Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KMIHIYHMX BUNPOOGYBaHb, PO3rAAHYTMX Ha 3acigaHHAXx HEP Nel Big 14.01.2021,
HTP Nel Big 14.01.2021, Ha ki 6y/1n oTpUMaHi NO3UTUBHI BUCHOBKUN eKCnepTiB.»

1. «PaHpomizoBaHe, noAgiiHe cnine, nnauebo-koOHTpoNboBaHe pocnimkeHHsa Il gasn gna  OuiHKKM
nemoponisymady (MK-3475) y noegHaHHi 3 CynyTHbOK XiMIOMPOMEHEBOK Tepanielo 3 nogasibLunm
BBEAEHHAM nembponisymady 3 onanapnoom (MK-7339) abo 6e3 HbOro y MOPIBHSAHHI Nulie 3 CynyTHbOH
XiMiOMPOMEHEBOI Tepanietd B yYaCHUKIB 3 HELLOAABHO AiarHOCTOBAHMM JIOKa/Tli30BaHUM ApPiGHOKTITUHHUM
pakom nerenis (JI4P)», kog aocnipkeHHs MK-7339-013, Bepcis 00 Big 21 naunHa 2020 poky., CNOHCop -
«Mepk Wapn EHg Joym Kopn.», fovipHe nignpuemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

®a3za - Il

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

No M.I.6. BignoBigabHOro AocnigHuka

n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPO6YBaHHS

1 nikap BoHgapeHko HO.M.

Meanuunin - ueHTp «MEDICAL PLAZA» ToBapuctBa 3 0OMEXEHOK BiANOBIAA/LHICTIO
«EKOOHIMNPO», 6aratonpodoinibHniA  XipyprivHniA - Nigpo3gin, XipypriyHe BigaineHHa Ne 2,
M. [JHinpo

2 K.M.H. JlicoBcbka H.FO

ToBapucTBO 3 O06MEXEHOK BigNOBiAA/bHICTIO «MepguuHuii LeHTp iMeHi akagemika HOpist
MpokonoBmya CnibkeHka», BigaineHHs OHKoXimioTepanii, Kniscbka 06n1actb, KneBo-CBATOLLMHCBKNIA
paioH, c. KanitaHiBka

3 nikap Kynuk C.O.

MeauuHWii LeHTp ToBapuCTBa 3 06MEXeHOI0 BignosiganbHicTio "MEANYHNA LEHTP «BEPYM»,
M. KniB

4 O.M.H., npod. MNMonoscbka T. M.

KniHika [epxXaBHOI yCTaHOBM «IHCTUTYT Meau4yHOI pagionorii Ta oHkonorii im. C.MN. Fpurop’ea
HaujioHanbHoT akageMii MeAnyYHUX HayK YKpaiHu», BigAineHHs KNiHiYHOT OHKONOriT Ta remMaToorii, M.
XapkiB

5 3aB. Big. Boiitko H. /1.

KomyHasibHe HekomepLujiiiHe MiAnpUEMCTBO «KWIBCbKUIA MICBKUIA KMiHIYHWIA OHKOMOTIYHUIA LLEHTP»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagn (KWIBCbKOI MICbKOI AepXaBHOI agmiHicTpaduii),
ximioTepaneBTUYHe BigaineHHs No 2, M. Knis

6 K.M.H. OcTaneHko FO.B.

HauioHanbHUin  IHCTUTYT paky, BIAAIIEHHA MaslOiHBa3MBHOI Ta  €HAO0CKOMIYHOI  Xipyprii,
iHTEPBEHLIHOT pagionorii, M. Knis

2. «PaHpgowmizoBaHe, noggiiHe cnine pocnimkeHHs ¢asn 3b, KoHTposboBaHe nnauebo Ta akTUBHUM
npenapaTom, WO MNPOBOAUTLCA B MapasieflHUX rpynax 3 MeTOoW aHanily 6e3nepepBHOro JiKyBaHHS
MipiKisaymaoom i Bef0/1i3ymaboM yHacHUKIB 3 aKTVBHUM BUPA3KOBMM KO/TITOM MOMIPHOrO Ta BaXXKOro CTyNeHs
TSDKKOCTI», kog pocnimpkeHHsa 16T-MC-AMBI, Bepcisa Big 05 6epesHs 2020 poky, crnoHcop - Eli Lilly and
Company, United States

®a3za - Il

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «AK'IOBIA PAC YkpaiHa»

Ne M.1.B. BignoBsiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1 K.M.H. JaueHko O.T.

KomyHanbHe HekomepuiiHe nignpueMctBo «Micbka KaiHiYHa nikapHa Ne2 imeHi npod.
0.0. UWanimoBa» XapKiBCbKOI MICbKOI paZi1, NPOKTO/IONYHe BigaiIeHHsA, M. XapkiB

2 nikap IBaHiwwvH O.B.

JNbBiBCbKa KJ/IiHIYHA nNiKapHA Ha 3anizHMYHOMY TpaHcnopTi Pinil «LleHTp OXOpoHW 340pOB'SA»
aKLiOHEepHOro ToBapucTBa «YKpaiHCbka 3a/1i3Hnusa», BigdineHHsa tepanii Nel, M. J1bBiB

3 K.M.H., 3aB. ueHTpom Kiznosa H.M.

KomyHaslbHe HekoMepuiiiHe nignpuemMcTBO «BiHHMUbka o06nacHa KIiHIYHA JiKapHSA  iMeHi
M.l.  TMuporoBa BiHHWLUbKOI obnacHOi  Pagu», Q6nacHwii  cneuianisoBaHuii  KNiHIYHWIA




raCTPOEHTEPOIONYHWNIA LLEHTP, M. BiHHMUSA

4 nikap Piwko A.0.

KomMyHasibHe HekoMepLiiHe NignpUeEMCTBO «3akapnaTcbka obnacHa KniHivyHa nikapHs imeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOI paau, raCTPOEHTEPO/IoriYHe BigaiNneHHs, M. YXXropog

5 3aB. Bifg. Kupnuyenko O.B.

KuiBcbka KniHiyHa nikapHsA Ha 3anisHMYHOMY TpaHcnopTi Ne2 ®inii «LleHTp OXOpoHW 340pO0B’sA»
aKLiOHEPHOro TOBapUCTBA «YKpaiHCbKa 3aUTi3HMUSA», TacTPOeHTEeposIorivyHe BigaineHHs, M. Kuis

3. «3edpipyc Il: PaHgomi3oBaHe, noAgiiiHe cnine, niaueb0-KOHTPONbOBaHe KiHIYHE AOCAIMKEeHHA (ha3un 3 3
METO0 OLHKM eheKTMBHOCTI Ta 6e3nekn npenapaty naMmpeBsiymad y nauieHTiB 3 igionatnyHUM nereHeBum
dhibposom (I11P)», kon pocnigxeHHs FGCL-3019-095, npotokon Big 11 nwotoro 2020 poky, CNOHcop -
«®ibpoleH, IHk.» (FibroGen, Inc.), Cnony4yeHi LWTatn AmMepukm

®a3za - Il

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

Ne M.I.6. BiANOBiga/IbHOrO AOCNIAHMKA

n/n HasBa micus NpoBeAeHHs KiHIYHOro BUNPOGYBaHHSA

1 K.M.H. Bnaxko B.1.

KomyHanbHe HekomepujiiHe nignpuemcTBo «Micbka KiHiuHa NikapHA Nel3» XapkKiBCbKOI MiCbKOI
pagu, NysibMOHONOrIYHE BigainieHHs Ne2, M. XapkiB

2 A.M.H., npod., yneH-kop. HAMH laspuciok B.K.

[epxaBHa ycTaHoBa «HauioHasibHWIA IHCTUTYT dhTusiaTpii i nynbMoHonorii im. @.I. AHOBCbKOro
HaujioHa/bHOI akafeMil MeANYHUX HayK YKPaiHW», KNiHIKO-QOYHKLIOHaIbHE BiaAisieHHs, M. KuiB

3 O.M.H., npodp. A3t06mk O.4A

JepxaBHa ycTaHoBa «HaLjioHa/IbHUIA IHCTUTYT dpTusiatpii i nysabMoHonorii im. ®.I. FHOBCbKOro
HauioHanbHOi akagemii  MeguuHWX Hayk YKpaiHw», BIAAINEHHS TEXHONOrih  NikyBaHHSA
HecrneungiyHnx 3axBoptoBaHb fiereHb, M. KuiB

4 A.M.H., npod. OcTpoBCbkMit M.M.

KomyHausibHe HekomepLUiiHe nignpMeMCTBO «IBaHO-PpaHKiBCbKMIA obnacHuii
PTM3ioNY/ILMOHOJIOTNYHWIA LeHTP IBaHO-PpaHKiBCbKOTI 061aCcHOI pagun», Big4iNeHHS MyIbMOHOAOTrI
No2, M. IBaHO-®PpaHKiBCbK

4. «PaHpgomizoBaHe, noggiiHe cnine pochigpxkeHHs 1l dpasym gna ouiHkn nemoéponisymady MOpPIBHAHO 3
nnauebo y kombiHaujii 3 aa'toBaHTHO XiMioTeparieto 3 abo 6e3 NpoMeHeBOT Tepanii A1 NiKyBaHHS NaLieHToK
3 HelaBHO AiarHOCTOBaHUM PakoM eHAOMETPIS 3 BUCOKMM PU3MKOM Nicns onepauii 3 AikyBas/lbHO METOH
(KEYNOTE-B21/ENGOT-en11/ GOG-3053)», kog gocnigkeHHss MK-3475-B21 | ENGOT-en11 | GOG-3053,
Bepcis 00 Big 09 BepecHst 2020 poky, crnoHcop - «Mepk LWapn EHA Joym Kopn.», AodipHe nignpuemcTBo «Mepk
EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

®a3za - Il

3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

Ne MM.1.6. BignoBiganLHOro gocnigHuKa

n/n Ha3Ba micug NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | k.M.H. Pucnaesa [.E.

NikyBa/1bHO-AjarHOCTUYHMIA LEeHTp ToBapucTBa 3 OOMEXeHOK BignosigasibHICTIO «Mepgikc-pei
[HTepHewHN Fpyn» JlikapHA i3painbCcbkol oHKoMOrii «LISOD», BigaineHHA KNiHIYHUX Ta HayKoBMX
pocnigpkeHb, Knuiscbka 061., OByXiBCbKUIA p-H, €. M0ty

2 | 3aB. Big. 3y6 O.B.

KomyHasibHe HekomepuiliHe NignpueMCTBO «YepHIriBCbKUI MeOUYHUIA LIEHTP Cy4YacHOi OHKOJIONii»
YepHiriBCcbkoi 061aCcHOT paaw, BigAiIeHHS KNiHIYHOT OHKONOTIT Ta riHeKooril, M. YepHiris

3 | A.M.H. CyxiH B.C.

KniHika [lepxaBHOi yCTaHOBW «IHCTUTYT Megu4yHOi pagiosnorii Ta oHkonorii im. C.M. Fpuropesa
HallioHanbHoT akagemii MequYHNX HayK YKpaiHu», BiaAineHHa pagiauiiiHoi oHKonorii, M. XapkiB

4 | nikap CiHenbHikoB |.B.

KomyHanibHe nignpueMcTBO «BOAMHCBKUIA 06NACHUIA MEAWYHWUIA LEHTP OHKONOTri» BOSMHCLKOI
06/1aCHOI pagu, OHKOMOriYHe XimioTepaneBTUYHE BiaAiieHHs, M. JlyubK

5 | K.M.H. [T ATHMUbKa T.B.

KoMyHasibHEe HekoMepuiiHe MiANPUEMCTBO «XMESIbHULbKNA 06NaCHUIA NPOTUNYXANHHUIA LEHTP»
XMenbHULbKOT 061acHOT paau, BiaAiNeHHS OHKOrHEKOoriT, M. XMe/IbHULbKNIA

6 | nikap MigBep6eLubka A.B.




O6nacHe KOoMyHas/lbHE HeKoMepLjiiiHe niANPUEMCTBO «BYKOBUHCBKWIA KIHIYHWI  OHKOSIOTiIYHWIA
LEHTP», CTPYKTYPHWIA NiApo3ain AeHHOro cTalioHapy, M. YepHiBLi

5. «PaHgomizoBaHe, noggiiiHe cnine, nnaue60-KOHTPOIboBaHe AOCAIMKEHHS (a3un 3 y napasienbHUx rpynax
TPUBAJIICTIO 27 TWXKHIB i3 THYYKMM NiféopoM A03M AN15 OLiHKM eDeKTUBHOCTI, 6e3neyHocTi Ta nepeHoCUMOoCTi
TaBanafoHy B AKOCTi AONOMDKHOI Tepanii y AOpOCNuX nauieHTiB 3 XBOpo6oK [NapkiHCOHa 3 MOTOPHUMM
dhnykTyauiamn, ki OTpMMYOTb NliKyBaHHA npenapaTtom JleBogona (gocnimpkeHHs TEMPO-3)», kopf
pocnigpkeHHs CVL-751-PD-003, Bepcis 2.0 Big 29 uepsHa 2020 p., cnoHcop - Cepesen Tepan'toTike, J1/1C,
CLA [Cerevel Therapeutics, LLC, USA]

®a3za - Il

3anaBHuK - TOB «IHC Pecepu YkpaiHa»

Ne M.l.6. BignoBigabHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPO6YBaHHSA

1 O.M.H., npod. 35K JT.A.

MeanyHWin LUeHTp AepXaBHOro 3aknagy «J[HinponeTpoBcbka MeguyHa akagemis MiHicTepcTBa
OXOpPOHW 3[40pOB‘A  YkpaiHu», [epxaBHuil 3aknafg «[HINponeTpoBCbka MeguyHa akagemis
MiHicTepcTBa OXOpPOHM 3[0pOB'A  YKpaiHu», Kadeapa HepBOBMX XBOPO6 Ta HeWlpoxipyprii
dhakynbTeTY NICNAAMNNAOMHOT OCBITU, M. IHINPO

2 K.M.H. Yepke3 A.M.

KomyHasibHa ycTaHoBa «3anopi3bka o6s1acHa K/iHiYHa nikapHa» 3anopi3bkoi o6nacHol paau,
HeBposioriyHe BigaineHHs Nol, M. 3anopixxks

3 3aB. Big. CkpunyeHko I.P.

KomyHasibHEe HeKkoMepujiiiHe MiANPUEMCTBO XapkiBCbKOi o06nacHoi pagn «O6nacHa KhiHivyHa
NikapHs», HeBposorivyHe BigaineHHs Ne 1, m. Xapkis

4 K.M.H. Tomax H.B.

KomyHasibHe HekomepuiiiHe nignprueMcTBo «Micbka nikapHA Ne2» 3anopi3bkoi MIiCbKOI paaw,
HEeBpPOJIOrivyHe BigAiNneHHs, M. 3anopixxs

5 K.M.H. CaHoupbKuii A.€.

KomyHanibHe HekomepuiiHe nianprMemcTBo JIbBIBCbKOI 06/s1aCHOI pagn «J/IbBiBCbka oO6nacHa
KNiHiYHa NikapHs», HEBPOJIOrivyHe BigAineHHs, M. JIbBiB

6 O.M.H., npod. KapabaHb |.M.

KniHika gepxaBHOI ycTaHoBa «IHCTUTYT repoHTonorii imeHi O.®. Yeb6oTapboBa HaujioHabHOI
akagemii MeanyHUX Hayk YKpaiHu», Bigain KniHiyHOT cpisionorii Ta naTonorii ekctpanipamigHol
HepBOBOI cMCTEMM Ha 6a3i BiafieHHsA ekcTpanipamMigH1X 3aXBOpOBaHb HEPBOBOI cnuctemu, M. Kuis
7 A.M.H., npodd. MockoBko C.T1.

MeanyHWin LeHTp ToBapucTBa 3 OOMEXEeHOI BiANOBIZANLHICTIO «MeAnyHuil ueHTp «CanTem»,
NiKyBa/1IbHO-NPOQINAKTUYHWIA BigAin, M. BiHHMUS

8 K.M.H., gou. HepsaHoBa HO.M.

KomyHanbHe HekoMmepuiliHe nignpuemcTtBo «Micbka nikapHa Ne9» 3anopi3bkoi MiCbkOi paaw,
BifAi/IEHHA HEBPOOrii, M. 3anopiXksa

6. Bpowypa gna gocnigHuka 3 npenapaty mendnydeH, pegakuis 10.0 Big 26 nucrtonaga 2020 p.;
Jocbe pocnimxysaHoro nikapcbkoro 3aco6y Melflufen (IMPD): Po3gin «AkicTb Jlikapcbka CyocTaHuis /
Quality Drug Substance», pepgakuisa Big 01 rpyaHsa 2020 p.; Po3gin «fAkicTb Jlikapcbkiii npenapart /
Quality Medicinal Product», pepakuis Big 01 rpygHa 2020 p. O NPOTOKOY KMIHIYHOTO AOCNILKEHHSA
«PaHpomisoBaHe nepexpecHe gocnimkeHHs |l has3m, Lo NpoBOAMTLCSA Yy ABa eTany 3 METOH MOPIBHSHHSA
hapMaKOKIHETUUHUX XapaKTePUCTUK 1 OUiHKKM 6Ge3neyHoCcTi Ta nepeHocumocTi mendonydeHy npu
BHYTPILLHbOBEHHOMY BBEEHHI B NepudiepuyHi Ta LeHTPasIbHI BEHU NPK NiKyBaHHI NaLUieHTIB i3 peuuanuBHOL Ta
pepakTepHO0 MHOXMHHOIO MIENIOMOIO», KO AochimpkeHHs OP-109, pepakuis 2.0 Big 30 kBiTHS 2020 p.;
cnoHcop - "OHkonenTangc AB" [Oncopeptides AB], LLBeLjs

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

7. OHoBneHwuii NMpoTokon KniHiuHoro gocnigpkeHHs RPC01-3204, pepaxkuis 5.0 Big 03 BepecHA 2020 p.;
CuHoncuc oHoBneHoro [poTtokony kKniHiuHoro pocnipkeHHa RPCO01-3204, pepakuia 5.0 Big 03
BepecHs 2020 p., nepeknag 3 aHrNificbKOi MOBU Ha YKpaiHCbKy MoBY Big 10 nuctonaga 2020 p.;
IHchopmauia ana nauieHTa Ta popma iHpopmoBaHOI 3rogu, octatouHa pegakuis 4.0 onsa YkpaiHu Big 11
nucrtonaga 2020 p., ocTaToOuHUI NepeKkna 3 aHrNiicbKOT MOBM Ha PoOCilicbKy MOBY Big 12 nuctonaga
2020 p., ocTaTOUYHUIi NepeKnag 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Big 12 nuctonaga 2020 p.;



OuiHka cniBBigHOWeEHHA KopucTi Ta pusnky (Benefit and Risk Assessment) gnsa gocnigxkeHHa RPCO1-
3204, pepakuis 6.0 Big 29 BepecHs 2020 p.; LWoaeHHUK ANA BefeHHA 3anuciB 3a BpuctonbcbKolo
wKanor copmMu Kany ansi 3anOBHEHHSI HA eNleKTPOHHOMY npucTpoi | BristolStoolScaleDiary: BS010
Screenshots, Bepcia 1.00 pociiicbkolo MOBOK A1 YKpaiHu Big 23 niotoro 2018 p., Bepcia 2.00
YKpaiHCbKOIO MOBOK A YKpaiHu Big 05 KBiTHA 2018 p. [0 MPOTOKOY KAIHIYHOrO AOCHifKEHHSA
«JlopaTkoBe b6araToLeHTpoBe BiakpuTe gocnimkeHHs Il cha3n 3 MeTor OLHKM 03aHiMoAY A1 NepopasibHOro
NpWinoMy NpK JlikyBaHHI NaLieHTIB i3 cepeHbOTHKKMM abo TSHKKUM nepebirom XBopobu KpoHa B akTUBHIl
hopmi», kon pocnimkeHHs RPCO01-3204, pepaxuia 4.0 Big 10 uepsBHa 2019 p.; cnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), LLseiyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTHO «MI EC AW-YKPAIHA»

8. OHOBNEeHMII NPOTOKOJ KNiHiYHOro pocnigkeHHA 18-OBE2109-003, Bepcisa 4.0 Big 27 nunusa 2020 p.;
OHOB/IEHe AO0CbE AOCNiIMKYBAHOro fikapcbKkoro 3acody Linzagolix (TaGneTku BKpuTi NNiBKOBOIO
060/10HKO10) No 75 mr, 200 Mr Ta nnaue60, Bepcia 17.0 Big TpaBHs 2020 poKy; 3a/lyyeHHs f04aTKOBOro
npenapary Tepanii npukputTa — Activelle (Ectpagion (E2)/HopeTuctepoHy auetart (NETA)), kancynu no
1 mr ectpagiony/0.5 Mr HopeTUCTepPOHY aueTaty; 3aslydeHHA AOAATKOBOI BUPOGHUYOI AiNAHKU ANs
npenapary Tepanii npukputTa Activelle (Ectpagion (E2)/[HopeTuctepoHny auertat (NETA)), kancynu no 1
Mr ectpapgionyl/0.5 mr HopeTuctepoHy auetaty — Sharp Clinical Services Inc., CLUA; 3any4yeHHA
[O[ATKOBOI BUPOOGHMYOI AinsAHKM AnA npenapatiB Tepanii npukputta Kliovance Tta Activelle
(Ectpagion (E2)/[HopetuctepoHy auetart (NETA)), kancynu no 1 mr ectpagiony/0.5 Mr HOpeTUCTEPOHY
auetaty — Manufacturing Packaging Farmaca (MPF) B.V., HigepnaHau; IHdopmauia gna nauieHta i
dopma iHthopMmoBaHOi 3rogn Ana YKpaiHu, aHrinicbKo MoBolo, Bepcis 4.0 Big 03 xoBTHA 2020 p.;
IHchopMmauia ana naudieHta i Popma iHthopmoBaHOi 3rogn Ans YKpaiHu, aHrnificbKoo MOBOIO, Bepcis
4.0 Big, 03 xoBTHA 2020 p., NnepeknafeHo Ha YKpAiIHCbKY MOBY AnA YKpaiHu Big 21 oBTHA 2020 p.;
IHchopMmauia ana naudieHta i Popma iHthopmoBaHOi 3rogn Ans YKpaiHu, aHrniiicbKoo MOBOIO, BepCisf
4.0 Big 03 X0BTHA 2020 p., NnepeknageHo Ha pociiicbKy MOBY AnA YKpaiHu Big, 21 xoBTHA 2020 p.; LUkana
OUiHKM TsXKKOCTI cyiumagy Konymoilicbkoro yHiBepcutety (C-SSRS) cyG6’ekTu, BXe BK/IIOYEHi Yy
pocnipkeHHs, Bepcia Big 14 ciuHa 2009 poky (Bepcia 1 Big 23 BepecHA 2020 p.) yKpaiHCLKOIO MOBOIO;
Lkana ouiHKn TSHXKKOCTI cyiumpay Konymoilicbkoro yHiBepcuteTty (C-SSRS) cyG’eKTU, B)Xe€ BKITIOUEHI Y
pocnipxeHHs, Bepcisa Big 14 ciuHAa 2009 poky (Bepcis 1 Big 23 BepecHA 2020 p.) pocCilicbKol0 MOBOIO;
LLkana ouiHKM TSXXKOCTI cyiumay KonymGilicbkoro yHiBepcuteTy (C-SSRS) BuxigHi gaHHi, Bepcis Big 14
ciuHAa 2009 poky (Bepcis 1 Big 23 BepecHsi 2020 p.) yKpaiHCbKOIO MOBOIO; LLIKasia OUiHKN TAXKOCTI
cyiumay KonymoGilicbkoro yHiBepcutety (C-SSRS) BuxigHi gaHHi Bepcis Big 14 ciuHsa 2009 poky (Bepcis
1 Big 23 BepecHAa 2020 p.) pociicbkolo mMoBOIO; LLKana OuiHKM TSHKKOCTI cyiumay KonymoGiiicbKoro
yHiBepcutety (C-SSRS) 3 MOMEHTY OCTaHHbOrO Bi3uTy, Bepcia 14 ciuHa 2009 poky (Bepcisa 1 Big 25
BepecHs 2020 p.) ykpaiHCbKO MoBOK; Llkana ouiHku TsbkkocTi cyiuuay KonywmGilicbkoro
yHiBepcuTeTy (C-SSRS) 3 MOMEHTY OCTaHHbLOrO Bi3UTY, Bepcisa 14 ciuHa 2009 poky (Bepcis 1 Big 24
BepecHsi 2020 p.) pociiicbKoo MOBOH; CKPIiHLLIOTU €/IEKTPOHHOTO LWoAEeHHMKA NaLlieHTa, Bepcis 1 Big 12
cepnHs 2020 poKy aHr1iiCbKO0 MOBOHO; CKpPIHLLIOTY €/IeKTPOHHOTO LWoAeHHUKA NaLieHTa, Bepcia 1 Big,
03 nuctonapga 2020 poKy YKpaiHCbKOK MOBOK; CKPIHLIOTU €fIeKTPOHHOro LWoAeHHUKA MNaljieHTa,
Bepcia 1 Big 04 nuctonaga 2020 poKy pocCiicbKOK MOBOIO; MOCiGHUK 3 BuKopucTaHHsa Baworo
€/1IeKTPOHHOIO LWOAEHHUKA B MeXax AOoC/imKeHHA, Bepcia 1 Big 14 cepnHa 2020 poky aHrNilicbKoto
MoBO10; MoCiGHNK 3 BUKOPUCTaHHA Balwloro efIeKTPOHHOrO WOAEHHUKA B MeXaX AOCiMKEHHSA, Bepcis
1Big 16 nuctonaga 2020 poky YKpaiHCbKOO MOBOIO; MOCIGHUK 3 BUKOPUCTaHHA Balioro eneKTpoHHOro
LWOAEHHMKA B MeXax AocnimkeHHs, Bepcia 1 Big 16 nuctonaga 2020 poKy pPOCICbKOO MOBOIO;
MapKyBaHHA eNeKTPOHHOro WoAeHHUKa Ana gocnigpxkeHHsa 18-OBE2109-003, Bepcia 1 Big 06 cepnHa
2020 pokKy aHriicbkolo MOBOK; MapKyBaHHA €NeKTPOHHOro LWOoAEeHHUKa ANns pocnigkeHHs 18-
OBE2109-003, Bepcisa 1 Big 07 cepnHA 2020 poKy YKpaiHCbKOO MOBOIO; MapKyBaHHA €N1eKTPOHHOro
LwoaeHHMKa ansa gocnipkeHHs 18-OBE2109-003, Bepcia 2 Big 04 nuctonaga 2020 poKy poOCilicbKoto
MOBOIO [0 NPOTOKO/lY KAIHIYHOTO BMNPO6yBaHHA «baraToueHTpoBe, paHAOMi30oBaHe, MoAgiliHe chine,
nnaueb0-KOHTPOIbOBaHEe KAiHIYHE AocnimpKeHHS ha3n 3 ANsA ouiHkKKM edpeKTUBHOCTI | 6e3neyYHoCTi npenaparty
niH3aronikc y nauieHToK 3 NoOMipHUM abo cunbHUM 60/1eM, MOB'A3aHUM 3 eHO0METPIO30M», KO AOCNiAKEHHS
18-OBE2109-003, Bepcis 3.0 Big 25 uepsHa 2019 p.; cnoHcop - ObsEva S.A., Wseliyapis

3asBHUK - TOB «KOBAHC KNIHIKAN JEBENOMNMEHT YKPAIHA»

9. OHOB/IEHUIA NPOTOKOJ KNiHIYHOro BUNnpooyBaHHa MK-7264-042, 3 iHKopnopoBaHoOt0 nonpaBkoto 03
Big 23 nuctonaga 2020 poky, aHrnificbKo MoBoO; Bpowypa gocnigHuka MK-7264, BupgaHHsA 19 Big, 28
)XOBTHSA1 2020 poOKy, aHrnificbkoro MoBOH; IHhopMauiss Ta [OKYMeHT npo iHchopmoBaHy 3rogy Ans
nauieHTa, YkKpaiHa, MK-7264-042, Bepcia 01 Big 01 rpygHa 2020 poKy, YKpaiHCbKOH MOBOIO;
IHhopMauifa Ta fOKYMEHT Npo iHhopMoBaHy 3rogy Ans nauieHTa, YKkpaiHa, MK-7264-042, sepcis 01 Big,
01 rpygHa 2020 poKy, pociiicbkolo MoBO0; Mog0BXeHHA TPMBaNOCTi K/TiIHIYMHOrO BUNPOGYBaHHSA B CBITi
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Ta B YKpaiHi o 24 BepecHs 2021 p. A0 NpOTOKO/Y KAiHIYHOrO AochimpkeHHs «PaHgomMisoBaHe, noagiliHe
cnine, nnauebo-KOHTPOsIbOBaHe, GaraTtoueHTpoBe AochimpkeHHs ha3m 3b ans ouiHkM edekTMBHOCTI Ta
6e3neky redpanikCaHTy Yy XiHOK 3 XPOHIYHUM Kallsiem Ta CTPECOBUM HETPUMAHHSAM Cevi», KO AOC/IIKEHHS
MK-7264-042, 3 iHkopnoposaHoto nonpaskoto 02 Big 19 ntotoro 2020 poky; cnoHcop - «Mepk Wapn EHg Joym
Kopn.», pgoyipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

10. OHOBANEHNIT NPOTOKON KiiHIUHOro pocnimxkeHHsa LPS16677 3 nonpaBkot 01, Bepcia 1 Big 17
BepecHs 2020p., aHrniiicbkoro MoBOIO; Bpolwypa pgocnigHuMka nikapcbKoro 3acoGy ayninymao
(SAR231893/ REGN668), Bepcia Nel4 Big 19 uepBHs 2020p., aHrNiicbkold MOBO; OCHOBHa
iHdhopMmauia npo gocnimxkeHHs i hopmu iHbopMmoBaHol 3roan, Bepcis Ne 2 Big 17 BepecHs 2020p.,
aHrninicbKkor MoBolo; IHhopmauis ana nauieHTa i popma iHchopMmoBaHoOi 3roau, Bepcis Ass YKpaiHu Ne
2 Bip, 23 BepecHs1 2020p. (Ha ocHOBi OcHOBHOI iHhopMaLii Npo gocnimkeHHs i popmu iHhopmoBaHoT
3roau Bepcia Ne 2 Bifg 17 BepecHs 2020p.) yKkpaiHCbKOO MOBOIO; IHthopmauis ana nauieHTa i popma
iHpopMoBaHoOI 3roau, Bepcia Ana YkpaiHm Ne 2 Big 23 BepecHA 2020p. (Ha ocHOoBi OCHOBHOI
iHcpbopmauil npo gocnigxeHHA i hopmu iHpopmoBaHOi 3roau Bepcia Ne 2 Big 17 BepecHs 2020p.)
pocilicbkolo MOBOIO; CKPIHLIOTW €1eKTPOHHOIO WoAeHHUKA: ONUTYBa/IbHUK AKOCTI XXUTTA XBOPUX Ha
acTmy i3 cTaHgapTusoBaHumn Bugamvu gisnbHocTi (AQLQ(S)), Bepcisa v1.0 Big 11 BepecHsa 2020 poky,
YKPAiHCbKOIO MOBOIO; CKPiHWOTU €/1eKTPOHHOro wWoAeHHUKA: ONUTYBa/IbHUK 3 SKOCTi XUTTA MpuU
GpoHXianbHili acTMi i3 cTaHgapTusoBaHumMu Bugamu pgiansHocTi (AQLQ(S)), Bepcia v1.0 Big 11
BepecHs 2020 poOKYy, POCINCbKOK MOBOK); CKpPIHIWIOTU €/IeKTPOHHOIo uWoAeHHuKa: LogeHHuK
cUMNTOMIB acTMu y pAeHHuii yac (ADSD), Bepcia v1.0 Big 10 nuctonaga 2020 poKy, YKpaiHCbKOO
MOBOI0; CKpPIiHLWOTU eNIeKTPOHHOrOo WoaeHHUuKa: LLloaeHHUK aeHHMX cumntomiB actmu (ADSD), Bepcis
v1.0 Big 10 nuctonaga 2020 poKy, POCIiCbKOIO MOBOK; CKPIHWOTW €NeKTPOHHOIO LOoAEeHHUKA:
LogeHHUK cMMNTOMIB acTMu Yy HiuHuii yac (ANSD), Bepcia v1.0 Big 10 nuctonaga 2020 poky,
YKpalHCLKOI0 MOBOIO; CKpPIHLIOTU e/IeKTPOHHOro wWwoAeHHUKa: LLloAeHHUK HiYHMX CUMNTOMIB acTMu
(ANSD), Bepcisa v1.0 Big 10 nuctonaga 2020 poky, POCifiCbKOO MOBOI; CKpPiHWOTN €NeKTPOHHOIo
WoAeHHUKa: 3anuTa/ibHUK WOAO0 NOpyLIeHb CHY nNpu acTmi, Bepcia v1.0 Big 10 nuctonaga 2020 poky,
YKpPaiHCbKOI0 MOBOIO; CKPIHIWIOTU €/1eKTPOHHOrOo LWoAeHHUKa: ONUTYBa/IbHUK LWOAO MOPYLUEHHS CHY
npu GpoHXxianbHiI acTmi, Bepcia v1.0 Big 10 nuctonaga 2020 poKy, pOCiicbKOKO MOBOLO; CKpiHLWOTN
eNIeKTPOHHOro wogeHHuka: OSFT, Bepcia v1.0 Big 10 nuctonaga 2020 poKy YKpaiHCbKOKO MOBOIO;
CKpIHWOTWN eNeKTPOHHOrOo wopaeHHuKa: OSFT, Bepcia v1.0 Big 10 nuctonaga 2020 poky poCilicbKolo
MOBOI0; CKPiHLLIOTN €/1IeKTPOHHOrO WoAeHHUKa: 3arajibHa ouiHKa 3MiH nauieHTom (PGAC), Bepcia v1.0
Big 10 nuctonapga 2020 poKy, YKpPaiHCbKOK MOBOIO; CKPIHLIOTU €NEeKTPOHHOrO WoAeHHUKa: 3aranibHa
ouiHka 3miH nauieHTom (PGAC), Bepcia v1.0 Big 10 nuctonaga 2020 poKy, pOCiiCbKOO MOBOIO;
CKpiHWOTN eNeKTPOHHOro wWoaeHHuKa: 3arasibHa ouiHka cHy nauieHTom (PGAS), Bepcisa v1.0 Big 10
nucronaga 2020 poKy, yKpaiHCbKOK MOBOIO; CKPiHLWOTY €NeKTPOHHOrO LWoAeHHUKa: 3arajibHa OLjiHKa
cHy naujieHTom (PGAS), Bepcia v1.0 Big 10 nuctonaga 2020 poKy, pociiicbkolo MOBOIO; CKpiHWOTH
eNeKTPOHHOro woaeHHuKa: MopylleHHs, nos’a3aHe 3i cHoM — KopoTka dpopma 8a, Bepcisa v1.0 Big 10
nucrtonaga 2020 pokKy, YKpaiHCbKOK MOBOIO; CKPIHIWIOTU eNeKTPOHHOro woaeHHuKa: MNopyleHHs,
noB’A3aHi 3i cCHom — KopoTkuii 3anutanibHUK 8a, Bepcisa v1.0 Big 10 nuctonaga 2020 poky, pocCiiicbKoto
MOBOI0; CKPIHLIOTN eNIeKTPOHHOro WoaeHHuKa: LLloaeHHUK cHY, Bepcia v2.0 Big 10 nuctonaga 2020
POKY, YKPaiHCbKOIO MOBOIO; CKPiHLIOTK €/IeKTPOHHOrO WwoaeHHuKa: LLloaeHHUK cHy, Bepcisa v2.0 Big 10
nuctonaga 2020 pokKy, pociicbKoo MOBOIO; KOpOTKUil MOCIGHMK ANA yyaCHUKa, pegakuia 1.0, pata
pepakuii: 20 nuctonaga 2020 p., yKpaiHCbKOlO MOBOK; KopoTke [oBigKOBe KepiBHULTBO ANA
nauieHTiB, Bepcia 1.0, pgara Bepcii: 20 nuctonaga 2020 p., pPOCINCbKOK MOBOI; CKpiHLIOTK
€/IeKTPOHHOr0 LWoAeHHUKa: HaBuanbHUil wWoaeHHUK, Bepcia v1.0 Big 10 nuctonaga 2020 poky,
YKpPaiHCbKOI MOBOL0; CKPIHLWIOTY eNeKTPOHHOrO WoAeHHuKa: HaBuanbHWii WopaeHHUK, Bepcis v1.0 Big,
10 nuctonaga 2020 poKy, poCiiCbKOI0 MOBOIO; CKPIHLLIOTU €/IeKTPOHHOIO WoAeHHUKA: ONUTYBaJ/IbHUK
3 npaues3faTHoCTI Ta NnoripweHHs NoBcsKAeHHOT gisinbHocTi: ACTMA (WPAI: Asthma), Bepcis 1.0 Big 10
nucronaga 2020 poKy, YKpaiHCbKOI0 MOBOI; CKPIHLLIOTU €/IEKTPOHHOIO WoAeHHUKA: ONUTYBa/IbHUK
LOAO 3HWXEHHA MpauesfaTHOCTI Ta MOpPYLUEHHSI MOBCSAKAEHHOI Ais/IbHOCTI: OGpoHXia/lbHa acTma
(WPAI: Asthma), Bepcia v1.0 Big 10 nuctonaga 2020 poKy, POCIACbLKOKO MOBOL; CKpPIHLWOTK
€N1eKTPOHHOro woaeHHUKa: ONUTyBa/IbHUK 3 KOHTpON acTtMu (BCci nNuTaHHsA), Bepcia v1.0 Big 31
cepnHAa 2020, yKpaiHCbKOIO MOBOI; CKPIiHLIOTA €NeKTPOHHOro LwWoAeHHUKa: OnuUTyBa/lbHUK MO
KOHTPO/I0O CUMNTOMIB OpOHXianibHOI acTMu (BCi nuTaHHs), Bepcia v1.0 Big 31 cepnHa 2020 poky;
Moci6Huk nauieHTa komnaHii Koneksa Health, Bepcisa 1.0 Big 24 uepBHA 2020 pOKy, YKpaiHCbKOLO
moBoto; KepiBHuyteo nauieHta komnaHii Koneksa Health, Bepcia 1.0 Big 24 uepBHa 2020 poky,
pociiicbkolo MOBOLO; 36iNblIEHHA KiSIbKOCTi AocnigKyBaHUX B YKpaiHi 3 60 go 75 ocié o npotokosny
KMiHiYHOro pgocnigpkeHHs «PaHgomizoBaHe, noAgiliHe criine, nnauebo-koHTpoNboBaHe, GaraTtoueHTpoBe
JocnipkeHHa 4 dasu B napanesibHUX rpynax A7a BMBYEHHA BMAMBY AyninymMady Ha MNOPYLUEHHSA CHY Y
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naLieHTiB 3 HEKOHTPO/IbOBAHOIO NEPCUCTYIOHOI aCTMO», KOA foc/imkeHHA LPS16677, Bepcis 1 Bif 24 KBiTHA
2020 poky; crnoHcop - sanofi-aventis recherche & developpement, France (CaHochi-ABEHTIC peluepw e
AesenornmMaH, ®paHuis)

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

11. OHOBANEHMIA NPOTOKON KJliHiYHOro Bunpo6yBaHHA PAT-CR-302, npoTokon Bepcis 2.0 Big, 19 )XOBTHSA
2020p.; Peninca, IHk. PAT-CR-302_IHchopmauiiiHuii INCTOK NauieHTa Ta hopma iHpopMOBaHOi 3roau_
Bepcina 2.1.0_16 nuctonaga 2020p._YkKpaiHa_ YKpaiHCbKOIO Ta pociiicbkoto moBamu; Peninca, IHK. PAT-
CR-302_IHdhopmauiiHnii nMcToK Ta chopma iHthopMoBaHOi 3roau BariTHOI napTHepKu_ Bepcis 2.1.0_26
nuctonaga 2020p._YKpaiHa_ YKpalHCbKOK Ta pocCilicbkolo moBaMu; MaTepiann pna nauieHta
YKpaiHCbKOlo MoBow: [focnimkeHHa PAT-CR-302: IHCTpyKUil i3 3acTtocyBaHHA npenapartry Ans
yyacHuKa pocnimkeHHsi. OcHoBHa Bepcis 2.0 Big 09 xoBTHA 2020p. KpaiHa: YkpaiHa, Bepcis ans
KpaiHu: 2.1/ 09 xoBTHA 2020 p. MoBa: yKkpaiHCbka; MaTtepiann ans nauieHTa pociiCbKO MOBOIO:
NccnepoBaHne PAT-CR-302: MHCTpYKLMKX NO NPUMEHEHUIO nNpenapara Ans yyacTHUKa uccnegoBaHus.
BasoBas Bepcus 2.0 ot 09 okTA6pA 2020 r. CTpaHa: YKpauHa, Bepcusa ans cTpaHbl: 2.1/ 09 oktsaops 2020
r. AA3blK: pycckuii A0 NPOTOKOMY KAIHIYHOrO JocnigxeHHs «baraToueHTpoBe, noAsiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe JOCNIMKEHHS Yy napasiesibHUX rpynax 3 paH4oMi30BaHOI0 BifMiHOI Teparil 3 METOK BUBYEHHS
natipomepy /19 KOHTPOJIO TrinepkafieMii y nauieHTiB, ki NpuiiMaloTb IHMGITOPU PEHIH-aHTIOTEH3UH-
anbnoctepoHoBoi cuctemu (IPAAC) ansa nikysaHHs cepuesol HegoctatHocTi (DIAMOND)», kof, AOoCNiKEeHHSA
PAT-CR-302, Bepcisa 1.1 Big 26 ntotoro 2019 p.; cnoHcop - Peninca, IHk., CLUA

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

12. OHOBEHUIA NPOTOKON KJliHIUHOrO BUNpo6yBaHHA BAY 94-8862 (finerenone) / 20103 Bepcia 2.0 3
iHTerpoBaHol nonpaBkolo 1 Big 21 BepecHA 2020 poky; AocnigkeHHsa 20103_ IHcdopmauia ansa
nauieHTa Ta popma iHchopmoBaHoi 3roau, Bepcia 2.0 Big 13 oBTHA 2020 yKpaiHCbLKOIO MOBOIO Ha 6asi
IHchopmauil ansa naudieHTa Ta popma iHthopmMoBaHOi 3roau, Bepcisa 2.0 Ana YkpaiHu Big 05 »oBTHA 2020
p-; QocnipkeHHa 20103 _ IHcphopmauis ana naudieHTa Ta popma iHchopmoBaHoi 3rogu, Bepcia 2.0 Big 13
XOBTHSA 2020 pocilicbKoio MOBOLO Ha 6asi IHchopmauii ana nauieHta Ta popma iHpopMOBaHOI 3rogu,
Bepcis 2.0 ansa Ykpainu Big 05 oBTHA 2020 p.; AocnimpkeHHs 20103 _IHdopmadis gns nadieHTaldoopma
iHbopMoOBaHOi 3roan BiAHOCHO 3MiH Y NPOBeAeHHI focnimkeHHs, Bepcisa 1.1 Big 21 rpyaHAa 2020 poky,
YKpaiHCbKOI MOBOLO, Ha 6a3i IHchopmau,ii gnsa nadieHta Ta doopmu iHthopMoBaHOi 3roaun BiAHOCHO 3MiH
y npoBefeHHi pgocnigpkeHHA, Bepcii 1.1 gna YkpaiHu Big 21 rpygHAa 2020 poky; [AocnigxeHHs
20103 _IHdhopmania ana nauieHtal/popma iHoOpmoBaHOI 3rogu BiAHOCHO 3MiH Yy nNpoOBeAEeHHI
pocnipxeHHs, Bepcia 1.1 Big 21 rpygHa 2020 poKy, pocilicbKolo MOBOI, Ha 6as3i IHchopmauil gns
nauieHTa Ta chopmu iHcpopmoBaHOI 3roau BigHOCHO 3MiH Y NpoBeAeHHi focifAKeHHs, Bepcis 1.1 Big 21
rpyaHs 2020 poky; 20103 KoHTakTHa KapTKa, Bepcia 2.0 Big, 13 )xoBTHs 2020 poKy YKpaiHCbKOK MOBOIO,
Ha 6a3si KOHTaKTHOI KapTKu, Bepcis 2.0 ansa YkpaiHu Big 06 )xoBTHA 2020 poky; 20103 KoHTakTHa KapTKa,
Bepcis 2.0 Big 13 xoBTHA 2020 pOKy pOCilicbKOI0 MOBOIO, Ha Ga3i KOHTAKTHOI KapTKu, Bepcia 2.0 ansa
YkpaiHun Big 06 xoBTHA 2020 poky; 20103 FINEARTS-HF, BitanbHa Opolwypa Ansi y4YacHUKIB
AocnifkeHHs yKpaiHCbKOK MOBOIo, Bepcia 1.0 Big 17 nunHa 2020; 20103 FINEARTS-HF, BitanbHa
Gpolypa As yHaCHUKIB [OCIIiAKEHHSA POCIICbKOIO MOBOIO, Bepcif 1.0 Big 17 nunHA 2020; BkitoveHHS
[O[ATKOBOrO MiCUSA MPOBEAEHHA K/iHIYHOrO BUMPOOYBaHHA [0 NPOTOKO/Y K/IHIYHOIO AOCNILKEHHS
«baratoueHTpoBe, paHAoOMi30BaHe, MOABIHe-cAiNe B NapanesibHUX rpynax, nnauebo-koHTpOosibOBaHe
OOCNIMKEHHST AN OUiHKM eddeKTUBHOCTI Ta 6e3neyHOCTi (piHEepPeHOHY Mpu 3axBOPHBaHHI Ta CMEPTHOCTI
nauieHTiB 3 cepueBoto HegocTaTtHicTio (NYHA knac II-1V) Ta chpakuieto Bukuay nisoro wayHouka =40% (eBJ/1LU
>40%)», ko, pocnipkeHHs No. BAY 94-8862 (finerenone) / 20103, Bepcid 1.0 Big 05 6epesHs 2020; cnoHcop
- Baitep Al’, HimeuuunHa

3anBHUK - TOB «baliep», YkpaiHa

Ne MM.1.B. BignoBigaLHOro gocnigHuKa
n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS
1 K.M.H., 3a@B. BiggineHHam IsaHoB A.TT.

KomyHanbHe HekoMmepuiiHe nignpuemcTBO «KiHiYHa NikapHA LWIBWAKOI MeAMYHOT A0MOMOrn»
[JHIiNpoBCHKOI MiCbKOI paau, kKapajonoriyHe BigaineHHs, M. IHiNpo

13. MopoBXeHHsA TePMiHY NPUAATHOCTI AOC/iAKYBaHOro nikapcbkoro 3aco6y 3amikactar (BIA 5-1058),
Tabnetkn, 100 minirpam, 3 12 go 24 micauiB (cepii 190392 ta 190393); 3pa3oK MapKyBaHHA AN
NnoAoBXEeHHA TepMiHy npuaatHocTi, Bepcia 01 Big 02.11.2020 (Master Label Proof, version 01, 02-
NOV-2020) oo npoTOKO/IB KIHIYHMX AOCAIMKEHb «Bigkpute 6aratoueHTpoBe AOC/IMKEHHS AN BUBUYEHHS
chapmakoKiHETMKN, Ge3NeYHOCTi Ta edEKTMBHOCTI npenaparty 3amikactaTr siKk [A0AaTkoBOi Tepanii npwu
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nereHeBili apTepianbHii rineptensii (JIAM)», ko gocnimkeHHs BIA-51058-201, octatouHa Bepcis 3.0 Big
12.05.2020 p.; «Bigkpute 6aratoLeHTpoBe JOCNIMKEHHA 1A OUiHKM 6e3nekn Ta edeKTUBHOCTI npenapary
3amikacTar B AKOCTi af’toBaHTHOI Tepanii nNpu TpMBanoMy JliKyBaHHI NlereHeBOl apTepianbHOT rinepTeHsii
(NAMN)», kog pocnigxeHHs BIA-51058-202, octaTtoyHa Bepcia 3.0 Big 12.05.2020 p.; cnoHcop - Bial - Portela &
Ca, S.A., Noprtyranis

3aaBHUK - «Ckoyn IHTepHewwHn AlN», HimeyunHa

14. OHOB/IEHMI NPOTOKON KiiHiYHOro pocnigpkeHHa SHP647-307, Bepcia 3 nonpaBkoi 3 Big 17
BepecHs 2020 poKy, aHrNiNcbKoo MOBOIO; Bpolwypa gocnigHuka (BAl), BugaHHs 9.0 Big 25 uepBHs 2020
p., aHrnificbkoo MoBo1O; IHhopmauisa gna nauieHta Ta hopma iHchopmoBaHoOiI 3roau, Bepcia 7.1.0 ansa
YKpaiHu aHrniicbkoo MoBoOK Big 29 XoBTHA 2020 p.; IHcdopmauisa gna nauieHta Ta dopma
iHbopmoBaHoOi 3roau, Bepcia 7.1.0 ana YkpaiHn YKpaiHCbKOIO MOBOI Bif 29 »oBTHA 2020 p.;
IHpopmauisa ana naudieHta Ta popma iHpopmoBaHOi 3roau, Bepcisa 7.1.0 ana YkpaiHuM pociiicbKoo
MOBOIO Bif4 29 x0oBTHA 2020 p.; IHchopmauia Ta popma iHhopmoBaHOI 3rogn Ana 36opy AaHUX Npo
BariTHy MapTHEPKY y4yacHUKa OOCAifKEeHHs Ta HOBOHApPOMKeHY AUTUHY, Bepcia 6.1.0 gna YkpaiHu
aHrniincbKo MoBOO Big 13 oBTHA 2020 p.; IHopmauisa Ta dpopma iHhopmoBaHoi 3rogu gnsa 36opy
[AHNX NMPO BariTHy NapTHEPKY yYacHMKa AOC/iMHKEHHA Ta HOBOHAPOAKEHY ANTUHY, Bepcia 6.1.0 ansa
YKpaiHu yKpaiHCbKOI0 MOBOIO Bif 13 )0BTHs 2020 p.; IHchopmauis Ta popma iHhopmoBaHOi 3rogu Ans
360py AaHUX NPO BariTHY NapTHEPKY yYaCcHMKa AOC/iAHKEHHA Ta HOBOHAPOAKEHY AUTUHY, Bepcis 6.1.0
Ans YKpaiHu pocilicbkolo MoBow Big 13 xoBTHA 2020 p; IHdopmauia gna naugieHta npo ¢oHp,
6opoTLOU 3 XBOPOOOI KpoHa i Konitom Ta ¢hopma iHthopMoBaHOT 3roagu AN yyacHUKa, Bepcia 1.1.0
ANna YKpaiHu aHrniiicbko moBolo Big 02 xoBTHA 2020 p.; IHopmauia gna naudieHta npo ¢oHpg
GopoTbLOU 3 XBOPOOOI KpoHa i konitom Ta ¢hopma iHthopmMoBaHOT 3roau ANA yyacHUKa, Bepcia 1.1.0
ANa YKpaiHu yKpaiHCcbKol MOBOK Bif 02 oBTHA 2020 p.; IHcopmauia gna naudieHta npo ¢oHp,
60poTLOU 3 XBOPOGOI KpoHa i koniTom Ta hopma iHhopMoBaHOI 3rogu ANA yyacHuka, Bepcisa 1.1.0
ANA YKpaiHu pociiicbkolo MoBOHo Big 02 »xoBTHs 2020 p.; Jocbe AOCNigKyBaHOro flikapCbKOro 3acooy,
Bepcia 6.1 Big TpaBHA 2020 p., aHrNifiCbKOIO MOBOIO; 3a/lyuYeHHs1 A0AATKOBOI BUPOGHMNUOT AiNMAHKM
pocnipkyBaHoro nikapcbkoro 3acody SHP647 25 | 75 mrimn Ta nnaue60, po3unH ANA NigwkKipHol
iH’ekuil: Baxter AG, Industriestrasse 67, 1221, Wien, Austria [0 NpOTOKO/Y K/iHIYHOIO AOCNIAXKEHHSA
«PaHgomizoBaHe, noagiliHe cnine, nnaueb60-KOHTPO/IbOBaHE AOCAIMKEHHS (pasu 3 B napasiesibHuX rpynax ans
OUiHKM ed)eKTUBHOCTI Ta 6e3neyvHocTi npenapaty SHP647 B AKOCTI NiATPUMYHOUYOI Tepanii y nauieHTiB i3
XBOp060t0 KpoHa cepeiHboro Ta BaXkoro ctyneHs TsbkkocTi (CARMEN CD 307)», kog gocnigpkeHHss SHP647-
307, Bepcisa 3 nonpaskoto 2 BiA 22 nuctonaga 2019 poky; cnoHcop - «Laliep XbtoMaH [xeHeTik Tepanis, IHK.»
(Shire Human Genetic Therapies, Inc.), USA

3asiBHUK - ToBapucTBO 3 ObMexXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHizauisi IHHodhapm-
YkpaiHa»

15. OHOBMEeHU NPOTOKON KNiHiYHOro Bunpo6ysaHHa ODO-TE-B202 MNMonpaska 4: Bepcis 5.1 Big 22
BepecHs 2020 p, aHrnilicbkoro MmoBoto; IHhopmauisa anA nauieHTa Ta popma iHhopmoBaHoOI 3rogn —
nuuwe nauieHTn Koroptu 1, 6asoBa ®I3 gna koroptu 1 Bepcia 5.0 Big 11 nucrtonaga 2020 p.,
YKpaiHCbKOIO Ta pociiicbkolo moBamu; IHhopMauia gna naudieHta Ta cpopma iHpopMoBaHOiT 3roau —
nnwe naudieHTn Koroptm 2, 6asoBa PI3 gna koroptu 2 Bepcia 5.0 Big 11 nuctonaga 2020 p.,
YKpaiHCbKOIO Ta pociiicbkolo moBamu; IHhopMauia anA naudieHta Ta popma iHhopmMoBaHOi 3roau —
nuwe nauieHTn Koroptu 3, 6aszoBa PI3 gna koroptu 3 Bepcia 1.0 Big 11 nucrtonaga 2020 p.,
YKpaAiHCbKOIO Ta pociiicbkoto MoBamu; IHdopmauia pna nauieHta Ta ¢opma iHopmoBaHOI
srogn_JflogatkoBa PI3_JlocTaBKa [OCNigKYBAHOro npenapary 3 AOCAiAHULBKOrO LUEHTPY NauieHTy,
Bepcisa 2.0 Big 11 nuctonaga 2020 p., yKpaiHCbLKOK Ta pociiicbkolo moBamu; laeHTudikauiiHa kKapTka
nauieHTta, ana Koroptu 2 i 3, Bepcis 2.0 Big 28 »xoBTHA 2020 p. yKpaiHCbKOK Ta POCiliCbKOIO MOBaMu;
OnuTtyBanbHuK Mpuiiom TeseTtakcesny B gomallHix ymoBax: KoropTa 2 i 3, Bepcis 2.0 Big 26 nuctonaga
2020 p. yKpaiHCbKOIO Ta pocCilicbKolo MoBamu; 36i/IbLUEHHS KisIbKOCTI NauieHTiB B YKpaiHi 3 75 ocio o
150 oci6 (gopaTkoBo 75 0ci6); 3MiHa Ha3BU MicLs NpoBeAeHHs1 BUNPOOYBaHHA [0 MPOTOKO/Y K/1iHIYHOro
JocnimpkeHHa «baratoueHTpoBe AocnimpkeHHA dhasu 2 4719 BUBUEHHS 3aCTOCYBaHHA Te3eTaKcesy 3 Tpboma
pisHUMK iHriGiTopamn PD-(L)1 y nauieHTiB i3 TpU4i HeraTUBHYM MicLEeBONOWMPEHM abo MeTacTaTUudHUM
pakoM MOJIOYHOT 3as1031 Ta MOHOTepanii Te3eTakcenioM y nauieHTiB MiTHboro Biky 3 HER2-HeraTuBHUM
MicLleBOMOLWMpPEHM abo MeTacTaTM4YHMM pPakoM MOJIOYHOT 3a/103u», kog, pocabkeHHss ODO-TE-B202,
Monpaska 1, Bepcis 2.0 Big 04 TpaBHa 2019 poky.; cnoHcop - KomnaHis «OgoHelT Tepan'toTike, IHK.»/Odonate
Therapeutics, Inc..CLLA

3asaBHUK - TOB «biomanac», YkpaiHa

BYNO CTA/O

A.M.H., npodd. BoHaapeHko |.M. O.M.H., npody. boHaapeHko |.M.
KomyHanbHWUiA 3aknag «Micbka KiiHiYHa nikapHa Ned» | KomyHasibHe HekomepLiiHe nignpuemMctBo «Micbka
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[HinpoBCcbKOT MiCbKOI pagw, BigaineHHs ximioTepanii, | kniHiyHa nikapHA Ne 4» [IHINPOBCLKOI MICbKOT paau»,

LepxaBHuii 3aknag «[HiNponeTpoBCcbka MeAMYHa | BigdineHHs  ximioTepanii, [epXaBHWin  3aknapg,

akazeMia MiHicTepcTBa OXOPOHU 3[00pPOB‘'A YKpaiHu», | «HINponeTpoBCbka MeauyHa akagemis

Kathepa OHKoMOrii Ta MegnyUHOi pagionorii, M. HINpo | MiHicTepcTBa  OXOPOHU  3[0POB‘'A  YKpaiHu»,
Kadpegpa OHKoMOrii  Ta MeAu4yHOI  pagiosorii,
M. [Hinpo

16. [ony4yeHHA [oO[aTKOBOro npenapaty NOpiBHAHHA: Conipic® (Soliris; Conipic) (ekynizymao),
thnakoH 30 M, WO MICTUTb KOHLEHTPAT PO3YUHY ANA BHYTPIlUHLOBEHHOro BAWBaHHA, 10 mr/mi;
Alexion Pharma International Operations Unlimited Company, College Business and Technology Park,
Blanchardstown, Dublin 15, Ireland; Alexion Pharma International Operations Unlimited Company,
Monksland Industrial Estate, Athlone, Roscommon, Ireland; Almac Clinical Services Limited, United
Kingdom; Almac Clinical Services (Ireland) Limited, Ireland; Patheon Italia S.p.A, Italy; OHoBneHe
cnpouyeHe A0Cbe AOCNiAKYyBaHOro nikapcbkoro 3aco6y Soliris®/ Conipic® (ekynisymad), Bepcia 2.0
Big 06 nuctonapa 2020 poky, aHrNificbKo MOBOIO; 3pa3Kyu OHOB/IEHOTO MapKyBaHHSA AoCNigKyBaHOro
NniKapcbKoro 3acooy ekynisymaoé (SB12 a6o Conipic®) gnsa YkpaiHu, pocnipkeHHa SB12-3003,
YKPaiHCbKOKO MOBOI [0 MPOTOKONY KMIHIYHOTO AOChimkeHHs «PaHgomizoBaHe, noagiiiHe chine,
6araroueHTpoBe JochnimkeHHA dasm Il 3 MeTot NopiBHAHHA edheKTMBHOCTI, 6e3neyHoCTi, hapMaKkoKiHETUKN
Ta iMyHOreHHocTi npenapaTty SB12 (3anponoHoBaHOro 6ioaHasora ekynizymaby) i npenapaty Conipic® y
nawieHTIB 3 MapoOKCM3MasIbHOK HIYHOK reMOornobiHypiet», kog gocnimkeHHs SB12-3003, sepcis 5.0 Big 21
cepnHsa 2020 poky; cnoHcop - «CamcyHr baiioenic Ko., ITg.», Pecny6nika Kopes (Samsung Bioepis Co., Ltd.,
Republic of Korea)

3asaBHUK - ToBapncTBO 3 O6MEXeHO0 BignosiganbHiCcTio «KoOHTpakTHO-ocnigHnupbka OpraHisauis IHHodhapm-
YkpaiHa»

17. 3miHa BignosiganbHoro gocnigHuka y MIMB: ToBapucTBO 3 OOMEXEHOI BifgNnoBiAa/ILHICTIO
«MepguuHwuii LeHTp iMeHi akageMika FOpisa MpokonoBuua CnixxeHKa», BigAin KNiHiYHUX gocnigmkeHnb Ne 1,
KuiBcbka 06nacTb, KnueBo-CBATOWNHCBLKWIA paiioH, c. KanitTaHiBKa 40 NPOTOKO/TY KNiHIYHOTO AOC/iAXEHHS
«JocnimxkeHHs 2 dasu iHribitopy PD-1 JTX-4014 B AKOCTi MOHOTepanii Ta y kom6iHauji 3 Bonpartesnimabom,
AK€ aroHictom ICOS, y nauieHTiB 3 MeTacTaTU4yHUM HeApiGHOKMITUHHUM pakom nereHb (HAPJ/1) nicns
OlHOro nonepeAHb0 OTPMMAHOro PeXMUMy MAaTMHOBMICHOI XiMioTepanil, BigibpaHnx 3a 6ioMapkepamu», Ko,
pocnipkeHHsa JTX-4014-202, sepcia 1.0 Big 13 ciyHA 2020 poky; cnoHcop - Jounce Therapeutics, Inc., United
States of America

3asaBHUK - ToBapncTBO 3 O6MeEXeHOoH BignosiganbHiCcTio «KoOHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

BYNO CTANO
K.M.H. Pucnaesa [.E. O.M.H., npodp. Yewyk B.€.
ToBapuCcTBO 3 0OOMEXEHOK  BiANOBIAA/IbHICTIO | TOBAPUCTBO 3 OOMEXEHOH  BifANOBiAa/IbHICTIO
«MeanuHniAi  UeHTp iMeHi akagemika  HOpis | «MegnuHniAi  UeHTp  iMeHi  akagemika  HOpist
MpokonoBuya  CnikeHka»,  Big4in  KNiHiYHMX | MpokonoBmya  CnikeHka», — Big4in  KAiHIYHMX
pocnipkeHb Ne 1, KuiBcbka o6nacTtb, Kueso- | gocnigkeHb Ne 1, KuiBcbka o06nactb, Kueso-
CBATOLWMHCBKWIA palioH, ¢. KaniTaHiBka CBATOWNHCLKWIA paiioH, ¢. KaniTaHiBka

18. OHOBeHWT NPOTOKON KhiHiYHOro gocnigkeHHsa 331-14-213, Bepcia 3.0 3 nonpaBkoto 2 Big 06
cepnHsa 2020 poKy aHrniicbKo MoBO; OHOBNEHUIT MPOTOKOJ KAiHiYHOro gocnimkeHHs 331-14-213,
Bepcis 4.0 3 nonpaBkoto 3 Bifg 14 BepecHs 2020 poKy aHriliCbKO MOBOIO; [JONOBHEHHSA A0 NPOTOKONY
KniHiyHOro gocnimkeHHa 331-14-213, Bepcia 1.0 Big 06 cepnHA 2020 poKy aHrNilicbKoro MOBOIO
(ctocoBHO COVID-19); 3acninseHe fOMOBHEHHA 00 NMPOTOKO/Y K/iHIYHOro gocnigkeHHs, sBepcia 3 3
nonpaBKoto 2 Big, 11 BepecHsi 2020 poKy aHrAiicbKoo moBoto; 331-14-213_YkpaiHa_lHchopmauia gna
yyacHuUKa HaykoBoro pocnigkeHHs/®opma iHcpopmoBaHOi 3rogu_[lONOBHEHHA A1 y4YaCHMKa Ta
pornapada_Bepcia 1.1 14 tpaBHA 2020 p._yKpalHCbLKOKW Ta pocilicbkoo MoBaMu; BigoGpaxeHHs
thopmu iHchopmoBaHOI 3rogn B enekTpoHHomy ¢opmarti - 331-14-213_ YkpaiHa_ IHchopmauia ansa
yyacHuUKa HayKoBoro paocnigxeHHa/®opma iHpopMoBaHOi 3roau_[lONOBHEHHA AN Y4yacHUKa Ta
pornapgava_Bepcia 1.1 _14 TtpaBHA 2020 p._ykpaiHCbKOK Ta pocilicbkoro MoBamu; Bpowypa
pocnigHuka pgocnipkyBaHoOro nikapcbkoro 3aco6y Brexpiprazole (OPC-34712), BugaHHa 16 Big 29
nnunHa 2020 poky aHrnificbkoo moBow; 331-14-213_YkpaiHa_lHcopmauiiiHuic nuct i dpopma
iHhopMOBaHOI 3roAn yyacHuKa AociimkeHHA_Bepcia 6.1 Big 13 »oBTHA 2020 p. yKpaiHCbKOK Ta
pociiicbkolo moBamu; 331-14-213 YkpaiHa_lHdopmauia T1a ¢opma 3rogm nauieHTa 3 0O6MeXeHOoH
MOX/IMBICTIO NMPUAMaTN He3aseXHi piweHHs _Bepcia 5.1_ Big 13 oBTHA 2020 p. yKpaiHCbKOIO Ta
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pocilicbkoto moBamu; Bigo6paxeHHA hopmu iHhopMoBaHOi 3roan B e/leKTpPoHHOMY dhopmari - 331-14-
213_YkpaiHa_lucopmauiiiHuii nuct i popma iHhopmoBaHOi 3roau ydacHuUKa focigKeHHs_Bepcia 6.1
Bif 13 )0oBTHA 2020 p. yKpaiHCbKOIO Ta pociiicbkolo moBamu; BigoGpaxeHHs dopmu iHhopmoBaHoi
3roan B efieKTPpOHHOMY chopmarti - 331-14-213_YkpaiHa_IHcdopmauis Ta dopma 3rogn nauieHTa 3
OOMEXEHOI MOXJ/IMBICTIO NpuiAiMaTu HesanexHi piweHHA _Bepcia 5.1_ Big 13 xoBTHA 2020 p.
YKpPaiHCbKOLO Ta POCilicbKOlo MoBaMU; IHCTPYKLiT 1A KNiHIYHUX MOHITOPIB WOA0 Npouecy nepernsgy
iHhopMOBaHOI 3rogu B ymoBax 06MeXeHb, NOB’A3aHMX 3 naHgemieto COVID-19, Ta woao nigpaxyHky
npenapariB AOCNiMHKEHHA BigaaneHo, Bepcia 1.0 Big 18 cepnHA 2020 poOKy aHrNificbKow MOBOIO;
MoaoBXeHHA TePMiHY TPUBAOCTi AocnimKeHHs B YKpaiHi o 31 rpygHa 2021 poky. 00 NpOTOKOMy
KniHiYHOro gocnimkeHHs «®dasa 3, 12-TkHeBe, baraToLeHTPOBE, paHAoMi30BaHe, NoAgiiiHe cnine, nnauebo-
KOHTPO/IbOBaHe A0C/IMKEHHS Y 2-X rpynax 3 (hikcoBaHMMM go3amun 415 OLiHKM edhekTUBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi 6pekcninpasony (OPC-34712) npu nikyBaHHI NauieHTIB i3 axuTaui€eld MNoB'si3aHO0 3
AeMeHuieto AnbureiimepiBcbkoro Tuny», kof gochigpkeHHs 331-14-213, sepcisa 2.0 3 nonpaskoto 1 Big 03
rpyaHs 2019 poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka
dapmacbloTikn JesenonmeHT eHg KomepciniseiwH, IHk.», CLLA)

3asaBHUK - TOB «IHC Pecepu YkpaiHa»

19. KepiBHMUTBO 3 3acTtocyBaHHA Baworo Be6-wopeHHuKa, MK-3475-KEYNOTE-585, ykpaiHCbKOO
MoBolo, Bepcia 1 Big 12 nuctonaga 2020 p.; KepiBHULTBO 3 3acTOoCyBaHHA Baworo Be6-wog4eHHUKA,
MK-3475-KEYNOTE-585, pociiicbkolo moBolo, Bepcia 1 Big 12 nuctonaga 2020 p. A0 NpOTOKONy
KNiHiYHOro gocnigxeHHs «PaHaomizoBaHe, noAgiiHe-cnine KniHiuHe gocnigxeHHs Il da3n nem6ponisymady
(MK-3475) Ta ximioTepanii (XP a6o FP) B nopiBHsHHI 3 nnaye6o Ta XimioTepanieto (XP a6o FP) B fkocTi
Heoa'toBaHTHOTO / af'toBAHTHOTO /NiKyBaHHA Naui€eHTIB 3 afeHOKapLMHOMOK LUYHKY Ta LW/YHKOBO-
cTpaBoxigHoro 3‘egHaHHa (LUC3) (KEYNOTE-585)», koa pocnigxkeHHs MK-3475-585, 3 iHKOpNopoBaHOo
nonpaskoto 06 Big 12 rpyaHa 2019; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fo4YipHE nignpuemcteo «Mepk
EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

20. bpowypa gocnigHuka nikapcbkoro 3aco6y EXT1036A (E3eTtumi6/ Po3yBactatuH), Bepcisa 3 Big 14
XOBTHA 2020 pOKy, aHrNilicbKoro MOBOK [0 MPOTOKO/Y KAIHIYHOTO [OCMIMKEHHS «baratoueHTpose,
paHAoMmi3oBaHe, NOABIHE Crline, 3 aKTUBHNM KOHTPOJIEM K/liHIYHE BUNPOOYBaHHA A5 OLHKN edDEKTMBHOCTI Ta
6e3nekn HOBOI Jfiikapcbkoi oopmy npenapaty 3eHOH (KomGiHOBaHMWA npenapatr E3etumioy/
Po3yBacTaTuHy y dpikcoBaHUX Ao03ax) y MNauieHTiB 3 MEPBUHHOK rinepxosiecTepuHeMield, HefoCTaTHbO
KOHTPO/IbOBAHOK Tepanieto cTaTuHammn», kog, gocnimpkeHHs LPS15021, 02, sepcis 1 Big 19 ntotoro 2020 poky;
crnoHcop - Sanofi-aventis groupe, France (CaHodi-aBeHTic rpyn, ®paHuis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

21. IndhopmaLuis Ta AOKYMEHT npo iHchopmoBaHy 3rofy ANA nauieHTa, Bepcia 05 Big 09 rpygHa 2020
POKy, AnA YKpaiHW, YKpaiHCbKOIO Ta POCI/iCbKOKO MOBamu [0 NPOTOKO/Y KAIHIYHOTO A0CAiAKEHHS
PaHgomizoBaHe, Il chaswn, noggiiHe cnine [OCNIMKEHHS KOMOiHaUil TpacTy3dymaly, XximioTepanii Ta
nembponizymaby y NOpiBHSAHHI 3 KOMOIHaLIE TpacTy3ymaby, ximioTepanii Ta nnauebo Ak Tepanii nepLuoi fiHil
y naujieHTiB 3 HER2-N03MTUBHOK MeTacTaTUyHOK afeHOKapLMHOMOH LUYHKY ab0 LyHKOBO-CTPaBOXIAHOMO
3'egHaHHs (KEYNOTE 811)., ko gocnimpkeHHs MK-3475-811, 3 iHkopnopoBaHot nonpaskoto 06 Big 07 NunHs
2020 poky; cnoHcop - «Mepk LWapn EHg Aoym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

22. Po3gin ckopouyeHoro Jocbe AnA CynyTHbOI Tepanii: kapoonsaTuH; UUCNNaTuH; AoueTakcen;
naknitakcen: Cekuia 3.2.P. «Jlikapcbkuii npenapat», Bepcia 05MQ4F Big 02 nuctonaga 2020 poky,
aHrNifcbKO MOBOIO; 3a/lyyeHHs1 AO[ATKOBOI BUPOGHUYOT AINAHKM ANA NiKapCbKOro 3acooy, AKui
BUKOPUCTOBYETLCA B AKOCTI Mnpenapaty cynyTHboi Tepanii Jouetakcen (Docetaxel) 20 mr/imn
KOHLUEHTpaT AnA po3unmHy ana iHdysin: STADApharm GmbH, Germany; 3pa3ky 30BHIWHbOIO Ta
BHYTPILWHbOrO MapKyBaHHA JlikapcbKoro 3aco6y flouetakcen (Docetaxel) 20 mr/mn KOHUeHTpaT AnA
po3unHy gns iHdysii: “CLP_MK-3475-B21 (M1)_Ukrainian_Docetaxel stada Kit_ MANUAL_V2.0 ” Big 02
rpyaHa 2020 p., aHriNCbKOKO Ta YKpaiHCbKolo moBamu; “CLP_MK-3475-B21 (M1)_Ukrainian_Docetaxel
stada Vial_ MANUAL_V2.0 ” Big 02 rpygHa 2020 p., aHINiNCbKOK Ta yKpaiHCbKOK MoBamu; JlucT-
po3’sacHeHHA Ao cekuii 8.2.1 o npotokony MK-3475-B21 | ENGOT-enl1l /| GOG-3053 Big 06 nuctonaga
2020 poKy, aHrnificbKO MOBOIO A0 MPOTOKOY KAIHIYHOTO AOCAiAKeHHA «PaHAoMi30BaHe, NoggiiiHe crine
pocnipkeHHs 1l dhasn gnsa ouiHkM nemo6ponisymady nopiBHAHO 3 niauebo y kombGiHauii 3 aj'toBaHTHO
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ximioTepanieto 3 abo 6e3 NpoMeHeBOl Tepanii ANa NiKyBaHHA NauieHTOK 3 HeJaBHO AiarHOCTOBaHWM pakoMm
eHAOMEeTPIA 3 BUCOKUM PU3UKOM nicna onepadii 3 nikysasibHo metoto (KEYNOTE-B21 / ENGOT-enll /
GOG-3053)», koa pocnimpkeHHss MK-3475-B21 | ENGOT-en11 | GOG-3053, Bepcis 00 Big 09 BepecHs 2020
pOKy; crnoHcop - «Mepk LWapn EHg Joym Kopn.», godipHe nignpuemcTtso «Mepk EHA, Ko., IHk.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

23. OHoBAeHuii MpoToKon KhiHiuHoro gocnigpkeHHAa ABX464-104, Bepcis 3.0 Big 10 BepecHsi 2020 poky,
aHrniicbkoto moBoto; IHhopmauiiHuii nucTok i hopma 3rogn, Bepcia V3.0UKR(uk)1.0 Big 01 )xoBTHA
2020 poky, nepeknag ykpaiHCbKoo MoBoto Big 09 nuctonaga 2020 poky; IHthopMaLiiHUIA NNCTOK i
c¢hopma 3rogu, Bepcisa V3.0UKR(ru)1.0 Big 01 »xoBTHs 2020 poKy, nepeknap, pocilicbkoto moBoto Big, 09
nuctonaga 2020 poKy; NOAOBXEHHA TPUBANOCTI KNiHIYHOro gocnimkeHHAa Ao 01 nunHAa 2023 poky [0
NPOTOKONY KNIHIYHOIO AOChimKeHHA «Bigkpute gocnimpkeHHsa dasu 2b A8 BU3HaYeHHA eEKTUBHOCTI Ta
6e3neyHocTi npenapaty ABX464 sk nigTpyMytoyoi Tepanii B NayieHTIB i3 BUPaskoBUM KOJITOM CepeHbOro 1a
TSHKKOrO CTyneHa», koA gocnimkeHHs ABX464-104, sepcia 2.0 Big 25 nunHA 2019 poky; cnoHcop - ABIVAX,
PpaHLis

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