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JIMCTOBKA: HH®OPMAIIUA 3A IIOTPEBUTEJIA
-6 9P 18 -07- 2005
TYLOL® HOT D 500 mg / 4 mg / 60 mg powder for oral suspension
TAWJIOJI® XOT /1 500 mg / 4 mg / 60 mg npax 3a nepopaJiHa cycrneH3Hs
napaueramost / xnopdeHupaMHHOB Masieat / rceBioeeIpUHOB XUAPOXIOPH /L
(paracetamol / chlorpheniramine maleate / pseudoephedrine hydrochloride)

IIpoyeTeTe BHUMATEJHO IAJIATA JUCTOBKA, NPEAH [1a 3aI0YHETE [1a MPHEMAaTe TOBA JIEKAPCTBO, ThH

KaTO TH ChAbPKa BakHa 32 Bac undpopmanus.

Bunaru npuemaiite ToBa 1€KapCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA MJIM KakTo By e Ka3au

Bamus nekap wiu ¢papmareBT

- 3anazeTe Ta3u JUCTOBKA. MoXe /1a ce HaJlOXKH Ja s poYeTeTe OTHOBO.

- AKO ce HYXJaeTe OT JIOITbJIHUTETHA HHOopMaLIUs UITH CBBET, TIonuTaiTe Balus ¢apMaliesr.

- Bue TpsabBa 1a noTbpcuTe Jiekapcka oMo, B cliy4ail ue Bamure CHMIITOMHU Ce BJIOIIABAT UIIH HE

ce nogoOpsBar.

- AKO NoNy4yuTe HAKAKBH HEXKEJIaHUTE JIEKapCTBEHH peakl MM, yBegoMeTe Baluus jekap uiiu

¢apmauneBT ToBa BKJIHOYBA U BCHYKH Bb3MOXHHU HEXEJIaHW psSaKlMM, HEONHCAHH B Ta3u JIMCTOBKA. BykTe

TOuka 4.

- AKo cnies1 3 IHM He ce MOoYyBCTBaTe Mo-a100pe uian cbeTosHueTo Bu ce Bnowu, TpsaOBa aa
MOTBPCUTE JIEKApCKa IMOMOLL.

B Ta3zu JHcTOBKA:

Kaxso npezacrabissa TAUJIOJI® XOT ]I u 3a KakBO ce M3110J13Ba
KakBo TpsiOBa a 3Haete, npeau na npuemere TAMJTIOJ® XOT ]I
Kak na npuemare TAUJIOJI® XOT J1

Bb3MOKHHM HEXeJIaHW peakLuH

Kak na cexpanssate TAUJIOJ® XOT ]

ChabpkaHHe Ha OTIAKOBKATA U JIOITBJIHUTENIHA HHOpMaLIHS

o S g 9 B

1. Kakso npeacrapassa TAHJIOJI® XOT /I u 3a KaKBO ce H3110.13B2

TAWUJIOJN® XOT ]| uma aHanreTHuHo (60J1KOYCIOKOSBALI0), AHTHIIUPETHYHO (TIOHMKABALIIO
TeMneparypara), aHTUXMCTAMHHOBO ([TpOTHBOAJIEPrHYHO) U HamalisgBalllo OTOKa Ha JIMraBMlaTa Ha
FOPHUTE IMXATEJIHU IMbTULLA JAEHCTBUE, KOETO C€ AbJDKH Ha aKTUBHUTE MY CbCTaBKHU: rapaleramoll,
xnopdeHnpaMUHOB Maseat M rnceBaoedeApHHOB XMAPOXIOPHU L.

[TapauieramorsT 00JiekyaBa Ookara v NMOHMKaBa TeJecHaTa TeMneparypa.

XnoppeHnpaMuHOBHUAT MalieaT o0JiekyaBa CleJHUTE CAMIITOMU: XpeMa, OTOK Ha HOCHATa JINTaBHIIa,
3a4epBsABaHE U/ UJIM CBPBXYYBCTBUTEIHOCT HA OYHTE.

[TceBnoedenpuHOBHAT XUAPOXJIOPHI HaMallsBa OTOKA HA JIMTaBHULIAaTA HA TOPHUTE OMXATEJIHU ITbTHIIA.

TAWUJIOJI® XOT /] e noka3aH 3a o6/ieKk4aBaHe Ha CJI€JHATE CHMITOMH Ha MPOCTY/1a ¥ TPHIL:
® Ha3zaJlHa KOHrecTHs (3amyliBaHe Ha HOCA)

e Xpema

e KHXaHe

® [IOBHUIIIEHA TeJIECHA TeMIlepaTypa

e JieKa JI0 ymMepeHa 00Jika OT pas3jiM4eH Mpor3xo/

Toit kato TAUJIOJI® XOT ]| He cbabpika 3axap, Toi € noaxoasuy 3a AMabeTUUM U NMauueHTH, KOUTO
NpeAnoYMuTaT HUCKOKAJIOpHUYHa AUEeTA.

AKO ciel 3 JHM He ce MOYyBCTBaTe 110-100pe WK ChbCTOSHNETO B ce BIIOIIH, TPsAOBA 1a MOTbPCHTE
JIeKapcKa rmoMou. - -
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2.  Kaxso Tpa6ea ga 3uaeTe, npean aa npuemere TAHMJIOJN® XOT [

He npaemaiite TALJIOJI® XOT [

® aKo CTe ATEPrUYHH KbM MapaileTaMoll, XnopdeHnpaMiHHOB MaIeaT W/ Unu ncesroedepuHOB
XHAPOXJIOPHA HIH KbM HAKOA OT OCTaHANHTE ChCTaBKH Ha TAWJIOJN® XOT ][I (136pocHy B
TO4Ka 6). AnepruyHara peakiua MoXe J1a € pas3no3Hae Mo HaNd4YUeTo Ha: 0OpUB, chphex,
3adyepBABAHE HA KOXKaTa WM 3aTPYAHEHO IHIIAHE.
aKo CTpaAaTe OT TEXKKO depHoApoOHO u/Min 6b6peyHo 3aboaBane.

e ako npuemare MAO uHxHOUTOpH (32 NeueHne Ha AENpPecHs M APYrH NCHXUHHY 3a00N1BaHAA).
3a na 3anounete nedeHne ¢ TAUJIO® XOT [, ne Tpa6Ba Ja cTe NpHeMallH TAKHBA JIEKApCTBa
MoHe 2 CEAMHIIH.

e Tuit karo TAMJIOJI® XOT ][I chabpxa acnapTtaM, KoHTO e H3TOYHHUK Ha QeHNNTaNaHKH, TO
6ONHMTE, CTpajaly OT GEHNIIKETOHYPHS He TpAGBA J1a M3MON3BAT TO3M POLYKT.

®  aKO MMaTe MHOTO BHCOKO KPbLBHO HanAraHe (TexKa XHIIEPpTOHUA) HIH XHITEPTOHHA, KOATO HE CE
KOHTPOJIHpa oT BaleTto neuenue;

e aKko HMATe TEXKO OCTPO (BHE3AIMHO) HIIM XPOHHYHO (poXbKHTENHO) 610peyHo 3abosBaHe
v 6B0peyHa HeJOCTATBYHOCT.

IIpeaynpeXxIeHHS H NpeIna3HH MePKH

T'oBopeTe ¢ Bawws nexap unu gapmatiesT Npeay Ja 3armoYHeTe Ja npUueMare TAPJION® XOT 1, &
ciryday 4e cTpajare oT.
® YepHOIOPOOHH YBPESKAAHUA
O01L0OpedH# yBpeKAaHHA
OenoapobHH yBpeKAaHNS
npealecTBaima aHeMus
TEXKKH ChpAeIHH 3ab0naBaHUS
OpoHXHaNHa acT™Ma
rjlaykoMa (MOoBHLIEHO BLTPEOUHO HaNATaHe)
XMIIEPTUPEOUAH3BM (MOBUILIEHA (PYHKIHA Ha IUTOBHUEHATA XJle3a)
XUNIEpTOHHMA (BUCOKO KPBBHO HANAraHE)
HETNOHOCUMOCT KBM HAKOM 3axapu
3axapeH auaber

C100IIeHH ca cliyyad Ha CHHIApPOM Ha 3aaHa ofpatuma edHuedanonarus (PRES) u cuuapomM Ha obpaTtrMa
uepebpanta BazokoHcTpukius (RCVS) cnen ynorpebata Ha tekapcTBa, ChbIbpKalN NceBAOC(EIPHR.
ToBa ca peAKH CbCTOAHMHSA, IPH KOUTO MOXKE la KMa HamalieHO KppBocHabsBaHe Ha Mo3bka. HezabasHo
cripeTe ga usnonssate TAWUJIOJI XOT u He3a6aBHO NOTbPCETE NIEKAPCKa NOMOLL, aKO pa3BueTe
CHMITTOMH, KOUTO MOXE Jla Ca MIPH3HALW HA Te3H CHHIAPOMH (BIDKTE TO4KA 4 ,,BB3MOXKHH HEXENAHH
peakiuun).

WU36areaitTe eqHospeMerHoTo npunoxkenue Ha TAWUJIOJ® XOT ]I ¢ Apyrw napaueramon — ChabpKaly
NPOAYKTH, ThH KaTO TOBa MOXeE Ja JOBEIE /10 NpeAO3HPAHETO Ha NMapareTaMorl.

AKO ynoTpeOsBaTe aHTHXHUIIEPTEH3IUBHMY jiekapcTBa (3a NMOHWKaBaHe Ha BUCOKO KPBBHO HajiiraHe) W/HIH
aAHTHIIETIPECAHTH, TPADBA Aa ce NOCHBETBATE ChC CHOTBETHHSA CMELHATIHCT.

JAena H IOHOIH
Voorpebara Ha TAUJIOJ® XOT J] npu aeua noj 12 rogunu Tpabea ga cTaBa camo 1noj Jie
koHTpon MM Aa uinonssar TAMJIOJN® XOT 3A JJELIA.




KoHcynaTanus c Jiekap € HAIOXKHUTENHA, aKO BUCOKATa TEMIIEPATYpa MPOABIDKH NOBEYE OT 3 JIHH, a
IPYTUTE CAMIITOMH ~ NOBEYE OT 5 OHH.
Jla He ce npeBHIaBa NPENopPBYAHATA MAKCHMAITHA AIHEBHA 034 HITH Tasy, IpeJNHcaHa oT lexaps.

Npyru gexaperea 1 TARJIOJI® XOT [

Uudopmupaiite Bawns nexkap wnu dpapmauesT, ako NpUeMaTe, HaACKOPO CTE NPHEMAITH HJTH € Bb3MOXKHO
Jia rpueMeTe IpYru JIeKapCcTRa.

ITpu #0341, HaABHILIABAIIN MPENIOPHLYAHUTE CE NOTeHLHUpa edeKTa Ha NPOabIHKUTENHO NPUTIaTaHH
aHTHKOATyJaHTH (NPOTUBOCHCHPBALIM feKapcTsa). EAHOBpEeMEHHHAT NMpHEM HA HAKOH JIEKAPCTRA 32
JTedeHne Ha JenpecHs, YCIIOKOUTENHH, IEKAPCTBa 3a ENMUICTICHSA, KaKTO W r'oJIeMH KOJIMHECTBA aJIKOXOJT,
YBeNINY9ara BEPOATHOCTTA OT MOABA Ha HEXEJTaHH JICKAPpCTBEHH peakUHH, MpeaW3BUKaHH OT NapaleTaMoll.
Psnko MoXxe Aa HACTBNH MOBUILIABAHE Ha aPTEPUANTHOTO HanAraHe, Ipy eJHOBPEMEHHOTO PUIIOKEHNE Ha
ncepaocpeApHHOB XHAPOXIJIOPUA C AEKOHIECTAHTH, TPRUMKANYHN aHTHIECNPECAHTH, IEKapCcTRa
NOATHCKALIK aneTuTa, aMmgeTaMUHH KaTo NCUXOCTUMYNAHTH U MAQO uHxnbutopn.
AHTHXUNIEPTHH3HBHATa ePEeKTHBHOCT Ha MeTHIZoNa (IIpH BUCOKO KPBBHO HalArane), anda u beta
aIpeHepruvHy Glokepu, ryaHeTHANH HaMalABa NpH €AHOBPEMEHHO NPUIIOKEHUE C NCEBJ0CPEAPHHOB
XUAPOXJIOPHIL.

TAHJION? XOT A ¢ xpana, HANMTKA B ATKOX0JI
I[Ipu negenue ¢ TAUJION® XOT ]I tpsafea aa ce wibarsa ynorpebaTa Ha akoXoJl, 3al0TO GAUTETHOCTTA
MOK€E J1a C€ MOHMKHU.

BpeMeHHOCT, KbpMeHe B PepPTHIAHTET
[TocwBeTBakTE ce ¢ Baluns jiekap niad gapMaleBT ITIpeaH yno'rpeﬁa'ra Ha KOeTO U Ja e eKapcTBo.
[Tpu 6peMeHHH H KbpMayKH € NMPENOPbYUTENEH JIEKAPCKH KOHTPOL.

Ilodupane u paboTa ¢ MAIMKHE

ITo Bpeme Ha neuenre ¢ TAUJIOJI® XOT /] Moxe [a ce NOSBH YMOPa, CbHINBOCT HIH CBETOBLPTEK,
3aTOBa LWOGHPAHETO HAa aBTOMOOW M YIIPABAEHHETO Ha NOTEHLMAIHO ONACHH MALUMHHA TpsOBa Ja cTaBa
BHUMATEITHO.

TANRJIOJN® XOT [l chanpxka

TAWUJIOJ® XOT J1 chaspxka nakToza. Ako BammsT nexap By e kazan, ye yMaTe HEMOHOCHMOCT KBbM
HSKOW 3axapH, NOChBETBalTe ce ¢ Hero, npeu Ja B3eMeTe TO3H NpoayKT. To3W neKkapcTBEH MPOOYKT
cbabpxka 3,4 g nakro3a (1,7 g rmoko3a u 1,7 g ranakrosa) Ha 1o3a. Tosa TpsaOBa ga ce MMa npeaBu NpH
NMayHEeHTH CbC 3axapeH Anader.

To3u nekapeTseH NpoOyKT ceabpika 6,3 mmol (144,3 mg) warpuii B eano cauie. Topa TpabBa aa ce nma
npeJBHI TIPH MALHEHTH Ha JHETA C KOHTPOJTHPAH MPHEM HA HATPHH.

JleKapCTBEHHAT NPOAYKT CHABPKA OLBETUTE/ CHHCET XXBJATO, KOWTO MOXKE Ja MPUUNHH AJIEprUYHH
pEaKIHH.

TAWUJIOJN® XOT JI chabpia H3TOUHHMK Ha eHHnananud. Moxe Aa € BpelieH 3a Xopa ¢ PeHHITKETOHY PH.

3. Kak aa npuemate TAHJIOJN® XOT [

BuHaru usnon3spaiiTe ToBa ICKAPCTBO TOYHO KAKTO € OMUCAHO B TA3H JIMCTOBKA MM KaKTo BH e kazan
Bawuua nexap uau dapmaLeBT. AKO HE CT€ CUTYPHH B Hello, nonutaite Bawmus nekap unn dapMaresT.

TAWUJIOJI® XOT ] ce npuema npes ycTaTa. | o
[IpenopbUNTENIHATA MAKCUMAIIHA JHEBHA 1034 € 4 cameTa. /$ S e



CovabpKaHHETO Ha BCAKO calue ce pasTeapa B 160 ml ronna Boga (craHzapTHa yallia) ¥ ce N3NyBa
BeJHara, 0e3 n3uakBaHe. Ako e HeoOX0ANMO, clieiBalnaTa J03a Ja ce B3eMe Ciel HHTepBan oT 6 yaca.

AKO cTe NIpHe/JIH MOBede 0T HeoGxoqumaTa ao3a TAHJIOJ® XOT [

AKoO cMATaTe, 4e CTE MPUENH NOBEYE OT IMpernopbiaHaTa K03a, He3a0aBHO NOTBhPCETE JIEKapcKa MOMOLI,
HE3aBUCHMO OT (PaKTa, 1e MOXKe Jia ce YyBcTBaTe Jo0pe, ThbH KaTo rMpUeMbT Ha NpeKaneHo rommo
KOMHYECTBO MapaLeTaMon MoXe Ja A0Bee 10 YBpexaane Ha yepnud apob. Haii-yecTute cMMINTOMH Ha
npego3dpaHe ce H3pasaBarT C rajieHe, NOBpbLIaHe, KOpeMHH 007KH, CBETOBLPTEXK, 104BaTA Ha AlCprivHH
peakLiMi OT CTpaHa Ha Koxara (Hall-u4eCTo 3auepBiaBaHe M ChpOek), XamoLUUHALMN, U3NOTABAHE K 00O
HepasnoIOKEHHE U Jp.

Axo cTe nponycHaiaH aa npuemetre TAHJIOJN® XOT [
He s3emaliite aBoiiHa 103a, 3a 1a KOMIICHCHpATe ponycHarara qo3a.

Axo cTe cnpean npuema ia TAHJIOJI® XOT [

AKO UMATE HAKAKBH JOMLJHUTENIHH BRIIPOCH, CBBP3aHHM ¢ yNoTpebaTa Ha ToBa JIEKapCTBO, MOMMMTATE
Bamms nexap niu gapMaulenT.

4. BL3IMOKHH HEeXeJIaHH peaKkiHH

KakTto BcHukn nexapcrea, TAMJIOJN® XOT A MOXeE Jla MpedHU3BHKa HEeXEllaHH PeakilMK, BLIIPEKU Ye HE
BCEKHW T'H MOJTYy4YaBa.

TAWUJION® XOT JI ce monacs no6pe. B TepaneBTHIHY 1031, 0GMKHOBEHO MApaLETaMoJ ce ToHacs Hobpe.
B peaky cnydan MOXe Ja NMpeAr3BHKa ATepriYHH peakUHH, KaTo HanpuMep obpuB U cbpbex. B peaku
CITydaH MpH Npoab/KUTENIEH IPHEM Ha [M0-BUCOKH JI03M MOKE J1a ¢e HabmoaaBaT pa3IMdHH IIPOMEHH B
KpbBHATA KapTHHA.

Hexxenanute peakuuu oT ncepaoedeApMHOBUSA XHAPOXNOPHI ca MHOIO peaxu. Cbhobluasa ce 3a
HapYLLUEHHE Ha CBHHA, XaMIOLUMHALMY, ANeprudHy peakiii U 3a1bpxKaHe Ha YypUHa.

C HeM3BECTHA YECTOTA: OT HAIKYHUTE JaHHH He MOXe Ja ObJe HanpaBeHa OlIEHKa

- CEpPHO3HH CHCTOAHMA, 3ACATAINN KPHBOHOCHHTE CBAOBE B MO3bKA, H3BECTHH KATO CHHAPOM Ha
3a;1Ha o6paTtuMa entedanonarus (PRES) u cunapoM Ha obpaTuma LiepebpanHa BazoKOHCTPHKLINS
(RCVS)

Cnpere He3abaBHo ynoTpebara Ha TAUJIOJI XOT u noTepceTe cHeIMHO MEAWLMHCKA MOMOII, aKo
pa3BUETE CUMIITOMH, KOKTO MOJXE [1a ca IPHU3HALM Ha CHHAPOM Ha 3ajHa o0paTiMa eHuedatonaTua Uiu
CHHAPOM Ha oOpaTuma uepebpalniHa Ba30OKOHCTPHKUMA. Te BKIOYBAT:

. TEXKO r1aBobo/ne ¢ BHE3aITHO HAYAIIO
. raflcHe

. MOBpBINaHe

. 00BpKaHOCT

. rbPYORE

. MIPOMEHHU B 3PEHUETO

XnoptheHnpaMUHOBHAT ManeaT MOXE Na IPUYNHHU CbHIUBOCT, AJIEPrHYHH peakLiH, 3aMbIIeHO BUXKIAHE,

3agbpKaHe Ha YPHHA, CyXOTa B ycTaTa, rliaBo0onue, CBeTOBbPTEXK, JINMNCA HA aleTHT, MOBPLLIAHE,

AnapHs, CbpledueHe, apuTMHUA, MOHWXKABAHE Ha KPbBHOTO HAIAraHe, XeNaTUT, XeMOJINTHYHA AHEM#HA-...
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(HamangBane Ha Opos Ha yepBeHHTE KPbBHH KIETKH, KOETO MOXE fa noBeae 10 O1eqoCT Unu
NOXBITABAHE HA KOXkKaTa, cabocT MK 3aKyX).

CrofmaBaHe HA HeXeNAHH PEAKIIHH

AKO IMOJIYYHTE HAKAKBH HEXEJIAaHH PeakiyH, yselloMeTe Balns nexap win dapmauert. Tosa BKIIOYRA
BCHYKH BB3MOXKHH, HEONMHCAHW B Ta3H JIMCTOBKA HEXeEJJaHH peakiuu. MoxeTe ¢pllo Aa crodiuTe
HeKeTaHW peaklWH JHpekTHO Ha M3mbiauTenna arenuua no aekapersara (MAJI):

yn. lamsiH 'pyes 8
1303, Codus

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

Karto crobiujasare Hexenanu p€akUunK, MOXCTC Oa NJaJ€TE CBOA ITPHHOC 3a INOJMYHABAHC Ha IIOBCHE
HHE];IDPMB.I.IHH OTHOCHO 0€30MacHOCTTa Ha TOBa JCKApCTBO.

5. Kax aa coxpanssate TAHJIOJI® XOT [

J1a ce chXpaHsABa HA MACTO, HEJOCTBITHO 33 Jena.
Jla ce chbXpaHsiBa B OPHUTHHATHATA OTIAKOBKA.

Ha ce cpxpaHasa nmog 25°C.

JIa ce na3y ot CBETIHHA U BJara.

He u3nomsaiite TAWJIOJI® XOT ]I cien cpoka Ha roaHocT, oTdens3al BbPXY CailleTo # KAPTOHEHATa
onakoBka. CPOKbT Ha NOIHOCT OTroBaps Ha NOCHEIHHUs AEH OT NOCOUYEHHA MECELL.

6. CiaspaaHue HA OfIAKOBKATA H JONBAHHTENHA HH)OpMalLIns

Kakso chanpxa TARJIOJ® XOT 11

- AKTHUBHHTE BELIECTBA Ca: MapaileTaMon, XJIopheHUpaMHHOB Maneart, ncesgoedeApHHOB
xuapoxnopua. Besko came TAWJION® XOT [ chappka 500 mg napaueramon, 4 mg xnopdeHHpaMHHOB
maneat, 60 mg ncesnoedeApHHOB XUAPOXIOPH.

- IpyruTe ¢LCTABKH ca: JIMMOHEHA KHcennHa, 6€3n01Ha, BUHEHA KUCENIMHA, HATPHEB
xuaporenkapboHart, HaTpueB kapOoHat, 6¢3BOACH, MOBHIOH, NaKTO3a MOHOXHAPAT, HaTpueB OeHzoar

(E 211), xunonunoeo #xwiT0 (E 104), apomar Ha nopTtokan, cwHeeT xbaT0 (E 110), auecyndam kamu#,
acnaptaM (E 951).

Kaxk naraexna TAWIOJ® XOT /I u KakBo chbObP/Ka ONAKOBKATA

A bnTOo-OpaHXKeB, TEUNIMB IPaHyJIKpaH Npax 3a NepopanHa CYCNEH3UA C BKYC Ha NOPTOKaN B CalleTa.
6 wn 12 6pos calieTa B KapTOHEHA ONAKOBKaA.

IlpurexaTea Ha palpeleHneTo 3a ynu'rpé_ﬁa H NMIPON3BOAHTEI, OTTOBOPEH 32 0cB0b0XKAaBAHE HA
NapTHAH HA TepuTopusaTa HAa EC

HOBEJI PAPMA EOO/]
byn.“bwarapua* Nel(9
Codua 14045, brnrapus

JlaTa Ha mocaeaHaTa peakuns Ha JuctoBkaTa: 01/2025




