UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACLIOTHRAJ JIABOPATOPH3
(A division of «J, B, Chemicals & Pharmaceuticals Ltd.»)

(Opencime Gupmn bk, B, Kesukane ir QapuuchioTHREIC Jra.n)
Bopau, MymGaii 400 030, Hiuws - Worli, Mumbai 400 039, India

CERTIFICATE OF ANALYSIS

CEPTUH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTIEN KOHTPOJSL KAYECTBA

Name of the product

Hagsanue npenapara

METROGYL® 100 ml polyethylene vial in cardboard pack
(Solution for infusion § mg/ml)

METPOCHJI* 100 ma nodTHACHOBLIH (1akon B HavKe
Kapronnoi

{Encrl\un s uHdy s § wi/ma)

Registration certificate
and date

Homep u aata PerdcTpaunoHHOro

TI NO11666/01 or 07.06.2010

YIOCTOBCPCHUA

Batch # 11X22001

Cepus No

Manufactured 01/2022 Valid to 12/2024
TTponzseseHo TojieH j1o

Analytical Report No 17FP22000050 Date 20/01/2022
Ananurudeckuii Oryer Ne Jata

API, manufacturer of AP
HauMcHOBAHUC AKTHEHOH
cyBeTaHimH, TPOHIBOANTENL

Metroniduzole USP - Aarti Drugs Litd., India
Merponsunason W.CHIA - Aapru [iparc Jitn., Hunna

The analysis was carried out

Ananua sumonuen no HI

according to Normative document

TINO11666/01-100120

Manufacturer

(All manufacturing stages)
[TpoussoanTE b

(Bee cragui npousBoacTa)

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

[0OuuK Qapmacsiotiran JlaGoparopus (Oraenenue Gupvsl bk, B
Keaukanc oip apsacsioTikanc Jitay), Hiuaus

Site address
Azpec NpoH3BONACTBEHHON
MOMAAKH

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

Yuactox Ne d, baza IV, I H.ILK, Huaacrpuan Apea, Manonn - 394 116,
Oxpyr: bxapyy, Hiuaus

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpauenie freeze.
Ilpu Temucparype He oie 30 ° C B 3AUIHIICHHOM OT CECTA
mecte. He saMopasnpars.
Shelf life 3 years
CpoK roJiHOCTH 3 roga

Crpanuina 1 3 3
Russia




1BeTa

TESTS RESULTS STANDARDS
NOKA3ATEJIH PE3YJbTATDI CTAHAOAPTHL - @ .
Description A clear pale yellow solution A clear colourless to pale yellow solution
Onucanue Tpoapaunsiti pacTeOp OT ceero-kentoro | [lpo3patubiil pacTeop ot GecupeTnoro o CBeTA0-

AEITOrO UBeTa

Identification
TT0/LTHHHOCTD

A. Metronidazole
HPLC

A. MeTponniason
BOAKX

Keeps requirements

Briaepkupaer TpeboBanua

‘The retention time of the major peak in the
chromatogram of the sample solution should
carrespond to peak of metronidazole in the
chromatogram of the standard solution

Bpems  yAepiMBAHHS  OCHOBHOTC  NHKA  Ha
XpoMaTorpaMmme HCMLITYEMOroe pacmopa HAOIMKHO
COOTRETCTROBATL  BpeMend - YIAC[IKHBAHMA  TTHKA
METPOHHIAIONA HA XPOMATOIPAMME CTAHAAPTHOIO
pacTBOpa.

Endotoxins

BaxkTecpHallbHBIC
AHAOTOKCHHbBE

Menee 0,35 ED na | mr

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

reaction Boiepkueact TpeionaHma O6pasoBaHie WIOTHONO ova/tka Ge10ro useTd ¢ Kaans
B. Harpuii NHPOAHTHMOHATA PACTBOPOM.

KauecTBeHHas

peaxius

C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate.

reaction BrijicpxnnaeT tTpeboBaHis Ofpajosanue 0eaoro TBOPOMUCTOrO OcCanka o
B. Xnopuap PacTBOPOM cepeOpa HUTpaTA.

KaCCTBEHHAK

peaKLny

pH 5,9 4,5-7.0

pH 4,5~17,0

Extractable 102.33 ml Not less than nominal (100 ml)

Volume

Hasnekaemblii 102,33 mn He meree nomunansnoro (100 mn)

mth o i e ————————
Bacterial Less than 0.35 EU per 1 mg Not more than 0.35 EU per 1 mg of metronidazole

He Gonee 0,35 E2 na | Mr MeTpoHHARI01A

Sterility Sterile The solution shall be sterile
CrepuibiocTs Crepuibnbiii PacTBOp A0mKeH ObiTh CTEPHALHLIM
Anomalous Non-toxic The solution should be non-toxic
toxicity HeToKeHY L Pactpop H0IuKeH ObITh HETOKCHHHBIM
AHOMLIbHAR
TOKCHMHOCTH :
Particulate Matter Pr
Mexannucckne
BETOUCHHS Absent Particulate contamination should be absent by visual
Visible OTCYyTCTBYIOT inspection
Buonmsie MexaiHUecKHe BIINOYEHNA HOJKHBI OTCYTCTBOBATD
(PH BHIYUIBHOM KOHIPOJIC
Invisible Particles 2 10 pnu:
7 per vial
Crpannna 2 na 3

Russia




TESTS RESULTS STANDARDS
NOKAJATEJIH PE3YJILTATHI CTAHAAPTDBI
Particles = 25 pm: Particles 2 10 pm: average number of particles - not
0 per vial more than 6000 per viul,
Particles = 25 pm: average number of particles - not
more than 600 per vial.
Hepuuinble Yaetuist 2 10 MK
7 { pnaxcH YoeTHLE! = 10 MKM; CPELHEE KOMHYECTBO HACTHIL - HE
YacTHUs 225 MKM! Gonee 6000 /dnakon
0/ dnaxon YacTuiisl 2 25 MEM: CPEAiIee KOJHYECTDO HacTHL - He
Gonee 600 /duakon
Colour Does ot exceed the reference standard | The color of the solution should not exceed the
GYs reference standard GY's
LsetnocTs He npesuimaer atanon GYs Oxpacka pacTBOpa HE JOAXHA NPEBLILIATE STAN0H
GYs
Clarity Keeps requirements The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension L.
[lpo3pauHoCTh Butgepuuuaer TpeSopanus Pacteop nonkeH BBITL NPO3IPAYHBIM MK

ONAIECUEHIA pacTeopa HE JNOJUKHA NPCBLILIATE

| onanecueiiunio aTasona |

MerpoHnaaszona

Related impurities 0.00 % Metronidazole impurity A - NMT 0.15 %

Any other unidentified impurity - NMT 0.15 %
0.03 % Total impurities - NMT 1.0 %

Poacteennbie Tpuvech A MeTpoIHIa30na — e Gonee 0,15 %

TIPHMECH 0.0% JhioGast apyrad HeHAeHTHPHUMPOBAHHAL NPHMECH —
ne Gonee 0,15 %

e Cymma npumeceli — He Gosee 1,0 %

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

Hurputii He npeskinaer OITHYECKAR THIOTHOCTL MCHLITYEMOrO PACTBOpPA HPH
UtsHe BOJHBL 524 MM He JI0IGKHA  (IPCELILATE
OITHYECKYIO [LUIOTHOCTh CTAHEPTHOIO PACTROPA,

Assay of 993 % i.e. 4,97 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.50 — 5.50

Metronidazole mg/mi

KoanuecTaeHHoe 99,3 % 7.¢. 4,97 Mr/ma 90,0 - 110,0 % 0T HOMKUANLHOTO COACPIKAHMS,

CONEPKANIE r.c. 4,50 ~ 5,50 Mr/ma

Assay of Sodium
chloride

99.6 % i.c. 7.870 mg/ml

95.0 - 105.0 % of the label claim,
i.e. 7.505 - 8.295 mg/ml

Konuuectoennoe 99,6 % m.e. 7,870 mrv/ma 03,0 - 105,0 % oT HOMHHAILIIOTO COMEPKAHMS,
cojiepKanue T.e. 7,505 - 8,295 Mr/mn
Harpus Xaopuia »
Storage At temperature not exceed 30 °C protecied | Al temperature not exceed 30 °C protected from light,
conditions from light. Don't freeze. Dan’t frecze.
Ycnosua Tps Temmiepatype He puie 30°C s [lpu Temneparype se shie 30 ° C 1 sMUIISHHOM 0T
Xparneins SAMMILEHHOM OT cbeta Mecte, He eneta MecTe. He 3aMOpakuBaTh,

SAMODIAKHBL b,
Shelf life 3 years 3 years
Cpok roaHocTH 3 roaa 3 roaa

Crpanana3 u3 3

Russia

The above sample complies with the prescribed standards of quality
BhiilieyxasanHblil 00pa3el COOTBETCTBYET YCTAaHOBICHILIM CTAHIAPTAM Ka'iccTsa

P e N
‘“‘"i"_;'{ot'f'i-\-’b

QUALITY CONTROL MANAGER
MEHEJUKEP 1O KOHTPOJIO KAYECTBA




000 «HOHUK ®APMACBLIOTUKAI NABOPATOPU3»

Kopuaudeckuii appec:

Poccus, Mockea 127008, yn. Teepckan, 4.18, kopnyc 1, kab. 609
Ten/thaxc (405) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 7703550219/771001001 662 18 11

OrPH 1057748834420

Hoareepxienue cooTBeTCTRUR

BROIHMOTO JIEKAPCTBEHIOTO Npenapara Tpebosannsim,
YCTAHOBJIEHHBIM ITPH €I'0 FOCYJAPCTBEHHON PErHCTPAIIHY

Ne594 0T 7 gy 2022

Coraacro Tlocranosnenus [pasurenscrea PO o1 26.11.2019 Ne1510 «O nopaaxe seoaa & rpasiaHeki
060p0T JICKAPCTBCHHBIX IIPENAPAaTOB WA MEIHUHHCKOTO NMPHMCHEHHA,

Topronoe HAHMEHROBAHUE

METPOI HJI®

MeKLyHaponHOe HENATEHTOBAHHOE
HAHMEHOBAKKE (IPYNNMPOBOYHOE
HITH XHMH4ECKOE)

Metporynazon

JlexapcreenHas dopma

pacTBOp wis Hubyzun

Jloanpopxa 5 Mr/ma
Dopma BITYCKA pacTeOp Ans HHQY3IHK 5 Mr/Mi
((paakon) 100 Mn X | (navka KapToHHas)
Homep cepun 11X22001
ObneM cepin 37522
Hara Bemycka 01/2022
Cogex oo 12/2024 (31/12/2024)
HaumeHOBAHHE M agpec Unique FPharmaceutical Laboratories (A division of J. B. Chemicals &
NPOH3IBOJHTENS Pharmaceuticals Ltd.), India

(Bee crasuu npousBofCTRA)

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

I0mnk Dapmaceiotuxan HaGopatopus (Otnenenne dupme «Dx. B, Kemuxanc
s DapmacsioTukane JITa.y), Maaus

Hunam Cenrep, Kpsino “B”, 4 3rax, Xnua Cafixn Poy, Bopax, Mymbai 400
030, Huaua

Site address
ARpec NPOH3BOACTREHHOH
TUTOUIAAKH

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

Vyacrox Ne 4, ®aza IV, THAK. Hagactpuan Apea, [lanonu — 394 116,
okpyr: Bxapyu, Hujs

HoMep ¥ nara perncTpalnoHHOro
YAOCTOBEPEHHA

TINOL1666/01 or 07.06.2010 (aara 3amens PY 10.01.2020)

Homep HopMaTHBHON Z0KYMERTALMH

I1N011666/01-100120

Hanmeroparne # agpec Jepxarens
PErUCTPaLHOHHOrO Y0CTOBEPERHA

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

IOnux PapmacuioTuxan JaGopatopus (Otaenenue dupmul «/Ix. B, Kemukasic
ana ®apmacsoTkanc Jita.»), HRoua

Hunam Cenrep, Kpsuto “B”, 4 Drax, Xunn Caltknr Poya, Bopau, Mym6ait 400
030, Humus

OTsereTBeRHOE MHLO AcTpHOBIOTOPa OO0 «I0NNK PapmackioThkan JJaGopartopssn — CMUPHOBA A.A., MEHEILKED
110 cepTHHKALME, npukas Ne9-OJf o1 10.08.2020

C ypameHuem,
Menemxep no ceprHduRaHIH

000 «l0nnk PapmacsoTukan JabopaTopuin

: Cmupuosa A.A,

&5t




