000 «HOHUK DAPMACBIOTUKAN NABOPATOPU3»

Opnaudeckuit agpec:

Poccus, Mockea 127006, yn. Teepckas, A.18, kopnyc 1, kab. 609
Ten/ibakc (495) 642-82-34, Ten. (485) 642-82-35

WHH/KMMN 7703550219/771001001 662 18 11

OrPH 1057746834420

TloaTBepkaenHe cooTReTCTBHY

BEOJHMOTO JIEKRPCTBEHHOTO IpenapaTa YpeGonannam,
YCTAHOBJIEHHKIM NPH €0 NOCYAAPCTBEHHOH PETUCTDPAIKN

NeSS5 0t b p ;aznzz

Cornacho Tlocranosnenns [pasutenscraa PO or 26.11.2019 Nel 510 «O nopanxe seosa & rpaXIaHCKHIT
OSOPOT NEKAPCTREHHLIX NpenapaTos 14 MEAHIIKHCKOro NpHMEHEeHHAY,

Toprosoe HauMeHOBaHHE METPOrHI®

Mexaynaponuoe Henatentosatnoe | Metponupason

HauMEHOBaHHKe (TPYNIKHPOBOYHOE

HITH XHMHYECKoe)

Jekapcreendas hopma PacTBoOp JUis KHGy3HH

Jo3naposka 5 Mr/ma

QDopma BEITTYCKa pacTBOp ANA MH(y3uH 5 Mr/mn
(dpmaxon) 100 mn x 1 (nauxa kapronnas)

Homep cepun IIX21581

OGneM cepun 37682

JaTa BeImycka 1222021

Tonex xo 11/2024 (30/11/2024)

Haxmenosanme u agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &

TPOM3BOAKTENS Pharmaceuticals Ltd.), India

(Bce cTanuy npou3BoacTsa)

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

Homnr @apmacsiotukan MNaGopatopus (Otnencuue gupmbl «Ik. B. Kemmxarc
3 Qapmacsioraxanc JIta.n), Hugus

Hunam Cenrrep, Kpsiao “B”, 4 Drax, Xuua Calixn Poya, Bopnu, Mywm6ait 400
030, Mnans

Site address
Alpec NpOH3BOACTBEHHOM
NAoaaKH

Plot Ne, 4, Phase IV, G.1D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
India.

Yuacrok Ne 4, ®asa 1V, "MK Mumactpuan Apea, Ianonn — 394 116,
okpyr: Bxapyuy, Huaua

Homep u faTa perseTpatsorHoTo

YAOCTOBEPDEHHA

ITNO11666/01 ot 07.06.2010 (nata samermnt PY 10,01.2020)

HoMep HOpMaTHBHOM M0KYMEHTaLKK

ITNO11666/01-100120

HakmeroBanke W anpec AepkaTens
PErucTpalHOHHOTO ynacmaepeum

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

1Onuk Dapmaceiotnkan JaGoparopus (Otaenenne GupMer «JUK. 5. Kemukarc
auj ®apmackiotakaic Jita.»), Munus

Hunam Cesrep, Kpsuo “B”, 4 31ax, Xunn Catixr Poyn, Bopax, Mym6ati 400
030, Uuaus

OTBETCTBEHHOE NTHLO nucTpUGBioTopa OO0 «FOHHK DapMackOTHKAT JlaBoparopuay ~ CMupHoBa A.A., MeHemKep

no cepraduKalny, npykas Ne9-OJ ot 10.08.2020

C ysanenuem,

Menekep no ceprapuraunu
000 «¥0unx PapmaceroTrran JabopaTopuin

CmupHoBa A.A.




UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ©APMACBIOTHKAJI IABOPATOPH3
(A division of «J, BB, Chemicals & Pharmuceuticals Ltd. »)
(Oracnenne puprit « /L. b. Kemukanc ua @apmacsiorukuic Jira»)
Bopow, MysmGaii 400 030, Higaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OTAE KOHTPOJIA KAYECTBA

Naime of the product

Haspanue npenaparta

METROGYL¥ 100 ml polyethylene vial in cardboard pack
(Solution for infusion § mg/ml)

METPOCHI® 100 ma nonusTHaeHoBEI duiakon B nauke
Kkapronnoi

(pacrsop aan undyanii 5 mi/ma)

Registration certificate

and date

Homep u nata Pernctpaumoniioro
VAOCTOBEPEHHUSA

11 N0O11666/01 ot 07.06.2010

Batch # 11X21581

Cepus No

Manufactured 12,2021 Valid to 112024
TMpounsseseHo Tonen nio

Analytical Report Ne 17FP21002472 Date 08/01/2022
AnanutHuecknii Otuer No Jlara

API, manufacturer of APl
Hanmenopaine akTHBHOH
cyOCTaHUHH, TPOHIRONTEND

Metronidazole USP - Aarti Drugs Ltd., India
Merpounnazon ©.CILA - Aapru Jlpare Jitn., Muaus

The analysis was carried out
according to Normative document
AHanu3 Beinoaxex no HII

[I NO11666/01-100120

Manufacturer

(All manufacturing stages)
[Tpon3soaurens

(Bce craiuu 11pOH3BOACTEE)

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

FOuuk @apmacuiotukan JlaGopatopus (Otaenenue upmsr «Jbk. B.
Kemukanc 3u @apmacerotukanc JIta.»), Huans

Site address
AZlpeC NpOH3BOACTBEHHOM
IJIOLaAKH

Plot Ne, 4, Phase IV, G.1.D.C. Industrial Area, Panoli - 394 116, Dist.;
Bharuch, India.

Yuactok Ne 4, ®aza IV, I'H.A.K. Hupactpuan Apea, [anoan - 394 116,
Oxpyr: Bxapyuy, M

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpancuue freeze.
I1pu TeMnepartype He Bhimie 30 ° C B 3aMMIIEHHOM OT CBeTa
mecre, e samopakupars,
Shelf life 3 years
Cpox roanoctH 3 roua

Crpandua 1 u3 3
Russia



TESTS RESULTS STANDARDS
NOKA3ATEJIH PE3YJbTATDI CTAHIAPTBI
Description A clear pale yellow solution A clear colourless o pale yellow solution
Onucanne Npoapaunsiii pactaop o ceero-keaTorv | [pospaunbifi pacTeop oF BecUBETHOrO 40 CBETIO-

BaktepuaibHne

Menee 0,35 ED ua | wr

useta KEATOrO UBeTa

Identification

MoanuunocTs

A. Metronidazole Keeps requirements The retention time of the major peak in the

HPLC chromatogram of the sample solution should
correspond to peak of metronidazole in the
chromatogram of the standard solution

A. Metporunaszon Brraepxkueaer tpefosanus Bpema  ynepwuBaHHA  OCHOBHOrO mOHKA  Ha

B2XKX XPOMHTOIPAMME HCIIBITYEMOTO PacTBOpa  ACTAKHO
COOTBETCTBOBATH BpEMEHHM  YACPKHBAHHE  [THK3
MCTPOHHAHI0JA HA XpOMITOrDAMME CTAHAAPTHOG
pacraopa.

B. Sedium Keeps requirements Formation of dence white precipitate with solution of

Identification potassium pyroantimonate.

reaction Buraepxusaer tpeGonanns OGpasosanue nnorHoro ocauka Gesore usera ¢ Kwins

B. Harpuii [THPOAHTHMOHATA PACTBOPOM.

KauecTeeHHan

peakunsg

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

Identification of silver nitrate.

reaction Buiaepxusaer TpeSonanua OGpasopaime  Genoro  TBOPOKHCTOrO ocaaka ¢

B. Xnopuap pacTBOpoM cepelpa HHTpaTR.

KauecTBennan

peaxuus

pH 59 4,5-70

pH 45-70

Extractable 102.33 ml Not less than nominal (100 ml)

Volume

Hipnexacmbiit 102,33 mn He menece nomunanshoro (100 ma)

obvem

Bacterial Less than 0.35 EU per | mg Not mare than 0.35 EU per 1 mg of metronidazole

Endotoxins

He Gonee 0,35 ED Ha | Mr MeTponuiasona

JHAOTOKCHHBI
Sterility Sterile The solution shall be sterile
CTepuaLiocTn CrepuabHLIf Pactsop nosken Obith CIepiibHbIM
Anomalous Non-toxic The solution should be non-toxic
toxicity HeTtoxcuunuii Pactpop fosmken GbiTh HETOKCHYHLIM
AnoMaisHaa
TOKCHYHOCTh
Particulate Matter
Mexannyeckue
BKIOYEHHS Absent Particulate contamination should be absent by visual
Visible Orcyrcrsyior inspection
Buansbie MeXaHH'TECKHE BIIOYCHHA JOMNKILI OTCYTCTBOBATL
npu BH3YanbHOM KOHTPONE
Invisible Particles 2 10 pm:
0 per vial
Crpanuna 2 uz 3

Russia




TESTS RESULTS STANDARDS
IMOKA3ATEJIH PE3YJIbTATbI CTAHOAPTBI
Particles 2 25 ym: Particles 2 10 um: average number of particles - not
0 per vial more than 6000 per vial.
Particles = 25 pm: average number of particles - not
more than 600 per vial,
Hepuanmuie YHactaue z 10 mem:
0/ paakon YacTHLE! 2 10 MKM: CpeHee KOIHIeCTBO MaCTHL - He
Hacip 2 25 MEM: Gonee 6000 /dnakon
0/ durakon HacTHibl 2 25 MEM: CpeHee KONMHYECTRO HACTHL - He
Gonee 600 /pnaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GYs
LigeTHoCTH He npeeniwaer stanon GYs Oxpacka pacTsopa He A0JDKHA NPEBHILLATL ITAI0H
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension 1.
[pospaurocTs Brinepwusaet tpefonanna Pacteop a0a%eH GhITh NPOIPAUHAIM WIH

OMNAICCUCHUMA PACTBOPA HE JOKHA NPCBLILIATD
onajiecuenio atanona I,

Related impurities 0.02 % Metronidazole impurity A - NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %
0.03 % Total impurities - NMT 1.0 %

Poacteennie IMpumect A merponunazona — ne Gonee 0,15 %

npHMecH 0.0 % Jhobas npyras HeMAeHTHGHUKPOBAHHAS NPHMECH —
He Gonee 0,15 %

Cynmma npumeceii — we Ganee 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.

HuTpuTh He npesuinaer OnTuieckas MUIOTHOCTL HCNBITYEMOTO PACTBOPA [IPH
AnuHE ROMHRL 524 HM He JIOMKNHA MPERKINIATH
OUTHYCCKYIO IWIOTHUCTE CTUH/IEPTHOTO PACTBOPY.

Assay of 98.5 % i.e. 4,93 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 - 5.50

Metronidazole mg/ml

KonuuecrseHsoe 98,5 % m1.e.4,93 mriun 90,0 - 110,0 % 07 HOMHHAUBHOT) COACPKAHKS,

COACPAKAHNE T.¢. 4,50 — 5,50 mr/aa

MeTtpounaasona

Assay of Sodium
chloride

99.6 % i.e. 7.865 mg/ml

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

Konunuecraennoe 99,6 % T1.e. 7,865 mr/mn 95,0 - 105,0 % 0T HOMMHANLHOIO COACPRAHMS,
coaepianue 1.€. 7,505 - 8,295 Mr/mn
Hatpus xaopuia
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.
Yenonus [pwu Temneparype He Bbiwe 30°C e [Tpn Temnepatype He puiie 30 ° C B 3amMILEHHOM OT
XPaHCHHA JALIMILEHHOM OT coeTa Mecte. He cpeta Mecte. He samopaxupats.

IBMOPAKHBATD.
Shelf life 3 years 3 years
Cpok roanocti 3 rona 3 roma

Crpanuna 3u3 3
Russia

The above sample complies with the prescribed standards of quality
Briweyxasanii i o0paser] COOTDETCTBYET YCTAHOBAEHIBIM CTAHIAPTAM KRYECTBA

“

YUALITY LunMIinou AULR

MEHEJ/UKEP MO KOHTPOJIIO KAYECTBA




