AEKJIAPAIISA O COOTBETCTBUH

- IEKJIAPAHT, IIPHHUMAIOII M JEKJIAPALIMIO O COOTBETCTBHH
000 "FOHHK ®APMACHIOTHKAJI JIABOPATOPH3"
3apezucmpuposano : Mexcpaiionnas uncnexyus ®edepaibnon Hano2060% cayachor Ne 46 no e. Mockee Ol PH
| 1057746834420 om 04.05.2005
| Adpec:127994, o Mockea, ya. Teepckas, 0. 18, kopn. 1, kabunem 609. Tenechon: 8(495)694-33-79.
| B auye:Teneparsnbril dupexmop Carndun Haca
| Josepennoe auyo: Cyupros K.T
| Hosepennocms: Ne 90 om 12.07.2018e.
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rexapemaennoe cpedemso. Mempoaua, pacmeop ons enympusennozo egedenus 5 me/un 100 aa , ghrakouw

| nomwsmuaenoesie (1), obepmxu uz nieno4Hoco mamepuana (1), nawku kapmounsie, pee No [1 NO11666/01 om

| 07.06.2010 (dama 3amenw 10.05.201 7) evidano IOnux Dapmaceiomuran Jatopamopus (Omdenenue dupmol
Mo b Kemuraic ano ®apvacsiomurane JImd), cepus 1IX8595, napmus 28563 ynaxoeox, 20den do 30.11.2021,
npousgodcmea FOnuk Dapmaceiomurar Jlabopamopus (Omoenenue Gupmor e 5. Kemuxanc a1o

B Papmaceiomurarc Jimo), Hnoua, Unique Pharmaceutical Laboratories ( A Division of J.B. Chemicals &

Pharmaceuticals Ltd.), Piot No.4,Phase IV, G.I.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -
Bharuch ,India, koo OKILI2 21.20.10.190, koo TH B3 3004900002, koumparxm Ne UPL/OOO/05-2017 om
| 30.11.2017, uneoiic Ne 90018265 om 31.12.2018

COOTBETCTBYET TPEEOBAHHSIM
I NOI11666/01-100517

AEKJIAPAITHA ITPHHATA HA OCHOBAHHH

npomoxox ucrneimanui Ne 379/3 om 19.02.2019 HJI OO0 "Konmponsuo-ananumuseckas nabopamopus

QAPMAHAIIH3", ammecmam axxkpedumayuu POCC RU.0001.21DM]I2, Cepmughuxam POCC
IN.OMI1.C81142 om 19.02.2019

JIATA IIPUHSITUSA JIEKTAPAIINH 20.02.2019
JEKJAPAIBEAEN CTBUTEILHA JIO 30.11.2021

Cwmupnos K.I'
D.H.0

CBEJIEHUSI O PETUCTPALIUM

OPI'AH I10 CEPTU®HKAIIHH, 3APETHCTPUPOBABIIHI JIEKJIAPALIMIO

RARU.I®MII OPIAH 110 CEPTHOHKALIHH ITPOJIVKIIHH OBLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTDIO "OOPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-wiii Bazosckuil
npoeso, 0. 3, cmp. 1, adpec opeana no cepmucpurayun: 127282, 2. Mockea, ya. Yepmarnckas, 0. 2, cmp. 7

|
|

AEKJTAPALIMSI O COOTBETCTBUH 3APETMCTPHPOBAHA M POCC RU J-IN.®@M11.4.15272/19
| JATA PE[“'I‘/‘I,E‘:'_E:B@J{[{IH 20.02.2019
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UNIQUE PHARMACEUTICAL LABORATORIES
OHHK ®APMACBIOTHKAJI JIABOPATOPHU3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenne dupmst «/bk. b. Kemuxanc 3ua Qapmaceiothkanc Jitan)
Bopau, Mywm6ait 400 030, Usaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OT/EJ KOHTPOJIA KAYECTBA

NAME OF THE PRODUCT  METROGYL® 100 m! bottle BATCHIE  TINGS9S
HAUMEHOBAHUE (Solution for intravenous injection 5 mg/ml) -
[IPEMAPATA METPOTHJI® 100 ma daakon
(pacTBOp ANS BHYTPHBEHHOIO BBeIeHHS 5 Mr/mu)
MANUFACTURED: 12/2018 REPORT M 17FP18003210
MPOMU3BEIEHO: OTYET Ne
VALID TO: 11/2021 DATE 22/1272018
I'OJIEH J10: JATA
TESTS | RESULTS STANDARDS

IMOKA3ATEJH PE3YJIbTATHI CTAHJAPTBIL
Description Comply with requirements A clear colourless to pale yellow solution
Omucanue CoorteercTByeT TpeOOBaHHAM [Npo3paunblii pacTeop 0T GecuiBeTHOrO 10

CBETJIO-KENTOro [BeTa

Identification
[Noa1MHHOCTB
A. Metronidazole

A. MeTpoxunason

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

BrlnepkHBaeT TpeboBaHUA Bpema yaepKHBAHHS CCHOBHOTO MHKaZ Ha
XpOMaToTpaMMe HCIBITYEMOrO pacTBopa
AOMKHO  COOTBETCTBOBATL  BPEMEHM
YACPKHBAHMA NHMKA METPOHHMA30Na Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa.

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

b. Hatpwuit Beoiaepxusaet TpeboBaHHs Obpa3zoBaHHe [UIOTHOrO ocajka Gesoro
uBETa € KalMA  MHPOaHTHMOHATA
PACTBOPOM.

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

C. Xuopuast Beinep:xuBaer TpebosaHua ObpasoBaHne  Genoro  TBOPOKHCTOIO
ocajKa ¢ pacTBopoM cepefpa HUTpaTa.

Extractable Volume 102.50 ml Not less than nominal (100 ml)

H3snekaembiii o6bem 102,50 mn He menee HomuHansHoro (100 M)

pH 5.9 45-7.0

pH | 4,5-7,0

Sterility Sterile The solution shall be sterile

CrepmisHOCTE CrepHrbHbIH PactBop nomxes GbITh CTEPHABHBIM

Bacterial Endotoxins Less than 0.35 EU per I mg Not more than 0.35 EU per 1 mg of

metronidazole

bakTepHanbHble 3HAOTOKCHHDI Menee 0,35 ED Ha 1 Mr He Gonee 0,35 ED Ha | Mr meTpoHKaasona
Anomalous toxicity Non-toxic The solution should be non-toxic
AHOMaJIBHAA TOKCHYHOCTD HetokcHumbii PacTBop nomxen ObITh HETOKCHYHBIM
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
KOHHK ®APMACHLHOTHKAJI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenensue dpupmbi « /L. B. Kemukanc s Gapmacsiotukaic JIray)

Bopaw, MymbGait 400 030, Hiaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOJIS KAYECTBA

METROGYL?® 100 ml bottle

BATCH Ne 11X8595
s % I CEPHS Ne
HAMMEHOBAHME (Solution for intravenous injection 5 mg/ml)
[TPEMAPATA METPOTMJI* 100 ma ¢aakon
(pacTBop 113 BHYTPHBEHHOIO BBEAEHHS 5 Mr/mi)
MANUFACTURED: 12/2018 REPORT Ne  17FP18003210
TPOU3BELIEHO: OTYET Ne
VALID TO: 11/2021 DATE 22/12/2018
FOJIEH JI0: TATA
TESTS RESULTS STANDARDS
ITOKA3ATEJIH PE3YJIbTATHI CTAHJAPTBI
Particulate Matter
MexaHHYecKHe BKIOYEHHA
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumbie OT1cyTCTBYIOT Mexanuueckie  BKTIOYEHHS  JIOMKHBI
OTCYTCTBOBATE MPH BH3YAILHOM KOHTpOJIE
Invisible Particles > 10 um: Particles > 10 microns-not more than 6000
0 per container per container.
Particles 2 25 um: Particles > 25 microns-not more than 600
0 per container per container.
HeBuunmeie Yactuimt > 10 MuKpoH: Yactuipl > 10 mukpon-ve Gomee 6000
0/ dnakon /thnaxon
YacTHupl 2 25 MHKPOH: Yactuusr = 25 MmukpoH-He Oonee 600
0/ dnakon /tpnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GYs
LiseTHOCTH He npesbimaet stanod GYs Oxkpacka pacTBOpa He JIOMKHa MPEBBILATE
3Ta1oH GYs
Clarity Keeps requirements The solution should be clear or the
[TpospausocTh opalescence of the solution should not

BeuigepxusaeT TpeGoBaHHs

exceed the opalescence of reference
suspension I,

PacTteop nomkeH GbITh MPO3PAYHBIM MK
onaneclueHIHs PacTBOPA He J0KHA
NpPEBbIIATS ONANECLUEHLHIO ITaNoHa .

Related impurities

Poncteenubie npumecu

0.03 %

0.04 %

0.09 %

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity - NMT
0.15%

Total impurities - NMT 1.0 %
PoacTeeHHan npiaMeck A THHMAA30NA — HE
Gonee 0,15 %

Jhobas apyras HewpenTudHuMpoBaHHAS
npumeck — He Gonee 0,15 %

Cymma npumeceii — e Gonee 1,0 %

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

Hutputat He npesblmaet OnTHdeckas  IUIOTHOCTB

HCIBLITYEMOTO
pacTsopa MpH UIHHE BONHEl 524 HM He
NOKHE TPEBBILIATE ONTHYECKYIO
IUI0THOCTE CTAHAADTHOrO PacTBOpa.
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HHHUK ®APMACBIOTHKAL JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otnenetine Gupmet «/lk. B. Kemuxanc sna Dapmacsiotukac fitan)

Bopau, MymGaii 400 030, Mnaus - Worli

, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTIEJI KOHTPOJIS KAYECTBA

METROGYL? 100 ml bottle

BATCHN:  [[X8595

HAMMEHOBAHHE (Solution for intravenous injection 5 mg/ml) Chils
TPETAPATA METPOI'HI® 100 ma daaxon
(PacTBOp A5 BHYTPHBEHHOIO BBEAeHHS 5 Mr/ma)
MANUFACTURED: 12/2018 REPORT X 17FP18003210
[TPOH3BEJIEHO: OTHYET Ne
VALID TO: 11/2021 DATE 22/12/2018
"'OJEH J10: OATA
TESTS RESULTS STANDARDS

MMOKA3ATEJIH PE3YJIBTATBI CTAHJAPTBI

Assay of Metronidazole 100.8 % i.e. 5,04 mg/ml 90.0 - 110.0 % of the label claim , i.e. 4.5 —

Metporuaasona

Koanuectpennoe conepxanme

100,8 % T.e. 5,04 Mr/mn

5.5 mg/ml
90,0 - 110,0 % 0T HOMHHANILHOTO
conepxauus, T.e. 4,5 - 5,5 mr/mn

Assay of Sodium chloride

Hatpus xnopuaa

Konnvectennoe coaepxaHue

100.2% i.c. 7.916 mg/ml

100,2 % T.e. 7,916 mr/mn

95.0 - 105.0 % of the label claim, i.e. 7.505
—8.295 mg/ml

95,0 - 105,0 % oT HOMHHATBHOTO
coaepxanu, T.e. 7,505 — 8,295 mr/ma

The above sample complies with the prescribed standards of quality
Boiiiieyxasaunbifi 06paselt COOTBETCTBYET YCTAHOBIIEHHbIM CTAHIAPTAM KAYECTBA i

QUALITY CONTROL MANAGER
MEHEIXEP 10O KOHTPOJIFO KAYECTBA
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