000 «OHWUK ®APMACLIOTHUKAN NABOPATOPU3»

Opuanyeckui agpec:

Poccus, Mockaa 127008, yn. Teepckas, .18, kapnyc 1, kab. 609
Ten/thakc (495) 642-82-34, ven, (495) 642-82-35

MHH/KIN 7703550219/771001001 662 18 14

OrPH 1057746834420

Toarsepu#sienue cooTrercTRHS

BBO3IHMOIO JICKQ.PCI'BGIIHOI"O npeuapa‘ra ‘rpeﬁoBaHlmM,
YCTAHOBJCHHLIM NPH €10 rOCYAAPCTBERHOMN PErHCTPALIHR

Ne 469 or 24 f 2012

Cornacno Ioctaunosnenus [pasutenscrsa PO o1 26.11.2019 Nel510 «O NOpsA/IKe BBOJA B IPAXKIAHCKHI
060pOT NekapeTBeHHBX OPENapaToB A4 METHUHHCKOTO [IPHMEHEHH,

Toprosoe HaHMeHOBaHHe METPOI'HJI® |
MexxyHapoJHOe HENaTeEETOBAHHOS MerpoHuaaion I
HaHMEHOBEHHe (TPYIMHpOBOYHOEe

HITH XHMHIECKoE)

JlexapcTrenHan dopma PacTBOp LA HHbY3HH

Hozuponka 5 mriMa

DopMa BBIMTyCKa

pacteop ang uidyauh 5 Moima
(dnaxon) 100 ma x 1 (navxa KAPTOHHaA)

Homep cepun 11X21456

Qbnem cepuu 37443

Jlata Bhinycka 10/2021

ToxeH ao 09/2024 (30/09/2024)

Haumenopauue n agpec Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
NPOU3BOIHTENS Pharmaceuticals Lid.), India

(Bee crazuu nponssoactsa)

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

HOnnk apmacriotiran JlaGopatopus (Otaenenue dupmet «Ix. B. Kemukaic
3HA PapmackioTrkane Jita.»), MEmis

Hunau Cenrep, Kpruto “B”, 4 Brax, Xunn Catixn Poyx, Bopnu, Mym6att 400
030, Huang

Site address
AJipec IPOH3IBOACTBEHHO
[0WAaAKH

Plot Na. 4, Phase IV, G.I.D.C, Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.

Yuacrok Ne 4, ®a3a IV, THJIK. Hrpactpuan Apea, ITasona — 394 116,
oxpyr: bxapyy, Hagus

Homep w nata persctpanuorvoro
AOCTOBEPERMHS

TI'NO11666/01 ot 07.06 2010 (nata 3amers PY 10.01.2020)

Homep nopMaTuBHOH KokyMenTaLHM

TINCG11666/01-100120

Haumesnoasue u agpec AepaKaTens
PETECTPALHOHHCTO YAOCTOBEPEHHR

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

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

FOnux ®apmacuiotnxan JaGopatopus (Otaenenme ¢dupmu «/x. B, Kemukanc
aug PapMaceiotnkane Jita.»), Mumms

Hunam Cenrep, Kprto “B”, 4 Brax, Xang Cafikr Poya, Bopnx, MymGati 400
030, Hunus

OTsetcTBeHHOE NUID AnctprosioTopa 000 «FOHMK CapMackioTixan Jiaboparopas» — CvupHosa A.A., MEHeKep
o cepTduKaumy, mprkas Ne9-OJ1 or 10.08.2020 e < TR

C yRaxenueM,
Menegxep no cepTHhHKANHA

000 «lOnnk CapmackloTHKan JlaGopaTopnin

CmuproBa A.A.



UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK GAPMACBIOTHKAJ JIABOPATOPH3
{A division of «J. B. Chemicals & Phurmaceuticals Lid.»)
(Oraencune gmpmst « Ik, b Kemukanc sz @apuvaciomakwie N »)
Bopai, MymSai 400 030, Hws - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

QUALITY CONTROL DEPARTMENT
OTHEN KOWEPOIS KAMECTBA

Name of the product METROGYL*® 100 ml polyethylene vial in cardboard pack
{Solution for infusion § mg/ml)
METPOTHI® 100 ma noamymwicnosbtii duakon B nauke
Haspanme npenapara SR s .
(pacrsop ans wudyIni 5 Mrima)
Registration centificate I NOL1666/01 ot 07.06.2010
and date
Homep u pata PerucTpaunoHHoro
YAOCTOBEpEHA
Batch # 1IX21456
Cepus Ne
Manufactured 10/2021 Valid to 0972024
[1ponipenetio Togen a0
Analytical Report Ne 17FP21002062 Date 08/11/2021
AHanutnyeckuit Oryer Ne Jlata
API, manufacturer of API Metronidazole USP - Aarti Drugs Lid., India
Hanvenopaite aktusoll Merponnnason ®.CUIA - Aapru [iparc fva., Hupus
cyDCTaHUMK, NPOHsBOMTEh
The analysis was carried out TTNO11666/01-100120
according to Normative document
Ananms sanasined no HJJ
Manufacturer Unique Pharmaceutical Laboratories (A division of J. B, Chemicals &
(All manufacturing stages) Pharmaccuticals Ltd.), India
I Ipoussonuresis 1OHuk Wapmaceiotukal JlaGoparopus (Orjencuue Gupmot «llx. B,
(Bee craguu npoussoactea) Kemukane ang dapmacsiorukanc Jita.»), Humus
Site address Plot Ne. 4, Phase IV, G.L.D.C. Industrial Area, Panoli - 394 116, Dist.:
AZIpec MPOH3BOACTBCHHOI Bharuch, India.
I10ILAAKH i Yuacrok Ne 4, ®asa IV, [ M. JL.K. Munactpian Apea, INasonn - 394 116,
Oxpyr: Bxapyy, Hnans
Storage At temperature not exceed 30 °C protected from light. Don't
Xpanietiue freeze.
IMpu Temneparype ne soie 30 ° C B saMIenHOM 0T cBeTA
mecre. He samopaskusars.
Shelf life 3 years
Cpok roaHocTH 3 rona

Crpannua 1 u3 3
Russia




TESTS
NOKA3ATEIN

RESULTS
PE3YJABLTATHI

STANDARDS
CTAHJAPTHI

Deseription

Onucaune

A clear pale yellow solution

Mpoapaynniii pacTrop oF CBETAC-RKeNTOrD

LBCTa

A clear colourless to pale vellow solution

Upospauselii pactsop o1 fecuseTHONO 10 CBETNO-
KEITOrO UBeTa

[ Tdentification
Tomunocts
A. Metronidaznle
HPLC !

A. Metponnaaszon
B3KX

B. Sodium
Identification
reaction

B. Harpuit
Ka{eCTBCHHaA
peaxis

C. Chlorides
Identification

Keeps requirements

Briepuupaer Tpedosadis

Keeps requirciments

Beinepxusact tpebopanis

Keeps requirements

 Bpema

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

(MEPKUBUHHA  OCHOBHOTO  Nuka  Ha
XPOMATOTPAMME  HCIIBITYEMOID  PUCTBOPE  AOJIAKNO
COOTRETCTROBATS  BPEMEHH  YACDKHBUHMA  NHKa
MCTPOHMAGIWIZ HA XPOMATOIPAMME cTanaapTioro
pacrsopa.

Formation of dence white precipilale with solution of
potassium pyroantimonate.

O0pazoaHue NNOTHOO OCaAKa DENOro UBETA ¢ KalHs
MHPORHTHMOHATA PACTROPOM.

Formation of white curd-like precipitate with solution
of silver nitrate.

baktepuuwibtibie

Menee 0,35 Ed na | mMr

reaction Briacpmusaet tpedopanns Obpaiopaie  Genoro  TBOPOKHMCTONO  oCanka ¢
B. Xnopuma pactaopom cepebpa Hurpara.

KaHecTae HHasR

peaxiis sl
pH 58 4,5-7.0

pH 45-70

Extractable 102.67 ml Not less than nominal (100 ml)

Volume

Himnexkaemuiit 102,67 Ma He menee nomunaasuoro (100 m1)

odLem

Bacterial Less than 0.35 EU per 1 mg Not more than 0.35 EU per 1 mg of metronidazole
L:ndotoxins

He Honee 0,35 ED Ha | Mr MeTpoHHaazona

0 per vial

IHAOTOKCHHEI

Sterility Sterile The solution shall be sterile

CrepuiibrocTs Crepunsufi Pactsop nomsken ObiTs CTEPUNBHEIM

Anaomalous Non-toxic The solution should be non-toxic

toxicity HetokenHeii Pacteop nonwen GbiTh HETOKCHUHBIM

AnomanuHas

TOKCHUHOCTh

Particulate Matter o

MexasnJeckne

BKIIOUEHHH Absent Particulate contamination should be absent by visual

Visible OtcyrerBvior inspection

Bugumnie MexaHuYeckne BRIIOYEHHA AONKHBI OTCYTCTBOBATH
NPH BH3YATLHIOM KOHTpOAC

Invisible Particles 2 10 pm:

Crpanuna 2 u3 3
Russia




Henunmumpie

YHacrust = 10 mxu;
0/ daakon
Yacriuw 2 25 Mem:
0/ drakon

TESTS RESULTS STANDARDS
NMOKA3ATEJIH PE3YJBLTATHI - CTAHIAPTBI
Particles 2 25 pm: Particles > 10 pm: average number of particles - not
0 per vial more than 6000 per vial.

Particles 2 25 pm: averuge number of particles - not
more than 600 per vial.

| YacTHus = 10 MKM: Cpealiee KOAMECTRO MacTHL - jie
donee 6000 /dnaxon

HacTiubl = 25 MKM: CPEIHEE KOIMYETTRO YACTHL - 1ie
| flonee 600 /dnaron

Hpospausocrs

Brizepiusaer Tpedosanns

Colour Does not exceed the reference standard T'he color of the solution should not exceed the
GYs reference standard GYs
Hacruocn He npenniuacy smanon GY. UKpackd pacTeopa 1e AOMAKHA NPERMINATE FTaion
- e GY$ ..... —
Clarity Keeps requirements The solution should be clear or the upalescence of the

solution shauld not exceed the opalescence of
reference suspension 1.

Pacteop pomken 6wt npoapannuM 1w
ONANCCUEHLNA PACTROPA HE JO1KIIA MPEBLILIATS
OHANCCUCHLMIO ITanoHa |

PoactacHHsle
MPHMECH

Related impurities

0.00 %
0.02 %

0.02 9%

Metronidazole impurity A - NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %

Total impurities - NMT 1.0 %

Ipumecs A Merporngasona - we donee 0,15 %
Nwbas apyras HEHACHTHHIMPOBAHHAN NPHMeC -
He Gonee 0,15 %

Cymma npumecedi - ne Goaee 1,0 %

Nitrites

Hutpursl

Does not exceed

He npesiaer

The optical density of the (est solution at a wavelength
of 524 nm shall not exceed that of the standard
solution.

Onmiveckas I0THOCTL KCABITYEMOIG pacTeopa npu
AHMHE  BOAHM 524 HM NC A0MKHA OPERMIIATb
ONTHULCKYHO IUIOTHOCTh CYANZAPTHONO PACTBOPR,

Assay of
Metronidazole

COACPRARKNE
Metponnaasona

99.4 % Le. 4.97 mg/ml

Konuaceraennoe |

99.4 % 1.¢. 4,97 mr/man

90.0 - 110.0 % of the label claim , i.c. 4.50 - 5.50
mg/ml

90,0 - 110,0 % or nomuuaLHOrO ConepHKaHHM,
T.€. 4,50 — 5,50 mr/Mn

Assay of Sodium

99.7% ic. 7.874 mg/ml

95.0 - 105.0 % of the label claim,

chloride i.e. 7.505 - 8.295 mg/ml
KoansecTsenoe 99,7 % 1.c. 7.874 mrimn 85,0 - 105,0 % or HOMHHANLIOrD CO/EPAAHMN,
cofiepkanue T.€. 7,505 ~ 8,295 mr/mn ]
Hatpua xnopusa e
Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light,
conditicns from light. Don’t frecze. Don't frecze,
Yeaorus pn Tesmncparype He seiwe 30 °C s Fput Temneparype te seiwe 30 C 8 3awswennom oy
XPUHCHHA SUUHILCHIIOM OT cBeTa Mecre. He ceera mecte. He samopawusars.
33MOPAKHBATS,
Shelf life 3 years 3 years
Cpok roanoctu 3 rona 3 roaa

The above sample complies with the prescribed standards of quality
Baiucykasanumii 06pazey COOTRETCTBYCT Y¥CTAHOBACHHLIM CTAHJADTAM KaUeCTEa

Crpanuma 3u3 3

Russia
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QUALITY CONTROL MANAGER

MEHEZKEP IO KOHTPOJI KAYECTRBA




