000 «OHUK PAPMACBIOTUKAN NABOPATOPU3»

IOpuauueckuid agpec:

Poccwn, Mockea 127008, yn. Teepckas, A.18, kopnyce 1, ka6. 609
Ten/chaxkc (495) 642-82-34, Ten. (495) 642-2-35

WHH/KMN 7703550218/771001001 662 18 11

QrPH 1057746834420

TloaTBepaEHHE COOTBETCTBAS

BBO3HMOT0 JIEKAPCTREHAOro npenapara Tpefonaunsm,
YCTAHOBJIEHHBIM NPH €0 FOCYIAPCTREHHON perucTpanny

Ne 527 or /P 03 2022

CornacHo TTocranosnenns [Ipasurenscrsa PO or 26.11.2019 Nel510 «O nopsake BEofa B rpakaaHCKuH
060pOT NEKAPCTBEHHBIX NPENAPATOB [UIH MELHUHHCKOrO PHMEHEHHA,

Toprosog HAUMEHOBAHHE

METPOTHI®

MexayHapoin0e HENATEHTORAHHOE
HAWMEHOBaHME (IPYNIHPOBOYHOE
KM XAMHYECKOE)

Metpounaaion

JlexapcTaeHHaA Gopma

pacTsop 1A Hidyauit

Hoauposka

5 mr/mn

DopmMa BRIITYCKa

pacTBOp 1nA HHdYyauit 5 Mr/ma
(dnakon) 100 mn x ] (mayka KapTOHHas)

Homep cepun 11X21559

Ob6beMm cepuu 38002

[lara BBITYCXE 12/2021

TofeH 10 11/2024 (30/11/2024)

HaumenoBanue u aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOHIBOIHKTENS Pharmaceuticals Ltd.}, India

(Bce cTadd MPOK3BOACTBA)

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

[Onuk Dapmaceiotrkan JlaGopatopus (Otaenenne dupmsl «/lx. B. Kemuxaie
aup @apmacsiotukanc JIta.n), Huaus

Hunam Centep, Kpeino “B”, 4 Otax, Xunp Cakr Poya, Bopnu, Mym6Gati 400
030, Muans

Site address
Allpec NPOM3IBOACTBENHOH
miomankHx

Plot Ne. 4, Phase TV, G.I.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.
Vyactok Ne 4, ®asa 1V, LK. Hupacrpuan Apea, IManonn — 394 116,

okpyr: Bxapyy, Hunus

Howmep ¥ faTa perHcTpalHOHHOTO
VI0CTOBEPEHHA

I[IN011666/01 ot 07.06.2010 (nara 3amenst PY 10.01.2020)

Homep HopMaTHBHON NOKYMEHTALIMH

ITN011666/01-100120

HaumeHosaHue H anpec aepxaTens
PErHCTPALHOHHOIC YA0CTOBEPEHHS

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

I0nuk ®apmacsrotrran JlaGopatopus (Otnenenue dupmit «Tic. 5. Kemukanc
3Ha PapmacsioTHRAC JITA.»), HHIRA

Hunam Cenrep, Kpeuio “B”, 4 3tax, Xunn Cafikn Poyn, Bopnu, MymGaii 400
030, Henua

OTBeTCTBEHHOE NHLO AHCTPROEIOTOpa OO0 «10HHK PapMaCLIOTHKAL Jlaﬁopawpus» - CMHpHO'Ba A A, MEHEIKED

o cepTHdukaumy, npukas Ne9-OJf ot 10.08.2020

C yBamennem,
Menenep M0 cepTHHHKAIHA

000 «IOnnk QapmacksioTaxan JabopaTopniy

CmupHoBa A.A.




UNIQUE PHARMACEUTICAL LLABORATORIES
FOHUK ®APMACBIOTHKAJ JIABOPATOPHI
(A division of «J. B. Chemiculs & Pharmaceuticals Lid.»)
(Ornencume dupmnt «Jlk. B. Kemuxanc i apmackioTHkanc JiTi»)
Bopau, MymGa#t 400 030, Hiuus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIES] KOHTPOIIS KAYECTBA

Name of the product METROGYL® 100 mi polyethylene vial in cardboard pack
(Solutlon for infusion $ mg/ml)
METPOTHJI® 100 m1 no/iHsTuacnoBLI (praxon B nauKe
KapTonnod

HENERINE NpeapaTa (pa?:nop win ukdy3nit § mi/mi)

Registration certificate 1 N011666/01 ot 07.06.2010

and date

Homep u aara PerucTpauolioro

| y0cTOBEpEHHA

Batch # 11X21559

Cepug Ne

Manufactured 12/2021 Valid to 11/2024

[IponaseneHo T'ofieH 40

Analytical Report Ne 17FP21002421 Date 31/1272021

AnaautHueckuil Otuer Ne Jlata

API, manufacturer of API Metronidazole USP - Aarti Drugs Ltd., India

HaumeHoBaHHe aKTHBHOR MeTpouuaason @.CLUA - AspTi JHpare Jita., Huans

cyBCTaHLUMK, MPOHIBOAHTEND

The analysis was carried out T NO11666/01-100120

according to Normative document

Ananus suinonied no HI

Manufacturer Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

(All manufacturing stages) Pharmaceuticals Ltd.), India

Ipouzsonures HOuuk dapmacsiornkan JlaGopaTopus (Orpenenme dupmbl «bk. B.

(Bte CTaHH NPOMIBOACTBA) Kemukanc 21 @apmacsiorikanc Jitae), Hiaus

Site address Plot Ne. 4, Phase IV, G.L.D.C. Industrial Area, Panoli - 394 116, Dist.;

Ajipec NPOM3BOACTREHHOH Bharuch, India.

[I0WAAKH Vyactok Ne 4, ®aza IV, ["M.JLK. Mnnactpran Apea, [Nanonn - 394 | 16,
Oxpyr: Bxapy4, Huana

Storage At temperature not exceed 30 °C protected from light. Don’t

XpaneHue freeze.
Tpu TeMnepaType HE BbIIe 30 ° C B 3alIHINECHHOM OT CBETA
mecre. He zamopakubarh,

Shelf life 3 years

CpoK rofiHOCTH 3 roja

s | ; .

Crpannta 1 13 3
Russia




LiBETA

TESTS RESULTS * STANDARDS
TMOKA3ATEJH PE3YJIBTATBI CTAHJIAPTHI
Description A clear pale yellow solution A clear colourless to pale yellow solution
Onucanue Mpo3patiubii pacTBOP OT CBETIIO-ACITONO [1po3pa4nbifl pacToop OT GecuBeTHOTO AD CBETNO-

KENTOro UBeTad

Identification

Mo/ UIMHHOCTL

A. Metronidazole
HPLC

Keeps requirements

The retention time af the major peak in the
chromatogram of the sample solution should
carrespond to peak of metronidazole in the
chromatogram of the standurd solution

A. MeTpoHHARION Brinepxnsaet TPEGOBAHAR Bpems  YACPXHMBaHHA  OCHORHOMC nika M

BIWX XPOMATOrpuMMeE  MCTLITYEMOrD  pactBopa LOTKHO
COOTBOTCTROBAT BPEMEHU  YICPKHBAHME  MUKD
METPOHHAUIONIA HA XPOMAETOIpAMME CTAHAPTHOIY
pacTBOpA.

B. Sodium Keeps requircments Formation of dence white precipitate with solulion of

Identification potassium pyroantimonate.

reaction BoinepkusaeT TpefoBaKin OG6pazoBaHHe IIIOTHOTO 0CAAKA Genoro UBeTa ¢ Kanns

B. Hatpu# MHPOAHTHMOHETR PACTBOPOM.

Ka4ecTREHHAA

peaxmln

C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution

Identification of silver nitrate.

reaction BbiaepxupaeT TpebaBaHHA Ofpasosanue Genoro  THOPONHCTOrO ocaaka €

B. Xn0opHas! pacTaopoM cepefpa nurpara.

KaucCTBEHHANA

peakuns ]

pH 59 45-70

pH 45-70

Extractable 102.50 ml Not less than nominal (100 ml)

Volume

Haenekaembii 102,50 mn He menee HomuHaNLHOTO (100 wut)

| 0GbeM

Bacterial Less than 0.35 EU per 1 mg Mot more than 0.35 EU per | mg of metronidazole

Endotoxins

Baktepuanbiinie Metniee 0,35 EJ Ha | M He Goaee 0,35 ED na | Mr meTponunasona

IHAOTOKCHHBI

Sterility Sterile The solution shall be sterile

CTepHIBLHOCTL Crepuibblil PactBOp A0IKEH BbiTh CTEPHNLIEIM

Anomalous Non-toxic The solution should be non-toxic

toxicity Hetokcuunelfi Pactrop 20mKeH BulTh HETOKCHHHBIM

AlomankHas

TOKCHYHOCTB

Particulate Matter
MexanHueckue

BKIOYEHHA Absent Particulate contamination should be absent by visual
Visible OTCyTCTBYIOT inspection
Bujiumuie MexaHHYeCKHE BKIIOMEHHA NOMKNEI OTCYTCTROBATL
MpH BU3YANTBHOM KOHTpOJIE
Invisible Particles = 10 pm:
0 per vial
Crpannua 2 u3 3

Russia




TESTS RESULTS STANDARDS
NMOKA3ATEJIH PE3YJIbTATHI CTAHJIAPTDHI ;.
Particles 2 25 um: Particles = 10 pm: average number of particles - no
0 per vial more than 6000 per vial.
Particles > 25 um: average number of particles - nol
more than 600 per vial.
HesnanMile YacTrusl 2 10 MkM:
0/ dnakon YacTHUb 2 10 MXM: CPELHEE KOIMUECTBO HaCTHIL - HE
YacTHLEl 2 25 MKM: Gonee 6000 /dhnakoH
0/ ¢naxon YacTHubl = 25 MKM: CPE/IHEE KOMHECTRO YACTHI - HE
) donee 600 /gnakon
Colour Does not exceed the reference standard The color of the solution should not exceed the
GYs reference standard GYs

L{peTHOCTD He npeanitliaeT ITAN0H GYs Oxpacka pacTBOPH HE NOJKHA TNPERAILATE ITANOH
GYs

Clarity Keeps requirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension L.

[1po3paiHOCTh BhinepauBact Tpebopaing PacTBop 10/MKeH ObiTh MPO3PA4HBIM UITH
onancCucHUHA pac‘rnopa He A0/ HA NpeRkinarh
onanecueHuyIo 3Tatona |.

Related impurities 0.02 % Metrenidazole impurity A - NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %
0.03 % Total impurities - NMT 1.0 %
PoACTRCHHBIE [IpuMeck A MeTPOHUAA30NE — HE Gonee 0,15 %
npUMecH 0.1 % Jliobas upyras HEWIAEHTH(IHUMPOBAHHAA NPHMECE =
ye Gonee 0,15 %
) Cymua npumecett - e bonee 1,0 % )
Nitrites Does not excead The optical density of the test solution at a wavelength
of 5§24 nm shall not exceed that of the standard
solution.

HHTpHTB He npesbitact OnTHYECKAR MIOTHOCTL MCTIHITYEMOr0 PacTBOpa NpH

ANHHE BOAMb S24  HM  HE A0k NpeRhiLLATE
ONTHYECKYK TUIOTHOCTD CTaH1apTHOro pacTBopa.

Assay of 99.9 % i.c. 4,99 mg/ml 90.0 - 110.0 % of the label claim , i.¢. 4.50 - 5.50

Metronidazole mg/ml

KonnuecTBeHHOE 99,9 % T.¢. 4,99 Mr/Ma 90,0 - 110,0 % OT HOMHHAILHOTO CONEPHAHHA,

coaepKaHue 1.e. 4,50 - 5,50 mr/ma

| MeTponnaasosa ]

Assay of Sodium 99,5 % i.e. 7.859 mg/ml 95.0 - 105.0 % of the label claim,

chloride i.e.7.505 — 8.295 mg/ml

KonuuecToeHHOE 99,5 % r.e. 7,859 Mr/Ma 95,0 - 105,0 % OT HOMHHUILHOIQ COEPKAHNA,

coaepKaHune T.e. 7,508 - 8,295 Mr/mn

Harpua xnepHaa ]

Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light.

conditions from light. Don't freeze. Don't freeze.

YenosHa TpH TemnepaType He BbllLe jo“Ce | Mpu Temneparype ie soiwe 30° C B 3aUHIeHHON OT

XPaHCHHA JalHIIeHHOM OT caeTa mecte. He cpeTa Mecte. He saMOpaiHBaTh.

3AMOPAKHBATh,

Shelf life 3 years 3 years

| Cpok roaHocTH 3 rona 3 roja

The above sample complies with the prescribe
BeineyxasaHHL i 06pasci COOTBETETBYET YCTRHOBNCHH

Crpanyua 3 us
Russia
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d standards of quality

kIM CTAHAAPTAM KauecTea

W
—Siele]
QUALITY CONTR ANAGER

MEHEJKEP N0 KOHTPOJIHO KAYECTBA



