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HO}ITHEPI{,‘]QH}IE COOTBETCYBHA

BEOIHMUIO JEKADCTBCHHOIO 1 penapaia 1'pcﬁumlmm M,

YCTAHOBTEHHLIM NPH ero recy,lapcrseu:wﬂ PCTHCTDAIHH

Ne 423 ov 4. AF 2021

Cornacho lloctanosnenus [Mpasureasersa PO o1 26.11.2019 Nel510 «0 nopaixe Brosa 8 rpaknanckuit
0B0pOT EKAPCTREHHEIX IPEMAPATOB JUTH METHLIMHCKOTO HIPHMEHEH H».

| Toprosoe HaHMEHOBAHHE

]

METPOL HJI® |

Mex yHAPO IR0 RENATHTOBAHHOS
HAHMEHOBAHHE (IPYIIMPOBOYHOE

HIH XHMHYECKoe)

MeTtponuiazon !

Jlexapcraenas gopma

pacTaop 1as uEdy3ml

Hosuposka

3 MM

MopMa BEITYCKA

pacTsop ang undyIni 5 Mr/Mn
(tpnaxon) 100 v x 1 (mauka kapromias)

(Bce cTazuu npoussoacTea)

i Homep copun 11X21405
| Obbem cepun 37843
Jlara BeiTycKa 09/2021
Tozen a0 08/2024 (31/08/2024) )
Haumenopanue u aopec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
TPOH3BO/HTENR Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

HOunx Papmacuiotikan Jlaboparopus (Otaenenne qiepuer «Ix. B Kemuxanc
367 MapmaceloTHkanc Jita.»), Uaaus

Hunam Cenrtep, Kpeine “B”, 4 Drax, Xuna Cafikn Poya, Bopmu, Mymbakt 400
030, Hrnus

Site address
Azpec npoH3ROACTBEeHHOK
ANOUANKH

Plot Me. 4, Phase IV, G.LD.C. Industrial Arca, Panoli - 394 116, Dist.: - Bharuch, |
India.

Vyacrok Ne 4, ®asa IV, THJLK. Hunacrpuan Apea, Ilawonu — 304 116,
okpyr: bxapyy, Hugus

HOMCP K LETa PErUCTPALUMOHHOO

VIOCTOBEPCHHA

[T NO11666/01 o1 07.06.2010 (zara samenst PY 10.01.2020)

Homep HODMATHBHOH JOKYMEHTAIMA

T NO11666/01-100120

HaumenoBanne W agpec gepxarent
PErucTPALKOHHOIO YAOCTOBEPEHHA

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 460 030,
India

IOuux PapmacsioTuxan Jlabopatoprs (Otaenenue dupmur «x. B Kemukanc
3uz ®apMaceioTrkanc JITA.»), WHansa

Hunaw Certep, Kpuino “B”, 4 Drak, Xuun Calikn Poyz, Bepnn, Mvm6ait 400
030, Unaux

OT8eTCTREHHOE NHLO THCTPHOBIOTY
0 cepTHdMKauuny, npukas Ne9-0JLor 10.08.20 b

C ypamenuem,

Meneawep no cep’rn¢nnaa§i§|{' :
GO0 «lOunk Qapmacsioruk 7 Madopatopusy

00 «IOHnK GapmackioTikai JTaBOPaTOpH3» — CMUpHOBa A A., MEHEDKEp
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A it CmupHoBa ALA,
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HVLE FHARMACEUTICAL LABORATORIES

HOHHK DAPMAUBKITHKA. !.HI:UP\HJHH

A

{lrracacnme
Regpaw, Mysbai 300 ¢

tvissan of <1 B Chen us\(’k!'
i I.l‘ ke ] b
P30 Boams - Worll, Moembai 400 630, 1néia

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
DEPARTMENT

5

QUALITY CONTROL
CTEH KOUTPOJEH Kab

ECTIA

| Name of the product

Hassanne npenapara

METROGYL" 100 ml polyethylene vial in cardboard pack
(Selufion for infusion 5 mg/mly
CMETPOD AT 100 st nonITHACHOB LI §IaK0H B nauke
| AP EOEN O
ipacTron pad HHbv i S s

Registration eertiffcate
and date

YAOCTORCPCHHA

11 NO11666/01 o1 07.06.2010

Homep n azta Perucrpavvonioro |

Batch # CHX21405

Cepnn Ne |

Manufactured 1 0972021 Valid to 82024
pouzneaziio ' _ Fonen a0

Analytical Report Ne CITFT2I001782 Date 0612021
AnndTHacckni Oruer Ne | Hara

APL manufacturer of API
HausMenosanue akrysuon
cyBoranpn, LPOHIROARTEN L

Metronidazole USP - Aarti Drugs Lid., India
Merponugazon O.CHIA - Aapre Jpare Jita, Huaus

The analysis was carried out
zcenrding 1o Normative document
Aranut gaimoaven ne HJ1

TENOT1666/01-100120

Manufacturer

(Al manufacturing stages)
[TpouinoauTens

(Bee ermum npoiisoacrea)

Unigque Pharmaceutical Laboratories (A division of |, H. Chemicals &
Pharmaceuticals Lid.), india

Knur Daprackoriran Mabopatoput (Oviencuse Gupmi oLk, b,
Kemuxang s Qapmaceorakanc Jran), Higues

Site address
AJIPES HPOHABOACTREHHON
LLIOHIAKH

Plot Ne. 4, Phase 1V, G.LD.C. Industrial Area, Pancli - 394 116, Dist.
haruch. India.

Yuacrox Ne 4, @usa IV 1 H LK. Hunactpean Apea, Nanoms: - 394 116,

Oxpyr: bxapyy, Huims

Storage
Xpanenue

At temperature noet exceed 30 °C protected from light. Don’t
freeze.

Lipn remueparype ve sbinte 30 ° C p ansuennes or cuera
mecre. e samopakusats.

shelf Tife
CPOK rofHOCTH

Croadnua T as 3

3 )’C'd?"ﬁ
3 roda




TESTS : RESULTS
HOKAZATENH | PEIYIBTATH
Description { A clear pale vellow solution
Crtucanie Hpivipasidntll paCiBop U1 Coviio-mentore

UBCTa

Identification
Homamanocrs

AL Metronidazole
HPLC

AL Merpennagion
ROKX

K.'-!Ej‘?i TEYUIFCHINS

Buiaepaupaer mpeConanig

WVZKE.;]TDTU Betd e

STANDARDS
CTral

A clear colourless o pale vl

Hpoapassistdt pactrop 07 BACUBETHOTO A0 CROTAO-

1 The retertion time of the major peak m te
chromaetegram of the sample solution should
correspond 1o peak of metronidazole in the
chromategram of the standard solion
Bpesa  VIEPKEBAESE  OCHORHOED
XPOMATOTPAMME  HCNKMIVEMOTO  DACTBOPE  JQIKHO
CUOTBCTCTIOBATE  PPOMOHM  YACPDHHHAHUE  (HEQ
MCTROHHADI0N] HA NPOMATOIPAMME CTEHAANTHOID
pactaopa,

WKL Hid

B. Sodium Keeps requirements Formation of dence white precipitate with sotution of
ldeatification potassium pyroantimonats,

resction Buiaepaupaet Tpeboraima UfipasoBauHe MIOTHOMo ocanka Genors 1BeTa ¢ Kains
. Hampuit HHPOAHTHMOHATA PACTRODOM.

Ka42CTHEHHANR

peasus

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

reactien | Bugepansact rpefosarm Obpazopanue  Heaoro  TOPOKHCTOIO  00AHR €
B, Xnopuase pacTeaposm cepedpa HeTpaTa.

KAUCCTBEHNAR

peakind "

pH i 0 ' 45-70

pii 4,5-70

Extractahle 102.67 ml Not less than nominal (108 ml)

Volume

Hisdekaemeii 162,67 mn He enee novunansnoro {100 aa)

olnem i o
Bacterial Less thar 0,35 EU per | mg Mot miore than 0.35 EU per | mg of metronidazole
Endotoxing

BakTepHathieie Menee §,35 ED na | mr - He Sonee 0,35 0 na | mr merponnzasona

FHAOTORCH HbL §

Srerility Sterile Ihe sulution shall be sterile 1
CIepIILHOCTL Crepuabusil Pacrsop aoiuet GhlTh CTEPI B ERM

Anemilous RNon-loxic The soluetion shoeld be non-toxic

loxicity Herokcnannii Factaop 201KeH GLITH HOTORGH  HbIM

Anosmainiiag

FORCHMHOCTD

Mexanumecxkue
BRAKMOH R
Visible
BuanMbie

Invisthic

Particulate Matter |

Absent
Uy TCTEYHIT

Particles = 10 pm:
4 per vial

Purticulate contamination should be absent by visual
nspection

MeRaHHYCCRHE BICHOHEHIE  OMAL OTCYTCTBORL b
| O BHLATBHOM KOHTpOIE

i

Crpasnun 2 11 3




TEXTS RESULTS STANDARDS

BOKAZATETM CPESMIBTATLE R CTAHIAPTHI ol
; Particies : jan. Partizles = 16 pm: average number of panticles - not
0 per vial more than ¢H00 per vial,

Particles 2 23 am: aversge number of paricies - nol
ghore than 600 per vial,

Hesuppnnie Hacteue: 2 10 sk
i fapragon Hactiithd 2 10 MEM CPeanes KOTHYECTRO MUty - 1o
Hactuus 2 15 Mg furiec 6000 Dasxon
&/ raroH HacTiib! 2 25 Mxa CPLAHEE KUZMHCCTBO “OCTHIL - 10
(AN - feqee (0 “hiakow L.
Celour g Drozs not exceed the reference standard | The color of the solution should not exceed the
g Y reference stundard GYs<
LigeTiocTs ! He nperatinaet »1aion GYs Chepackd pRUrBOPa MU A0KHa HPCHLILATS 2TaN0H
Clarity ‘ Keeps requirements The solution stould be clear ur the opalescence of the
|

solution should not exceed t1e opatescence of
reference suspension L

HpoapastocTs Bugepmusaet TpeGoranss PacTadp aonseH GeiTe GROIPasibiM HiIN
QTARCCUEHIUIA PACTEOPA HE HOIMHL HPEHLLIHATE
OIANECHE MG FTUI0HE 1.

Related impurities o2 Metronidazole impurity A - NMT 0,13 %
Any other unidentificd impurity - NMT 0,15 %
0.03 % Total impurities — NMT L0 %
PeacTaesEne FipesMecey A serponiiasona - ue Gonee 015 %
NPHMECH (05 % Jeobas apyran Hesen TG UHPOBLHHAL IpaMecs —

e Gonee 1,15 %
Cymma nprseceit - ke Goage 1,0 %

Nitrites Does not exceed The optical density of the test solution at & wavelength
of 524 nm shall not exceed that of the standard
solution.

Hirparrs He npesiiaer OuITHYECKEA TINOTHOCTE HONBITYEMOI DACIRGDA 1M

AnMHe  soities 324 WM HE HOAKNA  (IPCHBILATE
QHTHYZCKYH) NI0THOCTE CIREAIPTHONO PACTROpA.

Assay of 98.9 % ie. 4,95 mg'ml Q0.0 - 110.0 % of the label claim , e, 4.50 - 5.50
Metroridazole mg/mi
Komuuecigennoe 98,9 % 1. 4,95 mriva 95,0 - 1100 % o7 HOMHHARLHONO CONCHHENNA,
LOACARH IS 1. 4,50 85,56 mriva
Merpounantona
Assay of Sodium 998 % i.e. 7881 mg/ml 950 105.0 % of the lubel clair,
chloride ie. 7.505 — 8.295 mg/ml
Konmeoroeudoe | 99 % % Tt 7,881 midma 95,0 - 105,0 % 01 HOMIHATLIOND CORCMKAMRHA,
COIePKANHE T.¢. 7,505 ~ 8,295 muvmn
Harpua xiopiia _ _
Storage At temperature not exceed 30 °C protected | Al temperature not exceed 30 °C protected from light.
conditions from light. Don’t freeze, Don't freeze.
Yeaouus Lipn remnepatype ve stz 30°Ce Tpu Temnepatype se ssiwe 30 ° C o ausuesnos o1
XPaHCHNA TANAIICHHOM O CHOTA MeCTE, HC CHETA MeCTe He 'IH“OP:*I"‘“IRJYT@
o FAMODARABAT . o o
Shelf life 3 vears 3 years
Cpok roanocTu 3 rona 3 rona
The above sample complics with the prescribed standards of guality )

Briteykaraunst i 00puie] COOTBETCTEYET vOTaHOBICHHEIN CTAKTAPTAM KauecTha

Croauntia 3 sz 3




