JIMCTOBKA: HH®OPMAIIHUA 3A TIOTPEBUTEJISA
Loov%¢7
TYLOL HOT PEDIATRIC 250 mg / 2 mg / 30 mg powder for oral suspension
TAWUJIOJI XOT 3A JEIIA 250 mg / 2 mg / 30 mg npax 3a nepopaJiHa cycrenzugs 3¢ 3 18-07- 2025
napatetamost / xjoppeHnpaMruHOB Manear / nceBaoedeApuHOB XHAPOXJIOPUI
(paracetamol / chlorpheniramine maleate / pseudoephedrine hydrochloride)

IIpoyeTeTe BHHMATEHO IAJIATA JIMCTOBKA, MPeAH Aa 3aM04YHeTe 4a NIpHeMaTe TOBA JIEKAPCTBO, Thil
KATO T ChAbPXKAa BaxKHA 3a Bac undopmanus.

BuHaru npuemaiTe ToBa JIeKapCTBO TOYHO KAKTO € ONKUCAHO B Ta3u JIMCTOBKA MJIM KakTo Bu e ka3zai
Bawwus iekap WM (papMalieBT.

- 3arnaseTre Ta3u JIMCTOBKA. MoXe J1a ce HaJIOXKH J1a s IPOYETETE OTHOBO.

- AKO ce Hy)KJlaeTe OT JIOMbJIHUTEIHA HH(pOpMALIUA UJTH CHBET, NonuTaiTe Baums ¢papMauesT.

- AKO TIOJIy4YuTe HAKAKBHM HEXXEeJIaHM JIEKAPCTBEHHW peakluH, yBegoMeTe Balus jiekap UM
¢apmanieBT. ToBa BK/IIOYBA U BCHUYKH Bb3MOXKHHM HEXEJIaHU peaklyy, HEOIMCaHH B Ta3H JIMCTOBKA. BHxkTe
To4ka 4.

- AKo cniel 3 IHM He ce YyBCTBaTe Nno-a00pe Win CbCTosHUETO BU ce BiaoLuM, TpsOBa [a NoTbPCUTE
NeKapcka rnomMouy.

KakBo cbABpiKa Ta3H JHCTOBKA:

Kaxso npeacrasnssa TAMJIOJ XOT 3A JIELIA u 3a kakBo ce M3I0J13Ba
KakBo Tps6Ba aa 3Haete, npean aa npuemete TAUJIOJI XOT 3A JIELIA
Kak na npuemare TAWUJIOJI XOT 3A JIELIA

Bb3MOXHM HeXeJlaHW peaKLMu

Kak 1a cexpaHsBare TAWJIOJI XOT 3A JIELIA
CobabpKaHUe Ha ONAaKOBKaTa M JIONbJIHUTENIHA UHpOpMaLUs

S S o N T 1

1. KakBo npeacraBiisiBa TAWJIOJ XOT 3A JAEIIA u 3a KaKBO ce H3M0JI3Ba

TAMJIOJ XOT 3A JIELIA ot 6 10 12 roauHN UMa aHATTreTHYHO (60IKOYCTOKOSBALIO), AHTHITHPETUYHO
(MOHMIKABAILIO TeEMIlepaTypaTa), aHTUHXHUCTaMHUHOBO (MPOTHBOAJIEPrHYHO) M HAMaJIsBALL0 OTOKA Ha
NUraBMliaTa Ha FOPHUTE JUXaTe/IHU MbTULIA JefiCTBUE, KOETO Ce AbJ/IKM Ha aKTUBHUTE MY ChCTaBKM:
napaueTamos, XJiIoppeHUpaMMHOB MaJsieat u rcesaoedepuHOB XHUIAPOXJIOPHI.

[TapaueramonbT 00iekuaBa OosikaTa U MOHWIKABa TeJlecHaTa TeMneparypa.

XnopheHnpaMUHOBHAT Masieat o0JieKk4aBa CIIEJHATE CUMITTOMU: XpeMa, OTOK Ha HOCHATa JIMraBHIIa,
3auepBsABaHe W/MITM CBPbXYYBCTBUTEIHOCT HA OUHUTE.

[TceBnoede ApMHOBUAT XMAPOXJIOPH]I HAMAJIIBA OTOKA HA JIMFABUIIaTa HA TOPHUTE AUXATEIIHH IThTHIA.

TAWJIOJI XOT 3A JIELIA e noka3saH 3a o6nek4yaBaHe Ha cJIeIHUTE CUMIITOMH Ha MPOCTY/a ¥ TPHIT:
¢ Ha3zaJlHa KOHIeCTHA (3amnyluBaHe Ha HOca)

e Xpema
® KHXaHe

e TIOBHIIIEHA TeJieCHA TeMIeparypa

e JIeKa 10 yMepeHa 00Jika OT pa3JIM4eH MpOU3X0/l

AKO cneJsl 3 JHU He ce NOYyBCTBaTe NMo-100pe WK ChCTOSHUETO BH ce BiowH, TpaOBa a NOTbPCUTE
JieKapcKa MoMolLil.

2 KakBo Tpsi6Ba 1a 3HaeTe, npean aa npuemere TAUJIOJ XOT 3A JAEIIA

He naBaiite TAUJIOJ XOT 3A JIELIA



e aKo AeTeTo B € anepruyHo (CBpBX9YBCTBHTEIHO) KBM NapaleTaMmorl, XJ1opdeHUpaMHHOB
MayieaT W/HIIH nceBaoede ApMHOB XUAPOXJIOPA WAH KBM HAKOA OT OCTAHANNTE ChCTaBKU Ha
TOBA JIeKapcTBO (M30poeHH B ToUKa 6). AnepruvaHara peakiys Moxe Aa ce pasmo3Hae 1o
HATHYMETO HA: 0OpUB, Chpbex, 3auepBABaHe HA KOXKATAa HIIH 3aTPYJHEHO JUIUAHE.

® aKo cTpala OT 3axapeH AuadeT, Texko yepHoApoOHO KM 6BOpeuHo 3abonsaBane.

e ako nmpueMa MAO wHxubuTOpy (32 NIeYeHNE Ha Aenpecus U APYTH NCHXUYHH 3abondaBanud). 3a
na 3anog”eTe nedenne ¢ TAHUJIOJN XOT 3A JIELIA, re Tpabba aeTeTo na e rnpueMalio TaknBa

JICKapCTBa ITOHC 2 ceAMHUILIH.

* aK0 MMaTe MHOTO BHCOKO KPLBHO HanAraHe (Te)KKa XMNEPTOHUA) UITH XHNIEPTOHUS, KOATO HE CE

KOHTpOJIUpa OT BaleTo JIEUEeHHE;

®*  aKO0 MMaTe TEXKO OCTpO (BHE3aINHO) MK XPOHWYHO (TTpOoTB/DKUTENHO) OB0pedno 3abonsaBane

HiIH ObOpeyHa HEZOCTATBYHOCT.

IIpeaynpexaeHus U NpeAnasHA MEPKH

I'oBopeTe ¢ Bammus nexap npeau aeteto Bu ga 3anoqse aa npuema TAMJTOJ XOT 3A JIELIA, B cryuatt

ye ¢Tpana oT:
e YqepHOApPoOHH, OBEOpeUHH WU DenoIpOoOHH YBPEKIAHU

npealecTBalla aHeMH

TEXKHU CHhPACUHH 3a0019BaHNA

OponxuanHa acT™Ma

rnaykoma (oBHULLIEHO BTPEOYHO HANIATaHeE)

XUMEPTHPEOUAHIBM (TTOBHIIIEHA QYHKLHMA HA LIMTOBHAHATA KII€3a)

XHUMNEPTOHUA (BUCOKO KPBbBHO Ha/IAraHe)

3axapeH auader

CpolienH ca ciiydan Ha CHHApPOM Ha 3aHa obpaTuma eHuedanonaris (PRES) u cuapom Ha ofparuma
nepebpania sazokoncTpukuus (RCVS) cnen ynorpedarta Ha ekapcTsa, ChAbPAKAIIH NCeBRoedheAPUH.
Tora ca pek# CHCTOSHUSA, [TIPH KOUTO MOXKe [a HMa HaMaJIeHO kpbBOocHabnaBane Ha Mo3bka. HezabasHo
cripete na nanonssare TAMJIOJ XOT 3A JIELIA u He3a6aBHO noThPCeTe Jekapcka NOMOLL, ako
pa3BUETE CHMIITOMY, KOUTO MOXeE Ja ca NPU3HALM Ha Te3W CHHAPOMH (BUXKTE TOUYKa 4 ,,BB3MOXKHH

HEe)KEIaHH peakLuu‘).

He maraifTe Ha JeTETO cH APYTH JleKapcTBa, ChObPXKALIM MapaleTaMo, Jokato To npuema TAWJIOJ

XOT 3A JIELIA, nmopaan oniaCHOCT OT MPEA03UPaHe HA MapaLeTaMon.

TTalMeHTH, KOUTO YOTPeOABAT aHTHXUNIEPTEH3UBHH JIEKApCTRa (3a MOHHXaBaHe Ha BUCOKO KPBHBHO

HaIAra\e) W/WIK aHTHIETIPECAHTH, TPAOBA J1a ¢ TIOCHBETBAT ChC ChHOTBETHHA CHELMANIHCT.

Jena

Vnotpe6ara Ha TAHJIOJT XOT 3A JIELIA npu nena nof 6 rogunu TpsGea fa CTaBa camo MO JIeKapCKU

KOHTPOIIL.

KoHcyrrrauins ¢ Jexap € HAI0KHTETHA, aKO BHCOKaTa TeMneparypa Npoab/KY [TOBeYe oT 3 JHH, a

JAPYTHTE CHMITTOMU — ITOBEYE OT 5 JHW.

,I[a HE CC ITpCBHUILIaBa MPENIOpbYAHATA MAaKCHMAJIHA AHCBHA N034d4 WJIH Tas3H, NpEdnrHcana OT JICKapA.

Jipyrn nexapcTea 1 TAWJIOJI XOT 3A JAEITA

NudopMupatite Barirmg nekap unu ¢gapmMauert, ako Bue nnu BateTo geTe npueMaTe UIH HACKOPO CT

ITPUEMANTH HITH € Bb3IMOXHO 1a IPUEMATE JpPYTH JIEKapCTRa.
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[Mpn no3u, HANBUILABALUM TPENOPHUAHMTE CE€ MNOTEHLUMPA e(eKTa Ha MNPOABLKHTENIHO NpUNaraHm
aHTHKOATrYNaHTH (IPOTHBOCHCUPBAINM JiekapcTBa). ENHOBPEMEHHUMAT NPHEM HAa HAKOW JieKapcTBa 3a
nMeyeHHe Ha JenpecHs, YCTIOKOUTETHH, NEKAPCTBA 32 €NWICNICUA, KAKTO U TONeMH KOJMHYECTRBA aJIKOXOJL,
YRBEJIHYaBa BEPOATHOCTTA OT NOABA HA HEXEIIAaHH NIEKAPCTBEHH peakLUH, NpeaH3BHKAHH OT NapaleTaMol.
Psanko MoXke Aa HacTBITH MOBHINAB3HE HAa aPTEePHANTHOTO HaNATaHe, TpH eAHOBPEMEHHOTO NPHIOXKEHHE Ha
ncesnoedeJPHHOB  XMAPOXJIOPHA ¢ ICKOHIECTAHTH, TPHUMKIAHYHH aHTHACMPECAHTH, JeKapcTBa
MOATHCKALIH aIeTHTa, aMeTaMHHM KaTo NCHXOCTUMYNaHTH H MA O nHxnburopu.

AHTHXHINIEpPTHH3NBHATa €(EeKTHBHOCT Ha MeTHiaona (NpH BUCOKO KPBBHO Hansdrane), andga v 6era
afipeHEPriuHl OnokepH, ryaHeTHAHH HaMansBa NnpH €AHOBPEMEHHO NMPUIIOXKEHHEe ¢ IceBAoedeqpUHOB

XHAPOXJIOPHA.

AKO HE CTe CHTYpPHH aanu Moxe na winomsare TAMJIOJ XOT 3A JIELIA 3aefiHO ¢ ApYyro JIEKapcTBo,
HEIIPEMEHHO NMOTHPCETE CHBETA HA JIEKap.

TAWJIOJI XOT 3A JIETIA ¢ xpaHa, HANMTKH H 2JK0X0J

[Tpu neveHue ¢ TAWUJIOJ XOT 3A JELA Tpa6Ba fa ce n3barea ynotpebarta Ha alkoxoll, 3all0To
BAMTENHOCTTA MOXKE Ja C€ MOHUXH.

BpeMeHHOCT, KbpMeHe H PepTHAHTET

IMocwuBeTBaiTe ce ¢ Bamus nekap unu ¢apMalesT npean ynorpedara Ha KOETO H [a € JIEKapCTBO.
TAMJIOJN XOT 3A IELIA e npeanasHader 3a aena ot 6 go 12 roauxm.
B'hl’lpEl{H TOBAa, A4 CC HMa MpEABH]I, HC 3a 6PEMEHHH H KbpMadKH € NIPCIIOPRHHUTCNCH JICKAPCKH KOHTPOI.

Illodpupane u pabora ¢ MalIMHA
TAWJIOJ XOT 3A JIELIA e npearasHaveH 3a feua oT 6 1o 12 roAuHH.
TANJIOJ XOT 3A JAEHA cbaspxa

Enno cawe ceabpxa 8,75 g 3axaposa. Tosa TpsabBa na ce MMa npelBUA NPH MalUMEHTH CbC 3axapeH
nuaber (diabetes mellitus). Axo BamuaT nexap Bu e xasan, ye ¥Mare HENMOHOCUMOCT KbM HAKOH 3aXapH,
NOCHBETBANTE ce C Hero, Npeayx Ja B3eMeTe TO3H MPOAYKT.

To3wn nexapcTBeH NPOAYKT ¢bAbPka 3,1 mmol (72,2 mg) HaTpuit B eqHo cainle. Tosa TpabBa na ce Wma
peABHA NMPH MaUEeHTH Ha JUETa ¢ KOHTPOJIMPAH IIPHEM Ha HATPHH.

TAWJIOJN XOT 3A JIELIA cbabpika OLIBETHTEN CHHCET XhITO, KOWTO MOXKE A2 IPUIHHH ATEPrHYHH
peaKkLHH.

3. Kak za npuemate TAWIOJI XOT 3A AEIIA

BuHarn npueMaiire ToBa 1eKapCTBO TOYHO KaKTO € OMMMCAHO B Ta3¥ JINCTOBKA WM KakTo Bu e kazan
Bamus nekap wiu gpapmalert. BHUMaTeHo crneBaiiTe npenopbhuuTe/IHATA JO3UPOBKA. AKO HE CTE
CHI'YpPHH B HeIO, nonuTalite Baiua nekap unu ¢papManesr.

TAWUJIOJN XOT 3A JIELIA e npeaHa3HadeH 3a Aela Haj 6 roAnny. [IpueMa ce mpes ycTara.
INpenopbunTtennara go3nposka Ha TAHJIOJ XOT 3A JELIA e nocoueHa no-aomny:

CopabpkaHUETO Ha BCAKO cauie ce pa3teapsa B 80 ml Tonna poja (MonoBYH CTaHAApPTHa Yallla) U ce H3NWBa
BelHara, Oe3 u3uakBaHe. AKO € HeoOXoaMMo, CrieiBallaTa 1034 Ja ce BieMe clie] HHTepBan oT 6 yaca.
[IpenopBpUNTENIHATA MAKCHMAITHA JHEBHa J103a € 4 cameTa.

Vnotpe6ara Ha TAUJIOJ XOT 3A JIELIA npn fena nox 6 roAMHy Tpa6ea Ja cTaBa camo N0, IeKapcky
KOHTPOJI.




AKo cTe TIpHe/n noBede oT HeoGxoanmaTa ao3za TAHJIOJU XOT 3A JEINA

Ako cMmATate, 49e fAeTeTo Bu e npueno noeede oT NMpenophyaHaTta 1034, HezabaBHO NOTHPCETE NEKApCKa
NMOMOII, HE3aBHCHMO OT paKTa, 9e TO MOXKE J1a Ce 9YBCTBaA Ao0pe, T KaTO NPHEMET HA NPEKAJICHO
ronasaMo KOJIMYECTBO MapalleTaMoll MoXe Jia JOBeOe 0 YRpeXkaaHe Ha uepHud apob. Hak-gecTure
CHMITTOMH Ha [Ipef03UpaHe ¢ WIPasaBaT ¢ ragcHe, MOBPBIUAHE, KOPEMHH DOJIKH, CBETOBBPTEXK, NOABATA
Ha aJlepru9Hy peaklHKi OT CTpaHa Ha Ko)kaTa (Hal-4yecTo 3a4epBaBaHe U CbpOeik), XanmouHHALHY,
H3MOoTABaHe U 0010 Hepa3nonoXeHUe, neko 6€3noKkoHcTBO, TaXUKapAUus (YCKOpPEHA CbpAcYHA IeHHOCT)
/MK JIeKO NOXauBaHe Ha KPLBHOTO Handrane 1 ap.

AKo cTe nponmycHaau aAa npuemetre TAHJIOJ XOT 3A JEIIA
He B3emaitTe gABO#iHaA N34, 32 Ja KOMIICHCUpATE MPOITYCHATATA A034a.

AKO CTe COpeJH NpHEeMAa HA TAWJIOJI XOT 3A JEIA

AKO ¥MaTe HIKaKBH JOIThIHMTEIIHA BLIIPOCH, CBLP3aHH ¢ yroTpebara Ha TO3K NPOAYKT, MOMA nonukTalite
Bamnus nexap W dapManesrT.

4. BL3MOKHH HeXeJaHH PEaKIIHH

KakTo ecuakd nekapctea, TAMJIOJ XOT 3A JIELIA Moske Aa NpeRu3BHKa HEKENaHH peaklyH, BbIIPEKH
ye He BCEKH ' IToJTyHaBa.

TAMJIOJN XOT 3A IELIA ce nonacs no6pe.

B TepaneBTHUHH J03H, OOHKHOBEHO NapaleTaMo ce noHacs nobpe. B penku cyuau Moxe aa
NpeN3BAKa ANEPIUIHH PeaklHH, KaTo HAIPAMEp oGpHB # chpbexk. MHOTO PAAKO NpH MPOIbIKHTENEH
TIPHEM Ha IT0-BUCOKH JIO3H MOXeE [a ce HabJIoaBaT pasTHYHA IPOMEHH B KPbBHATA KapTHHA.

HexenanuTte peakuuH OT NceBAOePeAPHHOBHA XUAPOXJIOPH] ¢a MHOTO peAkd. B pe3ynrart Ha
Nperr30yk1aHe Ha LEHTpaTHATA HEPBHA CHCTEMA MOKE J1a Bh3HUKHE HapyIIeHUe Ha ChHA. B MHOTO
pelKH ciydaii ce ¢bo0llaBa 3a XaTFOUMHALWH, AJIEPrUYHHA Peakliy W 3aJbpXKaHe Ha YPHHATA, CBbP3aHH C
ncesnoeeApuHOB XHAPOXJIOPHIL.

C Ren3BecTHa YeCTOTa: OT HUIMYHHUTE AAaHHHU He MOXKe Na ObAe HanpaBeHa OLeHKa

- CEPUO3HU CHCTOAHNA, 3aCArallM KPbBOHOCHUTE CBAOBE B MO3bKa, M3BECTHU KaTO CHHAPOM Ha

3aJHa obpaTtuma enuedanonarus (PRES) v curapoM Ha oOpaTHMa uepedparHa Ba30OKOHCTPHKLIMA
(RCVS)

Cnperte He3abaBHO ynoTpebara Ha TAMITIOJ XOT u noTbpcerte CHEmHo MeAHIMHCKA MOMOII, KO
pa3’BHETe CUMITTOMH, XOUTO MOXe fja ca NpH3HalM Ha CHHAPOM Ha 3alHa oOpaTHMa eHUedanonaTus Ui
CUHAPOM Ha obpaTvma LepebpanHa Ba3OKOHCTPUKLUHMA. e BKIIOYBAT:

. TEXKO I'Maro0oJIke ¢ BHE3AMHO Hauano
. rajicHe

. TIOBpBINAHE

. 0OBpKaAHOCT

. rbpyOBE

. IIPOMEHH B IPEHHETO

XnopheHHpaMUHOBHAT MalteaT MoXe Ja MPUYUHH CHHIIUBOCT U allepruyHH peaKkiluu.

AKO HAKOSA OT HEXEJIAHKTE JICKAPCTBCHM PEakliMM CTaHe CEPHO3HA, UNH 3abenexure Jpyri, HEONUCaHH B
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Ta3H JTHCTOBKA HCXKCAHHN pCaKUUH, MOJIA YBCHOMCTEC Baiitns JCKap HIIH cbapmauea’r. T e



CrobmaBaHe Ha HeXXeTaHH peaKkIINy

AKO NMoNMyYHUTe HAKAKBH HEXellaHN peakiuH, yBeqoMete Bamns nekap unu gpapmauest. Tosa BKIIIOUBa
BCHYIKH BBh3MOKHH, HEOTTHCAHY B Ta3M JIUCTOBKA HEXKEJIAHW peaklud. MoxeTe CBIIO Ja Cho0IIHnTe
HeXeJTaHH peaklMH JUPEKTHO HAa M3ambIHATENHa areHUns o nexkapereara (HMAJI):

yi. JlamsH [ pyes 8
1303, Codus
Ten. +359 2 8903417

yebcaliT: www.bda.bg

Kato cro0magsate HexkenaHH peakiiUi, MOKeTe J1a JaJleTe CBoA NPHHOC 3a MMOY4YaBaHe Ha 1oBeYe
HHPOPMALUMA OTHOCHO 06€301MacHOCTTa Ha TOBA JICKapCTBO.

5. Kax aa cexpansBate TAUJOJ XOT 3A JELIA

Ha ce cbXpaHABa Ha MACTO, HEAOCTBITHO 3a LA,
Ha ce chbxpaHdaBa B OpUIHHanHaTa ONakoBKa.

Ja ce cexpanaBa nopg 25°C.,

Jla ce na3u OT CBET/IMHA M BAara.

He usnomnseaiite TAWUJIOJ XOT 3A JIELIA crnen cpoka Ha roJHOCT, OTOeNIA3aH BhpXY CALIeTo M
KapTOHEHaTa o11akoBka, CpOKET Ha rOAHOCT OTroRaps HA MOCNECAHHSA JEeH OT MOCOYCHUA Mecell.

6. ChOLpKaHHE H3 ONAKOBKATA H AONMBLJIHHATEIHA HHpopManus

KakBo chabpxa TAWJIOJ XOT 3A AEIA

- AKTHUBHHUTE BEUIECTBA ¢a: TapaleTaMo, XJIopheHupaMHHOB MalteaT, fcesaoedeJpuHOB
xuapoxnopua. Besko came TAWJION XOT 3A JIELIA chaspxa 250 mg napanetamon, 2 mg,
xnopdeHupaMUHOB Manear, 30 mg ncenoepeIpHHOR XUAPOXITOPHA

- Hpyrure ¢bCTaBKH ca; TUMOHEHA KUCEHHA, 0e3BOAHA, BAHEHA KHUCEITUHA, HATPHER
xuaporeHkapboHar, HaTpueB kapboHar, Oe3BogeH, MOBHIOH, 3axapo3a, HaTpues beH3oar (E 211),
xHHONUHOBO XbJTO (E 104), apoMmaTt Ha nopTokan, cuHceT xbpaTO (E 110)

Kak mirnexaa TAHJIOJ XOT 3A JELA H KaKBo ¢LIBLPXKa ONAKOBKATA

JXBIITeHHKABO-0PAHXKEB TPAHYJIHpaH Tpax 3a NepopaiHa CYCINeH3Ms ¢ BKyC Ha TOpTOKall B calleTa
6 nau 12 6pod cauleTa B KapTOHEHA ONIAaKOBKaA

IIpuTexaTes HA pa3pellleHHETO 32 ynoTpeba ¥ NPOH3IBOAKHTEN, OTIOBOPEH 32 0CBOGOXK/IaBaAHE HA
NAPTHAH Ha TepuTopuaTa Ha EC

HOBEJ PAPMA EOO
byn. ,,benrapus” Nel(9
Copus 1404, brirapus

JaTta Ha NocJeAHATA peJaKkUKs Ha JucTtoskaTa: 01/2025




