Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BUIIPOOYBaHb Ta 3aTBEPAKEHHS CYTTEBOT
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BHITPOOYBAHHS JIIKAPCHKOTO 3ac00Y,
MPU3HAYCHUX JIJIS 3A1MCHEHHS 3aXO/IiB,
CIPSIMOBAHUX Ha 3aM00IraHHS BUHUKHEHHIO
Ta MOILIUPEHHIO, JOKaJi3aliio Ta
JIKBIJaIif0 KOPOHABIPYCHOT XBOpOOH
(COVID-19)»

22.04.2022 Ne 677

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta JgaTa

«baratonieHTpoBe paHAOMI30BaHE IOABIMHE CIiMe IJIaNe00-KOHTPOIbOBAaHE JOCTIIHKCHHS IS OLIHKH
eeKTUBHOCTI Ta Oe3meku NepopaibHUX TabjeTok iBepmekTuHy B mpodimakruni COVID-19 (SAIVE
BUIIPOOYBaHHs)», Ko gocmimkendas mdc-TTG-CT-002, Bepcist 2.0 Big 10 rpyaust 2021 poxy

3asiBHUK, KpaiHa

«Epromen [TiEaCi», Cnony4yene KopoiiBcTBO

CnoHcop, kpaiHa

MeninCenn C.A. [MedinCell S.A.], France

[lepenix gocmimKyBaHUX
JIKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHVIK,
KpaiHa

IBepmextun CyoOctidapm; IBepmextun; tadmerku; 3 mr; AMATCITPYIT [AMATSIGROUP], France;
Eponeen Jle ®apmakotekHi - Epodaprex [Europeenne De Pharmacotechnie — Europhartech], ®pantiisi;
[Tnane6o o IBepmextuny (PROSOLV® EASYtab SP. MicTHTh MIKpOKPUCTANIYHY LIEIOI03Y, KOJIOTTHHIA
TIOKCHJ] KPEMHII0, KpeMHe3eM KOJOifHMM Oe3BOJHUM, Jierky Oe3BOAHY KPEMHIEBY KHCIOTY,
KPOXMAJIBIIIIKONAT HATpito, creapuidymapar Hartpiwo); tadnerku; AMATCITPYIT [AMATSIGROUP],
France; Annepton Jlimiten [Upperton Limited], Cionyuene KopomiBcTBo;

[Mnane6o mo IBepmextuny; tabnetku; AMATCIIPYII [AMATSIGROUP], France;
dapmakorekHi - Epogaprek [Europeenne De Pharmacotechnie — Europhartech], ®@panuis

Eponeen [le

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIe
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) 3aB. Binx. Jloroiina I1.1.

Hentp memuunux mnociayr Ta peabumitauii [lep>kaBHOI aKIIOHEpHOI XOJIUHTOBOi KOMIAHIi «ApTeM»,
BIIJIIJIEHHS JIEHHOTO CTaIlioHapy MoJikmHika, M. Kuis

2) K.M.H., foi1. Bapyskis O.1.

JIikyBaJIbHO-/11aTHOCTUYHUI LEHTp miAnpuemcTBa «JlikyBampHO-I1arHOCTUYHUM 1eHTp CBsitoro Jlykm»
IBano-®pankiBcbkoro ApxiemapxiaabHoro YmpasiiHHS YkpaiHcbkoi ['pexo-Kartomuupkoi Llepksuy,
KOHCYJIbTaTUBHO-JIKYBaJIbHE BIIIeHHS «HaykoBO-10CHITHULIbKUIA LIEHTP», M. IBaHO-PpaHKIBCHK
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[Ipenapaty mopiBHAHHA, | —
BUPOOHHK Ta KpaiHa

CymytHi Kommnanis, sika i€ 3a TOBIpEHICTIO, SIKY Ha/1aB CIIOHCOP UM 3asBHUK Ha BBE3CHHS JIOCIIIKYBAHUX JTIKAPChKUX
MaTepianu/mpenaparu 3aco0iB Ta cynyTHix MarepianiB: TOB «lleatp Kminiuaux Jocmimkens JITI».
CYIYTHBOI Teparii CynyTtHi MaTepianu: aboparopHi Habopu

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3A/IBOPHHUX




JlonaTok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BUIIPOOYBaHb Ta 3aTBEPKECHHS CYTTEBOT
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BHITPOOYBAHHS JIIKAPCHKOTO 3ac00Y,
MPU3HAYCHUX JIJIS 3A1MCHEHHS 3aXO/IiB,
CHPSIMOBAHUX Ha 3aNI00ITaHHs BAHUKHEHHIO
Ta MOILIUPEHHIO, JOKaJi3aliio Ta
JIKBIJAIiI0 KOPOHABIPYCHOT XBOPOOH
(COVID-19)»

22.04.2022 Ne 677

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

PannomizoBane, moaBiiiHe climne, Mmianed0-KOHTPOIbOBAHE MIXKHAPOIHE OaraToleHTPOBE BUIIPOOYBaHHS Y
JIBOX TapaleJbHUX TPpyMax JUisi OUIHKKA e(eKTUBHOCTI Iuiepukcadopy B JiKyBaHHI TOCTpOi pecripaTopHOi
HegocratHocTi, moB’s3anoi 3 COVID-19 (LEONARDO), kox pocuimkenns 4LB-LEO-P, Bepcis 1.0 Bix 25
#oBTHs 2021 p.

3asBHUK, KpaiHa

TopapuctBo 3 ooMexeHoo BianmoBinanbHicTIO «JIABKOPIT KJITHIKAJI JIEBEJIOIIMEHT VKPATHA»

CnoHcop, kpaiHa

4Living Biotech SAS, ®panuist

[Tepenik mocmimKyBaHUX
JTKapChKUX 3ac001B
Jikapcbka ¢opma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

ITnepukcadop (Mozobil) (Mozobil, 110078-46-1; Plerixafor); po3zunn mis indys3iit, y koHueHTpaiii 20 Mr/mi,
14 ¢nakoniB 06’emom 1,2 mit; 20 mr/mi (minirpam/ misutimitp); Genzyme Corporation (Bizomuit sixk Sanofi),
CHIA; Almac Clinical Services Limited, Cronyuene Kopomiscto; Aptuit (Oxford) Limited, Cronyuene
KopomisctBo; Aptuit (Oxford) Limited, Cionydene KoposiBcTBo;

wiare6o no Ilnepukcadop (Mozobil) (Sodium Chloride / Sodium Phosphate Monobasic, Monohydrate /
Sodium Phosphate Dibasic, Heptahydrate / Water for injection); ¢i3ionoriyauii po3unH mis 1HQY31H,
3a0ydepoBanuii hocdarom y konmenrpamii 10MM, 14 dnakoniB o6’emom 1,2 mi; Genzyme Corporation
(Bimomwii sik Sanofi), CIITA; Almac Clinical Services Limited, Conyuene KoposiBcTBo

BianoBiganbauit (1)
JTOCTIAHUK (1) Ta Miclie
(s1) mpoBeeHHS
BUIIPOOYBaHHS B YKpaiHi

1) n.m.H., ipod. Nammuosa K.1O.

Komynanene HekoMmepiiitHe mignpuemMcTBo «Micbka KiiHIYHA JikapHsa Nedy JIHIMpOBCHbKOi MICBKOT pajau,
MicbKkuil LIEHTp MO JIKYBaHHIO TOCTPUX OTPYEHb, [IHIMPOBCHKUN JIep>KaBHUN MEIUYHUN YHIBEPCUTET,
Kadenpa npodeciiiHux XBOpoO, KIIHIYHOT IMYHOJIOTII 1 KJIIHIYHOT (hapmakosiorii, M. J{Hirpo

2) k.Mm.H. CtoBOan M.II.

Komynanene HekomepuiiiHe mianpuemMcTtBo «IBano-®dpaHkiBcbka oOjacHa KiliHIYHA iH(EKIiiHA JiKapHS
IBano-®pankiBchKoi 007acHOi panny, BiiaeHHs Ne3, M. IBano-PpaHKiBCbK
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3) 3aB. Bix. [Tmmmnenko M.M.

Jlep>xaBHa ycraHoBa «IHcTUTYT Helipoxipyprii iM. akazn. A.I1. PomoganoBa HartionansHOT akaieMii MEAMIHIX
HayK YKpaiHw», BUIIIJICHHS IHTEHCUBHOI Teparii Ta anecte3ionorii Ne2, m. Kuis

4) nikap Koopunceka O.4.

Komynanbne Hexomepiiine mignpuemMctBo «lleHTpanpHa Michbka KiiHIYHA JiKapHs IBano-®dpaHKiBCHKOT
MICBKO1 pajiny, TepaneBTruaHe BiiiieHHs Nel, M. IBano-DpaHKiBChK

[IpenapaTty nMopiBHAHHS,
BUPOOHHK Ta KpaiHa

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUIIPOOYBaHb Ta 3aTBEPKEHHSI CYyTTEBOI
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00Y,
MPU3HAYCHUX JIJIS 3IHCHEHHS 3aXO/iB,
CIPSIMOBAaHUX Ha 3aM00IraHHs BHHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO0
KopoHaBipycHoi xBopoou (COVID-19)»
22.04.2022 No 677

Inentudikaris cyrreBoi
MIOTIPaBKH

COR-101/001_Indopmaris 1uig namieHTa Ta 104aToK 10 hopMu iHHOPMOBAHOI 3TOAM HA y4acTh Y YaCTHHI
1 mocmimkenns, Bepcis 1.1.0 Big 11 6epesnst 2022 poky it YKpaiHu YKpaiHCHKOIO Ta pOCIHCHKOI0 MOBAMH

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2469 Bix 09.11.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanomizoBane, ojBiiHE cIIine, MIanedo0-KOHTPOIbOBaHEe, OaraTolieHTPOBe aociimpkeHHs ¢as3u b/l B
napajieiabHUX TpyHax, L0 BIEpIIE MPOBOAUTHCS 13 3aCTOCYBAaHHSAM Ipenapary B JIIOAWHM, 3 OLIHKU
0€3MeYHOCT1, MEePEeHOCUMOCTI, (papMaKOKIHETUKH, (papMaKOAMHAMIKH, IMYHOT€HHOCTI i €(EeKTUBHOCTI
COR-101 (ue#iTpanizytoyoro antutina 10 SARS COV-2) y rocniTanizoBaHUX MaIi€HTIB 13 TOMIPHUM Ta
TsokKUM niepedirom COVID-19», COR-101/001, ¢pinansaa Bepcis 5.0 3 iHKOpIIOPOBaHOO MOMPABKOIO 4 Bif
28 uepBHs 2021p

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

«KOPAT Tepan’totukc I'm6X» (CORAT Therapeutics GmbH), Himeuunna

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jomarox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BUIIPOOYBaHb Ta 3aTBEPAKEHHS CYTTEBOT
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BHITPOOYBAHHS JIIKAPCHKOTO 3ac00Y,
MPU3HAYCHUX JIJIS 3A1MCHEHHS 3aXO/IiB,
CIPSIMOBAHUX Ha 3aM00IraHHS BUHUKHEHHIO
Ta MOILIUPEHHIO, JOKaJi3aliio Ta
JIKBIJaIif0 KOPOHABIPYCHOT XBOpOOH
(COVID-19)»

22.04.2022 Ne 677

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«PanmomizoBaHe, MOJBIHE ciine, MIanedbo-KOHTPOIbOBAaHE AOCTIKEHHS (a3su 2, 3 METOI BHBUYCHHS
0e3MevHOCT1, MEPEHOCUMOCTI Ta e(peKTUBHOCTI iHTpaHa3anbHOro 3actocyBanHsa mpemnapary INNA-051 mis
npodinakrukun COVID-19 y nopocnux micist TICHOTO KOHTaKTy 3 ocobamu, iH(pikoBaHnumu Bipycom SARS-
CoV-2», xox nocnipkenas INNA-051-COVID-PEP-01, sepcis 1.0 Big 17 mucronana 2021 poky

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BianosinanbhicTio «KoHTpakTHO-Jlocmignunpeka Opranizanis IaHHOQapM-
Ykpaina»

CnoHcop, kpaiHa

«Ena Pecniparopi [11.Ti.Vaii., JItn.» (Ena Respiratory Pty Ltd), ABctpainis

[Tepenik mocmimKyBaHUX
JKapChKuX 3ac00iB
Jikapcbka ¢opma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

INNA-051 (INNA-051; aronict n3BoHonoaionoro pereniropa (TLR)2/6); po3unn; (aakoH 3 po3nuioBadeM
mictuth 4 mut INNA-051; 750 mkr/mi; Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma
Services, Ascrpanis; BIOTEC SERVICES INTERNATIONAL LIMITED, Benuka Bpuranis; Intertek
Testing Services Australia Pty Ltd, Ascrpauis;

INNA-051 (INNA-051; aronict a3BoHonoaionoro pereniropa (TLR)2/6); po3unH; (aakoH 3 po3nuioBayeM
mictuth 4 it INNA-051; 1500 mxr/mur; Pharmaceutical Packaging Professionals Pty Ltd T/A PCI Pharma
Services, Ascrpanisi; BIOTEC SERVICES INTERNATIONAL LIMITED, Benuka Bpurtanis; Intertek
Testing Services Australia Pty Ltd, Ascrpauis;

ITnane60 10 INNA-051, po3unn; dakoH 3 po3nuioBadem MICTUTh 4 Mt iarie6o; Pharmaceutical Packaging
Professionals Pty Ltd T/A PCI Pharma Services, Ascrpaiis; BIOTEC SERVICES INTERNATIONAL
LIMITED, Benuka bpuranis; Intertek Testing Services Australia Pty Ltd, Asctpais
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Bianoiganbauii (1)
JIOCJTITHUK (M) Ta Micle
(s1) mpoBeACHHS
BUNPOOYBaHHS B YKpaiHi

1) n.m.H., mpod. bapua O.M.

MenuyHuii IIEHTP TOBApUCTBA 3 OOMEXKEHOI BiNNOBiNaIbHICTIO «IIpeBeHTKITIHIKA», KOHCYJIbTaTUBHO-
JiarHoCTUYHHUH Bigmia, M. Kuls

2) nikap bopoBuk B.M.

Komynanbne Hekomepiiiiiae mignpueMcTBo «UepHiriBebka Michbka stikapHs Ne2y UepHiriBcbkoi MiChKO1 pajy,
TepaneBTUYHE BiTiIIeHHS, M. UepHiriB

3) n.m.H. Kipees 1.B.

KomynaneHe HekoMepIliiiHe mignpueMcTBO «MichbKa CTyAEHTChbKa JiKapHs» XapKiBChbKOI MICHKOI paju,
amOymaropist Nel eHTpy NEpBUHHOT MEMKO-CaHITAPHOT JOMTOMOTH, M. XapKiB

4) n.m.H., ipod. Kosanenko C.B.

ObnacHe KOMyHalIbHE HEKOMEPIIiifHE MiAPHEMCTBO «YepHiBelbKka o0acHa KIIIHIYHA JIIKApHS», MiIPO3ILT
MyIpMOHOJIOT 1, M. YUepHiBIIi

5) 3aB. Bix. Jloroiina I1.1.

Hentp Memuunux mociayr Ta peabuimitamii JlepaBHOi aKI[IOHEPHOI XOJJAMHIOBOi KOMIIaHIi «ApTem»,
BIJUTUTCHHS ICHHOTO CTAI[iOHAPY MOJIIKIIiHIKH, M. KuiB

6) nikap Bunoscbka B.B.

KomyHnaneHe HekoMmepuiiiHe MenuuyHe miAnpueMcTBo «KpemeHuylpka mepiia MichbKa JHKApHSA 1M.
O.T. boraeBcbKkoroy, myJbMOHOJIOTIUHE BijaiieHHs, M. KpemeHuyk

[TpenapaTtu mOpiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynyTtHi
Mmarepianu/npenapaTH
CyMyTHBOI Tepamii

- JJaboparopHui Habopw;

- Ha6opu Nasal swab;

- Scanner-Voyager 12509 Laser Scanner;
- TecTn Ha BariTHICTH;

- Tectu Antigen Covid Test Kit;

- Tepmomerpu;

- Oxcnmerpu;

- EnextpoHnHi ninaHmeT, cMapTQOHU, IIHYPHU KUBIEHHS, agantopH, SIM-kapTku;
- IpykoBaH1 MaTepiaiu JiIs Malli€HTIB;

- JIpykoBaHi MaTepiaiau s TOCIiTHUKIB,;
- [nn cynyTHi MaTepiaiu.

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




