AEKJIAPALIMA O COOTBETCTBUM

e

AEKJIAPAHT, HTPYTHUMAIOIUA JEKIAPATIMIO O COOTBETCTBHE

000 "IOHHK QAPMACLIOTHKAT JIAEOPATOPHI"

3apecucmpuposano : Mexcpationnan uncnexyus, Pedepansvnoi naiozoeoil cayowie No 46 no 2. Mockee OFPE

1037746834420 om

04.05.2005

Adpec: 127994, 2. Mockea, yu. Teepexan, 0. 18, kopn. I, kadunem 609. Terehon: 81495)694-33-79,

B nunye:l enepainnn

u dupexmop Candun Haca

Hosepennoe mumo: Criupnos K1
Hoecepennocms: Noll7 om 15.07.201 62,

3ASABJSET, UTO

| Aerapemeeinoe cpedenico. Mempozin, pacmsop ons SHYIpusennoeo eeedenun 5 velvn 100 ma, gaarons

| noauImUACHOGYIE (1), oGepmku uz naenouncee yamepuara (1), naviu rapmonnsie, pez No IT NOI1666/01 om
07.06.2010 (dama zasernea 10.05.2017) ewdano IOnux Dapatacviomurar JlaGopamopus (Omoeaeiue duprte
Aoie. B Kenuxane 210 @apstacvromuraice Jmad), cepust IIX9414, napmus 37763 ynaxosor, 20dex do 31, 08.2022,
npoussoocmea I10uux Papyaceiomuxan Hatopamopus (Omoenenue gupmer e, 5. Kesmurane 1o
Dapuaceomiare JImd), Huoun, Unique Pharmaceutical Laboratories (A Division of J.B. Cheniicals &

! Pharmaceuticals Ltd. J. Plot No.4,Phase IV, G.I.D.C. Industrial Avea, Panoli: 394 11 6, Gujarat State, Dist, -
Bharuch India, koo OKITI2 21.20.10.190, koo TH B3 3004900002, koumparm Ne UPL/OQO/05-2017 am

| JIATA UIPHHSITUS AEKTAPAIIAM 26.11.2019

30.11.2017, uneoiic

Ne 90019656 om 04.10.2019

COOTBETCTBYET TPEBOBAHWSIM
T NO11666/01-100517

AEKJAPALLHS IIPUHSITA HA OCHOBAHMHU

npomoron ucnsimanui Ne 3344/3 om 21.11.2019 T 000 "Konmpoasno-auanumuseckas aabopamopin
PAPMAHAIIHS", ammecmam axxpedumayuye POCC RU.0001.21 A1 2, Cepmudghuram POCC
IN.QMII.C95518 om 22.11.2019

JIEKTARATIH

L

Cumupros K.I'
O.H.0O

CBEJIEHUWS O PETUCTPALLUN

. OPTAH 110 CEPTUGUKAITMH, 3APETHCTPHPO BARITHI JMEKJIAPAITHIO

- RA.RU.LI®MII OPIAH 11O CEPTHOHKALMHA TPOAYKLHM OBLJECTRO C OIPAHHYEIIHOH
OTBETCTBEHHOCTHIO "POPMAT KAYECTBA" adpec opzanusayuu : 109428, 2. Mockea, 1-vtir Bazoecruii
npoesd, 0. 3, cmp. 1, adpec opeana no cepmudpurayun; 127282, 2 Mocxea, ya. Yepmancras, 0. 2, cmp, 7

AEKJIAPATIHA O COOTBETCTBUHM 3APEI MCTPHPOBAHA A POCC RUJ-IN.®MI11.A.47844/19

JATA PE

MM 26.11.2019

noiamHeL  /

Aporenko MUA.
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UNIQUE PHARMACEUTICAL LABORATORIES
HOHUK @APMACBIOTHRAL JIABOPATOPH3
{A division o7 «l. B. Chemicais & Pharmaceuticals Ltd »)

1¢ 34z PapMacuioTHKARC JlTa v}

Bopnn, Mymbai 400 030, Huais - Worli, Mumbai 200 030, [ndia

CERTIFICATE OF

ANALYSIS

CEPTUO®HKAT AHAJIM3A
QUALITY CONTROI, DEPARTMENT
OT/EST KOHTPOSA KAYECTBA

NAME OF THE PRODUCT ;\flETROGYL‘E 100 mi bottle Eif"\'TCli Ne 11X9414
Solution far intravenous injection 5 mg/ml) SR

HAKMEHOBAHME (Solutinn for infravenos In] g

[PEMAPATA METPOT'H.T" 100 m.x d.aaxon
(pacTBOp AR BHYTPHBEHHOrO BBedeHHA S mi/mu)

MANLUTAUTURED 09/2019 REPORT N 17FP19002893

TIPOM3IBEAEHD OTHET M

VALID TO 08/2022 DATE 28/09/2019

TOAEN JIO JATA

TESTS \ RESULTS I STANDARDS
[MOKA3ATEJIH | PE3VJIbTATBI | CTAHIJAPTbI |

Description

Onucanme

Comply with requirements

T"A clear colourless to pale yellow solution

| % &
| [Tpo3apauslii pacTBOp OT GeclBeTHOTO 10

Identification
| loMHHOCTD
A. Metronidazole

A. MeTtponuaaion

B. Sodium

b. Harpuii

C. Chlorides

C. Xnopuasl

i CooTaeTeTyeT TpeGoBaHHAM
|
|
|

Keeps requirements
Beinepxupaer TpeGoBaHng

Keeps requirements

l Briaepkusaer TpebosaHus

Keeps requirements

BuinepskuBaeT TpeGoBaHus

CBETI0-/KeNTOro LseTa
i
| The retertion 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 yiepKHBAHMA OCHOBHOTO MHKZ Ha
{ XpOMATOIPaMME  HCTIRITYEMOrD  PacTROpa
| HOMKHO  COOTBETCTBOBATE  BPEMEHM
| YAEPHHDAHMS MHKA METPOHMAA301a Ha
' XpOMATOrPaMME CTAHAPTHOrO PACTBOPE.
Formation of dence white precipitate with
| solution of potassium pyroantimonate.
OGpasosanue miaTHOro ocanka 6Geloro
lupeta ¢ KaIME  (MPOAHTHMOHATA
PacTBOpoOM.
Formation of white curd-like precipitate
with solution of silver nitrate.
| OBpasosakue  Genoro  TBOPOKKCTOrO

‘ 0C4/lKa C pacTBOPOM cepedpa HATpPaTa.

Extractable Volume 103.00 ml Not less than nominal (100 m!)
H3enekaembli 00beM 103,00 M He Mexee HomuraasHoro (100 ma)
pH 59 43-70
pH | [45-70

| |
Sterility I Sterile The solution shall be sterile
CTepHILHOCTE CrepHiabHbIE Pacrsop 101%eH ObITh CTEPHIIBHBIM

Bacterial Endotoxins

Bax‘rep}{aﬂ LHBIC 3HACTOKCHHbI t

| Less than 0.35 EU per | mg

Menee 0,35 ED Ha | mr

Not more than 0.35 EU per | mg of
metronidazole
He Gonec 0,35 E3 Ha 1 Mr meTposiknazona

Aromalous toxicity
AHOMZ1bHAS TOKCHYHOCTh

Non-toxic
HeTokcuuHbi

The solution should be non-toxic
PacTeop nomkeH ObITh HETOKCHYHLIM

Crpannua 1 13 3
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NAME OF THE PRODUCT

(Onnenenne drpM! «

UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK @APMACBTHRAI JAGOPATOPHS
(Adivision of «l. B, Chemicals & Pharmacecticas Lid.» )
[l b, Kesteran 911 Gapmacsiotirane )
04 030, Huans - Worll, Mumbai 400 030, [adia

Bopry. Mymbait

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A
QUALITY CONTROL DEPARTMENT

OTJIEN KOHTPOAA KAYECTBA

METROGYL® 100 ml bottle

BATCH No 11X9414
HAMMEHOBAHME (Solution for intravenous injection § mg/ml) LRI
MPEMAPATA METPOI'MJI® 100 ma daaxon
(pacTBop A1 BHYTPHBCHHOTO BBEICHHS 5 Mr/ya)
MANUFACTURED:! 09/2019 REPORT N 17FP19002893
MPOMIBELEHO: OTHET No
VALID TO 08/2022 DATE 28/09/2019
I'OAEH 10 bl
TESTS RESULTS STANDARDS
NNOKA3ATEJIH PE3YJ/IbTATbI CTAHJIAPTBI
Particulate Matter
MexaHHYecKHe BRIIOYEHUR 3
Visible Absent | Particulate contamination should be absent
| | by visua! inspection
BHunmbie OTeyTeTBYOT MexaHHueckHe  BKIOYEHMS  [OKHLI
OTCYTCTBOBATH [PH BHIYAILHOM KOHTpOE
[nvisible Particles > 10 pm: Particles > 10 microns-not more than 6000
0 per container per container.
Particles 2 25 um: Particies = 25 microns-not more than 600
0 per container per container.
Hesnmimmie Hacruust = 10 mukpos: HacTHust = 10 Mukpor-He Gonmee 6000
0/ prakon /dnakon
YacTHlbs! > 25 MUKPOH: Hactuuet = 25 wmuxpon-ue Oosee 600
0/ gaakon /dnakon
Colour . Does not exceed the reference standard | The color of the solution should not exceed
f GYs the reference standard GY-
UseTHocTh | He npessiaet 3tanon GYs Oxpucka pacTBopa He JOJKHA NPEBLILIATL
| sranon GYs
Clarity i Keeps requirements The solution should be clear or the

[lpe3spauHocTh

Beulaepausaer TpeGonaus

opalescence of the solution should not
exceed the opalescence of reference
suspension .

Pactaop nonmeH ObITh NPO3patikbiv Hik
onanecCleHIUsE pacTROPa HE J10/IKHa
NpPEBbILIATE ONAJSCUCHLNIO 3Tan0Ha I,

Related impurities

PuacreerHsie IIPHMECH

0.04 %

0.06 %

Tinidadazole related compound A — NMT
0.15%

Any other unidentified impurity — NMT
0.15%

Total impurities - NMT .0 %
PoacTeeHHan npuMecs A THHHAA3ONE — He
Gonee 0,15 %

Jobar  apyras  HeMICHTHOHIIHPOBAHHAR
npuMeck — He Gonee 0,15 %

Cymma npumeced — He Goaee 1,0 %

Nitrites

Hurputs!

Does not exceed

He npesbiwaer

The optical density of the test solution at a

wavelength of 524 nm shall not exceed
that of the standard solution.

Onruueckas MAOTHOCTE HCMBITYEMOTO
pacTROpa npu ATUHE BONHBI 524 HM He
LOJIKHA MNPpeBbLILLATE ONTHYECKYIO

| MJIOTHOCTb CTRHAAPTHOIO PacTBOpa,

Crpannna 2 u3 3
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(Crraeresue dupmi: «/bx. B Key
Bozau, Mymbaii 4(

UNIQUE PHARMACEUTICAL LABORATORIES
HHHK ®APMACBIOTHKAT JIABOPATOPH3
(A division of «J. B. Chemicals & Phamaceusicals Lid.)
ka1 a DapMacsiotrxance as)
00 €30, Hrans - Worli, Mumba: 400 030, Indz

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAIH3A
QUALITY CONTROL DEPARTMENT

OTHE] KOHIPOJISI KAYECTBA

NAME OF THE PRODUC METROGYL?Y 100 ml bottle i{-‘-\\(,'H ‘n 1X9414
(Solution for intravenous injection 5 mg/ml) CEPA R
HAMMEHOBAHHE - . B
NIPENIABATA METPOTHJI™ 100 wa paakon
(pacTBOp 114 BHYTPHBEHHOr0 BBeAeHHA 5§ Mr/ma)
MANUFACTURED: 09/2019 REPORT Ne  17FP19002893
NPCH3BELEHO CTYET Ne
VALID TOr 08/2022 DATL 28/09/2019
FOQEH IO AATA
TESTS RESULTS STANDARDS
NMOKA3ZATEJIH ~ PE3YJILTATHI CTAHJAAPTHI

Assay of Metronidazole 99.6 % Le. 4.98 mg/ml 1 90.0 - 110.0 % of the label claim , i.e. 4.5 -
KonnsecTBEHHOE CoaepRaHne ‘ 5.5 mg/ml
MeTpounaaiona 99,6 % T.e.4,98 mr/ma 190,0 - 110.0 % 0T HOMKHANBLHOIO

| cosepwanus, T1.e. 4.5 — 5.5 mr/mn

|

: |
Assay of Sodium chloride ' 100.0% ie. 7.897 mg/ml 95.0 - 105.0 % of the label claim, i.e. 7.505
KosnuecTReHHOC coaepKaHie | - 8.295 mg/ml
Harpus x1opiaa | 100.0 % Tt.e. 7,897 Mr/mn £ 95,0 - 103,0 % oT KoMHHATBHOTO
| conepxanng, T.e. 7,505 — 8,295 mrima

The above sample complies with the prescribed standards of guality

Boiweykesandsiil 00palel COOTBETCTBYET YCTAHOBIEHHbIM CTARIADTAM KaYeCTBA
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QUALITY CONTROL MANAGER
MEHEJTXKEP I10 KOHTPO.TKO KAYECTBA




