Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiH 10 fozaTtka Ne 19 1o Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 20 rpygHsa 2022 poky Ne 2298»
29.12.2022 Ne 2370

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«[IpocriekTiBHe,  paH/OMi30BaHe, IIOZIBiliHe  cjiime,  IIareb00-KOHTPO/LOBaHe,  OaraTorjeHTpoBe
JOCITiZPKeHHs], sike TIPOBOAMTHECS 3 METO BHBUEHHsI eeKTMBHOCTI Ta Oe3meku mpemapaty NT 201 mipu
MKyBaHHI CITaCTUYHOCTI HIKHIX KiHIIBOK, CIIPUUKMHEHOI iHCYy/bTOM ab0 TpaBMaTHUUHUM TOLIKO/KeHHSIM
MO3KY y [LOPOC/MX MAaL[i€HTIB, 3 MOZA/BIIMM BiIKDUTUM PO3LIMPEHHM TMepiofioM
JocmimpKkeHHs1 3 abo 6e3 KOMOiHOBAHOTO JIiKyBaHHs BePXHiX KiHI[iBOK», KO AocmimkeHHs M602011014,
Bepcis 5.0 Bix 17 BepecHst 2020 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAN]I KJITHIKAJI TPAITIC YKP»

CnoHcop, KpaiHa

Mepij @apmackioTikan3 I'm6X, HimeyunHa (Merz Pharamaceuticals GmbH, Germany)

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

NT 201 (XEOMIN®, XEOMEEN®, XEOMIN COSMETIC®, BOCOUTURE®) (NT 201; 93384-43-1,
NT 101, incobotulinumtoxinA, BoNT serotype A; MO03AXO01; BoTy/iHiuHUlA HEUPOTOKCHUH TUIy A
BiJIBHOTO Bifi KoMIUIeKcoyTBoprounx 6iskiB (Botulinum Neurotoxin type A free from complexing proteins));
TIOPOIIOK /1J1s1 IPUTOTYBaHHs po3unHy /s i’ ekuii; 200 O/]; Merz Pharmaceuticals GmbH, Germany;
[Mnare6o no NT 201 (XEOMIN®, XEOMEEN®, XEOMIN COSMETIC®, BOCOUTURE®), noporiok
JI7Is1 IPDUTOTYBaHHS PO3UMHY A1s iH’ eK1iii; Merz Pharmaceuticals GmbH, Germany

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. bpoxuk f1.B.

KomyHanbHe HeKoMeplliliHe miAnpueMcTBo «Micbka yikapHs Ne2» PiBHeHCHKOI MicbKOi pagu, BiffineHHs
K/TiHiYHOT HeBpoJIoTii Ta HelipopeabisiTarii, M. PiBHe

2) A.M.H., ripod. 35K JI.A.

Mepnunuii 1ieHTp /IHIMPOBCBKOrO J[ep)KaBHOI'O MeJUYHOrO YHiBepcuTeTy, /IHIPOBCBKUM Jep KaBHUMU
MeZMUHUHN yHiBepCcUTeT, Kadeapa HEPBOBUX XBOPOO Ta HEMpOXipyprii Gaky/IbTeTy IMic/AsSAUIIOMHOI OCBITH,
M. [THinpo
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3) A.M.H., ipod. byuyakuniicbkka H.M.

KomyHasibHe HEKOMepIIiiiHe MiIPUEMCTBO «3aropi3bKa 0b/1acHa KiliHiYHa JIiKapHs» 3aropi3bkoi 06/1acHOl
pajy, BiaziieHHs: HeBpoJiorii Nel, M.3arnopixoks

4) n.m.H., mpod. ybenko A.€.

MenuruHuii LIeHTp NpuBaTHOro mifnpueMcrBa «Helipon», M. XapkiB

5) A.M.H., ipod. CmonaHka B.1I.

KomyHasnbHe HekoMepliliHe mianpueMcTBo «O6sacHUl K/IiHIUHMI 11eHTp Helpoxipyprii Ta HeBposorii»
3akapriatcbkoi o0macHOi paju, BifgisieHHs IjepeOpoBacKyssipHOI marosiorii, [lep>XKaBHUN — BUILIUM
HaBYa/IbHUN 3aK/iafl «Y>KropoAChKUM Hal[iOHa/IbHUM YHiBepcuTeT», Kadeapa HeBposorii, Helipoxipyprii Ta
ricuxiarpii, M. YKropo/

6) k.M.H. [Ticonpka O.B.

[epxaBHa ycraHoBa «IHCTUTYT HeBposorii, ricuxiatpii Ta HapkoJsorii HarjioHanpsHoi AkazieMii MeUUHUX
HayK YKpaiHW», BiifliIeHHs ayTOIMyHHMX Ta JlereHepaTUBHUX 3aXBOPHOBaHb HEPBOBOI CUCTEMH, M. XapKiB

[Iperiapaty MOpiBHSAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHeCeHHs 3MiH 10 fozaTtka Ne 19 1o Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 20 rpygHsa 2022 poky Ne 2298»
29.12.2022 Ne 2370

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«bBararorieHTpOBe, TMOABiliHe CTille, paHAOMi30BaHe, Tane00-KOHTPOIBOBAHE JOC/TiHKeHHs e(heKTHBHOCTI
Ta TEePEeHOCUMOCTi JTiKapchKoro 3aco0y AHTpans®, 0,2 T TabneTKU, BKPUTI 0OOOHKOI, BHPOOHHIITBA
AT «®apmak», YKpaiHa y IMalLli€HTIB 3 XPOHIYHUM IIaHKpeaTUTOM», Kop pociifjkeHHs FM-ANTR-22,
Bepcist Nel Big 01.08.2022

3asiBHUK, KpaiHa

AT «Papmak», YKpaiHa

CnoHcop, KpaiHa

AT «Papmak», YKpaiHa

[Tepenik foC/imKyBaHUX
niKapcbKuX 3aco0iB
nikapceKa ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

Antpams® (AuHTpasnb); TabneTkd BKpUTi 00070HKOIO; 1 TabseTka MiCcTUTh aHTpamo® y TiepepaxyBaHHi
Ha cyxy peuoBuny 200 mr (0,2 r); AT «Dapmak», YKpaiHa;

[Tnare6o mo AnHTpans®, (11e/107103a MIKPOKDHUCTA/IiuHa, KPOXMajib KapTOIUISHWM, TIOBi/IOH, KPEMHi0
JiOKCH/ KOToimHui 6e3BoHMM, Kasbllito cTeapaT, Opadry II 85 G18490 white, Opadry II 85 G25557 red);
Tab/1eTKH BKpUTi 000/10HKOI0; AT «PapMak», YKpaiHa

Bianosimansuuii (i)
JIOCJTIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Jlorpanizi T.I.

KomyHanbHe HeKomepLiliHe mignpueMcTBo KwuiBcbkoi ob6sacHoi paau «KuiBcbka obsacHa iKapHs»,
TeparieBTUYHe BigzaineHHs, M. KuiB

2) k.M.H. [Texensko B.C.

MeuyHul 1IeHTDP TOBAapUCTBAa 3 OOMeXXeHOH BiAMOBiZambHICTIO «EBpoab», amOyiaTOPHO-TOMIK/TiHIiUHe
Binzinenns, M. Kuis

3) K.M.H. ['epacumenko O.M.

ToBapucTBO 3 0OMEXeHOI BiamoBizanbHicTIO «Meanunuii 1ieHTp «KoHcumiym Megikan», KiHIKO-
KOHCYJ/IbTaTUBHE BiJ/ineHHs, M. KuiB

4) nikap Ckubano C.A.
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Meauunuii 1ieHTp «OK! KniHik+» TOBapvCTBa 3 00MeXEHOI BiZMOBifaMbHICTIO « Mi>)KHAPOJHUM iHCTUTYT
K/TIHIUHUX JOCTiKeHb», BiI/Ii/1 raCTPOEHTEPOJIOTIl Ta rernarToJ/Iorii CTal[ioHapHOTO BiiieHHs, M. KuiB

5) nikap lleBuyk B.M.

[MpuBaTHe MiANMPUEMCTBO TpUBaTHa BUpPOOHWUYA ¢ipMa «AIMHYC», JIiKyBaJbHO-[iarHOCTUUYHUMN LIEHTP,
M. KponvBHULIbKUI

6) k.M.H. Kiznosa H.M.

KomyHa/ibHe HeKoMepliiliHe MiAnMpHeEMCTBO «BiHHHMI[bKA oOsacHa KiiHiuHa JjikapHs iM. M.I.ITuporora
Binnuipkoi ob6sacHoi Paaw», obmacHuid crielfiai3oBaHUM K/IiHIYHHAN TaCTPOEHTEPOJIOTiUHMM IIeHTp,
M. BiHHuLg

[Ipernapaty MOpiBHSAHHS, —
BUPOOHMK Ta KpaiHa

CynyTHi —
Marepianu/mpenaparu
CYTIYTHBOI Tepamii

B.o. renepanbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnHoBnieHui IPOTOKOJ KiiHiuHOTrO AociimkeHHs TV50717-CNS-30081, nonpaBka Ao npotokonay 04 Bix
01 uepBHsa 2022 p., aHIJIilCbKOIO MOBOM; [HpOpMaLiiHMI JUCTOK TallieHTa Ta ¢opma iHdhopMoBaHOI
3ro/iv Jist 0aTbKiB, ocHOBHA Bepcis 6.0 Big 08 murHsa 2022 p., a1 YKpainu, Bepcis 5.0 Big 20 mumHs 2022
p., YKpaiHCbKOIO Ta pociiicbkoro MoBamy; IHdopMariiiiHuii 1McToK mnarjieHTa Ta ¢opma iHdopMoBaHOI
3roAu AJ1si JOpocauX, ocHOBHaA Bepcisd 6.0 Big 08 sumHs 2022 p., ans Ykpainu, Bepcis 5.0 Big 20 aunHs
2022 p., YKpaiHCbKOIO Ta pOCilicbKOl0 MoBaMH; [HpopmauiliHuii JucTOK mnarjieHTa Ta ¢dopMa
iHopMoBaHoOiI 3roau /i MiAJIiTKIB BikoM Bif 14 pokiB 0 moBHOJiTTA (18 pokiB), ocHOBHa Bepcis 5.0 Bif
08 munnsa 2022 p., aas Ykpainy, Bepcis 4.0 Big 20 nunHsa 2022 p., yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMU;
[HdopmariitiHuii TUCTOK TMallieHTa Ta dopma iHGOpMOBaHOI 3roAu J/1si MasoJiTHIX Bikom 12-13 pokiB,
ocHOBHa Bepcig 5.0 Bif 08 munus 2022 p., aag Ykpainu, Bepcis 4.0 Big 20 munag 2022 p.,
YKPaiHCBbKOO Ta POCiMChKOI0 MoBaMH; [HpopMaljiiiH1il TMCTOK yyacHUKaA Ta (hopMa iHpopMoBaHOI 3rofu
JIIs1 0Ci0, 110 HaZAl0Th AOTJIsA] AOPOC/IUM (TIOBHO/ITHIM) yYacHUKaM AOCTiIyKeHHs, OCHOBHa Bepcis 4.0
Bif 08 nunus 2022 p., ans Ykpainu, Bepcis 4.0 Big 20 nunHsa 2022 p., yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamy; [Hopmarilinuii MMcToK matjieHTa Ta ¢popma iHdhopMoBaHOI 3rosu AJisi 6AaThKIB I0/0 3roJU Ha
npo0OHy Bizfle03iioMKy, ocHOBHa Bepcis 1.0 Bif 08 nmunus 2022 p., Bepcis ana Ykpainu 1.0 Big 20
murHs 2022 p. yKpaiHCBKOK MOBOMO; [HdbopMarljiliHuii MMCTOK maijieHTa Ta ¢opma iHhopMoBaHOi 3rogu
Juist 6aThKIB 111010 3r0/iM Ha MPOOHY BiJle031OMKY, ocHOBHa Bepcis 1.0 Big 08 sumnast 2022 p., Bepcis as
Yxpainu 1.0 Big 20 munus 2022 p. poCiliCbKOKO MOBOIO

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 662 Biz 16.03.2020
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Hasga kj1iHiuHOTO «BigKpuTe, MOBrOCTPOKOBE [OCHTiKeHHs1 0e3MeyHOCTi, MepeHOCMMOCTi Ta e(heKTHBHOCTI Mperapary

BUTIPOOYBaHHS, KO/, TEV-50717 (neyrerpabeHa3uHy) A/is JIiKyBaHHS AUCKiHe3ii Ha QoHi 1jepeOpasbHOTO Tlapanivuy y fiTeid Ta

BepCisi Ta jara nigniTkiB (Bigkpute gociimkeHHss RECLAIM-DCP)», TV50717-CNS-30081, norpaBka A0 MPOTOKOJY
03 Biz 23 vepsHs 2020 p.

3asiBHUK, KpaiHa TOB «KniniuHi gocnifxkeHHs AMKOH», YKpaiHa

CrioHcop, KpaiHa Tesa bpenzia ®apmacektotikan [Ipogaktc Ap enp [i, [nk / Teva Branded Pharmaceutical Products R&D,
Inc, USA

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. reHepanbHOro jupeKropa
dapMaleBTUYHOI0 JUPEeKTOopaTy Isan 3A/IBOPHUX




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

«IHdopmaliis ana yuacHuka i Popma 3rofu Ha BUKODUCTaHHSI 3pa3ka KpOBi /i DPO3LIMPEHOro
KapTyBaHHs reHeTUUHOro KofAy», Bepcis 3.0-UA(RU), dinanbHa, Bixg 08 rpyans 2022 p., pociiicbKoro
MOBOIO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«SELECT - BIuIMB cemMariyTHy Ha CepLIeBO-CyIMHHI YCK/IaJIHEHHS Y JIF0/Iel 3 HaJJTUIIKOBOIO Baror abo
oxxupiHHam», EX9536-4388, Bepcis 7.0, ¢inanbHa, Big 09 motoro 2022 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopgick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S (danist)

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/IbHOr0 AMpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi 3MiHa Bi/J[ITOBiTaIbHOTO OC/TiIHMKA B MiCIli POBe/IeHHsT BUTTPOOYBaHHS:
TOTpPaBKU BYJIO CTAJIO
a.M.H. ipod. CosoBiioBa I'.A. OMH. 1npod. uneH-kop. HAMH  Ykpainu

JlikyBa/IbHO-IilaTHOCTUYHUM LIEHTP TOBapucTBa 3 | 3axapam M.IL.

oOMe)keHOI  BifmoBifanbHicTIO  «JIiKyBanbHO- | JIiKyBabHO-/1iaTHOCTUYHUNA 1[eHTP TOBapHCTBa 3
JiarTHOCTUYHME  1]eHTp  «AgoHic  [Tmoc», | oOMexeHOI — BifmoBigampHiCTIO  «JIiKyBanbHO-
ambysiaTopHe BigzinenHs, M. Kuis JliarHOCTUYHUM LIEHTP «AJloHIC [Tmroc»,
amOysiaTopHe BifzinenHsi, M. Kuis

Howmep Ta nata Haka3zy Ne 762 Biz 20.04.2021
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ha3sBa kiiHiuHOr 0O «bararorjeHTpoBe, paHJOMi30BaHe, TIO/BiliHe CJliMe [OCTi/I)KeHHs, 1[0 TIPOBOAUTLCS B Iapase/bHUX

BUIIPOOYBaHHs, KO/, rpyrax AJisi OL[iHKU e()eKTUBHOCTI Ta Oe3MeYHOCTi TIepopaIbHOrO eTpaciMo/y Mpy HOTro 3aCTOCYBaHHi st

BepCid Ta Jjata iHAYKUiAHOT Ta MiATPUMYyBalbHOI Tepariii Tpy JiKyBaHHI akTHBHOI xBopo6u Kpona Biz momipHoro zmo
Ba)KKOI'0 CTyIleHsl TsKKOCTi», APD334-202, 3 inkopriopoBaHor0 norpaskoro 2.0 Bifg 11 yepsHs 2020 poky

3asgBHUK, KpaiHa [Tignpuemctso 3 100% iHo3zemHoro iHBectuLieto «AVK’FOBIA PIC Ykpaina»

CrioHcop, KpaiHa «ApeHa ®apmackroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii
B.o. resepanbHoOro jupeKropa
®apManeBTUYHOI'0 AUPEKTopaTy Isan 3A/IBOPHUMX




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiTiHiuHOTO BUNpoOyBaHHs MK-3475-859 3 inkopriopoBaHOow mornpaBkoio 06 Bif
28 BepecHs 2022 poky; 3MiHa BiJIIOBiIa/IbHOTO JOC/IiJHMKA; 3MiHAa Ha3BU MiCLig MPOBeJleHHS K/IIHIUHOT0
BUTIPOOYBaHHS:

BYJIO CTAJIO
n.M.H. Ckoputii [1.1. nikap Inbin €.0.
KomyHanbHe  HekomepliiiiHe  miAnpueMcTBO | KomyHasibHe HeKOMepLliliHe MiAIPUEMCTBO
«O6sacHU LEeHTP OHKOJIOTii», OHKOXipypriude | «O6sacHMI 1[eHTP OHKOJIOTii», OHKOXipypriuHe
Bifili/leHHs1 LIJIYHKOBO - KMIIKOBOIO TPAakKTy, | BifJji/leHHs  OpraHiB  4epeBHOI  ITOPOXXHUHH,
M. XapKiB M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 9 Biz; 02.01.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, mofBiliHe cjline KiiHiUHe gocmimpkeHHs dasu 3 membpomizymaby (MK-3475)
y KoM0iHaliii 3 ximioTepariero y opiBHsHHI 3 ryiane6o y KoM0OiHallii 3 ximioTepari€ro B IKOCTi JTiKyBaHHSI
nepiioi fiHii y mnariedtiB 3 HER2-HeratuBHOO, TONepegHhO HETIKOBaHO, HeorepabenbHOW abo
METAaCTaTUYHOIO aZIeHOKapLIMHOMOK LIUTYHKY abo ractpoe3odareansHoro 3’eqHanHs (KEYNOTE-859)»,
MK-3475-859, 3 iHkopriopoBaHoto nornpaBkoro 05 Big 30 ysivcromnazga 2021 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BizoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

3pa30K CIpOoIeHOT0 MapKyBaHHs 3apeeCcTPOBAHOTO B YKpaiHi TiKapChbKOro 3aco0y, KU 3aCTOCOBYEThCS
B KiiHiyHOMY BuMpoOyBaHHi s mpotokony MK-3475-641, Bepcis 2.0 Big 1 >koBtHa 2022 p.,
YKPalHCbKOK MOBOI; 3MeEHILEeHHSl 3ar/jlaHOBaHOI KiMbKOCTI gochimkyBaHux 3 30 go 21 3amydyeHuUX
naLieHTiB B YKpaiHi; 3MiHa BiIIOBiIa/IbHOTO JOC/IiIHUKA:

bBYJIO CTAJIO

K.M.H. Pucnaesa /1.E. K.M.H. [Ipunptok C.L

JIikyBasbHO-/1iarHOCTUYHUM LIeHTp TOBapucTBa 3 | JIiKyBa/bHO-[iarTHOCTUUHUI L|eHTP TOBAapMCTBa 3
oOMe)XeHOW  BifmoBizambHiCTIO  «Meikc-peli | 0OMeXXeHO — BiAmoBifanbHicTIO  «Megikc-peit
InTepHemnnn  I'pyn»  JlikapHa  i3painbcekoi | [HTepHemnsn — I'pym»  JlikapHs — i3paiibCbKoOi
oHkoJiorii «LISOD», BigaineHHs kiaiHiyHMX Ta | oHKoJorii «LISOD», BigmiseHH K/IiHIYHUX Ta
HayKOBUX JociimkeHb, c. Ilmotu, KuiBcbka | HaykoBUX fgociimkeHb, c. [lmrot, KuiBcbka 0611,
00s1., OOYXiBCHKHIA P-H. OOyxiBChKHI p-H.

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanzomizoBane, mozgiiiHe cmine gocmimpkenHs 111 ¢as3u membposisymady (MK-3475) y kombGiHarii
3 eH3a/lyTaMi/IoM TIOPiBHSHO 3 eH3aayTaMiJjoM 3 Tuialebo y y4acHUKIiB 3 MeTaCTaTUYHUM KacCTpalliifHo-
pesucTeHTHUM pakoMm mnepeamixypoBoi 3ano3u  (mCRPC) (KEYNOTE-641)», MK-3475-641,
3 iHKopriopoBaHoto norpaskoro 07 Bizg 02 yepsHs 2022 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BinoBifanpHicTI0O « MCJI YKpaiHa»
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CrnioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Omnosnenui [Tpotokon kiiHiyHoro gocmizpkeHHss ARGX-113-1905, Bepcis 3.0 Big 05 BepecHst 2022 poky,
aHTTIMCHKOI MOBORO; Bporiypa gocsifHKa AocmimpKyBaHoro yikapcbkoro 3acoby Efgartigimod/ARGX-
113, Bepcis 10.0 Big 23 mucronaza 2021 poKy, aHT/IiliCbKOI0 MOBO; IH(opMaliist A/ maijieHTa ta doopMa
indbopmoBaHoi 3rogu, Bepcis 3.0 A YKpaiHU aHT/iNCbKOHO MOBOK Bif 23 BepecHsi 2022 poky;
[Hdopmariist a1 matjieHTa Ta dopma iHpopMoBaHoi 3roau, Bepcis 3.0 A1 YKpaiHu yKpalHCHKOH MOBOHO
Bif 23 BepecHs 2022 poky; IHdopmalis ans nmauieHTa Ta gopma iHdopmoBaHoi 3roau, Bepcis 3.0 A
Ykpainu pocilicbkoro MOBOIO Bif| 23 BepecHsi 2022 poky; HaBuasibHe Bifjeo 111010 MiJJIIKipHOTO BBeJeHHS
efgartigimod_Training video, ykpaiHcbkoio MoBO0; HaBuanbHe Bifleo IIOZ0 MiJIIKIDHOTO BBeZEHHS
efgartigimod_Training video, pocilickkoro MoBow; IHdopmariiiiHa  fmcTiBKa  «30epiraHHs
JIOCJi/PKYBaHOTO TIperapaTty B JOMalllHiX yMOBaX», YKpaiHCbKOW MOBORO; I[HdopmaliiliHa aucTiBKa
«30epiraHHsl JOCTIPKyBaHOTO Mpernapary B ZIOMallIHiX yMOBax», POCIHCbKOI MOBOIO;
HomarHiéi moci6HMK i3 TpaHCTOpTyBaHHs, 30epiraHHs, MiATOTyBaHHsS Ta BBeJEeHHs [JOCTiKYBaHOTO
niperiapaty edrapririmogy PH20 anst n/in BBefjeHHs1, Bepcist 6.0 Bifg 15 motoro 2022 p., yKpaiHCBHKOIO
MOBOIO; [loMalliHE KepiBHUI[TBO 3 TPAHCIIOPTYBaHHS, 30epiraHHsi, TiJrOTyBaHHS Ta BBe/EHHS
JloCJTipKyBaHOTo Tpernapaty edrapririmony PH20 ans ni/in BBesieHHs1, Bepcis 6.0 Big 15 motoro 2022 p,
pociticbkoro MOBOI0; [locke mocimpKyBaHoro Jyikapcbkoro 3aco0y ARGX-113 with rHuPH20, po3uun st
NiJIKIpHUX iH’eKil, Bepcis 6.0 Big 16 cepriHs 2022 poKy, aHI/IiMCBKO0 MOBOO; []0Che [OC/IPKYBaHOTO
nikapcekoro 3aco0y ARGX-113 with rHuPH20, posunH s migmkipHux iH’ €Ki, po3zain «JomaTku»,
Bepcig 6.0 Bim 16 ceprnasg 2022 poky, aHT/iWCbKOI MOBOM; [lofi0B>)KeHHsI TepMiHy TMpUAATHOCTI
JocimKyBaHoro Jiikapcbkoro 3acoby Efgartigimod PH20 SC, Edrapririmog PH20 s mifgmkipHoro
BBefleHHs1, Edrapririmoag PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20, ARGX-113/rHuPH20
(Efgartigimod alfa) posuuny asis nigukipaux in’ekuii 180mr/mi, g0 24 micsiiis;
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3asyueHHs /10/IaTKOBOI BUPOOHMYOI /I/TbHUII TIaKyBaHHSI Ta MapKyBaHHS IOC/IiZPKYBAaHOTO JIiIKapChKOTO

3acoby Efgartigimod PH20 SC, Edrapririmog PH20 ans miguikipHoro BeegeHHs, Edrapririmos PH20
SC, ARGX113 PH20, ARGX-113 with rHuPH20, ARGX-113/rHuPH20 (Efgartigimod alfa) po3uuny g
nigmkipaux in’ekuii 180mr/mn, Fisher Clinical Services GmbH, Germany; 3amy4yeHHsI [0/jJaTKOBOTO
00'eMy HamoBHeHHS ()JIaKOHY AOC/IiPKYBAaHOTO JIiIKapChKOTO 3aco0y, PO3UMH /IS TMiAIIKIPHUX iH'€KIIiH,
1 ¢nakon i3 6 mn ARGX-113 PH20, 180 mr/mn; 3pa3ok MapKyBaHHSI AJis (bjlakOHY JOC/TiZI>KyBaHOTO
nikapceKoro 3acoby ARGX-113 PH20, posuuH /s migmkipHux in’ekiiv, 180 mr/mi, Bix 16 uepBHs
2022 p., yKpaiHCBKOK MOBOI; 3pa30K MapKyBaHHs KOpOOKW, 1m0 Mictuth 1 ¢akoH i3 6 M
JIOC/TiIKyBaHoro Jlikapcbkoro 3acoby ARGX-113 PH20, 180 mr/mii, po3udH sl MiJUIKipHUX iH’€KIiH,
Biz 16 uepBHs 2022 p., yKpaiHCBbKOI MOBOO

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«Bigkpure OGararonieHTpoBe mpojoBkeHHs AocmimkeHHsT ARGX-113-1904 nns BuBuUeHHsT Oe3MeuyHOCT,
MepeHoCUMOCTI Ta eeKTUBHOCTI npenaparty Edrapririmos PH20 a5 niflkipHOro BBeZleHHs y NALi€HTIB
3 myxupuaTkoro (ADDRESS+)», ARGX-113-1905, Bepcis 2.0 Big 05 mtotoro 2021 poky

3asiBHUK, KpaiHa

TopapuctBo 3 ObmexeHow BignoriganpHicTio «KoHTpakTtHO-/ocmiguuiibka Opranizariisi [HHO(apM-
Ykpaina»

CnoHcop, KpaiHa

apaxeHkc BB, Benbris / argenx BV, Belgium

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepanbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

3miHa crioHcopa 3 ObsEva S.A., [lIBetijapist Ha Kissei Pharmaceutical Co., Ltd., AroHis

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2107 Big 17.10.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTorieHTpoBe, paHJOMi30BaHe, TIO/BiliHe CJiime, IIaleb0-KOHTPO/IbOBaHe K/TiHIUHE [JOCTiPKeHHS
dasu 3 Ass OomiHKKM eeKTUBHOCTI i Ge3meuHOCTi TMperapary JIiH3aro/ikC y TalieHTOK 3 MOMipHUM abo
CWILHUM 00/1eMm, TIOB'si3aHUM 3 eHZoMeTpio3oM», 18-OBE2109-003, Bepcis 4.0 Big 27 sumas 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXKeHOH0 BifinoBiganeHicTIO «/TABKOPIT KJITHIKAJI IEBEJIOTIMEHT YKPATHA»

CrioHcop, KpaiHa

ObsEva S.A., llIBeiiiapis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. renepasibHOro JupeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

MK-1242-035, OnutyBanbHuk Kanzac-Citi pans  maiiedtiB 3 kapaiomionartiero (Kansas City
Cardiomyopathy Questionnaire, KCCQ), Big 19 >koBTHs1 2022 pOKy, YKpaiHCbKOIO MOBOIO; 3MiHa Ha3B

Ta MiCIb MPOBe/IEHHsI K/IiIHIYHOT'O BUITPOOYBaHHS:

BYJIO

CTAJIO

yneH-kop. HAMH VYkpainu, [Jg.M.H., TIipod.
ITapxomenko O.M.

Kninika pgepkaBHoi ycTtaHoBU «HallioHanbHUM
HayKOBUM LeHTp «IHCTUTYT KapzioJiorii iMeHi
akagemika M.I. Crpaxecka HarjioHanbHOI
akazieMii MeJMUHUX HayK YKpaiHW», BiJJi/eHHS
peanimatjii Ta iHTeHCUBHOI Tepariii, M. KuiB

YJIeH-KOD. HAMH YKpainy, I.M.H.,
nipog. [Tapxomenko O.M.

Kninika pgepxaBHoi ycraHoBU —«HarjioHambHuMM
HayKOBUM LIEHTP «IHCTUTYT KapAioJsiorii, KiiHiuHOl
Ta pereHepaTWBHOI MeJWLIMHUA IMeHi akajeMika
M.[.  Crpaxecka  HarjioHaneHOI — akajemii
MeUYHUX HayK YKpaiHW», BIAAUT iHTEHCUBHOL
Tepamnil Ta peaHimariii, M. Kuis

A.M.H. Mimenko JI.A.

Kninika pgepkaBHOi ycTtaHoBu «HaljioHanbHUM
HayKOBMM 11eHTp «IHCTUTYT KapZziosorii iMeHi
akagemika M.J. Crpaxkecka HarjioHanbHOL
akazieMii MeJMUHUX HayK YKpaiHu», BiJJi/leHHS
aprepianbHOI  TimepTeH3ii Ta  KomopOizHOI
narosorii, M. Kuis

O.M.H. Miwmenko JLA.

Kninika pgepkaBHOi ycTtaHoBU «HarlioHanbHuM
HayKOBUM LIeHTP «IHCTUTYT KapAiosorii, KaiHiuHOol
Ta pereHepaTWBHOI MeJULMHMA IMeHi akajemika
M.I. Crpaxecka  HarjioHanbHOI  akagemii
MeUYHUX HayK Ykpainm», BifiiIeHHs
aprepia/ibHOI  TirmepTeHs3ii Ta  KOMopOigHOi
natosorii, M. Kuis
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I.M.H., npo¢. Cuuos O.C. I.M.H., npod. Cruuos O.C.

Kninika pepkaBHOI yctaHoBu «HauioHaneHui | KiniHika fgepykaBHOI  ycraHOBU — «HarjioHanbHUM
HayKOBMM LieHTp «IHCTUTYT Kapziosorii iMeHi | HAyKOBUM LieHTp «IHCTUTYT KapzioJiorii, KaiHiYHOl
akazemika M./J. Crpaxecka HaljioHa/sbHOI | Ta pereHepaTWBHOI MeAMLMHM IMeHi akajemika
akazieMii MeIMUHUX HayK YKpaiHu», BiazguieHHs | M./I. Crpaxxecka  HaujioHanpbHOI  akagemii
apuTMin cepug, M. Kuis MeJIUUYHUX HayK YKpaiHu», Crielliasi3oBaHe
Bifi/liIeHHs1 apuTMmili cepuisi, M. KuiB

Howmep Ta fara Haka3zy Ne 2237 Biz 18.10.2021
MO3 1070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOrO «PanziomizoBaHe Tmalle00-KOHTPOIbOBaHe 0a3oBe KiiHiuHe fociimkenHs III ¢a3u Ans  OiHKK

BUTIPOOYBaHHs, KO/, epekTBHOCTI Ta Oe3meku Bepiuiryaty / MK-1242, ctumynsitopa pO3YMHHOI TyaHi/laTLMK/Ia3d, y

BepCis Ta jara JIOPOC/IMX 3 XPOHIYHOIO CepLIeBOI0 HeJOCTAaTHICTIO 3i 3HIWKEHOH Qpakiiero Bukuay», MK-1242-035,
3 iHKopriopoBaHoto norpaskoro 02 Big 01 cepriHs 2022 poky

3asgBHUK, KpaiHa ToBapucTBO 3 00MekeHOT0 BifnoBiganbHicTIO « MCJI YKpaiHa»

CrioHcop, KpaiHa TOB Mepk Ilapn enp Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. renepasibHOro JupeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




HopaTok 11
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiClis TIPOBe/IeHHS KJiHIYHOTO BUTIPOOYBAHHS:
BYJIO CTAJIO
I.M.H., ipod. BoHaapenko .M. I.M.H., ipod. BoHgapenko .M.
KomyHanbHuii  3aknaj —— «[nHinponerpoBchbka | KoMmyHanbHe HeKoMeplliliHe MiAIPUEMCTBO

MickKa GararonpodisbHa KiiHiuHa jikapHs Ned»
HinporneTpoBChKOI 00s1acHOi pajy, BimgineHHS

ximioTeparnii, [epxaBHui 3aKsiag,
«/IHIrporeTpoBChKa MeJYHa akazemis
MiHicTepcTBa OXOpPOHM 3[J0pPOB’S  YKpaiHW»,
kadeapa oHKoJOTIi 1 MeAMUYHOI pafioJsiorii,

M. JIHinpo

«Micbka KiiHiyHa sikapHs Ned» JIHIIPOBCHKOL
MICBKOI pajgu, XiMmioTeparnieBTUYHE BiJ/i/IeHHS
3 IeHHUM CTallioHapoM, /IHIMpOBCHKUM Jiep>KaBHUM
MeJMUHWI yHiBepcuTeT, Kadeapa OHKOJOrIl Ta
MeJUYHOI pazgiosorii, m. JIHinpo

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1207 Big 25.06.2018

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«docnimkenns: 3 ¢a3um [y owiHKu epadiTiHiOy y ropiBHsSHHI 3 BiH(yHiHOM abo [JOLIeTaKCeJIOM UM
nemMOpo/Ti3yMaboM y TAaIfieHTIB 3 MOIIMPEHOI0 YPOTe/Tia/bHOI KapLIMHOMOK Ta OKPEMUMH FeHEeTUYHUMU
abeparisimu  perieritopiB  akrtopy pocty (ibpobnactiB», 42756493BLC3001, 3 mompaBKOw 5 Bif

25.03.2021 p.

3asiBHUK, KpalHa

«IHCCEH ®APMALIEBTUKA HB», besnbrisa
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CnoHcop, KpaiHa

Auccen ®apmauestrka HB, benbris

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy

Isan 3A/IBOPHUX



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBsieHa Oporliypa J0C/TifHUKA /i1 KOMOiHarlii ¢ikcoBaHux 03 mepTy3ymaly Ta TpacTy3ymaly s
nigmkipHoro BBegeHHs (RO7198574, PH FDC SC/PHESGO) Bepcis 5, Biz BepecHst 2022 p.

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1399 Big 27.07.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzmomisoBane, GararoueHTpoBe, Bigkpure, pociimkeHas III ¢as3u 3 gBoMa rpymamu JiKyBaHHS [IJist
OL[iHKM (papMakKOKiHeTHKH, e(peKTUBHOCTI Ta Oe3reKd TiJIIKipHOTO BBeJeHHs (iKCOBaHOI /103U
KOMOiHOBaHOI JliKapcbkoi ¢opmu TiepTy3ymMaly 3 TpacTy3ymMaboMm B TIO€AHaHHI 3 XimioTepari€ro y
rauieHTiB 3 HER2-M03UTUBHYM paHHIM pakom MOJIOUHOI 3a/103u», W040324, Bepcis 2.0 Big 12 K0BTHA
2018 p.

3asgBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifmoBianbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii poszgin «P. DRUG PRODUCT» gocke focmiifKyBaHoro Jiikapcbkoro 3acoby MK-6482,
Bepciss 085P24 Bix 27 >koBTHa 2022 poOKy, aHI/iMCHKOIO MOBOIO; 3alyueHHs [0/JaTKOBOI BUPOOHUYOI
JiISTHKY 717151 JTiKapcbKoro 3aco0y nopiBHsiHHs EBeposiimyc AVALON (Everolimus AVALON), Tabnetku
1o 2,5 Mr, 5 mr ta 10 mr, «IDIFARMA DESARROLLO FARMACEUTICO, S.L.», Spain

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure, paHgomizoBaHe fociipkeHHs 3 ¢asu mperapaty MK-6482 B mopiBHsIHHI 3 TpemnapaToM
€BepO/iMyC y YYaCHUKIB 3 TIOLIMPEHWM HHPKOBO-K/IITHHHUM DakKOM, $IKMM TpOrpecyBaB Mic/s
nonepeHboi PD-1/1.1 Ta VEGF-tapretHoi Tepamnii», MK-6482-005, 3 iHkopriopoBaHOr0 monpaBkor 06
Bizg 13 munHsa 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnene Jlocke mocmimkyBaHoro jikapcekoro 3acoby E7080 (Lenvatinib), pemakuist 29, Bim »KoBTHs
2021 poky, Bepcis 08580Q, Bim 27 xoBTHs 2022 p., aHIJIiMCBKOIO MOBOM; bpomiypa pocnifHuka
Pembrolizumab (MK-3475), Buganns 23 Big 26 >koBTHs 2022 poKy, aHIJIIMCHKOIO MOBOIO; YKpaiHa,
MK-6482-012, Indopmalis Ta A0KyMeHT Mpo iH(opmoBaHy 3roAy JJisl malieHTa, Bepcis 2.07 Bifg
01 mucromaga 2022 p. yKpaiHCBKOH MOBOIO; 30i/IbIIeHHsS KiJTBKOCTI JOC/iIKyBaHUX B CBiTi 3 1431 110
1653 ocib

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure, paHgomizoBaHe gociimpkeHHs III da3u gyia ouiHku edeKTUBHOCTI Ta 6Ge3rneyHocTi
nembponizymaby (MK-3475) y kombiHariii 3 6en3ytudanom (MK-6482) ta nenBatuHibom (MK-7902),
abo MK-1308A y kom0iHariii 3 ieHBaTHHIOOM TIOPiBHSTHO 3 1eMOposTi3yMaboM i jieHBaTHHIOOM B SIKOCTi
repLIol JIiHil Teparii [/ y4YaCHUKIB 3 PO3IOBCIOJ)KEHOI CBITJIOK/JITUHHOK HHUPKOBO-K/IITUHHOK
KapuuHoMoro», MK-6482-012, 3 inkoprioposaHoto noripaskoro 04 iz 12 BepecHst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

Indopmatiist ans naijienta Ta @opma indbopmoanoi 3roau — [Tpotokon PCI-32765MCL3002, Bepcist 16.0
yKpaiHCbKOI MOBOMO /151 YKpainu Bif 08.11.2022; [Hdopmatis asis natjiedta Ta @opma iHpopmoBaHoi
srogu — [Ipotokon PCI-32765MCL3002, Bepcis 16.0 pociiicbkoro MoBotO AJis1 YKpainu Biz 08.11.2022

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomisoBaHe, moBiliHe criine, TU1arieO00KOHTPO/ILOBaHe KiTiHIUHe AocmimpkeHHs 3 ¢as3u iHribiTopa
Thpo3uHKiHa3M bBpyrona (BTK), PCI-32765 (I6pytuni6), y kom6iHamii 3 BeHgamycTHHOM Ta
Putykcumabom (BR) y maijieHTiB i3 Brepiie AiarHOCTOBAaHOK JIiMGOMOK MAaHTIHOI 30HW»,
PCI-32765MCL3002, 3 ITonpaskoro INT-8 Biz 27.06.2022 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa
dapMaLieBTUYHOI'0 AUPEKTOPATy

Isan 3A/IBOPHUX



HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiiHiuHoro BumnpoOyBanHss MK-7902-014 (E7080-G000-320) 3 iHKOPIIOpOBaHOMO
rioripaBkoto 06 Big 24 >koBTHS 2022 poky, aHIJIiCBEKOI0 MOBOO; Bporiypa gociigauka Pembrolizumab
(MK-3475), BupanHsa 23 Big 26 >xkoBTHs 2022 poKy, aHI/ildcbKoro MoOBOw; OHoBiieHe [loche
JocimKyBaHoro Jiikapcbkoro 3acoby E7080 (Lenvatinib), pegakiisi 29, Bizg >koBTHs 2021 poky, Bepcis
08580Q, Biz 27 »oBTHs 2022 p., aHIiCbKOI0 MOBOIO; 3pa30K MapKyBaHHS JOCIiI)KyBaHOTO JIiIKapCbKOTO
3aco0y MK-3475_Kit, Bepcisi 2.0 Bif 13 BepecHs 2022 poky, aHI/IiMCbKOIO Ta YKpPaiHCBKOK MOBaMuy;
3pa30K MapKyBaHHS JOCIi/PKyBaHOTO JiKapchkoro 3acoby MK-3475_Vial, Bepcis 2.0 Big 13 BepecHs
2022 poKy, aHIVIINCBKOIO Ta YKpPalHCbKOIO MOBaMHM; 3pa30K MapKyBaHHS JOCIiKYBaHOIO JIiKapChKOIO
3aco0y JlenBatuHiO_Bottle, Bepcisi 2.0 Big 17 TpaBHs 2022 poKy, aHTJIICHKOIO Ta YKPaiHCHKOI0 MOBaMH;
3pa30K MapKyBaHHs JiikapcbKoro 3aco0y Cisplatin_Kit, Bepcis 2.0 Big 28 numnusi 2022 poky, aHT/TiCEKOI0
Ta YKpalHCbKOIO MOBamH; 3pa30K MapKyBaHHs Jiikapcbkoro 3acoOy Cisplatin_Vial, Bepcis 2.0 Big 28
murHs 2022 poKy, aHIJIIACBKOI0 Ta YKpaiHCBKOIO MOBaMH; 3pa30K MapKyBaHHS JIiKapChbKOTO 3acoby
Fluorouracil_Kit, Bepcis 2.0 Big 12 numnHsa 2022 poky, aHIJIIACBKOK Ta YKpPaiHCbKOHO MOBaMH; 3pa3okK
MapKyBaHHs JlikapcbKoro 3aco0y Fluorouracil_Vial, Bepcist 2.0 Big 12 mumHs 2022 poky, aHITiACHKOIO Ta
YKpaiHCBKOK MOBaMH; 3pa30K MapKyBaHHs Jiikapcbkoro 3aco0y Calcium Folinate_Kit, Bepcisi 2.0 Bix
14 uepBHs1 2022 POKY, aHIJIMCHKOIO Ta YKPAiHCHKOIO MOBaMH; 3pa30K MapKyBaHHS JIIKapChKOTO 3aco0y
Calcium Folinate_Vial, Bepcist 2.0 Bix 14 uepBHsi 2022 poKy, aHIVIIMCBKOIO Ta yYKPAiHCbKOI) MOBaMU;
3pa30K MapKyBaHHsI JiikapcbKoro 3aco0y Oxaliplatin_Kit, Bepcis 2.0 Bim 02 ceprnus 2022 poky,
aHTTIMCHKOIO Ta YKPailHCbKOIO MOBaMH; 3pa30K MapKyBaHHS Jiikapcbkoro 3aco0y Oxaliplatin_Vial, Bepcis
2.0 Big 02 ceprias 2022 poKy, aHIVIIMCHKOI Ta YKpaiHCbKOIO MOBaMM; 3pa3OK CIPOIeHOr0 MapKyBaHHS
3apeeCTPOBAHOTO B YKpaiHi iKapCchbKOro 3acoly, sIKMii 3aCTOCOBY€EThCS B KTiHIYUHOMY BUIIpoOyBaHHI MK-
7902-014 (E7080-G000-320), Bepcis 2.0 ans Ykpainu Bifg 16 mucronaga 2022 poky,
YKpaiHCBKOK MOBOIO; 3pa30K MapKyBaHHS [JOC/i)KyBaHOTO JTiKApPCHKOro 3aco0y /sl JIOKaJbHOTO
BUKODMCTaHHS B [OC/AIJHULBKUAX LieHTpax, Bepcia 2.0 mna Ykpainu Bifg 16 swmcromaza 2022 poky,
YKPaiHCbKOK MOBOIO
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Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bif 18.10.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PangowmizoBane gocimimkenHs III ¢asu A omiHKKM edheKTUBHOCTI Ta 6e3reuyHocTi meMOpostizyMady
(MK-3475) y kombinariii 3 meaBatuxioom (E7080/MK-7902) i ximioTepari€ero OPiBHSIHO 3i CTaHJapTHUM
JIIKYBaHHSIM B SIKOCTI TepILO] JiHil Tepariii /sl yUaCHUKIB 3 MeTaCTaTUYHOI KapLIMHOMOKO CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHoro nomnpaekoro 05 Bix 01 6epe3nst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 « MC/] YKpaiHa»

CrioHcop, KpaiHa

TOB Mepk Ilapn enp Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepiaau/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/IbHOr0 MpeKTOpa
dapMaLeBTUYHOI'0 ANPEKTOPaTy

Isan 3A/IBOPHUX



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa BiZIOBiaIbHOTO IOC/TiIHAKA B MiCLli TPOBe/IEHHS] BUIIPOOYBAHHSI:

BYJIO CTAJIO
3aB. Big. Hanbangsu T.A. 3aB. Biz. Kigik A.T.
KomyHanbHe — HekoMmepliiiHe — mianpueMmctBo | KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO

«O0nacHWA LIEHTP OHKOJIOTii», OHKOYPOJIOTiUHe
Bif1iyieHHs], M. XapKiB

«Ob6nacHUi TIEHTP OHKOJIOTii», OHKOYPOJIOTiUHe
BififisleHHs], M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 621 Biz 24.09.2015

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanziomizoBaHe, maie60-KOHTPOIbOBaHe, MOABiMHEe cline, KIiHiuHe JoCmipKeHHsT 3 (a3u mpernapary
AnanyTtamiZi B TO€AHAaHHI 3 aHJPOTeHHOIO JernpuBaljiiiHo0 Tepamieto (AT) y mopiBHsHHI 3 AT
y Talli€eHTiB 3 MeTacTaTUYHKMM TOPMOH-UYT/IMBUM pakoM TnepegMixypoBoi 3amo3u (mHNPC)»,
56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. reHepa/ibHOro AMpeKTOpa

dapMaLieBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX



Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa pocnigHyka pociimpkyBaHoro Jjikapcekoro 3acoby JYSELECA® (Filgotinib (GLPG0634),
BuZanHgd 17 Big 15 numHs 2022 poKy aHIVIIMCBKOKO MOBORO; 3aqyueHHsi TOProBe/ibHOI Ha3BU
IOCJTiPKYBAHOT O JliKapcbkoro 3aco6y - JYSELECA®:

«Micepka kiiHiuHa sikapHA Ne8» XapkiBCbKOI
MICBKOI pajy, PpeBMarToJIOTiuHe BiJJi/IeHHs,
XapkiBcbKa MeiMuHa AKazemis TiC/asagUryIOMHOL
ocBiTu MO3 Ykpainu, kadenpa kapziosnorii Ta

BYJIO CTAJIO
(Filgotinib (GLPG0634) JYSELECA® (Filgotinib (GLPG0634)
3MiHa Ha3BM MiCI[sl POBe/IeHHs K/IiHIYHOTO BUITPOOYBaHHS:
BYJIO CTAJIO
A.M.H., pod. Llemyiiko B.J. A.M.H., mpod. Llenyiiko B.JA.
KomyHaneHe  HekomepLiiiHe  miAnpueMcTBO | KomyHanbHe HeKOMepLliliHe MiATPUEMCTBO

(yHKI[IOHa/IbHOI [1iarHOCTUKH, M. XapKiB

«Micbka kiiHiuHa JikapHa Ne8» XapkiBCbKOL
MICBKOI ~ pajy, PpeBMarToJIOriyHe  BiJJi/eHHS,
M. XapKiB

Howmep ta faTa Hakasy
MO3 1070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, BifIKpUTe, AOBrOCTPOKOBE IPOCTIEKTUBHE AOCTiHKeHHS Oe3rneku U eheKTUBHOCTI

MiKyBaHHSI JTiKapcbkuM 3acobom GLPG0634 'y

peBmatoifHoro aprputy», GLPG0634-CL-205, 3 nonpaskoro 4 Bij 13 TpaBHs 2021 poky

MaIfieHTiB 3 MOMipHOIO abo THKKOK (HOPMOIO

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»




2 MPOJOBXKeHHA JojaTka 18

CrioHcop, KpaiHa Galapagos NV, Benbris

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTreBoi Bpourypa gocnignvka ans Comarporony (MOD-4023), Bepcis 2.0, Big 15 BepecHst 2022 p. (K 3a3Hau€HO
TIOTIPaBKU y cuctemi Veeva, VV-TMF-199277, Bepcis 2.0, Bix 12 >koBTHs 2022 p.), aHTJTiCbKOI0 MOBOHO

Howmep ta faTa Hakasy —
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «docmimkeHHs: Oe3rMeKkyd Ta TMOLIYK ONTHMAJbHOI /I03W, TIPU BUKOPUCTaHHI Ppi3HUX /I030BUX PiBHIB

BUTIPOOYBaHHS, KO/, MOD-4023 B mOpiBHSHHI 3i CTaHZAPTHOIO IIIOZIEHHOK Tepari€ p-al'3 y TmpenybepTaTHUX AiTel

BepCisi Ta jara 3 geditToM ropMmony 3pocty», CP-4-004, [TonipaBka Ne9 no nporokony, VV-TMF-53886, Bepcis 1.0, Bix
12-)xoBTHA-2017

3asaBHUK, KpaiHa Axkuenbciop3 JITz., YropijuHa

CrnioHcop, KpaiHa OPKO Biologics Ltd., (OITKO Bionogxukc JIta), I3painb

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJIEHI PO3/[i/iA CIIPOILEHOTO J0ChE JOC/TiIKYBAHOTO Jlikapchbkoro 3aco0y IMipemectpant (RO7197597),
Karicynu TBepAi, 30 wr, aHriilicbkkoro MoBoro: Poszin 2.1.P CrpoieHoro Jocbe [OC/TiZ>KyBaHOTO
nikapcbkoro 3aco0y T'ipegectpaHT, Karicynu TBepAi, 30 Mr, 1oAaTok 0 po3ainy Skicte: Po3gin 2.1.P.5.1
Crnerdikarii; Po3gin 2.1.P.5.4 Anani3u cepiit; Po3zin 2.1.P.5.6 ObrpyHTyBaHHs crierjudikariiii; Po3zin
2.1.P.8.1 Pe3tome 11010 cTabisbHOCTI Ta BUCHOBKY; Po3zin 2.1.P.8.3 laHi ripo crabinbHicTh

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomizoBaHe, BigkpuTe, OarartoiieHTpoBe gAociimkeHHs ¢a3u III 3 ouiHku edeKTUBHOCTI Ta
Oe3rmeyHOCTi aJ’lOBAHTHOI Teparii TripeJjecTpaHTOM TIOPiBHSHO 3 a/i'FOBAaHTHOK eHJOKPHUHHOIO
MOHOTeparii€l0 3a BUOOPOM JliKapsi B TMAIJiEHTIB 3 eCTpPOreH-perenTop-no3utuBHUM, HER2-HeraTuBHUM
pPaKOM MOJIOYHOI 3a/1031 Ha paHHiu ctafii», GO42784, Bepcis 2 Big 30 uepBHs 2021 poky

3asgBHUK, KpaiHa

TopapuctBo 3 O6MmexkeHow BiamoBiganbHicTiIo «KOHTpaKTHO-AOCTIJHUIIEKA OpraHizaijisi IHHo®apMm-
YKpaiHa»

CnoHcop, KpaiHa

@. Xobdmanu-JIa Pom JIta, [Isetitapis (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOr0 JUPEKTOpa

dapmaineBTHYHOr0 AUpPeKTopary

Isan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok no0 dbopmu iHboOpMoOBaHOI 3rofii Ha TIPOBe/IeHHS a/JbTePHATUBHUX Bi3WTIB MiJ 4yac KpU3U B
Yxkpaini, Bepcis V1.0UKR(uk)1.0 Big 06 >xoBTHsi 2022 pOKy, mepeksaj yKpaiHCbKOH MOBOwO Bif 10
UCTOMNaza 2022 poky; Hdopatok ao hopmu iHpopMOBaHOI 3rofju Ha MPOBe/IeHHS albTePHATUBHUX
Bi3uTiB mif yac kpu3u B YkpaiHi, Bepcis V1.0UKR(ru)1.0 Bixm 06 >xoBTHa 2022 poKy, mnepekaj
POCiMICBKOI0 MOBOIO Bifj 11 mucronazma 2022 poky

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1118 Bifg 28.06.2022

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararoreHTpOBe, IpOCTe, BiKpUTe, pO3LIMpPeHe 40JaTKOBe AOC/IJKeHHS [Jis OLIIHKY JOBrOCTPOKOBOI
Oe3rmeyHoCTi Ta e)eKTUBHOCTI OKpesi3yMaly y TalLli€eHTiB 3 po3cisHUM cKiepo3om», MN43964, Bepcis 1
Bizg 25 mucronaga 2021 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHor0 iHBecTHIiel0 «AMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa

«®P. XODDPMAHH-JIA POLI JITA», HIsetinapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. reHepasibHOro JupeKTopa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[TopoBXKeHHs TPUBAIOCTI AOCTiIKeHHs B YKpaiHi 3 01 ciuns 2023 poky mo 31 rpyansa 2023 poky

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 897 Big 04.08.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpurte, paH;0Mi30BaHe, TMOpiBHIOBa/bHE, OaraToOlL[eHTPOBe KJIiHiUHe JOC/Ti/KeHHs (a3u 3 OL[iHKH
edekTuBHOCTI Ta Ge3neku CaposmiTiHiOy B mopiBHsHHI 3 CyHiTiHiOOM y marjienTiB 3 MET-no3uTrBHOO,
HeorepabeslbHOI0 Ta JIOKa/IBHO-TIOLIMPEHO0, ab0 MeTAacTaTUYHOK TMAariISIpHOI0 HUPKOBO-K/TITHHHOIO
kapuuHoMoro (mHKP)», D5082C00003, Bepcis 6.0 Bizg 19 rpyans 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa BiJIOBIla/IbHOrO AOC/IITHUKA Y MICLIi TTPOBeJEeHHS K/IIHIYHOT0 JAOC/Ii[PKeHHS:

bYJIO

CTAJIO

J.M.H., ipo¢. JIoraHoBceKuii K.M.
HepxaBHa ycrtaHoBa «HallioHanbHUM HayKOBUA
LIeHTp pafianiiiHoi MeguuyHd  HartjioHanbHOI

akazieMili MeJUUYHMX HayK YKpaiHW», BIgAin
paziawinHo1 TICUXOHEBPOJIOTiT Incturyty
K/IiHiuHOi  pagiosorii  Ha 0a3i  BiagineHHs

pafiaiiiiHoi ncuxoHeBposorii, M. KuiB

K.M.H. Kosocunceka O.0O.

[HepxaBHa ycrtaHoBa «HallioHanbHHM HayKOBUMH
LeHTp pafiauiiiHoi MeguiuHu  HarijioHanbHOT
akazemii MeJUUHMX HAyK YKpaiHW», BiAAin
paziaLilHOI NCMXOHeBpoJIOoril IHCTUTYTY KiHIUHOI
pagionorii Ha 6a3i BigmineHHa pagiaifiiHOT
TICUXOHEeBPoJIorii, M. Kuis

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 915 Big 08.08.2017

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«baraTorjeHTpoBe HemnopiBHAJIbHE [OC/Ii)KeHHs ITOHeCUMOAY IPU JOBrOTPUBAIIOMY 3aCTOCYBaHHI B 1031
20 Mr 3 MeTOHO OLiHKMA Horo 0e3revHoCTi, MepeHOCMMOCTI Ta 3[aTHOCTI KOHTPOJIOBAaTH mepebir
3aXBOPIOBAaHHS Y XBOPDUX Ha peLUAMBYIOUMI PpO3CiSHUN CKaepo3 (TPOAOBXKEeHHS [JOC/ipKeHHs
AC-058B301)», AC-058B303, penakiiisi 6.UKR.A Bizg 04 ceprias 2022 p.

3asiBHUK, KpalHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «ITI EC AW-YKPATHA»

CnoHcop, KpaiHa

«Akresion ®apmaceroTvkans Jlimitezn», I1IBenapis
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikallis cyTreBoi [MTooBXeHHsT TPUBAJIOCTI KTiHIUHOTO BUNIPOOyBaHHS B YKpaiHi fo 25 umnus 2025 poky

TOMNPaBKU

Howmep ta faTa Haka3y Ne 636 Big 22.03.2019

MO3 m00 3aTBepAyKeHHs

KJTIiHIUHOTO BUTIPOOYBaHHS

Hassa KiiHiuyHOTO «ADVANCE OUTCOMES pocnimkenHsi edekTMBHOCTI Ta Oe3rmeyHOCTi pasiHenary, CrIpsiMOBaHe Ha
BUIIPOOYBaHHs, KO/, TIOJIIMILIeHHs pe3yJ/IbTaTiB JIIKyBaHHS IaL{i€HTIB i3 JlereHeBOl0 apTepiasbHOO rinepreHsiero», ROR-PH-301
Bepcis Ta JjaTa (APD811-301), 3 iHKopriopoBaHoI0 TornpaBKoto 4 Biz 25 uepBHs 2021 poky

3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa «FOmnaiiren Tepamn’toTikc Kopropetiiita» (United Therapeutics Corporation), United States

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepa/IbHOr0 AMpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HonmaTok 25
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa BiZIMOBiIa/IbHOTO OC/TiZIHMKA MiCIsl TIPOBe/IeHHsT BUTIPOOYBaHHS:

XapkiBceKoi 06/1acHoi pagu «O6/acHa KiaiHiuHa
rncuxiatpyyHa JiikapHsa  Ne3», rncuxiaTpuuHe
Bi/i/li/IeHHSI TIEPBUHHOTO MCUXOTUYHOIO eri3ofy,
M. XapKiB

BYJIO CTAJIO
reH. aupekrop Kosanenko B.B. K.M.H., 3aB. Bifl. Manry6i B. O.
KomyHanbHe — HekoMmepliiiHe — mianpueMmctBo | KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO

XapkiBcbKoi 06sacHoi pagu «Ob6sacHa KiliHiuHa
rncuxiatpyuyHa — jikapHsa  Ne3»,  mcuxiaTpuuHe
Biili/IeHHS1 TIEPBUHHOIO TICMXOTUYHOIO eIli304y,
M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 886 Big 01.08.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«52-TW)KHeBe BIJKpUTE pPO3LIMpeHe [OC/Ii[PKEeHHsI I[iMaBaHCEePUMHY B SKOCTI [JOJATKOBOTO JIIKYBaHHS
um3odpenii», ACP-103-035, nomnpaBka 3 Bif 11 cepriusi 2020 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTuLicro «AMK'FOBIA PIIC YkpaiHa»

CrioHcop, KpaiHa

Acadia Pharmaceuticals Inc. (AKA/IIA ®apmackrotikan3 [Hk), CIIIA
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepanibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [IpoTokos KiaiHiyHOrO AocuigkeHHs1, Bepcisi 5.0 Big 4 >xoBTHA 2022 poky (aHTJIiKCHKOIO
MoBoOR0); IHdopmatiis A5 natieHTa Ta dpopma iHpopMoBaHoi 3roau, Bepcis 3.0 Big 18 >xoBTHs 2022 poky
(aHTJTiACBbKOI0, YKPaiHCHKOK) Ta POCIMCHKOK MOBamM); TecT BCTAHOBJIEHHSI [IeB'SITU KiJIOUKIB Yy JIyHKU
(9-HPT), Bepcii 1 Bix 20 kBiTHA 2021, yKpaiHCHKOIO Ta pOCiiicbKoro MoBamu; Yac NMpoxo/pykeHHs BiJCTaHi
B 7,5 metpiB (T25-FW), Bepcii 1 Big 20 kBiTHA 2021, yKpaiHCBKOIO Ta pOCiMCbKOK MoBamu; bpomiypa
pocrigauka Bepcii 7.0 Big 10 6epe3nst 2022 poky (aHI/IiliCbKOI0 MOBOIO); 3MiHa 3arylaHOBAaHOI KiJTbKOCTi
JOCTi/PKYBaHUX [I7Isi BK/IIOUEHHsST y KiliHiuHe BumpoOyBaHHs 3 100 mo 150 oci6 B YkpaiHi; [JogaTtkose
LleHTpasnizoBaHe TexHiuHe TPUMIIIIeHHS, 10 OyJe BUKOPHUCTOBYBATHCh [ijisi TIPOBeJeHHS K/TiHiYHOTO
BUTNIPOOYBaHHs, a caMe /I0/IaTKOBA LIeHTPaJIbHa 1abopaTopist:

Opranisaisa: TOB «MJI «/lina»

I1. I. b. koHTakTHOi 0co6u: Jlecst CrapyxiHa

Micue3naxomkenns: 01103, Ykpaina, m. Kuis, Bys1. [TigBucorpkoro, oyz. 6 A

Tenedon: 0800 217 887
3MmiHa micLs poBe/ieHHsT KJTIHIYHOTO BUTIPOOYBaHHS:

bYJO CTAJIO

K.M.H. Xaitos [1.O. K.M.H. Xaitos [1.0O.

KomyHanbHe migrnpuemcTBo «/IHinponeTpoBcbKa | MeauuHuid LIEHTP KOMYHalbHOTO MiANPUEMCTBA
obsiacHa peabiniTariiiHa nikapHs» | «/IHinponeTpoBChKU 00acHUM Crielliai3oBaHU
[HinporneTpoBCchbKOi 00/1acHOI paav», BigaiieHHs | peabimitaiitanii  neHTp  «ComoHuid  Jluman»

BiZIHOBHOIO JIIKYBaHHs HaC/Ii/IKIB 3ana/IbHUX, [HinporneTpoBcbKOi 00/1aCHOI pafin», BifgineHHs
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JereHepaTUBHUX, JleMieTiHI3YFOUMX
3aXBOPIOBaHb HEPBOBOI cucTemMu, TOBapuCTBO 3
00MeXXeHOH BiZMOBiJaMBHICTIO «/IHITPOBCHKUI

MeJUYHUI IHCTUTYT TpPaAULIIHOL i
HeTpaJuL{iiHO1 MeJULIHN», Kadezpa
«BuyTpimHpoi wmesunmHM  Nel» (3  Kypcom

HelpoHayk), M. JIHirpo

BiZJHOBHOTO JIIKYBaHHS HaC/JiAKIB  3arajbHUX,
JlereHepaTUBHUX, [eMi€liHI3yIouuX 3aXBOPIHOBaHb
HepBOBOI cucTeMd, TOBapuUCTBO 3 0OMeXeHO
BI/IMOBIa/bHICTIO  «/IHINPOBCHKUM  MeJUUYHUM
IHCTUTYT TPaAULIIMHOT i HeTpaAULiiHOT
MeJULIMHW», Kadenpa «BHYTpIlIHBOI MeJULUHU 3
KypCOM NPOGiIaKTUYHUX AUCLUIUTIH», M. /IHITpO

Howmep ta faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Bif 20.08.2021

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«baraTolieHTpOBe, paHZOMi30BaHe, MOABiHe Cilire, MIale00-KOHTPO/IbOBAaHE JOC/Ii/PKEHHS /IJIs1 OL[iHKH
edekTuBHOCTI, Oe3meuyHocTi i mepeHocumocti mperapaty IMU-838 y maijieHTiB 3 mporpecyrouum
pO3CisiHUM CKiiepo3oM», P2-IMU-838-PMS, Bepcis 2.0 Biz 24 uepBHs 2021 poky

3asiBHUK, KpaiHa

TOB «Bepyw™m Kiinikan Picepu», YKpaiHa

CnoHcop, KpaiHa

«IMmyHiK AI'», HiMeuunna / Immunic AG, Germany

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/JIbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 27

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiH 10 gozaaTtka Ne 19 no Haka3zy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 20 rpygHa 2022 poky Ne 2298»
29.12.2022 Ne 2370

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBneHMIt TPOTOKON KiiHiyHOro BumnpoboByBaHHsi 67652000PCR1001, Bepcis IlompaBka 3,
Bif 01 cepriHsi 2022 poky, aHrilicbkoro MoBow; PopMa iHopMOBaHOI 3ro/iy, afianToBaHa Jjisi KpaiHU
Bepcis ans Ykpainu, Homep 5.0 Bix 09 mucronaza 2022 poky Ha ocHOBI Maiictep-Bepcii @I3 5.1 Big
18 >koBTHS 2022 pOKY, aHIJIiMCHKOIO Ta YKpaiHChbKOK MoBaMu; [JomaTok o @opmu iHpopmoBaHOI 3roay,
aZiariToBaHol [iyis KpaiHu Bepcist Ajist Ykpainu, HoMmep 5.0 Bix 09 mucromaga 2022 poky Ha OCHOBI
Matictep-Bepcii ®I3 5.1 Big 18 >xoBTHs1 2022 pOKy, aHI/IiMCHKOIO Ta yKpaiHCbKOO MoBamu; bpoiiypa
jocnigHuka s niperiapaty Hipamapu6 Niraparib (ZEJULA), Bepcisi 14, Bin 21 uepBHsi 2022 poOKy,
aHTTIMCHKOI0 MOBOIO; Bporirypa gocifgHuKa A/ AOCTiKyBaHOTO Jikapcbkoro 3acoby CJINJ-67652000
(niraparib/abiraterone  acetate  fixed-dose =~ combination)  (kom0OiHaris  dikcoBaHuX /103
Hipanapu0Oy/abipaTepoHy aietarty), BuZiaHHs 3, Bif 11 cepriust 2022 poky, aHT/TiiCbKOI MOBOIO; bportirypa
JocigHuKa As nperapaty Abiparepony arjerat JNJ-212082 ZYTIGA (abiraterone acetate), Bepcist 17,
Bif 17 uepBHs 2022 pOKy, aHT/MCBbKOIO MOBOIO; JlOChe€ AOC/IiPKYBAaHOTO JIiIKApCHKOTO 3aco0y Ha
npenapat CJNJ-67652000 y Burnsai komOiHaiii ¢dikcoBaHol [03u, TabseTKa, BKpHUTa IUTiBKOBOKO
obosonkoro 50/500mg (GO009) Ta 100/500mg (G010), posmin 3.2.P, Big 12 TtpaBHs 2022 pOKy,
aHTJIificbKOl0 MOBOO; [10/I0B)KeHHST TepMiHy TIPUJATHOCTI AOCTiI)KyBaHOTrO jiKapcbkoro 3acoby CJNJ-
67652000 y Burisiai komOiHallii ¢ikcoBaHoi 7034, TabmeTKa, BKpUTa TTiBKOBOIO 060/10HKOI0 50/500mg
(GO09) Ta 100/500mg (GO010) mo 6 wicsauiB; IIpomoBXXeHHST TepMiHY MpPOBeJeHHsI K/IiHIYHOro
BurnpobyBanHs 67652000PCR 1001 B ycix KpaiHax, /ie IPOBOJUTLCS K/TiHiuHe BUMPOOYBaHHS Ta B YKpaiHi
no 02 pokiB 08 micsriB; 3MiHa Miclis TPOBeIEHHS K/TiHIYHOTO BUMPOOYBaHHS:
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BYJIO CTAJIO
K.M.H. boHzgapenko FO.M. K.M.H. boHgapenko FO.M.
MeguuHuii 1]eHTP TOBapucTBa 3 OOMeeHO | MelWUyHMN LIeHTP TOBApUCTBA 3 0OMEXeHOH
Bi/ITIOBiIA/IBHICTIO «I"apMoHis Kpacu», | BiANOBIZa/IbHICTIO «ApeHcis Excruioparopi
Bi/iIiIeHHs K/TiHIYHMX BUTNIPOOYyBaHb, M. KuiB Mepicig», BiAAiI KIIHIYHUX JOC/TIIKeHb, M. KUiB

Howmep ta faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Bip 20.04.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure, paHgOMi30BaHe JOCTi[KeHHS [/ OLIHKM BigHocHOI  Giogoctymuocti (BJ) i
6ioekBiBanentHocti (BE) mpemnapariB y Burssisi kombiHariii i3 ¢dikcoBaHoto mosor (KP/) niparmapuby
mmoc abipatepoHy arietaT (AA) y mopiBHSHHI 3 Hipamapu6om i AA, 1[0 NPU3HAYAIOTbCA OJHOYACHO
y BUIJISIZII MOHOMpeIrapaTiB, Y YOJIOBIKIB 3 pakoMm IepeaMixypoBoi 3amo3u», 67652000PCR1001, Bepcis
ITonpaBka 2 Bif 19 kBiTHA 2021 poKy

3asiBHUK, KpalHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

Sfnccen PapmatieBTrika HB /Janssen Pharmaceutica NV , benbris

CynyTHi
Marepianu/rpernaparu
CYMyTHBOI Tepariii

B.o. renepanbHoOro agupexKropa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




