Hoparok 1

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosnenuit [Ipotokon NN6535-4725, ¢inansHa Bepcist 9.0 Bizg 05 >xoBTHsS 2022 p., aHI/TiICBKOIO MOBOIO
3 pomatkamu; [HQopmariisi gis yuacHuka Ta @opma 3rofu Ha y4acTb Y [OC/ipKeHHi, (piHa/bHa BepCis
3.0-UA(UK) Big 17 nucromaza 2022., ykpaiHCbKOIO MOBOI0O; IH(opMmaliis Ay yuacHuKa Ta Popma 3rogu
Ha yyYacTb y fgociifpkeHHi, ¢iHanbHa Bepcig 3.0-UA(RU) Big 17 nucronaga 2022.,pocilicbKO0 MOBOIO;
Indopmariisi s yyacHuka Ta ©opma 3rofM Ha y4acTb y JOCTiPKeHHi /s rMmapTHepa B JOC/iKeHH,
¢inanbHa Bepcis 2.0-UA(UK) Big 17 nuctonaza 2022., ykpaiHCbKOO MOBORO; [HhopMallis A5l ydacHHKA
Ta dopma 3roiv Ha y4yacTb y JOC/iPKeHHi [ijis apTHepa B A0CTijkKeHHi, (iHampHa Bepcis 2.0-UA(RU)
Bif 17 nucromaga 2022.,pocitickkoro MoBow; [ogmaTtok Ne 1 [locTaBKa [OC/iZKyBaHOTO Tperapary 3
K/iHiku Bam gogomy go IHdbopmatiii g5 yuacHuKa Ta @opMu 3rofid Ha y4acThb y AOCTiAKeHHi, diHambHa
Bepcisi 2.0-UA(UK) Big 17 nuctomaga 2022., ykpaiHcbkow wmoBor; Hogatok Ne 1 [locTaBka
JIOCJTi/PKYBAaHOTO TIperapaTty 3 KiiHiku Bam gomomy go IHdopmariii gist yuacHuka ta @opmu 3roau Ha
y4dacTb y fociimpkeHHi, ¢iHanbHa Bepcisg 2.0-UA(RU) Big 17 nucromaga 2022., pociicbkKoro MOBOIO;
[TpogoBXKeHHsT TepMiHy TIPOBeJieHHs] K/TiHiYHOro BUTIpOOyBaHHS B YKpaiHi A0 23 >xoBTHs 2026 poOKy;
Marepianu, siki MOXKyTb OyTH HaflaHi maLieHTaM AoctimpkeHHs: Yaimka( Cup)

Howmep Ta paTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1586 Big 29.07.2021

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane Tmo/BiliHE citire T1alle00-KOHTPO/bOBaHe KITiHIUHe /IOC/Ii/PKEHHs, 1[0 BHBYAE
eeKTUBHICTb Ta Oe31eKy 3aCTOCYBaHHS MePOPaTbHOTO CeMaryyTUAY y Mal[iEeHTIiB i3 TOYaTKOBOKO CTa/li€r0
xBopobu Anbureiimepa (EVOKE plus)», NN6535-4725, dinansHa Bepcis 6.0 Big 25 muctonaza 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopgick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHSA

Isan 3A/IBOPHUX



Hoparok 2

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
K/IiHiuHOro BUMpoOyBaHHs], Bepcig 2.0 ans Ykpainu Big 15 cepmus 2022 poky, yKpaiHCBKOIO Ta
pOCifiCbKOI0O MoOBamH; 3pa30K MapKyBaHHS [JOC/Ii/PKYBAaHOTO JiKapChKOro 3aco0y YmafauuThHIO
(ABT-494), 15 mr a6o 30 mr, TabseTKH, BKPHUTI TUTIBKOBOIO 000/10HKOI, 100 TabmeToK, yKpaiHCHKOIO
MOBOIO, BiJ 06 ciunst 2022 poky

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomisoBaHe, noBitiHe ciiinie, miarie60-KOHTPOIBLOBaHe AOCTipKeHHsT Pa3u 3 [/1s OL[iHKY TIperapary
yHaJaluTHHIO y TiAJITKIB Ta AOPOCIMX TAL[i€HTIB 3 MOMIDHUM Ta TSHKKAM aTOMIUHKAM [Je€pPMaTHTOM»,
M16-045, Bepcis 6.0 Bif 28 ciunsa 2021 poky

3asiBHUK, KpaiHa

«E66Bi BiodapmacbtoTikan3z 'M6X», IlIBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66BI Iuk., CIIIA

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

HauanbHuk ®@apMareBTUYHOTr0 YIIPaB/IiHHSA

Isan 3A/IBOPHUX




HonaTok 3

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

19.01.2023 Ne 100

InenTudikallis cyTreBoi Bpoiitypa gociifHyKa A5 AOCTIIKYBaHOTO JikKapcbkoro 3aco0y HaeiToknmakc, Bepcisi 18 Big 31 cepriHs
TOIpPaBKU 2022 poky

Howmep ta fata Haka3y Ne 2237 Bip 18.10.2021

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hasga kiHiuHOrO «PanziomizoBaHe mozBiliHe crime TUIarie00-KOHTPOBOBaHE JOCTIHKeHHS 3 (a3 3 BUBUEHHS
BUIIPOOYBaHHs, KO/, HaBIiTOK/IAaKCY B TIOEAHAHHI 3 PYKCOJIITUHIOOM TOpIiBHSHO 3 pYKCOMITHHIOOM Yy TMalfieHTiB i3
BepcCis Ta jara miesnodibpozom (TRANSFORM-1)», M16-191, Bepcis 6.0 Big 31 6epe3ns 2022 poky

3asBHUK, KpaiHa «E66Bi BiodapmacbtoTikan3z 'M6X», IlIBeiitiapis

CrioHcop, KpaiHa «E66BI Ink», CIIIA / AbbVie Inc., USA

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

Hauanbauk ®@apMaieBTHYHOT0 YIIPaB/IiHHS IBan 3A/IBOPHUX



HopnaTok 4

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
K/IiHiuHOro BUMpoOyBaHHs], Bepcig 2.0 ans Ykpainu Big 15 cepmus 2022 poky, yKpaiHCBKOIO Ta
POCiMCbKOI0 MOBaMU

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 341 Big 26.02.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpOBe, paH/OMi30BaHe, TIO/BiliHe CJiire, I/1a1le00-KOHTPOIbOBaHe 52-THXKHEBE AOCITiPKeHHS
nigTpUMyrodyoi Ta BigKpUTOi TIpPOJOBXKeHOi Tepamii A7 OLIHKA edeKTUBHOCTI Ta 6e3rmeuHoCTi
picaHkizyma0y y maiieHTiB 3 xBopob6orw Kpona», M16-000, 3 iHKOpIIOpOBaHHMMH a/IMiHiCTPaTUBHUMU
3miHamu 1, 2, 4 Ta nonpaBkamu 1, 2, 3,4, 5, 6, 7, 8 Ta 9 Bix 26 kBiTHA 2021 pOKYy

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapist

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTUHYHOr0 YIIPaB/IiHHS

IBan 3A/IBOPHUX




HonaTtok 5

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa fociiiHuKa JoC/i1KyBaHoro Jlikapcbkoro 3acoby Pembrolizumab (MK-3475), BumanHs 23 Bif
26 xoBTHa 2022 p., aHI/iMCbKOI MOBOW; YKpaiHa, MK-3475-689, IHdopmaliisi Ta JOKYMEHT Ipo
indbopmoBaHy 3roay AJis maijieHTa, Bepcis 10 Bix 30 mictomnazga 2022 p., yKpaiHCHKOI0 MOBOHO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 342 Big 26.02.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzomizoBane, Bigkpure pocmimpkenns 111 da3u aas oliHKK 11eM0Opos1i3yMady B sIKOCTi Heoa/1'FoBaHTHOI
Tepariii Ta B KOMOiHaI[il 3i cTaHAapTHUM JIiIKyBaHHSM B SIKOCTi af'FTOBaHTHOI Tepariil nMpu ornepabesbHOMY
JIOKOperioHa/lIbHO PO3IIOBCIO/)KEHOMY IUIOCKOK/IITUHHOMY paky rosoBu Tta i [II-IVA  cragii»,
MK-3475-689, 3 inkopnopoaHor nornpaBkoro 07 Big 07 yepBHst 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

Hauanbauk ®@apMaineBTUHYHOT0 yIPaB/IiHHS IBan 3A/IBOPHUX




HonaTtok 6

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

19.01.2023 Ne 100

InenTudikallis cyTreBoi Bporypa gociignuka Osamnapu6 (Olaparib) (AZD2281, KU-0059436), BuganHs 21.1 Bixg 14 uepBHs
TIOTIPABKU 2022 poky, aHr/ifickkoro MoBoro; bportiypa gocigarka Osnamapub (Olaparib) (AZD2281, KU-0059436),
BuzanHg 21.2 Bigx 04 koBTHA 2022 poOKy, aHIJIMCBKOIO MOBOI; bpoilypa pociigHuKa
PEMBROLIZUMAB (MK-3475), Bunanns 23 Bif, 26 xoBTHs 2022 poKy, aHT/1ilICbKOI0 MOBOO; YKpaiHa,
MK-7339-007, Incdopmaliisi Ta JoKyMeHT 1po iHdopMoBaHy 3rofly 1 naijieHra, Bepcisi 08 Big 02 rpyHs
2022 p., yKpaiHCBKOI MOBOR; 3pa30K CIPOLEeHOr0 MapKyBaHHS 3apeeCTPOBAHOIO B YKpaiHi JIiIKapCbKOro
3aco0y, sIKU 3aCTOCOBY€EThCS B K/IiHIUHOMY BUIIpoOyBaHHi /st mpotokony MK-7339-007, Bepcist 2.0 Bif
01 rpyanst 2022 poKy, yKpaiHCbKOIO MOBOIO; 3pa30K MapKyBaHHS JIOC/Ii/KyBaHOTO JIiKapChbKOTO 3acoly
MK-3475 (nmembposisymab) [Jisi TOKaJbHOrO BUKOPHMCTAHHSI B JOCTiJHULIBKUX LEHTPAX /ISl TIPOTOKOJTY
MK-7339-007, Bepcist 2.0 gns Ykpainu Bif 01 rpyans 2022 poky, yKpaiHCbKOK MOBOIO

Howmep Ta gata Hakazy Ne 2487 Big 17.12.2019

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Ha3Ba K/TiHiuHOTO «docnimkenns dasu 2 osarnapuby y koM0OiHarii 3 memOpostizymaboM y MaijieHTiB 3 paHillle JiKOBaHUM

BUIIPOOYBaHHs, KO/, PO3MOBCIO/I)KEHUM PaKOM 3 MyTalli€lo reHa y cucTeMi romosoriuHoi pekom6iHailiHoi pernapariii (HRRm)

BepCis Ta JjaTa OHK Ta/abo 3 mopyuieHHsM romosoriudoi pekoM6Oinauii (HRD) JOHK», MK-7339-007, 3
iHKopriopoBaHoto norpaskoro 04 Bizg 04 cepriHs 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MekeHOF0 BifnoBiganbHicTI0 « MCJT YKpaiHa»

CrioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX




Hoparok 7

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi OHoB/eHM IPOTOKOJI KiHiuHOTO BUnpobyBaHHs M13-494, Bepcist 11.0 Biz 26 >xoBTHs 2022 poky; 3MiHa
TIOTIPaBKU BH3HAaueHHS 11[0/]0 3aBepIlleHHs KIiHiYHOT0 BUMIPOOYBaHHS
Howmep Ta gata Hakazy Ne 422 Bizx 10.03.2021

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «baraTolieHTpOBe paHAOMi30BaHe BiAKpuUTe AOCTiAKeHHs (a3su 3 [ BUBUEHHS BEHETOK/IAKCy Ta

BUTIPOOYBaHHS, KO/, JleKcaMeTa30HY Y MOPiBHSHHI i3 MOMastijoMiZioM Ta leKcaMeTa30HOM Yy maljieHTiB i3 t(11;14)-mo3uTUBHOIO

BepcCis Ta jara peLANBHOI ab0 pedpakTepHOX MHOXWHHOK MiesoMoro», M13-494, Bepcis 10.0 Big 31 ceprHst
2021 poky

3asBHUK, KpaiHa E66Bi Biodapmacktorikan3 I'moX, IIBetiapis

CrioHcop, KpaiHa AbbVie Inc., USA / E66Bi Iuk, CIITA

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX



HonaTok 8

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBneHe Jlocke mocmigpkyBaHoro jikapcekoro 3acoby E7080 (Lenvatinib), pemakuist 29, Bif »KOBTHsS
2021 poky, Bepcis 08580Q, Bim 27 >xoBTHsi 2022 p., aHrjilicbkkoro MoBoro; bpoillypa mocnigHuKa
Pembrolizumab (MK-3475), Buganns 23 Big 26 >koBTHs 2022 pOKy, aHIJIiACBKOIO MOBOIO; YKpaiHa,
MK-3475-B61, indopmaljisi Ta AOKyMeHT mpo iHdopMoBaHy 3roAy /s mauieHTa, Bepcisg 1.03 Big 01
rpygHsi 2022 poky, yKpalHCbKOIO MOBOw; YKpaiHa, MK-3475-B61, iHdopmaliisi Ta AOKyMeHT Ipo
indbopmoBaHy 3roay A/ naijienTa, Bepcist 1.03 Big 01 rpyans 2022 poky, pociliCbKO0 MOBOHO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure kiniune gocmimkenss 11 dhasu, 1110 MPOBOAUTHECS B O/IHIHN TPYIIi /1S OLiIHKK 11eMOpoJtizymaly
B KOMOiHallii 3 /IeHBaTMHIOOM B SIKOCTi TePpIIOi JIiHil JIiKkyBaHHS B YYaCHHUKIB 3 PO3IMOBCIO/PKEHOI /
MeTaCTaTUYHOK  HECBITVIOK/IITUHHOK  HUPKOBO-K/IITMHHOK  KapuvHOMor  HUpKM  (HCKHKKH)
(KEYNOTE-B61)», MK-3475-B61, 3 inkopriopoBaHoto nornpaskoo 03 Big 04 cepnns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTHYHOr0 YIIPaB/IiHHS

IBan 3A/IBOPHUX




HonaTok 9

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
Heo0OB’s13KOBOMY floc/iikeHHi, Bepcisi 13.0 anst Ykpainu Bix 26 »koBTHST 2022 pOKy, YKPaiHCBKOIO Ta
POCIMCBKOI0 MOBaMU

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 403 Big 04.05.2016

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomizoBaHe, mozgitiHe cine gocmimkenHs, 111 dasu, Ay NMOpiBHSAHHS TIperiapaTy YmMaJaluTUHIO
(ABT-494) 3 mnauebo Ta 3 azamiMymaboM, y TALi€HTIB 3 CEPeAHbOTSIKKOI ab0 TSHKKOK (hopMamu
AaKTMBHOT'O PEeBMATOiJHOTO apTPUTY, III0 OTPUMYIOTh CTabLIbHY Oa3MCHY Tepariilo MeTOTPEKCaTOM Ta He
JlOCAT/IM afileKBaTHOI BiAnoBiAi Ha Hei», M14-465, 3 iHKOpriopoBaHOO AMIiHICTpaTUBHOKO 3MiHOKO 1 Ta
[TormpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 ta 7 Big 20 muctonaza 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapist

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTUHYHOr0 YIIPaB/IiHHS

IBan 3A/IBOPHUX




Honatok 10

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
Heo0OB’sI3KOBOMY /10C/Ti/KeHHi, Bepcis 8.0 ans Ykpaiau Bif 10 mucromaga 2022 poKy, yKpaiHCBKORO Ta
pociticbkkoro MoBamu; IHQopmaiiitiHa KapTka maijieHTa, Bepcis 3.0 Big 11 »xoBTHa 2022 poky,
YKPaiHCBKOIO Ta POCiMCHhKOI0 MOBaMH

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe, paHAOMi30BaHe, TMOABiMiHe (ciine, 1UIale00-KOHTPOIBOBAHE  /JOBTOCTPOKOBE
MIPOZIOBXKEHEe JIOC/Ti/PKEHHS TMiTPUMYyIOUOi Tepamii [y BHUBUeHHST e(QeKTMBHOCTI Ta 6e3rmeuHoCTi
YnagatutuHiby (ABT-494) y manienTiB 3 xBopo6oto KpoHa, siki 3aBeprmmm gocsimkerHs M14-431 uu
M14-433», M14-430, 3 iHKopriopoBaHUMH AMiHICTpaTUBHUMU 3MiHamu 5 Ta 6 i [TonpaBkamu 1, 2, 3, 4,
5, 6 Ta 7 Bim 16 muctonazga 2021 poky

3asaBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

HauanbHuk ®@apMareBTUYHOr0 YIIPpaB/IiHHSA

Isan 3A/IBOPHUX




HopaTok 11

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiiypa mocnigarka Pembrolizumab (MK-3475), Buganus 23 Bif 26 >xoBTHs 2022 poKy aHTJIiHCBKOIO
MoBoto; JIuct-yrouHeHHsi Nel Big 04 ceprmus 2022 poky mo Bpomypu mocmigavka [JJI3 eHdopTtymab
BegotuH (Enfortumab Vedotin; ASG-22CE), Buganns 11.1 Big 28 6epe3nsi 2022 poky,“Erratum Sheet”
Bepcis 1 Big 04 cepriHs 2022 p. aHI/iCbKO MOBOR; 3pa30K CHPOILEHOT0 MapKyBaHHS 3apeeCTPOBAaHOTO
B YKpaiHi JlikapCcbKOro 3aco0y, sIKMii 3aCTOCOBY€EThCS B KliHiuHOMY BumnpoOyBaHHi MK-3475-B15, Bepcis
2.0 Big 16 mucronasa 2022 poky, YKpaiHCBKOI0 MOBOKO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PangomizoBane, BigkpuTe pfociimpkeHHs III ¢asu A8 OLIHKM TepiornepaiiiiHOro 3acTOCYyBaHHS
eHdopTymaly BefoTHHY y KOoMOiHalii 3 membposizymabom (MK-3475) ropiBHSIHO 3 Heoas'tOBaHTHOMO
Teparier reMUTabiHOM Ta LIMCTUIATUHOM Yy YYaCHHKIB 3 M'S30BO-iHBa3MBHUM PakOM CEUOBOTO MiXypa,
npuaaTHUX A JikyBaHHsa pucruiatuHoM (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
IHKOpriopoBaHoto 1ornpakor 02 Big 04 kBiTHa 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO «MC/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

HauanbHuk ®@apMaleBTUYHOr0 YIIpaB/IiHHSA

Isan 3A/IBOPHUX



HopnaTok 12

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa pocnigauka MK-3475, Bumanns 23 Bifg 26 »xoBTHsi 2022 p., aHTI/iACBbKOK MOBOR; Jloche
JoCTimKyBaHoro Jiikapcbkoro 3acoby E7080 (nenBatuHi0), BuganHs 29 Bix >xkoBTHs 2021p, Bepcis
08580Q, Bix 27 »oBTHs 2022 p., aHrniicbkoro MoBoto; Po3ain 3.2 P Drug Product jocke gocifkyBaHoro
nikapcekoro 3acody MK-3475 (APD-1), Bepcis 08350C Big 30 uepBHsi 2022 poKy, aHT/TIICbKOIO MOBOIO;
3anmyueHHs1 AOAATKOBUX BUpPOOHWYMX AinsgHOK: Accord Healthcare Polska Sp.z o.0., Poland; Accord
Healthcare B.V., Netherlands

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1586 Big 29.07.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns: Ib/Il ¢a3u kombiHoBaHOi Teparmii 3 memOposisymabom (MK-3475) mpu JikyBaHHi
MeTacTaTUYHOr0 KaCTpaliiHO-pe3uCcTeHTHOro paky nepeamixyposol 3anosu (MKPPII3) (KEYNOTE-
365)», MK-3475-365, Bepcis 3 iHKOpIiopoBaHOO rmonpaBKoro 12 Biz 29 6epesns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 « MC/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

HauanbHuk ®@apMareBTUYHOTr0 YIIPaB/IiHHSA

Isan 3A/IBOPHUX




Honatok 13

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
Heo0OB’s13KOBOMY J0CTimkeHHi, Bepcis 10.0 ais Ykpainu Big 28 mucromaza 2022 poKy, YKpaiHCBKOIO Ta
POCIMCBKOI0 MOBaMU

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 21.11.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomizoBaHe, mozgitiHe cine gocmimkenHs, 111 dasu, Ay NMOpiBHSAHHS TIperiapaTy YmMaJaluTUHIO
(ABT-494) 3 nyiate60 Ta 3 afianiMmymMaboMm y Malli€HTiB 3 aKTUBHUM TICOPiaTUYHHUM apTPUTOM, SIKi MatOTh B
aHaMHe3i HeaJleKBaTHY BiJMOBiAb TpUHAWMHI Ha OAWH HebiosoriuHKMK XBOpPOOO-MOgUMIKyHOUNi
npotvpeBMatiyHui npenapat (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpIOpOBaHUMH
aAMiHicTpaTMBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ana ['oukonry (Kutaii)], 7 i 8 Ta ITonpaBkamu 1, 1.01
(st VHP kpain) 2, 3, 4, 5, 6 Ta 7 (715 Bcix kpaiH kpim HAnosii) Big 30 ciunsa 2021 poky

3asaBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

HauanbHuk ®@apMareBTUYHOr0 YIIPpaB/IiHHSA

Isan 3A/IBOPHUX




Hopartok 14

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiypa gocnignuka st okpestisymaby (RO4964913, Ocrevus®), Bepcist 21 Bif muctomnaza 2022 p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2554 Big 09.11.2020
Ne 2554 Bif 09.11.2020
Ne 3059 Big 29.12.2020
Ne 2237 Bif 18.10.2021

Ha3sBa kjtiHiuyHOTO
BUIIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«BATATOLIEHTPOBE PAHIIOMI3OBAHE IIO/IBIVHE CJIIIE AOC/IIKEHHA ®A3U 11 Y
ITAPAJIEJIBHUX TPYIIAX 3 TIOABIMHUM KOHTPOJIEM IIJIALIEBO [JI OLIIHKM
E®EKTUBHOCTI TA BE3IIEYHOCTI ®EHEEPYTUHIBY I[IOPIBHAHO 3 OKPEJII3YMABOM ¥
AJOPOC/INX ITALOIEHTIB 3 IIEPBMHHNM IIPOI'PECYIOUMM PO3CIAHUM CKIJIEPO30M»,
GN41791, Bepcis 4 Big 15 BepecHs 2021 p.;

«baraTolieHTpOBe, paHO0Mi30BaHe, TO/IBiliHe e, KOHTPO/IbOBaHe AoctimkeHHs ¢a3u IIIb aas oriHku
edeKTUBHOCTI, Ge3reyHocTi Ta dhapMaKOKiHETUKY BUILUX /103 OKpesizymMaly y J0pOC/IuX 3 MepPBUHHUM
MIPOrpecyroumuM po3CissHUM cKiepo3om», BN42083, sepcis 3 Biz 28 xoBTHs 2021 p.;

«bararorjeHTpoBe, paHJOMi30BaHe, TO/BiliHe CiNe, KOHTPOILOBaHe Aoc/ipkeHHs da3u IIIb gns ouiHKK
e(eKTUBHOCTI, Oe3rmeyHOCTi Ta (apMAKOKiHETUKM BUILUX /103 OKpeli3ymMaly y /AOpOC/IMX TAL[i€HTIB 3
peLAUBYOUMM PO3CisIHUM CKiiepo3om», BN42082, Bepcist 3 Big 27 xxoBTHs 2021 p.;

«PangomizoBane, BigkpuTe, OarartoreHTpoBe ¢asu III gocmimkeHHsT HeMmeHINOI e(eKTUBHOCTI Y
rapasneibHUX Tpynax /[Jisi  BHUBYeHHS (apMakoKiHeTHKH, (apMakoAuHaMmiky, Oe3reuHocTi Ta
PEHTTeHOJIOTiUHUX i KTiHIYHMX eqeKTiB 3aCTOCyBaHHS MiAIIKIpHOI (GOpMU OKpeni3ymMaly y MOpiBHSIHHI 3
BHYTPIIIHLOBEHHOI (POPMOIO OKpesti3yMaly y marfieHTiB i3 po3cisHum ckiepo3om», CN42097, Bepcisi 1
Biz 21 ciung 2021 p.

3asiBHUK, KpaiHa

ToBapHrcTBO 3 0OMEXKEHOI0 BiJoBiganbpHICTIO «Porn YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

Hauanbauk ®apmaineBTUUHOr0 yIpaB/IiHHSA

Isan 3A/IBOPHUX




Honmatok 15

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

19.01.2023 Ne 100

InenTudikallis cyTreBoi Yxpaina, MK-7902-014 (E7080-G000-320), Indopmarijisi Ta A0OKymMeHT Tpo iH()OPMOBaHYy 3roAy Ajis

TI0IpaBKU nauieHTa, Bepcis 2.02 Big 28 nucrtonaga 2022 p., yKpaiHCbKOI MOBOIO

Howmep Ta gata Hakazy Ne 2237 Biz 18.10.2021

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «PanzmomizoBane pocmimkenus 111 ¢as3um gia oninku edeKTUBHOCTI Ta Oe3meuHocTi meMOpostizymaby

BUIIPOOYBaHHs, KO/, (MK-3475) y kombinauii 3 nenBatunioom (E7080/MK-7902) i ximioTeparii€to MOpiBHSIHO 3i CTaHJAPTHUM

BepcCis Ta jara JIIKYBaHHSIM B SIKOCTI IeplLol JIiHil Teparii A/l yYaCHUKIB 3 MeTaCTaTUYHOI KapLIMHOMOK CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHoto nornpaskoro 06 Big 24 >koBTHs 2022 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MekeHOF0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX




HonaTok 16

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa gocnigavka Pomimoctum (AMG 531) BuzpanHs 17.0 Big 5 »xoBTHsi 2022 p., aHI/IiMCBKORO
MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2487 Big 17.12.2019
Ne 38 Big 11.01.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PROCLAIM: Panjowmi3oBaHe, marne00-KOHTPOIbOBaHe, MOABIMHO ciiine AOCTipKeHHS 3 ¢a3u A
OLIiIHKMA POMIIIJIOCTUMY TIpY JIiIKyBaHHI BUK/IMKAHOI XiMiOTepari€lo TPOMOOLUTOIEHii y Malli€HTiB, IKUM
MIPOBO/IATh XiMiOTepartito /s JIiKyBaHHS HeAPiOHOKTITUHHOTO paky JiereHb, paKy SIEUHHWKIB ab0 paKy
MoJiouHOI 3ano3u», 20170770, Bepcis 9.0 iHkopriopoBaHuii nonpaBkor 8 Bix 29 yunHsa 2021 poky;
RECITE: PanzpomisoBaHe, 1uiaije60-KOHTPOJ/IbOBaHe, TIOABilHe ciine gocsimkerns 11 ¢a3m ais oifiHKu
POMITUIOCTUMY TIpM JIiKyBaHHI TPOMOOILIUTOIEHi, BHWK/IMKAHOI XiMmioTeparii€ro, y Tal[i€HTiB, SKUM
MPOBOJATL XiMiOTeparito Ha OCHOBI OKCa/IIaTAHY [JIS1 JIIKYBaHHS IIYHKOBO-KUILKOBOIO paky, paky
MiANUTYHKOBOT 3a/103u abo KosiopekTanbHOro paky, 20140346, iHKopropoBaHUWi mompaBkoio 7 Bif 29
sinHs 2021 poky

3asgBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

HauanbHuk ®@apMaleBTUYHOr0 YIIpaB/IiHHSA

Isan 3A/IBOPHUX




Honatok 17

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi Bpomypa gocmigiuka RO4964913 (Okpenizymab/OkpeByc®), Bepcisi 21 Big sucromaza 2022 poky,
TIOTIPABKU aHTJIiCbKOK MOBOHO

Howmep Ta paTa Haka3sy —
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «baraTolieHTpOBe, paHZOMi30BaHe YaCTKOBO CJlire JOC/i[)KeHHs y mapanenbHux rpymax ¢asu II,
BUIIPOOYBaHHs, KO/, KOHTDOJIbOBaHe 10 Tialiebo Ta ABOHeKCY®, /il BU3HAUeHHs [JO3YBaHHS 3 METO0 OL[iHKU e()eKTHUBHOCTI,
BepcCis Ta jara 110 BUMIPIOETBCS 3a yPaXKeHHSIMH TOJIOBHOTO MO3KY 3a gornoMoror MPT, Ta 6e3rneuHocTi 1BOX [03yBaHb

oKpenizymaOy /sl TallieHTiB, 10 cTpaxzgaioTh Ha PPPC», WA21493/ACT4422g, Bepcis L Big
18 muctonaga 2021 poky

3asiBHUK, KpaiHa ITignpuemctso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»
CrioHcop, KpaiHa @. Xodbdman-JIa Pour Jitg (Hoffmann-La Roche Ltd), [1IBeiiapist

CynyTHi —

Marepianu/rpernaparu

CYIIYTHBOI Tepamii

Hauanbauk ®@apMaineBTUHYHOT0 yIPaB/IiHHS IBan 3A/IBOPHUX




Honatok 18

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiiypa gocnigauka Pembrolizumab (MK-3475), Buaanss 23 Bifg 26 xoBTHsa 2022 POKY, aHTTiMCHKOIO
MoBowo; IHdopmalis Ta JokymeHT mpo iHdopmoBaHy 3roAy mailieHTta, Bepcisi 14.0 ans YkpaiHu Bif
07 rpyans 2022 p., yKpaiHCbKOX MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1205 Big 09.11.2016

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzomizoBane, Bigkpute gociimkents I11 da3u g1st oriHKK eheKTUBHOCTI Ta Oe3meku rmeMopoJtizymady
(MK-3475) B koM0iHarlii 3 akCiTiHiOOM B MOpiBHSIHHI 3 MOHOTeparTi€l0 CyHITiHIOOM sIK JTiKyBaHHS TIepIIOl
MiHil y TMamieHTiB 3 JIOKa/JbHO TIPOrpecyrouor abo MeTacTa3yruor CBIiTJIOKTITHHHOK KapLMHOMOMO
Hupku (KEYNOTE-426)», MK-3475-426, 3 inkopriopoBaHoto 1riorpaBkoro 21 Biz 30 ceprias 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

Hauanbauk ®@apMaineBTUHYHOT0 yIPaB/IiHHS Isan 3AZIBOPHUX




Honatok 19

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIIs TPOBeIeHHs] BUTIPOOYBaHHST:

BYJIO CTAJIO

K.M.H. XaByHka M.{. K.M.H. XaByHka M..

KoMmyHanbHe HekoMepLiiiiHe MiANpUeEMTCBO «5-a | KomyHanbHe HeKoMepIliliHe MiAIPUEMCTBO

MicbKa  KiiHiuHa ~ JlikapHs M.  JIbBoBa», | «JIbBiBCbKe TepuTOpiasibHe MequuHe 00’€qHaHHS

HEBPOJIOTiYHe BifiieHHs, M. JIbBiB «KiiHiyHa ~ JliKapH  I1JIaHOBOI'O  JIIKYBaHHS,
peabinmitarii Ta  Ta/JiaTMBHOI  JIOTIOMOTW»,
BiflokpemsieHud  miApo3zin  «5-a  JlikapHs»,
HeBPOJIOTiYHe BifisieHHs 3 MeJUYHO0
peabisiTariiero, M. JIbBiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bif 21.08.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«bararoneHTpOBe, paH/I0Mi30BaHe, TO/IBiliHe CJIire, 3 MO/BIMHOI iMiTalli€l0, KOHTPOJbOBaHE AKTUBHUM
niperniapaToM, gociimkeHHs 111 ¢asy, 1110 MpoBogUTHLCS B Mapase/bHUX IPynax 3 OL[iHKK e()eKTUBHOCTI Ta
Oe3rneuHoCTi eBOOpyTHHIOA y TOPiBHSHHI 3 TepU(IYHOMIZIOM B YYACHUKIB i3 PeL[UIUBYIOUMM PO3CisIHUM
cksiepo3om», MS200527_0080, Bepcis 4.0 Big 03 kBiTHa 2022 poky

3asgBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuurina

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

Hauanbauk ®@apMaieBTUHYHOr0 yIpaB/IiHHS

Isan 3A/IBOPHUX




Honatok 20

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi Bporypa pocnignvka EBo6pyTuHi6 (M2951), Bepcisi 15.0 Big 10 smucronaga 2022 poky, aHIJIiIHACHKOIO
TIOTIPaBKU MOBOIO

Howmep Ta gata Hakazy Ne 358 Big 03.04.2017

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «PanziomisoBaHe, mozBiliHe crirne, ryiane6o-KOHTpoboBaHe AocmimkeHHs I da3u mpemapaty M2951 3

BUIIPOOYBaHHs, KO/, rapasie/lbHOK0 TPYIOK 3aCTOCYBaHHS aKTMBHOIO KOHTposto (mpernapaty Tekdizepa) 3a BiKpUTHUM

BepcCis Ta jara METOZIOM Y TIAIli€EHTIB 3 PeLJVBYIOUMM PO3CISTHUM CKJIepO30M /ISl OL[iHKK e(eKTUBHOCTI, Oe3meuHoCTi,
MepeHoCuMOoCTi, (hapMakoKiHeTMKH Ta OionoriuHoi akthBHOCTI», MS200527-0086, Bepcisi 6.0 Bif
08 mucromnazma 2019 poky

3asiBHUK, KpaiHa ITignpuemctso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa Merck KGaA, HimeuurHa

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

Hauanbauk ®@apMaineBTUHYHOT0 yIPaB/IiHHS Isan 3AZIBOPHUX




HopnaTok 21

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hopatok 2 Bim 22 BepecHs 2022 p. go bpoiuypu A mociifHUKa 3 Tiperapaty Afarjiokcaz CiMoJieHiH
(OBI-822)/0BI-821, pepakuis 14.0 Big 13 murHs 2020 p.; Jocke J0C/TiIKyBaHOTO JIiIKapCHKOTO 3aco0y
Aparnokcan cimonenin (OBI-822) niodimizoBanuii mopoiok A iH’ekuiti  (Po3gin  «Jlikapcbka
cy6crantis/Drug Substance»; Po3gin «Jlikapcbkiii nperapat/Drug Product»), Bepcisi 4 Bij 28 »KoBTHs
2022 p.; Mocke mocmimKyBaHoro yikapcbkoro 3acoby OBI-821 (ag’toBaHT) /iodii3oBaHHM MOPOIIIOK /ISt
in’ekuini  (Po3zin «Jlikapceka cy6crannis/Drug Substance»; Posgin «Jlikapcekiii mpemnapat/Drug
Product»), Bepcis 4 Big 28 >xoBTHa 2022 p.; IlomoBXKeHHsI TepMiHy TPUJATHOCTI [AOC/IiI>KYBaHOTO
niKapchKoro 3acoby Agarnokcaz cimosieHid (OBI-822) 3 36 micsiB g0 48 micsiiB; [TomoBxkeHHsI TepMiHY
MIPUJATHOCTI ZOC/TiKyBaHOT O Jlikapcbkoro 3acoby OBI-821 (ag’toBaHT) 3 36 MicsiiB 10 48 MicsiiiB

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 415 Big 18.02.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpute panzomizoBane pociigkeHHs 111 ¢a3u 3 ouiHku ajaryiokcany cimosneHiny (OBI-822)/OBI-821
(BakuuHM Ha ocHoBi aHTureHy Globo H) mpu mpoBefeHHi aj'toBaHTHOI Teparii maijieHTaMm i3 Tpuui
HeraTMBHHM pakOM MOJIOYHOI 3a/103M Ha paHHIiW cTafil, y fKUX BigMmiuaetbcsi ekcripecisi Globo H i €
BUCOKWM pHU3MK PO3BUTKY pelUuBYy (KoZoBe mo3HaueHHs1 fgociimkeHHs: GLORIA)», OBI-822-011,
ocraToyHa pefakiisi 7.1 Big 07 6epesnst 2022 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

OBI Pharma, Inc., TaiiBanb, KuTaiiceka Pecry6stika

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTUHYHOr0 YIIPaB/IiHHS

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

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii Ilpotokon kininiuHoro pociimpkeHHss INCMGA 0012-304, Bepcisi 4 3 iHKOPIIOPOBaHOIO
niornpaBkoto 3 Biz 18 »xoBTHs 2022 poky; [HdbopMmaritinuii nvcTok i popma 3roau, Bepcisi V6.0UKR(uk)1.0
Bij 04 mucromnaza 2022 poky, rnepeksaj YKpaiHCbKO MOBO Bif 08 rpyaHs 2022 poky; Indopmariiiinuii
muctok i dopma 3rogu, Bepcigs V6.0UKR(ru)1.0 Big 04 nucromaza 2022 poky, mnepeksnaj PoCiiChKOIO
MoBoro Bim 08 rpyans 2022 poky; [ocke mocmigKyBaHoro jikapcbkoro 3acoby Petidannimab
(RETIFANLIMAB), Bepcist 10.0 Biz 22 cepriHs 2022 poKy, aHT/TiiCbKOIO MOBOIO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1468 Bif 26.06.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PangomizoBaHe, noAgiliHe ciine gocaimpkeHHs da3u 3 715 OLiHKM XimMioTeparii mperapaTamMu Ha OCHOBI
ratuHU y KombiHanii 3 nperrapatom INCMGAO00012 ab6o 6e3 HbOro B sIKOCTi Tepariii repiioi jiiHii npu
METACTaTUYHOMY TUIOCKOK/ITUHHOMY 1 HeIJIOCKOK/TITUHHOMY HepiOHOK/ITITHHHOMY paky JiereHiB
(POD1UM-304)», INCMGA 0012-304, Bepcisi 2 3 iHKOpHopoBaHOK mnorpaBkow 1 Bixg 16 rpyzans
2021 poky

3asgBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Incyte Corporation, United States

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

HauanbHuk ®@apMaleBTUYHOr0 YIIpaB/IiHHSA

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

19.01.2023 Ne 100

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBNeHME  TIPOTOKO/M  KiiHiyHOro  BumpoOyBanHs  MK-7339-001/ENGOT-0v43/GOG-3036,
3 iHKopriopoBaHoto TmornipaBkoo 04 Bix 07 mucronaza 2022 poky, aHT/IiNMCBKOK MOBOR; bpoliypa
nocnignvka Pembrolizumab (MK-3475), BuganHsi 23 Bifg 26 »koBTHA 2022 p., aHT/IiHCHKOIO MOBOIO;
Yxpaida, MK-7339-001/ENGOT-0v43/GOG-3036, IHdopmaiiisi Ta JOKyMeHT IMpo iHPOpPMOBaHYy 3rofy
Ans manieHTa, Bepcis 2.03 Bix 18 mucromaza 2022 p., yKpalHCBKOHO MOBOK; 3MiHa Has3BU MiCL
TIPOBE/IEHHS K/TiHIYHOTO BUMPOOYBaHHSI:

BYJIO CTAJIO
K.M.H. Cyxin B.C. I.M.H., ipod. Cyxin B.C.
Kninika  [lepkaBHoi ~ yctaHoBU  «IHcturyt | KiiHika ~ [lep)kaBHOI ~ ycraHoBU  «[HCTUTYT
mMeauuHoi  pagionorii  im. C.II. T'purop’eBa | MeauuHOT pagionorii Ta OHKOJIOTi1
HarioHansHOL aKajemii MeIUYHUX Hayk | im. C.UII. T'purop’eBa HarjionanbHOI akazgemii
Ykpainu», BifiseHHs KJIIHIYHOI OHKOJIOTiI Ta | MeJWUHUX HayK YKpalHW», BiJi/IeHHS K/IHIYHOI
remMaToJIOril, M. XapKiB OHKOJIOTii Ta reMaToJIorii, M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBane, mozpiiiHe cuine pocnimpkenHs III da3u mpoBeseHHs XimioTeparii 3 abo 0e3
neMOposTi3ymMaby 3 MojasbLUIMM MMiJTPUMYIOUUM JTiKyBaHHSM ojarapu6boM abo rmmanebo asisi Teparii
riepitioi JTiHil y mMaijieHTiB 3 pPO3MOBCIOKEHUM eriTeiaibHUM pakoMm sieuHukiB (EPS) 6e3 myTatiiii
y redi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036,
3 iHKopriopoBaHoto rornpakoro 03 Bif 12 6epesHst 2021 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BizoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)
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CynyTHi —
MaTepianu/ripernapaTu
CYMYyTHBOI Tepariii

Hauanbauk ®@apMaiieBTUHYHOr0 yIpaB/IiHHS Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

19.01.2023 Ne 100

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [IpoTokon KaiHiUHOTO AocC/imKeHHs1, Bepcisi 3 Big 30 uepBHsi 2022 p., aHIVIIMCBKOK MOBOIO;
Bporrypa pociigHUKa AOCIipKyBaHOTO Jiikapcbkoro 3acody RO7197597 (Giredestrant, GDC-9545),
Bepcig 6 Bifg TpaBHs 2022 poKy, aHraiMicbkoro MoBoro; Homatok 1 Bif svcronaza 2022p. mo Bpouypu
JOCTiTHUKA [IOC/iKyBaHOTrOo JikapchKoro 3acody RO7197597 (Giredestrant, GDC-9545), Bepcist 6 Bif
TpaBHSA 2022 poky, aHr/iicbKo0 MOBOI; KOpOoTKa XapaKTepUCTHKa JIiKapCchKOTo 3aco0y
Tamokcuden, tabmetku, o 20 wmr, Big 27 TpaBHa 2022 p., aHI/IMCbKOIO MOBOIO; [HdbopMarlliss as
natjieHTa Ta ¢popma iHopMoBaHOI 3ro/iy AJs1 YKpaiHH, aHI/TilCbKO MoBORO, Bepcist 3.0 Big 14 nucromnaza
2022 p.; Indopmauisa s naiiedta Ta ¢popma iHdhopMoBaHOi 3roAu A1si YKpaiHH, YKpaiHCbKOK MOBORO,
Bepcisi 3.0 Bixg 14 mucromaza 2022 p.; Indopmatiis st maiieHTa Ta ¢opma iHdopmMoBaHOI 3roau /s
YKpainu, pociiicbkoro MoBoto, Bepcis 3.0 Big 14 nmucronaza 2022 p.; GO42784 [lopaTtok g0 iHdopmariii
sl maiieHTa Ta ¢dopMd iHGOpPMOBaHOI 3rofu: 3rojla Ha TIPOBeJeHHS Bi3UTIB AOCTiIKeHHS
aNlbTePHATUBHUMHU criocobamu i yac madzemii COVID-19 aia YKpaiHu, aHT/iHCBKOI0 MOBOIO, BepCis
3.0 Bizg 14 mucronaga 2022 p.; GO42784 NonaTok o iHdopmaliil asis narjieHTa Ta ¢opMu iHpopmMoBaHOi
3roJ[i: 3rojla Ha TIPOBEZIEHHs Bi3WTIB [JOC/i/PKeHHSI anbTepHATMBHUMM criocobaMu TIifi yac maHaeMii
COVID-19 gns Ykpainu, yKpaiHCbKOO MOBORO, Bepcis 3.0 Bix 14 nvcronaza 2022 p.; GO42784 opaTtok
no iHdopwmatiii a5 matjieHTa Ta dopMu iHDoOpMOBaHOI 3ro/iu: 3ro/la Ha TIPOBeIeHHsI Bi3UTIB IOC/TiI)KeHHS
a/IbTepHATUBHUMU criocobamu iz uac nangeMii COVID-19 anst Ykpainu, pocilicbKoro MOBOYO, Bepcist 3.0
Bif 14 nucromnaza 2022 p.; ®opma iHpopmoBaHoi 3roau: [Iporpama HajaHHS MOCAYT KOHChEpXKa [JIsi
Malji€eHTiB, A YKpaiHW, aHr/IiiCbKOK MOBOwO, Bepcig 1.0 Big 25 smucromaza 2022 p.; Popma
indbopmoBaHoi 3rozau: [Iporpama HaZlaHHS TIOC/IYT KOHChEP>KA [1J1s1 MALli€HTIB, /151 YKpaiHu, yKPaiHChKOO
MoBot1o, Bepcis 1.0 Big 25 nucronaga 2022 p.; ®opma iHpopmoBaHoi 3rogu: [Iporpama HajjlaHHS MOCTYT
KOHCb€Ep)Ka [IIs1 TAalli€HTiB, s YKpaiHW, pociMicbKor MOBORO, Bepcis 1.0 Bixg 25 nucromaza 2022 p.;
G042784_[onmatok a0 ¢opmu iHpopmoBaHOI 3rofgu: 3roja Ha aabTepHAaTHBHI Bi3UTH B paMKax
JIOCJTi/I)KeHHs TIifi yac Kpu3W B YKpaiHi, A/ YKpalHH, aHI/TiMCbKOI0 MOBOMO, Bepcis 2.0 Bif 11 >KOBTHS
2022 p.; GO42784_[opatok mo popmu iHpopmoBaHOi 3roau: 3rojja Ha aJbTepHATHUBHI Bi3UTH B paMKax
JOCJTI/IPKeHHS i/l yac KpU3U B YKpaiHi, /11 YKpaiHu, yKpaiHCbKO0 MOBORO, Bepcist 2.0 Bif
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11 >xkoBTHs 2022 p. GO42784_[lopatok a0 ¢popmu iHdhopMoBaHOi 3rofu: 3rofia Ha albTepHAaTUBHI Bi3UTU
B paMKax JOC/Ii/pKeHHs MiJl yac Kpu3y B YKpaiHi, yig YKpaiHu, pOCiiCbKOK MOBORO, Bepcia 2.0 Big 11
>koBTHSI 2022 p.; 3pa30K KapTKHU Malli€HTa, aHIJIiiCbKO MOBOMO, Bepcis 2.0.0 Bizg 28 ciuns 2022p.; 3pa3ok
KapTKM Talli€eHTa, YKpaiHCbKOK MOBOMO, Bepcis 2.0.0 Bif 28 ciuna 2022p.; OHoBieHi po3ginu [locke
JOCTiHKyBaHOTO JiiKapcbkoro 3acoby mansi [ipemectpanty (Ro 719-7597/F18) y kamcymax 30 mr y
po3zinax 2.1.S Tta P.3.1., aHrniiickkoro MOBORO; 3pas3ok JIucra yyacHUKY AOCTiKeHHs, yKpPaiHCBbKOMO
MoBot0, Bepcis 1.0 Big sumnHsa 2022p.; 3pa3ok JIkicTa yuacHUKY AOC/TiIKeHHsI, POCiiCbKOI0 MOBOHO, BepCist
1.0 Big smnHs 2022p.; 3pa3ok JUCTIBKM «Bam muigx y JociaipkeHHi. Y4acTb y JOCII[IKeHHI paky
MosiouHoi 3ano3u lidERA», ykpaiHcbkoro MoBow, Bepcisi 1.0 Bifg saumHsi 2022p.; 3pa3oK JUCTiBKU
«[Ipotiec mocmimkeHHs. YuacTh y AOCTi[KeHHI paky mojouHoi 3amo3u lidERA», pocilickkoro MoBoRO,
Bepcis 1.0 Bix mumHs 2022p.; 3pa3ok [locibHuKy 3 iHpopMoBaHOI 3roAu /sl YUYaCHHUKIB AOCTiKEeHHS,
yKpaiHCbKOI0 MOBOIO, Bepcisi 1.0 Bif sunHsa 2022p.; 3pa3ok KepiBHUIITBa 10 OTpUMaHHIO iHPpOpMOBaHOI
3roJiy /i yUYaCHULb JOCTiKeHHs], poCiiicbkoro MoBoto, Bepcis 1.0 Bix aumHs 2022p.; 3pa3ok nocTepy,
YKpaiHCbKOIO MOBORO, Bepcis 1.0 Big munHa 2022p.; 3pa3ok nocrepy, pociiCbKO MOBOM, Bepcis 1.0 Bif
munHg 2022p.; 3pasok bporinypu momiuHvka ydacHuka pgociaigkeHHs lidERA, ykpaiHCbKOHO MOBOIO,
Bepcisi 01 Big BepecHs 2022p.; 3pa3ok bpoiiypu s momiuHMKa yuyacHWKa fociimkeHHs lidERA,
pociticbkkoro MoBow, ped. 01 Big BepecHsi 2022p.; 3MiHa Ha3BM BUPOOHWUOI AiMBHUILII TIAKYBaHHS Ta
MapKyBaHHS [JOC/Ti/PKyBaHOTO JIiKapchbKoro 3aco0y ['ipeaectpaHT, Karicynu TBepai, 30 Mr, Ta mpernaparis
JleTpo3os1, TabneTKW, BKPUTI TUTIBKOBOIO 00070HKOIO, 2,5 Mmr, TamokcudeH, Ttabnetku, 20 wr;
AwnacTtpo3os, Tab/eTKH, BKPUTI IUTIBKOBOIO 000/10HKOIO, 1 Mr; Ek3emecTaH, Tab/eTKH, BKPUTI TUTiBKOBOIO
obosoHkoro, 25 mr, 3 «DHL Solutions Fashion GmbH», Germany Ha «DHL Supply Chain Operations
GmbH», Germany

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomizoBaHe, BigKpuTe, OarartoiieHTpoBe AociimkeHHs ¢a3u III 3 ouiHku edeKTUBHOCTI Ta
Oe3rmeyHOCTi aJ’lOBAHTHOI Teparii TripeJjecTpaHTOM TIOPiBHSHO 3 a/i'FOBAaHTHOK eHJOKPHUHHOIO
MOHOTeparii€l0 3a BUOOPOM JliKapsi B MAIliEHTIB 3 eCTpPOreH-pelenTop-no3utuBHUM, HER2-HeraTuBHUM
pPaKOM MOJIOYHOI 3a/1031 Ha paHHiu ctafii», GO42784, Bepcis 2 Big 30 uepBHs 2021 poky

3asaBHUK, KpaiHa

TopapuctBo 3 O6MmexkeHow BiamoBiganbHicTIO «KOHTpaKTHO-AOCTIJHUIIEKA OpraHizaijisi IHHo®apMm-
YKpaiHa»
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CrioHcop, KpaiHa

@. Xoddmann-JIs Pomr JIta, seiinapis (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

HauanbHuk ®@apMareBTUYHOTr0 YIIPaB/IiHHSA

Isan 3A/IBOPHUX



