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1.  HME HA JEKAPCTBEHHUS IPOAYKT

Taitnon Xor 3a feua 250 mg/2 mg/30 mg npax 3a nepopanHa cycne
Tylol Hot Pediatric 250 mg/2 mg/30 mg powder for oral suspension

2. KAYECTBEH H KOJTHYECTBEH CBCTAB

Beako came Tadinon Xor 3a jeua chabpxa: mapalieramon 250 mg, xnopdeHWpaMrHOB ManeaT 2 mg,
ncesaoedeaprHo xuapoxnopun 30 me.

34 NbAHKUA CNHCBK Ha MOMOLLHHTE BEIIECTRA BHKTe TOUKa 6. 1.

3, JJEKAPCTBEHA ®OPMA

[Ipax 3a nepopanua cycneHcus.

4. KJIMHUYHH JAHHH

4.1 TepaneBTHYHH MOKA3AHHA

Tainon Xor 3a Aena € nokasaH npy feua 3a 00NeKyaBaHe HA CEJHUTE CHMNTOMY Ha MPOCTYa | IPHN:
¢ HazanHa KOHIeCTUA

Xpema

KHXaHe

MOBHLLEHA TEJIECHA TEMIIepaTypa

NeKa 1o yMepeHa 00/ka OT pasjIHueH NPOH3X0T

4.2. N03MPOBKA H HAYHH HA NPHIGKERHE

Ho3npoBka

[IpenopbunTenHara ao3uposka Ha Takion XOT 3a Jella € MocoYeHa No-A0y:

ChAbpKaHMETO HA BCAKO calue ce pasteapda B 80 ml Tonna Boaa (oJOBHH 4amia cbC CTAHAAPTHA IOJIEMHUHA)
Ce M3MHBa BeAHara, 0e3 y3yakeane. Ako e HeobX0AHMO, ClEABALIATA 103a Aa CE B3EME Cnel HHTepBan OT 6 yaca.
[IpenoprunTeHaTa MAKCHMAaNIHA JHEBHA 1034 € 4 cawera.

HayHH Ha npHIIOXKEHUE
Tainon Xot 3a Acua ce nprema npe3 ycraTa.
4.3. IIpoTHRONOKA3ZaHHA
Taiinon Xor 3a Aena He TpalBa J1a ce mpunara NpH NAIHEHTH CbC
- CBPBLXUYYCTBHTEIHOCT KbM NapaueTamol, XJoppeHupaMrHHOB Malleat, nceploedeApHHOB XHAPOXIOPUA

HNH HAKOE OT NOMOLIHHTE BellecTBa, 30poeHH B ToUKA 6.1,
- 3axapeH auadeT, TeXKH yepHoaApoOHH U ObOpeunH 3abonasanus.

[lpean ynorpeba nauneHTHTe Tpabea Aa ObaaT HHoOpMMpaHM Jla HE npuema
HHXHOUTOPH 3aeaH0 ¢ Taknon Xot 3a aeua; Te TpsAOBa aa Obaar COPEeHH NoHe 2 ¢en
neqyeHnnero ¢ Taiinon Xot 3a neia. (



4.4. CnentHaHH NPelyNPEKACHHA H NPeANA3HA MEPKH NPH YNOTpeda

[lpy nauHeHTH ¢ ueproapodHy, OuOpeuny, chpacunyu K Oenoapolim YBpeXKAaHWA ¥ NPEALIECTBAIA AHEMHA,
NMPUNOKEHHETO TPAOBA Ja CTaBa noJ JNEeKapCcKo Habnmwoaenwe. KOHCyaTaums ¢ Jnekap € HanoXWTEAHAa, axo
BHCOKATA TEMIIEPATYPa NPOLBL/DKH MOBEUE OT 3 AHH, a APYTHTE CHMIITOMH — MOBEYE OT 5 AHU. Bunpeku, ue
ncepaoePeApHHOB XHUAPOXJIOPHA He MOKa3Ba BJIWAHHE BRBPXY NALHEHTH C HOPMANHO KPBbBHO HANAraHe,
MPHJIOKCHHETO MY MPH XMNEPTOHHUHM TpAOBa Ja cTaBa MOA JN€KapcKH KoHTpona. [lo Bpeme Ha TepanuaTta ¢
Talinon XoT 3a pena MoXe Ja C€ NOSBH YMOPa, CHHJMBOCT WIH CBETOBBPTEXK, 3aTOBa IWOPHUPAHETO HA
AaBTOMOOHJI H YNPABJCHHETO Ha IIOTEHUMWATHO OMACHH MallMHU TpAOBa Oa craBa 0COOEHO BHUMATENHO.
EavospemenHoTo npueMane Ha Tadinon XoT 3a Jeua ¢ ankoxon Tpadea Aa ce w30Area, 3amioTo MoXe aa ce
NoABY AOMBJIHHTENHO NOHHKEHHE HA OanTenHocTTa. Tannon XoT 3a Aeua Tpsadea Aa ce npuaara npy NauueHTH
C TCKKH ChpacyHu 3abonABaHHA, OpOHXHANHA acTMa, TJIayKOMa, XHNEPTHPEOMAHU3bM M XUNEPTOHHA NOA
NeKapckd KOHTpoJ. [launeHTH, KOHTO ynoTpeOABaT aHTUXUNEPTEH3UBHHU JEKAPCTBA W/HIW aHTHAENPECAHTH
TpAOBa 13 c€ MOCHBETBAT CbC ChOTBETHHA CTIELIHATUCT.

Ynorpedara Ha Talnon Xort 3a Aeua npu aeua nog 6 rogHyd TpAdBa Ja cTara Noj JICKAPCKH KOHTPOJ.

Tpadsa ga ce H30ArBa €AHOBPEMEHHOTO NpPUIOWEHHe HA Talnon XoT 32 fela ¢ APYrH napanetamon —
CbABPIKALLY IPOAYKTH, ThH KaTO TO MOXE Aa JA0BEJE JO NPEeAO3UPAHETO HA napaueTamodn. Jla He ¢e npeBHLLaBa
Ipenopep4anaTa MaKCHMaJIHa AHEBHA 1033 UM Ta3u NpeanucaHa Ot Jiekaps.

4.5 B3anmoneHcTBHE ¢ APYTH JIeKAPCTBEHH NMPOAYKTH H APYTH (POPMH Ha B3aHMOJEHCTBHE

[Ip BHCOKH [03uM ce MOTEHUMpaA edekra HA NMPOALJKUTENHO [PHiaraHd aHThkoarynauTt. [lapaieramon
MIPHNOXKEH B TONEMH HO3M 32 NPOALIKHTENEH NMEPUOA MOXE A4 B3aHMONEHCTBA ¢ KOYMapHH, REPHBATHTE Ha
HHAAHIHOH H QEHOTHA3HH. ANKOXONBT, 0apOUTYpaTuTe ¥ TPULUKJIHYHUTE AHTHIESNPECAHTH MOraT 1a YREIUYAaT
XeraTOTOKCUYHOCTTA Ha napaletaMmo). [o3zata Ha mapaueramMon ¢€ Hamanspa MpH MalWeHTH, KOMTO NpuHeMar
AaHTHEMWJENTHYHH  JileKapCTBa  Karo  KapOamasernuH, ¢eHobapOuran, (eHHTOMH UAM  NIPHMHIOH.
XJIoppeHHpaMIHOB MajieaT Moxe Aa 3abaBu meTtabonu3sma Ha (EHMTOMH B 4epHHS Apo0 KaTo yBENHYH
M1asMeHaTa My KOHLEHTpauud. PAako Moxe Ja HacThNHM MOBHIIABAHE HA apTEepPUASIHOTO HajsiraHe, Mpu
€IHOBPEMEHHOTO NPHMIOKEHHE Ha NCeBAOCPEAPHHOB XWAPOXAOPHI € JEKOHTECTAHTH, TPHUHKIMUHM
AHTHASNPECAHTH, MEIUKAMEHTH MNOATHCKALH AaneThTa, aM(@EeTAMHMHH KaTo NCHXOCTUMYNTaHTH H MAO
HHXHOHTOPU. MeThngona, a- ¥ B- anpeHepru4HH GiiOKepy, ryaHHTHAMHE MOTAT Aa 3aryosT epexTUBHOCTTA CH
[PU eAHOBPEMEHHO MPHIIOKEHUE C NICeBAOePEIPHHOB XHAPOXNOPH.

4.6 @epTHanTeT, OPEeMEHHOCT H KbpMeHe

Taiinon XOT 3a geua € npegHa3HaueH 3a Aeua.

[1py OpeMEHHH U KbPMAUKH € MPENOPBYHTEINEH JIEKAPCKH KOHTPOIL.

4.7. EdexTn BBpXYy cnocoOHOCTTA 32 WopHpaHe H paboTa ¢ MALTHHH
Taitnon Xor 3a Aclia € pesHA3HAYESH 3a Jela.

Ilo Bpeme Ha neuenne ¢ Takinos Xor 3a Aena MOkKe 1a ce MOSBH YMOPA, CbHIMBOCT HIM CBETOBBLPTEXK, 3aTORA
wodHpaHeTo Ha aBTOMOOHII M YNPAaBACHHETO Ha MOTEHIHATHO ONACHH MAllIMHY TPAOBA Ja CTaBa BHUMATEIHO.

4.8. HexxenaHH IeKAPCTBEHH PeaAKIIHH




arpanynoudTosa. Hexenadute iekapcTBEHH peakuuu Ha ncesloedeIpHHOB XMAPOXNOPHA ca MHOMO peaku. B
pe3ynTar Ha npeRb30yKAaHe HA USHTpalHaTa HEPBHA CMCTEMA MOXE 1a Bb3HHKHE HApYUIEHHE HA ChHA. B
MHOTO peakH ciy4ad ce cbo0LuaBa 3a xanmouHHaLHH CBbP3aHK ¢ nceBaoedeJPHHOB XHAPOXIopHA. Moxe na ce
[IOABH MAaKyJ0-nanyno3¢H OOpHB M pPeTEHUMA Ha YpPHHATa, MOCNEAHATa €€ Tb/UKM Ha XHMEPHnazus Ha
npocTarara. XnopeHHpPaMHHOB MajieaT MOXE 14 NPUMHHH CElallMs, 3aMBIVIEHO BIDKAAHE, peTeHLHA Ha
YpHHaTa, CyxoTa B ycrara, riaBoOONHe, CBETOBBPTEXK, NWNCA HA aneTuT, MOBPbLUAHE, JUAPHMs, NAINUTALUH,
ApPHTMHSA, XUIIOTOHHSI, XENIATHT, XEMOJTMTHYHA AHEMHUA H aHTUMYCKAPHHOBH DEAKLIUH.

ChobulaBane Ha NOA03HPAHH HEXKETaHH peaKLivH
Cto0LiaBaHeTO Ha MIOJIO3HPAHK HEXEIIAHH PEAKUMH CIIS] pa3pelliaBaHe 3a ynoTpeda Ha NekapcTBeHus
NPOLYKT € BaXkHO. TOBa N03B0JIABA A POABIKH HAOMIOASHHETO HA CHOTHOWEHHETO MOM32/PHCK 32

NICKapCTBEHUA MPOAYKT. OT MEAULIMHCKHTE CIEUHANMCTH C& H3HCKBA a CbOoOIIRaBaT BCAKA MOAO3MpaHa
HeXKeNaHa peakUuuA JHPEKTHO JUPEKTHO Ype3 HALIMOHAIHATa CHCTEMA 3a ChoOlIiaBaHe:

HM3nbnHMTENHA areHUMA MO leKapcTBaTa

ya. ,JlamMau ['pyes” Ne 8

1303 Codus

Ten.: +339 2 8903417

yebcaiiT: www.bda.bg
esl. nowa: bdaf@bda.bg

4.9, Hpenozupane

AKO €€ noaosupa NpeiosupaHe, NalHeHTLT TPAOBa He3alaBHO Aa ce HACOYH KBM 3/paBHO 3aBeicHue. B
38BHCUMOCT OT [IOrbJIHATATA 1034, NMPH HAKOH MALMEHTH MPH [peo3upaHe NapauetaMon Moxe ga owie
xenatotokcHyeH. Cnea 12 no 48 uaca cneaBa nokauBaHe Ha 4YepHOAPOOHHTE EH3WMY, YObIXKABaHe Ha
NpOTPOMOHHOBOTO BpeMeE; KIMHHUYHUTE CHMNTOMM CE MO3HTHBHPAT | A0 6 €aca cnea npuema. Jecer rpama
OOLLO KOJHYECTBO NMOTbJHAT NAPALETAMOJ OT Bh3PACTHH MOraT Aa C€ OKaXaT TOKCHUYHH, APH fELa NO-MaiKo OT
150 mg/kg napauetamon He ca XeNaToTOKCHUnK. Panuu CHMITTOMM Ha MepHOAPOOHD YBpeXAaHe ca ragehe,
MOBPBINAHE, H3NOTABAHE W OOLO HepasnonoxeHHe. [TOTBBLPXAEHHETO Upe3 KPLBHH NMPOOH MOKE A3 C& OKAXKE
TpyAHa 3ana4a B 48 10 72 yac cielq npdema. YMeCTHO € NPHJIOKEHHETO HAa AUETHILUCTEMH KONKOTO €
BB3MOXKHO MO-paHO Ciel NpHeMa Ha CBPbXJ03aTa, 03 H3yakBaHe Ha pe3ynTaTa OT OIpPeeNAHETO Ha Naa3MeHH
napaueramMon. Moxe aa ce mpenopbya OYMCTBAHE ¢ racTpaneH JaBaX M HHAYLUHPAHO MOBPbUIAHE ¢ HNEKAK
capon. MoHHTOpHpaHeTo BKIOUBA OlIpeensHe MIA3MEHOTO HHBO Ha NapaneTamol noHe 4 4aca cfea apHeMa
Ha CBpBXNO3aTa. AKO HHBOTO B Mja3Mara Ha NAapaueTaMo/l € MOTEHUHAJIHO XEMAaTOTOKCHYHO, TeCTOBE 3a
ONpeAensHe Ha 4epHOApoOHaTa YHKLMY ce NpaBAT Ha Bceku 24 uaca noHe 96 vaca cieg npuema.
braroaapeHHe Ha pazjHYHHA MeTaboNH3bM Ha NMapaueTaMo NPpH AeuaTa, HHUHMAEHTHTE HA TEKKO OTpaBiAHE H
CMBPT €& OTHOCHTERHO PEAKH. JIeCHO € 1a ce ONpEACIIH KOAHYECTBOTO Ha MAKCHMANTHO AEHCTBHE MPU Acua. AKO
CBpBkXio3aTa HaaxBbpia 150 mg/kg, cneapa ma ce onpeaend HUBOTO Ha napaneTaMon B nJasMara, Ho He Mo-
KbCHO OT 4 4yaca chel npuema. flpenopvusa ce npeau3BuKBaHE Ha MOBPbLIAHE € HMIEKAC CHPOM. AKO
[JIA3MEHATA KOHUEHTpaUWs Ha MNapaueTaMOn HaaxBepAA pedepeHTHATa rpaHMlua KaKTo € TMOoKas3aHa B
"HOMOrpaMa Ha CBPbXA03a”, TOrapa € HyXHO JIeYeHHE C aUCTHILHCTEHH. Tepanna ¢ aleTHIILIMCTEHH Ce 3anoysa
W aKQ HHBOTO Ha MapaueTaMon HE MOXE Ja ce ONMpelesiH H BEPOATHOTO OO0 KOJIHYECTBO HaaXBupis 150
mg/kg. MHTOKCHKAUHUATA ¢ XNOPPEHHPAMHHOB MAJIEAT CTABA OYEBHAHA HAKO/KO Yaca Ciell NPHEMa; NpHIara ce
ICCHUE KAKTO € ONHCAHO B CXEMaTa 33 NIEUEHHE HA AHTUXHCTAMHH / AHTUXONMHEPrHUHO OTPaBSHE.
CHMNTOMMTE, CBbP3aHH ¢ NPEJO3HPaHe Ha TiceBioedePHHOB XUAPOXIOPHI ca: neko Oe3noKoHcTBo,
TaXHKApAHs H/HJIM JIEKO MOKAYBAHE HA KPBBHOTO HadsraHe. CHMIITOMHTE cTaBaT OYeBMANH 4 1o 8 uyaca cien
npueMa. BCHYKH CHMIITOMH Ca MPEXOJHH H HE H3UCKBaT crielHpHYHO nedeHme.

5. ©PAPMAKOJIOTHMYHH CBOUCTBA

5.1 DapMakoIHHAMHYHH CBOJCTBa




(dapmakoTepaneBTHYHa rpyna: [lapaueramon, KOMOHHALIMK ¢ M3KITIOUEHHE HA TICHXONENTHUH
ATC xoa: NO2ZBESI

Taiinon Xor 3a fgeua nputexkaBa aHaNreTHYEH, aHTHNHPETHYEH, AHTHXMCTAMMHOB W HaMaisBall OTOKZ Ha
JIHraBULATa HA TOPHHUTE AUXATENHU IbTHIA €PEKT, KOHTO € IBJIKKY HA aKTHBHHTE MY CbCTABKH.

HapaueTraMosi € KIHHHYHO J10Ka3aH aHANTETHK U aHTHITUPETHK. AHANTE3UATA CE OChILECTBABA YPe3 NOBUILIABAHE
Ha npara Ha 0oJkara; aHTHNHPETHUHOTO AcHcTBUE € upe3 MOBJHABAHE LEHTLPA HA TEPMOpETyJauns B
XUIIOTOJIAMYCa.

XnopheHUpaMHHOB MasleaT MMa aHTArOHUCTHYHO ASHCTBME cpellly XucTamMuH H) -pelenTopa, no To3u HauwH
obiiexyaBa CleAHMTE CHMATOMM: XpeMa, HA3aJIHA KOHIECTHs, 3aYepBABAHE W/MAW CBPBXUYBCTBHTETHOCT OT
CTpaHa Ha OYHTe.

[IceBaoedeapHHOB XMAPOXNOPHA € CUMAATHKOMHMETHUEH aMHH, KOWTO HaManssa OTOKA HA /IMraBMuUAaTa Ha
FOPHHTE JUXATENHH MbTHILA.

3.2. PapMakoOKHHEeTHYHH CBOHCTBA

Cnea npueM npe3 ycrata napaueramost 6up3o 1 HambiHO ce abeopbupa B CTOMAILIHO-UPEBHHS TPAKT. BbpxoBsH
N1a3MeHH KOHUEHTPaUHH ce nocTurar 3a 10 ao 60 munytH. ITapauetamon 6Bp30 ¥ paBHOMEPHO Ce pasnpeacns
B NOBEYETO ThKaHH B OpraHu3Ma. BpemeTo Ha nonyxusot € 1.25 no 3 yaca. Meralonwsupa ce B uephus apod
Ype3 MHKpO3OMHATa eH3uMHa cHcTeMa. Oxoao 85% OT norbnHataTa /103a € €KCKpeTHpa 4pe3 YPHUHATA KaTo
CBOOOAHO KOHIOMMpaH napaieTamo/t B paMkuTe Ha 24 uaca.

XnoppeHapaMHHOB Maneat 6aBHO H HanbJHO ce abcopOHpa B CTOMAWIHO-YPEBHUS TPAKT. BbpxoBU miazMeHHy
KOHLEHTpaUUK CE NOCTHraT 3a 2.5 ao 6 vaca. buoHanuuHocTTa e 25 a0 50%. [To-roasiMa yacr ot abcopbupaHug
xnoppenupaMuHos Maiear (70%) ce cBbp3Ba ¢ nnasMmeHuTe GenTbuH. XnopdeHHpaMHMHOB Majear ce
pasnpeens B NOBEYETO ThKaHH, BKAKUHTENHO LEHTpANHATa HEPBHA CHcTeMa. BPEMETO HA NONYXKHUBOT € Mex Y
2 1 43 4aca; NpoABHKUTENHOCTTA HA AcHCTBHE € 4 A0 6 4aca. [To-ronaMata 4acT ot xnopdpeHrpaMHHOB ManeaT
ce MeTabonusupa. HermpoMmenenara yacT ¥ MeTabONUTHTE ce eKCKPETHPAT Ype3 YPUHATA U B MAJIKM KOJIMUECTBA
Ype3 U3NpakKHEHUATA.

Ilcepnoedenpunos xuapoxnopuj ce abcopbupa B CTOMAIUHO-YPeBHHA TpakT. Tol € pe3HCTEHTEH Ha
MOHOAMHWHOOKCHAa3HHA MeTabomH3bM. Manki konnuvecTBa OT METaBONUTUTE MY H IMaBHO B HENPOMEHEH BHJ
CE€ EKCKpeTupa 4pe3 YpHHaTa.

3.3, IHIpeIKAHHEnYHM AaHHH 33 §e30TTACHOCT

[IpeAKNHHHYHKMTE AaHHK 32 6E30MacHOCT He MOKAa3BaT ChINECTBEHHM puckoBe OT ymoTpeGa na Taiinon Xort 3a
Jeua npy xopara.

6. DAPMAIEBTHYHMHY JAHHH
6.1 CnHcLK HA NOMOIIHHTE BelecTBA

IlomoiHHu Bemecrna
JInMoHeHa kucennHa, 0e3B0IHA
BuHeHa KKHcenrHa

Hatpuer xuaporeHkapboHar
Harpues kapbonar (6e3poaeH)
Hatpuer Genzoar (E211)
3axaposa

[lopuaon

ApoMaT Ha OPTOKAJ

Coucer xbaTo (E110)




6.2. HechBMECTHMOCTH

Hsama

6.3. l'oaHoCT

3 roJJUBH

6.4. CnenHa/IHH YCJIOBHA HA CHXPaHEHHE

Jla ce cbxpaHsABa B OPHIMHAJIHATA ONAKOBKA.,

Ja ce ChXpaHaBa Ha MACTO HEOOCTBITHO 34 ACLA,
Ja ce chbXpausea npH Temnepatypa noj 25°C.
Jla ce rnasu OT CBeTNHHA W BAAara.

6.5. Bua n cbabpxaHHe HA OMTAKOBKATA

Came ot PET/AL/LLDPE ¢onuo
6 niu 12 6pos camieTa B KApTOHEHA KYTHA.

6.6 CpeuHaing NpeaANasHH MEPKH NPK H3XBLPJIAAHE 7 padoTa

Chabp:KaHHETO Ha BCsko cauie ce paszteaps B 80 ml Tonna sofga (NONOBHH 4HaLIa CbC CTAHAAPTHA FONEMHHA) U
ce M3MHBA BeHar4.

Hey3non3BaHUAT MPOAYKT WM OTNAALYHHTE MATECPHAIM OT HEro TPAOBA Aa Ce HIXBBLPJAAT B CLOTBETCTBHE C
MECTHUTE H3HCKBaHHA.

7. IIPUTEXKATEJI HA PAJPELIEHHETO 3A YIIOTPEBA
HOBEJI ®APMA EOO/

OKOJIOBPBCTEH NBT 36
Codusa 14135, buarapus

8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEBA
20050464

9. JATA HA ITbPBO PAJPELHIABAHE/TIOAHOBABAHE HA PAZPEUIEHUETO 3A YIIOTPEGA

Jlata Ha mbpBo pazpewaBane: 03.10.2005 r.
JlaTa va nocneaxo nogsoeaABade: 04.11.2010 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

08/2019




