Hopatok 1

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb Ta BHECEHHS 3MiH /10 ZI0JaTKa
Ne 28 o Haka3zy MiHicTepcTBa OXOPOHU
310poB’a Ykpainu Bij 13 munasg 2020 poky
Ne 1585, nozmatka Ne 36 10 Hakazy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 29 ymunHa 2021 poky Ne 1586 Ta mojaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
30poB’s YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii mpotokon pociaimpkeHHs 2693-CL-0304, Bepcis 3.2, 3 iHKOPIOPOBAHOK HECYTTEBOIO
ronipaBkoto 3 Bifg 19 Oepe3ns 2021 p., aHr/ificbkoro MoBoi; OHOBJ/IEHUH TPOTOKOJ AOCTiIXKeHHS
2693-CL-0304, Bepcis 3.1, 3 IHKOpPIIOPOBAHOK HECYTTEBOK TMonpaBkorw 2 Bix 23 »xoeTHA 2020 p.;
IHdopmaritinuii UCTOK TallieHTa i ¢opma iHdopmoBaHoi 3roau, Maiictep-Bepcis 6.0 Big 19 Gepesns
2021 p., Bepcis 6.0 ans Ykpainu Big 13 TpaBHa 2021 p., yKpaiHCBbKOIO Ta pOCIMCHKOI MOBamuy;
OnoBnenuii po3fin 2.1.S «Jlikapcbka peuyoBMHa» JOChE MAOCTiIKYBaHOTO JiKapchbKOro 3acoly
(de3zoninerant), Bepcis Bix 6epe3nst 2021 p., aHITiHCHKOI0 MOBOKO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Bip 04.12.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBaHe miaiie60-KOHTPOJTbOBaHE TIOABiMHE Clilie KiTiHiuHe Aoc/imKeHHs (a3u 3 /1711 BUBUEHHS
JIOBFOCTPOKOBOI 0e3reuHoCTi ¢e30/1iHeTaHTy B KIHOK, fKi CTPaKJalOTh Bifi CUMITOMIB Ba30MOTOPHHUX
peakiiii (TpuauBiB), MOB’si3aHUX i3 MeHomay3ow» , 2693-CL-0304, Bepcisi 3.0, 3 iHKOPIIOpPOBAaHOIO
CYTTEBOIO NonpaBKoro 2 Bif 15 uepBHs 2020 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa




2 MPOJOBXKeHHA JojaTtka 1

CrioHcop, KpaiHa Astellas Pharma Global Development, Inc., USA/ Acreniac ®apma I'no6an [JeBenonmenT, k., CIITA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

CriporiieHe 10Ch€e AOCTIPKYBAHOTO JliKapcbkoro 3aco0y Tingpakizyma0, Bepcis 2.0 Bizg 02 uepBus 2021 p.,
aHIJIIKICbKOK MOBOIO

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

Ne 1960 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«J10BrOCTpPOKOBE TIPO/IOBXKEHE /I0C/TiHKEeHHS Ti/iZipaki3yMaly 3 MeTOl0 /JoBeZieHHs Horo 6e3rmeyHoCTi rpu
3aCTOCYBaHHI y TIALiEHTIB i3 TCOpiaTUUHWM apTPUTOM, SIKi paHille Opasy y4acTb y [AOC/i/KeHHi i3
3aCTOCYBaHHSM Tingpakizymaby», CLR_18_07, Bepcis mpotokosy 01 3 iHKOpriOpoBaHOIO TOTpPaBKoO 1
Big 22 murHsg 2020 poky

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

Sun Pharma Global FZE, O6’ennani Apabcski EMipaTtu

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Hocwe pocnimpkyBaHoro Jjikapcbkoro 3aco0y, TL-895, Bepcis 4.0, 10 tpaBHs 2021 poky, aHIJIiHCBKOO
MOBOIO; 3amydeHHs1 fogaTKoBux BupoOHUKIB [IJI3 TL-895: Catalent Micron Technologies, Inc., CIIIA
(micue3naxomxkenHsi: 333 Phoenixville Pike Malvern, PA 19355, USA) Tta Fisher Clinical Services,
HimeuunHa (micuie3sHaxomkeHHsi: Marie Curie Str. 16 79618 Rheinfelden, Germany)

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«®aza I/Il, gocnimpkeHHs1 MepLIOro 3acTOCyBaHHS y Jrofed mpenapary TL-895 3 eckanauiero mo3m y
MaLi€eHTiB 3 peLuAUBHUMU/pedpakTePHUMH B-KMITMHHMMHK 3/10SIKiICHUMHM 3aXBOPIOBaHHSIMM Ta i3
MO/a/bIIMM 3aCTOCYBaHHSIM y TAL[i€EHTIB 3 peLuAUBHUM/pedpakTepHUM XPOHIUHUM JiMGOLUTapHUM
NeWKo30M abo  peruguBHOI/pedpakTepHO0  APiOHOKIITMHHOI  JTiMQOIUTapHOI  J1iM(BOMOIO»,
MS200662_0001, sBepcis 9.0 Bizg 29 »xoBTHs 2020 poky

3asgBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BifinosiganbHicTI0 «MEITTENC YKPATHA»

CnoHcop, KpaiHa

«Tenioc ®apma, [Hk» [Telios Pharma, Inc.], CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa Ha3Bu BUpoOHMUOi AinsgHKU 3 Cook Pharmica, United States Ha Catalent Indiana, LLC, United
States 10 mocutipKyBaHOTO Jlikapcbkoro 3aco0y dypeanymab (MEDI4736, Durvalumab); MapkyBanus 1
¢nakony 10 mn ypanymadb (MEDI4736) Konuentpar panast po3uuHy Ais iHQy3ii. 50mr/mn (500
mr/akoHn), Bepcis 4.0 Big 22 ciunsa 2019p.; MapkyBanHsi iakyBaHHs1 10 ma JypBanymab (MEDI4736)
KontjeHTpat s po3uuny s iHdy3ii. 50mr/mi (500 mr/dnakoH), Bepcist 6.0 Big 17 BepecHs 2019p.

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

Ne 687 Big 21.06.2017
Ne 545 Big 19.05.2017
Ne 1388 Biz 08.11.2017

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«MixHapoziHe, OaraTOl|eHTpOBe, paH/|OMi30BaHe, BiZIKpHUTe, TMOPiBHs/JIbHE AOC/i/KeHHS ¢a3su 3 10
BU3HAuUeHHIO edeKTUBHOCTI [JlypBanymaOy uu KombiHarjii [lypBamymaby i Tpemenimymaby i3
IUVIATUHOBMICHOK  XiMmioTepari€ro aag  1-1  JiiHil  JiKyBaHHA  TMAL{i€HTIB 3  MeTacTaTUYHUM
HeApibHOKMiTUHHEM pakoM JiereHiB (HKPJI) (POSEIDON)», D419MC00004, Bepcist 5 Big 20 KBiTHS
2020 poky;

«PaHjomi3oBaHe, GaraTorieHTpoOBe, BifKkpuTe, TOpiBHsABHe AocmimkeHHs III da3m s BU3HAUEHHS
epexkruBHOCTI [JlypBasiymaby um kombiHarii [ypBamymady i Tpemenimymaby y KomOGiHarii 3
MJIATUHOBMICHOIO XiMioTeparti€ro y mepiirii JTiHii JiKkyBaHHS MAalli€EHTIB 3 TOLIMPEHUM JPiOHOKTITUHHUM
pakom nereniB (JPJI) (KACITIAH)», D4195QC00001, Bepcis 6.0 Big 16 ciunsg 2020 p.;

«Pangomi3oBaHe, Bigkpute, bararorjeHTpoBe mocmimkeHas 111 da3u dypBanymaby ta Tpemenimyma0y B
SIKOCTI TepLIol JiHii /JiKyBaHHS MAlLi€HTIB 3 MOLIMPeHMM renatoulemonsspHuM pakom (HIMALAYA)»,
D419CC00002, Bepcis 6 Big 20 cepriasg 2019 p.
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3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»
CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

3a/yuyeHHs] J0OAATKOBOI BHPOOHWUOI [ibHUI[I BUPOOHHUIITBA /JOC/Ii/PKYBAaHOTO JIiKAPCHKOTO 3acoly
Kap0orisiaTviH, KOHIIeHTpAT /JIsi PUTrOTyBaHHS PO3uUMHY [yis iHdy3ii, 10 mr/mu y dakoni 600 mMr/60 mi
Bendalis GmbH, Himeuunna

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

Ne 1468 Biz 26.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzoMi30BaHe, MO/BiliHe Ciline AOCTipKeHHs (a3 3 /151 OL[iHKM XiMioTepartii rperapaTaMu Ha OCHOBI
MIaTUHU y KoMOiHatlii 3 mperrapatom INCMGAO00012 a6o 6e3 HbOTO B SKOCTI Tepariii mepioi JiHii rnpu
MeTacTaTUUYHOMY TUIOCKOK/ITHHHOMY 1 HETUIOCKOK/IITHHHOMY HeApiOHOKTITUHHOMY paKy JiereHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 1 Big 14 mucronaga 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Incyte Corporation, United States

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikaris cyrreBoi
TIOTIPaBKU

Ykpaina, MK-8189-008, Bepcist 01 Biz 12 mumnns 2021 poky, yKpaiHCbKO MoBot0, Popma iHpopmoBaHoOi
3rof - 3rojila peiiTepa Ha ayzio3amuc; Ykpaina, MK-8189-008, Bepcis 01 Big 12 ngunnHs 2021 poky,
pociiicbkoro MoBoro, Popma iHdopMOBaHOI 3roAu - 3rofia peilTepa Ha aygio3anuc; IHdopmartiis fs
3aMyueHHs1 mMalieHTiB y pochimkeHHs «JocmimkenHs MK8189-008. 3aroctpeHHs 11n30¢peHii?»,
yKpaiHCbKOI0 MOBOIO, Bepcisi 1, koBTeHb 2020 p.; IHdopmallis Asisi 3a/yueHHs TIALIi€HTIB y JOC/TiIKeHHs
«Hocnimkenns MK8189-008. 3aroctpeHHs 1mm3odpeHii?», pocilickkoro MoBOIO, Bepcis 1, koBTeHb 2020
p.; ITyTiBHUK A1 0COOM, sIKa 3/iMCHIOE OT/Is 3a yyacHUKOM fAociimkeHHss MK8189-008, ykpaiHCbKOIO
MoBoOIO, Bepcisg 1, sucromag 2020 p.; TlyTiBHMK i1 ocobu, sika 3[iMCHIOE JOTJISA 3a YYaCHUKOM
pocnimpkenHss MK8189-008, pocilicbkkoro MoBoro, Bepcia 1, mucronag 2020 p.; dainyapT- KepiBHULTBO
U1 JOCTiAHUKIB «ITpoBOAUTECA BK/IOUEHHS B JOC/III)KeHHSI», YKPalHCbKOI0 MOBORO, Bepcid 1, ucronaz
2020 p.; PnainuapT- KepiBHULTBO A1 AOCTIAHUKIB «[IpOBOAWUTHCS BK/IOUEHHS B JOC/IIIKEHHS»,
pocilicbkkoro MoBoto, Bepcist 1, mucronaz 2020 p.; MarHiT-HaragyBaHHsl [A/s1 maijieHTa «[locmizkeHHs
MK8189-008», ykpaiHCbKOXO MOBOMO, Bepcis 1, xoBTeHb 2020 p.; MarHiT-HarazyBaHHs [jis Ialji€HTa
«Jocnimkenns MK8189-008», pociiickkoro MoBoro, Bepcisi 1, >xoBTeHb 2020 p.; KepiBHMIITBO /7151
nauieHta «Mii nyTiBHUK A1 gocaimkeHHs MK8189-008», ykpaiHChKOIO MOBORO, Bepcisi 1, rpyaeHs 2020
p.; KepiBHuuTBO A5 matjienta «Mii myTiBHUK s gocaifpkeHHs MK8189-008», pocilicbkkoro MOBORO,
Bepcis 1, rpyzens 2020 p.; JIuct fo yikaps, 110 HarpasJisi€ natieHTa « OLiiHKa HOBOTO BapiaHTY JIiKyBaHHS
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LWM30ppeHii», yKpaiHCbKO MOBOIO, Bepcisa 1, rpyaeHs 2020 p.; JIucT fo nikaps, Wo Hanpasnse nayieHta «OuiHka
HOBOrO BapiaHTy MiKyBaHHS LLIM30(peEHii», pocilicbkolo MOBOLD, Bepcis 1, rpyaeHb 2020 p.; OHoBAeHi po3ginn «P.5
Control of drug product», «P.8 Stability» [ocbe gocnigkyBaHoOro nikapcbkoro 3acoby MK-8189, tabneTtku, Bepcis
06DPLY Big 20 uyepBHs 2021 pOKy, aHrAiNCbKOK MOBOH; [MOAOBXEHHSA TEpMiHY NPUAATHOCTI AOCNiAKyBaHOro
nikapcbkoro 3acoby MK-8189, tabnetku 12 mr, 3 24 no 30 micsAuis

Howmep ta faTa Hakasy
MO3 o0 3aTBepIyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHomi30BaHe, o [BiliHe-CJTilTe, 3 T/1aieb0 Ta aKTUBHUM KOHTPOJIEM JTiKyBaHHS AOCTiAKeHHS 2B da3u
edexTrBHOCTI Ta Ge3neunocti MK-8189 y mnariieHTiB 3 roctpum emizozom mm3odpenii», MK-8189-008, 3
iHKOpriopoBaHoo TioripaBkoro 02 Biz 24 mucronaza 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enz Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBNIeHU TIPOTOKOJI KJIiHIUHOrO BWMpoOyBaHHS, Bepcisi 4.0 3 iHKOPMOPOBaHOK MOMPaBKOK 3 Bif
11 TpaBHs 2021 p., aHr/ificbkKo0 MoBO; CHUHOTICUC TIPOTOKOJTY K/IiHIYHOTO BUTIPOOYBaHHs, Bepcis 4.0 3
IHKOpropoBaHoro nornpaBkor 3 Bifg 11 tpaBHsa 2021 p., yKpaiHCbKOIO MOBOR; JIUCT J/1s maljieHTa oo
3MiHW Ha3BU MiCLisl TIPOBE/IEHHS K/TiHIYHOTO BUTIPOOyBaHHs, Bifi 25 6epe3Hst 2021p., aHITiiCbKOK MOBOIO,
repek/iaj, YKpaiHCbKOWO Ta PpOCIHCHKOWO MOBaMM; 3MiHa Ha3BU MICLsl TIPOBeJeHHsl K/IiHiUHOTO
BUTIPOOYBaHHS:

Byso

Crano

I.M.H. Pesniuenko H.FO.

BilicbkoBuii rocritanb  (BilicbkOBa uUacTHHA
A3309)  BilICbKOBO-MEAUUHOTO  K/IiHIYHOTO
ueHtpy IliBAeHHOro perioHy, TepaneBTUYHe
BiAziieHHs1 (3 majataMy [J11 HeBPOJIOTIYHUX Ta
JlepMaTOBEHePOJIOTIYHUX XBOPHX), M.
3anopixks

O.M.H. Pesniuenko H.FO.

BilickkoBuii rocmitasb  (BilicbkOBa  4acTHWHA
A3309)  BilICBKOBO-MEAUYHOIO  KJIiHIYHOTO
ueHtpy  CxigHoOro perioHy, TeparneBTHYHe
BiffliyieHHs1 (3 masataMu [/ HEBPOJIOTIYHUX Ta
JlepMaTOBeHePO/IOTiYHUX XBOPHUX), M. 3arOPiXOKs

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraTouieHTpOBe, MOJBiKiHe CIlille, paHAOMi30BaHe [OCII[PKeHHs, 110 MPOBOJUTHCS Y MapaieabHUX
rpynax 3 MeTOI BHUBUeHHs (papMaKOKiHeTHKH, e)eKTUBHOCTi, Oe3reKu Ta iMyHOTeHHOCTi y TIalli€HTiB 3
XPOHIUYHMM OJISIIIKOBUM TICOpPia30M Bifi MOMIpPHOTO [0 TSDKKOTO CTYTeHs, $IKi OTPUMYIOTH IIperapar
Xymipa®, Ta y marjieHTiB (ab0 TOpiBHSHO 3 TMAal[ieHTaMH) 3 XPOHIUHUM OJISIIIKOBUM IICOpia30M Bif
TOMIPDHOTO [I0 TSDKKOrO CTYIMeHs, fKi 3HaxXxOASATbCA Yy CTafil TMOBTOPHOTO TMepexoAy BiJ JIKyBaHHS
nperniapatoM XyMipa® Ha JikyBaHHs npeniapatoM AVTO02 3 HacTyITHOK MOJOBXXeHOH (ha30l0 BUBUEHHS
6esnekn AVT02 (ALVOPAD-X)», AVT02-GL-302, Bepcist 3.0 3 iHKOpropoBaHO ToTpaBKoto 2 Biz 03
cepnns 2020 p.

3asBHUK, KpaiHa

TOB «BOPJIIBAI ] KITTHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBotek CBicc AI'» (Alvotech Swiss AG), I1IBetitjapis

CymnyTHi
MaTepianu/mpernapaTi
CyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTO 3a0e3nMeueHHsA Isan 3A/IBOPHUX




HonaTok 8
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikaris cyTreBoi
TIOTIPaBKU

Onosnenutii [Ipotokon kiiHiuHoro gocaimkeHHss ARGX-113-1904, sepcis 3.0 Big 18 TpaBHs 2021 poky,
aHrmiicekoro MoBoto; ARGX-113-1904 Indopmatiist /15 naijieHTa Ta popma iHdhopMoBaHOi 3rosiy, Bepcist
4.0 nns YkpaiHM aHT/iMcbKor MOBORO Bif 26 TpaBHs 2021 poky; ARGX-113-1904 Indopmauis as
naijieHTa Ta dopmMa iHpopmoBaHoi 3roau, Bepcis 4.0 Ans YKpaiHU yKpaiHCHKOIO MOBOIO Bifj 26 TpaBHS
2021 poky; ARGX-113-1904 Indopmatiis s naiieHTa Ta gopma iHpopMoBaHOi 3roau, Bepcis 4.0 s
YKkpainu pocilickkoro MoBoto Bif 26 TpaBHsi 2021 poky; dopma iHdopmoBaHOi 3rogu Asist ocib, 110
3filicHIOOTh Jorns, Bepcis 1.0 ans YkpaiHu aHrildicbkoro MoBoOwO Bif 24 kBiTHS 2021 poky; ®Popma
iH(dopMoBaHoi 3rosiy AJisi 0Cib, 110 3/iMCHIOITh A0Sz, Bepcis 1.0 Ans YKpaiHU yKpaiHCbKOK MOBOHO Bif
24 xBitHs1 2021 poky; Popma iHhopMoBaHOI 3rofu AJisi 0ocib, 10 3AiMCHIOTE JorJisf, Bepcis 1.0 as
Ykpainu pociticbkkoro mMoBoio Bifi 24 kBiTHsS 2021 poky; [docbe JOC/iIKyBaHOTO iKapChbKOTo 3acoby
ARGX-113 with rHuPH20, po3uuH ans migmkipHux id’exuiii, Bepcis 4.0 Big 28 tpaBHsi 2021 poky,
aHTJIIACbKOI0 MOBOIO; [locke AoCipKyBaHOro jikapcbkoro 3acoby ARGX-113 with rHuPH20, po3uun
JUIS TAKIpHUAX iH’ekuid, maue6o, Posgin P docmimpkyBanuii jikapchKuil 3aci6, Bepcis 4.0 Bix 28
TpaBHs1 2021 poky, aHrmiiicbKOK MOBOMO; [Jocke focifKyBaHoro nikapcekoro 3acoby ARGX-113 with
rHuPH20, po3uuH ans nigmkipaux in’exuivi, Jomatku rHuPH20, Bepcis 4.0 Big 28 tpaBHs 2021 poky,
AHTTIMCHKOI0 MOBOMO; 3a/TyueHHs /10/IaTKOBOI BUPOOHUYOI Ji/ITHKY OC/TiPKYBAaHOTO TiKapChKOro 3aco0y
ARGX-113/rHuPH20, 180 mr/mn po3uvHy Ajs nifgmkipHux iH’ekuid Vetter Pharma-Fertigung GmbH &
Co. KG, Germany: Eisenbahnstrasse 2-4, 88085 Langenargen, Germany; Mooswiesen 2,
88214 Ravensburg, Germany; Helmut-Vetter-Strasse 10 88213, Germany; Schuetzenstrasse 87 and 99-
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101, 88212 Ravensburg, Germany; [MogoBXeHHS TepMiHy NpuaaTHOCTI AOCNiAXYyBaHOro JlikapCcbKoro 3acoby
Efgartigimod PH20 SC, EdprapTirivog, PH20 ans nigwkipHoro BBeaeHHs1, EcrapTirivog PH20 SC, ARGX113 PH20,
ARGX-113 with rHUPH20, ARGX-113/rHUPH20 (Efgartigimod alfa) po3unHy s nigwkipHmx iH'ekuin 180mr/mn, go
18 wmicsuyiB; MoAOBXEHHS TepMiHy NpuaaTHOCTI nnauebo A0 AoCNimKyBaHOro nikapcbkoro 3acoby Efgartigimod
PH20 SC, Edrapririmog PH20 gnsa nigwkipHoro seefgeHHs, Edraptirimog PH20 SC, ARGX113 PH20, ARGX-113
with rHUPH20, ARGX-113/rHuPH20 (Efgartigimod alfa) po3unHy gns nigwkipHnx in'ekuiin 165mr/mn, go 30 micauis;
PekomeHpauii gna nauieHTiB WoA0 TPaHCMOPTYBaHHS AOCNiM4KyBaHOro npenapary, horo 36epiraHHs B AOMaLLHiX
ymoBax i MOHITOpUHry Temnepatypwu, Bepcia 3.0 Big 10 yepBHA 2021 p., YKPAiHCLKOI MOBO; KepiBHMLTBO A/15
nauieHTIB WOA0 TPaHCNOPTYBaHHA AOC/iLKYBaHOro npenapary, noro 36epiraHHA B 4OMALLUHIX YMOBaX | MOHITOPUHIY
Temnepatypu, Bepcisa 3.0 Big 10 yepBHA 2021 p., POCIiCLKOK MOBOH)

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

Ne 3059 Biz 29.12.2020

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«PaHjomi30BaHe, mo/BiliHe cJiinie TIIalle00-KOHTPOIbOBAHE JIOCTIHKEHHs /A OL[iHKK e(deKTHBHOCTI,
Oe3neuHoCTi Ta mepeHocumocTi niperiapaty Edrapririvos PH20 as miamkipHOTo BBeZIeHHS y AOPOCAX
TMAaIjieHTIiB 3 MyXUPYATKOIO (3BUYaiiHO0 abo mictornozioHo) (ADDRESS)», ARGX-113-1904, Bepcis 2.0
Biz 10 motoro 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoro BianorizaneHicTio «KoHTpakTHO-[ocnigHumnpka Opranizatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

apgkeHkc BB, Benbris / argenx BV, Belgium

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoB/IeHHsI TIPOTOKOJTY KiiHiuHOro BumnpoOyBanHs MDCO-PCS-17-05 (CKJX839A12306B), Bepcisi 02
Biz 06 >xoBTHs 2020 poKy; 3MiHa crioHCOpa KJTiHiuHOTO BUMPoOyBaHHs 3 «3e Megecinc Kommani», CIITA
(The Medicines Company, USA) nHa Hosapric ®apma AI, IlBeiiapis / Novartis Pharma AG,
Switzerland; 3mina 3asBHUKa 3 TOB «BOPJIIBAI/T KITIHIKAJI TPAIJIC YKP» na TOB «ITAPEKCEJI
YkpaiHa»; 3miHa KOZOBaHOro HoMepy mpoTtokoay 3 MDCO-PCS-17-05 nwa MDCO-PCS-17-05
(CKJX839A12306B); Indopmartiis ans naiieHTiB: IHGopmariis gis IMarjienta Ta @opma [HhopmoBaHoi
3rogu, Bepcisi 02.00.1 ans Ykpainu Big 17 nucromaga 2020 p., yKpaiHCBKOIO Ta POCiHCBKOIO MOBamy;
IHpopMoBaHa 3rofia Ha CIIOCTepEXXeHHsI 3a BaTiTHICTIO [/ BaTiTHUX yuyacHWIlb, Bepcis 02.00.1 s
Ykpainu Bif 17 nucrtomaga 2020 p., yKpaiHCBbKOIO Ta pOCiliCbKO0 MoBaMH; KapTka-HaraJyBaHHSI MpO
BisuTun, Bepcis 2.0 Big 08 rpyans 2020 p., yKpaiHCbKOIO Ta pocificbkoro MoBamu; OHOBJIEHHST OpOIITypH
pocnigauka: bpourypa gocnigauka (KJX839 (Inclisiran)), Buganns 14 Big 17 cepmas 2020 poky;
Bpoiypa gocnignuka (KJX839 (Inclisiran)), Bumanssa 15 Big 23 rpygust 2020 poky; OHoeneHHs1 [locke
JOCiIKyBaHOrO JTiKapchKoro 3aco0y Inclisiran, Bepcist 8.1 Big BepecHst 2020 poky; ITomnpaBka go Jocke
JIOC/TiIKyBaHOTO iKapchKoro 3acoby Inclisiran sodium, 5004795_SM_IS_AMEN_1_967, Bepcis 1.0 Bif
15 motoro 2021 poky; OHoBreHi cekijii Jlocke AoCTipKyBaHOTO TiKapchbKoro 3acoby Inclisiran sodium:
2.1.S.1 «3aranbHa iHndopmariis», 5004795_SM_I_S1_975, Bepcis 1.0 Bix 17 Bepecus 2020 poky; 2.1.S.2
«Bupobaukn», 5004795_SM_I_S2_975, Bepcis 2.0 Big 12 mortoro 2021 poky; 2.1.S.3
«Xapakrepuctuka», 5004795_SM_I_S3_975, Bepcis 2.0 Big 12 mortoro 2021 poky; 2.1.S.4 «KoHTposb
nikapcekoi peuoBuHu», 5004795_SM_I_S4 975, Bepcis 2.0 Big 01 motoro 2021 poky; 2.1.S.5
«CranzapTHi 3pa3ku abo peuoBuHW», 5004795_SM_I_S5_975, Bepcis 1.0 Big 17 Bepechst 2020 poky;




2 TPOJIOBXKEeHHA JojaTka 9

2.1.S.6 «Cucrtema ynakoBku/3akynopkm», 5004795 SM | S6_975, Bepcis 1.0 Big 17 BepecHs 2020 poky; 2.1.S.7
«CT1abinbHicTb», 5004795 SM | S7_975, Bepcisa 2.0 Big 28 ciuHs 2021 poky; MNMonpaska Ao Locbe A0CNiAKYBaHOIo
nikapcbkoro  3acoby Inclisiran 284 mg/l.5 mL Solution for injection in pre-filled syringe,
7011012_SM_IP_AMEN_1 967, Big 18 rpygHs 2020 poky; OHOBNeHi cekuii [Jocbe AOCAiAKYBAHOIO NiKapCbKOro
3aco6y Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled syringe: 2.1.P.1 «Onuc Ta cknaj Nikapcbkoro
npenapaty», 7011012_SM_I_P1_975, Bepcisa 1.0 Big 11 BepecHsA 2020 poky; 2.1.P.2 «PapmaueBThyHa po3pobka,
7011012_SM_I_P2_975, Bepcia 1.0 Big 17 BepecHa 2020 poky; 2.1.P.3 «BupobHuuteo», 7011012_SM_|_P3 967,
Bepcia 1.0 Big 11 rpyaHa 2020 poky; 2.1.P.4 «KOHTpo/b A0NOMDKHUX peyoBuH», 7011012_SM_I_P4_975, Bepcia
1.0 Big 11 BepecHA 2020 poky; 2.1.P.5 «KoHTposib nikapcbkoro npenapaty», 7011012_SM_I_P5_967, sepcia 1.0
Big 11 rpyaHsa 2020 poky; 2.1.P.6 «CtaHgapTHi 3pa3ku abo peyoBuHuW», 7011012_SM_I_P6_975, Bepcia 1.0 Big 21
BepecHs 2020 poky; 2.1.P.7 «Cunctema ynakoBku/3akynopku», 7011012_SM_1_P7_975, Bepcia 1.0 Big 11 BepecHs
2020 poky; 2.1.P.8 «CtabinbHictb», 7011012_SM_I|_P8_975, Bepcia 2.0 Big 26 nuctonaga 2020 poky; JonaHHs
BMPOOHMKIB AOCAIAKYBAHOIO Nikapcbkoro 3acoly IHknicipaH (Inclisiran) 284 mr/1,5 M, po3uvMH ans iH'eKUid y
nonepeaHbO HamoBHeHMX wwnpuuax, a came: Novartis Pharma AG, Lseiuapia; SanaClis s.r.o., Cnosaubka
Pecny6nika; MoAOBXEHHS TEPMiHY NpUAATHOCTI AOCAiAKYBaHOro MiKapcbkoro 3acoby IHknicipaH (Inclisiran) 284
Mr/1,5 MA, po34YnH ANsA iH'eKUil y nonepeaHbO HaMOBHEHWMX wWwnpuuax, Ao 36 Micayis; OHOBNEHHS 3paskiB
MapKyBaHHS [30BHILLHLOT (KOPO6Ka) Ta BHYTPILHLOT (MONepeAHbo HANMOBHEHW WNPULL) YNakoBOK] A0CAIAKYBaHOro
nikapcbkoro 3acoby IHknicipaH (284 wmr iHknicupaHy (300 Mr iHkficMpaHy HaTtpito Ha 1,5 mn) ans iH'ekuii
(NigWwkipHO)), yKpaiHCbKo MOBOW; [lofaHHA KOL4OBAHOrO HOMepy Ta Ha3B [0C/ifXYBaHOro /ikapcbkoro 3acoby
Inclisiran, a came: KJX839; IHknicupaH; IHKnicupaH HaTtpito; KomnaHid, sika fie 3a AOBIpPeHiCTIo, AKy HaZlaB CrOHCOpP
4 3afBHUK Ha BBE3EHHA [OC/iMKyBaHWX MiKapCbkux 3acobiB Ta CynyTHiX MaTepianis: TOB «BOP/ABANA
KMIHIKAN TPAINC YKP», YkpaiHa

Howmep ta faTa Hakasy Ne 727 Big 04.04.2019
MO3 o0 3aTBepIyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOTO loBroCcTpoKOBe A0C/iI>KeHHS], sike € MPOOBXeHHIM AocimkeHb a3y Il 3 BuBueHHs rinosimigemMiunnx
BUTIPOOYBaHHS, KO/, 3aco0iB, 3 MeTOH OL[iHKM e(eKTUBHOCTI TPUBAJOr0 3aCTOCYBaHHS iHK/IiCipaHy LIISIXOM MifLIKipHUX
BepCis Ta zara IH €KL y TaL[i€HTIiB 3 BUCOKMM CepLeBO-CYJMHHMM PHW3WKOM Ta [MiJIBUILIEHWM piBHEM XOJIeCTepHUHY

JITTHILI. (ORION-8), MDCO-PCS-17-05, rnobansHa mnoripaBka 1 Biz 01 svcronaza 2018 p.
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3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, KpaiHa «3e Mepecinc Komnani», CIIIA(The Medicines Company, USA)
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aT/IaHOBAHOI Ki/IbKOCTI ZOCTiPKYBaHUX /ISl BK/IIOUEHHsT Y BUTIpOOyBaHHs B YKpaiHi 3 300
10 400 ocib

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1132 Big 15.06.2018

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«BHKOpUCTaHHSA epopajbHUX aHTUKOAryJ/IsSHTIB, 110 He BiIHOCATBHCA [0 K/acCy aHTaroHiCTiB BiTaMiHy K,
y TAaL{i€HTIB 3 TepejcepAHUMU erizofamu BUCOKOiI yactotu», NOAH - AFNET 6, Bepcis 5.1 Big 01
»KOBTHA 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Kompetenznetz Vorhofflimmern e.V. (AFNET) [Atrial Fibrillation NETwork], Himeuunna

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky

Ne 1265»
13.08.2021 No 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TIPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 nikap Kypunbuuk I.B.
MeguuHuii 1IeHTpP TOBapuMCTBa 3 OOMEXKEeHOK BiJNOBifa/bHICTIO «MeAUYHUN LIEHTP
«KoHcuniym Megikasm», KIiHIKO-KOHCY/IbTaTUBHE BiffineHHs, M. KuiB

2 sikap JlitoBuenko 1.B.
MeauuHul TIeHTP TOBApUCTBA 3 O0OMeXeHOr BiAmoBizampHICTIO «Xenc KmiHiK», MeauuHUA
K/IiHIUHWW [TOC/TiIHULIbKWY LIeHTP, BiJii/1 Kap/iiosiorii Ta peBMaTo/Iorii, M. BiHHuULs

3 I.M.H., ipod. IlleBuyk C.B.

Kninika HaykoBo-ziociigHoro iHctutyTy peabinmitanii ocibé 3 iHBamigHicTio (HaBYaIbHO-
HayKOBO-JIiKyBa/lbHUM KOMILIEKC) BiHHUIIBKOrO HalliOHaIbHOTO MEJUYHOIO YHIBEPCUTETY iM.
M.I. TluporoBa, peBMaro/OTiuHe BiJJi/eHHs Biffiay Tepariii Ta K/iHIYHOI peBMaTOJIOrii,
BiHHUIbKMI HaljioHanbHUM MeiInyHUM yHiBepcuteT iM. M.IL. [Tuporosa, kadespa BHyTpillIHBOT
MeauuHU Ne2, M. BiHHMIS

Howmep Ta fata Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanyoMi30oBaHe, moABiliHe crirne, maleb0-KOHTPObOBaHe, OaraToreHTpoBe AociimkeHHs: 3b ¢a3m 3
METOI0 OI[iHKM e(eKTMBHOCTI Ta 0e3reyHOCTi MiAKipHOrO0 BBeAEeHHS r'ycesibkymMaly sl 3MeHIIIeHHs
O3HaK 1 CUMIITOMIB Ta CIIOBI/IbHEHHSI PeHTI'eHOJIOT UHOI Iporpecii y MnarjieHTiB 3 akTUBHUM I1COPiaTUUHUM
aptputom», CNTO1959PSA 3004, nonpaBka 1 Biz 07 kBiTHs1 2021 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen ®apmartieBtrika HB, Benbris

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIis POBEIEHHs K/TiHIYHOTO BUTIPOO

BdHHA:

Crano

Byso

J.M.H., ipo¢. KprxaHiBcbka A.€.

KomyHanbHe ~ HeKOMepLiliHe  MiJNPUEMCTBO
«[IpyKapnaTcbkMii  K/IiHIYHMM  OHKOJIOTIUHUM
1eHTp IBaHO-®paHKiBCBKOI 00/1acHOI  paju»,
OHKOTIHEKOJIOTiuHe BiiisIeHHs, IBaHO-
®paHKiBChKUM HalliOHa/TbHUH MeIUUYHHUI
yHIBepcuTeT, Kadeapa OHKOJIOri],

M. IBaHO-DpaHKiBCbK

J.M.H., ipo¢. KpmxaHiBcbka A.€.

KomyHanbHe ~— HeKoMepLiiiHe — MiANPUEMCTBO
«[IpyKapnarcbkKuii  K/IiHIYHUM  OHKOJIOTiUHUM
1eHTp IBaHO-®paHKIiBCBKOI 00/1acHOI  paju»,

xipypriude BiagineHHss Ne3 TrOpMOHO3a/IeKHUX

MyX/IMH

Hal[iOHa/IbHUN MeJUYHUN YHiBepcuTeT, Kadeapa

OHKO/JIOT1],

M. IBaHO-DpaHKiBCBK

y  OKiHOK, IBaHO-®paHKiBCbKUI

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Big 23.06.2021

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«docnimkennsi ¢a3su 2 3 BuUBYeHHS edekTuBHOCTI Ta OesmeuHocti Twucnenizymaby (BGB-A317),
MOHOKJ/IOHa/IbHOTO aHTtuTina fo PD-1, y moeananHi 3 npernapatom BGB-A1217, MOHOK/IOHa/IbHUM
a"tutiziom 10 TIGIT, abo 6e3 HbOTO B MAL[i€EHTOK 3 PELIUAUBYIOUMM ab0 MeTacTaTUYHUM PAaKOM IIUHKU
MaTKH, sKi paHille OTpUMYBa/M JIiKyBaHHs 3 IIPUBOAY [AHOr'0 3axBOproBaHHs», BGB-A317-A1217-202,
Bepcist 0.0 Big 04 BepecHs1 2020 poky
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3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIOAJIBHICTHO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa BeiGene, Ltd. c/o BeiGene USA, Inc., CIIIA

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHOB/EHNIT NPOTOKO/ KAiHIYHOro BUNpobyBaHHA nonpaska 4, Bepcis 5.0 Big 24 ntotoro 2021 poky;

Ha3BM NPOTOKOJTY KAIHIYHOIro BUNPOOYBaHHS:

3MiHa

MPOBO/IUTLCS B Tapasie/ibHUX Tpynax AJis OL[iHKA
edeKTMBHOCTI Ta  0e3meyHOCTi  Mperapary
Opasukymab y maijieHTiB 3 xBopo6or KpoHa B
akTUBHIN (a3i Big cepegHBOTO [0 TSHKKOTO
CTYyTIeHsI BaXKKOCTi»

BYJIO CTAJIO
«baraTolieHTpOBe paHIOMi30BaHe TMO/BikMHe cimne | «52-TKHeBe, OaraToLleHTPOBe, paH0Mi30BaHe,
52-TikHeBe  fgocimimkeHHs — da3u  2b/3 3 | mogBiiiHe  cmime, manebo  Ta  aKTUBHO-
Oe3riepepBHUM  TepexoZioM MiK ¢as3aMu, 3 | KOHTPO/JbOBaHe mAochimKeHHs, (asu 2b/3 B
MO/IBitHUM MacCKyBaHHSIM, KOHTpOJ/IbOBaHe | MapasielbHUX rpymnax i3 Oe3repepBHUM
maebo0 Ta  aKTUBHMM  TIperapaTtoM, IO | TepexofioM MK da3amMu,  [Aasg  OL[iHKH

eektuBHOCTI Ta Oe3mekn bpasukymaby vy
naifieHTiB 3 xBopoOoto KpoHa BiJ cepeHLOrO 710
Bakkoro cryrieHsi akTuBHOCTI (INTREPID Lead-
In)»

3MiHa KoHTaKTHOI 0cobu CrioHCOpa K/IiHIYHOTO BUIIPOOYBaHHS:

bYJIO

CTAJIO

IT I.B. koHTakTHOI 0cobu: Alison McGhee
Micrie3HaXo/pKeHHsI FOPUIUYHOI 0Co0u / Micije
npokuBaHHS  ¢isnuHoi ocobm: 85 Karlebyhus,

Astraallen, Sédertdlje, SE 151 85, Sweden

IT I.b. koHTakTHOI 0cobu: Eva Barkstedt
Miciie3Haxo/pkKeHHsT FOPUAWYHOI ocobu / Micie
NpOKUBaHHS ¢i3uuHoi ocobu: Sodertdlje, SE-151
85, Sweden
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KonTakTHMii Tenedon: + 46 8 533 26904 KonrakTHuit Tenegon: +46 0 855321613
dakc: + 46 8 533 26904 dakc: + 46 855326904
Apnpeca e/IeKTPOHHOT nowtu: | Agpeca e/IeKTPOHHOI TMOLUTH:
Alison.mcgheel@astrazeneca.com eva.barkstedt@astrazeneca.com
Bpowypa gocnigHuka no npenapaty bpasnkymab (Brazikumab, MEDI2070, AMG 139), Bepcis 8.0 Big 02

6epe3Hsas 2021 poky; 3aslydyeHHA [O0OATKOBMX BUPOOHUYUMX AINSHOK A0 AOCAILKYBaHOrO NikapCbKoro 3acoby
Bpasnkymab, po3uvH A715 BHYTPILLHBOBEHHUX iH'EKUiA, 720 Mr y doniakoHi 6 MA; A0 AOCAIAKYBAHOIO /iKapCbKoro
3aco0y bpasnkymab, po3umnH onsa nigwkipHUX iH'ekuiin, 120 mr/mn; Ao nnaue6o AocnimKyBaHOro nikapcbkoro 3acooy
Bpasnkymab, posunH Ansa nigwkipHnx id'ekuin, 120 mr/mn: FISHER CLINICAL SERVICES UK LIMITED, United
Kingdom (Packaging and labelling) Langhurstwood Road, Horsham, RH12 4QD, United Kingdom; Fisher Clinical
Services GmbH, Switzerland (Packaging and labelling),Steinbuhlweg 69, Allschwil, 4123, Switzerland; Fisher
Clinical Services Inc., United States (Packaging and labelling) 7554 Schantz Road, Allentown, PA, 18106, United
States; ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom (Final QP release
(certification) to the clinic (where required outside EU)) Silk Road Business Park, Macclesfield, SK10 2NA, United
Kingdom; AstraZeneca AB, Sweden (Final QP release (certification) to the clinic for EU Markets) R & D
Gothenburg, Pepparedsleden 1, Mdindal, 431 83, Sweden; 3anyyeHHA [00ATKOBOT BUPOOGHUYOI AINSAHKU [0
nnauebo JocnigKyBaHOro NikapCcbKoro 3acoby bpasvkymab, po3umH AN BHYTPILHbOBEHHMX iH'EKUi, 720 wMr y
nakoHi 6 mn: [odipHe nignpuemctBo «®apmartpeing» YkpaiHa, 82100, JlbBiBCbka 06/1., M.[Jporo6uy,
Byn.Cambipcbka, 85; IHCTpyKUis Ans MeAaMyHOro 3acTOCyBaHHS Nikapcbkoro 3acoby (nnaue6o go AN3 1.
Bpasnkymab, po3unH A5 BHYTPILWHbOBEHHMX iH €KL, 720 Mr y donakoHi 6 mn) Intokosa (Glucose) 5%, po3unH ans
BHYTPILLHbOBEHHMX  iHAY3ild, nakeT 100mn  (4nsi BHYTPILWULHBOBEHHOrO BBeAeHHs); YactmHa 2.1.P  [ocbe
[OOCiMKyBaHOro fikapcbkoro 3acoby. MeguuHuii npenapaT (bpasukymat), Bepcisa 5.0 Big 25 6epesHsa 2021p.;
YacTtuHa 2.1.P [Jocbe gocnigxyBaHoro nikapcbkoro 3acoby. MNMpenapat nnaueb6o (bpasukymabd), Bepcis 6.0 Big 25
6epes3Hs 2021p.; YactuHa 2.1.S [locbe AocnigkKyBaHOro nikapcbkoro 3acoby. Jlikapcbka pevosuHa (bpasunkymao),
Bepcia 2.0 Big 05 6epesHa 2021 p.; IHdhopmMaLisa npo focnimkeHH:A Ta hopMa 3roam 418 OPOC/IMX JIoKaslbHa Bepcis
Homep 2.1 onda YKpaiHu yKpaiHCbKo MOBOI, Aata Bepcil 14 yepBHa 2021 poky Ha OCHOBI macTep Bepcii Homep 8.0
Big 09 6epe3Ha 2021 poky; IHpopmauis Npo onuioHaslbHe rTeHeTUYHe A0CNifKeHHA Ta dhopma iHpopmoBaHoI 3roaum,
nokasibHa Bepcis Homep 1.0 Ana YkpaiHn ykpaiHCbKo MOBOLO, AaTta Bepcii 14 TpaBHa 2021 poky Ha ocHoBi MacTtep
Bepcii Homep 1.0 Big 09 6epesHa 2021 poky; IHhopmauis Ta oopma 3roam Ha HafaHHS faHWUX BariTHOT NapTHEPKK
Jopocnoro
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y4acHHUKa JOC/Ii/pKeHHs JI0OKanbHa Bepcist Homep 2.0 a1 YKpaiHu yKpaiHCBKOK MOBORO, JjaTa Bepcil 14

tpaBHs 2021 poky Ha ocHOBi Mactep Bepcii Homep 3.0 Big 08 6epe3nsi 2021 poky; MapKyBaHHS (h/1aKOHY
JOCTiIKyBaHOTO JTiKapchKOoro 3acoby bBpasukymab (Brazikumab), po3uvH pAs1 BHYTPIllTHbOBEHHUX
in’ekuint, 720mr y dakoni 6 M abo riarie6o, Bepcist 1.0 Big 29 6epe3nst 2021p.; MapKyBaHHSI KapTOHHOT
KOpPOOKM  JIOCTi/PKyBaHOTO  Jlikapchkoro  3aco0y  bpasukymab  (Brazikumab), pos3uun  gns
BHYTPIIIIHbOBEHHUX iH’€eKIill, 720Mr y dakoHi 6 mn abo mnarebo, Bepcis 1.0 Bix 29 6epesnst 2021p.;
MapKyBaHHsI KapTOHHOI KOpPOOKM JOCTi[pKyBaHOTO Jikapchkoro 3acoby Bpasukymab (Brazikumab),
pO3uMH 1 TAMKIpHUX iH’eKuidd, 120Mr/M y TionepeiHRO HAroBHEeHOMY Impurii 1M abo marebo,
Bepcist 1.0 Bix 01 xkBiTHs 2021p.; MapKyBaHHS LITPUIIA JOC/TiI)KYBaHOTO JIiIKapChKOTo 3aco0y Bpa3ukymab
(Brazikumab), po3uun jjs migmkipaux iH’ekuiid, 120Mr/Ma y rioniepeZiHbO HarlOBHEHOMY IHIMPHI[ 1M
abo marie6o, Bepcis 1.0 Bix 01 kBiTHs 2021p.; MapkyBanHs 1iatebo (I'rokos3a (Glucose) 5%, posunH
J/1s1 BHYTpPilIHbOBeHHUX iHQY3iH, makeT 100ms1 /151 BHYTPIIlIHLOBEHHOTO BBe/IeHHSI) [0 OC/IiZI)KyBaHOTO
nikapceKoro 3aco0y bpasukymab asisi BHYTpilllHbOBeHHHX iH’ekiii, 720 mr y ¢dmakoni 6 mi; Kaptka
MOASKM 3a yyaCTb Yy JOCJIiIKeHHI YyKpalHCbKOr MoOBOr, Bepcis 1.0 Bix 13 ksitHa 2021p.; Kaprtka
y4acHHUKa JociigkeHHs, JIokanbHa Bepcis HoMmep 1.0 a9 YKpaiHM yKpaiHCBKOKO MOBORO, fjaTa Bepcil 26
TpaBHs1 2021 poky Ha ocHoOBi Macrep Bepcii Homep 1.0 Big 08 6Gepesnst 2021 poky; Kapra goctymy
marfieHTa /10 iHTepaKTHUBHOI Bepcii MociOHWKa 3 [OC/iIKeHHs YKpaiHChKOH MOBOMO, Bepcis 1.0 Big 28
kBiTHS 2021p.; EneKTpoHHMH IWIOZeHHMK: 3BIT 3 eKpaHy. HaBuaibHMN MOAy/b i3 KOPHUCTyBaHHS
MOPTaTUBHUM TIPDUCTPOEM aHIVIIMCBKOI Ta yKpaiHChbKOr MoBamu, Bepcisg 1.00 Big 17 rpyans 2020p.;
EneKTpoHHMM WIOJEHHUK: 3BIT 3 ekpaHy. TeCTOBMM KOHTPO/b 3HaHb YYaCHMKAa AaHIJIMCBKOK Ta
yKpaiHcbKoto moBamu, Bepcisi 1.00 Big 10 kBiTHsi 2020p.; EnekTpoHHMI WOJleHHUK: 3BIiT 3 eKpaHy.
HaBuanbHe BiZileo A1 y4yaCHUKIB aHI/IIMCBKOIO Ta YKpaiHCbKOO MoBamu, Bepcisi 1.00 Bix 10 kBiTHA
2020p.; TncTpykiis 3i 300py 3pa3ka Kaiy [/ aMOy/aTOpHUX TarfieHTiB, pepakiis 1.0.1 Big 14 BepecHs
2020p.; LlofeHHUK BUIIOPOXKHEHb KUIIeYHMKA, BepcCis Bix 2021p. gas YKpaiHA YKpalHCBKOI MOBOIO;
Hiarpama «bpucTtonbcbka 1Kana ¢GopMu Kany» /s YKpaiHu yKpaiHCbKOKO MOBORO, Bepcisi Bifj 12 TpaBHs
2016p. (BSF-Scale - Ukraine/Ukrainian - Version of 12 May 16 — Mapi); OnutyBanbHuk | 2 BeuipHiit
L[OZIeHHUK, Bepcis Bifg 2021p. ans YkpaiHu ykpaiHcbKor0 MoBOw; OnutyBanbHUK FACIT Ilkana BTOMU
(BapiaHT 4) nns YKpaiHu yKpaiHCbKOIO MOBOO, Bepcis Bif 07 munHsa 2012p.; OnuTyBanbHUK 3arajibHe
Bpa)KeHHs MaljieHTa Iofo 3MiHM Horo craHy — XBopoba Kpowna, Bepcisi Bim 2021p. gy Ykpainu
YKpalHCbKOIO MOBOIO; OMNUTyBa/lbHUK 3arajibHe BPa)KeHHSl Malli€eHTa WLI0J0 TSDKKOCTI CUMITOMIB —
XBopoba Kpona, Bepcis Big 2021p. ans YkpaiHu yKpaiHCBKOIO MOBOK; IHCTPYKIJl ZI0 CaMOCTiHHOTO
3arOBHEHHSI aHKETW M0 3arnajbHOMY 3aXBOPIOBAHHIO KMILIEYHMKA [/ YKpaiHM YKpaiHCbKOI MOBOIO,
Bepcis Big 30 6epesnst 2017p.; OmuryBanbHUK SF-36v2® Health Survey Single-Item Standard Recall for
Handheld Device anst Ykpainu ykpaiHCbKOIO MOBOO, Bepcis 1.1 Biz 23 nuctonaza 2015p.;
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OnuryBaneHUK SF-36v2® Health Survey Standard gns Ykpainu ykpaiHCbKOIO MOBORO, Bepcist 1.1 Bif 23
mucrornaza 2015p.; OnuryBasibHUK AHKeTa craHy 370poB’st EQ-5D-5L Bepcis Bifg 2021p. ana Ykpainu
YKPaiHCBKOI MOBOR); 3a/TyueHHs [J0JJaTKOBUX MiCL[b TIPOBe/IeHHsI K/IiHIYHUX BUITPOOYBaHb:

No I1.I.b. BiAmOBija/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 | k.m.H. Jaenko O.I'.

KomyHanbHe HekoMmepLiliHe mMignpueMcTBO «Micbka KiliHiuHa sikapHs Ne2 imeHi mipod.
0.0. laniMoBa» XapKiBCbKOI MiCBKOI pajivi, TPOKTOJIOTiUHE BifilijieHHs, M. XapKiB

2 | K.M.H. [Tonskosa I'.B.

MeauuHuii 1[eHTp TOBapucTBa 3 0OMeXeHOI0 BiAmoBiganbHicTIO «KoHCWIiym Megikai»,
KJ/IiHIKO-KOHCYJ/IbTaTUBHE BifAineHHs, M. KuiB

3 | A.M.H., ipo@. CraHicnaBuyk M.A.

KomyHa/meHe HeKOMepIjiliHe IMigNpUeMCTBO «BiHHMIIbKA o00siacHa KiiHiuHa JliKapHS
im. M.I. TTuporoBa BinnuipKOi ob6nacHoi Pagu», OOsacHUl crieljia/i3oBaHUNA K/TiHIUHHUMA
racTpOEHTePOJIOTIUHUM  1|eHTP, BiHHMIbKMIM  HalliOHaMTbHUKM  MeAUYHUM  yHiBepCUTeT
iM. MLI. TIuporoga, kadezapa BHYTpiliHbOI MeguLMHU Nel, M. BinHuis

4 | nikap Pimko ..

KomyHanbHe HeKOMepijiliHe MiANPUEMCTBO «3aKaprarchbka oOsiacHa K/iHiuHa JiiKapHs imMeHi
Anppisi HoBaka» 3akaprarcbkoi o06macHOi paju, racTpoeHTepoJioriuHe —BiazjineHHs,
M. YKropoJ

5 | nikap Ilyrau M.M.

MeauuHul 1]eHTP TOBAapHCTBA 3 OOMEXEHOI BiJNOBijanbHICTIO «MeguuHa KiTiHiKa
«bnaromen», niKyBa/JbHO-/1iarHOCTUYHUM Miipo3in, M. Kuis

6 | nikap Jlorganizgi T.1.

KomyHanbHe HekoMepliiliHe miarnpueMcTBo KuiBcbkoi obsacHol pagu «KuiBcbka o6macHa
JIIKapHs», TepareBTUYHe BifiieHHs, M. Kui
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7 | a.M.H. 'ocriogapcbkutii 1.51.

KomyHanbHe HekoMmepLiliHe MiJNIPUEMCTBO «TepHOMiNIbCbKAa YHIBEepCUTETChbKA JIiKapHSI»
TepHominbcbkoi 00sacHOI pagd, 0OOMACHUM I[@HTP TaCTPOEHTEpPOJIOTii 3 TernaToJIoTiero,
racTpOEHTEepPOJIOTiyHe BifjisieHHs, M. TepHOMiib

8 | nikap bapanenko B.M.

Menuunuii  1IeHTp «YHiBepcanbHa KiiHika «OO6epir» ToBapucTBa 3 0OMEXEHOIO
BiNOBiJabHICTIO «KamnuTam», K1iHIKO-KOHCY/IbTaTUBHE BiffiseHHs, M. KuiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/IiIHIYHOTO BUITPOOYBaHHS

Ne 1360 Biz 10.06.2020

Ha3ga kjiiHiyHOTO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«bBaraTolieHTpOBe paH/[0Mi30BaHe IO/BiliHe crine 52-THKHeBe Aoc/imkeHHs da3u 2b/3 3 6e3nepepBHUM
MepexozioM MiXK da3amH, 3 To/[BifHUM MaCKyBaHHSIM, KOHTPOJIbOBaHe T1/1al[e00 Ta akTUBHUM TIPerapaToM,
[0 TIPOBOAWTLCS B TapasieflbHAX Tpyrax /s OL[iHKM edeKTUBHOCTI Ta Oe3meuyHOCTi mpernapary
Opa3ukymab y mailieHTiB 3 xBopo6Ooro KpoHa B akTuBHiN (a3i Bifi cepefiHLOrO /10 TSDKKOTO CTYIIEHS
Ba)KKOCTi» , D5271C00001 (ITonepeaniii Koz 3150-301-008), monpaska 3 Big 17 ceprHs 2020 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CrioHCcOop, KpaiHa

AstraZeneca AB, Sweden

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MIiCITh TPOBEIEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1

I.M.H., ipod. IlIkpo6ort C.I.

KomyHanbHe — HekoMepliiHe — MiAnpueMcCTBO  «TepHOMibChbKa  oOslacHa  KJIiHiYHA
TICUXOHEBPOJIOTiuHa JliKapHs» TepHOMibCbKOI 00/1acHOI pagu, 1 HeBpOJOriuHe BifafineHHs,
TepHomi/NbCbKMM ~ Hal[iOHa/MBHUKA MeguuHUM  yHiBepcureT imeHi [.51. T'opbaueBcpkoro
MiHicTepcTBa OXOPOHM 3[10pOB'st YKpaiHu, Kadeapa HeBpoJiorii, M. TepHOIiJib

[.M.H., ipog. JlitoBuenko T.A.
MenuyHuil LeHTp TpUBaTHOrO mifgnpuemMcTBa «Helpon», JiKyBanbHO-TIPOGiNTaKTUYHUNA
mipo3aii, M. XapkiB

Howmep Ta fata Haka3sy
MO3 oo 3aTBepAKeHHs
KJIiIHIYHOTO BUITPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe, noBiiiHe ciiine, mialie00-KOHTPOIbLOBaHe, B Tapasie/lbHUX Tpyrax, OaraTolieHTpoBe
KJTiHiuHe BUMPOOYBaHHS [/isl OLIIHKA e(heKTUBHOCTI, Oe3meuHocTi Ta mepeHocumocti JNJ-40411813, sk
Jl0/IaTKOBOTO JTiKyBaHHS Yy MAaL{i€HTIB 3 CYyZOMHMMU HamnajaMy 3 ()OKaJbHAM [10YaTKOM 3 HeJJ0CTaTHbOK
BiZIMOBi /110 Ha JieBetrupanietam», 40411813EPY 2001, 3 monpaskoro INT-1 Big 18.01.2021 p.
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3asgBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», Benbris
CrioHcop, KpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

MK-3475-B68_00_6a30Ba Bepcisi Opoirypu 1[o/[0 3pa3KiB TKaHWH_YKPAiHCbKOIO Ta POCIMCHKOIO
MoBaMU_Jyu1a YKpainu_09 rpyzua 2020 p.; MK-3475-B68_00_bporiypa mnartjieHTa_yKpalHCBbKOI Ta
pociticekoro MoBamu_gyiss Ykpainu_09 rpyzans 2020 p.; MK-3475-B68_00_KepiBHULITBO 3 MpoOBe/ieHHS
Bi3WTIiB [/ Tial[i€eHTa_yKpaiHCBKOIO Ta pOCIMCbKOWO MoBaMu_jsi YKpainu_09 rpyans 2020 p.;
BK/TIOUeHHSsI I0ZIaTKOBOT'O MiClisl ITPOBeIeHHs K/TiHIYHOTO BUTTPOOYBAHHS:

No [1.I.b. BigmoBiZaapHOrO AOC/iJHHAKA

n/n Has3Ba MiclList ipoBe/ieHHsI KJTiIHIYHOTO BUITPOOYBaHHS

1 A.M.H. Macisk 3.B.
HepxaBHa ycTaHoBa «IHCTUTYT marosiorii KpoBi Ta TpaHc(y3iiiHOI MeauumHu HarjioHanbHOT
aKajieMii MeIMYHUX HayK YKpaiHW», BiJl/IiJIeHHSI reMaToJ0ril, M. JIbBIiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«docmimkenns 11 ¢pa3u membponizymaby (MK-3475) KoxHi 6 TH)KHIB y TIAL[iEHTIB 3 PeLUBYIOUYOI0 abo
pedpakTepHOI0 KIacH4HO JiMpomoro XomkKiHa abo y marjieHTiB 3 peruuByr0uor0 abo pedhpakTepHOO
MepBUHHOI0 Me/liaCTUHa/IbHO B- KpymnHoKmiTHHHOIO miMdomoro», MK-3475-B68, Bepcis 00 Big 26
ciuyng 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTI0 «MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonaTok 16
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

3asyueHHs1 I0/JaTKOBOTO MiCLisl POBe/IeHHsI KJTiHIYHOTO BUITPOOOBYBAHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | g-m.H., ipo@. ITiaripanii .M.
KomyHanbHe HekoMepljiliHe mignpueMcTBO JIbBiBCbKOI 00acHOi pagu «JIbBiBCchbKa 00OJiacHa
KJ/IiHIYHa JIIKapHs», BigieHHsd aHecTe3io/iorii Ta iHTeHCMBHOI Tepamnii Nel, m. JIbBiB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Biz 08.08.2018

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[IpocniekTiBHe paHJOMi30BaHe OaraTolLleHTPOBe BiJIKpUTe TMOpPiBHSMIbHE AOCHIMKeHHs ¢asu 3, 110
TIPOBOJMTHCA B TMapasie/ibHUX Ipylax i3 3aC/IiIJIEHUM LIeHTPaJIbHAM OL|iHFOBAHHSIM 3 MeTOK) BH3HauyeHHs
edeKTUBHOCTI, Oe3rmeyHocTi Ta TIepeHOCMMOCTi KoMOiHallii a3TpeoHam-aBibakram (ATM-AVI)
+MmeTpoHizfason (MTZ) y nopiBHsHHI 3 MepornieHeMzKonicTiH (MER+COL) a1 nikyBaHHS CepHMO3HUX
iHdeKIIil, 3yMOB/IeHUX IrPaMHeraTUBHUMHU OaKTepisiMHi, BK/IHOUHO 3i CTIMKUMU /10 6araToOKOMIOHEHTHUX
MKapChKUX 3acobiB 30yJHMKaMH, 1[0 TIPOAYKYIOTh MeTano-0eTa-nakramasy (MBL), A/ SKUX BapiaHTH
niKyBaHHS 0OMexxeHi abo BificyTHi», C3601002, 3 moripaBkoro 1 Big 05 murHs 2018 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»
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CrnioHcop, KpaiHa «®Patizep Iuk.», CIIIA / Pfizer Inc., USA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Indopmarisi A nanienta ta ®opma iHdopmoBaHoi 3roau A Ykpainu, Bepcis 10.0 Bix 31 TpaBHs
2021 poKy yKpaiHCHKOIO Ta POCiMICbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 835 Big 15.08.2016

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«baraTolieHTpOBe BiJKpUTe [JOBrOCTPOKOBE TOJOBXKeHe KiiHiuHe pocmifkeHHss 3b ¢asu npemnapary
PCI-32765 (I6pytuHi6)», PCI-32765CAN3001, 3 morpaBkoro INT-5 Bix 19.12.2019 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOI BIJIOBIJAJBHICTIO «DAPMACBIOTIKAJI PICEPYU
ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 18
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoenieHe [locke [OCTiPKyBaHOTO JiKapchKoro 3aco0y JlapotpekTini6 (BAY 2757556) Bepcis 011 Bix
15 OGepe3nss 2021; 3asyueHHS anbTePHATUBHUX BUPOOHWKIB aAns [1JI3 JlapoTpekTiHiO cymbdaT —
BAY2757556 — kancynu, 25 mr ta 100 mr: Capsugel Ploermel SAS, Ploermel (Ilnoepmens), Z1 de
Camagnon, 56800 Ploermel, ®panuis, Orion Pharma Salo (Cano) Ta Orion Pharma Espoo (Ecmo),
QinnAHfisA 11[00 BUPOOHUITBA KarlCys, TIePBUHOTO TaKyBaHHs, BUMPOOYBaHHS rOTOBOI TMPOAYKIl Ta
crabinbHocTi; TlomoBkeHHss TepmiHy 36epiranns [IJI3 JlapotpekTiHi6 cynbdar — BAY2757556 —
Karicys, 25 mr ta 100 mr 3 24 wmicauis go 36 wicsiiB; ITogoekeHHs TepMmiHy 30epiranHs [1J13
JlaporpekTiHi6 cynbdar — BAY2757556 — po3unH, 2 % 50 mi 3 12 MicsiiB 1o 18 micsiiB

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns: 1/2 ¢a3u 3actocyBaHHsl TiepopanbHOro iHribitopy TRK sapoTpekTiHiOy y marjieHTiB
JUTSUOrO BiKy 3 TPOrpecyrourMMH COJIHUMHM MyXJMHaM{A abo TMepBUHHUMM MyXJUHAMH LieHTpa/bHOI
HepBOBOI cucteMu», No. BAY 2757556 / 20290, Bepcia 12.0 Big 21 kBiTHa 2020; JIokanbHa monpaska 10
[IpoTokony, Bepcis 1.0 Big 18 ciunsg 2021

3asBHUK, KpaiHa

TOB «batiep», YkpaiHa
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CrioHcop, KpaiHa batiep Konceromep Kep AT, I1IBennapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 19
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikaris cyTreBoi
TIOTIPaBKU

Marepianu /g y4aCHUKIB JOC/TIpKeHHS: 3HIMKU eKpaHy e/leKTPOHHOI Bepcil «lIlIKana OL{iHKU TSXKKOCTI
cyiuuay Konmymobitickkoro yHiBepcurety (C-SSRS)», Buxigui manui/Bepcist gy oriHIOBaHHSI, BepcCisi Bif
14 ciuns 2009p., A/ BUKOPUCTaHHS Ha TJIaHILeTi, YKPaiHCbKOIO Ta POCiMChKOI MOBaMU; 3HIMKU eKpaHy
esieKTpoHHOI Bepcii «Illkanma OLiHKM TsDKKOCTI cyiuuay Komymbiiicekoro yHiBepcutery (C-SSRS)»,
3 MOMEHTy OCTaHHbOrO Bi3UTY, Bepcisg Bix 14 ciunsg 2009p., A1 BUKOPUCTAHHA Ha [UJIAHLLETI,
YKPalHCHKOIO Ta POCIMCBKOK MOBaMH; 3HIMKU eKpaHy e/leKTPOHHOI Bepcii «AHKeTa 00 TPUBOTM Ta
Jernpecii B KiHiuHux ymoBax (HADS)», n/1s1 BUKOpHUCTaHHSI Ha IOPTaTUBHOMY MPHUCTPOI, YKPaiHCHKOIO Ta
POCIHCBKOI0O MOBaMH; 3HIMKM €eKpaHy eJIeKTPOHHOI Bepcii «AHKeTa W00 TPUBOTM Ta Jernpecii B
KiHiyuHux ymoBax (HADS)», /s BUKOPUCTaHHS Ha TJIaHILETi, YKpaiHChKOK Ta POCIMCHKOI MOBaMuy;
3HIMKM eKpaHy eJIeKTPOHHOI BepcCil «OmnuTyBa/JbHUK CTOCOBHO CHUMIITOMIB 1 BIUIMBY JlereHeBOl
aprepianbHoi rineprensii (PAH-SYMPACT™)», nenb 1, feHb 2-6, A/ BUKOPHUCTaHHS Ha TTOPTaTUBHOMY
TIPUCTPOI, YKPAlHCHKOK Ta POCIMCBKOK MOBamM; 3HIMKM €KpaHy eleKTPOHHOI Bepcil «OnuTyBambHUK
CTOCOBHO CUMIITOMIB i BIUIMBY jiereHeBoi apTepianbHoi rineprensii (PAH-SYMPACT™)», nenb 7, Ans
BUKOPDMCTAHHA Ha MOPTaTHBHOMY IMPUCTPOi, YKPAaiHCHKOK Ta POCIMCBKOK MOBaMH; 3HIMKM eKpaHy
eneKTPOHHOI Bepcii «O1jiHKa jikapeM: eKCIpec-OMUTYyBaHHS II0J0 JernpecuBHOI cumnToMatuku (QIDS-
C)», [/11 BUKOPUCTaHHS Ha IJIaHILETi, YKpalHChbKOIO Ta POCIMCHKOI0 MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
KJTiHIYHOTO BUITPOOYBaHHS

Ne 1586 Big 29.07.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«®a3a 2b, pangomisoBaHe, nofBiiiHe ciine, nale60-KOHTPO/IbOBaHe, baraToljeHTpoBe BUNPOOYBaHHS 3
MeTOI BM3HAaueHHs [ianasoHy n03 PopjarpucraTty eTwly y MAaLji€HTIB 3 JieTeHeBOK apTepiaabHOXo
rineprensieto», RVT-1201-2002, Bepcis 2.0 3 nonpaskoro 1 Big 19 mucronaga 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«AnTaBanT CaeHci3z I'M0X», I1IBefitjapis/ Altavant Sciences GmbH, Switzerland

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3neueHHsA Isan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky

Ne 1265»
13.08.2021 No 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa MiCIisl TTPOBe/IeHHsI K/TiHIUHOTO BUTIPOOOBYBaHHS:

Bbyno

Craso

a.m.H. CuHoBepcebka O.b.

KomyHanbHe ~ HekoMepLiiiHe  MiJIIPUEMCTBO
«IBaHO-®PpaHKiBCcbKa 06sacHa AWTAYA KITiHIUHA
nikapHs IBaHO-®paHKiBCBKOI 00s1acHOT pagu»,

XipypriuHe  BifJiJleHHd 3 YpOJIOTIYHWMMM | XipypriudHe  BiAJUIeHHS 3 ypPOJIOTIYHUMU

Jbkkamu, M. [BaHO-®PpaHKiBCbK nikkamy, IBaHO-PpaHKIBCHKUI HAL[iOHA/IbHUM
MeZIMUHUN  yHiBepcuTeT, Kadeapa AUTAUMX
XBOpOO MiCAAAWIVIOMHOI  OCBiTH, M. IBaHO-
@paHKiBCbK

I.M.H. CuHoBepcoka O.b.

KomyHanpeHe ~ HekoMepliliHe  MiANPUEMCTBO
«IBaHO-®PpaHKiBCbKa 00/1acHa AMTAYa KITiHiuHA
nikapHs IBaHO-®paHKiBCBbKOI 00s1acHOT pazm»,

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanoMi30BaHe, mo/BiliHe-CIIiMe, T1alle60-KOHTPOIbOBaHe, OaraToLleHTPOBe AOCiMKeHHS 3 (a3u y
napasieJlbHUX Tpyrax i3 MOC/IiZIOBHUM THUTPYBAaHHSIM 03U [/Is OL[iHKK e(heKTUBHOCTI, Oe3rmeyHocTi Ta
(apMakokiHeTMKM MipaberpoHy y mMalli€HTiB AATAYOro BiKy Bifg 5 A0 < 18 pOKiB 3 rinmepakTHUBHICTIO
CeyoBoro mixypa», 178-CL-204, Bepcis 1.1 Big 13 mucronazga 2019 poky.
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3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa Acrennac ®apma I'noban esesnonment, [Hk., CIIIA / Astellas Pharma Global Development Inc., USA
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporiypa gociigHuvka s AOCTiIpKyBaHOTO Jlikapcbkoro 3aco6y BI 1015550, epcisi 7 Big 15 uepBHS

2021 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzomizoBaHe, mozBiliHe ctine, T1ae00-KOHTPObOBaHe [OC/iKEHHsT B Tiapajie/lbHUX Tpymax,
TpuBajiicTI0 12 TWKHIB y Mali€eHTiB 3 igvomnatuyHuM jereHeBuM ¢ibposom (IJID) s ouiHKA
edeKTUBHOCTI, Oe3meuyHocTi i mepeHocumocTi mperapaty BI 1015550 mpu mepopanbHOMY TpPUHOMI»,

1305-0013, Bepcis 4.0 Big 09 Bepecus 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«bepinrep Iurenpxaiim PIIB I'Mm6X eng Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,

Austria

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HopnaTok 22
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBnieHU# MPOTOKOJ KiiHiuHOro BunpoOyBaHHsi MK-7902-012 3 iHKopriopoBaHoto morpaBkot 03 Bif
28 tpaBHs 2021 poKy, aHT/TiMICbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararoLeHTpOBe, paHAOMi30BaHe, TOJBiMHEe CJiille, KOHTPOJIbOBAaHE 3a JOIMOMOrOK aKTHMBHOIO
npernapary KiiHiuHe gociimkeHHs III ¢a3u g oiiHkd Oe3neku Ta e(hEKTUBHOCTI JIeHBATHHIOY
(E7080/MK-7902) 3 membponisymabom (MK-3475) y TmoemHaHHI 3 TpaHcapTepiaTbHOIO
ximioembouizariero (TACE) nopiBHsiHO 3 mpoBefeHHssM TiibKd TACE y yuaCHMKIiB 3 HEBU/TIKOBHOMO /
HeMeTaCTaTUYHO renaronesntossipHor0 KapuuHoMor (LEAP-012)», MK-7902-012, 3 IHKOPIIOpOBaHOIO
nioripaBkoro 02 Bizg 02 munHs 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hopatok 23
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb Ta BHECEHHS 3MiH /10 ZI0JaTKa
Ne 28 o Haka3zy MiHicTepcTBa OXOPOHU
310poB’a Ykpainu Bij 13 munasg 2020 poky
Ne 1585, nozmatka Ne 36 10 Hakazy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 29 ymunHa 2021 poky Ne 1586 Ta mojaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
30poB’s YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoenenHsi [TpoTokos KiiHiuHOro BUIpoOyBaHHS, Bepcis 10 Big 17 uepBHsa 2021 p. (aHI/IiHCHKOIO
MOBOI0); CHHOIICKC OHOBJIEHOTO MPOTOKOJY K/iHiuHOTO BUNpoOyBaHHs, Bepcisi 10 Big 17 uepsHs 2021 p.
(YkpaiHceKor MOBOM0); OHoBeHHs1 bpotirypa ocnifHvka, Bepcisi 5 Bif 28 TpaBHs 2021 p. (aHT/IiliCbKOO
MOBOIO);

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

Ne 1849 Biz 11.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigxpuTe, 30anaHcoBaHe, paHJOMi30BaHe, OJHOLIEHTPOBE [JOC/Ii/PKEeHHSI Y TPbOX IapasebHUX rpynax 3
MeTOI OIiHKK mnpodimto (dapMakoKiHeTUKH, e(eKTUBHOCTI Ta 0e3reKd TepopasbHOTO PO3UHHY
TpaHeKCaMOBOI KHUC/JOTH TpPU HOPMajdbHUX Ta MaKCHMMaJbHMX YMOBax 3aCTOCYBaHHsI Y TMaL{i€HTIB,
BU3HAHUX 3/0POBUMM IiC/IA NPOLieAYypU BUAA/IeHHs TpeTboro mosisipa», HYL-P004-001, sepcisa 09 Big 07
TpaBHs 2020

3asBHUK, KpaiHa

«biopaci, En-En-Ci», CIITIA

CnoHcop, KpaiHa

«Xinopic desenonmentc CA» (Hyloris Developments SA), Belgium

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoBKeHHST TPUBAJIOCTI K/TiHIYHOTO BUMPOOyBaHHS B YKpaiHi 0 30 uepBHs 2022 poKy

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

Ne 1005 Big 28.09.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfomi3oBaHe TMOABiMiHe Cjine [JOC/HI[)KeHHS B T[apajefbHUX TIpynax 3 MeTOK IOpiBHAHHSA
edekTMBHOCTI Ta Ge3neuHocti npernapaty FKB238 Ta ABacTMHY® Tpu 3aCTOCYBaHHI y SKOCTi Tepariii
nepmioi JTiHii y KoMmOiHarii 3 Tak/IiTakces oM Ta KapOOIUIaTMHOM Y TMAl[i€HTiB i3 TOMMpeHUM abo
PEeLMAVBYIOUMM HEeTUIOCKOK/IITHHHUM He/IDiOHOK/TITHHHUM pakoM JiereHiB», FKB238-002, dinampHa
Bepcid 6 Bifg 24 nunHsa 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Llentyc Biotepanbtotikc Jlimites, Benmukobpuranisi / Centus Biotherapeutics Limited, United Kingdom

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonmaTok 25
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBieHU# MPOTOKO/ KiiHiuHOro BUrpobyBaHHs C4221016, octaTouHa Bepcisi mpoTokoy, [TonpaBka 1
Big 31 6epesnst 2021 poky, aHrmiiicbKor MOBot; CTopiHka mifnucy npotokomny C4221016 3 rornpaBKo
1, mignucana crioncopoM Bif 31 6epesHsi 2021 poky; CHHOICUC TPOTOKOJY K/IiHIYHOTO [OC/iIyKeHHs
C4221016 3 iHKOPIIOPOBaHOO MOMpPaBKOr0 1 aHrJIifickkoro MoBoro Bif 31 6epe3nst 2021 poky; CHHOTICHC
MPOTOKONY KJIIiHIYHOro fociifpkeHHs C4221016 3 iHKOPHOpOBaHO MOMPaBKO 1 yKpaiHCBKOK MOBORO
Big 31 Gepe3ns 2021 poky; Bpormypa (remb6posizyma6), Bepcisi 20 Big 08.03.2021; 3BiT moTouHOTO
K/IiHIYHOTO AOC/i/KeHHsT 3 eHKopageHiOom Ta OinimeriHiOom Bix 11.05.2021; ®opma iHpopmoBaHOI
3ro/l¥ Ha y4yacThb y JAOC/IipkeHHi, Bepcis 2.0 Big 26 TpaBHsi 2021 p. Assi YKpaiHU aHIJIiNCBKO MOBOIO;
®opma iHbOpMOBaHOI 3roiv Ha y4acTh y AOC/imKeHHi, Bepcisi 2.0 Big 26 TpaBHsA 2021 p. Ans YKpaiHu
pocilicbkoro MoBor; ®opma iHdopMOBaHOI 3rofu Ha ydacThb y AOC/ifkeHHi, Bepcisi 2.0 Bif 26 TpaBHA
2021 p. py1g YKpaiHu yKpaiHCBKOK MOBOMO; AHKeTa 11100 CTaHy 340poB’s, Bepcis 1.0 Big 22 kBiTHsa 2021
p., 151 YKpaiHu pociiicbkoro MoBOr0; PyHKI[iOHa/IbHA OLiHKa MPOTUMYXJIMHHOI Teparii, Bepcis 1.0 Big 22
KBiTHs 2021 p., pocificbkolo MOBOIO; 3arajibHe BpakKeHHsI MalfieHTa Tpo 3MiHy repebiry xsopoou (PGIC),
Bepcisi 1.0 Bix 22 kBiTHs 2021 p., pocilicbKol0 MOBOO; 3arajibHa OL[iHKA MallieHTOM CTYIeHsl TSHKKOCTI
(PGIS), Bepcisa 1.0 Bix 22 xBiTHa 2021 p., pociiicbKOor0 MOBOIO; ONUTYBa/JbHUK OLIHKM SKOCTI KUTTS,
Bepcis 1.0 Bix 22 kBitHs 2021 p., pociiicbKOrO MOBO; IHCTpYKIisi [t 30epiraHHs BBeJeHUX AAHUX Y
nnaHweTi, Bepcisa 1.0 Big 22 ksiTHa 2021 p., pociiicbkoro MoBow; HaBuanHs, Bepcis 1.0 Bif 22 KBiTHA
2021 p., pociiicbKoro MOBOIO; AHKeTa III0/l0 CTaHy 3/10poB’s, Bepcis 1.0 Bifg 2 kBiTHa 2021 p., Ass
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YKpaiHu ykpaiHCbKOI MOBOH; PyHKIIIOHaIbHA OL{iHKA MPOTUITyXJIMHHO]I Tepariii, Bepcig 1.0 Bif 2 KBiTHA
2021 p., yKpaiHCbKOIO MOBOO; 3arajibHe BpaKeHHs MaljieHTa mpo 3MiHy miepebiry xBopoou (PGIC),
Bepcig 1.0 Big 2 kBiTHA 2021 p., yKpaiHCBKOK MOBOR; 3arajibHa OL[iHKA Mal[ieHTOM CTYTeHs TS)KKOCTI
(PGIS), Bepcisa 1.0 Bix 2 kBiTH 2021 p., yKpaiHCbKOIO MOBOK; ONMTYBa/lbHUK OLIHKU SIKOCTI >KUTTS,
Bepcis 1.0 Bix 2 kBiTHS 2021 p., yKpaiHCbKOI MOBOIO; IHCTpYKIIisi Ayt 30epiraHHs BBeZieHUX JaHUX Y
riaHuieti, Bepcis 1.0 Big 2 kBiTHa 2021 p., ykpaiHcbKor0 MOBOO; HaBuaHHs, Bepcis 1.0 Biz 2 kBiTHA 2021
P., YKpailHCbKOI0 MOBOI0O; BK/TIOUeHHSI I0IaTKOBOT'O MiCIIsl IPOBeZIeHHs K/TiHiYHOTO BUTIPOOYBaHHS:

No [1.I.b. BigmoBiZaabHOrO AOC/TiJHHAKA
n/n Has3Ba MiclList ipoBe/ieHHsI KJTiIHIYHOTO BUITPOOYBaHHS

1 K.M.H. [IInapuk f.B.

KomyHanbHe HekoMepliiliHe —TiarnpueMcTBo  JIbBiBCbKOI  00/acHOI pagu  «JIbBiBCHKHM
OHKOJIOTIYHUM perioHajibHUK JIiKyBa/bHO-[[IarHOCTUUHUK L|€HTP», BiJJiJIeHHd XiMioTeparii,
M. JIbBIiB

Howmep Ta fata Haka3sy
MO3 1oz 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBane moBitiHe citine gocsimpkeHHs (a3u 3 eHKopadeHiOy Ta OiHiMeTiHIOy B moegHaHHI 3
rneMOpostizymaboM y TIOpiBHsAHHI [0 Tiiariebo B ToeqHaHHI 3 miemMOposiisymaboM y MallieHTiB i3
MeTacTaTUUHOI abo HeorepabenbHOK MICLEBO TOIIMPEHOI0 MeTaHOMO), TIO3WTHBHOK /10 MYyTaLiid
BRAF V600E/K», C4221016, ocraTouHa Bepcist npoToKo/y Bif 13 »koBTHs1 2020 p.

3asgBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpouypa mocnigauka: Oneorenb-S10 renb, Bepcis 6 Big 21 kBiTHA 2021 p.; IlogoBxeHHSI TepMiHY
MIPOBeZIeHHs K/TiHiYHOTO BUMPoOyBaHHs B YKpaiHi 10 31 ceprias 2021 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2313 Bip 12.12.2018

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

[MoxgiiiHe cnine, paHAoOMi30oBaHe, KOHTPOJIbOBaHe HaroOBHIOBaueM fociimkeHHs (asu Il gns oniHku
edeKTUBHOCTI ¥ Oe3meuHocTi 3actocyBaHHs Oneoreno-S10 3 BiAKpUTHUM 24-MiCSUHUM MOZAJIBIITUM
CTIOCTepe)XeHHSIM y TALi€HTiB i3 Bpo/ykeHUM Oysbo3HMM erifiepmontizom, BEB-13, ¢inanbsnHa Bepcis 6.0
Biz 18 kBiTHg 2019 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Awmput Pecepu JlimiTen, Ipnanzis (Amryt Research Limited, Ireland)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

Martepianu A naijieHTiB: JIMCT criocTepe)keHHs 3a TOBeiHKO AUTUHU BikoM 6-18 pokie (CBCL),
6-1-01 Bumnyck 201, Bepcia Bif 12 kBiTHA 2021 poKy yKpalHCBKOIO MOBOKO, Ta Bepcis Bif 28 sroToro
2019 poky pocCiiiCbKOI0 MOBOO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«BigkpuTte, MOBroCTPOKOBe [OC/TiMKeHHsT Oe3MeYHOCTi, TepeHOCUMOCTi Ta e(eKTUBHOCTI mMperapary
TEV-50717 (neyteTpabeHasuHy) AJis1 JIiKyBaHHs AWCKiHe3ii Ha (oHi 1lepeOpasbHOTO Tapanivuy y giTed Ta
nigniTkiB (Bigkpure gociimkenHss RECLAIM-DCP)», TV50717-CNS-30081, norpaBka fjo npotokosny 03
Big 23 yepBHs 2020 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

TeBa bpengin ®apmacerotikan I[Ipogakrc Ap enp [i, Ink / Teva Branded Pharmaceutical Products R&D,
Inc, USA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBnenuni IlpoTtokon kiniHiuHoro pgocnmigkeHHs CT-P41 3.1, Bepcis 2.0 Bix 08 xkBitThHs 2021 p.,
aHTTICHKO MOBOIO; bpoliypa JocifHuKa A0oCIipKyBaHOTO likapchKoro 3acoby CT-P41, Bepcist 4.0 Bix
25 tpaBHsa 2021 p., aHrmiiicbkkoro MoBoro; [Hpopmarilinuii UCTOK mallieHTa Ta ¢opma iHpopmoBaHOI
3roju, Bepcis 4.0 aHrmiiicbkoro MoBoro Ay YKpainu Bif 09 uepBHsa 2021 p.; IHdbopmauilinuii 1UCTOK
narjieHTa Ta dopma iHdopmoBaHoi 3rogu, Bepcis 4.0 yKpaiHCHKOHO MOBOIO AJisi YKpaiHu Big 09 uepBHS
2021 p.; Indopmariitinuii 1MCTOK MallieHTa Ta Gpopma iHpopmoBaHoi 3rou, Bepcis 4.0 pocilicbKo0 MOBOIO
st Ykpainu Big 09 uepHst 2021 p.; [Tam'sitka narjienty, Bepcis 1.0 Big 05 6epesnst 2021 p., yKpaiHCBKOO
MoBoto; [Tam'ssTka martieHTy, Bepcist 1.0 Big 05 6epe3nst 2021 p., pocilicbkoro MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TopBiliHe cjine, paHAOMi30BaHe, aKTMUBHO KOHTPOJIbOBaHEe MAOCTi[KeHHS (a3u 3 /i TOpiBHSHHSA
eeKkTUBHOCTi, (apMakokiHeTHKH, (apMakoguHamiku Ta Oe3meudocti rmperapaty CT-P41 Ta
ninen3zoBaHoro y CIIIA nikapcekoro 3aco0y Prolia y »XiHOK y mocTMeHoray3i 3 0CTeOropo30M»,
CT-P41 3.1, Bepcis 1.0 Big 22 rpyans 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHow BianorizanpHicTio «KoHTpakTHO-[ocrigHumnpka Opranizanis IHHO(apM-
YKpaiHa»
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CrioHcop, KpaiHa CELLTRION, Inc., Republic of Korea/ CEJI/ITPIOH, Iuk, Pecriy6sika Kopes

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 29
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBleHMI MPOTOKOJ KJIHIYHOTO fAociifpkeHHs 3 morpaBkoro 01, Bepcis 1 Bix 20 tpaBHs 2021 poky,
aHr/IiMcbKor MoBor. OCHOBHa iHbopMaLllist TIpo JoC/iKeHHs i popMa iHpopMoBaHOI 3ro/iu, Bepcis 2 Bif
24 tpaBns 2021 p., aHrmniiicbkkoro MoBoto. IHdopMatiis f1s nariedTa i dopma iHpopMoBaHoOI 3rou, Bepcis
nnst Ykpainu Ne 2 Big 03 uepBHs 2021 p. (Ha ocHoBi OcHoBHOI iH(opMallii nmpo mocaimpkeHHs i popmu
iHdopMoBaHoi 3roau, Bepcis 2 Bif 24 tpaBHs 2021 p.), yKpaiHCbKOIO MOBOM0. IHdopMatiist Asist matjieHTa i
tdopma iHdbopmoBaHoi 3roau, Bepcis A YkpaiHu Ne 2 Big 03 uepBHsi 2021 p. (Ha ocHoBi OcHOBHOI
iHdopMatiii po mocnimpkeHHs i popmu iHpopmoBaHoi 3roau, Bepcist 2 Bif 24 TpaBHs 2021 p.) pociiicbkoro
MOBOR. [HCTpyKUIi i3 3acTocyBaHHs /s nanieHTa: SAR441344 (ACT16877) anis migKipHOTO BBe/IeHHS,
Bepciss 2.0 Bim 7 uyepBHa 2021p., YKpaiHCbKOKO MOBOKO. [HCTpyKUii A/ maijieHTa i3 3aCTOCyBaHHS
npenapaty SAR441344 (ACT16877) pna migmikipHux iH’ekuiid, Bepcisi 2.0 Bix 7 uepBHs 2021p.,
POCiMICBKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomi3oBaHe, TMOABiMiHe ciiine, TUIAle00-KOHTPO/IbOBAHE MAOCTiIKeHHs ¢a3d 2 [AAsS  OLHKU
edekTrBHOCTI Ta Oe3reku SAR441344, MOHOK/IOHA/ILHOTO aHTHUTi/A Ao aHTaroHicta CD40L, y naijieHTiB
3 peLMAUBYIOUMM PO3CistHUM cKyiepo3om», ACT16877, Bepcis 1 Big 26 svcronazga 2020 poky
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3asiBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliiepiil e feBesiornMaH, OpaHifisi)
CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpomtypa gocnigauka s npernapaty RO5333787 (Encnipunr [Enspryng]®, catpanizymab), Bepcist 12 Bif,
15 kBiTHA 2021 poKy

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 545 Big 19.05.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe paHJOMi30BaHe TIO/BiliHe CJiine TUIALe00-KOHTPO/IbOBaHEe AOC/imKeHHs 3 (a3u s
OLiHKM e(eKTUBHOCTI Ta Ge3rneuHocTi mperapaty caTtpanizymab (SA237) sk [OTMOBHEHHs [0 OCHOBHOI'O
MKyBaHHS y TIALieHTIB 3 onThKoHeBpomienitom (OHM) Ta 3 XxBopoO6aMu CTHeKTPy ONTHKOHEBPOMIEJIITY
(XCOHM)», BN40898 (SA-307JG), Bepcis 11 Big 10 kBiTHs 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®. Xopdpmann-JIsa Pou JIta.», Hseiiapis [F. Hoffmann-La Roche Ltd., Switzerland]

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopnatok 31

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBneHa bpoiypa gocnigauka S 95005 (TAS-102, Lonsurf®), Bepcis 8 Big 11 TpaBHsa 2021 p.;
[MompaBka Ne7 po IHdopmanii ana yuacHuKa AociifkeHHsi i ¢opmu iHpopMoBaHOi 3roau (Asst
TPOJIOBXKYIOUMX y4acTh B JOC/IKeHHi), 0 Jofa€eThcs A0 TpoTokony NeCL3-95005-006 — diHanbHa
Bepcisi Bifg 04 TpaBHa 2021 p., ykpaiHCcbKoro MoBoo; [TompaBka Ne7 no Indopwmariii ans yuacHuKa
nmociimkeHHs i dopmu iHbopMoBaHOT 3rofu (/151 MPOJOBXKYIOUNX yUuacTh B JOC/Ii/PKEeHHI), 110 10AA€ThCS
1o npotokony NeCL3-95005-006 — dinanbHa Bepcis Bif 04 TpaBHs 2021 p., pociliCbKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanyomizoBane, BigkpuTe kiiHiuHe fgociaimpkeHHs III dasu Tpudnypuauny/tunipatuny (S 95005) y
KoMOiHariii 3 6eBai3ymMaboM y MOpiBHsIHHI 0 KareluTabiHy y KomOiHarllil 3 6eBarju3yMaboM y mepiiii
JIHIT JIIKyBaHHS TIALIIEHTIB 3 MeTaCTaTUYHUM KOJIOPEKTaJlbHUM pPAakKOM, fKi He € KaHAuZaTaMu [Jis
inTeHcuBHOI Tepanii (mocnimkenHs SOLSTICE)», CL3-95005-006, ¢inampHa Bepcisi Bif 25 ciuHs
2021 poky, 3 iHKOPHopoBaHOI CyTTeBOO mornpaBKoro Ne 3, (hiHanbHa Bepcis Big 25 ciuds 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXxxXeHOI0 BifnoBifanbHicTIO «KILIP YKpaiHa»
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CrioHcop, KpaiHa [HcTUTYT Mi>kHapogHuX fociimkeHb «CEPB’E» (Institut de Recherches Internationales Servier (I.R.L.S.)),
DpaHLis

CynyTHi —

Marepiasu/nperiapaty

CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 32

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporypa gocnigauka ass nperapaty RO5333787 (Encnpunr [Enspryng]®, catpanizymab), Bepcisi 12 Bif
15 kBiTHs1 2021 poky; Indopmatiia aas naijienTa i popma iHdpopmoBaHoi 3roau, MopenbHa Bepcis 6.0 ans
Ykpainu Bif 26 TpaBHs 2021 poky (yKpaiHCBKOIO Ta pociiicbkoro MoBamu); IH(opmarjisi Assi naiieHTa i
¢opmu iHpoOpMOBaHOI 3roAM, CTBOpeHi AJisi TeBHMX MiCl[b IIpOBe/leHHsT BUMpOOyBaHHs, a CcaMme:
Indopmarisi ans natienta i ¢popma indopmoBaHoi 3roau, MogenbHa Bepcist 5.0 A1 AOC/TIJHULIBKOTO
uentpy 7501 Big 08 uepBHsi 2021 poky (YKpaiHCBKOIO Ta POCikiCbKOI0 MoBaMu); IHdopmatiis A/ naijieHTa
i popma iHndbopmoBaHoi 3roau, MogensHa Bepcis 5.0 g gociaigHuibpKoro neHtpy 7508 Big 08 uepBHs
2021 poky (yKpalHCBKOIO Ta POCiiiCbKOI0 MOBaMH)

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 660 Big 02.07.2016

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe paHJOMi30BaHe TIO/BiliHe CJiine TUIALe00-KOHTPO/IbOBaHEe AOC/imKeHHs 3 (a3u s
oLiHKM edekTUBHOCTI Ta Ge3neuHocti npernapaty CATPAJII3YMAB (SA237) B sikocTi MoHOTepariii y
narjieHTiB 3 ontukoHeBpomiesitoM (OHM) Ta 3 xBopobamu criekTpy ontukoHeBpoMmienity (XCOHM)»,
BN40900 (SA-309JG), Bepcist 10 Big 03 kBiTHs 2020 poKy

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»
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CrnioHcop, KpaiHa @.Xodhdmann-JIs Pour Jita, [Beiiuapis

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

BkntoueHns A0J4daTKOBHX MiCLU: MMpoBeJeHHA BI/IHPO6YB8HHHZ

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 K.M.H. [loporasuesa ['.A.
Kniniuna nikapusi «®@eodanisi» []ep>kaBHOro yrpaB/iHHs cripaBaMu, LleHTp racTpoeHTeposorii
Ta eHZo0KpuHoJorii, M. Kuis

2 sikap Jlorganizgi T.1.
KomyHanbHe HekomepuiiiHe miarnpueMcTBo KuiBcbkoi obnacHoi pagu «KuiBcbka obsacHa
JIIKapHS», TepareBTUYHe BiffineHHs, M. KruiB

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHnomi3oBaHe,

Clire  [OCTiMKeHHS [/ OI[iHKM 0e3reuHOoCTi, TIepeHOCHMMOCTi Ta
(apmakokiHeTrku mipenapaTy NX-13 mpu mnepopasbHOMY 3aCTOCYBaHHI NpPH BHPa3KOBOMY KOJITI B
akTuBHil (azi», NX-13-1B, Bepcis 1.1 3 iHkopriopoBaHoto 1ornpaBkoro 1 Bif 14 kBiTHs 2021 poky
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3asiBHUK, KpaiHa ITigrnpremcTso 3 100% iHo3emHor0 iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»
CrioHcop, KpaiHa Landos Biopharma, Inc., USA

CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky

Ne 1265»
13.08.2021 No 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TIPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHS:

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/iJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

K.M.H. Mariamyk LI
MeguuHuii 1IeHTpP TOBapuMCTBa 3 OOMEXKEeHOK BiJNOBifa/bHICTIO «MeAUYHUN LIEHTP
«KoHcuniym Megikasm», KIiHIKO-KOHCY/IbTaTUBHE BiffineHHs, M. KuiB

sikap Pomantok B.I1.
KomyHanbHe HekoMepijiliHe MignpueMCTBO «YepHiriBcbka obsiacHa JiikapHs» UepHiriBcbKoi
ob/1acHOI paju, peBMaToJIoTiuHe BizaineHHs, M. YepHiriB

J.M.H., ipo¢. CtaHicnaBuyk M.A.

KomyHa/msHe HeKoMepIiiiiHe TMignpueMcTBO «BiHHUI[bKA o6sacHa KiiHiUHa JfiKapHs iMeHi
M.I. TTuporoBa BiHHuIBbKOi 0o6smacHOiI Pajmu», BHUCOKOCTeIlia/li3oBaHUN KTiHIYHUNA IIEHTP
peBMaTosorii, octeoropo3y Ta OiosioriuHoi Teparii, BiHHMIIbKMI Hal[iOHAJbHUN MeJUUHHN
yHiBepcureT iM. MLL. TTuporoBa, kadezapa BHYTpiliHbOI MeauLHA Nel, M. BinHuis

K.M.H. Tkauenko M.B.

KomyHnanbHe i ATIPUEMCTBO «ITonraBceka obmacHa KJ/IiHIYHa JIIKapHs
iMm. M.B. CkridocoBcbkoro IlonraBcbkoi o6sacHOi paau», OO6sacHUM —JiKyBalbHO-
JiarHOCTUUHWK PeBMAaTOJIOTiYHUM LIeHTp, [lo/TaBCbKUl ep)KaBHUM MeJUYHUM YHiIBEpCUTET,
Kadeapa ciMeiiHOI MeIMLIMHU i Teparii, M. [TosnTaBa
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nikap YymaueHnko I".A.

MeauyHuii  LeHTp TOBapuCTBa 3 OOMEXeHOK  BiANOBifanbHICTIO

JiKyBasbHO-TIpoGiIaKTUUHUM TiApo3in, M. Kuis

«Menoya-KniHik»,

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpoBe, paHOMi3oBaHe, Mo/BiliHe crirne, mialleb0 KOHTPOJIbOBaHe, B IapasesbHUX Ipyrax
KJTiHIUHE [IOC/Ti/PKeHHS HilmoKasiMaby y [JOpPOC/MX TMal[i€HTiB 3 AaKTUBHHUM CHCTEMHMM YepBOHUM

BoBUYakoM», 80202135SLE2001, Big 23.03.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrisa

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepariii

B.o. reHepanbHOTO JUpeKkTopa Jupekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



Honatok 35

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

HarasyBaHHs Tpo mpH3HaueHWM yac Ta ifeHTU(iKalliliHa KapTka maijieHTa, Bepcisa [V02 UKR(uk)] Bif
16 6epesnst 2021 p., ykpaiHCbKOIO MOBOIO; [eHTHdiKal[iliHa KapTa Malli€eHTa 3 HaraJlyBaHHsIM TIpPO Bi3WUTH,
Bepcisi [V02 UKR(ru)] Big 16 6epe3nst 2021 p., pocitickkoto moBoto; Kaprta mo3yBaHHs 34 Mr, Bepcis
[V02 UKR(uk)] Bim 16 Gepe3ns 2021 p., ykpaiHCbKOIO MoOBOrO; Kapra mo3yBaHHs 34 Mr, Bepcis
[VO2 UKR(ru)] Big 16 6epe3nsi 2021 p., pocilicbkkoro MOBOW0; bpoiiypa [as maijieHTa, Bepcis
[V02 UKR(uk)01] Bim 26 TpaBHs 2021 p., ykpaiHCbKOIO MOBOIO; bpoilypa aAs maiji€eHTa, Bepcis
[V02 UKR(ru)01] Bix 26 TpaBHsi 2021 p., pociiicbkoro MoBor; Cxema [ maljieHrta, Bepcis [V03
UKR(uk)] Big 16 6epe3nst 2021 p, ykpaiHCbKOrO MOBOI0; CXeMa AOC/TipKeHHs Jis1 TalfieHTa, Bepcis [V03
UKR(ru)] Big 16 6epesnsi 2021 p, pociiicbkoro MoBOw0; OmnMC TipeMeTy [Jisi YUaCHUKIB ZOC/TiIKeHHS,
Bepcisi 1 Bixg 15 kBiTHs 2021 p., mepeksaz, yKpaiHCbKOWO MOBOIO Bif 14 uepBHsi 2021 p. (HajaHHA
raLjieHTaM OopraHausepy /i I00poXKeil)

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUITPOOYBaHHS

Ne 886 Big 01.08.2017

Has3ssa kiiHiyHoro
BUTNIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«52-TW)KHeBe BiJIKpUTe pO3LIVpeHe [OC/IipKeHHs [iMaBaHCepUHY B SKOCTi [10JaTKOBOI'O JIIKYBaHHS
mm3ogpenii», ACP-103-035, norpaBka 3 Biz 11 cepriast 2020 poky
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3asiBHUK, KpaiHa ITignpremcTso 3 100% iHo3emHot0 iHBecTHIieto «AMKTOBIA PJIC YkpaiHa»
CrioHcop, KpaiHa Acadia Pharmaceuticals Inc. (AKAZIIA ®apmackroTtikans [Hk), CIIIA
CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




HonaTok 36
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/ieHi 3pa3kd MapKyBaHHS [JJOC/i/)KyBaHOTO JiKapchbKoro 3aco0y Ilembposmizymab (MK-3475):
MK-3475-B21_Pembrolizumab_Kit”, Bepcisi 2.0 Big 07 nurusa 2021 p., aHT/IiHACBKOIO Ta YKpaiHCHKOMO
MoBamu; MK-3475-B21_Pembrolizumab_Vial”, Bepcia 2.0 Big 07 munnHs 2021 p., aHrmiMceKow Ta
KpaiHChKOI0 MOBaMU; BK/IFOUeHHSsI 0ZATKOBOT'O MiClisl TIPOBeIeHHsI K/TiHiUHOTO BUTIPOOYBAHHS:

Ne
/1

[1.I.b. BiAnOBia/ILHOTO OC/IIHHAKA
Ha3Ba Miciis ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1

I.M.H., npod. Bonogsko H.A.

KomyHanbHe HekoMmepiiiliHe TianpueMcTBo JIbBiBCbKOI 00sacHOI pagul  «JIbBiBCHKHIA
OHKOJIOTIYHMI perioHa/lbHUM JiKyBa/lbHO-/[iarHOCTUYHUN L|€HTP», OHKOJIOTiUHe TiHeKOJIOTriyHe
BiazineHHs1 Nel, JIbBiBCbKMM HaLliOHA/IbHUM MeIUUHWN YHiBepcuTeT iMeHi lanwuna ["amuvipkoro,
KadeZpa OHKOJIOTIi i paziiosiorii pakynbTeTy MiC/sJUIIOMHOI OCBiTH, M. JIbBIB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 80 Big 19.01.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomiszoBane, moggiiiHe ciime gocmimkenHs I11 dasu ans ouiHkd membpostizymalOy TOpPiBHSHO 3
riariebo y KoMOiHallii 3 azi'toBaHTHOI XimioTepariiero 3 abo 0e3 rpomeHeBoi Tepamii /s JIiKyBaHHS
MalieHTOK 3 HeJaBHO [1arHOCTOBAHWM pakOM eHJOMeTpis 3 BUCOKHWM pPHU3UKOM IIiC/s oneparii 3
nikyBanbHOO MeToro (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-enl1 /
GOG-3053, 3 inkopnopoBaHor niornpaBkoro 02 Big 13 TpaBHst 2021 poky
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3asiBHUK, KpaiHa ToBapucTBO 3 00MeKeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa «Mepk Illapn Exng Joym Kopn.», gouipae nianpuemctso «Mepk Enz Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/nperiapaty

CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky

Ne 1265»
13.08.2021 No 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

BkntoueHns A0J4daTKOBHX MiCLU: MMpoBeJeHHA BI/IHPO6YB8HHHZ

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | g.M.H., po¢. byuakuuiicbka H.M.
KomyHanbHe HeKOMepIjiliHe TMipUeEMCTBO «3aropi3bka o0siacHa K/IiHiUHa JTiKapHS»
3anopi3bkoi 006slacHOi paau, BigaineHHs HeBposiorii Nel, [lepskaBHuH 3akaf «3aropi3bka
MeJuuHa akajemis micisauruiomHoi ocBitn MO3 Ykpainu», kadeapa HepBOBUX XBOpOD,
M. 3aropixoKs

2. | k.M.H. [Tacropa I.M.

XapkiBcbka K/iHiYHA J/iKapHS Ha 3ami3HMYHOMY TpaHcroptTi Nel ¢inii «IleHTp oxopoHu
3/10pOB’s1» aKLIiIOHEepPHOI'0 TOBAPUCTBA «YKpAlHChKa 3a/li3HULA», 3-€ HEeBPOJIOriUHe BiJ/i/IeHHs,
M. XapKiB

Howmep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS




2 MPOJOBXKEeHHA fojartka 37

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi3oBaHe, mMozBiliHe ctire, TIanie00-KOHTPOIBOBAHe [JOC/imkeHHs a3y III B mapanenbHUX
rpyrnax AJs OLiHIOBaHHs e(eKTUBHOCTI Ta 0e3rneuHOCTi OMiKaroHy sIK AoAaTKa [0 CTabisbHOI Tepartii
neogormnoto (L-gororo) B KombiHariii 3 iHribitopom pgoma-gekapbokcwnasu (IIJK) y marjieHTiB i3
MOYaTKOBOKO CTajli€r0 iffiomaTruHOi XBOopoOM IlapKiHCOHA; 3 BiIKDUTMM [OJJaTKOBUM [OCTiKEHHSIM»,
BIA-91067-303, Bepcis 2.0 3 iHKOpriopoBaHO nonpaBkoro 1 Big 16 motoro 2021 poky

3asaBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

BIAL — Portela & Ca, S.A., Portugal

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 38

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

MK-3475-A86_00_KapTka-kepiBHuLTBO 1040 rpadiky ®K_ykpaiHcekoro moBoro_13 koBTHs 2020 p.;
MK-3475-A86_00_KapTtka-kepiBHuLITBO 1110710 rpadiky ®K_pociiicbkoro MoBoto_13 »koBTHs 2020 p.

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute, pangomizoBane pocsimkeHHs III ¢a3u [ BUBUEHHS (papMaKOKiHETHKH Ta 0Oe3rneuHoCTi
nemMOposti3ymMaldy [y MiAMIKIpHOTO BBeZIEHHS TTOPIiBHSHO 3 1eMOpoJ1isymMaboM [ijisi BHYTPillTHbOBEHHOTO
BBeZIeHHsI, B KOMOiHaIlil 3 /IBOXKOMIIOHEHTHOIO XiMiOTeparti€to rperapaTaMy IJIaTHHU, B SIKOCTi MepIIOi
minHii Tepamii g yYaCHWKIB 3 MeTaCTaTUYHMM TUIOCKOK/JTITHHHMM ab0  HeTUIOCKOKJTITHHHUM
He/IpiOHOK/TITHHHMM pakoM JiereHiB», MK-3475-A86, Bepcisi 00 Bizg 26 6epe3nsi 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHOI KiIbKOCTI JOC/iHKyBaHuX B YKpaiHi 3 105 so 150 nariieHTiB

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanziomizoBaHe, TOABiliHe crime, OaraTOIlEHTPOBE MOC/Ii/PKEHHS eKBiBaseHTHOCTI ¢a3u III y
rapasie/IbHUX TPymHax [yisi TIOPiBHSAHHS e(eKTHBHOCTI, Oe3reku, (apMaKOKiHETUKH Ta iMyHOTeHHOCTi
HD204 Tta ABacTMHYy® y Talli€eHTiB 3 MeTacTaTUYHUM ab0 PpeLUAVBHAM HETUIOCKOK/Ti THHHHAM
He/IpiOHOK/TITHHHUM pakoM JiereHb», SAMSON-II, Bepcist 4.0 Biz 26 motoro 2021

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Prestige BioPharma Limited, Cinramyp

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

[TogoB>KeHHsST TPUBAJIOCTI MPOBeJeHHs K/TiHIYHOTO BUIIPOOyBaHHS B YKpaiHi m0 30 BepecHs 2022 p.;
306i/IbIIIeHHsT 3aT/IaHOBAHO] KiTbKOCTI IOC/TiZPKYBAHUX [I7Ist BK/IFOUEHHsT y BUTIPOOYBaHHA B YKpaiHi 3 60 /10
100 oci6

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpOBe paHIOMi30BaHe, MOABIMHO CJiine, TUIaleb0-KOHTPO/IboBaHe AocmimpkeHHs 11T da3wm, o
MPOBOAUTBECS 3 METOH OLIHKKA e(eKTUBHOCTI Ta 0e3MeYHOCTi aHaMOpesTiHy TifpoX/opuAy, SKWN
3aCTOCOBYETHCS /1J1s1 IOMOBHEHHs eilluTy MacH Tila Ta JIiKyBaHHSI aHOPEKCii, 1110 po3BUHY/MUCS Ha (oHi
TIOIIMPEHOT0 HePiOHOK/TITUHHOTO paKy JiereHi B Jopociux marjieHtiB», ANAM-17-21, ocrarouyHa
penakiiis 4.0, Big 22 6epe3ns 2021 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«XencuHH Xesickea CA» [Helsinn Healthcare SA], [1IBetitiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hoparok 41

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHOI KiIbKOCTI JOCTipKyBaHuX B YKpaiHi 10 700 ocib (3 600 mo 700 mariieHTiB)

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzomizoBaHe, noziBiliHe ciririe, Myiae60-KOHTPOIbOBaHe OC/TiIyKeHHs ik BUBUeHHS e()eKTUBHOCTI Ta
OesneuHocti mpemapary Imwkektagep® (KapbokcumanbTo3a 3amiza) i JIiKyBaHHS — CepLIEBOI
HeJI0CTaTHOCTI TpH 3asizogeinuTHux ctaHax», 1VIT15043, dinanbha Bepcis 3 Bif 11 ciunsa 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0O6MeXxXeHOI0 BifnoBigampHicTIO «KLIP YKpaiHa»

CnoHcop, KpaiHa

«AwmepikaH PemxenT, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Isan 3A/IBOPHUX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aT/IaHOBAHO] Ki/TbKOCTI IOC/TiZPKYBAHUX [I7Ist BK/IFOUEHHsT y BUTIPOOYBaHHA B YKpaiHi 3 53 /10
83 marjienTiB; IToJj0B)KeHHsI TPUBAIOCTi TIPOBe/IeHHs KJTiHIiUHOro BUTIPOOyBaHHS B YKpaiHi fio 15 uepBHS
2025 p.

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«lopmaTtkoBe OaraTorieHTpoBe Bifkpute mpociimpkeHHs III ¢a3su 3 MeTow OLHKA O3aHiMoay st
MepopabHOTO TIPUMOMY TIPH JIIKYBaHHI TMAI[iEHTIB i3 cepeHbOTSIKKAM abo TsHKKUM 1epebirom xBopobu
Kpona B aktuBHil popmi», RPC01-3204, pemakuis 5.0 Bix 03 Bepecns 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CrioHcop, KpaiHa

«CenmxeH InTepHernn I Capn» (Celgene International II Sarl), IIBelirapis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 43
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bporypa pocstiiHuKa Ha JOC/TiIpKyBaHHi JlikapchKui 3aci6 AVTO04, suganns 5.0 Big 06 muras 2021 p.,
aHrJIilicbKor0 MOBOMO; [H(opMalliiiHuil MCTOK maljieHTa Ta ¢opMma iHdhopMoBaHoi 3roau, Bepcis 3.1 ans
Ykpainu Big 25 uyepBHs 2021 pOKy, aHIJIiWCBKOK MOBOMO, TMepeK/aJ, YKPaiHChbKOK Ta POCiHCHKORO
MoBamy; [Hdopmauilinuii 1rcTok i dopma iHdhopMoBaHOI 3roy /7151 BariTHOI MapTHepKH, Bepcisd 3.1 s
Ykpainu Big 25 uepBHs 2021 poKy, aHIVIIKCBKOK MOBOIO, MepeK/iaj, YKpaiHChKOIO Ta POCiMCBbKOI0 MOBaMU

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

Ne 1012 Big 24.05.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, TOABiliHe ciline, 0araTOLIEHTPOBE JOCTIPKEHHS, 10 TIPOBOJUTHLCA 3 METOH
JIeMOHCTpaIlil eKBiBa/ieHTHOI e(eKTMBHOCTI Ta MOPiBHAHHS Oe3MeKW Ta iMyHOTeHHOCTi OiomofiGHOTro
mikapcbkoro 3aco0y Ycrekinymad (AVT04) Ta mnpemapary Crenapa® y Talli€HTIB 3 XPOHIYHUM
OJISIIKOBUM TICOPia30M Bifi cepeIHBOrO /10 BXKKOTO CTyTeHs TsokKKocTi», AVT04-GL-301, Bepcist 3.0 Bif
29 kBiTHA 2021 poKy

3asBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBorek Csicc AT'» (Alvotech Swiss AG), I1IBelirjapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIIeHHsT 3aTIaHOBAHOT KiTbKOCTI IOC/TiZDKYBaHUX [I7Isi BK/IFOUEHHsI y BUTIPOOYBaHHS B YKpaiHi 3 53 710
70 narienTiB; IToZ0B)KeHHsI TPUBAJIOCTI TIPOBE/IEHHS K/TiHIUHOTO BUMPOOYBaHHS B YKpaiHi 10 08 BepecHs
2024 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe paH/|0OMi30BaHe, TIOZABIMHO Crire, Taleb0-KOHTpoboBaHe AocuimkeHHs II1 ¢a3m 3
METOI0 OLIHKM O03aHiMoJy [/ IepopajbHOr0 NPUKMOMY TMpU IIPOBeJEHHI MiATPUMYROYol Tepartii
narfieHTaMm i3 cepeIHLOTSHKKUM ab0 TsHKKUM mepebirom xBopobu KpoHa B akTuBHIiN (opmi», RPCO1-
3203, pezpakuis 5.0 Bizg 28 ceprnHs 2020 p.

3asBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHern I Capn» (Celgene International II Sarl), IIBeiitiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

30i/bILIeHHS 3aTJTAHOBAHOI KiJIbKOCTI AOC/TiKYBaHUX [Jisl BK/IIOUEHHsS y BUTIPOOyBaHHs B YKpaiHi 3 126
no 140 ckpuHOBaHMX mTallieHTiB. [T0/0OB)KeHHS TPUBAJIOCTI TIPOBe/leHHS KJIiHIYHOTO BUIIPOOYBaHHS B
YxpaiHi 10 29 yepsusa 2023 p.

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe mociimpkeHHs I ¢a3m 3
MeTOI0 OL|IHKWA 03aHIMOJy [/1s1 IPUKOMY MepopabHO TPU MPOBeJeHH] iHAYKLIMHOI Tepariii narjieHTaM i3
cepeJHBOTSHKKUM abo TsHKKUM Tiepebirom xBopobu KpoHa B akTuBHiM dopmi (mocmigkeHHs: Nel 3 OLliHKH
iHayKLinHOI Teparii)», RPC01-3201, pemakiiis 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen InTepHerns I Capisi» (Celgene International II Sarl), [IBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 46
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

MEDIDATA PATIENT CLOUD - TIlocibnuk kopuctyBaua Samsung Galaxy S7, Bepcis 1.0 Big 30
6epe3nst 2020 poky, repeksazi yKpaiHCbKor MoBoro Bifi 11 BepecHsi 2020 poky; MEDIDATA PATIENT
CLOUD - KepiBuuirBo kopuctyBaya Samsung Galaxy S7, Bepcis 1.0 Bim 30 6epe3nss 2020 poky,
nepeksiaZi pocificbkoro MoBoro Biz 11 BepecHs 2020 poky; 3pa3ok 300pa)keHHsI Ha €KpaHi eJIeKTPOHHOTO
rpucrtporo onutyBasibHUKa UCPRO_OsHaku i cumnromu, Bepciss 2.0 Bimg 18 ceprima 2006 poky,
yKpalHCBKOI0 MOBOIO; 3pa3oK 300pa)keHHs1 Ha eKpaHi eJleKTPOHHOTO TIPHUCTPOI0 OIMUTYBaJbHUKA
UCPRO_Os3Haku i cumntomy, Bepcis e7.0 Bif 21 tpaBHs 2020 poky, poCiiiCbKOK MOBOIO

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

Ne 1896 Big 27.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mozBikHe ciiine, T1ale00-KOHTPO/ILOBaHe, 12-TWXKHEBE JOC/imKeHHs a3 3 aas
OLiIHKMA e(eKTUBHOCTI Ta Oe3MeYHOCTi eTpaciMo/ly B TAI[iEHTIB 3 aKTMBHUM BHUPA3KOBUM KOJITOM Bif
TIOMIPHOT'O /10 Ba)KKOI'O CTYIIeHs TsDKKOCTi», APD334-302, 3 iHKoprnopoBaHOO rorpaBkorwo 3.0 Bifg 22
smoToro 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIicto «AMKTOBIA PIIC YkpaiHa»
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CrioHcop, KpaiHa «Apena ®apmackroTikans, [HK.» (Arena Pharmaceuticals, Inc.),United States

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

30i/bILIeHH s 3aTJTAHOBAHOI KiJIbKOCTI AOC/TiKYBaHUX [Jisl BK/IIOUEeHHsS y BUTIPoOyBaHHs B YKpaiHi 3 120
no 135 ckpuHOBaHMX mMallieHTiB; [TOMOBKEeHHSI TPUBAJIOCTI TIPOBe/IeHHS KJIiHIYHOTO BUIIPOOYBaHHS B
YxpaiHi 10 29 yepsusa 2023 p.

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

Ne 1275 Big 06.07.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Criine, Maleb0-KOHTpoboBaHe mociimpkeHHs I ¢a3m 3
MeTOI0 OL|IHKWA 03aHIMOJy [/1s1 IPUKOMY MepopabHO TPU MPOBeJeHH] iHAYKLIMHOI Tepariii narjieHTaM i3
cepeJHBOTSHKKUM abo TsHKKUM Tiepebirom xBopobu KpoHa B akTuBHiM dopMmi (mocigkeHHsT No2 3 OLIIHKU
iHayKLiKHOI Teparii)», RPC01-3202, pepakiiis 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen InTepHerns I Capisi» (Celgene International II Sarl), [IBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 48
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBneHuii [lofaTok 1100 crelydiyHOro MeToAy JIiKyBaHHS 3 KOHKDETHHM TIperaparom,
67864238PACRD2001; ¢asza 2a 3 monpaskoto 5 Big 11.05.2021 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paH/OMi30BaHe, MOABilHe cire, Myare60-KOHTPOIbOBaHe KITiHIUHe [JOCITiKeHHSs-
natdhopma 2 a3y, 10 BUBYAE e(eKTUBHICTH Ta Oe3MeuHiCcTh JIiKyBaHHsS Mal[i€HTiB 3 aKTWBHOIO
xBopoboro Kpona Bif momipHOTO /[0 BaKKOro cTyreHs TsDKKOCTi. PRISM. OcCHOBHUWM K/IiHIUHMIA
npotokol PLATFORMPACRD2001. [Jopatok 1jofo crieyidiuHOro MeToAy JIiKyBaHHS 3 KOHKDETHUM
rpernapartoM [0 OCHOBHOro KjiiHiyHoro mnportokony PLATFORMPACRD2001, PRISM-SCARLET.
[Tporokon 67864238PACRD2001, 2a d¢aza», PLATFORMPACRD2001, 67864238PACRD2001,
PLATFORMPACRD2001; 2 ¢a3a 3 nompaskoro 2 Big 17.09.2020 p.; Hdopatok 1ofo crenydiyHOro
MeTO/y JiKyBaHHS 3 KOHKPeTHUM MpenapatoM npoTtokosy 67864238PACRD2001; ¢asa 2a 3 nonpaBKor
4 Big 14.12.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris
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CrioHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benvris

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 49
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»
13.08.2021 Ne 1735

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJ KTiHiYHOTO BUNpoOyBaHHsT MK-3475-811, 3 iHKopriopoBaHow mornpaBkoto 07 Bif
24 yepBHs 2021 poKy, aHIIiIKCHKOI0 MOBOIO

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomisoBane, III ¢da3u, moagiiiHe ciine AocmimpkeHHsT KoMOiHalii TpacTy3ymaly, XimioTeparii Ta
nemOpostisymaby y TOpiBHSIHHI 3 KoMOiHalji€ero Tpacty3ymaly, ximioreparmii Ta Ttuianjebo sk Teparii
nepinoi JiiHii y marfientiB 3 HER2-TIO3UTHBHOI0O MeTacTaTHYHOKO a/IeHOKApPI[MHOMOIO IUTYHKY abo
u1yHKOBO-cTpaBoxigHoro 3'eaHanHs (KEYNOTE 811)», MK-3475-811, 3 iHKOpIIOPOBaHOIO MOIPaBKOHO
06 Bix 07 munas 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 50

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMPOOYBaHb Ta BHECEHHSI 3MiH /10 ZI0faTKa
Ne 28 no Haka3y MiHicTepcTBa 0XOpPOHU
310poB’a Ykpainu Bij 13 mmnna 2020 poky
Ne 1585, nozartka Ne 36 10 Hakasy
MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 29 munHsa 2021 poky Ne 1586 Ta mogaTtka
Ne 7 no Haka3y MiHicTepcTBa 0XOPOHU
310poB’a YKpainu Bij 23 uepBHs 2021 poky
Ne 1265»

13.08.2021 Ne 1735

Inentudikaris cyrreBoi
TIOTIPaBKU

OnHoBnieHu# TMpoTOKO/M 3 TmompaBkow 5 Bifg 25.03.2021 p.; Iudopmaiis ans marjieHta ta Popma
iHbopMoOBaHoOi 3ro/i¥ Ha y4acTb Yy MOJIeKy/IspHOMY JocsifpkeHHi — [Tpotokon 42756493BLC3001, Bepcis
yKpaiHCbKOIO MOBOIO it YKpainu Bif 25.06.2021 p., Bepcisa 4.0; IHpopmariisi ay1st matjienta Ta dopma
iHbopMoOBaHoOi 3ro/i¥ Ha y4acTb Yy MOJIeKy/IspHOMY JociifpkeHHi — [Tpotokon 42756493BLC3001, Bepcis
pociiicbkoro MoBorO st YKpainu Bif 25.06.2021 p., Bepcis 4.0; Indopmariis asis nauieHta Ta ®@opma
indbopmoBanoi 3rogu — I[Ipotokon 42756493BLC3001, Bepcisg ykpaiHCbKOIO MOBOIO /51 YKpaiHM Bif
25.06.2021 p., Bepcis 7.0; Indopmariiisi ans maijienta ta Popma iHdopmoBaHoi 3rogu — IIpoTokos
42756493BLC3001, Bepcis pociticbkkoro MOBOO /151 YKpainu Bizg 25.06.2021 p., Bepcis 7.0; BigkivkaHHs
srogu — IHdopmauis ans nauieHta tTa Popma iHpopmoBaHoi 3rogu — IIporokon 42756493BLC3001,
BepCig yKpalHCbKOK MOBOK g YKpaiHu Bij 25.06.2021 p., Bepcig 3.0; BigknvkanHsi 3rogu —
Indopmarjisi s manienrta ta ®opma iHdopmoBaHoi 3rogu — IIpotokon 42756493BLC3001, Bepcii
pOCitichbKor0 MOBORO At YKpainu Bif 25.06.2021 p., Bepcist 3.0; bporypa gocriguuka Epgaditini6o (JNJ-
42756493), Bupanns 10 Bixg 12.05.2021 p.; I[IposoB)keHHS TepMiHy TIpOBeJEeHHS KJIiHIUHOTrO
BUTIPOOYBaHHs 70 26.04.2024

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJIiHIYHOTO BUTTPOOYBaHHS

Ne 1207 Big 25.06.2018
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Hdocmimkenns: 3 ¢a3u a1 ouiHKM epAaditiHiOy y mopiBHsAHHI 3 BiHGUIyHiHOM ab0 /IOLIeTAKCEIOM UM
neMOposTi3yMaboM y MarjieHTiB 3 MOIMPEHO0 YPOTe/Tia/lbHOK KapIIMHOMOIO Ta OKDEMUMU TeHeTUYHUMU
abepariissmu  perienitopiB  aktopy pocty ¢ibpobnactiB», 42756493BLC3001, 3 morpaBkowo 4 Bij
29.03.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

Anccen ®apmarestuka HB, benbris

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




