JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 53 Big 30.12.2020, Ha siKi 61 OTPUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHOBNEHe [OCLE [OCiAKYBAHOrO Jlikapcbkoro 3acody PN-943, Bepcis 5.0 Big 05 nuctonaga 2020
p., aHrniicbkoo MoBoo; MaTepianu ana nauyieHTiB Ta nikapiB: 3pa3ok iMcTa fikapio, Bepcia 2 Big 01
OBTHSA 2020 poKy, ykpaiHCcbKoo moBoto (PN-943-03_HCP Letter_Ukraine_Ukrainian_ V2_010ct2020);
3pas3ok nucta nikapro, Bepcia 2 Big 02 xoBTHA 2020 poky, pociiicbkoo Mmook (PN-943-03_HCP
Letter_Ukraine_Russian_ V2_020c¢t2020); IHopmauniiiHnii 6loneTeHb AOCNIMKEHHA ANA Nali€HTIB,
Bepcia 2 Big 01 )>xoBTHA 2020 poKy, yKpaiHcbkolo MoBow (PN-943-03_Advocacy Fact
sheet_Ukraine_Ukrainian_V2_010ct2020); IHchopmauiiiHuii GloneTeHb [OCAiIMKEeHHs1 ANA NaujieHTiB,
Bepcis 2 Big 02 xxoBTHA 2020 poky, pociiicbkoio moBoto (PN-943-03_Advocacy Fact sheet_Ukraine_
Russian_ V2_020ct2020); IHpopmaLiiiHWiA GlonleTeHb AOCNIMKEHHA AN MeAUYHUX NpauiBHUKIB,
Bepcia 2 Big 01 >xoBTHA 2020 poky, YKpaiHCbkoo MoBol (PN-943-03_HCP Study
Factsheet_Ukraine_Ukrainian_ V2_010ct2020); IHdopmauiiiHiii GroneteHb [OCAIMKEHHA Ans
MeAWYHUX NpauiBHUKIB, Bepcia 2 Big 02 oBTHA 2020 poky, pociiicbkoo moBoto (PN-943-03_HCP
Study Factsheet_Ukraine_Russian_ V2_020c¢t2020); Moci6HUK Ana MeguyHUX npauiBHUKIB Ta
nauieHTiB, WO CTOCYETbLCA Npouecy OTpUMaHHsA iHpopmoBaHOI 3roau, Bepcia 2 Big 01 XOBTHSA,
yKpaiHcbkoto Mmoot (PN-943-03_ICF Flipbook_ Ukraine_Ukrainian_ V2_010c¢t2020); Moci6oHuk gns
MegUYHUX MNpaliBHMKIB Ta Naui€eHTiB, WO CTOCYETbCA npouecy OTPMMaHHsA iHhopMoBaHOI 3rogu,
Bepcifa 2 Big 02 oBTHA 2020 poKy, pocilicbkolo moBoto (PN-943-03_ICF Flipbook_ Ukraine_ Russian
V2_020ct2020); bpoliypa ansa nauieHTiB, Bepcia 2 Big 01 »xoBTHA 2020 poKy, YKPAIHCbKOIO MOBOIO
(PN -943-03_Patient Brochure_Ukraine_Ukrainian_ V2_010ct2020); Bpowypa Aana nauieHTiB, Bepcia 2
Big 02)xoBTHA 2020 poKy, pocilicbkoto Mmoot (PN-943-03_Patient Brochure_Ukraine_ Russian _
V2_020ct2020); Mnakat «[aBaiite noroBopumo npo gocnigmkeHHAa IDEAL», Bepcia 2 Big 01 XOBTHA
2020 poKy, yKpaiHCbKOolo MoBOK (PN-943-03_Study Poster Ukraine_Ukrainian_ V2_010ct2020);
Mnakat «[aBaiite noroBopumo npo gocnigpkeHHs IDEAL», Bepcia 2 Big 02 xoBTHA 2020 poky,
pociiicbkolo moBoto (PN-943-03_Study Poster Ukraine_ Russian _ V2_020c¢t2020); MociGHuK i3
pocnipkeHHs «[laBaiite noroBopuMo npo gocnigpxeHHsa IDEAL», Bepcia 2 Big 01 )xoBTHA 2020 poky,
yKpaiHcbkoto MoBoio (PN-943-03 _Study Visit Guide _Ukraine_Ukrainian_ V2_010ct2020); Moci6Huk
i3 gocnimkeHHA «[laBaiite noroBopumo npo pocnigmkeHHs IDEAL», Bepcia 2 Big 02 »oBTHA 2020
POKy, pociiicbkoto moBoto (PN-943-03 _Study Visit Guide _Ukraine_Russian_ V2_020c¢t2020); 3pa3ok
nucta nauieHTty, Bepcia 2 Big 01 xoBTHA 2020 poKy, yKpaiHCbKo Mmook (PN-943-03_Patient
Letter_Ukraine_Ukrainian_ V2_010ct2020); 3pa3ok nucTta nauieHty, Bepcia 2 Big 02 xoBTHA 2020
pPOKy, pocilicbkoto Mmoot (PN-943-03_Patient Letter_Ukraine_ Russian _ V2_020ct2020); 3pa3ok
NvcTa po nikapsa 3ara/ibHOI NPaKTUKK, Bepcis 2.0 Big 18 cepnHsa 2020 p., yKpaiHCbKOIO Ta POCiliCbKOK
MOBamMM [0 NPOTOKO/Y KIIHIYHOTO AOCiimKeHHs «PaHgomizoBaHe, 6araToueHTpoBe, noAgiliHe chine,
nnaueb0o-KOHTPONIbOBaHE AOCNIMKEHHS (ha3n 2 B napasiefnibHMX rpynax 3 MeTOH OUiHKM 6e3neyHoCTi 1
ecbektuBHoCTi nNpenapaty PN-943 npu nepopasiibHOMY 3aCTOCYBaHHi Yy MAaUiEHTIB 3 akTMBHVMM BMPAa3KOBUM
KONITOM NOMIPHOro abo BaXXKOro CTyMeHs TAXKOCTI», ko4 focnimkeHHs PN-943-03, nonpaska 3 Big 31 nunHs
2020 poky; cnoHcop - Protagonist Therapeutics, Inc, USA/ MpoTaroHict Tepan'totukc, IHk., CLUA
3anBHUK - TOB «KniHiuHi gocnigkeHHs AKOH», YkpaiHa

2. MonpaBka Ao po3giny 3.2.P.8 CraGiNbHICTb AOCLE AOCNIAKYBAHOrO fikapcbKoro 3acody (CTA
Quality data amendment, section 3.2.P.8 Stability) SAR439859, Ta6neTka, BKputTa 060/10HKO0, 200 MmT,
Bepcia Big 13 nuctonaga 2020p., aHrAilicbkold MOBOK; 36iNblIEHHA TepMiHy 36epiraHHs
pocnipkyBaHoro siikapcbkoro 3acooy SAR439859, tabneTka, BKpuTa 060/10HKO0, 200 mr, 3 12 go 18
MICALIB [0 NPOTOKOJ/ly KAIHIYHOrO AocnifpkeHHs «PaHgomizoBaHe, 6aratoueHTpoBe, MoAgiliHe cnine
pocnipkeHHs 3 hasm npenapaty SAR439859 y kombGiHauii 3 NanboumnknibomM y NOpiBHSHHI 3 N1€TPO30/10M Y
koM6iHaLii 3 nanbéouunknioom ansa nikysaHHa nauieHTis 3 ER(+), HER2(-) pakom MON0OYHOT 3a/1031, AKi paHiwe
He OTpYMyBasIi CUCTEMHOrO NPOTUPAKOBOrO JliKyBaHHS MOLUMPEHOro 3axBOPHBaHHA», KO AOCAIAKEHHS
EFC15935, 3 nonpaskot 01, Bepcia 1 Big 27 nunHa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTiC pellepLl e aesenonmad, ®paHLis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

3. 3anyueHHA [oAAaTKOBOI BUPOOHMUOT AinbHuui Bakctep OHkonopmki 'm6x, HimeuumHa pns
[ocnigKyBaHOro JiikapcbKoro 3aco6y AGpakcaH, MOpPOLWOK Ans cycneHsil ana iHdysiin, 5 mrimn.;
[JoaaBaHHA 3pa3KiB MapKyBaHHSl [OCNigKyBaHOro nikapcbkoro saco6y AOpakcaH, MOpoOLWOK Ans
cycneHsii gna iHdysiii, 5 mr/mn, Bepcia Big 19 nuctonaga 2020 p. (NOVI/19/2020), ykpaiHCbKOO
MOBOIO A/11 BUPOGHUYOI AinbHULi Bakctep OHkonomxi MM6X, HiMeyunHa [0 MPOTOKONY KNiHIYHOro
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BMNpobyBaHHA «[lloAgiliHe cnine, 6araToueHTpOBe, paHAOMi3oBaHe pochimkeHHs Il da3n gnsa ouiHku
edheKkTMBHOCTI Ta ©6e3neku Heoaj'toBaHTHOI Tepanii ares3onidymaéom ab6o nnauebo B KoMOiHauii 3
ximioTepanielo Ha OCHOBI NpenapartiB MaaTUHW Yy NauieHTiB 3 onepadenbHUM HeApPiGHOKIITUHHAM pakoMm
nerexb I, IIA i BuGipkoso IIIB ctagii», kog gocnimkeHHa GO40241, sepcia 6 Big 12 yepsHa 2020 p. ;
cnoHcop - d.XodpmaHH-/1a Pow /114, Lseliyapis

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

4. Jocbe pocnipKyBaHOro sikapcbkoro 3acooy ALKS 3831, Bepcia 13.0 Big nuctonaga 2020 poky;
3anyueHHA [oAaTKOBOI BUPOOHUYOT AiNAHKW ANA AOCAIMKYBAHOrO fikapcbkoro 3aco6y ALKS 3831:
Almac Clinical Services (Ireland) Limited Finnabair Industrial Estate Dundalk, Co. Louth, A91P9KD,
Ireland g0 npoTOKOMIB KNIHIYHUX AocnimpKeHb: «JocnimkeHHss ¢a3m 3 Ans OuiHKM  AOBroCTPOKOBOT
6e3neyHOCTi, NepeHOCMMOCTi Ta CTIkoCTi flikyBanibHOI Aii npenapaty ALKS 3831 B nauieHTiB i3
LWwmn3odppeHieto, WnsogpeHoopMHUM po3nagom abo 6inonspHMM posnagoM | Tuny», Kog, AOCioKEHHS
ALK3831-A308, 3 nonpaskoto 3.0 Big 09 TpaBHa 2019 poky; «[ocnimpKeHHs ANS OUiHKU BNAMBY npenapaTty
ALKS 3831 B nopiBHAHHI 3 0/1aH3aniHOM Ha Bary Tifla y 40pOoCcanX nauieHTiB MO040ro Biky, AKi HeLWwo04aBHO
3axBOpiIM Ha LWKN30QOPEHIito, WKn3opeHohopMHMIA po3nag abo 6GinonapHuii po3nag | Tuny», Kofg
pocnipkeHHa ALK3831-A307, 3 nonpaskoto 5.0 Big 19 4yepBHA 2019 poky; CnoHcop - «Asnkepmec, IHK.»
(Alkermes, Inc.), CLLUA

3aaBHuK - TOB «[pem’ep Pecepy YkpaiHa»

5. Po3cninneHe mapkyBaHHA gocnigkyBaHoro npenapary AZD9291, 35 ta6neToK i nepopasibHOro
3actocyBaHHs, 80 mr, Bepcia 1.0 Big 16 nuctonaga 2020. PoscninseHe MapKyBaHHA AOCNIfKYBaHOro
npenapary AZD9291, 35 TaGs1ieTOK A/ nepopasibHOro 3acrocyBaHHA, 40 mr, Bepcia 1.0 Big 16
nvctonaga 2020 [0 NPOTOKO/Y K/IHIYHOIO AOCigxeHH:A «baraTtoueHTpoBe paHAoMi30BaHe NoAgiiHe cnine
nnauebo KOHTPO/IbOBaHe AochigkeHHA 3 dhasn AN OuiHKM edeKTMBHOCTI Ta 06e3neyHoCTi npenapaty
AZD9291 y nopiBHAHHI 3 Mauebo y nauieHTiB 3 HeApiGHOKMITUHHUM pakoMm nereHb |IB-IIIA cTagii Ta
MyTaui€eo pelenTopa enigepMasibHOro hakropa pocTy Npu 3aCTOCYBaHHI NIC/IA MOBHOI pe3ekuii NyXnHu
HesasieXHo BiJ NpoBefeHHs af’toBaHTHOT XimioTepanii (ADAURA)», ko aocnigxeHHsa D5164C00001, sepcis
4.0 Big 2 nunHsa 2020; cnoHcop - «AcTpa3eHeka Ab», LLBeuis

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

6. BKNIOUEHHA BUPOGHMUMX AiNbHULBb AO0CNILKYBaHOro nikapcbKoro 3acody, INCB086550, Ta6netku
100 mr: Catalent Pharma Solutions Inc., United States; Catalent Pharma Solutions, USA; Catalent CTS
(Edinburgh) Limited, United Kingdom [0 npoTokony KNiHIYHOro AOChimKeHHA «JocnimkeHHa dasm 2
3actocyBaHHs npenapaty INCB086550 (iHribitopa PD-L1 gns nepopasibHOro npuilioMy) B Y4YacHWKIB
OOCNiHKEeHHA i3 BUOPAHUMMN COMIAHMMU MyX/IMHaMK, O paHile He OTpumyBasv NiKyBaHHSA iHribiTopamu
iIMYHHUX KOHTPOJIbHUX TO4YOK», Koh pocrimkeHHa INCB 86550-203, sepcia 1 Big 01 kBiTHA 2020 poky;
crnoHcop - Incyte Corporation, United States

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

7. Docbe pocnimKyBaHOro slikapcbKoro 3aco6y Jloctapnimva6, Bepcia 6.0 Big nuctonaga 2020 poky
aHrniicokolo MoBoto; MoAOBXEHHA TepMiHy NPUAATHOCTI AOCAIAKYBAHOro J1iKAPCbKOro 3acoly
AocTtapnima6 (Dostarlimab) (TSR 042), po3uuH gna iHdysiin, 500 mr/10 mn (50 mr/imn), 3 30 go 36
MicAuiB; 36iNblUeHHSA KiNbKOCTI NauieHTiB B YKpaiHi 3 12 Ao 20 oci6 (8 oci6) A0 NpOoTOKOY KAiHIYHOro
pocnipkeHHsa PaHgomizoBaHe MofBiliHE criine 6araToueHTpoBe AOCNiMKEHHs hasn 3 gocTapnimady
(TSR-042) B koMOGiHaujii 3 KapbonnaTtMHOM | nakaiTakcenom MnopiBHAHO 3 nnauebo B KOMOiHauii 3
KapboniaTUHOM | MakAiTakcesioM Yy NauieHTOK 3 peuuguBHUM abo NEPBUHHMM MOLUMPEHMM PaKoM
eHgomeTpito (RUBY), kog pocnipxkeHHa 4010-03-001, sepcia 1.1 Big 13 6epe3Ha 2019 poky; crnoHcop -
TESARO, Inc., CLLA

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

8. OHoBneHuit MpoTokon KniHiuHoro gocnigpkeHHsa RPC01-3203, pepakuis 5.0 Big 28 cepnHa 2020 p.;
CuHoncuc oHoBrneHoro MNMpotokony RPC01-3203, pegakuia 5.0 Big 28 cepnHa 2020 p., nepeknag, 3
aHrniicbKoi Ha yKpaiHcbKy MoBy Big 10 nuctonaga 2020 p.; IHchopmauia gna nauieHta Ta dpopma
iHpopmoBaHoi 3rogun, ocTatouHa pepgakuia 4.0 ana Ykpaidu Big 11 nuctonaga 2020 p., ocTaTOUHWUIA
nepeknag, 3 aHrnilicbKoi MOBM Ha pocificbKy MOBY Bif 12 nuctonaga 2020 p., ocTaTouHUii nepeknag 3
aHrnificbKoi MOBM Ha YKpaiHCbKy MoBY Big 12 nuctonaga 2020 p.; OuiHka cniBBigHOLWEHHA KOPUCTI
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Ta pusuky (Benefit and Risk Assessment) ansa pocnimpkeHHs RPCO01-3203, pepakuis 6.0 Big 29
BepecHsi 2020 p.; 3pa3oK eTUKeTKM Bifg 25 nunHa 2018 p.: Mnsweuka gna npuiiomy npenapaty y
cninomy pexumi, aka mictutb 35 Kkancyn osaHimogy 0,92 mr (ekBiBasieHT o3aHiMopay rigpoxnopugy |
RPC1063 1,0 mr) un nnaue60 [0 NPOTOKO/Y KNiHIYHOrO focnimkeHHs «baratoueHTpoBe paHAoMi3oBaHe,
noABiiHO cnine, nnauebo-kOHTPoNboBaHe gocnimkeHHsa Il asm 3 meTow ouiHkM o3aHiMomy Ans
nepopasibHOro NpMnoMy Npu NPOBeAEHHI NIATPUMYOHOI Tepanii nauieHTam i3 cepefHbOTSHKKUM ab0 TSXKKMM
nepebirom xBopobu KpoHa B akTuBHIl chopmix», kog gocnimkeHHss RPC01-3203, pepakuis 4.0 Big 10 yepBHSA
2019 p.; cnoHcop - «CengpxeH IHTepHewHn || Capn» (Celgene International Il Sarl), LWBeliyapis

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

9. OHoBneHuit MpoToKon KniHiuHoro gocnimkeHHs RPC01-3202, pepakuia 5.0 Big 03 BepecHs 2020 p.;
CuHoncuc oHoBneHoro lMpoTtokony KniHiuHoro pocnipkeHHa RPCO01-3202, pepakuia 5.0 Big 03
BepecHsi 2020 p., nepeknag 3 aHrAiicbKOi MOBU Ha yKpaiHCbKy MoBYy Big 10 nuctonaga 2020 p.;
IHcbopmauia pna naugieHTa Ta popma iHhopMoBaHOI 3roau, ocTaTtouHa pegakuis 4.0 ana YKpaiHu Big
11 nuctonaga 2020 p., ocTaTOuHWiI Mepeknag 3 aHrNificbkoi MOBU Ha pociiicbKy MoBYy Big 12
nuctonaga 2020 p., OCTATOYHUII nepeknag 3 aHrMiicbKoi MOBM Ha YKpaiHCbKy MoBY Big 12
nucrtonaga 2020 p.; OuiHka cniBBigHOWeHHA KopucTi Ta pusuky (Benefit and Risk Assessment) ans
pocnipkeHHa RPC01-3202, pegakuifa 6.0 Big 29 BepecHs 2020 p. 40 NPOTOKO/Y K/TiHIYHOINO AOCNIAKEHHSA
«BbaraToueHTpoBe paHgoMi3oBaHe, MOABINHO cnine, nnauebo-koHTposboBaHe pgocnimkeHHsa Il dasm 3
METOI OLiHKM O3aHiMogy A5 MpuiioMy NepopasibHO NPW NPOBEAEHHI IHAYKUINHOT Tepanii nauieHTam i3
CepefiHbOTSHKKMM abo TsHKKMM nepebirom XxBopobu KpoHa B akTuBHI dopmi (gocnigkeHHs Ne2 3 OujiHKK
iHAYKUINHOT Tepanii)», kog gocnipkeHHs RPC01-3202, pepakuis 4.0 Big 10 nmnHa 2019 p.; CnoHcop -
«CenpxeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUseliuapis

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC AV-YKPAIHA»

10. OHoBneHuii MpoTokon KniHiYHOro gocnigmkeHHsa RPCO01-3201, pepakuia 5.0 Big 03 BepecHAa 2020
p.; CuHoncuc oHoBneHoro MpoTtokony KniHiuHOro pocnimxkeHHsa RPC01-3201, peaakuia 5.0 Big 03
BepecHs 2020 p., nepeknag 3 aHrNificbKoi MOBM Ha YKpaiHCbKy MoBY Big 10 nuctonaga 2020 p.;
IHchopmauia pna naugieHTa Ta popma iHhopMmoBaHOI 3roau, ocTaTtouHa pegakuia 4.0 ana YKpaiHu Big
11 nuctonaga 2020 p., OCTaTOYHWUI Nepeksiag 3 aHrNificbKOi MOBU Ha POCINCbKY MOBY Big 12
nuctonaga 2020 p., ocTaTOUHWIA Mepeknag 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MoBY Big 12
nuctonaga 2020 p.; OuiHKa cniBBigHOWEHHA KopucTi Ta pu3unky (Benefit and Risk Assessment) gnsa
pocnipkeHHa RPC01-3201, peagakuifa 6.0 Big 29 BepecHs 2020 p. 40 NPOTOKO/Y K/IHIYHOTO AOCNIAKEHHS
«baraTouUeHTpoBe paHAoMi30BaHe, MOABIMHO chine, nnauebo-koHTposboBaHe pAocnimkeHHs Il casm 3
METOI OLiHKA O3aHimMoay ANns NpuiioMy MepopasibHO NpY NPOBEAEHHI IHAYKUiMHOT Tepanii nauieHTam i3
CepeaHbOTHKKMM abo TsHKKMM nepebirom xBopobu KpoHa B akTuBHIN doopMi (gocnigkeHHs Nel 3 OLjiHKM
iHAYKLUiAHOT Tepanii)», ko pocnimpkeHHs RPC01-3201, pepakuis 4.0 Big 10 yepsBHA 2019 p.; cnoHcop -
«CenmxeH InTepHewHn Il Capn» (Celgene International Il Sarl), LLseiiuapis

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

11. OHOBEHNI NPOTOKOJ KAiHiYHOro paocnipkeHHsa BP41743 Bepcia 3 Big 17 BepecHAa 2020 poky,
aHrniiicbkolo MoOBOIO; 3MiHAa Ha3BU TMPOTOKO/Y K/iHIUHOrO AocnimkeHHA: «baratoueHTpoBe,
paHgomizoBaHe, NoABiiiHe chine, y napasieNibHUX rpynax, nnaueto-KOHTPOsIbOBaHe [O0C/igKEeHHA
thasm Il gna ouiHkn edekTUBHOCTI Ta Ge3neyHOCTi npenapary RO6889450 (PanmiTapoHT) y
NOPIBHSAHHI 3 nNiaue60 y nauieHTiB i3 Wu3ogpeHiero adbo 3 wusoaekTUBHUM po3nagom y cragil
3arocTpeHHs»; 3MiHa Ha3BU f[OCNigKyBaHOro nikapcbKkoro 3acody: RO6889450 PanmitapoHT;
Bpowypa gocnigHuka ana RO6889450 TAAR1(4) Partial Agonist (Ralmitaront), Bepcia 6 Big YXOBTHS
2020 poKy, aHrNicbKo MOBOK; OHOBNEHUIA MOAYJ1b 2 [0CLE [OC/iAKYBAHOIO JliKapCbKOro 3acooy
(Ralmitaront TAAR-1 RO6889450; Ralmitaront, Ro 688-9450/F09, Film-Coated Tablet, 150 mg
Ralmitaront, Ro 688-9450/F10, Film-Coated Tablet, 45 mg Ralmitaront, Ro 688-9450/F12, Film-Coated
Tablet, 150 mg Placebo Ralmitaront, Ro 688-9450/F11, Film-Coated Tablet, 45 mg Placebo
Risperidone, Ro 115-4427/F02, Hard Capsule, 2 mg, Risperidone, Ro 115-4427/F04, Hard Capsule, 2
mg Placebo) Big /luctonaga 2020 p., aHrNiicbKkol0 MOBOLO; MOAOBXEHHA TepMiHY NPUAATHOCTI
[OCnigpKyBaHOro nikapcbKkoro 3acooy R0O6889450, TAAR1(4), ralmitaront, RO6889450-F09, Ro 688-
9450/F09 (RO6889450, RO6889450-F09, Ro 688-9450/F09; RO06889450, TAAR1(4), ralmitaront,
R0O6889450-F09, Ro 688-9450/F09); TabneTtkn, BKPpUTI NNIBKOBOIO OGONMOHKOK MO 150 mr Nel8 y
nnswuyi; 150 mr (minirpamis); F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche Ltd.,
Switzerland; Genentech, Inc., United States; Ta nnaue6o ao RO6889450, TAARL(4), ralmitaront,
R0O6889450-F09, Ro 688-9450/F09 (Isomalt, Microcrystalline cellulose, Croscarmellose sodium,
Sodium stearyl fumarate; nnaye6o go RO6889450); Ta6neTkn, BKpUTI NJ1iBKOBOKO 0060/10HKOK Nol8 y

3



nnawyi; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche Ltd., Switzerland;
Genentech, Inc., United State go 24 micsuiB; MNofoBXeHHA TepMiHY NPUAATHOCTI AOCAIAKYBaHOro
nikapcbkoro 3aco6y RO06889450, TAAR1(4), ralmitaront, RO688-9450-F10, Ro 688-9450/F10
(RO6889450, RO688-9450-F10, Ro 688-9450/F10; RO6889450, TAAR1(4), ralmitaront, RO688-9450-F10,
Ro 688-9450/F10); TabGneTtku, BKPUTi MN/NIiIBKOBOO OGONOHKOI no 45 mMr Nel8 y nnswui; 45 wmr
(minirpamiB); F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche Ltd., Switzerland;
Genentech, Inc., United States; Ta nnaue6o o RO6889450, TAAR1(4), ralmitaront, RO688-9450-F10,
Ro 688-9450/F10 (lsomalt, Microcrystalline cellulose, Croscarmellose sodium, Sodium stearyl
fumarate; nnaue6o go R0O6889450); Tab6neTkn, BKpUTI NNiBKOBOK 060/10HKOK Nel8 y nnsAwwui; F.
Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche Ltd., Switzerland; Genentech, Inc.,
United States) po 24 wmicauiB; lMofoBXeHHA TepMiHY NpPUAATHOCTI npenapaty MNOPIBHAHHA
Risperidone, Risperdal (RO115-4427-F02, Ro115-4427/F02; Risperidone, Risperdal); TBeppai kancynu
no 2 mr Ne36 y nnsuwui; 2 mr (minirpamie); F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La
Roche Ltd., Switzerland; Genentech, Inc., United States; Fisher Clinical Services Inc., United States;
Ta nnaue6o ao Risperidone, Risperdal (Microcrystalline cellulose; nnaue6o ao Risperidone); TBepai
kancynu Ne36 y nnswui; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche Ltd.,
Switzerland; Genentech, Inc., United States; Fisher Clinical Services Inc., United States. go 24
MmicaudiB; IHdopmauia ansa naudieHta Ta dopma iHhopMOBaHOI 3rogu ANAA YKpAiHU aHriACbKO
moBoto, Bepcia 3.1.0 Big 30 BepecHs 2020 p.; IHhopmauisa ana nauieHta Ta popma iHpopmoBaHol
3rogn AnAa YKpaiHuM ykpaiHCbKoio MoBoro, Bepcia 3.1.0 Big 30 BepecHsi 2020 p.; IHcpopmauis ans
naudieHTa Ta chopma iHpopmoBaHOI 3rogu AnAa YKpaiHu pociiicbKoo moBotlo, Bepcia 3.1.0 Big 30
BepecHs 2020 p.; Popma iHhopMOBaHOI 3roaM Ha BUKOHaAHHA 0GOB’A3KIB HagaBauva iHthopmauii npo
yyacHUKa AocnigpkKeHHA AnA YKpaiHM aHrniicbKor moBoto, Bepcia 3.1.0 Big 30 BepecHsa 2020 p.;
dopma iHhopmoBaHOI 3rogM Ha BUKOHAHHA OGOB’A3KIB HagaBaua iHdopmauii Npo ydyacHuKa
pocnipkeHHa pnAa YKpaiHW yKpaiHCbKow MoBor, Bepcisa 3.1.0 Big 30 BepecHs 2020 p.; Popma
iHhopMOBaHOI 3roan Ha BUKOHaAHHA OGOB’A3KIB HagaBauya iHhopmauii NPo yyacHUKa AocnifkeHHs
ANA YKpaiHu pocilicbkoto moBoto, Bepcisa 3.1.0 Big 30 BepecHsa 2020 p.; 3pa3oK KapTKU Naui€HTa,
Bepcia 2.0.0 anAa YKpaiHM yKpaiHCbKOIo MOBOIO Bif, 08 xoBTHA 2020 poKy; 3pa3oK KapTKu nauieHTa,
Bepcis 2.0.0 gnA YkpaiHu pociiicbKoio MoBoIo Big 08 xoBTHA 2020 poky; IHCTPYKLUisi 4O 3aCTOCYHKY
AiCure ansa ydyacHukiB pocnigkeHHs Bepcis 2.0 Big 15 oBTHA 2020 p., YKpPAIHCbKOIO MOBOIO;
IHCTpyKUiA Ao 3acTocyHKy AiCure Ansa ydyacHuUKIB gocnigxeHHA Bepcisa 2.0 Big 15 xoBTHA 2020 p.,
POCIACbKOI0 MOBOI; 3pa3oK 3HIMKIB €KpaHy TEeKCTYy OnuTyBaJibHMKa pnAAa nauieHtiB EMA-
Wellness_BP41734_TrainingSurveyScreenshots, Bepcisa 2 Big 20 oBTHA 2020 poKy, YKpaiHCbKOO
MOBOI0; 3pa3oK  3HIMKIB  eKpaHy TeKCTy OnuTyBaJibHUKA  AnA nauieHTiB EMA-
Wellness_BP41734_TrainingSurveyScreenshots, Bepcia 2 Big 20 xoBTHA 2020 poOKy, pOCiliCbKOLO
MOBOIO; 3pas3oK 3HIMKIB eKpaHy TeKCTy onuTyBaJibHUKa pAnAa nauieHtiB  EMA-Wellness
BP41743_Screenshots, Bepcia 2 Big, 20 )xoBTHsA 2020 p., YKpaiHCbKOIO MOBOIO; 3pa30K 3HIMKIiB eKpaHy
TEKCTY onutyBasibHUKa Ana nauieHTiB EMA-Wellness BP41743_Screenshots, Bepcis 2 Big 20 )XOBTHA
2020 p., pociiicbkolo MOBOI; 3pa3oK 3HIMKIB ekpaHy TekcTy wkanu ASMWCFTE Baseline uk
UA_v1.1 Virgil Screenshots_14 Aug 2020, ykpaiHCbKOI MOBOI; 3pa3oK 3HIMKIB eKpaHy TeKCTy
wkaim ASMWCFTE Baseline ru UA_v1.1 Virgil Screenshots_14 Aug 2020, pociiicbKOol0 MOBOIO;
3pa3o0K 3HiMKIB ekpaHy TekcTy wkanu ASMWCFTE Day 28 uk UA_v1.1 Virgil Screenshots_14 Aug
2020, ykpaiHCbKOIO MOBOI; 3pa3oK 3HIMKIB eKkpaHy TeKcTy wkann ASMWCFTE Day 28 ru
UA_v1.1 Virgil Screenshots_14 Aug 2020, pocilicbkolo MOBOI; 3pa30K 3HIMKIB eKpaHy TEKCTY LWKasn
ASMWCFTE Tx Period w Tx Expectancy_uk_UA_v1.1 Virgil Screenshots_14 Aug 2020, yKpaiHCbKOIO
MOBOIO; 3pa3oK 3HIMKIB eKpaHy TekcTty wkaim ASMWCFTE Tx Period w Tx
Expectancy_ru_UA_v1.1 Virgil Screenshots_14 Aug 2020, pocCiiCbKO0 MOBOI; 3pa30OK 3HiIMKIB
eKpaHy TeKcTy wkanm ASMWCFTE Tx Period without Tx Expectancy uk_UA_v1.1 Virgil
Screenshots_14 Aug 2020, ykpaiHCbKOIO MOBOIO; 3pa30oK 3HiIMKIB eKpaHy TeKcTy wkanu ASMWCFTE
Tx Period without Tx Expectancy_ru_UA_v1.1 Virgil Screenshots_14 Aug 2020, pociiicCbKol0 MOBOIO;
3pa3ok 3HIMKIB ekpaHy Tekcty wkanu_BCIS uk_UA_v1.0_Virgil Screenshots_14 Aug 2020,
YKpalHCbLKOI0 MOBOIO; 3pa3oK 3HIMKIB eKpaHy TeKcTy wkanu_BCIS_ru UA_v1.0_Virgil Screenshots_14
Aug 2020, pociiicbkolo MOBOI; 3pa3oK 3HIMKIB ekpaHy TekcTy wkanu FTND uk _UA_v1.0 Virgil
Screenshots_14 Aug 2020, ykpailHCbKOIO MOBOIO; 3pa3oK 3HIMKIB ekpaHy TeKcTy wkanu FTND
ru_UA_v1.0_Virgil Screenshots_14 Aug 2020, pociiicbkol0 MOBOI; 3pa30K 3HIMKIB €KpaHy TEeKCTy
wkanu PGI-C_uk UA_v1.0_Virgil Screenshots_14 Aug 2020, yKpaiHCbKOI0O MOBOIO; 3pa30K 3HIMKIB
eKkpaHy Tekcty wkanu PGI-C_ru UA_v1.0_Virgil Screenshots_14 Aug 2020, pocilicbkolo MOBOIO;
3pa3ok 3HIMKIB ekpaHy TekcTty wkanu ReQOL-20 uk_UA_v1.0_Virgil Screenshots_14 Aug 2020,
YKpaiHCbKOKO MOBOI; 3pa30K 3HIMKIB eKpaHy TeKcTy wkam ReQOL-20 ru_UA_v1.0_Virgil
Screenshots_14 Aug 2020, pociiicbkolo MOBOIO; 3pa3oK 3HIMKIB eKpaHy TekcTy wkanu VAGUS-SR
ru_UA_v1.0 Virgil Screenshots_14 Aug 2020, pociiicbkolo MOBO; 3pa30K 3HiMKIB eKpaHy TeKCTy
wkanu VAGUS-SR uk_UA_v1.0_Virgil Screenshots_14 Aug 2020, ykpaiHCbKOIO MOBOIO [0 NPOTOKONY
KiHiYHOro BuNpobyBaHHA «BaraToueHTpoBe, paHAOMi30BaHe, MOABiViHE chine, y napanefibHWUX rpynax,
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nnauebo- KOHTPoO/NbOBaHe pochimpkeHHs dasn Il gns ouiHkM edhekTMBHOCTI Ta 6e3neyHoCTi npenaparty
RO6889450 y nopiBHAHHI 3 MaLebo y nauieHTiB i3 wu3odpeHielo abo 3 wun3oadeKTUBHUM PoO31agom y
CTafii 3arocTpeHHs», kop, pocnipkeHHs BP41743, Bepcia 2 Big 16 kBiTHA 2020 poky; cnoHcop - .
XothbdbmaHH-N1a Pow N1a, Weeiuapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3aaBHUK - ToBapuctBo 3 OO6MexeHow BignosiganbHicTio «KoOHTpakTHO-JocnigHuubka OpraHisauis
IHHOGhapM-YKpaiHa»

12. OHOBANEHNIT NPOTOKOA KiiHIYHOro Bunpo6yBaHHA MK-7264-043, 3 iHKOPNOPOBAaHOO MOMNPaBKOKO
03 Big 25 nuctonapga 2020 poky, aHrNiNCbKOO MOBOLO; Bpouwypa gocnigHuka MK-7264, BugaHHA 19
Bif, 28 »xoBTHA 2020 pOKy, aHrMiNCbKOO MOBOLO; IH(hopMauis Ta JOKYMEHT nNpo iHhopmoBaHy 3rony
ANA naudieHTa, YKpaiHa, MK-7264-043, Bepcisa 01 Big 01 rpygHa 2020 poky, YKpaiHCbKOI MOBOLO;
IHhopMauia Ta AOKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHTa, YkpaiHa, MK-7264-043, sepcis 01
Big 01 rpyaHsa 2020 poKy, pociificbkolo MOBOO; Mo40BXeHHA TPMBANOCTI K/NiHIYHOro BUNpoGyBaHHA B
CBiTi Ta B YKpaiHi Ao 22 nunHa 2021 p. [0 NPOTOKOMY K/iHIYHOrO BUNpobyBaHHA «PaHAoMmizoBaHe,
noagiiHe cnine, nnaue60-KOHTPONbOBaHe, 6GaraToueHTpoBe AOCNiMKEHHA a3 3b  [nsa  ouiHku
eheKkTMBHOCTI Ta 6e3neku regpanikcaHTy y AOPOCNX YYaCHWUKIB 3 HELWO0[aBHO BCTAHOB/IEHUM XPOHIYHUM
Kalnem», Kog gocrnimkeHHss MK-7264-043, 3 iHkopnoposaHoto nonpaskow 02 Big 20 moToro 2020 poky;
crnoHcop - «Mepk Wapn Exg Joym Kopn.», govipHe nignpnemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp
& Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

13. NMpoTokon KNniHiuHOro gocnigpkeHHAa J2G-MC-JZJC, Bepcia 3 iHKopnopoBaHoto nonpaskoto (b) Big
10 uepBHsa 2020 poky; MpoTokon KniHiYHOro aocnimkeHHa J2G-MC-JZJC, Bepcis 3 iHKOPNOpoOBaHOIO
nonpaskoto (c) Bif, 26 yepBHsA 2020 poKy; 3MiHa Ha3BM K/iHIYHOro AocnimkeHHs 3 "baraToueHTpose,
paHpgomizoBaHe, Bigkpute aocnimkeHHs |l ¢asm nopiBHAHHA Tepanii npenapatom LOX0-292 3
Tepanielo npenaparamMu Ha OCHOBiI MOXiAHUX MJIATUHU B MOEAHaHHi 3 NemeTpekcefom B ab6o 6es
KOMGiHauUil 3 npuiiomMom nem6Gposnisymaéa B SAKOCTI Neplioi AiHil flikyBaHHA MOLWMWPEHOrO 4w
MeTacTa3ylouoro HeApPiGHOKNITUHHOIO paky JereHi 3 HaABHICTIO riGpugHoro reHa RET" Ha
"BbaraToLeHTpoBe, paHAOMi3oBaHe, Bigkpute gocnimxeHHs Il pa3m nopiBHAHHA Tepanil npenapaTtom
CennepkatiHi6 3 Tepani€elo npenaparaMyM Ha OCHOBi MOXiAHUX NJATUHW B NOEAHAHHI 3
nemeTpekcefoM B aG60 6e3 KOMOGiHaLii 3 MPUIIOMOM Nemopoiisymada B AKOCTi NepLuoi AiHil NikyBaHHA
NOLIMPEHOr0 UM MeTacTalyluoro HeApPiOHOKNITUHHOrO paky sereHi 3 HaABHICTIO FiGpMAHOro reHa
RET"; Bpouiypa gocnigHuka gocnimKyBaHoro nikapcbkoro 3aco6y Selpercatinib (LOX0-292), Bepcis
7.0 Big 01 uepBHA 2020 p.; IHhopmauia gnAa nauieHTa gocnimpkeHHA Ta dopma iHhopmoBaHoOiI 3roaun
ONA yyacTi y gocnimKeHHi AN BUKOPUCTaHHA B YKpaiHi, Bepcifa Ne 2.0 yKpaiHCbKOIO Ta pOCiliCbKOH
MoOBOIO Bif 28 0oBTHA 2020 poky; IHhopMauis Ana nauieHTa gocnimpkeHHsa Ta dopma iHhopmoBaHOi
3rogu ANA yvacti y npoueaypi nonepegHbLoro Big6opy AN BAKOPUCTAHHA B YKpaiHi, Bepcia Ne 2.0
YKpalHCbLKOI0 Ta PpOCIACbKO MOBOK Bif 28 oBTHA 2020 poky; IHcgopmauis pna naugieHta
pocnipkeHHsa Ta ®dopma iHcopmoBaHOI 3rogM Ha TMPOAOBXEHHA Tepanii 3 ypaxyBaHHSAM
nporpecyBaHHsl 3axBOpPIOBaHHA A1 BUKOPUCTaHHA B YKpaiHi, Bepcia Ne 2.0 ykpaiHCbKOK Ta
pociiicbkolo MOBOIO Big 28 oBTHA 2020 poky; IHchopmauis gna nauieHTa gocnimkeHHA Ta Popma
iHbopMoOBaHOi 3roaun Ans y4vyacTti y nepexigHOMY nepioAi JOCNiAKEHHS ANl BAKOPUCTAHHA B YKpaiHi,
Bepcia Ne 2.0 yKpaiHCbLKOIO Ta POCilicCbKO0 MOBOIO Big, 28 oBTHA 2020 poky; MNMonpaBka go Aocbe
[ocnigpKyBaHOro nikapcbKoro 3acoby LY3527723, Bepcis 01 Big, TpaBHA 2020 p.; MonpaBka Ao focbe
[OCnipKyBaHOro nikapcbKoro 3acody LY3527723, Bepcia 02 Big BepecHsa 2020 p.; 3asyyeHHA
[AOAATKOBOrOo BUPOOHUKaA JNikapcbKoro 3aco6y CennepkartiHio (LY3527723, Selpercatinib,
CennepkartiHio, LOX0-292) Shanghai STA Pharmaceutical Product Co., Ltd., Kutaii; 3anyueHHsA
npenaparty nopiBHaHHA UucnnatnH-TEBA 1 Mmr/Mn KOHUEHTpaT A1 POo3uuHy ans iHdysiii (100 mr /
100 mn) Pharmachemie B.V., Netherlands; LLogeHHUK nayieHTa 3 npuiiomy npenapaty Selpercatinib,
Bepcis yKpaiHCbKO MOBOIO Big 24 cepnHs 2020 p.; LWWoaeHHuK naudieHTa: Selpercatinib, Bepcis
pociiicbkolo moBoto Big 01 BepecHA 2020 p. 4O MPOTOKOY KAIHIYHOTO gocnigkeHHs «LIBRETTO-431:
BaratoueHTpoBe, paHAoOMi30oBaHe, BigkpuTe pocnimkeHHsa 1l ga3n nopiBHAHHA Tepanii npenapaTtom
LOXO0-292 3 Tepani€to npenaparamMn Ha OCHOBI MOXiAHNX NATUHW B NOEAHAHHI 3 NeMeTpekceaoM B abo 6e3
KoMGiHaLji 3 npuiiomom nemo6ponidymada B AKOCTI NepLloi iHii NiKyBaHHS MOLUMPEHOro Y MeTacTasyuyoro
HeApPIGHOKNITMHHOIO paky JfereHi 3 HasBHICTIO ribpugHoro reHa RET», kog pocnigkeHHs J2G-MC-JZJC,
Bepcis 3 iHKoprnopoBaHot nonpaskoto (a) Big 07 nuctonaga 2019 poky; cnoHcop - Eni Nlinni eHg Komnai,
CLWA / Eli Lilly and Company, USA

3aaBHUK - «Eni Nlinni Boctok CA», LLseinuapis

Byno Cmasio

"bararoueHTpoBe, paHaoMmi30oBaHe, BiaKpuTe | "baraToueHTpoBe, paHAoMi30BaHe, BigKpuTeE




pocnimpkeHHs 1l a3 nopiBHsAHHA  Tepanii
npenapatom LOXO-292 3 Tepanielo npenapatamu
Ha OCHOBI noXigHWMX nAatMHW B MOEOHaHHI 3
nemeTpekceom B abo 6e3 KoMGiHaLii 3 npuiioMomM
nembponisymaba B AKOCTI MepLUoi JiHiT NiKyBaHHSA
NOLUMPEHOrO um MeTacTasyruoro
HeApPiOGHOKNITUHHOrO paky JereHi 3 HasiBHICTIO
riGpmaHoro reHa RET"

pocnimpkeHHs Il asn  nopiBHAHHA  Tepanii
npenapaTom CennepkariHio 3 Tepanieto
npenapaTtamMy Ha OCHOBI MOXiAHWX NAaTUHU B
noefHaHHi 3 NnemeTpekceaoM B abo 6e3 KoMOiHau,i
3 npuiioMoM nembpoizymaba B SKOCTI NepLloi MiHiT
NiKyBaHHA  MOLUMPEHOr0  4M  MeTacTasyruoro
HeApiOGHOKNITUHHOrO paky JiereHi 3 HasiBHICTIO
riGpmaHoro reHa RET"

14. 3anyuyeHHA [O0AATKOBUX MiCLb MpPOBeAeHHA BUNPOGYyBaHHA; IHdopmauiiiHuii nuct i chopma
iHbopMoOBaHOI 3roan Ha yyacTb B HEOO0OB’SI3KOBOMY MOLUYKOBOMY AOCAigKeHHi, YKpaiHa, Bepcia 2.0
Big 26 cepnHA 2020 p., nepeknag YyKpaiHCbKOW MOBOK Big 24 BepecHA 2020 p., nepeknag
pociiicbkolo MOBOIO Bif, 24 BepecHsi 2020 p. A0 NPOTOKOJY KIHIYHOTO AOCAigkKeHHs1 «PaHAomizoBaHe
nofBiiHe cnine pgocnimkeHHs 1l dasn 3 ouiHKM edekTMBHOCTI Ta 6e3neyHocTi 3acTtocyBaHHA OSE-127 B
MOPIBHAHHI 3 MaLebo y nauieHTiB 3 akTUBHUM BMUPA3KOBUM KOJMITOM CepefHboro abo BaXKOro CTyneHs
TSKKOCTI, 3 HeePeKTUBHICTIO Y/ HenepeHOCUMICTIO nonepeaHbOoro JlikyBaHHS», Ko4 AocnigpkeHHa OSE-127-
C201, octatoyHa Bepcia 1.0 Big 15 yepBHA 2020 p.; cnoHcop - OCE ImyHoTepanbtoTike, CA, ®PpaHuis (OSE
Immunotherapeutics, SA, France)

3aaBHuK - TOB «MB KBECT», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnKa
n/n Ha3Ba Micusi NpoBeAEHHS K/TiHIYHOrO BUNPOOYBaHHS

1 O.M.H. ['pigHeB O.€.

[epxaBHa ycTaHoBa «HauioHaslbHWMiA IHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHOI akagemii
MeMYHNX HayK YKpaiHu», Biadin BUBYEHHS 3aXBOPHOBaHb OpraHiB TPaB/IEHHS Ta iX KOMOP6IAHOCTI 3
HeiHPEKLINHMMW 3aXBOPHOBaHHSAMW, BiAAiIEHHS racTPOEHTEPO/IOrii Ta Tepanii, M. XapkiB

2 O.M.H. Kpemsep O.O.
Mean4HUin LEHTP TOBapUCTBA 3 0OMEXEHOH BiANOBIAaILHICTIO «/[liacepBsic», M. 3anopiXks
3 K.M.H. lLBeub C.B.

KomyHasibHe nianprnemcTtBo «KpuBopisbka Micbka KriHiuHa nikapHsi Ne2» KprBopi3bKoT MiCbKOI paau,
TepaneBTUYHe BiaAineHHs, M. Kpusuii Pir

4 nikap Piwko A.®.
KomyHasibHe HekoMmepLiiHe NigNpUEMCTBO «3akapnartcbka o6/iacHa KiiHiYHa nikapHsa iMeHi AHApis
HoBaka» 3akapnatcbkoi 06/1acHOI pagu, raCTPOEHTEPOsIoriYHe BigaiNneHHs, M. YXXropog,

15. 3miHa micuA npoBefeHHA K/iHIYHOro BUMPOOGYBAHHA [0 MNPOTOKO/Y K/IHIYHOrO AOCNiAKEHHNA
«focnimpkeHHa 2-o01 (ha3m 41 ouiHKM - epekTMBHOCTI, 6e3nevyHocTi Ta nepeHOCUMOCTi npenaparty
EdrapTirimog PH20 ana niglwkipHoro BBeAEHHA Y [AOPOCAMX MaLieHTIB i3 XPOHIYHOK 3anasibHoK
AemieniHisytouoto noniHeliponartieto (X340M)», ko gocnimkeHHs ARGX-113-1802, sepcis 3.0 Big 04 TpaBHs
2020 p.; cnoHcop - argenx BVBA, Belgium/ apgpxeHkc BEBBA, benbris

3aaBHMK - ToBapucTtBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHmubka OpraHisadis
IHHOGhapM-YKpaiHa»

BYJIO CTAJIO

K.M.H. JopoweHko O.O. K.M.H. JopoweHko O.O.

KomyHanbHe HekomepLiiHe nignprMemcTBo | JlikyBaslbHO-AiarHOCTUYHWIA LeHTp «Helpo Mnoban»
«ObnacHa K/iHiYyHa nikapHA |BaHO-PpaHKIBCbKOT | TOBapUcTBa 3  OOMEXEHOK  BifgnNoBiga/IbHICTIO
obnacHoi paaw», HeBponoriyHe BigaineHHs Ansa | «Heilpo Tno6an», nikyBanbHO-NPoMiNakTUYHNIA
XBOpMX 3 MOPYLIEHHSAM KpOBOOGIry MO3Ky 3 | migposgin, c. Kpuxisui, M. IBaHO-PpaHKIiBCbK
LeHTpamMu rocTpoi CYAVNHHO-MO3KOBOI

HeJoCTaTHOCTI, Tpomb6onisucy Ta  PO3CiSHOro

CK1eposy, IBaHO-®paHKIBCbKNIA  HaLiOHa/TbHWI

MeAMYHUIA yHiBepcuTeT, kadegpa Hesposorii Ta
Helipoxipyprii, M. IBaHO-PpaHKiBCbK

16. 3miHa Mmicusa npoBeAeHHA K/iHIYHOrO BUNPOOYBAHHA [0 MPOTOKO/Y KAIHIYHOrO AOCAIMKEHHS
«BigkpnuTe npoaoBXeHHs gochnigkeHHs ARGX-113-1802 ans BMBYEHHS [OBrOCTPOKOBOI 6e3MeyHOCTI,
nepeHocMMocTi Ta edhekTUBHOCTI npenapaty Edraptirimog PH20 ansa nigwkipHOro BBeAEHHS y NaLiEHTIB i3




XPOHIYHOK 3anasibHOK AeMieniHi3ytouoo noniHelponartieto (X34M)», kog gocnimkeHHss ARGX-113-1902,
Bepcia 3.0 Big 26 TpaBHA 2020 p.; cnoHcop - argenx BVBA, Belgium/ apgpxeHkc BBBA, Bernbris

3aaBHUK - ToBapuctBo 3 O6mMexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHuupka OpraHizauis
IHHOhapM-YKpaiHa»

BYJIO CTAJIO
K.M.H. lopoweHko O.O. K.M.H. JopowleHko O.O.
KomyHasbHe HekoMepLiiHe nignpuemcTeo | JlikyBasibHO-AiarHOCTUYHKI LeHTp «Helipo Mnoban»

«O6nacHa KniHiyHa nikapHA IBaHO-®PpaHKiBCLKOT | TOBapUCTBA 3 OOMEXEHOW  BignoBigasbHICTIO
obnacHoi pagw», HeBpoONoriyHe BigAiNeHHs Anga | «Heilpo Tnoban»,  niKkyBanbHO-NPOMiNakTUYHNIA
XBOpUX 3 TMOpPYLUEHHAM KpOBOOGiry MO3Ky 3 | migposgin, c. Kpuxisui, M. IBaHO-®paHKiBCbK

LeHTpamu rocTpoi CYANHHO-MO3KOBOI
HeJOCTaTHOCTI, Tpomboniaucy Ta  PO3CiIHOro
ckneposy,  IBaHO-®PpaHKiBCbKUA  HaUiOHaSIbHUIA

MeAMYHWUIA YHiBEpCUTET, kadlegpa HeBposorii Ta
Helpoxipyprii, M. IBaHO-®paHKIBCbK

17. 3miHa Micua npoBeAeHHs KMIHIYHOro AOCNIMKEeHHA [0 MPOTOKOY K/IHIYHOrO A0CNiIKEHHSA
«[JOBrOCTPOKOBE pO3LUMPEHE OOCNIMKEHHA 3 OUIHKM 6e3nekn Ta eddeKTMBHOCTI npenapaty SAR442168 y
YYaCHUKIB  OOCNIMKEHHA 3 PeLuUBYIOUMM PO3CISHUM  CK/1Iepo30M», KO AochifkeHHs LTS16004, 3
nonpaskoto 03, Bepcis 1 Big 02 6epe3Ha 2020 poky; cnoHcop - Genzyme Corporation, USA (IxeH3aim
KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYJ1IO CTAJIO

O.M.H., npodp. MawwkoBCcbkuii B.M. O.M.H., npodp. MaLukoBCbkmii B.M.

KomyHasibHa MeguyHa ycTaHoBa «YepHiBeubka | KomyHanbHe HekomepuiiHe nignpruemcTBo «Micbka
obnacHa ncuxiaTpyyHa JnikapHa», HeBponoriyHe | KniHidHa nikapHsa Ne3d» YepHiBeubkoi MIiCbKOI pagu,
BigAiNeHHs, BuwmiAi  gepxaBHWA  HaBYa/IbHWIA | HEBPOJIOriYHE BigdiNneHHsa, M. YepHiBui

3aKnag YkpaiHn  «ByKOBMHCbKWIA  AepKaBHWI
MeAMYHUA  yHiBepcuTeT», Kadegpa HepBOBUX
XBOpO6, ncuxiaTpii Ta MegMYHOi MNCUXOnorii, M.
YepHisLi

18. Bpowypa gocnigHuKa ANA [AOCNiAXyBaHOro nikapcbkoro 3acod6y AZD9833, BupaHHAa 3.0 Big 14
XOBTHA 2020 p.; OHOoBANeHiI cekuii Po3giny 2.6 «Pe3loMe AOKNiHIYHMX gaHux» [locbe AocNifKyBaHOro
nikapcbkoro 3aco6y D8530C00002: Cekuis 2.6.2. Pe3tome hapMaKoOOriyHUX AaHUX Y TEKCTOBOMY
c¢opmari, Big 25 BepecHsa 2020 poky (aHrniicbKkow MoBOK); Cekuisa 2.6.3. Pe3tome hapmMaKkonoriyHnx
JaHuX y BUrnapgi tabnuub, Big 28 BepecHsa 2020 poky (aHrnilicbkolo MoBO1O); Cekuin 2.6.4. Pestome
thapmakoKiHeTUMHUX AaHuX y BUrnapgi taénuub, Big 28 BepecHA 2020 poKy (aHriiCcbKO MOBOLO);
Cekuif 2.6.6. Pe3tome TOKCUMKONOTiUHUX AaHUX y TeKcToBoMy chopmari, Big 29 BepecHs 2020 poky
(aHrnincbkol MoBOM0); CeKkuif 2.6.7. Pe3toMe TOKCUMKOJIOTNUHUX pJaHUX y Burnagi tabnuub, Big 28
BepecHsi 2020 poky (aHrniicbkold MoOBOK); OHoBneHuii Po3gin 2.3 «JaHi wWopo nonepegHix
KNiHIYHUX BUNpPOOYBaHb Ta e(PeKT BUKOPUCTAHHA Ha ntogax» Locbe AOCNIAKYBAHOrO NikapCbKoro
3acoby D8530C00002, BupaHHa 3, Big 13 XoBTHA 2020 poky; Martepianm pAna nauieHTiB:
lgeHTUdikayiiHa KapTka y4YacHUKa [OC/ifKeHHs, Maiictep-Bepcia 2.0, gata HaGyTTs YUMHHOCTI 17
BepecHsi 2020 p. (yKpalHCbKOIO Ta pociiicbKkolo moBamMu); 3MiHa BignoBiganbHOro gocnigHuka; 3miHa
Ha3BU MicuA NpoOBeAeHHA BUNPOGYBAHHA [0 MPOTOKO/Y KAiHIYHOrO gocnimkeHHs «SERENA-2:
PaHgomisoBaHe, BigkpuTe, y napasiesbHuxX rpynax, 6aratoueHTpoBe [OCNIMKEHHS a3y 2 MOPIBHSAHHS
ehekTnBHOCTI Ta 6e3neyHocTi nepopasibHoro npenapaty AZD9833 i dyniBecTpaHTa Yy XIHOK 3 NOLUNPEHUM
ER-no3ntneHum HER2-HeratMBHMM pakom MOJMOYHOI 3a/103u», Koa aocnimkeHHs D8530C00002, sepcis 3.0
Big 06 kBiTHA 2020 poky; cnoHcop - AcTpa3eHeka Ab, LLBeujs / AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTAJIO

K.M.H. lLlanosasnos [.B. K.M.H. Hedhcpa M.HO.

KomyHasnbHe HekomepLinHe nignpvemcTeo | KomyHasibHe HekomepLUiiiHe NigNPMEMCTBO
XapkiBcbkoi obnacHoi pagn «O6nacHuii KniHiYHWiA | XapkiBcbKoi 06nacHoi pagy «O6nacHui KNiHivHWiA
cneuianizoBaHnii gucnaHcep pagiauiiHoro 3axucTy | cneuianizoBaHwuii ancnaHcep pagiauiinHoro
HaceneHHs», XipypriyHe BigaineHHa, M. Xapkis 3aXUCTy HacesieHHs», XipypriyHe BigfiNeHHsa 3




| OHKOMIOMYHUMU NiXKKaMU, M. XapkiB |

19. Bpouwypa gocnigHuka Ha pocnigkyBaHui nikapcbKuii 3aci6 BoknocnopuH, Bepcisa 1.0 Big 23
XXOBTHA 2020 p., aHrnificbkoro MOBOK; JOCbE [OCAiIMKYBAHOIO JiKapCbKoro 3aco6y OpenBo
(BoknocnopuH), Bepcia 6.0 Big XoBTHA 2020 p., aHrnilicbkoro MOBO; 3MiHa Ha3BU MicLUb
npoBefeHHs1 K/NiHIYHOro BUMPOOYBaHHA [0 MNPOTOKO/Y KIHIYHOTO AochifkeHHs «PaHgomizoBaHe,
KOHTPO/IbOBaHe, NoABiliHE chine NPOAOBXEHE AOCMNIMKEHHS 3 OLiHKM BigdasieHol 6e3nekn Ta eDeKTUBHOCTI
npenapaty OpenBo (BOKNOCMOpWH) (Mpu npuitomi 23,7 Mr gBa pasv Ha AEeHb LOLHS) B MOPIBHSAHHI 3
nnauebo y nauieHTiB 3 BOBYAKOBUM HedopuTom», kog aocnimkeHHss AUR-VCS-2016-02, sepcis 3.0 Big 21
rpyaHsa 2018 p.; cnoHcop - «AypiHia» (Aurinia Pharmaceuticals Inc.), Canada

3anBHuK - TOB «BOPNABAINA KNIHIKAN TPAISIC YKP»

BYNO CTANO
O.M.H., npod. KonecHuk M.O. O.M.H., npodp. KonecHuk M.O.
JepxaBHa  YctaHoBa  «IHCTUTYT  Hedpponorii | JepxaBHa  YctaHoBa  «lHCTUTYT  Hedppornorii

HauioHanbHoi Akagemii MeguuHux Hayk YkpaiHu»,

HaujoHanbHoi Akagemii MeguuHux Hayk YkpaiHu»,

BigAiNneHHsA Hecoponorii, pgianisy Ta IT- | BigaineHHA amo6ynaTtopHoi Hedponorii, Agianisy
3ab6e3ne4vyeHHa, M. Kuis Ta IT-3a6e3ne4vyeHHs, M. Kuis

O.M.H. JleBueHko O. M. O.M.H. JleByeHko O. M.

KomyHanbHa YycTaHoBa «Opecbka o6GnacHa | KomyHanbHe HeKomepLiiiHe niagnpMemMcTBO
KNiHiYHa nikapHA»,  NONiKNiHIYHe  BigdineHHs, | «Oaecbka o6nacHa KniHiuHa nikapHa» OpecbKol

o6nacHoi NonikNiHiYHe

M. Ofeca

M. Ogeca pagu», BiA4iNEeHHS,

20. IHchopmauiiHuii NMCTOK nauieHTa Ta ¢opma iHpopmMoBaHOI 3rogu A JOPOC/AUX, OCHOBHAa
Bepcia 5.0 Big 3 nuctonaga 2020 poky, gns YkpaiHu, Bepcia 4.0 Big 09 nuctonaga 2020 poky,
aHrNificbKol, YKpaiHCbKOK Ta pociiicbKolo MoBamu; IHchopmauiliHuiA NMCTOK nauieHTa Ta copma
iHcbopmoBaHoOi 3rogn anAa 6atbkiB, OCHOBHa Bepcia 5.0 Big 03 nuctonaga 2020 poky, ansa YKpaiHu,
Bepcia 4.0 Big 09 nuctonaga 2020 poKy, aHININCbLKOK, YKPAIHCbKOK Ta pPOCilicbKol mMoBamMu [0
NPOTOKONY KAIHIYHOro BMNPoOyBaHHS «Bigkpute, 4OBrOCTPOKOBE AOC/IMKEHHS 6E3MeUYHOCTi, MepeHOCUMOCTI
Ta edyektuBHOCTI npenapaty TEV-50717 (peyTeTpaGeHasuHy) [Ans NiKyBaHHA AUCKiHE3iT Ha  (oHi
uepebpanbHoro napasnivy y aitein Ta nignitkie (BigkpuTe gocnigpkeHHs RECLAIM-DCP)», koA, AOC/iLKEeHHS
TV50717-CNS-30081, nonpaska Ao npoTtokony 03 Big 23 uepBHA 2020 p.; cnoHcop - TeBa bpeHain
dapmacsktoTikan Mpogakrc Ap eHg [i, IHk / Teva Branded Pharmaceutical Products R&D, Inc, USA

3anBHUK - TOB «KniHiuHi gocnimkeHHs1 AKOH», YKpaiHa

21. IHdhopmauia ana nauieHta AgocnimkeHHA T1a Popma IHdopmoBaHoi 3rogu pns ydyacti y
[ocnipKeHHi ANA BUKOPUCTaHHA B YKpaiHi, Bepcia Ne 10.0 yKpaiHCbKOIO Ta POCIiiCbKOIO MOBamMu Bif
20 xoBTHA 2020 poKy; IHthopmauiiiHMi GloneTeHb WOAO0 GiomapkepiB paky, Bepcia 1 Big 16 )XOBTHA
2020 POKY YKpaiHCbKOIO MOBOIO (I3Y-MC-
JPCF_PatientNewsletterBiomarker_v1_Trans_Paper_Ukrainian-UA_160ct2020 #EI254855, JPCF-UA-
UK-NEWSLETTER-V4); IHchopmauiiiHuii nucT wopao Giomapkepis paky, Bepcia 1 Big 15 »oBTHA 2020
poKy pociiicbkoto Mook (I3Y-MC-JPCF_PatientNewsletterBiomarker_v1_Trans_Paper_Russian-
UA_150ct2020 #EI254842, JPCF-RU-UA-NEWSLETTER-V4); IHchopmauiiiHnii GlosieTeHb LWW0A[0
[O0BroCcTPOKOBOro NOoAanbLIOro crocrepexeHHs , Bepcia 1 Big 14 XoBTHA 2020 poKy YKpaiHCbKOIO
mosoto (I3Y-MC-JPCF_PatientNewsletterLTFU_v1_Trans_Paper_Ukrainian-UA_140ct2020 #EI254855,
JPCF-UA-UK-NEWSLETTER-V3); IHcopmauniiiHuii nnct wWoAo A[AOBrocTPpOKOBOrO MNOAa/IbLIOIO

crnoctepexxeHHsi, Bepcia 1 Big 15 »>oBTHA 2020 poky pociiicbkolo moBoto (I3Y-MC-
JPCF_PatientNewsletterLTFU_v1_Trans_Paper_Russian-UA_150ct2020 #EI254842, JPCF-RU-UA-
NEWSLETTER-V3) [0 npoTOKOAY KAiHIYHOro JdocnimpkeHHsa «MonarchE: PaHpomizoBaHe, BigkpuTe

pocnimpkeHHss  1ll ga3sn  Tepanii abemauikniGom B KOMOiHauii 3i  CTaHAApTHOK  af'toBaHTHOH
ropmMoHoTepanieto B MOPIBHAHHI 3i CTaHAapTHOW aA'toBaHTHOK rOPMOHa/IbHOKD MOHOTEepanieto y nauieHTis i3
MOYaTKOBOI CTafi€ld FOPMOH-PeLEeNnTop-NO3UTUBHOIO, 3 HEraTMBHUM PELENnTOPHUM CTaTyCOM JIIOACLKOrO
enigepmMasibHOro oakTopa pocTy 2-ro Tumy, NaxBoBUX NIMATUYHMX BY3/iB MO3UTUBHOIO paky MOSIOYHOI
3a/103¥ BUCOKOTO puU3unKy», kog pocnigxeHHs I3Y-MC-JPCF, 3 iHkoprnopoBaHot nonpaskoto (d) Big 25
yepBHA 2019 poky; cnoHcop - Eni Ninni eHg Komnai, CLUA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis




22. bpowypa pocnigHuMKa Ha pocnimpkyBaHuiA nikapcbkuii 3aci6 KapinpasuH, Bepcia 18 Big 29
BepecHsi 2020 p, aHrNiiCbKOKO MOBOIO 10 MPOTOKOJTY KAiHIYHOro gocnimkeHHs «PaHgomizoBaHe, noagiiHe
cnine gocnimxeHHs | gpasn 3 nocTynoBum 36ibLUEHHAM [03W | 6araTopa3oBuM NpuiioMOM npenapaty Ans
OUiHKM 6e3nekun, nepeHocMMOoCTi Ta Npoquisilo (PapMakoKiHETUKM KapinpasuHy Yy BUInAgi Tabnetok 3
NPOSIOHIOBAHNM BUBI/IbHEHHSIM aKTMBHOI PEYOBUHW Y NAUEHTIB 3 LWIM3OIPEHIED», KO [AOCNiMKEHHS
RGH-188-102, Bepcisa 4.0 Big 30 ciuHa 2020 p. (cneundpivHa ona YkpaiHu); cnoHcop - Gedeon Richter Plc.,
Hungary

3asBHIK - TOB «BOP/IABANL K/IHIKA TPAINC YKP»

23. IHcdhopmauia gna nagieHta Ta ®opma iHhopmoBaHoi 3rogu — MNMpoTokon R092670PSY3016, Bepcia
YKpaiHCbKOl0 MOBOK AnA YkpaiHm 3.0 Big 23.11.2020 p.; IHcopmaulia gna naugieHta ta Popma
iHdbopMmoBaHoi 3rogu — NMpotokon R092670PSY3016, Bepcis pociiicbkolo MoBo Ansa YkpaiHu 3.0 Big
23.11.2020 p. 0O NPOTOKO/Y KNiHIYHOIO AOCNIMKEHHSA «BigkpuTe, 3 04HUM PYKaBOM NiKyBaHHSA NOLOBXEHHS
noABIiHOro cninoro, paHAOMI30BaHOTO, aKTUBHO KOHTPO/IbOBAHOro, B MapasiesibHUX rpynax KaiHiYHoro
JocnifpkeHHA naninepuaoHy nanbMmiTaty LWeCTUMICAYHOT Aii», Koh pocnigxeHHs R092670PSY3016, 3
Monpaskoto 1 Big 23.04.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

24. bpouwypa gocnigHuka gocnigKyBaHoOro nikapcbKoro 3aco6y Mipikisyma6 (LY3074828), Bepcis Big,
12 nuctonaga 2020 poKy aHrNilicbKOK MOBOIO [10 NPOTOKOAIB K/iHIYHMX AoCnimkeHb «barartoueHTpose,
Biakpute, MogoexeHe AocnimkeHHsa [l ®asm ana OuiHkm [osroTpmBasioi EdekTnBHOCTI Ta BesneyHocCTi
3actocyBaHHs Mipikisymaody y [MauieHTiB i3 BupaskoBum Konitom [MomipHoro Ta Tsbkkoro [lepe6iry
(LUCENT 3)», koa pgocnipkeHHs 16T-MC-AMAP, iHigyianbHa Bepcia Big 15 6epe3Hs 2018 poky;
«baratoueHTpoBe, PaHgomizoBaHe, MoggiiHe cnine, Mnaue6o- Ta AKTMBHO- KOHTposiboBaHe JocnigkeHHs
Il ®a3un gna OuiHkn EdpekTuBHOCTI Ta BesneyHocTi 3acTocyBaHHA Mipikisymaoy y MauieHTis i3 XBOpo60to
KpoHa MomipHoro Ta Tsxkkoro Mepebiry», kog gocnigkeHHsa 16T-MC-AMAM, 3 iHKOPNopoBaHO NOMNPaBKo
(a) Big 08 kBiTHA 2020 poky; «baratoueHTpoBe, Bigkpute, MogosxeHe AocnigxeHHs Il ®a3n ansa OuiHku
JosrotpuBasioi EdpektuBHOCTI Ta besneyHocTi 3actocyBaHHA Mipikisymaby y [MauieHTiB i3 XBOpo60tO
KpoHa», kog gocnigpkeHHs 16T-MC-AMAX, iHiuianbHa Bepcia Big 13 rpygHa 2019 poky; cnoHcop - Eni Ninni
eHp, KomnaHi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

25. 3miHa MicuA NnpoBeAeHHs KNiHIYHOro BUNPOOYBaHHA; 30i/IbLUEHHA KiIbKOCTI NauieHTiB B YKpaiHi
3 370 pgo 550 oci6 (180 oci6) A0 NPOTOKONY KAiHIYHOrO AoChimKeHHA «MikHapogHe, 6araToueHTpoBe,
paHAoMi30BaHe, NoAgiiHe cine, nnaue60-KOHTPONbOBaHe AOCAIMKEHHSA (pa3n 3 B napasiesibHUX rpynax y
nawieHTiB i3 peunanBHUMKN hopmamm po3cisgHoro ckneposy (PPC) ans ouiHkM edpeKTUBHOCTI, 6e3MeYHOoCTi Ta
NnepeHoCUMOCTi rnatupamMmepy auetaty feno, BHYTPILUHbOM'AA30BOT iH'EKUii MPO/IOHroBaHOI Aji, fAka
BBOAMTBLCA OAMH pa3 KOXHi 4oTupKu TWKHI» , koA pocnimkeHHs Mapi GA Depot Phase Ill - 001, Bepcia 01
Big 01 kBiTHA 2019 poky; cnoHcop - Mapi Pharma Ltd., I3painb

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

BYJIO CTAJIO

O.M.H., npodp. MNawkoBCcbkuii B.M. O.M.H., npodp. MaLukoBCcbkmii B.M.

KomyHanbHa  MeguyHa  ycTaHoBa  «YepHiBeubka | KOMyHanbHe  HekomepujiiHe  MignpueMcTBO
obnacHa ncuxiaTpuyHa  nikapHs», HeBponoriyHe | «Micbka KniHiYHa nikapHa Ne3» YepHiBeubKoi
BigAiNneHHs, Buwmii gepxaBHUIn HaBYasibHWIA 3aknafg | MICbKOi  paau,  HEBPONOriYHe  BiAgieHHs,
YKkpaiHn  «ByKOBUHCbKWIA  AepXaBHWiA  MeguyHuii | M. YepHiBui

yHiBEpcUTET», Kadpegpa HepBOBUX XBOPOO, ncuxiatpii
Ta Megu4yHoi ncmxosorii iM. C.M. CaBeHka, M. YepHiBLi

26. 3miHa BignoBiganbLHOro AocnigHUKa 40 NPOTOKO/Y KNIHIYHONO AOCNIMKEHHA «JOCNIOXEHHS 3 OLHKM
npenapaty Imetenbctar (GRN163L) y nikyBaHHI 3anexHUX Big TpaHCcysin  nauieHTiB 3
MienogucniactuyHum cuHgpomom (MAC) 3 «HU3bKMM» abo «NPOMDKHUM-1» CTyNeHeM pPU3UKY 3a LLUKasI1o0lo
IPSS, 3 nporpecyBaHHAIM ab0 BiACYTHICTIO BIAMOBI4i Ha Tepanild epuTponoes-CTUMY/IHOYUMU areHTamm
(ECA)», kop, pocnimpxkeHHA 63935937MDS3001, 3 nonpaskoto 5 Big 29 yepsHA 2020 poky; cnoHcop - F'epoH
KopnopeiiwH, CLUA / Geron Corporation, USA

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»



BYNIO CTAJIO

nikap Mununexko I.B.
KomyHasnbHe HekoMepLiiHe nigNpPUeEMCTBO
«YepKacbkuii 061aCHWIn OHKONOTIYHWUIA AncnaHcep
YepkacbKol obnacHoi pagu», O6nacHwuit
NiKyBa/IbHO-AiarHOCTUYHNI reMaTosorivyHui
LUeHTp, M. Yepkacu

nikap Horaesa J1.1.
KomyHanbHe HekomepLiiHe nignpUeEMCTBO
«YepKacbkuii 06/1aCHW OHKONOTIYHUIA AnucnaHcep
YepkacbKol obnacHoi pagun», O6nacHwuit
NiKyBa/IbHO-AiarHOCTUYHNIA reMaTosIorivyHuniA
LUeHTp, M. Yepkacu

27. bpowypa pocnigHuka AocnifKyBaHOro nikapcbKoro 3acoo6y Jlakocamif, Bepcisi Bif 26 YXOBTHS
2020 poKy aHrniicbKOK MOBOID [0 MPOTOKONY K/IIHIYHOrO [OCNiMKEHHS «BaraToueHTpoBe BigKpuTe
OOcCnipKeHHA NoAAaNbLIOro CroCTePEXeHHA A/1A OLiHKM TPUBAOoro 3acTocyBaHHsa Jlakocamigy nepopasibHo
B Y4YaCHUKIB [OOCMNiMKEHHs, fAKi 3aBeplunsiv yyacTb Yy gochnigxkeHHi EP0034 a6o SP848 i oTpumysanu
nikyBaHHsA Jlakocamigom», ko4 pocnimkeHHa EP0151, Big 13 kBiTHA 2020 poky; cnoHcop - UCB Biopharma
SRL, benbris

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTHO
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

«PAPMACBIOTIKAT PICEPY

28. flonoBHeHHsA A0 iHopmaLiiHOro nuctka Ta hopmu iHPOpMOBaHOI 3roaun: BigAaseHa nepesipka
nepBMHHUX AaHux, Bepcia 1.0 Big 16 nuctonaga 2020 poKy yKpaiHCbKO Ta pOCiiicbKO MoBaMu [0
NPOTOKONY KAiHiYHOro pAochimkeHHsa «MOAOBXEHE AOCNIIKEHHA SPIRIT: MikHapogHe, BigkpuTe,
nofoBXeHe JocnimkeHHs ¢ha3un 3 3 OAHIED rPynoto 415 OLiHKKM 6e3nevyHOCTi Ta ePEKTMBHOCTI 3aCTOCYBaHHS
penyronikcy pasoM i3 HU3bKUMU [03aMu ecTpafiosnly Ta HOPeTMHAPOHY aueTaTy Yy XIHOK i3 6onewm,
NOB’AAI3aHUM 3 eHAOMEeTPIio30M», Ko AocnimkeHHs MVT-601-3103, 3 nonpaskoto 3.1 Big 25 ceprHa 2020
POKy ; cnoHcop - Myovant Sciences GmbH, LLseliyapis

3asaBHuK - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAAIBHICTIO
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBLIOTIKA/T PICEPY

29. fopatok 1 Big 01 BepecHsa 2020 p. po bBpowypun pocnigHuka IM6pyBika® (IOPYTUHIO),
JNJ-54179060, Bepcia 13 Big 20 rpygHsa 2019 p., aHrnificbkolo MoBoto. IHhopmaLlia Ans yyacHuka
pocnipxeHHsa Ta chopma iHcbopMmoBaHoI 3rogu Ansa YkpaiHu, sepcia 10.2 Big 06 nuctonaga 2020 p.,
aHrniicbKo MoBoLo; IHhopMauia AnAa ydyacHuka gocnigpkeHHA 1a cpopma iHthopmoBaHoOi 3rogu ana
YKpaiHu, Bepcia 10.2 Big 04 rpyaHsa 2020 p., ykpalHCbKoio MoBoOI; IHcopMauis ans ydacHuKa
pocnipkeHHa Ta ¢hopma iHhpopmoBaHoi 3rogu Ans YkpaiHu, Bepcia 10.2 Big 04 rpygHa 2020 p.,
POCIACbKOI0 MOBOIO [0 MNPOTOKO/Y K/IIHIYHOIO AOC/iMKEHHS «BigkpuTte NpPOAOBXEHE AOCNIMKEHHS Y
nawieHTiB BiKOM 65 pokiB i cTaplie 3 XpOHiYHMM fimdpoumTapHum nenkosom (X/1J1) abo ApiGHOKAITUHHOK
nimdoumTtapHoo nimdomoto  (OJ11), ski 6pasim ydactb y pocnigpkeHHi PCYC-1115-CA (iGpyTuHIG y
MOPIBHSAHHI 3 X/lopambyumnom)», kog gocnipkeHHss PCYC-1116-CA, Bepcis 3 nonpasBkok 3 Big 12 nunHsA
2018 p.; cnoHcop - Pharmacyclics, LLC, USA

3asaBHUK - ToBapuctBo 3 O6MexeHow BignosigasibHiCTO
IHHOGhapM-YKpaiHa»

«KoHTpakTHO-[ocnigHnupka OpraHizauis

30. 3miHa BignoBiganLHOro gocnigHMKa B Micli NnpoBeAeHHs1 BUNPOOGYBaHHSA [0 NPOTOKONY K/1iHIYHOro
JocnimpkeHHa «MixHapogHe, 6araToLeHTpoBe, BigkpuTe JocnipkeHHA a3 3 3 ogHIE0 rPynol ANs OLiHKKN
ehekTBHOCTI Ta 6€3MeYHOCTi PafoTUHIOY B NauieHTIB i3 Ph-NO3UTUBHUM XPOHIYHMM MIENOIAHUM STIEMKO30M
Yy XPOHIYHIn dhasi, B SKMX nonepegHs Tepanis iHriGiTopammy TUPO3MHKIHA3M, BK/IYHO 3 iMaTuHI6om, Gyna
HeeeKTBHOKO UM BUKNUKaA HenepeHocUMIcTb», kog, aocnimpkeHHs RT51KRI03, sepcia 4.0 Big 06 uepBHs
2020 poky; cnoHcop - IL-YANG PHARM. Co., Ltd., Kopes

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

BYJIO

CTAJIO

nikap Mununexko I.B.

KomyHanbHe HekomepLiiHe nigNnpPUeEMCTBO
«Yepkacbknii 06/1aCHUIA  OHKONOTIYHWIA  AncnaHcep
YepkacbKoi obnacHoi pagu», O6nacHwuin
NiKyBa/IbHO-[iarHOCTUYHWIA FeMaToMNOrYHNA LEeHTP,
M. Yepkacu

nikap Horaesa J1.1.

KomyHasbHe HekomepLiiHe nignpuMeMCTBO
«Yepkacbknii  06nacHMin  OHKOOTIYHUIA ~ AucnaHcep
Uepkacbkoi o6nacHoi paau», O6nacHuiA nikyBasbHO-
[iarHOCTUYHWUIA reMaTosoriYHNiA LeHTp, M. Yepkacu
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31. 3miHa MicuAa npoBeAeHHS BUMNPOOYBaHHA [0 MPOTOKOJY KNiHIYHOro JoCnimpKeHHs «PaHaoMi3oBaHe,
noAgiiiHe cnine, niaue60-KOHTPOboBaHe AocimkeHHs |l has3n npenapaty M2951 3 napasiesibHOK rPyno
3aCTOCYBaHHA akTMBHOrO KOHTpOs (npenapaTy Tekdigepa) 3a BigKpUTUM METOAOM Y MauieHTIB 3
peunauBytouMM  PO3CIAHUM  CK/1epO30M AN OUiHKM  e(peKTUBHOCTI, 6e3MneyHoCTi, NnepeHOCUMOCTI,
(hapmakokiHeTUKN Ta 6ionoriyHOI akTUBHOCTI», KoA pocnimkeHHs MS200527-0086, sepcis 6.0 Big 08
nucrtonaga 2019 poky; cnoHcop - Merck KGaA, HimeuunHa

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

BYJIO CTAJIO

O.M.H., npodp. MawwkoBCcbkuii B.M. O.M.H., npodp. MaLukoBCcbkmii B.M.

KomyHanbHa mepguyHa ycTaHoBa «YepHiBeubka | KOMyHanbHe HeKomepuiiiHe nigNPMEMCTBO
o6GnacHa ncuxiaTpuuHa nikapHsa», HeBposoriyHe | «MicbKa KiiHiuHa nikapHsa Ne3» UepHiBeLbKoi
BigaineHHs, BJOH3 YKpaiHn «ByKOBMHCbKUiA | MiCbKOI paau, HeBPOJIOriuHe BigfineHHs,
AepXXaBHUI MeguuHWIA  yHiBepcuTeT», Kadpegpa | M. YepHiBui

HepBOBUX XBOPOG6, ncuxiatpii Ta MegUUHOI
ncuxonorii, M. YepHisLi

32. 3miHa BignoBiganLHoOro gocnigHuka B Micui NnpoBeAeHHs1 BUNPOOGYBaHHSA [0 NMPOTOKONY K/1iHIYHOro
JocnimpkeHHs «JocnigpkeHHa dpasn 3 3 OUiHKM 3acTOCyBaHHS iIOPYTUHIGA B KOMOIHALIT 3 BEHETOK/1aKCOM Yy
nauieHTiB 3 MaHTINHOKMITUHHOW Aimdiomoro (MK/)», kog gocnigpkeHHs PCYC-1143-CA, 3 iHKOpnopoBaHOH
nonpaekoto 2 Big 07 nuctonaga 2019 poky; cnoHcop - Pharmacyclics LLC, CLUA (BxoanTb B rpyny KOMMaHii
«AbbVie»)

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

BYJIO CTAJIO

nikap Mununexko I.B. nikap Horaesa J1.1.

KomMyHanibHe HekomepujiiHe nignpuemMcTBO «Yepkacbkuii | KOMyHanbHe  HEKOMepuiiiHe  nignpueMCTBO
06/1aCHUIA OHKOMOMYHMIA aucnaHcep Yepkacbkoi 061acHOi | «HepKacbKuii ob6nacHuii OHKOJIOTIYHWIA
pagun», O6nacHwuit NiKyBa/lbHO-AiarHOCTUYHUIA | ancnaHcep Yepkacbkoi o6nacHoi  pagw»,
remMaTtonoriyHuin LeHTp, M. Yepkacu O6nacHui NiKyBa/lbHO-AiarHOCTUYHUIA
remMaTonoriyHnin LeHTp, M. Yepkacu

33. 3miHa Micusa npoBefeHHA KI/iHIYHOrO BUNpPOOyBaHHA: Byno: KomyHasibHe HekowmepuiliHe
nianpuemctBo «Micbka nikapHA Nel» 3anopi3bKoi MiCbKOI paau, XipypriuHe BigAifieHHsA 3 OHKO-
XipypriyHMmMu, yposioriyHAMU Ta MPOKTOJIONIYHUMUN NDKKamu. Byn. UymaudeHko, 21A, M. 3anopixoka,
69104, YkpaiHa. BignosiganbHuiAi pocnigHuk - K.M.H. HewTta BsaudecnaB BacunboBuu Crano:
MepguuHuii LEHTP ToBapucTBa 3 0OMeXxeHot BignoBiganbHicTio «JIALLEHTP», racTpoeHTeponoriuHe
BigAaineHHsa. Byn. Kosaka Babypu, 9, m. 3anopiioksa, 69076, YkpaiHa. BignoBiganbHuii gocnigHuk -
K.M.H. Hewrta BsadecnaB BacunboBu4 [0 NPOTOKOSY K/IHIYHOrO JocnimkeHHs «BbaratoueHTpose,
Bigkpute, MogosxeHe AocnimxkeHHs Il ®a3n gna OuiHkm Josrotpmsanoi EdpektvBHOCTI Ta Be3neyHocCTi
3acTtocyBaHHA Mipikisymaby y [MauieHTiB i3 BupaskoBum Konitom [MomipHoro Ta Tsbkkoro [Mepebiry
(LUCENT 3)» , kof pocnimpkeHHs 16T-MC-AMAP, iHidianbHa Bepcia Big 15 6epesHs 2018 poky; cnoHcop -
Eni Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

BYNO CTANO
K.M.H. HewrTa B.B. K.M.H. HewTa B.B.
KomyHasibHe HekomepuiiHe nignpuemctBo «Micbka | MeanuHwii LeHTp ToBapucTBa 3 OOMEXEHOH
nikapHa Nel» 3anopisbKoi MICbKOi pagu, XipypriyHe | BignoBiAasibHICTIO «OIALEHTP>,
BiAAINEHHST 3 OHKO-XIPYPriYHUMK, YPOMOTMiYHUMKN Ta | racTPOEHTEpPOsIoriyHe BiadiIeHHS, M. 3anopidks
NPOKTONONYHUMW NiDXKKaMK, M. 3an0opidoks

34. bpowypa gna pocnigHuka 3 npenapaty SYD985, pepakuia 11.0 Big 03 rpygHa 2020 p. go
NPOTOKO/Y KNiHIYHOTO BMNPOGYyBaHHA «JocnimkeHHs |1l dha3n 3 MeTo OLiHKM 6e3neYHoCTi 1 eDEKTUBHOCTI
Tepanii npenapaTom SYD985, KOH'lOraTom aHTUTI/IAa Ta JIiKapCbKOT PeYOBMHM, L0 NPOBOAMNTLCA B OAHIW rpyni
nawieHToK i3 peunamMBHUM, NOWMPEHUM abo MeTacTaTUYHUM pakoM eHAOMETPIo 3 ekcripecieto HER2, y aknx
paHiwe 6y/10 BUSAB/IEHO MPOrpecyBaHHsA 3axBOPIOBAHHA Ha T/i UM Mic/ia NpoBefeHHA XiMioTepanii nepLuot
NiHiT Ha OCHOBI Npenapartis NnaTuHW», Ko aocnigxkeHHa SYD985.003, pepakuisa 3.0 Big 30 BepecHs 2020 p.;
cnoHcop - «bilioHgic b.B.», [Byondis B.V.], HigepnaHan
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3aasHuK - TOBAPUCTBO 3 OBMEXXEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

35. 3miHa BignoBiganbLHOro gocnigHuka; 3MiHa Ha3BU MicLl NPoBeAeHHA KNiHIYHOro BUNPOOYBaHHA
[0 MpPOTOKO/Y KNIHIYHOrO AoCniMKeHHs «JJocnifpkeHHA ANA OuiHkM Bnauey npenapaty ALKS 3831 B
NOPIBHAHHI 3 0M1aH3aniHOM Ha Bary Tifla y AOpPOC/UX NaLlieHTiB MO040r0 BiKy, SKi HELLLOaBHO 3aXBOPi/iv Ha
LWwmn3odpeHito, Wwn3ogpeHohopmHMiA po3nag abo GinonspHuin po3nag | Tuny», kog gocnigpkeHHs ALK3831-
A307, 3 nonpaskoto 5.0 Big 19 uepsBHa 2019 poky; cnoHcop - «Ankepmec, IHk.» (Alkermes, Inc.), CLLUA
3aaBHuK - TOB «[Mpem’ep Pecepu YkpaiHa»

BYNO CTANO
K.M.H. JeMmueHko B.A. 3aB. Bif. Bite6cbka T.B.
KuiBcbka Micbka ncuxoHeBposoriyHa nikapHa No2, [ KomyHanbHe HeKoMmepLiliHe nignpMemMcTBO
KOHCYNbTaTMBHWIA Bigain, m. Kuis «KuniBCbka MiCbka MCUXOHEBPOsIOriYHa NikapHA No2x»

BukoHaBuoro opraHy KuiBCbKOi  MiCbkOi  pagu
(KuiBcbkoi  MIiCbKOT  AepXaBHOT  agMiHicTpau,ii),
KOHCY/NbTaTMBHWUIA BiaAain, m. Kuis

36. bpowypa ana pocnigHuka 3 npenapaty Debio 1562, pepakuis 9.0 Big 02 rpyaHa 2020 p. fo
NPOTOKONY KiHIYHOrO A[oChimKeHHSA «JocnimkeHHsa 1l ha3m 3 ouiHkM edeKTUBHOCTI Ta NepeHOCUMOCTI
npenapaty fe6io 1562 y komGiHauji 3 pUTykCMMaboM y MauieHTIB 3 peunamMBHOK Ta/abo pechpakTepHoo
ANpy3HOK BE/TUKOKNITUHHOK B-KNITUHHOK NIMIOMOI0 Ta iHLWIMMKW hopMamMmn HEXOLKKIHCBKOT NiMpoMu», KoL,
pocnipkeHHss Debio 1562-201, pepgakuis 5 Big 19 rpygHsa 2018 p. 3 iHKOpPNOpoBaHMMKU nonpaBkamu 1-4.;
crnoHcop - «eb6iodapm IHTepHewHN C.A.» [Debiopharm International S.A.], LUBenuapis

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

37. OHoBNeHa Opolwypa gocnigHuka, Bepcia 5.0 Big 29 nuctonaga 2020 poky A0 NPOTOKO/Y K/iHIYHOIO
JocnimpkeHHs «BigkpuTe 6aratoueHTpoBe AocnimkeHHs | ha3u 3 eckanauieto gosm npenapaty CK-301 npu
BHYTPILUHLOBEHHOMY BBeEeHHi B pexuMi MoHOoTepanii nawlieHTaM i3 3anyweHuMyu dpopMamMu paky», Ko,
pocnipkeHHs CK-301-101, sepcia 3 iHkopnoposaHoto nonpaskoto Ne 5 Big 14 cepnHa 2020 poky; CroHcop -
UeknoiiHT Tepan'toTikc, IHk., CLUA (Checkpoint Therapeutics, Inc., USA)

3asBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiAnoBigasibHicTio «OCT YKPAIHA»

38. YkpaiHa, V114-030, Bepcisa 04 Big 03 rpygHAa 2020 poky, YKpaiHCbKOIO MOBOLO, iH(hopMauif Ta
[AOKYMEHT npo iHthopMoBaHy 3rogy Ansa 6atbkiB gUTUHUINIANITKA, AKUA Gepe yyacTb Y HayKOBOMY
pocnipkeHHi; YkpaiHa, V114-030, Bepcia 04 Big 03 rpyaHs 2020 poKy, POCiiCbKOO MOBOIO,
iHpopmauisa Ta AOKYMeHT npo iHhopmoBaHy 3roay As 6aTbKiB AUTUHU/NIANITKA, AKWIA Gepe yyacTb
y HayKOBOMY AocChifgKeHHi; YkpaiHa, V114-030, Bepcisa 04 Big 03 rpygHAa 2020 poKy, yKpaiHCbKOO
MoBolo, iHhopmauis Ta AOKYMeHT npo iHopMoBaHy 3rogy ANA nNauieHTa (ANA nauieHTiB, Wo
[OCArNN NOBHONITTA); YKpaiHa, V114-030, Bepcisa 04 Big 03 rpyaHa 2020 poKy, pocCiiicbKOKO MOBOIO,
iHhopMauia Ta AOKYyMeHT npo iHopmoBaHy 3rogy ANA NauieHTa (ANA nauieHTiB, WO [O0CArIu
NOBHONITTA); YKpaiHa, V114-030, Bepcia 02 Big 03 rpygHa 2020 poKy, YKpPaiHCbKOW MOBOIO,
iHhopMauisa Ta JOKYMEHT npo iHpopMoBaHy 3roay Ana Aiten (nauieHTn — nigniTky, BiK Big 14 go 18
pokiB); YkpaiHa, V114-030, Bepcisa 02 Big 03 rpygHa 2020 poKy, pOCiliCbKOIO MOBOIO, iHhopMaLis Ta
JAOKYMEHT npo iHhopmoBaHy 3rogy gns piteil (nagieHTy — nignitkn, BiK Big 14 no 18 pokiB); YKpaiHa,
V114-030, Bepcia 02 Big 03 rpygHA 2020 poKy, YKpPAiHCbLKOK0 MOBOIO, iHhopmauis Ta AOKYMEHT Mpo
iHcbopmoBaHy 3rony ansa giteii (Bik Big 12 o 14 pokiB); YkpaiHa, V114-030, Bepcia 02 Big 03 rpyaHs
2020 pokKy, pociiicbkolo MOBOWO, iHhopMaLis Ta AOKYMEHT npo iHhopmoBaHy 3rogy ansa gitei (Bik
Big 12 po 14 pokiB); YkpaiHa, V114-030, Bepcisa 02 Big 03 rpygHAa 2020 poKy, YKpaiHCbKOIO MOBOIO,
iHpopmauis Ta 4OKyMeHT nNpo iHhopmoBaHy 3roay anA Aitei (Bik Big 8 no 12 pokis); YkpaiHa, V114-
030, Bepcia 02 Big 03 rpyaHsa 2020 poKy, pocCiicbKOK MOBOIO, iH(hopmaLia Ta [OKYMEHT Npo
iHbopmoBaHy 3rogy ansa giten (Bik Big 8 fo 12 pokis); YkpaiHa, V114-030, Bepcis 02 Big 03 rpyaHs
2020 poKy, yKpaiHCbKOI MOBOLO, iH(hopMauisi Ta AOKYMEHT npo iHhopmoBaHy 3rogay AnAa giteid (Bik
Big 6 Ao 8 pokiB); YkpaiHa, V114-030, Bepcia 02 Big 03 rpygHsa 2020 poky, pPOCiliCbKOO MOBOIO,
iHpopMauia Ta fOKYMeHT npo iHpopMoBaHy 3rogy AnAa giteii (Bik Big 6 Ao 8 pokiB) [0 npoTokony
KMIHIYHOTO BUMNpobyBaHHA «baraTtoueHTpoBe, paHAOMi3oBaHe, nogsiiHe cnine, gocnigpkeHHsa |l dasm 3
aKTVBHUM KOHTPOJIEM NPenapaToM NOPIBHAHHA A5 OLIHKM 6e3nekn, NepeHoCMMOCTi Ta iMyHoreHHocTi V114,
3 nocnigyroumMm BBeAEHHsIM 4Yepes3 BiciMm TwkHIB NMHEBMOBAKC™23 (PNEUMOVAX™23) y pgitei,
iHchikoBaHMX BipycoM imyHogeduiumTy noguHu (BI1) (PNEU-WAY PED)», kog gocnigxeHHs V114-030,
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Bepcia Big 27 6epesHa 2019 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», foYipHE nignpuemMctso «Mepk
EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

39. fJocbe gocnimxyBaHoro nikapcbKoro 3aco6y Jocrtapnima6, Bepcis 6.0 Big nuctonaga 2020 poky
aHINiACbKOI MOBOIO; MOAOBXEHHA TepMiHy NpPUAATHOCTI [OCAIgKYBaAHOro niKapCbKOro 3acoby
TSR-042 (Ooctapnima6), po3uuH pna iHdysii, 500 mr/l0 mn (50 mrimn), 3 30 go 36 micsauis a0
NPOTOKONY KIHIYHOrO A0C/impKeHHs1 «PaHgomizoBaHe, NOABIVMHO crine AOCAIMKEHHA a3y 3 MOPIBHSIHHSA
nnaTtMHOBMICHOT Tepanii i3 npenapatom TSR-042 Ta Hipanapi6bom 3i CTaHAapTHOKW MAaTMHOBMICHOM
Tepaniet B SAKOCTi 1-1 NiHii NiKyBaHHA HEMYUUWHO3HOrO eniTeniaibHOro paky sieyHukis Il a6o IV ctagii», kopg,
pocnipkeHHss 3000-03-005/ENGOT-0V44, sepcisa 7.0 Big 19 cepnHs 2020 poky ; crnoHcop - TESARO, Inc.,
CLWA

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

40. 3any4yeHHA HOBOFO [AOKYMEHTY KiHiYHOro BunpoGyBaHHA - [oaatok «lHpopmoBaHa 3ropga
CTOCOBHO peaKkTuBauii renatuty B» go IHdopmauiiiHoro nucta nauieHta t1a ¢popmu iHchopmoBaHoi
3rogun, Bepcia 1.0 ana YkpaiHu Big 26 nuctonaga 2020 poky Ha OCHOBI JlogaTtka A0 OCHOBHOI chopmu
iHcbopmoBaHoi 3rogu Big 16 nuctonaga 2020 poKy aHINilicbKOK MOBOIO, NepeKnag PociicbKol Ta
YKpaiHCbKolo MoBamu Big 07 rpyaHs 2020 poKy A0 MPOTOKO/Y KAIHIYHOrO BUMNpPOOGYBaHHA «BigkpuTe
NnoAoOBXeHe AOCNIMKEHHA YOMITYKCUMaOy Yy nNauieHTiB i3 peuuamBHUM PO3CISSHUM CK/1EpP0O30M», KOp,
pocnipkeHHs TG1101-RMS303, Bepcis 2.2 Bif 29 yepBHSA 2020 poky; cnoHcop - Tiku TepanblTUKC, IHK.,
CLWA (TG Therapeutics, Inc., USA)

3asBHUK - TOBAPUCTBO 3 06MEXEHO!0 BiAnosiganbHICTIo «OCT YKPAIHA»

41. 3miHa BignoBigasibHOro pAocnigHuka y MIMB: KomyHanbHe HeKomepuiiiHe nignpuemMcTBo
«YepKkacbkuidi 0G6GNACHUI OHKOMOriYHWIA pucnaHcep Yepkacbkoi oGnacHoi pagu», O6GnacHwii
NiKyBa/IbHO-AiarHOCTUYHUI FTeMaTOJIONiYHNIA LeHTpP, M. Yepkacu [0 NPOTOKO/TY KAiHIYHOTO AOC/TiAKEHHS
«PaHgomi3oBaHe, noABiiHe cnine, 6GaraToueHTpoBe AoChimpKeHHA ¢da3n Il 3 MeTow MOPIBHAHHS
edheKTMBHOCTI, 6e3Me4HOCTi, (hapMakoKiHETUKM Ta iMyHOreHHOCTi npenapaty SB12 (3anponoHOBaHOro
GioaHanora ekynisymaty) i npenapaty Conipic® y nauieHTiB 3 NapoKCU3MasibHOK HIYHOK reMorno6iHypieto»,
Koa pocnimkeHHss SB12-3003, Bepcia 5.0 Big 21 cepnHs 2020 poky; cnoHcop - «CamcyHr Baioenic Ko.,
Nta.», Pecnybnika Kopes (Samsung Bioepis Co., Ltd., Republic of Korea)

3aaBHUK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-JocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

BYNO CTAJO
nikap NMununeHko I'.B. nikap Horaesa /1.1.
KomyHanbHe HekomepLiiiHe nmignpueMcTBo «Yepkacbkuii | KOMyHanbHe — HekoMmepuiiHe — nignpueMcTBO
obnacHuWiA  OHKOMOTiYHWIA  ancnaHcep  Yepkacbkoi | «Yepkacbkuii ob6nacHuiA OHKOJI0TiYHWIA
obnacHoi pagu», O6nacHWin NikyBaslbHO-AjarHOCTMYHMIA | aucnaHcep  Yepkacbkoi  o6GsiacHOi  pagus»,
remMaTtooriyHuii LeHTp, M. Yepkacu O6nacHui NiKyBaUTbHO-AiarHOCTUYHWIA
reMartooriyHuin LeHTp, M. Yepkacu

42. flocbe pocnigKyBaHoro nikapcbkoro 3aco6y CT-P39, Po3gin «fAkicTb», Bepcia 3.0, aHrilicbKoOO
MoBolo; oaoBXeHHA TepmiHy npugatHocTti A/13 CT-P39 (po3umH pnAa iH’exkuii y nonepegHbo
3anoBHeHOMYy wwnpuui, 150 Mr) Ao 18 micAuiB 0 NPOTOKOAY KAiHIYHOro BUNpo6yBaHHS «lloggiiHe cnine,
paH4oMi30BaHe, KOHTPO/IbOBaHE akTMBHUM MnpenapaTom AoC/imkKeHHsA da3n 3 B napasiesibHuX rpynax ans
MOPIBHAHHA edekTMBHOCTI Ta 6e3neyHocTi npenapatis CT-P39 i Kconap y nauieHTiB i3 XPOHIYHO
CMOHTAHHOIO KPOMUB'AHKOI, Y SAKWX 36epiraloTbCad  CMMMNTOMK, He3Bakawuu Ha JikyBaHHA H1-
aHTUricTaMiHHUMW npenapaTamu», kog, pgocnigpkeHHsa CT-P39 3.1, sepcia 1.0 Big 24 uyepsHA 2020 poky;
cnoHcop - CELLTRION, Inc., Republic of Korea

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

43. OHOBNEHUI NpPOTOKON KniHiuHOro pocnigpxkeHHa SHP647-304, Bepcis 3 nonpaBkow 4 Big 21
BepecHsi 2020 poky, aHrnilicbkoo MoBoto; Bpouwypa gocnigHuka (BA), BugaHHa 9.0 Big 25 uepBHA
2020 p., aHrnilicbkolo moBow; IHcopmauis anA nauyieHta Ta ¢opma iHopmoBaHOI 3rogu
(BupaskoBuii Konit) Bepcia 8.1.0 gnA YKpaiHW aHrniicbkor MoBOK Big 29 XoBTHA 2020 p.;
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IHpopmauisa gnAa nauieHta Ta dopma iHpopmoBaHOi 3roau (BupaskoBuii Konit) Bepcia 8.1.0 ans
YKpaiHu yKpaiHCbKOO MOBOK Big 29 XoBTHA 2020 p.; IHchopmauia gnsa nauieHTa Ta dopma
iHbopmoBaHoi 3roau (BupaskoBuii Konit) Bepcia 8.1.0 ana YKpaiHu pocilicbkoo MOBOIO Big 29
XoBTHA 2020 p.; IHchopmavis ana nauieHTa Ta popma iHchopmoBaHoi 3roau (xBopo6a KpoHa) Bepcisa
8.1.0 gnA YKpaiHu aHrniicbKoto MoBOLO Bif, 29 oBTHsA 2020 p.; IHhopmauis gna nauieHTa Ta hopma
iHdhopmoBaHoi 3rogn (xBopo6a KpoHa) Bepcis 8.1.0 gns YKpaiHu YKPaiHCbKOIO MOBOLO Bif 29 XOBTHSA
2020 p.; IHcbopmauisa gna naudieHta Ta chopma iHchopmoBaHoi 3rogu (xBopo6a KpoHa) Bepcisa 8.1.0
ANA YKpaiHu pocilicbKoto MOBOHO Big 29 )xoBTHA 2020 p.; IHhopmauis Ta dpopma iHchopmoBaHOi 3rogu
AN 360py AaHNX NPO BariTHY NapTHEPKY yyacHUKa AOCNifKEeHHA Ta HOBOHAPOOKEeHY AUTUHY, BepcCis
7.1.0 gna YKpaiHu aHrninicbKoro MoBoto Big 13 »xoBTHA 2020 p.; IHcpopmauia Ta popma iHhopmoBaHoiT
3roau AnA 3060py AaHUX NPO BariTHY NapTHEPKY yYaCHUKA AOCNiIAKEHHA Ta HOBOHAPOKEHY AUTUHY,
Bepcia 7.1.0 gna YKpaiHu ykKpaiHCbKO MoOBOK Big 13 oBTHA 2020 p.; IHdopmauia Ta ¢opma
iHbopMoBaHOI 3roau ANs 360py pA[aHMX MNPO BariTHY nNapTHEPKY YydyacHUKa [AOCAiMKEeHHA Ta
HOBOHapPOKEHY AUTUHY, Bepcia 7.1.0 ana YkpaiHu pocilicbkolo mMoBol Big 13 XoBTHA 2020 p.;
IHbopmauia ansa naudieHta npo ¢oHA 6GopoTb6M 3 xBopoGot KpoHa i konitom Ta dopma
iHhopmoBaHOi 3rogn Ans yyacHuka, Bepcis 1.1.0 gnAa YKpaiHM aHrNificbKoo MOBOMO Bif 02 XXOBTHSA
2020 p.; IHdbopmauia ana nauieHTa npo ¢oHp 60poTL6U 3 XBOpPOoOGOol KpoHa i Kositom Ta dhopma
iHcbopMoBaHOi 3rogu AnA yyacHuka, Bepcis 1.1.0 gna YKpaiHM yKpaiHCbKOK MOBOIO Bif, 02 XOBTHA
2020 p.; IHpopmauis ana nadieHta npo doHp 60poTb6M 3 XxBOpo6OoK KpoHa i konitom Ta dhopma
iHhopMoOBaHoOI 3rogn pNA yyacHuka, Bepcia 1.1.0 ansa YKpaiHuM pociicbKkolo MOBOIO Big 02 XXOBTHA
2020 p.; 304 _XK_Maw’stka_Bepcia 2.0_10 nuctonaga 2020 p., aHMIIACbKOW MOBOIO;
304_XK_MNam’aTka_Bepcia 2.0_10 nuctonaga 2020 p., yKkpaiHCbKO MOBOL0; 304_XK_IMNam’ATKka_Bepcisn
2.0_10 nuctonaga 2020 p., pociiicbkoto moBoto; 304_BK_Mam’aTka_Bepcia 2.0_10 nuctonaga 2020 p.,
aHrniicbkolo moBoto; 304_BK_Mawm’aTka_pegakuina 2.0_10 nuctonaga 2020 p., yKpaiHCLKOKO MOBOIO;
304_BK_Mawm’aTka_Bepcisa 2.0_10 nuctonaga 2020 p., pocilicbkolo MOBOIO; [loCbE AOCiAKYBaHOIro
nikapcbkoro 3acob6y, Bepcisa 6.1 Big TpaBHsa 2020 p., aHrNiiCbKOKO MOBOLO; 3a/ly4eHHA A0AATKOBOI
BUPOGHUUOI [iNITHKA AOCAiAKYBaHOro nikapcbkoro 3acody SHP647 25 mrimn ta 75 mr/imn, po3uuH
ANA nigwkipHoi iH’ekuii: Baxter AG, Industriestrasse 67, 1221, Wien, Austria 0 NPOTOKONY KIiHIYHOTO
JocnimpkeHHss «[lOBrocTpokoBe po3lIMpeHe [OoCAimMKeHHA a3 3 415 OuiHKM 6e3neyHocTi npenaparty
SHP647 y naujieHTiB i3 BUpa3KoBUM KONITOM abo XBOPO6OI0 KpoHa cepeHbOro Ta BaXKOro CTyNeHs TSXKOCTI
(AIDA)», kopn, pocnipxeHHs SHP647-304, Bepcis 3 nonpasBkoto 3 Big 07 nuctonaga 2019 poky; crnoHcop -
«Uaiiep XbtomaH xeHeTik Tepanis, IHk.» (Shire Human Genetic Therapies, Inc.),USA

3aaBHUK - ToBapuctBo 3 O6MmexeHow BignosigasbHicTio «KOHTpakTHO-JocnigHuubka OpraHisauis
IHHOGhapM-YKpaiHa»

44. OHoOBNeHWii NPOTOKON KhiHiuHOro gocnimkeHHs SHP647-303, Bepcia 3 nonpaBkoto 3 Big 17
BepecHsi 2020 poKy, aHrniicbkolo MoBOtO; Bpowypa pgocnigHuka (BJ), BuaaHHA 9.0 Big 25 uepBHA
2020 p., aHrniiicbkolo mMoBoo; IHchopmauisa anAa nauieHta Ta cpopma iHhopmoBaHoOi 3roau, Bepcia
7.1.0 gnA YKpaiHn aHrniicbkoo MOBOIO Big 29 )oBTHA 2020 p.; IHchopmauia ana naulieHta t1a coopma
iHhopMmoBaHoOI 3roau, Bepcia 7.1.0 Ana YkpaiHW yKpaiHCbKOIO MOBOIO Bif, 29 »oBTHA 2020 p.;
IHhopMmauia ana nauieHta Ta dpopma iHchopmoBaHOI 3roau, Bepcia 7.1.0 gna YKpaiHM pPOCiiCbKOK
MOBOIO Bif 29 X0BTHA 2020 p.; IHchopmauisa Ta chopma iHpopMoBaHOiI 3rogn anA 36opy AaHUX NpPoO
BariTHy nMapTHepKy y4yacHuKa AOCNifKeHHA Ta HOBOHApoOmKeHy AUTUHY, Bepcia 6.1.0 ana YkpaiHu
aHrniicbkoto moBoo Big, 13 xoBTHA 2020 p.; IHopmauisa Ta hopma iHchopmoBaHOi 3rogn ana 36opy
[AHUX Npo BariTHY NapTHepPKY y4YacHUKa [OCAIMKEHHA Ta HOBOHAPOMKEHY AUTUHY, Bepcia 6.1.0 ansa
YKpaiHu yKpaiHCbKOolo MOBOLO Big 13 )oBTHA 2020 p.; IHchopmauia Ta dpopma iHhopmoBaHOi 3rogu
ANA 300py AaHMX NPO BariTHY NapTHEPKY yYacHUKa AOCNiMKEHHS Ta HOBOHAPOMKEHY ANTUHY, Bepcis
6.1.0 ana YkpaiHu pociiicbkolo MoBotO Big 13 »oBTHA 2020 p; IHchopmauis gna nauieHtTa npo oHA
60poTLOU 3 XBOPOGO KpoHa i koniTom Ta hopma iHhopMoOBaHOI 3rogu ANA yyacHuka, Bepcisa 1.1.0
ANA YKpaiHu aHrniicbkolo moBoto Big 02 xoBTHA 2020 p.; IHcopmauis gna nauieHTa npo oHA
60poTLOU 3 XBOPOGOI KpoHa i koniTom Ta hopma iHhopMoBaHOi 3rogu ANA yyacHuka, Bepcisa 1.1.0
Ans YKpaiHu yKpaiHcbKol MOBOW Bif, 02 »oBTHA 2020 p.; IHchopmauia ana naudieHta npo c¢oHpf
60poTLOU 3 XBOPOOOIO KpoHa i konitom Ta ¢popma iHthopMmoBaHOiT 3roau ANA yyacHUkKa, Bepcia 1.1.0
ANA YKpaiHn pociiicbkolo MOBOK Big 02 oBTHA 2020 p.; [ocbe AOCNigKYBaHOIO J1iKapCbKOro
3aco0y, Bepcia 6.1 Big TpaBHA 2020 p., aHrNiliICbKOIO MOBOIO; 3a/ly4eHHA AOAATKOBOI BMPOGHMYOIL
OiNAHKN [oOcnifKyBaHOro nikapcbkoro 3aco6y SHP647 25 | 75 mr/mn ta nnaue6o, po3uuMH ans
nigwkipHoi iH’ekuii: Baxter AG, Industriestrasse 67, 1221, Wien, Austria 40 NpPOTOKOMY KAIHIYHOrO
pocnimpkeHHss «PaHgomizoBaHe, noAgiiHe chnine, nnayebo-KOHTPOSIbOBaHe AOCAIMKEHHA a3 3 B
napanenbHuX rpynax ans ouiHkM epekTMBHOCTI Ta 6e3neyHocTi npenapaty SHP647 B AKOCTI NiATPUMYHOYOT
Tepanii y nawieHTiB i3 BUPAa3KoBUM KOJIITOM CepefHbOro Ta BaXKoro ctyneHto tsxxkocTi (FIGARO UC 303)»,
Kog pocnimkeHHss SHP647-303, Bepcis 3 nonpaskoto 2 Big 11 nuctonaga 2019 poky; cnoHcop - «Llaiiep
XblomaH xkeHeTik Tepanis, IHK.» (Shire Human Genetic Therapies, Inc.), USA
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IHHOhapM-YKpaiHa»

45. OHOB/IEHWIT NPOTOKOJ KNiHiYHOrO gocnigpkeHHsa AC220-A-U302, Bepcia 6.0 Big 28 xoBTHA 2020
POKY [0 MPOTOKO/y KAiHIYHOrO BUNpPoOGyBaHHA "loagiliHe chine, nnaueb0-KOHTPOsSIbOBaHE AOC/TiAKEHHS
hasm 3 [N BMBYEHHSA 3aCTOCYBaHHSA KBU3apPTUHIOY y MOEAHaHHI 3 iHAYKUIMHOK | KOHCOMigauiiHow
xiMioTepanieto, a TakoX y BUINAALI NPOAOBXEHHA Tepanii y nauieHTiB BikoM Big 18 no 75 pokis i3 Bneplue
BusiBNneHnmM FLT3-ITD-no3nTMBHOK rocTpoto mienoigHow neikemieto (QUANTUM First), koa AocnimKeHHs
AC220-A-U302, Bepcida 5.0 Big 07 kBiTHaA 2020 poky; cnoHcop - faiivi CaHkio, IHK., [Daiichi Sankyo, Inc.],
CnonyueHi Wtatn AMepukn

3asBHUK - TOB «KOBAHC K/1IHIKA/T AEBETOMNMEHT YKPAIHA»

46. OHOBNEHUIT NPOTOKON K/iHIUHOTO BUMNPOGYBaHHSA, koA BunpoGyBaHHA: KVZ-FCV, Bepcia 3.0 Big,
09.10.2020 p.; OHoBneHa |HaMBigyanbHa peecTpaudiiiHa copma, Kog BunpobyBaHHA: KVZ-FCV,
Bepcia 3.0 Big 09.10.2020 p.; OHoBneHa IHpopMmauis ana godépososibua Ta hopma iHPopmoBaHoOT
sroan, KVZ-FCV, Bepcia 3.0 Big 09.12.2020 p.; OHOBnNeHa KapTKa Yy4yaCHUKA KJ/iHIYHOro
BUNPOGYBaHHA, koA BunpodyBaHHA: KVZ-FCV, Bepcia 2.0 Big 09.10.2020 p.; 36i/IbLUEHHA Ki/IbKOCTi
y4yacCHUKIB gocnigKeHHs B YKpaiHi 3 40 ao 42 oci6 (paHgomisoBaHux - 3 28 go 30 oci6) Ao NpoTOKOTy
KMiHIYHOrO AocnimxeHHs1 «KniHiyHe BMNPOOYyBaHHS 3 OLIHKM GiOEKBIBA/IEHTHOCTI iKapCbKMUX 3aco6iB
damumknoBip-KB, Ta6neTkn, BKpUTI MAIBKOBOK 060MOHKOKW N0 500 Mmr, Bupo6HMUTBa AT «KUIBCbKIN
BITAMIHHUA 3ABO[», YkpaiHa i ®amBip®, TabneTku, BKPUTI MAIBKOBOKW 060/10HKO 1Mo 500 mr,
BMpobHuLTBa «HoBapTic ®apmackioTrka C.A.», IcnaHis B yMOBax OfHOPa30BOro NepopasibHoro npuiiomy
30pOBUMU A0OPOBOMLUAMUY»., Kog focnimpkeHHsa KVZ-FCV, Bepcia 2.0 Big 10.03.2020 p.; cnoHcop - AT
«KUIBCbKW BITAMIHHI 3ABO/», YkpaiHa

3anBHUK - AT «KUIBCbKW/IA BITAMIHHWI 3ABO/[l», YkpaiHa
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