JEKJTAPAIIUST O COOTBETCTBUHA

- IEKJIAPAHT, IPHHUMAIOUIHIH TEKJIAPALIMIO O COOTBETCTBHU
i AQ "PAHBAKCH" B
| Ceedenus o pecucmpayuu opearusayuu; Medxcpaiionnan wncnexyis PedeparvHoil Ha1o2060H ciayeho Ne 46 no |
2. Mocwee 01.01.2008, OI'PH 1047796353846, 0ama npuceoenus OIPH 20.05.2004.
| A4 apec: 167023, 2 Mocrea, ya. Inexmpozasodcras, 0. 27, cmp. 8, nom. 14/1. Teaepoun: 8 (495) 234-51-70,
B muye: Ienepanvuvit: oupexmop A. Banueg
' Hoeepenroe muyo: Pabosa B0, ooeepennocmes 65 om 09.01.201 92

| | 3ASABJUIET, 4TO
| aerapemsentoe cpedcmeo: Kemanos, madiemen nOKpuImMBle nAeHOunot obonouros 10 me 10 wmn., ynaroexu
| AuelRoeuic KounpHule (2), nauxu kapmonnwie, PV No IT NOI2170/01 om 02.06.201] {Gama savens
16.08.2016) emoano C.K. Tepanus C A., cepun 3977080, napmusa 67020 ynarosox, zoden do 01.10.2021, i
npowscoccmea Can Dapyaceiomure Huodacmpus JImo., Huoua, Sun Pharmaceutical Indusivies Lid., Industrial '
| Area No. 3, A.B. Road. Dewas - 435 001, Madhva Pradesh. India ko0 OKIIA2 21.20.10.221, xod TH B3]
- 3004900002, xoumpaxm Ne 1/TER-RAN/2010/1 om 01.07.2010, unsodic Ne 15804127 om 11.12.2018

COOTBETCTBYET TPEBOBAHHAM

IINOI2170/01-130913 usm. Ne 1-5
HERKJIAPALLIMSI TIPUHSITA HA OCHOBAHHH "
npomoKoa ucnuimanuii Ne 242p om 31.01.2019 HJI OO0 HI] "®APMOBEOPOHA" ammecmam axxpedumanuie i
POCC RU.0001.21DJI40, Cepmucpuram POCC IN.®MOS.C32877 om 01. 02.2019 ?
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AEKJIAPAUMS JIEMCTBUTEIbLHA A0 01.10.2021
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CBEJEHUSI O PETUCTPAITA

OPTAH IO CEPTUGUKALIMH, 3APETHCTPHPOBABIIH AEKJIAPALIHMIO

RA.RU.11DMOS OPTAH 10 CEPTHDHKALIHH TPOT VKU OFLJECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [JEHTP KOHTPOIS KAYECTBA "

aopec opeanwsayuu: 115280, 2. Mocxea, ya. Macmeprosa, 0. 4, sm. 5, now. I, kom. 1, adpec opzana no
cepmugpurayuy: 115280, POCCHA, 20pod Mocxsa, ya Macmeprosa, 0. 4, am. 3., men. :(495)788-02-88, ¢e6-
caiim: ourRr.pe. )
;‘},}:.I:QIAP%ILEI{I O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-IN.@MO8.A.14500/19
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Can ®apmaceiorukan Hunacrpus JIT/]

Industrial Area No 3
Dewas 455001, India

SUN

CEPTHO®UKAT KAYECTBA

[Ipenapart:

Hara msrotornenns: 10/2018
Cpoxk roxnocta: 10/2021
Cremnduramms Ne: FS009084/8.0

Keranor taéaerku 10 mr
(Keropoaiaka Tpomeramun Tadierku)

Homep naprun: 3977080
Pasmep maptun: 1400 000 TabaeTox

Konrponbuas naprus :30001760299
Hata otbopa obpasnos: 21/11/2018

[ TECTBI PE3YJIbTATELI CIHEIMOUKALIMSA j
Onucanue [Toytu Gensle, Kpyrasie Benble nnn noutw Gensle, kpyrisie
IBOSKOBBITIYKIIble TAOMETKH, JBOSAKORBINTYKITbIE TAOIETKH,
MOKPBITHIE TUICHOYHOH 000J1049K0¥ ¢ TIOKPBITBIE TIJIEHOYHOI 000/7109K0li ¢
BeIrpaBHpoBaHHeIM ‘KVT’ Ha oxgHOM BRITpaBHpoBaHHBIM ‘KVT’ Ha
CTOPOHE. OJIHOI CTOpOHE.
Hnentudukamma(BOXKX) CooTBetcTBYeT TpeboBaHIIM CooTBeTcTBYeT TpeGOBaHHAM

Cpennsa Macca(Mr)

PacnanaemocTs(Mun)

(Menone3oranue Bossl mpu

Temneparype 37+/-2°C)

OIHOPOAHOCTE eIHHHMIT

OO3UPOBaHHA(II0 OXHOPOIHOCTH

cozep:xkuMoro) (BDXKX)

Pactsopennue (o YO)

Cpeanne (%)

MunnmansHoe (%)

Makcumansroe (%)

NNOCTOPOHHUME IMPUMECH

(Yomacc/macc)(BDXKX)

- Ketoponaxk-1-rugpokcuananor

(Ph.Eur.Ilpumecn A)

- Keroponak-1-ketoananor
(Ph.Eur.ITpumecn B)

- JIrobas apyras

HeHH}IETHq)HHHpOBBHHaﬂ

NIpHMECH

- Cymma npumeceii

MHKPOBHOJIIOTHYECKAS

YUCTOTA

Obmwee YHCI0 KH3HECTOCOGHBIX

aspobos

AspobHble GakTepun

['pubnr

-E.coli(na 1r1)

KonnyecTBeHHOE ompenenenne

Kasxnas mokpeitas obomoukoit

TabneTka

COZIEPHKHT:

Keroponaka Tpometamuna

Ph.Eur.

Prok:
Howmep oTtuera

189
01 mun. 09cek.

CooteerctByer TpeGosanmam Ph.Eur.
(IlpueMouHoe 3Havenns = 1.3)

99%

97%

100%

He obuapyxeno

0.0239

Hmxe nomyctumoro npezena

Hwxe gomycrumoro npenena

05
<10
OTcyTcTBYIOT

9,74mr
(97.4%)

Poccus
PB1118/04538

IIpMeyanue: cepHa «COOTBETCTBYET» BBINIEYKA3AHHBIM cneuHuKanuam

3aKTIOUeHHE: «YTBEPKIACHO»
Ilonrororneno
29/11/2018

IMporepeno
29/11/2018

AaHHbIH T0KYMEHT HOINKCAH ¢ NOMOLIBIO 3IEKTPOHHOH MOANMCH

185 +/-9
He Gonee 30

CooteercTBYeT TpeboBaHHAM
Ph.Eur.

He menee 75 % keTtoponaka
TPOMETAMHHA OT 3aABICHHOTO
KOJTHYECTBA PACTBOPACTCS

B Te4eHHe 45 MUHYT

He Oonee 0.2

He Gonee 0.5

He Oonee 0.7

He Gormee 1.5

He Gomee 1000
He Gonee 100
JIOJIKHBI OTCYTCTBOBATE

9.00-11.00 mr
(90.0% - 110.0%))

Vs

/
i

)

Ozodpeno
30/11/2018



