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Unique Pharmacentical Laboratories

(ww Division of I, B. Chemicals & Pharmacenticals Lid) TV-TMP-01515 v.]
% QUALITY CERTIFICATE/ CEPTHDIKAT SIKOCTT Mo 15FP20000621
Product name/ HEXORAL® LORSEPT WITH ORANGE FLAVOR /
Halivenysanus I'ERCOPAJI® JIOPCEINT 31 CMAKOM ATIETLCHHA

. 1 lozenge containts: amylmetacreso) 0.6 mg; 24 - dichlorobenzyl aleohol 1,2 mg/
Strength/ Cina aii: I nvonssine mictiy: aniaeTakpesony 0,6 wr, eaupty 2,4 - nuxnopSensunonoro 1,2 yr

i / Hos M: i - i JIi i
MAA nltl]llube!/“D\lep. UA2173/01/01 I ’I'lmifwcturel license/ Jiuensis DD/367
Peectpauiiinore Moeniguerni: BHpofHnKa
Unique Pharmaceutical Laboratories (a Division of ).B. Chemicals & Pharmaceuticals Lid) Survey No

Production site name and 10172 & 102/1, Daman Indusirial estate, Ajrport Roa Village Kadaiya, Daman 396 210, lndia/ [0mi

location/ Haiistenynanns ta

HiCUeIRAXONenHS Alnsricn: Ne 101/2 ta 102/1, Mamay Innacrpian Ecreiir, Efipnopr Poay, ceno Kanaiin, JTavau - 396 27 0, Tuain

Manufacturing country/lepacapa

1poGt India/Tugin Pharmaceutical form/ Jirvapeska dopua Lozenges/ITeonsmimia

BHPoBHK:

Bateh Number/ Homep cepii: KOL20001 Quantity / Kinpricrs: 82090 consumers units / cnox, s,

Specification number/Homep Creunpirauii; FP/505945/0A

Date of Manufacture/ 2020 ] 19 Date of batch release®/ 2020 6 11

data BHPOGHIGTBA; year/pix month/ day/nens Hara BUNYCKY cepii*: year/pix month/ day/nent
MicAik MicIs

Package size and type/ 4 lozenges in the strip, 4 stips in the cardboard package/ 1o 4 nuopsmen Y ¢1puri, no 4 crprmy y

Po3mip ra i HAKYBAHRA: KapPTOHHIT kopobuj

Lxpiry Date/ 2024 4

Tepmin apugaruocti year/pix  month/aicsuy,

Test/ Tecr Specification/ Cne Ihiranis Result/Pesvantar
dest/ Tecr p ipikay Aesuli/esyaprar

I, NIRRT S Orange coloured round biconvex lozenges having orange flavour / Kpyrni, neoomyrri LOJAHIKH
Description/ Ome :
seriphio ! OPamKCBOTO KONBOPY 31 cMakon anefsciua i

2.Identification/ FpeHTm{)imuin :

Retention time of peak of 2, 4-dichIorobenzy] alcohol in the chromatogram of assay preparation
corresponds to that of the peak obtained in the chromatogram of standard Preparation / Yac
YTPUMYBaKILT nika coupry 2.4-minanopGensinrosoro Ha xpomarorpami HOCTimIyBaHOrO posuiy y
Binnosizac uacy YTPHMYBAHKA Mika crypry 2,4-mixnopGensunosorg HA XpOMaTOrpami

2,4-diohlorobcnzy1
alcohol / enupr 2,4-

uxnopBensnnonuii
. P CTAHJAPTHOTO poaunmy
Retention time of peak of amylmetacreso] in the chromatogram of Assay preparation corresponds
to that of the peak in the chromatogram of standard preparation/ Yac YTPHMYBauus njicy
amylmetacresol / ainveracpesony wa XpOMaTorpami Jociiukysanoro PO3UHIY, Bimnosinae wacy YTPHMYBaHHs Complv/Bi ;
; . G ; inno
BMINIMETAKpe30s [ka amlIvMeTakpesony na Xpomarorpami cTauRaprHoro posHiny omply/Sinnozinae

Maximum absorption standard solulion and test solution oceurs at a wavelength of ahout 484 nm

£ 10 nm. Maximum test solution must not deviate by + 5 nm from the maximum standard

selution/Marcinyns rorn HIAHHA D CTAHAAPTHOMY O34 Ta AOCHIKYBAHOMY posuiyi

CrocTepiracrscy NPH JIOBIXHHI XB1iA] npubnnsto 484 uy + 10 M. Makemnyn JocnimiyBatoro Complyﬁ%innomzxae
POSHHIEY He NoBiHeH BimxninTues Ha + 5 HM BII MaKCHMyMy CTAHAPTHOIO posumHy

sunset yellow/
MOBTHI 3axiy

3. Average mass/

Cepenns maca 2.58/T +5% 2.5 g/r

Not more than two of the individual masses can deviate from the average mass by more than 10%
4.Uniformity of Mass and none can deviate from ihe average mass by more than 20 % / He Gineue nizg 2
/ Onnopimuicrs MACI {HAUBINYanLHi MacH MOXYTE BiaxumsTicy BI){ cepenunof Maci Ginble, win ia 10 9 i ogHa

InpuBizyantna maca ue MOME BIAXHIITHCY BiNt cepe Lol Macy Ginsue, uix na 20%
SUCA;~ .

Comply/Bimnosiae

DapmackioTHran HNaBoparopis (sianinenns (ipau "I, B, Kentixans eHN DapuMackioTHRam Jrra"y Oxepyr

Comply/Binmopinae

Cornply/Bi,uﬁoBi;:ae
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QUALITY CERTIFICATE/ CEPTII®] KAT AKOCTI Mo 15FP20000621
Product name/ Haiinenysanus  HEXORAL® LORSEPT WITH ORANGE FLAVOR/

NPOAYKRTY: TFEKCOPAJI® JIOPCENT 31 CMAKOM ATIEALCHHA
Bateh Number/ Hontep cepii: KOL20001
Date of Manufacture/ 2020 5 19 Expiry Date/ 2024 4
Jata pupobuiurea: year/pix montly dayinens  Tepmin npugatiocri year/pis montly
Micain Micsas
Package size and type/ 4 lozenges in the strip, 4 strips in the cardboard package/ no 4 nwomstuny ¥ erpuni, no 4 crpum y
Posmip Ta Tun narysanus: Kapronniii Kopoduj
Test / Teer Specifieation / Creurrdiranis Resuli / PesyvawpTar
S.Assay / Kinbriche snsnavenns
2,4-dichlorobenzy] aleohol / COupT 2,4- 1.14-1.26 mg/lozenge, 95.0 % - 105.0 % of the labeled 97.4%
muxnoplensunonit amount/1,14 - 1,26 MI/IBOLstHIK, 95,0% - 105,0% Bin

L17 mg/lozenge/
MI/TBOATHIK
amyimetacresol / aninmeraxpeson 0.57 - 0.63 mg/lozenge, 95.0 % - 105.0 % of the labeled 99.4%
amount/ 0,57 - 0,63 MI/ALOZNIHK, 95,0% - 105,0% sin
3aABICHOT KiNbkocT]

3asIBNEHOT KiNbKOCT]

0.6 mg/lozenge/
MI/bOSIHIK

6. Microbiological purity/ MikpoGionoriuna unerora

Total Aerobic Microbial Count

(TAMC)/3aransua xinpxicrs, aepobHIK Not more than 100 cfu / g/ He Binpiwe 100 kyo /¢ <10 efi/g /iyolr

Mikpoopraniauis (TAMC)

Total Combined Yeasts and Moulds Count

(TYMC)/ 3aransua xinexicrs apinmropi ta Not more than 10 cfu/ g / He inpiwe 10 Kkyo/r <10 cfu/g fxyolr
TCISIBIX rpHGin (TYMC)

Pseudomonas aeruginosa Absentin 1 g /Bizcyruicrs b 1r Comply/Binnoninae
Staphylococeus aureus Absentin I g / Bigcyruicrs s Ir Comply/Bixnosigae
7Impurity amylmetacresol /Moniurica No moere than 0.5% of the dec]a;‘cd quantity amylmetacresol/ .
AMIIMETAKRPEIONY - m-cresol/ M-KDe30 He Ginsue 0,5 % sin 3anenenof Kisrocri aMimMerakpesosny <0,1%
Comments / K orenmapi; Accepted/TIpmiiusto

* Date of batch release is a date wher specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site /[Tara BHIyciy cepif - jjata xosm yana cepin Gyna
ceprHpixosana B noanii BiANOBiNHOCTI 10 Bivor HBIT Ta sarseprena Ynossonakenoio Ocooro LILINOM €EKTPOHHOTO niAnncy B
BaNifoBaHi KOMITIOTEpHIH clereni BUPOGHHYO! minshmi,

** The date, next to handwritien signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /Hata 6inx pyasoro WAMHCY - AATA, KoM Tineposa pepeist cepruginary Oyna poazpykosana ta nigmicana
Ynosnosaxenon ocoboio Y BIINOBiAHOCT] 20 BrmMor Hanexenoi Ipawri Hoxymentysanrms,

Certification statement / 3aana npo cepridirauiio:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling
and quality control at the above mentioned site(s) in ful] compliance with the GNP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch Pprocessing, packaging and anal ¥sis records were reviewed and
found to be in compliance with GMP,

Tl 51 3acninuyio, mo HaBejiena Bile indopmarnin € JOCTOBIPHOIO T2 ToYHOIO, o cepito npoayiuii Gyno BRpoGneHo, BIUNOYAI0YH TIaKYBAHHS
14 MAPICYBAHHI TA NPOBE/ACHO KOWTPONE 1i AkoCT] Ha BHILEIa3HAYeHIH Niteimni v noswif BinnoBigHOCT 3 BuMoramy GMP, Beranopieny
MICLEBHM perynsTopuing OpraHoM, a Takosx BILNGBiAHO oo cneundixaniit, mo MicTaThes peecTpauifinonmy gocre Kkpaits-iMnoprepa.

Tporoxo BHPOGHAUTBA, NAKYDAUHA Ta aHanisis Syno NEPErILHYTO T4 BCTAHORT HO Bi;mguip,ﬁgprb BuUMoran GMP,

P’)Nﬁubb&gr\?fkkﬂi/ " //’// ii[oc/wa
Qualified Person Name/ i i o\ el Date**/[Tara*+
Ist's Yoosuosaskenor Oco6n




