JAEKJAPAITUST O COOTBETCTB

AEKJAPAHT, IPUHMMAIOIIHANA AEKJIAPAITHIO O COOT BETCTBHH
000 "IOHHK ®APMACBIOTHKAT JIABOPATOPH3"

3apezucmpuposana : Mexcpaiionnas uncnexyus Dedepansnoii narozoeoi cayactor No 46 no 2. Mocxee OF PH
1057746834420 om 04.05.2005

Adpec:127994, 2. Mockea, yn. Teepcxas, 0. 18, kopn. 1, kaGunem 609, Tenedhon: 8(493)694-33-79.

v B nuye:Tenepansusiii dupexmop Candun Haca

Hosepennoe nuyo: Crupros K.T
Hosepennocmo: Nell7 om 15.07.20192.

3AABJSIET, UTO

Aexapcmeennoe cpedcmeo: Mempozwi, pacmeop ons srympusennozo esedenus 5 mz/mn 100 ra . (hnarons
noausmunenosvie (1), obepmisu us mienounozo mamepuana (1 ). nauku kapmowunsie, pee No IT NO11666/01 om
07.06.2010 (dama savenvt 10.05.2017) ewidaio Kuux Dapmacsiomuxan Jabopamopus (Omdenenue uprter
Hone. 5. Kenurare ano @apuacsionuxanc Jimd), cepust IIX9268, napmus 37763 ynaxosox, 200en do 30.04.2022,
npouseodemea FOnux Dapnacsiomuran Jabopamopus (Omaoenenue gupmr [Juc. 5. Keauraic 216
Dapmacsiomuianc JImo), Fudus, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &
Pharmaceuticals Ltd.), Plot No.4,Phase IV, G.1.D.C. Industrial Area, Panoli: 394 116, Gujarat State, Dist, -
Bharuch ,India, koo OKI[){2 21.20.10.190, koo TH B3I 3004900002, xoumpaxm Ne UPL/QOQO/05-2017 om
30.11.2017, uneotic Ne 90019125 om 25.06.2019

COOTBETCTBYET TPEBOBAHMSIM
I NO11666/01-100517
JAEKJIAPAITHA IIPUHSITA HA OCHOBAHUH
npomoxon ucnsimanuti Ne 1971/3 om 15.08.2019 HII 000 "Konmponsuo-anarumuveckas nabopamopus
PAPMAHATH3", ammecmam axxpedumayuu POCC RU.0001.21 dM] 2, Cepmughuxam POCC
IN.®@M11.C89582 om 15.08.2019
JATA IPHHATHSA JEKJIAPAITAH /6.08.2019

HEKMPAHH%&E&QQ{I:EMHA JO 30.04.2022
e i
) e

Cwmiipros K.I”
O.H.0

OPTAH 110 CEPTU®HKAITUH, 3APETHCTPUPOBABIIHI JAEKJTAPATIAIO

RA.RU.11®M11 OPI'AH ITO CEPTHOHKALHH ITPOJYKIHH OFUIECTBO C OTPAHHYEHHOL
OTBETCTBEHHOCTEIO "®OPMAT KAYECTBA" adpec opzamzayuu : 109428, 2. Mockea, 1-wiii Basoeckuii
npoeso, 9. 5, cmp. I, adpec opeana no cepmucpuxayuu: 127282, 2. Mocxea, ya. Yepmancikas, 6. 2, cmp. 7

! F Sponieiiko M.A.

Yonifics Pykogomutens OC




UNIQUE PHARMACEUTICAL LABORATORIES
IOHHMK ®@APMACBHTHKAJ JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
{Omuenenme dupmat «[x. b. Kemukanc 31 Gapmackiorukanc Jitan)
Bopiin, Mym0ait 400 030, HMuaus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOJIST KAYECTBA

NAME OF THE PRODUCT  METROGYL® 100 ml bottle BATCH}e  [IX9268
. = S CEPHSI Ne
HAMMEHOBAHME (Solution for m;ravanaus injection 5 mg/ml)
TIPEMIAPATA METPOT'II" 100 ma daakon
(pacTRop ANA BHYTPHBEHHOIO BBEACHNSA 5 MI/MuT)
MANUFACTURED: 05/2019 REPORT M 17FP19001707
TIPOM3BEEHO: OTYET Ne
VALID TO: 04/2022 DATE 19/06/2019
TOZEH JIO: JIATA
TESTS RESULTS STANDARDS
MOKA3ATEJIA PE3YJIbTATBI CTAHAAPTEL
Description Comply with requirements A clear colourless to pale yellow solution
Ommcanue CooreetcTRyeT TpeGoBaHMIM TMpo3pauneiii pacTtBop 0T GecuBeTHOTO A0
CBETIIO-XKEATOr0 BETA
Identification
MopnuuuocTs

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. MeTpoHuiason BrigepkuBaet Tpedoranus BpeMs ynep:iHBaHMS OCHOBHOTO [MKAa HA
XpOMATOTPaMMe HCIbITYEeMOre pacTeopa
JAOJDKHO COOTBETCTBOBATH BpEMEHH
VACPKHBAHMA TMKA METPOHHi@sojia Ha
XPOMAaTOrPaMMe CTaHAAPTHOTO PAacTBOPA.

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

b. Harpuii BriepkuBaet tpeboranns O6pasoBanue [woTHoro ocamka Gemoro
uBeTa €  KanuMA = [HMPOAHTHMOHATa
pacTEOpOM.

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

C. Xsopuast BrigepxusaeT TpeSoBatns O6pazoeanne  Geloro  TBOPOKMCTOrO
ocafika ¢ pacTBOpoM cepebpa HUTpaTa.

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

Hzsnekaemblit oGnem 103.00 ma He menee HomuHaieHoro (100 M)

pH 59 45-7.0

pH 45-70

Sterility Sterile The solution shall be sierile

CrepunbHOCTS Crepunbueii PacTeop nomxeH ObiTh CTEPHILHEIM

Bacterial Endotoxins

BaxTepHaibHEIe HAOTOKCHHRE

Less than 0.35 EU per 1 mg

Menee 0,35 E3 na 1 mr

Not more than 0.35 EU per 1 mg of
metronidazole
He Gonee 0,35 ED Ha 1 Mr meTpoHunazona

Anomalous toxicity
AHoManbHad TOKCHYHOCTh

Non-toxic
HeTokcHaHEBIH

The solution should be non-toxic
PacTrop A0JKeH GbiTh HETOKCHUHBIM

Crpamya 1 u3 3
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
HOHMK ®APMACBIOTHKAJL JABEOPATOPH3
(A division of «J. B. Chemicals & Pharmacenticals Ltd)
(Oracacrue dupmn «[x. B. Kemuxanc sux GapmackioTikaic Jita.n)
Bopum, Mym6ait 400 030, Muzus - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

OTJEN KOHTPOJIA KAYECTBA

METROGYL® 100 ml bottle BATCHNe  11X9268
HAUMEHOBAHME (Solution for intravenous injection 5 mg/ml) Chtii
TIPEIIAPATA METPOI'HI® 100 ma daaxon
(pacTeop Ans BHYTPHReHHOTO BEEACHNS 5 mr/m)
MANUFACTURED: 2 o
[POHSBEEHC, 05/2019 g%ﬂg??f 17FP19001707
VALID TO: 04/2022 DATE 19/06/2019
TOJIEH JIO: JATA
TESTS RESULTS STANDARDS
HOKA3ATEJIH PE3YJILTATHI CTAHIAPTBI
Particulate Matter .
Mexanuieckue BRINOuEHHs
Visible Absent Particulaie contamination should be absent
by visual inspection
Bunnmeie Ortcytereyor Mexanudeckie  BRUOYEHHE  HOJKHBI
OTCYTCTROBATH NPH BH3YANKHOM KOHTpONIE
Invisible Particles = 10 pm: Particles > 10 microns-not more than 6000
14 per container per container,
Particles =2 25 um: Particles > 25 microns-not more than 600
0 per container per container.
Hegmjuvbie YacTums! 2 10 Mukpou: Hactuuer > 10 muxpon-He Gomee 6000
14 / ¢nakon /tnakon
Yactuier > 25 MuKpoH: Hactmimsl = 25 mukpon-ne Gomce 600
- 0 / hmaxon /daaxon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GY; the reference standard GYs
LgeTHOCTH He npersimaet s1anon GYs Oxpacka pacTeopa He A0KHA NPERBILATE
sraiiod GYs
Clarity Keeps requirements The solution should be clear or the
ITpospauHocTs opalescence of the solution should not
exceed the opalescence of reference
suspension .
Brigepxusaet tpebosanna PacTrop jomken 6wiTh Mpo3padHEM HWIH
OnanecueHiiia PAcTEOPa HE A0IDKHA
NPEBLIMATE ONANSCUCHIIO 3TAN0Ha .
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 %

Popcteennnie npumecu

PojcTeeHHas mpuMech A THHHIa3071a — He
bonee 0,15 %

Jroban  mpyras wemmeHTHGMUMpOBAHHan
npumect — ne Gonee 0,15 %

Cymma nprmvecei — He Gosiee 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.

Hurputst He mpesbimaet Ontideckask MIOTHOCTE — KCOBITYEMOTO

pacTeopa npu JUIHHE BONHH 524 HM He
JIOIIKHA NpEeRLImAaTh OIITHYECKYIO
IUIOTHOCTE CTALAAPTHOrO PacTBOpa.
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Russia



UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK @APMACBIOTHKAJ JIAGOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)

{Otaenenne dipmnt «[Ix. B. Kemuxanc sna apmacsioTikaic JTvaw)
Bop:w, Mym0aii 400 030, Wnaus - Worli, Mumbai 400 030, India

HAUMEHOBAHME (Solution for intravenous injection 5 mg/ml)

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
QUALITY CONTROL DEPARTMENT

OTJIEJ KOHTPOIIST KAYECTRA

NAME OF THE PRODUCT METROGYL® 100 ml bottle

TIPEIIAPATA METPOI'HI® 100 ma daakon
(pacTBOp 1119 BHYTPHBEHHOTO BEBEACHHS 5 Mr/ma)

BATCHMN  [IX9268
CEPHS Me

MANUFACTURED: 05/2019 REPORT ¥ 17FP19001707
TIPOU3BEJIEHO: OTYET Ne
VALID TO: 04/2022 DATE 19/06/2019
TOJEH JIO: JIATA
TESTS RESULTS STANDARDS
TMOKA3ATEJIA PE3VYJILTATEHI CTAHJAAPTEI
Assay of Metronidazole 100.3 % i.e. 5,02 mg/mi 90.0 - 110.0 % of the label claim , i.e. 4.5 —

Konuuectrennoe conepxaiue
MeTtponunazona

100,3 % Tt.e. 5,02 mr/mn

5.5 mg/ml
90,0 - 110,0 % oT HOMHHAILHOTO
cojcpikaHud, 1.e. 4,5 — 5,5 mr/ma

Assay of Sodium chloride
KomuuecTsennoe cofepxanne
Hartpus xiiopuaa

100.2 % i.e. 7.915 mg/ml

100.2 % T1.€. 7,915 mr/mn

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

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

The above sample complies with the prescribed standards of quality
Bruneyxasamubii 06pazen COOTRETCTBYET YCTAHOBICHHEIM CTRHAAPTAM KadeCTEa %

Crpasmna 3 u3 3
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QUALITY CONTROL MANAGER
MEHEJUKEP ITO KOHTROJIXO KAYECTBA




