Hopatok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po nipoBefieHHs K/IiHIYHOTO
BUTIPOOYBaHHS JTiKapCbKOT0 3aco0y Ta
3aTBep/yKeHHs CyTTEBOI MOINPaBKU /10
TIPOTOKOJTY K/IiHIUHOTO BUITPOOYBaHHSI
NiKapChKOTO 3aco0y, MpU3HAueHoro /1Jist
3[iiICHEHHS 3aXO0ZiB, CIIPSIMOBAHUX Ha
3aro0iraHHsi BAHUKHEHHIO Ta TOLITHUPEeHH}O,
JIOKaJTi3aLito Ta JIKBiJaLiro
KopoHaBipycHoi xBopo6u (COVID-19)»
26.07.2021 Ne 1561

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHziomi3oBaHe, baraToleHTPOBe, BiIKpUTe AOCTipKeHHs (a3u 3 /s OLiHKKM eeKTUBHOCTI, 6e3MeUHOCTi
Ta TI€PEHOCUMOCTI  MOHOK/JOHa/nbHOro  aHTUTiia  VIR-7831  (sotrovimab) 1ipu  mopiBHSHHI
BHYTPIIIIHEOM’SI30BOTO Ta BHYTPIiIIHLOBEHHOTO IIJISIXiB BBEZEHHS JOC/TiPKYBAHOTO JTIKapChKOTO 3aC00y AJIst
nmiKyBaHHSI KopoHaBipycHoi xBopobu 2019 (COVID-19) nerkoro/rioMipHOro CTyMeHsI TSDKKOCTI Yy
HeroCITiTa/li30BaHuX Malli€HTIB IPYIIA BUCOKOI'O PU3MKY», KOZ foctifkeHHss VIR-7831-5008, 3 nmonpaBkoro
Ne 1 Big 05 TpaBHs 2021 p.

3asaBHUK, KpaiHa

ToBapuctBo 3 ObmexxkeHoro BignosiganbHicTio «KoHTpakTHO-ocmignunbka Opranizanis IHHOGMapM-
YKpaiHa»

CnoHcop, KpaiHa

«Bip BiotekHonomku, Ink.», CIIA (Vir Biotechnology, Inc., USA)

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

VIR-7831 (sotrovimab; GSK4182136) (VIR-7831 (cotporimab, sotrovimab, GSK4182136, WBP2275);
2423014-07-5, EV Substance code SUB214951; sotrovimab); osHopa3oBuii (akoH, 1110 MicTutb 10 mi
nperapaty VIR-7831, 500 mr/8 mn (62,5 Mr/mit), po3uuH [ijisi BHYTpillIHbOBeHHOI iH(y3ii; 500 mr/8 mn
(62,5 mr/mn); Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services, PTE LTD, Singapore; WuXi
Biologics Co., Ltd., China; WuXi Biologics (Shanghai) Co., Ltd., China;

VIR-7831 (sotrovimab; GSK4182136) (VIR-7831 (cotporimab, sotrovimab, GSK4182136, WBP2275);
2423014-07-5 EV Substance code SUB214951; sotrovimab); ogHopa3oBuii (akoH, 10 mictute 10 M
npentapaty VIR-7831, 500 mr/8 mn (62,5 mr/mi), po3urH JJi1 BHYTPIIIHBOM 130B0I iH’eknil; 500 mMr/8 mu
(62,5 mr/mn); Fisher Clinical Services GmbH, Germany; Fisher Clinical Services UK Limited, United
Kingdom; Fisher Clinical Services Inc., USA; Fisher Clinical Services, PTE LTD, Singapore; WuXi
Biologics Co., Ltd., China; WuXi Biologics (Shanghai) Co., Ltd., China.
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BianosigansHuii (i) 1) nikap IoOpsiHcbka M.A.
JIOCJTiIHYK (1) Ta MiclLie MeauuHUH 1IEHTP TOBapUCTBa 3 0OMEXKEHOI0 BiJNOBiabHICTIO «I'apMOHist Kpach», BifiileHHs] K/TiHIYHUX
(s1) mpoBefieHHS BUTIpOOyBaHb, M. KuiB

BUMIPOOYBaHHs B YKpaiHi | 2) A.M.H. Kipees L.B.

KomyHanbHe HekoMeplliiiHe MiANpUeMCTBO «Micbka CTy/IeHTChbKa JiKapHs» XapKiBCbKOI MiCbKOi pajw,
ambyaTopist Nel 11eHTpPy TIepBUHHOI MeIUKO-CaHiTapHOI ZI0TTIOMOTH, M. XapKiB

3) nikap KobpuHcbka O.4].

KomyHanbHe HekomepLiiliHe miAnpuemMcTBo «LleHTpasbHa Micbka KJIiHIYHA JiKapHs IBaHO-PpaHKiBCHKOI
MICBKOI pajin», TeparneBTUUHe BifaiieHHs Nel, M. IBaHO-®PpaHKiBCbK

4) k.M.H. Jlebeqp K.M.

KomyHasibHe HeKoMepililiHe MminIpHUeEMCTBO «XepCOHChKa MichKa KiTiHiUHa jikapHsi  iM. €.€. Kapabenera»
XepCoHCBKOI MiCbKOI paju, MpuiiMabHe BiffliieHHs, M. XepCOH

5) 3aB. Biz. Jlorotiga IT.1.

LlenTp MeauuHMX MOCAyr Ta peabimiTaiii /lep>kaBHOI aki[ioHEpHOI XOJIJUHTOBOI KOMIMaHii «ApTem»,
Bi/Ili/IeHHs IeHHOr 0 CTaljioHapy MOJIiK/IiHIKY, M. KuiB

6) k.M.H. CazomoB A.C.

KomyHanbHe HekoMmepljiliHe mianpuemMctBo «Micbka sikapHs Ne7» 3aropi3bkoi MicbKOI  pajw,
TeparieBTUYHe BifisieHHs, M. 3aropixoKs

7) 3aB. am0Oynaropieto Topba T.O.

KomyHanbHe HekomepiiiiiHe miAnpueMcTBO «Mickka mosikaiHika Ne9» XapkiBCbKOI MiCbKOI pajw,
ambymnaropist Nel IeHTpy NepBHHHOI MeIMKO-CaHiTapHOI I0NTOMOTH, M. XapKiB

IIpenapatu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CymnyTHi  Enextpokapziorpagu
Marepianu/npernapaTy * Excripec-tect Ha aHtured COVID-19
CYIyTHBOI Teparnil * [Hpy3omaru

» CrcTemu /151 BHYTPILLIHLOBEHHOI'O BBEJIeHHS
o [IIrpyLy, roaKu

* l'onku anis dhnakowis (Bag Spike)

* [TopoxxHi cTepu/ibHI MIlLIKY /7151 iHQY3iH

+ JIpyKoBaHi MaTepiau [/ NaLji€HTiB

+ JIpyKOBaHi 3pa3Ku MapKyBaHHSs
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» JlabopaTtopHi Habopu
* [HIII CcynyTHI MaTepianu
/ —

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




Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rposezieHHs KJIIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/ KeHHs CYTTEBOI MOMPABKU [0
TIPOTOKOJTy KJ/IiHIYHOTO BUITPOOYBaHHS
JiKapChKOTOo 3aco0y, MPU3HAYEHOTO /st
3/1iliCHeHHsI 3aX0/1iB, CIIPSIMOBAHUX Ha
3aro0biraHHsl BHHUKHEHHIO Ta MOLIUPEHHIO,
JIOKaJti3allito Ta JiKBiJjaliifto KOpOHaBipyCHOL
xBopobu (COVID-19)»

26.07.2021 Ne 1561

InenTudikatiist cyrreBoi
TIOTIPaBKU

Bpoiirypa s natjiedTa 3 iHpopmatiiiero ripo gociimkenHs (MK4482-002_Patient Recruitment Brochure),
Bepcis 3.0, ykpaiHCbKOIO MOBOO; bpoliypa A/ nauieHTa 3 iHpopmatiieto nipo gociizpkeHHs: (MK4482-
002_Patient Recruitment Brochure), Bepcisi 3.0, pociiicbkkoto MoBot0; JIucTtiBKa A/isi maijieHTta (MK4482-
002_Patient Recruitment Flyer), Bepcisi 3.0, ykpaiHCcbKol0 MOBoMO; JIucrtiBka Asis nauieHta (MK4482-
002_Patient Recruitment Flyer), Bepcis 3.0, pocitickkoro MoBoro; KaneHjgap Bi3uTiB, mepembaueHUX
nocnimpkenHsm (MK4482-002_Study Visit Calendar), Bepcis 3.0, ykpaiHCbKOO MOBOw; KaneHgap
Bi3WTiB, mepenbaueHnx mociimkenHsm (MK4482-002_Study Visit Calendar), Bepcisi 3.0, pociiicbkoro
MOBOI0; 3arpoBa/i)KeHHsI CKOPOUeHOi Ha3BH KiTiHiuHOTro BUnpobyBanHs MK-4482-002: MOVe-OUT

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2532 Bip 06.11.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanpomizoBaHe, 1aie00-KOHTPOIbOBaHe, MOABiMHe Ciirne KIiHiuHe AOCTipKeHHs (ha3u 2/3 Asis OiHKH
eeKTUBHOCTI, Ge3rmevHoCTi Ta ¢apMakoKiHeTHKH miperapaTy MK-4482 y mopocivx Herocritani3oBaHUX
narienTis 3 COVID-19», MK-4482-002, 3 inkopriopoBaHoto rorpaskoro 03 Biz 22 yepsHsa 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBigambHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

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




Hopatok 3
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUTIPOOYBaHHS JIiIKapChKOT0 3aco0y Ta
3aTBep/yKeHHs CYTTEBOI ITOIIPaBKU /10
MIPOTOKOJTY KJTiHIYHOTO BUMPOOYBaHHS
JKapCbKOTO 3ac00y, MPU3HAYEHOTO JIIsT
3/1iliCHEeHHS 3aX0/[iB, CITPSIMOBAaHUX Ha
3aro0iraHHsi BAHUKHEHHIO Ta MOLITUPEHHEO,
JIOKaJ/Ti3alliro Ta JIiKBiJaL[iro
KopoHaBipycHoi xBopo6u (COVID-19)»
26.07.2021 Ne 1561

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHgomi3oBaHe, TUIale00-KOHTPO/IbOBAaHe, TO/BiMiHe  citirte, GaraTorjeHTpoBe, cTpaTH(ikoBaHe
JocmipKeHHs1 da3u 3 [/ TOpiBHSHHS 3acTocyBaHHs Tiperapaty CPI-006 Ta miainebo y moegHaHHI 3i
CTaH/]JaPTHOIO Teparii€to Jis JiKyBaHHSI TOCIMiTaai30BaHMX MALli€HTIB i3 cMIITOMaMu 3axBoproBaHHs Covid-
19 nerkoro abo cepeIHLOTO CTYTIEHS TSHKKOCTi», Koz aociimkennst CPI-006-003, Bepcist 003 Biz 23 6epe3Hst
2021 p.

3asgBHUK, KpaiHa

TOB «biomanac», YKpaiHa

CrioHCOp, KpaiHa

«KopByc ®apmaceioTikan3, IHK.» (Corvus Pharmaceuticals, Inc.), CIITA

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

CPI-006 (CPI1-006); pPO3UuH JLst iH'eK1Iil; 200 mr/20 M (10 MI/MJT)
10/1 mr/mm; Lonza AG Drug Product Services, IIBetitjapisi; Lonza Biologics plc, Crioniyuene KoposiBcTBO;
WuXi AppTec (Shanghai) Co., Ltd., Kutaii; Vetter Development Services USA, Inc, CIIIA; Vetter Pharma-
Fertigung GmbH&Co0.KG, HimeuunHa; Vetter Pharma-Fertigung GmbH&Co0.KG, HimeuunHa;
Manufacturing Packaging Farmaca (MPF) B. V., Higepnanau; Sharp Clinical Services (US), CIIIA; Sharp
Clinical Services (UK) Ltd., Cnonyuyene KoponiBctBo; Vetter Pharma-Fertigung GmbH&Co.KG,
Himeuunna; Vetter Pharma-Fertigung GmbH&Co.KG, HimeuunHa;

miare6o 10 CPI-006 (I'moko3a 5%); po3unH jyis iHdy3ii; JouipHe mignmpuemctBo «Dapmarpeli», YKpaiHa

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

1) k.M.H. Benocnyauera K.O.

KomynaneHe HekoMepLiiHe MmignpueMcTBO «Mickka KiiHiuHa yikapHsA Ne6» [IHINpoOneTpoBCHKOI MiCbKOI
paau, BiAjiseHHs Tepamii 3 TMy/JbMOHOJIOTIYHUMHU JiKKaMu, [IHITIPOBCHKUM [Jlep>KaBHUN MequYHUM
yHiBepcUTeT, KadeJpa BHYTPilIHBOI MeAULMHU 1, M. [THinpo

2) A.M.H., ipod. Kosans T.I.

KomyHanbHe mignpuemMctBo «IlontaBchbka obsiacHa KiiHiuHa iHdbekijifiHa ikapHsi [TonTtaBchKoi 06/1acHOl
pajiy», TOCIiTa/ibHe BifziieHHs, M. [TonTaBa
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3) A.M.H., ipod. Mopo3 JI.B.

KomyHanbHe HekoMepliiiiHe miAnpueMcTBo «BiHHMIIbKa Micbka KriHiuHa jikapHsi Nel», iHdekuiiiHe
BiaminenHs, M. BiHHuLg

4) p.M.H., ipod. Pogionosa B.B.

KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «MicbKa KiiHiuHa jikapHs Ned» [IHINPOBCHKOI MiCBKOI pajw,
Micbkuii 1IeHTp MO JIiKyBaHHIO TpodeciiHMX 3aXBOPIOBaHb, BiAfineHHs mnpodrmarosorii, JHINMpoBCbKUi
Jlep>KaBHUN MeJUUHWI YHiBepCHUTeT, Kadenpa npodeciiiHux xBopob Ta KiHiYHOI iMyHoJ10Tii, M. JHITpO

5) k.M.H. Crens P.B.

KomyHaneHe HekoMmepljiliHe mianpuemMcrBo «Micbka sikapHsg Ne6» 3amopi3pkol MiCbKOI  pajw,
TeparieBTUYHe Bif/liIeHHs, M. 3aropixoKs

6) k.M.H. CazomoB A.C.

KomyHanbHe HekoMepliiiiHe miAnpueMcTBo «Micbka KiiHiuHa jikapHsi Ne7» 3aropispkoi MicbKOi pajw,
TeparieBTUYHe BiffisieHHs, M. 3aropixoKs

7) K.M.H. fIkoBeHko O.K.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BonnHCbKOI 061acHOi  pajy,
inbexuiiHe Bigminends Ne2, BoanHcbKa 00:1., JIylbkuid paiioH, c. TapacoBe

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

TOB «CanaKuic»

TOB «KoHTpaKTHO-[]0C/iIHULIbKA OpraHi3atiisi I[HHodapM-YKpaiHa»
JlaboparopHi Habopu

* JIpykoBaHi MaTepiaau

* PeecTparop Temneparypu (min/max)

/ —

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




