JAEKJIAPALIMST O COOTBETCTBUHA

‘: - AEKJIAPAHT, IPUHUMAIOLL M1 AERJIAPAUIHIO O COOTBETCTBHH

OO0 "FOHHK DAPMACHIOTHKAT AABOPATOPIH 3"

Japecucmpuposano : Mexcpationnas uncnexyus Gedeparvnoi narozosoi cayxnctn Ne 46 no 2. Mocxae Or'PH
1057746834420 om 04.05.2005

|| Aopec:127994, 2 Mockea, ya. Teeperas, 0. 18, kopn. 1, kaGunem 609, Teaechon: 81493)694-33-79,

- Bauye:leneparonviic oupexmop Cancun Haca
Hosepennoe muo: Cynprios KT
Hosepenocmn: Ne 90 om 12.07.2018>.

JASIBJISIET, UTO
| aekapemaennoe cpedemeo; Mempoeua, pacmeop s enympueenitoco eaeoenun 5 se/sia 100 s | Paaronst

| noaomwrenossie (1), OOEPMKI U3 WIEHOUHO20 Mamepuiwia (1), nauki Kapmoinvie, pee No I NO11666/01 om

07.66.2010 (oama savenst 10.05.2017) awdanoe O Dapreacviomuxa Jadopamopuz (Omoerene Guprint
Jlwe. B Kentuwaze sno Gapryacsiomuranc Amo), cepun HXS446. napmin 37363 ynaxosox, 2o0den oo 31.07.2021,

- npouzsodemea fOnur Dapvaceionikear Hadopamopus (Omoerenue dupsn e B Kevuraie o

- Qapmaceiomurare mo), Hious, Unique Pharmaceutical Laboratories ¢ A Division of J.B. Chemicals &
Pharmaceuticals Lid ), Plot No.4,Phase IV. G.1.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -

- Bharuch Andia, koo OKILI2 21.20.10.] 90, koo TH B 3004900002, xkoumpaxm Ne UPL/OOQO/05-2017 om

- 30.11.2017, unsotic No QU0I7853 om 24.09.2018
- COOTBETCTBYET TPEROBAHHSAM

I NOII666/01-100517
AEKJIAPALIMS IIPHHSITA HA OCHOBAHHHU

Hpomoros uenstmanui No 293173 om 21.11.2018 HIT OO0 "Konmpoasno-anamumusecras aabopaniopus
 PAPMAHAIIHZ", ammecmam axkpedumayuu POCC RU.0001.21 DM 2, Cepmchuram POCC
| IN.OMI1.C76857 om 22.11.2018

JIATA IIPHHSTTH BIJIAPALIIN 22,71 2015
JEKJAPANMS TIEACTBUTEILHA 10 37.07.2027

Cwmupuos K.I.
¢.H.O

noznues (

CBEJAEHHUS O PETUCTPALIMU

OPTAH IO CEPTH®HKAILIMH, 3APEI'MCTPHPOBABII ML JAERJIAPAIIHIO

RARUII®OMIT OPIAH IO CEPTHOHKALIHMH ITPOJ] VKUHH OBHJECTBO C OFPAHHYEHHOI

- OTBETCTBEHHOCTBIO "D OPMAT KAYECTBA" adpec opeariuzayuu : 109428, 2 Mockea, 1-wit Basoeckui
npoesd, 0.5, cmp. 1, adpec opeana no cepmupurayuu. 127282, 2. Mocrea, v Yepsanckan, 0. 2, emp. 7

AERJAPALIUSE O COOTBETCTBHM 3APETHCTPHPOBAHA No POCC RU JI-IN.®M11.A.06819/18
AATA PEFUCTPALIM 22.11.2018
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UNIQUE PHARMACEUTICAL LABORAT ORIES
IOHHK ®APMACBIOTHKAL JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)

(Oraeacnne dupmsl Ik b. Kesukaac sua DapmacsioTuraie Jitny)
Bopas, Mymbait 400 030, Muaus - Worli, Mumbai 400 030, India

NAME OF THE PRODUCT

HAMMEHOBAHHE

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

OT/IEJ] KOHTPOS KAYECTBA

METROGYL" 100 ml bottie
(Solution for intravenous injection 5 mg/ml)

BATCH Ne
CEPHSA Ne

1IX8446

TIPEMAPATA METPOI'HJI® 100 ma ¢arakon
(pacTrop 449 BHYTPHBEHHOrO BBeacHs 5 MI/MT)
MANUFACTURED: 08/2018 REPORT Ne  17FP18002295
[TPOW3BEIEHO: OTHET Ne
VALID TO 07/2021 DATE 07/09/2018
FOJEH J0: JATA
TESTS RESULTS STANDARDS
NOKA3ATEJH PE3YJILTATLI CTAHJAPTHEI
Description Comply with requirements A clear colourless to pale vellow solution
Onucanve CooTseTeTByeT TpeBoBanmnam Tpospaunsiii pacteop ot Gecusetoro ao
CBETJIO-KENTOro UBeTa
Identification
loarnunocTs

A. Metronidazole

A. Merpounnaszon

B. Sodium

B. Harpuit

C. Chlorides

C. Xnopuast

Keeps requirements

Bulaepausaet TpeGosanis

Keeps requirements

Briaepxusaet tpedopanis

Keeps requirements

Briaepsxusaer tpeGoranns

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 ynepwuanus ockoBHoTO nika Ha
XpOMAtorpamMme HCMLITYEMOTO  pacTeopa
AO/RHO  COOTBETCTBOBATH  BPCMCHH
YACPKHBAHHA TNHKQ METPOHMAA0NA Ha
XPOMATOrPAMME CTAHAAPTHOTO PacTaopa.
Formation of dence white precipitate with
solution of potassium pyroantimonate.
OOGpasoBatue [MAOTHOTO OCalka Bejoro
UBCTA ¢ KaMMS  (HPOAHTHMOHaTa
pacTsopoM.

Formation of white curd-like precipitate
with solution of silver nitrate,
Obpasosane  Genoro  TROpOMKICTOrO
OCAIIKA ¢ pACTBOPOM cepedpa HHTpaTa.

Extractable Volume 102.50 mi Not less than nominal (100 ml}
Haenexaemeiit o0pem 102,50 ma He menee nomunansuoro (100 M)
pH 5.8 45-70

pH 4,5-7.0

Sterility Sterile The solution shall be sterile
Crepwisiiocts Crepunsibiit Pacraop aosmken Guith cTepunbHbiv

Bacterial Endotoxins

Bakrepuanbheie HAOTOKCHHBI

Less than 0.35 EU per | mg

Menee 0,35 ED na | mr

Not more than 0.35 EU per | mg of
metronidazole
He Gonee 0,35 ED ua | mr meTponnaazona

Anomalous toxicity
AHOMANBHAS TOKCHYHOCTD

Non-toxic
Herokcuuupiit

The solution should be non-toxic
PacTsop nomken GpITL HETOKCHYHBIM

Crpanuna 1 u3 3
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK @APMACBIOTHKAJ JIABOPATOPH3
(A division of «J, B. Chemicals & Pharmaceuticals Ltd.»)
(Oracacnme dupmur «lk. B. Kemukanc swa Qapmacuiotukanc )
Bopau, MymGait 400 030, Miva - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

NAME OF THE PRODUCT

OTAEN KOHTPOJISL KAYECTBA

METROGYL® 100 ml bottle BATCHX  [1X8446
3 . " T 4 CEPHA Mo
HAHMEHOBAHHE (Solution for intravenous injection 5 mg/ml)
IPENAPATA METPOTHI® 100 ma daaxon
(pAcTBOP A% BHYTPHBCHHOIO BBEICHUA 5 MI7/a)
MANUFACTURED 08/2018 REPORT ¥ 17FP18002295
HPOHIBEAEHO: OTHYET Ne
VALID TO 07/2021 DATE 07/09/2018
'OJIEH AO: JATA
TESTS RESULTS STANDARDS
TTOKA3ATEJH PE3YJIbTAThI CTAHAPTBI
Particulate Matter
MexanHueckne BRIoueHIA
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumpre Oreyterryror Mexannueckue BKJHOYCHUA HOIHHbBE
OTCYTCTRORATH MPH BIBYATLHOM KOHTPOIE
Invisible Particles = 10 um: Particles 2 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,
Hesivre HactHusl 2 10 Muxpon: Yactiusl 2 10 muspon-ue Goxee 6000
0/ daakon /hnakon
Yactuusl 2 25 Mukpon: Yactimuet > 25 muxpon-ue Goiee 600
0/ gaakon /nakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY
IisetHoCTS He npesbiiaer aranon GY OKpacka pacTsopa He 10/KIA NPEBHILATS
ranod GYs
Clarity Keeps requirements The solution should be clear or the
[MpospaynocTs opalescence of the solution should not

Buuepxusaer tpedosanus

exceed the opalescence of reference
suspension .

Pacteop nomken GbITh NPOIpaYHLIM HIH
ONANECUEHIKA PACTROPA HE T0MKHA
NPeBLILIATE ONANCCUCHIHIO dTanona |,

Related impurities

Poactsennsie npumecn

0.03 %

0.06 %

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT 1.0 %
Poacrpennas npusecs A THHHAa300a — He
bonee 0,15 %

JlioBas  apyran nenzenTudHUMpOBAHHAS
npuMech — He Gonee 0,15 %

Cymma npumeceii — we Sonee 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.

Hutpurul He npessimiaer Onrtuueckas  1I0THOCTE

HCIBITYEMOTO
PACTBOpA IPH UIHHE BOAHBL 524 HM e
HOMKHE NPEBBILIATE ONTHICCKYIO
TLIOTHOCTE CTAHAAPTHOTO PacTBOPA.

Crpannua 2 u3 3
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKA JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenme dupmot « I, B. Kemkane sna dapmacsiomikanc Nra )
Bopnu, Mymoait 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

OTAENN KOHTPOJIA KAYECTBA

METROGYL® 100 ml bottle BATCHN  1IX8446
=} . s ot . CEPUS Ne
HAHMEHOBAHHE (Solution for_m;ravenous injection 5 mg/ml)
MPETIAPATA METPOI'HII™ 100 ma daaxon
(PacTBop A% BHYTPHBCHHOIO BBeAeHis S Mr/au)
MANUFACTURED: 08/2018 REPORT N 17FP18002295
1TPOH3BEJAEHO: OTYET M
VALID TO: 07/2021 DATE 07/09/2018
FOJEH 1O: HATA
TESTS RESULTS STANDARDS
NOKA3ZATEJH PE3YJIBTATHI CTAHIAPTBI
Assay of Metronidazole 98.9 % i.e. 4,95 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 -

Konuyectaennoe coaepranme

Metponnaasona

98,9 % Tt.e. 4,95 Mr/Mn

5.5 mg/ml
90,0 - 110,0 % oT noMunanuHora
conepxanng, 1.e. 4,5 - 5,5 Mrima

Assay of Sodium chloride
Komuuectennoe coneprane

Harpus xnopiaa

99.1 % i.e. 7.830 mg/ml

99,1 % T1.¢. 7,830 Mr/mn

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

95,0 - 105,0 % 0T HOMHHATLHOTO
cofepxanns, T.e. 7,505 — 8,295 mr/vn

Crpannna 3 w3 3

Russia

The above sample complies with the prescribed standards of quality
Belweykasauuelit 06pazei COOTBETCTBYET YCTAHOBNEHHBIM CTAHAAPTAM KauecTea

IRV

QUALITY CM MANAGER
MEHEKEP MO KOHTPOJIIO KAYECTBA




