Jopartok 1

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 24 Big 15.07.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHOBNEHUIA NPOTOKON KNiHiYHOro Bunpo6ysaHHsa MK-7339-006 3 iHKkopnopoBaHO nonpaskoio 04
Big 10 Gepe3HsA 2020 poky, aHrnificbko MoBot0; Bpowypa gocniginka MK-3475, BugaHHsa 20 Big 08
G6epe3HA 2021 poKy, aHrNiicCbKO MOBOLO; YKpaiHa, MK-7339-006, Bepcis 4.02 Big 03 uepBHsA 2021 poky,
YKpaiHCbKOIO MOBOLO, iH(hopMauis Ta AOKYMEHT npo iHhopmoBaHy 3rogy A/iA nauieHTa; YKpaiHa,
MK-7339-006, Bepcis 4.02 Big 03 uepBHs 2021 pOKy, pOCiliCbKOI0 MOBOIO, iH(hopMaL,ifl Ta AOKYMEHT Npo
iHcbopmoBaHy 3rogy Ana nauieHTa 40 NPOTOKOY K/iHIYHOro BunpobyBaHHA «JocnimkeHHs Il cdasmn gns
nemoponisymady y koMbiHauji 3 nemeTpekceaoM / npenapaTom naatuHu (kapbonnatnH abo uucniaTuH) 3
nofasibliuM BBELEHHAM nemo6ponisymady y KoMOGiHauil 3 NiaTpUMyrouMM NikyBaHHAM onanapnbom abo
nemeTpekceaoM B SKOCTI Tepanii nepwoi AiHii y nauyieHTiB i3 MeTacTaTUYHUM  HEenOCKOKAITUHHUM
HeAPiIGHOKNITUHHUM pakoMm fiereHis», kog gocnimkeHHsa MK-7339-006, 3 iHkopnopoBaHoto nonpaskoto 03 Bif,
04 rpyaHsa 2020 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpuemcTteo «Mepk EHg, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

2. OHOBIEHUIA NPOTOKOA KANiHiYHOro gocnigpkeHHa D9481C00001, Bepcia 5.0 Big 05 6epe3Ha 2021poKy;
OHoB/ieHa Opollypa gocnigHuka 3 npenapaty LMKAOCUiKaT LMPKOHil0 HaTtpito, BugaHHa 10 Big 18
TpaBHA 2021 poKy aHrIiNCbKO MOBOK; OHoB/eHa IHhopmauia npo gocnigkeHHsa Ta Popma 3rogu
ANA 6aTbKiB, NoKasibHa Bepcis Homep 7.0. [lata nokanbHOI Bepcii 27 KBiTHA 2021 p. aHrnilicbKoro
MOBOIO A1a YKpaiHu; OHoBneHa IHcopmauisa npo pocnipkeHHA Ta Popma 3rogu ans GarbkKiB,
nokanbHa Bepcia Homep 7.0. JaTa NOKa/ibHOI Bepcil 27 kBiTHA 2021 p. aHrnificbkoo MOBOK ANA
YkpaiHu. MNMepeknageHo Ha YKpaiHCbKY MOBY Ans YKpaiHu 04 TpaBHs 2021 p.; OHoBeHa IHopmauis
npo pgocnimpxeHHs Ta Popma 3rogu Ana 6artbKiB, NoOKasibHa Bepcia Homep 7.0. Jlata noKanbHOI Bepcil
27 KBiTHA 2021 p. aHrNINCLKOIO MOBOIO ANA YKpaiHu. NMepeknageHo Ha pociiicbKy MOBY ans YKpaiHu 04
TpaBHA 2021 p.; OHoBeHa IHhopmauia ana nauieHTa Ta Popma iHhopMoOBaHOIT 3roau 4NN NaLieHTIB,
AKMM BUNOBHIOETbLCA 18 pokiB nig yac BUNPo60BYyBaHHS, JIoKkasibHa Bepciss Homep 5.0. lata noKanbHOI
Bepcii 27 KBiTHA 2021 p. aHrNiicbKOIO MOBOIO AN1A YKpaiHn; OHoBreHa IHhopmauia ana nadieHta Ta
dopma iHthopMoBaHOT 3rogn Asisl NaLi€HTIB, AKUM BUNOBHIOETLCA 18 poKiB nig, yac BUNpoo6oBYyBaHHS,
NnokanbHa Bepcia Homep 5.0. flaTa NnokanbHOI Bepcii 27 KBiTHA 2021 p. aHrNiNCbLKOO MOBOK ANA
YKpaiHu. MNMepeknageHo Ha YKpaiHCbKy MOBY Ans YKpaiHu 04 tpaBHsa 2021 p.; OHoBneHa IHhopmauis
ANnsA nauieHTa Ta Popma iHhopMoBaHOi 3roau ANA NauieHTIB, AKUM BUNOBHIOETLCA 18 poOKiB nig vac
BMNPOGOBYBaHHSA, /lokaJ/ibHa Bepcis Homep 5.0. lata lokanibHOI Bepcii 27 kBiTHA 2021 p. aHINiACLKOLO
MOBOIO Ana YKpaiHu. [lNepeknageHo Ha pociiicbky MoBY Aans YkpaiHu 04 TtpaBHA 2021 p.;
D9481C00001_I'pachik Bi3uTiB nauieHTiB, Bepcia 8.0 Big 29 KBiTHA 2021 p. YKPAIHCLKOKO MOBOIO;
D9481C00001_Ipadhik Bi3uTiB nauieHTiB, Bepcia 8.0 Big 29 kBiTHA 2021 p. pOCICbKOO MOBOIO;
D9481C00001_JoBigkoBa KapTka AocnimxkeHHA, Bepcisa 5.0 Big 29 KkBiTHA 2021 pokKy YKpaiHCbKOKO
moBoto; D9481C00001_[oBiakoBa KapTKa AocnimKeHHs, Bepcia 5.0 Big 29 kBiTHA 2021 poky
POCIACbKOI0 MOBOIO [0 NPOTOKO/TY K/TIHIYHOrO JOCAIMKEHHS «[ocnimpkeHHs da3un 3 i3 nigBuLEeHHAM 403U B
AiTeli i3 rinepkasliemielo BIKOM Bif HapoMKeHHA [0 18 pokiB 478 OUiHKM BAAMBY MIABULLEHHS 403
yuknocunikaty LMpKoHito Hatpito (LLH) i3 npuiiomom Tpudi Ha goby A/ KOpUryBaHHs rinepkasiemii, a
TakoX ANs51 OUIHKM edIeKTMBHOCTI Takoi X ao3u LLH i3 npuilomom ogmH pa3 Ha goby Ans niaTpyvMaHHs
HOpPMasIbHOro PiBHIO Kaslito B OpraHi3Mi nauieHTiB, siki NOTPe6yoTb TPUBAION0 JliKyBaHHS», KOA, AOCNiAKEHHS
D9481C00001, Bepcisi 4.0 Big 24 cepnHs 2020 poky; cnoHcop - AcTpa3eHeka Ab, LLBseuis

3asABHVK - TOB «KOBAHC KNIHIKAN AEBE/TONMEHT YKPAIHA»

3. OHOBNEHUiA NPOTOKOJ KNiHiuHOro gocnimpkeHHAa TV50717-CNS-30080, nonpaBka Jo npotokony 04
Big 09 GepesHa 2021 p., aHrnilicbkoo MoBot; OHoBneHa Bpouwypa pocnigHuka TEV-50717 |
deutetrabenazine (SD-809) | peyteTpa6eHasuH (SD-809) | AUSTEDO, Bepcisi 11 Big 05 »xoBTHA 2020 p.,
aHrnificokoro MoBolo; OHoBrnieHe [locbe pocnigkyBaHOro Jikapcbkoro 3aco6y TEV-50717 |
deutetrabenazine (SD-809) /| geytetpa6eHasuH (SD-809), Bepcia 3.0 Big ciuHa 2021 p., aHrniicbKolo
MOBOI0. 3pa3oK MapKyBaHHS [OCAigKYyBaHOro JliKApCbKOro 3aco0y ana npotokony TV50717-
CNS-30080, JeyTeTpabeHa3nH 6 mr a6o 12 mr, a60 18 mr, a60 24 mr, a6o 30 mr, abo 36 Mmr, a6o 42 mr, aGo
48 mr um nnauye6o, 20 Ta6neToK, YKPAIHCbKOIO MOBOK, Ta 3pa30K MapKyBaHHsS [0C/iAKyBaHOro
NiKapCcbKOro 3aco6y Ans KapToHHOI Kopo6ku (Almac ID: L20019867, Bepcis 5), Big 06 )xoBTHA 2020 p.,
YKpaiHCbKOIO MOBOI; 3pa30oK MapKyBaHHSI AOC/igKyBaHOro JliKapCbKOro 3acoGy A/ MPOTOKONy
TV50717-CNS-30080, leyteTpabeHa3uH 6 mr ado 12 mr, a6o 18 mr, a6o 24 mr, a60 30 mr, ad6o 36 mr, abo
42 mr, a6o 48 mr um nnaue6o, 20 Ta6s1eTOK y NAsWweYLi, yKpaiHCbKO MOBOIO, Ta 3pa3soK MapKyBaHHSA
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AocnifKyBaHOro flikapcbKoro 3acooy asi KapToHHol Kopo6ku (Almac ID: L20019862, Bepcis 4), Big 06
YXOBTHA 2020 p., YKpaiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA [OCAIgKYBaHOro nikapcbKoro sacooy ans
npoTtokony TV50717-CNS-30080, eyTteTpabeHa3unH 6 mr ad6o 12 mr, a6o 18 mr, ab6o 24 mr, a6o 30 mr, abo
36 mr, a6o 42 mr, a6o 48 mr um nnaue6o, 20 Ta6s1eTOK y NAsiWeuLi, YKpaiHCbKOI0 MOBOKO, Ta 3pa3ok
MapKyBaHHA [O0CNIgXYyBaHOro NMiKapcbKOro 3aco6y Ansi KapToHHOi Kopo6ku (Almac ID: L20019863,
Bepcia 4), Big 06 »oBTHA 2020 p., YKpaiHCLKOO MOBOI; 3pa3oK MapKyBaHHA [LOC/iAXyBaHOro
JNliKapcbKoOro 3aco6y ana npotokosny TV50717-CNS-30080, eyTeTpabeHa3uH 6 mr aéo 12 mr, a6o 18 wr,
a6o 24 mr, a6o 30 mr, a6o 36 mr, abo 42 mr, ao 48 mr un nnauye6o, 20 Ta6neTOK y nAasAwWeuLi,
YKpPaAiHCbKOIO MOBOIO, Ta 3pPa3sOK MapKyBaHHA AOC/iAKYBaHOrO JIiKAPCbKOro 3acoby A1 KapTOHHOI
Kopo6ku (Almac ID: L20019864, Bepcia 5), Big 06 xoBTHA 2020 p., YKpPAIHCHLKOK MOBOIO; 3pa3ok
MapKyBaHHA AOCNIfKYBaHOroO JliKapCbKOro 3aco6y pana npotokony TV50717-CNS-30080,
AeyTeTpa6eHa3uH 6 mr a6o 12 mr, a6o 18 mr, a6o 24 mr, a6o 30 mr, a6o 36 mr, aGo 42 mr, a6o 48 Mr uun
nnaue6o0, 20 Ta6neToK, YKPaiHCbKOIO MOBOIO, Ta 3pa3okK MapKyBaHHA AOCNiAKyBaHOro NikapcbKoro
3aco0y AnA KapToHHOT kKopooku (Almac ID: L20019865, sBepcis 4), Big, 06 oBTHA 2020 p., YKpPaiHCbKOIO
MOBOI0; 3pasoK MapKyBaHHsl [OCNifKYyBaHOro nikapcbKoro 3aco6y Aana npotokony TV50717-
CNS-30080, AeyTeTpabeHasnH 6 Mr a6o 12 mr, a6o 18 mr, a6o 24 mr, a60 30 mr, a6o 36 mr, a6o 42 Mr, a6o
48 mr uu nnauye6o, 20 TaGneToOK, YKPAIHCLKOK MOBOIO, Ta 3pa30K MapKyBaHHSI [0C/ifXyBaHOro
JNiKapCcbKOro 3aco6y A/ KapTOHHOI Kopo6ku (Almac ID: L20019866, Bepcis 4), Big 06 xxoBTHA 2020 p.,
YKpaiHCbKOI0 MOBOIO; IHhopMaLiliHMIA NMNCTOK NnauieHTa Ta popma iHhopmoBaHoOiI 3rogn anA 6aTbkKiB.,
Maiictep-Bepcis 5 Big 26 kBiTHA 2021 poky, YKpaiHa, Bepcia 4 Big 30 kBiTHA 2021 p., aHrniicbKolo,
YKpPaAiHCbKOIO Ta pociiicbkolo mMoBamu; IHhopmauiiiHuii NMCTOK nauieHTa Ta (popma iHopmoBaHoOI
3rogu gns aopocnux, maiictep-sepcis 5 Big 26 kBiTHA 2021 poKy, YKpaiHa, Bepcisa 3 Big, 30 KBiTHA 2021
p., @HININCbKOIO, YKPATHCBLKOIO Ta POCilicbkolo moBamu; IHhopmauiiHuiai NMCTOK nauieHTa Ta dpopma
iHdhopMoOBaHOT 3roau AN HENOBHOMITHIX Bikom Big 14 pokiB ao noBHonitTTa (18 pokiB), maicTep-
Bepcis 4 Big, 26 kBiTHA 2021 poKy, YkpaiHa, Bepcifa 3 Big 30 KBiTHA 2021 p., aHrNiliCbKOIO, YKPATHCbKOIO
Ta pociiicbkolo MoBamu; IHchopmauiiHuii NMUCTOK nauieHTa Ta ¢hopma iHhopmoBaHOI 3rogu Ans
HenoOBHOJIiTHIX BikoMm 12-13 pokiB, maiicTep-Bepcif 4 Big 26 kBiTHA 2021 poKy, YKpaiHa, Bepcis 3 Big 30
KBiTHA 2021 p., aHINiIACbKOIO, YKPATHCBbKOIO Ta pocilficbkolo MoBamu; IHhopMauiiiHWii TMCTOK NauieHTa
Ta cpopma iHpopMOBaHOI 3rogn ANAA MaslofiTHIX giTeid Bikom 6-11 pokiB, malictep-Bepcia 4 Big 26
KBiTHA 2021 poky, YkpaiHa, Bepcia 3 Big 30 KBiTHA 2021 p., aHINiACbKOIO, YKPATHCbKOIO Ta POCi/iCbKOIO
MoBamu; IHpopMaLiiHUIA NNCTOK yYacHuKa Ta ¢popma iHpopMOBaHOiI 3rogn anAa oci6, Wo HapalTb
pornap gopocnum (MOBHOJITHIM) ydacHMKaM AOCiAKEHHA, malicTep-Bepcia 3.0 Big 26 kBiTHA 2021 p.,
YKpaiHa, Bepcifa 2.0 Big 30 KBiTHA 2021 p., aHrNiACbKOI, YKPAIHCbKOK Ta POCiiiCbKOI MOBamu;
IHcbopmauifiHuih NUCTOK NaujieHTa Ta hopMa iHhopMoOBaHOI 3roam A1 HEOGOB'AA3KOBOro MaiioyTHHLOro
reHeTUYHOrO aHanily gnsa fopocnux, mainctep-sepcisa 3, Big 26 kBiTHA 2021 pokKy, YKpaiHa, Bepcia 2 Big
30 KBiTHA 2021 pOKy, aHrNIiCbKOI, YKPAIHCbKOK Ta pocilicbkolo moBamu; IHpopmaLiiHMi NUCTOK
nayieHta Ta popma iHpopmMOBaHOI 3roan A/ HEOGOB'AI3KOBOr0 MaliGyTHLOrO reHeTUUHOrO aHanisy
ANa 6aTbKiB, Mmalictep-Bepcia 3 Big 26 kBiTHA 2021 poKy, YKpaiHa, Bepcis 2 Big 30 kBiTHA 2021 poky,
aHINiNCbKOK, YKPATHCLKOIOD Ta pocilicbkolo MoBamu; IHchopMauiiHuii nMcToK nauieHTa Ta chopma
iHhopMoBaHoOI 3rogu ANs nNauieHTal6aTbKiB 4151 NPOOGHOro Bifeosanucy B MeXaxX [OCHifKEeHHS,
MaiicTep-Bepcis 4 Bif 26 kBiTHA 2021 poky, YKpaiHa, Bepcia 3 Big 30 kBiTHA 2021 poKy, aHrNificbKOlO,
YKpaiHCbKOIO Ta pociiicbkolo MoBamu; IHopmauiiiHMiA NMCTOK nauieHTa/6atbkiB Ta cdopma
iHhopMOBaHOI 3rogu A1 HEOGOB'A3KOBOIO [03BOJy HAa A0AATKOBE BUKOPUCTAHHA Ta PO3ro/IOLEHHSA
BigeoMaTepianiB gocnimKeHHs, MaiicTep-Bepcia 2 Big, 26 kBiTHA 2021 poky, YKpaiHa, Bepcia 2 Big 30
KBiTHA 2021 pOKy, aHrIiACbKOI, YKPAIHCbKOI Ta poCiiicbkolo MoBamu; JIUCT CNOCTepeXeHHA 3a
noBeAiHKOK AUTUHU Bikom 6-18 pokiB (CBCL), 6-1-01 Bunyck 201 Big 12 kBiTHA 2021 poOKy,
YKpaiHCbKOK0 MOBOIO A0 MPOTOKONY KNiHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAggiliHe cnine, nnaueb6o-
KOHTpO/IbOBaHe aocnimpkeHHs npenapaty TEV-50717 (geyteTpabeHasvHy) Ans nikyBaHHsA AUCKIHE3IT Ha (PoHi
uepebpansHoro napanivy y gitein ta nignitkis (RECLAIM-DCP)», kog gocnigxeHHs TV50717-CNS-30080,
nonpaska fo npotokony 03 Big 08 uepsHa 2020 p.; cnoHcop - TeBa bpeHaig ®apmachioTikau MNpogakTc Ap eHg,
[i, Ik (Teva Branded Pharmaceutical Products R&D, Inc), CLUA

3anBHUK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

4. OHOB/IEHUI NPOTOKON KNiHiYHOro Bunpo6ysaHHa LPRI-424/302, octatouHa Bepcisa 2.0, 20.04.2021,
AHINIACbKOI MOBOK; CUHOMNCUC OHOBJ/IEHOTO MPOTOKONY KAiHiYHOro pocnipkeHHA LPRI-424/302,
octatoyHa Bepcia 2.0, 20.04.2021, yKpaiHCbKOK MOBOI; IH(hopmauUiliHMiA NUCTOK YyyacHUL
pocnipkeHHa Ta dopma iHcopmMoBaHOI 3roguM A1 MOBHOJITHIX Y4YyacHUKIB, 3[4aTHUMX paTtu
iHbopmMoBaHy 3roay, octaTtouHa MaCTep BepcCis aHrniuicbkow MOBOM, Bepcia 2.0 Big 27.04.2021
(Subject Information Sheet /Informed Consent Form Final English Master Version 2.0, 27-APR-2021);
IHhopMauiViHMii NMCTOK yyacHUui AgocnigpkeHHA Ta chopma iHhopmMoBaHOI 3roau A/A MOBHOJIITHIX
yyacHuUb, 34aTHUX gatn iHhopMoBaHy 3rogy, ocTaTouyHa Bepcisi yKpaiHCbKOI MOBOI0O, Bepcis 2.0 Bipg,
14.05.2021 (Subject Information Sheet /Informed Consent Form UA_Final Version 2.0, 14-
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MAY-2021_Ukrainian); Bpouwypa AocnigHuka fieHorect 2mr/ETuHinectpagion 0,02 mr KOK (DNG-EE
COC LPRI-424), Bepcis 6.2, kBiTeHb 2021, aHrnilicbKOl0 MOBOLO; [l0Cb€E AOCNiIfXYBaHOro NMikapcbKoro
3aco6y [fieHorect | ETuHinectpaaion 2.00 mr/0.02mr, TaGNeTKN NpoNoOHroBaHoi gii, Bepcia 03, 14 ciuHsa
2021 poKy, aHrniicbKol MOBOIO; 3MiHA HasBU MicuA NMPOBEAEHHS BUNPOOYBaHHA A0 MNPOTOKO/Y
KMIHIYHOTO JocnimkKeHHs «baraToueHTpoBe, MoggiiHe crine, 3 MOABIMHOK iMiTauielo, paHAOMi30BaHe
OOCNiMKEeHHST KOHTpauenTuBHOT edqeKTUBHOCTI, NnepeHocumocTi Ta 6e3nedHocTi npenapaty LPRI-424
(pieHorect 2 wmr | eTuHinecTpagion 0,02 Mr) npy 3acTOCyBaHHI BNPOAOBX AEB'ATU LMKNIB Y MOPIBHAHHI 3
kombiHauieto gpocnipeHoH 3 mr / eTuHinectpagion 0,02 mr» , kog gocnigpkeHHs LPRI-424/302, octatouHa
Bepcisa 1.0, 15.10.2019; cnoHcop - «Hemo Pezepu C./1.» (Chemo Research S.L.), IcnaHisi

3anBHUK - «Ckoyn IHTepHewHn Al», HimeuunHa

BYNO CTANIO

yneH-kop  HAMH  YkpaiHn, A.M.H.,, npod. | uneH-kop HAMH  YkpaiHu, A.M.H., npod.

KamiHcbkuin B.B. KamiHcbkuin B.B.

KniBCbKNUi MIiCbKMA LUEHTP penpoaykTMBHOI Ta | KOMyHanbHe  HeKkomepuiiHe  nignpuemMcTBO

nepuHaTaJibHOI MeauLUnHN, XiHoua | «KUTBCbKUIA MICbKUIA LIEHTP PenpoayKTUBHOI Ta

KOHCYyNbTauifa, M. Kuie nepuHatanbHOl MeauUnHN» BUKOHaBYOro
opraHy KuiBcbKoi MiCbKOI AepXXaBHOI
aaMiHicTpauil), XXiHouya KoHcynbTauis, M. Kuis

5. CnpouieHe [0CbE A[OCIAKYBAHOrO NiKapCbKOro 3aco6y: S-649266 MoOpoLloK ANA PO3UUHY ANA
iHysiin, 1 ripnakoH, Cekuis 2 fAkictb, Bepcia 011-6 Big 09 kBiTHA 2021p., aHrNiliCbKOK MOBOIO;
MopoBXeHHA TepMiHY NpuUAaTHOCTI AOC/iAKYBaHOro nikapcbKoro 3aco6y S-649266 nopolloK AnA
po3uuHy ansa iHdysii, 1 ridnakoH go 60 micAWiB [0 NPOTOKOMY KAIHIYHOTO A0CMIAKEHHS «BigkpuTe
OOCNIMKEHHA 3 HEPaHAO0MI30BaHOK (ha3or MPUMOMYy 04HOPA30BOI 403M Y MALEHTIB i3 MiA03pHoBaHNMN abo
NigTBEPMKEHMMM IH(hEKUIAMN, BUKTMKAHUMU aepobHVMMK TpaMHEraTMBHMMMK OGakTepisiMy, 3 No4asbLIOK
paHAOoMi30BaHOK (ha30t0 AOCNIMKEHHs Garatopa3oBOro npuiioMy npenapaTy i3 KOHTPOSIEM aKTUBHUM
npenapaTom Yy nNauieHTiB i3 Nigo3poBaHOK abo MiATBEPMAKEHOK YCKIaAHEHOK IHEKUIE CevyoBUBIgHUX
wnsxie  (yICW) pna  OuiHKA  6e3Me4YHOCTi, MNEepeHOCUMOCTI | dhapmakoKiHETUKM uedpigepokony vy
rocniTanisoBHMX negiaTpMyHNX NauieHTIB BIKOM Bif 3 MicsUiB A0 MeHLWe HK 18 pokiB», KoA AOCAIAKEHHS
1704R2133, Bepcis 4, nonpaBka 3 Big 07 TpaBHA 2020 p.; cnoHcop - LWioHogxi Bi.Bi. [Shionogi B.V.],
Higepnangu

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

6. OHOB/EHMI NMPOTOKON KMiHIYHOro BUNpPOGYBaHHA, Bepcia 5 Big 10 niotoro 2021 p.; Popma
iHbopMoOBaHOI 3roaun ANs YaCTUHU 2 AOCNiIMKEHHS (ANA NiATBEpAXEHHA A,03U), Bepcis 2.0 aAna YKpaiHu
YKpaiHCbKOIO Ta POCiicbKO MoBamu Big 21 TpaBHA 2021 p. Ha ocHoBi Maiictep-Bepcii chopmum
iHcbopMoBaHOi 3roan ansa pgocnigpkeHHa BP40657, YacTtuHa 2, Bepcia 4 Big 09 noTtoro 2021 p.; KapTka-
HaragyBaHHs MpoO BiSUT ANA MNauieHTIB rPynu 3acToCyBaHHA BHYTPilIHbOBEHHOI (B/B) dhopmMu
npenapary Ha OCHOBi NPOTOKOJ1y Bepcii 5, BepcCif yKpaiHCbKOIO Ta POCilicbKO MoBaMu Big, 12 noToro
2021 p.; KapTka-HaragyBaHHs NPO Bi3UT ANA NaLiEHTIB rpynu 3acTocyBaHHA NigwkipHoi (n/w) doopmu
npenaparty Ha OCHOBI NPOTOKOJyY Bepcil 5, Bepcif yKpalHCLKOIO Ta pocilicbkolo MoBamMu Big 12 noToro
2021 p.; BnpoBamaxeHHs [0[aTKOBOI NepBUHHOI ynakoBku (chnakoH no 15 mna) gocnigKyBaHOro
NikapcbKoro 3aco6y Ate3oni3ymat Ana NigWwKipHOro 3acTocyBaHHs, PO34uH AnA iH’ekuiid, 125 mrimn.;
3pa3ku MapKyBaHHA AO0AaTKOBOI MEepPBUHHOI ynakoBku (dpnakoH no 15 mn) pocnigkyBaHoOro
nikapcbKoro 3aco6y Ates3osisymad A5l NiAWKIPHOro 3acToCyBaHHA, PO3UMH ANA iH eKuiin, 125 mrimn;
OHoBneHi po3ginu S.4.1. (cmc387145), S.4.2 (cmc387146), S.4.3 (cmc387147), S.4.5 (cmc387150), S.7.1
(cmc387151), S.7.3 (cmc387152), P.1 (cmc387158), P.2 (cmc387159), P.3.2 (cmc387160), P.3.3
(cmc387161), P.3.4 (cmc387163), P.5.1 (cmc387164), P.5.4 (cmc387168), P.5.6 (cmc387170), P.8.1
(cmc387173), P.8.3 (cmc387176) mocbe pocnimKyBaHOro ikapcbKoro 3acoby ATesosiisymab ans
NigWKIPHOro 3aCTOCYBaHHA, PO3YUH ANA iH’€KUiiA, 125 mr/mn [0 NPOTOKOMY K/IHIYHOrO AOCAiIAKEHHS
«PaHpgomizoBaHe, 6GaraToueHTpoBe, oasu IB/lIl  gocnimkeHHs dapMakoKiHETUMKKM, €edqIEeKTUBHOCTI Ta
6e3neYyHOoCTi 3aCToCyBaHHSA NiALLUKIPHOT hopMmn aTe3onisymady y NopiBHAHHI 3 BHYTPILUHLOBEHHOK (hOpPMOL0
aTesoniaymaby y nauieHTiB i3 paHie NikoBaHMM  MICLLEBOMOLIMPEHUM abo  MeTacTaTU4HUM
HeAPiGHOKNITUHHUM pakoM NereHb», Ko gocnipkeHHs BP40657, Bepcis 4 Big 28 cepnHs 2020 p.; cnoHcop -
®.XodhdmaHH-/1a Pow f1Ta, LBeiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»



7. LY3650150/DRMO06, XimiuHuii cknag, BUpOGHULTBO Ta KOHTPOJib, NonpaBKa Ans Ykpaidm (quality-
note-to-reviewer-ukraine-mar-2021); Lebrikizumab, (LY3650150/DRM06) 250 mg/2 mL, noaoBXeHHA
TepmiHy npugartHocTi 3 30 go 36 micsauis; LLloageHHUK naulieHTa Wwoa0 BBeAeHHA npenaparty (Paper Form
for Patient Dosing Diary_ For extenuating circumstances use_ Version 1.0 _ 29Mar2021 (version for
Ukraine), yKpaiHCbKOIO Ta POCIACbKOI0 MOBaMU [0 NPOTOKO/1Y KiHIYHOrO A0CNiMpKeHHS «PaHaomizoBaHe,
noAgiiHe cnine, nnauebo-KOHTPOSIbOBaHE [AOCAIMKEHHS ANns  OUuiHKM  edhekTMBHOCTI Ta 6e3neku
neépikisymaba y nauieHTiB 3 aTOMiYHUM AEepPMaTUTOM MOMIPHOTO | TSDKKOrO CTYNEHs», KOZ AOCiLKEHHS
DRMO06-ADO05/ J2T-DM-KGAC, 3 nonpaskoto 2 Big 20 TpasHA 2020 p.; cnoHcop - «[epmipa, IHK.» [ouvipHA
KOMMaHisl, WO 3HaXoAMTbCS Y MOBHIA BNAcHOCTI KomnaHil «Eni Jlinni eng Komnawi, CLUA (Dermira, Inc., a
wholly-owned subsidiary of Eli Lilly and Company, USA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

8. focbe pocnigxyBaHoro nikapcbkoro 3acooy (IMPD) — pewTta cBity (ROW), ®@inroTiHio Tadnetkn,
Bepcisn 11.0 Big 14 kBiTHA 2021 poKy; 36iNbLIEHHA TEPMiHY NPUAATHOCTI AOCNIAKYBAHOIO NiKapCbKOro
3aco0y PinroTiHio 3 36 Ao 60 MicALUiIB [0 NPOTOKOMIB KNiHIYHUX AOC/IOKEHb: «[JOBroTpmBasie nogoBXeHe
JOCNiMKeHHS 019 OUiHKM 6e3nekn pinroTiHidy B NauieHTIB i3 BUPA3KOBMM KONITOM», KOZ, [OCIMKEHHA GS-
US-418-3899, 3 iHKoprnopoBaHO nonpaskoto 7 Big 23 6epesHs 2020 poky; «[OBrocTpokose noAoBXeHe
OOCnimpKeHHs onsa ouiHki 6e3nekn pinroTiHiGy y nauieHTiB i3 xBopoboto KpoHa», kog, gocnigpxkeHHs GS-
US-419-3896, 3 iHKOpNopoBaHOK nonpaskoto 7 Bifg 23 6epesHa 2020 poky; «KombiHOBaHI, nogBiiiHO-c/ini,
paHAoMi30BaHi, niaueb0-KOHTPONbOBaHI AOCAIMKEHHA dasn 3 AN OUiHKM edIEeKTUBHOCTI N 6e3neyHocCTi
thinroTiHiGy Ans cTMMyNOBaHHA Ta 30epeXeHHs peMicii y naujieHTIB i3 XBopoboto KpoHa cepefHboro Ta
TSDKKOrO CTYMEHS1 akTUBHOCTI», KoA, gocnimpkeHHa GS-US-419-3895, 3 iHkoprnopoBaHo nonpaskoto 8 Big 01
TpaBHa 2020 poky; «baraTtoueHTpoBe, BiAKpWTe, LOBroTpusBasie MNOLOBXEHE [OCNIMKEHHA O/ OLiHKU
6e3neYyHoCTi Ta eeKTUBHOCTI 3acToCyBaHHA (DINroTiHIOY B NauieHTiB i3 peBMaTOifHUM apTpUTOM», Ko,
pocnipkeHHa GS-US-417-0304, nonpaBka 5 Big 24 kBiTHA 2020 p.; «PaHgomizoBaHe, MnofBiiiHo-cine,
nnauebo-KOHTPONIbOBaHe AO0CMNIMKEHHSA ha3n 2 AN OUHKM TecTUKyNsapHoi 6e3neyHocTi ¢pinroTiHioy B
OOpPOC/IMX YOJOBIKIB i3 aKTUBHUMW 3anasibHUMK 3aXBOPIOBAHHAMW KULLKIBHMKA Bif, MOMIPHOrO [0 BaXKKOro
CTYMEHIO TSXKKOCTI», KO aocnimkeHHs GS-US-418-4279, 3 nonpaskoto 4 Big 17 6epesHa 2020 p.; cnoHcop -
Gilead Sciences, Inc., CLLA

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

9. OHoBneHa Bpowypa gocnigHuka (OSE-127 (aHTU-CD127 MOHOKNOHa/IbHE aHTUTINO)), Bepcisa 3.0 Big,
22 kBiTHA 2021 p.; OHOBNeHe [locb€e AOCNIMKYBAHOro sikapcbkoro 3aco6y (OSE-127 (aHTu-CD127
MOHOK/IOHaJIbHE aHTuTINO)). AlokniHiuHi, KniHiuHi gaHi, Bepcia 3.0 Big 22 kBiTHA 2021 p.; OHOB/NEHe
Aocbe aocnigKyBaHOro JlikapcbKoro 3aco6y. 3ara/ibHuiA TexXHiYHUiA AoKymMeHT (OSE-127 (aHTn-CD127
MOHOK/IOHaJIbHE aHTUTINOo)), Moaynb 3, Bepcia 3.0 Big 22 kBiTHA 2021 p. A0 NPOTOKOMY KNiHIYHOIO
JocnigxeHHs «PaHaoMi3oBaHe noAgiiHe cnine gocnimxeHHs |l dhasm 3 ouiHKM eheKTMBHOCTI Ta 6e3NeyHOCTi
3acTocyBaHHA OSE-127 B NOPIiBHAHHI 3 n1aue60 y nauieHTiB 3 akKTUBHMM BMPA3KOBMM KOMITOM CepefHbOoro
ab0 BaXKOro CTYMEeHsI TSHXKKOCTI, 3 Hee(eKTUBHICTIO Y HenepeHOCUMICTIO NOonepeaHboro JlikyBaHHs», KOA,
pocnipkeHHs OSE-127-C201, octatouHa Bepcia 1.0 Big 15 uepBHa 2020 p.; cnoHcop - OCE
ImyHoTepanbioTike, CA, ®paHuia (OSE Immunotherapeutics, SA, France)

3aaBHuK - TOB «Mb KBECT», YkpaiHa

10. NMoaoBXeHHA TepMiHY NPUAATHOCTI AocnigKyBaHOro nikapcbkoro saco6y KZR-616, KZR-616 ans
iH'ekuii 125 mr go 30 micauiB 40 NPOTOKOAY KiHIYHOro gocnimkeHHs «Pa3a 1b/2 gocnimkeHHs npenaparty
KZR-616 y nauieHTiB 3 CUCTEMHMM YEePBOHMM BOBYAKOM 3 Ta 6e3 HedpuTy», koa gocnigkeHHsa KZR-616-002,
nonpaska 4, sepcia 5.0 Big 07 nunHa 2020 poky; cnoHcop - Kezar Life Sciences, Inc, United States / Kesap
Naiidy CaiteHcis, IHk. CLUA

3anBHuK - TOB «APEHCIA EKCMNNIOPATOPI MEAICIH», YkpaiHa

11. OHOBNEHUI NPOTOKOJ K/iHIYHOro BUMNpoGyBaHHA M16-045, Bepcis 6.0 Big 28 ciuHa 2021 poky.
MoaoBXXeHHS nepioay NpoBeAeHHA KMiHIYHOro BUNpoGyBaHHA B YKpaiHi 3 27 BepecHA 2023 poky o 09
rpygHa 2026 poky; IHchopmauia ana nauieHta Ta iHopmoBaHa 3rofa Ha y4vyacTb Y HayKOBOMY
[ocnipKeHHi Ta HEOGOB’A3KOBOMY AOCAiMKEHHI, Bepcia 4.0 ana YKpaiHu Big 15 TpaBHA 2021 poky,
YKPaiHCbKOK Ta poCilficbKo MoBaMu; 3MiHA Ha3BU MicLs NPOBeAeHHs K/iHIYHOro BUNPoGyBaHHA [0
MPOTOKO/ly  KAiHIYHOrO  AocnigkeHHs «PaHaomisoBaHe, noggiiiHe cnine, nnaue60-KOHTPOosiboBaHe
pocnimpkeHHa ®asun 3 4115 oLiHKM Nnpenaparty ynagauuTuHio y nignitkie Ta 4OPOCAUX NaUEHTIB 3 NOMIPHUM Ta



TSOKKMM aToMiYHUM AepMaTUTOM», Ko focnimpkeHHs M16-045, sepcis 5.0 Big, 29 kBiTHA 2020 poky; cnoHcop -
AbbVie Inc., USA/ E66BI IHk., CLUA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

BYNO CTAIO
O.M.H. Pe3HiueHko H.1O. O.M.H. Pe3HiveHko H.10.
BilicbkoBuii rocnitanb (BilicbkoBa yacTuHa A3309) | BiiicbkoBuiA rocnitasib (BilicbkoBa 4acTuHa
BiliCbKOBO-M€eUYHOro KNiHIYHOro ueHTpy | A3309) BIliICLKOBO-MEAUYHOIO  KJ1iHIYHOIO
MiBaeHHOro perioHy, TepaneBTWYHe BigdiNeHHSA (3 | ueHTpy CxigHoOro perioHy, TepaneBTUYHe
nanatamm ons HEeBPOJIOTiYHUX Ta | BigAineHHsa (3 nanatamu /19 HEBPOJOriYHMX Ta
JepmaToBEeHepoNoriYHNX XBopux), M. 3anopixka [epMaToBeHepoIoriyHmUx XBopux), M. 3anopixxs

12. OHoBneHui npoTokon 42847922MDD3005, 3 iHKkOpnopoBaHoto nonpaBkol 3 Big 13 ciuHa 2021
poky; AopaTtok 1 Big 12 ntotoro 2021 poky go Bpowypu gocnigHuka JNJ-42847922 (CentopeKcaHT),
BugaHHa 9 Big 23 uepBHA 2020 poOKy, aHrNiNCbKO MoOBOH; IHchopmauiiiHuMii nucTok i chopma
iHcbopmoBaHoi 3rogu, Bepcia V3.0UKR(uk)1.0 Big 25 G6epe3Hsa 2021 pokKy, nepeknapg yKpaiHCbKOKO
MoBoto Big 01 kBiTHa 2021 poky; IHcdhopmauiiHuii nuctok i popma iHhopmoBaHoi 3rogu, Bepcis
V3.0UKR(ru)1.0 Big 25 6epe3Ha 2021 poky, nepeknag pociiicbkoo MoBoto Big 01 KBiTHA 2021 poky;
IHchbopmauiiiHuii nucTtok i hopma iHdpopmoBaHoi 3rogu, Bepcis V3.0UKR(uk)1.0 Big 25 6epe3Hsa 2021
POKy, YKpaiHCbKO MOBOI (Bepcif 3 cuctemun SecureConsent); IHpopmauiliHuiA nucTok i hopma
iHbopmoBaHoi 3roaum, Bepcia V3.0UKR(ru)1.0 Big 25 6epe3Hs 2021 poKy, pocilicbkolo MOBOIO (Bepcif 3
cuctemn SecureConsent); IHcopmauiiiHnii nuctok i dopma iH(popmoBaHOi 3rogM Ha B3ATTA
HeOOOB’sI3KOBUX 3pasKiB A/ FeHOMHOro HaykoBOro pgocnigpkeHHs, Bepcia V1.0UKR(uk)1.0 Big 14
nnnHsa 2020 poKy, YKpaiHCbKOI MOBOIO (Bepcisi 3 cuctemu SecureConsent); IHpopMaLiiHA NNCTOK i
c¢opma iHhOpMOBaHOI 3rogM Ha B3ATTA HEOOOB’A3KOBMX 3pasKiB A/ FTEHOMHOIO HayKOBOrO
pocnipkeHHs, Bepcisa V1.0UKR(ru)l1.0 Big 14 nunHa 2020 poKy, pocCiiicbKOlo MOBOIO (Bepcisi 3 cuctemu
SecureConsent); IHthopmauiiiHMi NMCTOK i chopma iHhopMOBaHOT 3roaun BariTHOT NAPTHEPKU yyaCcHUKa
pocnipkeHHs, Bepcia V1.0UKR(uk)1.0 Big 14 nunHa 2020 poKy, YKpaiHCbKOKO MOBOIO POKY (Bepcis 3
cucrtemu SecureConsent); IHpopmauiiiHMi NUCTOK i chopma iHhopMOBaHOT 3roau BariTHOI NapTHePKU
yuyacHuka gocnimxeHHs, sepcia V1.0UKR(ru)1.0 Big 14 nunHAa 2020 poky, pocilicbkolo MOBOIO (Bepcisa 3
cuctemu SecureConsent); 3asiBa npo 3rogy Ha 0GPOGKY NePCOHaNILHUX AaHUX Y 6a3si JaHUX yYaCHUKIB
JocnipkeHb, KepoBaHOI KoMnaHieto «Bepidaiig Knivikan Tpaens JI/IC» (VCT), Bepcia VO1UKR(uk)01
Bif 23 6epe3Hsa 2021 poKy, nepeknaj yKkpaiHCbKolo MoBoto Bif 08 kBiTHA 2021 poky; 3asBa npo 3roay
Ha OGpPOGKY nepcoHaNbHUX AaHUX Yy 6asi AaHMX YYacHUKIB AocnigKeHb, KepoBaHOI KOMMaHi€lo
«Bepidhaing Kninikan Tpaens JI/IC» (VCT), Bepcia VO1UKR(ru)01 Big 23 6epe3Hs 2021 poKy, nepeknag,
pociiicbkolo MoBOl1O Bif, 08 kBiTHA 2021 poKy [0 NPOTOKO/Y K/iHIYHOro BMNpo6yBaHHA «[loagiliHe cnine,
paHAoMmi3oBaHe [OCMiMKEeHHS Yy napasiefibHuX rpynax, Lo NpPOBOAUTLCA i3 3aCTOCyBaHHAM KBeTianiHy
NPO/IOHrOBaHOI Ail ik NpenapaTy NOPIBHSIHHSA, ANS OUIHKA edDEKTMBHOCTI Ta 6€3MeYHOCTi CenTopeKcaHTy B
[003i 20 Mr siK 4o4aTkoBOT Tepanii A0 NiKkyBaHHSA aHTuAenpecaHTaMmn B 0POCANX NaLEHTIB | NaLiEHTIB NIITHbOTO
BIKY 3 BE/IMKMM [AenpecvBHMM pPO31afA0M i3 CUMNTOMaMU GE3COHHSA, Yy SKMX Oyna BiACyTHA ajekBaTHa
BiANOBiAb Ha Tepanito aHTuaenpecaHTamu», Ko AocnimkeHHsi 42847922MDD3005, 3 iHKOpNopoBaHO
nonpaskoto 2 Big 09 nmnHA 2020 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium

3aaBHUK - MNignpremcTBo 3 100% iHo3eMHOM iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

13. OHoBneHwuii npotokon 3 MNonpaskoto 1 Big 16 rpygHa 2020 p.; 3miHa Ha3BU 3asiBHUKA KMiHIYHOro
BunpobyesaHHs 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc YkpaiHa»; 3miHa CnoHcopa
KNiHIYHOTO BUNPOOYyBaHHA 3 AnnepraH J1T4., wo € dinieto komnaxii «<AnnepraH Ceiin3 En.En.Ci.» Ha
«epeoH PixTep Mi.en.ci» (Gedeon Richter Plc.); Bpowypa aocnigHuka: Cariprazine (RGH-188), Bepcis
19 Big 13 kBiTHA 2021 p., aHrNINCbKOK MOBOLO; [OCbE [OCAIMKYBAHOIO /NiKapCbKOro 3acooy:
Cariprazine 0 mg, 0.5 mg, 1.5 mg, 3 mg, 4.5 mg capsules hard, Big 22 6epe3Ha 2021, aHrNiNCbKOLO
MOBOI0; 3aJ/lydeHHA BUPOOHNUMX AINAHOK ANA KapunpasuHy no 0,5 mr, 1,5 mr, 3,0 mr, 4,5 Mr ta
nnauye6o: Gedeon Richter Plc., YropwuHa; Catalent Germany Schorndorf GmbH, HimeuunHa; 3pasok
MapKyBaHHA Ana kapunpasuidy no 0,5 mr, 1,5 mr, 3,0 mr, 4,5 Mr a6o nnaue60, Bepcia 1.0 Big 07 KBiTHA
2021, yKkpalHCbKOI MOBOIO; 3MEHLUEHHS 3an/jlaHOBaHOI Ki/IbKOCTi NALiEeHTIB ANA BKIIOYEHHA Y KNiHiuHe
BUNPOGYBaHHA B YKpaiHi 3 100 Ao 36; MoaoBxeHHA TepMiHy NpoBeAeHHSs KNiHiYHOro BUNpo6yBaHHA B
YkpaiHi go 01.09.2024; RGH-MD-20 Indhopmauia ana 6arbkiB Ta dhopma iHpopMoBaHoOiI 3roau, Ans
YkpaiHu, Bepcia 5.1 Big 13 kBiTHA 2021 p. Ha ocHoBi gokymeHta RGH-MD-20 EMEA ®dopwma
iHhopmoBaHOi 3roau 6aTbKiB a60 3aKOHHOro onikyHa, Bepcis 5.0_30 6epesHs 2021 p, ykpaiHCbKOIO Ta
pociiicbkolo moBamu; RGH-MD-20 IHchopmauis gna oco6wu, wWo 3AiAcCHIOE gornsag 3a nauieHToMm Ta
®dopma iHopmoBaHoOI 3rogun, Ana YkpaiHu, sepcis 5.1 Big 13 kBiTHA 2021 p. Ha oCHOBiI AOKyMeHTa
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RGH-MD-20 ®I3 gns oci6, wo 34iicHIoTb A0r/s4, OCHOBHA Bepcia ansa €C, Bepcia 5.0_30 6epes3HsA
2021 p., ykpaiHCcbKoloO Ta pociiicbkoto moBamu; RGH-MD-20 IHchopmauis gnsa nauieHTa, Wo AOCAr BiKy
noBHONITTA (2 18 pokiB) nig yac gocnimkeHHs Ta hopma iHchopmoBaHoi 3rogu, AN YkpaiHu, sepcis 3.1
BiA 12 kBiTHA 2021 p. Ha ocHOBi sokyMmeHTa RGH-MD-20 EMEA ®opma iHhopMoBaHOi 3roau NawieHTiB,
Lo cTasin noBHONITHiMKU_Bepcia 3.0_30 Gepe3HA 2021 p., yKpaiHCbKOIO Ta pociiicbkolo moBamu; RGH-
MD-20 IHchopmaunis gnsa naugieHta Ta popma iHpopMoBaHoOi 3roau Ansa giteii Bikom Big 14 po 17 pokis,
Ans YkpaiHu, Bepcia 2.1 Big 13 kBiTHA 2021 p. Ha ocHoBi RGH-MD-20 EMEA 3rosa HENOBHOMITHIX
nauieHTiB Bikom 13-17 pokiB, oCHOBHa Bepcifi, BepciAa 2.0_30 Gepe3Hsa 2021 p., yKpaiHCbKOIO Ta
pocilicbkolo moBamu; RGH-MD-20 IHdopmauis gna nauieHta Ta ¢popma iHhopmoBaHoi 3rogu Ans
piten Bikom Big 13 o 14 pokiB, ana YKpaiHu, Bepcia 2.1 Big 13 kBiTHA 2021 p. Ha ocHoBi RGH-MD-20
EMEA 3ropa HenoBHOJITHIX nauieHTiB BikoMm 13-17 pokiB, OCHOBHa Bepcif, Bepcia 2.0_30 6epe3HA
2021 p., yKpaiHCbKOK Ta pocilicbkolo moBamu; RGH-MD-20_IHdopmauisa Ta chopma iHchopmoBaHOi
3roAu BariTHOI NapTHepPKU, Ans YKpaiHu, Bepcia 2.1 Big 13 kBiTHA 2021 p. Ha ocHoBI gokyMmeHTa RGH-
MD-20_OcHoBHa Bepcis ana kpaiH nosa mexamu CLUA | no3a mexamu EC: dopma iHhopmoBaHoi
3roau Ha nosigoMeHHs iHopmauii. AnAa BariTHUX NAPTHEPOK YYaCHUKIB AocigKeHHA_Bepcia 2.0_30
Gepe3Ha 2021 p., yKpaiHCbKOIO Ta POCifiCbkO0 MoBaMu; AHKeTa BCTAHOB/IEHHA NCUXOJIOFIYHOro
HaBaHTaXEHHA ocoowu, wo pornsapae 3a AWUTUHOIO (RGH-
MD-20_CGSQ_Baseline_Ukrainian_V1_2019_Apr_29_No_Logo), Bepcia 1 Big 29 kBiTHa 2019 p.,
YKPaiHCbKO MOBOI0; ONUTYBa/IbHUK LWOAO HeraTMBHOrO BMJIMBY €MOLiiIHAX UM NOBEAiHKOBUX
npo6nem AUTUHM Ha  OatbkiB uum  pornapgadya (RGH-MD-20_CGSQ_Baseline_Russian
(Ukraine)_V1_2019_Apr_26_No_Logo), Bepcia 1 Big 26 KkBiTHA 2019 p., poCiliCbKOIO MOBOIO; AHKeTa
BCTAHOBJ/IEHHA MNCUXOJIONYHOINO HaBaHTaXeHHA o0cobu, uwo pornsgae 3a pautuHow (RGH
MD-20_CGSQ_SLV_Ukrainian_V1_2019_Apr_29 No_Logo) Bepcis 1 Big, 29 kBiTHA 2019 p., yKpaiHCbKO
MOBOI; ONUTYBa/IbHUK LWOA0 HEFaTUBHOIO BMN/IMBY €MOUi/iHUX Y/ NOBEeAiHKOBUX NPOGIeM AUTUHN HA
6arbkiB un pornagadya (RGH-MD-20_CGSQ_SLV_Russian (Ukraine)_V1_2019 Apr_24 No_Logo),
Bepcia 1 Big 24 kBiTHA 2019 p., pocilicbkoio MoBoto; MegiaTpuuHMii 3anUTaNbHUK AKOCTI XUTTA Ta
3apgoBosieHocTi HuMM (PQ-LES-Q) (RGH-MD-20_PQ-LES-Q_Ukrainian_V2_2019_Jul_22_No_Logo),
Bepcis 2 Big, 22 nunHAa 2019 p., ykpaiHCbLKOI MOBOIO; MegiaTprMuHMii 3anUTaNbHUK NPO 3a40BOJIEHICTb
AKICTIO XUTTA Ta OTPMMaHHIO 3af0Bos1eHHA Bif uTTa (PQ-LES-Q) (RGH-MD-20_PQ-LES-Q_Russian
(Ukraine)_V1_2019_Mar_14 No_Logo), Bepcia 1 Big 14 6epe3Hsa 2019 p., pociiicbkolo MoBol; RGH-
MD-20_JlncTt nikapa po 6atbkiB, Bepcia 2.1 Big 21 kBiTHA 2021 p., AnA YKpaiHW, YKpPaiHCbKOKO Ta
pociiicbkolo moBamu; RGH-MD-20_JIucT Big, nikapAa [0 nikaps npo HanpaB/ieHHA NauieHTIB, Bepcia 2.1
Big 21 kBiTHA 2021 p., ona YKpaiHW, yKpaiHCbKOIO Ta pociiicbkoto moBamn; RGH-MD-20_MepekngHuii
Oyknet pgnA oGroBopeHHA iHchopmoBaHOI 3roau Bepcia 2.1. Big 21 kBiTHA 2021 p., gnA YKpaiHw,
YKpaiHCbKOLO Ta pociiicbkoto moBamn; RGH-MD-20_Bpowypa woa0 Ha6opy NauieHTIiB y AOCNIQKEHHSA,
Bepcia 2.1 Big 21 kBiTHA 2021 p. gnA YKpaiHW, YKpaiHCbKOKW Ta pociicbkoilo MoBamu; RGH-
MD-20_KepiBHMUTBO WoOA0 BisUTIB AocnigkeHHs, Bepcia 2.1 Big 21 kBiTHA 2021 p., AnAa YKpaiuu,
YKpaiHCbKOI Ta pociiicbkolo MoBamu; Martepianin pna gocnigHukie: Llkana natonoriyHux
MUMOBINbHUX pyxis, Bepcis 1 BiA 29 6epesHs 2019 p «RGH-
MD-20_AIMS_English_V1_2019_Mar_29 No_Logo», aHrniiicbkolo MoBoto; Lllkana Akatusii BapHca,
Bepcia 1 Big 29 O6epe3Ha 2019 p. «RGH-MD-20 BARS_English_V1 2019 Mar 29 No_Logo»,
aHrniicbKolo moBoto; LUkana genpecii Kanrapi agnsa xBopux Ha wnsodypeHilo, Bepcis 1 Big 29 6epes3Hs
2019 p. «RGH-MD-20_CDSS_English_V1_2019_Mar_29 No_Logo» , aHrnilicbkoro moBoto; [AuTtsaua
3araJlbHa OLuiHIOBa/lbHAa WKana, Bepcia 1 Big 29 Gepe3Ha 2019 p. «RGH-
MD-20_CGAS_English_V1 2019 _Mar_ 29 No_Logo», aHrniicbkoro MoBot; Lkana 3araibHO
KNiHIYHOTO BpPaXXeHHSA LWoA0 MOKpalleHHA cTaHy, Bepcia 1 Big 29 6epe3Ha 2019 p. «<RGH-MD-20_CGl-
I_English_V1_2019_Mar_29 No_Logo», aHrniicbKoo MOBOI0; LLIkana 3ara/ibHO KNiHIYHOrO BPaKeHHS
WOAO TSAXKOCTI 3axBopioBaHHA, Bepcia 1 Big 29 Oepe3sHa 2019 p. «RGH-MD-20_CGI-
S_English_V1_2019_Mar_29 No_Logo», aHrniiicbkoto MoBO10; LLikasia KonymGiiicbkoro yHiBepcuteTy
BOJ151 OLiHKM CTYNEHSA TAXKOCTI cyiunganbHuX npossiB. BuxigHuii pieHb/ETan BK/1IOUEHHS, Bepcisa 1 Bif,
29 6epe3Ha 2019 p. «<RGH-MD-20_C-SSRS Baseline Screening_English_V1_2019 Mar_29 No_Logo»,
aHrnificokoro Mosot; Llkana KonymGiiicbkoro yHiBepcuTeTy AN OUIHKA CTYMeHs TS)XKOCTI
cyiuMpganbHUX NposiBiB. 3 MOMEHTY OCTaHHbLOro Bi3uUTy, Bepcia 1 Big 29 6epe3Ha 2019 p. «RGH-
MD-20C-SSRS Since Last Visit_English_V1_2019 Mar_29 No_Logo», aHrnilicbkoio moBoto; Kigai
posknaa ana adpeKTUBHUX po3nagis i wunsodpeHil, sepcia 1 Big 01 kBiTHA 2019 p. «RGH-MD-20_K-
SADS-PL_English_V1_2019_ Apr_01_updated 05-2017-English USA_No_Logo», aHrniicbkoto MOBO10;
Wkana PANSS QuikScore , Bepcia 2 Big 23 kBiTHA 2020 p. «RGH-MD-20_PANSS QuikScore
Form_English_V2_2020_Apr_23 No_Logo» , aHrniiicbkoo moBot; LLUkana PANSS rating criteria,
Bepcia 2 Big 02 kBiTHA 2019 p. «RGH-MD-20_PANSS Rating Criteria_English_V2_2019_ Apr_02
No_Logo», aHrniiicbkolo moBoto; Llkana SCI PANSS , Bepcia 1 Big 29 Gepe3Hsa 2019 p «RGH-
MD-20_SCI-PANSS_English_V1_2019 Mar_29 No_Logo», aHrfiiicbkolo mMoBolo; Lkana gna ouiHkn
eKkcTpanipamMigHUX noGiuHux edpekTiB, Bepcia 3 Big 22 kBiTHA 2021 p. «GRC183359_ RGH-
MD-20_SAS_English_V3_2021_Apr_22», aHrniiicbkoio moBoto; Llkana TaHHepa. OLiHOYHMIA NKCT.
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Bepcinl Big 29 6epe3Ha 2019 p «RGH-MD-20_Tanner Stages Scoresheet_English_V1 2019 Mar_29
No_Logo», aHrniiicbkoto moBolo; Llkana TaHHepa, Big 2019 p. «Reprinted with permission from
Feingold, David. «Pediatric Endocrinology» In Atlas of Pediatric Physical Diagnosis, Second Edition,
Philadelphia. W.B. Saunders, 1992, 9.16-19 _RGH-MD-20_Tanner_Stages_English__2019_ English
USA», aHrnificbkoto moBoto; LUkana ouiHkn no6iuHnx asuw, UKU, Bepcia 1 Big 29 6epe3Ha 2019 p.
«RGH-MD-20_UKU_English_V1_2019 Mar_29 No_Logo», aHr1iiCbKOI MOBOO [0 NPOTOKO/TY K/TiIHIYHOrO
OOCNIMKEHHA «6-TUXKHEBE MiXHapogHe OaraTtoueHTpoBe, paH4oMi3oBaHe, MOABiHEe cnine, nnaue6o-
KOHTPO/IbOBaHe AOC/IMKEHHSA B NapasiesibHUX Tpynax 3 MEeTOK OUiHKM eqIEKTUBHOCTI i 6e3neyHocTi
KapunpasunHy npu NikyBaHHI NauieHTiB-MIA/ITKIB, XBOPUX Ha LWM30odpeHito (nauieHTiB y Biuj Big 13 go 17
pokiB)», Koa aocnimkeHHs RGH-MD-20, Big 17 rpyaHs 2018 p. ; cnoHcop - Anneprad Jita., CnonyyeHe
KoponiscTtBo BenukobputaHii Ta lMiBHiuHOI IpnaHaii [Allergan Ltd., United Kingdom], wo € duinieto komnaHii
«AnnepraH Ceins En.En.Ci.» [Allergan Sales, LLC]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYJO CTAJIO

TOB «IHC Pecep4 YKpaiHa» TOB «CiHeoc Xenc YKpaiHa»

BY/O CTAIO

«AnnepraHd Cewns En.En.Ci.» «lepeoH PixTep MNi.en.ci» (Gedeon Richter Plc.)

14. OHOBJIEHMIA NPOTOKOJ1 KNiHIYHOro BUNpo6yBaHHA Bepcia 6.9 Big 01 kBiTHA 2021 poky; OcHOBHa
c¢hopma iHchopmoBaHoi 3roau Bepcis 2.0 onA YKkpaiHu Big 30 KBiTHA 2021 poKy Ha OCHOBI MiXXHapoaHoT
Malictep-Bepcii ocHoBHOI PI3 Bepcisa 9.0 Big 22 kBiTHA 2021 poKy, YKpPAiHCbKOK Ta POCiliCbKoo
MoBamu; dopma iH(hopmoBaHOI 3roan Ha He0GOB’A3KOBe (hapmMaKkoreHeTUYHe TecTyBaHHA Bepcisa 2.0
Ana YkpaiHm Big, 30 kBiTHA 2021 poKy Ha OCHOBiI MaiicTep-Bepcii ®I3 Ha Heo6GOB’A3KOBE
cthapmakoreHeTMYHe TecTyBaHHA Bepcisa 5.0 Big 06 KBiTHA 2021 poOKy, YKPAiHCbKOIO Ta POCilfiCbKOLO
MoBamu; dopma iHpopMOBaHOI 3roaun BariTHOI NapTHepKu Bepcifa 2.0 ansa YkpaiHu Big 30 kBiTHA 2021
POKy Ha OCHOBi MaiicTtep-Bepcii ®I3 BariTHOI napTtHepku Bepcia 4.0 Big 06 kBiTHA 2021 pokKy,
YKpPaiHCbKOIO Ta pociiicbKoo MoBamMu; OHOBJ/IeHa Gpoliypa gocnigHuka, Bepcia 11.0 Big 25 6epes3Hs
2021 poky; OHoBneHa Opolwypa pocnigHuka, Bepcia 12.0 Big 28 kBiTHA 2021 poKy; OHOBNeHe
MapKyBaHHA NePBUHHOI Ta BTOPUHHOT YNaKOBKU AOCiAKYyBaHOr0O NiKapCcbKOro 3acoo6y, Bepcia 01 Big
08 kBiTHA 2021 poKy; OHOBMEeHa KapTKa y4acHUKa AocnigpkeHHs, Bepcisa 2.0 Big 25 6epe3Ha 2021 poky,
YKpaiHCbKOI Ta pociiicbkolo MoBamMu; OHOBMEeHa iHCTPYKWiA ANs nauieHTa WoA0 BUKOPUCTAHHSA
pocnipxysaHoro nikapcbkoro 3aco0ly, Bepcia 3.0 Big 07 KkBiTHA 2021 pokKy, YKpaiHCbKOKO Ta
pocilicbkolo MoBamu; Bk/lOUeHHA AO0AATKOBMX MicUb NPOBEeAEHHA KNiHIYHOro BUNPOGYBaHHA [0
MPOTOKO/Y KAiHIYHOro pocnigpkeHHs «GALACTIC-1 — PaHgomi3oBaHe, noAgiliHe chine, 6araToueHTpoBe,
napanesnbHe, nnauebo-kOHTPOIbOBaHe AOC/iMKEeHHSA ha3n 2b B yyacHUKIB i3 igionaTuyHUM nereHeBuM
hibpozom (I/19), wo BuBYae ehekTnBHICTL Ta 6e3neky GB0139, iHranAuiliHoro iHribitopa ranektuHy-3, Lo
BBOAMTLCS Yepe3 CyxonopoLukoswuii iHranaTop (CIl) npotarom 52 TuxHiB», ko4 gocnigpxkeHHs GALACTIC-1,
nonpaska 5.9 Big 24 nuctonaga 2020; cnoHcop - «I"anekto biotex AB» (Galecto Biotech AB), [aHis
3asaBHUK - «biopaci, En-En-Ci», CLLUA

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS
1 K.M.H. Kipeesa T.B.
KomyHasibHe HekomepuiiiHe nignpremcTBo «Micbka KiiHiYHa nikapHA Nel6» [AHINPOBCHKOI MiCbKOI
pagw, BigaineHHs Tepanii 3 Ny/IbMOHOMOTNYHUMM MiXKKaMu, [HINPOBCbKWI AEpPXaBHUA MeaNYHWiA
YHiBEpCUTET, Kadpeapa BHYTPILLHbOT MeanumHn 1, M. HINpo
2 O.M.H., npody. OCTpoBCbKMii M. M.
KomyHasibHe HeKoMepLUiHe nignNpUeEMCTBO «|BaHO-PpaHKIBCbKNiA obnacHui
OTU3ioNYIbMOHONOTIYHUIA LEeHTP IBaHO-DpaHKiBCbKOI 06/1aCHOI pagmn», BigaineHHs nysibMOHONOTIT
No2 , M. IBaHO-PpaHKIBCbK
3 K.M.H. Knanoyx B.O.
KomyHanbHe HekomepuiiiHe nignpueMcTBO XapkiBCbkOi 06/sacHOi pagn «O6nacHa KiHivHa
niKkapHs», Ny/ibMO-aneprosioriyHe BigAiNeHHA 3 iMyHOJIONYHUMM Ta TepaneBTUYHUMU JliKKamu,
M. XapkiB

4 K.M.H. Hopeiiko B.A.

NikyBanbHo-gjarHoCcTNYHWn - LeHTp «XEJMICI  EHA  XEMl» ToBapuctBa 3  OOMEXEHOI
BignosigasnbHicTio «XEJICI EHA XEMl», MeanyHuii KAIHIYHWIA [OCNIAHVULUBKUIA LUEHTP, BigAain
ny/IbMOHONOTIT | aneprosorii , M. Kuis

5 O.M.H. Kainpawes 1.I.




KomyHanbHe nignpuMemMctBo «l-a Micbka K/iHIYHA nikapHs [MOATaBCbKOI MICbKOT  pagu»,
TepanesTuYHe BiffifieHHs, M. NMonTasa

6 O.M.H., npod. AHgpeinumH C.M.

KomyHanbHe HekomepLiiHe MignpueEMCTBO «TepHONi/IbCbKa KOMyHaslbHa Micbka nikapHs No2»,
TepaneBTnyHe BigdineHHsa Nel, TepHOMINbCbKUA HauioOHaNbHWUI MEAUYHWIA YHIBEPCUTET iMEHi
I.A. Topb6auyeBcbkoro MiHicTepcTBa OXOPOHWM 3[0POB'A  YKpaiHu, kadefpa nponeneBTUKU
BHYTPILWHbOT MeAUUMHN Ta dTusiaTpii, M. TepHoninb

7 O.M.H., npodh. Kosanexko C.B.

O6nacHe KOMyHaslbHE HEKOMEpL|iiiHe MiANPUEMCTBO «YepHiBelbka o6nacHa K/iHIiYHa NiKapHs»,
NyIbMOHOOTIYHUIA NigpPo34ia, M. YepHiBui

8 4.M.H., npod. MocToBoi 0. M.

MpvBaTHE Mase NigNPUEMCTBO, MEANYHUIA LeHTP «MyNbC», TepaneBTUYHE BigaiNeHHs, M. BiHHMUSA

15. OHoBneHwuii MPOTOKO/ KiHIYHOrO BUNPOGYyBaHHs, Bepcis 6.0 Big 12 kBiTHA 2021 poky; IHchopmauis
npo AocnimxeHHss Ta copma 3roau ANA AO0POCAUX NOKanbHa Bepcis Homep 5.0 gns YkpaiHu
YKPaiHCbKOIO Ta POCIACbKOIO MOBamu, garta Bepcii 19 TpaBHA 2021 poKy Ha OCHOBi MacTep Bepcii
HoMep 7.0 Big 12 kBiTHA 2021 poky; ®opma 3rogm Ana AUTUHU 14-18 poKiB Ha yyacTb Y [OC/igKEHHI
NoKanbHa Bepcis Homep 5.0 anA YKpaiHu yKpaiHCbKOIO Ta POCiiiCbKOKO MOBaMu, AaTta Bepcii 19 TpaBHA
2021 poky Ha ocHoBi IHchopmauii Ta hopmu 3rogn Ha yvyacTb AUTUHU Y AOCNIMKEHHI, MacTep Bepcis
HoMep 7.0 Big 12 kBiTHA 2021 poky; IHopmauisa Ta popma 3rogM Ha yvyacTb AUTUHU Y OOCHIAKEHHI
NoKasibHa Bepcisa Homep 5.0 Ana YkpaiHy yKpaiHCbKOK Ta pocilicbKolo moBamu, gata Bepcii 19 TpaBHA
2021 poky Ha ocHoBi mactep Bepcii Homep 7.0 Bif 12 kBiTHA 2021 poOKy [0 MNPOTOKO/Y K/IiHIYHOrO
pocnigpkeHHs «baratoueHTpoBe, NoABiliHe cnine, paHAoMi3oBaHe, Nnaueb0-KOHTPO/IbOBaHe, B NapasiesibHUX
rpynax, asm 3, nogoBxeHe [OCNIMKEHHA 3 MeTO OUiHKM 6e3nekn Ta nepeHocumocTi Tesenenymaoy B
Jopocnux Ta MigniTkiB 3 BaXKOK HEKOHTposiboBaHow actmoio (DESTINATION)», kop AOCNigKeHHSs
D5180C00018, Bepcis 5.0 Big 02 uepBHs 2020; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

16. OHOBNEHMIA NPOTOKO 3 iIHKOPNOPOBaHOO nonpaBkot 4 Big, 17 6epe3Ha 2021 poky; A3921165
IHchopmauia ana 6arbKiB Ta hopma iHOpPMOBaHOI 3rogM Ha yyacTb Yy AOCiAKEeHHi, HA OCHOBI BepcCii
Ha piBHi gocnigxeHHsA Big 18 Gepe3Ha 2021 p., Bepcia ana YkpaiHu 8.1.0 Big 26 kBiTHA 2021 p.,
YKpaiHCbKOIo MoBoto; A3921165 IHchopmaLuis ana 6aTbkiB Ta hopma iHhopmoBaHOi 3roan Ha yyacTb Y
HayKoBOMY AocnifgXeHHi, Ha OCHOBI Bepcii Ha piBHiI gocnimkeHHA Big 18 6epesHs 2021 p., Bepcia gnA
Ykpaiuu 8.1.0 Big 26 kBiTHA 2021 p., pocilicbkoio MmoBoto; A3921165 IHopmauisa Ana nauieHTa Ta
thopma iHchopmoBaHOI 3roau Ha yyacTb Yy AOCNiAKEHHI, HA OCHOBI Bepcii Ha piBHi AocnimkeHHs Big 18
6epes3Hsa 2021 p., Bepcia ana YkpaiHu 8.1.0 Big 26 kBiTHA 2021 p., yKpaiHCbKOIO MoBoOlo; A3921165
IHchopmaunia ansa nauieHTa Ta popma iHPOPMOBaHOT 3roan Ha y4yacTb Y HAYKOBOMY AOCAIMKEHHI, Ha
OCHOBI Bepcii Ha piBHiI gocnigxeHHA Big 18 6epe3Hsa 2021 p., Bepcia ana YkpaiHu 8.1.0 Big 26 KBiTHA
2021 p., pociiicbkolo MoBoO; A3921165 IHcopmauis ana nauyieHTa Ta popma 3rogM Ha y4vactb y
[ocnipKeHHi AnA nayieHTiB Bikom 14-17 pokiB, Ha OCHOBI Bepcii Ha piBHI gocnigxeHHs Big, 18 6epe3Hs
2021 p., Bepcia ana Ykpaiiu 8.1.0 Big 26 kBiTHA 2021 p., yKpaiHCbKOIO MOBOIO; A3921165 IHchopmauia
ANA nauieHta Ta popma 3rogm Ha ydacTb Y HAyKOBOMY AOCioKeHHI ANA nauieHTiB Bikom 14-17 pokiB.,
Ha OCHOBI Bepcii Ha piBHI gocnigxeHHs Big, 18 6epe3HAa 2021 p., Bepcia gna Ykpaidm 8.1.0 Big, 26 KBiTHA
2021 p., pociiicbkolo moBok; A3921165 IHopmauia ana nauieHTa Ta c¢opma 3rogu Ha yyactb Y
BocnifmKeHHi ana giteii Bikom 11-13 pokiB, Ha OCHOBI Bepcii Ha piBHi AocnigkeHHA Big 18 6epesHs 2021
p., Bepcia ana Ykpainu 6.1.0 Big, 26 kBiTHA 2021 p., yKpaiHCbKO MoBOI; A3921165 IHchopmauia ana
nauieHTa Ta (popma 3rogm Ha y4acTb y HayKOBOMY AocnigkeHHi ansa giteii Bikom 11-13 pokiB, HA OCHOBI
Bepcii Ha piBHI gocnimxeHHA Big 18 6epesHsa 2021 p., Bepcia ana Ykpaiuu 6.1.0 Big 26 kBiTHA 2021 p.,
POCIACbKOI0 MOBOIO [10 MPOTOKOJY KAIHIYHOIO AOCNIIKEHHS «EEKTUBHICTb, 6E3NEYHICTb, MEPEHOCUMICTD i
thapmakokeHeTmka TohayUTUHIOY Npu NiKyBaHHI CUCTEMHOIO KOBEHISILHOTO igionatnyHoro aptputy (ctOIA) 3
aKTMBHMMMW CUCTEMHUMW MPOSiBaMK y AiTER Ta NigniTkiB», kog focnimkeHHs A3921165, 3 iHKOPNOpOBaHOK
nonpaskoto 3 Big 04 TpaBHa 2020 poky; cnoHcop - MNMdaizep IHk, CLUA [Pfizer Inc, USA]

3asaBHUK - TOB «IHBeHTIB Xenc YkpaiHa»

17. NopoBXeHHA TepMiHYy NpoBeAeHHsA AOCNIMKEHHA B YKpaiHi A0 31 rpyaHAa 2021 poky; 3miHa Ha3BuU
3aABHUKa K/iHiuHOro BunpooysaHHs 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc YKpaiHa» [0
MPOTOKOMY KAIHIYHOTO AOCAIMKEHHSA «[BaHagUATUTMXKHEBE paHAOMI30BaHe MoAgiiHe crine nnayebo-
KOHTpO/IbOBaHe baraTtoLeHTpoBe JochigpkeHHA dasu Il B napanenbHuX rpynax A/ ouiHKM eqpekTUBHOCTI Ta
6e3neyHocTi npenapaTy PT027 y nopiBHAHHI 3 npenapatom PTO08 i npenapatom PTO07, i3 3aCTOCYBaHHAM
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4YOTMPWU pasu Ha J0O6Yy, y AOPOC/AMX Ta AiTeil BiKOM 4 poku i cTaplimx, xBopux Ha actmy (DENALI)», kog
pocnipkeHHa AV004, sepcis 3.0, nonpaska 2, Big 06 nnnHA 2020 p.; cnoHcop - BoHA ABiNioH 2 leBenonMeHT
NN, FepHci [Bond Avillion 2 Development LP, Guernsey]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNno
TOB «IHC Pecepu4 YKpaiHa»

CTANO
TOB «CiHeoc Xenc YKpaiHa»

18. 3miHa BignoBiganbLHOro pocnigHUKa, 3MiHa Has3BU BiAfiNIeHHA Ta Has3BU MicusA NpoBeAeHHA
BUNPOGYyBaHHA; 3MiHa Ha3BM 3asiBHMKA K/liHIYHOro Bunpo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha
TOB «CiHeoc Xenc YkpaiHa» [0 NpOTOKO/Y KAiHIYHOro BUNpobyBaHHA «[l0BrOCTPOKOBE paHAOMi30BaHe
noZBiiiHe cnine 6araToueHTpoBe AocimkeHHA ha3n Il B napanensHux rpynax gns ouiHku epekTMBHOCTI Ta
6e3nevHocTi npenapaTty PT027 y nopiBHSAHHI 3 npenapatom PTO007, WO 3acTOCOBYETbCS MNpu NOTpebi y
BIiANOBIAb Ha CUMMATOMATWYHI NPOSIBM acTMK Yy OOPOCMMX Ta AiTell BiKOM 4 POKiB i CTaplimx, 3 KMiHIYHO
BMpaxeHot 6poHxianbHo acTMoro (MANDALA)», kog aocnigpkeHHs AV003, sBepcis 3.0 Big 21 nunHsa 2020 p.;
crnoHcop - boHa ABinnioH 2 fiesenonmeHT JIM», M'epHci [Bond Avillion 2 Development LP, Guernsey]
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNo
K.M.H. KynuHny O.B.
KomyHanbHa ycTaHoBa «3anopisbka o6sacHa
KMiHiYHa nikapHa»  3anopisbkol obnacHoi pagu,
BiAAiNeHHsA NyNbMOHOJOrIT, M. 3anopixxsa

CTA/lIO
K.M.H. ®onymeHoBa O.I1.
KomyHanbHe  HekomepuiiiHe  NiANPUEMCTBO
«3anopi3bka o61acHa K/iHivHa NikapHA» 3anopi3bKoi
obnacHoi pagn, BiaQiNeHHA iHTepBeHUiAHOI
Ny/bMOHOJIOrIT, M. 3anopixxs

19. OHOBeHa eTUKeTKa-OykieT KoMmnaHii AstraZeneca gns akana6pyTiHioy no 100 mr a6o nnaue6o
(MackoBaHa eTMKeTKa) Ta Kancys akanabpyTiHioy no 100 mr (HemackoBaHa eTukeTka), Bep. 1.0 Big 20
TpaBHA 2020 poky; OHOBMEeHa eTUKeTKa-OykneT KommnaHii AstraZeneca ansa )nakoHiB i KOPOGOK i3
6eHgamMycTuUHOM, Bep. 1.0 Big 20 TpaBHA 2020 poky; OHOBJ/IEHA eTUKETKA-OyK/1eT KomnaHii AstraZeneca
ANnsA hnakoHiB i KOPOOOK i3 puTyKcumaoom, Bep. 1.0 Big 20 TpaBHA 2020 poKy; 3MiHA HA3BM 3asBHUKA
KniHiyHoro sunpo6yBsaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc YkpaiHa»; 3MiHa micus
npoBefieHHs KNIHIYHOro BUNPOGYBaHHA Ta BifnoBifasbHOro AocAifHUKAa [0 NPOTOKO/Y KNiHIYHOIo
pocnigxeHHs «PaHgomizoBaHe, noApiiiHe-chine, niauebo KOHTPO/IbOBaHe, GaraToLeHTPoBEe AOC/iLKEHHS
hasn 3 3 ouiHKM GeHpaMycTUHY Ta putykcumady (BR) OKpemMo Yy MOpiBHAHHI 3 X KOMGiHauielo 3
akanabpyTtnHibom (ACP 196) y mauieHTiB 3 MaHTINHOKIITUHHOW NiMhOMOIO, SKi paHille He oTpuMyBanu
nNikyBaHHsA», ko4 nocnimpkeHHs ACE-LY-308, 3 iHkoprnopoBaHoto rnonpaskoto, Bepcisa 3.0 Big 08 uepsHsa 2020
poky; cnoHcop - Acerta Pharma BV, HigepnaHau

3aaBHUK - TOB "CiHeoc Xenc YkpaiHa"

BYNno

CTA/O

TOB «IHC Pecep4 YkpaiHa»

TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANIO
nikap Mununexko I.B. nikap Horaesa J1.1.
KomyHanbHe  HeKkomepuiiiHe nignpuemcTtBo | KOMyHanbHe  HekomepuiliHe MiANPUEMCTBO
«YepKacbkuii o6nacHwuii OHKOJOriYHUii | «HepKacbKuii o6nacHwuii OHKOJOTiYHMIA
pucnaHcep YepkacbKoi 06Gs1lacHOi  pagu», | gucnaHcep YepkacbKoi 06GsacHOI  pagu»,
o6nacHwii NiKyBaJ/IbHO-AiarHOCTUYHUA | 0GnacHUi NiKyBaJ/IbHO-AiarHOCTUYHUN

remMaTtosiIoriyHMM LEHTP, BiagAiNeHHA KAiHIYHUX

remMmaTosioriyHMn LeHTp, M. Yepkacu

BUNPOGYyBaHb, M. YepKkacu

20. OHOB/IE€HMIA NPOTOKO/ K/iHIYHOro BUNpooyBaHHs Bepcifa 4.0 Big 06 KBiTHA 2021 poky; 3MiHa MOBHOI
Has3BM MPOTOKO/Y KNiHIYHOrO BUNpPOOyBaHHA 3 "Be3sneuyHicTb Ta eekTUBHICTb Pudakcumivy B
Tabnetkax 3 BiACTPOUEHUM BUBISIbHEHHAM no 400 mr y nauieHTiB i3 nanynonyctynspHoto hopmoto
posauea cepeaHbLOro i TAXKOrO CTyNeHiB Ta MO3UTMBHUM pe3y/ibTaTOM AUXa/IbHOTO TecTy 3
HaBaHTAXEHHAM NakTysio3010. baratoueHTpoBe, paHAoMi3oBaHe, noABiliHe cnine nnaue6o-
KOHTPOJIbOBaHe KJliHi4YHe gocnimKeHHA" Ha "Be3neyHicTb Ta echeKTUBHICTL Pudakcuminy B Ta6netkax
3 BiACTPOUEHUM BUBISIbHEHHAM Mo 400 Mr y nauieHTiB i3 nanynonyctynspHor c¢opmoro posauea

~

cepefHbOro i TAXKOro cTyneHiB. BaraToueHTpoBe, paHgoMmi3oBaHe, noABiliHe cnine nnaue6o-



KOHTPO/IbOBaHe KANiHiuHe pocnimkeHHA"; OHoBMeHHA IHdopmauii Ansa yyacHUKa AOC/NiMKEHHA i
dopmu iHbopmoBaHOI 3rogu ANA nauieHTiB-ydyacHukiB Bepcisa 1.5.0 Big 21 kBiTHA 2021 poKy,
aHrNiNcbKO, YKPAIHCLKOIO Ta POCilficbKO0 MoOBamu; 3ara/ibHa TPUBaICTb K/iHIYHOrO BUNPOGYBaHHA
B YKpaiHi Ta CBiTi 36inbweHa go 40 micAuiB Big paHille 3annaHoBaHOI [0 MPOTOKOMY KAiHIYHOIO
JocnimpkeHHa «besneuHicTb Ta epekTUBHICTL PudpakcnMiHy B TabneTtkax 3 BiACTPOUYEHUM BUBISIbBHEHHAM M0
400 Mr y nawieHTiB i3 nanynonycTynspHO0 (DOPMOI0 po3aliea cepefHbOoro Ii TSXKKOro CTYMeHiB Ta NO3UTUBHUM
pe3ynbTaToM AMXabHOro TECTY 3 HABAHTAXKEHHAM /1aKkTy103010. baratoueHTpoBe, paHAOoMi30BaHe, NoAgiliHe
cnine niayeb0-KOHTPOsIbOBaHE KAiHIYHE AOCAIMKEHHNA», Kog pocnimkeHHs REROS/001/17, sepcisa 3.0 Big
04.12.2019; cnoHcop - «Anbhacirma C.n.A.» (Alfasigma S.p.A.), BonoHbs, ITanis

3asBHUK - «biopaci, En-En-Ci», CLUA

BYNO

CTANNO

«Be3neyHicTb Ta epeKTUBHICTb Pudakcuminy B
Tabnetkax 3 BiACTPOUYEHUM BUBI/IbHEHHAM NO
400 Mr y nauieHTiB i3 nanynonycTynsipHoO
chopmoto posalea cepegHbOro i THAXKOro
CTyneHiB Ta  MNO3UTUBHUM  pe3ysibTaTtoM
ANXanbHOro Tecty 3 HaBaHTaXEHHAM
naktynosor. baratoueHTpoBe, paHgoOMi3OBaHe,

«Be3neyHicTb Ta edpeKTUBHICTb Puchakcuminy B
Tabnetkax 3 BiACTPOUYEHUM BUBI/IbHEHHAM NO
400 mMr y nauieHTiB i3 nanynonyctynsipHoIo

chopmoro posauea cepegHbOro i  TAXKKOro
cTyneHiB. bBaraTtoueHTpoBe, paHAgoOMi3oBaHe,
nopBiliHe cnine nnaueo60-KOHTPOSIbOBaHe

KNiHiYHe focnifKeHHA»

nopagiiiHe cnine nnaue60-KOHTPOJ/IbOBaHe
KNiHiYHe focnigKeHHA»

21. OHoBneHa Gpowypa gocnigHuka, Bepcisa 8.0 Big 26 6epesHa 2021 poky; AocnipkeHHA 20103_
IHcbopmauia ana nauieHTa Ta dopma iHopmoBaHoi 3roaun, Bepcia 3.0 Big 14 kBiTHA 2021 poKy
YKpPAiHCbKOIO Ta POCilicbKkolo MoBamMu Ha 6asi IHhopmauii agna naugieHta ta hopmu iHhopmoBaHoOT
srogn, Bepcia 3.0 gna YkpaiHm Big 14 kBiTHA 2021 p.; OocnigkeHHa 20103_IHdopmauisa ansa
nauieHTtal/chopma iHcbopmoBaHOiI 3rogu BiAHOCHO 3MiH Y NpoBeAeHHi gocnigkeHHsA, Bepcia 2.0 Big 19
KBiTHA 2021 poOKy, YKpPaiHCbKOIO Ta POCilicbKOlo MoBaMu, Ha 6asi IHchopmauii gna nauieHTa Ta dpopmu
iHhopMoOBaHoOI 3roau BiAHOCHO 3MiH Yy NpoBeAeHHI AocnimKeHHA, Bepcii 2.0 Ana YKpaiHu Bif, 14 KkBiTHA
2021 pokKy; 20103 KoHTaKkTHa KapTka, Bepcis 3.0 Big 07 kBiTHA 2021 poKy YKpPaiHCbKOIO Ta pOCiiiCbKOIO0
MoBaMMU, Ha 6a3i KOHTAKTHOI KapTKK, Bepcis 3.0 Ana YkpaiHu Big 06 kBiTHA 2021 poky; 20103 Popma ans
JoaaTtkoBoi KOHTaKTHOI oco6u, Bepcia 01 Big 07 kBiTHA 2021 poKy YyKpaiHCbLKOKO Ta POCIliCbKOLO
MoBaMu Ha 6a3i Popmu anAa foaaTkoBOi KOHTaKTHOT ocoou, Bepcis 01 ansa YkpaiHu Big, 06 KBiTHA 2021
POKYy [0 nNpOTOKO/Y KAIHIYHOTO pJocnigxeHHss bBbaratoueHTpoBe, paHgoMi3oBaHe, noggiiHe-chine B
napanenbHux rpynax, niayebo-KOHTPOsIbOBaHe AOC/IMKEHHSA A8 OUIHKM eIEKTUBHOCTI Ta 6e3neyvHoCTi
thiHepeHOHY Npu 3axXBOPIOBaHHI Ta CMEPTHOCTI NaLieHTiB 3 cepuesoto HegocTaTHicTio (NYHA knac II-1V) Ta
dhpakuieto BUKMAY MiBoro wiayHouka 240% (PBJILW =40%) , kog pocnigpkeHHs No. BAY 94-8862 (finerenone) /
20103, Bepcis 2.0 3 iHTerpoBaHot nonpasBkot 1 Big 21 BepecHs 2020 poky; cnoHcop - baliep Ar,
HimeuunHa

3asBHUK - TOB «baliep», YkpaiHa

22. BK/IIOYEHHA A0AATKOBUX MiCLib NPOBEAEHHA K/iHIYHOro BUNPOOYBaHHA [0 NMPOTOKOMNY K/iHIYHOrO
pocnigxeHHs «PaHgomizoBaHe, KOHTpO/ibOBaHe 3a aKkTUBHWM MpenaparoM, MoABiiHe MackoBaHe
JocnimpkeHHs dpasn 3 B napanenibHUX rpynax 3 ouiHkM edpeKkTUBHOCTI Ta 6e3neyHocTi npenapaty CT-P42 y
MOPIBHSIHHI 3 NpenapaTtom Aliflis y NauieHTiB 3 giabeTU4yHNM MakynspHUM HabpsKoM», Kog, AoCigkeHHs CT-
P42 3.1, Bepcis 1.0 Big 22 xoBTHA 2020 poky; cnoHcop - «CennTpioH, IHk.» (Celltrion, Inc.), Pecny6nika Kopes
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micLs NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS
1 O.M.H. Koposb A.P.
JepxaBHa ycTaHoBa «IHCTUTYT OYHUX XBOPOO i TKAHMHHOT Tepanii iMm. B.I. ®inaTtoBa HauioHanbHOT
akagemii MegnuHNX HayK YKpaiHu», Biadin BUBYEHHSA 6i0N0rivyHOT Ail Ta 3aCTOCyBaHHS NnasepiB B
ooTanbMonorii Ha 6asi BigaineHHs nazepHol MikpoXipyprii XxBopob oka, M. Ogeca
2 K.M.H. MaHoiino T.B.
MeanyHWiA LeHTP TOBapMCTBa 3 06MeXeHOH BignosiganbHicTio «OK Hosuid 3ip», M. Kuis
3 K.M.H. lMoBx B.J1.
JlikyBaNibHO-AjarHOCTUYHWIA LEHTP MpMBATHOrO MignNpUeEMCTBA MNpMBATHOT BMPOBHUYOT chipMu
«ALIMHYC», M. KponvBHULIbKWIA
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23. 3anyueHHAa popatkoBoi BUpo6HuYoil ainaHku F. Hoffmann-La Roche AG-Kaiseraugst-Herstellung,
Verpackung und Pliifung von Arzneimitten, Wurmisweg Kaiseraugst 4303, Switzerland gnsa npenapary
ATte3oniszymab (Atezolizumab) | TeueHTpuk (Tecentriq), 1200 Mr/20 Mn, KOHLEHTPAT AN PO3UYUHY ANSA
iHysii; 3miHa BnacHuka Bupo6Huyoi ginsaHkn Bellwyck Pharma Services, Germany Ha PCI Pharma
Services Germany GmBH, Am Wall 5, Grossbeeren, Brandenburg, 14979, Germany A0 MpOTOKO/Yy
KNiHIYHOro focnifxeHHa «PaHaoMi3oBaHe, KOHTPO/IboBaHe foc/imkeHHs dha3n 3 Kabo3aHTiHioy (XL184) y
KoMbGiHaLii 3 ATe3o0ni3ymMabom NopiBHAHO i3 CopadheHiboM y nauieHTIB i3 NOWMPEHOK renaToLesTtoNApHOR
KapLMHOMOIO, AKi He OTpMMYB&a/I/ NoNepeiH CUCTEMHY NPOTUMYXJTIMHHY Tepanito», KoA AocnigxeHHa XL184-
312, nonpaska 2.0 Big 09 kBiTHs 2020 p.; cnoHcop - Exelixis, Inc., CLLA

3aaBHnK - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

24. lonoBHEHHA [0 iHhopMmaLiiiHOro IMCTKa yYacHuKa Ta popmu iHhopMoBaHOi 3roau, WO OXONJ/H0E
3MiHM y 3B’A3Ky 3 COVID-19 pgns 6artbkiB, fOo[AaTKOBe AOCNIMKEHHS, MiXXHapoAHa MaiicTep-Bepcis
JonoBHeHHA Bep. 1.0 Big 15 kBiTHA 2021 p., YKpaiHa, Bep. 1.0 Big 25 uepBHsa 2021 p., aHrNificbKolo,
YKPaiHCbKOIO Ta POCiliCbKOK MOBaMu [0 NPOTOKOSY KAIHIYHOro AocnigpkeHHs «[JOBrocTpOKOBe, BigkpuTe,
NPOAOBXEHE AOCIMKEHHS 3 THYUYKMMM A03aMn BOPTIOKCETUHY Y AiTeld Ta nig/iTkiB BikOM Bif 7 fo 18 pokis,
XBOPUX Ha BEVKWUIA AenpecuBHuin posnag (BAP)», kop pocnipkeHHa 12712A, sepcis npotokony 3.1 (3
NokanbHo nonpaskoto 1 ansa bonrapii, EcToHil, HimeuunHw, Nlatsii, Mekcukn, Monbwwi, Pocii, Cep6ii, YkpaiHm
Ta /loKkanbHO nonpaskoto 2 ans Konymo6ii) Big 13 rpyaHs 2018 p.; cnoHcop - X. JlyHabek A/C, OaHis
3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YKpaiHa

25. Bpouypa gocnigHuka gnsa AocnifKyBaHoOro fiikapcbKoro 3acooy naseprtiHio (YH25448), Bepcia 7.1
Big 19 ntoTtoro 2021 poky; IHchopmauis ana yyacHukiB Ta Popma iHpopmoBaHOi 3rogu, moaenb Ans
YkpaiHu, Bepcia 2.0 Big 21 kBiTHA 2021 poky (YKpaiHCbKOIO Ta pociiicbkolo moBamu); IHchopmauia gna
y4yacHuKiB Ta ®@opma iHhopmoBaHoi 3rogu (MepexpecHe AoOCNiMKEHHS), MoAeNnb ANA YKpaiHu, Bepcia
2.0 Big 22 kBiTHA 2021 poky (YKpaiHCbKOK Ta POCI/iCbKOIO MOBaMWu) [0 MPOTOKOMY KAiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, noggiiHe cnine pocnimkeHHs dasm |l gns ouiHkM eekTMBHOCTI Ta
6e3MeyHOCTi Na3epTiHiGy B MOPIBHSAHHI 3 reduiTiHIBOM sk Tepanii meplwoi NiHii B MauieHTiB 3 MicLeBo-
nowypeHnm abo meTactaTU4HUM HEeLPIOGHOK/TITUHHM PAKoOM JIETEHIB 3 MyTaLi€l, WO CEHCUTU3YE peLenTop
enigepMasibHoro goaktopa pocTy», Koa gocnimxkeHHs YH25448-301, sepcia 2 Big 03 BepecHs 2020 poky;
crnoHcop - Yuhan Corporation, Republic of Korea / FOxaH KopnopelilwH, Pecny6nika Kopes

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

26. bpouwypa gocnigHuka, Acalabrutinib (ACP-196, CALQUENCE®, (D8220000000)), Bepcis 10.0 Big 12
moTtoro 2021 poky; IHchopmauiiiHuii nuct ana nauieHta i popma iHhopmoBaHOI 3roaun, Bepcia gna
YkpaiHu 9.1.0 Big, 23 kBiTHA 2021 poKy, YKPAIHCbKOIO Ta POCi/iCbKOKO MOBaMu [0 NPOTOKO/TY K/iHIYHOTO
JocnipkeHHs «PaHgomizoBaHe, MoABiiHe-cnine, niauebo KOHTPONbOBaHe, H6araToLEHTPOBE AOCAIAKEHHS
hasn 3 3 ouiHkM 6eHgamycTuHy Ta putykcumaby (BR) okpemo Yy MOpPIBHAHHI 3 X KOMGiHauiew 3
akana6pyTtunHioom (ACP 196) y nmauieHTiB 3 MaHTIMHOKNITUHHOK NiMAIOMOL0, SKi paHille He OTpuMyBasn
nikyBaHHA», ko4, nocnimpxkeHHs ACE-LY-308, 3 iHkopnopoBaHoto nonpaskoto, Bepcisa 3.0 Big 08 yepsHAa 2020
POKy; cnoHcop - Acerta Pharma BV, Higepnangu

3asaBHUK - TOB "CiHeoc Xenc YkpaiHa"

27. 36inblUeHHA 3anjlaHOBaHOI Ki/IbKOCTi NauieHTIiB y AocnifiKeHHi B YKpaiHi 3 25 o 40 nauieHTIB;
3MiHa Ha3BM 3asiBHUKa KNiHiYHOro Bunpo6ysaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc
YKpaiHa» [0 NpOTOKO/Y KNiHIYHOTO AocnifkeHHsA «baraToueHTpoBe, paHAOMi30BaHe, KOHTPO/IbOBaHe
aKTMBHMM MpenapaTomMm, NoABIHe cnine, NoABiiHE MacKoBaHe K/iHiYHe AOCNiMKEHHS B NapasiefibHMX rpynax i3
BMBYEHHSA ed)eKTMBHOCTI, 6e3MeyYyHoCTi Ta nepeHocumocTi 6e3nepepBHOT MiAWKIPHOT iHY3iT npenaparty
ND0612 nopiBHAHO 3 nepopasibHuM npuiiomom IR-LD/CD y nauieHTIB i3 XBOpO6OK [lapkiHCOHa, y SAKMX
po3BMBatOTLCA MOTOpPHI donykTyauii (BouNDless)», kog pocnimkeHHa ND0612-317, Bepcis 2.1 Bif, 25 yepBHS
2020 poky; cnoHcop - NeuroDerm Ltd., Israel (I3painb)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

byno Crano
TOB «IHC Pecep4 YkpaiHa» TOB «CiHeoc Xenc YKpaiHa»
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28. OHoBEeHMii NPOTOKOAN KiHiYHOro Bunpo6yBaHHA LPRI-424/301, octatouHa Bepcis 3.0, 26.01.2021,
aHrnificbkor MoBOK; CUHOMNCUC OHOBJ/IEHOTO MPOTOKONY KiiHiuHOro pocnipxkeHHsa LPRI-424/301,
octatouHa Bepcia 3.0, 26.01.2021, ykpaiHCbKOI MOBOIO; |HhopmauiiiHMiAi nuctok Ta copma
iHhopMoBaHOI 3roan ANA MOBHOMITHIX y4YacHUUb, 3A4aTHUX gatu iHpopmoBaHy 3rogy, octatoyHa
Maiictep Bepcis s YKpaiHu aHrniicbkoio moBoto, Bepcia 5.0 Big 29.04.2021 (Subject Information
Sheet (for subjects of full age, able to give informed consent)l Informed Consent Form
English_UA_Final Version 5.0, 29-APR-2021); IHchopmayiiAiHMii INCTOK AJI MOBHONMITHIX y4YacHULb,
3paTHUX Aatm iHdhopmoBaHy 3rogy/®opma iHhopMoOBaHOT 3roau A1 MOBHOJIITHIX YYACHUKIB, 34aTHNX
patu inchopmoBaHy 3rogy, octaTouHa Bepcifi yKpaiHCbKOI MOBOI0, Bepcis 5.0 Big 29.04.2021 (Subject
Information Sheet (for subjects of full age, able to give informed consent)/informed Consent Form
Ukrainian, UA, Final Version 5.0, 29-APR-2021; IHchopmauiiiHuii nucTok Ta hopma 3rogu AiBUNHU-
nignitka (YuacHuui Bikom Big 16 go 18 pokiB), octatouHa mMaiicTep Bepcis onsa YKpaiHM aHrniicbKoto
MoBolo, Bepcia 5.0 Big 29.04.2021 (Subject Information Sheet (for Adolescents)/Assent Form
English_UA_Final Version 5.0, 29-APR-2021); IHchopmauiiiHuii nuctok Ta chopma 3rogm anAa gisuat-
nigniTkis (YyacHuui Bikom Big 16 no 18 pokiB), ocTaTouyHa Bepcis yKpaiHCbKOI MOBOIO, Bepcia 5.0 Big
29.04.2021 (Subject Information Sheet (for Adolescents)/Assent Form Ukrainian_UA_Final Version 5.0,
29-APR-2021); InchopmauiiiHnii nuctok 1a cpopma iHpopmoBaHOi 3rogun Ans GaTbKiB, ocTaTO4yHa
MaiicTtep Bepcis asis YKpaiHu aHrniiicbkoio moBoto, Bepcia 5.0 Big 29.04.2021 (Subject Information
Sheet (for parents)linformed Consent Form English_UA Final version 5.0 29-APR-2021);
IHhopMauiiHuii nncTok Ta popma iHhopMoBaHOI 3roau Ans 6aTbKiB, OCTaTOYHA BEPCiA YKPATHCbKOLO
MoBolo, Bepcia 5.0 Big 29.04.2021 (Subject Information Sheet (for parents)/informed Consent Form
Ukrainian_UA_Final version 5.0_29-APR-2021); Bpouwypa AocnigHuka flicHorect 2mr/ETUHinecTpagion
0,02 mr KOK (DNG-EE COC LPRI-424), Bepcia 6.2, kBiTeHb 2021, aHrniiicbKol0 MOBOIO; 3MiHA Ha3BU
MicUua npoBefleHHA BUMNPOOGYBaHHA [0 MNPOTOKO/Y K/HIYHOTO  AOChigkeHHA «baratoueHTpose
HEKOHTPO/NIbOBaHe [OC/IMKEHHSA KOHTpauenTUBHOT edeKkTUBHOCTI, 6e3neyHocTi, nepeHocUMOCTi Ta
hapmakokiHeTvkn npenapaty LPRI-424 (pieHorect 2mr/eTuHinectpapgion 0,02 mr) npu 3acTocyBaHHI
BNpoAoBx 13 uuknie», kog gocnimkeHHs LPRI-424/301, octaTouHa Bepcisa 2.0, 24.09.2019; cnoHcop - «4emo
Pe3epu C.J1.» (Chemo Research S.L.), IcnaHis

3aaBHUK - «Ckoyn IHTepHewwHn AlN», HimeuunHa

BYNO

CTAIO

O.M.H., npodp. Muporosa B.1.

KomyHasbHe HekomepLUiiHe NignNpPUEMCTBO
JbBiBCBKOT 06n1acHOi paan «/IbBIBCbKM 06acHWi
LEeHTp pPenpoayKTUBHOIO 340pPOB’A HACEeSIeHHS»,
KOHCYNbTaTUBHO-NiKyBasibHe  BigAineHHa 3
[AEHHUM cTauioHapoM, JIbBIBCbKWIT HaUiOHa/TbHWI
MeanYHUA yHiBepcuTeT iMeHi JaHuna Manmupkoro,

4.M.H., npodh. Muporosa B.1.

KomyHasnbHe HekomepLiHe nignpMeEMCTBO
JIbBIBCbKOI 06n1acHOi pagn «J/IbBIBCbKWIA 06nacHwWi
LLEeHTp PpenpoayKTMBHOIO 340pPOB’A  HaCeseHHs»,
BiAAiNeHHs PpenpoayKTUBHOrO 340pOB'A Ta
nnaHyBaHHA CiM'T, JIbBIBCbKMA HaUiOHa/IbHWIA
MeaNYHUIA yHIBEpCUTET iMeHi JaHnna Manumupkoro,

Kadhegpa akywepcTsa, riHeKo1orii Ta nepuHaTonorii
hakynbTeTy NICAAAMNIOMHOT OCBITK, M. JIbBIB

kacheapa akyllepcTBa, riHeKonorii Ta NnepuHaTonorii
hakynbTeTy NICAAAMNIOMHOT OCBITK, M. J1bBIB

29. OHOBIEHUIA NPOTOKON KNiHiYHOro gocnigpkeHHA EFC16033 3 nonpaBkoto 04, Bepcia 1 Big, 14 KBiTHA
2021p., aHrnincbKo MoBoto; OCHOBHA iH(hopmauisi Npo gocnigkeHHs i popma iHpopmMoBaHol 3roaum,
Bepcia 7 Big 29 kBiTHA 2021p., aHrnincbkol mMoBolo; IHcopmauis gnsa naudieHtra Ta dopma
iHdbopMoBaHoI 3roau, Bepcia ans Ykpaiuu Ne 7, Big 07 TpaBHs 2021p. (Ha ocHOBi OCHOBHOI iHthopmauii
npo AocnigkeHHs i popmu iHpopmoBaHOI 3rogu Bepcis 7 Bif 29 kBiTHA 2021p.) aHrNilicbKO MOBOIO;
IHcbopmauia ansa nauieHTa Ta popma iHchopmoBaHOT 3roau, Bepcia ansa YkpaiHu Ne 7, Big 07 TpaBHA
2021p. (Ha ocHOBi OCHOBHOI iH(hbopMmaLii Npo gocnimxkeHHs i hopmu iHPopmoBaHoI 3rogun, Bepcis 7 Bif,
29 KkBiTHA 2021p.) yKpaiHCbKOI0 MOBOIO; IHhopMaLia anAa naudieHTa Ta popma iHthopmoBaHOi 3roaum,
Bepcia gnsa YkpaiHu Ne 7 Big 07 TpaBHA 2021p. (Ha ocHOBi OCHOBHOI iHpopMaLii NPo AOCNIAKEHHS i
c¢hopmu iHchopmoBaHOI 3roau Bepcisa 7 Bif 29 KBiTHA 2021p.) pocilicbkolo MOBOIO; LLloaeHHUK nayieHTa
AnAa peectpauii npuiiomy A/, Bepcia 7.0 no PA04 Big 07 TpaBHA 2021 p., aHrNilCbKOLO, YKPATHCLKOIO
Ta pPOCIliCbKOIO MOBaMW [0 MPOTOKO/Y KAiHIYHOrO BunNpobyBaHHA «PaHgomizoBaHe, noApiliHe chnine
aocnimpkeHHs 3 dpasn ans BMBUEHHS ehekTUBHOCTI Ta 6e3nedHocTi npenapaTy SAR442168 y nopiBHSIHHI 3
TepudpnyHomigom (O6agxio®) B yHacHUKIB 3 peLuanByrouMMmn hopmammn poscisHoro ckneposy (GEMINI 1)»,
kKoa pocnigpkeHHs EFC16033, 3 nonpaBkot 03, Bepcia 1 Big 28 cepnHs 2020p.; cnoHcop - Genzyme
Corporation, USA (JxeH3aiim KopnopeiiwH, CLLA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»
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30. Martepiann ana nauieHTiB (CKPIHWOTU ONUTYBaJIbHUKIB): «3anUTaHHA 3a LIKa/10l0 NMaTos1oriyHnNX
MUMOBINbLHUX pyxiB-14 (AIMS-14)», Bepcia Big, 18 TpaBHA 2021 pokKy (YKpaiHCbKOI MOBO); «Llkana
OLEHKN aHOMa/ibHbIX HENpPOU3BOJIbHbIX ABWKeHuid (AIMS)», Bepcis Big 18 TpaBHA 2021 poky
(pociiicbkoro moBolo); Llkana ouiHkun akaTusii BapHca [BARS]), Bepcia Big 18 TtpaBHA 2021
(yKpaiHCbKOIO Ta pociiicbKolo MoBamu); 3arasibHe BPaXeHHSA Npo 3MiHy cTaHy (nikap) [CGI-C], Bepcis
Big 18 TpaBHsA 2021 pokKy (YKpaiHCbKOIO MOBO0); O6Wasn oueHKa usmeHeHuin (knuHuyuctom) [CGI-C],
Bepcis Big 18 TpaBHA 2021 poky (POCiiicbKOI0 MOBOI0); 3arasibHe BPaXEHHSA NPO TXKICTb (nikap) [CGI-
S], Bepcisa Big 03 TpaBHA 2021 poky (YKpaiHCbKOIO MOBOL0); O6LLasA OLueHKa TSHXeCTU (KINHULMCTOM)
[CGI-C], Bepcia Big 18 TpaBHA 2021 poky (pocilicbkolo MOBOI0); LLIKana OLiHKM TAXKOCTI cyiuuay
Konymoilicbkoro yHiBepcutety (C-SSRS), BuxigHi paHi/Bepcia gna ouiHioBaHHSA, Bepcia Big 18 TpaBHA
2021 poky (YKpaiHCbKOIO Ta poCiicbKolo MoBamu); LLikana OUiHKN TSXXKOCTI cyiumay KonymGilicbKoro
yHiBepcutety (C-SSRS), 3 MOMEHTY OCTaHHbOrO Bi3uTy, Bepcif Big 18 TpaBHA 2021 poky (YKpaiHCbKOIO
Ta pociiicbkolo moBamu); EQ-5D-5L, Bepcis Big 18 TpaBHA 2021 poKy (YKpaiHCbKOIO Ta pPOCiliCbKOK
MoBamu); LLUkana nosMTtuBHMX i HeraTuBHUX cuHgpomiB PANSS, Bepcia Big 18 TpaBHs 2021 poky
(yKpaiHCbKOIO Ta pociiicbkolo MoBamu); Mam’ATKa NOMIYHUKA yvyacHMKa niaue60-KOHTPOSIbOBAHOIO
pocnipkeHHa (PCRS-SP)©, Bepcia 18 TtpaBHA 2021 poky (yKpaiHCbKOK MOBOW); CueHapuii
HanoMMHaHUA O nnaueb0-KOHTponupyeMom nccneposaHum — naptHep (PCRS-SP)©, Bepcis 03 TpaBHA
2021 poky (pociiicbkolo mMoBoOl0O); Mam’ATKa y4yacHMKa N/aueb60-KOHTPO/SIbOBAHOIO [AOCAIgKEHHS
(PCRS)®©, Bepcia 18 TpaBHA 2021 poky (YKpaiHCbKOIO MOBOL0); CueHapuii HaNnOMUHaHUA O nNnauye6o-
KOHTpOJ/ZIMpyemMom uccrniegoBaHum — naptHep (PCRS-SP)©, Bepcisa 25 TpaBHsA 2021 poKy (pocilicbKoto
MOBOI0); 3arajibHe BpaXXeHHs npo 3MiHy ctaHy [PGI-C_uk-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Big, 18 TpaBHs 2021 poKy (YKpaiHCbKOI0 MOBOI0); OGLLanA oL eHKa U3MeHeH i
[PGI-C_ru-UA_IRB Submission Document_Pathway eCOA_18May2021], Bepcisa Big 18 tpaBHa 2021
POKy (pociiicbkolo MOBOI0); 3arasibHe BpaXeHHs Npo TsHKKiCcTb (nauieHT) [PGI-S], Bepcis Big 18 TpaBHA
2021 poky (yKpaiHCbKOKO Ta pociiicbkolo MoBamu); KOrHiTMBHI MopylieHHs npu wWwusodpeHii 3a
nosigomMmneHHsiMn nauieHTa (Patient Reported Experience of Cognitive Impairment in Schizophrenia,
PRECIS)», Bepcia Big 18 TpaBHsA 2021 poKy (yKpaiHCbKOIO MOBOI0); KOrHUTUBHbIE HapyLlleHUsi npu
wusodpeHun co cnos nauyueHTta (PRECIS)», Bepcisa Big 18 TpaBHa 2021 poky (pocCilicbkolo MOBOIO);
LWkana CimncoHa-AHryca — BinbHe nagiHHA ronosBu (SAS), Bepcisa Big 18 TpaBHA 2021 poky
(ykpaiHcbKoIo MOBOI0); LLiIkana CumncoHa-AHryca — nageHue ronoBsbl (SAS), Bepcis Big 18 TpaBHs 2021
poky (pocilicbkoto moBoto); LLIkana ans ouiHKM KOTHITUBHOI (hyHKUii npu wnu3odpeHii (SCoRS), [SCoRS
Baseline_uk-UA_IRB Submission Document_Pathway eCOA_18May2021], Bepcis Big 18 TpaBHa 2021
poKy (YKpalHCbKOK MOBOI0); LlUkana pnAa OUEHKW KOTHUTUBHbLIX CMNOCOGHOCTEN Yy OO/bHbIX
wwusodpeHneri  (SCoRS), [SCoRS Baseline_ru-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcia Big 18 TpaBHA 2021 poKy (pociiicbKoo MOBOIO); LUkana AnA OLiHKK
KOTHITUBHOT pyHKUiT npu wunsodpeHii (SCoRS), [SCoRS Follow-up_uk-UA_IRB Submission
Document_Pathway eCOA_18May2021], Bepcia Big 18 TpaBHA 2021 poKy (YKpalHCbKOK MOBOLO);
LWkana pNnA OLEHKU KOTHUTUBHbIX CNOCOOHOCTEN Yy 60/ibHbIX Wwu3odpeHueii (SCoRS), [SCoRS_ru-
UA_IRB Submission Document_Pathway eCOA_03May2021], Bepcia Big 03 TpaBHA 2021 poky
(pociiicbkoio MoBoO10); OnuTyBaibHUK SCQ [SCQ_uk-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Big 18 TpaBHA 2021 poky (YKpaiHCbKOK MOBOI0); OnuTyBanibHUK SCQ
[SCQ_ru-UA_IRB Submission Document_Pathway eCOA_18May2021], Bepcifa Big 18 TtpaBHA 2021
poKy (pocilicbkolo MOBOI0); 3arajibHe BpaXeHHs nNpo 3miHy ctaHy [SPGI-C_uk-UA_IRB Submission
Document _Pathway eCOA_18May2021], Bepcia Big 18 TpaBHA 2021 poky (YKpaiHCbKOI MOBOIO);
O6wan oueHka nameHeHuit [SPGI-C_ru-UA_IRB Submission Document_Pathway eCOA_18May2021],
Bepcia Big 18 TpaBHA 2021 poky (pociificbKoo MOBOL0); 3arasibHe BPaOKEHHA NPo TAXKICTb [SPGI-S_uk-
UA_IRB Submission Document _Pathway eCOA_18May2021], Bepcisa Big 18 TpaBHA 2021 poKy
(yKpaiHCbKOIO MOBOL10); O6wasn oueHka TshxecTn [SPGI-S_ru-UA_IRB Submission Document_Pathway
eCOA_18May2021], Bepcis Big 18 TpaBHA 2021 poky (yKpaiHCbKOI MOBOI0); AiCure participant-facing
app (fopatok ansa ydyacHukis nporpamu AiCure), Bepcia 1.1 Big 12 6epe3Hs 2021 poky (YKpaiHCbKOIo
MoBolo); AiCure participant-facing app (JoaaTok ans ydacHukiB nporpamu AiCure), Bepcia 1.2 Big 05
KBiTHS 2021 poKy (pOCiificbKOI MOBOIO) 10 NPOTOKO/Y KAIHIYHOrO fOCNifKeHHSA «PaHaoMi3oBaHe, noagiliHe
cnine, nnaue6o-kOHTPoIbOBaHe AocnimkeHHs Il pasu B napanenbHux rpynax aons ouiHkM epekTMBHOCTI Ta
6e3neyHocTi 3acTtocyBaHHA npenapaty Bl 425809 oavH pa3 Ha o6y npoTaArom 26-TWKHEBOro nepiogy
NikyBaHHSA B naujieHTiB 3 Wwin3ogpeHieto (CONNEX-2)», kog, gocnigpkeHHs 1346-0012, sepcis 1.0 Big 16 rpyaHA
2020 poky; cnoHcop - «bepiHrep IHrenbxainm PLIB T'm6X eHg Ko KIM», Asctpis / Boehringer Ingelheim RCV
GmbH & Co KG, Austria

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

31. 3miHa Ha3BU Micusa NPoBeAEeHHA K/iHIYHOro BUNpo6yBaHHA; 3MiHa BignoBigaIbHOro AocnigHuKa
00 MNpPOTOKO/MY KNiHiYHOTrO gocnigpkeHHs «®asza |ll, paHgomizoBaHe, noAgiliHe chine, KOHTPOJ/IbOBaHe,
baraToueHTpoBe AocnigpkeHHs iHribiTopa PI3K KonaHMicioy 3 BHYTPILWHbOBEHHVM LUSISXOM BBEAEHHS B
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KoMGiHaL,i i3 cTaH4apTHOLO iIMyHOXIMIOTEpanieto B MOPIBHAHHI 3 CTAHAAPTHOIO iMyHOXIMIOTEpaniel y naLieHTiB
3 peunauBoM iHOONEHTHOT HeXOMKKIHCBKOT nimdomu (IHX/T) — CHRONOS-4», kof pocnigxeHHs BAY 80-
6946 | 17833, Bepcisa 7.0 3 iHTerpoBaHoto nonpaskoto 08 Big 14 cepnHa 2019; cnoHcop - baiiep Al', HimeuunHa
3anBHUK - TOB «baiiep», YkpaiHa

BYNno CTANO
nikap NMununexko I.B. nikap Horaesa /1.1.
KomyHanbHuii 3aknag «Yepkacbkuii o6nacHuid | KomyHanbHe HekomepuiiiHe nignpuemcTBo
OHKOJIOTiYHWMIA AucnaHcep» Yepkacbkoi | «Yepkacbkuii oGnacHuii OHKOJIOTiYHUIA
obGnacHoi  pagn, ob6nacHuiA  nikyBanbHO- | AucnaHcep Yepkacbkoi o06GnacHoi pagu»,
AiarHOCTUYHWUIA reMaTos1oriYHNIA LEeHTP, M. Yepkacu O6nacHwuit NiKyBa/IbHO-AiarHOCTUYHUIA
reMaTosiorivyHunii ueHTp, M. Yepkacu

32. OHOBEHUIA NPOTOKOJ KNiHiYHOro BUNpo6yBaHHAa MK-3475-756 3 iHKOpNopoBaHOo nonpaskoto 04
Bifg 22 kBiTHA 2021 poky, aHrnilicbkoto MoBoo; Bpowypa gocnigHnka MK-3475, BugaHHsa 20 Big 08
Gepe3HA 2021 pokKy, aHrNiNcCbKOK MOBOLO; YKpaiHa, MK-3475-756, Bepcia 2.03 Big 11 TpaBHsa 2021 p.,
YKpaAiHCbKOIO MOBOLO, iH(hopMauis Ta AOKYMEHT npo iHhopmoBaHy 3rogy A/iA nauieHTa; YKpaiHa,
MK-3475-756, Bepcisa 2.03 Big 11 TpaBHA 2021 p., pOCilicbKOKO MOBOIO, iH(hopMaLis Ta LOKYMEHT Npo
iHbopmoBaHy 3roay AnA nauieHTa; YKpaiHa, MK-3475-756, Bepcia 02 Big 17 TpaBHA 2021 p.,
YKpaiHCbKOK MOBOW, iH(pOpMaLiiHUA NUCTOK i AOKYMEHT npo iHpopMOBaHy 3rody Ha MaiibyTHE
GiomepuuHe pocnimkeHHA; YkpaiHa, MK-3475-756, Bepcia 02 Big 17 TpaBHs 2021 p., pociiicbKoo
MOBOIO, iH(popMaLiiiHUiA NUCTOK i AOKYMEHT npo iHhopmoBaHy 3rogy Ha MaiiGyTHE GiomeguuHe
[OCNiIfKEeHHA [0 NPOTOKO/Y K/iHIYHOrO A0CNiMKeHHS «PaHAomizoBaHe, noAgiiHe cnine gocnigmxkeHHs i
hasn ana nopiBHAHHA nemo6ponisymadby 3 nnauebo y KombiHauil 3 Heoal'loBaHTHOK XiMioTeparielo Ta
aA'toBaHTHOIO E€HAOKPVHHOK Tepanietd nNpy NikyBaHHI paky MOJIOYHOI 3as1031 3 HasABHICTIO peLenTopiB A0
€CTPOreHiB i BIACYTHICTHO NIIOACLKUX PeLLenTopiB enigepmasibHoro gpaktopa pocty 2 (ER+ / HER2-) Ha paHHiii
cTagii npu Bucokomy ctyneHi pusmky (KEYNOTE-756)», kog gocnigpxeHHs MK-3475-756, 3 iHKOpNopoBaHOH
nonpaskoto 03 Big 20 rpyaHs 2019 poky; crnoHcop - «Mepk Wapn EHA Joym Kopn.», A0oYipHE NigNpUEMCTBO
«Mepk EHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

33. 3anyueHHs [,0[ATKOBOro Micus NpoBeAeHHs KAiHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y K/iHIYHOrO
pocnigxeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-kOHTPO/bOBaHe JochiimkeHHa |l ga3m 3
afganTMBHUM Au3aiHoM 3 MeTow ouiHki npenapaTy LY3471851 (NKTR-358) y nauieHTiB i3 akTMBHUM
BMPa3KoBMM KOJITOM Bif, MOMIPHOro A0 TsHKKOro nepebiry», kof pocnigxeHHs J1P-MC-KFAH, Bepcis 3
nonpaskoto (a) Big 18 nuctonaga 2020 poky; cnoHcop - Eni Mlinni eHg Komnani, CLWA / Eli Lilly and Company,
USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

No M.1.B. BignoBigasibHOro gocnigHNKa
n/n HasBa micus npoBeAeHHs KiHIYHOTo BUNPOGYBaHHSA

1 O.M.H., npod. IBaHoB B.IT.

KomyHaslbHe HekomepLjiiiHe NigNnpPMEMCTBO «BiHHMLUbKMIA 06NAaCHWI KiHIYHWIA rochiTaslb BEeTepaHiB
BiflHN BIHHMUBKOT 06n1acHOi Pagu», TepaneBTWMYHe BigdineHHs Neol, BiHHWUbKWIA HauiOHabHWi
MeanYHUA yHiBepcuTeT iM. M.1. Muporosa, kadpeapa BHYTPILLHLOT MeanLUnHN Ne3, M. BiHHMUA

34. OHoBneHuii Mpotokon KiiHiYHOrO BUNpPoOGyBaHHA 64264681LYM1001, das3a 1, nonpaBka 4,
JNJ-64264681, Big 18 ntotoro 2021 poky, aHrnilicbkoto MoBoto; [loaaTtok pgocnigHuka | Investigator
agreement JNJ-64264681, NMpoToko/ KniHiYHOro BUNpo6yBaHHsA 64264681LYM1001, nonpaBka 4, Big 18
moTtoro 20212 poky, aHrniicbKoio MoBow; Jopatok o dopmu iHhopmoBaHoi 3roau, [logaTok Ao
Maliictep-Bepcii ®I3 Ha yyacTb y KMiHiYHOMY AochifKeHHi Big: 29 ciuHa 2021 poky, Homep Bepcii
JopaTtky Ao Maiictep-Bepcii ®I3 Ha yyacTb y kniHiuHomy gocnigpkeHHi: 1.0 / Informed Consent Form
Addendum, Master Clinical ICF Addendum Version Date: 29 January 2021, Master Clinical ICF
Addendum Version Number: 1.0, aHrfiiicbkot0 Ta yKpaiHCbKOI0 moBamu; ®opma iHpOpMOBaHOI 3roamn
MpoTtokon 64264681LYM1001 ApantoBaHa AnA YKpaiHm Bepcia Ne 3.0 Big 14 tpaBHA 2021 pokKy, Ha
OoCHOBI maiicTtep-Bepcii ®I3 Bepcia 6.0 Big 05 6epe3Ha 2021 poky; Informed Consent Form Protocol
64264681LYM1001 Country specific version for Ukraine, Number 3.0 of date 14/May/2021 Based on the
Master ICF version 6.0 of date 05/March/2021, aHrnificbKkol Ta yKpaiHCbKOK MoBamu; Joaatok no
dopmu iHchopmoBaHoi srogu NMpoTtokon 64264681LYM1001 AganToBaHa Aans YKpaiHu Bepcis Ne 3.0 Big,
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14 tpaBHA 2021 poky, Ha OocHOBi MaiicTep-Bepcii P13 Bepcis 6.0 Big 05 6epe3Ha 2021 poky; Annex to
Informed Consent Form Protocol 64264681LYM1001 Country specific version for Ukraine, Number 3.0
of date 14/May/2021 Based on the Master ICF version 6.0 of date 05/March/2021, aHrniiicbkoto Ta
yKpaiHCcbKolo moBamu; LLogeHHuK nauieHTta | Patient diary, 64264681LYM1001-ENGO1 INT-3, Version
1.0, 14AUG2020 Ukraine, BID local version 2.0, 08APR2021, Ukrainian language, aHrniiicbkoto Ta
yKpaiHCcbKolo moBamu; LLogeHHuk nauieHTta | Patient diary, 64264681LYM1001-ENGO1 INT-3, Version
1.0, 14AUG2020 Ukraine, QD local version 2.0, 08APR2021, Ukrainian language, aHrniicbkoto Ta
yKpaiHCbKolo moBamu; MNpoTokon 64264681LYM1001 LLLOAEHHUK NALLIEHTA npenapat JNJ-64264681,
npuiiom 1 p/g, 64264681LYM1001-UKRO1 INT-3 Version 1.0, 14AUG2020 Ukraine, QD local version 2.0,
08APR2021, Ukrainian language, ykpaiHCbKkoio moBoto; MpoTtokon 64264681LYM1001 LLOAEHHWUK
MNALYEHTA npenapat JNJ-64264681, npuiiom 2 plp, 64264681LYM1001-UKR0O2 INT-3 Version 1.0,
14AUG2020 Ukraine, BID local version 2.0, 08APR2021, Ukrainian language, yKpaiHCbKOI0 MOBOIO [10
NPOTOKONY KNiHIYHOrO AoCnigxXeHHs «Bigkpute gocnigpkeHHsa 1 dpasu 3 OLiHKM 6€e3neYHOoCTi, hapMaKoKiHETUKN
i hapmakognHamiku npenapaty JNJ-64264681 B yyacHUKIB 3 HEXOKKIHCHKOIK J1IMCDOMOI0 Ta XPOHIYHUM
nimchounTapHUM nerko3om», kog, focnimpkeHHs 64264681LYM1001, nonpaska 3, Big 14 cepnHa 2020 poky;
cnoHcop - AHcceH-Cinar IHTepHewHn HB, benbrisa / Janssen-Cilag International NV, Belgium

3anBHuK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

35. 36inbweHHA KinbKocTi aocnigpkyBaHux B YKpaiHi 3 100 go 150 oci6 [0 npoTOKOsy K/IiHIYHOrO
BMNpPOGYyBaHHA «PaHOomi3oBaHe, noAgiiiHe cnine gocnimxkeHHs 3 ha3nm Ans BUBYEHHS e(PeKkTUBHOCTI Ta
6e3nevyHocTi npenapaTy SAR442168 y nopiBHAHHI 3 nnayebo B Y4YacCHMKIB 3 NEePBUHHO-MPOrpPecyHnm
posciaHum cknepo3om (PERSEUS)», koag gocnigpkeHHs EFC16035, 3 nonpaBkoto 04, Bepcia 1 Big 02
nunctonaga 2020p.; cnoHcop - Genzyme Corporation, USA (IxeH3alim KopnopeliwH, CLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

36. TecT ouiHkm XO3J/1 (COPD Assessment Test™ (CAT) Big 2009 poky, YKpaiHCbKOH MOBOIO;
OuiHloBasibHUIA TecT 3 XO3/1 (COPD Assessment Test™ (CAT) Big 2009 poKy, pOCiliCbKOKO MOBOIO;
3miHa BignoBiganbHOro gocnigHuka y Mmicui npoBefeHHs KiHIYHOro BUNPOOGYBaHHA [0 MPOTOKONY
KMIHIYHOTO JocnigpKeHHS «PaHaomi3oBaHe, noAgiiHe crine, niauebo-KOHTPOoIboBaHe AO0CAifKeHHA 3 a3 B
napanenbHux rpynax, WO NPOBOAUTLCA A5 BMBYEHHS e(JIEKTUBHOCTI, 6e3neyHOoCTi Ta MNepeHOCMMOCTI
npenapaty SAR440340/REGN3500/itenekiMmaé (MOHOK/OHa/IbHI aHTUTINA, cneyudiuHi go IL-33) y
NauieHTIB i3 MOMIPHMM Ta BaXKUM XPOHIYHUM OOCTPYKTMBHUM 3axBOPOBaHHAM fiereHb (XO3/1)», kofg
pocnipkeHHss EFC16750, Bepcis 1 Big 25 BepecHss 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTiC peluepLl e gesenonmaH, ®paHuis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

BYNoO CTANIO
lnikap KyTHuk H.B. nikap CaipigeHko A.0.
MeanuHnii  ueHTp «Ok!KniHik+» ToBapuctBa 3 | Meanunuii  ueHTp  «Ok!KniHik+» TOBapuctBa 3
06MEXEHO  BiANoBIAANLHICTIO  «MiKHApOAHWIA | OBMEXEHO  BIANOBIAA/ILHICTIO  «MiXHapoAHWi
IHCTUTYT  KNiHIYHMX  AOCNIAKEHb», CTalioHapHe | IHCTUTYT  KNiHIYHUX  AOCAiAKeHb», CcTauioHapHe
BiAAiNIeHHs, BiAAIN NyNbMOHONOriT, M. KuiB Bif4i/1IEHHA, B4 Ny/IbMOHOMOTT, M. KniB

37. OcHoBHa chopma iHpopmoBaHoi 3rogu (IHchopmauiiHnii NMCTOK | chopma 3rogn ANA YYACHUKIB
BOCNiKEeHHSA) aHrNificbKOIO MOBOIO ANA YKpaiHu, Bepcis 4.0 Big, 27 TpaBHsa 2021 p. Ha OCHOBi OCHOBHOI
c¢hopmu iHchopmoBaHoi 3rogu (IHchopmauiiiHnii NMCTOK i chopma 3roamn Ans YyYaCHUKIB [OCHIfKEHHS)
aHrniicbkolo moBoto, Bepcia 3.0 Big 29 kBiTHA 2021 p.; OcHoBHa chopma iH(hopMOBaHOI 3roau
(IHcbopmauiiHMii nucTok | chopma 3rogn ANA yYACHUKIB [OCHIMKEHHSA) aHIMINCbKOID MOBOIO AnA
YKpaiHn, Bepcia 4.0 Big 27 tpaBHA 2021 p. Ha OocHOBi OcHoOBHOI ¢hopmu iHhopmoOBaHOI 3rogu
(IHcbopmauiiHnia nucToK i hopma 3rogu ANA y4aCHUKIB AOCNIAKEHHSA) aHINiACbKOK MOBOLO, Bepcis 3.0
Bif 29 KBiTHA 2021 p., nepeknag yKpaiHCbKO MOBOI Ana YKpaiHu Big 30 TpaBHA 2021 p.; OCHOBHa
thopma iHpopmoBaHoi 3roau (IHopMauiliHUI NUCTOK i chopma 3roan AN y4acHUKIB AOCNIIKEHHSA)
aHrnificbKko MoBOlO AnA YkpaiHu, Bepcis 4.0 Big 27 TpaBHA 2021 p. Ha ocHOBi OCHOBHOI thopMu
iHhpopmoBaHoi 3rogu (lHpopmauiiiHuiAi nucTtok i chopma 3rogn ANA YYACHUKIB  [OCHIMKEHHSA)
aHrnificbKor MoBoto, Bepcia 3.0 Big 29 kBiTHA 2021 p., nepeknag, pociiicbKoo MOBOIO A/is YKpaiHu Big
30 TpaBHA 2021 p. [0 MPOTOKOY KAiHIYHOrO JocnigxeHHs «OnTumizoBaHe, 6GaraToueHTpoBe,
paHAoMi30BaHe, NoAgiiHe cnine, nnaueb0-kOHTPOIbOBaHe AOCNIMHKEHHS Y NapasiesibHUX rpynax i3 BUBYEHHS
BM/IMBY eMnarnigpsi03MHy Ha 4acToTy rocnitasiisadii 3 NpMBoAY cepLeBol Heo0CTaTHOCTI Ta BN/INBY Ha piBEHb
CMEpPTHOCTI y NaLieHTIB i3 rocTpuM iH(hapkToM MiokapAa», Kog gocnigpkeHHs 1245-0202, sepcis 1.0 Big 03
nunnHa 2020 poky; cnoHcop - Boehringer Ingelheim International GmbH, HimeuyunHa
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3asBHUK - TOB «KOBAHC K/1IHIKA/ AEBENIOMNMEHT YKPAIHA»

38. OHOB/IEHNI NPOTOKOJ KNiHiYHOro Bunpo6ysaHHA MK-3475-641 3 iHkopnopoBaHoOto nonpaskoto 05
Bif 14 TpaBHsa 2021 poKy, aHrNifiCbKOKO MOBOIO [0 NPOTOKOY KAIHIYHOrO AoCnimkeHHs «PaHagomizoBaHe,
noagiviHe cnine gocnimxenHs ll pasn neméponisymady (MK-3475) y kombiHaLi 3 eH3anyTamifoM NOPIBHAHO
3 eHsa/lyTamijoMm 3 nnauebo Yy Yy4yacHMKIB 3 MeTacTaTM4yHMM KacTpauiiHO- PEe3UCTEHTHUM PakoMm
nepegmixyposoi  3an03m (MCRPC) (KEYNOTE-641)», kog pgocnigpkeHHs MK-3475-641, Bepcia 3
iHKOopnopoBaHoto nonpaskoto 04 Big 11 rpyaHs 2020 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», AoYipHE
nignpuemctBo «Mepk eHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

39. Po3ginun «3.2.S.7.1 Stability Summary and Conclusions», «3.2.S.7.3 Stability data», «3.2.P.8.1
Stability Summary and Conclusions», «3.2.P.8.3 Stability data» [locbe gocnigkyBaHOro slikapcbKoro
3acoby MK-1308A, Bepcis 06D385 Big 19 tpaBHsA 2021 poKy, aHrniiicbkoo mMoBoOt; MogoBXeHHS
TEepMiHy npupaTHOCTI AOCifMKyBaHOro Jikapcbkoro 3acoby MK-1308A (MK-1308/MK-3475)
CTepu/bHUIA PO3UYNH AN BHYTPiWHLOBEHHOI iHY3ii, 1.43/22.86 mr/mn 3 18 micsuis fo 24 micauis 10
NPOTOKONY KNIHIYHOTO JocnimkeHHs «BigkpuTte, paHaomizoBaHe pocnimpkeHHA 1l da3nm ana  ouiHkM
edheKkTMBHOCTI Ta 6e3neyHocTi nemoponizymady (MK-3475) y kombiHauii 3 6ensytugaHom (MK-6482) Ta
nexHeaTtuHioom (MK-7902), abo MK-1308A y koMGiHaUil 3 IeHBATMHIOOM MOPIBHAHO 3 NEMO6pPONi3ymMmabom i
NIEHBATUHIOOM B SAKOCTi MepLUOi AiHiT Tepanii ANs y4acHWKIB 3 PO3MNOBCIOAKEHOK CBIT/IOKAITUHHOK HUPKOBO-
KNITUHHOK KapuUHOMO», Koa aocnigpkeHHs MK-6482-012, 3 iHkopnopoBaHot nonpaBkoto 01 Big 26 ciuHsA
2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», godvipHe nignpmemctso «Mepk eHpg, Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

40. OHoBneHuii MpoTokon KniHiuHoro gocnimkeHHAa SHP675-301, Bepcis 3 nonpaskoto 3 Big 30 KBiTHSA
2021 poky, aHrniucbKO MOBOW; Bpowypa pocnigHuka [OCAiAKYBaHOro nikapCbKoro 3acooy
REPLAGAL® (arancigasa anbpa), Bepcisa 24 Big, 15 6epe3Ha 2021 p., aHrniicbkow moBoto; SHP675-
301_OcHoBHa iHdhopmauisa ana naugieHta Ta coopma iHchopmMoBaHOI 3roau, Ans YKpaiHu YKpaiHCbKOIo
MoBOlI0, Bepcis 5.0 Big 21 TpaBHA 2021 p.; SHP675-301_OcHoBHa iHthopmauif ana nayieHta 1a popma
iHcbopMoBaHOi 3rogun, onA YKpaiHu pociiicbKolo MoBoOto, Bepcia 5.0 Big 21 tpaBHA 2021 p.; SHP675-
301_OcHoBHa iHthopmauia ana nadieHta Ta ¢popma iHchopmoBaHOi 3rogun, Ans YKpaiHu aHrNincbKoto
MoBoOt0, Bepcia 5.0 Big 21 tpaBHA 2021 p.; SHP675-301_[lonoBHEHHSA A0 OCHOBHOI iHchbopMmauii ans
nauieHTa Ta hopmu iHpopmoBaHoi 3roau - iHpopmauia Ta hopma iHhopmoBaHOT 3roan Ana BariTHoI
nauieHTKN Ha 36ip gaHUX Npo BariTHICTb | HOBOHAPOMKEHY AUTUHY, YKPATHCbKOIO MOBOIO ANA YKpaiHu,
Bepcis 2.0 Big 21 TpaBHA 2021 p.; SHP675-301_J0noBHEHHA A0 OCHOBHOI iHhopMaLii Ana nayieHTa Ta
thopmu iHchopmoBaHoOiI 3roau - iHhopMauis Ta hopma iHopmMoBaHOI 3roaun Ans BariTHOI NaLiEHTKN Ha
36ip gaHuX Npo BariTHICTb | HOBOHAPOAKEHY AUTUHY, POCICHKOIO MOBOLO A/l YKpaiHu, Bepcis 2.0 Bipg,
21 TpaBHA 2021 p.; SHP675-301_J[lonoBHEHHS1 A0 OCHOBHOI iH(popMauil ana nauieHTa Ta dopmu
iHdbopMoBaHoOi 3roau - iHhopmauis Ta popma iHhOpMOBaHOI 3roau A/s BariTHOI NalieHTKM Ha 36ip
J[aHuUX Mpo BariTHICTb i HOBOHAPOMKEHY AUTUHY, aHINIACLKOKO MOBOIO AnsA YKpaiHu, Bepcis 2.0 Big 21
TpaBHA 2021 p.; SHP675-301_dopma BigknukaHHA iHhopmauii ana nayieHta Ta oopmu iHpopmoBaHoOI
3rogn, Ana YKpaiHu yKpaiHCbKOK MOBOLO, Bepcia 2.0 Big 21 TpaBHA 2021 p.; SHP675-301_dopma
BiAKNUKaHHA iHchopmayii gna nauieHta Ta dhopmu iHhopmoBaHoOi 3rogun, onA YKpaiHu pocilicbkoro
MoBolo, Bepcis 2.0 Big 21 TpaBHA 2021 p.; SHP675-301_dopma BigknukaHHaA iHhopmauii ona nauieHTa
Ta chopmu iHchopMoBaHOT 3rogu, Ana YKpaiHu aHrnilicbKolo MOBOIO, Bepcis 2.0 Big 21 TpaBHA 2021 p.;
SHP675-301_IHchopMmauis ana goépososnbus Ta chopma iHhopMoBaHOi 3roan Ha npoBefeHHA cMPT,
ANA YKpaiHu, yKpalHCbKoio MoBolo, B.1.0 Big 21 tpaBHA 2021 p.; SHP675-301_ IHchopmauia ans
Ao6poBonbuA Ta dopma iHhopMoOBaHOI 3rogu Ha npoBepeHHA cMPT, ana YkpaiHu, pocilicbKoto
MmoBoto, B.1.0 Big 21 TpaBHA 2021 p.; SHP675-301_IHcopmauis ana poGpoBonbua Ta ¢opma
iHdhopMmoBaHoi 3rogu Ha npoBeaeHHA cMPT, ana YKpaiHu, aHrnilicbkoto moBoto, B.1.0 Big 21 TpaBHA
2021 p.; 3pa3oK 300paXeHHA ONUTYBa/IbHUKA A4J1S NaLUi€HTa, AK1ii 6yae MiCTUTUCL HA €/IEKTPOHHOMY
Hocil «BPI-SF (KapTa 1ina)» (BPI-SF (BodyMap) eCOA Tablet Screenshots), gns Ykpainu, Bep. 1.00 Big
21 ciuHsa 2021 p., YKpaiHCbKOIO MOBOIO; 3pa30okK 300paXeHHA ONUTYBaJIbHUKA 4151 NaLiEHTa, SAIKUiA 6yae
MICTUTUCb Ha eneKTpoHHoMy Hocii «BPI-SF (Kapta Tina)» (BPI-SF (BodyMap) eCOA Tablet
Screenshots), ana Ykpaiiu, Bep. 1.00 Big 21 ciuHAa 2021 p., pociicbKol0 MOBOIO; 3pa30K 300paKEeHHs
onuTyBaJIbHUKA AJ1S NaLi€HTa, AKUIA 6yAe MICTUTUCH Ha e/IEKTPOHHOMY HOCiT «CTUCnNiA 3anuTasibHUK
Ana ODocnimpxeHHAa Btomu» (Brief Fatigue Inventory), ans YkpaiHu, sep. 1.00 Big 21 ciuHa 2021 p.,
YKpPaiHCbKOKO MOBOIO; 3pa30oK 306paXeHHs1 ONMTYBaJ/IbHUKA AN1A NauieHTa, AKUii 6yae MICTUTUCH Ha
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€/IeKTPOHHOMY Hocii «CTucnuin 3anutanbHuk Ana JocnipxeHHs Bromu» (Brief Fatigue Inventory), ans
YKpaiHu, Bep. 1.00 Big, 21 ciuHa 2021 p., pociiicbkolo MOBOI; 3pa3ok 306paXXeHHs1 ONUTYBasibHUKa ANs
nauieHTa, Akuii 6yge MiCTUTUCb Ha eNeKTPOHHOMY Hocii «GSRS» (GSRS eCOA Tablet Screenshots),
Ans YkpaiHu, Bep. 1.00 Big 21 ciuHa 2021 p., YKpaiHCbLKOO MOBO; 3pa3oK 300paXeHHs
onuTyBaJ/IbHUKA AJ1A NauieHTa, Akuii 6yae MiICTUTUCb Ha eNeKTPOHHOMY Hocii «GSRS» (GSRS eCOA
Tablet Screenshots), ana Ykpaiiu, Bep. 1.00 Big 21 ciuHA 2021 p., poCilicbKOl0 MOBOIO; 3pa3okK
306paXeHHs onNUTYBa/IbHUKA ANA NaLi€eHTa, AKUA 6yae MICTUTUCb Ha eIeKTPOHHOMY Hocii « SF-36v2
Standard» (SF-36v2 Standard eCOA Tablet Screenshots), pnsa Ykpainu, sep. 1.00 Big 21 ciuHsa 2021 p.,
YKPAiHCbKOIO MOBOL0; 3pa3oK 300paXXeHHs1 OoNUTyBaJ/ibHUKa A5 NauieHTa, SKuidi 6yge MiCTUTUCL Ha
eNleKTPOHHOMY Hocii «SF-36v2 Standard» (SF-36v2 Standard eCOA Tablet Screenshots), gna YkpaiHu,
Bep. 1.00 Big 21 ciuHa 2021 p., pOCINCbKOIO MOBOI; 3pPa3OK 300paXeHHA OonUTyBaJibHUKa ANA
nayieHTa, KU Gyae MICTUTUCL Ha eNieKTPOHHOMY Hocii «PGI-S» (Shire SHP-675-301 PGI-S eCOA
Tablet Screenshots), ana Ykpaiuu, Bep. 1.00 Big 21 ciuHA 2021 p., YKpaiHCbKOIO MOBOIO; 3pa3ok
300paXeHHA onNUTYBaJIbHUKA ANA NauieHTa, sKuii 6yae MICTUTUCb Ha eNeKTPOHHOMY Hocii «PGI-S»
(Shire SHP-675-301 PGI-S eCOA Tablet Screenshots), ana YkpaiHu, sep. 1.00 Big 21 ciuHa 2021 p.,
pociiicbkolo MOBOIO; 3pa3oK 306paXeHHsA ONUTYBa/ibHWKa ANA NauieHTa, AKWA Oyae MICTUTUCHL Ha
€/IeKTPOHHOMY Hocii «HaBuanbHuiAi MoAynb i3 KOpuCTyBaHHA nnaHweTtom» (Shire SHP-675-301
TrainingModule eCOA Tablet Screenshots), ons YkpaiHu, sep. 1.00 Big, 21 ciuHsa 2021 p., yKpaiHCbKOIO
MOBOI0; 3pa3oK 306paXKeHHA oNUTYBa/IbHUKA ANA NauieHTa, iKnii 6yae MICTUTUCb Ha eNNeKTPOHHOMY
Hocii «HaBYanbHMii moaysb i3 KopuctyBaHHsA naaHwetTom» (Shire SHP-675-301 TrainingModule eCOA
Tablet Screenshots), gna Ykpaiuun, Bep. 1.00 Big 21 ciuna 2021 p., pociiicbKoo MOBOL0; KapTka nauieHTa
Aana pocnigpxkeHHa SHP675-301, Bepcia 2.0.0 Big 20 TpaBHA 2021 p., YKpaiHCbKOK MOBOI; KapTka
nauieHTa gnsa gocnigpkeHHAa SHP675-301, Bepcisa 2.0.0 Big 20 TpaBHA 2021 p., pOCINCbKOIO MOBOIO 10
NPOTOKONY KMIHIYHOrO AOCNiAXeHHs «BigkpuTe AochipkeHHa dasm 3 ANs OuiHKM eEeKTUBHOCTI Ta
6e3neyHocTi npenapaty PEMJIAFANI® ans nauieHTiB i3 xBopo6oto Pabpi, fAKki paHille He oTpumyBau
nikyBaHHA», ko4 gocnimkeHHs SHP675-301, sepcia 3 nonpaskoto 1 Big 01 kBiTHA 2020 poky; CNoHCop -
«Llaiep XbtomaH IxeHeTik Tepanis, IHK.», CnonyyeHi LUtatn Amepukn (Shire Human Genetic Therapies, Inc.,
USA)

3asaBHUK - ToBapncTBo 3 OBMexXeHoto BignosigansHicTio «KOHTpakTHO-AoCNiAHULbKA opraHizauis IHHoDapMm-
YkpaiHa»

41. Bpouwypa gocnigHuka MK-3475, BupgaHHA 20 Big 08 6epe3Hs 2021 poKy, aHINMIACLKOIO MOBOIO;
IHchbopmaLia Ta AOKYMEHT Npo iHhopmoBaHy 3roay A5 nauieHTa, YkpaiHa, MK-3475-859, Bepcis 10 Big,
26 TpaBHA 2021 poOKy, YKpAIHCbKOIO MOBOIO; IH(hopMaLisa Ta AOKYMEHT npo iHhopmoBaHy 3rogy AnsA
nauieHTa, YKpaida, MK-3475-859, Bepcis 10 Big 26 TpaBHs1 2021 poKy, pOCiliCbKOK MOBOIO /10 TPOTOKOJY
KniHiYHOro JocnimpkeHHs «PaHgomisoBaHe, NoaBiliHe cnine KiHiYHe AocnimkeHHs doasn 3 neM6posisymady
(MK-3475) y kom6iHauji 3 xiMmioTepanieto y nopiBHAHHI 3 nnauebo y koM6iHaLii 3 xiMmioTepanieto B AKOCTI
NiKyBaHHA nepLuoi NiHil y nauieHTis 3 HER2-HeraTnsBHO0, nonepeaHbL0 HeNikoBaHoo, HeonepabenbHo abo
MeTacTaTUYHO aZleHOKapLMHOMOL LWYHKY abo ractpoesochareasibHoro 3'’egHaHHsA (KEYNOTE-859).», ko
pocnipkeHHa MK-3475-859, 3 iHkoprniopoBaHoto nonpaskoto 03 Big 11 ciuHa 2021 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgodipHe nignpuemctso «Mepk EHA, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIBHICTIO «MC/], YkpaiHa»

42. BK/IOYEHHA A0[AaTKOBUX MiCLb NpoBeAeHHs KMiHIYHOro BUNPOGYBaHHA [0 MPOTOKOY K/IHIYHOro
pocnimpkeHHs «PaHgomizoBaHe, noAgiliHe cnine gocnigxeHHs 3 doasn Tpunayuknidy abo nnauedo y nauieHTis,
AKi OTPUMYIOTL XiMioTepanito remuutabiHoM i Kap6onnatuHoMm nepwoi abo Apyroi niHil ximioTepanii ans
NiKyBaHHS MICLeBOMOLLIMPEHOr0 HepesekTabenbHoro abo MeTacTaTMYHOrO MOTPIAHO-HEraTMBHOIO paky
MonouHoil 3a103n (PRESERVE-2)», kog gocnigxeHHs G1T28-208, nonpaska 3 Bepcia 4.0 Big 02 6epesHs
2021 poky; cnoHcop - «[xi YaH TepanbloTike, IHK.»/ G1 Therapeutics, Inc., CLUA

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHSA

1 | A.M.H., npod. Yewyk B.€.

ToBapncTBO 3 06MEXEHOHD BiANOBIAA/ILHICTIO «MeanyHuiA LEHTP iMeHi akagemika KOopis MNpokonosuya
CnikeHka», Bigain KniHivHmx pocnimkeHb Ne 1, c. KanitaHiBka, KneBO-CBATOLIMHCBHKUIA PaiioH,
KuiBcbka 061acTb

2 | 3aB.Big. WeBHsa C. T1.

KoMyHanibHe HeKoMepLUiHe nignprueMcTBOo «IofinbCbKnii perioHalbHUIM LEHTP OHKOOTIT BiIHHMLbKOT
06nacHol paan», BigaineHHsa ximiotepanii, M. BiHHMUA
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43. OHOBEeHUIT NPOTOKOJ KNiHiuHOro Bunpo6yBaHHsa MK-3475-B61, 3 iHkopnopoBaHoto nonpaskoto 01
Bif 15 kBiTHA 2021 poKy, aHrnilicbkoo MoBot. Bpowypa gocnigHnka MK-3475, BugaHHAa 20 Big 08
Gepe3Hs 2021 poky, aHrNificbKOO MOBOIO; YKpaiHa, MK-3475-B61, Bepcisa 1.00 Big 28 TpaBHA 2021 poky,
YKpaiHCbKOI0 MOBOIO, iH(bopMauis Ta AOKYMEHT npo iHhopmoBaHy 3rogy A nauieHTa; YKpaiHa,
MK-3475-B61, Bepcis 1.00 Big 28 TpaBHsi 2021 poKy, POCil/iCbKOI0 MOBOIO, iH(pOopMaL,isl Ta SOKYMEHT Npo
iHbopMoBaHy 3rogly ANA nauieHTa; YkpaiHa, MK-3475-B61, Bepcia 00 Big 27 TtpaBHa 2021 p.,
YKpaiHCbKOIO MOBOIO, AOMNOBHEHHS1 A0 iHcopmauil Ta AOKYMeHTy npo iHcopmoBaHy 3rogy Ansi
nauieHTa Ha nikyBaHHsAl nicna nporpecii 3axBoploBaHHA; YkpaiHa, MK-3475-B61, Bepcisa 00 Big 27
TpaBHA 2021 p., pOCIACHLKOIO MOBOIO, lIONOBHEHHA A0 iHopMauii Ta AOKYMEHTY Npo iHhopmoBaHy
3rogy oA nadieHTa Ha NiKkyBaHHA Nicas Nnporpecii 3axBoOprOBaHHA A0 MPOTOKO/1Y K/iHIYHOTO A0CNiAKEHHS
«BigkpuTe KniHiyHe gocnigxeHHs Il dpasn, Lo npoBoANTLCS B OAHIM rpyni Ans ouiHkM nemoéponisymady B
KOMOiHaL,i 3 TeHBaTMHIGOM B AKOCTi MepLUOi NiHiT /1ikyBaHHSA B YHaCHUKIB 3 pO3MOBCIOAKEHO / MeTacTaTUUHO
HECBITNOKNITUHHOK HUPKOBO-KAITUHHO KapunHoMmoro HUpKK (HCKHKKH) (KEYNOTE-B61)», ko4 A0CAifKEeHHS
MK-3475-B61, Bepcia 00 Big 22 BepecHs 2020 poky; cnoHcop - «Mepk LWapn EHg Joym Kopn.», AodipHe
nignpuemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asABHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBiAasbHICTI0O «MC/[, YkpaiHa»

44, 36iNbLUEHHA 3aN/IAaHOBAHOI Ki/IbKOCTI NaLi€HTIB, WO GyAyTb 3a/ly4aTucs y KniHiuHe BUNPOOYBaHHSA
B YKpaiHi 3 130 go 150 oci6; 3miHa Ha3BM 3asABHMKa K/iHIYHOro BUNpoo6yBaHHA 3 TOB «IHC Pecepu
YkpaiHa» Ha TOB «CiHeoc Xenc YKpaiHa» A0 NPOTOKONY KNiHIYHOro AocnigpkeHHs «daza 3, 12-TnxkHese,
GaraToLEHTpOBe, paHAOMi30BaHe, NoaBiiHe cnine, nnaueb0-KOHTPONbOBaHE AOCMIMKEHHS Yy 2-X rpynax 3
chikcoBaHMM Ao3aMy AN OUiHKKM  edpeKkTUBHOCTI, 6e3neYyHocTi Ta NepeHoCUMOCTi Gpekcninpasony
(OPC-34712) npw nikyBaHHi NaUi€HTIB i3 aXMTaLi€ NOB’A3aHOI0 3 AeMEHLE AMbLIreiiMepiBCbKOro Tumy»,
ko4 pocnimkeHHs 331-14-213, sepcia 4.0 3 nonpaskot 3 Big 14 BepecHsa 2020 poky; cnoHcop - Otsuka
Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacbioTik/l [JeBesionMeHT eHf
KomepcinizeiiwuH, IHk.», CLUA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

45. YkpaiHa, MK-3475-866, Bepcis 1.02 Big 26 TpaBHA 2021 p., yKpalHCbKOIO MOBOIO, iH(hopMaLisi Ta
[OKYMeHT npo iHhopmoBaHy 3roay ANA nauieHTa; YkpaiHa, MK-3475-866, Bepcia 1.02 Big 26 TpaBHA
2021 p., pociiicbKolo MOBO}O, iH(hopMmauiss Ta AOKYMEHT Mpo iHopmoBaHy 3rogy A1 NaLUieHTa;
YKpaiHa, MK-3475-866, Bepcis 01 Big 26 TpaBHA 2021 p., yKpaiHCbKOIO MOBOO, iHthopMaLiiiHWI INCTOK
i AOKYMEHT npo iHhopmoBaHy 3rogy Ha MallGyTHE GiomeguuHe AgocnimKeHHA; YKpaiHa, MK-3475-866,
Bepcisa 01 Big 26 TpaBHA 2021 p., pOCiiCbKOK MOBOIO, iH(hopMmaLiAiHUA NUCTOK i [OKYMEHT Mpo
iHhbopmoBaHy 3rogy Ha MaiiGyTHE GiomeguuHe pocnimkeHHs; MK-3475-866_306paxeHHs Ha
eNeKTPOHHUX WoAeHHUKaxX Ana nauieHta (EQ-5D-5L; FACT-B1-Cys; BCI; Login; PIN change; Patient
main menu), Ana YKpaiHu, Bepcisa 2 Big 06 TpaBHA 2021 poky, yKpaiHCbKoiw MoBow; MK-3475-
866_300paxeHHs1 Ha eNeKTPOHHUX WoAeHHUKaxX ans nauieHTa (EQ-5D-5L; FACT-B1-Cys; BCI; Login;
PIN change; Patient main menu), gns YkpaiHu, Bepcis 2 Big 06 TpaBHA 2021 poky, pOCiliCbKOI0 MOBOIO;
NucT-po3s’sacHeHHA po cekuii 1.3.1 (Ta6nuua 1) ao npotokony MK-3475-866 Big 27 TpaBHs 2021 poky,
AHINIACBbKOIO MOBOIO 10 MPOTOKO/Y KAIHIYHOIO JOCNIMKEHHS «PaHomi30BaHe, MOABIHE chine AOCNILKEHHS
Il dhasm pna ouiHku nepionepauyiiiHoro 3acTtocyBaHHSA nemoponisymady (MK-3475) y kombGiHauii 3
Heoaa'toBaHTHOK XiMioTepanieto MOPIBHAHO 3 nepionepauiiHuM 3acToCyBaHHAM niauebo y KoMbGiHauji 3
Heoaa'toBaHTHO XiMioTepaniel B y4aCHUKIB 3 M'A30BO-iHBa3MBHMM PakOM CEYOBOro Mixypa, NpuaaTtH1Mx ans
nikyBaHHs uncnnatnHom (KEYNOTE-866)», ko gocnimkeHHs MK-3475-866, 3 iHKOpnopoBaHOK MONPaBKOH
02 Big 15 rpyaHsa 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», aodipHe nignpnemctso «Mepk EHg Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

46. KopoTka xapaktepucTuka niikapcbkoro 3aco6y Xymipa (aganimyma6) 40 mMr, po3uvH As iH’ eKUiid y
nonepegHbLO HanoBHEHOMY wWnpuui Big 06 TpaBHA 2021 poKy A0 NPOTOKONY KNIHIYHOIO AOCNIAXEHHS
«PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs, |l dasn, gna nopiBHAHHA npenapaty YnagauuTuHIO
(ABT-494) 3 nnauebo Ta 3 agasiimymabom y nauieHTiB 3 akTUBHMM NCOPIaTUYHUM apTpUTOM, Siki MalTb B
aHamMHe3i HeadekBaTHy BIgNoOBiAb MNPUHAWMHI Ha OAWH HeBGIoNoriYHMiA  XBOPOHO-MOANIKYHOYMiA
npotupeBmatuyHuii npenapat (XMIMPM) — SELECT - PsA 1», ko pJochnigpkeHHsa M15-572, 3
iHKOpNopoBaHMM afMiHICTpaTMBHUMK 3MiHamu 1, 2, 3, 4, 5, 6 [ans MoHkoHry (KuTalid)], 7 i 8 Ta NMonpaBkamu 1,
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1.01 (ana VHP kpain) 2, 3, 4, 5, 6 Ta 7 (4N BCiX KpaiH kpiMm AnoHiT) Big 30 ciuHsa 2021 poky; cnoHcop - AbbVie
Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

47. BKNIOYEHHsA J0[aTKOBMX MicLb NPOBEAEHHA BUNPOGYBAHHA [0 NPOTOKO/TY KAIHIYHOTO JOCIIKEHHS
BaraToueHTpoBe, paH4OMi30BaHe, NoABiliHe criine AOC/iMKEHHS, WO NPOBOANTLCA B MapasiesibHUX rpynax
OS5 OLIHKM edpeKTMBHOCTI Ta 6€3MeYHOCTi NTepopPasIbHOro eTpaciMogy npu Moro 3aCToCyBaHHI 4715 IHAYKLIAHOT
Ta NigTpMMyBa/lbHOT Tepanii Npu NikyBaHHI akTMBHOI XBOPOOM KpoHa Big MOMIPHOTO A0 BaXKOro CTyneHs
TSDKKOCTI, ko, pocnimkeHHss APD334-202, 3 iHkoprnopoBaHot nonpaBkoto 2.0 Big 11 yepsHA 2020 poky;
crnoHcop - «ApeHa ®apmackioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

Ne MN.1.6. BigNoBiga/IbHOro AoCNiAHMKA

n/n HasBa micus NpoBeAEeHHSs KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npody. BaosnueHko B. I.
KomyHanbHe HekomepuiiHe nignpruemMcTBo «KniHiYHa AikapHsa LWBWMAKOT MeAMYHOI [0onoMoru
M.J/lbBOBa», LEHTp Tepanii, JIbBiBCbKUIA HaLjiOHa/IbHUIA MeAMYHWIn yHiBepcuTeT iMeHi [JaHuna
lranmupkoro, kadenpa Tepanii Nel Ta MeAWYHOI AiarHOCTUKK dhakynbTeTy NiCNAAUMIOMHOT OCBITH,
M. J1bBIB
2 O.M.H., npodp. 3axapaw 0. M.
MeauyHnin LeHTp TOBapucTBa 3 0OMEXEHOH BiAMNOBIZANLHICTIO «[@PMOHIA Kpacu», BigAiNeHHs
KNiHiYHMX BUNpOo6YyBaHb, M. KWiB
3 4.M.H. FonosueHko O.I.
MeamnyHWii LeHTP TOBapMCTBa 3 0OMEXEHO BiANOBIgANbHICTIO «Xesc KniHik», MegnyHuii KNiHiuHWiA
JOCNiAHNUBKWI LEHTP, BiAAis racTPOEeHTEPOOrii, renatosiorii Ta eHAOKPUHOAOTIT, M. BiHHMUSA
4 O.M.H., npody. Pegis O.1.
O6nacHe KOMyHaslbHE HEKOMEpLjiiHe MiANPUEMCTBO «YepHiBelbka 06/1acHa KMiHiYHa JliKapHS»,
nigposain ractpoeHTeponorii, ByKOBWHCbKWIA [epXaBHWIT Meau4YHWUiA  yHiBepcuteT, kadegpa
BHYTPILHLOT MEANLMHN Ta iHEKLiHNX XBOPO6, M. YepHiBLi

48. 3miHa Ha3BM Ta MicusA NPOBEeAEHHA K/TiIHIYHOro BUNPOGyBaHHA 40 NPOTOKO/Y KAiHIYHOTO JOCiAKEHHS
«PaHgomizoBaHe, noggifiHe-ciine khiHiyHe pocnigkeHHsa 1l cdasn nem6ponisymady (MK-3475) Ta
ximioTepanii (XP abo FP) B nopiBHSAHHI 3 Nnauebo Ta ximioTepanieto (XP a6o FP) B ikocTi Heoaa'toBaHTHOrO /
aA'toBaHTHOrO fiKyBaHHA Naui€HTIB 3 aeHOKApPUMHOMOK LLUYHKY Ta LWIYHKOBO-CTPABOXiAHOMO 3‘€fQHaHHS
(WC3) (KEYNOTE-585)», kog gocnigpkeHHs MK-3475-585, 3 iHkoprnopoBaHow nonpaskoto 08 Big 16 KBIiTHSA
2021 p.; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpuemcTtBo «Mepk EHA Ko., IHK.», CLLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTAJIO

O.M.H., npod). BoHpapeHko |.M.

KomyHanbHuii 3aknag «MicbKka KiiHi4yHa flikapHsA
Ne 4» [HiNpoBCbKOI MiCbKOi pagu», BigAineHHA
XimioTepanit, JepxaBHuii 3aknag,
«[JHINponeTpoBCbka MeauyHa akagewmis
MiHicTepcTBa OXOpPOHU 340pPOB'A YKpaiHu», Kaeapa
OHKOOrii Ta MeAunYHOoI pagionorii, M. JHINpo

O.M.H., npody. BoHpapeHko .M.

KomyHanbHe HekoMmepuiiiHe MiANPUEMCTBO
«Micbka KniHiyHa nikapHsa Ned» [OHINPOBCbLKOI
MiCbKOI paau, XimioTepaneBTUYHE BiaAi/IeHHs 3
OEeHHUM cTauioHapom, [JHINPOBCbKMIA AepxaBHUiA
MEeOUYHUIA  YHIBEPCUTET, Kadlegpa OHKOoJoril Ta
MeAMYHOoI pagionorii, M. JHiNpo

49. BK/IIOYEHHA [O0AATKOBOro Micus NpoBefeHHA K/iHIYHOro BUNPOOYBaHHHA [0 NPOTOKO/Y KAIHIYHOro
pocnimpkeHHs: «PaHgomizoBaHe, MoAgiiHe cnine, nnaue60-KOHTPO/IbOBaHE AOC/IMKEHHS npenaparty
BBT-401-1S npu nepopasibHOMY 3aCTOCYBaHHi Y nauieHTiB i3 BMPa3KOBUM KONITOM CEpeAHbOro Ta BaXKKOro
CTyNeHs, L0 BK/OYA€E BiANOBiAb-aganTMBHY MOABIMHY cAiny asy MNOAOBXEHOIO NiKyBaHHS», Kof
pocnipkeHHs BBT401-UC-005, sepcia 4 Big 14 rpyaHa 2020 p.; cnoHcop - Bridge Biotherapeutics, Inc.,
Pecnyb6nika Kopes

3asABHK - TOB «KOBAHC KNIHIKA/T IEBE/IONMEHT YKPAIHA»

Ne MM.1.B. BignoBigaLHOro AocigHuKa
n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS
1 | g.m.H. Focnogapcbkuid |.4.
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KomMyHanlbHEe  HekoMepuiiHe  NiANPUEMCTBO  «TEPHOMINIbCbKAa  YHIBEPCUTETCbKa  JliKapHsa»
TepHoninbCcbkoi o6nacHoi pagn, O6nacHWii UEHTP racTpOoeHTeposiorii 3  renaTosiorieto,
racTpOEeHTEpOsIoriYyHe BiaaineHHs, M. TepHoninb

50. IHchopmauis gna yyacHuka Ta Popma 3rogm Ha yvacTb y AocCigpKeHHi, hiHanbHa Bepcifa 2.0-UA(UK),
BiA 04 yuepBHA 2021 p., yKpaiHCbKOIO MOBOIO; IH(hopMaLif ansa yyacHuKa Ta Popma 3rogm Ha yyactb y
JocnifmkeHHi, hiHanbHa Bepcia 2.0-UA(RU), Big 04 uepBHa 2021 p., pociiicbkoio MmoBoto; MoBTOopHa
GaTapes onA ouiHKU HeliponcuxonoriyHoro ctatycy (UA-RBANS): YkpaiHCcbKa gocnigHuubKa Bepcis,
RBANS RF A (RV)_Ukrainian-UA_v.1.0_2021-03-18, ykpaiHCbKOl0 MOBOIO; MoBTOpHa Gartapes Ans
OLliHKM HeiliponcuxonoriyHoro crarycy: pgocnigHuubka Bepcis, RBANS Form A (RV)_Russian-
UA_v.1.0_2021-03-18, poOCiliCbkOl0 MOBOK [0 MPOTOKO/Y K/HIYHOrO AOC/iAKEHHSA «PaHfomi3oBaHe
noAgiiHe cnine nauebo0-KOHTPO/IbOBaHE K/IiHIYHE AOCAIMKEHHS, WO BUBYAE eqeKTMBHICTL Ta 6e3neky
3aCTOCyBaHHSA MepopasibHOr0 cemarnyTuay y nauieHTiB i3 no4yaTkoBOK CTafield xBopobu Anbureiimepa
(EVOKE)», kog pgocnimkeHHss NN6535-4730, chiHanibHa Bepcis 1.0 Big 30 xoBTHst 2020 poky; cnoHcop - Novo
Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

51. OHoBneHwuit MpoTokon KniHiuHOro BuNpo6ysaHHA D2912C00003, Bepcis 3.0 Big 10 6epe3HAa 2021
POKy, aHrnilicbkoto MoBolo; IHchopmauis ana nauyieHTa i popma iHchopmoBaHoi 3rogu ana YactuHm 1
BMNpPoGYyBaHHsA, Ans YKpaiHu, Bepcis 2.0 Big 06 TpaBHA 2021 p. Ha ocHOBI MailicTep-Bepcii 2.0 Big 25
G6epe3Hsa 2021 p., aHrNificbKOO Ta yKpaiHCbKol moBamu; Jopatok o IHcdopmauii gna nauieHTta i
thopmu iHdpopmoBaHoi 3rogu ans YactuHu 1 Bunpo6yBaHHSA, ANns YKpaiHu, Bepcia 2.0 Big 06 TpaBHS
2021 p. Ha ocHOBI malicTep-Bepcii 2.0 Big 25 6epe3Ha 2021 p., aHrNifiCbKOIO Ta YKPAIHCbKOIO MOBaMU;
[Aocbe pocnimKyBaHOro nikapcbkoro 3acoby AZD1402 ta nnaue6o, faHi 3 skocTi, 1D-004508348,
po3ain Introduction, Bepcis 1.0, Big 26 TpaBHsA 2021p.; po3gin S.1 General information, Bepcis 2.0 Big,
31 6epe3HAa 2021p.,; po3gin S.2 Manufacture of drug substance, S 3.2 Impurities, Bepcia 3.0 Big 31
Gepe3HAa 2021p; S.4.4 Batch Analyses for Drug Substance, Bepcisa 4.0 Big 31 G6epe3Hsa 2021p., P.1
Description and Composition of the Drug Product Bepcis 2.0 Big 31 6epe3Ha 2021p; P.3 Manufacture of
Drug Product Bepcisa 4.0 Big 31 GepesHsa 2021p., P 3.2 Batch Formula for Drug Product, P 3.3
Description of Manufacturing Process and Process controls for drug Product, P 5 Control of Drug
Product, Bepcis 2.0 Big 31 6epe3Hsa 2021p., P.5.2 Analytical Procedures For Drug Product, Bepcis 3.0
Bif 31 6epes3Hs 2021p; P.5.4 Batch Analyses for Drug Product, P 8 Stability For Drug Product, Placebo
Product, Medical Devices Bepcisa 2.0 Big 31 6epe3Hs 2021p., A.3 Novel Excipients, S.1 General
Information [Trileucine, Bachem Ag, Ch], S.2 Manufacture [Trileucine, Bachem Ag, Ch], S.3
Characterization [Trileucine, Bachem Ag, Ch], S.4 Control Of The Excipient, S.6 Container Closure
Systems, S.7 Stability Bepcis 5.0 Big 25 TpaBHA 2021p., aHININCbLKOIO MOBOIO; MOAOBXEHHA TEPMiIHY
NPUAATHOCTI JOCiAKYBAHOIO IiKAPCbKOro 3aco6y Kancynu 3 nopowkom AZD1402 gns iHranaugiia 1 mr,
3 mr, 10 mr ta nnaue6o ao 30 micAuiB; BKNOUYEHHA [O0[ATKOBMX BUPOGHMUMX [OINAHOK AnsA
AocnipKyBaHoOro nikapcbkoro 3acooy AZD1402 ta nnaue6o Fisher Clinical Services Ink., CLUA, Fisher
Clinical Services GmbH, LlUBeiiuapia, Fisher Clinical Services GmbH, HimeuuuHa pgo npoTtokosny
KMiHIYHOrO BMNpPObyBaHHA «PaHgomizoBaHe, noggiiiHe chine, nnauebo KOHTPOMbOBaHe, H6araTtoueHTpoBe
pocnipkeHHa dasmn lla 3 BU3HAYEHHA ONTMMasbHOI 03K, Y ABOX YacTUHax, AN OUiHKW e(eKTUBHOCTI i
6e3neyHOCTi TPbOX PIBHIB A03yBaHHSA iHrasisAuiiHoro npenapaty AZD1402, o npuiiMaeTbes y hopMmi cyxoro
NOPOLLKY ABiYi Ha AO6Y NPOTAroM 4 TUXHIB, Y AOPOC/ANX NaLiEHTIB 3 OPOHXia/IbHO acTMOK, SKi OTPUMYOTh
cepefHi [03U iHransauiiHMX KOPTMKOCTEpPOIAiB», Kog AocnigpkeHHs D2912C00003, sepcia 2.0 Big 23
nuncrtonaga 2020 poky; cnoHcop - Actpa3eHeka AB, LLseuis/AstraZeneca AB, Sweden

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

52. Incdhopmauia gna nagieHta Ta dpopma iHOpMOBaHOI 3rogu, octatovHa pegakuisa 2.0 gna YKpaiHu
Bif 24 TpaBHs 2021 p., OCTAaTOUHUI NepeKsiaf 3 aHrMilicbKOT MOBU Ha YKpaiHCLKY MOBY Big, 02 uepBHA
2021 p., ocTaTOUYHWUIA nepeKknag 3 aHrNificbKoi MOBM Ha pocilicbky mMoBy Big 02 uepBHA 2021 p. a0
MPOTOKO/Ty KAiHIYHOro BMNPObyBaHHA «baraToueHTpoBe paHAOMi30BaHe, MNOABINHO C/line MOPIBHA/bHE
JocnigxeHHs 6e3neyvHocTi i eheKTMBHOCTI OMaAauuk/iHy Ta MOKCUGDMIOKCaUMHy, WO 3aCTOCOBYHOTLCS
BHYTPILUHLOBEHHO ab0 nepopasibHO NPW NiKyBaHHI AOPOC/IMX MAUEHTIB i3 HerocnitasbHOW 6akTepiasibHO
nHesMoHielo (Illb paza kniHiuHKMX BUNPOBYBaHb)», Kog AocnimkeHHs PTK0796-CABP-19302, pefakuisa 5 Bif,
19 nnctonaga 2020 p.; cnoHcop - «Mapatek ®apmachioTikan3 IHkopnopenTea» [Paratek Pharmaceuticals,
Inc.], CLLA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Ml EC AN-YKPAIHA»
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53. OHoBneHuit Mogynb 2 [locbe pochnigxXyBaHOro nikapcbkoro 3aco6y Ralmitaront Film-Coated
Tablets, 150 mg, Ro 688-9450/F09; Ralmitaront Film-Coated Tablets, 45 mg, Ro 688-9450/F10;
Ralmitaront Film-Coated Tablets, Placebo 150 mg, Ro 688-9450/F12; Ralmitaront Film-Coated Tablets,
Placebo 45 mg, Ro 688-9450/F11; Risperidone Hard Capsules, 2 mg, Ro 115-4427/F02; Risperidone
Hard Capsules, 2 mg, Ro 115-4427/F05; Risperidone Hard Capsules, Placebo for 2 mg, Ro 115-
4427|F04), Big uyepBHs 2021 p., aHrNificbKOI MOBOIO; 3a/ly4eHHs A0AATKOBOI BUPOGHMNUOT AiNIAHKMY AN
npenapary NOpiBHAHHA PucnepugoH no 2 mr TBepai kancynu a6o nnaue6o Ne36: Almac Clinical
Services Limited, Seagoe Industrial Estate 9 Charlestown Road, Craigavon, BT63 5PW, United
Kingdom; 3pa3ok mapKyBaHHA npenapaTty MOpPiBHAHHA PucnepugoH no 2 mr tBepAi kancynm a6o
nnauye6o Ne36, gna pocnigkeHHs BP41743, yKpaiHCbKOK Ta aHrNiiCbKOK MoOBaMWu A0 MNPOTOKOMY
KNiHiYHOro pocnimpkeHHs «baratoueHTpoBe, paHAOMi3oBaHe, MOABIiHE cnine, y napaiefnbHuX rpynax,
nnaueb0-KoOHTPOIbOBaHe AoCnimKeHHs dhasn || ana OuiHKM edoeKTMBHOCTI Ta 06e3neyHocTi npenaparty
R0O6889450 (PanimiTapoHT) Y NOPiBHSAHHI 3 nnauebo y nauieHTiB i3 WwWu3sogpeHieto abo 3 Wwn3oadekTUBHNM
po3/1af0M y cTagii 3arocTpeHHs», kog, aocnimpkeHHs BP41743, sepcisa 3 Big, 17 BepecHs 2020 poky; CNoHCcop -
®. XodpdpmaHH-/15 Pow Jitg, Weeiuapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

54. 36inblIeHHA KiNNIbKOCTI NaLi€HTIB, AKi NPUAMaATUMYTb Y4acTb Y KNiHIYHOMY JocnigkeHHi B YKpaiHi 3
30 go 70 oci6 Ta B cBiTi 3 55 Ao 300 oci6 A0 MPOTOKO/Y KNIHIMHOrO AOC/iAKEHHs1 «baraToueHTpoBe,
paHAomi3oBaHe, MoABiliHe chnine, nnaueb0-KOHTPO/bOBaHE AOCNIMKEHHS ha3n |b 3 METOH BUBYEHHS
6e3neyHoCcTi, MNepeHoCMMOCTi, dlapMaKOKIHETMKN, nonepeaHboi edekTMBHOCTI Ta (hapmakogMHaMikm
npenapaty RO7049665 npu nigwkKipHOMY BBEAEHHI yYaCcHUKaM 3 aKTUBHMM BUPA3KOBUM KOMITOM», KO
pocnipkeHHa WP40161, sepcisa 5 Big 20 nuctonaga 2020 p.; cnoHcop - ®. XodpdmaHH-M19 Pow 14., [F.
Hoffmann-La Roche Ltd], LBeiiuapis

3asBHIK - TOB «KOBAHC KNIHIKAN AEBE/IONMEHT YKPAIHA»

55. bpouwypa pgocnigHuka MK-3475, BugaHHa 20 Big 08 Gepe3Hs 2021 poOKy, aHr/iliCbKOO MOBOIO;
YkpaiHa, MK-3475-992, IHchopMaLis Ta AOKYMEHT npo iHhopmMmoBaHy 3rogy Ans nauieHTa, Bepcia 1.01
Big 7 4yepBHA 2021 p., YKPAiHCbKOKO MOBOLO, CTBOPE€HA Ha OCHOBi [/106a/IbHOrO WAa6/0HY AnNA
pocnipkeHHa MK-3475-992 Bepcis 02 Big 16 6epe3Ha 2021 p., a TaKOX WAGNOHY 3aTBepo)KeHOro ans
YKpaiHu, Bepcia Big 15 ciuHa 2021 p. yKpaiHCbKOO MOBOIO; YKpaiHa, MK-3475-992, IHchopmauisa Ta
[AOKYMEHT npo iHdhopmoBaHy 3roay Ana nauieHta, Bepcia 1.01 Big 7 uepBHA 2021 p., pOCINCbKOIO
MOBO}0, CTBOPEHa Ha OCHOBI rN106a1bHOro WaGoHy ana gocnigpkeHHa MK-3475-992 Bepcia 02 Big 16
6epe3Hsa 2021 p., a TaKOX LIAGNOHY 3aTBepmXeHoro Ans YKpaiHu, Bepcisa Big 15 ciuHa 2021 p.
pociiicbKOl0 MOBOIO [0 MPOTOKOJY KNiHIYHOTrO A0C/imKeHHs «PaHAaomi3oBaHe, NoABiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe K/iHIYHe pocnimkeHHs |l dhasu  ansa  BMBYEHHA ed)eKTMBHOCTI Ta  6e3neyHOoCTi
nem6ponisymady (MK-3475) y kombGiHauii 3 ximionpomeHeBow Teparieto (XMT) y MNOPIBHAHHI nvwe 3
ximionpomeHeBoto Tepanieto (XIMT) B yyacHWKIB 3 M'A30BO-iHBa3MBHMM pakoM ce4yoBoro mixypa (MIPCM)
(KEYNOTE-992)», kof gocnimkeHHs MK-3475-992 , 3 iHkoprniopoBaHoto nonpaskoto 01 Big 30 6epesHa 2020
poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», aodipHe nignpuemcteo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

56. BK/IOUEHHA A0AATKOBOro Micus NpoBeAeHHA KMiHIYUHOro BUNPOOYBaHHA [0 NPOTOKONY K/iHIYHOro
pocnipkeHHsa «PaHgomizoBaHe, noAgiiHe cnine, nnaueb60-KoOHTPO/IbOBaHE KAiHIYHE AOCNIMKEHHS, L0
NPOBOAUTLCA 3 METOI OUiHKM edekTMBHOCTI Ta 6e3neku npenapaty PCS499 npu NikyBaHHI BMpa3oK Yy
nawieHTiB 3 NiNoIg4HUM HeKpobio3om», kog focnipkeHHsa PCS499-NL02, sepcia 2.0 Big 03 6epesHa 2021p.;
cnoHcop - «Mpouecca ®apmacsrloTukasc, IHk.», CLUA («Processa Pharmaceuticals, Inc.»), U.S.A.

3asBHIK - TOB «BOP/IABAINL K/IHIKAM TPAINC YKP»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHSA

1 | A.M.H., npodp. CTenaHeHko B.1.

KomyHasibHe HekoMepuiiiHe nignpruemcTBo «OnekcaHApiBCbka KiHiYHA nikapHa M. KueBa»
BMKOHABYOro opraHy KuiBcbkoi Micbkoi paaun (KMiBCbKOT MICBKOT AepXaBHOT agMiHicTpau,ii), WKipHo-
BEHEPO/IoriyHe BigdineHHs, HauioHanbHWii meguuHuii yHiBepceuTeT iMmeHi O.0. boromornbus, kadeapa
AepmaTtonorii Ta BeHeponorii 3 Kypcom KocMeTosorii, M. Kuis
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57. 3anyuyeHHs [0[ATKOBOro Micus NpoBeAeHHs KAiHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y K/iHIYHOrO
JocnigxeHHa «PaHgomizoBaHe, NnoAgiiiHe cnine, 6araToLeHTPOBE AOCNIMKEHHS, O MPOBOAUTLCA 3 METOH)
OeMOHCTpauil ekBiBaNleHTHOT edeKTUBHOCTI Ta MNOPIBHAHHA 6e3nekn Ta iMyHOreHHocTi 6ionofibHoro
nikapcbkoro 3acoby YcrekiHymao (AVTO04) Ta npenapaTty CTenapa® y nauieHTiB 3 XPOHIYHUM ONALLKOBUM
ncopiasom Bifi cepeHbOro A0 BaXXKOro CTyrneHs TSHXKKOCTI», koA gocnimkeHHs AVT04-GL-301, sepcisa 3.0 Big,
29 kBiTHA 2021 poky; cnoHcop - «AnBoTek Caicc Al» (Alvotech Swiss AG), LLseliuapis

3anBHuK - TOB «BOPABANA KNIHIKAM TPAISIC YKP»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micus NpoBeAeHHS K/iHIYHOrO BUNPOBYBaHHS

1 O.M.H., npody. CtenaHeHko B.I.

KomyHanbHe HekomepuiiHe nignpuemctBo «OnekcaHapiBCbka K/iHIYHA JflikapHa M. Kuea»
BMKOHABYOro opraHy KuiBcbKoi Micbkoi pagun (K1iBCbKOT MICbKOT AepXaBHOT agMiHiCcTpaL,i), WKipHO-
BEHEPO/IoriYHe BigdineHHs, HauioHanbHWii meguuHnii yHiBepceuteT imeHi O.0. boromornbLs, kadeapa
AepmaTonorii Ta BeHeponorii 3 KYypcomM KOCMeTosorii, M. Kni

58. 3anyuyeHHA anbTepHATUBHOIO BUPOOHUKA AOCiAKYBaAHOro MikapCbKOro 3acooy YnagauuTuHIG
(ABT 494) - AbbVie Ireland NL B.V., IpnaHpgisa; 3pasoKk mMapKyBaHHS AOCiAKyBaHOro JliKapCbKoro
3aco6y YnapauutuHio (ABT 494) 15 mr, TaGneTku, BKPUTi NMJIIBKOBOKD OOOJIOHKOK, YKPAIHCLKOI
MOBOIO [0 MPOTOKONY KNiHIYHOTO [OCNIOXEHHSA «baratoueHTpoBe, TpuBane nofoBxeHe aocrimkeHHs I
hasm 3 ouiHkM 6e3neyHocTi Ta ePeKTUBHOCTI YNagaunuTuHioy (ABT-494) y naLieHTiB 3 BUPA3KOBUM KOMITOM>,
ko4, pocnimkeHHa M14-533, 3 iHkopnopoBaHumMu AgMiHiCTpaTUBHUMK 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbku ans
KaHagu) Ta Monpaekamun 0.01, 1, 2, 3, 4, 5 Ta 6 Big 31 nunHa 2020 poky; cnoHcop - AbbVie Inc., USA
3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

59. Pospginn «3.2.P.8.1 Stability summary and conclusion», «3.2.P.8.3 Stability data» [Oocbe
[OocnigpKyBaHOro nikapcbkoro 3acooy MK-3475 Pembrolizumab SC, Bepcia 06DDH9 Big, 04 uepBHA
2021 poKy, aHrniicbkow MoBOIO; MoaoBXEeHHA TePMiHY NPUAATHOCTI AOCNIMAKYBAHOIo JiKapCbKoro
3acoby MK-3475 (Memb6ponisymab), cTepu/ibHU PO3UMH ANs iH’eKuUili B nonepeaHbO HanoOBHEHUX
wnpuuyax, 3 12 micauis go 18 micauis; MK-3475-A86_00_BasoBa Bepcia Gpowypu Wwo[o 3paskis
TKaHUH_ANA YKpaiHuy, Big 13 xoBTHA 2020 p., yKpaiHCbKo MoBot; MK-3475-A86_00_ MacTep-Bepcis
Gpolwypu WoA0 3pa3KiB TKAHUH_AAA YKpaiHu, Big 13 )oBTHA 2020 p., pociiicbkoto moBoto; MK-3475-
A86_00_Bbpolwypa nauieHTa_ana YkpaiHu, Big 13 »oBTHA 2020 p., yKpaiHCbKo MoOBOK; MK-3475-
A86_00_Bpowypa nauieHta_gna YKpaiuu, Big 13 xoBTHA 2020 p., pociiicbkolo MoBot; MK-3475-
A86_00_MNnakat_ana YkpaiHn, Big 13 XoBTHA 2020 p., YKpaiHCbKO MOBOW; MK-3475-
A86_00_IMnakar_ansa YkpaiHwn, Big 13 oBTHA 2020 p., pocilicbkoto moBoto; MK-3475-A86_00_JlucTiBka
ANns MeAVUYHUX NpauiBHUKIB_ANa YKpaiHu, Big 13 xoBTHA 2020 p., yKpaiHCcbKolo MoBor; MK-3475-
A86_00_JlucTtiBKa Ansa MeAUUYHUX MNpauiBHUKIB_ANA YKpaiHu, Big 13 xoBTHA 2020 p., poCilicbKolo
moBoto; MK-3475-A86_00_KapTka 3 nogakoi nauieHTy_ ansa YKpaiHu, Big 13 XoBTHa 2020 p.,
yKpaiHcbKolo MoBoro; MK-3475-A86_00_ KapTka 3 nogAakor nauieHTy_ ansa YKpaiHu, Big 13 )XOBTHA
2020 p., pociiicbkoto moBoto; MK-3475-A86_00_lMociGHUK nayieHTa WoAo0 Bi3uTiB_ Ana YKpaiHu, Big 13
XOBTHA 2020 p., yKpaiHCbKO MOBO; MK-3475-A86_00 lNOCiGHMK nauieHTa WoA[o0 Bi3UTIB_ Ans
YKpaiHu, Big 13 xoBTHsA 2020 p., pOCilicCbKOK MOBOIO [0 NMPOTOKONY K/iHIYHOrO AOCNigpKeHHA «Bigkpure,
paHgomizoBaHe pocnigxeHHs Il dpasn ona BUBYEHHA (hapMakoKiHETUKM Ta 6e3MneyHOCTi NneMoposisymady
AN nigwkipHoro BBeAeHHA NOPIBHAHO 3 NeM6poizyMabom 4718 BHYTPILULHLOBEHHOIO BBEAEHHS, B KOMOIHALLiT 3
[JBOXKOMIMOHEHTHO XiMioTepanielo npenaparamu njaaTUHW, B AKOCTI NepLloi NiHil Tepanil ANnsg y4yacHuKIiB 3
MeTacTaTUYHUM MJIOCKOK/IITUHHUM @60 HEens/IoCKOKNITUHHUM  HeApiGHOKTITUHHUM  pakoM JIereHiB», Kop,
pocnipxkeHHs MK-3475-A86, Bepcis 00 Big 26 6epesHs 2021 poky; cnoHcop - «Mepk LWapn eHg, Joym Kopn.»,
JodipHe nignpuemctso «Mepk eHp, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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

60. BkloUeHHA A0AATKOBUX MiCLib NPOBeAEeHHA KiHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
pocnipkeHHa «baraToueHTpose, Bigkpute, MogoexeHe JocnimpkeHHa 1l ®asu ana OuiHkn JoBroTpusasnoi
EdpektBHocTi Ta BesneuHocti 3actocyBaHHA Mipikisymady y [auieHTiB i3 XBOpo60ot0 KpoHa», Kof
pocnipkeHHa 16T-MC-AMAX, iHiuianbHa Bepcia Big, 13 rpyaHa 2019 poky; cnoHcop - Eni Mlinni eHg KoMnai,
CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LBselinapis

[ Ne | M.1.6. BignoBiganbHOro AocnigHMKa

22



n/n HasBa Micus npoBeAeHHS KiHIYHOTo BUNPOOYBaHHS

1. | K.M.H. Jannniok C.B.

KoMyHasibHe HekomepuiiHe nianpruemcTBo KnMiBCbKOi 061acHOi paan «KuiBcbka o6s1acHa KniHivyHa
NiKapHs», raCTPOEHTEPOSIOTNYHUIA LeHTp, M. KniB

2. | nikap AoHeub A.T.

MeauuHuii LeHTp ToBapncTBa 3 06MEXeHO BignoBigansHicTio «Meabya-KniHik», cnevianizoBaHe
racTpoeHTeposIoriyHe BigaineHHs, M. KuiB

3. | K.M.H. OniliHuk O.1.

KomyHanbHe HekomepuiiiHe nignpnemctBo «Micbka sikapHs Ne6x» 3anopisbkoi Micbkoi paaw,
raCTPOEHTEPOsIOriYHe BigaiNneHHs, M. 3anopixks

61. OHoBneHuii npotokon AV003, Bepcis 4.0 Big, 8 kBiTHA 2021 p. 40 NPOTOKO/Y KAIHIYHOTO AOC/IAKEHHS
«JJOBrocTpokoBe paHoMi30BaHe MoAgiliHe cnine 6GaraTtoueHTpoBe gdochigpkeHHs asu Ill B napanensHux
rpynax 4ns ouiHku eqpekTMBHOCTI Ta 6e3neyvHocTi npenapaty PT027 y nopiBHAHHI 3 npenapatom PT007, wo
3aCTOCOBYETLCA NPY NOTPEOI y BIAMNOBIAb HA CUMITOMATUYHI NPOSBY aCTMU Yy [OPOC/NX Ta AiTel BikoM 4 pOKiB i
cTapLumx, 3 KIiHIYHO BUpaxXeHot 6poHxiasibHoto acTmo (MANDALA)», kog gocnigpkeHHs AV003, sepcis 3.0
Big 21 nunHa 2020 p.; cnoHcop - boHg AsinnioH 2 esenonmeHT J1M», FepHci [Bond Avillion 2 Development LP,
Guernsey]

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

62. bpowypa pgocnigHnka GSK3196165 (OTinima6), Bepcia 11 Big 05 TpaBHs 2021 poKy, aHIMiACbKOIO
MoBOIO; Po3gin Jlikapcbka peuoBuHa [ocbe AocnigKyBaHOro sikapcbkoro sacody GSK3196165,
Bepcia Big 25 kBiTHA 2021 poky, aHrniiicbkolo moBoto; Posgin flikapcbkuii npenapat [ocbe
AocnipkyBaHoro siikapcbkoro 3aco6y GSK3196165, Bepcifi Bif 25 KBiTHA 2021 poKy, aHI/1iACbKOIO
MOBOIO; 3aJTy4Y€HHA [O0[ATKOBMX BUPOOHMYUX AiNbHULBb BTOPUHHOINO MakKyBaHHA Ta MapKyBaHHA:
Almac Clinical Services Limited, United Kingdom ta Almac Clinical Services, USA; ®opma 360py
AaHux, Bepcia 1.0 Big 26 TpaBHA 2021 poKy, YKpaiHCbKOI MOBOLO; Popma 360py gaHux, Bepcis 1.0 Big,
26 TpaBHA 2021 poKy, pocilicbKkolo moBoto; MpaBuna patientprivacy, Bepcisa 3.0 Big 01 6epe3Hs 2019
POKy, YKpaiHCbKO MoBOIO; MoniTuka KoHdigeHuiiHocTi patientprivacy, Bepcis 3.0 Big 01 6epe3Hs
2019 poKy, pOCIAiCbKOI0 MOBOLO; BK/IIOYEHHSI AOAATKOBMX Micub MPOBeAEHHA BUMNPOGYBaHHA [0
NPOTOKONY KNiHIYHOTO AocnifpkeHHA «baraToueHTpoBe [OBIOCTPOKOBE PO3LIMPEHE AOC/IIKEHHSA 3 OUiHKM
6e3neyHocTi Ta ediekTUBHOCTI npenapaty GSK3196165 npw sikyBaHHi peBMAaToigHOro apTputy», Kopg
pocnipkeHHs 209564, Big 14 xoBTHA 2019 poky; cnoHcop - GlaxoSmithKline Research & Development
Limited, United Kingdom

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

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS
1 O.M.H., npod. ApemeHko O.b.
KomyHasibHe HekomepLiiHe NignpuemcTBo «KuiBCcbka Micbka KiHibYHa nikapHa Ne3» BMKOHABYOrO
opraHy KuiBcbkoi Micbkoi paau (KWMiBCbKOI MICbKOT AepxaBHOl afMiHicTpaLil), kapaionoriyHe
BigAiNEeHHsT 3 ManaTor iIHTEHCUBHOI Tepanii, B T.4. 3 /IbKkamMKn iH(PApPKTHOrO Ta PEBMATO/I0TIYHOIo
npodinto, HauioHanbHWii MeanyHuin yHiBepcuTeT imeHi O.0O. boromonbus, kadegpa BHYTPILLHbOT
MeanunHn Ne3, M. Knis
2 K.M.H. Kauyp B.B.
MegnuHunini LeHTp «OK!KniHik+» ToBapuctBa 3 OOMEXEHOK BifgNoBifaNIbHICTIO «MiXHapOAHWiA
IHCTUTYT KNIHIYHMX JOChimpKeHb», Bigain Tepanii, peBmaTtonorii Ta kKapaiosnorii crauioHapHoOro
BigAineHHs, M. Kuis

63. IHchopmauiiiHnii nuctok i hopma 3rogn anAa goaarkoBoro gocnimkeHHs 1, sepcia V5.0UKR(uk)1.0
Big 19 TpaBHA 2021 poky, nepeknaj YKpaiHCbKO0 MOBOO Bif 28 TpaBHs 2021 poKy; IHopmaLiiiHuiA
JINCTOK i hopma 3roamu Ana foaatkoBoro aocnimkeHHs 1, sepcia V5.0UKR(ru)1.0 Big 19 tpaBHsa 2021
POKy, Nepeknag, pociiicbkoo MoBolo Big 28 TpaBHsA 2021 poky; IHchopmauiiiHuii nucTok i popma srogmn
ANns poparkoBoro pocnipkeHHa A, Bepcia V2.0UKR(uk)1.0 Big 19 tpaBHA 2021 poky, nepeknag,
YKpaiHCbKOI0O MOBOK Bif 28 TpaBHA 2021 poky; IHcopmauiiiHuii nuctok i choopma 3rogn pnsA
[0[AaTKOBOroO gocnimkeHHs A, Bepcis V2.0UKR(ru)1.0 Big 19 tpaBHA 2021 poky, nepeksiag pocCilicbKoto
MOBOIO Bif 28 TpaBHA 2021 poky; KepiBHMLTBO ANA nauieHTa 3 NpoBefeHHSsI XOJITePiBCbKOro
MOHITOPYBaHHA ANA A0[AaTKOBOro gocnimkeHHs 1, Bepcia V4.0UKR(uk) Big 5 kBiTHA 2021 poky
nepeknapg ykpaiHcbkoro MoBoto Big, 30 kBiTHA 2021 poky; KepiBHULTBO 3 NpOBEeAEHHSA XO/ITEPIBCHLKOro
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MOHITOPYBaHHA nauieHTa ANA gogarkoBoro pgocnimkeHHs 1, sepcia V4.0UKR(ru) Big 5 kBiTHA 2021
poKy nepeknag pociiicbkoio Moot Big 30 KBiTHA 2021 poky; KepiBHMLTBO pAnA nauieHta 3
npoBefieHHs1 XONTepPiBCbKOro MOHITOPYBaHHSA ANA A0AaTKOBOro gocnimkeHHAa A, Bepcia V4.0UKR(uk)
BiA 5 KBiTHA 2021 poky nepeknapg ykpaiHCbKol MoBolo Big 03 TpaBHA 2021 poky; KepiBHULTBO 3
npoBefieHHs1 XONTEePiBCLKOro MOHITOpYBaHHA MNauljieHTa Ans AO0[ATKOBOro AOCNimKeHHA A, Bepcis
V4.0UKR(ru) Big 5 kBiTHA 2021 poky nepeknazg pociiicbKoro MmoBoto Big 03 TpaBHA 2021 poky; KapTka 3
HaragyBaHHAAM npo Bi3nT, 30 XoBTHA 2019 p. [VO1 UKR(uk)], ykpaiHcbkoio moBoio; KapTka 3
HaragyBaHHSAM Npo Bi3nT, 30 )xoBTHA 2019 p. [VO1 UKR(ru)], pociiicbkolo MOBOIO; JTUCT A0 flikapA Woao
HanpaB/iIeHHS NaLieHTIiB — 004aTKOBI gocnimKeHHs 1, 2, 3, 4, 14 ciuHa 2021 poky [V02 UKR(uk)01] MLR-
ALL-CD-0009, yKpaiHCbKOIO MOBOIO; JIUCT A0 JfiKapsa WOAO HarnpaB/ieHHA NauieHTiB — [04aTKOBI
pocnipkeHHsa 1, 2, 3, 4, 14 ciuHa 2021 poky [V02 UKR(ru)01] MLR-ALL-CD-0009, pocilicbkol0 MOBOIO;
MocCiGHUK i3 gocnigKeHHA ANA nalieHTa — A0AATKOBI gocnimpkeHHA 1, 2, 3, 4, 24 nuctonaga 2020 poky,
[VO2 UKR(uk)], ykpaiHCbkol MoBoOI; [MOCIGHUK i3 AocnimpKeHHA ANA nauieHTa — AoAaTKoBi
pocnimpkeHua 1, 2, 3, 4, 24 nuctonaga 2020 poky, [V02 UKR(ru)], pociiicbkoto MmoBoto; Mnakar ans
nauieHTiB, 14 ciyHa 2021 poky, [VO1 UKR(uk)01] ykpaiHCcbKo0 MOBOO; Mnakart Ans nauieHTiB, 14 ciuHA
2021 poky, [V01 UKR(ru)01] pociiicbkoto moBoOI0; Bpolypa ans nauieHTiB — foaaTKoBi AOCNiMKEHHSA
1, 2, 3, 4, 14 ciuHa 2021 poky [V02 UKR(uk)01], ykpaiHCbKOIO MOBOIO; Bpoluypa ans nauieHTiB —
[0AAaTKOBI gocnimkeHHA 1, 2, 3, 4, 14 ciuna 2021 poky [V02 UKR(ru)01], pocilicbkoto moBoto; MociGHuK
3 06roBopeHHs iHPOPMOBaHOI 3roan — AOAAaTKOBI gocimkeHHA 1, 2, 3, 4, 24 nuctonaga 2020 poky
[V02 UKR(uk)] ykpaiHCbKOl0 moBoto; Moci6Huk 3 iHthopmoBaHoi 3rogn — SS1, 2, 3, 4, 24 nuctonaga
2020 poky [V02 UKR(ru)] pociiicbkoto MoBO0; JIUCT Big nikapa-gocnigHnka NoTeHUiiHOMY yYaCHUKY
[OocnigpKeHHA — [oAaTKoBI gocnimkeHHsa 1, 2, 3, 4, 12 kBiTHA 2021 p. [V02 UKR(uk)02] ykpaiHCbKOIO
MoBOIO; JIUCT Big nikapa-gocnigHMKa MNOTEHUIMHOMY YYaCHUKY JAOCHiMKEeHHA — [0A[aTKoBi
pocnipkeHHs 1, 2, 3, 4, 12 kBiTHa 2021 p. [V02 UKR(ru)02] pociiicbkoto mMoBot; MpegmeTtn ans
yuyacHUKIiB gocnigkeHHA, rno6anbHa Bepcia V01 Big 09 rpygHsa 2019 poKy, aHrilicbKowd MOBOIO
(HapaHHA yyacHMKam [OCHiMKEeHHS NASWKY Ans Bogu (TepMoc) Ta CYyMKU) [0 NPOTOKOSY K/iHIYHOro
pocnigxeHHs «baraToueHTpoBe, paHAOMi3oBaHe, NOABIiHE chine AOCAIMKEHHS, WO MNPOBOAUTLCS B
napasienbHux rpynax Ans OuiHkM eddeKkTMBHOCTI Ta 6e3nevyHOCTi nmepopanbHOro eTtpacimogy npw oro
3aCTOCyBaHHI AN iHAYKUIAHOT Ta MigTpUMyBanbHOI Tepanii npy NikyBaHHI akTMBHOI xBopobu KpoHa Bif
MOMIPHOTO [0 BaXKKOIO CTYNEHs TSXKOCTI», Kog, AocnigpkeHHs APD334-202, 3 iHKOprnopoBaHoHo rnonpaskoto 2.0
Big 11 yepsHA 2020 poky; cnoHcop - «ApeHa ®apmackioTikan3s, IHk.» (Arena Pharmaceuticals, Inc.), United
States

3asBHYK - MignpremMcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

64. 3MiHa Ha3BMW MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA A0 NPOTOKO/Y KAIHIYHOrO AOCAIAKEHHS
«PaHgomi3oBaHe, noAgiiiHe-cnine, GaraToLeHTpPoBe, NnauLeb0-KOHTPO/IbOBaHe AOCNIMKEHHA hasn 3 3
BIAKPUTUM NepiogoM AN OUiHKM eeKTUBHOCTI Ta 6e3neyHocTi iHeGinisymady y Aopocnnx nauieHTiB 3
MiacTeHi€eto rpasic», kog gocnimkeHHsn VIB0551.P3.S1, Bepcis 3.0, 24 yepsHsa 2020 p.; cnoHcop - Biena baiio,
IHk., CLLUA (Viela Bio, Inc., USA)

3anBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiANOoBiAanbHICTI0 «MEAMENC YKPAIHA»

obnacHa kniHiyHa nikapHa iM. L.l MeuHukoBa»
[HinponeTpoBCcLKOI 061acHOi paan», BiA4INEHHSA
HeBpoorii Nel, [epxxaBHui 3aknap,
«[HinponeTpoBCcbKa MeguuHa akagemia MO3
YKpaiHu», kadpegpa HeBposorii, M. AHINpo

BYNO CTAJIO
O.M.H. Kanbbéyc O.l. A.M.H. Kanbbéyc O.l.
KomyHasnibHe nignpuemctBo «/[iHinponetpoBcbka | KoMyHasibHe  nignpvemcTBo  «/[IHIMponeTpoBcbka

obnacHa KniHiYHa nikapHa iM. LI, MeuyHukoBa»
[JHinponeTpoBCcbKOi 061acHOi paav», BiA4iINEHHS

HeBponorii  Nel, /[HINPOBCbKWiII AepXaBHUIA
MeAuUYHUIA yHiBepcuTeT, Kadeapa HeBposorii,
M. [Hinpo

65. MoaoBXeHHA TepMiHYy NPUAATHOCTI AOocCnigKyBaHOro nikapcbkoro 3aco6y ARGX-113/rHuPH20,
PO3UMH ANA NigWKipHUX iH’ekuiid, 180 mrimn, Ao 18 MmicAUIB [0 MPOTOKO/Y KNIHIYHOrO AOCAIAKEHHS
«Bigkpute nNpofoBXeHHA pocnimpkeHHa ARGX-113-1802 [N BMBYEHHSA [OBrOCTPOKOBOI 6e3MeyHOCTI,
nepeHocuMocTi Ta edpekTUBHOCTI npenaparty Edpraptirimog PH20 ansa nigwkipHOro BBeAeHHS Y NaLieHTiB i3
XPOHIYHOO 3ana/ibHOK AeMiesiHi3yoyo nosiHenponartieto (X34M)», kog pocnigpkeHHs ARGX-113-1902,
Bepcia 4.0 Big 07 ciuna 2021 p.; cnoHcop - argenx BVBA, Belgium/ apgxeHkc BBBA, Benbris

3asaBHUK - ToBapncTeo 3 ObMexeHoto BignosiganbHicTio «kKoHTpakTHO-JocnigHuuska OpraHisadis IHHodhapM-
YkpaiHa»
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66. 36inbLUEHHSA 3an/1IaHOBAaHOI Ki/IbKOCTi NaLWieHTIB y focnigkeHHi B YKpaiHi 3 26 0 41 nauieHTa; 3miHa
Ha3BU 3asiBHMKa K/iHIYHOro BunpodysBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc
YKpaiHa» [0 NPOTOKO/Y KNiHIYHOTO A0CNiMKeHHA «baraToueHTpoBe BigKpuTe 2-piyHe AO0CNIMKEHHSA 3 OLHKM
6e3MeyHoCTi Ta NepeHOCUMOCTi KapinpasuHy 3 MOX/IMBICTIO BUOOPY [03M MpU JiKyBaHHI LIM30peHii y
nigniTkie», ko gocnigpkeHHs RGH-188-203, Bepcis 3 nonpaskoto 1 Big, 18 kBiTHA 2019 poky; cnoHcop - Gedeon
Richter Plc., Hungary (YropwuHa)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANIO
TOB «IHC Pecep4 YkpaiHa» TOB «CiHeoc Xenc YKpaiHa»

67. BK/TIOYEHHA A,0[AaTKOBUX MiCLb NPOBeAEHHA BUNPOOGYBaHHA [0 MPOTOKOY K/IHIYHOMO AOCAILKEHHS
«PRESERVE 1: ®asa 3, paHgomi3oBaHe, noAgiiiHe crine AOCNIMKEHHS TPUNAUUKNIGY Y MOPIBHSHHI 3
nnauebo y nauieHTiB, SKi OTPMMYIOTb Tepanito i3 3acTtocyBaHHAM FOLFOXIRI/6eBaunsymatdy Ansi NikyBaHHS
MeTacTaTUYHOro KOSIOPEKTAsILHOrO paky», ko aocnigpkeHHs G1T28-207, sepcisa 2.0 Big 11 ciuHga 2021 poky;
cnoHcop - G1 Therapeutics, Inc., United States

3asBHUK - NignpremcTBo 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHax»

Ne M.1.6. BignoBigabHOro AocnigHMKa
n/n HasBa micL NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npodd. KpmxaHiBcbka A.€.

KomyHanbHe HekoMepLiliHe nignpuemcTBo «IpukapnaTCbKuii KiHIYHWIA OHKOMOTIYHWIA LEHTP IBaHO-
®paHkiBCbKOi 06/1acHOI pagu», xipypriyHe BigaineHHs Neol, |BaHO-®paHKiBCbKWI HaLioHaNbHUIA
MeAMYHUIA YHiBEpCUTET, kacheapa OHKOAOrIT, M. IBaHO-®paHKiBCbK

2 K.M.H. PucnaeBa [1.E.

NikyBanbHO-AjarHOCTUYHMIA LEeHTp TOBapucTBa 3 0OMEXEeHOH BiAnoBiganbHicTio «Megikc-pei
IHTepHewHA Tpyn» JlikapHA i3painbCbkoi OHKOMOTIT «LISOD», Big4iIeHHA K/HIYHUX Ta HayKOBUX
pocnipxerb, KniBcbka 061.,06yXiBCbKUIA p-H, €. MA0TK

3 nikap KoweneHko O.4A.

KomyHasibHe mignpremcTBo «KpemeHuyubknii 06/1aCHUA OHKOMOTYHUIA AucnaHcep [MonTaBCbKOi
0611acHOI pagu», cTalioHapHe Bia4iIeHHs, M. KpeMeH4yK,

4 nikap Kynaba A.M.

MegunuHnin ueHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAAIBHICTIO «ACKIEMIOH», CTauioHapHWi
nigposgin, Kniscbka 06nactb, Kneso-CBATOLIMHCLKUIA paiioH, €. Xo[0ciBKa

5 anpektop Cokyp |.B.

KomyHasilbHe HeKOMepUiiHe NiANPUEMCTBO «XEPCOHCbKMIA 06aCHUIA OHKOOTIYHUIA AMcrnaHcep»
XepcoHCbKoi 06/1acHOi  paan, AEHHWA cTauioHap MOAIKAIHIKM 3 KabiHeToM ambynaTopHol
XimioTepanii, M. XepCoH, CMT. AHTOHIBKa

6 O.M.H., npodp. FoTbko €.C.

KomyHanbHe HekomepuiliHe NignpueMcTBO «LIeHTpasibHa MicbKa K/iHIYHA NikapHS» YXXropoAcbKoi
MiCbKOI pafn, MICbKNIn OHKOMOTIYHWIA LEHTP, M. Y)Xropos,

7 O.M.H., npod. AyaHivyeHko O.C.

[JepxaBHa ycTaHOBa «IHCTUTYT 3arasibHOI Ta HeBigknagHoi xipyprii imeHi B.T.3aliueBa
HauioHanbHOi akagemii MeguuHUX Hayk YKpaiHu», BigAineHHs THiiHOT Xipyprii Ha 25 nikok 3
nanartoto IHTEHCKBHOI Tepanii Ha 6 /KoK, XapkiBCbka MeAnyHa akagemis nicnsaamnioMHoi OCBITH,
Kathbepa OHKONOriT Ta ANTAY0T OHKOOTiT , M. XapKiB

8 nikap bBenikosa A.M.

MeanyHWin LeHTp ToBapucTBa 3 0OMEXEHO BIAMOBIAAILHICTIO «MeAnYHUA LeHTp «KoHcuiiym
Megikan», KNiHiKo-KOHCY/IbTaTUBHE BigAiNneHHs, M. Kuis

9 K.M.H. ¥Ypcon .M.

JlikyBaNIbHO-AiarHOCTUYHWIA LEHTP NpMBATHOIO MigNPMEMCTBA NPMBATHOI BUPOBGHMYOT pipMK
«AUMHYC», M. KpONMBHNLIbKWTA

68. MoaoBXeHHA TepMiHY NMPUAATHOCTI AochigkyBaHoOro sikapcbkoro sacodby ARGX-113/rHuPH20,
PO3uUuH ANA NigWKipHUX iH’eKkuin, 180 mrimn, Ao 18 micAuUiB [0 MPOTOKOAY KMIHIYHOTO AOC/iAKEHHS
«JlocnimkeHHss 2-01 oasM [N OuiHKM  e(PeKTMBHOCTI, 6e3MeYyHOCTi Ta NepeHOCMMOCTi npenapary
Edraptirimog PH20 pand nigwkipHOro BBEAEHHS Y [AOPOCANX MALEHTIB i3 XPOHIYHOKW 3anasibHOH
AemieniHisytouoto noniHerponarieto (X34M)», kog pocnipkeHHss ARGX-113-1802, Bepcis 4.0 Big 30
nunctonaga 2020 p.; cnoHcop - argenx BVBA, Belgium/ apaxeHkc BBBA, benbrist
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3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

69. bpowypa ana gocnigHuka 3 npenaparty ciHronimog (FTY720), peaakuia Ne24 Bia 15 kBiTHS 2021 p.;
IHcbopmaunia gna 6aTbkiB guTUHU Ta hopma iHthopMoBaHOi 3roau, octaTouHa pegakuia Nel0.0 ansa
YKpaiHu Big 28 TpaBHs 2021 p., oOCTaTOYHUIA Nepeknag 3 aHrNiicbKoi MOBU Ha yKpaiHCbKy MOBY Big, 08
yepBHS 2021 p., ocTAaTOUYHMIT Nepeksiag 3 aHr1iNCbKOI MOBU Ha POCilicbKy MOBY Big, 08 uepBHA 2021 p.;
IHcbopmauia gna nadieHTiB, AKi gocAran BiKy 18 pokiB nig yac npoBeAeHHA AoCAiMKEeHHS, Ta hopma
iHcbopmoBaHOi 3roau, octatouHa pegakuia Ne8.0 ana YkpaiHu Big 28 tpaBHa 2021 p., ocTaToOuHUIA
nepeknapg 3 aHrNincbKoI MOBU Ha yKpaiHCbKy MOBY Big 08 uepBHA 2021 p., ocTaTOUHUI nepeknapg 3
aHrniicbKoi MOBU Ha pocilicbKy MoBYy Big 08 uepBHsa 2021 p.; MonpaBka go Aocbe AOCAi4KYBaHOIO
nikapcbkoro 3acodby FTY720, Posgin 2.1.P.3 "Bupo6Huyreo /| Manufacture”, Big TpaBHA 2021 p. 1o
MPOTOKO/Ty  KMIHIYHOTO  JOCNifKeHHA «[lBOpiuHe noABiliHO cnine paHAoMi3oBaHe 6GaraToueHTpoBe
[OCTiAXEHHS 3 aKTVBHUM KOHTPOJIEM, LLO MPOBOAUTLCA B AiTel i NigiTKiB i3 pO3CiAHUM CK1EPO30M 3 METOI0
OLiHKN 6e3neYHOoCTi /i edpeKTUBHOCTI (DIHFONIMOAY ANA NEepopasIbHOrO 3aCTOCYBaHHSA OAVH pa3 Ha Ao6y B
MOPIBHSIHHI 3 iHTepthepoHOM B-1a 4/19 BHYTPILUHLOM'SA30BOr0 BBEAEHHS OQUH pa3 Ha TWXKAeHb (OCHOBHWI
eTan) i3 [00AAaTKOBMM eTanoM Mpu 3acToCyBaHHi (piHroniMogy npotsaroM 5 pokiB», koA, [AOCNIXEHHS
CFTY720D2311, octaTo4yHa pegakuia 08 Big 21 cepriHa 2019 p.; cnoHcop - "HoapTic ®apma Cepsices Al
Lsenuapis

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

70. IHhopmauia Ta AOKYMeHT npo iHchopmoBaHy 3roay AnA nauieHta, MK-3475-042, ana YKpaiHu
YKpaiHCbKOl0 MoOBoOW, Bepcia 12.0 Big 10 uepBHA 2021 poky; IHchopmauia Ta [OKYMEHT npo
iHbopmoBaHy 3rogy ana nauieHTa, MK-3475-042, ansa YkpaiHu pociiicbkolo MoBolto, Bepcisa 12.0 Big 10
yepBHSA 2021 poky [0 NPOTOKO/Y KNiHIYHOro AocnifkeHHs «PaHgomMizoBaHe, Bigkpute gocnimkeHHs Il hasn
3arasibHOi BUXXMBAHOCTI HaIBHUX (paHile HesikoBaHWX) nauieHTiB 3 PD-L1-no3nTtuBHUM nporpecyoyunm abo
MeTactasyloumMM HEMINKOKNITMHHUM pakoM JflereHis  Ana MNOPIBHAHHA JlikyBaHHA nemMoponisymadom
(MK-3475) Ta npenaparamu ximiotepanii Ha ocHoBi nnatuHu (KiHoyT 042)», ko gocnigxeHHs MK-3475-042, 3
iHkoprnoposaHot nonpaskot 08 Big 24 6epesHs 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
JodipHe nignpnemctBo» Mepk EHA, Ko.,IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.),
CLIA

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

71. OHoBneHi cekuii ocbe O/13 MK-6482: DRUG SUBSTANCE - S.2. Manufacture, S.3.Characterization,
S.4. Control of Drug Substance, S.6. Container closure system ta TABLET - P.3. Manufacture, P.5.
Control of Drug Product, P.8. Stability, Bepcis 06CP3P Big 30 kBiTHA 2021 p., aHrNiiCbKOO MOBOIO;
MopoBXeHHs TepMiHY NPUAATHOCTI AOCiAKyBaHOro sikapcbkoro 3acody MK-6482 ao 30 micsuis;
3asyueHHA A0AATKOBUX BUPOOGHUUMX AiNsHOK ans TectyBaHHA MK-6482: Merck Sharp & Dohme Corp,
126 E. Lincoln Ave., Rahway, New Jersey, 07065, USA Ta Merck Sharp and Dohme Corp., 770
Sumneytown Pike, West Point, PA 19486, USA [0 NpOTOKO/ly KNiHIYHOrO AOCNIMKEHHA «Bigkpute,
paHgomizoBaHe pocnigpkeHHsa 3 ¢asu npenapaty MK-6482 B nopiBHAHHI 3 npenapaTtom eBeposnimyc y
YYaCHVKIB 3 NOLLIMPEHNM HUPKOBO-KNITUHHUM pakoMm, SIK1iA NporpecyBsas nicns nonepeaHsoi PD-1/L1 ta VEGF-
TapreTHoi Tepanii», ko gocnigxeHHs MK-6482-005, 3 iHkopnopoBaHoto nonpaskoto 04 Big, 16 ntotoro 2021
PoKy; crnoHcop - «Mepk Wapn EHA [loym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

72. YKpaiHa, MK-3475-587, Bepcisa 00 Big 09 uepBHA 2021 p., yKpalHCbKOKO MOBOIO, iH(hopMmauis Ta
[OKYMEeHT npo iHhopmoBaHy 3rogy ANA nauieHTiB, AKi NnepedbyBaloTb Ha CMNOCTEPEXEHHI A1l OLiHKU
BWXMBAHOCTI; YKpaiHa, MK-3475-587, Bepcia 00 Big 09 uepBHA 2021 p., POCIiiiCbKOIO MOBOIO,
iHhopMauisi Ta OKYMEHT Npo iHhopmoBaHy 3rogy AJ1A NaLi€HTIB, AKi NepedyBaloTb Ha CNOCTEPEXEHHI
ANA OLHKM BWXNBAHOCTI; BK/IIOYEHHSA A0AATKOBOro Micusi MPOBEAEHHA K/1iHIYHOro BUNPOOYBaHHA [0
NPOTOKONY KIHIYHOrO AOCNimKeHHs1 «baraToueHTpoBe, BiakpuTe, poswunpeHe gochimpkeHHs Il dasm ana
BMBYEHHS OOBrOCTPOKOBOI 6e3nekn Ta epeKTMBHOCTI Y YYaCHUKIB 3 PO3NOBCIOMKEHUMU MyX/IMHAMM, SKi Y
OaHniA yac nepebyBaloTb Ha JiKyBaHHI ab0 Mg, CNOCTEPEXEHHSIM Y AOCAIMKEHHI i3 3aCTOCyBaHHSM
nemoponisymady», koa gocnimkeHHss MK-3475-587, Bepcisi 3 iHkoprnopoBaHoto nonpaskoto 03 Big, 19 KBiTHA
2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», godipHe nignpmemctso «Mepk eHpg, Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»
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No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micus npoBefeHHS KiHIYHOro BUNPo6yBaHHS
1 K.M.H. lnapuk A.B.
KomyHanbHe HekomepLiiHe nignprmeMcTBo JIbBIBCbKOT 061acHOT paam «J1bBIBCbKWI OHKOMOTIYHNIA
perioHaIbHUIA SliKkyBa/lbHO-4iarHOCTUYHMWIA LIeHTP», BigaiieHHs ximioTepanii, M. J1bBiB

73. OHoBneHwuii MpoTokon KiiHiuHOro Bunpo6yBaHHA PRN1008-018, 19 ntoTtoro 2021 p., Bepcisa 2.0,
aHrniicbkolo moBoto; PRN1008-018 LLloaeHHMK NauieHTa Ans peectpauii JaHuX WoAo0 3acTOCyBaHHSA
npenaparty, B2 | 09 6epe3Hsa 2021 p., aHrNiiCbKOLO, YKPAIHCBbKOIO Ta pociiicbkolo moBamu; Mepenik
Martepianis, WO HaAaBaTUMYTbCA NauieHTaM B paMkax nposegeHHs1 KB 3a npoTtokosiom PRN1008-018,
B4.0 Big 30 rpygHa 2020 p., aHrMiNCbKOK MOBOLO; 3MiHA KOHTAKTHOI 0CO6U CrnoHcopa Ta KOHTAKTHOI
iHcbopmauii 40 NpOoTOKONY KIIHIYHOrO AocnigKeHHs1 «baratoueHTpoBe, paHAoMi3oBaHe, NoaBiiHe criine,
nnauebo-KOHTPO/IbOBaHe, 3 MapasieflbHMMKM rpynamu  AochipkeHHs 3 das3n 3 BigKpUTUM nepiogom
NPOAOBXEHHSA NiKyBaHHA [ANA  OUIHKA  edIeKTMBHOCTI | 6e3MeyHOCTi nepopasibHOro  3acTOCYBaHHS
punb3abpyTuHioy (PRN1008) y pgopocnux Ta nigniTkiB 3 MEepCcUCTYHO ab0 XPOHIYHOK  iIMYHHOM
TpombouuToneHieto (ITM)», kog pocnimkeHHs PRN1008-018, 21 ciuHa 2021 p., Bepcia 1.2; cnoHcop -
«MpuHumnia biopapma IHK.», CLUA (Principia Biopharma Inc., USA)

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiAnoBiganbHICTI0 «MEAMENC YKPAIHA»

BY/10 CTA/IO
M.1.6. koHmMakmHoi ocobu: Ana Sousa .1.b. koHmakmHoi oco6u: Paolo Caferra
Koumakmuuti mesnechoH: +1 650 416 7739 KoumakmHuti mesiechoH: +31 683 80 60 17
®akc: +1 650 360 7889 dakc: ---
Aodpeca €/1eKMPOHHOT nowmu: | Adpeca e/1eKmpPOHHOT nowmu:

ana.sousa@principiabio.com I1.I1.6. koHmakmHoi | paolo.caferra@sanofi.com
ocobu:

74. BKIOYEHHA [OAATKOBOrO MiCUA NpoBeAeHHs K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKOSY KNiHIYHOMo
pocnipkeHHs «baraToueHTpoBe, PaHgomizoBaHe, MoagiiHe crine, Mnaueb6o- Ta AKTMBHO- KOHTponboBaHe
JocnipxenHs [l ®a3u gna OuiHkn EdhektmBHOCTI Ta BesneyHocTi 3acTtocyBaHHA Mipikisymaoy y MNauieHTis i3
XBopo60ot KpoHa MomipHoro Ta Tskkoro Mepebiry», kog gocnigkeHHs 16T-MC-AMAM, 3 iHKOpPNopoBaHO0
nonpaskoto (b) Big 18 rpyaHa 2020 poky; cnoHcop - Eni Ninni eng Komnawi, CLUA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS
1 O.M.H., npogp. ®epis O.I.
O6nacHe KOMyHaslbHE HEKOMepUjliHe MigNPMEMCTBO «UepHiBelbka obnacHa KniHiYHa siKapHs»,
nigpo3gain racTpoeHTeposiorii, BYKOBMHCLKMIA AepXaBHUI MeauyHWii  yHiBepcuTeT, Kadegpa
BHYTPILLUHbOT MeAUUMHN Ta IHPEKLiiHMX XBOPOO6, M. YepHiBLi

75. LLoageHHUK NpuiiMaHHA AOCNiAKyBaHOro npenapary, gBa pasu Ha gooy, gna ZN-d5-001, Bepcis 1.0,
Bifg 03 uepBHsA 2021 poKy, YKpaiHCbKOI MOBOIO; LLlogeHHMK npuiiMaHHA focnigKyBaHoro npenapary
OAUH pa3 Ha aeHb, ana ZN-d5-001, Bepcia 2.0, Big 03 uepBHA 2021 poKy, YKpPAIHCbKOK MOBOK [0
NPOTOKONY K/iHIYHOro AocnimKeHHsA «®asza 1, AoCNiMKEHHA NePLUOro 3acToCyBaHHA npenapaTty y o4unHu, 3
nigsuLeHHAM go3u npenaparty ZN-d5 y Burnsagi moHoTtepanii y nauieHTiB 3 HexomkkiHCbKo Jlimdpomoro abo
locTpoto MienoigHoto fleitkemieto», kog pocnipkeHHs ZN-d5-001, sepcis 2.1, Big 23 xo0BTHA 2020 poky;
cnoHcop - K-Group Alpha, Inc. / K-T'pyn Anbda, IHk, CLLUA

3aaBHUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

76. IHhopmauiiHunii nucToK i hopma 3rogu, Bepcia V2.0UKR(uk)1.0 Big 26 kBiTHA 2021 poKy, nepeknag
YKpaiHCbKO MoBOt0 Big 07 TpaBHA 2021 poky; IHcdopmauiviHuiac nuctok i ¢popma 3rogu, Bepcis
V2.0UKR(ru)1.0 Big 26 kBiTHA 2021 poKy, nepeknapg pociiicbkolo MmoBolo Big 06 TpaBHA 2021 poKy;
BK/IIOYEHHA A0AaTKOBOro Micus NpoBefeHHs BUNPOOYBaHHA [0 MPOTOKO/Y KNIHIYHOrO AO0CNIAKEHHS
«PaHpomizoBaHe, noasiiiHe cnine, nnaueb60-KOHTPO/bOBaHe 52-TWXKHEBE AOCMIMKEHHA AN1s OLUiHIBaHHSA
eekTMBHOCTI Ta 6e3neyHOCTi 3acTOCyBaHHA eTpacimoAy B MauieHTIB i3 akTUBHUM BMPA3KOBMM KOMITOM
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NMOMIPHOIO CTYNEHs TAXKOCTI», kog faocnipxkeHHa APD334-210, sepcis 0.0 Big 20 nmnHa 2020 poky; CNoHCop -
«ApeHa ®apmacbloTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

Ne MM.1.B. BignoBigaLHOro Aoc/igHMKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 O.M.H., npod)., 3aB. kah. CtaHicnaBuyk M.A.

KomyHasibHe HekomepuiiHe NignpuemMcTBO «BiHHMLUbKa o6n1acHa KiHivHa nikapHs iM. M.1. Muporoea
BiHHMLbKOT 06M1aCHOT paan», 06nacHWiA cneuiaslisoBaHWin KNiHIYHWIA racTPOEHTEPONOrivYHuA LleHTp,
M. BiHHMUSA

77. bpowypa ana aocnigHuka 3 npenapaty Melflufen (MenconydeH), peaaxuisa 11.0 Big 20 TpaBHa 2021
p.; Bpowypa gna gocnigHuka 3 npenapaty JNJ-54767414 (daratumumab (gaparymyma6)), pepaxuis 17
Big 17 rpyaHsa 2020 p.; IHdopmauis ana nauieHta Ta ¢popma iH(popMoBaHOI 3rogM Ha yyacTb Y
[ocnipKeHHi, ocTaTtouHa pegakuia 3.0 gna YKpaiHu Big 21 kBiTHA 2021 p., ocTaTOUHUIA Nepeknag 3
aHrnificbKol MOBU Ha YKpaiHCbKYy MOBY Bif 27 TpaBHsa 2021 p., ocTaTOuHUI nepeknag 3 aHrnincbKol
MOBM Ha pocCiiicbKy MOBY Bif 27 TpaBHs 2021 p.; ®opma iH(hopMOBaHOI 3roaun A BariTHOI NapTHEPKN
yyaCcHUKa gocnigkeHHA Ha HagaHHA MegUUHOT iHhopmauii, octaTouHa pegakuis 3.0 gna Ykpaiiu Big 20
KBiTHS 2021 p., oCTaTOYHMUIA NepeKnag 3 aHrNificbKoi MOBM Ha YKpaiHCbKYy MOBY Big, 27 TpaBHsa 2021 p.,
OCTaTOUHMWIA Nepekaz 3 aHriicbKOI MOBM Ha POCiiicbKy MOBY Bif, 27 TpaBHA 2021 p.; IHchopmauin ans
nauieHTa Ta dpopma iHPOpPMOBaHOI 3roAn Ha nepexpecHy 3MiHy JliKyBaHHA B MeXax [OChifKeHHs,
ocTaTouvHa pegakuifa 2.0 ona Ykpainu Big 20 kBiTHA 2021 p., ocTaTOYHUIA Nepekiag 3 aHr1iiCcbKoi MOBU
Ha YKpaiHCbKy MOBY Bif, 27 TpaBHA 2021 p., ocTaTO4HWUIA NepeKnap, 3 aHrNificbKoi MOBU Ha POCIACHKY
MOBY Bif, 27 TpaBHs 2021 p.; 3pa3okK eTUKeTKU s iHdy3siliHoro naketa 3 mendynycgeHom Big 16 nunHa
2020 p., nepeknag 3 aHrNificbKOi MOBM Ha YKpaiHCbKy MOBY Big 02 KBiTHs 2021 p.; 3pa3ok eTUKeTKU Ans
wnpuya 3 gapatrymymaoom 1800 mr ansa n/w BBeAEHHA, Nepeknag 3 aHrNiicbKoi MOBU Ha YKPaiHCbKY
MoBYy Big 07 uepBHsA 2021 p. A0 NPOTOKOAY KAIHIMHOTO AOCMIAKEHHsT «PaHaoMi30BaHE KOHTPO/IbOBaHe,
BigkpuTe pocnimpkeHHs 1l a3 3 MeTOo MNOpPIBHAMbHOT OUiHKM mendynydieHy, Lo 3acTOCOBYETbLCS B
noeAHaHHi 3 gapaTymMymaooMm, i gapaTyMymaby npu fikyBaHHI NalieHTiB i3 peynanBHO abo peunansBHo Ta
pethpakTepHO0 MHOXMHHOK MIETIOMOIO», KoA AocnimkeHHs OP-108, pepakuisa 2.1, Monpaeka 2 Big 25
nuctonaga 2020 p.; cnoHcop - «OHkonenTainac Ab» [Oncopeptides AB], LLBeuis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC AU-YKPATHA»

78. 3miHa Ha3BU MicUb NMPOBeAEeHHS1 K/IIHIYHOrO AOCIMKEHHS [0 MPOTOKO/Y KIIHIYHOrO AOCAIIKEHHSA
«[opiBHAMBHE AocnimkeHHs epekTUBHOCTI Ta 6e3neyvHocTi npenapaty PB006 (6ioaHanora Hatanisymaby) ta
Ti3abpi® npu NikyBaHHI NaUieHTIB i3 peuuaMByOUMM peMiTytoumMM poscisHum ckneposom (PPPC) (kopose
nosHayeHHs: Antelope)», kog pgocnimkeHHs PB006-03-01, octatouHa pegakuis 4.0 Big 15 nunHa 2020 p.;
cnoHcop - «Monbthapma Balionomkmkc C.A.» [Polpharma Biologics S.A.], MonbLia

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

BYNO CTANIO

K.M.H. Bacunoscbkuin B.B. K.M.H. Bacunoscbkuii B.B.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpoOoril, ncuxiatpii | epxaBHa YycTaHoBa  «lHCTUTYT  HeBPOSOTii,

Ta Hapkonorii HauioHanbHOI akageMii MegnyHnX Hayk | ncuxiaTpii Ta Hapkonorii HaujioHanbHOI akagemii

YKpaiHm», BigAineHHs HeiipoiHdeKuii Ta | MegnuHnx Hayk YkpaiHu», Bigain ayToiMyHHUX i

po3cifiHOro ckneposy, M. Xapkis [ereHepaTMBHMX  3axBOplOBaHb  HepBOBOI
cuctemu, LleHTp po3cisiHOro  ckneposy,
M. XapkiB

K.M.H. Kanbbyc O.l. A.M.H. Kanbbyc O.I.

KomyHanbHe  nignpuemcTtBo  «[lHinponeTpoBcbka | KoMyHanbHe nignpuemcTBo «/[HinponeTpoBCbka

obnacHa KiHiYHa nikapHa iM. LI, Me4yHukoBa» | ob6nacHa kniHiYHa fikapHa iM. |1, MeuHukoBa»

[HinponeTpoBCcbKOi  06n1acHOi  pagn”, BigdineHHsa | [JHiNponeTpoBCbKOI 061acHOi pagu», BiA4iNEHHS

HeBposorii Nel, AepxaBHuii 3aknapg | Hesposnorii  Nel, J[OHINPOBCbKWUiA AepXaBHUIA

«[HinponeTpoBCbka MeguyHa akageMmis | megMuHUA yHiBepcuTeT, kadeapa HeBPOIOril,

MiHicTepcTBa OXOpPOHM 3O0pPOB’A  YKpaiHu», | M. [JHinpo

Kadheapa HeBponorii, M. [JHinpo

79. CueHapii Bigeo no KT gnsa nauieHTiB B paMmkax npoTtokona LPS15834, Bepcia 1 Big 11 uepBHsa 2021
POKY, YKPAIHCbKOIO Ta POCiiiCbKOI0 MOBaMu; BK/OUeHHA [0AATKOBUX MiCUb NPOBEAEHHA KIiHIUHOro
[OCNipKEeHHA [0 NPOTOKOMY KNIHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnaue6o-
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KOHTPO/IbOBaHe AOCNIMKEHHA NS OUiHKA BNAMBY AyninymMady Ha 3anasieHHs OUXasbHUX WAAXIB yepes
OUiHKY (OYHKLIT slereHb, 3aKkynoproBaHHA C/M3y Ta iHWKX napamMeTpiB Bidyanisauil fiereHb y nauieHTiB 3
acTmoto», Ko gocnipxkeHHa LPS15834, 3 nonpaskoto 02, Bepcia 1 Big 15 6epesHa 2021p.; cnoHcop - Sanofi-
aventis groupe, France (CaHocpi-aBeHTiC rpyn, ®paHLiis)

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa micusa npoBefeHHs KiHIYHOTo BUNPOGYBaHHS

1. | 4.M.H., npodp. KoBaneHko C.B.

O6nacHe KOMyHas/lbHe HeKOMepLiiHe NignpPUeEMCTBO «YepHiBelbka 06/1acHa KiHiYHa JliKapHS»,
nigpo3ain nysibMoHosorii, M. YepHiBuj

2. | A-M.H., npodp. AHapeiunH C.M.

KomyHasibHe HekomepuiiiHe MignpuemMcTBO «TepHONi/IbCbKka KOMyHas/lbHa Micbka JslikapHs No2x,
TepaneBTuyHe BiggineHHs Nel, TepHONI/IbCbKUA HaLiOHANIbHUIA MEOUYHUIA yHIBEPCUTET iMeHi |.A.
Fop6ayeBcbkoro MiHicTEpCTBa OXOPOHM 340PO0B'A YKpaiHu, kadegpa nponeaeBTVKN BHYTPILUHLOT
MeauvLUMHKU Ta pTusiatpii, M. TepHoninb

80. OHOBNEHMIA NPOTOKON KJliHiUHOro Bunpo6yBaHHA ZN-c5-001, Bepcia 6.0 Big 20 kBiTHA 2021 poKy;
OHoBneHa IH(hopmoBaHa 3rofa Ha y4vyacTb Y HayKOBOMY K/iHIYHOMY [AoOChigKeHHi i 3roga Ha
BUKOPUCTAHHA MeAM4HOI iHcopmauii Ta OGionoriuHux 3paskiB_KomGiHOBaHa Tepanifa_ansa
YkpaiHu_Bepcia 5.0 Big 23 kBiTHA 2021 p._yKpaiHCbLKOIO Ta pPOCiliCbKOO MOBOIO; OHOBJ/IeHa
IHhpopmoBaHa 3rofa Ha yvyacTb Y HayKOBOMY KJ/liHIYHOMY AOCHifKeHHi Ta 3roga Ha BUKOPUCTaHHSA
MeAuYHOI iHhopmauii Ta GionoriyHMxX 3paskKiB_MOHOTepanis_ansa YkpaiHu_Bepcis 8.0 Bifg 23 KBIiTHA
2021 p., yKkpaiHCbKOI Ta pocilicbkolo MoBot; 3anyueHHA ZN-c5-001_ LlogeHHUK ydyacHuKa
JocnimpkeHHA 3 npuilomy npenaparty ZN-c5 aBiui Ha 00y y KOMGiHaUii 3 Na6OLMKNIiIGOM OAUH pa3 Ha
[o6y _dasa 2_Bepcia 1.0_12 tpaBHa 2021_ gnA YKpaiHU_yKPaiHCbLKOKO Ta POCIACbLKOK MOBOIO;
SanyueHHs ZN-c5-001_LogeHHUK yyacHUKa gocnimKkeHHA ana asm 2: komGiHauia npenaparty ZN-c5 i
nan6ouukniéy_Bep.1.0_13 kBiTHA 2021_ pana YKpaiHU_YyKpPaiHCbKOK Ta POCIiCbKOI MOBOIO;
3anyueHHa ZN-c5-001_LUloaeHHUMK yyacHuKa pocnigkeHHA pna dasnm 2: moHoTtepania ZN-c5
_Bep.1.0_13 KkBiTHA 2021_ ansa YKpaiHU_YKPaiHCbKOK Ta POCINCbKOI MOBOLO; MOA0BXEHHA TepMiHY
36epiraHHA [OCNigKYyBaHOro JiikapcbKoro 3acody ZN-c5, kancynm 25 Mr pgns nepopasibHOro
3acTtocyBaHHsA A0 CepnHA 2022 poKy; 3a/ly4eHHsA A04aTKOBOI eTUKETKU A0CiAKYBaHOro 1iKapCbKoro
3aco0by ZN-c5, kancynu 25 mMr onA nepopasibHOro 3aCToCyBaHHA A/11 OHOBJ/IEHHA TEPMiHY NPUAATHOCTI
po CepnHa 2022 poky (6e3 Bepcil Big 28 TpaBHA 2021 poky); 3any4dyeHHA [0AATKOBOrO
BUpoOGHuKalimnopTepa ansa npenapaty IBPAHC (IBRANCE®); nan6ouuknio; kancynu; 75 mr, 100 mr ta
125 mr NiCiAiA ®apma Cepsices Oraiio, /1/1C, Cnonyueni LUtatun Amepuku [PCI Pharma Services Ohio,
LLC, USA]; 3anyyeHHA gopaTKkoBoro BupoGHukalimnoprtepa ana npenapaty IBPAHC (IBRANCE®);
nan6ouuknié; kancynu; 75 mr, 100 mr ta 125 mr MiCiAi ®apma CepBices Mxepmadi TMBX, FepmaHis
[PCI Pharma Services Germany GmbH, Germany] A0 NpOTOKO/y KiHIYHOro pocnimpkeHHs «®dasza 1/2
BiAKpUTE GaraToueHTPoOBE AOCAILKEHHS 6e3nekn, NepeHoCUMOoCTi, (DapMakoKiHETVKN Ta MNPOTUNYX/IMHHOI
aKTMBHOCTI npenapaty ZN-C5, wo 6yae 3acTOCOBYBATUCA, K Yy BUMISAi MOHOTepanii, Tak i y koMOGiHauiil 3
nanoéouuknioom, y nauieHTiB 3 ecTporeH-peuentop (ER) no3utuBHMM Ta peuenTtop 2 enigepmMasibHOro
chakTopa pocty ntoanHn (HER2) HeraTMBHMM, NOLLUMPEHUM PakoM MOJIOYHOT 3a/1031», Kof, AOCiAKEeHHsT ZN-
¢5-001, Bepcis 5.0 Big 14 BepecHs 2020 poky; cnoHcop - «3eHo Anbga IHk» [Zeno Alpha, Inc.], CLLA
3asBHuK - «Epromep MENCi», CnonyvyeHe KoponiscTeo

81. bpowypa gocnigHuka JlymatenepoH, BuaaHHA 15 Big 09 kBiTHA 2021 poKy, aHINiACbKOIO MOBOKO 10
NMPOTOKOMY  KAIHIYHOTO  JocnifpkeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
baraToLeHTpoBe A0CNIMKEHHA (pa3n 3 3 OuiHKU edeKTUBHOCTI Ta 6e3neyHOCTi MoHOTepanii npenapaTtomM
NiymatenepoH npu siikyBaHHI NaLieHTIB i3 BE/IMKMMW AENPECUBHMMM €ni3ogamu, NOB’A3aHNMN 3 6iNOASPHUM
posnagom | abo Il Tuny (6inonspHo0 genpecieto) abo BEUKMM AenNpeCcuBHUM PO31agoMm.», Kog AOCAIIKEHHS
ITI-007-403, 3 iHkOpnopoBaHot nonpasBkot 2.0 Big 02 nuctonaga 2020 poky; cnoHcop - Intra-Cellular
Therapies, Inc. (ITI), CLLA

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AK'IOBIA PAC YkpaiHa»

82. MEDIDATA PATIENT CLOUD - Moci6Huk kopuctyBada Samsung Galaxy S7, Bepcia 1.0 Big 30
6epesHAa 2020 poky, nepeknaj yKpaiHCbKO MOBOIO Bif 11 BepecHsi 2020 poky; MEDIDATA PATIENT
CLOUD - KepiBHMUTBO KOopucTyBadya Samsung Galaxy S7, Bepcia 1.0 Big 30 6epe3Ha 2020 poky,
nepeknag pociiicbkoro moBol Big 11 BepecHs 2020 poky; 3pa3OK 300paXeHHS Ha eKpaHi
eNleKTPOHHOro npuctpoto onutyBasibHUKa UCPRO_O3Haku i cumnTomu, Bepcis 2.0 Big 18 cepnHa 2006
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POKY, YKpaIHCbKOI0 MOBOIO; 3pa30K 306paXKeHHs1 Ha eKpaHi e/IeKTPOHHOro NPUCTPOI0 ONUTYBaJIbHUKA
UCPRO_O3Haku i cumntomu, Bepcis €7.0 Big 21 TpaBHA 2020 poky, pociiicbKolo MOBOIO; [loaaTkoBUii
iHpopmauiiiHuiA nucTok Ta chopma iHhopMoBaHOiI 3roaM yyacHMKa Ha [OCTaBKY [0CAIOKYBaHOro
npenapary goaomy, sepcia V1.0UKR(uk)1.0 Big 26 TpaBHA 2021 poky, nepeknag yKpaiHCbKO0 MOBOIO
Big 01 uepBHA 2021 poky; AopaTkoBuii iHhpopmauiiHMii NMCTOK Ta dpopMa iHhopMOBaHOI 3roau
y4yacHUMKa Ha [0CTaBKYy AOC/ifgXyBaHoOro npenapary gogomy, sepcia V1.0UKR(ru)1.0 Big 26 TpaBHSA
2021 poky, nepeknag pociiicbkolo MoBOIO Big, 02 yepBHA 2021 poKy; IHCTPyKUii ANnA nauieHTa Wwoao
OTPMMAaHHA AO0C/iAKYyBaHOro NikapcbKOro 3aco6y BgoMa, Bepcis 2 Big 26 TpaBHA 2020 poky, nepeknag,
YKpaiHCbKOIO MoBOK Big 08 uepBHA 2021 pokKy; IHCTPYKUil ANnA naudieHTa WoA0 OTPUMAaHHA
[OCnigpKyBaHOro JlikapcbkKoro 3aco6y BAoMa, Bepcia 2 Big 26 tpaBHa 2020 poky, nepeknap,
pocilicbkolo MoBOIO Big, 08 uepBHa 2021 poKy A0 NPOTOKO/Y KAIHIYHOrO AOCAiAKEHHS «PaHaomi3oBaHe,
noAgiiHe cnine, nnaye60o-kOHTPOIbOBaHE, 52-TUXKHEBE AOCNIMKEHHS dha3n 3 A/18 OLiHKU ePEKTUBHOCTI Ta
6e3MeYyHOoCTi 3aCTOoCyBaHHA eTpacimofy B NauieHTIB 3 akTMBHUM BMPA3KOBMM KOMITOM Bif, MOMIpHOIO A0
BaXKKOr0 CTYMeHs TAXKOCTI», Ko gocnigxeHHss APD334-301, 3 iHkoprniopoBaHoto nonpaskoto 4.0 Bif 22 rpyaHa
2020 poky; crnoHcop - «ApeHa dPapmacboTikans, IHk.», CLLUA (Arena Pharmaceuticals, Inc.), United States
3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «AVKHOBIA PAC YkpaiHa»

83. 3miHa BignoBigasbHOro AocigHMKa B Micli npoBefeHHA BuUNpoGyBaHHA Ta HasBu MMB go
NPOTOKOMY  K/IHIYHOrO  JocnigpkeHHs «PaHpgomizoBaHe, noggiliHe cnine, nnaueb0-KOHTPOsiboBaHe
OOCiMKEeHHsT ANs ouiHKK aiT 6emnegoigHoi kKncnotn (ETC-1002) Ha NosiBy TSHKKMX CEPLLEBO-CYANHHMX SIBULL,
y MauieHTiB i3 cepueBo-CYAUHHOK XBOPO6OH abo 3 BUCOKMM PU3MKOM TiI BUHWMKHEHHS!, SKi HE MEPEHOCSTb
NiKyBaHHs1 cTaTuHaMm», Kog gocnimkeHHs 1002-043, 3 iHKOpNopoBaHOK nonpasBkoko 5 Big 24 BepecHs 2020
POKy; cnoHcop - «EcnepioH Tepan'toTike, IHK.» (Esperion Therapeutics, Inc.), CLUA

3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

BY/NO CTAJIO

nikap OpueHko A.0. nikap PygHuubka L.A.

BpoBapcbka LeHTpaJibHa paiioHHa nikapHA, | KomyHanbHe HekomepuiliHe nigNpPUEMCTBO
KapAaionoriyHe BigaineHHs, M. bposapu, KuiBcbka | «bpoBapcbka  GaratonpodpinbHa  KNiHiYHa
obnactb nikapHsa» TepuTopiasibHUX rpomajg
BpoBapcbkoro paiioHy KwuiBcbkoi o6nacri,
KapgionoriyHe BiggineHHsA, M. bposapu, KuiBcbka
ob6nactb

84. bpouwypa ans gocnigHuka 3 npenaparty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBiTHA 2021 p.;
IHchopmaunia gna nauyieHta Ta popma iHhopmoBaHOI 3rogu, octatouHa pegakuis 5.0 gnsa YkpaiHu Big 07
TpaBHA 2021 p., ocTaTOUHUIA NepeKniag 3 aHrNiliCbKOT MOBM Ha YKpaiHCbLKY MOBY Big, 10 uepBHsa 2021 p.,
OCTaTO4HUW nepeKknag 3 aHrNniucbkoi MOBM Ha pocilicbky moBy Big 10 uepBHsi 2021 p.; OuiHKa
cniBBigHOWeHHA KopucTi Ta pu3sunky (Benefit and Risk Assessment) ana gocnigxeHHa RPC01-3204,
pepakuia 6.1 Big 27 KBiTHA 2021 p. 40 NPOTOKO/Y KNIHIYHOIO AochimpkeHHA «JoaaTkoBe baraToLeHTpoBe
BiakpuTe gocnimxeHHs Il da3n 3 MeTol OUiHKM O3aHiMoAdy A5 NepopasibHOro MpuiioMy Mpu AiKyBaHHI
nauieHTIB i3 cepeaHbOTSHKKMM abo THXKMM nepebirom xBopobu KpoHa B akTUBHIN hopmi», kog, [OCAIIKEHHS
RPCO01-3204, pepakuia 5.0 Big 03 BepecHsa 2020 p.; crnoHcop - «CenmkeH IHTepHewwHn Il Capn» (Celgene
International Il Sarl), LBeiuapis

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

85. bpowypa gnsa gocnigHuka 3 npenaparty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBiTHA 2021 p.;
IHchopmauia ana nauieHta Ta popma iHcbopmoBaHOiI 3rogu, octatouHa pegakuis 5.0 gna Ykpainu Big 07
TpaBHs 2021 p., ocTaTOUHUI Nepeknazg 3 aHrNilicbKoi MOBM Ha yKpalHCLKY MOBY Big, 10 uepBHAa 2021 p.,
OCTaToOuHUWA nepeknag 3 aHrniucbKoi MOBM Ha pocilicbky moBy Big 10 uepBHs 2021 p.; OuiHka
cniBBigHowWweHHA KopucTi Ta pusuky (Benefit and Risk Assessment) ana gocnipxeHHa RPC01-3203,
pepakuia 6.1 Big 27 kBiTHA 2021 p. [0 NPOTOKOMY K/IHIYHOrO AocnifikeHHsa «BbaraToueHTpose
paHAgoMi3oBaHe, NoABIHO cnine, nnauebo-koHTpoNboBaHe AocnigkeHHs Il ha3n 3 MeToro OLiHKM o03aHIMoAay
ONna nepopanbHOro NpuinoMy nNpy NPOBEAEHHI MiATPMMYYOl Tepanii nauieHTam i3 cepefHbOTSXKMM abo
TSOKKMM nepebirom xBopobu KpoHa B akTuBHIl chopmix», kog gocnigmxkeHHs RPC01-3203, pegakuis 5.0 Big 28
cepnHsa 2020 p.; cnoHcop - «CenmkeH IHTepHewHn |l Capn» (Celgene International Il Sarl), Lseiiuapis
3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»
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86. bpowypa gnsa gocnigHuka 3 npenapary Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBiTHA 2021 p.;
IHcbopmaunia ana nauieHTa Ta popma iHhopmoBaHOiI 3rogn, octatouHa pegakuis 5.0 gnsa Ykpainu Big 07
TpaBHA 2021 p., ocTaTOYHUI NepeKnag 3 aHrMiicbKOl MOBY Ha YKpaiHCbKY MOBY Big 10 uepBHs 2021 p.,
OCTaTOUHMI nepeknag 3 aHrMiicbKoi MOBU Ha pociiicbky mMoBy Big 10 uepBHA 2021 p.; OuiHka
cniBBigHoOWeHHA KopucTi Ta pusuky (Benefit and Risk Assessment) gns gocnipxeHHa RPC01-3202,
pepakuia 6.1 Big 27 kBiTHA 2021 p. [0 NPOTOKOMY KIHIYHOrO AocnifxeHHa «baratoueHTpoBe
paHgoMi3oBaHe, NoABIfHO cnine, nnaueb0o-koHTpoNboBaHe AocnimpkeHHs Il ha3un 3 MeToro ouiHKM 03aHIMoAay
ONS NpuitoMy NepopasibHO NpY MPOBEAEHHI IHAYKUIMHOT Tepanii nauieHTam i3 cepefHbOTSHKKMM ab0 TSHKKUM
nepebirom xBopo6u KpoHa B akTuBHI chopmi (gocnimkeHHs Neo2 3 oujiHKM iHAYKUIAHOT Tepanii)», kog
pocnipkeHHss RPC01-3202, pepakuis 5.0 Big 03 BepecHsi 2020 p.; cnoHcop - «CenmkeH IHTepHewHn || Capn»
(Celgene International Il Sarl), LLiBeiiyapis

3aaBHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

87. bpowypa gnsa gocnigHuka 3 npenapary Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBiTHA 2021 p.;
IHchopmauia ana nauieHTa Ta popma iHhopmoBaHOI 3rogu, octatouHa pegakuis 5.0 ans YkpaiHu Big 07
TpaBHA 2021 p., ocTaTOUHUI NepeKnag 3 aHrMiicbKOT MOBU Ha YKpPaiHCbKY MOBY Bif 10 uepBHs 2021 p.,
OCTaTOYHWUIA nepeknag 3 aHrMiicbKoi MOBM Ha pociiicbky mMoBy Big 10 uyepBHA 2021 p.; OuiHka
cniBBigHOoWweHHA KopucTi Ta pusunky (Benefit and Risk Assessment) ana aocnigpxeHHs RPC01-3202,
pepakuia 6.1 Big 27 kBiTHA 2021 p. 40 NPOTOKO/Y K/IHIYHOrO AOCNifpKeHHA «baraToueHTpose
paHAomi3oBaHe, NOABINHO cine, niaueb0-KOHTPoNbOoBaHe AocnimkeHHs |l dpa3n 3 MeTor OLiHKM O3aHIMoAy
ONs npuitomMy nepopasibHO Npu NPOBEAEHHI IHAYKUIMHOT Tepanii nayieHTam i3 cepeAHbOTKKMM ab0 TSHXKUM
nepebirom xBopobu KpoHa B akTuBHIn chopmi (gocnimkeHHs Nel 3 oOujiHKM iHAYKUIAHOT Tepanii)», Kopg,
pocnipkeHHss RPC01-3201, pepakuis 5.0 Big 03 BepecHsi 2020 p.; cnoHcop - «CenmkeH IHTepHewH || Capnx»
(Celgene International Il Sarl), LLseliyapis

3aasHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

88. 3MiHa Ha3BU MicLb NPoOBeAEHHA K/HIYHOro AOCiMKEHHA [0 MPOTOKOY KAIHIYHOrO AO0CNIIKEHHS
«focnimkeHHs 1l a3 3 meTow oOuiHkM 6e3neyHocTi W eddeKTUBHOCTI Tepanii npenapatom SYD985,
KOH'lOratoM aHTuTifia Ta /iKapCbKOl PevyoBMHM, WO NPOBOAUTLCA B OAHIA rpyni MaLieHTOK i3 peuugnBHUM,
nowmpeHnm abo mMmetacTaTMyHUM pakom eHAOMETPIlo 3 ekcnpecieto HER2, y Aknx paHiwe 6yno BMSABIEHO
NporpecyBaHHs 3aXBOPIOBAHHS Ha T/i YmM MiCNs NpPoBeAeHHs XiMmioTepanii NepLuUoi AiHii Ha OCHOBI NpenaparTis
nnaTtuHuW», Kog gocnimpkeHHa SYD985.003, peaakuis 3.0 Big 30 BepecHs 2020 p.; cnoHcop - «bilioHaic b.B.»,
[Byondis B.V.], Higepnangn

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

BYNO

CTANIO

O.M.H., npodg. BoHaapeHko |.M.

KomyHanbHe HekomepuiliHe nmignpuemctBo «Micbka
KniHivHa nikapHa Ned» [JHINPOBCLKOT MICbKOI paam»,
BigAineHHa ximioTepanii, JepxaBHuii 3aknag
«[IHinponeTpoBCbKa MeAuYHa akagemis
MiHicTepcTBa OXOPOHM 3[0POB‘'SA  YKpaiHU»,
kadhefpa OHKoONOri Ta MeguyHoi pagionorii, M.
[JHinpo

O.M.H., npodp. BoHaapeHko |.M.

KomyHanbHe HekomepuiiiHe nignpnemctBo «Micbka
KniHivHa nikapHA Ned» [HINPOBCLKOI MICbKOT pajum,
ximioTepaneBTUYHe BiAfINE€HHA 3  AEHHUM
cTauioHapowm, [HinpoBcbKuii OepXaBHuii
MeAUUYHUIA YHiBepcuTeT, Kadeapa OHKOMOrii Ta
MeauyHOoIl pagionorii, M. HINpo

O.M.H., npody. KpmxaHiscbka A.€.

KomyHasibHe HekomepLinHe niANpUEMCTBO
«[prKapnaTtCbknii  KMIHIYHUA OHKOMOFIYHWUIA LEHTP
IBaHO-PpaHKiBCbKOI 06/1acHOT paan», XipypriuHe
BigAiNneHHs Ne3, IBaHO-DpaHKiBCbKUIi
HaluioHaNbHUI MeanYHUIA  yHiBepcuTeT, kadiegpa
OHKoNOriT, M. IBaHO-®paHKiBCbK

O.M.H., npody. KpmxaHiscbka A.€.

KomyHasibHe HekomepuiinHe nignpUeEMCTBO
«[MpukapnatCbknii KNIHIYHWIA OHKOMOFIYHWUIA LEeHTP
IBaHO-PpaHKiBCbKOI 06/1acHOi paan», XipypriyHe
BigAaineHHA Ne3 rOpMOHO3aNEXHUX NYX/IUH Y
XiHOK, IBaHO-DpaHKiBCbKUIi HaLioHa/TbHNIA
MeOUYHUA  yHiBepcuTeT, Kadpeapa  OHKOAOTii,
M. |IBaHO-PpaHKiBCbK

89. BK/IOUEHHA A,0[ATKOBUX MicLb NPoBeAeHHS BUMNPOOYBaHHA [0 NPOTOKONY K/iHIYHOrO AOCNiAKEeHHA
PanpowmizoBaHe, noggiliHe cnine, nnaue60-KOHTPONbOBaHe AOC/iMKeHHS ha3n 2 AN OuiHKM e(heKTUBHOCTI,
6e3MeYyHoCTi, NepeHOCUMOoCTi, dapMakoKIHETUKM Ta 6i0/10rYHOT aKTMBHOCTI OpenabpyTUHIOY Y MauieHTIB i3
peunanByovO-pEMITYOUUM PO3CIAHUM CKNepo3oM, Koa agocnimpkeHHs ICP-CL-00112, sepcisa 3.0 Big 09 ciuHs
2021 poky; cnoHcop - InnoCare Pharma, Inc., USA

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»
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Ne M.1.6. BignoBigasbHOro gocnigHvka

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS
1 O.M.H., npod. BonowwnHa H.IM.
JepxaBHa ycTaHoBa «IHCTUTYT HeBposorii, ncuxiaTpii Ta Hapkosorii HauioHanbHOT akagemii
MeAUYHUX HaYK YKpalHu», BIiA4I1 ayTOIMYyHHUX i fereHepaTuBHUX 3aXBOPOBaHb HEPBOBOI CUCTEMMU,
LIeHTp po3cisHOro ckneposy, M. Xapkis
2 K.M.H. Tomax H.B.
MeanyHWii LeHTPp TOBapuCTBa 3 06MeXEHOH BignoBiganbHicTio «IHET-09», M. 3anopixoks
3 K.M.H. KocTioueHko A.B.
MeanyHWiA LeHTp TOBapMCTBa 3 06MEXEHOH) BifgnoBiAasIbHICTIO «Xenc KiHik», MeguuHunii KniHivHuin
AOCNiAHNUBKWIA LEHTP, BigA4in 3arasibHOi Tepanii , M. BiHHMUSA
4 3aB. Big. Kobeup I.T.
KomyHasnibHe HekoMepuiiiHe nignpuemcTBo «LleHTpasibHa Micbka KAiHiYHa fikapHA  |BaHo-
®paHKiBCbKOT MICbKOI pagu», HEBPOJIONYHE BIAAINEHHSA A1 XBOPUX 3 MOPYLUEHHAM KpPOBOOOGIry
MO3KY , M. |IBaHO-®PpaHKiBCbK

90. NopatkoBuii iHchopmauiiHnii nucTok Ta chopma iHthopmoBaHOI 3rogM yyacHuUKa Ha [OCTaBKy
pocnipkysaHoro npenaparty gogomy, Bepcia V1.0UKR(uk)1.0 Big 26 TpaBHA 2021 poKy, nepeknagp,
yKpaiHCbKolo moBoto Big 01 uepBHA 2021 poky; AopaTkoBui iHpopmauiiHMIA NUCTOK Ta chopma
iHbopMoBaHOiI 3rogM yuyacHUKa Ha [OCTaBKY [AOCAigKyBaHOro npenapaty [p[oaomy, Bepcif
V1.0UKR(ru)1.0 Big 26 TpaBHA 2021 poKy, nepeknag pociicbKoo MoBOIO Big 02 uepBHA 2021 poKy;
IHCTPYKUiT ANA NayieHTa WoA0 OTPUMAHHA AO0CNILKYBaHOIO /liKapCbKOro 3acoby BaomMa, Bepcia 2 Big
26 TpaBHA 2020 poky, nepeknag yKpaiHCbKOl MOBOW Big 08 uepBHA 2021 pokKy; IHCTpyKuii gnsa
nauieHTa WoA0 OTPUMAaHHA A0C/iAKYBaHOro /likapCbKOro 3acody BAoMa, Bepcisa 2 Big, 26 TpaBHA 2020
POKy, nepeknag pociiicbkoio MoBOIO Bif 08 uepBHs 2021 poKy [0 NPOTOKO/Y KMiHIYHOrO A0CAILKEHHS
«PaHpomizoBaHe, noggiiiHe cnine, niaue60-KOHTPONbOBaHe, 12-TwxHeBe AOCNIMKEHHA dhasn 3 41s OLiHKK
edheKkTMBHOCTI Ta 6e3neyHoCTi eTpaciMoay B NaLUi€EHTIB 3 aKTUBHUM BMPAa3KOBMM KOMITOM Bif NOMIPHOro A0
BaXKKOr0 CTYNeHs TAXKOCTi», kog gocnigpkeHHs APD334-302, 3 iHkoprnoposaHoto nonpaskoto 3.0 Big 22 noToro
2021 poky; crnoHcop - «ApeHa PapmacbloTikans, IHK.» (Arena Pharmaceuticals, Inc.),United States

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

91. 36inbLUEHHS KiZIbKOCTI NayieHTiB, WO NpuiiMaloTb yyacTb Y BUNPOOYBaHHI Ha TepuUTOPIi YKpaiHu, 3
35 0 42 oci6 g0 NpoToKoNy KNiHivYHoro gocnimkeHHs «LICA dakTtopy Xl Ans 3HWKEHHA TPOMOBOTUYHUX SABULL,
y NaLj€HTIB i3 TepMiHa/IbHOI CTafi€0 XPOHiIYHOI XBOPOOU HMPOK Ha Aianisi: pasa 2, paHaomi3oBaHe, NoaBiliHe
cnine, nnauebo-KOHTPOIbOBaHe NOCNIMLKEHHA 6e3nekn, hapMakokiHETUKM Ta hapMakoanMHaMiKi MHOXUHHNX
003 BAY 2976217.», kof pgocnipxeHHa BAY2976217/21170, sepcisa 2.0 3 iHTerposaHoto nonpaskoto 1 Big, 29
BepecHs 2020; cnoHcop - baiiep All, HimeuunHa

3anBHUK - TOB «baiiep», YkpaiHa

92. bBpowypa gocnigHuka Rintodestrant (G1T48), Bepcia 6, Big 14 kBiTHA 2021 poKy, aHrNilicbKoO
MoBoto; IHopmauisa Ana naudieHTa i @opma iHPOpPMOBaHOI 3ro4n Ha yyacTb Y YacTUHI 3 focnigkeHHs,
Bepcif 2.0 Big 03 uepBHsA 2021 poKy AnA YKpaiHM cTBOpeHa Ha ocHOBI Fno6anbHoi Maiictep-Bepcii ®I3
Ha yyacTb y YacTuHi 3 gocnigpkeHHa G1T48-01, Bepcia 2.0 Big 14 kBiTHA 2021 poky, MpoTokon Bepcia
8.0 Big 29 ciuHa 2020 poKy aHrnificbKow Ta yKpaiHCbKo MoBamMu; fopatok o IHcopmauii gns
nauieHTa i Popma iHhopMoOBaHOI 3roamn Ha yuacTb Y YaCTUHI 3 gocnipkeHHs, Bepcia 2.0 Big 03 uepBHA
2021 poky ans YKpaiHu cTBOpeHa Ha ocHOBi MTno6anbHoi MailicTep-Bepcii ®I3 Ha yyacTb y 4acTUuHi 3
pocnipkeHHa G1T48-01, sBepcisa 2.0 Big 14 kBiTHA 2021 poky, NMpoTokon Bepcia 8.0 Big 29 ciuHa 2020
POKY aHrnificbkor Ta YKpaiHCbKOW MOBaMW [0 MPOTOKO/Y KAIHIYHOrO A0ChifpKeHHs «BigkpuTe,
baraToueHTpoBe pJocnimkeHHs 1 da3m Ansa ouiHku 6e3nekn, nepeHoCUMOCTi, hapMakoKiHETUKM Ta
nonepeaHbOI MPOTUMYX/IMHHOT akTMBHOCTI npenapaTy G1T48 npu oro 3acTocyBaHHI y 3pocTaloumnx gosax y
BUINA4I MOHOTepanii Ta y KombiHauii 3 Man6boumknibom y XiHOK 3 eCTPOoreH-peuenTop-no3vtneHum, HER2-
HeraTtvBHMM PO3MNOBCIOMKEHNM pakoM MOJIOYHOT 3a103u.», ko4 aocnigpkeHHs G1T48-01, sepcia 8.0 Big 29
ciuHa 2020 poky; crnoHcop - G1 Therapeutics, Inc., MNiBHiyHa KaponiHa, CLUA

3asaBHUK - TOB «APEHCIA EKCIMJTIOPATOPI MEAICIH», YkpaiHa

93. MNoaoBXEeHHA TEPMiHY NPUAATHOCTI A1 AOCNIAKYBAHOr 0 flikapCcbKoro sacoody APG-2575; ta6neTku
BKpUTi NNiBKOBOI 060/10HKO0; 10 Mr, cepiss B133A11701D - ao 11 6epe3Hsa 2022;0HOB/IEHHA pPO34iny
2.1.P.8.3.1 «Ta6nuuji gaHux cTabifIbHOCTI» AOCKLE AOC/iAKYBaHOro nikapcbKoro 3aco6y, sepcis 1.0 Big,
26 TpaBHA 2020 - ana APG-2575; Ta6Gs1eTKM BKpPUTIi NMIBKOBOK 0GO/IOHKOW; 10 mMr [0 MpOTOKONy
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KMiHiYHOrO gocnimxeHHs «JdocnipxkeHHs dasu Ib/ll 3acTocyBaHHA npenapaty APG-2575 sk MoHoTepanii abo B
koMOGiHaLii 3 iHWUMK NiKapCbkMMK NpenaparamMmun y nauieHTiB 3 peuuanByounmmn ta/abo pedopaktepHuMm
XPOHIYHUM  flimcpoumTapHum  neikozom  (XJ11)/apiGHOKAITUHHO  AiMdooumTapHol  nimcomoto  (A/1)1)
(SACRED)», kog pocnimpkeHHa APG2575CU101, sepcia 1.0 Big 18 rpygHsa 2019 ; cnoHcop - Ascentage
Pharma Group Inc. (AceHTax ®apma Mpyn IHK.), CLUA

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

94. Nopatok 1 Big 25.05.2021 p. go Bpowypu OocnigHuka JNJ-67896049 | ACT-293987 | NS-304
UPTRAVI® (selexipag), BugaHHa 16 [0 npOTOKO/Y KNiHiYHOro BuNpobyBaHHs «BaraToueHTpose,
paHAomi3oBaHe, NoAgiiHe cnine, nnauebo KOHTPONbOBaHe, B NapasiefibHMX rpynax, B NOCAIA0BHUX rpynax,
ajanTuBHe K/iHiYHEe AocnimpKeHHs 3 dpasy 3 HaCTYMHUM BIAKPUTMM MNPOAOBXEHUM MepiogoM AN OLiHKK
epekTUBHOCTI Ta 6e3neYHOCTi NiKyBaHHA ceneKkcinarom sik ONOBHEHHSA [0 CTaHAapPTHOI Tepanii y nauieHTiB i3
HeonepabenbHo abo CTilkow / peunamByY00 NiCAA XipypriYHoOro Ta / abo iHTepBEHLHOTO NiKyBaHHS
XPOHIYHOK TPOMBOEMOONIYHOK SIereHeBOIo rinepTeH3ieto», kog, aocnigpkeHHss AC-065B302, 3 nonpaBkowo 3,
Bepcis 4, Big 29.09.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HBx», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

95. bBpowypa pocnigHuka SIMPONI® (golimumab), BugaHHa 22 Big 20.05.2021 p. 0O NpOTOKONYy
KMiHiYHOro AocnigpkeHHs1 «PaHgomizoBaHe, GaraToLEHTpOBe, NoABiiHE chine, akTMBHO KOHTPO/IbOBaHe
KNiHiYHe AocnimpKeHHs 2a dpasn B napanenbHuX rpynax ans AoBeAeHHst KOHUEenLii, BUBYEHHS edDEKTUBHOCTI Ta
6e3neYvyHoCTi KOMGiIHOBaHOI Tepanii rycesibKyma6om ta roniMmymMabom B JlikyBaHHI NaLjieHTIB i3 cepegHboro
CTYNEHS TSHXKKOCTI Ta TAXKUM HecneundiyHUM BUPa3KoBMM KOJTITOM», ko4 AocnimpkeHHs CNTO1959UC02002,
3 nonpaskoto Amendment 2 Big 07.03.2019 p., COVID-19 fopaTok o MNpoToKoAy KNiHIYHOro A0CNiAKEeHHSN
CNTO1959UC02002 Big 14 TpasHsa 2020 poky ; cnoHcop - « AHCCEH ®APMALEEBTUKA HB», Benbris
3asBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

96. [lpyKoBaHi OrosioweHHs1, peaakuia 1 ykpaiHCbKOO MOBOIO ANA YKpaiHu Big uepBHA 2021 p. (10922
Crohns_Awareness_PRINT ADS_Ukraine_Jun2021_V1); BaHepu, pegakuis 1 ykpaiHCbKOIO MOBOIO A1
YKpaiHu Big yepBHs 2021 p. (10922 Crohns_Awareness_BANNERS_ Ukraine_Jun2021_V1); BaHepHa
peknama (cueHapii), pegakuis 1 yKpaiHCbKOWO MOBOI Afs YKpaiHu Big uvepBHa 2021 p. (10922
Crohns_Awareness_ BANNER AD_Ukraine_Jun2021_V1); Mpama nowTta (cueHapii), pepakuyia 1
YKpPAiHCbKOIO MOBOK AnA YKpaiHum Big 4epBHA 2021 p. (10922 Crohns_Awareness_DIRECT
MAIL_Ukraine_Jun2021_V1); MowyK 3a KA4YOoBMMU cnoBaMu (cueHapii), pepakuia 1 ykpaiHCbKOKO
MOBOIO AnAa  YKpaiHM  Big 4epBHA 2021 p. (10922 Crohns_Awareness_KEYWORD
SEARCH_Ukraine_Jun2021_V1); ApyKoBaHa peknama (cueHapii), pegakuis 1 ykpaiHCbKOK MOBOIO ANA
YKpaiHu Big uepBHA 2021 p. (10922 Crohns_Awareness_PRINT AD_ Ukraine_Jun2021 V1); CMC
noBiAOMIEHHA (cueHapil), pegakuis 1 yKpaiHCbKOI0O MOBO ANA YKpaiHu Big uepBHA 2021 p. (10922
Crohns_Awareness_SMS_Ukraine _Jun2021_V1); CouianbHi Megia (cueHapii), pepgakuia 1
YKpaiHCLKOIO MOBOIO AnA YKpaiHuM Big uJepBHA 2021 p. (10922 Crohns_Awareness_SOCIAL
MEDIA_Ukraine_Jun2021_V1) no npoTOKOAiB KNiHIYHUX AocnifxeHb: «baratoueHTpoBe paHAoMi3oBaHe,
NoZABIHO cnine, nnauebo-KoOHTPoIboBaHe JochimpkeHHs Il dpasm 3 METOK OUiHKM O3aHiMoay 4718 NpUuiiomy
nepopasibHO MNPV MPOBEAEHHI HAYKUIMHOT Tepanii nauieHTam i3 cepeAHbOTSHXKKMM abo TSHKKMM nepeb6irom
XBOpo6M KpoHa B akTuBHIl dhopmi (gocnimpkeHHs Nel 3 OUiHKM iHAYKUIAHOT Tepanii)», Kog A0CMiAKEHHS
RPC01-3201, pepgakuis 5.0 Big 03 BepecHs 2020 p.; «baraTtoueHTpoBe paHaoMi3oBaHe, NOABIiHO chine,
nnaueb0-KoHTPoIboBaHe AocnimkeHHs 11l dpa3n 3 METOH OLUIHKM 03aHimopy A1 Npuiiomy nepopasibHO Npu
NpoBeAeHHi IHAYKUINHOT Tepanil nalieHTam i3 cepefHbOTSXKAM abo TsHKKUM nepebirom xBopobu KpoHa B
aKTUBHIN chopmi (gocnigpkeHHs Ne2 3 ouiHKM IHAYKUiRHOT Tepanii)», ko gocnigpkeHHs RPC01-3202, pepakuis
5.0 Big 03 BepecHa 2020 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capn» (Celgene International Il Sarl),
LLseiiuapis

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

97. OHOBNEHUA NPOTOKON  KAMIHIYHOrO  BunNpoGyBaHHA M14-234 3  iHKOPNOPOBaHUMMU
AaMiHicTpatuBHuMu 3miHamum 1, 2 i 3 (Tinbku gna KaHagu) Ta NMonpaekamn 0.01, 0.02, 1, 2, 3,3.01,4, 5,6
Ta 7 Big 10 TpaBHA 2021 pokKy [0 NPOTOKO/Y KNIHIYHOTO AOChiMKeHHs «baraToueHTpoBe, paHaoMi3oBaHe,
noagivHe cnine, nnaueb0-KOHTPOIbOBaHE AOCNIMKEHHS 3 OLiHKM 6e3MeyYHOCTi Ta e(pekTMBHOCTI npenapaTty
YnapauutuHio (ABT-494) ansa iHOYKUIAHOT Ta NiATPMMYHUOT Tepanii y NauieHTiB 3 cepeAHbOTSXKOK abo
TSDKKOKO (pOpMaMu aKTMBHOIO BMPA3KOBOrO KOMiTy», kog, AochigpkeHHs M14-234, 3 iHKopnopoBaHMMM
ApMiHicTpaTMBHUMM 3MiHamu 1, 2 i 3 (Tinbkn ana Kanagm) Ta Monpaskamu 0.01, 0.02, 1, 2, 3, 3.01, 4, 5 Ta 6 Big,
31 nunHAa 2020 poky; cnoHcop - AbbVie Inc., USA
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3asBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

98. OHOBNEHMIT NPOTOKON KNiHiYHOro Bunpo6yeaHHA APG2575CU101, Bepcis 2.1 Big 14 TpaBHA 2021
(aHrniicbKo MOBOIO); JlucT iHchopmauil anA nauieHTa Ta Popma iH(POPMOBaHOI 3rogn Ha yvyacTtb y
BocnifKeHHi, ansa YkpaiHu, Bepcis 3.0 Big 26 TpaBHA 2021 Ha OCHOBI MaiicTep-Bepcii 4.1 Big 14 TpaBHS
2021 (yKpaiHCbKOIO Ta pPOCiicbKO0 MOBOIO); LLloaeHHUK 3acTocyBaHHSA [OCAigKyBaHOro npenaparty
APG-2575, Bepcis 4 Big 10 uepBHsa 2021, ana YkpaiHu Ha ocHoBi CrioHcop Bepcil 3 Big 10 yuepBHA 2021
(YKpaiHCbKOIO Ta PpOoCificbkold MOBOI0); LLLlOAEHHMK 3acCTOCYBaHHSA [OC/iQKyBaHOro mnpenapaty
APG-2575 3 Ma6Tepa®, Bepcis 4 Big 07 uepBHsa 2021, ana YKpaiHu Ha ocHoOBi CnoHcop Bepcii 3 Big 01
yepBHA 2021 (YKpaiHCbKOK Ta POCIiliCbKO0 MOBOI); LLloAeHHMK 3acTOCyBaHHA A0CAILKYBaHOro
npenapatry APG-2575 3 KankBeHc®, Bepcis 4 Big 07 uepBHA 2021, ona YKpaiHM Ha ocHOBi CnoHcop
Bepcii 3 Big 01 uepBHA 2021 (yKpaiHCbKOK Ta POCIACbKOIO MOBOI0); 36i/blUeHHs 3ansiaHOBaHOI
KiNIbKOCTi gocnimKkyBaHux B YKpaiHi 3 70 ao 110 nauieHTiB 40O NPOTOKO/Y KAiHIYHOIO [AOCHiIIKEHHSA
«ocnimkeHHa dasu Ib/ll 3acTocyBaHHA npenapaTy APG-2575 gk MoHoTepanii abo B koM6iHaUiT 3 iHWKMN
nikapcbkMMun npenapartaMmv y nauieHTiB 3 peuuavMByrouMmMmn  Ta/abo  pedIpakTEPHUMU  XPOHIYHUM
nimcpounTtapHum neiikozom (XJ11)/gpibHokniTuHHOW nimcounTapHo nimcomoto ([/171) (SACRED)», kog,
pocnipkeHHs APG2575CU101, sepcis 1.0 Big 18 rpyaHs 2019 ; cnoHcop - Ascentage Pharma Group Inc.
(AceHTax ®apma Npyn IHK.), CLLUA

3aaBHUK - TOB «Kpomocdhapma YkpaiHa»

99. OHOB/NEHUII NPOTOKO/ KIiHIYHOro BUNpPoOOyBaHHsA, Bepcia 2 Big 08 nwoTtoro 2021 p.; Popma
iHdbopMoBaHoI 3roau, Bepcia 2.0 gnsa YKpaiHM YKpaiHCbKOIO Ta pocilicbKolo moBamu Big, 31 6epes3Hs
2021 p. Ha ocHoBi maiicTep-Bepcii chopmu iHchopmoBaHOT 3rogn ansa gocnigkeHHs BO41843, Bepcia 2
Big 08 niotoro 2021 p.; l03Bi<1 HA BUKOPUCTaHHA Ta Nepegavy Megu4vHoi iHchopmauii Npo BariTHICTb,
Bepcia 2.0 gnAa YKpaiHu yKpaiHCbKOK Ta pociiicbkolo moBamu Big 31 G6epe3Hsa 2021 p. Ha ocHoBi
MaiicTep-Bepcii hopmu 3roan Ha HagaHHA iHcopMauii BariTHOIO NapTHEPKOK ANA [OC/IAKEHHS
B041843, Bepcisa 2 Big 08 notoro 2021 p.; LioaeHHMK nauieHTa i3 3aCTOCYBaHHA AOCAIAXYBaHOro
nikapcbKoro 3aco6y, Bepcis 5.0_GDC-9545, kancynu_neTpo30Ji, Kancyau_nanaéouuknio, kancynu_Big,
02 Gepe3HAa 2021 p., YKpPAIHCbKOK Ta POCIACbKOIO MoBamu; [JogaBaHHA LWOAEHHMKA NauieHTa i3
3aCTOCyBaHHA [OC/iAKYyBaHOro Jlikapcbkoro 3acoly, Bepcia 5.0_GDC-9545, kancynu_neTposoJi,
Kancynu_nanéounknio, Taénetku_Big 02 6epesHA 2021 p., YKPAIHCLKOK Ta POCIAICLKOID MOBaMWu;
KapTka-nam’aTka gna naudieHta B gocnigpkeHHi BO41843. Bepcisfi yKpaiHCbKOIO Ta POCilicCbKO0 MOBamMu
2.0 Big, 16 ntotoro 2021 p.; BknoyeHHA [04aTKOBOro Micus NpPoBeAeHHA K/iHIYHOro BUNpoGyBaHHS;
JopaBaHHA npenapaTy CcynyTHbOI Tepanii 3onagekc, kancyna pAns nigWKipHOro BBeAEHHA
nposioHrosaHoi Aaii no 3,6 wmr.; JopaBaHHA 3paska MapKyBaHHA npenapary CcynyTHbOI Tepanii
3onapekc, Kancyna Ana NigwKipHOoro BBeeHHA NPOJIOHroBaHoI Aii no 3,6 mMr. 40 NPOTOKO/Y K/1iHIYHOro
JocnigxeHHs «PaHgoMizoBaHe noAgifiHe cnine nnaueb60-koHTPOo/boBaHe 6GaraToOLEeHTPOBE AOC/iAKEHHS
dhasm 1l gna ouiHkm edpekTnBHOCTI Ta 6e3neyHocti GDC-9545 y kombGiHauii 3 Nas1boLuKNi6omM NOPIBHAHO 3
KOMOiHaujieto N1eTpo30/1y Ta nandoumkniby y nauieHTiB 3 eCTporeH-peLentop-no3ntusHuM, HER2-HeraTuBHUM
MiCL,EeBOMOLUMPEHMUM YN MEeTACTATUYHMUM PakoM MOJIOHHOT 3a/1031», Kog focnimkeHHs BO41843, sepcia 1 Bif
14 moToro 2020 p.; cnoHcop - ®.XothdmanH-/1s Pow /114, LWBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow YkpaiHa»

No MN.1.6. BignosiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. O.M.H. [oTbKO €.C.

KomMyHanbHe HekoMepuiiHe nignpueMcTBO «LleHTpasibHa Micbka KiHiYHA AiKapHS» YXXropoacbKol
MiCbKOT paan, MiCbKiiA OHKOMOFIYHWIA LEHTP, TepaneBTUYHE BIAAINEHHS, [epXaBHWUI BULLWIA
HaBYas/IbHWI 3aKnaf «YXXropoACbKUI HaLioOHa/IbHUI YHIBEPCUTET», Kadieapa OHKOSOriT Ta pagionorii
dhakybTeTy NicNsAMNIOMHOI OCBITU Ta AOYHIBEPCUTETCHKOI NiArOTOBKM, M. Y)XXropof

100. OHOB/EHMIT NPOTOKOJ KNiHIYHOro Bunpo6yesaHHa MK-3475-689, 3 iHKOpnopoBaHOK NOMpPaBKOKO
05 Big 13 TpaBHA 2021 poOKy, aHIMINCbKOK MOBOLO; 3MiHA HasBU Ta MiCLA NPOBeAEHHA K/iHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOIO AOCMiMKEHHS «PaHaomi3oBaHe, BigkpuTe gocnimkeHHs 1l dasm
051 OLiHKM neMOposiisymaby B SKOCTI Heoa'toBaHTHOI Tepanii Ta B KOMOIHaL,ii 3i CTaH4apPTHVMM NiKyBaHHSAM B
AKOCTI af'toBaHTHOI Tepanii npu onepabesisHOMY JIOKOPEriOHa/IbHO PO3MOBCHIKEHOMY M/IOCKOKTITUHHOMY
paky ronosu Ta wui llI-IVA ctagii», kog gocnigxeHHsa MK-3475-689, 3 iHkopnopoBaHoto nornpaskoto 04 Big, 17
yepBHsa 2019 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHg Ko., IHK.»
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA
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3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNo CTANO

O.M.H., npodh. BoHpapeHko |. M. O.M.H., npodh. BoHpapeHko |. M.

KomyHanbHuii  3aknag «[HinponeTrpoBcbka | KOMyHasibHe  HeKkOmepuiiiHe  MiANPUEMCTBO
micbka OGaratonpodpinnbHa KniHiYHa nikapHa | «Micbka KniHiyHa nikapHA Ned» [HINPOBCLKOI
Ned» [HiNponeTpoBCbLKOI 0O6/1ACHOI paawu», | MiCbKOT pagu, XimioTepaneBTUYHe BiggineHHs 3
BiaggineHHa XximioTtepanii, [epxaBHuiA 3aKknag | AeHHUM cTauioHapom, AHinpoBcbKnii
«[lHinponeTpoBCbKa MeAuyHa akageMmis | gepXaBHUMiA MeAWUYHWIA YHiBepcuTeT, kadepa
MiHicTepcTBa OXOPOHM 3[0POB’A YKpaiHW», | OHKOMOTIT Ta MegnyYHoT pagionorii, M. JHinpo
Katbegpa oOHKonorii i MeAuMyHOl  papfionoril,
M. [Hinpo

101. OHoOBNEeHMA NPOTOKON KNiHIYHOro BunNpo6yBaHHA MK-3475-A86, Bepcia 3 iHKOPNOpOBaHOIO
nonpaBkoto 01 Big 26 TpaBHA 2021 pOKy, aHrNifiCbKOK MOBOK; 3as/lydeHHA [0[aTKOBOro Micus
npoBefeHHs KNiHIYHOro BUNPOGyBaHHA 40 NPOTOKONY KAiHIYHOro A0CiapKeHHs «Bigkpute, paHaomizoBaHe
pocnimpkeHHs 1l hasn onsa BUBYEHHA (hapMakoKiHETMKM Ta 6e3MneYyHOoCTi nemoponizymady onsa nigwkipHoro
BBEJEHHA TMOPIBHAHO 3 nemobponisymaboMm [Ans BHYTPILUHbOBEHHOrO BBEAEHHA, B KoMOGiHauii 3
[OBOXKOMIMOHEHTHOK XiMioTeparnietlo npenaparamu nnaTvHW, B AKOCTI NepLuoi MiHil Tepanii 4na yyacHWKIiB 3
MeTacTaTUYHUM MJIOCKOKIITUHHUM ab0 HensIoCKOKNITUHHUM  HeApPiOHOKNITUHHUM  pakoM JIereHiB», Kof
pocnipkeHHa MK-3475-A86, sepcisa 00 Big 26 6epe3Ha 2021 poky; cnoHcop - «Mepk LWapn eHg, doym Kopn.»,
JodipHe nignpuemctso «Mepk eHp, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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

Ne MN.1.6. BiANOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1 nikap Birypo M.C.

MeguyHuii LEeHTp ToBapuCTBa 3 OOMEXEHOK BignosigasbHICTIO «Mpis Mea-Cepsic», Biggin
KNiHIYHUX gocnigxeHb, JHinponeTpoBCcbka 061acTb, M. Kpusuii Pir
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