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UNIQUE PHARMACEUTICAL LABORATORIES
FOHHK ®APMACBIOTHKAJI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenense Gupmsl «/1x. b. Kemukanc 3na @apmacsiotvkanc Jitan)

Bopan, Mysm6aii 400 030, Hitamns - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT

OTAEJI KOHTPOJIA KAYECTBA

NAME OF THE PRODUCT METROGYL?® 100 ml bottle BATCH N ]X9325
HAUMEHOBAHUE (Solution for intravenous injection § mg/ml) CrprA e
TIPETAPATA METPOTILT® 100 ma daakon
(pacTBOp A% BHYTPHBEHHOI'0 BBeACHHSA 5 MI/m.1)
MANUFACTURED: 07/2019 REPORT N 17FP19002226
IMPOH3BEJIEHO: OTHET Ne
VALID TO: 06/2022 DATE 31/07/2019
FOJLEH J1O: [ATA
TESTS RESULTS IS STANDARDS
[IOKA3ATEJIU PE3YJIbTATBI CTAHJAPTBI

Description

Comply with requirements

A clear colourless to pale yellow solution

OnucaHxe CooTBeTcTBYeT TpeboBaHHAM IMpo3pauHblii pacTBOp OT GecuBeTHOro /10
CBETNO-/KENTOrO LIBETA

[dentification

[ToanuHHOCTE

A. Metronidazole

A. MeTpoHuaason

B. Sodium

B. Hatpuit

C. Chlorides

C. Xnopuasl

Keeps requirements

BhiaepkusaeT TpeOoBaHHSA

Keeps requirements

Boiepskupaet TpeboBaHHA

Keeps requirements

Boinepxusaer TpeboBaHHA

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 ynepxHBAHHA OCHOBHOIO MMKA Ha
XPOMATOrpamMme HCrBITYEMOrC pacTsopa
NOMKHO ~ COOTBETCTBOBATL  BPEMEHH
YAEPKHMBAHHA [MHKA METPOHWIAI0NA HA
XpOMAaTOrpamMme CTaH1apTHOTO pacTsopa.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
Ofpasosanue mioTHOro ocaaka Oenoro
useTa c Kanus NUPOAHTUMOHATE
pacTBOpOM.

Formation of white curd-like precipitate
with solution of silver nitrate.
OGpasoande  Oenoro  TBOPOKHMCTOTO
ocajlka ¢ pacTBopomM cepebpa HuTpaTa

Extractable Volume 103.00 ml Not less than nominal (100 ml)
H3Bnekaemblii 06bemM 103.00 ma He menee nHomunaabHoro (100 ma)
pH 5.9 45-70

pH 45-70

Sterility Sterile The solution shall be sterile
CTepHAbLHOCTD CrepHabHBIH Pacteop nomkeH BbiTh CTEPHABHBIM

Bacterial Endotoxins

bakTepHaibHble IHAOTOKCHHAI

Less than 0.35 EU per 1 mg

Menee 0,35 ED Ha | Mr

Not more than 0.35 EU per | mg of
metronidazole
He bonee 0,35 ED Ha | Mr MeTpoHmniasona

Anomalous toxicity
AHOMaNbHAdA TOKCHYHOCTD

Non-toxic
HeTokcHuHbii

The solution should be non-toxic
PacTBop n0/mKeH GbiTh HETOKCHYHbIM
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
OHHK ®APMACBIOTHKAJT JIABOPATOPHU3
(A division of «J, B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenewue dupmol «Ix. B, Kemukanc sna Qapmacstotukanc Jlian)

Bopau, Mymbaii 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIENl KOHTPOJISI KAYECTBA

METROGYL® 100 ml bottle

BATCH Ne 11X9325
N — (Solution for intravenous injection § mg/ml) G
MPEMAPATA METPOTHJI® 100 ma ¢arakon
MANUFACT (pacTBop A% BHYTPHBEHHOr0 BBEACHHS 5 MI/MJT)
UFACTURED: T Mo
NIFCHSRETEHG, 07/2019 gg{’g? \h 17FP19002226
VALID TO:
TOJIEH J10: isan22 iﬁgi 31/07/2019
TESTS RESULTS STANDARDS
MNOKA3ATEJIH PE3YJILTATHI CTAH/JAPTbI
Particulate Matter
MexaHu4eckue BIIHOYEHUA
Visible Absent Particulate contamination should be absent
by visual inspecticn
Buaumbie OtcyTeTBYIOT Mexanudeckne  BK/IIOMEHHA  JOMKHbI
OTCYTCTBOBAThL NMPH BHIYAJILHOM KOHTpONE
Invisible Particles 2 10 pm: Particles 2 10 microns-not more than 6000
0 per container per container.
Particles = 25 um: Particles = 25 microns-not more than 600
0 per container per container.
Hegummbie YacTuuel 2 10 Mukpos: Yactuubsl 2 10 Mukpon-ve Bonee 6000
0/ dnakon /dnakoH
HacTdtbel =25 MHKPOH: YactHubl 2 25 mukpon-we Oonee 600
0/ dnakon /dnakoH
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GYs
LiseTHOCTD He npesbiwaet atanod GYs Oxpacka pacTBopa He A0JIAHa NPeBbIWaTL
stanon GY, ]
Clarity Keeps requirements The solution should be clear or the
pospauHocTh opalescence of the solution should not

Bbioepxusaet TpebosaHusa

exceed the opalescence of reference
suspension [.

PacTBop aomkeH ObITh NPO3PALHLIM HIH
OnNaNecUeHLHA PacTBoOpa He 10K Ha
NpPEBbIWATb ONaAJecLeHLHIo dTanoHa [

Related impurities

PoactseHHble NPHMECH

0.02 %

0.03 %

0.04 %

Tinidadazole related compound A - NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT 1.0 %
Ponctsennas npumech A THHHMAa30Na — He
tonee 0,15 %

Jliobas apyras HeuReHTHOHUHPOBAHHAA
npumechk — He Bonee 0,15 %

Cymma npumeced — He Gonee 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.

HHTpHTHI He npesblwaer OnrHyeckas  MNOTHOCTB  HMCMBLITYEMOTO

pacTBOpa NpH ATHHE BOAHbI 524 HM He
IOMKHE npesbILaTh OMTHYECKYIO
[JIOTHOCTb CTAHAAPTHOrO PACTBOPA.
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJ JIAGOPATOPU3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Oraeaenue dupmat «/Ix. B. Kemukaac ona dapmacsiornkanc Jitan)
Bopau, Mywm6ait 400 030, Muaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIE/I KOHTPOJIAL KAYECTBA

METROGYL" 100 ml bottle BATCHN:  [1X9325
HAUMEHOBAHHE (Solution for intravenous injection 5 mg/ml) SERAN
TIPEMIAPATA METPOTHJI® 100 ma darakon
(pacTBOp AN BHYTPHBEHHOrO BBeAEHH 5 MI/MA)
MANUFACTURED: 07,2019 REPORT Mo [7FP19002226
NPOM3BE/IEHO: OTYET Ne
VALID TO: 06/2022 DATE 31/07/2019
I'OJEH NO: JATA
TESTS RESULTS STANDARDS
MNOKA3ZATEJIH PE3YJIBTATEI CTAHJIAPTDI
Assay of Metronidazole 99.8 % i.e. 4,99 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 -

MeTtponHaazona

KonnuecrBeHHoe conepxanme

99,8 % T.e. 4,99 Mr/mn

5.5 mg/ml
90,0 - 110,0 % oT HOMHHANBHOTO
coaepxanus, T.€. 4,5 — 5,5 Mr/Mn

Assay of Sodium chloride
Koanuectpennoe conepxanue
Hatpua xnopuna

100.0 % i.e. 7.898 mg/ml

100,0 % T.e. 7,898 mr/mMa

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

95,0 - 105,0 % OT HOMHHWILHOTO
conepxanus, T.e. 7,505 — 8,205 mMr/mn

The above sample complies with the prescribed standards of quality

Bhimeykasannbiii 06pa3ew COOTBETCTBYET YCTAHOBNEHHLIM CTAHAAPTAM KauecTsa
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QUALITY CONTROL MANAGER
MEHEJ/KEP 110 KOHTPQJII0 KAYECTBA




