|

| | npoeso, 0. 5, emp. 1, adpec opzana no cepmugpuxayuu: 127282, 2. Mockea, yn. Yepusincxas, 9. 2, cmp. 7

AEKJIAPAIIMSI O COOTBETCTBUHU

‘ AEKJTAPAHT, MPUHHUMAIOL U1 AEKJAPAITHIO O COOTBETCTBHHU [ |

000 "IOHHK PAPMACHIOTHKAI JIAEOPATOPH3"

3apezucmpuposano : Meacpaiionnan uncnexyus ®edeparsuoii narozo6ol cayonchor Ne 46 no 2. Mockee OI'PH 1 ‘
1057746834420 om 04.05.2005 i |

| Adpec:127994, 2. Mockea, ya. Teepckas, 0. 18, xkopn. 1, kaGuiem 609. Teredhon: 8¢495)694-33-79, ! !

; B auye lenepansusii dupexmop Candun Haca
| Hosepennoe nuyo: Cyvupnos K.I'

| Hosepennocms: Ne 90 om 12.07.20182.

1 3ASIBJISIET, YTO ‘

Aexapemesennoe cpedcmeo: Mempozwi, pacmeop ons enympusennozo esedenus 5 smzivn 100 M, haKoHb [

noausmunenossie (1), obepmiu us naenounozo mamepuaaa (1 ), nauku kapmonnete, pe2 No IT NO11666/01 om

07.06.2010 (dama zamensvt 10.05.2017) smdano IOnux Dapmacwiomuran Jabopamopus (Omoenenue Qupmer ||

Hoie. b Kemuxanc ond @apmacsromuraic JImo), cepus IIX9078, napmus 37683 ynakogok, 2aden 0o 31.01.2022, | I
|

- npoussodcmea fOnux apmacviomuxan Jlabopamopus (Omdenenue upmer e, B Kemuxance ano
Papmacsiomuxanc JImo), Huoua, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &
Pharmaceuticals Ltd.), Plot No.4,Phase IV, G.1.D.C. Industrial Area, Panoli: 394 11 6, Gujarat State, Dist, - [
Bharuch  India, koo OKIT2 21.20.10.190, koo TH B3/ 3004900002, koumpaxm Ne UPL/OOO/05-2017 om ! \

| 30.11.2017, uneoiic Ne 90018605 om 06.03.2019 1 |

COOTBETCTBYET TPEEOBAHHUAM H
TTNO11666/01-100517 ; 5
JEKJIAPALIUS ITPHHSITA HA OCHOBAHHU ‘

npomaron ucnvimanui Ne 930/3 om 23.04.2019 HJI 000 "Koumponsno-anarumuuecxas aabopamopusn
DPAPMAHAITH3", ammecmam axxpedumayuu POCC RU.0001.21DMI2, Cepmugpuram POCC
IN.OMI1.C84028 om 23.04.2019

JATA IPHUSTTHSI AEKJIAPALUAM 23.04.2019
- AEKJJAPATAA TEFCTBUTEIBHA J10 31.01.2022
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- OTBETCTBEHHOCTbIO "DOPMAT KAYECTBA ", adpec opeanuzayuu : 109428, 2. Mockaa, 1-wiii Basosckuii
i
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UNIQUE PHARMACEUTICAL LABORATORIES
OHHK ®APMACBIOTHKAL JABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Lid.»)
(Ornenenne dupmbr «/Jx. B, Kemuxanc ann Gapmachiotiranc Jta.p)
Bopau, Mym6Gait 400 030, Heaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
QUALITY CONTROL DEPARTMENT
OTAEJ KOHTPOJISL KAUECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle

BATCHN:  1X9078

HAHMEHOBAHME (Solution for intravenous injection 5 mg/m) e

[IPEMAPATA METPOI'HJI® 100 ma paakon

Fpo—— (pacTBOp 419 BHYTPHBEHHOrO BBEIEHHA 5 Mr/mur)

npo;raee TEHO, 022019 gi;?qgﬂ_:‘& 17FP19000479

VALID TO:

Yoo 01/2022 Eﬁi 02/03/2019

TESTS RESULTS STANDARDS
IMOKA3ATEJIH PE3YJIbTATEI CTAHIAPTBI

Description Comply with requirements A clear colourless to pale yellow solution

Onucanue Coorsetcrayer TpeGosannam Ipo3paunstit pacTsop oT GecuseTHoro o
CBETJIO-JKENTOrO LBeTa

Identification

[MopnuHHOCTE

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. MeTtpoHuaason Belaepwusaer tpeGopanus Bpems ynep:KuBaHHA OCHOBHOTO MiKa Ha
XpoMarorpamme HCH‘.‘:IT}'&MOFO pacTsopa
HOJDKHO COOTBETCTBOBATH BpEMEHH
YIEPKHBAHHA NHKA METPOHHMIA301a Ha
XpOMaTorpaMme CTAHAAPTHOrO PAacTBOPA.

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

b. Harpuit Brinepkusaer tpeGobanus OBpasosakie [oTHOrO oOcagka Genoro
UBETA ¢  KamiMA  IHPOAaHTHMOHATA
PacTBOpOM.

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

C. Xnopuast Bbizepxusaer tpeGosanus OBpasosanue  Genoro  TeOpOKHCTOrO
Ocajka ¢ pacTBopoM cepefipa HHTpara.

Extractable Volume 102.33 ml { Not less than nominal (100 ml)

H3Bnexaemerii 06nem 102,33 ma He menee nomunansuoro (100 m)

pH 59 45-7.0

pH 45-70

Sterility Sterile The solution shall be sterile

CrepunsHocTs CrepribHbIi Pacteop nomken GuITh cTepivibibIM

Bacterial Endotoxins Less than 0.35 EU per | mg Not more than 0.35 EU per | mg of
metronidazole

bakTepHanbHbIe 3HT0TOKCHHET Menee 0,35 ED ua | mr He Gonee 0,35 ED Ha 1 Mr metposmaasona

Anomalous toxicity Non-toxic The solution should be non-toxic

AHOMATbHAA TOKCHYHOCTD HerokcHu bt PacTBop nomKeH GBITE HETOKCHYHBIM

l
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ®APMACBIOTHKAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Otaenenste gupmbl «[Ik. B. Kemukanc aua dapmacsioTHrane JItan)

Bopau, Mym6aii 400 030, Muaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIMU3A
QUALITY CONTROL DEPARTMENT
OT/E]l KOHTPOJL KAYECTBA

METROGYL® 100 ml bottle

BATCH Ne 11X9078
HAUMEHOBAHME (Solution for intravenous injection 5 mg/ml) CERRiL
TIPETTAPATA METPOTHJI® 100 ma ¢paakon
” (pacTBOp 115 BHYTPHBEHHOTO BBeIeHHS 5 MI/Mu)
MANUFACTURED: RE o
”P?ES%EEEHO: 0272019 OT?{%?E: 17FP19000479
VAL i
FOJIEH O 2023 T 02/03/2019
TESTS RESULTS STANDARDS
IMOKA3ATEJH PE3YJIBTATHI CTAHJAPTBI
Particulate Matter
MexaHHueckHe BKIFOYEHHA
Visible Absent Particulate contamination should be absent
by visual inspection
Buaumeie OT1cyTeTByloT Mexanuyeckne  BKTIOMEHHS  J0/XKHbI
OTCYTCTBOBATh NPH BH3YANBLHOM KOHTpOJIE
Invisible Particles = 10 pm: Particles > 10 microns-not more than 6000
7 per container per container.
Particles = 25 pm: Particles = 25 microns-not more than 600
| 0 per container per container.
Hesimivbie | YacTHlb! 2 10 MEKDOH: YactHusl 2 10 mukpos-He Gonee 6000
{ 7/ dnakon { /pakon
' YacTrusl =25 MHKPOH: Yactuupl > 25 MuKpOH-He Gonee 600
0 / dnaxon /bnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY;s the reference standard GY’s
HeetHocTh He npesbimaer atanon GYs Okpacka pacTsopa He 10JKHA NPEBLILLATE
3ta1oH GYs
Clarity Keeps requirements The solution should be clear or the
INpo3payHocTs opalescence of the solution should not

exceed the opalescence of reference
suspension L.

Buiaepikusaer TpeboBaHuaA PactBop noskeH ObiTh MPO3PAYHBIM HIH
OMajeCLUEHLHA PACTBOPA He 10KHA
TIPEBbILIATS ONANECUSHIMIO 3TANOHa |.
Related impurities 0.04 % Tinidadazole related compound A — NMT
0.15%
0.07 % Any other unidentified impurity — NMT
| 0.15%
0.16 % Total impurities — NMT 1.0 %

PojcTBeHHble NpHMECH

PojacTBeHHas NPHMECh A THHM1a301a — He
Gonee 0,15 %

Jiobas  apyras HenmaeHTHPHUMPOBAHHAS
npumecs — He Gonee 0,15 %

Cymma npumeceit — He 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.

Hutputsl He npesbimraer OnTHyeckas  IMIOTHOCTH

HCTIBITYEMOTO
pacTBopa TpH JUIKHE BOJHBI 524 HM He
HOJKHA TpeBsIIIaTh ONTHYECKYIO
TUIOTHOCTD CTAHAaPTHOIO PACTBOPA.
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UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK GAPMACBIOTHKAT JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenue dupmut «[lk. B. Kemuxane A PapumacsioTnkaic Jitg)
Bopnu, Mym6ait 400 030, Hrams - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEJN KOHTPOJIA KAYECTBA

NAME OF THE PRODUCT METROGYL® 100 ml bottle BATCHXNe  y1x9078
HAMMEHOBAHKE (Solution for intravenous injection 5 mg/ml) SRR
TPEIIAPATA METPOI'HJI® 100 ma d1akon
(pacTBop aasn BHYTPHBEHHOIO BBeACHHS 5 Mr/y)
MANUFACTURED: 02/2019 REPORTNe  17FP19000479
TTPOU3BE/IEHO: OTYET Ne
VALID TO: 01/2022 DATE 02/03/2019
TF'OJEH 10: HATA
TESTS RESULTS l STANDARDS
I[MOKA3ATEJIHN PE3YJIbTATBI CTAHIAPTBI
Assay of Metronidazole 99.3% ie.4,96 mg/ml 90.0 - 110.0 % of the label claim ;1.e.4.5—
Konusectsennoe conepkanne 5.5 mg/ml
MeTpoHuaasona 99,3 % Tt.e. 4,96 Mr/mn 90,0 - 110,0 % oT HOMHHATBHOO
CONepKaHHA, T.¢. 4,5 — 5,5 Mr/mn
Assay of Sodium chloride 100.0% i.e. 7.901 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
Kommecrsennoe conepianme —8.295 mg/ml
Harpus xnopuna 100,0 % 1. 7,901 Mr/mn 95,0 - 105,0 % oT HOMHHaNLHOTO

conepxanus, 1.e. 7,505 — 8,295 mr/vn
|

.
The above sample complies with the prescribed standards of quality
Boieykazanusiii o6pasen COOTBETCTBYET yCTAHOB/ICHHBIM CTAHIAPTAM KauecTBa

QUALITY CONTROL MANAGER
MEHE/IXEP 10 KOHTPOJI0 KAYECTBA
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