JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

25.03.2026 Ne 12741/26/10

T-CEIIT®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Ta0JIeTKH JUIs pO3¢MOKTYBaHHs 110 3 Mr no 10 rabdJerox y Omicrepi, mo 2 6icrepu y
KapToHHiH KOpoO6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsizuenns UA/13494/01/01 crpox xii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 80253974 Kinskicts BBe3eHOrO Jikapeskoro 3acoby 1760
BupoGuuk AiCiEn INonsda XKenrys Ec.Eii., ITonbma
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro koutposo six 25.03.2026 Ne 0722/5.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

-‘-..r.
"9;#“5 :
'B*\;“.HH;? g

_ Omera EPEOMEHEO

| y Alpld = I PR TR,
] E.,'IE / s AR KO HTPO G ) {nimmac) {Irgiany TR npisnHLe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



/oiyitinuii bnanx komnanii AuCiEn IHonegpa Keutys Ec. Eii./

CeprugikaT BianoBigHoCTi

HalimenyBaHHs MpoayKTy (TOprosa Hassa,
THH, sikapcbka gopma)

T-Cent® (Benzupaminy riapoxaopua), raéaerku
JJif pO3SCMOKTYBAHHH

HJo3yBaHns

3mr

Po3mip Ta THN ynakoBKu

10 Tabnerok y 6nicrepi, no 2 Giicrepu B kKapTOHHI
Kopobui

Kapronna kopobka: CIUAQ9, ®onbra: F1UA06,
Incrpykuis: PIUAO6

PeecTpauiline nocsiaueHnns Ne UA/13494/01/01
Homep cepii 80253974

Jara BuroroBJienus 11.2025

Tepmin npuaaTHocTi 10.2027

KisibkicTh 0AMHHLB, BUNYILIEHHX HA PHHOK

14 840 ynakoBok

A®DI
BupoGuuk ADI

Bensunaminy rigpoxaopun
LlenraBp @apmacerotikanc [1sT. JiTa.

Howmep cepii ADI

A2403310P

JinpHuust BHUPOOGHHUTBA

A#CiEH [Nonsda XKewys Ec.Eif.,
35-959 XKewys, Byn. [Tiemucnosa, 2, [Tosblia

Jlinensist Ha BUPOGHHULITBO

174/0098/15

GMP ceprudikar

IWSF.405.72.2023.1P.1 WTC/0098_01_05/132

PezynbTaTH aHamisy

3rifHo 3 NOoAAHKUM cepTH(ikaToM aHanizy

36epiranns

36epiraTy B opUriHajibHiN yIIakoBLi npu
TemnepaTypi Huxkue 30 °C.

KomenTapi
- Biaxunenns
- Binxunenns Bia cneundikanii

Taxk [J Hi
Taxk U Hi X

Ljum 5 3ac6iouyio, wjo euweskasana i opmayis € DOCMOBIPHOIO MA MOYHOIO.

3eaoana cepisn nixapcbkozo 3aco8y Gyaa GU20MOGHEHA, GRIOHAIONYU NAKYGAHHI/MAPKYCAHHS MQ KOHMPONL SKOCHI HA
cuwjesasHaueniti OineHuyl, y nogHiti eionosionocmi 3 Ipaswiamu, wo pezymooms aikapceki 3acobu ¢ Tomi 1V
Eaponeiicbrozo Chismosapucmea, Hanesicna eupobhuya npaxmuka Ois aikapevkux 3acobie ma iz cneyugixayicio 32iono
peecmpayitinomy noceiouenio. 3anucu 3 GUPOOHUYMBA, NAKYGAHHS MA QHANZY GYAU REPERNSIHYME MA GUIHAHT MAKUMY, WO

gionosioaiome gumozam HanescH ol GupoBHUYOI RPaK MUK,

Cepis sunyujena Ha punox.

Hara: 08.12.2025

Konis Enexrponnsii nianuc: Arava Wenuuxk
[liarpepaxeno pianosiauicts opurinay [lz\lra:lZOZS. 1 ‘2 1,0
Craopeno Arara [Lepik 08:01:10+01 ,00 .
{enexrpornlt e Rmeitska cepTindrixery)

Craopeno 10.12.2025, 08:00

YnoBHOBaXxeHa 0coba
/nionucano/

Bapéapa I'nogic

/pexeizumu komnanii AiCiEn Honegpa Kewys Ec. Eil./

by sy & astt & 49 Ji 04 oo afj/




Jogiyisinuii 6nank komnanii AuCiEn Honegpa Keutys Ec. Eil./

CEPTUDIKAT AKOCTI

TNikapcbkuis 3acit; T-CenT®, TaBneTku ANA POICMOKTYBAHHA N0 3 Mr, N0 10 TabneTok y 6nicrepi, no 2 Gnictepyn B KapTOHHIN

kopobuj
Jitoua peyosuHa: benanaaminy riapoxnopua
Homep cepii: 80253974
Bupobuuk: ARCIEH Nonbda Keuwys Ec.ERt., Monbia
[ata supobuuutea: 11.2025 Tepmit npupatHocti: 10.2027
PeecTpauiitie noceigueHHs: Ne UA/13494/01/01 Poamip cepii: 14 840 ynakoBok
Ne MoKa3HUKN AKOCTI DonycTnMmi HopMu Pesynbraru aHanisy MeTtoau KOHTPOMIO
1 Onwc Kpyrni, aBoonykni Tabnetky, 3eneHoro Binnosinae OprasonenTuyiHo
KOfbOPY 3 MapMypOBOIO MOBEPXHE!O,
3 M'ATHUM apoMaTom.
2 Jiametp 12,8 -13,2 mm 13,00 Mm Metog BupobHuka,
e€sp. P.
3 CepegHs maca 0,700r+5% 0,6976 1 €sp.®.2.9.5
4 OpHopigHICTL Macu He Ginblue ABOX iHANBIAYANbHUX Mac Bignosigae €8p.9®.2.9.5
BiIXMNAKOTLCA By CEPEAHLOT MacK
Binblue HiX Ha £ 5 %, npu LUboMy
WOAHa inauBigyasnbHa Maca He Mae
BIAXVUNSITUCA Bif cepeaHboi Macu
Ginble Hix Ha £ 10 %.
5 Po3naaaHHs He Ginblwe 15 xBunuH 4 xBunuH €sp.®.2.9.1
6 | laenTudikauis:
BeHavaaminy rigpoxnopuay TWX. Mae BignosigaTt BUMOram Bignosinae €p.d. 2.2.27
BEPX. Mae Bignosigatut sumoram Bianosinae €sp.®. 2.2.29
AcnapTam, TWX. Mae signosigaTtu BuMoram Bignosinae €p.d. 2.2.27
BapsHuk nateHToBaHuii curin V (E 131),
BapsHuK XiHoniHoBKI »oBTui (E 104)
7 CynposigHi AOMitLKu:
- Aomiwka A He Binble Hix 0,20 % Hwxue 0,05 % (<RT) E€ep.P. 2.2.29
- aomiwka B He Binbe Hix 0,50 % Huxde 0,05 % (<RT)
- pomiwka D He Binble Hix 0,15 % Huxue 0,05 % (<RT)
- iHAMBIAYanbHI HeigeHTudikosaHi
AOMILLIKN He Binbe Hix 0,10 % Huxue 0,05 % (<RT)
- CyMa [ OMiLLIOK He Ginbiue Hix 1,0 % Huxye Mexi BUABNEHHA
PosunHeHHs He meHwe 80 % (Q) 3a 60 xBununy 100,6%, 100,9%, 101,3%, €ep.®.2.9.3
g 99.0%, 101,4%, 98.5% €ep.0. 2.2.29
9 | OgHopigHiCTs 4030BaHUX 0AMHULL AV<15 1,7 €pp.®. 2.9.40
€ep.®. 2.2.29
10 | KinbkicHe Bu3HaueHHs BeH3naaminy 30wmr+5%, 3,012 mr €ep.®. 2.2.29
rinpoxnopuay B 1 Tabnertui (2,85 mr — 3,15 mr)
11 | Mikpobionoriuna yucrota® 3aranbHe 4ncno aepobHux He tecTyBanocs €sp.®. 2.6.12,
MikpoopraHiam 26.13,514
(TAMC): He 6inbwe 102 KYO B 1T
3aranbHe YuCno ApiKAXKOBUX Ta
nnicenesux rpubis (TYMC): He Ginble
10'KYOsB1r
BigcyTHicTb Staphylococcus aureus B
1r
BiacyTHicTs Pseudomonas aeruginosa
slr

*TecTyBaHHs napameTpy «MikpobionoriyHa UMcToTa» NPOBOANTLCA ANA KOXHOT AeCATOl cepii.

BucHoeok: TpoayKT Bianosifae SKoCTi, 3a3HadeHiit B cneumdikawii npy BUNYCKy.

Ha3sa Ta MiCLe3HaXOAKEHHS JiAHOK N0 BUPOBHULITBY | KOHTPONIO SIKOCTI, HOMEPU JiLIeHsIN Ha BUPOGHMLTBO (AWCIEH Monbda
Weuwys Ec.Eit., 35-959 Xewwuys, syn. Mwemucnosa, 2, Monbiua) JliyeHsis Ha Bupo6HULTBO: 174/0098/15

CrpasxHiM 3acBifuyto, WO HasefeHa Bulle iHopmaLis € AOCTOBIPHOW i TouHo. Lis cepia npoaykuii 80253973 Gyna
BUrOTOBIEHA | KOHTPOMb i AKOCTI ByB NPOBEAEHUIA, BKMIOYAI0UM NaKyBaHHA/MAPKYBaHHS Ha BULLIEBKA3aHi# QinNsHUI Y NOBHIN
BignosiaHocTi 3 BuMoramn GMP, siki BCTRHOBMEH MICLIEBUMU PETYNATOPHUMM OpraHami, Ta y BiANoBigHOCTI 3i cneuudikauieto,
SIKa 3HaXOAUTLCS B PeecTpaLliiHoMy Aocke. TpoTokomK BUPOBHULTBA, NakysaHHs i aHanisis Gynu PO3rAsHYTI | BiANOBIAHICTD
GMP nigTeepaxeHa.

[ara sunycky: 08.12.2025 poky
[Oata nignvcy: 08.12.2025 poky Nignuc YnoeHosaxeHo! ocobu
/nidnucaHo/
Bap6apa Mosic

/pexeizumu komnanii AuCiEn Ionvgpa JKeuiys Ec.Eil./



IGN Polfa Rzesuow S.A.
waslowa 2

; bauschhe

Certificate of Compliance

Product name (Trade name, INN, drug form)

"l" %plk‘ﬁ) (Be]i?'ydamine I‘\ydn.)chlm'id ¢)

Package size and type

Ma rkcﬁtf{f\.uthorimﬁ(m

U/\/l >4‘)4/0 I/Ol

' Batch number

80253974

Date of manufacturing

e ()’75

J‘\pny date

10.2027

Number of units released (o the

market 14 840 packages

API
AP Manufacturer

Benzydamine hydrochloride
Centawr Pharmaceulicals Pyt. Ltd.

API batch number

A2403310P

Manufacturing site

ICN Polfa Rzeszow S.A.,
2 Przemystowa Street
35-959 Rzeszow, Poland

Mauvusfacturing Authorization

174/0098/15

GMP Certificate

IWSF.405.72.20

1P T WTC/0098 01

05/132

Results of analysis

According to the attached Certificate of Anﬁlysis

Storage Store in the original package at the temperature
‘ beloaw 30 °C.
Comments
Deviation
- 008

1 hereby certify that the above information are authentic and accnrale.

Mentioned bateh of medicinal product has beess manufactured, including packaginglabeling and quality control
at the above mentioned site in full compliance with The Rules Governing Medical Products in the Evropean
Community Volume 1V, (mwl Manufacaning Practice for Medicinal Products and with the specification in the
Marketing Authorisation. The batch processing, packaging und analysis records were reviewed and Jound to be in

complianee with GMP.

Batch released to the market.

Date: 08.12.2025

Qualificd Person

“ 1

i [

NS S

Barbarea Glowis

Kopia
it na sgodeonts oot g ATA

wliconc wrrhllu (M; nn«’ >
pzewczyl

Efektroniczna

podpisany prie
Agata Szcw%
Data; 2025121

et
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CERTIFICATE OF ANALYSIS

Drug product: T-Sept?, compressed lozenges 3 mg, 10 tablets in a blister, 2 blisters in a cardboard boX
Active ingredient: Benzydamine hydrochloride

Batch number: 80253974

Manufacturer: ICN Polfa Rzeszow S.A., Poland

Dale of Manufacturing: 11.2025 Expiry date: 10.2027
. Marketing Authorisation: UA/13494/01/01 e, Batch size: 14 840 packages
| No. __...Parameter l ___Requirements | . TestResults
"1 Description o Round. biconvex tablets, green, " Complies anoleptic
. - with marble surface, with mint scent. o BY@luation
2 Dia 12.8 -13.2 mm .00 mr In-house,

______ ) 07009 +5% 06976g i, Ph.
| 4 Uniformity of Not more than two individual masses Complies Eur, Ph. 2.9
l deviate from the average mass by more
than + 5 %, and no individual weight |

’_m e e _more than £ 10 %,
5 | Disintegration ~_Not mare than 15 minutes

6 Identification:

! Uniformity of dosage units B YRR | 17 TEur. PR 2940
r.Ph, 2.2.29

ir. Ph. 2.2.29

“10 | Aseay of benzydamine 3.0my x5 %, BT Mg

CEUIn1g

Total yeast and mold fungi (TYMCY:
not more 10 CFUiIn 14¢

Absence of Staphylococcus aureus in 1

g

Absence of Pseudomonas aeruginosa
*The “Microbiological purity” parameter is checked for every 10 batches.

Conclusion: The product complies with the quality according lo Release Specification.

Name and address of areas for production and quality conlrol, numbers of Manufacturing license (ICN Polfa Rzeszow S$.A. 2 Przemystowa

Sireet, 35-959 Rzeszow, Poland) Manufacturing license:: 174/0098/15

{ hereby confirm that the above mentioned information is true and correct. This patch of product 80253974 was manufactured and its quality
control was carried out, including packaging/labeling in the above mentioned manufacturing area in full compliance with the GMP
requirements sel by the local regulatory authority and in accordance with the specification held in the registration dossier. Profocols of
manuflacturing, packaging and tests were analyzed and their GMP compliance were confirned.

Release date: 08.12.2025 QP Signature
Signature date: 08.12.2025

RPN S S

Barbara Glowis

can deviate from the average mass by

Benzydamine hydrochloride TLC. Must meet the requirements Complies Fur. Ph. 2.2.27
HPLC. Must meet the requirements Complies Fur, Ph. 2.2.29
Aspartame,
Colorant patent blue V (£ 131), TLC. Must meet the requirements Complies Eur, Ph.2.2.27
Colorant quinofine yellow (£ 104) — S (SO,
7 Impurities:
- impurity A not more than 0.20 % Below 0.05% (<RT) Eur.h. 2.2.29
- impurity B not more than 0.50 % Below 0.05% (<RT)
- impurity D not more than 0.15 % Below 0.05% (<RT)
- individual unidentified impurities not more than 0.10 % Below 0.05% (<RT)
| -lotalimpuiities o ___nat more than 1.0 % Below the detection fimit
8 Dissolution At least 80 % (Q) in 60 minutes 100.6%, 100.9%, 101.3%
99.0%, 101.4%, 98.5% Ph 225

| hydrochloride in 1 tablet (2.85mg - 3.15 mg) —— . . .
11 | Microbiological purity* The ~ total number of  aerobic Not tested Eur. Ph. 2.6.12, ¢
microorganisms (TAMC): not more 10? 2.6.13,5.1.4

i



JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnnunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €/IPTIOY 37078774

BHUCHOBOK
PO SAKICTh BBE3€HOr0 B YKpaiHy JiKapcbhKoro 3acody

13.02.2026 Ne 6027/26/10

T-CEIIT®

(HaiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHUM MOCBiTYEHHAM)
Ta0JIeTKH JUIs po3¢cMOKTYBaHHs 110 3 Mr no 10 Tabduerok y Omicrepi, mo 2 6iicrepu y
KapToHHiH KOpooui

(dhopma BHITYCKY, NO3YBAaHHS, BH IAKYBAHHA JTiKapCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsizuenns UA/13494/01/01 crpox xii peecrpaniiinoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne 80253973 Kinskicts BBe3eHoro mikapeskoro 3acoby 4400
BupoGruk AiCiEn Ionsda XKenrys Ec.Eii., ITonbma
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Vipainy CrijbHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y (popmi ToBapHcTBa
3 o0Me:sxeHO010 BiqnosixanbHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiiMenyBanHs Ta kof 3a €JIPTIOY ropumuunoi ocobn abo npizeuie, iM's, o 6aTekoBi (hizraHOT
ocobu - mijmpuemns, i Miclie IpoKHUBaHHA Ta peecTpaliiHmi HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkie abo cepis Ta HOMep nacnopra)

Iporoxoa sBisyaasnoro koutposo six 13.02.2026 Ne 0323/7.

3a pesynbTaTaMH [EP:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jikapcekui 3aci® BBeseno B VYkpainy 3
AOTPHUMAHHAM BuMOT 3aKOHO/IABCTBA 1I0/10 3a0€31I€YEHHS SKOCTI JIikapchKuX 3aco0iB.

Oumera EPBOMEHEO

W EoHTpORe) {nimmac) {inugam TR npiseHLe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



Jocpiyitinutl Gnank kommanii AuCiEn Honva JKeutys Ec.Ei./

Ceprudikar BianoBigHocTi

HaiiMenyBaHHs npoayKTy (TOpProsa Hassa,
IHH, aikapcbka popma)

T-CenT® (Bensuaaminy rigpoxaopua), TadjaeTu
AJS PO3CMOKTYBAHHS

JozyBanus

3 Mmr

Po3mip Ta THI YNAKOBKH

10 Tabnerok y 6nicrepi, o 2 6aicTepn B KapTOHHi
KopOOLLi

Kapronna kopobka: C1UA09, @onbra: F1UAQ6,
Incrpyxuis: PIUAO6

PeecTpariiine nocpigyenHs

Ne UA/13494/01/01

Homep cepii 80253973
JlaTa BHrOTOBJICHHA 11.2025
Tepmid NpUAATHOCTI 10.2027

KiabkicTh 00MHNLL, BHYWEHHX HA PUHOK

14 080 ynaxkoBok

AdI Ben3uaaminy riapoxaopua
Bupobrux ADI Llenrasp ®apmacstorikanc I1sT. JlTa.
Howmep cepii ADI A2403310P

JdinbHuust BHPOOHHITBA

ARCIiEn INonsda Hewys Ec.E#.,
35-959 Xeiuys, Byi. [Tiwemuciosa, 2, [osnbiia

Jlinen3sisi na BHPOOHHITBO

174/0098/15

GMP ceprudikar

IWSF.405.72.2023.1P.1 WTC/0098_01_05/132

Pe3yabTaTH aHalizy

3rifHO 3 J0JAHUM CepTH(IKATOM aHamizy

36epiranns 36epiraTi B OpUriHATLHIH ynakoBui npu
temneparypi Hiuxue 30 °C.
KomeunTapi
- Binxnaenns Tak [J Hi &l
Tax [ Hi @ ©

- Bigxnaenus Bin cnieunikauii

Llunt 51 3aCGiOUYI0, 10 GUUESKA3ANA IHGhopMAaYis € QOCHIOGIPHOIO MA IMOYHOIO.

3eadana cepis aikapcbkoz2o 3acoby Gyna 6U2OMOGAEH, GRIOYAIOUU HAKYGAHNS/MAPKYGANHS. MA KOUMPONb SKOCHI HU
cuwesaznaveniti Oineruyi, y noenili sidnosionocmi 3 Ipasunamy, ujo peaymoiome nikapeori zacobu ¢ Tomi 1V
Esponeiicokozo Cnismosapucmea, Hanevicria 6upobuia npakmiuKa ons nikapewrux 3acobie ma i3 cneyudikayieio 32i0Ho
peccmpayitinomy noceiouenio. 3anucy 3 GUPOOHUYMEd, ARyl md ananizy Oy nepeisHymi ma GUIHAHL MARUMUY, U1f0
Gionoeioaioms eumozam HanexcHor supobHUYOL ApaKMUKY.

Cepist gunyujena na pumox.
YnosHoBa)keHa ocoba

Jara: 08.12.2025 /nionucano/

Bapbapa I'nogic

Konis Enexrponitii niamic: Arara Hiesung
liaTeepaneno BANOBIAHICTL Opurinany [l“.:“: 2025.1 -? 1 f’
Craopeno Arata Lilesuik 08:56:34 +01'00 .
(CACKTPOINISEE 1 AHHE BitechmKa cepriwpirary)

Craopeno 10.12.2025. 08:56

/pexesizumu komnanii AuCiEu [onegpa Keurys Ec.Eil. /

b ter ¢ oNdo 'féﬁ’ 27 oo ALE @i/



Jogpiyitinuti onanx kommanii AUCiEn Ionsha XKeuwys Ec. Eii./

CEPTU®DIKAT AKOCTI

Nikapcokuit 3acit: T-CenT®, TaBneTkn ANA po3CMOKTYBaHHA No 3 Mr, no 10 TabreTok y BnicTepi, no 2 6ricTepy B KapTORHIN

KopoBuyi

[iroya peyoBuHa: beHsngamidy rigpoxnopua

Homep cepii: 80253973

Bupo6ruk: ARCIEH Monbda XKewys Ec.Ei., Monswa

[ata supobHuyrea: 11.2025 Tepmin npugatHocri: 10.2027

Peectpauinte noceiguerHs; Ne UA/13494/01/01 Poamip cepii: 14 080 ynakoBok
Ne Moka3Hukyu sakocTi AonycTuMi Hopmu PesynbTatu aHanisy Metoaun koHTponto
1 Onuc Kpyrni, sBoonykni TabneTky, 3enexoro Binnosiaae OpraHonenTudyHo

KOMbOPY 3 MapMypoBOIO NOBEPXHEID,
3 M'ATHUM apPOMaToM.
2 Liametp 12,8 -13,2 Mm 13,00 Mmm MeTog BupobHuKa,
€sp. ¢.
3 CepepHa maca 0700r+5% 0,6994 r €ep.®. 2.9.5
4 OgHopiaHICTL Mach He 6Ginblue ABOX iHAMBIAYaNbHUX MaC Bignosigae €8p.®. 2.9.5
BiAXUNSIOTLCS Bif CepesHboi Macu '
Binblie Hix Ha £ 5 %, npu Ubomy
XOAHa iHauBIAYanbHa Maca He Mae
BIAXUAATUCA Bif cepefHbol Macu
Ginbwe Hix Ha £ 10 %.

5 PosnagaHHs He Ginblie 15 xBuAvH 5 xBunuH €8p.®. 2.9.1

6 laeHTUchiKaLa:

Bexanaaminy rigpoxnopuay TWX. Mae sianosinaTt BUMoram Bignosigae €ep.®. 2.2.27
BEPX. Mae Bignosigartu BuMoram Bianosigae €pp.®. 2.2.29
Acnaptam, TWX. Mae signosiaaty BuMoram Bignosiaae €ep.®. 2.2.27

BapBHMK nateHToBaHun cuHint V (E 131),
BapsHUK XiHONiHOBUI oBTUIA (E 104)

7 CynpogigHi gomiluku:

- AOMiwka A He Binblwe Hix 0,20 % Hwiue 0,05 % (<RT) €8p.®. 2.2.29
- AOMilwka B He Binbule Hix 0,50 % Hmwkue 0,05 % (<RT)
- poMituka D He Binbe Hix 0,15 % Huxue 0,05 % (<RT)
- iHaMBIgyansHi HeigeHTUdikoBaKi
LOMiLLKN He Binbwe Hix 0,10 % Hwxue 0,05 % (<RT)
- cyma A OMiloK He BinbLe Hix 1,0 % Huide Mexi BUSIBNEHHSN
PosunHeHHs He mexwe 80 % (Q) 3a 60 xsunuH 96,3%, 100,5%, 93,3%, €sp.®. 2.9.3
8 100,1%, 104,5%, 99,0% €8p.0. 2.2.29
9 OAHOPIAHICTb A030BAHUX O4UHULIL AV <15 1,2 €8p.®. 2.9.40
€ap.®. 2.2.29
10 | KinekicHe BU3HaueHHs BeHanaaminy 3,0mMrt 5%, 3,016 mr €8p.®. 2.2.29
rinpoxnopuay B 1 Tabnetui (2,85 mr — 3,15 mr)
11 | Mikpobionoriyna yucrora® 3aranbHe Yicno aepobHUX He Tectysanock €8p.d. 2.6.12,
MiKpoOpraHiam 26.13,514

(TAMC): He Ginbwe 10°KYO B 11

3aranbHe Yucno ApiKEXKOBUX Ta
nriceHesnx rpubis (TYMC): He BinbLue
10'KYOs1r

BigcytHicts Staphylococcus aureus B
1r

BincytHicts Pseudomonas aeruginosa
BI1r

*TecTyBanHs napameTpy «MikpoBionoriyHa YMCTOTa» NPOBOAUTLCS 15 KOXHOT AecsTO! cepil.

Bucroeok: TpoaykT signosigae AkocTi, 3a3HadeHili B cnewydikawii npu Bunycky.

Ha3sa Ta MiCLie3HaxoAKeHHs AiNAHOK NO BUPOBHULTBY i KOHTPOSIO SKOCTI, HOMEPU MiLIEH3il Ha BUPOBHULTBEO (ARCIEH Monbda
XKewys Ec.Ei., 35-959 Xewlys, Byn. Muwemucriosa, 2, Monbwa) fliueHsis Ha BUpoBHULTEO: 174/0098/15

CrnpaexHiM 3acBifuylo, WO HasedeHa BUWE iHopMaLis € AOCTOBIPHOW | TouHow. Lis cepia npoaykuii 80253973 Gyna
BUroTOBNEHa | KOHTPOSL 1i AKOCTi ByB NPOBEAEHWIA, BKIOYAKOYW NaKyBaHHA/MapKYBaHHS Ha BULLEBKA3AHIA AiNSHL y NOBHiM
BiANOBIAHOCTI 3 BUMOramn GMP, siki BCTAHOBMEHI MICLEBUMM PerynaToOpHUMI opraHamu, Ta Yy BIGNOBIAHOCTI 3i cneuudikauieo,
Aka 3HaxoauTLCH B peecTpauiiHoMy AoCke. MpoTokonM BUPOBHWULTBA, NakyBaHHs | aHaniais Gynu poarnsHyTI | BiANOBIAHICTL
GMP nigTeepaxeHa.

[ara sunycky: 08.12.2025 poky
[Oata nignucy: 08.12.2025 poky Mignuc YnosHosadkeHO! ocobun
/nidnucaHo/
Bapbapa [Mosic

/pexgizumu komnanii ACiEn Honeha XKeurye Ec.Ei./




T-Septd® (Benrzydamine hydrochloride)
_compressed lozenges

3mg

10 tablets B a blister. 2 blisters in & cardboard box

¢ Marketing Authorization

UA/13494/01701

Batch number

Date of manufacturing

Expiry date

Number of units refeased to the market

80233973

API Manufacturer

Benzydamine hydrachloride
Centamr Pharmaceuticals Pyt Lid,

APT bateh number

A2403310P

[CN Polfa Rzeszow S./
2 Przemystows Street
35-959 Rzeszow, Potand

Manutacturing Authovization

1747009815

MP Cerificate

Results of analysis

TWST405.72.2023.1P.1 WIC/0098 01 057132

According to the

Storage

Comments
Deviation
- 008

I heirely certifv that the above information are authentic

30°

~below

Carton: CIUAD9, Foil: FIUADG. PIL: PILAOG

attached Certificate of Analysis

Stare in the original package at the emperature

Mentioned batch of medicingd product has been manifuctured. including packaging/labeling and guality control

w the abave mentioned site in fudl compliance with The Rulex Geverning Medical Products i the Luropean
Communite Volume 1V, Good Mandaciring Practice for Medicinal Products wreed with the specification in the
durhorisation. The bateh processing, packaging and analyvsis records swere reviewed wid found 1o be in

Marketing
compliance with GMP.

Batch released to the market.

Date: 08.12.2025

Elektronicznic

podpisany przez

Agmta Szewezyk
Kk Data: 2025.12.10

. Agata
“Szewcz
(l\'xff.

Nz

Quatified Person

Barbura Glowis




CERTIFICATE OF ANALYSIS

[vug product: T-Sept®, compressed lozenges 3 g, 10 {ablels in a blister, 2 blisters in a cardboard box
Active ingredient: Benzydamine hydrochloride

Batch number: 80253973

Manufacturer: ICN Polfa Rzeszow S.A., Poland

Date of Manufacturing: 11.2025 Expiry date: 10.2027
Marketing Authorisation: UAM13484/01/01 ... .. Bakhsize: 14080 ; kages .
No. Parameter Requirements __TestResults Test methods
1| Description © 1 Round, biconvex tablets, green, Complies Organcleptic
....... - with marble surface, with mint scent. @ e, CYaluatio
2 Diamester 13.2 mm 13.00 mm in-house,
. o e vt R e TR RO 4o s 8in i Ve tereststenn P [_U[ ph
Aver IER o 0.700 g -
Uniformity of single tablets mass Not more than two individual masses

deviate from the average mass by more
than = 5 %, and no individual weight
can deviate from the average mass by
L o more than £ 10 %
Disintegration _ Not more than 15 mi
Identification
Benzydamine hydrochioride TLC. Must meet the requirements G
HPLEC. Must meet the requirements Coraplies

o

Euw. Ph.2.2.27
Eur, Ph.2.2.29

Aspariams,
Colorant patent biue V (E 131), TLC. Must meet the requirements Complies Eur. Ph, 2.2.27

_Golorant quinoline yellow (&
Impur

~|

- impurity A rot meore than 0.20 % Below 0.05% («RT) Fir Ph 2270
< impurily B not imore than 0.50 % Below 0.05% (<RT)
- impurity [ not more than 0.15 % Below 0.05% (<RT)
- individual unidentified impurities not more than 0.10 % Below 0.05% (<RT)
. al i ities 101 mor 0% Betow the detection imit o
8 st 80 % (Q) in 60 minutes 96.3%, 100.5%, 93.3% P
100 1%, 104.5%.  99.0% #h.
9 AV 15 12T PR,

. Ph. 2
. Ph. 2

T 30mgE5 %,
(2.85 mg - 3.15 myg)

10" | Assay of
hydrochloride in 1 tab

3016 mg

11 Microbiologice The total  number of  acrobic Mot tested P 2647 |
microorganisms (TAMEC): not more 107 2613, 614 |

CFUin1g

Total yeast and mold fungi (TYMC):
not more 10' CFUIn 1 g

Absence of Staphylococcus aureus in i

9
Absence of Pseudomonas aeruginosa
intg

*The "“Micrabiological purity” parameter is checked lor every 10 batchas,
Conclusion: The product complics with the quality according to Release Speacificalion.

Name and address of areas for production and quality control. numbers of Manufactuing licerise (ICN Polfa Rzeszow SA. 2 Prremyslowa
Streel, 35-959 Ryeszow, Poland) Manufacturing license: 174/0098/15

I hereby confirm that the above mentioned information is true and correct. This bafeh of product 80253973 was manulactured and its quality
control was carried out, including packaging/fabeling in the above mentioned manufactuing area in fuli complionce wilth the GHF
requirements sef by the local regulalory authority and in accordance with the specification held in the regisiration dossicr. Protocols of
manufacturing, packaging and tests were anafyzed and their GMP compliance were confismed.

Release date: 08.12.2025 QP Signature
Signature date: 08.12.2025

i L FR

Barbara Glowis
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