JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne21 Big 25.11.2021,
HTP Ne41 Big 25.11.2021, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgowmi3oBaHe, noggiiiHe cnine, nnaueb0-KOHTPOsIbOBaHe, GaraToLeHTPOBE AOCNILKEHHSA 3 METOH
OLiHKN edDEKTMBHOCTI Ta 6e3NeYHOCTi IyMmaTenepoHy Yy SKOCTi 4oAaTKOBOT Tepanii npu NikyBaHHI NaLEHTIB 3
BE/IMKMM AENPecUBHUM po3nagom», kog gocnimpkeHHs ITI-007-501, 3 nonpaBkoto 2 Big 20 cepnHsa 2021 poky,
cnoHcop - Intra-Cellular Therapies, Inc., United States

dasza - Il

3adaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

Ne M.1.B. BignoBiganbHOro gocnigHmka
n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPO6YBaHHS

1. | k.M.H. KnebaH K.1.

KuiBcbka KniHiYHA NiKapHA Ha 3anisHWYHOMY TpaHcnopTi Ne2 dinii «LieHTp OXOpoHW 340pOoB’SA»
AKUIOHEpHOTO TOBapuCTBa «YKpalHCbka 3ali3HuLsA», KOHCY/IbTATUBHO-AiarHOCTUYHWA  LEHTP
NosikIiHikK, M. Knis

2. | reH. gupekTop Bonowyk A.€.

KomyHasibHe HekomepuiliHe MignprMeMcTBo «Ofecbkuii 06/1aCHUIA MeANYHWUIA LIeHTP MCUXIYHOro
3p0poB'aA» Opecbkoi obnacHoi pagu», BiagineHHAa Neo6 (vososiye), BiagineHHA Nel2 (xiHoue),
M. Ofeca

3. | reH. aupektop KosaneHko B.B.
KomyHaslbHe HekomepuiiHe nignprMeMCTBO XapkiBCbKOi 06nacHoi pagn «O6sacHa  KniHivHa
ncuxiatpmyHa nikapHs Ne3», ncuxiaTpiyHe BigAiIeHHA NEPBUHHOIO NCMXOTMYHOrO enizoay, M. XapkiB

4. | nikap benuid LA,

KomyHanbHe nignpuemctBo «lelikiBcbka 6aratonpodiinibHa /fikapHA 3 HafaHHSA McuxiaTpU4yHoi
ponomorn [JHinponeTpoBCbKOi 061acHoi paaw», BigaineHHs Ne3, BiggineHHs Ned, c. Kpusbac,
KpuBopi3bkuii pailioH, JJHinponeTpoBCcbka 06/1acTb

5. | A.M.H., npod. CkpunHikoB A.M.

KomyHasnibHe nignpuemctBo «O6nacHUin 3aknag 3 HagaHHa ncuxiaTpuyHoi gonomorn MonTaBCbKoOT
o6nacHOi pagu», >XiHoYe TrocTpe 3arasibHomncuxiaTpuyHe BigAieHHA 5-6, 4onoBive rocTpe
3aranibHoncuxiaTpuyHe BigdineHHs 2-a, MonTaBcbkuii AepXxaBHWA MeANYHWIA yHiBepcuTeT, kadeapa
ncuxiaTpii, HapKosIorii Ta MeanyHoi ncuxonorii, M. MNontasa

6. | K.M.H. CepebpeHHikoBa O.A.

KomyHanbHe HekomepuiliHe nignpnemcTBo «BiHHMUbKka 06/1acHa KiiHIYHA MCUMXOHEeBPOJIoriYHa
NikapHa im. akag. O.l. HOweHka BiHHMLUbKOI o6n1acHOi Pagu», 3MmillaHe (4onoBivye Ta XXiHoue)
BiggiieHHs Ne2, BiHHMUbKMIA HauioHanbHWIA MeanyHuiA yHiBepcuTeT iM. M.I. Muporoea, kagegpa
ncuxiartpii, Hapkonorii Ta ncuxoTepanii 3 KYPCOM NiCASAUNIOMHOI OCBITU, M. BiHHMLSA

7. | A.M.H. Mopo3s C.M.

KomyHasibHe nignprveMcTBO «[JHiNponeTpoBCcbka ob6sacHa KiHiyHa nikapHa iM. |l MeuyHukoBa»
[HinponeTpoBcbKOi 06nacHoi pagu, O6nacHWii LEeHTP MCMXOCOMaTUYHMX po3agiB Ha 6asi
NMCUXOHEBPO/IOTYHOrO BigAineHHs, M. JHiNpo

8. K.M.H., 3aB. LeHTpYy Bnaxesuy 10.A.

KomyHasibHe HekomepuiiHe nignprnemctBo «KniHivHa nikapHsa «MNCUXIATPIA» BMKOHABYOro opraHy
KuiBcbkoi Micbkol pagn (KWMIBCbKOI MICbKOT AepXaBHOI agMiHicTpauii), LIeHTp nepBWHHOro
NCUXOTUYHOIO eni3ofy Ta cyvyacHUX MeTofiB JlikyBaHHSA, M. KuiB

9. | A.M.H., npodp. YabaH O.C.
KuiBcbka KniHiYHa NikapHA Ha 3anisHu4Homy TpaHcnopTi Nel dinii «LleHTp OXOpOHW 300pPOB'si»
AKUIOHEPHOTO TOBApUCTBA «YKPAiHCbKa 3aNi3HULA», NCUXOHEBPOJIOriYHe BiaaineHHs, M. KuiB

10. | A.M.H., npody. MigkopuTos B.C.
JepxaBHa ycTtaHoBa «IHCTUTYT HeBponorii, ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemii
MeOUYHUX HayK YKpaiHu», KIiHika BigAi1y KMNiHIYHOI, coliasibHOT Ta AUTAY0T neuxiarpii, M. Xapkis

2. «®A3A IB, BATATOUEHTPOBE, BIAKPUTE AOCNIAXXEHHA 3 ECKANTALIE 403U 3 METOHO OLIHKIN
BE3MNEYHOCTI, MNMEPEHOCUMOCTI, ®APMAKOKIHETUKN | ®APMAKOAVNHAMIKM MNIAWKIPHOIO
BBEAEHHA MOCYHETY3YMABY B YYACHWKIB 3 CUCTEMHVM YEPBOHWM BOBYAKOM», kog
pocnipkeHHs GA43191, Bepcia 2 Big 12 cepnHa 2021, cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland / ®.
XodhcbmaHH-/1a Pow /iTa, LWsenyapis



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

Ne MM.1.B. BignoBigabLHOro AocnigHuKa
n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPOOGYBaHHS

1 K.M.H. KoBasieHko C.O.
MeauuHnin LeHTp ToBapucTBa 3 OOGMEXEHOK BiANOBIAANBHICTIO «[@pPMOHIA Kpacu», BiaAineHHs
KNiHIYHMX BUNpO6YBaHb, M. KWiB

2. «KKomniekcHe b6araToLeHTPoOBE paHAoMI30BaHe, NoABIHO cnine gocnigkeHHs I/1l pasu, Wo NnpoBoANTLCS 3
BMKOPMCTaHHAM npenaparty NOpiBHAHHA AucnopT i nnauebo 3 MEeTOK OLIHKM 6e3MeYHOCTi i eDeKTUBHOCTI
npenapaTy IPN10200 y 36inbLlyBaHnx fosax i nigbopy Moro onTumanbHoOT 403K A5 NliKyBaHHSA CNacTUYHOCTI
BEPXHIX KiHLIBOK Y AOPOCANX NaLieHTIB», kog aocnimkeHHs D-FR-10200-001, octato4yHa pegakuis 1.0 Big 11
nunctonaga 2020 p., cnoHcop - «InceH IHHoBeliWH» [Ipsen Innovation], ®paHLuis

®aza — I/l

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

Ne M.l1.6. BignoBiga/IbHOro AocnigHMKa
n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPO6YBaHHS

1. O.M.H., npod. Mockosko C.I1.
ToBapncTBO 3 OOMEXEHOW BiANoOBiAa/IbHICTIO «MeanuHuii UeHTp «CanoTems», NikyBaslbHO-
npodpinakTnyHmii Biaain MeanyHoro LeHTpy, M. BiHHMUS

2. K.M.H CaHoupbkunii A.€.
KomyHanibHe HekomepLuiiHe nignpuemMcTBo J1bBIBCbKOT 06/1acHOi paam «J1bBiBCbKa 06/1acHa KiiHiuHa
NiKapHsi», HEBPOOriyHe BigaiNneHHs, M. JIbBiB

3. K.M.H. FoBbax I.0.

KomMyHanibHe HekomepuiiiHe nignpuemcTBo «Micbka nonikniHika Ne9» XapkiBCbKOi MiCbKOT pagu,
BiA4iNeHHA BY3bkuX (haxiBuiB, XapKiBCbka MeAnyHa akafeMis nicnagunioMHOT OCBITH, kadenpa
3araibHOi NPaKTUKW — CIMEHOT MeAVLIMHU, M. XapkKiB

4. K.M.H. MNactopa .M.
XapkiBcbka K/iHiYHa NikapHA Ha 3as1isHu4HoMYy TpaHcnopTi Nel ®inii «LleHTp 0XopoHW 34,0pOB’'A»
aKLiOHepHOro ToBapuCTBa «YKpaiHCbKa 3a/i3HUUSA», 3-€ HEBPOJOTivyHe BigAileHHs, M. XapkiB

5. O.M.H., npod). SiutBnHEHKo H.B.
NikyBa/1bHO-AjarHOCTUYHWIA LIEeHTP TOBapuCcTBa 3 06MEXEHOH BifnoBifasibHICTIO «MeaKOHTUHEHT»,
LeHTp HeBposorii Ta peabinitauii, M. MNontasa

6. K.M.H. Yepke3 A.M.
KomyHanbHe HekomepuiiiHe nignpnemcTBo «3anopidbka obnacHa KhiHiuHa fikapHsa» 3anopisbkoi
o61acHol pagu, BigaineHHs Hesposorii Nel, M. 3anopixoks

4. «baratoueHTpoBe gocnigkeHHs /Il dpasn 3 8-TXKHEBUM BCTYMHMM NEPIoAoM, NoAasbluMM 12-TMXHEBUM
NPOCNEKTUBHMM, MNOABIMHUM CNiNMM, NNaueb0-KOHTPOsIbOBAHMM NEPIoAOM 3 paHAOMI30BaHOK BiAMIHOK
npenapaTty B napanesibHuX rpynax i 52-TWKHEBUM BiAKPUTUM PO3LUMPEHUM AOCAIIKEHHAM [ OLHKM
ehekTUBHOCTI Ta 6e3neyHocTi wogaeHHoro npuiiomy 1,5-3,5 mr BaciMmrnypaHTy y nauieHTiB 3 6onem,
06yMOBNEHUM HEBpasIricl0 TpiAYacToro Hepsa, i HeJOCTaTHLOK BIANOBIAAN HA MOTOYHY MPOTMOO/ILOBY
Tepanito», kog gocnipxkeHHa NOE-TGN-201, sepcia 1.0 Big 31 6epesHa 2021 p., cnoHcop - Hoema ®apma AT,
Lseiiyapia (Noema Pharma AG, Switzerland)

®a3za - I/l

3asaBHUK - ToBapncTeo 3 O6MexeHot BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisadis IHHothapM-
YkpaiHa»

No M.1.B. BignoBigasibHOro AocnigHNKa
n/n Ha3Ba Micus npoBeAeHHS KiHIYHOrO BUNPO6YBaHHS

1 | A.M.H., npocp. NliHCbkuiA |.B.

KniHika Jep>aBHOI yCTaHOBU «IHCTUTYT HEBPO/IOTIi, McuxiaTpii Ta Hapkosorii HauioHanbHOT akagemii
MeAMNYHNX HayK YKpaiHu», Bigain ayToiMyHHUX Ta AereHepaTuBHMX 3aXBOPHOBaHb HEPBOBOT CUCTEMM,
LIeHTp po3cistHOro ckneposy, M. Xapkis

2 | A.M.H., npoch. 'pub B.A.
JlikyBanbHO-AiarHOCTUYHNIA LLEHTP «Heipo [noban» ToBapucTBa 3 0OMEXEHO BifNoOBiAA/bHICTHO
«Helipo Fnoban», nikyBanbHO-NPodiNakTuYHWIA Nigpo3ain, M. IBaHo-®paHkiBChK, €. KpuxiBLi




5. «PaHaoMi3oBaHe, KOHTPO/IbOBaHe npenapaTom NOPIBHAHHA K/iHIYHe gocnimpkeHHs 11l hasn ona BUBYEHHSA
edheKkTMBHOCTI Ta 6e3nevHocTi nemoponisymaody (MK-3475) y kombiHauii 3 6auunoto Kanbmetta-IepeHa
(BLK) B yyacHMKIB 3 HEM'A30BO-iHBA3VBHMM PakoM CEYOBOro Mixypa 3 BUCOKMM CTYMEHEM PU3UKY, Y AKUX
crnocTepiraeTbca nepcmcTyrounii abo peunaneyounii pak nicns ingykuiiHoi BLK-Tepanii abo skvm paHiwe He
nposoauv bLK-Tepanito (KEYNOTE-676)», kog gocnigpkeHHsa MK-3475-676, 3 iHKOpnopoBaHO NOMNPaBKoo
04 Big 09 yepBHA 2021 poky, cnoHcop - «Mepk LWapn EHg Joym Kopn.», aodipHe nignpuemctso «Mepk EHA
Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

Pa3za - Il

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

KomyHanbHe nignpuemMcTBo «/[HinponeTpoBcbka obnacHa KiiHivHa
nikapHs im. 1.I. MeuHrnkoBa» [HINpONeTPOBCLKOI 06/1aCHOI paam»,
BigaineHHs yponorii Ne2 (oHkonorivHe), JHINPOBCbKWIA AepXaBHNA
MeNYHWUIA YHiBepcUTET, kKadeapa yposorii, M. JHinpo

Ne M.1.6. BignoBigasibHOro AocnigHvKa MpumiTkA
n/n HasBa Micus NpoBeAeHHS KiHIYHOTO BUNPOOGYBaHHS
1 | a.M.H., npoch. KpmxaHiBcbka A.€.
KomMyHasibHEe  HekomepuiliHe nignpuemMcTBo  «llpuvkapnaTCbKuii
KMIHIYHWIA  OHKONOTIYHUIA  LEeHTP |BaHO-®paHKiBCbKOI  061acHOT
pagu», BIAAINEHHS [OEHHOro crauioHapy, |BaHO-®OpaHKiBCbKuMiA
HaLioOHa/IbHUIA  MeAu4YHWiA  yHiBepcuTeT, kacdhegpa  OHKOAOTIT,
M. IBaHO-®PpaHKiBCbK
2 | K.M.H. Jluukoscbkuii O.E. - He HajaHo niaTBEPIXKYHUMX
KomyHanbHe HekomepuiiiHe nignpnemcTBo JIbBiBCbKOT 06/1aCHOT | JOKYMEHTIB CTOCOBHO A0CBigy
pagn «JlbBiBCbka o06n1acHa KNiHiYHa JlikapHAa»,  YPOJIOrivyHe | JlikyBaHHSA nawieHTiB
BigAineHHs, M. JIbBiB OHKOYPOJI0riyHOro npocinto
BiANOBIAANIbHUM  AOC/IAHNKOM
JInykoBCbKNM O.E. Ta
cnisgocnigHnkom Cipum A.B.;
- He HajaHo MiATBEPXYHUNX
[OOKYMEHTIB LLLOA0 MOX/IMBOCTI
3a/Ty4EHHS nauieHTiB
OHKOYpOsoriyHoro  npodqointo,
3rifHO YMOB MpPOTOKO/Y, B
JaHoMy  Micli  npoBefeHHSs
KNiHIYHOro BUNPOGYBaHHS.
[aHe  micue  npoBeAeHHS
BMNPOOYBaHHS He
pekoMeHA0BaHo o
3aTBEPKEHHS.
3 | 3aB. BiggineHHam HanbaHasH T.A.
KomyHanbHe HekomepuiiHe nignpuemctBo «O6nacHUA  LEHTP
OHKO/10ri1», OHKOYPO/IOriYHe BiAaineHHs, M. XapkiB
4 | K.M.H. Hecbcpa M.HO.
KomMyHanbHe HekomepuiiHe nignpueMcTBO XapKiBCbKOT 06/1acHOT
pagn «O6nacHWA  KAiHIYHWIA  cnewjanizoBaHnin  gmcnaHcep
pafiauiiHOro 3axuMcTy HacCefieHHs», XipypriyHe BigdineHHs 3
OHKOOMYHUMU NDKKaMu, M. XapkiB
5 | anpekTop MapamoHoB B.B.
KomyHanbHe HekomepLiliHe NignpMeMCcTBO «YepKacbknil 061acHumi
OHKOJOTiYHWIA ancnaHcep Yepkacbkol o6nacHoi pagn», O6nacHuia
LLeHTP KAiHIYHOT OHKO/I0TIT (OHKOXIMiOTEpaneBT1YHWiA), M. Yepkacu
6 | o.M.H. Cakaso A.B.
KomyHanbHe HekomepuiiiHe nignpueMctBo «KWIBCbKWA MiCbKuiA
KMIHIYHUIA OHKOJIOTYHWI LEHTP» BMKOHABYOrO OpraHy KuiBCbKOI
Micbkol pagu (KniBCcbKOT MICbKOT AepXaBHOT aaMiHicTpauii),
yponoriyHe BiggineHHs, [epxaBHa yctaHoBa «IHCTUTYT yponorii
HauioHanbHOT akafgemii  MeAuyHWX Hayk YkpaiHu», Bigain
OHKoyponorii, M. Knis
7 | A.M.H., npodp. CTtych B.IM.




6. «PaHgomizoBaHe, BiAKpUTE, KOHTPOJSIbOBaHe, 3 ABOMa rpynamu nikyBaHHA [OCNIIKEHHA dasm 3
dhoToimyHoTepanii ASP-1929 B NOpIiBHAHHI 3i CTaH4APTOM NiKyBaHHA Ha BUOIp Nikapa ANns NikyBaHHSA
MNIOCKOK/ITUHHOTO JIOKOPErioHa/IbHOro PeLMAMBYIOHOrO paky rosioBy Ta WK B NAUiEHTIB, Y AKUX He 6y/o
[OCATHYTO edeKTy UM CTaslocsl NPOrpecyBaHHs 3axBOPIOBaHHSA Mig Yac abo nicns npuHaiMHI ABOX NiHil
Tepanii, TpuHaliMHi ogHa 3 Ikux 6y/1a CUCTEMHOIO», KO focnigkeHHss ASP-1929-301, Bepcis 3 nonpaskoto 3.1
Big 10 uepsHa 2020 p., cnoHcop - PakyteH Megikan, IHk., CLUA (Rakuten Medical, Inc., USA)

da3za - Il

3aaBHuK - «biopaci, En-En-Ci», CLLUA

No M.1.6. BignoBiganbHOro gocnigHnka
n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 A.M.H., npod. AyaHiyeHko O. C.

[epxaBHa ycTaHoBa «IHCTUTYT 3arasibHOT Ta HEBiAKNaaHoT Xipyprii imeHi B.T. 3aiiuesa HaujioHanbHOI
akagemii MeanyHNX Hayk YKpaiHu», Bigf4ileHHS THiAHOT Xipyprii Ha 25 NiKOK 3 NanaTo iHTEHCUBHOI
Tepanii Ha 6 NbKOK, XapkiBCbka MeanyHa akagemis nicnsagmnioMHOI OCBITU, kadyeapa OHKOOTiT Ta
AUTAYOT OHKoOriT, M. XapkiB

2 A.M.H., npody. BoHaapeHko |. M.

KomyHasibHe HekoMmepLiiiHe MignprMeMCTBO «Micbka K/iHiYHA nikapHa Ned» [OHINPOBCLKOI MiCbKOI
pazu, XimioTepaneBTuyHe BiAAINIEHHS 3 AeHHWUM CTauioHapoM, [JHINPOBCbKMI AepXaBHUIA MeaNYHNI
yHiBepcuTeT, Kadpegpa OHKOJIOorT Ta MendHoi pagionorii, M. [IHinpo

3 | 3asB. Big. Bowitko H. /1.

KomyHasibHe HekomepuiiHe NignpPueMCTBO «KWIBCbKUIA MICbKWIA KNiHIYHWIA OHKOJOTIYHWIA LeHTP»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagu (KuiBCbKOT MICbKOT OepXaBHOI afMiHicTpauir),
XiMmioTepanesTuyHe BigaineHHa No 2, M. Kuis

4 K.M.H. Pncnaesa [.E.

JlikyBaNbHO-AiarHOCTUYHNIA LEHTP TOBapucTBa 3 OOMEXEHOH BiAMOBIAASIBHICTIO «Mepgikc-pei
IHTepHewHN Tpyn» JlikapHA i3paifibCbkOi OHKOOTiT «LISOD», BiaAiNneHHA KNiHIYHUX Ta HayKoBUX
gocnipxeHb , KniBcbka 061.,06yxiBCbKuiA p-H, . Ma0TK

5 K.M.H. OcTaneHko tO. B.
HauioHaslbHWiA IHCTUTYT paky, BigdiNeHHS Mas10iHBa3MBHOT Ta €HA0CKONIYHOT Xipypril, iHTEpBEHUiAHOT
pagionorii, m. Kuis

7. «MikHapogHe 6GaraTOLEHTpPOBE BiAKpUTE paHAOMi30BaHe AOCAIAXKEHHS Yy TPbOX rpynax A/s OUiHKK
edheKkTMBHOCTI Ta 6e3neyHOCTi HAHOCOMHOI NiNiAHOT cycneHsii goueTtakceny Yy MopiBHsHHI 3 Taxotere®
(moueTakcesny KOHUEHTpaT A5 iH'eKLilA) Y NalieHTiB 3 TpUYi HEraTUBHUM pakOM MOJIOYHOI 3a/1031 3 MICLIEBO
PO3NOBCIOMKEHNM ab0 MeTacTaTUyHUM pakoM MOJIOYHOT 3a/1031 NiCNA HeBAadi nonepeaHbLOl XimioTepanii»,
koA pocnigxeHHs 0063-17, sepcia 1.0 Big 23 vepBHA 2021, cnoHcop - Jina Pharmaceuticals Inc. (IxunHa
®apmacbloTnkans Ixk.), CLUA

da3za - Il

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa
n/n Ha3Ba micus NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS

1 O.M.H., npod. BoHaapeHko |.M.

KomyHasibHe HekomepuiiHe nignpruemcTBo «Micbka KriHidHa nikapHa Ned» [HIMPOBCLKOI MICbKOI
pagu, ximioTepaneBTUYHE BiAAdiNEHHS 3 EHHUM CTalioHapoM, JHINPOBCLKNIA AepXaBHUIA MeaNYHNIA
YHiBEpCUTET, Kadpeapa OHKOMOrii Ta MeanyHol pagionorii, M. [IHINpo

2 K.M.H. F'pnbay C.M.
KomyHanilbHEe HekoMmepuiiiHe nignpuemctBo KuiBCbkoi 06n1acHOi pagn «KuiBCbkuin  o6nacHui
OHKOJ10TiYHUI AncnaHcep», MaMosoriyHe BiaaisnieHHs, M. Kuis

3 nikap Faspuniok I.C.
KomyHasibHe HekoMepLiiiHe NigNPUEMCTBO «TepHOMINbCbKWIA 061aCHWI KNiHIYHWIA OHKOMOTiYHNIA
AvicnaHcep» TepHoninbCbKoi 061acCHOI paan, XimioTepaneBTUYHe BiAA4i1eHHA, M. TepHOoNi/b

4 | nikap Mepenaga C.B.
[epxaBHa ycTaHoBa «IHCTUTYT Megu4YHOI pagionorii Ta oHkonorii im. C.M. Mpurop'eBa HauioHabHOT
akafaeMil MeIM4HUX HayK YKpaiHu», BigdiNeHHs KIiHIYHOT OHKOJIOTII | remartosiorii, M. Xapkis

5 | A.M.H. Wampai B.A.
KomyHasnibHe HekomepLuiiiHe nignprmeMcTBo «IMoAgiNbCbKuiA perioHanbHWiA LLeHTP OHKOOTiT BIHHULbKOT
obnacHoi Pagu», BigainieHHs ximiotepanii, M. BiHHUUA

6 K.M.H., gou,. Lnapuk A.B.
KomyHasibHe HekomepuiiHe nignpremcTBo JIbBIBCbKOT 06/1acHOI pagn «J/1bBIBCbKUIA OHKOMOTIYHMIA

4



perioHanbHWI NiKyBa/lbHO-AIarHOCTUYHWUIA LEHTP», BigAiieHHA XimioTepanii, M. JIbBiB

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

KomyHasibHEe HekoMmepuiiiHe nignprMemMcTBO «OAecbknini  06/1aCHUIA  OHKOJOTIYHUIA - AnuchiaHcep»
Opecbkoi obnacHoi pagu», cTauioHap [fAeHHoro nepebyBaHHA —AMcnaHcepHO-NONIKMAIHIYHOIO
BigAi1eHHs, M. Ofeca

8 | nikap Nigeepbeupka A.B.
O6nacHe KOMyHa/lbHe HEKOMepLiiHe NigNPUEMCTBO «BYKOBUHCHKMI KNiHIYHUIA OHKOTOTIYHNIA LIEHTP»,
CTPYKTYPHMIA Nigpo34in AeHHOro cTauioHapy, M. YepHiBLj

9 nikap NleseHko O.I.
KomyHasibHe HekoMepUiiiHe MigNPUEMCTBO «3anopi3bkuii perioHa/ibHUin NPOTUNYX/IMHHWA LLEHTP»
3anopi3bkoi 061acHol paaw, Big4iIeHHA OHKOXiMioTepanii 3 AeHHUM CTauioHapoM, M. 3anopixks

8. «KniHiyHe BUNPoBYyBaHHSA 3 OLHKM GioekBiBaIeHTHOCTI Nikapcbknx 3acobis TUHOBIA M, TabneTku, BKPUTI
nNiBkOBOK 060/10HKOHD, M0 50 Mr / 500 mr, BUpobHMLTBa AT "KUIBCbKI BITAMIHHA 3ABOA", YkpaiHa Ta
AHymeT, TabneTkn, BKpUTI N/1iBKOBOK 060/10HKOK, no 50 mr / 500 mr, Bupo6HuuTBa Mepk LWapn i Joym B.B.,
HigepnaHgn B ymoOBax OJHOPA30BOr0 MNepopasibHOro npuinoMy 340POBMMM  A06POBONbUAMU», KOA
nocnimpkenHs KVZ-STM, sepcia 2.0 Big 28.10.2021, cnoHcop - AT «KUIBCbKWIA BITAMIHHUIA 3ABOA»,
YkpaiHa

JocnigpkeHHs1 6I0eKBIBaNIEHTHOCTI

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

Ne M.1.6. BignoBigasibHOro gocnigHvka
n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 ron. nikap Aptuw b.1.
MeanyHWin LeHTp ToBapucTBa 3 06MeXeHOoH BignoBigasbHiCTIO «KniHika IHHO®AP — YkpaiHa
IHHOBeliTIB ®apma Pecepu», YepHiBeubka 06/1., HoBocenuupbkuii p-H, ¢. BosiHu

2 K.6.H. MliGiHa B.B.
Nlabopatopis dapmakokiHeTukn (M. Xapki) AN «[epXaBHuiA ekcnepTHUn LeHTp MiHicTepcTBa
OXOPOHU 3[0,0pPOB’ YKpalHW», M. XapKiB

9. OHoBneHui MpoTokon KniHiuHoro Bunpo6ysaHHA VIB0551.P3.S2, MonpaBka 7, 16 cepnHAa 2021 p.,
aHrniicbkolo MoBoOM; IHcopmauis ana naudieHta i dopma iHpopmoBaHoi 3rogu: Biena
Baiio_VIB0551.P3.S2_I'no6anbHuii wa6noH ®PI3_Bepcia 5.0_ 07 BepecHAa 2021 poKy_YKpaiHa_Bepcis
2.0_14 BepecHsA 2021 poKy_ aHriicbkolo MOBOO; IHhopMmauia gna nauyieHTa i dopma iHpbopmoBaHoi
srogu: Biena Baiio_VIB0551.P3.S2_I'no6anbHuii wa6noH ®I3_Bepcia 5.0_ 07 BepecHa 2021
pPOKy_YkKpaiHa_Bepcia 2.0_14 BepecHA 2021 poKy_yKpaiHCbKOI MOBOLO; IHhopmauia gna naugieHta i
®dopma iHthopmoBaHoi 3rogu: Biena Baiio_VIB0551.P3.S2_I'no6anbHuii waodnoH PI3_Bepcia 5.0_ 07
BepecHs 2021 poKy_YKpaiHa_Bepcia 2.0_14 BepecHs 2021 poKy_pociiicbkolo MoBOIo; Popma 3rogu
BariTHOI MapTHepPKM Ha HapaHHA iHdopmauii: Biena Baivo_VIB0551.P3.S2_dopma 3rogu BariTHoOl
napTtHepku, Bepcia 4.0_27 cepnHa 2021 poky_ YkpaiHa_Bepcia 2.0_14 BepecHa 2021
POKy_aHrnificbkolo MoOBOK; dopma 3rogu BariTHOI NMapTHEPKM Ha HapaHHA iHdopmauii: Biena
Baiio_VIB0551.P3.S2_dopma 3roau BariTHOi napTHepku, Bepcia 4.0_27 cepnHa 2021 poky_
YKpaiHa_Bepcis 2.0_14 BepecHA 2021 poKy_yKpaiHCbKOI0 MOBOIO; dPopMa 3ron BariTHOI NapTHEPKU Ha
HagaHHA iHdopmauii: Biena Baivio_VIB0551.P3.S2_dopma 3rogn BariTHOI napTHepku, Bepcia 4.0_27
cepnHA 2021 poky_ YKkpaiHa_Bepcif 2.0_14 BepecHA 2021 poky_pocCiiiCbKol0 MOBOI0; 3MiHA KOHTAKTHOI
oco6u CrnoHcopa Ta KOHTaKTHOI iHhopmauii; 3MiHa Ha3BM BUPOGHUUOI AiNAHKM ANA iHeGinisymao
(Inebilizumab), koHueHTpaT pAnA pos3uvHy pAna iHdysiiK, 10 mr/mn Ta nnaue6o Ao iHeGinisymad
(Inebilizumab) 10 mn, KOHUEHTpAT ANA PO3UMHY NS iHdysil: 3 Medimmune Pharma, B.V., Higepnangn
Ha AstraZeneca Nijmegen B.V., HigepnaHau [0 NpOTOKOMY KMiHIMHOrO [OCNiAXKEHHS «PaHgomizoBaHe,
noZBiiiHe cnine, 6baraToLeHTPoOBe, N1aLeb0-KOHTPOIbOBaHE JOCAiMpKEHHA 3 ddasmn oS OLiHKM edDEKTUBHOCTI |
6e3neyHocCTi iHe6Ginisymady npu IgG4-acouiioBaHnx 3axBOPIOBaHHAX», kog, gochigpkeHHs VIB0551.P3.S2,
Monpaska 3, 16 kBiTHA 2020 p.; cnoHcop - Biena baiio, IHk., CLUA (Viela Bio, Inc., USA)

3asBHYK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «MEAMENC YKPAIHA»

byno Crano
MN.i.b. koHmakmHoi ocobu: Lisa Pitt | I.l.b. koHMakmHoi oco6u: Anju Samy
KoHmakmuuli menegpoH: 001 240 5580038 | KoHmakmHuli meseoH: +1.224.383.3876
(X125) Aopeca esieKmpoOHHOI nowmu:
®akc: 001 240 7729578 asamy@horizontherapeutics.com.
Adpeca e/leKmpoHHOI nowmu:
pitti@vielabio.com




Byno Crasio
Medimmune Pharma, B.V., HidepnaHou AstraZeneca Nijmegen B.V., HidepsiaHou

10. OHOBEHMIT NPOTOKON KAiHiYHOro BMNpooyBaHHa APG2575CU101, Bepcis 2.2 Big 15 »oBTHA 2021
(aHrNiNcbLKOK MOBOIO); BKNOUEHHS Yy K/iHIYHE BUNPOGYBaHHA [AOCNIgKYBAaHOIO JliKapCcbKOro 3aco6y
APG-2575 (APG2575) (APG-2575; 4-{4-{[6-(4-xnopdpeHin)-cnipo[3.5]HOH-6-eH-7-in]MmeTuN}-ninepasunH
-1-in}-N-{{3- HiTpo -4-[((2S)-1,4-piokcaH-2-inmeTun)amino]ceHin}cynocoHin} -2- (1H-nipono [2,3-b]
nipuaunH-5-inokcn) 6eHsamipg); TaéneTkn BKpUTI NIIBKOBOKO 060/10HKOO0; 200 mr; Haimen Pharma Inc.,
KuTtaii; flocbe gocnigXyBaHoro fiikapcbkoro 3acooy APG-2575, Bepcis 2.0 Big 15.12.2020 aHrilicbKkoto
MoBOIO; [locbe AocnigKyBaHOro Jikapcbkoro 3acody APG-2575, Bepcia 3.0 Big 14.10.2021
aHrnifcbKo MoBOLO; 3alydeHHA HOBOI BUPOGHUUOI ainsaHku Almac Clinical Services Limited, Bennka
BputaHis, gna APG-2575, Ta61eTKU BKPUTI NJ1iBKOBOKO 060/10HKOO, 10 Mr; APG-2575, TaGneTKu BKpUTI
NNiBKOBOKO 060J/I0HKOW, 50 Mr; APG-2575, TaGneTku BKpPUTIi NNiBKOBOK 06GOJ/IOHKOK, 200 Mm;r
3anyueHHAa HoBoOI BUpPo6GHUUOiI AinaHku Almac Clinical Services (Ireland) Limited, Ipnangia, ansa
APG-2575, Ta6neTku BKpUTi NJ1iIBKOBOIO 0060J/I0HKOIO, 10 mr; APG-2575, TaGneTkn BKPUTi NJ1iBKOBOIO
060/10HKO10, 50 mMr; APG-2575, Ta6neTku BKPUTI NJ1IBKOBOKO 060J/I0HKOIO, 200 Mr; 3pa3oK eTUKETKU 3
iHdhopmauieto npo npenapatn APG-2575, Ta6neTku BKpUTi NAiBKOBOIO 060/10HKOLO, 10 mr; APG-2575,
TabGneTKN BKPUTi NN1iBKOBOIO 060/10HKOL0, 50 mMr; APG-2575, TaGneTku BKPUTi N/1IBKOBOIO 0G0JIOHKOIO,
200 mr yKpaiHCbkoio MoBoOw (Bepcisa 2.0); LLlogeHHMK 3acTOCYyBaHHA AOCAIMKYBaHOro npenapaty
APG-2575 3 Ma6Tepa®, Bepcisa 5 Big 15 xoBTHA 2021, ansa YKpaiHM Ha ocHOBI CrnoHcop Bepcii 4 Big 15
XOBTHA 2021 (YKpaiHCbKOK Ta POCilficbkolo MOBOI0); LLlogeHHUK 3acTOCyBaHHA AOC/ifKyBaHOro
npenapary APG-2575 3 KankBeHc®, Bepcia 5 Big 15 xoBTHA 2021, ana YKpaiHM Ha ocHOBi CnoHcop
Bepcii 4 Big 15 »x0BTHA 2021 (yKpaiHCbKOIO Ta POCiliCbKOI MOBOIO) 0 NPOTOKO/Y KAIHIYHOTO AOCAIAKEHHSA
«JlocnimpkeHHa dasu Ib/ll 3acTocyBaHHA npenapaTy APG-2575 sk MoHoTepanii abo B koMGiHaUil 3 iHWKMYK
nikapcbkMMun npenapataMyv Yy NauieHTiB 3 peunavBylouMMu  Ta/abo pedhpakTepHUMU  XPOHIYHUM
nimcpounTapHum nevikozom (XJ11)/gpibHOKIITMHHOW nimdpoumTapHoto nimdpomoro (OJ/1/1) (SACRED)», kog
pocnipkeHHs APG2575CU101, sepcia 2.1 Big 14 TpaBHa 2021 ; cnoHcop - Ascentage Pharma Group Inc.
(AceHTax ®apma Mpyn IHK.), CLLUA

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

11. OHoBneHuii MPOTOKON KNiHIYHOrO pocnimkeHHs, Bepcia 02 Big 31 cepnHA 2021; 306iNblIeHHA
KiNnbKOCTi gocnigkyBaHux B YKpaiHi 3 3 o 6 0cCi6 40 NpOTOKOMY KMIHIYHOrO AOChigXeHHs «KnaiHiuHe
OOCIMKEHHS A1 OLLHKM e(peKTUBHOCTI, hapMakoKIiHETMKK, IMYHOTeHHOCTI Ta 6e3ne4YHoCTi npenapaTy Binarte
(Wilate) y naujieHTiB Bikom A0 6 pPOKiB i3 BaXKKolo hopmoto xBopobu BinnebpaHaa», kog gocnimpkeHHs WIL-33,
Bepcia 01 Big 15 ciuna 2021 p.; cnoHcop - Octapharma Pharmazeutika Produktionsges.m.b.H., Austria
3asBHuK - TOB «CiHeoc Xenc YkpaiHa»

12. YkpaiHa, MK-6482-012, IHchopmauisi Ta 4OKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcis
2.02 Big 08 )XOBTHSs1 2021 p. yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-6482-012, IHchopmaLif Ta [OKYMEHT Npo
iHbopMoBaHy 3rogy ANA nauieHTa, Bepcia 2.02 Big 08 )oBTHA 2021 p. pocilicbKolo MOBOIO; AHKeTa
oo cTaHy 3gopoB’s EQ-5D-5L, nepeknapg Ha YKpaiHCbKYy MOBY A1 YKpaiHW, TEKCT ans TenietpOHHOro
iHTepB’10; ONUTYBa/IbHUK WOA0 CTaHy 30poB’sa EQ-5D-5L, Bepcif pociicbKoo MOBOIO As1s1 YKpaiHu,
TEKCT AN TeneddOHHOro iHTepB’to; ONUTYBa/IbHUK 151 OLHKK AKOCTi XXUTTA — Core 30, Bepcia 3 (QLQ-
C30), CueHapiii npoBefeHHA TeneoHHOro iHTepB’to, Bepcisi 2.0, yKpaiHCbKOK MOBOH; ONUTYBa/IbHUK
ANA ouiHKN AKOCTi XuTTa 3 30 NnuTaHb, QLQ-C30 (Bepcia 3), CKpinT Ans NpoBefeHHA ONUTYBaHHSA No
TenedpoHy, Bepcia 2.0, pocilicbkoo MoBOW; KepiBHALTBO KopucTyBaya 3 OLHKU pe3yfnbTariB
NiKyBaHHA 3 eNeKTPOHHUM 360poM paHux (eCOA) ansa aocnigHULbKUX LeHTpiB, Bepcia 1.0 Big 22
rpyaHsa 2020 p., yKpalHCbKOl0 MOBOI; OHoBneHe [loCbe AOCAIAKYBaHOro JliKapCbKOro 3acooy
MK-1308A, Bepcia 07W2GG, Big 24 BepecHs 2021 p., aHriACbKOIO MOBOIO; 3MiHa HasBM Micus
NpoBeAEeHHS K/iHIYHOro BUNPoGyBaHHA 40 NPOTOKO/1Y KAiHIYHOIO [OCNIMKEHHS «BigkpuTe, paHaomi3oBaHe
pocnigpxkenHs |l dpasm gnsa ouiHk1 eeKTUBHOCTI Ta 6e3nedHocTi neméponizymady (MK-3475) y komGiHau,i 3
6ensytucpaHom (MK-6482) ta neHBatudioom (MK-7902), a6o MK-1308A y komGiHauji 3 feHBaTMHIOOM
MOPIBHAHO 3 MemMbponizymabom i fieHBaTMHIOOM B SIKOCTI MepLluoi AiHii Tepanii Ans y4yacHuKiB 3
PO3MNOBCIOKEHOO CBITIOKNITUHHOK HUPKOBO-K/TITUHHOK KapLMHOMOW», Kog, AocnimkeHHs MK-6482-012, 3
iHKopnoposaHoto nonpaskoto 02 Big 01 yepBHs 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», AoYipHe
nignpuemctBo «Mepk eHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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



BYNO

CTAJI0

O.M.H., npogp. Ctyck B.IM.

KomyHanbHe nignpremMctBo  «/[HinponeTpoBCcbka
obnacHa KniHiyHa nikapHa iM. LI, MeuHukoBa»
[JHinponeTpoBCcbKOi 06n1acHOl paau», BifAIIEHHSA

O.M.H., npodp. Ctyck B.MM.

KoMmyHasnbHe nignpveMcTBO  «[HiNponeTpoBChbka
obnacHa KkniHiyHa nikapHa iM. |l MeuyHukoBa»
[HinponeTpoBCcbkoi 06/1acHOT paau», BigaineHHA

yponorii Ne2 (oHkonoriuHe), [epxaBHWA 3aknag
«[iHinponeTpoBCbKa MeAnYHa akagemis
MiHicTepcTBa OXOpOHU 300pPOB‘A  YKpaiHU»,
kadheapa yposorii, M. [IHiNpo

yponorii  Ne2  (oHkonoriyHe), [HiINPOBCbKWIA
OepXaBHUA MeguuHWii yHiBepcuteT, kadegpa
yponorii, M. JHinpo

13. Bpowypa gocnigHmka CNTO1959 (guselkumab), BugaHHsa 12 Big 30.08.2021 p.; OHOBNeHMii po3ain
3.2.S pocbe AN13 rycenbkymab (CNTO1959), cepneHb 2021 p.; OHoBneHuii po3gin 3.2.P gocbe AN13
rycenbkymaé (CNTO1959), nonepefHbo 3anoBHeHUii wnpuu, 100 mr/mn, cepnedb 2021 p. 40 NPOTOKONY
KNiHiYHOro JocnigxeHHs «baratoueHTpoBe, paHAoOMi3OBaHe, MoABiliHe cnine, nfauebo KOHTPOsibOBaHe
KNiHiYHe pocnimkeHHs 2a ¢a3n Ans ouiHkM ed)eKTMBHOCTI Ta ©6e3neyHOCTi Mnpu3HaveHol NidwwkipHo
KoM6iHOBaHOT Tepanii rycenbKymaoy Ta roslimymMasy y nauieHTiB 3 akTMBHUM NCOpiaTUUHUM apTPUTOM», KOZ,
pocnipkeHHa CNTO1959PSA2003, Big 08.06.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

3asBHUK - «AHCCEH ®PAPMALIEBTUKA HB», Benebris

14. fopaTok Big 31 cepnHa 2021 poky go Bpowypwu gocnigHuka 3ine6ecipaHy (ALN-AGTO01), BugaHHs 3
BiA 13 KBiTHA 2021 poKy, aHINiACbKOIO MOBOIO; [locbe AocnimKyBaHOro nikapcbkoro 3aco6y (44/13)
3ine6ecipaH (ALN-AGTO01), yactuHa «SKicTb», Bepcia 3.0 Big 21 BepecHA 2021 poKy, aHIMiNCbKOIO
MoOBOI0; 3MiHa Ha3Bu /13 3 «<ALN-AGTO01» Ha 3ine6ecipaH (ALN-AGTO01); 3pa3ok 306paxXeHHs1 CUcCTemMun
eConsent «MouyaTok po60TU», pOCilicbKkold MOBOK; 3pa3oK «lHdopMmauiliHoro nuctka i dopmu
iHpbopmoBaHoi 3rogu» 3 cuctemm eConsent, ykpaiHCbKoto MOBOIO; 3pa3ok «IHhopmauiiiHOro nucTka i
thopmu iHchopmoBaHoi 3rogu» 3 cuctemm eConsent, pocilicbkoro MOBOt0; PM AHOTOBAHOrO WaG/IoHY
nvcTa-nogaHHA iHhopmoBaHoi 3roau eConsent, Bep. 2.3 Big, 2 nunHA 2021 poKy aHrNificbKOO MOBOIO
(ana pociiicbkoi moBwm); Mepeknag yKpaiHCbKOO MOBOLO Bif 22 )0BTHA 2021 poky nogaHHs chopmu
iHhopmoBaHOi 3rogu B efleKTPOHHOMY chopmarTi Ans pociiicbkoi MoBMU, Big 09 cepnHa 2021 poky; PM
AHOTOBaHOro wab6/IoHy nucta-nogaHHA iHpopmoBaHoi 3roau eConsent, Bep. 2.3 Big 2 nunHa 2021
POKy aHrnificbkoro MoBO1O (A1 yKpaiHCbKoi MoBu); Mepeknajg yKpaiHCbKOK MOBOIO Biff 22 )XKOBTHS
2021 poky nogaHHs cpopmMu iH(hopMOBaHOi 3roan B efIeKTPOHHOMY dpopmarTi A1 YKPaiHCbKOT MOBMU,
Big 09 cepnHa 2021 poky; Ornsag nosioxeHb 3MicTy Ta 6e3neku, Bepcia 4 A4, Cuctema SecureConsent
5.2 Big 22 6epe3Hs 2021 poky, aHrNiACbKOIO MOBOIO; Mepeknag YKpaiHCbKOK MOBOIO Bif, 19 XXOBTHS
2021 poKy Ornsay nonoXxeHb 3MicTy Ta 6e3neku, Bepcisa 4 A4 Big 22 6epe3Ha 2021 poky; BkoueHHsA
[O0AAaTKOBUX MiCLb NMPOBEeAEHHA AOCNIAKEHHA [0 NPOTOKONY KNiHIYHOIO A0CAiMKEeHHs «PaHAoMIi30BaHe,
nofBiiiHe cnine, nnaue60-KOHTPO/IbOBaHe, GaraToLEeHTPOoBE AOCAIMKEHHS MO MNig6Gopy A03M ANS OLiHKM
echbekTuBHOCTI 11 6e3neyHocTi npenapaty ALN-AGTO1 y nauieHTiB 3 M'AKOIO Ta MOMIpHOK apTepiasibHOK
rinepTeHsieto» , kog gocnimpkeHHs ALN-AGTO01-002, iHkopnopoBaHuii nonpaskoto 2 Big 09 uepBHa 2021 poky;
crnoHcop - Alnylam Pharmaceuticals, Inc., United States

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

No M.1.6. BignoBigabHOro gocnigHuka

n/n Ha3Ba micus npoBefeHHs K/iHIYHOro BUNPOGYBaHHSA

1 K.M.H. BepeHdyc B.A.

KomyHasibHe HekoMepLjiiHe NiZNPUEMCTBO «4-a MiCbKa K/iHIYHA JlikapHs M. JIbBOBa», Biffi/IEHHS
[JEHHOro crauioHapy 3 KapAionioriyHuMm sibkkamn, M. J1bBiB

2 O.M.H. YepHiok C.B.

[JepxaBHa ycTaHoBa «HaliOHa/IbHWUII HayKOBWI LEHTP «IHCTUTYT kapgionorii iMeHi akajemika
M.[. CTpaxecka» HauioHanbHOT akagemii MeguuHnx Hayk YKpaiHu, Bigdin HEKOPOHapHUX XBOPOO
cepus, peBmartonorii Ta Tepanii, M. Kuis

3 O.M.H., npody. KonecHuk M.HO.

HaBuanbHO-HayKOBUI MeANYHUI LIEHTP «YHiBepcUTETCbKa K/iHiKa» 3anopi3bkoro AepXaBHOro
MEAMNYHOro YHiBEpCUTETY, KapAionioriyHe BigAiNeHHs, 3anopi3bkuii  AepXaBHUA  MeaWNyHUIA
yHiBepcuTeT, kKadoedpa ciMeinHoi MeauuuHu, Tepanii, kKapaionorii Ta HeBponorii dakynbTeTy
NicNAAMMIIOMHOT OCBITH, M. 3anopixks

4 K.M.H. Muwiaxny T.1.

KuiBcbka K/iHIYHA MikapHSA Ha 3anisHUMYHOMY TpaHcnopTi Ne2 ®inii «LleHTp OXOpPOHW 34,0pOB’'A»




aKLioHepHOro ToBapucTBa «YKpaiHCbKa 3ani3HNLS», BigaieHHsa AeHHOro ctauioHapy, M. Kuis

5 Nikap MeTposcbkuin P.B.

KniHiyHWiA  NikyBa/lbHO-AIarHOCTUYHUIA  LEHTP TOoBapuctBa 3 OOMEXEHOW  BiAnoBiAa/IbHICTIO
«Cimearpyn», M. IBaHO-®paHKiBCbK

6 Nikap Monosa I'.B.

MeguuHnii LeHTP ToBapucTBa 3 OOMEXEHOK BiAMOBIAAIbHICTIO «MeAnYHUA LeHTp «KoHcuiym
Megikas», KiHIKO-KOHCYNbTaTUBHE BiAfineHHs, M. Kuis

7 4.M.H. Cepik C.A.

[JepxaBHa ycTaHoBa «HauioHanbHuiA iHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHOi akagemii
MeONYHUX HayK YKpaiHuy», BigAin iwemiyHoi Xxopobu cepus i MeTabosliyHNX MopyLUeHb, M. XapKiB

8 O.M.H., npodp. LWesuyk C.B.

HaykoBo-gocnigHuii iHCTUTYT peabiniTauii oci6 3 iHBanigHICTIO (HaBYa/lbHO-HAaYKOBO-/TiKyBa/lbHUIA
KoMmnekc) BiHHUUBLKOro HalioHaslbHOro MeanyHoro yHisepcutety im. M.l Muporosa, Bigdin tepanii
Ta KNiHIYHOT peBMAaTosOrii, TepaneBTUYHE BiAAIIEHHS, BIHHUUBKMIA HaLiOHANIbHUIA MeaNYHWIA
yHiBepcuTeT iM. M.1. Muporosa, kadeapa BHYTPILLHLOT MeanUUHN No2, M. BiHHMUSA

9 O.M.H., npodp. Bakantok I.I1M.

KomyHanbHe  HekoMmepujliHe  nignpueMcTBO  «IBaHO-PPaHKIBCbKUA  06GNACHUIA  KNiHIYHWIA
KapAionoriyHnii UeHTp IBaHO-®paHKIBCbKOI 061acHOi paau», BIiAAINEHHS XPOHIYHOT iLeMiYHOI
XBOpO6M cepus, IBaHO-DpaHKIBCbKMIA HaLiOHAIbHWIA MeANYHWIA YHIBEPCUTET, kadiegpa BHYTPILLHbOT
MeanumHn Ne2 Ta MeCeCTPUHCTBA, M. |IBaHO-PpaHKiBCbK

10 | K.M.H., 3aB. Bif. KameHcbka E.I1.

XapkiBCbka KiHiYHa NikapHa Ha 3anisHnMyHoMy TpaHcnopTi Nel dinii «LleHTp oXopoHW 340pOoB’s»
aKLiOHEPHOro ToBapnCTBa «YKpaiHCbKa 3ani3HNUS», 2 KapAionoridyHe BiaaineHHs, M. Xapkis

15. NopgoBXeHHA TepMiHY NPUAATHOCTI AOCAiAKYBaHOro nikapcbkoro 3aco6y FT011, kancynu 200 mr
Ta 100 mr Ta BignosigHoro niaue6o AO0AATKOBO Ha 12 micAuiB A0 NPOTOKO/Y KIIHIYHOrO BMNPO6YyBaHHSA
«PaHgomizoBaHe, noAgiiiHe crine, nayeb0-KOHTPO/IbOBaHE AOC/iMKeHHA da3m || gnia  BUBYEHHSA
hapmakokiHeTVKK, hapmakogmHamiyHux ecdpekTiB i 6e3neyHocTi npenapaty FT011l gnia nepopasibHOro
3aCTOCYBaHHA B YYaCHUKIB AOCNIMKEHHA i3 ANY3HUM CUCTEMHUM CKIepo30M», Kog AocnigxkeHHs CER-
FT011-SSc01, Bepcisa 1.4 Big 11 notoro 2021 poky; cnoHcop - Certa Therapeutics Pty Ltd, Australia
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

16. Bk/iloueHHs A0[aTKOBOro Micus NPOBEAEHHA KI/iHIUHOTO BUNPOOYBaHHA; 3anpoBamKyeTbCs
OHOBJI€Ha Bepcif Jocbe AocnigKyBaHOro nikapcbkoro 3aco6y IMU-838-RC, tadbnetkun, 5 mr / 15 mr /
22.5 mr [ 30 mr / 45 mr ta IMU-838, Ta6netku, 5 mr / 15 mr / 22.5 mr (Vidofludimus Calcium (IM90838) /
Bigodnypimyc kanbuiro (IM90838)), Bepcia 11 Biag 14 rpyaHsa 2020 poky; po3gin 3.2.P.3.1: Bepcia 11A
BiA 14 BepecHA 2021 poky (IMPD IMU-838-RC Tablets 5 mg /15 mg / 22,5 mg / 30 mg / 45 mg and IMU-838
Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus Calcium Tablets) Drug Substance: Vidofludimus Calcium
(IM90838) version 11 dated 14 December 2020; 3.2.P.3.1: version 11A dated 14 September 2021);
3anpoBagXyeTbCA OHOBJ/ieHa Bepcia [locbe pocnigkyBaHOro nikapcbKoro 3acoGy lMnaue6o pna
IMU-838-RC ta IMU-838 (Vidofludimus Calcium Tablets |/ Bigodnygimyc kanbuito, Tabnetkn) Bepcia 7
Big 14 rpygHa 2020 poky; po3gin 3.2.P.3.1: Bepcia 7A Big 14 BepecHA 2021 poky (IMPD Placebo For
IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium Tablets), version 7 dated 14 December 2020;
3.2.P.3.1: version 7A dated 14 September 2021) g0 nNPOTOKOAY KMIHIYHOTO BUMNPOOYBAHHSA
«baraTtoueHTpoBe, paHAoOMi3oBaHe, MoABiliHe cnine, Miaue60-KOHTPONbOBaHEe [AOCAIMKEHHSA ANA OLiHKA
edekTnBHOCTI, 6e3neyHocTi i nepeHocumocTi npenapaty IMU-838 y nauieHTiB 3 NpPOrpecyoymMm po3cisHUMm
CKNepo3om», kog, aocnimkeHHa P2-IMU-838-PMS, sepcis 2.0 Bif, 24 yepsBHA 2021 poky ; CNOHCOP - «IMMYHIK
Al», HimeuunHa / Immunic AG, Germany

3anBHUK - TOB «Bepym KniHikan Picepu», Ykpaina

No M.1.b. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusi NpoBeAEeHHS KIIHIYHOIO BUNPO6YBaHHS

1 4.M.H., npodp. AenbBa M.10.

KomyHasibHe nignpnemctBo «lonTaBcbka o6nacHa kiiHivHa sikapHs iM. M.B. CknidhoCOBCbKOro
MonTtaBcbKOi 06/1acHOT pagu», HEBPOJIOTiYHE BiAA4NIEHHS, [ONTaBCbKUA AepXaBHWUA MeanYHWI
YHiBEpCUTET, Kadpeapa HEPBOBUX XBOPO6 3 HEMPOXiPYpPriEld Ta MeAMYHOK reHeTuKow, M. MNMontasa

17. OHOBNEeHe AoCbE fgocnigKyBaHoro npenapaty RO7490677 Ta nnaue6o (IMPD), Big »xoBTHA 2021 p.;
3anyueHHss [0[ATKOBOI BMPOGHMUOT AiNAHKM  ANA  AOCNIMKYBaHOro nNikapcbKoro 3acoby -



PekomGiHaHTHUII NeHTpakcuH-2 noguHu (RO7490677, PRM-151), 160 Mr/8 Mn CTepUAbLHOIO PO3UMHY
ANA BHYTpiwHbOBeHHUX iHdysiii: F. Hoffmann-La Roche AG, LUBeiiuapis; TecT i3 6-XBUJINHHOIO
X0AbOO0K — TUNOBI IHCTPYKLIT Ta NiAGaAbOPIOBAHHSA, 2-re BUAaHHA YKpPaiHCbKOI MOBOKO; TecT i3 6-
XBUJIMHHOIO XOA4b060I0 — TUNOBI iIHCTPYKLT Ta NiA6aAbOpPIOBaHHA, 2-Te BUAAHHSA POCi/iCbKOIO MOBOIO 10
MPOTOKOMY  K/IHIYHOrO  JocnifpkeHHs «PaHgomisoBaHe, noggiliHe cnine, nnaueb0-KOHTPOsiboBaHe
JocnimpkeHHs a3 3 ona OuiHKM eekTUBHOCTI Ta 6e3neyHocTi 3acTtocyBaHHA PRM-151 y nauieHTiB 3
igionatnyHum nereHeBum oibpo3om», koa gocnimkeHHs WA42293, sepcia 3 Big 13 nuctonaga 2020 poky;
cnoHcop - «®. XothdpmanH-/15 Pow NTa» [F. Hoffmann-La Roche Ltd.], LUBeliuapis

3anBHVK - TOBApUCTBO 3 06MEXEHOI BiANoBigasibHICTIO «/TABKOPT KMIHIKAM AEBE/NIOMMEHT YKPATHA»

18. OHoBneHuii MpoTokon KniHiuHoro Bunpo6yeBaHHA MS200569 0004, Bepcis 4.0 Big 21 xxoBTHA 2021
POKy, aHrnificbkoo MmoBoto; IHchopMauiiiHuii nucToK Ta chopma 3rogu Bepcia 4.0 gna YkpaiHu Big, 25
)XOBTHS 2021 poky, aganToBaHa Ha OCHOBI MalicTep-Bepcii ocHOBHOI P13, Bepcii 4.0 Big 21 )xoBTHsA 2021
poky, «Mepk Xenckea KlraA», Mpotokon MS200569_ 0004, aHrfiiCbKOIO Ta YKpaiHCbKOK MOBaMW;
Aopaatok po IHopmauyiitHoro nuctka Ta popmu 3rogm Bepcia 4.0 ana YkpaiHu Big, 25 oBTHA 2021
POKy, afanToBaHa Ha OCHOBI MalicTep-Bepcii ocHoBHOI ®I3, Bepcii 4.0 Biag 21 xxoBTHA 2021 poky, «Mepk
Xenckea KraA», MMpotokon MS200569_0004, aHrfniiicbko Ta YKpaiHCbKO MoBamu; Jocbe
[ocnigpkyBaHOro nikapcbkoro 3aco6y M5049, Bepcia 12.0 3a BepeceHb 2021 poOKy aHI/iACbKOK
MOBOI0; 3a/TyUeHHS [0[aTKOBOI Ha3BU 415 [OCNIAKYBaHOro nikapcbKoro 3aco6y M5049: EHnaTopaH
(Enpatoran) [0 npoOTOKOMY K/IHIYHOrO AOCiMKeHHsT «PaHgomisoBaHe, noAgiliHe cnine, nnauebo-
KOHTpO/SIbOBaHe aocnimkeHHs Ib asm ansa ouiHkum 6e3nevyHOCTi Ta papMakokiHETMKM npenapaTty M5049 npu
nepopasibHOMy 3acCTOCyBaHHiI y 6araTokpaTHWX 3poCcTalumx [03ax B YYaCHWKIB 3 CUCTEMHWM YepPBOHUM
BOBYAKOM Ta 3 LIKIPHMM 4epBOHUM BOBYAKOM, SKi OTPUMYIOTb CTaHAapTHE NiKyBaHHS», KO AOCNIMKEHHS
MS200569_0004, sepcisa 3.0, Big 05 TpaBHA 2021 poky; crnoHcop - Merck Healthcare KGaA, Darmstadt,
Germany / «<Mepk Xenckea KlraA», JapmwTaar, HimeyunHa

3asaBHuK - TOB «<APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

19. Br/1lOUEHHS1 [OAATKOBUX Micub NMPOBeAeHHA K/iHIYHOro BUNMPOOYBaHHSA [0 NPOTOKO/Y KNiHIYHOro
JocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOABiHE cnine, nnauebo KOHTPOSIbOBaHE KAiHIYHE
JocnipkeHHs 2a a3y NS OuiHKM edDeKTUBHOCTI Ta 6e3neyHoCTi Npu3HavyeHol MNigWwKipHO KOMOIHOBaHOT
Tepanii rycenbkymMmaoy Ta roniMmymaoy y naujieHTiB 3 akTUBHUM NCOpPiaTUYHUM apTPUTOM», KOg, AOCAIKEHHS
CNTO1959PSA2003, Big 08.06.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUVKA HB», Benbrist

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOOBYBaHHS

1 | 3aB. Big. TypsiHmuya C.P.

KomyHasibHe HekoMepLjiiiHe NignpueEMCTBO «3akapnaTcbka ob/acHa KiiHiYHa NikapHs iMeHi AHApIs
HoBaka» 3akapnaTcbkoi 06/1aCHOI paau, peBmaTooriyHe BigdiieHHs, M. Y)Xropoa

2 | K.M.H. lacaHos HO.4.

[JepxaBHa ycTaHoBa «HauioHanbHWii iHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHOi akagemii
MeAMYHUX HayK YKpaiHu», Big4in kIiHiYHOT dhapmakosiorii Ta apMakoreHeTUkn HeiHgEeKLinHNX
3aXBOpIOBaHb, M. XapkiB

3 | nikap YymaueHko I".A.

MeanyHuii LUeHTp ToBapucTBa 3 OOMEXEHOK BignNoBiAa/bHICTIO «Meabyan-KniHik», nikyBasibHO-
nNpodiNakTMYHWiA nigpo3ain, M. Kuis

20. Bpolypa gocnigHuka gnsa [ocigKyBaHoro nikapcbKoro 3aco6y nasepriHio (YH25448), sepcis 9.0
Big 16 nunHa 2021 poky; IHchopmauia ana nauieHTa Ta ®opma iHpopmMmoBaHOi 3roau, mogenb AN
YKpaiHu, Bepcis 3.0 Bif 22 BepecHsi 2021 poky (YKpaiHCbKOIO Ta pocilicbkolo moBamu); IHchopmauis gns
nauieHTa Ta ®opma iHhopmoBaHoi 3rogu (MepexpecHe focnigkeHHA), mogenb ANA YKpaiHu, Bepcia
3.0 Big 22 BepecHs 2021 poKy (YKpaiHCbKOK Ta POCIACbKOK MOBaMW) [0 MNPOTOKO/Y K/iHIYHOrO
pocnipkeHHsa «PaHpaomizoBaHe, nofgiiHe cnine pocnimkeHHs ®a3un |l ans ouiHkn edekTMBHOCTI Ta
6e3MneYyHoCTi Nas3epTiHiBy B MNOPIBHAHHI 3 redpiTiHIBoM AK Tepanii neploi NiHii B nauieHTiB 3 MicLeBo-
nowmnpeHnm abo metacTaTMYHUM HeAPiIGHOKNITUHHUM pakoM S1ereHiB 3 MyTali€lo, WO CEHCUTU3YE peLienTop
enigepmasibHOro haktopa pocTy», Kof gocnimpkeHHs YH25448-301, sepcia 2 Big 03 BepecHs 2020 poky;
cnoHcop - Yuhan Corporation, Republic of Korea / FOxaH KopnopeliwH, Pecny6nika Kopes

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»



21. MNopoBXEHHA TEPMiHY NPOBeAEHHS KNiHIYHOro BUNpoGyBaHHA B YKpaiHi o 13 rpyaHAa 2022 poky [0
MPOTOKOJTY KANiHIYHOTO JocnigxeHHs «Komb6iHoBaHi, NoABiiHO-CAiNi, paHaoMi30BaHi, naueb0-KOHTPO/IbOBaHi
JocnipkeHHa a3 3 ANs OouiHKM ed)eKTUBHOCTI i 6e3neyHocTi OinroTiHiéy ANA CTMMYy/OBaHHA Ta
36epexeHHs peMicii y nauieHTiB i3 XBopo60 KpoHa cepefHbOoro Ta TAXKOIO CTYMEeHS akTUBHOCTI», KOZ
pocnipkeHHs GS-US-419-3895, 3 iHkoprnopoBaHoto rnonpaskoto 8 Big 01 TpasHA 2020 poky; cnoHcop - Gilead
Sciences, Inc., CLLUA

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

22. bpowypa gocnigHuka R076477 (paliperidone) and R092670 (paliperidone palmitate), BugaHHa 22
Big 11.08.2021 p.; 3miHa Ha3BU MicLA NpoBeAeHHS KMIHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y KAiHIYHOro
BMNPObYBaHHA «BigkpuTe, 3 04HMM PyKaBOM JlikyBaHHS MOAOBXEHHS NOABIMHOrO CAiNoro, paHAoMi30BaHOro,
aKTUBHO KOHTPO/SIbOBAHOr0, B MapasiesibHUX rpynax KMiHiYHOro AO0CAifKEeHHs naninepugoHy nanbmitaTy
LIEeCTUMICAYHOT Aji», ko4 pocnimpkeHHsa R092670PSY3016, 3 Monpaskot 2 Big 15.12.2020 p.; cnoHcop -
«AHCCEH ®APMALIEBTVKA HB>», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BY/NO CTANO
3aB. Big. CamcoHoBa J1.0. 3aB. Big. CamcoHoBa J1.0.
KomyHanbHuiA 3aknap, /1bBiBCbKOi 06/1acHOT pagn | KomyHanbHe HeKomepuiliHe nignpMemMcTBO
«JIbBIBCbKWA obnacHuin KNiHIYHWIA | JIbBiBCbKOT 06/51aCHOT pagn «J1bBIBCbKUA 06GNacHWiA
MCMXOHEBPOONiYHMIA  AucnaHcep», Linogo6ose | KAiHiYHWiA MCMXOHEBPOJIONYHNI ancnaHcep»,
cTauioHapHe BigaineHHs Ne2, m. JIbBiB uisiogo6ose cTauioHapHe BigdineHHa Ne2, M. J1bBiB

23. bpouwypa gocnigHuka CNTO1959 (guselkumab), BupgaHHa 12 Big 30.08.2021 p.; IHCTpyKuia 3
KOPUCTYBaHHA aBTOIH’EKTOPOM npenapaTty rycesibkymaé a6o nnaue6o, 2Ma YKpPaiHCbKOK MOBOIO
Bepcia 1.1 Big 02 uepBHA 2021 p.; IHCTPYKUis 3 KOPUCTYBaHHA aBTOIH’€KTOPOM npenapary
rycesnbkymaé a6o nnauye6o, 2mn pociiicbkoto moBoto Bepcifi 1.1 Big 02 uepBHa 2021 p. 40 NPOTOKO/Y
KMIHIYHOTO JocnimpkeHHs «baraTtoueHTpoBe, paH4oMi30BaHe, MoABiHe cnine, nnauebo KOHTPOsIbOBaHe, B
napanenbHUX rpynax KniHiyHe AoCnifpKeHHS rycesibKyMaoy y nauieHTiB 3 akTUBHMM BOBYAKOBUM HECDPUTOM>,
kKoa pocnipkeHHss CNTO1959LUN2001, 3 nonpaBkoiw 2 Big 20.05.2021 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», benbrisi

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

24. bpolwypa gocnigHuka gocnigKysaHoro nikapcbKoro 3aco6y dinrotiHio (GS-6034), BuaaHHA 16 Bif,
02 BepecHs 2021 poKy aHrniicbKow MOBOIO; IHpopMaLiiHMiA NMCTOK Ta hopma iHchopMoBaHOI 3roau
nauieHTa ana Ykpainm, sepcisa 11.1 Big 23 BepecHst 2021 poKy yKpaiHCbKOIO Ta POCiliCbKOI MOBaMu 0
MPOTOKO/TY K/iHIYHOrO BMNpobyBaHHA «baratoueHTpoBe, BigkpuTe, AOBrOTpMBasIE NOAOBXEHe AOCAIMKEHHS
ONS OUiHKM 6e3MeyvHOCTi Ta e(qIEKTUBHOCTI 3acTocyBaHHSA PIiNroTiHiGy B nauieHTiB i3 peBMaToigHuUM
apTpuTomM», koA aocnigpxeHHs GS-US-417-0304, nonpaska 6 Big 11 yepBHa 2021 poky ; cnoHcop - Gilead
Sciences, Inc., CLLUA

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

25. bpolwypa gocnigHuka gocnigKyBaHoro nikapcbKoro 3aco6y dinrotiHio (GS-6034), BuaaHHaA 16 Bif,
02 BepecHs 2021 poKy aHrniiicbKo MOBOIO; IHpopMaLiliHMiA NMCTOK Ta hopma iHchopMoBaHOI 3roau
nauieHTta, Bepcisa 10.1.0 Big 22 BepecHsi 2021 poKy yKpaiHCbKOIO Ta pocilicbkoto moBamu; Popma 3rogu
napTHepKU Ha nopjanblle CrnocTepeXeHHs 3a BariTHicTio, Bepcia 2.1.0 Big 12 xoBTHA 2021 poky
YKPaiHCbKOIO Ta POCifiCbKOI0 MOBaMM [0 MPOTOKO/Y KIIHIYHOIO AocAimpKeHHs «KombiHOBaHi, noABiliHO-
cAini, paH4oMi30BaHi, Nnaue60-KOHTPONbOBaHI AOCIMKEHHS ha3un 3 AN OUIHKM eDEKTUBHOCTI i 6€3NeYHOCTI
hinroTiHiGy ons cTumyslOBaHHA Ta 36epeXeHHs1 pemicii y nauieHTiB i3 XBOpobo KpoHa cepefHboro ta
TSKKOrO CTYMEHS akTUBHOCTI», KOA, focnimpkeHHA GS-US-419-3895, 3 iHKopriopoBaHoto nonpaskoto 8 Big 01
TpaBHs1 2020 poky; cnoHcop - Gilead Sciences, Inc., CLLA

3aaBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)
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26. fopatok - Mogenb ansa YkpaiHu, Bepcisa 1.0 Big 10 xxoBTHA 2021 poKy, YKpaiHCbKOIO Ta POCiliCbKOI
MoBamu - o IHhopmauiil anA nauieHTa | Popmu iHchopmoBaHoi 3roau (anAa yactuHu Il gocnigkeHHs),
Bepcii 8.0 Big 28 kBiTHA 2021 poKy [0 NPOTOKO/Y K/iHIYHOrO BUNpobyBaHHSA «PaHgomizoBaHe noasiiHe
cnine nnauebo-kOHTPosIboBaHe GaraToueHTpoBe AoCchifjkeHHA dha3mn 2b, Wo NpoBOAUTLCA Y napanesibHUX
rpynax 3 MeToto OLiHKM 6e3neyYyHocTi Ta ehekTUBHOCTI 3acTocyBaHHA npenapaTty JNJ-64304500 y naLlieHTiB 3
XBOpOo60o KpoHa B akTuBHIl (basi Bif cepefHbOro A0 BaXKKOTO CTYMEHS TSHKKOCTI», KOA AOC/iIKEHHS
64304500CRD2001, 3 iHKOpriopoBaHo nonpaskoto 7 Big 04 uepsHa 2021 poky; cnoHcop - «HAHcceH-Cinar
IHTepHewHn HB», benbria / Janssen-Silag International NV

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

27. Bpolwypa gocnigHuka focnigKyBaHoro nikapcbKoro 3aco6y dinrotiHio (GS-6034), BugaHHaA 16 Bif,
02 BepecHsi 2021 poKy aHrilicbKkolo MmoBoto; IHhopMaLiliHKii NncToK Ta chopma iHopMoBaHoi 3roau
nauieHTa, Bepcis 9.1.0 Big 05 )XOBTHA 2021 poKy YKpaiHCbKOIO Ta POCiliCbKOK MOBamMu [0 NPOTOKO/Y
KMIHIYHOTO JocCnimKeHHA «[loBrotpusasie MNOAOBXEHe AOC/IMKEHHA AN OuiHKM 6e3nekn pinroTiHiGy B
nauieHTiB i3 BMPaA3KOBUM KOMITOM», KOA, AocnimkeHHs GS-US-418-3899, 3 iHKOPNopoBaHOK NONpaBKot 7 Bif,
23 6epes3Hsa 2020 poky; cnoHcop - Gilead Sciences, Inc., CLLUA

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)

28. YkpaiHa, MK-3475-905, Bepcia 2.01 Big 23 oBTHA 2021 p., yKpaiHCbKOID MOBOIO, iH(hopMaLlis Ta
AOKYMEHT npo iHthopMoBaHy 3rogy A/iA nauieHTa; YKpaiHa, MK-3475-905, Bepcia 2.01 Big 23 )XOBTHA
2021 p., pociiicbkolo MOBOLO, iH(hbopMaLifa Ta AOKYMEHT Npo iHhopmoBaHy 3rogy A/1s nauieHTa a0
NPOTOKOMY KNIHIYHOTO [OCNIMKEHHA «PaHAoMmizoBaHe pocnimpkeHHs [l dasn Ania OuiHKM LUCTEKTOMIT B
KOMbGiHaLii 3 nepionepaujiiiHiM 3acTOCyBaHHSIM NeMOpoi3ymady Ta [/18 OUIHKN UMCTEKTOMIT B KOMOiHaLi 3
nepionepawjiiiHiM 3acToCyBaHHAM eHhopTyMaby BefOTMHY Ta nembponisymaby NOpiBHAHO 3 MPOBEAEHHAM
Ti/IbKM UMCTEKTOMIT 4151 yYaCHUKIB 3 M'A30BO-iHBA3MBHMM PAaKOM CEYOBOIO MiXypa, AKUM He MOXHa NPOBOAUTYU
nikyBaHHa umcnnatuHom (KEYNOTE-905/EV-303)», kon pocnimkeHHs MK-3475-905, 3 iHKOprnopoBaHOoK
nonpaskoto 04 Big 14 kBiTHA 2021 poky; crnoHcop - "Mepk Lapn EHg [Joym Kopn.", podipHe
nignpnemcteo"Mepk EHA Ko.,IHK." (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA
3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

29. MK-3475-630, YkpaiHa, Bepcif 01 Big, 22 »xoBTHA 2021 poKy, YKpPaAiHCbKOIO MOBOLO, iH(hopMaLis Ta
AOKYMEHT npo iHhopmoBaHy 3rogy ana naudieHta; MK-3475-630, YkpaiHa, Bepcisa 01 Big 22 )XOBTHA
2021 poky, pocilicbKolo MOBOLO, iH(hopMmaLifa Ta 4OKYMEHT Nnpo iHopMoBaHy 3rody A/A NauieHTa;
Bk/1lOUEHHA [0[AaTKOBOro Micus MPoBeAeHHA KMIHIYHOro BUMPOOGYBaHHA [0 MPOTOKOY KAiHIYHOro
JocnigxeHHs «PaHaomizoBaHe, nogiiHe chine, nnaueb0-koHTPoiboBaHe AocnimkeHHs |l dha3u 4ns ouiHku
nemoposisymMady nopiBHAHO 3 niauebo Ak af’toBaHTHOT Tepanii nicnsa onepawii Ta ONPOMIHEHHS B yYaCHUKIB
3 MiCLEeBO pO3MOBCIHOKEHOK MJIOCKOK/NITUHHOK KapLUMHOMOK LUKIPU 3 BWCOKUM CTYMEHEM PU3KKY
(KEYNOTE-630)», kog pocnimpkeHHs MK-3475-630, 3 iHkoprnopoBaHoto nonpaskot 07 Big 09 cepnHa 2021
poky; crnoHcop - «Mepk Wapn eHg Joym Kopn.», fodipHe nignpuemcTtso «Mepk eHp Ko., IHk.», CLLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

Ne MM.1.6. BiANOBiAa/IbLHOrO AOCMIAHMKA

n/n HasBa micLs NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1. nikap 3pennx /1.B.

MeamnyHnin LeHTp «YHiBepcanbHa KhiHika «O6epir» ToBapucTea 3 06MEXEHOI0 BifNoBiAa/IbHICTIO
«Kanutan», KNiHiKo-KOHCY/AbTaTuBHE BiaaiNneHHs, M. Knis

30. Bk/1toueHHs1 A0AATKOBOro Micusi NpoBefeHHs K/iHIYHOro BMNPOOYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
pocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOABiHe chnine, nnauebo KOHTPO/SIbOBaHE KAiHIYHE
JocnimpkeHHs 2a gpasn AN ouiHKM eddeKTUBHOCTI Ta 6e3neyvyHOCTi npu3HayveHol NiglkipHO KoMGIHOBaHOT
Tepanii rycesibKymaoy Ta ronimymaty y nauieHTiB 3 akTUBHUM NCOPiaTUYHUM apTPUTOM>», KOA, AOCNIIKEHHSA
CNTO1959PSA2003, Big 08.06.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTVKA HB», Benbrist

3asaBHUK - «<AHCCEH ®APMALEBTUKA HB», Benbris

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA
n/n HasBa micLi NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS
1. O.M.H., npod. XimioH J1.B.
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KomyHanbHe HekomepuiliHe nignpneMcTBo KUiBCbKoT 061acHoi pagn «Kuiscbka o6nacHa KniHivyHa
niKkapHsi», By3bKocneujanizoBaHe TepaneBTnyHe BigaineHHs, M. Knis

31. YkpaiHa, MK-3475-B68, IHchopmauis Ta fOKYMEHT npo iHhopMoBaHy 3rogy Afs nauieHTa, Bepcis
1.01 Big 21 )x0BTHA 2021 p. yKpaTHCbKOIO MOBOIO; YKpaiHa, MK-3475-B68, IHchopmaLia Ta AOKYMEHT nNpo
iHhbopmoBaHy 3rogy Ans nauieHta, Bepcia 1.01 Big 21 xoBTHA 2021 p. pocilicbkod MOBOK [0
MPOTOKOY KNiHIYHOro BUNPobyBaHHA «JocnigkeHHs Il pa3n nem6ponisymady (MK-3475) KOXHi 6 TUXHIB Y
nauieHTiB 3 peunamByouol0 abo pedipakTepHO KnacuyHow Jiimdomolo XomkkiHa abo y nauieHTiB 3
peLmamByoHol0 abo pedpakTepHO NEPBMHHOK MefiaCTUHa/IbHOW B- KPYMHOKAITMHHOK NiM)OMOK», KOZ
pocnipkeHHs MK-3475-B68, 3 iHkopnoposaHoto rnonpaskoto 01 Big 30 yepBHA 2021 poky; cnoHcop - «Mepk
LWapn eHg Aoym Kopn.», aodipHe nignpneMmctBo «Mepk eHg Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

32. Inchopmauis Ta [OKYMeHT npo iHhopMoBaHy 3rofy ANA nauieHTa, Bepcia 08 Big 25 xoBTHA 2021
POKy, AnA YKpaiHu, yKpalHCbKOlo MOBOR; IHchopmauisi Ta AOKYMEHT npo iHchopmoBaHy 3rofy Ans
nauieHTa, Bepcia 08 Big 25 XoBTHA 2021 poKy, Ans YKpaiHW, POCIiCbKOIO MOBOK [0 NPOTOKO/Y
KMiHIYHOTO gocnimkeHHs «PaHgomizoBaHe, Il dpasun, noggiiHe cnine gocnigpkeHHs kKoMbiHauii TpacTy3ymady,
ximioTepanii Ta nemGponiaymady y NopiBHSAHHI 3 KOMbIHaLE TpacTy3ymaby, ximioTepanii Ta niayebo sk
Tepanii nepwoi niHii y nauieHTiB 3 HER2-n03UTMBHOK MeTacTaTMyHOK aAeHOKapUUHOMOK LUAYHKY ab6o
LLSTYHKOBO-CTpaBoxigHoro 3'egHaHHs (KEYNOTE 811)», kog gocnigkeHHss MK-3475-811, 3 iHKOpNopoOBaHOH
nonpaskoto 07 Big 24 yepBHA 2021 poKy; cnoHcop - «Mepk LWapn Exg doym Kopn.», AOYipHE NiANPUEMCTBO
«Mepk EHA Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

33. /lucTt-po3’sicHeHHa Ao cekuii 7.1 Big 11 xoBTHA 2021 poky Ao nportokony MK-7902-012 3
iHKoprnopoBaHOI nonpaBkoto 03 Big 28 TpaBHA 2021 poky, aHINIACbKOIO MOBOMO; YKpaiHa, MK-7902-
012, Bepcia 1.03 Big 13 oBTHA 2021 poKy, YKpAiHCLKOIO MOBOIO, iH(hopMauia Ta JOKYMEHT npo
iHbopMoBaHy 3rogy ANA nauieHTa; YkpaiHa, MK-7902-012, Bepcisa 1.03 Big 13 »oBTHA 2021 poky,
pociiicbKol0 MOBOIO, iH(hopmaLis Ta JOKYMEHT Npo iHhopmoBaHy 3rogy A/A nauieHTa; IHCTPyKUIT i3
3acTocyBaHHsA fieHBaTuHiIOy/nnaye6o: MK-7902-012 (E7080-G000-318) OCTATOYHA Bep. 3 (13 cepnHs
2021 p.), yKpaiHCbKOIO MOBOIO AN YKpaiHu; IHCTpyKuii i3 3acTocyBaHHA neHBaTUHiIOy/nnaue6o:
MK-7902-012 (E7080-G000-318) OCTATOUYHA Bep. 3 (13 cepnHa 2021 p.), poCiiCbKOO MOBOIO ANA
YKpaiHn; MK7902-012_02_(E7080-G000-318) IMocCiGHMK nauieHTa wWoOAO0 Bi3UTIB_YKpPAiHCbLKOIO
MOBOI0_A/1A YKpaiHn_28 cepnHa 2019 p.; MK7902-012_02_(E7080-G000-318)_INociGHUK naujieHTa Wwoao
Bi3UTIB_pociiicbkolo MOBOIO_anA YKpaiHu_28 cepnHA 2019 p. A0 NPOTOKONY KAiHIYHOIO AOCHiMKEHHS
«baraTtoueHTpoBe, paHAoOMi3oBaHe, NoABiiHE crline, KOHTPO/IbOBaHE 3a AOMNOMOrOK aKTMBHOMO npenapary
KNiHiYHe pocnimxeHHs 1l da3n gna ouiHkm 6e3nekn Ta edekTuBHOCTI neHBaTuHiIGy (E7080/MK-7902) 3
neméponizymadom (MK-3475) y noefHaHHi 3 TpaHcapTepiasibHOW ximioembonisauieto (TACE) NopiBHAHO 3
npoBefeHHsAM Tinbkn TACE Yy yyacHWKIB 3 HEBW/IKOBHOK / HemeTacTaTU4YHOK renatoue/toNsapHo
kapumHomoto (LEAP-012)», kog gocnigpkeHHss MK-7902-012, 3 iHkopnopoBaHoto nonpaskoto 03 Big 28 TpaBHA
2021 poky; cnoHcop - «Mepk Wapn EHAg Joym Kopn.», godipHe nignpnemcteo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

34. YkpaiHa, MK-3475-598, Bepcia 3.02 Big 27 oBTHA 2021 p., yKpaiHCbKOID MOBOIO, iH(hopMaLlis Ta
AOKYMEHT npo iHhopMoBaHy 3rogy AA nauieHTa; YKpaiHa, MK-3475-598, Bepcisa 3.02 Big 27 )XOBTHA
2021 p., pociiicbkolo MOBOLO, iH(hopMaLifa Ta AOKYMEHT npo iHchopmoBaHy 3rogy A/1s nauieHTa o
MPOTOKOJTY KNiHIYHOrO BMNPOGYyBaHHA «PaHAoMi30BaHe noAgiiiHe cnine gocnigpkeHHs Il dha3n, NopiBHAHHA
KOMOiHauii nemoponisymady Ta ininiMmymady 3 kombGiHauieto nemb6ponisymaby Ta nnauyebo y padiwe
HeslikoBaHMX MaLieHTiB 3 MeTacTaTUYHUM HeAPiOHOKTITUHHUM pakoM fnereHb 4 ctagii 3 PD-L1-no3UTUBHUMM
nyxnuHamu (TPS =50%)(KEYNOTE-598)», kog, pocnimpkeHHs MK-3475-598, 3 iHKOpnopoBaHOH MOMpaBKoo
06 Big 11 rpyaHsa 2020 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpruemcTso «Mepk EHg Ko.,
IHk.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

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

35. 3miHa Ha3BU MicLA NPOBEeAEHHA K/IHIUHOrMO AOCNIMKEHHA A0 MPOTOKO/Y KAIHIYHOrO AO0CAIAKEHHS
«baraToLUeHTpoBe paHAOoMi30BaHe NOABINHO CAine NopPiBHAMbHE AOCNIAXEHHA edDEKTMBHOCTI Ta 6e3neYHoCTi
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npenapaTy EG12014 (Tpacty3ymaby «EinpXeHike») i FepuenTuHy® npu npoBeAeHHi Heoas toBaHTHOI Tepanii
nawieHTkam i3 HER2-MO3UTUBHMM pakom MOJIOYHOT 3as103M paHHbOI cTagil y NOefHaHHI i3 CUCTEMHON
Tepanieto Ha OCHOBI Npenaparty aHTpauvkiiHosoro pagy i naknitakceny (Il dpasa kNiHiYHUX JOCNIIKEHDB)», KOA,
pocnipkeHHs EGC002, octatoyHa pepfakuisa 3rigHo 3 lMonpaskoto 4 Big 02 6epesHa 2020 p.; cnoHcop -
«ElipxeHikc Inkopnopeliteg» (EirGenix, Inc.), TaliBaHb, Pecny6nika Kutai

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

BYNO CTANO
3aB. Bia. MNMoneHkos C.E. 3aB. Big. NMoneHkos C.E.
KomyHanbHwii nikyBanbHo-npodinakTMuHuini | KomyHanbHe  HekomepuiliHe  NigNPUEMCTBO
3aKnag «YepHiriBCbKuii 06/1aCHUIA OHKOMOTiIUHUI | «YepHIriBCbKUIA  MeAWYHUIA LEeHTP cy4vacHoil
auncnaHcep», MaMosIOriuHe BigAineHHs, | oHKonorii»  YepHiriBcbkoi o6nacHoi  pagw,
M. YepHiris MaMoO/IOriuHe BigAifieHHs 3 PEeKOHCTPYKTUBHO-
NJacTUYHOK Xipyprieto, M. YepHiris

36. 36iNblUEHHS KiNbKOCTi NauieHTiB, siIKi NpuiAiMaTMMyTb y4acTb Y KNiHiYHOMY focnigkeHHi B YKpaiHi 3
40 po 60 oci6 Tay cBiTi 360 4o 72 oci6 40 NPOTOKO/Y KNiHIYHOTo BUNPo6yBaHHS «PaHAoMi30BaHe, NoaBiliHe
cnine, nnauebo-kOHTpoNbOBaHe AocnimkeHHsA npenapaty BBT-401-1S npu nepopasibHOMY 3aCTOCYBaHHi y
nawieHTiB i3 BMPa3KOBUM KOJITOM CepefHbOro Ta BaXKKOro CTYMeHs, WO BK/IYaE BiANOBiAb-afanTUBHY
noZBiiHy cniny hasy NoAOBXEHOro JlikyBaHHs», kog, gocnigpkeHHs BBT401-UC-005, Bepcisa 5 Big 02 cepnHs
2021 poky; cnoHcop - Bridge Biotherapeutics, Inc., Pecnyénika Kopes

3asBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

37. OHOBneHUiA NpOTOKON 3 nonpaBkoto 2 Big 03.08.2021 p.; Bpowypa pgocnigHuka CNTO1959
(guselkumab), BugaHHa 12 Big 30.08.2021 p.; IHchopmauis ana naugieHta Ta dopma iHhopmoBaHOI
3rogn, Bepcia 6.0 yKpaiHCbKOO MOBOK AnA YKpaiHu Big 01.10.2021; IHchopmauia gna nauieHTa Ta
®dopma iHchopmoBaHOI 3rogu, Bepcis 6.0 pocilicbkoto moBoto ansA YKkpaiHu Big 01.10.2021; OHoBneHwuii
po3gin 3.2.S pocbe AN13 rycenbkyma6 (CNTO1959), cepneHb 2021 p.; OHoBieHui po3gin 3.2.P gocbe
AN3 rycenbkymab (CNTO1959), nonepefHbLO 3anoBHeHWMW wnpwuy, 100 mr/imn, cepneHb 2021 p.;
OHoBneHuit po3gin 3.2.P gocbe nnaye6o go A/13 rycenbkyma6 (CNTO1959), 100 mr/mn, kBiTeHb 2021
p.; OHoBneHwuii po3gin 3.2.A pgocbe A/13 rycenbkymad (CNTO1959), kBiTeHb 2021 p.; OHOBNEHUIA
po3gin 3.2.R pocbe [A/13 rycenbkyma6 (CNTO1959), Big 07.05.2021 p.; BknroyeHHsi BUPOOGHMYOIT
pinaHkn Catalent Pharma Solutions, Kutaii, gna AN13 rycenskyma6 (CNTO1959), po3uuH gns iH ekuiii y
nonepegHbLO 3anoBHeHOMY wnpuui, 1 mn, 100 mr/mn, Ta nnaue6o A0 rycenbkymady, posuuH Ans
iH’ekuiiAi y nonepegHbLO 3anoOBHEHOMY wnpuui, 1 mn; BkaloyeHHA BUPOGHUYOI AinAHKM Catalent
Germany Schorndorf GmbH, HimeuunHa, gna AN3 rycenbkymad (CNTO1959), po3unH ansa iH'ekuin y
nonepegHbLO 3anoBHEHOMY wnpuui, 1 mn, 100 mr/mn, Ta nnaye6o A0 rycenbkymady, po3uuH Ans
iH’eKUiii y nonepegHbLO 3anoBHeHOMY wwnpuLi, 1 Mn; BktoueHHs BUPOGHMUOT ginsiHku Catalent Pharma
Solutions, LLC, CLWUA, gna AN3 rycenbkyma6 (CNTO1959), po3umH gns iH’eKuiii y nonepegHbo
3anoBHeHoMy wnpwuui, 1 mn, 100 mr/mn, Ta nnaue6o A0 rycefbKymaly, po3uMH AnA iHeKuiid y
nonepegHbLO 3anNnoBHEHOMY wWwnpuyi, 1 mMa A0 NPOTOKO/Y KAIHIYHOTO AocnimgxeHHs «PaHgomizoBaHe,
GaraToueHTpoBe, NoABiiHe chine, Maauebo-KOHTPO/IbOBaHe KAiHiYHEe gocnigpkeHHa 2b / 3 dasun B
napanenbHuX rpynax Ans ouiHkM ethekTMBHOCTI Ta 6e3MneYHOCTi rycesibKymady B nauieHTiB i3 cepefiHboro
CTYNEHI TSKKOCTI Ta TSHKKUM aKTVBHUM HecneuudiyHMM BUPA3KOBUM KOMITOM», KOA [OC/iIKEHHS
CNTO1959UCO03001, COVID-19 JopnaTok Big 14 TpaBHA 2020 poky A0 MNMPOTOKOAY KNIHIYHOIO AOCNIAXKEHHSA
CNTO1959UCO3001 3 nmonpaskot 1 Big 08.01.2020 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

38. OHoBneHwuii NMpoTokon KniHiuHoro gocnigpkeHHa RSJ10135, pegakuyis 1.1 Big 18 cepnHa 2021 p.;
CuHONCUC OHOBJ/IEHOTO MPOTOKOJTY KMIiHIYHOro gocnimkeHHsA, pegakuisa 1.1 Big 18 cepnHa 2021 p.,
nepeknag, 3 aHrniicbKoi MOBU Ha YKpaiHCbKY MOBY Bif, 12 »x0BTHA 2021 p.; IHchopMmauia ansa nagieHTa 1a
cthopma iHchopmoBaHOiI 3roau, octatouHa pegakuis 2.0 gna YkpaiHu Big 15 )XoBTHA 2021 p., ocTaTOUHUIA
nepeknag, 3 aHriicbKoi MOBU Ha YKpaiHCbKy MOBY Bif 21 oBTHA 2021 p., ocTaTtouHuiA nepeknag 3
aHrNincbKOi MOBU Ha pociiicbky MOBY Big 21 0BTHA 2021 p. A0 NPOTOKONY K/IHIYHOMO AOCAIAKEHHS
«ocnigpkeHHs Il hasn 3 MeTOK OLiHKM ePeKTUBHOCTI Ta LOBroCcTPOKOBOT 6e3neyHocTi npenapaty SHR0302
ONS IHOYKUIMHOT Ta nigTpumyro4voi Tepanii NayieHTiB i3 cepeaHbOTSIKKMM | TSHKKMM nepebirom BMpaskoBOro
KOMITYy B aKTMBHIA dhasi», kog gocnigpkeHHs RSJ10135, pepakuia 1.0 Big 22 6epesHs 2021 p.; cnoHcop -
«PeiicToyH baiodapma Komnani /limiteg» [Reistone Biopharma Company Limited], Kutaii

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

13



39. OHOB/IEHWIA NPOTOKOJ1 KMiHIYHOro BUNpoGyBaHHsa MK-6024, 3 iHkopnopoBaHoto nonpaskoto 02 Big
26 cepnHsa 2021 poky, aHrnilicbKo MOBOLO; YKpaiHa, MK-6024-001, Bepcis 1.00 Big 21 oBTHsA 2021 p.,
YKpaiHCbKOI0 MOBOIO, iH(hopMaLiss Ta AOKYMEHT npo iHpopmoBaHy 3rogy A nauieHTa; YKpaiHa,
MK-6024-001, Bepcisa 1.00 Big 21 )xoBTHA 2021 p., pOCiliCbKOI0 MOBOIO, iH(QOpMaLif Ta AOKYMEHT Npo
iHhopMoBaHy 3rogy A/ia nauieHTa; 3MmiHa TPMBAJIOCTI KJ1iHIYHOro BUNPOGYyBaHHSA B YKpaiHi 3 2 pokiB 7
MicadiB o 1 poky 4 micAuis; 3miHa TPUBATOCTi KMiHIYHOrO BUNPOGYBaHHA Y BCiX KpaiHax ge BOHO
npoBOANTLCA 3 2 pOKiB 9 micAuiB Ao 1 poKy 6 micAuiB; 3anyyeHHA [00[AaTKOBMX npepmeTiB Ans
nauieHTiB: CYMKa-XoNnogwlbHUK ANA NEepeHeCcCeHHA AOoCNiMKYBaHOro npenapaTty, KOHTelHep Ans
yTunisauii rofok Ta MeguuHMX BigXxogiB A0 NPOTOKOMY KAiHIYHOrO BUNpoOGyBaHHA «PaHgomisoBaHe,
BigKpUTE AOCNiMKEHHA 2a a3y 3 akTMBHUM NpenapartoM MOPIBHAHHS B SKOCTI KOHTPOJIIO, A1 OLHKM
edheKkTMBHOCTI Ta 6e3nekn ediHoneraytTuay (MK-6024) y nauieHTiB 3 HeasIKorosibHOK YXXUPOBOK XBOPO6OHD
nediHkm», kog, gocnimkeHHs MK-6024-001, 3 iHkopnoposaHot nonpaskoto 01 Big 17 nwotoro 2021 poky;
cnoHcop - «Mepk Wapn eHg Joym Kopn.», godipHe nianpnemctso «Mepk eHg Ko., IHk.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

40. OHoBneHwuit NMpoToKo KNiHivHOro BMNpoG6yBaHHa AMT-101-203, Bepcis 3.0 Big, 26 xxoBTHA 2021 p.,
aHrniiicokoto moBolo; IHchopmauis gna ydyacHuka i coopma iHhopmoBaHoi 3rogu, Bepcia 3 Big 26
XOBTHA 2021 p., YKPAIHCbKOIO Ta POCIACbKOID MOBaMM [0 MPOTOKO/Y K/IHIYHOTO AOCAiAKEHHS
«PaHgomizoBaHe, nnauebo-koHTpOsibOBaHe, NoABiliHE cnine, y napanenbHUX rpynax, nowykose, ®asza 2,
OOCnimKeHHs1 edekTUBHOCTI i 6esneyHocTi npenapaty AMT-101 ans nepopasibHOro 3acToCyBaHHS Yy
noegHaHHi 3 aganimymabom y naujieHTiB 3 BUPA3KOBUM KOMITOM CepeAHboro abo TSHKKOrO CTYNeHs», Kop,
pocnipkeHHa AMT-101-203, sepcisa 2.0 Big 30 BepecHs 2020 poky.; cnoHcop - Applied Molecular Transport
Inc. /«Ennaiig Monekbtonap TpeHcnopT IHK.», CLUA

3asaBHUK - TOB «biomanac», YkpaiHa

41. 3anpoBag)XyeTbCcA OHOBNEeHuI MpoToKoN KNiHiuHOTo gocnigkeHHs, Bepcia 4.0 Big 30 BepecHsA 2021
POKy (aHrniicbKo0 MOBOI0); 3anpoBafKyeTbCA OHOBNEHW IHthopmaviiHuii TMCTOK NalieHTa i hopma
iHcbopmoBaHoOi 3rogm, Bepcia 5.0 Big 2 nuctonaga 2021 poKy (aHrNiiicbKoK, YKpPaiHCbKOK Ta
pocilicbkolo MoBamun); 3anpoBaKyeETbCA OHOBJ/IEHUI 3pa30K eTUKeTKN (MapKyBaHHS) 3 iHchopmauieto
npo npenapar A0 NPOTOKO/Y K/HIYHOro AocnigpkeHHss «PaHgomisoBaHe, noAgiiHe cnine, nnaue6o-
KOHTpOJIbOBaHe, bGaraToLeHTpoBe [OC/ifXeHHA da3n 2 ana ouiHku Bnaumey npenapaty IMU-838 Ha
aKTMBHICTb 3aXBOPIOBAHHSA, Ska BUMIPIOETLCA 3a pesy/ibTaTamy MarHiTHo-pe3oHaHcHoT Tomorpadii (MPT), a
TakoX 6e3MneyHicTb i NepeHOCUMMICTb Y NaLieHTIB 3 peLmanBYyUMM-PEMITYIOUNM PO3CisHUM ckiepo3oM (PPPC)
(EMPhASIS)», koa pgocnimkeHHs P2-IMU-838-MS, sepcis 3.0 Big 28 cepnHa 2020 poky; CNOHCOP - «IMMYHIK
Al», HimeuunHa / Immunic AG, Germany

3anBHUK - ToBapMCTBO 3 06MeEXeHOo BianosigasnbHicTio «BEPYM KJTIHIKAT PICEPY», YkpaiHa

42. OHoBneHu MpoTokon KiiHiuHoro gocnigkeHHa ICP-CL-00112, sepcisa 4.1 Big 30 BepecHAa 2021
poky; Bpowypa gocnigHuka Opena6bpyTuHioy (ICP-022), BugaHHa 7.0A Big 11 cepnHa 2021 poky,
aHrNiNCbKO MOBOK; OOI'PYHTYBaHHA «O4YiKyBaHOCTi» Cepiio3HUX NoGiuHMX peakuiin (CMP) uyepes
3actocyBaHHA OpenaGpyTuHiGy, NOB’A3aHUX i3 MNOOAUHOKMMW BUNAAKAMU 3axXBOPIOBAHOCTI Yy
nonepegHix KNiHiYHUX AocnimkeHHAX, Bepcia 2.0 Big 18 xoBTHA 2021 poKy, aHriAiCbKOI MOBOLO;
IHpopmauiiiHuii nucTok i hopma 3rogu, Bepcia V6.0UKR(uk)1.0 Big 26 »xoBTHA 2021 poky, nepeknap,
YKpaiHCbKOI MOBOIO Bif, 28 x0BTHA 2021 poky; IHchopmauiiiHuii nucTtok i dpopma 3ropu, Bepcis
V6.0UKR(ru)1.0 Big 26 xoBTHA 2021 poky, nepeknag pociiicbkoo MOBOIO Bif, 28 XOBTHA 2021 poky;
JonoBHeHHsA A0 iHchopmauiiiHoro nucTka Ta choopmu 3rogun y 3B’A3Ky 3 naHgemiero COVID-19, Bepcisn
V3.0UKR(uk)1.0 Big 05 cepnHa 2021 poky, nepeksiaj yKpaiHCbKOIO MOBOIO Bifi 26 }XOBTHA 2021 poOKYy;
JonoBHeHHsA A0 iHthopmauiiiHoro nucTka Ta choopmu 3rogun y 3B’A3Ky 3 naHgemiero COVID-19, Bepcisn
V3.0UKR(ru)1.0 Big 05 cepnHsa 2021 poKy, nepeknag pocCificbKoo MOBOIO Bif, 26 XXOBTHA 2021 poKy;
IHhopMauiiHuii nMcToK i hopma 3rogn Ans BiAKPUTOro Po3WNPEHOro nepioay AoCnimKeHHA, Bepcis
V3.1UKR(uk)1.0 Big 02 nuctonaga 2021 pokKy, nepeknag yKkpaiHCbKolo MoBoOto Big 03 nuctonaga 2021
poky; IHhopmauiiHniA nucTok i hopma 3rogu ANA BiAKPUTOro po3LWMPEHOro nepiogy AocnigkeHHs,
Bepcifa V3.1UKR(ru)1.0 Big 02 nuctonaga 2021 poKy, nepeknag pocilicbkolo MoBoto Big, 03 nucronaga
2021 poky; WWoaeHHUK peecTpalii npuiloMy npenaparty Ans nauieHta B mexax BPMA4 ICP-CL-00112 (50
Mr 1 p/po6y), Bepcia V1.0 Big 09 uepsBHA 2021 poKy, Nnepeknag, yKpaiHCbKOIO MOBOIO Bif} 27 )xoBTHS 2021
poky; LLoaeHHUK peecTpauii npuiilomy npenaparty AJis nauieHta B mexax BPMJ, ICP-CL-00112 (50 mr 1
p/po6y), Bepcia V1.0 Big 09 uepBHA 2021 poKy, nepeknaj pPociicbkolo MOBOIO Bif, 27 XoBTHA 2021
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POKy; 3pa3oK MapKyBaHHSA NALKWU, AKa MiCTUTbL Ta6neTkn openadbpyTuHioy (Orelabrutinib) 50 mr (gns
3acTocyBaHHA BpaHLi), Big 21 »oBTHA 2021 poOKy, YKPaiHCbKOIKO MOBOIO [0 NPOTOKO/Y K/IiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, noggiiHe chine, nnaue60-KOHTPONboBaHe [OCAIMKEHHS hasn 2 A5 OLHKK
edheKkTMBHOCTI, 6e3neYHOCTi, NepeHOCUMOCTi, hapMakoKiHETUKM Ta 6i0N10rYHOT aKTUBHOCTI openabpyTuHioy
y NauieHTIB i3 peunamByOHO-peMITYIOUMM PO3CIAHUM CKIepo30M», Kog, aocnimpkeHHs ICP-CL-00112, sepcis
3.0 Big 09 ciuHA 2021 poky; cnoHcop - InnoCare Pharma, Inc., USA

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

43. OHOBNEHNIT NPOTOKON KNiHiYHOro gocnimxkeHHs 05, Bepcia 1 Big 23 BepecHA 2021p., aHIMiNCbKOO
MoOBOI0; [logaBaHHA CKOPO4Y€HOT Ha3BU KiiHiuHOro gocnigxkeHHsa - AMEERA-3; Bpoluypa gocnigHuka
nikapcbkoro 3acody SAR439859, pegakuisi Ne5 Big 02 cepnHsi 2021p., aHrniicbKoto MoBok; OCHOBHa
iHdbopMauia npo gocnimxkeHHA i popma iHcpopmoBaHOi 3rogun, Bepcis 8 Big 23 BepecHa 2021p.,
aHrninicbKkor MoBolo; IHhopmauis ana nauieHTa i popma iHchopMmoBaHoOi 3roau, Bepcis Ass YKpaiHu Ne
6 BiA 29 BepecHA 2021 p. (Ha ocHOBi OCHOBHOI iH(PopMaLil Npo gocnigkeHHs i popMu iHhopmMmoBaHoOT
3roaum, Bepcis 8 Big 23 BepecHs 2021p.) aHrnilficbKoto, yKpaiHCbKOIO Ta pocilicbkoto moBamu; ACT16105
(AMEERA-3) - woaeHHUK nayieHTa, Bepcia 6.0 Big 22 yepBHA 2021p., aHIiACbKOO, YKPAIHCLKOIO Ta
pociiicbkolo moBamu; PekomeHgauii 3 TpaHCNOPTYBaHHSA Ta 36epiraHHsA AOCiAKYBaHOro J1iKapCbKOro
npenapary (4/1M), Bepcifa 3, yKpaiHCbLKOIO Ta POCi/iCbKOI0 MOBaMU [0 MPOTOKOY K/iHIYHOMO AOCNIAKEHHS
«BigkpuTe paHOoMi3oBaHe AOCNIMKEHHA 2 ha3n, WO NPoBOAUTLCA 3 METOH MOPIBHAHHA npenapaTy
amueHecTpaHT (SAR439859) i eHAOKPUHHOI MOHOTepanii, BMOpaHOi fikapeM, Yy MNaui€eHTIB 3 eCTpOorex-
peuentop-no3nTuBHuM, HER2-HeraTMBHMM MiCLEBONOLLUMPEHUM ab0 MeTacTaTUYHMM PakoM MOJSIOYHOT
3a/103u, SiKi paHillie 0TPMMYyBa/IM TopMOHasIbHY Tepanito», koa aocnipkeHHs ACT16105, npoTtokon 04, Bepcis 1
Big 17 rpygHsa 2020p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHocpi-ABeHTiC
pelwepw e gesenonmaH, PpaHLis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

44, OHOB/EHHA NPOTOKOMY KNiHiYHOro BUnpo6ysaHHs MK-3475-867, 3 iHKOPpNOPOBaHOIO NOMPAaBKOIO
03 Big 24 cepnHA 2021 poKy, aHrNificbko MOBOIO; OHOBJIEHHS MNOBHOI Ha3BU KNiHIYHOro
BUNPOGYyBaHHA 3 «PaHpoMmi3oBaHe, N1ale60-KOHTPOIbOBaHe KNiHiuHe gocnigkeHHs Il pa3m 3 ouiHKK
Ge3neku Ta ePeKTUBHOCTI cTepeoTakCUMUHOI pagioTepanii (SBRT) y noegHaHHi 3 MNemoponisymadom
(MK-3475) a60 6e3 HbOro y naui€eHTiB 3 Heonepaode/ibHUM He4PiGHOKMITUHHMM pakom nereHiB (HAKP/)
ctagiil aco lIA (KEYNOTE-867)» Ha «PaHgoMi3oBaHe, niaue60-KOHTPO/IbOBaHe KAiHiuHe focnigkeHHsA
lll ha3n 3 ouiHKM Ge3nekn Ta e(PeKTUBHOCTI CTepeoTakCMUYHOI pagioTepanii (SBRT) y noegHaHHi 3
MemGponizymadoom (MK-3475) aGo 6e3 HbOro y nauieHTiB 3 HeonepaGesibHUM HeAPiIGHOKNITUHHUM
pakom nereHis (HAKPN) cragii | a6o Il (KEYNOTE-867)»; 36inblueHHA KiNIbKOCTi AOCiMKyBaHUX B
YkpaiHi 25 o 50 oci6; YkpaiHa, MK-3475-867, IHchopmaLia Ta AOKYMEHT npo iHhopmoBaHy 3roay Ans
nauieHTa Bepcis 2.00 Big, 21 oBTHA 2021 p. yKpaiHCbKOI MOBOIO; YKpaiHa, MK-3475-867, IHchopmauis
Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans nauieHta Bepcis 2.00 Big 21 xxoBTHA 2021 p. pociiicbkoto
MOBOI0; YKpaiHa, MK-3475-867, IHchopmauiiiHnii NMUCTOK i JOKYMEHT npo iHopmoBaHy 3rogy Ha
MaiiGyTHE GioMmeauuHe AocnimKeHHA, Bepcia 02 Big 21 xoBTHA 2021 p. yKpaiHCbKOIO MOBOIO; YKpaiHa,
MK-3475-867, IHchopmaviiiHWiA TNCTOK | ZOKYMEHT Npo iHhopMoBaHy 3rogy Ha MaiioyTHe GiomeguuHe
pocnipxeHHs, Bepcisa 02 Big 21 oBTHA 2021 p. pocilicbkolo MOBOI; YKpaiHa, MK-3475-867, ®opma
3rogn Ha B3ATTA 3pa3KiB NYXJIMHHOI TKAHUH a6o ii BUKOpUcTaHHA, Bepcia 2.00 Big, 21 xoBTHA 2021 p.
YKpaiHCbKOI0 MOBOIO; YKpaiHa, MK-3475-867, ®opma 3rogu Ha B3ATTA 3pa3KiB NyX/IMHHOT TKAHWUH a60 i
BUKOpPUCTaHHA, Bepcia 2.00 Big 21 oBTHA 2021 p. POCiiCbKOKO MOBOK [0 MPOTOKO/Y KAiHIYHOrO
BMMNPO6YBaHHA «PaHaoMi3oBaHe, naauebo-KOHTPOoIboBaHe KNiHivyHe gocnigxeHHs 1l dpasu 3 ouiHKM 6e3nekn
Ta ehbekTUBHOCTI cTepeoTakcuyHoi pagioTepanii (SBRT) y noeaHaHHi 3 Memo6ponisymadom (MK-3475) a6o
6e3 HbOro y nauieHTiB 3 HeonepabenbHUM HeApiGHOKNITUHHUM pakoM nereHis (HAOKPM) cragii 1 abo IIA
(KEYNOTE-867)», koa pocnigpkeHHs MK-3475-867, 3 iHkoprniopoBaHoto nonpaskot 02 Big 26 nwotoro 2021
poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., IHK.», CLLUA
3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»

BY/O:

CTAJIO:

«PaHgowmizoBaHe, nnaue60-kOHTPO/IbOBaHe
KniHiyHe gocnigxkeHHs 11l hasun 3 OLUiHKM 6e3nekun Ta
e(PeKTUBHOCTI CTepeoTaKkCU4HOT pagiotepanii
(SBRT) y noegHaHHi 3 NMemb6ponizymabom (MK-3475)
abo 6e3 HbOro y naujeHTiB 3 HeonepabenbHUM
HeApPiGHOKNITUHHUM pakom nereHis (HOKP) cTagaii |
a6o IIA (KEYNOTE-867)»

«PaHgowmizoBaHe, nnaueb0-KOHTPO/IbOBaHe
KniHiyHe pocnimkeHHs Il pasm 3 ouiHkm 6e3neku Ta
e(PeKkTMBHOCTI  CTepeoTakCMYHOI  pagjioTepanii
(SBRT) y noegHaHHi 3 [lembponizymabom
(MK-3475) abo 6e3 HbOrO Yy nNauieHTiB 3
Heonepa6esibHUM  HeApiOHOKMNITUHHUM ~ pakom
nerexis (HAKPN) ctagii | a6o Il (KEYNOTE-867)»
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45, OHOBMEeHU NPOTOKOJ KNiHiuHoro Bunpo6yBaHHA MK-3475-355, 3 iHkopnopoBaHoo nonpaskoto 06
Bif 01 BepecHsA 2021 poKy, aHTNilicbKOK MOBOLO 10 NPOTOKO/Y KNIHIYHOrO AOCiAxeHHs «PaHaomizoBaHe,
noagiiHe-cnine gocnigkenHs 1l hasn Ana NopiBHAHHA NikyBaHHA nem6ponisymaéom (MK-3475) y kom6GiHauii
3 npenapaTtamu XimioTepanii Ta flikyBaHHA niauebo y KombiHaLil 3 npenapatamu XimioTepanii y nauieHTis 3
paHille HesikoBaHMM MiCLLeBO-peuuamByoUuMM HeonepabenbHumM abo MeTacTaTMyHUM NOTPINHO-HEraTUBHUM
pakom mMosiouHoi 3ano3n (KEYNOTE-355)», kog, gocnigxeHHs MK-3475-355, 3 iHKOpnopoBaHO MorpaBKoko
05 Big 04 xoBTHA 2019 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpnemMmcTso» Mepk EHA,
Ko.,IHKk.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

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

46. OHOBJ/IEHUI NMPOTOKOJ1 K/iHIYHOrO BUNpoGyBaHHA Bepcisa 3.0 Big 15 BepecHA 2021 (yTOYHEHHS
nonoxeHHs npotokony KB Bepcia 2.0 Big 22 nwToro 2021); BknwouveHHs pAoAaTKoBUX Miclb
npoBefieHHs1 K/iHIYHOro AOC/iMKEHHA [0 MpOTOKO/Y KNiHIYHOro gJocnimkeHHa «baraToueHTpose
paHAoMi30BaHe BigKpUTe KNiHiYHe AocnimpkeHHs 2/3 dha3n 3 OUiHKM edeKTUBHOCTI Ta 6e3neku hikcoBaHoi
koMbiHaLii keToponaky/nitodpeHoHy/thbeHNiBEPUHitO B MOPIBHAHHI 3 aKTMBHMM KOHTPOJIEM Y NAUiEHTIB i3
60N1b0BUM CYHAPOMOM MiCNA XipypriyHOro BTpyYaHHSA Ha opraHax YepeBHOT MOPOXXHUHU Ta Masoro Tasy», Kof
pocnipkeHHs KPFO7-T, Bepcisa npotokony 2.0 Big 22.02.2021 p.; cnoHcop - MpAT «®apmaresTuyHa ipma
«[JapHnys», YkpaiHa

3anBHuK - MpAT «PapmaueBTnyHa pipma «JapHuusa», YkpaiHa

Ne MN.1.6. BignoBigabHOro AocnigHvkKa

n/n HasBa micLs npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1 O.M.H., npod. Wynsk O.B.

JepxaBHa ycTaHoBa «lHCTUTYT yponorii HauioHasnbHOT akagemii MeauyHWX Hayk YkpaiHu», |
yponoriyHe BigfineHHs, Mm.Kuis

2 O.M.H. 'puropeHko A.M.

ToBapnCTBO 3 0OMEXEHOIO BiAMNOBIAA/ILHICTIO «IHHOMEA-LEHTP eHAoXIPYPrii», XipypriuHe BigdineHHs,
M. BiHHMUS
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