AEKJIAPAIIUS O COOTBETCTBHHU

AERKJAPAHT, HPMHUMA IO HA JEKJAPALIHIO O COOTBETCTBUY

AQ "PAHBAKCH”

Japecucmpuposaio : Meoxcpaiounas uncnexyun MHC Poccuu No 46 na o, Mockee OFPH 1047796353846 om
[ 20.05.2004
|| Adpec: 129223, o Mockea, Hpocnexin Mupa, 0. 119, cmp. 337:2. Teredhon: 8¢495)234-51-70.
| B auye: Tenepaivini auipermop A Bauee
- Aveepeinoe numo: Psdosa B.IO., gosepennocims 60 om 09.01 2018 2

SAABJAET, HTO
aerapemeennoe cpedcmen. udpan madnemsn noxpaipse mienosnon oborourod 500 w2 10 ., VRAROBKH E
Avetrosie konnyprsie (1), kopotru kapmonnste, PY No [T NOI4412/02 om 19.12.2008 (dama nepeoopuIeiug | |

A307.2016), cepust 29185323, napnnesi 36912 ynarosor. 200en do 01.11.2020, npowssoocnesa Ca

| @apyaceiomnan Hroacmpys Jdmo., Hiows, Sin Pharmaceutical Industries Lid., Village Gangwwala, Paonta
- Sahib, District Sirmouwr - 173023, Himachal Pradesh. India, x00 OKIH[2 21.20.10.191, ko0 TH B3]
3004900002, wonmparm Ne SUNZAO2015 om 03.05.2015, unsotic Ne 000006441 ony i4.12.2017

COOTBETCTBYET TPEBOBAHHSIM

VO HAA2-1382-02 wsar, Ne [-7

 AERJIAPALTHMA NPHHATA HA OCHOBAHHHK !
- apomoron uensimanui Ne 330 p om 01.02.2018 HA QOO HI] "PAPMOEOPOHA" ammecnian GREPCOUmanui | |

- POCC RUGOOL 21 D46, Cepmudburam POCC IN.DMOS.CO6206 om G1.02.2018

| JIATA [IPHHSITUSI JIEKIAPALIAH 07.02.2015
KIAAPALSAEACTBUTEIBHA JIO 01.17.2020
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CBEJEHUS O PETHCTPALIUU

. OPrAH IO CEPTHOUKALHH, 3APEFHCTPHPORBARBHIN AEKJAPALIMIO
RARU.NDOMOS OPTAH 11O CEPTHGHKALIMH HPOAYKLIHH OBHIECTBO C OF PATIHYEHHOE
OTBETCTBEHHOCTHIO "OKPYKHOH LEHTP KOHTPOIS KAYECTRA"

- adpec opeanuzayun: 1153280, o Mocksa, ya. Macmeprosa, 0. 4, 3. 3, now. [ ko, |, dopec opedind no
L cepmucpurau: 113280, & Mocksa, ya. Macmeprosa, 0. 4, 5. men. (495)788-02-88. sed-caiun: DUKK, P

AEKJIAPALIHSA O COOTBETCTBHHU 3APETHCTPHPOBAHA A POCC IN.OMOS. {90666
JATA PETHC TPALIAN 07.02.201%
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IIpenapar:
USP)

Homep naptim: 2918323
Jlata u3roToBIeHUA: 112017
TozeH 10: 11/2020
Homep crietmdkanmu: FS003943-5

TECT
OINMCAHHE
MAEHTHUDHUKALM A
AIlo BOXKX
b.ITo TCX

Cpenuss macca (Mr)

OIHOPOIHOCTE MACCHI
OHOPOAHOCTE €IMHHLL 103HPOBAHUS
(1Mo MeTo1y BapLHPOBAHHUS MacChl)
PacnamaemocTts (MHH.)

(B BOZIHOH cpeje mpH t=37=2°C)
[TnoTHOCTB

IMoTeps npu BRICYIUHBAHUI
(Yomacc/macce) (1,0r/105°C/3 u.)
Pacteopenue (mo Y@)

ConyTeTRYIOIIHE PUMECH
(%omacc/mace) (mo BOKX)
-aHasIor UUNPOQUIOKCALMHITHIIEH
JHaMHHa

-mo0as Apyras HHAMBHIyalbHAas
IPUMECH

-Bcero npumecei (0e3 ananora
HAPOdIOKCAIIHHATHIICHIHAMHHA)
MukpoOunonoruyeckas UucToTa
-Aerobic Microbial

-Combined yeast

Escherichia coli

Salmonella species

Pseudomonas aeruginosa
Staphylococcus aureus
Enterobacteria (KOE/T)
KonndecteenHoe onpeaenenue (1o
B3XKX)

Kasknas nokpeitas 06on0ukoi
TadIeTKa COEPIKHUT:
LHUIPOQIOKCAIIHH THAPOXIOPH
USP, 3xkBuBajIieHTHEIE
unnpodaokcannny (C;HgFN;05)

Can ®apmacerotuxa Unaacrpus JIta
Pharma Manufacturing. Vill. Ganguwala, Paonta Sahib. Dist. Sirmour. India.

CEPTUH®PUKAT KAYECTBA

Hudpan tadaerkn 500 Mr ( uunpoduiokcannmna rad.

HABJKJAEHUS
benere, kpyrable TabneTKH, MOKPBITHIE
000/104KOi, CO CKOIIECHHBIMH KPasMIl, ¢
BuirpasuporanueiM «CFT» Ha oanoii
cropoke u «500» Ha ApyToii cCTOpOHE H
pombamMi ¢ 00eHX CTOPOH.

Bpems# yaepikiBaHusS OCHOBHOTO TIHKA,
TIOJIYY4EHHOTO /1714 B3ATOTO 00pasiia,
COOTBECTCTBYCT BPCMCHH YACpKHBAHHUA
OCHOBHOTO IMHKA, [10JIy4YEHHOI0 JUis
CTaHIapTHOTO pPacTBopa.

3HayeHHe Ry M MHTEHCHBHOCTH OCHOBHOTO
TIATHA, TIONTYUYCHHbBIC [UIs B3STOTO 00pasia
COOTBETCTBYHOT 3HAUCHHAM, NMONYYCHHBIM
A7 CTAaHIAPTHOTO PacTBOpA.

762

-1.0%, +1.5%

-2.7% -0.2%, RSD=0.8% AV=1.9 (n=10)

07 mun 11 cek
4.6-4,7
3.8

95%-101%, cpexnee =98%

Huske npeaena
Huzxe npenena

Huxe npeaena

<50
<10
OTCYTCTBYIOT
OT1cyTCTRYIOT
OTCcyTCTBYIOT
OTcyTeTBYIOT
<10

491.7 mr
(98.3%)

IIpumeuanne: 1annas cepus COOTBETCTRYET CelHUKALMH.

[loarorosneHo
Hapennep CuHrx
28/11/2017
JHara: 29/11/2017

[TpocMoTpeno

Bumay Cunrx
28/11/2017

Pasmep naptau: 600000
Konrponsnas maptia 30001669726

Hata ordopa obpasnos: 21/11/2017

CIHHEHUDUKALIHUA
Benele 10 moutH Oesbix, KpyTIILIE,
TabJIeTKH, IOKPBITHIC 0G0I04KOI, CO
CKOIICHHBIMH KpasaMH, C
BeIrpaBHpoBaHHbIM «CFT» Ha onHoil
cropone 1 «500» Ha ApyToii cTOpOHE U
pombamu ¢ 00eHX CTOPOH.

Bpems yaepxHBaHHA OCHOBHOTO ITHKA,
MOJYHYEHHOTO /I B3ATOro odpasia,
COOTBCTCTB}’CT BPEMECHH yﬂﬁp}KHBaHHH
OCHOBHOI'0 NHKA, NOJY4SHHOT0 115
CTaHIapTHOTO pacTBOpa.

3HaueHue Ry 1 HHTEHCHBHOCTH OCHOBHOTO
MATHA, TIONYYCHHBIC 1714 B3ATOIO 06}3’:131[3
COOTBGTCTB}’}OT 3HAYCHHAM, TIOHY‘{CHHBIM
7L CTAHAAaPTHOTO PacTBOpA.

750 - 780

=5% cpenneit Maccel

+ 7.5 % OT 3a9BICHHOTO HA 3THKETKE
(RSD ne Goxee 4.0 %)

He 6onee 20

01 4.5-4,9
He 6onee 6.0

He menee 80% (Q) oT 3asBiaeHHOro Ha
3THKETKE KOJIHYECTBA UHNPOIOKcaIina
(C7HsFN;05) pacteopsaercs 3a 30 MHHYT

He Gonee 0.3
He Somee 0.2

He 6onee 0.5

He 6oaee 1000

He Gomnee 100

Jo/KHBI OTCYTCTBOBATE
JomKHBL OTCYTCTBOBATE
JlonxHbl OTCYTCTBOBATE

JomxHE! OTCYTCTBOBATE
He domee 100

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

STP NeFT001839-4.0

OxoOpeHo
LIapu6 Xycceiin
29/11/2017



