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O puanseckuis anpec;

123058, r. Mocksa, MyHULMNENHBI ORPYT [PECHEHEKOTG BH.TEp.I,
yi: Bpecteran 2.8, fom 9, avpA, nom. 1/

Ten/thae (495) 642-82-34, Ten, (4895) G42-82-35

WHH/KN 7703550216/771001004

QOrPH 1057745834420

Mopreepaienns conrserciung

BEDINMOro ICKAPCTREHROND NpenapaTa Tpelosanmam,
YETRUODISIILLIM NPH 10 rocy1apeTRelIol peTHCTpAuA

Me 1867 ot 8 D6 2026

L] .
Cornaciio Lloeranonmenss [1 pakuTenncTaa P ot 41.05.2025 No¥ 15«0 TOPAIKE BROIA B MPANCIALCKHE
O0CPOT NIeKaPCTBENHLIX CPEACTB IS MeTHIMICKOTO TIpHMeITeIH s,

TOPIoBoe HAHMCHOBARNE

Merporun ®

MeEaY HUPOAHUS HETRTCHTORARANG
HAHMCHOBIH L (l]'iymmpnuu-{mm
W XHMHMCEROE)

Jlexapctasnnag opma

MurpuHizon

pAcTROp ans midyaih

Hoswponia

5 MIYhst

Dopma Hbilycka

PUETHOD js HHDYS0E § wrms
{fuisican) 100 it x 1 (sara RADTOHHN)

{Bee cTagmu NpoH3ROACTES)

ITomep capui IIX3603Y

Obnenm cepan 37762

Hirra sEnmycka 0212026 —=

Toneu no U1/2029 (31/01/2029)

Hammenonaime u anpec Unique Pharmacentical Laboratories (a division of ©J. B, Chemicals and
TPOHIBOINTEN S Pharmaceuticals Ltd."}, India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli Mumbai 400030,

India

10wk Gapvacuiotiran NaSoparopms (Oraenems dupML ¢l L Kempkanc

381 Gapmacuroriranc Jltn.y), Mg
Hunan Cenrep, Kpino Y57, 4 sraw. Xuna Caflxn Poyn, Bopnu, Mywtan
400030, HAamgrs

| Rire address
Alnpec HpomaEoAcTennot]
Lo K

-|-Oxpyr Bxapys, Muana

Plof No 4, Pinse - IV. GID ¢ Industrinl Fetate, Panoli - 394116, Nist Bharuch,

India,
Yuactox Ne 4, Qusy

IV, CILOK. Husserpunn Heteitr, Danem — 394116,

Homep #t ara PErHCTPAIHORHOMD

YAOCTUBEPEHHS

JI0-Me(000576) -(PT-RU) or 16.02.2023

Hanmeronauue n aapec AepikaTens
DPETHCTPAINOHRArD YAOCTOREPERHT

Homup wopMatunkoi JEYMEHTAIN

__-ﬂnf{\”_ﬂ.(ﬂqﬂﬁ?ﬁ).-(PT-R.U) -101224

Unique Pharmaceutical Laboratories (a division of “J, B. Chemicals
Pharmaceuticals Ltd.™). India

Neslam Centre, "I3" Wing, 4-th Floor, Hind Cyele Road, Worli Mumbai 400030,

India

[08MK DapmactoTian HaGopatopms (Oraenemme dupsm «fix. B, Kemuxanc

IHI TAPMACEIOTHRATS JITa. ), PlHama

Innam Cenrep, Iprno “L", 4 artas, Xnun Cailen Payn, Bopiw, MymGuil

400030, HMuana

C yaameHHEM,
Jugrugarop
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Pyauuuenko C.B.
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A, Metponunasoen
BIRX

B. Sodium

Qualitaiive reaction (EEU
Ph)

B. Harpuii %
Kaveemuvnnan peaxijun

(BEAZC)
C. Chlorides

Briaepxiteaet Tpedosanus

Keaps requirements

Bulaepriisaer tpefosanis

QUALITY FARAMETERS RESULTS NORMS (PERMISSIBLE LIMITS)
NOKAIATENH KAMECTHA PE3IYJOLTATE] HOEMbI (AOTIYCTHMBIE NPEAE/IbL
Appearance % Light vellow transparent Colorless to light yellow transparent solution
(visucl inypeetion) solution
Omnucaune MpoapatHLlil IMpoapaund pacTeop o GeclBeTHOrO A0 TRETAD-
{uzvaIsiisit Momod) PACTEOP CBETN0=KEN 1010 HENTOro HEETE

1neTs o : =SSt
Identification
Hueurruducnuus =T
A, Metronidazole Keeps requirements The retention time of the main peak in the chromatogram
hrre

obtained with the test solution should carrespond 1o the
retention time of the metronidazole peak in the
chromatogram obtained with the standard solution.
BpeMsa  yvIepRMBalMd  OCHOBHOrD  [HKG 14
xpmmmrpami-le MENLITYEMOre  PACTEOPA  ADKTIO
COOTRETCTHOBATL  BPEMGHN  YASPIKHBAHUA  MHKD
METPOUNZIAZ0NG HA  XPOMATOTPAMME  CTRIAAPTHOTO
pacTaopa.

Formation of & dense white precipitate with potassium
pyreantimonate solution.

OBpuIosEiAC [NOTHOID OCRIKL Gejioro uuety © K
NUPoANTHMOHATAE PACTEOPOM.

{f-house method, Visual
fnspetion)

- Buanynie sactiisl
FMEmudusdt nporsseoumens.
Busyamiued senad)

Brigepskusaet TpedoBanis

Oualiiative reaction (BF) Keeps requirements an‘.mm of white curdy precipitate with silver nitate
B. Xnopit solution.

Kawecmuennos peartus Buaepsanaer tpefopauns | OGpazosamne  Genioro  TROPOWHETOTG  ocafkn ¢
| (5p.) pacTropoM cepebpa HUTPATA.

pll 5.8 431 7.0

{putentiomelric) i

pH 3.8 ord,5na 7.0

ﬂ;pm(m UG IR EC Kl

Extractable volume 102.00 ml Mot less than the nomindl content

Hagnexaemeiil 06nen 102.00 mn He seHgs HOMUHENRHOTO ==
Bacterial endoloxins Less than .33 EU per 1 mg | Mot more than 0.35 BU per 1 mg of metronidazole
Bakrepuanbubie Menee 0,35 ED na L mr He Gonee 0,35 ED Ha | yr qerposmmon
IHOOTOKEHHBI

Sterilily Sterile The solution should be sterile

(Memibrane filwarion)

CrepianioeTs i Crepnantei PROTROD N0MKEH THITH CTERHALHBIM

(mepin sesdpannol

dhtanmpa i) M

Abnarmal Montoxic The solution should be nontoxic

toxicity ‘

AHOMANLHAR Herokesmnudi PACTROP ZOMMEH BLITL HETOKCHIHILIM

TUKCUMHOCTS |

Particulate matter

Mexaan4eeKne

BRTIOUMEHHS

= Vigible particles s Keeps requirements In accardance with the requirements

B cooTBeTCTENN € TpEOOBARIAMK

Crpanima 2 13 3



DUATITY PARAMETERS

NORMS (PERMISSIBLE LIMITS)
HOPMbI (IOIMTYCTHMBIE NPELEILD

i
- HetnauMele YACTHITS
fenemng=
homeseniprdecKil)

: RESULTS
IOKASATEN KAHECTEA PEIVIBTATEl
- Sub-visible particles Particles = 10 pme
(Phutometric cuyr) 0.0 per bottle

Particles = 23 pm:
0.0 per bortle

Yacruusl passepon 2 10 mks:

0.0 Ha o/ fuiakon
YacTiuu pasepos = 23
0.0 #a oaun paaken

- Partieles =10 pm - not more than 6000/ bottle
- Particles =25 pm - not more than 600/ bottle
- Uaernuet pasmepon = 10 mxw - ve Gosee 4000/ thaaxon

MEM: | - Gacrrust pasmepost 225 Mk - ne Gones 600/ duakon

{Cruncnparpomasiempus)

Depree of colorulion Keeps requirements The degree of coloration of the salution should not
sxceed the degree of coloretion ol the reference solution
GYs
HpeTHocTh Buigepicnpacr TpeGonaii | OKpacka pactROp He gkt npentiats ranon GYy
Clarity Keeps requirements The solution shauld be transparent or the opalescence of
(EEU PR) * the solution should not exceed the apalescence af the
reference solution
TpoipassocTs Buiepiinaer tpeGosanus | PACTAOD SRR GLITh MPOIPATHLIM IWIH oieeIEHILIEA
PEAZC) DACTHOPA HE HOIKHA NPERLINATL OMRACCLCHIHI
aranona |
Impurities 0.03:% Mermenidazole impurity A - not more than 0.15 %
HPLE 0.00 % Any other unspecified impurity - not more than (.15 %
0.03 % Total impurities — not more than 1.0 %
Hpumecn 0:03 % Mpiniecs A MeTponasent — He Gonee 0,15 Y
H2Hx ' Jlioban apyran HemACHTHHIBPOBINIAN TpUMEct — lie
(.00 % Gonee 0,15'%
0,03 % CymMa npHyecel — e Gonce 1,0 % T
Nitrites Kéeps requirements Absorbance of the test solution at @ wavelength of 524 nm
(Spectiophoiomelry) should not exceed abgorbance of the standerd solution
Hirrpiwrnt Bringpacsnaut TREGOsaHHA Onrsicckd NIOTHOCTh HENWTYCMOra pacTeopa MpH

atime  pondn 524 BM HE  JlomKHD NPEELIHATE

ONTHUECKYID NNOTHOCTh CTHRIPTHOID QCTEOPA.

(g mp e esiait)

1.8 7,885 mrima

Assay

KoanueeTsenioe "

DIIE(!BWIQI!“Q

A. Mectronidazole 101.9% 90.0% to 110.0% of nominal content

HPLC f.e.5.09 my/mL i.e. 4.50 mg/ml, to 5.50 mg/mL

A. !'flnpnmmnmﬂ 101,9 % or 90,0% no 110,0% or HOMHHRABNOID CONEPIRAHILA
BOKX ‘ 1., 5.09 suisa 1.2 o1 4,50 Me/sn 10 5,30 mrivin

B. Sodium chloride 99,5 % 95,0% to 105.0% of nominal centenl

(Titrimeiriz) i.e. 7.885 mg/ml. i.e. 7,505 mg/mL to 8.295 mg/mb

B. Harpnn xaopui 99,8 % ot 95.0% 10 105,0% oT HOMMHIRHOIO CONCpRaiia

ve or 1,505 wrino 8,295 mr/n

Storage conditions
Yenonus XpRUEHHT

—

AT atemperature niat exceeding 30 °C in @ place protected from light. Do not freeze.
TIpu TemicpaType He shitie 30°C b 3auIMIERHOM O CRETA meere, He jaMopamiiaTh.

‘Sl‘xelr life (storuge life)
Cpox rogHoeT
XpaneHin

3 years

3 rosa

The annve sampic complies with the preseribed atandards of quality
Braeysisaninai oipasi COKITHETETRYET YCTAMDIIEHILIN CTAHA

PTHA HBHCCTI

Lherehy eertity that the ubove informution s uuthentic und necumte, This batch of product has beén manufctured, including packagingilabelling and
quality eontrol at the shove-mentioned gite in fiull complianee with the requitemtts of Good Manufacturing Practice of the Eurmsian Eeanomic Union

und the requirements for quality control of me

digines and with the specifications in the Purketing Authorisation of the importing country The batch

processing, packaging and ynulveiy records wiane reviewed and founid to he in compliange withh GMI* of the Burmion Econamic Linion

HECTORULIE A HRTIEANGANTO HIEREIlAn Dl WihopHal
VIAROREY (MAPKUpOREY) H KONTPOIL KAUCCTRA) il RAILTIEY KRR
nnewmctl npoHINCATIIeINGR npiKLwaL Euprutfichoro SKomaMe
TAKE I COOTRETETHHH €O CneuHMELLINENY, COACARBIIMICH
MuLnisy ApoRepeind, # VETHHARNCHD uX COOTRETCTHES

IROUOMHUCCHOTD SO,
Y

QUALITY CONTROL MANAGER
MEHEMNCER [10 KOHTPOEO KAMECTEA

Crpamiua 3 13 3

Pt

i BRAACTER 2ocTeNEpHOR W 1ovuo. ITh cepity NpAAYKION npoIrBeteni (B nonus
QL IPDIBOJCTRENHIA THAILEKS B 1aamos COUTDIETETDN € Ipenonnim Tipancy
MECKOND €OI03a 1 TpEGORRILLI KRITIpaA KAMETTIH AEKAPCTREHHRX CREICTI. &
[ PEFHSTPALEOINION I0She CTPANBI-IIMIDIFIEPLL, SNt 1O IPOIIBIIETRY . YIROUEL 1
Tpefoniisy  Tipasui IRUUICKALIER  TPOIROACTREHLIOR npﬂ)ﬂ‘lw:c Enguu-mwmru

E,V-ﬁ“ﬁ}‘““ ?.}dli'wj"
QU:\L[F]ED% LRSON
YNOIHROMOYEHHOE JINILD



