Jopartok 1

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 11 Big 01.04.2021, Ha siKi 6y OTPUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHoBneHe [Jocb€ Ha pocCnigKyBaHUii flikapcbkuii 3aci6 nasepTiHio (YH25448) Big 22 ciuHa 2021
poky; MofoBXeHHA TepMiHY NPUAATHOCTI AOCNIAKYBaHOIO JliKapCcbKOro 3aco6y nasepTiHio (YH25448)
3 24 po 30 micAuiB [O NPOTOKO/Y KAIHIYHOIO JOCMIMKEHHS «PaHaomi3oBaHe, NoABiliHe ciine AOCNIAKEHHS
dasu Il Ans ouiHkn edhekTMBHOCTI Ta 6e3MeUYHOCTI Ma3epTiHiGy B NOPIBHAHHI 3 redpiTiHIBOM siK Tepanii nepLoi
NiHIT B NaLEHTIB 3 MiCLLEBO-NOLLIMPEHUM ab0 MeTacTaTUUYHUM HeAPIGHOKNITUHHUM PakoM fIEreHIB 3 MyTalli€to,
LLIO CEHCUTM3YE peLenTop enigepmansHoro dpaktopa pocTy», koa gocnimkeHHss YH25448-301, Bepcist 2 Big, 03
BepecHsi 2020 poky; cnoHcop - Yuhan Corporation, Republic of Korea / FOxaH KopnopeiiwH, Pecny6nika Kopes
3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

2. bpouypa gocnigHuka Okpenisyma6 (RO4964913), Bepcis 19 Big nuctonaga 2020 poky, aHrNiliCbKOIO
MoBoO10; CTucna xapaktepuctuka npenaparty Pe6ich®, oHoBneHHA 2020 poKy, aHIrNilicbKOKD MOBOIO 0
NPOTOKO/IB KIHIYHUX BMNPOOYyBaHb: «PaHfaomi3oBaHe, NoABiHE ciine, 3 NOABINHOK iMiTalielo, 4OCTIAKEHHS
B NapaviesibHuX rpynax Ans ouiHKM eqpekTMBHOCTI Ta 6e3neYHOCTi 3aCTOCYBaHHsI OKpeslisymady y MOpiBHSHHI
3 iHTepghepoHoM- 6eTa-1a (Pebicdh®) y nauieHTIB 3 peLmanByoHnM PO3CISHUM CKIEPO30M>», KOA AOCAIIKEHHS
WA21092, iHkopnopoBaHuii nonpaBkoto J Big 27 nunHa 2020 poky; «PaHgomizoBaHe, MoABiiHe chine, 3
NOABINHOK iMITALE, OOCAIMKEHHA B NapasieflbHMX rpynax Ansa ouiHk1M ed)eKTMBHOCTI Ta 6e3MeyHOCTI
3aCTOCyBaHHS OKpesisymaoy y NopiBHAHHI 3 iHTepthepoHOM- 6eTa-1a (Pebith®) y nauieHTiB 3 peunanByoumm
PO3CISiHUM CKIepo30M», KoA AocnimkeHHss WA21093, iHkopnopoBaHuii nonpaskoto | Big 27 nunHsa 2020 poky;
cnoHcop - “®. XotpdmaHH-M1s Pow NiTa” (F. Hoffmann-La Roche Ltd.), LUBeiiuapis

3anBHVK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «ANK'HOBIA PC YkpaiHa»

3. OHOBNEHWiA NPOTOKO/ K/IHIYHOTO BUNPOOYBaHHA 3 IHKOPNOpPOBaHOK nonpaBkow 2 Big 18
nuctonaga 2020 p., aHrIiicbkold MOBOK; OHOBMEHUA CUHONCUC TMPOTOKOMY K/iHIYHOTO
BUNPOGYBaHHA 3 iHKOPNOPOBaHO MonpaBkol 2 Big 18 nuctonaga 2020 p., yKPAiHCbKOKO MOBOIO;
OHoBneHa Bpowypa gocnigHuka ans [ocnigKyBaHOro siikapcbkoro 3acooy TRC101, Bepcisa 7 Big 19
nucrtonaga 2020p, aHrniicbkoo MmoBol; IHchopmauia gna nauieHta Ta Popma iHhopmoBaHoOi 3rogu,
YKpaiHa, Bepcis 4.1/123 rpypHa 2020p., Ha nigcTasi maiicTep-Bepcii iHhbopmauii gnA nauyieHTa Ta hopmun
iHcbopmoBaHoi 3roau, Bepcis 4.0 /15 rpyaHsa 2020p., aHr1iACbKOKO MOBOIO, YKPATHCLKUIA Ta POCINCbKUIA
nepeknapg; IHopmauia ana nauieHta i Popma iHhopmoBaHOI 3roaM Ha A[OAATKOBE AOCiAKEHHSA
KiCTKOBOT TKaHUHU Nig Yac gocnimkeHHss TRCA-303, YKpaiHa, Bepcifa 3.1/ 23 rpyaHa 2020 p., Ha nigcTasi
Malictep-Bepcii iHhopmauii ana nauieHTa i dhopmu iHchopmoBaHOI 3rogu Ha A0AATKOBE [OCNigKEHHS
KiCTKOBOI TKaHMHWU nig yac gocnigkeHHAa TRCA-303, Bepcia 3.0/15 rpygHs 2020p. aHrnificbKoo MOBOIO,
YKpaiHCbKNii Ta pociicbkuii nepeknag; OHOB/IEHE AOCbE AOC/IAKYBaAHOIO JliKApCbKOro 3acoly
(TRC101) Ta nnaue6o, Bepcia 6.2 Big 17 rpyaHsa 2020p., aHrniiicbKoio MoBoOto; Llkana 3arasibHe
BpaXeHHs nauieHTa npo cismuHe dcyHkuioHyBaHHA (PGI-S), Bepcia 2.1 Big 15 rpygHa 2020p.,
YKpPaiHCbKOLO Ta POCiicbKO MoBaMu; IHCTPYKLiT ANA BBeAEHHA [OC/iAKYBaHOro npenapary, Bepcia
2.1 Big 23 rpyaHa 2020p., YKpaiHCbKOIO Ta pocilicbkoio MoBamu; KapTka nauieHTa gns 3B’A3Ky B
eKCTPeHUX cutyauifx, sepcia 2.1 Big 23 rpygHa 2020p., yKpaiHCbKOIO Ta pocCiiicbKolo moBamu; BykneT
ANA nayieHTiB, Bepcia 1.1 Big 15 rpyaHsa 2020p., yKpaiHCbLKOIO Ta POCilicbKoo MoBamu; JIMCcT-noaska,
Bepcia 1.1 Big 15 rpygHa 2020p., YKpaiHCbKOKO Ta pPOCIiACbKOW MoOBamu; 3MiHA Ha3BU Miclb
npoBefeHHs  K/IHIYHOrO BUNpoOGyBaHHA; [lOAOBXEHHA TepMmiHy MNpPOBeAEHHA  KAiHiUHOro
BUNPOGYBaHHA B YKpaiHi 3 4 pokiB 6 MicAuUiB A0 6 POKIB [0 NPOTOKO/Y K/IHIYHOrO AOC/iIKEHHS
«PaHpowmizoBaHe, noggiiiHe cnine, naaueb0-KOHTPOIbOBaHe AoCAiMKEHHA dha3un 3b gns ouiHkM epeKTUBHOCTI
Ta 6e3neku npenapaty TRC101 y BNOBi/IbHEHHI NPOrpecyBaHHA XPOHIYHOTO 3aXBOPHOBaHHA HPOK Y NaLieHTIB
3 MeTaboNiyHUM aumnao3om», ko gocnigpkeHHs TRCA-303 (VALOR-CKD), 3 iHKOprnopoBaHoo Mnonpaskoto 1
Bia 05 BepecHs 2019 p.; cnoHcop - «Tpaiiciga, IHk.» (Tricida, Inc.), USA.

3anBHuK - TOB «BOPNABANA, KNIHIKAM TPAISIC YKP»

JepxaBHuii BULLMIA HaBYaslbHWIA 3aknag «lBaHo-
®paHKiBCbKWiA HaLiOHa/TbHNIA MeANYHNIA
YHiBEPCUTET», Kadoeapa BHYTPILUHbOT MeaANLMHN Ne2

BYNo CTAJNIO
4.M.H., npodh. Bakantok L.I1. O.M.H., npodcp. Bakantok I.IM.
KomyHanbHuii 3aknag «IBaHO-®paHKiBCbKMii | KOMyHasibHe  HeKOoMepuiiiHe  NignpPMeEMCTBO
0oGnacHUiA KNiHIYHWIA KapR[ioNoriYHMiA LEHTP», | «IBaHO-DpaHKIBCbKUIA  0GNacHUiA  KNiHIYHWIA
Bi4AiNEHHsT XPOHIYHOT ilWeMi4YHOT XBOpPOOM cepus, | Kap[ionorivHMn  LeHTp  IBaHO-PpaHKiBCbKOI

o6nacHoI pagu», BiAAINEHHS XPOHIYHOI iLUEMIYHOT
XBOpOOM cepus, [epxaBHuUii BULMIA HaBYa/TbHWIA
3aknag «|BaHO-PpaHKIBCbKWiA HauioHa/IbHWiA




Ta MefICECTPUHCTBA, M. |BaHO-PpaHKiBCbK

MEeAUYHUIA yHiBepcuTeT», Kadheapa BHYTPILIHLOT

Tepanii imeHi J1.T. Manoi HauioHasnbHOI akagemii
MeAMUYHNX HayK YKpaiHu», Bigain Hedponoril,
M. Xapkis

mMeauumHn Ne2 Ta MeAcecTpuHCTBa, M. |BaHo-
®paHKIBCbK

A.M.H., npodp. Tonwii L1, A.M.H., npodp. Tonuii L1

JdepxaBHa ycTaHoBa «HauioHanbHUin iHCTUTYT | [epxaBHa YycTaHoBa «HaujoHanbHWUIA  IHCTUTYT

Tepanii imeHi J1.T. Manoi HauioHanbHOI akagemil
Me[MUYHNX HayK YKpaiHv», Bigain npodinakTtuku
Ta NiKkyBaHHA XBOPO6 HUPOK MpPU KOMOPGiAHUX
CTaHaX, M. XapkiB

O.M.H., npod. KonecHuk M.O.

JdepxaBHa YcTtaHoBa  «IHCTUTYT  Hecpponorii
HauioHanbHOT akagemii MegnyHUX Hayk YKpaiHu»,
BigAaineHHa  Hedpponorii, pgianisy Ta IT-
3abe3neuyeHHa, M. KuiB

O.M.H., npody. KonecHuk M.O.
[epxaBHa YcTtaHoBa  «IHCTUTYT  Hedpposnorii
HauioHanbHOT akagemii MeguyHuX Hayk YKpaiHu»,
BiAfineHHA amGynaTtopHoi Hedpponorii, gianisy
Ta IT-3a6e3neyeHHs, M. K1iB

O.M.H. JleByeHko O.M.

KomyHanbHa ycTaHoBa «Opgecbka o6lacHa
KNiHIYHa nikapHA», NOMIKMIIHIYHE BiA4INEHHA, M.
Opeca

0.M.H. JleByeHko O.M.

KomyHanbHe  HekomepuiiiHe nignpueMcTBO
«OpecbKa o61acHa KniHiyHa nikapHa» OpgecbKoi
06nacHOI pagu, nonikniHiyHe BigaineHHsa, M. Ogeca

O.M.H., npodh. PogioHoBa B.B.

KomyHanbHuii 3aknag, «MicbKka KniHiuHa nikapHs
Ned» [OHINPOBCbKOI MiCcbKOi pagu, Micbkuii
HedponoriyHMiA  UeHTp, [depxaBHuii  3akniag,
«JJHinponeTpoBCbKa MeguyHa akagemisa
MiHiCcTepcTBa  OXOPOHWM  340POB’A  YKpaiHu»,
Kadpegpa npodpeciiHx XBOPO6 Ta  KiHIYHOT
iMyHonorii, M. IHinpo

O.M.H., npogp. PoaioHoBa B.B.

KomyHanbHe  HekomepuiiiHe  nigNPUEMCTBO
«Micbka KniHiyHa nikapHA Ned» [HiNPOBCLKOI
Micbkoi pagu, Micbkuii HedpponoriyHuii LleHTp,
[JepxaBHuii 3aknag «[HinponeTpoBcbka mMeanyHa
akagemia  MiHicTepcTBa  OXOPOHM  3[40pPOB’A
YkpaiHn», kadegpa npodeciiHix XBopob Ta
KNiHiYHOT imyHos10ril, M. [IHINpo

K.M.H. BuwiHuBeUbkuii |.1.

KomyHanbHa yctaHoBa LieHTpanbHa MicbKa
nikapHa Nel M. XXuUTOoMuMp, KOHCYNbTaTUBHO-
nikyBanbHe BigaineHHs «HayKoBO-A0CMiAHNLbKNI
LeHTp», M. XKUtommp

K.M.H. BuwiHuBeubkuia L.1.

KomyHanbHe nignpuemctBo «JlikapHa Neol»
XntoMmpcbKoi MICbKOT pagn, KOHCYNbTaTuMBHO-
nikyBasnbHe BiafAineHHs «HaykoBO-A0CAiAHNLIbKNI
LeHTp», M. XKutomup

nikap Konomiiuyk H.O.
OnekcaHApiBCbKa KhiHiuHa nikapHa M. KueBa,
HecpponoriuHe BiggineHHs, M. Kuis

nikap Konominuyk H.O.
KomyHanbHe  HeKkomepuiiiHe nignpueMcTBO
«KuiBcbKnii Micbkuidi ULeHTp Hedponorii Ta

Aianisy» BUKOHaBYOro opraHy KuiBCbKoi MiCbKOi
pagu (KuiBcbkoi MiCbKOT AepxxaBHol
aaMiHicTpauil), BiAfineHHs rocnita/ibHOI
Hedpposorii Ta gianizy Ne2, M. Kuis

4. OHoBneHa Bepcia [locbe AocnigKyBaHOro nikapcbkoro 3aco6y IMU-838-RC, tabnetku, 5 mr / 15 mr /
22.5 vr [ 30 mr / 45 mr ta IMU-838, Ta6netkn, 5 mr / 15 mr [ 22.5 mr (Vidofludimus Calcium (IM90838) /
Bigochnypgimyc kanbuito (IM90838)), Bepcia 11 Big 14 rpyaHa 2020 poky (IMPD IMU-838-RC Tablets 5
mg /15 mg /22,5 mg /30 mg / 45 mg and IMU-838 Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus Calcium
Tablets) Drug Substance: Vidofludimus Calcium (IM90838) version 11 dated 14 December 2020);
OHoBeHa Bepcia Jocbe AocnigKyBaHoOro nikapcbkoro 3acooy IMU-838-RC, ta6netku, 5 mr / 15 mr /
22.5 mr | 45 mr ta IMU-838, Ta6netku, 5 mr / 15 mr | 22.5 mr (Vidofludimus Calcium (IM90838) /
Bigodnypimyc kanouito (IM90838)), Bepcisa 10 Big 25 TpaBHsa 2020 poky (IMPD IMU-838-RC Tablets 5 mg
115 mg | 22,5 mg | 45 mg and IMU-838 Tablets 5 mg / 15 mg / 22.5 mg (Vidofludimus Calcium Tablets)
Drug Substance: Vidofludimus Calcium (IM90838) version 10 dated 25 May 2020); OHoBneHa Bepcisi
Jocbe pocnigxyBaHoOro nikapcbkoro 3aco6y Mnauye6o ans IMU-838-RC Tta IMU-838 (Vidofludimus
Calcium Tablets | Bigocdhnypgimyc kanbuito, Ta6netku) Bepcia 7 Big 14 rpyaHa 2020 poky (IMPD Placebo
For IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium Tablets), version 7 dated 14 December
2020); OHoBeHa Bepcia flocbe pocnigkyBaHOro nikapcbkoro 3aco6y Mnauye6o gna IMU-838-RC Ta
IMU-838 (Vidofludimus Calcium Tablets / Bigocnygimyc kanbuito, Tabnetku) Bepcis 6 Big 15 uepBHs
2020 poky (IMPD Placebo For IMU-838-RC and IMU-838 Tablets (Vidofludimus Calcium Tablets), version
6 dated 15 June 2020); OHOBneHa Bepcia Jocbe A0CNigKYBaHOro flikapcbkoro 3acooy MNnauye6o ans
IMU-838 (Vidofludimus Calcium Tablets / Bigodnygimyc kanbuito, TaéneTtku), sepcia 4 Big 11 notoro
2020 poky (IMPD Placebo For IMU-838 Tablets (Vidofludimus Calcium Tablets), version 4 dated 11
February 2020); 36inblyeTbCA CTPOK NPUAATHOCTI AOCAIAKYBAHOrO flikapcbkoro 3aco6y IMU-838-RC,
Taonetkn, 5 mr / 15 mr / 22.5 mr / 30 mr / 45 mr 3 4 micsaliB fo 6 micAuiB Ta AOCNiAKYBAHOro NikapCcbKOro
3acoby IMU-838, tabnetku, 5 mr / 15 mr | 22.5 mr (Vidofludimus Calcium (IM90838) | Bigochnypgimyc



Kanbuito (IM90838)) 3 24 micauis go 36 MicsuiB; 36iNbLWYETLCA CTPOK NPUAATHOCTI [OCIAKYBaHOIo
nikapcbkoro 3aco6y Mnaue6o pana IMU-838-RC Ta IMU-838 (Vidofludimus Calcium Tablets |/
Bigodnyaimyc kanbuito, Ta6neTkun) 3 24 micAuis Ao 36 MicsALiB 40 NPOTOKO/Y K/IiIHIYHOrO BUNPOGYBaHHA
«PaHpomizoBaHe, noggiliHe cnine, nnaueb0-kOHTPO/bLOBaHe, GaraToLeHTpoBe AOCNiMKEHHA dhasm 2 aons
OUiHkM BrMBY npenapaTty IMU-838 Ha akTVBHICTb 3aXBOPHOBAHHA, fKa BUMIPHOETLCA 3a pesy/ibTartamu
MarHiTHo-pe3oHaHcHoi Tomorpadpii (MPT), a TakoX 6e3neyHicTb | MNepeHoCMMICTb Yy MalieHTiB 3
peunanByoUMM-peMiTyioumMM poscisHum ckneposom (PPPC) (EMPhASIS)», kon pgocnigpkeHHs P2-IMU-838-
MS, Bepcis 3.0 Big 28 cepnHsa 2020 poky; cnoHcop - «IMMyHik A, HimeuunHa / Immunic AG, Germany
3asBHUK - TOBApUCTBO 3 0O6MEXEHOH0 BianoBigasbHicTio «BEPYM KJTIHIKAJT PICEPUY», YkpaiHa

5. OHoBneHuii MpoTokon KniHiuHoro gocnipxeHHa B7981007, chiHanbHa Bepcis 3 iIHKOPNOPOBaHO
nonpaBkoto 4, Big 20 nuctonaga 2020 p., aHrAilicbkolo MoBoOlo; OHOB/ieHa Bpowypa pocnigHuka
PF-06700841, Bepcis 6.0 Big BepecHa 2020 p., aHrNificbkoo MOBOIO; IHhOpMaLLifiHMIA NMCTOK NavlieHTa
Ta popma iHhopMOBaHOI 3roaun Ha yyacTb Y HAyKOBOMY AOCifKeHHi, MaiicTep Bepcia Big 11 rpyaHsa
2020 p., Bepcia ansA YkpaiHu 7.0 Big 04 notoro 2021 p., aHI/MiACbKOIO, YKPAIHCbKOK Ta POCIACbKOLO
MoBamu; IHhopMaviiiHuii NMCTOK BariTHOI NapTHepKX Ta chopma iHhopMOBaHOI 3roan Ha PO3KPUTTSA
iHdbopMmadii, Bepcisa 6.0 gnsa Ykpainu Big 04 ntotoro 2021 p., HA OCHOBI MaiicTep-Bepcii Big 11 rpyaHaA
2020 p., aHrNifCbKOIO, YKPAIHCbKOI Ta POCIACHLKOK MOBaMU [0 NPOTOKO/Y KAIHIYHOTO AOCAiAKEHHS
«PaHgomizoBaHe, noAgiiHe crine, niaueb0-KOHTPO/IbOBaHe AOCIMKEHHS Y napasieibHuX rpynax gasm 2A
ONs oLUiHKM edhekTUBHOCTI Ta 6e3neyHoCTi nepopasibHOT hopmu npenaparis PF-06651600 Ta PF-06700841 B
SKOCTI IHAYKUiAHOT Tepanii Ta BiAKpUTe po3LUMpeHe fikyBaHHS NauieHTIB 3 XBOp0o6ot KpoHa cepeaHboro abo
Ba&XKOro CTYNeHs TSHKKOCTI», ko, gocnimpkeHHs B7981007, chiHasibHa BepcCisi 3 IHKOPNOPOBAaHOK MONPaBKOoK 3,
Big 24 cepnHs 2018 p.; cnoHcop - Paiizep IHk., CLUA

3asABHUK - TOB «KniHivHi gocnigpkeHHs AKoH», YKpaiHa

6. OHoBieHa Bepcia Bpowypu gocnigHuka, Bepcia 6.0 Big 18 nuctonaga 2020 poKy, aHrMiNCbKOK
moBoto; IHcopmauiiiHuii nuct i chopma iHcpopmoBaHOi 3rogum Ana nignitkie (14-<18 pokiB),
aHrniicbKo mMoBoto, Bepcia 1.0 cneyudpivuHa gna Ykpainm, Big 01 rpyaHa 2020 poKy; yKpaiHCbKOLO
MoBolo, Bepcis 1.0_UA, Big 01 rpyaHs 2020; pociiicbkoto moBoto, Bepcis 1.0_UA, Big 01 rpyaHsa 2020 go
NPOTOKOMY KAiHiYHOro BunpobyeBaHHs «enliGHten: BaratoueHTpoBe, hasa 3, foBroTpusasie, BigkpuTe
OOCiMKEHHS LLOA0 BUBYEHHST 6e3neku Ta edhekTuBHOCTI npenapaty FP/1 TransCon, sikuii BBOANTLCA OAMWH
pa3s Ha TWkAeHb AiTAM 3 aediunToM ropmoHy pocTy (ArP), Wo 3aBepwmnnu yyacTb y nonepeaHboMy
KniHiyHOMY pocnimkeHHi TP/1 TransCon», kog pgocnigxkeHHs TransCon_hGH_CT-301EXT, Bepcis 2.0
(rno6anbHa nonpaska 1) Big 29 ciyHA 2020 poky; cnoHcop - AcueHgic ®apma EHAoKpiHONOMKK [iBixH A/C
(Ascendis Pharma Endocrinology Division A/S), faHis

3aaBHUK - AKuensciops /114., YropwuHa

7. Bpowypa pocnigHuka FYB203, Bepcisa 2.0 Big 27 nuctonaga 2020 pokKy, aHrNificbKo MOBOLIO;
IHchopmauiiiHuii nucTok i popma iHchopmoBaHoi 3roau, Bepcis V3.0UKR(uk)1.0 Big 28 ciuHsa 2021 poky,
nepeknag ykpaiHCbkoo MoOBOKW Big 09 nortoro 2021 poky; IHdopmadiiHuii nuctok i dopma
iHdbopmoBaHoi 3rogu, Bepcia V3.0UKR(ru)1.0 Big 28 ciuHa 2021 poKy, nepeknag, pocCiiiCbKolo MOBOIO
Big, 09 ntotoro 2021 poky; Alocbe JOCNiAKYyBaHOro nikapcbKoro 3acody FYB203, cekuif 2.1.S, AKTUBHA
peuoBuHa, Bepcia v3-0_UA_v2-0 Big 19 ciuHAa 2021 poKy, aHINiiCbKOK MOBOIO; [locb€ AOCNiA)KYyBaHOIoO
nikapcbkoro 3acooy FYB203, cekuisa 2.1.P, JocnigpKyBaHuiA niKapCbKuii 3aciob, Wwo tectyetbca FYB203,
Bepcia v2-0_UA_v2-0 Big 19 ciuHa 2021 poKy, aHrniiicbkoro MOBOK; [lOCb€E [OCAiIMAKYBAHOIO
nikapcbkoro 3aco6y FYB203, cekuif 2.1.P, JocnigpKyBaHuii nikapCbKuii 3acio, Wwo TectyeTbca Aiinis,
Bepcis v2-0 Big 08 rpyaHAa 2020 poKy, aHINiicbKOK MOBOK; CTUC/a XapaKTepucTyKa npenapary Aiinis,
OHOBJ/IEHHA Bifg 12 XoBTHA 2020 pOKy, aHIMIACbKO MOBOK [0 MPOTOKOMY K/iHIYHOTO BMNPO6GYBaHHS
"PaHgomizoBaHe noAgiiiHe ciine 6aratoueHTpoBe AOCAiMKEHHSA dda3n 3 ANna NOPiBHAHHA eqeKTMBHOCTI Ta
6e3neyHocTi npenapaty FYB203, 3anponoHoBaHoro 6ioaHasiora adiibepcenty, Ta npenapaty Annis® y
naLieHTiB i3 HeOBacCKy/IAPHOIO BiKOBOK Makynoguctpodpiero (MAGELLAN-AMD)", ko gocnigpxeHHa FYB203-
03-01, Bepcia 2.0 Big 16 rpyaHa 2019 poky; cnoHcop - Bioeq GmbH, Germany

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

8. dninuapTt Bepcis 1.0 Big 14 rpyaHa 2020 ana YKpaiHM YKpaiHCbKOKO MOBOIO; dninuapT Bepcis 1.0 Big,
14 rpyaHa 2020 gns YKpaiHu pocilicbkoro MoBoto; MocTtep Bepcia 1.0 Big 14 rpyaHa 2020 gnsa YKpaiHu
yKpaiHCcbKolo MoBoto; MocTtep Bepcia 1.0 Big 14 rpyaHs 2020 gna YKpaiHU pocCiiicbKoo MOBOK [0
NPOTOKOY KAiHIYHOro pocnimkeHHs «LICA chakTopy XI 418 3HUXKEHHSA TPOMOOTUUYHUX SABULL, Y NALIEHTIB i3
TEepMIHaNIbLHOK CTafiEl XPOHIYHOI XBOPOOWM HMPOK Ha Ajanisi: daza 2, paHooMizoBaHe, noAgiliHe chnine,
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nnaueb0o-KOHTPOIbOBaHe AOCHiIMKEHHA 6e3nekn, hapMakoKiHETUKN Ta dpapMakoAnHaMIKU MHOXWUHHUX [03
BAY 2976217.», ko gocnigxeHHs BAY2976217/21170, sepcisa 1.0 Big 09 6epesHsa 2020; cnoHcop - baiiep
Al’, HimeyunHa

3anBHUK - TOB «baiiep», YkpaiHa

9. Bpoluypa gocnigHuka A AOCNiAKyBaHOro flikapcbKoro 3aco6y BeHeTtoknakc (ABT-199), Bepcis 13
Big 13 ciuHa 2021 poKy [0 NPOTOKOMIB KNIHIYHMX BUNpo6yBaHb: «baraToueHTpoBe, paHOOMi30BaHe,
noAgiviHe cnine AocnimkeHHs dasu 3, y KoMy BMBYAETbLCS BOPTE30MIO Ta AeKcamMeTasoH y KOMOiHauii 3
BEHETOK/IaKCOM abo nnauebo y nauieHTiB 3 peunamBHO abo pedpakTepHO MHOXMHHOK MIEIOMOKO 3
YYTNUBICTIO A0 IHriGITOpiB nNpoTeacom abo Yy nNauieHTiB, SKi He OTPUMYBasIM JliKyBaHHS iHribiTopamu
npoTeacom», Koa gocnimpkeHHs M14-031, 3 iHkopnopoBaHOK AAMiHICTpaTMBHOW 3MiHO 1, Monpaskoto 0.01
(Tinekn ana ®paHuir), Micuesoto Monpaskoto 1 ansa AnoHii Ta FnobdansHummM Monpaskamu 1, 2, 3, 4,5,6 1a 7
Big 20 kBiTHA 2020 poky; «baraTtoueHTpoBe paHAOMi30BaHe BigKpuTe OOCNILKEHHA ha3u 3 [/19 BUBYEHHS
BeHeTOK/IaKCy Ta JlekcameTas3oHy Y NOPiBHAHHI i3 noManigoMiloM Ta JekcaMeTa30HOM Y navieHTiB i3 t(11;14)-
NO3UTMBHOK peunanBHO abo pedpakTepHO MHOXUHHOK MIESIOMOIO», KOA4 focnimkeHHs M13-494, Bepcis
8.0 Big 30 nunHa 2020 poky.; cnoHcop - AbbVie Inc., USA / E66BI IHk, CLLA

3anBHuK - E66BI BiodhapmachkioTikans MM6X, LUBeiuapis

10. Bpouwypa AocnigHnka ComanayntaH (NNC0195-0092) aocnigxeHHs NN8640 - gediunt ropmoHy
pocTy y Aiteii Ta gopocnux, BugaHHsa 11, octatouHa Bepcia 1.0 Big 22 ciuHa 2021 pokKy, aHrNilicbKoo
moBoto; flogatok 1, “Nonclinical Study Tabulations”, octaTouHa Bepcia 1.0 Big 22 ciuHa 2021 poky,
aHrniicbkol MoBoLo; flopatok 2, “Summary of clinical data from completed clinical trials”, octaTouHa
Bepcia 1.0 Big 22 ciuHa 2021 poky, aHrnilicbkoio MoBot; floaarok 3, “Tables of adverse events”,
octatouHa Bepcia 1.0 Big 22 ciuHA 2021 poKy, aHriliCbKOIO MOBOIO; 3a/lyyeHHs A0[aTKOBOI
Bupo6HuYoi ginsaHku Novo Nordisk A/S (Hallas Alle, Kalundborg, 4400, Denmark) ana aocnigxyBaHoro
nikapcbkoro 3aco6y NNC0195-0092; OHoBieHUIi po3Ain aocbe nikapcbkoro 3acoo6y, Facilities and
Equipment, octaTouHa Bepcis 5.0 Big 23 nuctonaga 2020 p., aHrnificbkoto MoBoto; OHOB/EHUA po3ain
[ocbe gocnimKyBaHoro nikapcbKoro 3acooy, 3.2.S.2 Manufacture Somapacitan, octatouHa Bepcis 8.0
Big 15 rpyaHa 2020 poKy, aHrnificbkoro MOBOW; OHOBEeHWI pos3gin [ocbe p[ocnigpKyBaHOro
nikapcbkoro 3aco6y, 3.2.S.3 Characterisation Somapacitan, octarouHa Bepcisa 5.0 Big 08 nucronaga
2018 poKy, aHrniiicbKkol MoBOK; OHOBNEeHUIA po3ain locbe AOCAiAKYBAHOro NiKAapCbKOro 3acooy,
3.2.S.4 Control of Drug Substance Somapacitan, octatouHa Bepcia 6.0 Big 03 rpyaHa 2020 poky,
aHrniicokoto MoBoto; Po3gin Jocbe aocnimKyBaHOro nikapcbkoro 3acooy, 3.2.S.6 Comparability of
Somapacitan Drug Substance after Transfer from Pilot to Commercial Manufacturing Site, octatouHa
Bepcia 1.0 Big 08 nuctonaga 2018 poky, aHrniicbKolo MOBOK; OHOBJIEHWIA po3gin [ocbe
[ocnipKyBaHOro fikapcbKoro 3acooy, 3.2.S.7 Stability Somapacitan, octaTtouHa Bepcia 11.0 Big 07
rpyaHs 2020 poky, aHrniicbKkolo MoBOK; OHOBMEeHUiA po3gin Jocbe [focNigKyBaHOro JliKapCbKOro
3acoby, 3.2.P.2 Pharmaceutical Development, octatouHa Bepcia 3.0 Big 14 rpygHa 2020 p.,
aHrniicbKkol MoBOM; OHoBieHWii posgin [locbe AocnipKyBaHOro nikapcbkoro 3acob6y, 3.2.P.3
Manufacture, octaTouHa Bepcis 4.0 Big 14 rpygHa 2020 p., aHriicbkolo MOBOK; OHOB/IEHWI po3ain
Aocbe pocnigKyBaHoro nikapcbkoro saco6y, 3.2.P.5 Control of Drug Product, octatouHa Bepcis 6.0
BiA 14 rpyaHsa 2020 p., aHrniicbkoo MoBOK; OHOBJIEHUIT po3ain Jocbe JOCNiIoKYBaAHOIO J1iKapCbKOro
3aco6y, 3.2.P.8 Stability, octatouHa Bepcia 10.0 Big 15 rpygHAa 2020 p., aHrAiiCbKOK MOBOI [0
NPOTOKONY KMIHIYHOTO BUMNPOOYBaHHA «PaHaoMi3oBaHe, MiXHapoAHe, 3 aKTUBHMM KOHTposieM, (Bigkpute),
(noagiliHe cnine) gocnigXeHHs 3 Nigdopy 403K B napanesibHUX rpynax, 3 ouiHkuM eoeKTUBHOCTI Ta 6e3neYHOocCTi
3actocyBaHHA npenapaty NNC0195-0092 oauH pa3 Ha TWXKAEHb Y NOPIBHSIHHI 3 WOAEHHUM 3aCTOCYBaHHSM
npenapaTy ropMoHy pocTy (HopaiTponiH® ®nekcllpo) y Aiteit npenybepTaTHOro Biky 3 AediuuTOM ropMOHY
POCTY, Y SIKUX paHille He NMpoBoAwaacs Tepanis npenapaTaMmy ropMoHy pocTy», kog, focnigxeHHss NN8640-
4172, octaTouHa Bepcia 5.0 Big 11 nuctonaga 2019 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

11. BK/1lOY€EHHSA J,O[ATKOBOIro MiCLi NPOBeAEHHS K/iHIYHOro BUNPOOyBaHHA; JoCbE [OCifAKYBaHOIO
nikapcbkoro 3aco6y (Inebilizumab), Bepcis 2.0 Big 06 ciuHA 2021 p., aHrNilicbKO MOBOIO; 3a/ly4eHHSA
[O0AAaTKOBUX BUPOGHUUUX AINAHOK AnA nnaue6o Ao iHe6inisymao (Inebilizumab) 10 mn, KoHueHTpaT
AnAa posunHy ana iHdysiii: Berkshire Sterile Manufacturing, Inc.,CLUA; SGS, CLUA; 3anyuyeHHs
[O0AaTKOBOI BUPOGHMUOI AinAHKM ansa iHeGinisymad (Inebilizumab), KoHueHTpaT gna posuuHy ans
iHdoy3iid,10 mr/mn Ta nnaue6o fo iHe6inisyma6 (Inebilizumab) 10 mn, KOHUEHTpaT AN PO3UUHY ANs
iHdoy3iii: Fisher Clinical Services GmbH, HimeuuuHa [Marie-Curie-Str. 16, Rheinfelden, Baden-
Wuerttemberg, 79618, Germany]; 3pa3ok MapKyBaHHA AOC/iAKYBaHOro JliKapCbKOro 3acooy
Inebilizumab, 10 mr/imn a6o nnaue6o, 10 M, KOHUEHTpAT A/ PO3uUuMHYy AnA iHdysiin (dnakoH,
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ynakoBKka[Ha6ip]), ykpaiHCcbKkoto MoBoto. Label ID #: VIE2506PN38.2, VIE2505PN38.1), ykpaiHCbKOO
MOBOI0; 3pasKku 300paXeHb eNeKTPOHHOro onuTyBasibHUKa Ans nauieHTiB: ePRO Screenshots -
Ukraine-Ukrainian, v2.0, 18-Jan-2021 [Neuro-QoL, MGQoL-15r, PGIC (3aranbHe BpaXeHHA NauieHTa
npo 3MiHy)]; 3pa3ky 306paXeHb efIeKTPOHHOro onuUTyBasiIbHUKa AN nauieHTiB: ePRO Screenshots
Ukraine Russian v2.0, 25-Jan-2021 [Neuro-QoL, MGQoL-15r, PGIC (3arasibHe BpaXeHHA nauieHTa npo
3MiHy)] [0 NPOTOKO/Y KAiHIYHOrO BUNpPoGyBaHHA «PaHgomizoBaHe, noAgiliHe-ciine, 6GaraToueHTpoBe,
nnaueb0-KOHTPONIbOBaHE AOC/iIMKEHHA ha3n 3 3 BIAKPUTUM NepiogoM Ans OUiHKM e(PeKTMBHOCTI Ta
6e3neyHoCTi iHeGinisymady y AOpOCNX NaLieHTIB 3 MiacTeHiero rpasic», kog gocnimkeHHs VIB0551.P3.S1,
Bepcis 3.0, 24 yepsHsi 2020 p.; cnoHcop - Biena Balio, IHk., CLUA (Viela Bio, Inc., USA)

3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «<MEAMENC YKPAIHA»

Ne M.I.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micu NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npod). MockoBko C.I1.

MeauyHUn LeHTp ToBapucTBa 3 OOMEXEHOK BifnoBifasibHICTIO «MeanuHnii ueHTp «CaniTem»,
NiKyBas/IbHO-NPOQINAKTUYHWIA BigAin, M. BiHHMUSA

12. IHdhopmaLifiHMIA NMCTOK LWOA0 BUKOPUCTaHHSA Nomasigomiay, sepcia 4.0 Big 30 xxoBTHA 2014 poky,
YKpaiHCbKOI Ta pociiicbkotlo moBamu; Mam’saTka ANnA NauieHTIB WOA[AO0 A03yBaHHA nomasnigomigy y
KNIHIYHUX pocnifmKeHHAX KomnaHii «E66Bi» (AbbVie), Bepcia 1.0 Big 20 Gepe3Ha 2019 poky,
YKPaiHCbKOIO Ta pPOCIACbKOIO MOBaMu [0 MpOTOKO/MY KIIHIYHOTO AocnimpkeHHs «baratoueHTpose
paHAoMmi30oBaHe BigKpuTe AOCiMKeHHS ha3u 3 /15 BUBYEHHSA BEHETOK/MAKCY Ta leKcaMeTa30HY Y NOPIiBHAHHI
i3 NTOMaUTiAoMIgOM Ta fekcameTa3oHOM Yy nauieHTiB i3 t(11;14)-n03MTNBHOK peunamnBHOK abo pedipakTepPHO
MHOXWHHOK MIiENOMOI0», Ko aocnigpkeHHs M13-494, sepcia 8.0 Big 30 nivnHA 2020 poky.; cnoHcop - AbbVie
Inc., USA / E66BI IHk, CLLUA

3asaBHUK - E66BI biodhapmacbktoTikans TM6X, LUBeiuapis

13. foaaTtok Ao copmu iHpopmoBaHoi 3rogu: Aopatok 1 Ao copmu iHchopmoBaHoi 3roan Ans
nauieHTiB koroptu C, Bepcia 1.0 ansa YkpaiHu yKpaiHCbKOIO Ta pociiicbKolo MoBamu Bif, 22 noToro 2021
p. Ha ocHoBi maiictep-Bepcii flogatky 1 o chopmu iHpopMoBaHOi 3rogu ANA NawieHTiB koroptu C gns
pocnipkeHHa CO40016, sepcia 4 Big 16 nuctonaga 2020 p. 40 MPOTOKO/Y K/IHIYHONO AOCNiAKEHHS
«[lMogBiiHe cnine nnaueb0o-KOHTPONbOBaHe paHaoMizoBaHe asu Il gocnigxeHHs inaTtacepTiGy y koMbGiHaL,i
3 naknitakcesioM B SIKOCTi NiKyBaHHA AN NauieHTiB 3 reHHUMKU nopywenHamu PIK3CA/AKT1/PTEN B rpyni
MiCLLeBOMOLLMPEHOro ab0 MeTacTaTUYHOro, NOTPIHO-HEraTMBHOIO paky MOMOYHOT 3aU1031 abo B rpyni rOPMOH-
no3uTnBHOrO, HER2-HeraTMBHOIro paky MOJI0YHOI 3a/1031», ko4 AochigpkeHHs C0O40016, sepcis 9 (Koropta C)
Big 20 BepecHst 2019 p.; cnoHcop - ®.XoddpmanH-/1a Poww JIta (LWseiyapis)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

14. 3miHa MicuA npoBefeHHA KNiHIYHOro BUNPOGYBaHHA [0 MNPOTOKO/Y K/IHIYHOrO [AOCNiIKEHHSA
«baraTtoueHTpoBe, paHAoMi3oBaHe, MoABiliHe chine, naauebo-KOHTPONbOBaHe AOC/iMkeHHA a3 26 3
nigbopom onTMManbHUX [03 AN OUiHIOBaHHA ed)eKTMBHOCTI, 6e3neyHoCTi i1 chapMakoKiHETVKM npenapaTy
PF-06480605 y OpOCANX YyYaCHUKIB i3 BUPa3KOBUM KOJTITOM NMOMIPHOTro abo BaXKKOIO CTYMEHS TSXKKOCTI», KOZ
pocnigxeHHs B7541007, octatoyHa Bepcis npoTokony Big 18 nunHa 2019 poky; cnoxcop - Mdarizep IHk.,
CLIA

3anBHuK - Mdpansep IHk., CLUA

BYNoO CTANO

K.M.H. HewrTa B.B. K.M.H. Hewrta B.B.

KomMmyHanbHe HeKomepuiliHe nignpmemcTtBo | MeguUHUiA LEHTP TOBapuCTBa 3 OOMEXEHOI
«MicbKa nikapHsa Nel» 3anopisbKoi MiCbKOI paau, | BignoBiganbHicTO «OIALEHTP»,
XipypriuHe BiggiNeHHA 3  OHKOXipypriyHMMMK, | raCTPOEHTEPOsIOriuHe BiagAiNneHHs,
YPONIOriUHUMUN Ta MPOKTONIONIUHUMM NKKaMU, M. | M. 3anopixxs

3anopixoxs

15. /lncT gnsa nayieHTa, WO NPOAOBXYE yyacTb Y KMiHiUHOMY BUNPoOGYyBaHHI, Bepcia 1.0 Big 09 noToro
2021p., aHrnificbKol MOBOIO, Nepekaj YKPaiHCbKOI Ta pociiicbKolo MoBamMu; JIUCT Ans nauieHTa, Wo
3aBepLUIMB y4acTb Y KNiHiYHOMY BUNPoGyBaHHi, Bepcis 1.0 Big 09 ntotoro 2021p., aHrniicbKOK MOBOIO,
nepeknag yKpaiHCbKOI0 Ta pOCiiicbkolo MoBamMu; 3MiHa MicLs NPOBeAEHHS KNiHIYHOro BUNPoGyBaHHSA



00 NpPOTOKONY  KAIHIYHOrO  AocnimkeHHss «OuiHKa npakTMYHOro AOcCBiAy  NiAWKIPHOTO  BBEAEHHSA
aBTOiIHXeKTOpOM npenapaty AVTO02 nauieHTam 3 akTMBHUM pPeBMATOiHUM apTpUTOM Big, NOMIPHOro A0
TSDKKOr0 CTYMeHs: BigKpuTe, IHTEPBEHLUjHE KNiHiYHe [OoCAiMpKeHHs 6e3 KOHTPOsbHOI rpynu 3 hasor
nofasibLoro nikysaHHa npenapatoM AVTO02, Wo noctavyaeTbCA y MnonepefHbO HanoBHEHOMY  LUMPUL
(ALVOPAD-PEN)», koa gocnimkeHHsa AVT02-GL-303, sepcia 3.0 3 Monpaskoto 2 Big 11 moTtoro 2020 p.;
cnoHcop - «AnBoTtek Caicc Al'» (Alvotech Swiss AG), LLseiuapis

3asBHIK - TOB «BOP/IABAINL KMIHIKA TPAINC YKP»

BYNO CTANIO

O.M.H. npodp. Pekanos [.I. O.M.H. npodp. Pekanos A.I.

KomyHanbHa yctaHoBa «3anopisbka oGnacHa | MeguuHuii ueHTp TOB «Cy4yacHa KniHika»,
KNiHiYHa fnikapHa» 3anopisbKoi 06s1aCHOI pagun, | M. 3anopixoks

BigAiNneHHs peBMaronorii 3 LEeHTPOM
iMyHOGionoriyHoi Tepanii, M. 3anopixxs

16. MoaoBXeHHA TepMiHy nNpugaTHOCTI AocnigKyBaHOro siikapcbkoro 3acooy APVO101 (IXINITY®),
cthakTOp 3ropTaHHA KpoBi IX (pekomGiHaHTHMii), 1000 MO go 36 micAWiB 00 NPOTOKOAY KAiHIYHOro
pocnipkeHHs «OuiHka npenapaTy pekombiHaHTHoro ¢paktopa IX, APVO101, y aiteii, xBopux Ha remodoinito B,
AKUM paHille NpoBoANIOCA NiKyBaHHA 4AHOro 3axXBOPHOBaHHA», KoA4 focasikeHHs APV0101-903, pepakuis
3.0, nonpaska 2 Big 29 nunHa 2020 p.; cnoHcop - «Mepgekcyc ®apma, IHk.» [Medexus Pharma, Inc.], CLLA
3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

17. 3miHa MicuA NpoBeAEHHA K/MiHIYHOrO BUMPOOYBaHHA A0 MNPOTOKO/Y K/IHIYHOrO BUMNPOOYBaHHS
«PaHgomizoBaHe noggiiiHe cnine pgocnimpkeHHs 1l dasn, nopiBHSHHA KOMOGIHaUil nmemo6ponizymady Ta
ininimymaby 3 kom6GiHaujieo nemo6ponizymaby Ta niauebo y paHiwe HeslikoBaHUX NauieHTIB 3 MeTacTaTU4yHUM
HeApPIGHOKNITMHHUM pakom nereHb 4 ctagii 3 PD-L1-no3uTtnBHumn nyxnnHamu (TPS =50%)(KEYNOTE-598),
koA pocnigpxkeHHa MK-3475-598, 3 iHkopriopoBaHoto nornpaskoto 06 Big 11 rpyaHa 2020 poky; cnoHcop - «Mepk
Wapn EHg Ooym Kopn.», podipHe nignpuemcteo«Mepk Eng Ko., IHK.» (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLA

3aaBHUK - TOBapUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANIO
nikap CewmereH HO.B. nikap CewmereH H0.B.
KomyHasnbHa ycTaHoBa «UYepHiBeubkuii obnacHuin | O6nacHe KOMyHaslbHe HeKoMepLiiHe NignpueMCTBO
KIHIYHWIA OHKONOTIYHUIA AnucnaHcep», BiAAINEHHS | «BYKOBMHCHKMIA  KAIHIYHUIA  OHKOJOTIYHWUI  LIEHTP»,
[OEHHOro ctauioHapy, M. UepHisLi CTPYKTYPHUIA  Migpo34in  AEHHOro  crauioHapy,
M. YepHiBuj

18. IHchopmaLis anAa 6aTbkiB Ta PopMa iHhopmoBaHoi 3roau (AN YkpaiHu) Big, 25 ciuHAa 2021. KB Ne:
1199-0337. BICTMS_Bepcisa: PP_07_UKRO06. MoBa_Bepcis Ta garta: ykpaiHcbka_06 (15 ntotoro 2021);
«UHcpopmayua ana poaguteneii u ®opma nHPOPMMPOBAHHOTO cornacus (41 YKpauHbl) oT 25 sHBaps
2021 roga. K/ Ne: 1199-0337. BICTMS Bepcus: PP_07_UKRO06. A3bik_Bepcus n garta: pycckuii_06 (15
theBpana 2021 roga)»; IHhopmauisa Ta Popma iHthopmoBaHOi 3roan A1 NauieHTa, Wo AOoCcArHys 18
POKiB nif, yac KiHiYHOro BUNPoGyBaHHA (ANna YKpaiHu) Big 25 ciuHa 2021. KB Ne: 1199-0337.BICTMS
Bepcia: M_07_UKR_06. MoBa_Bepcisa Tta pgarta: ykpaiHCbka_06 (15 ntotoro 2021); «MHdopmauusa n
dopma WH(OPMMPOBAHHOIO corfacusa ANAA nayueHTa, KOTopblA poctur 18 ner BO Bpems
KIMHUYECKOro nccrsiegoBaHnsa (ons YKpauHbl) ot 25 sHBapsa 2021. KA Ne: 1199-0337. BICTMS Bepcus:
M_07_UKR_06. A3sbik_Bepcua n pgata: pycckuii_06 (15 cheBpana 2021)»; IHchopmania Ta Popma
iHcbopMoOBaHOI 3rogu Ana HENOBHOMITHIX BikOM Big, 14 Ao 17 pokiB (anAa YkpaiHun) Big 25 ciuHa 2021. KB
Ne: 1199-0337. BICTMS Bepcisa: PA_05_UKR 07B. MoBa_Bepcia Ta gaTta: ykpaiHcbka_07 (15 niotoro
2021); «<NHcpopmanma n dopma MHPOPMUPOBAHHOTO Cornlacus ANA HecoBepLUEHHONIEeTHUX B BO3pacTe
oT 14 po 17 net (ans YkpauHbl) ot 25 sauBapsa 2021. KN Ne: 1199-0337. BICTMS Bepcus: PA_05_UKR
07B. A3bik_Bepcusa u gara: pycckuii_07 (15 cpeBpansa 2021)»; IHchopmauisa ans nauieHTa Ta Popma
iHhopmoBaHoi 3roau ans pitei Bikom Big 12 Ao 13 pokie (gna Ykpainu) Big 25 ciuHa 2021. KB Ne: 1199-
0337. BICTMS Bepcisa: PA_05_UKR 06A. MoBa_Bepcisa Ta pata: ykpaiHcbka _06 (15 niotoro 2021);
«NHcbopmanma gnsa naymeHTa n dopma MHPOPMMPOBAHHOIO cornacus A geTeil B BospacTe ot 12 oo
13 net (gna YkpauHbl) ot 25 aHBapa 2021. KA Ne: 1199-0337. BICTMS Bepcus: PA_05_UKR 06A.
A3bik_Bepcua n pgata: pycckuii_06 (15 cheBpana 2021)»; IHcdopmauis gna naugieHta ta Popma



iHbopmoBaHoi 3roau ana gitei Bikom Big 6 Ao 11 pokiB (ana YKpaiHu) Big, 25 ciuna 2021. KB Ne: 1199-
0337. BICTMS Bepcia PC_05_UKR 05. MoBa_Bepcis Tta gara: ykpaiHcbka_05 (15 ntotoro 2021);
«UHdcpopmayua ana naymeHTa u dopma MHOpPMMUPOBAHHOTO COrlacusa Ana aeteii B Bo3pacTe oT 6 Ao
11 net (ans YkpauHbl) oT 25 sHBaps 2021. KA Ne: 1199-0337. BICTMS Bepcusa PC_05 UKR 05.
A3bik_Bepcusa n gata: pycckuii_05 (15 dreBpansa 2021)»; dopma NOBTOPHOI 3roan Ana 6arbKiB (gns
YKpaiHu) Big 25 ciuHa 2021. KB Ne: 1199-0337. BICTMS Bepcisa: RPP_07_UKR06. MoBa_Bepcis Ta gara:
yKpaiHcbka_04 (15 ntotoro 2021); «dopma NOBTOPHOIO cornacus ans poguteneii (ansa YkpauHbl) ot 25
AHBapA 2021. KU Ne: 1199-0337. BICTMS Bepcus: RPP_07_UKRO06. A3bik_Bepcusa u gata: pycckuii_04
(15 cheBpans 2021)»; dopma NOBTOPHOI 3roau A/1A NaLi€HTA, WO AOCATHYB 18 pokKiB nig yac KniHiuHoro
pocnipkeHHa (gna YkpaiHu) Big 25 ciuHa 2021. KB Ne: 1199-0337. BICTMS Bepcisa: RM_07_UKRO06.
MoBa_Bepcia T1a parta: ykpaiHCbka_04 (15 niwotoro 2021); «dopma MOBTOPHOro cornacus Aans
naumeHTa, KOTOpbIii gocTur 18 net Bo BpeMs K/IMHUYECKOro uccneposaHus (onsa YKkpauHsl) ot 25
AHBapa 2021. KN Ne: 1199-0337. BICTMS Bepcusa: RM_07_UKRO06. f13blk_Bepcusa 1 gara: pycckuii_04
(15 cheBpans 2021)»; dopma NOBTOPHOI 3roaAn ANA HENOBHOITHIX (Bikom Big 14 ao 17 pokis) (ans
Ykpainu) Big 25 ciyHa 2021. KB Ne: 1199-0337. BICTMS Bepcisi: RPA_05_UKRO07B. MoBa_Bepcisa 1a
para: ykpaiHcbka_05 (15 ntotoro 2021); «®Popma NOBTOPHOro cornacusa st HecoBeplueHHONeTHUX (B
Bo3pacTte oT 14 go 17 net) (ana YkpauHsbl) ot 25 ausapa 2021. KA Ne: 1199-0337. BICTMS Bepcus:
RPA_05_UKRO07B. fA3bik_Bepcus v garta: pycckuii_05 (15 cpeBpansa 2021)»; dopma NOBTOPHOI 3rogun
ANA piten Bikom Big 12 po 13 pokiB (g8 YKpaiHu) Big 25 ciuHsa 2021. KB Ne: 1199-0337. BICTMS Bepcis:
RPA_05 _UKRO6A. MoBa_Bepcia Ta gata: ykpaiHCbka _03 (15 ntotoro 2021); «®opma NOBTOPHOro
cornacusa gna geten B Bospacte oT 12 no 13 net (ana YKpauHbl) ot 25 auBaps 2021. KU Ne: 1199-0337.
BICTMS Bepcusa: RPA_05 _UKROG6A. Asbik_Bepcusa un gara: pycckuii_03 (15 dheBpansa 2021)»; dopma
NOBTOPHOI 3roaun AnAa Aiteii Bikom Big, 6 a0 11 pokiB (ana YKpaiHun) Big 25 ciuHa 2021. KB Ne: 1199-0337.
BICTMS Bepcisa: RPC_05_UKR 05. MoBa_Bepcia Ta garta: ykpaiHcbka _03 (15 ntotoro 2021); «dopma
NOBTOPHOrO cornacus ansa geteil B Bospacte ot 6 go 11 net (ana YkpauvHbl) oT 25 AaHBapsa 2021. KU Ne:
1199-0337. BICTMS Bepcus: RPC_05_UKR 05. A3bik_Bepcus u gara: pycckuii_03 (15 cheBpans 2021)»;
JopatkoBa 3roga A0 iHopmauii ana GaTtbkiB Ta PopmMu iH(pOpMOBaHOI 3roau y 3B’A3KY i3
nopyLieHHAM rpacpiky npoBeAeHHs focimKeHHA (ANA YKpaiHu) Big 30 ciyHa 2021. KB Ne:1199-0337.
BICTMS: DP_01_UKRO01. MoBa_Bepcisa Ta garta: ykpaiHcbka 01 (25 ntoTtoro 2021); «JononHurenbHoe
cornaweHue K uHcdopmauum ana poguteneil 1 ®opme MHEGPOPMUPOBAHHOIO cCoOrnacusi B CBA3M C
HapyweHuemM rpadmka nposegeHusa uccnegosaHus (Ana YkpauHol) ot 30 suBapsa 2021. K Ne 1199-
0337. BICTMS Bepcusa: DP_01_UKRO1 fA3bik_Bepcusa n fata: pycckuii_01 (25 ceBpansa 2021)»;
JopatkoBa 3roga ao iHchopmauis Ta ®opmu iHhOpPMOBaHOI 3rogn ANA NaL€HTa, WO AOCATHYB 18 pokiB
nig yac KNiHiYHOro BUNpPoGyBaHHA Y 3B’A3KY i3 NOpYLUEeHHAM rpadyiky npoBeaeHHs focnigxeHHs (ana
Ykpainn) Big 30 ciuHa 2021. KB Ne: 1199-0337. BICTMS: DM_01_UKRO01l. MoBa_Bepcia Tta para:
yKpaiHcbka 01 (25 nrwTtoro 2021); «[lononHUTeNbHOe cornaweHne K uHdopmauum u dopme
MH(OPMUPOBAHHOIO COrjflacuA A9 NauueHTa, KOTOpblA gocTur 18 netr Bo Bpems K/IMHUYECKOTO
uccneaoBaHUsl B CBA3U C HapyleHueMm rpadmka nposeaeHus uccnegosaHusa (aNA YkpavHbol) ot 30
AHBapa 2021. KN Ne:1199-0337. BICTMS Bepcusa: DM_01_UKRO1. AA3bik_Bepcusa u garta: pycckuii_01
(25 dreBpansa 2021)» 0 NPOTOKOAY KMAIHIYHOrO BMNpobyBaHHA «[oaBiiiHe cnine, paHgoMi3oBaHe, nnaue6o-
KOHTPO/IbOBaHe AOCNiMKEHHA A/1A OLiHIOBaHHA BM/IMBY A03U Ta 6€3MeyYHOCTi NepopasibHOro 3acToCyBaHHS
HiHTegaHiGy NPOTAroM 24 TWXHIB HA POHI CTaHO4APTHOrO NiKyBaHHSA, 3 NoAasibLUMM BIAKPUTAM NiKyBaHHAM
HIHTeZaHIGoM pI3HOT TpPUBAUIOCTI y AiTeli Ta MigniTkiB (BikOM Big 6 A0 17 pOKiB) 3 KAIHIYHO 3HAYYyLLMMM
hibpO3yOUNMN IHTEPCTULLINHMMMN 3aXBOPIOBAHHSAMM NIEreHb», KoA gocnimpkeHHsa 1199-0337, sepcis 2.0 Big 19
yepBHSA 2020; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, ABcTpisi

3asBHUK - TOB «JOKYMEAC» («CIA JOKYMEAC»), Natsis

19. 3pa3ok MapKyBaHHA €fIeKTPOHHOro LWoAeHHUKa Aansa pgocnigpkeHHa J1P-MC-KFAH, sepcia 1.0,
YKpPaiHCbKOI0 MOBOLO; 3pa3oK MapKyBaHHA €/1IeKTPOHHOro LWoAeHHUKa Ana aocnimpkeHHs J1P-MC-
KFAH, Bepcis 1.0, pociiicbkoto moBoto; Ekcnpec-g0BigHUK nauieHTa, Bepcifa 2.0 Big 27 ciuHsa 2021 p.,
YKpaiHCbKOlo MOBOI0; KOpoTKe fOBiAKOBE KepiBHULITBO A1 NauieHTiB, Bepcis 2.0 Big 14 ciuna 2021 p.,
pociiicbKkol0 MOBOIO; 306paXeHHs1 eKpaHy €/IeKTPOHHOro woAeHHuKa: HaBuaHHsA, Bepcia 1.0 Big 12
nmoTtoro 2021 p., yKpaiHCbKOKO MOBOIO; 306paXXeHHs1 eKpaHy eNeKTPOHHOro woAaeHHuka: HaByaHHs,
Bepcia 1.0 Big 01 Gepe3HA 2021 p., POCINCLKOO MOBOK; 300paKE€HHS €eKpaHy €e/IeKTPOHHOro
woaeHHuka: OSFT (HanawTyBaHHAl agMiHiCTpyBaHHs), Bepcis 1.0 Big 12 ntotoro 2021 p., yKpaiHCbKOIO
MOBOI0; 300paXXeHHA €KpaHy eNeKTPOHHOro wogeHHuka: OSFT (HanawTyBaHHAl agMiHICTpyBaHHS),
Bepcia 1.0 Big 01 Oepe3HAa 2021 p., POCIACLKOO MOBOI; 300pPaXEHHS €KpaHy eNIeKTPOHHOro
woaeHHuKa: LWoaeHHuK, Bepcia 1.0 Big 12 notoro 2021 p., yKpaiHCbKOIO MOBOI0; 300paXXeHHSA eKpaHy
eNIeKTPOHHOro wopaeHHuka: LWoaeHHuk, Bepcis 1.0 Big 01 6epe3Hs 2021 p., pPOCiliCbKO MOBOLO;
3pa3ok mapKyBaHHA niadHweta Ana pgocnimkeHHa J1P-MC-KFAH, Bepcis 1.0, yKpalHCbKOIO MOBOIO;
3pa3oKk MapKyBaHHA nnaHweta ansa gocnimkeHHs J1P-MC-KFAH, Bepcia 1.0, pociiicbkolo MOBOIO;
3006paxxeHHA eKkpaHy nnaHuwerta: HaBuaHHA, Bepcia 1.0 Big 12 nmoToro 2021 p., yKpaiHCLKOIO MOBOIO;
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3006paxeHHA eKpaHy nnaHweTta: HaBuaHHA, Bepcia 1.0 Big 01 6epe3Hsa 2021 p., pocilicbKOlO MOBOIO;
300paxeHHA ekpaHy nnaHweTta: IBDQ, Bepcia 1.0 Big 12 ciuHa 2021 p., YyKpaiHCbKOIKO MOBOIO;
306paxeHHs ekpaHy nnaHweTta: IBDQ, Bepcia 1.0 Big 12 nwotoro 2021 p., poCiiicbKOlO MOBOIO;
300paxeHHA eKpaHy NMaHweta: 3ara/ibHe BpaXXeHHA nauieHTa npo 3miHu (PGI-C), Bepcia 1.0 Big 12
noToro 2021 p., yKpaiHCbKOI0 MOBOK; 300paXeHHs1 eKpaHy niaHwerta: 3ara/ibHe BpaXeHHs nauieHTa
npo 3miHu (PGI-C), Bepcisa 1.0 Big 01 6epe3Hsa 2021 p., poCiliCbKOI0O MOBOIO; 300pPaXEHHA eKpaHy
nnaHweTa: Exkcnpec-pgocnimpxkeHHs genpecuBHOI cumMnToMaTtuky (16 nyHKTIB) (camoouiHka) (QIDS-
SR16), Bepcisa 1.0 Big 12 notoro 2021 p., YKPAIHCbKOIO MOBOI; 306paXeHHS eKpaHy MnjaHweTa:
KopoTknii onutyBasibHUK No cumntomMam genpecii (16 nyHKTiB) (4N caMOCTIMHOro 3anoBHEHHS)
(QIDS-SR16), Bepcisa 1.0 Big 17 notoro 2021 p., pocCiicbKOI0 MOBOID; 300paXeHHA eKpaHy MnJaHLieTa:
UC Remission | HOpmanbHOI KinbKOCTi aKTiB gedhekauii ona uboro nauieHrta, Bepcia 1.0 Big 12 notoro
2021 p., YKpaiHCbKOIO MOBOIO; 306paKeHHs eKpaHy nnaHuweta: Pewmicia BK | HOpMasibHa KinbKicTb
BUMOPOXHeHb, Bepcia 1.0 Big 01 Gepe3Ha 2021 p., pociiicbkolo MOBOI; KapTka HaragyBaHHA
HacTynHoro Bi3uty ansa gocnimkeHHa INSTRUCT-UC, Bepcis 1 Big 20 ciduHAa 2021 p., yKpalHCbKOIO Ta
pociiicbkolo MoBoH; IHthopmauiiiHa 6powypa gocnigkeHHA INSTRUCT-UC, Bepcis 1 Big 20 ciuHsa 2021
P., YKPAiHCbKOI Ta POCiificbKOl0 MOBOIO; 3pa3oK /incTa Bif, Jslikaps 00 nauieHTa ANns [AOC/iAKEeHHSA
INSTRUCT-UC, Big 19 niotoro 2021 p., yKpaiHCbKOIO Ta poOCiicbkOolo MOBOMO; KapTka y4dacHuka
[ocCnipKeHHA ANA eKCTPEeHOoro KOpUCTyBaHHA TyaneTom, Bepcia 1 Big 20 ciuHA 2021 p., yKpaiHCbKOIO Ta
pociiicbkolo moBoto; IHopmadis npo pocnigpkeHHs INSTRUCT-UC Study pna nauieHTiB, fAKki
BiANOBigaloTb KpUTepiam anAa ydacti, Bepcia 1 Big 20 ciuHa 2021 p., yKpaiHCbKOK Ta POCifiCbKOo
MoBoOt0o; KapToHHa KOpoGKa AnA 3pas3kiB nauyieHta gnsa gocnimpkeHHa INSTRUCT-UC, Bepcis 1 Big 20
ciuHA 2021 p., YKpaiHCbKOIO Ta POCilicbKoo MOBOIO; KapTka HaragyBaHHsl 3anOBHEHHSA €/IEKTPOHHOIO
woaeHHuka ana pocnipkeHHa INSTRUCT-UC, Bepcia 1 Big 20 ciuHa 2021 p., yKpaiHCbKOK Ta
pociiicbkolo MOBOIO; KapTka BAAYHOCTI 3a yyacTb Y AochigkeHHi, Bepcis 1 Big 20 ciuna 2021 p.,
YKpPaiHCbKOIO Ta pPOCiliCbKOK MOBOIO; [OBiAHUK i3 BUKOHAHHA Bi3uTiB ana gocnigpkeHHA INSTRUCT-
UC, Bepcisa 1 Big 20 ciyHAa 2021 p., yKpalHCbKOIO MOBOIO; JOBiAHMK MO Bi3uTam ANA AOCNIMKEHHSA
INSTRUCT-UC, Bepcia 1 Big 20 ciuHa 2021 p., poOCiiCbKOO MOBOIO [0 MPOTOKO/Y K/iHIYHOIO
BMNpobyBaHHA «PaHAoMmi3oBaHe, MOABiiHE cnine, nnaueb0-KOHTPONbOBaHe JochigpkeHHs 1l dasm 3
afganTMBHUM Au3aiHoM 3 MeTow ouiHki npenapaTy LY3471851 (NKTR-358) y nauieHTiB i3 akTMBHUM
BMPa3KoBMM KOJITOM Bif, MOMIPHOro A0 TsHKkoro nepebiry», kof pocnigxkeHHs J1P-MC-KFAH, Bepcia 3
nonpaskoto (a) Big 18 nuctonaga 2020 poky; cnoHcop - Eni Mlinni eHg Komnawi, CLA / Eli Lilly and Company,
USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

20. fopatok 1.0 Big 23 notoro 2021 poky ao Bpowypu gocnigHuka SEP-363856, Bepcii 10.0 Big 14
rpyaHa 2020 poKy, aHriiCbKOK MOBOIO [0 NPOTOKOAIB KAiHIYHUX JoCNimKeHb «PaHaomi3oBaHe, noaBiliHe
cnine, nnauebo-kOHTPONbOBaHe, 6araToLeHTPOBE AOCNIAKEHHS, WO NPOBOAUTLCA B NapasiesibHUX rpynax, i3
3acTocyBaHHAM (pikcoBaHMX [03 AN OUHKM edEeKTMBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 y
naLieHTiB i3 LWM30gPeHIEr Y TOCTPOMY MCUXOTUYHOMY eni3odi», koA gocnimkeHHs SEP361-301, sepcisa 3.00 3
iHKOpnopoBaHoo CyTTEBOO nonpaskoto 2.00 Big 16 BepecHs 2020 poky; «Bigkpute poswpeHe JocnigKeHHs
ONs OUiHKM 6e3MeyYyHoCTi Ta nepeHocuMocTi npenapaTty SEP-363856 y navieHTiB i3 LWM300peHieto», Kog
pocnipkeHHs SEP361-303, Bepcis 3.00 3 iHKopriopoBaHoto cyTTeBOK nonpaskoto 2.00 Big 16 BepecHs 2020
poky; «PaHgomizoBaHe, noggiliHe cnine, nauebo0-KOHTPO/IbOBaHe, 6GaraToueHTPOBE [AOCAILKEHHS, LU0
NpPOBOAMTLCSA B MNapasiefNlbHMX rpynax, i3 3acToCyBaHHAM (RIKCOBaHWX A03 ANS OUIHKA egIeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTIB i3 LWM30PEHIEND Y TOCTPOMY NCUXOTUYHOMY €ni3oAi», Ko,
pocnipkeHHss SEP361-302, sepcist 2.00 3 iHKoprnopoBaHoo cyTTeBOK nonpaskoto 1.00 Big 16 BepecHsi 2020
poky; «PaHfomizoBaHe, nofgiiiHe chine [OCNIMKEHHS, WO NPOBOAMTHLCA 3 BUKOPUCTAHHSAM aKTUBHOIO
npenapaTty B SKOCTi KOHTPO/IO [ANS OLUiHKM [0BroTpuMBasioi 6e3neyHocTi i nepeHocUMOoCTi npenapaty
SEP-363856 y naujieHTiB i3 WM30odpeHieto», kog gocnipkeHHs SEP361-304, sepcia 2.00 3 iHKOpnopoBaHoo
cyTTeBoto nonpaskoto 1.00 Big 16 BepecHsA 2020 poky; cnoHcop - «CyHOBIOH ®apMachioTikauic IHK.» (Sunovion
Pharmaceuticals Inc.), CLUA

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

21. PoskagpyBaHHsi eConsent, Bepcia 01, Big 15 nwoToro 2020 poKy, YKpaiHCLKOK MOBOIO;
Po3kagpyBaHHA eConsent, Bepcia 01, Big 15 ntotoro 2020 poKy, pOCiiiCbKOIO MOBOK [0 NPOTOKOY
KniHiyHoro pgocnipkeHHss «PRESERVE 1. dasza 3, paHOomi3oBaHe, NoABiiiHE cnine A0CioKEeHHSs
TPUNaAUUKNioy y MOPiBHSAHHI 3 nfauebo y nauieHTiB, sKi OTPUMYKOTb Tepanito i3 3acToCyBaHHSM
FOLFOXIRI/6eBaunsymaby nna nikyBaHHs MeTacTaTM4HOIO KOJIOPEKTasSIbHOrO paky», KoA AOCNiAXKEeHHs
G1T28-207, Bepcisa 1.0 Big 12 yepBHa 2020 poky; cnoHcop - G1 Therapeutics, Inc., United States

3aaBHUK - MNignpremcTso 3 100% iHo3emMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»



22. 3miHa BignoBiga/IbHOro AocCnigHUKa Ta 3MiHa HasBM MiCUA NpoBeAeHHA BUNPOOYBaHHA [0
NPOTOKONY K/iHIYHOro BUNpobyBaHHA «JocnimpkeHHs Il dasn nemoponisymady (MK-3475) y kombiHauii 3
CYNyTHbLOIO XiMIONPOMEHEBOI Tepanicto 3 nojasnbLUnM BBeeHHAM nemo6ponizymady 3 onanapmbom abo 6e3
HbOrO MOPIBHAHO 3 CYMYTHLOK XiMIONPOMEHEBOI Tepanield 3 nojasbluMM BBEAEHHAM AypBasiymady B
yyacHVKIB 3 HeornepabesibHUM /IOKa/IbHO PO3MNOBCIOMKEHUM HeApiGHOKMITUHHMM pakoMm siereHis Il ctagii
(HAPNM)», kop pocnimpkeHHs MK-7339-012, 3 iHkopnopoBaHoto nonpasko 03 Big 01 xoBTHA 2020 poky;
cnoHcop - «Mepk Wapn EHg Joym Kopr.», fodipHe nignpnemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO
A.M.H., npod. [Monoscbka T.M.| nikap Nepenags C.B.
KniHika [lepxaBHoOi ycTaHoBU «IHCTUTYT MeamuHoi | KniHika [lepxaBHOi yCTaHOBW «IHCTUTYT MeAn4HOI
pagionorii iMm. C.M. Tpurop’eBa HaujoHanbHoi | pagionorii Ta oHkonorii im. C.MN. [purop’eBa
akagemii Hayk YKpaiHu», BigfineHHs KiHiuHoi | HauioHanbHOI akagemii MeandHnx Hayk YKpaiHu»,
OHKOJOriT Ta remaTtosorii, M. Xapkis BigAiNeHHs KNiHIYHOI OHKoMorii Ta remaronorii,
M. Xapkis

23. bpowypa gocnigHuka (BAX 855), BugaHHsa 11.0 Big 01 BepecHA 2020 poKy, aHrNiliCbKOO MOBOIO;
IHhopMmauiviHuii nucTok | popma 3roam anAa 6aTbkiB: yacTuHa A, Bepcis V8.0UKR(uk)1.0 Big 06 ciuHA
2021 poky, nepeknag yKpaiHCbKoOlo MOBOIO Big 18 ntoToro 2021 poky; IHpopmauiiiH1Mii n1cToK i hopma
3rogu gnsa 6aTtbkiB: yacTuHa A, Bepcis V8.0UKR(ru)1.0 Big 06 ciuHa 2021 poKy, nepeknag pocilicbKolo
MoBoto Big 18 ntotoro 2021 poky; ®opma 3rogm A/ HENOBHOJITHIX NaUi€eHTIB BiKOM <6 POKiB, fKi
nonepeagHbLO He OoTpumyBasin nikyBaHHA (HacTuHa A), Bepcia V6.0UKR(uk)1.0 Big 07 ciuHa 2021 poky,
nepeknag ykpaiHcbKoto moBolo Bifg 18 niotoro 2021 poky; Popma 3rogu Ansi HENOBHOMITHIX NaLieHTIB
BiKOM <6 poKiB, fiKi nonepeAHbLO He OTPUMYBaNu NikyBaHHA (YacTuHa A), Bepcia V6.0UKR(ru)1.0 Big 07
ciuHa 2021 poky, nepeknapg pociiicbkoo MoBow Big 17 nwotoro 2021 poky; ®opma 3rogu ans
HEeNOBHOJIITHIX NaLieHTiB BiKOM <6 poKiB, fIKi nonepeAaHLO He OTPUMYyBanM fiKkyBaHHA (YacTuHa B),
Bepcia V5.0UKR(uk)1.0 Big 06 ciuHa 2021 poky, nepeknag yKpaiHCbKOlo MOBOIO BiA 18 niotoro 2021
poky; ®opma 3rogun AN HEMOBHOJITHIX NaWieHTiB BIKOM <6 poKiB, AIKi nonepefHbLO He OTPUMYBaIu
nikyBaHHA (YacTuHa B), Bepcis V5.0UKR(ru)1.0 Big 06 ciuHa 2021 poKy, nepeknapg, pociicbKOK MOBOIO
Big 18 nwotoro 2021 poky A0 NPOTOKO/Y KAIHIYHOrO BMNPo6yBaHHA «[lpocnekTuBHe, GaraToueHTpoBeE,
BIAKpUTE AOCNIMKEHHS a3 3 3 METOH BUBYEHHS 6e3NeyHOCTi, IMyHOTeHHOCTI Ta remMocTaTuyHOI
edhekTmBHoCTI MErinbLoBaHoro thaktopa sroptaHHs kposi VIII (BAX 855) npu 3acTocyBaHHI y NaUEHTIB, BIKOM
< 6 pokiB, 3 Baxkow dopmoto remodinii A (FVIII < 1%), ki paHilwe He OTpuMMyBaIM JiKyBaHHS», KO,
pocnimpkeHHs 261203, iHkopnopoBaHuii nonpaskoto 4 Big 08 ntotoro 2018 poky; crnoHcop - «bakcanTa
IHHOBeMLWH3 TMBX» (Baxalta Innovations GmbH), ABcTpis

3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «ANK'HOBIA PC YkpaiHa»

24. Bpowypa pocnigHuka CC-90001, BugaHHsa 8 Big 23 rpygHAa 2020 poKy, aHrMilicbKOld MOBOLO.
AopatkoBa chopma iHpopmauiiHOT 3rogu nayieHTa Ha NPOBEAEHHA [UCTAHLIAHUMX OGCTEXEeHb
nauieHTiB B pamMkKax gocnigjKeHHs no tenecoHy, 3a AONOMOrolo BifileOKOH(pepeHL3B’A3KY, Y BUrNsAAi
Bi3UTy A0 a/ibTEPHATMBHOIO MeAUYHOro 3aknagy a6o Bisuty gogomy, Bepcia V1.0UKR(uk)1.0 Big 10
nmotoro 2021 poky, nepeknag ykKkpaiHCbKOl0O MOBOW Big 26 ntortoro 2021 poky; [LopaTkoBa chopma
iHcbopmauiiiHOi 3rogn nauieHTa Ha NPOBeAEHHA AUCTAHLUIAHUX OOCTeXeHb MaLiEHTIB B paMKax
pocnipkeHHA no TenegoHy, 3a [ONOMOrOK BifeOKOH(hepPeHU3B’sA3KY, Yy BUrNAgi BisUuty Ao
a/lbTepHaTUBHOrO Me4UUYHOIO 3aKnagy aéo Bisuty gogomy, sepcia V1.0UKR(ru)1.0 Big 10 ntotoro 2021
POKy, nepekniag, pocilicbKolo MOBOIO Big 26 sit0oToro 2021 pokKy A0 NPOTOKOSY KAiHIYHOMO A0CAILKEHHS
«24-TWKHEBE paHA0oMi30BaHe, MOABINHe crine, nnaueb0o-KOHTPO/IbOoBaHe GaraToLEHTPOBE [AOCAIAKEHHS
hasn 2 3 HacTynHuMm 80-TMXXHEBMM NEPIOAOM MPOAOBXEHHS JliKyBaHHA akTVBHMM NpenapaTtoM A1 OLjiHKM
edpekTMBHOCTI Ta 6e3neyHocTi npenapaty CC-90001 y nauieHTiB i3 igionatuyHum nereHesnmM pibpo3om», Koz
pocnipkeHHss CC-90001-IPF-001, 3 iHKopriopoBaHow nonpaskoto 3 Big, 28 cepnHsa 2019 poky; cnoHcop -
«CenpgxeH KopnopeliwH» (Celgene Corporation), CLLUA

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

25. lonoBHeHHA A0 hopmu iHhopMOBaHOT 3rogu: 3roga Ha NPoBeAEHHA a/lbTEPHATUBHUX Bi3UTIB Y
MeXax gocnigpkeHHA nig yac naHgemii COVID-19, Bepcia V1.0UKR(uk)1.0 Big 04 6epe3HAa 2021 poky,
nepeknag ykpaiHcbKoro MoBoto Big 10 Gepe3HAa 2021 poKy; [lonoBHeHHA Ao ¢opmu iHhopmoBaHoil
3rogu: 3roga Ha NPoBeAEHHA a/ibTEPHATUBHUX Bi3UTIB Y MeXax AOCNiMKEeHHA nig yac naHaemii
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COVID-19, Bepcia V1.0UKR(ru)1.0 Big 04 6epe3Hs 2021 poky, nepeknapg pociiicbkoo moBoto Big 10
G6epe3HA 2021 poKy [0 NPOTOKO/Y KAiHIYHOro BUNpobyBaHHS «PaHgomisoBaHe, noggiiHe cnine, 3 NOABINHO
iMiTaLieto, AOCMIMKEHHA B napanenibHUX rpynax A1 OUiHKM eeKTMBHOCTI Ta 6e3neyYHOCTi 3acToCyBaHHSA
okpenisymMaty y nopiBHAHHI 3 iHTepdepoHoM- 6eTa-1a (Pebith®) y nauieHTiB 3 peunanByOUMM PO3CISHUM
CK1Iepo30M», Ko gocnimpkeHHss WA21092, inkopnopoBaHuii nonpaskoto J Big, 27 nunHsa 2020 poky; CnoHCcop -
«®. XodpcpmaHnH-N1a Pow fitg»  (F. Hoffmann-La Roche Ltd.), LBeiuapis

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

26. baratochaktopHa WwKasa BToMsiloBaHocTi (PedsQL™), 3BiT guTnHM (BikoM Big, 8 o 12 pokiB), Bepcis
3.0 Bia 12 ciuHsa 2021 poKy, YKpaiHCbKOIO MOBOIO; BaratochakTtopHa LWwKasia Ais OLiHKU BTOMJ/TIOBAHOCTI
(PedsQL™), onutyBanibHUK ans gitei (Bikom Big 8 o 12 pokiB), Bepcis 3.0 Big 12 ciuHa 2021 poky,
pociiicbkoto moBoto; BaratotakTopHa Wwkana BTomawBaHocTi (PedsQL™), 3BiT nigniTka (Bikom Big 13
po 18 pokiB), Bepcia 3.0 Big 12 ciuHa 2021 poKy, YKpaiHCbKOO MOBOW; baratochakropHa wWwkana ana
ouiHKM BTOMJTIOBaHOCTI (PedsQL™'), onuTyBanbHUK Ans nignitkie (Bikom Big 13 Ao 18 pokiB), Bepcia
3.0 Big 12 ciuHA 2021 poky, pociiicbKolo MOBO1o; BaraTtocthakTtopHa Wkasia BTomtoBaHocTi (PedsQL™),
3anuTasibHUK AnA 6aTbKiB giTein (Bikom Big 8 o 12 pokiB), Bepcia 3.0 Big 12 ciuHA 2021 poky,
yKpaiHCbKoo MoBoOW; baratocaktopHa wkana Ana ouiHkM BToMoBaHocTi  (PedsQL™),
onuTyBaJZIbHUK ANA 6aTtbKiB giteil (Bikom Big 8 go 12 pokis), Bepcia 3.0 Big 12 ciuHAa 2021 poky,
pociiicbkolo MoBoto; BaratochakTopHa Wwkasa BTomatoBaHocTi (PedsQL™), 3anutasibHUK A1A 6aTbKiB
nignitkiB (Bikom Big 13 go 18 pokiB), Bepcia 3.0 Big 12 ciuHA 2021 poKy, YKpPAiHCbKOK MOBOLO;
BaratothakTopHa LWKasa ANAA OUiHKM BTOMtoBaHOCTi (PedsQL™), onutyBa/sibHUK f[ns OaTbkiB
nignitkie (Bikom Big 13 ao 18 pokiB), Bepcia 3.0 Big 12 ciuHa 2021 poOKy, pOCiiiCbKOIO MOBOIO;
IHchopmaunia ana nauieHtis (BG00012), Bepcia V4.0UKR(uk) Big 02 nuctonaga 2020 poky, nepeknag,
YKpaiHCbKOI0 MoOBO Big 05 niotoro 2021 poky; IHcdopmauis ana nauieHtisB (BG00012), Bepcis
V4.0UKR(ru) Big 02 nuctonaga 2020 poKy, nepeknag, pociiicbkoto MoBoto Big 05 ntotoro 2021 poky;
IHbopmauia ana nauieHTtiB (BIIB017), Bepcia V4.0UKR(uk) Big 24 BepecHs 2020 poky, nepeknapj
yKpalHCbKOlo MoBoOl Big 05 notoro 2021 poky; IHdopmauia ana nadiedTtis (BIIB017), Bepcia
V4.0UKR(ru) Big 24 BepecHs 2020 poky, nepeknag pociiicbKoio MoBoOt Big 05 ntotoro 2021 poky;
LLkana ouiHKM TSHKKOCTI cyiumay KonymoGiicbkoro yHiBepcuteTy (C-SSRS), BUXigHi faHHi, Bepcis Big
28 nrotoro 2018 poky, yKpaiHCbKOl MOBOW; LUkana ouiHku TsbkkocTi cyiumpgy KonymGilicbkoro
yHiBepcuteTy (C-SSRS), BuxigHi gaHHi, Bepcis Big 28 ntoToro 2018 poky, pociiicbkolo moBoto; LLkana
OLHKM TSXKKOCTi cyiumay Konymoiiicbkoro yHiBepcuteTy (C-SSRS), 3 MOMEHTY OCTaHHbLOrO Bi3UTYy,
Bepcia Big 06 TpaBHA 2014 poKy, YKpailHCbKOK MOBOIO; LUKana OLiIHKM TSAXKOCTI cyiuuay
Konymoiiicbkoro yHiBepcutety (C-SSRS), 3 MOMEHTY OCTaHHbLOrO Bi3UTy, Bepcifa Big, 29 kBiTHA 2014
POKY, POCI/iCbKOIO MOBOK [0 NPOTOKO/Y K/HIYHOIO [OoCnifkeHHs «PaHgomizoBaHe, noAgiiHe chine,
nnaueb0-KOHTPO/IbOBaHe AOC/iKEHHS 3 MOABIAHOK iMiTaLjielo, WO NPoBOANTLCA Y 3 napanesibHUX rpynax
cepef nauieHTiB AuTAYoro Biky Big 10 Ao 17 pokiB BKIOYHO i3 METOH OUiHIOBaHHA edeKkTUBHOCTI Ta
6e3neyHocTi npenapartis BG00012 i BIIB017 pna nikyBaHHA peuuvBYHOYO-PEMITYIOHOrO PO3CISHOIO
ckieposy», koA pgocnimpxkeHHs 800MS301, sepcia 4 Big 06 nimctonaga 2019 poky; cnoHcop - Biogen Idec
Research Limited, UK

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

27. bpouypa gocnigHnka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 12, Big 22 BepecHsA
2020 poOKy, aHrMiNCbKOK MOBOK A0 NPOTOKONY KNiHIYHOrO BMNPOOYBaHHs «BiakpuTe, 6aratoueHTpoBe, Y
OBOX rpynax pgocnimpkeHHs, lb dhasn gna ouiHkn hapmakokiHeTUYHOT B3aeMOAil NikapCbKMX npenapaTis
paponytamiga Ta inatacepTiba Ta 6e3neKkn 3acTocyBaHHs X KOMGIHaLiT Npu KacTpaT-pe3anCTEHTHOMY paky
nepenmixypoBoi 3an103u», ko gocnimkeHHs GP42658, sepcia 1.0, Big 14 cepnHa 2020 poky; cnoHcop - &.
XothbcbmaHH-M1s Pow N14, Weeiuapisa / F. Hoffmann-La Roche Ltd, Switzerland

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

28. OHoBeHuii MpoTokon KiiHiYHOro pocnigkeHHs B7981005, chiHanbHa Bepcia 3 IHKOPNOPOBaHOLO
nonpaBkoto 7, Big 18 nuctonaga 2020 p., aHrnilicbkotro MoBok; OHoBneHa Bpouwypa gocnigHuka
PF-06700841, Bepcis 6.0 Big BepecHA 2020 p., aHriiicbkoo moBoto; OHoBneHa Bpowypa gocnigHuka
PF-06651600, Bepcis 7.0 Big rpyaHa 2020 p., aHIiACbKOIO MOBOIO; 3a/ly4eHHS Ha3BU JOC/iAKyBaHNX
NiKapCbKUX 3aco6iB «6penounTuHio» ana PF-06651600 Tta «puTIouUTUHIG» ana PF-06700841;
IHcbopmauiiHuii NUCTOK nauieHTa Ta ¢popMma iHPOPMOBAHOI 3rogu Ha y4dyacTb Yy HayKoOBOMY
pocnipxeHHi, maiictep-Bepcia Big 02 rpyaHa 2020 p., Bepcia gnsa Ykpaidu 7.0 Big 01 ntotoro 2021 p.,
aHrNifcbKo, YKpaiHCbLKOK Ta pocilicbkolo MoBamu; IHhopMauiiiHWii NTMCTOK BariTHOT NapTHEPKX Ta
thopma iHchopmoBaHOi 3roaun Ha po3KpUTTA iHchopMauii, Bepcis 5.0 ana YkpaiHu Big 01 ntotoro 2021 p.,
OcCHoBaHa Ha Maiictep-Bepcii Big 02 rpygHa 2020 p., aHrNificbKol, YKPaiHCbKOK Ta POCiliCbKOLo
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MOoBamMu [0 TNPOTOKO/ly KAiHiYHOro BunpobyBaHHA «PaHgomizoBaHe, noggiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe AOC/IMKEHHA Yy napasieflbHuX rpynax dasum 2B 3 meTo nigbéopy OnNTUMasbHOI [03U
nepopasbHoi chopmu npenapatis PF-06651600 i PF-06700841 B sKOCTI iHAYKUiAHOI | TpmBasiol Tepanii y
naLieHTiB 3 BUPa3KoBUM KOJTITOM CepefHboro abo TAXKKOro CTyNneHsa TAXKOCTI», Ko fAocnigpkeHHa B7981005,
thiHanbHa Bepcis 3 IHKOPNopoBaHOo nonpaskoto 5, Big 16 cepnHsa 2018 p.; cnoHcop - daiisep IHk., CLUA
3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YKpaiHa
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