000 «OHUK PAPMACBLIOTUKAI NABOPATOPU3»

KOpuamuseckui agpec:

Poccus, Mocksa 127006, yn. Teepckas, g.18, kopnyc 1, kab. 609
Ten/chakc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNIN 7703550219/771001001 662 18 11

OrPH 1057746834420

HO,’ITBE{)M’IGHIIG COOTREYCTRHA

BBO3HMOT0 JICKAPCTBEHHOIO penapaTa TpeboBaRHAM,
YCTRHOBJIEHHBIM OPH €r¢ roCyAaPCTBEHHO perucTpanyu

Na 468 ot £29 €F 2022

Cornacuo [lecraroenenus Ipasurencerea PO or 26.11.2019 No1510 «O nopsanke srona B rpawaasckui
060pOT NeKAPCTBEHHLIX MPEeNAPATOB NS MEAMIMHCKOrO NPHMEHEHHAY,

Toprosoc HAHMEHOBAHHE

METPOTHJI®

MexIyHapoaHOe HEMATCHTOBAHHOC
Ha#AMEeHOBaHUE (FPYIITHPOBOYHOES
HIIH XHMHYECKOE)

Metporuaason

JlexapcTBenHan Gopma

pacTBOp A HHGYIHH

JlosHpoBka 5 mr/mn
Dopma BHITyCKa PACTBOP 1A HHGYIHH 5 MI/Mn
(pnaxon) 100 mn x 1 (nauka KapToHHAR)
Homep cepun 11X21455
O6beM cep 37843
[lara Brroycka 10/2021
T'ozex go 09/2024 (30/09/2024)
HawmeronanHe W anpec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals &
MTPOU3BOIMTENS Pharmaceuticals Ltd.), India

(Bee cTaaun DpOH3BOACTRA)

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

HOuuk @apmaceiotukan JlaGoparopus (Otnenenue ¢upmer «Ix. B. Kemukanc
axp Gapmacsiotukanc Jita,»), Muaus

Hunam Cenrtep, Kpeuo “B”, 4 Brax, Xnnn Cabixn Poyn, Bopax, Mym6akt 400
030, Hugus

Site address
AJlpec NMPOH3BONCTBEHHOH
TTOMANKH

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

Yuactok Ne 4, ®aza IV, UK. Hugactpuan Apea, Ilanonx — 394 116,
okpyr: Bxapyd, Huans

Homep u fata perucTpal{oNHOro
YAOCTOBEPERHA

TT NG11666/01 o1 07.06.2010 (nata 3amern PY 10.01.2020)

Homep HopMaTUBHOHR JOKYMeHTALIMA

I1 N011666/01-100120

HammenopaHue W afpec ASPRETeNS
perucrpaunoamm YAOCTOBEPEHHS

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

10unxk Qapmacsrotixan JaGopatopus (Otnenenne dupmul «JIx. B. Kemukanc
3up ®apmacsiotikaic Jlta.»), Huagus

Hunam Centep, Kpuinio “B”, 4 Orax, Xunn Caiikn Poyn, Bopnu, Mym6ati 400
030, Hiunus

OtBercTaeHHOE MHUO AMCTPAGBIOTOpa 000 «}OHRK PapmacsoTuxa Jlabopatopus» — CmupHoBa A.A., MeHemkep

10 cepTHrKanuu, npukas Ne9-OJ] ot 10.08.2020

C yeaxeHHEM,
Menenxep no cepradHrandn

000 «H0unk PapmaceioThkan Jaboparopus»
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UNIQUE PHARMACFELTICAL LABORATORIES
OHHK ®APMACBIOTHKA.L JIABOPATOPHI

(A division of «l. B. Chemicals & Pharmuceuticals Lad.»}

{Orenenenne dupast «/Lx. b, Kesmuie mia @apMaceloTHELIC JITAL»)
Bop:w, Mymbait 400 030, Higm - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAILT KOHTPONS KAUECTBA

Name of the product

Hassanue Hpenapara

METROGYL* 100 ml polyethylene vial in cardboard pack
(Solution for infusion 5 mg/ml)

METPOTHI® 100 s noamaTuienonniii giakod B nauxe
Kapronnoii

(pacTaop st undyIuii 5 Mrisun

Registration certificate

and date

Homep u aata PerncrpaunoHioro
YAOCTOBCPCHHA

1T NOL1666/01 or 07.06.2010

Batch #
Cepia Ne

[1X21455

Manufactured
Tpoussegeno

1072021 Valid to 09/2024
Tonen no

Analytical Report Ne
Ananurntecknid Orver Ne

17FP21001997 Date 03/112021
JlaTa

APIL, manufacturer of API
Haumenopanie aKTHBHOR
cyOCTanunK, NPOH3BOMTEND

Metronidazole USP - Aarti Drugs Ltd., India
Metpounzaason O.CIIA - Aapru Jlpare Jlva, Hunus

The analysis was carried out
according to Normative document
Awnanus suinoided mo HJL

TINO11666/01-100120

Manufacturer

(All manufacturing stages)
[poussoaure s

(Bce craju npOH3BOACTES)

Unique Pharmaceutical Laboratorics (A division of J. B. Chemicals &
Pharmaceuticals Ltd.), India

10unk Dapmacuiorukan JlaGopatopus (Qruenenue GUpMbI «Jbx. b.
Kemuganc oujy @apsacsiotrranc JIta.»), Huaans

Site address
AJIpec NPOHIBOICTRSHHOR
IOMAAKH

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

Vuacrok Ne 4, ®asa [V, I.H.JLK. Hunacrpuan Apea, [Tanonu - 394 116,
Oxkpyr: Bxapy, Mutus

Storage At temperature not exceed 30 °C protected from light. Don’t
XpaHcHue frecze.
Tpu Temucparype He Briwe 30 ° C B 3aIHMILCAHOM OT CBCTA
mecre. He 3aMOpasKiuBaTh.
Shelf life 3 ycars
CpoK roHocTH 3 roga

Crpaanua l a3
Russia




TESTS RESULTS STANDARDS

MOKA3ATEJIH PE3YJILTATHI CTAHJAAPTDI

Description A clear pale yeilow solution A clear colourless to pale yellow solution

Onucaunce : TipospadHetil pacTBOP OT CBETIO-KEITOID l TTpo3patHbift pacToop OT GECUBETHONO A0 CRETI0-

uBeTd | KEATOTO LBCTA

Identification

NonHHHOCT

A. Metronidazole Keeps requircments The retention time of the major peak in the

HPLC chromatogram of the sample solution should
carrespend 1o peak of metronidazole in the
chromatogram of the standard solution

A, Merporujason Butacpkupaet TpeGonaHus Bpevs  YACPHMHBAHMA  OCHOBHOTO  MHKa  HA

BIWX XPOMGTOTPaMMe  HCHLITYEMOrD  PAacTsopa  JONKHO
COOTDETCTBORATH  BPEMEHH  YACPWHBAHHA  nwka
MCTPOMHARIOTA HE XPOMATOIPAMME CTaHAAPTHOMD
pacTeopa.

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

Identification potassium pyroantimonate.

reaction Brizepxiunaer TpeboBatHa OBPAIORARNE (HIOTHONO OCE/1Ka OENOro LBETA ¢ Kalini

B. Harpuii NHPOAHTHMOHATA PACTROPON.

KauecTaenHan

peaxLus

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

Identification of silver nitrate.

reaction Buutepxupaet TpeGopatig OfpasoBanne  Ocioro  TBOPOKHCTOIC  ocazka ¢

B. Xsopuasl pacTeopoM cepedipa HUTPATA,

KAYLCTECHHAA

peaKiHs i = .|

pH 5.8 45-70

pH 45-70

Extractable 102.50 ml Not less than nominal (100 mi)

Volume

Hisuneracmuift 162,50 ma He menece HoMunamsHoro (100 Ma)

ofrheM

Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per 1 mg of metronidazole

Endotoxins

BaKkTepHanbHbic Menee 03SEDwa | mr He Gozee 0,35 ED na | mr meTpotMaasona

HAOTOKCHHBI

Sterility Sterile The solution shall be sterile

CrepunisHOCTh Crepanpnbifi Pactsop AonmeH OLITe CTEPK IbHBIM

Anomalous Non-toxic The solution should be non-toxic

toxicity HeTtokcHuHRIH PacTeop A0IKCH ObiTh HETOKCHUYHAIM

AHOMANBHAN

TOKCHUHOCTE el

Particulate Matter

Mexanuueckie

BEJIOUCHHSA Absent Particulate conlamination should be absent by visual

Visible OTeyTeTBYIOT inspection

BuamMbic MeXAHHYECKHE BKIOMCHMA JJOTKHBL OTCYTCTBOBATL
NpH RIEYANLIOM KOHTROIE

Invisible Particles 2 10 pm:

0 per vial

Crpannna 2 M3 3
Russia




[TpospausocT

TESTS RESULTS STANDARDS
NMOKA3ATEJIH PEIYThTATHI N CTAHAAPTHI ]
Particles > 25 ym: | Particles = 10 pm' average number of particles - not
0 per vial - more than 6000 per vial.
| Particles 2 25 pm: average number of particles - not
- more than 600 per vial.
Heauanybie YacTuust > 10 MM
0 / hrakon YacTuuer 2 10 MKM: CpefHee ROAHYECTRO YACTHIL - HE
Yacruuw > 25 MEM: Goaee 6000 idunaxon
¢/ gaxon YacTiils 2 25 MEM: CPEAHEe KIMIHYCCTBO HACTHI - HE
| Bonee 600 /Paakon
Colour Does not cxceed the reference standard | The color of the solution should not exceed the
GYs reference standard GYs
lBeTHUCTD e npesvimaet ytanon GYs Oxpacka pacTBOPa He JOINKHA NPEBLILATE 3TAMOH
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the

Buiaepausaet petiosauis

solution should not exceed the opalescence of
reference suspension 1.

Pucrsop nosmken OuITh 1DO3PAMHLIM HIH
onanecUeLHs PACTROPA HE NOJDKIA NPEBLINATL
OMAJIECUEHIIHIO FTANIOHA 1.

Crpaumua 3 us 3
Russia

Related impurities 0.00 % Metronidazole impurity A - NMT 0.15 %

- Any other unidentified impurity - NMT 0.15 %
0.02 % | Total impurities — NMT 1.0 %

Poncrsctunic [pumect A MeTpoxnaasona - ue fonee 0,15 %

npuMecH 0.02% Jlkban Apyran HEHACHTHOHUHMPOBAHHAN [PHMECH —
re Bonee 0,15 %

Cymma npumecedi — e osee 1,0 %

Nitrites Dues not exceed The optical density of the test solution at a wavelength
of 524 nm shall not exceed that of the standard
solution.

Hurpuisl He npenbimact Onriyeckas NIOTHOCTh HCMAITYEMOrO PacThopa npu
JuinHe  BOAME! 3524 HM HE JOMAKHA TIPCRBILIATE
ONTHYCCKYIO TUIOTHOCTh CTARIAPTIION0 PACTBOpA.

Assay of 99.6 % i.e. 4,98 mg/ml 90.0 - 110.0 % of the label claim , i.c. 4.50 - 5.50

Metronidazole mg/mi

Koanuectsenuoe 99,6 % 1.. 4,98 Mr/mn 90,0 - 110,0 % OT HOMMHWILHOTO COACPXKAHHA,

conepxkatine T.c. 4,50 - 5,50 Mr/mn

Merpoanzaiona

Assay of Sodium 99.6 % ie. 7.871 mg/ml 95,0 - 105.0 % of the label claim,

chloride i.c. 7.505 - 8.295 mg/ml

Koanyectsennoe 99,6 % T.e 7.871 mMr/Mn 95,0 - 105,0 % OT HOMHHILHOTO COACPHAAHHA,

couepxanne T.€. 7,505 — 8,295 Mr/mn

Harpus xnopuaa - =

Storage Al wmperature not exceed 30 °C protected | At temperature not exceed 30 °C protected from light.

conditions from light. Don't freeze. { Don't freeze.

Yenonua T'lpn Temnepatype He sbime 30 ° C e i Mpu Temneparype ue soite 30 ° C & 3auWeHHOM OT

XPHHCHHA 3AUHUIEHHOM 0T ceeTa mMecTe, Lle ? cpeTa Mecte, He samopaxusars.

| 3AMOPAKHBATH.
Shelf life 3 years 3 years
Cpok roasocrs | 3 roga 3 roaa
The above sample complies with the prescribed standards of quality )
Burimeykazatnsifi 06pa3eil COOTRETCTBVET YCTAHOBNCHHBIM CTAILIAPTAM KauCCTSa c:ﬂ-m:r*v"“:' e}
-ty

QUALITY CONTROL MANAGER
MEHEMKEP IO KOHTPOJIIO KAUECTBA



