JNEPIKABHA CJIYIKBA 3 JIKAPCBHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitiuunorl, 3, 02099, ten. (044) 295-26-85
EE-mail: dis.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK

PO AKICTH BBE3CHOTO B YKpaiuy JgikapebKoro 3acoly

24,10.2025 Ne 53979/25/26

GAPHCLI

(tadiaicHy Balng AKAPCHKOro 3aco0y 3riune 3 peccrpaitiitinm HOCBIICHHM)
TaGaeTIKH IS PO3CMOKTYBANNSI 31 CMAKOM JIHMOY, IO 10 Tabnerowr y Gaicrepi; no 2 Guaicrepn
B avii 3 Kaprony

(hopra BHITYCKY, J03yBaHs, BIIL HaKyBaHHS JIKapChKoro 3ac00y)

Homep pecerpaniiinoro nocsiauenns UA/12844/01/01 crpak aif peccrpauitinoro nocsintenns HeoOMeme i

Cepis siikapebroro sacoby Ne 33P035A Kinbkicts nsesetoro nikapeskoro sacody 19800
Bipobuii JIABOPATOPIOC AJIKAJIA ®APMA, CJL., [cnanis
(HalMCHyY Baliis BUPOTIKKA JHKAPCHROTO 3ac0By. kpaina HLOXODKEHHS)
Baeseno v Yrpatiy Cuiiibie yRpaiHeLKO-CCTONCHKE HIPUCMETBO y (opMi ToBapUCTEA
3 oByemenoro sinnosigansuicrio "Ourima-@apm, JITILY, inewr. koa:
21642228

(natisenyans ta kox sa CJIPTIOY topuamuiol ocobn abo npizeuine, imM's, 10 6aThKoBI (hizHanoT
0co0n - ANPHCMIL T MICLE UPOIRHRAHISE T4 pecerpauiitnuii nomep oBaiKoBOT KAPTKU ITITHNKA
1OMaTKiB 460 Cepist Ta HOMCP TIICTIOPTa)

Hporokos sizyaasioro kowrpoao sia 24, 10,2025 Ne 4041/01.10-25/2.

3a  pesyabTaTaMul GPKEBHOIO  KOHTPOJIO  BCTAHORBJEHD, 110 nikapckkuii  3aci®  speseno 8 Ykpaiwy 3

JOTPUMAHHIM 8HMOr 3aK010ABCTRA MO0 3abe3ncHeHns AKOCTI JHAPCLKIX 380618,

Muxona XOJIOJIEHKO
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Saneca Pharmacenticals a. 5., Nitvianska 100, Canera Gapyacriominais o, ¢, Himpaacorsa 100,
¢ e 92027 Hiohavec, Stovak Republic 92027 Frocovcrn, Crovagsra Pecnydainu

ATE No./ CEPTHOIKAT CEPIT Ne 25/6052 - 33P035A

BATCH CERTIF

fom 2 Hassa  PHARYSIL. orodispersible tablets with lemon {lavour, 10 tablets in a blister, 2
1 SLRUPEEK blisters in a carion box / DAPHCIILL Tadaeria 4458 PO3CMOKTYBAHUN 3 catakom
aumoiy, o 10 radaeror v Gaicrepi, 110 2 Gaictepn B naui 3 kaprony

ARAPCHKONG 3ach
dropaia:

Strength/Potency 7 Cita I tablet contains: § mg chlorhexidine dihydrochlorvide, 5 mg benzocaine / 1 rafaerns micrirn:
ARTUBHICTH: XAOPIeRCHAIHY ANFIPOXA0pHAY 5 Mmr, fensowainy S mr

P 1w size and Lvpe S Posadp T ries No. 20 (10 s 2y inoa blister
HRRYBANKS,

p 20 (10 % 2) v Baicrepi

Batch number 7 Hosep cepii: Bateh gquantity, packs / Kisbkicrs »

33PO35A 39040
sopii. yie:
.\'Izmuﬂf'zmu’n.'ilm date 7 Jlara 04022025 o O binezs
BHPODIHLITIL Expicy daie / Hpnaaroniio: 777" .
Registration centificate / No. UA/E2844/0 1701, Order of Mol of l_?kl'nfrle No. 521 of 21.03.2018 /
Pecerpaniiine nocsiasenns: Ne DA/{2844/01/01 nakas MO3 Viepainn Ne 521 sia 21.03.2018 p.

Manufacturing Jicense 7 Hinensis ria

i No. V-13/2022 / Ny V-15/2022
BUPOSHHLLTIRO!

Certificate of GMI compliance and
its expiry date £ Cepridikat

. PR . Certificate No. SK/027V/2022 valid tilf 20.10.2025 / Ceprispinar Ne SKAZTV/2022 a0 20.10.2025 p.
sianonimocr) GMP ya crpor i

cepragirary:

The product was manufactured and  Saneea Pharmaceuticals a. s.. Nitrianska 100, 92027 Hiohove vak Republic / Canena
tested 7 Hikapenkidi saci® enpolache Mapaackiorikass a, o Hitpsiicuka 100, 92027 Vaorosens, Cannauska Pecuybains
1A HPOROHTPOALOBANO!

Quality control according to QUM MP 10 RC No. UA 712844/01/01 with changes / MK JI3 20

Komrposh sxocti BLanoBimo o PIT Ne UA 712844/01/01 31 sminamu
No Tests I Nowrazmme Permissible limits / Lomvernsi meki Result ! Peayapvar
I [Description / Ouue Yellowish-white, round. bevelted-edge. one side scored tablets /

Complies /

Kosryparo-Giai radueren, kpy T CROMICHIN KPAeS T4 3 PHCKOIO 12

Qi Ccropon,

ALAnoBLLHC

2 JAverage mass and uniformity of 6851 mg () = 3% (ablel with orange flavour 7 radiaerka i cvakom
3 v e ! .\ E'
mass / Cepeins sac ancabeNg
oanopianicrs Maen 692.6 mg (v1)

Yo (tablel with lemon flavour / Talacrka 31 excaxom 687.9 my {51

mony) Coraiplies ¢

:ts mray deviate fror the average mass by Bixnositac

1 7 e ) "

1% The Temon flavour /
Muaca ve Giomie 20 20 ralIeror MeRe BLAXIER I RECcepeausol saes CMan oy

KOMTOT T 1HE MO HEsITIC 18I

COPEHLOT MacH GLhiue nive 1w +10%.

Notmore than 2 out of 20 tab
3% aod mass of no tablet should not deviate by more than

Guiniie Hisk i 430G

3 {Friability / Crpanniorns Naf rivee than | % ¢ He diasme 19 8.30%

4 [Hardness /

KieTL TAdILTOR X0

POBAABTIOBABYA Notless than 78.4 N/ e memne 78,4 99.4 NAH)
5 iDisintegration/ Pomazanus Not more than 30 min 7 He diastge 30 xn 11 min (xa)
6 Hldentification / Lrentndiranis
6.1 [Benzocaine/ Bemsowain In the test for Assay. the principal peak due (o benzoeaine in the

chromatogram obtained with the test solution is similar in retention time to
the correspanding peak in the chromatogram oblained with the reference
solution 7 Ml xpostarorpasi sinpofysanore posiany, OTpHNARi 1y vac
FIABKICHOIO BIBHAACHI BUHRORATHY, HAC Y TPHMANER OCHOBHOIQ kY
GRM3OKOTHY HOBIMEH CTBILIITH 3 MaCOM YTPUMBRHE OCHOBHORO kY
BCH0RATHY Hil XPOMATOFPAME POSUMHY NOPIBIAHIL,

Positive /
Plovsrrinuunii
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6.2 |Chlorhexidine dihydrochloride/ Tn the test for Assay, the principal peak due to chlorhexidine
Xnoprexciiyy ANriapoxnopsa dihydrochloride in the chromatogram obtained with the test solution is
similar in retention time to the corresponding peak in the chromatogram
obtained with the reference solution / Ha xponarorpasi sunpofysatsoro Positive /
PO3UMBY, OTPHMANOT TIPH KinbKICHOMY BHINAUCHIT XNOPIEKCHAUHY 1 st .
JHFIZPOXTIOPHAY, Yac YTPHMAHHA OCHOBHOTO NikY XJIOPreKCHAMHY CIHTHELIA
IUriAPOXAOPHAY NORHHEH CMIBNANATH 3 YACOM YTPHAMAHHS OCHOBHOTO
niiky XAOprekeHAKIY AMriapoXnopHay Ha NPOMATOTPAMi POIMUHY
TOPIBHAHHA.
7 |Assay / Kinbkicue sisnayenus
7.1 |Benzocaine/ Bensoxain The content of benzocaine per tablet is 4.75 mg to 5.25 mg (at release). /
Flpy sunycky naict Gensokaiky B 1 raénerui mae 6y Bin 4,75 0o 5.25
MP,
- - " - 4,79 mg (mr)
During shelf life, the content of benzocaine per tablet is 4.50 mg to 5.25
mg / MpoTarom Tepuity 36epiranig puicT Gensoxaiky B 1 TaGnerui mac
Gyru Bin 4,50 no 5,25 mr.
7.2 |Chlorhexidine dihydrochloride/ The content of chlorhexidine dihydrochloride per tablet is 4.75 mg to 5.25
Xnoprexciguy Anrinpoxaopua mg (at release). / [Tpu Bunycky BMICT XJIOprekcuauuy AUNIAPOXJIOPHAY B
1 TaGnerui Mae 6ytu 8in 4,75 Mr 2o 5,25 Mr.
During shelf life, the content of chlorhexidine dihydrochlaride per tablet is 4,98 mg (mr)
4.50 mg 10 3.25 mg / Tiporarosm Tepminy 36epiranss sMicT
XJOprexcHanHy auriapoxnophay B 1 rabaetui mae GyTu Bia 4,50 mr a0
5.25 mr.
8 |Uniformity of Dosage Units / OnuopiaicTs 1030BANNX ORHHUNL
8.1 {Benzocaine, Chlorhexidine - — | = 6 Pl 25
dihydrochloride/ Bensorcait, ie acceptance value is ess than or equa to 1_:.0 puiisanbhe uucio 1.;
X0preKCHAHHY AUTIAPOXAOPIRA Metuie aBo popisiioc 13, -
9 [Impurities / Nomiuwit
9.1 ildentified impurities of benzocaine!"/ IaenTindicosani aomintkn ﬁeuaom'fuym:
- p-aminobenzoic acid / n- o . o
. 5 . 3 <0.059%
anisoGen3oiing KuCIoTa Not more than 0.2 % / He Sinsue 0,2 % 0.05%
- impurity with RRT about 0,61/ )
purt y W . ! Not more than 0.2 % / He Ginbwe 0.2 % ND / He susBactio
pomiwxa 3 RRT Giag 0,61
9.2 |Identified degradation products of chlorhexidine dihydrochloride My InenTidikosani nPoAYKTH PO3NAAY XA0pPreKCHANNY
aurinpoxnopnny”’:
- 4-chloroaniline/4-xsopaniniu Not more than 0.1 % / He Ginvie 0,1 % ND / He nussneno
9.3 |Unidentified degradation products of chlorhexidine dihydrochloride oy HeinenTudiropani mpoayKTH posnany XA0preKcHanhy
anrigpoxaopuay™:
- Total/ 3aranom Not more than 3.0 % / He 6inbue 3,0 % ND / He susizneno
10 )y The total aerobic microbial count

Microbiological purity

MixpoGionoriuna yncrora®

(TAMC) in 1 g of the product / B |
I Npenapary AonycKacTLCA
33ranLHONO YHEIA aepobHMX
mixpoopranissis (TAMC)

Not more than 10° CFU / He Ginbise
10° KYO

Periodical control /
Tlepioanynnii
KOHTPONh

The total yeast and mold count
(TYMC) in 1 g of the product /B |
I' NpenapaTy A0MyCKAEThCs
3aranbHOro YHCAA APIHAKOBHX Ta
nnicenesux rpubis (TYMC)

Not more than 10' CFU / He Sinbure
10' KYO

Periodical control /
[Mepioanyrnuit
KOHTPONh

Staphylococcus aureus

Absence in | g/ Bizcyrnicrn s 1 r

Periodical control /
Mepionuuunit
KOHTPOSTL

Pseudomionas aeruginosa Absence in 1 g/ Bincyricte s I 1

Periodical control /
[epionstuuuit
KOHTPOSIL
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11 |Packaging / [Taxysauuns 3
; ; ; Complies /
In accordance with ND / Bianoginio ao HIL : :
Bianosinac
. Labelling / MapkyBauus In accordance with ND / Bianosiano ao H & omplics,/
8 pKy : A Bixnosinae
Comments / Store at a temperature not exceeding 30°C / 36epiratu npu Temneparypi ne suwe 30°C.
KontensTapi:

) 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 (0 this test. / ‘”Bunpoﬁyuamm
POLYKTIR po3rany GyAe NPOBOAHTHCS B 3BKUANHOMY PEXIMI, IOKN HE GYRE OTPHMANO ROCTATHLO PE3YNLTATIB
NPOMMCIIOBHX Cepii, woB BCTAHOBHTH NepioAMyHicTy iX nposeacis, ONHAK uLOMY sUNpoSyBaHHIO NiNAIOTHCS BCi Cepil,
NIPH3HAYERI J17 BUBYCHHA CTaBinbHOCTI.

® Microbiological analysis is carried out in the usual mode during the relcase of the drug for every 10th series of the finished
medicinal product. However, all the batches intended for stability testing are subjected to this test. / PMikpoGionoriuuuti
awanti3 NPOBOANTECS Y 3BHHARHOMY PEXMMI NPy BUTYCKy npenapaty aus koxuoi 10-1 cepil roToBOTO NiKAPCLKOTO 3ac00Y.
Oaunak mikpoGionOritHOAy ananisy NiALAIOTLCS BCi cepil, npu3Hateii ang suBuens cTabinbHocTi,

Certification statement / 3asisa npo ceprudixauiro:

1 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. / LuM 5 3acBizuyro, 1o Habeaena sHuie indopmaltia € ocToipHoIo Ta T04H0I0. Lo cepito npoaykuii
6yno BHPOGAEHO (BKIIONAIOHM NAKYBAHHN/MAPKYBAHHS) TA IPOBEACHO KOHTPOAL if AK0CT Ha sMMIE3A3HAYEHI AiNbHUU Y noBHil
BinnoBiAHOCT] 3 BHMOramu GMP, BCTAHOBICHHAMY MICLICBHN PErYRATOPHHM OPTalON,  TAKOK BIANOBIANO 10 cneumbikauii, o MicTAThCA ¥
Peccrpauiiinosy pocse. [lporokonn BipoBHUNTBA, NaKyBaHHA Ta aHani3is GYNO NepernaiyTo Ta BCTaHOBNCHO siznosizuicts GMP,

Qualified Person / %/ Date /

YnosHosaxeHa ocoba Vicenova Maria Hara: 28.02.2025
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