Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYxpaiau «IIpo nmpoBeneHHS KITIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPAKEHHS CYTTEBUX IOIPABOK
23.05.2024 Ne 874

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«baraTtonieHTpoBe, paHAOMI30BaHe, Ciine KIiHIYHEe aociaiypkeHHs ¢asu Il mas  omiHkM
e(EeKTUBHOCTI, O€3MEKH Ta NEPEHOCUMOCTI pa3oBoi iHTpaTUMIIaHATbHOT 103U npenapary AC102 y
MOPIBHIHHI 3 IEPOPATLHIUMH CTEPOTIaMHU JIJIS JTIKyBaHHS 11I0ATHYHOI PalTOBOI CECHCOHEBPAIbHOT
BTpaTu ciyxy», koa pociipkenas AC102-201, Bepcis 3.0 Bix 23.08.2023

3asBHUK, KpaiHa

IctXOPH Kuinikan Cepgicec Iu CII Jlimiten, Kimp

CnoHncop, kpaiHa

AynioK'top @apma 'm0X (AudioCure Pharma GmbH), Himeuunna

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHsI, BAPOOHHUK, KpaiHa

AC102 (AC102); XiMi4YHO CHHTE30BaHHUH 1 MIKpOHI30BaHMI KpucTai; ['enb 1uist 16’ ek 12 mr/mi
minirpam(u)/miniaitp; Basic Pharma Manufacturing B.V., Hinepnanu;
ITnane6o mo AC102, I'ens mias in’exiii; Basic Pharma Manufacturing B.V., Hinepnanau

Biamosinaneamii (1) 1ocmiqHuK (v)
Ta Micie (51) IpoBeICHHS
BUNIPOOYBaHHs B YKpaiHi

1) nikap ®imyk P.M.

Komynanene nekomepiiiiine mnignpueMctBo «lleHTpanbHa Mickka KJIiHIYHA JikapHa IBaHO-
@paHKiBCHKOT MiCHKOI paan», BiIUIEHHS Xipyprii rojoBu Ta mwui, M. IBaHO-DPpaHKiBCHK

2) k.M.H. Komariko H.A.

KomyHnanene HekomepliiiHe mianpueMcTBo «OOmacHa kiiHIYHA JikapHs [BaHO-DpaHKIBCHKOI
obnacHoi paau», BiaauieHHs Mikpoxipyprii JIOP-opranis, M. IBano-®paHKiBCbK

3) n.m.H., ipod. Jleesa 10.B.

KomyHnanbHe HekomepliiiiHe mignpueMcTBo «OmekcaHapiBcbka KiiHiuHA JikapHs M. KueBa»
BUKOHaBuoro oprany KuiBchkoi Micbkoi paau (KuiBcbkoi MiChKOi JepikaBHOI aJMIHICTpallii),
BIJUTIIEHHS OTOJAPUHTOJIOTIT A AOpOCInX Ta Jitei, M. Kuis

4) nikap Kyninenko M.T".

MennuHuii HeHTp «YHiBepcalibHa KiiHika «O0epir» ToBapuCcTBa 3 00MEXKEHOIO BiANOBIAaIbHICTIO
«Kamnuramy, KITHIKO-KOHCYJIbTaTUBHE BiAUICHH, M. KuiB

5) k.m.H. Jlemrak B.I.

ToBapucTBO 3 0OMexeHOW BiamoBiganpHICTIO «KimiHika 310poBOi poamHu AcTpameny,
JKyBaJbHO-A1arHOCTUYHUH IeHTp «3aKapnaTChbKUi IEHTp XIpypridyHUX iHHOBaliil Actpameny,
M. YKropoj




2 MPOJOBXKEHHS AoaTka 1

[IpenapaTty MOPiBHAHHS, BUPOOHHUK
Ta KpaiHa

[pennizonon 10 mr GALEN® Ttabnetku; Tabmetku 10 mr mimirpam(u); HWI Pharma Services
GmbH, Himeuuuna;
[Tnane60 o Ipennizonon 10 mr GALEN® Tabnerku; HWI Pharma Services GmbH, Himeyunna

CymyTH1 MaTepianu/mpenaparu
CYITyTHBOI Teparlii/fopuandna abo
¢bi3uvHa 0coba, sKa i€ 3a
JOBIPEHICTIO, SIKY Ha/IaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCITIJKYBaHUX JIIKAPCHKUX 3ac00iB
Ta CyNyTHIX MarepiaiiB

- Okymsapu @penszens: goggles Nystagmus Type 503, DEHAG;

- Baru: EMB 500-1, KERN & SOYN GmbH,;

- Temneparypuuii kourposiep: LOG200 PDF data logger, DOSTMANN electronic GmbH;

- Tectu Ha BariTHICTB y ceui (cMyxkH): Viola ® Pregnancy test, CARE diagnostica Produktions-
und Vertiebsgesellschaft m.b.H.;

- Tect-cmyxku uist ananizy cedi: test Combur-10, Roche Diagnostics GmbH

Havanbank @apManeBTHYHOIO YIIPABJIiHHSA Tapac JSICKOBCbKUI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

Bpomrypa nocimiiHuKa 11 JOCIIKYBaHOTO JJiKapchkoro 3aco0y frexalimab (SAR441344), Bunanus
6 Bix 17 ciuns 2024 poky; OHOBIEHI 3pa3KH MapKyBaHHS BTOPHMHHOI Ta NMEPBUHHOI YMAKOBKH
JOCITIKYBAHOTO JIikapchkoro 3aco0y Frexalimab 1200 mr/8 mu po3uuny (150 mr/mi), po3uuH st
in’exuiid, Bepcis 1.0 Bim 27.02.2024 poky ykpaiHChKOIO MOBOI; OHOBieHi posmaimm Jlocke
JOCIIDKYBaHOTrO Jikapchkoro 3aco0y: IMPD Quality Data A.2 Adventitious Agents Safety
Evaluation, Frexalimab, solution for injection, 150mg/mL, Bix 01 rpyaus 2023 poky; IMPD Quality
Data, Drug Substance, frexalimab (150 mg/mL solution), Big 29 motoro 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, Bix 27 xBiTHs 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
CIP1F1 to C2F2P2 drug substance and drug product materials, 21 nuctomama 2023 poky;
IMPD Quality Data, Drug Product, Frexalimab solution for injection, Dosage strength: 1200 mg/
8 mL (150 mg/mL), Bix 29 mrotoro 2024 poky; IlogoBxkeHHS TepMiHY IPUAATHOCTI JOCIIKYBAHOTO
nikapcbkoro 3aco0y SAR441344, pozuun nns iv’ekmiit (mo 300 mr y durakoHax o6’emMom 2 M),
10 24 wicsuiB, 3alyuyeHHs JOJATKOBMX BHUPOOHHUKIB JOCIHIKYBAaHOTO JIIKapChbKOro 3acoly
SAR441344, po3zuunn s 11’ ekuii (o 1200 mr y ¢pinakonax 06’emom 8 mut): Almac Clinical Services
Limited, Benuka bpuranis; Creapharm Clinical Supplies, ®panisi; Almac Clinical Services
Limited, CIIIA; Sanofi-Aventis Deutschland GmbH, Himeuyunna; Quality Assistance SA, benbris;
JlonanHst Mi>KHapOIHOT HemaTeHToBaHoi Ha3Bu Frexalimab 1o q1ociiKyBaHOTO JIIKapChKOTO 3ac00y
SAR441344, po3unn ans iH’ekuiid (mo 300 mr y ¢umakonax o6’emom 2 mn); Jomanus ¢opmu
Bunycky 1200 mr/8 mi 10 gociiKyBaHOro Jikapcbkoro 3aco0y SAR441344, po3unH 1 1H €K1

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 614 Big 01.04.2021




2 MPOJOBKEHHS 10/1aTKa 2

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBaHe, MojBiliHE ciline, TUIANE00-KOHTPOIbOBAHE MOCTIKEHHS (a3u 2 s OLIHKH
edexTuBHOCTI Ta Oe3neku SAR441344, moHOKIOHaIBLHOTO aHTHUTUIA 10 aHtaronicta CD40L,
y MAIIE€HTIB 3 PEIUINBYIOYUM PO3CissHUM ckiiepozom», ACT16877, 3 monpaskoro 03, Bepcis 1 Bix
16 nucronana 2023 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTiC pemiepii € IeBeIoNMaH,
DpaHitis)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

OHoOBJIEHUH MTPOTOKOJI KJIIHIYHOTO TOCHIKEeHHS, Bepcist 6.0 Bix 23 mrororo 2024 poky (aHTIiHCEKOI0
MOBOM); [HDopMaris ans namientra ta gopma inpopmoBanoi 3roau, Bepcis 5.0 Bix 04 Oepesns
2024 (aHTICHKOI0, YKPAaiHCHKOIO Ta POCIMCHKOI0 MOBaMH ); [H(hopmartist mpo BariTHy mapTHEPKY 4d
BariTHy Y4YacHUINIO IUisl 300py JaHUX MpPO BariTHICTH Ta mojiord Ta dopma iHPOpMOBaAHOI 3ro1u HA
30MpaHHs JaHUX PO BariTHICTh Ta MOJOTH (I BariTHOI MapTHEPKU YM BariTHOI y4acHUII), BepcCis
3.0 Bix 06 Gepesns 2024 poky (aHMTICHKOIO, YKPATHCHKOI Ta POCIHCHKOI0 MOBamH); JIucT 10
nanienTa, Bepcis 1.0 Bix 07 Oepe3ns 2024 (aHrmiicbKo0 Ta yKpaiHCbKOO MoBamu); OHOBIEHa
Bepcis Jlocke mociipKyBaHoTo Jlikapcbkoro 3acody IMU-838 tabnerku, 5 mr / 15 mr / 22.5 mr /
30 mr / 45 wmr, Bepcist 14 Big rpyauns 2023 poky (IMPD IMU-838 Tablets 5 mg /15 mg /22,5 mg /
30 mg / 45 mg, version 14 dated December 2023); OnoBnena Bepcis [locke DOCTiIKyBaHOTO
mikapcekoro 3aco0y Ilmane6o mms IMU-838 tabmerku, Bepcis 9 Big rpymas 2023 poky
(IMPD Placebo For IMU-838 Tablets, version 9 dated December 2023); Bporrypa gociigHuka
Bepcii 9.0 Bix 13 Oepesnst 2024 poky (aHITIHCEKOI0 MOBOIO)

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«bararonieHTpoBe, paHaoOMi30BaHe, MOJBIHHE ciine, Mianedo-KOHTPOJIbOBAHE JOCIHIIKEHHS s
OLIIHKK e(eKTUBHOCTI, Oe3meyHocTi 1 nepeHocumocTi mpemnapaty IMU-838 y marieHTiB 3
IPOrPECYIOYUM PO3CIIHUM cKiiepozom», P2-IMU-838-PMS, Bepcis 5.1 Bia 3 motoro 2023 poky

3asiBHUK, KpaiHa

TOB «Bepywm Kuninikan Picepu», Ykpaina

CnoHcop, kpaiHa

«Immynik AI'», Himeuauna / Immunic AG, Germany

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

Iadopmaris mis yyacHuka 1 Gpopma iHGOpPMOBaHOI 3roau Ha Bu3HAadeHHS aHTUTLT 10 MOG st
MOTEHIIMHUX Y9acHUKIB y nociimkenni MOGO01, mabnon mis Ykpaiau, Bepeis 1.0 Big 15 6epe3nst

2024 poxy, YKpaiHChKOIO Ta POCIHCHKOK MOBaMH; 3MiHa KIJIBKOCTI JOCIIDKYBaHUX B YKpaiHi 10
20 ocib

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 254 Bin 08.02.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanniomizoBane, mojBiiHE ciine, mianed0-KOHTPOILOBAHE, OAraTOEHTPOBE JOCTIKEHHS da3u 3
3 MPOJOBKEHUM BIAKPUTUM TMEPIOJIOM JIIKyBaHHS ISl OI[IHKKM €(EeKTUBHOCTI Ta OE3MEYHOCTI
mpernapary po3aHOJIKCi3ymMad y JOPOCIHX 3 MielliH-0iroaeHapounTapaumM riaikonporein (MOG)-
IgG-acouiiioBanuM nemieninizyrounm 3axBoproBanasam», MOGO001, 3 iHKOpIOpoBaHOIO MOMPABKOIO
5 Bix 19 nunus 2023 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

KOCibi biodapma EcApEmn, Benbrist / UCB Biopharma SRL, Belgium

Havanbank @apmManeBTHYHOIO YIPaBJIiHHA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

Jloche nmOCHiKYBaHOTO JIIKApChKOTO 3aco0y ABarpomOomnar manear (Avatrombopag maleate),
Jikapchka pedoBuHa, Bepcis 06 Big 01 6epesnst 2024 poky aHIIIIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe paHIOMI30BaHE TOJBIMHO CIIiNE MIaNe00-KOHTPOIbOBaHE BUIPOOYBaHHS (ha3u
3b B mapanenbHUX rpymnax 3 noAaibIion BiAKPUTO PO3IIUPEHOIO (a30r0 i OLIHKA €)EeKTUBHOCTI
Ta Oe3neuHocTi ABarpombonary aisi JIKyBaHHS TPOMOOLMTOIEHIT B MALI€HTIB TUTSYOTO BIKY 3
IMYHHOIO TPOMOOIIUTOIIEH €10 TPOTIroM > 6 micsauiBy, AVA-PED-301, Bepcis 3.0 Bixg 02 nuctonana
2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATNOBIJIAJIbHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVUHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CnoHcop, kpaiHa

Sobi, Inc., CIITA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [TIPI3BUILE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnignuka, PD-332991 (Palbociclib), Bepcis 17.0 Bix motoro 2024 poxy, aHTIIIHCHKOIO
MoBo10; A5481173 Indopmanis ans mamieHta ta ¢opma iHdpopMoBaHOi 3roau, YKpaina, Bepcis
4.1.0 Bix 18 Oepe3ns 2024 p. Ha ocHOBI Bepcii Ha piBHI mociimkenHs Big 07 Oepesns 2024 p.,
yKkpaiHncpkoro MoBOi0; AS5481173 Indopmarnis mis mamieHta ta ¢gopma iHGopMoBaHOI 3ronw,
VYkpaina, Bepcisi 4.1.0 Bix 18 6epesns 2024 p. Ha 0cHOBI Bepcii Ha piBHI gociixeHHs Bifg 07 Oepe3Hs
2024 p., pociiicekoro MoOBOIO; [H(oOpmaniliHa kapTka mociimkeHHs, Bepcis 1.0 Big 19 mrotoro
2024 p., pociiicbkoro MOBO; IH(popmariiiiHa kapTka gociimkeHHs, Bepcis 1.0 Big 19 mrororo
2024 p., ykpaiHChKOI0 MOBOIO; J[0Che TOCITIIKYBaHOTO JTiKapchbkoro 3aco0y: Po3min 2.3 Berym Bin
15 kBiTHs 2024 poky, P.1. nikapcekuii 3aci6 dynsectpant, P.3.1. mikapcekuii 3acid6 dynBecTpaHr,
Bin 15 kBitHI 2024 poky; Jluct mpo aaMiHICTpaTHBHI 3MiHM 10 NPOTOKOJYy KIIIHIYHOTO
BunpoOyBaHHs Bijx 06 mororo 2024 p. aHTIIIHCHKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 531 Bix 26.03.2022

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«[TPOTOKOJI TIPOAOBXEHHA JIKYBAHHSA YYACHUKIB KJIHIMHUX JOCJIJUKEHD
[MAJIBOUKIIIBY, CIIOHCOPOM SKHUX € KOMIIAHIA «II®AU3EP», A5481173,
OcTaToOYHuM npoTokod, 17 aucronaga 2021 p.

3asiBHUK, KpaiHa

[aiizep Iuk., CIIA

CnoHcop, KpaiHa

[¢aiizep Iuk., CIIIA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(i gumc) (Bnacue im’st [IPI3BUILE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nmocmignuka Pembrolizumab (MK-3475), Bunannus 24 Big 08 muctomana 2023 poky,
aHIITIMCHKOI0 MOBOIO; BKIIIOUEHHS JOJATKOBUX MICIb MPOBEACHHS KIIHIYHOTO BHIPOOYBAHHS B
YkpaiHi:

No [1.Lb. BiAMOBIAaTBLHOTO AOCIITHUKA

/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mixap Ko63eB O.1.

Komynanene mianpuemctBo  «PiBHeHChbKka oOnacHa  KJIiHIYHA  JIIKapHS  iMEHi
IOpis Cemenroka» PiBHeHCBHKOI obOmacHOi pagu, OOmacHM LEHTP KapaioTOpaKaIbHOI
xipyprii, M. PiBHe

2. | nixap Kopois FO.1.

KomyHnaneHe HekoMmepIiiHe mianpueMcTBO «JIbBIBCbKE TEpHUTOpialbHE MEIUYHE
o0’eqnannsa «bararonpodinpHa KIiHIYHA JIIKapHA IHTCHCHBHUX METOJIB JIIKYBaHHS Ta
MBUAKOT MeAuyHOoi nomomoru», BigaimeHHs Ne 1 Ilentpy xipyprii Ta OHKOIOTI]
B1JIOKpemJieHoro mijipo3auty «Jlikapus Csstoro [lanteneiiMona», M. JIbBiB

3. | mikap CinenbHikoB [.B.

KomyHnansne mignpuemMctBo «BoimHChKa oOjiacHa KIIHIYHA JiKapHs» BoinHCbKOT
obnacHoi paau, OGnacHU MeAUYHUNA LIEHTP OHKOJIOTIi, OHKOJIOT1YHE XiMIOTepaneBTHYHE
BiLIUIEHHS, M. JIyIIbK

4. | mikap llImura O.10.

Meauunuii neHTp «YHiBepcanbHa KiiHika «OOepir» TOBapuUCTBa 3 OOMEXKEHOIO
BinmoBiganbHicTIO «KanuTamy, KJiHIKO-KOHCYJIbTaTHUBHE BiIiIeHHs, M. KuiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 475 Bin 13.03.2022




2 MPOJOBXKEHHS 10/aTKa 7

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure nocmimxenns Il ¢dasm MK-7684A (xomOiHamis mpemnapariB BibocToniMaly Ta
neMOpoizymady) y KomOiHaIli 3 KOHKYPEHTHOIO XIMIOIPOMEHEBOIO TEPAIi€l0 Ta IMOJATBIIO
tepaniero npenapatoM MK-7684A mopiBHAHO 3 NMPOBEACHHSM KOHKYPEHTHOI XiMiOIPOMEHEBOI
Tepamii 3 TMOJANBIIMM BBEACHHSAM JypBaJiyMaldy Yy TaIll€HTIB 3 Hepe3eKTa0eIbHUM
MICIIEBOTIOIIMPEHUM HeapiOHOKTITHHHUM pakoM JereHiB (H/PJI) III cranii» (KEYVIBE-006),
MK-7684A-006, 3 inkopniopoBanoto nornpaskoro 01 Bix 15 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBigagpHicTIO «MC/I Ykpaina»

CnoHcop, kpaiHa

TOB Mepk lapn ean Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbank @apManeBTHYHOIO YIPABJIiHHSA Tapac JSICKOBCbKUI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocmigauka, mpemapatr OKTAIUIEKC, Bumanns 18 Bim 28 Oepe3nst 2024 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2947 Bix 30.12.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jocnimxenns 90THpUBaKTOPHOTO KOHIEHTpaTy nmporpoMoOinoBoro kommuiekcy OKTAIIJIEKC y
NAIlEHTIB 3 TOCTPOI0 MACHBHOK KpPOBOTEYEIO, II0 OTPUMYIOTh TEpamilo HepopalbHUM
antukoaryissatoM mpsimoi aii (ITAKII), iariditopom dakropa Xay, LEX-210, Bepcis 08 Big
21 nmunus 2023 poky

3asBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa

«Oxkradapma Al» (Octapharma AG), [Iseiinapis

Havanbuuk dapManeBTHYHOI0 YHPABJIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

301bIIEHHS KUTBKOCTI MAIli€HTIB, K1 IPUUMATHMYTh Y4acTh Y KJIIIHIYHOMY JIOCITI/DKCHHI B YKpaiHi
3400 mo 600 ocib

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararorienTpoBe, paHAOMi30BaHe, MOJBIHHE CIIile, MIane00-KOHTPOIbOBAHE TOCITIKEHHS (a3u
[Ib nnst ouinku eexTUBHOCTI Ta 6e3medHocTi npenapary OxpenizyMad y JOpOCIUX IMAali€HTIB 3
MIEPBUHHO-TIPOTPECYIOYHMM PO3CisTHUM ckiiepo3om», WA40404, Bepcis 5 Bix 13 sxoBtHs 2022 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, kpaiHa

®. Xoddmanu-JIs Pomr JIta, seiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

Jluct-po3’sscuenHs Bim 25 Oepesns 2024 poky npo IlpoTtokony KIIHIYHOTO JOCTIIHKCHHS
SOR102-101, ocrarouna Bepcia 4.0 Bix 18 ciuns 2024 poky, aHTIiHCBKOI0 MOBOIO; CKpIHIIOTH
ePRO «IllogeHHWK uUIsi IMOACHHOI peecTpalii NMpUHAOMY JOCHIDKYBAaHOTO Ipenapary» Ta
«IllogenHuk yyacHuKa MociimpkeHHs», Bepcis 01 Big 01 xBitHa 2024 poky, aHTIIHCEKOI0 MOBOIO;
Ckpinmotu ePRO «lllogeHHuK 11t OJEHHOT peecTpallii mpuioMy JOCITIKYBAHOTO Tperapary»
ta «l{omeHHNK ydyacHUKa TOoCiKeHHs», Bepcis 01 Bix 26 kBiTHS 2024 poky, yKpaiHCHKOO MOBOIO;
Jluct Bix mikaps A0 Jikaps mpo HampaBieHHs mamieHtiB, Bepcis 01 Bim 10 kBiTHS 2024 poky,
AHTIIHCHKOIO Ta YKPATHCHKOIO MOBaMH

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 153 Bix 30.01.2024

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane mnojBiiiHe ciine gociikeHHs (asu [ mepmioro 3actocyBaHHsS IpemnapaTry y
JIOAMHU 3 OAHOKPATHUM 3aCTOCYBaHHSM Yy 3pOCTAlOUMX J103aX Ta 0araTOKpaTHUM 3aCTOCYBAHHSAM
npenapaty SOR102 nns BUBUEHHS 6€3ME€YHOCTI, MEPEHOCUMOCTI Ta PapMaKOKIHETUKH Y 310pOBUX
JIOPOCJIMX YYaCHMKIB Ta Malli€HTiB-100pPOBOJIBLIB 3 BUPa3KOBUM KOJIITOM BiJl JIETKOTO IO Ba)KKOTO
crynenst TshkkocTi», SOR102-101, ocratouna Bepcis 4.0 Bix 18 ciuns 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Coppico @apmac’rotukains, k., CIIIA / Sorriso Pharmaceuticals, Inc., USA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.05.2024 Ne 874

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii IIporokon xiiniuHoro BumpoOyBanHsa IMCY-MS-001, Bepcis 3.0 Bim 10 kBiTHS
2024 poxy, aHITIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 475 Bin 13.03.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jocmimxenns V1l ¢a3um 3 eckanamiero 103u/alanTHBHUM TU3aHHOM JUIs OI[IHKH O€3IEYHOCTI Ta
edextuBHocTi mpenapary IMCY-0141 y mnaiieHTiB 3 perUAMBYIOUO-PEMITYIOUUM PO3CISTHUM
ckieposzom (PP-PC)», IMCY-MS-001, Bepcist 2.0 Big 07 6epesns 2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

IMCIC CA, bensris / IMCYSE SA, Belgium

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



