Honatok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYkpaiau «[Ipo npoBeneHHs KIiHIYHOTO
BHUIPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KIIIHIYHUX BUIPOOYBaHb
JKapChKUX 3aC001B, MPU3HAYCHUX IS
3IIACHEHHS 3aX0/1iB, CIIPSIMOBAaHUX Ha
3aro0iraHHs BAHUKHEHHIO Ta MOIIUPEHHIO,
JIOKAJI3aIliio Ta JIKBIJAIi0
KopoHasipycHoi xBopoou (COVID-19)»
10.09.2021 No 1919

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[loxgifiHe ciine, paHAOMi30BaHE, KOHTPOJILOBAHE JOCHIKCHHS (a3 3 s OMiHKK Oe3rmeyHocTi ¥
IMYHOT€HHOCTI BaKIMHM, II0 MICTUTh PEKOMOIHAHTHY TpUMIpHY cybomuHuio S-O6inka SARS-CoV-2 Tta
CpG 1018/amominiii B sikocti ax’toBanta (SCB-2019), B oci0 Bikom Bix 18 pokiB i3 XpOHIYHHUMHU
IMYHOOTIOCEPEIKOBAHUMU 3aNaIbHUMHU 3aXBOPIOBAHHAMMY, koA fgociimkenns CLO-SCB-2019-005, Bepcis
1.0 Big 11 TpaBus 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnioHcop, kpaiHa

Knosep biodapmacerotikanc AKOC I1ti JIta, Asctpanis (Clover Biopharmaceuticals AUS Pty Ltd )

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

HInpun, mo mictuth npenapat SCB-2019 720 Mkr, 1 M1 po3unHy Ui BHYTPIIIHBOM s130B01 iH’ekii; SCB-
2019 (Bakumua SCB-2019 3 CpG 1018/AntomiHieM B SKOCTi aJ’fOBaHTa, PEKOMOIHAHTHA TPHUMipHA
cyoonunmis S-6imka SARS-CoV-2 [SARS-CoV-2 spike trimer fusion protein, recombinant; recombinant
SARS-CoV-2 Subinit Vaccine (CHO Cell); po3unn mus in’ekmiii; 720 MKr/mi (MiKporpam/MiJumiTp);
Zhejiang Clover Biopharmaceuticals, Inc., Kuraii;

po3unHHUK A0 Ilnpun, mo Mictute npenapat SCB-2019 720 Mmkr, 1 M1 po34MHYy /Ui BHYTPIIIHBOM SI30BO1
10’ ekuii, ammnyna, mo mictuth 0,9 % Hatpito xymopuay, 10 M1 po3unHy JUIsl BHYTPIIIHBOM S30BO1 1H’ €KIIIi
(natpito xaopua (Sodium chloride), Bona mns in’exuii (water for injection), rigpokcun Hatpito (Sodium
Hydroxide; xmopoBomoponna kucinora (Hydrochloride Acid), Sodium chloride, NaCl); po3uun ans i1’ exitii;
9 mr/mu (minirpam / Miinitp); Parexel International Pte Ltd, Cinramyp; hameln rds s.r.o., CnoBayunHa;

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) nixap beiiko I'.B.
MenuyHuii 1IEHTp TOBApUCTBA 3 OOMEKEHOI0 BINMOBINANBHICTIO «lleHTp CIMEMHOI METUIIMHU TUTIOCH,
JTIKYBaJIbHO-TIPO(UIAKTUYHUH 1miapo3/ail, M. Kuis
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2) nikap binorkau O.Y.
MenuyHuii EHTp TOBapHWcTBa 3 OOMEKEHOI0 BiamoBimanbHICTIO «EnenpBeiic Memike», JiKyBaJIbHO-
npodinakTuyaui miaposair, M. Kuis

[Ipenapatu nopiBasHHs, | [lomepeaHbo0 HaNOBHEHWM Immpuil, 1m0 MIcTUTh 1 wmi cycrensii XaBpukc 1440 O]l ELISA s
BUPOOHMK Ta KpaiHa BHYTpilIHbOM s130B01 i ekiii (Hepatitis A vaccine, inactivated. Cycnensisi, 10 CKJaay sIKOi BXOIHTh
IHaKTUBOBaHUU 3a J0moMorow Qopmansaeriny Bipyc rematuty A (mram HM 175), ancopOoBanuii Ha
riIpokcual amoMiHilo, [HaKTMBOBaHAa BakUWHA TNPOTU Bipycy rematuty A. Bipyc KyJabTHBYIOTH Y
qurutoinaux kiaituHax moguan MRC-5. Oqna nosa Bakiuam (1 min) mictuts 1440 oguuuns ELISA (EL.U.)
aHTUTEHY BIpycy remaTtury); cycmen3is mis in’exuiit; 1440 O ELISA (omununs ELISA); Parexel
International Pte Ltd, Cinramyp; GlaxoSmithKline Biologicals SA (GSK Biologicals), benbris;

rtane6o 1o IlomepeHbO HAMMOBHEHUH mITIpHII, O MicTUTh 1 it cycniensii XaBpuke 1440 OJ] ELISA nns
BHYTpitHboM 5130801 iH’ekiii (Hatpito xmopun (Sodium Chloride, NaCl) 0.9%); po3uwH s iH’€KIiid;
Parexel International Pte Ltd, Ciaramyp; hameln rds s.r.0., CiioBauunHa;

CynyTtHi Opnnopazouii ¢uakon npemnapary CpG 1018, 2 mi, mo mictuts 12 mr/min 22-mipHoro ¢hocpopoTioaTHOro
MaTepianu/mpenaparu OJIITOIE30KCUHYKIICOTUAY y TpUC-OydepHOMYy conboBOMY po3umHi (24 Mr Ha ()IaKoH); PO3YHMHHUK IS
CYIyTHBOI Teparii SCB-2019 ( CpG 1018; CpG 1018 (22-mipuuii dhochopoTioaTHHH OJIrOAE30KCHHYKICOTHI Y TPHC-

O0ydepHomy coaboBomy po3unti); CpG 1018 BinbHa kuciorta (free acid), CpG 1018 narpiesa comnpb (sodium
salt); CpG 1018 Adjuvant ); po3uun mis in’ekiii; 12 mr/ma (mizirpam/mimimitp); Nitto Denko Avecia,
CIIA; Ajinomoto Bio-Pharma Services, CIIIA; Dynavax GmbH, Himeuunna;

OpnHopazoBuil (iakoH ans 3MilIyBaHHS ajibrigporento, 1,8 mi, mo wmictute 10 MI/MI TigpoOKCUAY
amoMiHiro. ['enernoniOHa BoiHA CYCIICH3Is U BHYTPIIIHBOM 130801 i ekii (Anbruaporens (Alhydrogel),
rizpokcuay amominiro (aluminum hydroxide), Aluminum Hydroxide Adjuvant, AJV3012); cycniensist mis
in’exuiit; 10 mr/mn (mimirpam/minimitp); Zhejiang Clover Biopharmaceuticals, Inc., Kutaii; Thousand Oaks
Biopharma (Nantong) Co., Ltd., Kuraii; Croda Denmark A/S, Jlanis

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTtok 2
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo npoBeaeHHs KIiHIYHOTO
BUIIPOOYBaHHS JIKapChKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIHIYHUX BUMTPOOYBaHb
JKapChKUX 3ac00iB, MPU3HAYCHUX IS
3IACHEHHS 3aX0/iB, CIPSIMOBAHUX Ha
3ano0iraHHs BUHUKHEHHIO Ta MOLIMPEHHIO,
JIOKaJTI3alIliio0 Ta JIIKB1IaIliF0 KOPOHABIPYCHOT
xBopoou (COVID-19)»

10.09.2021 Ne 1919

InenTudikamis cyrreBoi
MONIPaBKU

Posmin  «Drug Substance» (3 mimpo3mitamu: «S.1  GENERAL INFORMATION», «S.2
MANUFACTURE», «S.3 CHARACTERIZATION», «S.4 CONTROL OF DRUG SUBSTANCE», «S.5
REFERENCE STANDARDS OR MATERIALS», «S.6 CONTAINER CLOSURE SYSTEM», «S.7
STABILITY») Hocke nochimxkyBaHoro Jikapcekoro 3acody MK-4482, Bepcis 06FGXS Bin 28 mumnHs
2021 poky, aHTTiHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2532 Big 06.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PangomizoBaHe, miane00-KOHTPOILOBAHE, MMOJIBIMHE CIIINe KIIHIYHE TOCHiKeHHs (a3 2/3 1j1s OIiHKU
eeKTHUBHOCTI, Oe3meyHocTl Ta GpapmakokiHeTuku npenapaty MK-4482 y nopocnux HerocmitaiaizoBaHUX
narientiB 3 COVID-19», MK-4482-002, 3 inkopriopoBaroto nornpaBkoto 03 Bix 22 uepsast 2021 poxy

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Hoym Kopm.», nouipre nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTok 3
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo npoBeaeHHs KIiHIYHOTO
BUIPOOYBaHHS JIIKapPCHKOTO 3aC00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK JI0
MPOTOKOJIB KJIHIYHUX BUMTPOOYBaHb
JKapChKUX 3ac00iB, MPU3HAYCHUX IS
3IACHEHHS 3aX0/iB, CIPSIMOBAHUX Ha
3ano0iraHHs BUHUKHEHHIO Ta MOLIMPEHHIO,
JIOKaJTI3alIliio0 Ta JIIKBIIallik0 KOPOHABIPYCHOT
xBopoou (COVID-19)»

10.09.2021 Ne 1919

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii IIporokon kminiyHOro mociimkerHs AZ-NICL-COV-1, sepcis 3.0 Bix 30 mumas 2021 p.,
aHTJIHACHKOI0 MOBOIO; 3MiHA aJpecu CIOHCOpa KIIHIYHOTO BHUMpoOyBaHHS «A3yp Ap. Ikc. Biodapwma,
Iak.» (AzurRx BioPharma, Inc.), CHIA:

bBYJIO CTAJIO
1615 South Congress Avenue, Suite 103 Delray | 777 Yamato Road, Suite 502 Boca Raton, FL
Beach, FL 33445, United States 33431, Unites States

Indopmartis quist marienta Ta popma iHpopmoBanoi 3roau, nociimkeHHs AZ-NICL-COV-1, nis Ykpainu,
aHrIichbkor0 MoBoro, Bepcist 7.0 Bim 09 cepmast 2021 p.; Iadopmamis nns namienta ta dopma
iHpopmoBaHoi 3roau, nociimkeHHs AZ-NICL-COV-1, nia Ykpainu, ykpaiHCbKor0 MOBOIO, Bepcis 7.0 Bix
09 cepmas 2021 p.; Indopmamis mis namienta ta gopma iHpopmoBaHoi 3roau, mociimkenas AZ-NICL-
COV-1, nns Ykpainu, pociiicbkoro MoBoto, Bepeisd 7.0 Big 09 ceprus 2021 p.; 3pa3ok KapTKH MarieHTa
g Ykpaiau, Bepcis 2.0.0 Bix 10 cepnust 2021 p., aHITIHCBKOI0 MOBOIO; 3pa30K KapTKH HallieHTa st
VYkpainu, Bepcis 2.0.0 Bix 10 cepmus 2021 p., ykpaiHCbKOIO MOBOIO; 3pa30K KapTKW Halli€HTa JUis
VYkpainu, Bepcisg 2.0.0 Big 10 ceprast 2021 p., pocilicbkor0 MOBOIO; 3pa30K 1HCTPYKIIi 31 30MpaHHs 3pa3Ka
Kajy JUIsl aHallizy Ha (ekaabHUi KaubnpoTeKTHH BiA 22 munHsa 2021 p., aHIIIHCHKOI MOBOIO; 3pa3oK
IHCTPYKUIi 31 30MpaHHs 3pa3ka Kaiy Ul aHaji3y Ha (ekaabHuil KanbnpoTeKTHH BiA 22 nunua 2021 p.,
YKpaiHCBKOIO MOBOI0; 3pa3oK I1HCTpYyKWii 31 30uMpaHHs 3pa3ka Kaly JUIsl aHalizy Ha (ekaabHUi
KabnpoTeKTuH Bix 22 mumHs 2021 p., pociiickkoro MoBoro; JIuct 3 iHCTpyKuisimu (Jluct — Habip anis
30upaHHs 3pa3kiB Kaiy) Big 22 munuHs 2021 p., aHrmidceKo0 MOBo0; JIuct 3 iHcTpykuismu (Jluct — Habip
Juis 30upaHHs 3pa3kiB kany) Bif 22 gunHs 2021 p., ykpaiHChKOI0 MOBOM; JIuct 3 iHcTpykuisMu (Jluct —
Habip Ju1st 30upanHs 3pa3kiB Kaiy) Bif 22 aunHsa 2021 p., pociiicbkoro MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1427 Bin 12.07.2021
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Ha3ssa xiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PannomMi3zoBaHe MOJBIMHE CITiNe MIanedo-KOHTpoIboBaHe AociikeHHs ¢a3u |l 3 2 yactun 1 2 rpyn 11s
BU3HA4YCHHs 0e3MeyHOCT] i eekTuBHOCTI Hikno3amiay y naiientiB i3 COVID-19 i nuryHKOBO-KHIIKOBOIO
indexrieron, AZ-NICL-COV-1, Bepcis 1.4 Bix 28 kBiTHa 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexenoro BinnmosimanshicTio «KonTpaktHO-/lochinnunpka Opranizaimis InHO(apm-
Ykpaina»

CnoHcop, kpaina

«Azyp Ap. Ikc. biodapma, Ink.» (AzurRx BioPharma, Inc.), CILIA

CynytHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




