JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 29 Big 19.08.2021, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKMN €KCMNepTiB.»

1. OHoBneHwui MpoTokon KniHiyHoro pgocnigxkeHHa DU176b-D-U312, Bepcia 4.0 Big 08 uepBHA 2021
POKy, aHrnificbkoto MOBOIO; PopMa iHthopmoBaHOi 3roau anAa 6artbkiB, Bepcia V6.0UKR(uk)1.0 Big 25
yepBHA 2021 poKy, nepeknag yKpaiHCbKol MOBOLO Big 05 nunHa 2021 poky; ®opma iHhopmoBaHoOI
3rogu Ana 6atbKiB, Bepcisa V6.0UKR(ru)1.0 Big 25 uepBHA 2021 pokKy, nepeknazg pociiicbKolo MOBOIO Bij,
05 nunHA 2021 poKy A0 NPOTOKOY KAiHIYHOrO AOChiMKeHHs «BigkpuTe, paHaomizoBaHe, 6araToLeHTpoBe,
KOHTPO/IbOBaHe A0CAIMKEHHS dha3n 3 ANs1 OLiHKN hapMakoKiHETUKM Ta hapMakoguHaMiku egoKcadaHy i ans
MOPIBHAHHA eeKTUBHOCTI Ta 6e3neyvyHoCcTi efokcabaHy 3i CTaHOAAPTHUM NiKyBaHHAM aHTUKoarynsHtamu y
nefiaTpuyHUX MauieHTiB Bif HAapPOMKEHHA [0 BiKy MeHwe 18 pokiB i3 NiATBEPLKEHOK BEHO3HOK
Tpombembonieto (BTE)», kog, gocnimxkeHHs DU176b-D-U312, sepcia 3.0 Big 07 yepsHA 2019 poky; cnoHcop -
[Jaiui CaHkiio, IHk. (Daiichi Sankyo, Inc.), CLLUA

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

2. OHoBneHul MpoTtokon gocnimkeHHa — NMpoTtokon NN7415-4311, chiHanbHa Bepcifa 7.0 Big 18 uepBHA
2021 p. (Protocol NN7415-4311, version 7.0, Final, dated 18 June 2021) oo NpOTOKONY KAiHIYHOIO
BMNPOGYBaHHA «EeKTUBHICTb Ta 6e3neka NpodifakTMYHOro 3actocyBaHHs KOHUu3ymaly y naujieHTiB 3
remodpiniieto A un B, ycknagHeHoto iHribiTopamuy», kog gocnimkeHHs NN7415-4311, dpiHanibHa Bepcisa 6.0 Big
25 6epesHa 2021 p.; cnoHcop - Novo Nordisk A/S (JaHis)

3asBHuK - TOB «HoBo Hopgaick YkpaiHa»

3. flocbe pocnipgxyBaHOro sniikapcbkoro 3acody GB004 (IMPD): Po3ain "GB004 Drug Substance (Yuhan
Chemical, Inc.)", pegakuis 1.1 Big 15 uepBHA 2021 p.; Po3ain "GB004 Drug Product (GB004 60 mg Film-
coated Tablets)", pegakuia 2.1 Big 18 uepBHa 2021 p.; Po3gin "GB004 Drug Product (GB004 60 mg
Gastro-resistant Tablets)", pegakuis 2.1 Big 18 uepBHa 2021 p.; Po3gin "Drug Product (Placebo for
GB004 60 mg Film-coated Tablets)", pepakuia 2.1 Big 18 uepBHA 2021 p.; BknioueHHA A0[aTKOBUX
MicLb NpoBeAeHHs1 KNIHIYHOro AOCNIMKEHHS 00 NPOTOKO/Y KNiHIYHOro AocnigkeHHsa «baraToueHTpose,
paHAoMi30BaHe, NOABIHO cnine, naueb0-KOHTPOIbOBaHe AoCNimKeHHs || dpasu, ke NpoBOANTLCS 3 METOH)
OuiHkM npenapaty GB004 npu siikyBaHHI [OPOC/AMX MAUJEHTIB i3 JIETKMM | CEPEeAHbOTSHKKMM nepebirom
BMPA3KOBOro KOJITY B aKTUBHIi hopMi», kog gocnigxkeHHs GB004-2101, pepakuisa 2.0, Monpaeka 1.0, Big 21
XO0BTHS 2020 p.; cnoHcop - «knbi 004 IHkopnopelitea» [GB004, Inc.], CLLUA

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «Ml EC AN-YKPAIHA»

Ne M.l.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa MicLs NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1 O.M.H., npodp. ®epis O.I.

O6nacHe KOMyHaslbHe HekoMepliiiHe nignpueMcTBO «YepHiBelpbka o6/1acHa KniHiyHa nikapHs»,
nigpo3ain racTpoeHTeposorii, BYKOBWMHCBbKWI [AepXaBHWIA Mefu4uHWiA  yHiBepcuTeT, Kadegpa
BHYTPILIHbOI MeANLIMHK Ta iHdeKUiiHMX XBOpO6, M. YepHiBLi

2 4.M.H., npody. MonsaHckkuia |1O.

O6nacHe KOMyHas/lbHe HekoMepliiiHe MNignprueMcTBO «YepHiBelpbka ob6/1acHa KniHidHa nikapHs»,
nigpo3ain npokronorii, ByKOBUHCbKWIA AepXxaBHWT MeAnYHUIA yHIBepcuTeT, kadeapa xipyprii Nel,
M. YepHiBui

4. OHOB/IEHWI NPOTOKON KNiHiuHOro pocnigpkeHHs PRN1008-012, sepcis 06 Big 06 TpaBHA 2021 poKy,
aHINIACbKOK MOBOI; 3MiHA Ha3BM MNPOTOKOJ/Y K/iHIYHOrO BuUNpoGyBaHHA 3 «PaHpgoMmisoBaHe,
noggiliHe cnine, Nnaue60-KOHTPO/IbOBaHe, GaraToLeHTPOBE AOCAILKEHHSA A1A OLUiHKN e(heKTUBHOCTI
Ta 6e3neyHOCTi NepopanbHOro iHriGitTopa Tupo3uHkiHasn bpyTtoHa (TKB) — npenapaty PRN1008 ans
nikyBaHHA nemdirycy nomipHOro ta TS)KKOro CTyneHHsi» Ha «PaHgomisoBaHe, nopBiiiHe cnine,
nnaueo60-KOHTPO/SIbOBaHe, 6araToLEeHTPOBE AOCNIMKEHHA ANA OUiHKN edDeKTUBHOCTI Ta 6e3NeYHOCTi
nepopasibHOro iHriGitopa Tupo3uHkiHasn bpytoHa (TKB) - Punsaopytudioa (PRN1008) ana nikyBaHHA
nemdyirycy nOmMipHOro Ta TSXKOrOo CTyneHHsA»; IHdopmauiiiHuii nuctok nauieHTa i dopma
iHbopMoOBaHoOI 3rogn ANA yvyacTi B AOCNifKeHHi, Bepcis ana YkpaiHu 4.0 Big 25 TpaBHA 2021 poky,
YKpaiHCbKOIO Ta pociiicbKkoto moBamu; JIUCT [0 cimeiiHoro nikaps, Bepcis 5.0 Big 12 TpaBHA 2021 poky,
yKpaiHCbKO0 MOBOIO; KapTka 3 iHchopmauieto npo BakuuHauiro PRN1008-012, Bepcia 1.0 Big 19
Gepe3HA 2021 p., yKpaiHCbLKOIO Ta POCIACbLKOK MOBaMu [0 MNPOTOKO/Y KAIHIYHOMO AOCAIAKEHHS
«PaHgomizoBaHe, noAgiiHO criine, nnaueb0-KOHTPONbOBaHe, GaraToLEeHTPOBE AOC/IMKEHHSA A1 OLHKK
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edheKTMBHOCTI Ta 06e3neyvyHOCTi mepopasibHOro iHribiTopa TUpo3uMHKiHa3M bpytoHa (TKB) — npenapaTty
PRN1008 417 flikyBaHHA nemdirycy nomipHOro Ta TSXKOro CTyneHs», kog gocnimkeHHss PRN1008-012, sepcis
5.0 Big 22 ciuHa 2020 poky; cnoHcop - Principia Biopharma Inc., CLUA

3asaBHUK - TOB «[lMpeM’ep Pecepy YkpaiHa»

5. 3pa3oK onuTyBaJIbHUKA NPO AKICTb XUTTA A/1A AiTEN i3 3anasibHOKO XBOpP0o6010 KuweyHuka (IMPACT
lll), pepgakuia yepBeHb 2013p., ANA NiBHIYHOT AMEPUKN Ha aHIIIACBKii MOBi; 3pa3ok 306paXXeHHsA Ha
eKpaHi enneKTPoOHHOro npucTpoto ansa nauieHta (MEDIDATA PATIENT CLOUD App Android 2020 1.0/i0S
2020 1.0) pnAa YKpaiHu, Bepcia V2.2, aHrNiNCbKOK MOBOI; 3pa3oK 300paXeHHsA Ha eKpaHi
€/1eKTPOHHOro NPUCTPOIO ANA AOCAiAHULbKOro UeHTpy Ha TtenecdoHi (MEDIDATA PATIENT CLOUD
App Android 2020 1.0/i0S 2020 1.0) gna YkpaiHu, Bepcia v2.1, aHrniiicbkolo MoBot; MpumiTka go
chaiiny - Takeaa, po3’AACHEHHA LWOA[O CTaHA4APTHOrO 3HiMKa ekpaHy, Bepcis 2 Big 15 kBiTHA 2021p.,
aHrNiNCbKOK MOBOK [0 MPOTOKONY K/iHIYHOrO BuUMNpobyBaHHSA «PaHgomi3oBaHe, MoABiiHE crine
pocnimpkeHHs a3y 3 gns OuiHkM epekTMBHOCTI Ta 6e3NeyHOCTi 3acTocyBaHHS BeAonisymaody ans
BHYTPILUHLOBEHHOIO BBEAEHHA AK MiATPUMYOYOI Tepanil y nauieHTiB AUTAYOro BiKy 3 akTMBHOI XBOPO6OIO
KpoHa Big MOMIpPHOTO [0 TSAXKOrO CTYMeHs, Y AKMX 6yno AOCATHYTO KiHIYHOT Bignosidi nicna Ttepanii
BeoNi3ymabom 019 BHYTPILLHLOBEHHOIO BBELEHHS Y BIOKPUTOMY pexumi», kof nocnimkeHHs MLN0002-
3025, npoTokon 3 nonpaskoto 1 Big 17 nwoTtoro 2021 p.; cnoHcop - Takepa desenonveHT CeHTep AmMepikac,
IHk., CnonyudeHi WTaTtn (Takeda Development Center Americas, Inc., USA)

3asaBHUK - ToBapncTBo 3 O6MeXeHOoH BignosiganbHicTio «KoHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

6. Mpotokon GLPG0634-CL-205 3 nonpaBkoto 4 Big 13 TpaBHsA 2021 poky; 3miHa CnoHcopa KNiHiYHOro
BUNpooyBaHHsA 3 «Gilead Sciences Inc.», USA (CLUA) Ha «Galapagos NV», Belgium (Benbris); 3miHa
Ha3BU 3asiBHMKa KJ/iHIYHOro Bunpoo6ysBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc
YkpaiHa»; IHpopmauisa ansa nauieHta/®Popma iHhopMoBaHOI 3rogu, yHiBepcasibHa Bepcis ANnA YKpaiHu
9.0 BiA 28 TpaBHA 2021 p. yKpaiHCLKOIO Ta pociiicbKolo MoBamMu; dopMa 3roam A/ CnocTepeXxeHHA 3a
BariTHiCTIO NapTHepKu, Bepcia ana YkpaiHn 3.0 Big 28 TpaBHA 2021 p. yKpPaiHCbKOK Ta POCIACHKOIO
MoBamu; OHoBrieHe [locbe AocnigKyBaHOro nikapcbKoro 3aco6y (Filgotinib, tablets), Bepcia 11.0 Big,
14 kBiTHA 2021 p.; MopgoBXeHHA TepMiHy NPUAATHOCTI [OCHIMAKYBAHOIO J1iKapCbKOro 3acoly
(Filgotinib, tablets) no 60 micsauiB; OHOBMEHe MapKyBaHHA [OC/iAKYBaHOro MiKapCbKoro 3acooy
(Filgotinib, tablets), Bepcis 1.0 Big 17 TpaBHa 2021 p.; foaaTtok 1 Ao Bpowypu gocnigHuka, Bepcia 15
Big 18 nuctonaga 2020 p. A0 NPOTOKOMY KIIHIYHOrO AoOCAiMpKEeHHA «baraToueHTpoBe, BigKpuTe,
[OBroCTPOKOBE MPOCNEKTMBHE [OCAIMKEHHA 6e3nekn i edeKTUBHOCTI NiKyBaHHS NiKapCbkUM 3acobom
GLPGO0634 y naujieHTiB 3 NMOMIpHOIO ab0 TSHXKKOK (POpPMOK0 pPeBMATOIAHOrO apTpuUTy», Kog AOCNiAKEHHS
GLPG0634-CL-205 , 3 nonpaskoto 3 Big 15 6epesHa 2018 p; cnoHcop - «Galapagos NV», Belgium (Benbris)
3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNo CTANIO
«Gilead Sciences Inc.», USA (CLLA) «Galapagos NV», Belgium (Benbrisi)
BYNO CTANIO
TOB «IHC Pecep4 YkpaiHa» TOB «CiHeoc Xenc YKpaiHa»

7. 3pa3oK eTUKETKM 3 iH(popMaLielo Npo npenapar yKkpaiHCbKOIO MOBOKO: AHaTepa®, Bepcis 2.0 Big 07
yepBHA 2021 poKy, NepBMHHE MaKyBaHHA; 3pa3oK eTUKeTKM 3 iHcdopmalielo npo npenapar
YKpaiHCbKOIO MOBOLO: AHaTepa®, Bepcisa 2.0 Big 07 uepBHA 2021 poKy, BTOPUHHE NaKyBaHHs; 3pa3okK
eTUKeTKU 3 iHhopmauielo Npo npenapar yKpaiHCbKOK MOBOK: TUop6iH®, Bepcia 2.0 Big 07 uepBHsA
2021 poKy, nepBUHHEe nNakyBaHHA; 3pa3oK eTUKEeTKM 3 iHdopmalieo Npo npenapaTr YKpaiHCbKOIO
MoBoto: Tunop6iH®, Bepcis 2.0 Big 07 uepBHA 2021 poKy, BTOPUHHE NaKyBaHHA [0 NPOTOKO/Y KNiHIYHOIo
BMNpobyBaHHA «Xplore: noAgiliHe cnine 6aratoueHTpoBe pgocnigpkeHHs 1l dasm, wo npoBoanuTbCA Y
napanencHUxX rpynax, 3 MNOPIBHAHHA edeKTMBHOCTI Ta 6e3neyHoCTi 3acTtocyBaHHA npenapaty Xlucane
MopiBHAHO 3 npenapatomM Lucentis® y nauieHTiB 3 HeoBacCKyNsApHOK ()OPMOI0 BIKOBOT MakynsaApHOI
JereHepadii», kog gocnigpkeHHs XBR1001, sepcia 1.0 3 nonpaskoto 5 Big 24 ntotoro 2021 poky; CNoHcop -
IkcopeiH Biodhapma, LLeeuis [Xbrane Biopharma, Sweden]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»



8. OHOBEeHMiT NPOTOKO KNiHiuHOro gocnigkeHHAa No. BAY1101042 /18748 Bepcis 3.0 3 MbkHapo4HOIO
nonpaBkoto 2 Big 09 uepBHA 2021 poKy [0 NPOTOKO/Y KAiHIYHOIo AochigpkeHHs «PaHomizoBaHe, noagiliHe
cnine, nnaue6o-KOHTPO/SiIbOBaHe, GaraTtoueHTpoBe [AOCAIMKEHHA 019 OUiHKM 6e3nekn Ta eqeKTUBHOCTI
iHOUBIAyaNbHO TUTPOBAHWX MEepopavlibHUX [03 PYHKAUMUryaTty Yy nauieHTiB 3 KIiHIYHUM AiarHO30M XPOHIYHOI
XBOPO6M HUPOK 3 LYKPOBUM fiabeTom Ta/abo rinepTeHsieto, Ta xoya 6 0fHIE cepLeBo-CyAMHHOI CYNYyTHLO
narosnorieto», kog gocnigpkeHHs No. BAY1101042 /18748, sepcia 2.0 3 iHTerposaHoto nonpaskot 1 Big 03
BepecHsi 2020p.; cnoHcop - baiiep All, HimeuunHa

3anBHuK - TOB «baiiep», YkpaiHa

9. OHoBneHnii npotokon BO40729, Bepcia 4 Big 28 TpaBHA 2021 pPOKY AaHINIiICbKOKO MOBOIO;
IHchopMauiiHuii nucToK naudieHTa Ta dpopmMa iHchopmoBaHOI 3rogn oA YkpaiHu, Bepcia 3.0 Big 24
TpaBHA 2021 poKy YKpaiHCbKOIO Ta pPoCilicbKkolo MoBamu; 3ayueHHsi komnaHii Scout Clinical (agpeca:
15770 Dallas Parkway, Suite 1075; Dallas, Texas 75248, USA/ CLLUA) 3 meTo0 opraHisauii HagaHHs
TPAHCNOPTHUX MNOCAYr niAg 4Yac TMpPoOBefeHHs KNiHIYHOro BuNpPoOyBaHHA; [ONOBHEHHA [0
iHdhopMauiiHoro iMcTka nauyieHta ta popmu iH(hOpMOBaHOT 3rogu: opraHizauis nepeBe3eHb yepes
komnaHito Scout Clinical pna Ykpainn, Bepcis 1.0 Big 08 kBiTHA 2021 poKy yKpaiHCbKOIO Ta POCilfiCbKOIO
MoBamu; O6cnyroByBaHHsA nauieHTiB. EneKTpoHHe nucTtyBaHHA, Bepcis 2.0 Big 03 uepBHA 2020 poky
yKpaiHCbKO MOBOIO; MNocnyru ana nauyieHTiB. EnekTpoHHi nuctu, Bepcis 2.0 Big 03 uepBHA 2020 poky
POCIACbKOI0 MOBOKO [0 MPOTOKOJly K/IHIYHOrO [OCAIMKEHHA «Bigkpute 6araToueHTpoBe [ofaTKoBe
[OOCiMKEHHS B NALIEHTIB, paHille BKIKOYEHMX A0 AOC/IMKEHHS npenapaTty ATe30/i3ymat, COHCOPOM SIKOro
€ Genentech Ta/a6o F. Hoffmann-La Roche Ltd (IMBRELLA B)», koa gocnimkeHHs BO40729, sepcis 2 Big 20
ntotoro 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd. /®. XoddmaHH-/1a Pow fiTa., LWBenuapis

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

10. OHOBNEHMIA NPOTOKON KNiHIYHOTO BUNpo6yBaHHA MK-3475-937, 3 iHKOpnopoBaHoOto nonpaskoto 05
Big 07 uepBHA 2021 poKy, aHIMiINCbKO MOBOIO [0 NPOTOKO/Y KAIHIYHOro AocnimpkeHHs «loagiliHe cnine
pocnipkeHHs Il ¢asn, wWwo npoBoauTbCS B ABOX rpynax [Ansd OuiHKM 6e3nekn Ta edeKTUBHOCTI
nemo6ponisymady (MK-3475) y nopiBHsHHI 3 nnauebo B SAKOCTI af'toBaHTHOI Tepanii y y4acHUKiB i3
renaTouesitosipHO KapUUHOMOK Ta MOBHOK PafionoriyHo BiAMNOBIAA Nicns XipypriyHoi pesekuii abo
nokansHoi abnauii (KEYNOTE-937)», kog pocnigpkeHHs MK-3475-937, 3 iHkoprniopoBaHoto norpaskoto 02 Big
31 nunHa 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe nignpuemctso «Mepk EHA Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/, YKkpaiHa»

11. OHOBEHWIA NPOTOKOJ1 K/liHIYHOro BuNnpo6yBaHHA XL184-312, nonpaBka 3.0 Big 14 TpaBHA 2021 p.
aHrniicokolo moBok; OCHOBHMIA iH(hopmaUiliHuiA NMCTOK NnauieHTa Ta hopma iHchopMoBaHOi 3rogu
Ana YKpaiHu, Bepcia 7.0 Big 1 yuepBHA 2021 p. yKpaiHCbKOK Ta POCilicbkolo MoBamMu; OHOBJieHa
Opowypa gocnigHuka npenapaty Tecentriq (atezolizumab), Bepcia 17.0 Big BepecHsa 2020 poky
aHrNINCbKOI MOBOK [0 MPOTOKOMY K/HIYHOTO  AOChigjkKeHHs1 «PaHgomizoBaHe, KOHTpOJ/ibOBaHe
pocnimpkeHHs hasn 3 Ka6o3aHTiHiGy (XL184) y kombiHauii 3 ATe30ni3ymMabom nopiBHAHO i3 CopadheHioom y
MayieHTIB i3 MOLMPEHOI0 renaTouestoNAPHO KapuMHOMOIO, SKi HE OTPUMYBa/IM MOMNEPEAHI0 CUCTEMHY
NPOTUNYXIMHHY Tepanito»., koA aocnimkeHHsa XL184-312, nonpaska 2.0 Big 09 kBiTHA 2020 p.; cnoHcop -
Exelixis, Inc., CLLA

3asaBHuk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

12. OHOBNEHNIT NPOTOKOJ KNiHIYHOTO BUNPOOYBaHHSA, Bepcia 8, nonpaBka 7 Big 19 TpaBHA 2021p.;
Bpowypa gocnigHuka: Lledhigaepokon (S-649266), Bepcisa 09 Big 27 TpaBHA 2021p. aHINiNCbKOO MOBOIO
[0 MPOTOKO/Y KAiHIYHOrO AocnimkeHHs «BigkpuTe AOCnimKEeHHs1 3 HepaHAOMI30BaHOK (ha3ow npuinomy
OAHOPa30BOI [A03M Yy NauieHTiB i3 nigo3poBaHUMK abo nigTBEpPMKEHMMY IHADEKUIAMN, BUKIUKAHUMMU
aepobHUMKN rpaMHeraTuBHUMU BakTepiaMu, 3 NOAAIbLIOK pPaHAOMI30BaHOK (da3ol  [AOC/iIKEHHS
bGaraTopasoBOro nNpuitomy npenapary i3 KOHTPO/IEM akTMBHMM NpenapaToM Y NauieHTiB i3 Nigo3ptoBaHo abo
nigTBEpAKEHOI0 YCKNaAHeHOo iHdekuieto cevoBuBigHux wnsxis (yICLU), rocnitasibHoto nHeBMoHieto (1) a6o
BEHTUNSATOP-acoLilioBaHO NHeBMOHieto (BAIM), aAns ouiHkM 6e3ne4YHOCTi, NTepeHOCUMOCTi | hapMakoKiHETUKM
uecpigepokony y rocnitasiisoBHUX NefiaTpUYHKUX NaLieHTiB BIKOM Bif, 3 MiCALIB A0 MeHLUe HiK 18 pokiB», Kof
pocnigpkeHHa 1704R2133, Bepcis 7, nonpaska 6 Big 04 6epesHsa 2021 p.; cnoHcop - LWioHoaxi bi.Bi. [Shionogi
B.V.], HinepnaHgu

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»



13. 3miHa Ha3BU NPOTOKOJY K/iHIYHOrO BUNPOGYBaHHA 3 «PaHaoMisoBaHe, noABiliHe cnine, nnaue6o-
KOHTpONboBaHe, gocnigpkeHHa lll hasn niaTpumyrouoil MoHoTepanii onanapnéom y yyacHukis 3 BRCA
Wild Type posnosciogkeHum (FIGO cragia Ill-IV) BucokogudepeHuiiioBaHum ceposHUM a6Go
€HAOMEeTPIoIAHMM pakoM SIEUHUKIB Mnicnsa BignoBigi Ha cTaHAapTHY NJaTUHOBMICHY XimioTepanito
nepwoi niHii (MONO-OLAl)» Ha «PaHaomizoBaHe, noABiliHe crine, nnaye60-KOHTPO/IbOBaHe,
pocnipxeHHs Il cdasm nigaTpnmyrouoi moHoTepanii onanapm6om y ydacHukiB 3 BRCA Wild Type
pos3noBciogpkeHum (FIGO crtagisa llI-IV) ceposHum a6o eHAOMETPIOIAHUM PaKOM SIEYHUKIB BUCOKOIO
CTYNeHIo 3/I0AKICHOCTiI Micna BignNoBi4i Ha cTaHA4APTHY N/IATUHOBMICHY XiMioTepanito nepluoi AiHii
(MONO-OLA1)»; IHhopmauis npo gocnigpkeHHA Ta hopma iHOpMoOBaHOI 3rogu, /IoKasibHa Bepcia
HoMep 1.2 ansa YKpaiHu yKpaiHCbKOK MOBOLO, AaTa Bepcii 13 nunHa 2021 poky Ha ocHoBi MacTtep Bepciil
Homep 2.0 Big 15 nrotoro 2021; Popma iHthopmMoBaHOI 3roauM ANA NPoBefEeHHS AOCKPUHIHIOBUX
npoueayp, oKanbHa Bepcia Homep 1.2 ansa YKpaiHM yKpaiHCbKOK MOBOIO, Aata Bepcii 13 nunHa 2021
POKy Ha ocHoBi MacTtep Bepcii Homep 2.0 Big 15 noToro 2021 40 NPOTOKO/Y KAIHIYHOrO AO0C/IAKEHHS
«PaHpomizoBaHe, noggiiiHe cnine, nnauebo-kOHTPObOBaHe, AocnimpkeHHsa Il dasm  nigTpumyodoi
MOHOTepanii onanapuéom y ydacHukiB 3 BRCA Wild Type posnosciogpkeHnm (FIGO cragia [lI-IV)
BMCOKOANEPEHLIiI0BAHUM CEPO3HUM ab0o eHAOMETPIOIAHMM pakoM SIEYHMKIB MiCAS BigNOBiAl HA cTaH4AapPTHY
nnatnHoBMICHY xiMioTepanito nepuoi NiHii (MONO-OLAL)», koa aocnimpkeHHs D9319C00001, sepcis 1.0 Big,
17 rpygHAa 2020; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

14. OHoBneHa Bepcia Bpowypu agocnigHuka, BugaHHa 2020 Big 10 GepesHsa 2021; HoBa Bepcis
LwoAeHHMKa nauieHTa, Bepcis 4.0 Big 03 6epe3Ha 2021 (ykpaiHCbKOIO Ta pocilicbkolo moBamu); 3miHa
MicLle3HaXOKEeHHs Micusa nNpoBefeHHA KNiHIYHOro BUNpooGyBaHHSA; BKOUYeHHs [0[aTKOBOro Micus
npoBefieHHs1 KJiHIYHOro BUMNPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO Aoc/imkeHHA «[pocnekTuBHe,
baraToLeHTpoBe, paHAOMi30BaHe, MofBiiHe crine, nnauebo-KOHTpoNboBaHe gJocnimkeHHsa 1l casm B
napanenbHUX rpynax, 3 MeTol OUiHKM e(PeKTUBHOCTI Ta 6e3nekn MaciTUHIOY y koMGiHaLil 3 puy30/10M Y
MOPIBHAHHI 3 M1aLe60 y KoMBiHaLii 3 pyu/1y30/10M NPY NiKyBaHHI NauieHTiB 3 6iYHUM aMioTPOMIYHNM CKNEPO30oM
(BAC)», ko pocnigxkeHHs AB19001, sepcia 6.0 ROW Big 09.03.2020; cnoHcop - AB Science, ®paHuis
3aaBHUK - TOB «CiHepmxu 'pynn YkpaiHa», YkpaiHa

BYNO CTANO
O.M.H., npodp. Crno6ogiH T.M. O.M.H., npod. Crno6ogiH T.M.
Megnuunin - ueHTp TOB  «MeguuHuini  ueHTp | MeguuHuini - ueHTp TOB  «MegnyHuii  LEHTp
«Jlonomora-nsnc», By. AHinpoBcbKa | «[onomora-nntc», Byn. Lepo6akiBcbKkoro, 52,
HaGepexHa, oya. 26 i, npum 112, m. Knis, 02132, | m. KuiB, 04111, YKpaiHa
YKpaiHa

Ne MN.1.6. BigNoBiga/IbHOro AOCNiAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 3aB. Big. CaHoubkuii H.€.

KomyHanbHe HekomepujiiHe nignpueMcTBO JIbBIBCbKOI 0651acHOi pagn «JIbBiBCbka oO6GnacHa
KNiHiYHa NikapHs», HEBPOOrivyHe BigdineHHs, M. J1bBiB

15. OHOBIEHUIA NPOTOKON KAiHIUHOTO gocnimkeHHa MK-3475-826 3 iHkopnopoBaHoto nonpaskolo 06
Bif 29 uepBHA 2021 poOKy, aHrilicbkold MOBOI; 3MiHa Ha3BM Ta Micusi NMPOBEAEHHS KJliHIYUHOrO
BMNPOGYBaHHA [0 NPOTOKO/Y KIIHIYHOrO AocnimkeHHsa «PaHpomizoBaHe, noggiliHe cnine, nnaue6o-
KOHTposiboBaHe pfocnimkeHHs |ll ¢asn nopiBHAHHA nemo6ponisymady (MK-3475) 3 ximioTepanielo Ta
ximioTepanieto 3 nnauebo A9 Tepanii nepLUoi NiHil Npy NepcucTyryoMy, peunansHoMy abo metactaTtuyHoOMy
paky wuitkn maTkn (KEYNOTE-826)», kog gocnigpkeHHs MK-3475-826, 3 iHkopnopoBaHoto nonpaskoko 05 Big,
30 0BTHs1 2020 poky; cnoHcop - «Mepk LWapn EHa Joym Kopn.», AodipHE nignpuemcTso «Mepk EHA Ko., IHK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO
O.M.H., npody. BoHaapeHko |.M. O.M.H., npody. boHaapeHko .M.
KomyHanbHuiA  3aknag  «[HinponeTpoBcbka | KOMyHasibHe  HeKomepuiiiHe  nignpuemcTBO
MicbKa 6araTonpodyinbHa KniHiuHa nikapHsa Ne 4» | «Micbka KniHiuHa nikapHs Ned» [AHiNPOBCLKOI
[HinponeTpoBCbKOI o6nacHoi pagu», | MmicbKoi pagu, XximioTepaneBTUYHe BiggineHHsA 3
BigAineHHa ximiotepanii, [lep)xaBHUiA 3aknag | A€HHUM cTauioHapowm, [HinpoBcbkuii




«[lHinponeTpoBCbKa MeAu4YHa akageMis | gepxaBHMIA MeguUUHMIT YHiBepcuTeT, Kadegpa
MiHicTepcTBa OXOpPOHM 3[0pPOB’A  YKpaiHW», | OHKOJIOril Ta MeanyHOT pagionorii, M. Hinpo
Kadhefpa OHKoMorii Ta MegunyHoi pagionorii,
M. [HiNpo

16. 3anpoBamKeHHS KOPOTKOro igeHTucpikatopa KiiHiuHOro BunpooyBaHHA M20-259 - SEQUENCE;
Byknetr gna naudieHta «flocnimpxeHHss 3 BUMBUYEHHA npenapartiB Ansa NikyBaHHA XBOpPo6u KpoHar,
YKpaiHCbKOI0 MOBOIO; BykneTt ana nauieHta «HayuHoe uccnegoBaHue 6one3Hn KpoHa», pociicbKolo
MoBoto; IHchopMmauiliHa Gpowypa gnA nadieHta «Bam Bigoma xBopo6a KpoHa. Ham Bigoma Hayka.»,
YKpaiHCbKOK MOBOIO; IHhopmauiiiHa 6polwypa anAa nauieHta «Bbl 3HaKOMbI ¢ 60/1e3HbI0 KpoHa. Mbl
3HaKOMbI C HayKOW.», pocificbKol MOBOI; IHhopmaLifiHMii nnakaT «Bam Bigoma xBopo6a KpoHa. Ham
BifjoMa HayKa.», yKpaiHCbKO MOBOIO; IHthopMauiiiHuii nnakaT «Bbl 3HakOMbI ¢ 60ne3HbI0 KpoHa. Mbl
3HAaKOMbI C HayKOii.», poCilicbKolo MOBOO; MOCIGHMK /11 HOBOrO yyacHUKa AOCNiAKeHHs, Bepcia 2.0
Big 04 noToro 2021 poKy AnA YKpaiHM YKPaAiHCbKOIO MOBOIO; «HayasibHOe pPyKOBOACTBO Ans
y4yacTHUKOB», Bepcia 2.0 Big 04 niotoro 2021 poKy AN YKpaiHUM pOCiliCbKOI0 MOBOHK; 3as/ly4yeHHs
[O[ATKOBOI oOpradisauii, sKii cnoHcop pgeneryBaB CBOi OGOB’sA3KM Ta (IYHKLUil, noB’si3aHi 3
NpPoBeAEHHAM K/iHIYHHOro BUNPOGYyBaHHA, — TOB «LieHTp KniHiuHux AocnigkeHb MTA» 0o npoTokony
KMiHIYHOro BMNpPOOyBaHHS «baraToueHTpOBE paHAOMi30BaHe AOoC/imKeHHss 3 das3u, Wo NpPoBOAMTLCA Y
cninomy Ansi ouiHoBava edIEeKTMBHOCTI Pexumi 3 METOH BMBYEHHS picaHKi3ymaly Yy MOpPIBHSAHHI 3
YyCTeKiHyMaboMm npw flikyBaHHi AOPOCANX NaLieHTIB i3 XBOP0OO0H KpoHa cepeHbOBaXKKOro UM BaXKKOr0 CTYMNEHHO
TSOKKOCTI, A5 AKUX Tepanis npenapaTamu, WO NPUrHivyTh aKTUBHICTb (dakTopy HEKPO3Y NyX/IMHW, BUSBUNACH
HeeheKTUBHO», KO fOCNimKeHHS M20-259, Bepcia 1.0 Big 23 nunHA 2020 poky.; cnoHcop - «E66BI [HK»,
CLWA / AbbVie Inc., USA

3asaBHuK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiilapis

17. 3any4yeHHs 4OAATKOBOro Micusi NnpoBefeHHs1 KNiHIYUHOro BUNPOGYBaHHA [0 NPOTOKOJ/Y KNiHIYHOro
JocnipkeHHs «PaHgomisoBaHe, nogeiliHe cnine, naauebo- KOHTPOIbOBaHe [OCIMKEHHS doasu |l As1a OUiHKK
ehekTiB npenapatry RO6889450 (PanmiTapoHT) y nauieHTiB i3 wn3ogpeHielo abo 3 wmnsoadekTnBHNM
po3nagomM Ta HeratMBHUMMK CUMATOMamMU», Kog gocnimpkeHHs BP40283, Bepcisa 5 Big 15 BepecHs 2020 p.;
crnoHcop - ®. XothdmaHH-/1s Pow /114, Weeiyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHUK - ToBapncTBo 3 O6MeXeHoto BignosiganbHicTio «KOHTpakTHO-[ocnigHnubka OpraHisauis IHHodapm-
YKkpaiHa»

Ne M.l.6. BignoBigabHOro gocnigHuka

n/n Ha3Ba MicLs NpoBeleHHs KNiHIYHOIo BUNPo6yBaHHSA

1 A.M.H., npod. JliHcbkwii |.B.

KomyHanbHe HekomepuiiiHe nignpuemcTBo XapkiBCbKoi o6nacHoi pagn «Ob6nacHa KAiHiYHa
ncuxiatpuyHa nikapHa Ne3», 3-Te ncuxiaTtpuyHe Big4iIeHHA 4118 0POC/nX, M. XapKiB

18. 36inbLlIEHHs 3an1aHoBaHOI KiJIbKOCTi NALieHTIB, WO 6yAYTb 3any4yaTuca y KniHiuHe BUNPoGyBaHHSA
B YKpaiHi 3 84 Ao 126 oci6; 3miHa Ha3BU 3asiBHUKA KMiHiYHOro BMnpooysaHHsa 3 TOB «IHC Pecepu
YkpaiHa» Ha TOB «CiHeoc Xenc YKpaiHa» [0 NPOTOKONY KiHIYHOrO BUNPOOYBaHHA «12-TMXHEBE,
GaraTtoueHTpoBe, NOAOBXEHE AOC/IIKEHHS aKTVBHOTIO JliKyBaHHS A5 OLiHKM 6€3neyYHOCTI Ta NeEPEeHOCUMOCTI
Gpekcninpasosly Npu NikKyBaHHI MaUEHTIB i3 aXuTauield NOB'A3aHO 3 AeMeHLUiE AnbLreiMmepiBCbKOro
TMny», ko pocnimkeHHss 331-201-00182, sepcis 1.0 Big 18 uepBHA 2018 poky; cnoHcop - Otsuka
Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacbloTikn [eBenonmMeHT eHf
KomepcinizeiiiuH, IHK.», CLUA)

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

Byno Crano
TOB «IHC Pecepu YKkpaiHa» TOB «CiHeoc Xenc YKpaiHa»

19. 3pas3okK iHchopmauii 4na nauieHTiB, Wo 6yae HafaBaTUCh Ha €/IEKTPOHHOMY NPUCTPOIT ANA NaLEHTIB
pocnipkeHHa VIB7734.P2.S1 (VIB7734.P2.S1 Capture Application Screenshots) pana YkpaiHu
YKpalHCbLKOI0 MOBOIO, Bepcisi 2.0 Big 13 nunHAa 2021p., BkIoYaroum onutyBasibHUKU: HADS (AHkeTa
woao TpUBOru Ta genpecii B KMiHIYHMX yMmoBax); PtGA (3arasibHa ouiHka ctaHy nauieHTom (Patient
Global Assessment, PtGA)); PGIC (LLUkana 3ara/lbHOro BpaKe€HHsA NMauieHTa WoAo0 3MiH MOro cTtaHy
(Patient’s Global Impression of Change, PGIC)); FSMC (LLUkana sTomnioBaHocTi (Fatigue scale):



MOTOpPHI Ta KOTHiTUBHI pyHKUiT); LUPUS QoL (3anutanbHuK «fAkKicTb XUTTA (QOL) npu BOBYaKy»);
3pas3ok iHthopmauii Ana nayieHTiB, WO Oyae HagaBaTUCh Ha €/IEKTPOHHOMY NPUCTPOT ANA NauieHTIB
pocnipkeHHa VIB7734.P2.S1 (VIB7734.P2.S1 Capture Application Screenshots) pana Ykpaiuu
pociiicbkoto MoBoto, Bepcia 1.0 Big 22 uepBHA 2021p., BKNOYaoun onutyBasibHUKN: HADS (AHKeTa
woao TpUBOru Ta genpecii B kKNiHiYHMX yMmoBax); PtGA (3arasibHa ouiHka cTaHy nauieHTom (Patient
Global Assessment, PtGA)); PGIC (LLUkana 3ara/lbHOro BpaK€HHA NMauieHTa WoAo0 3MiH MOro cTtaHy
(Patient’s Global Impression of Change, PGIC)); FSMC (LUkana sTomnioBaHocTi (Fatigue scale):
MOTOPHI Ta KOTrHiTUBHI pyHKUiT); LUPUS QoL (3anutanbHuk «AkicTb XUTTA (QOL) npu BOoBYaKy»). [0
NPOTOKONY KNiHIYHOTO A0CNiAKeHHs «PaHaomi3oBaHe nogginiHe cnine naauebo-KOHTPOIbOBaHE AOCAIMKEHHS
hasn 2 ans ouiHkM ethekTUBHOCTI Ta 6e3neyHocTi npenapaty VIB7734 npu nikyBaHHI akTUBHOrO CUCTEMHOIO
YepBOHOIro BOBYaKa Bif] MOMIPHOIO /10 TSXKKOr0 CTyNeHs», Ko aocnimkeHHs VIB7734.P2.S1, sepcis 1.0 Big 21
rpyaHsa 2020 poky; crnoHcop - «Biena bio, IHK.», CLUA / Viela Bio, Inc., USA

3aaBHUK - ToBapmncTeo 3 O6MexeHo BignosiganbHicTio «KOHTpakTHO-A40CNiAHULbKA opraHisaLis IHHo®apm-
YkpaiHa»

20. OHoBNeHuii NPOTOKO/N K/iHIYHOrO BunNpo6yBaHHA MK-3475-A18/[ENGOT-cx11/GOG-3047, 3
iHKopnopoBaHoto nonpaBkoto 02 Big 04 yepBHSA 2021 poKy, aHIMINCbLKOIO MOBOI; YTOUHEHHSA HA3BU
NPOTOKOJy KMIHIYHOrO BMNpoOyBaHHA 3 «PaHpgomisoBaHe, noagiiiHe cnine gocnigkeHHA 1l ¢asm
ximiopagiotepanii y komGiHauii 3 nem6ponisdyma6om a6o 6e€3 HbOro A/ JliKyBaHHi JIOKa/IbHO
PO3NOBCHOAKEHOrO paKy WWIAKU MaTKn 3 BUCOKUM cTyneHem pusnky (KEYNOTE-A18/ENGOT-cx11)» Ha
«PaHpgomi3oBaHe, nopBiiiHe cnine pgocnimkeHHa Il ¢a3m ximiopagiotepanii y KomGiHauii 3
nemoposnisymadbom abo 6e3 HbOro As1s JlikyBaHHA JTIOKa/IbHO PO3NOBCIOAKEHOIO paKy LWNIAKU MaTKu 3
BUCOKMM ctyneHem pusnky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)»; YKpaiHa, MK-3475-A18/ENGOT-
¢cx11/GOG-3047, Bepcin 2.00 Big 09 nunHsa 2021 p., yKpaiHCbKOI MOBOO, iH(hopMaLlisi Ta LOKYMEHT Npo
iHbopMoBaHy 3rogy Ans nauieHTa; YkpaiHa, MK-3475-A18/[ENGOT-cx11/GOG-3047, Bepcis 2.00 Big 09
nnnHsA 2021 p., pociiicbkolo MOBOLo, iHthopMaLlisi Ta AOKYMEHT npo iHthopmoBaHy 3roay ANA nayieHTa
[0 MpoTOKOMy KIIHIYMHOTO BMNpo6yBaHHA «PaHgomizoBaHe, noAgiliHe cnine pgocnimpkeHHs Il dasn
ximiopagjoTepanii y Komb6iHauil 3 mnemo6ponisymaéom abo 6e3 HbOro AN JiKyBaHHi JIOKa/IbHO
PO3MOBCHKEHOrO paky LWWikM Matkm 3 Bucokum cTyneHem pusmky (KEYNOTE-AL18/ENGOT-
cx11/GOG-3047)», kon pocnigpkeHHa MK-3475-A18/ENGOT-cx11/GOG-3047, 3  iHKOPNOpPOBaHOW
nonpaskoto 01 Big 06 ciuHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», Ao4YipHE NignpueMcTBO
«Mepk EHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

nemoéponisymabom abo 6e3 HbOro Ass NiKyBaHHi
JIOKaNIbHO PO3MOBCHMKEHOIO paky LMK MaTkn 3

byno Crano
«PaHpomizoBaHe, noggiliHe cnine pocnimkerHs Il | «PaHgomizoBaHe, noagiiHe cnine gocnigkeHHs Il
a3 ximiopagiotepanii y  KomGiHauii 3 | pasum  XximiopagioTepanii y  KOMmGiHauii 3

nemoéponisymabom abo 6e3 HbOro Assi NikyBaHHS
JIOKaNIbHO PO3MOBCHMKEHOIO paky UMK MaTkn 3

BNCOKUM ctyneHem PU3NKY
(KEYNOTE-A18/ENGOT-cx11)»

BNCOKUM CTyneHem PU3NKY
(KEYNOTE-A18/ENGOT-cx11/GOG-3047)»

21. bpouwypa gocnigHuka JNJ-56021927 (ananytamig), BugaHHsa 14 Big 31.03.2021 p.; IHchopmauia ans
nauieHTa Ta ®Popma iHchopmoBaHoi 3roau — MNMpoTokon 56021927 PCR3003, Bepcis 10.0 ykpaiHCbLKOIO
MOBOI0 ANA YKpaiHu Big 01.07.2021 p.; IHchopmauia ana nauieHta Ta Popma iHhopMoBaHOi 3rogn —
MpoTtokon 56021927PCR3003, Bepcia 10.0 pociiicbkolo MoBow pAnA YkpaiHu Big 01.07.2021 p.;
IHcbopmauia ana BariTHOI NapTHepPKU y4yacHuka gocnimkeHHs Ta dopma IHdopmoBaHoi 3rogn —
MpoTtokon 56021927PCR3003, Bepcis yKpaiHCbLKOK0 MOBOIO A/1A YKpaiHu Big 12.07.2021 p., Bepcis 1.0;
IHcbopmauia ana BariTHOI NapTHEPKU yvacHuKa gocnimkeHHA Ta Popma IHdopmoBaHoi 3rogn —
MpoTokon 56021927PCR3003, Bepcis pociiicbkolo MOBOIO AN YKpaiHu Big 12.07.2021 p., Bepcia 1.0;
IHchopmauia gna nadieHTa Ta Popma iH(pOpMOBaHOI 3rogu ANA yyacTi y AOCNiMKEHHI [0AAaTKOBUX
HaykoBuX 3paskiB - MNMpoTtokon 56021927PCR3003, Bepcis YyKpaiHCbKOIO MOBOIO AN YKpaiHu Bif
09.07.2021 p., Bepcia 1.0; IHdhopmauia ana naugieHTa Ta ®opma iHopMoBaHOi 3rogu ANA y4vacti y
AOocnipKeHHi [oAaTkoBMX HayKoBux 3paskiB - MpoTtokon 56021927PCR3003, Bepcifa pocilicbKoto
MoBolo Ana YkpaiHu Big 09.07.2021 p., Bepcia 1.0 [0 NPOTOKO/Y K/IIHIYHOrO BUNPOGYBAHHSA
«PaHgomizoBaHe, noggiliHe criine, nnaue60-KOHTPONbOBaHe, KAiHiYHE AocrimkeHHs 3 a3y npenaparty
JNJ-56021927 y naLieHTiB 3 BUCOKAM PU3MKOM JI0Ka1i30BaHOro abo MiCLLeBO-PO3MNOBCIOKEHOIO pPaky
nepesMixypoBOi 3a/1031, L0 OTPUMYIOTb JliKyBaHHS NEPBUHHOIO MPOMEHEBOI Tepaniel», Koh AOCAIMKEHHS
56021927PCR3003, NMonpaska 2 o MNMpoTtokony KNiHiYHoro gocnigpkeHHs 56021927PCR3003 Big 05.11.2020
p.; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», bBenbris



22. BK/1lOYEHHSA A0AATKOBOro Micusi NpoBeAeHHsA K/iHIYHOro BMNPOOYBaHHA [0 NPOTOKOJY KIiHIYHOrO
JocnifpkeHHA «Bigkpute po3wupeHe OOCMNIIKEHHS O OUiHKA 6e3neyYyHoCTi Ta NepeHoCMMOCTi npenapaTy
SEP-363856 y naujieHTiB i3 lWM30gpeHieto», koA faocnimkeHHs SEP361-303, sepcia 3.01 3 iHKOPNoOpoOBaHO0
HecyTTeBO nornpaskoto 2.00 Big 25 ciuHa 2021 poky; cnoHcop - «CyHOBIOH ®apmachioTikanc IHK.» (Sunovion
Pharmaceuticals Inc.), CLLA

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs K/iHIYHOTro BUNPOGYBaHHSA

1 anpektop Bpy6nescbka |.B.

KoMyHasibHEe HekomepujiiiHe nianpuMEMCTBO «KMIBCbka MiCbKa MCUXOHEBPOsIOriyHa nikapHs Ne3»
BMKOHABYOro opraHy KuiBcbkoi Micbkoi pagn (KWIBCbKOT MICbKOI AepXaBHOI afgMmiHicTpauir),
3arasibHoncuxiaTpuyHe BigaineHHs Ne4, Kniscbka 06/1., BacuibKiBCbKUin p-H, CMT. ['1eBaxa

23. BK/1l0UeHHA A00aTKOBOro Micus NpoBeAeHHs [oCAifKEeHH:A [0 MPOTOKOY KNiHIYHOro BUNpobyBaHHS
«PaHpgomizoBaHe, noggiliHe cnine, nnaue60-KOHTPONbOBaHe, GaraTOLEHTPOBE  AOC/IMKEHHs, Lo
NPOBOAUTLCA B NapasiesibHUX rpynax, i3 3acTocyBaHHAM (IKCOBaHWX [03 A8 OLUiHKM eeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nalieHTIB i3 LWM30dIPEHIEID ¥ TOCTPOMY NCUXOTUYHOMY €ni3ofi», Ko,
pocnigpkeHHa SEP361-302, sepcis 3.00 3 iHKOpNopoBaHOo CyTTEBOO nonpaskoto 2.00 Big 26 ciuHa 2021 poky;
cnoHcop - «CyHoBiOH ®apmachkioTikauic IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPOGYBaHHS

1 | aupekTop Bpybnescobka I.B.

KomyHanbHe HekomepuiiHe nignpueMcTBO «KWIBCbka MiCbka MCUXOHEBPOIOriYHa nikapHs Ne3»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi paam (KWMIBCbKOT MICbKOI AepXaBHOT agMiHicTpau,ii),
3arasibHoncuxiaTpuyHe BigaineHHs Ned, Kniscbka 06/1., BacunbKiBCbKUin p-H, CMT. ['eBaxa

24. Haknelika Ha eNeKTPOHHWI woaeHHuK, PM-T041 Bepcia 01 ykpaiHCbKol MoBoOW; Hakneiika Ha
€/IeKTPOHHUIA WoaeHHUK, PM-T041 Bepcisa 01 pociiicbkolo moBoto; «CTucnuii goBigHuK, AnnepraH LIN-
MD-64. MoptatuBHuii npuctpin (YPrime D450). Bepcia gokymeHTa: 1.0, ukUA, 18-/01-2020 p.»,
yKpalHCbKOl0 MoBoOl0; «KpaTkoe cnpaBoyHoe pykoBoacTtBo, Allergan LIN-MD-64. Mo6unbHoe
yctpoiicTtBo (YPrime D450). Pegakuus gokymeHTta: 1.0, ruUA, 12 ®eB 2020 r.», pocCiiicbKO0 MOBOIO /10
NMPOTOKOMY K/IIHIYHOTO AocCnimkeHHss «baratoueHTpoBe, paHAoMi3oBaHe, noAgiiHe chnine, nnaue6o-
KOHTPO/IbOBaHe AOC/IMKEHHA dasv 3 B MapaieflbHUX rpynax 3 OUiHKM 6Ge3MnevHOCTi 1 edDeKTUBHOCTI
niHaKnoTugy npyv MepopasibHOMY 3acTOCyBaHHI y fiTeil BikOM 6-17 PpoKiB, WO CTpaxgalTb Ha
doyHKLUioHanbHWIA 3anop (P3)», kog aocnimkeHHs LIN-MD-64, sepcis EU-3 Big 08 cepnHsa 2020 p.; CnoHcop -
Allergan Ltd., United Kingdom

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

25. 36inblueHHA KiNbKOCTi yYaCHUKIB AocnimKeHHs B YKpaiHi Big nonepeaHbo 3ansaHoBaHoi 3 100 oo
130 oci6 [0 MpOTOKOMY K/HIYHOTO BMNpObyBaHHA «PaHgomizoBaHe, noggiiiHe cnine AOCAIMKEHHS, L0
NPOBOAUTLCA 3 BUKOPUCTAHHAM aKTMBHOrO npenapaty B AKOCTI KOHTPOMO [ANS OUiHKW [OBroTpuBasiol
6e3neyHocTi i nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 LWM30PEHIED», KOL4 LOCNIIKEHHSA
SEP361-304, Bepcia 3.00 3 iHKOpnopoBaHo CyTTEBOIO nonpaskoto 2.00 Big 14 ciyHa 2021 poky; CnoHcop -
«CyHoBioH ®apmacbtoTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLLA

3asBHuK - MignpuemcTso 3 100% iHo3emHolo iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

26. BK1loU€eHHA J,0[4aTKOBOro Micus NnpoBeAeHHA KiHIYHOro BUNPoGyBaHHA; BK/1IOUEHHSA iKapCbKOro
3aco6y Kap6onnaTtuH, po3uuH ana iHdysii, 600 Mr, L0 BUKOPUCTOBYETHLCA AK Npenapar NOpPiBHAHHA,
Janssen Pharmaceutica NV, Benbrisi, Fisher Clinical Services, CLUA, Fisher Clinical Services GmbH,
LBeiinapis, Hospira UK Limited, Benuka BpuTtaHis; BkioueHHs nikapcbkoro 3acoby Memetpekcepq,
MOPOLWOK A/ NPUroTyBaHHA KOHLUEHTpaTy AJin PO34UMHEHHA pana  iHdysii, 500 wmr, wo
BUKOPUCTOBYETLCA K Npenapart nopiBHAHHA, Janssen Pharmaceutica NV, Benbrisi, Thermo Electron
Limited, Benuka Bputanis, Fisher Clinical Services, CLUA, Fisher Clinical Services GmbH, LLIBeiiyapis,



Seacross Pharmaceuticals Limited, Benuka bBpuTaHis; 3pasoK MapKyBaHHA A[ocnigXyBaHOro
nikapcbkoro 3acoly [NemeTpekced, 500 mr, MOPOLWOK A1 NPUrOTyBaHHA KOHUEHTpaty pAns
pO3unHeHHsA Aans iHgys3il; 3pa3ok MapKyBaHHA [OCNiAKYBaHOro nikapcbKoro 3aco6y Kap6onnatuH,
600 Mr, po3unH Ansa iHdysii O NPOTOKOY KIIHIYHOrO BUNPOOYBaHHA «PaHAoMi30BaHe BigkpuTe KniHiuHe
gocnimpkeHHa ®a3n 3 kombiHauii AMiBaHTamaoy Ta Tepanil KapbonnatnHom Ta MNemeTpekcesoM Y NOPIiBHAHHI
3 KapbonnatuH-IemeTpekceoM Y NayieHTIB 3 MiCLLeBO-MOLWINPEHM ab0 MeTacTaTUYHUM HeAPiOHOKNITUHHAM
pakoMm nereHb 3 MyTaujieto peuentopiB enigepmansHoro gpaktopa pocty (EGFR) 3i BctaBkamu B ek30Hi 20
(Exon 20ins)», Kkop pocnimpkeHHa 61186372NSC3001, Big 17.07.2020 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

Ne M.1.6. BignoBigabHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHSA

1. | nikap Pekyta A.C.

MegnuHmnii ueHTp «OkK!KniHik+» ToBapucTBa 3 OOMEXEHOK BignoBiganbHICTIO «MikHapoaHWIA
IHCTUTYT KNiHIYHUX AOCNiMKEeHb», BigAiN ximioTepanii cTauioHapHOro BigdineHHs, M. Kuis

27. 3miHa Ha3BM Micus npoBefieHHs1 BUMNPOOYBaHHA [0 MNPOTOKO/Y KNiHIYHOTO BUNPOBGYBaHHSA
«baraTtoueHTpoBe HEKOHTPONbOBaHe  AOC/IMKEHHA  KOHTpauenTUBHOT  eddeKTUBHOCTI, 6e3MneyHocCTi,
nepeHocUMocCTi Ta hapmakokiHeTukn npenapaTy LPRI-424 (gieHorecT 2mr/eTuHinectpagion 0,02 mr) npu
3acTocyBaHHi BNpofoBx 13 uuknie», kog pocnipkeHHs LPRI-424/301, octatouHa Bepcia 3.0, 26.01.2021;
crnoHcop - «4emo Pesepu C.J1.» (Chemo Research S.L.), IcnaHiga

3aaBHUK - «Ckoyn IHTepHeLwwHn AlM», HimeyunHa

BYNO CTANO
O.M.H., npod. TaHbko O.I1. O.M.H., npod. TaHbko O.I1.
KUIBCbKMIA  MICbKWMIA LEHTP penpoaykTvBHOi Ta | KOMyHaslbHe  HeKoMepuiiiHe  nigNpueMCcTBO
nepvHaTasibHOI MeanLMHMN, BigAiNeHHs1 | «KMIBCbKMIA MICbKMA LEHTP pPenpoaykTMBHOI Ta

penpoayKTUBHOT Ta EHAOKPUHHOT riHekonorii, M. KNiB | nepMHaTanbHOi MeanuMHi» BUKOHABUYOrO OpraHy
KniBcbkoi Micbkol paau (KuiBcbKOT MicbKOT
AepxaBHOT aamiHicTpau,ii), BigAiNeHHs
penpoayKTonorii Ta eHA0KPUHHOI riHeKoorii, M. Knis

28. NopoBxeHHA TPUBAOCTI KNiHIYHOro BUNPoGYyBaHHA B CBiTi Ta B YKpaiHi o 13 nuctonaga 2021 p.
[0 NpPOTOKOMY K/IHIYHOrO BMNpPOOyBaHHA «PaHaomizoBaHe, MOABIHE cnine, nnaueb0-KOHTPONbOBaHe,
baratoueHTpoBe JochnimKeHHA da3n 3b ana ouiHkm edekTMBHOCTI Ta 6e3neku redpanikcaHTy y JOPOCIUX
YYaCHVKIB 3 HelloJaBHO BCTAHOB/IEHVM XPOHIYHUM Kawnem», Ko A[ocrnimkeHHs MK-7264-043, 3
iHKoprioposaHoto nonpaskoto 03 Big 25 nuctonaga 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
JodipHe nignpuemctso «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

29. OHoBneHa bpouwypa gocnigHuka S 95005 (TAS-102, Lonsurf®), Bepcia 8 Big 11 TpaBHsa 2021 p. fo
NPOTOKONY K/iHIYHOrO JocCnimpKeHHA «Bigkpute paHgomizoBaHe pocnimpkeHHs 1l dasun, fke nopiBHIOE
TpudnypuauH | Tunipauun y noegHaHHi 3 6esaum3yMmabom Ta MoOHoTepanieto TpudypuanH / Tunipaumn y
nawieHTiB i3 pehpakTepHUM MeTacTaTUYHUM KOoJIopeKkTauibHUM pakom (gocnimkeHHa SUNLIGHT)», kopg
gocnigpkeHHa CL3-95005-007, chinanbHa Bepcia 2.0 Big 30 rpyaHa 2020 p.; CNOHCOP - IHCTUTYT MiXHaPOAHMX
pocnipkeHs «CEPB’E» (Institut de Recherches Internationales Servier (1.R.I.S.)), ®paHuisa

3asBHMK - TOBApMCTBO 3 06MEXEHO BiANOBIAasIbHICTIO «KLIP YkpaiHa»

30. Bpouwypa ana gocnigHuka 3 npenaparty Hipanapu6, pegakuia Nel2 Big 23 uepBHa 2021 p. Ao
NPOTOKONY  KiHIYHOrO BMNPobyBaHHs «PaHAoMmizoBaHe MOABIMHO cnine nnaue6o-KoHTposiboBaHe
GaraToLEeHTpOBE AO0CAIMKEHHS 3 a3y 3 OUIHKM NiATPMMYlOYOi Tepanii HipanapuMoom Yy MauieHToK i3
NMOLIVPEHNUM PakoM SIEYHUKIB, Y AKX OyN0 3apeecTpoBaHO BiAMNoOBiAb Ha Tepanilo nepwloi AiHii i3
3aCTOCYBaHHAM XiMioTepaneBTUYHWX NpenapartiB Ha OCHOBI NnatuHW», Koh pocnimpkeHHs PR-30-5017-C,
pepakuis 6.0 3 Monpaskoto Ne05 Big 19 cepnHa 2020 p.; cnoHcop - "TECAPO IHkopnopeiites”, CLUA
3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AN-YKPAIHA»



31. 36inbLeHHs 3an/1aHOBaHOI KiIbKOCTi AOCNiAKYBaHNX ANA BKIIOYEHHA Y BUNPOOGYBaHHSA B YKpaiHi 3
67 po 82 ckpuHOBaHUX NaUWiEHTIB [0 NPOTOKO/Y K/iHIYHOro BUNPOBYBaHHSA «JocnimxeHHs Il dhasun 3 meTor
OUiHKM Ge3neyHocTi i edpekTuBHOCTI Tepanii npenapatom SYD985, KoH'loratom aHTuTINa Ta NiKapcbKoi
PEYOBVHM, LLIO MPOBOAUTLCA B OAHIN rpyni NaLieHTOK i3 peLManBHUM, NOLWMPEHNM ab0 MeTacTaTUUHUM PakoM
eHgomeTpito 3 ekcnpecieto HER2, y sknx paHiwe 6y/10 BUSBMEHO NPOrpecyBaHHA 3aXBOPHOBaHHA Ha T/ um
nicns NnpoBefeHHA XimioTepanii nepLuoi f1iHiT Ha OCHOBI Npenaparis NaTuHW», KoL focnimpkeHHA SYD985.003,
pegakuisa 3.0 Big 30 BepecHs 2020 p.; cnoHcop - «bilioHgic b.B.», [Byondis B.V.], Higepnangu

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

32. IHCTpyKuUina 3i 360py 3pas3Ka Kasy A aMoynatopHux nauieHTiB, pegakuis 1.0.3 Big 16.07.2021p. ansa
YKpaiHu yKpaiHCbKOIO MOBOIO; KapTka nogsku 3a yyacTb y pocnigkeHHi, Bepcia 1.0 Big 04 TpaBHA
2021p. anA YKpaiHu yKpaiHCbKOIO MOBOIO; OnuTyBasibHUK «BeuipHiii wopaeHHuk», Bepcia 4.0 Big 18
6epe3sHA 2021p. ana YKpaiHU yKpaiHCbKOK MOBOLO; AHKeTa oo cTaHy 3gopos’sa EQ-5D-5L, Bepcisa 1.1
Bif 25 uepBHA 2021p. ANnA YKpaiHU yKpPaiHCLKOIO MOBOIO; |HCTPYKLiT 4O CaMOCTIiHOro 3anoOBHEHHSA
aHKeTU Mo 3anaJibHOMY 3axXBOPIOBaHHIO KULIEYHUKa, Bepcia 10 Big 25 yepBHA 2021p. anAa YKpaiHu
YKpaiHCbKO0O MOBOK; OnutyBanbHUK SF-36 «Bawe 300poB’A Ta camonoyyTTs», Bepcia 2 Big 25
uepBHSA 2021p. Ansa YKpaiHM YKPaAiHCbKOIO MOBOIO 10 NMPOTOKOJY KNiHIYHOTO AocnimkeHHs «Biakpute casun
2, LOBrOCTPOKOBE pO3LUMPEHE AOCNIMKEHHS 6e3nekn Bpasukymaly y nauieHTIB 3 BUPa3KoBUM KOMITOM Bifg
cepegHbOro A0 BaXKOro cryneHs aktmBHocTi (EXPEDITION OLE)», kog pocnigpkeHHs D5272C00002
(MonepepHiii kog 3151-202-008), nonpaska 2, Bepcisa 3.0 Big 29 6epesHa 2021; cnoHcop - AstraZeneca AB,
Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

33. /luct noAsAku nauieHTy, octaTouHa pegakuis 1.0 gna YkpaiHu Big 21 nunHA 2021 p., ocTaTOUYHWMIA
nepeknaj 3 aHrnificbkoi MOBM Ha POCiiicbKy MOBY Big 29 nunHA 2021 p., ocTaTtouHuiA nepeknag 3
aHrNincbKOi MOBU Ha YKpATHCbKY MOBY Big 29 nunHAa 2021 p.; /Inct nogsaky nayieHTy Nig/iTKoBOro BiKy,
ocTaTto4yHa pegakuifa 1.0 gna Ykpainu Big 21 nunHsa 2021 p., octatouHuii nepeknag 3 aHrnificbKoi MoOBU
Ha pociiicbKy MOBY Big 29 nunHsa 2021 p., oCTaTOYHUI Nepeknag, 3 aHrMiicbKOi MOBU Ha YKPaiHCbKY
MoBY BiA 29 nunHa 2021 p.; /Inct noaaku 6arbKam nawieHTa, octatouHa pegakuif 1.0 ana YkpaiHu Big,
21 nunHA 2021 p., ocTaTOUYHUIA NepeKnaz 3 aHrNilicbKOT MOBU Ha pocCiiicbKy MOBY Big, 29 nunHsa 2021 p.,
OCTaTo4HUIi NepeKnaj 3 aHrilicbKoi MOBU Ha YKpaiHCbLKY MOBY Big, 29 nunHsa 2021 p.; CBigouTBo npo
yyacTb y AOCNigKeHHi, octatouHa pepakuis 1.0 gna YkpaiHu Big, 21 nunHa 2021 p., ocTaTOuHWUiA
nepeknag 3 aHrNiicbKol MOBU Ha pocilicbky MoBY Big 29 nunHa 2021 p., ocTaToOuHWUIA nepeknag 3
aHrNnificbKoi MOBU Ha YKpaiHCbKy MOBY Bif 29 nunHA 2021 p. 40 NPOTOKOAY KAiHIYHOrO AOC/iAKEHHS
«[lBopiyHe noABIliHO cnine paHOoMi30BaHe GaraToueHTPOBe AOCAIMKEHHS 3 akTUBHMM KOHTPOMEM, L0
NpOBOAWTLCA B AiTei i MianiTKiB i3 pO3CISHUM CKNEpPO30M 3 METOK OLiHKM 6e3neyvHoCTi i ed)eKTUBHOCTI
chiHronimogy 415 nepopasibHOro 3aCTOoCyBaHHA OAMH pa3 Ha A00Y B NOPiBHAHHI 3 iHTepdepoHoM [-1a ans
BHYTPILUHLOM'A30BOr0 BBEAEHHS OAMH pa3 Ha TWKAeHb (OCHOBHWI eTan) i3 AoAaTKOBMM eTanoMm npu
3acTocyBaHHi hiHronimoay nNpoTArom 5 pokie», kog gocnigpxkeHHsa CFTY720D2311, octaTo4vHa pegakuisa 08 Big,
21 cepnHsa 2019 p. ; cnoHcop - «HoBapTic ®apma Cepsice3 Al», LLBeiiyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAA/BHICTIO «MIl EC AN-YKPAIHA»

34. OHOBNEeHUIA NPOTOKOAN KhiHiYHOro BUNpooyBaHHA RP1706, Bepcisa 08 Big 08 uepBHA 2021 poKy
aHrniicbKo MoBoIO; IHthopmauiiiHuiA NMCTOK ydyacHUKa gochimkeHHs i oopma iHthopmoBaHoi 3rogu,
Bepcis 04 Big 28 uepBHA 2021 p., yKpPaiHCbKOK Ta POCificbkolo MoBamMu; 3MiHA Ha3BM CMOHcCOpa
KMiHIYHOro BMNpoGyBaHHsA 3 «Po6apTtc KniHikan Tpaiianc IHK.»/ Robarts Clinical Trials Inc., KaHaga Ha
«AnimeHTiB, IHK.»/Alimentiv Inc.», KaHaga; IHchopmauiiiHa kapTKka nawjieHTa, Bepcia 2 Bifg 22 )XOBTHA
2020p., yKpalHCbKOIO Ta pociiicbkoio MoBamu; IHCTPyKUii 3i 360py 3paskiB Kany. AnA 3paskiB, WO
36MparTbCA BAOMA Ta NPUHOCATBLCA A0 AOCNIAHNLBKOIO LEeHTPY, B peaakuii Bepcii 1.0 Big 04 rpyaHs
2019 p., cbiHanbHa Bepcia 3.0 Big 06 nucTtonaga 2020 poky YKpaiHCbKOIO MOBOIO; BkasiBku 3i 360py
3paskKiB Kasly, AKi He06XigHO 3i6paT BAOMA Ta MPUHECTU A0 [OC/iAHMLLKOIO LLEHTPY, B peaakuii Bepcii
1.0 Big 04 rpyaHsa 2019 p., piHanbHa Bepcia 3.0 Big 06 nuctonaga 2020 poKy poOCiiiCbKO0 MOBOIO;
LLoneHHUK BBegeHHA Beponisymaby (n/w), Bepcia 03 yKpaiHCbKOK Ta pocilicbkoto moBamu; Work
Productivity and Activity Impairment Questionnaire: Ulcerative Colitis V2.0 OnutyBasibHUK
NPOAYKTUBHOCTI Npaui Ta 3HWKEHHA aKTUBHOCTI: BupaskoBui konit B2.0 (WPAI:UC), Bepcis 03 Big 22
YXOBTHS 2020 pOKy YKpaiHCbKOIO Ta POCiliCbKO0 MoBaMu; 3a/lyUeHHA A0AAaTKOBUX MicLb NPOBeAEeHHS
KNiHIYHOro BUNPOGYBaHHA; YTOUHEHHS WO A0 NiKapCbKoi hopMu JOCAIAKYBAHOIO J1iKapCbKOro 3acooy
EnTuBIiO (BeponisymaG)l Entyvio (Vedolizumab), nopowok pna KoOHUeHTpaTy ANA PO3UUHY ANA
iHysiin, 3 300 mr/mn Ha 300 mMr y cpnakoHi [0 MNPOTOKOAY KAiHIYHOTO pochigpkeHHs VERDICT:

9



«PaHgoMmi30BaHe, KOHTPO/IbOBaHe BUNPOOYBaHHA A1 BUSHAYEHHSA ONTUMAUILHOT Lini Tepanii npy akTUBHOMY
BMPa3KoBOMY KOJIiTi», kog, fgocnipxkeHHa RP1706, sepcia 04 Big 05 TpasBHsA 2020 poky.; cnoHcop - «PobapTc
Kninikan Tpalianc IHk.»/ Robarts Clinical Trials Inc., KaHaga

3asaBHUK - TOB «biomanac», YkpaiHa

No M.l1.6. BignoBigasibHOro AocnigHukKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHS

1 nikap KOpkis A.€.

KomyHasibHe HekoMepUjiiiHe nignpremcTBo «Ogeckbka obnacHa KniHivHa nikapHsa» Ogecbkoi 06/1acHoT
pagu, nonikniHivyHe BigaineHHs, M. Ogeca

2 O.M.H., npod. BaosnueHko B.1.

KomyHasnibHe HekomepuiiHe nignpuemcTBO «KniHiyHa nikapHSA LWBWMAKOI MeAWMYHOT  A0MNoMOoru
M. JlbBOBa», UeEHTp Tepanii, JIbBIBCbKUA HaLiOHaNIbHUIA MeauYHWUiA yHiBepcuTeT iMeHi [JaHuna
Manunubkoro, kadpegpa Tepanii Nel, MeAWYHO! AjarHOCTUKM Ta remaTonorii i TpaHcdysionorii
hakynbTeTy NICAAAMNIOMHOT OCBITK, M. JIbBIB

35. OHOBMEHUiA NPOTOKOJ1 K/iHIYHOro BuNpo6yBaHHsa CP-MGDO013-01, 3 iHKopnopoBaHOO NonpaBKoo
7 Big 07 TpaBHA 2021 poky; OHoBneHa CP-MGDO013-01, IHcopmauis ana nauieHTa Ta ¢hopma
iHhopMOBaHOI 3roau — po3WNPEHHA KOropTn ANnA YKpaiHu, piHanbHa Bepcisa 5.0 Big 19 nunHa 2021 p.
Ha OCHOBI aHrniicbkoi IHchopmauii gna nauieHta Ta cpopmMu iHhopMoOBaHOiI 3rogn — PO3LWUNPEHHSA
Koroptu, Bepcis 8.0 Big 24 yepBHA 2021 p., yKpalHCbKOK Ta pocilicbkoo moBamu; OHoBneHa CP-
MGDO013-01, IHdopmania ana nauieHTa Ta dpopma iHpopMoBaHOI 3rogu — Koropta 3 HasABHICTIO
ekcnpecii HER2 ansa YkpaiHu, ciHanbHa Bepcia 2.0 Big 19 nunHA 2021 p. HA OCHOBI aHrNiACbKOI
IHchopmauil ana nauieHTa Ta chopmu iHpopMoBaHOI 3roan — KoropTa 3 HasaBHICTIO ekcnpecii HER2,
Bepcia 8.0 Big 24 uepBHA 2021 p., YKPAIHCbKOIO Ta POCIAICHLKOIO MOBaMu 40 MPOTOKO/Y KAIHIYHOTO
BMNPOGYBaHHA «Bigkpute pocnimkeHHs 1 dpasn, Wo BnepLue NpoBOAMNTLCS Ha NIOAWHI, 3 eckasalielo A03u
MGD013, 6icneumdivHoro DART® npoTeiHa, Lo 3B8's3ye PD-1 Ta LAG-3 y naujieHTiB 3 HeonepabenbHumMu abo
MeTacTaTU4YHMMK HOBOYTBOPEHHSAMM», KOA gocnimpkeHHs CP-MGD013-01, 3 iHKOprnopoBaHOK NonpaBko 6
Big 09 uepBHA 2020 poky; cnoHcop - MakpokeHike, IHk. (MacroGenics, Inc.), CLUA

3asBHUK - TOB «KL|P YkpaiHa»

36. OHOBNEHUIT NPOTOKO KNiHiYHOro gocnimxeHHsa AC-058B202, peaakuisa 11 Big 04 TpaBHsa 2021 p.;
CuHoOMNcuc OHOBNEHOro NPOTOKOJY KNiHiUHOro paocnimkeHHsa AC-058B202, pepakuis 11 Big 04 TpaBHA
2021 p., ocTaTouHuii Nepeknag 3 aHrNiicbKoi MOBM Ha YKpaiHCbKy MOBY Bifg 23 uepBHA 2021 p.;
IHcpopmauia ana nauyieHTa Ta popma 3roamn Ha yyacTb y AOCAigKeHHi, ocTaTouHa pegakuia 10.0 (ansa
YKPaiHCbKNX AOCNiAHULBbKUX LEHTpiB) Big 06 nunHA 2021 p., ocTaTtouHWIi nepeknag 3 aHrniicbKoi
MOBM Ha YKpaiHCbKy MOBY Big 22 nunHAa 2021 p., ocTaTOuHWiI nepeknag 3 aHrniicbKoi MOBM Ha
pocilicbky MoOBY Big 22 nunHa 2021 p.; Bpowypa gna pgocnigHuka 3 npenapaty MOHECUMOQ,
(ACT-128800), pepakuia 16 Big 04 uepBHA 2021 p. A0 NPOTOKO/Y KAIHIMHOTO BUMNPOOYBaHHSA
«baratoueHTpoBe paHAoMi30BaHe, NOABINHO cnine AOCNIMKEHHS, WO NMPOBOAUTLCA B Napasie/lbHUX rpynax
XBOPUX Ha peuuanByounii peMiTyounii po3cisitHuiA CKNepPO3 i3 METOI BUBYEHHSI 6€3MeYHOCTi, NepeHOCMMOCTi i1
ehekTMBHOCTI npenapaTy noHecumog, (aroHicta peuenTtopiB S1P, Ans nepopasibHOro npuitomy) npu
TpMBasioMy 3actocyBaHHi B go3ax 10, 20 i 40 mr Ha fo6y (npogoBxeHHs gocnimkeHHs AC-058B201)», ko
pocnipkeHHa AC-058B202, pepakuisa 10 Big 19 xoBTHA 2020 p.; cnoHcop - AKTesioH dapmackioTikans /114,
Lseiiuapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «Il EC AN-YKPAIHA»

37. OHOBMEHWI NPOTOKON KJiIHIYHOro BUNpooyBaHHs, Bepcia 3 Big 29 ciuHAa 2021 p.; 3miHa cnoHcopa
KNiHiYHOro BuUNpoGyBaHHA 3 BntonpiHT MepgiciHc KopnopeiiwH [Blueprint Medicines Corporation],
CLUA Ha ®.XohchmaHH-/1a Pow /T, LLBeiiuapis; 3miHa oduililiHOro npeactaBHMKa COHcOpa B YKpaiHi
(3sanBHUKA) 3 TOB «KOBAHC KMIHIKAT AEBE/IONMEHT YKPAIHA» Ha TOBapuMcTBO 3 OGMEXEHOI0
BignoBiganbHicTIO «Pow YkKpaiHa»; 3MiHa Kogy KhiHiYHOro Bunpo6yBaHHA 3 BLU-667-2303 Ha
B042864; bpolypa gocnigHuka ans npancetuHioy (Pralsetinib, BLU-667), BugaHHs 5.0 Big 12 nrotoro
2021 p.; ®opma iHchopmoBaHOi 3roau, Bepcis 2.0 ana YKpaiHM YKpPaiHCbKOI Ta pPOCiiCbKOI0 MOBamMu
Big 10 uepBHa 2021 p. Ha ocHoBi MaiicTep-Bepcii hopmu iHhopMoOBaHOI 3rogu ANs AOCNAIMKEHHS
B042864, Bepcin 5 Big 14 kBiTHA 2021 p.; Popma iH(POpMOBaHOI 3roaun Ha yyacTb Yy ddasi NPEeCKPUHIHrY,
Bepcia 2.0 ana YKpaiHM yKpaiHCbKOK Ta pociiicbkoio moBamMu Bif, 10 uyepBHA 2021 p. Ha ocHoOBI
Maiictep-Bepcii chopmu iHpopMOBaHOI 3roau Ha y4vactb y dpasi NPeCcKPUHiHIy AAA AOCNigKEHHSA
B042864, Bepcis 2 Bif, 24 ntotoro 2021 p.; [03Bin Ha BUKOPUCTaHHSA Ta nepegayy Mmeau4vHoi iHcpopmawit
Npo BariTHiCTb, Bepcif 1.0 gnsa YKpaiHu YKpaiHCbKOIO Ta pocilficbKkolo moBamMu Big 10 uepBHs 2021 p. Ha
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OocHOBi MaiicTep-Bepcii ¢opMn 3rogM Ha HagaHHA iHgopmauii BariTHo napTHepKoOW AnA
pocnipkeHHsa BO42864, Bepcis 2 Big 19 nwotoro 2021 p. 00 NPOTOKOSY K/IHIYHOMO AOCNIAKEHHS
«PaHgomi30BaHe Bigkpute gocnigkeHHs a3 3 3 BUBUEHHSA MPasICeTUHIOY Y MOPIBHAHHI 3i CTaH4APTHUM
nNikyBaHHAM Tepanieto nepLuoi NiHii RET-NO3UTUBHOrO MeTactaTMYyHOro HeApiGHOKIITUHHOIO paky /lereHi», Koz
pocnipkeHHa BLU-667-2303, Bepcia 3 nonpaskoto 1 Big 10 )oBTHA 2019 poky; cnoHcop - ®.XoddmaHH-/1a
Pow /14, Weeiiyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

38. OHOBNEHWi MNPOTOKON KMiHIYHOrO BUNpPoOyBaHHA 54767414MMY3007 3 iHKOpNOpOBaHOIO
nonpaBKoto 8 Big 02 uepBHA 2021 poOKy A0 NPOTOKO/Y K/IHIYHOTO AOCNimkeHHs «dasa 3, paHAoMi30BaHe
KOHTPO/IbOBaHe BiAKpUTE AocnimkeHHs Benkeidgy (6opTe3omib), mendhanaHy Ta npefHizoHy (BMIM) vy
NOPIBHAHHI 3 AapaTyMmymaboM y KombiHauii 3 BMI (4-BMIM) y paHiwe HenikoBaHNX NauieHTiB 3 MHOXWHHOIO
MIENIOMOIO, SKUM He TMOKa3aHa BMCOKOAO30Ba Tepanis», Koh A[ocnipkeHHs 54767414MMY3007, 3
iHKOpnopoBaHol nonpasko 7 Big 16 rpyaHa 2019 poky; crnoHcop - «AHcceH-Cinar IHTepHewHn H.B.»,
Benbris

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

39. OHOBEHWIT NPOTOKO/ 3 iHKOPNOPOBAHOK MonpaBko, Bepcia 8.0 Big 26 TpaBHA 2021 poKy
aHrnificobKkol MOBOL; 3MiHA KOHTAKTHUX fAaHux CnoHcopa: BYJ/10: HaiimeHyBaHHA OPUAUYHOI
oco6ulll. I. b. ¢isnuHoi oco6u: Acerta Pharma BV, Hiaepnangu; M. I. B. KoHTakTHOT oco6u: Ruth Penn;
Micue3HaxomKeHHA OpPUANUHOI ocobu/micue npoxmBaHHA pisuuHoi ocoou: Kloosterstraat 9, Oss,
5349 AB, HigepnaHau; KoHTakTHUI TenecpoH: +1 650 241 33 50; dakc: -; Agpeca e/1eKTPOHHOI NOoLWTK:
Ruth.Penn@acerta-pharma.com; CTAJ10: HaiimeHyBaHHA topuguuHoi ocooull. |. B. c¢isnuHoi oco6u:
Acerta Pharma BV, HigepnaHau; M. I. B. kOHTakTHOT 0oco6u: Nico Stam; MicLue3HaxomKeHHA OPULUYHOT
oco6ul/micue npoxnBaHHaA pisnuHoi ocoou: Kloosterstraat 9, Oss, 5349 AB, HigepnaHpgun; KoHTakTHWiA
TenecpoH: 0031 412700545; dakc: -; Agpeca efleKTPOHHOI NowTu: hico.stam@acerta-pharma.com;
Bpoluypa gocnigHuka AocnimKyBaHOro slikapcbkoro 3acody Akana6pyTiHio (ACP-196), BugaHHs 10.0
BiAg 12 noToro 2021 poky aHrnificbkoo MoBoLo; JonoOBHEHHA A0 iHhopmauil s nauyieHTa Ta dpopmu
iHbopMoOBaHOi 3roau Ans nauieHTiB, WO NPOAOBXYIOTb YyUacTb Y AocCnigkeHHI Ana YKpaiHu, sepcis 1.0
Big 04 uepBHA 2021 poKy (OHOBNeHUi nepeknag, Bepcia 1) ykpaiHcbkoio MoBoto Ta Bepcisa 1.0 Big 04
yepBHA 2021 poKy pocCiificbKkolo MOBOLO; MoAO0BXEHHA TePMiHY NPOBeAEHHSA K/IHIYHOro BUNPOGyBaHHA
B YKpaiHi go 11 cepnHAa 2026 poKy [0 NPOTOKO/Y KAIHIYHOrO AoCnimkeHHs «PaHaomizoBaHe,
GaraToueHTpoBe, BigkpuTe paocnimkeHHs |l dasn AxkanabpyTiHioy (ACP-196) B nopiBHSAHHI 3 abo
laenanicibom y noegHaHHi 3 Putykcnumabom, abo beHgamycTiHOM y noeaHaHHi 3 Putykcumabom, Ha BuGIp
AocnigHuKa, y NauieHTiB 3 peunanByovoto abo peddpakToOpHO XPOHIYHO MlIMAOLUTAPHO NTEMKEMIEND>, KOA,
pocnipkeHHs ACE-CL-309, 3 iHkoprnopoBaHo nonpaskoto, Bepcis 6.0 Big 03 yepBHsA 2020 poky; CNOHCOop -
Acerta Pharma BV, HigepnaHgm

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTHO «®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTANO
HaiimeHyBaHHA  lopuguuHoi oco6u/ T.I.B. | HaiimeHyBaHHA  opuguuHoi oco6ul/ [.LB.
cpisuyuHOoi ocobu: Acerta Pharma BV, | cisnuHoi oco6u: Acerta Pharma BV, HigepnaHau
Higpepnangu n.L.b. KOHTAKTHOI  ocoGu: Nico Stam;
MN.L.B. KOHTaKTHOT oco6u: Ruth Penn Micue3HaxoKeHHA OPUANYHOI ocobu/micue
Micue3HaxokeHHs OPUANYHOI ocoGu/micue | npoxuBaHHA ismuHoi ocobu: Kloosterstraat 9,
npoxuBaHHA pisuuHoi ocoou: Kloosterstraat 9, | Oss, 5349 AB, HigepnaHgu

Oss, 5349 AB, Higepnanau; KoHTakTHuii TenecoH: 0031 412700545
KoHTakTHuii TenecoH: +1 650 241 33 50 dakc: -

dakc: - ApApeca eneKTpPOHHOI NowTu: hico.stam@acerta-
Appeca eNneKTPOHHOI NowWTn: pharma.com

Ruth.Penn@acerta-pharma.com

40. OHOBJ/IEHWI NPOTOKOJ KliHiYHOTrO AocnimkeHHA MK-7339-012, 3 iHkopnopoBaHOK nonpaBkoto 05
Bif 09 uepBHs 2021 poKy aHrnificbko MOBOIO; YkpaiHa, MK-7339-012, Bepcis 2.00 Big 29 uepBHsa 2021
p., YKpalHCbLKOIO MOBOIO, iHhopMaLlia Ta AOKYMEHT Npo iHhopmoBaHy 3rogy A/A nauieHTa; YKpaiHa,
MK-7339-012, Bepcis 2.00 Big 29 yepBHA 2021 p., poCiiiCbKOO MOBOO, iH(pOpMaLifl Ta JOKYMEHT Npo
iHbopMoBaHy 3rogy AN nauieHTa; 3aslyyeHHs1 AOAATKOBOro Micusi NpoBeAeHHA BUNPOOYBaHHS B
YKpaiHi; 40 NpOTOKOAYy KNiHIYHOro BMnpobyBaHHS «JocnimpkeHHs 1l dhasn nemoponisymady (MK-3475) y
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KoMOGiHaLii 3 CynyTHbOK XiMIONPOMEHEBOK Tepanield 3 noAasblUMM BBEAEHHSAM nemMbponisymady 3
onanapnoom abo 6e3 HbOro MOpPIBHAHO 3 CYMYTHBLOK XiMIONPOMEHEBOIO Tepanielo 3 NoJasibLLIUM BBEAEHHAM
OypBanymaby B Y4YacCHWKIB 3 HeornepabesibH/M NOKa/IbHO PO3MOBCIOMKEHUM HEeApPiOHOKMTITUHHAM pPakom
nereHis Il ctagii (HOPM)», kog gocnipkeHHa MK-7339-012, 3 iHkopnoposaHoto nonpaskoto 03 Big 01 XOBTHSA
2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpnemctso «Mepk EHA Ko., IHk.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»

No M.1.6. BignosiganbHOro gocnigHnkKa

n/n HasBa micus npoBefeHHS KiHIYHOrO BUNPO6YBaHHS

1. | ampekTop Cokyp I.B.

KomyHasibHe HekoMepUiiiHe MNiZNPUEMCTBO «XEPCOHCBbKNA 061aCcHWI OHKOJIOTIYHWIA gucnaHcep»
XepcoHcbKol o6nacHol paan, pagionoriyHe BigainieHHa Ne 2, M. XepcoH, cMT. AHTOHIBKa

41. OHOBANEHNIT NPOTOKON KAiHiYHOro BuNnpooyBaHHA MK-3475-859 3 iHKopnopoBaHOIo nonpaskoto 04
Big 07 uepBHsA 2021 poKy, aHrNilicbkolo MoBow; IHpopMaLis Ta AOKYMEHT Npo iHhopMoBaHy 3rogy
ANA nauieHTa, YKpaiHa, MK-3475-859, Bepcia 11 Big 01 nunHa 2021 poKy, YKpPaiHCbKOKO MOBOIO;
IHcbopmaLia Ta AOKYMEHT npo iHhopmoBaHy 3roay Ans nauieHTa, YkpaiHa, MK-3475-859, Bepcis 11 Big,
01 nunHA 2021 poKy, pOCiACbKOIO MOBOK [0 MPOTOKOY K/HIYHOrO BMNPOoOyBaHHA «PaHaomisoBaHe,
noZBiiiHe cnine kniHiyHe gocnimpkeHHs a3n 3 nemGponisymady (MK-3475) y kombiHauii 3 XimioTepanieto y
MOPIBHAHHI 3 nnauebo y komMGiHauji 3 XimioTepanielo B AKOCTI JlikyBaHHA NepLuoi AiHil y nauieHTis 3 HER2-
HeraTMBHO, NonepeaHL0 HEeTIKOBaHOW, HeornepabenbHO abo MeTacTaTMYHOK afeHOKapPLMHOMOLK LUYHKY
abo ractpoesopareanbHoro 3'egHaHHA  (KEYNOTE-859)», «kog pgocnimkeHHs MK-3475-859, 3
iHkoprnoposaHoto nonpaskoto 03 Big 11 ciyHa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe
nignpuemcteo «Mepk EHZA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigabHICTI0O «MC/J, YKpaiHa»

42. OHOBJIEHMWIA NPOTOKON KNiHiYHOro Bunpo6ysaHHs MK-3475-B68, 3 iHkopnopoBaHoto nonpaskoio 01
BiA 30 uepBHA 2021 poky, aHINiINCbLKOK MOBOIO; YKpaiHa, MK-3475-B68, IHhopmauisi Ta JOKYMEHT Npo
iHbopMoBaHy 3rofy AnA nauieHTa, sepcis 1.00 Big 21 nunHA 2021 p. yKkpaiHCbKOIO MOBOIO; YKpaiHa,
MK-3475-B68, IHchopmauis Ta AOKYyMeHT npo iHhopmoBaHy 3rogy ANA nauieHTa, sBepcis 1.00 Big 21
nnnHa 2021 p. poCiificbKOK MOBOIO [0 MPOTOKO/Y KIIHIYHOTO BUMNPOBYyBaHHA «JocnigpkeHHs |l dpasu
nem6ponisymady (MK-3475) KOXHi 6 TVXXHIB y NaLieHTIB 3 peuuanByoyo abo pedipakTepHO K1acuyHOK
nimdhomoro XomkkiHa abo y nauieHTiB 3 peLmanByoyoo abo pedpakTepHO NePBMHHOK MeaiacTUHaIbHOK B-
KPYMHOKNITUHHOK niMdooMoto», koA gocnigxeHHs MK-3475-B68, sepcis 00 Big, 26 ciuHa 2021 poky; cnoHcop -
«Mepk Wapn eHg Joym Kopn.», godipHe nianpuemcto «Mepk eHp Ko., IHK.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

43. BKNIOYEHHs1 [,0[ATKOBUX MicLb NpoBefeHHs K/iHIYHOro BUNpoGyBaHHA [0 NPOTOKO/Y KiHIYHOTO
pocnipkeHHa «baratoueHTpoBe paHAOMi30BaHe BigKpUTe K/iHIYHE gocnigpkeHHA 2/3 a3y 3 OUiHKK
edpekTBHOCTI Ta 6e3nekun hikcoBaHoOI KOMbiHaLiT KeToposiaky/niToeHoHy/cheHNiBEPUHIIO B NOPIBHAHHI 3
aKTVBHUM KOHTPOSIEM Y MaLieHTiB i3 60/1b0OBUM CUHAPOMOM MicAs XipypriyHOro BTpyYaHHS Ha opraHax
YepeBHOT MOPOXHMHU Ta Manoro Tasy», kog gocnigpxeHHs KPFO7-T, Bepcia npotokony 2.0 Big 22.02.2021 p.;
cnoHcop - MNpAT «®apmaLeBTnyHa ipma «JapHuua», YkpaiHa

3aaBHuUK - MpAT «PapmauesTnyHa dpipMa «JapHuusa», YkpaiHa

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KiHIYHOTro BUNPOGYBaHHSA

1 avpekTop IsaweHko MN.b.

KoMyHasibHEe HekoMepLiiHe NiANPMEMCTBO «KUIBCbKa MiCbka KniHidHa nikapHs Ne3» BUKOHABYOro
opraHy KniBcbkoi Micbkol Paan (KMiBCbKOT MICbKOT AepXXaBHOT aAMiHiCTpauiT), yponoridyHe BigaineHHs,
M. Knis

2 K.M.H. KBau M.[.

MeauyHWiA LEHTP TOBapMCTBA 3 06MEXEHOH BiNoBIgaIbHICTIO «"apMOHia kpacu», M. Knis

3 O.M.H., npod). 3aiiues B.I.

O6nacHe KOMyHaslbHE HekomepLiliHe nignpMeEMCTBO «YepHiBelbka 06sacHa KAiHIiYHA NikapHS»,
YPO/OriyHWIA Nigposain, M. YepHisui
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Nikap WocTtak M.B.

KomyHasnbHe HekomepLiiHe nignpmemMcTBo «Micbka KriHiuHa nikapHsa Nel0» Oaecbkoi MiCbKOT paaw,
yposioriyHe BigainieHHs Ne2, M. Opeca

Nikap NlecHsk O.M.

KomyHanbHe HekomepLiiHe nignprueMcTBO «KiHiYHa nikapHa LWBUAKOT MeAMYHOT [0NOMOru
M. JIbBOBa», YpOosIoriyHe BifAiieHHs, M. J1bBiB
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