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OnoBnenuit IIpoTokon, ocratouHa Bepcisi 7.0 Big 12 BepecHs 2022 p., aHIVIIKCbKOI MOBOIO;
[ToripaBka f0 [Iporokosy HoMep 13, octatouHa Bepcist 1.0 Big 12 BepecHs 2022 p. o IIpoTokony,
octatouHa Bepcisi 6.0 Big 19 mororo 2021 p., aHT/iliCbKOIO MOBOIO; JJomoBHeHHs | 10 MpoTOKOTy
NN8640-4172: rnobanbHMM TiepeTiK K/IIOUOBMX CITiBPOOITHMKIB, BiJNOBiHUX BiAgimiB Ta
3a/lyueHUX K/IIHIYHMX yCTaHOB, octaTouHa Bepcis 16.0 Big 01 BepecHs 2022 p.; [JonoBHeHHs
IT YkpaiHa: mepesik KJIFOUOBUX CIiBpPOOITHUKIB i BiAMOBiAHMX BifziniB, diHambHa Bepcis 6.0-UA
Bif 30 ciung 2023 p., aHraiickkoro MoBoto; IHdopmallis 15 yuacHUKa Ta gopma iHpopMoBaHOi
srogu s OatekiB (koroptu II Ta III), ocratouna Bepcis 3.0-UA(UK) Big 30 ciuns 2023 p.,
yKpaiHCBKOK MOBOO; [HdopMmallis s yyacHuKa Ta ¢opma iHdopmoBaHOi 3roau [ijisi GaThbKiB
(xoroptu II Ta III), ocratouna Bepcia 3.0-UA(RU) Bix 30 ciung 2023 p., poCiiCbKOIO MOBOIO;
Indopmariisi s yyacHuka ta dopma iHdbopmoBaHoi 3roau s 6aThkiB (Koroprta I) ocraTouHa
Bepcig 6.0-UA(UK) Big 30 ciunsa 2023 p., yKpalHCbKOIO MOBOMO; [Hdopmallis A/l yyacHUKa Ta
dbopMa iHpopmoBaHoi 3roam A1 6aTeKiB (Koroprta I) ocrtaTouna Bepcist 6.0-UA(RU) Big 30 ciuns
2023 p., pociticekkoro MoBoto; [Hpopmariisi s yuacHHUKa Ta ¢opMa 3rofii Ha y4acTb AJIs JiTei
6-11 pokiB (koropra I), pinansHa Bepcis 4.0-UA(UK) Big 30 ciuns 2023 p., yKpaiHCbKOIO MOBOIO;
[Hdopmatiist A1t yuacHUKa Ta ¢opMa 3roJu Ha ydacTh Ajis fiteit 6-11 pokiB (koropTa I), piHansHa
Bepcisi 4.0-UA(RU) Big 30 ciuns 2023 p., pociiicbkkoro MoBor0; IH(opmaliisi A1 yyacHHKa Ta
cdopMa 3rou Ha ydacTth Ajis Aiteid 6-11 poki (koroptu II Ta III), dinanbHa Bepcis 3.0-UA(UK)
Bif 30 ciuns 2023 p., ykpaiHCbKOI0 MOBOM; [HdopMallisi A5l yyacHMKa Ta Gopma
3ro/ii Ha y4acTtb Jjis fiteit 6-11 pokiB (koroptu II ta III), dinansHa Bepcis 3.0-UA(RU) Big 30
ciuns 2023 p., pociiicbkoro MoBoto; [HdopMallisi Asis yuacHrKa Ta dopMa iHhopMoBaHOi 3roAu [iist
Jiten 12-13 pokiB, (koropra I), dinanbha Bepcisi 1.0-UA(UK) Big 30 ciuns 2023 p.,
yKpaiHCbKOr0 MOBOMO; [H(opMaliisi A5t yuacHrka Ta dopma iHdopMoBaHoi 3roau Ass Aiteid 12-13
pokiB, (koropra I), ¢inanbHa Bepcis 1.0-UA(RU) Big 30 ciunsi 2023 p., pociiiCbKOIO MOBOIO;
[Hdopmatiist A5t yuacHuKa Ta gopma iHpopMoBaHoi 3roau A Aitert 12-13 pokiB, (koroprta III),
¢dinanbHa Bepcis 4.0-UA(UK) Big 30 ciuns 2023 p., yKpaiHCbKOIO MOBOMW; IHdopmaiiis s
yuacHuKa Ta ¢hopma inopmoBaHoi 3rogu Ass fitel 12-13 pokis, (koropta III), ¢inanbHa Bepcis
4.0-UA(RU) Big 30 ciuns 2023 p.,
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pociticbkkoro MOBOMO; IH(opmaiiisi A1 yuacHMKa Ta gopma iHpOpMOBaHOI 3rofau AJis AiTel Ta
nigniTkiB 14-17 pokiB, (koroprta I), dinampHa Bepcis 1.0-UA(UK) Big 30 ciuns 2023 p.,
yKpaiHCbKOIO MoBOI0; [HdopMarlisi Ajia yuyacHuKa Ta dopma iHbopMoBaHOI 3roau Ajs [iTell Ta
nigniTkiB 14-17 pokiB, (koroprta I), dinanpHa Bepcis 1.0-UA(RU) Big 30 ciuns 2023 p.,
pociticekkoro MoBoto; IHdopmatiis Ay yuacHuka Ta (opma iHbopMoBaHOI 3rofu Ajis AiTed Ta

TiJTITKIB 14-17 pokiB, (koropra III), dinansHa Bepcis 4.0-UA(UK) Bif 30 ciunst 2023
p., YKpaiHCbKOIO MoBot0; [HpopMariisi s yuacHrKa Ta opma iHbopMoBaHOI 3rou /s AiTel Ta
TiJTITKIB 14-17 poki, (koroprta III), pinanbHa Bepcis 4.0-UA(RU) Bizg 30 ciuns 2023

p., pociiickkoro MoBoto; [HdopmMariisi A5 yyacHHKa Ta ¢gopma iHpopmoBaHoi 3rogu koropta III
(nst marjienTiB ki gocsarmu 18 pokiBs i 6inblnie), diHanbHa Bepcis 4.0-UA(UK) Big 30 ciunst 2023
p., YKpalHCbKOIO MOBOM; IH(opmaliis At yuacHHKa Ta opma iHpopmoBaHoi 3roau koropta 11
(Jnst marjienTiB ki gocsarmu 18 pokis i 6inblnie), dinanbHa Bepcis 4.0-UA(RU) Big 30 ciunst 2023
p., pociiicbkkoro MoBow; IHdopmariis i ¢dopma 3rogu Ha yuacTb /[Jisi MapTHepa YyuyacCHHULi
JOCTiKeHHs1 y pa3i mepebiry BariTHOCTi 3 BigxwieHHSMH ab0 HApO/PKEHHSI [AUTHHUA 3
MOpYLIEHHsIM CTaHy 370poB's, giHambHa Bepcis 2.0-UA(UK) Big 30 ciunsg 2023 p., yKpaiHCBbKOIO
MoBowo; IHdopmaris i ¢opma 3rogu Ha yuacTb [jisl MapTHepa Y4acHUL JOC/iZPKeHHs1 y pasi
nepebiry BariTHOCTI 3 BiXWIeHHSMU ab0 HApPO/PKEHHS JUTHWHHU 3 TIOPYIIEHHSIM CTaHy 3/I0pOB'S,
¢dinanbHa Bepcisa 2.0-UA(RU) Big 30 ciunsi 2023 p., pociiickkoro MoBoto; [Hdopmatiisi i ¢popma
3roflM Ha ydyacTh /i1 TIAPTHEPKU YuyaCHUKA [OC/i/KeHHs y pa3i mepebiry BariTHOCTI 3
BiXW/IeHHsIMU ab0 HapO/PKeHHsSI IUTHHU 3 TIOPYIIEeHHSIM CTaHy 3710poB's, ¢iHambpHa Bepcis 2.0-
UA(UK) Big 30 ciunsa 2023 p., ykpaiHCbKOIO MOBOO; IH(opmaliist i ¢opma 3roau Ha ydacTh Ais
napTHepKW Y4YacHUKA JIOC/Ti/PKeHHsT y pa3i repebiry BariTHOCTI 3 BifxuieHHsAMH ab0 HapOKeHHs
JUTUHU 3 TIOPYLIEHHSIM CTaHy 370poB's, (inanbHa Bepcis 2.0-UA(RU) Bix 30 ciuns 2023 p.,
pociticekoro MoBoro; CkpuHIIOT IIlogenHuka «Subject Facing Core Screenshots LogPad N5» Biz
24 Gepe3nsi 2015 p, ykpaiHcekoro MmoBoro; CkpuHmor IIogenHuka «Subject Facing Core
Screenshots LogPad N5» Biz 24 6epe3nst 2015 p, pociiicCbKor0 MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 88 Big 11.02.2016
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Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHzOMi30BaHe, MiKHapO/JHe, 3 AaKTUBHUM KOHTpoJieM, (Bigkpute), (MOJBiliHe cCiiine)
JOCTiKeHHs1 3 TiA00py /103U B MapasielbHUX TIpyrax, 3 OL[iHKK edeKTHBHOCTI Ta Oe3rmeyHoCTi
3actocyBaHHs Tiperiapaty NNCO0195-0092 oauH pa3 Ha TWXZeHb y TOPIBHSIHHI 3 IJOJeHHUM
3aCTOCYBaHHSM Tipernapaty ropmony pocty (Hopaitponin® ®nekclIpo) y miTeii mpermybepTaTHOTO
BiKy 3 fehilliTOM TOPMOHY POCTY, Y SIKUX paHillle He TIPOBO/W/IACS Tepartisi
rperapatamu ropmMoHy pocty», NN8640-4172, ocratouHa Bepcist 6.0 Big 19 motoro 2021 p.

3asgBHUK, KpaiHa

TOB «HoBo Hopaick YkpaiHa»

CrioHCOp, KpaiHa

Novo Nordisk A/S, Denmark

HauanbHuk ®@apManeBTHYHOr0 yIpaB/IiHHA

Tapac IICKOBCHhKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)
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Crucsia xXapakTepuCTHKa JOCTiPKyBaHOTO JiiKapchkoro 3aco0y Cresmapa® Big 09 sumcTomaza
2022 poky, aHrjiificbkoro MoBO0; IHQopmaris A mnaiieHTta goctifpkeHHs Ta  dDopma
[HpopmoBaHOi 3roAu [A/si BUKOPWCTaHHS B YKpaiHi, Bepcis 9.0 ykpaiHCbKOHO MOBOWO Bif 27
motoro 2023 poky; [Hopmariist A5 maiiedTa goctimpkeHHss Ta @opma [HbopMoBaHoi 3roau Ayis
BUKOPMCTaHHSI B YKpaiHi, Bepcis 9.0 pociiicbkkoro MoBow0 Bif 27 motoro 2023 poky; 3MiHa Miclib

MpOBeJieHHs1  K/IiHIUHOTO BUIpOOyBaHHS; 3MiHAa Ha3BUM MICIb TIPOBEJEHHS  KJTiHIYHOTO
BUIIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., ipod. IBanoB B.I1. I.M.H., npod. IBaHoB B.I1.
BiHHUIbKMI 00/1acHUI KTiHiuYHWN rocritanb | KoMyHanbHe — HEKOMepIfiliHe  IMiJTIPUEMCTBO

BeTepaHiB BiliHH, TeparieBTUUHe BiJileHHs
Nel, BiHHUWLBKMI HalliOHaJTbHUM MeJUUYHUI
yHiBepcuteT iM. M.I. Tluporoma, kadezpa
BHYTPILIHbOI MeJuLIMHU Ne3, M. BiHHULA

«BiHHMI[bKAa MiCbKa KJ/iHiYHa JiiKapHs Nel»,
raCcTpPOEHTEepOJIOTiuHe BiAJileHHsl, BiHHULbKUI
HallioHa/TbHUM MeJAUYHUM yHiBepcuteT iM. M.IL.
[MuporoBa, kadeapa BHYTPIIIHLOI MeAULIMHU
Ne3, M. BinHu1Isg

K.M.H. [Janumok C.B.

KomyHanmbHul 3akma KuiBcbkoi o6macHOl
pagu «KuiBcbka o6s1acHa KTiHiUHa JIiKapHs»,
racTpoeHTepoJioriuHe BiaaineHHs, M. KuiB

K.M.H. [lanumok C.B.

KoMyHanbHe  HeKOMepIiiiiHe  MiANPUEMCTBO
KuiBcbkoi obsacHoi pagu «KuiBcbka o6s1acHa
K/IiHIYHA  JTiKapHS», racTpOeHTepoJIoTiuHe
BiZili/IeHHSI K/IIHIYHOTO LIEHTPY TepareBTUYHOr0
ripodinto, M. Kui

A.M.H. ['onoBuenko O.1.

MeauuHuii  KMHIUHHUNA ~ [IOC/iTHULIbKUM
LeHTp MeguUuyHOrO 1|€eHTPY TOBAapUCTBA 3
00OMEXXeHOI0  BiJIIOBiJanbHICTIO «Xenc
KitiHik», BifZin racTpOeHTepOJIOril,

reraTosIorii Ta eHAOKPHUHOJIOTIT, M. BiHHUIA

A.M.H. ['onoBuenko O.1.

ToBapucTBO 3 0OMEXEHOIO BiZTOBiaMbHICTIO
«Menuunuii ueHtp Xenc Kiinik», Menuunui
K/IHIUHUA ~ JOC/TiTHULIbKUK  1IeHTp,  Biagin
racTpOeHTEepOJIOriI, remnaToJsiorii Ta
€H/IOKPUHOJIOTiT, M. BiHHUIA
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Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 2372 Big 04.12.2019

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«bararouienTpoBe, PanzmomizoBane, [lozpiiiHe cmine, ITnaiie6o- Ta AKTHBHO- KOHTponboBaHe
Hocnimkenns 111 ®asu ans Ouinku EdektrBHOCTI Ta Be3neunocti 3actocyBanns Mipikizymaly y
[Marjienrie i3 XBopoOoto Kpona IlomipHoro Ta Tspkkoro Ilepebiry», I6T-MC-AMAM,
3 iHKOpPIOPOBAHO NoMnpaBkowo (e) Bix 23 ymotoro 2022 poky

3asiBHUK, KpaiHa

«Eni Jlinnai Bocrok CAy, [lIBetitapis

CnoHcop, KpaiHa

Eni JTinni eng Kommani, CIITA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JISICKOBCHKUM

(miggmuc) (Bnacse im’st TTPI3BUIIE)
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3pa30K MapKyBaHHS AOCTiPKyBaHOTO Jikapckkoro 3acoby MK-1026, Bepcis 2.0 Big 13 sumHsS
2022 poOKy, aHIJIMCBKOK Ta YKpaiHCbKOIO MOBamM; 3pa30oK CIPOLIEHOr0 MapKyBaHHS
3apeecTpOBAaHOTO B YKpaiHi JIiKapchbkoro 3aco0y, SIKWHA 3aCTOCOBYEThCS B KIIiHIUHOMY
BUMpobyBaHHi A mpotokony MK-1026-003, Bepcisi 2.0 Big 12 cepriHsi 2022 p., yKpaiHCBKOIO
MOBOI0; 3MiHa Ha3BM Ta azipecu CrioHCOpa [OCIiIPKEHHS:
BYJIO CTAJIO

«Mepk Mlapn enp Hoym Kopm.», pouipHe | TOB Mepk [lapn eng Joym (Merck Sharp &
nigrpuemMctBo «Mepk eHp Ko., Tak.», CIIIA, | Dohme LLC),

(Merck Sharp & Dohme Corp., a subsidiary of | Axpeca: 126 Ict JliHkonbH aBeHto, 1i/c 2000,
Merck & Co., Inc., USA), Pagei1, Heto [Ixepci, 07065, CIIIA (126 East
Appeca: Mepk [lpaiiB, 1, mowtoBa ckpuHbeka | Lincoln Ave., P.O. Box 2000, Rahway, NJ
100, w™m. Baiitxayc-CreiiiuiH, 1wmrat Hero- | 07065, USA)

Ixepci, 08889-0100, CHIA (One Merck
Drive, P.O. Box 100, Whitehouse Station, New

Jersey, 08889-0100, USA)

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1966 Bif 15.09.2021

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«docnimkennst I ¢a3u ouinku edektrBHOCTI Ta 6Ge3meuHocti MK-1026 y maijieHTiB 3
reMarTo/IOTIUHUMU  3JIOSIKICHUMM ~ 3axBOproBaHHaAMK», MK-1026-003, 3 iHKOpPIIOpOBaHOIO
noripaBkoro 02 Bizg 01 rpyanst 2021 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BizinoBifanbpHicTI0O « MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn enz Joym Kopm.», pouipHe nmignpuemctBo «Mepk eHz Ko., IHk.», CIIIA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JISICKOBChKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)
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OHoBneHui MpoTOKo/ KhiHiuHoro mocmimkeHHs MOR208C310, ocraTtouHa pepakijisi 8.0 Bix
22 motoro 2023 p.; CMHOICKC OHOBJIEHOTO MPOTOKOJIY AOCIiIpKeHHs, ocTaTouHa peakuis 8.0 Bifj
22 motoro 2023 p., TepeKsaj 3 aHTJINCbKOI MOBU Ha YKpaiHCBbKy MOBY Biz 16 Gepe3ns 2023 p.;
JIucT-00TpYHTYBaHHSI BH/ja/IeHHsI TIPOMIDKHOTO aHaji3y [ OL[iHKK [OL{IbHOCTI TIOZAA/bIIOTO
ripoBeieHHs poctipkeHHss MOR208C310 Big 07 6epesns 2023 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«bararorieHTpoBe paHjiOMi30BaHe, IMO/BIMHO CJiiTe, Miarie00-KOHTPOIbOBaHe AocCmimKeHHs [T
a3y 3 MeTor0 OLIHKK eeKTHBHOCTI Ta Oe3meuyHOCTi JiKyBaHHSI TadacutamMmaboM y MoegHaHHI 3
JIeHaJIiJOMIZIOM 104aTKOBO A0 XimioTeparii 3a cxemoro R-CHOP y nopiBHSIHHI 3 XimioTeparii€ro 3a
cxemoro R-CHOP y naiiieHTiB 3 yriepiiie BUSIBIeHOI [HU(Py3HOH B-KPYMHOK/IITUHHOIO TiM()OMOI0
(ABKJI), siKi paHiie He MPOXOAW/IN JIKyBaHHS 3a LIUM TMOKa3aHHSM i BXOASTh [0 TPy BUCOKOTO
rpoMikHoro abo BHcokoro pusuKy», MOR208C310, octarouHa pegakiiis 7.0 Biz 28 >KOBTHs
2022 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOTO BIATIOBITAJIBHICTFO «I1I EC AM-YKPATHA»

CnoHcop, KpaiHa

«MopgoCuc AI'» [MorphoSys AG], HimeuunHa

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)
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3MiHa KOHTPAKTHOI JOC/TIIHULIBKOI OpraHisariii, BiINOBi/Ia/IbHOI 3@ BUKOHAHHSI BXKJIMBUX 3aB/laHb
nig yac kiiHiyHoro BumpoOyBaHHsi 3rifHo 3 [Ipotokosiom NB-ND021(NM21-1480)-101
«docnmimkennss  ¢asu  1/2  npemapary NM21-1480  (TpicmewiidiuHe  aHTUTIIO [0
PDL-1/4-1BB/CAJI) y AOpOC/IMX TaL[i€HTIB i3 PO3MOBCIO/PKEHUMH COMTiIHUMU MyXIUHaMu»: byno:
«TOB Kiiniuni  gocmimpkenns AWMKOH» [«ICON Clinical Research LLC»], YKpaiHa;
Micre3Haxo/pKeHHs! FOPUAUYHOI 0coOu / Miclie MpoXkuBaHHs (iznuHoi ocobu: By.1. [TonboBa 24, 1-
11 moBepx, 03056, KuiB, YkpaiHa [24 Polova St., 24, 4th floor, 03056, Kyiv, Ukraine]; Ctano: TOB
«Mepmneiic Ykpaina» [Medpace Ukraine LLC, Ukraine], Ykpaina; Miclie3Haxo/iKeHHsI FOpUAAYHOT
ocobu / micue mpoxxuBaHHST ¢i3nyHOT ocobu: FOpuguuHa azpeca: Bys. IlloBkoBuuHa, 6. 38-A,
[Meuepcekuii p-H, M. KuiB, 01004, YkpaiHa [38A Shovkovychna Street, Pechersk District, Kyiv,
01004, Ukraine]; ®isuuHa agpeca: Byna. flpocnasiB Ban, 14A, 01034, KuiB, YkpaiHa [14A
Yaroslaviv Val St., Kyiv, 01034, Ukraine]; 3miHa agpecu crioHcopa gociijpkeHHs: byno: «Hyma0
Teparr’'totikc AI'’» [Numab Therapeutics AGJ; Micije3Haxo/pkeHHs IOPUAWYHOI 0COOM / Micliie
Npo>kuBaHHA (i3nuHOi ocobu: AtunH3signepintpacce 34, CH-8820, Bepencrinb, IllBetitjapis
[Einsiedlerstrasse 34, CH-8820 Wadenswil, Switzerland]; Crano: «Hymab Tepam’totikc AI'»
[Numab Therapeutics AG]; Miclie3Haxo/pkeHHsI FOpUUUHOI 0co0U / Miclie TIPOKMBaHHS (i3UUHOI
ocobm: BaxtobeneinTpacce, 5CH-8810, Xopren, IlIBeiiiapisi [Bachtobelstrasse 5CH-8810,
Horgen, Switzerland]

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 2426 Bif 05.11.2021

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«Jocnimkenns  ¢asu  1/2  npemapary NM21-1480  (tpicnericdiuHe  aHTUTIIO A0
PDL-1/4-1BB/CAJI) y BOpPOC/IMX MAL[i€HTIB i3 PO3MOBCIO)KEHUMU COJIIJHUMU MyxJrUHamMu», NB-
NDO021 (NM21-1480)-101, octatouHa Bepcisi 5.0 Bif 01 BepecHs1 2021 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MesKeHoI0 BifnosiganbHicTio «METENC YKPATHA»

CrioHCOp, KpaiHa

Numab Therapeutics AG, Switzerland /Hymab Tepar’rotikc AT, I1IBeiiiapist

Hauanbauk ®apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac ISICKOBCHKU




(migrmc) (Bnacue im’s TTIPI3BULLIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

3MiHa BIINOBia/JIbHUX AOC/ITHUKIB B MiCLISIX IT

OBe/IeHHsI BUITPOOYBaHHS:

BYJIO

CTAJIO

K.M.H. Koponsoga O.C.

MeauuHM LIEHTP TOBApHUCTBa 3 00MeKeHO0
Bi/ITIOBiJa/IbHICTIO «MeauuHU LIEHTDP
»[loroMora-1iroc», M. Kuis

sikap Cemok O.B.

MeauuHuii 1[eHTDP TOBAapHUCTBa 3 0OMEXeHOO
Bi/JITIOBiJa/IbHICTIO «MenuuHMi LIeHTP
«Jlonomora Ilmroc», M. Kuis

I.M.H., npod. baunHcbka H.FO.

Oy  «IHcTUTyT  repoHTOJIOril  imeHi
I.®. YebotaproBa HAMH Yxkpaiuu», Bifgin
BikoBOI (i3iosiorii Ta martosorii HepBOBOI

cuctemu, M. Kuis

KepiBHUK Biaziny Xosin B.O.

ay «IHCTUTYT TepOHTOJIOT i iMeHi
O.®d. YeborappoBa HAMH VYkpainu», Biagin
BikoBOI (i3iosorii Ta marosorii HepBOBOI
cuctemu, M. KuiB

Howmep Ta gara Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1924 Bif 21.08.2020

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta jara

«baraTolieHTpOBe, paHZiOMi30BaHe, MOJBiliHE
aKTMBHUM TpeniapaToM, gociimkenHs 111 dasu,

Ciline, 3 MOABIMHOIO iMiTalli€r0, KOHTPOJbOBaHe
1110 MPOBOJUTHCS B Mapasie/IbHUX IPyIax 3 OLiHKA

eeKTUBHOCTI Ta Ge3neuHOCTi eBOOpyTHHiIOA y MOpPiBHAHHI 3 TepudIyHOMIZOM B yUaCHUKIB i3
peLMIrBYHOUMM PO3CisIHUM CKJlepo3oM», MS200527_0082, sepcis 5.0 Bizg 08 rpygus 2022 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% inosemHoro iHBecTunielo «AVK’FOBIA P/IC YkpaiHa»

CrioHCOp, KpaiHa

Merck Healthcare KGaA, HimeuunHa

HauanbHuk ®@apManeBTHYHOr0 YIpaB/IiHHA

Tapac JIICKOBCHhKUM

(mignuc)

(Bnacue iv’st TTPI3BUIIIE)




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BHW MiClisl MPOBeJIeHHsT K/IiHIYHOro BUMPOOYyBaHHS; 3MiHa BiJTIOBiJJa/IbHOTO [JOC/TiTHUKA
MiCIli TPOBe/IeHHsI K/TiHiUHOTO BUMPOOYBaHHS:
BYJIO CTAJIO

K.M.H. Buxkra FO.B. K.M.H. 3BeHiropozcska I'.1O.

Binnuipka o6sacHa auTsua  KiiHiuHa | KoMyHasbHe — HeKOMepIjiliHe — ITiTIPUEMCTBO
nmikapHsi,  BigmineHHs — mepiatpii  Nel, | «BiHHuIbKa ob6sacHa JuUTSuYa KTiHIYHA JTiKapHS
BiHHMIIbKMM ~ HaI[iOHa/IbHUK  MeguuHuWi | BinHuipkoi  oOmacHoi  Pagu»,  BiggineHHs
yHiBepcuteT im. M.I. TluporoBa, kadezpa | megiatpii Nel, BiHHMLBKUM HalliOHa/NbHUI
neniatpii Ne2, M. Binauis MeauuHUM yHiBepcuTeT iM. M.I. Tluporoga,
kKadeapa nexiatpii Ne2, M. BiHHUIS

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 248 Bizg 09.03.2017

Has3ga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«/loBroTpuBase, BigKpUTe [JOC/II[PKEHHS 3 TIepioJIoM TIOAA/bIIOr0 CIOCTEPEKEeHHs, SIKe
TIPOBOAUTRCS /TSI BUBUEHHS TIperapaTy TopaluTUHIO TIpH JIiKyBaHHi I0BEHI/IBHOTO i/1i0maTHYHOTO
aptputy (FOIA)», A3921145, 3 iHKopriopoBaHO10 1onpaBkoro 12 Big 06 TpaBHsi 2022 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CrioHCOp, KpaiHa

I[baiizep Tuk [Pfizer Inc], CIITA

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

CP-MGDO019-01, Ilonpaeka 5 go npotokosay Biz 31 xoBTHS 2022 p.; Bk/ItoueHHs anbTepHaTUBHOI
Ha3Bu Lorigerlimab g0 mocmimkyBaHoro nikapcbkoro 3acoby MGDO019; Bpoiirypa gocsigHyka st
MGDO019, Bepcig 5.0 Big 09 rpyans 2022 p.; CP-MGDO019-01, Indopmatiis ass maijieHTa Ta
¢dopma iHpoOpMOBaHOI 3ro/ju — pO3LIMPEHHsT KOTOPTH, [/ YKpainu, (iHanbHa Bepcis 4.0 Big 27
CiuHs 2023 p. yKpaiHChKOK MOBOO, HAa OCHOBI MaliCcTep-Bepcii aHI/iliCbKOI MOBOIO [I/Is
€sporny, diHanbHa Bepcis 7.0 Bif 18 ciunsa 2023 p.; CP-MGD019-01, [Hdopmatiis A/is naijieHTa Ta
dbopma iHopMOBaHOI 3roin — PO3ILIMPEHHs KOTOPTH, A/ YKpaiHu, diHanbHa Bepcis 4.0 Big 27
CiuHA 2023 p. poCiiCbKOK MOBOIO, HA OCHOBi MalcTep-BepcCil aHI/IIMCbKOK MOBOIO /IS
€pony, ¢diHanbHa Bepcis 7.0 Big 18 ciuns 2023 p.

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2147 Big 04.10.2021

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«Bigkpure pocmimkenHs [ ¢as3u, 1[0 Briepile MPOBOAWTLCS HA JIIOAWHI 3 ecKanalli€elo 103U
MGDO019 Ta po3mmipeHHsIM Koroptd, Oicnierudiunoro DART® mnpoteina, 1o 3B'si3ye PD-1 Ta
CTLA-4 y TIAIfieHTiB 3 HeorepabenbHUMU ab0 METACTATUYHUMU HOBOYTBOPEHHSIMI»,
CP-MGDO019-01, IToripaBka 4 g0 npotokosy Biz 02 yepBHsi 2021 p.

3asiBHUK, KpaiHa

TOB «KILIP YkpaiHa»

CrioHCOp, KpaiHa

Makpo/I>xeHikc, IHK. (MacroGenics, Inc.), CIITIA

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[sl TTPOBeZIeHHsI K/TiHIYHOT0 BUIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipod. Cnobozain T.M. I.M.H., ipod. Cnobofin T.M.
MeuuHUH 1]eHTP TOBApHUCTBA 3 00OMeXKeHO | MeIMuHU 1IEHTP TOBapUCTBa 3 0OOMEXeHOH
Bi/ITIOBiJa/IbHICTIO «MenuuHUl  LIEHTP | Bi/NOBiIa/IbHICTIO «MeauuHMi LIeHTDP
«domomora-tuiroc»,  Meauunuii  1eHTp, | «[Job6pobyT-Tlonikminika», HEeBpOJIOriyHe
M. Kuis Bigaisenns, M. Kuis

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«baraTolLieHTpOBe, paHJOMi30BaHe, KOHTPOJIbOBaHE AaKTMBHUM IpenaparoM, IO/BiliHe ciine,
Mo/IBiliHe MacKOBaHe KIIiHiUuHe JOCJi/PKeHHsl B Tapase/ibHUX Tpymnax i3 BUBUYeHHS e(deKTHBHOCTI,
0e3revHOCTi Ta MepeHoCUMOCTi Ge3nepepBHOI MmiAMIKipHOT iH]Y3ii mperapatry ND0612 mopiBHsSHO
3 mepopanbHuM TipuiioMoM IR-LD/CD y marjienTiB i3 xBopobOoto IlapkiHCOHa, y SIKHX
po3BUBalOTLCsA MOTOpHI (aykryartiii (BouNDless)», ND0612-317, Bepcist 3.0 Big 11 mtororo 2021
POKY

3asgBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CrioHCOp, KpaiHa

NeuroDerm Ltd., Israel (I3paisnb)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

[Hdopmatiis as1s yyacHrka i @opma 3rofu Ha y4acTb /s fopocaux (piHanbHa Bepcis 5.0-UA(UK)
Bif 07-bepe3ns-2023, ykpaiHChKOHO MOBOIO; [H(hopMallist A/ist yyacHuKa i @opma 3rofu Ha yuacTh
nns popocivx  (QinaneHa Bepcis 5.0-UA(RU) Big 07-Bepe3ns-2023, pocilicbkolo MOBOLO;
Indopmariist A5 yuacHuka i dopma 3roZi Ha ydacTb i 0aTeKiB (iHanbHa Bepcis 6.0-UA(UK)
Bif 07-Bepe3ns-2023, ykpaiHcbKor0 MOBOMO; IHdopMallis A/st yyacHrKka i PopMa 3rofu Ha ydacThb
[t 6aTeKiB ¢iHampHa Bepcis 6.0-UA(RU) Big 07-bepe3ns-2023, pocifickkoro MOBOO; THhopMatiist
Ji/1s1 yyacHHMKa Ta opma 3rofiy Ha yuyacTh Y AOCTiIKeHHi A migmiTkiB (14—17 pokiB) ¢iHanbHa
Bepcis 5.0-UA(UK) Big 07-bepe3nsi-2023, ykpaiHcbKoro MoBoo; IH(opmaljisi A1s yyacHUKa Ta
dopma 3roau Ha yyacTb y AOCHifKeHHi aAns migmitkiB (14-17 pokiB) ¢iHanbHa Bepcis 5.0-
UA(RU) Big 07-bepe3Hs-2023, poCiiiCbKOI0 MOBOKO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCisd Ta jara

«EdektuBHicTe Ta 0Oesneka npodinakTHYHOro 3actocyBaHHsi KoHIM3ymaly y mnaijieHTiB
3 remodimiero A un b, He yckmagHeHOowO iHribiTopamm», NN7415-4307, diHanbpHa Bepcis 5.0 Bix
25 6epesnst 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick YkpaiHa»

CrioHCOp, KpaiHa

Novo Nordisk A/S (Janis)

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Bpotypa gocnifHuka, npenapat HetoHopM, BuganHas 03 Big 12 rpyans 2022 poky, aHT/IiNCBKOO
MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1773 Bif 20.08.2021

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«[TpocriekTrBHe BifIKpUTe HeropiBHs/IbHe OaraToljeHTpoBe pAociimkeHHs III ¢a3u gy ouiHku
(apmMakoKiHeTHKH, e(eKTUBHOCTi, TepeHOCHMOCTi Ta 0Oe3reuHoCTi mpernapaTy iMyHOr/o0y/iH
JIFOJJUHU [I71s1 TiAIIKipHOTO BBeleHHs1 (HbroHOpM) y MaljieHTiB i3 mepBUHHUMH iMyHOZehillUTHUMU
3axBoproBaHHsMU», NORM-01, Bepcis 04 Bizg 23 cepriag 2021 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

«Oxradpapma  @Papmanestuka  IIpogykrionclec  M.6.X»  (Octapharma  Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

OHoOB/IeHWI TIPOTOKOJ1 KJIiHiUHOTO BUIIPOOyBaHHS, Bepcis 7 Big 07 mortoro 2023 p.; Popma
indbopmoBaHOI 3rofu A/ YacTUHU 2 [OC/i/pKeHHs (AJi TiATBeppyKeHHs [03u), Bepcia 4.0 s
YKpaiHu yKpaiHCBbKOI Ta pocCiiicbkKoro MoBamu Bif, 27 motoro 2023 p. Ha ocHoBi maticTep-Bepcii
dopmu iHdbopmoBaHoi 3rogau Ans poctimkeHHs BP40657, UactunHa 2, Bepcis 6 Big 03 smotoro
2023 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«PanziomisoBane, 6araTorjeHTpoBe, (a3u IB/III gocmimkeHHs dhapMaKOKiHETUKY, eheKTUBHOCTI Ta
0e3mevHOCTi 3aCTOCYBaHHS MiAIKipHOT (hopMU aTe30/1i3yMady y MOPiBHSHHI 3 BHYTPIIITHLOBEHHOIO
dopmoro  are3onisymaby y marjieHTiB i3 paHimle JIiKOBaHMM  MiCI|eBOTIOIIMPEeHNM abo
MeTacTaTUYHUM HeIpiOHOKTITUHHUM pakoM JiereHb», BP40657, Bepcis 6 Big 25 mrotoro 2022 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BifnoBifanpHicTIO «Porn YKpaina»

CrioHCOop, KpaiHa

@. Xoddmans-JIst Poru JITa, IBetitiapis

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

OHoB/IeHe MapKyBaHHS IOC/TiZPKYBaHOTO JTikapchKoro 3acoby Osarapu6 (Olaparib), Tabnetku asist
riepopasibkHOro 3actocyBaHHs (bottle label), Bepcisa 4.0 Bim 13 rpygus 2022 poky; 3anyudeHHs
JI0JJaTKOBOT BUPOOHWYOI JiMSIHKY [I7Is IOC/TiZKYBAHOTO JTikapchKoro 3aco0y Omamapu6 (Olaparib),
TabIeTKU BKPUTI IJTIBKOBOIO 000/10HKOI0 110 100 Mr Ta 150 mr: AstraZeneca AB, I1IBeriis

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUNPOOYBaHHS

Ne 727 Bip 04.04.2019

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCid Ta fara

«PaHgomi3oBaHe, GaraTorieHTpoBe, MOABIHHO cJjiine, Mi>kHapogHe mocmimkeHHs I da3m ans
BUBUEHHsI e()eKTMBHOCTI Ta Oe3meuHOCTi KOMOiHOBaHOI Teparii AypBasymadoM i3 omarapibom
y TIOpiBHSIHHI 3 MOHOTeparii€ IypBaayMaOoM Y sSKOCTi MiJTpPUMyBajbHOI Teparii y TMalli€eHTiB
3 He/IpiOHOK/TITHHHAM pakoM JiereHiB IV cragii, sKi OTprMyBaaM Tepariiro Mepiioi JIiHii, B AKAX
XxBopoba He mporpecyBa’ia Mic/s cTaHAapTHOI XimMioTepariii TperapaToM TUIaTUHU 3 JypBasiyMaboM
(mocnimkennss ORION)», D9102C00001, Bepcist 5.0 Big 09 rpygus 2021 poky

3asiBHUK, KpaiHa

ToBaprcTBO 3 00Me)keHOw0 BiamoBifganbHicTiIO «/JABKOPIT KJIITHIKAJI AEBEJIOIIMEHT
YKPATHA»

CrioHCcOop, KpaiHa

AstraZeneca AB, IlIBeris

Hauanbauk ®apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac ISICKOBCHKUM

(nmigrmc) (Bnacue im’s TTIPI3BUILLIE)



Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Hopatok mo mporokony «HacTaHoBM 11010 TpOBeZieHHS [AOC/IPKeHHs MiJi uac Cepro3HOro
riepeboro» Big 19.09.2022 p.; Indopmariis ans narieHTa Ta ®opma iHbopMoBaHOI 3rou, Bepcis
10.0 ykpaincekoro moBoro Aas Ykpainu Bif 19.01.2023; Indopmanis s naijienta tTa Popma
indopmoBaHoi 3roau, Bepcisg 10.0 pociiicbkkoro MoBoro s Ykpainu Biz 19.01.2023; IogeHHUK
ratjieHTa J/si peectpauii BBeJeHHs JoCaifKyBaHoro rnpemnapary, CNTO1959UCO3001-UKR20,
Bepcis 2.1 Bix 12.09.2022 p. ykpaiHCbKOr0 MOBORO; IIlojleHHUK naljieHTa s peecTpaLii BBeJeHHs
JocnigkyBaHoro rmnpenapary, CNTO1959UCO3001-RUU20, Bepcis 2.1 Bim 12.09.2022 bp.
OCifiCbKOIO MOBOIO; 3MiHa Ha3BM MiClisl IPOBe/IEHHSI KJIiHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO

A.M.H. ['onoBuenko O.I. A.M.H. ['onoBuenko O.1.
MeuuHu 1[eHTP TOBapUCTBa 3 0OMekeHOIO | ToBapuCTBO 3 0OMeXeHOH BiJTOBiJa/NbHICTIO
BianoBiganeHicTIO «Xenc Kninik», Biagin | «Meguunnii Llentp Xenc Kninik», Meguunuii

racTpOeHTEePOJIOril, reraToJorii Ta | KMHIYHUM  [OCTiAHULILKUN  1[eHTp,  BiAgina
€HJIOKPUHOJIOTiI ~ MeJWYHOro  KJ/IIHIYHOI'O | raCTPOeHTepOoJIOrii, rernaToJsIorii Ta
JIOC/Ti THALIBKOTO LIEHTPY, M. BiHHULS €HJIOKPHUHOJIOTi1, M. BiHHHLIS

Howmep 1a sata Hakasy MO3 mipo Ne 767 Big 02.04.2020

TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, 0OaraTOl|eHTPOBe, TIO/BiliHe cjiine, TUIAle00-KOHTPOJIbOBAHE  KITiHIUHE
pJocrimkenHss 2b / 3 ¢$a3u B mapanenpHMX rpymnax [jis OL[iHKKM e(eKTUBHOCTI Ta Oe3rneuHoCTi
rycesibkymMaOy B TMal[ieHTiB i3 CepefHLOrO CTYIMEHI0 TSDKKOCTI Ta TSDKKMM —aKTHBHUM
HecrieldiyHMM BHUpa3koBuM KomiTom», CNTO1959UCO03001, 3 nonpaBkoto 3 Big 12.09.2022 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», benbris

CrioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TTPI3BUIIIE)



Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Jluct-po3’sicHenHst Bix 14 mororo 2023 poky go IIporokony KiiHiuHOro BUMIPOOYBaHHS
BJT-778-001, Bepcis 1.0 Biz 28 >xoBTHS 2022 pOKY, aHIVIIKCHKOIO MOBORO; JIMCT-pO3’ICHEHHS BiJ
22 mororo 2023 poky go Ilporokony kmiHiuHoro BumpoOyBanHsi BJT-778-001, Bepcisi 1.0 Bif
28 xoBTHs1 2022 poOKy, aHIJiACBKOI MOBOM; JIMcT-po3’sicHeHHs Bif 01 Gepe3nsi 2023 poky 10
[Tpotokony KnmiHiuHoro BurpoOyBaHHs BJT-778-001, Bepcis 1.0 Big 28 xoBTHS 2022 pOKYy,
aHIJIIICBKOK MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 742 Bim 17.04.2023

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«®a3za 1/2a, panpoMizoBaHe, TMIal[eb60-KOHTPO/ILOBAHE [IOC/Ii/DKEHHS [Ji OLIIHKW 0Oe3rneKku,
NepeHoCHUMOCTI, hapMaKOKiHEeTHKU Ta MPOTUBipyCHOI akTUBHOCTI npeniapaty BJT-778 y 3n0poBux
I0OPOBOBIIIB Ta MAllieHTIB i3 XpoHiUHOIO iHbeKIlielo Bipycy rematuty B, BK/IOUalOud TAIji€EHTIB
i3 xpoHiuHoto iH(eKIliew Bipycy remnatuty Dx», BJT-778-001, Bepcis 1.0 Big 28 >koBTHs 2022 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEICIH», Ykpaina

CnoHcop, KpaiHa

brroket TepanbtoTikce, IHK. [Bluejay Therapeutics, Inc.], CIIIA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Ononena bporrypa gocnigavka IgPro20, Imynorno6ysnin moguau G(human immunoglobulin G) /
Xizentpa (Hizentra®) / IgPro20, Bepcisa 13.0 Bix 10 moToro 2023, aHI/1iliCbKOIO MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«docmimkeHHs: 3 OI[iHKA e(eKTUBHOCTI, Oe3meuHOCTi Ta (apMaKOKiHETHKU TIPU 3aCTOCyBaHHi
npeniapaty IgPro20 (imyHorymoOymiHy [ TiJIIKipHOTO BBeZieHHs, Xi3zeHTpa®) y 10pOCIUX
nanieHTiB i3 gepmaromiosutom (M) - nocnimpkennss RECLAIIM», IgPro20_3007, nonpaBka 4 Bif,
20 >xoBTHS 2022 p.

3asiBHUK, KpaiHa

TOB «ApgBanceq KiiHikan», YKpaiHa

CnoHcop, KpaiHa

CSL Behring LLC, USA / CiEcEn Bepinr EnEnCi, CIITA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

OnoBnena dopma iHdopmoBaHOi 3rofu, Bepcig 5.0 Ans YKpailHM yKpaiHCBbKOKO MOBOI Bif
20 G6epe3ns 2023 p. Ha ocHoBi maiictep-Bepcii popmu iHpopmoBaHOI 3rofu AJisf AOCTiAKeHHS
BN42082, Bepcis 3, Bix 27 xoBTHA 2021 p.; 3miHa BiJNOBIJAanbHOrO AOCAIHUKA Y MIiCLi
TIPOBE/IEHHS K/TiHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO

A.M.H. Kupuuenko A.T'. Jikap 3axaposa JL.A.

KomyHanbHe HekomepliliHe miAnpueMctBo | KoMyHanbHe — HeKOMepliiliHe — MiJTIPUEMCTBO
«Micbka KJIiHIYHa JIiKapHsA Nel6» | «MicpKa KiiHiuHa ikapHA Nel6» [JHINMPOBCBKOL
JHINpOBCHKOI MICBKOI pajy, HEeBPOJIOTiYHE | MICbKOI  pajy, HEeBPOJIOTiYHe  BiJfi/eHHs,
BigmisenHs, M. /THinpo M. [THirpo

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3ga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«bararorjeHTpoBe, paH/I0Mi30BaHe, TO/IBiliHe CJiirle, KOHTPOJ/IbOBaHe Aoc/impkeHHs da3u IIIb gns
OLIiHKM e(heKTUBHOCTI, 6e3revyHoCTi Ta (papMaKOKiHETUKH BHUINUX /103 OKpesi3yMady y J0pOC/IuX
TMALIEHTIB 3 PeLMAMBYHOUMM PO3CisTHUM CKepo3omM», BN42082, Bepcis 3 Bij 27 xoBTHs1 2021 p.

3asgBHUK, KpaiHa

ToBapUCTBO 3 0OMeXXEeHOI0 BifiNOBianbpHiCcTIO «Porn YKpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [Belitiapis

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TIPI3BUIIIE)



Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gocmigHuka mikapcbkoro 3aco0y SAR442168 (Tonebpytuni6), Bepcisi Nell Big
02 Gepe3nst 2023p., aHrmiKcbKO MOBOI; OCHOBHa iH(oOpMallisi Tpo Aoc/ifkeHHsT Ta (opma
indbopmoBaHoi 3rogu, Bepcisi 9 Big 27 mtortoro 2023p., aHriMCbKOIO MOBOM; IH(opmatis ass
narjieHTa i ¢opma iHdopmMoBaHOI 3roau, Bepcis Ans YKpainu Ne8 Big 14 Gepe3ns 2023p. (Ha
ocHoBi OcHoBHOI iHbopMmaliil Tipo AocimpkeHHs: Ta dopmu iHbopMoBaHOiI 3roau, Bepcis 9 Bix 27
motoro 2023p.), yKpaiHChbKOIO MOBOIO; [H(MopMmaliist 115 maijieHTa i dopma iHdhopMoBaHoi 3roau,
Bepcig ansi Ykpaiaum Ne8 Bim 14 6Gepesnsi 2023p. (Ha ocHoBi OcHOBHOI iH(popMariii mpo
JociimkenHs i dopmu iHdopMoBaHoi 3rosu, Bepcisi 9 Bif 27 moTtoro 2023p.), poCiiicbkoro MOBOIO;
3MiHa Ha3BM MiCIIsl MPOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. XaByHKa M.{. K.M.H. XaByHKa M.{.
KomyHaneHe HekoMmepliiHe mignpuemMcTBo | KomyHaibHe — HeKOMepLiliHe — MiJTIPUEMCTBO
«5-a MiCbKa KJIiHIUHa JiikapHs M. JIbBOBa», | «JIbBIBCbKe TepuTOpiasbHe MeJUuHe
HeBPOJIOTiyHe BiazineHHs, M. JIbBiB 00’eqHanHsT  «KiiHiuHAa JliKapHA TUIAHOBOTO

nmikyBaHHS,  peabimiTarii  Ta  masiaTMBHOL
JIOTIOMOTW», BiJJOKPEeMJIEHWMM MiApo3fin  «5-a
JlikapHsi», ~ HEBpOJIOTiYHe  BiAAiZeHHA 3
MeJIMUHO0 peabimitaliero, M. JIbBiB

Howmep Ta gara Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 2487 Big 17.12.2019

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«[1oBrocTpoKOBe pO3IIMpeHe [OC/i/KeHHs 3 OL[iHKKA 0Oe3rekd Ta e(eKTHBHOCTI mMperapary
SAR442168 y yuaCHUKIB AOC/I/pKeHHS 3 peLiiJMBYIOUMM pO3CISSHUM CKiepo3oM», LTS16004,
3 nonpaBkoro 07, Bepcis 1 Big 12 rpyans 2022 poky

3asgBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CrioHCOp, KpaiHa

Genzyme Corporation, USA (/I)xen3aiim Kopnopeiiis, CILIA)

Hauanbauk ®apManeBTHYHOr0 ynpaB/IiHHS Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s ITPI3BBULLE)



Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Bpowypa gocrigaika JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI® (selexipag), BupaHHs
18 Big 03.02.2023 p.

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 310 Big 23.02.2021

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«baraTolieHTpOBe, 3 0IHMM DYKaBOM JIiKyBaHHS, BiIKpHTe, JOBrOTpUBase K/iHIUHe JOC/iIKeHHs
crioctepe>keHHsT OesreuHocTi Cesekcinary y ydYacHUKIB, siKi Opaay yd4acTb y ToTnepeiHbOMY
K/IiHiYHOMY pociigkeHHi Cenekcinary», 67896049PUH3001, 3 IMonpaskoro 2 Big 26.10.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besbris

CrioHCcOop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

Hauanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

[HdopmariiiiHuii ucToK i dopMa iHdopMoBaHOi 3roy, octaTouHa peAakiis 9.0 A YKpaiHu Bif
29 BepecHs 2022 p., OCTaTOUHUWI MepeK/iazl 3 aHIJIiChKOI MOBH Ha POCIMCHKY MOBY Bizi 17 6epe3Hst
2023 p.; 3mMiHa MicClis TTPOBe/IeHHs K/iHIYHOTO BUTTPOOYBAHHS:

BYJIO CTAJIO
I.M.H., pod. IBanoB B.I1. I.M.H., npod. IBaHoB B.I1.
BiHHUIbKMI 00/1acHUI KTiHIUYHWN rocritanb | KoMyHanbHe — HEKOMepIfiliHe — IMiTIPUEMCTBO

BeTepaHiB BiliHU, TepareBTUYHe Bij/ileHHs
Nel, BiHHWLBKMM HalliOHaJTbHUM MeJUUYHUI

«BiHHMIIbKA MicbKa KJ/IiHIYHa JiikapHs Nelw,
raCcTpOEHTEepOJIOTiuHe BiAJiTeHHsl, BiHHULbKUI

yHiBepcuteT iM. M.I. TTuporoma, kadezpa
BHYTPILIHbOI MeJuLIMHU Ne3, M. BiHHULA

HallioHa/IbHUMN MeJUUHUI yHiBepcUTeT
iMm. M.I. TluporoBa, Kadeapa BHyTpilIHBOL
MeauiHU Ne3, M. BiHHUIIS

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 838 Big 10.12.2015

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«Bigkpute, OararolLeHTpOBe, po3UIMpeHe AOCTipKeHHs1 (a3 3 [yisi BUBUEHHSI TIePOpPasbHOTO
3actocyBanHsi RPC1063 B sKoCTi Teparii y Talli€eHTiB 3 MOMipHUM ab0 TSPKKUM BHPa3KOBUM
kostitom», RPC01-3102, pepaxkiiist 10.0 Big 10 ceprias 2022 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OEMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«CenmpkeH IntepHemnn I, Capsi» (Celgene International II, Sarl) («CIC II»), [IIBelitiapis

HauanbHuk ®@apMarneBTHYHOr0 yIpaB/IiHHSA

Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s ITPI3BBULLE)



HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa pociigHUKa AoCmipKyBaHoro yikapebkoro 3acody ARGX-113 (Efgartigimod), BumanHs
11.0 Big 13 rpyans 2022 p., aHriilcbkor MoBoro; [logarok 1 Big 13 ciunsa 2023 p. mo bporypu
JOCTTiTHUKA JOCTipKyBaHoro Jiikapcbkoro 3acoby ARGX-113 (Efgartigimod), Buganns 11.0 Bifg
13 rpyans 2022 p., aHIIilCHKOI0 MOBOKO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUNPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCid Ta fara

«Bigkpute npogoBxeHHs fgociaigkeHHs ARGX-113-1802 g BUBYEHHS [OBMOCTPOKOBOI
Oe3rneuHoCTi, IepeHOCUMOCTI Ta edekTBHOCTI Tipertapary Edrapririmog PH20 s mifgmkipHOTo
BBe/IeHHs y MAlli€HTIB i3 XpOHIUHOW 3arajbHOI JIeMi€jliHi3yrouoro rnosiHerponarieo (X3IT)»,
ARGX-113-1902, Bepcisi 4.0 Big 07 ciung 2021 p.

3asiBHUK, KpaiHa

TopapuctBo 3 OO0mexeHoro BianoBiganeHicTio «KoHTpakTHO-[ocmigaumnbka Opranizaliis
InHOapm-YKpaiHa»

CrioHCOop, KpaiHa

argenx BVBA, Belgium/ apgyxenkc BBBA, Benbris

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs KJTiHIUHOTO BUTIPOOYBaHHS:

«KuiBCcbKa MicbKa K/iHiYHa JikapHs Ne3»
BUKOHABUYOI'0 OpraHy KHUIBCbKOI MiCbKOI
pagu  (KuiBcbkKOoi ~ MicbKOi  fep>kKaBHOI
aaMiHicTparlii), KapAiooriude BifJiseHHsS 3
rajiaTor0 iHTEHCHUBHOI Teparii, B T. 4. 3
nikkamu iH(apKTHOTO Ta peBMaTO/IOTiYHOTO

nipodisto, HauionanbHuit MeJUUHUI
yHiBepcuteT iMeHi O.0. boromosblg,
Kadenpa BHYTpIlIHBOI MeguUUHHA  Ne3,
M. KuiB

BYJIO CTAJIO
I.M.H., npod. SIpemenko O.b. I.M.H., ipod. fpemenko O.b.
KomyHaneHe HekoMmepLiiHe mignpuemMcTBO | KomyHaibHe — HeKOMepLiliHe — MiJTIPUEMCTBO

«KuiBcbKa MicbKa KiiHiyHa JtikapHd Ne3»
BUKOHABUYOI'0 OpraHy KHIBCBKOI MICBKOI paju
(KuiBcbKOi MiCbKOI Jiep)kaBHOI ajMiHicTpaiiii),
BiaziseHHs1 Tepanii, HailioHasbHUN MegUUHUI
yHiBepcuteT iMeHi O.O. Boromosnblis, Kadenpa
BHYTPIIIHBLOI MeAULIMHU Ne3, M. KuiB

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3ga kiiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«baraToleHTpoBe, paHOMi30BaHe,

TIO/IBikHe

cniire, T1alie60 KOHTPOJBbOBAaHe — KITiHIUHEe

nocimimkenHss 3b ¢a3u g OIiHKKM eeKTUBHOCTI Ta 0e3reyHOCTi MpH3HAueHOro TifIIKipHO
rycesibKymMaOy y TIALi€EHTIB 3 aKTUBHUM TICOPiaTUUHUM apTPUTOM, siKi paHillle Majy HeI0CTaTHIO
BiJINOBigL Ta/abo HeMepeHOCHMICTh JIIKyBaHHS OJHMM 3 iHTiOiTOpiB (haKTOpy HEKpO3y MyX/UH
anba», CNTO1959PSA3005, 3 monpaskoro 1 Big 12.05.2022 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», benbris

CrioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

HauanbHuk ®@apManeBTUYHOr0 YIpaB/IiHHA

Tapac ISICKOBCHhKHN

(migmuc)

(Bnacse im’st [TPI3BULIE)




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenuii nporokon ROR-PH-301 (APD811-301), 3 iHKOpriOpoBaHOIO TIOMpaBKOK 5 Bij
14 rpypnsa 2022 poky; bpomypa gocnignvka Paninenar (APD811), Buganns 12 Big 19 rpyans
2022 poKy, aHriicbKo MOBOIO; [HdopMallitinmii ircTok i popma 3roau, Bepcist V6.0UKR(uk)1.0
Bif 02 Oepe3ns 2023 poKy, mepeknaj] yKpaiHCbKO0 MoOBow Biz 08 6Gepesnsi 2023 poky;
Indopmariitianii mctok i gopma 3roau, Bepcisi V6.0UKR(ru)1.0 Bixm 02 6Gepesnsi 2023 poky,
riepeksaz; pociiicbkoro MoBoto Biz 08 6epesnst 2023 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 636 Big 22.03.2019

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«ADVANCE OUTCOMES pocnigpkeHHst eheKTUBHOCTI Ta 6e31euHOCTi pasiHenary, CrpsMoBaHe
Ha TOJIMIIeHHs pe3y/bTaTiB JIKyBaHHs IAL{I€HTIB i3 JlereHeBOK apTepiasbHOI0 TilepTeH3iero»,
ROR-PH-301 (APD811-301), 3 iHKopnopoBaHO0 1onpaBKoro 4 Bif 25 uepBHsi 2021 pokKy

3asiBHUK, KpaiHa

Iianpuemctso 3 100% iHosemHoto iHBectuiielo «AMK’FOBIA PJIC YkpaiHa»

CrioHCOop, KpaiHa

«FOnatiten Tepar’'totikc Koprniopetiiia» (United Therapeutics Corporation), United States

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

[TogoB)KeHHsT TPUBAIOCTi TIPOBe/leHHs KJIiHIUHOro BUTMPOOyBaHHS B CBiTi Ta B YKpaiHi go 31
rpyHs 2024 p.; 3pa3ky eTUKeTOK /il YKpaiHH, ocTaTouHa pejakuis 2.0 Big 17 6epesns 2023 p.,
repeksia/l 3 aHIJIIACHKOI MOBU Ha YKpalHCbKY MOBY Bifj 22 Gepe3nsi 2023 p.; AaMiHicTpaTUBHUM
JIMCT-po3’sicHeHHs Bifg 19 ciuna 2023 p. po Ilporokony KiiHiyHOro pociifpkenHs PTKO0796-
CABP-19302, pepmakuis 5 Big 19 nucromaga 2020 p., CTOCOBHO TPHBA/IOCTI AOC/iI>KEHHS;
AJMiHICTpaTUBHUM JUCT-pO3’sicHeHHs Bif 12 ceprHa 2022 p. go IIpoTokony K/aiHIYHOTO
nocaimpkenas PTK0796-CABP-19302, penakuis 5 Big 19 mucronaza 2020 p., Ta 3pa3KiB eTUKETOK
JOCJTi/KYBaHOT'O JIIKapCHKOT0 3aC00y CTOCOBHO YMOB 30epiraHHs oMaJalliK/IiHy

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 3059 Bif 29.12.2020

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO/, BepCisd Ta jara

«baraTolleHTpOBe paHOMi30BaHe, TMOZBIWHO Clille MOpPiBHS/IbHE AOCTIKeHHS Oe3revyHocTi i
eeKTUBHOCTI OMa/Ial[UK/TiHy Ta MOKCHU(JIOKCAIWHY, 110 3aCTOCOBYIOTHCSI BHYTPIIIHLOBEHHO ab0
TepopasibHO TIPU JIIKyBaHHI JOPOC/IMX TALli€HTIB i3 HErocmiTaJpHOI OaKTepia/bHOK MHEBMOHIE0
(ITTb ¢aza kmiHiuHMX BUNpoOyBaHb)», PTK0796-CABP-19302, pegmakiiis 5 Bim 19 sucromaga
2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZIMIOBIJTAIBHICTIO «I11 EC AI-YKPATHA»

CrioHCOp, KpaiHa

«[Taparek ®apmacbioTikan3 IHkopriopeiten» [Paratek Pharmaceuticals, Inc.], CIIIA

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/JTIOBiJJa/IbLHOTO AOC/IHUKA y MICIi TIPOBeIeHHS KJIiHIYHOTO BUIIPOOYBaHHS Ta 3MiHa
Ha3BU MiClisg TPOBe/IEHHs K/TiHIYHOTO BUMPOOYBAHHS:

BYJIO CTAJIO
O.M.H., ipo¢. Kusk FO.T. nikap Jla6inceka O.€.
KoMmyHanbHa MicbKa KiiHiuHa JiikapHs | KomyHaibHe — HeKoMeplijiliHe — TiJTIPUEMCTBO
LIBUKOI MeJUUYHOI goroMoru M. JIbBOBa, | «J/IbBiBChbKe TepuTopiasbHe Me[uuHe
KapziosioriuHe BifmisieHHs1 s iHbapKTHUX | 00’ €aHAHHS «bararomnpodinbHa KJIIHIYHa
XBOpUX, JIbBIiBCHKUM HaujioHanbHuM | JIiKapHA IHTEHCMBHHUX METOMIB JKyBaHHA Ta

MeJUUYHUM  yHiBepcuTeT iMeHi J[laHW/a | IBUJKOI MeAWYHOI JIOTIOMOTW», BiJineHHs
Famuupkoro, kadenpa ciMeiiHOI MeJUIMHU | KapAiosorii  Ta  perepdysiiiHoi  Teparii,
(dakynbTeTy MiC/IIAUTIIOMHOT OCBiTH, | JIbBiBCHKUIA HallioHaTbHUHN MeJUYHUI
M. JIbBiB yHiBepcuTeT imeHi [lanuna [amuipkoro,
kadeapa cimeitHoi MeAMIMHU  (aKYJIbTETYy
MiCISAUIVIOMHOI OCBITH, M. JIBbBIB

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 2030 Big 07.11.2018

Has3ga kiiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, OaraTOLleHTpOBe, IIO/IBiliHe ciiire, TUIAI[e00-KOHTPO/ILOBAHE JOC/IiIPKeHHS
TpeThoi (ha3u y mapaseslbHUX rpynax /il BUBUeHHS e(eKTUBHOCTI Ta Oe3meku npernapary CSL112
y TAaLi€eHTIB 3 TOCTPUM KOPOHapHUM cuHApomom», CSL112_3001, Bepcis 3 mompaBkoro 1 Bif
10 Bepecns 2019 poky

3asiBHUK, KpalHa

ToBapuctBo 3 obmexxkeHow BigmnoBigampHicTIO «/IABKOPIT KJITHIKAJT OEBEJIOIIMEHT
YKPATHA»

CrioHCOp, KpaiHa

CSL Behring LL.C, United States

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnignvka Durvalumab (MEDI4736), Buzganus 18 Bim 01 snucromaga 2022 poky,
aHTrMiCbKOI0 MOBOIO; [lofjaTOK [0 TPOTOKOy_PekoMmeHzallii 1100 KOHTPOJIFO TOKCHUYHOCTI
(TMGs), Bepcis Bix 28 xoBTHs 2022 pOKY, aHT/1ilICbKOI0 MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2487 Big 17.12.2019

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«Bigkpure, 6araTorieHTpoBe, MDKHApPOZIHE [TOC/Ti/IXKeHHs [I/Is OL[iHKH JJOBIOCTPOKOBOI 6e3rmeuHoCTi
Ta e(eKTUBHOCTI y TIALli€eHTIiB, sKi 3aCTOCOBYIOTb abo paHillle 3aCTOCOBYBaid AypBaayMab 3a
iHmmmu nipotokoaamu (WAVE)», D910FC00001, Bepcist 4.0 Big 12 kBiTHs1 2022 poKy

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTunielo «AVK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



Honatok 27

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

25.04.2023 Ne 774

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii [IpoToKon KiHIYHOTO AOCHiKeHHs, Bepcis 4 Bifg 21 rpygHs 2022 p., aHT/IiCbKOO
MOBOMO; 3pa3ok I[locibHMKY 3 iHpOpMOBaHOI 3rofu [Jisi YYaCHHKIB [JOCTiPKEeHHS, YKpaiHCHKOO
MOBoOI0, Bepcis 2.0 Big ciuns 2023p.; 3pa3ok KepiBHuI[TBa 10 OTpHMaHHIO iH(POPMOBAHOI 3rou
JIUIST YYaCHULIb AOC/TiI>KeHHsI, pocitickkoro MoBoto, Bepcis 2.0 Bia ciuns 2023 p.; Indopmatiist gis
raijieHta Ta dopma iHbopMoBaHOI 3roAu A/ YKpaiHW, aHT/IiMChKOO MoBOM, Bepcis 4.0 Bif
27 motoro 2023 p.; Indopmauis Ans naiieHTa Ta gopma iHdopMoBaHOI 3rofu AJsi YKpaiHy,
yKpaiHCbKOIO MOBOMO, Bepcis 4.0 Big 27 mtotoro 2023 p.; Indopmauisa asis naijieHTta Ta ¢opma
indopmoBaHoi 3rogu i YKpaiHu, pocilicbkoro MoBorw, Bepcis 4.0 Big 27 motoro 2023 p.;
GO42784 ®opma iHboOpMOBaHOI 3roZii Ha BHUKOPHUCTaHHSI Ta PO3KPUTTs iHdopmallii nMpo cTaH
3/10pOB’s TIiJ] Uac BariTHOCTI, /151 YKpaiHW, aHI/TiMCbKO MOBORO, Bepcisi 3.0 Big 22 mortoro 2023
p.; GO42784 ®opma iHbopMOBaHOI 3ro/ii Ha BUKOPUCTaHHS Ta PO3KPUTTs iH(opMallii mpo cTaH
3[l0pOB’s I1iJ] YyacC BariTHOCTI, [y1g YKpaiHW, YKpaiHCbKO MOBOO, Bepcis 3.0 Bizg 22 mororo 2023
p.; GO42784 ®opma iHbopMOBaHOI 3ro/ii Ha BUKOPUCTaHHS Ta PO3KPUTTs iH(opMallii mpo cTaH
3[10pOB’4 MiJ| Yac BariTHOCTI, AJ11 YKpaiHH, pOCikChKO0 MOBOMO, Bepcid 3.0 Bif 22 motoro 2023 p.;
3anydeHHs1 JTiKapChbKOro 3aco0y cymyTHboi Teparmii I'o3epeniny aterar (3omagekc, Zoladex,
Goserelin acetate), immaaHTaT y TOnepegHbO HAMOBHEHOMY wLIMpHLi, 3,6 Mr (BHUPOOHUK:
ASTRAZENECA UK LIMITED, Benuka Bpuranisi); 3anyueHHsl JliKapcbkoro 3acofy CymyTHBOI
tepanii Jlelinpopeniny aterat (IIpoctanm SR DCS, Prostap SR DCS, Leuprorelin acetate),
MOPOILIOK Ta PO3UMHHUK [I/Is1 CyCIeH3ii /151 iH'eKLil B morepejHb0 HAallOBHEHOMY LUTIPUL, 3,75 MT
MopomIKy Ta 1 Ma crepuibHOro po3urHHUKa (BupooHUK DELPHARM NOVARA S.R.L., ITanis);
3anmydeHHs1 JliKapcbkoro 3acoby cymyTHbOi Teparmii Tpumnrtopeniny areraT ([dekamentusn SR,
Decapeptyl SR, Triptorelin acetate), TOpOIIOK AJii TIPUTOTYBaHHSI CyCrieH3ii [y iH’ ek,
mikapcbka ¢opma 3 yIOBiTbHEHMM BUBi/IbHEHHsM, 3 Mr i po3uMHHHWK (BUpOOHMK: IPSEN
PHARMA BIOTECH, ®panuis); KopoTka xapakTepucTMKa Ha JiKapcbkuii 3aci6 Zoladex,
IMIUIaHTaT y rornepejHbO HArlOBHeHOMY Lunpuiyi, 3,6 mr, Big 13 TpaBHsa 2021 p.,
aHIJIiMCBKO MOBOIO; KopoTka
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XapaKTepUCTHKA Ha JTiKapChKui 3acib Zoladex, iMriiaHTaT y TonepeHbO HAIOBHEHOMY IIIPHLIi,
3,6 mr, Big 13 TpaBHsa 2021 p., yKpailHCbKOIO MOBOK; KOpOTKa XapakTepuCTHKa Ha JIiKapChbKUU
3aci6 Prostap SR DCS, mopoIiok Ta PO3UHMHHMK [/ CyCrieH3ii As iH'ekiiii B TornepegHbo
HaroOBHEHOMY LUTIPULY, 3,75 MI MOPOLIKY Ta 1 MJI CTepU/IbHOIO PO3YMHHUKA, Bif 24 cepriag 2020
p., AHTJIHCBKOIO MOBOI; KopoTKa XapakTepuCTHKa Ha JIiKapchKui 3aci6 Prostap SR DCS,
TOPOLIOK Ta PO3YMHHUK [1JIs1 CYCIeH3il A1l iH'€KLii B MornepeAHb0 HAlIOBHEHOMY LUTIPULIi, 3,75 Mr
MOPOLIKY Ta 1 MJ/I CTepUIBHOrO PO3UMHHMKA, Bif 24 cepriHa 2020 p., yKpaiHCBKOK MOBOIO;
KopoTka xapakTepucTHKa Ha mikapcbkuii 3aci6 Decapeptyl SR (Hdekamentun SR, Triptorelin
acetate, TpurnropesniHy aieTar), MOPOLIOK [jisi IPUTOTYBaHHSI CyCIeH3ii [/s iH’eKuii, /iKapcbKa
¢dopma 3 yroBifibHEHUM BUBiIbHEHHsIM, 3 MT, Bif 27 kBiTHa 2022 p., aHI/iNACHKOI MOBOIO;
KopoTka xapakTepucCTHKa Ha jikapcbkuii 3aci6 Decapeptyl SR ([ekamentun SR, Triptorelin
acetate, TpunropesiHy aieraT), MOPOLLIOK JJisi IPUTOTYBaHHS CYCIeH3il /sl iH’eKii, Jikapcbka
¢dopMa 3 yroBiZIbHEHUM BUBIJIbHEHHSIM, 3 MT, Bif 27 kBiTHsA 2022 p., yKpaiHCbKOI MOBOIO; 3pa3ok
MapKyBaHHsI JTiKapCbKOro 3aco0y ['o3epeniHy aierar, iMIuiaHTaT y ToniepeJHbO HArlOBHEHOMY
wmnpui, 3,6 mMr, yKpaiHCbKOH MOBOMO, Bifl 17 yrotoro 2022 p.; 3pa30K MapKyBaHHS JIIKApCbKOrO
3aco0y JlelnpopesiiHy arjetaT, TIOPOIIOK Ta PO3UMHHUK [I/Is CYCTeH3il Jyis iH'eK1iili B TIonepeHbO
HarlOBHEHOMY IUTIPHLI], 3,75 Mr MOpOoIKY Ta 1 M/ CTepUIbHOIO PO3YMHHUKA,
YKpaiHCBKOIO MOBOI, Big 17 motoro 2022 p.; 3pa3oK MapKyBaHHsSI JiKapChbKOTO 3aco0y
TpunropeniHy aijerat, MOPOILIOK [Jisi PUTOTYBaHHS CyCIieH3il Ay iH’ekuil, fgikapcbka ¢opma 3
YIOBI/IbHEHUM BUBIIbHEHHAM, 3 MI' I PO3UMHHUK, YKPAiHCbKOX MOBOMO, Bif 30 cepris 2022 p.

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 2237 Bif 18.10.2021

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«PaHgomi3oBaHe, BifkpuTe, GaraToreHTpoBe AociimkeHHs1 (a3u I 3 orfiHku edeKTUBHOCTI Ta
0e3meuyHoCTi a/i’FOBAaHTHOI Teparlii TipefeCTpaHTOM TIOPiBHSHO 3 a/’FOBAHTHOI eHJOKPUHHOIO
MOHOTepari€0 3a BUOOpPOM JliKapsi B TALi€HTIB 3  eCTpPOTeH-peLenTop-TI03UTUBHUM,
HER2-HeraTuBHMM pakoM MOJIOYHOI 3a/1031 Ha paHHiu cragii», GO42784, Bepcis 3 Big 30 uepBHA
2022 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHoro BianoBigampHiCTIO  «KOHTpaKTHO-ZOCTITHUIIbKA — OpraHi3arfist
IHHO®apm- YKpaiHa»

CrioHCOp, KpaiHa

@. Xodbdmanu-JIsa Pom Jita, [IBetitapis (F. Hoffman-La Roche Ltd., Switzerland)

Hauanbauk ®@apmaiieBTHUHOr0 yNpaBJ/IiHHSA Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s TTIPI3BUILIE)



