Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne07 Big 13.04.2023,
HTP Ne14 Big 13.04.2023, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «da3sa 1/2a, paHgomizoBaHe, niaueb0-KOHTPOIbOBaHE AOC/IMKEHHS 415 OLIHKM 6e3nekun, NepeHoCUMOCTI,
thapmakoKiHETKM Ta NPOTUBIPYCHOT akTUBHOCTI npenapaTy BJT-778 y 340poBuXx AOOPOBO/ILLIB Ta NALEHTIB i3
XPOHIYHOH0 iHDEKLUIED Bipycy renatuTy B, BKIOYaUM NaLEHTIB i3 XPOHIYHO iH(heKUieto Bipycy renatuty D»,
Koa gocnigpkeHHs BJIT-778-001, sepcisa 1.0 Big 28 )oBTHA 2022 poky, CnoHcop - baogpken TepanbloTike, [HK.
[Bluejay Therapeutics, Inc.], CLLA

®a3za - 1/2a

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

No MM.1.6. BignoBiganLHOro gocnigHuka,

n/n HasBa Micus npoBefeHHsA KIiHIYHOro BUNPo6yBaHHS

1. Nikap JobpsHcbka M.A.

MeauuHuii LeHTp ToBaprcTBa 3 0OMEXEHOI0 BigNoBiganbHICTIO «ApeHcis Ekcnnopartopi MegiciH»,
BiAAiN KNiHIYHNX gocnimpkeHb, M. Kuis

2. OHoBneHe noBHe gocbe (IMPD) pocnigxyBaHOro nikapcbkoro saco6y CSL112, Bepcis 11 Big
nuctonaga 2022 poKy; 3a/lydeHHA [AoAaTKOBOI BUPOGHMYOT AiNAHKM ANns  [AOCNigKyBaHOro
nikapcbkoro 3acoby CSL112 (anoninonpoteiH A-l [apoA-l]): Eurofins BioPharma Product Testing
Munich GmbH, HimeuuuHa; 3MiHa Ha3BU MicUA NpoBeAeHHA AOCNigKeHHA; OHOBJ/IEHA CMpoLieHa
XapakTepucTuka AOCNiIMKEHHA NiKapCbKOro 3aco6y - nnaue6o (anboymiH 25% Albumin (Human)
Solution Alhu® 25, nunHa 2022 p., aHrNiCbKOK MOBOK 0 MNPOTOKO/Y KANIHIYHOTO A0CNIAKEHHS
«PaHgomi3oBaHe, 6araTtoLeHTpoBe, NoAgiiHe chine, nnaleb60-KOHTPO/IbOBaHe AOCAiMKEHHA TPETLOI hasn y
napanenbHUX rpynax Ans BUBYEHHS edpekTMBHOCTI Ta 6e3nekn npenapaty CSL112 y nauieHTiB 3 rocTpum
KOpOHapHUM CUHAPOMOM», Kog, AocnimkeHHs CSL112_3001, sepcia 3 nonpaBkoto 1 Big 10 BepecHs 2019
poky; cnoHcop - CSL Behring LLC, United States

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/IOMNMEHT YKPAIHA»

BYJIO

CTAJIO

yneH kopecnoHaeHT HAMH YkpaiHu, 4.M.H., npod.
MapxomeHko O.M.

[epxaBHa yctaHOBa «HaLiOHa/IbHMIA HAYKOBUIA
ueHTp «IHCTUTYT Kapaionorii imeHi akapgemika
M.[. Crpaxecka» HauioHanibHOI akagemii
MeOUYHUX HayK YKpaiHw», Biagin peadimauii Ta
iHTEeHCMBHOI Tepanii, M. KniB

yneH kopecnoHaeHT HAMH YkpaiHu, 4.M.H., npod.
MapxomeHko O.M.
[epxaBHa yctaHOBa «HauiOHa/IbHUIA HAYKOBUIA

UeHTp «IHCTUTYT Kappgionorii, KaiHiYHOT Ta
pereHepaTtuBHOI MeAUUMHU iMeHi akapgemika
M.A. Crpaxecka HauioHanbHOI  akagemii

MeAVMYHUX HayK YKpaiHw», Biaain peadimauii Ta

iHTEHCMBHOI Tepanii, M. Kuis

3. OHOB/IEHUIT NPOTOKOJ1 K/iHIYHOro BUNpoGyBaHHsA 1346-0012, Bepcisa 2.0 Big 27 »xoBTHA 2022 poKy;
3MiHa Ha3BU MPOTOKOMY KNiHiYHOro BUNPOGyBaHHA 1346-0012; 3miHA KOHTPAKTHOI AOCNiIAHULLKOT
opraHisauil, BignoBiga/bHOI 3a BUKOHAHHSA BaX/INBUX 3aBAaHb Y paMKax K/1iHIYHOro BUNpoGyBaHHA 3
TOB «MAPEKCE/1 YkpaiHa» Ha MNignpuemctso 3 100% iHo3emHolo iHBecTuuielo «AMNK'IOBIA PAC
YKpaiHa»; OHOBJIEHHS1 Ha3BU AOCNIgKYBaHOro nikapcbkoro 3acody 3 Bl 425809 Ha IkneneptuH (Bl
425809); IHchopmauia Ana yyacHUKIB AocnifiKeHHs i oopma 3rogm yyacHUKIB AOCNiAKEHHS, Bepcia
Ana Ykpaiin M_02_UKRO3 Big 22 nuctonaga 2022 poky, Bepcisi 01 ykpaiHCbKo MOBOO Big 09 ntoToro
2023 poky; IHhopMauifa Ana yyacHUKIB fOCiMKEHHA | hopma 3roan y4acHUKIB AOCNiMKEeHHs, Bepcia
Ansa Ykpainn M_02_UKRO3 Big 22 nuctonaga 2022 poky, Bepcisa 01 pociiicbkoto moBoto Big 09 niotoro
2023 poky; IHchopmauis Ans napTHepa no gocnigkeHHro Ta chopma 3rogu napTHepa no [OCiIKEHHIO,
Bepcis anAa YkpaiHn O1_02 UKRO04 Big 28 ciyHAa 2023 poKy, Bepcia 01 ykpaiHCbKOO MOBOIO Bif, 12
mortoro 2023 poky; IlHchopmauis Ana naptHepa No AocChifKeHHIO Ta dopma 3roau napTHepa no
pocnipkeHHo, Bepcia gna Ykpainu O1_02_UKRO04 Big 28 ciuHa 2023 poky, Bepcis 01 pociiicbkoto
MoBOIO Bif 12 ntotoro 2023 poky; IHchopmauiiiHuiti NMMCTOK Ta hopma 3roamn Ha 36epiraHHA 3paskKiB y
GioGaHKy AocCnimKeHHA AN YYaCHUKIB [OChigKeHHA, Bepcia ana Ykpaiim B_01_UKRO2 Big 28
nucronaga 2022 pokKy, Bepcifi yKpaiHCbKoto MoBoto 01 Big 28 ciuHa 2023 poKy; IHopmauniiHuii NIMCTOK
Ta chopma 3roam Ha 36epiraHHA 3pas3kiB y 6i06aHKy AOCNIAKEHHA ANA YUACHUKIB AOCNiAKEHHA, BepcCisa
Ana Ykpaiim B_01_UKRO2 Big 28 nuctonaga 2022 poKy, Bepcifi pociiicbkoto moBoto 01 Big 28 ciuHs



2023 poky; Verified Clinical Trials LLC. Ba3a gaHuUX yuyaCHUKIB [OC/igKeHHsA. 3roga Ha OGpPOOGKY
nepcoHasibHUX AaHuX, Bepcia ana YkpaiHm 02_01_UKRO2 Big 28 nuctonaga 2022 poky, Bepcis
yKpaiHcbKoto moBoto 01 Big 28 ciuHa 2023 poky; Verified Clinical Trials LLC. Basa gaHUX y4yacHUKiB
pocnipkeHHA. 3roga Ha OGPOGKY NepCcoHa/IbHUX AaHUX, Bepcia ans YkpaiHu 02_01_UKRO02 Big 28
nuctonaga 2022 poky, Bepcis pociiicbkolo moBoto 01 Big 28 ciuHa 2023 poky; lgeHTudikayiiHa kapTka
y4yacHUKa KNiHIYHOro AocnifKeHHs, Bepcia 2.0 ana YkpaiHu Big, 28 rpygHsa 2022 poky, YKpaiHCbKOIO
MOBOIO; lgeHTudikayiiHa kKapTka yyacHuKa KiHiYHOro AocnimKeHHA, Bepcia 2.0 onAa YKpaiHu Big 28
rpyaHa 2022 poKy, pocilicbkoio MoBOM; IHdopmauiiHa OGpowypa «3MiLHEHHA KOTHITUBHOIO
300poB’s», Bepcia 1 ana YKpaiHu, Big 28 nuctonaga 2022 poKy, yKpaiHCbKOK MOBOIO; IHchopmauiiiHa
Gpolypa «3MiLHEHHA KOTHITUBHOIO 3[40pOB’si», Bepcia 1 ana YKpaiHu, Big, 28 nuctonaga 2022 poky,
pocilicbkolo MoBOO; IH(hopmauiiiHa nucTiBka «3MiLHEHHA KOTHITUBHOroO 340pOB’sAA», Bepcia 1 ansa
YKpaiHu, Big 28 nuctonaga 2022 poKy, yKpaiHCbKO MOBO; IHchopmauiiiHa nuctiBka «3MiLHEHHA
KOTHITUBHOrO 340pOB’A», Bepcia 1 ana YkpaiHu, Big 28 nuctonaga 2022 poky, pociiCbKOI0 MOBOIO;
Aocbe pocnigxKyBaHoOro nikapcbkoro saco0y, Bepcis 02 Big 12 »oBTHs 2022 pPOKy, aHrAiliCbKOO
MOBOIO; 3aJ/lydeHHS1 A0[AaTKOBOI BUPOGHMUOI AiNbHULI  AOCAILKYBAHOIO JliKAPCbKOro 3acooy
iknenepTuHy (Bl 425809), Ta6neTkn, BKpUTi NNiBKOBOIO 060/10HKOI0, 10 Mr Ta BignoBigHoro nnaue6o, a
came: Boehringer Ingelheim Pharma GmbH & Co. KG, HimeuuuHa; noaoBXXeHHs1 TepMiHY NPpUAATHOCTI
pocnipKyBaHoOro Jsikapcbkoro 3acoly iknenepTuHy (Bl 425809), Ta6neTku, BKPUTI MJ1IBKOBOIO
060/10HKO0, 10 Mr Ta BignoBigHOro nnaue6o Ao 60 micAWiB 40 MPOTOKOAY KAIHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe, noagiliHe cnine, nnauebo-koOHTpoNboBaHe AocnimkeHHs Il pasv B napanenbHux rpynax
ONs ouUiHKN edpeKTMBHOCTI Ta 6e3neyHOCTi 3acTocyBaHHA npenapaTy Bl 425809 oanH pas Ha goby NpoTArom
26-TMXXHEBOr0 nepiody NikyBaHHS B nauieHTIiB 3 wn3odipeHieto (CONNEX-2)», kog gocnimkeHHs 1346-0012,
Bepcia 1.0 Big 16 rpygHa 2020 poky; cnoHcop - «bepiHrep IHrenbxaim PLIB TM6X eHp Ko KIM», ABcTpis /
Boehringer Ingelheim RCV GmbH & Co KG, Austria

3aaBHUK - NignpremMcTBo 3 100% iHo3emMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

OOVH pas Ha o6y NpoTArom 26-TWXXHEBOrO nepioay
nikyBaHHa B nauieHTiB 3 WKM30(peHiero
(CONNEX-2)»

BYNO CTANO
«PaHpgomizoBaHe, nopggiiHe cnine, nnaue6o- | «PaHgomizoBaHe, noggiliHe cnine, nnaue6o-
KOHTpO/IbOBaHe  gocnimkeHHa Il a3 B | KOHTpO/IbOBaHe  pocnimkeHHsa Il dasm B
napanensHuUx rpynax Asa ouiHkM eddeKTUBHOCTI Ta | napasieflbHUX rpynax o ouiHkM ed)eKTUBHOCTI Ta
6e3neyHoCTi 3acTocyBaHHA npenapaTy Bl 425809 | 6e3ne4HOCTi 3acTocyBaHHsA npenapary

iknenepTMHy OAMH pa3 Ha [J06y npoTAarom 26-
TUXHEBOrO nepiogy nikyBaHHA B nNauieHTiB 3
LUN30(YPEHIED (CONNEX-2)».

BYJ1IO

CTANIO

TOB «MAPEKCE/ YkpaiHa»

NianpuemcTBo 3 100% iHO3eMHOIO iHBeCTULED

«AVK'IOBIA PAC YkpaiHa»

BY/NO CTAJIO

IkneneptuH (Bl 425809)

Bl 425809

4. 3miHa BigNOBIAA/ILHOIO JAOCAIAHUKA Y MicLi NPOBeAEHHA K/iHIYHOro BUNPOGyBaHHA; 3MiHA Ha3BU
Micus npoBefeHHs  K/IHIYHOrO  BUMNPOGYBaHHA A0  MNPOTOKONY  KAIHIYHOrO  AOC/iAKEHHS
«BATATOLIEHTPOBE PAHAOMI3OBAHE MOABINHE CNINE AOCIIXXEHHA ®A3 111 Y MAPANENBHUX
rPYMNAX 3 NOABIMHUM KOHTPOJIEM M/ALEBO ONA OLIHKUM E®EKTUBHOCTI TA BE3MNEYHOCTI
®EHEBPYTUHIBY MNMOPIBHAHO 3 TEPN®JTYHOMIAOM Y JOPOC/INX MALIEHTIB 3 PELNAVBYHOUMM
PO3CIAHNM CKNEPO30OM», koa pocnigpkeHHs GN41851, sepcis 4 Big 14 BepecHs 2021 p.; cnoHcop -
®.XodhdmaHH-/15 Pow fTa, LBeiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

BYNO
K.M.H. Koponbosa O.C.
MeguuHuin - LeHTp ToBapucTBa 3 OOMEXEeHO
BigNoBigasibHICTI0O «MeanyHuii ueHTp «fijonomora-
nac», M. Knis

CTAJNIO
nikap CemboHoBa O.B.
MeguuHuini - LeHTp ToBapucTBa 3 OOMEXEHO
BiANOBigaNbHICTIO «MeanyHnii LeHTp «Jonomora
Mnoc», M. Knis

5. 3miHa Ha3BM Micus NpPoBeAEeHHSA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKOMY KAiHIYHOrO AO0CAIMKEHHS
«baraToLeHTpoBe paHAOMiI30BaHe NoABIiHO cnine gocnimpkeHHsa 1l da3u, Wwo NpoBoAUTLCS 3 METOH OL|iHKM
edheKTMBHOCTI, 6e3neYHoCTi Ta nepeHocuMocTi npenapaTy IMU-838 y nopiBHAHHI 3 nnauebo npu nikyBaHHI



[0pOoCNuX NauieHTiB i3 peunamByOuMM PO3CISHUM CK1epo3oM (KogoBe no3HadeHHs: ENSURE-2)», kopg
pocnipkeHHa P3-IMU-838-RMS-02, octatouHa pegakuis 3.0 Big 22 BepecHsA 2022 poky; CNOHCOP - «IMMYHIiK
Al» [Immunic AG], HimeuunHa

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

BYNI0

CTANO

nikap Xaitos P.IM.
KomyHanbHe nignpvemMcTBO
«[JHinponeTpoBCbLKa oOGNacHa peaGiniTayiiiHa

nikapHsa» [HINponeTpoBCbkoi 06sacHOi  pagw»,
BiAJINEHHS  BIAHOBHOrO  JliKyBaHHSA  Hac/igKiB
3ananbHuX, [OereHepaTuBHUX, AEMIEMIHI3YUNX

3axBopoBaHb HEpPBOBOI cucTemMu, ToBapucTeo 3
06MeXeHOo Bi4NOBIga/IbHICTIO
«[iHiNpoNeTpPOBCbLKNIi MeaNYHUIA iHCTUTYT
TpaAWuiiiHOI | HeTpaaMLiiHOT MeguuMHN», Kadhegpa
«BHYTpiWHLOT MeguuuHM Nel» (3  Kypcom
HelipoHayK), M. [IHinpo

nikap Xaitos P.IM.

MeauuHwuii ueHTp KoMyHanbHOro nignpuemcTsa
«[JHINPONeTPOBCbLKNIA oGnacHwuii
cnewianizoBaHunii peaGinitauiiiHnii LEeHTp
«CONOHUI numaH» [HINponeTpoBCLKOI 061acHOT
paaun», BigdiNeHHs BiAHOBHOrO /liKyBaHHS HaC/iaKiB
3ananbHuX, [OereHepaTtuBHUX, AEeMIEMIHI3YUNX
3axBoploBaHb HepBOBOI cuUcTeEMW, TOBapuUCTBO 3
0OMEXEHO  BignoBigasbHICTIO  «OHINPOBCLKMIA
MEeANYHUIA IHCTUTYT TPaAMLiAHOT Ta HeTpaauLiiHOl
MeanMUUHN», Katheapa «BHYTPILHBbOT MeAULUHY 3
KYpPCOM NpodpislaKTUHHUX AUCLMMIIH», M. IHINpo

6. NopaTok Ne 17.2 Big, 16 rpyaHsa 2022 poKy ao MpoTtokony KniHiuHOro pgocnimxeHHs 16T-MC-AMAP, 3
iHkopnopoBaHoto nonpaskoto (b) Big 21 nunHAa 2022 poKy, aHrnilicbKolo mMoBOtO; IHchopmauisa gns
nauieHTa gocnimxeHHs Ta ®opma IHhopmoBaHOI 3roau Ha y4yacTb y A0[4aTKOBOMY nepiogi nikyBaHHA
A5 BAKOPUCTaHHA B YKpaiHi, Bepcis Big, 16 ntotoro 2023 poKy yKpaiHCbKOIO Ta POCiliCbKOo MOBamMu 10
NPOTOKONY KNiHIYHOrO AOoCnimKeHHs1 «baraToueHTpoBe, Bigkpute, MogosxeHe LocnimkeHHs 1l ®asm and
OuiHkn [fosrotpuBasioi EdiekTMBHOCTI Ta besneyHocTi 3actocyBaHHA Mipikisymady y [lauieHTiB i3
Bupaskosum Konitom MNomipHoro Ta Tspkkoro Mepe6iry (LUCENT 3)», kof pgocnigxeHHs 16T-MC-AMAP, 3
iHKopnoposaHoto nonpaskoto (b) Big 21 nunHa 2022 poky; cnoHcop - Eni Mlinni eng KomnaHi, CLUA / Eli Lilly and
Company, USA

3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

7. Inchopmauis ana nauieHta i Popma iHcbopmoBaHoi 3roau, Mogenb ana YkpaiHu, Bepcisa 3.0 Big 20
noToro 2023 poKy, YKPaAiHCbKOKO Ta POCIfAiCbKOK MOBaMu [0 MPOTOKO/Y KIHIYHOTO AOC/TiAKEHHS
«PaHgomizoBaHe, noggiiHe cnine, nnauebo-kOHTPOsIbOBaHe, GaraTtoueHTpoBe AochimpkeHHs 3b dasm 3
METO OLiHKN e(PeKkTUBHOCTI Ta 6e3MeYHOCTI NiALKIPHOrO BBEAEHHS rycesibKymMaoy A/151 3MEHLLEHHS O3HaK i
CYMMTOMIB Ta CMOBI/IbHEHHSI PEHTIEHO/IONYHOT NPOrpecii y NauieHTiB 3 akTUBHMM NCOPIaTUYHUM apTPUTOM,
kKoa pocnipkeHHss CNTO1959PSA3004, nonpaBka 2 Big 04 TpaBHs 2022 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / fAHcceH ®apmaueBTuka HB, Benbris

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

8. OnutyBanbHUK pgna pentepiB  C-VISA, Bepcia: «MRL184338_C-VISA_MK8180-008-04
Amendment_07_Dec_2022_UKR(UKR)», ana YKpaiHMW YKpaiHCbKOIO MOBOI; OMUTYBaNlbHUK ANA
peiitepiB C-VISA, Bepcia: «MRL184338_C-VISA_ MK8189-008-04 Amendment 07_Dec_2022
RUS(UKR)», ana YKpaiHM poOCiifiCbkol0 MOBOIO; 3MiHA BignoBiga/IbHOro AoOC/igHMKA 4O NPOTOKO/Y
KMIHIYHOTO JocnigpkeHHs «PaHgomisoBaHe, nogsiliHe-ciine, 3 nnauebo Ta akTMBHUM KOHTPO/IEM JliKyBaHHS
pocnimpkeHHs1 2b dhasn edpekTmBHOCTI Ta 6e3neyHocTi MK-8189 y naujieHTiB 3 roCTpMM eni3o4oM LLUM30PEHIi»,
Koa gocnigpkeHHs MK-8189-008, 3 iHkoprnopoBaHot nonpaskot 04 Big 16 nuctonaga 2022 poky; COHCOp -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTI0 «MC/, YkpaiHa»

BYNO
reH. gupektop KosaneHko B.B.
KomyHasnbHe HekoMepLiiHe nignpPUeEMCTBO
XapkiBcbkoi o6nacHoi paan «O6nacHa KiHiYHa
ncuxiatpuyHa — nikapHa  Ne3»,  ncuxiatpuuHe
BiAJINEHHS NEepBUHHOINO MNCUXOTUYHOrO enisony,
M. XapkiB

CTANIO

K.M.H. MaHry6i B.O.

KomyHasnbHe HekomepLjiiHe nignpPMeEMCTBO
XapkiBcbkoi o6nacHoi pagn «O6nacHa KiHiYHa
ncuxiatpuyHa  nikapHa  Ne3»,  ncuxiatpuuHe
BiAZINEHHS NEepBUHHOIO MNCUXOTUYHOrO enisony,
M. XapkiB

9. OHoB/eHa Gpoluypa AocnigHUKA [OCNiAKYBAHOro fikapcbKoro 3acooy BAY 86-5321 | acdhni6epcent
Bepcia 17.0 Big 03 ntotoro 2023 A0 NPOTOKOY KIHIYHOrO AOCAIMKEHHSA «[oaaTKoBe AOCIMKEHHS A/

3



OUiHKM [0BroCTPOKOBUX pe3ynbTaTiB JliKyBaHHA MauieHTiB, SAKi OTpuMyBannM iKyBaHHA Big peTuHonartii
HefoHoLWeHNX Yy pochimpkeHHi 20090», kon pocnimpkeHHs No. BAY 86-5321 | 20275, sepcia 2.0 Big 27
nnctonaga 2019 poky 3 iHTerposaHow Monpaskoto 1 Big 27 nuctonaga 2019 poky; cnoHcop - Baiiep Al,
HimeuunHa

3anBHUK - TOB «Baiiep», YkpaiHa

10. Bpouwypa aocnigHuka Bepcis 14.0 Big 07 rpygHa 2022p.; NMoAoBXeHHs1 TepMiHy TpuUBanocCTi
KNiHIYHOTO BUNPOGYyBaHHA B YKpaiHi g0 30 KBiTHA 2025p. 0 NpOTOKO/Y KAIHIYHOro AocnimkeHHst «dasa lll,
paHAomi3oBaHe, NoaBiiHe cnine, nnauebo KOHTPOSibOBaHE AOCNIMKEHHS BU3HAYEHHSA e(EeKTUBHOCTI Ta
6e3neyHoCTi KonaHnicioy B koMbGiHaLil 3 pUTYKCiMaboM Yy NauieHTiB 3 peunanBoM iHAONEHTHOI B-KAITUHHOT
HexXomKKIHCbKOT nimdoomm (iHX/T) — CHRONOS-3», koa gocnimkeHHs No. BAY 80-6946 | 17067, sepcis 7.0 3
iHTerposaHoto nonpaskoto 11 Big 22 TpasHA 2020 p.; cnoHcop - «baliep Al'», HimeuunHa

3anBHUK - TOB «baliep», YkpaiHa

11. bpolwypa gocnigHuka ana gocnigkysaHoro nikapcbkoro 3acoody HLX10, Bepcis 6.0 Big, 25 XOBTHA
2022 poky; dopma iHopmMoBaHOI 3rogun Ans yyacTi y HAyKOBOMY KNiHIYUHOMY gocnigkeHHi, Mogenb
AnA YKpaiHu, Bepcia 8.0 Big 10 ciuHA 2023 poky, YKpPaiHCbLKOIO Ta poCilficbkoo MoBamu; flogaTkoBa
c¢hopma iHchopmoOBaHOI 3rogu Ha JliKkyBaHHSA Micns NPOrpecyBaHHA 3aXBOPIOBaHHA (HEO6OB’A3KOBA),
Mogenb ansa YkpaiHu, Bepcis 6.0 Big, 10 ciuHa 2023 poKy, YKpPAiHCbKOIO Ta POCiiCbKOIO MmoBaMu; 3MiHa
HasBM MiCUb MPOBeAEHHA K/iHIYUHOrO BUNPOOYBaHHsA; 3MiHa BiANOBIAa/ILHOrO AocCnigHMKA [0
NPOTOKONY KNiHIYHOro AocnimkeHHs1 «PaHgomi3oBaHe noAgiliHe crine 6araToUeHTpoBe AoC/impKeHHs dhasu
ONS MOPIBHAHHSA  KAiHIYHOT ed)eKTMBHOCTI Ta 6e3neyHocTi HLX10 (pekoMGiHaHTHOro rymaHi3oBaHOro
MOHOK/TOH&/1bHOTO aHTuTINa Ao PD-1 (aHTu-PD-1) ans iH'ekwuiii) B KOMGiHaLiT 3 xiMioTepanieto (kapboniaTuH +
eTonosua) y paHile HenikoBaHUX nauieHTiB 3 NowmpeHo dopmoto ApiGHOKMITUHHOTO paky nereHi (AKPJT)»,
ko4 pocnimpkeHHs HLX10-005-SCLC301, sepcia 5.0 Big 22 kBiTHA 2022 poky; cnoHcop - Shanghai Henlius
Biotech, Inc., China / LWaHxain XeHniyc balioTek, IHK., Kutaii

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

BY/O

CTAJNIO

O.M.H., npody. BoHaapeHko |.M.

KomyHasibHe HekomepuiiiHe mignpueMcTBo «Micbka
KniHiyHa nikapHa Nod» [OHINPOBCbKOI MiCbKOT
pagu», BigaineHHa XximioTepanii, JepxaBHuii
3aknapg, «[iHinponeTpoBCbKa MegUUHa akagemis
MiHicTepcTBa OXOpPOHU 3[0pPOB‘A  YKpaiHU»,
Kacbegpa OHKoMOrii Ta MeAMYHOi  pagionorii,
M. [Hinpo

O.M.H., npody. BoHaapeHko |.M.

KomyHasibHe HekomepuiiHe mignpuemcTBo «Micbka
KniHiyHa nikapHa  Nod» [OHINPOBCLKOI MiCbKOT
pagu, ximiorepaneBTUUYHe BiAAiNIeHHA 3 AEeHHUM
cTauioHapom, JAHinpoBCbKuii AepxaBHUii
MegUUHWIA yHiBepcuTeT, Kadegpa OHKosorii Ta
MeaunyHoI pagionorii, M. [JHiNpo

nikap CemereH H0.B.

Ob6nacHe KOMyHaslbHe HekoMepLiliHe NigNPMEMCTBO
«BYKOBUHCBKWI  K/TIHIYHWIA  OHKOMOFIYHWIA  LLEeHTP»,
BiAfiNeHHs AeHHOro ctauioHapy, M. YepHisLi

nikap MNipsep6eybka A.B.

O6nacHe KOMyHaslbHe HekoMepLiliHe NigNPUEMCTBO
«BYKOBUHCBKWI  K/TIHIYHWIA  OHKOMOFIYHWIA  LEHTP»,
CTPYKTYPHUI Nigpo3Ain KAiHIYHOT  OHKOJOrii,

M. YepHiBui

12. bpowypa gocnigHuka ansa npenapary STELARA® (ustekinumab), BuaaHHA 24 Big 16 ntotoro 2023
poky; OHOBJ/IEHHA mMoAayna Jocbe AOCNiAKYBaHOro nikapcbkoro 3aco6y CNTO01959 (rycenbkymad):
Module 3 “Quality” — IMPD: Drug Product, Pre-Filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry,
Manufacturing, and Control, Bepcia 7.0 Big rpyaHa 2022 poky [0 NPOTOKO/Y KNiHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe, noggiHe cnine, nnauebo-KOHTPO/IbOBaHE Ta 3 aKTMBHUM KOHTPO/sIEM, GaraTtoueHTpoBe
JocnimkeHHs dasn 2/3, Wo NpoBOAUTLCA Y MapasiefibHUX rpynax 3 MEeTO OUIHKA edqIeKTMBHOCTI Ta
6e3neyHOCTi rycenbKyMaly Yy nauieHTiB i3 XBopo6oto KpoHa B akTuBHIl hasi Big cepefHboro A0 BaXKKOro
CTYNeHs TAXKKOCT», kog, pocnimpkeHHas CNTO1959CRD3001, 3 nonpaskow 5 Big 12 nunHa 2022 poky;
cnoHcop - Janssen Pharmaceutica NV, Belgium / Anccen ®apmauesTuka HB, benbris

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

13. OHOBIEHWI NPOTOKOJ1 KNiHiYHOro BUNnpo6yBaHHA MK-3475-587, 3 iHkopnopoBaHoto nonpaskoto 04
BiAg 15 rpyaHA 2022 pokKy, aHIriicCbKOK MOBOLO; 3MiHA Ha3BM NMPOTOKOJ1y KNiHIYHOrO BUNPOGYBaHHS;
YkpaiHa, MK-3475-587, inchopmau,is Ta AOKYMEHT Npo iHhopMoBaHy 3rogy A/ naudieHta, Bepcis 2.02
Big, 23 ntoTtoro 2023 p., YKpPaAiHCLKOKD MOBOIO; YKpaiHa, MK-3475-587, iHchopmauis Ta JOKYMEHT npo
iHcbopmoBaHy 3roay AnA nauieHTa, Bepcia 2.02 Big 23 ntotoro 2023 p., poCiicbKO MOBOIO; YKpaiHa,
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MK-3475-587, iHchopmauis Ta AOKYMeHT npo iHchopmoBaHy 3roay Ans nauieHTiB, AKi nepedyBaloTb Ha
crnocTepeXeHHi Ans ouiHKM BMXuBaHOCTI, Bepcia 1.01 Big 08 niotoro 2023 p., yKpalHCLKOIO MOBOIO;
YkpaiHa, MK-3475-587, iHchopmaunis Ta AOKYMeHT npo iHopmoBaHy 3rogy A/ NALEHTIB, AKi
nepe6yBaloTb Ha CMOCTEpPeXeHHi A/l OLiHKN BuXuBaHOCTI, Bepcia 1.01 Big 08 nrwoToro 2023 p.,
pociiicbKol0 MOBOIO; 3pa30oK MapKyBaHHS [JOCAigKyBaHOro nikapcbkoro 3aco6y MK-3475_Kit, Bepcis
2.0 Big 23 TpaBHA 2022 pOKy, aHIMIACbKOID Ta YKPAiHCbKOIO MOBOI; 3pa3oK MapKyBaHHS
pocnigxyBaHoro nikapcbkoro 3aco6y MK-3475_Vial, Bepcis 2.0 Big 23 TpaBHA 2022 poKy, aHIM1iINCbKOKO
Ta YKpaiHCbKOI0O MOBOIO; 3pa3oK CNpoLeHOro MapKyBaHHAl 3apeecTpoBaHOro B YKpaiHi NikapcbKoro
3aco0y, AKMiA 3aCTOCOBYETLCA B K/IIHIMHOMY BUNpoOGyBaHHi ana npotokony MK-3475-587, Bepcia 2.0
Big 06 ntotoro 2023 p., yKpPaAiHCbKOKD MOBOI [0 MPOTOKONY K/MiHIYHOrO AOCAIMKEHHSA «baraToueHTpoBe,
BigKpuTE, po3wmnpeHe gocnigkeHHs 1l dpasm ana BMBUEHHS AOBrOCTPOKOBOI 6e3nekn Ta e(peKkTUBHOCTI y
YYaCHUKIB 3 PO3MOBCHOAXKEHMMU NyXMHaAMK, SKi Yy AaHuiA yYac nepebyBaloTb Ha AikyBaHHI abo nig
CNOCTEPEXEHHAM Y [AOCIMKEHHI i3 3acTOoCyBaHHAM nem6ponisymady», kon pocnigpkeHHs MK-3475-587,
Bepcisa 3 iHkoprnoposaHoto nonpaskoto 03 Big 19 kBiTHA 2021 poky; cnoHcop - TOB Mepk Wapn eng doym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

BY/NO CTANIO
«barartoueHTpoBe, BigKpuTe, po3wupeHe | «baraToueHTpoBe, Bigkpute gocnimpkeHHs Il dasm
AocnigKeHHs " hasu ons BMBYEHHSA | 419 OUIHKM [OBrOCTPOKOBOI Ge3ne4yHoCTi Ta

[OBroCTPOKOBOI 6e3nekn Ta e(eKTUBHOCTI y | e(peKTUBHOCTI B Yy4YaCHUKIB, SKAM Hapasi
YUYaCHUKIB 3 PO3NOBCIOMKEHNMU NYXJSIMHAMU, SKi | NPOBOAUTBLCA JliKyBaHHA a60 CMOCTEPEXEHHA Y
y AaHwnii yac nepeGyBaloTb Ha NiKyBaHHI aGo nif, | AOCNIMHKEHHSAX, wo BK/1IOUAIOTb
CMOCTEPEXEHHAM y [OCnimpKeHHi i3 | nemGponisymao»

3acTOCyBaHHAM nNemoponizymady»

14. OHOBEHWIA NPOTOKO/ KNiHiYHOro pocnimkeHHa 02, Bepcia 1 Big 22 nuctonaga 2022 poky,
aHrNifcbKOK MOBOIO [0 MPOTOKOY KAIHIYHOTO AOoChigkKeHHA «PaHgomizoBaHe, noAgiliHe cnine, nnauebo-
KOHTPO/IbOBaHe [OCNiMKEHHA A8 OOrpyHTYBaHHA KOHUenuil LWoA0 OUiHKM edeKTMBHOCTI Ta 6e3neku
3acTocyBaHHA SAR443122 (iHribiTopa RIPK1) y nauieHTiB 3 nigroctpum abo ANCKOTAHUM/XPOHIYHUM LUKIPHUM
YepBOHMM BOBYAKOM CEPEAHbOrO i TSHXKKOTO CTyMNeHs», Kog gochigpkeHHs ACT16404, oHOBMEHWT NPOTOKOS
KniHiyHoro pocnimkeHHa 01, sepcia 1 Big 10 rpyaHa 2021 poky; crnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIiC peluepll e gesenonmad, ®paHLis)

3asaBHUK - TOB «CaHogi-ABeHTIC YKpaiHa»

15. 36inblIeHHA 3an/1aHOBaHOI KiIbKOCTI AOCAiAKYBaHNX 4151 BK/IIOUEHHSA Y BUNPOGYBaHHA B YKpaiHi
3i 140 go 180 oci6; MoaoBXeHHA TPMBANIOCTi NPOBeAEHHA K/iHIYHOro BUNPOGYBaHHA B CBIiTi Ta B
YKpaiHi 8o 24 yepBHA 2024 p. 40 NPOTOKOAY KiHIYHOrO AocnigxeHHs «barartoueHTpoBe paHAoMi3oBaHe,
noAgiiHo cnine, nnaue60-koHTPoIboBaHe JocnimkeHHs Il dha3n 3 MeTol OUiHKM 03aHimoay AN nNpuinomy
nepopasibHO NpW NPOBeAEHHI iHAYKLUIAHOT Tepanii nauieHTam i3 cepefHbOTSHKKUM ab0o TsHKKUM nepeb6irom
XBOpo6y KpoHa B akTuBHI chopmi (ocnimxkeHHa Nel 3 ouiHKv iHAYKUiAHOT Tepanii)», ko4 AOCAiMKEHHS
RPCO01-3201, pegakuis 6.0 Big 14 yepBHa 2021 p.; cnoHcop - «CengxeH IHTepHewnn Il Capn» (Celgene
International Il Sarl), LUseuapis

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

16. OopaTok 2 Bepcii 3.0 Big 01 6epe3Ha 2023 pokKy (aHrniicbkoo MoBOI0) A0 MpPoToKoNy KiiHiUHOro
pocnipkeHHs, Bepcia 4.0 Big 30 BepecHA 2021 poky (aHrniicbko MoBOL0); IHchopmaLiiHuiA NTNCTOK
nauieHta Ta ¢opma iHcopmoBaHOi 3rogu: dakynbTatTMBHE NiAAOCNIAKEHHA 3 BUKOHAHHA
NOMOGaNbHOI NYHKLIT ANA B3ATTA CNIMHHOMO3KOBOI PiANHN, & TaKOX B3ATTA KPOBIi i CNIMHKU, Bepcia 6.0
Bif, 22 ntotoro 2023 poKy (aHrniicbKor, YKPaiHCbKOIO Ta POCiliCbKOK MOBamMM) 4,0 NPOTOKO/Y KAiHIYHOTO
pocnigxeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-kOHTPO/IboBaHe, GaraToLeHTPoBe AOC/iKEHHS
hasn 2 gna ouiHki BnAmBy npenapaty IMU-838 Ha akTMBHICTb 3axXxBOPKOBAHHA, fika BUMIPIOETLCS 3a
pe3ynbTartaMmy MarHiTHO-pe3oHaHcHoT Tomorpadii (MPT), a Takox 6e3neyHiCTb | NTepeHOCUMICTb Y NauieHTiB 3
peunanByoUMM-peMiTyioumMM poscisHum ckneposom (PPPC) (EMPhASIS)», kog gocnigxeHHs P2-IMU-838-
MS, Bepcis 4.1 Big 23 rpygHs 2022 poKy; CnoHcop - «IMMyHiK Al», HimeuyumHa / Immunic AG, Germany
3asnBHMK - TOBApMCTBO 3 06MEXEHO BignoBigasibHICTIO «BEPYM KJTIHIKAT PICEPY», YkpaiHa

17. NMopoBXeHHA TPUBAOCTi KMiHIYUHOro BMNpPOGyBaHHA B YKpaiHi go 31 rpyaHa 2023 poKy Ao
NPOTOKONY KMIHIYHOTO AochifpkeHHs «baratoueHTpoBe, noABiliHe cnine, paHAOMi30BaHe KJliHIYHe
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pocnipkeHHs 1l dasu ans ouiHkn edektuBHoCcTi Ta 6e3neuHocTi npenapaty LPRI-CF113 B NOpiBHSAHHI 3
nnaue6o npu sikyBaHHi eHAoMeTPIo3y BNPOLAOBX 3 LMKNIB 3 NOAaNbLUMM BiAKPUTUM NiKyBaHHAM BNPOAOBX 3
uMkniB», Kog gocnigpkeHHa CF113-302, octatoyHa Bepcisa 2.0 Big 10 6epesHa 2022 poky; cnoHcop - «4emo
Pe3epu C.J1.» (Chemo Research S.L.), IcnaHis

3aaBHUK - «Ckoyn IHTepHewwHn AlN», HimeuunHa

18. Bpowypa aocnigHuka [OCAifAXYBaHOro nikapcbkoro 3aco6y CT-P13, Bepcia 20.0 Big 06 ciuHsA
2023p., aHrNificbKOK MOBOK [0 MPOTOKO/Y KAiHIYHOrO AocnigXeHHs «PaHgomizoBaHe, nnauebo-
KOHTPO/IbOBaHe, NoAgiiiHe chine gocnigxkeHHs dpasn 3 ANs OUiHKM ethekTUBHOCTI | 6e3neyHocTi npenapaty CT-
P13 (CT-P13 SC) gnsa nigwkipHoro BBEAEHHS, B SIKOCTI MiATPUMYKOUOT Tepanii nauieHTiB i3 BUPA3KOBUM
KOMITOM cepefiHbOoro Ta BaXKOro CTyNeHs TSHKKOCTi», kog, gocnimpkeHHs CT-P13 3.7, Bepcis 5.0 Big 04 cepnHs
2020 p.; cnoHcop - LUENNTPIOH, IHk, Pecny6nika Kopes (MiBaeHHa Kopesa)/CELLTRION, Inc., Republic of
Korea (South Korea)

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

19. Bpowypa pocnigHuKa AocCigKyBaHOro nikapcbkoro 3aco6by JNJ-54767414 (papatymymac),
BugaHHA 19 Big 15 rpygHa 2022 poky aHrniicbkoro MoBowo; IHchopmauis ansa nauieHta Ta dopma
iHcbopmoBaHoi 3rogn, Bepcia 11.0 Big 31 ciuHA 2023 poKy YKpaiHCbKOK Ta POCIACbKOIO MOBaMu [10
NPOTOKONY KIHIYHOrO AOCNimKeHHA «PaHaoMizoBaHe 6GaraTOLEHTPOBE KNiHIYHE AOochifKeHHs 3 dhasu
NOPIBHAHHSA MNiALIKIPHOrO Ta BHYTPILLHbOBEHHOrO BBeAEHHS [apaTtymymady y nauieHTiB 3 peuynanBHO Yu
pethpakTepHO0 MHOXMHHOK MIENIOMOI», KOA, A0CNipKEHHA 54767414MMY3012, 3 nonpaskoio Amendment 4
Big 01.04.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Bernbris

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

20. BiTanbHa KapTka ana nauieHta (MK1242-035_Anniversary Card_V1_Ukrainian-UA), Bepcia 1 gns
YKpaiHu, ykpaiHCcbKolo MoBOK; Martepiann gnsa agocnigHukis: CrtpaTterii popmMyBaHHA [oBipu Ansa
yTpUMaHHA nauieHTiB y aocnimkeHHi (MK1242-035_Building Trust_V2_Ukrainian-UA), Bepcia 2 ansa
YKpaiHu, yKpaiHCbKOIO MOBOIO; TakTuka yTpumMaHHa (MK1242-035_Retention Pathway_V1_Ukrainian-
UA), Bepcisa 1 ana YKpaiHu, yKpaiHCbKOI0 MOBOIO; Mopaan Ta HaragyBaHHA WOA40 YTPMMAaHHSA NayieHTiB
y AocnigpkeHHi (MK1242-035_Retention Tips and Reminders_V1_Ukrainian-UA), Bepcisi 1 gnsa YkpaiHu,
YKPAiHCbKOIO MOBOIO 10 MPOTOKONY KNiHIYHOIO JochifpkeHHs «PaHgomizoBaHe nnaue60-KOHTPOo/iboBaHe
6a30Be KniHiyHe pocnigxeHHs Il dasm onsa ouiHkM edhekTMBHOCTI Ta 6e3neku Bepiudiryaty | MK-1242,
CTUMY/IATOPA PO3UYUHHOT ryaHinaTumkiasu, y 4Opoc/nx 3 XPOHIYHOK CepLLEBO HELOCTATHICTIO 3i 3HMXEHOID
hpakuieto Buknay», kog gocnimpkeHHs MK-1242-035, 3 iHkoprnioposaHoto nornpaskoto 02 Big 01 cepnHs 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

21. Inchopmaunis anAa nauieHta Ta Popma iHthopmoBaHoi 3rogn — Mpotokon 73841937NSC3003, Bepcis
7.0 yKpaiHCbKOIO MOBOIO AN YKpaiHu Big 06.02.2023; IHcopmauis ana naudieHta Ta Popma
iHcbopmoBaHoi 3rogun — NMpoTtokon 73841937NSC3003, Bepcia 7.0 pociicbKOO MOBOIO A1 YKpaiHu Big,
06.02.2023; 3miHa Ha3BW MicUA NpPOBeAEHHSA KNiHIYHOrO BUMPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOIO
[ocnimpkeHHss «PaHaoMi3oBaHe KiiHiuHe pocnigpkeHHss da3m 3 kombiHoBaHOI Tepanii AMiBaHTamaGom Ta
Na3zepTiHiGOM Yy MOPIBHAHHI 3 OCUMEPTUHIOOM Ta Yy MOPIBHAHHI 3 JlasepTiHIGOM AK nepLuol NiHil Tepanii y
nauieHTiB 3 MicLeBoO-nowrpeHuM abo MeTacTaTUdHUM HefpPiOHOKNITUHHUM pakoMm JfiereHb 3 MyTalji€eto
peuenTtopiB enigepmansHoro caktopa pocty (EGFR-myTauieto)», ko gocnigxeHHs 73841937NSC3003, 3
Monpaskoto 3 Big 22.08.2022 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNO CTANO
A.M.H., npod. BoHaapeHko |.M. O.M.H., npodp. BoHaapeHko I.M.
KomyHasnibHe HekomepuiiiHe mignpueMctBo «Micbka | KOMyHanbHe HekomepuiiiHe mignpueMctBo «Micbka
KniHiyHa nikapHa Ned» [HINPOBCBLKOT MICbKOI pajw, | KniHiyHa nikapHa Ned» [JHINPOBCLKOI MiCbKOT paau,
XiMioTepaneBTUYHe BigAiNEHHSs 3 OEHHMUM | XiMioTepaneBTUYHE BigAINEHHS 3 OEHHUM
cTauioHapom, JAHinpoBcbKnii AepXXaBHuWii | cTauioHapom, M. [HINpo
MeAUUYHUIA YHiBepcuTeT, Kadegpa OHKONOrii Ta
MeAUNYHOI pagionorii, M. IHINpo




22. IHchopmauis gnsa yyacHuka i @opma 3rogm Ha yyactb AnAa gopocnux piHanbHa Bepcia 5.0-UA(UK)
Bif 07-Bepe3Hs-2023, ykpaiHCbKOI0 MOBOIO; IHhopmaLifa ana yyacHuKa i Popma 3rogm Ha yyactb ans
popocnux ciHanbHa Bepcia 5.0-UA(RU) Big 07-Bepe3Hna-2023, pociiicbkolo MoBoto; IHchopmauis gns
yyacHuka i Popma 3roau Ha yyactb Anf 6atbKiB piHanbHa Bepcia 5.0-UA(UK) Big 07-BepesHsn-2023,
yKpaiHCbKO MOBOIO; IHopmauia ana yyacHuka i dopma 3rogu Ha yyacTb A1l 6aTbKiB (piHa/IbHa
Bepcia 5.0-UA(RU) Big 07-Bepe3Hsa-2023, pociiicbkolo MOBOIO; IHhopmaLisa ansa yyacHuka ta dopma
3rogn Ha y4vactb y gocnigxeHHi gnsa nignitkis (14-17 pokiB) ¢iHanbHa Bepcis 5.0-UA(UK) Big 07-
Bepe3Ha-2023, yKpaiHCbKO MOBOLO; IHchopmauia gnsa yyacHumka ta Popma 3rogu Ha y4yactb y
pocnipkeHHi gna nignitkie (14-17 pokiB) ciHanbHa Bepcia 5.0-UA(RU) Big 07-Bepe3Hs-2023,
POCilicbKOKO MOBOKO [0 MPOTOKO/Y KAiHIYHOrO AoCnigXeHHs «EekTnBHICTb Ta 6e3neka NpogiakTM4YHOro
3actocyBaHHA KoHuusymaly y nauieHTiB 3 remodpiniieto A uM b, ycknagHeHow iHribiTopamm», Kopg,
pocnipkeHHa NN7415-4311, chiHanbHa Bepcia 7.0 Big 18 uvepsHA 2021 p.; cnoHcop - Novo Nordisk A/S
(OaHis)

3asBHuK - TOB «HoBo Hopgaick YkpaiHa»

23. 36inblUeHHs 3an/1aHOBaHOI Ki/IbKOCTI AOCAiIfKYBaHNX AN BKIIOYEHHA Y BUNTPOOGYBaHHS B YKpPaiHi 3
70 po 90 oci6; MopoBXEeHHA TPUBAIOCTiI MPOBEAEHHSA KMiHIYHOTO BUNPOGYBaHHA B CBIiTi Ta B YKpaiHi A0
24 yepBHA 2025 p. fO NPOTOKONY KAIHIYHOTO AOCAifKEHHA «baraToueHTpoBe paHAoMi3oBaHe, NoAaBiiHO
cnine, nnaue6o-KoOHTposiboBaHe gochimkeHHs |l a3y 3 MeTOK OUiHKM O3aHimopy ANsi NepopaslbHOro
npuiioMy MNpu NpPoOBeAeHHI NiATPUMYOUOT Tepanii nauieHTam i3 cepeAHbOTSXKMM abo TSHXKKUM nepebirom
XBOpO6M KpoHa B aKTMBHIn dhopmix», kog gocnimkeHHs RPC01-3203, pepakuis 6.0 Big 14 yepBHa 2021 p.;
cnoHcop - «CenmxeH IHTepHeluHn || Capnx» (Celgene International 1l Sarl), LWselilapis

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC A-YKPATHA»

24, 36inblUEeHHs 3an/1IaHOBaHOI KiIbKOCTI AOoCAifKyBaHUX ANSA BKIIOYEHHA Y BUNIPOOYBaHHS B YKpPaiHi 3
83 po 120 oci6; NMNoaoBXeHHsA TPUBaANOCTi NPOBeAEHHS K/iHIYMHOro BUNPOOYBaHHA B CBITi Ta B YKpaiHi
[o 27 rpygHAa 2029 p. 00 NPOTOKOMY K/HIYHOrO AOCnifpKeHHA «[loaaTkoBe GaraToOLeHTpoBe BigkpuTe
pocnigpkeHHs |l dpasm 3 METOH OUIHKM O3aHiMoAy /19 NepPopasIbHOro NPUNOMy Mpu AiKyBaHHI NaLieHTIB i3
cepeaHbOTHXKMM abo TSHXKUM nepebirom XxBopobu KpoHa B akTuBHIl hopmix», kog gocnimkeHHs RPC01-3204,
pefakuis 6.0 Big 14 uepBHsi 2021 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capnx» (Celgene International 1l Sarl),
LLBeiiyapis

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

25. MopoBXeHHs TpuBaOCTi KNiHiYHOro Bunpo6ysaHHs INCMGA 0012-101 B YkpaiHi go 31 rpygHsa
2023 pokKy [0 MPOTOKO/Y KAIHIYHOro gocnimpkeHHA «®asza 1, gocnimkeHHs 6e3nekun, nepeHocuMocTi Ta
hapmakokiHeTrkn INCMGA00012 (konuwHa Ha3Ba MGAO012) y nauieHTiB 3 CONigHNMN NyXIMHaMU Ha Mi3HixX
cTafifsx po3suTKy xBopobu (POD1UM-101)», kog pocnigpkeHHs INCMGA 0012-101, nonpaska 10 Big 01
rpyZaHsa 2022 p.; cnoHcop - «IHcainT KopropeiiwH» (Incyte Corporation), CLUA

3anBHuK - TOB «KLP Ykpaina»

26. OHoBneHHa Bpowypu AocnigHuka (J/loHadapHi6), Bepcia 10.0 Big 22 nwoToro 2023 poky
(aHrnifncbKOK MOBOIO) A0 NPOTOKOJY K/IHIYHOIO AOCNiAXeHHs «PaHaoMi3oBaHe, 4aCcTKOBO NoABiHe criine,
MaTpuyHe pocnigkeHHs Il dasn 3 BMBYEHHS edheKTMBHOCTI Ta 6e3nekn 50 mr noHadapHioy/100 mr
pUTOHaBIpY ABiYi Ha A06Y B NOEAHAHHI 3 NerifiboBaHUM iHTepdepoHoM asbha-2a y 1,03i 180 mkr abo 6e3 Hboro
NPoTAroM 48 TWXHIB Yy NOPIBHAHHI i3 MOHOTepanieto neriiboBaHNM iHTepdepoHoM anbda-2a Ta fikyBaHHAM
nnauebo y nauieHTiB 3 XPOHIYHOW iH(peKuiew Bipycy renatuTty fgenbTa, CTaH AKMX NiGTPUMYETbCA 3a
[LOMOMOro HykneosngHoi (HykineotugHoi) aHtn-HBV Ttepanii (D-LIVR)», kog pocnipxeHHsa EIG-LNF-011,
nonpaska 03 Big 29 xoBTHA 2021 p.; cnoHcop - «Elirep Bio®apmachbioTikans, IHk.» (Eiger BioPharmaceuticals,
Inc.), USA

3aaBHuUK - «biopaci, En-En-Ci», CLLUA

27. Bopatok 1.0 Big 06 Gepe3sHa 2023 poky o posginy 10 IHcopmauii npo gocnimkeHHA Ta hopmu
iHcbopMoBaHoOi 3rogu, nokasibHa Bepcia Homep 3.0 AnA YKpaiHM yKpaiHCbKOK MOBOIO, farta Bepcii 16
rpyaHAa 2021 poky Ha ocHoBi MacTtep Bepcii Homep 5 Big 16 nuctonaga 2021 40 NPOTOKONY KAiHIYHOMO
pocnipkeHHsa «MixHapogHe, paHAoMi3oBaHe, NoABiliHe crine, nnaueb0-KOHTPOSIbOBaHE [AOCAIMKEHHA 3
METOK OLHKM BM/IMBY LMKNOCUIKATY LUPKOHIKO HATPil0 Ha CepueBO-CYAMHHI Hacnigku, nos’sa3aHi 3
apuTMIEI0 B YYaCHWKIB 3 PeLUAUBYIOHOO TrinepkaieMieto, AKi 3HaXOAATLCA Ha XPOHIYHOMY remogiasnisi
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(DIALIZE-Outcomes)», kog, gocnimpkeHHs D9487C00001, sepcisa 2 Big 05 nuctonaga 2021 poky; CnoHcop -
AstraZeneca, AB, Sweden )
3aaBHUK - TOB «ACTPA3EHEKA YKPAIHA»

28. 36inbLUEeHHS 3an/1aHOBaHOI KifIbKOCTI AOCAiAKYBaHUX A BK/IIOYEHHS Y BUNPOOGYBaHHA B YKpaiHi
3i 135 go 180 oci6; MoaoBXeHHA TPUMBAIOCTI NPOBEAEHHSA KNiHIYHOrO BUNPOGYBaHHA B CBIiTi Ta B
YKpaiHi 8o 24 yepBHA 2024 p. A0 NPOTOKO/Y K/iHIYHOrO AocnigxeHHs «bararoueHTpoBe paHAOMi30BaHe,
noABifHO cnine, niaue60o-KOHTPOIboBaHe AocnimkeHHs 11l ha3m 3 MeTor OUiHKM Oo3aHIMoAy AN npuinomy
nepopasibHO MNPV MPOBEAEHHI IHAYKUIMHOT Tepanii nauieHTam i3 cepeAHbOTSHXKKMM abo TSHKKMM nepebirom
XBOpo6M KpoHa B akTMBHIl hopmi (gocnimpkeHHs Ne2 3 OUiHKM iHAYKUIAHOT Tepanii)», ko, AO0CMiOKEHHSs
RPCO01-3202, pegakuis 6.0 Big 14 yepsHa 2021 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capn» (Celgene
International Il Sarl), LLiBeiiyapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC AI7I-YKpa'|'Ha»

29. bpouwypa gocnigHuKa aocnigKyBaHoro sikapcbkoro sacooy Efgartigimod/ARGX-113, Bepcis 11.0
Big 13 rpygHsa 2022 poky, aHrniiicbkoto MoBoto; Monpaeka 1.0 Big 13 ciuHa 2023 poky ao Bpowypa
JocnigHuKa gocnigxysaHoro nikapcbkoro saco6y Efgartigimod/ARGX-113, Bepcis 11.0 Big 13 rpyaHs
2022 poky, aHrniicbko MoBolto; IHpopmauisa ana naudieHta Ta hopma iHhopmoBaHOi 3rogu, Bepcis
5.0 ana YkpaiHu aHrniiicbKkoto MoBolo Bifg 27 notoro 2023 poky; IHchopmauia ana nadieHta Ta hopma
iHcbopmoBaHoOi 3rogm, Bepcia 5.0 gna YKpaiHUW YKpaiHCbKOK MOBOK Big, 27 nwoTtoro 2023 poky;
IHchopmauia gna naudieHTa Ta popma iHpopmoBaHOi 3roau, Bepcia 5.0 AnAa YKpaiHU PoOCiiCbKOIO
MOBOIO Big 27 ntotoro 2023 poky; JomMaluHili NOCiGHUK i3 TpaHCNOPTYBaHHA, 36epiraHHs, NigroTyBaHHA
Ta BBefleHHs gocnigpkysaHoro npenapaty edrapririmogy PH20 ansa n/w BBeaeHHs, Bepcia 7.0 Big 16
nucronaga 2022 p., yKpalHCbKOIO MOBOIO; [loMallHE KEePiBHULTBO 3 TPAHCNOPTYBaHHSA, 36epiraHHs,
nigrotysaHHsA Ta BBeAEHHA AocChifxyBaHoro npenapary edpraptirivogy PH20 ansa n/w BBeAeHHs,
Bepcia 7.0 Big 16 nuctonaga 2022 p., pOCiiCbKOW MOBOK [0 MPOTOKO/Y KIIHIYHOTO A0CAIMKEHHS
«Bigkpute 6araToueHTpoBe MPOAOBXEHHS pfocnimkeHHs ARGX-113-1904 [ BUBYEHHA 6Ge3MneyHoCTI,
nepeHocUMOoCTi Ta ehekTuBHOCTI npenapaty Edprapririmog PH20 on1a nigwkipHOro BBeAeHHs y navieHTiB 3
nyxupyatkoto (ADDRESS+)», kon pocnimpkeHHs ARGX-113-1905, sepcia 3.0 Big 05 BepecHs 2022 poky;
CrnoHcop - apmxkeHkc BB, benbrisa / argenx BV, Belgium

3asaBHUK - ToBapncTBo 3 O6MeXeHOo BignosiganbHiCcTio «kKoHTpakTHO-JocnigHnupka OpraHisauis IHHodhapm-
YkpaiHa»

30. OHOBEHUI NPOTOKON KJ/liHIUHOTO BUNPoGyBaHHA 1397-0012, Bepcis 2.0 Big 03 TpaBHA 2022 poKy;
3MiHa Ha3BM NPOTOKOJ/Y K/iHIYHOro BUNpo6yBaHHA 1397-0012; 3miHa KOHTPAKTHOI AO0CAIAHULILKOT
opraHisauii, BignoBiga/IbHOI 3a BUKOHaHHS BaXX/IMBUX 3aBAaHb Y paMKax K/1iHIYHOro BUNPOGOYBaHHSA 3
TOB «MAPEKCE/ YkpaiHa» Ha MignpuemctBo 3 100% iHo3emHOl0 iHBecTuuiclo «AUK'IOBIA PAC
YKpaiHa» [0 NPOTOKO/Y KAiHIYHOro AOCNigKeHHS «PaHaoMi30BaHe, noggiiHe chine, nnaueb60-KOHTPO/IbOBaHe
JocnimkeHHs 3 nigbopy A[03M Yy napanenbHux rpynax Afs OUiHKM ed)eKTUBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaty Bl 1291583 npu 3actocyBaHHi 1 pa3 Ha [o6y NPOTArom WoHaliMeHLwwe 24 TUXHIB y
nawieHTIB 3 BPOHX0EKTaTUYHOI XBOPO6OIO», KoA JochimpkeHHs 1397-0012, sepcis 1.0 Big 12 xoBTHA 2021
POKy; cnoHcop - bepiHrep IHrenbxaiim PLIB T'm6X Ta Ko KI', ABcTpisi (Boehringer Ingelheim RCV GmbH & Co
KG, Austria)

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

BYNO
«PaHpgomizoBaHe, nopAgiiHe cnine, nnaue6o-

CTANO
«PaHpgomiszoBaHe, nopAgiiiHe cnine, nnaue6o-

KOHTpO/IbOBaHe [AOCNiMKEHHs 3 nigbéopy A[o3u y
napanenbHux rpynax Anas OuiHKM eddeKTUBHOCTI,
6e3neyHoCTi Ta nepeHocumocTi npenapary Bl
1291583 npu 3acTocyBaHHi 1 pa3 Ha [06Yy NPOTAroM
WwoHalimeHwe 24  TWKHIB Yy  NauieHTiB 3
H6POHXOEKTAKTUYHOK XBOPOOO0»

KOHTpO/SIbOBaHe [AOCNiMKEHHS 3 nigdéopy A[o3u y
napanenbHux rpynax Ans OUiHKM edeKTUBHOCTI,
6e3neyHoCTi Ta nepeHocumocTi npenaparty Bl
1291583 npwu 3acTocyBaHHi 1 pa3 Ha f06y NPOTAroM
WoHalimeHwe 24  TWKHIB Yy  MauieHTis 3
6poHX0eKTaKkTU4HOI XBopoboto (Airleaf™)»

BYNO

CTANO

TOB «MAPEKCE/1 YkpaiHa»

MignpuemcTBo 3 100% iHO3eMHOIO iHBECTULiiEIO
«AVK'FOBIA PAC YkpaiHa»




31. 3miHa BignoBiganbHOro AocnigHUKa Micusa NpoBefeHHA BUNPOOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO
pocnipkeHHa «MoggiiHe cnine, paHAomi3oBaHe, nnaueb0-KOHTPOsIbOBaHe, GaraToOLEHTPOBE AO0CAIAKEHHS
ONnA OuiHKM BNAMBY €BOJIOKYMAaGy Ha Cepilo3Hi cepueBO-CYAMHHI YCKNaAHEHHS Y MNalieHTiB 3 BUCOKUM
PU3MKOM PO3BUTKY CEPLEBO-CYAUHHMX 3aXBOPIOBaHb 6e3 nornepeaHb0 NepeHeceHoro iHapkTy Miokapaa abo
IHCYNbTY», KOA, AocnigpkeHHs 20170625, iHKOPNOpPOBaHUA OHOB/IEHOK MonpaBkow 4, Big 23 BepecHs 2022
POKY; CMOHCOpP - «AMXeH IHK.» (Amgen Inc.), CLUA

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

BYNO CTANIO
BA.M.H., npoch. MocTtoBoii 0. M. K.M.H., goueHT CnenyeHko H.C.
MpuBaTHe Mane nNigNPUEMCTBO, MeAW4YHWn UeHTp | NpuBaTHE Masie NiANPUEMCTBO, MeAWYHUIA LIEHTP
«[lynbec», TepaneBTUYHE BigAdiNEeHHS, M. BiHHMLA «[ynbCc», TepaneBTNYHe BigaiNneHHsi, M. BiHHMLUS

32. bBpowypa pocnigHuka ANA  AocnimpKyBaHOro nikapcbkoro 3acoby CJINJ-67652000
(niraparib/abiraterone acetate fixed-dose combination) (komGiHauis  dikcoBaHux  po3
Hipanapu6ylaGiparepoHy aueTarty), BuaaHHA 4, Big 04 ciuHa 2023 poKy, aHrnilicbkoo MoBOIO; Popma
iHhopMoBaHoI 3rogu, agantoBaHa A/ KpaiHu Bepcis Ana YKpaiHu, Homep 5.1 Big 28 ntotoro 2023 poky
Ha ocHOBI MaiicTep-Bepcii ®PI3 5.2 Big 28 notoro 2023 poKy, aHrNiliCbKOI Ta YKPAiIHCbKOIO MOBaMu;
Aopatok Ao ®opmu iHhopmoBaHOI 3roau, aaanToBaHoOI ANA KpaiHU Bepcia Ana YKpaiHu, Homep 5.1 28
nmoTtoro 2023 poKy Ha OCHOBiI MaiicTep-Bepcii ®I3 5.2 Big 28 niotoro 2023 poKy, aHIMIACBKOIO Ta
YKpaiHCbKOK MOBaMU 0 MPOTOKO/Y KNiHIYHOro AOCNiMKEHHNA «Bigkpute, paH4oMi30BaHe A0CNiMKEHHA /1A
OUiHKM BigHOCHOI GiogoctynHocTi (BJ) i 6GioekBiBaneHTHocTi (BE) npenapaTiB y Burnsgi kombGiHauii i3
chikcoBaHoto go3oto (KP ) Hipanapuby nntoc abipatepoHy auetat (AA) y NOPIBHSAHHI 3 Hipanapnoom i AA, Wo
npu3HavalTbCA OAHOYACHO Y BUMSA4I MOHONpenapari, Y YOMO0BIKiB 3 pakoM nepeaMixypoBoi 3a/1031», KOf,
pocnigpkeHHss 67652000PCR1001, Bepcia lNMonpaska 3, Big 01 cepnHA 2022 poky; CAOHCOp - $HCCeH
dapmaueBTunka HB /Janssen Pharmaceutica NV, benbris

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

33. Bpouwypa gocnigHuka PetichaHnima6y (INCMGA00012), BugaHHa 9 Big 11 nuctonaga 2022 poky,
aHrnificbkoro MoBoto; IHchopmauiiiHuii nucToK i popma 3rogu, sBepcis V7.0UKR(uk)1.0 Big 08 niotoro
2023 poky, nepeknag yKkpaiHCbKOI MOBOIO Bif 16 ntotoro 2023 poky; IHhopmauiitHuii nucTok i hopma
3roaum, Bepcia V7.0UKR(ru)1.0 Big 08 ntotoro 2023 poky, nepeknag pociiicbkolo MoBOlo Big, 16 ntotoro
2023 poKy [0 NPOTOKONY KAIHIYHOIO JOChimpKeHHA «PaHfomi3oBaHe, NoggiiHe criine QOCNimKeHHs dasmn 3
[ONs OUiHKK XiMioTepanii npenapaTamMu Ha OCHOBI NIAaTUHN Y KOMGiHauii 3 npenapaTtom INCMGAO00012 a6o 6e3
HbOro B SAKOCTI Tepanii nmepwoi NiHii npy meTacTaTUYHOMY MSIOCKOKAITUHHOMY | HEMn0CKOKAITUHHOMY
HeApiGHOKNITUHHOMY paky nereHiB (POD1UM-304)», kog pocnigpkeHHs INCMGA 0012-304, sepcis 4 3
iHKOpropoBaHOoo nonpaekoto 3 Bifg, 18 )oBTHA 2022 poky; cnoHcop - Incyte Corporation, United States
3asBHUK - NignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

34. OHOBneHWii NMPOTOKON KNiHiYHOro BuNpoGOyBaHHA, Bepcia 2.3 Big 30 BepecHa 2021 poky,
aHrnincbKo MoBoLO (Tinbkn ana CLUA); OHoBieHWiT NPOTOKOJ K/iHIYHOro BUNpoGyBaHHs, Bepcis 3.0
Big 19 rpygHAa 2022 poKy, aHrIiACbKOK MOBOIO; MNMPOJOBXEHHA CTPOKIB NMPOBEAEHHA KMiHIUHOro
BUNpPOGyBaHHA B YKpaiHi no 01 BepecHsa 2027 poky; IHopmauniiiHuii NNCTOK nauieHTa Ta dopma
iHdbopMmoBaHoi 3rogu, Bepcia 5.0 ana Ykpaiiu Big 21 ntotoro 2023 p. Ha OCHOBI I1106a/IbHOI MaiicTep-
Bepcii Big 02 notoro 2023 p., aHIiACbKOO MOBOLO Ta Nepeksiag YKpPaiHCbKOK Ta POCiiCbKOIO; 3MiHA
Micus npoBeAeHHA KI/IHIYHOro BUNPOOYBaHHA [0 MNPOTOKO/Y KAIHIYHOrO AocnigkeHHs «Bigkpute
NnoAoOBXeHe AOCNIMKEHHA YOMITYKCUMaOy Yy nNauieHTiB i3 peuugmBHUM PO3CISSHUM CK/1EpP0O30M», KOp,
pocnipkeHHs TG1101-RMS303, Bepcisi 2.2 Bif 29 yepBHA 2020 poky; cnoHcop - Tikn TepanbiTUKC, IHK.,
CLWA (TG Therapeutics, Inc., USA)

3asaBHuK - TOB «K/IHIYHI BUTTPOBYBAHHSA», YkpaiHa

BYNO CTANO
K.M.H. Nactopa |.M. K.M.H. MNactopa |.M.
XapkiBCcbKka KiiHiYUHA nikapHA Ha 3ani3HMYHOMY | MeAWYHMIA LEHTP ToBapucTBa 3 OGMEXEHOIo
TpaHcnoptTi Nel ®inii  «LleHTp oXxopoHu | BignosiganbHIicTIO «ApeHcia  Ekcnsopartopi
300pOB’A» aKuioHepHoOro ToBapucrtea | MegiciH», Bigain KniHiUHUX gocnimkeHb, M. Knis
«YKpaiHCbKa 3ani3Huysa», 3-€ HeBpPOJOoriyHe
BigAaineHHA, M. XapKiB




35. OHoBneHwuit MpoTokon KniHiuHOro BUNpo6yBaHHA IMCY-MS-001, Bepcisa 2.0 Big 07 6epe3HAa 2023
POKy, aHrnificbkoto moBoto; Bpowypa gocnigHuka IMCY-0141 (IMCY-0141 Imotope™'),Bepcis 2.0 Big 13
rpyaHa 2022 poKy, aHrnificbkoo moBoto; IHchopmauis ana nadieHTa Ta Popma iHpopmoBaHOI 3roaum,
®da3za |, gna YkpaiHu, OcHoBHa, Bepcia 2.0 Big 01 6epe3Hsa 2023 poky Ha ocHoBi MaiicTep-Bepcii ®I3,
Bepcia 2.0 Big 01 Gepe3Hs 2023 poKy, aHIIIACLKOIO Ta YKpaiHCbKO mMoBamu; JoaaTkoBuii TEKCT
€/1eKTPOHHOTO LWOoAEeHHMKA (MOBIAOM/IEHHA HA €/IEKTPOHHY MOLUTY, HA3BU EKPaHy, «MOBiAOMJIEHHA NPO
nomMusikKn» (KOHTPOJIb peparyBaHHs), pi3Hi 06'ekTn nopTtany), ®as3a |, Bepcis Big 06 notoro 2023 poky,
AHIMIACbKOIO Ta YKpaiHCbKO MoBamu; 3MiHa MiCUA NPOBEAEHHA KNiHIYHOrO BUNPOOYBaHHA [0
NPOTOKONY KAiHIYHOro aocnimkeHHs «JdocnimkeHHs l/ll hasm 3 eckanauieo go3n/aganTMBHUM An3aiiHOM Ans
OUiHKM 6e3neyHocTi Ta ediekTMBHOCTI npenapaTy IMCY-0141 y naujieHTiB 3 peuuamByrouO-peMITYHOHUM
poscisHum cknepo3om (PP-PC)», kog pocnimkeHHs IMCY-MS-001, sepcis 1.1 Big 25 kBiTHSA 2022 poky;
cnoHcop - IMCIC CA, benbrist / IMCYSE SA, Belgium

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

BYNO CTANO
O.M.H., npodp. HacoHoBa T.I. A.M.H., npodp. HacoHoBa T.I.
MeaguuHuii UeHTP TOBapucTBa 3 OGMeXeHow | MeguuHuii LEHTP ToOBapucTBa 3 OGMEXEHOH
BignoBiganbLHicTIO «FapMoHis Kpacu», | BignoBiganbHicTiIO «ApeHcia Ekcnnopartopi
BigAineHHA KNiHiYHUX BUNpooyBaHb, M. Kuis MegiciH», Biagin KNiHiYHUX aocnimkeHb, M. K1iB

36. OHOBIEHUIT NPOTOKO KAiHIYHOro Bunpo6yBaHHs MK-8835-059, 3 iHkopnopoBaHoo nonpaBkoto 02
BiA 16 ntoToro 2023 poky, aHr/1iiCbKOK MOBOLIO [10 MPOTOKOJY KiHIYHOIO AOC/imKeHHS «baraTtoueHTpoBe,
noAgiiHe cnine, paHAoMi3oBaHe, NNaue60-KOHTPO/IbOBaHE KAiHIYHE paocnimkeHHst |l dasn ans oujiHkn
6e3nekn Ta ediekTmBHOCTI EpTtyrnicdhnosiHy (MK-8835/PF-04971729) y piteir, Bikom Big 10 Ao 17 pokiB
BK/TIOYHO, XBOPMX Ha LYKpOBWUIA pAiabeT 2 Tuny», kog pochipkeHHs MK-8835-059, 3 iHKOpnopoBaHOH
nonpaskoto 01 Big 11 yepsHs 2020 poky; cnoHcop - TOB Mepk LWapn eHg doym, CLUA (Merck Sharp & Dohme
LLC, USA)

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