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Name of the product

Hassare npenapats

IMETROGYL" 100 ml pulycthylene vialin cardboard pack
J{Selution for infusion § mg/ml}

I METPOIHI 100 M2t risrenosiadi haaxon B nawke

f KApTounoii

{pactiop o sndyoanii 3 sl

Registration certificate

and date

Homep u aata Perscipiimonmora
YAOCTOBRCPCH A

MTNOTE666/0] or 07.06 2010

Batch # HX21184

Copna Mo

Manufactured 032021 Valid e 422024
[Iponaneaeno FMojaew no

Analytical Report N 17EPZ1000484 Date 05:404/2021
Auamrinseckuii Oraer Ne o

APL manufacturer of AP|
Hansenosanne axranoii
CYOCTAMWI, PON3ROANTCL

Metronidazole USP - Aarti Drugs Led.. India
Merponnaason ®.CHIA - Aapru Hpare Ara, Huaus

The analysis was carried out
aceording to Normative document
AHalis swilomnen oo HJL

TENGEL66601-100120

Manufacturer

(Al manufacturing stages)
Hpomisoyrens

{Bee erammn npowisoncrsa)

Unique Pharmaceutical Laboratories (A divicion of J. B, Chenueals &
Pharmaceuticals Ltd.), India

nx Papyvacsiotnkan Naboparopns (Onacicrne rpybe Wik, b
Keswanc sua dapracsiorixane Jras), Hims

Site address
AJPCC MPOMHABOACT BCHHON
TONEEIKN

Plot No. 4, Phase IV, G.LD.C. Indusirial Arca. Panoli - 394 116, Dist.:
Bharuch, India

Yuacrok Ne J, g [V, FHMULK. Hugacrpran Apea, [lawons -
394 116, Owpyr: Lrapyy, Uit

Storage At temperature not exceed 30 “C protected from light. Don’t
Xpasichue freeze.
[ Tpu resnepatype ue Bwime 30° C g BRULHUCHHOM OT CBCTA
meere. He samopasnsars.
Shelf life

Cpﬂh‘ TOHOLC T

Crparnigag 1 us 3
Russia

3 years
‘3rona




A. Mewronidazoie
HPLC

A, Merpornaaoa
BAN

E. Sodium
Identification

KC‘L"N rEGUTemeiis

Biagepunnacr Tpedonanmns

Kewps reguirements

| correspand to peak of

TESTS RESULTS STANDARDS
MOKAIATETH o PEAYIBTATHL ) CTAHAAPTHI
Deseription A clear pale yellow solution A clear colouriess 1o pale vellow solution
Onncanie TTpospaaril PEcTHOP OT Cheriu-keiorn - Lpaipaunnil pucraop oT BB THONO 10 CBCTID-
o U OO BT
Identification
Hopasnocts

The refeniion time of the magor peak in the
cliromatogram ol the sample selution should
mietrotidasole in the
chromatogram of the standand solution

Bpems  yaCPaHBRuiA  OCHORHOTO  UHEG B
XPOMATOrpaMsie  HCOBTYCMOUD  PAcTROPM  J0TANHO
COOTRETCTROMATL  BPEMUHH  YICPHUBAKEA 1K
METPOHIIEIONA  HiE XPOMATOTPAMME L IaHLEP THOEO
Pac e

Parmation of dence while provipitate with solution of
pOLSSIM pyronntinonie.

bakrepHiibbing

Menee 035 B2 ua | wr

seaction Broacpmieser rpebosnnns OGpaiosanne NACTHONO OCAIKG OLAOro  HBera ©
b Harpes KIS BHPOLHTHMONATE PACTROPOM.

KEMCCTROHHES

PCBKILHE

¢ Chlovides Keeps requirenwnts Formation of white curd-like precipitare with solution
Identification af silver nitrate.

jeaction Buisepausner mpebosanin Ofpatonatine  OCAOr0  THOPUARNCTOIO  OCAfKa
B. Xnopuaw pasTaopoM cepelpa Hiipata,

HAUEC TSNS

peaki -

ph 59 43-70

pH 4510

fxtractabie 102,33 mi TNt ks than nominal {100 mi)

Volume

Haanexaemui 10233 sin He menee nomumansioro {100 wa)

(F{M.:“n m—— | - n N—— e
Bacterial Less than 0,33 EU per | mg Net more than 6,33 BU per | mg of metronidazolke
Endotoxins

He Gonee 0,35 1D a1 e MeTtporniansos

| IHACTORCH S
Sterility Sterile
Crepuabiogn Crepiineibii
Anomalous Non-tosic
xiciy Herogcasnpii
AHoMantias
TURCHYHOCT D
Particulute Matier ,
Mexappueckste
KRS Absens
Visible OTeyTeTayioT
Butnsiwie
Invisible

Parucles 2 10 g
{0 per vial

The solution shall be sterile
PacTROD J0NReH OBITh CICPHIBIHM

¢ solutton should be nog-wxic

Pactrop Ao Gul Tl HCTOKEHYHRIM

Pagticulate contaningtion should be sbsent by visual
mspection

MEXAHHUCCENE BEAIMCHIA JUNIEREL OTCYTCTRORS (L
TIPH BIIVERLHOM KOHTPOIC

| Partecles = 10 ym; average number of particles - nol

Crpanina 23 3
Russia




TESNTS RESULES | STANDAKRDS
NOKABATETH PEIVILTATEI | CPAHAPTEI

\

[ Parieies = 28 pi [ pmore than G000 pe
]

|

\

rvial,
0 per vial Particles = 28 am: average aumber of paticles - s
Cnewe thun 600 per vial,

Hepaisibe Yactunal 2 10 M Yaenmus = 10 MKM. CPGTHCE RUBHNCCTRY HACTIE -
{F/ pauson | me Boaee B0O00 drakon
Yac i & 25 MK e 225 MEMC CPEIHEE KOBHMCCTRO MAUTRI -
U/ ko pe Gootes 600 Eurakon

Colour Yoes not exceed the reference standard | The color of the solution should ot excecd e

OY; Creference standard GY
|8 CECSTHT He npenbiuact a0 GYs ‘;Ut:pucr:a PECTHOPE BE ADAKIE BPEEBINILTE FTaa00
Clarity Keops requirements The solution should be clew or the epalescence of the

sulution should not excecd the upatescence of

! referente suspension |

[Mpospasiocts Bruiepmusact tpefonatis Pactnop AoEeH ObITh IRERaEtHhist di
QIACCIICHILHA pacrmp&n HE JHOIEERA H;"CEE-}HIL‘T!;
()I'Ed.,h.u[‘.l{lut}\l 'i'fﬂllﬂﬁ

Relared impurities oozu T Matrenidazole mlpunt} A~ NM 15
Any other unidentificd impunty - NMT C. 15 %
0.03 %% Total fmpurities - NMT 1.0 %%
Pogersennne TIpiMecs A METPOHILIIOR - NS Bonee 115 %
HPHMECH 0,03 %% Thofig apyrad HCHCHTHDEIDUREHIGE TIDHMCCH

sic Gonee (15 %
_____ Cyana nps - peGonce LO%
[ Nnrives Does nol exceed The optica ensity of e fest salilioi
wavelength of 524 nm shall vot excecd th of the
stunclirs! solution.

Hurpure He npenpiiact OHTHMECKAR ITIOTHOCTE HEMBITYOMOTO PAcTROpaE npit
AlMHe BOAHBL 524 HM  HE  JIOTEKHY upmhnn.un
ONTHUECKYK) HAOTHOU

Assay of ORI e 4,92 mu/ml 00.0 - 110.0 % of the tabel claim . i.e. .50 -3
Metronidazole mg

KommecTaenioe O%.5 % 1.0 492 Mo D000 - 1T % oF HOMIHARRHOTO CORRPAHRHA,
COACPIRAIIC e 4,50 - 350 mrdsa

S LU VU H——————

Assay of Sodium 9.8 % Le. 7.8ES mpiml 193.0 - 1050 % of the label claim,

chloride li.e 7.505 - 8.295 mp/mi

KOAuueorseHnoe | 9K % r.e 7885 Mr/un 95,0 - 1050 % of HOMEHAILHOEO CDACPHKIE,
Coepraane T 7508 K298 mriva

Harpus Xopitaa ; .
Storuge Al E\.mp\.mtum ot exceed 30 °C pratected | At temperature not excend 30 “C protecied from light
conditivns from light. Don't frecze. Don't freeze.

Veaouus FHpst rempeparype ne erie 307 Cw | [pst ressneparype ne nepme 367 C 8 SALMULEHIOM 0T
APRHEHIE Janpiennon o ceeta weere, He CeseTa seete. He saMopasnuate.

| ENOEDAABRY, T

Shelf bife 3 years £ 3 vears

Cpok roanuc i 3 roga (droja

The above sampic complies with the preseribed standards of quality
BLeieyKasainbiit 0Bpaiel COUTESITTRYCT VCTUNORICHEBIM CTIHIARTIM RAUCLTHA
: o fm'ace« 1t
QUALITY CONTROL MANAGER
MEHEGKEP TO KOHT PO KAMECTEA
AT Yo

Corpannina 3 s 3
Russia




000 «FKOHUK ®APMACLIOTUKAT NAEOPATOPK3»

KOpugudeckun agpec:
Poccua, Mockaa 127006, yn. Teepckas, 4.18, kopnyc 1, kab. 609
Ten/chaxc (455) 642-82-34, Ten, (495) 642-82-35

AHH/KNM 7703560219/771001001 662 18 11

OrPH 1057746834420

Tloxreepmaenne cooTereTBHY
BBO3UMOY0 JIEKAPCTBEHHOT0 Npenapara TpefoBanuam,
YCTRHOBJICHHBIM NPH €10 FOCYIADCTRENIOT PerucTPann
Ne 323 o1 4f.0) 2021

Cornacrio llocranornenus [papurenserea PO o1 26.11.2019 Ne1510 «O nopssxe BBoIa B FpaKiaHCKHi
obopot JIEKAPCTBEHHBIX TIPeNapaTos A8 MEAHIHHCKOrO NPHMEHEHHA.

Toprosoe HaumekosaHue METPOTHI®

Mexcyrapossoe HenatenTosanHoe | MeTponuaaion
HZUMeNO0BaHHE (IPYIIHPOBOYHOE

WIK XHMHEYECKOE)

JlexapcTpenHas dopma

PacTBOp ATA HHY3IHE

Josupoeka

5 Mr/mn

Dopma BeIMyCKa

pacTrop and KHPy3uit 5 Mr/ivn
(tnakon) 100 ma x 1 (nayka xapronzas)

Homep cepum 11X21184

O6beM cepHu 36083

Jlara Beinycka 03/2021

lonex go 02/2024 (29/02/2024)

HaumeHoBanHe 1 anpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
DPOH3BOANTENS Pharmaceuticals Ltd.), India

(Bce cranun npouseoacTea)

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

IOnux ®apmackioTnian JlaGoparopus (Oraenenne dupmu k. B, Kemukanc
aHp DapmacsioTrkanc JiTa.»), Maaua

Hunam Cenrep, Kpstno “B”, 4 Drax, Xuun Caiixn Poyn, Bopau, Mym6Gai 400
030, Hupus

Site address Plot Ne. 4, Phase IV, G.L.D.C. Industrial Area, Panoli - 394 116, Dist.: - Bharuch,
Anpec Npou3ROACTBEHHO M India.
TNOMAKH VYuactok Ne 4, Qasa IV, IHJLK. Hupactpuan Apea, [awoas — 394 116,

oxpyr: bxapyy, Huaus

Homep ¥ pata perucTpautoRHOro

YAOCTOBEPEHUS

[TNO11666/01 ot 07.06.2010 (nara 3amens PY 10.01.2020)

Homep HOpMaTHBHOH JOKYMEHTALHH

[1NO11666/01-100120

Haumenosanue u aapec gepxarens
PErHcTpPalHOHHOIO YAOCTOBEPEHHA

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

HOuux Qapmaciiotukan JlaGoparopus (Otaenesue dupmut «Ix. 5. Kemuxanc
3HA QPapmackioTakanc Jita.»), Haaus

Hunam Centep, Kpoino “B”, 4 3rax, Xuun Caiixn Poyn, Bopru, Mym6Gaii 400
030, Unaus

OrtseTcTaeHHoe KO AuCTPHOEIOTOpa OO0 «IOHMK PapMackioTHKAN ﬂaﬁopam; i - CMHpHDBa AA., meHemkep
no cepruduxauny, npukas Ne9-0]J1 ot 10.08,2020

C ysaxeHuem,

Meunemicep no cepruderaimy
000 «lOuux ®apmacsiornkan JlaGopatopus»

Cu‘upncna ALA.




