Hoparok 1

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3anyueHHs1 [IO/IaTKOBOrO (Q/JbTEPHATHBHOIO) AOC/i/PKYBAaHOTO JIiKApChKOTO 3aco0y TpeHi30oHy
(Prednison, Prednisone, GALEN®) tabnetku 20 mr; Artesan Pharma GmbH & Co.KG, HimeuunHa;
3pa30oK MapKyBaHHSI JOC/TiPKyBaHOTO JliKapchkoro 3aco0y mnpeaHi3oHy (Prednison, Prednisone,
GALEN®) tabnetku 20 mr, Bepcis Big 03 uepBHsi 2022 poKy

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

Ne 2674 Big 18.11.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomiszoBane, mozBiliHe crine, Tiareb0-KOHTpobOBaHe Ga3u 3 JOCTiPKeHHS akKanabpyTuHioy y
KOMOiHaI[ii 3 puTykcumabom, Iuknodocdamiziom, AOKCOPyOIl[MHOM, BiHKPUCTUHOM Ta MpeaHi30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y mnarjieHTiB
BikoM <70 pOKiB i3 paHillle HeliKOBaHOK [u(y3HOIO B-BeIMKOKIITUHHOIO /1iM(OMOIO, 1110 BUHUK/IA 3
K/IiTUH HerepmiHanbHOTrO 11eHTpy», ACE-LY-312 (D8227C00001), Bepcis 3.0 Big 05 >xoBTHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hoparok 2

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

16.08.2022 Ne 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3pa3Ky MapKyBaHHS OC/IiZPKYBaHOTO JiKapchbKoro 3acoby: HLX10 abo nare6o, 10 Mr/mi, KOHIIEHTpAT
JI71s1 pO3uMHY A7 iHy3il, 30BHILLIHS Ta BHYTPILLIHS YIIaKOBKU /7151 3ac/irnieHol ¢asu nikyBanHs; HLX10,
10 Mr/mn, KOHLIEHTpaT AJisi po3unHy Jyis iH(Y3ii, 30BHIIIHS Ta BHYTPIlIHs YaKOBKU [Jis PO3CiI/ieHol
da3u nikyBaHHs, pepakiisi 2.0 (aHr/ilicbkor0 Ta yKpaiHCbKO MoBamu) Big 01.06.2022 p.; 3miHa
Bi/JINOBiJa/IbHOTO ZIOC/TiTHUKA Y MiClli TPOBe/IeHHsI K/IiIHIYHOTO BUITPOOYBaHHS

bYJIO CTAJIO
3aB. Bij. Ko63eg O.1. Jiikap JleoHosa B.B.
KomyHnanbHe HeKOMepLliliHe nignpuemMcTtBo | KomyHanbHe — HekoMepLiiiHe — MiJTIPUEMCTBO

«Ob6nacHuii TIeHTp OHKOJOrii», OHKOXipypriuHe | «O6/acHUM IIeHTP OHKOJIOTii», OHKOXipypriuHe
Bifiji/leHHsI OpraHiB T[pyJHOI IIOPOXKHWHY, M. | Biili/leHHd OpraHiB TpPyJHOI  ITOPOXXHUHY,
XapkKiB M. XapKiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIUHOTO BUTIPOOYBaHHS

Ne 1574 Big 10.07.2020

Ha3sa k/1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBane mozBiliHe cime OararouentpoBe (dasu Il kmiHiune pgocmimkenHs HLX10
(pekoMOiHAHTHOTO I'yMaHi30BaHOTO MOHOKJ/IOHA/JILHOTO aHTUTiMa Ao PD-1 (aHTu-PD-1) asia in’ekuiit) +
ximioTeparisi (kapOoruiaTiH + 3B’s3aHWM 3 anbOYMiHOBMMM HAaHOUaCTMHKAMHU Tak/iTakcen (Hab-
rak/iTakcen) ) y MOpiBHsIHHI 3 XiMioTepari€to (KapboriaTuH + Hab-Mak/iTakcen) B IKOCTi Tepartil mepiioi
MiHii MPU MiCLIeBO-TIOMIUPEeHOMY ab0 MeTaCTaTUYHOMY IJIOCKOKTITUHHOMY HeJpiOHOK/TITHHHOMY pPaKy
neredi (HOKPJI)», HLX10-004-NSCLC303, pezakuis 5.0 Big 31 rpyass 2021 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIJAJIBHICTIO "TTI EC AI1-YKPATHA"

CnoHcop, KpaiHa

Shanghai Henlius Biotech, Inc., China / Illanxaii Xenmniyc batiotek, [Hk., Kurait

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

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




HonaTok 3

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Po3zin «BcTym» OHOBMEHOTO [OChE MAOCHIKYBaHOTO JiikapcbkKoro 3acody (IMPD - Quality data
introduction) SAR231893/ ayminymab, po3uun s in’ekuiid, 300 mr (150 mr/mi) i 200 mr (175 mr/min),
Bepcist Big 01 surnHsa 2022 poky, aHT/ilicbKoro MOBOw; Po3fin «Jlikapchka cyOcCTaHIlisl» OHOBJIEHOTO
JIOCBE TOCTTiKyBaHOTO Jlikapcbkoro 3acody (IMPD) REGN668, Bepcist 18.2S Big 16 TpaBHs 2022 poky
(QUALITY IMPD BINDER VV-RIM-00192656), aHrmilicbkoro MOBO0; Po3fin «Jlikapcekuii 3acio»
OHOBJIEHOT'O JIOChE JOCTiPKyBaHOro Jiikapcbkoro 3acoby (IMPD) REGNG668, Bepcist 18.2S Big 16 TpaBHs
2022 poky (QUALITY IMPD BINDER VV-RIM-00192670), anruitickkoro MoBow; Po3zin «ITnarie6o»
JIOCBE OHOBJIEHOTO JIOChE JOCTiIKyBaHOTrO JiiKapcbkoro 3acoby (IMPD) REGNG668, Bepcis 18.2S Bix
16 TpaBHsa 2022 poky (QUALITY IMPD BINDER VV-RIM-00192677), anrnilickkoro MOBO; Po3zin
«[lomaTku» OHOBJIEHOTO /I0ChE AOCITiKyBaHOTO Jlikapcbkoro 3acoby (IMPD) REGNG668, Bepcist 18.2S Bif
16 TpaBHsa 2022 poky (QUALITY IMPD BINDER VV-RIM-00192680), aHrmiiicbko0 MOBOIO;
3asyuyeHHs] [OJATKOBUX BUPOOHUKIB /OC/I/PKyBaHOTO JiKapchKOro 3aco0y ayminymab (SAR231893/
REGNG668), po3uuH asis1 in’ekuiii (mo 300 Mr y mornepeJHb0O HarloBHeHUX mmpuriax 06’emom 2 m), 150
mr/mia: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA; Nitto Avecia
Pharma Services, USA; Eurofins Lancaster Laboratories, Inc., USA; Eurofins BioPharma Product Testing
Ireland Limited, Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany; PPD
Development Ireland Ltd., Ireland; 3anyueHHs [10JaTKOBMX BHPOOHUMKIB Iianiebo A0 Aymiaymab
(SAR231893/ REGN668, 150 mr), po3urH Ayisi iH’ €Kil y TIonepeHb0 HAaTrlOBHEHUX IIMPUIIaX 00’ eMoM 2
mi1: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA; PPD
Development Ireland Ltd., Ireland

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

Ne 1246 Big 26.05.2020

Has3sa xi1iHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomiszoBaHe, mozBiliHe crine, TUIaleb0-KOHTPO/BLOBaHEe, 52-TH)KHEBe 0a30Be AOCIiKEeHHS, sKe
MPOBO/IATh Yy Tapajie/lbHUX Tpynax [y OLIHKA e(eKTUBHOCTI, Oe3meuHoCTi Ta IepeHOCHUMOCTI
nytinyMa0y B TAIfi€HTIB i3 XpOHIYHUM OOCTPYKTUBHUM 3axXBOpIOBaHHAM JjiereHb (XO3JI) Bif momipHOTO
Jl0 TSDKKOTO CTYIIeHs i3 3anasieHHsMm 2 tuny», EFC15805, 3 nonpaskoro 02, Bepcis 1 Big 16 rpygHs 2021p.







2 TPOJIOBXKEHHA 0JaTKa 3

3asgBHUK, KpaiHa TOB «CaHodi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBesornMaH, @paHijis)
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




HopnaTok 4

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro mikapcbkoro 3acoby ALKS 3831 (A Combination of Olanzapine and
Samidorphan) (kombiHariiss Onan3amin/Camifopdan), Bepcis 15.0 Big 6epe3nss 2022 poKy, aHIJIiHCHKOO
MOBOI0; 3a/y4yeHHs [J0JJaTKOBOI BUPOOHHMUOI AIMISHKU [ AOC/TiIPKyBaHOTO JliKapcbKoro 3acoby ALKS
3831: Alkermes Pharma Ireland Limited, Connaught House, 1 Burlington Road, Dublin 4, D04 C5Y6,
Ireland

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

Ne 1177 Big 27.09.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«docnimkenHss ¢a3u 3 i1 OL[iHKKA JIOBrOCTPOKOBOI 0e3MeyHOCTi, TMepPeHOCHMOCTi Ta CTiMKOCTi
nikyBanbHOI il npenapaty ALKS 3831 B maujieHTiB i3 mm3odpeHieto, 1mr3ohpeHoGOPMHUM PO3/aZoM
abo 6imonsipHuM po3snazom I Tumy», ALK3831-A308, 3 momnpaskoro 3.0 Big 09 TpaBHst 2019 poky

3asgBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CrioHcop, KpaiHa

«Asnkepmec, [HK.» (Alkermes, Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 5

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnena Bpomypa gociignuka 3 npernapary Openabpytuni6 (ICP-022), Bepcis 8.0B Big 30 Gepe3ns
2022 p., anriifickkoro MoBow; OHobieHud I[HboOpMalliiHUIT JUCTOK /i mMaijieHTa Ta ¢opMa
iHbopMoBaHOi 3roZM aHIJiACHKOI MOBOKH AJisi YKpainu, Bepcig 2.0 Bifg 10 uepBHsi 2022 poky;
OnHoBnenuit [HboOpMaliitiHUI TUCTOK [JIs TaljieHTa Ta opma iHdbopMoBaHOI 3ro/ji aHI/TiIMCHKO MOBOIO
A Ykpainu, Bepcist 2.0 Big 10 yepBHsa 2022 poky. IlepeksiafeHO yKpaiHCHbKOO MOBORO [Ji YKpaiHU BiJ

14 yepBHS 2022 poky; 3anydyeHHs JOAATKOBUX MiCIlb TPOBeIeHHS KTiHIYHOTO BUNIPOOYBaHHS
Ne [1.I.b. BiAgmoBiaIbHOrO AOC/IiIHUKA
/1 Ha3Ba miclist mpoBe/ieHHs1 KJIiHIYHOTO BUTIPOOYBaHHS

1 I.M.H., npod. Kpsiuok [.A.

Kninika HarjioHanbHOr0 IiHCTUTYTY paky, HayKOBO-AOC/IifiHe BijfiseHHsa XiMioTeparil
remMo0/1acTO3iB Ta afi' tOBAHTHUX METOZIB JIIKyBaHHS, Bifi[ileHHsT OHKOreMaToJIoTii 3 CeKTOpOM
a/l''OBaHTHUX MeTOZIB JiKyBaHHs, M. Kuis

2 K.M.H. [Tormosuy FO.FO.
KomyHasibHe HeKOMepIliiiHe MiJJPUEMCTBO «3aKapraTchka 00siacHa KIIiHiYHA JIiKapHs iMeHi
Amnppisi HoBaka» 3akapriaTcbKoi 00/1acHOI pa/iy, reMaroJioriuHe Bifi/lileHHsi, M. Y>Kropoz,

3 3aB. Bia. [lleBns C.IL.
KomyHanbHe HekoMmepliliHe TiAnpueMcTBO «IlofinbChbKUM perioHa/bHUMN LIeHTP OHKOJIOTIT

BiHHUITbKOI 06/71aCHOT pajin», BifieHHs1 XiMioTepartii, M. BiHHUI[S

Howmep Ta fata Hakasy
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUTIPOOYBaHHS

Ne 645 Biz 16.04.2022

Ha3sBa kjtiHiuyHOT O
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«bararorienTpoBe BigkpuTe pochimkeHHs ¢da3u I/Il 3 BUBUeHHST HOBOro iHribGiTOpa THPO3WHKiHA3M
BpyToHa — openabpyTuHiOy B marjieHTiB i3 B-KTiTHHHUMM 3/108KiCHUMU HOBOYTBOpeHHsiMu», ICP-CL-
00107, Bepcis 5.0 Big 30 mucronaza 2021 poky




2 TPOJOBXKEHHA 0JaTKa 5

3asiBHUK, KpaiHa ToBapucTBO 3 00MeXeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT IEBEJIOTIMEHT YKPAIHA»
CnoHcop, KpaiHa «InHoKep ®@apma IHK.» (InnoCare Pharma Inc.), CIIIA

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




HonaTtok 6

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopmariist A1 yuaCHUKIB 0C/iZKeHHs i opMa 3rofju YYaCHHUKIB JOCJIi/I)KeHHs, BepcCis /s YKpaiHu
M_01_UKRO2 Big 25 TpaBHsi 2022 poky, Bepcis nepeknany 01 Big 03 uepBHs 2022 poKy (yKpaiHCbKOIO
Ta pocifickkoro MoBamH); IHdopmaliis A1 TapTHepa Mo AOC/Ti/keHHI0 Ta (opMa 3rofiu IMapTHepa Tio
JocnikeHHro, Bepcis a1 Ykpainu O1_01_UKRO3 Big 20 nunua 2022 poky, Bepcis nepekaagy 01 Bif
21 nunHs 2022 poky (YKpalHCBKOIO Ta POCIMCHKOI0 MOBaMH)

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

Ne 1265 Bif 23.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, TojBiliHe criine, TUIalEeb0-KOHTpO/bOBaHe aAochimkeHHss III da3u B mapanenrbHUX
rpyrax /s OL[iHKK e()eKTUBHOCTI Ta Oe3meuHoCTi 3acTocyBaHHs Tipernapaty BI 425809 oxvH pa3 Ha 100y
MpoTAroM 26-TW)KHEBOTO Mepiofy JiKyBaHHs B mauieHTiB 3 mmsodpeHietro (CONNEX-2)», 1346-0012,
Bepcis 1.0 Big 16 rpyaus 2020 poky.

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«bepinrep Inrenmpxaiim PIIB I'm6X eng Ko KI'», ABctpisi / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 7

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
GN41791, Bepcis 1.0 g YKpaiHu yKpaiHChKOIO Ta POCiHiCbKOI0 MoBamu Bif, 22 nunHs 2022 p. Ha ocHOBI
Marictep-Bepcii gogatka 1 go ®I3 mij yac Kpu30Boi cuTyallii B YKpaiHi, Bepcis 2.0 Big 15 uepBHs 2022 p.

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

Ne 2554 Bif 09.11.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«BATATOLIEHTPOBE PAHIIOMI3OBAHE TIOJIBIMHE CJIIIE JOC/IIDKEHHA ®A3U III Y
TIAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IIJTIALIEBO [JI OLIIHKU
EGEKTUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTHUHIBY I[IOPIBHAHO 3 OKPEJII3YMABOM VY
OJOPOC/INX TITALIEHTIB 3 INTEPBMHHUM IIPOT'PECYHOUMM PO3CIAHUM CKIIEPO30M»,
GN41791, Bepcis 4 Big 15 BepecHsi 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbpHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, IIBeiitapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 8

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

16.08.2022 No 1466

InenTudikallis cyTreBoi Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
TOIpPaBKU G040241, Bepcis 1.0 s YKpaiHu yKpaiHCHKOIO Ta POCiHiCbKO0 MoBamu Bif, 22 nunHs 2022 p. Ha ocHOBI
Marictep-Bepcii gogatka 1 go ®I3 mij yac Kpu30Boi cuTyallii B YKpaiHi, Bepcis 2.0 Big 15 uepBHs 2022 p.

Howmep ta fata Hakasy Ne 928 Biz 15.05.2018
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «[TogsitiHe cjine, 6araTtorieHTpoBe, paHgoMi3oBaHe gociimkeHHs 111 da3u A oliHKK edeKTUBHOCTI Ta

BUTIPOOYBaHHS, KO/, Oe3reku Heoa/l'FOBAaHTHOI Tepariii are3osizymabom abo mianebo B KoMOiHallii 3 ximioTeparii€ro Ha OCHOBI

BepCisi Ta jara TperapariB IJIATUHK Y TIAL[iEHTIB 3 orepade/sbHUM HeqpiOHOKIITUHHUM pakoM JjereHb II, TITA i
BubipkoBo IIIB crazii», GO40241, Bepcis 9 Bix 28 mrotoro 2022 p.

3asgBHUK, KpaiHa ToBapucTBO 3 06MeXxeHO0 BiznoBifanbHicTiO "Pormn YkpaiHa"

CrnioHcop, KpaiHa @.Xodpdbmann-JIs Por JItx (ILBetitapis)

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




HonaTok 9

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

16.08.2022 No 1466

InenTudikallis cyTreBoi bpomypa gocnigavka gnsi Pogatpucrar etun (RVT-1201), Buganns 3, Bepcis 1.0 Big 17 yepBHs 2022
TOMNPaBKU POKY

Howmep Ta gata Hakazy Ne 1586 Biz 29.07.2021

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «®a3za 2b, paHgoMi3oBaHe, MoBiliHe CJiiTie, T/1alle00-KOHTPOIbOBaHe, HaraTol[eHTPOBe BUIIPOOYBaHHS 3
BUIIPOOYBaHHs, KO/, MeTOI0 BHU3HaueHHs Jiana3oHy no03 Popartpucrary eTwiy y Malli€HTIB 3 JiereHEeBOI apTepiaabHO0
BepcCis Ta jara rineprensiero», RVT-1201-2002, Bepcis 4.0 3 nornpaskoro 3 Bif 19 ciung 2022 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa «AntaBaHT CaeHci3z I'M6X», I1IBetitjapisi/ Altavant Sciences GmbH, Switzerland

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 10

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

16.08.2022 No 1466

InenTudikallis cyTreBoi 3MiHa BiZiTIOBiZJaTLHOTO OC/iTHUKA

TOTMPaBKU BYJIO CTAJIO
I.M.H., ipod. Pekanos [I.T. sikap bpunep [.A.
MenuuHuli TIeHTP TOBApUCTBAa 3 O0OMeeHO | MeWuHUI IIEHTP TOBapucTBa 3 OOMEXEHO
BiJITIOBijaIbHICTIO «CyuacHa K/iHiKa», | BiAMOBiAaNbHICTIO «CyuyacHa K/iHiKa»,
M. 3aropixoKs M. 3aropixoKs

Howmep Ta fara Haka3zy Ne 762 Big 20.04.2021

MO3 w040 3aTBep/KeHHS
KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «PanziomizoBaHe, Tmo/BiliHe-cyiine, 1Ialle00-KOHTPOILOBaHe [JOC/TilKeHHs1 mpernapaty SEL-212 vy
BUTIPOOYBaHHS, KO/, TMAaL[ieHTIB 3 M0/arpoo, pe)pakTepHOIO [0 CTaHAapTHOI Tepamii», SEL-212/302, Bepcis 6.0 Biz 18 >K0BTHS
Bepcid Ta jjata 2021 poky

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa Selecta Biosciences, Inc., USA/ «Cenekta batiocaeHcis, Iuk.», CIIIA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

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




HopaTok 11

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TofoB)KeHHsI TepMiHY TTPOBe/leHHsT K/IiHiYHOTo BUNpoOyBaHHs B YKpaiHi 0 30 BepecHsi 2022 pokKy

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

Ne 621 Big 24.09.2015

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

«PanzomizoBane, baraTorieHTpoBe, ToBiliHe cinie gocstimpkeHHs 11 da3u manborukiioy Ta 1jeTykcumaly
B TIOPiBHAHHI 3 T1eTyKcuMaboM TIpM  JIiKyBaHHI  TIalliJIOMaBipyC-HeTaTMBHUX  TMAIli€HTIB i3
peLyIMBYHOUOK/MeTacTasyrouo0 [UIOCKOK/IITUHHOK KapLMHOMOIO TOJI0OBM Ta IIWi, L0 paHille He
OTpPUMYBAJIH JIiIKyBaHHS 1[eTyKCUMaOoM, mic/isi HeedeKTUBHOCTI OJHI€T MOMepeHbOi CXeMH XimioTepartii,
0 BK/TIFOYajia mperiapaty TiatuHW», A5481044, 3 iHKopmopoBaHOW momnpaBKow 2 Big 31 OGepe3ns
2016 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YkpaiHa»

CnoHcop, KpaiHa

[Ndatiizep Iuk. [Pfizer Inc.], CIHA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 12

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

CP-MGDO019-01, Indopmauis g5 natieHta Ta ¢popmMa iHhOpMOBaHOI 3rofi — PO3LIMPEHHsS] KOTOPTH, /s
Ykpainu, ¢inanbHa Bepcis 3.0 Big 24 uepBHsi 2022 p. yKpalHCHKOKO MOBOIO, Ha OCHOBIi MaiicTep-Bepcii
aHTJIiicbKOI0 MOBOIO i1 €Bpory, (iHambHa Bepcisi 6.0 Bixm 21 rpyaus 2021 p.; CP-MGDO019-01,
Indopmariisi ana maijieHta Ta ¢gopma iHbopMoOBaHOI 3rou — pPO3IIMPEHHs KOTOpPTH, AJisg YKpaiHu,
¢inanbHa Bepcist 3.0 Bif 24 uepBHs 2022 p. pociiicbkol0 MOBOO, Ha OCHOBI MalicTep-Bepcii aHTJTiiCbKOI0
MOBOMO A7s1 €Bporny, ¢iHanbHa Bepcis 6.0 Big 21 rpygus 2021 p.; CP-MGDO019-01, IToBifomneHHs AJis
JOC/IJHYKIB MPO 3anpoBayKeHHs BiJja/eHo]l NepeBipKy MepBUHHUX [JaHuX B YKpaiHi Bif 21 uepBHs 2022

p.

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

Ne 2147 Big 04.10.2021

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

«Bigkpure pocnimkenns I ¢asu, 1m0 Briepilie NMPOBOAUTHLCS Ha JIFOAUHI 3 eckanaliero o3 MGDO019 Ta
po3IIMpeHHsIM KoroptH, bicrenmdpiynoro DART® npoteiHa, 110 3B's3ye PD-1 ta CTLA-4 y natjieHTiB 3
HeoriepabesibHUMH ab0 MeTACcTaTUYHUMU HOBOYTBOpeHHsiMu», CP-MGDO019-01, [lorpaBka 4 1o
ripotokoay Bizg 02 uepsHs 2021 p.

3asiBHUK, KpaiHa

TOB «KILIP YkpaiHa»

CnoHcop, KpaiHa

Makpo/lxeHikc, IHk. (MacroGenics, Inc.), CIIIA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 13

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

16.08.2022 No 1466

InenTudikallis cyTreBoi Hopatok go Posginy 2.1.S.7 «CrabimbHicTb» A0 [loChe [OCTiZPKYBAHOTO JTiKAPCHKOTO 3aco0y
TIOTIPABKU (TTampeBniymab), Bepcissi 3.2 Big BepecHsi 2021 poKy, aHIVIiHCBKOH MOBOW; II0OBXKEHHSI TepMiHy
TIPU/IATHOCTI JTiKapCchKoi cyOcTaHIiii mampeBiyMab mo 48 micsiiB

Howmep Ta fara Haka3zy Ne 80 Big 19.01.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «3edipyc II: PangomizoBaHe, To/BiliHe cire, raieb0-KOHTPO/IbOBaHe K/IiHiuHe JOCTiKeHHs da3u 3 3
BUTIPOOYBaHHS, KO/, METOI0 OI[iHKM e(heKTHBHOCTI Ta Oe3reKu TperapaTy IaMpeBayMad y Mal[ieHTiB 3 i[iOmaTHYHUM
BepCisi Ta jara nereHeBuM ¢iobpo3zom (IJId)», FGCL-3019-095, 3 TTonpaBkoto 1.0 Big 03 6epe3ns 2021 poky

3asBHUK, KpaiHa TOB «BOPJIZIBAI/T KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa «®ibpol'eH, Iuk.» (FibroGen, Inc.), Crionyueni [lITat AMepuku

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Miclist IpOBe/IeHHsI KJIiHIYHOTO BUITPOOYBaHHS

bYJIO

CTAJIO

I.M.H., npod. Yernyk B.€E.
ToBapucTBO 3 O0OMEXEHOI Bi/ITOBiabHICTIO

I.M.H., npod. Yemyk B.E.
MeauuHuii 1LIEHTP TOBapvCTBa 3 OOMEXEHOIO

«Meauunuii  1eHTp iMeHi akajemika IOpid | BignoBijaneHicTio  «ApeHcis — ExkcriopaTtopi
[IpokorioBuua CnikeHka», BigAi1 KIiHIYHMX | Mepicin», BiAAil — K/IHIYHUX — JOC/Ii/IKEHb,
jJocmijkednb Ne 1, KuiBcbka o6mactb, Kueso- | M. Kui

CBATOIMHCHKUM palioH, c. KaniTaHiBKa

Howmep ta faTa Hakasy
MO3 11040 3aTBep/KeHHS
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jjarta

TACTI-003 («/IBa akTuBHi iMyHOTepareBTHYHi 3acobu»): bararolieHTpoBe, BifKpuTe, paH/0Mi30BaHe
pocrimkenss 11 dasu s OL[iHKK 3aCTOCYBaHHS pO34MHHOTO ribpuaHoro 6imka LAG-3, edrunarimony
anbta (edru; IMP321), y kombiHawjii 3 membposizymabom (aHtaronicrom PD-1) g5 nepiuoi JiiHii Tepartii
TMALli€HTIB 3 Hepe3eKTabeTbHOI peLUIMBHOI0 ab0 MeTacTaTMYHOK TJIOCKOK/ITUHHOK KapLTHOMOIO
rosioBy Ta i (ITKKT'I). , TACTI-003, Bepcis 1.3 Big 05 >xoBTHs 2021

TOB «ApeHcisa Ekcriioparopi Megicin», YKpaiHa

3asgBHUK, KpaiHa

CnoHcop, KpaiHa Immutep S.A.S. / ImmyTen C.A.C., ®paHyis

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honmatok 15

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosnenunt npotokon RTS51KRIO3, Bepcig 6.0 Big 22 motoro 2022 poky; bpourypa mocnigHuka
Radotinib HCI, Bepcis 9.0 Big 02 TpaBHs 2022 poKy, aHI/ilCbKOH MOBOO; IH(opmaliiiiHuii IUCTOK i
¢dopma iHndbopmosaHoi 3roau, Bepcis V3.0UKR(uk)1.0 Big 04 munns 2022 poky, nepeksaf, yKpaiHCbKOIO
MoBowo Bif 14 nunHs 2022 poky; IHdopmauilinuii nuctok i ¢opma iHdopMoBaHOI 3rojau, Bepcis
V3.0UKR(ru)1.0 Big 04 numusi 2022 poky, rnepeksaj, poCiicbkoro MoOBOw Bif 14 nunHs 2022 poky;
HopatkoBa iHdoOpMOBaHa 3rojla y4yacHWKa [yl 3abe3redyeHHS] MOXKIMBOCTI BXXMBAHHS HEBiJKIa[HUX
3ax0fiB y 3B’S3Ky 3 BIWCbKOBOIO arpecieto Pociiicbkoi Pepepaniii Ha Teputopii YKpaiHW, Bepcis
V1.0UKR(uk)1.0 Big 06 uepBHs 2022 poky, nepeksaj yKpaiHCbKOIO MOBOIO Bif 22 uepBHsi 2022 poky;
HopatkoBa iH(MOpPMOBaHa 3roJja y4yacHWKA [ 3abe3reueHHs] MOXX/TMBOCTI BXKHMBAHHS HEBiIK/Ia[HUX
3ax0fiiB y 3B’sI3Ky 3 BiliCbKOBOIO arpecieto Pociiicbkoi Pepiepaiiii Ha Teputopii YKpaiHW, Bepcis
V1.0UKR(ru)1.0 Bix 06 uepBHsi 2022 poKy, mepeksaj POCiKMCbKO MOBOKO Bif 22 yepBHs 2022 poky;
dopMa MiATBepyKeHHsI OTPUMaHHS JOC/Ii/PKYBaHOrO Tperaparty y4aCHUKOM [JOCIiKeHHs, Bepcis V1.0

Biz 26 TpaBHs 2022 poKy, mepeksiaj YKpaiHCbKOK MOBORO Bifj 22 yepBHs 2022 poky; ®opma
MiJTBep/pKeHHs] OTPUMaHHSA [0C/i/pKYyBaHOrO TpernapaTy y4aCHUKOM [JOC/i/KeHHs, Bepcis V1.0 Big 26
TpaBHs1 2022 poKy, TepeK/aj pOCiCbKOI MOBOIO BiJi 22 uepBHs 2022 poky; Hocwe

JoCTimKyBaHoro Jlikapcbkoro 3aco0y Radotinib HCI (ikapceka peuoBuHa), Bepcis 3.1 Big 24 nroToro
2022 poKy, aHIJINCEKOIO MOBOIO; /[locke [JocimizpKyBaHOro Jiikapchbkoro 3aco0y Radotinib HCI
(rikapcbkwii 3aci6), Bepcist 3.1 Bif 18 6epesHst 2022 poky, aHIJIiHCHKOK MOBOO

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

Ne 38 Big 11.01.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«MixHaposHe, OaraTolleHTpOBe, BifKpuTe focimKkeHHs (a3 3 3 OJHIEHD TPYIOK0 [ OL[iHKH
edeKTUBHOCTI Ta Oe3meyHOCTi pafoTHHIOy B mailieHTiB i3 Ph-mo3uTHBHUM XpOHIUHUM Mi€I0iJHUM
NeWKO30M Yy XpOHiuHili (ha3i, B sKMX TMorepegHs Teparlis iHriOiTopaMu THUPO3WHKiIHA3HW, BK/IIOUHO 3
iMmaTuHiOOM, Oysia HeeeKTMBHOIO UM BUK/IMKajaa HermepeHocumicTb», RT51KRIO3, Bepcis 5.0 Bix
02 BepecHsi 2021 poky




2 MPOJOBXKEeHHA JojaTtka 15

3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJIC YkpaiHa»
CnoHcop, KpaiHa IL-YANG PHARM. Co., Ltd., Kopes

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




HonaTok 16

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi bpourypa nocnigauka ATI-2173, Bepcis 5.0, Big 05 munus 2022 poky, aHI/IIMCBKO0 MOBOIO.
TIOTIPaBKU
Howmep Ta gata Hakazy Ne 310 Big 23.02.2021

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «®a3a 2A, paHg0oMi30BaHe, TO/BiliHe Ciire, T1aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOCITiKeHHS 3
BUTIPOOYBaHHS, KO/, BU3HAUEHHSI ONTHMMAaJ/IbHOI 03U /I OLiHKM Oe3reuHocTi Ta edekTUBHOCTI mperapaty ATI 2173 y
BepcCis Ta jara KoMmOiHallii 3 TeHOGOBipy AM30MPOKCHIY (ymMapaToM y TIALiEHTIB 3 XPOHIUHOIO iH(eKIiew Bipycy

renatuty B Ta y nauieHTiB 3 KoiH(ekuieto Bipycy renatuty D», ANTT201, Bepcis 3.0, [ToripaBka 02, Bif,
10 BepecHs 2021 poky

3asgBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YkpaiHa
CnoHcop, KpaiHa Amnrioc Tepanertikc Ink, CIIIA/Antios Therapeutics, Inc., USA
CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




Honatok 17

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

16.08.2022 No 1466

InenTudikallis cyTreBoi [MTooBXeHHsT TPUBAIOCTI KTiHIUHOTO BUNIPOOyBaHHs B YKpaiHi 0 31 >koBTHsS 2022 poKy

TOMNPaBKU

Howmep ta fata Haka3y Ne 516 Big 22.03.2021

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hasga kiHiuHOrO «bararorieHTpoBe, paHJOMi30BaHe, TOABiMHe ciiinle, TUIAleb0-KOHTPO/LOBAHE KITiHIUHE AOC/IiPKEHHS
BUIIPOOYBaHHs, KO/, da3m II g oniHku edekTHBHOCTI Ta Oe3meuHocti rperapaty CBP-307 y marfieHTiB i3 BUpa3KOBUM
BepcCis Ta jara konitoMm (BK) cepegnboro ta Baxkkoro crymnensi», CBP-307CN002, Bepcis 6.0 Biz 25 rpyans 2020 poky
3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoro iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa Suzhou Connect Biopharmaceuticals, Ltd., China

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 18

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

HopatkoBa iHpopMOBaHa 3rofia Ha 30ip [JOCTiPKyBaHOrO TIiperapaty 3 JOMYy YdYacHHWKa, BepCisi
V1.1UKR(uk)1.0 Big 05 TpaBHsi 2022 poky, mepek/naZ yKpaiHCbKOK MOBOO Bif 20 uepBHsi 2022 poKy;
HopatkoBa iHpopMOBaHa 3rofia Ha 30ip [JOCTi[PKyBaHOrO Tiperapaty 3 JOMYy YYacHHWKa, BepCisi
V1.1UKR(ru)1.0 Big 05 TpaBHsa 2022 poky, nepeknaj YKpaiHCbKOIO MOBOIO Bif 16 uepBHs 2022 poky;
3MiHa Ha3BM MiCIIsl IPOBe/IeHHs] BUTIPOOYBaHHSI

bYJIO CTAJIO

B.0. nupektopa Kocenkosa I.B. mupektop Kocenkosa I.B.

KomyHnanbHe HeKOMepLliliHe nignpuemcTtBo | KomyHanbHe — HeKomepLiiiHe — MiJIIPUEMCTBO
«Uepkacbka ob0macHa rmcuxiaTpuuHa JikapHs | «Hepkacbka o0JslacHa TIcCUXiaTpU4Ha JIiKapHS

YepkacbKoi 00/1aCHOI pajiv», KiHOUe Bi/IiieHHs
Nell, yonosiue BiazgiieHHss Nel2, Yepkacbka
obsacts, M. Cmina

YepkacbKoi 06/1aCHOI pafiu», XKiHoue BiazinieHHs
Noll, wyosoBiue BiggminenHss Nel, Yepkacbka
06mactb, M. Cmina

Howmep ta faTa Hakasy
MO3 w040 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 568 Big 27.02.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jjata

«PaHgoMmi3oBaHe 1ozBiliHe criime miaieb0-KOHTPO/IbOBaHe JOC/TiHKeHHs (a3u 3 3 OLiHKU e)eKTUBHOCTI
Ta 0e3MeyHOCTi MiMaBaHCepUHY SK [O/IaTKOBOI Tepamii i JIiKyBaHHS HeraTMBHUX CHMITTOMIB
mmsodpeHii (Advance-2)», ACP-103-064, Bepcig 1.0 3 iHKopriopoBaHo0 mnonpaBkoto 2 Bif 07 ceprHs
2020 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTHLieto «AVIK’FOBIA P/IC YkpaiHa»

CrioHcop, KpaiHa

ACADIA Pharmaceuticals Inc., CIIIA

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 19

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

16.08.2022 No 1466

InenTudikallis cyTreBoi OnogneHa Bepcisi bporrypu gocnignuka, Bepcis 9.0 Big 03 uepBHs 2022 poKy, aHT/ilCbKOK MOBOIO

TOMNPaBKU

Howmep Ta gata Hakazy Ne 928 Big 15.05.2018

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «enliGHten: BaraTorjeHTpoBe, (ha3sa 3, OBroTprBase, BiJKpUTe AOCTiPKeHHS 1[0/I0 BUBUEHHS Oe3reky Ta

BUIIPOOYBaHHs, KO/, epektuBHOCTI npenapary ['PJI TransCon, sfikuii BBOOUTBCS OQWH pa3 Ha TWKIEHb JIiTAM 3 JeiluToM

BepcCis Ta jara ropmony pocty (JI'P), mio 3aBepmiuau yuyacTb y TONepeiHbOMY KiiHiuHOMY pAocaifkeHHi ['PJI
TransCon», TransCon_hGH_CT-301EXT, Bepcis 2.0 (ryobansHa nonpaska 1) Big 29 ciunst 2020 poky

3asiBHUK, KpaiHa Axkuesnbciops JITa., YropijuHa

CnoHcop, KpaiHa Acuenzic ®apma Enpokpinonomxu iBixxa A/C (Ascendis Pharma Endocrinology Division A/S), laHis

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 20

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

16.08.2022 No 1466

InenTudikallis cyTreBoi [[logeHHUK AJ1s1 LWIOAEHHOI peecTpalii gaHux mpo cygomHi Haragu, XPF-008-201, Bepcia 2.0 Big 13

TOTMPaBKU vz 2022 poky, aHTJIiACBKOI0 Ta YKPaiHCbKOK MOBaMH

Howmep ta fata Haka3y Ne 1924 Big 21.08.2020

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hasga kiHiuHOrO «PanziomisoBaHe, noBiliHe-cJiine, miarie60-KOHTPOIBOBaHe, OAaraTOIleHTPOBe JOC/i/PKEeHHS /IS OL[iHKH

BUIIPOOYBaHHs, KO/, Oe3reku, mepeHOCMMOCTi Ta edekTuBHOCTI mperapaty XEN1101 B sKoCTi AOTMOMI>KHOI Teparii Tipu

BepcCis Ta jara erisiericii 3 ¢okanbHUM Ae0r0TOM, 3 BiKpUTOIO MoAOBXKeHOH da3ow», XPF-008-201, Bepcis 5.0 Bix
02 xBiTHs 2022 poKy

3asBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YkpaiHa

CrioHcop, KpaiHa Kcenon ®apmac'torikan3 IHk., Kanaga/ Xenon Pharmaceuticals Inc., Canada

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BU MiCLig IPOBeIeHHsI K/IIHIYHOTO 0C/TiPKeHHS

BYJIO CTAJIO
K.M.H. Oniinuk O.1. K.M.H. Onitinuk O.1.
KomyHanbHe  HekomepuiviHe — mianpueMcTBO | KomyHanbHe HeKOMepLliliHe i ATIPUEMCTBO
«Micbka mnikapHsi Ne6» 3aropi3bkoi MicbKoi | «Micbkka JiikapHs Ne6» 3aropi3bKoi MicbKOi paju,
panu, racTpOeHTepoJIoriyHe BiffinieHHs, | TepanieBTUUHe  BifggiseHHd Ha 50  JIDKOK,
M. 3aropixoKs M. 3arnopixoKs

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTIiHIUHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3sa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«docnimkenns: 111 da3u 3 mMeToro OI[iHKM e(eKTUBHOCTI Ta [JOBrOCTPOKOBOI 0Oe3MeYHOCTi Tperapary
SHRO0302 st iHAyKLifiHOI Ta MiATpUMYHOYOI Tepariil MallieHTiB i3 cepeJHBOTSHKKUM 1 TSDKKUM Tiepebirom

BHUPA3KOBOT'0 KOJIiTy B aKTUBHiM ¢a3zi», RSJ10135, pegakuis 1.1 Big 18 cepmns 2021 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBIJIAJIBHICTFO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«PeiicToyH baiiohapma Kommnani Jlimiten» [Reistone Biopharma Company Limited], KuTait

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopnaTok 22

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi Onosnieruii TIpoTokon kiiHiuHOrO BHrpoOyBaHHsi AB-729-201, Bepcist 3.0 Big 17 uepBHsi 2022 poKy,
TIOTIPABKU aHTJIiCbKOK MOBOHO

Howmep ta fata Haka3y Ne 2616 Bif 24.11.2021

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hassa KiiHiuyHOTO «PanzomisoBaHe, BigkpuTe, OaraToleHTPOBe AOCTIPKEHHSI 3 BUBUEHHs JIiKyBaHHS TiperiapaTom AB-729,
BUTIPOOYBaHHS, KO/, aHa7loroM HyK/eo3(T)UZiB Ta TieriiboBaHUM iHTepepoHOM anb(da-2a y MaLli€HTIiB 3 XPOHIYHOIO
BepcCis Ta jara iHdexktieto Bipycy renatury B», AB-729-201, Bepcis 2.0 Big 01 mucronaza 2021 poky

3asiBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YkpaiHa

CrioHcop, KpaiHa ApbyTtyc biodapma Kopropeiimix, CIIIA/ Arbutus Biopharma Corporation, USA

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonmaTok 23

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

16.08.2022 No 1466

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii Ilporokon kiiHiuHoro mociimpkeHHss PR-30-5017-C, pepakuis 7.0 3 ITorpaBkoro NeO6 Bif
28 ciuns 2022 p.; Cunoncuc IlonpaBku 06 mo mportokony kiiHiuHOro pgociimpkeHHsi PR-30-5017-C,
penakuis Bif 28 ciuns 2022 p., mepeksiaj 3 aHIJIIACLKOI MOBU Ha YKpaiHCbKY MOBY Bif 10 6epe3nst 2022
p.; bpoiypa gns gocnigHuka 3 mperiapaty Hipamapu6, pepmakiis Nel3 Bixm 03 mmcromaza 2021 p.;
Indopmariist asist matjienTa Ta popma iHopmMoBaHOT 3ro/id Ha y4yacThb y AOC/IiZ)KeHHi, OCTaToOuHa peZaKLiis
9.0 ana Ykpainu Bifj 24 tpaBHs 2022 p., 0CTaTOYHMI Mepekiaj 3 aHIJiiCbKOI MOBU Ha YKPaiHCbKY MOBY
Bifg 08 nunnst 2022 p., ocTaTOYHUM TlepeK/aj, 3 aHIJIiIMCbKOI MOBU Ha POCiiicbKy MOBY Bif 08
munHsA 2022 p.

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

Ne 757 Big, 04.07.2017

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

«PanziomizoBaHe TOABIMHO citilie T1a1le00-KOHTPO/IbOBaHe OaraTOLeHTPOBe AOC/ipKeHHsS 3 da3um 3
OL[iHKM TiZATPUMYIOUOI Tepariii HiparapuboM y TaL[ieHTOK i3 MOIIMPEHUM pPaKOM SIEYHUKIB, Y SIKUX 0YyJ10
3apeeCcTpoBaHO BiJAMNOBIAb HA Tepariito neprioi jiHii i3 3aCTOCYBaHHAM XiMiOoTepareBTUUHUX IperaparTiB
Ha ocHOBI iatuHW», PR-30-5017-C, pepakuis 6.0 3 [TonpaBkoro NeO5 Biz 19 cepriag 2020 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOIO BIATIOBITAJIBHICTTO "TTII EC AM-YKPATHA"

CnoHcop, KpaiHa

"TECAPO Inkopnioperiten", CIIIA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




