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JEKJTAPAHT, IPHHUMAIOI M JTEKJTAPAIIAIO O COOTBETCTRBUH

000 "FOHHK ®APMACHIOTHKA JIABOPATOPH3"

3apezucmpuposano : Mexcpationnas uncnexyus Pedepansoii nano2060i cayacovr Ne 46 no e. Mocikee OFPH
1057746834420 om 04.05.2005

Adpec: 127994, 2. Mockea, yn. Teepcras, 4. 18, xopn. 1, katunem 609. Teaechon: 8(495)694-33-79.

B nuye:lenepanvuuiii dupexmop Canoun Haca

Hosepennoe auyo: Cuupros K.I”

Hoeepennoems: Nell7 om 15.07.2019-.

3ASBIBIET, YTO

nexapemeennoe cpedemso. Mempozun, pacmeop 0ns eHympueenuozo esedenun 5 sz/mn 100 n , thraromns
nonusmunenoevie (1), obepmiu w3z nienoynozo smamepuana (1), nauxu kapmounvie, pez No [T NO11666/01 om
07.06.2010 (oama samenst 10.05.2017) endano FOnux Qapyacsiomuxan Jlabopamopiiz (Omoenenue duprivt
Hoc.B. Kemurane ano Qapmacvromuxane JImd), cepua I1X92 70, napmus 37683 ynaxoeox, 200en do 31.05.2022,
npouseodcmea Onux @apuaceiomuxan Jlabopamopus (Omdenenue dupmw Jine. B Kenuxane 510
Papmacstomuranc Jlma), Huous, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals &
Pharmaceuticals Ltd ), Plot No.4,Phase IV, G.I.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -
Bharuch ,India, koo OKIT]2 21.20.10.190, koo TH B3J] 3004900002, xoumparxm Ne UPL/O0OO/05-2017 om
30.11.2017, unsoiic Ne 90019230 om 10.07.2019

COOTBETCTBYET TPEGOBAHMAM
II N011666/01-100517

JEEKJIAPATTASL IPUHSTTA HA OCHOBAHUH

npomoxon ucnvimanuii No 2080/3 om 28.08.2019 HIT OO0 "Konmponsno-ananumuuecxasn nabopamopus
DPAPMAHAJIH3", ammecmam axxpedumayuu POCC RU.0001.21DMI2, Cepmuguxam POCC
IN.@MI11.C90077 om 28.08.2019
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CBEJEHMS O PETUCTPAIIUNA

OPTAH IO CEPTHDMKAILIMH, 3APETUCTPUPOBABLI NI TEKIAPAITAIO

RA.RU.11®MI11 OPTAH I10 CEPTHO®HKALIHH OPONYKIIHH OBI[ECTBO C OIPAHHYUEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-stit Bazosckuts
npoezd, 0. 5, cmp. 1, adpec opzana no cepmudpuxayuu: 127282, 2. Mockea, yn. Yepmanckas, 0. 2, cmp. 7

JAEKJIAPAIIMS O COOTBETCTBHM 3APETMCTPUPOBAHA M POCC RU J-IN.®MI1.A.36002/19
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTUKAJI JABOPATOPH?2
(A division of «J. B. Chemicals & Pharmaceuticais Lid.»)
(Ornenenme dupmet « . B. Kemukanc suz ®apmacsioTikanc Jira.n)
Bopau, Mym6ait 400 030, Waaws - Worli, Mumbai 400 030, india

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIEN KOHTPOJISI KAYECTBA

NAME OF THE PRODUCT - METROGYL® 100 ml bottle BATCHN  [1X9270
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) S
MPEMAPATA METPOTHI® 100 ma daaxon
(pacTBOp ANA BHYTPHBEHHOTO BBEAEHUS 5 Mr/mii)
MANUFACTURED: 06/2019 REPORT Ne
[MPOM3BEIEHO: OTYET Ne gl
YALID TO: 05/2022 DATE 19/06/20
TOJIEH JIO: JATA AL
TESTS RESULTS STANDARDS

IMOKA3ATEJIM PE3YJIBLTATHI CTAHIAPTEL
Description Comply with requirements A clear colourless to pale yellow solution
Onucanue CooteercTByeT TpeboBaH MM

Ilpospaumnsiit pacteop ot GecupetHoro o
CBETJIO-XKENTOrO IBeTa

Identification
[oaaunzOCTS
A. Metronidazole

Keeps requirements

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

A. Metponmzazon Beuaepxupaet Tpebopanns Bpems yiiepxuBaHHA OCHOBHOTO IMHKa Ha
XpOMaTOTpaMMe HCHEITYEMOTO pacTeOpa
JOKHO ~ COOTBETCTBOBaTE  BpEMeHH
YAEPKMBAHAA IMKA METPOHHEA30na Ha
XpoMaTorpamMe CTaH[IapTHOTO PACTREOpA.

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

B. Harpuit Brigepxusaet TpeGopanus OfBpasoBanue mnnoTHOrO oOcaigka Gemoro
UBeTa €  KauMd ~ TMPOAHTUMOHATA
pacTBOpoM.

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

C. Xunopamst Boiaepxuraer tpeGosanns OGpaszosanne  Genoro  TROPOXKHCTOrO
ocajika ¢ pacTBopoM cepelpa HuTpara.

Extractable Volume 103.00 ml Not less than nominal (100 mI)

H3enekaemsiit o6bem 103.00 ma He menee HomunansHoro (100 ma)

pH 5.9 45-7.0

pH 45-7,0

Sterility Sterile The solution shall be sterile

CrepuibHoCcTh CrepunsHLIii Pactrop pmomxeH GBITE CTEPHABHBIM

Bacterial Endotoxins

Eampua.rmnme IHAOTOKCHHBLI

Less than 0.35 EU per 1 mg

Menee 0,35 ED ua 1 mr

Not more than 0.35 EU per 1 mg of
metronidazole
He Gonee 0,35 E2 va 1 mr meTponsnasona

Anomalous toxicity
ApoManbHag TOKCHIHOCTh

Non-toxic
HeTtokcraHsiii

The solution should be non-toxic
PacTeop AomieH GBITE HETOKCHYHBIM
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UNIQUE PHARMACEUTICAL LABORATORIES
TOHMK ®APMACBIOTHKAL JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Oruenernme dupmet «Jx. B. Kemukasc sun Gapmackioturanc Jita.n)
Bopim, Mym6ait 400 030, Unans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OTIEN KOHTPOIISI KAYECTBA

NAME OF THE PRODUCT  METROGYL® 100 ml bottle BATCHN  [1X9270
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) CEPH No
TPETIAPATA METPOI'II® 100 ma daaxon
—— (pacTeop aas BHYTPHBCHHOTO BBeAeHUS 5 Mr/mn)
ACTURED: o
TPOH3BE/IEHO: a2l ?ﬁ;‘é’%‘%“ R
VALID TO: 05/2022 DATE 19/06/2019
T'OJIEH JIO: LATA
TESTS RESULTS STANDARDS
IIOKA3ATEJIN PE3Y.JILTATHI CTAHJAPTEI
Particulate Matter
Mexanmdeckue BKIIOTEHA
Visible Absent Particulate contamination should be absent
by visual inspection
Bummvbie OrtcyTeTByioT MexaHuyeckue — BKIDOMEHHS  AOMKHDI
OTCYTCTBOBATH TpPH BH3YaIIbHOM KOHTpOJIE
Invisible Particles > 10 pm: Particles > 10 microns-not more than 6000
0 per container per container.
Particles 2 25 pm: Particles > 25 microns-not more than 600
0 per container per container.
Hesuambie Hactuiipl 2 10 Muxpon: Hactuupt > 10 muxpon-He Gomee 6000
0/ dnakon /tnaxon
YacTuimi 2 25 MHKpOH: Yactumpt > 25 mukpon-He Gomee 600
0/ dnaxon /dbnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY;5 the reference standard GYs
IipeTHOCTE He npeesimaer stanon GYs Oxpacka pacTeopa He I0/M&KHa PEBLIMIATE
atanon GYs
Clarity Keeps requirements The solution should be clear or the
ITpo3paunocTs opalescence of the solution should not
exceed the opalescence of reference
suspension 1.
Buizepiueaet tpeboparms PacTeop nomxen GEITH MPoO3padHBIM WK
OnanecuUeHIHA PAcCTBOPa He JONKHA
[PERbINIATE ONANECUEHIMIO 3TanoHa |,
Related impurities 0.02 % Tinidadazole related compound A — NMT
0.15%
0.03% Any other unidentified impurity — NMT
0.15%
0.05 % Total impurities - NMT 1.0 %

PojcTrenHble IpHMecH

Poncteennas mpumecs A TuHMaazona — e
bonee 0,15 %

Jlobas napyras HeHAeHTHOHMIHpOBaHHAsS
mpumeck — He Gonee 0,15 %

Cymma npumeceti — ue 6onee 1,0 %

Nitrites

Hurputs:

Does not exceed

He npeebimaer

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

OnTudeckas  MIOTHOCTH HCOBITYEMOro
pacTBOpa NpH ANHMHE BOJNHM 524 HM He
JOJOKHA MPERBIIATE OIITHIECKYIO
ILIOTHOCTE CTAHJAPTHOIO PacTROpa.
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBHTHKA JIABOPATOPH?3
(A division of «l. B. Chemicals & Pharmaceuticals Lid.»)
(Ornenentie drpmen «[lk. B. Kemukanc sna ®apmackioTrkaic Jita.»)
Bopnu, Mym6aii 400 030, Uuaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOJLA KAYECTBA

NAME OF THE PRODUCT  METROGYL® 100 mi botile BATCHN  11X9270
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) cEie
[TIPETIAPATA METPOTHN® 100 ma aaxon
(pacTROp aas BHYTPHBEHHOr0 BBEAeHHS 5 MI/mu)
MANUFACTURED: 06/2019 REPORT X 17FP19001724
TPOH3BEJEHO: OTYET Xe
VALID TO: 05/2022 DATE 19/06/2019
FOJEH J10: JATA
TESTS RESULTS STANDARDS

NMOKA3ATEJIHA PE3YJILTATHI CTAHAAPTEI

Assay of Metronidazole 100.5 % i.e. 5,02 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 —

Kommecteenroe conepxanue

5.5 mg/ml

Merponuuazona

100,5% +.e. 5,02 mr/ma 90,0 - 110,0 % ot HoMuHATLHOTO

conepxanus, T.€. 4,5 — 5,5 mMr/ma

Hatpus xaopuga

Assay of Sodium chloride
Kommuectrennoe cogepxauue

99.1 % i.e. 7.827 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
- 8.295 mg/ml
95,0 - 105,0 % ot HOMHHAIBHOTO

conepxanus, 1.e. 7,505 — 8,295 mr/mn

99,1 % T.c. 7,827 mMr/ma

The above sample complies with the prescribed standards of quality

Brimeyxasauusiii oGpasew cooTeeTcTBYeT YCTaHOBJIEHHAIM CTAHAAPTAM KadecTea
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QUALITY C N@AGER

MEHEIKEP 110 KOHTPOJIIO KAYUECTBA




