JNEPXABHA CJYXKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKINA OBJIACTI

nipos. CeiTimunoi Haxii, 3, M.Kuis, 02099, en/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
1po AKICTH BBE3eHOro B YKpaiHy JikapchKoro 3acofy

19.01.2024 Ne 67302/24/10

DAPUCLI

(HaltMeHyYBaHHS NKAPCHKOTO 3ac06Y 3TiAHO 3 PEECTPALIHHAM TOCBINYEHHAM)
TaGIeTKH A5 PO3CMOKTYBAHHS 3i CMAKOM alelbeuHy, no 10 Tabaerox y Guicrepi; mo 2
GaicTepu B navili 3 KAPTOHY

(hopma BHITYCKY, HO3yBaHHS, BIJ MaKyBaHHs JTikapcekoro 3acoby)

Homep peectpauiitroro nocsizgenns UA/12843/01/01 crpox gii peectpaniiiroro mocsiguenns 01.01.2099

Cepis mikapcrkoro 3acoby Ne 983043A Kinsxicts BBe3eHOr0 Tikapeskoro 3acoby 39419
Bupo6HukK Caneka ®apmacsroTikans a.c., Cnosanpka Pecry6ika
(HaifMeHyBaHHA BUPOGHMKa MKapchkoro 3acoBy, kpaiHa NOXokeHH:)
Baeseno B Yipainy CrinbHe YKpaiHCLKO0-eCTOHChKE MANPHEMCTBO Yy opMi TOBAPUCTBA
3 o6MexkeHo0 BinnosigaiapnicTio "OnriMa-®apm, JIT/", inent. kon:
21642228

(HaliMenyBaHHs Ta kof 3a €IPITOY topuanuHoi ocobu abo mpissuue, iM's, Mo 6aTbkoBi (isuiHOT
0co6H - miampuems, if Micle pOXHBAHHA Ta peccTpaliifinuit Homep o6MNikoBOT KAPTKH MTaTHHKA
TIofaTKiB abo cepis Ta HOMep MacnopTa)

Hporoxo BisyansHoro koutposio six 19.01.2024 Ne 4278/1.

3a pesynbTAaTaMH JIEPKABHOTO KOHTPOJNIO BCTAHOBIGHO, WIO JiKapchkuid 3aci6 BBeseHO B VYkpaigy 3

JOTPHMMAHHAM BHMOT 3aKOHOAABCTBA IION0 3aBe3NeyeH s IKOCTI IKapChKHX 3acobiB.

Bmmm >OI IL[A\PEI II\O
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S aneda Saneca Pharmaceuticals a. 5., Nitrianska 100, Canexa Qapmacoromirans a. o., Himpancora 100,

Pharmaceuticale 92027 Hlohovee, Slovak Republic 92027 Inoeogexn, Crosanvka Pecnydaixa

BATCH CERTIFICATE No. / CEPTU®IKAT CEPIT No 23/6051 - 983043A

* Product name, dosage form / Hassa  PHARYSIL, orodispersible tablets with orange flavour, 10 tablets in a blister, 2
Aikapeskoro 3acaby, nikapehka blisters in a carton box / DAPHCUI, TaGnerin 15 pO3CMOKTYBANHS 31 CMAKOM

bopus: aneascany, no 10 Tabaetor y 6aicrepi, mo 2 Gaicteps B navni 3 KapTORY
Strength/Patency / Cusa ail/ 1 tablet contaius: 5 mg chlorhexidine dihydrochloride, S mg benzocaine / 1 tatuerka micturs:
aKTHRHICTS! xroprercuauny aurigpoxnepuay 5 mr, Gensoxatuy § mr

Package size and type / Posmip ra No. 20 (10 x 2) in a blister/ Ne 20 (10 X 2) y Guicrepi
THI TTAKYBAH S

Batch number / Homep cepii: Batch quantity, packs / Kiaskicts B

983043A o 39419
cepit, y:
ll\/Ianlul.zwturmg date / Jlata 31.10.2023 N ‘ ‘ 09/2025
BHPOOHHITBA: Expiry date / TTpunatunit xo:
Registration certificate / No. UA/12843/01/01, Order of MoH of Ukraine No, 521 of 21.03.2018 / Ne UA/12843/01/01 uaxa3s
Peccrpaniitne nocsijMenns: MO3 Yiepaiuug Ne 521 8in 21.03.2018 p.

Manufacturing license / Jliuensis Ha

No, V-15/2022 / Ne V-15/2022
BUPOOHHIITRO!

Certificate of GMP compliance and
its expiry date/ Ceprudiar
sinosignocri GMP ta crpox aif
ceprudicary:

Certificate No. SK/O;7V/2022 valid 1ill 20,10,2025 / Cepradrirear Ne SK/027V/2022 no 20.10.2025 p.

The product was manufactured and  Saneca Pharmaceuticals a. x., Nitrianska 100, 92027 Hichovec, Slovak Republic / Canexa
tested / Jlixapenkuif 3aciG supoGaeno Mapmacwiorikans a. ¢., Hitpancnxa 100, 92027 Iiorosens, Crosanska PecnyGiaika
Ta NPOKOUTPOHBORAHO:

Quality control according to / QCM MP to RC No. UA /12843/01/01 with changes / MK JI3 xo PIT Ne UA /12843/01/01 3i
KonTpoas SKOCTi BIANORLANO J0: 3MiEaMB
Ne Tests / Moxazanx Permissible Hmits / Jonyernmi mei Result / Pesyavrar
1 [Description / Onue Yellowish-white, round, bevelled-edge, one side scored tablets / Corplios i
HKorrysaro-Gini tabacTin, kpyi, 31 CKOIEHMUM KPACM T 3 PHCKOIO Ha B“i nmlmi:;m*
oauiit eropoui, T
2 |Average mass and uniformity of 685,1 mg (Mr) < 3% (tablet with orange flavour / taGaerxa 3i cMakom
mass / Cepeans Maca Ta ANEBLCHHY)
ORHoOpigHicTL MAcH 692,6 mg (mr) & 3% (tablet with lemon flavour / raGxeTka 31 cMakoM
THNMONY) 681,3 mg (mr)
Not more than 2 out of 20 tablets may deviate from the average mass by Complies /
45% and mass of no tablet should not deviate by more than +10% / Bianorizae
Maca ne Giapie 2 3 20 1abaerok MOKE BIAXHIITHES B cepeiibol Mack
Ginbuie nix Ha £3% ane Maca RONHOT TalNeTKN HE MOKe RIAXHISTHES
B cepennbol Mack Ginbine vixk Ha &10%.
3 |Friability / Crapannicts Not more than | % / He Giavie 1% 0,28%
i ;I:x;{:;if;;g::;mcm RGeS Not less than 78.4 N / Me menme 78,4 H 99,7 N ()
5 |Disintegration/ Posnananust Not more than 30 min / He Gianie 30 xn 10 min (xn)
6 {Identification / Inentndikanis
6.1 |Benzocaine/ Bensoraii In the test for Assay, the principal peak due to benzocaine in the
chromatogram obtained with the test solution is similar in retention time
to the corresponding peak in the chromatogram obtained with the Positive /
reference solution / Ha xposmarorpami BUITpoGyBAROIO PO3MHHY, 1']031;1‘ummﬁ
orpumanill i 4ac KinbkicHoro susaauents 6cH3okaiiy, vac yrpumans )
OCHOBHOrQ JiKy Beusoraliy HOBMHEH CIBIAAETH 3 YACOM YTPAMANHA
OCHOBHOrO 1KY Gen30Kaiiy Ha XPOMATOrpaMi PosHMiy nopisHsuHs,
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6.2 |Chlorhexidine dihydrochloride/ fiv the test for Assay, the principal peak due to chlorhexidine
Xnoprexeiainy AuriApoxIopuA dihydrochloride in the chromatogram obtained with the test solution is
similar in refention time to the corresponding peak in the chromatogram
obtained with the reference solution / Ha xpomarorpami sunpoBysasioro Positive /
POSUHHY, OTPAMAROT 1TPH KINEKICHOMY BUSHAMEHH] XAOPIeKCHIMHY i q‘” it
ARCIAPOXIOPHILY, HAC YTPUMAHHS OCHOBHOIO HIKY XAOPIeKCHIMIY AU TR
JRTIAPOXSIOPHAY HOBHHEH CRIRNAAATH 3 HACOM YIPUMAHHSA OCHORBHOID
NIKY XAOPTEKCHAHNY ANTIAPOXIOPARY Ha XPOMATOIPAMI POFUHHY
TOPIRHAHHA,
7 |Assay / Kinbricne BiusHaenust
7.1 |Benzocaine/ Bensoxain The content of benzocaine per tablet is 4.75 mg to 5.25 mg (at release). /
Flpu punycky emicr Gensoxainy.s 1 raduerai mae Oyrn sin 4,75 0 5,25
Mr,
o " . - - 4,92 mg (mr)
During shelf life, the content of benzocaine per tablet is 4,50 mg 10 5.23
mg / [Tporsrom Tépminy 36epiranms nMicT Gensoraiuy B | Tabnerui mae
Oyt Bl 4,50 1o 5,25 mr.
7.2 |Chlorhexidine dihydrochioride/  |The content of chiorhexidine dihydrochloride per tablet is 4.75 mg to 5.25
XA0PreKCHHIRY ANTIAPOXIOPNL mg (at release). / TIpy BRIYCKY BMICT XAOPIEKCHINHY JHITAPOXIOPHILY B
1 raBaerui mae Oyty sin 4,75 My 1o 5,25 mr,
During shelf life, the content of chlorhexidine dihydroehloride per tablet 4.92 mg (mr)
is 4,50 mg10 5.25 mg/ Tlporarom repMiny sdepiranus smicr
xHoprexemauiy aurinpoxiopuay 8 1 rabnerui sae Gyry gia 4,50 Mr a0
) 5,25 M.
8 |Uniformity of Dosage Units / Onuopimitiers A030BaHUX OAHHHIE
8.1 {Benzocaine, Chlorhexidine » . ) _
dihydrochloride/ Bersoxath, The acceptance value is less thn(n. ol equal 1(.) 1l ?g { TIpuliMansue uucio ?,:
’XJIO[)FQKCHHHH}' llHl'inDXJmpllll MeHe aho Jopismoe 13, s
9 |Tmpurities / Tomimsu
9.1 |1dentified impurities of benzocaine™ / Inewrudirosani gomiurku Gensokaiuy™:
- p-aminobenzeic acid / n- 5 o &7 s < f 56 - 5
AMIHOGEHI0IHA KHEA0TA Not more than 0.2 % / He Gisewe 0,2 % 2 0.05 %
=i ity with RRT s ; ; .
o !’um) it l ; T qbqut 0L Not more than 0.2 % / He Ginsuwe 0,2 % ND / He sussaeno
Aomimra 3 RRT Giy 0,61 y
9.2 |Identified degradation products of chlorhexidine dihydrochloride My Inenrndiconani TPOAYKTH PO3NALY XIOPTEKCHANHY
anrigpoxnopay: '
- 4-chloroaniline/4-xnopaninin Not more than 0.1 % / He Gianure 0,1 % ND / He sussacuo
9.3 {Unidentified degradation products of chlorhexidine dihydroechloride F Heigenrugikosani npoayRTH PO3NAARY NIOPFEKCHANRY
mn‘inpomopuuym:
- Total/ 3arason Not more than 3.0 % / He 6insmre 3,0 % ND / He susisneno
10 |Microbiological purity®/ The total acrobic microbial count

. . . 2)
Mixpodicaorivua uncerora®

(TAMC) in | g of the product /B 1
T TIPEITapaTy A0nyCKacThes
3AraaLHOro wHeaa acpoﬁx»mx
Mikpoopraiiasiis (TAMC)

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

Periodical control /
Tepioanunit
KOHTPOUDL

The total yeast and mold count
(FYMC) in 1 g of the product /B 1
I IpeTIapaTy: A0y CKACTLCS
3ATaNLHOTO MUCHA APIRIKOBAX T4
ngicesennx rpubins (TYMC)

Not more than 10" CFU / He Ginnlue
10' KYO

Periodical control /
TTepionnunnit
KOHTPO:L

Staphylococcus aureus

Absence in 1 g/ Bincyruicrb s 1 r

Periodical control /
ITepiogmynmli
KOHTPOI,

Pseudomonas acruginosa Absence in | g/ Bincyrnicts s [ 1

Periodical controf /
Tepioanyunit
KOHTPOSH
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11 |Packaging / Tlakypauus . .
C S —— o Complies /
In:aceordance with ND / Biposigio o HJ

Bizmosiac
12 C i o
= ; —— ‘omplies /
Labelling / Maprysaung In aceordance with ND / Bizinoxrizgoe ao HIT o 1 :
Bianosinae
Comments / Store ata temperature not exceeding 30°C 7 30epirati upu Temuepatypi ne nute 30°C.
Kosewrapi:

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 stabilily testing are subjected to this test. / (')Bmlpoﬁymnmm
NPOAYKTIR postiazy Sye NPOBOAMTHCS B IBHIAREOMY PEACHME, TOKK 1te Gyile OTPUMAHO JOCTATHRO PE3YIRTATIR
IPOMUCHORMX: Cepifl, 100 BCTAHOBITI HepioArIicTh I BpoBeseh s, QMHAK LBOMY BHIPOGYBATHIO NRIOTHES BRCi cepif,
npu3tadeni J18 suBueHns ¢TabinprocTi,

@ Microbiological analysis is carried out in the usual mode during the release of the drug for every L0th series of the
finished medicinal product. Hosever, all the batches intended for stability tisting are suljected to this test. / ®
Mikpoﬁiomarit.nmIii aHaN3 NPOBOAMTRCS Y IBAYAIHONY PEKHAMI UPH RUIYCRY Npenapaty i komuol 10-1 cepii rotosoro
aikapenrkoro sacofy. Omax MixpoGiosorivroMy ananizy nignaiorsaes sei cepil, dprsuadeni s Bupuers crabimuocti.

Certification statement / 3asisa upo cepradiranito:

T hereby certify that the above information is authentic and accurate. This bateh of product has been marufactured, 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 1he specifications in the Marketing Authovisation (registration dossier). The batch processing, packaging and analysis
records were reviewed and fonnd to be in compliance with. GMP. 7 Llssm st 3acsizuyio, 1o qanejiena prme indopsanis ¢ 4oCropipuero a
TOIROKO. 10 eepiro npoxykuil Gyxo BpolieHo (BIIOUAIONE TAKYBAHIS/MAPKYBAITHA) T8 TIPOREACHO KONTPO/D If SIK0CTI Ha I a3Hateuiii
sinman y noswilt sianositroeti 3 BuMorami GMP, BCTaOBIEHMMIE MICUSDHIM PECYISTOPHAM OPraton, a Takok BIAIOBRIAIO 50
crreruipikanii, mwo Miersrhes y Pecerpaniitonmy ok, Hpotokons BHpOCHALITRE, TAKYBARNS. T4 aNARi3iB G0 Heperistuyro 1A BeIaHOBICHo
sianosizuicts GMP.

Qualified Person / ’ Date /
Yoopaosaxena ocoba Farkasova Emilia Jara: 21.11.2023
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