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QUALITY CERTIFICATE! CEPTHOIKAT AKOCTI Mo 10FP23003593

Product name/ | METROGYL DENTA®/ ' Pharmaceutieal form/ Gel for gums /

aitasrenymas nponyrry: METPOT LI IEHTA®  Jlixapeuxa dopua: [enw ans scen

1 g ol gel contains / | ¢ remo micTiTs: Metronidazole Benzoate 16 mg re-caleulated on Metronidazole 10 mg /
Strength/ Cusia  Merponizasony Geioary 16 My, y nepepaxysanni na Merponigaton 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg

aiv re-caleulated on Chlorhexidine Gluconate 0.5 mg / Posunn Xnoprexennuuy Mmoxouaty (20%) 2,5 s, ¥ riepepaxysaniti na
Xnoprexesumny Dinokonar 0,5
MAA number/ nostep P.11.: UA/2871/01/01 Manufacturer license/Jlinensia supoBinika; Gf1573

Production site name and  Unique Pharmaceutical Laboratories/ "10nix Dapmaceiorikan JlaBopatopiz” (a division of I.B. Chemicals &
locatton/ Halimenysanust ra  Pharmaceuticals Lid./ (uiminens dipsr “Ic. B. Kenixans enn Mapmaceotukanz Jita.'™) Plot No. 304-308,

aticiesnaxenRenig G.LD.C. Industrial Area, City: Panoli — 394 116, Dist; Bharueh, Indin/ Hinauga N 304-308, Mxi. Adt. J1i. Ci.
Aissmn: Tnacrpian Epia, Micro Masoni - 394 116, oxpyr Bxapyx, Innia
Manufacturing country/ i Tuai Package size and type/ Pormip 20 gin tube; 1 tube in carton pack /20y
HNepsease supoGumi: India/ Tuais TO THII AAKYBAIHA: Ty6i; no 1 Ty6i y xapromuiit xopobui

‘ CONSUINETS units/

Batch Number/ Honep cepit: PGF1681023 " Quantity/ Poanip cepii: 24480 .

Specification number/

N Crieundriranii; FPIS06392/UKN ' Expity date/ 2026 2
Tepwmin npuaarisocri: year/ month/
pik sicats
2 2
Date of Manufacture/ 2023 o]x?w dlu; ; Date of batch release®/ ig;j mw d‘;:: /
. . yeur m . . . e mon| {
Asta supobnnursa: pi sticai net Jlara Bunycky cepitds pik wicni et
Test/ Teer Specification/ Criennrdixanis Result/ Peaynwrar
1.Description/ Oune White to of( white opalescent smooth gel / Tiniii aBo Maitie Ginvii onazecLenTH M™ Rk Cornply/
rens Binnousinac

ZXdentification/ Inentudpinania

AJThe retention time of peak of metronidazole in the chroniatogram of sample solution must
correspond 1o the retention time of peak of metronidazole in the chromatogram of the standurd
solution (Quantitative determination}/ Usc yrpumysanss nixy MCTPOHInA3OMY 118
XPOMATOFPAME PO3UIHY IPa3Ny NORUNCH BINNOBIAATH vacy YTPUMYBAHHA iKY MCTpaRigazoy
1A xpoyarorpavi cragnaprioro posumiy (Kinekicne nuanavening)

5) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
orrespond to the retention time of peak of chlorhexidine in the chromatogram of the standard
solution (Quantitative determination) / Usc yrpusiysanss niky sioprexcumiy na ?Oml’_')"’
XPOMATOIPAM POIIHILY IpazKy NOBHHEIT BIATOBIRATI MACY YTRUMYBAHIIS TTHKY XNOPreRcHANNIY Bimosinae
Ha Xpusarrorpasi crannaprioro posuwpiy {Gnuxicne sussaverns)

2.1.Metronidazole/

Comply/
Metponinazon

Bianoninae

2.2.Chiorhexidine/
Xnoprexeuiun

3.p11 {10% aqueous

suspension)/pH (10% 3.0-7.0 6.6
Bo/IRNA cYTrien3is)

d4.Minintum tube £ll/ Average inlex for a tube filling must be not less than is stated ir the label, Each of 10 wbes

Mintimpshrie ianosstenss  itling should be not Jess than 90% ofstated in the Jaboej { Cepennc JHaMEHIIN ARR HANORREHHS 205 of ¢
Ty6n (19 tubes /7 19 Ty6) Ty8i nonuino GyTH HE MCHIE Bijl 3A3MMESHOTD Ha eThkeTwd. Hanosuenss kool ia 10 TYG s

om0 ckranaTth ne menrie 90% pix sanaveioro ua erHrerwi
5. Related substances! Cuopipneni CIOAYKIL
2-methyl-3-nitroimidazole / 2-

. Not more than ¢ He Ginee nix 0.5% ' <0.19
Metna 5-ni1poininuaon 1 more t il 0.5% 0.1%
Metroniduzoie/Merponinazon Not more than / He Sinswe nix 2,0% 0.2 %
Benzoic acid f Benzofing . . .

KHCOT ot more than / He Ginewe nix 2.0% <01 %

Any other unidentified

fmpurity / Byas-sxka inma Not more than / He Ginstte niw 0.5% <01 %
neigersironana romimka

Total other unidentilied

impurity/Cysta imines Not more then / He Ginstie nin 1.0%

<0.1%
ucizenTidikosauny nomiwox
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QUALITY CERT[F[CA’I‘E:‘; CEPTH®IKAT SIKOCTI Me 10FP23003593

IETROGYL DENTA®/ Batcl ber/ Elome n
Product name/Hafimenysmnt npopyiry: ;::E;;}ggt; JLFHITJ\%QD c:pici"l Number/ Homep PGF1681023
2023 10 n 2026 9

Date of Manufacture/
Hava supebuingrsa:

Expiry Date/ Tepatin ,
yc.m-l m.onlh!' day/ . upnAATIOCTE year/ mf)nlh!
pix MicHIh nene pix Micsts

Test/ Teer ‘ Specifiestion / Crenudikauis Result / PesvanTar

6.Content of Nitrite/ Baicr

R - Not more than 30 ppm / He Ginswe nin 50 ppm 9.4 ppm
nirpuriz
T.Assay/ Kinnkicne siuaueris
7.1.Metronidazole Benzoate (eq. to .
Mcl:'onid:vnlc) I Metponi na:saiy 95.0% to 105.0% of the labelled amount, i.c 9.5 mg/g - 10.5 mg/g / 2.9 mgfg/mr/r
Beu3oar (exaiBnCITHO 95,0% - 105,6% nia xinbxocti, 3a3nauenof ua erxernd, To6to 9,5 - 10,5
serpoitizaseay) Y 98.9 %

95.0% to 110.0% of the lahelled amount, i.¢ 0.475 - 0.550 mg/g /

3 veng]ine .
7:2.Chlorhexedine Gluconate / 95,0% - 110,0% sin kinkkocri, 3asnanenol ua erukerid, To6to 0,475 — 0,550

KnopresciRuiy rIoKoHaT

0.516 mg/g / mrfr

Mrfe 103.2 %
8. Microbiologica! purity/ MikpoGionorisuen wierera
Tortal Aerobic Microhial Count (TAMC)/3aransia . . .
KiLKicTs acpoGix ikpooprasiasin (TAMC) Not moreithan 10° CFU/ g/ He Gimnue 10° KYO /¢ <20 CFU/g/ XYOIr
Total Combined Yeasts and Moutds Count (FYMC) / ' .
Jaranena klthwicrs apixakosnx Ta nricuanux rpubis Not more'than 10' CFU/ g/ He Ginsure 10 KYO /1 <10 CFU/g/ KYOIr
(TYMC)
Pseudomonas aeruginosa Absentin 1 g/ Biacytnicrn s Ir Comply/ Binnoainac
Staphylococeus aureus Absentin I g/ Bigcytniets B It Comply/ Binnosinac

Comments / Koxenmepi

Accepted/ Mpnituaro ‘

There is more deeimals inside Luboratery Information Management System data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a rezson for minor difference in corresponding values,
Lbopmaniiiina crerema naGoparopii (LIMS) noxasye GiNLLG ICCATRORNX 3HAKIS, | TIMBKA AeAKi 3 HHX BigoBpanceni B ceprubixati nxocti sty
Ta a%n any kinsxicioro susiaucig Xnoprekcenuy rmoronary), Came Ue € OPHUHNOI0 HCIHAMHHX HIXHACHL Y BUINOBIAIHN 3HavcInax,

Certification statement / 3anna npo cepTidixanio:

| hereby certify that the above information is authentic and aceurate. This batch of product has been manufactured, including packaging/lahelling
and quality control a the above mentioned site(s) in-fudl compliance with the GMP requiremens of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing counlrfy. The bateh processing, packaging and analysis records were reviewed and
[ound 10 be in compliance with GMP. / Lis 2 3acBiiy10, WO HARCALIA BIIE indopMaLin ¢ HOCTOBipHOI0 Ta Tororo, Lo coplio nposyrcuii Syio
BHPOGICHO, BRIIOMAFOMH NAKYBAHNR T MAPKYBAHA TA APOBE/ICHO ROHTPONE 17 ikoeTi Ha niuesasHasesid pinnanwi v nosuill sianosixnocti 3
BEMOraMI GMP, ReTanonnerust MICIICBHM PeryRaTOpIM ORFMIOM, A TAKO:K BEANORIAHO A0 crewsdikaniH, Wo Micvsries y peceTpauilinosy
a0CLe Rpaitu-immoprrepa, TpoTokonss nipoGuuuTaa, fakysauia Ta ahanizis Gyno NeperisHyTo TA BCTRHOBACHO BLANOsiIHCTL Buvoray GMP,

* Date of bateh release is a date when specitic batch was certified in full compliance with the GMP requirernents and electronieally signed for

approval by Qualified Person at validated computerized system of production site /lara Biiycky cepil - nara xony nana cepis Gyna cepravixonatia

1 nosnil sianosinocTi o oinor HBIT Ta anraepasxera Yoosionakenon Ocoboio LWIAXOM EEKTPOHHOFO HANKCY B Bastifosanill koM ioTepuiil
CicTeM] BHPOGIIMOT Alabunui,

** The date, next 1o handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /flata Ging pytioro Nigmuey - IaTa, koax aneposa Bepeia cepridikary Oyna posapyxopana Ta (ijnncana
Yiuonsonakenotn ocoboio y sinnosiarocTi o pisor Haneskuoi Mpawritku Horysteutynanns. e o

Dy JTix o RLumpe - 2.8 l 61213 /.

Qualified Person name/ Iar's ¥ nositosascniol Signature/ Mitnue  Date**/Mara** " Starhp/U}rasn
Qcobs Ty




