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(Otaenenne upmbi « k. b. Kem
Bopaw, Mym6aii 400 030, Hims - Worli,

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK OAPMACBIOTHKAL JIABOPATOPH3

(A

Mumbai

division of «J. B, Chemicals & Pharmaceuticals Ltd.»)
wkac i Gapsacsoraaic JiTin)

400 030, India

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIENl KOHTPOJISL KAYECTBA

NAME OF THEPRODUCT  METROGYL® 100 ml bottle BATCHN  [IX8603
HAMMEHOBAHHE (Solution for intravenous injection 5 mg/ml) CERUAN
TIPEITAPATA METPOTHI® 100 ma daaxon
(pacTBOp AAsl BHYTPHBEHHOIO pBegeHHs 5 Mr/mi)
MANUFACTURED: 12/2018 REPORT Ne  17FP18003278
TPOMU3BEJEHO: OTHET Ne
VALID TO: 1172021 DATE 28/12/2018
TOJIEH JI0: JATA
TESTS | RESULTS STANDARDS
MOKA3ATEJIHN i PE3YJIbTAThL CTAHJAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
QmnucaHKe CooTseTcTByeT TpEOOBAHHAM [1po3pauHblii pacTBOp OT feclIBeTHOTO A0
CBETNIO-KEJTOro LIBeTd
Identification _!_
[ToATHHHOCTD
A. Metronidazole Keeps requirements The retention time of the major peak in the

A. MerpoHuIason

B. Sodium

B. Harpuit

C. Chlorides

C. XnopHisl

Extractable Volume
HUssnekaemblii 00bEM

BoizepxusaeT TpeboBaHUA

Keeps requirements

‘ BuinepiusaeT TpeOoBatuA

Keeps requirements

‘ BhijiepikuBaeT TpeboBaNHi

chromatogram of the sample solution
should correspond to peak of
metronidazole in the chromatogram of the
standard solution

BpeMst yIepAKMBAHHA OCHOBHOIO nuKa Ha
XPOMATOTPAMME  HCIIBITY EMOTO pacTsopa
[O/KHO  COOTBETCTBOBATb  BPCMEHH
yIepKUBAHKA THKA MeTpOHWAa30/1d  Ha
XPOMATOrPaMMe CTAHAApTHOTO pacTaopa.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OGpazoBaHKe TIOTHOTO OCanka Henoro
useta ¢ KanMs  [THPOAHTMMOHAT
pacTBOpOM.

Formation of white curd-like precipitate
with solution of silver nitrate.
OGpazosakne ~ Deroro  TBOPOKHMCTOTO
ocafiKka ¢ pacTBOPOM cepedpa HHTpaTa.

102.33 ml
102,33 Ma

Not less than nominal (100 ml)
He menee Homuuaibioro (100 M)

pH ] 5.9 [4,5-7.0

pH 14,5-17,0

Sterility ‘ Sterile The solution shall be sterile
CTepWIBLHOCTE \ CrepHiIbHBIH PacTBOp LODKEH ObITh CTEPHIBHLIM

Bacterial Endotoxins

BaxTepuanbHblie 3HAOTOKCHHbI

Less than 0.35 EU per 1 mg
Menee 0,35 ED na 1 Mr

Not more than 0.35 EU per 1 mg of
metronidazole
He Gonee 0,35 ED na | Mr METPOHK 130712

Anomalous toxicity
AHOMaTbHAA TOKCHYHOCTD

Crpanuua 1 133

Russia

Non-toxic
HeTokcHuHbli

The solution should be non-toxic
PacTBOp ROMKEH ObITh HETOKCHUHLIM
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHUK OAPMACBIOTHKAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

neme Gupmbl /1. b. Kemukanc ox1 OapMacsiOTHKAIC Jlra)
Bopau, MywmGait 400 030, Mians - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEJl KOHTPOJISL KAHECTBA

NAME OF THE PRODUCT METROGYL? 100 ml bottle BATCHNe  [IX8603
HAWMEHOBAHME (Solution for in;ravenous injection 5 mg/ml) EERRLN
TIPEMNAPATA METPOTI'HJI® 100 Ma daaxon
(pacTBOp ANS BHYTPHBEHHOI0 BBC/CHH 5 mrima)
MANUFACTURED 1212018 REPORT N 17FP18003278
[POWU3BEJEHO: OTHET N
VALID TO 11/2021 DATE 28/12/2018
TOJEH J10: JATA
TESTS | RESULTS STANDARDS
IIOKA3ATEJIH ‘. PE3YJIbTATBI CTAHJAPTBL
Particulate Matter T
MexaHH4ecKHe BIIIIOUEHHA |
Visible Absent Particulate contamination should be absent
by visual inspection
Buanmeie OTcyTCTBYIOT MexaHuueckue — BIIOHMEHHA  IOTKHbI
OTCYTCTBOBATE MPH BH3YILHOM KOHTpOIE
Invisible Particles = 10 pm: Particles = 10 microns-not more than 6000
0 per container per container.
i Particles = 25 um: Particles > 25 microns-not more than 600
0 per container per container.
HesuumMble YacTrin! 2 10 MUKPOH: UactHuel = 10 Mukpon-ue onee 6000
0 / naxon ‘ [pnakon
1 YacTHibl = 25 MHKPOH! | YacTHunl = 25 MHMKpOH-HE Gonee 600
l 0/ daakoH ‘ /baakoH
Colour l Does not exceed the reference standard \The color of the solution should not exceed
GYs the reference standard GYs
LiBeTHOCTb ‘ He npegblllaeT 3TaN0H GYs Okpacka pacTBopa He 0/DKHA NpeBkILAT:
sranoH GYs
Clarity ( Keeps requirements The solution should be clear or the
[1po3pauHoCTDb | opalescence of the solution should not

Related impurities

PojcTBeHHbIE TTPHMECH

exceed the opalescence of reference
suspension L.

PacTBop A0/AKeH ObITh NPO3PAUHBIM WK
onajecueHUKs pacTEOpa He 10KHA
[IpeBbILLATS ONAJeCUEHIIHI0 ITAI0Ha [

BuinepxusaeT Tpefosanus

0.03 % Tinidadazole related compound A — NMT
0.15%
0.04 % Any other unidentified impurity — NMT
| 0.15 %
0.09 % Total impurities - NMT 1.0 %

PoacTeenHas npumecs A THHHIa30ME — He

Gonee 0,15 %

TioGas apyras HEWICHTHQHUMPOBAHHAA
| mpumeck — He Gonee 0,15 %

CymMMa npuMeceit — He Gonee 1,0 %

Nitrites

HuTpHTSI

-

Crpanuia 2 13 3

Russia

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

He ﬂpCBLIlIJEET OnrHyeckas MIOTHOCTH ucnm'ryemoro
pacTsopa TpH LIHHE BONHB 524 HM HE
IOMAKHA npeuumau ONMTHYECKYO

TUI0THOCTE CTAHJApTHOro pacTBopa.




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK GAPMACBIOTHKAL JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Onenenne GHPME! «Jlx. B. Kemukanc 3ui DapMacsIOTHKAIC Jlta»)
Bopnu, Mymbad 400 030, Wraws - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJEJ KOHTPOJIS KAYECTBA

NAME OF THE PRODUCT METROGYL9 100 ml bottle BATCH X ITX8603
(Solution for intravenous injection 5 m /ml GRS
HAMMEHOBAHHE ) g/ml)
[IPENAPATA METPOTHLI® 100 w1 dpaaxon
(pacTBOp AJs BHYTPHBEHHOIO BBEICHHS 5 mr/ma)
MANUFACTURED: 12/2018 REPORT Ne  17FP18003278
MPOW3BEJIEHO: OTYET Ne
VALID TO: 1112021 DATE 28/12/2018
TOJEH 10: JIATA
TESTS | RESULTS STANDARDS
MOKA3ATEJIH PE3YJbLTATHI CTAHJAPTBI
Assay of Metronidazole 100.1 % i.e. 5,00 mg/ml 190.0- 110.0 s of the label claim , ie. 4.5 -
KonH4YeCTBEHHOE CONCPHKARUE | 5.5 mg/ml
MerpoHxaasona 100,1 % T.e. 5,00 MT/MIT 1 90,0 - 110,0 % ot HOMMHATBHOTO

cojiepxaHHs, T.C. 4,5 5,5 Mr/ma

‘___________—————;'—7
Assay of Sodium chloride i 100.1 %
KonavuecTBEHHOE COAEPIKANKE

Hatpus xj0pHaa | 100,1 % T.e. 7,908 mr/ma
|

i.e. 7.908 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
| - 8.295 mg/ml
95,0 - 105,0 % oT HOMMHATBHOIO

CONEPKAHMUA, T.€. 7,505 — 8,295 mr/MA

The above sample complies with the prescribed standards of quality
Builueyka3anHulit 05paselt COOTBETCTBYET YCTAHOBICHHBIM CTaHJApTam Ka4decTBa 2 B") \

S

QUALITY CONTROL MANAGER
MEHEJKEP IO KOHTRQJIIO KAUYECTBA
2 3 4 \7‘

§a "l\.

Crpannna 3 3 3

Russia




