KPATKA XAPAKTEPHCTHKA HA JIJEKAPCTBEHHS IPOAYKT
1 HME HA JEKAPCTBEHHA NPOAYKT

CTPEINCHIIC MEHTOJI H EBKAJIMIIT 1,2 mg/0,6 mg /8 mg Tabnerku 3a cMydeHe

2,4-luxnopGersus ankoxon /AMunMerakpeson 0,6 mg /JleBoMEHTOR
o g?;ﬂbﬂHMTEHHA ATEHUIS RO NEKAPCTBATA

IORON@ENMEpUCITIUKA HA Npogyxme - [ipuroxetiue 1

STREPSILS MENTHOL AND EUCALYPTUS 1,2 mg/0,6 mg/8

2,4-Dichlorobenzyl alcohol /Amyimetacresol /Levomenthol P 240000 T
2. KAYECTBEH H KOXHYECTBEH M ChCTAB | wRé / f24/ J/:*b‘ ~Y% 64
azpewenue Ne 2. '
Beska Ta6ieTka 33 cMydeHe ChInpua: ocosoere Ne . 19-52- 19
AKTHBHH BEIIECTBA: i et S o
AmunMerakpeson (Amylmetacresol) 0,6 mg
2,4-NTuxnopbensun ankoxon (2,4-Dichlorobenzyl alcohol) 1,2 mg
Jlepomenron {Levomenthol) _ S mg

3a nBJIHHA CHCTAB Ha IOMOLHHTE BEINeCTBa, BHXKTE Touka 6.1
3. JEKAPCTBEHA ®OPMA
TabGnetka 3a cMyqeHe

Cunno olpereHa, oBanHa TableTka 3a CMydYeHe C APOMAT Ha MEHTON H XapakTepeH BKYC H OTIEYSTaHO
NOre OT ABETE CTPAHH.

4, KJIHHUYHHA JAHHH
4.1 TepanesTHYHHE DOKA3aHHA

3a CaMOCTOATENHC CHMNTOMATHYHO JI€YEHHE HIH B KOMIUIEKCHAaTa TepanHs Ha HH{eKiHo3HO-
BB3NAIMTENHH 3a00N4BAHMA Ha yCTHATA KyXHHa (CTOMATHWTH, (hapHHIHTH, JAPHHTHTH), BKIOUMTEJHO H

NP 3alylHeH HOC.
4.2. lo3upoBKa H HAYHH HA DPHICKEHHE:
Jo3npoBka

Jla ce H3non3Ba Hali-HHCKaTa e(eKTHBHA 1033 3a Hal-KapTBK MEepHOA OT BpeMe HeolXomuM 3a
00NeKYIaBaHe HA CHMIITOMETE,

Bn3pacTaE B Acua Bax 6 roaunn
[Ipenoprusanara no3a e eana Tabnrerka npes 2 — 3 yaca.

Ha He ce NpeBRIABa MpenophYBaHATA f03a (MAKCHMYM 8 TabieTKH 3a cMyqeHe 3a 24 uaca).

Jena noa 6 roAEmIAA PLIPACT:
To3d NpoxyKT € NPOTHRONCKA3AH MPH Jela oA 6 roJHiIHa Bb3pacT (BHX T.4.3).




IlanuedATR B CTAPUECKA BLIPACT
Ilpu mawyeHTH B cTapuecka BB3PAcT He ¢ HEOGXOAMMO Aa Ce HamaldBa 403aTa.

Jleyennero He TpaOba Aa NpoABIKABA MOBEYe OT 5 JHH, ThH kaTo MOXe Ja mopele A0 AucOanaHc Ha
yCTHATA MEKpOOHA driopa U puck ot GaxTepuanna niy re6uuna nEdeKin.

Hauna Ha npuaokenne

Opomykosso npunoxkenue. TabneTkuTe 3a CMyUeHe €€ OCTABAT B YCTATa A0 ITIHOTO HM PasTRapaHe; Xa
He Ce bBYAT UM NOTTBIIAT UeNH; AA C¢ MPUEMaT MEXKAY XpANCHUATE.

Kakro npu Apyra noao0Hu nekapeTseny NPOAYKTH, NakenTHTe TpA0RA Ja ce MHCTPYKTHPAT 8 CMEHAT
NO3HUHATA HA TA6GNETKITE 32 CMyueHe BB BRTPEIIHOCTTA HA yCTarTa A0 TAXHOTO pa3TBapsHe, 3a 44 ce
H30ErHE PUCKA OT NOKANHO ApPAIKEHE.

4.3. IpoTaBONOKA3AHEA

CBPBEXYYBCTBUTENHOCT KM aMUIMETaKpesol, 2,4-NHXN0pOenInIaNikoXo Wi XbM HIKOE OT TOMOIHATE
BellecTsa Noco4eHH BT.6.1,

Hena nox 6 rojiumsa BL3PAacT,
4.4 Cnenua/HN DpelynpexieHns ¥ NpesOA3HE MEPKN OpH ynorpeba

AKO CHMITOMHTE IIPOTB/DKABAT IIOBERE OT 5 AHH MIIH CE NOABAT HOBH CHMITOMH, A C€ IPEOeHA
AHarHO3aTa K TEPaNHATa,

TTopapy ChABPKAHUETO HA IMIOKO34, NALMENTH ¢ PeAKS TIIOK030-TranakTo3na Manabcopbuns ne Tpabea
Jia IPHEMAT TOBa JIeKapCeTBO.

Topaan ChABPXAHHETO Ha 3aXap, MALMEHTH C PeAKH HACNEACTBEHH NPOGIeMH Ha HETIOHOCHMOCT KbM
bpykro3a, rIOK030-ranakTO3HA ManabcopOLMA WK CYKPO30-HIOMATTO3HA HEAOCTATEYHOCT He TPilsa na
NpHEMAT TOBA JIEKAPCTBO.

Bceaxa rabnerxa Crpencunc Merron » Eskanant coaspika: 976.2 mg rmokosa u 1441 mg 3axaposa.
Topa Tpa6pa Aa ce uMa MpeaBH/I NPU NAUUSHTH CHC 3axaped aualer.

4.5 BaauMopelicTBHE ¢ APYTH MeKAPCTBCHH RPORYKTH U APYTE GOPME HA B3auMoaelicTBES

He ca H3BecTHH JIeKapCcTBEHH M APYTH B3aUMOACHCTBHA.

4.6 BpemennocT, PePTHIATET B KhpMEHe

BpemenaocT

He ca nanuiH\ Hjd HMa OrpaHHYeHo KOJHYECTBO OT JAHHH 32 H3NON3BAHETO HA aMHIMETaKpeson, 2,4-
AUXNOPOEH3HN ANKOXON H JIEBOMEHTOJ,

Kakro npu BCHYKH JeKapCTBeHH NPOAYKTH, TpAGBa Aa & BHHMABA MPH H3MON3BAHETE HA TOIH MPOAYKT
no BpeMe Ha GpeMEHHOCT H TP HEOOXOMHMOCT A2 C€ MOTHPCH NIEKAPCKY ChBET.

Kupmene
He e museectHo ganu 2,4-quxnopOeHsdyl ankoxojl, aMHIMETAaKpPe3o, JEBOMEHTON
MeTabONHTH cCe exckpeTHpar B MaliumHoto Mnsko. He wmoke pma ce  wsk
HOBOpoJeHHTe/Geberara. :



PeprEAATET
Hsama HanmuuHy faHuy 3a edexT BLPXY PepTminTeTa.

4.7 EdexTH Bopxy cnocobaoeTTa 33 modupane B pabora ¢ MAAAH
Crpencunc Merton w Erxanunt ne nosnussa cnocoSuocTTa 3a inodupane 1 paboTa ¢ Mamanm,
4.8 Hexenann NeKapCTBEHH peakmuH

CnHECHKBT Ha HEXKENaHH JISKAPCTREHE PeaKiHy NO-10Jy Ce OTHACA 33 KPaTKOCpo4Ha ynoTpela Ha
aMHIMEeTaKpesol, 2,4-AAXnopOeH3i AlKOX0N H IEBOMEHTON B 003HPOBKa KaTo 33 OTC npomykr.
JOMBIHATENHH HEXENAHH PEAKIHA MOraT Aa ce HabnioAaBar npy ALATOCPOIHO NCYEHHE HA XPOHHYHH
CBCTOAHHS.

BE3MOMHNTE HEXENAHH NIeKAPCTBEHH PeakIiK, KORTO MOTAT Aa GhIAT CEBLPIAHU ¢ aMUnMeTaxpeson, 2,4-
IAXNOPOEH3MT ankoXon H ackopOHHOB& KHCENMHA ¢a MPeACTABEHH NO-XOMY, FPYNHPAHH No CHCTeMa-
Opran KJIac KnacH(pHKaKHATa H YECTOTA.

YecroraTa ce onpeaens KakTo cieasa: Muoro uecrn (>1/10); Yectu (>1/100 mo <1/10); Hewectn
(=1/1,000 go <1/100); Peaxu (=1/10,000 xo <1/1,000); Muoro penxu (<1/10,000); Henssectra (Hé Moxke
na Gbae onpeaenceHa or HanWMHHTE AaHHH). B OTAENHHTE IPYNH N0 YECTOTA HEKEIAHHTE PeaKLHM Ca
NPEACTaBEHH B HU3XOAIL Pell CNOPeJ CTEEHTA HA CEPHO3HOCT:

CrcTemMa-opran Knac YecroTa Hexeann pearnan

Hapymenus Ha  uMyHHara | Henspectna Peakuuu Ha CBPBXMYBCTBHTEIHOCT

CHCTEMA

CroMamno- ypesHHd HapymeHna | Hemssectna Boikd B KOpeMa, IHapHs, TrajgeHe,
JUCcKOMGBOPT B YCTHATA KYXHHA

Hapymenus Ha koxaTa u | Hemspecrna O6pnn

TIOZKOXKHATA ThKaH

Crofmabsane Ha NOROIHDANE HeKENANE PeAKUnN
CpobmapaHeTo Ha MOZO3MPaHH HeXeNaHH PeakUMH CJeZ pajpeinasaHe 3a ynorpeba Ha JexapcrBeHHs

NpOAYKT € BakHo. ToBa Mo3BoNABA Ja NPOABIDKH HalmoJeHHeTO Ha CHOTHOIOEHHETO TION3a/PHCK 3a
JIEKAPCTBEHHA MPOAYKT. OT MEeZHIWHCKHTE CHELHANMCTH ce H3ACKBA Ja cHoOINABAT BCAKA NOAOIApAHA
HEXeNaHa peakiHa 9pes HallHOHANHATA CHCTeMA 3a Cho01IaBaNe,

Hsnbnunrenna Areruna no Jlexapereata

Cod¢ua 1303, yn. Hamsn ['pyes 8

Ten.: +359 2 8903555; daxe: +359 2 8903434

e-mail:bda@bda.bg

INpenosupanero 61 MO0 A4 NPHYHHY caMO [ACTPOHHTECTHHAJIEH AuckoMdopT; ynotpebara 1pabea aa
ce IPEyCTAHOBH ¥ Ja C& 3aR0MHE CHMITOMATHYHO JIeYEHHE,

5. PAPMAKOJIOTHYHH CBOMCTBA
5.1 ®apMaxoIHHAMHYHHE ¢BoHcTEa

PapmakorepanesTaYHEa rpyna: IIpoaykT 3a rupao: aHTHCENTHK
ATC xoa: ROZAA 03




2.4 — NuxnopOeH3ua ankoxon ¥ AMHIMETAKPE30 MMAT JOKAIHH aHTHCENTHYHH CBo#icTBA C
anTHOAKTEpHANHA, NPOTHBOrEORYHA H AHTHBMPYCHA KTHBHOCT.

2,4 - nxnopGensHn aKkoxon H AMHIMETAKpe30) Grokupar 06paTHMO HHAYUHPAHATE OT REMO/IAPH3AHT
HOHHH KaHANHK N0 Ra9UH NOJOOLH HA NOKANHNTE AHSCTETHIH.

Koraro Tesn nBe akTHBHH BewlecTBa ¢e KOMOMHHPAT ce HaboaBa CHHEPTHYHO AeHCTBHE,

KOETO BOJH A0 HAMANABAHE HA NINON3BAHNTE B KOMOHHAIMATA A05% npn CTpencunc TabneTks 3a
CMyueHe.

AntubaxTepHannara H anTHre0HuHA akTUBHOCT Ha Crpencanc TabneTxy 38 CMyuere ¢ YCTAHOBSNH TIPH
in-vitro \ in-vivo mpoyusanus. In-vitro anTHBMpYCHOTO neiicTaue cpemy o6BuTH Bupych Ha Crpencuic
TabneTky 32 cMyueHe e IEMOHCTPHPAHO CIel KOHTAKT 3a | MUHYTa. IBAroro uimuara, B CBeTOREH
mMamab ynotpeba nHa Ctpencuic TabneTku 3a cMydeHe He NOKa38a HAMaNdBaHe HA AKTHBHOCTTA Cpelgy
Pa3yiHYHH NIaTOr¢HH, KOETO MNOKA3Ra, Y& HE ce Pa3BHBA PEIHCTEHTROCT.

K/IHHHYHA Npoy4YsaHuA A0Ka3BaT aHANTETHYHHA edekT Ha CTPENncHAC MpH HAMAJIABaHe Ha GONKnTe B
repnoTo ¥ obnexyapaHe Ha 3aTPYAHEHOTO NPErNTBIIAHE C HAYAN0 Ha AelicTHe B PAMKATE Ha 5 MHHYTH H
NPOABDKHTENHOCT Ha edexTa 10 2 gaca. SHAYHTENHO NO-FoNAMO o6NeKyaBane B CpPaBHEHHE ¢
HeJIeKapeTBEHH TabneTkH 3a cMyyeHe € MoKa3aHo MpH J¢YSHHE B POAbIDKCHHE Ha 3 JHH.

JlesomMenTon uma cnabo MOKATHO aHECTETHIHO AeliCTBIHE BHPXY IbPAOTO H 00NeKYaBa CHMITOMHTE Ha
3aNyLIeH HOC.

5.2 @apMaKOKRHETHYNN cBoiicTBa

[Ipoyusane 3a GHOHAIHMHOCT NPH HepopaieH NpHeM Ha CTpencunc TaGNeTky 3a CMydeHe ¢ YCTAHOBHIIO
6up3o oceoboknasate Ha 2,4-HuxnopOewsni anKoXoNn B AMMIMETAKPE30) C ZOCTHTAHE HA TTHKOBH HUBA
B C/MIOHKaTa 3a 3-4 MHHYTH OT HavqaJlOoTO Ha cMydeHe Ha Talnerkure. YOBoABaHe HA KOIHYECTBOTO
CMIOHKA € HaOMioAaBaHo A0 eHa MMHYTA W YBENWYSHH HAJ CTAPTOBHTE HWBA Ca € 3AMBDKANM JO
pasTBapsHeTo Ha TabaeTkHTe 33 OKono 6 MuHYTH. M3aMepHMM KONHHMecTBa AKTHBHHM BEIIECTBA <A
OTAENAHH NpPH ekcrekropaius Ao 20-30 MMHYTH chej TPUIOKEHHE Ha KO3ATA; HETHOTO OTHEMEHE HA
AKTHBHHTE BELIECTBA MPEANONATra YAB/LKeH NpecToll B INraBHLIATA HA YCTHATA KYXHHA H MBPJOTO.

Cuurrnrpadeku npoyusanma Ha Crpencusic TabeTkn 3a cMy4eHe HOKA3BAT HOCTENEHHO PA3TBAPAHE HA
Tabnerkure ¢ ornarane B o6NACTTA HA YCTHATAa KYXHHA H T'BPIOTO OT BTOpATAa MHHYTA A0 2 4aca Clefl
NPHIIOKEHHE H IBATOTPAcH CMEryanall] ApasHEeHeTo Ha I'epAoTo eekr.

5.3 lpenxAHAHYHA J3HAH 33 (e3004CHOCT

Octpara nepopamsa TOKCHYHOCT Ha 2,4-JIMXNOpOEH3HN ankoXon H AMHJMETAKpe3oN ‘€ HHCKa H
TOKCHKOIIOrHYHHTEe NPOyYBAHHA [IOKAIBAT MHOTO JIeKo OLOpesHO YBpexIane NpH A03H B YETHPHKPATHA
CTENeH NO-BHCOKH OT CTAHRAPTHHTE.

IIpr TecToBe 3a XPOHMMHA TOKCHYROCT EbpPXY IUTHXOBE € YCTAHOBEHO NOBHUIABAHE Ha TErnoTO Ha
ouOpenuTe H vYepHHs Apo6 chen nevwenHe ¢ nepopanHM JAHeBHH no3H or 200 H 400 mgkg 24-
Juxnopbenaun ankoxon (MHOro Han AueBuns npreM ot Crpencunc Tabnerkn 3a cMyuere). OCBeH T0Ba €
HabmMoAaBaHO H N0303aBHCHMO YBpekaHe Ha cromammHns enuren. [TosapdBar ce yiuepossy MPoMEHH H
HEKPO3a 3aeH0 ¢ XHITSPILIATHA M XUNIEPKEPaTo3a Ha enuTena,

In-vitro 1 in-vivo npoy4BaHHA 3a FEHOTOKCHUAOCT HA 2,4-TIUXNOPGeH3MI ANKOXON H AMHAMETa)
{I0Ka3BaT HANHYHE HA TeHOTOKCHYEH MoTeHIHan Ha CTpEeRCHIC B HpPEnOpbYBaHHTE JO3H
I€HOTOKCHYHOCT H ABJIroroHNiHaTa ynoTpeba He OyaaT onaceHHd 33 KAHUEPOTEHHOCT,

Ipoy4saHe 32 eMOPHOTOKCHYHOCT IIPH 3aiilli M MPOCIIEKTHBHO poyYBaHe Han Geaona
HE TIOKa3BaT TepatoreHH edextu. IIpoyusanero mpH 3aliiH TOKasBa JHICA Ha edef
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GpemenHocrTa, hetanHoTo pasBuTHEe H MandopMannn ot CTpenchic B 203 50 TbTH Haj] CTAHAAPTHHTE.
Hama Hanuqne naHny 3a edextn Bbpxy deprunyreTa ¥ NepU-NOCTHATANHOTO PA3BHTHE.

6. PAPMANEBTUYHH JAHHH

6.1 CnacLk Ha DOMOAHTE BellecTBA
BHHeHa kHcendHa
EBKaIMITOBO MACIO

Huguroxapmun (E132)

Teuna 3axapo3a
Teuna rmokosa

Bopa
6.2, HecuBMecTHMOCTH
Henprioxumo
6.3 Cpok na rogaocT
36 mecena 3a GnucTepy, ONAKOBAHN B KAPTOHEHA KyTHS
6.4 CoenpajiHH yCI0BHS Ha ChbXPAReRHE
Ja ce coxpansBa npH TeMneparypa nog 25°C,
6.5 Bag m chAbpIKaENe HA ONAKOBKATA

KaproHeHna kytua ¢ 6aucrepu ot TBRpA0 anyMuHeso domo PVC/PVDC, Moke fa ¢hEbpXa efHH HIH
asa Gmictepa. OnakoBKaTa ChABpska 24 TAGIETKY 32 CMyUEHE,

6.6 CnenuangH npeAna3nE MepKH IpH H3XBLpAane B pabora
Hsama crenmanin H3ACKBAKKA,

Hen3nonseanudT NMexapcTBEH OPOAYKT H OTNANB4YHH MaTepHalnHH OT Hero TpabBa na ce M3XBHPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. HPHTEXATEJ HA PAJPEIUEHUETO HA YHHOTPEBA

Reckitt Benckiser (Romania) S.R.L.
89-97 Grigore Alexandrescu Str., Building A, 5th floor, district 1
Bucharest, PyMbaua

8. HOMEP HA PA3SPEIIEHHETO 3A YIHOTPEBA
9500007

9. JATA HA HOBPBO PA3IPEMIABAHEMIOJHOBABAHE HA PA3SPEINEHHETO 3A
YIIOTPEBA .
01.12.1995

10. TATA HA AKTYAJIH3UPAHE HA TEKCTA
soeMBpH, 2018




