Cepruduxar ananunsa

SANOFI|

CHINOIN Pharmaceutical and Chemical Works Private Co. Lid.
- a Sanoli company

Csanyikvolgy site

Csanyikvidlgy., P.0.B 565 - 3510 Miskolc. Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, To utea 1-5, Hungary

Mail: 1325 Budapest, P.O.Box: 110

Phone: 36 1/505-0000 / Fax: 36 1/505-0005

Hpoayxr: Ho-wna® pacreop aisn uHbekumii, 20 Mr/mi

Koz rosupa; 811330 Koz GMID:

Crpana-umnoprep: Poceus

Homep cepun: IFCD306A

Tara 1IPpONH3BOICT ! 04-MAR-2022 Jara HeTcHeHMs! CpOKa MAHN-2025
FOAHOCTH:

KoHucHpauns: 40 s/ 2 mut Jpotasepuna

IHAPOXAOPHIY
Jlekapersennas opma:  PactBop Ans nHbeKumil

Pasmep u thu ynakoskn: 25 x 2 Mt amiysibt Creunpukauus: ML160481 v.3.0

MMoka3zavens Hopma Pesyawrar

Ouncanne I1pospaunas senenoBaTo-xentas COOTBETCTBYCT
KHAKOCTL

LHopuanocts:

-,[lpt)'l'ﬂBCpHH{l FHAROXJIOPHAL

Y®-cuexrpodoromerpus COOTBETCTBYET COUTBETCTBYC T

BOXKXYNKX COOTBETCTBYET COOTBETCTBYCT

= ranon (17KX) COOTBETCTBYCT COUTBETCTBY

-Hurpus merabucyishur ( ‘THTPHMCTPHI ) COOTBETCTBYET COOTBLTCIBYCT

llpospaudoctsb Ilpenapar nomken BoiacpxuBaTh COOTBETCTBYET

CPUBHCHHE C YTAWIOHOM |

Lsetnocre Oxpacka npenapata He a0mkHa Goite  GY3
HHTEHCHBHEE OKPACKH Twiona GY1

pH 3,0-50 3.8

MeXaHHYCCKHE BRIOYCHMS

- Buaumsie COOTBETCTBYET COOTBCTCTBYCT
- Hesnaumsbie:
gacTHUEL >=]( MM He Bonee 6000/amnyna 13/ amnysna
YEACTHLL! >= 25 MKM He Gosee 600/amnyna 1 /amuysa
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Ceprudukar ananusa

CHINOIN Pharnaceutical and Chemical Works Private Co. Lid,
- a Sanoli company

Csanyikvolgy site

Csanyikvolgy. P.O.B 565 - 3510 Miskolc. Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, To utea 1-5. Hungary

Mail: 1325 Budapest, P.O.Box: 1 10

Phone: 36 1/S05-0000 7 Fax: 361/505-0003

SANOFI

Hpoaykr: Ho-wna® pacrsop s uubekumii, 20 Mr/a

Ko rosapa; 811330 Koa GMID:
Crpana-umitoprep: Poceus
Homep cepun: I'CD306A

L ira 1IPON3BOICTBA: 04-MAA-2022

I'OAHOCTH:
KonucHrpauns: 40 m1/ 2 mat JpoTasepu Ha
IHIPOXAOPHIA
lekapersennas dopma:  PacTBOp 108 HHBCKUHIT
Pasmep vt ynakosku: 25 x 2 M amitysibl Cneunpuxauus:

811330

Hara nereyenns cpoka MAN-2025

ML160481 v.3.0

!ﬂtmazm ellb Hopma

Pesyiabrar

llocropornne npumecn
(BAX/YIKX)

-1 lepriapun He Gosnee 0,2 %

-Lannnunas nendeninduunposannas  He Gonee 0,5 %
IIPHMECH
-Cymma npumeccit He Gosnee 2,0 %

Hissnekaemblii 00beMm He menee 2.0 ma

BakTepHaibHbIC FHAOTOKCHHDI He Gonee 80 ED)/mn

CrepriibHOCTb IMpenapar crepusen

40,0 mr 5% Opotasepuna
ruapoxnopuaa/2 ma

KosnuecrseHHOe onpeaenenue:
Y®-cuexrpodoromerpus

HIIH

DRHAKROCTHAS XPOMUTOIPADH

(BOKX/YDIIKX)

85%-110%
1,00 Mr-159% - +10 % s /
(85 %-110%)

COACPAREHHC HATPHS MeTaOHCYIbHTa
(rHrpUMeTpis)

2.1 M
<5 LED)/mu

llpenapar crepunen

39.8 M1 2 M

0.97 smr/mun
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Ceprudukar ananusa

SANOFI

CHINOIN Phanmnaceutical and Chemical Works Private Co. Lud.
- a Sanofi company

Csanyikvolgy site

Csanyikvolgy. P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, To uiea 1-5. Hungary

Mail: 1325 Budapest, P.O.Box: 10

PMhone: 36 [/SU5-0000 / Fax: 361/505-0003

Ipoaykr: Ho-mna®: pacreop st HHbeKuHii, 20 Mr/mn

Koxa Tosupa; 811330 Koa GMID: 811330

Crpana-umioprep: Poceus

Homep cepun: FCD36A

Ulara nponssoitcTBy: 04-MA$1-2022 Hara uercuenns cpoka MAH-2025
I'OIHOCTH:

KoHucHrpuums: 40 s/ 2 mus Jpotaseprna

IHAPOXJIOPHIH
JlekaperseHnas popma:  PacTBOp a5 HHBCKLKI

Pasmep W THU ynakoBkd: 25 X 2 Mt aMityib Cneumdpukanus; ML160481 v.3.0

lﬂoxaaaTeJm Hopma Pesyawrar

Coacpaanne yranoiy (179KX) 63.35 mr/mn =10 % 60,51 mr/ma
(57,02-69.69)

HacTosmmuM  NOATBEPRAUK, YTO BCE Yrallbl NPOMIBOACTBA ITON CEPHH 1UTOBOIO 1IPOTYKTA GbUIM
BBINOJIHCHBL B HOJMHOM coorsercrsun ¢ tpebosanuamn GMP EC w tpeGosanusmu Perucrpannonuoro
YAOCTOBCPCHHS (-HH ) CTPAHBI/CTPAH HAZHAYCHHS,

llpumcudnne:
PemieHue oraesa ofeclieycHHst KavdecTBa
Pemenue: BbHIYUIEHQ
lara: 24-HKOH-2022 08:11
YUuoaHoOMOUCHHOC JIMLO: Dr. Mezeiné Feketle Aniko

JroT cepTHPHRAT aHAIH3d ObUL HOAIHCHH JICKTPORHBIM CHOCOBOM ¢ HCIONB3OBAHHEM BATH AN POBAHHOI
cuctemst LIMS.

-
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NPUNOXXEHUE K CEPTUDUKATY AHAJTU3A
(conpoBoaguTenbHoe NUCbMO)

HaumcHosanue npoaykra: Ho-wua®, pacrsop yist HHbekunii 20 Mr/mi
Homep cepun: FCD3SA

GMID: 311330

Hara npoussozcrsa: 04.05.2022

oaen go: 05.2025

YCA0BHS XPAHCHHS: UPH TEMIIEPATYPE He BbIWE 25 %C B OPUIHHANIBHON YIAKOBKE (B KAPTOHHOH 11AYKC
Cebuikg Ha HoMep PY | sapernetpuposadioro 8 Pocenn: 11 NOT1854/G1
Homep nopmarusroR aokyMeHTaudn: 1 NCGTIBS4/01-220321. nimenenue |

A®H (HasBaHHC CYOCTAHUMH, HA3BEHHC M 4PEC HPOH3BOANTCIN CYOCTAHLAN ):
ApoTdaBepUHE IHAPOXJIOPH.L

Homep cepun AQH: 22U01 1

XHHOMWH, 3asoa QapmaucsTrycckux i Xumuueckux Lpoaykros Ko. Jra.
H-1045 bygancwr To y. 1-5,

Benrpus

Yuakoska:
1o 2 mut B aMiysibl 13 TEMHOIO CTEKNIA (PHAPOIIHTHYCCKOIO KIACCE, THIL |) ¢ HAHCCCHHOR TOUKOM pasiioma,
Ho 5 amitysn B IUEICTHROBYH) KOHTYPHY K SHCHKOBYIO YIAKOBKY OC3 HOKPBITHA (110110H).

110 5 no440HOB € HHCTPYKUMCH 110 IPHMCHEHHK) B KA TOHHYK) [AYUKY.

MupKHpOBKH:

Ha 9THKETKE aMITYJILE HiL PYCCKOM #3BIKE YKA3bIBHIOT: TOPIOBOC HU3ZBAHHE IPCMAPATY ¢
HPCAYIPEIHTENIbHOR MAPKHPOBKOA &, MEKIYHAPOAHOC HCHATEHTOBUHHOC HU3BAHKUC, JICKAPCTBCHHY K
HOPMY. KOHUCHTPAUHK), O0BEM PACTBOPA B AMNYIC, HOIOTHIT KOMIIHHH (JIATHHCKHM WIPHQTOM). HOMED
CEPHH, JUTY NPOHIBOACTBA, CPOK NOIHOCTH (I'OZEH 10).

Ha KapTOHHOM ITAYKE HY PYCCKOM S3BIKC YKUBLIBAKIT: TOPrOBOC HAZBAHHE NPCUAPa1Y C
HPEAYIPEIHTCILHOR MAPKHPOBKOI . MOKIYHAPOAHOE HCHATEH TOBAHHOC HAZBAHMC, JICKUPCTBCHHY K
(opMY., KOHUCHTPALHK), KOTHYECCTBO dMILYJE B YIAKOBKC, 00bCM PACTBOPY B AMILYJIE, COCTHB UPCIAPATE ¢
YKAIUHHCM HASBAHMSA B COACPRKAHNS JCHCTBY IOLICIO BCLIECTBA B AMITYJIC W LIEPCUHEM BCIIOMOI 8 TC/ILHBIX
BCLLECTB, CHOCOOL! BBEACHHU, YCIIOBHE XPUHEHUH, LWpH(YT bpaiins (Ha3BaHue 1penapara), «XPaHHTb B
HEJ0CTYIHOM 21t Actel Mecten. «llepea nPUMEHEHHCM BHUMATEIBHO HPOYHTARTE HHCTPYKUMION,
yCIoBHs 0THYCKi, «CTCPHIBHON, HOMCP PETHCTPALHOHHOLO YAOCTUBCPE HUA, TOJNOIPADHUCCKHH SHUK,
TEMUTHYCCKHH PHCYHOK, JIOIOTHIL KOMIUHHH (JIITHHCKHM LUPHTOM), HA3BAHMC (DHPMbi-IPOM 3BOIHTES,
CIPUHY POM3BOACTBA, HOMED CCPHH. JaTY NPOH3BOACTBA. CPOK I'OZHOCTH (roaed a0). wipnx-koia, GTIN,
BO3IMOKHO HWIHYHE IIPOH3BOACTBCHHLIX KOA0B KOMIEHHH. BO3MOKHO HAUIMYHE 3UUIHTHOH HUKIICHKH.
HONOIHHTCIIBHO MOKCT ObITh HEHCCCHY HHQOPMALHA 118 MOHHTOPHHIY ABHKCHHI JICKUPCTBCHHBIX
PENAPATOB O HPOH3BOANTENS 20 KOHCYROI'O notTpelurens.

A nOoHTBCPRIAKD, HTO JAHHUY CCPHS  NPOTCCTHPOBAHA 10 BCEM  LAPAMCTPAM. NCPCYHCICHHBIM B
CliEUHDHKALUKMH HOPMATHBHOR JOKYMEHTALMHH, SAPEIHCIPHPUBAHHON B HACTUALLCE BpeMs B POCCHACKOH
@ciepanmn.



HAacTOSWAM HOZTBEPKIACTCAL, WTO NAPTHI COUTBECTCTBYCT TPCOOBAHHAM Pasicios YIIAKOBKA H
MAPKHPOBKEY HOPMATHBHOI 10KYMEHTALMMN, 3APCIACTPHPOBAHHON B HucTOs e Bpems B Poceniickoii
Degepanrn ¥,

Hoaumen/aara: |nosnucs|
23.06.2022 [1CYATD YIOIHOMOUYCHHOrO sinua Canodm|
Mms (ewarreiv Oyksamu): Mezeine IFekete Aniko
HAosikroers: Papmauesr OK
Y HOIHOMOUECHHOE MO

ObecnicucHne KaueeTsa upodykros CSA

* "Mapruposka noanocnibio coomeenicmeyen nocIeOHel Ymeepacden ol 6epeit \akenos VHAKOBKN U
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