JIEKJAPAIIASI O COOTBETCTBHU

JEKJAPAHT, IPUHAMAIOIN M1 JEKTAPAITHIO O COOTBETCTBUM

000 "TOHUK ®APMACBIOTHKAI JIABOPATOPH3"

3apezucmpuposario : Mexcpationnas uncnexyua @edepansroi nanozoeoii cayacdvt No 46 no 2. Mockee OI'PH
1057746834420 om 04.05.2005

Adpec:127994, 2. Mockea, ya. Teepckas, 0. 18, kopn. 1, kaGunem 609. Teneghon: 8(495)694-33-79.

B nuye:Tenepansubiit dupexmop Candun Haca

Joeepeunoe nauyo: Cuupnos K.I'

Hoeepennocmu: Nell7 om 15.07.20192.

| BASIBJISIET, UTO

Aexapcmsennoe cpedcmeo: Mempozun, pacmeop 0na 6HympueenHo2o e6e0enus mz/an 100 an | haaroitot
nonusmuienoswie (1), obepmiu uz nienounoze mamepuana (1), nauxu kapmonuvie, pez Ne IT NO11666/01 om
07.06.2010 (dama zamens 10.05.2017) sxdano IOnux @apuaceiomuran Jladopamopus (Omdeneiue upsis
Mo B. Kemuxanc and Capmacviomuranc JImd), cepus 1IX9299, napmua 37683 ynarosok, 200eH 0o 31.05.2022,
npouzeodcmea FOnux Gapnacsiomuxan Tabopamopus (Omoenenue gupmwt Jore.b. Kenurane 310
Dapmacsiomuxanc JImd), Hudus, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals &
Pharmaceuticals Lid ), Plot No.4,Phase IV, G.1D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist,-
Bharuch ,India, koo OKITI2 21.20.10.190, xeo TH B3/ 3004900002, xonmpaxm Ne UPL/O00/(15-2017 om
30.11.2017, uneotic Ne 90019252 om 17.07.2019

COOTBETCTBYET TPEGOBAHHUAM

11 N011666/01-100517

JEKJIAPALHSA ITPHHATA HA OCHOBAHUM

npomoxon ucnwimanuii Ne 2179/3 om 09.09.2019 HII 000 "Konmponsho-ananumusecxas iabopamopus

DPAPMAHATHA3", ammecmam axxpedumayuu POCC RU.0001.21 ®M12, Cepmuduram POCC
IN.®M11.C90552 om 10.09.2019

JATA ODPHHATHS AEKJIAPAIIAMN 10.09.2019
JIEKJIAPAITAA TEVCTBUTEJILHA 10 31.05.2022

Cmupro K.I.
NOATHCH D.H.0

dexaapanm

7
N / CBEJIEHHISI O PETUICTPALIAN

OPFAﬁ"HO.CEﬁHIDIH(A]I[&H, 3APETACTPHPOBABII I AEKJIAPAITHIO 3
RA.RU.11®M11 OPFAH ITO CEPTHOHKALIHH ITPOTVKIHH OBLIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mocxea, [-vit Bazosckuit
npoesd, 0. 5, cmp. 1, adpec opzana no cepmudpurayuu: 127282, 2. Mockea, yi. Hepmancras, 0.2, cmp. 7

O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J-IN.®@M11.4.37392/19
ATTAM 10.09.2019

M Spomenko M.A.

HOAyich Pyxoromutens OC




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHUK ®APMACBLIOTHKAJ JAGOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Ornenenne dupmsl «Ix. b. Kemukanc sua ®apmackiotskaic JITa.)
Bopan, Mym6ait 400 030, Muans - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT
OT/IEJl KOHTPOJIA KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BATCHNe  ]1X9299
HAMMEHOBAHME (Solution for inéravenous injection 5 mg/ml) SRERLS
TIPEMAPATA METPOT'HJI 100 ma daakon
(pacTeop /18 BHYTPHEEHHOIO BEeleRus 5 Mr/ma)
MANUFACTURED: 06/2019 REPORT Xe  17FP19001989
[IPOH3BEAEHO: OTYET Ne
VALID TO: 05/2022 DATE 10/07/2019
FOJEH A0: JIATA
TESTS RESULTS STANDARDS
NOKA3ZATEJIM PE3Y.JILTATBI CTAHJAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
Omcanne CooreercteyeT TpeboBaHNAM Ipospaunelii pacTBop 0T GeCUBETHOrO A0
CBET/O-KENTOrO LBETA
Identification
INoanunnocTs

A. Metronidazole

A. MeTpoHHaasol

Keeps requirements

Beiaepxueaet TpeboBaHuA

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

Bpems yaep:KuBaHHA OCHOBHOrO MHKa Ha
XpoMaTorpaMMe HCHBITYEMOTO pacTBopa
JOMKHO  COOTBETCTBOBAT:  BPEMEHH
yAepKMBaHHA NHKa METPOHHZA30/Ma Ha
XpomaTorpamMme CTaHIapTHOTO pacTBOpa.

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

B. Hatpui BrizepxupaeT TpeGoRanus ObpazoRaHue MiAOTHOTO ocagka Genoro
UBETa C©  KalMs  [HPORHTHMOHATA
PacTBOpOM.

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

C. Xnopuasi BoiaepikuBaeT TpeboBaHMA Obpaszopanue  Gejloro  TBOPOXKHCTOTO
ocajika ¢ pacTBopoM cepefpa HUTpaTa.

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

Hsenekaemblii 00beM 103.00 mn He menee uomunanbuoro (100 mur)

pH 5.9 45-7.0

pH 45-7,0

Sterility Sterile The solution shall be sterile

CrepuIILHOCTR CrepunbHEIf PacTeop nonkeH GbITE CTEPHIILHBIM

Bacterial Endotoxins

Eamppta.nhm:m SHAOTOKCHHBI

Less than 0.35 EU per 1 mg

Meuee 0,35 E3 Ha 1 mr

Not more than 0.35 EU per | mg of
metronidazole
He 6onee 0,35 ED Ha 1 mr meTpoHHaasona

Anomalous toxicity
AHOMaJIbHaA TOKCHYHOCTE

Non-toxic
HeToxcuuHbiit

The solution should be non-toxic
PacTeop AomkeH ObITh HETOKCHYHBIM
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAJ JIABOPATOPH3
(A division of «I. B. Chemicals & Pharmaceuticals Lid.»)
(Otaenenne Gupmst «/lx. b. Kemukanc ann @apmacsiorikanc Jitan)

Bopiu, Mym6Gait 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJW3A

QUALITY CONTROL DEPARTMENT
OTIEJN KOHTPOJSI KAUECTBA

METROGYL® 100 ml bottle

BATCH Ne 11X9299
HAMMEHOBAHHE (Solution for intravenous injection 5 mg/ml) SRR
[PEMIAPATA METPOTHJI® 100 ma dnaxon
T (pacTeop A/19 BHYTPHBEHHOIrO BEEAEHHA 5 Mr/ma)
MANUFA D: ¢
MPOHEBELIEHO. 06/2019 gﬁ%ﬂ{f— 17FP19001989
VALID TO: 05/2022 DATE 10/07/2019
TOJIEH JO: JATA
TESTS RESULTS STANDARDS
HOKA3ZATEJIH PE3VJILTATHI CTAHJAPTEI
Particulate Matter
MexaHnuecKHe BKIIOYEHIS
Visible Absent Particulate contamination should be absent
by visual inspection
Bumnvsie OTCyTCTRYIOT Mexanuueckue — BKMIOYEHHS  JIOMKHH
OTCYTCTBOBATD MPH BH3YATBHOM KOHTpONE
Invisible Particles > 10 um: Particles > 10 microns-not more than 6000
0 per container per container.
Particles = 25 um: Particles 2> 25 microns-not more than 600
0 per container per container.
Hermurie Yactuupt > 10 Mukpon: Yacthust > 10 mukpoH-de Gomee 6000
0/ dmakon /nakox
YacTuumsl = 25 MUKpOH: Yactuuet 2 25 mukpos-ue Gonee 600
0 / dnakou /bnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY's
IigeTHOCTH He mpepsimaet atanon GYss Okpacka pacTBopa He ZOJIKHA MpeBHIIaTh
aranol GYs
Clarity Keeps requirements The solution should be clear or the
IpozpaunocTs opalescence of the solution should not

BoinepxuBaet TpeboBanms

exceed the opalescence of reference
suspension I.

Pactsop momikeH GbITh MPo3pauHbIM HITH
OnajecleHIMA PacTBOpa He AO0KHA
MPEBLIMIATh ONANECLUEHLIHIO 3TaloHa 1.

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 %

PoncreeHHbIe MpUMECH

PoacTeeHHaa npumech A THHHIazona — He
Bonee 0,15 %
Jiobasn apyras HeHIEHTH)HLMPOBaHHas
npumech — He Gonee 0,15 %
Cymma npumeceit — ve 6ozee 1,0 %

Nitrites

Hutputst

Does not exceed

He npegpimaet

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

Onriyeckas  MAOTHOCTE  HCIBITYEMOO
pacTeopa MpH JUIMHE BOJHBI 524 HM He
NOoMKHA TIpEBBIIATE ONTHYECKYIO
MJIOTHOCTb CTAHAAPTHOTO PacTBOPA.
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
IOHUK ®APMACBIOTHKAJI JAGOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Ornenenue dupmii «/Ik. B. Kemuxanc sua tbapmacsioruxanc Jita.»)
Bopau, Mymbaii 400 030, Muaus - Worli, Mumbai 400 030, india

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTJIENl KOHTPOJIA KAYECTBA

METROGYL® 100 ml bottle BATCHN:  [[X9299

HAMMEHOBAHUE (Solution for intravenous injection 5 mg/ml) CEEN.
MPEMAPATA METPOTHII® 100 ma gaakon
(pacTBop A5 BHYTPHBEHHOrO BREAEHHSA 5 Mr/mi)
MANUFACTURED: 06/2019 REPORT N 17FP19001989
[MPOU3BENIEHO: OTHYET Ne
VALID TO: 05/2022 DATE 10/07/2019
TOJIEH JIO: JIATA
TESTS RESULTS STANDARDS

NOKA3ZATEJH PE3YJILTATBL CTAHIAPTBIL
Assay of Metronidazole 99.7 % i.e. 4,98 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 —
KonmuectreHHOE cofiepkanue 5.5 mg/ml
MeTtposuaazona 99,7 % Tt.e. 4,98 mr/mn 90,0 - 110,0 % ot HOMUHaTILHOTO

conepkanms, T.€. 4,5 — 5.5 mr/mn

Assay of Sodium chloride 100.6 % i.e. 7.948 mg/mi 95.0 - 105.0 % of'the label claim, i.e. 7.505
KojecTrenHoe coiepianHe —8.295 mg/ml
Harpus xnopuna 100,6 % T.e. 7,948 mr/mn 95,0 - 105,0 % ot HOMUHANBHOTO

colepKanus, T1.e. 7,505 — 8,295 mr/mn

The above sample complies with the prescribed standards of quality
BeolmeykazaHHeiil 00pasen] COOTBETCTBYET YCTAHOBNEHHLIM CTAHAAPTAM Ka4yecTra -
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QUALITY CONTROL MANAGER




