Hoparok 1

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosnenuii [TpoTokon KaiHiuHOTO AocimkeHHs, [TorpaBka Ne 5 10 mpoTtokosy Bif 24 6epesnst 2022 p.,
aHrJjiicekoro MoBoro; OHoBreHa bpoiiypa gocnifnvka, Bepcist 12 Big 06 xoBTHs 2021 p., aHT/iHCBKOIO
MoBo10; OHoBieHe [loCh€ AOCIIPKyBaHOTO JiKapCchbKOro 3aco0y, Bepcis 4.0 Bix rpyans 2021 p.,
aHrificekor MoBoto; IHdopmatiis ipo gocnigpkenns RECLAIM-DCP, Bepcist 01 Big 18 rpygus 2019 p.,
yKpaiHCcbKor0 MoBoro; Bepcis 01 Bix 19 rpygus 2019 p., pocilicekoro MoBO0; JIMCTiBKa [/ MaLjieHTa,
Bepcist 01 Bix 18 rpyans 2019 p. ykpaiHcekoro MoBoro; Bepcisi 01 Big 19 rpyans 2019 p., pociiicbkoro
MoBot0; Bpomiypa zasist Habopy matienTis, Bepcist 01 Big 18 rpyans 2019 p. yKpaiHCHKOIO MOBOO; BepCist
01 Big 19 rpygns 2019 p., pociiicbkoro MoBoto; bportypa ans nikaps, Bepcisi 01 Big 18 rpygus
2019 p., ykpaiHcekoro MoBoo; Bepcisi 01 Big 19 rpyans 2019 p., pociiicbkoro MOBORO; 3MiHa MicCLs
TIPOBe/IeHHS K/TiHIYHOTO BUITPOOYBAHHS:

BYJIO CTAJIO
K.M.H. MakenoHcbKa 1.B. K.M.H. MakeoHCbKa 1.B.
KomyHaneHe  HekomepiiiiiHe  mianpueMcTBo | KoMyHasbHe HeKoMeplliliHe TiATPUEMCTBO

«Micbka [guTdua KjiHiuHa sikapHsS ~ NeS» | «Micbka  auTsiua  K/aiHiuHA ~ jikapHS — Neb»
[JHITIpoBCBKOI  MiCBKOI  pajy, HeBposioriuHe | [IHINIPOBCBKOI ~ MICBKOI  pajy,  HeBpOJIOTiuHe
BiJi1iJIEeHHSI MOJIOZILLIOTO BiKYy, M. JIHINpo Bi1iJIeHHSI MOJIOZILLIOTO BiKY, M. JIHITIpo

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

Ne 2006 Big 02.10.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanziomizoBaHe, mOABiMiHe crine, TUIAe00-KOHTPOIBOBAHE IOC/i/pKeHHS mnpernapaty TEV-50717
(meyteTpabeHasvHy) [J1s1 JIiKyBaHHS AMCKiHe3ii Ha ¢oHi LepeOpasbHOTO Mapasiuy y AiTed Ta MiATiTKiB
(RECLAIM-DCP)», TV50717-CNS-30080, noripaBka fo nipotokosny 04 Big 09 6epesnsi 2021 p.

3asgBHUK, KpaiHa

TOB «KniniuHi gocnifgxkeHHs AMKOH», YKpaiHa




2 MPOJOBXKeHHA fojaTka 1

CrioHcop, KpaiHa Tesa Bpengin ®@apmackiorikan I[Ipogakrc Ap enp i, Ik (Teva Branded Pharmaceutical Products R&D,
Inc), CIIIA

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

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




Hoparok 2

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3anyueHHs1 Jlikapcbkoro 3aco0y mopiBHsaHHS Okcamiruiatia (Oxaliplating OKCAJIITIJTIATIH-BICTA,;
OXALIPLATIN-VISTA), NOpOIIOK [jisi PUTOTYBaHHS PO3UMHY A8 iHQY3iid, 5 mr/mn (BupoOHULITBO:
Axragic Itanisg C.m.A., Itamis (Actavis Italy S.p.A., Italy))

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

Ne 9 Biz; 02.01.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, mozBikiHe cjtine KiiHiuHe [gociimkeHHs ¢da3u 3 membOposizymaby (MK-3475) y
KoMmOiHarfii 3 ximioTepari€ero y nopiBHSHHI 3 Tuialebo y KombiHarjii 3 ximioTepari€ro B SKOCTi JTiKyBaHHS
nepmioi JiHii y mauieHtiB 3 HER2-HeraTWBHOO, TOTiepeJHhO HeTiKOBaHOIO, HeorepabenbHOW abo
METAaCTaTUYHOIO aZIeHOKapLIMHOMOK LITYHKY abo ractpoe3odareansHoro 3’eqHanHs (KEYNOTE-859)»,
MK-3475-859, 3 iHkopriopoBaHot0 nornpaBkoro 05 Big 30 ysivcromnazga 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 3

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi [TomoB>KeHHsI TepMiHy MPUAATHOCTI JliKapchKoro 3acoby Petudansimab (Takox Bigomuii sk MGA012 abo

TIOTIPABKU INCMGAO00012) 3 36 micsuiB go 48 wmicsauiB (Ha 12 wmicsniB); OHoBreHe [Joche AO0CITIKYBaHOTO
nikapcbKoro 3acody Petudannimab (takox Bigomuii ik MGA012 abo INCMGAO00012), Bepcist 9.0 Bix
17 6epe3ns 2022 p.

Howmep Ta fara Hakasy Ne 1326 Big 02.07.2021

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUTIPOOYBaHHS

Ha3Ba K/TiHiuHOTO «Bigkpure mocmimkeHHss dasu 2 A7 OLiHKU eHoOsiTy3ymaby B KombiHarii 3 petudaniiMmabom abo

BUIIPOOYBaHHs, KO/, teboTesiMaboM y Tepwiiii JTiHii JTiKyBaHHS TAL[iEHTIB 3 peLUAMBYHOUMM abo MeTacTaTUUYHUM

BepCis Ta jara IVIOCKOK/IITUHHUM pakoM rosioBu Ta mui», CP-MGA271-06, mornipaska 1, Big 16 rpyans 2020

3asaBHUK, KpaiHa ToBapucTBo 3 06MexeHO0 BiznoBifanbHicTi0 «KLIP YKpaiHa»

CrnioHcop, KpaiHa Makpo/lxeHikc, IHK. (MacroGenics, Inc.), CIIIA

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




HopnaTok 4

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosniernii TIpoTokon KiiHiuHOTO BUMpoOyBaHHS, (iHambHa Bepcisi 5.0 Big 04 motoro 2022 poky
aHTTIMCPKOI0 MOBOMK.; bBpolnypa fgociifHMKa [OC/TiZIPKyBaHOTO JiKapchbKoro 3acoby LleHepumof
(Cenerimod) (ACT-334441), Bepcis 12 Big mororo 2022 poKy aHTJIiHCBKOI0 MOBOO; IH(opMariitiHmii
JIUCTOK TaijieHTa Ta opma indopmoBaHoi 3roau, Bepcis 5.1 Bifg 04 TpaBHsi 2022 poKy yKpalHCBKOIO Ta
POCIMCHKOI0 MOBaMU

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

Ne 727 Bip 04.04.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTolieHTpOBe, paH/OMi30BaHe, MOABiliHe ciire, Tialle60-KOHTPOIbOBaHe AOC/i/pKeHHsT (a3 2b y
rapasieJTbHUX rpyTiax /sl OL[iHKK epeKTUBHOCTI, 6e3MeYHOCTi Ta MepeHOCUMOCTi 1[eHEPUMOZAY Y TIaILli€HTIB
i3 cucteMHMM 4yepBOHMM BoBYakoM (CUB) Bif momipHOro [0 BHCOKOTO CTyIeHsI aKTMBHOCTI», ID-
064A202, dbinanpHa Bepcist 4 Big 02 rpyans 2020 poky

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Idorsia Pharmaceuticals Ltd /Izopcisi @apmacsktotikan3 JIta, [lBeiiiapis

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HonaTtok 5

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOB/IEHI PO37iMM /I0ChE AOCIIPKYBAaHOTO JliKapcbkoro 3aco0y Cowmamarurtad: Po3pin  3.2.S.2
Manufacture, ¢inansHa Bepcis 9.0 Big 21 rpyans 2021 p., anriailicekoro MoBoto; Po3zin 3.2.S.4 Control of
Drug Substance, ¢inansHa Bepcis 11.0 Bixg 19 ciuns 2022 p., aHrjiiiicbkoro MoBoto; Po3gin 3.2.S.6
Container Closure System, ¢iHanbHa Bepcis 5.0 Big 27 rpyans 2021 p., aHriicbkor MOBOw; Po3ain
3.2.S.7 Stability, dinanpHa Bepcia 12.0 Bix 04 mtororo 2022 p., aHrmiicbkoro moBoro; Po3zin 3.2.P.3
Manufacture, dinansHa Bepcisi 5.0 Big 15 motoro 2022 p., aHrailickkoro MoBoto; Po3ain 3.2.P.5 Control
of Drug Product, ¢inaneHa Bepcis 7.0 Bim 28 ciuns 2022 p., adriilicekoro moBoro; Posgin 3.2.P.7
Container Closure System, ¢inanbHa Bepcisi 3.0 Big 18 ciuna 2022 p., aHrzilicbkor0 MoBow; Po3zin
3.2.P.8 Stability , ¢inansHa Bepcis 11.0 Big 10 ciunst 2022 p., aHT/TiMCHKOIO MOBOIO

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

Ne 1016 Big 06.05.2019
Ne 1265 Big 05.06.2019
Ne 88 Big 11.02.2016

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«JocmimkeHHs: e)eKTUBHOCTI Ta Oe3reKu 3acTocyBaHHS mperapaty ComarmaiuTad (Somapacitan) oauH
pa3 Ha TWK/eHb Yy MOPIiBHSHHI 3 11]0IeHHUM 3acTocyBaHHsIM npernapaty Hopaitponin® (Norditropin®) y
Jitent 3 fedinrom ropmony pocty», NN8640-4263, ¢inansHa Bepcis 7.0 Big 22 motoro 2021 p.;
«docmimkenHss 3 migbopy [03u A/ OWiHKA edeKTUBHOCTI i Oe3meKu 3aCTOCyBaHHSI TIperapary
ComananuraH (somapacitan) OAMH pa3 Ha TWXKJAeHb y TIOpPIBHSHHI 3 3aCTOCYBaHHSIM I[pernapaTy
HopaitponiH® (Norditropin®) oavH pa3 Ha fieHb y AiTeld i3 3aTPUMKOIO POCTY, 1[0 Oyl Hapo/yKeHi
MaJIMMH [j1s TeCTalliiHOTro BiKy Ta He Ha3[0THA/M Yy 3POCTi A0 BiKy 2 poKu Ta cTapiue», NN8640-4245,
¢inaneHa Bepcis 4.0 Big 12 rpygus 2019 p.;

«PaHfoMi30BaHe, Mi’)KHapoJHe, 3 aKTMBHHMM KOHTpOJeM, (BiZkpuTe), (MOABiMHe cJline) AOCTi[KeHHS 3
nizbopy 703U B mMapasieflbHUX TPyTax, 3 OLiHKA e(eKTUBHOCTI Ta 6e3reYHOCTi 3aCTOCYyBaHHS TIperapary
NNCO0195-0092 omuH pa3 Ha TWXK/eHb y MOPIBHAHHI 3 IJOJEHHUM 3aCTOCYBaHHSIM IIperiapaty FOPMOHY
pocty (Hopgitporin® ®nekclIpo) y giteli mpemybepTaTHOro Biky 3 eil[ATOM TOPMOHY POCTY, V SIKHX
paHillie He POBOJAW/IACS Teparlisi rperaparamu ropMoHy pocty», NN8640-4172, ocrarouna Bepcis 6.0 Bif
19 moToro 2021 p.




2 TPOJOBXKEHHA 0JaTKa 5

3asiBHUK, KpaiHa TOB «HoBo Hopgick Ykpaina»
CnoHcop, KpaiHa Novo Nordisk A/S, Denmark
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»

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJ/IeHUH TIPOTOKOJ KiiHiuHOTO BUMpoOyBaHHs M16-191, Bepcisi 6.0 Bimg 31 Gepe3nss 2022 poky;
[npopmariisi ang maijieHta Ta iHQopMOBaHa 3rojja Ha ydYacTb y HAayKOBOMY [IOCJi/PKeHHi Ta
HeoOOB’s13KOBOMY Jjoc/ikeHHi, Bepcisg 4.0 ans Ykpainu Bif 29 kBiTHa 2022 poky, yKpaiHCBKOIO Ta
pociticbkoro MoBamH; KOpoTKa XapakTepuCTHKa JTikapChKoro 3aco0y [I>kakaBi (pykcostiTuHi0), Bepcist Bif,
14 Bepecns 2021 poky

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

Ne 2237 Bip 18.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomi3oBaHe TIOABiMiHe cilire TUIalle00-KOHTPO/IbOBaHe [AOCHIKeHHS 3 (a3 3 BUBUEHHS
HaBiTOK/IAKCY B TIOEAHAHHI 3 PYKCOMTHHIOOM TIOPiBHSHO 3 PpYKCOMTHHIOOM Y TALi€HTIB i3
mienodibpozom (TRANSFORM-1)», M16-191, Bepcis 4.0 Big 27 TpaBHsi 2021 poky

3asiBHUK, KpaiHa

«E66Bi Biodapmacerotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

«E66BI Ink», CIIIA / AbbVie Inc., USA

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Hoparok 7

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

14.07.2022 Ne 1220

InenTudikatiis cyTreBoi
TIOTIPaBKU

[MogoB)keHHs TpuUBanoCTi KiiHiuHOro BumpoOyBanHsi 03PDE2020 B Ykpaini mo 31 cepmus 2023 p., y
3B’513Ky 3 3aTPUMKOIO MOYATKy K/IiHIYHOTO BMITPOOYBaHHS, MOB’S3aHUM 3 BOEHHUM CTaHOM; BK/rOueHHs
IOJATKOBUX MIiCI[b IPOBEZIEHHSI K/TiHIYHOT0 BUMPOOYBaHHS Ta Bi/IMIOBIiA/IbHUX [TOC/Ti THUKIB:
Ne [1.I.b. BigmoBiZaIbHOrO AOC/TiJHHAKA
n/n Has3Ba micus mpoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. | k.m.H. Homossik FO.FO.

ToBapucTBO 3 0OMEXXEHOI0 BiJITIOBiAa/IbHICTIO «MeauuHuii LeHTp «/liamMea», M. Y Kropo[

2. | a.m.H., ipod. I'pub B.A.

JlikyBanmbHO-fliarHOCTUUHMI ~ LleHTp  «Heiipo I'ynioban»  ToBapuctBa 3  0OMe)KeHORO
BizmoBifaneHicTIO «Helpo I'noban», M. IBaHo-PpaHKiBCBK, ¢. KpuxiBii

3. | 3aB.Bij. CaHoipkuii 51.€.

KomyHanbHe HekKoMepLiliHe minpreMcTBo JIbBiBChKOi o6sacHOi pagu «JIbBiBchbka obOsacHa
KJ/IiHIYHA JIiIKapHs», HEBPOJIOTiuHe BiziseHHs1, M. JIbBiB

Howmep Ta nata Hakasy
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUTIPOOYBaHHS

Ne 2947 Bip 30.12.2021

Hasga ki1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«®aza II, moppifiHe cjtine, paHgOMi30BaHe, TMlarieb0 KOHTPOJIbLOBAHe, Yy TMapajelbHUX Tpymnax,
JIOCJTi/DKEHHS 3 METOI0 BUBUEHHS TIOTEHI[IMHUX aHTHAUCKIHeTUUHUX BiactuBocteid CPL500036 (iHribiTop
PDE10A) y marjieHTiB i3 xBopobOoto IlapkiHCOHa, $IKi CTpaX[alOTh BiJ [JUCKiHe3ii, CIpUYMHEHOI
JleBogonoro», 03PDE2020, Bepcis 2.0. Big 16 aunHg 2021 poky

3asaBHUK, KpaiHa

TOB «®apma Komruiekc Costromia3 FOA», YkpaiHa
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CrioHcop, KpaiHa Celon Pharma S.A, ITonbliija

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepanbHOro JupeKkTopa Jupekropary
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 8

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [IpoTokon kmiHiyHoro BuripoOyBaHHs AMT-101-202, Bepcis 4.0 Big 12 ksitHs 2022 p.,
aHr/iicbkor MoBoOrO; [HpopMariis Ans yyacHuKa i dopma iHpopmoBaHoi 3rogu, Bepcis 2 Big 10 motoro
2022 p., yKpailHCbKOIO Ta pocCiiicbKoro MoBamu; [loBizoMeHHs npo 3MmiHy agpeck CrioHCOpa y4YacHUKY
JocuipkeHHs1, Bepcist 01, yKpailHCHKOO Ta POCiHCBbKOI0 MOBaMU

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

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe paH/[0Mi30BaHe MJiale00-KOHTPOIbOBaHe TO/BiliHe cirme mocsipkeHHs (a3u 2a, 1[0
MIPOBOJIUTHCS B TapajielbHUX Tpymnax [Jisi BHUBUYeHHsI e(eKTUBHOCTI Ta Oe3reyHoCTi MepopasbHOro
3acTocyBaHHsi Tiperiapaty AMT-101 y maijieHTiB i3 BHUPa3KOBUM KOJTOM CepefHbOr0 ab0 TSHKKOTO
cryneHs», AMT-101-202, Bepcis 2.0 Big 08 uepsns 2020 poky.

3asiBHUK, KpaiHa

TOB «biomanac», YKpaina

CnoHcop, KpaiHa

«Enmnnaiig Monekbtosap Tpancniopt IHK.»/ Applied Molecular Transport Inc, CIITA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 9

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[HCTpyKIjisl A7 Tpu3HaueHHs BisuTiB y gocimkeHHi SURPASS-CVOT Bix 23 Gepe3ns 2022 p.,
ykpaiHcbkoro MoBow (GPGN(d)-UA-UA-VG-23MAR22); IHCTpyKUis /s TpU3HAauyeHHs Bi3WTIB y
JOCITiIPKeHHI SURPASS-CVOT  Big 23 Oepe3nsi 2022  p.,  PpOCIHCbKOIO ~ MOBOIO
(GPGN(d)-UA-RU-VG-23MAR?22)

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

Ne 700 Big 24.03.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«JJocnmipkeHHs BIUIUBY Iperiapary Tipsemnaris B MOpiBHAHHI 3 IperiapatoM /[lysarayTuz Ha pO3BUTOK
3HAUHUX HeCNpUSTIUBUX CepLeBO-CYJUHHUX TOJiM y TallieHTiB 3 LyKpoBUM JiabeToM 2 TuIy
(SURPASS-CVOT)», IBF-MC-GPGN, 3 inkopriopoBaHoto nonpaskoto (d) Bia 14 rpyans 2021 poky

3asaBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0€3MeueHHA

IBan 3A/IBOPHUX




Honatok 10

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBleHMM NIPOTOKOJ KJTiHIYHOTO focigkeHHs 20140444, inkoprniopoBaHuii nonpaBkoro 3 Bif 20 KBiTHA
2021 poky, aHrmiiicbkoro MOBOR0; Bpoirypa mocnmignvka deHocymab (AMG 162), Buganas 8.3 Bif
10 nucromaga 2021 poky, aHIIiMCBKOI MOBOIO; IH(oOpMarllitiHuii JMCTOK [Jis mailieHTa / ¢opma
indbopmoBaHoi 3roau Ais AUTUHUA Bikom 5-12 pokiB, Bepcis YKP 4.0 Big 21 motoro 2022 poky,
yKpaiHChKOI MOBOM0; [H(opMaliiiHuii MMCTOK natlieHTa / ¢popma iHpopMOBaHOI 3rofu J/1si AUTUHU BiKOM
5-12 pokiB, Bepcisi YKP 4.0 Big 21 mortoro 2022 poky, pocilickkoro MoBO; IHdopmalliiiHui TUCTOK
narjieHTa/ [HhopMoBaHa 3rofia maijieHTa A/ AUTHHU Bikom 12-14 pokiB, Bepcis YKP 6.0 Big 21 mroToro
2022 poky, yKpaiHCbKOIO MOBORO; [H(opMaliiiHuii 1McTok mnaiieHTa/ IHpopmoBaHa 3rofia maijieHTa AJis
autiHA B Bili 12-14 pokis, Bepcisi YKP 6.0 Big 21 mrotoro 2022 poky, pOCIMCBKOH MOBOIO;
[HdopmariitiHuii mucTOK martlieHTa / [HdbopMoBaHa 3rofia maijieHTa Ay AUTUHU BikoM 14—18 pokiB, Bepcis
YKP 6.0 Bif, 21 moToro 2022 poky, yKpaiHCbKOI0 MOBO0; [H(popMaLiiH1i JTMCTOK MallieHTa /
IHpopmoBaHa 3roza matjieHta Ajs AutuHU 14-18 pokiB, Bepcis YKP 6.0 Big 21 motoro 2022 poky,
pociiicbkoro MOBo; IHhopMariiiiHuii MMCTOK /7151 yuacHHKa / popma iHhopMoBaHOI 3roAu /sl y4aCcHHUKa,
SKOMY BUNOBHWIOCA 18 pokiB y pociimpkenHi, Bepciss YKP 6.0 Big 21 motoro 2022 poky, yKpaiHCBKORO
MoBoto; [Hdopmarjiiinuii mMcrtok mnaiieHta / ¢dopma iHGOpPMOBaHOI 3rofu [Jisi y4yaCHHKA, SIKOMY
BUTIOBHUIOCS 18 pokiB y fgociimkenHi, Bepcigs YKP 6.0 Big 21 mtotoro 2022 poky, pocilicbKO MOBOIO;
Indopmaniiauii micTok / ¢opma iHndopmoBaHoi 3roau Assi OatekiB authHM, Bepcis YKP 7.0 Big 21
motoro 2022, ykpailHCbKOIO MOBOIO; IHdopMariitinuii mmcTok / dhopma iHdhopMoBaHOI 3rou /st 6aTbKiB
autunay, Bepcid YKP 7.0 Bif 21 motoro 2022, poCiiiCbKOI0 MOBOIO

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

Ne 1747 Bip 27.12.2017
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Ha3ssa kiiHiuHOTO «Pangomi3zoBaHe, mo/BiliHe ciire, miale00-KOHTPO/LOBaHe NOCTi/KeHHs a3y 3, 1[0 TPOBOAUTHECS B

BUTIPOOYBaHHS, KO/, rapasieTlbHUX Tpymnax /s OLiHKM Oe3meku Ta eeKTUBHOCTI AeHOoCcymaly y AiTed i3 ocTeormopo3om,

Bepcis Ta fjaTa CTIPUUMHEHVM TJTFOKOKOPTUKOIMHUMHU 3acobamu», 20140444, iHKOpPHIOpOBaHWM TOMpaBKO 2 Bif 25
TpaBHs 2018 poky

3asiBHUK, KpaiHa [TignmpuemcTBo 3 100% iHo3eMHoOr0 iHBecTuLico «KAVK'FOBIA PIC Ykpaina»

CrnioHcop, KpaiHa «AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

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




HopaTok 11

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Bi/IlIOBilaNbHOTO IOC/Ti/THUKA Y MiCLi TPOBeIeHHs] BUTIPOOYBaHHST:

BYJIO CTAJIO
3aB. Big. Ko63eB O.1. nikap Jleonosa B.B.
KomyHanbHe HeKoMeplliiiHe nignpuemcrso | KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO
«ObsacHUN IIEHTP OHKOJIOTii», OHKOXipypriuHe | «O0G/acHUM I[eHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHsA ~ OpraHiB  IpPyAHOI  TMOpPOXHWHY, | BiAiJi/IeHH  OpraHiB  IPyJHOI  ITOPOXXKHUHHU,
M. XapkiB M. XapkiB

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1808 Big 04.10.2018

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«PanzomizoBane pociimkeHHss 3 a3, 0 CKIAAAEThCS i3 ABOX YacTHH, KOMOiHamii 1jemirtimaby
(anTH- PD-1 aHTUWTINQ) Ta JBOKOMIIOHEHTHOI CXeMM XiMioTepamnil MOXiJIHUMH TUIaTUHU Y Teparil nepiioi
MiHIT MalfieHTamM i3 PpO3MOBCIO/PKEHMM ab0 MeTacTaTUUHUM HeApiOHOK/ITITUHHUM pakoM JIeTeHb»,
R2810-ONC-16113, 3 nonpaskoro 5 Bif 16 kBiTHs 2020 poky

3asiBHUK, KpalHa

TOB «KniniuHi focnigkeHHs AUKOH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon ®@apmachkioTikanc, Iak., CIIIA

CynyTHi
Marepianu/rpernaparu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX



HopnaTok 12

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

14.07.2022 Ne 1220

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOBNeHUI TIPOTOKO/ K/iHiuHOTO fochigkeHHs MS200647-0037, Bepcis 4.1 Bix 15 nucromaza 2021
poky; Bpomiypa pocnigHuka M7824 (6intpadycn anbda), Bepcis 8.0 Bix 22 rpygus 2021 poky,
aHr/ificbkoro MOBOW; IH@opmariiiiHuii ucTok Ta Gopma 3rogu, Bepcis V8.0UKR(uk)1.0 Big 25 TpaBHA
2022 poky, nepeksaj, yKpaiHCbKot0 MoBOHO Bifj 02 uepBHsi 2022 poky; [Hpopmallilinuii mucTok Ta ¢popma
srogu, Bepcig V8.0UKR(ru)1.0 Big 25 TpaBHs 2022 pokKy, nepek/aj poCiiCbKo MOBOIO Bif 02 yepBHS
2022 poky; IlofoBXeHHs TepMiHy TIPUJATHOCTI JOCTIPKyBaHOTO JliKapchbkoro 3acoby M7824
(binTpadycn anbda) go 60 wicsaniB; 3miHa BifgmoBifanbHOrO JOCHAIAHMKA B MICLi MpOBeAeHHs
BUIPOOYBaHHS:

BYJIO CTAJIO
3aB. Big. Ko63eB O.1. nikap Jleonosa B.B.
KomyHanbHe HeKoMeplliiiHe nignpuemcrso | KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO
«ObsacHUN IIEHTP OHKOJIOTii», OHKOXipypriuHe | «O6G/acHUM I1[eHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHsA ~ OpraHiB  IpPyAHOI  T[OpPOXHWHY, | Bifi/ii/IeHH  OpraHiB  IPyJHOI  ITOPOXXKHUHHU,
M. XapkiB M. XapkiB

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 540 Big 07.03.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«bararolrjeHTpoBe, paH/IOMi30BaHe, BiJKpHUTe, KOHTPOJbOBaHEe JOC/iKeHHS 3 aJalTUBHUM [H3alHOM
dasu III npenapaty M7824 (6inTpadycm anbdha) B MOPiBHAHHI 3 TeMOposi3yMaboM SIK Teparti€ro Mepiioi
MiHIT B MALliEHTIB i3 MOIMIMPeHUM HepiOHOK/IITHHHUM pakoM JiereHb 3 ekcripeciero PD-L1», MS200647-
0037, Bepcis 4.0 Bix 22 uepsHsa 2021 poky

3asiBHUK, KpalHa

ITignpremcTBo 3 100% iHo3emHor0 iHBecTuLiclo «AMKFOBIA PIC Ykpaina»

CnoHcop, KpaiHa

Merck KGaA, HimeuunHa
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

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




Honatok 13

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa gociigHuka JocimKyBaHoro jgikapcbkoro 3acody R0O5333787/ ENSPRYNG® (satralizumab),
Bepcis 13 Biz 29 kBiTHs 2022 p., aHITiMICBKOIO MOBOIO

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

Ne 2777 Big 02.12.2020

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

«bararorieHTpoBe, HeTOPiBHSUIbHE, BiIKpUTE JOC/TiIKEHHS 3 METOIO OL[iHUTH JOBTOCTPOKOBY 0€3MeuHiCTh
Ta edeKTHUBHICTh TIperiapaTy carpaiizymMad y Tal[ieHTiB 3 pO3/1aJoM CIIeKTPy OITHKOHEeHpOMiemiTy
(PCOHM)», WN42349, Bepcis 1 Big 28 nmunns 2020 poky

3asiBHUK, KpaiHa

ToeapuctBo 3  OOMmexkeHOr0  BiamosiganbHiCTIO
IHHOdapM-YKpaiHa»

«KonTpakTtHo-Hocnigauiibka  Opranisaris

CnoHcop, KpaiHa

«®. Xoddmann-JIs Pour JIta» (F. Hoffmann-La Roche Ltd), [IBeiiuapis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Hopartok 14

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

14.07.2022 Ne 1220

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa gocifgHuKa JocifiKyBaHoro yikapcbkoro 3aco0y Pimivalimab (JTX-4014), Bumanus 5.0 Bif
13 rpygus 2021 p., aHrmiiickkor0 MoBOW; bpomiypa focigHuKa [JOCTiPKyBaHOTO JIIKapChKOTO 3acofy
Vopratelimab (JTX-2011), Bumanusa 8.0 Bixm 30 BepecHs 2021 p., aHIVIIICbKOIO MOBOIO; 3any4yeHHs
JI0JJaTKOBOTO JTiKapChbKOro 3aco0y disionoriunmii po3uun (0,9% NaCl, Sodium chloride 0,9%), po3uun
Juist iHy3iii, 50 M1, sIK pO3UMHHMKA /10 JOCTiPKyBaHUX JliKapchKux 3acobiB JTX-4014 ta BompaTtenimab
(Vopratelimab, JTX-2011) (Bupobnuk: Baxter Healthcare S.A., Ireland); 3anmyueHHs A0AaTKOBOTO
mikapceKoro 3aco0y disionoriunmnii po3uus (0,9% NaCl, Sodium chloride 0,9%), po3uun s iH}Y3iH,
250 M1, SK PpO3UMHHHKA [0 [JOC/i/PKyBaHUX JiiKapcbkux 3acob6iB JTX-4014 Tta Bomparenimab
(Vopratelimab, JTX-2011) (Bupobuuk: BAXTER HEALTHCARE LIMITED, United Kingdom); Ctucna
XapaKTepUCTHKa JlikapcbKoro 3acoby Sodium chloride 0,9%, Big 18 TpaBHst 2020 p., aHT/TiHCHKOI0 MOBOIO;
3pa3oK MapKyBaHHs [/ akety 3 (isionoriuaum posunHom (0,9% NaCl), 50 mn, Big 20 kBiTHs 2022 p.,
yKpaiHCbKOI0 MOBOIO; 3pa30K MapKyBaHHs [jis nakeTy 3 (isionoriunum poszurHom (0,9% NaCl), 250 mi,
Biz 20 kBiTHsA 2022 p., yKPaiHCBKOI MOBOIO

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

Ne 1574 Big 10.07.2020

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

«docnimkenns: 2 das3u imribitopy PD-1 JTX-4014 B sAKocTi MOHOTepamii Ta y KOMOiHarjii 3
Borparenimabom, sikuii € aroricrom ICOS, y marjieHTiB 3 MeTacTaTUUHUM HeAPiOHOK/TITUHHUM PaKOM
nerenb (H/JPJI) micns ogHOro mnomnepefHbO OTPUMAHOIO peXUMY IUIATUHOBMICHOI —XiMioTeparii,
Bifiibpanux 3a biomapkepamu», JTX-4014-202, Bepcis 2.0 Big 14 BepecHs 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHow BianosizanbHicTio «KoHTpakTHO-ocmiguunbka Opranisaiis IHHOdapM-
YKpaiHa»

CnoHcop, KpaiHa

Jounce Therapeutics, Inc., United States of America
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

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




Honmatok 15

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gociigHuka mikapcekoro 3acoby SAR442168 (Tonebpytunib), Bepcis Ne8 Bijg 26 TpaBHS
2022p., aHTJiiCbKO MOBOIO

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

Ne 2487 Big 17.12.2019
Ne 2243 Big 05.10.2020
Ne 2554 Big 09.11.2020
Ne 2554 Bif 09.11.2020
Ne 2243 Big 05.10.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«JloBroCTpOKOBe pO3IIMpeHe J0C/TiKeHHS 3 OLiHKK Oe3reku Ta edeKTHBHOCTI rpenapaty SAR442168 y
YYaCHHUKIB JOC/TI/PKeHHS 3 PeLUUBYOUMM PO3CisSIHUM CKiepo3om», LTS16004, 3 nonpaBkotro 05, Bepcis 1
Biz 29 ymunHa 2021 poky;

«PangomizoBaHe mofBiliHe ciine gocimkenHs: III da3u 3 BuBUeHHs1 eeKTHMBHOCTI Ta Oe3meuHOCTi
nipeniapaty SAR442168 y nopiBHsIHHI 3 my1anie60 cepe/; y4aCHUKIB 3 BTOPUHHO-TIPOTPECYIOUUM PO3CisTHUM
cknepo3om 6e3 peuuaneie (HERCULES)», EFC16645, 3 monpaBkoro 05, Bepcis 1 Big 21 rpyans 2021p.;
«Panziomi3oBaHe, mo/BifiHe ciine gocmimpkeHHs: 3 a3y s BUBUEHHS e(heKTUBHOCTI Ta 0e3rmeuHOCTi
niperiapaty SAR442168 y nopiBHsHHI 3 Twialeb0 B YYaCHUKIB 3 TMEePBHHHO-TIPOTPECYIOUMM PO3CisTHUM
ckneposom (PERSEUS)», EFC16035, 3 nonpaskoto 07, Bepcis 1 Big 21 rpyzans 2021p.;

«PaHgomi3oBaHe, mopgiiHe crine gocimkeHHss 3 ¢a3u s BUBUeHHS e(eKTUBHOCTI Ta 6e3reuHocTi
nipernapaty SAR442168 y nopiBHsiHHI 3 TepudayHomigom (O6amkio®) B yUaCHHUKIB 3 PeIUIMBYIOUUMU
dbopmamu poscisiHoro ckiaepo3y (GEMINI 2)», EFC16034, 3 nornpaBkoto 05, Bepcist 1 Bix 18 ymucTonaza
2021p.;

«PaHgomi3oBaHe, mojgiiiHe crine gocrimkeHHss 3 ¢a3u s BUBUeHHS e(eKTUBHOCTI Ta 6e3reuHoCTi
nipernapaty SAR442168 y nopiBHstHHI 3 TepudayHomigom (O6amkio®) B yUaCHUKIB 3 PeIUIMBYHOUUMHU
dbopmamu poscisiHoro ckiaepo3y (GEMINI 1)», EFC16033, 3 nornpaBkoto 05, Bepcist 1 Bix 18 ymucTonaza
2021p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»
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CrioHcop, KpaiHa Genzyme Corporation, USA (/I>xen3aiim Kopropetimn, CIIIA)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

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




Hopatok 16

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.07.2022 Ne 1220

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa gocnignvika ATI-2173, Bepcis 4.1, Bixg 06 TpaBHa 2022 poKy, aHIViMCHKOIO MOBOIO; 3MiHa
agpecu CrioHcopa fociimkeHHss AHtioc Tepaneptike Ink, CIIIA/Antios Therapeutics, Inc., USA: 3805
Old Easton Road, Doylestown, PA 18902, USA/3805 Onp Icton Poyza, JoitictayH, mtaH [leHcinbBaHis
18902, CHIA; JIuct-po3’sicHeHHs Bif CrioHcopa o IIporokony ANTT201 mjono KputepiiB BiZJHOB/IeHHS
rpuiioMy TeHOQOBip Au3onpokcua pymapary, Biz 16 miucronazga 2021 poKy, aHT /i ICbKOHO MOBOIO

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

Ne 310 Big 23.02.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«®a3a 2A, paHg0oMi30BaHe, TO/BiliHe Ciire, T1aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOCITiKeHHS 3
BH3HAUEHHSI ONTHMMAaJ/IbHOI 03U A/ OLIiHKKA Oe3reuHocTi Ta edeKTUBHOCTI mpernapaty ATI 2173 y
KoMmOiHallii 3 TeHOGOBipy AM30MPOKCHIY (ymMapaToM y TIALiEHTIB 3 XPOHIUHOI iH(peKLiew Bipycy
renatuty B Ta y nauieHTiB 3 KoiH(ekuieto Bipycy renatuty D», ANTT201, Bepcis 3.0, ITorpaBka 02, Bix
10 BepecHs 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YkpaiHa

CnoHcop, KpaiHa

Amnrtioc Tepanestikc IHk., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 17

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

14.07.2022 Ne 1220

InenTudikallis cyTreBoi 3asryueHHs IOAATKOBOTO MiCIisl TPOBeJIeHHs] BUTTPOOYBaHHS:
TIOTIPaBKU Ne [1.I.b. BiAnOBia/ILHOTO AOC/IIJHHKA
/1 Ha3sBa Miciis ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. | k.Mm.H. MakenoHcbKa 1.B.
KomyHaneHe HekoMmepljiiHe MmiAnpueMcTBO «Micbka [uTAuva KiIiHiuHA JiikapHa Ne 6»
JHINPOBCBHKOI MiCHKOI pajii, HEBPOJIOTiUHE BiJ/i/IeHHs MOJIOAIIOrO BiKy, M. JIHITIpO

Howmep Ta fara Haka3zy Ne 749 Biz 04.05.2022
MO3 1070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOrO «[TpocriekTBHe paHJOMi30BaHe MO/IBiliHe ciiine Tuialeb0-KOHTPO/bOBAHE BOETArHe, 0araTorieHTPOBe

BUTIPOOYBaHHS, KO/, JOCTi/IKeHHs1 3 BiJKPUTHUM [10/JaTKOBUM I1e€pioZioM [ijiss BUBUeHHsI e()eKTUBHOCTI Ta Oe3rmeku TperapaTy

BepCis Ta jara NT 201 mig yac miKyBaHHSI CITAaCTUYHOCTI M’sI3iB HIDKHIX KiHITIBOK Yy [IiTel Ta MiJTiTKiB i3 1iepebparbHUM
napaiivem», M602011072, Bepcis 1.0 Big 03 BepecHs 2021 p.

3asgBHUK, KpaiHa TOB «Mb KBECT», Ykpaina

CrioHcop, KpaiHa Mepr; @apmackroTikan3 I'm6X, Himeuunna (Merz Pharmaceuticals GmbH, Germany)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

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




Honatok 18

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenunt [opatok po Ilporokony kiiHiyHoro pocmifpkenHs AC-065A203 «BkasiBku 111040
TIPOBE/IEHHST JIOCTi/PKeHHsI y Tepiof; CTUXiMHOro Jmxa / MaciuTabHOi HerepeabauyBaHOi cHTyariii /
naHzemii», Bif 19 tpaBHs 2022 p.

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

Ne 1962 Big 29.10.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TpocriekTriBHe 0araTolLieHTPOBe BiJKpUTe HeropiBHsbHe AocyifkeHHs II ¢asu 3 MeTO0 BUBUEHHs
Oe3reku, MEPeHOCHMMOCTI Ta (apMaKOKiHETUKU CeJIeKCUMary B [iTed 3 JiereHeBOK apTepialbHO0
rineprensiero», AC-065A203, 3atBepaykeHa Bepcis 8 Big 30 BepecHs 2021 p.

3asgBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

Axrenion ®apmackrotikaic JItg., [lIseiirapis (Actelion Pharmaceuticals Ltd, Switzerland)

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX



Honatok 19

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3miHa agpecu CrioHcopa gociimkenHs K-I'pyn Asnbda, Iak, CIIIA/K-Group Alpha, Inc., USA: 10275
Catienc Centep [HpaiiB, Odic 200, Can [iero, wrar Kanidopnis 92121, Cnonyueni Illtatu
Amepukn/10275 Science Center Drive, Suite 200, San Diego, CA 92121, USA; 3MiHa BiJIOBia/IbHOTO
IOCTiTHAKA Ta MiCIisl POBeIeHHsI K/TiHIYHOT0 BUMPOOYBaHHS:

BYJIO CTAJIO
n.m.H. [Tepexpectenko T.I1. nikap Kapnabema O.A.
ToBapuCcTBO 3 O0OOMEXEHOI0 BiAMOBiZAMbHICTIO | MeAWUHUIA IIEHTP TOBapuUCTBa 3 OOMEXEeHOH
«MeauuHn LIEHTP iMeHi akKajemika | BiTTOBiAA/TbHICTIO «ApeHcis Ekcruioparopi
FOpis [IpokorioBuua CnixkeHka», Biazain | Megicin», BigAin KIiHIYHUX JOCTiKeHb, M. KuiB
KIiHiuHMX gociimkeHb Ne 1, KuiBcbka 00/1aCTh,
KueBo-CBATOMMHCHEKHN paiioH, c. KaniTaHiBKa

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

Ne 2777 Big 02.12.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«®asa 1, gocmipKeHHsT NepLIoro 3aCTOCYBaHHA MpernapaTy y JIFOAWHY, 3 MiJBUILIeHHSAM /03U Iperapary
ZN-d5 y Burnsigi MoHoTepariii y maijieHTiB 3 HexomkkiHcekoro Jlimdpomoro abo I'octporo MienoigHoro
Jletikemiero», ZN-d5-001, Bepcis 3.0, Big 24 uepBHsi 2021 poKy

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», Ykpaina

CnoHcop, KpaiHa

K-Group Alpha, Inc. / K-I'pynt Anbda, 1k, CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX



Honatok 20

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

14.07.2022 Ne 1220

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[HCTpyKIjiss 1ogo Aii y  pas3i  cyTreBux 300iB TPOBeZIEHHS KJIiHIYHOTO  BUIIPOOOBYBAHHS
67652000PCR1001 Big 01 yepBHs 2022 poKy, aHI/IiliCbKO MOBOMO; [Ipo/joB)KeHHSsI TepMiHYy MpPOBeJeHHs
K/TiHIYHOTO BUMPOOYBaHHS B YCiX KpaiHax, /ie POBOJAUTLCS K/TiHiuyHe BUMPOOyBaHHsS Ta B YKpaiHi 10 01
POKY 05 micsAwiB

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

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«Bigkpure, paHZOMi30BaHe [OCTiMKeHHs [y OL[iHKM  BigHOCHOI  GiomoctymHocti (B) i
6ioeksiBanentHocTi (BE) mpenapariB y Burisigi kombiHariii i3 ¢ikcoBaHoro zgo3or (K®/I) Hipamapuby
rmoc abiparepoHy arjetat (AA) y TopiBHSHHI 3 Hiparapu6om i AA, 110 TIPU3HAYAKOTHCSA OAHOYACHO Y
BUIJISIZII MOHOIIperiapariB, y YOJIOBIKIB 3 pakoM IepeJMixypoBol 3ano3u», 67652000PCR1001, Bepcis
ITonpaBka 2 Big 19 kBiTHS 2021 poky

3asaBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», Ykpaina

CnoHcop, KpaiHa

SfAHccen ®@apmarieBTrKa HB /Janssen Pharmaceutica NV , Benbris

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




