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JIIICTOBKA : IIH@OPMAUI{fl 3A

TAIZJIOJIOEH XOT 500 mg/4 mg/ 10 mg rpax 3a rrepopaJrHa cycneH3rq
TYLOLFEN HOT 500 mg/4 mg/ 10 mg powder for oral suspension

(napaqerauor/xnoprpenupaMuHoB luarear/$eHuneQpuuoa xugpoxnopn4)
(paracetamol/chlorpheniramine maleate/phenylephrine hydrochloride)

Ilpoverere BHLIMareJrHo qqrara JrrrcroBKa, rrft raro rs cbAbp)r(a Ba?r(Ha sa Bac nnQopuaqun.
Tona nerapcrBo ce ornycKa 6es rerapcro npeAnr,rcaHr,re 3a Bb3pacrHr{ r.r Aerla laal 12 roAr{Hr.r. Brnpern
roBa, 3a Aa noryqllTe uafi-4o6pn pe3ynrarr,r or JreqeHr.rero, Bue rpt6na BHr.rMareJrHo Aa cna3Bare
r.rHcrpyKrlr4r.rre 3a ylorpe6a na lexapcrBeHr{r npoAyKT.
- 3anasere r€Br4 JII,IcroBKa. Moxe Aa ce HaJIoxu Ia fl. nporrerere orHoBo.

Aro ce HyxAaere or AorrbJrHr,rreJrHa nHSopuaqHr r4Jrr.r cbBer, nouurafiTe Baurus $aprvraqenr.
Bue rpx6ra Aa rlorbpcl,ITe JIeKapcKa noMorrl, n cry.raft qe Baruure crrM[ToMIl ce BJlorxaBar r.rJru He

ce lo4o6p-rnar.
- Axo HtKor or Hex(eJraHr,rre JreKapcrBeHr,r peaKrlur.r craHe cepuo3Ha r,trlu ga6elexvre Apyrvt,
Heonl4caHr{ B Tzr3r{ Jrr.{croBKa HexeJraHr.r peaKrlur,r, MoJr.fl yBeAoMere Baruux JreKap uJrr4 rpapuaqerr.

B rasll JrrrcroBKa:
l. Kaxso npeAcraBJrrna t,q.lZlOlOEH XOT r.r 3a KaKBo ce u3noJr3Ba
2. llpe4ra .qa npreMere teIZlOl(DEH XOT
3. Kar Aa rrpueMare TAIZnOnOEH XOT
4. BISIvIOXHLIHE)I(CJIAHUPEAKqVI,I

5. Kax Aa cbxpaHsBare tRfrlOlOEH XOT
6. ,{onuuurelua uuQopuaqur

1. KAKBO TTPEACTABJTTBA TATTJTOJI.DEH XOT tI3A KAKBO CE pI3[IOJI3BA

Huero sa Baurero rreKapcrBo e TAfrIOIOEH XOT. Bc.sra.qo3a cbAbpxa 500 mg naparleraMo t,4 mg
xnop$enupaMr.rHoB Manear H 10 mg tfenuneQpuHoB xr,rApoxnoprdA.

flapaqerauoJr r{Ma aHaJrrerlrqHo (6onroycnoxoanaulo) u aHrr4nr4peruuHo (nouux(aBauro rervrpenarypara)
reficrsIae.

XnopSenupaMr,rH npr4HaAJrexu rcbM rpynara Ha neKapcrBa, HapeireHn aHTr.rxr4crttMr{Hr{, Konro rroMarar 3a
o6rerqasaHl{ cllMnroMr,rre Ha xpeMa, oroK Ha HocHara JII,IraBr,rqa, sauepntnane uluru
cBpbxqyBcTBr.rTeJrHocT Ha oqrrTe.

@euuneQpuHoBnrr xlrApoxJropuA e AeKoHrecraHr, xoftro noMara npr.r 3anyrrrBaHe Ha Hoca.

TAIZnOIOEH XOT e noKa3aH sa o6rexqeHr4e Ha cr,rMnroMr{re Ha Hacrr.{HKa u rpun BKJrroqrrreJrHo:
. Ha3zurHa KoHrecrrrf, (sanyrunane Ha noca)
. xpeMa
. KLIXaHe
. NOBI,IIICHA TCNCCHA TEMTIEPATYP
. JreKa Ao yMepeHa 6oma or pa3Jrr.rqeH nporr3xoA . '

n3ni,fi HilTEJlHA ArEH qufl n0 fl EKAPCTBATA
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2. TIPEATI AA IPI4EMETE TAfrnOn@EH XOT

He npneuarre TAfrJIOJIoEH XOT

I

!

aKo cre aJreprprqHr, (cnprxuyncrourenuu) KbM rraparlerauon, xnopQeHLIpaMLIHoB MaJIear,

Qenr,rne$pr,ruoB xr.rApoxnopr,rA, KaKro r.r KbM H.f,Ko;r or ocraHllJrlrre cbcraBKr{ sa TAZJIOJIOEH XOT.
aKo rrMare cbpAeqHlr HapyureHrrr, npo6reulr c qupKynarlusraHa KpbBTa HJrr{ BLrcoKo KpBBHo
HZUUIIAHC

aKo crpaAare or 3irxapeH gua6er, rexKo uepHo4po6Ho unu 6r6peqno ga6onsnase
aKo rrpueMare MoHoaMuH oKltcaA3HH r,ruxu6uropu (sa reueune Ha Aenpecut) Iull cre ru npI{eMEInx
npe3 ilocJreAsure 14 4rua. 3a Aa 3aroqHere rerreHl,Ie c TAHJIOJIOEH XOT, ne rpr6ra Aa cre
npr.reMaJrrr raKHBa JreKapcrBa nose 2 ceAMLIqu.

O6rpnere creqrraJrno BHrrManrre rpu yrorpe6ara na TARIOJIOEH XOT

VseAor\aere Bauuq JreKap, aKo H.flKoe ot zs6poenure no-Aony ce orHact sa Bac:
o Arco cre HaA 65 roAuuua B63pacr
o Aro crpaAare or aHeMHt

Arco crpagare or qepHoApo6Hn yBpe)rqaHu.s (nrcrtro.ruremro sa6o[{BaHLIt, [pI4ttIrHeHH or
anroxon), rurKoxoJrHa 3aBr,rcuMocr uru 6r6pevnu npo6.neuu I{ BI,IcoKo KpbBHo HantfaHe.
Arco crpagare or 3axapeH gua6e"t, rJrayKoMa, xHneprr{peoI,IAI,I3bM (nonuruena QyHxqux ua
urr{roBuAHara xlesa) r4nlr ApyrLr ctpAerIHI,I upo6reuu.
Aro uuare npo6neuu c [pocrarara.

I4s6srnaine eAHoBpeMeHHoro npr.rJroxeHrle Ha tafiIol XOT c Apyru rapalleraMoJl -

ctAbpxarqlr [poAyKrH, mfi xaro roBa Mox(e Aa AoBeAe.{o [peAo3l4paHero Ha rlapalleraMon.
- Axo ynorpe6rnare aHTr,rxtmepreH3nBHlr JreKapcrBa (ra nonuxanaHe Ha BLIcoKo KpbBHo na"nmaue)

u/unu anruAenpecaHTr.r, rpx6na Aa ce nocbBgrBare cbc cborBerHu.fl crIeIIHtuIHcr.
- Ynorpe6ara na TAnnOnOEH XOT 3a noBeqe or 5 Aslr rpLI AeIIa u rloBeqe or 10 4Hu upl.t

Bb3pacrHr,r He ce lpenopsqBa.
Koucynraqusra c reKap e HaJrox(vreJrHa, aKo BrrcoKara reMrleparypa [poAbJIxIt noBeqe or 3 Asn.

,{a ne ce npeBLIIxaBa rrpeflopbqaHara MaKcr,rM€lJIHa AHeBHa Ao3a UJIII T€t3H, rlpe.4nvcana or JIeKapt.

,{eqa no4 12 roguuu, rpr6saAa nplreMar TAIZnOI@EH XOT caMo noA JreKapcKH KoHrpoJL

Ilpueu Ha Apyrrr JreKapcrBa

Mom, lrHQoprraupaftre Baruu.f, JreKap r4Jrr.r Qapuaqenr, aKo rrpneMare I,IJII{ HacKopo cre rIpI{eMaJIH Apyr}I
neKapcrBa, BKJITr{I,rreJrHo r.I TaKr.IBa, orrlycKaHu 6es peqenra.

He ca ycrauoBeHn HltKaKBH ssauN{oAeftcrB}rr flpu npneM Ha repaneBTI,IrIHI,I Ao3I,I. Ha6nrc.{asa ce
3acrrJrBaHe ua e{exra Ha aHTr.rKoafyJraHTr.r flpu [po.qbJDKr{TeJrHa reparlu.s c ilo-BLIcoKI,I Ao3Lt.

flapaqerauoJr, rrplleMaH B no-Br{coKr,r Ao3Lr 3a no-AbJrbr rrepuoA or BpeMe Moxe Aa sgaut\roAeficrsa c

KoyMapr,rH, HHAaHAT.{oH-rrpoH3BoAHr,r u $eHoruasuHr,r. Moxe Aa BaltMo.qeftcrsa c aHTLIncuxorI,IrIHI,I

$enoruasuHra. flpu [arllreHTrr, rrpueMarrlt,t aHTr,rerrr4Jre[Tr,rrll{ Karo rcap6arraa:enran, Qeuo6ap6urasl,
rpeHurouu un[ npr{Mr.rAoH, Ao3ara Ha napallerauon rpr6na Aa ce HaMUIJII{.

Xnop$enupaMr{H Moxe Aaza6asu Mera6orI,tsl,ra ua rpenuronH B qepHut Apo6 Karo yBeJILIqu ntla3lr[enaTa i
My KoHqeHrpaqux. Xnop$eHupaMuH [prrqnH.rrBa aAHruBHa IIeHTpanHa HepBHa AenpecI,IBHa aKT[IBIrocr,,
aKo ce npueMa c EUIKoxoJr, 6ap6uryparu, xunHorr{rln, ynotBarqu aH€rnrLITI,Iqu, aHcKTIoJIHTIIIII{ Irr
aHTI'IIICIIXOTLIUU.
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P.sAxo Moxe Aa Hacrbflr{ noBI,Iu]aBaHe Ha aprepr4aJlHoro H,IJIgraHe, rlpu eAHoBpeMeHHoro rIplIJIox(eHlIe Ha

$enraneSpuu c AeKoHrecraHTtr, Tplrq[KJrr.rErHH aHTlrAenpecaHTu, MeAI{KaMeHTH rIoATI,IcKaIrI[ arerura,
au$erauuuu Karo ncI{xocrtIMynaHTI.I r.r MAO IlHxu6uropn.

EguonpeuenHara ynorpe6a ua SeHraneQpr,rn c MoHoaMI{H oKcrIAa3HI,I unxu6utoplt, \tHAoMeraIIHH,
MeruJrAo[a, o- u p-aqpenoMl{Merl{Ilu Moxe Aa AoBeAe Ao xI,I[epreH3IrBHI{ KpI'I3I'I.

Ynorpe6a na tlfr;tOJIOEH XOT c xpanr rr HarrlrrKlr

He ynorpe6 ssaiare aJrKoxoJr AoKaro nprreMare TAfrnOnOEH XOT. E$ercr'sr Ha aJIKoxoJIa Moxe Aa
6sre sacI,tneH.

Epeuennocr rr KbpMerre

flocrsersaftre ce c Baurn.f, JreKap LrJrr Qapuaqenr npeAI.I ynorpe6ara Ha Koero v Aa e JleKapcrBo.
llpu 6perraenHl{ I.r KbpMaqKLI e npenopbql,ITeJleH neKapcKI,I KoHTpon.

Illo{npane n pa6ora c MaIITTIHTI
flo npeue Ha JrerreHr.re c fatZlOlOEH XOT Moxe Aa ce uorBlr yMopa, 3aroBa ruo$upanero ua
aeror\4o6r4r r.r ylpaBneHr{ero Ha noreHrlrrzlJrHo onacHl{ MaIITI,IHI{ rpxe6a Aa craBa BHIrMareJIHo.

Baxna unQopuaqus 3a HflKoH or cbcraBKrrre lra TAIZIOJIOEH XOT
EAHo caure cbAbpxa 17,5 g 3axapo3a. Tona rpr6na Aa ce I,IMa npeABLIA npl{ naIIHeHTLI cbc 3axapeH

Aua6er (diabetes mellitus). Ano Baruu.sr neKap Bu e rcasal, qe I.IMare HenoHocllMocr KbM H.f,KopI 3€xapl{,
nocrnersaftre ce c Hero, [peAI,I Aa BeMere ro3LI [poAyKT.

Tosu lerapcrBeH npoAyKr cbAbpxa 6,3 mmol (144,3 mg) Harpufi B eAHo carue. Tosa rpx6na Aa ce HMa
rrpeABr{A npr.r naq}reHTu Ha Anera c KoHrponupaH npueM ua narpuft.

3. KAK AA TIPIIEMATE TAIZNONOEH XOT

Buuarn npneuaftre ra6lerxure TAIZIOnOEH XOT ror{Ho xarro Bra e Ka3aJI Barun.sr ileKap. Axo He
cre cr,rrypHr.r B Herrlo, nonlrrafire Baurur JIeKap HII.I Qapuaqenr.

TAfrJIOnOEH XOT ce rpreMa npes ycrara.
Ilpeuoprur.neJlHara Ao3I,IpoBKa na TAHJIOJIOEH XOT e nocoqeHa rIo-AoJIy:

Cr4rpxannero Ha BcsKo carue ce prurBaprr s 160 ml touna ao4a (e4Ha craHAaprHa vauta) n ce LI3nI'IBa
BeAHafa 6es Aa ce lr3rraKBa. CneAsarqusr [prreM Moxe Aa 6rAe creA 6 \aca. flpenoptvureJlHara
MaKcuMzrJrHa AHeBHa Ao3a e 4 canera.

Cr,qrpxauuero na
CAJIIETO CE I,I3C}INBA

B qaura.

2/3 or qunarace
IISJIHII C TONNA BOIA.

Pas6rprana ce
I to2rrcru.

Hsnilna ce rrrJroro
cbabpxaHue.
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Axo cre rr3noJr3BaJrrr noBeqe or neo6xonnMara ao3a TAfrJIOJI@EH XOT

Arco cM.trate, qe cre flprleJru rroBeqe or npenopbqaHara Ao3a, nesa6asHo rlorbpcere JIeKapcKa noMoIII,

He3aBr{cr.rMo or Saxra, qe Moxe Aa ce rryBcrBate 4o6pe, mfi raro flplteMbr Ha npeKaneHo foJItMo

KoJruqecrBo naparleraMoJr Moxe Aa AoBeAe Ao yBpexAaHe Ha qepHltr 4po6. Hafi-qecrltre cI,IMtIroMI,I Ha

rrpeAo3r.rpaHe ce r,I3purcBar c raAeHe, rloBpbrrlaHe, KopeMHI,I 6onxlt, cBeroBbprex, [o.sBara Ha €uIeprLItIHI,I
peaKqr,ru or crpaHa Ha Koxara (uafi-vecro 3aqepBrBaHe ra crp6ex), xuuIIoqLIHaIILrkr, usnorsBaHe u o6uro

Hepa3rroJroxeHr,re r,r Ap.

Arco rauare HIKaKBI.I AoIIbnHr,rreJrHH Bbnpocu, cBbp3aHI,I c ynorpe6ara Ha ro3l4 rIpoAyKT, raorq nonurafite

Bamzq neKap rinu Qaprrraqenr.

4. Bb3MO)I(HIIHEITGJTAHTIPEAKUUU

Kaxro Bcr{rrKrlr JreKapcrBa, TAIZnOnOEH XOT Moxe.qa rrpeAu3BuKa He)KeJIaH}I peaKIILIrI, BbIIpeKI{ qe He

BCeKr4 rr.r nonyqaBa.

Axo nonyuure HrKora or cJreAHr{Te peaKqrru, cnpere rrpueMa na TafinonQes Xor u ce cBbpxere c Batlns

nerap Hesa6anno:

. 3arpyAHeHo Ar{IIraHe, rIoAyBaHe Ha JII4rIero, Bpara, e3I{Ka UJIII rbpJloro (rexxu zulepruqHl,I
pearquu)

o XamoquHaqr,ru(no-pxaxo)
o Heo6nqai4nu cunvrntI ulu nn$eKIILII,I B o6nactra lc'altrruflTa

Tosa ca cep[o3Hl crpaHilqHl,I peaKIII4Lr u ce rrotB,nBar B peAKLI crtyrlalr.

Mon.a, yBeAoMere Bamus JIeKap, aKo ce ro.f,B.f,T H.uKoI,I or cJIeAHI{Te peaKIII{n:

o OrnaAHEUIocr,rnaso6on[e
. Vqecreuo crpue6ueHe r,rJrr,r Hr4cKo KpbBHo HuurfaHe (rvroxe Aa BII ce nne ca.rr)
o Yuopa, TpyAHocr npu 3ac[I,IBaHe, rpenepeHe
. TpyAnocr nplt ypLIHI'Ipane (npra urxere)
o CtHrusocr
o O6rpxsaHe
o fiuapux
. lloBpbllaHe
o Bonna B KopeMa
. XnneprepMl.lt (eucoxa reMleparypa, yceulaHe 3a MHoro ronlo)
o AneNru.fl
o gepnoApo6Hu srsnareHr{r, or Kor,rro Mo)r(ere Aa ce floqyBcrBare cta6u u ganpugo6l,Iere xbJIT

IIB'T Ha KOXaTa
r 3aurueHo Br.Ix,qaHe
. AnepruqHH peaKrlr{[, BKJrror{Barqu o6pun, ctp6ex, 6ereHe Ha Koxara, cyxora B ycrara. - '.'.

Tesu crapHraqHr' peaKrlr,rn na TAftJIoJIoEH Xor ne ce rorBrr rrecro. ' ' 
.' . 
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Aro Hsxor or HexeJIaHHTe JIeKapcrBeHr{ peaKrlr.rr craHe cepuo3Ha, uil{ sa6enexvre Apytr4, HeonucaHn B
TIBI,I JII,IcroBKa He)KeJIaHI,I peaKrlr,nr, MoJrr yBeAoMere Bauruc neKap HnH Qapuaqenr.

5. KAK.{A CbXPAHflBATE TAITJIOJIOEH XOT

,{a ce crxpaHqsafire Ha M.rrcro, HeAocrbnHo 3a AeIIa.
[a ce crxpaH.rrBa B opuruHanHara onaKoBKa.
,{a ce crxpauma nog 25oC.

He ugnorgeafire TAIZJIOJIOEH XOT cnea cpoKa Ha roAHocr, or6erssaH Bbpxy carrrero r,r KaproHeHara
orIaKoBKa. Cpoxrr Ha roAHocr orroBapq Ha nocJreAHlrr AeH or nocotreHus Meceq.

Jlerapcrnara ue rpr6na Aa ce r,r3xBbpflqr B KaHaJrr.r3arIHltravrlu n xonrefiuepa 3a AoMarxHr,r ornaA6rlr.{.
llonurafire Bamu-s Qaprraaqenr KaK Aa yHurqoxfl.rre HeHy)KHr,rre Bu rercapcrsa. Tesu MepKr.r rqe
cnoMofHaT 3a orrtBBaHe Ha oKoJrHaTa cpeAa.

6. AOTIbIHI,TTEJIHAITHOOPMAUIIfl

Kanno cbAbplna TAIIIOJOEH XOT

Arrunnnre BerrlecrBa ca: [apaqerauon, xrop$eHupaMuHoB Mturear, QeHr,rneQpunon
xuApoxnopuA. Bccrco carue TAfrIOJIOEH XOT cr4spxa 500 mg naparlerauor,4 mg
xnopQeur,rpaMr,rHoB Mrurear, 1 0 mg <peHuneQpuuoB xHApoxnopI,IA.

[pyrure ctcraBKrr ca: Jrr{MoHeH a Knceilvrma, 6esnogHa, BI{HeHa KuceJII,IHa, HarpHeB
xl{AporeHKap6onat, Harpr,reB xap6onar, 6egnoAeH, rroBr4AoH, 3axapo3a, Harpr.reB 6eHsoar (E 2l l),
xI{HoJrr4HoBo }r(bJrro (E 104), apoMar Ha JrlrMoH.

KaK rsrurexAa TAIIIOIOEH XOT r KaKBo cbAbprrca orraKoBKara

lloqru 6qn Ao x(bJrr, reqJrr.rB rpaHynvpaH rrpax 3a rrepopaJrHa cycneH3lrr c BKyc Ha JTHMoH B carrrera
6 utu 12 6por canera B KaproHeHa o[aKoBKa.

flpurexaren Ha pa3peueuflero ra yuorpe6a rl nporr3BoA[TeJr, orroBopeH 3a ocso6or(Aanarre Ha
naprrrArr Ha reprrrop[cra Ha EC

HOBEJI OAPMA OOA
1700 Cotpur, Brnrapur
6yn. CrarrleoHoBcKo uoce Ns 24

.(ara na [oc.reAHa peAanqufl Ha JrrrcroBKara: roJrr{ 20llr.
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