000 «IOHUK ®APMACBLIOTUKAIT IABOPATOPU3»

lOpuauueckus aapec:

Poceus, Mockea 127008, yn. Teepckas, A.18, kopniye 1, ka6. 609
Ten/cbakc (495) 642-82-34, Ten. (495) 842-82-35

WHH/KMN 7703550218/771001001 662 18 11

OrPH 1057746834420

IMoaTBepxenne COOTBETCTBHS
BBOIHMOTO JIEKAPCTBEHHOr0 NpenapaTa TpeGoBannaM,
YCTAHOBJEHHBIM UPH €I'0 rocyAapCTBEHHON PEruCTPAUHH

Ne 731 o1 £33, OF 2022

Cornacno IToctaHosnenus [Tpautenscrsa PO or 26.11.2019 Ne1510 «O nopszke ssoga 8 rpakIaHCKui
000pOT JIEKAPCTREHHBIX TIPEIAPATOB [1sl METHIHHCKOTO NPUMEHEHHAY,

Toprosoe HAHMEHOBAHHE METPOTHAJI®

MexayHaponHoe HenatenTopalHoe | MertpoHraason
HauMeHonanue (rpyNMApoBoyHOE

WIH XUMHYECKOE)

JlexapcTBeHHaA hopma

PacTeop And HHGy3unit

Jo3uposxka

5 mr/mn

Dopma BRIMYCKa

pacreop Ana uHdyInit 5 Mr/mn
(Gnaxon) 100 mn x 1 (mauka kapTonHas)

Homep cepun 11X22225

Ob6beM cepHH 37602

Jara Buinycxa 052022

T'ojeH 10 04/2025 (30/04/2025)

HawumerosanHe H agpec Unique Pharmaceutical Laboratories (A division of J, B. Chemicals &

NPOH3BOAMTENA Pharmaceuticals Ltd.), India

(Bce craauu mpoM3BoACTRA) Neelam Centre, "B" Wing, 4 Floor, Hind Cycle Road, Worli, Mumbai 400 030,
India
¥Ouuk dapmacsiotakan JaGoparopus (Otaenenne dupmer «Ix. B. Kemuxanc
3H1 PapMackioTHxaNe JIta.»), HHausa
Hunam Cenrep, Kprino “B”, 4 Jrax, Xunn Ca#txn Poyz, Bopnn, Mym6ait 400
030, Unaus

Site address Plot Ne. 4, Phase 1V, G.1D.C. Industrial Area, Panoli - 394 116, Dist,: - Bharuch,

Agpec npon3BoACTBEHHON
IOWAAKH

India.
Yuacrox Ne 4, ®asa 1V, TMJLK. Wupacrpuan Apes, [laromu — 394 116,
okpyr: bxapyy, HHana

Homep H faTa perecTpauroRHOro TTNO11666/01 ot 07.06.2010 (nata 3amenst PY 10.01.2020)
YIOCTOBEPEHUA

Homep HopMaTuUBHOR lokyMenTauun | I1NO11666/01-100120

HaumeHoBaHue W anpec aepxarens | Unique Pharmaceutical Laboratories (A division of J, B, Chemicals &
PErHCTPALMOHHOTO ¥AOCTOBepeHHS Pharmaceuticals Ltd.), India

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

10uuk dapmacsiotukan JlaGopartopus (Otaenenue gpupMel «[hx. B. Kemukanc
IH PapMaceloTHKaNS JITi.»), HHaus

Hunam Cenrep, Kpsino “B”, 4 Otax, Xuna Catixn Poyn, Bopaw, MymGaii 400
030, Uupwa

OrsercTBeHHOE Nuuo gucTpubbioTopa OO0 «HOHHK PapMachlOTHKAN JaGopatopsnsn — CmupHoRa A.A., MEHEIKED
no cepruduxauny, npukas Ne9-OJ1 ot 10.08.2020

C ysameHHeM,

Mene/xep no cepruduaynu
000 «}Onux Q@apmackiotukan JaGopatopus»




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHE @APMACBLIOTHKAJI IABOPATOPH

(A division of «J, B. Ch

icals & Phar icals Lid.»n)

(Ornencrme gupmnl «/bk. B. Kemuxane ang @apuacuiomikane Jitan)
Bopan, Mywsbaii 400 030, Hanua « Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEFTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTZE/ KOHTPOJIA KAUECTBA

Name of the product

Hassanne npenapara

METROGYL® 100 ml polyethylene vial in cardboard pack
(Solution for infusion 5 mg/ml)
METPOTHJI® 100 ma noanaTanenonbiii gaakon B navke
KapTonnoh

AcTBOpP 448 KHYIui S Mr/sa

Registration certificate

and date

Homep u piara Perncrpanuousoro
0CTOBEPEHUS

TT NO11666/01 ot 07.06.2010

Haumenosanne akrusnot
cyBCTaHLIMK, NMPOHIBOANTEDL

Batch # 11X22225

Cepua Ne

Manufactured 05/2022 Valid to 04,2025
[Npouaseneno T'oaen no

Analytical Report Ne 17FP22001076 Date 17/06/2022
Ananutuueckiii Omier Ne Jlata

APL, manufacturer of APl Metronidazole USP - Aarti Drugs Ltd., India

Merponnaazon ®.CIUA - Aapru dpare JIta., Heaus

The analysis was carried out
according to Normative document
Ananus Beinonyen no HI

1 NOI11666/01-100120

Manufacturer

(All manufacturing stages)
np(}llillm}m'lﬂlh

(Bce cTanun npon3BonCTBa)

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

I0unk ®apMacsiotukan JlaGoparopus (Otaenenne ¢upMu «lDk. b,
Kemukanc sun Qapmacerotuxanc Jitn.»), Hanus

Site address
AJlpec 11pOHIBOACTBEHHOM
NaowaaKH

Plot Na, 4, Phase 1V, G.LLD.C. Industrial Area, Panoli - 394 116, Dist.:
Bharuch, India.

Yuactok Ne 4, @aza IV, T.MJLK. Hunacrpuan Apea, [Manonu - 394 116,
Oxkpyr: Bxapyy, HHiun

Storage At temperature not exceed 30 °C protected from light. Don’t
XpaHerHe freeze.
[Tpn Temnepatype ne Boime 30 ° C B 3aUMILEHHOM OT CBCTA
mecte. He 3aMopaxuBaTts.
Shelf life 3 years
Cpok roanocTu 3 roaa

Crpanmua 1 u3 3
Russia




Bukrepruibibic
INAOTOKCHHLI

Menee 0,35 ED ua 1 Mr

TESTS RESULTS STANDARDS
TIOKAZATENH PE3YJILTATHI CTAHJAPTHI
Description A clear pale yellow solution A clear colourlcss to pale yellow solution
Onucanue IMpospaunnii pacteop or ceerno-xentoro | [pospaunli pacrsop or Gecusernoro z0 ceerio-
uBeTa HENTOTO UBCTA
Identification
TNoanunnoete
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, Merponuagion BuiaepxupacT TpeGOBAHHA Bpemz  yacpKHMBAHWE  OCHODHOTO MWK KA
BXX XPOMATOTPAMMC  HCIIBITYCMOTQ  PACTBOPA  JIQIKHO
COOTDETCTBOBATL  BPEMENH  VASPKHDAHKA NHKA
MCTPOHHIAIONA HE XPOMUTOIPAMMC CTaNAUPTHOIO
pacTsopa,
B. Sodium Keeps requirements Formation of dence white precipitate with solution of
Identification potassium pyroantimonate,
reaction BryjiepxkHBaet TpeboBaHHA OB6pasosaiue MNOTHONO ociitka 6enoro UBETa ¢ Kanus
B. Hatpuht TIHPOAHTHMOHATA PACTROROM.
KAYCCTHEHHAN
peakuHa
C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate,
reaction Brijiepxusaet TpeOOBAHHR Obpasosahine  GCAVIO  THOPUXKHCTOIO OCMIKE €
B. Xnopuh pacTRopoM cepelipa HHTpaTa,
KaqeCTBCHHUA
PEeaKIHA
pH 5,9 4,5-7.0
pH 45-70
Extractable 102.17 ml Not less than nominal (100 ml)
Volume
Hasnexaemull 102,17 ma He menee vomunanwuoro (100 s}
olbeM
Bacterial Less than 0.35 EU per 1 mg Not more than 0.35 EU per 1 mg of metronidazole
Endotoxins

He Gosee 0,35 E3 na | Mr Metponuiiazona

Sterility Sterile The solution shall be sterile

CrepunnnocTs Crepuneutaht PacTRop nonkeH BhITH CTEPHARHRM

Anomalous Non-toxic The solution should be non-toxic

toxicity Herokcu uni Pactoop aomken GLITL HETOKCHUHLIM

AHOMBILHAR

TOKCHYHOCTE

Particulate Matter

Mexannueckne

BKIIONEIHA Absent Particulate contamination should be absent by visual
Visible Orcyrereyior inspection

Ruaumnie MEexaHHNCCRHE RKSIOMCHHA ADIAKHW OTCYTCTRORATH

TPH BHIYAIBHCM KOHTPOJIE
Invisible Particles 2 10 pm:
( per vial

Crpannua 2 w3 3

Russia




TESTS RESULTS STANDARDS

INOKA3JATETH PE3YJABTATHI CTAHAAPTHI
Particles 2 25 pm: Particles 2 10 pm: 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.
Hepuaumuie Yacruiel 2 10 MrM:
0/ dnaxon HacTuubt Z 10 MKM: CPEAHEE KOJIHYCCTBO YHCTHIL = HE
Yacruiel 2 25 mum: Gonee 6000 /paaron
0/ duiakon HacTHUB 2 25 MKM: CPEHEE KOTHYECTRO HACTHIL = HE
Soaee 600 /daiakon
Colour Docs not exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
LiseTHOCTS He nperuinger aranod GYs Oxpacki pacTHOPY He NOMKHE UPLRLILIETS STWIOH
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the

solution should not exceed the opalescence of
reference suspension 1.

[pospasunocTs Boiacpxusaer TpeGoraHus PacTBop A0/&cH BMTH NPOIPAYHBLIM HIH
QUANECICHLHR PACTBOP HE AO/DKHE NPERBILIATL
oltaectenHio stanona 1.

Related impurities 0.03% Metronidazole impurity A — NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %
0.05% Total Impurities - NMT 1.0 %

Poucrsennbe Mprmecs A MeTponnausona — ne Gonee 0,15 %

NPHMCCH 0.1% JhoGas Apyras HCHACHTHUUMPOBAHHAS NpPHMEch —
He Gonee 0,15 %

Cymma nprmeced — ne Soaee 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.

HUTpHTH He npessiiaer OnTHYECKAS IIOTHOCTh UCHBITYEMOIO PACTRODA IPH

AMHe BOOHB 524 HM He JONKHA NPEBLULATH
ONMTHECKYIO NIOTHOCTL CTAIAAPTHOIG PacTBOpA.

Assay of 101.6 % i.e. 5,08 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 — 5,50
Metronidazole mg/ml
Koaunsecrseiioe 101,6 % 1.¢. 5,08 mi/ma 90,0 = 110,0 % UT HOMHHIBHOIY COACPKIHHHA,
co/epKaHHe T.e. 4,50 - 5,50 mr/ma
Metponnnasona
Assay of Sodium 99.5 % i.c. 7.864 mg/ml 95.0 - 105.0 % of the label claim,
chloride i.e. 7.505 — 8.295 mg/ml
Koanuecteennoe 99,5 % 1.¢. 7,864 Mr/ma 95,0 - 105,0 %6 0T HOMHHANLHOIO COAEPKANKS,
colepaanHe T.0. 7,505 — 8,295 mr/vn
Hurpus xuiopuan
Storage Al 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 [lpn Tesneparype ne sbuue 30 C s [1pn Temneparype ve voiwe 30 * C B 3aWHLICHHOM OT
Xpanciuns JALIMLICHHOM OT cBeTa Mecte. He CBETA MECTE, He 3aMOpaxkHRATS.

JAMOPANKHBATE.
Shelf life 3 years 3 years
CpoK roffHOCTH 3 rona 3 roja

‘The above sample complies with the prescribed standards of quality
Buiueykusannsif o6paseil COOTBETCTRYET YCTAHORTEHHKIM CTAH/1apTaM KauecTRa w
f __-mbpp.a.ﬁ_.
QUALITY CONTROL MANAGER
MEHEJDKEP NO KOHTFOJIO KAYECTBA

Crpannua3 na 3
Russia




