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“ 07.06.2010 (0ama zamenst 10.05.201 7) 8v10aro FOnux @apmacsiomuxan Jlabopamopuz (Omdenenue Pupmbl r
Hoxe.b. Kemuxanc snd @apmaceiomuraic JImo), cepus 1LX9041, napmus 37683 ynakosox, eoden 0o 31.12.2021, |
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| Dapmacviomuxanc JIma), Hudus, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals & '
| Pharmaceuticals Lid J, Plot No.4,Phase IV, G.1.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, - |
Bharuch ,India, koo OKIT/12 21,20.10.190, koo TH B3 3004900002, konumparxm Ne UPL/O00/05-2017 om |
- 30.11.2017, unsoiic Ne 90018550 om 27.02.2019 !
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJT JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Otaenenne dupms «/Ix. b. Kemukae K1 QapmackioTrkanc JTtay)

Bopau, Mym6aii 400 030, Mums - Worli,

Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

QUALITY CONTROL DEPARTMENT
OTJIENT KOHTPOJISI KAYECTBA

NAMEOF THEFRODUCT  METROGYL® 100 ml botile

BATCH N [1X904]

HAMMEHOBAHHE (Solution for in;ravenous injection 5 mg/ml) CERDL
MPEMAPATA METPOTH.T® 100 ma drakon
(pacTBOp X% BHYTPHBeHHROIO BBEJEHHA 5 MI/m1)
MANUFACTURED: 01/2019 REPORT N 17FP19000234
[TPOH3BE/EHO: OTYET Ne
VALID TO: 12/2021 DATE 02/02/2019
TOAEH J10: JATA
TESTS RESULTS J STANDARDS

MMOKA3ATEJIH PE3YJIbTATEI | CTAHJIAPTHI
Description Comply with requirements I A clear colourless to pale yellow solution
Omucanue Coorserctayer TpefoBanuam [ IMpospausrsiii pacTsop ot 6ecuBeTHOro 10

| CBETJIO-XKENTOro LBeTa

Identification
IMonaunsoeTs
A. Metronidazole

A. Metponnzason

Keeps requirements

Buinepxusaer TpeGoBanus

J 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 yacpxueanus ociosnoro muka wa
prouarorpamue HCTILITYEMOr0  pacTsopa
JOJDKHO COOTBETCTBOBATL BPEMEHH
| YAEPXKHBAHHA TIHKA MCTpOHKJA30/M1a Ha
| XpOMATOrpaMMe CTAHIAPTHOTO PacTeopa.

B. Sodium Keeps requirements Formation of dence white precipitate with

solution of potassium pyroantimonate.

b. Harpuii Boiaepxusaet tpeGobatus ‘ OBpasosanne 1oTnoro ocamka Genoro
| uBeTa [+ Ka/1Ha IMMHPOAHTHMOHATA
| pacTBOpOM.

C. Chlorides Keeps requirements i Formation of white curd-like precipitate
| with solution of silver nitrate.

C. Xnopuast Beiaepxupaet tpeGonarnsa O6pasosanue  Genoro TBOPOKHCTOrO
| OCAIIKa C PACTBOPOM cepebpa HHTpaTa.

Extractable Volume 102.83 ml | Not less than nominal (100 ml)

H3snekaemsiit 06bem 102,83 ma I He menee nomuransuoro (100 mn)

pH 59 |45-7.0

pH ’ 45-7,0

Sterility Sterile | The solution shall be sterile

CrepunsHocTs CrepunbHblit Pactsop nomkeH 6bT CTEPHIBHBIM

Bacterial Endotoxins

Bakrepuaneumnie snaorokcuns:

Less than 0.35 EU per | mg

Menee 0,35 ED na | mr

| Not more than 0.35 EU per T mg of
metronidazole
He Gonee 0,35 E3 wa | mr METPOHHAA30/1a

Anomalous toxicity
AHOMaNbHas TOKCHIHOCTS

Non-toxic
Herokenunprii

The solution should be non-toxic
PactBop nomxen GbITh HeTOXCHYHBIM

\ -
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJ1 JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Oraenenne dupmer «/Ix. b. Kemkanc snx Dapmacsiotixanc Jry)

Bopu, Mym6Gait 400 030, Hiaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAE/ KOHTPOISA KAYECTBA

METROGYL® 100 ml bottle BATCHN  [IX9041
HAMMEHOBAHHE (Solution for inéravenous injection 5 mg/ml) R L
TPEIIAPATA METPOI'HJT® 100 M1 drakon
(PacTBOP 119 BHYTPHBEHHOIO BBECHHA § MI/m.T)
MANUFACTURED: 01/2019 REPORTN:  {7FP19000234
MMPOU3BEJIEHO: OTYET Ne
VALID TO: 12/2021 DATE 02/02/2019
FO/IEH J10: IATA
TESTS [ RESULTS STANDARDS
IMOKA3ZATEJIH | PE3YJBTATBI CTAHJAAPTHI
Particulate Matter
MexanuyeckHe BITIOIeHHS
Visible Absent Particulate contamination should be absent
by visual inspection
Buanmuie Orcyrereyior Mexanuucckne  BKTIOYEHHE  nOmKHE!
| OTCYTCTBOBATL MPH BHIYANTbHOM KOHTpOITE
Invisible Particles 2 10 um: Particles > 10 microns-not more than 6000
0 per container per container.
Particles 2 25 um: Particles > 25 microns-not more than 600
0 per container per container.
Hesuumnre Yactuusl = 10 muxpon: Yactuusl 2 10 mukpon-ue Gonee 6000
0/ pnaxon /tnakon
| HacTHusl 2 25 MuKpon: Hactust > 25 mukpon-ue Gonee 600
| 0/ ¢niakon /pnakon
Colour | Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY;
IlBeTHOCTE He npesermiacr stanon GY; Oxkpacka pacTBopa He Tom%kHa TIPEBBILLATE
sranoH GYs
Clarity Keeps requirements The solution should be clear or the
IpospaunocTs opalescence of the solution should not

Beinepxusaer tpeGonarus

exceed the opalescence of reference
suspension 1.

PactBop fomxen Gbrrh npospaunsM mH
ONanecUeHIHA PacTBOPA He JO/DKHa
MPEBLIATE ONANECUEHIMIO 3TanoHa |

Related impurities

Poncreennnie npumecn

0.04 %
0.06 %

0.12%

Tinidadazole related compound A — NMT

| 0.15%

| Any other unidentified impurity — NMT

0.15 %

Total impurities - NMT 1.0 %

! Poncteennas npumecs A THHzazona — ue

i Gomee 0,15 %

| lwobas  apyras HewpenTsdHUMpOBaKHAs
npuMecs - He Gonee 0,15 %

| Cymma npumeceit — He Gonee 1,0 %

Nitrites

HurpuTst

Does not exceed

He npesenuaer

The optical density of the test solution at a
| wavelength of 524 nm shall not exceed
‘ that of the standard solution.
| OntHueckas  MIOTHOCTE  HMCMBITYeMoro

PacTBOpa NpH JUTHHE BOMHBL 524 HM He
| nomxwua NpeBbIIATE ONTHYCCKYIO

TJI0THOCTE CTAH/IAPTHOIO PACTBOPA.
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK PAPMACBIOTHKA.1JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

(Oraenchne dupmbl «/Ix. b. Kemukanc 3n1 Dapmacsiotrkance Jita.n)
Bopau, Mymaii 400 030, Maaus - Worli, Mumbai 400 030, Irdia

CERTIFICATE OF ANALYSIS

CEPTHO®HMKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTIEN KOHTPOJIS KAUECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BATCH Ne 11X9041
. o CEPHSA Ne
HAMMEHOBAHHME (Solution for intravenous injection 5 mg/ml)
TIPEMAPATA METPOTH.I® 100 ma haakon
(pacTBOp Anm BHYTPHBEHROIO BBEHHS § Mr/Ma)
MANUFACTURED: 01/2019 REPORTNe  17FP19000234
[TPOU3BEJIEHO: OTYET Ne
VALID TO: 12/2021 DATE 02/02/2019
TOMEH J10: JIATA
TESTS I RESULTS ‘ STANDARDS
[TOKA3ATEIH [ PE3Y.JIbTATHI | CTAHJIAPTEI
Assay of Metronidazole 99.2 % i.c. 4,96 mg/ml [90.0-110.0 % of the label claim,ie. 4.5 -
Kommnuecraennoe conepkanue | 5.5 mg/ml
Merponuaaszona [ 99,2 % T.¢. 4,96 Mr/mn 190,0-110,0 % or HOMHHAIBHOTO
.\ Colep:KaHHA, T.e. 4,5 — 5,5 mr/mn
|
Assay of Sodium chloride 1060.1 % i.e. 7.908 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.508
KonnuecTsennoe conepxanme | = 8.295 mg/ml
Hatpus x1opuna 100,1 % T.e. 7,908 mr/mn 195,0 - 105,0 % oT HoMUHanLHOrO

| conepkanns, 1.¢. 7,505 — 8,295 Mr/mn
|

The above sample complies with the prescribed standards of quality
Boineykasannsii o6pasen coorsercTayer YCTaHOBJIEHHBIM CTAHAAPTAM KayecTBa

Crpannua 3 u3 3
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QUALITY 2ONTROL MANAGER

MEHEJXKEP IT0 KOHTPOJII) KAYECTBA




