Jopartok 1

«Mepenik NpoOTOKONIB K/iHIYHUX BUNPOOGYBaHb JliKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KAiHIYHUX BUNPOGYBaHb, PO3rAAHYTUX Ha 3acigaHHAX HEP Ne07 Big 11.04.2024,
HTP Ne14 Big 11.04.2024, Ha siki 6yni1 oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. «PaHgowmizoBaHe, noggiHe cnine, nnaueb0-kOHTPOIbOBaHe, GaraToueHTpoBe JochimpkeHHs dasm Il gns
OUiHKM edekTUBHOCTI Ta 6e3neyHocTi npenapaty ABX464 ogvH pa3 Ha goby nnsa iHAyKUinHOT Tepanii B
NauieHTiB 3 aKTUBHMM BUPA3KOBMM KO/ITOM Bif CEpedHbOro A0 TSDKKOrO CTYMEHS1 TSDKKOCTi», Kof,
pocnigpkeHHss ABX464-106, sepcis 4.1 Big 03 nuctonaga 2023 poky, cnoHcop - ABIVAX, ®paHujs

®asza - Il

3asBHYK - MignprnemcTso 3 100% iHo3eMHoto iHBeCTULje «ANK'IOBIA PAC YkpaiHa»

Ne M.1.6. BiANOBIgALHOrO AOC/IAHMKA,

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPO6yBaHHSA

1. nikap Kupnuerko O.B.

KuiBcbka KniHiYHa NikapHA Ha 3anisHuyHoMy TpaHcnopTi Ne2 ®inii «LleHTp OXOopoHW 340poB’'A»
akLioHepHOro ToBapncTBa «YKpaiHCbka 3aU1i3HNLSA», BiAAINEHHS AeHHOro cTauioHapy, M. Kuis

2. nikap Piwko A.9.

KomyHasnibHe  HekoMmepujiiHe MiANPUMEMCTBO  «3akaprnaTcbka o6nacHa  KiHiYHa  fikapHsA
imeHi AHZpis HoBaka» 3akapnaTcbkoi 06/1acHOI pagu, racTPOEHTEPOsIoriyHe BIAAIIEHHS,
M. YXXropog,

3. nikap bapaHeHko B.M.

MeanuHuin ueHTp «YHiBepcasibHa KiiHika «Ob6epir» ToBapucTBa 3 06MEXEHOK BiANOBIAASIbHICTIO
«Kanutan», KniHiKo-KOHCYibTaTMBHE BigaineHHs, M. KniB

4, K.M.H., 3aB. UeHTpom Kiznosa H.M.

KomyHasnbHe  HekoMmepuiliHe  MianpueEMCTBO  «BiHHMUbKA  o6nacHa  KMiHiYHa  fikapHN
iMm. M.l. MuporoBa BiHHULBKOI 06nacHoi Paau», O6nacHWiA cnewjanizoBaHUA  KNiHIYHWI
racTPOEHTEPO/IOTIYHUIA LEHTP, M. BiHHMUSA

5. O.M.H., npod. 3axapaw HO.M.

MeanyHWin LeHTP ToBapMCTBa 3 0OMEXEHOI BignoBiAaIbHICTIO «ApeHcis Ekcniopatopi MegiciH»,
BiAAIN KMiHiYHMX gocnigkeHb, Kneso-CBATOLMHCBKMIA p-H, €. KaniTaHika

6. 3aB. Bif. 360piBCbkuii A.M.

KomyHanbHe HekomepuiiHe nignprmeMcTBo JIbBIBCbKOI 06s1acHOi pagn «J/IbBiBCbka o061acHa
KNiHiYHa NikapHs», XipypriyHe BiaaineHHa Nel, M. J1bBiB

7. nikap SlorgaHigi T.1.

KomyHasnbHe HekomepLuiiiHe nignpremcTBo KniBcbKoi 06/1acHoi paan «KniBCbkniA 06/1aCHUIA LLEHTP
peab6iniTauiinHol meauuHu», TepaneBTUYHE BiadineHHs, M. Kuis

8. A.M.H., npodp. MonsHcbkuii 1.HO.

O6nacHe KOMyHa/lbHE HekoMmepLuiiHe MiANPMEMCTBO «YepHiBelbka ob6nacHa KhiHiYHa NikapHsa»,
BiO4i/TEHHS NPOKTOSOriT, BYKOBMHCHKUIA AepXaBHUI MeanYHNiA yHIBEpCUTET, kadpegpa xipyprii Nel,
M. YepHiBuj

9. O.M.H., npodd. CKpUnHuK .M.

KomyHanbHe nignpuemcTBo «llonTaBcbka ob6siacHa KhiHivHa nikapHs im. M.B. CknichocoBcbKoro
MontaBcbkoi o06nacHoi paguw», O6nacHWiA  racTPOEHTEPOsIOriYHNin  LeHTp, [MonTaBcbkuii
OEepXaBHUIN MeANYHNIA YHIBEPCUTET, Kadeapa BHYTPIWHLOT MeanumHm Nel, m. MonTtasa

10. | nikap LWanosanosa A.1.

MegnuHnini LeHTp ToBapucTBa 3 OOGMEXEHOK BiANOBIAANbHICTIO «MegnyHnili LeHTp «KriHika
ciMeliHOI MeAnLMHW», cTalioHapHe BigfiNeHHs, Bigain ractpoeHTepoorii, M. [Hinpo

11. | k.M.H. OJaHuniok C.B.

KomyHanbHe HekomepuiliHe niganpnemctBo KniBcbkoi o6nacHoi paaun «Kniscbka ob6nacHa KiiHiuHa
nikapHsa», KNiHIYHWA LeHTp TepaneBTUYHOro npodinto, HauioHanbHUiA yHiBEpCUTET OXOPOHU
3g0poB’s Ykpainm im. M.J1. Wynuka, kadeppa Tepanii, CiMEAHOI MeauuuHW, remaTosnorii i
TpaHcduysionorii, M. Knis

2. «PaHpomi3oBaHe, NoAgiiHe crine, nnauebo-KOHTPOIboBaHe, 6araToLeHTpoBe ocimKkeHHs hasu Il gns
OLiHKN edIeKTMBHOCTI Ta 6e3nevyHocTi npenapaTy ABX464 oavH pa3 Ha o6y ans iHAyKuiinHoOT Tepanii B
NauieHTiB 3 aKTUBHMM BUPA3KOBUM KO/MITOM Bif CepeaHbOro A0 TSDKKOrO CTYMEHS TSDKKOCTi», Kof,
pocnigpkeHHss ABX464-105, sepcis 4.1 Big 03 nuctonaga 2023 poky, cnoHcop - ABIVAX, ®paHuis

daza - Il

3anBHWK - NignpuemcTBo 3 100% iHOo3eMHolo iHBecTULico «ANKHOBIA PAC YkpaiHa»



No

MN.1.B. BignoBiganbHOro focnigHukKa,

n/n Ha3sBa Micus npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. A.M.H., npodp. Yonei |.B.
KomyHasibHe HeKOMepLUiiiHe MiANPUEMCTBO «YXXrOopoAcbka Micbka 6GaratonpodiisibHa KJliHiuHa
NiKapHs»  YXropoAcbKoi MIiCbKOT pagun, TepaneBTUYHE Big4i1eHHs, [epXaBHUiA  BULLWIA
HaBYaUIbHWIT 3aKag, «YXXrOPOACbKUIA HauioOHasIbHUIA YHIBEpPCUTET», Kaddegpa Tepanii Ta CiMenHoi
MeanuMHM doakybTeTy NicNAaMnNI0OMHOT OCBITU Ta AOYHIBEPCUTETCHKOT NiArOTOBKM, M. Y)XXropoa

2. K.M.H. Jleowwnk O.B.
KomyHanibHe HekomepuiliHe nignpuemMcTBo JIbBIBCbKOT 06n1acHOi pagn «J/IbBiBCbka ob6nacHa
KNiHiYHa NikapHsi», NPOKTO/IONYHe BiAaineHHs, M. J1bBIiB

3. O.M.H., npod., 3aB. kadp. LLeBuyk C.B.
KniHika HaykoBO-goCnigHOro iHCTUTYTY peabinitauii oci6 3 iHBanigHICTI0O (HaB4Yas/lbHO-HAYKOBO-
NikyBaNbHWIA KOMNAEKC) BiHHULBKOrO HauioHa/IbHOrO MeAMYHOro yHisepcuteTy iM. M.I. Muporoea,
TepaneBTMYHE BiadifieHHs, BiHHUUBKNIA HaLiOHa/IbHUIA MeanyHuiA yHiBepcuTeT iM. M.1. Muporosa,
Kadpepa BHYTPiLWHbOT MeanumHn Ne2, M. BiHHUUSA

4. K.M.H., KEPIBHUK LeHTpYy Joporasuesa IM.A.
KniHiuHa nikapHa «®eodhaHis» [epxaBHoro ynpas/iHHA cnpaBamu, LieHTp racTpoeHTeposorii Ta
eHaokpuHonorii, M. Kuis

5. O.M.H., npod., 3aB. kah. Pepis O.I.
O6nacHe KOMyHa/lbHE HeKOoMepLiiHe MiANPUEMCTBO «YepHiBelbka o6nacHa KniHidHa JlikapHsa»,
nigposain ractpoeHTeposnorii, ByKOBMHCbKWI [AepXaBHUI MeAnYHUA yHiBepcuTeT, kadegpa
BHYTPILLIHLOT MeanUMHK, M. YepHiBui

6. K.M.H. NeTpuHa B.O.
KomyHanibHe HekoMepuiiiHe nignprMeMmcTBo «O6acHa KiiHiYHa nikapHSA  IBaHO-®PpaHKiBCbKOT
06/1aCHOI paan», raCTPOEHTEPO/IONYHE BigaineHHs, M. |IBaHO-PpaHKIBCbK

7. 3aB. Big. binoubknii HO.C.
KoMyHasibHe HekoMepUiiHe nignpueMmcTBo «O6nacHa KniHivHa nikapHs iM. O.®. N'epbayeBCbKOro»
XXnToMmpcbKoi 06/1aCHOT paan, NPOKTOIOriYHe BigaineHHs, M. XXutomump

8. nikap Ckubano C.A.
KoMyHasibHe HekoMepUiiHe NignprueMcTBO «KuiBCbKa Micbka KNiHivHa NikapHs Nel» BUKOHABYOro
opraHy KniBcbkoi MiCbkoT pagu (K1IBCbKOT MIiCbKOI AepXaBHOT agMiHiCcTpaL,i), BigaieHHs KNiHIYHUX
JocnimkeHb Ha cneudoHai, M. Kuis

9. K.M.H. HewTa B.B.
[HinpoBcbke  BigaineHHa  MeguuHoro  UeHTpy  «KniHika — cimeliHoi  meguumHu»  TOB
«[acTpoeHTeponoriyHuni LeHTp «ANBIALTIM», M. AHinpo

10. | K.M.H., 3aB. Bia. Banuubknii B.B.
KomyHanbHe HekomepLiliHe nignpueEMCTBO «XMesbHULUbKa 06nacHa NikapHa» XMeslbHULBKOT
0611acHOI pagn, NPOKTONONYHE BiAdINEHHS, M. XMeNbHNULIbKWI

11. | p.m.H., npodp., 3aB. kadp. CtaHicnasuyk M.A.

KomyHasnibHe HekomepuiiHe nignpuemMcTBO «BiHHMUBKA o6nacHa KhiHiYHAa nikapHsa im. ML
MuporoBa  BiHHMUBKOI  06nacHOi  pagw», O6nacHuini  cneuianizoBaHuii KAiHIYHWIA
raCTPOEHTEPOSIONYHNIA  LEeHTP, BIHHUUBKMIA HauiOHasIbHUIA  MeaudHWii - yHiBepcuTeT im. M.L.
Muporosa, kadpegpa BHYTPILLIHLOT MeanuUnHN Nel, M. BiHHMUSA

3. «PaHpgomizoBaHe, noAgiliHe cnine, 6araToueHTpoBe Aoc/imkeHHs dhasn |ll Ans ouiHKKn AOBroCTPOKOBOI
edheKTMBHOCTI Ta 6e3neyHocTi npenapaty ABX464 npu 3acTtocyBaHHi B A03i 25 Mr a6o 50 mr oguH pas Ha
0006y K NiATpUMyBasibHOI Tepanii B NaLieHTIB i3 akTUBHUM BMPa3KOBUM KOIITOM Bif, cepefHbOro [0 TSXKOro
CTYNeHs TSXKOCTI», kog pocnimpkeHHs ABX464-107, sepcia 4.1 sig 03 nuctonaga 2023 poky, CrnoHcop -
ABIVAX, ®paHujs

daza -

3aaBHuK - MignpuemcTso 3 100% iHo3eMHot iHBecTuLjeto «AVK'HOBIA PAC YkpaiHa»

No MN.1.B. BignoBiganbHOro AocnigHuka,
n/n HasBa Mmicus npoBeAeHHs K/TiHIYHOTO BUNPOOYBaHHSI
1. | A.M.H., npoch. Yoneii I.B.

KomyHaslbHEe HekoMepUjiiHe MigNPUEMCTBO «Y)XXITOpPOACbka Micbka 6aratonpodisibHa KiiHiYHa
NiKapHsI» Y>XropoAcbKoi MiCbKOT paan, TepaneBTUYHE BigdineHHs, JepXaBHUA BULLMIA HaBYa TbHUIA
3aKnaj, «Y>XropoAcbkuii HauioHasIbHWIA YHIBEPCUTET», Kadpeapa Tepanii Ta CiMEeNnHOI MeguuuHN
hakyNbTETY NiICNAANMNAOMHOT OCBITU Ta AOYHIBEPCUTETCHKOT NiArOTOBKN, M. YXXropona




K.M.H. Jleowwk O.B.
KomyHanbHe HekomepujiiHe nianpuemcTBo JIbBiBCbkOi 06nacHoi paan «J/lbBiBCbka 06nacHa
KNiHiYHa NiKapHs», NPOKTO/OriYHe BigaineHHs, M. J1bBiB

3. | A.M.H., npod., 3aB. Kadh. LeBuyk C.B.
KniHika HaykoBo-gocnigHoro iHCTUTYTY peabinitauii ocié 3 iHBanigHicTio (HaBYa/lbHO-HayKOBO-
NiKyBasIbHWI KOMNAEKC) BiHHMLBKOrO HauioHaIbHOrO MeAWYHOTO yHiBepcuTeTy iM. M.I. Muporosa,
TepaneBTMYHE BiAAINEHHS, BiHHMLbKWIA HalioHaNbHWIA MeanyHuiA yHiBepcuTeT iMm. M.l Muporosa,
Kadpegpa BHYTPILWHLOT MeauumHM Ne2, M. BiHHMUS

4. K.M.H., KepiBHUK LeHTpy Jloporasuesa I".A.
KniHiyHa nikapHa «®eodhaHis» [epxaBHOro ynpasniHHA cnpasamu, LleHTp ractpoeHTeponorii Ta
eHAoKpuHonorii, M. Kuis

5. | A.M.H.,, npodp., 3aB. kady. Pepnis O.1.
O6nacHe KOMyHa/lbHE HeKOMepLjiiHe nignpUEMCTBO «YepHiBeubka 06/acHa KiHiYHa nikapHa»,
nigpo3ain ractpoeHTeposnorii, ByKOBMHCbKWIA AepXaBHUA MeAu4YHWIA  yHiBepcuTeT, kadiegpa
BHYTPILUHLOT MeAUUMHN, M. YepHiBLi

6. K.M.H. NeTpuHa B.O.
KoMyHasibHe HekomepuiiHe nignpuemctBo «O6nacHa KfiHiYHa nikapHSa |BaHO-PpaHKiBCbKOT
0611aCHOI paau», racTpOeHTEeposIorivyHe BiaAisieHHs, M. IBaHO-PpaHKiBCbK

7. | 3aB. Big. binoypknii HO.C.
KomyHanbHe HekomepLiliHe nignpmeMcTBo «O6nacHa KniHivHa nikapHsa im. O.d. NepbayeBCcbKoro»
XKutomupcbkoi 061acHoi paiu, NPOKTOOoriYHe BigaineHHs, M. XKutomup

8. | nikap Ckubano C.A.
KomyHanbHe HekomepuiiHe nianpnemctBo «KuiBcbka Micbka KriHiYHa nikapHa Nel» BUKOHABYOro
opraHy KniBcbkoi Micbkoi paam (KMTBCbKOT MICbKOT AiepXaBHOI aAMiHicTpaLir), BiA4iTEHHA KNiHIYHUX
[ocnimkeHb Ha cneudoHai, M. Knis

9. K.M.H. HewrTa B.B.
[HinpoBcbke  BigaineHHs  MegumyHoro  ueHTpy  «KniHika  cimeiHoi  megunumHu»  TOB
«[acTpoeHTeponoriyHuii LeHTp «AVBIALTIM», M. [Hinpo

10. | K.M.H., 3aB. Big. Bannubknin B.B.
KoMyHasibHE HekomepLujiiiHe MigNPUEMCTBO «XMefibHULbKa o06/s1iacHa NikapHs» XMesIbHULbKOT
006/1aCcHOI paaum, NPOKTO/OriYHE BigaineHHs, M. XMeNbHULbKWI

11. | A.M.H., Npod., 3aB. Kah. CTaHicnaBuyk M.A.
KomMyHasibHEe HekomepujliHe nignpueEMCTBO «BiHHMUbKA o06s1acHa KaiHiYHa nikapHsa im. M.I.
MuporoBa  BiHHWMUBKOT ~ o6GnacHoi  pagu», O6nacHwuin cneujianizoBaHuii KNiHIYHWI
racTPOEHTEePOsIONiYHNA  LEeHTP, BIiHHWLUbKUA HauioHaNbHWIA MeAnYHWA  yHiBepcuTeT M. M.I.
Muporosa, kadyegpa BHYTPILLHLOT MeanunHN Nel, M. BiHHMUA

12. | nikap KupuuyeHko O.B.
KuiBcbka KniHiYHa NikapHA Ha 3anisHMYHOMY TpaHcnopTi Ne2 dinii «LIeHTp OXOpoHW 340pOB’'A»
aKLIOHEepHOro ToBaprCcTBa «YKpaiHCcbKa 3a/1i3HULSI», BiAAIIEHHS AEHHOro cTauioHapy, M. Kuis

13. | nikap Piwko A.9.
KomyHasnibHe  HekomepuiiHe nignpuemMcTBO  «3akapnartcbka o6nacHa  KAiHiYHa  JlikapHsA
imeHi AHApia HoBaka» 3akapnatcbkoi o06nacHOi paju, racTpPOEHTEepOosIoriYHe BiAAiINEHHS,
M. Y)XXropog,

14. | nikap bBapaHeHko B.M.
MeguuHnii LeHTp «YHiBepcasibHa KniHika «Obepir» ToBapucTBa 3 06MEXEHOK BiANOBILANBHICTIO
«Kanutan», KniHiko-KOHCyNbTaTMBHE BigAdieHHs, M. KniB

15. | K.M.H., 3aB. LeHTpoM KiznoBa H.M.
KoMyHasibHEe HekomepujiliHe nianpuEMCTBO «BiHHMLUbKA o06s1acHa KaiHiYHa nikapHsa iMm. M.I.
MuporoBa  BiHHMUBKOT  o6nacHoi  Paaw», O6nacHuin  cneuianizoBaHuii KNiHIYHWIA
racTPOEHTEPOIONYHNIA LEHTP, M. BiHHMUS

16. | A.M.H., npod. 3axapaw HO.M.
MeauuHuii LeHTP TOBapUCTBa 3 06MEXEHOI0 BifgnoBiAaIbHICTIO «ApeHcist Ekcnnopartopi MegiciH»,
BiAAIN KNiHiYHUX gocnigkeHb, KneBo-CBATOLWMHCLKUIA p-H, . KaniTaHiBka

17. | 3aB. Big. 360piBCcbkuii A.M.
KomyHanbHe HekomepujiiHe nignpuemcTBo JIbBiBCbkOI 06nacHoi paan «J/lbBiBCbka 06nacHa
KNiHiYHa nikapHs», XipypriyHe BiagineHHs Nol, M. JIbBiB

18. | nikap NorgaHigi T.1.
KomyHasibHe HekomepuiiHe nignpremcTBo KniBCcbkoi 06n1acHOi pagn «KUIBCbKWii 061acHNIA LLEHTP
peabiniTauiinHoi meanunHny», TepaneBTUYHE BiaaineHHs, M. Knis

19. | g.M.H., npodp. MonsHckkuii |.1O.

O6niacHe KOMyHa/lbHE HeKOMepLUiiHe NignprueMCTBO «YepHiBeubka o6sacHa KaiHIYHA NiKapHSa»,
BigAiNneHHs1 NPoKToorii, BYKOBMHCBbKMIA Aep)XaBHUIT MeANYHWUIA yHiBepcuTeT, Kadoeapa xipyprii Nel,




M. YepHiBuj

20. | o.M.H., npodh. CKpMnHUK .M.

KomyHasibHe nignpnemctBo «lMontaBcbka obnacHa KniHivHa sikapHs iM. M.B. CkichocoBCcbKoro
MonTaBcbKOi 06GnacHoi pagu», O6nacHWiA racTPOEHTEPOIONYHMIA  UeHTp, [MonTaBCbKui
JepXaBHuWil MeanYHuiA yHiBepcuTeT, kaddeapa BHYTPiWHbLOI Mmeanuutim Nel, m. Montasa

21. | nikap Wanosanosa fA.1.

MeguuHnii ueHTp ToBapucTBa 3 0OMEXEHOW BiAnoBiganbHICTIO «MeauuHnii ueHTp «KniHika
CIMEHOT MeaMUMHU», cTalioHapHe BiAAIIEHHS, Big4i1 racTpoeHTeposiorii, M. [Hinpo

22. | KM.H. JaHumok C.B.

KomyHasibHe HekoMepLjiiiHe nignpruemcTBo KniBcbkoi o6nacHoi pagn «KniBcbka o6s1acHa KniHivHa
NiKapHsA», KIIHIYHUA UEHTP TepaneBTMYHOro npoduisito, HauioHanbHWIA YHIBEPCUTET OXOPOHU
340poB’'s Ykpainm im. M.J1. Wynuka, kadegpa Ttepanii, CIMEAHOT MeAWUMHW, remMaTosorii i
TpaHcduysionorii, m. Kuis

4. «Bigkpute, 6GaraTtoUeHTPOBE, KOHTPO/SIbOBaHe, paHAOMI30BaHe K/iHIYHE [OOCAIMKEHHS 3 OLHKK
edheKTMBHOCTI, NepeHocuMOoCTi Ta 6e3neku npenapartieB AkHecton J[yo, refnb, BUpoGHMUTBa AT
«KuniBmegnpenapat» (YkpaiHa), i Edpcesen, renb, BupobHuutea «Jlabopatopii Mangepma» (PpaHuis), npu
KYpCOBOMY 3aCTOCYyBaHHi y NalieHTiB 3 akHe 3BuuyaiiHum», kog gocnimpkeHHs ACNEGEL, sepcis 1.1 Big
15.03.2024 p., cnoHcop - AT «KuiBmegnpenapar», YkpaiHa

$a3a - NopiBHANbLHE KNiHiYHe BUNPOByBaHHSA

3asaBHUK - TOB «APTEPIYM NT/A», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHuka,

n/n Ha3Ba MicLUs NPOBEAEHHS KMIHIYHOro BUMPOOYBaHHS

1. | nikap MNyray M.M.

MeanyHuii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIJA/BHICTIO «MegnyHa KhiHika «bnaromepny,
NiKyBa/IbHO-AjiarHOCTUYHMIA Niagpo3ain, M. Kuis

2. | K.M.H. N'ycak O.C.

MeanyHWii UeHTp ToBapucTBa 3 OOMEXEHOK BiANOBiAANBbHICTIO «MeguuHuin ueHTp «KoHcuiym
Megikan», KNiHiKko-KOHCY/IbTaTUBHE BigaineHHs, M. Kuis

3. | A.M.H., npoch. AHapaLko HO.B.

JlikyBaNbHO-AiarHOCTUYHWIA LEHTP NPMBATHOIO NigNpUeMcTBa «Ack/ieniiny, NonikIiHivYHe Bif4iIeHHs,
M. Y>XXropoz,

4. | nikap Monosuy M.}O.

JlikyBa/IbHO-AjarHOCTUYHWIA  LEHTP NpMBaATHOTO MiANPUEMCTBA MNPUBATHOI BMPOBHUYOT  dhipMm
«AUMHYC», NiKyBa/IbHO-AiarHOCTUYHUIA LEHTP, M. KponNnBHNULIbKIT

5. bpowypa aocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big 08 nuctonaga 2023 poky,
aHrnificbKko MoBOIO; YKpaiHa, MK-3475-905, IHchopmauis Ta AOKYMeHT npo iHhopMoBaHy 3roay Asi
nauieHTa, Bepcia 4.02 Big 20 notoro 2024 p., yKpaiHCbKOI0 MOBOIO; OHOBMEHI 3pa3ku MapKyBaHHA
nikapcbkoro 3acoby EHcoptymad Bepgotun (Enfortumab Vedotin): Enfortumab Vedotin_Kit, Bepcis
2.0 Big 13 rpypgHAa 2023 poKy, aHIMiNCbKOI Ta YyKpaiHCbKow moBamu; Enfortumab Vedotin_Vial,
Bepcia 2.0 Big 13 rpyaHA 2023 poKy, aHIMICbKOK Ta YKPAiIHCbKOK MoBaMu; 36i/bLUeHHSA KiJIbKOCTI
pocnipkyBaHux B YKpaiHi 3 70 o 90 oci6; 3MiHa Ha3B MiCLb NPOBeAEHHA K/iHIYHOro BUNPOOYBaHHSA
[0 NPOTOKOMY KMiHIYHOTO AocnimkeHHs «PaHgomizoBaHe pocnimkeHHs I ha3n ansa ouiHku UMcTekTomil B
KOMGiHaLii 3 nepionepayjiiiHim 3acTOCyBaHHSIM NeMOponi3ymady Ta /18 OLiHKU LMCTEKTOMIT B KOMGiHaLi 3
nepionepawjiiHAM 3acToCcyBaHHSIM eHcopTymMaby BefoOTUHY Ta nemoGponisymalGy MOpPiBHAHO 3
NPOBEAEHHAM Ti/IbKN LUCTEKTOMIi A7 YYaCHUKIB 3 M'I30BO-iHBA3VIBHMM pPakoOM CEYOBOr0 Mixypa, KM He
MOXHa NPOBOAUTU NiKyBaHHA UMCNAaTMHOM abo ski BiaMoBuUNuUCA Big, NnikysaHHA uucnnatmHom (KEYNOTE-
905/EV-303)», ko pgocnipkeHHs MK-3475-905, 3 iHkopriopoBaHoto nonpaskoto 09 Big 29 uepBHA 2023 poky;
crnoHcop - TOB Mepk Wapn eHa Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/J], YkpaiHa»

BYNO CTA/O
AunpekTop MNMapamoHos B.B. Aunpekrtop MNMapamoHos B.B.
KomyHasnbHe HeKoMepLiiHe nignpuemcTBo | KomyHanbHe HeKoMepLUiiHe nigANpPUEMCTBO
«KniHiYHW LEeHTp OHKOS1OrT, remaTonorii, | «KniHivyHwi LEeHTP OHKONOTT, remartosiorii,

TpaHCcnaHToMori  Ta  naniaTMBHOI  AOMOMOIM | TPAHCNAAHTOMOMT Ta  MmaniaTMBHOI  AONOMOTH
Uepkacbkoi o6nacHoi pagu», oGnacHui LeHTp | Uepkacbkoi 06sacHOi paaw», BigAin KniHivuHOT
KNiHIYHOT OHKoJOril (OHKOXiMioTepaneBTUYHUIA), | OHKONOTii (oHKOXiMiOTEepaneBTUYHMIA),




M. Yepkacu
O.M.H., npody. CtaxoBcbkuii E.O.

M. Yepkacu
O.M.H., npody. CtaxoBcbkuin E.O.

JepxaBHe HekomepLiiHe nignpuemcTso | [epxaBHe HekomepLiiHe nignNpUeEMCTBO
«HauioHanbHWn  IHCTUTYT  paky», HayKoBO- | «HauioHa/lbHWiA  iHCTUTYT  paky»,  HayKOBO-
pocnipgHe BigAineHHsA nJacTUYHOI Ta | KNiHiYHWIA BigAin MJacTUYHOI Ta

PEKOHCTPYKTUBHOI OHKoyponoril, M. KuiB PEKOHCTPYKTUBHOI OHKOoyponoril, M. KuiB

6. OHoBNeHe Jocbe aocnimkysaHoro npenapaty CHF 6001 (NEXThaler®) (ko aokymeHTy CCD-IMPD-
6001-003-FAP-0075), Bepcia 9.0 Big 07 niotoro 2024 poky; MopgoBXeHHA TepmiHy 36epiraHHA
pocnipkysaHoro npenapaty CHF 6001 (NEXThaler®) Big 24 po 36 micsuiB 40 MPOTOKO/Y K/iHIYHOIO
AocnimkeHHss «52-TkHeBe, paHAoMi3oBaHe, MoABiiHE chnine, 3 MOABIHMM MacKyBaHHSIM, 3 KOHTPOJIEM
nnauebo Ta akTMBHMM KOHTpOsieM docrimkeHHs (Podnyminact, Janipecn® 500 MKr), Wo NpoBOoAUTLCS B
napanesibHuX rpynax 3 MeTo OLiHKM ethekTUBHOCTI Ta 6e3nedHocTi ABoX A03 npenapaty CHF6001 y copwmi
CYXOro MOpPOLLKY A5 iHransauin, Wwo aoaatTbes 40 NiATPMMYHUOT NOTRIAHOT Tepanii y NayieHTIB i3 XPOHIYHUM
OOCTPYKTUBHUM 3axBOPIOBaHHAM JsiereHb (XO3J1) Ta XPOHIUHUM OpPOHXITOM», KOA, [OCnifixeHHs CLI-
06001AA1-05, Bepcia 5.0 Big 03 6epesHsa 2023 poky; crnoHcop - «K'e3i ®apmauesTidi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanis

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

7. 3MiHM Has3BU Micub NPOBEeAEHHA BUNPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO  AOCAILKEHHS
«JloBrotpmMBasie NoJOBXEHE AOCNIMKEHHS AN OUiHKM 6e3nekn pinroTiHiéy B MauieHTIB i3 BUPA3KOBUM
KoniTom», Koa gocnimpkeHHs GS-US-418-3899, 3 iHKopnopoBaHOo nonpaBkot 11 Big 28 nunHa 2023 poky;
cnoHcop - Galapagos NV, benbris

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTHO
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«®APMACDBIOTIKA/T PICEPY

BYNO CTANO
O.M.H., npodp. CTaHicnasuyk M.A. O.M.H., npodp. CTtaHicnaBuyk M.A.
BiHHUUbKaA o6nacHa KNiHiYHA nikapHAa | KomyHasibHe  HeKoMepuiiiHe  NigNPMeEMCTBO
iMm. M.l. TMuporoBa, racTpoeHTeponoriyHe | «BiHHULUbKA o6GnacHa  KiniHiYHa  nikapHsa

BigAineHHs, BiHHWLbKNIA HALiOHANbHWIA MeanYHNiA
yHiBepcuter im.  M.l.  Tuporoea, kadegpa
BHYTPILIHbOT MeanLMHN Nel, M. BiHHMLUSA

iM. M.I. MuporoBa BiHHULbLKOI 0G/1aCHOI pagu»,

o6nacHuii cnevjianizoBaHui KNiHIYHWA
racTPOEHTEpPOsIOriYHNiA  LeHTp,  BiHHWLbKWIA
HavioHa/TbHWiA MeLUYHUIA yHiBEpCUTET
im.  M.l.  TuporoBa, kadeapa BHYTPILHLOT

MeamumHm Nel, M. BiHHMUS

O.M.H., npody. BaosnueHko B.I.

KomyHanbHa MicbKa K/iHiuHa NikapHsa wWBUAKOT
MegUuYHOI ponomoru, 1 TepaneBTUYHe
BigAineHHs, JIbBIBCbKUIA HaUiOHaIbHWIA MeanyHUA
yHiBepcuteT iMeHi JaHuna lanuuybkoro, kadeapa
Tepanii Nel Ta MeguM4YHOI  AiarHOCTUKM
thakynbTeTy NiCNAAMNAOMHOI OCBITU, M. J/IbBIB

O.M.H., npody. BaosnueHko B.I.

BigokpemneHuin nigpo3spin «JlikapHa CBATOro
MaHTeneiimoHa» KomyHanbHoro
HeKkomepuiliHoro nignpuemctBa «J/IbBiBCbKe
TepuTopianibHe MeAauuHe 06’eaHaHHA
«bararonpodinbHa KniHiYHa nikapHa
iHTEHCMBHMX MeTOAiB NiKyBaHHA Ta LWBUAKOI

MeAWYHOI ONOMOru», LEHTP Tepanii, /IbBiBCbKUiA
HaLjioHaIbHWIA MeANYHUIA yHiBepcuTeT
imeHi JaHuna lanuupkoro, Kadpegpa tepanii Nel,
MeAWYHOlI AiarHOCTUKM Ta remarosiorii i
TpaHcdysionorii dpakynbtTety nicnaaunNIoOMHol
OCBITU, M. JIbBIiB

8. OHoBneHui npoTokon 3 nonpaBkow 10, Bepcia 12.0 Big 30 ciuHA 2024 poky; GCT1046-
01_IHdhopmanis npo nauyieHta Ta dopma iHhopMOBaHOI 3rogM — 4YacTUHA PO3LUMPEHHA: KOropTu
poswwupeHHa 1la ta 11b - V.2.0_Big 10 ciuHa 2024 p. gnA YKpaiHW, YKPaiHCbKOK Ta aHrnilicbkoto
MoBamu; GCT1046-01_Indhopmauia npo nauieHTa Ta ¢popma iHopmoBaHOI 3rogun - YyacTuHa
pO3LINPEHHA: KoropTa poswunpeHHs 12 — V.2.0_Big 10 ciyHa 2024 p. Ans YKpaiHu, YKpPaiHCbKOK Ta
aHrnivicbkoro moBamu; GCT1046-01_IHchopmauis npo nauieHTa Ta copma iHPopmoOBaHOI 3rogu -
yacTuUHa poO3LUMPEHHS: Koropta poswupeHHA 13 - V.2.0 Big 10 ciuHAa 2024 p. Aana YKpaiHw,
YKpalHCbKOIO Ta aHrfiicbkol MoBamu; Jopatok Ao PI3 gna YkpaiHu (NigknoyeHO [0 OCHOBHOI
KoropTtu nauieHTiB ®I3 poswmpeHHs 11 Bepcisn.1.0) Bepcis 1.1.0 Big 08 ntotoro 2024 p. ana YKpaiHu,
YKpPaiHCbKOLO Ta aHriincbko moBamu; Jogatok ®I3 ana YkpaiHu (nigk1to4eHo A0 OCHOBHOI KOTOpTH
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nauieHTiB ®I3 poswupeHHa 12 Bepcisa 1.0) Bepcia 1.1.0 Big 08 nwoToro 2024 p. AnA YKpaiHw,
YKpaiHCbKOIO Ta aHrnificbkoo MmoBamu; flogatok ®PI3 ana YkpaiHu (NigkntoueHo A0 OCHOBHOI KOFOPTU
nauieHTiB ®I3 poswupeHHa 13 Bepcisa 1.0) Bepcia 1.1.0 Big 08 nwoToro 2024 p. AnA YKpaiHw,
YKPaiHCbKOKO Ta aHrniiickkoro mMoBamu; OHOBJ/IEHA KOPOTKA XapakTepucTuka npenapary
Memo6ponizymad (KITPYAA®) Big 12 )xoBTHS 2023 poKy [0 NPOTOKO/Y KNiHIYHOTO Aoc/igpkeHHS «Bigkpute
JOC/iMKeHHs neploro 3acTtocyBaHHA npenapaty GEN1046 y nioAvHU 3 NiABULLEHHAM [03U Ta 3
PO3LIMPEHNMY KOTropTamu, L0 MPOBOAWNTLCA 3 METOK OuiHKM 6e3nevyHocTi GEN1046 y xBopux i3
3/108KICHUMY CONIAHUMW NyX/MHaMK», KoA, focnimkeHHa GCT1046-01, 3 nonpaskoto 8, Bepcia 10.0 Big 06
XOBTHS 2022 poky; cnoHcop - Genmab US, Inc., CLLA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

9. Bpouwypa pocnigHuka: TohauyuTuUHIG Big ciuHAa 2024 p., Bepcia 20.0; IHcopmalis CTOCOBHO
pocnimpkeHHs, Bepcia 1.0 Big 29 ciyHa 2024 p., yKpaiHCbKOO MOBOW; IH(hopmauis CTOCOBHO
pocnimpxkeHHsa, Bepcia 1.0 Big 29 ciuHa 2024 p., poOCIiCbKOHO MOBOK A0 MPOTOKO/Y KAiHIYHOrO
JocnipkeHHa «JloBrotpusasie, BiAKPUTE [OCNIMKEHHA 3 NepiogoM NoAasIbLUIOTO CMOCTEPEXEHHS, fKe
NPOBOAUTLCA /1 BUBYEHHSA npenapaty TohauuTuHIG npu NikyBaHHI IOBEHINBHOrO i4ionaTUYHOro apTputy
(FOl1A)», kon pocnigpkeHHa A3921145, 3 iHkopropoBaHo nonpaskoto 12 Big 06 TpaBHA 2022 poky; CNOHCOP -
Mdpaizep IHk [Pfizer Inc], CLUA

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

10. OHOBANEHNIT NPOTOKOAN KAiHiYHOro BunpoGyBaHHA MK-7902-001, 3 iHKOPNOPOBAHOIO MOMNPaBKOIO
07 Big 13 nwToro 2024 poKy, aHIrMiMCbKOK MOBOK [0 MPOTOKO/Y KAIHIYHOMO AO0CAIAKEHHS
«PaHgomizoBaHe, Bigkpute pgocnimkeHHsa Il cda3sn nemoponisymady (MK-3475) y noegHaHHi 3
neHBatuHioom (E7080 / MK-7902) y nopiBHAHHI 3 XimioTepanielo nepwoi AiHil NikyBaHHA npw
PO3NOBCIOMKEHIV abo peLuavBytoviin kKapunHomi eHgomeTpis (LEAP-001)», kog gocnimxkeHHs MK-7902-001,
3 iHKopropoBaHoto nonpaskoto 06 Big 08 nunHA 2022 poky; cnoHcop - TOB Mepk LWapn eHp Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBifasbHICTI0O «MC/, YkpaiHa»

11. Po3pgin «SAkictb/Quality» Jocbe pgocnigKyBaHOro nikapcbkoro 3aco6y (IMPD) GEN3014, Bepcis
4.0, Big 27 XoBTHA 2023 pOKy, aHIMINCbKOI MOBOLO; [MOOOBXEHHA TepMiHy NPUAATHOCTI
[ocnigpKyBaHOro nikapcbkoro 3aco6y GEN3014, KOHUeHTpaTr ANA po3uuHy pnsa iHdysin, ansa
BHYTPiLULHLOBEHHOrO BBeAeHHs, 20 mr/mn, 400 wmrichnakoH 20 mn, go 36 wmicsAuiB; Bpouwypa
pocnigHuka GEN3014 (HexaBody®-CD38), BugaHHsA 4, Big 03 ciuHA 2024 poKy, aHrnMilicbKoo MOBOIO;
Bpouwypa paocnigHuka JNJ-54767414 (daratumumab), BugaHHa 20, Big 18 rpyaHa 2023 poky,
aHrnivicbkoro mMoBoto; IHchopmauisa ana nauieHta i Popma iHpopmoBaHOi 3roaun, AnsA YKpaiHu, Bepcis
3.0 Big 15 ntotoro 2024 poky, Ha ocHoBi Malictep-Bepcii ®opmu iHchopmoBaHoi 3rogu ansa casm
Mopanblioro BUBYEHHA pekomMeHAoBaHOI Ao3u, YactuHa B, Bepcisa 6.0 Big 07 ntotoro 2024 poky,
AHIIACbKOI Ta YKPAiHCbKOW MOBaMW [0 MPOTOKO/ly  K/IIHIYHOTO — AOCMIIKEHHS  «BigkpuTe
GaratoueHTpoBe pgocnimkeHHs dasm 1/2 gna ouivkm npenapaty GEN3014 (HexaBody®-CD38) npw
peunamByovili a60 pedopakTepPHili MHOXUHHIA MIEOMI Ta IHLINX FEMaTOMOMNYHUX 3M10SKICHUX YTBOPEHHSIX»,
Koa gocnigpxkeHHss GCT3014-01, Monpaska 4, Bepcis 6.0 Big 04 )oBTHA 2023 poKy; cnoHcop - «'eHmab HOEc,
IHK.»/Genmab US, Inc., Cnony4eHi LUtatn Amepukn

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

12. OHoBneHa cekuia Jocbe 013 MK-6482: 2.3.P DRUG PRODUCT, Bepcia 08HQXF Big 01 niotoro
2024 p., aHrNiNcCbKOK MOBOIO; OHOBJ/IEHHA 3aTBEePAKEHOT BUPOGHUUOT AiNAHKM ANA nakyBaHHA A/13
MK-6482: Merck Sharp & Dohme LLC, 770 Sumneytown Pike West Point, PA, 19486-8000, United
States; 3anyueHHs1 [,04aTKOBUX BUPOOHUUUX AINAHOK Ana nakyBaHHA AN13 MK-6482: Fisher Clinical
Services GmbH, Steinbuhlweg 69, Allschwil, 4123, Switzerland; Fisher Clinical Services UK Limited,
Langhurstwood Road, Horsham, RH12 4QD, United Kingdom; Fisher Clinical Services , 7554 Schantz
Road, Allentown, PA, 18106, USA; Almac Clinical Services Limited, Seagoe Industrial Estate, 9
Charlestown Road, Craigavon, BT63 5PW, United Kingdom; Almac Clinical Services, 25 Fretz Road,
Souderton, Pennsylvania, 18964, USA; Werthenstein Biopharma GmbH, Industrie Nord 1, Schachen
Lu, 6105, Switzerland o npoTokony KIiHIYHOrO AOCNiAXEHHA «BigkpuTe, paHAOMI30BaHe AOCAIAXEHHS 3
thasn npenapaty MK-6482 B NopiBHSAHHI 3 npenapaToM eBepoJsliMyc y YYacHVKIB 3 NOLUIMPEHUM HUPKOBO-
KMTITUHHUM pakoM, SIKWA nporpecyeBaB nicns nonepegHboi PD-1/L1 ta VEGF-TapreTHoi Tepanii», Kog
pocnipkeHHs MK-6482-005, 3 iHKopriopoBaHolo nonpaBkoto 06 Big 13 nunHa 2022 poky; cnoHcop - TOB
Mepk Wapn eHg Odoym, CLUA (Merck Sharp & Dohme LLC, USA)



3aaBHUK - TOBApUCTBO 3 0OMEXEHO BignoBifasibHICTIO «MC/L YkpaiHa»

13. OHoBneHe [locke pocnigkyBaHoro npenapaty CHF 6001 (NEXThaler®) (koa aokymeHTy CCD-
IMPD-6001-003-FAP-0075), Bepcis 9.0 Big 07 nitotoro 2024 poky; MNonoBXeHHA TepMiHy 306epiraHHsA
pocnimpxysaHoro npenapaty CHF 6001 (NEXThaler®) Big 24 o 36 micAuiB [0 NPOTOKO/Y KAiHIYHOTO
JOCnipKeHHs «52-TKHEBe, paHAoMi30BaHe, MOABiiHE criine, nnauebo KOHTPO/IbOBaHe AOC/MKEHHSA Yy
napanenbHUX rpynax 3 MeTo OLIHKM e(heKTMBHOCTI Ta 6e3ne4HOoCTi ABOX A03 npenapaty CHF6001 y doopmi
CYXOro MOpPOLLKY A5 iHransuii, Wo AoaatTbes 40 NiATPMMYHUOT NOTPIAHOT Tepanii y NauieHTIB i3 XPOHIYHUM
OGCTPYKTUBHMM 3axBOpPHOBaHHSAM nereHb (XO3J1) Ta XPOHIYHMM OpOHXiTOM», KoA AocnigkeHHss CLI-
06001AA1-04, Bepcia 5.0 Big 03 6epesHs 2023 poky; crnoHcop - «K'e3i dapmauesTidi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanis

3asABHVK - TOB «®OPTPIA EBENOMMEHT YKPAIHA»

14. OHOBMEHWIA NPOTOKON KNiHIYHOro BUNpo6yBaHHA LTS17043 3 iHkopnopoBaHot nonpaskoto 05,
Bepcifa 1 Big 21 rpyaHAa 2023 poky; IHhopmauisa ans nauieHTa Ta popma iHpopmoBaHoOi 3roau, Bepcis
Ne2 Big 20 niotoro 2024 poKy (yKpaiHCbKOIO Ta pocilicbkolo moBamu); IHpopmauisa npo nogasnblue
CMOCTEPEXXEHHA 3a MepeGirom BariTHOCTIi NapTHEPKM YdyacHUMKa AOCNimKeHHA Ta cdopma
iHdbopMmoBaHoi 3rogu, Bepcia Ne2 Big 20 ntotoro 2024 poky (YKpaiHCbKOIO Ta POCIAICbKOIO MOBaMu);
BK/1lOUMEHHA [0AATKOBOro MicUA NpoBeAeHHs K/iHIYHOro BUNpoGyBaHHA; MaTtepianu anAa nauieHTiB:
Po3apyK 3MiCTy eKkpaHy «AHKeTa WoAo cTaHy 3a0poB’s EQ-5D-5Lx», [EQ5D5L, English (US), Ukrainian
(Ukraine)l Russian (Ukraine), 7-Nov-23, 1.00], Bepcisa 1.00 Big 7 nuctonaga 2023 poky (yKpaiHCbKOI
Ta pocilicbkolo MoBamu); Po3gpyKk 3MmicTy ekpaHy «HAKiCTb XWATTA NpPU PO3CiTHOMY CK/eposi
IHCcTpyMmeHT (MSQOL)-54», [MSQOL-54, English (US), Ukrainian (Ukraine), 10-Nov-23, 1,00], Bepcis
1,00 Big 10 nuctonaga 2023 poky (YKpaiHCbKOIO MOBOI0); PO3ApyK 3MiCTy eKpaHy
«OMPOCHUK NO KaueCcTBY XXU3HU NpU paccesHHOM cknepose (MSQOL)-54», [MSQOL-54, English (US),
Russian (Ukraine), 21-nov-23, 1.00], Bepcia 1.00 Big 21 nuctonaga 2023 poKy (pocCiiicbkol0 MOBOIO);
Po3gpyk 3micTy ekpaHy «HaBuanibHuiA MOAy/b i3 KOPUCTYBaHHA naHweTtom», [English (US),
Ukrainian (Ukraine), 25./lnc.20, 2,00], Bepcia 2,00 Big 25 nuctonaga 2020 poky (yKpaiHCbKOIO
MOBOI0); PO34pyK 3MIiCTy eKpaHy «YueOGHbIiA MOAYJ/Ib MO UCMOJ/Ib30BaHUIO naHweTa», [English (US),
Russian (Ukraine), 06./luc.20, 2,00], Bepcisa 2,00 Big 06 nuctonaga 2020 poky (pocCilicbKoio MOBOI0);
Bpolwypa gocnigHuka ansa AocniixXyBaHoro nikapcbkoro 3acooy SAR442168 (tolebrutinib), BugaHHsa
12 Big 08 rpygHa 2023 poky; Bpowypa gocnigHuka pgns [OCAigKyBaHOro JiKapCbKoro 3acooy
SAR442168 (tolebrutinib), BugaHHa 13 Big 18 rpyaHa 2023 poky; OHoBneHi pos3ginn Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y: IMPD - Quality Data Reviewer Guide, Tolebrutinib - tablet,
film-coated, Dosage strength: 60 mg, Big nucronaga 2023 poky; IMPD - Quality Data - Drug
Substance, Tolebrutinib, Big nucronaga 2023 poky; IMPD - Quality Data — Drug Product, Tolebrutinib
- tablet, film-coated, Dosage strength: 60 mg, Big nuctonaga 2023 poky; IMPD - Quality Data -
Placebo, Placebo for tolebrutinib film-coated tablets, Big nuctonaga 2023 poky; IMPD - Quality Data
—-Non-Modified Medicinal Product, Teriflunomide, tablet, Dosage strength: 14 mg, Big nucronaga
2023 poky; IMPD - Quality Data -Placebo, Placebo for teriflunomide film-coated tablets, Big
nuctonaga 2023 poKy A0 MPOTOKO/Y K/IHIYHOTO AOCAIMKEHHSA «|HTepBeEHLiiHE PO3LMPEHE AO0CAIAKEHHS
hasn 3 [N BMBYEHHS [OBrOCTPOKOBOI 6e3nekM Ta MepeHOCMMOCTI TOJIEOPYTUHIOY B Yy4acHMWKIB i3
peLMamBYIOHMM PO3CIAHUM CK/IEPO30M, MEPBMHHMM NPOrpecyoymMmM Po3CISHUM CK1epo30M abo BTOPUHHWUM
NpOrpecytymMmMm HepeLnamBy UMM PO3CISHUM CKIepo30M», Koa aocnimkeHHs LTS17043, 3 nonpaskoto 01 Big,
12 nunHa 2023 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABEHTIC
Pewepw e AesenonmaH, ®paHuis)

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne M.1.6. BignoBigabHOro AocigHuKa

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHSA

1. | nikap Neta L.l

MeguuHnii LeHTp «Helipomea» ToBapucTBa 3 OOMEXEHOW BignoBiganbHICTIO «CkaH JlalT»,
HEBPOJIOTIYHMIA MigpP0o34ia, M. BiHHMUS

15. BK/1lOUEHHA [0AATKOBUX MICLUb NMPOBEAEHHSA KMiHIYHOrO BUMMNPOGYBaHHA 40 MPOTOKOY KAiHIYHOTO
JocnipkeHHs «PaHgomisoBaHe, noasiliHe cnine, naauebo-KoHTPoiboBaHe focnimkeHHs Il dpasun gnsa ouiHkm
nemoponisymady (MK-3475) y noegHaHHi 3 CynyTHbOK XiMIOMPOMEHEBOK Tepamniew 3 nogasibLunm
BBEAEHHAM nembponizymaby 3 onanapmoom (MK-7339) a6o 6€3 HbOro y MOPIBHAHHI NuLle 3 CYynyTHbOK
XiMIOMPOMEHEBOI Tepanietd B yYaCHWUKIB 3 HELLOAABHO AiarHOCTOBAHMM JI0Kasli30BaHUM APiGHOKMITUHHUM



pakom neretis (JIJAPM)», kog gocnimkeHHsa MK-7339-013, 3 iHkoprnopoBaHoto nonpaskoto 04 Bifg 12 BepecHsi
2022 poky; crnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBigasibHICTIo «MC/ YkpaiHa»

No MM.1.B. BignoBigasbHOro focnigHnKa
n/n HasBa micus npoBeAeHHs KNiHIYHOIo BUNPOGYBaHHS
1. K.M.H. M aTHuubka T.B.

KomyHaslbHe HekomepuiiHe MiANPUEMCTBO «XMENbHULUBKAI 06/1aCHUA NPOTUMYXIMHHUIA LEEHTP»
XMenbHMUBLKOT 06/1acHOT paaw, BiaaiieHHs NpoMeHeBol Tepanii, M. XMeNnbHULbKWIA

2. K.M.H. MNputynsak C.M.
KomyHasibHe  HekomepuiiHe nignpuemMcTBO  «[l1OAINbCbKWA  PEriOHa/IbHWIA  LEHTP  OHKOJIOTIT
BiHHMUBKOT 06/1AaCHOT paamn», TopakasibHe BiagineHHs, M. BiHHMUA

16. OHoBneHunii [MMpoTtokon KhiHiuHOro BuNpoG6yBaHHA OMS906-PNH-003, MonpaBka 02 Bipg
30 nuctonaga 2023 pokKy, aHrNificbKo MOBOIO; JINCT-PO3’ACHEHHs Big 21 notoro 2024 poKy pno
MpoTokony KniHiyHoro Bunpo6yBaHHsa OMS906-PNH-003, Monpaska 02 Big 30 nucronaga 2023 poky,
aHrnificbkoro moBoto; IHchopmaunia pna nauyieHta Ta dopma iHopmoBaHoi 3roau, OCHOBHe
pocnimpxeHHA, Bepcia 2.0 Big 01 Gepe3Ha 2024 poKy, ANnA YKpaiHWU, aHriliCbKOK Ta YKpPaiHCbKOIO
MoBamu, Ha ocHoBi Maiictep-Bepcii IHchopmauii ana nauieHta Ta PI3 aHrnilicbkoo MOBOIO, Bepcis
3.0 Big, 28 ntotoro 2024 poKy A0 NPOTOKOJ/Y KNIHIYHOTO AOCNIMKEHHS «BigkpuTe AOCNIMKEHHS A5 OLiHKN
[OBroCTpOKOBOI 6e3nekn, NepeHocMMOocCTi Ta edhekTMBHOCTI npenapaty OMS906 y naujeHTiB i 3
NapoKCM3MaUsTbHOK HiYHO remornobinypieto (MHMN)», kog gocnigpkeHHs OMS906-PNH-003, Monpaska 01 Big
06 BepecHst 2023 poky; cnoHcop - Omepoc KopnopeiiwH, CLUA / Omeros Corporation, USA

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

17. OHOBNEHWI NPOTOKOJ1 KANiHiYUHOro BUNpoGyBaHHA, Bepcia 3.0 Big 15 6epe3Hsa 2024 poKy
aHrNiicbKo MOBOK [0 NPOTOKO/Y KNiHIYHOTO AocnimkeHHs «PaHgomizoBaHe, noAgiiHe cnine, akTUBHO
KOHTPO/IbOBaHe JochimpKeHHA da3n 3 ans ouiHK1 edheKTMBHOCTI, 6e3nekn Ta nepeHocumocti BakcgpocTaty
B KOMOGiHaUil 3 Janarnicpno3snHom y NopiBHAHHI 3 MOHOTepanien Janarnidp103vHOM LWOAO NPorpecyBaHHs
XPOHIYHOT XBOPO6U HUPOK (XXH) y ydyacHukiB i3 XXH Ta BUCOKMM KPOB'IHUM TUCKOM>», KOA, OOCHigKEeHHA
D6972C00003, Bepcis 1.0 Big 27 nuctonana 2023 poky; crnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

18. Bpowypa pocnigHuka Pominnoctum (AMG 531), BugaHHa 18.0 Big 18 oBTHA 2023 poOKy,
aHrNificbKOl MOBOK [0 NPOTOKOAY KAiHiYHOro gocnimkeHHsa «PROCLAIM: PaHgowmizoBaHe, nnauebo-
KOHTPO/IbOBaHe, NOABINHO cnine gocnimpkeHHsa 3 dha3un 418 OLiHKM POMINAOCTUMY NpW NiKyBaHHI BUK/TMKAHOT
ximioTepanieto  TpoMOGOUMTOMNEHIT Yy nNauieHTiB, SKAM NPOBOAATbL  XiMmioTepanito  Ana  fiikyBaHHSA
HeAPiIGHOKNITUHHOTO paky fiereHb, paky Se4yHUKiB abo paky MOJIOYHOT 3a103U», KOA AoCiMKeHHS 20170770,
Bepcisa 9.0 iHkopnopoBaHuiA nonpaskoto 8 Big 29 nunHA 2021 poky; cnoHcop - «AmdeH IHK.» (Amgen Inc.),
CLWA

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANK'IOBIA PAC YkpaiHa»

19. OHOBIEHNIT NPOTOKON KNiHIYHOrO BUNpoG6yBaHHA MK-7684A-006 3 iHKOPNOPOBaHOIO NOMPAaBKOLO
01 Big, 15 BepecHs 2022 poKy, aHINiliCbKOIO MOBOIO; 3MiHA Ha3Bu Ta agpecu CnoHcopa; 3mMiHa Ha3Bu
KNiHiYHOro BMNpoGyBaHHA 3 «Bigkpute pocnimkeHHsa Il ¢asm MK-7684A (komGiHauis npenapartiB
BibocTOoNniMaby Ta nemoponizaymady) y KOmOiHaLil 3 KOHKYPEeHTHOIO XiMiONPOMEHEBOKD Tepaniel Ta
nogasnblioo Tepanieo npenapatom MK-7684A nOpPIiBHAHO 3 nNpPoOBeAEeHHAM KOHKYPEHTHOI
ximionpomMmeHeBOiI Tepanii 3 NnogasiblMM BBeAEHHAM AypBasiymMady y NauieHTiB 3 Hepe3eKkTa6esibHUM
MicLleBOMOLWNPEHUM HeApPiGHOKNITUHHMM pakoMm neredHiB (HAPM) 1lII cragii» Ha «Bigkpute
pocnipkeHHa Il dasn MK-7684A (komOGiHauia npenapatiB Bi6ocTonimady Tta nemoGponisymady) y
KOMGiHaL,il 3 KOHKYPEeHTHO XiMionpoMeHeBOKO Tepanielo Ta NoganbLuolo Tepanieto npenaparom MK-
7684A nopiBHAHO 3 NPOBEeAEHHSAM KOHKYPEHTHOI XiMionpomMeHeBOIl Tepanii 3 NogaNbWUM BBe€HHAM
AypBanymaby y nauieHTiB 3 HepeseKkTaGe/lbHUM MicLeBOMOWMUPEHUM HeApPIGHOKNITUHHUM pakoMm
neredis (HAPAN) Il ctapii (KEYVIBE-006); Bpowypa gocnigHuka MK-7684/MK-7684A (Vibostolimab),
BupaHHA 12 Big 31 ciuHA 2024 poKy, aHI/IiACbKOIO MOBOIO; YKpaiHa, MK-7684A-006, IHchopmauia Ta
[OKYMEHT Npo iHpopMoBaHy 3rogy A/s nauieHTta, Bepcis 1.02 Big 11 6epe3Hsa 2024 p. yKpaiHCbKOLO
MOBOI0; YKpaiHa, MK-7684A-006, flonoBHEHHA A0 iH(hopMaLii Ta JOKYyMeHTa Npo iHchopMoBaHy 3roay
ANA nauieHTa Ha likyBaHHA NicnA nNporpecyBaHHA 3axXxBOploBaHHsA, Bepcia 1.00 Big 03 kBiTHA 2024 p.
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7684A-006, IHhopMaL,iiiHWUIi NUCTOK | AOKYMEHT Npo iHhopmoBaHy
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3rogy Ha MallGyTHe GiomeguuHe pgocnimkeHHs, Bepcia 01 Big 11 Gepe3HA 2024 p. yKpaiHCbKOK
MOBOI0; 3pa3ku MapKyBaHHA A0CAigKYyBaHOro siikapcbkoro 3acooy MK-7684A (Kit, Vial), Bepcia 2.0
BiA 14 nunHa 2022p., aHrNificbKol Ta YKpaiHCbKOK MOBaMu; 3pasku MapKyBaHHA [OC/iAKyBaHOro
nikapcbkoro 3aco6y Aypsanyma6 (Kit, Vial), Bepcia 2.0 Big 25 »oBTHA 2022p., aHraificbkolo Ta
YKpaiHCbKOI0 MOBaMu; 3pa3oK CNpOoLEeHOro MapKyBaHHA 3apeecTpoBaHOro B YKpaiHi NliKapCcbKoro
3aco0y, fIKuii 3aCTOCOBYETbLCSA B K/liHIUHOMY BUNpoGyBaHHi gnsa npotokony MK-7684A-006, Bepcis 2.0
BiA 22 noTtoro 2024 p., yKpaiHCbKOIO MOBOI0; OHOBJ/ieHe [lOCbE AOCMiAKYBaHOIO J/liKapCbKOro 3acooy
MK-7684A, Bepcisa 084YSS, Big 05 oBTHA 2022 poKy, aHrNilicbkoo MoBoOlo; OHOB/eHa cekuia 3.2.P
DRUG PRODUCT Jocbe A/13 MK-7684A, Bepcisa 0856JP Big 07 »xoBTHA 2022 p., aHINiiCbKOKO MOBOIO;
OHoOBJ/IEHA KOPOTKa XapakTepucTuka nikapcbKoro 3aco6y Alypsanymatd (IMmcpiHsi) Big 24 kBiTHA 2023
POKY [0 NPOTOKO/Y K/iHIYHOro BMMNpOOGYyBaHHA «Bigkpute gocnigxkeHHs Il pasm MK-7684A (komGiHauis
npenapariB BioocToniMmadby Ta nemoponisymady) y KOMOIHAUil 3 KOHKYPEHTHOK XiMiONPOMEHEBOH
Tepanieto Ta noganblio Tepanieto npenapatom MK-7684A nOpiBHAHO 3 MPOBEAEHHAM KOHKYPEHTHOI
ximionpoMeHeBOI Tepanii 3 nofanblwyM BBefeHHAM aypBasiymaby Yy nauieHTiB 3 HepesekTtabenbHUM
MiCLLeBOMOLUMPEHUM HeApiGHOKNITUHHUM pakom nereHis (HAPM) Il cTagii», kog gocnimpkeHHs MK-7684A-
006, Bepcisa 00 Big 08 rpyaHsa 2021 poky; cnoHcop - «Mepk Wapn eHa Joym Kopn.», foYipHE NignpueMcTBo
«Mepk eHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTI0O «MC/, YkpaiHa»

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

Appeca: Mepk [ApaiiB, 1, nowtoBa CKPUHbKa
100, m. Baitxayc-CteiiwH, wtat Hblo-[xkepci,
08889-0100, CLUA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-
0100, USA)

BY/NO CTANO
«Mepk LWapn eHg QOoym Kopn.», pouipHe | TOB Mepk Llapn eHa Ooym (Merck Sharp &
nignpuemcteo «Mepk eHp Ko., IHK.», CLWIA, | Dohme LLC)

Appeca: 126 Ict JliHkonbH aBeHto, ni/c 2000,
PaBeii, Hbio [xepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

nemoéponisymady) y KombiHalii 3 KOHKYPEHTHOH
XiMIOMPOMEHEBOKD ~ Tepanield Ta  NoAasbLIo
Tepanieto npenapatom MK-7684A MOpPIBHAHO 3
NPOBEAEHHSAM  KOHKYPEHTHOT  XiMionpoMeHeBOi
Tepanii 3 noganslyM BBeAeHHAM aypsasiymaby y
nauieHTis 3 HepesekTabelbHUM
MiCLLeBOMOLWMPEHNM  HeApPiGHOKNITUHHUM  PakoMm

nerexdis (HAPM) Il ctagii»

BYNO CTAJIO
«Bigkpute pocnimkeHHs Il asm  MK-7684A | «Bigkpute pocnigpkenHa 1l ¢asn  MK-7684A
(kombiHauiss  npenapaTiB  BibocToMiMaby  Ta | (kombGiHauigs  npenapaTiB ~ BibocTonimMaby —Ta

nemoponizymaby) y KomO6iHaLii 3 KOHKYPEHTHOH
XiMiONMpOMeHeBOO ~ Tepanield Ta  NOoAAsIbLUO
Tepanieto npenapatom MK-7684A nOpiBHAHO 3
NPOBEAEHHSAM  KOHKYPEHTHOI  XiMionpoMeHeBOi
Tepanii 3 nogasblIMM BBeLEHHAM OypBasiymaby y
nawieHTiB 3 Hepe3ekTabesibHUM
MiCLIEBOMOLUMPEHUM  HEAPIOHOKNITUHHUM  PakoMm
nereHis (HAPN) Ill ctagii (KEYVIBE-006)»

20. OHoBneHuit MpoTokon KniHiuHoro pocnigpkeHHs ZWI-ZW25-301, 3 iHKOpnopoBaHO NonpaBKoto 4
Bif 26 ciuHA 2024 p., aHrnilicbkolo mMoBoOK; 3MmiHa CnoHcopa pocnipkeHHsi; 3MiHa KOHTpaKTHOI
AOoCNigHULBbKOI opraHisauii, BignoBigasbHOI 3a NpoBefeHHA AocnifKeHHs B YKpaiHi (3asBHUKa) 3
ToBapucTBa 3 O6MmexeHol BignosiganbHicTio «KoHTpakTHO-AocnigHubKa OpraHisauia IHHodapMm-
YkpaiHa» Ha TOBAPUCTBO 3 OBMEXEHOK BIANOBIAANBHICTIO «MNiNifi FOKPENH»; Bpouwypa
pocnigHuka gocnigxyBaHoOro fnikapcbkoro 3aco6y 3aHigarama6 (Zanidatamab (ZW25)), BugaHHsa 11
Bif 3 XOBTHA 2023 p., aHrniicbkolo MOBOI; Bpoluypa gocnigHuka AOCAIAKYBAHOIO NiKapCcbKoro
3acoby Tucnenisymab (Tislelizumab, BGB-A317), BugaHHsa 11.0 Big 17 ciuHA 2024 p., aHrniicbKoto
MoOBOI0; Bpowypa gocnigHuka gocnigKyBaHoOro ikapcbkoro 3acoby Tucnenisyma6 (Tislelizumab,
BGB-A317), BugaHHsa 10.1 Big 30 uepBHA 2023 p., aHrMiNCbKOK MOBOI; [lOCbLE [OCiAKYBaHOrO
nikapcbkoro 3aco6y 3aHigatamab (Zanidatamab, ZW25), Bepcia 5.0 Big nucrtonaga 2023 p.,
aHrniicokolo MoBo1o; MPOAOBXEHHA TEPMiHY NPUAATHOCTI AOCAILKYBAHOIO J1iKapCbKOro 3acooy
3aHigaTtama6 (Zanidatamab, ZW25) 3 48 micauiB go 60 micauiB; CnpouweHe [locbe AOCNifKYBaAHOro
nikapcbkoro 3aco6y MepuentuH (Herceptin), 440 mr, Bepcia 1.0 Big 25 ntotoro 2022 p., aHrNilicbKoto
MOBO0; 3pa3oK MapKyBaHHA KOPOOGKMU ANs NiKapCbKOro 3acooy NopiBHAHHA LiucniaTtuH, KOHUEHTpaT
ANA po3uunHy Aansa iHdysiid, Big 29 nuctonaga 2023 poky, YKpaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHSA
KOpPOGKU p[ns nikapcbKoro 3aco6y nopiBHAHHA KaneuuTtabiH, TaGneTkn, BKpPUTi NNIBKOBOKO
0060JIOHKO0, A1l KOPOOKMU, Bif, 24 nucTtonaga 2023 poKy, YKpaiHCbLKOIO MOBOIO; 3pa3oK MapKyBaHHSA
KOPOGKU A1A NiKapCbKOro 3aco0y NOpiBHAHHA OKcaninaaTuH, KOHUEHTPAT A/ PO3UUHY AN iHY3iii



5 mr/imn, 20 mn y donakoHi, Big 22 nuctonaga 2023 poKy, YKpaiHCbKOIO MOBOI0; 3pa3oK MapKyBaHHA
KOPOGKU A/1s1 NIKapCbKOro 3acoGy MopiBHAHHA Pnyopoypauun, po3unHy gns in’ekuiii 50 mr/imn, 100
M y donakoHi, Big 24 nuctonaga 2023 poKy, YKpaiHCbKOIO MOBOI; 3pa3oK MapKyBaHHS KOPOGKMU
nikapcbkoro 3aco6y MepuentuH (TpacTy3yma0), oguH 6aratofo3oBuii qo/1akoH, Wo MicTUTb 440 mr
FepuenTuHy (TpacTy3ymab), Ta OAMH (ps1akoH 3 PO3UMHHUKOM, 20 Mn, Big, 22 nuctonaga 2023 poky
YKpPalHCbKOIO MOBOI; 3pa3oK MapKyBaHHA (p/lakoOHy [OCNigKyBaHOroO JliKapCbKOro 3acoGy
nopiBHAHHA MepuenTuH (TpacTy3ymMa), MOPOLLOK AJIA NPUroTYBaHHA KOHLEHTpaTy AMA PO3UMHY As
iHy3iiA, 440 mr y Garatrofo3oBomy (h1akoHi, Big 22 nuctonaga 2023 poKy YKpaiHCbKOK MOBOIO;
3pas3oK MapKyBaHHS (P/IAKOHY 3 PO3UMHHUKOM A0 AOCIAKYBAHOIO JTIKAPCbKOro 3aco0y MOPiBHAHHS
FepuenTtuH (TpacTy3symag), 20 mn po3unHHUKA Y hnakoHi, Big 22 nuctonaga 2023 poKy yYKpaiHCbKOIO
MOBOI0; 3pa3oK MapKyBaHHS KOPOOKW Ans [OCAIAKYBAHOrO nikapcbKoro 3acoby 3aHigatamao,
NOPOLWIOK A/I1 KOHLUEHTpaTy A/ po3uuHy pansa iHdysiii, 300 mr, Big 22 nuctonaga 2023 poky,
YKpPaiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHA pslakoHy ANns [OCAiAKYBaHOro JliKapCbKOro 3acooy
3aHigaTama6, NOPOLLOK AJI1 KOHLUEHTpATy A1 po3uuHy anA iHdysiin, 300 mr, Big 22 nuctonaga 2023
POKY, YKpPaiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA KOPOOKU ANA AOC/iAKYBaHOro NikapcbKoro sacooy
BGB-A317, KOHUeHTpaT A/ PO3uMHY AnA iHdysiii, 100 mr/10 mn, Big 22 nuctonaga 2023 poky,
YKpalHCbKOI0 MOBOI0; 3pa3oK MapKyBaHHs chylakoHy Ana focnigpkyBaHoro nikapcbkoro sacooy BGB-
A317, KOHUeHTpaT ANnA po3uuMHy Ana iHdysin, 100 mr/l0 mn, Big 22 nuctonaga 2023 poky,
yKpaiHCbKolo MoBolo; ZWI-ZW25-301 OcHoBHa IHhopmauis ana nauieHTa ta dpopma iHpopmoBaHol
3roau, Bepcia 6.0 ana YKpaiHu aHrnificbKoro MoBOIO Big, 27 ntotoro 2024 p.; ZWI-ZW25-301 OcHoBHa
IHcbopmauia ana nauieHta Ta dopma iHchopmMmoBaHOiI 3rogn, Bepcia 6.0 AnA YKpaiHM YKpPaiHCbKOLO
MoBOIO Big 27 nwTtoro 2024 p.; ZWI-ZW25-301 OcHoBHa IHchopmauisa gna nauieHta Ta dopma
iHcbopmoBaHoOi 3rogun, Bepcia 6.0 gna YkpaiHu pociiicbkolo MoBoOIo Big 27 ntotoro 2024 p.; ZWI-ZW25-
301 Indopmauia gna nauieHta Ta c¢opma iHpopMOBaHOI 3rogM Ha y4yacTb Yy nonepeaHboOMy
CKpPUHiHry, Bepcia 4.0 ana YKpaiHn aHraiiicbkoo mMoBoto Big 23 niwoTtoro 2024 p.; ZWI-ZW25-301
IHcbopmaunia gna naugieHta Ta cpopma iHhopmMOBaHOI 3rogu Ha yyacTb y nonepegHbOMY CKPUHIHTY,
Bepcia 4.0 Ana YKpaiHu yKpaiHCbKOIO MOBOIO Big 23 ntotoro 2024 p.; ZWI-ZW25-301 IHcdhopmauis ans
nauieHTa Ta cpopma iH(hopMoOBaHOiI 3rogu Ha y4yacTb y nonepeaHbOMY CKpPUHiHry, Bepcia 4.0 ansa
YKpaiHu pocilicbkolo MoBO Big 23 nwTtoro 2024 p.; ZWI-ZW25-301 IHcopmaunisa Ta dopma
iHbopMoBaHOi 3rogn Ha 36ip JaHUX NPOo BariTHY NapTHepKy Ta HOBOHapPOMKEeHY AUTUHY, Bepcia 4.0
ANA YKpaiHu aHrniicbkoro mMoBolo Big 23 nwoToro 2024 p.; ZWI-ZW25-301 IHcopmauis ta dpopma
iHhopMoBaHOI 3rogu Ha 36ip AaHMX NMPO BariTHY NapTHEPKY Ta HOBOHApPOMKEHY AUTUHY, Bepcia 4.0
ANna YKpaiHu yKpaiHCbKOK MOBOWO Big 23 nwoTtoro 2024 p.; ZWI-ZW25-301 IHchopmania ta dopma
iHbopMoOBaHOi 3rogn Ha 36ip JaHUX NPO BariTHY NapTHeEpPKY Ta HOBOHapPOMKeHY AUTUHY, Bepcia 4.0
Ana YKpaiHu pociiicbKoo MoBoOt Big 23 niotoro 2024 p.; KapTka nauieHta, Bepcisa 1.0.0 Big 18
XOBTHA 2023 poOKy, YKpPAiHCLKOK MOBOK [0 MPOTOKO/Y K/IHIYHOrO AOCNifKEHHs «PaHaomisoBaHe
baraTouUeHTpoBe pAocnimpkeHHs a3 3 npenapaTy 3aHigatamadé y KombGiHauii 3 ximioTepaniewo 3
Tucnenisymabom a6o 6e3 Hboro y nauieHTis 3 HER2-N03uTVBHOK Hepe3ekTabeIbHO MICLLEBOMOLLIMPEHOID
abo meTacTaTM4YHOK racTpoesodareasibHOW ageHokapumHomoto (FEA)», koa gocnigxeHHs ZWI-ZW25-301,
3 iHKOopnopoBaHot nonpaskoto 3 Big 07 ntoToro 2023 p.; cnoHcop - «3aliMBOpPKC IHK.», KaHaga (Zymeworks
Inc., Canada)

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAAILHICTIO «MMiMifli KOKPENH>», Ykpaina

V5T 1G4 (114 East 4th Ave, Suite 800

Vancouver, BC, Canada V5T 1G4)

BYNO CTANO
«3aiimBopKc BiCi IHK.», IcT 4-ABeH10, 114, odic | «Ika3 PapmacbloTikasic AeneHp Jlimiteg»,
800, BaHkyBep, BputaHcbka Konymoisa, KaHaga, | N'atnii noBepx, Bartepnoo EKcueinHaX,

Batepnoo Poyp, Ay6nin 4, Ay6niH, lpnaHgis
D04 E5W7 (Fifth Floor, Waterloo Exchange,
Waterloo Road Dublin 4, Dublin, Ireland)

BYNO

CTANO

ToBapucTBo 3 O6MexeHow BignoBiganbHicTio
«KoHTpakTHO-JocnigHULbKa OpraHisauis
IHHOhapM-YKpaiHa»

TOBAPUCTBO 3 OBMEXEHOIO
BIANOBIAANBHICTIO «MiNiAi KOKPENH»
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