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JEKJIAPALIMSI O COOTBETCTBUH
JAEKJIAPAHT, IPHHUMAIOIIHAH JEKJAPAIIUIO O COOTBETCTBHHU

000 "IOHHK @APMACKIOTHKAJ JIABOPATOPH3"
3apecucmpuposano : Mexepationnas uncnexyua Pedeparsioit narozoeoii cuyxctor No 46 no 2. Mockee Or'PH ||

| Hosepennoe auyo: Cuupnos K. [

i Hosepennocmo: Ne 90 om 12.07.2018-.

|| 3ASIBJBIET, UTO .

| | nekapemeennoe cpedcmeo: Mempozua, pacmeop ona enympusennozo seedenun 5 mz/sn 100 mn . Qnaxonwl
|
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| i npouseodcmsa FOnux Papmacsiomuxan JaGopamopuz (Omoenrenue ¢upnvt o B Kenuxane »nd

noausmunenosete (1), obepmicu uz nrenounozo mamepuaia (1 ). navku kapmounste, pez Ne IT NO11666/01 om
‘ 07.06.2010 (dama samenwr 10.05.2017) gsidano Fnux Dapmacsiomuxan Jabopamopuz (Omderenue pupmer | |
l‘ Hoic. b Kesuranc and Oapmacvromuxaic JIma), cepust IIX9150, napmus 37683 Ynaxosok, 2oden do 28.02.2022, ‘ ;

| @apuacsiomuxanc JImd), Hudus, Unique Pharmaceutical Laboratories (A Division of J.B. Chemicals &

- Pharmaceuticals Lid.), Plot No.4,Phase 1V, G.1D.C. Industrial Area, Panoli: 394 11 6, Gujarat State, Dist, - |
Bharuch India, koo OKILT2 21.20.10.190, k00 TH B3 3004900002, koumparm Ne UPL/OOO/03-2017 om ‘

i 30.11.2017, unsotic Ne 90018853 om 26.04.2019

| COOTBETCTBYET TPEEOBAHUSIM ‘
11 N011666/01-100517
JEKJIAPAITHSA TIPHHSTA HA OCHOBAHUU

npomokon uchvimanuii No 1459/3 om 19.06.2019 HIT 000 "Konmponsno-ananumuyvecras nabopamopus |
PAPMAHATTH3", ammecmam axxpedumayuu POCC RU.0001.21 DMI2, Cepmucpuram POCC ‘
IN.OMI1.C86467 om 19.06.2019 |

JATASTPEFESTIS NEKTAPALIH 20.06.2019
KJIAPATINS AESICTBUTENBHA 10 28.02,2022

. Cwmupos K.I'
[OJITHCh [OR%He]

CBEIEHHS O PETUCTPALIUUA

| OPI'AH I1O CEPTH®HKALIUH, 3APETUCTPHPOBABII U JAEKJTAPAIIUIO

| RA.RU.IIDMI] OPTAH IO CEPTHOHKALHH NPOAYKLHH OFLIECTBO C OTPAHHYEHHO

! OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mocksa, 1-vtii Basosckui
| npoesd, 0. 5, cmp. 1, adpec opzana no cepmugpurayuu: 127282, 2 Mocxea, yn. Yepmancran, 9. 2, cmp. 7

SApowenko M.A.

PyroBomurens OC




NAME OF THE PRODUCT

(Ornenerue Gupme «flx. B, Kemukanc oy

UNIQUE PHARMACEUTICAL LABORATORIES

KOHHK DAPMACBIOTHKAL JALOPA
(A division of «J. B. Chemicals & Pharmaceuti

Bopau, Mym6ait 400 030, Huaus - Worli, Mumbaj

TOPU3
cals Ltd.»)

u PapMmachioTHKaIC Jltaw)

400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A
QUALITY CONTROL DEPARTMENT

OTIEN KOHTPOJIA KAYECTBA

METROGYL® 100 ml bottle BATCHN:  1x9150
HAUMEHOBAHHE (Solution for intravenous injection 5 mg/mI) SRR
TIPEMAPATA METPOIMI® 100 ma ¢aakon
(pacTsop nan BHYTPHBEHHOIO BBeEHHS 5§ Mr/ma)
MANUFACTURED: 03/2019 REPORT Ne  17FP19001008
MPOM3BE JIEHO: OTYET Ne
VALID TO: 02/2022 DATE 17/04/2019
T'OJIEH JI0: AATA
TESTS [ RESULTS STANDARDS
[NOKA3ATEIH PE3YJBLTATEI CTAHIAPTEI
Description Comply with requirements A clear colourless to pale yellow solution
Onncanne Cootsetctsyer TpeGopanmsm ITpospaunstit pacteop ot Gecupertoro a0

Identification
ITonnuuroCTS
A. Metronidazole

A. Metpounnason

CBETJIO-)KENTOro uBerta

Keeps requirements

Beiaepxusaer tpeGonanus

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 ynepxusanns ocuosHoro mixa Ha
XpOMaterpaMMe HCHBITYEMOro pacTsopa
JOTKHO  COOTBETCTBOBATE  BpemeHu
YACPAKHBAHHA IHKA METPOHHEA3072 Ha
XpOMATOTpaMMe CTAHIapTHOrO pacTropa.

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

b. Hatpuit Bbizepxisaer tpeGosanusg Obpasosanne nnothoro ocaaxa Genoro
UB€Ta €  KamMA  OMPOAHTHMOHATA
pacTBopoMm.

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

C. Xrnopuzsl Beizepxupaer tpeGosanus Obpazosanne  Genoro TBOPOKHCTOrO
0calka ¢ pacTBOpoM cepeGpa HHTpara,

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

H3snexaemuiit o6nen 103.00 mn He Meree HoMuHAnbLHOTO (100 mn)

pH 5.8 4,5-7.0

pH 45-70

Sterility Sterile The solution shall be sterile

CrepunsHocTs Crepuasmbiit Pacteop nomken 6uirs CTePHALHBIM

Bacterial Endotoxins

Bakrepuasinusie snnotokcHmm

Anomalous toxicity

AHOMANTBHAA TOKCHYHOCTE

Less than 0.35 EU per | mg

Menee 0,35 E3 wa 1 mr

Non-toxic
HeTtokcrymmii

Not more than 0.35 EU per | mg of
metronidazole
He Gonee 0,35 ED wa 1 mr METPOHHIa30na

The solution should be non-toxic
PactBop nomxen 6uitp HETOKCHYHBIM
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NAME OF THE PRODUCT

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK DAPMACBIOTHKA JIABOPATOPH3
(A division of «J. B, Chemicals & Pharmaceuticals Ltd.»)
(Oraenetine dupmur « . B, Kemukanc ang DapmackroTrkaC Jram)
Bopau, Mym6ait 400 030, Huams - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
QUALITY CONTROL DEPARTMENT
OTIEN KOHTPOMIS KAYECTBA

METROGYL® 100 ml bottle BATCHXe  11x915¢
HAHMEHOBAHHE (Solution for intravenous injection 5 mg/ml) CEPHA Je
MPETTAPATA METPOTHII® 100 ma daakon
(pacTeop ans BHYTPDHBEHHOrO BBelJeHHs 5 Mr/Mi)
MANUFACTURED: @
NPOH3BEIEHO: 0312019 REPORTX:  17FP19001008
VALID TO: 02/2022 DATE 17/04/2019
TONEH JIO: HATA
TESTS RESULTS STANDARDS
INOKA3ATEJIH PE3YJIbTATBI CTAHAAPTHI
Particulate Matter ]
Mexannueckue prmovenns
Visible Absent Particulate contaminatjon should be absent
by visual inspection
BHuumele Otcyretsyror Mexaumueckne  mrmovers NOTTHHBI
OTCYTCTBOBATE ITPH BH3yansHoM KOHTpOie
Invisible Particles > 10 pm: Particles > 10 microns-not more than 6000
0 per container per container.,
Particles > 25 ym: Particles = 25 microns-not more than 600
0 per container per container,
Hesnmamsre Yactuup = 10 MHKpOH: Yactuus > 10 MHKDOH-He Gonee 6000
0/ ¢nakon /pnakon
YactHum >25 MHKDOH: Yactuusr > 25 MHKpOH-He Gonee 600
0/ dnaxon /bnakon
Colour Does not exceed the reference standard | The color of the solution should not exceed
GYs the reference standard GY;
LsetHocTh He npessitaer sranon GY; Oxpacka pacteopa me nomsua MPEBBILLATH
3TaNnoH GY,
Clarity Keeps requirements The solution should be clear or the
Ipoapaynocts Opalescence of the solution should not

Related impurities

Poxcteentbie npumecy

Nitrites

Hurrpursr

Crpannua 2 u3 3
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Brizepsxusaer TpeboBanus

exceed the opalescence of reference
suspension 1.

Pacteop nomwen 6uits NpO3PayHLIM Wik
ONANECUECHLUMS PACTROpA He To/kHa
NPEBLILIATH ONANECUEHLMIO 3TanoKa |,

0.04 %
0.07 %

0.13%

Does not exceed

He npesbiuracr

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT 1.0 %
Poacreennas npumecs A THHHAA30Ma — He
Gonee 0,15 %

Jlio6as  npyras HEMIEHTHDHUMpOBaHHan
nprmecs — He Gomee 0,15 %

Cymma npumeceii — pe Gonee 1,0 %

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

On‘rm:eckax TUIOTHOCTB MCE‘JHT}’EMOI‘O
PacTBOpa NpH pnHHe BOMHb 524 Hy pe
A0JLKHA TNIpeBbIATE

ONTHYECKYIO
TLIOTHOCTS CTAaHAApTHOrO pactsopa.




UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK ®APMACBIOTHKAI JIABOPATOPH3
(A division of «J. B. Chemicals & Pharmaceuticals Ltd.»)
(Oraenenne dupmui « k. b, Kemukanc an DapmackioThkaC Jltan)
Bopmu, Mym6aii 400 030, Huaua - Worli, Mumbai 400 030, India

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
QUALITY CONTROL DEPARTMENT
OTAEN KOHTPOJISt KAUECTBA

NAME OF THE PRODUCT METROGYL?® 100 ml bottle BATCHN  11X9150
HAMMEHOBAHUE (Solution for intravenous injection 5 mg/mly SRR
[TPEMAPATA METPOTHI® 100 ma baakon
(PacTBOP A48 BHYTPHBEHHOrO BBeeHHS 5§ Mr/ma)
MANUFACTURED: 03/2019 REPORT N 17FP19001008
[TPOH3BEJIEHO: OTYET Ne
VALID TO: 02/2022 DATE 17/04/2019
TOJEH H0: JATA
TESTS RESULTS STANDARDS

INOKA3ATEJIH PE3YJIGTATBI CTAHJIAPTBI

Assay of Metronidazole 100.0 % i.e. 5,00 mg/ml 90.0 - 110.0 % of the label claim si.e.4.5 -

Komrectsensoe copepxanue

5.5 mg/ml

Merponnaasona

100,0 % Tt.e. 5,00 Mr/mn 90,0 - 110,0 % oT HoMMHANLHOrO

conepxanus, T.e. 4,5 — 5,5 mr/ma

Harpus xnopuna

Assay of Sodium chloride
KonuuecTsennoe conepkanme

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

95,0 - 105,0 % oT HOMHHANbHOIO
COnepxaHud, 1.e. 7,505 — 8,295 mr/mn

99.4 % ie. 7.852 mg/ml

99,4 % T.e. 7,852 Mr/mn

The above sample complies with the prescribed standards of quality
Briweyxasauusiii o6paszen COOTBETCTBYET YCTAHOBJIEHHBIM CTaHIApTaM KavecTBa <
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=

QUALITY CONTROL MANAGER
MEHE/UKEP I10 KOHTPO.JTIO KAYECTBA




