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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBHOTHKA.T JIABOPATOPH3
(A division of «. B. Chemicals & Pharmaceuticals Ltd.»)
(Otaenenne dupmsi «Ix. b. Kemukanc aug DapmacsioTikanc JItan)
Bopau, MymGait 400 030, Munus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJE/ KOHTPOJISL KAYECTBA

METROGYL® 100 ml bottle BATCH Y. [IX8606
HAMMEHOBAHME (Solution for inéravenous injection 5 mg/ml) CEEHA 6
TIPEITAPATA METPOTI'HUI* 100 ma ¢paakon

(pacTBOp 151 BHYTPHBEHHOTO BBEACHHS 5 Mr/ma)
MANUFACTURED: 12/2018 REPORT ¥ 17FP18003305
MPOU3BEIEHO: OTYET Ne
VALID TO: 11/2021 DATE 29/12/2018
TOMEH J0: IATA

TESTS RESULTS STANDARDS
[IOKA3ATEJIH PE3VJIbTATEI CTAHJIAPTBI ]

Description Comply with requirements A clear colourless to pale yellow solution
Onucanue CootseTcTBYeT TpebGosaHmaM Ipo3spaumstit pacTop ot GeciserHoro 10

CBETJIO-XKEJATOro LBeTa

Identification
IMowtuHKoCTS
A. Metronidazole

A. MeTpoHHaason

B. Sodium

b. Hatpuit

C. Chlorides

C. Xnopuas!

Keeps requirements

Keeps requirements

Keeps requirements

BeoiaepiuBaet tpeGoBanua

BoinepxkiusaeT tpeGosanus

Boinepxusaet tpeGosanus

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 ynepxusanus ocHoBHOro nuxa Ha
XpOMaTorpaMMe  HCHLITYEMOr0 pacTBOpa
JOMAKHO  COOTBETCTBOBATH  BPEMEHH
YACPKHBAHHA T[HKA METPOHH/Ia30/1a Ha
XpOMaTOrpaMMe CT2HaPTHOIO PacTBOpA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
Ofpajopanue nioTHoro ocagka Gemoro
UBETA €  KauMd  MHPOAHTHMOHATA
pacTBOpPOM.

Formation of white curd-like precipitate
with solution of silver nitrate.
Obpasosaine  Genoro  TBOPOKHCTOrQ
Ocalika ¢ pacTaopoM cepefpa HHTpaTa.

Extractable Volume 102.33 ml Not less than nominal (100 ml)
H3snekaembiii o6bem 102,33 ma He Menee Homuuansnoro (100 mn)
pH 5.9 45-7.0

pH 45-70

Sterility Sterile The solution shall be sterile
CTepuabHOCTS CrepuisHsiit PactBop nomxen GuiTh cTepIBHBIM

Bacterial Endotoxins

bakrepnansHsie 3H10TOKCHHbI

Menee 0,35 ED Ha | mr

Less than 0.35 EU per | mg

Not more than 0.35 EU per 1 mg of
metronidazole
He Gonee 0,35 E9 na | mr MEeTpoHHaa3ona

Anomalous toxicity
AHOMA/IBHAS TOKCHYHOCTh

Non-toxic
HeTokcHuHsIit

The solution should be non-toxic
PacTBop n0/mxeH 65ITh HETOKCHUHBIM
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK ®APMACBHOTHKA.1 JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenesnue Gpupmst «/lk. B. Kemuxane 31 Dapmackiotukatc JIra.y)
Bopiin, MymGaii 400 030, Muams - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A
QUALITY CONTROL DEPARTMENT

NAME OF THE PRODUCT

OTHEJI KOHTPOJIIS KAYECTBA

METROGYL? 100 ml bottle

BATCHN — 1IX8606
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) Ve
MPEIIAPATA METPOI'HJT® 100 ma dpaakon
FACTURE (pactBop ans BHYTPHBEHHOIO BBEACHHS 5 Mr/mu)
MANUFACTURED: 3
TIPOMIBEIEHD. 122018 g?_f{glg{f 17FP18003305
VALID TO: 112021 DATE 29/12/2018
FOAEH J10: JIATA
TESTS i RESULTS STANDARDS
ITOKA3ATEJIH PE3YJIbTATBI CTAHAAPTBI
Particulate Matter
Mexauudeckne BKTIOYEHHS
Visible Absent Particulate contamination should be absent
by visual inspection
Buanmsle OrcyTtersyioT Mexanudeckne  BKTIOYEHHS  D0MKHBI
OTCYTCTBOBATh NPH BHIYAThHOM KOHTpOJIE
Invisible Particles 2 10 um: Particles > 10 microns-not more than 6000
0 per container per container.
Particles > 25 pm: Particles > 25 microns-not more than 600
0 per container per container.
Hesnaumsie YactHus! 2 10 MUKpoH: Yactusi 2 10 mukpon-ue Bonee 6000
0/ dhnakon /dnakox
HacTHumsl > 25 MUKPOH: Hactuupl 2 25 mukpon-re Gomee 600
0/ ¢nakon /hnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY;
[lBeTHOCTS He npesbiuaer atanon GYs Oxpacka pacTBOpa He JOMNKHA NPeBLIMATE
Iranod GYs
Clarity Keeps requirements The solution should be clear or the
[pospautocts opalescence of the solution should not

exceed the opalescence of reference
suspension [.

BulaepxHBaeT TpeGoBanus PacTBop nomken GbITh IpO3payuHbIM WK
ONaNeCUEHUHA PACTBOPA He J0/KHA
NPEBbIATE ONANECLEHIIHIO STANOHa I
Related impurities 0.03 % Tinidadazole related compound A — NMT
0.15 %
0.05 % Any other unidentified impurity - NMT
0.15%
0.08 % Total impuritiecs - NMT 1.0 %

PoacTeennbie npumecn

Porcteennas npumecs A Tunuaazona — He
Gonee 0,15 %

Jlrobast apyras  HeuaeHTHGHUHPORAHHAS
npuMeck — He Gonee 0,15 %

Cymwma mpumeceii — ue Gonee 1,0 %

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

that of the standard solution.
Hurpurn He npessitaer OnTuyeckas  TUIOTHOCTh  MCHBITYEMOIO

| pacTBOpa MNpH [UIHHE BOJHLL 524 HM He

HJOIKHA NpEBLIMIATL ONTHYECKYK)
TLI0THOCTB CTAHAAPTHOIO pacTsopa.
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenme dupss «/lx. b. Kemukane i Dapmacsiotuxanc Jlta.n)
Bopau, Mywm6ait 400 030, Huans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIU3A
QUALITY CONTROL DEPARTMENT
OT/IEJI KOHTPOJIS KAYECTBA

NAME OF THE PRODUCT METROGYI} 100 ml bottle BATCH Ne 1IX8606
HAUMEHOBAHUE (Solution for intravenous injection 5 mg/ml) e
TIPETIAPATA METPOTIT® 100 ma parakon
(pacTBOp A1 BHYTPHBEHHOIO BBEEHHS 5 Mr/ma)
MANUFACTURED: 12/2018 REPORT N 17FP18003205
MPOM3IBEIEHO: OTYET No
VALID TO: 11/2021 DATE 29/12/2018
TOJIEH 10 HIATA
TESTS RESULTS ! STANDARDS
MOKA3ATEJIH PE3YJILTATBI CTAHAAPTLI
Assay of Metronidazole 101.5 % i.e. 5,08 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 —
KosuectaeHHoe conepxanue 5.5 mg/ml
Merpornaasomna 101,5% T.e. 5,08 Mr/Mn 90,0 - 110,0 % ot HOMUHANBHOIO
couepxanus, 1.e. 4,5 — 5,5 Mr/mn
Assay of Sodium chloride 99.9% i.e.7.893 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
KonmiecTBenHoe coaepkaHme - 8.295 mg/ml
Hatpua xnopuna 99,9 % T.e. 7,893 Mr/mn 95,0 - 105,0 % OT HOMHHAIBLHOTO
cofepxaHus, T.e. 7,505 — 8,295 Mr/ma

The above sample complies w

Beieyxasaniublii 00pasell COOTBETCTRYET YCTAHOBIEHHBIM CTaHIApTaM KayecTsa Cg@]}r’} .
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ith the prescribed standards of quality =

QUALITY CONTROL MANAGER
MEHEJKEP IO KOIEPOJI[O KAYECTBA
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