Yy

JEPJIKCITYXBA
JEPKABHA CJOYIKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMU V KHIBCHKINA OBJACTI

npocrekT Banepis JloGanoscbkoro, 51, M. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls ko@dls.gov.uahttps://www.dls.gov.ua, Kon €IPIIOY 37078774

BUCHOBOK
Npo sKICTL BBE3CHOr0 B YKpalHy JAiKapcbLKoro 3acoby

08.09.2020 Ne 44822/20/10

NEHIIUIIH G HATPIEBA ClJIb CAHIO3®

(HaliMeHyBaHHA NiKapCLKOTo 3acoBy 3TiMHO 3 peecTpaulliHNM MOCBINYEHNAM)
TOPOIIOK AJs po3unHy A in'ckuiii mo 1 000 000 MO, 100 daaxonis 3 NOpoMIKOM Y
KAPTOHHI kKopobii

(QopMa BUNYCKY, KO3YBAHHA, BHJ 1KY BaHHA NikapcLKOro 3acody)
Homep peectpanitisoro nocsimuenns UA/3977/01/01 erpox aif peecrpauitinoro nocsinsenns 01.01.2099
Cepis mixapesxoro sacofy Ne KIMI2204 KinskicTs BBescHoro nikapesxoro sacofy 1170

BupoGhek Cangos I'm6X-TexQnc, ABcTpis

(naiisenyBanHa BUPOOHHMKA JIiKapCLKOTa 3aco0y, Kpaiua MOXOJUKEHHA)

Bpeseno 8 Ykpaiuy ToBapucTBo 3 00MeKeHo0 BinmoBinaasnicTo "Canjos Yxpaiua”,

inenT. kox: 38419586

{(HaliMenysanus Ta koi 3a €APTIOY opuanyuuol ocobu abo npissuine, iv'n, no GaThkosi Gizuinoi
ocobu - nianpuemua, il Micue TpoXKBAaliIg Ta peecTpauiinuit Homep obnikonol KAPTKH MIATHUKA
nonarkin aGo cepis Ta HOMEp nacnopTa)

Tipotokon sisyansHoro xonTposio sia 02.09.2020 Ne 2819/3.

3a pe3syieTATAMM EPKABIIONO KOHTPOIIO BCTAHOBIERo, uwlo mikapchkuit 3acid  Bpeseno B YipaiHy 3

JOTPHMAHHM BHMOT 3aKOHOAABCTBA WO/10 3a0€3Nedentd AKocTi aixapebkix 3acobis.
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i FR T A Novartis
Wl iZs Division

Ne: 2705200651

Odropmneno:

CAHOO3 r'MBX
BUOXEMULUTPACCE 10
6250 KYHaNb
ABCTPWNA

Ten.: +43 5338 200

Ceptudukar CooTseTcTBUS

HasBsanue matepuana.
Toprosoe HazBanue
nponykTa:

Cvna pencTBUA/aKTUBHOCTE:
Nekapcreernan dopma:
Tun ynakoskwu:

Pasmep ynakoeku:

Ne Matepuana;

Ne cepuu Canpos:

Aara npoussoacrea:
Cpok rogrocTu:

CTpana-umnoprep:
LYKDaMHa

KomnoHeHTbs:

MpoussoAcTBeHHLIN yyacToK:

NEHULWINWUH G HATP Ca3 100NCOMK YKP
NEHWUWUNIYH G HATPUEBAS COMb CAHAO3® NOPOLLOK NS
PACTBOPA ONA WHBEKUWIA, 1 000 000 ME BO GNAKOHAX Ne 100

1 MME

MOPOLWOK ANA PACTBOPA 14 UHBEKLMA/MHSY 3

PITAKOH

100 WT x 1 WT

960727 Tun BLinycka: ANA PBIHKA
KM2204 Ne cepum Ha ynakoBke: KM2204
AMNP-2020 HOarta Bbinycka: 25-MA#A-2020
MAP-2025 Konuyecrro: 1170 YN

CAHLO3 T'MBX
BUOXEMUIUTPACCE 10
8250 KYHANbL

ABCTpUA

Howmep Perucrpaumornoro CeBugertenbcTaa:

UA/3S77/01/01

N
]

Hazeanue marepuana:
Ne Matepuana:

Obuwee konuyecTro in bulk:

L _

MpouseoacTBEHHBIH YHacToK:

MEH G HATP MCOWXK 1MME AT12 EBP 05
42027605 Mpoay«T in bulk

163309 WT

CAHAO3 TMBX
BMOXEMUWLTPACCE 10
6250 KYHONL

ABCTpUs

Cepus Ne:  KM2200

KOMNOHEeHThI:

| HaaBauue marepuana:
Ne Matepuana:

| MpouzsoacTREHRLINA Y4acTokK:

MEH G HATP C AT14NB C1 IE
451426 AKTVBHBIN Dapm. UHrpeguenT
CAHOO3 MVIBX

BUOXEMWIITPAGCCE 10
6250 KYHANbL

ABCTpUA

Cepusa Ne: B547212

CrpaHuya: 1/2
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/ 7 A Novartis Odpopmneno:

&5 Sl BN e iy 4L Division CAHAO3 MMBX
BUOXEMULWTPACCE 10
6250 KYHONb
ABCTPUA

Ten.: +43 5338 200

Ne: 2705200651

Ceptudbukar Cooteetctens
o |

Hazgawuue Marepuana:

NEHULUWNNWH G HATP CL3 100NCOMNK YKP

Toprosoe Hassanue: NEHULIMMNWH G HATPUEBAS CONb CAHOO3® NOPOWOK ana
PACTBOPA ONA WHBEKLIWIA, 1 000 000 ME BO SNAKOHAX Ne 100

Ne Matepuana: 960727 Ne cepumn Canpgos: KM2204

Oprakom, a Taioke co CNeUUPUKALINAMY, YKAZaHHbBIMN B PerucTpayumoHHom CeuaeTenseTae, BhigaHHoM & CTpaHe

umnopTepa. [anHble of U3rOTOBMNEHWUM, YNAKOBKE M aHanWaax cepuun Bbinu nposepeHs! u NOATBERMAEHO MX
COOTBETCTBUE YonoBuam GMP.

MponsscacTeeHHLI YHaCTOK Bbinycka cepuu: Caxpos 'mMEX-TexOne, BuoxemuwTpacce 10, 6250 Kynane,

AscTpus, |
MNpoussoacTeeHHas NkyeHaua: 481921 |
_ip _— ]

Kommenrapuii k ceprudhukary:

B npouecce npoussoacraa n YNaKosku He oBHapy)eHo OTKNOHEHWI, CNocoBHbBIX NOBNUATL Ha BBITYCK NpoayKTa.

Buinyck cepun / Ceptudbukayus BbINOMKHEHa; Mag. Grzelak Monika, YnonxomouerHoe nwuuo
Beinyck cepuu I Ceprucpukaumn flava/Bpemn: 25-MAR-2020/ 14:33:06 BKR
Harta/Bpems oGhopMneHus ceprudukata: 25-MAR-2020/ 04:51:44 BKB

Crpanuua; 2/2 *3asepero INEKTPOHHON NOANNCHIO B COOTBETCTBUM cqféj‘
noanucen Cannoz ; x/
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Per.: 000000287624

Odopmneno: CAHOO3 FMBX
BUOXEMWLLUTPACCE 10
6250 KYHANbL, ABCTPWA

Ten.: +43 5338 200

Ceprtudumkart AHanuaa ]

HassaHue npopykra;
Toprogoe HazBauue:

NEHULUNAWH G HATP CO3 100MCONXK YKP
MEHUUMINVH G HATPUEBAS COJMb CAHOO3® NOPOLIOK ANS
PACTBOPA NS WHBEKLWIA, 1 000 000 ME BO DNAKOHAX Ne 100

MaTepuan Ne: 960727 Ne cepuu Cangoas: KM2204

Ne cepuu Ha ynakoeke 1: KM2204

Marepuan in bulk 1 42027605 Ne cepuwm in bulk 1: KNM2200

N2 KoHTponLHOM napTuin: 000408116924

Hara npouzsoncrea: ANP-2020 Cpok rogHocTu: MAP-2025

Cpok rogHocTu Ha ynakoBke 1: 03 2025

Ne cneumchukauuu: 239.13

Tecr Tpebosanun Pesynbrarn:

ONUCAHWE KOHTEMHEPA CNAKOH NS MHBEKUMIA HA 5 MN 13 Cootsercrayer
BECUBETHOIO CTEKJA C PE3SUHOBOW
NPOBKOW U ANIOMUHNEBOW KPBILUKON

ONMUCAHWE COOEPXUMOTO NOPOLWOK BENOro 1Unm NoYTW BENOro Cootsercreyer
LIBETA

MJ]EHTM@MKAHMH COOTBETCTBYET CTAHOAPTY Cooteetcreyer

EEHSMHI’IEHMLLMHJ'MH

(BIXX)

WAEHTUDUKALIMA COOTBETCTBYET CTAHOAPTY CooteeTcTayeT

BEHSMJ’IHEHMHMNHMHA HATPUEBASA

COonb (I/JK-CHEK'I’POCKOHMH)

MAEHTUOUKALIMA HATPUS COOTBETCTBYET CTAHOAPTY COOTBeTCTByeT

(OKPALUMBAHUE NNAMEH)

MOEHTUOUKALMA HATPUA COOTBETCTBYET CTAHAAPTY COOTBeTCTByeT

(PEAKLMS NPELIMMUTAL M)

OOHOFPOAHOCTL AO3UNPOBAHHLIX COOTBETCTBYET USP/EBP. . Cooteercreyer

EAUHWL] (ME HA JO3UPOBAHHYID

EAVHULY): CTALMA 1 (10 EQMHMLY)

(PACHETHO-BECOBOW METOL, AV,

B3OMX)

OAHOPOAHOCTL AC3VPOBAHHLIX =150 7.4

EQVHULL (ME HA I03UPOBAHRYIO
EAVHWLY): CTAOVRA 1 (10 EQUHML)
NPUEMIIEMOE 3HAYEHVE (AV)
(PACYETHO-BECOBOW METOf, AV,
BIMOX)

BAKTEPWATTEH BlE SHAOTOKCUHLI
(KMHETUYECKMIA METOR,
EBP.®./0.CLUA)

MPO3PAYHOCTL PACTRBOPA

£0,010 ES/100 ME <0.001 E3/M100 ME

< 3,0 HEM

Crpannua 1 uz 3

3asepero SNEKTPOHHON NOANWUCHIO B COOTBETCTRUY co CTaH,qa;g;@ A BNEKTPOHHbIX no}q:n"mcgﬁ CaHg 03
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Y@ L Division

Per.: 000000287624

Ochopmneno: CAHOO3 IVIBX

BAOXEMWULWITPACCE 1

0

6250 KYHONb, ABCTPWA

Ten.: +43 5338 200

CeptudukaTt AHanusa

Mpopykr NEHUUWNIAH G HATP CH3 100MCOMXK YKP

Cepus Ne 960727 Ne cepuu Cangos: KM2204

Ne cepum na ynakoske 1:  KM2204

Tecr TpeGoBaHun Pezynbratol

MMPO3PAYHOCTL PACTBOPA MPO3PAYEH, ONANECUEHUMUA HE OOMKHA CooreeTcTayer
BbITh BhIWE YEM Y 3TANOHHOM
CYCNEH3WMW CPABHEHWS | (EBP. @)

BONOKHA M HACTULL! BEWWECTBA MPAKTUHECKW OTCYTCTBYIOT BONOKHA 1 CooteeTcrayeT
HACTULLbI BELLECTBA

3ATPAZHEHWE HACTULIAMIA: = 6000 /cdbnakoH 77 IdhnakoH

HEBUOMMBLIE HACTULLI BONBLLUME UMK

PABHbLIE 10 MKM

(BATEHEHUE)

3ATPA3SHEHWE HYACTULIAMMW: £ 600 /chnakon 0 /cbnaxon

HEBUANMBIE YACTULbLI BONBLUWE UMK

PABHEIE 25 MKM

(BATEHEHME)

PH 55-75 6,6

CTEPUNBHOCTL HCIPKEH BBITh CTERPUNBHBIM CooTtBeTcTayeT

(EBP.¢./0.CLLA)

COLEPYAHUE BOALI £0,5% 0,2%

KONMUYECTBEHHOE OMPEAENEHUE
BEH3VNNEHWULMANIMHA HATPUERAS
COfb

(BIMX)

Moarsepwpenue;

950000 — 1050000 ME/cbnakon

1021637 ME/dbnakox

3T1a Cepus npogykra COOTBETCTBYET CTaTbe TECTUPOBEHWS. HaCTOFILUViM NOATBERXO3eM, 4To BblllleyKasaHHag
MHCDODMSLLMF! ABnAeTca AOCTOBEPHONW 1 TOYHOW, a TaKkKe, Y1o pPE3YNbTaTh! aHanuior NPOBEPEHLlI U OTBEYZT

Tpebosaruam GMP.

CTparuua 2 13 3

3aBEpEHO INEKTPOHHON NOANKCHIO B COOTEETCTANN co cTanaap’

1 i

He iy

ANSHTROREIX NUAL
friad YRUH




52 M B ATD S EE A Novartis

18 245 0 G 59 Qe 5 Division Odbopmneno: CAHOO3 rMBX
EVWOXEMWWTPACCE 10
6250 KYHONb, ABCTPUA
Ten.: +43 5338 200

Per.: 000000287624

CepTtudpukat AHanmnaa

Npoaykr NEHULWANKUH G HATP C13 100NCOUX YKP

Cepun Ne 960727 Ne cepum CaHpo3s: KM2204
Ne cepuv Ha ynakoBke 1:  KM2204

Yreepxgenue OKK BuinonHeHo: Julia Hofmann, MeHemxep OK
Yreepxaenve OKK Jata/Bpems: 18-MAA-2020 13:54:05 BKB

Boinyck cepun/Ceprudmnkaums BLINOAHEHA! Mag. Grzelak Monika, YnonHomouenHoe nuLio
Bbinyck cepun/Ceprudmkaunu Qarta/Bpemsa:  25-MASI-2020 14:33:06 BKE

CepTudukar othopmner para/Bpems: 27-MA#-2020 04:51:37 BKB

Ctpannua 3 u3 3 33BEPEHO INEKTPOHHOW NOANUCHID B COOTBETCTBUN CO crag@,g‘p&aw 3MEKTPOHHBIX nognucen Carnpos
i s 1 i
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