Hoparok 1
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi3oBaHe, To/BikiHe criire, Tiane00-KOHTPOIBOBAHe KiliHiuHe qociipkeHHst dasu 111 aas oliHKM
edekTUBHOCTI Ta OGe3meuHOCTi KOOiTOMMOAY SIK iHAYKI[MHOI Ta TiATPUMYrOUoi Tepariii B yYaCHHKIB 3
aKTMBHUM JIiBOOIYHMM BHPA3KOBUM KOJTOM TIOMIipHOTO ab0 TsDKKOTO miepebiry», Koj AOC/ipKeHHsS
CSUC-01/21, Bepcis 2.1 Big 09 yepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

In/lexc @apmactorikan3 AB, IlIsewis / InDex Pharmaceuticals, Sweden

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

kobitonimog, (Cobitolimod, COBITOLIMOD); po3uuH A5 peKTaJbHOTO 3acTocyBaHHS; 250 mr; 5Mr/mi
(minmirpam/mininitp); Vifor SA (Zweigniederlassung Medichemie Ettingen), IlIBeiitiapis; Bioexam AG,
[TBeiiniapis; Ivers-Lee AG, IIBeljapis;

[Tnaiebo g0 KobGiTomimoj, po3uMH AJi peKTaabHOro 3actocyBaHHs; Vifor SA (Zweigniederlassung
Medichemie Ettingen), [lIBeiiiiapisi; Bioexam AG, IlIBeiitiapisi; Ivers-Lee AG, IlBeiiiapis;

kobitonimog (Cobitolimod, COBITOLIMOD); po3uuH s peKTanbHOro 3actocyBanHsi; 500 mr; 10 mr/mia
(mimirpam/miminitp); Vifor SA (Zweigniederlassung Medichemie Ettingen), IlIBefirjapis; Bioexam AG,
[Isetitapisi; Ivers-Lee AG, IlIBetitiapis;

[Tnate6o g0 kobOiTOMIMOA, pO3uMH [ pekTaabHOro 3actocyBaHHs; Vifor SA (Zweigniederlassung
Medichemie Ettingen), [lIetitjapisi; Bioexam AG, IlIBeiiiiapis; Ivers-Lee AG, IlIBeiiiiapis;
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Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

) a.M.H. Kpem3zep O.O.

MeauuHUi [IeHTP TOBAaPHCTBA 3 0OMEXKXEHOI0 Bi/[IOBiAambHiCcTIO «/liacepBic», M. 3amopixoks

2) K.M.H. Jleowuk O.B.

KomyHanbHe HeKoMmepliitiHe TmianpreMcTBo JIbBiBCbKOI 0o6siacHOI pagu «JIpBiBChbKa obOsiacHa KiiHiuHa
JIIKapH$», TIPOKTOJIOTIUHE BiJ/ineHHs, M. JIbBIiB

3) a.M.H., npod. Pexis O.1.

Ob6sacHe KOMyHa/TbHe HEKOMEPIIiiHe MiApueMCTBO «YepHiBellbKa 00/1acHa K/IiHIUHA JIiKapHs», MiApO3/ia
ractpoeHTeposorii, ByKOBUHCbKUI [lep)kaBHUM MeIUYHUM yHiBepcUTeT, Kadeapa BHYTPILIHbOI MeJULMHH,
M. YepHiBLi

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«6-TKHeBe 0OaraTOLleHTPOBe paH/JOMi30BaHe MOBilHe crirne rale60-KOHTPOIbOBaHe [OC/i/)KeHHsI B
rapasie/lbHUX Irpyrnax 3 BUBUeHHs e()eKTUBHOCTI i Oe3MeyHOCTi KapurpasuHy y Aiteit (Bikom Big 10 go 17
POKiB) TIpM JTiKyBaHHi /IeMPeCUBHUX ei30/[iB, TOB’si3aHUX 3 OimonsspHuM po3nagoM [ Tumy», Kop
nocaimpkenHs 3112-301-001, nonpaBka 2 Big 19 mtotoro 2021 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CnioHCOp, KpaiHa

«Annepran Jlimiten», Bemukoopuranisi (Allergan Limited, United Kingdom)

[Tepetik goc/iyKyBaHUX
MKapChbKUX 3aco0iB
Jlikapcbka dhopma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Kapurnpasun (RGH-188; Kapunpasun rigpoxnopug [Cariprazine HCI], MP-214); kancynau; 0,5 mr; Forest
Laboratories Ireland Limited, Ipnanzis; Eurofins Biopharma Product Testing Ireland, Limited, Ipnanais
(Microchem Laboratories Ireland Ltd T/A Eurofins Lancaster Laboratories); Allergan Sales, LL.C (Formerly
called Forest Research Institute, Inc), CIIIA; Fisher Clinical Services Inc., CIIIA; AbbVie Inc, USA;
AbbVie Deutschland GmbH & Co. KG, HimeuunHa; Allergan Pharmaceuticals Ireland, Ipnanpgis;

Kapurpasun (RGH-188; KapunpasuHn rigpoxnopus [Cariprazine HCl], MP-214); kancynu; 0,75 mr; Forest
Laboratories Ireland Limited, Ipsianzis; Eurofins Biopharma Product Testing Ireland, Limited, Ipnangis
(Microchem Laboratories Ireland Ltd T/A Eurofins Lancaster Laboratories); Allergan Sales, LL.C (Formerly
called Forest Research Institute, Inc), CIIIA; Fisher Clinical Services Inc., CIIIA; AbbVie Inc, USA;
AbbVie Deutschland GmbH & Co. KG, HimeuunHa; Allergan Pharmaceuticals Ireland, Ipianzgis;

Kapurnpasun (RGH-188; Kapunpasun rigpoxnopug [Cariprazine HCI], MP-214); kancynau; 1,5 mr; Forest
Laboratories Ireland Limited, Ipnanzis; Eurofins Biopharma Product Testing Ireland, Limited, Ipnanzis
(Microchem Laboratories Ireland Ltd T/A Eurofins Lancaster Laboratories); Allergan Sales, LL.C (Formerly
called Forest Research Institute, Inc), CIIIA; Fisher Clinical Services Inc., CIIIA; AbbVie Inc, USA;
AbbVie Deutschland GmbH & Co. KG, HimeuunHa; Allergan Pharmaceuticals Ireland, Ipnanpgis;
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Kapunpasun (RGH-188; Kapurnpasun rigpoxnopuz [Cariprazine HCI], MP-214); kancynm; 3,0 mr; Forest
Laboratories Ireland Limited, Ipnanzis; Eurofins Biopharma Product Testing Ireland, Limited, Ipnanpis
(Microchem Laboratories Ireland Ltd T/A Eurofins Lancaster Laboratories); Allergan Sales, LLC (Formerly
called Forest Research Institute, Inc), CIIIA; Fisher Clinical Services Inc., CIIIA; AbbVie Inc, USA;
AbbVie Deutschland GmbH & Co. KG, HimeuunHa; Allergan Pharmaceuticals Ireland, Ipnangis;

[Tnane6o go Kapunpasuny 0,5 mr; 0,75 mr; 1,5 mr; 3,0 mr; kanicynu; Forest Laboratories Ireland Limited,
Ipnangis; Allergan Sales, LLC (Formerly called Forest Research Institute, Inc), CIIIA; Fisher Clinical
Services Inc., CIITA; AbbVie Inc, USA; AbbVie Deutschland GmbH & Co. KG, HimeuunHa; Allergan
Pharmaceuticals Ireland, Ipsanzis

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBefeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipo@. [TizkopuToB B.C.

[epxaBHa ycraHoBa «IHCTUTYT HeBpoJiorii, ncuxiaTpii Ta Hapkosiorii HarjioHanbHOI akazemii MeauYHUX
HayK YKpaiHW», K/IiHiKa BiiI/ly K/IiHIYHOI, COLia/IbHOI Ta JUTAYOI TICUXiaTpii, M. XapKiB

2) K.M.H. MatkoBcbka T.M.

Krninika fep>kaBHOI yCTaHOBU «IHCTUTYT OXOPOHM 3/I0pPOB’s AiTei Ta MiAyiTKiB HarjioHanbHOI akajemii
MeJUYHUX HayK YKpaiHu», BifJineHHs ncuxiaTpii, M. XapkiB

3) A.M.H. MenbHuK E.B.

KomyHasnbHe HeKoMepIiitiHe mignpueMcTBo «OecbKuii 06/1acHUN MeAUYHUN [IEHTP TICUXiYHOTO 3ZI0POB’S»
OpecbKoi 06/s1acHOI paay, BiagineHHs Ne9 (autsiue), M. Ozeca

4) nikap Bosomyk A.€.

KomyHasibHe HeKOoMepIiiiiHe mignpueMcTBo «OmechbKuii 00/1aCHUN MeAWUHUI LIEHTP TICUXiUHOTO 37I0POB’SI»
Opecbkoi 06s1acHOI paau, BigginenHs Ne2, M. Opyeca

5) nikap ®inb1y FO.O.

KomyHanbHe HeKoMmepijitiHe TiarpreMcTBO JIbBiBCbKOI 00OsiacHOI pazu «JIpBiBChbKa obOsiacHa KiiHiuHa
TICUXiaTPUYHA JIiKapHs», BiagisieHHs1 No25, M. JIbBIB

[Ipenapatu mopiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«Bigkpure mocmimkenns III ¢a3u 3 oL[iHKK [JOBroCTPOKOBOI 0e3MeyHOCTi TMepopabHOTO 3aCTOCYBaHHS
NMHaKIOTUAY B AiTed i3 ¢yHKIioHambHUM 3akperioM (©3) abo cMHAPOMOM IMO/[Pa3HEHOTO KHWIIeYHHUKA i3
3akpenioM (CITK-3)», kog pociimkenHss LIN-MD-66, noripaBka EU-2 Bif 07 cepmiasi 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CnioHCOp, KpaiHa

Allergan Ltd., United Kingdom

[Tepetik goC/iIKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Linaclotide (nminaknotug) (AO6AX04; Linaclotide); kamncynu TBepfi; 72 Mkr (pg)); Allergan
Pharmaceuticals, Ireland; Forest Laboratories Ireland Limited, Ireland; AndersonBrecon, Inc, USA;
Allergan Sales, LLC, USA; AbbVie Deutschland GmbH & Co. KG, Germany;
Linaclotide (ninaknotun) (AO6AX04; Linaclotide; Linaclotide); kancynu TBepai; 145 Mkr (pg); Allergan
Pharmaceuticals, Ireland; Forest Laboratories Ireland Limited, Ireland; AndersonBrecon, Inc, USA;
Allergan Sales, LL.C, USA; AbbVie Deutschland GmbH & Co. KG, Germany;
Linaclotide (nminaknotun) (AO6AX04; Linaclotide; Linaclotide); kancynu tBepai; 290 Mkr (ug); Allergan
Pharmaceuticals, Ireland; Forest Laboratories Ireland Limited, Ireland; AndersonBrecon, Inc, USA;
Allergan Sales, LLC, USA; AbbVie Deutschland GmbH & Co. KG, Germany

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., pod. bonms6oT FO.K.

KomyHanbHe HekoMepIiitiHe miAnpreMcTBo «MickKa AuTsYa KiaiHiuHa jikapHs Ne6» JIHIMpOBCHKOI MiChKOT
paju, refiiaTpuuHe BiAjineHHs, [JHINPOBCHKUM [jep)KaBHUI MeZIMUHUN yHiBepcuTeT, Kadezpa negiaTpii 3 Ta
HeOHATOoJ10rii, M. JIHInpo

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




HopnaTok 4
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

“BaraTol|eHTpOBe, BifIKpHUTE MOCTIPKEHHS [/ OLHKMA e(eKTUBHOCTI Ta Oe3MeYyHOCTi MarliMopesiHy
alieTaTty mpy OJHOKPAaTHOMY IepopajbHOMY 3acToCyBaHHi 7034 1,0 MI/KT SIK CTUMYJISALIIMHOTO TecTy Ha
ropmoH pocty (CTI'P) y mepiaTpyuyHMX MaljieHTIB 3 Tifo3poro Ha Aediuurt ropmony poctry (AI'P)” —
nocnipkedas DETECT, kop pocnimkennss AEZS-130-P02, Bepcist 1.0 Big 11 rpyans 2020 poky.

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnioHCOp, KpaiHa

«ETepHa 3enTtapic I'm6X»/ Aeterna Zentaris GmbH, HimeuurHa

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Maruimopenin (AEZS-130) (AEZS-130; MACIMORELIN ACETATE; mauimopeniHy aijetaT; macimorelin
(mauimopesniin) 0,5 Mr/ma (Mislirpam/MiniiiTp); TpaHy/u AJis opanbHOI cycrieH3ii; 63,6 mr; Pharbil Pharma
GmbH, HimeuunHa;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipo¢. Pe3niuenko FO.T'.

KomMyHa/ibHe HeKOMepIiiiiHe MiZIpUeEMCTBO «3aropi3bKa o0slacHa KITiHiUHA JUTSYA JiKapHs» 3aropi3bKoi
obJtacHOI pajy, TefiiaTpUyHe BiJIi/IeHHS, M. 3arTOPiXOKs

2) A.M.H., ripod. bonbiosa O.B.

Hep>xaBHa ycraHoBa «IHCTUTYT eHIOKpUHOJIOTiT Ta 00MiHy peuoBuH iM. B.IT1. Komicapenka HarioHanpHOI
aKkaziemii MeIUYHUX HAyK YKpaiHW», BiJJiJIeHHS AUTSIYOI €HJOKPHMHHOI MaToJIorii, Migpo34ia BiAuly
JUATAYOI eHJ0KPUHHOI rartoJiorii, M. Kuis

3) A.M.H., npod. Bnacenko M.B.

KomyHanbHe HeKOoMepIjifiHe MiAnprueMCcTBO «BiHHUIbKUE 00/1aCHUN KTiHIYHMM BHUCOKOCTIeIliaTi30BaHUH
eH/IOKPUHOJIOTiUHMI 1IeHTp BiHHMIIBbKOT 00/1acHOi Pasiy», TeparieBTruHe BiagineHHst Nol, BiHHULIbKUIM
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Hal[iOHa/IbHUHM MeinuHui yHiBepcuTteT iM. M.I. [TuporoBsa, kadeapa eHAOKpUHOJIOTIT, M. BiHHULIS

4) n.M.H., ipod. Cenatoposa I'.C.

KomyHanbHe HeKOMepIfiiiHe MigNpUEMCTBO XapKiBcbKoi ob6sacHOi paau «O6nacHa [uTsva KiTiHiuHa
JIiKapHsI», €H/IOKPUHOJIOTiUHe BiJJi/leHHs1 3 TefiaTPUUHUMM JIDKKaMd [Jis  [iTed 3 PpiJKiCHUMU
3aXBOPIOBaHHSIMM, XapKiBCbKUW HalliOHaMbHUA MeAWYHUM yHiBepcuTeT, Kadenpa mepiatpii Ne 1 Ta
HeOHATOoJIorii, M. XapKiB

[TpenapaTtu nopiBHsiHHS, | ApriHiHy rigpoxsiopug (NDC0009-0436-01; Arginine Hydrochloride (Aprininy rigpoxnopua) 30 r);
BHUPOOHMK Ta KpaiHa po3uuH A4 iHQy3ii; 0,1 r/mn (rpam/mininitp); AEterna Zentaris GmbH, Himeuuuna; allphamed PHARBIL
Arzneimittel GmbH (NextPharma), HimeuunHa;

Knoniguny rigpoxnopuz (Clonidine hydrochloride (Knoniguny rigpoxnopuz) 0,075 wmr (Mistirpam);
tabnerku; 0,08-0,15 mr/m?, AEterna Zentaris GmbH, Himeuunna; allphamed PHARBIL Arzneimittel
GmbH (NextPharma), HimeuunHa;

CymnyTHi —
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOro JupeKkTopa /lupeKkroparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTtok 5
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«J1OBroCTpOKOBE [JOCHTI/PKEHHSI /11 OLiHKA Oe3rekr Ta eheKTUBHOCTI JeOpikizymaba y mMaljieHTiB 3
aTOMIUHKWM [IepMaTUTOM TMOMIPDHOTO I TSDKKOrO CTymeHs», Kof pocmijkeHHs DRMO06-AD07/J2T-DM-
KGAA, nporokon Bif 27.03.2020 p., nonpaeka 1 Bix 12.12.2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YKpaiHa»

CnoHcop, KpaiHa

Dermira Inc. a wholly-owned subsidiary of Eli Lilly and Company, USA («[Jepmipa, IHK.», qouipHs
KOMIIaHisl, 1110 3HaXO/AWUTbCS Y NMOBHiK BiacHOCTi KomnaHii «Eni Jliini enn Komnani», CIITA)

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

Lebrikizumab (ne6pikizyma6) (DRMO6; Lebrikizumab; DRMO06); po3uvH g iH’€KIlili y TMornepegHbOo
HaroBHeHOMY wmmnpui 250 mr/2 mn; 125 mr/mi; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Eli
Lilly European Clinical Trials Services (ELECTS), Belgium; Fisher Clinical Services, USA; Catalent CTS,
LLC, USA;

[Tnare6o go Lebrikizumab (ne6pikizyma0), po3unH Ayist iH’€KIIii y mornepeHbL0 HallOBHEHOMY IIMpHIfi 250
mr/2 mii; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Eli Lilly European Clinical Trials Services
(ELECTS), Belgium; Fisher Clinical Services, USA; Catalent CTS, LLC, USA

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) n.Mm.H. Pe3niuenko H.FO.

BiiickkoBuii rocmitanb (BiticbkkoBa uactuHa A3309) BilicbKOBO-MeAMYHOrO KiaiHiUHOro 1eHTpy CximHoro
perioHy, TepamneBTWYHE BiAJiJieHHs (3 TMajsaTaMu [/ HEeBPOJIOTIYHMX Ta [JepMaTOJIOTiUHHUX XBOPUX),
M. 3aropixoKs

2) a.M.H., nipod. AHzpamko FO.B.

JIiKyBa/IbHO-/IiaTHOCTUYHUI LIeHTP TIPUBATHOTO ITiJITIPUEMCTBA «ACK/Ieliii», TOMiKIiHIUHe BifineHHs,
M. YKrOpo[,

3) roJ1. nikap Mansik H.B.

Komynanbhe mignpueMcTBo «PiBHEHCHKHI 00/1aCHUI LIKipHO-BEHEpOJIOTiYHMM AucraHcep» PiBHEHCBKOI
ob/1acHOI pajiy, aM0y/1IaTOPHO-TIOMIK/TiHIUHe BiffiiieHHsi, M. PiBHe
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IIpenapatu MOpiBHSHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi —
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbHoOro apupekropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTtok 6
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«BigkpuTe 0araToLleHTpPOBe [OC/iM)KEHHsS 3 OLiHKA Oe3MeKu, MepeHOCHMMOCTi, (apMaKOKiHETUKM Ta
dapMako/MHaMiKK ~ BHYTDIillTHbOBEHHOI ~ KapOOKCcMManbTO3u 3anmiza y HemoBmar (0-1  pik) i3
3astizozedinuTHOIO0 aHeMi€ro», Ko gociimkenHs 1VIT19046, noripaBka 3 ocTtaTouHa Bepcisi: Bif 14 KBiTHS
2021

3asgBHUK, KpaiHa

TOB «KLIP Ykpaina»

CnioHCOp, KpaiHa

«AmepikeH PimxkenT, IHK.» (American Regent, Inc.), USA

[Tepetik goc/iyKyBaHUX
MKapChbKUX 3aco0iB
Jlikapcbka dhopma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

Kapbokcumanbto3a 3amiza (PEPUH)XKEKT, @epumxkekt, Ferinject (FERINJECT®), Injectafer®)
(KapbokcumarnbTo3a 3amiza); Po3umH ans in’ekniii Ta iHdysii; 50 mr/mn; Vifor (International) Inc.,
Switzerland; KLIFO A/S, Denmark;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. bopogin A.B.

KomMyHa/ibHe HeKOMepIiiiiHe MiZIpUeEMCTBO «3aropi3bKa o0slacHa KITiHiUHA JUTSYA JiKapHs» 3aropi3bKoi
o6J1acHOI pajy, reMaToJIoriuHe BiifieHHs, M. 3aropixoKs

2) A.M.H., ipod. MakeeBa H.I.

KomyHanbHe HekomeplLiiiiHe TignpueMcTBO «MicbhKa KiliHiuHa guTsva JiikapHs Ne 16» XapKiBCbKOI MiCbKOL
paju, rejiiaTpuuHe BiffisieHHs 47151 AiTedt 10 1-ro poKy, M. XapkiB

3) nikap CaBuyk [.4.

KomyHasmeHe  HekoMmepijiiHe — TiiampuemMcTBo  JIbBiBCbKOi  00OsiacHOi  paau
crieLjiasli30BaHUM JUTAUMK MeJUUYHUM LIeHTDP», NefliaTpUuHe BifJineHHs, M. JIbBiB

«3axiiHOyKpaiHChKUI
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4) n.m.H. CuHoBepceka O.B.

KomyHansHe HekoMepIjitiHe MmimprueMcTBO «IBaHO-®PpaHKiBChbKa 06/acHa AUTSUa KIiHiuHA /ikapHs [BaHO-
®paHKiBCbKOI 00/1acHOi pasu», BiAJineHHs OHKOreMaTosiorii Ta iHTeHCHBHOI Ximioreparii, M. IBaHO-
@DpaHKiBCbK

[Iperniapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

Kowmmanisg, fika [i€ 3a [JOBIPeHICTIO, fIKy HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [OC/IpKyBaHUX
niKapchKUXx 3acobiB Ta cymyTHix MaTepianiB: TOB «CMO-I'pyn YkpaiHa»

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«BaraTorieHTpoBe, paHJOMi30BaHe, TO/BiliHe cJiire, M1aleb0-KOHTPO/IBLOBaHe JIOC/I/HKEHHS 3 MEeTOI0
ouinky npernapaty CBP-201 y mopoc/ivx maui€eHTIiB 3 XPOHIUHKWM TIOJIIMO3HUM DPUHOCHUHYCHUTOMY», KOJ
pocrimkensss CBP-201-WWO003, Bepcisi 2.1 Big 22 6epesHsi 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Cyxoy Konnekr biodapmacetotikanc, JIta, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

CBP-201 (CBP-201; C16232; CBP-201; C16232); po3uuH AJs migmkipaux in’ekiiii; 150 mr/mn; Parexel
International GmbH, Himeuunna; MabPlex International Ltd, China;

[Tnate6o mo CBP-201, po3uuH gia migmkipHux iH’ekiifi; Parexel International GmbH, HimeuuwnHa;
MabPlex International Ltd, China

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHSA B YKpaiHi

1) A.M.H., ipo@. [JuTsATKOBChKa €.M.

KomyHaneHe HekomepuiviHe mianpueMcTBO «KiiHiUHa JikapHsA IIBUAKOI
JHINpoBCchKOi MiCbKOI pajiv, aneproyioriyHui LieHTp, M. JIHinpo

2) 3aB. Bifg. 'ynpepraiino b.I.

KuiBcbka KiiHiuHa /iKapHsi Ha 3a/i3HUUYHOMY TpaHCopTi Ne2 @inii «LIeHTp 0XOpoHU 370pOB’s»
aKL[IOHEPHOT'O TOBAPUCTBA «YKpaiHChKa 3a/li3HULIS», YJIbMOHOJIOTiYHe BiffiieHHs, M. KUiB

3) nikap Bacunenko K.O.

MeauuHul 1I€HTP TOBApHCTBAa 3 0OMeXXeHOIO BiarnoBizanbHicTiO «EmenbBeiic Megikce», JiKyBa/lbHO-
ripodinakTHUHUM TiApo3aia, M. Kuis

4) k.m.H. fikoBeHko O.K.

KomyHa/bHe MiNIpUeMCTBO «BoJsiMHCbKAa 00/lacHa KiTiHiuHa JiKapHsS» BosiMHCBKOI 00/1acHOi pajw,
BiZili/IeHHs IyJIbBMOHOJIOTIT, M. JIYLBK

Me[UYHOI [TOTIOMOTU»
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IIpenapatu MOpiBHSHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi —
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbHoOro apupekropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 8
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomizoBaHe, 1o/iBiliHe crime, Talle00-KOHTPOILOBAaHe KiiHiuHe gociimpkeHHs 2b da3u s orjiHku
edeKTMBHOCTI Ta Oe3reuHocti pinemaroBipa (JNJ-53718678) y gopociux amOysaTOPHUX TIAIli€HTIB,
iHpikoBaHMX pecripaTopHO-CHHIMTIanbHUM Bipycom (PCB), 3 migBuIlleHUM PU3MKOM TIpOrpecii
3aXBOPIOBaHHS, 1110 OB’ si3aHa 3 PCB», koa gocigxeHHs 53718678RSV2008, Big 12.03.2021 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», Benbris

CnioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

PinemaroBip, Rilematovir (JNJ-53718678, JNJ-53718678-AAA, JNJ-53718678-ZCL, RSV-678;
pislemMaToBip); TabneTka, BKpuTa 000/10HKO10; 125 mr; Janssen Pharmaceutica NV, Besnprisi; Fisher Clinical
Services GmbH, IlIeeiirapis; Catalent Pharma Solutions, LLC, CIIIA; Catalent Germany Schorndorf
GmbH, HimeuunHa;

[Tnaiebo mo PinemaroBipy, Rilematovir, Tabnetrka, BKpuTa 006070HKOIO; Janssen Pharmaceutica NV,
benbris; Fisher Clinical Services GmbH, IlIBeiitjapis; Catalent Pharma Solutions, LL.C, CIIIA; Catalent
Germany Schorndorf GmbH, HimeuunHa;

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. Kneban f.1.

KuiBcbka KiiHiUHa JfikKapHsi Ha 3ali3HUYHOMY TpaHCcopTi Ne2 ¢inii «LleHTp 0XOpoHM 30pOB's»
AKI[iIOHEepHOI'0 TOBApUCTBAa « YKpaiHChKa 3a/1i3HULISA», MTO/IiK/IiHIKa, M. KuiB

2) K.M.H. [Tonsikoa I'.B.

MeauuHUH [IEHTP TOBAapUCTBA 3 00MEXXeHOI0 BifiMoBifanbHicTIO « Meauunwuii 1ieHTp «KoHcumiym Megikan»,
KJ/IiHIKO-KOHCYJ/IbTaTUBHE BiJJileHHs, M. KuiB

3) nikap Kapnenko O.O.

KomyHanbHe HeKoMmepLiikiHe MmigrnpueMcTBO «KuiBCcbka MicbKa KiiHiuHa jiikapHs Nel» BUKOHABUOTO OpraHy
KuiBcbkoi Micbkoi pagu (KuiBcbkoi MiCBbKOI [lep>kaBHOI agMiHicTpalii), TepareBTUUHe BiffineHHsT Ne2,
M. KuiB
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IIpenapatu MOpiBHSHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi —
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbHoOro apupekropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHgomizoBaHe, TO/BiliHe ciiinle, TUIale60-KOHTPO/IbOBAHE AOCTi)KeHHSI 3 OIL[iHKKA JJOBTOCTPOKOBOI'O
BIUVIMBY AymisiymMa0y Ha TioTniepe/pkeHHs 3HVDKEHHsS (YHKIii JiereHb y TAlli€HTiB 3 HEKOHTPOJIbOBAHOM)
OpoHXiambHOI aCTMOIO TIOMiPHOT'O Ta BaXKKOTO CTYTIeHS TSKKOCTI», Kof mociimkenHs LPS16676, Bepcis 1
Biz 20 cepriHs 2021p.

3asgBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiC pemiepiil e feBesionMaH, PpaHiiis)

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Oyminmymab; SAR231893; Dupilumab; REGN668, Dupixent®; po3uumH panas iH’ekniti (mo 300 mr y
TIoTIepeJHhO HAroBHeHUX Immpuijax 06’emom 2 mm); 150 mr/mn; SANOFI-AVENTIS RECHERCHE &
DEVELOPPEMENT, France (inma Ha3Ba — Sanofi-Aventis Recherche & Developpement), France;
Regeneron Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc., USA; Nitto Avecia Pharma Services,
USA; Fisher Clinical Services (inia Ha3Ba - Fisher Clinical Services Inc.), USA; Catalent Indiana LLC
(inma Ha3Ba — Cook Pharmica LLC), USA; Eurofins Lancaster Laboratories, Inc., USA; Almac Clinical
Services Limited, United Kingdom; Creapharm Clinical Supplies, France; Sanofi Winthrop Industrie,
France; Sanofi-Aventis Deutschland GmbH, Germany; PPD Development Ireland Ltd., Ireland; Eurofins
BioPharma Product Testing Munich GmbH, Germany; Eurofins Biopharma Product Testing Ireland
Limited, Ireland; Almac Clinical Services, USA; Almac Clinical Services, USA; Regeneron Ireland
Designated Activity Company (DAC) (inia Ha3Ba — Regeneron Ireland Designated Activity Company),
Ireland;

[Tnare6o mo Hdyrmisymab, po3uuH Ajis iH’ ek (1o 300 mr y rornepeAHbO HAIIOBHEHUX ILTIPULIaX 06’ eMoM 2
mn); SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT, France (inma Ha3Ba — Sanofi-Aventis
Recherche & Developpement), France; Regeneron Pharmaceuticals, Inc., USA; Nelson Laboratories, Inc.,
USA ; Nitto Avecia Pharma Services, USA ; Fisher Clinical Services (inma Ha3Ba - Fisher Clinical Services




2 TPOJIOBXKEeHHA JojaTka 9

Inc.), USA ; Catalent Indiana LLC (inma Ha3Ba — Cook Pharmica LLC), USA ; Eurofins Lancaster

Laboratories, Inc., USA; Almac Clinical Services Limited, United Kingdom; Creapharm Clinical Supplies,
France; Sanofi Winthrop Industrie, France; Sanofi-Aventis Deutschland GmbH, Germany; PPD
Development Ireland Ltd., Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany; Eurofins
Biopharma Product Testing Ireland Limited, Ireland; Almac Clinical Services, USA; Almac Clinical
Services, USA; Regeneron Ireland Designated Activity Company (DAC) (inma Ha3Ba — Regeneron Ireland
Designated Activity Company), Ireland;
[Mnaue6o mo Hyminymaby (Dupilumab, REGN668, SAR231893; 150 mr/mm); po3uwH Ans iH’€KUifi y
nioriepegHb0 HanoBHeHux wirpuiiax; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT, France
(imua Ha3Ba — Sanofi-Aventis Recherche & Developpement), France; Regeneron Pharmaceuticals, Inc.,
USA; Nelson Laboratories, Inc., USA; Fisher Clinical Services (inmia Ha3Ba - Fisher Clinical Services Inc.),
USA; Catalent Indiana LLC (inma Ha3Ba — Cook Pharmica LLC), USA; Almac Clinical Services Limited,
United Kingdom; Creapharm Clinical Supplies, France; Sanofi Winthrop Industrie, France; PPD
Development Ireland Ltd., Ireland; Almac Clinical Services, USA; Almac Clinical Services, USA

Bianosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBeeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.M.H., ipo¢. AHzpeitunH C.M.

KomyHaneHe HekoMepLiiHe MiANPUEMCTBO «TepHOMibCbKAa KOMYHa/bHa MicbKa JiikapHa No 2»,
TepaneBTUYHe BigziieHHss Nel, TepHOMibCbKUK HalliOHA/IbHUM MeJWUHUN  yHIiBEpCUTET iMeHi
I.51. TopbaueBcbkoro MiHicTepcTBa OXOPOHM 370POB'St YKpaiHW, Kadezpa MporeieBTUKA BHYTPIlIHBOI
MeJMLIMHU Ta ¢pTu3iaTpii, M. TepHOMiib

2) k.M.H. [JobpsiHChKMi [].B.

MeauuHul 1IeHTP TOBapHMCTBAa 3 OOMEKEHOI0 BiJMoOBiJanbHICTIO «MeanuHa KiiHika «baromeny,
JIIKYBaJIbHO-IiarHOCTAUYHUM TiApo3aia, M. Kui

3) 3aB. Bifg. 'ynaepraiino b.I.

KuiBcbka KiiHiYHa JiKapHd Ha 3a7i3HMYHOMY TpaHcropTi Ne2 @inii «LleHTp 0OXOpoHU 3[0pOB’s»
aKL[IOHEPHOTO TOBAPUCTBA «YKpaiHCbKAa 3a/li3HHULIS», YJIbMOHOJIOTiYHe BifiieHHs, M. KUiB

4) p.M.H., npod. Koanenko C.B.

Ob6sacHe KOMyHa/lbHe HEKOMEPpIIiiHe MiApueMCTBO «YepHiBellbKa 00/1acHa KJIiHIUHA JIiKapHs», MiApo3aia
yJbMOHOJI0TIT, M. YepHiBLIi

5) A.M.H., ipod. MocToBoi1 HO.M.

[IpuBaTHe Masie mignIpUeEMCTBO, MeJUUHUM LeHTp «[lynbc», TepaneBTHYHE Bif/ineHHs, M. BiHHuLA

6) K.M.H. Murosuu B.B.

KomyHaneHe HekomepLiiiHe mianpueMcTBO «LleHTpanbHa MickKa KJ/liHIUHA JiiKapHs [BaHO-@paHKiBCHKOI
MiCBbKOI pajin», TeparieBTUUHe BifziieHHs: Nel, M. IBaHO-PpaHKiBChK
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7) k.M.H. Hopetiko B.A.

JlikyBanbHO-ziarHocTuHMA 1leHTp «XEJICI EH/J] XEIIl» ToBapucTBa 3 0OMe)KeHOIO BiJMOBifjanbHiCTIO
«XEJICI EHJI XEITl», Menuunuii KaiHIYHUNA AOCTiIHALBKUNA LeHTP, BiAia MyJabMOHOJIOTII i aneprosorii,
M. KuiB

8) a.M.H., npo@d. OcTpoBchkuii M.M.

KomyHanbHe HekoMmepriiiiHe TignpueMCcTBO «IBaHO-PpaHKIBCHKUIM 00/1aCHUM (PTH3i0IMy/TbMOHOIOTiUHUH
1eHTp IBaHO-®paHKiBCHKOI 0671aCHOT pajiu», LIEHTP JieTeHeBUX 3aXBOPIOBaHb, Bif[i/IeHHS MMy/JIbMOHOJIOTIT
No2, IBaHO-PpaHKIiBCHKMM HallioHATBLHUM MeIUUHUM yHiBepcuTeT, Kadeapa dTusiaTpii i mysabMoHosorii 3
KypcoM ripodeciiiHux xBopo0O, M. IBaHO-PpaHKiBCbK

9) k.M.H. [TonsikoBa I'.B.

MenuuHul [IeHTP TOBAapUCTBA 3 0OMeXXeHO0 BifnoBifanpHicTI0 « Meauunnii eHTp «KoHcumiym Megikan»,
KJ/IiIHIKO-KOHCY/IbTaTUBHe BiJJineHHs, M. KuiB

10) 3aB. Big. Cmonsuuii O.11.

KomyHanbHe HekoMepliiliHe mianpueMcTBo «Opecbka obsiacHa KiiHiuHa JjikapHs» OpechKoi o06sacHOI
paju», yJIbMOHOJIOTYHe BiajiieHHs, M. Ofeca

11) nikap Caipigenko 1.0.

Mennunuii rieHTp "OK!KuiHik+" TOBapucTBa 3 00Me)KeHOI Bi/oBifjanbHiCTIO "MiXKHapOAHUN iHCTUTYT
K/IIHIYHUX [OC/IIJ)KeHb", CTallioHapHe BifJliyieHHs], BiAZLT Iy/ibMOHOJIOTIT, M. KuiB

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaTtv
CyIyTHBOI Tepariii

CynyTHi MaTepianu:

- crliporpadu;

- NIOX mnpuctpoi;

- OCLJW/IJIOMeTpY;

- Fridge Tag TepmomepTy;

- HOyTOYyKWY;

- KULLIEeHbKOBI CIlipoMeTpy;

- npwiagu ((paHToMm) [/1s1 OL[iHKY Ta CTaHJApTH3aLlii MPOTOKOJIiB CKaHYBaHHS

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«baraTolieHTpOBe, paHiOMi30BaHe, MojBiliHe ciine gociimpkeHHs da3u 111 ans ouiHku edeKTUBHOCTI i
6e3meudocti mpemnapaty RGB-14-P y mopiBusiHHI 3 [lpomia® y >KiHOK 3 MOCTMeHOIay3aJlbHUM
ocTeornopo3om», Kog nocaimkerHss RGB-14-101, Bepcist 1.0 Big 10 6epe3nst 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Gedeon Richter Plc., Hungary

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Henocymab (RGB-14-P) (RGB-14-P; [enocymab; Denosumab; [eHocymab (RGB-14-P); RGB-14-P,
6ioananor meHocymaby; RGB-14; Denosumab); po3uuH fjist iH’€KIIiid y roriepeiHbO 3aTIOBHEHOMY IIITTPUIIi;
60 wmr; Parexel International GmbH (European Distribution Center (EUDC)), Himeuunna; SARTORIUS
STEDIM BIOOUTSOURCE LIMITED (Sartorius Stedium BioOutsource Limited), Benuka BbpuTaHis;
Pharmaceutical Control and Development Laboratory LLC, ¥YropiiuHa; Chemical Works of Gedeon Richter
Plc. (Gedeon Richter Plc), ¥Yropmmna; Chemical Works of Gedeon Richter Plc. (Gedeon Richter Plc),
YropuvHa;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) 3aB.migpospginom Betiko I'.B.

MeauuHUl 1[eHTP TOBApUCTBA 3 OOMEXKEHO BiAMOBiZambHICTIO «L[eHTp CiMeMHOI MeAWIUHM TUTIOC»,
JIiIKyBaJ/IbHO-TIpO(iNakKTHUHUM miapo3aia, M. Kuis

2) A.M.H., ipod. I'purop eBa H.B.

HeprkaBHa ycraHoBa «IHCTUTYT repoHTosiorii imeni [].®. UeboTaproBa HarjioHampHOI akageMii MeJUUHUX
HayK YKpaiHW», Bifzin KiiHiyHol ¢i3ionorii Ta maTomnorii oropHO-pyXoBOro amnaparty, BifjileHHsl BiKOBOI
TaToJI0Ti1 OMOPHO-PYXOBOI0 arnapaTty, M. Kui

3) nikap XpycranboBa JI.B.

MeanuHu# [IeHTP TOBAaPUCTBA 3 0OMEXKEeHOI0 BifToBifampHicTIO «Menoya-KiiHik», TiKyBa/lbHO-
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npodisakTHYHUM migpo3ain, M. Kuis

4) k.M.H. Kneban f1.1.

KuiBcbka KiiHiYHAa JiKapHs Ha 3ami3HUYHOMY TpaHcropTi Ne2 @inii «L]eHTp OXOpoHU 370pOB’s»
AKI1iOHEpHOT'O TOBAapUCTBa «YKpaiHChKa 3a/li3HULs1», KOHCY/IbTaTUBHO-/1iarHOCTUYHUM LIEHTP MOJIiK/IiHIKHY,
M. Kuis

5) A.M.H., npod. CtaHiciaBuyk M.A.

KomyHasbHe HeKOMepIliliHe MinmpueMCTBO «BiHHMIIbKAa oOsiacHa KiiHiuHa sikapHsi imeHi M.I. TTuporosa
Binnuipkoi obacHoi paau», Bucokocrelliani3oBaHWM K/IiHIUHWKM 1[eHTP PeBMaToJIorii, OCTeornopo3y Ta
GionoriuHoi Teparii, M. BiHaMIS

6) K.M.H. BumnuBenpbkuii L1

KomynanbHe mifgnpueMctBo «JIikapHs Nel» JKUTOMUPCBKOI MICBKOI pajy, KOHCYJ/IbTaTUBHO-JIIKyBajbHe
BiagineHHs1 «HayKoBO-0CTiAHULIBKUM LIEHTP», M. 2KUTOMUD

7) pA.M.H., ipo@. [llepuyk C.B.

HaykoBo-gocmiguuii  iHCTUTYT peabimitarii oci6 3 iHBamigHicTIO (HaBYa/LHO-HAYKOBO-TiKYBaIbHUM
KOMIIJIeKC) BiHHHMIIBKOTO HallioHa/lbHOTO Mefu4HOro yHiBepcutety iM. ML.I. [Tuporosa, Bigzin Teparmii Ta
K/IiHiUHOI peBMaTosorii, BiHHUI[bKUI HallioHa/LHUN MeAUuUHUM yHiBepcuTeT iM. M.I. [Tuporosa, kKadezapa
BHYTPILIHBOI MeuLIMHUA Ne2, M. BiHHUIIA

8) 3aB. Bii. Mucnibopceka 3.3.

KomyHanbHe HekoMmepliiiiHe mianpuemMcTBo «LleHTpasbHa MicbKa KJIiHiYHA jikapHs IBaHO-PpaHKiBCbKOI
MiCBbKOI paJin», peBMaTOJIOT1yHe BifziyieHHs, M. IBaHO-PpaHKiBCbK

[Tpenapatu nopiBHsiHHS, | [Ipomia (Denosumab; [deHocymab; Ilpostia; Ilponia®, miuenszoBanuid miperapat B CIIIA; Denosumab);
BHUPOOHMK Ta KpaiHa pO3uUMH [Jis1 iH’ €KL y nonepefHbO 3anoBHeHoMY wmnpuLi; 60 mr; Parexel International GmbH (European
Distribution Center (EUDC)), Himeuuuna; Chemical Works of Gedeon Richter Plc. (Gedeon Richter Plc),
YropuwmHa; Amgen Inc., CIIA;

CynyTHi —
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HopaTok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«baraTolieHTpOBe paHAOMi30BaHe TMOABIMHO criine Tulalle60-KOHTpoboBaHe AociimkeHHs I dasu, 1o
TIPOBO/IUTHCS B TapajiesibHUX TPYTax Malji€HTiB i3 cepeIHbOTSHKKUM ab0 TsHKKUM TiepebiroM BHPa3KOBOTO
KOJIiTYy B aKTHBHiM (hopMi 3 MeTOr0 OLIiHKM KiiHiuHOi eheKTUBHOCTI Ta Ge3meuyHocTi rpernapaty VTX002»,
ko nocaipkeHHs VTX002-201, pexpakuis 1.0 Big 24 yepBHsi 2021 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEKEHOIO BIATIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«Onninan ®@apma Jlimiten» (JOUipHE MiANPUEMCTBO B TIOBHIM BIAaCHOCTI KoMmaHil «BenTukc baliocaeHcus
Inkopriopetites») [Oppilan Pharma Limited, a wholly-owned subsidiary of Ventyx Biosciences, Inc.],
Benmvka bputaHist

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

VTX002 (VTX002; OPL-002; VTX002 mono acetate); TabeTK{, BKPUTi TUTIBKOBOIO OOOIOHKOIO; 3 MT;
"Bioduro-Sundia", CIIA; "PCI Pharma Services Germany GmbH", HimeuunHa; "Millmount Healthcare
Limited", Ipnangis;

VTX002 (VTX002; OPL-002; VTX002 mono acetate); Tab/eTKu, BKPUTi TTIBKOBOIO 00OJIOHKOIO; 7 MT;
"Bioduro-Sundia", CIIA; "PCI Pharma Services Germany GmbH", Himeuuuna; "Millmount Healthcare
Limited", Ipnangis;

VTX002 (VTX002; OPL-002; VTX002 mono acetate); TabseTKy, BKpUTi TUTiBKOBOIO 000/10HKO0; 10 Mr;
"Bioduro-Sundia", CIIA; "PCI Pharma Services Germany GmbH", HimeuunHa; "Millmount Healthcare
Limited", Ipnangis;

VTX002 (VTX002; OPL-002; VTX002 mono acetate); TabeTku, BKPUTi IUTIBKOBOIO 000/10HKO; 20 MrT;
"Bioduro-Sundia", CIIA; "PCI Pharma Services Germany GmbH", HimeuunHa; "Millmount Healthcare
Limited", Ipnangis;

[Tnare6o mo VTX002, TabseTKu, BKPUTI TITIBKOBOIO 060/10HKOM0; "Bioduro-Sundia", CIIIA; "PCI Pharma
Services Germany GmbH", Himeuunna; "Millmount Healthcare Limited", Ipiangis




2 MpOJOBXKeHHs fojaTka 11

Bignosigansuuii (i) 1) k.m.H Hanenko O.I'.
JOCJIHUK (1) Ta MicLie KomyHanbHe HekoMepLiliHe mignpueMcTBo «MicbKa KiiHiuHa siikapHs Ne2 imeni mpod. O.0. IllanimoBa»
(s1) mpoBefieHHS XapKiBCBKOI MiCBKOI pajivi, TIPOKTOJIOTIUHE BifiiieHHs, M. XapKiB

BUTNIPOOYBaHHs B YKpaiHi | 2) A.M.H., ipod. ITpuctyna JI.H.

KomyHanbHe HekomepiiiiHe mianpuemMctBo Cymcbkoi ob6macHoi paau «Cymcbka oOsacHa KiliHiuHa
JIiKapHsi», racTpoeHTepoJioriuHe BiaziieHHs, CyMCbKUW [ep>KaBHUM YHiBEpCUTeT, MeJUUYHUN iHCTUTYT,
Kadepa BHYTPIlLIHbOI Me/IULIMHU 3 L]eHTPOM pecripaTopHol MeAuLMHU, M. CyMu

3) nikap Ckubasno C.A.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX JO0C/IiIP)KeHb», BiJ[i/1 raCTPOEHTepOJIOoTii Ta renaTosIorii CTaljioHapHOro BiazisieHHs, M. Kuis

4) p.M.H., ipod. CranHiciaBuyk M.A.

KomyHanbHe HeKOMepIjiiiHe TiAnpueMcTBo «BiHHMI[bKA obOsiacHa KiiHiuHa JikapHsa im. M.I. TTuporoBa
Binnuipbkoi obmacHoi Paau», OOsacHUi crielfiai3oBaHUM K/IiHIYHMM TacTpoeHTeposoriunuii LleHTp,
BiHHuIbKMI HaljioHanbHUM MefnuHui yHiBepcuteT iM. M.I. TluporoBa, kKadesnpa BHYTPIilIHbOI MeULIMHU
Nel, M. Binuuiis

5) A.M.H., npo¢. CkpunHuk [.M.

KomyHanbHe mignpuemctBo «[losTaBcbka o6siacHa kiiHiuHa sikapHs im. M.B. CkridocoBcbkoro
[MonraBchKkoi 06macHOi pagw», OO6macHUM TacTPOEHTEepOsIOTiUHMN 1eHTp, [lonTaBCHKUMIA [1epKaBHUM
MeJIMUHUI YHiBepcuTeT, Kadezpa BHYTPilIHbOI MeAulMHU Nel, M. [TosiTaBa

[IpenapaTtu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi - 12-kaHanbHul peectpaTop A Xxonrep-MoHiTopuHry EKIT "M12R-04771" B KOMIIIEKTi i3 CyMKORO-
Marepianu/npernapaTy YyOXJIOM, KabensMu [y Tiji’€HaHHS eeKTPOJiB A0 TallieHTa Ta ajantepoM. Bupobuuk: "Global
CYIyTHBOI Teparnil Instrumentation LLC", CIIIA.

- Habip s mpoBegennst xontep-moHiTopunry EKI', ymict Habopy: 1 mapsieBa cepBeTKa [jisl MiATOTOBKA
mKipu maijieHTta Ays npoBefeHHs EKI'; 1 ogHopa3oBa G6puTBa i3 jie3oMm; 1 BevkKa OHOpa30Ba CepBeTKa
npocoyeHa cruptoM "WebcolTM" 715 mpoTWpaHHs LIKipY Malji€eHTa Mic/sl TO/MiHHS TepeJ, NpOoBeZeHHsIM
EKT', Bupobuuk "COVIDIEN"; 10 enektpozie "PerformancePlusTM", Bupo6HuK "Graphic Controls d.b.a.
Vermed", CIIA; 2 ankaniHoBi Garapeiiku "Varta" tumy AA, BupobHukK "VARTA Consumer Batteries
GmbH&Co. KGaA", Himeuyuuna. BupobsieHo anisi "ERT", CIIIA.




3 MpOJOBXKeHHs fojaTka 11

- Cmaptdon "Apple iPhone 6S" (Mozens A1688) (enleKTpPOHHMI OMUTYBAJbHUK, IIJ0 BUKOPHUCTOBYETHCS 3
MeTtoro peectpauii cumrnromiB BK martjienTiB). Bupo6nuk: "Apple Computer Trading (Shanghai) Co. Ltd.",
Kuraii.

- Cmaptdon "Apple iPhone 7" (eleKTpOHHMII OMUTYBa/bHUK, 1110 BUKOPUCTOBYETHCS 3 METOH peecTpariii
cumritomiB BK marjienriB). Bupobuuk: "Apple Computer Trading (Shanghai) Co. Ltd.", KuTaii.

- IMnanmer "Apple iPhone 6S" (Mozens A1954) (eneKTPOHHUM OMMUTYBATbHUK, 1[0 BUKOPHUCTOBYETHCS 3
MeToro peectpaii cumrnromiB BK marienTiB). Bupo6nuk: "Apple Computer Trading (Shanghai) Co. Ltd.",
Kuraii.

- ObnapHaHHA [/ eHAOCKomil: - HOyTOyK i3 akcecyapamu "Lenovo ThinkPad E480", B xomruiekTi i3
6/10k0M >XuBJIeHHs Ta S-Video kabeneM-mepexiJHUKOM.

Bupo6nuk: "Lenovo PC HK Limited", Kutaii.

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopnaTok 12
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Panziomi3oBaHe, BiKpuTe, OaraTolleHTPOBe [JOC/i/PKEHHs 3 BUBUEHHS JIiKyBaHHsS mperiapatom AB-729,
aHa/IoroM HYKJ/1e03(T)UAiB Ta meriiboBaHUM iHTep(epoHOM anb(da-2a y Malli€eHTiB 3 XPOHIUHOIO iHdeKLie
Bipycy rernatuty B», koa gocmifpkenHss AB-729-201, sepcis 1.0 Big 30 uepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaiHa

CnoHcop, KpaiHa

Apbytyc Biodhapma KopriopeiiuiH, CIIIA/ Arbutus Biopharma Corporation, USA

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

AB-729 (AB-729 pns iH’ekuiil); cTepuIbHUM pO3unH A1 miAmkipHux iH'ekiivt (1,0 mn y dnakoni); 180
Mr/mMa (minirpam Ha MininiTp); Yourway Transport Biopharma Services, CIIIA; Nitto Avecia Pharma
Services, Inc., CIITA

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUNIPOOYBaHHs B YKpaiHi

1) nikap /lo6psiHcbka MLA.
MeauuHUH 1IEHTP TOBAapUCTBa 3 0OMEXKEHOI0 BiNOBiZaMbHICTIO «I'apMOHist Kpacu», Bifi[i/leHHsT K/TiHIYHUX
BUTIPOOYyBaHb, M. KuiB

[TIpenapatu MOPiBHSHHS,
BHUPOOHUK Ta KpaiHa

I[NET'ACIC (nerintepdepoH anbda-2a, PEGASYS, PEGASYS® IIET'ACIC®, Ileracic®, merijiboBaHUiA
intTepdepoH anbda-2a, Iler-IOH anbda-2a) (peginterferon alfa-2a); posunH gy iH'ekyiil y nonepesHbO
HaroBHeHoMy wmpuli 180 mkr/0,5 mn; 360 mkr/mn (mikporpam Ha wininitp); Roche Pharma AG,
Himeyunna

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

laboratory supplies

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Honatok 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panziomi3oBaHe, To/BiliHe ciiime, M1aleb0-KOHTPO/ILOBaHe, 12-MicsuHe qocimkeHHs (a3 3 3 OLIHKU
BIUIMBY BEHIJIyCTaTy Ha HeMpomaTWUUYHWM Ta abpomiHambHUM Oifb y JOpOC/IMX MaljieHTiB 060X cTareit 3
xBopoboro Pabpi, ski paHille He TPOXOAWIM JiKyBaHHA ab0 He OTPUMYBAIM JKyBaHHS TPOTSATOM
1IoHakMeHIIe 6 MicsLiB», Ko gocimkeHHss EFC17045, Bepcist 1 Big 29 uepBHs 2021 poky

3asgBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnioHCOp, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiC pemiepiil e feBesionMaH, PpaHiiis)

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Venglustat (SAR402671; 1629063-78-0; SUB166602; GZ402671; GZ/SAR402671; Benraycrar; Venglustat
malate; SAR402671A); Tabnetku; 15 mr; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT
(imma Ha3Ba — sanofi-aventis recherche & developpement; Sanofi R&D), France; SANOFI WINTHROP
INDUSTRIE — CARBON BLANC (inma Ha3Ba — sanofi winthrop industrie), France; SANOFI-AVENTIS
RECHERCHE & DEVELOPPEMENT (inmia Ha3Ba — sanofi-aventis recherche & developpement), France;
Creapharm Clinical Supplies, France; Almac Clinical Services Limited (inma Ha3a - Almac Clinical
Services Ltd), United Kingdom; Fisher Clinical Services Inc., USA; Almac Clinical Services, USA; Almac
Clinical Services, USA;

ITnaie6o g0 Venglustat, Tabmetku; SANOFI-AVENTIS RECHERCHE & DEVELOPPEMENT (inma
Ha3Ba — sanofi-aventis recherche & developpement; Sanofi R&D), France; SANOFI WINTHROP
INDUSTRIE — CARBON BLANC (inma Ha3Ba — sanofi winthrop industrie), France; SANOFI-AVENTIS
RECHERCHE & DEVELOPPEMENT (inmia Ha3Ba — sanofi-aventis recherche & developpement), France;
Creapharm Clinical Supplies, France; Almac Clinical Services Limited (inma Ha3Ba - Almac Clinical
Services Ltd), United Kingdom; Fisher Clinical Services Inc., USA; Almac Clinical Services, USA; Almac
Clinical Services, USA




2 MPOJOBXKeHHA JojaTtka 13

Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBAHHS B YKpaiHi

1) p.m.H. [Tiukyp H.O.
HarjioHanbHa [JuTsiya crielfiasizoBaHa JjikapHa «Oxmataut» MO3 Ykpaind, LleHTp opdaHHUX
3aXBOPIOBaHb, KOHCY/IbTaTUBHUM Bifzin, M. Kuis

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- mabopaTtopHi Habopw;

- eJIKTPOHHI 1LI[0/IeHHVKU;

- eJieKTpoKapziorpadu.

Kowmmanisg, fika [i€ 3a [OBIPeHICTIO, Ky HaJaB CIIOHCOD UM 3asBHMK Ha BBe3eHHS [JOC/ipKyBaHUX
NiKapchbKuX 3aco6iB Ta cynyTHix Matepianis: TOB «AIEHIIISA «C.M.O.—~YKPATHA».

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




Hopartok 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PO3IMIMPEHE JOCJ/IIIXKEHHA ®A3M 1/2a 31 3BUIBIHEHHAM 103 [JId OLIHKHA
BE3IIEUHOCTI, ITEPEHOCUMOCTI, @®APMAKOKIHETUKHN, ®APMAKOINMHAMIKIN TA
[TPOTUITY XJIMHHOI AKTMBHOCTI ITIPEIIAPATY PF-06873600 B IKOCTI MOHOTEPAIIII TA ¥
KOMBIHALII 3 EHIOKPMHHOIO TEPAIIIEIO», kopx pociigpkeHHs C3661001, mompaBka 7 [0
ripotokony Bif 07 uepsHs 2021 poky

3asiBHUK, KpaiHa

[datizep Iuk., CIITA

CnoHcop, KpaiHa

[1¢arizep Iuk., CIITA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

PF-06873600 abo PF-06783600 IR (PF-06873600; 2185857-97-8; PF-06873600; C20H27F2N504S);
tabseTky; 5 mr; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Limited, United Kingdom;

PF-06873600 abo PF-06783600 IR (PF-06873600; C20H27F2N504S; 2185857-97-8; PF-06873600);
TabseTky; 25 mr; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Limited, United Kingdom,;

Letrozole Accord a6o Jlerpo3on (112809-51-5; SUB08444MIG; Letrozole; Letrozole); TabseTku, BKpUTi
TTIBKOBOIO 000/10HKOM0; 2,5 Mmr; Pfizer Ireland Pharmaceuticals, Ireland; Pfizer Limited, United Kingdom;
Accord Healthcare Polska Sp. z.0.0., Poland;

Faslodex, FASLODEX®(fulvestrant), ®A3JIOJEKC abo ®yneectpant (129453-61-8; SUB13933MIG;
Fulvestrant; Fulvestrant); po3uuH g/ in'ekiiit 2 x 250 mr/ 5 mut; 50 mr/mi; Pfizer Ireland Pharmaceuticals,
Ireland; Pfizer Limited, United Kingdom; AstraZeneca AB, Sweden
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BianosigansHuii (i) 1) nikap Boiitko H.JI.
JIOCJTiIHYK (1) Ta MiclLie KomyHanbHe HekoMepijiliHe TignpueMcTBO «KUIBCbKMN MICBbKMM K/IiHIYHMN OHKOJIOTIUHUM LIEHTP»
(s1) mpoBefieHHS BUKOHaBUoro oprany KuiBcekoi Mickkoi paau (KuiBcbkoi MicbKoi JiepskaBHOI — aAMmiHicTpariii),

BUMIPOOYBaHHA B YKpaiHi | XimioTeparneBTuuHe BifziseHHs: Ne 2, M. KuiB

2) K.M.H., gou. [lInapuk A.B.

KomyHansHe HekoMepiiitiHe miAnprueMcTBo JIbBiBCbKOI 06macHOl pasu  «JIbBiBCHKUM OHKOJIOTiUHUI
perioHanbHUM NLIKYBa/JbHO-[iarHOCTUUHWH 1LIeHTP», BifJineHHs ximioTeparii, M. JIbBiB

3) A.M.H., nipod. boHgapeHko 1. M.

KomyHanbHe HekoMepliitiHe minpueMcTBO «Micbka KiiHiuHa JlikapHs Ned» JIHIMpOBCHKOI MiCbKOI pazu»,
xiMioTepaneBTUYHe Bif/iJieHHd 3 [IeHHAM CTaljioHapoM, [IHIMpOBCHKWM [iep)KaBHUM  MeAUuHUMN
yHiBepcureT, Kadeapa OHKOJIOTII Ta MeJUYHOI paiosorii, M. JIHirpo

4) k.M.H. Hedpda M.FO.

KomyHanbHe HekoMmepliifiHe mignpueMcTBO XapKiBcbKoi o6macHoi pagu  «O6sacHUNA — KITiHIUHUH
crieljiasi3oBaHMM AMCIIaHCED paZialliiHOTO 3aXMCTy Hace/eHHs», XipypriuHe BiJfli/ieHHS] 3 OHKOJIOTIYHUMU
JIbKKamMu, M. XapKiB

5) nikap Pekyta A.C.

Mennunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJmoOBifanbHICTIO «MiKHApOJHUM iHCTUTYT
K/IIHIYHUX JOC/IIJIKeHb», BiAiA XiMioTepariii cTaljioHapHOro BifzisieHHs, M. KuiB

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi naboparopHi HabopH 3 iIHCTPYKLiSIMH.
Marepianu/mpernapaTu Kommnanis, sKa fi€ 3a [JOBipeHiCTIO, 10 HaJaB CIIOHCOD YW 3asBHUK Ha BBE3€HHS [JOC/IipKyBaHHUX
CYTIyTHBOI Tepamnii JIKAapChKUX 3aco0iB Ta cymyTHix MaTepianiB: TOB «C.M.O. - YkpaiHa»; TOB «CMO - I'PYTI Ykpaina».

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honmatok 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«JOC/IIIXKXEHHA @®A31M 1 U4 OLIHKM BE3IIEYHOCTI, ®APMAKOKIHETUKU TA
OAPMAKOIVMHAMIKU MMIABUIYIOUMX OO3 TIPEITAPATY PF-06940434 Y TIALIEHTIB I3
[TOIMPEHNMU ABO METACTATUYHUMU COJIIIHUMUN ITYXJIMHAMMW», KoA AOCTiIKeHHS
(C3891001, ITormpaBka 3 m0 npoTokony Bij 24 yepBHs 2021 p.

3asgBHUK, KpaiHa

[¢arizep Iuk., CIITA

CnioHCOp, KpaiHa

[datizep Iuk., CIITA

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

anti-ITGaV(8 (PF-06940434; rymaHizoBaHe MOHOK/IOHAMbHe aHTUT/IO (MAT) iMmyHornooyniny G1 (IgG1l);
HUMANISED IMMUNOGLOBULIN G1 ANTIBODY); po3uun gjs in’ekuiii; 100 mr/mi; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Limited, United Kingdom; Wyeth BioPharma Division of Wyeth
Pharmaceuticals LLC, USA;

Sasanlimab (PF-06801591; Sasanlimab, PD-1 mAb, PD-1 agonist, iari6itop PD-1, Recombinant humanized
monoclonal antibody (immunoglobulin gamma-4 with kappa light chains, IgG4 kappa) directed against
programmed cell death protein 1 (PD-1), cacannima0); Po3uun gns in’ekiit; 50 mr/mn; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Limited, United Kingdom; Wyeth BioPharma Division of Wyeth
Pharmaceuticals LLC, USA

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. Hedda M.IO.

KomMyHa/mbHe HeKOMeplliiiHe ITiJIPUEMCTBO XapKiBCbKOi obOsacHOi pagu  «OO6macHUM — KTiHIUYHUN
crerjiayi3oBaHMM AMCIIAHCED paZialliiHOTO 3aXMCTy Hace/leHHs», XipypriuHe BiJ/li/IeHHSI 3 OHKOJIOTIYHUMU
JIKKaMu, M. XapKiB

2) a.M.H., npod. boHaapenko .M.
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KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «MickKa KiiHiuHa jikapHs Ned» [IHINPOBCHKOI MiCBKOI pajw,
XiMioTepamneBTHUHe Bififli/ieHHsI 3 IeHHUM CTallioHapoM, [lep>kaBHMM 3ak/afi «/IHITporeTpoBCcbKa MeiuyHa
akaziemiss MiHicTepcTBa OXOpPOHM 3[0pOB’sl YKpaiHu», Kadeapa OHKO/OTii Ta MeAWUHOI pafiosorii, M.
HHirpo

3) k.M.H. [ToHomapsoBa O.B.

KomyHanbHe HekoMepliiiiHe mignpueMcTBO «KUIBCbKUN MIChKUN K/IiHIUHKMN OHKOJIOTIYHUN LIeHTP»
BUKOHaBYOro opraHy KuiBcbKoi MickKoi pagu (KuiBCbKOI MiCBKOI Aep»kaBHOI aMiHiCTpaLlil), BigJineHHs
ximioreparii Nel, m. KuiB

4) nikap PekyTta A.C.

Menuunuii neHTp «OK!KimiHik+» TOBapucTBa 3 00MEXXeHOK BiJMOBifanbHICTIO «MiKHAPOJHUM iHCTUTYT
K/IIHIYHUX JOC/IIJIKeHb», BiAiA XiMioTepariii cTaljioHapHOro BifziieHHs1, M. KuiB

[Ipenapatu OpiBHAHHS, —
BHMPOOHUK Ta KpaiHa

CynyTHi JlabopaTopHi Habopw, KOpPOOKW [y TPAHCIOPTYBaHHS, Jia3epHi CKaHepH, Yallku [Jisi Cedi, TeCTH Ha
Marepiasu/nperiapatv BariTHICTb, PYKOBaHI MaTepiaiu.
CyIyTHBOI Tepariii KowmrmaHii, #ki Air0Tb 3a [OBIpEHOCTMM, SKi HajaB CIIOHCOP UM 3asBHMK Ha BBe3€HHs [0C/iJKyBaHUX

nmikapceKux 3acobiB Ta cymyTtHix MatepianiB: TOB «I[TAPEKCEJI Ykpaina», ToBapucTBo 3 0O6MexeHOHO
BignoBiganeHicTIO «C.M.O.-YkpaiHa», «CMO-I'PYTI YkpaiHa»

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«docnimkennss I dasu MK-4280A (kombGiHarjisi daBesenimaby [MK-4280] 3 membponizymabom
[MK-3475]) y mopiBHsIHHI 3i CTaHJapTHUM JIiKyBaHHSIM TpPU paHillle B)Ke JiKOBaHOMY MeTacTaTUYHOMY
PDL1-no3UTUBHOMY KOJIOPEKTa/lbHOMY Ppaky», Koj gociifxeHHs MK-4280A-007, 3 IHKOpPIIOPOBaHOO
nonpaBkoro 01 Big 23 smnHs 2021 p.

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BizinoBifanbpHicTI0O « MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn enp Jdoym Kopn.», nouipHe mignpuemctBo «Mepk eHp Ko., IHk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

MK-4280A 20/5 mr/mn (MK-4280 20mr/mn/MK-3475 5 mr/min), 40 M CTEPWIBHOTO PO3UUHY [JIS
BHYTpillIHbOBeHHOI iHGY3ii, drakoH; MK-4280A (MK-4280 / MK-3475) (MK-4280A; Anti-LAG-3
antibody; SUB191937/ SCH/900475; SCH/900475 (Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1;
MK-3475 (Anti-PD1); MK-3475 (aPD-1); MK-4280, c¢aBe3enimab (Favezelimab) /MK-3475,
[Tem6ponizymad, Pembrolizumab; KITPY/JA; KEYTRUDA; KITPYIA®; KEYTRUDA®); cTepu/ibHUMA
PO34MH Jjis1 BHYTpillIHbOBeHHOI iH(Dy3il; 20 mr/ma/5 mr/ma; MSD International GmbH T/A MSD Ireland
(Carlow), Ireland; Merck Sharp & Dohme Limited, United Kingdom; MSD International GmbH T/A MSD
Ireland (Ballydine), Ireland; Merck Sharp & Dohme Corp., USA; Werthenstein BioPharma GmbH,
Switzerland; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services, USA; Fisher
Clinical Services UK Limited, United Kingdom; Fisher Clinical Services, USA; Fisher Clinical Services
GmbH, Switzerland; Fisher Clinical Services GmbH, Germany;

CTIBAP®, STIVAR® (SUB73090; Peropadenit (Regorafenib); TabseTku, BKpUTI T/TIBKOBOIO 000/I0HKOIO;
40 mr (Mminirpam); Bayer AG, Germany;

JIAHCYP®®, LONSURF®, TAS 102, TAS-102 (SUB174132; TpudaypuauH-TUMipaLUI
(trifluridine-tipiracil); TabneTku, BKpuTi TUIiBKOBOIO 000s10HKOIO; 20/8,19 Mr (misirpam); Les Laboratoires
Servier Industrie, France;
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Bignosigansuuii (i) 1) a.M.H., ipod. bonaapenko I.M.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HekoMepliiiiHe mianpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI paju,
(s1) mpoBejeHHS xiMioTepaneBTMUHe BiAJli/IeHHS 3 [JE€HHWM CTallioHapoM, JIHIMPOBCHKUM JiepXKaBHUM MeJUYHUN

BUTIpOOYBaHHS B YKpaiHi | yHiBepcuTeT, Kadenpa OHKOJIOTII Ta MeJUUHOI paziosorii, M. JIHirpo

2) 3aB. Bigginennsm Boritko H.JI.

KomyHanbHe HekoMepliiiiHe mignpueMcTBO «KUIBCbKUN MIChKUN K/IiHIUHKMN OHKOJIOTIYHUN LIeHTP»
BUKOHaBYoro opraHy KwuiBcbkoi Mickkoi pagu (KuiBcbkoi MiCbKOI Jep)kaBHOI —afMiHicTpallii),
XimioTepaneBTUYHe BifgiyieHHsI Ne 2, M. KuiB

3) A.M.H., reH. fupektop Ckopuii [.1.

KomyHanbHe HekoMmepliifiHe mignpueMcTBo «OO6acHUIA 1LIEHTP OHKOJIOTIii», OHKOXipypriuHe BifineHHs
IIJTyHKOBO-KMILIKOBOT'O TPakKTy, M. XapKiB

4) n.M.H., mpod. KpwkaHiBcbka A.€.

KomyHaneHe HekoMmepLiiiHe miANpueMcTBO «IIpyMKapnaTCbKUM KIIiHIYHMM OHKOJIOTIYHMM LieHTp IBaHO-
dpaHKiBCBKOI 00/1aCcHOI pagu», Xipypriute BigziseHHs Nel, IBaHO-PpaHKiBCbKUI Hal[iOHAIbLHUN MeJUUYHUI
yHiBepcuTeT, Kaeapa oHKosorii, M. IBaHO-PpaHKiBChK

5) nikap 3y6kos O.0O.

[epxaBHa ycraHoBa «HarjioHanbHMM IHCTUTYT Xipyprii Ta TpaHcruiaHtosorii iM. O.0O. IanimoBa»
HanjionanbHOI akazieMii MeJMUHUX HayK YKpalHW, BififisieHHs1 OHKoJIoril, M. KuiB

6) rou. nikap Kpynsko C.I.

MenuyHuil 1]eHTP TOBapHCTBAa 3 OOMEXKEHOI BiJ[TIOBiJJa/IbHICTIO «YKPAiHCbKUM I[eHTP TOMOTeparii»,
BifiieHHs1 xiMioTeparii, M. KponuBHULIbKUIA

7) pA.M.H., ipo@d. ['oteko €.C.

KomyHanbHe HeKoMepLjiliHe TiAnpueMcTBO «LleHTpanbHa MicbKa K/liHIUHA JiKapHSI» Y)KrOpOACbKOI MiCbKOI
pajJii, TepareBTUYHE BiJIIiJIEHHS, M. Y KTOpOZ,

8) nikap Ocurnuyk FO.4.

KomyHanbHe HekoMmepiiitiHe mignmpueMcTBo «OziecbKa obsiacHa KiiHiuHa ikapHsa» OzecbKoi 06/1acHOT pajiy,
BifilizieHHs 3arasbHOI Xipyprii, M. Ofeca

[Ipenapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi KommnaHis sgka fi€ 3a [OBIPeHICTIO, $Ky HaZaB CIIOHCOD YW 3asgBHUK Ha BBe3eHHS [OC/iKyBaHUX
Marepiasu/nperiapatv niKapchKUXx 3acobiB Ta cymyTHix MaTepianiB: TOB «Arenwisi «C.M.O.-YkpaiHa»
CYTIyTHBOI Tepamnii

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




Honatok 17

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panzomi3oBaHe KiiHiuHe gocmimkeHHs1 3 ¢da3u MOpiBHAHHA KoMOiHallii Tekictamaby 3 gapatymymabom
s migmkipHoro BBefeHHs1 (Tec-Dara) 3 kombiHarjiero pgapatymymaly [7s MiJIIKipDHOTO BBe/l€HHS,
noMamigominy i mekcametasony (DPd) abo jgapaTtymyma0y AJisi MifIIKipHOTO BBefeHHs, 60pTe3omibOy Ta
nekcameta3oHy (DVd) y maijieHTiB 3 pelaiiBHOIO ab0 pedpakTepHOI MHOXXUHHOIO Mi€IOMOIO», KOZ
JocnifykeHHs: 64007957MMY 3001, 3 nornpaskoro 1 Big 01.07.2021 p.

3asiBHUK, KpaiHa

«HHccen PapmatieBTrka HB», benbris

CnoHcop, KpaiHa

«HAnccen Papmanestuka HB», benbris

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Tekmictamab, Teclistamab (JNJ-64007957; teclistamab); po3uun, 30 mr; 10 mr/mm; Janssen Pharmaceutica
NV, bensris; Fisher Clinical Services Inc., CIIA; Fisher Clinical Services GmbH, IlIBeiitiapisi; Fisher
Clinical Services UK Limited, O6’eanane KoponiBctBo; Fisher Bioservices, O6’eanane KoposiBCTBO;
Fisher Clinical Services GmbH, HimeuuunHa; Janssen Sciences Ireland UC, Ipnanpgisi; Janssen Biologics
B.V., Hinepnaugy;

Teknicramab, Teclistamab (JNJ-64007957; teclistamab); po3uuH, 150 mr; 90 Mr/mit; Janssen Pharmaceutica
NV, Benwris; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH, IlIBeiiiapisi; Fisher
Clinical Services UK Limited, O6’eqHane KoposiBctBo; Fisher Bioservices, O6’eaHane KoposiBcTBo;
Fisher Clinical Services GmbH, Himeuunna; Janssen Sciences Ireland UC, Ipnangis; Janssen Biologics
B.V., Higepnaugu;

HMapatymymab, Daratumumab, [lap3anekc, Darzalex (JNJ-54767414, Dara G2; daratumumab); po3uuH,
1800 mr; 120 mr/mn; Janssen Pharmaceutica NV, benbris; Cilag AG, IlIBetitapisi; Fisher Clinical Services
UK Limited, O6’egnane KopomiBctBo; Fisher Clinical Services GmbH, IlIBetitjapisi; Fisher Clinical
Services Inc., CIITA
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Bignosigansuuii (i) 1) a.M.H. Macnsik 3.B.
JIOCJTiTHYK (1) Ta Miclie [HepxaBHa ycTtaHoBa «IHCTUTYT matoJsiorii KpoBi Ta TpaHcdysiliHOI mMeauuyHu HaijioHambHOT akazemii
(s1) mpoBejeHHS MeJVYHUX HayK YKpaiHu», BifiJi/leHHs1 reMaToJ/Iorii, M. JIbBiB

BUTIpOOyBaHHA B YKpaiHi | 2) K.M.H. KucenboBa O.A.
Meanunuii 1ieHTp «OK!KiHik+» TOBapucTBa 3 0OMEXXEHOI BiJNOBiJa/nbHICTIO «MiKHAPOJHUM iHCTUTYT
K/TIHIUHUX [OCTi/PKEeHb», CTalliOHApHe BiJIliZIeHHs], Bi/i/lily reMaTosorii, M. Kuis

[Ipeniapatui mOpiBHSAHHS, ImuoBizg, Imnovid, nomanigomiza, pomalidomid (pomalidomid); karicynu; 1 mr; Janssen Pharmaceutica NV,
BHUPOOHUK Ta KpaiHa Benbris; Fisher Clinical Services GmbH, IIBetitiapisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services UK Limited, O6’eqHane KoponisctBo; Catalent Pharma Solutions, LL.C, CIITA; Catalent Germany
Schorndorf GmbH, HimeuunHa; Celgene Distribution B.V., Higepnanau;

ImuoBizg, Imnovid, nomanigomiza, pomalidomid (pomalidomid); karicynu; 2 mr; Janssen Pharmaceutica NV,
Benbris; Fisher Clinical Services GmbH, IIBetitjapisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services UK Limited, O6’eqHane KoponiBctBo; Catalent Pharma Solutions, LL.C, CIIIA; Catalent Germany
Schorndorf GmbH, HimeuunHa; Celgene Distribution B.V., Higepnanau;

ImuoBizg, Imnovid, nomanigomiza, pomalidomid (pomalidomid); karicynu; 3 mr; Janssen Pharmaceutica NV,
Benvris; Fisher Clinical Services GmbH, IIBetitiapisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services UK Limited, O6’eqHane KoponisctBo; Catalent Pharma Solutions, LL.C, CIIIA; Catalent Germany
Schorndorf GmbH, HimeuunHa; Celgene Distribution B.V., Higepnanau;

ImuoBizg, Imnovid, nomanigomiza, pomalidomid (pomalidomid); karicynu; 4 mr; Janssen Pharmaceutica NV,
Benbris; Fisher Clinical Services GmbH, IIBetitiapisi; Fisher Clinical Services Inc., CIIIA; Fisher Clinical
Services UK Limited, O6’eqHane KoponisctBo; Catalent Pharma Solutions, LL.C, CIIIA; Catalent Germany
Schorndorf GmbH, HimeuunHa; Celgene Distribution B.V., Higepnanau;

IekcametasoH, dexamethason, dexamethasone (dexamethason); Tabnetku; 2 mr; Janssen Pharmaceutica
NV, Benvris; Fisher Clinical Services GmbH, IlIBeiinapis; Fisher Clinical Services Inc., CHIA; Fisher
Clinical Services UK Limited, O6’eqnane KoposiBctBo; Catalent Pharma Solutions, LL.C, CIITA; Catalent
Germany Schorndorf GmbH, Himeuunna; Aspen Bad Oldesloe GmbH, HimeuunHa;

HekcameTa3oH, dexamethason (dexamethason); Tabnetku; 4 mr; Janssen Pharmaceutica NV, Benbris; Fisher
Clinical Services GmbH, IlIBeiinjapis; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK
Limited, O6’ennane KoponiBctBo; Catalent Pharma Solutions, LL.C, CIIIA; Catalent Germany Schorndorf
GmbH, Himeuunna; mibe GmbH Arzneimittel, HimeuunHa;
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bopre3omib, bortezomib, Benkeiin, Velcade (bortezomib); mopoIiok [jist MpUroTyBaHHs po3uuHy; 3,5 MT;
Janssen Pharmaceutica NV, Benbrisi; Fisher Clinical Services GmbH, IlIBetfitjapisi; Fisher Clinical Services
Inc., CIIIA; Fisher Clinical Services UK Limited, O6’ennane KopomiectBo; Catalent Pharma Solutions,
LLC, CIIIA; Catalent Germany Schorndorf GmbH, HimeuunHa

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamnii

B.o. renepanbsHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 18
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHU /10 Jogatka Ne 38 mo
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Ykpainu Big 11 mucronaza 2021 poky
Ne 2481»

24.11.2021 Ne 2616

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararoneHTpoBe MOABiliHe CjiMe paH/OMi30BaHe TOPiBHSUIbHE AOC/I[)KeHHs B Mapaje/lbHUX Tpymnax 3
OLHKM e(eKTHBHOCTI Ta TepeHOCHMOCTi JiKapchKux mnperapaTie «AIIEMTH®», cripeii HasanbHuMii
no3oBaHui, 3,5 mr/go3y (TOB HB® «MIKPOXIM», YkpaiHa) Ta «xNALBUPHINE HYDROCHLORIDE»,
posunH i in’ekuiid, 10 mr/mn (HOSPIRA INC, CIIIA) y mnaui€HTiB micas opTrorneAuuHuX abo
TPaBMaTOJIOTIYHUX BTpyYaHb», Kog goctimkenHss NLB-ORTH, Bepcis 2.0 Big 04.10.2021

3asiBHUK, KpaiHa

TOB HB® «MIKPOXIM», YKpaiHa

CnoHcop, KpaiHa

TOB HB® «MIKPOXIM», YkpaiHa

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

ATIEVH® (nan6ydiny rigpoxnopus; HanGydiHy ripoxaopuz); crpeii Ha3albHUA 030BaHMIA; 3,5 MI/03y;
TOB HB® «MIKPOXIM», YkpaiHa;
nnane6o g0 ATIENH®; cripeii HazanbHuii go3oBanuit; TOB HB® «MIKPOXIM», YkpaiHa;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) A.M.H., ipo@. Pininenko B.A.

Krinika mepkaBHOI ycTaHOBU «IHCTUTYT marosorii xpe6Ta Ta cyryobiB imeHi mpodgecopa M.I. Curenka
HarmjionaneHol  akajgemii MeJUUHMX HAyK YKpaiHW», BiAJiJIleHHS OpTOMNeAWYHOI apTpoJiorii Ta
eH/|0TpoTe3yBaHHs, M. XapKiB

2) K.M.H. XBuctok O.M.

KomyHanbHe HekoMmepljiiHe —MignpueMCTBO  XapKiBCbKOI  oOsacHOi pagu  «OOsacHa — KitiHiuHa
TpaBMaTOJIOTiYHA JIiIKapHs», OPTOIeJ0-TPABMAaTOJ/IOTiuHe BiJijileHHs, M. XapKiB
IIpenapaTtu MOpiBHAHHS, NALBUPHINE HYDROCHLORIDE (HanOydiny rigpoxsopusg); po3umH s iH'ekrii; 10 wmr/mi;

BUPOOHUK Ta KpaiHa

HOSPIRA INC, USA; TOB HB® «MIKPOXIM», YKpaiHa;
maie6o 70 NALBUPHINE HYDROCHLORIDE; po3uuH ans in’ekuiii; Private Joint Stock Company
«Pharmaceutical firm «Darnitsa»;
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 19
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

[Ipotokon kaiHiyHOro mocaimpkeHHs MK-7902-007 3 iHkopriopoBaHow norpaskoro 06 Big 15 BepecHs
2021 poky; Ykpaina, MK-7902-007, Bepciga 1.00 Bim 08 >xoBTHs 2021 p. yKpaiHCBKOH MOBOIO,
iHdopMallis Ta JOKyMeHT mpo iHpopMoBaHy 3rofy Ajs MaiieHTa; YkpaiHa, MK-7902-007, Bepcis 1.00
Bif 08 >koBTHs1 2021 p. pocilicbkkor0 MOBOMO, iH(MOpMallis Ta J0KyMeHT mpo iHGOpMOBaHY 3roAy [Jist
rarjieHra

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

Ne 727 Big 04.04.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, nogBiiiHe cine gocmimpkenHs 111 ¢a3u kombiHalii membposnizymady (MK-3475) 3 abo
6e3 nenBarmnHiba (E7080/MK-7902) vy paHilnie He/JiKOBaHMX TALi€HTIB 3 MeTaCTaTUYHUM
He/[piOHOKTiTHHHKUM pakoMm jeredb (HKPJI) 3 moka3uukom mporopuii myxmau (TPS), mo 6isbiie abo
nopiBaroe 1% (LEAP-007)», MK-7902-007, 3 inkopriopoBaHoto moripaBkoro 05 Big 02 Gepe3ns 2021

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 20
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoB/ieHui MpOTOKOJ KiHiyHOro BunpobyBanHsi J1IP-MC-KFAH, Bepcis 3 nornpaskoto (b) Big 03 yepBHs
2021 poky; OHoBneHa bBporiypa gocC/TiZHMKA [OCTIPKyBaHOTO JiKapchkoro 3acoby LY3471851
(NKTR-358) Big 24 uepBHsi 2021 p.; Indopmatiist ans maijieHta gocimkenHs: Ta ®@opma IHpopmoBaHoi
3roau A1 ydacTi y JOC/IpKeHHI [j1s1 BUKOPUCTaHHS B YKpaiHi, Bepcist Ne 2.0 yKpalHCbKOIHO MOBORO Bif
27 ceprias 2021 poky; IHdopmatiis ans marieHTa gocmigkeHHs Ta Popma [HbopMoBaHoi 3rogu Ajis
yuacTi y JOC/i/PKeHHi /1151 BUKOPUCTaHHSI B YKpaiHi, Bepcisi Ne 2.0 pocilicbKOI0 MOBOIO Bifi 27 cepriHs
2021 poky; Iudopmarlis s maijieHta AociaimkeHHss Ta ©@opma [HpopmoBaHOI 3roau s ydacTi y
[I0IaTKOBOMY HAyKOBOMY [IOC/Ii/DKEHHI BUKODWUCTaHHSI 3pasKiB, B3SITUX Vy JOCTi[KeHHi) A
BHUKODPHUCTaHHs B YKpaiHi, Bepcisi Nel.0 ykpaiHcbKor0 MoBOIO Bifi 27 cepriHs 2021 poky; Indopmariis asis
naiieHTa fociifpkeHHs Ta Popma IHdopmoBaHoi 3rogu A yuyacTi y [J0JaTKOBOMY HAayKOBOMY
JIOC/Ti/I)KeHHI (BUKOPUCTaHHS 3pa3KiB, B3SITUX Y AOC/iIP)KeHHI) /1711 BAKOPUCTaHHS B YKpaiHi, Bepcis Nel.0
POCiiCbKOI0 MOBOIO Bifi 27 cepriHs 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBane, ToABiliHe criine, TUIalEeb0-KOHTPO/LOBaHe JAocmimkeHHss I da3u 3 aganTUBHUM
[M3aliHOM 3 MeTor0 oLiiHKM mnpenapaTy LY3471851 (NKTR-358) y naiji€HTiB i3 akTUBHUM BHPa3KOBUM
KOJTiTOM BiJ TOMipHOTO [0 TSDKKOro mepebiry», JIP-MC-KFAH, Bepcis 3 mompaBkowo (a) Bix 18
qucronazga 2020 poky

3asBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IlIBeliapis
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CrioHcop, KpaiHa Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HopnaTok 21
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikaris cyrreBoi
TIOTIPaBKU

OnHoBneHni NIpoTOKOJ Bepcis 5 3 nonpaskoro 3 Big 20.05.2021 p.; Ononenuit COVID-19 [lomatok fo
nporokoay Bixg 19.05.2021 p.; [Homarok 1 Bixg 25.05.2021 p. pgo bpomypu [HocnigHvka
JNJ-67896049/ACT-293987/NS-304 Uptravi® (selexipag) Buganus 16; OHoBnenuii Po3gin 3.2.P mocke
JOCTiIKyBaHOTO JliKapcbkoro 3acoby Cenekcimnar, Tab/seTku BKpUTi 00070HKO0 25, 50 Ta 200 MKT Bif
13.09.2019; OnHoBneHa IHCTPYKIliA [0 3aCTOCyBaHHSI Jiikapcbkoro 3acoby Bosentan (Tracleer);
IHdopmariist g5 6aTbKiB marfienTa Ta @opma iHGopmoanoi 3roau — ITpoTokon AC-065A310, Bepcis 5.0
yKpaiHCbKOIO MOBOO s Ykpainu Big 20.08.2021p.; Indopmarjisi ass 6aTeKiB maijieHTa Ta Popma
indopmoBanoi 3rogu — IIporokon AC-065A310, Bepcis 5.0 pociiicbkoro MOBOIO il YKpaiHM Bif
20.08.2021p.; Indopmatiis s maijienta Ta dPopma iHbopmoBaHoi 3rogu — IIpotokon AC-065A310,
Bepcisi 5.0 ykpaiHCbKOO MOBOW s Ykpainu Bifg 20.08.2021p.; Indopmanis ans nanienta ta Popma
indopmoBanoi 3roau — IIpotokon AC-065A310, Bepcisi 5.0 pociiicbkoro MOBOIO [s1 YKpaiHU Bif
20.08.2021p.; Indopmariis A naiieHTa Ta @opma iHpopMoBaHOi 3roau AJis naijieHTa Bikom 14-18 pokiB

(menoBHoiTHIM) — IIpoTtokon AC-065A310, Bepcis 4.0 ykpaiHCBKOIO MOBOK [s1 YKpaiHM Bif
20.08.2021p.; Indopmatiis A naiieHTa Ta @opma iHpopMoBaHOi 3rofu AJis naijieHTa Bikom 14-18 pokiB
(nenoBHosiTHIM) — TIpoTtokon AC-065A310, Bepcisi 4.0 poOCiiCbKOIO MOBOK [jsi YKpaiHU Bif

20.08.2021p.; Indopmariis ass naijieHta Ta @opma iHbOpMOBaHOI 3rou [/ TallieHTa BikoM /10 14 pokiB
(mamnouiTHin) - [Ipotokon AC-065A310, Bepcist 4.0 ykpaiHCbKOIO MOBORO 151 YKpainu Big 01.11.2021p.;
Indopmatiis asis naiieHTa Ta Popma iHGOpMOBaHOI 3roAu /17151 TIaljieHTa BikoM /10 14 pokiB (ManoJiiTHil) -
[Tporokon AC-065A310, Bepcist 4.0 pociiickkoro MoBoro 51 Ykpainu Big 01.11.2021 p.; [TomoB>keHHs
TepMiHy nipugatHocti 1713 Cenekcinar, TabseTku, BKpUTi 060s10HKOFO, 25, 50 Ta 200 MKT /10 48 MicsiiiB;
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3MiHa Ha3BM MiCIsl IPOBe/IeHHsI KJTIiHIYHOTO BUMTPOOYBaHHS:

byno Crano
I.M.H., mpod. MakenoHcbkui 1.0. I.M.H., pod. MakegoHcekui 1.0.
KomyHanbHe nignpueMcTBo | KomyHanbHe — HeKOMepljiliHe — MiJNIPUEMCTBO
«/JHirnponeTpoBCchKU crierfiasizoBanuii | «Mickka OaraToripodisibHa KiiHIUHA JTiKapHS
K/IiHIYHUM MeJWUHUM LIeHTp MaTepi Ta AWTWHHU | MaTtepi Ta AuTUHU iM. mpod. M.D. PynHeBa»
iMm. mpod. M.®. PyaHeBa» [IHinporieTpoBchKoi | JIHIMPOBCHKOT MiCBKOI pazy, KJTIHIKO-
obnacHoi pagu», KJ/IiHIKO-/[larHOCTAYHe | [iarHOCTUYHE BifAiseHHs, M. [THIrpo
BigisieHHs1, M. JIHinpo

Howmep Ta faTa Haka3y Ne 1849 Biz 11.08.2020

MO3 oo 3aTBepyKeHHs

K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga ky1iHiuyHOrO «PanmoMizoBaHe, bOaraTorieHTpOBe, MO/BiliHe crirne, rialebo KOHTPOJIbOBaHe, B Tlapase/ibHUX Tpyrax,
BUTIPOOYBaHHS, KO/, KOHTPOJ/IbOBaHe 3a MOIAMU KJ/IiHIYHe JOC/Ii[)KeHHS 3 MOC/IiJJOBHUM BK/IHOUYEHHAM IpyM, 3 IepioZioMm
BepCis Ta zjaTa Bi/IKDUTOrO TIOIOB)KEHOT0 JIiKyBaHHS /i1 OLIHKM edeKTUBHOCTI Ta Oe3rmeuHoCTi cenekcimary, sk

[l0/IaTKOBOI Tepariii [0 CTaHAapTHOI CxXeMHU JIiKyBaHHS y [iTeli BikoM BiJ >2 0 <18 poKiB 3 jiereHeBOIO
aprepianbHOIO rineprenHsieto», AC-065A310, Bepcisi 4 3 mornpaBkoro Amendment 2 Big 13.10.2020p.

3asgBHUK, KpaiHa «IHCCEH ®APMALIEBTUKA HB», benbris
CrioHcop, KpaiHa «IHCCEH ®APMAIIEBTUKA HB», benbris
CymnyTHi —

Marepiasu/npernaparu

CYyNyTHBOI Tepariii

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




HopnaTok 22
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Ononenuti Ilpotokon kmiHiuHOro gocnigkeHHs AC-058B303, pemakuis 5 Big 20 junusa 2021 p.;
CHHOIICHC OHOBJIEHOTO TMPOTOKOJy KiiHiuHOro gocaigxkeHHs AC-058B303, pepakuis 5 Big 20 yiurnHA
2021 p., ocTaTOUuHUM TMepeKsaj 3 aHI/iMCbKOI MOBU Ha YKpaiHCbKy MoBY Bix 13 BepecHs 2021 p.;
Bpotiypa ansi gocnifHuka 3 mpernapary noHecumos (ACT-128800), pepakuis 16 Big 04 uepsus 2021 p.;
Indopmarisi Ans marjienta Ta ¢dopma iHGopMoOBaHOI 3rojiy, ocTaTouHa pejakuis 6.0 g Ykpainu Big 16
cepriHs 2021 p., ocTaTOYHUM TlepeK/iaj, 3 aHr/1ilCbKOI MOBHM Ha yKpaiHCbKy MoBY Biz 06 Bepechs 2021 p.,
OCTaTOUHMWM TepeKsaj 3 aHIJIiMCbKOI MOBU Ha pociticbKy MoBY Bif 06 BepecHs 2021 p.; Lllkana onjiHKu
TSDKKOCTI cyiupay Komymbilicekoro yHiBepcuteTy (C-SSRS) 3 MOMeHTy OCTaHHBOTO Bi3WTy, Bepcis
14/01/09, pepakuis ajs kiaiHiyHOro gociipkeHHs AC-058B303 ykpaiHCbKOO MOBOMO /11 YKpainu Biz 09
munHs 2021 p., pociiickkoro MoBowo s Ykpainu Big 09 nunns 2021 p.; docke AocC/ifyKyBaHOTO
nikapceKoro 3aco0y nmonecumos (ACT-128800) anst kniniunoro gocrimkernHs AC-058B303, pepakiiist Bif,
28 ymamzs 2021 p.; TTomoBXeHHsT TPUBA/IOCTi TIPOBe/IeHHsT K/TiIHIYHOTO BUMPOOYBaHHS B YKpaiHi Ta CBiTi 0
31 rpyans 2024 p.

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

Ne 915 Big 08.08.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararoLieHTpoBe HeropiBHSA/IbHE A0C/IipKeHHs TIOHEeCUMO/Y IIPU JOBrOTPYBA/JIOMY 3aCTOCYBaHHI B 031
20 Mr 3 MeTOH OL[iHKM Horo O6e3rmeuHoCTi, MepeHOCHMOCTi Ta 3[aTHOCTI KOHTPOJIOBaTH mepelir
3aXBOPIOBAHHS Y XBOPDUX Ha peLUAMUBYIOUMN PpO3CiSIHUM CK/Iepo3 (TPOJOBXEHHS [OC/iyKeHHs
AC-058B301)», AC-058B303, penakuiis 4 Big 19 >xoBTHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»
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CrioHcop, KpaiHa «AkTenion ®apmacbtoTukan3 Jlimiten», [lBeiiiapis

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

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




HonmaTok 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBreHe [loche AOC/iKYBAaHOTO JTiKapchKoro 3acoby CT-P42 (admibepcenT), Bepcis 3 sikocti 3.0 Bif
20 cepriasi 2021 p.; TlogoB)KeHHsT TepMiHYy MPUAATHOCTI JOC/iI)KyBaHOTO JiKapchbKoro 3acoby CT-P42
(admibepcent) 3 9 go 12 wmicsaniB; BkIOUEHHS J0OJATKOBOTO MICI TIPOBEEHHS KJIiHIUHOTO

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

1. [.M.H., ipo¢. HoBunbkwuii 1.51.
MeauuHUH IIeHTP TOBApUCTBA 3 00MEXKEHO0 BinoBiganbHicTiO «[Tosimen 3axin», M. JIbBiB

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

Ne 762 Big 20.04.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PaH/i0Mi30BaHe, KOHTPO/IbOBaHe 3a aKTUBHUM TperapaToM, Io/iBiliHe MacKoBaHe JoC/i/pkeHHs (a3u 3 B
rapasefbHUX Trpymnax 3 OLiHKM edeKTuBHOCTI Ta OesneuHocti mpernapaty CT-P42 y mnopiBHsHHI 3
nperapatoM AMis y TalfieHTiB 3 ZiabeTMUHUM MakKyyisspHUM Habpsikom», CT-P42 3.1, Bepcis 2.0 Bif
06 TpaBHs1 2021 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa

«CemrrpioH, IHK.» (Celltrion, Inc.), Pecriy6iika Kopest

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartox 24
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHOB/IeHI pO3AiMM  [OChE JOCTIPKyBaHOTO Jiikapcbkoro 3acoby L1Y3484356 Bim Bepechs 2021:
P.8 CrabimpHicTs (1Y3484356 T1 Tablets); S.2: BuUpoOHUIITBO, aHIVIIHCHKOIO MOBOMO; IT0/10B)KEHHS
TepMiHy TPHAATHOCTI AOCTiIHKyBaHOTO Jikapchbkoro 3aco0y 1Y3484356 — 200 wmr, TabneTku, BKPHUTI
TTIBKOBOIO OOOJIOHKOIO IJisi TIepopajibHOTO 3aCTOCYyBaHHS, [0 24 wicsiiB; 3anyuyeHHsS [0/JaTKOBOTO
BUpOOHMKA mperiapaty mopiBHsHHS ®a3nogekc, Faslodex, ®ynbBectpant, ®ynBectpanT (PysiBecTpaHT,
®ynbBectpanT (Fulvestrant), Fulvestrant) posumn pss iH'ekuii (250 wmr/5 mi), 50 mr/ mn panas
BHYTPIILIIHBOM ' 130BOT'0 3aCTOCYyBaHHS: «AstraZeneca AB», Sweden

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«EMBER-3: PanzpomisoBane, Bifkpute pociizpkeHHs III ¢as3u A1 nopiBHSHHS /iKyBaHHS IperapaTtoM
1.Y3484356 Ta JiikyBaHHSI eHJOKPWUHHOIO Teparii€ro 3a BUOOPOM [OC/IiJHUKA Y TAL[iEHTIB 3 MiCI[eBO-
MommMpeHUM abo MeTacTaTUYHMM pakOM MOJIOUHOI 3a/i03d 3 TIO3UTHMBHUM CTaTyCOM peLieNTopiB
ecTporeHy Ta HeraTuBHUM craTycoM HER2, sKi paHillle oTpumyBa/v eHZOKPUHHY Teparito» , J2J-OX-
JZLC, Bepcis 1.0 Big 15 6epe3nst 2021 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», I1IBeliLiapis

CnoHcop, KpaiHa

Eni Jlinni enn Komnani, CIIIA / Eli Lilly and Company, USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonmaTok 25
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBleHUH TpoTOKON KiiHiuHoro gociimkeHHs ITI-007-403 3 iHKopriopoBaHowo morpaBkow 3.0 Bif
30 cepriusi 2021 poky; bpoiiypa ansa matjiedta, Bepcisi [V03 UKR(uk)01] Big 17 Bepechs 2021 poky
yKpaiHCbKOI0 MOBOMO; Bpoiiypa ans maiienta, Bepcis [VO3 UKR(ru)01] Big 17 BepecHsi 2021 poky,
pociticbkkoto MoBoto; ITociGHMK mMallieHTa Iof0 ydyacti y gociimkenHi, Bepcis [V03 UKR(uk)] Bix
09 BepecHst 2021 poKy, yKpaiHCbKOIO MOBOM; [ToCiOHMK maljieHTa I[0Jj0 y4acTi y AOC/i/PKeHHi, BepcCis
[V03 UKR(ru)] Bim 09 Bepechss 2021 poKy, pociiicbkoro MOBOIO; JIMCT /10 JiiKapsi II0A0 HarpaBieHHs
nauienTis, Bepcisg [VO3 UKR(uk)01] Big 17 BepecHst 2021 poky, yKpaiHCbKOIO MOBOO; JIUCT /0 nikaps
110/l0 HampaB/eHHs naijieHTiB, Bepcis [V03 UKR(ru)01] Big 17 BepecHst 2021 poky, pocCilicCbKOH0 MOBOIO;
Hocbe JI3 Lumateperone tosylate, Bepcis 7.0 Bim 07 uepBHsi 2021 pOKy, aHI/IiMCBHKOK MOBOIO;
3ajlyueHHs1 [0O/aTKOBUX BUPOOHWUMX [i/TbHUIL BHUPOOHHIITBA /IOC/TiPKYBAHOTO JiKAPCHKOTO 3acoly
JlymareniepoH (ITI-007) ThermoFisher Scientific (formerly known as Patheon Inc. [Whitby]), Kanaza, Ta
ThermoFisher Scientific (formerly known as Patheon Inc. [Toronto]), Kanaza; 3pa3ok mapkyBauHs [1J13
ITI-007 abo nnate6o, Karcyiu 60 Mr, eKBiBasieHTHi 42 MI akTUBHOI PeUOBHHH), YKPaiHCHKOIO MOBOFO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBaHe, mozBiliHe ciirne, T1alle00-KOHTPOIbOBaHe, OaraTOIleHTPOBe AOC/iKeHHS (a3 3 3
OL[iHKM e()eKTMBHOCTI Ta 6e31euHOCTi MOHOTepaIlil rpernapaToM JiyMaTelepoH TIpH JIiKyBaHHi Malfi€HTiB i3
Be/IMKUMU JIeTIPeCUBHUMU eITi30jaMH, TI0B’si3aHUMU 3 OirosisspHuM po3nazom I abo II tury (6irmosisipHoro
JleTipeci€ero) abo BeMKUM ZielpecUBHUM po3inazioM», ITI-007-403, 3 iHKopriopoBaHOO morpaBkoio 2.0 Bif
02 mucromnaga 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»
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CrnioHcop, KpaiHa Intra-Cellular Therapies, Inc. (ITT), CIIIA

CynyTHi —
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

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




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

OnoBnenuri IlpoTokon kiiHiyHOro pochigxkenHs BP40283, Bepcis 6 Big 27 Bepecus 2021 p.,
aHTJIiiCbKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomisoBaHe, mofBiliHe ciiimie, myiae60- KOHTPObOBaHe AOCipKeHHs da3u II a1 omiHku edekTiB
nperniapaty RO6889450 (PasmiTapoHT) y marjieHTiB i3 mu3odpeHieto abo 3 mm3oadeKTUBHUM PO371aJioM
Ta HeraTUBHMMHU cuMIitoMamm» , BP40283, Bepcis 5 Bif 15 BepecHs 2020 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianosigansHicTio «KoHTpakTHO-[ocmiguuiipka Opraizaifisi IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xodhdmanu-JIs Por JITa, [Isetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikaris cyTreBoi
TIOTIPaBKU

Bporrypa pociigHMKa AOCTiIpKyBaHOTO JiiKapcbKoro 3aco0by Selpercatinib [LY3527723], Bepcisi Bix
28 uepBHs 2021 p.; [HdopmMaliis /s naijieHTa gocaimkeHHs: Ta Popma iHHOpMOBaHOT 3rofu Ajis y4acTi y
JOC/Ii/I)KeHHI [I/11 BUKOPUCTaHHs B YKpaiHi, Bepcii Ne 4.0 ykpaiHcbKOor0 mMoBOw Bij 01 BepecHs 2021
poky; IHdopmatiist Ans natjieHTa goctimkeHHss Ta @opma iHbopMoBaHOI 3roAu /s yUacTi y AOCTiIKeHH]
JI71s1 BUKOPUCTaHHS B YKpaiHi, Bepcisi Ne 4.0 pociiicbkoro MoBoto Bif 01 BepecHs 2021 poky; IHdopmatiis
I/ mauieHta fgociifkeHHs Ta dopma iHdopmoBaHOI 3roAM A yuyacTi y TIepexiHOMY TepioAi
JOCITi/I)KeHHsL [i/11 BUKOPUCTaHHA B YKpaiHi, Bepcig Ne 4.0 ykpaiHCbKOr0 MOBORO Bif 01 BepechHs 2021
poky; [HdopMaliis 1715 natjieHTa gocaimkeHHs: Ta @opma iHhopMOBaHOI 3roiu /s yyacTi y repexigHoMy
repiozii AocsipKeHHs 71T BUKOPUCTaHHS B YKpaiHi, Bepcis Ne 4.0 pociiicbkoro MoBoro Bif 01 BepecHs
2021 poky; ITonpaBka Ao [Tocke AOC/iPKYBaHOTO JTikapchKoro 3acoby LY 3527723, Bepcist 04 Bif uepBHs
2021 p.; 3amyuenHs: momatkoBoi BupoboHuuoi finsaku Lilly del Caribe, Inc., USA st jocmimKyBaHOTO
nikapcekoro 3aco0y Selpercatinib, Cenmepkatinio, LOXO0-292, 1Y3527723, karcysu 40 Mr Ta
Selpercatinib, Cennepkatini6, LOX0-292, 1. Y3527723, karicyu 80 mr, Beb-caiit jy1s1 Habopy mariieHTiB
y pociimkenHs LIBRETTO-431 (JZJC-UK-UA-Digital Outreach) Big 13 TpaBHst 2021 p., yKpaiHCbKOIO
MOBOIO; AHiMOBaHa OaHepHa peksama Bifg 18.02.2021 p., yKpaiHCBKOH MOBOI; TeKCT CTOpiHKH
DelicOyKy ans natieHTtiB gocmimkendss LIBRETTO-431 Big 02 Gepe3nst 2021 p., yKpaiHCBKOIO MOBOIO;
TekcT Beb-pekiamMu [ijist TIOIIYKOBUX CAWTIB ZIJis TIOIIYKY TIALiEHTIB 3 pakoM jiereHiB Big 02 6epesnst 2021
p., YKpaiHCbKOIO MOBOO; TeKCT BeO-peKk/siaMu [ijisl COL[ia/IbHUX MEpEX /IS TIOLIYKY TMalli€HTiB 3 PakoM
nereHiB Biz 02 6epe3ns 2021 p., yKpaiHCbKOK MOBOHO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020




2 MPOJOBXKEeHHA fojarka 27

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

LIBRETTO-431: baratorieHTpoBe, paH/joMi30oBaHe, Bifjkpure aociigkeHHs 11 ¢a3u nopiBHsSHHS Teparil
rperiapatoM CeJirepkaTiHiO 3 Tepari€ro mpernaparaMyd Ha OCHOBI TIOXiZHMX IUIaTHHH B TIOE€JHAHHI 3
nemMeTpekcejoM B abo 6e3 KombiHallii 3 mpuiioMom TieMOpostisymaba B SIKOCTi MepIoi JiHii JIiKyBaHHS
TIOILITMPEHOT0 UM MeTacTa3yruoro HeApiOHOKTITUHHOTO paKy JiereHi 3 HasBHiCTIO TibpuaHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 iHKopriopoBaHoto noripaBkoio (d) Big 18 muctonaza 2020 poky

3asgBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IIBenapis

CnoHcop, KpaiHa

Eni Jlinni enn Komnani, CIIIA / Eli Lilly and Company, USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonaTok 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

HNonanns HoBoro npernapaty nopiBHsHHS, ALIMTA® (ITemetpekcen), 500 Mr mOpOLIOK /i PO3UMHY IS
ingysii; Crpoiene gocbe ansa /I3 ALIMTA® (Ilemetpekcen), Bepcis 1.0 Bim TpaBHs 2021 p.,
AHTTIMCHKOI0 MOBOIO; BK/IFOUEHHST 0JaTKOBUX BUPOOHMUMX AinssHOK 1JI13 ALIMTA® (ITemetpekcen):
Lilly France -  FEGERSHEIM Zone Industrielle,2 rue du Colonel Lilly,
67640 Fegersheim, France (®pawijisi); Vianex S.A. — Plant C 16th km Marathonos Avenue Pallini Attili
15351 Greece (I'peuist); Biotec Services International Limited Biotec House, Central Park, Western
Avenue, Bridgend Industrial Estate Bridgend CF31 3RT United Kingdom(Benukob6puTanisi); 3pa3ok
mapkyBaHHs 171 [JJI3 ALIMTA® (TTemetpekcen), 500 mMr, KopoOKa, MOPOILIOK /I/Is1 PO3UMHY 15 iHDY3il,
yKpaiHCbKOI0 MOBOIO; 3pa3ok MapKyBaHHs Ans /I3 ALIMTA® (Ilemetpekcen), 500 wmr, ¢akoH,
TIOPOILOK /I/is PO3UKHY /151 iHy3ii, yKpaiHCbKOIO MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1808 Biz 04.10.2018

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomizoBane pocmimkeHHs 3 dasd, IO CKIAZAEThCS i3 ABOX YacTHH, KOMOiHamii memirutimaby
(anTH- PD-1 aHTHWTINA) Ta JBOKOMIIOHEHTHOI CXeMM XimioTepamii MOXiJHMMM TUIaTUHM Y Teparii nepiioi
MiHii TalieHTaM i3 pPO3MOBCIOPKEHMM ab0 MeTacTaTUYHUM HeApPiOHOKTITUHHUM DPAaKOM JIeTe€Hb»,
R2810-ONC-16113, 3 nonpaskoro 5 Bif 16 kBiTHs 2020 poky

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pepkenepon ®@apmacktoTikainc, Iuk., CIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoB/IeHUI MPOTOKO/ KiIiHiUHOro BuripoOyBaHHs 331-10-236, Bepcis 6.0 3 monpaBkoro 5 Big 04 cepriHs
2021 poky aHTTiMChKOK MOBOIO; 3MiHa Ha3BH 3asiBHMKA KjiHiuHoro BurnpoOyBaHHsl 3 TOB «IHC Pecepu

Yxpaina» Ha TOB «Cineoc Xesic YkpaiHa»

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

Ne 1465 Biz 08.08.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[loBroTpuBane 0OaraToL|eHTPOBe BiJKpWUTe AOCJiKEHHS [ OL[iHKM 0e3MeYHOCTi Ta MepeHOCHUMOCTi
3MiHHMX [03 Opekcrinpa3ony sK TMiATPUMYHOUOTO JIiKyBaHHS Y TiAyiiTKiB (Bikom 13-17 pokiB) 3
mm3odpeHiero», 331-10-236, Bepcis 5.0 3 monpaBkoro 4 Bif 16 uepBHsi 2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CrioHcop, KpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka dapmacbroTika

HeBenonmenT eHnp Komepcinizeiis,, [HK.», CIIIA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honatok 30
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikaris cyTreBoi
TIOTIPaBKU

OcHoBHa ¢opma iHpopmoBaHoi 3roau (IHdopmaritinuii mucToK i ¢dopma 3roAud s y4YaCHUKIB
JIOCJTi/I)KeHHsT) aHT/TiCBbKOI0 MOBORO Aiyig YKpainu, Bepcisi 5.0 Big 14 BepecHsi 2021 p. Ha ocHOBi OCHOBHOI
tdopmu iHdbopmoBaHoi 3rogau (IHopmarlitiHuii McTOK i opma 3rofu Ajisi YUYaCHHUKIB AOCTiKEHHS)
aHrJjificbkkoro MoBoro, Bepcisi 4.0 Bim 08 BepecHs 2021 p.; OcHoBHa c¢opma iHbOpMOBaHOI 3rojau
(Indbopmauiitinmii MUCTOK i hopMa 3ro/iu /il yUaCHUKIB [JOC/Ii/PKeHHs) aHTJIiCbKOK MOBOIO /1Sl YKpaiHH,
Bepcis 5.0 Bix 14 BepecHs 2021 p. Ha ocHOBi OcHoBHOI ¢opmu iHPopmoBaHoi 3rogu (IHdopmariiiHuii
JUCTOK i opma 3rofiy A/l YYaCHUKIB JOC/IPKeHHs) aHT/IilcbKor MoBoto, Bepcisi 4.0 Big 08 BepecHs
2021 p., mepek/aj YKpaiHCbKOIO MOBOW /i YKpainu Bix 23 BepecHs 2021 p.; OcHoBHa ¢opma
indbopmoBaHoi 3rogu (IHdbopmariliHuii TMCTOK i opma 3rofu AJisl yUaCHUKIB AOCTI)KEHHS) aHI/TiCbKOI0
MOBOIO /151 YKpainu, Bepcis 5.0 Bizg 14 BepecHst 2021 p. Ha ocHoBi OcHOBHOI hopmu iHPOpMOBaHOI 3roAu
(Indbopmauilinuii MMCTOK i Gopma 3roAu /sl yUaCHUKIB [OC/iPKeHHsI) aHIVIiiCbKOI MOBOMO, Bepcis 4.0
Biz 08 BepecHs 2021 p., nepeksiaj, poCikiCbKO MOBOIO A1 YKpainu Bif 23 BepecHsi 2021 p.; dogaTok ajs
naiieHTa Medidata patient cloud pexum mnaijieHTa (CKpiHIIOTH), Bepcisi 2.2 YKpaiHCBKOI MOBOIO;
Hoparok fAns manieHta Medidata patient cloud pexkum maijieHTta (CKpiHILIOTH), Bepcisi 2.4 poCiiiCbKOIO
MOBOK; AHKeTa IJIaHOBOro mofasnbiioro crnocrepexkeHHs EMPACT-MI, Bepcis 1.0 Big 19 cepriag 2021
POKY YKpalHCBKOIO MOBOM; AHKeTa IUIaHOBOIO mnogasnabuioro criocrepeskeHHs EMPACT-MI, Bepcisa 1.0
Bif 19 cepriHsi 2021 poKy pOCiHiCbKOIO MOBOIO; AHKeTa M03arjlaHOBOr0 MOJA/IbILIOT0 CIOCTePeKeHHs
EMPACT-MI, Bepcia 1.0 Bixg 19 cepriHa 2021 poKy yKpalHCBKOIO MOBOIO; AHKeTa I[103aIyIlaHOBOI'O
nozanbiioro crocrepexxeHHss EMPACT-MI, Bepcis 1.0 Big 19 cepriHsi 2021 poKy poCiliCbKOI0 MOBOIO;
306i/bILIeHHS 3aMJITAHOBAHOI KiJTbKOCTi AOC/Ti/HKYBaHUX [Jis1 BK/IIOUEHHS y BUTIPOOYBaHHS B YKpaiHi 3 254
mo 700 ocib; 3miHa HaliMeHyBaHHs 3asBHMKa B YkpaiHi 3 TOB «KOBAHC KJITHIKAJI
JNEBEJIOTIMEHT YKPAIHA» na TOB «JIABKOPII KJ/IIHIKAJI JIEBEJIOTIMEHT YKPAIHA»; 3mina




NpozoBXKeHHd fogartka 30

Ha3B MiCIlb TPOBeIeHHs K/TiHIYHOTO BUNIPOOYBaHHSI:

Bbyno

Craso

A.M.H., mpod. Llenyiiko B.IA.

KomyHanbHe ~ HekoMepLiiiHe  MiJIIPUEMCTBO
«Micbka kmiHiyHa sikapHs Ne 8» XapkiBCbKOI
MICBKOI pajy, KapgzionoriuHe BiafineHHsa 1, M.
XapkiB

A.M.H., mpod. Llenyiiko B.IA.

KomyHanpeHe ~ HekoMepliliHe  MiANPUEMCTBO
«Miceka kmiHiyHa mikapHsi Ne 8» XapkiBCbKOI
MICBKOI pajiy, KapZloJsoriyHe BiJilIeHHs IS
XBOpUX Ha iH(apKT miokapza Nel, M. XapkiB

K.M.H. Knaniia A.l.

KomyHanbHe ~ HeKOMeplLliiHe  MiJINPUEMCTBO
«XMe/IbHUIIBKUM  00/1aCHUM  CepIieBO-CYJUHHUN
LIeHTp» XMenbHULIBKOI obacHoi paznu,
Bifiji/IeHHS KapZio 1 eHA0BacKy/IsIpHOI Xipyprii Ta
iHTepBeHLIiHOT pagioJsiorii 3 rasaToro
iHTeHCUBHOI Tepamnii, M. XMe/JbHULIbKUIA

K.M.H. Kianija A.l.

KoMyHanbHe ~— HeKoMeplliiiHe  MiANPUEMCTBO
«XMebHUIBKUN  00/1aCHUM  CepIieBO-CYJUHHUH
LIeHTP» XMeIbHULIBKOT obmacHo1 pany,
BiAieHHs IHBa3UBHOI KapzaioJiorii Ta
iHTepBeHLiHOT pagioJsiorii Nel,
M. XMeTbHULIbKUI

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
K/TIiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«OnTrMi3oBaHe, 0araTolleHTpOBe, paH/OMi30BaHe, TMOABiMiHe crire, TUIAle00-KOHTPO/LOBAHE
JIOC/Ti/I)KeHHsI y TlapaJie/IbHUX Tpyrax i3 BUBUEHHS BIUIMBY eMIar/iiuio3uHy Ha 4acCTOTY rocIiTami3arii 3
TIPUBO/y CepLieBOI HeJOCTAaTHOCTI Ta BIUVIMBY Ha piBeHb CMEPTHOCTI y MaLli€HTIiB i3 rocTpuM iH(apKTOM
Miokapzaa», 1245-0202, sepcis 1.0 Big 03 yurniHsa 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MEXeHOI0 BiAnoBizanbHicTIO «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Boehringer Ingelheim International GmbH, HimeuuriHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopnatok 31
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpomypa mocnigauka JNJ-64264681, Bunanus 4, Big 17 BepecHsi 2021 poKy, aHTJTiiCbKOI0 MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021
Ne 833 Big 28.04.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure pocmimkenHss 1 ¢a3u 3 omiHku 6e3nevHoCTi, (apMakKOKiHETUKH i (apMaKoJUHAMIKH
nipernapaty JNJ-64264681 B y4yacHUKIB 3 HEXO/KKiHCbKOIO JiM(OMOIO Ta XpOHIUHUM JiMpOLUTapDHUM
neruKo3oM», 64264681 LYM1001, norpaBka 4 Biz 18 mtotoro 2021 poky;

«Bigkpure pocnimxkenHs 1b ¢a3u 3 ouinku GesneuHocTi, (apmMakoKiHeTMKM i ¢apMakoAWHAMIKK
niperiapary JNJ-64264681 y kombiHariii 3 nperniapatom JNJ-67856633 B y4acHHKIB 3 HEXOKKiHCHKOIO
AiM(OMOI0 Ta XpPOHIUHUM JIiM(OLIUTapHUM JielKo30M», 64264681LYM1002, nonpaska 2, Big 15 aunHs
2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Snccen-Cinar IntepHeiinn HB, Benbris / Janssen-Cilag International NV, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Iocwe mocimpKyBaHOro yikapcbkoro 3acoby, TL-895, Bepcist 5.0, 17 BepechHst 2021 poKy, aHT/TiHCbKOIO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure, bararolieHTpoBe JOCTiMKeHHs 2 a3y /s OL[iHKM Oe3reuHoCTi Ta e(eKTUBHOCTI Mperapary
KRT-232 abo TL-895 y mnatiieHTiB 3 Miesiohibpo3om, sKi paHillie He OTPUMYBAJIH JIiKyBaHHS iHTiGiTOpamMu
sAHyc-KiHa3», KRT-232-114, sepcida Bif 17 svnasa 2020 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeXKeHO0 BifnosifansHicTIo «MEIIENC YKPATHA»

CnoHcop, KpaiHa

«Kaproc Tepam'toTikc, Ink.» [Kartos Therapeutics, Inc], CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIlupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 33
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikaris cyrreBoi
TIOTIPaBKU

HopatoThcst BUPOOHWKY, BiAnoBiganbHi 3a Bumyck cepii: Pfizer Inc., USA; Pfizer Limited, United
Kingdom pns Bcix gocmimpkyBaHMX JIiKapCbKUX 3acobiB, 1[0 OyAyTh BUKODUCTaHI y KJIiHIUHOMY
BunpoOyBanHi C4221015 B VYkpaini: Enkopageni6; (PF-07263896; 1269440-17-6; PF-07263896;
SUB177218); Encorafenib; Ilerykcumab; EPBITYKC; (205923-56-4; SUB01178MIG); Cetuximab;
Erbitux; BeBaim3zymab (3ipabesTM); 3IPABEB; 216974-75-3; SUB16402MIG; Bevacizumab, ZIRABEV;
Karterjutabin; KATIELIMBEKC 150; 154361-50-9; SUB12474MIG; Capecitabine; Capecitabine Accord;
Oxkcaniruiatud; OKCAJIITIJTIATUAH/ OXALIPLATIN; 61825-94-3; SUB09490MIG; Oxaliplatin;
IpyvHoTekaH (ipvHOTeKaHy Trifpoxyiopufy Tpurigpat); 97682-44-5; 100286-90-6; SUBO08295MIG;
Irinotecan; CAMPTO; KanbLito c¢ostiHat; neilikoBopuH/ elKoBOpUH Kasblito (leucovorin/leucovorin
calcium); 1492-18-8; SUB06052MIG; Calcium Folinate; ®topypauun; ®@TOPYPALIMJI AKKOPZ;
Fluorouracil; 51-21-8; SUB07721MIG; Kanerura6in; KATIEIIMUBEKC 500; Capecitabine; 154361-50-9;
SUB12474MIG; IlogenHuk peectpaljii npuiiomy KarmerurabiHy B OsicTepHili ymakoBlli B pamMKax
nocnimkenns C4221015 ¢asu 3, Bepcis 2.0 Big 12 tpaBHs 2021 p., rpyna C yKpalHCBKOIO Ta POCIHICHKOIO
moBamy; [llogeHHuK peectparii npuiiomy Kamnerurabiny y ¢uiakoHax B pamkax gocmimpkeHHs C4221015
¢asu 3, Bepcis 2.0 Big 12 tpaBHs 2021 p., rpymna C yKpaiHCBKOIO Ta poCiiCbKOI0 MOBaMH; BkiitoueHHs
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JTIOJTATKOBUX MiCIIb ITPOBe/IeHHS K/TiHIYHOTO BUTTPOOYBaHHSI:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT KJTiHIYHOTO BUIMPOOYBaHHS

1. K.M.H. ["'onobopogsko O.0.

KomyHanbHe HekoMepLiiiiHe MiANPUEMCTBO «3aropi3bKUi perioHaJbHUM TPOTHITYXJIMHHUN
1[eHTpP» 3aropi3pKoi 00/1acHOI pajy, BifieHHs OHKOXiMioTeparii 3 JeHHHWM CTalliOHApOM,
M. 3aropixoKs

2. K.M.H. [Inporoscekuyi B.1O.

KomyHanbHe HekomepuiiiHe miarnpueMcTBo KuiBcbkoi obnacHoi pagu «KuiBcbka obsacHa
K/TiHIYHA JIiKapHS», TaCTPOEHTePO/IOTiUHUM 11eHTpP, M. KH1iB

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

Ne 1966 Biz 15.09.2021

Ha3ga kyiiHiyHOTO
BUTIPOOYBaHHs, KO/,
BepCis Ta faTa

«Bigkpure GaraTorjeHTpoOBe paHA0Mi30BaHe JOC/iKeHHs 3-i a3y mepioi JiiHii Teparii eHKopadeHiboM
3 IIeTyKCMMaboM y TIo€/IHaHHI 3 XiMioTepartieto abo 6e3 Hei B MOPIiBHSAHHI 3i CTaHaPTHUM JTIKyBaHHSM 3
BBifIHOIO (ha30t0 /1 OLiIHKKM Oe3MeuHOCTi 3aCTOCyBaHHsI eHKopadeHiOy Ta 1eTykcumaby 3 XimioTeparti€eto
y TAaLli€HTIB i3 MeTacTaTUYHUM KOJIOpeKTaJbHUM pakoMm i3 MmyTtauiero BRAF V600E», C4221015,
rorpaBka 3 10 NpOTOKoy Bif 24 moToro 2021 poky

3asgBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

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




Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOTO MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUTIPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. nikap INaspumok I.C.

KomyHanbHe HekoMepliiliHe MiJnpUeEMCTBO  «TepHOIMIBCHKUM — 00/lacCHUN  K/TiHiUHUM
OHKOJIOTiUHMH AucriaHcep» TepHOMibChbKOI 006/1acHOl pajy, XiMioTeparieBTUUHE BifijieHHs,
M. TepHorisib

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

Ne 1265 Big 23.06.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Jocmimkenns: ¢a3m 2 3 BuBUeHHS e(eKTUBHOCTI Ta Oe3meuHocti Tucnenizymaby (BGB-A317),
MOHOKJ/IOHa/IbHOrO aHturizia fo PD-1, y moepnanHi 3 miperapatom BGB-A1217, MOHOK/IOHa/IbHUM
a"tutiniom 0 TIGIT, abo 6e3 HbOTO B MaL[iEHTOK 3 PeLUAUBYIOUMM ab0 MeTacTaTUYHUM PAKOM IIHUNKU
MaTKH, Ki paHillle OTPUMYBa/IM JIIKYBaHHS 3 MPUBOAY [aHOro 3axBoproBaHHs», BGB-A317-A1217-202,
Bepcis 0.0 Big 04 BepecHs: 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Honatok 35
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-7684A-003, Indopmariisi Ta JO0KyMeHT TIpo iHpopMoOBaHy 3rofly AJisi maijieHTa, Bepcisi 03
Bif 04 >xoBTHs 2021 p. yKpaiHChKOK MOBOI; YKpaiHa, MK-7684A-003, Indopmaliisi Ta JOKyMeHT Mmpo
indopmoBaHy 3rofy AJis naijieHTa, Bepcis 03 Big 04 sxoBTHs 2021 p. pociiicbKOI0 MOBOHO

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHgOMi30BaHe, MoABikHe ciine gocmimkeHHs III dasu kombiHarii MK-7684 3
nembposizymabom (MK-7684A) mopiBHSIHO 3 MOHOTeparie€r mnemoposisymaboM B SKOCTi TiepIioi JiiHil
Tepartii A/ y4acHUKiB 3 PD-L1-M0O3UTHBHMM MeTacTaTUUYHUM HePiOHOKTITUHHUM pakoM JieTeHiB»,
MK-7684A-003, 3 inkopriopoBaHoro nornpaBkor 01 Bix 28 moToro 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIODA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU

Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

3a11yquH51 A00aTKOBHUX MiCLU: MMpoBeJeHHA KJIiHIYHOTO BI/IHPOGYBE[HHHZ

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1.

[.M.H., ipo¢. Baosuuenko B.1.

KomyHaneHe HekoMmepLjiviHe mignpuemMcTBO «KiliHiuHa jikKapHs BUKOI MeJUYHOI JOMTOMOTH
M. JIbBOBa», LieHTp Teparii, JIbBiBCbKHI HalliOHaIbHUK MeIUYHUI yHiBepcuTeT iMeHi [laHuna
lanunpkoro, kadepa tepamii Nel, MeAruHOI 1iarHOCTUKU Ta remartosorii i TpaHcdysionorii
(haky/bTeTy Mic/IAUIJIOMHOT OCBiTH, M. JIbBIiB

K.M.H. [lanjenko O.I'.
KomyHanbHe HekomepliliHe mignpueMcTBO «Micbka KiiHiuHa jikapHd Ne2 imeHi mpod.
0.0. ITaniMoBa» XapKiBCbKOI MiCBKOI pa/ii, MPOKTOJIOTIYHE Bi/l/liJIeHHs], M. XapKiB

jikap FOpkiB A.€.
KomyHanbHe HekoMmepiiiliHe miarnpueMcTBo «Ofecbka obacHa KiiHiuHa jikapHsS» OfechKoi
obacHoOI pajiy, MomiKiHiuHe BiggineHHs, M. Ofeca

Howmep Ta fara Haka3sy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021
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Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«baraTolieHTpoBe, MOABiliHE cJiime, TUIAIe00-KOHTPO/ILOBAHEe [JOC/i/PKeHHS a3k 2 Ui OLHKH
Oe3neuHOCTi, e)eKTUBHOCTI Ta (apMakoKiHeTHKH mperapaTy PRA023 B sikoCTi iHAYKIiiHOI Tepartii y
TALli€HTIB i3 aKTUBHUM BHPAa3KOBUM KOJIITOM BiJj TOMIPHOIO 10 Ba&)KKOT'O CTyIeHsI TsSKKOCTi», PR200-102,
Bepcid 2.0 Biz 18 uepsHs 2021p.

3asBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

«IIpomeTteyc BatiocaiieHci3 IHK.»/ Prometheus Biosciences, Inc., CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpomypa pocnigauka gnst GDC-0077 (RO7113755), Bepcis 6 Big ceprHsi 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PAHJIOMI3OBAHE, IIOJBIMHE CJIIIE, IIJIAIIEBEO-KOHTPOJILOBAHE JIOCJ/III)KEHHS
®A3M III 3 OUIHKA E®EKTMBHOCTI TA BE3IEYHOCTI KOMBIHALII GDC-0077 3
[MAJIBOLIUK/IIBOM TA ®YJIBECTPAHTOM Y TIOPIBHAHHI 3 KOMFBIHALIEK ITJIALIEBO 3
[MTAJIBOLUK/IIEOM TA @®YJIBECTPAHTOM Y ITALIEHTIB 3 MYTALIEKO T'EHA PIK3CA,
OPMOH-PELEITITOP-TIO3UTNBHUM, HER2-HETATUBHUM MICHEBO-TIOIIIMPEHMM ABO
METACTATUYHNM PAKOM MOJIOUHOI 3AJIO31», WO41554, Bepcis 4 Biz 03 mucronaga 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBizampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




HonaTok 38

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpormrypa pocnigavka PF-06801591 (Cacannimab), Bepcisi 7.0, Bepecenb 2021 pOKY, aHIVIiHCBKOO
MOBOI0; 30i/bllleHHs TePMiHy TPUAATHOCTI AOCTiPKyBaHOTO JiKapchbkoro 3acody PF-06801591 3 36 mo
42 micALiB

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

Ne 1636 Biz 20.07.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute pocmimkenHs ¢asu 1b/2 3 MeTor0 OLiHKM (hapMaKOKiHEeTHKU, 0e3redHoCTi, e)eKTUBHOCTI Ta
tdapmakoavHamiku miperiapaty PF-06801591 (imribitop PD-1) B yuacHUKIB i3 pPO3IMOBCIOKEHUMH
3JI05IKICHUMM HOBOyTBOpeHHsAMW», B8011007, ocraTouHa Bepcis nportokosy, IlonpaBka 2 Bifj 24 yepBHs
2020 poky

3asgBHUK, KpaiHa

[N¢atizep Iuk., CIITA

CnoHcop, KpaiHa

[aitzep Iuk., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpomypa mocnigauka MK-3475, Bunanns 21 Big 02 BepecHst 2021p., aHIVIiCBbKOO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanpomizoBane Bifkpute mociimpkeHHs dasu 2 ta 3 Osanapuby y kombiHariii 3 Tlem6postizymabom y
MOpPiBHsAHHI 3 XimioTepariiero y KoMbiHarlii 3 ITemOposizymabom mic/ist iHAYKIi K/aiHiUHOI TiepeBarut 3
TepIIOI0 JTiHi€ XiMioTeparii y KombiHarjii 3 IleMOpostizymaboMm y MalfieHTiB 3 MicCIIeBO-pelUIUBYHOUNM
HeoriepabeslbHUIM 200 MeTAaCcTaTUUHUM TIOTPiHO-HEraTUBHUM pakoM MoyiouHoi 3ano3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, 3 inkopriopoBaHoto noripaBkoro 01 Bix 02 uepBHst 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHA Ian 3A/IBOPHUX




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpoiiypa gocnignvka: Todarutuni6 Bif ceprins 2021 p., Bepcis 17.0

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 248 Big 09.03.2017

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«/loBrorpusase, BiIKpuTe AOC/IIJKeHHS 3 1epiofoM I0ZaJbIIOr0 CIIOCTEPeKeHHs, IKe MPOBOAUTHCS IS
BUBUEHHS TMperapaTy TO(MalUTHHIO TIpU JIiKyBaHHI IOBEHUIBHOTO ifionatuyHoro aptputy (FOIA)»,
A3921145, ¢pinanbHUl TPOTOKOJ 3 iHKOpIiopoBaHoto noripaBkoto 10 Big 04 TpaBHsi 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

[datizep Iuk [Pfizer Inc], CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIlupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Hopartok 41
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,

BHeCeHHs 3MiHU 10 fgogaTka Ne 38 1o Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Bif 11 nucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikatiis cyrreBoi
TIOTIPaBKU

Iocwe mocimKyBaHOTO iKapchKoro 3acoby Paminenar, Bepcist Bif 14 kBiTHa 2021 poky, aHTTiMCHEKOO
MOBOIO

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

Ne 636 Big 22.03.2019
Ne 636 Big 22.03.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«ADVANCE EXTENSION BigkpuTe po3imvpeHe JOCIipKeHHs 3 OL[iHKU J0B[OCTPOKOBOI e()eKTUBHOCTI
Ta 0Oe3MeuyHOCTi pasiHermary B TIALiEHTIB i3 JieTeHeBOIO apTepiaibHOIO rinepreHsiero», ROR-PH-303
(APD811-303), 3 inkopriopoBaHOt0 TionpaBKoto 3 Bij 28 uepBHsi 2019 poky;
«ADVANCE OUTCOMES pocnimkenHs: edekTHBHOCTI Ta Oe3neyHOCTi pamiHerary, ChpsiMOBaHe Ha
TIOJIiNIIIeHHs pe3yJ/IbTaTiB JIIKyBaHHS IaL{i€HTIB i3 JlereHeBOr0 apTepiasbHOO rinepreHsiero», ROR-PH-301
(APD811-301), 3 inkopriopoBaHot0 nonpaBkoro 3 Big 02 TpaBHsi 2019 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

«FOHatiteq Tepar’toTikc Kopriopeiiiia» (United Therapeutics Corporation), United States

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hoparok 42

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClLisI TTPOBe/IeHHS K/TiHIYHOTO BUIIPOO

BaHHI:

Bbyno

Craso

K.M.H., MakenoHcbKa 1.B.

KomyHanbHe  HekoMepLiiiHe  MiJIIPUEMCTBO
«Micbka [guTSYa KIIiHIYHA JliKapHsa Ne 5»
JJHITIpOBCBKOI MICBKOI pajyd, KOHCY/IbTaTUBHO-

JiarHOCTHUYHE BifmisneHHs, M. [IHITIpo

K.M.H., MakenoHcbKa 1.B.

KomyHanpeHe  HekoMepliiliHe  MiANPUEMCTBO
«Micbka guTAYa KiIiHIuHA JiikapHs Ne  6»
JTHITIpOBCBKOI MICBKOI pajy, KOHCY/IbTaTUBHO-
JiarTHOCTHUYHE BiffdineHHs, M. [HInpo

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

Ne 2237 Biz 18.10.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpute, HeKOHTpO/bOBaHe AOCTIKeHHsT (a3 2 3 3aCTOCYBaHHSIM OJHOPA30BOi /103U /il OLIIHKU
0e3reyHocTi Ta TepeHOCHMOCTi, (apMaKOKiHeTMKW Ta TIOSIBU AHTHUTI/I /10 TIperapary HipceBiMab y
iMyHOJIOTIYHO CKOMIIDOMETOBaHUX JiTeld BikoM < 24 wicaniB», D5290C00008, 3 iHKOpPrOpOBaHOIO
nornpaBKoro 3 Bif 23 uepBHs 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

AstraZeneca AB, IlIBeriis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honatok 43
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

bpourypa pocnignvka MK-3475, Buganns 21 Big 02 BepecHsi 2021p., aHIVIIMCBKOIO MOBOR; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 2.01 Big 05 >xoBTHs 2021 p., yKpalHCBKOK MOBOIO,
iHdopMallis Ta JOKyMeHT mpo iHdopMoBaHy 3rofly AJisi marjieHTa; YkpaiHa, MK-3475-A18/ENGOT-
cx11/GOG-3047, Bepcis 2.01 Bix 05 >xoBTHs 2021 p., poCiliCbKOI0 MOBOIO, iHpOpMaLlisi Ta JOKYMEHT Ipo
iHopMOBaHy 3rogy Jin b TaL{i€HTa; MK-3475-A18_00_ENGOT-CX11_bporuypa Jinb
TaLjieHTa_yKpalHCbKOK MOBOIO_//1 YKpainu Bix 14 Jlucronaza 2019 p.; MK-3475-A18_00_ENGOT-
CX11_bpowypa pjis mnalji€eHTa_pOCiMCBKOO MOBOIO_Jas YKpaiHu Bif 14 Jlucromaga 2019 p;
MK-3475-A18_00_ENGOT-CX11_KapTtka-HarasyBaHHs IIPO Bi3UTH_yKpPaiHCbKOK MOBOKO_J/1s1 YKpaiHU
Bix 14 Jlucromaga 2019 p.; MK-3475-A18_00_ENGOT-CX11_Kaprka-HarazlyBaHHsi  IIpO
Bi3WUTH_pOCiiCbKOIO MOBOIO_Jiis YKpainu Bif 14 Jluctomaga 2019 p.; MK-3475-A18_00_ENGOT-
CX11_ITocibHuK TaljieHTa 100 Bi3WTiB_yKpaiHCbKOIO MOBOO_Jjis1 YKpainu Bif 14 Jlucromaza 2019 p.;
MK-3475-A18_00_ENGOT-CX11_ITociOHYK mMaljieHTa I[0/[0 Bi3UTiB_pOCIHCHKOI MOBOIO_/IJIT YKpaiHH
BiJ 14 JIucronazga 2019 p.; 3MiHa Ha3BUM MiCIisl IPOBE/IEHHSI K/IiHIYHOTO BUIIPOOYBaHHS:

Byso Crano
I.M.H. ipod. Bonoabko H.A. I.M.H., ipod. Bomoasko H.A.
KomyHanbHe  HekomepuiliHe — mianpueMctBo | KoMyHanbHe — HekoMepliiiiHe — MiANPUEMCTBO
JIbBiBCcbKOi ~ obOsacHOi  pagu  «JIbBiBChbKui | JIBBiBChKOI  0oOsacHOI  pagu  «JIbBiBCHKHIA
OHKOJIOTIYHMI  perioHaj/ibHUM  JIiIKyBaJbHO- | OHKOJIOTiUHUM  perioHalbHUA  JiKyBa/bHO-
JliarHOCTUYHUM LIeHTp», TiHeKOJIoTiuHe | [1iarHOCTUUHUI LIeHTP», OHKOJIOTiuHe
Bigminennss Nel, JIbBiBCbKMM Hal[iOHAJLHUM | TiHeKomnoriude BiggiseHHs Nel, JIbBiBCbKHi
MeJUYHUI YHIBEpCUTET iMeHi Hanuna | HaliOHa/IbHUM MeJUUYHUN YHIBEpCUTeT iMeHi

lanuupkoro, kKadezapa oHKojorii i pagionorii
(bakynbTeTy Mic/ASAUIIOMHOI OCBiTH, M. JIbBIiB

Hanuna Tamuipkoro, kKadeapa OHKomorii i
paziionorii ¢axky/ibTeTy MiCASAUIIOMHOI OCBIiTH,
M. JIbBIB
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Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

HasBsa kjiHiuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanzomizoBane, mozBiiiHe ciine gocmimpkenHs I ¢as3m  ximiopagiorepamii 'y kKomOiHarii 3
nembpostisymabom abo 6e3 HbOTO /s JIiKyBaHHSI JIOKA/JIbHO PO3IMOBCHO/IKEHOTO PaKy IIUWKA MaTKU 3
BUCOKUM CTyIleHeM PU3UKY (KEYNOTE-A18/ENGOT-cx11/GOG-3047)»,
MK-3475-A18/ENGOT-cx11/GOG-3047, 3 inkopnopoBaHoto rioripaBkoro 02 Biz 04 yepBHsi 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepasiibHOr0 UpeKTopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Onosnennti I1potokon kniniuHoro pocnigpkenHs RT51KRI03, sepcis 5.0 Big 02 BepecHst 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«MixHapozHe, 0OaraTOIleHTpPOBe, BifKpuTe [oCTimKeHHs (a3 3 3 OJHI€I0 TPYIOK0 [ OL[iHKH
edeKTUBHOCTI Ta Oe3neuHocTi pafoTHHiIOy B malfieHTiB i3 Ph-TO3UTUBHUM XPOHIUHUM Mi€IOIAHUM
NIeMKO30M Yy XpOHiuHili (ha3i, B SKUX TorepegHs Tepariis iHribiTopaMy THUPO3WHKiHA3HM, BK/IFOYHO 3
imatuHiOOM, Oysla Hee(eKTHBHOIO UM BUK/IMKana HermepeHocumicte», RT51KRIO3, Bepcis 4.0 Big
06 uepBHs 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

IL-YANG PHARM. Co., Ltd., Kopes

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hopatok 45
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUMPOOYBaHb JTiKapChKUX 3ac00iB Ta
3aTBep/PKeHHsI CYyTTEBUX MOINPAaBOK /0
TIPOTOKOJTiB K/TIHIYHUX BUTIPOOYBaHb,

BHeCeHHs 3MiHU 10 fgogaTka Ne 38 1o Haka3zy

MiHicTepcTBa OXOPOHH 3/10POB’sl YKpaiHu
Biz 11 mucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIsi MPOBeIeHHs K/TiHIUHOTO BUTIPOOYBaHHS:
byno Crano

K.M.H. Make/ioHCbKa 1.B. K.M.H. MakeoHcbKa 1.B.

KomMmyHanbHe  HekomepliiiiHe  miANpueMcTBO | KoMyHasbHe  HeKOMepLliiiHe  MiJANPUEMCTBO
«Micbka [guTAYa KJiHiYHa sikapHa ~ NeS» | «Micbka guTsdya  K/iHIYHA  JikapHs — Ne6»
JHINpoBCbKOI  MiCBKOI  paju, HeBposioriyHe | [IHIPOBCBKOI MICBKOI  pajy, HeBpOJIOTiuHe
BiJliJTeHHsI MOJIOZIILIOTO BiKYy, M. JIHITIpO BiJiTiJIEeHHSI MOJIOZILLIOTO BiKYy, M. JIHINIpo

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

Ne 516 Big 22.03.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHziomizoBaHe, MigTBEpZpKyIOUe, TIOABiliHE criire, T/1alle00-KOHTPO/IbOBaHe, 0araToLieHTPOBe
JOCTiIKeHHs Ti100py ONMTUMAbHOI 103U B Tapajie/bHUX IPyrax i3 2-eTalHUM aJanTUBHUM JM3alHOM i
paHJ0Mi30BaHOIO BiZIMiHOIO [j/isl OL[iHKM eeKTUBHOCTI, 6e3reyHoCTi Ta rnepeHocMMocTi OpiBapaljeramy B
SKOCTi MOHOTeparii B Mai{ieHTiB y Bil[i Bif 2 g0 25 pOKiB i3 AWUTSYOK0 abCaHCHOW errisiericiero abo
IOBEHI/IbHOIO abcaHCHOM emisienicieto», N01269, 3 iHKOpropoBaHOIO TOTNpaBKow 2 Bix 29 6GepesHs
2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium
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CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA IBan 3A/IBOPHUX




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

ARANOTE 21140_CueHnapiii Bizeo, Bepcis 1.0 ans Ykpainu Bifg 13 munHs 2021 poKy yKPiHCHKORO
MoBoro; ARANOTE 21140_Cuenapiii Bigeo, Bepcisi 1.0 gns Ykpainu Big 13 gumas 2021 poky
pociiickkoro MoBOr0; CKOpoueHa iHCTPyKLisi AJid mnaiieHTta Bayer Aranote, pepakuisi 3.0 Big 12 aunHs
2021 poky ykpaiHCbKOIO MOBOR; CKOpoueHa iHCTpyKLis /s mnalieHTa Bayer Aranote, pepakuyist 3.0 Bif
12 nunns 2021 poky pociiickkoro MoBoro; ARANOTE_3HiMKu ekpaHiB Web-marepianiB Ans natjiHra:
ePRO nopatok, Bepcisi ykpaiHcbkoro MoBorO; ARANOTE_3HiMku ekpaHiB Web-MmaTepianiB f1s natjinra:
ePRO popaTok, Bepcisi poCiliCbKOK0 MOBOIO

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanyoMizoBaHe, moABiliHe ciine, T1aleb0-KOHTPO/IbOBaHe [OCTI[KeHHs ((asu 3 Tiperapary
JlapoJiyTaMifi B ZIOTIOBHEHHS [0 aHzporeHzenpuBariiHoi Tepamnii (AT) y nopiBHsHHI 3 1uiaiebo mutoc
AIT y 4o/OBIKIB i3 MeTacTaTUYHMM T'OPMOH-UYT/IMBUM pakoM mepeaMixypoBoi 3ano3u (MI'YPII3)»,
21140, Bepcis Bif 24 Bepecns 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXeHO0 BiamnosiganeHicTio «JIABKOPIT K/TIHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bayer Consumer Care AG, I1IBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopartok 47
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpourypa Jocnigauka MK-1026, Buzanns 5 Big 15 munHa 2021 poky, aHIVIIMCBKOIO MOBOM; YKpaiHa,
MK-1026-003, Bepcist 01 Big 12 xoBTHa 2021 p. yKpaiHCbKOIO MOBOO, [H(opMallis Ta JOKYMEHT Tpo
iHdopMoBaHy 3rofy AJis natjieHTa; YKpaiHa, MK-1026-003, Bepcist 01 Big 12 sxoBTHs1 2021 p. pociiicbkoro
MoBo, [HhopMallisi Ta JOKyMeHT Tpo iHhOpMOBaHy 3rofy AJis MaljieHTa

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Biz 15.09.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«docnimkenns II da3u orjinku edekruBHOCTI Ta 6Gesneynocti MK-1026 y marjieHTiB 3 reMaTo/ioriYHUMHU
3JI0SIKICHUMM 3axBoproBaHHsAMU», MK-1026-003, 3 inkopriopoBaHoro rornpaskorw 01 Bix 05 sucronaza
2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, 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. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 48
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpomypa gocnignvka ITimaBancepun (ACP-103), Buganns 15.0 Big 06 cepnst 2021 poky, aHTJ/IiHCBKOIO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 886 Big 01.08.2017
Ne 568 Big 27.02.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«52-TW)KHeBe BiJKpUTe pO3LIVpeHe [LOC/IipKeHHs [iMaBaHCepUHY B SKOCTI [J0JAaTKOBOI'O JIIKYBaHHS
mm3odpeHii», ACP-103-035, nonpaBka 3 Bif 11 ceprins 2020 poky;

«PanzpomizoBaHe TofBiliHe crtire miareb0-KOHTPOIbOBaHEe AOC/iKeHHsS (a3u 3 3 OLiHKU e(heKTUBHOCTI
Ta 0e3MeyHoCTi MiMaBaHCEpUHY SK /[OJATKOBOI Teparii fJisi JIiKyBaHHA HEraTMBHUX CHUMIITOMIB
mm3o¢penii (Advance-2)», ACP-103-064, Bepcia 1.0 3 iHKopriopoBaHor0 morpaBkoro 2 Bif 07 ceprHs
2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AMIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

Acadia Pharmaceuticals Inc. (AKAIA ®apmacktotikan3 Iuk), CILIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 49
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpomypa pocnignvka MK-3475, Bumanns 21 Big 02 BepecHsi 2021 poKy, aHI/IiMCBKOIO MOBOIO;
Indopmariisi Ta [oKyMeHT mpo iHdoOpMoOBaHy 3rofy maijieHTta, Bepcisi 12.0 ana Ykpainu Bifg 13 >KOBTHSI
2021 p., yKpaiHCHKOIO Ta POCiCbKOI0 MOBaMH; [10[J0OBKeHHsI TPUBAJIOCTi K/IiHIYHOTO BUITPOOYBaHHS B
CBiTi Ta B YKpaiHi 10 29 rpygus 2023 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1205 Big 09.11.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomisoBane, Bigkpute gocsimkenns 11 dasu a1 oriHku epeKTUBHOCTI Ta Ge3reku meMOpostizymady
(MK-3475) B KoM0iHarlii 3 akciTiHiOOM B TIOPiBHSIHHI 3 MOHOTepAIli€r0 CyHIiTiHIOOM sIK JIiKyBaHHS TIepILOi
MiHii y TAaI{i€eHTiB 3 JIOKa/JbHO TMPOrpecyrouord abo MeTacTa3yrouow CBIiTJOK/IITHUHHOK KapIIMHOMOIO
HUpku (KEYNOTE-426)» , MK-3475-426, 3 inkopriopoBaHoto nornpaskoto 20 Big 13 aunns 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn Eng Joym Kopr.», nouipue nignpuemcrso «Mepk Exg Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 50

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

[To0B>KeHHST TPUBAJIOCTI K/IiHIYHOTO BUMPOOYyBaHHS B YKpaiHi 10 31 rpyaHs 2023 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«®a3a 3, paH/[0Mi30BaHe KOHTPOJIbOBaHe BifKpuTe AocmimkeHHs: Benkeiiny (bopre3omib), MendasnaHy Ta
npegHizony (BMII) y mnopiBHsAHHI 3 gapatymymaboM y kKowmbiHamii 3 BMII ([J-BMII) y paHiie
HeJIIKOBaHUX TMAL|i€HTIB 3 MHOXHWHHOI MI€/IOMOIO, $KMM He T[I0Ka3aHa BMCOKOZJ030Ba Teparis»,
54767414MMY 3007, 3 iHKopriopoBaHo10 rorpaskoro 8 Bif 02 yepsHsi 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«SHccen-Cinar IntepHerunn H.B.», benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HopaTok 51
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

3anyueHHs [OJaTKOBOTO JOC/ipKyBaHOro jikapchkoro 3acoby: Calcium Folinate - JIEMKO®O3WH
(LEUCOFOSIN), po3uuH s iH ekuiii, 10 mr/ma o 3 mi (30mr) y ¢uiakoni; no 1 ¢biakoHy B KapTOHHIM
rauti. Bupobuuk: Akragic Itanis C.m.A., ITamist (Actavis Italy S.p.A., Italy)

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

Ne 2237 Big 18.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBane pgocmimkenHs: III ¢a3u g omiHkK edeKTUBHOCTI Ta Oe3meuHoCTi membpostizymaly
(MK-3475) y kombinariii 3 neaBarunioom (E7080/MK-7902) i ximioTepariero MOpiBHSIHO 3i CTaHJAPTHUM
JIIKyBaHHAM B SKOCTI Iepiuol JiiHil Tepartii 11 y4aCHUKIB 3 MeTaCTaTUUHOK KapLIMHOMOK CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHoto roripaBkoro 03 Big 05 ceprasi 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIODA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopnaTtok 52
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpomypa gocnignvka MK-3475, Bunanns 21 Big 02 BepecHs 2021 poky, aHTJIilCbKOK MOBO; YKpaiHa,
MK-7339-013, Indopmatiisi Ta JOKyMeHT mpo iHdopMoBaHy 3roAy Ajsi mailieHTta, Bepcig 02 Big 13
>k0BTHS 2021 p., yKpalHCBKOIO Ta POCIMCHKOI0 MOBaMU

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

Ne 80 Big 19.01.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, ToABiliHe ciline, T1alle00-KOHTPO/IbOBaHe fAociimkeHHs III ¢a3u aasg  oLiHKK
nembponizymadby (MK-3475) y moegHaHHI 3 CyNyTHBOI XiMiOTIDOMEHEBOKO TEpaIti€l 3 MO/abIINM
BBe/IeHHsIM 11eMOpoJ1izyma0y 3 onanaprubom (MK-7339) abo 6e3 HbOTro y TOPiBHSIHHI JIMIIIE 3 CYMyTHHOO
XIMIOTIpOMEHeBOX0  Tepari€ld B YyyaCHUKIB 3  HeIlOJaBHO  [larHOCTOBaHUM  JIOKa/i30BaHUM
IpiOHOK/IITHHHUM pakoMm JiereHiB (JIAPJT)», MK-7339-013, 3 iHkoprnopoBaHoto mompaBkoio 03 Bif
16 munas 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonmaTok 53

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aT/IaHOBAHOI KiIbKOCTI JOC/TiHKyBaHUX B YKpaiHi 3 150 g0 250 mnariieHTiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomizoBaHe, TOABiliHe criime, OaraTOIleHTPOBe MAOC/Ii/PKeHHS eKBiBasieHTHOCTI ¢a3u I y
rapasie/IbHUX TPyMax [yisi TIOPiBHSHHS e(eKTHBHOCTI, Oe3reku, (apMaKOKiHETUKH Ta iMyHOTeHHOCTi
HD204 Tta ABacTyHy® y Tmalji€eHTiB 3 MeTacTaTUYHUM ab0 PpeLUIMBHUM HEeTUIOCKOKJTi THHHUM
He/IpiOHOK/TITHHHKAM pakoM JiereHb», SAMSON-II, Bepcis 4.0 Big 26 motoro 2021

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Prestige BioPharma Limited, Cinramyp

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Honatok 54

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUYeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. nupekTop Kocenkosa I.B.

KomyHanbHe HekoMmepljiliHe MignpueMcTBO «Yepkacbka o00JlacHa TICMXiaTpUYHA JTiKapHS
YepkacbKoi 00/1aCHOT paji», KOHCY/IbTaTUBHO-Z[iarHOCTUUHUM MiJIpO3/i/ 10 aMOy/1aTOpHOMY
o0c/iyroByBaHHIO HacesieHHsT Yepkacbkoi 00sacTi B CKIafi TIpUKAMAaIbHOTO  Bifi/ieHHS,
M. CMmina, Yepkacbka 00J1aCTh

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

Ne 38 Bif 11.01.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«BigkpuTe po3impeHe A0CTiZPKEHHAS /I71s1 OL[iHKK 0e3MeuHOCTi Ta mepeHocuMocTi rperapaty SEP-363856
y maijieHTiB i3 mm3odpeHiero», SEP361-303, Bepcisi 3.01 3 iHKOPMOpPOBaHOI HECYTTEBOIO TMOIPABKOIO
2.00 Big 25 ciung 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apmMmackroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

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




HomaTtok 55

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHO] Ki/TbKOCTI IOC/TiZPKYBAHUX [I7Ist BK/IFOUEHHSI Y BUTIPOOYBaHHS B YKpaiHi 3 36 /10
76 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 415 Big 18.02.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Binkpure panmomizoBane fgociimkenHs 11 dasu 3 oiiHku afarnokcany cimosneniny (OBI-822)/0BI-821
(BakuuHM Ha ocHOBi aHTureHy Globo H) npu mpoBefeHHi af'toBaHTHOI Teparmil marjieHTaMm i3 Tpuui
HeraTMBHUM pakOM MOJIOUHOI 3a71034 Ha paHHiM cTafii, y skux BigMmiuaeTtbcs ekcrpecisi Globo H i €
BUCOKMM pH3MK PO3BUTKY peLUuBY (KogoBe To3HaueHHsi pociimkeHHs: GLORIA)», OBI-822-011,
octaToyHa pezakuis 6.0 Big 17 yepsus 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

OBI Pharma, Inc., Taiieanb, Kurtaiiceka Pecrtybitika

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 56

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

[TomoB>KeHHs TPUBAJIOCTI AOCaipKeHHs B YKpaiHi 3 01 srotoro 2022 poky fo 31 rpyans 2022 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 897 Big 04.08.2017

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpurte, paHmoMi3oBaHe, TMOpiBHIOBa/bHe, OaraTolleHTPOBe KJIiHiUHe JOC/i/KeHHs ¢da3u 3 OL[iHKH
edekTuBHOCTI Ta Oe3neku CaposniTiHiOy B mopiBHsHHI 3 CyHiTiHiOOM y marjienTiB 3 MET-103uTHBHOLO,
Heorepa0OesibHOI0 Ta JIOKa/TbHO-TIOIIMPEHOI0, ab0 MeTacTaTWYHON TMAarliIsIPHOI0 HUPKOBO-KJIITHHHOIO
kapuuHomoro (mHKP)», D5082C00003, Bepcis 6.0 Big 19 rpyans 2018 poky

3asBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




HonmaTok 57

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

Iocwke mocmimpkyBaHoro Jiikapcbkoro 3acoby XEN1101 Ta muariebo [0 JOC/TiIKyBaHOTO JTiKapChbKOTO
3aco0y XEN1101, Bepcis 6.0 Bim 23 BepecHsi 2021 poKy, aHI/TiMCHKOIO MOBOW; 3arajbHa Oporrypa
pocnigauka XEN1101, Bepcist 5.0, Bix 23 BepecHst 2021 poky, aHIIiHCbKOI0 MOBOKO

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

Ne 1924 Biz 21.08.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, noBiliHe-ciine, mialeb0-KOHTPO/IbOBaHe, 0AraTOLEHTPOBE AOC/I/PKEHHS /i OL[iHKH
Oe3rieku, miepeHocuMOCTi Ta edektuBHOCTI Tiperiapaty XEN1101 B sKOCTi AOMOMDKHOI Tepariii mpu
eminericii 3 dokanbHUM [e00TOM, 3 BiKpuUTOIO TIOZOBXKeHoo (a3zoro», XPF-008-201, Bepcis 4.2, Bix
22 ciung 2021 p.

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Kcenon ®apmac'torikan3 IHK., Kanaga/ Xenon Pharmaceuticals Inc., Canada

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTok 58
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii Ilpotokon kiiHiuHoro pociimkenHss B7981007, dinanbHa Bepcis 3 iHKOPIIOPOBaHOIO
TOTIPaBKoO0 5, Bif 27 numnHs 2021 p., aHraificbkoro MoBoro; IHdopMariifiHuii TUCTOK matjieHTa Ta hopma
iHbopMoOBaHOi 3rou Ha ydacTb y HayKOBOMY JAOCHi/KeHHi, maiictep Bepcisi Big 02 cepmusi 2021 p.,
Bepcis a1 Ykpainu 9.0 Big 19 cepnua 2021 p., aHIVIiMCBKOIO, YKPaiHCBbKOIO Ta POCIMCBKOK0 MOBaMU;
IHdopmariiiiHuii TUCTOK BariTHOI MapTHepKH Ta (opma iHpopMoBaHOI 3rofin Ha PO3KPUTTS iH(opMailii,
Bepcig 8.0 ansa Ykpainu Big 19 cepnuHs 2021 p., Ha ocHOBi Mmatictep-Bepcii Bix 02 ceprus 2021 p.,
aHTJIiCbKOI, YKPaiHCHKOIO Ta POCiMICHKOK MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1207 Big 25.06.2018

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomisoBaHe, moBiliHe crire, T1aleb0-KOHTPO/IbOBAHEe [IOC/TI/PKEHHS Y Mapase/lbHUX Trpyrax (as3u
2A pns ouiHkM edeKTHUBHOCTI Ta Oe3reuHocTi mepopanbHoi gopmu mperapariB PF-06651600 ta PF-
06700841 B sKOCTi iHAYKIIIMHOI Tepariii Ta BiKpUTe po3IIMpeHe JiKyBaHHS TALi€HTIB 3 XBopoboro KpoHa
cepeHBOTO ab0 Ba)KKOTO CTyTeHs TsOKKOCTi», B7981007, ¢iHanpHa Bepcis 3 iHKOPIIOPOBAHOO
TONPAaBKOIO 4, Bifl 20 yucromnaga 2020 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

®atizep Iuk., CIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonmaTok 59

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

Ononenuli Ilpotokon kiiHiuHoro pgochigxkeHHs RPCO01-3102, pepakuis 9.0 Big 23 cepriusa 2021 p.;
CHHOMNCHUC OHOBJIEHOTO MPOTOKOMY, pefakuis 9.0 Big 23 ceprins 2021 p., mepeksaj, 3 aHIJiCbKOI MOBU Ha
yKpaiHCbKy MOBY Bif 21 BepecHsi 2021 p.; Indopmariiinuii mictok i ¢opma iHdopMoBaHOI 3rofu,
octaTouHa pezakuis 8.0 assa Ykpainu Bif 20 BepecHsi 2021 p., ocTaTOuHUM Nepekiaj, 3 aHrIiicbKoi MOBU
Ha yKpaiHCbKy MOBY Bifi 29 BepecHsi 2021 p., oCTaTOYHMM TepeK/aj, 3 aHrJiiCbKOI MOBU Ha POCIHCBKY
MoBY Bizi 29 BepecHsi 2021 p.; TTogoB)KeHHs1 TPUBAIOCTi MPOBeJieHHs KJIiHIYHOrO BUTIPOOYBaHHS B CBiTi Ta
Ykpaini 0 31 6epe3nst 2023 p.; 3MiHa Ha3BU MiCllb MMPOBe/IeHHS KJAIHIUHOTO AOCTiIyKeHHS:

Bysno

Crano

J.M.H., ipo¢. Brosuuenko B.I.

KomyHanbHa MicbKa KJIiHIYHA JIiKapHS [IBUIKOT
MeJJUYHOI JIOTIOMOT'H, 1 TepaneBTMUHE
Bigminenns, JIbBiBCBHKUIM HallioHa/TbHUH
MeJUYHNN yHiBepcuTeT iMeHi Haununa
[anuupkoro, Kadeapa Teparii Nel Ta mMeauuHOl
JiarHOCTMKM  (daky/ibTeTy — MiC/SAUITIOMHOT

ocBiTH, M. JIbBIB

J.M.H., ipo¢. Brosuuenko B.I.

KomyHanbHe — HeKoMepLiiiHe  MiANPUEMCTBO
«Kmniniyna  sikapHsa IIBUAKOI  MeJUYHOI
poriomorn M. JIeBoBa», LleHTp  Tepariii,
JIbBiBCHKMI HalliOHa/IbHUM MeJUUYHUI
yHiBepcureT imeHi Januna ["anvipkoro, kadeapa
Tepamii  Nel, MeaWuYHOI  [iarHOCTMKM  Ta
remMaToJiorii i TpaHcdy3ziosorii @I110, M. JIbBiB
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I.M.H., npod. CraHiciaBuyk M.A.

Binauipka o6macHa KiiHiuHa JTKapHA  iM.
M.L IIuporosa, racTpOeHTepoJIoriuHe
BifmineHHs, BiHHULIbKUN HalliOHa/TbHUU
MeauuHui  yHiBepcuteT im. M.I. [luporosa,
Kadeapa BHYTpilHBOI MeguLMHUA Nel, M.
Binnuug

IO.M.H., pod. CraHiciaBuyk M.A.
KomyHaneHe  HekoMmepLiiliHe  MOiANPUEMCTBO
«BiHHMpKa ~ obnacHa — KiTiHIYHA  JTiKapHS
im. M.I. ITuporoBa BinHuipKoi 06sacHO1 Pagn»,
Ob6/1acHUM crielia/li3oBaHuM K/TiHIUHWN
ractpoeHTeposioriunnid  LlenTtp, BiHHMIBKMI
HaL[iOHa/IbHUM MeJUYHNN yHiBepcUTeT
M.I. TIluporoBa, Kkadeapa BHYTPilLHbOI
MeauiHU Nel, M. BiHHUIIS

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 838 Big 10.12.2015

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«Bigkpure, 6OaraTor|eHTpOBE,

posiMpeHe JoCai/pkeHHS ¢asu 3 A9 BUBYEHHS [1€pOparbHOro
3actocyBaHHsi RPC1063 B sikocTi Tepariii y Malji€HTiB 3 MOMipHUM ab0 TSHKKUM BUPa3KOBUM KOJTITOM»,

RPCO01-3102, pepakuis 8.0 Big 12 wepsnsa 2020p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«CenmpxeH Intepremnn I, Capn» (Celgene International II, Sarl) («CIC II»), IIIBelitjapis

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

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

Isan 3A/IBOPHUX




Honatok 60
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHH TIPOTOKOJ KJiHiuHOTO BumpoOyBaHHs BT051-1-002, Bepcis 2.0, moripaBka 1 Bif 22 numHSs
2021 p., aHrnilcbKo0 MOBORO; TH(oOpMaLlis /151 yyacHMKA JoC/izpkeHHs1 Ta opma iHhopMOBaHOI 3roau,
Bepcisi 2.0 Big 02 BepecHss 2021 p., yKpailHChKOIO Ta pociiicbkoro MoBamu; [loaaTok Ao IHdopmariii asis
yuJaCHUKa JJoC/ipKeHHs1 Ta (hopmu iHpopmoBaHoi 3roau, Bepcis 2.0 Big 02 BepecHst 2021 p., yKpaiHCBKOIO
Ta pociiicbkoro MoBamy; OHoBieHa bpomypa gocnigauka Ha BT051, Bepcia 3.0, Big 20 nmunusa 2021 p.,
aHrJificekoro MoBoto; Ilopaau Ta pekoMeHJAllil I10A0 BeJeHHs 10JleHHMKA y4YacHUKA [OC/i)KeHHs B
cucremi komnaii «IBM Clinical», 03 Big 27 Bepechst 2021 poKy, YKpaiHCbKOIO Ta POCiMICbKOI0 MOBaMy;
300pakeHHsI eKpaHy eJIeKTPOHHOTO II0fIeHHUKa, Bepcisi 2 Bif 27 ceprnHs 2021 poKy yKpaiHCBHKOIO Ta
pocilickkoto MoBam#; [HCTpyKIii i3 3abopy 3pa3kiB Kaiy/ceui B JoMaliHix ymoBax, Bepcis 01 Big 19
vz 2021 p. yKpaiHCBKORO Ta POCiMCbKOH MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe paH/0Mi30BaHe I/1alle00-KOHTPOIbOBaHe JOCTiPKeHHsST 0aratopa3oBo 3pOCTAlOUMX /103
MepopanbHOro TPOTHU3ananbHOro 3acoby BT051 y marfieHTiB i3 akTUBHMM BHpa3koBuM KomiToMm (BK) Bifg
MOMipPHOTO /10 Ba’KKOTO cTyreHsi», BT051-1-002, Bepcis 1.0 Big 04 6epesnst 2021 p.

3asiBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

«bakaitnH TepanbioTikc, [HK.»/Bacainn Therapeutics, Inc., CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




HopnaTok 61
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TPOTOKOJI KJTiHIYHOTO BUTIPOOYBaHHs, Bepcisi 5 Big 27 ceprHs 2021 p.; OHoBieHa dopma
indbopmoBaHoi 3rogu, Bepcis 5.0 A YKpaiHuM yKpaiHCbKOIO Ta POCiHiCbKOO MoBaMHu Bif 06 BepecHs
2021 p. Ha ocHoBi maiicTep-Bepcii opmu iHpopmoBaHoi 3roau s gocaimkeHHs YO042137, Bepcisi 5 Bif
26 cepriHa 2021 p.; OHOBieHa KapTKa ydaCHHKa KiiHIYHOro fgocaigkeHHs, Bepcis 3.0 Big 08 BepecHs
2021 p. yKpaiHCBKOIO Ta PpOCIMCBKOWO MoOBaMH; KepiBHMLITBO 3 [OC/i/[)KeHHS paKy CTPaBOXOZAY
SKYSCRAPER-07, cepnienb 2021 p. yKpaiHCbKOIO Ta POCiMICbKOK0 MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2917 Bip 15.12.2020

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomiszoBane, mogBiliHe ciiitie, miarie6o-kKoHTponboBaHe a3y III gocmimkeHHs1 aTe30s1i3ymMady B
noeAHaHHi 3 Tiparonymabom (aHTU-TIGIT aHTHTIIO) abo 6e3 Tiparomymady y maljieHTiB i3
Hepe3eKTa0e/lbHOK TIOCKOKTITHHHOIO KapLMHOMOIO CTPaBOXOJY, UWsl KapMHOMa He TMporpecyBana
TiC/Isl paiMKanbHOi XiMiornpomeHesol Tepanii», YO42137, sepcis 4 Big 14 ciunsg 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTtok 62
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

InenTudikatiist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TPOTOKOJI KJTiHIYHOTO BUTpOOYBaHHs, Bepcis 2 Big 11 cepmas 2021 p.; OHoBieHa dopma
indbopmoBaHoi 3rogu, Bepcis 3.0 Ana YKpaiHuM yKpaiHCbKOIO Ta POCiHChbKOO MoBaMHu Bif 06 BepecHs
2021 p. Ha ocHoBi maiictep-Bepcii popmu iHpopmoBaHoi 3rou Ass goctimxkeHHs W042633, Bepcis 3 Bif
10 cepmasi 2021 p.; Indopmariiiauii mucTok npo Giomapkepu fgociimkeHHs Astefania, Bepcis 1.0 Bix
18 cepnas 2021 poky, yKpaiHCbKOIO Ta pociiicbkoro MoBamu; IHdopmariiiina Opomrypa «HER2-
MO3UTHBHUM paK MOJIOYHOI 3a/I03U Ta 3a/IMIIIKOBA XBOPOOa» YKpPaiHCHKOIO Ta POCiHCHKOK MOBaMH

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomiszoBane, TmoABiliHe citime, TI1alle00-KOHTPOIbOBaHe JAociimkeHHss ¢a3u Il ans  oniHku
edeKTUBHOCTI Ta Oe3reuHoCTi aj’tOBaHTHOI Tepamii arte3o/i3ymaboM abo mariebo y KombOiHarji 3
TpacTy3yMaboMm emMTaHCHHOM Y TarieHTiB i3 HER2-TO3UTHBHUM pakoM MOJIOUHOI 3a/03U 3 BHCOKUM
PU3UKOM peLMMBY Mic/s nepefonepatiiHol Tepanii», W0O42633, Bepcis 1 Big 14 >xoBTHs 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 63
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoB/leHMI TIPOTOKO/ KiiHiuHOro BumnpoOyBaHHs ZN-d5-001, Bepcis 3.0, Big 24 uepBHsi 2021 poky,
aHIJIiMcbKOr0 MOBOO; IH(popMallis s maijienTa Ta @opma iHdbopmoBaHoi 3rogu (YuacHuku 3 'MJI),
Bepcis 2.0 Bif 25 ceprHs 2021 poky, Ans YKpainu, Ha ocHoBi [Ilabnony TunoBoi ®@opmu iHpopmoBaHoi
3roau Bepcii 2.0 gas pewuty KpaiH cBity Bifg 06 cepnHsi 2021 poky, A5 MOMy/sLil MaLi€HTIB 3 TOCTPORO
mienoigHoto neiikemieto (I'MJI), aHrmiiicbkor Ta yKpaiHCBKOIO MoBamu; IHdopmallis AJis maijieHTa Ta
®opma iHndopmosaHoi 3roau (YuacHuku 3 HXJT), Bepcis 2.0 Big 25 cepnns 2021 poky, A YKpaiHu, Ha
ocHogi [1Tabony TumnoBoi ®opmu indopmoBaHoi 3roau Bepcii 2.0 ajist pelTy KpaiH cBity Bifg 06 cepriHs
2021 poky, A/ TIOMy/sLii TMalieHTiB 3 HeXOMKKiHCbKOwW JiMdomoro (HXIJI), aHrmiiicbkkoro Ta
yKpaiHcbKoro MoBamu; @opma iHopmoBaHOi 3rosiy BariTHOI nmapTHepkH, Bepcisi 2.0 Bix 25 ceprHs 2021
POKy /i1 YKpaiHu ocHoBaHa Ha I'ob6asnpHiM @®I3 BariTHOI maptHepkH, Bepcist 2.0 Big 06 ceprHs 2021
POKY, aHIVIIMCBbKOIO Ta yKpaiHCbKol MoBamu; [logaTok Ao IHdopmarii ans marjieHta Ta Popmu
indbopmoBaHoi 3roau (YuacHuku 3 I'MJI), Bepcisi 2.0 Big 25 ceprias 2021 poky, A/ YKpaiHU, Ha OCHOBI
[ITabsony tumnoroi @opmu iHdhopmoBaHOi 3rofu Bepcii 2.0 /s perrtu KpaiH cBity Big 06 cepriast 2021
POKY, AJisl IOMYJISILil MaL[ieHTiB 3 rOCTPOIO MienoifHoo nevikemiero (I'MJI), aHT/iCBKOIO Ta yKPaiHCHKOIO
MoBamu; [lomarok Ao IHdopmariii assa maijieHta Ta @opmu iHpopmoBaHoi 3rogu (YuacHuku 3 HXJT),
Bepcis 2.0 Big 25 cepras 2021 poky, A1 YKpainu, Ha ocHoBi [1labnony TunoBoi ®@opmu iHpopmMoBaHoi
srogu Bepcii 2.0 ais pewutd kKpaiH cBiTy Big 06 cepring 2021 poky, Ajs1 mOMyJisALil TaLiieHTiB 3
HeXO/PKKIHCBKOO iM¢omoro (HXJT), aHriicbKoro Ta yKpaiHCbKO0 MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«®asza 1, gocnipKeHHs MepLIOro 3aCTOCYBaHHA MpernapaTy y JIIOAWHH, 3 TiJBUILEHHSM 03U Iperapary
ZN-d5 y Burnszi MoHoTeparii y nauieHTiB 3 Hexomkkincekoro Jlimdomoro abo I'octporo MienoingHoro
JlelikeMmieto», ZN-d5-001, Bepcis 2.1, Biz 23 >koBTHs 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CrioHcop, KpaiHa

K-Group Alpha, Inc. / K-I'pyn Anbda, Ink, CIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTtok 64
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fozaTtka Ne 38 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bif 11 ymucronaza 2021 poky Ne 2481»
24.11.2021 Ne 2616

Inentudikaris cyrreBoi
TIOTIPaBKU

Onosnenuyi IIpotokon kniHiyHoro pocnimkenHs ANTT201, sepcia 3.0, [TonpaBka 02, Bix 10 BepecHs
2021 poky, aHrjiilicekkoro MoBor; I[Hdopmalisi ans naiienta Ta ¢opma iHdopMoBaHOi 3roau, AJs
Ykpainy, Bepcis 3.0 Bizg 13 BepecHst 2021 poky Ha ocHOBi MaticTep-Bepcii @opmu iHdopMoBaHOi 3roay,
Bepcis 3.0 Big 10 BepecHst 2021 poKy aHIJIiNCBKOIO Ta yKpaiHCbKOI MoBaMu [ozatok go IHdopmariii asis
natjiedTa i ¢opmu iHpopmoBaHoi 3roau, Ay Ykpainy, Bepcis 3.0 Big 13 BepecHst 2021 p., cTBOpeHO Ha
ocHOBi Matictep-Bepcii ®@I3, Bepcisi 3.0 Bix 10 BepecHst 2021 p., aHIIiCBHKOI Ta YKPAaiHCHKOI MOBaMU;
Indopmarliss TIpo TofjasbIle  CTIOCTEPEXEHHS 3a 1epe0OiroM BariTHOCTI BariTHOi TMapTHEpPKH i
HOBOHApO/KeHUM Ta opma iHpopMoBaHOi 3roau, A YKpainu, Bepcis 2.0 Big 14 BepecHs1 2021 poky Ha
OCHOBI MaiicTep-Bepcii opmu iHhopMoBaHOi 3roau /st BariTHOI nmapTHepku Bepcis 2.0 TTorpaBka 01 Bix
14 BepechHss 2021 pokKy aHT/IiMCBKOKO Ta yKpaiHCbKOHO MoBaMu; JlOCh€ [OC/iKYBaHOTO J1iKapChKOTO
3acoby ATI-2173 (5 wmr, 25 wr), Bepcis 3.0 Big ceprHs 2021 p., aHI/IiMCbKOI0 MOBOIO; [T0OBXKEHHS
TepMiHy TIPUZATHOCTI JOC/TiPKYBaHOTO JliKapchbKoro 3acoby ATI-2173 (25 wmr, Karicyiu) Ao 12 micsiis i
BiJimoBiHOTO TMaebo A0 24-x wmicsiiB; TekcT 3pa3Ka eTUKeTKU [yt (iakoHiB 3 30 Karcysam, IIo
mictare nperniapat ATI-2173 25 mr/karicyny abo BignosigHe muiatie6o, Bepcisi 2.0 Big 24 uepsus 2021 p.,
YKpaiHCbKOI0 MOBOIO; BK/ItOueHHs [0C/iZpKyBaHOTO JiKapchbKoro 3aco0y AB-729 pns iH'exkuiil (po3uvH
st TiAmKipaux id'ekuini (180 mr/mi); BrimroueHHs 1uiaijebo 0 AOCUTIPKYBAaHOTO JIiIKAPCHKOTO 3aco0y
AB-729 nns iH'ekuiii (CTepUIbHUN PO3UMH HATPil0 X/IOpHU.Y); BKIIOueHHS1 BUPOOHMUMX Ai/ISTHOK AJIs
JIOCTTiI)KyBaHOTO JiKapCchKOro 3acoby AB-729 ans in'ekuiit (180 mr/mmn): Nitto Avecia Pharma Services,
Inc, 10 Vanderbilt, Irvine, CA USA, 92618 (CIIIA) ta Yourway Transport Biopharma Services, 6681,
Snowdrift Road, Allentown, PA USA 18106 (CIIIA); BkiroueHHs] BUpOOHUYOI AiITHKY /1S T1a1[e00 /10
JlociKyBaHoro mikapcbkoro 3aco0y AB-729 (crepunbHMM po3uMH HaTpito xsopuay): IlpuBaTHe
akuioHepHe ToBapucTBO “PapmatieBTruHa dipma “JAPHULIA”, Bya. bopucninbcka 13, 02093, m. Kuis,
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Yxkpaina; bpormrypa gocriguuka AB-729, Bepcist 4.0, Big 30 6epe3nst 2021 poKy, aHIJIiHCBKOK MOBOIO;

Ilocke mocipKyBaHOTO TiKapchKoro 3acoby AB-729 mns iH'ekuiti (180 mr/mi), Bepcist 3.0 Big 23 uepBHS
2021 p., aHrnicbkor0 MoBO; KopoTkuii onMc xapakTepucTuk mpoaykty 0,9% xsopuny Hatpito Bif
02 uepBHs 2020 p. aHr/IificbKOI0 MOBOIO; CIIPOILI[eHUM TeKCT eTUKEeTKH [/ Tiariebo 1o AOoCTiiKyBaHOTO
niKapceKoro 3acoby AB-729, ctepusibHMM po3urH Hatpiro xjopuny, Bepcis 1.0 Big 07 BepecHs 2021
POKY, aHIJIIMChKOIO Ta YKpPaiHCbKOK MOBORO; TeKCT 3pa3Ka eTUKeTKHA IepBUHHOIO TMaKyBaHHS AJIs
JOCTTiI)KyBaHOTO JliKapchkoro 3acoby AB-729 ansa in'ekuiti (180 mr/mi), Bepcisi 001 Bim 07 BepecHs
2021 p., aHrIiWCBKOK Ta YKpalHCBKOIO MOBOK) Ta TEKCT 3pa3ka BTOPMHHOTO TIaKyBaHHS [Jist
JOCTiIKyBaHOTO JliKapchkoro 3acoby AB-729 ansa in'ekuiti (180 mr/mi), Bepcisi 002 Bixm 08 BepecHs
2021 p., aHITMCBKOI Ta YKpaiHCbKOIO MOBOIO; I1]oleHHUK MallieHTa Jjis 00Ky 11[0IeHHOTO TIpUiioMy
JOCIiI)KyBaHOTO mpenapary, koropta D — 25 wmr, Bepcig 1.0 Big 13 BepecHs 2021 poky, yKpaiHCBKORO
MOBOIO

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3a 2A, paHzomi3oBaHe, Mo/BiiiHe ciine, Tialle60-KOHTPOIbOBaHe, OaraToL|eHTPOBe AOC/TiPKEeHHS 3
BU3HAUeHHSI ONTHMAa/bHOI /03U A/ OLiHKM Oe3reyHocTi Ta edektuBHOCTI miperapaty ATI 2173 y
KoMmbiHaljii 3 TeHodoBipy Au30MpOKCHIy (ymapaToM y TallieHTiB 3 XPOHiUHOI iHQekIlie0 Bipycy
renatuty B Ta y maijieHTiB 3 KoiH(ekiiieto Bipycy rematuty D», ANTT201, Bepcis 2.0, [TonpaBka 01, Biz
14 kBiTHsA 2021 poKy

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Awntioc Tepanesrikc Isk., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




