JEKJAPALIUS O COOTBETCTBUM
| JEKJAPAHT, IPUHUMAIOUIMH JEKJAPALIMIO O COOTBETCTBUM

000 "IOHHK @APMACBIOTHKAJ JIABOPATOPH3" _
! 3apezucmpuposano : Mexcpaiionnas uncnexyus Dedepanrsnoii narozoeot cayxcasl No 46 no 2. Mockee OFPH | |
| 1057746834420 om 04.05.2005 !
| Aopec:127994, 2. Mocxeaa, yn. Teepekas, 0. 18, xopn. 1, kadunem 609. Teneqpon: 8(495)694-33-79.
| B auye:Tenepansnwiii dupexmop Candun Haca

| llosepennoe nuyo: Cyupnos K.
Hosepennocme: Nell7 om 15.07.20192,

| BASIBJISIET, UTO

| aexapemeennoe cpedcmeo. Mempozur, pacmeop s enympueennozo eéedenus 5 ma/mn 100 ma | hraxons

| noausmunenoawie (1), obepmxu uz nrenounozo mamepuana (1), nauru kapmonnwie, pez No I1 NO11666/01 om
07.06.2010 (dama 3awenwr 10.05.2017) swioano FOnux @apyacviomuxan Jlabopamopusz (Omoeaenue gupmol ‘ i

| . Howe. B. Kemuxane and @apamacviomurxanc JImo), cepus [1X9356, napmus 37923 ynarosox, 20den do 30.06.2022,

a ‘
| JEKJIAPALIMS1 O COOTBETCTBUH 3APETUCTPHPOBAHA N POCC RU J-IN.®@M11.4.43164/19 ‘

| npouzeodcmea HOnux dapmaceiomuran Jlabopamopus (Omoenenue upsor e, B. Kesuranc and .
Dapmacsvromuraac JImo), Huoua, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals & ||
Pharmaceuticals Lid,), Plot No.4,Phase IV, G.I1.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist,- ‘

i Bharuch India, koo OKITA2 21.20.10.190, koo TH B3/ 3004900002, konmparm Ne UPL/O00/05-2017 om i
30.11.2017, unsotic Ne 90019395 om 20.08.2019 | ‘

COOTBETCTBYET TPEBOBAHHAM ‘
| TINOLI666/01-100517 |
‘ JAEKJTAPALIU S [IPUHATA HA OCHOBAHHHA 1

nponokon ucheimanuw Ne 2774/3 om 23.10.2019 HJT 000 "Konwmpoasno-anarumuyeckas aabopamopus ‘
| @APMAHAJIH3", ammecmam axxpedumayuu POCC RU.0001.21DMI12, Cepmugpuram POCC |
| IN.OM11.C93050 om 24.10.2019 *

Cmupros K.I"
D10

| OPTAH IO CEPTH®HKALAH, 3APETHCTPHPOBABILIHN JEKJIAPAITMIO )
| RA.RU.11PMI1] OPTAH IO CEPTHOHKALIHH ITPOAVKI[HH OFL[ECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockesa, I-viit Bazoeckuti | |
npoesd, 0. 5, cmp. 1, adpec opeana no cepmugpurayuu: 127282, 2. Mocksa, yn. Hepmsanckas, 0. 2, cmp. 7

' IATA PETHCTPAITHH 25.10.2019

Spowenko M.A. - | ‘
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK QAPMACBLIOTUKAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)

(Oraenenue gupmst «/Ix. b. Kemuxanc 3 @apmacsioturane Jitin)
Bopau, Mym6aii 400 030, Muaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OT/IEJI KOHTPOIISl KAUECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BATCHXNe  [1X9356
HAMMEHOBAHME (Solution for inéravenous injection 5 mg/ml) REHARE
[IPEMAPATA METPOTHLI™ 100 ma duiakon
(pacTBOp AJIM BHYTPHBEHHOIr0 BREAEHHS 5 MI/mi)
MANUFACTURED: 07/2019 REPORT N 17FP19002382
MPOM3BEREHO: OTYET Ne
VALID TO: 06/2022 DATE 16/08/2019
TOJIEH 10: JIATA
TESTS RESULTS STANDARDS
INIOKA3ATEJIH PE3YJIbTAThL CTAHAAPTBI
Description Comply with requirements A clear colourless to pale yellow solution
Onucanue CooTseTcTBYET TpeboBaHHAM [Ipo3pauHblii pacTBop OT GecuseTHOro 40
CBETIIO-KENTOrO LUBETA
Identification
[TopTHHHOCTL

A. Metronidazole

A. Metponuniason

B. Sodium

b. Hatpuit

C. Chlorides

Keeps requirements

Briepinsaer TpeGosanus

Keeps requirements

BelaepiuBaeT TpeGoBaHHsA

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

Bpems yIep:KMBaHHA OCHOBHOTO MHKA Ha
XpOMATOrpamMMe HCMBITYeMOro pacTBopa
JOMKHO  COOTBETCTEOBATH  BPEMEHH
ynepKuBaHHA NHKA METPOHMIA30Na Ha
XpOMaTOrpaMMe CTAHJApTHOrO PacTBOPa.
Formation of dence white precipitate with

| solution of potassium pyroantimonate.

Ofpasosaiue TMIOTHOrO ocamka Gesoro
useta ¢ Kanud MHpOaHTHMOHATA

| pacTBOPOM.

Formation of white curd-like precipitate
with solution of silver nitrate.

C. Xnopuasl BrlzepxusaeT TpeboBanus Of6pasosanne  0e1oro  TBOPOXKHCTOrO
ocafika ¢ pacTBOPOM cepedpa HHTpATA.

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

H3snexaemblit o0bem 103.00 mn He menee nomuuaisHoro (100 mu)

pH 5.8 45-70

pH 45-70

Sterility Sterile The solution shall be sterile

CTepHALHOCTE CrepuiibHbif PacTBOp MOMKEH ObITh CTEPHITEHBIM

Bacterial Endotoxins

bakTepHaibHble IHA0TOKCHHBI

Less than 0.35 EU per | mg

Menee 0,35 E3 Ha | Mr

Not more than 0.35 EU per | mg of
metronidazole
He Gonee 0,35 ED nHa | Mr meTpoHniasona

Anomalous toxicity
AHOMaTbHAA TOKCHYHOCTD

Non-toxic
HeToKCHUHDIH

The solution should be non-toxic
PacTBOp A0HeEH ObiTh HETOKCHYHBIM

Crpannua 1 u3 3
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHHUK ®APMACBIOTHKAJI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Orzeacune Gupmel «[Ik. B. Kemuxaic ann Oapmacsiousanc Jita.»)
Bopau, Mymbait 400 030, Heuauns - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

NAME OF THE PRODUCT

OTAEJI KOHTPOJISI KAYECTBA

METROGYL® 100 ml bottle BATCHNe  1[X9356
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml) CEFHA
TIPEIIAPATA METPOIHJI® 100 ma daaxou
(pacTBOp 418 BHYTPHBEHHOr0 BBEAEHHSA 5 MI/MJ)
MANUFACTURED: 07/2019 REPORTNe  |7FP19002382
TMPOM3BEJIEHO: OTHET Ne
VALID TO: 06/2022 DATE 16/08/2019
T'OJIEH JIO: JIATA
TESTS RESULTS STANDARDS
MMOKA3ATEJIHU PE3VJILTATBI CTAHJAPTBI
Particulate Matter
MexaHudeckue BRIIOYEHHA
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumuie OTcyTeTByIOT MexaHH4eCKHE — BKIIOYEHHMS  [OJIKHBI
UnyTCTBOBaTb NpH BH3YAJIBHOM KOHTPO.IE
[nvisible Particles 2 10 pum: Particles 2 10 microns-not more than 6000
7 per container per container.
Particles = 25 pm: Particles 2 25 microns-not more than 600
0 per container per container.
Hepuaumbie Yacruusl > 10 MUKpOH: Yactuusl = 10 muxpou-tve Gonee 6000
7/ dhnakou /(pnakok
YacTHubl = 25 MHKPOH: Yacthubl = 25 MHKpos-He Oonee 600
0/ dnaxoH /thnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY's
llgeTHoCTh He npeeeiwaer atanod GYs Okxpacka pacTBOpa He Jl0JIKHa NPeBbIWATh
1o GYs
Clarity Keeps requirements The solution should be clear or the
ITpo3paunocTh opalescence of the solution should not

Beinepxusaer TpeGoakua

exceed the opalescence of reference
suspension .

PacTBop J0on:#KeH ObITL MPO3PAYHBLIM HIH
ONaJIECLECHIIHA paCcTBOpA HE J0IKHA
MpPeBLIUATE ONANECLEHUMIO 3TanoHa 1.

Related impurities

PoacreeHHbie NPHMECH

0.04 %

0.06 %

0.09 %

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT 1.0 %
PoacrseHHas npHUMech A THHMIIA30/71a — He
Gosmee 0,15 %

Jhobas  npyras HEeHICHTHOHUHpOBaHHAA
npumech — He Gonee 0,15 %
CymMa npumecei — He Oosiee 1,0 %

Nitrites

Hutputsi

Does not exceed

He npesbiiaer

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

OnTuyeckas  [UIOTHOCTE  HCIIBITYEMOIO
pacTBOpa IpH IUIHHE BOJHBI 524 HM He
JA0MKHA NpPEeBLILIATh ONTHYECKYHO

NJIOTHOCTEL CTAHIAPTHOrO pacTBopa.
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ©®APMACBIOTHKAJI IABOPATOPH3
(A division: of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otaenenne Gupmel « Ik, b. Kemukanc 3xa PapmacsioTnkanc JIT1y)
Bopau, Mymbait 400 030, Huaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEJ KOHTPOJIA KAYECTBA

NAME OF THEPRODUCT  METROGYL® 100 ml bottle BATCHN:  [1X9356
HAHMERCE AL (Solution for intravenous injection 5 mg/ml) CERLTIS
MPEMAPATA METPOT'HI® 100 ma dakon
(pacTBop A8 BHYTPHBEHHOTO BBeIeHHs 5 Mr/mir)
MANUFACTURED: 07/2019 REPORT N 17FP19002382
[TPOMU3BEJEHO: OTYET Ne
VALID TO: 06/2022 DATE 16/08/2019
FOJIEH J10: DATA
TESTS RESULTS STANDARDS

INOKA3ATEJIH PE3YJIBTATbBI CTAHJAPTHI

Assay of Metronidazole 99.9 % i.e. 5,00 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 —

KoauuectseHHoe ColEpKaHHE
Metponuaazona

99.9 % T.e. 5,00 Mr/mn

5.5 mg/ml
90,0 - 110,0 % OT HOMHHATLHOMO
cojiepxaHus, T.e. 4,5 — 5,5 mr/mn

Assay of Sodium chloride
KonmiecTBeHHOE colepKaHKe
Harpua xnopuia

99.7% i.e. 7.876 mg/ml

99.7 % T.¢. 7,876 Mr/mn

95.0 - 105.0 % of the label claim, i.e. 7.505
- 8.295 mg/ml
95,0 - 105,0 % OT HOMHHATBHOTO

cojiepxanud, T.e. 7,505 — 8,295 mr/mn

The above sample complies with the prescribed standards of quality
Beileykasanublit 06pasell COOTRETCTBYST YCTAHOB/ICHHBIM CTAHIAPTAM KauecTsa
.—_‘_'_'-’_'
QUALITY CONTROL MANAGER
MEHEIKEP [TO KOHTPOJIKO KAYECTBA
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