
KPATKA XAPAKTEPI4CTUKA HA IIPONYKTA

ACEFFEIN
AIIE@ETIH

1. r{ME HA JTEKAPCTBEHT,TS IPOAyKT

Aceffein tablets
AueSer.rx ra6lerrn

2. KATIECTBEH I,I KOJII,ITIECTBEH CbCTAB

ArDlsHu Be',lecrBa B e.uHa raonerra: 
:

llapaqerauor (Paracetamol) 250 mg ;
Aqerzlcaluqr,rJroBa Krrcenr4Ha (Acetylsalicylic acid) 250 mg
KoQenn (Caffeine) 50 mg
KoAeuH Qoct[ar xeMr{xr.rApar (codeine phosphate hemihydrates) l0 mg

3arlrlnur. cnr{cbK Ha noMottlHlrre BelrlecrBa szN r. 6.1.
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3. JIEKAPCTBEHA OOPMA

Ta6lerru.

Aqe$ezH npeAcraBntBa KpII'JII{ ruIocKI4 ra6nerru c ABycrpaHHa Sacera, qepra or eAHara
.ulaMerbp 13 mm, c 6uulu roqrrr 6sr usrr.
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4. KJTIIHI,IqHI4 AAHHI{

4.1. TepauenrHvHu rroKa3aHrrs

3a rparrorpafiuo u cI4MIrroMarI,IqHo JleqeHr4e Ha rpyAHo rroBJrrrrBar.qu ce or MoHorepanut,6orxlr or
pa3ruqeH npor,r3xoA crc cta6a,{o cpeAHa HHTeH3uBHocr:
o ruano6oJrne,Mr4rpeHa,:16o6ol.
. [ocrrTpaBMaTllqHrlrUuocTollepaTnaHl46oIKII.
o ocrpl4 craBHI{ Irt MycKynHI4 6olru (nrlrovrzrerHo npv Bb3rraJrr.rreJrHr{ H Aeregep arHBHvl

za6 o nr'sanun Ha orropHo-.{ Brdrarennr4rr anap ar ).
o ga6onxBaHl4t Ha nepusepnure HepBrr - HeBpuurrr4rr, HeBpurr,r, paAvrKylrkr:Trr. IrJreKcrrrI,L
' Bb3TIUIJII{TeJIHI4 npoqecn Ha ropHrrTe ll,rxareJrHr{ nbrrrrll4 npoTr4qaull{ C KarrlJltrqa u rroBLIIIreHa

reMfleparypa.

4.2. ,{osuponrca r,r Haqr{H Ha fiprrroxeHne

llpranara ce nepopaJrHo.

Brspactru rz,qeqa Haa l5 roaranr,r:
O6,zqafiHo ce npl{eMa no I ra6lsrra 3-4 rrbrlr AHeBHo. MaxcunanHara eAHoKparaa goza e 2
Ta6lerxu, a MaKcrrMaJrHara AHeBHa Ao3a e 6 ra6rerrr.r. Kypcrr Ha reqeHr4e e c [poAbJl]r(r{TeJrHocr He
rloBeqe or 5-7 Enu.
Ta6rerrure ce nplreMar no BpeMe Ha xpaHeHe, c reqHocr.

neqano.u 15 ro,4unu:
llpo4yxrur He e noAxoArul 3a Aeua rroA l5 roauura!
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IlpornnonoKa3aHHfl

cBpbxqyBcrBI{TenHOCT KT)M H{KOe OT aKTI4BHr4Te r4rrrr [oMorqHrrre BerlecrBa Ha IIpoAyKTa.
CBPbXqYBSTBI'TCJIHOCT KbM HCCTCPOI4AHI4 NPOTLIBOBb3IAIIITCJIHI4 NPOAYKTI4.
r3Ba Ha cToMaxa H.4yoAeHyMa.
cbrlecTByBaqa xeMoparvlqEa AI/.at e3a,
Te)KKa 6r6pevHa u uepuo4po6Ha HeAocrarbqHocr.
6penreHnocr rr KbpMeHe.

.{eqa noA l5 ro,uI,IHIa.

4.4. Cneuua.lHlr [peAy[pe?r(Aenufl rr rrpeAra3Hn MepKrn npu ynorpe6a

llpo4yrrur rpa6na Aa ce npllJrara c rroBr{rueHo BHr.rMaHrre npu [aqueHTr,r c 6poHxuarHa acrMa.
llpuloNeHuero My rpx6aa Aa 6r,qe npeKpareHo nega6asHo npr,r Hanr4qrre Ha cr4MrrroMr,r Ha
ana$wtaxcut (nnesanHo :riagr\rrvra re)r(Ka €rJreprrrqHa peaKrlur c Ko)r(Hr{ o6punv, 3aAyx,
racrpouHTecrprHaJrHtr ri KapAraoBacKynapHri oruraxrauur).

Heo6xo.uuruo e rIoBLtIueHo BHr{MaHI4e rrpu eAHoBpeMeHHara yrrorp e6a c Apyrr{ JleKapcrBeHr,r
rIpoAyKTr{, CbAbpxarqr4 napaueTaMoJr, nopaAr{ pr4cK oT rrpe.qo3r4paHe.
llpu lpueu Ha IIo-BLIcoKI4 Ao3Ir or npenopbrraHr.rre, cbqecrByBa prrcK or ceprro3Ho vepuogpo6no
yBpexAaHe.
Jle.reuue c nprrJraraHe Ha aHTr{Aor rpr6aa Aa ce 3anoqHe Hesa6asHo (nlrN r. 4.9).

llplr no-.recro u npoAbnxrrreJrHo rrpueMaHe Ha AqeQezH e Heo6xogurr,ro Aa ce npoBelKAa KoHTpoJr Ha
KpbBHara KaprlrHa r4 Ha rroK€t:areJrrire Ha 6r6pevuara u qepno.qpo6nara QyHrqnl. Heo6xoAr{Mo e r4
Ha6lroAeHHe Ha naIILeHTHTe c ofJreA florBa Ha oKynrHrr Kp6BoLt3Jrr4Br4 or croMarrrHo-rrpeBHr4r rpaKT.

llpo4yrmr rpx6aa Aa ce nprLJrara c uoBrrrueHo BHr4MaHr{e npr4 naqueHTr,r B HarrpeAHaJra Bb3pacr, c
racrpo.qyoAeHrrrv\ vQXeMI,IqHa 6olecr Ha cbpllero, xr{rreproHnfl, HapyrneHr4f, B nepu$epuoro
rprnoo6pauleHl{e, MeHo- I'I Merpoparuv, nopaAr rro-qecrr{Te npof,Br4 Ha HexeJIaHu JreKapcrBeHr4
peaKrlzu.

Aqe$ezH Moxe Aa [oBJII{te la6oparopHl4Te pe3yJrrarrr flpu ur3cneABaHe Ha rrLtKoqHa KL4aerwr1a vr
KpbBHa 3ixap.

llpra npo4urlrr,rreJreH rrpr{eM Ha Aqe$enu Mo)Ke Aa ce pa3Br4e 3aBr,rcr{Mocr KbM cbAbpxarrllr{T ce B
Hefo KoAeI{H.

BtglroNno e Aa ce rrorBI'I unkr Aace BJroIru H€ulurrHo rnano6onrze cJreA rrpoAbJIxr4TeJIHo aHgrrerr4rlHo
neqeHl4e (>3 ueceua) c lr3rlon3BaHe Ha aH€IJrrerurlr4 npe3 reH r4rrur lo-qecro. fnano6orue, [pt4rruHeHo
or cBpbxylorpe6a Ha aHtulrerurlu, ne 6usa Aa ce JIeKyBa c yBerr4qaBaHe Ha Ao3ara HNl. B rar<uea
alry'{au aHaJrerzrlHoro JrerreHue rpr6na Aa ce npeKparv cne/ KoHcyJrrarrvr c neKap.

Ceprx6rpgr4 r,rera6orragaropr.{ ua xo.ueuH
Hqxon uHruBrr!i]'1' clc clequ$uqeH reHorun CYP2D6 Morar Aa 6r4ar cnprx6rpzu naera6orusaropu.
flpu rax KoAerIHbr ce KoHBeprllpa Ao HefoBr4r aKTr,rBeH naera6orzr, rop6rrr,-rro-6lpro H rrbJrHo B
cpaBHeHI{e c ApyrI'ITe xopa. Tora 6rpso tcoHneprlrpaHe BoAr4 Ao no-BrrcoKr4 or oqaKBanr4Te HrrBa Ha
trlop$uH B cepyMa. .{opu upra npelopbqaHlaTe .{o3oBr{ per{rrMrr, [pIa xopa Korrro ca cnplx6rp:z
vera6olugaropkt, Morar Aa ce oqaKBar crrMnroMr4 Ha rrpeAo3upaHe, Karo [peKoMepHa a:bHJrgBogr,
o6rpxauocr, rroBrpxHocrHo Ar4ruaHe.

4.5. BgaultoAeftcrBlte c Apyru JreKapcrBeun rrpoAyrcrlr H Apyrn Qopruu Ha B3anMoAeficrnr.re

Crcrasrure na ronr6unartrvflTa ce HaMecBar n Nrera6orz3Ma Ha MHoro neKapcrBa,
:rpr6ra Aa ce ng6srna xou6uHzpaHero c Apyru npoAyKrr4.



llapausral,ror
E4uonperuenHoro npl4JroxeHrre c auuuoSeHason Mo)Ke Aa AoBeAe Ao ycIrJIBaHe Ha
QapuarororllrrHl{Te e$erru Ha AButa npoAyKTa, KaKTo 14 Ao [oBr4rxaBaHe Ha rflxHara roKcr4qHocr.
llapaqurauon noreHrlupa eSerrure Ha KyMapr4HoBrrre aHTr4KoarynaHTlr. llapaqvrarr,roJr Karo
I4HAyKTop Ha Ml4Kpo3oMur.JrHrrre uepno4po6nr{ eH3rrMr4 Moxe Aa peAyrlnpa eQerrzre Ha neKapcrBeHr,r
npoAyKTI,I, Korrro ce rroAnarar Ha rrHTeH3r4BHa irepHoApo6na 6raorpaHct[opMarrur. Opannzre
KoHTpaIIenrrrBHI4 [poAyKTr.r, uugygupaircu rnroKypoHlrAHoro ra cylr[arHoro My KoHrorr.rpaHe
orcla6nar HeroBI4Te e$exru. llo crulrzs Mexarrr43bM przQavnuqlrH HaMaJrflBa aHaJrrerr,rrrHr4rr My
eQexr. I]uuurIa4Iau HaM€IJIrBa roKcuirHocrra My u 3aavxaa aHaJrre3uf,Ta. llapaqerauoJr y.{bn)KaBa
uJTEI3MeHI{I rloJryxl{Bor Ha xlopaut}eHr,IKoJl rro nbrr Ha KoMrrerlrrr4BHoro norucKaHe Ha HefoBlrt
Nlera6onusrM rr BoAIt Ao rroBurrleH pI4cK or Mr,renoroKcr{.rHn eQerrz. E4HonpeueHHoro npvJroxeHr{e c
€InKoxoJr u xerlaroroKcrrrrHrr neKapcrBeHr,{ cpeAcrBa BoArr ,{o rroBr4rxeH prrcK or uepuo4po6Ho
yBpexAaHe, nopaAl.r cyMl4paHe Ha xenaroroKcr.rrrHoro AefigrBne u [oBlru]eHo o6pa:ynaHe na
xerlaroroKcrr.{eH ̂ aera6orzr Ha rrapaueraMon B pe3yJrrar Ha eH3r.rMHa r{HAyKrIr4r.

Augrlilcaruurarosa rucerHua
ExcuepnveHTuurHl AaHHrr rroxtrBar, ue r.r6ynpo$eH Mo)Ke ga uyxu6npa er[errrr Ha Hr,rcKa Ao3a
aIIerI,IJIcuuuqI4JIoBa KI4ceJIuHa Bbpxy rpou6oqraruara afperaqur, Koraro re ce npr{Jrarar
eAHoBpeMeHno. Buper<u roBa, nopa,4ll ofpaHr4ireHocrra Ha re3r,r AaHHI4, He Morar Aa ce HanpaBf,T
cI{rypHLI 3aKJrIoqeHI4rI Iz He ce [pueMa KJurHHqHoro 3Har{eHrre Ha ro3rr e$exr uo orHoIIIeHrre Ha
o6uqaiuoro npunoxeHr4e Ha lr6ynpo$eH.
llpIa eAuonpeMeHHa ynorpe6a Ha allgrrurcturrruuJroBa Kr4ceJrrrHa c Apyrr4 Hecrepor4AHr4 riporr4Bo-
Bb3[illlITeJrHI4 CpeACTBa, KOprr4KOqTepovAI4 vJrv rrJrKoxoJt ce rroBrrrrraBa pr{cKbT oT HacTbrrBaHe Ha
HexeJIaH[ et[erru or crpaHa Ha croMa[rHo-qpeBHrrtr TpaKT (ynqepaqlru, xtpneHe).
KoprurocrepollAnTe HaMa.JIrBar cepyMHr,rre Hr4Ba Ha arlerr4Jrc€url4rlrrJroBara Kr{ceJII,IHa. IIpu crnlrecrHa
ynorpe6a Ha aIIsrLilIcuIJII,Iq[noBa KI4ceJrr{Ha c rpou6olrartrrHLr rrpoAyKTr4 Karo aHTucrperrra3a,
crpenroKl,IHa3a, ypOKr{H€BU v AP. Ce yAbJrxaBa BpeMero Ha KbpBeHe u ce 3acuilBa prrcKa or
xeMopafrrr{. AqerlucalrauunoBara KrrceJrr4Ha Moxe Aa r43Mecrr4 xerlaprrHa, KyMaprlHoBr,rre I,I
I4HAaHAI'IOHOBI4 aHTI,IKO€[yJIaHTI4 OT CBbp3BaHerO r4M C nJra3MeHIITe npoTer4Hr4 V TaKA Aa noBrrrur{
HlIBoro rrM B [Jlit3Muta r4 pt4cKa or KbpBeHe. He ce [penopbrrBa cbBMecTHa yuorpe6a ua
arlerrLJlcurnuql4JroBa KIrceJrIdHa c aHTr{arperaHTz nopaAr4 rroBr4ueHrre Ha pncKa or KbpBeHe. Hsrcorz
npoAyKTrr xaro qe$zurocnoprrHoBl4 aHru6vIoruqLr r{ BaJrlpoeBa Kr4ceJrr,rHa Morar Aa npeAu3BqKar
xu[ouporpolra6uHelraul, a BaJlrlpoeBara Kr4ceJrrrHa uuxu6upa rporvr6oqurnara arperaqur.
Crnnrecruara I4M ynorpe6a c aqerzrcurJrr.{qr.rJroBa Kr.rceJruHa noBktrrraBa pr{cKa or KbpBeHe. Tr uoNe 4a
3acilrv xunorJIIIKeMvtsHvIt eSexr Ha op€uIHI,Ire cynQanra.nypeir.ru autugua6eryru cpeAcrBa, [opa,qr4
Koero ce H€IrIara KopeKIII4JI Ha Ao3ara r,rM lr noBrlrrreHo BHr4MaHne npu ra:lr rou6ra1a\vfl..
HarpuyperurrHrrtr e$exr Ha cnupoHoJraKToH HaMurflBa npu cbBMegrHa ynorpe6a c
aI{erI4JIcaIJIIrL(rLJroBa KI4ceJII4Ha. Ts naNrarqna 6r6petwun KtrrrpbHc Ha MerorpeKcar 14 TaKa Moxe Aa
rroBllluu fula:|MeHltre My KoHueHTpaqI,IH AO TOKC[rrHr,r, [OpaAr4 KoeTo He ce npenopbrrBa cbBMecrHara
Iau yuorpe6a. Aqerulcall{IltlrloBara KrrceJrrrHa orcna6sa eQerra Ha yprrKo3yprrqH]rre JreKapcrBeHr4
npoAyKTI{ (npo6eHeqr.r4, cynQutrruapa:on). E4HoBpeMeHHara ynorpe6a c a:aT:aar\v14, H2-6lorepu u
aHTI'IXoJII'IHepfrrqHu npoAyKTLr HaMaIJItBa pesop6quxra Ha aUerrrncaJrrrUuJroBa KrrceJrr4Ha,
(DeHo6ap6raraJl HaMaJrtBa eQerra Ha arleruncaJrr4rlrrJroBa KuceJrr,rHa nopaArd eH3r4MHa uHAyKrryfl vl
ycKopeHl'Ie na Nlgra6orl43Ma My. Aqerrarcarraqr4JroBara Kr,rceJrr{Ha HaMaJrrBa uepuo4po6nur KJrr{pbHc
Ha 3I'rAoByArlH, Karo ce noBIrluaBa plrcKa or roKcurrHocr. E4HonpeueuHoro [pzeMaHe c
TerpaIInKJrI'IHI4 Mo)I(e Aa AoBeAe 4o o6pa:ynane Ha Hepe3op6rapyeur.r KoMrrJreKcr4. Tora ngucKsa
r{HTepBzIJI or Hafi-ualxo l-3 qaca Me)I(Ay npueMa Ha pa3nuqHure JreKapcrBeHrr npoAyKTH.
E4HonpeuenHa AbJlrorpafiHa ynorpe6a Ha arlqrr4Jrc€IJrrzrlr{JroBa KrrceJlr{Ha c alreraMzHo$eu noauruana
crzrnuSuxanrHo pvcKa or HacrbnBaHe Ha aH€IJrreruuua uet[ponarut,6r,6petHo-[aurLJrapHa HeKpo3a.
IIpu e4HoapeMeHHa ynorpe6a c aHTr,rKoHByJrcaHTrr Karo xrrAaHToI,rH ce noBrlrxaBar rura3MeHqTe Hr4Ba
Ha nocJIeAHI{{, KaKTo n e$errlanHocrra My u/utu tor<cvqHocrra My, nopa"qu Koero e neo6xo4rzrua
KopeKIII4rI Ha .qo3ara Ha xI,IAaHTor{Ha. HyN4ure oT BHTaMI,IH K uorar Aa ce [oBHruar nplr narlueHTrI
nonyqaBarrlr4 BrrcoKH Ao314 arIeTr{JrCZIJrrrrIr4JroBa Krrcenr4Ha.

KoaeHH
vcltnsa ueHTp€rJrHo Aerrpecr{BHoro Aeftcrnlre Ha €rJrKoxota, 6ap6uryparnre,
cbHorBopHzre v ce4arurBHrr npoAyKru. vnorpe6ara sa MAO-unxu6HToprr



aHT[AerIpecaHTI4 3aeAHo c KoAeuH Mo]Ke Aa 3aculru B3arrMHo e0eKTure vM. EAHoBpeMeHHoro
npuJroxeHl',Ie Ha aHTrrxoJrI4HepruqHI,I cpeAcrBa c KoAer,rH Moxe Aa npeAr{3Br4Ka nap€urr,rruqeH r4Jreyc.

KodezH
roHuNana e0erra Ha cbHorBopHlrre npoAyKTH. 3acunsa eQerra Ha HecrepozAH'Te
npoTIrBOBb3rI€t rrr4TeJrHu.

4.6, Epeueunocr r KbpMeHe

Artznuz:re BerlecrBa, cbAbp)I(auru ce a AqeQezH Morar Aa ilpv.vr'nflT yBpe)r(AaHe Ha rrJroAa, aKo ce
rlpl{narar rlo BpeMe Ha 6peuenuocr. Te rpeMLIHaBar n uafiqunoro MJuKo. Ilopa4ra rona AqeSeun He
tp'.6na Aa ce Ilpu,Jrara rro BpeMe na 6peueHnocr rr B rrepr{oAa Ha KbpMeHe.

Ko4enn (r<rpnaene):
Halrqrmre .uaHHH He AaBar ocHoBaHHe 3a rrpeKparrBaHe Ha KbpMe'ero, BbrrpeKH qe HTIK'H or,nor'

:: -1T^':.11 i.I1iY"ro MrI'Ko u "**"-o*ll3ll^ Tf^l{ :-:6;;;; ;*;#';'"";;
KoAeHIra (noprraanHa CYP2D6 axrunHocr), KoruqecrBoro KoAer.tH, Koero ce u3JrbqBa B MzurrnHoro
ivlJltKo e MaJIKo 14 e Ao3o-3aBHcHMo. H.rrolt xeHn, o6aue ca ceprx6rpsn filsra6orlr3aropg rra Ko,aerHa.
lrpl{ Te3}I XeHI{ ce ycTaHoBflBaT [o-BHcoKI4 oT orIaKBaHI4Te HIrBa ua rrlopSran B cepyMa H KbpMaTa H
cborBerHo noreHul{€InHo OnacHo BLICOKH H|,IBa B TexHrrre KbpMaqera. Ilopaan roua, yno,rpe6ara aa
KOAeI,IH OT Kbplllar{K}rre Mo)Ke noreHu}TEIJIHO Aa npeAr,BBr,rKa cep[Io3Hn He)KeJra* p*nu* -"KbpMaqerara lpaona.u'a ce npeqeHn cborHollleHl4ero Ha pr,IcKbr npl't eKcnoHupaHe Ha Kbp"u"sautu
Ha KoAelIH u uoptpnH vper n,laft'ruHoro MJUIKo, cnpflMo norstare :a r"rafirarf ra 6e6gro. Maft*,rre
x3noJl3B{lJrl4 KoAeLH -rp_r6aa Aa 6bAar un$oprr,nrpauu Kora Aa rrorbpcrr crre[rHa MeAHq[Hcr(a rroMorrr

:"::3I:1T1| 
Oerernre Ha roxo'FlHosr npl4 KbpMaqerar4 Karo cbHrr{Bocr rrrrw cera\nn,

3arpyAHeHO oo3aeHe, HapyrxeHr,rr B Ar,rrrJaHero !r orcna6saHe Ha Hraca.

4.7. EQercru Bbpxy cnoco6Hocrra sa'roenpaHe H paOora c MarrrrHr.r

Aqe$elru Moxe Aa [oBnl4te Ha ueHTpaJIHara HepBHa cucreMa rr Aa [poMeHr{ ceH3opHo-MaropHr{Te
peaKIII'IH' rlopaAlr Koero rlo BpeMe Ha reqeHlle c ro3r.r [poAyKT e npenopbrrrrrenHo .qa ue ce uoSrapa z
pa6orra c MarrrrrHl{ I,LJII4 ToBa Aa ctaBa c rIoBI,IureHo BHI{MaHI4e.

4.8. Hexe.irann Jrer(apcrBeH[ peaKrlurl

Hafi-'{ecro ca BpeMeHHI4 u or3ByqaBar npl{ cnrrpaHe Ha JreqeH[ero. llpz H{KoIr naqueHTr4 Morar.rla ce
Ha6rrcnaaar:

Hopyaneuta Ha wvtyHHama cucmeMq
cBpbxqyBcTBvTeJrHOCT: npypt4Tyc, ypTnKApufl,,
KaraHxe.

rroBl{rrreH pr4cK or aua$unaxcut, peaKrlr{rr Ha
npoBoKr4paHe Ha 6poHxocrra3bM, Arrc[Her. eaeM Ha

Cmou4aumo4peeHu HapweHln - cyxora B ycrara, Kr4ceJrr4Hr{, AualerrcLrfl) enl4racrpurJlHa 6onxa,
aHopeKcr{t, fz4eHe' noBpbulaHe, o6crunaqua vlvl Avapufl. xenaroroKcrrrrHocr (nosumeuze Ha
TpaHcaMl{Ha3vre' ToKcvqen xeuarnr), croMaIrIHI,I r{ AyoAeHa.JrHr4 yJrrleparlul{, KbpBeHe or racrpo-
u HTecru HaJr H r,rr rpaKT (oxyrrH r.r KpbBoH3JI X B r,I. XeMareMe34 Ueleua).

Hapyutewua Hq Hep'Hqme cucme^a - Hapy[reH[e Ha cbHfl., HapyrxeHr,e Ha KoopAr4H arrvrflTa, TpeMop,
necnorofrcrsue, pa3Apa3Hr4TeJrHocr, rnaeo6orue [prr Br,rcoKlr Ao3r,I.

copdevuu HapyueH,fl - nalnurarlulr, xrrrloroHl,Ifl,TaxvKaprufl. eKcrpacucronr4q.

Hapynaeuun ua 6z,6pequme u nuKouHume nbmuu4a - nprz rrpoAbnxzTeJreH nprreM Ha Br4coKrr Ao3u eB:b3Mox(Ho HaMaJItBaHe ua 6t6pevHara $yHxqna (oco6eno npu 6oluz c upeABapr4TeJrHo yBpe.qeHa
raxana) rr B eArrHr{rrHvr cny-rrav nanunapHa Hexpo3a,



Hapyweuun Hq Kpbnma u nuuQuama cucmeMa - rpou6oqr4TolleHrrf, yAlJrxaBane Ha
nporpou6uuoBoro BpeMe, rloBrrlueHa cKJroHHocr xbM xbpBeHe (enucrarccvc, KbpBeHe Ha BeHrIr4Te,
nypnypa), xeMornTr{rrHa aHeMr4r.

4.9. Ilpe4o:upane

flpll upe4ou{paHe Morar Aa ce norBrr HrKor4 or cJre,qHr{Te cuMrrroMn: llorucr<ane Ha rlaHTpiuHara
HepBHa cllcreMa Id3pa3eHo cbc 3aMarHocr, cbHJItIBoct, 3a6auHe Ha peaKIILIrrre, TaxvKap4lzln,
xl4rloToHl4t, MeJIeH4 nOTI{CKaHe Ha AIIIIIaHeTO, r'bprloBe, peCnI4paTOpeH 14 cbp.4eqeH apecT, KoMa.

llpu na6nro4aBaHe Ha Hf,KoI4 or crrMrrroMlrre Ha npeAo3r.rpaHe e Heo6xo4uvo ,qa ce npeKparpr rrpr4eMa
HA TIPOAYKTA, TA CE HANPABI{ CTOMAIUCH JIAB€DK 14 AA AE HA3HAIIAT AKTUBCH BbrJICH II CIIMITOMATTTqHI4
cpeAcrBa. .{o usnrvnaue or opraHrr:ua rpa6na Aa ce noA.qbpx{a aAeKBarua 6elo4po6Ha BeHTr4JrarIr4{
u cra6wlga xeMoAlrHaMI{Ka.

Ilpe.uosr,rpaHe Ha napauerar\,ror
Cuunmouu
flpll 4oau sal 7.5 g cbulecrByBa pzcK or xerrarErJrHa yBpeAa r4 noreHrluruua vepno4po6Ha
HeAOCTaTbT{HOCT 14 CMbpT.

Jfeqeuue
flpunaraHe Ha aHTI4AoraN-acetylcysteine e e$exulBHo r{ rpx6naAa ce 3anoqne nega6anuo, Aoprr14
rrpv nvnca Ha ocTpa cnMrrToMarrrKa.

5. OAPMAKOJIOI}IIIHI,I CBOfrCTBA

5.1. OaprvrarcoguHaMnqHll cnoftcrBa

ATC roa N02BA 5l

Kou6uuupau npo.qyKT c v3pa3eHo aHulJrrerrrrrHo, aHTu[[pernrrHo u no-cra6o r43pa3eHo
nporllBoBb3naJrureJlHo Aeftcrsue. Kou6uHrapauero Ha aHzrrrrerr4qr,rre noMex(Ay uM u a Apyrr4Te
JreKapcrBeHI{ CbCTaBKI,I B rIpOAyKTa OT eAHa CTpaHa yBerr{qaBa cunara Ha aHaJrre3r,rrra" Karo BKrroqBa
p€l3rnqHl4 MexaHLI3Mrr ua 4eEcrnrae rr or Apyra peAyqr,rpa HelKeJraHr4Te neKapcrBeHrr eQerru r,r
HaMarItBa oIIacHOCT'ra OT Cb3AaBaHe Ha 3aBrrcrrMocT rropaAl4 r43rroJr3BaHe Ha UO-HrrCKr4 Ao3tr B
rcou6unauuxra.

llapaqerauon u aIIerLLJrc€uII4IrrlnoBa Kr4ceJrr,rHa B cbcraBa ua Aqe$eun oKa3Bar ocHoBHo aHaJrrerr.rrrHo
r4 arrrrrlluperuqHo AeucrBrre, cBbp3aHo c ArrpeKrHo lrHxu6rapaHe Ha eH3r{Ma rlr,rKjrooKcrrre1aga v
HaMarItBaHe o6pa^:yrauero Ha rlpeKypcopr{ Ha rrposrarJraHAkrlrr v rpou6orcaHz or apixr.rAoHoBara
KI4cenLIHa B Mtcroro Ha Bb3[ilJreHr4ero, grraMyJrupaHe orAeJr{Hero Ha 6era-engop$r4Hll, rrorlcKaHe
cI4HTe3a Ha eHAofeHHI'I tUIroreHL, noHI,IXaBaHe npara Ha nm6y4IltuocT B TzuraMyca u [poBe)KAaHero
Ha 6onKoBI4 eKsrepo- lI I4HTepoqerITrrBHr4 nMrryJrct{ n I{HC, Brrr4flHlre Bbpxy xunoraJraMyca rr
Qoprraupauero Ha eHAoreHHr.r iluporeHr4.

ErcuepuueuraJrHtl AaHHrr rroKa3Bar, .re rz6ynpo$eH Moxe ga uuxn6upa e$errur Ha HucKa Ao3a
aIIerlrncaJIzIII4JIoBa KneerruHa Bbpxy rpona6oqlrurara afpefauut, Koraro re ce rrpvnarar
e.qHoBpeMeHHO.
flpu e4no rpoyqBane, B Kogro eAHoKparHa Ao3a or 400 mg lr6ylpo(pen e npr{eMaHa n pauxure na 8
qacanpeAl'I wlvHa 30 uuHyrla cneA acnr{prrH c 6lpro ocao6oxganaHe B Ao3a 8l mg, e ycraHoBeHo
HaMarItBaHe ua eQerra Ha allerrlJrczull{Itrr4JroBara KrrceJrr{Ha Bbpxy SopuupaHero Ha rpou6oKcaH r,r
rpou6oqzrHara afperaunx. Bupern roBa, nopaAu orpaHurreHocrra Ha re3u AaHHH I,I HeroqHocrra
npl4 T{xHoTo eKcrparloJrl4paHe Bbpxy KJIIIHTTqHLITe e(femu, He MoraT Aa ce HanpaBrT crrrypHrr
3aKJIK)lIeHlIfl I{ He Ce npl{eMa KJrrIHI{IIHOTO 3HarreHrre Ha To3rr e$exr lo oTHorueHl4e na o6r.rqafinoro
rrpr,rJroxeHre ua u6ynpo$eu.



Ko$euutr HaM[urflBa uaso6orzgro B pe3yJlTar Ha cBlrBaHe Ha Mo3bqHnre cbAoBe r4 H€rM€lJrrBaHe HaBbrpeMo3btlHoro HulJltraHe, [peoAoJrtBa c rclxocrl4MyJllrpauloro cra Aefictnne Aelpecr4BHrare e(pexruHa Apyrzre cbcraBKrl' Tofi ynecHaBa npoHI,IKBaHero Ha aHaJrreTurlr4Te npe: KpbBHo-Mo3bqHara6apuepal{ npeAn€BBa or pa3BrITI4e Ha KoJrarrc, xaro ars6yx.{a cbAoABrrr-areJrHrry rIeHTbp.

Ko'4ezH Soc$ar oKa3Ba IIeHTpuuIHo aH€ulrgrurrHo a ceAaruBHo 4eficrnue u rroreHrtrHpa aHaJrrerr4rrHrrrreQerr ua [apaIIeraMoJI I'I allerrLJrcanvrlzJroBa KuceJrr4Ha. llorzcr<a eMorlnoHilJrHara KoMloHeHTa Ha6olxara H rlpoBexAaHero Ha 6onrosure vMrryJrcn B rleHTpanHara HepBHa crrcreMa. llpurexaaa urcpa3eH aHTr4TycrrBeH eSem.

5.2. (DapuarcornHerrrrrHrr cnoficrsa

orAelnzre cbcraBK' ua xou6uHaqr4tra ce p*op6npar 6rp:o lz BbB Bt4coKa creneH B croMarrrHo-qpeBHI'Ifl TpaKT' Cntparar ce cna6o c ruIiBMeHI4Te nporeuHrr. rlperupnrBar orHocr{Teruro 6rpsMgra6onrasrM rJIaBHo B qepHlrt Apo6. Ercxperr4par ce rJraBHo c ypr4Hara no4 eopnaara uaN.rera6orvr{.

Cleg nepopalHo nprlJronreHlre Ha naparleraMoJr, MaKcr4MaJrHrr
go 2 uaca. Tofi ce nasra6olu:upa rJraBHo n uepuur 4po6,
cyrSarHu cbeAzHeHprr.

AqerrutcaluqvJloBara KI'IceJIlrHa ce prrnpeAela 6rpao BbB Bcr4trKrr rbKaHr{ r.{ TeJrecHu rerrHocrl4.llperrauHaaa JrecHo xeMaroeHueQzuruari Lr lnaueHrapHa 6apuepa. Marczuarua nna3MeHaKoHIIeHTpaquf, ce [ocrr.rra Me)r(,qy l-su u 2_pu uac cJre.u eAHoKpareH rrepopa.JreH nprreM. Ty2 HAauerl4JlczlJrl'lurLJroBara KrrceJlrrHa - I 5 ao 20 uuw; Ha cuwr\wxrcBara KlrceJrrr na * 2-20 r, u ,uu"""ro"1
or Ao3ara.

Ko$eIaH npeMI4HaBa nra Svralnoro KpbBoo6paulenue u ce eKc*perr4par c uarqnuoro Mnr1o.Herosum rrJTa3MeH rroJry)Kr,rBor e 3-6 qaci.
llolyNnnorur Ha KoAeuHa e 3-4.raaa.

5.3. Ilpegx.tunurrHrlAaHHrr:a 6egonacHocr

Hxnra 4annu 3a cpeAHara Jrer€InHa Ao3a Ha xou6ranauu.sra.

Ilapaqemauoa
LD5e 3a napalleraMoJl uplr rpI'rJIo)KeHHe nep oc 3a MHIITKI{ e 566-833 mglkg r.M., a LDIro 3a nnbxoBe
e 2766-3624 mdkg r.u. llpone4eno -"p-onouarqa6uo npoyqBaHe rroKa3Ba, qe rapaqeraMoJr Hf,Ma
TeparoreHHo 4eficrrue npu )r(eHr.r.

A4emuncanuquronama KuceruHct e cna6o roKor4qHa.
LD5e npu nepopiurHo nprLJIo)I(eHne: npl{ rurbxoB e - 200 mdkg; rprr MrrrxKr, - 250 mg/kg; npq Kyr{Era- 700 mglkg; lpuzafisu - l0t0 mgkg.
LD56 npv uHrpanepl4ToHeilIHo [prIJIoxeHI{e: nprr MI4IITKI4 - 167 mg/kg; rpr4 rrnbxoBe - 340 mg/kg.
LD5s rpu I,IHrpaBeHo3Ho npr{noxeHze: rpu oy"".u - 6gl mg/kg.

KoSteuu

l-D5e sa xo$ezH npr4 repop{urHo rrpunoxeHrre Ha MLrrrrKrr e 350 mg/kg r.u.
Ko$euurr, B MHoro no-BlacoKt4 KoHltreHTparlr4t4 or re3r,r s reqe6Hure Ao3v Lr p€BnuqHATe HarrrzrKrd
npe'{H3BlIKBa xpoMo3oMHrr a6epa4uu, KaKTo B TIKaHHH KyJrrypt4 Ha pacrurerHLl KJrgrKn, TaKa u BKJrsrKr{ sa 6o:arZnuIII4 I{ Bbpxy MnKpoopraHrzguz. Brn BrrcoKr4 Ao3r.r y rpv1aqv roSezHrr eTeparoreHeH' {anuure [pI4 xopa o6aqe noxa:Bar, qe rorpezHrr He e Myrafeuen. BpeuenHvr )Ke1vr,
Kot'ITo rloeMar AHeBHo [oBerre or 600 mg xo$euH qrpaAar rroBeqe or cloHTaHHt i6opr^, MbprBopoAeHLr r{ [pexAeBpeMeHHrZ p€rxAaHH{.

IIJra3MeHLr KOHrIeHlpaqI{u ce AocTr{raT
Karo ce o6pa-:ynar urroKypoHvnr{ rd



IIpv c€rJrMoHera, Basc test
He froKa3BaT M)'TarcHeH

Hq\aa AaHHL{ u He ca npoBeAeHr{ go6pe KoHTpoJrzpaHrz npoyrrBaHr4rr 3a roKcurrHocr ua rou6lr Har\wrrarpu xopa.

Hrr'ra 4annn 3a KaHrlepo f eHHocr na xoru6nHarl urr a u orAeJlHrrre cbaraBKu.

6. oAPMAIIEBTI,ITTHTI AAHHI{

6.1. Cnucnrc Ha rroMorrlHr{Te BeruecrBa

I-{enynoa4 Mr4KpoKpnsrrrJrHa
I-{apenuuuo Hrrrlecre
Kpocnoua4oH
Harpzen creapun$yuapar
llonu4oH
Cwtuguen ArroKcr,rA, KoJroHIeH 6e:ao4eu

6.2. HecrnlrecruMocrrr

He ca ragsecrHu.

6.3. Cpox Ha roAHocr

2 /lse/ roAr{Hlt or AaraTa Ha npor43Bo.qcrBo.

6.4. Cnequa;rnu ycroBuq Ha cbxpaHeHrre

IIpn reurep atypa noa 25o C.
,{a ce ctxpauaBa Ha Mrlcro, HeAocrbrrHo 3a Aeqa.

6.5. ,{aHHr.l 3a orraKoBKara

llo 5 z l0 ra6lerxu ce orraKoBar 6nucrep.

2 u 4 6ruqepa no 5 ra6nerxrz B orraKoBKa

I n26nucrepa no l0 ra6nsrrra B onaKoBKa.

l0 u20 ra6nerr<n B crbKneHa 6aHra. EAna 6aura B onaKoBKa.

l0 u 20 ra6le:rxu B noJrr{nponrrJreHoBa 6aura. E4Ha 6aHxa B orraKoBKa.

6.6. CnequalHra rrpeAla3Hu MepKrr nprr r.t3xBbpJrflHe

Hanra cneqz arnvr Lr3vrc KB arrprfl

7. TIPIITE}KATEJI HA PA3PEIIIEHUETO 34 YTIOTPEEA

"Axranzc" EAr{
yr. "Aranac.{yxon" Nl 29
1407 Cofut,Brtrapux

Azctegnanut na xona6rauauuflTa Ha
rlplt Apo3o0ura v Micronucleus
[oTeHUu€tII.

Paracetamol ra Codein.rpe: Ames test
test upu KocreH Mo3:bK Ha Mr4ruKt4

8. PETI4CTPATIIIOHEH HOMEP



Reg. J',t!: 20030114

AATA HA IIbPBO PA3PEIIIABAHE 3A YTIOTPEEA
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10. AATA HA AKTyAJTT{3r,rPAHE HA TEKCTA

@enpyapz 20lt r.


