NEKJIAPALLUSI O COOTBETCTBUHU
JAEKJIAPAHT, IPHHHUMAIOUW HA AEKJIAPALIMIO O COOTBETCTBHH
AQ "PAHBAKCH”
Japecucinpuposaro : Mescpaiwonnw uncneius MHC Poccuiu Ao d6 no 2. Mocige OFPH 1047796333846 om
- 20.05.2004
- Aopec: 129223, & Mocrsa, Hpocnexm Mupa, 0. 119, cmp. 53772, Teaedhon: 8i495;234-31-70.
B anye: Tenepaioneir dupermop A. Baiscs
| ogepennoe auyo: Padosa BIO., dosepennocmp 61 om 10.01.20172.

| 3ASIBJBSIET, YTO

- aexapemeeniioe ¢pedemso: Lugipar mabiaenku nOKpuimbie mieHouHoN oboaouron 300 se 10w vRaroeki
aveiwocnie konmypisie (1), kopobru kapmonnsie, PY No [T NOI4412/02 om 19.12.2005 {oama nepeoopaienist ||

L 15.07.2016), cepus 2906478, napmus 33280 ynaxesox, coden 00 01.09.2 020, npoussoocmsa Cam

| @apnacviomurar Hnoacmpus Jimo., Ihidua, Sun Pharmaceutical Indusiries Lid., Village Ganguwala, Paonta

Sahib, District Sirmour - 173023, Himachal Pradesh, India, koo OKTI2 21.20.10. 19 woo TH B2

L 3004900002, konmparm Ne SUN/ZAQ/2013 om 03.05.2015. ungoie Ne 7000004825 om 07.11.2017

. COOTBETCTBYET TPEBOBAHHSAM

|| HT 42-1382-02 wan. Ne 1-7

- JIEKJIAPALIMA ITPHHATA HA OCHOBAHHH

npomoxod uchbunaind Ne 3622 p om 21.12.2017 H/1 Q00 HI "PAPMOBOPOHA", ammecnmam
- arxpeoumeniu POCC RU.0001.21@/40, Cepmugpuram POCCIN. GMOS.C0O3874 0m 22.12.2017

AAEACTBUTEIBHA JIO 01.09.2020

i o, ) \ 4 e 9 N
e T N AT S y
PAHBKCH - _
\p jﬁ’é LB F s S Pusosa BO.
F £l ‘55,” o N A
N OeRHIpag . IHACh N0

CBEJEHUWSA O PETUCTPALIMU

OPIraf O CEPTHOHKAILINN, JAPETHCTPHPOBABLINI JEKTAPALIHMIO

RARU.IIOMOS OPIAH T10 CEPTHOHKA LN [TPOAYKLHH OFILECTBO C O PAHITHEHH( )7
OTBETCTBEHHOCTHIO "OKPVKHOH HEHTP KOHTPO/H KAYECTBA",

adpec opeanwzayuu: 105062, Pocews, o Mockea, Qypaiannsist epey10n. 10, 1. adpec opean 1o
cepmupurayuu; 113280, Poccun, 2. Mockea, y1. Macmeprosa. 4, 3, mex, (493)788-02-88, ged-caitm: OuKE. pg.

AEKTAPALUASL O COOTBETCTBHH 3APETHCTPUPOBAHA ¥ POCC IN.@M08. 187309
PHCTPRMMY 22722017
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[lpenapar:
USP)

Homep napTau: 2906478
JlaTa H3TOTOBICHUA! 09/2017
Toqen j10: 09/2020
Homep crietmdrKamm: FS003943-5

TECT
OTTMCAHHE
UAEHTUDOMKALMA
A.TTo BOXKX
b.Ilo TCX

Cpexnsas macca (Mr)

OJHOPOIHOCTB MACCHI

O HOPOIHOCTE CAHHHIL IO3HPOBAHNA
(1Mo MeTo1y BapbHPOBAHHS MACChI)
PacrnagaeMocTh (MHUH.)

(B BOHOIT cpeae npu t=37£2°C)
[TnoTHOCTE

TMoTeps NpH BEICYUIHBAHHA
(Yomace/mace) (1,0r/105°C/3 1.)
Pactsopenie (o Yd)

ConyTCTRYIOLHE TPUMECH
(%omacc/mace) (o BOXKX)
-aHasor IUMPoGIOKCAIMHITHIICH
JAHAMHHA

-mobas apyrad HHIAMBUIYaIbHAs
TIPHMECh

-Bcero npumMeceii (Oe3 aHazora
LHITPO (BIOKCAIIMHATHISHIHAMHHA)
MukpoGHONOrHYECKas YHCTOTA
-Aerobic Microbial

-Combined yeast

Escherichia coli

Salmonella species

Pseudomonas aeruginosa
Staphylococcus aureus
Enterobacteria (KOE/T)
KonuuecTeeHHOE onpeIencHHe (1o
BOXKX)

Kax1as nokpbiTasg 00071049K0H
TabaeTKa COaepPIKHT:
1MTPO(IOKCAIIHH THAPOXIOPH/L
USP, 3KBHBaJICHTHBIE
uHmpodIoKCaAlTHY (Cy7H s FN;O3)

Can ®@apmacsiotuxai Hunacrpus Jlta
Pharma Manufacturing. Vill. Ganguwala, Paonta Sahib, Dist. Sirmour, India.

CEPTUD®OPUKAT KAYECTBA

Luppan tadaerkn 500 mr (unnpodaokcaunia rad.

HABJIIOJAEHUSA
Besible, Kpyrisie Ta0IeTKH, NOKPBITBIC
0007104KOH, CO CKOIIEHHBIMH KpasaMmi, €
BpirpasupoBanisiM «CFT» Ha 01HOI
cTopoHe H «500» Ha ApyTOil CTOPOHE H
pomGamu ¢ 00eHX CTOPOH.

Bpems ycp/KHBAHHA OCHOBHOTO THKA,
TONYUCHHOTO /IS B3ATOTO 00pasia,
COOTBETCTBYET BPEMEHH YACPKHBAHHA
OCHOBHOTO THKA, ITOJIYYEHHOTO U1
CTAHIAPTHOTO PacTBOPA.

3nayenne Ry HHTCHCHBHOCTL OCHOBHOTO
MSTHA, TIONYYEHHBIC UTA B3ATOr0 00pasia
COOTBETCTBYIOT 3HAYECHUAM, MOIYICHHBIM
U1 CTAHJapTHOTO pacTBOpa.

769

-2.4%, +1.4%

-1.0% +1.2%, RSD=0.7% AV=1.7 (n=10)

05 mun 39 cex
4.6-4.6
3.9

95%-102%, cpeaHee =98%

Hwmxe npenena
Hwxke npeaena

Hwxe nipenena

<50
<10
OTCYTCTBYIOT
OTCYTCTBYIOT
OTCYTCTBYIOT
OTCyTCTBYIOT
<10

4992 mr
(99.8%)

TMpumeuanne: JaHHAs CEPHil COOTBETCTBYET cneuHpuKanmun.

[loarorosieHo
Hapenpep CHHTX
02/11/2017

Hata: 07/11/2017

IIpocMOTpPEHO
Kepan Kpnman
06/11/2017

Pasmep napti: 600000
KonTponsnas naptia 30001662899

Jlata oTGopa oGpasuos: 18/10/2017

CNEUUDUKALIA
Besple 10 MOYTH OeIbIX, KPYTILIC,
TabIeTKY, TOKPBIThIC 000104KOil, CO
CKOILIEHHBIMH KpaaMH, C
irpasupoBanueM «CFT» Ha ool
ctopoHe H «500» Ha IpyToll CTOPOHE N
pomOami ¢ 00enX CTOPOH.

BpeMst yaepKHBaHHs OCHOBHOIO IHKA,
[IOTYHeHHOr0 st B3ATOrO 06pasia,
COOTBETCTBYET BPEMCHH Y/IepKHBAHHA
OCHOBHOI'O ITHK4, NOJYYECHHOT0 A7
CTAHAAPTHOTO PAcTEOPA.

3uauenne Ry M MHTEHCHBHOCTE OCHOBHOTO
MATHA, TI0IYYeHHBIE /1 B3ATOr0 00pasia
COOTBETCTBYIOT 3HAUCHUAM, TIOJTYUCHHBIM
U1 CTAHJAPTHOTO PacTBOpa.

750 - 780

+5% cpeaHei Maccel

+ 7.5 % OT 3a4BJICHHOTO Ha ITHKETKE
(RSD He 6omee 4.0 %)

He Gomnee 20

Ot 4,5-4.9
He Gounee 6.0

He menee 80% (Q) 0T 3asBJICHHOTO Ha
3THKETKE KOJHUSCTBA IMTpodIoKcainHa
(C;-H,sFN;03) pacteopsetcs 3a 30 MHHYT

He 6onee 0.3
He Gomnee 0.2

He 6onee 0.5

He Gonee 1000

He Gosnee 100

Jlo/KHBL OTCYTCTBOBATE
JIomKHEBI OTCYTCTBOBATH
J10JI:KHBI OTCYTCTBOBAThH
JlomKHBI OTCYTCTBOBATh
He Gonee 100

475,0 -525,0 mr
(95,0%-105,0%)

STP NeFT001839-4.0
Oznobpeno
[lapub Xycceiin
07/11/2017 .



