UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEI\;CALS & PHARMACEUTICALS LIMITED

for 600D HEALTH

0 PECPLE

BATCH CERTIFICATE
CEPTHRIKAT HA CEPIIO , i
Product name: | METROGYL?® VAGINAL GEL 'Vanufacturiug country: | India |
Hagpa npoxyxnil: | METPOTLI® BATIUAJBHUA FEJR|  Kpaisa-snpoBunx: | lunin ,
Pharmacentical form: | vaginal gel ' Munufacturing license No.i | v oo
Jlixapcnwa dopya: | rens parinannuni BupoSunuga niuenin Ne: '
Strepgth/potency: | 1| g of gel contains: Metronidazole - 10 mg

Cuaa pivawrnsuicrs: | 1 renio micTuTh: MeTponigazoay - 10 yr i
" Type and size of | 30 g in laminated plastic tube labelled in Ukrainian language; 1 tube with an : 1

packaging: | applicator in a cardboard box labelled in Ukrainian and Eaglish languages

Bua i posmip | uo 301 y 1yGi 3 amilloBanoro WACTHKY 3 MapKyBRHIAM YKPAINCHKOIO

ynakoski: | MoBo1o; o 1 TyGi palom 3 anaixaropost B Kopobii 3 KaPTOHY 3 MAPKYBAHHAM
YEPARNICHKOI0 Ta AHLAiICHLI0I0 MOBaM .

Bateh No.: Batch size: boxes
Cepis Ne: PVG4002 Po3mip cepii: 2580 Kkopofoi
Manufacturiog date: | | Expiry date:
Jata Bupobunurea; | B2 Ak MpuaTunit 10: 0is2027 .
- Registration Certificate: | v Unlimited from; ;

Manufacturer: , Unique Pharmaceutical Laboratories (a division of J, B. Chemicals &
i Pharmaceuticals Ltd.), Flot No, 304-308, G. 1. D. C. Industrial Area, City:
! Panoli - 394 116, Dist; Bharuch, India
Bupobnux: | "lOuik dapmacrtotnkas Jaboparopis” (sianinenus dipmu ", B. Kesinaas
ena Oapmacwiorukans Jra'"), Hinauxa Ne 304-308, B, Aii. Ji. Ci.

, Inaacrpisa Epia, micro Manoai - 394 116, expyr Bxapyx, Ingist
Certificate of GMP compliance No.: o S dated: ‘
Cepradivar sinnosiavocri HBIT-Ne: 094/2023/GMP sia: 24.11.2023

Analysis procedure results /
Pe3yibTaTit NPOBEACHHS ANAN{IY

TQUALITY [ ~|METHODS OF]
ETERS:/ | . " | CONTROL
focty:. o o L T KOHTPOJE
! | Description Homogéneous, celorless to pale yellow gel. ch1 © I Homogeneous,
visually . pale yellow gel
Onuc . Oanopiasn# renb six Sesbapsroro o 61in0- . ni, bm,opm,mﬁ e
: KODTOro RKOILOPY. Bizyaninho GNI0-KOBTOrD o
A ; A KOALOPY
2 | Wentification / "The retention time of the major peak in the cl. 24, )
| laenradicauis chromatogram abtained from the sample selution HPLC,
A. Metronidazole corresponds to the retention time of the | USP, <621>, Complies
metrontidazole. peak in the chromatogram obtained
from the standard solution (Assay). ]
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© 9 Factory: ) ® Registered Office: 9 Corparste Office:
CiN: L243905H1 976 C018380 CIN: L243G0RINTTEFLCDIS3BD CiN: L24350K3 1T 9TEPLEDT 93R0
Plot 215 to 219, GIOC Induslriat Fstate Hegiam Certre. B Wing, 47 Fioos, Tosgy (T Park, tod 2 87 Heos,
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Worl), Mumbai - 300030, Appa Saheb Marathe Marg, -
C +9) 2546 272 872/ T84/ 303 /7RI 335 ¢ +01 2224822222 Prabhadevt, Mumbai ~ 300025,

€ jhcplpanoli@ijbpharma.com ¢ +9! 22 24395200/5500
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A. Metponigason Yac yrpHMyBaHHS TONOBHOIO MiKy HA XpOMATOrpami | m 24,
HOCHIKYBaHOrO po3uuHy Binnosigae yacy BEPX, Btanosinse
YTpHMYBaHHS iKY MeTpoHiTasony Ha xpomarorpami | ®.CLUA,
‘po3ynny crangapry (KinsxicHe BU3IHAUBHHS). <621>,
B. The retention time of the propylparahydroxybenzoate| cl. 2.B,
Propy|parahydroxybenz [ peak in the chromatogram obtained from the sample | HPLC,
oate solution corresponds to that in the chromatogram USP, <621> Complies
' obtained from the standard solution (Assay of
_propyIparahydroxybenzoate).
. | Yac yTpunsyBanHa NiKy n. 25,
Mponianaparizpoxcube | nponinnapariapoxcnbeH30aTy Ha XpoMaTorpa BEPX.
n3oar IOCHKYBEHOMO POIUHHY BiNNOBiNae vacy O.CLUA, —
YTpEMYBaHKA MKy NponiinapariapokcHGeH3oaty Ha| <621>
xpaoMarorpami posuniy cranaapty (Kinericue
BH3HAuCKHS nponinnapariapoxcuberzoary). _
3{pH 14.0-6.5 ' cl. 3, USP,
f <791> 4.86
H 4,0~ 6,5 n. 3, O:CLUA,
_P e ey 4,86
4 | Average weight of the | Average weight of the contents of the tube is not cl.4, Compiis
contents of the tube less than the labeled amount, USP, <755> P
Cepeaitn maca saicty | Cepeltia Macs BMiCTY Ty He MEHLIE 323 BACHONO m 4, Bianoskne
TyOu. SHAUCHNHS, D.CILUA,<755> ‘
5 | Related sahstance: cl. S.
2-methyl-5- Not more than 0.5 % HPLC, 0.00 %
nitroimidazole USP, <621>,
any individual impurity | Not more than 0.5 % 0.00 %
total impurities Not more than 1.0 % 0.00 %
Croponni aomiwxh: _ o3
2-MeTun-S-nitpo- He Sinvuie 0.3 % BEPX, 0,00 %
iminazoa. ] b.CUIA,
Gyup-sika inansinyaas- | He Ginsuie 0,5 % <621>, 0.00 %
na aomijmxa
| eymapni fomimika He Ginviue 1.0 % 0.00 %
6 | Nitrites \ For releuse: Not more than 50 ppm cl. 6, UV-
' For shelf-life: Not more-than 100 ppm absorption, 11.7 ppm
: : | USP, <851>
Hirpurn. Ha monenm gunyexy: ne 6insiue S0 ppim n 6 yo- :
Hpomazom mepsinp npudeamnmocmi; ne Sinvwe 100 | aGeopBuis, 11,7 ppm
ppm . O.CLHA,<851>

‘9 Fagtory:
CIN: 1 243%0MH I 226PLLOT Q38D

Piot 215 1p 218 . GIDC Induatrial Lstate

Pangli - 384 116, Bharuch, Gujaras.

9 Registered Citice:
CIN: £ 2435014 ) 3 76PLE0T 9380
Neelarn Savtie, '8 Weng, 47 Floor.

Hind Qycle Road. Wosli. Mumbai —~ 4G0030,

G +B1 2646272472/ 784/ 304 /T82 7335 ¢ +Y) 2% 24822722

& jbopl. panch@ibpharma com

9 Torporate Utfice:
CIN: LI 3G0MMTY P88 OO R3R0
Caienggy 11 Pock, Dt A5 Floor
Appa Saheb Marathe Masg,
Prabhaden, Mumbai ~ 400025,
L ¥ 1223338200 0500
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JEL:: ﬁm
7 | Assay of For release: 9.5 mg — 10.5.mg per 1 g of gel, ¢l 7,
metronidazole i.e. 95.0 - 105.0 % of the labeled amount. HPLC, 9.67 mg
For shelflife: 9.0 mg ~ 11.0 mg per | golgel, USP, <621> per 1 g of gel
i.e. 90.0 - 110.0 % of the labeled amount. 96.7 %.
Kinegiene Ha voseunt Gumycry, n7
FITITECTIHTE SR 9.5 mr - 0.5 Mr 8 | rremo, BEPX.
MerpoNinasony 70810 95.0.- 103.0% nia 3a1BAeHOT KinsKOCTI. O.CILA, 9,67 M1 o
JIpomacom mepminy npuoamnoci: <621> 8 | rrenwo i
9.0 mr~ 11.0Mr s | rreaio, 96,7 %
To0Te 90.0 - 110,0 % 8ia 3a181eH0T KiABKOCTI.

8 | Assay: 86.0 % - 120.0 % of the labeled amount of cl. 8 HPLC, 92.0%
propylparahydroxybien | propylparaliydroxybenzoate, i.e. 0.32 mg - 0.48 mg /| USP, <621> 0.37 ‘m; /
zoate 1 gofgel. 1 gofgel
Kinsxice susuavesus:| 80.0 % - 120.0-% ein sassnerol kitskocti n. 8 BEPX, ;

A N S 92,0 %
npoulanaparipokcnden | nponinnaparizpoxtndensoary, ®.CLIA, 0:37 Mr/
3087 10670 §.32 Mr —0.48 Mr/ | r remo. <621> D

Lrremo

9 | Microblological purity el 9 o
*Totalnerobic ¢ Not moré than 10* CFU/g Eu. Ph. Camplies
microbial count 2.6.12,2.6.13
(TAMC)

« Total combined yeasts | » Not more than 10 CFU/g Complies
and molds count
(TYMC)
Test for specified
microorganisms:
sStaphylococeus aureus | » Absentin ]l g Complies
o Psendomonas e Absentinl g Complies
aernginosa P
» Candide ulbicans * Absentinlg Complies
A
2 Baclory: ¥ Registéred Office. 9§ Corparate Office:
CIN: 1.24390MM1976PL 5018382 CIN: L2435 18765 £O19380 CIR: L7 3390RTH 1 576PL0L1 9380
Plot 2] 5‘10 219,600 Industnal Lsiae Heelan: Denwe, B Ving 47 Floos, Caargy 17 Park, Unit A, 57 Foar,
Pancoli 394 116, Sraruch, Gujaret. Hind Cycle Road. Warli, Mumbei - 450030, Appo Suheb Marathe Marg,
197 2046 272472/ 7847308 (T8I (435 < 487 2228822722 Prabisdevt, Mumbai - 400025,
& jbrpl panoli@ibpharma com L 491 32 M395200/5500

."‘ " Gt




. UNIQUE PHARMACEUTICAL LABORATORIES
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|

o He Gianwe uim 107 KYO/r -; :

Mmpoﬁlanunqna g .
MHCTOTA 2.6.12, 26]3
® 3aranblie HHCAO
aepobuux mikpo-
oprasismis (TAMC) . .
s 3arajssne HHCO ¢ He diasue vix. 10 KYO/r Bianosiaae
APIAAAORHX T2
naicenesux rpubin
{(TYMC)

| BunpoSysanus na
massricTs cneundivnux

Bianosinae

mikpooprauissis .. )

o Staphyvlacocciis aureus | » Bincyrwiii sl r Bianosinae

* Pseudomonas o Bincyruitis 1 r Bianosinae

aerugingsa B;‘ _

s Candida olbicans e Bigcymuiiis 1 r TGS

 Labefling: Should correspond tothe registered labelling. Complies
Mapxysanna: [ToBHHHO BLATIORINATH 3BPEECCTPOBAHOMY MAPKYBAHHIO. : Bianoeinae
Packaging: B Should correspond to the requirements of MQC. Complies :
Narysans: Moauuio sixnogigari sumoram MKA. ! Bianosinae
i

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality coutral anulysis, at the above mentioned site in full compliance with the
CMP requirements of the local Regulatory Authority and with the specification available in registration dossier,
Protocols of batch precessing, packaging and analysis records weré reviewed and found to be ln compliance with
GMP..I hereby confirm thut afl production stages for this batch of finished product were carrled oat in full campliance
with the requirements specified in the current GMP gujdelines upproved.by the Ministry of Health of Ukraine.

Iun 2 3aceiduyio, wio naeedenq. suwte ingopsiauin € docmosipitow mu mounoio. Lo cepivo npodyxyll Gyaa
SupobAEno (SKMOUAIONIL NAKYBINIMAPKYEANNA) Nt Rppgedeno Koninpods I akocmi Ha euiesasnasenil ol ¢
ndrite elonosionacmi 3 ewmozar GMP, ecmanoerenusn MiCKesuM PeyARMOPRUM OP2GHOM, @ muakodc lonosidno
do enequgpirauili, wo ‘mcmumbcn e peccripauiiinosty dacve, Ipomoxoiu éupobnuumea, nuxysanna ma atranisio
Byno nepeeasnymo ma scmanosaeny eidnosionicnmy, GMP. Luy nidmeepddcyio, we écl supobnudi cmaoil dar yiel
cepit zomoeol npodysuil Gyau 30tiicueni 8 nosniit slfdnagionoemi 3 BUMOAMI, JAINAUENIMU ¢ YHHAIA nacmanos] 3

GMP, samaepdoweniit Minicmepcmeom oxopotiu 300p06’s .VRpll)Im
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>/ I %
JIOKY MEHTIB '::
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9 Factory: 9 Registered Utfice: 9 Corporale Office:
CIN: L24300MIHT19TERLC0MG3ET CIN: LR4S9OMHTITHPLC0 538D CIN: L2460 S 78RLOGI 9380
ol 21510 219 G160 indusival Estate Neeiom Centre. 5" Wing, 4 Fhdee, Caprdy (7 Park, Linit A, 87 Slecr,
fanodi - 394 116, Bharuch, Sujaral. bind Uyeie Ros, Worll, Mumbat - 400038, Appa Sahely Marathe Maig.
L v 264627 4T 7 T8 S 204 FY8 335 L w0Y 2274827722 Prabliadevi. Muciba - 400525,

® jocpl.panoli@ibpharma.com L #9) 22 2439520075500
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CeprudiikaT Ne:

Name and position of person responsible for the analysis:
NMpisssnie va nocana ocode, wo Bianosiusc 33 aHunis:

Mr, A.P. SHAH

A, 1. Uiax

General Manager - QC
Kepisusisc - K51

Signature of person responsible for analysis:
Mianuc ocobu, Mo ianosiaac 3a ananis:

%

‘Name and position of person responsible for batch release: | Dr. Jitendra Fegade
Mpissne Ta nocana ocolu, Mo Bianosisac 33 Bunyek cepit: | Sy, Manager-QA

Ap. ‘Kurenapa ®eraae
Crapwnii kepisuunx-351

Signature of person responsible for batch relcase:
Tlinnwuce ocodn, 1o nianosiaac 3a Bunycw cepit:

Date of signature:
HNara nianucanusn:

" — o

29.02.2024
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¢ Faclory:
1N L2A380MB 19T HRLCO | e
Plot 21610 215 . GIGC ineustreal Lsiate
Panoli - 394 116, 8hanich, Gujarat.

¢ Registecad Office;
CiN: | 230004410755 :
sepeiaw: Centre, 8 Wing, 47 Floor,
Hing Cyole Road. Waili, Mumbai - 400050,

LSS 2048 272 AT: 186/ 304 /TRI S A3F C +91 2% SARITZZZ

& bopl panoligbpharna.com

¢ Corporate Office:

\pnoeiaa
g\ - s, i

TN 22 F3MP VST 6IU00 9380
ark. Unif A 87 Floor
Lpps Sudb arathe Marg.
Prabhadevi, Mumbac - 400025,
91 22 2435820075500
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