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KPATKA XAPAKTEPIICT}IKA HA TIPONYKTA

IIME HA JIEKAPCTBEHI4fl IIPOAyKT i** -- --'*'--***--**--*t'- :":jT:*

Sudafed Broncho Menthol 20 mglml
Cyaa(bea Eponxo Menror 20 mglml

i

n epopandq'nas,rF..qp ...

flpo4yr<rm cbAbpxa 20 mgrnafi (peueu.rH Ha 
"i.r"'nil" 

""'"'' ,'. ". " " " "

Bcexu ml crqo cbAbp)Ka:
Eranor 39,7 mg
r{epneH orlBeruren Ponceau 4R (E124)
Harpufi 1,8 mg
fnrorosa
(Dpyrrosa

3a nr.neH crrrrcsK Ha noMorrlnr,rre BerrlecrBa Brlx r. 6.1.

JIEKAPCTBEHA OOPMA

flepopanen pa3rBop.
Bucrpa Ao neKo orraJrecrleHTHa qepBeHa rerrHocr.

KJILIHIIqHI NAHHII

Tepanenruqur.r noKa3 a,laus.

To:u npo4yKT e rroKa3aH 3a ynecHflBane Ha orKlprBaHero Ha xpaqKraTe r{
pa3pelKAarre na 6ponxr,rurnvts. ceKper, cB6p3au c npoAyKTr4BHa Karlrll{qa, 3a
ynotpe6a rpr Bb3pacrHr.r lr roHorrru ual 12 roAr.rHr.r.

loruponrca n Harr[H Ha rrprrJro)r(eHrre

Brrpacrnu u rcHomlr ruaa12 roArrHrr:
flepoparno - 10 ml (200 mg rnafi$ene:uu) 4 nbru.{HeBHo.
MarcuuarHa AHeBHa Ao3a - 40 ml (800 mg rnafi$ene:un)

Aeqa noa 12 roAnHrr:
He ce nperopbqBa.

Xopa B HanpeAnaJra Bb3pacr:
Karo npu Bb3pacrHlr.

Hapyurena .repuo.qpo6na/6r6pe.rna Qynrcuun
,{a ce r,r3rroJBBa c noBurrreHo BHprMaHr,re rrpu ocrpa.repno4po6na r,rJrr,r
6r6pe.rHa HeAocrarbtrHocr.
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4.3

Ar<o rarunurlara He [peMlrHaBa B npoAbnxeHve Ha rroBeqe or eAHa ceAMr4rla,
nrgo6HossBa ce r,rJrr,r e [pr{ApyxeHa or reMrreparypa, o6pan }rJrr4 Wopuro
rraeo6orze, KoHcynra\ufrTa c neKap e HaJIoxr{TeJrHa.

IIpornnonoKa3aHrls

flpo4yxrrr e [porr4BonoKa3aH 3a xopa c AoKa3aHa cBpbxqyBcrBr.rreJruocr K1,M
AKTI{BHATA CbCTABKA I4JII,I H'KOE OT NOMOIUHIITE BEIUCCTBA.

Cnequa"rrrur rpeAyrrpexAeHrrfl rr rrpeAra3Hn MepKrr npn yuorpe6a

flpo4yrrur He e noAXoArrI npu ytropLrra r{nr4 xpoHtrqHa Karnnzrla, Karo
Karrrnr4rla [puqr,rHeHa or acrMa unv ilpu!.py)KeHa c o6urura ceKperl]r_r{, ocBeH
no neKapcKo rrpeAnrrcaHlre.

Yuopurara KarrrnIar1a Moxe Aa e npr43naK 3a cepuogHo :a6orqnane. Aro
KarxnurlaTa He npeMrrHaBa B npo.{bJD(eHlre Ha IIoBeqe oT eAHa ceAMr{rla,
ntgo6HossBa ce r,rJrr.r e [puApyxeHa or reMrreparypa, o6pun lan]r yrroplrro
rraso6orze, KoncyJrrar\vrtra c neKap e HaJroxureJrHa.

,{a ce H3non3Ba c noB}rrxeHo BH}rMaHr4e npr4 ocrpa uepno4po6nanrr4 ocrpa
6r6pevna He.qocrarbrtr{ocr.

E.quospeNaeHHara ynorpe6a cbc cpeAcrBa, rroATr.rcKaIrII4 Karxnuuara, He ce
IIpeIIopstrBa.

flaquenru c peAKrlTe HacneAcrBenu npo6rev'v Ha HenoHocr,rMocr K6M

Spyrro:a lrJur rJrroKo3o-rirJraKTosHa Naa,'ra6cop6qur ne rpx6na Aa npr4eMar
TOBa neKapcTBo.

To:u upo4yKT cbAlplra c6A6pxa 4.7 o6. Eo eranon (zurroxol), r.e. ao 400
mg B eAHa Ao3a, paBHr4 Ha oKoJro 10 ml 6upa,4 ml suHo Ha eAHa Aoga or 10
ml . Toea Moxe Aa e BpeAHo 3a xopa, crpaAarrlrr or aJrKoxonr.r3bM.
Crgrpxanuero Ha eraHoJr rpr6na .(a ce uMa rrpeABr,rA npr,r 6peuennvr vrvl
K6pMaqKI{, AeIIa u BucoKopEcKoBLr rpyrru Karo narlllenTr.r c 6r6pevno zlu
vepno4po6no sa6orqe aHe urtur ertr.urertcuq.

Tosu npo4yKr clAlpxa trepBeHr,r-f, orlBerr,rrerr Ponceau 4R (E124), rofiro
MO)Ke Aa npBArr3Br4Ka anepfr{qHlr peaKrlr,rr4.

Tosn upo4yrr cbAbplKa 17,6 mg narpuft B Ao3a or 10 ml. Toea rpx6na 4a ce
I4Ma IIpeABIIA rrpH xopa c KOHTpOI Ha HaTprrr B Ar.reTaTa.

Brauuogeficrnue c Apyrrr JreKapcrBeHrr rrpoAyKTrr r! Apyrn Qopun na
83AI{MONEICTBIIE.

Aro ce cs6upa ypr4Ha lo 24 traca or rrpruoxeHlrero Ha ro3r.r [poAyKT,
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4.6

Ha 5-xraApoKcrl r.rgAonoqerHara Kr4cenr.rHa (5-HIAA) vBalurnlr6a,qeMoBara
KLIceJIIIHa (VMA) B yplrHara.

flpu le.reHl4e Ha KaIrrJrI{IIa eKcneKTopaHTrare raro rnafiSeHe3r.rH ne rpr6na ga
ce xou6usupar cbc cpeAcrBa, rroATr4cKarrlr{ KarTurr4rlara, rbfi xaro
rolr6uHupaHero He e nofl{qHo rr narlueHrr.rre Mo}Ke ra ca u3noxeHll Ha
r,r3JrlrrrrHr,r He)r(eJraHV e$elcrn.

BpeueHnocr rr KbpMeHe

Hsrda Aocrarbrrno ran(foprvrarlrrr 3a e(ferra or frpueMaHero Ha ro3r. npoAyKT
IIo BpeMe na 6peuenHocr npr{ xopara. flpo.uyrmr He cneABa Aa ce nppreMa rro
BpeMe Ha 6peuenHocr, ocBeH aKo rroreHlll,raJlur,rre noJr3rl or JrerreHraero Ha
uaftxara ca floBeqe or BeporrHr,rre pprcKoBe 3a pa3Br,rrr{ero Ha nnoAa.

He e ycrairoBeHo cbc cr{rypHocr Airnn rnafi(feHesr{H ce orAeJU{ c KbpMara.

E$ercr Bbpxy cuoco6nocrra 3a ruoQnpane n pa6ora c MartrrrHrr

Brs ocnosa na (papvraroAr.rHztMlrrrnnx npo$ur na rnafiSeue3rlH He ce oqaKBa
BrusHr4e Ha rrpoAyKTa Bbpxy cuoco6nocrra 3a ruo$nparie utrr'pa6otac
M:UIII{HLL

Hexenanu JreKapcrBeHH peaKruu

Br:rvroxna ca cneAHlrre crpaHr4rrHra e$erru or ynorpe6 ara Ha reafi Sene:un:

Hapyruennt Ha r{MyHHara crrcreMa: Pearqun Ha cBptxtryBcrBrrreJrHocr
(vecrora - He:unecrua).

Crouaruno-trpeBHr.r HapyilreHu-rr: croMarrrHo-trpeBeH gncrou(fopr, raAene,
[oBplrqaHe (vecrora - uen:secrua).

llpegorupane

Cuprurourn lr [prr3narl[

Czunrovrure I,r [pr,r3HarlzTe Ha npeAo3rapaHe Mofar Aa BKnroqBar croMarrrHo-
qpeBeH 4ucrorr,r$opT, raAeHe u cbHJil4BocT.

JIe.renue

Jle.{eHr.{ero rpa6na Aa 6rAe cr.rMrrroMarr.rqHo H no.qAbpxarrlo

OAPMAKOJIOTI4qHII CBOfr CTBA

(DapuaxogrrHaMrrrrHrr cnofi crna
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ATC rco,q: R05CA03; OapuarorepaneBrprrrHa rpyna: llpenaparu 3a Kamnuua
v npocryAa, ErcnerropaHTll

C.rura oe, qe Aeficreprero na rnafi$eue3llH ce vapa3flBa B crI{MynI,IpaHe Ha
pellenroprare Ha croMarrrnara rvrraBvtua. Tosa noBl{IrraBa ce4pellpilrra Ha
xJre3r4Te B croMarrrHo-qpeBHara crrcreMa n pe(pnerropHo yBenvqaBa ceKpeqrurra
Ha xJIe3I4Te no .u4xareJrHrrre [6Tlnqa. Pe:yrrarrr e rroBt4rrren o6eu v HaMaJreH
BlrcKo3urer ua 6porrxzamrr.rre ceKpequu. OceeH tona, toft crl4Mynupa
HepBHlrre oKoH.{aHr4Jr Ha BarycoBr4r HepB, r,rHepBr,rparrl 6porxuarnrzre
ceKpeTopHr.r )KJre3lr uHsKou Mo3srrHlr rIeHTpoBe, KoeTo na csofi peA ynecHtBa

ABlrlreHrrero Ha ceKperrdre rro peclr{paropHr.rJr rparc. fnaft$enesr,rH oKa3Ba
eKcrreKTopr{paruoro cu Aeficrnue Ao 24'nca.

@apnrarcoxnHeruqHlr cnoft crea

,4.6cop6qnn

fnafiQene:lrHbr ce a6cop6upa .qo6pe or croMarrrHo-trpeBHprr rpaKT cneA
nepopaneH nplreM, MaKap Aa Jrr4ncBa AocrarbqHo nriQopuaq[r 3a HeroBure

$apnraroruHerlrtrHrrr ceoficrna. Creg npueer na 600 mg reafi$eHe3r.rH or
Bb3pacrHr,r 3ApaBpr Ao6poeorrlr4, MaKcr{MaJIHara rIJIa3MeHa KoHuenrpaqra.a C**
or oKono 1.4 1tgltttl, c AocrrrrHaro BpeMe tmaj{ or oKoJIo 15 uuuyrz cner fiprleMa.

ParupocrpaHerrre

H.{Ma nnSopnaaqr{r 3a pa3rrpocrpaHeHr4ero Ha reafi$eHe:prH npu xopara.

Mera6o;ru3bM rr ornerqHe

fnaftQenesuubr rrpeMr,rHaBa KaKTo oKLIcntBaHe, TaKa H AeMerunaqus. Cl-.eA
nepopaneH npveM na 600 mg rnafi(peHe3l4H or 3-rraa 3ApaBLI Mb)Ke-

Ao6pononqu, e orqereso tVz or oKono 1 vac, a neKapcrBoro He ce orKpuBa B
KpbBTa cne.{ oKono 8 .raca.

IlpegrcnunrrqHrr AaHHrr sa 6egouacHocr

KanqeporeHHocr

HqMa Aocrarbquo un(popuaqlrlr 3a onpeAeJltHe
rroreHrlrlan na rrafi Senesun.

Myrarennocr

H-sN{a AocrarbqHo r.rn$opuaqur 3a onpe.qentne
noreHrlvan na rnafi Qenesun.

rra eBeHTyurnHnr KaHrleporeHeH

5.3

r{a eBeHTyanHI4q MyTareHeH



6.1

Teparorennocr

Flsnra AocrarbtrHo nHQopuaqrur 3a onpeAer.flHe Ha eBeHTyiuHr4r reparoreHeH
rroreHrlr{an Ha rnafi $eHe:nn.

@epru;rnocr

H.qMa AocrarbtrHo r,rn(foprraaqtrl- Aa ce orpeAenpr Euru rnafiQene:wrr 6u oKa3urn
HerarrlBeH eSexr Bbpxy $eprn,rnocrra.

@APMAIIEBTIITIHA ptH(DOPMAIII,tfl

Cnncrrc Ha rloMotrlttlrre BerrlecrBa

KCaHTaHOBa ryMa
HaTpr4eB xJIOpLtA,
3axapr{H narpufi,
aMoHueB rnI{q[pLI3aT,
HarpueB 6en:oar (EzIl)
npIMoIIeHa Kr4CeJIIiIHa, 6e:nOAria
HaTpr4eB rlrrTpaT
MaKporonrnuqeponoB xlrApoKctrcreapar 40
JIEBOMEHTOJI

MaJrrrHoB apoMar F2126(crtbplKa eraHoJr, rnroKo3a u $pyrro:a)
KapaMen (E150) (cr4rpxa rnroro:a)
Ponceau 4R (E124)
rnvqepon
MaKpofon 1500,
IIpOnI{IeHrJILIKOJI,

erasot96To
[pequcTeHa BoAa

Hecrnuecrl{Mocrn

He ca u3BecrHr4.

Cporc Ha roAnocr

3 ronr.rHu
4 ceAuurln cneA nbpBo orBaprHe.

Cnequa;rru ycJroBr.rfl Ha cbxpaHerr[e

.{a ce cbxpaHrBa npr.r reMneparypa no,q 25C. ,{a ce cbxpaurBa B
opHrI4HiuIHaTa oIIaKOBKa, 3a Aa Ce npeAna3Ba oT cBerJILIHa.

,[annn 3a onaKoBnara
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Tun III, raSxna crbKrreHa 6yrulra (150 ml).

HDPE/AI KarraqKa, 3arrlr{TeHa or Aerla pr noArrnbHrca or pET (nor'euarenon
repe(fra-nar).

6.6 Cneqna.un[ [peAna3urr MepKr.r rplr rr3xBbprsHe

H-{Naa c[equaJru]r npeArra3Hra MepKtr.

Jlexapcrna ne rpx6na Aa ce [3xB:bprqr B KaHaJrr.r3arlprrra vrru c 6uros1are
ornaAbrlr.r. flonzrafire Ballrras Saplrarlenr KaK Aa r43xBbpnrrre Beqe
HeHyxHr4Te neKapcrBa. Te:u ueprn ule clloMofHar 3a orra3BaHero Ha
oKoJrHaTa cpeAa.

TIPIITEXATEJI HA PA3PEIIIEHI{ETO 3A YNOTPEEA

McNeil Products Limited
c/o Johnson&Johnson
Foundation Park
Roxborough Way
Maidenhead
Berkshire SL6 3UG
Benuro6pzranvfl.

HOMEP HA PA3PEIUEHI,IETO 3A YfIOTPEEA

AATA HA fIbPBO PA3PEIIIABAHE 3A YIOTPEEA
/IIONHOB.f,BAHE HA PA3PE ruEHlIETO

AATA HA AKTYAJIII3AULTA HA TEKCTA
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