JIMCTOBKA: HHO®OPMAIIHNA 3A IOTPEBUTEJIA

TYLOL HOT 500 mg / 4 mg / 60 mg powder for oral suspension
TARJIOJ XOT 500 mg / 4 mg / 60 mg npax 3a nepopajiHa cycneH3ns
rnapaueramMol / xiaopdeHnpaMuHOB Masiear / rniceBaoedeApHHOB XHAPOXIJIOPH]
(paracetamol / chlorpheniramine maleate / pseudoephedrine hydrochloride)

IIpoueTeTe BHHMATEIHO HAJIATA JHCTOBKA, NIPe/IH /1a 3alI04YHETe 2 NPpHEMAaTe TOBA JIEKAPCTBO, Thil

KATO TH ChABbPxkAa BaxkHA 3a Bac undopmanns.

BuHaru npuemaiitTe ToBa JI€KapCTBO TOYHO KAKTO € ONKUCAHO B Ta3M JIMCTOBKA WJIM KakTo Bu e ka3ai

Bamus nexap unm papmaueBT

- 3arnasere Ta3u JMCTOBKA. MOXe J1a ce HAJIOXKH J1a A MPOUYETETE OTHOBO.

- AKO ce HYXJaeTe OT JOMbJIHUTEIHA HH(opMaLlMs MJTH ChBET, NMonuTaiTe Bamus dpapmalesT.

- Bue TpsabBa J1a moTbpcHUTE JIeKapcka MoMoIll, B ciiy4ait ye Baluute cCMMIITOMM ce BJIOMIABAT MJTH HE

ce nojo0opsBar.

- AKO NMOJIYYHUTE HAKAKBH HEXKEJIaHUTE JIEKAPCTBEHHU peaklnu, yBejomere Baluus nekap uiu

¢apmauieBT. ToBa BKJIIOUBA U BCMYKH Bb3MOKHH HEXeJlaHU peakl|iuu, HEOMMMCAHH B Ta3M JINCTOBKA. BukTe

TOYKa 4.

- AKO ciel 3 JIHU He ce MoYyBCTBATE MoO-100pe UK CbCTOAHUETO BU ce Bjiowu, TpsadBa aa
MOTBPCHUTE JIEKAPCKA MTOMOII]

B Ta3m JucTOBKA:

L, Kakso npezacrasnssa TAWUJIOJI XOT u 3a kakBo ce M3MO/3BA

2. KakBo Tps0Ba na 3Haete, npean aa npuemere TAMJIOJ XOT j OVINTELT

3. Kak na npuemare TAWUJIOJT XOT - —

4.  Bb3MOXHH HEXeJlaH! peaklHH 18 -07- 2055
5. Kak na coxpansiate TAMJIOJ XOT -6 374 ) -

6. ChabpkaHue Ha OTNAKOBKATa M JOMBJIHUTETHA HH(OpMaLIHs

1. Kaxso npeacrasiasiBa TAHJIOJI XOT u 3a KakBo ce H3M0JI13B2

TAWUJIOJI XOT uma ananretuuno (601K0yCnoKOsSBAaLIO), AHTUITHPETHYHO (MOHMKABALILO
TeMneparypara), aHTUXMCTAMUHOBO (ITPOTUBOAJIEPrHYHO) M HaMaJIABalllO OTOKA Ha JIMraBuLiaTa Ha
FOPHHATE JUXATEJIHU MMbTHULLA JeNCTBHE, KOETO Ce AbJDKHA HAa aKTUBHUTE MY ChCTaBKH: MapaleTramolt,
XJ10p(peHupaMHUHOB MasieaT M rcesaoedeApUHOB XHAPOXITOPHU/IL.

[TapaueramosrbT obJiekuaBa 6oJikara U MOHWXKABA TeJleCHAaTa TeMIeparypa.

XJIOp(peHNPpAaMHUHOBHAT MalieaT o0JieK4yaBa CIIEJTHUTE CUMITTOMH: XpeMa, OTOK Ha HOCHATa JIMraBula,

3a4epBsiBaHEe W/MIIM CBPBXYYBCTBUTETHOCT HA OUHUTE.
[TceBnoedepuHOBUAT XUAPOXJIOPUI HaMasisiBa OTOKA Ha JIMTaBUIlaTa HA TOPHHUTE JIMXATEeJTHU ITHTHIIIA.

TAWUJIOJ XOT e noka3aH 3a obiex4yaBaHe Ha ClieJHUTE CHMIITOMH Ha MpocTyJa U I'PHII:
® HasallTHa KOHTrecCTHs (3amylliBaHe Ha HOCcA)

e Xxpema

® KHXaHe

® [OBHIIEHA TEJIECHA TEMIIepaTypa

® JieKa 40 ymepeHa 00Jika OT pa3jin4eH NMpoU3Xo/l

AKO clieJ; 3 1HU He ce NOYYBCTBATC ﬂﬂ-,ﬂﬂﬁpﬂ WK CbCTOAHUETO BH ce BJIOLLH, TpﬂﬁBﬂ Ad ITOTbPCHTC
JICKapCKa IMTOMOLLL.

2. Kakso Tpsi6Ba 1a 3Haerte, npean aa npuemete TAUJIOJ XOT




He npuemaiite TAHJIOJ XOT

® aKO CTe WICPTHTHU KBbM TapauetaMo, XimopheHnpaMHHOB MajieaT H/UM nceraocde pHHOB
XUAPOXJIOPHI, MM KbM HAKOS OT ocTaHanuTe cheTaBkd Ha TAMJIOJ XOT (u36poenn B Touka
6). AneprudHaTta peaxiisa MOXeE J1a Ce€ pa3no3Hae 1o HaTHYUETO Ha: oOpuB, cbpbex,
3a4yepBABaHE Ha KOXKaTa WM 3aTPYAHEHO AWLIAHE.

® aKO cTpajaTte OT 3axapeH gnadeT, Texko uepHoApodbHO HIH 6BOpedHo 3abonsBaHe.

o axo npuemate MAO uHxubuTOpn (3a f1eUeHUE HA ACNPECUS H APYTH NICUXUYHH 3a00NIBaHuA).
3a aa 3anouHete neuyenue ¢ TAMJIOJ XOT, He TpaGpa fa cTe nMpueMany Takvea JeKapcTea
MoHe 2 ceqMHILIH.

®  ax0 UMarte MHOTO BHCOKO KPBBHO HAJIATaHE (TEXKA XHIIEPTOHUNA) UJIM XHNEPTOHUA, KOATO He ce
KOHTpOJIUpa OT BalleTo neveHue;

®  aKO MMATE TEXXO0 OCTPO (BHE3aNHO) WIH XPOHHYHO (TIpoABLNXKUTENHO) OBOpeuHo 3abonsasane
unu Op0peyHa HeaoOCTaTHHHOCT.

IIpeagynpexaeHHs H nipeAnaiHH MepKH

ToBopeTe ¢ Bamrus nexap Wiy dapManeBT mpeau da sanouHere na npuemate TAHUJIOJ XOT, B cnyuqait
e cTpajare oT:

e uepHOAPOOHHU, OBLOpeuHn nnu benoapobHH yBpEKIAHUNA

® [IpelllecTBAINA AHEMUS

®  TEeXKH ChpleuHH 3abonapaHus

* OpOHXWanHa acT™Ma

® rjaykoma (MOBHILIEHO BHTPEOYHO HAJNATAHE)

® XUNEepTHPEOKWAN3IBLM (MOBHIIeHA (PYHKLMA HA LIUTOBHIHATA XJIIE3a)

® XWIEPTOHHUA (BHCOKO KPbBHO HAIIATAHE)

e 3axapeH guader

Cpo6luenu ca cnyyan Ha CHHIPOM Ha 3aiHa obpaTuMa enuedanonaths (PRES) u cuaapoM Ha obpatuma
HepebGpanHa sasokoHcTpHkUHA (RCVS) cnen ynoTpebara Ha nexapcTBa, ChAbPpKALIH NceBAOEdEAPHH.
ToBa ca peakH ChCTOAHHUA, NPU KOUTO MOXKE J1a HMa HaMaIeHO KpbBocHabaaBane Ha Mo3bka. He3zabaBHo
cnpete aa n3nomspate TAMJIOJ XOT u He3a0aBHO NOTLPCETE NEKAPCKA MOMOIL, aKO PA3BUETE
CHUMITTOMH, KONTO MOXE 14 Ca MPH3HALW Ha Te3U CHHIPOMHU (BIDKTE TOUYKA 4 ,,BBIMOXKHU HEXKETAHH
peakuHH"™).

H36sAreaiiTe eTHOBPEMEHHOTO NPHJIOKEHUE HA TAWUJION XOT ¢ apyrw napaleTaMol — CbIbpPXatlH
MPOAYKTH, Thil KATO TOBa MOXeE J1a JOBeAe A0 NPeA03HPAHETO Ha NapaleTaMoll.

AKo ynorpeGsBaTe aHTUXHNEPTEH3HBHHU NleKapcTBa (34 NOHWXKaBaHE HA BHCOKO KPBEHO HallArane) W/uim
aHTHIETIPECAHTH, TPAOBA 1@ Ce NOCHLBETBATE ChC CHOTBETHHA CIIELIHANIUCT.

Hlena B IOHOIIK
Ynotrpebara Ha TAUJIOJI XOT npu geua mox 12 rogunan TpadBa ga cTaBa caMo MOJ JIEKAPCKHA KOHTPOJT

unu aa wsnonssar TANMJIOJT XOT 3A JIELIA.

KoHcynrauus ¢ Aekap € HalOXHUTEIHA, ako BUCOKaTa TEMIEpaTypa NPOab/EKH MOBeYe OT 3 JHM,
APYTATE CHMITTOMH — MOBEYeE OT 5 JHH.
Jla He ce npeBH1NaBa NpenopbYyaHaTa MaKCMMalTHa JHEBHA A03a WIN Ta3|, NpeanucaHa oT aekap,

Jlpyru nexaperea ¥ TAHJIOJ XOT

Hudopmupaiite Bawus mexap Wid ¢apMaleBT, ako MpUeMaTe, HaCKOpO CTE NMPUEMAITH HIIH € BB3M
Ia npHeMeTe APYTH JIEKapCcTha.




[Mpy Io3u, HaIBHIIABALN [TPENOPBYAHHTE Ce MOTEHIMpPA edexTa Ha NPOABIHKUTENTHO IIPHITaraHu
AHTHAKOAryJIaHTH (TpOTHROCHCUPBALIH TIEKApCTRa), EqHOBpEMEHHHAT MPUEM HA HAKOM JIEKapCTBa 3a
JIeYEHHE Ha JeTnpecHs, YCIIOKOUTEIHH, JIeKapCTBa 3a ENUIEICHS, KaKTO H TONIeMH KOJTMYECTRa aJTKOXOo/,
yBEJIMYIaBa BEPOATHOCTTA OT NOsABA HA HeXeJNaHH TIEKAPpCTREHH peaKklH, peAU3BUKaHH OT MapaleTaMoll.
Pa1k0 MOXKe J1a HACTBITH NMOBUINABAHE HA APTEPHUATHOTO HANATAHE, MPH eAHOBPEMEHHOTO TIPUIIOKEHHE Ha
rncesaoede pHHOB XUAPOXJIOPH] C AEKOHTECTAHTH, TPHUKHKIMYHH aHTHACIIPECAHTH, JIEKapCTBa
MOATHCKAIIM aneTHTa, aM(peTAMUHH KaTo NMCHXOCTUMYNTaHTH 1 MAO uHxubuTOopH.
AHTHXMNICPTHH3HBHATA €eKTHBHOCT Ha MeTANLAoNA (NIPH BHCOKO KPBbBHO HanfraHe), anga v oerta
aJipeHepruYHH OJIOKEPH, ryaHeTHAUH HaMaNsABa NpH €HOBPEMEHHO NIPHIIOKEHHe ¢ NceBaoedeAPUHOB

XM APOXJIOPH.

TARJOJ XOT ¢ XpaHa, HAIHTKH H aJ1K0X0.1
ITpu neuenne ¢ TAUJIOJ XOT tpabsa na ce n3bsarea ynorpebara Ha ankoxo!1, 3al10T0 OAUTETHOCTTA
MOXe [a ce OHHXKH.

bpeMeHHOCT, KbpMéHe H PepTHIAHTET

[MTocwreTRalTE ce ¢ Bawums nekap uan ¢apMaLeBT npean ynorpebara Ha KOETO H J1a € NIEKapCTRO.
[Tpn OpeMeHHH ¥ KbPMAUYKH € NPeNnopbYUTENIEH JIEKAPCKU KOHTPOIL.

llodupane u padbora ¢c MALLTHHH

IMo Bpeme Ha neuenue ¢ TAUJIOJT XOT Moxe na ce noABH yMopa, CbHAHBOCT UAM CBETOBbPTEXK, 3aTOBA
imodHpaHeTo Ha aBTOMOOUI H YIIPaBJICHHETO HA MOTECHLUMANHO OMIaCHW MallHHH TPpsAOBa Oa cTaBa
BHMMATEITHO.

TANJOJ XOT curanpxa

EnHo cawe coabpxa 17,5 g 3axapo3a. Topa Tpabea a ce uMa npensu] NpH NALMEHTH ChC 3aXapeH
nuaber (diabetes mellitus). Axo Baiuuat nexap By e kazan, ye UMaTe HEMOHOCHMOCT KbM HIKOH 3aXapi,
MOCBBETBAATE CE ¢ HErO, MPEaH Ja B3eMETe TO3H NMPOIYKT.

Tosu nexapcTreH NpoAYXT cpabpxka 6,3 mmol (144,3 mg) HaTpuii B eaHo cawe. ToBa TpAadOBa fa ce WMa
NMpeABK IIPH MAUEHTH Ha JHETA C KOHTPOJIHUPAH NIpHEM Ha HaTpHA.

3. Kak aa npuemate TAHJIOJ XOT

BuHary n3nonssafiTe ToBa 1€KapcTBO TOMHO KAKTO € ONMCAHO B Ta3H JIMCTOBKA UMK KakTo By e kazan
Baiuus nexap uin dapmaleBT. AKO He CTe CUTYPHH B HElLo, nonuTaiTe Bauiva nexap Win gapmauesr.

TAWUJIOJT XOT ce npuema mpe3 ycrara.

[TpenopbuuTeTHAaTa MaKCHMANTHA JHEBHA A03a € 4 calerTa.

ChIobpKaHHETO HA BCAKO caliie ¢ce pasTeaps B 160 ml Tonna Bojxa (cTaHaapTHa Halla) H ce U3NTHUBA
BeJHara, 6e3 usyaksaHe. Ako e HeoOXoauMo, crieABalllaTa 103a [ja CE€ B3EME clie]l HHTEpRBa oT 6 4aca.

AKO0 cTe NpHe.JIH noBeye oT HeoGxoqumaTa go3a TAWJIOJ XOT

AKO cMATaTe, Y€ CTE MPHEN TIOBCYHE OT NpenopbyaHaTa 103a, He3abaBHO MOTHLPCETE JiEKapcKa NOMOolll,
HE3aBIUCHMO OT (baKTa, 4e MOXKeE J1a ce UyRCTRaTe Jo0pe, Thil KaTO NPUEMBT Ha MPEKAJIEHO TOIIMO
KOJIMYECTBO MTApaleTaMoll MOXe 1a IOBEE 0 YBpeXx/aHe Ha yepHusa Apod. Hali-uecTHTe cuMnTOMH Ha




peakLy# OT CTpaHa Ha KokaTa (Hali-yecTo 3auepBiBaHe U Cbpbex), XamoLuuHaluuy, H3noTasaHe U 0610
HepasnoloXKeHHe W Ap.

AKo cTe nponycHaan aAa npuemere TAHJIOJ XOT
He B3emaiite 1BoiiHa 1033, 3a a KOMIICHCHPATE NPONTYCHATATA JI034,

AKo cTe cnpeau npuema ua TAHJIOJ XOT

AKO UMaTe HAKAKBH AOMBIHUTEIIHU BbIIPOCH, CBbp3aHu ¢ yrnoTpebara Ha TOBa JIEKApCTBO, NOMUATANTE
Batwuus nekap #au papMalesT.

4. Bh3MOXKHH HEeXeJAHH peaKiiuy

KaxkTo BCHYKH JICKapCTBd, TOBA JICKAPCTBO MOXKE 4 MNPpCeArH3BHKa HCXCIIaHH PEAKLIHH, BBIIPEKH HE HE
BCCKH I'd TTIOJIy4YaBa.

TAWJIOJ XOT ce noHacs go6pe. B TepaneBTUUHN 03U, OOMKHOBEHO NapalleTaMoll ¢ce rmoHacs jobpe. B
PEAKH CIIYYaH MOXKE A2 NpeJN3BHKa aNepridHH PEaKLMN, KATO HarlpUuMep obpus u cepbex. MHoro paaxo
IpY NPOABILKUTENIEH TIPHEM Ha ITO-BUCOKH I03H MOXe Aa ce HabmoaaBaT pa3IiyHU NPpOMEHH B KpbBHATa
KapTHHA.
HexxenaHuTte peakiUH OT NceBIoeeJPHHOBHA XUAPOXJIOPHI ca MHOIO penkH. Crobuiasa ce 3a
HapyllieHHe Ha ChHS, XaltIOLWHALMK, AlepruuHy peaxkiiii U 3a{bp>KaHe Ha YpHHa.,
C Hen3BeCTHa yecTOTa: OT HAIMYHHUTE JaHHUA HE MOXe /1a ObAe HalpaBeHa OLICHKA

- CEPHO3HHM ChCTOSHMS, 3aCATalN KPbBOHOCHHTE CBAOBE B MO3bKA, H3BECTHH KaTO CUHJPOM HAa

3agHa obpatima enuedanonarus (PRES) u cuanpom Ha obpaTiMa uepebpannsa Ba3sOKOHCTPUKLINA
(RCVS)

CrpeTte He3abapHo yrioTpedbata Ha TAWJIOJI XOT u norepcete CNEIHO MEAHLIMHCKA NOMOLLL, aKo
pa3BHeTe CHMITTOMH, KOUTO MO3KE 3 ca IIPU3HALM Ha CHHAPOM Ha 3aJHa obpaTtnMa eHuedanonarus unu
CHHIOpPOM Ha obpaTuma LiepebpanHa Ba30KOHCTPUKIIUA. Te BKIIOYBAT:

. TEKKO rinapobonue ¢ BHE3aNHO HaAYalo
. rafgeHe

. MOBPBLIAHE

. 00bpKaHOCT

. rbpYOBE

. NPOMEHH B 3PEHHETO

XnopgeHHpaMHHOBHAT MalleaT MOXeE a NMPUYHUHM CHHIIMBOCT, AlIEprHIHA peaklMy, 3aMbITIeHO BUXIAHE,
3a]{bpKaHe Ha YpHUHa, CYX0Ta B YCTaTa, rnasobonue, CBETOBLPTEXK, NHIICA HA aNeTUT, MOBPbILAHE,
auapus, cbpuedbneHe, apuTMHs, MOHWXaBaHe Ha KPBbBHOTO HaNAraHe, XeNaTHT, XeMONTUTHYHA aHEMHS
(HaMansBaHe Ha Opos Ha YepBeHUTE KPBBHU KIETKH, KOETO MOXE Aa JoBeae 10 OJeA0CT UK
MOXBIITABAHE Ha Koxara, cnabocT UK 3aIyX).

Crobmapane Ha HeXeJJAHY PEAKHHH

AKO MoTyuYnTe HAKAKBU HEKENMAHH PeaklHH, yBeaoMeTe Balus nekap in gapMmaueBT. ToBa BKITIOYBa
BCHYKH Bb3MOXHH, HEOTIMCAHH B Ta3H JIMCTOBKA HEXeEJIaHU peakuun. MoxkeTe chulo Aa ChoburuTe
HEXENaHH peakuuy aupekTHo Ha U3nmbnHuTenna arenuus no nekapcereara (UAJD):

yi. amsas ['pyes 8
1303, Codus




Ten. +359 2 8903417
yebcaiiT: www.bda.bg

Kato choburaBate HexenaHu peakliuy, MOXETE Ja AaJCTE CBOA NPHHOC 3a MMOJIy4aBaHe Ha NToBeYe
HHGOpMaLMA OTHOCHO He30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kax aa cexpanasate TAMJIOJ XOT

Ha ce cbXxpaHsiBa Ha MACTO, HEAOCTBITHO 3a Aclia.
Ja ce cbXpaHsiBa B OPUIHHANTHATA ONAKOBKa.

Ha ce cexpaHaBa nofg 25°C.

Jla ce nazH OT CBETIKHA U Bjara.

He wznonssaitite TAUJIOJ XOT cnex cpoka Ha rogHocT, oTdens3aH BEPXY callleTO ¥ KapTOHeHaTa
onakoBKa. CpOKBLT Ha FOJHOCT OTIORAPS HA MOCTEAHUA AE€H OT MOCOYEHHU MECell.

6. CrabpxaHHe HA ONAKOBKATA H JONBJIHHTENHA RRDOpMaLHs
Kakeo cuanpxa TARLJION XOT

- AKXTHBHHTE BelliecTBa ca: MapaieTamol, XJIOp(peHHPaMUHOR MaJeat, NceBAoedeApHHOR
xuapoxyopud. Bedko came TAHUJIOJ XOT cbhaspka 500 mg napaueramorn, 4 mg xnopdeHHpaMHHOB
Maneat, 60 mg ncespoedeApPMHOB XUIPOXIIOPHA

- JApyrure CheTaBKH ca: TMMOHEHa KMcennHa, 6e3B0JHa, BUHEHA KNCeIMHa, HATpHEB
xunporeHkapOoHat, Hatpues kapOoHar, 6e3BoleH, MOBUIOH, 3aXapo3a, HaTpHeB Gensoar (E 211),
XHHONMHWHOBO *k5JTT0 {(E 104), apomaT Ha numoH

Kak warnexaa TARJIOJ XOT u KakBo cbIbPXa ONAKOBKATA

ITouTH 651 KO XKBIT, TEUTHB TPAHYIIMPAH Npax 3a MEpPopaHa CYCTIeH3Ws ¢ BKYC Ha THMOH B callleTa.
6 uv 12 bpod callleTa B KapTOHEHA ONAKOBKA.

IIpuTexaTen HA pa3spellIcHHETO 3a YNOTpeba H NpoH3BoHTE]l, OTTOBOPEH 3a 0CBO0OXKIABAHE HA
napTHAM HA TepuTopuara Ha EC

HOBEJI PAPMA EOO/]
Oyn. . bbarapus® Nel(Q9
Codus 1404, bovarapus

JaTa Ha nocjeqHATs peAakKIua Ha anucTrosxaTa: 01/2025




