Saneca

Pharmaceuticals

Canexa Gapmaceromicains a, ¢, Himpancoxa 100, 92027
Frozoeews, Crosausica Pecnybuira

Sanecu Phavimacenticals a. 5., Nitrianska 100,
92027 Hlohovece, Slovak Republic

BATCH CERTIFICATE No. / CEPTH®GIKAT CEPH Ne 23/6052 - 03Y033A

Product name, dosage form / Hassa
Jikapeproro sacoly, sikapebra
opma:

Strength/Potency / Custa uiv/
WCTHBHICTS!

Package size and type / Posmip ra tan
HAKYRQHHN:

Batch number / Homep cepii:

Manufacturing date / Jlara
BHPOOHMITIBA:

Registration certificate / Peccrpaniiine
TOCRIICRN:

Manufactaring license / Jliuesnsis na
BHPOGHMIITBO:

Certificate of GMP compliance and its
expiry dale / Cepradixar
sinmosiocti GMP ra crpox i
cepradirary:

The product was manufactured and
tested / Jlicapenwii 3aciG supoGacno
Ta HPOKOHTPOIBLOBANO:

Quality controf according to /
Konrpons sikocri ninnosinno Jo:

PHARYSIL, orodispersible tablets with lemen flavour, 10 tablets in a blister, 2 blisters
in a carton box / GAPHCLI, rabiaerin Juist poseMorTYBANGS 31 CMaKoM Jumony, no 10
Tadaeron y Gaicrepi, no 2 Gaievepu B nauui 3 xaprony

{ tablet contains: 5 mg chlorhexidine dihydrochloride, 5 mg benzocaine / 1 Tabneria micrirs:
Xhoprexcummy puriapoxnopuny § mr, Genzoxaluy 5 Mr

No, 20 (10 x 2) in a blister / Ne 20 (10 x 2) y Gaicrepi

Batc ity, packs / Kiabxicte 8
Batch quantity, packs / Kiabkic 209

03Y033A k
cepit, ym

05.09.2023 08/2025

Expiry date / Hpuarnnit go:

No. UA/12844/01/01, Order of MoH of Ukraine No. 521 of 21.03.2018 / Ne UA/12844/01/01 naxas MO3
Yxepaime Ne 821 nin 21.03.2018 p.

No. V-15/2022 / Na V-15/2022

Certificate No, SKAZTV/2022 valid till 20.10.2025 / Cepradirar Ne SK/027V/2022 ne 20.10.2025 p.

Saneca Pharmaceuticals a. s., Nitrianska 100, 92027 Hlohovee, Slovak Republic / Canera
Dapmackrorikaim a, ¢, Hirpsacoka 100, 92027 Nioronens, Cirosanpra PecnyGiixa

QCM MP to RC No, UA /12844/01/01 with changes / MICSE JI3 o PEENe UA /12844/01/01 30 sminany

No Tests / Floxazung

Permissible limits / Jonmyerami meaci Result / Pesyswrar

I |Description / Onue

Yellowish-white, round, bevelled-edge, one side scored tablots/
HKosrysaro-Giani rabuericn, kpyrii, 31 CKOWEHMM KPAEM Ta 3 PHCKOIO Ha
ol cropoi

Complies / Binnosinac

mass / Cepejinn maca va
OHBOPLIRICTL MiACH

2 |Average mass and uniformity of

692.6 mg (Mr) £ 3%

Not more than 2 out of 20 tablets may deviate from the average mass by
45% and mass of no tablet should not deviate by more than :10% / Maca
we Glnbuie 2 3 20 1adacrok MOXKE BUKHISITHES BLIL CEPEMIBOT Mac
Gianue 1ik na £5% ane Maca o U10T TabRETKI He MOKE BUIKIISTHCA Bij
CePCHLOT MacH Olibie Minc na 10%

686,4 my (mr)
Complies / Bianosinae

3 {Friability / Crapaunicery,

Not more than 1 %/ He Gisisure 1% 0,18%

DO3ARBIRCB AT

4 |Hardness / Crilixicrs raéaerox go

Not less than 78.4 N/ He menie 78,4 H 120,0 N (H)

5 |Disintegration/ Posnagaunn

Not more than 30 min / He Ginsie 30 xn. 10 min (xp.)

6 |Identification / knewrndicanin

6.1 |Benzocaine/ Bensoxain

In the test for Assay, the principal peak due to benzocaine in the
chromatogram obtained with the test solution is similar in vetention time
to the corresponding peak in the chromatogram obtained with the
reference solution / Ha xposmatorpami sunpoGyBsanoro posunmy,
oTpIManil 1z uac kikicnoro suswavenus Sensokaiy, Yae YrpHManis
OCHORIOFO THiKy BeH30Kaiiy HOBHIEH CHIBHALATH 3 ACOM YTPUMAMHS
OCHOBIOIO 1Ky Genaokaiiy 1a XPOMATOrPani po3triy topisisis

Pasitive / [Tosnrunnnii
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6.2 |Chlorhexidine dikydrochlovide/ In the test for Assay, the principal peak due to chlorhexidine
Xnoprexeumany Jurixpoxaopus dihydrochloride in the chromatogram obtained with the test solution is
similar in retention time to the corvesponding peak in the chromatogram
obtained with the reference solution / Ha xpomarorpami sunpoGynauoro
POIUHIY, OTPHMAHOT IPH KITLKICHOMY BISHAUCHH XAOPICKCIHIY Positive / Hoswrusnmit
JHPIAPOXAOPHILY, HAC YTPHMAIIS 0CHOBHOTO NIKY XIOPIeKCInny
JUPTAPOXAOPHILY NOBIHCH CHIBIQAGTH 3 UACOM YTPUMANHA OCHORROTO
TKY XJIOPrekCHMnY AUTAPOXIOPHIY HA XPOMATOrpami posiuity
nopininns
7 1Assay / Kinvricwue pisuavenus
7.1 |{Benzocaine/ Berszoxatn The content of benzocaine per tablet is 4,75 mg to 5,25 mg (at release) /
[pn mutycky aMicr Gensoxainy v 1 rabnerid mac 6yra 8ig 4,75 no 5,25
Mr
— o - - 5.00 mg ()
During shelf life, the content of benzocaine per tablet is 4,50 mg to 5.25
mg / Tporsrom repuiny 36epiranns syicr Sensoxainy n 1 rabnerii Mae
Gyrv Bin 4,50 0 5,25 mr
7.2 |Chiorbexidine dihydrochloride/ | The content of chlorhexidine dihydrochloride per tablet is 4.75 mg to 5.25
Xaoprexcunury asriaposaepua  Imy (at release) / TIpH pAnycky BMiCT XIOPIERCHARY AHTAPOXAOPUAY 8 1
rabneeui mae Oyry in 4,75 Mr a0 5,25 Mr
During shelf life, the content of chiorhexidine dihydrochloride per tablet 4.95 mg (mr)
is 4.50 my to 5.25 mg / Uporsrom repuitty s0cpirans smict
XACPreRCHMAY Jmriapoxnopuny B 1 rabnernd mac Gyru sig 4,50 M 10
5,25 Mr
8 {Uniformity of Dosage Units / QuuopinmicTs /X0308a8HX 0HHRL
8.1 |Benzocaine, Chlorhexidine oy . .
. - . - The acceptance value is less than or equal to 15.0/ puiiMasibie wieno 5,0
dihydrochloride/ Benszoxain, < Co
. mennie ato jopinmoc 15,0 3,5
KAOPreXeumny JripoxJopy
9 {Impurities / Josiorcn
9.1 |Identified impurities of benzocaine!/ Inemrrndionaui gopimxn Gemoxa‘illym:
~ p-aminobenzoic acid/n- o .
. t more than (). e Giantue 0,2 % N/ He susisiicno
AniOBeUIOHIA KHENOTA Not more than 0.2 % / He Giasie 0.2 % / He 1CHC
~ impurity wi RT about 0 . -
n !)l rity with RRT about 0,61/ Not more than 0.2 % / He Sbibine 0,2 % NI / He sussacio
aomionea 3 RRT 6inn 0,61
9.2 lidentified degradation products ot chdorhexidine dihydrochloride hy Inewrndikosasi NPOAYKTH POINAAY XIHOPreweHny
purigpoxaopuny:
- d-ehloroaniline/d-saopaninin Not more than 0.1 % / He 6lnniie 0,1 % ND 7 He srsicto
9.3 |Unidentificd degradation products of chlorhexidine dihydrochloride Wy Heinenrudiconani npoayRn POINAAY RNOPTEKCIUIRAY
sarinpoxsopuay’:
- Total/ Jaranom Not more than 3.0 % / He Ginsue 3,0 % NI / He susmieno
10 Microbiological puritvm/ The total aerobic microbial count
T vyl TAMCY in 1 g of the product / B 1 2 s - -
Mixpobiosoringa unerors ( ) 5 l Not more than 107 CFU / He Sisuine Periodical control /
1 HPCHAPATY NOIYEKACTHOSN . Fepiomsnadi Koo
: epios i KOUTPOD
3APQULHOIO MHEI depoltnx 107KYO pios ’
sixpoopranissins (TAMC)
The total yeast and mold count
(TYMCyin ] g of the product /B 1 . . L
) t’ ’ Not more than 10" CFU / He Gianiie Periodical control /
1 HPCHAPATY AOBYCKACTHN ) Heni B
7 > e O,
FArAALHOIO YHCHA APDIJDKOBHX T4 10T KYO CPIOAIIIHI KenTpON
micerennx rpudin (TYMC)
Staphylococcus aureus . . . Periodical control /
Py Absencein | g/ Bigeyricrn ¢ ) PO
Hepiopuunuii korrrpos,
} !
. . . . Periodical control /
Pseudomonas aeruginosa Absencein | g/ Bigcyruicts s 1 1 . }?” N ol
flepioymunnii kowrpons
11 |Packaging / Naxynauus . . . .
ging yui In accordance with ND / Bignonizuo no HJi Complies / Biinonsinac
12

Labelling / Mapxysannusn

In accordance with ND / Bianosinno ao HJL

Complies / Bigoniyac
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HEPXIIKCITYXXBA
JEPKABHA CIIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM ¥V BIHHUILKINA OBJACTI

By, XmMeipuuubke woce,7, M, Binavus, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls.vn@dls.gov.ua , hitps://region.dls.gov.ua Koa €IPITOY 37084828

BMCHOBOK
[P0 SIKICTh BBE3EHOTr0 B YKpaiHy JIIKapchKoro 3acoby

10.10.2023 Ne 5§1095/23/02

DAPUCIT

(naitvenynpang AiKapesKoro 3acoby SPiLio 3 pLECTPRILIiHAM NOCRIANEHHAM)
TABNETKH JUISt PO3CMOKTYRAHHS 31 CMAKOM JIMMOHY 0 10 TaBieTok y Grricrepi; 1o 2 Gyicrepn B
I1auill 3 KapTomy

(thopma purycry, LOSYBAHHS, BRI NAKYBAHIN NiKapCLKOro 3c06y)

Homep peectpaditroro nocsimenns UA/12844/01/01 crpox aif peecrpauiiftioro mocsinseis neobmeskernit

Cepist nixapeskoro sacoby Ne 03Y033A KiapkicTs ssesenoro mikapebkoro sacofy 39209 yir.
BipoGini Canexa Qapmacelorians a. ¢., Cnosaimia Pecrry6uika, Cnosaipska
Pecnybiia
(Hadmenysarus BipoSunrka sikapeskoro 3acofy, Kpaiia TIOXOIVKCHHST)
Baeseno B Yipainy Crbimsie yxpaiicpKo-icnanchke nimpueMctso y Gopmi TOBAPHCTBA 3
oOMexenon pianosinansuicto "CIrIEPKO YKPAIHA", inenr. xomu
20112362

(naiimerysanss ta kot 32 CIIPTIOY wopumiunoi ocoBi aGo npissuiue, iM's. 10 6athkon] (pizuiol
OCOBY ~ I HIPHEMLS, TT MICIIE TPOXHUBANHN Ta peecTpauiinuil HoMep 08iriKkonoT KapTH IEATHIKA
nojarkin abo cepist Ta HoMEp nacropra)

Mporokon sisyansuoro ;<01-|'|‘p01110 in 10.10.2023 N 416/0/01.02-23/1.

34 pesynbTaTAMK AEPIABHOTO KOHTPOAIO BCTAHOBIEINO, IO niKapChKHiL 3aci6 BBE3eHO B YKpaily 3 HJOTPpHUMaHHAM
BUMOT 3aKOHOABCTBY 1ON0 3abesnevenus axocti nikapeskux 3acofis, '

Havanniuk ciryuou Ipuna BJIACIOK

(iginiam Ta apissne)

(l’IOCZU.I()BH ocoba OPTany ACMKABHOTO KOII'Y[)OJH())

M.IL




Comments / Store al 4 temperature not exceeding 30°C / 36epirars npi remueparypi ue suime 30°C,

Komenrapi: ‘
M The degradation product tests are performed routinely until there are enough results of production batches to establish the
periodicity of testing. However, all the batches intended for stability testing are subjected to this test. A Bunpobysaiius npoaykTin
posiy BYAC BPOBOMHTHES B SBHULIIOMY PORIMI, 0K 11e GY/C OTPRMANO AOCTATILO PEYILTATIE IPOMHCIOBAX Cepil, 100
BCTAHOBATH HEPIoAIHICTS TX aposesenist. OQuaK 1boMy BRIPOSYBAHHIO MLANAIOTHCS Bel cepi, UPHIHAYCHT V1S BUBUGHHS
crabimnocti,
@ Microbiological testing is performed on every 10th batch of the finished medicinal product. However, all the batches intended
for stability testing are subjected to this test, /¥ MixpoGiosoriunuii anauis nposoawrses pas kowxuol 10-7 cepii rorosoro
nposyiry. Oxnax mikpoGiosoriunomy ananisy uiagaorbes el cepii, npusnaucsi Ana susienns crabinpiocti,

Certification statement / 3asta npo ceprudiranito;

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 in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation (registration dossier). The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / 11ia 6 3achiuyto, Mo Haseaena srile iopmaiis ¢ 2ocToBipuoo 1a Toanoio, Lo cepiio npoayeitii Gyo supoGiaco
(BRINOUAOUH HAKYBAHIB/MAPKYBAHLS) T3 TPOBEACHO KORTPOIN: 1T sikoeri na sutesasnaseniit Abaupini y nosnilt signosizmocti 3 susorami GMP,
BCTAHOBICHIMI MICLICBUM PETYITOPHRM OPIaloM, 8 TakoX BUIOBIAN0 1o cnerndiranili, mo mictarnes y Pecerpaniitnony poce. Ipororoi
BHPOGHHITTBA, IAKYBATIHS T8 ATLL3ie GyH0 NeperiauyTo Ta beranomieno sianosiuicr, GMP,

Qualified Person /
Yrnosuosaxkena ocoba

Date /
Hara:  27.09.2023
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