UNIQUE PHARMACEUTICAL LABORATORIES
IOIHNK @®APMACBIOTHKAL JIABOPATOPH3
(A Division of ] B.Chemicals & Pharmaceuticals Ltd.)
(Oraenenue gupmni «[lx.B.Kemukanc 361 dapmacsTHRAIC JlTan)
Bopmi, Mymbait - 400 030, Huaus - Worli, Mumbai - 400 030, Indiz

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIA3A

QUALITY CONTROL DEPARTMENT
OT/RJIEHUE KOHTPOJIA KAHECTBA

Name of the product

Haspanue npenapaTa

Metrogyl®

gel for éxternal application, 1% (tube) 30 gx 1 (¢ ardboard pack)
Merporun®

rean aas Hapysuoro npuMenemus, 1% (ry6a 30 r x 1 (nauxa
KapTouuasn)

Registration certificate number
and date
Homep u para PerncipalsoHHOTO

NTT-Ne(000984) -(PT-RU) ot 05.07.2022

HanmeHOBAHHE AKTHBIOR
CyBCTAHIMH, IPUM3BOAHTEND
(Cepua Neo):

YOOCTOBCPCHHA

Batch # PGN3005
Coepus Ne

Manufactured 02/2023
Tlponsseneno

Valid to 01/2026
Tonen 1o

Analytical Report Ne LOFP23000505
Ananutireckkii Otaer No

Date 20.02.2023
 Ja

API, manufacwrer of API (Batch | Metronidazolc - Aarti Drugs Limited, India (MTZ/!112273)
No):

Metponnaason - Aapt flparc Inmuren, Wians (ATZ/21 12273)

The analysis was carried out

Auanua suinonuen no HJ:

according to Normative document:

JIM-Ne(000984) -(PI'-RU) -050722

JIT-Ke(000984) (PT-RU) -050722

Manufacturer

Hponssomurens

Unique Pharmaceutical Laboratories (A division ¢f J. B. Chemicals &
Pharmaceuticals Ltd.), India

FOunk @apmacsioraxan Jlabopatopus (Otaenei ne dupumsl «Ix. B.
Kemumxanc sua QapMacuiotakanc Jrg»), Huana

Site address

Plot Ne 304-308, G.1.D.C. Industrial Arca, Panoli - 394 116, Gujarat
State, India

AJpec TIPOH3BOACTBEHHOH Vuactox Ne 304-308, T.H.J1.K. Ungactpuar Apea [lasonu - 394 116,
TUIOLLATIKY IIrat Tymxapat, Hiaua

Slorage Store below 30°C. Do not freeze,

XpaneHue [Tpn Temnepatype #e ppime 30°C. He samMopaskits: Tb.

Shelf life (expiration date) 3 years

CpOK TOAHOCTH (XPAHCHIS) Jroaa

Crpaxnua 1 13 3




TESTS
TIOKASATE.IM

RESULTS
PE3YJIBTATHI

STAND..RDS
CTAHH, .PThI

Appearance

Onucaune

Colorless homogencous gel

Oanopossmi GeclpeTHbIR relb

Colorless to yellow home gencous gel

Omopognbii  rens  cr  Decupersore Ao

AHEATOTO UDLTR

Identification
HPLC

HacHTR(ukanus
B3XKX

Keeps requircments

Buiaepagisact TpeGosanin

The retention time of the main peak in the
chromatogram of the tes! selution should
correspond to the retenticn time of the main
peak of metronidazole in the chromatogram of
the standard solution.

Bpems yAepxHBaHIGT 0C [OBHOTO MMKd HA
XPOMATOTPAMME HCNLITY 3MOFO pacTsopi:
JAMIKHO COOTBETCTBODAT 5 BPEMCHK
YIUEPKKBAHIKS TTHKA MCT] OHHA3074 Ha
XPOMATOIPAMME CT2H/IA] THOTO PAcTBOPA.

pH

pH

518

5,13

from4.0 to 6.5

or 4,0 qo 6.5

Weight of packaging contents

Macea cogepRIMOTO YIAKOBRH

30.5g

30,5r

The average value of the weight of the contents
of 10 tubes should be no : less than the label
claim; the weight of eac’: individual tube
should be not less than € 0% of the label claim.

CpesiHee 3HAUEHHE MACC bl COASPRHMOTO 10
TyD HE AOMKHO BBITE ME HEE YKA3AHHOLU HE
ITUKETKE, MACCA COZEPA HMOT0 KakAoi
oTaeNBHOH TY6H nomH 2 BuTh He Menee 90 %
OT YKa38HHONA HA 9THKE] Ke.

Microbiological purity

MukpoGHoa0rHecKan YHCTOTR

<10 CFU/g

<10 CFU/g
Absent per g
Absent per g

<10 KOE/r

<10 KCGE/r
OreyrersyeTe 1 v
Orevrersyere 1 r

Category 2

Total aerobic microbial count — not more than
10* CFU perg;

Total yeast and mold co int — not more than 10'
CFU per g;

Absence of Pscudomon s aeruginosa per g;
Absence of Staphylococ zus aureus per g.

Kureropus 2

Obuwee nucao aopobusi ¢ Gakrepnit — ne Gonee
1°KOEs I r;

OBfmee 'IMCIO0  APOX KCBBIX H  TUICCHEBLIX
rpu6ios — e Goaee 10 (OE s | 1

Orcytereue Pseudomsi us aeruginosaB 1 r,
Qreyrereue Stapfyloce zcus aureus B 1 1.

Impurities

Dpusecn

0,00 %

0.00 %
0.00 %

0,00 %

- 2-methyl-5-nitroimidi zole — not more than
0.2%,;

- any other unidentificc impurity - not more
than 0.3 %;

- total impurities - not 1 nore than 1.0%

- 2-MeTHA-S-HUTPOHMY uao — He foaee
0,2%;

- mro0as apyras Heuae ITHHILpoBaHHas
npumecs — He Gonee 0, %;

- cymuMa npumeceit — 11 Gonee 1,0%
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TESTS RESULTS STAND. .RDS
HOKA3ATEJIH PE3VJIBLTATHI CTAHJI; PTHI
Assay of Mctronidazole 979 % from 90.0% to 110.0% ol the label claim
i.e 9.79 mg/p quantity, i.e. from 9.0 mg gto 1 1.0 mg/g
KoanuecTaennoe onpenenenne 97,9% ot 90,0 % 10 110,0 % 0T yKa3anioro Ha
Merponupazoaa T.e. 9,79 Mrir JTHKCTKE KOJSHYECTRa, T.¢ o1 9,0 Mr/r no 11,0
Moy
Storage conditions Store below 30°C. Do not freeze. | Store below 30°C, Do no: frecze.
Yorosus xpaueins Ilpu remnepatype He BeIe [Ipy Temaeparype He snirie 30°C. He
30°C. He samopakieats, JAMOPAAHBETS.
Shelf life (expiration date) 3 years 3 years
Cpok rogsocra (xpanenus) 3 roza 3 ropa

The above sample complies with the prescribed standards of quality
Benueykasanueiii 06pazen COOTBETCTBYCT YCTAHORABHHEIM CTAHIAPTAM KAYSCTES

d

008
Mr. A. 1% SHAH

QUALITY CONT ROL MANAGER
MEHE/KEP I10 KO ITPOJTIO KAUYECTBA

Crpamimua 3 uz 3




