UNIQUE PHARMACEUTICAL LABORATORIES
FOHHK ®APMACBIOTHKAJ JIABOPATOPH3
(A Division of J.B.Chemicals & Pharmaceuticals Ltd.)
(Otaenemme dupys «/hi.5. Kenmwanc 3nn @apMachioTHKANC Jtn.»)
Bopau, MymGait - 400 030, Mmans - Worli, Mumbai — 400 030, India

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

QUALITY CONTROL DEPARTMENT

OTJAENEHHE KOHTPOJLA KAUYECTBA

Name of the product METROGYL®

gel for extemal application, 1%, 30 gina plastic laminated tube in
Hassanue npenapara cardboard pack

METPOTHT®

renb UM HADYKHOIO OpHmencHHA, 1%, 30 r (mpacTHxoBax

naMHHMpOBaHHAx Ty0a) Ne | (uauKka KAPTOHHAL)

Registration certificate number
and date

Howmep 1 aata PerucTpaudonsoro
| ynoctosepenns

1 N011666/02 or 21.02.2011

Batch #
Cepus Ne

PGN1073

Manufactured
INpownssencHO

06/2021

Valid to
T'ogen go

05/2024

Analytical Report Ne
Anamurniecknn Oryer Ne

10FP21002620

Date
Jara

01.07.2021

API, manufacturer of APL
HanMeroBaHHE AKTHBHON

CyOCTAHLHH, ITPOHIBOTHTEIE:

Metronidazole USP - Aarti Drugs Ltd., India
Merposunason ©.CIUA - Aapru Jpare Jlru., Hanux

The analysis was carried out

Ananus seimoaned no HJI:

according to Normative document:

1 NO11666/02-310320

11 NO11666/02-310320

Manufacturer
[Tposaso/iuTENB

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

FOnuk @apmacsioturan JlaGoparopus (Otaenene QEPMEI «[Ix. B.
Kemmranc a1 ®apmacsiotukanc JIta»), Hauua

Site address Plot Ne.304-308, G.LD.C. Industrial Area, Panoli - 394 116, Gujarat

AJnpec npoHIBOACTREHHOM State, India

TUIOIAAKH Yaacrox Ne 304-308, [ M.JLK. Mupacrpran Apea, [lasonu - 394 116,
[irar ymxapar, Hims

Storage At temperature not exceed 30 °C. Don’t freeze.

Xpanenue Ipu Temnepatype He Bumue 30°C. He 3aMOpaxuBats.

Shelf life 3 years

CpoK roIHOCTH 3 rona

Crpannua 1 u3 3

-6 ¥




UNIQUE PHARMACEUTICAL LABORATORIES
IOHHK ©®APMACDIOTHKA.L JIABOPATOPH3
(A Division of J.B.Chemicals & Pharmaccuticals Ltd.)

(Otnenerre Qrpmsl «Jhk.b. Kenikar
Bopmi, Mym6ait - 400 030, Mnuus -

CERTIFICATE OF ANALYSIS

ac auy GapMackoTukanc JIta.»)
Worli, Mumbai — 400 030, India

CEPTHOHKAT AHAJIH3A

QUALITY CONTROL DEPARTMENT
OTAENEHME KOHTPO/L KAYECTBA

TESTS RESULTS STANDARDS
HOKA3ATEIH PE3YJBTATHI CTAHJAPTHI
Description Homogencous, colorless gel Homogeneous, colorless to yellow gel
Onucanue Onsoponshii rean Gecigernora Opnoponssii  Tems ot Gecupernoro 2o

LRETA

KENTOro uBeTa

Identification
HPLC
[lonauAHOCTE
BIXX

Keeps requirements

Brigepsaisaet TpeGoparus

The retention time of the major peak in the
chrematogram of the sample solution should
correspond to peak of metronidazole in the
chromatogram of the standard solution
DBpema YNSpRHBUHHA GCHOBHOIO TAKA HA
XpPOMATOTPAMMC HCTIKITYEMOIO PACTROPA
MOJKHO COOTBEICTROBATE BPEMEHH
YACPRARAHYA THKA MCTPORH/A307A Ha
XPOMATOrpamMme CTAHASPTHOTO pacTeopa.

pH
pH

4.87
4,87

from 4.0 to 6.5
or 4,0 0o 6,5

Mass of the tube contents
Macca comepKrMoro Tyos

304g

304r

The average mass of the contents of 10 tubes
should be not less than the label claim and the
mass of the contents of each individual tubc
should be not less than 90 % of the label claim.

CpenHce 3HACHAE MACCH COACPKHMOTO 10
Ty e nwoKHO Barmh MEHEE YKIJUHUOIO HA
ITHKETKC, MACCA CONCPRAMOTO RAXAOH
oTACHsHO Ty6B HonxHa GuTh BE Menee 90 %
O yKasanuol i ITHKETKE.

Microbiological purity
Mukpobuonornyeckas YHCTOTA

<10 CFU/g
<10 KOE/r
<10 CFU/g
<10 KOEr
Absent/g
OrcytorayeTs I r

Absent/g
Orcyrcreyer B 1

Category 2/ Kareropus 2

Total Aerobic microbial count —not more than
10? CTU/g

OY wspobauIX GakTepwii —ue Gonee 107 KOF/T

Total yeasts and molds count — not more than
10' CFU/g

OY aposckeBhix d IuecHeswx 1pulos — ne
Gonee 10" KOE/r

Pseudomonas acruginosa — should be absent/g
Orcyrernue Pseudomonas aeruginosa s 1 v

Staphylococcus aureus — should be absent/g
Orcyrerane Staphylococcus aurcus s 1 ¢

Crpanmna 213 3

n-e




UNIQUE PHARMACEUTICAL LABORATORIES
JIOIHMK ®APMACBIOTHKAL JIABOPATOPH3
(A Division of J.B.Chemicals & Pharmaceuticals Ltd.)
(Otnenenue dupmsi «Jlx.B.KeMukanc 511 dapmacsioTrkanc JITa.»)

Bopm, M

ymGaii - 400 030, Unpnsg - Worli, Mumbai — 400 030, India

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

QUALITY CONTROL DEPARTMENT
OT/AEJNEHHUE KOHTPOJA KAYECTBA

TESTS RESULTS STANDARDS
MOKA3ATEITH PE3YJLTATHI CTAHJIAPTHI
Related substances 0.00% 2-methyl-5-nitroimidazole — not more than
0.2%;
0.00 % Any other unspecified impurity - not more than
0.3 %;
0.00 % Total impurities - not more than 1.0%
0,00 % 2.MeTHI-5-EUTponMHATAIOona — Be Sonee 0,2%;
s B 0,00 % JlioGag Apyras HeHAeHTHOHLIMPOBAHHAN
nprMecs — He Gonee 0,3%;
0,00 % Cymma npumeceit — ue Gonee 1,0%
Assay of Metronidazole 99.6 % 90.0% to 110.0% of the labelled amount i.e. 9.0
ie 9.96 mg/g mg/gto [ 1.0 mg/g
Konu4ecTBEHHOE OIPEJIENCHHE 99,6 % o1 90,0 % a0 110,0 % OT ykasaHHOTO HA
Metporknasosia 1.¢. 9,96 MI/T ITHKETKE KOMH'UCCTBa, T.¢. o1 9,0 Mr/r a0 11,0

mr/r

Conlaginer/closure system

Keeps requircments

As per ND.

Ynaronka CooTBeTcTBYET B cooTsercisuy ¢ TpeGosanmaMu HJL
Labeling Keeps requircments As per ND.
Mapkuposka CoorseTCTBYET B cooreercTeHH ¢ TpeGopaHmAMA HIl
Storage conditions At temperature not exceed 30 °C. | At temperature not exceed 30 °C. Don't freeze.
Yenonusg xpaneHHs Don’t freeze. ITpu Tesmepatype se aame 30°C. He

Tlpn Temnepatype He sunme 30°C. | 3aMOpakHBaTs,

He 3amopaxuBath.

Shelf life 3 years 3 years
Cpoxk roasocT 3 rona 3 roga

The above sample complies with the prescribed stundards of quality

BHmICYKa3aniLii 06pAIen COOTBETCTRYCT YCTHHOBNCHHEIM CTAHADTAM KAUECTBA

m»%-’vi

Mr. A. P. SHAH

QUALITY CONTROL MANAGER

MEHE/KEP 110 KOHTPOJIKO0 KAYECTBA

Crpanuua I n3 3




000 «lOHUK PAPMACBLIOTUKAI NABOPATOPU3»

KOpuanyeckan agpec:

Poccua, Mockaa 127008, yn. Teepckas, 4.18, kopnyc 1, kal. 609
Ten/chakc (495) 642-82-34, Ten. (495) 642-82-35

WHH/KNN 7703550219/771001001 662 18 11

| L I OrPH 1057746834420
\\“

IlonTBepxAeHHE COOTBETCTBHA
BBO3UMOI0 JIEKAPCTBEHHOTO MpenapaTa TpeboBaHUAM,
YCTaHOB/CHHBIM IIPH €TI0 rOCYAaPCTBEHHON PErHCTPaluy
Ne 389 ot 4 292021

Cornacyo Iocranosnenus Ipasutenscraa PO ot 26.11.2019 Nel1510 «O nopsaxe ssona & rpaxmanckuii obopor
NIEKAPCTBEHHEIX NPENapaToB JUIA MEIHLKHCKOIO NPUMCEHCHHAY .

Toprosoe HAMMEHOBAHHE METPOTHJI®

Me:kayHapoaHOe HenaTeHTOBaHHOE MeTtponuaazon
HauMeHoBaH#e (TpynnHpOBOYHOE HIH

XHMHHMECKOE)

JlexapcTBeHHas dopma reb A8 HAPYKHOTO MPHMEHEHHA

JlosnpoBka 1%

Qopma BBINYCKA renb IS HAPYKHOTOo npuMeHedHs 1% (Ty6a) 30 r x1 (nauka
KAPTOHHAS)

Homep cepuu PGN1073

QObbeM cepHH 16003

JlaTa BeimyCcKa 06/2021

loaeH ao 05/2024 (31/05/2024)

Haumenosanue 1 aapec Unique Pharmaceutical Laboratories (A division of J. B. Chemicals

[IPOH3BOAHTENA & Pharmaceuticals Ltd.), India

(Bce cTagni NpoH3soaAcTEA) Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli,
Mumbai 400 030, India
IOuuk ®apmacetotukan Jlaboparopua (Ornenenue dupmbt «Gxk. B.
Kemukanc sxa Papmacsiotukanc Jita.»), Huaus
Humnawm Cenrep, Kpsuto “B”, 4-it Orax, Xuun Caiixn Poyn, Bopan,
Mywm6ait 400 030, Huausa

Site address Plot Ne.304-308, G.I.D.C. Industrial Area, Panoli; 394 116, Gujarat

Alpec MpoM3BOACTBEHHOMR Nowanky | State, India
YuacTok Ne 304-308, I.H.JT.K. Hupactpuan Apea, [Tanonu:
394 116, 1ltar I'ymxapar, Huaus

Homep 1 aata pervcTpatHoOHHOTo TI N011666/02 ot 21.02.2011 (zara samens: PY 31.03.2020)
YAOCTOREPEHHA

Homep Hopmatusrol gokymenrauun | TT NO11666/02-310320

Haumenosanue W agpec AepiKarTens Unique Pharmaceutical Laboratories (A division of J. B. Chemicals
PErrCTPaLHOHHONO YAOCTOBEPEHHR & Pharmaceuticals Ltd.), India

Neelam Centre, "B" Wing, 4-th Floor, Hind Cycle Road, Worli,
Mumbai 400 030, India

10Hux dapmacsiotukan Jaboparopus (Otaenenne gupMer «JIx. B.
Kemukanc sna PapmacsioTHkaic JIta.»), Huaus

Huunam Cenrep, Kpuino “B”, 4-i Drax, Xuua Caiixn Poya, Bopan,
Mym6aii 400 030, Huausa

OTeeTCTREHHOE 1T
cepTHOUKALUHY, T

unk dapMacetothkan Jlabopatopkan — CMupHoBa A.A., MeHekep Mo

o fmcTpubeioTopa Q00 ¢
:éi_‘Nz‘)-OJI or 10,0

C yBaXeHHEM, t@._?
MeHe/ReD 110 CepT) ‘g)t\ll,s‘.iuun.z
000 «l0uuk GapmaesBTHREG Rah

e g

CmupHoBRa AA.




