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I. }IME HA JIEKAPCTBEHI{fl IIPOAYKT

TYLOL@ 20 mg/S ml oral suspension
TAHJIOJI- 120 m{5 ml nepopanHa cycneH3r,rt

2. KAIIECTBEH H KOJII,IIIECTBEH CbCTAB

Bcsra Aoga or 5 ml TYLOL@ nepopa.nHa cycneH3r{r cbAbpx(a 120 mgraparleraMo t Qtaracetamol)
TYLOL@ nepopaJrHa cycneH3ur cbAbpxa cop6t rroJr, rrr,rq;por, a3opy6r4H.
3a nurnug cutrcbx Ha [oMoulHnre BerrlecrBa. Bn)KTe roqxa 6.1.

3. JIEKAPCTBEHA OOPMA

llepopalHa cycreH3r,rt
Pososo orlBereHa, xoMoreHHa cycneH3lrr c BKyc Ha MaJrLrHa

4. KJII,IHIIIIHI,I AAHHI4

4.1 TepanenruvHurtoKa3aHrlq

TYLOL@ [epopuulHa cycneH3ltfl e noKatlaH ra o6ren.{asane Ha neKa Ao yMepeHa 6onra or pa3rgrreH
npoH3xo,4 - rnaso6on[e' HeBpaflrl{t, 3b6o6or, 6orxa npn HITKHeHe ua 3r6xu, Bb3naJreHo lbpJro, KaKTo
I'I 3a nOHI'IXaBaHe Ha reJlecHara reMrreparypa npr4 pa3rl,rr{Htr Bb3rrErJII4TeJrHU C1rtgrO'.HLrA, npocryAa H
fPrln, Asrcru nHtlerqnu I,I B pe3yJlTar Ha nocrBaKcvHaJr*apeaKrlr,rr npr.r Aerla Ha.q 2-Nrece.rHa Bb3pacr.

4.2 .(o:uponrca H HarrlrH Ha flprrJroxeHrre

TYLOf repopanHa cycneH3ltt ce [pfieMa rpe: ycrara. He ce pa:peNAa. Pasrranla ce 4o6pe rpeAu
ynorpe6a. llpenoprvureJrHara Ao3r.{poBr(a e AaAeHa rro-Aony:

Brrpacr {ora napaqeraMoJr

Krpuavera uaA 2 ueceqa

CaMo s clyvafi Ha [oBr{rxaBaHe Ha
TeM[eparypara cJre.{ uuyunzagut - l/2
MepureJrHa rbxuqKa (2,5 ml), lo 2
NbTH AHCBHO.

Krpua.rera or 3 uecerra Ao I
|OIII,IHA

I 12 - | MeprrreJrHa Jrb)rtlrqKa
(2,5 - 5 ml), Ao 4 nrru AHeBHo

Aeqa or I Ao 6 roanHn I - 2 rraepurelHlr Jrbxr4rrKu
(5 - l0 ml), Ao 4 nrtu AHeBHo

Aeqa or 6 rc 12 ro.qrrHn 2 - 4 uepvnenHlr JrbxtrqKlr
(10 - 20 ml), ao 4 n'sru AHeBHo

Br:pacruu u Aeqa HaA 12
TO.IIIIHI,I

4 - 8 rrrepnrelHlr JrbxlzrrKn
(20 - 40 ml), go 4 nrruAueBHo

flpenopruureJrHnTe repaneBTr.rrrHvt Ao3u ue rpa6na Aa ce fipeBurxaBar.
Aro e neo6xoAaMo Ao3ara MolKe Aa ce rroBrapr cneA 4 qaca, Ho He noBeqe or 4 Aoru za24 \aca.

4.3 IlporunonoKa3aHrq

TYLOL@ nepoparrHa cycrreH3lu ue rpr6na Aa ce rpr4Jrar a rrpvr ila|ilreHTr,r, KoHTo ca
cBpbxrIyBgrBI4TeJIHlI KbM napaueraMoJl UJII,i KbM HtKOe OT nOMOtrlHr{Te BerrlecrBa Ha [poAyKTa,
zsbpoeHrz n r.6.1.



4.4 Cneqna.rHu npe,qynperqeHrq r rpeAra3nlr MepKU npr.r ynorpe6a

Tylolo nepopiurHa cyc[eH3ur rpa6aa Aa ce npuJlal'a noA iIeKapcKI4 KoHTpon npu:
- naufieHrr,r c uepHogpo6nu n 6enogpo6Hu ynpexAaHur
- [aqlreHTrr c 6r6pevnu yBpe)KAaHHt
- naqneHTu cbc cbpAerrHr.r yBpexAaHr.rt
- naqlreHTr,r c upeAruecTBarrla aHeMut
- npra 6perr,reuHr,r n KbpMaqKr.r

EgHonpeuenHoro [pl,rJrox(eHr4e c Apyru [apaqeraMoJr-cbAbpxalqil npoAyKrr,r Moxe Aa AoBeAe Ao
[peAo3]rpaHe Ha rraparrerauol u rpr6aa race t,ts6qraa
flapauerauor ne rpr6na Aa ce nprdJrara 3a noBeqe or 3 AHu 6es rexapcrca KoHcyJrrarlur.

To:n.uerapceBeH npoAyKT cbAbpxa 3€xapo3a u cop6nror u narlr4eHTr.r c peAKu HacneAcrBeHr.r
npo6leun Ha HenoHocr{Mocr KbM Qpyr<rora, rJrKrKo3o-ftrJrarTo3Ha uana6cop6qsfl vtrrv cyKpa3a-
lr3oM€ulTa3Ha HeAocrarbqHocr He rpr6na 4a npneMar roBa neKapcrBo.

4,5 B:auproAeficrBne c Apyr[ neKapcrBeuu npoAyrcrr.r rr apyrrr Qoprvru Ha B3auMoAeficrsne

flpu nucoru Ao3H ce noreHrlr,rpa eQerra Ha npoAbJrxnTeJrHo npHJraraHlr ar{Tr,rxoaryJraHTr,r.
llapaqcrarvroJr, flprrJroxeH B roJreMr,r Ao3r,r 3a npoAbJrxr,rreJreH nepuoA Moxe Aa nlauruo4eficrna c
KyMapuH, Aepr,rBarlrre Ha lrHAaHAr,rou u Seuorua.euH. Arxoxomr, 6ap6nrypurure Lr rpuquKrr.rrrHl4Te
aHTnAenpeCaI{TLI MOraT Aa yBeII,IqaT XenaTOTOKCI{qHOCTTa Ha napaqeTaMon.

EQercm eupry na6opamopHu mecmo*e
flapaqerar\.roJr Moxe Aa npear.r3Br.rxa Qaluruno noJroxr.rreJrHn pe3yrrarr4 B yprlHara:a 5 HIAA (5-
xl{Apor(cl,u,rH,rlonaueTHa xuceruHa).

4.6 tDeprururerr 6peueHnocr H r(bpMeHe

TYLOL@ nepopaurHa cycleH3r{r e npeAHa3HaqeH 3a Aeua.
B cryvarZ, qe ce npueMa or 6peueuHr,r r,r KbpMaqKu e flpelopbr{r,rreJreH JreKapcKr,r KoHTpon.

4.7 EQerru Bbpxy cnoco6Hocrra ra ruoQnpaHe u pa6ora c Marxr.rHrr

TYLOL@ nepop:ulHa cycrreH3r.rr e [peAHa3HaqeH 3a Aerla.
B crytafi, qe ce flplteMa or Bb3pacrHu HrMa AaHHr4 TYLOL@ ilepopaJrHa cycneH3ur Aa [oBJrr.HBa
cuoco6nosrra ra ruoQupaHe n pa6ora c MaruHHLt.

4.8 Hexe.raHu JreKapcrBeH[ peaKrrtm

B repanerruqHn Ao3r.r, o6nruoeeHo flapaqerarvror ce floHacs 4o6pe.

Hexeranure JIeKapcrBeHn peaKIrHLI ca Kareroplt3npaHr cbrJlacHo cr,rcreMo-opfaHHr,r KJracoBe, Karo ce
LI3noJr3Ba cJreAHara KoHBeHur.rr: MHoro uecru (>l/10), vecru (>1/100 4o < l/10), Heqecrrl (> l/1000
Ao < l/100), peAKH (>l/10 000 ao < l/1000), MHofo peaxr.r (< l/10000), c Her43BecrHa vecrom (npn
HrIJrLIqHI,lTe AAHHT4 He MOXe Aa Ce HUInpaBI,r OIIeHKa).

Hapyruenun Ha KpbBTa u lumQHara cr.rcreMa:
PeAru: rpou6ouur:oneHlrr, JreBKoneHr.rr 14 naHqr.rroneHlrt
MHoro peAKr{: Heyrpo[eHr,ra, rpou6oqurorreHr.rqHa rryplypa u arpaHyJrouuro3a

Hapyrueunr Ha HMyHHara cucreMa:
PeAxn: peaKIII,ru Ha cBpbxqyBcrBr.rreJrHocr Karo yprr4Kapr.rfl n MaKyJro-[a[yno3eH o6pzn u crp6ex
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5.1

4.9 llpeaornpane

Aro ce noAo3r,rpa npeAo3r{paHe, naq[eHTbr rpx6na Hega6asHo Aa ce HacorIH Kr;M 3ApaBHo 3aBeAeHI'Ie.

,{na--rpu qaca cJreA rrpueMaHero Ha roKcr,rr{Hara Ao3a ce [otBtBar raAeHe, [oBpbulaHe I4 KopeMHa

6olxa. Morar,ua ce na6lroAaBar orqe: MEfieMonro6u:lreuury' IIuaHo3a Ha Ko)Kara H HOKTLIT€ Ha

npacrr,rre; B TexKH cryqau [bpBoHaqa.nHo nrr6yxgaHe H BnocJIeAcrBI{e [oATHcKaHe Ha IIeHTpaJIHara

HepBHa cI,ICTeMa, cTyflop, xnnoTepMfit, yqegteHo AuIIIaHe; apI'lTMI4qHa, TaxLIKapAI4rIga U otcla6ena

cbpAeqHa Aefiuogr, HI,IcKo KpbBHo HaJrrraHe, qupKyJraropHa HeAocrarbqHogt, KoMa, HeKpo3a Ha
qepHr,rr Apo6, rtcb,flTeHnqa, npexoAHa a3oreMlra, 6r6peuHa ry6ynHa HeKpo3a, x[noHIItKeMI4t,
rrlgra6olurHa arIHAo3a u oToK Ha Mo3bKa. Jleqenugro Ha ocTpaTa uHToKcLIKauI,It c napalleTaMon IIo

npr,rHrlurr e clrMnroMarr.rqHo n [orAbpxarqo. Axo JleKapcrBoro e norbJlHaro HacKopo, Morar Aa ce

npr,rJroxar [peAH3BLrKaHo noBpbruaHe, groMarrrHa acfiupauns ]I JIaBax. Karo aHrnAor Ao l6-rur qac

ce flpenopbrrBa arlerlurrrucreuH. Tpa6na Aa ce ug6rrs?r aKTvtBHLrfl BbrJIeH u npaxoo6pa:Hure

oqr,rcrr,rreJrHrd, 3aIIIoro re HaMaJrrBar a6cop6uurra Ha rlpuerl,It [pe3 ycrara aIIerI,IJIqI,IgteIrH.
flporponr6r,rHoBoro BpeMe, ypeflTa, KpbBHara 3zxap, SGOT, SGPT (rpaucauunasu), 6utupy6uaa,

KpearHHHHa r,r eJreKTpoJrr4Tl,rre cbrrlotpr6ra Aa6t4at oilpeAeJIeHH. BrgcraHostsar ce BoAHo-

eireKTpoJrr,rrHus 1utarrc r{ xu[onrr.rKeMnflTa, aKo rlt nua. Aro ce pa3Blte uepHogpo6ua u 6t6peuua
HeAocrarbqHosr, JreqeHraerotpa6na Aa npoAbJDr(Lr Ao HopMaJlu3vpaHe Ha na6oparopHl4Te
noKa3areJru. XeraoAuarnsara e e$uxacHa, Ho nepHToHetlJIHura ruurv3a e Hee$exruuHa.

OAPMAKOTOTUTIHI,I CBOfr CTBA

<Dapuaro4nHaMlrtrHu csofi crna

OapuarorepaneBTrrqHa rpyna: Apyru aHaJlrerurlv u auTrrtuperuul4 - aHz"lrvAra
ATC roa: N02BE0I
llapauvrauol r,rMa aHaIIrerHqHo r{ aHT[nnperrirrHo Aeftcrsue. AHalregnrra ce ocblllecrBtBa qpe3

[oBr{ruaBaHe npara Ha 6onrara; aHTrlnuperl,trlnoro Aeficrsue e qpe3 noBJII4gBaHe IIeHTbpa Ha
repMoperyJrauur B xl4noToJlaMyca.

5,2 tDapuaxornHernqHHcBoficrBa

CleA npzeu npe3 yfiara, [aparleraMoJr 6rpro n Ha[bJrHo ce a6cop6ttpa B croMaluHo-qpeBHn{ TpaKT.
Brpxonu [Jr:BMeHr,r KoHrreHTpaqur4 ce rtocrr4rar ga l0 go 60 rvrr.rHyrn. llapaqerauor 6tpro n
paBHoMepHo ce pa3npeAeJrr B noBer{ero rbKaHrl B opraHr,r3Ma. EnuunnaquoHHl,Itr nonyxnnor e 1,25

Ao 3 qaca. Msra6onugupa ce B qepHr,rr Apo6 .{pe3 Mr,rKpo3oMHara eH3}IMHa custeMa. Ororo 85% or
rroranuarara Ao3a ce eKcKperr,rpa qpe3 ypr4Hara Karo cno6oAeH LI KoHrorllpaH flapaueraMoJl B
paMKr.rre sa24 qaca.

5.3 llpegruuHlrrrH[ AaHHI la 6eronacnocr

flpe4runulruHrlTe AaHHr,r 3a 6e3onacHocr He rroKa3Bar cburecrBeHl{ pLIcKoBe or ynorpe6ara Ha
[aparleraMoJr npu xopaTa.

OAPMAIIE BTI,ITI H II AAHHI,I

Cnncrr Ha rroMolrrHnre BerrrecrBa

Alyuunueao-Maf He3r4eB cvrrvrKa'r
MurporpucraJrHa ueJIyJIo3a LI KapMeJlosa HarpuEl
Kpocrapuerora Harprafi
3axapoaa
fnraqepor
Cop6nron (E 420)

6.

6.1



Jlnuoseua Kl,rceJrr,rHa Mouoxr.rApar
Harpuea MeruJr rapaxv.qpoKcu6eHgoar (E 219)
Harpnen nporr,rJr rapaxzApoKcra6eHroar (E217 )
Asopy6un (E122)
MaruHosa eceHrrut
flpevumeua noga

6.2 HecrnuecruMocru

Heupuroxul,ro

6.3 Cpor Ha rolHocr

3 ro.ur,rHr,r
Cpor ua roAHocr cJreA orBaprHe Ha onaKoBxara: 6 Meceqa

6.4 Cneuua.nHu ycnoBrrfl Ha cbxpaHeHue

,{a ce ctxpaHflBaHa Mtcro, HeAocrb[Ho 3a Aerra.
,{a ce crxpansBa B opr,rrraHalrntra o[aKoBKa.
,{a ce crxpaHsna noA 25oC.
Aa ce nast,t or cBgrJrr.rHa.

6.5 .(aHnu 3a orraKoBKara

Tluna crbKJIeHa 6yrr,uxa or 100 ml c ranaqe Ha BLrHT or HDPE n MepureJrHa Jrblxr4qKa or PP c
BMecrnMocr 5 ml s KaproHeHa onaKoBKa

6.6 Cnequa.rnu [peAna3HH MepKrr [pH H3xBbprqHe

HTTTIA CNEUUZIJIHI,T I'I3HCKBAHU'.

7. TIPIITEXATEJI HA PA3PEIIIEHIIETO 3A YTIOTPEEA

HOEEJT OAPMA OOA
6yr. Curraeouoscxo uJoce Jllb 24
CoQur 1700, Eurapr.u

8. HOMEP HA PA3PEIIIEHIIETO 3A YTIOTPEEA

20060378

9. AATA HA nbPBO PA3PETTTABAHE/TTOAHOB.flBAHE HA pA3pErrrEHrrETO 3A
YIIOTPEEA

14.08.2006

IO. ,IIATA HA AKTYAJITI3IIPAHE HA TEKCTA

08l20ll


