000 «HOHUK DAPMACBIOTHUKAN NABOPATOPU3»

Hpuauueckui aapec:

Poccist, Mockea 127008, yn. Teepcxas, 4.18. kopnyce 1, kab. B0S
Tenithake (455) 642-82-34, ven. (495) 642-82-35

WHH/KNN 7703550219/771001001 662 18 11

O'PH 1057746834420

HO;U‘B&DME!IHQ COUTBCTCTBHA
BBOIHMOTI O JICKAPCTBEHHOT O Ipenapayra 'l‘peﬁl]BHHii}lM,
YCTUHOBACHHBIM npu erc rocy;lapcrﬂeunuii PErHCTpaAuKH
Ne 445 o1 74 7,4 2021

Cornacno IMocrasosnenns Hpasurenserra PO o1 26.11.2019 Nel510 «O TIOPSAKE BROJA B IPAXKUAHCKHH
080POT NEKAPCTBEHHEIX IPENAPATOB AT MEAHLHHCKOTO MPHMCHEHHAY,

_Topropoe HaWMEHORAHHE METPOI'HJI®

MexczyHaposiHoe HenaTenToraktoe | Merpouuaaon
HAWMEHOBAHHE (TPYNIHPOBOUHOE

FIH XAMHYECKOES)

| Mekapcteernas gopma

. PAcTROP i HHGY3IHA

Jlo3uposka

5 MrimMn

DopmMa BEITYCKA

pacTBop 114 KHdiy3HA S Mr/mn
(pnaxos} 100 ma x 1 (nauka xapronmas}

Howmep cepru 11X21394

O6neM cepin 35843

JlaTa spITyCKa 09/2021

Togen 10 08/2024 (31/08/2024) |
Haumenopanie 1 azpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals & |
[IPOM3B0AKTENS Pharmaceuticals Ltd.), India

(Bcee craaum npou3BosCcTBa)

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

FOnuk Papmacsiotuxan Jaboparoprs (Oruenenme dupmer «/hx. B, Kemuxanc
3u1 Papmacuiotuxanc JITn»), Huaua

Hunay Cenrep, Kpeino “B”, 4 Brax, Xunn Cafia Poya, Bopau, MymGait 400
030, Uuans

Site address
AApec DpOHIBOJCTREHHO N
ITOLUAIKH

Plot Me. 4, Phase IV, G.1.D.C. Industrial Area, Panoli - 394 {16, Dist.; - Bharuch,
India.

Yuactok Ne 4, ®asa 1V, I'HJLK. Hunactpuan Apea, [anonn — 394 116,
okpyr: bxapyud, Unaua

Houep # aata perHCTPaUHORHOTO

YAOCTOBEPEHHS

TTNO11666/01 or 07.06.2010 (zata samentl PY 10.01,2020)

Homep HOpMaTHBHOR JOKYMEHTALMY

IINO11666/01-100120

HaHMeHOBaHHE K aapec depxares
PErHCTPRIHOHHONO YIOCTOBEPEHHA

Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
Pharmaceuticals 1.td.), India

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

fOunk Papmacsiotukan Mlaboparopus (Otaenerne dupmur «/Di. B, Kemukanc
au GapmaceioTakane JITa.y), Unaus

Huzam Cenrep, Kpbrio “B”, 4 Drax, Xunin Catikn Poyn, Bopinu, MymGait 400
030, Huaus

OtnetcTBeHHoe AMLO AncTprbuoTOpa (00 «KOHUK DapMacsioTukas JTabopaTopiis — CMupHORa AA., MEHeUKeD

no cepTHHKanun, nprkas Ne9-0J ot 10.08.2020 Ly - S

C yBamKCHHEM,

Menekep no cepTRpHKRAIHY
000 «HOunk Mapmachorakan Jdaboparopin i

N,

";__‘“z“ CmuproBa A.A.




UNIQUE PHARMACEUTICAL LABORATORIES
FOHMK @APMACKIOTHRAL JABOPATOPH3
(A division of el. B, Caemicals & Pharmaceutizals Lid.on
(O aenenie upMe o/ b, Kemugane mig @upracbioTiedac Jivt»)
Hopin Mywitai 400 030, Maaas - Worli, sMumbai 400 030, india

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJ3A
GUALITY CONTROL DEPARTMENT
OTNEN KOHTPONA KAYMECTEA

Name ol the product

Hareanue npenapara

METROGYL" 100 ml polyethylence vial in cardbaard pack
(Solution for infusion 5 mg/mi)

METPOTHTY 100 s noanITHACHOBEIR duianon B natke
KAPTOHHOH

L {pacTiop aas wigyiui 8 ar/maa)

Repistration certificate

and date

Homep v gaie PerneTpaittoiiors
VIOCTOREPCHHA

[TTNOT1666/01 o 07.06.2010

Batch #
Cepun Ne

TIX21394

Manufactured
[Ipoxaneaend

0972021 Valid 1o 08/2024

I"oaen o

Analytical Report Ne
Ananurraeckuii Oruer Ne

17TFP2L091731 Date
| Jara

29/0%/2021

API, manufacturer of API
HaumeHoBanHe akTHuHoR
cyOCTRHITH, HPOHIBOANTEND

Metronidazole USP - Aarti Drugs Lid., India
Merpounmazon & .CHIA - Aapris Qpare Jita,, Hr

The analysis was carried oul
according to Normative document
Avanu auinoanen no HJj

TINO11666/01-100120

Manufacturer

{All manufacturing stages)
[ponssoanTet

(Beoe craamu MPOM3BOACTBA)

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

| HOnuk Gapsacuiotrxan Jlaboparopus (Ornenenne dupmer «/Ix. b
Kemukane s Gapuacwiorikanc JInie), Hizw

Site address
Adpet npoHIBOACTRCIHHON
MAOLIAIKH

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

Vuacrox Ne 4, ©az IV, LK. Hugactpian Apea, Hanonsn - 364 116,
Orpyr: bxapys, Muians

! — .l

Storage ' At temperature not exceed 30 °C protected from light. Dont
X paretine | frecze.
[pn remmeparype ne puwme 307 C B 3aWMILEHHOM OT CBETA
mecre, He 3amopasinaTs.
Shelf life 3 years
CpoK roJIHOCTH 3 road

Orvnenrsa 1o 3




(reavana 231 3

TESTS RESULTS STANDARDS

OKASATEH PE3YALBTATHI 3  CTAHJAPTBL

Deseription A clear pale yellow solution A ¢leer colourless 1o pale yellow solution

Oigcaime TipoIpiHbil PACTEOD OT CRETAO-KEATOTO | HmipasHal i paCTROP 07 GECHBCTHOIU 40 Coei/m-

_ UBCTY a WEATOMO BT

identification [

n{) ATHMHOCTR !

A. Metronidazele Keeps reguitements - The relention time of the major peak in the

HPLC chromatogram of the sumple solution should
correspond to peak of metronidazole in the
¢hromatogram of the standard solution

A. Merponuaaion Hegteprumaer 1pedobarms Bpema  YIepABBEHHA  OCHOBHOIC  MHKA WA

BN XPOMATOFPAMME  HCHBITYEMGID  PACTROPE  AOIKHG
COUTBETCTROBATE  EPCMCHM  YACDWWBAHNA  [HKL
METPOHHAATONE Had XpOoMaTOrpaMMe CTARHAAP THOrO
pacTsopa, -

B. Sodium Keeps requirements Fermation of dence white precipitate with solution of

Identification potassium pyroantimonats.

reaclion Braepassaet Tpebosanus Ohpa10BaHue NIOTHOND 02aKA Gnoro usera ¢ Kms

. Harpitit NEBOAHTHMONATA PACTBOROM.

KayeCTBUHHAR

peaKus

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

Identification of silver nitrate.

reaction Buigepauinaet Tpebonanus OGpazopanne  02MOTc  THOPOWKMCTOIO  OCAIKR  ©

B. Xnopuaws pacTROpOM cepelpa HHTPATA.

KAUECTBCHHANR

| peakiia

pH LR 45-70

pH 45-7,0

Extractable 10283 mi Not less than nominal (100 mi)

Volume

Hsanekaestbl i 102,83 s He menee somunaneaoro {100 ma)

Ol

Bacterial Less than 035 EU per | mg Not more than 4.35 EU per | myg of metronidazoic

Endotoxins

baxrepuanshsie Menee 0,35 E2 Ha | mr He Sonee 0,35 £ na | Mr merponnaeiona

FHIOTOKC HHE ERNES-3) W

Sterility yerile The solution shall be sterile

CTCPIIBHOCTE Crepribhniit Pacteep nonme GLITL CTEPHILHLIM

Aromalous Non-toxic The solution should be non-toxic

toxiciy HetokcHanmit Pactnop AoneH OpiTe HETOKCHYNLIM

AHOMAALHAR

TOKCHUHOCTA

Particulate Matier

MexaHnueckre

BEIKUEHHA Absent Particulate contaniination should be sbsent by visual

Visible OTCyTeTRYIOT inspection

Bumsnaie MexanuucoRae BRHOYCHNA JOJKIL QTCYICTBORR Ik
NP BHIYRIRHOM K{)II?‘F‘QHQ

Invisible Particles 2 10 win:

_ O pervial




Heanznubie

Calour
LipamiocTs

HpospanocTs

Dioes not exceed the reference standard

RESULTS
 PEIVALTATHI
Particles > 25 pm
0 per vial

Yacriue 2 10 ves.
7/ pnakos
Yacruise 2 25 mym:
0/ durakon

GYe
He mpesbiigzer 312008 QY

| more than 600 per vial,

| Gonee 0G0 duukon
| The color of the sulution should not exceed the

i QEpacka pacpepa HE J0IANHE DPCRLILIATE HTaA0H

STANDARDS
CTAHIOAPTHL ]
Particles = 10 B average number of partic fes - not
more than 6000 per vial
Pucticles = 25 um: average number of p

paric s - not

HacTHisd = T MM CPETHEE KOIRNOUTRO HAUTHIL - 112
Goges 000 fauxon
Yac sl 2 25 MKM: CoedHes KONPHeCTRg 4al THIL - HO

reference standard GYs

GYs

Keeps requirements

Buipepransaet TpeCopaHis

The solution showld e clear ar the ozalescence of the
solution should not exceed the opalesvence of
reference suspension |

PacTROp OIAKCH bl Th (IPEIPAMHLIN HITk
QIAICCUCHIHA PUCTBOPA HE AT UAGE IIPCBRINETY
OnANCSUCHLMIC JTAN0NA |

Reluted impuritics 0.00 % Metroaidazole impurity A - NMT 0.15 %

Any other unidentified impurity ~ NMT 0.15 %
0.02 % Tatal impurifies - NMT 1.0 %

Poastrentnlc [Mpemecs A MeTponnsatona — e Bonee 0,15 %

fpiMecH 0.02 % JioBas apyras HeHISHTROUIBPOBAHHAN [PHMECH —
ne dance 1,135 %

Cymma npHMeceld — ue bonee 1,0 %

Nitrites Does not exceed The optical density of the test solution at a wavelength
of 524 mn shall not exceed that of the standard
selution.

Hirprist He npersinmer OnTeUeckan NIOTHOCTE HCOBITYEMOT0 pacTropa NPH
ankpe BOMHW 524 MM HE JOMKHE  NDPUBKILATE

3 OITIHUECKYI0 MAOTHOCTE CTAHAATHOTO PUCTBODA

Assay of 98.7 % Le. 4,94 mg/ml 90.0 - 110.0 % of the label claim , i.e. 450 - 5.50

Metronidazole mg/mi

KoauyecTsennos 98,7 % 1.6 4.94 mriMa 90,0 - 1100 % o7 HOMHHANLHONG CONSPAQIHNA,

COaepRanne 1.8, 4,50 = 550 mr/mn

| MeTponuaaioia

Assay of Sodivn
chiorida

9.6 % 1.2, 7.866 mp/ml

65.0 - 105.0 % of the favel claim,
e, 7.505 - 8.295 mg/mi

Konu4ecTBeHHOe 99,6 % To 7,866 Mt 95,0 - 105,0 %5 0T HOMHHATBHOTO COACPRAHI,
COJCPIMAHNC e 7,505 - 8,295 Mrima
Harpus xaopiaa
Sterage At temperature not exceed 30 °C protected | Al temperature not exceed 30 °C protected from light,
conditions from light. Den't freeze. Don’t freeze.
Venosusa Ipu remueparype He skwe 30°Ca fipu Temnepatype He seine 307 C 8 sauiiuesnos T
XDEHEHHA A eEHoM o1 ceeTa Mecre, e cacra mecte. He sanmopakupats.

IAMOPAKVRAT b
Shelf life Iyears 3 years
| Cpok roamovta | 3 rona 3rosg

Craanuiia 3w 3

The above sample camplies with the prescribed standards of quality
Bruueykazaimingil 06paiey COOTRETCTEYET YUTAHOBICHHMM CIRHIAPTAM KauecTsd

s f‘;gb"‘__.‘ 4(\?\“'}@&]

QUALITY (.()NTRUL MANAGER
MEHELKEP [1O KOHTPOMI KAYECTRA




