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CBEJAEHMUSI O PETUCTPALIMU

OPI'AH MO CEPTHO®HKAUMN, 3APErMCTPHPOBABIL HH JEKAAPAIIHIO

B RARUMNIBMOS OPIAH 11O CEPTHGHICALH HTPOAVEK, HHI OBLECTBO C OFPAHHYEHHOIT

OIBETCTBERHOCTBIO "OKPYIKHOIT HEHTP KOHTPOJIS KAYECTA",

aopec opeanusaun. 113280, 2 Mocred, yir. Macmeprooa, 0. 4. am. 5, nov, 1 wose 1. aopec opaana 1o
cepmugpsanu: 115280, POCCHH. copoo Mocrea, 1. Macmeproea, 0. 4, 2. 3. mer :493)788-02-88. 60G-
Caitni ouRR.poh.
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Can ®apyacsioTuras Hnaacrpus JIT/

Industrial Area No 3
Dewas 455001, India
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CEPTH®PHKAT KAYECTBA

[Mpenapart:

Hata n3rotosaeuuns: 09/2018
Cpok roznoctu: 09/2021
Creundpurauns Ne: FS009084/8.0

Keranog tadiersu 10 mr
(Keroponaka Tpomeramunl Tabieriu)

Howmep naprun: 3964608
Pasmep naptun: 1400 000 taénerok

KonrponsHaa naptus :30001749985
Hara otGopa obpasuos: 06/10/2018
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Onucanue Tlouti Gennte, kpyriasie Bensie win nourn Gexsle, kpyrmsie
JBOAKOBBINYK/blE TaDNIETKH, JBOAKOBBINYKITblE TabNeTKH,
NOKPBITEIE NIEHOYHOI 00omouKoii ¢ MOKPBITHIC MTEHO4HOIT 060104k 0 ¢
BEITpaBHpoBaHHbIM ‘KV T’ Ha ogHoii BhIrpaBHpOBaHHBIM ‘KVT* Ha
CTOPOHE. OJHOM CTOpPOHE.

Huentuduxawma(B3XX) CooTBeTCTBYET TpeBOBAHIAM CooTsetcTByer TpebosaHMAM

Cpeansa Macea(Mr) 187 185 +/-9

PacnataeMocTs(MHH) 02 Mun. 11 cek. He Gonee 30

(Mcnonw3opaniie Boabt npi

TeMnepatype 37+/-2°C)

QIHOPOAHOCTE €NHHIIL

N03HPOBAHHA(II0 OXHOPOIHOCTH

coaep:kumoro) (BIXKX)

PacTBopenue (no Yo)

Cpeane (%)

MuuumansHoe (%)

Makcumansnoe (%)

I[TIOCTOPOHHHE IMPUMECH

{%mace/mace)(BIXKX)

- Ketoponax-1-ruapokcuananor

(Ph.Eur.ITpumecn A)

- Ketoponak-|-keroanamor
(Ph.Eur.ITpumecu B)

- Jtobas apyras

HEHHAeTHPULMPOBAHHAR

NpHMECh

- Cymma npumeceii

MHKPOBHOJIOTMYECKAS

HYUCTOTA

Odwee YHC/I0 KHIHECNIOCOGHBIX

aspobon

AjzpobHble GakTepun

I'pHbw

-E.coli(nalr)

KonmuecteenHoe onpeaenchie

Kaxznaa noxkpuitas oGonouxoii

TabneTka

COJEPIKHT;

Ketoponaka Tpomeramina

Ph.Eur.

PriHok:
Homep otuera

CoorsercTyer TpeGoBaHuanm Ph.Eur.

(TlpuemotHoc 3naveHns = 2,8)

98%

94%

101%

He oGHapyxeno

0,06

Huxe nonyctumoro npenena

0.06

<10
<10
OtcyrerByror

9,67mr
(96,7%)

Poccus
PB1018/03983

TpumeuaHiie: cepia «COOTBETCTBYET» BBILICYKAIAHHBIM CHICLHbHKALHAM

3aKmO4YeHHE: «yTBEPKACHON
IMoaroToeneHo
15/10/2018

ITposepeno
15/10/2018

AaHHBIA XOKYMENT NOANKCAH C [IOMOILBI) JIEKTPOHHOMH NOANKCH

CooTBetcTRyeT TpeGoBaHRAM
Ph.Eur,

He menee 75 % ketoponaka
TPOMCTaMUHA OT 3aSRNEHHOIO
KOMTHYECTBA PAaCTBOPAETCA

B TEUECHHE 45 MUHYT

He Gonee 0.2

He Bbonee 0.5

He Bonee 0.7

He Gonee 1.5

He Oonee 1000

He Gonee 100
AQ/TAKHBI OTCYTCTBOBATH

9.00-11,00 mr
(90.0% - 110.0%)

Oxobpeno
16/10/2018



