Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii ITpoTtokon KrmiHiuHoro pociimkeHHs ACE-536-MDS-002, nompaBka 4.0 Bix 31 Oepe3Hs
2022 p., aHriiCcbKO0 MOBOIO; [Jocke mocmimpKyBaHoro Jikapcekoro 3aco0y Jlycnatepiient (ACE 536),
Bepcisg 8.0 Bim »xoBTHs 2021 p., aHI/IMCHKOIO MOBOIO; 3a/yyeHHsl JOAATKOBOI BUPOOHWUOI [i/SHKA
BUITYyCKY Ta iMIOPTY [JOC/Ii/pKyBaHOTo npenapary aycrnarepuent (Luspatercept, ACE-536), niodinisat ans
po3uuHy A iH’ekiii, 25 mr/37,5 mr nycnatepuenty (50 mMr/mim), jiodinizaT s po3uuHy A/ iH’ €KL,
75 mr/87,5 mr nycnarepuenty (50 mr/mn), Bristol-Myers Squibb International Corporation, Belgium
(Parc de I’ Alliance, Avenue de Finlande 4, Braine-1’Alleud, 1420, Belgium)

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

Ne 9 Biz; 02.01.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure, paHgoMizoBaHe pocmipkeHHss Pa3su 3 A9 TOPIBHSAHHS eQeKTHMBHOCTI Ta 0e3reuyHoCTi
npenapaTty aycnatepuent (ACE-536) Ta enoeTwHy anbda fAs J1iKyBaHHsS aHeMii, CIIpUYMHEHOI
MienogucryiacTuyHUMU cuaapomamu (M/IC) 3 ay»ke HU3BKUM, HU3bKUM ab0 MPOMDKHKM piBHEM DU3UKY
3a IPSS-R, y maujieHTiB, sKi paHilie He OTPUMYBaJU CTUMYJISTODU EPUTPOIIOE3y Ta IOTPEOYIOThH
nepesiiBaHHs eputpoluTiB», ACE-536-MDS-002, nonpaska 3.0 Biz 23 motoro 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6MexxeHo BiamoBigampHicTIO «KOHTpaKTHO-AOCTIIHUIIbKA oOpraHi3aiis [HHODapm-
YKpaiHa»

CnoHcop, KpaiHa

Celgene Corporation, USA/ Cenpken Koprnopeiis, CIITA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

Onekcanpap I'PINEHKO




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHWi TIPOTOKOJ KjiHiuHOro BuripobyBaHHs BAY 3427080 / 21652 Bepcis 3.0 3 iHTerpoBaHOO
nioripaBkoto 1 Biz 10 sororo 2022; OHOBEHe 0ChE AOCTIIKYBaHOTO Jlikapcbkoro 3aco0y Elinzanetant
(BAY 3427080), Bepcisi 02 Big 08 motoro 2022 («fkicTb»); OHOB/IeHe AOChE AOC/TiIPKYBaHOTO
nikapcekoro 3aco0y Elinzanetant (BAY 3427080), Bepcis 1.0 Bim 25 ciuns 2022 («besneka Ta
e(eKTUBHICTb»)

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

Ne 2947 Bif 30.12.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«[TogBitiHe crmire, paHJOMi30BaHe, M/1ale00-KOHTPO/IbOBaHe 0araTOIIEHTPOBE JOC/iIKEHHS /il OL[iHKH
edeKTUBHOCTI Ta Oe3reKy eiH3aHeTaHTy AIs TIKyBaHHSI BA30MOTOPHUX CUMIITOMIB TIPOTATOM 26 TWKHIB
y KIHOK y roctmeHomnay3i», BAY 3427080 / 21652, Bepcis 2.0 Big, 15 uepBHs 2021

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHa

CrioHcop, KpaiHa

baitep Konceromep Kep AT, I1IBeiiiiapist

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Onekcanpap I'PINEHKO




HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa pocnignrka CNTO1959 (guselkumab), Bupanus 13 Bix 14.12.2021 p.; KapTka-nam’sitka 3
Bi/JOMOCTSIMU TIPO Bi3UTH, 3arjiaHoBaHi B Mexax fociimpkeHHs Affinity, CNTO1959PSA2003-UKRO09,
Bepcis 1.0 Big 08.06.2021 p., ykpaiHcbkor0 MOBOR; KapTtka «[skyemo», CNTO1959PSA2003-UKR10,
Bepcig 1.0 Bixm 08.06.2021 p., ykpaiHcbkoro MoBow; «Kiiniune mocmimkenns Affinity IToci6HMK
yuacHuka», CNTO1959PSA2003-UKR18, Bepcis 1.0 Bim 08.06.2021 p., yKpaiHCBKOIO MOBOIO;
«BigomMocTi npo KiiHiuHi gociimkeHHs», CNTO1959PSA2003-UKR17, Bepcis 1.0 Big 08.06.2021 p.,
YKpaiHChKOI0 MOBO0; OHoB/eHMH po3fin 3.2.S aocke JI3 rycenbkymab (CNTO1959), motuii 2022 p.;
OHoBnieHu#i po3ain 3.2.P pocee [J13 rycenbkymab (CNTO1959), nomnepesHb0 3arlOBHEHHIA
wmput, 100 mMr/m, T0TH 2022 p.; OHoBnenudi po3zin 3.2.A mocbe 1J13 rycenbkymab
(CNTO1959), mtotmii 2022 p.; OnHoBnenuii posgin 3.2.R gocee [JI3 rycenmpkymab (CNTO1959),
07.02.2022 p.; BkmoueHHst pozatkoBoro BupobHuka Catalent CTS, LLC, CIIIA gns [1JI3 rycenbkymab
(CNTO1959), po3uuH Ais1 iH'€KLIi{ y MonepeaHbO 3ar0BHeHOMY Irnpuii, 1 mu, 100 mMr/m

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2237 Big 18.10.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paH/OMi30BaHe, TIO/BiliHe CJlire, TUIaleb0 KOHTPOIbOBaHe KITiHIUHe JOCTiIKeHHs 2a
da3m [y OUiHKM edeKTUBHOCTI Ta Oe3MeyHOCTi TpU3HaueHOl MiJIIKipHO KOMOiHOBaHOI Tepartii
rycesibKymMaOy Ta roiMyma0ly y Malli€HTiB 3 aKkTUBHUM TICOpiaTUHUHUM apTpuTomM», CNTO1959PSA2003,
3 nornpaBkoro 1 Big 06.10.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Ounexkcangp I'PINEHKO




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomrypa pocnignuka (B/]) pana mpemapaty PF-07104091 (CDK2), PF-07104091, Bepcis 2.0 Big
miucronaza 2021 poky, aHI/ilCcbKo MOBOw; PopMma iHbOpMOBaHOI 3roAM Ha ydacTb y [OC/iKeHHi,
Bepcist 04/02/00 Big 03 rpyaus 2021 p. anst YKpaiHu aHT/IiMchKO0 MoBoio; @opma iHopmoBaHOi 3rofu
Ha yuacTb y gochimkenHi, Bepcisg 04/02/00 Big 03 rpysns 2021 p. g YKpaiHM yKpalHCBKOHO MOBORO;
d®opma iHbopMOBaHOI 3rofi Ha y4yacTb y JociifpkeHHi, Bepcisi 04/02/00 Big 03 rpyans 2021 p. ans
YKpaiHu pocifichKol0 MOBOO; 3pa30K MapKyBaHHS Ha jikapcekuii 3aci6 PF-07104091, Bepcist 1.A Big 10
CiuHsA 2022 p. yKpaiHCbKOI MOBOO; 3pa30K MapKyBaHHsI Ha JIiKapChbKU 3acib manbouukiio
(PD-0332991-00), Bepcis 1.A Biz 15 rpyans 2021 p. yKpaiHCbKOHO MOBOO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 475 Big 13.03.2022

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns: a3y 1/2a 3 MigBUILIEHHSAM [03H, MiZOOPOM [03M Ta 3aCTOCYBaHHSIM BHOpaHOI /103U
mperapary B PO3IIMPEeHi KOropTi /i OI[iHKM 0e3MeuyHOCTi, TepeHOCUMOCTi, (hapMaKOKiHETHKH,
dapmakoHaMiKy Ta MPOTUNYXJIMHHOI akTUBHOCTI TiperiapaTy PF-07104091 B sikocTi MOHOTepariii Ta y
cknafi kombiHoBaHoi Teparii», C4161001, ¢iHambHa Bepcisi MIPOTOKOJY 3 iHKOPIIOPOBAHOIO MOMPaBKOH
3 Bifg 04 >xoBTHs 2021 p.

3asaBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp I'PINEHKO



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikallis cyTreBoi [Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3rofla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
TOTMPaBKU HeoOOB’SI3KOBOMY 1OC/Ti/pKeHHi, Bepcisg 5.0 s Ykpainu Bing 26 ciuas 2022 poky, yKpaiHCBKOIO Ta
pociticekoro MmoBaMu; IHdopMaliiiiHa KapTKa yuyacHUKa J0C/ipKeHHs, Bepcis 2.0 Bif 26 ciunsa 2022 poky,
YKPaiHCBKOIO Ta POCiMCHKOI0 MOBaMH

Howmep Ta gata Hakazy Ne 1896 Big 27.08.2019

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

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

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

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

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkrTopa /JIlupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp I'PIHEHKO




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[HdopmariiiiHa KapTKa y4yacHUKa AociimkeHHs, Bepcis 2.0 Big 21 >xoBTHs 2021 poky, yKpaiHCBKOIO Ta
pOCificCbKOI0O MOBaMH; 3alydeHHs /I0/IaTKOBOI Opradisailii, sikiii crioHcop jferneryBaB CcBOi 0OOB’SI3KM Ta
¢yHKIIi1, MOB’s13aHi 3 TpoBeeHHsIM KiiHiyHOrO BUrnpoOyBaHHS — TOB «Llentp Kniniuaux [ocmimkeHb
JITO»

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

Ne 132 Big 20.01.2022

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure paHAOMi30BaHe KOHTPO/bOBaHe MDKHApoAHe [JociipkeHHs 3 ¢a3d [ BUBUEHHS
Tesli3oTy3ymaby BepoTrHy (ABBV-399) y mopiBHSIHHI 3 [JOL[€TaKCe/IOM Y TIAIiEHTIB i3 paHilile JiKOBaHUM
MiCIIeBOTIOIIMPEHUM/METAaCTaTUYHAM  HETUIOCKOK/IITHHHAM ~ HeIDIOHOK/TITUHHUM ~DPakoOM JIeTeHiB i3
HaJleKCrpeci€ro  perientopa (¢akropa poOCTy remaTouuTiB (c-Met) Ta HasiBHICTIO peLenTopa
ernigepmanbHoro dakropa pocty (EGFR) nemyTarenHoro tury», M18-868, Bepcis 1.0 Big 21 kBiTHst 2021
POKY.

3asiBHUK, KpaiHa

E66Bi Biodapmackrorikan3 I'm6X, IIBetiapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanpap I'PINEHKO




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TIPOTOKOJ KiliHiuHOTO BUMpoOyBanHs MK-7902-014 (E7080-G000-320) 3 iHKOPIIOPOBaHOO
norpaBkoro 05 Big 01 Oepe3ns 2022 poKy, aHIIHACBKOO MOBOI; YKpaiHa, MK-7902-014
(E7080-G000-320), Indopmariisi Ta JOKyMeHT Mpo iHpopMoOBaHy 3rofy Ajs maijieHTta, Bepcis 2.00 Bifg
31 6epe3nst 2022 p., yKpaiHChKOIO MOBOM; YKpaina, MK-7902-014 (E7080-G000-320), [JoroBHeHHs [0
iHdopmatlii Ta JOKymMeHTy mpo iHQOpMOBaHY 3rofly AJisi TlallieHTa /sl JIiKyBaHHs IMiC/si POrpecyBaHHs
xBopobu, Bepcisi 1.00 Big 31 Gepesnsi 2022 p., yKpaiHCbKOIO MOBORO; 3MiHa Ha3BU MiCLs TIPOBE/I€HHS
K/TiHIYHOTO BUTIPOOYBaHHS:

bysio

Crano

I.M.H., ipod. Jyaniuerko O. C.

[epxaBHa ycTraHoBa «IHCTUTYT 3arasbHOI Ta
HeBifkmagHol xipyprii imeni B.T. 3aiiuesa
HarjionaneHoi  akazemii  MeIMYHUMX  HAyK
Ykpainu», BiffineHHs THiMHOI Xipyprii Ha 25
JIDKOK 3 TIa/JiaTOK) IHTEHCHMBHOI Teparii Ha 6
JIDKOK, XapkiBCcbKa MeauYyHa akazemis
TiC/IAIUTIZIOMHOI  OCBiTH, Kadeapa OHKOJIOTII Ta
JUTSAYOI OHKOJIOT], M. XapKiB

I.M.H., ipod. Jyaniuerko O. C.

[epxaBHa ycTraHoBa «IHCTUTYT 3arajbHOI Ta
HeBigknagHol xipyprii imeni B.T. 3aliesa
HarionanbHOI  akajgemil  MeJUUYHHMX  HaykK
Ykpaiuu», BiagineHHs xipypriunux iHdekijiii Ta
YCK/Ia[IHEeHOI OHKOJ/IOTiyHOI mnaTosiorii Ha 25
JIDKOK 3 TIajlaTOK0 iHTeHCHMBHOI Teparii Ha 6
JIDKOK, XapkiBcbKa MeIUYHa aKazeMis
MiC/SAUTIZIOMHOI OCBiTH, KadeZpa OHKOJOril Ta
JUTSIYOI OHKOJIOTI, M. XapKiB

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

Ne 2237 Bif 18.10.2021
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Hasga kj1iHiuHOTO «PanzomizoBane gpocmimpkenHs III ¢a3u g omiHKK edeKTUBHOCTI Ta Oe3meuyHoOCTi meMOpostizymaly

BUTIPOOYBaHHS, KO/, (MK-3475) y kombinaii 3 neaBatuxioom (E7080/MK-7902) i ximioTepari€ero TOPiBHSIHO 3i CTaHJAapTHUM

Bepcis Ta fjaTa JIKyBaHHAM B SKOCTI ITepiuol j1iHil Tepariii i1 y4aCHUKIB 3 MeTacTaTUYHOK KapLMHOMOK CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHoto rorpaBkoro 03 Big 05 ceprHs 2021 poky

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXKeHOr0 BifnoBizanbHicTI0 « MCJT YKpaiHa»

CrnioHcop, KpaiHa «Mepk lapn eng Joym Kopr.», gouipHe nianpuemctso «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp I'PINEHKO




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnene [lochbe mocimKyBaHOro mikapchKoro 3aco0y AZD9291 (Osimertinib, TAGRISSO™) Bepcis
Bif mororo 2022 poky; OHoBneHa bpoinypa pocnigHuka mno mpernapaTy AZD9291 (Osimertinib,
TAGRISSO™), epcis Homep 16.0 Big 17 moToro 2022 poky; IHdopmaiiis rpo gocrimkeHHs: Ta hopma
3roJiy Ji1sl JOPOC/UX, JIoKanbHa Bepcis Homep 7.0 A/ YKpaiHM YKpaiHCBKOKO Ta POCiMCHKOIO MOBaMH,
nata Bepcii 04 xBiTHs 2022 poky, Ha ocHoBi Macrtep Bepcii Homep 9 Bix 15 Gepe3ns 2022 poky;
HoroBHenHs1 0 Gopmu iHbopMoBaHoi 3roau (PI3) 11010 MpoBeeHHs JOC/TiKeHb 3pa3KiB OiooriuHoro
MarTepiasy JioKanbHa Bepcist Homep 3.0 7151 YKpaiHM yKpalHChKOIO Ta POCIMChKOK MOBaMH, JjaTta Bepcii 04
KBITHSI 2022 poky Ha ocHOBi MacTtep Bepcii Homep 3.0 Biz 15 6epe3ns 2022 poky

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1005 Big 28.09.2016

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe paHZOMi30BaHe MO/BilHe crire TIaleb0 KOHTPOIbOBaHe AOCTipKeHHS 3 da3u mjis
OL[iHKM e(eKTUBHOCTI Ta Oe3neuHocTi mpemapary AZD9291 y mopiBHSHHI 3 mianebo y marjieHTiB 3
He/IpiOHOK/TITHHHNM pakoMm Jseredb IB-IITA crazii Ta MyTali€ro pererntopa ermigepManbHOTO (hakTopa
pPOCTY IIpM 3aCTOCYBaHHI MiC/Is TOBHOI pe3eKLii IyXJIMHYM He3aJe)XHO BiJl MpOBeJeHHsl aj FOBaHTHOI
ximiotepamnii (ADAURA)», D5164C00001, Bepcist Homep 5.0 Bifg 25 ciunsg 2021 poky

3asaBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

«Actpa3eneka Ab», IlIserjis

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp I'PINEHKO




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBneHe [locke AOCTiIPKYBaHOTO fikapchKoro 3acoby PF-06651600 (putinenuTtuHi6) Big 23 moToro
2022 p., aHIJNCBKOIO MOBOI; 3a/lyueHHs [IO/IaTKOBOI HAa3BW AOC/iPKYBAaHOTO JIiKapChKOTO 3acoby
PF-06651600 - putnenutyHio; ITogoB)KeHHsT TepMiHy MPHIATHOCTI AOC/IiPKYBAaHOTO JIiIKapChKOTo 3aco0y
PF-06651600 (putnenutuHi6) 1o 60 MicsiiiB

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

Ne 1207 Big 25.06.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomisoBaHe, noBiliHe cire, T1aleb0-KOHTPO/IbOBAHE [OC/i/KeHHsT Y Mapase/ibHuX rpymnax ¢asu
2A pnsa ouiHku edeKTHUBHOCTI Ta Ge3rneyHocTi mepopasbHOi gopmu npenapartiB PF-06651600 ta PF-
06700841 B sKOCTi iHAYKIIiMHOI Tepartii Ta BiKpUTe po3IIMpeHe JTiKyBaHHS Malli€HTiB 3 XBOpoboro KpoHa
cepegHBOTO ab0 Ba)KKOTO CTyTeHs TsOKKOCTi», B7981007, ¢iHanpHa Bepciss 3 iHKOPIIOPOBAHOMO
MOMNPABKOI0 5, Bifl 27 mvnHg 2021 p.

3asgBHUK, KpaiHa

TOB «KniniuHi gocnifkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa

@aiizep Ink., CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp I'PINEHKO




Honatok 10
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa gocigHuka gocimKyBaHoro jlikapcbkoro 3acody IMBPYBIKA® (i6pyTtuni6), BuganHs 15 Bifg
10 rpygns 2021 poky aHrmilicbkoro MoBor; IH@opmatiist A nauieHta Ta Popma iHbopMoBaHOi 3rofu
J1s Ykpainy, Bepcist 12.0 Big 9 motoro 2022 poKy yKpaiHCBKOIO Ta pOCiMCbKO MoBaMy; [TofoBKeHHs
TepMiHy TIPOBe/IeHHs K/TiHIYHOTO BUMPOOyBaHHS B YKpaiHi /10 29 rpyaHs 2027 poky

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

Ne 835 Big 15.08.2016

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«baraTolieHTpOBe BiKpUTe [JOBrOCTPOKOBE TMOZOBKeHe KiiHiuHe aocmifkeHHs 3b ¢da3u mnpenapaTy
PCI-32765 (I6pyTtunio)», PCI-32765CAN3001, monpaBka INT-6 Big 13 ceprast 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIUIMENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp I'PINEHKO




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM MPOTOKOJ KiiHiyHOro gociimkeHHss CV181375 (D1680C00019), Bepcis 06 Big 07 mroToro
2022 poKy aHT/TiMCbKOO MOBOIO

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

Ne 1467 Big 21.11.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«26-T>KHEBE, GaraTorLeHTpOBe, paHZoMi30BaHe, 1/1a1e00-KOHTPO/TbOBaHe, MO/BIMHO-CTiNe
BUIpOoOyBaHHsA (a3 3 B MapasieibHUX rpynax i3 26-TWKHEeBUM TIOJJOB)KEHUM I1epiofioM i3 MipKyBaHb
Oe3reku /1S OL[iHIOBaHHs Oe3reku i edeKTUBHOCTI fganarmidio3idy B f03i 5 i 10 Mr Ta cakcarsinTiny B
[03i 2,51 5 Mr y matji€HTiB JUTAYOro BiKy XBOPHMX Ha LIyKpPOBHH ZiabeT 2-ro THily, Bikom Biz 10 pokiB Ta
crapiue, ajne sKi He gocaryd 18-piynoro Biky», CV181375/D1680C00019, Bepcis 05 Bif 24 Bepecus 2020
p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

AstraZeneca AB / Actpa3eneka Ab, IlIBeriis

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

Onekcanpap I'PINEHKO




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi OnoBnenuii [Ipotokon kmiHiyHoro BuripoOyBaHHs AMT-101-203, Bepcis 4.0 Big 12 kBitHsa 2022 p.,

MOTMpaBKU aHr/ificbKor MoBORO; 3anyuyeHHs Immunologix Laboratories, CIIIA

Howmep Ta fara Hakasy Ne 310 Big 23.02.2021

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUTIPOOYBaHHS

Hassa kiiHiuyHOTO «PanzomizoBaHe, 1aie60-KOHTPOIbOBaHe, MOABiMHe CJlile, y Mapase/ibHUX rpyTax, rnomykose, ®Pa3za 2,

BUIIPOOYBaHHs, KO/, JocrikeHHs1 eeKTUBHOCTI i Ge3reunocti mpernapaty AMT-101 f/1s mepopasbHOTO 3aCTOCYBaHHS Y

BepCis Ta jara MOEAHAHHI 3 afaniMyMaboM y MalfieHTiB 3 BHUPAa3KOBUM KOJIITOM CepPeJHBOr0 abo TSHKKOTO CTYIIeHsD»,
AMT-101-203, Bepcis 3.0 Bix 26 xoBTHs 2021 p.

3asiBHUK, KpaiHa TOB «biomanac», YKpaina

CrnoHcop, KpaiHa Applied Molecular Transport Inc. /«Emnaiig Monekbtonap TpeHcriopT [Hk.», CIIIA

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. renepanbHOro gupexkrTopa /Ilupekropary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanpap I'PINEHKO




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoOB/IeHUM NTPOTOKOJI 3 iHKOPIIOpOBaHO0 nonpaBkoro 8 Bif 02 rpyaHs 2021 poKy aHIJIINCBKOK MOBOIO;
3MiHa CrioHCcopa MPOTOKOJy KiiHiuHoro BurnpobyBaHHs GS-US-419-3896 3 Gilead Sciences, Inc., CIIIA
Ha Galapagos NV, benbris; IHdopmariilinuii micTok Ta gopma iHPopMOBaHOI 3ro/iy MallieHTa, BepCis
10.1.0 Big 28 rpyans 2021 poky yKpaiHCBKOKO Ta POCiHChbKOO MoBamu; ©opMa 3roJu MapTHePKU Ha
rofla/iblile CIIOCTepe)KeHHs 3a BariTHicTio, Bepcig 4.1.0 Big 05 ciuHa 2022 poKy yKpalHCBKOKO Ta
pocilicbkkoro MoBamy; KapTtka mnauieHTta, Bepcisi 2.0 Big 09 mrororo 2022 poky YKpaiHCBKOKO Ta
POCifiCbKOI0 MOBaMH; 3pa30K MapKyBaHHS /IS JOC/IiI)KYBaHOTO JiKapChbKOro 3acoby ®inrotinio 100 mr
abo 200 mr, TabseTKH, BKPUTI TTIBKOBOIO 000J1I0HKOFO, Bifi 04 ytoToro 2022 poKy yKpaiHCHKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 423 Big 12.04.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[10BroCcTpOKOBe MOZOBXeHe NOC/TiIKeHHs [/ OLiHKK Oe3reku (inroTiHiOy y maijieHTiB i3 xBopoOoro
Kpona», GS-US-419-3896, 3 iHKopriopoBaHOO 1MornpaBkoto 7 Bif 23 6epe3nsi 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp I'PINEHKO




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hoparok 01 Bix 01 rpygas 2021 poky mo bpomypu gocmifgHuKa AOC/TiIKyBaHOTO JTiKapCHKOTO 3aco0y
@pemane3ymab (Fremanezumab) (TEV-48125), sugannas 07 Big 13 >xoBTHS 2021 pOKy aHITiHCHKORO
MOBOIO

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

Ne 1143 Big 15.05.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararotieHTpoBe paHZOMi30BaHe MO/BIMHO cJiime myialie60-KOHTPOIbOBaHe AOC/IiPKeHHs B NapaeTbHUX
rpyrnax i3 ToJa/iblliM BiIKDUTHM AOZATKOBUM I1€PiOIOM [/isi OLiHKKA e(eKTUBHOCTI Ta 0Oe3rmeuHOCTi
dbpeMaHe3ymaby /i1 TpOodiaKTUUHOTO JIiKyBaHHS MirpeHi B TMAI[i€HTiB i3 BEJMKUM JelpecHBHUM
posnanom», TV48125-MH-40142, 3 nonpaBkoro 04 Bix 04 tpaBHst 2020 poky

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJIA/IBHICTIO «®APMACBIOTIKATT PICEPU
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., CIITA

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Ounexkcangp I'PINEHKO




Honmatok 15
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJIeHe [0ChE AOCTiHKYBaHOTO JliKapchkoro 3acoby Tiparomyma6b 60 mr/mn, Bepcisi Big rpyans 2021
p.; /lomaBaHHS a/MbTEPHATHBHOIO BHUPOOHMKA JOCTiIPKyBaHOTO JiiKapcbkoro 3aco0y Tiparomymab
KOHLIEHTpAT [i/Is PO34MHY AJisl BHYTPillIHbOBeHHUX iHQy3ii (600 mr/10 mm) 60 mr/mn - ®.XodpdpmanH-JIs
Pour Jlta, IlIBeiuapis; /lomaBaHHST 3pa3KiB  MapKyBaHb [OC/i/KYBaHOTO JTiKApCBKOTO 3aco0y
Tiparosymab 600 mr/10 m abo iarie6o y duiakoni Nel 3 ambrepHaTMBHUM BUpoOHUKOM @.Xo0hhMaHH-
JIst Powu JITa, LBeiiliapisi ykpaiHCbKOIO MOBOMO Bif 06 kBiTHs1 2022 p.

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2917 Big 15.12.2020

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

«PanziomizoBane, mogBiliHe citine, miarie6o-KoHTpPoboBaHe da3u III mocmimpkeHHsT aTe3051i3ymMady B
noefHaHHi 3 Tiparomymabom (aHTU-TIGIT anTuTiIo) abo 6e3 Tiparosmymaby y mMaljieHTiB i3
Hepe3eKTa0enbHOI0 TIOCKOK/TITUHHOI KapLMHOMOIO CTPaBOXOJY, YWsl KapLMHOMa He TporpecyBana
Tic/s pafvKanbHoi XiMiorpomeHeBol Teparii», YO42137, Bepcis 5 Big 27 cepring 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifiNoBianbpHiCcTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JITa, IlIBeiitapis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanpap I'PINEHKO




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoitypa gocnignvka Omnarapub (Olaparib) (AZD2281, KU-0059436), Bumanus 21 Big 31 ciuHs
2022 poky, aHrilicbkor MoBowo; YkpaiHa, MK-7339-007, Bepcis 06 Big 04 kBiTHs 2022 p., yKpaiHCHKOIO
MOBOIO, iH(opMallis Ta AOKyMeHT mMpo iH(QOpMOBaHy 3rofy JJis Tial[ieHTa, CTBOpeHa Ha OCHOBI
riobanbHoro 1mabnony s MK-7339-007, Bepcisi 06 Bim 15 Gepesnsi 2022 p., a Takox Iab/oHy,
3aTBeppKeHOro /11 YKpaiHu, Bepcis Bif 15 ciunsa 2021 p. yKpaiHCbKOI MOBOO

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

Ne 2487 Big 17.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«docmimkeHHs ¢a3m 2 osarnapuby y kombiHarlii 3 meMOposizymaboM y MaljieHTiB 3 paHille JiKOBaHUM
PO3TIOBCIO/IPKEHUM PaKOM 3 MYTALIi€l0 T'eHa y CHCTeMi ToMoJIoriuHoi pekoMOiHariiiHoi perapariii (HRRm)
IOHK Ta/abo 3 mopyueHHsM romosoriuHoi pekombiHauii (HRD) [JHK», MK-7339-007, 3
IHKOpriopoBaHoto 1ornpaBkor 04 Bix 04 cepras 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO «MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg [Joym Kopr.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Onekcanpap I'PINEHKO




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikallis cyTreBoi Bpoirypa mocrignvka JNJ-67896049 / ACT-293987 / NS-304 Uptravi® (selexipag), Bumanus 17 Bix
TI0IpaBKU 07.02.2022 p.

Howmep Ta gata Hakazy Ne 310 Big 23.02.2021
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hassa kiiHiuyHOTO «baraTorjeHTpoBe, 3 OJHMM pYKaBOM JIIKyBaHHs, BiJIKpUTe, [OBrOTpUBa/e KIIHIYHE [JOC/IiKeHHS
BUTIPOOYBaHHS, KO/, criocTepe>keHHs Ge3neuHocti Cesekcinary y yyacHUKIB, sIKi Opany ydyacTb y TONepeJHbOMY KJIiHIiUHOMY
BepCis Ta jara pocaigpkenHi Cenekcinary», 67896049PUH3001, 3 [ToripaBkoro 1 Big 08.12.2020 p.

3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcaungp I'PINEHKO




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

BksitoueHHs1 fofaTkoBoi BUpobHuYoi AinsgHku as [JJ13 AbiparepoHa arjetar, Abiraterone acetate, 3utura,
ZYTIGA; INJ-212082; (G0002); Tabmetku; 250 mr: Patheon Inc., Kanaza

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

Ne 2777 Big 02.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomisoBaHe, miaie00-KOHTPOJIbOBaHe, MO/BiMHe Cline KiiHiuHe Joc/imkeHHs 3 (a3u mpernapary
Hipanapu6 B kom0iHarlii 3 abipaTepoHa arjeTaToM Ta MpeZHi30HOM y TIOPiBHSHHI 3 abipaTepoHa alieTaTomMm
Ta MPeJHI30HOM [/If JIIKyBaHHs IalL[i€HTIB 3 MeTaCTaTUYHHUM KacTpaT-uyT/IMBUM pPakoOM IlepeaMixXypoBoi
3an03u (MCSPC) 3i miKiAmMBoI0 repmiHa/bHOI ab0 COMAaTUYHOIO MYTAILli€l0 TeHiB, 110 BiATIOBial0Th 3a
perapaiiito IssxoM romosoriuHoi pekombiHarii (HRR)», 67652000PCR3002, 3 ITlompaBkoro 1 Bif
21.12.2020 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap I'PINEHKO



Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHuii poTOKOJ KiiHiyHoro BunpoOyBanHsi P2-IMU-838-UC, ¢inansHa Bepcis 6.0 Big 14 rpygHs
2021 poky; OHoBneHUM iHdOpMaljiliHMI TUCTOK MaLieHTa Ta ¢popMa indhopmoBaHoi 3rogu (IJITT/PI3) ans
Ykpainy, ¢inanbHa Bepcis 7.0 Bix 31 ciuns 2022 poky Ha OcHOBI ¢iHanbHOI Maiictep Bepcii 7.0 Big 19
ciunsg 2022 poKy aHT/IiMCbKOI, YKPaiHCHKOIO Ta POCIMCHKOI0 MOBamM; 3MiHa HaliMeHyBaHHS 3asiBHHKA B
Ykpaini 3 TOB «KOBAHC KJ/IIHIKAJI JEBEJIOTIMEHT YKPAIHA» na TOB «JIABKOPII
KJITHIKAJI JEBEJIOTIMEHT YKPAIHA»; 3mMiHa Ha3BM Miclig IpoBe/ieHHs K/iHiYHOro BUMPOOYBaHHS:
byno Crasno

nikap Ckubasno C.A. nikap Ckubamno C.A.

KomyHanbHe  HekomepiiiiHe  mianpueMcTBO | KoMyHanibHe — HeKOMepLiiiHe  MiJiNPUEMCTBO
«KuiBcbka MicbKa KiiHiuHa JiikapHsi Ne 1» | «kKuiBcbka MicbkKa KJ/liHiuHa JiikapHsd Ne 1»
BUKOHABYOro opraHy KuiBCbKOI MICBKOI pasy | BUKOHaBYOro opraHy KuiBcbkoi MiCbKOI paju
(KuiBcbkoi MichKOi fep>kaBHOI agmiHicTpailii), | (KuiBcbkoi MichKOI Jlep>kaBHOI afMiHicTpaliii),
TeparieBTUYHe BifziseHHs Ne 2, M. KuiB BiZilisIeHHs K/IIHIYHUX [0C/IKeHb, M. KHiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1132 Big 15.06.2018

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«®a3a 2, GaraTol[eHTpOBe, paH/OMi30BaHe, IMO/BiliHe ciiire, TUIalle00-KOHTPOIbOBAaHEe OC/TiPKEHHS 3
METOI0 BW3HAUeHHs [03W /I OLiHKA edeKTUBHOCTI Ta Oe3neku mnpemnapary IMU-838, 1o
BHUKOPHCTOBYETHCSI B SIKOCTi 3aco0y iHAYKLiNHOI Ta TiATpUMYyrOUoi Tepariii TPy BUPA3KOBOMY KOJTiTi
cepeIHbOTO Ta TSHKKOTO cTyreHsi», P2-IMU-838-UC, dinanbHa Bepcisi 5.0 Big 26 arotoro 2021 poky

3asiBHUK, KpalHa

ToBapucTBO 3 06MEXeHOI0 BifnoizanbHicTI0 «JIABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»
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CnoHcop, KpaiHa Immunic AG, HimeuuriHa

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbsHoro agupekropa Jlupekropary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap I'PINEHKO




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHul MPOTOKO/ KiiHiuHOro BUnpobyBaHHs C4221016, ocTatouHa Bepcis poTokosy, [TorpaBka 2
BiA 02 rpyans 2021 poky, aHr/IincbKo MOBOrO; CTopiHKa mianucy npotokony C4221016 3 nompaBKoOrO
2, migmicana crioHcopom 02 rpyans 2021 poky; CHHOMCUC TMPOTOKOJIY KJIIHIYHOTO [JOC/IiJIPKeHHS
C4221016 3 iHKOpPIIOPOBAaHO MOIPAaBKOI 2 aHTJ/IiNCbKOK MOBOHO Bif 02 rpyans 2021 poky; CuHoricuc
TIPOTOKOJIY K/iHIYHOro fociifpkeHHs1 C4221016 3 iHKOPIOPOBAHOK TMOMPAaBKOW 1 YKpaiHCBKOIO MOBOO
Bif 02 rpyans 2021 poky; ®opma iHdopmoBaHOi 3roii Ha y4acThb y BBiZIHIM YacTUHI JOCTiIKeHHs [Jis
ouiHku Ge3reyHocti, Bepcisi 3.0 Bix 28 rpygus 2021 p. ana YKpaiHu aHrjiicbkoro MoBoro; dopma
iH(hopMOBaHOI 3roZi Ha y4YacThb y BBi/[Hill YaCTHHI AOCTiIKeHHS JJis OL[iHKK Oe3meuHocTi, Bepcis 3.0 Bia
28 rpynHs 2021 p. pns YKpaiHM pocilicbKor MoBOI; PopMa iH(pOPMOBAHOI 3roiv Ha y4acThb Y
BBi/[HI} yaCTHHI JOC/Ti/PKeHHST JJ1s OLiHKK Oe3meuHocTi, Bepcis 3.0 Big 28 rpyans 2021 p. s YKpaiHu
yKpaiHCbKOHO MOBOW; Popma iHhopMoBaHOI 3roju Ha yd4acTb y JocjifykeHHi, Bepcisi 4.0 Bix Bim 28
rpygHs 2021 p. pgns YkpaiHu ykKpaiHCbKOro MoBowo; Popma iHdopmoBaHOI 3rogu Ha ydacTb y
JociipkeHHi, Bepcisi 4.0 Bix Bim 28 rpyaus 2021 p. gns YkpaiHu pociiicbkoro MoBow; Popma
iHdbopmoBaHOI 3rofji Ha yuyacTh y [JOC/iMKeHHi, Bepcis 4.0 Big Big 28 rpyaus 2021 p. ans Ykpainu
aHTJIiICbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane mogBitiHe crtine gocsimkeHHs (a3u 3 eHkopadeHiOy Ta OGiHiMeTiHIOy B moegHaHHI 3
nemMOpostisaymaboM y TIOpiBHSHHI 0 Tulanebo B TMO€AHAHHI 3 TeMOpo/i3ymMaboM y TallieHTiB i3
MeTacTaTUUHOI abo HeorepabenbHOI MiCL[EBO TMOIIMPEHOI0 MeTaHOMOIO, TO3WTHBHOKO /10 MYyTaLjiid
BRAF V600E/K», C4221016, ocratouHa Bepcisi npoTtokoJy, ITorpaBka 1 Bizg 31 6epe3ns 2021 poky

3asiBHUK, KpaiHa

[Maiizep Iuk., CHIA
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CrnioHcop, KpaiHa [Naiizep Iuk., CIIA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbsHoro agupekropa Jlupekropary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap I'PINEHKO




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi OHoBJIeHUH TIPOTOKOJI K/TiHiYHOTO BUpoOyBaHHs MK-7684A-004, 3 iHKopriopoBaHoto orpaBkoto 03 Bif

TOIpPaBKU 18 moToro 2022 poky, aHT/TiliCbKOK MOBOIO

Howmep Ta gata Hakazy Ne 1722 Big 11.08.2021

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOTO «Bigkpure pocnmimkennast da3u 2 ans oniHkM Oe3neku Ta edekrtuBHOCTi MK-7684A (kombiHaris MK-

BUIIPOOYBaHHs, KO/, 7684 [BibocTonimMab] 3 MK-3475 [membOposizymab]) y yuacHUKIB 3 peLiuiuBytOurMy abo pedpakTepHUMHU

BepCis Ta jara reMaToJ/IOTiYHUMU 3JIOSIKICHUMU HOBOYTBOpPeHHsAMW», MK-7684A-004, 3 IHKOpPIIOPOBaHOK MOMNPABKOK
02 Biz 20 BepecHs 2021 poky

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

CrnioHcop, KpaiHa «Mepk lapn eny Joym Kopm.», gouipHe nianpuemctso «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTepianu/ripernapaTu

CYIyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp I'PINEHKO
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb Ta BHECEHHSI 3MiH /I0 HaKa3y
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 17 TpaBHs 2022 poky Ne 818»
20.05.2022 Ne 863

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onoenernii Ilporokon kiiHiuHOro BurpoOyBanHs SGN22E-003, 3 mompaBkoto 5 Big 29 Gepe3sHs
2022 poky; Marepianu Jjs ydyacHUKIB JocaifkeHHs: bpouypa ana nagienta (SGN22E-003: EV-302 —
PFM - Patient Brochure), Bepcist 1.0 Big 11 ciunsi 2022 poky, yKpaiHCBKOIO Ta POCiiCbKOI0 MOBaMW;
HoBignuk i3 Bi3uTiB «Bam JoBigHuk s goctimkenHs EV-302» (SGN22E-003: EV-302 — PFM — Visit-
by-visit Guide), Bepcis 1.0 Biz 11 ciuns 2022 poKy, yKpaiHCbKOO Ta POCiiiCbKOI0 MOBaMu

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

Ne 1586 Bif 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«BigkpuTe, paHgoMi3oBaHe, KOHTPO/IbOBaHe, 3 a3y Joc/imKeHHs: eHhopTyMady BeOTHHY B KOMOiHarlii
3 meMOposidymaboM y TIOpiBHAHHI 3 JiMIIe XiMiOTepari€d TIpM paHilme He JiKOBaHOMY
MicIieBoIoLIMpeHoMy abo MeTacTaTUYHOMY ypoTesiasibHOMy paky», SGN22E-003, 3 nomnpaBkoto 4 Bif 11
suctonazga 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Cimxken IHK.»/ Seagen Inc., CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp I'PINEHKO




Honatok 23

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPABOK |0 TIPOTOKOJIIB KTIHIYHUX
BUTNIPOOYBaHb Ta BHECEHHSI 3MiH /10 HaKa3y
MiHicTepcTBa OXOPOHHU 3[J0pPOB’Sl YKpaiHu
Bizf 17 TpaBHsa 2022 poky Ne 818»
20.05.2022 Ne 863

[nenTudikaris cyTreBoi
TIOTIPaBKU

OnoBnenuii IIporokon kiaiHiuHoro BuripodyBanHs TP0003 3 mompaBkow 3 Big 03 rpyzass 2021 poky;
IHdopmaris a5 yuacHrka gociigpkeHHs: i @opma iHdopmoBaHoi 3roiv Ha ydacTh y gocaigpkenHi TP0003
(myOpportunlTy 1), mozens ans Ykpainu, Bepcis 5.0 Big 09 rpygusi 2021 poky, yKpaiHCBKOIO Ta
pociticbkoro MoBamH; [HdopMallist s yuacHUKa Joc/ifiKeHHs i @opma iH)OpMOBaHOI 3roZiv Ha y4yacTb y
(hapMakoreHOMHOMY [IOC/Ii/PKeHHI B paMKax OCHOBHOro pociipkeHHss TP0003 (myOpportunlTy 1),
Mozenb Ay YKpainy, Bepcisi 2.0 Big Big 09 rpyans 2021 poky, yKpalHCBKOKO Ta POCIMCBKOIO MOBamy;
Martepianu s naijienTis: KapTka yuacHuka kiiHiuHoro gociimpkenHss (Patient ID Card), Bepcis 3.0 Big 7
rpyzans 2021 poky, pata nepeknagy 21 rpyans 2021 poky, yKpaiHChKOIO Ta POCiHCbKOK MOBamH; JIMCTOK-
BKJ/Ia/IKa B YIAaKOBKY 3 BakLMHOI bekcepo ans pocnimxkenns TP0003 / TP0O0O06, Bix 10 mucronaza 2021
POKY, YKpaiHCBKOIO Ta POCIMCbKOK MOBamy; JIMCTOK-BK/IajKa B YIakKOBKY 3 BakLMHOIO [IpeBenap 13
(Prevenar 13) pgns pgocnimkenns TP0003 / TP0006, Big 26 >koBTHsS 2021 poky, yKpaiHCBKOIO Ta
pociiicbkkor0 MoBamu; 30i/bIIeHHS] KiTBKOCTI TAIfi€HTiB, $IKi MPUAMalOTh y4acTh y K/IiHIYHOMY
BUTIpOOyBaHHI Ha TepuTopii YKpainy, 3 16 g0 18 ocibd

Howmep Ta gara Hakasy
MOQO3 11010 3aTBep I KeHHs
K/TIiHiYHOTO BUITPOOYBaHHS

Ne 1246 Big 26.05.2020

Has3sa k/iHiuHOT0
BUITPOOYBaHHS, KO/,
BepCid Ta jjara

«bBararorieHTpoBe, MO/BiliHe CJjIiTle, paH[OMi30BaHe, TUIalle00-KOHTPO/IbOBaHe JOCTiHKeHHS 3 a3y A/
OL[iHKM e(eKTUBHOCTi, 0e3MeyHOCTi Ta TepeHOCHUMOCTI TpernapaTy PpO3aHOMiKCi3ymab y Aopociux
YUaCHMKIB JOCTi/PKeHHSI 3 TIepCUCTYIOUOK ab0 XPOHIUHOK MEePBHUHHOK iMYHHOIO TPOMOOLIUTOIIEHIERD
(ITIT)», TPOOO3, 3 nonpaskoto 2 Bif 29 BepecHs 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnioHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium
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CynyTHi —
MaTepianu/rperiapaTy
CyIyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apmaneBTHYHOTO 3a0e3MeUeHHs Onekcanpap I'PINEHKO




