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Hopuaunueckit anpeac:
Poccus, Mocksa 127006, yn. Teepcxan, 4.18, kopnye 1, kab. 608
Ten/daxc (495) 842-82-34, Ten. (495) 642-82-35

WHR/KMN 7703550219/771001001 662 18 11

OFPH 1057746834420

Iog TBOPRICHHE COOTECTCTBHA

BEOIHMOTO JIEKapPCTEEHHOrD Npenapata TpefoBannny,
YCTAHOBJIERHBIM HPH €10 FOCYAaPCTBEHHOM PerucTpaAlHY

Ned27or 3p. {{.2021

Cornacno Tocranonnenus [paeurcapersa PO o1 26.11.2019 Nel510 «O nopsjike 8o B rpakIalckHil
o0OpOT eKaPCTEEHHBIX MPENAPATOB [UTH MCAHUHHCKOrO MPHMEHSHKAY,

| Toprosoe HanMeHORaHHE

METPOLIHI®

Mem IyHAPOAHOS HeNATEHTOBAHHOE
HaHMEHOBAHHE {TPYNNHPOBOYHOE
WIH XHMHTECK0Ee)

Metponupazon

. JlexapcTeeHHan dopMa

pacreop s unadyiui

. Joauposka

S mrimn

| Dopma BRIMycka

pacTBOp ANA HHyIKi 5 Mr/mn
(dnakon) 100 mu x | (mauka kapToRHasn)

| Homep cepun

11X21409
QbveM cepHH 37923
[ara soinycka 09/2021
Tozen no 08/2024 (31/08/2024)
Haumenosauue u agpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
NPOK3BOANTENA Pharmaceuticals Ltd.), India

{Bce cTaany MPoH3IBOACTEA)

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

HOuuk DapmackroTikan Jaboparopus (Otaenenve dupmu «/Ix. B, Kemuxarc
ang @apmacsiotikanc Jitan}, Heaus

Hunam Centep, Kprino “B”, 4 Drax, Xunn Cafika Poy, Bopnr, MymGaii 400
030, Mnaus

Site address
AJpec IIpOH3BOACTREHHO R
[IOUIAAKH

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

Vuyactox Ne 4, Qaza IV, TMAK. HWunactpuan Apea, [lavonn — 394 116,
okpyr: Bxapyu, Huaus

HoMmep » naTa peTHCTPatinoHHOro
YAQCTOREPEHUA

TINO11666/01 ot 07.06.2010 (zaTa 3amenrr PV 10.01.2020)

HoMep HOpMATHBHOM NOKVMEHTAUMHK

T N011666/01-100120

HaumeHOBaHHE 1 AIpec depxaTess
PErHCTPALHOHHOIO YIOCTOBEPEHUA

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

Onuk Qapmacerotaxan Maboparopus (Otaenenne §upmni «Jlx. B, Kemnkanc
30 QapMacsioTHkanc JITa.»), Magus

Hunam Cenrep, Kpeuio “B”, 4 Drax, Xuun Calikn Poya, Bopan, Mywu6alr 400
030, Huans

|

OrsetcTBenHOE MHUO aucTpubbioTopa 000 «lOnuk PapmacsioTakan JTabopatopui» — CMupHoBa A A., MeHexeD
no cepTudukanuy, npukas Ned-0J ot 1041820700,
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATH3A

ROL DEFAR FMENT
AUECTBA

QUALITY UONT
OTIE N KOHTPOIE K

‘ e of the product

Hassanue npenapsra

TMETROGYL® 100 ml polyethy
L(.\,oiutinn for infusion 5 mg/ml)
I

lene vial in cardboard pack

METPOIH.I® 100 Ma O TIIICHOBLIE
Kaproinoi
(pactsop i ungyanil 5 M1/ M)

(aaru B HatKe

Registration cerlificate
and date

Hlomep n jata PerncTpauy
VIDCTOREPE HUHA

[1INO1 1666101 ot 07.06.2010

OHHOTO ‘

Batch # 1X21409

Cepua Ne ‘ ]
Manufactured T09/2021 Valid to 082024

[ [pon3neleHd [ lojen e

Analytical Report Ne T17FP21001802 Dale 08/10/2021
Auanwrnueckitit Orver N Hara

APL manufacturer of AP
HanveHopaHHe aKt HBHOH
cyGeTantiy, TPOH3BONTED

| Metronidazole use
MeTpoHHIason ¢ .CHIA

~ Aarti Drugs Ltd., India
- Aapr Jparc Jls, Hrans

|

The analysis was carried out
according to Normative document
AHATH3 BBUTOIHCH NO HH

T NOT1666/01-100120

!
i

Manufaciurer

(All manufacturing stages)
TipoussoauTest

(Bee cranuu POM3BOACTR)

Chemicals &

| Unique Pharmaceutical Laboratories (A division of 1. B.
| Pharmaceuticals 11d.), India
HOunK DapMACLKITHKI Jlabopatopu (Orienenie dupmbi LK. b.
Kemuxane 71 QapMacsiTHRLLC TTraw), Huaus

Site address
Anpec i:pon‘muacm{:mmﬁ
0KEKH

! Plot Nu. 4, 'hase IV, G.1.D.C. Industrial Arca, Panoli -
| Bharuch, India.

yuyacrok No 4, @aza 1V, ALK Hignacipaant Apea, Manon
| Okpyr: Bxapyy, Hunmd

104 16, Dist.:

w- 394 116,

Storage
XpaHenHe

' At temperature not exceed 30 °C protected from light. Don’t
| frceze.
[Tpu TeMTIEpPaTyPe HE HLILIC 30

mecee. He 3aMopasiBaTh.

9 (C 1 3alMIIEHEHOM OT CBe1a

Shelf life
CpoK rOIHOCTH

—
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TESTS | RESULTS STANDARDS
MMOKA3ZATEH PE3YJILTATEI - . CTAHIAYThI
Description A clear pale yellow solution A clear colourless 1o pale yellow sotution
Onucamie 1Tpospauneiii pacTeop OT CBETIO-HEATOTO [Tpospasineti pacTeop ot DeCHRETHOO 10 CBETI0-
- 1ACTR HETTOr0 UBETA
identificauion
[ToLHLEHOCTS
A. Meuonidazole Keeps requirements I'he 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. MeTpoHna101 | BriiepmnnaeTt Tpedosanms [ Bpews  VISPWHRAHMA  OCHOBKOIO  HHKE 1@
BOKX L XpoMaTOUpaMME  HCURTYEMOrD  PacTBOPA  MQUIKHD
| COOTRCTCTBODATH  HPEMEHH  V/ICDENHBAHNA  [HKA
METPOHILIBONA HE XPOMATOrpaMMe CTAHI4pTHOTC
pacTeopa.
B. Sodicm Keeps requirements Formation of dence white precipitate with solution of
Identification | putassium pyroantimenate.
reaction BbiaepanBact TpebosRinig O8paroranie MIOTHOFO 0CALKY (ienore uBeTa © Kains
B. Hamwuii NUPOAH TUMONATE PUCTHOPOM.
KQUCCTBURHAR
peakuua
C. Chlorides Keeps requirements | Farmation of white curd-iike precipitate with solution
[dentification ol silver nitrate.
reaction Buiiepkupaet tpeCoBaHHA OGpajosanue  Genoro  TEOPOKKCTONG  OCAAKA  C
B. Xnopnasl pacTeopoM cepedpa HitrpaTa.
KaMSCTREHHAN
[eaKuHA N
phi 59 45-70
pH 45170
Extractabie : 102.67 ml ~Not less than nominal (100 m)
Yolume
Hasaekaempiit 102,67 M He menee HOMUHATBLHOTO (100 w1)
obnem . " 3 EOMEIE
Bacterial Less than 0,35 EU per L mg Not more than 0,35 EU per 1 mng of’ metronidazole
Endotoxing
DakiepHaTbiiie Menee 0,35 ED na L mr ' He Gonee 0,35 E7 Ha | MT METPOHKAATQA
JHI0 TOKCHHbL |
Sterility Sterile The solution shall be steriie
CrepunsHoCTh Crepunbhiviil Pactnop AonmeH QLITE CTEPUIIBHAIM
Anomalous Non-toxic [ The solution should be non-toxic
toaxicity HeTokeuumniii PacTrap J0MKEH Dbl Th HETOKCHHHAIM
AHOMATLIAR
TORCUMIIOCTR - i
Particulate Matter |
MexaHuucckie
BIOUEHHA Absent particulate contamination sheuld be absent by visual
Visible OreyTeTRyioT inspection
Biaumsle MexanHueCKHe BRTQUEHIA JODKILL OTLYICTBOBATH
apa Bﬂ]}'a.ﬁb]l()m KOHTPOAS
Invisible Particles 2 10 pm: ‘
oo 7 per vial o _ ]

Crpaduia 2 13 3
Russia



TESTN
| NOKA

ATEM |

RESULTS
PEIVALTATEI

E

Particles 2 25 poy:
0 per vial

STANDARDS
o ETABRAREBL
| Particles 2 10 pan: average number of particies - not
i more than 6000 per vidl
| Parlicles 2 25 um: average number of particies - not
| more than 600 per vial.

Hesuamusie UaeTie: > 10 vEm:
7/ daagon | Uaermpt 2 10 My Cpeinee KONHECCTBO SaCT el - He
Yacruisr > 25 MRMS | Boce G000 /daaron
0 ¢ dnakon 1 HacTiiih » 25 MEM: CREAHEE ROAHTICTBO HAUTHIL - 112
el o o | Banee 600 /donakon
Colour | Does notexceed the roference standzrd | The color of the solution should not exceed the
OYs reference standerd GYs
HueTHOCTE He npessiaet 3manon GYs CIKpacka PACTROPE HE JOJIKHA NPCHBILLATS 3TAIOH
Clarity Keeps requirements The solutien should be clear or the apalescence of the
soluticn should not exceed the opalescence of
reference suspension |
[lpoapasnocTs Buigepanract TpeCoBatis PacTaop soikent SLITh HPOPAYILIM HITH

ONANECHCHLIMA PACTRODE HE MOUBKHA npeshiwais
OFHLICC He IO 3TAI0HD 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 %
PoacToenHbe ! IMpumecs A MeTpoHMIA307a —~ He Gonee 0,15 %
npHMECH 0.05 % | JlioBan apyras HOWICHTHOHLHPOBAHHAZ NPHMECh —
{ ne Gonee 0,15 %
| Cvmma npiivecedt — ne Gonee 1.0 % | -
Nitrites Noes nol exceed The oplical density of the test solution ata wavelength
of 524 nm shall not exceed that of the sandard
solution.
HutpHThI He npernitaet CuTHieckas ILIOTHOCTE HCHBITYEMOre PacTROPA OpH
juiMie BOAHM 524 M He 0UDKHA  NPERRINATH
_ QITENECKVIO NIOTHOCTE CTAHA[ THOLO PACTROpA,
Assay of 99.2 % ic. 4,96 mgml 90.0 - 110.0 % of the label claim . i.e. 450 - 5.50
Metronidazole mg/mi
Kopuuectpentoe 9.2 94 1c. 4,96 mrimn 90.0 - 1100 % OT HOMHHANBHOTO COMEPKEHHA,
COIEPAAHUC Te 4.50 - 550 Mrimi
Mertpoungaiona

Assay of Sodium
chloride

99.8 % ie. 7.881 mg/ml

95.0 - 105.0 % of the label claim.,
i.c. 7.505 8.295 mg/mli

KosnyecTBeHHO2 99 8 % 1.c. 7.881 mr/yn 95,0 = 105,0 % 0T HOMUHAILHONO COASPKAHMA,
coaepAaHie 1.e. 7,505 ~ 8,295 Mrima

| HaTpit XaopHaa .

Storage At temperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light.
conditions from light. Don’t freeze. Dan't freeze.

Yeaonis [1pn Temuieparype e peiwe 30°C s | Tlpu 1emnepatype He white 30 7 C B 34UEILEHHOM OT
XPAHEHHA JalEUIeHHOM o1 epeta MecTe. He | creTa mecTe, He 3amMopaxunaTs,

= JAMOPAKHBAT D,

Shelf life 3 years 3 years
| Cpok resiwocin |3 rona 3 iona .

Crpanuna 3 n1 3
Russia

The above sample complics with the prescribed standards of quality
BrureykaianHbil 06pa3eil COOTBETCTBYCT YUTUHOBICHHBM CTIHIUPIAM KatecTsd
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QUALITY CONTROL MANAGER
MEHEAAKEP MO KOHTPOJIKY KAYECTBA




