AEKJIAPAIIUS O COOTBETCTBUH

- JAEKJIAPAHT, IPHHUMAIOIIHN JEKJAPALMIO O COOTBETCTBUH

- 000 "IOHHK DPAPMACHIOTHKAJI JIABOPATOPH3"

3apeaucmpuposano : Mexcpationnan uncnexyus Dedeparsnoi nanezoeoi cryuctve No 46 no 2. Mockge OIPIT
1057746834420 om 04.05.2005

Adpec:127994, o. Mocksa, yu. Teeperan, 0. 18, wopn. 1, xabunem 609. Tenechon: 8(495)694-33-79.

B nuye:I'enepansusiit dupexmop Candun Haca

Hosepennoe auyo: Cuupros K.I

Hogepennocme: Nel17 om 15.07.20192.

3AABJSIET, UTO
Aexapemeennoe cpedcmeo: Mempoaun, pacmeop o enympusennozo eeedenis 5 me/va 100 an . Praxonsl
nomusmuaenossie (1), oGepmru us nrenounoeo mamepuana (1), nauxu kapmonnete, pe2 Ne IT NO11666/01 om
07.06.2010 (dama savenst 10.05.2017) svidano Owux Dapyacsiomuxan JIaGopamopuz (Omodenenue gupro
Ao b. Kemurance ano @apmacviomuxarce JImd), cepus 11X9331, napmust 37603 ynaxosox, 200en do 30.06.2022,
| npouseodcmea tOnux Papyaceiomurar Jabopamopuz (Omderenue duprmer [Jowe. 5. Kexuranc s1o
Papmaceiomuranc JImo), Huous, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals &
Pharmaceuticals Lid.), Plot No.4,Phase [V, G.I.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -
Bharuch ,India, koo OKIIZ2 21.20.10.190, ko0 TH B3I 3004900002, kowmpaxm Ne UPL/O0OQ/05-2017 om
30.11.2017, uneotic Ne 90019361 om 06.08.2019

COOTBETCTBYET TPEBOBAHUAM
ITN011666/01-100517

JAEKJIAPAITMS IPHHATA HA OCHOBAHUH

npomokon ucneimanuit Ne 2354/3 om 19.09.2019 HJI OO0 "Konmponsno-anarumuneckasn raéopamopus
PAPMAHAIH3", ammecmam axkpedumayuu POCC RU.0001.21 DMI2, C. epmugpuxam POCC
IN.@MI11.C91066 om 20.09.2019

HATA I[IPUHATHUA JEKJIAPALTUH 23.09.2019
JEKJIAPALIMS JEMCTBUTEJIBHA J10 30.06.2022

1. A
M /” A7 Cmupnos K.T, i
Oexaapanm , NOATHCh ®.H.0

CBEJEHHUS O PETUCTPAIIUHA

OPTAH ITO CEPTHO®HUKALIMH, 3APETUCTPUPOBABIIHH JEKJAPAIIHIO )
RA.RU.11@MI1 OPIAH ITO CEPTHOHKALHH ITPOAVKIHH OLIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTEIOQ "©OPMAT KAYECTBA", adpec opeanuzayuu ; 109428, 2. Mockea, 1-wiii Basoeckuii
npoeso, d. 3, cmp. 1, adpec opeana no cepmuspuxayuu: 127282, 2. Mocxea, y1. Yepmanckan, 0. 2, ecmp. 7

JEKJIAPAITHSA O COOTBETCTBHH 3APETUCTPHPOBAHA ¥ POCC RU J-IN.®M11.4.38711/19
HATA PETUCTPAIIMH 23.09.20719
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
FOHUK ®APMACBHOTHKAJ JIABOPATOPH3
(A division of «]. B. Chemicals & Pharmaceuticals Lid.»)
(Otaencuue dupmnt «/Dx. B. Kemuxaic 31 DapmackioTrkanc Jita.n)
Bopau, MymGait 400 030, Huzus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTIEJ KOHTPOJIA KAUYECTBA

METROGYL? 100 ml bottle

BATCHN N3N
HAMMEHOBAHME (Solution for intravenous injection § mg/ml) CRERAR
MPEMAPATA METPOTHI® 100 ma daakon
(pacTBOp 115 BHYTPHBEHHOIO BBCACHHS § Mr/mMan)
MANUFACTURED:; 07/2019 REPORT Ne y
MPOMIBENIEHO: OTYET Ne BENEISIESSS
VALID TO: 06/2022 DATE 03/08/2019
FOAEH J10: JATA
TESTS RESULTS STANDARDS

ITIOKA3ATEJIH PE3YJIbTATBI CTAHIAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
Onucanue CooTsetcTayer TpefoBanHAM

ITpo3paunstii pacTBop ot GecuseTHoro 10
CBETJIO-KEJTOr0 UneTa

Identification
MoanuHHoCcTL
A, Metronidazole

A. Metponkaaszon

B. Sodium

b. Hatpsuii

C. Chicrides

C. Xnopuas

Keeps requirements

BriaepxuBaeT TpeGoBaHmsa

Keeps requirements

BrigepxusaeT tpeGopanus

Keeps requirements

Beraepxkusaer TpeGoBaHis

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 ynepkHBaHHA OCHOBHOTO rka Ha
XpoMaTtorpaMMe HCnbiTYemMoro pacnopa
LOJKHO COOTBETCTBOBaTh BPEMEHH
YAEPKHBAKHA MHKA METPOHHMIA30/1a Ha
XpOMATOTPaMMe CTAHAAPTHOrO PacTBOpA.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OGpazosanue mroTHOrO oOcagka Besoro
UBETa €  Kaiud  NHPOAHTHMOHATA
PacTBOpPOM.

Formation of white curd-like precipitate
with solution of silver nitrate.
OGpa3zoanne  Geioro  TBOPOKMCTOTO
Ocallka ¢ pacTBOpOM cepedpa HHTpara.

Extractable Volume 103.00 ml Not less than nominal (100 ml)
H3enekaembiil 06bem 103.00 ma He meHee HomukambHoro (100 M)
pH 59 45-7.0

pH 45-70

Sterility Sterile The solution shall be sterile
CrepunbHoCcTs CrepunbHbii Pacteop nomkes GuITh CTepHALHBIM

Bacterial Endotoxins

SaKTEplfIa.'lebif! 3HOOTOKCHHbI

Less than 0.35 EU per 1 mg

Mesnee 0,35 ED na 1 mr

Not more than 0.35 EU per | mg of
metronidazole
He Gonee 0,35 ED Ha | mMr MeTponnaasona

Anomalous toxicity

AHOMAILHAA TOKCHYHOCTh

Non-toxic
HeToxcHuHbli

The solution should be non-toxic
Pactsop nomueH GbiTh HETOKCHUHBIM

Crpanuia 1 u3 3
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK GAPMACBIOTHKAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Grneacime Gupmet «[Lk. b. Kemukaic snn Papmacsioruxanc Jitan)
Bopau, MymBait 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

NAME OF THE PRODUCT

OTIES KOHTPOJISI KAUECTBA

METROGYL® 100 ml bottle BATCH M 1X9331
HAMMEHOBAHUE (Solution for intravenous injection 5 mg/ml) CRb
TPEMAPATA METPOTHJI® 100 ma ¢paaxon
- (pacTBOp ANK BHYTPHBEHHOrO BBEAEHHS 5 Mr/mu1)
NUFACTURED: o
IPOUREAEHO. Ll REPORTSe  7FP19002255
ALID TO: -
T'OLEH 110: Ll ?LQIT‘,E 03/08/2019
TESTS RESULTS STANDARDS
IMNOKA3ATEJIN PE3YJIbTAThI CTAHJAPTBI
Particulate Matter
MexaHHUEeCKHE BRIKYEHHA
Visible Absent Particulate contamination should be absent
by visual inspection
Buayvble OTCyTCTBYIOT MexaHnyeckue  BKIIOYEHMS  LOMKHLI
OTCYTCTBOBATh TPH BH3YAIbHOM KOHTpOJIE
Invisible Particles > 10 um: Particles = 10 microns-not more than 6000
0 per container per container.
Particles 2 25 pm: Particles > 25 microns-not more than 600
0 per container per container.
Hesugnmsie YactHusl = 10 MHKpOH: Yactuuel = 10 mukpoH-He Gosee 6000
0/ dnakon /naxon
YacTuue 2 25 MEKPOH: Yactusl 2 25 MHKpoH-He Oonee 600
0 / dnakoH /hnakoH
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY;s the reference standard GYs
LiseTHOCTH He npessiwaer stanon GYs Oxpacka pacTBopa He JI0/IKHa TpeBbILLIATE
31anod GYs
Clarity Keeps requirements The solution should be clear or the
I[1po3spaqHocTs opalescence of the solution should not

BuiaepuusaeT TpebGoBanus

exceed the opalescence of reference
suspension I.

PacTBop nomxeH ObITb NPO3pasHbIM HIH
onajecucHUHA pacTBoOpa HE A0/DKHA
NPEeBbIWATH OMAJNCCUSHLHIO 3TanoHa |.

Related impurities

PoACTBEHHBIC MPHMECH

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 %
PoncTeeHHas MpHMech A THHHAA30MA — He
Gonee 0,15 %

Jobas  apyras HeMACHTHPHUHPOBaHHasA
npumeck — He 6onee 0,15 %

CymMa npumeced — He 6onee 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.

HutpHro! He npessimaer OnTHyeckas  MIOTHOCTh  WCTIBITYEMOTO

pacTBOpa NpH [UTHHE BOJHBI 524 HM He
OO HA NMpeBblWaTh ONTHYECKYHO
MI0THOCTE CTAHAAPTHOrO pacTaopa.
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTUKAJL JIABOPATOPU3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otaenerue drpmut «Jlx. B. Kemukane s MapmacsoTukaic Jta.n)
Bopawr, Mymbaii 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJEJI KOHTPOJIA KAYECTBA

cojlepxanus, T.e. 4,5 — 5,5 mr/mn

NAME OF THEPRODUCT  METROGYL® 100 ml bottle BATCH N  [1X9331
. " g e CEPUS Ne
HAUMEHOBAHME (Solution for méravenous injection S mg/ml)
[PEMAPATA METPOI'MJT® 100 ma ¢paaron
(pacTBOp 4151 BHYTPHBEHHOTO BBe1elHA 5 mr/ma)
MANUFACTURED: 07/2019 REPORTN:  [7FP19002255
[IPOU3BE/IEHO: OTYET Ne
VALID TO: 06/2022 DATE 03/08/2019
I'CAEH J10: JATA
TESTS RESULTS STANDARDS
ITOKA3ATEJIU | PE3YJIbTATHI CTAHAAPTEI
Assay of Metronidazole 99.4 % ie. 4,97 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 —
KonnuectBenHoe conepxatnme | 5.5 mg/ml
Merpounaasona | 99,4 % T.e.4,97 Mr/mn 90,0 - 110,0 % OT HOMHHAIBHOIO
|
|
|

Assay of Sodium chloride ‘ 99.6 % i.e. 7.865 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
Konuuectsentoe coaepskanne ‘ ~ 8.295 mg/ml
Hatpua xnopuaa \ 99,6 % t.e. 7,865 Mr/ma 95,0 - 105,0 % 0T HOMHHATLEOTO

conepxanus, 1.e. 7,505 — 8,295 mr/ma

The above sample complies w

ith the prescribed standards of quality

Bbll].[eyKa.BaHHbIﬁ oﬁpa:seu COOTBETCTBYET YCTAHOBJICHHBIM CTaHoapTaM KayecTea
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