Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnena bpomrypa nociigauka, Bepcis 12 Bix 06 sxoBTHs 2021 p., anrmilicbkoro MoBoro; OHoslieHe Jlocke
JOCTIKYBAHOTO JTIKapChbKOTo 3aco0y, Bepcist 4.0 Bix rpyanst 2021 p., aHTIIIHCEKOI MOBOO; 3MiHA MicCIIs
MIPOBEJICHHS KIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. MakenoHceka [.B. K.M.H. MakenoHcbka [.B.
Komynanene ~ HexomepmiiiHe — migmpueMcTBo | KoMyHanpHe — HEKOMeEpIiiiHE — MiAIPHUEMCTBO
«Micbka nuTA4Ya  KiIiHIYHA ~ JikapHsS ~ NeS» | «Mickka aMTsIYa  KiIiHIYHA  JnKapHS  Ne6y
JIHIMpOBCBKOI ~ MICBKOi ~ paau, HeBpoJjoriuxe | JJHINpoBChbKOi  MICBKOT  paanM, HEBPOJIOTIYHE
BIIJTIJIEHHS MOJIOJIIIOTO BiKY, M. JIHImpo BIJITIJICHHST MOJIOJIIIOTO BiKY, M. J[HImpo

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 662 Bin 16.03.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute, IOBrocTpoKoBe IOCTIIKEHHsS O€3MEeYHOCTi, MEPEeHOCUMOCTI Ta e(pEeKTHBHOCTI MIpenapary
TEV-50717 (neyrerpabeHa3zuny) ajs JiKyBaHHS IMCKiHE31l Ha QOHI IiepedpaabHOro napaiivy y JiTel Ta
ninitkiB (Bigkpure pochimkeHHs RECLAIM-DCP)», TV50717-CNS-30081, nmompaBka 10 MpOTOKOIY
03 Bix 23 uepsHs 2020 p.

3asiBHUK, KpaiHa

TOB «Kniniuni nociimkeHHss AUKoH», YKpaina

CnoHncop, kpaiHa

Tesa bpennin ®apmacsrotikan [Iponakre Ap ena i, Ink / Teva Branded Pharmaceutical Products R&D,
Inc, USA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Omnosniene Jlocke pociimkyBaHoro Jikapchkoro 3acody MK-7684A, Bepcist 0804BN, Bim 05 kBiTHS
2022 poky, aHTrIiHChKOI MOBOIO; [l0omOBXKEHHS TEpMiHY MPHUIATHOCTI TOCHIKYBAHOTO JIIKApPCHKOTO
3aco0y MK-7684A 3 24 no 36 micsiiB

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 475 Bin 13.03.2022

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«Binkpute nocmimkenns Il  ¢asm MK-7684A (kombOinamis mpemapatiB  BibocTonimaly Ta
neMOpoInizyMady) y KoMOiHaIlil 3 KOHKYPEHTHOI0 XIMIOIIPOMEHEBOIO TEPAIi€l0 Ta MOJANBIION TEPAIi€lo
npenapatoM MK-7684 A opiBHSIHO 3 TPOBEICHHIM KOHKYPEHTHOI XiMiOIPOMEHEBOI Teparlii 3 MoJaIbIINM
BBEJICHHSM NaypBalymMalOy y TAaIli€HTIB 3 Hepe3eKTaOeNIbHUM MiCIIEBOMOUIUPEHUM HEAPIOHOKIITHHHUM
paxowm serenis (HPJI) III craxiin, MK-7684A-006, Bepcist 00 Bix 08 rpyans 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 oOmexeHoto BianosiaanpHicTIO «MCJ Vkpaina»

CnoHncop, kpaiHa

«Mepk Hlapn eng Joym Kopm.», nodipue nianpuemctso «Mepk enn Ko., [Hk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

02.07.2022 Ne 1141

Inentudikarist cyrTeBoi
MOTPaBKH

[Iporokon kminiuHOTO BUNpoOyBaHHa KAR-008, Bepcis 4.0 Big 11 ciuas 2022 aHTIIHCHKOIO MOBOO;
KAR-008 OcnoBHa ¢opma iHpopmoBanoi 3roxu ans Ykpainu Bepcis 4.1.0 Bix 10 tpaBus 2022 p.
YKpaiHChbKOIO Ta pociiicbkoro MoBamu; [lIkama PANSS, Bepcis 1.1 Bix 25 TpaBHs 2022 pociiicbKOIO MOBOIO;
Ckpuntu Bianosigeir CamCog ta nepemik ciiB VRM ykpaiHCBKOIO Ta poCiHChKOI0 MOBaMH; 3MiHA MicIis
POBEJICHHS KIIHIYHOTO BUIPOOYBaHHS !

BbVYJIO

CTAJIO

n.M.H. Mopo3 C.M.

Komynanbne mianpueMctBo «JIHIponeTpoBchKa
obnacHa kiiHiYHA JikapHa iM. LI. MedHukoBay»
JIHIpomneTpoBCchKoi 001acHOi pamu», 00JIacHUMA
LIEHTP TICUXOCOMaTHYHUX po3iaaiB Ha 0asi

TICUXOHEBPOJIOTIYHOTO Bi/IiICHHS, M. JIHIIpo

1.M.H. Mopo3 C.M.

Komynanbne mianmpueMcTBO «JIHIponeTpoBCchKa
OararonpodinpHa KIIHIYHA JKapHSA 3 HaJTaHHS
NCUXIaTPUYHOI JomoMoru» JIHIMpOmeTpoOBCHKOL
obmacHoi pamm», IlcuxocoMaTWyHUU LEHTP,
M. JIHimpo

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Bigkpute [10AaTKOBE MOCHIIKEHHS M OLIHKA JOBrOTPHBAIOI OE3MEYHOCTI, MEPEHOCHMOCTI Ta
epextuBHocTi npenapaty KarXT y mamienTiB 3 mmsodpeniero 3a kputepismu DSM-5», KAR-008, Bepcis
4.0 Bix 11 ciuns 2022

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaina

Karuna Therapeutics Inc., United States (CIIIA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Bpomypa s namienta, Bepcis 1.0 Big 09 cepnus 2021 poky, yKpaiHCBKOIO Ta POCIHICHKOI0O MOBAaMU;
Indopmaris moao kammadii 3 OHJAWH-HAOOPY YYaCHHKIB y mociipkeHHs, Bepcis 1.0 Bim 20 cepmus
2021 poky, yKpaiHCBKOIO Ta pociiichkoro mMoBamu: Ilmakar mis namienrta, Bepcis 1.0 Bim 03 cepmHs
2021 poky, yKpalHCBKOIO Ta pociiicbkoro MoBamu; [l0oCIOHMK 13 BHKOHAHHS BI3UTIB Y JOCHIKEHHI
ENSURE, Bepcis 1.0 Bix 06 BepecHst 2021 poxy, yKpaiHCBKOIO Ta POCIHCBHKOIO MOBaMH; 30iIbIICHHS
KUIBKOCTI ociimpkyBanux B Ykpaini 3 100 1o 179 oci6

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2947 Bin 30.12.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«bararonieHTpoBe paHnoMi3oBaHe MojBIHHO ciine gocaipkeHHs III ¢as3u, mo mpoBoAUTHCS 3 METOIO
OLIIHKY e(heKTUBHOCTI, O€3MeYHOCT] Ta nepeHocumocTi npenapaty IMU-838 y nopiBHsHHI 3 mianedo npu
JIKYyBaHHI JOPOCJIHX TMALI€HTIB 13 PEUUAMBYIOUMM pPO3CISHUM CKJIEPO30M (KOJOBE IO3HAUYEHHS:
ENSURE-1)», P3-IMU-838-RMS-01 (ENSURE-1), dbinansua Bepcist 2.0 Big 10 cepmas 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIJIC YKP»

Cnoncop, kpaiHa

«Immynik AI'» [Immunic AG], Himeuunna

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nocminauka (bJI) mns npenapary PF-06700841 (uncroBa Bepcis), Bepcis 7.0 Bix 24 nucromnana
2021 poky, aHTIiiICbKOI0 MOBOIO; [H(OopMamiifHuii TUCTOK /71 narienTa ta popma iHpopMoBaHOT 3rou Ha
y4acTh y KIIHIYHOMY JOCTiKeHH], Bepcis 5 Bix 20 ciuns 2022 p., aHTIIIHCHKOI0 MOBO; [HhopMariiHuii
JMCTOK JUIs MarienTa ta ¢oopma iHPOPMOBaHOI 3roAM HA Y4acTh y KIIHIYHOMY TOCIiKEHHI, Bepcis 5 Bif
20 ciuns 2022 p., ykpaiHcbkor0 MOBOI0O; [Hpopmaliiinuit nucTok A namieHta Ta Gopma iHpopmMoBaHOT
3roJIi Ha Y4acTh Y KIIIHIYHOMY JOCIiKeHH], Bepeis S Bix 20 ciunst 2022 p., pociiicbkoro MOBoIO; JIuct npo
aaMi"icTpaTuBHi 3MiHH 10 npoTokony (PACL), Big 14 xoBtHa 2021 p.; JIuct npo agMiHICTpaTUBHI 3MiHU
no nporokony (PACL), Bix 07 rpyans 2021 p.; [TonepemkyBaibHUM JTUCT IPO BiIXUIICHHS BiJ] TPOTOKOIY,
Bix 04 ceprust 2021 p.; [TonepemxyBanbHMIA TUCT MPO BIAXUICHHS BiJ IPOTOKOIY, Bl 16 BepecHs 2021 p.;
JlomaTok 10 TONepeKyBAIBHOTO JINCTA MPO BIIXHJIEHHS B MpoTOKoiy, Bixg 8 mucrtomama 2021 p.;
JlonaTok A0 momepemKyBalIbHOIO JUCTAa MPO BIAXWIICHHS BiJ MPOTOKOMy, Big 17 mucromama 2021 p.;
JlonaTox 10 monepeKyBaIbHOTO JIMCTA PO BIAXHMICHHS BiJl MPOTOKOMY, Bix 23 nuctonana 2021 p.

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2372 Big 04.12.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

PannomizoBane, mojBiitHe crimne, Tuiane00-KOHTPOJIbOBaHEe, OaraToleHTpOBE MociikeHHs (a3u 2B 3
nigdopy Aiana3oHy 703 s OLIHKK Hpodiito edekTuBHOCTI Ta Oe3nednocti npenapary PF-06700841 B
YYaCHUKIB 3 aKTHUBHMM CHUCTeMHUM uepBOoHMM BoBuakoM (CUB), B7931028, ¢inanpHa Bepcis 3
IHKOPIIOPOBAHOIO NMONpaBKoio 4, Bix 2 6epesns 2021 p.

3asBHUK, KpaiHa

[Naitzep k., CIIA

Crnoncop, kpaiHa

[Naiizep Iuk., CIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Tepaii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

02.07.2022 Ne 1141

Inentudikarist cyrTeBOi
MOTPaBKH

BxuroueHHs JOJaTKOBOTO MiCLis TPOBESHHS KIIHIYHOTO BUIPOOYBaHHS
No I1.I.B. BigmoBigaabLHOTO OOCIIIHUKA
n/u Ha3sa miciis npoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | a.m.H., pod. Podanos O./1.

KomyHansHe HekoMmepiiiHe mianpueMcTBo «IBaHo-DpaHKiBChKa OOJacHA AWTSYA KIIHIYHA
mikapHs  [BaHO-®paHKiBChKOi 00MacHOi paau», Xipypriune BiamaiieHHs, [Bano-dpaHKiBCbKUit
HaI[lOHANBHUH MeOWYHUi yHiBepcuteT, kKadenpa xipyprii Nel Ta mursdoi xipyprii,
M. IBaHO-DpaHKiBChK

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS

Ne 1849 Bin 11.08.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«BigkpuTte AOCHIIKEHHS 3 HEPaHIOMI30BaHOI (Da30r0 TPHUIOMY OIHOPA30BOI JO3M Yy TAIIEHTIB 13
Hi03pIoBaHUMU 200 MIATBEPKEHUMHU 1H(QEKIIsIMH, BUKIMKAaHUMU aepOOHMMH TpPaMHEraTUBHUMHU
OakTepisiMH, 3 TTOAAIBIIIOK PAHIOMI30BaHOIO (ha30k0 JOCIIKEHHS OararopazoBOro NpuiioMy mnpemnapary 13
KOHTPOJIEM aKTHBHHUM IpEnapaToM y MAali€HTIB 13 MiJO3pIOBaHOI0 a00 MiJITBEP/HKEHOI0 YCKJIaIHEHOIO
iHpekuiero cewoBuBimHMX nuiAxiB (yICILH), rocmitansHOoo nHeBMOHI€0 (I'Tl) abo BenTHiIATOp-
acouiiioBanoro nHeBMOHi€0 (BAII), mist omiHkun 06e3meyHOCTi, MEPEeHOCHMMOCTI 1 (apMaKOKIHETUKU
1e(11epoKoITy y FOCHITaTI30BHUX MEIaTPUYHUX MAIIEHTIB BIKOM BiJl 3 MICSIIIB 10 MEHIIIE HIX 18 pokiBy,
1704R2133, Bepcis 8, nonpaska 7 Big 19 TpaBus 2021p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaina

[ionomxi bi.Bi. [Shionogi B.V.], Hinepnanau

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb
02.07.2022 Ne 1141
InenTudikarist cyrTeBOi Bpomypa nocmigauka Bepcis 4.0 Big paBas 2022
HOIIPaBKU
Howmep Ta nara naka3zy Ne 516 Big 22.03.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «bararonieHTpoBe, BIAKpPUTE MOCHIIHPKEHHS 3 OJIHIEI0 T'PYMHO0, 3 OIIHKK OE3MeYHOCTI Ta €(PEKTUBHOCTI
BUTIIPOOYBaHHSA, KO/, Mi(enpucTOHy 5 MT JUIs JTIKyBaHHS €HIOMETPI03y Y )KiHOK PEeNpPOAYKTHBHOTO BiKY IMPOTSATOM JIBOX IIUKIIIB
Bepcis Ta gaTa Tepamii TpuBaiicTio 24 trxkHs KoxkHui», CLI20001/Lita005, Bepcis 3.0 Bix 20 xostHst 2020 poky
3asiBHUK, KpaiHa TOB «O CI TI-I'JIOBAJI», Ykpaina
Cnoncop, kpaiHa Litaphar Laboratorios S.L., Spain / Jlitagap Jlaboparopio3 EcExn, Icnanis
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 No 1141
InenTudikarist cyrTeBOi OHOBNIEHU TPOTOKOJI 3 IHKOPIIOPOBAHOIO MOMpPaBkoio 9 Bix 14 kBiTHSA 2022 poKy aHTIIHCHKOI0 MOBOIO;
MOTIPABKH [ndopmaniitnuii muctok Ta popma iHGopMoOBaHOi 3roau namienTta, sepeist 11.1.0 Big 19 kBitHs 2022 poky
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMHU
Howmep ta nata Hakazy Ne 423 Big 12.04.2017
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniuHOTO «JloBrorpuBasne MOAOBKEHE MOCTIKCHHS Ui OIIHKHM Oe3rneku (inroriniOy B Mali€HTIB i3 BUPa3KOBUM
BUIIPOOYBaHHS, KO/, komitom», GS-US-418-3899, 3 inkopniopoBaHoto nomnpaskoro 8 Big 02 BepecHst 2021 poky
BepcCis Ta Jara
3asBHUK, KpaiHa TOBAPHUCTBO 3 OBMEXEHOIO BIANOBIHAJIBHICTIO «®APMACBIOTIKAJL  PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)
CrioHcOop, KpaiHa Gilead Sciences, Inc., CIIIA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Indopmaris nns mamienta ta @opma iHpopmoBanoi 3rogu — IIporokon PCI-32765FLR3001, Bepcis
yKpaiHcbkoro MoBoro Bix 31.05.2022 p., Bepcis 13.0; [ndopmaris nis mamienta tTa @opma inpopMoBaHoi
sromu — [Iporokon PCI-32765FLR3001, Bepcis pociiickkoro MoBor Bix 31.05.2022 p., Bepcis 13.0;
Bbpomrypa nocninnuka JNJ-54179060 ImOpysika (I6pyTuni6), Buganns 15 Big 10.12.2021 p.

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«PangomizoBaHe, mo/BiliHE ciine, IMIane0d0-KOHTPOJIbOBAHE KIIIHIYHE IOCHiKeHHs, (a3a 3, iHridiTopa
tuposuHkinazu bpyrona (BTK) , PCI-32765 (I6pytuni®) B koMOiHamii 3 OJHHM 13 JBOX DPEXHMIB
bennamyctun 1 Putykcumad (BR) abo Putykcumab, Luxnodocdamin, JokcopydiunH, Binkpuctun i
[Tpennizon (R-CHOP) y mariieHTIB 13 1HJOJEHTHOIO HEXOKKIHCHKOIO jJiMpomoro (1IHXIJI), sxi panime
oTpumyBasu JikyBaHHs», PCI-32765FLR3001, ITompaska INT-2 no npotokony PCI-32765FLR3001 Bix
10.08.2015 p.

3asBHUK, KpaiHa

SAnccen @apmanertuka HB, benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nmocmiganka SAR439774 — fitusiran, Buganss 10 Bix 16 6epe3ns 2022 poky, aHTIIHCEKOI0 MOBOIO;
Indopmaris pis nmamienTa Ta popma iHpopmoBaHoi 3roau as Ykpainu, Bepcisa 5.0 Big 11 tpaBus 2022 p.,
aHTIIHCHKOI0 MOBOIO; [H(opMmalrist st mamnienTta ta Gopma iHpopMoBaHOi 3roau it YKpaiau, Bepcis 5.0
Bix 11 TpaBHs 2022 p., ykpaincbkoro MoBO; [Hpopmartis 1ist namienta Ta popma iHPOPMOBAHO1 3rOAM AJIs
VYxpaian, Bepcis 5.0 Bix 11 tpaBus 2022 p., pocilickkol0 MOBO; [Hpopmamis ans ydacHuKa i ¢popma
1H(OpPMOBaHOT 3ro1M AJIsi MaNIOJITHIX 0Ci0 BikoM Bif 12 pOKiB O MOMEHTY HacTaHHS MOBHUX 14 pokiB, AJis
VYkpainu, Bepcis 5.0 Bix 11 tpaBHs 2022 p., aHITIHCHKOI0 MOBOIO; [H(popMaris it yyacHUKa 1 Gpopma
1H(OpMOBaHO1 3ro1M AJIsi MAJIOJNITHIX 0Ci0 BikOM Bif 12 poKiB JO MOMEHTY HACTaHHs MOBHUX 14 pokiB, A
VYxpainu, Bepcis 5.0 Bix 11 tpaBus 2022 p., ykpaiHCbKOIO MOBOM; [H(opMmarist s yqacHuKa i Gpopma
1H()OpPMOBaHO1 3ro1M AJIsi MAJIOJITHIX OCi0 BikoM Bif 12 poKiB J0 MOMEHTY HAacCTaHHS MOBHUX 14 poKiB, 1
VYxpainu, Bepcis 5.0 Bix 11 tpaBus 2022 p., pocilickkor0 MOBOO; [Hpopmamis ans ydacHuKa i ¢popma
1H(OpPMOBaHO{ 3ro/iu JIs HEMTOBHOMITHIX 0Ci0 BiKOM Bij 14 pOKiB JO MOMEHTY HacTaHHS MOBHUX 18 pokiB
st Yxpainu, Bepeis 5.0 Big 11 tpaBus 2022 p., aHrmiiicbkor0 MOBOO; [HpopMmarltist A ydacHuka i popma
1H(OpPMOBaHO{ 3ro/iu JJIs HETIOBHOJITHIX 0Ci0 BikKOM Bif 14 pOKiB 10 MOMEHTY HacCTaHHS MOBHUX 18 pokiB
quist Ykpainu, Bepeist 5.0 Bix 11 tpasust 2022 p., ykpaiHCbKOI0 MOBOIO; [Hopmarist 115 yuacHuka 1 popma
1H(OpPMOBaHO{ 3ro/iu /JIs1 HETTOBHOMITHIX 0Ci0 BIKOM Bij 14 pOKiB J0 MOMEHTY HacTaHHs MOBHUX 18 pokiB
st Ykpainu, Bepcis 5.0 Big 11 tpaBusa 2022 p., pociiicbkoro MOBO0; [H(opMartis 1u1s naiienTa Ta popma
1H(opMoBaHOi 3roau JuIst 0aThKiB U1 YKpainu, Bepcis 5.0 Big 18 tpaBHsa 2022p., aHIIIIHCHKOIO MOBOIO;
Indopmanis s mamienta ta ¢opma iHGOPMOBaHOI 3roau Juis OaThKiB Juid YKpaiHu, Bepcist 5.0 Bix
18 TpaBHs 2022p., ykpaiHCbKOIO MOBOIO; [H(opmaris ans namieHta ta popma 1HGOPMOBAHOI 3roAM s
6atpkiB a1 Ykpainu, Bepcis 5.0 Bix 18 TpaBHs 2022p., pociiicbkoro MoBowo; IHdopmaris Ta ¢gopma
iH(opMOBaHOi 3rou Ha 30ip JaHUX MPO BariTHy MapTHEPKY Ta HOBOHAPOJDKEHY TUTHHY Ul YKpaiHu,
Bepcis 2.0 Bix 16 TpaBus 2022 p., aHrIiChKOI0 MOBO0O; [HQOpMaris Ta popma iHPOPMOBAHOT 301 HA
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30ip JaHUX MpPO BariTHY MapTHEPKY Ta HOBOHAPO/HKEHY AUTUHY A YKpainu, Bepcis 2.0 Big 16 TpaBHA
2022 p., ykpaincbkoro MoBOM; IHGopmariis ta ¢popma iHPOPMOBaHOI 3rou Ha 30ip JAaHUX MPO BariTHY
NapTHEPKY Ta HOBOHAPOJ/DKEHY MUTHHY Juia Ykpainu, Bepcis 2.0 Bix 16 tpaBHs 2022 p., pociiicbKOIO
MOBOIO; [HCTPYKIIisl 13 3aCTOCYBaHHs TMOIEPEAHLO 3amOBHEHOI mmpui-pydku (50 mr) 3 ditycipanom
(SAR439774) nns namienta ta (ab6o) 6arekis, Bepcis 3.0 Bix 03 rpymaas 2021 p., aHMTIHCHKOIO MOBOO;
[HCTpYKIIis 13 3aCTOCYBaHHS MOMEPEIHBO 3aMMOBHEHOI mMpHUIl-pydku (50 mr) 3 ditycipanom (SAR439774)
Juis manienrta ta (abo) 6arekiB, Bepcis 3.0 Bix 03 rpymas 2021 p., ykpaiHCbKOIO MOBOIO; [HCTpyKIis i3
3aCTOCYBaHHS MOIEPEAHBO 3aroBHEHO1 mmpui-pydku (50 mr) 3 dirycipanom (SAR439774) nns narienrta
Ta (abo) O6arbkiB, Bepcist 3.0 Bix 03 rpyaas 2021 p., pociiicbkoi0 MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1545 Bix 03.07.2019

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«ATLAS-OLE: Bigkpure mociipkeHHS TOBrOCTpOKOBOi Oe3mekn Ta edekrtuBHOcTi Dirycipany y
naiieHTiB 3 remodiniero A a6o B, 3 abo 6e3 iHriditopHux antutin a0 dakropy 3ciganns VIII abo IX»,
LTE15174, 3 nonpaskoro 04 Bix 30 Bepecus 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosimanshicTio «KoHTpakTHO-Jlochminnunpeka Opranizanis IHHOGapMm-
Ykpaina»

CnoHncop, kpaiHa

Genzyme Corporation, USA/ JIxen3aiim Kopropetinx, CIITA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa BiAMOBIAAILHOTO IOCIIAHUKA Y MICI POBEACHHS KJIHIYHOTO BUITPOOYBaHHS

BYJIO

CTAJIO

I.M.H., ipod. JloranoBcekuii K.M.

HepxaBHa ycraHoBa «HamioHanbHUN HayKOBHIA
IEHTp pamianidaol Meaunuan  HarioHamsHOT
akazemii MEIMYHUX HayK YKpaiHu», BiJIiI
panianiitHoi mcuxoHeBpoJorii [HCTUTYTY KITIHIYHOT
paziosiorii, M. KuiB

k.M.H. Konocuncbka O.O.

HepxaBHa ycraHoBa «HamioHanbHMII HayKOBHi
HeHTp pamianiiHol wMeaunuan HarioHansHOT
akajgemii MeAMYHUX HayK YKpaiHu», BiIIid
panianiitHoi mcuxoHeBpoJorii [HCTUTYTY KIIIHIYHOT
pamiojiorii, M. Kuis

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 743 Bin 11.11.2015

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«baraTtolieHTpoBe BIAKpUTE J0AaTKOBe gociijkeHHs mnpermapaty RPC1063 mnpu mnepopanbHOMY
3aCTOCYBaHHI y XBOPMX Ha peuuIuBYIOUMHA poscisHuil ckiepo3», RPCO01-3001, pemakuis 10.0 Big

08 >xoBTHs 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaiHa

«Cenmxen Inrepremnn I Capi» (Celgene International I1 Sarl), [lIsefinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi Bpomypa nocminauka mist Kposanimab (Crovalimab, RO7112689), Bepcis 7, TpaBens 2022 p.
HONPaBKU

Howmep Ta nara naka3zy Ne 2147 Bix 04.10.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HasBa kiiHiYHOTO «PannoMizoBaHe, BIIKpUTE, KOHTPOJIbOBAHE AaKTUBHUM IIperapaToM, 0araToleHTPOBE JOCIIPKEHHS (ha3u

BUIIPOOYBaHHS, KOJI, T st oriHkM e(heKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBaHHS KpoBatiMaOy B IOPIBHSHHI 3 €KyIi3yMaOOM y

Bepcis Ta gaTa MAI[IEHTIB 13 MAPOKCU3MAIBHOI HIYHOIO remorniobinypiero (ITHI), siki paHiine He OTpUMYBajH JIKyBaHHS
iHTi0iITOpamMu KommieMenty», BO42162, Bepcist 4 Bix 16 nmunus 2021 p.

3asiBHUK, KpaiHa ToBapucTBo 3 00MEXEHOI0 BiANOBIAANBHICTIO «Pomr Ykpaina»

Cnoncop, kpaiHa ®.Xoppmann-JIa Pour JIta, HIBeituapis

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi Omnosnena 6pomrypa gociinnuka ans Tiparomymady (RO7092284), Bepcist 7 Bin kBiTHS 2022 p.
HONPaBKU

Howmep Ta nara nakazy Ne 2917 Big 15.12.2020
MO3 mono 3aTtBepmkenas | Ne 1360 Bix 10.06.2020
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «PannomizoBane, mojBiiiHe ciine, rianedo-koHTponasoBaHe ¢aszu Il mocmimkenHs arezonizymaldy B
BUTIIPOOYBaHHSA, KO/, noeananHi 3 Tiparomymabom (aHTu-TIGIT anTHTinO) abo ©6e3 Tiparomymaly Yy MAaIli€eHTIB i3
Bepcis Ta Jara HEpPe3eKTa0eIbHO0 TUIOCKOKIIITHHHOK KapIIUHOMOK CTPAaBOXO/1y, YHs KapIIMHOMA He MPOorpecyBaa Mmicis

panuKaabpHOI XiMiommpoMeHeBoi Tepamii», YO42137, Bepcis 5 Bin 27 cepmast 2021 p.;

«PannomizoBane, moABiiHE ciine, Mmuanedo-koHTponboBane (asu Il nmocmimxeHHs Tiparonymady
(antu-TIGIT antuTiO) B KOMOIHaLIi 3 aTe30yi3yMaboM Yy MOpPIBHSAHHI 3 Iulanedo B KoMOiHamii 3
aTe30Ji3yMaboM Yy Mali€eHTIB 13 paHille HEJIIKOBAaHUM MICIIEBO-TIOIIMPEHUM Hepe3eKTabeabHuM abo
MetactatuyHUM PD-L1-cenekTuBHUM HeApIOHOKIITUHHUM pakoM JjereHb», GO41717, Bepcis 4 Bix
03 nucromana 2021 p.

3asiBHUK, KpaiHa ToBapucTBo 3 00MEX€EHOI0 BiANOBiAaNbHICTIO «Pomr Ykpaina»
Cnoncop, kpaiHa ®.Xoppmann-JIa Pour JIta, HIeiuapis

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHHUX




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Honarox no Ilporokoiy xmiHiyHOro BunpoOyBanHs 64264681LYM1001, Big 06 TpaBus 2022 poky,
aHriiicekoro  MoBorw; ®opma  iHpopMOBaHOi 3roAM JUId  BariTHOi  naptHepkd, IIpoTokon
64264681 LYM1001, AnantoBana ans Kpainu Bepcist i Ykpainu, Homep 2.0 Bix 03 uepBusa 2022 poky,
Ha ocnoBi maiictep-Bepcii @I3 aysa BaritHoi maptHepku 1.0 Bix 15 xoBTHsA 2019 poky, aHTIIIHCHKOIO Ta
YKpaiHChKOIO MOBaMH; |peHTHdikariiiHa KapTka namieHTa 3 HaraayBaHHSAMHE po BizuTH: Bepcis 2.0 mis
VYkpainu, Bin 03 uepBHs 2022 poky, aHTTINHCHKOIO Ta YKpPaiHCHKOIO MOBaMH; 3MiHA BiAMOBIaIbHOTO
JIOCJTITHUKA Ta MICIIsl MPOBEACHHS KIIHIYHOTO BUIIPOOYBAHHS

BYJIO CTAJIO
n.M.H. Ilepexpecrenko T.I1. nikap Kapnrabena O.A.
ToBapucTBO 3 OOMEXKEHOI BIANMOBINAIBHICTIO | MEIUYHUN IICHTP TOBApHUCTBA 3 OOMEKEHOIO
«Menuuauii 1eHTp iMeHi akaaemika HOpis | BIAOBIIATBHICTIO «ApeHcis Excrmoparopi
[IpoxonoBuya CrikeHKa», BiIIUT KIIHIYHEX | MeniciHy, BIIII KITHIYHUX TOCHTIKeHb, M. KuiB
pocmimkens N 1, KuiBcbka  00JacTh,
KueBo-CsiTomnHCHKHI paiioH, ¢. KamitaHiBka

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«Bigkpure gocmimpkeHHs 1 $as3u 3 omiHku 6€31meyHoCT, (PapMaKOKIHETHUKH 1 (hapMaKoIMHAMIKY TTpenapary
JNJ-64264681 B ydacHHUKIB 3 HEXOJKKIHCHKOIO JIIM(OMOIO Ta XPOHIYHUM JIIM(OLMTAPHUM JIEHKO30MY,
64264681LYM1001, nompaska 4 Bix 18 mrotoro 2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina

CrnoHcop, kpaiHa

Succen-Cinar Inrepuemn HB, Benbrist / Janssen-Cilag International NV, Belgium

CynyTtHi
Mmarepianu/npenapaTi
CyNyTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Honarox no Ilporokony xmiHiyHOTO BUnpoOyBanHs 64264681LYM1002, Big 06 TpaBus 2022 poky,
aHTIChKOI0 MOBOK; bpomypa mocmignuka JNJ-67856633, Bunanus 4, Big 14 kBiths 2022 poky,
aHITChKOI0 MOBOIO; Jloche mociipKyBaHoro jikapcbkoro 3acody (IMPD), JNJ-67856633-ZAF / JNJ-
67856633-AAA, Po3ninu: 2.3 Berymn, Big 28 motoro 2022 poky, aHTilChKOI0 MOBOO; 3.2.S Jlikapcbka
cyocranris JNJ-67856633-ZAF, Bim 01 OGepesnst 2022 poky, aHDICEKOI MOBOio; 3.2.S Jlikapchbka
cyOcraniis JNJ-67856633-AAA, Bix 25 motoro 2022 poky, aHriicekor0 MoBoro; 3.2.P Jlikapchkuii 3aci0
JNJ-67856633-ZAF exB. 50 mr i 100 mMr TBepai emaTHMHOBI Kamncymu, Big 25 motoro 2022 poky,
aHrniicekoro MoBoro; 3.2.P Jlikaperkuii 3acid JNJ-67856633-ZAF exs. 80 mr TabneTKu BKPUTI ITIBKOBOIO
000JIOHKOIO Jiisi mepopanbHOro 3actocyBaHHs (G024), exB. 100 Mr TaOneTKW BKPUTI IUIIBKOBOIO
000J10HKOIO A7 IepopanbHoro 3actocyBanus (G027), Big 01 Gepe3nst 2022 poky, aHTIIHCEKOI0 MOBOIO;
3.2.P Jlikapcekuii 3aci6 JNJ-67856633-AAA 80 Mr TabmeTKH BKPUTI TUTIBKOBOIO OOOJIOHKOIO IS
nepopanbHoro 3acrocyBanss (G003), 100 Mr TabGneTky BKPHUTI IJ1IBKOBOIO 000JIOHKOIO [T IEPOPATBHOTO
3actocyBanHs (G005), Bix 01 6epe3nst 2022 poky, aHriiiicekoro MoBoro; 3.2.A Jlogatku, Bix 21 mrororo
2022 poky, aHINIIMCBKOIO MOBOIO; 3aJlydeHHsS HOBMX JIKapchbkux ¢(opm mnpenapaty JNJ-6856633
(JNJ-6856633-AAA, G003; JNJ-6856633-AAA GO005), TabneTkn BKPHTI IUIiBKOBOIO 000j0HKOI0 80 Ta
100 mr; 3amy4eHHs1 HOBUX BUPOOHUYMX JUISTHOK JUTS JOCIIJKYBAHOTO JIiKapchbKkoro 3aco0y JNJ-67856633-
ZAF 501 100 mr (TBepmi xenatuHOBI Karicynn): Catalent Germany Schorndorf GmbH, Steinbeisstr. 1 — 2,
73614, Schorndorf, Himeuunna ta CATALENT (SHANGHAI) CLINICAL TRIAL SUPPLIES CO., LTD,
Unit 2C, No.353, Riying Bei Road, China (Shanghai) Pilot Free Trade Zone, Shanghai, P.R., Kurai;
3amydeHHs] JOJATKOBUX BUPOOHWYMX JUISHOK JUIS JTOCIIHKYBAHOTO JIiKapchkoro 3acod0y JNJ-6856633
80 Ta 100 mr (TabmeTku BKpHTI IUIIBKOBOIWO o0OonoHkor): Catalent Germany Schorndorf GmbH,
Steinbeisstr. 1 — 2, 73614, Schorndorf, Himeuunna ta CATALENT (SHANGHAI) CLINICAL TRIAL
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SUPPLIES CO., LTD, Unit 2C, No0.353, Riying Bei Road, China (Shanghai) Pilot Free Trade Zone,
Shanghai, P.R., Kuraii; ®opma indopmoBanoi sroau, IIporokon 64264681LYM1002, AnantoBana ajis
VYxpainu Bepcist Ne 6.0 Bix 12 TpaBus 2022 poky, Ha ocHOBI Maiicrep-Bepcii @13, Bepcis 7.0 Big 26 KBITHS
2022 poky, aHTJIHCHKOIO Ta yKpaiHChKO MoBaMH; [lomatok no ®opmu indopmoBanoi 3roau, [IpoTokon
64264681LYM1002, AnanrroBana i Ykpainu Bepcist Ne 6.0 Big 12 TpaBHs 2022 poky, Ha OCHOBI MaiicTep-
Bepcii ®@I3, Bepcis 7.0 Bim 26 kBiTHA 2022 poKy, aHTIIACBKOI Ta yKpaiHChKor MoBamu; dopma
iH(OopMOBaHOT 3roau Ui BariTHOI mapTHepkH, [Iporokon 64264681 LYM1002, AnantoBana uist YKpaiHu
Bepcis Ne 2.0 Bix 03 uepBHs 2022 poky, CTBOpeHa Ha 0CHOBI MaiicTep-Bepcii @13 aJis BariTHOI MapTHEPKU
Ne 1.0 Big 15 Bepecus 2020 poxy, aHTJIHCHKOIO Ta yKpaiHCHKOIO MOBaMH; [neHTHdikariiiHa KapTka
naifieHTa 3 HaraayBaHHsIMH Mpo Bizutu: Bepcis 2.0 ms Ykpainu, Bin 03 yepBus 2022 poky, aHTTIHCHKOIO
Ta yKpaiHcbkor MoBamu; IIporokon 64264681LYM1002, IMOJAEHHUK ITAIIIEHTA, npenapar
JNJ-64264681, npuiiom 1 p/a, mpemapat JNJ-67856633, npuiiom 1 p/n, pinansHa Bepceisa 3.0 Big 11 cepnus
2021 poxky, nokaibna Bepcist 5.0 Big 03 mororo 2022 poky, mins Yipaiau, kancyau BTKi QD MALT1 QD,
yKpaiHCcbkoro MoOBOR; IIporokon 64264681LYM1002, MMOJAEHHUK ITAIIEHTA, npenapar
JNJ-64264681, nmpuiiom 2 p/n, npenapar JNJ-67856633, nmpuiiom 1 p/n, dpinansaa Bepcis 3.0 Big 11 cepras
2021 poky, nokansHa Bepcis 5.0 Big 03 moTtoro 2022 poky, ans Ykpainu, kancyiaun BTKi BID MALTI1 QD,
yKpaiHcbkoro MoBow; Ilpotokon 64264681LYM1002, IIOAEHHUK ITALI€HTA, npenapar
JNJ-64264681, nmpuiiom 2 p/n, npenapat JNJ-67856633, npuitom 2 p/n, gpinansaa Bepeis 3.0 Big 11 ceprus
2021 poky, nokanbHa Bepcist 5.0 Big 03 motoro 2022 poky, anst Ykpainu, kancynu BTKi BID MALT1 BID,
yKpaiHCbKOr MoBOW0; IIpotokon 64264681LYM1002, IIOAEHHUK ITALICHTA, npenapar
JNJ-64264681, npuitom 1 p/n, npenapar JNJ-67856633, npuiiom 2 p/1 TUIBKU NPOTATOM NEPLIUX 7 THIB
mukiy 1, a motim npuiiom 1 p/a, pinansHa Bepceis 3.0 Big 11 cepnns 2021 poky, JokanbHa Bepceist 5.0 Big
03 motoro 2022 poxky, mis Ykpainu, karncyau BTKi QD MALT1 BID QD, ykpaiacskoro moBoto; [Ipotokon
64264681LYM1002, IIIOJAEHHUK ITALIEHTA, npenapar JNJ-64264681, npuiiom 2 p/n, npemnapat
JNJ-67856633, npuiiom 2 p/1 TUTBKK NPOTATOM NepHIMX 7 AHIB LUKIY 1, a moTiM npuiiom 1 p/n, pinanbHa
Bepcis 3.0 Bix 11 cepnnst 2021 poky, nokansHa Bepeist 5.0 Bix 03 mrotoro 2022 poky, uist YKpaiHu, Karcyiu
BTKi BID MALT1 BID QD, ykpaincekoro MoBoiwo; IIporoxon 64264681LYM1002, LHIIOAEHHUK
I[TAIIEHTA, mpenapart JNJ-64264681, npuitom 1 p/n, mpenapat JNJ-67856633, npuiiom 1 p/n, dinanpHa
Bepceis 3.0 Big 11 cepnnst 2021 poky, nokanbHa Bepeis 5.0 Bix 03 mrotoro 2022 poky, anst YKpainu, TabiaeTku
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BTKi QD MALT1 QD, ykpaincekoro MoBow; IIporokon 64264681LYM1002, LIOJEHHUK
ITAIIEHTA, npemnapat JNJ-64264681, npuiiom 1 p/n, npemnapat JNJ-67856633, npuiiom 2 p/m Tiabku
OPOTSrOM Nepmux 7 AHiB nukiy 1, a motim npuiiom 1 p/a, ¢pinansna Bepceis 3.0 Bix 11 cepmas 2021 poky,
nokansHa Bepcis 5.0 Bixm 03 motoro 2022 poky, mis Ykpainu, tabnerku BTKi QD MALT1 BID QD,
yKpaiHCbkOr0 MoBOw; IIpotokon 64264681LYM1002, HIOAEHHUK ITALIIEHTA, npenapar
JINJ-64264681, mpuiiom 2 p/n, npemnapat JNJ-67856633, npuiiom 1 p/n, pinansHa Bepcis 3.0 Big 11 ceprus
2021 poxky, nokanbpHa Bepeig 5.0 Big 03 mororo 2022 poky, s Ykpainu, Tadnetku BTKi BID MALT1
QD, ykpaincekoro MoBotwo; IIporokon 64264681LYM1002, HIOJEHHUK ITALIEHTA, npenapar
JNJ-64264681, nmpuiiom 2 p/n, npenapar JNJ-67856633, nmpuiiom 2 p/n, pinansaa Bepeis 3.0 Big 11 cepras
2021 poky, nokanbHa Bepcis 5.0 Big 03 motoro 2022 poky, mis Ykpainu, tadnerku BTKi BID MALT1
BID, ykpaincekoro MmoBoto; IIporoxon 64264681LYM1002, IIOAEHHUK ITALIEHTA, npenapar
JNJ-64264681, npuitom 2 p/n, npenapar JNJ-67856633, npuiiom 2 p/n TUIBKH NPOTATOM MEPIIUX 7 THIB
mukity 1, a motim npuiiom 1 p/a, pinansaa Bepcis 3.0 Big 11 cepns 2021 poky, nokansHa Bepceist 5.0 Big
03 mrororo 2022 poky, mns Ykpainu, tabnetku BTKi BID MALTI1 BID QD, ykpaiHCbKOIO MOBOIO;
[IpomoBkeHHsT TepMiHY HpPOBEACHHS KIIHIYHOTO BUIpOOyBaHHA B YKpaiHi Ta B yCiX KpaiHax, Jae
MPOBOANTHCA KiiHIUHE BurpoOyBaHHs a0 03 pokiB 01 micsus ta 26 nHiB; 3MiHa BiAMOB1AAIBHOTO
JIOCJTITHUKA Ta MICIIsl MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS

BVYJIO CTAJIO
n.M.H. Ilepexpecrenko T.I1. nikap Kapnabena O.A.
ToBapuctBo 3 00MEXEHOI BIAMOBIAANBHICTIO | MeIUYHUN IIEHTp TOBapHUCTBa 3 OOMEXKEHOIO
«Menuunuii 1eHTp 1iMeHl akaaemika IOpis | BIAMOBIIATBHICTIO «ApeHcis Excmnoparopi

[IpokomoBuya CroikeHKa», BIAALT KIIHIYHUX | Meaiciny, BIAAUT KIIHIYHUX JOCTiKeHb, M. KuiB
nocmimkenb Nel, KwuiBcnbka o6xacte, Kueso-
CasaTommHChKHM paiioH, ¢. KamitaHiBka

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 833 Bix 28.04.2021
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpute pocmimpkenHs 1b ¢asum 3 ouiHku Oe3nevyHOCTi, (apMaKOKIHETHKH 1 (hapMakoAMHAMIKA
npenapary JNJ-64264681 y komOinarii 3 npenaparoM JNJ-67856633 B y4acHHKIB 3 HEXOKKIHCHKOIO
TiM(POMOI0 Ta XPOHIYHUM JTIMQPOIUTAPHUM JIeHKo3oM», 64264681 LYM1002, monpaska 2, Bix 15 numas
2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaina

Succen-Cinar Inrepueman HB, Bensris / Janssen-Cilag International NV, Belgium

CymytHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHs IBan 3AZIBOPHUX




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

02.07.2022 No 1141
InenTudikaris cyrreBoi JloJ1aToK 10 MPOTOKOITY KIIIHIYHOTO JTOCIIKSHHS III0JI0 TPOBEICHHS BUIPOOYBaHHS B YMOBaX CTUXIMHOTO
MOIIPaBKU JuXa, 3HAYHUX MOPYIIeHb Ta nanaemii Bix 19 tpasus 2022 poky
Howmep Ta nata Hakazy Ne 2006 Big 02.10.2019
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3Ba kiiHigyHOTO bararonenTpoBe, oJHOTrpyIOBe, BIIKPUTE, MOCIIIHKEHHS 3 OI[IHKM JOBIOCTPOKOBOI O€3MEKH Mpernapary
BUTIIPOOYBaHHSA, KO/, ManuTeHTaH y Manie€HTiB 3 JISTEHEBOIO TIEePTEH3i€10, SKi paHille JIKyBaIUCs npenapaToM MaluTeHTaH B
Bepcis Ta Jara kiniHiyaux gociimkeHHsx (UMBRELLA), AC-055-314, cxBanena Bepcist 8 Big 05 cepnns 2021 poky
3asBHUK, KpaiHa ToBapucTBO 3 0OMeskeHO0 BifnoinanbHicTIO «JIABKOPIT KJITHIKAJI JEBEJIOIIMEHT YKPATHA»
CnoHncop, kpaiHa Axtenion @apmacerotikaic JIta. [Actelion Pharmaceuticals Ltd], IIBefiiapist
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMEeYCHHS Isan 3AZIBOPHHUX




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnennii [IpoTokon kniHiuHoro BumpoOyBanHs AB-836-001, Bepcis 2.0 Bix 28 kBitHA 2022 poky,
aHTITIIChKOI0 MOBOIO; bpomrypa nocminauka AB-836, Bepcis 4.0, Big 28 kBiTHa 2022 poKy, aHTIIIHCHKOIO
MoBo10; [Hdopmaniitnmii nrctok 1 Gpopma iHpopmoBaHoi 3romu, s Ykpainu, Bepcis 1.0 Bix 02 yepBHs
2022 p., ctBopeHa Ha ocHOBi 6a3oBoi Bepcii @I3, uactuna 4, Bepcis 1.0 Bim 02 TpaBus 2022 poky,
AHTITCBKOI0 Ta YKpaiHChKOI0 MoBamu; Jlomatok no IHdopmamiiiHoro nmuctka i Gopmu iHGOpMOBaHOT
sronu, 1is Ykpainu, Bepceis 1.0 Bix 02 uepsus 2022 p., cTBOpeHa Ha 0cHOBI 6a30Boi Bepcii PI3, uactuna 4,
Bepcis 1.0 Big 02 tpaBus 2022 poky, aHTIIHCEKOIO Ta YKpaiHCbKOI0 MoBamu; Popma iHGOpMOBaHOT 3roau
Ha 30ip iHdopmalii po BariTHICTh, AN Ykpainu, Bepcis 2.0 Big 02 uepBHs 2022 p., CTBOpEHA HA OCHOBI
maiicrep-Bepcii @13 Ha 36ip iHdopmartii mpo BariTHICTh, Bepcis 2.0 Bixg 06 TpaBHs 2022 p., aHTTIHCHKOIO Ta
yKpaiHchbKoro MoBaMu; KapTka yuacHuka kiaiHiuHOTO nociikeHas AB-836-001, yactuna 4, ®IHAJIBHA,
Bepcis 1.0, Big 19 TpaBus 2022 poky, ykpaiHChKOIO MOBOH; Ll{ogeHHMK MpUiioMy AOCIIIKYBaHOTO
npenapaty, Koropra K, Bepcis 1.0 Big 05 TpaBus 2022 poky, ykpaiHCbKOI MOBo0; IllofeHHUK npuiiomy
JocIiKyBaHoTo npernapaty, Koropra L, Bepcis 1.0 Big 05 tpaBus 2022 poky, ykpaiHChbKOI0 MOBOIO; Jlocke
JIOCITIJIKYBAHOTO JIiKapchkoro 3acody AB-836, tabnerku (25 mr, 100 mr) Bepcis 2.0, Big 07 KBiTHA
2022 poky, aHIIINHCHbKOIO MOBOIO; [lOJOBXKEHHS TEepMiHY MPUAATHOCTI JOCHIKYBAHOTO JIKapChKOTO
3aco0y AB-836 tabnerku (25 mr, 100 mr) no 24-x micsIiB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1102 Bix 02.06.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«[lonBiiiHO ciime, paHAOMi30BaHe, IUIAIE00-KOHTPOJIbOBAHE JOCHIDKEHHS 3 OJHOKpPaTHUM 1
OaraTokpaTHHUM 3acTocyBaHHSAM mpenapaTy AB-836, kancuaHoro iHriditopa BipycHoro rematuty B, mns
OLIIHKM HOro 6e3meyHoCTi, HIepeHOCUMOCTI Ta (hapMaKOKIHETHKH y 30POBUX YYACHUKIB Ta B YYACHHUKIB 3
XpOHIYHOMW iH(eKIi€r BipycHOTo rematuty B», AB-836-001, Bepcis 1.1 Bix 14 ciunst 2021 poxy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina
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Crnoncop, kpaina ApOytyc Biodapma Koprnopeiimn, CIIIA/ Arbutus Biopharma Corporation, USA

CynyTHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHUX




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

OHOBIEHU IPOTOKOJI KIIHIYHOTO BUIIPOOYBaHHs, Bepcis 6 Bix 25 mortoro 2022 p.; ®opma iHpopMoBaHOi
3O ISl YaCTUHH 2 JTOCIIDKEHHS (IS MiATBEPPKEHHS 1031), Bepcis 3.0 st YKpaiHu yKpaiHChKOKO Ta
pociticekoro MoBamu Bif 12 TpaBHs 2022 p. Ha ocHOBi Mmaiictep-Bepcii popmu iHGOpMOBaHOI 3roam ass
nociimkenns BP40657, Yactuna 2, Bepcis 5 Big 25 mrotoro 2022 p.; [lomoBxkeHHs TepMiHY TPHUIATHOCTI
JOCITIPKYBAHOTO JIIKAPCHKOTO 3200y ATe305113yMal /s i IIKIPHOTO 3aCTOCYBAHHS, PO3YHH JIJIS 1H’ €KITIH,
125 mr/ma go 36 micsui; OnosieHi po3ainu S.7.1 (cmc413734), S.7.3 (cmc413735), P.5.4 (cmc413841),
P.8.1 (cmc413732), P.8.3 (cmc413733) mocke DOCTiIKYBAHOTO JTIKAPCHKOTO 3aco0y ATe3oiizymad s
MIIIKIPHOTO 3aCTOCYBaHHS, PO3YMH JIJIs 1H €Ki, 125 Mr/mi

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, OaratoueHtpose, ¢asu IB/III nocmikeHHs (apMakoKiHETHKH, €()EeKTUBHOCTI Ta
0e3me4yHOCT] 3acTOCYBaHHS MIALIKIpHOI (QopMmH are3o0ii3ymaly y NOpIBHSHHI 3 BHYTPIIIHbOBEHHOIO
dopMoro are3omnizymady y MAIli€eHTIB i3 paHille JIKOBAaHHUM MiCIIEBOMOIIUPEHUM ab0 MeTacTaTUYHHUM
HepIOHOKJIITUHHUM pakoM jereHb», BP40657, Bepcis 5 Bin 10 motoro 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MeXeHOI0 BiANOBiAANBHICTIO «Pomr Ykpaina»

Cnoncop, kpaiHa

®.Xoppmann-JIa Pour JIta, HIeiuapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHui MPOTOKOI KiiHiYHOTO BUnNpoOyBanHs MK-3475-811 3 iHkopnopoBaHoto nonpaBkoro 08 Bix
07 xBitHs 2022 poky, aHrilcbkor MoBow; MK-3475-811, Vkpaina, Bepcis 09 Bixm 16 Tpaus 2022 p.,
YKpaiHChKOIO MOBOIO, iH(OpMaIlisl Ta JOKYMEHT IPO iHPOPMOBaHY 3roy JJIs AIi€HTa

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jara

«PannomizoBane, Il da3m, moxaiitHe ciime MOCHiHPKEHHS KOMOiHAIil TpacTy3ymaly, XimioTeparii Ta
neMOpoIizyMady y MopiBHIHHI 3 KOMOIHAIIIEIO TpacTy3yMaly, XiMioTepartii Ta rianedo sk Teparii nepuoi
niHii y namiedaTiB 3 HER2-MO3UTHBHOIO METAaCTaTUYHOIO aJICHOKAPIMHOMOK ILIYHKY a00 IUTYHKOBO-
crpaBoxigHoro 3'eqHanHs (KEYNOTE 811)», MK-3475-811, 3 inkopnopoBaHoto mnomnpaskoo 07 Bix
24 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 oOmexeHoto BianosiaanpHicTIO «MCJ Vkpaina»

CnoHncop, kpaiHa

«Mepk lapn Enn JJoym Kopm.», nouipre nianpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
02.07.2022 Ne 1141

InenTudikarist cyrTeBOi
HONPaBKU

OHoBNeHUI TPOTOKOJ KIiHIYHOTO BUmnpoOyBanHs, Bepcis 8.0 Big 01 mororo 2022 poky aHTIiHCHKOIO
MOBOIO; bporrypa mocmiaHuKa J0CIiKyBaHOTO JTikapcbkoro 3aco0y Hipamapi6 (Niraparib), Bepcis 13 Bix
03 mucromana 2021 poky aHTIIiHCHKOI MOBOIO; [H(opMattiitHuii TUCTOK marieHTa Ta popma iHpopMOBaHOT
sronu, Bepcia 10.0 Big 01 kBiTHS 2022 poKy yKpaiHCBKOIO Ta pOCIMChKOIO MOBaMu; bykier pe3ynbTarTis,
noBinomnenux mnamnieHToMm (Pesynbpratn, moBimomutieHi mamieHtom (PIIIT); Imcrpykumii ans mamieHta i3
3anoBHeHHs bykiera pe3ynbsraTiB, moBigomieHux mauientom (PIIIT)), Bepcis 2.0 Big 17 6epe3ns 2022 poky
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 415 Bin 18.02.2019

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, NOJBIMHO ciine JOCHKEeHHS (a3su 3 MOpIBHSHHS IUIATUHOBMICHOI Tepamii 13
npenapatoM TSR-042 Ta HipamapiboMm 31 CTaHIAPTHOIO IUIATUHOBMICHOIO Tepami€ero B sKocTi 1-i miHii
JIKyBaHHS  HEMYLMHO3HOro  emitemianbHOoro  paky  sgeynukie III  abo IV craniiy,
3000-03-005/ENGOT-0V44, Bepcis 7.0 Bix 19 cepras 2020 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA)

CnoHncop, kpaiHa

TESARQO, Inc., CIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




