Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
4.02.2022 Neo 225

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa nocnigauka Prophylactic RSV Vaccine: JINJ-64400141/JNJ-64213175 (Ad26/protein preF RSV
vaccine, BuaanHda 3 Bin 10 rpynus 2021 poky, aHrmiiicbkoro MoBoOIO; bporrypa nocnigauka Prophylactic
COVID-19 Vaccine: VAC31518 (JNJ-78436735), sunauus 5 Big 17 rpyaus 2021 poky, aHMTHCHKOIO
MoBow; Jlocke mocmimkyBaHoro Jikapcbkoro 3aco0y (IMPD), Ad26.RSV.PreF, JNJ-64400141
Prophylactic RSV vaccine, Bepcist 2.0 Bix rpynus 2021 poky, aHTIiicbKOI0 MOBOIO; [T010BKEHHS TEpMiHY
npunatHocti st Ad26.RSV.preF JNJ-64400141 Prophylactic RSV vaccine no 24 wmicsauis; @opma
1H(OpMOBaHO1 3ro /1715 BariTHOI NapTHEpKHU i YKpainu, Bepcist 2.0 Bix 12 ciyns 2022 poky Ha OCHOBI
maiicrep-Bepcii @opmu iH(OpMOBaHOI 3rou s BariTHOI mapTHepkH, Bepcis 2.0 Bia 18 nuctonana 2021
POKY, aHITIMCHKOIO Ta YKpaiHChKOI MoBamu; [HhopMarltis A naiieHTa Ta popmMa iHpOpMOBaHOI 301 Ha
y4yacTh y JOCHTIJDKeHHI BaKIUHM, A Ykpainu, Bepcis 2.0 Bix 12 ciuns 2022 poky, Ha OCHOBI Maiictep-
Bepcii ®@opmu iHpopMmoBaHoi 3roau, Bepcis 3.0, Binm 18 mumcromama 2021 poky, aHITIHCBKOIO Ta
YKpaiHChKOI MOBaMH

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 2972 Bix 31.12.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannmomizoBaHe, 3aciiluieHe Ui CHocTepirauiB gocmifkeHHs 1-1 ¢a3u ans OIiHKM NPUPOJHHX Ta
npo3anaibHUX peakiiid 3actocyBanHs Bakiuuau Ad26.RSV.preF-based, Bakmuaun Ad26.COV2.S Ta
Bakuuau Ad26.ZEBOV y nopocnux BikoMm Bim 18 mo 59 pokis», VAC18193RSV2008, ITonpaska 1,
Bix 25 oBTHA 2021 poky

3asiBHUK, KpaiHa

TOB «Apencis Excruioparopi Meziciny», Ykpaina
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MPOJIOBKEHHS toAaTka |

Cnoncop, kpaiHa

Janssen Pharmaceutica NV, Belgium/ Sluccen ®@apmanestuka HB, benbris

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHHUX



JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
4.02.2022 Neo 225

InenTudikarist cyTTeBOi
HONPaBKU

OnHoBneHni MPOTOKOIN KiiHiYHOTO BUnpoOyBanHs MK-4482-013 3 iHkopnopoBaHoto monpaBkoro 02 Bif
07 ciuas 2022 poky, aHrmiicbkor MoBOK; Ykpaina, MK-4482-013, Indopmariss Ta JOKyMEHT PO
iH(opMOBaHy 3rofay Uis Hocis 3axBoproBaHHs, Bepcis 2.00 Bim 11 ciuns 2022 p., ykpaiHCBKOIO Ta
pociiicbkoro MoBamu; Ykpaina, MK-4482-013, Iudopmariisi Ta 1oKkyMeHT mpo iHGOpMOBaHY 3rofy AJs
ocobu, sika MpoXUBae i3 HocieM 3axBoproBaHHs, Bepcis 2.00 Big 11 ciuas 2022 p., ykpaiHCBKOIO Ta
pociiicbkor0 MoBaMu; 301IbIIEHHS 3allJIaHOBAHO1 KUIBKOCTI JociimxkyBaHux 3 1400 no 1650 maiieHTiB B
CBITI

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1655 Big 05.08.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«bararonieHTpoBe, paHAOMI30BaHe, MOABIHHE-CIINeE, IJIale00-KOHTPOIbOBaHE AOCTIKeHHs 3 da3u 3
METOI0 OILIHKM edekTuBHOCTI Ta Oe3nmeunocti MK-4482 nna 3amobiranns COVID-19 (ma6oparopho
niarBepmkenoi iHdekmii SARS-COV-2 i3 HasBHUMH CHMITOMaMH) Y JIOPOCIHX, SIKi MPOXHBAIOTH i3
ocoboto 3 COVID-19», MK-4482-013, 3 inkopniopoBanoto nonpaskoto 01 Bix 23 cepnust 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

Crnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae nignpuemctso «Mepk Exn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary



(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
4.02.2022 Neo 225

InenTudikarist cyTTeBOi
HONPaBKU

Marepianu ans nanieHtiB (YMOBU CTpaxyBaHHs JUIsi BHUKOPUCTAaHHS Ha BHUMOTY TAlli€HTIB B SKOCTI
noaatkoBoi iHdopmaitii 1o Tadopmartii i Dopmu 3roau st yYaCHHKIB OCHOBHOTO A0cCiimkeHHs): [IpaBuia
JNOOpPOBUIBHOTO CTpaxyBaHHS BIAMOBiZambHOCTI mepen TperiMu ocobamm Ne 315/06, Bim 01 OepesHs
2006 poky, ykpaiHCbKOIO Ta pociiicbkoro MmoBamu; 3minu Bifg 07 mumas 2008 poxy mo IlpaBun
JNOOPOBUIBHOTO CTpaxyBaHHS BiAMOBIAATBHOCTI mepen TperiMu ocobamm Ne315/06 Bim 01 Oepesns
2006 poxy, ykpaiHChKOIO Ta POCIHCHKOIO MOBAMHU

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 62 Bin 13.01.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«locmimkennss TRISTARDS - ThRombolysIS Therapy for ARDS (tpoM0osiTiHuHa Teparisi ToOCTpOro
pecripaTopHOTo JUCTPEC-CUHIPOMY)
Biakpute pangomizoBane mociimkenas ¢asu b/l 3 mocmimoBHEM amanTUBHUM Oe3MepepBHUM
JU3aliHOM, 1110 TPOBOAMTHCS B apaieIbHUX rpynax, JUisl OLIHKY €()eKTUBHOCTI Ta O€3MEeYHOCTI II0JJEHHOTO
BHYTPIIITHLOBEHHOTO BBEJICHHS aNbTEIUIa3W KypcoM JO 5 IHIB Ha JOJATOK 0 CTaHIAPTHOI Tepamii y
MOPIBHSIHHI 13 3aCTOCYBaHHSM TIJIbKM CTAHJAPTHOI Tepamii y MAali€HTIB 13 TOCTPUM pPECHIpPaTOPHUM
muctpec-curapomoM (I'PJIC), Bukiukanum iHdekmiero COVID-19», 0135-0347, Bepcis 3.0 Bix 05 xoBTA
2021 poky.

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»




2 MIPOJOBXKEHHA JoJaTKa 3

CnoHcop, kpaiHa «bepinrep Inrensxaiim PLIB I'm6X enn Ko KI'», ABctpist / Boehringer Ingelheim RCV GmbH & Co KG,
Austria, CT Disclosure & Data Transparency, Germany

CymytHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

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




Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
4.02.2022 Neo 225

Inentudikaris cyrreBoi
MIOTIPaBKH

dopma iHbOpMOBaHOT 3rofu Ha y4yacThb y pociimkenHi Bepeid 3.0 Big 28 rpynus 2021 p. mia Ykpainu
AHTJTICBKOI0 MOBOIO, YKPaiHCBHKOIO Ta POCIHCHKOI0 MOBOIO; 3MiHA BIMOBIJAILHOTO JOCHITHHUKA 3 JIKap
Kapa6unsour C.O. na Bucoyanceka B.B.:

BbVYJIO CTAJIO

nikap Kapabunpsom C.O. nikap Bucouanceka B.B.
Menuyauid UEHTP TNPUBATHOTO MiANPHEMCTBA | MeMYHHMIA UEHTP NPUBATHOTO MiANPHEMCTBA
«Meanunuii nuentp «IHTEPCOHO», m. Yxropoa | «Mennunuii ientp «IHTEPCOHOw», M. ¥Yxropona

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2255 Bix 19.10.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PAHJIOMI3OBAHE TIOJIBIMHE CJIIIE IIALIEEO-KOHTPOJILOBAHE (3 JIBOMA IIJTALIEBO)
JOCIHIJPKEHHA ®A3U 2/3 OLHIHIOBAHHSA EGEKTUBHOCTI, BE3IIEKU TA ITEPEHOCHUMOCTI
I[TEPOPAJIBHOI'O 3ACTOCYBAHHSA ITPEITAPATY PF-07321332/PUTOHABIPY B 2 PEXMMAX
J1J1S TIOMEPEPKEHHA CUMITTOMATHUYHOI IH®EKIIIT SARS-COV-2 ¥V JIOPOCJIUX OCIB, AKI
KOHTAKTYBAJIM 3 OCOBOI), XBOPOIO HA CHUMIITOMATHUYHE KOPOHOBIPYCHE
3AXBOPIOBAHHS COVID-19», C4671006, ¢pinanbHa Bepcis MPOTOKOIY 3 IHKOPIIOPOBAHOIO MOMIPABKOIO
1 Bix 20 cepnus 2021 p.

3asBHUK, KpaiHa

[Naiizep Iuk., CIIA

CrnoHcop, kpaiHa

[Naiizep Iuk., CIIA
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3aM00IraHHsS BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
4.02.2022 Neo 225

InenTudikarist cyTTeBOi
HONPaBKU

Jluct manienty Bix 21 rpyans 2021 p., anrmiiicekoro MoBoto; Jluct mamienty Bin 21 rpymas 2021 p.,
YKpaiHChbKOIO MOBOIO; JlucT mauienty Bif 21 rpyaus 2021 p., pociiicbkoro MoBoto; IlommpeHi 3anuTaHHs
oo pociipkenHs ACTIV-2 3actocyBaHHsS MOHOKJIOHAJIBHUX aHTUTLN Ta iHIIUX npenapatis (s Kanaan
Ta KpaiH mo3a mexamu [liBHiuHoi AMepukH), B.1 Bix 24 ceprust 2021 p. a1 Ykpaidu, aHTTiHCHKO0 MOBOIO;
[Tommpeni 3anurands moao nociimkenas ACTIV-2 3actocyBaHHS MOHOKJIOHAIBHUX aHTHTUI Ta 1HIINAX
npenapatiB (mas Kanaaun ta kpain moza mexamu IliBHiuHOi AMepukn), B.1 Bix 24 ceprus 2021 p. mis
VYkpainu, ykpaiHChbKor MoBoio; [lommpeni 3amuranas moxo mocmimkeras ACTIV-2 3acrocyBaHHs
MOHOKJIOHAJILHUX aHTUTLJI Ta iHIHX npenaparis (s Kaxaau Ta kpain mosa mexkamu [TiBHIYHOT AMEpUKH),
B.1 Bin 24 cepriust 2021 p. s Ykpainu, pociicbKor MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1741 Bin 17.08.2021

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«JlocmipKeHHsT Ha aIanTHBHIN TUIaTGopMi JUIs JIikyBaHHS amOynaropHux namieHtiB 3 COVID-19 (Adapt
Out COVID)», ACTIV-2/A5401, octarouna Bepcis 7.0 Big 29 yepsHs 2021p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosigambhicTio «KoHTpakTHO-Jlocminnuupka Opranizanis IHHOpapMm-
Ykpaina»

CnoHcop, kpaina

HamionaneHuit iHCTUTYT aneprii Ta iHpekuiiHux 3axBopioBanb, CIIIA (National Institute of Allergy and
Infectious Diseases, USA)
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»

4.02.2022 Ne 225
InenTudikaris cyrTeBoi OHOBJICHU TIPOTOKOJI KiiHIgYHOTO mociimkerHs Bepcis Ne 1.2 Big 09.12.2021; OHOBICHUN CHHOIICHC
MOTPaBKU KJiHigyHOTrO BUpoOyBaHHs Bepcis Ne 1.2 Bing 09.12.2021; OnoBnenuii 1ogaTok 1 10 mpoToKoIy KIiHIYHOTO

nociimkeHHs «Cxema npoBefeHHs gociipkeHHs» Bepeis 1.2 Bix 09.12.2021p.; Onoiienuit nogaTok 4 110
MPOTOKONY KIiHIYHOTO AociimkeHHs «Dopma 3romu 3 mpotokonom» Bepcis 1.2 Big 09.12.2021 p.;
OHOBJICHUH JOJATOK 5 10 MPOTOKOJIY KIIHIYHOTO JIociipkeHHs «lHdopmarris s mamieHta ta ¢opma
indopmoBanoi 3roau» Bepcis 1.2 Bixm 09.12.2021p. ykpaiHCbKOIO Ta pociiicbkoro MoBaMHu; OHOBIECHUN
JOJIATOK 6 110 TMPOTOKOIY KIIIHIYHOTO MociikeHHs «Cxema paHaomizalii» Bepcis nmpotokomy: Ne 1.2 Bif
09.12.2021 p; Onosnenuii JJonatok B. «JlomoBHEHHS MO0 MPOTOKOMY KIIHIYHOTO JOCTIIKEHHS.» BepcCis
npotokouy: Ne 1.2 Bix 09.12.2021p; Onosnena lanuBigyansHa peectpariitna ¢popma Bepceis [PO 1.2, Bin
09.12.2021, Koxa mpoekty: XAV/INT-21, Bepcist mpotokony 1.2 Big 09.12.2021; BritoyeHHs 101aTKOBUX
MICIIb TPOBEJICHHSI KJIIHIYHOTO BUIPOOYBaHHS:

No I1.1.B. BiAIOBIAILHOTO AOCIITHUAKA

n/n HazBa micus mpoBeieHHs KJITHIYHOTO BUITPOOYBAHHS

1 | k.m.H. [Ipuxyna H.M.

KomynanbHe HexoMmepuiliHe miampuemMcTBo JIbBiBcbkoi oOnacHoi paau «JIbBiBchbka oOnacHa
iH(dexITiIiHa KJIIHIYHA JiKapHs», |V niarHoctudHe BijjiiyieHHs, M. JIbBIB

2 | 3aB.Bia. ['opaienko JI. M.

KomynanbHe HekoMmepuiiiHe mignpueMctBo «KwuiBcbka Micbka KiliHIUHA JiKapHS Ne9y»
BUKOHaBuYoro oprany KuiBcekoi Micbkoi paau (KuiBcbkoi MichbKOi Jep:kaBHOT aJIMiHICTparlii),
iH(ekmiiiHe Biainenns, M. Kuis
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3 | mikap Bopobeus B.B.

Komynanbne ©HekoMmepuiiiHe mignpuemMctBo «OOnacHa KiiHIYHA iH(QEKIIAHA JiKapH»
3akapnaTchKoi 00JIacHOIT paau, IHPEKIiiHe BIAIUICHHS IS JOPOCINX, M. YIKIOpOJ

4 | mikap Tumenko /1.B.

KomyHnanbHe HekoMmepIliiiHe mianpueMcTBO «JIMMaHChKa LEHTpalbHA paliOHHA JIKAPHS,
iHdexmiine BianinenHs, Jlonenpka 06i1., M. JIuman

Howmep Ta narta Haka3zy Ne 1952 Bix 15.09.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

HasBa kiiniuHOTO «bararoueHTpoBe nojBiitHe ciine paHI0Mi30BaHe MIAe00-KOHTPOJILOBAHE JOCIIKSHHS U151 BU3HAUCHHS
BUTIIPOOYBaHHS, KO/, eeKTHBHOCTI Ta 6e31meYHoCTi Jikapcbkoro 3aco0y KcaBpon® BupooOnunrsa TOB «tOPISI-OAPM» npu
Bepcis Ta Jara 3aCTOCYBaHHI NUIAXOM BHYTPIIIHBOBEHHOI 1H(Y31i B KOoMOiHamii 3 0a30BOI0 Tepami€lo y JiKyBaHHI

rOCIITANI30BaHNX CY0’€KTIB 3 KOpoHaBipycHOI XxBopoOor (COVID-19) i3 cHHIpOMOM CHUCTEMHOI
3ananbHo1 peakiiiin, XAV/INT-21, Bepcist Ne 1.1 Big 01.11.2021

3asBHUK, KpaiHa ToBapucTBo 3 06MexkeHo10 BianoBiaaabHicTIO «tOpis-Dapmy, Ykpaina
Cnoncop, kpaiHa ToBapucTBo 3 06MexkeHo10 BianoBiaaabHicTIO «tOpis-Dapmy, Ykpaina
CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHUX




