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Kopuguueckwis agpec:

Poccur, Mackea 127994, yn. Teepckas, 4.18, kopnyc 1, ka6. 609
Ten/takc (495) 642-82-34, Ten. (495) 642-82-356

MHH/KIIN 7703550219/771001001 682 18 11

OPH 1057746834420

HoaTeepsaenne cooTBeTcTBHS

BEBOIHMOCO IEKAPCTBENHOIO NpenapaTa Tpefiopanunm,
YCTRHOBTEHNBIM NPH €10 TOCYAAPCTBEHHON PErHCTPANNH

Ne 244 ot () 05 2021

Cornacno Ioctanornenns Ipasurensersa PO ot 26.11.2019 Nel510 «O TIOPAAKE BBOIA B [PAKAGHCKHH
0BOpOT NEKAPCTBEHHEIX PENAPATOB A14 MEAHLIHHCKOrO NPHMEHEHASY,

Toprosoe HauMeloBaHMHE

METPOT HJI®

MexayHapoauoe HenaTeHTORAHHOE
HAHMECHOBAHHE (I PYNINHPOBOYHOE
MITH XUMHYECKOE)

Metponuzason

Jlexapctrennas diopma

pacTeop Ans HHGYIAR

| Hlo3uponrka

5 Mr/Mn

(Qopma BRINTYCKA

pacteop i uudryauil 5 mr/mn
(paakow) 100 ma x 1 (nauxa KapTOHHas)

(Bce cTaniH Npor3RoAcTEa)

Homep cepuu I1X21081

ObseM cepun 37683

JaTa reinycka 02/2021

Coaen 1o 01/2024 (31/01/2024)

Hammenopanke 1 agpec Unique Pharmaceurical Laboratories (A division of J. B, Chemicals &
IPOH3BOIHTENS Pharmaceuticals Ltd.), India

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

HOnuk @apmacsiotikan JaBoparopus (Oraenenne ¢upuer «k. B, Kemuranc
s PapmacssoTikanc JIta.»), Huans

Hunam Centep, Kpuino “B”, 4 Drax, Xung Cafixn Poyn, Bopau, MymBaii 400
030, Unous

Site address
AJpec IPOH3BOACTBEHHOM
MICLIANKA

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

Vuacrok Ne 4, Masa 1V, T M. K. Mupactpuan Apea, Iawoas - 394 116,
oxpyr: bxapyy, Huans

Homep u nara permetpamuonsora
AOCTOBEPCHUA

TINO11666/01 or 07.06.2010 (nata samens PY 10.01 2020)

Homep HopMaTHBHOH RoKyMEHTALINH

ITNO11666/01-100120

Haumenosanue » agpec aepratend
PErUCTPALHOKHOTO YAOCTOBE PEHUS

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

10uuk DapmacsioTikan JlaGoparopus (Orzenenue Gpupmst «llx. B, Kemukanc
sup DapmacsioTkaic JItan), Hazus

Hunam Cenrep, Kprmo “B, 4 Brax, Xunn Caitin Poya, Bopan, Mym6ait 400
030, Munpa
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UNIQUE PHARMACEUTICAL LABORATORIES
HHHK ®APMACBIOTHEAN JIABOPATOPW3
{A division of «J. B. Chemicauls & Pharmaceuticals Lid e}
{(Qraenenme dupse </lx. b, Kemmane s Qapracuormase Hras)
Bopaw, Mysfai 400 030, Muzue - Worki, Mambai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHN3A
QUALITY CONTROL DEPARTMENT
OTARM KOHTPOILA KAUECTRA

Name of the product

Hassasne npenapara

METROCYLY 100 ml palyethylene vial in cardboard pack
{Solution for infusion 5 mg/ml)

METPOIHI™ 100 ma moandThienoBbill Graxon B nauxe
KapToOHHOH

{pacTeop Ann wrgyvimit S mrimn)

Registration certificate

and date

Homep u nata Perucrpaumnontoro
¥AOCTOREPEHHN

FINDIL666/01 or 07.06.2610

Batch #
Cepua Ne

HX21081

Manufactured
[pouzeeneso

0212021 Valid to

loaen s10

0172024

Analytical Report Ne
Ananuruueckuit Oruer Ne

17FP21000113 Date

Jara

2000272021

APL manufacturer of API
Haumenoranue akTHBHOM
cyGeranumK, NPOHIBOAMTENE

Metronidazole USP - Aarti Drugs Ltd,, India
Merponuaason O.CLIA - Aapra pare Jiva., Uuawms

The analysis was carried out
according to Normative document
AHaH3 BeinosineH no HJL

[1NO11666/01-100120

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

[Npouzsoaurens HOoumk Gapmacsiomuran Jlaboparopus (Ovaenenve Gupmn «/lk. b.
(Bee eranm npoussoicTea) Kemukane ana ®apmeceorukaic e ), Huans

Site address Plot Ne. 4, Phase IV, G].DC. Industrial Area, Panoli - 394 116, Dist.:

Ajpec DPOHIROACTBEHHON
MIOUIAKH

Bharuch, india,
Yuacrok Ne 4, ®asa [V, MWK, Hunactpuan Apea. |lanonn -
394 116, Oxpyr: bxapyy, Huaus

Storage At temperature not exceed 30 °C protected from light. Don’t
Xpauenne freeze.
Tpu temuepatype He suime 30 ° € B I2mHIICHHOM 0T CoeTa
mecte. He aaMopaacupats.
Shelf life 3 years
Cpox roanoct 3 roaa

Crpanaia 111 3




TESTS RESULTS STANDARDS
NOKA3ATEAH PE3YJbTAThHE CTAHAAPTLI
Description A clear pale yellow solution A clear colourless to pale yellow soiution
Onucarue Mpospatnpi PacTeop OT CBETRO-AENTOM0 Npospavunii PacTsep o1 BecuBeTHOM A0 CrETAD-
useTa KEATOrO Upera
Identification
HoinmnsocTs
A. Metronidazole Keeps requirements The retention time of the major peak in the
HPLC chromatogram of the sempie solution should
cerrespond to peak of metronidarole in the
chromatogram of the standard solution
A, Merponraaion Beuiepumnaer mpeGoranng Bpems  yaepwusaims OCHOBHOTO  nMKka  Ha
BOMX XPOMATOTPAMME  KCTIBITYEMOTO  PACTBOPE  HONAHO
COOTRETCTHOBATL  BREMENI  YACPAUBAHHE  [hika
MCTPOHMARIONE KA XpOMaTOrPamue CTANAAPTHONG
pacracpa,
B. Sodium Keeps requirements Formation of dence white precipitae with solution of
Identification potassium pyroantimonate.
reaction Brnepauaacr rpebosamin Obpasonanue  miornore ocanka Beaoro usern ¢
B. Harpuii KQtHA MaspOaHTHMOIMTA pacTsopoy,
K44CCTBEHHASR
peakuus
C. Chlorides Keeps requirements Formation of white curd-like precipitate with solution
Identification of silver nitrate,
reaction Butnepxunaer tpeGosanng Obpaopanne  Genoro TROPOKECTONS  ocagka ¢
B. Xnopuaw pacTeopoM cepelpa wutpaTa,
KaueCracHuan
pearuus o
pH 59 4,5-70
pH 4.5~7.0
Exwactable 10317 ml Not less than nominal (100 ml}
Valume
Haanekaemmii 103,17 mn He menes nomumannaore (100 mmy
olibes :
Bacterial Less than 0.35 EU per | mg Not more than 0.35 EU per | mg of metronidazole
Endotoxing
Bakrepuansme Mewee 0,35 ED pa 1 wr He Sonee 035 E3 na 1 mr METPOHKARIOAA
HHOOTOKCHHBE A
Sterility Sterile The solution shall be sterile
Creprnstocts Crepriuai Pactaop noamen Grime crepunumm
Anomalous Nen-toxic The solution should be non-toxic
Toxicity Hetokeuunmii PacTaop nonsen BuTs HeToxeHyHbin
AHOMATLHAS
TOKCHYHOCTY
Particulate Matter
Mexanuvccxue
BRAIOUCHIS Absent Particulate contamination should be absent by visual
Visible OTCyTCTIVIOT inspection
| Braesine Mexannseckne BKTICUSHIS A0KHR OTCYTCTHOKATE
1P BHIYAALHOM KOHTpONE
Invisible Particles > 10 pm:
0 per vial

Particles 2 10 pm: average number of particles ~ pot

_Crpazmua 23l




TESTS RESULTS STANDARDS
NOKAIATEH PEIYJILTATHI . CTAHIAPTHI
Particles 2 25 pm: more than 6000 per vial.
0 per vial Particles = 25 pm: average number of particies - not
more than 600 per vial,
Hesunumsie Haeriuu = 10 Mem: Hactuunt > 10 mrm: cpennee K0aMMSCTBO HacTIIL -
0/ duiakon we Gonee 8000 /naxon
Hacruum > 25 srm: HacThus 2 25 MaM: CPRRHES KOAMMECTRD MACTHU -
0/ anxon He Bionee 600 /daaxon
Colour [Ines not exceed the reference standard | The coler ot the solution should not excesd the
GY, reference standard GY
[ lgerHOCTS He npeatiaer aranou GY, OKpacka PaCTHOPA HE JOMKHA TPERMILATE YTaton
GY‘i
Clarity Keeps requirements The solution should be clear or the opalescence of the
salution should not exceed the opaléscence of
reference suspension 1.
[Tpospavnocts Buinepsunact rpeGosanns PacTaop noamen GLiTe npoipasssig win
ONATCCUSHUNA PACTRODA HE ROMKHA APEELILIAT
ONANECHSHIIEND YyranoHa |

Related impurities 0.02 % Metronidazole impurity A — NMT 015 %

Any other unidentified impurity — NMT 0,15 %
0.03 % Total impurities - NMT 1.0 %

Poncreensie Ipumect A metponnaaiona — we Gonee 0,15 %

NPHMECH 0.05 %% Jhofas mpyras nensewrtiupuiiponaimas npHMecs —
e Gonee 0,15 %

: Cymsia npumccelt — ue Ganee 1,0 %

Nitrites Does not exceed The optical density of the test solution ai &)
wavelength of 524 om shall not exceed that of the
standard sclution.

Hurparn He npessipaer OnTHieckas IIOTHOCTH MCILITYEMOTO PacTROpa npM
ATHHE BOMHM 324 HM HE JOUKEG 1DCEMULITE

| ONTHYLCKYIO NAOTHOCTE CTANAAPTHOO PACTBOpPLL.

Assay of 99.3 % i.c. 4,96 mg/m| - 90.0 - 110.0 % of the label claim , i.c. 4.50 - 5.50

Metronidazole mg/mi

Kosnuecrpennce 99,3 % T.e. 4,96 Mriva 90,0 - 110,0 % o1 nomumaLHOO COmepatng,

CONEPHEHIE T.€. 4,50 - 5,50 Mr/ma

Merpoinaasona i

Assay of Sodium 99.3% ie. 7.845 mg/ml 95.0 - 105.0 % of the label claim,

chloride f.e. 7.505 - 8.295 mg/ml

Kuennwectae e 99,3 % 7.e. 7,845 mr/un 95,0 - 105,0 % 0T HOMHHLILHOTO COACPRANHME,

COAEpKAHHE v.¢. 7,505 - B.295 mriun

Harpun xnopraa ;

Storuge Al temperature not exceed 30 °C protected | At temperatare not exceed 30 °C protected from light.

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

¥cromua [pw remneparype ne prime 30°C s Ipu renneparype ue metwe 30 ° C & 3amnenHom or

NpaHeHHs IBMUMILEHHOM OT CBETA MecTe. He ceeTa Meore. He samopancieary,

IAMOPAKHBATS,
Shelf life 3 years 3 years
Cpok roanoctd |3 roma 3 roga

The above ssmple complies with the prescribed standards of quality
Briteyxaianusit obpaien COOTHCTCTHYET YCTAHORIEHHMM CTRHIAPTAM KAMECTBa

PﬂfﬁMwﬁ"' e
iAo |
QUALITY CONTROL MANAGER

Crpanmna 3 us 3




