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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJH3A
QUALITY CONTROL DEPARTMENT

OFEA KOHTPOAS KAMRCTBA

Namne of the produet

Haspustae npenapara

METROGYL" 100 ml pelvethylene vial in cardboard pack
(Sojutign for infusion 3 myg/ml}

METPODHA® 100 s noasrruae B (hrakon B 1aMKe

| KApTOHIOH

| (pacrnop i wudyanid § Mriva)

cgistration certificate
and date

Hosep # Aara Permcipaisonioro

[ NOT1666/01 o1 07.06.2040

YACCTOBCPCHIH

Batch # 1IX21194

Cepus No

Manufactured axzozl Valid o 022024
ilpousseiacHo Moaew no

Analytical Report Ne PTFP 2000499 Date 48042021
Ananuwriaccsnit Oraer Mo Jara

AP manufacturer of APl
HamMeHOBAHNE AKTHRHOR
cyGoTanuus, NPOHIBOIHTCAL

Metronidazole USP - Aart: Drugs Ltd., India
Merponnaazoa @.CIUA - Aaptu Hparc Jit, Miws

The analysis was carried out
secording to Mormanive document
Aumis seinoasen uo HL

{1 KO11666/01-100120

Manulacturer

(All manufacturing stages)

TIpoisHOAHTEIR

(Boe CTatH NPOHIBOACTE)

Unigue Pharmaceutical Laboratorics (A division of J. B. Chemicals &
Pharmaceuticals Led.), India

1Oank dapuacsiotukan Jlabopaiopus {Oraencume Gupmbl «Jac B
Kemurane vux Gapmacsiorarane JIve), His

Site address

APLC HPOHIBOIC TECHHAM

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

IIOLLELEH Vyactox Ne 4, ®asa IV, THJLK Huxacrpuan Apea, [Tanond -
394 116, Oxpyr: Brapya, M

Storage At temperature not exceed 30 °C protected from light. Bon’t

Xpanciue frecze.
Hpu Temnepatype ne seiue 30° C B 3RIUMIIEHHOM O CBCTR
mecte. He samopaauratn.

Shelf life 3 years

Cpok roaHocTH 3 roxa

Crpanuia 113 3
Russia




TESTS RESULTS 1 STANDARDS
HOKAZATETH  PEIVALTATLI } A CTAHAAPT
Deseription A clear pale yellow selution [ A clear colonrless to pale yellow solution
Ounncanne [Ipospasineiit pacivop oF CRETAC-FLATOCD {pospasiuts pacTROp 0T BECUBETHOID A0 CRETIO-
HBCTE ACATONO UBCTE g
ldentitication .
Moo s
A, Metronidazole | Keeps requirements The retention time of the major peak in the
HPLC § chromatogram of the sumple solution shonlid
correspond te peak of metronidazole in the
chromatogram of the standard sotution
AL Merponnaaion Buiaepsuract rpebosatn Bpewma  VACPRHMBAHIE  OCHOUHOIO  dkka M
BOAX APOMATOrPAMME  MOTIBITYEMOPD  PACTBOPR  JOTEHO
COOTRCTCTROBATE HPCRCIH },ucpa:im:uma MHEKR
METPOHHINIONE 1A XPOMATOIPAMME  CTARIEAD THOro
PECTBOPA.
B. Sodum Keeps requirements Formation of dence white precipitate with solution of
Idemification potassium pyroantimonste.
FEACTInn Braepsiees Tpeliariiud Obprosaiie  I0THNO 0Caaka GCIoro HbLta @
I, Hatpuil KA TTHPORHTHMONATE DUCTROPOM,
KAUECTHCHIAS
PeAaKiiis
C. Chlorides Keeps requirements Formation of white curd-like precipitate with selution
identfication of silver nitrate.
reaction BruacpaisacT Tpebonanins Obpazopmiine 51070 TBOPOMHETOND  caasa €
H. Xnopuamn pacTaopoM vepelpa HIsTpaTL.
FATeCTROHHAK
PEAKUHE
pH 35 45-74
pHl 4,5 -7,0
Lxtractable 103,17 ml Mot less than nominal {100 mi}
Yolume
Hspackaenulit 103,87 M He venee Hosumaasioro (100 s}
obnenm )
Bacterial Less than 0.35 EU per 1 myg Nat more than 035 EU per 1 mg of metronidazole
Endotoxing
BaKTepuapme Menee 0,35 ED na | M e Goaee §,35 ED na 1 Mr MCTROILONI
HAGTOKCHHL .
Sterility Sterile The solution shall be sterile
CrepHiLHOU L Crepssansnii Pactoop A0THKEH GEITH CTEPUILHBIM
Anomalous Non-toxic The solution should be non-toxic
toxicity Heroken s PacTrop o HulTh HETORCHYHEM
ABOMANRITAR
TOKCHYHOCTE
Particulate Matler
Mexaunuccrne
BERIUCHHA Absent Pasticulate contamination should be absent by visuad
Visible OHEyTeTRYHT spection
Baesee MexaHitIecKHE BIRTIOUICHHR A0IHA OTCYTCTEOSITE
pH BHZVATLHOM KUH‘J]’K!!'[L:
Invisthle Pmticles 2 10 um:
€ per vial Particles 2 10 um: average aumber of particles - not

Cryparmua 2 w3 3
Russia




Heruainnie

TESTS RESULTS
HOKALATI ETH PE3Y.IBTATHI o
Particles = 25 pny

0 per vial

STANDARDS
CTAHJAPTBL

e e

mere thag 6004 pLT-‘le.
Parucles > 25 pm: average number of particles - oot
more than 600 per vial.

Tlpospasiiocts

1 Hacrnue = 10 MEMe Pilactaunr 2 L0 MEM! ¢PEAHEE KWIHHCCTEO MACTHIL -
0/ paurou | vie Goaee 6000 idurasod
Hacte 2 25 MKM: [Macrings 2 15 MEMD CPOHICE ROAMMCCTRO HacTill -
. 0/ duisason - | we Goaes 600 uakon .
Colowr Dogcs not exceed the refzrence sandard | The color of the sotetion should not exceed the
GYs reference stundard GY5
LiscTHOCTS He apepmunet »Tamon GY s CIKpacka paci BOpA HE AOITKHE PCBLILLTS ion

1Y,

Kueeps requirements

Boigepaasiet pebosation

The solution should be clear or the opalescence of the
solution should not exceed the opalescence of
reference suspension b

Pacraop Avamen Gutls LpOIpasHbg v
OHAXCCHEHIIRR [FEICTHUPE] e ONAHE NPCENLIATE
onanecicrigg Staaona L

Related impurities Q.02 % Metronidszole impurity A -~ NMT 015 %

Any other unidentified impurity - NMT C.L5 %
005 % Total impurities ~ NMT L0 %

PoacTRCHkIC pitsiech A MeTpoHUIEIORR - e Boaee 0,15 %

ML 005 % MicGax apyTas HOICHTRONIPOELHIIE DPEMITE —
me Bonee 0,153 %

| Cyamu opusmecefi - ue Sonee L0%

Nitrites Does not exceed The optical density of the test sclution al @
wavelength of 524 nm shall not exceed thut of the
standerd solution.

Hurpurst He npessnoact OUrHaeCras MROTHOCTE HENBITYEMOTO pacTsopd P
A BOIHEL 324 HM  HC  AOIKHA  NPCRLIIETH

— ONTHUECKYIO [GTHOCTS CTAHASPTHOTY (RCTHOPA.

Assay of 49,7 % 1o .99 mgml 000 - | 10.0 % of the label claim | Le, 4.50 - 5.50

Metronidazole mg/ml

KoanuecTaennoe 99,7 % 1. 4,99 Mrima 90,0 - [E0,0 % 07 BOMUHAILHOIG CONCPALHHA,

COHePKAHNE T.¢. 4,50 — 3,50 mrimn

Merponnaaona - .

Assay of Sodiwn 998 % ic. 7.885 mg/ml 95.0 - 105.0 % of the lubel claim,

chlorde ie 7.505 - £.295 mg/mi

Koanmuecisedioe 99,8 44 1.0 7,883 mr/ma G501 - 105,0 % 0T HOMHHILIIOUD COACPRAHIA,

COIICPHAHUE T.e 7,505 - 8,295 mrimin

Harpus xiaopiaa y

Storage Al temperaure not exceed 30 “C protected | At temperature nat exceed 30 °C protected from light.

conditions from fight. Don’t freeze, Don't freeze.

Yeaonis Tipu resmeparype e sune 307 Ce Tpu Tesmepatype ne ppime 30° C @ sauuen ot

Kpatenna JALIHIIeHEON oT ceeTe mecTe. He creta mecte. He namopasknnate.

- SAMOPAKHDTE, " N

Shelf lite 3 years 3 years

Cpox rognocts 3 roaa 13 roas il

The above sample complies with the presctibed standards of quality

Bruncykasanmpil o0paict CoDTHSICTRYST YOTGEHORACHHEIM CTIHIAPTIM KaqecTad

Crpansia 3 13 3

Russia
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000 «HOHUK ®APMACBIOTUKATI NABOPATOPU3»

KOpuauyeckud agpec:

Poccur, Mockea 127006, yn. Taepcxan, 4.18, xopnyc 1, kaG. 608
Ten/dhake (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 77035650218/771001001 662 18 11

QrPH 1067746834420

[foarsepsaenne COOTBETCTBHS

BHO3HMOr0 JTEKAPCTBERHOTO Hpenapara 1pebonannam,
YCTAHOB/CHHBIM NIPH €r0 NOCYXapCTBEHHOM perreTpanyy

Ne 327 or 247 0F2021

Cornacuo Toeranonitenus [parsrresnserra PO or 26.11.2019 NelS10 «O nopalke BROAA B MPAKIAHCKIN
0fOpOT NEKAPCTBEHHBIX NPENAPATOB AT METHLHHCKOrO NPAMEHEHHIY.

Toprosge HAUMEHOBAHHE

METPOTHJ®

Mex Iy HapoHOe HERATCHTOBAHHOS
HaxMeHOBaHe ([PYNIHPOBOIHOE
WM XHMHYECKOE)

Mertponunason

TNexaperpennas hopma

PACTBOD JUTA UKGy3Hit

Jlo3npoBka 5 mr/mn
Dopma BbINYCKA pacTBOp Wik HHAY3UH 5 Mrimn
(drakon) 100 mn x 1 (nauka KapToHHAas)
Homep cepid 1IX21194
O6neM CepHA 37683
JlaTa BBITYCKE 03/2021
loged no 02/2024 (29/02/2024)
HauMeHOBaHHE 1 AApeC Unique Pharmaceutical Laboratories (A division of 1. B. Chemical: &
NIPON3ROAUTENR Pharmaceuticals Ltd.), India

(Bce cTAZMW IPOUIBOACTBA)Y

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

Ounk Qapmackiotikan JlaGoparopns (Oraenenne gupme «llx. b, Kemuxanc
aup @apmaceiorikanc Jitan), Huaus

Hunawm Centep, Kpeino “B”, 4 Brax, Xuun Caitxn Poya, Bapmt, Mymbai 400
030, Huans

Site address
Alpec NPOUIBOACTEEHHOR
ninolaakH

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

Vyactok Ne 4, ®aza IV, TH.JLK. Hunacrpuan Apea, [Navonu — 394 116,
okpyr: Bxapyu, Hunus

Homep 4 1aTa pErucTpaliMoRHoOre
YAOCTOBEPEHHA

TE N0 11666/01 ot 07.06.2010 (zarta samesn PY 10.01.2020)

Homep HOpMATHBHON AOKYMEHTALMK

ITNO11666/01-100120

HaumeHnosaHWe U aIpec Nep)aTens
PErHCTPAILMOHHOTO YAOCTOBEPERHA

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

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

10uux dapmacsrotukan Jlabopatopus (Otaenenne gupmpt «/Ik. b, Kemuwanc
aua Gapmacsiorkanc Jta.»), Huaaus

Hunam Cewrep, Kpuno “B”, 4 3rax, Xusn Catikn Poya, Bopau, MymGait 400
030, Usnus

OTBETCTBERHOE THI0 AMcTpHGLIoTOpa OO0 «JOnNK dapmacsiotrkal Jlabopatopusn — CMupHOBA A.A., MEHELKED

110 cepriduKanun, npukas Ne9-OJ1 ot 10.08.2020

C yBameHHeM,
MeHeKep No cepTHhHKALME

000 «10unk CapmackwTuran Jabopatopui»

19

CamupHoBa ALA.




