Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikallis cyTreBoi Hocbe pocnimxkyBaHoro jikapcekoro 3acoby (IMPD) SHRO0302 Tablets, pegakiis 5.0 Big 13 BepecHs
TOMNPaBKU 2022 p.; Oocwe pocrimKyBaHoro yikapcbkoro 3acoby (IMPD) Placebo to SHR0302 Tablets, pegakiiist 5.0
Biz 13 Bepechs 2022 p.

Howmep Ta fara Haka3zy Ne 1773 Big 20.08.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «docnimkenns III da3u 3 mMeToro OI[iHKKM e(eKTHBHOCTI Ta JOBOCTPOKOBOI O€3MeYHOCTi Iperapary
BUTIPOOYBaHHS, KO/, SHRO0302 st iHAYKIiiHOI Ta MiATPUMYIOYOI Tepariil TaljieHTiB i3 cepeJHBOTSHKKUM 1 TSHDKKUM Tiepebirom
Bepcid Ta jarta BHMPAa3KOBOTI'0 KOJIITY B aKTUBHiM (a3i», RSJ10135, pepakuis 1.1 Big 18 cepnns 2021 p.

3asgBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIIAJIBHICTIO «I11 EC AI-YKPATHA»

CrioHcop, KpaiHa «PelictoyH batiodpapma Komnani Jlimiteg» [Reistone Biopharma Company Limited], Kuraii

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. reHepasibHOro JupeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiitypa mocnigHuKa gocsimkyBaHoro Jiikapcbkoro 3acoby JNJ-17000139 (Iemiiitabin (Gemcitabine)
225 wr, cuctema intpaBe3ukanbHol goctaBku (TAR-200)), Bepcisi 6.0 Big 15 kBiTHs 2022 poky
aHrJifickkoro MOBOW; [Jlocke AocmifKyBaHoro Jiikapcbkoro 3acoby JNJ-17000139 (Temijitabin
(Gemcitabine) 225 mr, cuctema iHTpaBe3ukanbHOI AoctaBku (TAR-200)) aHrmiticbkkoro MoBow; [loche
JIOC/TiIKyBaHOTrO JiKapchbKoro 3acody JNJ-63723283 (Iletpenimab (Cetrelimab)) aHr/ificbkoio MOBOIO;
[TogoB)KeHHsT TepMiHy TIPUZATHOCTI AOC/Ii/PKyBaHOTO Jiikapcbkoro 3aco0y Llerpenima6b (Cetrelimab)
(JNJ-63723283; Lletpenimab); miodinizoBaHui MpoAYKT [Jis MPUTOTYBaHHS po3unHy; 240 mr 3 36 g0
48 wicsriB; 3miHa Ha3Bu BUPOOHWUOI /iISTHKH JOC/iPKyBaHOTO JiKapchbKoro 3aco0y ILlerpenimab
(Cetrelimab) (JNJ-63723283; Lletpenima0); siodinizoBanuii MPOAYKT AJsT IPUTOTYBAHHS po3uuHy; 240
mr 3 PharmAssist Analytical Laboratory, Crionyueni IItatu Amepuku Ha Pace Analytical Life Sciences,
LLC, Cnonyueni Illtatu AMepuky; 3asyyeHHs [OZAATKOBOrO IiperapaTry NOpiBHAHHA lLlucruiatrvHa
Axkopg, (Cisplatinum Accord) (Hucrnnatun (Cisplatin)); KOHLIeHTpaT [/s1 IPUTOTYBaHHSI PO3UMHY [i/Is1
iHoy3iif; 1 mr/mn; BupobHuku: Accord Healthcare Polska Sp. z 0.0. Magazyn Importera, [Tosbiiia;
Janssen Research & Development, a division of Janssen Pharmaceutica NV, bensbrisi; Fisher Clinical
Services Inc., CIIIA; Fisher Clinical Services GmbH, IlIBeiiiiapisi; Catalent Germany Schorndorf GmbH,
Himeuunna; CripolijeHe [0Cb€E JOCTiIKyBaHOrO JikKapchkoro 3aco0y Iucruiatun (Cisplatin), 1 mr/mn
KOHLIEHTpAT /i1l TIPUrOTYBaHHs po3uuHy A7s iHGy3ii, Big 15 sunHa 2022 poKy aHIJIiHCHKOI0 MOBOIO;
3pa3ok MapKyBaHHs Tiperapaty rnopiBHsHHS Llucnnatun (Cisplatin) 100 mr (1 mMr/mi), KOHLEHTpaT AJis
MIPUrOTYBaHHS PO3unHy y ¢akoHi, Bepcisi 1 Big 24 BepecHst 2020 poKy aHT/IiMCbKOIO MOBOIO Ta Bepcist 2
Biz 24 BepecHs 2020 poKy yKpaiHCBKOIO MOBOI; 3MiHa BiJITOBiZJa/IbHOTO JOC/IiJHUKA B MiCLli IPOBe/IeHHS
BUIPOOYBaHHS:

bysio Craino
3aB. Bij. Hanbanasu T.A. nikap Kigik S.T.
KomyHanbHe ~— HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO

«O0nacHui LIEHTP OHKOJIOTii», OHKOYPOJIOTiuHe
BifTiyieHHs], M. XapKiB

«Ob6nacHuii LeHTP OHKOJIOTii», OHKOYPOJIOTiuHe
BijisieHHs], M. XapKiB




2 MPOJOBXKEHHS 0aTKa 2

Howmep Ta fara Haka3zy Ne 516 Biz 22.03.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO «bararolrjeHTpoBe paHAOMi30BaHe JOC/TiiyKeHHs ¢a3u 3 s oLjiHKu edekTUBHOCTI rpenapaty TAR-200 B

BUTIPOOYBaHHs, KOZ, KoMOiHarii 3 merpeniMaboM y TMOpPiBHSAHHI i3 CyMyTHBOIO XiMiopaZioTeparii€l0 B yUaCHHUKIB i3 M’sS30BO-

Bepcid Ta fjata IHBa3VMBHOK ypOTe/iaJbHOK KapLMHOMOK Ce4yoBOIO Mixypa, $KUM He TIPOBOAWIM DPaJUKalbHY
uucrekToMito», 17000139BLC3001, 3 monpaskoto 2 Bifg 02 cepnns 2021 poky

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Janssen Pharmaceutica NV («fHccen ®@apmaijeBTrika HB»), Benbris

CymnyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Hopatok 3

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocmifHUKa AOCTiIKyBaHOTO Jikapcekoro 3acoby Vibostolimab (MK-7684)/MK-7684A,
BuganHsa 10 Bixg 29 uepBHs 2022 p., aHT/IiliCbKOIO MOBOH: YkKpaiHa, MK-3475-365, iHdopmariisi Ta
JIOKYMeHT Mpo iHdopMoBaHy 3roAy [s TaijieHta, Bepcis 1.02 Big 13 BepecHs 2022p., yKpaiHCBKOIO
MOBOIO; YKpaiHa, MK-3475-365, iHdbopMallilinuii JUCTOK i AOKyMeHT Tpo iHdbopMOBaHy 3rofy Ha
MaiibyTHe GiomennuHe mocmimkeHHs, Bepcis 02 Big 13 BepecHsi 2022p. yKpaiHCbKOKO MOBOIO; YKpaiHa,
MK-3475-365, [oroBHeHHs1 Zi0 iHdopMallii Ta ZOKyMeHTy rpo iHdopMOBaHy 3rofly [/s MaijieHTa Ha
JIKyBaHHS Mic/s mporpecii 3axBoproBaHHs, Bepcig 01 Bix 13 BepecHss 2022p., yKpaiHCBKOK MOBOIO;
3pa30K MapKyBaHHsSI [JJOC/Ii/)KyBaHOTO Jiikapcbkoro 3acoby MK-3475_Kit, Bepcigs 2.0 Big 19 sunHs
2022p., aHTJIiCHKOIO Ta YKPaiHCHKOK MOBaMH; 3pa30K MapKyBaHHS [[OC/Ti/IKYBaHOTO JIiIKapChKOTO 3aco0y
MK-3475_Vial, Bepcis 2.0 Big 19 numHa 2022p., aHI/iNCBbKOIO Ta YKpaiHCBKOIO MOBaMH; 3pa3okK
MapKyBaHHS /IOC/Ii/PKyBaHOTO Jtikapcekoro 3acoby MK-7684A_Kit, Bepcis 2.0 Big 27 kBitHs 2022p.,
AHTTIMCHKOIO Ta YKPaiHCbKOIO MOBaMM; 3pa30K MapKyBaHHS [I0C/IiZPKYBaHOTO JliKapchkoro 3acoby MK-
7684A_Vial, Bepcis 2.0 Bif 27 xBiTHs 2022p., aHITiCHKOIO Ta YKPaiHCHKOIO MOBaMH; 3pa3ok
MapKyBaHHS [IOC/Ti/PKyBaHOTO JiiKapchkoro 3acoby Lenvatinib, Bepcis 2.0 Big 20 uepBHs 2022p.,
AHTTIMCPKOK0 Ta YKpaiHCBKOIO MOBamH; 3pa30K MapKyBaHHSI [JOC/i/)KYBaHOTO JIiKapCbKOTro 3acoly
Carboplatin Kit, Bepcisi 2.0 Big 19 numnusi 2022p., aHI/iMCbKOIO Ta yKpaiHCbKOIO MOBamM; 3pa3okK
MapKyBaHHS [IOC/Ii/I)KyBaHOTO jiKapchKoro 3acoby Carboplatin Vial, Bepcis 2.0 Big 19 sumns 2022p.,
AHIJIICBKOI0 Ta YKPaiHCbKOIO MOBaMM; 3pa30K MapKyBaHHS OC/iKyBaHOTO JIiKapCbKOTO 3aco0y
Etoposide Kit, Bepcis 2.0 Big 04 TpaBHs 2022p., aHIIIWCBKOIO Ta YKpPaiHCBKOIO MOBaMu; 3pa3okK
MapKyBaHHS JIOC/Ii/PKyBaHOTO JTiKapchbKoro 3acody Etoposide Vial, Bepcis 2.0 Big 04 TpaBHs 2022p.,
aHTJIICBKOK Ta YKPaiHCbKOIO MOBaMH; 3pa30K CIPOILLEeHOr0 MapKyBaHHsI 3apeeCcTpOBaHOr0 B YKpaiHi
JKapChbKOTO 3aco0y, sIKWH 3aCTOCOBYETHCSA B K/TiHIYHOMY BHIPOOYBaHHi /st ipoTokony MK-3475-365,
Bepcid 2.0 Bix 23 cepriag 2022p., yKpalHCbKOKO




TPOJOBXKEHH 0JaTKa 3

MOBOR; 3MiHa BiJIIOBi1a/IbHOrO JOC/IiIHUKA:

bysio Craino
3aB. BiJl. Hanbanasu T.A. nikap Kigik S.T.
KomyHanbHe — HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO

«O0nacHui LIEHTP OHKOJIOTii», OHKOYPOJIOTiuHe
Bif1iyieHHs], M. XapKiB

«Ob6nacHuii LeHTP OHKOJIOTii», OHKOYpOJIOTiuHe
Bij/isieHHs1, M. XapKiB

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

Ne 1586 Bif 29.07.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Hocmimkenns: Ib/II ¢a3u kombGiHOBaHOi Teparmii 3 memOposisymabom (MK-3475) mpu mikyBaHHi
MeTacTaTUYHOTO KaCTpalLliiHO-pe3uCTeHTHOro paky TmepeaMmixypoBoi 3ano3u (MKPPII3) (KEYNOTE-
365)», MK-3475-365, Bepcis 3 iHKOpIiopoBaHOO nomnpaBkoro 12 Bix 29 6epe3nst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BiznoBifanpHicTI0O « MCJI YKpaiHa»

CrioHcop, KpaiHa

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

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. renepanbHOro JUpeKTopa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopartok 4

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi JIuct-po3’ssicuenHs Big 08 BepecHsi 2022 poKy Ao MpoTokomy kiaiHiunoro BunpobyBanus TARA-002-101,
TI0IIpaBKU Bepcis 2.0 Big 23 uepBHsa 2022 poky, aHr/IicbKoro MoBoro; Popma Bif 11 cepnHs 2022 poKy CTOCOBHO
ujopivHoro oHosneHHs bpowypu gocnignvka TARA-002, Bupanns Ne3 Bim 30 ceprias 2021 poky,
aHrJIificbkoro MoBOw; OHoBjeHi po3zaimi 2.1.S CybGcraHiisi yikapcekoro 3aco0y Tta 2.1.P Jlikapchbkuii
3aci6 [locke pmocmimkyBaHoro mikapcekoro 3aco0y (IMPD) TARA-002 pns  iHTpaBe3WKanbHUX
iHCcTMIALIN, Bepcis Bif ceprHg 2022 poKy, aHI/IIMCBKOK MOBO; TeKCT 3pa3ka MapKyBaHHS [epPBUHHOI
YMaKOBKHU /IS AOCTiKyBaHOTO Jiikapcbkoro 3acoby TARA-002, ans Ykpaiau, 20 KO i 40 KO, dsakoH,
nioginizoBaHUi TOPOIIOK [Jisi PO3BefileHHs, [Jis BHYTPIIIHbOMiXypoBoi iHcTWmsLii, Bepcis 2 Big 01
BepecHs: 2022 pOKy, aHIJIICHKOK Ta YKpaiHCbKOIO MOBaMM; TeKCT 3pa3ka MapKyBaHHSI BTOPUHHOI
YTMaKOBKH JIJisl IOC/Ti/PKyBaHOTO yikapcbkoro 3acody TARA-002, anst Ykpainy, 20 KO i 40 KO, kapToHHa
KopoOKa, jiodinizoBaHuii OPOIIOK /1711 PO3BeZIeHHs], /Il BHYTPIilIHBOMiXYyPOBOi iHCTH/IALIT, Bepcis 1 Bif
13 BepecHst 2022 poKy, aHIIIMCHKOIO Ta YKPaiHCHKOK MOBaMU

Howmep Ta fara Haka3zy Ne 1753 Biz 29.09.2022
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «®a3a la/b, BigkpuTe AOCTIMKEHHS 3 TOIIYKY OMNTHUMa/bHOI Z03M 3 MeTOI0 OL[iHKA 6e3meuHocTi i

BUTIPOOYBaHHS, KO/, TOKCHYHOCTI IHCTW/ALN ceyoBoro mixypa mpernapatoMm TARA-002 y mopocaux naiji€eHTiB i3 M'SI30BO-

Bepcis Ta jara HeiHBa3VMBHUM PakKOM CeYOBOr'0 MixXypa BUCOKOI'0 CTyreHs 3/10s1kicHoCTi», TARA-002-101, Bepcis 2.0 Bif,
23 yepBHs 2022 poky

3asgBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YkpaiHa

CrnioHcop, KpaiHa [Tporapa Tepar'totikc, THK. [Protara Therapeutics, Inc.], United States of America




2 TPOJOBXKEeHH fojaTka 4

CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

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




Hopatok 5

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHI TIPOTOKOJ KiiHiyHOTO BUMpoOyBaHHs MK-1986-018, 3 iHKopriopoBaHoto morpaBkor 07 Bif
27 uepBHs 2022 poKy, aHIIIKCbKOIO MOBOO; YKpaiHa, MK-1986-018, Bepcis 2.0 Big 24 cepnusa 2022 p.,
yKpaiHCBKO MOBOIO, [H(opMariisi Ta JoKyMeHT Tipo iHhopMoBaHy 3rofy AJisi 0aThKiB JUTHHH, sika Oepe
yuacTh y HAYKOBOMY Jl0C/Ti/pKeHHi; 3pa3ky MapKyBaHHs /113 MK-1986 (Tedizolid Phosphate): PFS_MK-
1986_Bottle, Bepcis 4.0 Big 16 cepnnsi 2022 poky, aHI/iNCBKOK Ta yKpaiHCbKOro moBamu; PFS_MK-
1986_Kit, Bepcis 4.0 Bijg 16 ceprHs 2022 pokKy, aHIVIIMCBKOIO Ta YKpalHCbKOIO MOBaMH{; 3pa3ok
CTIPOLI[EHOTO MapKyBaHHSI 3apeeCcTpOBAHOTO B YKpaiHi JiKapChKOTO 3aco0y, SIKUM 3aCTOCOBYETHCS B
K/IiHiUHOMYy BUIIpOOyBaHHi, Bepcis 2.0 ansg Ykpainu Big 12 Bepechss 2022 p., yKpaiHCbKOI MOBOIO;
3miHa Ha3BH Ta agpecu CnioHCOpa:

byno Crasno

«Mepk Iapn eng Jdoym Kopn.», npouipue | TOB Mepk Hlapn enz Joym (Merck Sharp &

nianpuemctBo «Mepk enzn Ko., Ink.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA),

Appeca: Mepk /[lpaiiB, 1, moiiTtoBa CKpPUHBbKa
100, m. Baurxayc-CreiiiuH, mwtat Hero-/Ixepci,
CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA)

Dohme LLC)
Appeca: 126 Ict JlinkoaeH aBeHro, n/c 2000,
PaBeli, Heto [Ixepci, 07065, CIIA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NIJ
07065, USA).

3MiHa Ha3BM MiCLisi IPOBe/IeHHsI KJIiHIUHOTO BUMTPOOYBaHHS:
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BYJIO CTAJIO
I.M.H., ipo¢. Jirtsip B.A. I.M.H., ipo¢. [irtsp B.A.
KIT «/IainporieTpoBchKa o6/1acHa AuTsya KiaiHiuHa | KomyHameHe — migmpueMcTtBo  «PerioHanmbHUN
nmikapHsi» JIHIMporeTpoBCbKOi 00/acHOI paAu», | MEIUYHUM ~ LIEHTP  POAWHHOTO  37I0POB’s»

eH/IoBiZieoxipypriuHe BiffineHHs, [IHINPOBCHKUM
Jlep’)KaBHUM MeJIMYHUM  yHiBepcuTeT, Kadezpa
JUTSYOl Xipyprii, oOpTorezil Ta TpaBMaTOJIOrii,
M. JIHinpo

JTHIMporneTpoBCchKOi 00/1aCHOI pajiu», BiJfieHHS
HeBiJJK/IaZiHOI XipypriyHol J0MoMoru s JiTei,
JHINpOBCHKUM Jlep>KaBHUH MeJUYHUI
yHiBepcureT, Kadepa AUTAUOI Xipyprii, opronesii
Ta TpaBMaToJIorii, M. /IHinpo

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

Ne 2777 Bip 02.12.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PaHj0Mi30BaHe,

KOHTPOJ/IbOBaHE 3a [JOINOMOIOK0 dKTHMBHOI'O TIIperdpary HOpiBHHHHﬂ,

KJIiHiyHe

nocrimkennss 111 dasu gy BuBYeHHs1 Oe3mneuHocTi Ta edektuBHOCTi MK-1986 (Temusonigy docdary) y
TMaIfieHTiB BiKOM BiJi Hapo/pKeHHs [0 <12 pOKiB 3 roctpuMu OakTepialbHUMH iHOEKI[iIMH IIKipyd Ta
LIKipHUX CTPYKTYp», MK-1986-018, 3 inKopriopoBaHor nornpaBkor 06 Bif 24 tpaBHs 2021 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BifnoBiganbHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exp Joym Kopr.», nouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepasibHOro JUpeKTopa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopatok 6

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

[npopmariisi ang maijieHta Ta iHQopMOBaHa 3rojja Ha ydYacTb y HAayKOBOMY [IOCJi/PKeHHi Ta
HeoOOB’s13KOBOMY ZlocipkeHHi, Bepcisi 5.0 Ans Ykpainu Bif 01 ceprusi 2022 poky, yKpaiHCBKOIO Ta
pocilicbkkoro MoBamy; [HdopMarjiliHui JUCT MaljieHTa CTOCOBHO [ili B yMOBaX MaHJeMi4yHOI cUTyarlil
(takoi ssik COVID-19) abo Oyzab-KOrO HaJ3BUYAMHOrO cTaHy [[HpopMai[iiHWi JUCT [/ ydyaCHUKa
K/IiHiuHOrO BUMpoOyBaHHS M16-011], Bepcis ans Ykpainu Big 5 cepriHst 2022 poKy, yKpaiHCBKOHO Ta
POCIMCHKOI0 MOBaMU

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

Ne 1896 Big 27.08.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PangomizoBaHe mogBiliHe ciine gociimkenHs 111 da3m, A mopiBHsSHHS TpernapaTy PicaHkizymab 3
m1alebo0 y MarjieHTiB 3 akKTUBHUM rcopiaTiuHUM apTpuToM (TIcA), siki MalOTh B aHaMHe3i HeaZleKBaTHY
BiJINIOBib MPUHAWMHI Ha OZMH XBOpoOOMOudiKytounii nmpoTtvpeBMaTHuHui mperapaT (XMIIPIT) abo
rioro HenepeHocuMicTh (KEEPSAKE 1)», M16-011, Bepcis 5.0 Big 01 nuctonaza 2021 poky

3asgBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66Bi Iuk., CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopatok 7

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi OnoBneHa 6portirypa gocmigHuka s rperiapaty CT-P42, Bepcis 3.0 Big 16 TpaBHst 2022 poky
TIOTpPaBKU

Howmep Ta fara Haka3zy Ne 762 Biz 20.04.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «PaHf0Mi30BaHe, KOHTPO/IbOBaHe 3a AKTUBHUM IIperapaToM, Mo/iBiliHe MacKOBaHe JOC/iIKeHHs (a3u 3 B

BUTIPOOYBaHHS, KO/, rapasie/lbHUX Tpymnax 3 OLiHKM edeKTHUBHOCTI Ta OesmeuHocti mpemnapaty CT-P42 y mopiBHSHHI 3

BepCisi Ta jara nperapatoM APiis y TalfieHTiB 3 ZiabeTMUHUM MakyJsspHUM Habpsikom», CT-P42 3.1, Bepcis 3.0 Bix
14 ciyng 2022 p.

3asgBHUK, KpaiHa TOB «Cineoc Xesnc YkpaiHa»

CrnioHcop, KpaiHa «Cenntpios, IHK.» (Celltrion, Inc.), Pecrry6sika Kopes

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




HopnaTok 8

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa mociigHUKa JOCTIHKyBaHOTO JTiKapchKoro 3acoby Mirvetuximab Soravtansine (IMGN853),
penakiist Ne 10 Bizg 07 kBiTHs1 2022, aHT/1iliICBKOO MOBOO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«MUPA30JI (MIRASOL): PangomizoBane, Bigkpure HocnimkenHsi ®a3u 3, B KOMY MNOPiBHIOETHCS
MipBetykcimab CopaBraHciH i3 O6paHoto  [docmigankom — Ximiortepamiero — I[Iporpecyrouoro
BucokosnosikicHoro Paky feunukiB, PesucrentHoro po IlpenapariB Ilnatvnu, IlepBuHHOrO
[TeputoHeansHoro Paky abo Paky ®amomieBoi Tpyou 3 Bucokoro Ekcrpecieto Perjenrtopa ®ostieBoi
Kucnotu Anbda.», IMGN853-0416, nornpaBka 2 Biz 04.12.2020

3asiBHUK, KpaiHa

«AVK’FOBIA Biotek En-En-Ci» (IQVIA Biotech LLC), Crionyueni IItaTi AMeprku

CnoHcop, KpaiHa

ImyHnoren, Iak., CIHA (ImmunoGen, Inc., USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopmatok 9

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnena bpouypa gocnigauka (RM-1929 / ASP-1929 Photoimmunotherapy), Bepcis 14.0 Big 24
yepBHA 2022 p., aHIJIiHCbKOI0 MOBOKO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2672 Bif 01.12.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

“PaHfiOMi30BaHe, BifKpUTe, KOHTPO/JbOBaHe, 3 [BOMa TIpylaMu JIiKyBaHHS [JOC/i[pKeHHs1 (a3u
3 doroimyHoTeparii ASP-1929 B mopiBHSHHI 3i CTaHJapTOM JIiKyBaHHS Ha BUOIp JTiKaps AJis JIiKyBaHHS
IJIOCKOKJ/IITUHHOT'O JIOKOPeriOHa/JIbHOI'O PeLiMBYIOUOrO paky rO0JIOBU Ta LIWI B MAL|EHTIB, y SKUX He
Oysi0 moCcATHYTO eeKTy UM CTasoCsl IIPOrpecyBaHHs 3aXBOPIOBAHHS ITifl Yac abo mic/s mprHalMHI JBOX
MiHil Teparil, MpuHaiMHi ofHa 3 sikux Oysa cuctemHo”, ASP-1929-301, Bepcis 3 nonpaBkoro 3.1 Big 10
yepBHs 2020 p.

3asaBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

CnoHcop, KpaiHa

PakyteHn Mepikan, Iuk., CIIIA (Rakuten Medical, Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopmatok 10
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopatok o ¢opmu iHdopMoOBaHOI 3rofy MiJ, yac KpU30BOI cuTyauii B YKpaiHi [Jjsi AOCHTiIKeHHs
WO039210, Bepcis 1.0 anss YKpaiHM yKpaiHCBKOKO Ta POCIMCbKOI MOBaMM Bifj 24 cepnHsi 2022 p. Ha
ocHOBI Matictep-Bepcii logatka 1 1o @13 mix uac kpu3oBoi cutyallil B YkpaiHi, Bepcist 2.0 Bif 15 uepBHA
2022 p.

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

Ne 248 Big 09.03.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTolieHTpOBe, paHZOMi30BaHe, TIaleb0-KOHTPOJ/IbOBaHe, TOABiMHe cuire mocmimkeHHs III da3um
ate3oi3yMa0y (aHtu-PD-L1 aHTHTI/IO) B SKOCTi a/’'FOBAaHTHOI Teparlii y Malji€HTiB 3 HUPKOBO-K/TiTHHHOIO
KapLIMHOMOIO 3 BMCOKMM DU3MKOM DO3BUTKY MeTacTasiB micisi Heppekromii», WO39210, Bepcis 10 Bif,
12 nucronaza 2021 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopartok 11

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

[MpoTokon KmiHiuHOTO [fociigkeHHs, Bepcis 5.0 Big 16 wuepBHs 2022, aHIJiNCHKOIO MOBOIO;
Indopmaiiiauii mucTok cy6’ekra JoCmipkeHHs i ¢opMa iHdopMoBaHOi 3roau, Bepcisi 2.0_crernudiuHa
11 YKpaiHu, Bif 15 nunns 2022, aHraifickkoro MoBoto, Bepcist 2.0_UA, Big 02 ceprius 2022,
yKpaiHCcbKoro MoBow; Bepcig 2.0_UA, Big 02 ceprnua 2022, pociiicbkoro MoBO0; OHOBJleHa Bepcis
Bporrypu pocigavika, Bepcis 9.0 Big 03 uepBHs 2022 poky, aHIJIiHCBEKOK MOBOK; Habip onuTyBanbHUKIB
3popoB'sa (EQ-5D-5L Ta TRIM-AGHD), Bepcis Big 29 6epe3ns 2021, ykpaiHCBKOIO
MOBOHO

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

Ne 749 Big 04.05.2022

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

«baraTolieHTpOBe, BifKpHTe, TOJOBXXeHe [OC/i/PKeHHs [/s1 OL[iHKM JOBrOTpUBasoi e(eKTUBHOCTI Ta
Oe3mneky JloHarercoMaTpomiHy y gopocinux maijieHTiB 3 [dedinutom ['opmony Pocty», TCH-306EXT,
Bepcid nporokoay 1.0, Bix 21 Bepecns 2021

3asiBHUK, KpaiHa

Akuesnbciop3s JIta., YropiuyHa

CnoHcop, KpaiHa

Acuenzic ®apma Enpokpinonomxu diBixxH A/C (Ascendis Pharma Endocrinology Division A/S), [laHis

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Hopatok 12

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

[TpoioB>)KeHHST CTPOKIB MpOBeJieHHsI K/IiHiYHOTO BUIIPOOyBaHHS B YKpaiHi mo 31 rpygus 2023 poky;
OnoBnenuii [HopmarjifiHuii MMCTOK MallieHTa Ta ¢opMa iHpopmoBaHoi 3rogu, Bepcis 4.0 g1 YKpaiHu
Bif 10 cepmHsi 2022 p., Ha ocHoBi mactep-Bepcii 8.0 Bix 13 ciuna 2022 p. aHI/MiHACBKOIO MOBOIO;
OnoBnenuii [HopmarjitiHuii MMCTOK MallieHTa Ta ¢opMa iHpopmoBaHoi 3rogu, Bepcis 4.0 g1 YKpaiHu
Biz 10 cepnns 2022 p., Ha ocHOBI MacTep-Bepcii 8.0 Big 13 ciuns 2022 p., nepeksaj, yKpaiHCbKOK MOBOO
Bif 17 cepriusi 2022 p.; OHoBnenuii [HdopmarjiiiHuii UCTOK mMaljieHTa Ta ¢opMma iHpOpMOBaHOI 3rosy,
Bepcid 4.0 misa Ykpainu Big 10 ceprniaa 2022 p., Ha ocHOBi Mactep-Bepcii 8.0 Bix 13 ciuns 2022 p.,
repeksiaji pociicbkoro MoBOO Bif 16 cepriHs 2022 p.; OHOBJieHe A0ChE [JOC/IHKYBaHOTO JTiIKAPChbKOTO
3aco0y, Bepcis 7.0, motuii 2022 pOKy aHIVIICBKOK MOBOI; 3MiHa KOHTPAKTHOI IOC/IiZHUIBKOT
opraHi3aiiii (3assBHuKa) B YKpaidi Ha TOB «KJITHIYHI BUTTPOBYBAHH»:

BYJIO CTAJIO
TOB «OCT YkpaiHa» TOB «KJITHIYHI BUITPOBYBAHH{»
3MiHa Ha3BM MiCIsl MPOBe/IEHHs K/TiHIYHOTO BUNTPOOYBaHHS:
bysno Crano
I.M.H., ipod. Bonpgapenko .M. I.M.H., ipod. Bongapenko .M.

KomyHanbHe HeKOoMepLliliHe nignpueMcTBo | KomyHanbHe ~— HeKOMepLiiiHe — MiJiNIPpUEMCTBO
«Miceka kmiHiyHa JsikapHs Ned» [THIMpoBchKOl | «MicbKa KiiHiuHa JiikapHd Ned» JIHINPOBCHKOI
MiCBKOT pazu, Bi/ili/IeHHS xiMmioTepartii, | MiCbKOT pajii, XiMioTeparieBTUYHEe BiJ/i/IeHHs,
[Hep>xaBHuM 3aKniaf «/JHIMponeTpoBCcbKa MeguyHa | JIHIMPOBCHKUM Jlep’KaBHUN MeJU4YHUN
akajemiss MiHicTepcTBa OXOpOHM  3/10pPOB’Sl | yHiBepcUTeT, KadeJpa OHKOJIOTii Ta MeAuYHOL
Ykpainu», Kadegpa OHKojOrii Ta MeguyHOi | pasionorii, M. [IHinpo

pagioJiorii, M. /THiripo
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Howmep ta faTa Hakasy Ne 662 Big 16.03.2020

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO «Bigkpure 6aratorjeHTpoBe mAocmimkeHHs I ¢da3u 3 eckanamiero go3u nperapary CK-301 mipu
BUTIPOOYBaHHs, KOZ, BHYTpIlLIHLOBEHHOMY BBe/IeHHI B peXMMi MOHOTeparii mMarjieHTaM i3 3amylieHUMH (GopMaMu paKy»,
BepCisi Ta jjara CK-301-101, Bepcis 3 iHKOpnopoBaHoto rorpaBkoro Ne 5 Bif 14 cepriag 2020 poky

3asaBHUK, KpaiHa TOB «KJIIHIYHI BUITPOBYBAHHS», Ykpaina

CrioHcop, KpaiHa YeknonHT Tepan’toTikc, IHK., CIIIA (Checkpoint Therapeutics, Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepasibHOro jupexTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Hopatok 13

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi OnoBneHa 6portiypa gociigHuKa, Bepcis 9 Big 30 6epe3nst 2022 poKy aHTJIiHCHKOI0 MOBOIO
TIOTpPaBKU
Howmep ta fata Hakasy Ne 146 Bigx 21.01.2019

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kniHiuHOro Bizkpute OaratolLieHTPOBe AOC/iKEeHHSs, sIKe CKIaJa€ThCsl 3 BOX YaCTHUH 3 Oe3repepBHUM TepPeX0foM,

BUMPOOYBaHHs, KOJ, 1110 TTPOBOJUTHCS 3 METOI0 BUBUEHHS 0e3MeuHoCTi, TepeHOCUMOCTi, (hapMaKOKiHeTHKH, (papMaKkoJuHaMiK1

Bepcid Ta jarta Ta e(peKTUBHOCTI npenapaty pucauriam (RO7034067) 3a oro 3aCcToCyBaHHS Y HEMOBJIAT 3i CITiHA/IbHOO
M’si30B0t0 aTpodieto 1-ro Tuny, BP39056, Bepcis 7 Big 17 uepsus 2020 p.

3asgBHUK, KpaiHa TOB «Cineoc Xesnc YkpaiHa»

CrioHcop, KpaiHa F. Hoffmann-La Roche Ltd, Switzerland (ILIBeiiiapis)

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




Hopartok 14

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/ieHWI TIPOTOKOJ KJIiHIYHOTO [JociifpkeHHs, 3 TmornpaBkoro INT-7 Big 30 uepBHa 2022 poky
aHI/1iMCcbKO MOBOI; OHoBnenunt logatok o nporokony mogo COVID-19, Bix 30 uepBHs 2022 poky
aHrilcbKOl0 MOBOwO; [domaTok [0 mMpoTokony «PekomeHjarlii 11100 TpPOBeJeHHS K/IiHIYHOTO
JIOCJII/DKEeHHSI TIifl yac 3HAuUHUX BiJIXW/IeHb BiJ, MpoOTOKoy», Bif 20 TpaBHa 2022 pOKy aHI/IiMCHKOIO
MOBOIO; 3MiHa [103W JOCTi[PKyBaHOTO JiiKapchkoro 3aco0y I6pyTtuHi6, karicynu, 140 wmr; 3pa3sok
MapKyBaHHS JOCJTi/I)KyBaHOTO JTiKapcbKoro 3aco0y 16pyTuHib, karicysnu, 140 mr, Bepcisi 1 Big 31 GepesHs
2020 poKy yKpaiHCbKOIO MOBOIO; 3MiHH Y TIOCTauaHHi [JOC/Ii/I)KyBaHUX JTiKapChKUX 3ac00iB MalfieHTam

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

Ne 835 Big 15.08.2016

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

«baraTolieHTpOBe BiJKpUTe [OBrOCTPOKOBE TMOZOBKeHe KiiHiuHe apocaifkeHHs 3b ¢as3u npemnaparty
PCI-32765 (I6pytuHio)», PCI-32765CAN3001, noripaBka INT-6 Big 13 ceprinst 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopatok 15

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/NeHUI TIPOTOKOJ KiiHiuHOro BunpoOyBaHHsT BAY 94-8862 (finerenone) / 20103 Bepcis 3.0 3
iHTerpoBaHolo rornpaBkoto 2 Bif 16 TpaBHs 2022 poky; Hocnimkenns 20103 Indopmariist s nmarjieHTa Ta
¢dbopma iHbopmoBaHoi 3rogu, Bepcis 4.0 Bix 16 cepriHsi 2022 poKy yKpaiHCHKOIO Ta POCICHKO MOBaMU
Ha 0a3i Indopmariii a5 marfienTa Ta popmu iHbopMoBaHoiI 3roau, Bepcis 4.0 A1 YKpaiHu Bif 25 TpaBHS
2022 p.; Oocnimkenns 20103 Indopmatisi g1s nanieHTa/opma iHGOpMOBaHOI 3rofu BiJHOCHO 3MiH y
rpoBeJieHHi focmigkenHs, Bepcis 3.0 Big 16 ceprniasa 2022 poky, yKpalHCBKOIO Ta POCIMCbKOK MOBaMH, Ha
6a3i Iadopmarnii ans marieHta Ta Qopmu iHpopMOBaHOI 3roAM BiHOCHO 3MiH Yy TIPOBe/|eHHI
JocnigykeHHs, Bepcii 3.0 gy Ykpainu Bif 25 tpaBHA 2022 p.; 20103 KonTakTHa KapTka, Bepcis 4.0 Biz 10
CeprHs 2022 poKy yKpaiHChKOIO Ta POCIMCHKOI0 MOBaMH, Ha 06a3i KOHTAaKTHOI KapTKH, BepcCist
4.0 pnsa Ykpainu Bif 02 uepBHsa 2022 poky; 20103 KapTka HarajyBaHHf, PO pe3yJbTaTy IOAIL [/1s
yUaCHUKIB AocCiifKeHHs, Benuka, Bepcis 1.0 Big 10 cepmHs 2022 poky yKpaiHCBKOK Ta POCiMCHKOIO
MOBaMH, Ha 0a3i KapTKW HaraJyBaHHs, MPO pe3y/bTaTd MOoJii [/ YYaCHUKIB [JOC/i/)KeHHsl, BeIUKOI,
Bepcis 1.0 gast YKpainu Bif, 26 tpaBHsa 2022 poky; 20103 KapTka HarajyBaHHs, [P0 pe3y/bTaTU
noAil sl yyacHUKIB fgocigkeHHs, Bepcisi 1.0 Big 10 ceprniHs 2022 poKy yKpaiHCBKOIO Ta POCIMCBKOIO
MOBaMH, Ha 0a3i KapTKW HarajlyBaHHsI, TIpO pe3y/IbTaTy TOAI1 /ISl yUaCHUKIB J0C/TipKeHHs, Bepcis 1.0 as
Ykpaiau Big 26 TpaBHst 2022 poky; ITorpaBka Nel no Gpornypu gocmigHuka, Bepcis 8.0 Big 18 mororo
2022 poky; ITomoBkeHHs1 TepMiHy 30epiraHHsi JOCJiKyBaHOTO JiKapchbKoro 3acoby ®inepeHoH (BAY
94-8862 (inepeHon)/ riarie6o 3 30 mo 36 micsiiB

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

Ne 2110 Big 16.09.2020
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Hasga kj1iHiuHOTO BaraToijeHTpoBe, paH/OMi30BaHe, TIO/[BiliHe-CJlile B Tlapaje/lbHUX TpymaX, Iareb0-KOHTPOoIboBaHe
BUTIPOOYBaHHS, KO/, JOCTiIKeHHs il OLiHKY e(heKTHUBHOCTI Ta Ge3meuHoCTi (hiHepeHOHY IMpH 3aXBOPIOBAaHHI Ta CMEPTHOCTI
BepCisi Ta jara naifieHTiB 3 cepiieBoto HegocTaTHicTIO (NYHA kiac II-1V) Ta dpakijiero BUKUy MiBoro nityHouka >40%

(PBJILI >40%) , No. BAY 94-8862 (finerenone) / 20103, Bepcisi 2.0 3 iHTerpoBaHol0 TOIMPaBKO0 1 Bif
21 BepecHsi 2020 poky

3asBHUK, KpaiHa TOB «bauep», YkpaiHa
CrnioHcop, KpaiHa baiiep ATl', HimeuurHa
CynyTHi —
Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hopatok 16

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Omnosrneni posgimn P.2 «®apMaijeBTHUHa po3pobka», P.3.1 «BupobHMKH», P.5.4 «AHami3u cepiii»,
P.7 «Cucrema nakyBaHHs», P.8 «CTabinbHICTb» Z0CKE AOCTIHKYBAHOTO JTiKapChKOTo 3aco0y, Bepcis Bif
cepriHs 2022 poky; [ojaBaHHs BUPOOHWYOI [iMSHKW /11 BUPOOHMIITBA iH’€KI[ili miaie6o 70
ycrekiHyma0y kommadii: «Vetter Development Services USA, Inc», Skokie, IL, USA.

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

Ne 2372 Bip 04.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorientpoBe, PangowmizoBaHe, Ilogsitine ciine, Ilnaie6o- Ta AxTHBHO- KOHTpO/bOBaHe
Hocnimxennst 111 ®asu gns Ouinku EdektuBHocTi Ta be3meunocti 3actocyBanHst Mipikisymaly y
IMauienTiB i3 XBopo6oro KpoHna ITomipHoro ta Tspkkoro Ilepebiry», I6T-MC-AMAM, 3 iHKOPIIOPOBaHOI0
ronpaBkoro (e) Big 23 mortoro 2022 pokKy

3asaBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

Eni JTinni eng Kommnani, CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopmatok 17

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi Bporrypa gocniguauka asis riperiapaty CNTO1959 (rycenbkyma6), Buganus 14 Big 29 cepriast 2022 poky;
TIOTIPaBKU Hopatok 1 Big 28 mwmnHs 2022 poky po bpowypu pocnmigavka pgas miperapaty STELARA®
(ustekinumab), Bunanns 23 Big 17 motoro 2022 poky

Howmep Ta gata Hakazy Ne 1962 Big 29.10.2018

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOTO «PanziomisoBaHe, mozBiiiHe criine, Tialeb0-KOHTPO/ILOBAHE Ta 3 AKTUBHUM KOHTpPOJieM, OaraTolieHTpoBe

BUIIPOOYBaHHs, KO/, JIOCJTi/PKeHHsT (pasy 2/3, 1110 MPOBOAUTHCS y TapajielbHUX Ipynax 3 MeTOK OL[iHKHA e(QeKTHMBHOCTI Ta

BepCis Ta jara 0e3rmeyHoCTi rycesbkyMaly y marjieHTiB i3 xBopoboto KpoHa B akTHBHil (ha3i BiJj cepeIHLOrO /10 BaXKKOTO
crynens TspkkocTi», CNTO1959CRD3001, 3 nornpaBkoro 5 Bif 12 yiunHg 2022 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / fliccen @apmatieBtrika HB, Besnbris

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

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




HopmaTok 18

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa gocnignuka (6inimeTini6), Bepcis 18 Bix 13 tpaBHs 2022 p., aHI/IiMCEKO0 MOBOIO; Bpomiypa
nocigHvka (eHkopadenib), Bepcis 13 Big 13 TpaBHs 2022 p., aHriMicbKoro MoBoto; bpoiilypa gociigHuka
(memb6poutizymab), Bepcist 22 Biz 13 TpaBHsi 2022 p., aHrTiiicbKOI0 MoBOrO; dopMma iHpopMoBaHOI 3roau Ha
y4dacTb y fJociipkeHHi, Bepcis 5.0 Bif 24 uvepBHs 2022 p. A YKpaiHy, aHr/IilcbKor MoBow; dopma
iHdbopMoBaHOI 3ro¥ Ha ydyacTb y [JoOC/i/pkeHHi, Bepcis 5.0 Bim 24 uyepBHsa 2022 p. ans YKpaiHuy,
yKpaiHCbKOI0 MOBOK; Popma iHdOpMOBaHOI 3rofid Ha ydacTh y BBiZIHIM YacTUHI [JOCTifKeHHs AJist
ouiHku GesmeuHocti, Bepcis 4.0 Bix 24 uwepBHs 2022 p. A1 YKpaiHW, aHIJIIACBKOH MOBOI; dopma
iH(hopMOBaHOI 3roZi Ha y4YacThb y BBi/[Hill YaCTHHI AOCTiKeHHS A1 OL[iHKK Oe3meuHocTi, Bepcis 4.0 Bia
24 yepBHS 2022 p. pyia YKpaiHy, yKpaiHCbKOH MOBORO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane mogBitiHe crtine gocsimkeHHs (a3u 3 eHkopadeHiOy Ta OGiHiMeTiHIOy B moegHaHHI 3
nemMOpostisaymaboM y TIOpiBHSHHI 0 Tulanebo B TMO€AHAHHI 3 TeMOpo/i3ymMaboM y TallieHTiB i3
MeTacTaTUUHOI abo HeorepabenbHOI MiCL[EBO MOLIMPEHOI0 MeTaHOMOI), TO3WTHBHOKO /10 MYyTaljiid
BRAF VG600E/K», C4221016, ocratouyHa Bepcis nnporokoiy, [Tonpaska 3 Big 08 yepBus 2022 poky

3asiBHUK, KpaiHa

[Maiizep Iuk., CHIA

CnoHcop, KpaiHa

[Naiizep Iuk., CHIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopatok 19

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Mi>kHapoziHa Oporrypa A0C/TiHUKA AOCTipKyBaHOTO Jiikapcbkoro 3aco0y Vedolizumab (Bemonizyma0)
(MLNO0002), Bumanns 26 Bif 18 numnHsa 2022 poKy aHIJIiNCBbKO MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 84 Bif 17.01.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TomoBykeHe mocmimkeHHs a3y 2b a/g BUBUEHHS [JOBrOCTPOKOBOI Oe3reuyHoCTi BefosiizymMady ripu
BHYTPIIIIHbOBEHHOMY BBeZIeHHi B TALli€HTIB AUTSYOrO BiKy 3 BUPa3KOBHM KOJiTOM abo xBopoboro KpoHa.
IToBroctpokoBa 6e3rneuHicTh BefosizymMaly IMpH BHYTPIIlIHLOBEHHOMY BBEe/IEHHI B MAIli€EHTIB JMUTSUOTO
BiKy 3 BUPa3KOBUM KOJIiTOM abo xBopoboto KpoHa», Vedolizumab-2005, 3 monpaekorwo 05 Bif 24 cepriHs
2018 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Takena [desenonmeHT Cenrtep FOpon JIth., CrnonyueHe KoponiBctBo (Takeda Development Centre
Europe, Ltd., United Kingdom)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/ibHOro0 AMpEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Honatok 20

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnenuii IIpotokon kiiHiyHoro pgociipkeHHs AR-301-002, Bepcisi 4.2 (Jlume ans YkpaiHu) Bij
09 BepecHst 2022 p.; [HpopmariitiHMii MCTOK i opMa 3rofu AJisi TIallieHTa i 3aKOHHOTO TIpe/[CTaBHUKA IS
y4acTi B KIIIHIYHOMY JocCiipkeHHi, Bepcig 6.0 aas Ykpainu Big 12 BepecHs 2022 p., nepeknaj
YKpaiHCbKOIO MOBOO Bif 14 BepecHs1 2022 p.; mepek/naz poCilCbKOO MOBOMO Bif 14 BepechHs 2022 p.;

3MiHa Ha3BM MiCIlb MPOBe/IeHHsI BUTIPOOYBaHHS:

Craso

byno
I.M.H., npod. Titos LI
OOGsacHa  KjiHiYHA  JliKapHs,  BiAgineHHs
a”ecresiosorii  Ta IHTEHCUBHOI ~ Teparii,

[ep>kaBHUM BUILMK HaBYa/JIbHUM 3akiaj «IBaHO-
®paHKiBCbKUM HarionanpHuii MeIUUHUN
yHiBepcuTeT», Kadezapa aHecresiosiorii  Ta
IHTEHCUBHOI Tepartii, M. IBaHO-PpaHKiIBCBK

I.M.H., pod. TiTos LI

KomyHanbHe ~ HekoMmepLiiiHe  MiZNIPUEMCTBO
«Ob6nacHa KiiHiuyHa jikapHs [BaHO-®paHKiBCHKOI
obnacHoi paaw», BiagineHHs aHecTesiosorii Ta
IHTeHCMBHOI ~ Tepariii, IBaHO-DpaHKiBCbKUI
HalliOHa/IbHUI MeIMYHUM yHiBepcuTeT, Kadezpa
aHecTe3i0/10Til Ta IHTEHCUBHOI Tepariii, M. IBaHO-
®PpaHKiBCbK

K.M.H. [namyx LI

Ob6nacHa KOMyHalbHa ycTaHoBa  «JlikapHs
IIBUAKOI MeIWMYHOI JOMOMOIW», BildiJeHHS
aHecre3iosiorii 3 JIDKKaMM iHTeHCUBHOI Teparlii,

M. YepHiBLi

K.M.H. Inamyx LI

Ob6nacHe KOMYHaJlbHe HeKoMeplliliHe
MiATIpUEMCTBO «YepHiBellbKa JIiKapHS IIBUAKOL
MeJUYHOI JOTIOMOTW», BiIIl/IeHHS] aHeCTe3i0/10Til
3 JIDKKaMU iHTeHCHUBHOI Teparii, M. YepHiBLii




2 MpoAOBXeHHs fojarka 20

Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1166 Big 23.05.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PanzomizoBaHe, no/BiliHe ciire, Tuialeb0-KOHTPO/LOBaHe, OaraTol|eHTPOBe AOC/TimKeHHs 3 (a3u Asst
oLiHKM Oe3reuHocTi Ta ecdekTrBHOCTI Tipenapaty AR-301 sK gomomikHOi Teparmii [0 JiKyBaHHS
aHTUOIOTMKaMU TIPU BEeHTU/ISITOP-acoljifioBaHii mHeBMoHii (BAIT), cpyuunHenii S. aureus», AR-301-002,
Bepcis 4.1 Big 26 mcromnaga 2019 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHna

CrioHcop, KpaiHa

Apinic ®apmaceroTikans, k., CIIIA (Aridis Pharmaceuticals, Inc., USA)

CynyTHi
Marepiaau/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepasbHOro ApeKTopa
dapMaleBTUYHOI0 JUPEeKTOopaTy Isan 3A/IBOPHUX




Hopartok 21

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Hdopmatiisi ansa naienta Ta @opma iHpopmoaHoi 3roau — IIpotokon 67652000PCR3002, Bepcis 6.0
yKpaiHCbKOI MOBOMO /151 YKpainu Bif 05.09.2022; [Hdopmatis asis natjiedta Ta @opma iHpopmoBaHoi
srogu — [Ipotokon 67652000PCR3002, Bepcis 6.0 pociiicbkoro MOBotO /st YKpainu Biz 05.09.2022

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

Ne 2777 Big 02.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomisoBaHe, miaie00-KOHTPOJIbOBaHe, MO/BiMHe Cline KiiHiuHe Joc/imkeHHs 3 (a3u mpernapary
Hipanapu6 B kom0iHarlii 3 abipaTepoHa arjeTaToM Ta MpeZHi30HOM y TIOPiBHSHHI 3 abipaTepoHa alieTaTomMm
Ta MPeJHI30HOM [/If JIIKyBaHHs IalL[i€HTIB 3 MeTaCTaTUYHHUM KacTpaT-uyT/IMBUM pPakoOM IlepeaMixXypoBoi
3an03u (MCSPC) 3i 1mIKifMBO0O repMiHaIBbHOI ab0 COMAaTUYHOI MYTAILli€l0 TeHiB, 110 BiANOBiga0Th 3a
perapariito IIssxoM romosoriuHoi pekombiHarii (HRR)», 67652000PCR3002, 3 TlompaBkoto 2 Bif
25.10.2021 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



Hopatok 22

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnennii TUMYacoBHiA TIPOTOKOJI KiiHiYHOTO BUMpoOyBaHHsS MT-12 asis Ykpainw, Bepcisg 3.0 Bifg
31 cepriusi 2022 p.; Jopmarok ao IHdopMmartiitiHoro ivctka Ta @opmu iHbopMoBaHOI 3roau /s 6aThKIB,
Bepcid 3.0 gns Ykpainu Bifg 01 BepecHs1 2022 p.; nepeksaj yKpaiHCbKOK MOBOR Bif 05 BepecHs 2022 p.;
repeksiaj pocitickkoro MoBoto Bif 05 BepecHs 2022 p.; HogaTok Ao IHdopmaiiitiHoro yvctka Ta ®opmu
3rofu [/ nauieHTiB (Bikom 5-11 pokiB), Bepcis 3.0 ans Ykpainu Big 01 BepecHs 2022 p.; mepeknaf,
yKpaiHCbKO MOBOM Bifi 05 BepecHs 2022 p.; mepeksaj pociiicbkoro MoBOrO Bif 05 BepecHst 2022 p.;
Homatok no IHdopmaliifiHoro yvcTtka Ta Popmu 3rofu s MAllieHTiB (SKUM BUIIOBHIOETHCS 12 pOKiB
MPOTATrOM MepioAy yuacTi B JociimpkeHHi), Bepcigd 3.0 gnst Ykpainu Big 01 BepecHs 2022 p.; mepeknaz
yKpaiHCbKOr MoBOIO Bif 05 BepecHst 2022 p.; nepeknaz, pocilicbkkoro MoBoto Biz, 05 BepecHst 2022 p.

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«OpHopiuHe TUIarie60-KOHTpobOBaHe AocmimkeHHs: 111 ¢asu 3 ouiHku edekTuBHOCTI Ta Oe3meku
TabeTKu i CyOsiHrBasbHOI iMyHoTepariii (SLIT-tablet) mpu aneprii Ha Kiillja JOMAIIHBOTO MUY Y
Jiten (5-11 pokiB) 3 puHITOM/PUHOKOH FOHKTUBITOM, BUK/IMKAHWM KJIiI[eM /I0MAalllHbOT0 Uy, 3
abo 6e3 acTMu», MT-12, Bepcis 5.0 Big 19 6epe3nsi 2021 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

AJIK-A6enno A/C, Hanis (ALK-Abello A/S, Denmark)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopatok 23

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuit Ilporokon kmiHiuHoro mocmigkeHHs RPCO01-3001, pepakiis 10.3 (ana Ykpainu) Bim 26
cepnHsi 2022 p.; CuUHOMNCUC OHOB/IEHOrO TMpoTOoKoay nochigxkeHHs RPCO01-3001, pepakuisi 10.3 (gms
Ykpainu) Bif 26 ceprins 2022 p., nepek/aj 3 aHI/TiMCbKOI MOBU Ha YKpaiHCBbKY MOBY Bif 16 BepecHsi 2022
p.; Indopmariiiiauii mMcToK mnatjieHTa Ta ¢dopma 3roZiv Ha y4acThb y K/IiHIUHOMY HayKOBOMY ZOCIi/KEeHH,
octaTtouHa pefakuisg 12.0 gns Ykpainu Bif 23 BepecHsi 2022 p., oCTaTOYHMI MepeK/aj 3 aHITikCbKOl
MOBM Ha yKpaiHCbKy MOBY Bif 23 BepecHs 2022 p., ocTaTOuHMM TepeK/aj, 3 aHIVIIKCbKOI MOBM Ha
pociliceKky MoBy Bif 23 BepecHsi 2022 p.; Jogatok Nel mo "IHdopMarliliHoro nucTka naijieHTa ta popmu
3roZii Ha y4yacTb Yy K/IIHIYHOMY HayKOBOMY JOCJIKeHHi", ocratouHa pefakyisa 1.0 gas Ykpainu Bif 23
cepriHs 2022 p., 0OCTaTOYHUM TepeKsiaZi 3 aHI/TiMCbKOI MOBUM Ha yKpaiHCbKYy MoBY Biz 08 Bepechs 2022 p.,
OCTaTOYHUM NepeKsiaZi 3 aHI/IiMCbKOI MOBY Ha pOCiiicbKy MOBY Bifi 08 BepecHs 2022 p.

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

Ne 743 Bim 11.11.2015

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraToleHTpoBe BiJKpUTe [AojaTkoBe gociaifkeHHs mnpernapaty RPC1063 npu mnepopaibHOMY
3aCTOCYBaHHI y XBOPHUX Ha PeLMAWBYHOUMU po3cigHui ckiaepo3», RPC01-3001, pepakuis 10.0 Bifg
08 xoBTHs 2021 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITTIOBIIAJIBHICTIO «I11 EC AI-YKPATHA»

CrioHcop, KpaiHa

«CenmxeH IntepHernn 11 Capn» (Celgene International II Sarl), IIIBeiiriapis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. reHepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Hopartok 24

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi [TogoB)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUMPOOYyBaHHs B YKpaiHi 0 10 6epe3nst 2023 poky
TIOTpPaBKU

Howmep Ta fara Haka3zy Ne 1586 Biz 29.07.2021

MO3 o0 3aTBepAKeHHSs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PaHgomizoBaHe, nozBiiiHe ciiirie, GaraTolleHTPOBe AOCIIKeHHsI TepalieBTUUYHOI eKBiBa/leHTHOCTI, 1[0
BUTIPOOYBaHHS, KO/, TIPOBOJIUTHCS B TMapasieJIbHUX TPymax /s TOpiBHSHHS e(heKTUBHOCTI, 0Oe3meuHOCTi Ta iMyHOTeHHOCTI
BepCisi Ta jara nperapaty DMB-3115 ans migmkipHoro BeeseHHs Ta mnpernapaty Crenapa® BupobOHunTBa €C y

TMAIfi€HTIB i3 XpPOHIUHUM OJISIIIKOBUM TICOPia30M cCepeAHbOro abo TsHKKOro crymeHs», DMB-3115-2, 3
iHKoprioposaHoto norpaskoro 01 Bizg 04 yepsHst 2021 poky

3asiBHUK, KpaiHa [TignpremcTBo 3 100% IHO3€MHOIO iHBECTULIE€rO «AVK’IOBIA PZIC Ykpaina»
CrioHcop, KpaiHa Dong-A ST Co. Ltd., Republic of Korea

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

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




Hopmatok 25

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

[IofeHHVK TMaljieHTa 3 MpUIOMY [JOCIIKyBaHOro mpernapary; Ilepiof; MomOB)KeHOr0 3acTOCYBAaHHS
JocnigKyBaHoro mnpernapaTy (TwkHi 56 — 100); Kniniune pocnimxkenns SOLSTICE; Bepcis 1.0
yKpaiHcbkoro MoBowo Bix 08.07.2022 p.; llogeHHMK maljieHTa: [OC/iZPKyBaHWM TMpernapaT i Horo
BBeJleHHs]; [lofaTKoBMI Mepiof, 3aCTOCYBaHHA JOCTipKyBaHoOro npenapary (TwkHi 56 — 100); Kiiniune
nocnimkenHss SOLSTICE; Bepcis 1.0 pociticekoro moBoto Biz 08.07.2022 p.

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

Ne 1773 Big 20.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHI0Mi30BaHe, TIOZBiMHe cire, Tiareb0 KOHTPOJ/IbOBaHe KIIiHIUHe AoCtipkeHHs 3b
a3y A5 OLiHKK eeKTUBHOCTI Ta OGe3reyHOCTi NMpU3HaueHoro MifIKipHO T'ycesbKymaly y MaljieHTiB 3
aKTUBHUM TICOPiaTUUHUM apTPUTOM, $IKi paHillle Majyd HeZOCTATHIO BiJTOBifb Ta/abo HermepeHOCHMiCTh
MiKyBaHHSI OfHUM 3 iHTiGiTOpiB (pakTOpy HEKpo3y myx/iuH anbdpa», CNTO1959PSA3005, 3 momnpaBKoiO
1 Big 12.05.2022 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopatok 26

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro Jikapcbkoro 3acoby BGB-A1217 (Ouunepnimab (Ociperlimab), Bepcis 3.4 Bix
22 ceprnHsi 2022 poKy aHIVIIKCbKOO MOBOIO; 3MiHa BiINOBiZ@/IbHOTO JOCTiIAHUKA B MICLli TIPOBe/I€HHs
BUTIPOOYBaHHs; [1of0BXXeHHSI TepMiHY TMPOBeJieHHsI K/IiHiYHOro BUMpoOyBaHHS B YKpaiHi 10 30 uepBHs
2025 poky; 3MiHa Ha3BM MiCLsi IPOBe/IeHHs K/IiHiUHOr0 BUMTPOOYBaHHS:

bysio Craino
K.M.H. TpyxiH [I.B. K.M.H. TpyxiH [1.B.
KomyHanbHe — HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«Opecbkuit obsiacHu OHKOJIOTiUHUM | «OfecbKuii perioHasbHAN KJIIHIYHUA

JucrnaHcep» Opecekoi  obnacHoi  paju», | MPOTUNTYXJIMHHUM 1jeHTp» Opechkoi o6sacHOl
CTallioHap [IEHHOTO TiepeOyBaHHS [JUCIIAHCEPHO- | Pajy, BiffineHHs ximioTeparii, M. Ozeca
MOJIIK/IIHIYHOrO BigaineHss, M. Ozxeca

3aB. BigginenHsm Ko63es O.1. sikap Jleonosa B.B.

KomyHanbHe ~— HekoMepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTIPUEMCTBO
«ObsacHUN 1EHTP OHKOJIOTii», OHKOXipypriuHe | «O6/aCHUI 1LIEHTP OHKOJOTii», OHKOXipypriuHe
BiZili/IeHHsA ~ opraHiB  TIPYAHOI  IIOPOXHUHM, | BifJi/IeHHA  OpraHiB TIpPYyAHOI  TOPOXKHUHHU,

M. XapkiB M. XapKiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1966 Big 15.09.2021




2 TPOJOBXKeHH fojaTKa 26

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomiszoBane nozgiiiHe ciine pocnizpkeHHs ¢asu 3 niperapaty BGB-A1217, anturina go TIGIT, y
TOEAHAHHI 3 THC/e/i3yMaboM TOpiBHAHO 3 reMOposiis3ymMaboM y MaljieHTiB i3 paHille HeiKOBaHUM,
MiCLIeBOTIOIIMPEHNM, HeorepabesibHUM ab0 MeTacTaTUUHMM HeJpiOHOK/IITHHHUM DPAaKOM JiereHb i3
BUOpaHUM cTatycom ekcripecii PD-L1», BGB-A317-A1217-302, Bepcis 3 nornpaBkoto 2.0 Big 07 rpyaHs
2021 poky

3asiBHUK, KpalHa

TOBAPUCTBO 3 OBMEXEHOI BIJIOBIJIAJIBHICTIO «®APMACBIOTIKAJT PICEPU
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepaiibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




Hopatok 27

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Bi/[ITOBiTaIbHOTO IOC/TiZTHMKA Ta 3MiHA HAa3BH MICIls MPOBE/IEHHs K/IiHIYHOTO BUITPOOYBaHHS:

byno Crasno
n.M.H. Ckopuii [1.1. K.M.H. [Ticeribka M. E.
KomyHaneHe  HekomepliiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJINPUEMCTBO
«ObsiacHUM LEHTP OHKOJIOTii», OHKOXipypriuHe | «O6siacHUIA LIEHTP OHKOJOTii», OHKOXipypriuHe
BiZili/IeHHs1 TeUiHKW Ta MiJIUIYHKOBOI 3a/03M, | BiJJi/IeHHd OpraHiB 4YepeBHOI  TOPOXXKHUHHU,
M. XapKiB M. XapKiB

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

Ne 1265 Big 05.06.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, KOHTpoO/bOBaHe mAociipkeHHs ¢a3u 3 KabozauTiHiOy (XL184) y komGiHarii 3
ATte3onisymabom rmopiBHsiHO i3 CopadeHiOoM y TallieHTiB i3 TIOIMIMPEHO TeraToLeTHJIIPHOI0
KapLIMHOMOIO, $IKi He OTpPUMYB&/JIU IIOMEepPeJHI0 CUCTeMHY IIPOTUIYX/IUHHY Teparito», XL184-312,

rioripaBka 4.0 Biz 28 6epe3nst 2022 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

CnoHcop, KpaiHa

Exelixis, Inc., CIIIA

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. reHepa/ibHOro0 JAMpPEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX

«DAPMACBIOTIKAJI PICEPY




HonaTok 28

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro Jikapcbkoro 3acoby BGB-A1217 (Ouunepnimab (Ociperlimab), Bepcis 3.4 Bix
22 cepniHs 2022 poOKy aHIJIIMCBKOK MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Bif 23.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«docnimkenHs: ¢asu 2 3 BUBUEeHHS edekTUBHOCTI Ta OesmeuHocti Twucnenizymaby (BGB-A317),
MOHOKJ/IOHa/IbHOrO aHtutiia g0 PD-1, y mnoegHanHi 3 nperiapatoM BGB-A1217, MOHOK/IOHAJIbHUM
artutiiom 10 TIGIT, abo 6e3 HROTO B MALIEHTOK 3 PELUJAVBYIOUMM ab0 MeTaCTaTUYHUM PaKOM IIHUHKH
MaTKW, Ki paHillle OTPUMYBa/M JIIKyBaHHA 3 [PUBOAY [JaHOI0 3axBoproBaHHs», BGB-A317-A1217-202,
Bepcid 0.0 Bix 04 BepecHs 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpexKTopa

dapmManeBTUYHOIr0 AMPEKTOPaTy

IBan 3A/IBOPHUX




Hopatok 29

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi Bpouypa gocniganka CNTO1959 (guselkumab), Buganns 14 Big 29.08.2022 p.
TIOTIPaBKU

Howmep Ta fara Haka3zy Ne 1773 Big 20.08.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «bararorieHTpoBe, paHiOMi30BaHe, TO/BiliHe cJiime, Maleb0 KOHTPOIbOBAaHE K/IiHIUHE JOC/iIKeHHS

BUTIPOOYBaHHS, KO/, 4 da3m a5 oLiHKY e(heKTUBHOCTI Ta Oe3MeYHOCTi PU3HAUYEHOTO Mi/[IIKiPHO r'ycebKyMaly y Talli€HTiB 3

Bepcid Ta jarta aKTUBHUM aKCiaJlbHUM TICOPiaTUUHUM apTPUTOM, sIKi HIKOMM He OTpUMYyBa/iu 0ioJioTiuHy Teparito»,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




Honatok 30

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

14.11.2022 Ne 2050

InenTudikatiis cyTreBoi Bpourypa pocnignuka ROS5541267, Tecentriq (atezolizumab), Bepcis 19 Big cepmusi 2022 poky,
TIOIIPaBKU aHIJIIICBKOK MOBOIO

Howmep ta fata Hakasy Ne 549 Big 27.08.2015
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «3s (ha3a, BiKpUTe, paHOMi30BaHe [JOC/iIKEHHs /IS OL[iIHKM e(heKTHUBHOCTI Ta Oe3reKku Iperapary

BUTIPOOYBaHHS, KO/, ATte3zomizymad (ANTI-PD - L1 aHTHTi/I0) B TIOPiBHSIHHI 3 ONMTUMA/BHOO ITiJTPUMYIOUOIO Teparti€ro micss

Bepcid Ta jarta a/’toBaHTHOI XimioTepamii ocHoBaHoi Ha LlucrinatuHi y mMalieHTiB 3 TIOBHICTIO pe3eKTabesbHUM
HeIpiOHOK/TI THHHUM pakoM jereHb IB-ITIA cragii», GO29527, Bepcis 10 Big 03 moTtoro 2022 p.

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

CrioHcop, KpaiHa F. Hoffmann-La Roche Ltd, Switzerland («®. Xodbdmauu-JIst Pour JITa», [lBeiiiapis)

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

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




