Hoparok 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

10.01.2022 Ne 29

Inentudikariis cyrreBoi
TIOTIPaBKU

TuTynbHI CTOPIHKK /10 3pa3KiB MapKyBaHHSI Y BUIJIAAI OYK/eTy s TIePBUHHOI i BTOPUHHOI YTIaKOBKHU
JocimKyBaHoro miperapaty MocyHery3yMab (Mosunetuzumab) po3umHy [/ TANIKIDHUX iH €KIJiH
5mr/0,5mn, Bepcis Big 14 munHs 2021, aHrniiicbkoro MOBOW; TUTY/BHI CTOPIHKY /10 3pa3KiB MapKyBaHHS
y BUTJIsiZIi OYKJ/IeTy /1St IepBUHHOI i BTOPUHHOI YTIAaKOBKU JIOC/Ii/XKYBaHOTO Tperapaty MocyHeTy3ymab
(Mosunetuzumab) po3uuHy /s TiAWIKipHUX iH ekuii 45mr/1 wmn, Bepcisa Big 14 gunas 2021,
aHTJIIACbKOI0 MOBOIO; THUTY/BbHI CTOPIHKY 0 3pa3KiB MapKyBaHHs y BUIJ/IsAi OyK/eTy AJisi TIepBUHHOI i
BTOPUHHOI YTIaKOBKH /IOC/Ii/PKYBaHOTO mperiapaty Po3umHHUK [y MocyHeTy3yMa0y (Mosunetuzumab
diluent) po3unH As1 BHYTPIlIHbOBeHHUX abo miAlIKipHUX iH'ekiiti 35 mu1, Bepcis Bif 25 uepBenb 2021,
AHTTIMCHKOI0 MOBOIO; THUTY/BHI CTOPIHKM [I0 3pa3KiB MapKyBaHHS Y BUIJIsA/i OyK/IeTy zjisi TepBUHHOIL i
BTOPWHHOI YTIAaKOBKU ZA0C/iKyBaHoro miperniapaty Tommmizymab (Tocilizumab) xoHueHrtpaty najist
MPUTOTYBaHHSI PO3YMHY [Jis BHYTpilIHbOBeHHUX iHQy3iii 200 mr/10 mu, Bepcisi Bix 25 TpaBHsa 2021,
aHIJIICBbKOK MOBOIO

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

Ne 2672 Bip 01.12.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®A3A 1B, BA'ATOLUEHTPOBE, BIAKPUTE JOCJIII)KEHHA 3 ECKAJIALIIEO 403U 3 METOXO
OLIHKU BE3IIEYHOCTI, ITEPEHOCUMOCTI, ®PAPMAKOKIHETNKN I ®APMAKOJANHAMIKNA
[MIATKIPHOI'O BBEAEHHA MOCYHETY3YMABY B VYUYACHUKIB 3 CUCTEMHUM
UYEPBOHMM BOBYAKOM», GA43191, Bepcis 2 Big 12 cepriag 2021

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland / ®. Xoddmanu—JIs Por Jita, [lBeiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp I'PINEHKO




Hoparok 2
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

KopoTka xapakTepucThKa Jiikapcbkoro 3aco0y Capecitabine (Xeloda) Big 07 Bepechs 2021 p,
aHIJIICbKOK MOBOIO; TH(opMalliiHUM TUCTOK MatjieHTa i dopma iHbopmoBaHoOiI 3roju, YKpaiHa, Bepcis
3/1/0 Big 28 >xoBTHa 2021 p. (Ha ocHoBi Mactep Bepcii 3/0/0 Bix 15 BepecHst 2021 p.) aHI/IIMCBKOIO Ta
YKpalHCbKO MOBaMH; AMIiHICTPaTHUBHI 3MiHM MPOTOKO/IY Ta po3’siCHeHHs A/ AocsigpkeHHss C4221015
Biy 06 >xoBTHs 2021 p. pPOKy aHI/IMCHbKOIO MOBOI; KOpoTKa XapaKTepHCTHKa JTiKapChKOro 3aco0y
Irinotecan (Campto) Biz 14 yepBHsi 2021 p. aHraiiickkoro MoBowo; Jluct o gocnigHuka (Dear Investigator
Letter (DIL)) Big 02 nuctomnaza 2021 p. aHT/iliCbKOKO MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe GaraTorieHTpOBe paH/0Mi30BaHe JOCTi/KeHHs 3-1 a3u mepiuoi JiHii Teparii eHKopadeHiboM
3 [IeTyKCMMaboM y TIo€IHaHHI 3 XiMioTepartieto abo 6e3 Hei B MOPIiBHSAHHI 3i CTaHJaPTHUM JIIKyBaHHSM 3
BBi/[HOIO (ha30t0 /17151 OLiHKK Oe3revHOoCTi 3acToCcyBaHHs eHKopadeHiOy Ta 1eTykcumaly 3 XimioTepari€ero
y TMAaLi€eHTIB i3 MeTacTaTUYHUM KOJIOpeKTaJbHUM pakoMm i3 MmyTtauiero BRAF V600E», C4221015,
TrioripaBka 3 710 MPOTOKoJy Bif 24 ymoToro 2021 poky

3asBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanpap I'PINEHKO




HonaTok 3

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

[TompaBKa /0 A0ChE AOCTiKyBaHOTO Jikapcbkoro 3aco0y R07247669 (PD1-LAG3), po3uuH s
BHYTPILIHbOBeHHUX iHPY3ii, 50 Mr/mi, Bepcis Bif cepriHsa 2021 p.; 3MiHa miclis IpoBejeHHs K/IiHIYHOTO
BUTNIPOOYBaHHS:

Byso Crano

I.M.H., ipod. JIucenko C.A. I.M.H., ipod. JTucenko C.A.

KomyHanbHe  HekomepliliHe — mianpueMctBo | KoMyHanbHe — HekoMepliiiiHe — MiANPUEMCTBO
«[ToginbChbKUi perioHanbHUK LIeHTP OHKOJIOTIT | «[1ofiNbChbKUM perioHa/bHUM LIeHTP OHKOJIOTii
BinnuipKoi o6acHoi Pajgu», ximiorepaneeTrude | BiHHMIBKOI 06/1acHOi Pagn», XiMioTeparneBTHUHe
Biazginenns, M. BiHHuLg BiAiIeHHs, BinHupkuit HalliOHa/IbHUH
MeZIMUHUM YHIBEDCUTET iM. M.I. TIuporoga,
Kaeapa mpoMeHeBOi /iarHOCTUKH, MPOMeHeBOi
Tepartii Ta OHKOJIOTiT, M. BiHHUIS

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

Ne 1326 Big 02.07.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBaHe, ciiine, KOHTPO/IbOBaHe aKTWBHUM IIperapaTtoM JocmifkeHHs1 ¢a3u Il, 1m0 npoBoaUThCS
y TphOX TpyTmax, 3acTocyBaHHsi Tiperiapaty RO7121661, PD1-TIM3 OGicrenudiuHoro aHTHTia, Ta
RO7247669, PD1-LAG3 O6icrierdiuHoro aHTWTi/Nia, y TOPIBHSHHI 3 HiBOJymMaboOM y TMalfi€HTIiB i3
TMOILITMPEHO0 ab0 MeTaCTaTUUHO TIOCKOK/TITHHHO KapIIMHOMOK CTpaBoxony», BP42772, Bepcis 2 Bif
21 Bepecns 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHOI0 BiAmoBifampHICTIO «Porn YKpaina»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanpap I'PINEHKO




HopnaTok 4

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Bk/roueHHs1 JJ0AaTKOBOrO BHpOOHMKa Twianie6bo g0 Tadacuramab (INCMOR00208) (¢izionoriunmii
po3uuH, Hatpito xyopuf 0,9%), posunH ans iHdysiii: TOB dipma «HoBodapm-biocuHTes», YkpaiHa;
Label for Sodium chloride_ INCMORO0208-301 study/ CrpollleHe MapKyBaHHsI [/ HaTpito
xnopuz_INCMORO0208-301, ykpaiHCbKOXO MOBOO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, paHZOMi30BaHe, MOABilHe-cJIiTe, T1are00-KOHTPOIBLOBaHEe NOCTiHKeHHsT a3 3 /s
OLiIHKMA e(heKTUBHOCTI Ta Oe3meuHocTi KoMbOiHallii Tadacutamaby Ta JeHa/miZioMiZy B TIO€AHaHHI 3
PUTYKCMMaOOM TIODiBHSIHO 3 JIEHATZIOMIZIOM Yy TIOEAHAHHI 3 PUTYKCMMAOOM Yy TIALli€HTIB i3
peLavBytouoro/pedpaktepHoto (P/P) donikyspHoto simdbomoro Bia 1 1o 3a crynens abo P/P nimbomoro
MapriHanbHOi 30HW», INCMOR 0208-301, Bepcis 6 3 iHKOpPIIOPOBaHOIO IIOTPABKOK 5 Bify 22 >KOBTHSA
2021 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

IncaiiT Kopniopetin [Incyte Corporation], CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap I'PINEHKO



HonaTtok 5

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiilypa fgocnmifHuKa fJig AOCTiAKyBaHOTO JjiKapcbkoro 3acoby AZD9833, Buganus 4.0 Big 01
mucronaga 2021 poky; Owxoneni cekuii Po3sminy 2.6 «Pe3toMe [JOKMiHIYHMX JaHUX» [locke
JOCTiKyBaHoro mikapcekoro 3acoby AZD9833: Cekiisi 2.6.1. Beryn, Big 18 >koBTHs 2021 poky
(anrniiicbkoro mMoBoro); Cekuisi 2.6.2. Pe3tome apmakosioriyuHux JjaHux y TeKctoBoMy ¢opmari, Bij 18
»koBTHS1 2021 poky (aHrnilicekoro MoBow); Cekuisi 2.6.3. Pe3tome (hapMakoIOTiyHUX [JaHUX Y BUTTIS[I
Tabmib, Big 18 sxoBTHS 2021 poky (aHrilicbkoto MoBoto); Cekijisi 2.6.4. PestoMe dhapMaKOKiHETUUHUX
JlaHUX y TeKcToBoMY (hopmarti, Bif 14 koBTHs1 2021 poky (aHrmiiicbkoro MoBoro); Cekuist 2.6.6. Pe3stome
TOKCUKOJIOTIUHUX JaHUX Yy TeKcToBoMy (opmari, Bif 13 >xoBTHa 2021 poky (aHI/iliCbKOIO MOBOIO);
Cexiisi 2.6.7. Pe3toMe TOKCHKOJIOTIUHMX [JAaHUX Y BWI/IsAAi Tabmunb, Big 18 >koBTHS 2021 poky
(anrniticbkkoro MoBow); IHdopmaillis rpo gociigkeHHss Ta ¢opMa iHdopmoBaHOI 3rogu, Mojenb /s
Yxpainuy, Bepcis 5.0 Big 01 rpyans 2021 poky (YKpaiHCBKOIO Ta pOCiMCbKOK MOBAaMHM)

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

Ne 1636 Biz 20.07.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«SERENA-2: Panjjomi3oBaHe, BiJKpUTe, y TapajejbHUX Ipyrax, 6araToleHTpoBe A0CTipKeHHs a3y 2
MOpiBHSHHS e(peKTUBHOCTI Ta Oe3nevHocTi nmepopaabHOro rnpernapary AZD9833 i dyiBecTpaHTa y XKiHOK
3 nowipeHrM ER-nosutviBHMM HER?2-HeratBHUM pakoM MOJIO4YHOi 3an03u», D8530C00002, Bepcis 5.0
Big 15 BepecHst 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Actpa3eneka ABb, I1IBerisi / AstraZeneca AB, Sweden

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp I'PINEHKO




HonaTtok 6

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Onognenuii [Iporokon kniniunoro gociimkenHss KAR-009, Bepcisi 1.2 Big 09 cepriusi 2021 p.; Bporrypa
Hocnignuka, Bepcist 9.1 Big 11 xoBTHa 2021 p. aHrmiiickkoro MoBoro; OcHoBHa ¢opMa iHpopMoBaHOI
3rozy, Bepcis 4.1.0 Big 25 >xoBTHA 2021 p. yKpaiHCBKOIO Ta POCiHCHKOI0 MOBaMU

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangoMi3zoBaHe, TozBiliHe cimie, Myaleb0-KOHTPO/IbOBaHe OaraToLeHTPOBe AOC/imKeHHs 3 ¢a3d, sKe
MIPOBOJIUTHCS y Tlapajie/IbHUX I'Pyrax 3 MeTOH OLHKUA eheKTHBHOCTI Ta Oe3meku mperapary KarXT y
JIOpPOC/MX TaL[i€HTIB 3 mM30¢peHiero 3a KpuTepismu DSM-5, rocmitanizoBaHUX 3 TOCTPUM MCUXOTUYHUM
posnagom», KAR-009, sBepcis 1.1 Big 23 nucronaga 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Karuna Therapeutics Inc., United States (CILIA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcaungp I'PINEHKO




Hoparok 7

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

10.01.2022 Ne 29

InenTudikaris cyTreBoi
TIOTIPaBKU

Bporitypa pociiiHUKa A0C/IipKyBaHOTO JiKapcbkoro 3acoby JNJ-63723283 (Llerpenimab (Cetrelimab)),
Bepcist 6 Bix 14 >koBTHS 2021 pOKy aHITiMCHKOI0 MOBOIO; J|OChE [OC/Ti/I)KYBaHOTO JIIKApCHKOTO 3aco0y
JNJ-17000139 (T'emriitabin (Gemcitabine) 225 wmr, cucrema iHTpaBe3ukanbHOi goctaBku (TAR-200)),
Bepcist 6.0 Biz 15 »xoBTHS1 2021 POKy aHIJIiCBKOI0 MOBOO; Jl0ChE AOCITiPKyBAaHOTO JIIKapCHKOTO 3aco0y
JNJ-63723283 (Letpenimab (Cetrelimab)), Bepcisi 11.0 Big 17 uepBHs 2021 poKy aHI/IiCHKOIO MOBOIO;
3asy4yeHHs] AOAATKOBUX BUPOOHWUMX [ilSIHOK /Il AOCTiHKyBaHOTO JiKapchKoro 3acody TAR-200
(JNJ-17000139; remiitabiny rizpoxmopuz (gemcitabine hydrochloride)); (TAR-200, equHuii 1jiicHUAR
KOMOiHOBaHMM TIperapar, SIKMM CK/Iafla€ThCsl i3 JliKapcbkoro 3aco0y Ta TIpUCTPOr0, po3pobsieHuit siK
cUcTeMa iHTpaBe3WKaJbHOI [OCTaBKM TIperapary, MICTUTh MiHiTaOseTkn remuutabiny (225 wr,
€KBiBa/IeHT BiZTbHOI OCHOBH) i OCMOTHUHi MiHiTab/eTKH i3 ceuoBHHOIO. EUHUM I[iTiICHMM KOMOiHOBaHMIA
rperapar, SIKAHA CK/IaJa€ThbCsl i3 JIiIKapchbKOro 3aco0y Ta TPHMCTPOIO, YTIaKOBaHWK pa3oM i3 CEUOBUM
KatetepoM); 225 wmr, ekBiBaneHT BibHOI ocHOBU: BSP PHARMACEUTICALS S.P.A., Via Appia Km
65,561, Latina Scalo (LT), 04013, Itamis; Catalent Pharma Solutions LLC, 10381 Decatur Road,
Philadelphia, Pennsylvania (PA) 19154, CIIIA; Catalent Germany Schorndorf GmbH, Steinbeistrasse 1-2,
73614 Schorndorf, Himeuunna; NACS, Inc., 14640 Buchanan St. NE, Ham Lake, MN 55304, CIIIA;
SGS-India Private Limited, Plot No. A 773/A 772, MIDC, TTC Industrial Area, Koperkhairane, Navi-
Mumbai-400 701, Iagis; Fisher Clinical Services, 7554 Schantz Road, Allentown, PA 18106, CIIIA;
Fisher Clinical Services GmbH, Steinbeuhlweg, 69, 4123 Allschwil, IIIseiniapis; Fisher Clinical Services
UK Limited, Langhurstwood Road, Horsham, West Sussex RH12 4 QD, CrosnyueHe KopomiBCTBO;
3asy4yeHHs1 [OJaTKOBUX BUPOOHWUMX [iMSTHOK [JISi JOC/iKyBaHOTO JiKapchKoro 3aco0y Lletpesimab
(Cetrelimab) (JNJ-63723283; Llerpenimab); siodinizoBaHuii MpOAYKT /sl IPUTOTYBaHHS po3unHy; 240
M

Catalent CTS, LLC, 10245 Hickman Mills Drive, Kansas City, MO 64137, CIIIA; Catalent Pharma
Solutions LL.C, 10381 Decatur Road, Philadelphia, Pennsylvania (PA) 19154, CIIIA; Catalent Germany
Schorndorf GmbH, Steinbeistrasse 1-2, 73614 Schorndorf, Himeuunna

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

Ne 516 Big 22.03.2021




2 TPOJIOBXKEHHS 0jaTKa 7

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bBaraTolieHTpOBe paHZiOMi30BaHe [OC/i/pKeHHs a3y 3 AJist oiiHKu edekTrBHOCTI rperapaty TAR-200 B
KoMOiHarjii 3 1ierpesiiMaboM y TOPiBHSIHHI i3 CyMyTHBOIO XiMiopajioTeparii€ro B YYaCHUKIB i3 M’SI30BO-
IHBa3VMBHOK ypOTe/ia/bHOK KapLIMHOMOK Ce4yoBOro Mixypa, $KUM He IIPOBOJWIM pafUKaabHy
uuctektoMiro», 17000139BLC3001, 3 nonpaBkoto 2 Bif 02 cepnHsi 2021 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIOBIJAJBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Janssen Pharmaceutica NV («fIHccen ®@apmarieBTrika HB»), benbris

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanpap I'PINEHKO




HonaTok 8

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

10.01.2022 Ne 29

InenTudikaiiis cyrreBoi 3anyueHHs I0AATKOBUX MICIlb MPOBe/IeHHs K/IiHIYHOTO BUITPOOYBaHHS:
TIOIIpaBKU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Umup I'.C.

KomyHanbHe HeKoMepiiliHe mianpueMcTBo «ObsacHa kiiHiuHa jikapHsi [BaHO-®paHKiBCHKOT
obsiacHOi pajiu», HEBPOJIOTiUHe BiJJlileHHs 3 LIEHTPOM pO3CisIHOTO CK/iepo3y, M. IBaHoO-
@PpaHKIBCbK

2. I.M.H., npod. Cmonanka B.I.

KomyHanbHe HekoMepriiiiHe MignpueMcTBo «O0acHUA KTiHIYHWNA LIEHTP HeWpoXipyprii Ta
HeBpoJiorii» 3akapraTchbkoi 00siacHOI paju, BiAgineHHs 1iepebpoBacKy/ISIPHOI TaTOJIOTI,
[ep>xaBHUM BUILMA HAaBUa/JbHUM 3aK/IaJ «Y)KTOPOJACHKWM HAl[ilOHA/IbHUK YHIBEPCUTET»,
Kadesipa HeBpoJIOTii, HEMPOXIipypril Ta ncuxiaTpii, M. Y>Xropog,

3. I.M.H., ipod. ToBaxkHsiHCHKa O.J1.

HaBuanbHo-HaykoBuit MeauuHuii 1jeHTp «YHIBEPCUTETCBKA KJ/IIHIKA» XapkiBCbKOro
HALllOHaJILHOTO MeIMYHOr0 YHIBEpCUTeTY, HeBPOJIOTiUHe Bi/i/liyieHHs, M. XapKiB

4. a.M.H. Kooucs T.O.

KomynaneHe HekomepLiliHe mianpuemMcTBo «KuiBcbka MicbKa KiliHIYyHa JliKapH Ned»
BUKOHaBYoOro oprany KuiBcbkoi micbkoi pagu (KuiBcbKoi MiCbKOI AepKaBHOI afgMiHicTpallii),
Bii/liIeHHs] 1eMi€JTiHI3yI0UMX 3aXBOPIOBaHb HEPBOBOI cucTeMu, M. Kuis

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




2 TPOJIOBXKEHH 0JaTKa 8

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bBaraTolieHTpOBe paH/OMi30BaHe TOABiMHO ciine gocrimkeHHs 111 da3u, 1110 MPOBOAUTHCS 3 METOIO
OLIiHKY e(heKTUBHOCTI, Oe3MeyHOCTi Ta mepeHocuMocTi nperapaty IMU-838 y nopiBHsiHHI 3 Tiatiebo npu
JIKyBaHHI JOpPOC/IMX TMALli€EHTIB i3 peLUAUBYIOUMM PpO3CiISHUM CK/Iepo30oM (KOJOBe T103HAaueHHS:
ENSURE-1)», P3-IMU-838-RMS-01 (ENSURE-1), dinanbHa Bepcisi 2.0 Big 10 ceprins 2021 p.

3asgBHUK, KpaiHa

TOB «BOPJIABAI ] KITTHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«ImmyHnik AT'» [Immunic AG], HimeuunHa

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanpap I'PINEHKO




HonaTok 9

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Onognenuti [1potokon kniniuHoro gochigxkenHs TAK-981-1502, Bepcisi 3 iHKOPIOPOBaHOIO TMOIMPABKOIO
4 Big 09 BepecHst 2021 p., aHIJIiHCEKOI MOBOM; JloCke AOCTIpKyBaHOTO Jlikapchkoro 3aco0y TAK-981,
Bepcig 4.0 Big 02 pumus 2021 p., aHrailcekor MoBor; bpolirypa pgociigHMKa AOCTiIpKyBaHOTO
nikapcekoro 3acoby TAK-981, Buganns 4.0 Big 20 ceprusi 2021 p., aHIVINACBKOIO MOBOIO;
IHdopmaritinnii MMCTOK maijieHTa Ta ¢opma iHdopmoBaHOI 3rofu [ YKpaiHu, aHIJIiHCbKOI0 MOBOIO,
Bepcis 6.0 Bix 15 mucronaza 2021 p.; [ndopmariitiHuii 1ucTOK mnatieHTa Ta dopma iHhopMoBaHOi 3roau
s YKpaiHd, ykpaiHCbKo MoBoio Bepcisi 6.0 Big 15 smucromaga 2021 p.; Indbopmarifinuii mcTOK
raiieHTa Ta dopma iHdbopmoBaHoOi 3roau A1 YKpaiHH, PoCiiicbkKor MoBORO, Bepcist 6.0 Big 15 mvcromnaza
2021 p.

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hdocmimkenns: ¢a3m 1b/2 mpenapaty TAK-981 y mnoegHanHi 3 IlemOposizymaboM fjisi  OL[iHKH
0e31eYHOCTi, TIePEeHOCUMOCTI Ta TIPOTUITYX/IMHHOI aKTUBHOCTI 11i€i KOMOiHaIlil y Mal[ieHTiB 3 OKpeMUMU
MporpecyrourMy abo MeTacTaTUUHUMM COMiAHUMHU TyxyiuHamu», TAK-981-1502, 3 iHKOpPIIOpPOBaHOMO
MONPaBKOIO 3 Bif 23 kBiTHsa 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO6mexkeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

«Takena lepesnonimenT CenTep Amepikac, IHK.» («TIC Amepikac»), CIIIA (Takeda Development Center
Americas, Inc. (TDC Americas), USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gjupexkropa /Ilupexkropary
(apmaneBTHYHOTO 3a0e3neueHHs Onekcanpap I'PINEHKO




Honatok 10

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

10.01.2022 Ne 29

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZJaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHsS B YKpaiHi:

Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1. K.M.H. BumneBernpkuit 1.1.
KomyHaneHe mignpuemMctBo «JlikapHss Nel JKUTOMMpPCBKOI MICBKOI pajiy, KOHCYJ/IbTaTUBHO-
JIiKyBaJibHe BifgaineHHs «HayKoBO-A0C/TiAHUIbKUY LIEHTP», M. 2KUTOMUD
2. I.M.H., npod. Penopos C.B.

KomyHaneHe HekomepLiliHe MOiANpueMcTBO «lleHTpasbHa MiCbKa KJ/IiHIYHa JiKapHs IBaHO-
®paHKiBCbKOI MiCbKOI paiu», KapAio/oriuHe BiazineHHs, IBaHO-PpaHKIBCbKUM Hal[iOHATbHUM
MeJUUHUN yHiBepcuTeT, Kadezapa Teparii i ciMeliHOi MeAWLIMHU MiC/SAUIIOMHOI OCBiTH,
M. IBaHO-DpaHKIiBCHK

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2814 Bipx 17.12.2021

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«Orjinka k/iHiuHOI edeKTHBHOCTI Ta Oe3reku nepuHgonpuny 10 mr / iHganaminy 2,5 mr / amnoguriny 5
abo 10 mr / 6icorposiony 5 Mr y KombiHailii 3 ofiHi€i Tab/ieTKU IMic/si 8 TVPKHIB JIIKyBaHHS y TIOPiBHSIHHI 3
BiZIbHOO KOMOiHami€ero nepuHgonpuiy 10 mr, iHganamigy 2,5 mMr ta amoguriiHy 5 abo 10 Mr y naijieHTiB
3 HEeKOHTPO/IbOBAHOIO eceHllia/bHOI rinepreHsieto. MixHapozHe, 6araToLleHTpOBe, paH/OMi30BaHe,
roziBitiHe cine, 16-TwkHeBe gocsimkerds.», CL3-05179-002, dinampHa Bepcis Big 10 TpaBHs 2021 p.

3asiBHUK, KpaiHa

TorapucTBO 3 06MeXxXeHOI0 BifnoBigambHicTIO «KLIP YKpaiHa»

CnoHcop, KpaiHa

[HCcTUTYT Mi>kHapoaHux gociigxkedb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHIis




2 NpoOBXKeHHd fojartka 10

CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Ounexkcangp I'PINEHKO




HopaTok 11

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

10.01.2022 Ne 29

InenTudikaiiis cyrreBoi 3MiHa Ha3BU [OCJiPKyBaHOTO jikapcbkoro 3acoby GDC-9545 (Ro 719-7597/ F12 (RO7197597);
TIOTIPABKU 2407529-33-1); tBepai karncynu; 30 mr; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche
Ltd.,, Switzerland Ha GDC-9545 (Giredestrant, I'ipegectpant, Ro 719-7597/ F12 (RO7197597);
2407529-33-1); tBepai karnicynu; 30 mr; F. Hoffmann-La Roche Ltd, Switzerland; F. Hoffmann-La Roche
Ltd., Switzerland; Bpomiypa gocnigauka GDC-9545 (Giredestrant, I'ipegectpant, Ro 719-7597/ F12
(RO7197597); 2407529-33-1), Bepcins 5 Big 31 TpaBHs 2021 anriilicbkoro MoOBOw; [locbe
JOC/TiIKyBaHOro jikapchKoro 3acoby GDC-9545 (Giredestrant, Tipemectpant, Ro 719-7597/ F12
(RO7197597); 2407529-33-1) Ta CkKopodeHe [JOCh€ MAOCTIPKYBaHUX JiKApChKUX 3aco0iB, 110
BUKOPDHMCTOBYIOTbCSl K IperiapaTH IOpPiBHSHHS, JAaTroBaHe uyepBHeM 2021 (aHIJIIMCBKOIO MOBOIO);
CKopoueHe [IOCb€ [JIOC/i/)KyBaHOTO JTiKapchKoro 3aco0y Awnactpo3on (Anastrozole, Arimidex,
RO0718807, 120511-73-1), patoBaHe 28 uepBHsi 2021 (aHIVIIKCHKOIO MOBO); 3pa3OK eTHMKETKU 3
indopwmatiiiero nipo nperapat GDC-9545 (Giredestrant, T'ipegectpant, Ro 719-7597/ F12 (RO7197597);
2407529-33-1) Big 10 moToro 2021 yKpaiHCbKOIO MOBOO

Howmep ta faTa Hakasy Ne 2110 Biz 16.09.2020
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOTO «PanziomizoBaHe GaraTolleHTPOBe BiJJKpUTe HEO0aJ'FoBaHTHE [JOC/imKeHHs ¢a3u II B ABOX TapanenbHUX
BUTIPOOYBaHHS, KO/, rpynax [Jjis OLiHKKA eeKTUBHOCTI, Oe3reku i (apmakokiHeTuku npernapaty GDC-9545 y moegHaHHi 3
BepCis Ta JaTa nasIboLUK/Ii00M y TTOPIBHSHHI 3 aHACTPO30JI0M Y TIOEAHAHHI 3 Mas00LMK/Ii00M Yy )KiHOK B [TOCTMEHOIIay3i,

fKI paHille He JIKyBa/JuCs, 3 eCTpOreH-peLentop-nosutuBHUM i HER2-HeraTUBHUM pakoM MOJIOYHOI
3a/1034 Ha paHHil cTafii», W042133, Bepcis 1 Big 08 kBiTHs1 2020

3asBHUK, KpaiHa TOB «Kpomocdapma YkpaiHa»

CrnioHcop, KpaiHa F. Hoffmann-La Roche Ltd («®.Xoddmann-JIs Pouu Jitay»), [IBetiapis
CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp I'PINEHKO




HopnaTok 12

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBneHi posginu  3.2.S.2.1 Manufacture Ta 3.2.P.3.1 Manufacturer(s) [ocbe [JOC/TiZPKyBaHOTO
nikapcekoro 3acoby MK-3475 Pembrolizumab SC, Bepcis 07X8LP Bix 17 mucromaga 2021 poky,
aHIJIIKICbKOK MOBOIO

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute, pangomizoBane pocimkeHHs III ¢a3u Ay BUBUeHHS (papMaKOKiHETMKH Ta Oe3meuHoCTi
nemMOposTi3ymMaly [y MiAMIKIpHOTO BBeZIEHHS TTOPIBHSHO 3 1eMOpoJ1isymMaboM [ijisi BHYTPillTHbOBEHHOTO
BBeZIeHHsI, B KOMOiHaIlil 3 /IBOXKOMIIOHEHTHOIO XiMiOTeparti€to rperapaTaMy IJIaTHHU, B SIKOCTi MepIIOi
minii Tepamii g yYaCHWKIB 3 MeTaCTaTUYHWM IUVIOCKOK/JTITHHHMM ab0 HEeTUIOCKOKJTITHHHUM
He/IpiOHOK/TITHHHUM pakoM JiereHiB», MK-3475-A86, Bepcisi 3 iHKopriopoBaHoro mornpaBkoto 01 Bif
26 tpaBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanbHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIODA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(¢apmaneBTHYHOTO 3a0e3nMeueHHs Onekcanpap I'PINEHKO




Honatok 13

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/bIIeHHsT Ki/IBKOCTI TIALIi€HTIB, fKi MPUIMalOTh y4acThb y K/IiHIYHOMY BUTNPOOYBaHHI Ha TepUTOPii
Ykpainy, 3 60 g0 65 ocib; TTomoBXXeHHSI TepMiHY TPUBA/IOCTI K/iHiuHOrO BUMpoOyBaHHS 70 30 uepBHS
2022p.; [HocnimxenHst 18748_OnuTyBaJbHUK IOA0 3BOPOTHOrO 3B’SI3KYy  Bifi  y4acHHKa(-Lji)
JIOCJTi/I)KeHHsI_OCHOBHa Bepcis gocmimkenHs 2.0 Big 24 nucrornaga 2020p._ Iepeknaz 3 aHT/1iiCbKOT MOBU
Ha yKpaiHCbKy Ta POCiiCbKy MOBHU Ajs YKpainu; 18748/CONCORD_KapTka mojsiku_OCHOBHA BepCis
nocnimkenHs 1.0 Big 23 uepBHs 2020p._Ilepeksiaz 3 aHT/1iliCbKOT MOBU Ha YKpPaiHCBKY Ta POCIMCbKY MOBU
[ YKpaiHu

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Panziomi3zoBaHe, 1oBiliHe criirne, I/aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/i/PKEHHS I OL[iHKH
Oe3rieku Ta eheKTUBHOCTI iHAWBIZyasmbHO TUTPOBAHUX TEPOPATLHUX /03 PYHKAIWI'yaTy y TAl[ieHTiB 3
K/TiHIYHAM [1iarHO30M XPOHIYHOI XBOPOOW HUPOK 3 LIyKpOBUM [iabeTom Ta/abo rinepreH3ieto, Ta xoua O
OJIHIEX0 CepLeBO-CYAUHHOI CyIyTHLOK Tarosoriero», No. BAY1101042 /18748, Bepcia 3.0 3
Mi>KHapoHO nonpaBkoro 2 BiJ 09 uepBHst 2021 poky

3asBHUK, KpaiHa

TOB «bauiep», YkpaiHa

CnoHcop, KpaiHa

baviep AI', HimeuunHa

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepanbHOro gupexkrTopa /Ilupekropary
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanpap I'PINEHKO




Hopartok 14
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX

TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
10.01.2022 Ne 29

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoenieHa 6porypa gociignuka (BI 836880) Bepcis 9 Big 03 sucromaza 2021; 3miHa Ha3BU MicIs
TIPOBe/IeHHS KiHIYHOTO BUTIPOOYBaHHS

Byso Crano
I.M.H., ipod. BoHgapexnko .M. I.M.H., ipod. BoHgapenko .M.
KomyHanbHe  HekomepliliHe — mianpueMctBo | KoMyHanbHe — HekoMepliiiiHe — MiANPUEMCTBO
«Micpka kiiHiyHa JjiikapHsi Ned» THINPOBCHKOI | «MicbKka KiiHiuHa JikapHs Ned» [IHINPOBCBKOL
MiCbKOI ~ paju, TOCIpPO3paxyHKOBUM  Biffin | Micbkoi paju, XiMioTeparneBTUUHe BifjiieHHs 3
JeHHOTr 0 craLjioHapy MiCBKOIO | IEeHHUM CTaLioHapoM, [IHINpoBCHKUM
ximioTepanleBTUUHOTO  LieHTPY, /Jlep>KaBHUI | Jep>KaBHUM MeJUUHUMN YHiBepcuTeT, Kadezapa

3aK/1aj, «/IHIinmporieTpoBCbKa MeJWuYHAa akazeMis

OHKOJIOTi1 Ta MeJUUHOI pajiosorii, M. JJHinpo

M oXxopoHM 3/7]0pOB'S YKpaiHu», Kadezapa
OHKOJIOTii Ta MeJUYHOI paziosorii, M. /IHinpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«Bigkpure mocrimkenns ¢as3u Ib 3 migbopy mosu BI 836880 y kombiHarii 3 e3abensimabom st
XapaKTepUCTUKU 0e3reyHOoCTi, epeHoCUMOCTi, hapMaKOKiHeTUKH, (hapMakoAUHaMiKK Ta e()eKTUBHOCTI y
TMAaIfieHTiB 3 MiCI|eBOIOIMPEeHUM ab0 MeTacTaTUUHHUM HEIUIOCKOK/TITUHHHAM HeIpiOHOK/TITHHHHUM pPakoM
JIeTeHi Ta IHIIMMU COMAHUMU nyXauHamu», 1336-0011, Bepcis 7.0 Big 16 cepriag 2021

3asgBHUK, KpaiHa

TOB «IOKYME/IC» («CIA IOKYME/C»), Jlateis

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABctpis

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Onekcanpap I'PINEHKO




Honmatok 15

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Bbpomypa pocnignuka RO5541267, Tecentriq (atezolizumab), Bepcis 18 Big saumHs 2021 poky,
aHrJjilicekoro MoBoto; logatok 1 Bif ceprins 2021p. mo bpouypu gocnignuka ans RO5541267, Tecentriq
(atezolizumab), Bepcis 18 Big smmHs 2021 poKy, aHT/1iMICbKOI0 MOBOIO

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

Ne 549 Big 27.08.2015

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«3s1 ¢asza, BiAKpUTe, paHAOMi30BaHe AOCTIMKeHHS [/ OL[iHKKA e(deKTHBHOCTI Ta Oe3reku MpernapaTy
ATte3zomizymab (ANTI-PD - L1 aHTHTi/I0) B TIOPiBHSIHHI 3 ONMTUMA/IBHOKO TMiITPUMYIOUOIO TEPAITi€l0 TiC/Is
a/i’fOBaHTHOI XiMioTeparii ocHOBaHOi Ha LlucriaTvHi y MalfieHTiB 3 TIOBHICTIO pe3eKTabenbHUM
HeIpiOHOK/IITUHHUM pakoM JjiereHb IB-IITA cragii», GO29527, Bepcis 9 Bix 17 kBiTHs 2021 p.

3asgBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BiamosiganbHicTIO «KOHTpaKTHO-AOCTIIHUIIEKA OpraHizaijisi IHHo®apMm-
YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTO 3a0e3nMeueHHsA Onexkcangp I'PIHEHKO




HonaTok 16

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

[HCTpyKLis 1010 TIpUiioMy JieHBaTHHIOy, octaTouHa Bepcis 1.0 Bix 18 miucromaza 2020 poky; mabioH
Bepcisi 4.0 Big 09 >xoBTHa 2020p., yKpaiHCbKOIO MOBOIO /51 YKpaiHW; IHCTpyKLis 10A0 mnpuiiomy
nenBatuHiOy, octaTouHa Bepcis 1.0 Big 18 mmctomaza 2020 poky; miabiaoH Bepcis 4.0 Big 09 >KOBTHs
2020p., pocilicbKOor MOBOIO /151 YKpaiHu

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns: Ib/Il ¢a3m kombiHoBaHOI Teparii 3 memOposizymabom (MK-3475) mipu mikyBaHHI
MeTacTaTUYHOTO  KaCTpaL[ifHO-Pe3WCTeHTHOTO  paky  mnepeaMixypoBoi  3amo3u  (MKPPII3)
(KEYNOTE-365)», MK-3475-365, Bepcis 3 iHkopriopoBaHoto nornpaBkoro 10 Bizg 30 cepriasa 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», gouipue nianpuemctBo «Mepk Exng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi
Marepianu/mpenapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Onexkcangp I'PINEHKO




Honatok 17
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa gociifHUKa AOCTipKyBaHOTO JTiKapchbKoro 3acoby JlycnarepuenT (ACE-536), Bepcis 14.0 Big
01 Bepecus 2021 p., anrmiiicbkkoro MoBow; ACE-536-MDS-002, Indopmariisi gi1s mauieHTta i ¢dopma
iHdopMoBaHOI 3ro/ii aHIJIIWCBLKOI0O MOBOIO [l YKpainu, Bepcis 6.1 Big 19 mucromaga 2021 p.;
ACE-536-MDS-002, Tndopmauis 15 nauieHTa i dopma iHdbopMoBaHOi 3rofu YKpaiHCbKOK MOBOIO [I/Is
Yxpaiau, Bepcis 6.1 Big 19 mucromnaga 2021 p.; ACE-536-MDS-002, IndbopmMatiisi As naijiedTa i doopma
iHbopMoBaHoOi 3rofiu poCiiCbKOI0 MOBOMO /11 YKpaiHu, Bepcis 6.1 Big 19 mucronaza 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 9 Big 02.01.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure, pangomizoBaHe gocmimpkeHHs Pasu 3 Ay TOPIBHSHHS e(heKTUBHOCTI Ta Oe3rmeuHOCTi
npenapaty naycrnarepuent (ACE-536) Ta enoeTuHy anb(a s JiKyBaHHS aHeMil, CIIpAYMHEHOI
MiesoaucruiacTuuauMu cuaapomMamu (M/IC) 3 ayke HU3BKUM, HU3BKUM a0 MPOMIKHUM DPiBHEM PHU3HKY
3a IPSS-R, y maijieHTiB, fKi paHillle He OTPUMYBA/M CTUMYJISITODH €PUTPOTIOe3y Ta TIOTPeOyIOTh
nepenuBaHHs eputpouuTiB», ACE-536-MDS-002, nonpaska 3.0 Big 23 ymotoro 2021 p.

3asgBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BiamosiganbHicTIO «KOHTpaKTHO-AOCTIHUIIEKA OpraHizaijisi IHHo®apMm-
YKpaiHa»

CnoHcop, KpaiHa

Celgene Corporation, USA/ Cengxen Kopnopeiimis, CIITA

CymnyTHi
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Onexkcangp I'PIHEHKO




Honatok 18

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

OnosneHa bpornypa pocnigavuka (HDM SLIT-tablet), pegaxiisi 16 Big 10 svctoraga 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«OpHopiuHe TwIaleb0-KOHTpPO/IbOBaHe focimkerHss III ¢dasu 3 ouiHku edekTuBHOCTI Ta Oe3meku
TabeTKM 11 CyOsiHrBasibHOI iMyHoTeparii (SLIT-tablet) mpu asneprii Ha Kiillja JOMAIIHBOTO UMY Y
niteir (5-11 pokiB) 3 pUHITOM/PUHOKOH TOHKTHUBITOM, BUK/TMKAHUM KJTiIIIeM ZIOMaIIHLOrO MUY, 3 abo 6e3
actmu», MT-12, Bepcis 5.0 Big 19 6epe3ns 2021 p.

3asBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHa

CnoHcop, KpaiHa

AJIK-Ab6enno A/C, Janis (ALK-Abello A/S, Denmark)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepanbHOro gupexkropa /lupekropary
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanpap I'PINEHKO




Honatok 19

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnena I'nobanbHa bporypa ocnignuka Retifanlimab (INCMGAO00012, MGAO12), BugaHHs 8 Bif
10 nmucronaza 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1233 Big 06.10.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«®a3za 1, gocmimpkeHHs 6esrneku, mepeHocuMocTi Ta (hapmakokiHeTk INCMGAO00012 (kosuiiHSI Ha3Ba
MGAO012) y naijieHTiB 3 COMiAHUMU MyXJIMHAMM Ha TIi3HIX cTafisx po3BUTKY xBopobu (POD1UM-101)»,
INCMGA 0012-101, nonpaska 9 Biz, 09 uepsusa 2020 p.

3asiBHUK, KpaiHa

TOB «KLP Ykpaina»

CnoHcop, KpaiHa

«IHcant Koprnopetimn» (Incyte Corporation), CILIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA Onexkcaungp I'PINEHKO




Honatok 20

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/bIIeHHsT 3arIaHOBaHOI KiUTBKOCTI AOCIIHKYBaHUX [/Isi BK/IIOUEHHSI Y KJIiHiUHe BUMPOOYBaHHSI B
Ykpaini (3 270 go 340 nauienTiB); ITof0B)KeHHs TPUBA/IOCTi KTiHIYHOTO BUIIPOOyBaHHsS B YKpaiHi 0 30
KBiTHA 2024 poky; [I0BIIHUK yyaCHMKa [JOC/iJ)KeHHsI 3 BUKOHAHHA Bi3uTIB, Bepcis 2 Bif 19 tpaBusa 2021
POKYy yKpaiHcbKOoo MoBow0 (AMAM-UA-UA-PAR-APP-GDE-V2-PA2-05/19/2021); KepiBHULTBO 3
Bi3UWTIB [/l yUaCHUKa AOCTipKeHHs, Bepcis 2 Bix 19 tpaBHs 2021 poky pociiickkoro MoBoo (AMAM-UA-
RU-PAR-APP-GDE-V2-PA2-05/19/2021); KapTka «EneKTpOHHMI 1110/IeHHUK y4YaCHHKA [OC/Ii/PKeHHs»
(AMAM-UA-UA-EDIARY-HANDOUT V1 09092021), Bepcis 1 Big 09 Bepecus 2021 poky
yKpaiHCbKO0 MoBow; KapTka «Bain enekTpoHHMM 1I0ZleHHUK JAociigkeHHs» (AMAM-UA-RU-
EDIARY-HANDOUT V1 09092021), Bepcis 1 Big 09 BepecHst 2021 poKy pOCiliCbKOH MOBOIO

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

Ne 2372 Biz 04.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«barartouientpoBe, PaHgomizoBaHe, Iloggitine cumine, [lnare6o- Ta AkTuBHO- KoOHTpO/BbOBaHe
Hocnimkenns: 111 ®asu gna Ouinku EdektuBHocTi Ta be3meunocti 3actocyBanHss Mipikizymaly y
IMauienTis i3 XBopo6oro Kpona ITomipHoro ta Tspkkoro Ilepebiry», IET-MC-AMAM, 3 iHKOPIIOPOBaHOO
riortpaBkoto (¢) Big 01 kBiTHs1 2021 poKy

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», I1IBeliLiapis

CnoHcop, KpaiHa

Eni Jlinnmi eng Kommnani, CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcaungp I'PINEHKO




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MicCls IPOBe/IEHHST KJIiHIYHOTO BUIIPOOYBAHHST:
byno Crano
IO.M.H. KprkaniBcbka A.€. J.M.H., ipo¢. KpmxaHiBcbka A.€.
KomyHanbHuMi 3aK/aj «[Ipukapnarcekuii | KomyHanbHe — HeKOMepLiiliHe  Mi/iNPUEMCTBO
K/IiHIUHWAW OHKOJIOTiuyHUM 1jeHTp», III xipypriune | «[Ipvkapnatcbkuii  K/IiHIYHMM  OHKOJIOTiUHHH
BifinenHs, /lep>kaBHMI BUIIMM HaBUa/JbHUM | LIeHTP IBaHO-PpaHKIiBCbKOI 00/1acHOI  paan»,
3aknaf, «IBaHO-PpaHKIBCHKMI  HalliOHa/JbHUM | XipypriuHe BigziseHHs Ne3 TOpMOHO3a/IeXHUX

MeMYHUN yHiBepcuTeT», Kadeapa OHKOJOTII,
M. IBaHO-DpaHKiBCBK

NyXJIUH Y  XKIHOK, IBaHO-PpaHKiBCbKUM
HalliOHa/IbHUI MeIMYHUN YHiBepcuTeT, Kadespa
OHKOJI0T'i1, M. IBaHO-@PpaHKIBCBK

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

Ne 2313 Biz 12.12.2018

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHyomi3oBaHe, TI0/BiMiHe crime, TiMalie00-KOHTpPOMbOBaHe fAociimkeHHss III  ¢a3u mopiBHAHHSA
nembponizymady (MK-3475) 3 ximioTepariiero Ta ximioTeparrieto 3 riaie6o /s Tepartii rmepiioi JiiHil mpu
MEepCUCTYIOUOMY, peLMAMBHOMY abo MeTactaTuuHOMy paky muiku wMatku (KEYNOTE-826)»,
MK-3475-826, 3 iHKopriopoBaHO 1nonpaBkoro 06 Bif 29 uepBHsi 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enp Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gjupexkropa /lupexkropary

(papmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanpap I'PINEHKO




HopnaTok 22

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

306isbIIeHHs Ki/TBKOCTI MAaIlieHTiB, 1[0 OyayTh 3aMydaTUCs y KIiHiuHe BUMPOOyBaHHS B YKpaidi 3 150 go
170 ocib6

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[doBrotpuBane OaraTOL|eHTPOBE BiJKpUTEe AOCJi/PKEHHS [Jis OLIIHKA 0e3MeuHOCTi Ta TepeHOCHUMOCTi
3MiHHUX [03 Opekcminpa3ony SIK TIATPUMYOUOro JIKYBaHHS y TiJiiTKiB (Bikom 13-17 pokiB) 3
mm3ogpeHieto», 331-10-236, Bepcis 6.0 3 monpaskoto 5 Bif 04 ceprHs 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apMmacblOTik1
HesenonmenT eHj KomepciniselinH,, [Hk.», CIIIA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3meueHHsA Onexkcangp I'PINEHKO




HonmaTok 23

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. nikap Kyruiesanpbka FO.B.

KomyHaneHe HekoMmepljiiHe migrnpuemMcTBO «Mickka nosmik/aiHika Ne9» XapkKiBCbKOI MiCbKOL
pajiy, BifJileHHs] By3bKUX (paxiBLiiB, M. XapKiB

3MiHa Bi/ITTOBiIaIbHOTO OC/TiAHMKA Y MICIIi POBe/IeHHsT K/TiHiYHOTO BUTIPOOYBaHHS:

Byino Crano
jikap Tkauyk O.A. Jiikap Mapuyk FO.B.
KomyHanbHe i TIPUEMCTBO «BonnHcbka | KomyHansHe MiTIPUEMCTBO «BonmHCcbKa
obrmacHa  KiiHiuHa ~ mikapHs» ~ BosiMHCBKOI | oO/acHa — KiIiHiuHa — JiikapHsS» — BoiMHCBKON
obmacHoi  pamu,  XipypriuHe  BiagineHHs | obmacHOi  pagw, Xipypriue  BifJiseHHs
(eHJOKpPUHHOI Ta abgomiHa/MbHOI TmaTtosiorii) 3 | (eHAOKpHWHHOI Ta abAoMiHanbHOI TaTomorii) 3
TIPOKTOJIOTIYHUMU JIDKKaMH, M. JIyI[bK IIPOKTOJIOTIUHUMU JIbKKamu, M. JIyiipk

Howmep Ta fata Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Big 06.07.2018

Ha3ga kyiiHiyHOTO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«bBaraTolleHTpOBe paH/|OMi30BaHe, TIOJBIMHO Cilire, TuIale00-KOHTpo/boBaHe mAociimkenHs III ¢a3u 3
MeTO0 OL|iHKM 03aHiMOZy /i1 IPUKMOMY IepOopasibHO IPU NPOBeJieHH] iHAYKI[IMHOI Tepartii narjieHTam i3
CcepeJHBOTSHKKUM ab0 TSHKKUM Tiepebirom xBopobu KpoHa B akTuBHiM dopMi (mocmigkeHHsT No2 3 OLIHKH
iHAYKUiKHOI Tepamii)», RPC01-3202, pepakuisi 6.0 Bix 14 uepHs 2021 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»




2 MPOJOBXKEeHHA JojaTKa 23

CnoHcop, KpaiHa «CenmxeH InTepHern I Capn» (Celgene International II Sarl), IIBeiitjapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apmaneBTHUYHOTO 3a0e3neueHHs Onekcanpap I'PINEHKO




Hopartox 24

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

10.01.2022 Ne 29

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-6024-001, Bepcis 1.00 Big 30 mucromaza 2021 p., yKpaiHCbKOIO MOBOMO, iH(dopMallisi Ta
JIOKYMeHT Tpo iHpopMOBaHy 3roAy AJis naiieHTa; YKpaiHa, MK-6024-001, Bepcis 1.00 Big 30 nucronaza
2021 p., pociiicbKoro MOBOIO, iHhopMallisi Ta JOKYMEHT Ipo iHGopMoBaHy 3rofy A/is MaljieHTa

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfiomi3oBaHe, BifKpuTe JOC/i/PKeHHS 2a (a3 3 aKTUBHUM IIperiapaToM IOPiBHSIHHS B SIKOCTI
KOHTDOJTIFO, i OLiHKKA edeKkTuBHOCTI Ta Oe3neku ediHonergytuay (MK-6024) y maijieHTiB 3
HeaJIKOT0JIbHOI >KMPOBOIO xBopoboro neuinku», MK-6024-001, 3 inkopriopoBaHoto moripaBkoro 02 Bif
26 cepriasg 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(¢apmaneBTHUHOTO 3a0e3nMeUeHHs Onekcanpap I'PINEHKO




HonmaTok 25

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

10.01.2022 Ne 29

Inentudikariis cyrreBoi
TIOTIPaBKU

MK-1242-035_bpomypa pana mnauieHta, Bepcia 1 jag  YKpaiHM, YKpaiHCBKOIO — MOBORO;
MK-1242-035_bpourypa pasia  nauieHta, Bepcii 1 pana YKpaiHM,  pOCIMCBKOIO — MOBOIO;
MK-1242-035_Indopmanivinuii  auct, Bepcisi 1  gnas YKpaiHM,  yKpaiHCBKOIO  MOBOIO;
MK-1242-035_Indopmariiviiuii ~ uct, Bepcia 1  gng YKpaiHM,  pOCIMCBKOI  MOBOIO;
MK-1242-035_KaneHnzap Bi3WTIiB [ y4yaCHHUKIB, Bepcia 1 nn YKpalHU, YKpPaiHCBKOIKO MOBOIO;
MK-1242-035_KaneHzap Bi3uTiB A1 yyacHUKIB, Bepcisi 1 Jis YKpaiHW, pOCIHCHKOI MOBOIO;
MK-1242-035_Kaptka HaragyBaHHSi NpO Bi3uT, Bepcis 1 pasg YKpaiHM, yKpalHCBKOK MOBOIO;
MK-1242-035_KapTka HaraZyBaHHs TIpo Bi3uT, Bepcii 1 [jasg VYKpaiHM, PpOCIMCBKOK MOBOIO;
MK-1242-035_3pa30K eTUKeTKH /Il eJIeKTPOHHOTO I1o/leHHrKa A1 maijienta (Medidata 3DS Site Use
Label), ans Yxpainu, anrmiiicbkoro MoBor; MK-1242-035_3pa3ok eTHUKeTKU [Ji e/IeKTPOHHOTO
mogeHHuka fis mnauieHta (Medidata 3DS Site Use Label), ansi YkpaiHu, yKpaiHCbKOIO MOBOIO;
MK-1242-035_3pa30oK eTUKeTKU [/isi efIeKTPOHHOTO I1jo/leHHuKa s maijienta (Medidata 3DS Site Use
Label), ans Ykpainu, pocilicbkoro MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBane mianie60-KOHTPObOBaHe 0a3oBe kiiHiuHe fociimkenHs III da3u ayg  OmiHKH
edekTBHOCTI Ta Oe3meku Bepiuiryary / MK-1242, ctumysnsitopa PO3YMHHOI TyaHi/laTLMK/IA3d, Yy
JIOPOC/IMX 3 XPOHIYHOIO CepLIeBOI0 HEeJOCTATHICTIO 3i 3HWKeHOw ¢pakiiero BUkuay», MK-1242-035,
Bepcist 00 Big 14 yunasg 2021 poky.

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»
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CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Onexkcanpp I'PINEHKO




