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JIncToBKa: HudopManus 3a no¥petwreanis ........ sriosstsnssvinisrrsontainiren.

TAHTYM BEPIE 0,15 % cnpeii 3a ycTHa JJHTaBHIA, pa3TBOp
TANTUM VERDE 0,15 % oromucosal spray, solution

6enzunamMunop xuapoxiopug (benzydamine hydrochloride)

IIpoYeTeTe BHUMATEIHO HANATA JHCTOBKA NMPEAH Aa 3aM0YHETE 1A MPHEMATE TOBA JIEKAPCTBO,

ThH KaTo TH CHALPKA BaxHAa 33 Bac aArgopmanus.
BuHar# npueMaiitTe TOBa JIEKAPCTBO TOYHO KAKTO € CITUCAHO B Ta3H JIHCTOBKA HIIH KaKTO BH ¢ Ka3an

BawuaTt nexap uny GpapManesT.

- 3anaszere Ta3zH JUCTOBKA. MoOXe Jia Ce HAI0XKHU Ja g NpoUYeTeTe OTHOBO.

- AKoO ce Hy)XJaeTe OT AOMbJIHUTENHA HHpOPMaUHUs HIH CbBET, NonuTaite Batuus nekap niu

- (dapmauestT.

- AKO ONyuHTe HAKAKBH HEXeNaHH peakluy, ypeaomere Bauus nekap uan ¢apmailesr, Tosa
BKJIIOUBA H BCHUKM Bb3MOKHH HEXeJlaHH peaKl¥H, HEOMHCaHN B Ta3H JIMCTOBKA. Brxre

TOUKa 4.
- Axo cnen 7 NHH He ce yyBCTBaTe no-gobpe HiH CbeTosHUeTo By ce Bnowy, tpadea aa

NOTHPCHTE JICKAPCKA NNOMOLLL.

KaxBo ¢hADbPKA TA3H JHCTOBKA
1. Kakso npeacraenssa TAHTYM BEPIE cnpe#i 1 3a kakBo ce H3MON3Ba

2. Kakso tpsa6Ba aa 3Haete, npeau aa usnonssare TAHTYM BEP/IE crnipei
3. Kak n1a usnonzeare TAHTYM BEPIE cnpeit

4. Bb3MOXHH HEXEJIAHH PEaKLiy
5. Kak na cexpansaeare TAHTYM BEPIE cnpeit

6. ChabpxaHue Ha ONaKOBKATa M ROMBbAHKTENHA HHPOPMaLIUS

1. Kaxso npeacraisasa TAHTYM BEPIE cnpei H 3a KaKB0 ¢e H3M0J3BA

TAHTYM BEPJIE cnpeit cbabpxa akTHBHOTO BELECTBO OEH3HAAMHHOB XHAPOXJIOPHL,.
BeH3naaMUHDBT NPUTEKABA H3Pa3eHH MPOTUBOBBLINANNTENHH U OOJIKoyCnokosBallli CBOHCTBA. B13
OCHOBA HA OBP30TO NPOHUKBAKE W Ha NIOKATHOTO HATPYNBAHE BbB Bb3IAJICHATA ThKaH CE€ CTUra 10

Obp30 oTcnabBane Ha OONKUTE U ONNAKBAHUATA NIPU NPErITbLLIAHE,

TAHTYM BEPJIE cnipeii ce npunara npy 0ole3HeHU Bb3NaNCHUA Ha YCTHATa KYXHHA, BEHLHUTE H
rBPROTO, KAKTO M MPH HHGEKLHK Ha TMraByLiaTa Ha YCTHATa KYXHHa H MbpPJIOTO, Hakl-Beue Npu
APOCTYAHY 3a00NIBaHHUS.

[Tpunara ce npean u cnep BajieHe Ha 3b0.

2. Kakso TpabBa aa 3naere, npean aa p3nonieate TAHTYM BEPAE cnpe#t

He n3noaseatite TAHTYM BEPAE cnpei
- axo Bue niM BalleTo AeTe CTE ajlepruuHy KoM OeH3UJaMHH HJIH KbM HAKOS OT OCTAHAJIUTE

CbCTABKH Ha TOBA neKapcTBO (M30poeHH B TOUKa 6). =

IlpenynpexaeHHns A NPEANA3SHE MEPKH
{Ipu npoawkaBaHe Ha OTJIAKBAHHATA HIIH aKO HE CE MTOABH OYaKBAHOTO BB3ACHCT

Jexapcka KOHCYJITALIHA NPH TbPBa Bb3MOXHOCT.




HeBOMTHOTO NOrabIIAHE HAa MaJIKH KOJUHECTRA OT NEKapCTBOTO € 6e30nacHo. AKO rojieMH
KOJMIHYECTBA CE MOTrbJHAT MO norpetuka (Hanp. oT Jeua), HezabaBHO Ja ce MOTbPCH JieKapcka MOMOLL.
KaTo Mspka 3a mbpBa MOMOIL Ce MpenopbYBa Npen3BHKBAHETO Ha MOBPLILAHE,

HApyru aexapcrsa 1 TAHTYM BEPIE cnpeii
Tpabpa aa kaxxere Ha Bawuusa nekap unu dapmalesT, ako M3M0I3BATE, HACKOPO CTE W3MOJI3BATH UITH €
Bb3MOXHO [a K3NOJ3BATE APYTM NEKapCTRa.

He ca no3HaTy B3aUMOAEHCTBHS C APYTH JCKapCTBa.

BpeMeHHOCT, KbpMeHe H QepTHIHTET
Axo cTe 6peMeHHa WK KbPMHTE, CMATATE, Y€ MOXE Ja ¢cTe HpeMeHHa HUITH II1aHHpaTe OpeMEHHOCT,
nochBeTBalTe ce ¢ Baunsa nexap nnu dhapManieBT NpeaH yrnotpebara Ha TOBa JIEKAPCTRO.

[Mpu ynotpeba no npeaHazHa4YeHHE € Bb3MOXHO H3MIOA3BAHETO HA TOBA JIEKapCTBO NO BpeMe Ha
OpEMEHHOCT # KbPMEHE.

Hlodupane u paGora ¢ MalIuHU
TAHTYM BEPJIE cnpeii He oka3Ba BIMSAHKE BbPXY KOHLECHTpAUMUATA NpH 1odupaHe U pabora ¢
MaIINHH.

TAHTYM BEPJIE cupeii chabpaka eTaHOa, METRANAPAXHAPOKCHOEH30aT, MEHTOB ApOMAT H
HATpHH

Tosa nexkapcTBO CbABbpKA 13,6 mg ankoxon (€TaHON) BB BCSKa NMpuiioxkeHa 103a ot 0,17 ml, koeTo ¢
ekBuBaneHTHO Ha 0,34 ml Gupa unu 0,14 ml BuHO. ManikoTO KOJIMYECTBO @KOXOJ B TORA JIEKAPCTBO
HsiMa Jla ©UMa HAKakBH 3a0enexxuMn eeKTH.

MeTunnapaxuapokcubenzoar Moxe Ja MPHYHHH aNIEPridHH peakumu {BeposTHO OT 3a6aBeH THI).

ToBa nekapCTBO ChbAbPHKa no-Manko ot 1 mmol ratpuid (23 mg) Ha npuaoxkeHa 103a, T.e. MOXe Ja Ce
KaXKe, Ye NMPaKTHYECKH HE ChADPKA HATPHH.

ToBa nexapcTBO ChALPXKA apoMaT ¢ GEH3UIOB AKOXON, UUHAMUIIOR AJIKOXOJI, 1IMTpa, LIMTPOHEIOoN,

repaHHoN, H30E€BFEeHOM, JIMHAJIOOJ, eBreHo U d-JIMMOHEH, KOHTO MOrar J1a NPUYUHAT GNCPruHHH
PCAKIlUH.

3. Kak na wanonzeate TAHTYM BEP/IE cnpei

TAHTYM BEPJE cnpeit e npeiHa3saqeH 3a BIPbCKBAHE B YCTHATA KYXHHA M MbPIOTO.

BuHary u3noa3ealTe TOBA JIEKAPCTBO TOYHO KAKTO € OMMCAHO B TA3M JIMCTOBKA MJIH KakTo BH € kazan
Bawudar jgekap wiM dapMaueBT. AKO He CTe CUTYPHH B Hello, nonuTaire Baius nekap unn
dapMaueBT.

KakBo KOaH4eCTBO

BLBPHCTHH H IOHOIIIH




4-8 BnpbCcKkBaHus, 2-6 IMbTH JIHEBHO (BCSKa BIpbCKaHe € ekBuBajaeHTHO Ha 0,17 ml ot pa3rBopa).

Ynorpebda npH jeua

%

ki

Jleua (6-12 roauiuHa Bb3pact): 4 BNpbCKBaHUS, 2-6 'bTH JAHEBHO.

Kbpmauera u aeua (rnoa 6 roauuu): 1 BnpbCckBaHe HA 4 KI' TEJIECHO TErJO, 10 MAKCUMYM 4
BIPbLCKBAHMSA, 2-6 ITbTH JHEBHO.

Buumanue: He ﬂpEBHIHHBHﬁTE MpEINopbHYHUTEIIHATA /1034 0e3 Jla C€ KOHCYJITHPATC IIbPBO C Bamius

jieKap.

3a K0JIKO Bpeme
Manon3salite TAHTYM BEPJIE camMo 3a kpatku nepuoau ot BpeMe. AKO € He0OX0IMMO
uiu Baiuero jieTe He ce mouyyBcTBaTe no-A00pe ciaej 3 JIHM, nonuraiTe Bamus jieka
AKo 3a0eiexxuTe NpoMsiHa B CUMITTOMHUTE MJIM C€ 3a/1bjI0oyaT, nonuraite Bamus

Kak
Yka3zanusd 3a noJizBaHe




o TANTUM
VERDE*

1. IloBauruere jro3ara Ha rnnomrara.

2. [TocraBere aro03ara B ycTata U Haco4eTe KbM 3acerHaTtoro Mscto. C nokaszasel HaTucHeTe OyToHa
Ha rnomrara.

Baxno: Ilpeau nupBara ynorpedba Ha TAHTYM BEP/IE cnpeit TpssOBa j1a HaTHCHETE HAKOJKO IMbTH
OyTOHa Ha [omIiara, 0KaTo ce NnosiBU aepo30JieH 00JIak.

AKo cTe n3noJa3Baju nopeye ot Heooxoaumara n03a TAHTYM BEPJIE cunpeit
AKO CIy4ailiHO NOrbJHeTe YacT OT Bawero iekapcTBo, He3abaBHO Ce CBBbPXKETE 3a ChBET ¢ Bauius
jekap WiM (papmalienT.

4. Bb3MOXKHH HEXKeJaHH peaKkIHH

Kato BCHMYKH JIEKApCTBa, TOBA JIEKAPCTBO MOXKE Jla NPE/AU3BHKA HEXKEIAHN PEAKLMH, BBIIPEKH Y€ HE
BCEKM I'M 110J1y4asa.

Hexxenanu peakiluv ¢ HEM3BECTHA YECTOTA:
- AJIEpruyHH peakiu (CBpbX4yBCTBUTEIHOCT);

- Cepuo3HH anepruyHu peakuuu (aHauIaKTHYEH LLIOK), MPU3HALM Ha KOUTO MOrar Ja
BKJIIOUBAT 3aTPYJIHEHO JMILIAHE, OOJIKK B IbPJAMTE HJIK CTAMaHe B 'bPIAMUTE U/UIIKM YYyBCTBO 3a
3amaliBaHe/NpUIanbK, TeXbK ChbpOek HA KOXKATa WM MOBJAUIHATH OYUYKU/TIOAYTHHH 110
KoXara, OTOK Ha JIMUETO, YCTHUTE, €3MKa U/UJIK I'bPJIOTO, KOUTO MOXE 1a ObaaT
[NOTEHLMAJIHO >XMBOTO3acTpallaBaliy.

HenocpeacTeeHo ciejl ynorpeda Moxe J1a ce MosiBU U3TPBIIBAHE B yCTaTa U I'bpJioTO. TO3U edekT
crajla KbM HauMHa Ha JCHUCTBHE HA JIGKAPCTBEHUS NPOJIYKT U CJIE/] KPATKO BPEME OTILYMSIBa.

B muoro penku ciyuau cien ynorpedbara Ha TAHTYM BEPJIE cnipei Moxe J1a ce 110siBH JIEKO
[MapeHe Ha JIMraBullaTa Ha YCTHATa KyXHHa, HEPa3noJI0KEeHHE HIIK MOBpbILIAHE. =

Cho0maBaHe HA HEXKeJIAHH peaKIHH
AKO MOJIYYHUTE HAKAKBU HEXKEJIAHM JICKApCTBEHHU peaKklluu, yBejaoMere Baiuus e
ToBa BKJIOYBA BCHYKH Bb3MOXKHH HEOINMCAHHU B Ta3M JIMCTOBKA HEXKEJIAHU peak
Ja ChoOILMTE HEXEJIAaHU peaKIMM JUPEKTHO Ype3 HallHOHAHaTa CUCTEMa 3a Chb



M3nbsnHUTENIHA are UM 10 JekapeTBara, yi. ,,Jdamsad ['pyer” Ne 8, 1303 Codusa, Ten.: +359 2
8903417, yebeaiiT: www.bda.bg.

Kato cpofiaBare HexeNnaH peakilii, MOXETE J1a AaIeTe¢ CBOA ITPHHOC 32 NONYYABAHE HA MOBEYE
HHGOpMallia OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na coxpangsare TAHTYM BEPAE cupeit

Jla ce chXxpaHsaBa Ha MACTO, HEAOCTBITHO 34 Jela.

He u3non3saiiTe TOBA IEKAPCTBO CJEM CPOKA HA MOLHOCT, oTOENA3aH BLPXY KapTOHEHATa ONAaKOBKA.
CpoKbT Ha M'OIHOCT OTrOBaps Ha MOCAEAHHS A€H OT IIOCOYEHHR MeceLl.

He HSXBLPHHHT& JICKapCTBaTa B KdHaJIU3allHATA HJIH B KDHTeﬁHE‘p& 3da AOMalllHH OTII4AbLH.
[TonuTakiTe Bawung C]JﬂpMﬂLlﬁET KAaK Jd H3XBBPJAATC JCKAPCTBATA, KOHTO BECHE HC H3MTOJI3BATC. Teau
MCPKH 1UC CNOMOTHAT 34 OIIa3BaHC HA OKOJIHATA Cpeha.

6. ChAbpxKaHHe HA ONAKOBKATA M JONLJHHTEIHA HHpopMaL s

Kakso cbanpxa TAHTYM BEPJE cnpeii

100 mi pasTBOp CHABPXKAT:

AKTHBHO BELLECTBO: ODEH3niaMUHOB xyapoxsiopia 0,15 g.

Hpyru ¢bCTaBKH: €TAHOI 96 %o, rNHLEpON, METHANAPAXHAPOKCHOEH30aT, MEHTOB apOMaT, 3axapHH,
HaTpHeB XuaporeHkapboHar, nojgucopdat 20, npeuncTeHa Boja.

Kak m3raexaa TAHTYM BEPJ/E cnpeit H KAKBO ¢CbABPKA ONNAKOBKATA

TAHTYM BEPJE cnpeii ce npeanara B nojneTuineHora 0yTunka, ceabpikaiia 30 ml pastsop,
MOCTABEHA B KAPTOHEHA KYTMS ¢ NPHUJIOKEHA NMCTOBKA 3a MTallHEHTA.

IIpuTexaTen HA pa3pelleHHeTo 3a ynoTpeba
AHmkennHu PapMa benrapns EOO/]

yn. "Hukona Tecna" Ne 3,
611. busnec Llentvp BCP Codus 1, er. 4, odpuc 401,

Codusn 1574, buarapus
Ten.: +35929751395

IIpousBoguTENH
A.C.R.AF. S.p.A.,Via Vecchia del Pinocchio 22, 60131 Ancona, HUtanus

Famar Nederland B.V., Industrieweg 1, 5531 Ad Bladel, Xonanaus

3a JOTBAHKTEIHA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MONA cBLpxkeTe ce ¢ [Ipu
paspeleHreTo 3a ynorpebda.

JaTa Ha nocieaHo npepasrjexaaHe Ha AucToBkaTa 10/2024,




