Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKO/IB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne10 Big 16.05.2024,
HTP Ne18 Big 16.05.2024, Ha siki 6y/i1 oTpUMaHi NO3UTUBHI BUCHOBKU EKCNEPTIB»

1. «baratoueHTpoBe, paHAoMi30oBaHe, cnine KniHiYHe gocnigxeHHa dasu Il ona ouiHku edeKTUBHOCTI,
6e3nekn Ta MNEepeHOCMMOCTI pas3oBOi IHTpaTUMNaHanbHOI [03u npenapaty AC102 y MOpPIiBHAHHI 3
nepopasibHUMK cTepoigamn Ans AiKyBaHHS igionaTuyHOl panToBOi CEHCOHEBpPasIbHOI BTpaTU CyXy», Kog,
pocnigpkeHHs AC102-201, sepcis 3.0 Big 23.08.2023, cnoHcop - AyaioK'top ®apma M'm6X (AudioCure Pharma
GmbH), HimeuunHa

Pa3za - Il

3aaBHuK - IcTXOPH KniHikan Cepsicec I CllI flimiTes, Kinp

M.1.6. BignoBigansLHOro gocnigHuka

Ne n/n . -
Ha3Ba micus npoBeAeHHs KNiHIYHOITo BUNPOOYBaHHS

1. nikap ®iwyk P.M.
KomyHanbHe HekomepuiliHe nignpuemcTBo «LleHTpasibHa Micbka K/iHiYHA JlikapHA  IBaHo-
PpaHKIBCbKOT MiCbKOT paam», BiAAieHHsA Xipyprii roNosu Ta Wwui, M. IBaHO-PpaHKiBCbK

2. K.M.H. Komatuko H.A.
KomyHasibHe HekoMepujiiHe nignpnemctBo «O6nacHa KhiHiYHA NikapHsa  |BaHO-®OpaHKIBCLKOI
06n1acHoi paan», BiaaineHHsa mikpoxipyprii JJOP-opraHis, M. IBaHO-®paHKiBCbK

3. O.M.H., npod. [Jeesa HO.B.

KomyHasibHe HekomepuiiHe nignpueMcTBo «OnekcaHApiBCbka KhiHiYHa nikapHa M. Kueax
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi paan (KWIBCbKOI MICbKOI AepxaBHOT agMiHicTpaui),
BiAAINEHHS1 OTOMIAPUHIONONIT A1 A0POCNX Ta AiTen, M. Kuis

4, nikap KyniHeHko M.T.
MeamnuHnin ueHTp «YHiBepcasbHa KiHika «O6epir» ToBapucTBa 3 0OMEXEHOI BiAnoBIAASIbHICTHO
«Kanutan», KNiHiko-KOHCYy/AbTaTUBHE BigAiNeHHs, M. Kni

5. K.M.H. Jlewak B.I.
ToBapucTBO 3 06MEXEHOIO BiANOBIAABbHICTIO «KniHika 300p0OBOI PpoAMHN AcTpameny, NiKyBasibHO-
JiarHOCTUYHMIA LEeHTP «3akapnaTCbKuii LLeHTpP XipyprivyHux iHHOBaLii AcTpamen», M. YXropog

2. bpoulypa gocnigHuKa ans AocnimxysaHoro sikapcbkoro 3acoo6y frexalimab (SAR441344), BuaaHHA
6 Big 17 ciuHa 2024 poky; OHOBAMEHi 3pasKyu MapKyBaHHS BTOPUHHOI Ta MEPBUHHOI YNaKOBKU
pocnigxysaHoro nikapcbkoro 3aco6y Frexalimab 1200 mr/8 mn po3suuHy (150 mr/mn), po3unH Ans
iH’ekuiid, Bepcia 1.0 Big 27.02.2024 poky YKpaiHCbKOKO MOBOW; OHOBeHi po3ginu [ocbe
pocnigxyBaHoro nikapcbkoro 3aco6y: IMPD Quality Data A.2 Adventitious Agents Safety Evaluation,
Frexalimab, solution for injection, 150mg/mL, Big 01 rpygHa 2023 poky; IMPD Quality Data, Drug
Substance, frexalimab (150 mg/mL solution), Big 29 niotoro 2024 poky; CTA Quality Data, Drug
Substance, frexalimab (150 mg/mL solution), Appendix to S.2.6 Manufacturing process development,
Description and evolution of the C1P1F1 drug substance manufacturing process, Analytical
comparability assessment for the 500 L to 1000 L scale up, Big 27 kBiTHA 2023 poky; CTA Quality Data,
Drug Substance, frexalimab (150 mg/mL solution), Appendix to S.2.6 Manufacturing process
development, Analytical comparability assessment for the change from C1P1F1 to C2F2P2 drug
substance and drug product materials, 21 nuctonaga 2023 poky; IMPD Quality Data, Drug Product,
Frexalimab solution for injection, Dosage strength: 1200 mg/8 mL (150 mg/mL), Big 29 nioTtoro
2024 poky; MNopoBXeHHA TepMiHY NPUAATHOCTI AOCAIMKYBAHOro fikapcbKoro 3aco6y SAR441344,
po3uuH ans in’ekuiii (no 300 mr y chnakoHax o6’emom 2 M), fo 24 micAuiB; 3aslydeHHA AOAATKOBUX
BUPOGHUKIB [OCNIgKYBaHOrO Jlikapcbkoro 3aco6y SAR441344, po3uuH gnsa iv’ekyin (no 1200 mr y
c¢hnakoHax o6’emom 8 mn): Almac Clinical Services Limited, Benuka BpuTtadisa; Creapharm Clinical
Supplies, ®PpaHuifa; Almac Clinical Services Limited, CLUA; Sanofi-Aventis Deutschland GmbH,
HimeuuuHa; Quality Assistance SA, benbrisa; [oaaHHA MiXHaApOA4HOI HenMareHTOBaHOI Has3BwU
Frexalimab go gocnigxyBaHoro nikapcbkoro 3aco6y SAR441344, po3uuH ans iH’ekuii (no 300 mr y
thnakoHax o6’emom 2 mn); AoaaHHA hopmu BunycKy 1200 mr/8 mn [0 AOCNIAKYBAHOIO JliKapCbKOro
3aco0y SAR441344, po3uuH pns iH’eKuiiAi [0 NpOTOKO/y KAiHIYHOro AocnigkeHHs «PaHaomizoBaHe,
noagiiHe cnine, niauebo-kOHTPONbOBaHe [AOCMIMKEHHA da3n 2 418 OUiHKM eeKTUBHOCTI Ta 6e3neku
SAR441344, MOHOKNOH&/IbHOTrO aHTuTiNIa Jo aHTaroHicta CD40L, y naujieHTiB 3 peuuamByouM PO3CiiHUM
CK/1Iepo30M», Kof, focnimkeHHs ACT16877, 3 nonpaskoto 03, Bepcisa 1 Big 16 nuctonaga 2023 poky; CNoHcop -
sanofi-aventis recherche & developpement, France (CaHoci-ABeHTic peluepLl e gesenonmaH, dpaHLis)
3aasHuK - TOB «MAPEKCEJT YkpaiHa»



3. OHOBJIeHUIT NPOTOKOJ KNiHiYHOro gocnimKeHHA, Bepcis 6.0 Big 23 ntotoro 2024 poKy (aHrniicbKow
MoBo10); IHhopMauia ana nauieHTa Ta popma iHhopmoBaHoi 3rogu, sepcis 5.0 Big 04 6epesHa 2024
(aHrnificbKoto, yKpaiHCbKOIO Ta pocCiiicbkoto MoBamu); IHpopmaLif Npo BariTHY NapTHEPKY 4Yn BariTHY
y4yacHUL0 Ans 360py AaHUX Npo BariTHICTb Ta nonoru Ta ®opma iHhopMoBaHOi 3roan Ha 36UpaHHSA
[aHuX Npo BariTHICTb Ta nonoru (ANA BariTHOI NapTHEPKU un BariTHOI yyacHuui), Bepcia 3.0 Big 06
Gepe3HA 2024 poKy (aHrniicbKo, YKPATHCLKOIO Ta pociiicbkolo MoBamMu); JIMCT [0 NaujieHTa, Bepcis
1.0 Big 07 OGepe3Hs 2024 (aHrniicbkol Ta YKpaiHCbKOKW MoBamu); OHoBneHa Bepcia [ocbe
JocnifmKyBaHOro nikapcbkoro 3acooy IMU-838 ta6netku, 5 mr / 15 mr / 22.5 mr / 30 wmr / 45 mr, Bepcia 14
Big rpyAaHsa 2023 poky (IMPD IMU-838 Tablets 5 mg / 15 mg / 22,5 mg / 30 mg / 45 mg, version 14 dated
December 2023); OHoBneHa Bepcia Jocbe AocnimKyBaHOro nikapcbkoro 3zacooy lMnauye6o anA
IMU-838 Tabnetku, Bepcia 9 Big rpygHa 2023 poky (IMPD Placebo For IMU-838 Tablets, version 9 dated
December 2023); Bpowypa gocnigHuka Bepcii 9.0 Big 13 6epe3HA 2024 poKy (aHINMiNCbKOK MOBOIO) A0
MPOTOKO/TYy KMIHIYHOrO JocnifxeHHs «baraToueHTpoBe, paHOoMi3oBaHe, MoABiliHe chine, nnaue6o-
KOHTPOJ/IbOBaHe JOC/IMKEHHA 418 OLIHKM eddeKTUBHOCTI, 6e3neyYHocTi i nepeHocMMocTi npenapaty IMU-838 y
nawieHTiB 3 NPOrpecyryMM PO3CISHUM CKNepo3oM», Kog gocnimkeHHa P2-IMU-838-PMS, sepcis 5.1 Big 3
noToro 2023 poky; cnoHcop - «IMMyHiK AlM», HimeuunHa / Immunic AG, Germany

3anBHUK - TOB «Bepym KniHikan Picepu», Ykpaina

4. lHcpopmaunis ana yyacHuka i popma iHchopMmoBaHOi 3roaM Ha BU3HaYeHHA aHTUTIN go MOG pans
NOTEHUiiHUX y4yacHuKIB y gocnigkeHHi MOGO001, wa6s0H gna YkpaiHu, Bepcia 1.0 Big 15 6epe3Hs
2024 poKy, YKpPaiHCbKOK Ta POCIlicCbKO0 MoBaMu; 3MiHa KiJIbKOCTI gocnimxyBaHUX B YKpaiHi go
20 oci6 A0 NPOTOKOsY KAIHIYHOro AoChimKeHHs «PaHaomizoBaHe, noAgiliHe cine, niaueb0-KOHTPOIbOBaHe,
GaraToLEeHTpoOBE [AOCNiMKEHHs (ha3n 3 3 MNPOAOBXEHUM BIAKPUTUM MEepioaoM NiKyBaHHA A1 OLiHKM
edheKTMBHOCTI Ta 6e3MeyYHOCTi Npenaparty po3aHosliKcisymad y Aopoc/nxX 3 MiIENiH-0NirogeHapoUuTapHuM
rnikonpoteiH (MOG)-IgG-acouilioBaHM AEMIEMiIHI3YIOUMM 3aXBOPIOBaHHAM», KOA, gochigpkeHHs MOGO001, 3
iHKopnopoBaHoto nonpaskoto 5 Big 19 nunHa 2023 poky; cnoHcop - FOCibi biodapma ECApEN, Benbris / UCB
Biopharma SRL, Belgium

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

5. Jocbe pocnigKyBaHOro nikapcbKoro 3acoby ABatpom6Gonar maneat (Avatrombopag maleate),
NiKapcbKa pevyoBuHa, Bepcis 06 Big 01 6epe3Hs 2024 poKy aHrNMilicbKOK MOBOIO 40 NPOTOKO/TY KAiHIYHOrO
pocnimpkeHHs «baraToueHTpoBe paHAoMi3oBaHe MOABIHO chine nnaue60-KOHTPOSIbOBaHE BUMPOOYBaHHS
thasn 3b B napanenbHuX rpynax 3 NogasibLUO BiAKPUTOK PO3LUMPEHOHD dha3oto ANs OUIHKM edDeKTUBHOCTI Ta
6e3nevyHocTi ABaTtpomoonary /s NikyBaHHS TPOMOOLMTOMNEHIT B MNaui€eHTIB AUTAYOro BiKY 3 iMYHHOM
TPOMOOLMTONEHIE NPOTArom =6 MicAuiB», kog gocnigpkeHHsa AVA-PED-301, sepcia 3.0 Big 02 nuctonaga
2021 poky; cnoHcop - Sobi, Inc., CLUA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

6. Bpowypa pgocnigHuka, PD-332991 (Palbociclib), Bepcia 17.0 Big notoro 2024 poky, aHrnificbKoo
MoBoto; A5481173_IHdropmauisa ansa nauieHTta ta popma iHhopmoBaHoi 3rogu, YkpaiHa, Bepcia 4.1.0
Big, 18 6epe3HA 2024 p. Ha OCHOBI Bepcil Ha piBHI gocnimkeHHA Big 07 6epe3Hsa 2024 p., yKPATHCbKOIO
MoBoto; A5481173_IHdhopmauisa gna naudieHta ta popma iHchopmoBaHoi 3rogu, YKpaiHa, Bepcia 4.1.0
Big, 18 Gepe3Ha 2024 p. Ha OCHOBI Bepcii Ha piBHI gocnigkeHHsA Big 07 6epe3Hsa 2024 p., pocCiiicbKoo
MoBoOlo; IHchopmauiiiHa kapTka gocnigkeHHs, Bepcia 1.0 Big 19 notoro 2024 p., pocilicbKolo MOBOIO;
IHpopmauiiiHa kapTka gocnigkeHHs, Bepcia 1.0 Big 19 niotoro 2024 p., ykpaiHCbKO MOBOO; locbe
[ocnifmKyBaHOro ikapcbkoro 3aco6y: Po3gin 2.3 Betyn Big 15 kBiTHA 2024 poky, P.1. nikapcbkuii
3aci6 dynsecTpaHT, P.3.1. nikapcbknii 3acié6 dynsecTpaHT, Big 15 kBiTHA 2024 poky; JlucT npo
agMiHicTpaTUBHI 3MiHU 4,0 NPOTOKOAMY KNiHIYHOro BUNpo6yBaHHA Big, 06 ntotoro 2024 p. aHrNiiicbKoo
MOBOIO /10 NPOTOKOJTY K/iHIYHOro pgocnimkeHHsa «MPOTOKO/T NMPOAOBXEHHA NIKYBAHHA YYACHWKIB
KNIHIYHWX AOCNIAKEHDb MANBOUMKAIBY, CMIOHCOPOM AKMX € KOMMAHIA «Md®AN3EP», kop
pocnipkeHHs A5481173, octaTtovHuin npoTokon, 17 nuctonaga 2021 p.; cnoHcop - Mdpaiizep IHk., CLUA
3asnBHuK - Mdoansep k., CLUA

7. Bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big 08 nuctonaga 2023 poky,
aHrniicbkoro MOBOK; BkOUEHHs AOAATKOBMX MiCLib NPOBefeHHSA K/iHIYHOro BUNPOGYBaHHA B
YKpaiHi 40 NPOTOKOMY K/iHIYHOrO JocnimkeHHsa «Bigkpute pocnimkeHns Il hasn MK-7684A (komGiHauif
npenapariB Bi6ocToNiMaGy Ta nemoponisymady) y KOmOGiHaUii 3 KOHKYPEHTHOK XiMiONpoOMeHeBO
Tepanieto Ta noganblio Tepaniew npenapatom MK-7684A NOPIBHAHO 3 MPOBELAEHHAM KOHKYPEHTHOI
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ximionpoMeHeBOi Tepanii 3 nofanblyM BBeAEeHHAM AypBasiymaby Yy nauieHTiB 3 HepesekTabenbHUM
MiCLLeBOMOLUMPEHUM HeAPIOGHOKNITUHHMM pakom nereris (HAPN) 1l ctagii» (KEYVIBE-006), kog, AocnigpKeHH:
MK-7684A-006, 3 iHkopriopoBaHoto rnonpaskoto 01 Big 15 BepecHs 2022 poky; cnoHcop - TOB Mepk LWapn eHg
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asABHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Ko63eB O.I.

KomyHasibHe nignpnemctBO «PiBHEHCbka O6s1acHa KhiHidHa nikapHa imeHi HOpis CemeHtoka»
PiBHEHCbKOT 061acHOT paan, O6iacHWiA LEHTP KapAioTopakasibHOI Xipyprii, M. PiBHe

2. | nikap Koponb HO.I.

KoMyHaslbHE HeKOMepUiiiHe nignpueMCTBO «JIbBIBCbKE TepuUTOpiasibHE MeaunyHe 06’€AHaHHS
«baratonpoduisibHa KAiHiYHA niKapHs IHTEHCMBHUX METOAIB JliKyBaHHSA Ta LWBMAKOT MeAndHOI
gonomorn», BigaineHHs Ne 1 LleHTpy Xipyprii Ta OHKO/Orii BiAOKpeEMAEHOro nigpo3ainy «JlikapHs
Cssitoro MaHTeneliMoHa», M. J1bBiB

3. | nikap CiHenbHikos I.B.

KomyHasnbHe nignpremctBo «BosMHCbka 061acHa KniHivHa nikapHsa» BonnHCbKOI o6nacHoi paaw,
O6nacHUn MegUYHMIA LEHTP OHKOJIOTIT, OHKO/IOTiYHE XiMioTepaneBTUYHe BigaineHHs, M. JIyubk

4. | nikap Wmwura O.10.

MeguuHnii LUeHTp «YHiBepcasibHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEHOI BiANOBIAANLHICTIO
«KanuTan», KNiHiko-KoHCy/IbTaTUBHE BigdiNeHHs, M. Kuis

8. Bpouypa gocnigHuka, npenapat OKTAMNJ/IEKC, BupaHHsa 18 Big 28 6epe3Hs 2024 poKy, aHIMiCbKOLO
MOBOIO [0 TMPOTOKONY KAIHIYHOTO BUNPOOYBaHHA «[OC/MIMHKEHHS YOTUPUAKTOPHOTO KOHLIEHTpaTy
npotpomMb6iHoBoro komnnekcy OKTAMJIEKC y nauieHTiB 3 roCTPO0 MacBHOK KPOBOTEYEH), L0 OTPUMYIOTh
Tepanito nepopasibHUM aHTukoarynsaHtom npamoi aii (MAKMA4), iHriiTopom dakTopa Xax», Kog, A0CiAKEHHS
LEX-210, Bepcis 08 Big 21 nunHsa 2023 poky; cnoHcop - «Oktadapma Al'» (Octapharma AG), LUseiiLapis
3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»

9. 36iNbLUEHHS KiNbKOCTI NaWieHTiB, Ki NPUiiMaTUMyTb y4yacTb Y KiHIYHOMY AOCiAKEeHHI B YKpaiHi 3
400 po 600 oci6 fo NpoTOKOY K/IHIYHOrO AOCiAKEHHS «baraToLeHTpPoBe, paHAoMi30BaHe, NoAgiiiHe criine,
nnaueb0-KoOHTpOIbOBaHe AocnimkeHHs dasu llib gna ouiHkn edekTMBHOCTI Ta 6e3neyvyHoCTi npenapaty
Okpenizymab y J0pOoC/nX NaLieHTIB 3 NEPBUHHO-NPOrPECYOUYNUM PO3CIHUM CK1IEPO30M>», KOL, OOC/IIKEHHS
WA40404, sepcis 5 Big 13 x0BTHA 2022 p.; cnoHcop - ®. XodhdmaHH-15 Pow /T4, Weenyapis (F. Hoffmann-
La Roche Ltd, Switzerland)

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPEWH», YkpaiHa

10. lucTt-po3’sicHeHHA Big 25 6epe3Hsa 2024 poKy Ao MpoToKony KiniHiuHoro gocnimkeHHsa SOR102-101,
ocTaTtouHa Bepcis 4.0 Big, 18 ciuHA 2024 poky, aHriicbKolo MOBO10; CKpiHWwOoTK ePRO «LllogeHHUK Ans
LWoAEeHHOI peecTpauil npuiioMy gocnigpKyBaHoro npenaparty» Ta «LLLoAeHHNK yYaCHUKa [OCNiJXXEeHHs»,
Bepcis 01 Big 01 KBiTHA 2024 poKy, aHrNilicbKo MoBOI; CKpiHWwoTN ePRO «LLlogeHHVK ANns WwoaeHHOoT
peecTpauii npuiiomy gocnigkyBaHoro npenaparty» Ta «LLlogeHHUK yyacHUKa gocnigkeHHs», Bepcia 01
Bif 26 KBiTHA 2024 poKy, yKpaiHCbKOIO MOBOIO; JIUCT BiA nikaps [0 fikapa npo Hanpas/1eHHs NaLieHTIB,
Bepcis 01 Big 10 kBiTHA 2024 poOKy, aHIMINCbLKOIO Ta YKPAIHCbKOK MOBaMu [0 MPOTOKO/Y K/iHIYHOro
JocnipkeHHs «PaHgomizoBaHe nofgiiHe chine AoCnigpkeHHs dpasu | nepLioro 3actocyBaHHA npenapary y
NOAVHN 3 OAHOKPaTHUM 3aCTOCYBaHHAM Y 3pOCTalumx Ao3ax Ta 6araTokpatHMM 3aCTOCYBaHHSAM npenaparty
SOR102 ans BUBYEHHST 6€3MEeYHOCTI, NePEeHOCUMOCTI Ta dapMaKOKIHETUKN Y 3[40POBUX AOPOC/INX YUYACHUKIB
Ta nauieHTiB-400pOBOMbLIB 3 BMPA3KOBMM KOMITOM Bifi /IETKOTO [0 BaXKKOrO CTYMEHS TSDKKOCTI», Ko,
pocnipkeHHss SOR102-101, octatouHa Bepcis 4.0 Big 18 ciuHa 2024 poky; cnoHcop - Coppico
dapmac’toTukans, IHk., CLUA / Sorriso Pharmaceuticals, Inc., USA

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

11. OHoBneHuiA TMpoTokon kniHiuHOro BunpoGyBaHHA IMCY-MS-001, Bepcia 3.0 Big 10 KBiTHSA
2024 poKy, aHIrNIACbKOIO MOBOK [0 MPOTOKO/Y KAiHIYHOro BunpobyBaHHA «JocnimpkeHHs Il cas3m 3
eckanauielo 4o3n/aganTUBHUM QU3aiiHOM A5 OLiHKM 6e3neyHOoCTi Ta echekTMBHOCTI npenapaty IMCY-0141 y
nawieHTiB 3 peLunanByoHO-peMITYIOUMM po3ciaHUM ckneposom (PP-PC)», koa gocnigxeHHs IMCY-MS-001,
Bepcis 2.0 Big 07 6epesHs 2023 poky; cnoHcop - IMCIC CA, benbris / IMCYSE SA, Belgium

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa



