AEKJIAPALIAS O COOTBETCTBHUU

JERAAPAHT, HPHHHEMAIOUIMA IEKJIAPAIIHIO O COOTBETCTBUU
AQ "PAHEAKRCH"

Ceeoenus o peaucmpayun opeanusayun: Mescpaionnas wenexyun Gedeparsnoi natvevsoir cavaicim Ne 46 no ||
2 Mockee 01012008, OFPH 1047796353846, oama npuceoenus OFPH 20.03.2004.

Aopec: 107023, 2 Mockea, ya. Dsexmpozasodesas, 0. 27, cmp. 8, now. 1471, Texepon: 8 (4935) 234-31-71)
8 e Penepuipisi Oupesmop A Banws ;

Hosepenrioe auno: Padosa B.1O., cosepernocin 6/ om 090120152

JASBJISIET, UTO
| AeRapenisenioe cpeocmico. Kemanos, madiemsu noxpeinbie menounai odorourot 10 v 10 uon., yarossu
- wwelwogeie konnypisie (10), nascu kapmioninie, PY No [ NOI2T70:01 om 02.06.2011 (dama sasens:
L 16.08.2016) evioano C.K. Tepams C.A., copus 3963781, mapriust 13616 yaukosor, coden Oo 01082021,

- Aapouseudcmea Can Papvaceiomuras Huoacmpus Jmo.. Huous, Sun Pharmaceutical Industries Lid.. Indusirial
- drea No. 3, A.B. Road, Dewas - 455 001, Madhya Pradesh, India, koo OKIII2 21.20.10.221. koo TH B 2
- J0049000062, ronmparm Ne VTER-RAN2010/1 om 01.07.2010, uneoiic No 13804044 om 31.10.2018

. COOTBETCTBYET TPEBOBAHUSAM

IINOIZITOA01-130913 uzn, No 1-5
AEKVIAPALIHA TTPHMHSITA HA OCHOBAHHH
npomoret ucnviianuit Ne 35385p om 17122018 W1 OO0 HI "®APMOBOPOHA", ammecman
arrpecumaiui POCC RU0061. 21P/0, Cepmughuxam POCC IN.OMOS.C30154 om 17.12.2018
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CBEJEHNS O PETUCTPALIMU

OPTAH 1O CEPTHOHKALIMY, 3APEIHCTPUPOBABLLI MIA JEKJAPALIMIO
 RARUNIDMOS OPIAH O CEPTHOHKALIIHHN 1T1PO] VKL OBHIECTBO C OPAHIYEHHON
OTBETCTBEHHOCTBIO "OKPYKHOI HTEHTP KOHTPOIH KAYECTBA" .
aopee opeanuzayun: 113280, o Mocrsa, v Macmeprosa, 0. 4, sm. 3 nos. 1 owos. 1. aopec opedng o
cepmucpurayun: 113280, POCCHA, 20pod Mockea, ya. Mac meprosa, d. 4, un. 5., med. (493)788-02-58, sep-

Cadin. ayric. p.
QOTBETCTBUH IAPETHCTPHPOBAHA N POCC RU J-IN.®MUS.A. 14575/18
17.12.2018

WA Hunenso UG,

TIOIHCH Pyrosoaurrens OC




Caun ®apmacsoruxkan Uuxacrpus JIT/]

Industrial Area No 3
Dewas 455001, India

CEPTU®PUKAT KAYECTBA

[Ipemapart:

Jara nsrotosaeuus: 08/2018
Cpok roanocT: 08/2021
Crnermmdurars No: FS009084/8.0

Keranos Tadaerxn 10 mr
(Keropoaaka TpoMeTaMuH Tal1eTKH)

Howmep naprin: 3963781

Pasmep naptun: 1400 000 tadaerox

KonrponsHas maptus :30001743859
Iata orGopa obpazuor: 15/09/2018

TECTBI

PE3VYJIbTATBI

CIHEIHNDUKALA

Onucanne

Wnentndurama(BOXKX)

Cpeanss macca(Mr)

PacmamaeMocTh(MUH)

(Mcnonms3oBanne BOABI IPH

Temmnepatype 37+/-2°C)

OHOPOAHOCTD €IHHHII

J03HPOBAHUA(TIO OIHOPOIHOCTH

comepxmmoro) (BOKX)

Pacteopenue (mo Yd)

Cpemnme (%)

MunumaasHoe (%)

Maxkcumannroe (%)

I[MTOCTOPOHHUE IMPUMECH

(Y%omacce/macc)(BDXKX)

- Ketoponak-1-rujpokcuananor

(Ph.Eur.ITpivecu A)

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

- JIroOas npyras

HCHHICTH(HIIPOBAHHAS

MpUMECh

- Cymma npumecei

MHKPOBUOJIOITHYECKAS

YUCTOTA

OOuee Y10 KU3HECTIOCOOHBIX

a’podoB

A3poOHble 0aKTepHH

['puder

-E.coli(nalr)

KonnuecTBeHHOE OMpeIe/ieHHe

Kaxnas moxpsitas 000109KOH

TadneTKa

COJIEPKHT:

Keroponaka TpoMeTaMHHa

Ph.Eur.

PriHOK:
Howmep otuera

[Touty Oenble, KPYTIIBIE
JABOAKOBEBIITYKIIBIC Ta6HETKH,
NOKPBITHIE TICHOYHOTT 000/1049K0IT ¢
BeITpaBupoBanHeM ‘KVT’ Ha oaHoilt
CTOPOHE.

CooTBeTcTBYET TpeOOBAHMAM

187

02 mun. 40 cek.

Cootsercteyer TpebGoBanuam Ph.Eur.

(TIpuemounoe 3Ha4deHus = 2,6)

104%

104%

104%

He oGHapy:xeHo
0.05

0.07

0.12

<10
<10
OTCyTCTBYIOT

9,89Mr
(98.9%)

Poccus
PB0918/03655

IIpHMeyanne: cepus «COOTBETCTBYET» BEHINIEYKA3aHHBIM CHIENHHKAIHAM

3aKIIoUEHHE: «YTBEPAKIACHO»
IToarorosneHo
24/09/2018

IIposepeno
24/09/2018

lIaHHblﬁ JOKYMEHT IMOAIHCAH ¢ NOMOUIbLIO 3»’]81{Tp0HIlOﬁ IOJIHNCH

benble nnu noyutH Oenble, KPyTabie
JIBOSIKOBBINYKJIBIC TAOICTKH,
TTOKPBITHIE TUIEHOYHOH 000I09KOiT ¢
BeirpaBupoBanubiM ‘KVT? Ha
OJIHOH CTOpPOHE.

CooTBEeTCTBYET TpeOOBAHUAM
185+/-9

He Gonee 30

CooTeercTBYeT TpeOoBaHHAM
Ph.Eur.

He menee 75 % xeTopomnaka
TPOMETAMHHA OT 3asBICHHOTO
KOJIHYECTBA PacTBOpAETCH

B TCYCHHE 45 MHHYT

He Gonee 0.2

ne oonee 0.5

He bonee 0.7
He Gojee 1.5
He Oomee 1000

ne Gosee 100
JIOTKHBI OTCYTCTBOBATh

9.00-11.00 mr
(90.0% - 110.0%)

Onobpeno
24/09/2018 /



