VINERMATE HA ATERUMA NO NEKAPCTBATA
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TAHTYM BEPIE ®OPTE 0,3 % cnpell 3a ycTHa JHTAaBHIA, PAa3TBOP
TANTUM VERDE FORTE 0,3% oromucosal spray, solution
6enzunaMuHOB xuapoxnopu (benzydamine hydrochloride)

[IpodereTe BHUMATEINO NA/IATA JHCTOBKA NPEAH A3 3aN09HETE 2 NPHEMATE TOBA JICKAPCTBO,

Thii KATO TA CHABLPKA BaXKHA 38 Bac undopmanns,
Bunarn npuemaiTe ToBa JIEKAPCTBO TOYHO KAKTO € ONMCAHO B Ta3H JIMCTOBKA KNH KakTo By e xazan
Bauiuar nexap unu papMaLesT.
- 3amaseTe Ta3u JUCTOBKA. MoOxXe Ja ce HaJIOXKH A 3 NpoYeTeETe OTHOBO.
- AKO Ce HY)KRaeTe OT JOMbARKTeNHa UHPOPMALIUA HIH CBHBET, nonuTalite Bawng nekap uau
¢apMaleBT.
- AKO MONYy4YHTE HAKAKBH HEXENaHH peakilMH, yBenomere Bawus nexap unu papmauest. Tosa
BKHOYBA BCUYKH BL3MOXKHH HEXKENaHH peaklMH, HEOMUCAHN B Ta3M JTUCTOBKA. BHxkTe Touka
4.
- AKko cnen 7 IHM He ce 4yBCTBaTe no-gobpe unu cheTosHHETO BH ce Baowu, Tpsabsa na

MOTHPCHTE NEKAPCKA MOMOLLL.

KakB0 ¢bAbLpkKA TA3H JHCTOBKA
Kakso npeacrasnasa TAHTYM BEPAE ©OPTE cnpelt 4 3a KakBoO Ce H3M0J3BA

Kakso Tps6sa jna 3uaere, npeau Aa u3nonspate TAHTYM BEPJE QOPTE cnpeit
Kax na n3nonssare TAHTYM BEPJE ®OPTE cnpeit

Bb3MOKHH HEXEJTaHU peaKLHH

Kak na cpxpaussate TAHTYM BEPJE @OPTE cnpei

ChabpxaHue Ha ONAaKOBKaTa M AOMBJIHHTENHA HHPOPMALHA
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1. Kakpo npeacraBaasa TAHTYM BEPJAE ®OPTE cnpeii # 3a KaKBO Ce¢ H3MOJI3Ba

TAHTYM BEPJE ®OPTE cripeii chbabpika aKTHBHOTO BEILECTBO DEH3HAAMHHOB XHAPOXJIOPHA.
BeH3MAaMHHDBT € HECTEPOUAHO NPOTHBOBB3MAIUTENHO CPEACTBO K NPHTEkKABA H3pa3EHH
IPOTHBOBLINATHTENHH H GOJNIKOYCIOKOABaUIM CBo¥cTBA. Bb3 OCHOBA Ha OBP30TO MPOHHUKBAHE U Ha
NOKAHOTO 00OraTAaBaHE HAa Bb3NalleHaTa ThKaH ¢e ¢cTHra Ao 0bp30 oTcnabBaHe Ha OONKHTE H

ONIaKBaHHUATA NIPH MperibliaHe.

TAHTYM BEPJIE ®OPTE cnpeii ce npunara Karo NpoOTHBOBL3NAIHTENIHO H 00€300/15BaLL0
CPEACTBO NPH Bb3NANMTENHH ChCTOSAHUS Ha MbPJIOTO, YCTHATA KYXHHA M BEHLUTE.

Moxke fAa ce pu/jara B CTOMAaTONOrHYHATA [IPAKTHKA, KaTO NOMOLIHO CPEACTBO ClIEA BaJeHe Ha 310,
MpH BBL3MAJCHUA Ha JIAPHHICA H IIPH HApYLIEHHKS ClieA ThUeBa TEPaus.

2. Kaxkso Tpsa6Ba 3a 3aaeTe npean aa m3noassare TAHTYM BEPAE ®OPTE cnpei

He uw3nompaiite TAHTYM BEPJAE ®OPTE cnpeif
- KO CTe aNepruyHH KbM aKTHBHOTO BELECTBO HJIH KbM HAKOA OT OCTAHANHUTE

TOBaA JieKapcTBO (M306pOEHH B TOUKA 6).

IIpeaynpexaesds H NpeANasHH MEPKH
[Tpeau neuennero ¢ TAHTYM BEPJE ®OPTE cnpe#t 00bpHETE BHUMaHHE, ¢

Na KOHTPOMUPATE NPEerblilaHeTo CH.



AKO npHU KpaTkoTpaiiHo neverne ¢ OeH3HIaMHH HE €€ MOCTHIHE XKENaHUa pe3yTar, TO He3abaBHO
Tps6Ba Aa ce koucyrrupare ¢ aekap. TAHTYM BEPJIE ®OPTE cnpel € noxasaH IpH NauueHTy,
KOMTO MMAT TPYAHOCTH Ja NpaBAT raprapa.

Npyru aexapersa ¥ TAHTYM BEPJAE ®OPTE cnpeit
BramoxHa e ynotpebara Ha TAHTYM BEPJIE ©®OPTE cnpeil n ApYTH NIeKapcTBEHH NIPOJYKTH, ThH
KATO HSIMa JaHHU 33 HeXeNlaHHU JIeKapCTBEHHU peaklUHH.

BpemMeHHOCT, KbpMeHne H QPepTHIHTET
Axo cte 6peMeHHA HIH KbPMUTE, CMATATE, 4E MOXE Ja CTe OpeMeHHa UK NJaHUPaTe OpEeMEHHOCT,
nocnLBeTBaliTe ce ¢ Bauua nexap wiaun dapmaueBT npeau ynorpebarta Ha TOBa J1€KapCcTBO.

Tobit KaTO HAMA AaHHU 3a MPOTHBOMOKA3aHUA NpH JokaiHa ynoTpeba Ha OeH3u1aMKH N0 BpEME Ha
6pemenHocT uau kbpMere, TAHTYM BEPJIE ®OPTE cnpei Moxe 1a ce ynoTpeOsBa 3a
KpPaTKOCPOUHO JIEUEHHE H NOA NEKAPCKN KOHTPOJT.

[llogupane n paboTa ¢ MAIIHHHA
JlokanHara ynorpe6a va TAHTYM BEPIE ®OPTE cnpeit B npenopb4uTENHH 1034 HE NOBIHABA
cnocoOHOCTTA 3a WodupaHe U paboTa ¢ MallIMHH.

TAHTYM BEPJIE ®OPTE cnpeii cbAbpkKa €TAHOA, METHINAPAXHAPOKCHOEH30aT, MOJTHOKCHII
40 XHAPOTeHHPRHO PHIKHOBO MACJIO, MEHTOB APOMAT H HATPHH

ToBa nexapcTBo chanpxa 13,6 mg ankoxon (€TaHo/) BbB BCAKA IPUNOKEHA €AMHUYHA 1033 OT 0,17
ml, koero e ekBuBanedTHO Ha 0,34 ml 6upa unu 0,14 ml BuHO. MankoTO KOIHUECTBO ANKOXOJ B TOBA

NEKApCTBO HAMA J1a MMa HAKaKBU 3a6€NnexXUMHU eeKTH.
MeTuanapaxuapoKCHOEH30aT MOXe J1a NPHYHHH AlIEPruuHi peakLuui (BEPOATHO OT 3abaBeH TUM).

[Tonuokcun 40 XHPOreHMPaHO PHLUMHOBO MAC/I0 MOXE A2 IIPHYNHH CTOMALIHO HEPA3NOJIOKEHHE H
UAPHS.

ToBpa NeKapcTBO ChALPXKA apoMaT ¢ GEH3HI0B ankoxon, UHTpoHeNoN, D-TMMOHEH, repaHnon,
MMHANIOON U €BreHoJ, KOUTO MOTAT Ja NNPUUYMHAT aJIepruviu pCakuHH.

Topa nekapcTBO ChAbPXKA M0-Manko oT 1 mmol HaTpuii (23 mg) Ha NPHIOXKEHA 1034, T.C. MOXKE Jia Ce
Kaxe, 4e MPakTHYECKH HE ChAbPKa HATPHH.

3. Kax na manonzpate TAHTYM BEPJE ®OPTE cnpei

BuHary 3nosisBaiiTe ToOBa JEKapcTBO TOYHO KAKTO € ONMKHCAHO B Ta3H JIMCTOBKA MM KaKTO BH € ka3an
Baiwmust nekap win GhapMaleBT. AKO He CTe CHTYpHH B HElLO, NonKTalite Batuns nexap Ui
(papMaLIeBT.

KakB0o KOJHYECTRO




Bu3pacTHn: 2-4 BIpbCKBaHus, 2-6 MbTH IHEBHO (BCSIKO BIIpbCKaHe € ekBUBaJieHTHO Ha 0,17 ml oT
pa3TBoOpa).
Buumanue: He npepuiuapaiite npenopbunTesntara jo3a 6e3 a ce KoHCy/THpare nbpeo ¢ Bauius

JieKap.

HucTpyKIiMy 32 yinorpeda

Axko 3abenexuTe NpoMsHa B CHMIITOMUTE HJIK ce 3a/1bj1004arT, nonuraire Bauns jiexkap.
BuuMaHue: U3noJizBanTe camo 3a KpaTku Nepuo/im OT BpEME.

——] ] |. 3apbpTETE JAM03aTa HA Jl03MpalliaTa rnomia.

2. [TocraBeTre aro3aTa B ycrata U HaCO4YETE CTPysATa KbM
7 BB3IAJICHUTE YUaCTbIH WM IbPJIOTO, aKO (papHHICa € Bh3IaJIeH.
HarucHere cuiiHO OyTOHA HA A03Mpalara rnomria.
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Baxcho: [Tpeau nbpsara ynorpeda na TAHTYM BEPJIE ®OPTE cnpeii TpsiOBa 1a HaTHCHETE
HSIKOJIKO ITbTH OyTOHA Ha MOMIIATa, A0KATO CE MOSIBU aepo30JieH odJiak.

AKO cTe H3noJsBajin noseue ot Heooxoaumara no3a TAHTYM BEP/JIE ®OPTE cnpei
Hsima choO1mieHus 3a npejo3upate ¢ OeH3uaaMHuH, MPHJIOKEH JIOKAJIHO.
CyyaifHOTO MOrJIbIIAHE Ha MaJIKK KOJIMYeCcTBa € 0e301acHOo.

AKO cily4aifHO NOrbJHETe YacT OT Baiuero jekapcTBo, He3a0aBHO Ce CBbpIKETE 3a ChBET € Baluus

nekap uiau (papmalieBT.
,Q;‘ﬁwﬂ {]Uh
Ako cte nponycnaiau aa usnoiassare TAHTYM BEPJIE ®OPTE cnpei ® N %,

He B3emaiiTe jBOMHA /1034, 3a Jla KOMIIEHCUpATE NpOoITycHaTara. ﬁ;ﬁi‘i\




4. B1L3MOKHH HeXeJaHH PeaKIHH

KakTo BCHUKH NeKapcTBa, TOBA JIEKapCTBO MOXE a Npe/M3BUKA HeXKENaH! PeaKiiMH, BOPEKH HE HE
BCEKM I'fl 10Jly4ara.

HenocpeacTseHo ciesl ynotpeba Moxe Ja ce MOSBH U3TPBIIBAHE B YCTaTa M [bPJOTO. To3u edekT
cnaja KbM Ha4YMHa Ha AeHCTBHE Ha JIeKapCTBEHUS MPOAYKT H CIEA KPaTKO BpeMe OTIIYMABA.

B MHOrO peJiKu ciy4aH (¢ uecToTa no-tucka ot 1 va 10 000 nywm) cnex ynorpebata Ha TAHTYM
BEPJE ®OPTE cnpeii ce Habnioaarar ClIeHHTE HEXeENaHH peakUuy:

* yceilaHe 3a MapeHe Ha JIMTaBHIlaTa Ha yCTHATa KYXHHa;
® [aJIcHE MJIM NIOBPBILAHE,
® AJICPIrUYHHU pEaKLHH.

HerocpeAcTBEHO ciieq YNoTpe6a MOXeE Ja Ce MOABH H3TPhMIBAHE B YCTATa ¥ MbPIOTO. TO3M eQeKT
crnana KbM HauMHa Ha AeiicTBHe Ha JIEKapCTBEHHA MPOAYKT W Cllefl KpaTKO BpeME OTIYMsiBa.

HexenaRu peakuMy ¢ HEH3BECTHA YECTOTa!
- ANepruynu peakUWH (CBPbXUyBCTBUTEIHOCT),

- CepHo3HH aNepriuli peakunH (aHapHaakTHyeH oK), MPU3HALM HA KOUTO MOraT Aa
BKJIFOYBAT 3aTPYJHEHO AHLIAHE, GONKH B FHPANTE UM CTATAHE B IBPAMTE W/HIIH HyBCTBO 32
3aMaiiBaHe/PUNALBK, TeXbK ChpOexk Ha KOXKATa MM MOBANTHATH OY4K1/NONY THHH MO
KOXATA, OTOK HA JIMLETO, YCTHUTE, €3UKA WHIH IbPJIOTO, KOHTO MOXe a Obaar
MOTEHLHAMHO XKBOTO3aCTpalllaBaniy.

CrobmaBaHe HA HeXKEJAHH peaKlHH

AKO MONYYHTE HAKAKBHM HEXENAHHM NEKapCTBEHM peaklinM, yBefoMere Bauiud nekap Ui (dhapmMaLeBT.
ToBa BKIIOYBA BCHYKH Bb3MOMXHHK HEOMUCAHH B Ta3H JIHCTOBKA HEXEJAaHU peakUuWH. Moxere ChHIo
713 ChOBIIMTE HeXeNnaHu PeakliMK AUPEKTHO Ype3 HallMOHAIHATA CHCTEMA 3a ChoOLIaBaHe:
H3mb/IHUTEHA areHns o NekapeTsara, yi. ,,Jlamss [pye” Ne 8, 1303 Codus, Ten.: +359 2
8903417, yebcaiiT: www.bda.bg.

KaTto chobiliaBaTe HEXEIaHH PeaKlMK, MOXKETE Aa AARETE CBOSA NPHHOC 32 N0Jy4aBaHe Ha MMOBEHE
uHdopMaLUa OTHOCHO 6e30nNacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa coxpanssate TAHTYM BEPJE ®OPTE cnpei
Jla ce chbXxpaHsiBa Ha MACTO, HEAOCTBITHO 3a Jeua.

Na ce na3H OT CILHYEBA CBETMHA; JIEKApCTBOTO Ja C€ CbXpaHsABa, NOCTaBCHO BBB BbHIIHATA
OMaKoOBKa.

He u3nonseaiiTe ToBa 1eKapCTBO C/leAl CPOKA HA FOAHOCT, OTOENA3aH BbPXY KapTOHEHATa OMaKoBKa.
CpOXbT Ha FTOAHOCT OTIOBApA Ha MOC/EHHA JAEH OT NOCO4EHHA MeCeLl.

He u3xBbLpASiTE NEKAPCTBaTa B KAHANHM3ALMATA WK B KOHTECHHEpa 32 NOMAUIHH OT
[TonuraiiTe Bamng ¢papMalLeBT Kak Aa U3XBLPAATE NeKapcTBaTa, KOUTO BEHC HE
MEPKH llI¢ CIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpela.



6. ChabpikaHHe HA ONAKOBKATA H JOMbJIHHTEIHA HRpOpMAUHS
Kakxso ceabpxa TAHTYM BEPJE ®OPTE cnpeii

100 ml pa3TBOp CbaAbPIKAT:

AKTHMBHO BellecTBO: 6eH3uaaMHHOB Xuapoxyopun 0,30 g.

JIpyru ¢hCTaBKH: eTaHon 96%, rnuuepod, noasokcua 40 XuaporeHMpaHo pULIHHOBO Macio, MCHTOB
apoMat, METHJI NapaxupoKcnbeH30aT, 3axapuH, IPeYHCTeHa BOAA.

Exto BnpucksaHe ce paBHsaBa Ha 0,17 ml pa3Tsop.
Kak maraexaa TAHTYM BEPJE @OPTE cnpeit H KaKBO CbhABRPiKa OIIAKOBKATA

TAHTYM BEPJIE GOPTE cnpeit ce npeanara B 15 ml 6yTunka ¢ 1o3upaila noMna, nocTaseHa B
KapTOHEHa KYTHA ¢ NPUJIOKEHA JUCTOBKA 32 NALIMEHTA.

IIpurexaTen HA pa3pelieHHETO 32 ynoTpeba
Anmpxennuu Papma bunrapus EOO

yi1. "Hukona Tecna" Ne 3,
61. Buasec Lientsp BCP Codmus 1, er. 4, opuc 401,

Coousa 1574, brunrapus
Ten.: +35929751395

IIpou3BoguTeaH
A.C.R.AF. S.p.A.,Via Vecchia del Pinocchio 22, 60131 Ancona, HTanus

3a ponbAHMTENHA MHOpPMALKS OTHOCHO TOBA JIEKapCTBO, MOJNS CBbpXkeTe ce ¢ [lpuTexarens Ha
paspelleHUeTo 3a ynorpeda.

JlaTa HA NOCJIeAHO Npepa3riexaaHe Ha JucToBkaTa 1072024,




