JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 09 Big 18.03.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTIB.»

1. OHOBNEHWI NPOTOKOA KI/iHIYHOrO AocnimpkeHHA 20170625, iHKOpPNOpPOBaHW OHOBJ/IEHOIO
nonpaskoto 3, Big 30 xoBTHA 2020 poky; Bpouwypa gocnigHuka eBonokyma6é (AMG 145), BugaHHs 15.0
Big 10 BepecHA 2020 poKy, aHI/IiACbKOO MOBOIO; [lONMOBHEHHA A0 OCHOBHOI hopmu iH(hopmoBaHOI
3rogn pNns npoBefeHHs MNpoueayp albTepHAaTUBHUX BisUTIB B nepiog naHgemii COVID-19 -
JAonoBHeHHA 2 Big 08 rpyaHsa 2020 poky (8o OcHoBHOI chopmu iHhopmoBaHoiI 3roau, Bepcis 3.0 Big 09
G6epe3HA 2020 poKy), YKpAiIHCbKOIO MOBOIO; [JONOBHEHHA A0 OCHOBHOI ¢hopmu iHhopmoBaHOiI 3roaun
ANA npoBeAeHHs npoueayp anbTepHaTUBHUX Bi3UTIB B nepiog naHgemii COVID-19 - lonoBHEHHA 2 Bif,
08 rpypgHAa 2020 poky (4o OcHoBHOI thopmu iHchopmoBaHoOi 3rogn, Bepcia 3.0 Big 09 GepesHa 2020
POKy), pociicbKkOolo MOBOIO; [lOMOBHEHHA [0 OCHOBHOI opMmu iHcpopmoBaHOi 3rogu npwu
6e3nocepefHLOMY 3BEPHEHHI A0 NauieHTa B nepiog naHaeMii COVID-19 - onoBHeHHA 3 Big 08 rpyaHs
2020 poky (mo OcHoBHOi c¢hopmu iHcpopmoBaHoOi 3roau, Bepcia 3.0 Big 09 G6epe3Ha 2020 poky),
YKpaiHCbKOI0 MOBOIO; JONOBHEHHSA 4,0 OCHOBHOI chopmu iH(hopMOBaHOI 3roau nNpu 6esnocepesHLOMY
3BepHeHHI A0 nauieHTa B nepiog naHgemii COVID-19 - lonoBHeHHA 3 Big 08 rpyaHAa 2020 poky (ao
OcHoBHoOI chopmu iHhbopmoBaHoi 3rogu, Bepcia 3.0 Big 09 6epe3Hsa 2020 poKy), pOCiliCbKOIO MOBOIO;
JonoBHeHHs1 A0 OCHOBHOI (hopmu iH(pOPMOBaHOT 3roAu Ha BiABiAyBaHHS NauieHTa BAoOMa B nepiop,
naHgemii COVID-19 - flonoBHeHHsA 4.1 Big 23 ntotoro 2021 poky (4o OcHOBHOI chopmu iHthopMoBaHOiT
3rogu, Bepcisa 3.0 Big 09 6epe3Ha 2020 poKy), YKpaiHCbKOIO MOBOIO; JONOBHEHHSA A0 OCHOBHOI chopmu
iHbopMoOBaHOiI 3roaun Ha BigBiAyBaHHA NayieHTa BgoMma B nepiog naHgemii COVID-19 - lonoBHeHHA 4.1
Big 23 ntotoro 2021 poky (a0 OcHOBHOI chopmu iHchopmoBaHOi 3roau, Bepcia 3.0 Big 09 6epe3Ha 2020
POKy), poOCiificbkol0 MOBOI [0 MPOTOKO/Y KIiHIYHOTO AochimkeHHs «[MloagiiiHe cnine, paHAOMI30BaHe,
nnaueb0o-koOHTPOsIboBaHe, GaraToueHTpoBe AOCMAIMKEHHA 015 OUiHKM BNAWBY €BONMOKYMaly Ha Cepiio3Hi
CepLeBO-CyAVHHI YCKIaAHEHHS Y NaLieHTIB 3 BUCOKMM PU3MKOM PO3BUTKY CEpLEBO-CYANHHNX 3axXBOPHOBaHb
6e3 mnonepefHLO NepeHeceHoro iHgapkTy Miokapda abo iHCynbTy», Kog, AocnifkeHHa 20170625,
iHKoprnopoBaHwuii nonpaskoto 2 Big 28 nitotoro 2020 poky; cnoHcop - «AMxeH IHk.» (Amgen Inc.), CLUA
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

2. 3miHa Micusa npoBeAeHHs K/MiHIYHOrO BUNPOOGYBAHHA A0 MNPOTOKO/Y KNIHIMHOTO AOCAIAKEHHS
«baratoueHTpoBe, paHaoOMi3oBaHe, NoABiliHe cnine, nnauebo-KOHTPoNboBaHe AochimpkeHHs dasu b ana
OUiHKN edheKTUBHOCTI Ta 6es3nedHocTi npenapaty OKpenisymad y [AOpPOCAUX MauieHTIB 3 NEPBUHHO-
NpOorpecytyMmM po3CisiHUM CKIepo30M», koA, AocnimkeHHst WA40404, sepcis 3 Big 04 cepnHs 2020 p.; CNoHCop
- ®. XodhdpmaHH-N1a Pow Nita, Weeliyapis (F. Hoffmann-La Roche Ltd, Switzerland)

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

BYJIO CTA/O
O.M.H., npodh. Mpnb B.A. O.M.H., npodh. Mpu6 B.A.
O6GnacHa  kKniHiYHa  nikapHsa, BigAineHHs | JlikyBa/ibHO-AiarHOCTMUHMIA  UeHTP  «Heilipo
CyAuHHOT  HeBponorii, JAepxaBHuii Buwwmii | Fno6an» TOoBapucTBa 3 06MeXeHolo
HaBYanbHUI  3aknap «IBaHO-PpaHKIBCbKUIA | BigNoBiga/IbHICTIO «Heiipo FnoGan»,
HauioHanbHN®iA MeANYHWUIA YHIiBepcUTeT», | NiKyBa/IbHO-NPOQinakTMUHUA nigpospain,
kadpegpa HeBponorii Ta Helipoxipyprii, M. IBaHO- | M. IBaHO-®paHKiBCbK, ¢. KpnxiBui
PpaHKIiBCbK

3. OHOBNEHUi i NPOTOKOJ K/iHiYHOro BUNpo6yBaHHA M13-549 3 iHKopnopoBaHuMK nonpaBkamu 0.01
(Tinbku gnsa Kanagw), 1, 1.01 (tinbku gns Kopei), 1.01.01 (tinbkun ansa Kopei), 2, 2.01 (Tinbku ana Kopei),
2.02 (tinbku pna Kanapgw), 3, 4, 5, 6, 6.01 (ana VHP-kpaiH, /iuteu Ta Mpeuii), 7 Ta 8 Big 25 nuctonaga
2020 poky; IHchopmauis ana nauieHTa Ta iHopMmoBaHa 3rofia Ha y4acTb Y HAyKOBOMY AOC/iMKEHHI Ta
HeoOOB’sI3KOBOMY AocnifKeHHi, Bepcia 9.0 ana YkpaiHu Big 18 ciyHAa 2021 poKy, yKpaiHCbKOK Ta
pociiicbkolo MoBaMu; 3MiHA agpecu 3afABHMKA  K/iHIYHOro Bunpo6yBaHHA - «EGGBI
BiopapmacbloTtikans 'm6X», LBeiduapis 40 NPOTOKOY KAIHIYHOrO JOChimkeHHsA «PaHgomizoBaHe,
noZBiiHe cnine gocnimxeHHs, Il dasun, gn1a NopiBHAHHA Npenapaty YnagaunTtuHio (ABT-494) 3 nnauyeb6o, y
NauieHTIB 3 CepefHbOTSXKKOI abo TAXKO hopMamy akTMBHOTO PeBMAaTOIgHOrO apTpuTy, WO OTPUMYHOTb
CTaHAapTHI CUHTETUYHI XBOpO60-Moanduikytodi NpoTupeBmaTuyHi npenapatun (ccXMIMPIM) B cTabinbHiin Ao3i Ta
He pJocAarnu ageksaTHol Bignosigi Ha ccXMMPl», kog pocnigpkeHHs M13-549, 3 iHKOpnopoBaHMMU
nonpaskamu 0.01 (Tinbkn ansa Kadaaw), 1, 1.01 (Tinbkn ans Koper), 1.01.01 (Tinbkn gns Kopei), 2, 2.01 (Tinbku



ana Kopei), 2.02 (Tinbkn ana Kanagn), 3, 4, 5, 6, 6.01 (gna VHP-kpaiH, Niuteu Ta Mpewii) Ta 7 Big 15 nvnHa
2020 poky; cnoHcop - AbbVie Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

BYNO CTANIO
Helixochwmpacce 23, 6341 m. Baap, LUgeliyapis | Aabme LmaltiHxay3epwmpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland). LWisetiyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland).

4. BK/1IOUEHHS1 A00aTKOBOro Micusi NpoBeAeHHS KNiHIYHOro BUNPoGyBaHHA; 3MiHa BignoBiganbHOro
[OCnigHUKa B MicLi NPoOBeAEHHSA KMiHIYHOro BUNPOGYBaHHA 40 MPOTOKOMY KAIHIYHOTO AOC/TiIKEHHS
«JocnigpxkeHHs dasm Ib/ll 3acTtocyBaHHsA npenapaty APG-2575 sk MoHoTepanii abo B koMGiHauji 3 iHLWMMMK
nikapcbkMMy  npenapaTtaMyM Yy NaUi€eHTIB 3 peunamByouMmmn  Ta/abo pedhpakTePHUMN  XPOHIYHUM
nimcooumTapHum neiikozom (XJ11)/gpiGHOKNITMHHOW nimdioumnTapHoto nimdomoro (41/1) (SACRED)», kopg,
pocnipkeHHs APG2575CU101, sepcis 1.0 Big 18 rpyaHsa 2019 ; cnoHcop - Ascentage Pharma Group Inc.
(AcenTax ®apma Mpyn IHK.), CLLUA

3asBHUK - TOB «Kpomocdapma YkpaiHa»

Ne MN.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHA K/iHIYHOro BUNPo6yBaHHSA

1. K.M.H. ¥pcon .M.

MpvBaTHe NiANPUEMCTBO MNpuBaTHaA BUPOGHMYA oipMa «ALUHYC», NiKyBa/IbHO-AiarHOCTUYHNI
LueHTp, M. KponvBHMLEKNMI

BYNO CTANO

A.M.H., npod. [Monoscbka T.M.| nikap Myxwuuyk |.B.

JepxaBHa ycTaHoBa «IHCTUTYT MeAnYHOT pagionorii | JepxasHa ycTaHoBa «IHCTUTYT MeAnYHOT paaionorii
Ta oHkonorii im. C.M. Mpurop’eBa HauioHansHoi | Ta oHkonorii iM. C.MN. purop’eea HauioHasbHOI
akageMii MeauuHUX HaykK YKpaiHu», BigfineHHs | akagemii mMeauuHuX HayK YKpaiHu», BiafifieHHs
KMiHIYHOT OHKONOriT i remaTtonorii, M. Xapkis KNiHIYHOT OHKOOTii | remartonorii, M. Xapkis

5. Bpouypa gocnigHuka etenkanuetTug, BugaHisa 10.0 Big 29 tpaBHA 2019 pokKy, aHIMiiCbKOK MOBOIO;
IHchopmauiiiHuiA nuctok nauieHtal OcHoBHa ¢hopma iHchopmoBaHoi 3rogu AnA NigniTkis Bikom 12-14
pokiB - ®opma iH(pOpMOBaHOI 3rogM Ha AUCTAHLUiHY NepeBipKY AaHUX YYaCHUKa AOC/iMKEHHA B
nepiog naHgemii COVID-19, Big 01 6epe3HAa 2021 pokKy, YKpaiHCbKOK MOBOIO; IH(hopmaLiiiHuiA MMCTOK
nauieHtal OcHoBHa dhopma iHopmoBaHOI 3rogu ANA NigniTkie Bikom 12-14 pokiB - Popma
iHdhopMoOBaHOIT 3rogn Ha gUcTaHLjiliHy NepeBipKy AaHUX yYacHUKa pocnigKeHHs B nepiog naHaemii
COVID-19, Big, 01 6epe3Hs 2021 poky, pocilicbkolo MOBOLO; IHthopmauiliHuii nucTok nauieHTal OCHOBHa
¢hopma iHcphopmoBaHOT 3roau Ana nignitkie Bikom 14-18 pokiB - Popma iH(hOpMOBaHOI 3rogu Ha
OVCTaHUifiHy nepeBipKy AaHUX yyacHUKa AocnigKeHHA B nepiog naHaemii COVID-19, Big 01 6epe3Hs
2021 poky, yKpaiHCbKOIO MOBOL0; IHhopMauiiHuii NNCTOK nauieHTal OcHoBHa chopma iHchopmoBaHOT
3rogu ana nignitkie Bikom 14-18 pokis - ®opma iH(hopMOBaHOI 3roau Ha AUCTaHLiiHY NepeBipKy AaHUX
yyacHuKa gocnigkeHHs B nepiog naHgemii COVID-19, Big 01 6epe3Hs 2021 poKy, pOCiliCbKOI0 MOBOIO;
IHchopmauiiiHuiA nuctok nauieHTa /| OcHoBHa chopma iH(hopMOBaHOI 3rogn ANA yYaCcHUKA, SIKOMY
BMNOBHMNOCSA 18 pokKiB nig yac gocnigpkeHHs - dopma iHhopmMmoBaHOI 3roau Ha AUCTaHLiliHY NepeBipKy
[AaHNX ydyacHUKa AOCimKeHHA B nepiog naHgemii COVID-19 Big 01 6epe3HAa 2021 poKy, YKPAiHCbKOKO
MoBo1o; IHhopMmauiiHuii nucTok nauieHta | OcHoBHa chopma iH(hopMOBaHOI 3roau ANA yyacHUKa,
AKOMY BMNOBHWUIOCA 18 pokiB nig yac gocnimxeHHs - dopma iHPOPMOBaHOI 3rogu Ha AUCTaHUINHY
nepeBipKy AaHUX yyaCcHUKa AocnimKeHHA B nepiog naHgemii COVID-19 Big 01 6epe3Hs 2021 poky,
pociiicbkolo MoBOIO; IHthopmauiiiHuii nucTok nauieHTa | OcHoBHa thopma iHhopMoBaHoOi 3roau ans
GaTbkiB gutuHn dopma iHOpPMOBaAHOI 3rogM Ha [AUCTaHLUiliHy nepeBipKy fAaHUX Y4dacHUKa
pocnipkeHHsa B nepiog naHgemii COVID-19 Big 01 6epe3HAa 2021 pokKy, YKpPaiHCbKOK MOBOIO;
IHchbopmauiiiHuii nncTok naudieHTa /| OcHoBHa chopma iHhopMoBaHOi 3roaun ANA 6aTbkiB AUTMHU Popma
iHhopmoBaHOi 3rogy Ha AUCTaHUiiHY NepeBipKy AaHMX yyaCHMKa AOCAiMKEHHA B nepiog naHaemil
COVID-19 Big 01 Gepe3sHs 2021 poky, pociiicbkolo MoBOK; HactaHOBM WoA[0 Bi3WUTIB Nig 4ac
pocnipxeHHs, Bepcisa 1 Big 29 6epe3Hs 2019 poky, yKpaiHCbKOKO MOBO10; KepiBHMLTBO W0OA40 Bi3UTIB B
[OCNiQHULBKNIA LeHTP, Bepcia 1 Big 25 ciuHa 2019 poky, pociliicbkoto MOBO1o; IHhopmauis gnsa 6aTbKis
Npo KniHiyHe AocnipkeHHA, 1 Big 29 G6epe3HA 2019 poKy, yKpaiHCbKOIO MOBOW; IHhopmauia ansa
GaTbKIiB NPO KJliHiYHe gocnimkeHHs, Bepcia 1 Big 25 ciuHsA 2019 poky, pociiicbKoto moBoto; IHhopmauis
ANA NOTEHUINHNX yYaCcHUKIB NPO KAiHiuHe pgocnipkeHHsA, 1 Big 29 6epe3Hs 2019 poKy, YKpPaAiHCHKOKO



MoBO10; IHchopmauis ANA NOTeHLiiHUX yYaCcHUKIB NPo KniHiuHe gocnimkeHHs, Bepcia 1 Big 25 ciuHA
2019 poky, pociiicbkoto MOBOIO; JlucTiBKa 3 Nogskoto, Bepcia 1 Big 25 ciuHA 2019 pokKy, yKpaiHCbKOO
MoBoOlo; JlucTiBKa 3 nopgskor, Bepcia 1 Big 25 ciuHA 2019 poky, pocilicbkoo MoBow; lMepenik
npeaMeTiB, sIKi HafalTbLCA nNauieHTam Yy O6es3onnarHe KOPUCTYBaHHSA, YKPaiHCbKOKO MOBOK [0
NPOTOKONY KNiHIYHOrO AocnifxeHHA «PaHaoMi3oBaHe, BioKpUTe, KOHTPOsiboBaHe aocnimkeHHs Il hasu ana
OLjiHKM ed)eKTMBHOCTI, 6e3neyHocCTi, hapMakoKiHETMKM Ta dlapMakoAvHaMiki eTenkasueTugy npu noro
GaratopasoBOMy BBEfEHHI Yy AiTeld Bikom Bif 28 AHIB A0 < 18 pokiB i3 BTOPMHHUM TlineprnapaTtMpeosoM Ta
XPOHIYHVM 38XBOPIOBAHHSAM HUPOK, SKUM MPOBOAATb MIATPUMYKOUMI remogianis», Ko [AOC/iLKeHHS
20140315, iHkopnopoBaHuii nonpaBkoto 3 Big 09 oBTHA 2019 pokKy; CNOHCOpP - «ANMXeEH IHK.» (Amgen Inc.),
CLIA

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

6. JlucTiBKa ANA nauieHTa Npo KniHiYHe HayKoBe AocnimkeHHs, Bepcia 3.0 Big 22 rpyaHsa 2020 poky,
YKpalHCbLKOI0 MOBOIO; JIUCTiBKa A1A nauieHTa nNpo KniHiuHe HaykoBe gocnimkeHHs, Bepcia 3.0 Big 22
rpyaHa 2020 poKy, pociiicbKolo MOBOIO; IHCTPYKLifA 3 f03yBaHHS, Bepcis 3.0 Big 22 rpyaHa 2020 poky,
YKpaiHCbKOI0 MOBOIO; KepiBHMUTBO 3 fo3yBaHHA, Bepcia 3.0 Big 22 rpygHa 2020 poky, pociiicbKoto
MOBOI0; IHCTPYKLIA 3 NpoBeAeHHA Bi3UTY ANA aocnigHuubKoi rpynu, Bepcisa 3.0 Big 22 rpyaHs 2020
POKY YKpaiHCbKOI MOBOI0; KepiBHMLTBO NO BisuTax ANns YneHiB gocnigHuubKoi rpynu, sepcisa 3.0 Big
22 rpypHa 2020 poky, pociicbkolo MOBOW; [lOBigHUK Bi3uTiB, Bepcia 3.0 Big 22 rpyaHsa 2020 poky,
YKpaiHCbKOIO MOBOI0; KepiBHMUTBO no BisuTax, Bepcia 3.0 Big 22 rpygHAa 2020 poKy, pPOCilCbKOIO
MOBOIO; [HCTpyKUisa woao pocnigpkeHHA, 3.0 Big 22 rpygHAa 2020 poKy, YKpaiHCbKOKO MOBOIO;
KepiBHUUTBO 3 gocnimxeHHs, Bepcia 3.0 Big 22 rpyaHa 2020 poKy, pPOCiliCbKOK0 MOBO [0 NPOTOKOY
KniHiyHoro  BunpobyBaHHA «RECITE: PaHgomizoBaHe, nnaueb0-kOHTPO/NIbOBaHe, MoABiiHe cnine
JocnimpkeHHa 3 dpasu 415 OLiHK1 pOMINAOCTUMY NPW NiKyBaHHI TPOMOOLIMTONEHIT BUK/TMKAHOT XiMioTepanieto y
nawieHTiB, AKMM NPOBOAATL XiMioTepanito Ha ocHoBi cxemMu POJIPOKC ansA NikyBaHHA LLUTYHKOBO-KULLKOBOrO
ab0 Ko/IopeKTasibHOro paky», kog, aocnigpkeHHs 20140346, iHkopnopoBaHuWii nonpaskoto 4 Big 19 cepnHa 2019
POKY; CroHcop - «AMxeH IHK.» (Amgen Inc.), CLUA

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

7. Bpouwypa gocnigHuka gns inataceptioy (RO5532961), Bepcia 12 Big BepecHs 2020 p. 40 NPOTOKONIB
KNiHiYHMX BUNpoOyBaHb: «[lloABiiiHe cnine nnauebo-KOHTPOoboBaHe paHaomizoBaHe dhasm Il gocnimpkeHHs
inaTacepTidy y Kom6iHaLil 3 nNakniTakcenioM B SKOCTI fliKyBaHHA AN NaUi€HTIB 3 TEHHUMWU MOPYLUEHHSMUN
PIK3CA/AKT1/PTEN B rpyni MiCLEBONOWMNPEHOr0 abo MeTacTaTU4YHOro, MNOTPINHO-HEraTMBHOIO paky
MOJIOYHOI 3a01031 abo B rpyni ropmMoH-Nno3nTMBHOrO, HER2-HeraTMBHOrO paky MOJIOYHOT 3as103U», KOp,
pocnipkeHHs C040016, Bepcia 9 (Koropta C) Big 20 BepecHsa 2019 p.; «[oggiiiHe cnine nnaue6o-
KOHTpO/SiIbOBaHe paHaoMizoBaHe chasu Il gocnigxeHHs inaracepTidy y koMbGiHaUil 3 aTe3onisymabom Ta
naknitakcesioM B AKOCTI NiKyBaHHA AN MauieHTiB 3 MicueBonowupeHnm HeonepabesibHuM  abo
MeTacTaTU4HVM, NOTPINHO-HEeraTMBHYM pPakoM MOMOYHOT 3as103u», Koa AocnigxeHHsa CO41101, sBepcisa 4 Big
18 cepnHsa 2020 p.; cnoHcop - ®.XoddmaHH-/1a Poww /14 (Lseiuapis)

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

8. fopaTtok 1 Big 21.12.2020 p. go Bpowypu gocnigHuka JNJ-61393215, BugaHHsa 6; 3MiHa Ha3BU MicuA
npoBefeHHs  K/iHIYHOro BuNpoGyBaHHA; [POAOBXEHHA TepMiHY NpPOBeAEeHHA  KNiHIYHOro
BUNPOOYBaHHA B YKpaiHi go 08.10.2021 p. A0 NpPOTOKOAY KAiHIYHOrO AocnigxeHHs «MoAgiliHe cnine,
nnaueb0-KoOHTPOs/IbOBaHe, baraToLEHTPOBE KNiHIYHE AOCIIKEHHS, LLIO BUBYAE e(PEKTUBHICTb, 6E3MNEYHICTb Ta
nepeHocumicTb JNJ-61393215, sk [0AATKOBOIO JliKyBaHHA OOPOC/MX NAUEHTIB 3 BEIMKUM OEMPECUBHUM
po3nafoM 3 TPUBOXHMM OUCTPECOM 3 HeJOCTaTHbOK BiAMNOBIAAI0 HA CTaHAAPTHI aHTMAEenpecaHTwu», KOp,

pocnipkeHHa 61393215MDD2001, 3 T[lonpaskoto 2 Big 05.08.2020 p.; crnoHcop - «AHCCEH
®PAPMALEEBTUKA HB», Benbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNO CTAIO
reH. AnpekTop 3acr. nikap YKpaiuu | reH. OnpekTop 3acr. nikap YKpainu
3inbbepbnat I'.M. 3inbbepbnat .M.
KomyHanbHuii 3aknap, KuiBcbkoi o6nacHoi pagy | KoMyHasibHe  HeKoMepuiiiHe  MigNnpueMCTBO

«ObnacHe ncuxiaTpU4HO-HAPKOIONYHE Mefu4YHe
06’egHaHHsA», 4Yosnosidye BiggineHHa NelO, xiHouye
BigaineHHs Ne 2, KuiBcbka 06nacTtb, cMT. eBaxa

KuiBCbKoi 06n1acHoi paam «O6iacHe ncmxiatpuyHo-
HapKosorivHe MegnyHe 06’eHaHHS», 4osoBive
BigaineHHs Ne 10, xiHoue BigaineHHsa Ne 2, KuiBcbka
06., cmT. [NeBaxa




9. 3miHa BignosiganbHoro gocnigHuka B MMNB 10 NpoTOKONY K/iHIYHOrO AocnigpKeHHA «baraTtoueHTpoBe
BiAKpWUTE OOBroCTPOKOBE MOAOBXEHe KNiHiYHe gocnigxeHHs 3b chasu npenapaty PCI-32765 (IGpYyTUHIO)»,
kog pocnimkeHHs PCI-32765CAN3001, 3 nonpaskot INT-5 Big 19.12.2019 p.; crnoHcop - «AHCCEH
®APMALEEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNo CTANO

nikap MununeHko I.B. nikap Horaesa /1.1.

KomyHasibHe HekomepLiiHe nignpuemctso | KomyHasibHe HekomepLinHe nigNnpUeEMCTBO
«Yepkacbknii 06n1acHWn OHKONOTIYHWUIA AncnaHcep | «Hepkacbknii 06/1acHWiA OHKOMOTIYHWIA - AnucnaHcep
UepkacbKoi obnacHoi pagn», O6nacHuin | Yepkacbkoi obnacHoi pagm», O6nacHui
NiKyBa/IbHO-AjarHOCTUYHWIA TeMaTONONYHNIA LEHTP, | NiKyBa/lbHO-AIarHOCTUYHUI TeMaTosIoNvyHniA LUeHTp,
M. Yepkacu M. Uepkacu

10. 3miHa CnoHcopa KniHiyHoro BunpooyBaHHs 3 Sanofi-aventis recherche & développement, France /
CaHodpi-ABeHTiC pelleplu e aesenonmaH, @paHuis Ha Hanmi Pharmaceutical Co., Ltd., South Korea /
XaHmi dapmacblotikan Ko., /ita., NiBgeHHa Kopes; 3miHa OdiuiiiHoro npeacraBHMKa crnoHcopa B
YkpaiHi 3 TOB «CaHodhi-ABeHTiC YkpaiHa» Ha ToBapucTBO 3 OOMEXEHOK BignoBiAAIbHICTIO
«KOHTpaKTHO-AoCcNigHULbKA opraHisayis IHHocapm — YKpaiHa» [0 MPOTOKOY KNiHIYHOIO AOCNiAKEeHHSNA
«56-TxHEBe, baraToLeHTpoOBe, NOABIlHe crine, nnaueb0-KOHTPONbOBaHE, paHAOMi30BaHe AOCAIMKEHHS AN
OUjiHKM ed)ekTUBHOCTI Ta 6e3neyHocTi EdonerneHatuay npu AOro 3actocyBaHHI OAMH pa3 Ha TWXAEHb Y
nauieHTiB i3 LyKkpoBUM fAiabeTom 2 Tuny, WO He[OCTaTHbO KOHTPOJIETLCA LIETO Ta isUYHUMU
HaBaHTaXXeHHAMW», Kog aocnigpxkeHHss EFC14822, 3 nonpaskoto 03, Bepcis 1 Big 07 yepsHA 2018p.; cnoHcop -
Hanmi Pharmaceutical Co., Ltd., South Korea / XaHmi ®apmacbtoTikan Ko., JIta., NisgeHHa Kopesi

3asBHUK - TOBApPMCTBO 3 0OMEXEHOH0 BiANOBIAANIbHICTI0O «KOHTPaKTHO-A0CiAHNLbKA OpraHisauis IHHothapm —
YkpaiHa»

11. IHdopmauis anAa nauieHTa Ta iHpopmoBaHa 3roga Ha y4yacTb Y HayKOBOMY AOCAifKeHHi Ta
Heo0OB’sI3KOBOMY AochifKeHHi, Bepcia 7.0 aonAa YKpaiHu Big 28 rpyaHa 2020 poKy, yKpalHCLKOIO Ta
pociiicbkolo mMoBamMu; 3MiHa ajgpecu 3asiBHMKA K/iHIYHOrO BunpoGyBaHHA - «EGGBI
BiocpapmacbloTtikans 'm6X», LUBeiuapia 40 NPOTOKOY KAIHIYHOrO JOCnifpkeHHs «PaHaomizoBaHe,
noZBiiiHe criine gocnigxeHHs, 11l dhasm, Ans nopiBHAHHA Npenaparty YnagauutuHio (ABT-494) 3 nnauebo 1a 3
aganiMmymaboMm y MauieHTiB 3 akTUBHUM McopiaTUdHMM apTpuUTOM, SKi MalTb B aHaMHe3i HeaJekBaTHy
BIAMOBIAb MPUHAMHI HAa OAMH HEBIONOriYHMIA XBOPOOO-MOAMMIKYIOUNA MPOTUPEBMATUYHUIA NpenapaT
(XMIPM) — SELECT — PsA 1», kog, gocnimpkeHHa M15-572, 3 iHkopnopoBaHUMMK agMIHICTpaTUBHMMN 3MiIHAMMN
1,2,3,4i5TaMNonpaBkamu 1, 1.01 (ansa VHP kpaiH) 2, 3, 4, 5 Ta 6 Big 15 TpaBHs 2020 poky; cnoHcop - AbbVie
Inc., USA

3aaBHUK - «<E66BI biothapmackloTikans 'm6X», LLseliuapis

BYNO CTANO
Helixochwmpacce 23, 6341 m. baap, Llseliyapis | Aibme LLUmaliHxay3epwmpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) LWsetiyapia (Alte Steinhauserstrasse 14, 6330

Cham, Switzerland).

12. IHCTpPYKLUiA ANA yyaCHUKa LOAO0 3aCTOCYBaHHA TeCTYy Ha BariTHiCTb, Bepcis Big 15 rpyaHsa 2020 p.,
YKpaiHCbKOIO Ta pociiicbKolo MmoBaMu; IHCTPYKLUis AN yyacHUKa WoA0 360py 3paskiB Kay, Bepcia Bif,
07 nunHa 2020 p., YKPAIHCbKOK Ta POCIfiCbKOIO MOBamMu [0 MNPOTOKO/Y K/IHIYHOTO AOCAILKEHHS
«BATATOLIEHTPOBE PAHAOMI3OBAHE MO/BIVMHE CNIMNE AOCIIKEHHA ®A3U 1LY NAPANEIbHUX
rPYMNAX 3 NOABIVIHM KOHTPONEM MMALIEEO ANA OLIHKU E®EKTUBHOCTI TA BE3MEYHOCTI
®EHEBPYTUHIBY TMOPIBHAHO 3 OKPENISYMABOM Y [OOPOC/NX MAUIEHTIB 3 MNMEPBUHHWM
MPOIrPECYHOUMM PO3CIAHNM CK/TIEPO30M», koa gocnimpkeHHss GN41791, sepcis 3 Big 09 BepecHs 2020
p.; cnoHcop - ®.XodhdpmanH-/1a Pow /T4, LBeliyapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BifgNOBiAasbHICTIO «PoLw YkpaiHa»

13. IHchopmaunia ana naugieHta Ta @opma iHpopmoBaHoi 3roau — Mpotokon PCI-32765FLR3001, Bepcisa
12.0 yKkpaiHCbKOIO MOBOK AnA YKpaiHu Big 26.01.2021; IHcpopmauis ansa nauieHta ta Popma



iHbopmoBaHoi 3rogu — MpoTtokon PCI-32765FLR3001, Bepcis 12.0 pocilicbKkolo MOBOO A1s YKpaiHu Big,
26.01.2021; bpouypa gocnigHuka JNJ-54179060 Im6pyBika (I6pyTUHiG), BugaHHA 14 Big 10.12.2020 p.;
3MmiHa BignoBiganbHoro gocnigHuka y MMB [o nNpoTokosy KIiHIYHOro BUNpPo6yBaHHA «PaHaoMi3oBaHe,
noZgiiiHe cnine, nnaueb60-KOHTPOsIbOBAHE KAiHIYHE AOCMIKEHHS, dasa 3, iHribiTopa TMpo3nHkKiHasn bpyToHa
(BTK) , PCI-32765 (16pyTKHi6) B KOMbGiHaLi 3 04HVM i3 ABOX pexumis beHpamycTuH i Putykcumab (BR) abo
Putykcumab, Luknogoctamia, [Aokcopy6iumH, BiHkpuctuH i [lMpepHizoH (R-CHOP) y nauieHTiB i3
iHOOMTEHTHOI HEeXOXKKIHCLKOI NiMmcpomotro (iHX/1), Aki paHiwe oTpumMmyBann NiKyBaHHA», KOA, LOCNILKEHHSA
PCI-32765FLR3001, Monpaska INT-2 go npotokony PCI-32765FLR3001 Big 10.08.2015 p.; crnoHcop -
«AHCCEH ®APMALIEBTVKA HB», Benebris

3asaBHUK - AHcceH PapmaueBTuka HB, benbris

BYNoO
nikap Mununexko I.B.
KomyHasnbHe HeKkoMepLUinHe nigANpPUEMCTBO

CTANNO

nikap Horaesa J1.1.
KomyHanbHe HeKoMepLUiiiHe nigNnpUeEMCTBO

«YepKacbkuin 06/1aCHUA OHKOMOFIYHMI AucnaHcep
Uepkacbkoi o6n1acHoi pagu», 061acHuiA nikyBasbHO-
AiarHOCTUYHUIA reMaTo/orNYHNIA LeHTp, M. Yepkacu

«YepKacbkuin 06s1acHWA OHKOSOrYHWIA ancnaHcep
Uepkacbkol 061acHoi pagu», o61acHwWii nikyBasibHO-
AiarHOCTUYHWIA reMaToNorNYHNIA LeHTP, M. Yepkacy

14. Bk/1lOUEHHA A0[aTKOBUX MiCLib NPoOBeAeHHA KMiHIYHOro BUNPoGyBaHHSA; 36i/IblIEHHS KiSIbKOCTI
NayieHTIB, WO NpUiiMaloTb yyacTb y K/liHIHHOMY BUNPOOGYBaHHi Ha TepuTopii YKpaiHu, 3 126 go 280
NayieHTiB [0 MNPOTOKO/Y K/IHIMHOrO JocnimkeHHs «PaHgomisoBaHe, nogsiiHe chnine, nnaue6o-
KOHTPO/IbOBaHe Ta 3 aKTMBHMM KOHTPOJiEM, GaraTtoOueHTpoBe AOC/iMKeHHSA dpasu 2/3, Wo npoBoOaUTLCS Y
napanesibHUX rpynax 3 METOH OLiHKN e(DeKTUBHOCTI Ta 6e3neYHOCTi rycesibKymaoy y NauieHTiB i3 XBOpo60to
KpoHa B akTuBHIil pasi Big cepefHbOro [0 Ba&XKOr0 CTYMeHs TSKKOCTI», KOoA  AOCAIMKEHHS
CNTO1959CRD3001, 3 nonpaskoto 2 Big 13 nuctonaga 2019 poky; cnoHcop - Janssen Pharmaceutica NV,
Belgium / AHccen ®apmauesTuka HB, Benbris

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

Ne M.1.B. BignoBiganbLHOro focnigHnKa

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS
1. | 3aB. Big. binotkau O.Y.

MeguyHuii  LeHTp ToBapucTBa 3 OOMEXEHOH BiAMOBIAAILHICTHO
creuianizoBaHe racTpoeHTeposoriyHe BigfineHHsa, M. Kuis

2. | nikap foHeub A.T.

MeamnyHWin LEHTP TOBapUCTBa 3 06MEXEHOH) BiANOBIAasIbHICTIO «Meabya-Kninik», cneuianizoBaHe
racTpoeHTeposiorivyHe BigaineHHs, M. Knis

«EpenbBeiic  Mepgikc»,

15. IHchopMaLisi Ta AOKYMEHT npo iHpopmoBaHy 3roay Ans nauieHTa, YkpaiHa, MK-8591A-019, Bepcis
2.02 Big 29 ciuHAa 2021 p., yKpaiHCbKOIO MOBOIO; IHhopMaLisi Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ansi
nauieHTa, YkpaiHa, MK-8591A-019, Bepcis 2.02 Big, 29 ciuHsa 2021 p., pOCiiCbKOIO MOBOIO A0 NPOTOKONY
KNiHiYHOro gocnimpkeHHs «PaHgomisoBaHe, KniHiyHe pocnimkeHHs |l dpasu y BI/1-1-iHhikoBaHUX Naui€eHTIB,
SAKMM npoBoamnacsa iHTeHCMBHa Tepanis, A5 OUiHKA aHTMPEeTPOBIPYCHOT aKTMBHOCTI CAINOro fikyBaHHS
ichaTtpaBipoM, AopaBsipyHOM abo pgopasipvHOM/icnaTpaBipoOM MNPV MOPIBHAHHI KOXHOI rpynu AikyBaHHA 3
nnauebo, a TakoX A1 OUIHKM aHTUPETPOBIPYCHOI aKTUBHOCTI, 6e3neku Ta MnepeHOCMMOCTi BiAKPUTOro
nikyBaHHA gopasipuHoMlicnaTpasipom», kog focnigkeHHss MK-8591A-019, 3 iHKOPNOpPOBaHOO NOMPAaBKOo
03 Big, 29 x0BTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Aoym Kopn.», fodipHe nignpuemctso «Mepk EHf
Ko., IHk.», CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

16. 3miHa BignoBigasibHOro AocCNigHMKA y MicLi NPOBeAEeHHA KNiHIYHOrO BMMPOOYBaHHA Ta 3MiHaA
HasBM Micusi MNpPOBeAEHHS KiHIYHOrO BUNPOOYBaHHA [0 MPOTOKOAY KIHIYHOrO AOC/IIKEHHS
«PaHgowmizoBaHe, Bigkpute, 6aratoueHTpoBe AOCAIMKEHHS ha3n 3 4119 BUBUYEHHS KOMOIHALLT 3aHYOpPYTiHIOY
(BGB-3111) 3 pUTykCMMabOM Yy MOPIBHSIHHI 3 KOMOGIHALEW 6EeHAaMyCTUHY 3 PUTYKCMMaboM Yy MalieHTiB 3
paHilwe He NiKOBaHOK MAaHTINHOKNITUHHOK /1IM(POMOI, SKMM HEe MokasaHa TpaHCn/iaHTauis CTOBOYpOBUX
KNiTuUH», Kop, pocnimkeHHs BGB-3111-306, Bepcia 3 nonpaskoto 1 Big 23 nunHa 2019 poky; crioHcop -
BeiilxeH Nt [BeiGene Ltd], CLUA

3anBHUK - TOB «KOBAHC K/TIHIKAN AEBE/IONMEHT YKPAIHA»

BY/IO | CTANO |




A.M.H. npod. MonoBcbka T.M.| nikap F'ony6esa /1.B.

JlepxaBHa ycTaHoBa «IHCTUTYT MeAuyHOT pagionorii | JepxaBHa ycTaHoBa «IHCTUTYT MeAn4HOT pagionorii
imeHi C.M. Tpurop’eea HauioHanbHOI akagemii | Ta oHkonorii iMm. C.IN. purop’eea HauioHasbHOI
MeAMYHUX HayK YKpaiHu», BigAiNeHHs KiHIYHOT | akagemii MefuuHuX Hayk YKpaiHu», BigfifeHHs
OHKOJOril Ta remartonorii, M. Xapkis KNiHiYHOT OHKoNOTii i rematonorii, M. Xapkis

17. 36inblUeHHSA Ki/IbKOCTI NaLi€HTIB, AKi NPMAMATUMYTb Y4acTb Y K/1iHIYHOMY AOC/ifKEeHHI B YKpaiHi 3
180 paHpgomizoBaHux (300 ckpuHoBaHuX) Ao 210 paHaomisoBaHuX (300 CKpUHOBAHUX) A0 NPOTOKO/Y
KIiHiYHOrO BMNpoGyBaHHA «BaratoueHTpoBe, paHAoOMi30BaHe, NoABiiiHe chine, nnaue60-KOHTPONboBaHe
KNiHiYHe gocnimkeHHs dasu 3 /18 ouiHKM edpeKTUBHOCTI | 6e3neyHOCTi npenaparty AiH3aronike y nauieHTok 3
NOMIpHMM a60 CuIbHUM 60/1EM, NOB'A3aHUM 3 EHAOMETPIO30M», Kog, focnimkeHHs 18-OBE2109-003, Bepcis
4.0 Big 27 nunHa 2020 p.; cnoHcop - ObsEva S.A., Leeiiuapis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

18. 3miHa BignoBigabLHOrO AocnigHMKa y Micli npoBefeHHA KNiHIYHOroO BMNPOGYBaHHA Ta 3MiHa
HasBU Micua nMpoBefeHHS KNIHIYHOro BUMPOOGYBAHHA [0 MNPOTOKOMY K/IHIYHOrO  AOCHIIKEHHS
«baraToueHTpoBe, paHAoMi3oBaHe, MOABINMHO chine, nnauebo-koHTposiboBaHe gocnimkeHHs Il dasm gns
NOpIBHAHHA epeKTUBHOCTI Ta 6e3neyHocTi npenaparty Monarysymad BeAOTUH Y KOMOGIHaLiT 3 PUTykcumabom
Ta CHP (R-CHP) i Putykcumabom ta CHOP (R-CHOP) y nauieHTiB i3 AMY3HOK KPYMHOKNITUHHOW B-
KNITUHHOK NIMAIOMOI0, AKi paHille He OTpUMYyBasv NMiKyBaHHA», Ko JocnimpkeHHsa GO39942, sepcia 5 Big 03
rpyaHs 2019 poky; cnoHcop - @. XoddomanH-/19 Pow N1T4., [F. Hoffmann-La Roche Ltd], LUseiuapis
3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

BYNO CTANIO
3aB. Bif. MununeHko I.B. nikap Horaesa J1.1.
KomyHanbHuii 3aknap «Yepkacbkmii obnacHuii | KOmyHasibHe  HekomepuiliHe  NigNPUEMCTBO
OHKO/IOTiYHMIA  amcnaHcep» Yepkacbkoi 06nacHoi | «Yepkacbkuii 06/1aCHMIn OHKOMOTIYHWIA aucnaHcep
paau, obnacHwuii NiKyBaUIbHO-AjarHOCTMYHUIA | Yepkacbkoi 06/1acHoi pagus», 061acHWi NikyBasibHO-
remaTosioriyHuii LeHTp, M. Yepkacn [iarHOCTUYHWI reMaTosIoNYHNIA LLEHTP, M. Yepkacu

19. BK/1OUEHHA [OAATKOBUX MicUb NMPOBeAEHHA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y KAiHIYHOro
JocnigxeHHa «PaHgomizoBaHe noAgiiHe chine nnaueb60-KoHTPOo/IboBaHe AOCAIMKEHHA ha3n 3 4NS OLiHKK
edheKTMBHOCTI, 6€3NeYHOCTi Ta NepeHOCUMOCTi nNpenapaty BpeHcokKaTif, L0 3aCTOCOBYETLCA OAMH pa3 Ha
OeHb BNPOAOBX 52 TWXHIB Yy NALEHTIB i3 HEMYKOBICLUMAO3HUM 6POHXOEKTa3oM - gocnigpkeHHa ASPEN», ko
pocnipxeHHs INS1007-301, Bepcis 1.0 Big 31 nunHa 2020 p.; cnoHcop - «lHCcmepd IHkopnopeliten», CLUA
(Insmed Incorporated, USA)

3asaBHUK - ToBapncTeo 3 ObMexeHoto BignosiganbHicTio «kKoHTpakTHO-JocnigHuuska OpraHisauis IHHodhapM-
YkpaiHa»

No MN.1.6. BignosiganbHOro gocnigHnkKa
n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 K.M.H., npod. MNawmHoBa K.10.

KomMyHasibHe HekomepuiiHe nignpnemcTBo «Micbka KniHivHa nikapHst Ne 4» [HINPOBCLKOI MiCbKOT
pagn, Micbkuii UEHTP N0 J/iKyBaHHIO NpPOdECIiMHNX 3axBOpHOBaHb, JepxaBHWA 3aknag,
«[lHiNnponeTpoBCbKa MeauyHa akagemis MiHicTepcTBa OXOpPOHM 3[40pOB’'st YKpaiHu», Kadeapa
NpodoeciinHMX XBOPO6 Ta KNiHiYHOT iMyHonorii, M. AHinpo

2 A.M.H. Kaingawes I.IN.

KomyHasibHe nignpruemcTBo «1-a Micbka KniHidHa nikapHsa MonTaBcbKoi MiCbKOT paau», TepanesTuyHe
BigAineHHs, M. MonTasa

20. BknroyeHHs AoAaTKOBUX MicLb NPOBeAEeHHA BUNPOOYBaHHA [0 NPOTOKO/Y KNiHIYHOro BUNPo6yBaHHA
«PaHgomizoBaHe, noggiliHe cnine, naueb60-KOHTPO/IbOBaHE 52-TMXXKHEBE [OCAIMKEHHS A1 OLiHIOBaHHS
edpekTMBHOCTI Ta 6e3neyHOCTi 3acCTOCyBaHHA eTpacimMoAy B MAaUiEHTIB i3 aKTVBHMM BMPAa3KOBMM KOMITOM
NMOMIPHOTO CTYNeHs TAXKOCTI», ko pocnimpkeHHs APD334-210, sepcis 0.0 Big 20 nunHa 2020 poky; CnoHcop -
«ApeHa ®apmacbioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

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

[ Ne | M.1.6. BifnoBifanbLHOTO A0CAiAHMKA |




n/n HasBa MicLs NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1 nikap Piwko A.®.

KoMyHasibHe HekomepLuiiHe NignpueMcTBO «3akapnartcbka ob6nacHa KiHiYHa nikapHa iMeHi AHApIs
HoBaka» 3akapnaTcbkoi 06/1aCHOI paau, raCTPOeHTEPO/I0riYHe BiAAINEHHS, M. YXXropon,

2 O.M.H. TonosyeHko O.I.

MeanyHWiA LEHTP TOBapMCTBa 3 06MEXEHOH BiANoBiganbHicTio «Xenc KniHik», MeguuHnia KniHivHWiA
O0CNiAHNLBKWIA LEHTP, BiAAia racTpOeHTepOsIorii, renatoorii Ta eHA0KPUHONOTrii, M. BiHHMUSA

21. TnoGanbHuii AgMmiHicTpatuBHuii nuct Ne 2 Bif 22 ciuHA 2021 poky WoA0 NPOTOKO/Y K/iHIYHOIO
pocnipkeHHs ROR-PH-301 (APD811-301), aHrniiicbKkolo MOBOIO; Mepeknag yKpaiHCbKO MOBOIO Big 15
moTtoro 2021 poky Fno6anbHoro AamiHictpatuBHoro nucta Ne 2 Big 22 ciuHa 2021 poky wopo
NPOTOKOJTY KNiHiuHOro gocnimkeHHA ROR-PH-301 (APD811-301) 10 NpOTOKO/Y K/1iHIYHOrO BMNPOOYyBaHHS
«ADVANCE OUTCOMES pgocnigkeHHs edeKkTUBHOCTI Ta 06e3neyHoCTi pasiHenary, CrnpsMoBaHe Ha
NOAINLLIEHHS pe3yNbTaTiB liKyBaHHS NaLEHTIB i3 /IereHEBO apTepiasibHO FiNepTeHsien», Kog, AOCIMKEHHS
ROR-PH-301 (APD811-301), 3 iHkopnopoBaHoto nonpaskoto 3 Big 02 TpaBHsi 2019 poky; cnoHcop - «KOHalites
Tepan'toTikc KopnopeliwH» (United Therapeutics Corporation), United States

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

22. OHoBneHa bpoluypa gocnigHuka: IHhxekrtacep® (iH’eKUia KapOGOKCUManIbTO3uM 3anis3a), BUAaHHSA 5
BiA 28 »oBTHA 2020 poky; OHoBneHa IHcopmauia i hopma iHchopmoBaHOi 3roau ANA yYaCHUKIB
KNiHIYHOro gocnigkeHHs, Bepcia 2.0 Big 11 notoro 2021 p. Ana YKpaiHM YKpPalHCbKOKO MOBOIO, Ha
OCHOBI aHrniicbkoi maiictep-Bepcii 2.0 Big 04 niotoro 2021 p.; OHoBneHa IHopmauis i chopma
iHbopMoBaHOi 3rogun ANA yyacHUKIB K/iHIYHOro gocnimkeHHs, Bepcisa 2.0 Big 11 nroTtoro 2021 p. ansa
YKpaiHu pocCilficCbKO0 MOBOIO, Ha OCHOBI aHI/IIACbKOI MaiicTep-Bepcii 2.0 Big 04 noToro 2021 p. go
NPOTOKONY  KiHIYHOrO  AocnimpkeHHs «PaHgomisoBaHe, noAgiiHe cnine, nnaue60-KOHTPOSibOBaHe
OOCMNiMKEHHST ANA BUBYEHHST eheKTUBHOCTI Ta 6e3neyHocTi npenapaty IHxekTacdep® (KapookcumanbTo3a
3anisa) A8 fiKyBaHHSA CepueBOi HegoCTaTHOCTI Npu 3anidofgediumMTHUX CcTaHax», Kog AOCAiMKEHHS
1VIT15043, chiHanibHa apadT Bepcis 2 ans FDA Big 29 nuctonaga 2018 p; cnoHcop - «AmepikaH PempkeHT,
IHk.», CLLA (American Regent, Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifnoBifasibHICTIO «KLP YkpaiHa»

23. 36inblLUeHHSs KiJIbKOCTI yYaCHUKIB AOCNiMKEeHHSA B YKpaiHi Big nonepeaHbO 3aniaHoBaHoi 3 199 ao
300 oci6 o MpoTOoKOy KIHIYHOTO BUMpPObyBaHHA «baraTtoueHTpoBe, paHAOMi3oBaHe, NoABiliHe chnine, 3
MOABIHOIO IMITaLi€l0, KOHTPO/IbOBAHE aKTMBHWM NpenapaToM, pocnimkeHHs Il dasm, wo npoBoamTbCs B
napanenbHUX rpynax 3 ouiHkM ePeKTUBHOCTI Ta 6e3neYHOCTi eBOGPYTUHIGA Y MOPIBHSAHHI 3 TEpMdTyHOMILOM
B YYaCHMKIB i3 peLnanByo4MM po3CISHUM CK1ep0o30M», kog, gochipkeHHs MS200527_0080, sepcist 1.0 Big 13
ntotoro 2020 poky; cnoHcop - Merck Healthcare KGaA, HimevunHa

3asBHYK - MignpremcTtso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

24. bpouwypa pgocnigHuka PaniHenar (APD811), Bepcis 10 Big 14 rpygHa 2020 poKy, aHr/iliCbKOK
MOBOIO 10 NMPOTOKOAIB K/iHIYHMX BUNpobyBaHb: «ADVANCE OUTCOMES pocnigkeHHs e(heKkTUBHOCTI Ta
6e3MneyHoCTi paniHenary, cnpsiMOBaHe Ha MOJIMNWEHHA pe3ynbTaTiB fiKyBaHHA NauieHTiB i3 siereHeBot
apTepiasibHOI0 rinepTeHsieto», kog gocnigpkeHHss ROR-PH-301 (APD811-301), 3 iHKOpnopoBaHOoo NonpasKoo
3 Big 02 TpaBHa 2019 poky; «ADVANCE EXTENSION BigkpuTe po3wuvpeHe AOCNIMKEHHA 3 OLHKM
[OBroCcTpOKOBOI e(heKkTMBHOCTI Ta 6e3neyHoCTi pasiiHenary B Naui€HTIB i3 JIereHEeBOK apTepiasibHO
rinepreHsieto», ko4 pocnigxkeHHs ROR-PH-303 (APD811-303), 3 iHKopriopoBaHow nonpaskoo 3 Big 28
yepBHA 2019 poky; cnoHcop - «lOHanTen Tepan'toTikc KopnopeiwH» (United Therapeutics Corporation),
United States

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

25. 36inblueHHA KiNbKOCTi yYaCHUKIB AocnifKeHHs B YKpaiHi Big nonepeaHbOo 3anjaHoBaHoi 3 250 oo
400 oci6 [0 MpOTOKONy KAiHIYHOTO AOCNimKeHHs1 BaraTtoueHTpoBe, paHAOMi3oBaHe, noAgiiHe cnine, 3
NoABIAHOI iMiTali€l, KOHTPONbOBaHE aKTMBHMM npenapaToM, gocnimkeHHs Il ¢pasu, LWo npoBoanTbLCS B
napanenbHUX rpynax 3 ouiHkM eqpeKTUBHOCTI Ta 6e3neYHOCTi eBOGPYTUHIGA Y NMOPIBHAHHI 3 TepUdTyHOMIA0M
B YYaACHWKIB i3 peLuamByOUMM PO3CISHUM CKNepo30oM, Koa aocnimpxkeHHa MS200527_0082, sepcisa 1.0 Big 13
ntotoro 2020 poky; cnoHcop - Merck Healthcare KGaA, HimeuunHa

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



26. bpowypa pocnigHuka AGEN1884 (3anicdpenimab), BugaHHa 5.0 Big OBTHA 2020 poky,
aHrnificbkor moBoto; Bpowypa gocnigHuka AGEN2034 (BanctunimaG), BugaHHsa 5 Big cepnHsa 2020
POKy, aHrniicbkoo MoBoOWO; IHhopmauiiiHuii nucTok i hopma 3rogn ([ocnNigKeHHs PO3LUPEHOro
3actocyBaHHA npenaparty asu 2), Bepcia V9.0UKR(uk)1.0 Big 03 niotoro 2021poky, nepeknag
YKpaiHCbKOl0 MOBOIO Big 12 ntotoro 2021 poky; IHopMauiiiHuii TNcToK i popmMa 3rogu (JocnimpKeHHA
poswmpeHoro 3actocyBaHHA npenaparty casu 2), sepcia V9.0UKR(ru)1.0 Big 03 ntotoro 2021poky,
nepeknapg, pociiicbKo MoBoOIO Big 12 ntoToro 2021 poky; flogaTkoBa iHpopMoBaHa 3roga nauieHra Ha
npoBefeHHA AUCTaHLUiiHOI nepeBipkun paHux, Bepcia V1.0UKR(uk)1.0 Big 04 niotoro 2021 poky,
nepeknag yKkpaiHcbKor MOBOIO Bif 12 ntotoro 2021 poky; flogaTtkoBa iHhopmoBaHa 3roga nauieHta Ha
npoBefeHHA AUCTaHLiAHOT nepeBipkuM paHux, Bepcia V1.0UKR(ru)1.0 Big 04 niotoro 2021 poky,
nepeknaj pociicbkolo MoBoOK Big 12 nwTtoro 2021 poKy A0 NPOTOKOMY KAiHIYHOrO A0CAigKEHHS
«Bigkpute, 6aratorpynose pAocniMKeHHs ¢a3n 1/2 3 MeTol BUBYEHHSA 6e3neyHoCTi, NepeHOCUMOCTI,
hapmakoKiHeTHKN, 6i0N0riYHOT Ta KMiHIYHOT akTMBHOCTI nNpenapaTy AGEN1884 B komM6iHaLUil 3 npenapaTtom
AGEN2034 y naujeHTiB 3 MeTacTaTU4HVMKU ab0 MiCLLeBO-PO3MOBCIOMKEHUMU CONIAHUMU MyXIMHAMKU Ta
PO3LUMPEHHA 3aCcTOCYyBaHHA Ha o00paHi BuAW COMHMX MNyX/IMH», KoA gJocnigpkeHHa C-550-01, 3
iHKOpnopoBaHoto nonpaskoto 5 Bif 26 BepecHs 2019 poky; cnoHcop - «AmkeHyc IHK.» (Agenus Inc.), CLUA
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjen «AVK'IOBIA PAC YkpaiHa»

27. 3miHa Ha3BU MiCUb NpPOBEAEHHA AOCAIMKEHHA [0 MpPOTOKO/AY KMIHIYHOTO  AOCAIAKEHHS
«baraTouUeHTpoBe cnine paHAoMi3oBaHe AOCAIMAKEHHA 3 hasn B napasiefibHMX rpynax i3 3acTOCyBaHHSAM
anpouuTeHTaHy Yy nauieHTiB i3 pe3anCTEHTHOI apTepianbHoto rinepteHsieto (PRECISION)», ko AocnigkeHHs
ID-080A301, Bepcisa 3.0 Big 27 ntotoro 2020; cnoHcop - ldorsia Pharmaceuticals Ltd, LUBeiuapis

3anBHUK - TOB «OKYMEAC» («CIA JOKYMELC»), Natsis

BYNO CTANO
3aB. Bif. PyaeHko /1.B. 3aB. Big. PyaeHko /1.B.
KuiBcbka Micbka KAiHiYHA  NikapHa  wBuakol | KoMyHanbHe  HeKoMepuiiiHe  nignpuemMcTBO
MeaMuyHOl [OonoMOoru, KapgionoriyHe BigfineHHs, | «KuiBcbka Micbka  K/iHIYHA  NiKapHA  LIBUAOKOI

M. KniB Megu4yHOl  JOoMoOMOrM»  BUKOHABYOIro  OpraHy
KuniBcbkoi micbkol pagu (KuiBCcbKol MiCcbKOI
AepxxaBHol aamiHicTpauii), KapgionoriyHe
BigAiNneHHs (ona XxBopux Ha iHapKT Miokappay),
M. Knis

K.M.H. KapneHko O.I. K.M.H. KapneHko O.I.

KuiBcbka  MiCbka  KNiHIYHA  NikapHS Nel, | KoMyHaslbHe  HeKoMepuiiiHe  MigNPUEMCTBO

KapgionoriyHe BiagineHHs, m. Kuis «KniBcbka  Micbka  KAiHiYHA  nikapHa  Nel»

BUKOHABYOro opraHy KuiBCcbKOI MiCbKOI pagu
(KniBcbKOi MiCbKOI AepXaBHOI agMmiHicTpauii),
KapgionoriyHe BiggineHHs, M. Kuis

28. bpouypa ana pocnigHuka 3 npenapaty GB004, pepaxuia 6 Big 01 xoBTHA 2020 p. 40 NPOTOKO/Y
KiHiYHOro BMNpoGyBaHHA «BaratoueHTpoBe, paHAoOMi30BaHe, NOABIMHO chine, nnaue60-KOHTPONboBaHe
pocnipkeHHs |l dpasun, ke NpoBoAUTLCA 3 METOH0 OLHKM npenapaty GB004 npu nikyBaHHI OPOC/UX NaUiEHTIB
i3 JIETKMM | CepefHbOTSHKKUM NepebiroM BUPA3KOBOrO KOJTY B akTWBHIN (QOPMi», KOZL AOCHIIKEHHS
GB004-2101, pegakuis 1.0 Big 27 nunusa 2020 p.; cnoHcop - «Dxknbi 004 IHkopnopeinTen» [GB004, Inc.], CLUA
3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

29. IHchopmaunifiHuii NMCTOK naujieHTa Ta chopma iHhopMoBaHoT 3rogu Ans YKpaiHu, Bepcia 6.0 Big 08
motoro 2021 poKy YKpaiHCbKOK Ta pPOCIACbKOIO MOBamMuM [0 MPOTOKOlY  KAiHIYHOrO
BunNpobyBaHHA«BaraToueHTpoBe, paHAoMi30BaHe, BigkpuTe gocnimkeHHs Il dasun 3 NopiBHAHHA KOMOGIHALT
ATe3onizymaby (aHTU-Pd-L1 aHTuUTiNg) 3 af’'toBaHTHOK aHTpaLuMKIiHOBOK/TakCcaHOBOK XiMioTepanielo Ha
BiAMIHY Bif TiNibk1 XimioTepanil B nauieHTiB 3 onepabesibHUM Tpudi HEraTMBHUM PakoM MOJIOHHOI 3a/103U»
(IMpassion030)., koa pocnimkeHHs BIG 16-05/AFT-27/W039391, sepcis 6 Big 14 notoro 2020 p. ; cnoHcop -
F. Hoffmann-La Roche Ltd. /®. XoddmaHH-/1a Pow /11a. /®. FrodpcpmanH-N1a Pow fiTg., Lseiuapis

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOIO BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



30. OHoBneHuii MpoTokon KniHiuHOro gocnimxkeHHs GB004-2101, peaakuisa 2.0, MonpaBka 1.0, Big 21
YXOBTHA 2020 p.; CMHONCUC OHOBNEHOro NPOTOKO/Y KNiHiYyHOro gocnimkeHHa GB004-2101, pepaxuis
2.0, NonpaBka 1.0, Big 21 xx0BTHA 2020 p., Nepeknazg 3 aHrNificbKoi MOBU Ha yKpaiHCbKy MOBY Big, 17
rpygHa 2020 p.; IHchopmauia ansa nadieHTa Ta popma iHhopmoBaHOT 3rogu, octaTouHa pegakuia 2.0
ANA YKpaiHu Big 27 nuctonaga 2020 p., octatouHMii nepeknag 3 aHrnificbKoi MOBU Ha POCiiCbKY MOBY
BiAg 11 rpyaHA 2020 p., ocTaToOuHMIT Nepeknag 3 aHriicbKoi MOBU Ha YKpPaiHCbKY MOBY Big 11 rpyaHA
2020 p.; IHchopmauia ana BariTHOI NapTHePKU yyacHUKa AocnimkeHHs Ta popma iHhopmoBaHoI 3roau
(Ha 36ip HayKOBMX JaHNX), ocTaTOUYHa pegakuisa 2.0 ans YkpaiHu Big 27 nuctonaga 2020 p., octaTtouHwMii
nepeknag 3 aHrniicbKoi MOBM Ha pocilicbky moBy Big 08 rpyaHa 2020 p., ocTaTOUHUiA nepeknag 3
aHrnificbKol MOBM Ha yKpaiHCbKy MoBY Big, 08 rpygHAa 2020 p.; CKpiHWOTM wWoAeHHMKA Mali€eHTa,
ocTtatoyHa pepakuis 1.0, pocilicbkol0 MOBOK A/1s YKpaiHW Ta YKPAiHCbKOK MOBOKD; CKPiHWOTKU
HaragyBaHHA NPO 3anoBHEHHA LWOAEHHUKa MauieHTa, ocTaTouHa pepakuis 1.0, pocilicbkolo MOBOIO
ANA YKpalHu Ta YKpaiHCbKOI MOBOIO; IHCTPYKLUis ANA nauieHTa 3i 360py kany Ha aHanis, pegakuis 1.0
Bif >OBTHA 2020 p., nepeknag 3 aHrNMiicbKoi MOBU Ha POCIViCbKY MOBY Bif 22 )xoBTHs1 2020 p., nepeknag
3 aHrNiNcbKOi MOBM Ha yKpaiHCbKY MOBY Bif 07 rpyaHa 2020 p.; CKpiHWOTK 3i CTOPiHKN BeGcailTy Ans
nauieHTiB Big «KniHikanTpaiianKoHHekT», pegakuin 1.0 ykpaiHCbKOl MOBOIO Big 17 nuctonaga 2020
p.; LloaeHHNK peecTpauil WoAeHHUX CUMNTOMIB, pegakuif Nel.0 aHrniicbkolo MoBoOloO Big, 16 nunHA
2020 p., ocTaTOYHUII Nepeknag 3 aHrMiMCbKOi MOBU Ha pociiicbky MoBy Big 31 nunHa 2020 p.,
OCTaTOYHWIA Nepeknag 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Big 31 nunHa 2020 p.; WoaeHHUK
peecTpauii WOAEHHUX CAMNTOMIB, pepgakuia Nel.0 aHrnilicbkoro moBorw Big 13 nunHa 2020 p.,
OCTaTO4YHWI nepeknag 3 aHrniicbKoi MOBU Ha pociiicbky MoBy Big 31 nunHa 2020 p., ocTaTouHUi
nepeknag 3 aHrniicbkoi MOBU Ha yKpaiHCbKy mMoBY Big 31 nunHAa 2020 p. (MociGHMK KopucTyBada
e/1IeKTPOHHOro uwoaeHHuka (eDiary) ana yuyacHuka gocnigxeHHsa SHIFT-UC GB004-2101); LLoaeHHMK
peecTpauii WoAeHHUX cUMNTOMIB, pepakuia Nel.0 aHrnilicbkoo moBot Big 13 nunHa 2020 p.,
OCTaTOUHMWIA Nepeknaz 3 aHriicbKoi MOBM Ha pociiicbky moBy Big 31 nunHa 2020 p., ocTaTOYHMIA
nepeknaj 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Big 31 nunHa 2020 p. (3pa3ok eTUKeTKU Ans
eNleKTPOHHOro uwopaeHHnkKa (eDiary) ana yuyacHuka pocnigkeHHs); JiuctiBka wopo npoBeAeHHA
LOCNiMKEHHSA, pefaKuis aHrNiicbKOK0 MOBOIO, NepeK/az 3 aHrNiicbKOi MOBU Ha pocilicbKy MoBY Big 08
XOBTHS 2020 p., ocTAaTOUHMIA Nepeknaj 3 aHrNificbKOi MOBU Ha YKpaiHCbKY MOBY Big, 21 rpyaHs 2020 p.;
3pa30K eTUKETKN AN [OCAIAKYBaHOrO JliKapCbKOro 3aco6y (Ans BiAKPUTOro aoaarkoBoro nepioay),
aHINIACbKOIO Ta YKpaiHCbKOI MoBamu Big 18 BepecHA 2020 p.; MoaoBXeHHSA TPUBAIOCTI K/liHIYHOIO
pocnipkeHHsa B YKpaiHi go 31.03.2023 p.; CynyTHi matepiasin, wo 6yayTb BUKOPUCTOBYBAaTUCA Y
KniHiyHOMy Bunpo6yBaHHi GB004-2101: CmapTtoH "Samsung Galaxy S7 SM-G930T" i3 akcecyapamu
(enekTPOHHWIT LWOAEHHUK nauieHTa ANna 36upaHHA/OLiHKM KNiHIYHUX pes3ynbTtartiB). BupooHuk:
Samsung, B’eTHam; 12-kaHanbHUiA enekTpokapgaiorpad gnsa sanucy EKI B ctaHi cnokoto "MAC 2000"
(B KOMNNEKTI i3 WWHYPOM XUBJIEHHSA, KabeniemM ANA Nig’ €QHAHHA eNeKTPoAiB A0 nauieHTa, TenedOHHUM
WHYpOM, MepexeBuM Kabenem). BupooHuk: GE Medical System Information Technologies Inc., CLUA.
KpaiHa noxomkeHHsA: IHAiA; EnekTtpoau "SilverMactrodeTM Plus”, 100 wtyK B ynakoBui. BAPOGHUK:
Leonhard Lang GmbH, ABcTpisi. Toprosa mapka: VYAIRETM; MNanip TennoBwuii peecTpauiiinnii ans EKI
piarHoctukn, copmar A, uyepBOHa CiTKa, wWupuHa 155 mm, cpanbLOBKa rapmoLUKOlo, Kpyria
nepdopauis, 150 apkywis, 16 ynakoBok. Bupo6Huk: Graphic Controls Acquisition Corp., CLUA;
OGniagHaHHA ANA eHOJOoCKonii: - HOYTOYK i3 akcecyapamu "Lenovo ThinkPad L490", Bupo6iieHo gns
Lenovo, kpaiHa BupoGHuuTBa: Kutail [0 NpOTOKOMY KAiHIYHOTO BMNpoOyBaHHA «BaraToueHTpose,
paHAoMi30BaHe, NoABIHO cnine, nauebo0-KOHTPOIboBaHe AocnimkeHHs || dpasu, ke NpoBoANTLCS 3 METOH)
ouiHku npenapaty GBO004 npu nikyBaHHI AOPOCAMX MNAUIEHTIB i3 NErkMM i cepeaHbOTSHXKKMM nepebirom
BMPa3KOBOro KONITY B akTUBHIN chopmi», ko gocnipkeHHss GB004-2101, peaakuis 1.0 Big 27 nunHa 2020 p.;
cnoHcop - «xumbi 004 IHkopnopeiTen» [GB004, Inc.], CLLUA

3asBHuK - TOBAPVICTBO 3 OEMEXXEHOHO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

31. OHoBNEHUII NPOTOKO KAiHIUHOTO AocnimkeHHA 331-201-00182, Bepcis 3.0 3 nonpaBkoto 2 Big 06
cepnHsa 2020 poKy aHrNiiCbKO0 MOBOK; OHOB/IEHUII NPOTOKO/ KAiHiYHOro pocnimkeHHA 331-201-
00182, Bepcia 4.0 3 nonpaBkoto 3 Bifg, 22 BepecHs 2020 poKy aHrNilicbKolo MOBOIO; [JONOBHEHHSA A0
NPOTOKOJY KNiHiYHOro gocnigxkeHHs 331-201-00182, Bepcis 3.0 Big 22 BepecHsi 2020 poKy aHrNilicbKOO
MoBolo (ctocoBHO COVID-19); 331-201-00182_YkpaiHa_lHchopmauis/hopma iHchopmoBaHoi 3roaun Ans
y4yacHUKa HayKoBOro paocnimxeHHsi_[lonoBHEHHS ANs y4acHUKa Ta gornagadva_Bepcia 1.1_14 TpaBHA
2020 p._ YKpaiHCbKOK Ta pociiicbKo MoBamMu; BigoGpaxeHHsa c¢opmu iHdopmoBaHOiI 3rogu B
enekTpoHHomy chopmarti - 331-201-00182_ YkpaiHa _IHcopmauis/cpopma iHpopmoBaHoi 3rogn ans
yyaCHUKa HayKOBOro gocnimxeHHs_JONOBHEHHA ANA yyacHUKa 1a gornagava_Bepcia 1.1_14 tpaBHA
2020 p._ yKpaiHCbKOlO Ta pociiicbkolo MoBamMu; Bpowypa gocnigHuka gocnigpkysaHoro nikapcbkoro
3aco0by Brexpiprazole (OPC-34712), BugaHHs 16 Big 29 nunHs 2020 poKy aHrniicbKkoo MoBoto; 331-201-
00182_YkpaiHa_Bepcia 5.1_IHcdopmauiiiHnii nuct i copma iHpopmoBaHOI 3rogM yyacHUKa
pocnipkeHHs _Big, 23 BepecHs 2020 p._yKpaiHCbKOLO Ta pociiicbkolo moBamu; Bigo6paxeHHsA chopmu
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iHhopmoBaHOi 3roau B enekTpoHHoMy chopmari - 331-201-00182_YkpaiHa_Bepcis 5.1_IHdopmauiiiHuii
nnct i popma iHchopmoBaHOI 3roan ydacHuKa focnigpkeHHsA _Bifg 23 BepecHs 2020 p._ yKpaiHCbKOLO Ta
pocilicbkoto moBamu; IHCTPYKLIT ANA KNiHIYHMX MOHITOpPIB WoA0 npouecy nepernsgy iHpopMmoBaHoI
3roau B yMoBax OGMeXeHb, MoB’A3aHUX 3 naHaemiero COVID-19, Ta wWoAo nigpaxyHKy npenapartis
pocnipkeHHs BigganeHo, Bepcia 1.0 Big 18 cepnHAa 2020 poKy aHrnilicbkoio MoBoto; MofoBXeHHSA
TepMiHy TpuBanocTi AocnimkeHHs B YKpaiHi go 31 rpygHa 2021 poky [0 MPOTOKONY K/IiHIYHOTO
OOCNipKeHHA «12-TxHeBe, 6araToLEeHTPOBE, NOAOBXEHE LOCMIMKEHHS aKTMBHOIO NiKyBaHHSA A5 OLHKM
6e3MeyHOCTi Ta NepeHOCUMOCTI Gpekcninpasosly npv JikyBaHHI MaUEHTIB i3 axuTauiel MoB’sA3aHoK 3
AeMeHLjie0 AnblreinmMepiBCcbkoro Tuny», ko gocnikeHHs 331-201-00182, sepcis 1.0 Big 18 yepBHsa 2018
pokKy; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacbtoTikn
[JeBenonmveHT el KomepciniseiiiuH, IHK.», CLUA)

3asaBHUK - TOB «IHC Pecepy YkpaiHa»

32. OHoBneHwuii MpoTokon kniHiuHOro gocnigpkeHHa QL1205-002, Bepcia npotokony 3.0. Big 10
nucronaga 2020 poky; Bpolwypa gocnigHuka gocnigkyBaHoro slikapcbkoro 3acooy Ranibizumab, Qilu
(QL1205), Bepcis 3.0, Big 03 cepnHsa 2020 p. aHriicbkoo MoBOIO; Qilu QL1205-002 IHchopmauia ans
nauieHTa Ta popma iHhopMoBaHOi 3roamn Ha yyacTb Y K/iHIYUHOMY BUNpPoGyBaHHi, Bepcia 2.1.0 Big 15
YXOBTHS 2020 p. aNnA YKpaiHu, yKpaTHCbKOLO Ta pociiicbkolo moBamu; Qilu QL1205-002 IHdopmauis ans
nauieHTa Ta popma iHPOpMOBaHOI 3roau Ha y4yacTb y HEOO60B’A3KOBOMY [,04ATKOBOMY AOCAISKEHHi 3
BUBYEHHA (hpapmakokiHeTUKn, Bepcia 2.1.0 Big 15 xoBTHA 2020 p. AnA YKpaiHW, YKpPaAiHCbLKOK Ta
pPOCIAiCbKOIO MOBamMu [0 TNPOTOKO/Y KAiHIYHOrO BUNPOBYBaHHA «PaHAoMizoBaHe noABiliHe cnine
GaraToLEeHTpOBE AOC/IMKEHHS dhasn 3 B MapasiesibHUX rpynax Ans OuiHKM edIeKTUBHOCTI Ta 6e3MeYHOCTi
npenapaTty QL1205 y nopiBHsiHHI 3 npenapaTom JIyLEeHTIC® y nauieHTiB 3 eKcyaaTMBHOK (hOpMOIo BiKOBOT
MakynsapHoi gereHepadii», kog gocnimkeHHsa QL1205-002, sepcisa npoTokony 2.0 Big 21 rpygHa 2018 p.;
cnoHcop - Keiny ®apmacetotikan Ko., /ita., Kutaii [Qilu Pharmaceutical Co., Ltd., China]

3asBHuK - TOB «IHC Pecepy YkpaiHa»

33. bpolwypa gocnigHuKa [oCNifKyBaHOro JlikapCbKOro 3aco6y KapinpasuH, Bepcis 18 Big 29 BepecHs
2020 p. aHrnificbKoo MOBOIO; JOCLE [OCiIAKYBaHOIO NiKAPCbKOro 3aco6y kapinpasvH Big 02 rpyaHaA
2020 p. aHrnificbkoro MoBOI; OHOB/IEHI 3pa3ky MapKyBaHHSA Big 21 rpypHa 2020 p. gnsa: TwxkaeHb 0 —
0,5 Ta 1,5 mMr - 3milmaHe go3yBaHHs; TwxaeHb 1-3 - 1,5 mr; TwxgeHb 1-3 - 3,0 mr; TwxgeHb 1 - 3,0 Ta 4,5
Mr - 3MilLaHe f03yBaHHA; TKAeHb 2-3 - 4,5 mr; TuxaeHb 2-3 - 6,0 Mmr; MicAauHwiA HaGip ANA NiKkyBaHHA —
1,5 mr; MicauHuii HaGip gnAa nikyBaHHA - 3,0 Mr; MicauHMIA HaGip AnA nikyBaHHA - 4,5 mMr; MicAuHuiA
HaGip AnAa nikyBaHHsA - 6,0 Mr; RGH-188-203_®dopma iHthopmMmoBaHOi 3rogu Ana nauieHTiB, AKi focArnm
NOBHONITTA (= 18 pokiB) Nig Yac yyacTi y gocnigxeHHi, Homep Bepcii: octaTouHa 3.1, aara: 14 rpyaHa
2020 p. ykpaiHCcbKoOlo Ta pociiicbkoto MoBamu; RGH-188-203_dopma iHpopmoBaHOi 3roamn Ans 6aTbKis
Ha yyacTb AUTUHN Y HAYKOBOMY AOC/iMKEeHHi, HOMmep Bepcii: octatouHa 3.1, AaTa: 04 rpyaHa 2020 p.
YKpaiHCbKOIO Ta pociiicbkoo MoBamu; RGH-188-203_dopma iHd)opmoBaHOi 3roau  Ans
niknyBasibHUKIB, HOMep Bepcii: octatouHa 3.1, flata: 14 rpyaHa 2020 p. yKpaiHCbKOIO Ta POCIICbKOIO
moBamu; RGH-188-203_dopma iHhopmoBaHOI 3roAu (3roga HenoBHOJIITHLOro nauieHTa_ 13-<14
pokKiB), HOmep Bepcii: octatouHa 3.1, flata: 14 rpyaHA 2020 p. yKpaiHCbLKOIO Ta POCIiliICbKOI0 MOBaMu;
RGH-188-203_ ®opma iH(hopmMmoBaHOi 3roam (3roga HENOBHOMITHLOTO NauieHTa_ 14-< 18 pokiB), Homep
Bepcii 3.1, Aarta: 04 rpygHa 2020 p. yKpaiHCbKOI Ta pocilicbkolo moBamu; RGH-188-203_ c¢hopma
iHcbopMoBaHOi 3rogu BariTHOI NapTHEpPKWU, HOMep Bepcii: octaTouHa 3.1, Aata: 14 rpygHa 2020 p.
YKpPaiHCbKOIO Ta POCINCbLKOK MOBaMU [0 NPOTOKO/Y KANiHIYHOTO AOCAiMKEHHS «baraToueHTpoBe BigkpuTe
2-pivyHe AoCNifKEHHS 3 OLHKM 6e3NeYHOCTi Ta NepeHOCUMOCTI KapinpasuHy 3 MOX/IMBICTIO BUOOPY 403K Npu
NiKyBaHHI W3odpeHii y nignitkie», kog gocnimpkeHHs RGH-188-203, Bepcisa 3 nonpaskoto 1 Big 18 kBiTHA 2019
poky; cnoHcop - Gedeon Richter Plc., Hungary (YropwumHa)

3asBHuK - TOB «IHC Pecepy YkpaiHa»

34. OHOBNEHUiA NPOTOKON KNiHIYHOro gocnimxkeHHs, Bepcia 7 Big 17 uepsHa 2020 p. aHrniiicbKoo
MoBol1o; Bpowypa flocnigHuka gocnigkyBaHoro nikapcbkoro 3aco6y Risdiplam (RO7034067), Bepcia 7
BiA 31 6epe3HA 2020 p. aHrNiVicbKOo MOBOIO; IH(hopmauiiiHuiA NMcTokK Ta hopma iHhbopmMoBaHOi 3roau
6aTbKiB NauieHTiB, siKi 6epyTb y4yacTb Y YacTUHI 1 gocnimkeHHA, Bepcia 7.2.0 Big 15 ntotoro 2021 p.
aHrnificbKolo, YKPaiHCbLKOIO Ta pocilicbkoto moBaMu; IH(hopMauiiiHuii NnMcToK Ta chopma iHhopmoBaHOT
3roaum 6aTbKiB NaUi€eHTIB, AKi 6epyTb y4yacTb Y YaCcTUHI 2 gocnigxeHHs, Bepcia 7.2.0 Big 15 noTtoro 2021
p. aHrNilicbKol0, YKpaiHCbKOIO Ta pociiicbkolo moBaMu; dopma 3roau Ha nepegadvy AaHux, Bepcis 3.1
Bif 10 BepecHA 2020 p. aHrNificbKoK, yKpaiHCbKOIO Ta pocilicbkolo moBamu; LLkana CHOP INTEND,
Bepcis 1.2 Big 27 ntotoro 2020 p. aHrnilicbKoto MoBoto; LLikana Bayley, Bepcis 2.0 Big 23 uepBHs 2020 p.
aHrnificbKkoo MOBOIO Ta Bepcia 2.0 yKkpaiHCbKOIO Ta pociiicbKolo moBamu Big 27 yepBHA 2020 p. g0
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NPOTOKONY KNIHIYHOTO AoCniMKeHHSA «Bigkpute 6GaraToueHTpoBe [OC/IMKEHHA, SIKe CKNajaeTbCcA 3 ABOX
YyacTuH 3 6e3nepepBHUM NepexoioM, Lo NPOBOAUTLCA 3 METOK BUBYEHHA 6e3MneyvyHOCTi, NepeHOCUMOCTI,
dhapmakokiHeTVKK, thapmakogmHamikn Ta edekTnBHOCTI npenapaty RO7034067 3a 1i0ro 3acTocyBaHHS Y
HEMOBNAT 3i CMiHaUIbLHOIO M'A30BOI0 aTpodieto 1-ro Tuny», koA gocnimpkeHHsa BP39056, Bepcia 5 Big, 27 ciuHA
2019 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland (LLIselinapisi)

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

35. MpooBXeHHA TeEPMiHY TPUBAJIOCTI K/IHIYHOro BUNpoGyBaHHA B YKpaiHi fo 31 nunHsa 2021 poKy A0
NPOTOKONY KMIHIYHOIO AOCAIMKEHHSA «BigkpuTe, i3 3acninneHo OLIHKOK, paHAOoMi30BaHe KOHTPO/ibOBaHe
AocnimpkeHHs1 eeKTMBHOCTI | 6e3neYHOCTi 3acTocyBaHHs npenapaty PeocopGinakt®, po3unH ans iHysii
(TOB «HOpia-bapm», YkpaiHa), B MOPIBHAHHI 3 npenapatoM PiHrep nakrtar, po3ynH Ansa iHdy3iid, B
KOMMNMIEKCHOMY JliKyBaHHI NaujieHTIB i3 ONikoBolo XBOPO6OIO», koA aocnimkeHHs RheoSTAT-CP0669, Bepcis
3.1 Big 11.06.2018 p.; cnoHcop - TOB «HOpis-®apm», YkpaiHa

3anBHUK - TOB «Kpomocapma YkpaiHa»
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