JEKJAPALIUA O COOTBETCTBUM

- JEKJAPAHT. DPHHUMAIOWHN JIE KAAPAIMIO O COOTBETCTBHH

AC "PAHBAKCH"
Coedenus o peeucmpayuy opeaiicsayie Mesicpaiionnan uncneryus Pedepainiolt niiorosoi cnonter No 46 no
e Mocwee 01.01.2008, OFPH 1047796353846, oama npuceoérua OFPH 2003, 2004,
Adpec: 107023, o. Mocikaa, yr. Duexmpozasoockar, 0. 27, cmp. 8. nose. 1471, Texeghon: 8 (495) 234-31-70.,
B onape: Fenepoonsiic Oupermop A. Barues
Aocepennoe uo: PsGoea BIO., dosepennocmes 6/n om G9.07 20152,

SAHABJSET, YTO

ACRUPCIMSCHAOE CPEOCING: KeRano6, mad ek noxpuimsie naenoynol oboiouson 10 e 10w, ynaroeri

| sueiRosue rounivpbte (2. nauri wapmonnsie, Y No [I NOI2IT00] om 02.06.2011 (Oama sanenst

L 16.08.2016) emdano CK. Tepanmua C.A., cepun 2993268, napmus 67860 ynaxosox. coden oo 01.07.2021, 3
- npouzeodcimsa Can DPapyaesiomuran Huoacmpus Jhno., Huous, Sun Pharmacewtical Industries Lid.. Industrial |

o drea No. 3, A.B. Road, Dewas - 433 001, Madhya Pradesh, India, koo OKILI2 21.20.70.221, koo TH B/

3004900002, wommparit No VTER-RAN20N0/L om 01.07 2010, wneoie No 13804041 om 31.10.2018

- COOTBETCTBYET TPEBOBAHHSIM
INOI2ZIT001-130913 wza, Ne [-3
AEKJAPALIHA TIPHHATA HA OCHOBAHHK
APOIROKO UCHstictull Ne 3436p om 10122018 HAF QOO HIL "OAPMOEOPOHA", ammecnian
aripedumatun POCC RU0001.21 D0, Cepmuchusam POCC IN. QMOS8 C29483 om 10.12.2018

 JIATA TIPHHSITHS JIEKTAPATTHH 10.12.2015
- JIEKJAPAIMSI TEMCTBATEJIBHA JIO 0/.07.2021
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Ko S PaBosa BdO. |
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CBEJEHHUSA O PETUCTPAIIUU

OPI'AH MO CEPTUOHKAIMH, 3APETHCTPHPOBABIUMI JEKJIAPAIIM IO

RARUNIDMOS OPUAH 11O CEPTHRHKALZH HPOJAYKHHA OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH LEHTP KOHTPOIHA KAYECTBA",

aopec opeanuzayuu; 113280, 2. Mockea, ya. Macmepioea, o. 4. am. 3, nov. I kov. 1. aopec opeana no
cepmudburayun: 1153280, POCCHAH, copoo Mocksa, yi. Macmeprosa, 0. 4. sm. 5., men. (495)788-02-58. 6ei-
cainn; ORRK. P,

JAERKJAPALUNSA O COOTBETCTBHH 3APETHCTPHPOBAHA A2 POCC RU J-IN.OMO8.A.09673/18
JATA PEPRCTPALIMM /0.12.2018
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Caun ®apmacsioruran Hunacrpus JITI

Industrial Area No 3
Dewas 455001, India

CEPTUO®PUKAT KAYECTBA

[Ipenapart:

Jara msrotonenus: 07/2018
Cpok roqroctn: 07/2021
Crepdurarms Ne: FS009084/8.0

Keranos Tadaerku 10 mr
(KeropoJ/iaka TpoMeTaMuH TadJ1eTKu)

Homep nmaprtun: 2993268

Pazmep naptin: 1400 000 tabnerok

Koutponsnag nmaprus ;30001732212
Jlara otbopa ofpazuos: 30/07/2018

TECTBI

PE3VJILTATEI

CIHELIMDHKATIMA

Omncanue

Wuentnduramma(BOKX)

Cpeanss macca(mr)

Pacra1acMoCTh(MHH)

(Mcnonw3oBaH#e BOIBI MPH

temnepatype 37+/-2°C)

OaHOPOIHOCTE €AHHHIL

J03HPOBAHUA(TIO OJIHOPOIHOCTH

comepskumoro) (B2XKX)

PactBopenue (no Y@)

Cpexnne (%)

MunumansHoe (%)

Makcumansnoe (%)

MNOCTOPOHHHME [IPUMECH

(Yemacc/macc)(BDXKX)

- Keroponak-1-ruapokcnananor

(Ph.Eur.ITpmvecu A)

- Ketoponak-1-ketoanasor
(Ph.Eur.Ilpumecn B)

- Jlwobas npyras

HeMHACTH()HLHPOBAHHAA

mpuMech

- Cymma npumeceii

MUKPOBUOJIOITMYECKAA

YUCTOTA

O0mee Yo KU3HECTIOCOOHBIX

a’poboB

AnpobHble bakTepun

I'pudst

-E.coli(malr)

KonngecTreHHOE ONpeieIeHHe

Kaxmas nmokpuitas 000104K0H

TabneTka

COJIEPKHT:

KeToponaka TpoMeTaMMHa

Ph.Eur.

PrIHok:
Howmep otuera

[MoyTH OembIe, KPYIIIBIE
NBOAKOBBITIYKIIbIC Ta0JICTKH,
MOKPHITEIC TICHOYHOIT 0007104K0iT ¢
prirpaBnpoBaHHeM ‘KVT’ Ha oanoii
CTOpOHE.

CooTBeTcTBYeT TpeOOBAHHAM

187

02 mun. 07 cex.

CootgetctByer TpeboBanusM Ph.Eur.

(IIpuemoynoe 3nauenns = 0,1)

101%
100%
101%
He oGnapyxeHo

0,0202

Hizke momycTHMOTO npeaena

Hixe JOTYCTHMOTO Tipeaena

<10
<10
OTCYTCTRYIOT

9,99 mr
(99,9%)

Poccus
PB0O718/03008

[IpuMeyaHne: cepus «COOTBETCTBYET» BBIIIEYKA3aHHBIM CIICUHPUKALHAM

3aK/IIOYEHHE: «YTBEPKACHO»
IToarorosneHo
06/08/2018

[IpoBepeno
06/08/2018

JlaHHBI JOKYMEHT IMONHCAH ¢ MOMOLUBIO YICKTPOHHOH MONHCH

Benple UM MOYTH OesIble, KPYTIIbIC
JBOSIKOBBINYK/IbIC TA0JIETKH,
MOKPBITBIC TIEHOYHOIH 000I0UKOI ¢
BeIrpaBHpoBaHHeM ‘KVT’ Ha
OJIHOH CTOPOHE.

CootBeTcTBYeT TpeOOBaHHAM
185 +/-9

He Gomnee 30

CootsercTByeT TpedoBaHHAM
Ph.Eur.

He menee 75 % keToponaka
TPOMETAMHHA OT 3aABJICHHOTO
KOJIMYECTBA PACTBOPACTCA

B Te4eHHe 45 MUHYT

ne Oonee 0.2

He Gonee 0.5

He Gonee 0.7

He Gonee 1.5

He Oonee 1000

ue Gonee 100
JOJIKHBI OTCYTCTBOBATH

9.00-11.00 mr
(90.0% - 110.0%)

Onobpeno
07/08/2018



