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Sapecucmpuposano : Mexcpationnas uncnerigus bedeparsnoit naioeosot cvocio No 46 no 2. Mockee OFPH
037746834420 am (4.05.2005

Aopec: 127994, ;
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Hosepennocme: No 90 om 12.07.20182.
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nomwspaenossie (1), odeprcu us iwienownozo vamepuara (1), nausu kapmaoiivie, pee No IT NOI1666/01 om

| 07.06.2010 (dama savens 10.05.2017) g

wioano 10k Gapsaceiomusai Jadopamopus (Omdeaenye duprtor

Lhic. B Keaurane sn0 @apyacviomuxane Himd), cepust HX8449, napmun 37603 ynaxoeox, 200en do 31.07.202 I,
rpouseoocmea Kok Gapriacsiomura Hadopaniopus (Omoerenue rupnst floie. B Kemuraac w0

Dapuacsiomuraic Jma), Hious, Unique F

"harmaceutical Laboratories ¢ A Division of J.B. Chemicals &

Pharmaceuticals Lid ), Plot No. 304-308, G.ID.C. Industrial Area, Panoli: 394 116, Gujarar State, India, oo
OKIA2 21.20.10.190, koo TH B2 3004900002, kowmpaxin Ne UPL/OOO/05-2017 om 30.11.2017, uncoic No
GOOI7945 om 08.10.2018
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LI NOLI666/01-10051 7

JAEKTAPALIMS IIPUHSITA HA OCHOBAHUH

npomaros ucnsimanuic No 305573 om 28.11.2018

1 QOO "Koumpousno-anwmuseckas aatopanmo S
/Y I

PAPMAHAJHIZ", amimeemam axspedumayun POCC RU.0001.21DM] 2, Cepmuchuram POCC
INOMIL.C77309 o 29.11,.2018
JAATA TIPHHSITHS AEKJIAPALIMY 30.71.2078
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BEAEHHSI O PETUCTPALIUA

OPTAH 1O CEPTHOUKALMH, 3APEI'HCTPHPOBABIL Il JAEKJIAPALIHIO .
RARULIDPMI OPIAH 11O CEPTHDHKALHI [TPOIVKIHIT OBUECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "DOPMAT KAYECTBA" adpec opeanuzayun © 109428, 2. Mocksa, 1-siit Basoscruii
npoesd, 0. 3, cmp. 1, adpec opeana no cepmugpuraun: 127282, o Mockea, yu. Yepusieekan, 0. 2, cmp. 7
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKA T JABOPATOPH3
(A division of «J, B. Chemicals & Pharmaceuticals Lid.w)

(Oraenenme Gupupr «/Tk. B. Kemykane 3 Dapmackioturanc My}
Bop:s, MynGaii 400 030, Hizma - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJI3A
QUALITY CONTROL DEPARTMENT
OTIEN KOHTPOIS KAYECTBA

NAME OF THE PRODUCT METROGYL" 100 ml bottle BATCHN:  11X8449

’ (Solution for intravenous injection 5 mo/ ) e
HAMMEHOBAHHE ph 0] SHE/m
TIPE[IAPATA METPOTHJI™ 100 s daakon

(pacTrop A% BHYTpHBEeNHOrO BBeACHIY 5 Mr/mu)
MANUFACTURED: 0872018 REPORT Mo 17FP18002327
MPOH3BEJEHO: OTYET Mo
VALID TO: 07/2021 DATE 10/09/2018
FOJIEH J10: HATA
TESTS RESULTS STANDARDS
INOKA3ATEJIH PE3YJILTATDI CTAHJIAPTBI

Description

Onucaune

Comply with requirements

Cootserctayer TpeGosannam

CBETNIO-KENTOro UBeTa

A clear colourless to pale yellow solution

[pospaunsiii pactsop ot Gecupernoro a0

Identification
HNoanuunocTs
A. Metronidazole

A. Metpounaazon

B. Sodium

b. Harpuit

C. Chlorides

C. Xnopuas

Keeps requirements

Buiaepupaer tpeGosanms

Keeps requirements

Boigepxnsaer tpeGosanns

Keeps requirements

Briaepsusaer tpeGoanis

The retention time of the major peak in the
chromatogram of the sample solution
should correspond to peak of
metronidazole in the chromatogram of the
standard solution

Bpems yaepmusanus ocnosHoro nika na
XpOMATOTPAMME  HCHILITYEMOrG  Pacthopa
JOAKHO COOTECTCTBORATL BPEeMeHH
YACPAHBAHNA TIHKZ METPOHMIA101a Ha
XPOMETOTPAMME CTAHIAPTHOIO PACTBOpA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OObpasoBanue IUIOTHOTO Ocaika Genoro
uBeTa [ Kanua MHPOAHTHMOHATA
PacTBOpOM.

Formation of white curd-like precipitate
with solution of silver nitrate,
Obpasosare  Genoro  TsopowscToro
Ocajika ¢ pacTBOPOM cepelpa HiTpaTa.

Extractable Volume 102.83 ml Nat less than nominal (100 ml)
Hapnekaemsiit o6uem 102,83 mn He venee nomunansroro (100 M)
pH 59 4,5-7.0

pH 45-70

Sterility Sterile The solution shall be sterile
CrepuabHocTs Crepuabusiit PacTteop noswken Guits crepuiinibiv

Bacterial Endotoxins

Eﬂk’TEpHaﬂthlC IHAOTOKCHHBI

Less than 0.35 EU per 1 mg

Menee 0,35 ED na | mr

Not more than 0.35 EU per 1 mg of
metronidazole
He Gosee 0,35 ED na | mr Metponiiasona

Anomalous toxicity
AHOMANLHAA TOKCHIHOCTh

Non-toxic
Hetoxcuumii

The solution should be non-toxic
Pactsop nomwen 6o HeTOKCHY HbiM
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK @APMACBIOTHRKAJL JJABOPATOPH3
(A division of «). B. Chemicals & Pharmaceuticals Lid.»)
(Oraenenue gupsnt « k. b. Kesxanc ana Gapmacsioruxance i y)
Bopau, Mymbait 400 030, Hrass - Worli. Mumbai 400 030, [ndia

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAE] KOHTPOIA KAYECTBA

METROGYL" 100 ml bottle

BATCH N [IX8449
A 5 HEE CEPHS No
HAMMEHOBAHME (Solution for mjt‘ravmmus injection § mg/ml)
MPEMAPATA METPOTI'HJI™ 100 s ¢arakon
(pacTpop A8 BHYTPHBEHHOTO BBEAEHUN 5 MI/M1)
MANUFACTURED: 08/2018 REPORT Mo 17FP18002327
[TPOU3ZBEAEHO: OTYET Ne
VALID TO: 07/2021 DATE 10/09/2018
TFOJIEH JIO: JATA
TESTS RESULTS STANDARDS
THOKA3ATEJIH PEIYILTAThHI CTAHIAPTBI
Particulate Matter
MexaHnueckue BRIIOYEHNS
Visible Absent Particulate contamination should be absent
by visual inspection
Buansmie Oreyterayror Mexanuueckne  BKUOWEHMH  OJGKHLI
OTCYTCTBOBATE [IPH BU3YATLHOM KOHTpOsE
Invisible

H CBHIHMBIC

Particles 2 10 ym:
7 per container
Particles = 25 pm:
0 per container
Hactuibl 2 10 Mikpos:

Particles 2 10 microns-not more than 6000
per container.
Particles = 235 microns-not more than 600
per container.

Yactuupl 2 10 mukpou-tie Goaee 6000

7/ aakon /hnakon
HacTHuel = 25 MUKPOH: HactHust = 235 mukpoH-#e Gonee 600
0/ dnakon {paaxkon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY
LiseTHocTh He npesuiwaet stanon GYs OKpacka pacTeopa He J0/KHA MPEBLILATS
atanod GYs
Clarity Keeps requirements The solution should be clear or the

[IpospaynocTs

Brizepwusaer TpeGopanus

opalescence of the solution should not
exceed the opalescence of reference
suspension 1.

Pacteop aomkeH GbITh NPOIPATHLIM HAH
OnaNCCUCHIUMA PACTBOPA HE T0AHA
NPEBLILATE ONANECHE HUMK dTat0Ha |

Related impurities

PosacTeenunie npumecH

0.03 %

0.04 %

0.07 %

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities — NMT 1.0 %
Poscrsernas npumect A THHUIA300a — He
Gonee 0,15 %

Jwobas  apyras  HeHACHTH(HUMPOBAHHAS
npitveck — He Gonee 0,15 %

Cymma npumecedt - ne Gosnee 1,0 %

Nitrites Does not exceed The optical density of the test solution at a
wavelength of 524 nm shall not exceed
that of the standard solution.

Hurpurs He npespimaer OnTuueckas  MAOTHOCTS

HCTIBITYEMOTQ
pacTBopa npu JUtHHe BOAHBI 524 HM He
A0 TKHA IlpCin[LLl(iTh 0]]1‘!5‘43&'!(}"?()
TIOTHOCTS CTAR/IAPTHOIO PACTBOPEL.
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NAME OF THE PRODUCT

HAHMEHOBAHMLE
[TPENAPATA

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK @APMACBLIOTHKAT JJABOPATOPIH]
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Oraeaenue Gupmut « /L. b. Kempxane Qapuactioruraie Jray)

Bopau, Myméait 400 030, Huaus - Worli,

Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEJ KOHTPOJIA KAYECTBA

METROGYL® 100 ml bottle
(Solution for intravenous injection
METPOTHIT® 100 s daaron

BATCH N 1IX8449
5 mg/ml) CEPHA Mo

(PAcTBOP 217 BUYTPHBEHHONO BBEACHHA 5 MI/M)

MANUFACTURED: 08/2018 REPORT N 17FP18002327
NTPOU3BEIEHO: OTYET Mo
VALID 10 07/2021 DATE 10/09/2018
FOJEH 1O JIATA
TESTS RESULTS STANDARDS
HOKA3ATEJIH PE3YJILTAThI CTAH/IAPTbI

Assay of Metronidazole

Mertponuzazona

Konuwiecrsennoe CoaepmaHue

100.7% ie. 5.03 mg/mi

100,7 % t1.e. 5,03 mr/mn

90.0 - 110.0 % of the label claim , i.e. 4.5 -
5.5 mg/ml

90,0 - 110,0 % or HoMuHAILIIOTO
colepkanug, 1.¢. 4,5 - 5.5 Mriamg

Assay of Sodium chioride

Harpus xnopiaa

KOJ’IH‘!CCTBCHHO&: CoAepAKaHHe

100.0 % i.e. 7.896 mg/ml

100.0 % 1. 7,896 Mrima

95.0 - 105.0 % of the label claim, i.e. 7.505
— 8.295 mg/ml

95,0 - 105,0 % or HoMHBAALHOTQ
conepwanud, T.¢. 7,505 — 8,295 mr/ma

The above sample complies w

BL]MB}'K&}EHE{HE 06[}3301{ COOTBETCTBYCT YCTAHOBIE HHBIM CTadjapraM Kavecrsa
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ith the prescribed standards of quality

o

QUALITY CONTROL MANAGER
MEHEIKEP IO KOHTPOJIHO KAYECTBA




