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Fopuandeckui azpec:

Poccus, Mockea 127008, yn. Teepckas, 4.18, kopnyc 1, ka6, 609
Ten/baxc (495) 642-82.34, Ten. (495) 642-82-35

YUHH/KNI 7703550219/771001001 662 18 11

OrPH 1057746834420

Toarsepxaeane cooTBeTeTRI
BBOHMOLU ICKAPCTBEHIOND Npenapary TpedoBanuam,
YETAHORAECRHEIM IPKH €0 COCYAAPCTBEHHON perucTpanun
Ne 523 ov 44, &7 2022

Cornacho Ioctanosenus Tlpasurenscraa PO or 26.11.2019 Nel 510 «O nopszke BEOAA B rpasuaHcKui
060pPOT NeKAPCTREHHBIX MpENapaTos Ajis MEANLMHCKOTO NPHMEHEHHSY,

u“opmnoe HaHMEHORAHHE METPOIH®
Mexaynaponnoe wenatenrronannoe Merponunason
HAHMCROBaHHe (TPYTMHPOROYHOE
HITH XHMHIecKoe)
JlexapcTeentas opaa PpacTBOp A mudy3u
{_Hosxpoeka S Mriva el
®opma Brnycka PpacTsop mns uidvauit S Mr/vr
=] ($naxon) 100 Mn X 1 (nauxa XapTonasn)
| Homep cepui 11X21549
O6bpem cepun 37912
| _Hara Brinycka 1272021
| Tozen a0 11/2024 (30/11/2024)
| Haumenonanne u aapec Unique Pharmacentical Laboratories (A division of J. B, Chemicals &
NPOUIBOIITENS Pharmaceuticals 1.ud. 3, India
(Bee cranau npomsaoacraa) Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India

Ounk dapmacuiotikan JlaGopatopis (Otuenenue ipnst «Ix. B. Kemuxanc
3Ha PapMECKIOTHKAIIC Jra.»), Uuaus
Hunam Cenrep, Kpsito “B", 4 Dtax, Xnuz Cakikn Poyx, Boprm, Mym6ait 400

030, Hunus
Site address Plot e, 4, Phase IV, G.LD.C. Industria] Area, Panoli - 394 116, Dist.; - Bharuch,
Anpec NPOUIBOACTBEHHON India.
ILTOA KM Vuactok Ne 4, daza 1V, FH K. Hunacrpuan Apea, IMasonn — 394 116,

okpyr: Bxapyy, Uuans

Howmep u nata perscrpauuomoro ITN011666/01 or 07.06.2010 (nata samerss PV 10,01 .2020)
{_YROCTOBEPEHHA
Homep HopmaTHsHOK AoxyMenTaupy | ITN011666/01-100120

Haumenopauue n appec Aepxiarens | Unique Pharmaceutical Laboratories (A division of 1. B. Chemicals &
PETHCTPAUHOUHOTO YHOCTOBEpeus | Pharmaceuticals Ltd.), India

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

FOHKK DapmacsioTHKan JiaGopatepus (OTnenenue dupmer «Jlx. B. Kemuxanc
3ua apmacsiotukanc Jita.»), Higus

Hunam Ceurep, Kpsino “B”, 4 Orax, Xuug Cafikn Poyn, Bopnu, Mym6att 400
030, Uanus

OtsercTRennoe aumo AHcTprOBIOTOpa 000 «lQHKK dapMacsioTHxan JlaGoparopus» —~ Cmuphosa A.A,, MeHenkep
10 CepTUOHKALMH, Npikas Ne9-0]] or 10.08.2020
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHE PAPMACBIOTHKAL JABOPATOPHI
(A division of «J. B, Chemicals & Pharmaceuticals Lid »)
(Orcacie Qupyut «Jlx. b, Kenukanc a1 Gappacsiorikaic Jira.n)
Bopni, Mymbah 400 030, Muamn - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OTAE] KOHTPOJS KAYECTBA

Name of the product

HaipaHue npenapara

METROGYL® 100 mi polyethylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METPOIILT® 100 ma MOAHITH.ICHOBRIH QAKOK B HAYKE
KApTOHHO#H

{pacToop Aaw uudyauit 8 mr/ma)

Registration certificate

and date

Homep 1 1aTa PerucTpaunontioro
YA0CTOBEPEHMH

T1 NO11666/01 ot 07.06.2010

Batch #
Cephs Ne

11X21549

Manufactured
[Tpou3seacHo

1272021

Valid to 1172024

I"oneH 10

Analytical Report Ne
Auanntuueckui Oruer Ne

17FP21002384 Date 2741272021

Hara

AP1, manufacturer of APl
HauMcHOBAHHE BKTHBIION
cyGcTaHumMM, POH3BOAKTE.1b

Metronidazole USP - Aarti Drugs Ltd., India
Merponunazon O.CIHA - AaptH Jlpare Jita., Hrjgm

The analysis was carried out
according to Normative document
Ananua sbinosucH no HJ

[1 N011666/01-100120

Manufacturer

(All manufacturing stages)
[poxasoauTEL

(Bce cranuu NPOM3BOACTEA)

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

HOuuk Dapmacswrrukan JlaGoparopus (OTaeneHue dupmer «Jlk. B.
Kemuxuwic ana Dapmaceiorrkane JIrar). Muaus

Site address
Agapec npoH3IBOICTRCHHOR
IOLAZIKH

Plot Ne. 4, Phase IV, G.LD.C. Industrial Area, Panoli - 394 116. Dist:
Bharuch, India.

Vyactok Ne 4, Paza IV, [ H.JLK. HnaacTpran Apea, 1lanosin - 394 110,
Oxpyr: bxapyy, Hinus

Storage At temperature not exceed 30 °C protected from light. Don’t
XpaneHne frecze.
Tlpn Temuepatype He Boiwe 30 ° C B 3alMIIEHHOM OT CBel1a
wmecte. He 3amMopaxuBaTh.
Shelf life 3 ycars
CpoK Moj\HOCTH 3 roaa

Crtpaunua I u3 3
Russia




LHETA

TESTS RESULTS STANDARDS
MOKA3ATEJTH PE3YJIbTATHI CTAHAAPTLL
Description A clear pale yellow solution A clear colourless to pale yellow solution
Oaucanne Tpospaunniii pactoop oT cacric-xentoro | [pospausi pacreop o7 GecUBETHOMO 10 CBETID-

WHENTOrO UneTa

Identification
MoanHHHOCTH

HPLC

A. Metpounaason
BIXX

B. Sodium
Identification
reaction

B. Hatpufi
KavyecTBeHHas
peakuUs

C. Chlorides
[dentiltcation

A. Metronidazole

Keeps requirements

BriaepxusacT TpeGosanus

Keeps requirements

Briaepwusaer tpebosanis

Keeps requirements

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

Bpema  yAepaHBaHHA ~ OCHOBHOTO  nuka  Ha
XPOMATOTPAMME  MCTILITYEMOTO  PacTBOPA AGSAHC
COOTBETCTROBATL  RPEMEHH  YHEPKHBAHMA  [THKA
METPOHHIAI0NA HE XPOMATOrpaume CTanIapTHOro
pacTBOpa.

Formation of dence white precipitate with solution of
potassium pyroantimonate.

O6fpazoBaye NIOTHOTO OCAKE DEAOI0 UBETA C Kanus
NHPORHTHMOHATA PACTBOPOM.

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

reaction Buinepaupaet TpefoBanHKS Ofpaszosanuc  Oenoro  TROPOKHCTOrO  Ocalka ¢
B. Xnopunaw pacTBOPoOM cepedpa HUTpaTa.
KuHeCTBCHHARA
peaklus =
pH 5.9 45-7.0
pH 4,5-70
Extractable 102.50 ml Not less than nominal (100 mi)
Volume
Uasnexaemnii 102,50 mn He menee HomuHansHoro (100 mn)
ofineM
Baclerial Less than 0.35 EU per | mg Not more than 0.3% EU per | mg of metronidazole
Endatoxins
Baxrepraisusie Menee 0,35 ED ua | My He 6once 0,35 ED ua | mr meTpoHMAa3IONa
IHAOTOKCHHEL ]
Sterility Sterile The solution shall be sterile
CTEpPHARHOCTD CTepHbHbiRA Pactsop A07weH ObiTh CTEPHIIBHBIM
Ancmalous Non-toxic The solution should be non-toxic
toxicity Hevoxcuunbli Pactsop nonmeH ObiTh HETOKCHUHBIM
AHomabHAN
TOKCHYHOCTE
Particulate Matter
Mexauuueckue
BRITHMEHHR Absent Particulate contamination should be absent by visual
Visible OtcyTcraytor inspection
Busnmmie MEXAHHYECKHE BIJTIOYEHHA AOAKHBI OTCYTCTBOBATL
NpPH BH3IYaibHOM KOHTPOAC
Invisible Particles 2 10 pm:
0 per vial
Crpannna 2 w3z 3

Russia




TESTS RESULTS STANDARDS

MOKA3ATEJAN PE3YJIbTATDI CTAHAAPTHI B
Particles 2 25 ym: [ Particles 2 10 ym: average number of particles - not
0 per vial more than 6000 per vial.

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

Heananmble YacTrinl = 10 MKM:

0/ dnaxou YacTHLb! 2 10 MKM: CpeHee KOIHYCCTBO HAaCTHLL - HC

Yactuusl 2 25 MKM: Gonee 6000 /haakoH

0 / pnaxon YacThisl = 25 MKM! Cpe/iHee KOMYECTBO HACTHIL - HE
» Gonee 600 /prakoH .
Colour Does 10t exceed the reference standard | The color of the solution should not exceed the

GYs reference standard GY's
11seTHOCTS He npessiwaet a1anon GY's Ospacka pacTaOpa HE J0JIKHE MPEBLINATE OTAN0H
GY"’ —

Clarity Keeps requirements The solution should be clear or the opalescence of the

salution should not exceed the opalescence of
reference suspension |

[poipauHoCcTy Buiaepkugaet tpeboBanus PacTROp 20:1KeH (biTh IPOBPATHLIM HIil
ONATeCUEHLIMS PACTBOPE HE NOIKHE 11PEaEI AT
ONANECUEHLAK 3TAT0NE |.

Related impuritics 0.02% Metronidazole impurity A - NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %
0.02% Total impurities - NMT 1.0 %

Poacteenunie Tpumces A seTponnaaiona — e Gonee 0,15 %

NPHMECH 0.0% JThobas apyran HEWICHTHOHUAPOBAHHAR NPUMECH —
ue Gonee 0,15 %

Cymma npuMeceii — He Gonee 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.

HutprTil He npesbiaer OIrfHYecKan MIOTHOCTE HCALITYEMOr0 pacTROPA NpH

uiMHe BOANB 524 HM HE JOMKHA [PCBLILIATH
ONTHYECKYEO IUIOTHOCTh CTAHAAPTHONC PACTRODA.

Assay of 99.0 % i.e. 4.95 mg/ml 90.0 - 110.0 % of the label claim . i.¢c. 4.50 - 5.50
Metronidazole mg/ml
KoauuecTseHHOE 99.0 % t.¢. 4,95 MM 90,0 - 110.0 % 0T HOMHHANLHOTT COICPAHKAHMA,
coaepKatue 1.6.4,50 - 5 50 mr/mn
MeTtpoHuaasons
Assay of Sodium 99.8 % ie. 7.887 mg/ml 95.0 - 105.0 % of the label claim,
chloride i.e. 7.505 - 8.295 mg/ml
KonuuecTeHHOE 998 % .. 7.887 MriMn 95,0 - 105,0 % OT HOMHHATHHOI'O COAEPRAHNA,
COCPKaHHE 1.e. 7,505 — 8,295 mr/mn
Hatpun xuiopuza
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.
Yenonua [1pu remnepatype He abiuc 30°C e Tlpu Temneparype He ssitie 30 ¥ C B 321UHWLCHHOM OT
XpaneHua JAUHUIEHHOM OT ceeTa mecTe, He ceeTa MecTe. He 3amMopaxusaTh.

; 38MOPAKHBATE.
Shelf life 3 years 3 years
Cpok roanocTH 3 ropa 3 roga

The above sample complies with the prescribed standards of quality -
RbiiteykalaHHb i obpaiell COOTBETCTRYET YCTAHOBIEHHBIM CTAHAAPTAM KadecTh By
y pi VeT YCTAHOB.EH nap HecTna &= ‘o *?}«U

QUALITY CONTROL MANAGER
MEHE/GKEP O KOHTPOJIHO KAYECTBA

Crpanuna 3 u3 3
Russia



