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IEPKJIKCITYKBA
AEPAKABHA CIIYKBA 3 JIKAPCHKHAX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCBKIN OBJIACTI

npocnext Banepis JloGanosckkoro, 51, m. Kuig, 03110, ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox €PIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy JikapcbKoro 3acoly

10.05.2019 Ne 19475/19/1011

T'EKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHOT CMOPOJIVTHA
(HaliMeHyBaHHA TIKapCLKOro 3ac06Y 3riaHe 3 peecTpauifiHuM NoCBiTyenHaM)
JAbOAAHAKY N0 4 ALOAAHUKY B CTPHILi; N0 2 CTPHIH Y KapToHHI# xopodui
(hopma BuTyCKY. AO3YRaHHA, BUI NIaKyBaHHg Jikapchxoro 3acoby)

Homep peectpaniitroro nocsimuenns UA/2176/01/01 crpox aii peectpajiivoro nocsimuenns 29.12.2019

Cepisa nixapcrxoro saco6y Ne KBL19001 Kimsxicts BBE3eHOrO NiKaperkoro saco6y 165600
Biebii IO0nix ®apmaceroruxan Jla6opatopis (Bimminenns ¢ipmu "JIx. B.
Kemikans enn ®apmachioTrkans JItn."), Innis
(maliMeHyBaHHs BUPOGHMKA JiKapobkoro 3acoby, KpaiHa IOXOMKEHHS)

BBeseno B Vipaiay ToBapncrro 3 06mexenoro sinnosinaapnicrio " Mxoncon i Jxoncon

Vkpaina', inenr. xon: 35893512
(ualivenyBanHs Ta koxt 3a €JIPTIOY 1opuaudHoi oco6u ab0 npizBMILe, IM'S. 0 6aTHKOB biznunol

0cobu - mianpuemiis, 1 MicHe HPOKMBAHNA Ta peecTpaniiHui HOMep 06,1iK0BOT KApTKH [1IaTHUKA
NoAAaTKiB abo cepis Ta HOMEp nacnopTa)

Iporoxon pisyansuore xeutpomo rin 28.03.2019 N 1063/6.

3a pesynsTaTaMM NEPKABHOTO KOHTPONIO BCTAHOBNEHO, INO JiKAapchkuil 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHAM sUMOr 3aKOHOLABCTBA IIO/I0 3a6e3MeMeHHs AKOCT] JKAPCHKUX 3aC0GiB.
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Unigue Pharmacentical Luboratories 172
(a Division of J. B. Chemiculs & Pharmacenticals Ltd) TV-TMP-01007 v.3
QUALITY CERTIFICATE/ CEPTHOIKAT SIKOCTI N 1SFP19000072

Product name/ HEXORAL® LORSEPT WITH BLACKCURRANT FLAVOR / %
Haitmenysanus TEKCOPAJI® JIOPCEIIT 31 CMAKOM YOPHO! CMOPOAMHH

Strength/ Cuma pii: 1 lozenge containts: amylmetacresol 0,6 mg; 2,4 - dichlorobenzyl alcohel 1,2 mg/
1 neopsmHIK MicTives: aminMeraxpesony 0,6 mr, cimpty 2,4 - guxnopGenaiosoro 1,2 Mr

MAA number/ nonmep UA/2176/01/01 Manufacturer license/figeusis DD/367

il'.o-ﬂ!wﬁ(m site name and Unique Pharmaceutical Laboratories (a Division of 1. Chemicals & Pharmaceuticals Ltd) Survey Mo 10172 &
location/ Haiinesrysanust 102/1, Daman Industrial estate, Airport Road, Village Kadaiya, Daman 396 210, India/ IOmix apmacsIOTHKAN
Ta micuesnaxomienna  JlaGoparopis (siguineunn dipmu " x. B, Kemixans enx Dapmackiotaican JITA.") Oxpyr Ne 101/2 1a 102/1, Jlamau

Alnsnen: Ingactpian Ecreiir, Blipnopr Poan, ceno Kanaity, Hama - 396 210, Inain
Manufacturing country/Hepmasa pupofume:  India/luxin  Pharmaceutical form/ Jlikapesiea hopma Lozenges/JTsonsuuu
Batch Number/ Homep cepif: KBLI19001 Quantity / Kinniicrsn: 166010  consumers units / coxc, yn.
Specification number/Homep Crenndicanii:  FP/505012/UA
Date of Manufacture/ 2019 i 4 Date of bateh relense®/ 5016 5 : ‘
aTa nupoSHHITEAL nyeciy cepii*:
X L H year/pix wonth/ day/neus i Biiryciey s s year/pix month/ day/neus
Micans MicHUL
Package size and type/ 4 lozenges in the strip, 2 strips in the cardboard package/ o 4 mvopsmukia y erpuni, no 2 ctpums y
Poamip T Tnn naxysanun: kapronnilt kopoBui
Expiry Date/ 2022 12
Tepmin npuparoceri year/pix  month/micane
Test/ Teer Specification/ Coeundivanis Result/ Pesynntar
1.Deseription/ Onue  Violet coloured round biconvex lozenges having blackcurrant flavour / Kpyrsi, neoonyxai /B B
SBOAIRIKY (HIONETOBOrO KONEOPY 3] CMAKOM YOPHOT CMOPOLHHK Comply/Binrioninae

2Jdentifieation/ Lnewrudicauis

2,4-dichlorobenzyl  Retention time of peak of 2, 4-dichlorobenzy! alcohol in the chromatogram of assay preparation

alechol / coupr 2,4+ corresponds to that of the peak obtained in the chromatogram of standard preparation / Uac

AHXNOPOSHIMNOBIGE  yTPUMYBAHHS NiKa CNpPTY 2,4- MXIIOPGEH3HIIOBOTO A Apomarorpaml Focnizkysanoro poay Comply/Binnoinae
BIZANOBIAAE YACY YTPIMYBAHILI KA CIHpTY 2,4-1uxnopBensiinonoro ya Xxpomarorpami
CTAHAAPTHOTO POIUMHY

amylmetacresol / Retention time of peak of amylmetacresol in the chromatogram of assay preparation corresponds

aminMeTakpeson to that of the peak in the chromatogram of standard preparation/ Hac YTPUMYRauHs wiky . .
amMilMCTaKpE3ONY 1a XpOMaTOrpami AOCHimIYBaHOTo poswimy, Bianopifae uacy yrpinypauss Comply/Binnoninae
Tiika AMiNMETAKPEIONY HA XPOMATOTPAMI CTAHAAPTHOIO poFuy

carmoisine and Maximum absorption standard solution and test solution occurs at a wavelength of about 518 nm

brilliant + 10 nm for dye carmoisine and at a length of approximately 630 nm + 10 nm or the dys brilliant

bius/xapmoiann Ta blue. Maximum height of the test solution must not deviate by 5 nm from the maximum od

miamaronuli cumiif  standard solution/Maxkcrnym nOrTHRANIS B CTEHAAPTHOMY PO Ta HROCHIZACYBAHOMY . .
po34ui cocTepiracTbeA NpH KOBKHHI XBini nprGauano 518 um = 10 uyM s Gappuia Comply/Binnopinae
kapmMoiauHy Ta npi gosxumi npubiucsso 630 uM & 10 ana Gapauuxa JAMAHTOROIO CHILOIO,
Makcsmys niky JOCHIZOCYBAHOTO PO3UNY He HOBHHEH BIAXIIATHCS Ha £ 5 1M Big MBKCHMYMY
CTARABPTHOrO POIYHHY

3. Average mass/

Cepenun maca 25glr £3% 2.5ghr

4.Uniformity of Mass Not more than two of the individual masses can deviate from the average mass by more than 10%
/ Opuopiguicrs macn and none can deviate from the average mass by more than 20 % / He Ginsime i 2 Comply/Bi :
IHAHBIRyANDbH] MACH MOXCYTE BiXIUIATICT BiJ CEPEAHEOT MACH 6inniue, uix #a 10 % i woana OHipREU OB e
iwnuBigyansna Maca ne Moxe Bimxurses sin cepeansol Macy Ginsme, nix na 20%
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Unigue Pharmacentical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmacenwticals Ltd)  TV_TMP-01007 v.3

: QUALITY CERTIFICATE/ CEPTHMIKAT AKOCTI N 15FP19000072
Product name/ Haitmenysanng  HEXORAL® LORSEPT WITH BLACKCURRANT FLAVOR /

HpOAYKTY: TEKCOPAJI® JIOPCEIIT 31 CMAXOM YOPHOI CMOPONITHH
Batch Number/ Homep cepil: KBL19001
Date of Manufacture/ Date of batch release®/
JaTa supobunursa: 2019 t 4 Jiata sunycicy cepit®s 2018 9 4
year/pix month/ dayineus year/pic  month/  day/nens

MICAUE MICHIE
Test / Teer Specification / Crergydivcania Result / Peavanrar
5.Assay / Kinsricue susnnyenud
2,4-dichlorobenzyl alcohol / cnupt 2,4~ 1.14 - 1.26 mg/lozenge, 95.0 % - 105.0 % of the labeled 103.4%
aspoiopGensionii amount/1,14 — 1,26 mv/swopanux, 95,0% - 105,0% sig

1.24 mgflozenge/
MI/NBOHSETC
amylmetaciesol / aminmerarpeson 0.57 - 0.63 mg/lozenge, 95.0 % - 105.0 % of the labeled 99.1%

amount/ 0,57 — 0,63 mr/meopnux, 95,0% - 105,0% pix 0.59 mgflozenge/
Jananenol Kinsxocri

3AABNIEHOT KifsKoCTi

MI/REORAIIK
6, Microbislogical purity/ MirpoGiosoriuaa uncrora
Total Aerobic Microbial Count
(TAMC)/3aransin xinsiicrs acpobunx Not mere than 100 cfu / g / He 6inzre 100 kyo /¢ 10
mixpoopranismis (TAMC)
Total Combined Yeasts and Moulds Count
(TYMC)/ 3arastna winsxicrs Apiicionix Ta Not more than 10 cfu/ g / He Gineie 10 kyo /T <10
mreussux rpubis (TYMC)
Pseudomonas acruginosa Absent in 1 g / Bincyrnicron Ir Comply/Binnosinae
Staphylococcus aureus Absent in 1 g / Bigcyrnicts 8 Ir Comply/Bignosigae
7Jmpurity amylmetacreso! /Jomiunca No more than 0.5% of the declared quantity amylmetacresol/He
amiaMerarpesony - m-cresol/ m-xwpesos -Ginsme 0,5 % nin sagsnenol kinskoci aMinmerakpesony b
Comments / Komenmapi: Accepted/TIpniinsro

Certification statement / 3asna npo cepridicanio:

I hereby certify that the above information is authentie and accurate. This batch of product has been manufactured, including packaging/isbelling
and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the

specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Tusm n secuipryio, o HapelieHa BuIe indopManis € nocTobipHOIO Ta Tounoto. I{io cepito npopyiaii 6yno BHPOGREHO, RIGUOUAIOTI HaKYRAHHS
"t MApKYRAHILE T4 TPOBEREHO KOHTPONS 1T Arocti Ha RunesasHatenili Aimsnuui y nosuiif pinnosiauocti 3 sumoramu GMP, neranoBmernmy
MICI[EBUM PEryATOPHIM OPraHOM, A Takodc Bifriopiauo Ko cneudixaniii, 1o MicTaTEea Y peccTpattiiinoMy focke kpatun-iMmoprepa,
lporokony BUpoBHHITRE, TAKYBANIL T8 auanisis 6yNo nepernanyTo T@ BCTAHOBIEHO BignoninHicTs BunMoram GMP,

* Date of batch release is & date when 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 /Ilara sunycky cepii - nara xom naus cepis 6yna

ceprudivonana 8 nonuili sinmosimiocti no numor HBIT 1a aatseppxena Ynosnonmxenoto Ocobo1o WATKOM eXSKTPOHHOTO HIATHCY B
paninospHill komu'iorepniil cucremi BupoGHmUOY AlNEHULE.

** The date, next to handwritten signature sliows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP* /[ata Gins pyunoro nignney - gata, xouu nanepopa sepcin cepradixaty Gysia posapyxonatia Ta nigmicana
Vrosuosaxerowo ocoboto y signosianocti xo vimvor Hanexarol Hparruxi JoKyMenTynaii,

Umeah Wange 04_\01.\ 19 w tareqer - QA

QP Name / I’z YO Date**/[lara** Signature/[Hzmuc

Position/TTocana
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