000 «HOHUK DAPMACBIOTUKAIN NABOPATOPU3»

IOpraguueckuin agpec:

Poccus, Mockea 127006, yn. Teepckas, 4.18, kopryc 1, kab. 609
Ten/daxc (495) 542-82-34, ren. (495) 642-82-35

WUHH/KNM 7703550219/771001001 662 18 11

OFPH 1057746834420

HOETHCP?R.’]CH HE COUTBLTCTBHA

BBO3ZHMOTO JEeKAPCTBEHHOID NIpenapatTa 'I'[]Eﬁ()mll[ilﬂ’\!,
VCTAHOBACHHBIM IIPH €10 rncvnapvrneaumﬂ perucTpauHy

Ne317or 08 {32021

Cornacno ITectanopaenus IMpasurenserpa PO o1 26.11.2019 Ne1510 «O nopaike Beoda B TPaKIZHCKHIT
0GOPOT NEKAPSTBEHHBIX [IPETIAPATOR AT MEHIUMHCKOIO PHMCHEHUS».

| Topropoe HaHMcHOBaHWE

METPOTHWJI®

MexAyHapoAHOE HEMATCHTOBAHHOE
HauMEeHOBaHHe (IPYIINHPOBOYHOE
MK XHMHHECKOR)

Metponsaason

Jlekapcteennas gopma

PACTROpP /1A uHy3uil

Josuposka

5 Mr/mn

DopmMa BHIMyCka

pacTsop juta undysu 5 Mrmna
(drnakon) 100 mn x | (nauxa kapTousas)

Homep cepan 1X21159

OfbeM cepHH 37443

JlaTa sLITYGKA 03/2021

Tosen 10 02/2024 (29/02/2024)

HaumMeHOBaHME W AIpeC Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
TIPOH3BOJIMTENA Pharmaceuticals Ltd.), India

(Bce craauy npo3BoAcTea)

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

FOnuk Mapmackiotikan JTabopatoprs (Oraenenne gupmnt «[Ix. b, Kemukanc
aun PapmacsioTHkanc JITL»), Hanua

Hunam Cesrep, Kpsino “B”, 4 3raxk, Xuua Caitcn Poyn, Bopau, Mymbaii 400
030, Uuans

Site address
AJpec NPOH3IBOACTBEHHOA
TUIOMIANKA

Plot Ne. 4, Phase IV, G.I.D.C. Industrial Arca, Panoli - 394 116, Dist.: - Bharuch,
India.

Vuactok Ne 4, ®aza 1V, T LK. Huzactphan Apea, [lanomn
oxpyr: Bxapyu, Muaus

- 394 116,

HoMep H AaTa perHeTpaLHORHOro
YAOCTOBEPEHUA

T NO11666/01 or 07.06.2010 (1ata 3amerst PY 10.01.2020)

HoMep HOPMATHBHO M AOKYMEHTAIHH

TINOL1666/01-100120

HauMEeHOBAHHE H AJIPEC Aepkarens
PErHCTPALUHOHHOTO YOAOCTOBEPEHNA

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

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

1Ouux Gapmacpiotukan JaGopatoprs (Otnenenue dupmbl «[Ix. b Kemukane
aua DapmackoTaxanc JIta»), Hraua

Hunam Centep, Kpsiio “B”, 4 Draw, Xuna Caiixkn Poyn, Bopnx, Mymbaii 400
030, Hrpus

OteeTcTBEHHOE NHUO AHCTpHOEKTOpa OO0 «lOHHK PapMackKITHKAN Ilaﬁoparopm» —~ CMHEpHORA AL A, MEHEKED
no cepridukaunm, npukas Ne9-OJ o1 10.08.2020

C yBakeHnem,
Memeakep o cepTHHHKAUKN

000 «HOuuk GapmacsioTnkan JaGopatopnan

CmupHoBa AA.




UNIQUE PHARMACEU TICAL LABORATORIES
HOHHK ©&APM ACBHOTHRAI ABOPATOPH
(A division of «J. B. Chemicals & Pharmaceuticals Ltd »)

(Oraene

pipai i, b, Kesranc sni Gapmacprorarwic JI1L

Baopa, Mywdaii 400 030, Wau - Werll, Mumbar 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJH3A
QUALITY CONTROL DEPARTMENT
OT/EN KOHTPO.IH KAHECTBA

Name af the product

Haspaune npeuapana

METROGYL" 100 ml polyethylene vial
{Solution for infusion 5 myg/ml)
METPOTH.TY 100 s noau?yTiaeHOBEIH Draron B natke
KAPTOHHOM

{pacTROp 1R sy i S /st

in cardboard pack

Registmation certificate
and date
Hosep i nata PerucTpanionnoro

T NO11666/01 o1 07.06.2010

\‘HQCTOBCE)CHHS

Batch # 1IX21159

Cepua Ne

Manufactured 03/2021 Valid to 12/2024
[Tposseeaeno lonen no

Analytical Report Ne 17FP21000404 Date 25/03/2021
Anamrraseckuii Oruer Ne Jlara

AP, manufacturer of API
HaumenonaiHe akTHaoi
CyOCTAHITHN, MPOHIBOMMTENL

Metronidazole USP - Aarty Drugs Ltd., India
Merporuaason @.CHIA - Aapty Jpare dra., Huous

The analvsis was carried out
according to Normative document
Ananni suisoases o Hil

w

TT NOLI666/01-100120

i
i

Manufacturer

(All manufacturing stages)
[TpowsROAHTE R

(Bee cTazui poH3BoICTEA)

| Unigue Pharmaccutical Laborataries (A division of 1. B. Chemicals &
| Pharmaccuticals Ltd.), India

1Ok DapMackIOTHELT TMaGoparopus (Oraenesne Qupmes ol B.
| Kemuganc i1 DapMacbrOTHELIT JIraw), Huauna

Site address
APes HPOM3BOICTBCHHOR
TEOILTKH

' Plot Ne. 4, Phase 1V, G.1.D.C. Industrial Arca, Panoli - 394 116, Dist.:
: Bharuch, India. ¢

‘Yuacrok Me 4, ®aza IV, THLK Hwacrpuan Apca, Tlawomn -
1394 116, Oxpy1: bxapy+, Haus

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpaunenue freeze.
[lpu Temmepatype ne seuie 30 o C B 3aU(MLIEHHOM 01 CBeTa
mecTe. He 3aMOpaKiBaTh,
Shelf life 3 vears
Cpok ronnocTy 3 roaa

Crpanmia 1 u3 3
Russia




TESTS

CRESULTS
PESY IBTATHI

| STANDARDS
CTAHIAPTHI

TOKABATETH
Descripticn

Onucaine

ow solution

A elear paie

[Tpospatuelii pecisop 01 CERTAO-KEATOrD |

TRET2

A clear colouriess to pale vellow solution
paiey

Pl‘.'lp?_léﬂhli-‘i PaCIiBOp OT SecumeTHOTD 10 CHETI0-

| KLJL010 UBCTA

Identification
[Moanurxcets

A. Metronidazole
HPLC

A MeTtpouuaason
BIAX

B. Sodium
[dentification

Reeps requirements

Brizepgunoer 1pebosatng

Keeps requirements

The retention time of the major peak in the
chromategram of the sample selution should
correspond o peak of metronidazole i the
chromatogram of the standard solution
BpeMa  yaepauBani QUHOBHOTOG NHKE  Ha
XPOMETOIPAMME  HCTILITYEMOIU  Pacrsopa W0MKHO
COUTUCTCIBOBNTh  BPEMCHI  YISPHEBAIKA  ITHEY
| METPOHMAZI0IE HA XPOMATOIPAMME CTANPTHONO
| DACTBOPA.
| Formanon of dence white precipitate with selution of
| polassium pyroantimonate.

| 0 per vial

reaction Briaepurast tpebosaing - O0pasoBadue naoTHore Ocaika Geadro UBCTa ¢

b. Harpuit KA Hs TTHPOARTHMOHATS PAC IBOPOM.

KOUECTBOHHAR

peakils

C. Chionides Keeps requircments Formation of white curd-like precipitate with solution

Identification of silver nitrate,

reaction Buigepaassacy rpebosarus Obpatopanne  Georo  TBOpURHCIONO  OcaaKR €

B. Xnopnaw pareisopom cepebpa nutpaTa,

KAMECTHEINAN

pesKis

pll 5.9 45-70

pH 4,5-70

Exuraciable 102,83 m! Not less than nominal (100 ml)

Volume

Hisaekacmuii 102,83 mn 1Te menee novunwissoro (100 ma)

Bacterial Less than 0.35 EU per | mg Not more thun 0.35 EU per | mg of metronidazole

Endotoxins

baktephanuinie Merice 0,35 E na | mr He Gonee (0,35 ED Ha 1 M1 MCIPOHINAI008

IHIOTOKCHERL 7 .

Sterihity Sterile The selution shall be sterile

CrepunmpocTs CrepriasHaii PacTBop J014EH OBITh CTCPHABHBIM

Anomalous i Non-toxic 1l solution should be non-loxic

woxicity Herokemuati PactBOp A0KEH ObiTh HCTOKCHYHBIM

AHOMUILHAY

TOKUCHMHOC T h

Particubine Matter

Mexanurieckue

REATHOMCHILS Absent Particulate contamination should be abscnt by visual

Visible OTCYICTBYIOT inspection

Bitwue MEXUMHICCKHE BEMOMCHH A0IKHEL OTCVTCTBOBATL
| 1LPH BHIYATBHOM KOUTPONE

Invisible | Particles 2 10 pum: !

| Perticles 2 10 pme average number of particies - not

Crpannua 2 u3 3
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TESTS RESULTS STANDARDS

THOKABATETH : PEIYILTATHL CTAHJAPTH!
i Particles 2 25 pm more than 6000 per vial.
0 per vial Particles = 25 um: average number of particles - not

i moze than 600 per vial

Hesuovne ! YaeTutul 2 10 MEM: Yuoruus = 10 Mxm cpenHes KOHECTa0 qacrisn -
: 07 Gnaron e Ganee 6000 /daakon
Uactrusl 2 25 sxm Yacruihl 2 25 MKM CPCUHCE KOHYCCTRO YACTHIL -
g ] 0/ dinaxon e Gonee 600 /baakon
Coiour " Duous 1ot excecd the reference standard | The olor of the solution should not exceed the
GYs | reference standard GY'
[seisocts He npessrinaet y1anon GYs | Oxpucka pacrsopa HE JOMKND BPERLILIATL YTAICH
 Clarity Keeps requirements | The solution shouid be clear ur the opalescence of the

| solution should not exceed the opalescence of
reference suspension L
[Ipospausccts Buuicpaunaet Tpebonaiia | PacTBAp A0LACH GhlTh NPO3PAMHEINM W
' | onanecUCHIA PACTEOPA HE JOAKHA IPCRBINATR
L el R | onanccuexumo atatonal
Related impurities 0.02 % . Metron:dezole impurity A - NM1 0.15%
| Any other unidentified impurity NMT0.15%

0.0 % | Total impuritics - NMT 1.0 %
Peactaennmy | TIpiMech A METPOHILIASONE — HE Ganee 0,15 %
APHMECH 0.05 % E Jhofad pyraf HeHIAEHTH(HMUHPUBIHHAA HpHMCETh =
| we Bonee 0,15 %
R | Cymma upumeced - e Gonee 1,0 % -
Nitrites Does not exceed . The optieal  density of the test solution al @«

| wavelength of 524 nm shall not exceed that of the
. swendard solution.

Hurpurht He npessuuact OnTieckas HIOTHOC D HCNLITYEMOT PRCTRODA Npit
amuge poaMsl 524 HM HO JOTRHA ApessInaTh
R | QnTHHEeCKYIO NAOTHOCTL CTAHAGPTHONC PACTBOPY
Assay of 99.4 % ic.4.97 mg/mi T50.0 - 110.0 % of the label claim , i.e. 4.30 - 5.50
Memronidazole | mg/m}
KoAHHCCTBCHHOS | 99 4 %, e 4,97 uriMn (90,0 - 110.0 % 0T HOMEHRIBHOIO COACPAHTHEA,
CORCPRRAHHE 1, 4,50 = 5,50 mr/ua
Merpoaniaiona — o
Assay of Sodium 69.9 % i 7.894 mgml 95.0 - 105.0 % of the label claim,
chloride {ie 7.505 - 8.295 mg/ml
KOoaMuecTBC HHOS 99,9 % .. 7,894 Mrima 95,00 - 105,0 % 0T HOMHHAILHOTe COAEPKAHIL,
COREpPREHHE {0, 7,505 ~ 8,295 Mrin
1lavpua xiopusa )
Storaye At temperature not exceed 30 °C pratected | At temperature not exceed 30 °C protected from light.
conditions from light. Dot freeze. Don't freeze.
Yeaouns [Tpu TeMNepaType He BLILC °Ce [pu 1eMNCpaType HE BLINE 30° C o 3aluMIIe HHOM 01
XPaHCIHA SanuICHRON OT caeTa MecTe. He coera mecte. He 3aMopakuBaTs.
: 3AMOPUKHBETE.
Shelf life 3 years 3 years
Cpox roasocti |3 roaa 3 rona
The zhove sample complies with the prescribed standards of quality })ﬂf} 24
BrimeykaanHutil 0Bpatetl cOOTRATCTBYET YCTAHOBICHHILIM CTAHJAPTAM KaucCTsd Qﬁ?ﬁg t;;{\ n%g o e
2.8

QUALITY CONTROL MANAGER
MEHEKEP [0 POJMIO KAYECTBA

Crpaunia 3 13 3
Russia




