JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKaAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB K/HIYHUX BUMNPOOYBaHb nNiKapCbKUX 3aco6iB Ans iKyBaHHA Ta MpopinakTukm
KOpOHaBipycHOI XxBopo6u (COVID-19) B YKpaiHi, po3rnsiHyTux Ha 3acigaHHax HEP Ne 08/COVID-19 ta
HTP Ne 30/COVID-19 Big, 05.12.2022, Ha siKi 6yn1 oTpMMaHi NO3UTUBHI BUCHOBKMN eKCcnepTiB»

1. «PaHgomizoBaHe, noggiliHe cnine, nnauebo-KOHTPOsIbOBaHE [OCAigpKEeHHS a3 1/2 s OuiHKM
iHransuiiHoro I1BIO123 y nauieHTiB i3 3axBoptoBaHHAM Ha COVID-19 nerkoro ta cepefHbOro CTyneHsi
TSDKKOCTi», kog pocnimpkeHHs IBIO-INH-001, Bepcis 2.0 Big 22 kBiTHA 2022 poKy, CnoHcop - IM'toH
BanocontowH3s IHK. (Immune Biosolutions Inc.), Canada

Paza - I/l

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAasIbHICTIO «Papmakci», YkpaiHa

Micus, Ha IKMX NNaHyeTbCA NPOBeAEeHHA K/iHIYHOro BUNPOGYBaHHA:

No MM.1.B. BiANOBigAILHOrO AOC/IAHMKA,

i o MpuMiTKN
n/n Haszsa micus npoBefeHHs KAiHiYHOro BUNpobyBaHHs
1. | 3aB. Big. Yyxak H.€.

KomyHasibHe HekoMepLiiiHe nignpremcTBo «Micbka KniHiYHa

nikapHa  Nel  IBaHO-®PpaHKiBCbKOT ~ MICbKOT  paam»,

TepaneBTUYHE BigdiNIeHHSA, M. |IBaHO-PpaHKIBCbK

2. | K.M.H. AkoseHko O.K. He pekoMeHg0BaHo bo

KomyHasibHe nignpuemMcTBO «BonmnHcbka o6nacHa KniHivHa | 3aTBEPAKEHHS], OCKI/IbKN;

NikapHsi»  BonnHcbkol  0o6nacHOi  paau,  BiAgiNeHHs | - npodisnb nauieHTis

ny/IbMOHONOTrIT, ceno Tapacose, JTyubkuin painoH, BonuHcbka | (Ny/IbMOHOOTYHNIA,

061. aNIepPronorivyHnii), SK1in 3a3Hav4eHnin B
po3gini 3.1 IHcopmadii npo /N3 Ta
micue npoBefeHHA KNiHiYHOrO
BMNPO6YyBaHHA He Bignosigae
ymoBam NPOTOKONY;
- He HafaHi nigTBEepoKYyHoUi
OOKYMEHTHU wogao MOX/IMBOCTI
npuinomy Ta 06CTEXEHHS
ambyiaTopHMX navieHTiB i3

COVID-19, BignoBigHO A0 NPOTOKOAY,
B ymoBax NybMOHOMOTIYHOrO
BigAiNEHHs i3 3abe3neyvyeHHsaMm
BIiANOBIAHNX CaHiTapHO-enigeMiyHmX
BMMOI Ta MOACHUTW, [e came Yy
3a3HayeHomy BigAiNeHHi oyae
NpPOBOANTUCS MPUIOM ambynaTopHNX
nauieHTis i3 COVID-19

3. | K.M.H. MapTuHiok I".A.

KomyHanbHe HekomepuiliHe nignpveMctBo «LleHTpanbHa
MiCbka slikapHsi» PiBHEHCbKOT MicbkOi pagn, O6nacHwii
NiKyBa/IbHO-AiarHOCTMYHWIA renaTonoriyHnii LeHTp, M. PiBHe
4. | nikap KobpuHcbka O.4A.

KomyHasibHe HekomepuiiHe nignpuemcTBo «LieHTpanbHa
MiCbKa KniHiYHa nikapHs IBaHO-PpaHKIBCbKOT MiCbKOT paamn»,
TepaneBTMYHe BiaAineHHs Nel, M. IBaHO-PpaHKIBCbK

3aknag YkpaiHm «ByKOBUHCBbKWIA OepxaBHWU MeanyHWit
yHiBepcuteT», Kateapa nponeeBTUKM BHYTPILLHIX XBOPOO,
M. YepHiBui

5. | A.M.H., npod. lnawyk T.O. He pekomeHg0BaHO bo
KomyHasilbHEe HeKkoMepuiiiHe nignprMeMCTBO «LleHTpasbHa | 3aTBEPAKEHHS, OCKI/IbKM B HagaHUX
MiCbKa KNiHiYHa NikapHs» YepHiBeubkoi MICbKOT pagu, | AOKYMeHTax 3anwmnnucs
iHchekuiliHe BigAineHHs, Buwuii gepxaBHWI HaBYa/lbHUIA | PO36DKHOCTI  LWOAO HAa3BU  AAHOro

Micusi MpoBefEeHHsA BUNPoOyBaHHA
(Ha3Ba BigaineHHsa JIMN3 Ta Has3Ba
BMH3)

2. OHOBNEHUIA NPOTOKOJ K/IHIYHOIO AOCiAKEHHA 3 nonpaBkolo 4, Bepcis 8.0 Big 08 BepecHs 2022p.,
aHrnincbKo MOBOIO; [logaToK A0 OCHOBHOI iHthopmauii npo gocnimpkeHHsA Ta hopmm iHpopmMoBaHOT
srogn, pepakuis goaatka 3.0 (pepakuis oopmu iHhopmoBaHoi 3roau Ne 4.0) Big 08 BepecHs 2022 p.,
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aHrNifncbKol, YKPaiHCbKOIO Ta pocilicbkoo MoBaMu; Bpolwypa gocnigHuka nikapcbkoro 3acoby CoV2
preS dTM-AS03 adjuvanted vaccine, Bepcisi Nel12 Big 09 BepecHsi 2022p., aHTNilicbKol MOBOLO; CeKLif
«CoV2 preS dTM Jikapcbka cyGcTaHuia. D614 Strain» paocbe 6ionoOriYHOro AocNigKyBaHOro
nikapcbkoro 3aco6y (Quality Documentation Concerning Biological Investigational Medicinal Product
in Clinical Trials - Drug Substance), Bepcia VV-QUAL-0728152, aHrniiicbkoto MoBOt0; Cekuis «CoV2
preS dTM Nikapcbka cy6cTaHuifi. B.1.351» gocbe 6GioNorivHOro [OC/ifAKyBaHOro flikapCbKOro 3acooy
(Quality Documentation Concerning Biological Investigational Medicinal Product in Clinical Trials -
Drug Substance), Bepcia VV-QUAL-0712388, aHrniiicbkoro moBoto; Cekuia «CoV2 preS dTM
Nikapcbkuin 3aci6. Monovalent D614» focbe 6GiOONYHOrO AOCANILKYBAHOIO J1iKAPCbKOro 3acooy
(Quality Documentation Concerning Biological Investigational Medicinal Product in Clinical Trials -
Drug Product), Bepcia VV-QUAL-0728824, aHrniiicbkoto MoBoOt0; Cekuis «CoV2 preS dTM Jlikapcbkuii
3aci6. Monovalent B.1.351» pgocbe 6ionorivyHOro AocCnigKyBaHOro JikapcbKoro 3aco6y (Quality
Documentation Concerning Biological Investigational Medicinal Product in Clinical Trials - Drug
Product), Bepcisa VV-QUAL-0764849, aHrnilicbkolo MoBolo; Cekuifa 3.2.A.2 «OuiHka 6e3neku woao
CTOPOHHIX MikpoopraHiamiB. For Non-Viral and Viral Adventitious Agents» pgocbe 6Gionori4Horo
pocnipkysaHoro fiikapcbkoro 3aco6y (Quality Documentation Concerning Biological Investigational
Medicinal Product in Clinical Trials - Adventitious Agents Safety Evaluation), Bepcia VV-
QUAL-0627068, aHrniicbkol0 MOBOLO; 3pa3oK MapKyBaHHA BTOPUHHOI YNakOBKU AOC/iAKyBaHOro
nikapcbkoro 3aco6y (Recombinant COVID19 Vaccine or Placebo)*, Bepcia Big 05.04.2022 poky,
aHINMiNCbKOI MOBOLO; 3pa3oK MapKyBaHHS NMepBUMHHOI ynakoBku (¢pnakoHa) Recombinant COVID19
Bivalent Vaccine, Bepcis Big 05.04.2022 poKy, aHrniiiCbKO0 MOBOIO; 3pa30K MapKyBaHHA NepPBUHHOI
ynakoBku (dpnakoHa) Adjuvant AS03, Bepcisa Big 05.04.2022 poKy, aHrNiNCbKO MOBOLO; 3pa3ok
MapKyBaHHA NepBMHHOI ynakoBku (¢hnakoHa) Placebo, Bepcisa Big 05.04.2022 poKy, aHrAiiicbKoo
MoBoOt0; BunpooysaHHs VAT00008 - MNam’AaTka. Mam’ATka AnA tenepOHHOro KOHTaKTy uepes _ MicauiB
nojanbLIOro crnocrepexeHHs, Bepcia 1.0 Big, 12 kBiTHA 2022 p., YKpaiHCbKOO MOBOIO; Bunpo6yBaHHA
VATO00008 - Mam’atka. Mam’aTka gna TenedOHHOro A3BiHKA yepes _ MicALIB B pamMKax Noaasiblioro
cnocTepexeHHs, Bepcia 1.0 Big 12 kBiTHA 2022 p., pociiicbkolo MoBOt; Bunpo6yBaHHs VAT00008 -
WOAEHHUK nauieHTa Ans nepexpecHoiloyctepHoi yacTuHn Ne_ , Bepcis 1.0 Big 14 kBiTHA 2022 p.,
yKpaiHCbKO10 MOBO1O; Bunpo6yBaHHs VAT00008 — woAeHHUK, IKUii 3aN0OBHIOETLCA NMPU NEPEXPECHOMY
nepexogi/BBegeHHi 6yctepHux o3 Ne_ , Bepcia 1.0 Big 14 kBiTHA 2022 p., pOCiiCbKOIO MOBOIO [0
NPOTOKONY K/iHIYHOrO focnigpKeHHs «baraTtoeTanHe, MogudikoBaHe noggiiHe chine JocnigpkeHHs dpasm 3, wo
NPOBOAMTLCSA B 6aratbox napanenbHux rpynax A/ ouiHkM eqOeKTMBHOCTI, 6€3MeYHOCTI i1 IMyHOTE€HHOCTI 4BOX
af’'toBaHTHNX PEKOMOIHAHTHMX BINKOBMX BaKUUH (MOHOBa/IEHTHOI Ta 6iBasieHTHOI) npotu SARS-CoV-2 ans
3anobiraHHa COVID-19 y gopocnux BikoM 18 pokiB i cTapLue», koa gocnigxeHHs VAT00008, 3 nonpaskoto 01,
Bepcis 5.0 Big 08 BepecHs 2021 poky; cnoHcop - Sanofi Pasteur Inc., USA (CaHodi MacTtep IHk., CLLUA)
3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

3. OHOB/IEHNIA NPOTOKON K/iHiYHOrO BUNpooyBaHHA MK-4482-013 3 iHkoprnopoBaHOK nonpaBkoto 05
Bif, 16 »x0BTHA 2022 poKy, aHrnificbkolo MoBoto; Bpowypa gocnigHuka MK-4482 (EIDD-2801), BugaHHs
7 Bip, 07 )koBTHA 2022 poKy, aHINMiiCbKOIO MOBO1O; YKpaiHa, MK-4482-013, IHchopmauis Ta 4OKYMEHT Npo
iHcbopMoBaHy 3roay AN 0co6u, ika NPOXMBAE i3 HOCIEM 3aXBOpPIOBaHHA, Bepcisa 4.02 Big 21 XOBTHA
2022 p., yKkpaiHCbKOO MOBOO; YKpaiHa, MK-4482-013, IHchopMmaLisi Ta AOKYMEHT npo iHpopmoBaHy
3rogy Ha Heo60B’sI3KOBE B3ATTA Ma3Ka 3 HOCOr/TOTKM/POTOI/IOTKN — A/11 HOCisl 3aXBOPIOBaHHSA, Bepcia
1.00 Big 21 xOBTHA 2022 p., YKPAIHCbKOIO MOBOI); 3MEHLUEHHS 3amn/jlaHOBaHOI Ki/IbKOCTi
pocnipkyBaHux 3 200 ao 167 3asiydeHMX MauieHTIB B YKpaiHi A0 NPOTOKONY KAiHIYHOTO AOCNimAXKEHHS
«baraToueHTpoBe, paHAoMi30BaHe, NoABiiHe-cine, nnayeb0o-kOHTPOIbOBaHe A0CNiMKEHHS 3 ha3n 3 METOH
OUiHKN edheKTMBHOCTI Ta 6e3neuHocTi MK-4482 ansa 3anob6iraHHa COVID-19 (nabopaTopHO nigTBEPMKEHOI
iHpekuiit SARS-CoV-2 i3 HassBHUMU CUMNTOMaMW) y [OPOC/NX, K MPOXUBAK0Th i3 0c060t0 3 COVID-19%», kog,
pocnipkeHHa MK-4482-013, 3 iHkoprnoposaHoto nonpaskoto 04 Big, 15 TpasHA 2022 poky; cnoHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasibHicTI0 «MC/L YkpaiHa»

4. OHOBJIEHWIA NPOTOKOJ1 KNiHIYHOTO gocnimKeHHs, Bepcia 1.4 Big 11.10.2022 p.; OHOBIeHUiT CUHONCUC
NPOTOKOJIy KAiHIYHOro pocnigkeHHs, Bepcia 1.4 Big 11.10.2022 p.; OHoBneHui popatok 1 po
NPOTOKOJ1Y KNiHIYHOTO gocnigmkeHHA «CxemMa npoBeAeHHs AOCigKeHHA», Bepcia 1.4 Big 11.10.2022 p.;
OHoOBNeHUi A0AATOK 4 A0 NPOTOKOJY KNiHIYHOrO gocnimKeHHA «dopma 3rogu 3 NpoTOKO/I0M», BEPCis
1.4 Big 11.10.2022 p.; OHOBNEHUIA A0[ATOK 5 A0 NPOTOKONY KIiHIYHOrO gocnimkeHHA «IHopmauisa ana
nauieHTa Ta chopma iHchopmoBaHoOiI 3rogu», Bepcis 1.4 Big 11.10.2022 p. yKpaiHCbKOI Ta POCilicbKoo
MoBamu; OHOBJ/IEHWIA AOAATOK 6 A0 NPOTOKO/Y K/iHIUHOrO AOCAiMKEHHA «CxemMa paHAoMi3auii»,
Bepcia 1.4 Big 11.10.2022 p.; OHoBneHui Jopatok B. «[loNOBHEHHA A0 MPOTOKOAY K/iHIYHOIO
JocnimpkeHHA», Bepcia 1.4 Big 11.10.2022 p.; OHoBeHa IHaMBigyanbHa peectpauiiiHa hopma Bepcis
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IP® 1.4 Big 11.10.2022 p.; koa npotokony XAVIINT-21, sepcis npoTtokony 1.4 Big 11.10.2022 p. 1o
MPOTOKO/TY  K/IHIYHOTO  AocnifkeHHs «baraToueHTpoBe MoABiiHEe cnine paHgoMi3oBaHe nnaueb6o-
KOHTPOJ/IbOBaHe AOC/IMKEHHS /19 BU3HAYEHHS e(peKTUBHOCTI Ta 6e3NeyHOCTI SlikapcbKoro 3acoby KcaBpoH®
BUpo6HuLTBa TOB «tOPIA-®APM» npu 3acTOCyBaHHI LUASAXOM BHYTPILLIHLOBEHHOT iH(Y3il B KOMGiHaUT 3
6a30BOt0 Tepanielo y nikyBaHHi rocnitanizoBaHnx Cy6’eKTiB 3 KOpOHaBipycHOw xBopobotw (COVID-19) i3
CYHAPOMOM CUCTEMHOT 3ananbHOi peakuii», ko gocnimkeHHs XAVIINT-21, sepcisa 1.3 Big 16.05.2022 p.;
CNOHCcOop - TOBapnCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «HOpis-Gapm», YkpaiHa

3asBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIAASIBHICTIO «HOpis-Papm», YkpaiHa



