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KPATKA XAPAKTEPHUCTHKA HA TPOAYKTA

B . L
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1. HME HA JEKAPCTBEHHSA ITPOAYKT

THproscko HaHMCHOBAHHE

Nicorette Icemint 2 mg, medicated chewing gums
Hukoper AMCMHHT 2 mg, Je4eOHH AbBKA

Nicorette [cemint 4 mg, medicated chewing gums
Huxoper AiicMUHT 4 mg, ne4eOHH IbBKa

MeXKIYHAPOAHO HENATEHTHO HME
Huxotus (ricotine)

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

2 mg: Enna xeBKa ChABPXKa 2 Mg HUKOTHH (KaTO HUKOTHHOB pe3uHaT-koMILIeKe 20%).
4 mg: Enua abBKa ChABPKA 4 Mg HUKOTHH (KaTO0 HUKOTHHOB PE3HHAT-KOMILICKC 20%).

3a MBJIHKS CIMCHK HA MOMOIIHUTE BENICCTBA, BHUXK TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

JleueOHa XBBKA.
2 mg: 6ana 0OBHUTA KBaJpaTHA bBKA C Pa3MEPH OKOJIO 15x 15 x 6 mm.
4 mg: cBETN0-XDBITCHHKABA KBaJpaTHA IbBKa ¢ pa3sMEpH OKOJIO 15x 15 x 6 mm.

4. KJIMHUYHHU JAHHH

4.1. TepaneBTrHYHH NOKA3ZAHHA

3a nmeueHHe Ha TIOTIOHEBA 3aBHCHMOCT upe3 ofnekyaBaHe Ha HWKOTHHOBMA TJai M
CUMITTOMUTE HA OTHEMaHe, KAT0 N0 TO3H HAYHH
. yllecHsBa MPEYCTAHOBABAHETO Ha MyIIEHETO MpH Mylnath, MOTHBHpaHH Ja

CTIpaT LUIapHUTe.
. [lOMara Ha Mylla4yHTe BPEMEHHO Ja ce BBE3IbpkaT OT HyHICHE.
e  ylecHABA HAMAJSBAHETO HA MYLIEHETO MpH MyLIAwH, KOMTO HE MOIAT WIH HE

JKeJIaAT Ja c€ OTKAXKaT




4.2 JosHpoBka H METOA HA MPHJIOKECHHE
leya u wonowy

Hukoper neueOHN IBBKH HE TPAOBa Aa e MpUnarat NpH JiMia HoA 18-roayiHa BB3pacT
6e3 Mpenopbka OT MEAMUHHCKH creuyanuct. OnUTeT ¢ JICHEHHE Ha Tast BHE3PAcTOBA

rpyna ¢ HukopeT ie4edHu ABBKH € OTPaHH'ICH.

Bvapacmuu u nayuesmu ¢ cmapuecka sbpacm

HauanHata [O3HpoBKa TpsAbBa jJa c¢€ onpeaead HHAMBHAYalHO Bb3 OCHOBa Ha
HUKOTHHOBATA 3aBUCHMOCT Ha nauenTa. OOMKHOBEHO 8-12 IBBKW AHEBHO ¢ MOAXOAAMIOTO
KONKYECTBO HA AKTHBHOTO BEINECTBO €4 NOCTATHbYHH. [Tymayx ¢ HUCKa 3aBHCHMOCT (Tect
pHa Fagerstrbm 3a HHKOTHMHOBA 33BHCHMOCT (FTND) < 6 unM myumeHe Ha < 20 umrapu
AHEBHO) TpsAOBa Ja 3aMovHaT JE€YCHHETO C ABBKA OT 2 mg, a nymayure ¢ BHCOKa
3aBHCHMOCT Tp40Ba Ja NoJjy4YaT HayalHa 103a OT 4 mg. He tpaOBa na ce U3MOJISBAT NOBEYC
oT 24 OTBBKH JHEBHO.

Ipexpamseane Ha MIOMIGHONYUEHEMO

JIBBKUMTE CE€ H3MON3BaT HaH-MalKo 3 Mecela. Cnen ToBa TpaGBa Ja ce 3amMnoYHe
nocTeNeHHO Oa OTKasBaHe oT Lurapure. Jleuenwero TpsbBa Ja crmpe, KOraro
n03aTa ¢& HamMauk a0 1-2 JBBKH JHEBHO.

Bpemenno ev30vpxcane om mioOmiOHONYWERE

JIbBKaTa C€ H3MOJ3Ba B MNEPHOAMTE HAa BB3ABPKAHE OT TIOTIOHOMYIIICHE,
HATIpUMEpP B MECTaTa, B KOHTO HC cC MYIIH, HIlH B JIpYTM CHTYalVH, KOraro

uckaTe Aa n3berseTe nyleHeTo, a MMare XeNaHue a nymure.
Hamanernue Ha momiiOHORYUEHEMO

Usnon3paliTe ABBKATA MEXKIAY OTACAHMTE MYLUEHHA, KOraTo HMaTe Kenasue 3a
nyLIeHe, 3a J1a yAbDKHTEe HHTCPBAJIUTE Oe3 uurapH 4 ¢ HaMepeHHUe Aa HaMAJINTC
MyLLIEHETO KOJIKOTO € BB3MOXHO. Ao cien 6 cegMHUA He € TOCTUTHATO
HAMaJBAHE HA 6pOA Ha IMrapuTe, TPAGBA Aa ce MOTBPCH CHBET OT CHCLHAIACT.

OnuT 33 OTKa3BaHe OT TIOTIOHONYyIIeHe TpAOBa Ja HanmpaBHTE BeIHara, KOraro
ce MOYYBCTBaTe rOTOBH, HO HE MO-KbCHO OT 6 Mecela cic HayanoTo Ha
nedeHreTo. AKO He € Bb3MOKHO Ja e HanpaBH CEpHO3EH ONMT 34 OTKA3BAHE OT
TIOTIOHONYIICHE A0 9 Mecena CNE] HavyaloTo Ha JIEYCHHETO, Torasa TpabBa Ja
ce NOTHBPCH CHBET HA CIICLIHAIIUCT.

Korato ce MpaBH OITHT 3a OTKa3BaHe OT TIOTHOHOMYIICHE, MOXKE Ad ce crasBar
FOPHHUTE YKA3aHHA.




PeosHa yrioTpefa Ha ABBKMTE MoBeye oT 12 mecewa OOMKHOBEHO He Ce NPENophHBA.
Hskou GHBIIM MyLIaYH MOXKE Ja MMAT HYKIa OT HO-NPOABIKUTENHO ACHCHHE C IbBKa, 34
14 W36erHat MoJHOBABAHETO Ha MymieHeTo. OCTaHANNTE U3JTMINHH IbBKH TpadBa Ja ce

3aMa3AaT, Thil KATO MOJKE BHE3aIHO Ja Ce MOABH XKEJIAHUE 32 ITyLICHE.
CsBeT U NOAAPEKKA OOMKHOBEHO YBeNTHYaBaT ycnexa.
4.3 IIporMBONOKA3AHHA

CBpBXUyBCTBHTENHOCT KbM HAKOSA OT CECTABKHTE Ha NBBKATA.

4.4 CnenHaJHH NpeaynpexIeHHA H Npeana3sHH MEPKH NpH ynorpeda

[Iylma4uTe, KOUTO HOCAT 3B0HH MPOTE3H, MOXE Aa ca 3aTPYNHCHH TpH THBKAHETO Ha
Hukoper AbBKM. JbBKATa MOJXKE 14 3allelHE KbM MNPOTE3HTE H B PEIKM Clydan MOXe Aa

r'H YBpPEAH.

Hukoper AbBKM TpAGBa Ja ce M3MON3BAT CaMo CIEA KOHCYNTaluA C Jiekap mpH HAKOH
MAUMEHTH CBC CHPACYHO-CHAOBH 3aCoNfABaHUsA: JUL@, KOMTO C€a HMMAH CCPHOSHO
CBPJCYHO-CHAOBO CHOMTHE WM ca OunM NpUETH B GOMHKLA CBC CHPACYHO-CHIOBH
OIUIAKBAHHA TIpe3 npeiulecTBalnyTe 4 ceaMMUM (HANp. HHCYNT, MHOKapacH MH(pAPKT,
HecTabMJIHA CTEHOKApAWsA, ChpAeYHA apuTMus, Oaimac Ha KopoHapHa apTepnd H
aHTHOTLIACTHKA) WX JINLA ¢ HEKOHTPOJHpaHa XUIICPTOHHA.

HukopeT AbBKH Tpi0Ba Jia ce MpUiarar NpeanasiuBo NpH ManueHTH © TEKKO/YMEPEHO
uepHOAPOGHO yBpekaaHe, TexXKo ObOpeuHO YBpEXHaHe, aKTHBHA NyoJeHallHa MIH
CTOMAIIIHA S3BA.

HUKOTMHBT, HE3aBHCHMO JaJi KIBA OT MPOJAYKTH, 3aMECTHTEIM Ha HHKOTHHA, WIH TIpH
MymieHe, NpeAN3BHKBa ocBo0oXIaBaHE Ha KaTeXOJaMHUHM  OT MeayJiata Ha
HanOeGpeynaTa knesa. [lopaau ToBa, HukopeT AbBKHE Tpa6Ba CHILO A2 C€ MpHIaraT
MpeanasiiBo M NpY  NAalMeHTH ¢ HEKOHTPORHPaH XUMEPTHPEOHANUIBM  HIIH

$eoXpOMOLITOM.

[aLMeHTH Che 3axapeH JuabeT MoXe Ja e HYKIAAT OT MO-HHCKM A03K RHCYIIMH 0Pt
MpeyCTaHOBABAHE HA MYLUIEHETO.

Haxon mnorpeburend MOXE Ja MNpOABDKAT A2 H3MNOJI3BAT Huxoper ABBKH CleA
MpenopbuBaHua MEPHOA Ha JieYeHHe, HO NOTCHUHAIHHAT pUCK OT NpoABKUTENHATA
ynoTpe6a e fajed no-MajibK OT pHCKa, CBBP3aH ¢ NNOJHOBABAHE HA TIOTIOHOMYLIEHETO.




4.5 BiaumoaelicTBHe ¢ JpPYrH JeKapcTBeHH MNPOIYKTH H Ipyrn dopmMH HaA
B3aHMOCHCTBHE

[TymeHero (HO HE HHKOTHHET) € CBBP3aHO ¢ NMOBUIIABAHE HA akTBHOCTTa HAa CYPIAZ
Ciel NpeyCTAHOBABAHE HA MYIICHETO MOXE Ja BH3HHKHC MOHMKCHHE Hd KAYMpbHCA Ha
cyGcTpaTuTe Ha TO31 €H3MM. ToBa MOXeE /1a ROBE/e IO NIOBHINIABAHE HA na3MeHUTe HHBA
HA HAKOM JEKAPCTBEHH MPOAYKTH C MOTEHLMANHO KIHHMYHO 3HAYEHUE NPH NMPOAYKTH €
TeCeH TepareBTHUEH po30pell, Hanp. TeoHUIHH, TAKPUH, KIO3ANHH U POMHHHPOIL.

[L1a3MeHUTE KOHIIEHTpaLHd Ha ApYrH JeKapcTsa, 4acTU4HO MeTabonu3upallid ce OT
CYPIA2, Hanp. MMHTIPAMUH, OJIAH3AIMMH, KIOMBIPaMAH H QIYBOKCAMHH, MOXE CDHIIO
12 ce MOBHIUAT NPH [PEKPaTsABaHe Ha IYLIEHETO, BBIPEKH 1€ HAMA JaHHU B IIoAkpena Ha
TOBAa M EBEHTYAJTHOTO KJIHMHWYHO 3HAYCHHC Ha TO3H edekT 3a Te3u JeKapcTea €
HEeW3BECTHO.

OrpaHM4YeHd AaHHM TOKA3BaT, Yye MeTabOoNU3MET HA (pnekanHUA K TEHTa30LHH MOXE
chLUO A4 ce MHAYLHpa OT MYyIISHETO.

4.6 DBpeMeHHOCT H KbpPMCHE

HukOTHHBT MpeMHHaBa B [UIOJa M 3acAra [HXaTCIHMTE My ABHKEHUA H
kpbBoOOpalneHueTo. EdekTpT  BBPXY KppBOOOpAILEHHETO 3aBHCH OT  A034Ta.
TIOTIOHONYIIEHETO MOXXE CEPHO3HO [a YBPE/H IUIOAd HIIH KbpMaYeTo M TpsAbdBa Ja <€
npeycTaHOBH. DpeMEHHHTE WM KBPMEIIUTC MyIIatiKH Tpa6ea xa nonssar Hukoper
IBBKH caMO c¢Je) KOHCynTauus ¢ MEIHLHMHCKH CICHHAINCT. PuckeT 3a njoza OT
HukopeT IbBKH HE € HaIBJIHO W3BecTeH. Ilos3ara oT HUKOTHHOBA 3aMECTHTENHA Tepanud
npH GpeMEHHM KEHH, KOHTO HE MOTaT a €€ BB3AbpXKAT OT MyLICHE 6e3 TaKkoBa JICUEHHE,
3HAUUTENHO NMPEBHINIaBa PHCKA OT NPOJbKABAHE Ha MyLMCHETO.

HUKOTHHBT NPEMMHABA B KbpMara B MAalKH KOJHYECTBA, KOMTO MOME fa 3acCrHat
KbPMayeTo JIOpH B TEpaneBTHYHH LO3H. 33 1a c€ HaManH €KCNo3uliuiTa Ha AeTETO,
Hukoper XbBKH TpAGBa Aa ce H3TION3BAT HEMOCPEACTBEHO CIIC/L KhPMEHC.

4.7 EdexTH BLpXy cniocoGHOCTTA 32 WodHpaHe U paGoTa ¢ MaIIHHH

Hukoper ABBKM He OKasBaT edekrT Wid HMaT HESHAUHTCIHO BIMAHUE BBPXY
criocoGHOCTTA 32 wodHpane UM padboTa ¢ MallMHH.

4.8 Hexenauu epeKTH

Huxoper ABBKH MOXE Ja NPeIH3BUKAT HEXENAHH PCaKiuy, noao0HK Ha TE3H, CBBP3aHH
¢ HWKOTHH, NIPUIOKEH 110 APYT HaunH. Te ca NpEAUMHO 1030-3aBHCHMU.

NBEPBHUTE 3-4 CEIMULH CJIE/ HAYAJIOTO Ha JICHCHHCTO.




HskoM CHMITOMH, Karo 3aMaiiBade, rnapobonue n 6e3CbHHE, MOXKE /1a Ca CBbp3aHH Ol
CUMITOMUTE Ha OTHeMaHe, UPHApYXKABalld Bb3ABPXKAHETO OT IIyIICHE. Cnen
BBE3XBPXKAHE OT MyLICHe MOXe a ce Habyrojapa MOBUUICHA Y€CTOTA Ha aTO3HH A3BMU.
[TpuYHHHO-CIEACTBEHATA BPB3Ka € HEACHA.

JIsBKATa MO3KE Ja 3ajenHe 3a 350HUTe MPOTE3H U B PEJIKH Ciiy4aH Jia ' yBpEH.

Muoro yectH (>1/10); wectu (> 1/100, <1/10); HeyecTH (>>1/1 000, < 1/100); peaxu
(>1/10 000, < 1/1 000); muoro peaku (<1/10 000), BKIHOYHTEIHO OTACITHH CcHOOIICHHUA

Hapymenus Ha HepBHaTa CHCTEMAL! MHoro yecTH: raaBobosHe
YecTu: 3aMalBaHe

ChpacuHH HApYLICHU: HeuecTH: cbpLicOHEHE
Muoro peakud: o00paTiMO MPEACHPAHO
MBKACHE

CTOMAIIHO-YPEeBHY HApYILICHHA: Mnoro YecTH: CromalllHO-4pEeBEH

puckom$opT, XBJILAHE, TAACHE
YecTH: HOBPHILAHE

Hapymenus Ha KOXaTa M NIOAKOXHATA HeuecTu: epuTeMa, ypTUKapus

ThKaH:

OOy HApYILIECHUR K Muaoro 4ectH: Dboak@ B ycrara HIH

edeKTH Ha MACTOTO Ha repiAoTO, OONKa B JBBKATCTHHTE MYCKYJIH

MPHJIOKEHHE: Pexu: ANepruyHy peakluy, BKIIOYHTCIHO
aHTHOEEM

4.9 Ilpeno3upane

[IpexoMepHaTa ynorpeGa Ha HHKOTHMH, HE3aBHCHMO jiaiy € OT 3aMECTBalti NPOAYKTH
WA OT MyIIEeHe, MOoXe Ja NPEeNu3BHKa CHMNTOMH Ha MPEN03HpaHC. PrcksT OT
OTpaBfAHE B PE3YNTAT OT NOCNIBLIAHE HA AbBKATA € MHOTO MAITBK, TBH KAaTo pe3opouusiTa
IpH JIMIICA HA ABBYEHe € GABHA M HEIbJIHA.

CHMITTOMHTE Ha TNpejo3UpaHe ca CHMIOTOMH Ha OCTPO HMKOTHHOBO OTpaBsihc H
BKJIIOUBAT rajieHe, CNIOHOOTAENIHe, KopeMHa OOsiKa, AMapHsi, U3IIOTABAHE, raapodosye,
samalipaHe, HapyweH CIyXx W noadepraHa cnaboct. Ilpu BMCOKM A03H Te3H CHMITTOMH
MOXEe Ia c€ MOCJHeABaT OT XHIIOTEH3usA, ciab M HEPUTMHUYCH MYJIC, 3aTPYIHCHHA B
TMIIAHETO, TPOCTpalys, LHPKYIATOPEH KOJIANC H reHepaTH3MPaHH reptioBe.

03 HHKOTHH, KOMTO C€ MIOHACAT OT BB3PAaCTHH MyINa4M 10 BpEME HA JIEHCHHUCTO, MOXE
[l MpeIM3BHKAT TEXKH CHMITOMH Ha OTpaBsHe NPH MAJIKH €11, KaTo MOXKE Ja OOBEJaT
IO CMBPT.




Jevenue na npedosupatemo

[IpuN0XKEHHETO Ha HUKOTHH TpA0Ba Ja ce Cupe He3a0aBHO M TAuHMEHTHTE TpAOBa ja ce
JeKyBaT CHMITOMATHYHO. AKTHBHP2HMAT BBIJIEH HaMalsBa CTOMALIHO-YPEBHATA
pe3opbuua Ha HHKOTHHA. |

5, GAPMAKOJOIrMYHHA CBOUCTBA

5.1, @®apMakoAHHAMHYHH CBOHCTBA

dapMako-TepaneBTHYHA rpyna: IeKapcTBa, U3IoA3BaHH NP HHKOTHHOBA 3aBUCHMOCT
ATC xon: NO7BAOI

BHe3amHoTO NpeKbCBaye Ha yroTpebaTa Ha TIOTIOHEBH MPOAYKTH Cle] NPOABLIDKHTEIICH
fepyoz, Ha eKeAHeBHa ynoTpeba MoxKe Aa AoBeAE N0 XapaKTEPHATE CHMITTOMH Hd
OTHEMAHE, BK/IFOYHTENHO YETHPH MM NIOBEYE OT CJICIHUTE CHMITTOMH. aucdopus WM
MOATHCHATO HACTPOCHHE, GE3CHHIE, pasapasHeHHe, PPYCTPaLMs Uil arpECHBHOCT,
TPEBOMKHOCT, 3aTPYAHEHA KOHLICHTpaLys, 6e3NOKOMHCTBO UK HETHPIEIMBOCT, HAMAJICHA
ChpACYHA YeCTOTA, IOBUIIEH aNiCTHT NPH MOBHIIEHHE HA TEM0TO. JKenaHueTo 3a My1EHe,
NPH3HATO 33 CUMITTOM OT KJIHHHYHO 3HAYEHHE, € Ba)KHa HacT OT CUMITTOMUTS Hd OTHEMAaHe
[IPH OTKA3BAHE OT TIOTIOHOMYIEHETO.

K IHUAYHHATE M3MATBAHKMA TOKA3BaT, Ye JIEUSHHETO ¢ HHKOTHH MOXE Ja MOMOIHE Ha
nyIayure Ja ce Bh3ALPIKAT OT MyLICHE.

JloKa3aHo €, Y€ HUKOTMHOBATa JbBKA TIOMara 3a KOHTPO/MHPAHE HA HAIRBAHCTO Ha TETJIO
o BpeME Ha OTKa3BaHE OT TIOTHOHOMYHIEHE, KOraTo C& MpHIArar Cropei OpENOPBKUTE 33

IO3HPAHE.

He ca npoBexaaHd CPaBHUTEIHH U3CE/BaHHA HA etheKTHTE MEXIY pa3THYHUTE GOPMH
Ha HukopeT.

[lsBKaTa CHABPKA PEAHLIA CHCTABKH, 33 KOWTO € H3BECTHO, "€ OTCTPaHABAT IeTHA TIO
ap6ure. KIMHUYHHATEe M3NUTBAHUA ca JoKasajid, ye AbBKara rnoMara ia nozoopsABaHe Ha
fenorarta Ha 3L0HMTE.

5.2 (@apMaKkOKHHeTHYHH CBOHCTEA

HHKOTHHET, IIPWIOKEH BHB BHJ Ha IbBKH, JCCHO CC pe3opOupa OT YCTHATa JIMraBHLA.
MaMepuMH KpBBHM HMBA C€ MOJY4aBaT A0 5-7 MHHYTH CJIC] 3anoisatc Ha TBBYCHETO, a
MAKCHMAIHM CTOMHOCTH ce JIoCTHrar okojo S - 10 MHHYTH clieJ cnipaHe Ha IBBYECHETO.
KppBHMTE HHBaA Ca NpUONH3UTENHO TNPONOPIHOHATHH Ha KOJNYEeCTBOTO HHKOTHH,
0cBOBOAEHO MY ABBYEHETO M € MAJIKO BEPOATHO JIa HANXBEP/IAT HUBATA, TIOY1CHH HPH
NylIeHe Ha LIMrapi.




KonHYeCTBOTO HHMKOTHH, €KCTpaxHpaHO OT ABbBKaTa, 3aBHCH OT €HEPrUYHOCTTa H
POABIDKATENIHOCTTA Ha JBBYCHE. KonuuectBoTo pe3opbupaH HMKOTHH 3aBHCH OT

KOJIMYECTBOTO HA eKCTPAXUpaHMs HUKOTHH M OT 3aryOHTe B yCTHaTa KyXuHd nopaau
IperibiiaHe MIH €KCMIEKTOpallud. CHCTEMHATA HAaJHYHOCT Ha MOTBJIHATHAA HUKOTHH €
HYCKA TIOpaay MeTaGOMU3EM NPH MBPBO NPEMHHABAHE MPE3 YEPHNA apos. Tipn neuenue
C ApBKaTa pAOKO ce JOCTHMraT BHCOKHTE H 6up30 MOKaypallli c€ HHKOTHHOBH
KOHLEHTpaLMK, HabmonaBaHW ciel IYIICHE. O6ukuoBeHo npubausutenHo 1,4 mg
HMKOTHH 1€ Ce EKCTpaxupa OT AbBKA OT 2 mg.

OGeMbT Ha pasnpeseiicHue CRE KHTPABSHO3HO NPUNIOKEHHUE HA HUKOTHH € OKOJIO 2003
L/kg, a MONYyXHBOTBET € OKOJNO 2 Mo 3 vaca. OCHOBHMAT oprad 3a €JIHMHHUPAHE €
YepHHAT Apo0, a CPEAHHAT MIasMEH KIHPBHC € OKOJO 70 L/uac. Bu6peiute u benure
apoGose chbIO MeTaboaM3MpaT HHUKOTHHA. WUnentudunupann ca noseye oT 20
MeTaboNIHTa Ha HMKOTHHA, 34 BCHYKH OT KOMTO CE€ CHUHTa, Y€ Ca no-cjabo akTHBHH OT
H3XOAHOTO ChEAHHEHHE.

CBBp3BaHETO HA HUKOTHHA C ILIa3MEHHTE Gexrpi € noa 5%. Ilopagu TOBa, HE CE
0uaKBa NPOMEHHTE B CBBP3BAHETO HA HWKOTHHA NPH €JHOBpPEMCHHA ynotpeba Ha
NIeKapCTBa MM [IPH NPOMEHH Ha MUIASMCHMTE NPOTCHHH NOPaii 00NeCTHH CHCTOSHHUA Ja
OKAXAT 3HAYMMHU edeKTH BbPXY KHHETHKaTa Ha HHKOTHHA.

KOTHHHH, OCHOBHHAT METAGO/MT HA HUKOTHHA B N/a3MaTa, UMa MOIYKHBOT OT 15 mo 20
yaca H KOHUEHTpAI[MH, KOMTO HaJXBBPIAT KOHLUCHTPALHUTC Ha HUKoTHHA 10 nbTH.

OcHoBHHTE MeTaGoIUTH B ypuHaTa ¢a KoTHHuH (15% oT f03aTa) H TpaHC-3-XHAPOKCH-
koTuHUH (45% ot posara). Oxono 10% OT HUKOTHHA CE EKCKPETHPAT B HENPOMEHEH BHJI
B ypuHaTta. [lo 30% OT HUKOTHHAa MOXE Jia C& eKCKpeTHpa B HENPOMEHEH BH] B YPHHATA
[IpH BHCOKA YECTOTA Ha YPHHHUpPAHE U MOAKUCENABAHC Ha ypHHATA noa pH 3.

[TporpecupaHeTo Ha TeXeCTTa Ha GBOPEYHOTO YBPEXKAAHE & CBBP3AHO C HaMaJIBaHEe Ha
06IMs KITHPBHC Ha HUKOTHHA, PapMaKkOKMHETHKATa Ha HAKOTHHA HE CC NOBAUABA NPH
GOJIHM ¢ IMpO3a ¢ IeKO YBPEXKAaHEe HA YEPHUA npob (5 touxu no Child) 1 € HamMaIeH NpH
LMAPOTHYHH TNALMEHTH C YMEPEHO HEPHOAPOOHO YBPEKAAHE (7 Touku no Child). Ilpu
[yliady Ha XeMouaiu3a ca HabniolapaHi MOBHINCHH HUBA Ha HUKOTHH,

[Tpu 3apaBM NalMEHTH B CTapyecKa BB3PACT € HaOI0]aBaHo JIEKO HaMaleHue Ha obuus
KITHPBHC Ha HUKOTHHA, KOETO 00ave HE JaBa OCHOBAHHC 34 KOpHWI¥paHe Ha [03aTa.

53 IIpegxknauAn4HH JaHHM 33 6e30macHOCT
Hsma npeJxnuHHYHA JaHHH 33 0e30MacHOCTTa Ha IbBKHTE Huxoper.

ToKCHUHOCTTA Ha HAKOTHHA KATO CHCTABKa Ha TIOTIOHA 00aye e 100pe JOKyMEHTHpaHa.
THIHYHATE CHMOTOMH HA OCTPO OTpaBsHe ca cnal ¥ HEPUTMHYCH NYIC, 3ATPYAHEHI B
MHIIAHETO M FeHEPATH3HPaHH I'bpYOBE.




Hsma KaTeropM4HH JaHHHU 32 ICHOTOKCHYHOCT HIM MYTAr€HHOCT Ha HAKOTHHA. Hobpe
YCTAHOBEHATA KAHLEPOTreHHOCT Ha TIOTIOHEBMA [MM € CBbp3aHa IJIAaBHO C BEHISCTEA,
o6pasyBaHH NpH THPOJHM3aTa Ha TIOTIOHa. HUTO €IHO OT TAX HE CC o0OpasyBa TMpH
meBkHTe Hukoper.

6. ®APMAIEBTHYHHU TAHHU

6.1 CnMenLK HA ITIOMOUIHATE BeMecTRA

Hukoper AlicMuHT 2 mg neyeGHA ABBKA:

OcHoBa HA ALBKA

Kcunuron

MeHTOBO MacjIo

Harpues kap6oHat, 0e3B0ACH
Harpuer xuaporeH kapboHar
Auecyndam Kanuu
JlesoMenTON

Marzes3ueB OKCHI, CBEThJI
ApoMaTuzaTop YHHTBEpOpEIl

XumpoMenosa

Cykpanosa

[Monucop6ar 80

Humecte npexenaTH3UpaHo
TwranoB JUOKCHI

KapHayOcku BOCEK




Hukoper AlicMHT 4 mg nevebHa NbBKa:

OcHoOBA Ha ABbBKa

Kcunurton

MeHTOBO MAcCIIo

Harpues kapOoHaT, 6€3BOACH
Auecyngam Kaimi
JleBOMEeHTOII

MarsHesueB OKCHE, CBETBHJ

ApoMaTH3aTop YHHTBppell
KAMPOMENO3a

Cykpano3a

[Tomucopbat 80

Huiuecre npekenaTusupaHo
TwraHOB AHOKCHA
Kapray6CcKH BOCBK

XuuonuHoBso xearo (E104)

6.2 HechbBMECTHMOCTH

He e mpHIoXHMO.

6.3. Cpox Ha rogHoCT

3 roXWHH

6.4. ChnenuanHH ycJOBHA HA CBXPaHEHHE

Tla He ce chxpaHaBa wag 25°C.




6.5. Buau cnabpikaHHe HA OMIAKOBKATA

2mg: 12 6p., 15 6p., 24 6p., 30 6p., 48 Gp., 90 6p., 96 Op-, 105 6p., 204 6p.u 210 Op.
BBKH B 6icTepHa onaxopka (nuctepr ot 12 unu 15 6p.) H NUCTOBKA B
KapTOHEHA

KYTHA,

4mg: 12 6p., 15 6p., 24 6p., 30 6p., 48 06p., 90 Op., 96 6p., 105 6p., 204 6p.n 210 6p.
NBBKH B GIACTEpHA onakoBka (6nuctepy oT 12 wi 15 6p.) H NMCTOBKA B
KapTOHEeHa KancyJa.

Brucreprata omaxoska ce cseron ot [IBX/TIBJX ¢puaM u aiyMHHHEBO (GoMo/BUHHAN
AKpHIIEH eMakI.

He BcHUKH OTIAKOBKH MOKE [ia ca Ha nasapa.

6.6 TIpenoprKH NpH ynorpeda

Heusnon3paHUAT MNPOAYKT WM OTNaJAbYHHTE MaTepHaid OT HEro TpaOBa Ja Ce
H3XBBPJAT B CbOTBETCTBHE C MECTHATE HINCKBAHMA. .

7. IIpuremxaTen HA paspellienueTo 3a ynorpeda

 McNeil AB
SE-251 09 Helsingborg
[1IBepsts

8. PerucrpasiRoHeH HOMEP

20090237

@ 20090238

9, JlaTa Ha WbPBO Pa3pelIaBaHe 32 ynorpeda

Maii 2009

10. aTa na (MACTHYHA) AKTYAAH3ANHA HA TEKCTA

Hoemppu 2012






