JIMCTOBKA: HH®OPMAILIUSA 3A ITIOTPEBUTEJIA

TAUJIOJI®EH XOT 500 mg/4 mg/ 10 mg npax 3a nepopajHa cycneH3Hs
TYLOLFEN HOT 500 mg/4 mg/ 10 mg powder for oral suspension
(mapaueramos/xaopdheHupaMuHOB MaseaT/peHuneppHHOB XUIPOXJIOPH)
(paracetamol/chlorpheniramine maleate/phenylephrine hydrochloride)

[IpoyeTeTe BHHMAaTE/IHO LAJIATA JHCTOBKA, MPeaH A 3aMI04YHETe /a IpHEeMAaTe TOBA JIEKAPCTBO, Thil
KATO TS ChAbPKa BaxKHA 3a Bac nuadopmanus.

ToBa nekapcTBO ce OTIIycKa 0e3 JieKapCcKo npeanicaHne 3a Bb3pacTHU U jeua Hag 12 roguHu. Bunaru
MpUEMaNTE TOBA JIEKAPCTBO TOYHO KAKTO € OMUCAHO B Ta3H JIMCTOBKA WJIH KakTo BH € ka3zan Bauius
jiekap, (papMaLeBT WM MEIMLMHCKA CeCTpa.

- 3anaseTe Ta3M JIMCTOBKA. MoOXe [1a c€ HAJIOKH Ja A TIPOYETETE OTHOBO.

- AKO ce HyXJaeTe OT AOITb/IHUTEIHA HHPOpMALIUS UITH CBBET, nonuTaiTe Bauius ¢apmalesT.

- AKO TOJIYYUTE HAKAKBH HEXEJIAaHM JICKapCTBEHU peakliMu, yBeJaoMeTe Bawus nekap, ¢apMmaueBT
WJIM MEJMLIMHCKA cecTpa. ToBa BKJIIOUBA U BCHYKH Bb3MOXKHH HEXKEJIaHU peaKkU UM, HEOMUCAHU B Ta3M
nucToBka. Bukre Touka 4.

- AKO He ce yyBcTBaTe no-100pe uimn cbCcTossHueTo Bu ce Biowuu, TpAadBa Ja noTbpCcUTE JieKapcka
MOMOLL. |

KakBo ¢bIbpika Ta3H JIHCTOBKA: a/ D17 GFF

L. KakBo nipeacrasnssa TANJIOJIOEH XOT u 3a kakBo ce u3mnosssa

2 KakBo Tps0Ba 1a 3HaeTe, npey Aa npuemere TAWUJIOJI®EH XOT 18 -07- 2005
3.  Kak aa npuemare TAUJIOJIOEH XOT - 5 ;(7?)#’

4, BBb3MOXKHHM HEXKEJIaHU peakluu

5.  Kak na cexpansBate TAUJIOJI®EH XOT

6. ChabpkaHHE HA OMAKOBKATa U JIOMTBJIHUTEIHA WHOpMALHA

1. Kakso npeacrasiassa TAHUJIOJ®EH XOT u 3a KakBo ce H3I0/13Ba

Mmeto Ha Bamero nexapctso e TAUJIOJI®EH XOT. Besika no3a cbhaspska 500 mg napaueramorn, 4 mg
xJioppeHupamMuHoB Manieatr U 10 mg deHnnedpruHOB XHIAPOXJIOPHIL.

[TapaneraMos UMa aHAJIFeTHYHO (60nkﬂycnﬂxﬂﬂﬂam0) U aHTHITUPETHYHO (TMMOHHWKABAILIO TEMpENarTypara)
NeUCTBHUE.

XnopdeHnpaMuH NpUHALIEKHN KbM I'pyraTa Ha JiekapcTBa, HapeueHH aHTUXHCTAMUHHU, KOUTO MoMarar 3a
oOJiekyaBaHM CUMIITOMUTE HAa XpeMa, OTOK Ha HOCHATa JINTaBulLia, 3auepBsiBaHe W/ WU
CBPBbXYYBCTBUTEIHOCT HA OYMTE.

q)EHHﬂEd)pHHDBHHT XUAPOXJIOpHU]I € JCKOHI'E€CTAHT, KOMUTO nomara [TPpH 3alMyIBAHE HA HOCA.

TAWJIOJI®EH XOT e noka3saH 3a ob/ieK4eHUe Ha CAMITTOMUTE HA HACTHHKA W I'PHUIT BKITIOYUTEITHO:
Ha3aJTHa KOHTeCTHs (3amyllIBaHe Ha HOca)

¢ XpeEma
® KHXaHC
® [IOBHUICHA TCJICCHA TEMIICpATYpa
® JIEKa OO0 YMEpEHa 0oJIKa OT pPa3/IH4YCH MPOU3X0
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2. Kakeo Tpa6Ba aa 3Haete, mpean Aa npueMere TANJIOJIDEH XOT
He npuemaiite TAWJIOJI®EH XOT

B aKo CTe ajieprH9HH (CBPBbXYYBCTBHTE/IHH) KbM lapaleTaMorn, XxnopdpeHnpaMHHOB Majear ,
peHnnePpUHOB XUOPOXIJIOPH, WU KbM HAKOs OT OCTAHANNTE CHCTABKH HA TOBA JIEKAPCTBO
(n3bpoeHM B TOUKa 6).

" AKO MMAaTe CBbPACYHM HapylUeHHU#, NpobieMy ¢ HUPKYNALMATA HA KPBHBTA HIIH BUCOKO KPBBHO
HaJlAraHe

"  aKO CTpajiaTe OT 3axapeH auaber, Texxko sepHoApoOHO nin 6K0peuHo 3abomsiBaHe

" aKo nMpueMaTe MOHOAMHH OKWUCAI3HH MHXMOUTOPH (32 NedeHue Ha JAeTpechs) UITH CTe TH MpHEMaTH
npe3 nocrneAHuTe 14 1uK. 3a Ja 3aloYHETe JICUEHHE C TAVJION®EH XOT, He TpabBa Ja cT¢
NIpUEMaNi TAKURA JIEKAPCTBA NOHE 2 CEAMULIY.

IIpegynpexaeHHA U NPEANa3HH MEPKH

I"'oBopeTe ¢ Bauius nexkap uny papMaLIeBT axo HAKOE OT U3bpoeHHTe Nno-JoJy ce oTHacd 3a Bac:
s  AKO cTe Haf 63 roauinHa BB3pacT
~ & AKO cTpajgarte oT aHeMHS

& AKO cTpajaTe OT YepHOAPOOHHN YBpeXIaHHA (BKTIOYHTENIHO 3a0019BaHHA, TPHYWHEHH OT
anKkoXoJ), ATKOXOJIHA 3aBUCUMOCT HITH OBOpeyuHH TpodieMH ¥ BHCOKO KPBRHO HAIATAHE.

e AKO cTpajare oT 3axapeH anaber, rnaykoMa, XMNEpTHPECOUANIBM (MTOBHIICHA PYHKLUS HA
[HTOBXAHATA XKJIe3a) UK APYTH ChpAEeYHH MPoOIeMH.

e AKO UMate npodiieMH ¢ NIPOCTATATa.

- UaGsarsaiite eHoBpeMeHHOTO npuioxkerue Ha TAWJIOJ XOT ¢ apyru napaneTamon —
ChObPKAIK NPOAYKTH, Thil KaTO TOBA MOXeE Jia IoBele J0 Tpego3UpaHeTO Ha NMapaKeTamoll.

- Ako ynoTpebsBaTe aHTUXHIIEPTEH3NBHH NIEKapCTBa (3a MOHHXKABAHE HA BUCOKO KPBBHO HAIATaHE)
H/WIM aHTHAENPECaHTH, TPAOBa J1a Ce MOCHBETBATE CHC CHOTBETHHA CNELIMAJIHCT.

- Vnotpe6ara Ha TAWJIOJI®EH XOT 3a noeeue oT 5 1HM npy Jeua u noseue oT 10 guu npu
BB3paCTHHU HE Ce MPENopbYBa.

- KoHcynTauusaTa ¢ nekap ¢ HaJlOKHTe/IHA, aKO BUCOKATa TEMIIepaTypa NMPOoABIKH NT0OBEUYE OT 3 JHHU.
- Jla He ce TpeBHIlIaBa MpernophYaHaTa MaKCUMANIHA JHEeBHA 4034 WIH Ta3H, Npelucana oT JieKaps.

Jena _
Heua nox 12 rognsau, Tpadea ga npHemar TAWUJIOJIDEH XOT camo noa nekapcky KOHTPO!.

JIpyrn aexapcrsa 1 TAWIOJI®PEH XOT

Mons, ungopmupadite Batrus nexap unu gapmauesT, ako NpHeMaTe HITH HACKOPO CTE NpHEMaN IpYTH
JIEKapCTBa, BKITKYHTETHO N TaKMBa, OTMyCKaHM Oe3 peliernTa.

He ca ycTaHOBeHH HUKAKBH B3aWMOJCHCTBHA MPH NTPHUEM Ha TepaneBTHIHU go3d. Habmonasa ce
3aCHJIBaHE Ha edeKTa Ha AHTHKOAryJIaHTH TIpH TIPOABIDKUTENHA TEPAIIHA € MI0-BUCOKH JO3M.

[TapanieTamon, NpdeMaH B IO-BUCOKH JO3M 3a NO-AbJILI EPHOL OT BpeMe MOXKE 1a B3aUMOJEHCTBA ©
KOYMapWH, HHAAHAHOH-NIPON3BOAHM H deHOTHa3HHI. MOXe ia B3aUMO/CHCTBa C AHTHNCHXOTHYHH
¢eHoTHazuHu. [Ipu NauneHTH, NpueMaLi¥ aHTHETMIENTULIH KaTo kapbamasenuH, penobapouran,
dheHHUTOMH WM NPUMHUIOH, 003aTa Ha lTapaueTaMo)] TpAORa Ja ce HaMallH.




XnopdeunpaMun Moxe Ja 3abaBu MetTabonniMa Ha (PEeHUTONH B YepHMS Apod KaTo ysennuu njasMeHara
MY KOHUeHTpaunsa. XnoppeHupaMUH MPAYAHABA aHTHBHA LIEHTpalHa HepBHA JeMPECHBHA aKTHBHOCT,
aKo ce TpHeMa ¢ ankoxon, 6apObuTypaTH, XMITHOTHIH, YIIOABAIIMA AaHANTHTHALH, aHCKHOJIMTULH U
AHTHIICHXOTHLLH.

Pagxo Moxke Aa HACTBITN MOBHILIABAHE HA apTepHATHOTO HallAraHe, IPH e JHOBPEMEHHOTO NPUIIOKEHNE Ha
dennnedprH ¢ ZJEKOHINeCTAHTH, TPHUMKIHYHHA aHTHIENPECAHTH, MEUKAMEHTH NOATHACKALLYM aNETHTA,
aM¢eTaMHHHU KaTO NMCUXOCTUMYJIAaHTH 1 MAO uuxuburopu.

EnHoBpemennara ynotpeba Ha deHuIeppruH ¢ MOHOAMHH OKCHUAA3HH UHXHOMTOPH, MHIOMETALIKH,
METHIIONA, O- B B-aipeHOMHMETHIIM MOXE Aa J0BeJe A0 XHTIEPTEH3UBHH KPH3H.

TAWUJIOJI®EH XOT ¢ xpaHH, HAIIHTKH ¥ 2JK0X0

He ynorpeGsaBaiite ankoxon nokarto npuemate TAMJIOQOJPEH XOT. EdekThT Ha ankoxomna Moxe Ja
Obae 3acunen.

bpeMenHoCT, KhpMeHe H pepTHANTET
AKo cTe OpeMeHHa UITH KEPMHUTE, CMATATE, Ye MOXKE Ja cTe OpeMEeHHa UK NIIaHUpaTe OpeMeHHOCT,
nochBeTRakTe ce ¢ Bawus nekap winn dapMatieBT NpeaH ynotpedaTa Ha TOBA IEKApCTBO.

[Tpu GpeMeHHM U KbPMAYKH € TIPENOpPbUNTENEH JIEKAPCKH KOHTPOJL.

Illopupane u paboTa ¢ MALIKMHH
[To Bpeme Ha neuenne ¢ TAUJIOJTPEH XOT Moxke xa ce nosBH ymMopa, 3aToBa LIOQHUPAHETO Ha
aRTOMOOW] ¥ YIpaBJIEHUETO HA MOTEHLHAIHO OTIaCHH MALIHHU TpABOa a cTaBa BHUMATEJIHO.

Baxua nHGOpMalHs 32 HAKOH 0T cheTaBkuTe Ha TAMUIOJI®EH XOT

Exno came cpappxa 17,5 g 3axaposza. Tora TpsabBa Aa ce UMa npeaBu NpH NAKWEHTH CbC 3aXapeH
nuabet (diabetes mellitus). Axo Bamnsat nekap By e ka3an, 4e UMaTe HEIMOHOCHUMOCT KbM HAKOH 3axapi,
NMOCHBETBANTE Ce C HETO, MPEAH Na BIEMETE TO3N NMPOIAYKT.

To3u nexapcTBeH NPOAYKT ¢ChLAbPrka 6,3 mmol (144,3 mg) Hatpuii B eaHo cawue. Tosa TpsaOBa na ce uma
npeaBUA NpH NAaLMEHTH Ha IHEeTa ¢ KOHTPOJIIHPpaH NpHEM Ha HaTpHH.

3. Kax aa npuemate TARJIOJI®EH XOT

Bunaru npuemaiite Tabnetknre TAMJIOJI®EH XOT TouHo kakto Bu e kazam Baumsr nekap. Ako He
CTE€ CHTYPHHM B HEllo, nonurtakte Bamus nekap UM dapMaliest.

TAWJIOJI®EH XOT ce npnema npes ycTara.
[Mpenopruutennara aozuposka Ha TAWJIOJIDEH XOT e nocovena no-nony:

ChappkaHHETO Ha BCAKO callie ce pa3TBapaT B 160 mil Tonna Boxa (enHa ctaHgapTHa 4dailia) v ce U3NKUBa
BeJHara 6e3 ga ce niuaksa. CreARalMAT ITpHeM Moxe qa 6bpae cnen 6 9aca. [lpenopbhunTeIHaTa
MaKCcHMallHa JHEBHA A03a ¢ 4 calleTa.
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CbIbpKAHUETO HA 2/3 ot vamara ce PasOonpkasa ce HU3nuBa ce 1sas0To
CAllIETO CE H3CHIBA [ThJIHK C TOTUIA BOJA. 1 1o 2 mbTH. ChIbpPIKAHHE.
B varma.

AKo cTe IpHeJH noBeye oT HeobxoqumaTta 103a TAUJIOJI®EH XOT

AKO cmsTaTe, 4e CTe TIpUesIv MoBeYe OT NnpenopbyaHara q03a, He3adaBHO NMOTbpCETE JiekapcKa roMolll,
He3aBMCUMO OT (hakTa, 4e MOXKe Jla ce yyBcTBaTe 100pe, Thil KaTo MPUEMBT Ha MPEKaJIeHO TOJIIMO
KOJIMYECTBO IapalieTamoll MOXe Ja J0Bee 10 YBpexaaHe Ha yepHus Apo0. Hali-uecture CMMITOMHU Ha
npeao3upaHe ce u3passBar C rajeHe, NoBpblllaHe, KOpeMHH O0JIKH, CBETOBBLPTEXK, M0sABaTa HA aJIeprUYHU
peaxki My OT CTpaHa Ha KoXkaTa (Hai-uecTo 3auepBsBaHe U CbpOeXkK), XallOUMHALKHU, U3NOTABAHE U 00110
HEpasIoJIOKEHHUe U .

AKO MMaTe HAKAaKBH JOITBJIHUTETHA BBIIPOCH, CBBbP3aHH C yroTpedara Ha TO3HM MPOLYKT, MOJIS TTOMUTANTE
Bawus nekap nim papmanest.

AKo cTe nponycHaan 1a npuemere TAUJIOJI®EH XOT
He B3emaiiTe JBOMHA /1034, 3a J1a KOMIIEHCUpaTe nponycHarara 103a.

AKko cte cnipean npuema Ha TANJIOJI®EH XOT

AKO MMaTe HIKaKBH JOITLJIHUTEJIHU BBIIPOCH, CBBP3aHU ¢ yroTpedaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamus nekap, ¢papmaneBT WK MEJIULIMHCKA CECTpa.

4. BBb3MOXKHH HEXKeJaHH peaKLuH

KakTo BCHYKH JIEKapCTBa, TOBaA JICKApPCTBO MOXKE 1a MpEAN3BHKA HEXKEJIAHH pEaKLIMH, BbIIPEKH HEC HEC
BCCKH I'M ITOJTyHaBd.

AKO TIOJTyYHTe HIKOM OT CJIEJJHUTE peaklnu, cnpete npueMa Ha Tainonden XoT U ce cBbpxkeTe ¢ Bamns
Jiekap He3abaBHO:

e 3arpyaHeHO /IMllIaHe, MoJyBaHe Ha JIMLETO, Bpara, €3UKa UJIH I'bpJIOTO (TEXKH allepruiyHi
peakinu)

e XamoOUWHAUMUH (TTO-PAIKO)

e HeoOuuaiinm cnHMHK UK MHGEKUUHU B oOnacTTa Ha LIMATA

ToBa ca cepuo3HM CTPAHUYHU pEaKLMU U ce MOoABABAT B PeAKH Cily4an.

Mous., YBCJIOMCETC Bains JieKap, akKko C€ MOABAT HAKOH OT CJICAHHUTEC PCAKLIHH.

e OrnaaHanocr, rjiaBodonue P avias
: F g b1 i i
e VuyecTeHo chbplieOMEHE UM HUCKO KPBBHO HaJIAraHe (MOXe J1a BU C€ BHE CBAT) /Ky
’} .‘“1.. 4 F i
e VYMopa, TPYAHOCT IIPH 3aclIMBaHe, TPerepeHe {;’,r &
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TpyaHoCT npu YpHHHpaHE (NIPHA MBXKETE)

CbHIUBOCT

OO0bpkBaHe

Huapus

[loBpbuiane

boJjika B XopeMa

XHIepTepMus (BHCOKa TEMIIEpaTypa, yCeIaHe 3a MHOTO TOMJO)
AHeMUNS

YepHoapoOHN BB3NATEHHS, OT KOHTO MOXeTe J1a ce MovyBcTBate ciabu u na npugobuere KuiT
IBAT HAa KOXaTa

3aMbrNIeHO BHXKJAHE
e ANCprH4HM peakLMH, BKIIIOUBallu o6pus, cupbex, OeneHe Ha KoxXkaTa, CyX0Ta B ycTara.

Te3n crapanunn peakuun Ha TAWUJIOJI®EH XOT He ce NOABAT yecTo.

CrnofmaBane Ha HeXKeJIaHH peaKLIHH

AKO NoyuuTe HAKAKBH HeXeJlaHW peakUuMH, yeeaomere Baiuus nexap unm gapmauest. ToBa BxJOUBa
BCHUYKH BB3IMOKHH, HEOMUCAHH B Ta3H NHCTOBKA HEXKENAHH peakUMH. MoxeTe ChUIC Ja ChROOLINTE
HesKeJIaHH peaklMK JKPEKTHO Ha M3ambnHUTEIHa arcHuuMs no Jekapcteara (MAJI):

bBJITAPUA, Codusa 1303, yn. Haman ['pyer 8
Ten. +359 2 8903417

en. mouia: bdabda.bg
yebcaliT: www.bda.bg

Karo choblLuasare Hexenany peakuny, MOXKeTe 1a AajieTe CBOS MPHHOC 3a NONyYaBaHe Ha NoBeye
uHGOpMaLMA OTHOCHO O€30MacHOCTTa HA TOBa JIEKAPCTBO.

3. Kak aa cbxpanasate TAHJIQOJI®EH XOT

Ja ce cbxpaHgaBaiTe Ha MACTO, HEJOCTHITHO 3a Jella.
Jla ce cbXpaH4Ba B OpUTHHaNHaTa OMnakoBKa.
Ha ce cpxpanssa nojg 25°C,

He w3nonzaitte TAUJIOJI®EH XOT cnen CpOKa Ha roJHOCT, 0TOENA3aH BbPXY CAlUeTO U KapTOHEHaTa
onaxoBka. CpOKbT Ha rOOHOCT OTrOBRAapa Ha NOCHAEAHHA JEH OT NOCOUYEHUA Mecell.

JlexapcTeaTa He TpAOBa Z1a ce M3XBLPIIAT B KaHATM3ALHATA WK B KOHTEHHepa 3a JOMALUHN OTHATBLUH.
[Tormurakite Baiuna dapmareBT Kak a YHUIIOXKHATE HEHYKHHTe Br nekapcria. Tesn MepKH e
CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpe[a.

6. ChabpxaHHe Ha ONAKOBKATaA M JAONBJIHHATENHA HHPOpMaLHA
Kakgo chaspka TAWJIOJ®EH XOT

* AKTHBHHTE BellECTBA ca: MapaneTamon, XIoppeHUpaMHHOB Masteat, peHHIeQpHHOB
xuapoxiopul. Beako camie TAWJIOJIQEH XOT cnaepxa 500 mg napauetamon, 4 mg
xopdeHrHpaMuHoB Maneat, 10 mg deHnnedpuHOB XNAPOXTOPHI.




s JIpyruare chbCTaBKH €a: TMMOHEHA KMCe/IMHA, 0€3B0/IHA, BHHEHA KMCEINHA, HATPHEB
XHApOTeHKApOOHAT, HaTpHeB kapboHat, 6e3BoAeH, MOBHAOH, 3aXapo3a, HaTpueB beH3oar (E 211),
XUHOJHHOBO XBJITO (E 104), apoMaT Ha ITHMOH.

Kax m3riaexna TAWJIOJIMEH XOT n KakBo cbILPXKa ONaKOBKATA

[TouTy 651 O XBIT, TEYTHUB rPAaHYNIHPaHK Npax 3a NEPOpaTHA CYCIIEH3Hs C BKyC Ha JTMMOH B callera
6 unn 12 6pos calieTa B KApTOHEHA ONAKOBKA.

IIpuTexkare] Ha pa3pemicHHETO 338 ynoTpeba 1 npon3BoaNTEI, OTIOBOPEH 38 0CcBO0OXKAaBaAHE HA
NapTHAM HA TepuTOopuATa Ha EC

HOBEJI ®PAPMA EOO/]
byn. ,,.bbarapua“ Nel09
Codwmsa 1404, brnrapus

JlaTa Ha moc/ieqHa peaakiug Ha JHcroBkarta: 01/2025.




