JEKJIAPALIMSI O COOTBETCTBUM

JEKJIAPAHT. HPHHUMAOUHA AEKJAPALIMIO O COOTBETCTBHH

CAD PAHBAKCH
- Bupeeucmpuposano | Mexepaionsas wenexyus MHC Poccun Ne 46 no 2. Mocwee OF'PH 1647796353546 om

20.05. 2004
Adopec: 107023, 2 Mocrea. ya. Duexnposacoceras, 0. 27, ciip. 8. HoM, 1471, Teredhon: 8 (493) 234-31-70.
B auye: Denepaivitstic ouperinop A. Baaues

Josepeinioe ungo: Padosa B, dosepenocmp 6/n om 09,01 20180

JASBISIET, UTO

AERAPCMIGEHHOE CPEOCGo. Kemanss, MaGIentky ROKPLIee nienovodl odotouroi 10 e H wim., ynanoexi
 selmoswre kowmypasie {10), narn kapmonnsie, PY Ne [INOI2176/01 om 02.06.2011 (0ama saveiiv
16.08.2016) cooane C.K. Tepanus C.A., cepusi 2984613, napmus 13300 ynaroser, coden 0o (1, 06.2021,

ripowseoocmen Can Qapyiaceiomurea Hnoacnpus Jmo., Hiows, Sun Pharmacewtical Industries Lud., Industrial

L dyea No. 3 AB Road. Dewas - 435 001, Madhya Pradesh. India, roo OKILA2 21.20.10. 22/ wod TH B3A

35}(,?4@"}{}(!()3. sormpaxm N LVTER-RAN2010/1 om 01.07. 2010, unsotic Ne 13803913 om 24.08 2018

COOTBETCTBYET TPEBOBAHHSIM
[ NGI2170/01-130913 wsw. A 1-3
- JIEKJAPALLMS TIPHHATA HA OCHOBAHHH
- npomoro uenvumanui Ne 2909 p om 12.10.2018 HA OO0 HI "DAP: MOBOPOHA", anuecinan
axxpecumanar POCC RU.0001.21 040, Cepmudpuram POCC IN.GMOS.C 749)—1 om 12.10.2015
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- OPT'AH IO CEPT HOPHUKALLHH, 3APETHC IPHPOBABHIINI JEKJTAPALINIO
 RARU.IIPMOS OPTAH ITO CEPTH®HKALHH TPOAVKIIHH OLIECTBO C O PAHITYEHHOH

- OTBETCTBEHHOCTBIO "OKPYKHOH [{EHTP KOHTPOJIH KAYECTBA",

- aopec opeunusayun: 115280, 2. Mockea, ya. Macmeprosa, 0. 4. om. 3, nost. I ko, |, aopec opeana no

| cepmuthurayini: 113280, POCCHA. 20peo Mocxsa, vi. Macmeprosa, 0. 4, am. 5., e (493}785-02-88, eed-
catan: oyrR.p.

JNEKJAPALLHSI O COOTBETCTBUH 3APEIMCTPHPOBAHA M POCC RU J-IN. @M 08.4.03875/18
- JIATA PERMCTPALIMH /2.70.2078
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Can ®apMacbIOTHRA Munacrpus T
Industrial Area No 3
Dewas 455001, India

CEPTUOUKAT KAYUECTBA

[Ipenapart: Keranos Tadaerku 10 mr Homep mapTHit: 2984615

(Ketoposaka TpoMeTamMuH Tabaerku) Pasmep maprii: 1400 000 TabneTok

Tara nsrotosnenns: 06/2018 Kowntpossras maptus :30001 727073

Cpox roaHocTH: 06/2021 [laTa otbopa 00pa3ioB: 05/07/2018

Cretpdukarms Ne: FS009084/8.0

TECTbI PE3VJILTATDI CHELUOUKALIMA

Omnucanue [MouTn denble, KPYIIIBIC beoble MM NOYTH OeTbIe, KPYIIBIC
JIBOSIKOBBINYKIIbIC Ta0IeTKH, IBOAKOBBITYKJIbIC TaOIETKH.
TOKPBITHIE TICHOYHOM 0007104KOI C TIOKPBITHIE nneHoYHOI 060109KOI €
BHITPABHPOBAHHBIM ‘KVT’ Ha oaHO# BBLITPABHPOBAHHEIM ‘KVT’ na
CTOPOHE. OHOM CTOPOHE.

Unentnduxauns(BIKX) CoOTBETCTBYCT TpeDOBAHHAM CoOTBETCTBYET TpedoBaHMAM

Cpeansis Macca(mr) 186 185 +/-9

Paca1aeMOCTh(MHH) 02 mun. 44 cek. He Gonee 30

(Mcnons30Banue BOABI MPH
temnepatype 37+/-2°C)

OHOPOIHOCTH ¢IHHHL CoOTBETCTBYET TPEOOBAHUAM Ph.Eur. COOTBETCTBYET TpeOOBaHHAM

7103MPOBAHHA(TIO OIHOPOIHOCTH ([TpreMOYHOE 3HAYCHHA = 4.2) Ph.Eur.

COZICP/KIMOTO) (BDKX)

Pacteopenue (o Y®) He menee 75 % KeTopojaka

Cpeanne (%) 91% TPOMETAMIHA OT 3a7BICHHOTO

Miusnmansaoe (%) 98% KOJTHYEeCTBa PACTBOPACTCA

MagkcumansHoe (%0) 96% B TeueHue 45 MUHYT

[MOCTOPOHHME ITPUMECH

(Yemacc/mace)(BIXKX)

- Ketoponak- | -rujipokcHanaIor He oOHapyKeHO He Gomee 0.2

(Ph.Eur.ITpumecu A)

- Ketopomnak-1-KeToaHauor 0.03 He donee 0.5
(Ph.Eur.ITpumecu B)

- JIwGas apyrad Huske IOIyCTHMOTO Npenelia He Gonee 0.7

HeHHAeTHHUIMPOBaHHAS

MpHUMech

- Cymma mpumeceit 0.03 ne Gonee 1.5

MMKPOBUOJOT UUECKAS

YUCTOTA

Ofmee YHCTIO KN3HECTIOCOOHBIX

aspoboB

AspolGHpIe GaKTEPHH <10 e Gomnee 1000

[prOsI <10 He 6oaee 100

-Ecoli(nalr) OTCYTCTBYIOT JIOKHBI OTCYTCTBOBATH

KonugyecTBeHHOE OMPEISICHHE
Kas1as TOKphITas 0007104KOi

TabneTka

COJICPKHT:

Ketoponaka TPOMETaMHHa 9.97 mr 9.00-11.00 mr
Ph.Eur. (99.7%) (90.0% - 110.0%)
PBIHOK: Poccus

Homep oTdeTa PB0718/02608

BLQ HuKe Tpeena KBaHTOBaHHA
[IpyuMeyaHHe: CepHs «COOTBETCTBYET? BBIIICYKA3AHHBIM CTICLHQHUKALIIM
3aKTIOUEHHE: «YTBCPHKASHO»
[MoaroToOBJICHO [TpoBepeHO Ono0peHo
13/07/2018 13/07/2018 14/07/2018

Jlaunplii JOKYMEHT NOAIHCAH € OMOILBI0 3IeKTPOHHOM MO/IIHCH




