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1. HBME HA JEKAPCTBEHHS NPOAYKT

CTPEINCHJIC MEHTOJ U EBKAJIMIT 1,2 mg/0,6 mg /8 mg Tﬁnﬂm,g.gmene o 15 06 ‘_2_021
2,4-Tpxnopben3rios ankoxon /AMinMeTtakpeson 0,6 mg /JlesomenTon

STREPSILS MENTHOL AND EUCALYPTUS 1,2 mg/0,6 mg/8 mg lozenges
2,4-Dichlorobenzyl alcohol /Amylmetacresol /Levomenthol

2, KAYECTBEH H KOJIHIECTBEH H CbCTAB

Besaka Tabnerka 3a cMyHeHe ChAbpkKA:

AKTHMBHH BellleCTBa:
Awmunueraxpeson (Amylmetacresol) ' 0,6 mg
2,4-Inxnopbenzunos ankoxon (2,4-Dichlorobenzyl alcohol) 1,2 mg
Jlepomenton (Levomenthol) 8 mg

TTomoITHR BEINECTRA ¢ H3BECTHO AeliCTBHE 3a e/1HA TableTKa 38 CMyUCHE:

IMmenwano HEmecTe (ChALPXkamo riayTen): Exna TaGneTka 3a cMyweHe ChAbpxka He nopeye ot 20,26 pug
CAYTEH.

Harpnii: no-mamko ot 23 mg (1 mmol)

I'moxoza: 1013 mg

3axapoaa: 1496 mg

Apomart, chaBpxkam anepreqs (Esxamumroso macno chaspika d-JIuMoHeH)
Cyndurs — cepen guoxcun (E 220): 0,130 ppm.

3a ITIHHA CHCTAB Ha NNOMOHIHHTE BEINecTBa, BIDKTE Touka 6.1

3. JEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe

CrHbo OHLBCTCHA, OBANHA TadneTKa 3a CMYUYEHE ¢ apOMAT HA MEHTOJI H XapaKTCpeH BKYC H OTNCYATAHO
JIOro OT ABETE CTPAHH.

4. KIHAAYHH TARHHA
4.1 TepaneBTHIHE NOKAIAHHA

3a CAMOCTOATE/HO CMMITOMATHYHO JICYEHHE WIH B KOMIUIEKCHATA TEPaNHs HA HHQEKIHO3HO-
BB3IAHTENHY 3a00/9BalKi HA YCTHATA KyXuHR (CTOMATHTH, (aPHHIHTH, JIAPHHIHTH), BKIOYHTEIHO H
IIPH 3AIyIIeH HOC.

4.2. I03HPOBKA B HATHH HA NPRIOKCHHE!
Jo3xpoBKka

Ja ce minomsa Hali-HUCKATA edleKTHBHA H03a 34 HAl-XapTHK NEPHOA OT BpeMe Heo0Xomum 3a
ofnexuyaraHe HA CHMITTOMHTE.

BuapacTHH H Aema Bajx 6 roaARnEH
IIpenopr4panata no3a e enHa TabneTka nmpes 2 — 3 vaca.




Jla ne ce npesnmIaBa penopLusaHarTa fo3a (MakcuMyM 8 TabneTkH 3a cMydese 3a 24 gaca).

3a na ce m30erne pHcka or zanapane Crpencuic Menron 1 Epkanunt ce npwiara camMo TIpH Jelia, KOWTO
morar 03 Haa30p Ja 3agbpikar TabneTKaTa 38 CMyUeHe B YCTATa JOKATO T4 ce pasTBaps GaBHO.

Heua noa 6 ronRmA: BLIPACT:
To3n mpoayKT € NpOTHRONOKA3AH NPH AeNa MOA 6 roAMIHA Bh3pacT (B T.4.3).

HanBenTH B CTAPYECKE BLIPACT
Tlpn nawnenT! B cTapYecka PH3PAcT He € HeOOXOANMO Aa ce HAMAJABA NO3ATA.

Jlewennero He TpAGBa Ja MpOALDKaBa MOBedE OT 5 AHM, THH KAaTO MOXe A8 AOBEAE A0 AMcOananc Ha
ycTHaTa MuKpoOHa duiopa H puck or 6akTepHaTHa HIM re6HIHA HH(EKLHA.

Haq9nA B2 HpHIOKEHHE

OpoMyKO3HO IPHITOXEHHE.
TabneTknTe 32 CMyYeHE CE OCTARAT B YCTATA A0 THJIHOTO MM Pa3TBapAHE; 1a HE C& JBBYAT HIIH IOTITBIAT
ueM; fa ce MPHEMAT MEKITY XpAHSHHATA,

Kaxro nps ApyTH noA00HH IEKAPCTEEHH MPOLYKTH, NAIHEHTHTE TPAGBA JIa C€ HHCTPYKTHPAT Ia CMECHAT
NO3MIHATA Ha TAGNIETKHTE 32 CMydEHe BBB BLTPEIIHOCTTA HA YCTATA [0 TAXHOTO PASTBAPAHE, 3a Ja ce
H30erHe PHCKa OT JIOKANNHO [IpasHEHe.

4.3. IIpoTEBONOKAZAHAS

CBpBX4yBCTBHTEIHOCT KbM AMMIMETAKPE30], 2,4-JIHXI0pOeH3HI0B ANKOXO/ WIH KbM HIKOE OT
NOMOILHHTE BEMICCTBA MOCOYEHH BT.6.1.

Jeua no 6 roqMInHa BL3pacT.
4.4 CnenHaIHH NpeAyNpexaeHRA B NPeAla3nH MEPKH NpH ynoTpeda

AKO CHMITTOMHTE HPOABIDKABAT NOBEYE OT 5 HH HIH Ce IOABAT HOBH CHMITTOMH, Jia Ce IPEOLCHH
AMATHO34TA H TepanuaTa.

Cne HYHH 34 Jie HHA CHHA;

Tora JICKAPCTBO CHALPKA CBBCEM MANTKH KOJIHYCCTBA INTYTCH (01‘ NMUueHAYHO HI'IIIIECI‘C) AKO HmaTte
aneprua KeM MICHHLA (KOBTO € pPasinM4HoO OT IIBOJIH&KPDI), Bre ne 'rpaﬁna Aa TIPHEMATE TOBA JICKApCTBO.

Tosa nexapcTso chaBpKa Mo-Manko ot 1 mmol Hatpuii (23 mg) va exqHa Tabnerka 3a cMydeHe, T.¢. MOXKE
AR C€ KaxKe, 9€ NPAKTHYECKH He ChAbPKa HATPHIA.

MAT. ANICpreHH
Tosa nexapcTeo chaBLpAka apoMar c d-JluMoHEH.
D-JlamoHeH Mo3ke 12 IPHIHHH a1eprHYHH PeaKIiHH.

Crpencanc Menron u Epkanurrr chibpaka 1,013 g rmokosa u 1,496 g 3axaposa ua eaua rafneta 3a
cMydeHe. Tpa0Ba fa ce HMa NIpENBH] P NAUHEHTH CHC 3aXapeH nuabeT.

[Mopany CEOBPKAHMETO HA DIOKO3a, NAIMEHTH ¢ PSAKE [TIIOKO30-TAIAKTO3HA M
Aa IIPHEMAT TOBA JIEKAPCTRO,
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Iopamy CBABPHKAHMETO HA 3aXapo3a, MALMEHTH C PEJKH HACJICACTBEHH Npob/IeMH Ha HEIOHOCHMOCT KBM
¢pyxTO3a, MMOK030-TaNakTO3HA ManabcopOims WiH 3axapo30-H3oManTaseH geHumT He Tpabea na
IPHEMAT TOBA JIEKAPCTEO.

Axo Bammat nexap Bu e kazan, 4e HMaTe HEMOHOCHMOCT KbM HAKOH BHJIOBE 3aXapH, CBBPKETE €€ ¢
Hero NpeH A NpHEMeTe TO3H JIEKAPCTBEH MPOAYKT.

Tosm nexapcTBeH NPOAYKT chAbPAka cynduTH (ceper anokcra (E 220)): B pemxu ciTyuan Moxe na
NPHYHHH TEXKH PEAKIAH Ha CBPEXIYBCTBHTEIHOCT H OPOHXOCTIAZEM.

4.5 B3anmozeiicTpHe ¢ APYIH JeKaPCTBEHE NPOAYKTH H APYTH GOPMHE Ha B3aBMOjcHcTBHE
He ca H3BeCTHH JICKAPCTBEHH H APYTH B3aHMOACHCTBHS.
4.6 @epTHANTET, GpeMERHOCT H KbPMEHE

BpeMeRROCT

He ¢a HATHIHM WIM HMA OTPAHAYEHO KOJHYECTBO OT AAHHM 33 MSIIOI3BAHETO HA AMHIMeTakpeson, 2,4-
Jiaxnopbemunor ankoxon u JlesomenTon.

KakTo mpH BCHHKH NEKAPCTBEHH TPOAYKTH, TpalBa 3 ce BHUMABA NPH WINOMIBAHETE HA TO3M NPORYKT
1O BpeMe Ha OpeMEeHHOCT H IIpH HeoOXO0MHMOCT Ja CE MOTHPCH IEKAPCKH CHBET.

Knpmene

He ¢ m3pectHo mamu 2,4-/uxnopOeHsnioB amkoxon, AMMIMeTakpe3on, JIGBOMEHTON MIM TEXHHTe
MeTalONHTA ce eKCcKpeTHpaT B MaHYMHOTO Musko. He Momke jga ¢e HIKMOYH pHcka 33
HOBOpOAeHHTe/GebeTaTa.

DeprTanTeT
HaAma HATHYHH JaHHH 38 edexT BEpXy (pepTrnunTera.

4.7 E§exTH Bbpxy cHOCOOBOCTTA 32 modHpane B paGoTa ¢ MAMBARH
Crpencranc MenTon i EBKanunT He MOBAHABA CHOCOGHOCTTA 3a ModHpane u paboTa ¢ MAlIMHH.

4.8 Heaenann JIeKAPCTBEHR PeAKIHE

CruchKbT HA HEKETTAHH JEKAPCTBEHH peakiMH M0-HO0IY Ce OTHACH 3a KpaTKocpodHa ynotpela Ha
Amunmerakpeson, 2,4-uxnopSenzunos ankoxon 4 JleBoMeHTON B A03HpoBKa Kato 33 OTC npoaykT.
JOmBTHUTENHH HEXENAHN PEAKITHE MOTAT A2 ce Habmoaasar NPH ALATOCPOUHO JCUEHHE Ha XPOHHIHHK
CBCTOSHMA.

BE2MOKHHTE HesenaHH JIEKAPCTBEHH PeaKLHy, KOWTO MOraT Aa GbJaT cBbp3aHH ¢ AMAIMeTaKpeson, 2,4-
HimxnopGensnnoe ankoxon H JleBomeHToN ¢a NMPeNCTaBeHH NO-A0NY, TPYIHPaHH MO CHCTEMa-OpraH Kiac
KNACH(HKAIMATA ¥ 9€CTOTA.

YecroraTa ce onpepenid Kakto ciexsa: Muoro gectd (=1/10); Yecrm (>1/100 mo <1/10); Hewectn
(=1/1,000 no <1/100); Penku (>1/10,000 go <1/1,000); Muoro penxu (<1/10,000); HeuzpectHa (He Moxe
Aa 6wlie onpexaencHa OT HAMYHHTE JaHHH). B oTaeimuTe IpynM mo vYecToTa HEXCNAHATE PEAKUMH ca
Npe/CTABEHH B HU3XOAL Pl CIIOPEH CTENEHTA HA CEPHOBHOCT:

CHcTeMa-0pran xiasc YecToTa Hexenans peaxnan

Hapymens w©a  umynHata | HemapecTHa
CHCTEMA

CroMamHo- ypepHH HapymeHHa | HemsnecTHa




| | anckomdopr B yeTHATa KyXHHa I

Onpucanue 53 OHpeAt/cHE HEKEIARR DEAKIINE

! PeakuuuTe Ha CBPLXIYBCTBHTEIIHOCT MOTAT /& C& IPOSBAT MO (opMaTa Ha OGpHB, aHrHOEeM,
yprHKaphs, GpoHXOCNaIsM, H XHIIOTOHHS CHC CHHKOIL.

Crobmapane HA NOJOINAPANA HEKEIARH DEAKIHE

Cro0maBaHeTo Ha MOMO3MPARHN HEXKETaHH peakuuw Ciell paspelliaBatie 32 ynorpeGa Ha JHCKAPCTBEHHA
TIPOAYKT € BakHO. ToBa NO3BONEBA Na MPOALIDKH HabMOAEHHETO HAa CHOTHOLIEHHETO TION3A/PHCK 3a
JIEKapcTBeHHA NMPOAYKT. OT MEAHIMHCKHTE CIICIHATIMCTH Ce H3ECKBa Oa chOOLIABAT BCAKA TMOJO3HpaHA
HEXKeNaHa peaKii upes:

H3IriHMTE HA ArCHITMA 110 JIEKAPCTBATA

viL. . Jdamau I'pyes“ No 8

1303 Codus

Ten.: +359 2 8903417

yeOcaifr: www.bda.bg

IIpeno3npasero 61 MOIIO A2 NPHYKHA CAMO FACTPOMHTECTHHANEH AuckoMdopT; ynorpebara TpaGea fa
¢e MPEYCTAHOBH H /1A C& 3aN0YHe CHMITOMATHIHO JIEYECHHE.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 PapMaKkoIHHAMETHH CBONCTBA

PapMakoTepanesTHUEA rpyna: HIpoayxT 3a rupio: aRTRCENTHK
ATC xon: ROZAA 03

2,4 — ImxnopOeH3HoB ANKOXO0N H AMHIMETAKPE30/I MMAT JIOKATHH aHTHCEITTHIHH CBOHCTBA C
aHTHOAKTEpPHATHA, MPOTHBOIE0MIHA 1 AHTHBUPYCHA AKTHBHOCT.

2,4 - NpxnopOeH3uaoB ankoXon B AMHIMeTaKpe3on GIoKHpaT 00paTHMO HHAYLHPAHHTE OT
AENOASpH3aIHs HOHHH KaHAH IO HAMHH NO00eH Ha IOKaTHHTe AHSCTETHITH.,

Koraro Te3H /iBe akTHBHH BEIeCTBa ¢ce KOMOHHHpAT ce HabMmoaaBa CHHEPrHIHO JICHCTBHE,

KOETO BOZH JIC HaMa/IfBaHe Ha M3MON3BAHHTE B KOMOHHanuaTa Ao3d npu CTpencwic TabneTky 3a
CMyUeHe. '

AnTnbaKkTepHanHaTa U aHTHIBOKHYHA akTHBHOCT HA CTpenciic TabneTky 3a CMydeHe ca YCTAHOBCHH [IpH
in-vitro 1 in-vivo npoyssarmi. In-vitro anruBHpycHoTo aeiicTene cpenry 06BHTH BUpychH Ha Crpencuinc
TabneTkH 3a CMydeHE € IeMOHCTPHPAHO Cjiel KOHTAKT 32 1 MuHyTa. JIRroroasimHaTa, B cBeTOBEH Maimab
ynotpeba Ha Crpenciic TabneTku 3a cMydeHe He OK43B2 HaMa/IABaHe Ha AKTHMBHOCTTA CPELy PasIHIHH
NAaTOTeHH, KOETO NOKA3BA, 3¢ HE CE PA3BHBA PEIHCTEHTHOCT.

Knusniem npoy-BaHMs JOKA3BAT aHanTeruaHuA edekt Ha CTpencunc npu Hamanapake Ha GONKHTE B
TEPOTO K 0ONIeK4aBaHE HA 3ATPYIHEHOTO NMPErIbIAHe ¢ HAYANO Ha eficTHe B PAMKHTE HA 5 MHHYTH H
MPOXRDKHTEIHOCT Ha edexra Ao 2 uaca. 3HAUHTENHO MO-FOMAIMO obekyaBane B CpaBHEHHE C
HEJIEKAPCTBEHH Ta0/IETKH 33 CMydeHe € OKA3aHO MPH Jic4eHHe B MPOTEDKEeHHe Ha 3 THH.

JleBoMeHTOJI HMa CITa00 JOKAITHO 8HECTETHYHO AciicTBHE BHPXY MBPIOTO H 00JICK98Ba CHMITTOMHTE Ha

3aMyLIeH HOC.
5.2 PapMaKOKHHETHYHH cBodicTea
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CMIORKA ¢ HaDoNaBaHO 0 €[HA MMHYT2 H YBEJHMYEHH HAJ CTAPTOBHTE HHBA ca CE 3aJbpiKaiH IO
pa3TBapAHeTO Ha Tabinerkdre 3a okono 6 MHHYTH. HM3MepHMM KOIHYECTBA AKTMBHH BEIECTBa ca
OTACASHH TIPH eKchexkTopaiya a0 20-30 MEHYTHM ciel NpHIOKEHHEe Ha A03aTd; HETHOTO OTACIAHE Ha
aKTHBHHTE BEINECTRA MPEIIONAra YABLKEH IpecTol B JIMraBHIIATA HA YCTHATA KyXHHA H I'bPJIOTO.

Cumpnrarpadekn npoyusassa ha Ctpenciic TaleTky 3a cMy'eHe OKA3BAT MOCTENEHHO pasTBapAHe Ha
TabneTxuTe ¢ oTNaraHe B 00MacTTa HA YCTHATA KYXMHA H I'BPJIOTO OT BTOpATa MMHYTa N0 2 4aca ciell

TPHIOKEHHE H IBITOTPacH CMErYaBaill APa3HEHETO HA IbPIIOTO edexT.
5.3 HpeaxcauuATHEH AAHAE 32 Gesonacuoct

OcTpara nepopanHa TOKCHMHOCT Ha 2,4-JIMXTMOpOeHIWIOB AmKOXOM H AMH/IMETAKpe30l € HHCKa H
TOKCHKOJIOTHYHHTE IIPOY4BAHAA [OKA3BAT MHOTO Jieko OLOpeYHO yBpexkAaHe NpH J03H B YETHPHKpATHA
CTETICH NO-BHCOKH OT CTAHAAPTHHTE.

IIpu TecToBe 32 XPOHHYHA TOKCHUHOCT BBPXY IUTBXOB¢ € YCTAHOBEHO MOBHMINABAHE HA TETTIOTO Ha
Gu0peimre H uepHHS Apo0 CNEA JieueHHE C MEpPOpamHH AHeBHH Ao3H or 200 m 400 mgkg 24-
Jmxnopbensun anxoxon (MHOro Haj AHEBHMA IpHeM oT Crpencuic TabneTkH 3a cMyueHe). OcseH ToBa €
Ha0mofaBaHO H NO3038BHCHMO YBPEKAAHE HE cTOMAampuA erures. [logaBar ce yiUepO3HH NPOMEHH H
HEKPO3a 3ae{HO C XHIICPIUIAZHA H XHIIepKepaTO3a HA eNMTeNa.

In-vitro u in-vivo Dpoy4BaHMA 33 reHOTOKCHYHOCT Ha 2,4-J[MXnopOeHINN0B AKOXON H AMHIMETAKPE30]]
HE TIOKa3BaT HANHYNE HAa reHOTOKCHYEH MoTeHunan Ha CTpENncHic B mpenopbusanate A03M. JlanHuTe 32
TeHOTOKCHYHOCT H LIrOrofMIIHaTa ynorpeba He Oy AT onacesns 38 KAHIEPOreHHOCT.

IIpoy4rate 3a eMOPHOTOKCHYHOCT IpH 3afiltd M IPOCMEKTHBHO Mpoy4BaHe HaH 6€30MacHOCTTA MPH XOpa
HE MOKa3BaT TeparoreHHu edexTd. [Ipoyqmaneto Npu 3aifiid noxasea Junca Ba efexT BEPXY XOAa HR
6pemernocTTa, (eTanHoTO passHTHe H Mandopmaie ot Crpencuac B no3u 50 mbTH Haf cTaH;(amerre
HsaMa HanuaHH AaHHH 33 eeKTH BEPXY (epTIIIHTETa H IEPH-TIOCTHATANHOTO Pa3BHTHE.

6. PAPMAHEBTHYHH JAHHH
6.1 Cnienk BA NOMOMIARTE BEIMECTBa
PBHHeHA KHCeHHA
Epxanmrmroso Macio
Huaurokapmun (E 132)
Teqna 3axaposa
Teuna rmoKosa
Bona
6.2. HeeLBMECTEMOCTR
Henpuioxmmo

6.3 Cpox ma roqHoOCT

36 mecena 3a OmicTepH, ONAaKOBaHH B KAPTOHEHA KyTHA
6.4 CnenEaJIHA ycI0BHY HA ChIpANEHHE

Jla ce cexpanaBa npu TeMnepatypa nog 25°C.

6.5 Baa H ¢LALPAXAHEE HA OHAKOBKATA




6
Kapronena kyrua ¢ 6iucrepu ot TBpac amymunero domao PVC/PVDC, Moxke Aa CHABPKA €HH HIH

aBa GumcTepa.
Onaxobkara cpabpAKa 24 TabneTxku 3a cMydeHe.

6.6 Coenaanny NpeINa’HH MEPKH NPH H3XBLPANHE H paGora
Hama cnewranHi H3HCKBaHAA.

HenznomBaHUAT NCKAPCTBEH NMPOAYKT M OTNANbYHH MATEpPHAIHH OT Hero TpabBa Ja ce H3XBEHPAAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. OPUTEXATEJ HA PASPENIEHHETO HA YIIOTPEBA

Reckitt Benckiser (Romania) S.R.L.
48 Jancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, Pymsnus

8. HOMEP HA PASPEHIEHHETO 3A YOOOTPEBA
Per.Ne 9500007

9. JATA HA OBPBO PA3ZPEIIABAHE/MOAHOBABAHE HA PA3PEHNIEHHETO 3A
YIIOTPEBA
01.12.1995

10. JATA HA AKTYAJIM3APAHE HA TEKCTA
Mmaprt, 2021




