKO/TY K/iHIYHOro AocnimpkeHHs «JocnimpkeHHs Il dpasn neméponisymady
(MK-3475) y koMbiHaLlii 3 cynyTHbOI XiMIOMPOMEHEBO Tepanieto 3 NogasbLLMM BBEAEHHAM NeMbponizymady
3 onanapnbom abo 6e3 HbOro NOPIBHSIHO 3 CYNYTHBLOK XiMIONPOMEHEBOI Tepanieo 3 NoAa/ibLUMM BBEAEHHAM
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JypBanymaby B Yy4yacHWKIB 3 HeorepabesibH/M 10Ka/lbHO PO3MOBCIOMKEHUM HEeAPiIGHOKTITUHHAM pPakom
nerenis Il ctagji (HAPM)», koa pocnipkeHHa MK-7339-012, 3 iHkopnopoBaHoto nonpaskoto 06 Big 23 rpyaHs
2021 poky; cnoHcop - TOB Mepk Wapn eHg Jdoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

21. OHOBEHWIT NPOTOKON KJ/iHIYHOro BUNPOGYBaHHSA, Bepcis 7 Big 21 xoBTHA 2022 p.; OHOBNeHa
®dopma iHpopmMoBaHOi 3rogun, Bepcia 4.0 ana YKpaiHM yKpaiHCbKOK Ta POCiliCbKOo MoBamu Big 28
BepecHs 2022 p. Ha ocHoBi mopgenbHoOi chopmu iHhopmoBaHOI 3rogu ans gocnimpkeHHa WO041554,
Bepcifa 5 Big 17 cepnHAa 2022 p.; OHoBneHa Popma iHhopMOBaHOI 3roau NpPecKpuHiHry, Bepcia 4.0 gnsa
YKpaiHu yKpaiHCbKOIO Ta pPOcCilicbkolo moBaMu Big 15 BepecHs 2022 p. Ha ocHOBiI mogenbHOI hopmu
iHbopMoOBaHOI 3roanM NpPecKpuHiHry ansa aocnimkeHHs WO041554, Bepcia 4 Big 12 cepnHa 2022 p.;
OHoBneHa KopoTka xapakrepuctuka siikapcbkoro 3acooy IBRANCE (Man6ouukni6) TBepai kancynm no
75 wmr, no 100 mr Ta no 125 mr; OHoBneHa Bpowypa pgocnigHuka gna GDC-0077 (RO7113755,
iHaBonicuG), Bepcia 7 Big cepnHa 2022 p.; AoBigHuK i3 BUkopuctaHHsa TrialMax Web, Bepcis 1 Big 28
KBiTHA 2022 poKy YKpaiHCbKOIO MOBOI; TeKCTU ANA y4YaCHUKIB AOCNIAKEHHA (He onuTyBa/lbHUKWN)
Bepcia 1 Big 02 notoro 2021 poky yKpaiHCbKOIO MOBOIO; 3MiHA Ha3BMU KNiHIYHOro BUNPOOYBaHHA [0
NPOTOKOMY  KMiHiYHOrO  gocnigpkeHHs  «PAHOOMIBOBAHE, NMOABIMHE  CAINE, MALEBO-
KOHTPOJ/IbOBAHE AOOCNIAXEHHA ®A3M Il 3 OUIHKN E®EKTUBHOCTI TA BE3MNEYHOCTI
KOMBIHALLII GDC-0077 3 MANBOLMKIIEOM TA ®YNIBECTPAHTOM Y MOPIBHAHHI 3 KOMBIHALLIEIO
MNALUEBO 3 MANBOUMKNIBOM TA ®YIBECTPAHTOM Y MAUIEHTIB 3 MYTALIEIO TEHA PIK3CA,
FOPMOH-PELEEMNTOP-MO3UNTUBHUNM, HER2-HEFATVBHAM MICLUEBO-MNMOWNPEHUM ABO
METACTATUYHM PAKOM MOJIOYHOI 3A/I03U», kop pmocnimkeHHs WO41554, sepcia 4 Big 03
nuctonaga 2020 p.; cnoHcop - ®.XothdmaHH-/1a Pow fiTa, LWBenuapis

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

BYNo CTANO
PAHOOMI3OBAHE, NOJABINHE CNINE, | PaHgomizoBaHe, noagiiHe cnine, nnaue6éo-
MNALEEBEO-KOHTPO/IbOBAHE AOCAIAKEHHSA | KoHTponboBaHe pocnigxeHHa a3 1l 3 OuiHKK
®A3M 1l 3 OUIHKN E®EKTMBHOCTI TA | edbekTMBHOCTI Ta 6e3ne4HoCTi koMbiHaLji iHaBonicuoy

BE3MEYHOCTI KOMBIHALIlI GDC-0077 3 | 3 nan6oumkni6oMm Ta ¢y/IBECTPAHTOM Y MOPIBHSHHI 3
NANBOUMKNIBOM TA ®Y/NBECTPAHTOM Y | kombiHauieto nnauyebo 3  nanbouukni6bom  Ta
MOPIBHAHHI 3 KOMBIHALIEKD TITALUEBO 3 | doynBecTpaHTOM y nauieHTiB 3 myTauieto reHa PIK3CA,
MANBOUNMKNIBOM TA ®YNBECTPAHTOM Y | ropmMoH-pelenTop-no3nTUBHUM, HER2-HeratvBHUM
MALIEHTIB 3 MYTAUIEKD TEHA PIK3CA, | micueBo-nowmpeHmm abo MeTacTaTUd4HUM  pakoMm
FOPMOH-PELUENTOP-NMO3NTVBHWM, HER2- | MON0OYHOT 381031

HEFATMBH/M MICUEBO-TNOWWPEHNM ABO
METACTATUYHM PAKOM MO/I0OYHOI
3ANI031

22. flopaTtkoBa iHhopMOBaHa 3rofa nauieHTa Ha NPoBeAEHHA AUCTAHLIAHOI NepeBipKN faHnX, Bepcisa
V1.0UKR(uk)1.0 Big 20 )xoBTHA 2022 poKy, nepeknag yKpaiHCbKO MOBOIO Bifi 26 XOBTHA 2022 poOKy;
AopatkoBa iH(hopmMoBaHa 3roga nauieHTa Ha NMPOBeAEHHA AUCTAHLUIWHOI NepeBipKu gaHuX, Bepcif
V1.0UKR(ru)1.0 Big 20 >xoBTHA 2022 poKy, nepek/ag pPocilicCbKOK MOBOIO Bif, 26 )XOBTHA 2022 poKy [0
NPOTOKONY KNiHIYHOTO AOoCNiAKeHHs «PaHaomi3oBaHe nogginiHe cnine naauebo-KOHTPOIbOBaHE AOCAIMKEHHS
hasn 3 3 ouiHKN edIeKTUBHOCTI Ta 6e3neyYyHOCTi NiMaBaHCEPUHY siK A0AATKOBOI Tepanii Ansa ikyBaHHS
HeraTMBHMX cuUMNTOMIB WwwM3odpeHii (Advance-2)», kog pocnipkeHHs ACP-103-064, Bepcia 1.0 3
iHKoprnopoBaHoto nonpaskoto 2 Big 07 cepnHa 2020 poky; cnoHcop - ACADIA Pharmaceuticals Inc., CLUA
3aaBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

23. DonoBHeHHA Nel Big 14 oBTHA 2022 poky ao bpowypu pocnigHuka, RO5541267, Tecentriq
(Ate3onisymab/Atezolizumab), Bepcia 19 Big cepnHsa 2022 poKy aHrAilicbKO MOBOK [0 NPOTOKOSY
KNiHIYHOrO JocnimkeHHs «BigkpuTe 6GaraToueHTpoBe [A04aTKOBe [OC/NIMKEHHA B NauieHTiB, paHiwe
BK/IKOYEHNX A0 JOCiMKEHHS npenapaTty ATe3onisymat, cnoHcopom sikoro € Genentech ta/a6o F. Hoffmann-
La Roche Ltd (IMBRELLA B)», kof gocnigxeHHs B0O40729, sepcia 5 Bifg 27 ciuHa 2022 poky; CNoHcop -
F. Hoffmann-La Roche Ltd. /®. XoddmarH-/19 Pow /114., LLBeiiuapis

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

24. fonoBHeHHA Nel Big 14 oBTHA 2022 poky ao Bpowypu pocnigHuka, RO5541267, Tecentriq
(Ate3onisyma6/Atezolizumab), Bepcia 19 Big cepnHA 2022 poKy aHrilicbkolo MoBoto; IHchopmauiiiHa
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nuctiska 11/2021 M-CH-00001462 wopao aoaatky Focus Me AnAa nauieHTiB XBOPUX Ha paK MOJIOUHOT
3a/1031 YKpaiHCbKo MOBOWO; IHchopmauiiiHa nucTiBka 11/2021 M-CH-00001475 wopo aoaatky Focus
Me AnAa nauieHTIiB XBOpPUX Ha pak MOJIOYHOI 3a103U YKPAIHCLKO MOBOI [0 MPOTOKO/Y KAiHIYHOro
pocnipkeHHa «baraToueHTpoBe, paHOoMi3oBaHe, Bigkpute gocrimkeHHa Il dpa3n 3 NopiBHAHHA KOMOIHALLT
ATe3oniszymaby (aHTu-Pd-L1 aHTWTiNGg) 3 a4’toBaHTHOK aHTpauMK/IiHOBOK/TakCaHOBOI XiMioTepanieln Ha
BiOMIHY Bif Tisibky XimioTepanii B nauieHTiB 3 onepabenbHUM TpUdi HEraTUBHUM pPakoM MOJIOYHOT 3a/103U»
(IMpassion030)., koa gocnimpkeHHss BIG 16-05/AFT-27/W039391, sepcia 8 Big 24 nuctonaga 2021 poky;
cnoHcop - F. Hoffmann-La Roche Ltd. /®. XodhdmanH-/15 Pow fita. /®. NodhdomanH-M15 Pow f1T4., LBenuapis
3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

25. fopaTok 1 Big »oBTHA 2022 poky o Bpowypu gocnigHuka RO5541267, Tecentriq (atezolizumab),
Bepcisa 19 Big cepnHA 2022 poky, aHIMiINCbKOK MOBOIO [0 NPOTOKO/Y KIIHIYHOrO Aoc/igkeHHs «35 hasa,
BigKpUTe, paHAoMi30BaHe OOCNIMKEHHA 018 OLHKM edeKTUBHOCTI Ta 6e3neku npenapaTy ATesonisymat
(ANTI-PD - L1 aHTuUTiNO) B MNOPIBHAHHI 3 ONTUMA/IbHOK NIATPUMYHOUOIO Tepanielo nicnA af'loBaHTHOT
ximioTepanii ocHoBaHOI Ha LiucnnaTuHi y nawieHTiB 3 NOBHICTIO pe3ekTabeslbHUM HeApPiGHOKNITUHHUM pakom
nereHsb IB-IIIA cTagii», kog gocnimkeHH GO29527, sepcia 10 Big 03 motoro 2022 p.; cnoHcop - F. Hoffmann-
La Roche Ltd, Switzerland («®. XodhdomaHH-/15 Pow JITa», LLBeliyapis)

3asnBHWK - ToBapucTBo 3 O6MexeHo BignosiganbHicTio «KOHTpaKTHO-AOCiAHMLbKA OpraHizauis IHHoDapm-
YkpaiHa»

26. luct-nogska, peaakuia 5.0 — 28 uepBHA 2022p. Aarta nepeknagy: 08 nunHa 2022 p., yKpaiHCbLKOIO
MOBOI0; Jluct-nogska, pegakuia 5.0 — 28.06.2022p. Nata nepeknagy: 08.07.2022 p., pociiicbKol0 MOBOLO
00 NPOTOKO/MY K/iHIYHOrO AJocnimkeHHss «PaHgomizoBaHe, nofBiiiHe chine, nnaueb0-KOHTPONboBaHe
OOCNIMKEHHS, WO CKNaJaeTbCs 3 ABOX YaCTWH, ANS OUiHKM edieKTMBHOCTI Ta 6e3nedHocTi ayninymaoy y
naLieHTiB 3 HEKOHTPO/IbOBAHUM XPOHIYHUM PUHOCUMHYCUMTOM 6e3 noninosy Hoca (XPCOIMH)», kog AocnigKeHHs
EFC16723, 3 nonpaBkow 01, Bepcia 1 Big 08 nunHa 2021p.; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIiC pellepLl e aesenonmad, ®paHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

27. Indhopmauisa ana naugieHta Ta hopma iHhopmoBaHOT 3roau, Bepcia 7.2 gna YKpaiHU aHrNilicbKoo
MOBOI0 Bif 24 )xOBTHA 2022 p.; IHchopmauia ana nadieHTa Ta popma iHhopmoBaHoOiI 3roau, Bepcia 7.2
ANA YKpaiHu yKpaiHCbKOK MOBOI Bif, 24 XOBTHA 2022 p.; IHcopmauia ana nauieHTa ta chopma
iHbopmoBaHoi 3roau, Bepcisa 7.2 ans YKpaiHM PoCificbKOlo MOBOLO Bif, 24 )XOBTHA 2022 p. 40 NPOTOKO/Y
KMiHIYHOrO gocnimpkeHHs «PaHgomizoBaHe, nnaueb0-KkoHTpPoIboBaHe, NoABIiiHE crine focnigkeHHsA a3 3
ONs ouiHkn edbekTUBHOCTI i 6e3neyHocTi npenapaty CT-P13 (CT-P13 SC), BBeeHOro nigLkipHo, B SAKOCTI
nigTpMMytoyoi Tepanii nauieHTiB i3 XBOpo60l0 KpoHa cepefHbOro Ta BaXKOrO CTYMEHA TAXKOCTI», KOf
pocnipkeHHs CT-P13 3.8, sepcis 6.0 Big 03 cepriHa 2020 p.; cnoHcop - UENNTPIOH, IHk., Pecny6nika Kopes
(MiBpeHHa Kopes)/CELLTRION, Inc., Republic of Korea (South Korea)

3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-ocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

28. MNofoBXEeHHA TPMBAIOCTI NPOBeAEeHHS KNiHIYHOro BUNPOGyBaHHA B CBIiTi Ta B YKpaiHi o 30 uepBHA
2023 p.; 3MeHLUEHHA 3an/JlaHOBaHOI KiNIbKOCTi gocnigKyBaHMx B YKpaiHi 3 9 Ao 6 ocié no npoTtokony
KNiHiYHOro pgocnimkeHHs «JocnimkeHHs |l a3 3 MeTol OuiHKM 6e3neyvyHoCTi M edpeKTMBHOCTI Tepanil
npenapatom SYD985, koH'loraTOM aHTuTINa Ta MiKapCbKOl PEYOBUHM, WO NPOBOAMTLCA B OAHIA rpyni
MayieHTOK i3 peuuanBHUM, NOLWMPEHNM abo MeTacTaTUYHM pakom eHA0MeTpIlo 3 ekcripecieto HER2, y skux
paHile 6y/10 BUSB/IEHO NPOrpecyBaHHsA 3aXBOPIOBAHHA Ha T/ YuM MiCNA NpoBeAeHHA XiMioTepanii nepLuoT NiHii
Ha OCHOBI npenapariB nnatuHW», Kog JocnimkeHHa SYD985.003, pepakuia 3.0 Big 30 BepecHsa 2020 p.;
cnoHcop - «bilioHgic b.B.», [Byondis B.V.], HigepnaHgn

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «IMl EC AN-YKPAIHA»

29. OHOB/IEHMI NPOTOKOJ KiliHiYHOro gocnigpxeHHa EFC16034 3 nonpaBkow 07, Bepcia 1 Big 13
BepecHs 2022p., aHraiicbKow MoOBOK; OcHOBHa iHthopMauis npo agocnimkeHHsa i dopma
iHcbopmoBaHoOi 3rogu, Bepcia 8 Big 13 BepecHsa 2022p., aHrnilicbkold mMoBol; IHopmauia ans
nauieHTa Ta coopma iHchopmMmoBaHoi 3rogun, Bepcia ansa YkpaiHm Ne 8, Big 19 BepecHs 2022p. (Ha OCHOBI
OCHOBHOI iHthopmauii npo pgocnigpkeHHa i dpopmun iHchopmoBaHOi 3rogu Bepcia 8 Big 13 BepecHA
2022p.) ykpaiHCbKOIO MOBOO; IHhopMauia ansa nauieHTa Ta chopma iHchopmoBaHoOI 3roau, Bepcis AnAa
YkpaiHn Ne 8 Big 19 BepecHA 2022p. (Ha ocHOBi OCHOBHOI iHhopMaLii Npo pgocnimkeHHs i dhopmu
iHhopmoBaHoi 3roan, Bepcia 8 Big 13 BepecHs 2022p.) pociiicbkolo MOBOH; KapTka nauieHTta gns
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eKCTpPeHux cutyauiii, Bepcia 4.0 Big 17 cepnHsa 2022 p., yKpaiHCbKOK Ta POCilicbKolo MoBamu; 3pa3ok
MapKyBaHHSAl YNaKOBKU AOC/iAKyBaHOro ikapcbkoro saco6y SAR442168 60mr, nikapcbKoOro 3acooy
nopiBHsAHHA Teriflunomide 14 mr Ta nnawe60 Ao HUX, Bepcis 4.0 Big 01.09.2022p., yKpaiHCbKOIO MOBOIO;
3MiHa Ha3BM MicuA NpoBefieHHA KMIHIYHOTO AOCAIMKEHHs1 [0 NPOTOKO/Y KNiHIYHOro A0CNiAKEeHHS
«PaHgomizoBaHe, noggiiHe cnine AOCiMKEHHS 3 a3n 415 BUBYEHHS €qeKTMBHOCTI Ta 6e3MneqHOCTi
npenapaty SAR442168 y nopiBHsHHI 3 TepudnyHomigoMm (O6amkio®) B yyacHWKIB 3 peuuavByrYMMM
thopmamm po3cisHoro ckneposy (GEMINI 2)», ko pocnigxeHHs EFC16034, 3 nonpaskoto 06, Bepcia 1 Big 23
TpaBHA 2022p.; cnoHcop - Genzyme Corporation, USA (OxeH3aiim KoprnopeiiwH, CLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNO CTAlIO

A.M.H. Kanbbyc O.I. A.M.H. Kanbbyc O.I.

KomyHanbHe nignpnemMctBo «[HinponeTpoBcbKa | BigokpemneHuii CTPYKTYPHUWA nigpospain
o6nacHa KniHiuHa nikapHsa iM. l.I. MeuHukoBa» | «YHiBepcuteTcbka KhiHika» [HiNpoBCbKOro
[HinponeTpoBCbKOi 06/1aCHOT pagn», BiafiNIeHHA | AepXXaBHOro MeAUYHOro yHiBepcutety,
HeBponorii Nel, JepxaBHuin 3aknapg | BiagineHHs HeBponorii, [HinpoBcbkuii
«[lHinponeTpoBCbka MeguMyHa akagemia MO3 | aepxaBHUiA MegUUHUIA yHiBepcuTeT, kadeapa
YKpaiHu», kaddeapa HeBposiorii, M. [IHINpo HeBposiorii, M. [IHINpo

30. OHOBEHWIA NPOTOKOJ1 K/iHIYHOIO gocnimkeHHs 3 nonpaskoto 09, Bepcisa 1 Big 13 BepecHsa 2022p.,
aHrniicbKo MoBOK; OCHOBHA iHthopmauis Npo gocnimkeHHs i popma iHhopmoBaHoi 3roau, Bepcis 9
Big 14 BepecHA 2022p., aHrniiicbkoo MOBOW; IHhopmauis ana nauieHta Ta popma iHhopmoBaHOI
3rogn, Bepcia ana YkpaiHm Ne 9 Big 19 BepecHsa 2022 p. (Ha ocHoBi OCHOBHOI iHthopmauii npo
pocnipkeHHs i opmu iHhopMmoBaHOi 3roau, Bepcia 9 Big 14 BepecHs 2022p.) yKpaiHCbKOKO MOBOLO;
IHchopmaunia gna nadieHta Ta popma iHhopmoBaHOI 3rogu, Bepcia ansa YkpaiHn Ne 9 Big 19 BepecHs
2022 p. (Ha ocHoBi OCHOBHOI iHchopmauii Nnpo gocnigkeHHA i popmu iHopmoBaHoI 3rogu, Bepcis 9
BiA 14 BepecHs 2022p.) pociiicbkoo MoBO; KapTka nauieHTa gNnsa eKCTpeHux cutyauiid, Bepcis 4.0 Bipg,
17 cepnHa 2022 p., YKpaiHCbKOK Ta poOCiiicbkolo MoBamu; 3pasok MapKyBaHHA YMNaKOBKU
pocnipkyBaHoOro nikapcbkoro 3zacody SAR442168 60mr Tta nnaue6o A0 Hboro, Bepcia 4.0 Big
02.09.2022p., yKpaiHCbKOI0O MOBOI; 3pa30oK MapKyBaHHSI YMNaKOBKW AOCNiIMAKYBaHOro ikapCbKoro
3acoby SAR442168 60mr B nepiof, NnikyBaHHA y BigKpuTOMy pexumi, Bepcisa 4.0 Big 02.09.2022p.,
YKpaiHCbKOI0 MOBOI; 3MiHA MicUus NPOBeAEHHA K/HIYHOro AOCNiMKEHHSs1 [0 NPOTOKONY KiHIYHOro
JocnipkeHHs «PaHgomisoBaHe, noggiiiHe cnine AocnigpkeHHs 3 a3n gnsa BUBYEHHS e(heKTMBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 Mauebo B y4YaCHWKIB 3 MEPBUHHO-MPOrPecyynm
poscisHum cknepo3om (PERSEUS)», kog aocnimkeHHs EFC16035, 3 nonpaBkoto 08, Bepcis 1 Big 23 TpaBHs
2022p.; cnoHcop - Genzyme Corporation, USA ([)xeH3aiim KopnopeiwH, CLLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNno CTANIO
K.M.H. MNactopa |.M. K.M.H. Mactopa |.M.
XapkiBCbKa KniHiYHa nikapHA Ha 3aisHUYHOMY | MeguuHMii LEeHTP ToBapucTtBa 3 OOMeXeHOoH
TpaHcnopTi Nel dinii «LleHTp OXOpOHU 340pOB'A» | BignoBiganbHICTIO «ApeHcis Ekcnnoparopi

aKuioHepHOro TOoBapucTea «YKpaiHCbKa | MegiciH», Biggin  KNiHIYHUX  AocnigKeHb,
3anisHuysa», 3-€ HeBponoriyHe BigfiNeHHs, M. Knis
M. XapkiB

31. OHOBIEHWIT NPOTOKO KAiHIYHOro Bunpo6yBaHHs MK-3475-937, 3 iHKkopnopoBaHoo nonpaskoto 07
Bif 22 uepBHA 2022 poky, aHrnificbkoo moBot; MK-3475-937, YkpaiHa, Bepcis 08 Big 22 nunHa 2022
POKY, YKpaiHCbKOI MOBOIO, iH(hopMaLifa Ta AOKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHta; 3pa3ok
MapKyBaHHA [OCiAKyBaHOro slikapcbkoro 3acooy MK-3475: MK-3475_Kit, Bepcis 2.0 Big 10 TpaBHA
2022 poKy, aHrNiNCbKOI Ta YKpaiHCbKoo moBamu; MK-3475_Vial, Bepcis 2.0 Big 10 TpaBHA 2022 pokKy,
aHrniicbKo Ta yKpaiHCbKOI MoBaMu; 3pa3oK MapKyBaHHSI AOC/ifKyBaHOro NiKapcbKoro 3acoo6y
MK-3475 (nem6ponisymat) /| nnaue6o ANnA NOKa/IbHOro BUKOPUCTAHHA B AOC/IAHULLKUX LeHTpax,
Bepcia 2.0 Big 01 BepecHA 2022 poOKy, YKpPaiHCbKOK MOBOLO; 3pa3OK CMNPOLEHOro MapKyBaHHA
3apeecTpoBaHOro B YKpaiHi nikapcbKoro 3aco0y, AK1Uii 3aCTOCOBYETLCA B K/1iHIMHOMY BUNPOGYBaHHi
MK-3475-937, Bepcia 2.0 Big 01 BepecHsi 2022 pokKy, YKpaiHCbKOI MOBOI; 3MiHA Ha3Bu Micus
NpoBeAEeHHA K/IHIYHOrO BUMPOGYBaHHA [0 NPOTOKOMY K/IHIYHOTO AocnimpkeHHs «[lloggiiHe chine
pocnipkeHHsa 1l dasn, wWo npoBoAUTbCA B ABOX rfpynax [Ana OuiHkM 6e3nekn Ta edqeKTUBHOCTI
nem6ponisymaby (MK-3475) y nopiBHAHHI 3 Miauebo B SAKOCTI af'toBaHTHOI Tepanii y Yy4YacHWKIB i3
renaToLesTlIAPHOK KapLMHOMOK Ta MOBHOK pagiosoriyHo BIAMNOBIAAK MiCNS XipyprivHOT pesekuii abo
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nokanbHoi abnauii (KEYNOTE-937)», kog gocnigkeHHs MK-3475-937, 3 iHKoprnopoBaHoto nonpaskoto 06 Big
22 ntoToro 2022 poky; cnoHcop - TOB Mepk LWapn eHg Odoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO
K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.
KomyHanbHa yctaHoBa «OpecbKuii o6nacHuii | KoOMyHanbHe  HeKOMepuiiiHe  NignpMemMcTBO
OHKOJIOTIYHUI AuCnaHcep», cTalioHap AEeHHOro | «Oaecbkuii perioHanbHWiA KMiHIYHNA
nepeGyBaHHSA AVCNaHCepHO-NONIKMIHIYHOIO | MPOTUNYX/IMHHUIT LUeHTpP» OpecbKoi 06nacHOi
BiggineHHa, m. Ogeca paau, BipaineHHAa ximiotepanii, M. Ogeca

32. OHOBJ/IEHUI NPOTOKON KAiHiYHOro gocnigpkeHHa MK-7902-007 3 iHKopnopoBaHoo nonpaBkolo 07
Big, 18 cepnHa 2022 poky.; YKpaiHa, MK-7902-007/E7080-G000-314, Bepcisa 1.01 Big 05 BepecHa 2022
p., YKpaiHCbKOIO MOBOIO, IHhopmalia Ta AOKYMeHT npo iHdopmoBaHy 3rogy ANA nauieHTa [o
MPOTOKO/TY KMiHIYHOTO AocnigxeHHs «PaHpomizoBaHe, noggiiHe cnine pocnigxeHHs Il dpasm kombGiHauji
nemo6ponisymady (MK-3475) 3 a6o 6e3 neHsaTuHi6a (E7080/MK-7902) y paHille HesnikoBaHWX NauieHTIB 3
MeTacTaTUYHUM HeApPiGHOKNITUHHUM pakom nereHb (HOKP/) 3 nokasHukom nponopuii nyxnuuu (TPS), wo
6isible abo gopisHoe 1% (LEAP-007)», kog gocnigpkeHHs MK-7902-007, 3 iHkoprnopoBaHoo nonpaskoto 06
Big 15 BepecHA 2021 poky; cnoHcop - TOB Mepk Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

33. MpoTokon KniHiyHOro BMNpo6yBaHHA MK-3475-B68, 3 iHkopnopoBaHoto nonpaBkol 03 Big 16
BepecHs 2022 poKy, aHIiNCbKOK MOBOIO [0 NPOTOKO/Y KNiHIYHOrO AocnimkeHHs «ocnigpkeHHs 1l dasu
nemo6ponisymady (MK-3475) KOXHi 6 TVXKHIB Y NaUi€EHTIB 3 peunanByoHoo abo pedpakTepHO KaCU4YHO
nimchomoro XoapkkiHa abo y nauieHTiB 3 peumanByoHo0 abo pedipakTepHO NEPBMHHOK MediacTUHa/IbHO B-
KPYNHOK/ITUHHO NiMpoMoto», Kof pocnimpkeHHs MK-3475-B68, 3 iHkopnoposaHoto nonpaskoto 02 Big 01
rpygHa 2021 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

34. OHOB/EHNI NPOTOKOJ KNiHiYHOro BunpooysaHHA MK-7339-006 3 iHkopnopoBaHoIo nonpaskoto 06
Big 07 XOBTHA 2022 poOKy, aHINiliCbKOIO MOBOI; 3pa30K MapKyBaHHA AOC/iAKYyBaHOro JliKapCbKOro
3acoby Pemetrexed_Kit, Bepcisa 2.0 Big 29 nunHA 2022 p., aHMMINCbLKOIO Ta YKPAiHCbKOK MOBaMM;
3pas3oK MapKyBaHHA [OCNioKYBaHOro nikapcbKoro 3aco6y Pemetrexed_Vial, Bepcia 2.0 Big 29 nunHsa
2022 p., aHrNiACbKOK Ta YKpalHCbKOK MoBaMu; 3MiHA HasB MiCUb NpPoOBeAEeHHs KAiHIYHOro
BUNPOOYBAHHA [0 NPOTOKO/Y KNIHIYHOTO gochimkeHHs «focnipkeHHs I cdasm ans nembponisymaby y
KOMOiHauii 3 nemeTpekcegoM / npenapartoMm naatuHM (kapbonnatuH abo uucnnatuvH) 3 nogasiblunm
BBEJEHHAM nemoponizymMmady y kom6GiHauii 3 NigTpMMyoUunM JlikyBaHHAM onlanapubom abo nemeTpekcesoMm B
AKOCTI Tepanii nepLuol NiHii y NauieHTiB i3 MeTacTaTU4HUM HENIOCKOKTITUHHUM HeApPiGHOKNITUHHUM pakoMm
nereHiB», ko4 pocnimxkeHHs MK-7339-006, 3 iHkoprnoposaHoto nornpaskoto 05 Big 23 rpygHsa 2021 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

BYNO CTANO
A.M.H., npod. BoHaapeHko |.M. A.M.H., npod. BoHaapeHko |.M.
KomyHanbHuii  3aknap  «/[lHinponeTpoBcbka | KOMyHanbHe  HeKoOMepuiiiHe  NigNPUEMCTBO
Micbka 6aratonpodinibHa KiHiuHa nikapHa Ned» | «Micbka KniHiuHa nikapHA Ned» [ HINPOBCBLKOT

«AHiNnponeTpoBCLKOI o6nacHoi paau, | micbKoi pagu, XximioTepaneBTUUYHe BigAineHHA 3
BigAineHHa ximiotepanii, AepXaBHuWil 3akKnag | AEHHUM cTauioHapom, JAHinpoBcbKuii
«HinponeTpoBCbKa MeguuHa akagemis | gepXaBHU MeAMUYHUIA YHiBepcuTeT, Kadegpa

MiHicTepcTBa OXOpPOHM 3[0pPOB’A YKpaiHW», | OHKONOriT Ta MeauyHol paaionorii, M. JHinpo
Kadpegpa OHKoMoOrii  Ta MegumyHoi  pagionorii,

M. [Hinpo

K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.

KomyHanbHa yctaHoBa «Opecbkuii o6nacHuii | KomyHanibHe  HeKOoMmepLiiHe  nignpUeEMCTBO
OHKOJIOTIYHMIA AucCnaHcep», cTalioHap AeHHOro | «Oaecbkuid perioHanbHWiA KMiHiYHNA
nepeGyBaHHA [VCMaHCEPHO-NONIKMIHIYHOTO | NPOTUNYXJ/INHHWI UeHTP» OpecbKoi o6GnacHoi
BiggineHHa, m. Ogeca pagw», BigaineHHAa ximiotepanii, M. Ogeca
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