JonaTtox 1

110 HaKa3zy MiHiCTepCTBa OXOPOHU 37I0POB’ s
VYkpaian «I[Ipo npoBeaeHHs KIIIHIYHOTO
BUINIPOOYBaHHS JIKapChKOTO 3ac00y Ta

3aTBEPKEHHS CYTTEBUX MOMPABOK»
14.09.2023 Ne 1625

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«®a3za Ib, panmomizoBaHe, MOABIHHE ClIile, IJIAE00-KOHTPOIBOBAHE JTOCIHIKEHHS 3 BUBUCHHS
Oe3neKkr, TEePeHOCHUMOCTI 1 (apMaKOKIHETUKH MOHOKJIOHAJIBHOTO aHTUTIIa (mAb) micis
BHYTPIIIHLOBEHHOT'O OJJTHOKPATHOTO BBEJICHHS B 3pOCTAIOUYMX J03aX Y MALIE€HTIB 3 1II0MaTHYHUM
nereneBuM ¢idpo3om», kon nocuimkeras CLI-10067AA1-01, Bepcis 6.0 Big 06 mumast 2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

«K'e31 @apmaueytnui C..A.», ITams/[Chiesi Farmaceutici S.p.A, Italy]

[lepemnik 1OCTiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

CHF10067 (Zampilimab, 3amminimab), UCB7858 (CHF10067, DEV20135); pexomOiHaHTHE
ryMaHi30BaHE MOHOKJIOHaJIbHE aHTHTLIO0 mpotd TG2 [recombinant humanized anti-TG2 mADb];
Po3umH anst BHYTpimHbOBEeHHHX 1HQY31H (pakor 6 mi); 100 mr/mi (mimirpam/mininitp); Nova
Laboratories Limited, Benukoopuranis; UCB Pharma SA, Benbris; KLIFO A/S, lanis; Myonex
Limited, BenmukoOpuTraHis;

Po3zuuHHUK U1 TOCHIHKYBaHOTO JiKapcbkoro 3aco0y: Hartpito Xxiopuay po3uuH 130TOHIUHUIN
0,9% b. Bpayn (sodium chloride isotonic solution 0,9%, B. Braun; Isotonic saline solution 0.9%
(Ecoflac plus, 500mm); Isotonic saline solution 0.9% (Ecoflac® plus, 500 mi); NaCl 0,9%); pozuun
IUIsL BHYTPIIIHbOBEHHUX 1HOY31# 0,9 % (500 M momietunenosuii pnakon); B. Braun Melsungen
AG, HimeuunHa;

[Tnane6o no CHF10067: NaCl 0.9%; Pozuun ains indy3iit (po3unn HaTpito xiaopuay 0.9%, ammyna
10 mi); po3umnH Hatpito xaopuay 0.9%; B. Braun Melsungen AG, Himeuunna

Bianosinanbauii (1) 1oCaigHUK (1)
Ta MicIie (s1) TpOBEACHHS
BUIIpoOyBaHHs B YKpaiHi

1) k.M.H. JloOpsiHCchKUi J1.B.
MennyHuii LEHTp TOBapHCTBa 3 OOMEXEHOI BIINOBINANBHICTIO «ApeHcis Ekcruioparopi
Meniciay, BT KIIHIYHAX TOCILIKEHb, M. KuiB

[TpenapaTty MOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamii/topuandHa abo
¢iznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y1
3asBHUK Ha BBE3EHHS
JOCTIPKYBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

Komnanis, sika Jii€ 3a TOBIpEHICTIO, Ky Ha/laB CIIOHCOP UM 3asBHUK HA BBE3E€HHS JIOCIIIKYBaHUX
JKapchKUX 3aco0iB Ta cynmyTHiX MaTepiaiiB: TOB «Arenmis «C.M.O.-Ykpaina»

Havanbunk ®apmManeBTHYHOI0 YIPaBJIiHHSA

Tapac JSICKOBCbKHUI
(Bnacue im’st [IPI3BUILE)

(migmc)



JlonaTok 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa s mocnmimHuKa 3 TIpenapary MmakpuTuHIO, pemakiiis 15 Bim 23 kBitHa 2023 p.; ocke
JIOCITIIKYBaHOTO Jiikapchkoro 3aco0y (IMPD) Pacritinib: Moxyns 2 «Quality», penakitis 13.0 Big
03 uepBHs 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1849 Bix 11.08.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBane KoHTpodwoBaHe mgociipkeHHs III ¢a3m 3 Merorwo MOpPIBHAIBLHOI OIIHKH
NaKpUTUHIOY Ta TMpemapary 3a BHOOPOM JKaps MpH JIKyBaHHI MAIi€HTIB 13 MEPBUHHUM
Mienodibpo3om abo MienohiOpo3oM, IO PO3BUHYBCSA TMICHS CIOPABXKHBOI MOMIIUTEMII YU
€CEHIIIaTbHOT TPOMOOLIUTEMIT, B SIKUX BiI3HAYAETHCS TSHKKA TPOMOOIMTONEHIS (PiBEHh TPOMOOLIUTIB
<50 000/mkm)», PAC303, penakuis 2 Big 30 yepBus 2022 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIOBIJTAJILHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Ci T1 At bio®apma Kopnopetimny [CTI BioPharma Corp.], CIIIA

Havanbuuk dapManeBTHYHOI0 YHPABJIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st [TIPI3BUILE)



Jonmatok 3

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

InenTudikaist CyTTEBOI MOMPABKU

OHoBJIeHHH TTPOTOKOJI KIIiHIYHOTO BUMpoOyBanHs M16-066, inkopnopoBanuii [TonpaBkamu 1, 2,
2.01 (tinpku ms Kuraro), 3, 3.01 (tineku muist Himewunnn), 4, 4.01 (tineku juist AAnonii), 4.02 (mis
VYkpainu Ta npuiIeranx 3afisiHuX Kpain), 5 1 AnminictpatuBHUME 3MiHamu 1, 2, 3, 4 Bin 16 rpyans
2022 poky; AnaminictpatuBHa 3miHa 7 Big 27 ciuHga 2023 poky [0 MPOTOKOJY KIIIHIYHOTO
BurnpoOyBaHHs M16-066; [Hdopmartis s mamieHTa Ta iHpopMOBaHa 3r0/1a Ha y4acTh Y HAYKOBOMY
JOCTIIKEeHH] Ta He000B I3KOBOMY JTOCIiKeHH1, Bepeis 5.0 ans Ykpainu Bin 16 TpaBusa 2023 poky,
YKpaiHCBKOIO Ta pOCiiicbkoro MoBamu; [H(opMamiiiHuii JUCT MamieHTa CTOCOBHO i B yMOBax
nangemii (takoi sk COVID-19) abGo iHmMX BaXJIMBHUX TOMAiN, fAKi BIUIMBAIOTh HA Y4YacTh Y
nocmipkeHHi [[adopmamifHuil TUCT 17 y4acHUKa KIIiHIYHOTO BUIIpOoOyBaHHs|, Bepcis 2.0 mis
VYkpainu Big 16 TpaBus 2023 poky, YKpaiHCBKOIO Ta pOcCiiicbkor0 MoBamH; [HopmariitHuil muct
narfieHTa CTOCOBHO JIiii B ymoBax nmanzemii (takoi sk COVID-19) a6o iHmMX BaXJITUBUX MOJIH, SIKi
BIUIMBAIOTh HAa Yy4yacTb Yy JOCHiKeHHI [[HpopmauiiHuil nMcT A8 ydacHMKa KIIIHIYHOTO
BunpoOyBaHH: |, Bepcist 3.0 must Yipainu Bin 16 tpaBHs 2023 poky, YKpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; OHOBIIEHUH po3ain «SkicTe» Jlochke TOCiIXKYBaHOTO JTiKapchKoro 3aco0y Picankizymad
(ABBV-066), Bepcis 2.0 H Big 16 motoro 2023 poky; BkiroueHHs 10aTKOBOTO JOCIIIKYBAHOTO
Jikapcbkoro 3aco0y: Picankizymad (ABBV-066), 600 mr/10 ma (60 mr/mu), KOHUEHTpar Ajs
MPUTOTYBAHHSA PO3UMHY IS 1HQY31H, y ¢rakoHax (BupoOHuku: Patheon Italia S.P.A, Irtamis;
SGS Institut Fresenius GmbH, Himeuunna; AbbVie Deutschland GmbH & Co. KG, Himeuunna;
AbbVie Inc., CIIIA; A&M STABTEST GmbH, Himeuunna; SGS Analytics Switzerland AG,
[seitnapis; Charles River Laboratories Germany GmbH, Himeuunna; AbbVie Biotechnology, Ltd.,
ITyepto-Piko, CIIA); 3pa3ok MapKyBaHHS JOCIHIIKYBaHOTO JIKapchbKoro 3aco0y Picankizymab
(ABBV-066) 600 mr/10 mut (60 Mr/mi), KOHIIEHTPAT JJIsl IPUTOTYBAHHS PO3YMHY JUIS iHQY3iH y
¢akoHi, Bepcis Big 27 BepecHs 2022 poky (BHYTpIIIHE MaKyBaHHS), YKPaiHChKOIO MOBOIO; 3pa30K
MapKyBaHHsS JOCIIKyBaHOTo Jikapcbkoro 3acoOy Picankizymad (ABBV-066) 600 mr/10 mn
(60 mMr/muT), KOHIIEHTpAT JAJIs IPUTOTYBaHHS po34unHy A iH(Dy31# y diaakoHi, Bepcis Bij 27 BepecHs




POJIOBXKEHHS JoaTKa 3

2022 poky (30BHIIIHE TaKyBaHHsS), YKPaiHCHKOIO MOBOIO; 3MiHA KIUIBKOCTI JOCTIIKYBaHUX B
VYkpaini 3 56 10 20 oci6; YTouHEHHS Ha3BU MPOTOKOJIY KIIHIYHOTO BHUIIPOOYBaHHS YKPaiHCHKOIO
MOBOIO:

bVYJIO CTAJIO
«baratonienTpoBe, paHoOMi30BaHe, MojBiiiHe | «bararoneHTpoBe, paHAOMi30BaHe, MOJBIHHE
ciine, MIane00-KOHTPOJIIbOBaHE S2-THKHEBE | Cllile, IUI1ane00-KOHTPOJIbOBaHE S52-TH)KHEBE
BIJIKpHTE IIPOJIOBIKEHE JNOCTIDKCHHS | MIATPUMYIOYe  JIKyBaHHA 1 BIJKpHTE
miaTpuMyro4oi  Tepamii Ui BUBUYCHHS | IPOJOBXEHE JIOCTIDKEHHS [UIi BHBUYCHHS
eekTHBHOCTI Ta Oe3neuHocTi Picankizymaly y | edexruBHoCTI Ta 6e3meynocTi Picankizymaly y
HAIIE€HTIB 3 BUPA3KOBUM KOJIITOM) HAI€HTIB 3 BUPA3KOBUM KOJIITOM»

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2030 Big 07.11.2018

Ha3sBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararonienTpoBe, paHIOMi30BaHe, IOJBIMHE ciine, IIane00-KOHTPOJIbOBaHE S2-TH)KHEBE
BIIKPHUTE TPOJIOBXKEHE IOCHTIHKCHHS IMiATPUMYIOUoi Tepamii [uis BUBYEHHS €(EKTHBHOCTI Ta
6e3neuHocTi Picankizymaly y maIi€eHTiB 3 BHUpPa3KoBUM KoiiTom», M16-066, iHkopriopoBaHuUit
[TompaBkamu 1, 2, 2.01 (tineku pas Kuraro), 3, 3.01 (tuteku nns Himewuwnw), 4 ta 4.02 (nns
VYkpaiHu Ta npuiIeriux 3aJisHUX KpaiH) i AAMIHICTpaTUBHUMHM 3MiHamu 1, 2, 3 ta 4 Bin 09 TpaBHs
2022 poky

3asiBHUK, KpaiHa

«E60Bi biogapmacsrotikans3 I'm6X», IlIBeiinapis

CnoHcop, KpaiHa

AbbVie Inc., USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jonmaroxk 4

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa  mocmimHuWKa, — mociipKyBaHMM  nikapchkmi - 3aci6  Olanzapine/Samidorphan
(Onanzamin/Caminopgan), Bepcis 10.0 Bim 27 kit 2023 poky; 3aixydeHHS TOProBoi Ha3BU
JOCITIKyBaHOTO Jtikapchkoro 3aco0y ALKS 3831 - LYBALVI®; ®opma indpopmoBaHoi 3roau
MaIfieHTa Ta 3aXHCTy NEepCOHANBHUX JaHuX, Bepcis maust Ykpainu 9.0 Bix 06 uepsus 2023 poky,
KpalHCHhKOIO Ta poCiChKO0 MOBaMHM; 3MiHA Ha3BU MicClisl IPOBEACHHS KIIHIYHOTO BUIPOOYBAHHSL:
BYJIO CTAJIO

nupexktop Kocenkona I.B. nupektop Kocenkona I.B.

KomyHnaneHe HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPUEMCTBO
«Yepkacbka obOjacHa TcuxiaTpuvHa JiKapHs | «Yepkacbka oOjacHa ICHUXiaTpUYHA JIIKApHS
Yepkacpkoi ~ obOmacHoi  pamm»,  kiHOoue | Uepkacbkoi ~ oOmacHoi  pamm»,  KiHOYE
Bigmimenas Ne 11, donosiue BigmiaeHHs | Biggizends Nell, dgosoBiue BigminenHs Nel,
Ne 12, m. Cmina, Yepkacbka 00J1acTh M. Cmina, Yepkacbka 00J1aCTh

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1177 Bix 27.09.2017

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Jlocmimkennss $a3u 3 i OIIHKUA JOBTOCTPOKOBOI O€3MEYHOCTI, MEPEHOCUMOCTI Ta CTIMKOCTI
nikyBaneHOi nii npenapaty ALKS 3831 B mamieHTiB i3 mm3odpeHiero, Mmu30ppeHOPOPMHUM
po3magom abo GinmossspauM po3nagom [ Tamy», ALK3831-A308, 3 monpaskoro 3.0 Bix 09 TpaBHs
2019 poky

3asBHHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHcop, KpaiHa

«Ankepmec, [ak.» (Alkermes, Inc.), CIITA

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)




JlomaTok 5

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon kmiHiyHOro nocmimkenns RPCO01-3204, [lompaBka 6.0 Big 16 Oepesns
2023 p.; CuHONCHC OHOBJIEHOTO MHPOTOKONY KiiHiuHOrO nociimkeHHss RPCO01-3204 srigno 3
[TommpaBkoro 6.0, ocratouHa pemakitis Big 16 6epesns 2023 p., mepekiaa 3 aHIIHCEKOI MOBH Ha
yKpainceKy MoBY Bix 19 uepBHs 2023 p.; [ndopmaris ms namienrta ta gpopma iHpopMoBaHoi 3rou,
octrarouyHa penakuis 8.0 qa Ykpainu Bix 03 munas 2023 p., oCTaTOUYHMMA NEpPEeKIaa 3 aHTIIIHCHKOT
MOBH Ha YKpaiHChKy MOBY Bix 27 ynumnHs 2023 p., OCTaTOYHHIA MEpeKIaa 3 aHTIIIHChKOI MOBU Ha
pociiicbky MoBY Bij 27 munHs 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1275 Big 06.07.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«/lonatkoBe GaratoueHTpoBe Binkpute gociimkeHHs Il ¢a3u 3 MeToro OLIHKK O3aHIMOY Ui
MEepOPaILHOTO MPUHOMY TMPHU JIIKYBaHHI TAIIEHTIB 13 CEPEAHBOTSHKKAM a00 TSKKUM Tepedirom
xBopobu Kpona B aktuBHii popmi», RPCO1-3204, penakuis 6.0 Bix 14 uepBus 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa

«Cenxed Intepuenni II Capmy» (Celgene International II Sarl), IlIseiiapis

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



JlomaTok 6

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

InenTudikariist CyTTeBOI MOMPaBKU

Bbpomypa nocnigauka nius Kpoanimady (RO7112689), Bepcis 8 Big tpaBas 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2147 Bix 04.10.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PanyomizoBane, BiJKpUTe, KOHTPOJIbOBAaHE AKTUBHHUM IIPEIapaToM, 0araTOIEHTPOBE JOCIIIKSHHS
¢azu Il s omiHkM edeKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBaHHS KpoBaliMaOy B TMOPIBHSIHHI 3
€KyJ1i3yMa0oM y Malli€HTiB 13 MapOKCU3MaIbHOIO HivHOIO Tremorniobinypieto (ITHT), ski panimie He
OTPHUMYBAJIU JIIKYBaHHsI iHTi0iTOpamMu KomiuieMeHTy», BO42162, Bepcis 6 Big 30 BepecHs 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiAmoBiHanbHiCcTIO «Pomr Ykpainay

CnoHcop, kpaiHa

®. Xodpdbmann-JIs Pom JItn, [Belimapis

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jlonatok 7

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa gocnigHuka i 10CipKyBaHOTo Jikapebkoro 3aco0y BAF312 Cinonimon, BuganHs 21,
Bix 19 kBitHs 2023 poky; bpourypa nocimigauka a1 10CIiIKyBaHOT o Jlikapcbkoro 3aco0y FTY 720
®dinronmimMon, BumanHs 26, Big 17 kBiTHa 2023 poky; I[lompaBka mo Jlocke A0CIiTKyBaHOTO
nikapcekoro 3acody BAF312 0.1 mr, 0.25 mr, 0.5 mr, 1 mr, 2 Mr, Ta0leTKH, BKPUTI TUTIBKOBOIO
obosonkoro, 6002850 SM_IP. AMEN 6 967, Bix 11 tpaBus 2023 poky; OHoBieni cekuii /locke
JOCTIKYyBaHOTO JTikapcbkoro 3acody BAF312, 0.1 mr, TabneTku, BKPUTI IJTIBKOBOIO 00OJIOHKOKO:
2.1.P.3 «Bupobuuurso», 6002850 SM 1 P3 975, Bepcis 3.0 Bix 12 tpaBus 2023 poky; OHOBIEHI
cekii Jlocke TOCIiKyBaHOTO Jlikapchkoro 3acody BAF312, 0.25 wmr, 0.5 mr, 1 mr, 2 mr, TabneTkwy,
BKPUTI IUIIBKOBOIO 000J0HKOIO: 2.1.P.3 «Bupobuuurso», 6002636 SM I RD0O1 P3 975, Bepcis
3.0 Big 11 TpaHs 2023 poky; OHoBieHi cekmii [[ocke OCTIKYBAHOTO JIIKAPCHKOTO 3aco0y
BAF312, 0.1 wmr, Tabierku, BKpUTI TIUTIBKOBOIO 00osoHKOW0: 2.1.P.8 «CTabimbHICTBY,
6002850 SM 1 P8 975, Bepcis 6.0 Bix 11 tpaBus 2023 poxy; [logoBxkeHHs TepMiHYy MPHIATHOCTI
JociiKyBaHoro Jikapcekoro 3aco0y BAF312 Cinonimon, Ta0neTkd, BKPHUTI IUTIBKOBOO
06omonko10, 0.1 Mr, 10 42 micsmiB; 3MiHa Ha3BU BUPOOHHUKA JOCITIIHKYBAHOTO JIIKAPCHKOTO 3aCO0y
BAF312, 0.1 mr, 0.25 mr, 0.5 mr, 1 Mr, 2 Mr, TabneTku, BKPUTI TUTIBKOBOIO 00070HKO0 3 Confarma
France SAS (CONFARMA FRANCE - HOMBOURG), ®paniiis na SOLVIAS France SAS,
OpaHiris

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 475 Bin 13.03.2022

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«2-piuHe, paHAOMi30BaHe, MOJBIHE CIiNe JOCHIIKEHHs BIICYTHOCTI MEHIIO! €(eKTUBHOCTI, 110
MPOBOAUTHCST B 3 Tpymax [uisi HMOPIBHAHHA €(QEeKTUBHOCTI Ta Oe3medHocTi odarymymaly i
cinoHiMoy 3 (PIHTOJIIMOAOM Yy MAI€HTIB AUTSYOTO BIKY 3 PO3CISTHUM CKIEPO30M, 13 MOJAIBIINM
BIIKpUTHUM po3inpeHuM gociipkeHHsm», CBAF312D2301, sepcisa 00 Bixg 28 ciunsg 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaiHa

«Hogapric ®apma Al'y, llIBeiinapis / Novartis Pharma AG, Switzerland

Havanbuuk dapManeBTHYHOI0 YHPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)



JonaTtok 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

14.09.2023 Ne 1625
InenTudikaris cyrTeBoi monpaBky | 3MiHa Ha3BU MICLs IPOBEJACHHS BUIPOOYBaHHS:
BYJIO CTAJIO
nupekrop [lapamonos B.B. nupektop Ilapamonos B.B.

KomynaneHe HekomepiiiiHe mignpuemMcTBo | KomyHampHe HEKOMEpIHE —ITiIIPUEMCTBO
«Yepkacbkuit obnacHui oHKoyoriyHui | «KIIiHIYHUKA TIEHTP OHKOJIOTIi, TeMaToJIorii,
mucnaicep  Yepkachbkol  0o0yiacHOT  paiw», | TPAHCILIAHTOJIOTIT Ta MaTiaTUBHOI JOIIOMOTH
obmacHMM  TEHTP  KIIHIYHOI  OHKoJIoTii | Yepkachkoi 00sacHOl paan», 00JacHUN LIEHTP
(oHKOXiMiOTEpaneBTHUHUI ), M. Uepkacu KITIHI9HOT OHKOJIOT1{
(oHKOXIMiOTEpaneBTUYHHUM), M. Yepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1636 Bix 20.07.2020

Hasga kiiHiYHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«SERENA-2: PannomizoBaHe, BIAKpUTE, Y MapalielbHUX Ipyrnax, 0araToleHTpOBE JOCITIKEHHS
¢azu 2 mnopiBHAHHA e(EeKTHUBHOCTI Ta O€3MeYHOCTI mnepopaibHoro mnpemnapaty AZD9833 i
@ynBectpanTa y kiHOK 3 nommpeHuM ER-nmosutuBHuM HERZ-meratuBHuM pakoM Mos10ouHOL
3ano3u», D8530C00002, Bepcis 6.0 Bix 04 Tpasust 2023 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

Actpa3eneka Ab, llIsewis / AstraZeneca AB, Sweden

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jomatok 9

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka npenapaty Kabo3zanTinio (Cabozantinib (XL184)), Bepcis 19.0 Big 06 mumnus

2023 poKy aHTiCbKOI0 MOBOIO; 3MiHA HAa3BH MICIISl POBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO

nikap CinenbHikoB [.B. nikap CinenbHikoB [.B.

Komynanene miampuemctBo «Bomuncbkuil | KomyHaneHe — mianpuemctBo — «BonmHCbKa

o0NacHUl ~MEOWYHUI [EHTp OHKOJOTii» | o0sacHa KJiHIYHA JiKapHA» BoamHCHKOT

Bonuncekoi o6macHoi pamu, oHKojoriuHe | obnmacHoi pamu, OOnacHUN METUYHUN IEHTP

ximMioTepaneBTHYHE BiaaiicHHS Ha 30 JIDKOK, | OHKOJIOTII, OHKOJIOTIYHE XiMIiOTEparieBTHYHE

M. JIynpk BitieHHs Ha 30 gikok, M JIyipk

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2243 Bix 05.10.2020

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«PangoMi30BaHe BIJKpPUTE KOHTPOJIbOBAHE JOCHIUKEHHS (asu 3 3 OLIHKKM 3aCTOCYBaHHS
KabozanTinioy (XL184) y xomOiHamii 3 Arte30ii3ymMaboM Yy TIOPIBHSAHHI 3 HOBITHBOIO
ropmoHansHO Tepamieto (HI'T) apyroi miHii y DamieHTiB 3 MeTaCTaTUYHUM KacTpaliitHO-
PE3UCTEHTHUM PaKOM IepeIMixypoBoi 3asmo3uy», XL184-315, monpaska 5.0 Big 24 ciuns 2023 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATOBIJIAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Exelixis, Inc., CIITA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [TPI3BULILE)



Jomatok 10

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocmimnuka s are3onizymady (TECENTRIQ®, RO5541267), Bepcis 20 Bing aumHs
2023 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBaHHS

Ne 1090 Bix 19.10.2016
Ne 800 Bix 26.04.2018
Ne 928 Bin 15.05.2018
Ne 187 Big 05.02.2021
Ne 1012 Bix 24.05.2021
Ne 1012 Bix 24.05.2021
Ne 2917 Bix 15.12.2020
Ne 1360 Big 10.06.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararonienTpoBe panmomizoBaHe miuanedo-koHTpoiboBane nociuimxerss Il ¢azu ate3zonizymady
(aatu-PD-L1 anTHTI0) B peKUM1 MOHOTEpaIii Ta B TOE€THAHHI 3 XIMIOTepaIli€lo Ha OCHOBI TIJIaTHHU
y TMAalli€HTIB 13 HENIKOBAHOI MICIEBO-TIOMIMPEHOI0 ab0 METacTaTUYHOI YPOTENiaTbHOI0
kapuuaomoro», WO30070, sepcis 11 Bin 17 rpynus 2022 p.;

«bararonienTpoBe, paHaoOMi3oBaHe, MOJBiliHE ciime, Miaanedo-KoHTpoasoBaHe nociuimxerHs [lII
(da3u arezomnizymady (antu-PD-L1 anTuTizio) B SKOCTI a1’ tOBAaHTHOI Teparii Micias paauKaibHOTO
JMKyBaHHS y TAI€HTIB 3 MICIIEBO-TIOMIMPEHOI0 TUIOCKOKIITUHHOIO KapIMHOMOIO TOJOBU Ta IIUT
BHUCOKOTO pu3uKy», W040242, sepcis 12 Big 24 motoro 2023 p;

«IlogBifine crine, OaraToleHTpoBe, paHaoMizoBaHe mochimkeHHs Il ¢dasu I  ouiHku
e(heKTUBHOCTI Ta Oe3MeKH Heoa]'TOBAHTHOI Teparii are30i3ymaboM ado 1uiaredo B KoMOiHaIl 3
XiMiOTepami€ero Ha OCHOBI NpenapariB IUVIATHHU Y MALlI€HTIB 3 OonepadelbHUM HeAPiIOHOKII THHHUM
pakom nerenb II, IITA 1 Bubipkoso IIIB craaiin, GO40241, Bepcis 10 Bix 27 motoro 2023 p.;
«PannomizoBane, Oararouentpose, gasu IB/III nocmimkenHs GpapMakoKiHETUKH, €PEKTUBHOCTI Ta
0e3MeYHOCTI 3aCTOCYBaHHS MiAMKIpHOT popmu aTe30:mi3ymMaly y OPiBHSHHI 3 BHYTPIIIHHOBEHHOO
dbopmoro arezomizymaby y TAIli€EHTIB 13 paHIille JIKOBAaHUM MICIEBOMOUIUPEHUM abo
METacCTaTUYHUM HEIPIOHOKIITUHHUM pakoM jereHb», BP40657, Bepcis 7 Big 07 motoro 2023 p.;
«PannomizoBane, monBiiiHe ciine, OarartoneHTpoBe (asu Il mocmimkeHHS 3acTOCyBaHHS
ate3omnizyMady (antu-PD-L1 antmTiiio) mpotu miane0o sSK aj FOBAaHTHOI Teparii y MaIi€eHTiB 3




npoaoBKeHHs goaarka 10

M’5130BO-1HBa3UBHUM PAaKOM CEYOBOT'O MiXypa BHCOKOTO PH3HUKY 3 HasBHOIO IMpKyItotodoto JTHK
MyXJIMHHU Ticis nuctekToMiin, BO42843, Bepcis 6 Bix 15 6epesns 2023 p;

«PannomizoBaHe, ToJBiliHE climne, TUIANE00-KOHTPOIboBaHe nociimkeHHs (asu Il mis omiHkw
e(heKTUBHOCTI Ta 0E3MEeYHOCTI a1’ FOBAaHTHOI Tepalrii are3oiizymadbomM abo rianedo y koMmOiHamii 3
TpacTy3yMaboMm eMTaHCHHOM Y mamieHTiB i3 HER2-mo3uTuBHUM pakoM MOJIOYHOT 32J1031 3 BUCOKUM
PH3MKOM PEUMIMBY MICis epeaonepaiiiHoi tepamiin, W0O42633, Bepcis 4 Bix 14 6epe3ns 2023 p.;
«PannomizoBane, o BiifHe cline, riamnedo-koHTpoiasoBane ¢azu 11l gocmimkeHHs aTe3omizymady
B moeaHanHi 3 Tiparoaymabom (antu-TIGIT antutino) abo Ge3 Tiparomymaly y MamieHTIB i3
HEPEe3eKTa0EIbHOK  IUIOCKOKIIITHHHOK — KapIUHOMOKO  CTPaBOXONIy, 4Hs KapiuHOMa HE
mporpecyBaia miciisi paguKaibHOI XiMiompoMeHeBoi Teparmii», YO42137, Bepcis 6 Bix 08 rpymHs
2022 p.;

«PannomizoBane, mojBiiiHe ciimne, mianedo-koHTpoboBane ¢asu Il gocmimkenHs Tiparoirymady
(antu-TIGIT anTuTi0) B KOMOIiHALIl 3 aTe30713yMabOM y MOPIBHSAHHI 3 mianebo B koMOiHaIii 3
aTe30113yMa0d0oM y NAIi€HTIB i3 paHillle HeJIKOBAaHUM MiCIIEBO-TIOIIMPEHUM Hepe3eKTabebHuM abo
MeractatnyHuM PD-L1-cenekTuBHUM HepiOHOKITITHHHUM pakoM Jieredb», GO41717, Bepcis 5 Bin
04 nucronana 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BianoBiganbHiCcTIO «Pomr Ykpainay

CnoHcop, kpaiHa

®. Xoddbmann-JIs Pom JItn, [Belimapis

Havanbunk ®@apManeBTHYHOIO YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimrmic) (Bnacue im’st ITIPI3BUILIE)



Jomatok 11

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

[adopmarmiitnuii mucTok 1 hopma iHGopMOBaHOT 3rou I OATHKIB MaIlieHTa, BEpCis 11 YKpaiHu
5.0 Bix 24 numnas 2023 poky, yKpaiHCBKOIO Ta pociiicbkoto MoBamu; [Hpopmaniinuii mucToK 1 popma
iH(pOopMOBaHOT 3rou IJIs JOPOCIIOTo marieHTa, Bepcis st Ykpainu 3.0 Bix 03 ymmasa 2023 poky,
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«IIpocTieKTHBHE BIIKpUTE HEMOPIBHSUIBHE OaraTomeHTpoBe nociimkeHHs III ¢a3u mns omiHkm
(hapMaKoKiHETHKH, €QEKTUBHOCTI, MEPEHOCHUMOCTI Ta Oe3MeYHOCTI Mpernapary iMyHOrJoOyIiH
JFOIMHY JJIs1 MiAIKipHOTO BBeAeHH (HpioHOpM) y MaIi€HTiB i3 NEpBUHHIMH IMyHOAEPIIUTHUMH
3axpoproBanHsaMu», NORM-01, Bepcist 04 Big 23 ceprnst 2021 poky

3asiBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHncop, kpaiHa

«Oxragapma  @apmanestuka  IIpoaykrionclec  M.6.X»  (Octapharma  Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



JlomaTok 12

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

OcHoBHa iH(]popMarltis mpo JociipKeHHs Ta hopma iHbopMoBaHoi 3roau, Bepeis 14 Big 06 numHs
2023p., anrmiiicekoro MoBOIO; [H(opMartis 1 manieHTa Ta popma iHPOPMOBAHOI 3T0AU, BEPCIis AT
VYkpaiau Ne 12, Big 19 munas 2023p. (Ha ocHoB1 OcHOBHOI 1H(OpMaItii mpo AoCTiHKEHHS Ta GOpMH
iHpopmoBanoi 3roau, Bepcis 14 Big 06 mumas 2023p.) ykpaiHCcbkO0 MOBOIO; [Hopmamis mis
namieHTa Ta popma inhpopmoBaHoi 3roau, Bepeis Ne 12 mast Yipainu, Big 19 nunus 2023p. (Ha ocHOBI
OcnoBHOi iHpOpMaii mpo gocimpkeHHs Ta Gopmu iHGopMoBaHOi 3roau, Bepcis 14 Bix 06 mumHs
2023p.) pOCICHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2243 Bix 05.10.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PanomizoBaHe, MOABIMHE CITiNe TOCTKeHHS 3 (a3u 11k BUBUCHHS €()eKTUBHOCTI Ta 0€3MEYHOCTI
npenapaty SAR442168 y mnopiBHsHHI 3 TepuduyHomizoM (O6amxkio®) B ydacHUKIB 3
perauByrounMu popmamu poscisiHoro ckieposy (GEMINI 1)», EFC16033, 3 mompaskoro 08,
Bepcis 1 Big 12 rpyans 2022p.

3asiBHUK, KpaiHa

TOB «Cano¢i-ABeHtic YkpaiHa»

CnoHcop, kpaiHa

Genzyme Corporation, USA ([Ixxen3aiim Kopmopeiin, CITTA)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jomatox 13

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

OcHoBHa iHopMarlis nmpo gociimxkeHHs 1 Gopma iHGopMoBaHoi 3roau, Bepcia 13 Big 06 nurmHs
2023p., anrmiiicekoro MOBOIO; [H(opmartis 1 manienta ta popma inpopMoBaHOi 3roau, Bepcis s
VYkpaiau Ne 11, Bix 19 mumas 2023p. (Ha ocHoBi OCHOBHOI 1HGOpMAIIil PO TOCTiKEeHHS 1 hopmu
iHpopmoBanoi 3roau, Bepcis 13 Big 06 mumas 2023p.) ykpaiHcbkoi0 MOBOIO; [Hopmamis s
narieHTa Ta popma inhpopmoBanoi 3roau, Bepcist Ne 11 ms Yipainu, Big 19 munns 2023p. (Ha 0CHOBI
OcnoBHoi iH(opMmarii npo nociimkeras i Gpopmu iHpopmoBaHoi 3roau, Bepcis 13 Big 06 numHs
2023p.) pOCICHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2554 Bix 09.11.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PangomizoBaHe, MOABIMHE CIIINE TOCTIKCHHS 3 a3y 1)1 BUBUCHHS €(pEKTHBHOCTI Ta OE3MEYHOCTI
npenapaty SAR442168 y mnopiBHsHHI 3 TepuduyHomizoM (O6amxkio®) B ydacHUKIB 3
peuuauByrounmu hopmamu poscissaoro ckieposy (GEMINI 2)», EFC16034, 3 mompaskoio 08,
Bepcis 1 Big 12 rpyans 2022p.

3asiBHUK, KpaiHa

TOB «Cano¢i-ABeHtic YkpaiHa»

CnoHcop, kpaiHa

Genzyme Corporation, USA ([Ixxen3aiim Kopmopeiin, CITTA)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jomatok 14

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnena bpomrypa ocnigauka mono Acalabrutinib (ACP-196), Bunanus 12.0 Big 30 Gepesns
2023 p.; 3mina HaiimeHyBaHHs 3asBHMKa B YkpaiHi 3 TOB «JIABKOPIT KJIIHIKAJI
JIEBEJIOIIMEHT YKPATHA» na TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2674 Bix 18.11.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, mojBiliHe ciirne, maanedo-KoOHTpoaboBaHe da3u 3 JOCTIIKEHHS akanadbpyTHHIOy
y KoMmOiHamii 3 puTykcumaboM, nukiaodocdaMinoM, ITOKCOpYyOIMHOM, BIHKPUCTHHOM Ta
npenHizonoMm (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-
CHOP) y narienTiB BikoM <75 pOKiB i3 paHille HEIIKOBaHOIO JU(PY3HOI B-BEITUKOKIITHHHOO
aiMdomoro, 110 BHHHMKIA 3 KIITHH HerepMiHaibHOro meHtpy», ACE-LY-312 (D8227C00001),
Bepcis 6.0 Bix 22 nucronaaa 2022 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jomatoxk 15

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Onognena Bepcis bponrypu gocimigHuka J0CIiKYBAHOTO JIIKAPChKOTO 3ac00y MaciTuHiO, BUAaHHS
1.0 Bix 26 uepBHs 2023

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 703 Bix 23.06.2017

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararornieHTpoBe, NPOCIEKTUBHE, pPaHIOMi30BaHe, MOJBIHHE Cclile, IU1ane00-KOHTPOIbOBAaHE
nocmipkenns 111 ¢a3u, 1o npoBoAUTHCS NPOTATOM 24 TUXKHIB 3 MOYKIJIMBICTIO MTOJOBXKEHHS TEPMIHY
JTIKYBaHHS, y IBOX MapajeIbHUX IPYTIax 3 paHJOMI3alli€l0 NAIi€HTIB y CIiBBiAHOMEHHI 1:1, 3 MeTOrO
OLIIHKY €()eKTUBHOCTI Ta O€3MEeKH MEePOPaATLHOTO MaCITHHIOY y HOPIBHSAHHI 3 MIIa1e00 MPH JTiKyBaHHI
MAIEHTIB 3 TOBUIBHO MPOTPECYIOYMM CHCTEMHHMM Ta iHJOJCHTHUM CHCTEMHHM MAacCTOLIUTO30M 3
TSOKKUMM  CUMIITOMAaTHYHUMH IIPOSIBAMH, PE3UCTEHTHUM JI0 ONTUMAJIbHOI CHMITOMATHYHOI
tepanii», AB15003, Bepcist 7.0 Big 15 numas 2021

3asiBHUK, KpaiHa

TOB «CIHEPJDKU I'JIOBAJI YKPAIHA», Ykpaina

Cnoncop, kpaiHa

AB Science, ®paniis

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jlomatok 16

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Onosnena bpomrypa mpocnigauka Ha Begonmizymad (MLNO0002), Bepcis 27 Big 17 mumas 2023 p.
aHTITICHKOI0 MOBOIO

2

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

VERDICT: PangomizoBaHe, KOHTPOJIbOBaHE BUMPOOYBAaHHS IJIsi BU3HAYEHHS ONTHUMAJIBHOI LM
Tepanii Ipu akTUBHOMY BupaszkoBomy koJiiti, RP1706, Bepcis 08 Big 08 uepBust 2021 poky

3asBHUK, KpaiHa

TOB «biomanacy, Ykpaina

CnoHncop, kpaiHa

«Amimenris, Inx.»/Alimentiv Inc.», Kanana

Havanbuuk ®dapManeBTHYHOIO YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st ITPI3BUILE)



Jomatok 17

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnmimHHMKa JOCITIIKYBAHOTO JiKapchkoro 3aco0y Mobocertinib, BumanHs 7 Bix
28 Oepesns 2023 p., aHIIIHCHKOIO MOBOIO; JlOChE TOCIHITKYBAaHOTO JIIKApPCHKOTO 3aco0y
Mobocertinib, posmin 3.2.P.5.4 «Batch Analyses», Bepcis 10.0, anrmiicbkor0 MoBOIO; Jlocke
JIOCITIIKYBAHOTO JIiKapchKoro 3aco0y Mobocertinib, posmin 3.2.P.5.1 «Specificationy, sepcis 10.0,
aHTTHCHKOI0 MOBOIO; Jloche HOCHTIIKYBaHOTO JIIKapchKoro 3aco0y Mobocertinib, po3ain 3.2.S.4.4
«Batch Analysesy, Bepcis 11.0, anrmiicbkor0 MOBOIO; JIOChE TOCIIHKYBAHOTO JIKAPCHKOTO 3aC00y
Mobocertinib, po3ain 3.2.S.4.1 «Specification», Bepcist 10.0, aHTIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 767 Bin 02.04.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PangomizoBane, GaraTorieHTpoBe, Bigkpute mociimkeHHs ¢asu Il mns omiHkM edeKTHBHOCTI
npenapaty TAK-788 B skocti Tepamii mepiioi jiHii y HOpIBHSHHI 3 XIMIOTEpaIi€l0 Ha OCHOBI
IpernapariB IUVIATHHU Y MAIIEHTIB 13 HEAPIOHOKIITUHHUM PaKOM JIET€HI 3 IHCEPLIHHUMU MYTaIlisIMH
y 20-My ek30Hi reHa penenrtopa emnigepmansHoro ¢akropa pocty (EGFR)», TAK-788-3001, Bepcis
3 IHKOPIIOPOBAaHOO nonpaBkoro 8 Bij 18 xoBTHS 2022 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnosinanbHicTio «KonTpaktHo-Jlocmigaunbka OpraHizanis
[HHOapm-Ykpaina»

CnoHcop, kpaiHa

Takeda Development Center Americas, Inc., USA (CIIIA)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 18

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

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
14.09.2023 Ne 1625

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon kmiHiyHOro nocmimkenns RPCO01-3203, [MompaBka 6.0 Big 16 Oepesns
2023 p.; CuHONCHC OHOBJIEHOTO MHPOTOKONY KiiHiuHOTO mociimkenHs RPCO01-3203 srigno 3
[TommpaBkoro 6.0, ocratouHa pemakitis Big 16 6epesns 2023 p., mepekiaa 3 aHIIHCEKOI MOBH Ha
yKpainceKy MoBY Bix 19 wepBus 2023 p.; [ndopmanis ans namienrta ta popma inpopMoBaHOi 3roau,
octrarouyHa penakuis 8.0 aua Ykpainu Big 03 qunas 2023 p., oCTaTOYHUN TEPEKIaa 3 aHTIIIHCHKOT
MOBH Ha YKpaiHChKy MOBY Bix 27 ynumnHs 2023 p., OCTaTOYHHIA MEpeKIaa 3 aHTIIIHChKOI MOBU Ha
pociiicbky MoBY Bij 27 munHs 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1275 Big 06.07.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«baraToneHTpoBe paH0Mi30BaHe, OJBIMHO ClIiIe, I1ane0o-KoHTpoaboBaHe gqociimkeHHs I11 dhazu
3 METOIO OLIHKM 03aHIMOJy JUIsl IEPOPAIbHOIO NPUHOMY IIPU MPOBEIEHHI MIATPUMYIOUO] Tepamii
NaieHTam i3 CepeJHBOTSIKKUM abo TsDKKUM mepebiroM xBopobu Kpona B akTuBHIN Qopmiy,
RPC01-3203, penakiis 6.0 Bix 14 uepsus 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

CnoHcop, kpaiHa

«Cenmxen Inteprenni II Capay (Celgene International IT Sarl), IlIseiinapis

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jonatok 19

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

14.09.2023 Ne 1625

Inentudikaris cyrreBoi nmonpaBku | [HauBigyansHa peectpamiitHa ¢popma, Bepcis Ne3 Big 10.07.2023 p., ykpaiHCbKOIO MOBOIO; 3MiHA
HAa3BH MiCIIsI POBEICHHS KJITHIYHOTO BUTPOOYBAHHS:

BYJIO CTAJIO
nikap Jlormanimi T.1. nikap Jlormanini T.1.
KomynaneHe HekoMmepiiiiiHe mignpueMcTBo | KomyHanbHe HEKOMeEpIIiiiHE MigIpUEMCTBO
KuiBcrkoi obnacHoi paau «KuiBchka obnacHa | KuiBcbkoi — oOmacHoi  pamm  «KuiBcbkuit
JiKapHs», TEPAneBTUYHE BiIUIeHHS, M. KuiB o0JlacHU LEHTp pealdiuTiTaliifHOI METUIIUHI,
TepaneBTUYHE BiytieHHs, M. KuiB

Howmep ta nata nakazy MO3 mipo Ne 2370 Bix 29.12.2022 B penakuii Hakazy MO3 Vkpainu Nel3 Big 04.01.2023
MIPOBEJICHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3zga kiiniunoro BunpoOyBaHHs, | «baraTolieHTpoBe, TMOJBIifHE ciine, paHIO0MI30BaHE, IUIAe00-KOHTPOJIbOBAHE JOCIIIKEHHS
KOJI, Bepcis Ta jara €(EeKTUBHOCTI Ta IEPEeHOCHUMOCTI JiKapchkoro 3aco0y AHTpans®, 0,2 r TabieTku, BKpPUTI

oOoisionkoro, BupoOHunTBa AT «®apmak», YKpaiHa y NaII€HTIB 3 XpPOHIYHUM IaHKPEATUTOM),
FM-ANTR-22, Bepcist Ne2 Bin 01.02.2023 p.

3asiBHUK, KpaiHa AT «®Papmak», Ykpaina
CnoHcop, kpaiHa AT «®Papmak», Ykpaina
Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st ITPI3BUILE)




