KPATKA XAPAKTEPUCTHKA HA MPOAYKTA

1. HME HA JIEKAPCTBEHHA ITPOAYKT

Hukoper Kanwp 10 mg/16 h Tpancaepmanen nmnactup
Nicorette Clear 10 mg/16 h transdermal patch
Huxoper Knusp 15 mg/16 h TpancaepmaneH nnactep
Nicorette Clear 15 mg/16 h transdermal patch
Huxoper Kinusp 25 mg/16 h TpancaepmaneH riactup

N3TthiiHATENHA ATERLMA 110 JIEKAPCTBATA

prmxaxapamnepucnwmaManpogmwna pusowenue 1

AoV~ 0a g /32/83

FCOM PEB. N oooeermveressnsessstorsnsensasteasasnasssrantonsssnanessnsssosar

J 7 //717/7/ 937

Paspauserive Nl

1206

Nicorette Clear 25 mg/16 h transdermal patch DGRHBAAID AB 11r1v1yrirnsarsssessnssss s serissenonpotasssssressantaneis

2. KAYMECTBEH H KOTHYECTBEH ChCTAB

Bcekd TpaHenepMalieH IL1acTHp ChABPIKA:
HukoTHH 1,75 mg/cm?

Huxopem Knuvp 25 mg/l16 h mpancdepmanen naacmup ¢ pasmep 22,5 cm? ChALPKA HHKOTHH
39,37 mg u ocroboxmara HUKOTHH 25 mg/16 daca
Huwxopem Knuvp 15 mg/I6 h mpancdepmanen maacmup ¢ pasmep 13,5 cm? chappika HHKOTHH
23,62 mg u ocpoboknaBa HUKOTHH 15 mg/16 gaca
Huxopem Knwvp 10mg/16 h mpancdepmanen nracmup ¢ pasmep 9,0 cm? chbabpka HHKOTHH
15,75 mg u ocroboxknara HuKoTHH 10 mg/16 uaca

3a IBJIHKA CIHCBK HA MOMOLIHKMTE BEMICCTBA BHXKTE TOYKa 6.1,

3. JEKAPCTBEHA ®OPMA

TpancaepManen miacTap

Bexos, momympospaueH, npaBobrbleH InacTHp cb¢ 3aobieHH puboBe M ceeTnokadsae nevat
»Nicorette®, MOCTaBEH BBPXY JIECHO OTCTPAHHM CJIOH, TIOKPHT C ATyMHHHH H CAMKOH, H (OpMHpaH
OT HUKOTHHOB CIIOH H aJIX€3HBCH aKPHIATEH CIOM.

4. KINHWYHH JAHHHU

4.1 TepaneBTHYHE HOKA3AHHNA

Huxoper Knusp TpaHcaepmaneH IUIacTHp ce H3ION3Ba 3a JICYEHHE HA TIOTIOHEBA 33BHCHMOCT IIpH
BB3pacTHH 3a oDilekvYaBaHe Ha CHMITTOMHTE HAa OTHEMAHe HAa HMKOTHH, BKJIOYHTENHO CHIHOTO

KCIIAHHE 3a ITYIOSHE IO BPEME HA OIHT 34 OTKa3BaHE. EBeHTyaJIHaTa nen ¢ nOCTOAHHO NpPeKpaTABaHE
Ha ynoTpefara Ha TIOTIOH.

Hukoper Kitusp TpaHcaepManeH IWwiacTHp e Moka3aH 3a JISUeHHE TIPH Bh3PACTHH,

TIOT[OHOlTyI]IBHG’I‘O
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4.2. losaapoBKa H HAYHH HA NPHJIOKEHHE

EOBHQOBK&

TlaupenTrTe TpaGBAa Na CIpaT HAMBIHO TIOTIOHOMYILEHETO O BpeMe Ha Revenmero ¢ Huxoper
Knunp TpancaepMaieH IacTHp.

AKO Ce MOABAT HAKAKBH CHMITTOMH Ha IpeAo3HpaHe, H30poeHH B Touka 4.9, pe/lHAra MpHI0KEHHETO
Ha HHKOTHH Tpa0Ba Jia ce crpe.

IMpodecHoHaneH chBET H NOAKPena OOHKHOBEHO MOAOOPABAT CTEMEHTA HA YCIeX.

Jleuennero ¢ Hukoper Knubp TpaHcaepmaneH ILTaCTHP CHMYNHpa BapHallds Ha IUIA3MEHOTO HHBO
Ha HMKOTHHA, HaGIioJaBaHo NpH Myllaud 6e3 npHeM HA HHKOTHH MO BpeMme Ha ChbH. HukoTHHBT,
oceobosied ot niactHpute Huxoper Kiinbp, KOUTO ce H3MON3BAT Camo MO BpeMe Ha aKTHBHATA 4acT
Ha JieHdA (B TIpOIB/DKEHHME Ha 16 yaca), He MpeAH3BHKBA CMYIIEHHMs B ChH#, KOHTO ce Habmopasar
NIpH [TPUATOXKEHHE HA HHKOTHH TIO BPEME HA ChLH.

MonoTepanus

Buwspacmnu
Jlewennero ¢ Huxoper Kmuwsp TpaHcaepmanen ruiacTHp OOWKHOBEHO npozb/kaBa 12 ceaMuip,
8 ceaMMIM NeveHWe © JOCTATHYHA TEpPANeBTHYHA 033, MOCAEABAHO OT 4 CEAMHLM HA IOCTEMEHHO
HaMaJLiBaHe.

Ha nywavume c sucoxa nuxomunosa 3asucumocm (oueHka no Fagerstrdm 3a HHKOTHHOBa
3aBHCMMOCT = 6 i > 20 Mrapy IHeBHO) ¢e IpenophYBa 3aMouYBaHe Ha nedeHre ¢ Huxoper Knunp
25 mg/16 h, enun macTHp Ha jfeH {cThnka 1 ot Tabmuua 1) 3a 8 cenmuun. Caen 8 ceMHUM o3ata
HHMKOTHH, ChABpKAWA Ce B IUTACTHpa, TpabBa fa ce HAMANH MocTeneHHo. CnemoBarenHo Hukoper
Knuep 15 mg/16 h 1patea ma ce H3nonsea B MpogB/KEHHE Ha 2 CEMMIM, €IMH IUIACTHP HA JCH
(crbnka 2 ot tabmuua 1), nocneasan or Hukoper Knusp 10 mg/16 h, w3nonssad B npoasikeHde
CBINO HA 2 CEIMHLM, ¢/THH IUIACTHpP Ha eH (cThika 3 or Tabnuua 1).

Ha mywavume ¢ no-nucka wuxomunosa saeucumocm(ouewka no Fagerstrém 3a HMKOTHHOBa
3aBHCHMOCT < 6 HiM < 20 LMrapH JHEBHO) C& NPeropbYBa 3ano4saHe Ha neuenne ¢ Hukoper Knuep
15 mg/16 h, ennx wiacThp Ha aeH (cronka | or Tabnuua 2) 3a 8 cenmum. Cnen 8 ceaMHIM xo3ata
HHKOTHH, ChABpPXKalla Ce B TIACTHPa, TpAGBa Na ce HaMamu nocrenexHo. CneaoBarenHo Huxoper
Knuep 10 mg/16 h 1paGea ma ce #3nonsea B Mpoabikenne Ha 4 ceMUIH, ¢IHH TUIACTHD Ha JeH —
cTEnKa 3 (cThhka 2 ot Tabauua 2).

He e npenoppuMTenso H3MO3BaHETO HAa MNIACTHPH mosede oT 6 Mecera. Hakou GMBINH myluaum
MOKE Ja C¢ HaJloXd [a M HM3MON3BAT MO-ABJIr0, 3a jJa ce MpeJOTBpaTH HOBO 3alouBaHEe Ha

TIOTIOHONYIIEHE.

Tabnuna 1. Cxema 3a J03Hpane NPH NYIIAYH ¢ BRCOKA HHKOTHHOBA 3ABHCHEMOCT

O3HPOBKA Ilepuoa ma JedeHHe

Crrenka | Huxoper Knnep 25 mg/16 h eaen nnactup Ha aen nepeHTE § ceaMMI — HavyanHa dala

Crbnka 2 Hukopet Kiuep 15 mg/16 h emus mnactup Ha aen CJIeBALINTE 2 CEAMMLHA

Crenxa 3 Huxoper Kmusp 10 mg/16 h eaun nacTep Ha nen TIOCICRHATE 2 CEIMHIIH

Tabauna 2. Cxema 3a A03HpaRE NPH NYINATH ¢ NO-HHCKR HHKOTHHOBA 3aBHCHMOCT .- Dt

Jlosmpoeka HepHoa na Jleae)/gﬁe[‘ G N

Cronka | Huxoper Knwep 15 mg/16 h egun nactip Ha nen IrepBUTE 8 CEHMIHET — HﬂHaJ'IHa

Crbiika 2 Hukoper Kimmep 10 mg/16 h eaun mnactup wa nen cnc,uaammé/fhzenumm AT
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KomOnaHpaHa Tepanus

Hy].lla‘]]v[, KOHTQ NOTYYaT KEJIaHHE 34 MYLICHE MO BpEME Ha JICYCHHE C €1HA HHKOTHHOBA
samecTuTenHa Tepanng (H3T) unu kouro ve nocrerar yenex ¢ equaayna H3T, morar na namonssar
Huxoper Kimusp TpadcepMalleH IU1acTHp B KOMOHHALIMA ¢ MPOJAYKT 3a& ycTHA Jvrasuia 3a H3T 3a
6Bp30 OOJISKUCHHE HA JKETAHHETO 32 IMyIeHE.

DopMuTe 3a yCTHA TMraBHLIA, KOHTO MOXKE Ja ce MMaT npeaBia B komOuHaums ¢ Hukoper Knubp
TpaHCAepMAaJieH IIacTHp, ca Hukoper AjicMunT 2 mg nedebru aeBKH HITH HHKOpeT ciipe 3a yCTHa
nuraesna 1 mg/Bopnckeane.

IToTpeburenar TpaGBa na HampagH CEIIO CIIPABKA H ¢ NPOAYKTOBaTa HH(opMalig Ha u3bpaHara
(hopma ¢ aJaNTHBHO TIPHIOKEHHE.

IMymayuure TpaGea Aa CIIPaT Ja MyIUAT HAITKJIHO 110 BPeME Ha Kypca Ha IeUeHHe.
ITpn koMOHHHpaHa Tepalis ce NpenopbYBa ynoTpebara caMo Ha eqHa GopMa ¢ aAalTTHBHO

MpUICKeHHE 32 IEPHON oT 24 Yaca.

Ilpenopvuumenna ynompeba na mpancoepmanes nracmup & xombunayus ¢ Ovexa 2 mg / cnpeii 3a
ycmna nueasuya 1 mg/enpwereane 6 mabruuna hopma:

Bacoxo yaBo Ba 3apEcEMOcT: Ilymayin ¢ BHCOKA HHKOTAROBA 3ABHCAMOCT (ONeHKA TO
Fagerstrém 3a HHKOTHHOBA 3aBHCHMOCT > 6 HiH > 20 NATAPH HA A€H), KOUTO NOJAY9AT
He/lande 33 MyIeHe N0 BpeMe HA JedeHHe HIA KOHTO ¢a ce NpoBaauan ¢ exaaauua H3T

Ho3a Hepuoa ot Jleuebun abbxH ot 2 mg | Copeii 3a ycTHA TRTABHOA

BpEMe

1 mg/BOpncKBane

1 mnactup
25mg/16 h

Crpoka 1

ITepeuTe
8 cemmuuM

Criopen HYXJIHTe, HO He
noBe4e oT |6 ABBKH HA
JeH.

O6uuaiinaTa no3a e 5-

6 ILBKH HA NEH

Crniopen HyXIHTe, HO He oBeYe
0T 32 mg Ha aeH

(2 srppckBaHua HA 9ac 3a 16 h).
3amouHeTe HAMANABAHETO OT
cenMHuia 7.

Crenka 2 | | mmactap

15 mg/16 h

Crneneganiure
2 ceaMHIH

Cropen HyXIWTE, HO HE
noeede oT 16 ILBKH Ha
DeH.

Criopen Hyxa#Te, HO He TIOBEYe
oT 32 mg Ha aeH

(2 pnpecKBanng Ha 4dac 3a 16 h).
INponenaeTe na HaManapare
6posd Ha BIIPBHCKBAHHATA HA JEH.
KoM kpas Ha cenmuiia 9
noTpebuTeNnHTe TPAOBA Na
H3MOM3BAT MOJIOBHHATA OT
cpenHuA Gpoii BIPBCKRAHKA Ha
JICH, KOMTO e W3NON3BaH A0
ceIMHLA 6.

Crenka 3 | 1 nnacThp

10 mg/16 h

ITocnennure
2 ceaMHALH

Crnopen HyKAWTE, HO He
nopeye OT 16 JLBEKH HA
JIEH.

IIponsinkere 4a HamaaBaTe
Opof Ha BIIPBCKBAHHATA Ha JICH,
TaKa 4e Ja He ce U3I10I3BaT
noeeve o7 4 BIPBECKBAHHA HA
IieH Tpe3 ceqmuia 12, Kora’ro
noTpeduTeNHTE CTX ﬁ-\
4 Bnp'bcxsamm,ﬁwé}f Hilitg
ynotpebata x;a é@éﬂ 3a: )gcm
JTHTaBHIIA Tpxﬁna fa ce -
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He npunaraiite noseve ot
32 mg na geH (2 BOpBECKBaHUA
Ha 4ac 3a 16 h).

Cnen
Crenxka 3

Hama

Cnen

Cenmuna 12

I[Ipu Hy*kna, HO HaManeTe
6pos Ha TRBKHTE,
Jleuennero Tpabea 1a ce
crpe, KOrato Jo3ara ce
HaMaJH 70 1+

2 nbekH Ha aeH. He
H3M0M3BAITE MOBEYE OT
16 THBKM Ha AcH.

Jo MakcHMando
12 Mecelia

AKo e HeoOXOIHMO, HO
OpOALIDKETE 1a HaMaNABaTe
6pos Ha BIPBCKBAHHATA Ha JIEH.
Koraro nmorpeburennre cTHrHar
10 2-4 BOPBCKBAHAA HA JEH,
yroTpebaTa Ha criped 3a yCTHa
JMuraBHLA TPAOBa Ja ce
TIPEYCTAHOBH.

He npunaraiite nopeyue ot

32 mg na neH (2 BOPBCKBaHHA
Ha 4ac 3a 16 h).

o MmakcHMAaNHO 6 Mecena

Hrcko HHBO Ha 3aBHcuMmoct: [lymaum ¢ Ho-HHCKa HHKOTHHOB2 3ABHCHMOCT (OHEHKA IO
Fagerstrim 3a HHKOTHHOBA 3aBHCHMOCT <6 mam < 20 nHrapH Ha [ed), KOMTO MOJOYMAT
AKeJAHHE 33 NyHIene o BPeMe HA edeHARe HIH KOHTO ¢a CE NPOBAANAH ¢ eguanmana H3T

Hoza

Ilepuoa ot
BpeMe

Jleuebnn nnBKE oT 2 mg

Cupeii 1a yeTHA JHrasana
1 mg/BOpLCcKBane

Crenka
I

| miactup
15 mg/
16 h

ITspeuTE
8 ceammm

Criopea HYIHTE, HO He
noeeye OT 16 TLBKH Ha JieH.
O0uyaifna aola e 5-6 NLBKH
Ha JeH

Cropen HyKIHTe, HO HE TIOBEYE
oT 32 mg Ha fieH (2 BIpBCKBaHHA
Ha yac 3a 16 h).

3anoyHeTe 13 HaManABaTe OT
ceaMuia 7.

Croka

1 mmacTup
10 mg/16 h

Iocneauure
4 cenMHLIH

Crnopen HyxauTe, HO He
oBeYe oT 16 JLEKH Ha IcH.

Ipogemxere na Hamanssate 6pos
Ha BNPBCKBaHHATA Ha JeH. KM
Kpasd Ha cenqMuana 9, Tpadea aa ce
U3NOI3BAT MOMOBHHATA OT
cpennus Gpoki BNpLCKBAHMA Ha
ACH, KOHTO € HINOJI3BaH A0
cenMuna 6. IlorpeSurenure He
TpAOBa a H3MOJI3BAT [OBEYE OT
4 BIpBCKBAHHA HA JICH Ipe3
ceamuna 12. Koraro
noTpeCHTENHTE CTUTHAT 2-

4 BNpbCKBAaHHA HA JICH,
ynorpebara Ha cripes 3a YCTHa
JAMraBHlAa TpAOBa 1a ce
NpEYCTaHOBH.

He npunaratite nosege o1 32 mg
Ha neH (2 BpbeKBaHKS HA 49ac 3a
16 h).

Cnen
Crenka

Hama

Cnep
Cenmuna 12

Ako e HeoOX0OaHMO, HO
HamaneTe 6pos Ha ABBKMTE.
JleueHueto TpaGea aa ce
CIIpe, KOTaTo J03aTa ce
HaMalH a0 1-2 IRBKH Ha AeH.
He uznon3paiite nopeue oT
16 nuBKM Ha feH.

AKO € HeoGX0AHMO, HO
MPOOBJIKETE J1a raManaeare 6pos
Ha BNPBCKBAHMATA Ha JSH. .
Korato nomeﬁm%m c‘l‘uﬁiat
no 2-4 Bnpmxsaﬁbm Ha JgH; ‘9
ynorpebara Ha. cr}pesr 3a yCTHA™ 7,
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NPEyCTAHOBH.
He npumaraiite noseue ot 32 mg
Jo makcumanuo 12 meceua Ha JeH (2 BIPHCKBAHHA Ha 9ac 3a
16 h).

Jlo MakcHManHo 6 Mecena

Heouampuuna nonyrayus

besonacHocTTa # erixacHocTTa Ha Hukoper Kimubp TpancaepmaiteH iacTHp npH Iella Ha Bh3pacT
ooz 18 roarHi He ca yeTaHOBEHH. JIMNCBaT JaHHH.

Hauun Ha npuao:xeHHe:

InacTHpET ce npraara CyTpHH U ce OTCTPAHABA MPEH JIATAHE, TaKa Ye Ja ¢e OCHIYPH
npuOIH3HTENHO 16 daca edexr. [nacTupsT ce npuiiara BEPXY YKCT, CYX, HHTBKTEH YJACThK OT
koxaTa 6e3 kocMu (HarpuMep BbpXy Tpyna, 6epoTo, MHIIHHULATA MITH TPBIHHA Koir). Tesn
y4acTsiH TpaOBa na ¢e MPOMEHST BCEKH JEH, KaTo eJHO M CBIIO MACTO He TpsOsa Ja ce URMOJI3BA B
NOC/IE0BATETHH JHH.

1. MamuiiTe phlLeTe CH NMPEAH NPHIAraHETO Ha [UTACTHD.

2. OTBOpeTE MIHKYETO ¢ HOXHIM OTCTPAHH, KAKTO € MIOKA3aHO.

3. OrcTpaHeTe eqHa YacT oT cpe0pHCTHE ATyMHHHER CJIOH BB3MOXKHO Hal-MHoro. M30sarsaiite aa
JOKOCBATE JeNKaBaTa NOBLPXHOCT HA IJIAaCTHPA C MPECTHTE CH!

4. Ilpunoxere IUIBTHO [UIACTHPa, KATO MIPHTHCKATE JIENKAaBaTa My CTPaHa BEPXY KOXaTa H
OTCTPaHETE CpeOPHCTHA alTyMHHHEB CIIOH.

5. IlpuTHCHETE 3paBO IUTACTHPa BEPXY KOXaTa ¢ MPBCTHTE HIIH JUIAHTA CH.

6. PasTpuiiTe ciIHO 0koJO phba, 38 1a OCUIypUTE IUTETHOTO MPUIENBAHE HA ILIACTHPA.

7. AKo NIACTHPBT C€ OTJIETH, 3aMEHETE ['0 C HOB.

Cnen oTcTpanABaHe, H3MOM3BAHHTE [UIACTHPH TPAOBA Na ce H3XBBPIIAT 110 6e30NaceH HAYHH.

He mnosmmeaiite niacTUpH Npe3 HOIITA, T.€. He NO-TRJro oT 16 gaca.

4.3 IlpoTrABONMOKA3AHAS

CBPBXYYBCTBHTENHOCT KBM HHKOTHH WIH KBM HAKOE OT IIOMOIIHHTE BEIeCTBA H3GPOEHH B
TOUKa 6.1.

Ipu neua nop 18 roawuw.

[pa muna, KOMTO HHKOTa He ca MyIIHIH.

4.4 CoenuaJHn NpeaynpeRIcHHA B IPeJIAZHH MepKH NpH ynorpeda
Hukoper Kinnep ve Tpa6sa ma ce H3momsea OT j1kLa, KOMTO HHKOTA HE €A TYLIWIH,

TlonzuTe OT OTKA3RAHETO OT TIOTIOHOMYUICHE HAMXBBPIAT BCHMKH PHCKOBS, CBBP3aHM C NPaBHAHO
NpHJIoJKeHaTa HHKOTHHOBA 3aMecTHTeNnHa Tepanus (H3T).

[oTpeGutennte Tpabea ma ca WHQOPMHPaHW, Ye ako MPOFLIKAT Ja IyIIAT NOKATO H3{IOM3BAT
TAcCTHPHTE, T€ MOXKE Ja MOMy4ar MO-M3pa3eHd HeXeNMaHH edeKTH nopajH pamm\m

TIOTIOHOMYLUEHETO, BIIFOMHTENHO ChPAEUHO-CHAOBH e(herTh. /g:\ W NEHLZg f,]\

Hoaxonsam MEOHUMHCKH cheurandcT TpaGBa a HANPABH OUEHKATA MON3a-DUCK ﬁpﬂ /»ﬂaummn m,h\
CHEIHHTE CHCTOAHHA: ; g

-'.yc,*__;-
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Covpoevno-codosu 3ab0as8aKuA; 3aBUCHMHTE MNyLLAYH CEC CKOPOHMIEH MHOKapAeH HH(papKT,
HecTaOMWIHA WIH BIOLIABALIA C& CTEHOKapIMA, BKIIOYHTEIHO aHrusa Ha Prinzmetal, TeXKH chpaeuHy
apHTMHH, CKOPOLUEH MO3BYHO-CBH/IOB HMHLMASHT W/HIH Xopa CTpajalli OT HEKOHTPOMUpaHa
XHMnepToHHs Tpabpa fna ce HAachpyaBaT fAa COpaT TIOTIOHOMYLIEHETO € HedapMaKOJOrHYHH
HHTEPBEHLIMH (KATO Hamp. KOHCYJITAllH). AKO Te HE YCIEAT, IUIACTHPBT MOXKE Jia C&€ HMa NpPEeABHI,
HO TBH{ KaTO JaHHUTEe OTHOCHO 6€30MacHOCTTa B Ta3H rpyma MALIAEHTH Ca OrpaHHYeHH, TpA0OBa ga ce
3aM0YHE CaMO NOJ BHHUMATEIIHO JIekapeko HabmoaeHue.

* 3axapen ouabem: TlaneHTHTE ChC 3aXapeH auaber Tpabra Aa ce CHBETBAT Ja NMPOCIEAABAT HUBATa
Ha KPbBHATA CH 3aXap NO-CTPHUKTHO OT OOMKHOBEHO, KOTATO C€ CIpe TIOTIOHOMYIIECHETO B CE 3aoYHe
H3T, ToH karo ocBoboxnaBaHETO HA KATEXONAMWHM, HHOYLMPAHO OT HAMAJICHHETO HA HWKOTHHA,
MOXK€E Ja MOBNHAE MeTabonu3Ma Ha BEITIEXHIPATHTE.

» Bvopeuno u uepnodpobro yspexcoane. Jla ce ynotpebisa BHUMATETHO NPH MALIMEHTH C YMEPEHO
JI0 TEXKKO YepHOApoOHO yBpexIaHe H/WIH Tekko O0ubpeuno yBpexJaHe, ThH Karo KIMPBHCHT Ha
HUKOTHHA MMM HErosMre MeTAOOJHTH MOXKe Ja <& HaMand ¢ II0OTE€HLHa/ 33 IIOBHINABAHC HAa
HEKETAHHTE €DEeKTH.

» Qeoxpomoyumom u HexOHmMpoaupax xunepmupeouduzem. Jla ce ynotpebaBa BHHMATENHO NpPH
NalHEHTH ¢ HEKOHTPOIHpaH XMMEPTHPEOMAM3bM HIM (EOXpOMOLMTOM, ThH KaTO HMKOTHHBT
NIPEIH3BHKBA OCBOOOMKIABAHE HA KATEXONAMMHH.

* Cmomawno-upesno s3abonssane: HUKOTHHET MOoXe Aa o0oCTpH CHMITOMHMTE NPH NAUHEHTH,
CTpajallH OT e3odaryr, cToMalllHW WIM NENTHYHH A3BM, H npenapathre 3a H3T tpabea pa ce
H3TTON3BAT MPEIITAITHBO NPH TC3H CECTOAHHA.

Hopeno-maznumen pezonanc (AMP): Haxoper Knwbp TpabBa 1a OTCTpaHH NpeAd Ja ce W3BLPILIAT
Hakaksi IMP npouemypu 3a npeloTBpaTABaHe Ha PHCKa OT H3rapAHHA.

Onacrnocm npu oeya.

Jlo3HTe HHKOTHH, TOHACAHH OT IYLIIAYH, TIPH JE€LA MOTAT Ja ApeJU3BHKAT T€XKa TOKCHYHOCT, KOATO
Moxe Aa Obae tartanna. [IpoayxTH, CHOBpKAINH HUKOTMH, HEYNMOTpeDABAHM MNH ynOTpeOABaHH
IUTacTHPH, He TpAOBa Ja ce OCTAaBAT HA MECTA, KBJETO MOXKe Jia Ce MHITAT WITH ITOrBJIHAT OT JELa, BK.
To4Kka 4.9.

Hpedadena Iasucumocm, Hpena,neHa 3aBHCHMOCT MOXKe O3 Bb3HHKHC, HO TA € TI0-MAJIKO BpeiHa H
I10-J€CHA 3a NpCOoAOJIABaHe OT 3aBUCHMOCTTA OT TETIOHOIMYIUCHS.

Cnupane na miomiononyweneno: TTONHIMKTHYHATE apOMATHM BHITIEBOJOPONM B TIOTIOHEBHA THM
HHIyHMpar MeTabonusMa Ha nexapcTea, Merabonnsupanu oT CYP 1A2 (1 BeposTao ot CYP 1A1).
Koraro nmyma4 cnpe na myums, ToBa Moxe I AoBede M0 3abaBaHe Ha MeTabOTH3MA M [I0CIIEABALLO
MOBHINEHHE Ha KPHBHHUTE HHBA HA TE3H JeKapcTBa. ToBa € 0T MOTeHUHANHO KIHHHYHO 3HAYEHHE 33
MPOIYKTH € TECEH TePANeBTHYEH [IPO30PEL], HAIp. TEO(MIHH, TAKPHH, KN03aHH W POMHHHPOIT.

KoMOuHHpaHna Tepanus:

IpenynpexaeHuaTa U Npeana3HATE MEPKH IIpH YNoTpeba Ha koMGuHaimaTa Ha Hukoper Knusp

TpaHCAepMalleH N1acTHp ¢ u3bpaHara afanTHBHa GopMa Ha MPUIIOKEHHE €A CHLUMTE KaTO PR
CaMOCTOSTETHO MPHIIOKEHO JeueHHe. 3a NpeaynpeAaeHHaATa H NpeanasHiTe Mepku l}pﬁ ‘erofpéﬁav
Ha ananTHBHATa (hOpMa Ha NPHIOKEHHE BHXKTE NPOAYKTOBATa HH(OpMALIHSL.

4.5 BaaamogeiicTBHA ¢ APYrH JeKAPCTBEHH NPOIYKTH H APYrH (pOPMH HA B3A
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KnuHudao 3Ha4HMH B3avMMOAEHCTBHMA MEXIY HMKOTHHOBATA 3aMECTHTENHA TEPanHd H JApYTH
JieKapCcTBA HE €A KATETOPHYHO YCTAHOBeHH. HHMKOTHHERT 00aye BepoATHO MOXE Ja 3aCHIH
XeMOAHHAMAYHHTE e(eKTH HA aACHO3MHA, T.e. Ja MOBHIIH apTepHATHOTO HANAraHe M ChpAeuHaTa
YeCTOTA M Ja 3aCHIH CBIIO H OTroBopa KbM Ooika (Gomka B I'BpAMTE OT CTEHOKAPAEH THIT),
MPOBOKHPaHa OT IIPHJIOKEHHE Ha afieHO3HH (BXK. Touka 4.4 CriMpaHe Ha TIOTEOHOIMYILEHETO).

4.6 ®epTRANTET, OPEMEHHOCT H KhpMeEHE

KomOHuHMpaHa Teparmis He TpAGBa Ja ¢e H3NMOA3BA NpH OpeMeHHOCT H KEPMEHE.

Kenu ¢ ACTEPOAEH NOTCHIIHAT / KOHT PAtCHIHA NPH MbAKE H JKCHH
3a pa3inHkKa oT ,1].06[)6 NO3HATHTC HEKEIIaHU e(l)el(TP[ Ha TIOTHOHOIIYLICHETO BBPXY 3a4Y€BaHETO H

HpeMEHHOCTTA NPH YOBEKa, eeKkTHTe HA TEPAeBTHYHOTO NMPHIOKEHHE Ha HUKOTHH €2 HEH3BECTHH.
Taka HanmpHMEp, Makap 4¢ A0 AHEC He € CUCTCHO 32 HBOGXOJIHMO Aa ce napa CHGHH(I)H‘IGH CBBET [10
OTHOUICHWE HA JKCHCKATAa KOWTpaleniMs, Hali-OnaropasymMHaTa TIO3HWUHA TIPH JKEHHTE,
BE3HaMepABALIH Na 3aD0peMeHedT, ¢ 1a He MyluaT H aa He u3nonspat H3T.

Makap 4e TIOTIOHONMYLICHETO MOKE Ia HMa HEXKeJaHH €(PeKTH BBPXY MBXKKHA (PEPTHIIHTET, HAMA
JaHHH 3a HeoOXOAMMOCT OT 0coDeHH KOHTPAUENTHBHH MepKM Nno speme Ha neveHHe ¢ H3T mpn
MBHCTE.

BpemenHocT
TIOTIOHONYIIEHETO 110 BpeMe Ha OpeMEHHOCT € CREp3aHO C PHCKOBE Karo Hanp. 3abaBsHe Ha

BLTPEMATOYHUA PACTEX, NPEKACBPEMEHHO pakgaHe HWIH MBpTBo paxaaHe. CnMpaHero Ha
TIOTIOCHOMYIOCHETO € €AMHCTBEHATA Hali-e(DeKTHBHA HHTePBEHLHA 32 TOA0OpABaHe Ha 3APABETO KAKTO
Ha OpeMeHHarTa MyLlavKa, Taka H Ha HeHuoro OeGe. KoaKOTO MO-paHO ce MOCTHTHE abCTHHEHLUHA,
TOJIKOBA Mo-nao0pe.

HukoTun®sT npeMHHaBa B IWOAa M 3acAra OUXaTelIHMTe MY OBIDKCHHA B KpheooOpamenwmero.
E¢extbT BBpXY KpBBOOOpamMEHHETO € A030-3aBHCHM.

ITopanm ToBa, GpeMeHHaTa mymavka TpAOBa BHHAarH Aa ce CHBETBA [a CIIpe HAITBJIHO IylneHeTo Ge3
ynotpeda Ha HHKOTHHOBA 3aMECTHTEIHA TepanMa. PHCKBT OT NPOABIKABAHE HA TIOTIOHOMYIIEHETO
MOXE Ja Ch3Ja¢ NO-ToJiIMa ONIACHOCT 3a ILUTO/a B CpaBHEHHE C YIIOTpebaTa Ha HUKOTHH-3aMeCTBallH
NMpOAYKTH B paMKHTE Ha Ha0nmoJaBaHa IporpaMa 3a ClMpaHe Ha TIOTICHOMYLIeHeTo. Ymorpebara Ha
Huxoper Knubsp TpancaepMaieH mnacTHp oT OpemeHHa Mmymiayka TpsaOBa [Ja 3alo4vHE CaMo CHEN
CbBET OT MEAUHMHCKH CIELIHAJIICT.

KspmeHe
HukoTHHBET npeMHHaBa cBOGOMHO B KBPMaTa E KOJHYECTBA, KOMTO MOXE /a 3aCErHAT AETETO JOPH

NPH TEPaneBTHYHH JO3H.

Ilopanu ToBa, ynotpebata Ha Huroper Knusp TpaHciepmaneH nnactup TpabBa na ce u3barea mo
BpeMeé Ha KbpMEHE. AKO HE Ct& IIOCTHIHE CIIHpaHe Ha ImyweHero, ynorpeba Ha Huxoper Kimbp
TPaHCAEpMaJIeH IUTACTHP OT KbpMeIH Iyllauku Tpabea Ja ce 3anoyHe camo Cjed CbBEeT OT
MEIHLIHCKH CIICHHAITHCT.

Deprunurer
IIpH xeHnTe TIOTIOHONYIIEHETO 3a0aBa BpeMeTo 3a 3a9UeBaHe, HAMAJABA IIAHCOBETE 32 YCIeX NMpH

HH-BHTPO OILIOXKJIAHE, B IHAYHTC/HO YECIHYABA PHCKA OT fesrumoane.

OTUIOXKIaHe.
KOHKpEeTHHAT NPHHOC Ha HUKOTHHA KBM TE3H e()eKTH NPH XOpa € HEW3BECTEH.
4.7 EdexTn BppXy cnocoGHocTTA 38 mopHEpane B paboTa ¢ MAMIHEE
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Hukoper Knwbp TpaHcaepManeH IUIaCTMP HE TOBNMSBA WIH T[OBIHSBE OpeHeSpexUMO
cnocofHocTTa 32 modupase ¥ paboTa ¢ MAIKHM.

4.8 Hexenann peaknusn

EdiekT OT cIHpane Ha THOTIOHOMYIIEHETO

He3aBHCHMO OT MIMON3BAHUTE CPEACTBA CA H3BECTHH PA3NTMYHH CHMITTOMH CBBP3aHH ¢ 06H4aifHOTO
OTka3BaHe oT ynorpeba Ha TIOTIOHA. Te BIUIIOYBAT EMOLIHOHATHH HIIM KOTHHTHBHE eeKTH KATO
AMCOPHA WITH OTHCHATO HACTPOeHHE; Ge3CHLHKE, Pa3iPa3HUTENHOCT, YyBCTBO Ha Oescine unu
THAB; TPEBOXKHOCT, 3aTPYAHEHa KOHIEHTpalHA H 6e3nokoiicTBO WM HeThpreHre. Moxe a Ma |
H3HIeckH e)EKTH KATO HaMAeHa ChpAEYHa YeCTOTA; MOBHINEH ANETHT WIH HAJIABAHE HA TEIIO,
BHEHE Ha CBAT HIH MPECHHKOMHH CUMITTOMH, KallUTHLA, 3ameK, KEPBEHE HAa BEHIWTE HIH a(TO3HH
A3BH WM Ha30(apHHrUT. B AOITRITHEHNE H ¢ KIIHHMYHA 3HAYHMOCT, HHKOTHHOBHAT FIIaj MOXE 13
JOBEJie A0 CHIHO JKENaHHE 3a ITYIICHE.

Kaxto Moxe Ja ce Ouakpa, BUA HA HEXKENAHWTE peakiiuu, HAGMIONaBAHM 32 [UIACTHPA B KIMHHYHH
NpoyyYBaHHd ca nNOAOGHH HAa Te3W, CBBP3AHH C HMKOTHH, [PWIATaH TIOA APYTH (DOPMH.

Hexenanure peaxuwu, HabmogasaHy PH NALMEHTH, JTEKYBAHH C JIEKapcTBeHa (OpMa IUTaCTHp Mo
BpeME HAa KIMHHYHH IPOYYBAaHHA H NOCT-MAPKETHHIOBUA ONKT ca H3OPOEHH MO-JONY MO CHCTEMO-
OpraHHH KNacoBe

Hecmoma na nedxcerarume peaxyuu e npedcmagena choped CAeOHAMA KOHEEHUA.

MHuoro uyectH (>1/10)

Yectn (=1/100, <1/10)

Hewectu (>1/1 000, < 1/100)

Penxu (=1/10 000, < 1/1 000)

Meuoro peaxwu (<1/10 000)

HewuspecTHH (He MOTaT a Ob4aT ONEHEHH OT HANMYHUTE NAHHH)

Cucremo-oprarna kaacudaxanas Crolmena HexeTana peaknus
Hapymenus Ha HMYHHATA CHCTEMA

Heyectn CBpLX4YBCTBHTENIHOCT®

C Hen3BecTHa YecToTa AHadHIaKTHYHA peakims™]
Icaxpunn papymenugy

HeuecTn Heobuuaiing coamrnia™]
Hapymenus Ha HePBHATR CHCTEMA

Yectn [nasobomnue »

Yectn 3amaiipane *

Heuectn IMapecresus ®

Cuvpaeunn Hapymennn]

Heuectn Hannwranyms ], Taxukapaus *

MHoro peaxu OOpaTHMO NpeaCHPAHO MBKICHE
Coaorn Hapymiennay

Hevectn 3auepBABAHE HA KOKATA™], XMIEPTOHHSA ¥
PecunpaTopHn, rpbaEd H MedHACTHHAJIHH L
Hapymennay

Hedectn Jucnnes >

TacTponnTecTHHAIEN HAPYIHEARH

Yectn Iagene , noppLIaHe?, cToMany
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mackomdopt?

HapymeHng HA KOKATA H DOAKOKHATA ThKAH

MHuoro yectH IpypuTyC

Yectn O6pue * Y, yprukapus 4 ,epurema ™
Hegectn Xwumepxuapoza

C HeM3BECTHA 4ECTOTA AHruoenem ™

Hapymenas Ha  MYCKYJHO-CKEJIE€THATA
CHCTEMA H CLeJHHHTEAHATA THKAH

Heuectu Muanraa ¥

C HeWzBECTHE YECTOTA Bonka B kpaiiHauATeY

O6mp mapymenHas H e()eKTH HA MHCTOTO HA

DpRJIOKeHHE

Heuecrn Peaxuyu Ha MAcTOTO Ha npuaoxkeHuey, actenns ™,
AuckoM(OPT B rpbanms ko H Goka ™, ymopa **,
HepasnoioKenue

a: CHCTeMHH peakuyiH

* Benpeky 9e decToTara € <1% NpeAnouYHTaAH TEPMHH HACTHOHIH ¢ YecToTa >1% B gpyra nekapcTeHa dopma,
B KOATO [peAnoIuTaH TEPMHH ce HaeHTHGHIMpa KaTo cicTeMHa HIIP.

# BuIpexd de YecToTaTa B AKTUBHATA [PYIIA € MO-HHCKA OT T3 Ha Iauebo rpynarta, 4ecToTaTa HA
criendhHIHa JekapcTBeHa GopMa, B KOATO NPEANIOUHTAH TEPMEH ¢ HaeRTH(MImpa kato cucTemaa HIIP e no-
BHCOKA B AKTHBHATA IPyTia OT Iwianebo rpymara.

& B 6mm3ocT/oKoN0 m1acTApa

9 HJIP, ycTanoBeHH OT NOCTMAPKETHHTORH JAHHH.

Kom6unupana Tepanus:
Hexenanure edexry, Bp3HUKBAIIM 10 BpeMe Ha ynoTpeGara Ha komMGuHEpana H3T, ce pazmxuagar

OT T€3H, CBBP3aHH C BCAKO OT JICYEHHATA, NPUIaTaHH CaMOCTOATETHO, CAMO M0 JIOKA/THHTE HEXKETAHH
eeKTH, CBBP3aHH ¢ JeKapcTBeHaTa opMa. YecToTaTa Ha TesH HexeNaHH eekTH € CPaBHHMa C
YecToTara, orbenssana B KXI1 Ha BcekK NPOAYKT.

Crofmapatie Ha NQIO3MPaHA HEXKETaRHA PEAKITHH
CpobmaBaHeTo HAa NOMO3MPAHH HEXENAHH peakuMu cael paspelaBade 3a ynotpeba na

JIeKapCTBeHHA NPOAYKT € BaskHO. ToBa MO3BOJIARA & NMPOABL/KH HAGMONEHHETO HA ChOTHOLEHHETO
MOJI38/PUCK 3a JISKAPCTBEHHA NMPOAYKT. OT MEOMIHMHCKHMTE CTICLHAMCTH Ce M3HCKBA Aa Chobuasar
BCAKA NOAO3MpaHa HEXeNaHa PeaKiua ypes:

H3snwpnnuTenHa areHUMs No JEKapCTBaTa
vi. ,Jlamsn I'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 IIpeno3npane

I[IpexomepHaTa ynoTpeda Ha NPOAYKTH OT HHKOTHH-3AMECTHTEITHA Tepanusa H/HIH TIOTIOHOMNYLIEHE
MOKE 112 IpeJHU3RHKA CHMITTOMH Ha TpeIo3HpaHe.

Ilpeno3upane ¢ HUKOTHH MOeE Ja BE3HHKHE, KO C& H3IION3BAT MHOTO IUTACTHPH €JHOBPEMEHHO, KO
CBIUEBPEMEHHO C¢ TMYIIH WIM Ce MMOJ3BAT APYTH (OpMH HAa HHKOTHH-3aMECTHTENHA Tepanpm o
CBILOTO BpEMe, HITH aKO NOTpeGHTENHTE HMAT MHOTO HHCKA HHKOTHHOBA 3aBHCHMOCT. '

CHAMITTOMM HA NIPEAC3HpaLte
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CHMMTOMHTE Ha [Ipe]O3UpaHe ca MoAOoOHH HA Te3H Ha OCTPO HHKOTHHORO OTPABAHE M BKIJIKOYBAT
rajeHe, MOBPEINAHE, NIOBHIIEHO CIIIOHOOTAENAHE, kKopemHa BoNka, AuapHi, H3MOTABaHe, rasobonne,
BHEHE HA CBAT, HAPYIUICHHA HA CITyxa W JbI6OKO dyecTBO Ha cnaboct. OcTpaTa MUHHMATHA JETANTHA
Jo3a 3a vyosek ¢ 40 - 60 mg HUKOTHH.

[Ipu BHCOKH OO3M Te3H CHMITTOMH MOTar fAa OBAAaT TPHAPYXEHH OT XHIIOTOHMA, cnab w
HepaBHOMEpeH [TyNC, 3aTPyJHeHHs B [WIIAHETO, WITOLUGHHE, LMPKYJ4aTOPeH Kojanc H
reHepaTH3HpaHy ['bPYOBE.

Ileouampuuna nonyraiua

Jo3¥ HUKOTHH, KOMTO ¢€ TOHACAT OT BB3PACTHH IMyIIa4yH 110 BPEME HA JIEYEHHETO, MOTaT Jia AOBEAAT
JI0 CEpHO3HH CHMITTOMH Ha OTpaBAHE NpH AELa, KOHTO MOTAT Ja HMaT (aTaneH uixo[,.

CmseTa Ce, 4¢ OTPaBRdHeTO ¢ HHKOTHH MpH JeTe TpadEa Ja ce CUMTA 3a ClElIHA METHIIHHCKA CHTYaLH]
H Ja ce JIeKyBa HezabaBHo.

Jleuenue na npedozupane

He3a6aBHO CnpeTe NpHIOKEHHETO HA HMKOTHMH M 3alloYHETe CHMITTOMATH4HO yedeHue. Koxata
Tpa0Ba Aa ce H3MHeE ¢ BOJA H i ce NoAcyImH (He TpabBa Ja ce H3MOI3Ba CamyH).

Ako e HeoOxoanmo Tpabea Ma ce 3aMo4YHe NpHnaraxHe Ha Kucaopos H GenoapobHO o0aHLIBaAHE.

5. PAPMAKOJIOTHYMHH CBOUCTBA
5.1 ®apMakoaHHAMHTHH CBOCTBa

dapMaKoTepaneBTHYHA Ipyna; JIekapcTBO 3a CHpaHe Ha TIOTIOHOIYIIEHETO
ATC kom: NO7B AQ!

QapMaKoOOrH4HHTe e(dEeKTH Ha HHKOTHHa ca jgoOpe mokyMmeHTHpaHH. OCHOBHHAT
dapMakonoriueH edekT ¢ LCHTPaJHA CTHMYTALHA W/IWIH TOTHCKAaHe, NMPeXOMHA XHIICPIHEd,
nepHepHa Ba3OKOHCTPHKIEA (KOATO BOAM A0 NMOBHIIEHO CHCTOIHMHO HANIATAHE), HaMaliBaHe
Ha aneTHTa H CTHMYJTHPAHE Ha MePHCTANITHKATA.

Korato ce w3non3ea, KakTo € npenoppdaHo, Huxoper Knuep TpaHcaepManeH IUIACTHp moMara 3a
KOHTpOJIHpAHE HA HAJIIaBAHETO HA TErJIOTO Clel CHPaHe Ha TIOTIOHOMYLIEHETO.

Knuumasy npoyuBanMs [TOKAa3BaT, 4e HHKOTHH-3aMECTBALHMTE MPOAYKTH HOMAraT Ha [yIHavydTe aa
ce EB3ABPIKAT OT MylIeHe Upe3 obliexyaBaHe Ha CHHAPOMHTE Ha aGCTHHEHLHY.

5.2 PapMakOKHHECTHSHH CBOHCTRA

ChABpKAHHETO HA HHKOTHH, MOCOYCHO B HAMMCHOBAHHETO Ha JIEKApCTBEHHA [IPOAYKT, C& OTHACA HO
CPeIHOTO KOMWYSCTRO HMKOTHH, OCBODOKAABAHO OT IUIACTHPHTE B paMKHTe Ha 16 uaca.

Abcopbuna

[uxopaTa TIa3MeHa KOHIICHTPALHA Ha HUKOTHHA CE JOCTHra OKoJo 9 uaca (tmax), C/IEH NIPHAOKEHHE
Ha IJIACTHpA € B cneno0eJHUTe YaCORe WIM Bevep, KOTaTo PHCKBT OT PELHIHE € HaH-BHCOK.
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CeoiuecTByBa THHEHHA Bpb3Ka MEXIY OTAEICHOTO KOJMHYECTBO HHKOTHH (103a) H MNa3MEHWTE HABA
Ha HHKOTHHA B TepAMeBTHYHMA [030B Auanailo, 10-25 mg/l6 daca. TlocTHrHaTHTe NWUKOBH
[UTa3MEHH HHBA HA HUKOTUHA (Crna) C& H3UHCIIABAT KAKTO CIICABA:

Josa uukotus (mg/16 yaca) Cinax (ng/ml)
10 10

15 15,5

25 26,5

H3uncneunTe 1iasMeHH HHBA Ha HHKOTHHA CHOTBETCTBAT HA JCHCTBHTE/NHO M3MEPEHHTE IUIA3MEHH
KOHIIEHTPaLHH:

11 ng/ml 3a mnactup 10mg ® 25 ng/mi 3a nmactup 25 mg. Upes WHTEpnONalMa € H3MEpeHa
MaKCHMAIIHaTa mIa3MeHa KOHUeHTpatks ot 16 ng/ml 3a mactip 15 mg.

KHHeTHKATA Ha HMKOTHHA He Ce NOBIMABA OT MECTOMOJIOKEHHETO Ha rutacTupa (6eapo win ropHata
YACT HA PHKATA).

BapHaluH B yCBOSBAHETO HA HHKOTHHA B €KCTPEMHH YCJIOBHA HE Ca IPOYYBAHM, HO HE CE CMATa,
Ye NpeAcTaB/BaT 3alU1axa 3a He30nacHOCTTA.

(DapMaKOKHHETHYHH M3CIEIBAHHA CA& [OKA3AIH, Y€ HAMAE 3HAUMTEIHO HATPYMBaHE HA HHKOTHH,
KOTaTO ILIaCTHPHT OCTAHE 3aJlelieH 2a oBede OT 16 Yaca W e MOCNeaBaIo NOCTABAHE HA HOB IUIacTHp.
Axo manwentsT 3a0paBw (MO W3KIIOUEHNE) Na OTCTPaHM TUIACTMPA Beuepra, TOW/TE MOXe Ja To
OTCTpPaHH Ha CYTPHHTA H Ja MPOJBIDKH ¢ HOB I1acTHp 6e3 mpeKbheBaHe Ha JIeYeHHETO.

Pasnpenenenne
OOeMBT Ha pasnpejieieHHe Ha HUKOTHHA € okono 2-3 I/kg.

Cenp3BaHeT0 Ha HHKOTHHA ¢ MNIa3MEHHTE MPOTEHHH € mo-Manko oT 5%. Eto 3amo He ce o4akpa
BAPMALIMKTE B CBBLP3IBAHETO HA HWKOTWHA TOpaaXl ynorpeda Ha CBITBTCTBAILM JIEKApPCTBA HIIH
NPOMEHH B IUIa3MEHKTE MPOTEHHH MopaaH GONEeCTHH CHCTOSHHA N2 HMAT 3HAYMTENHO BB3/ICHCTBHE
BBPXY KHHCTHKATA Ha HHKOTHHA.

Buorpanchopmaiing

OCHOBHMAT OpraH Ha eTHMHHHpaHE € YePHUAT Opob, HO chIIO Taka ce MeTabonu3Hpa ot 6u6pennTe
u Gemute npobose. MaeHTHHIMpanu ca noBeue oT 20 merabommTa HAa HWKOTHHA, 33 BCHYKH OT
KOMTO ¢ CMATA, Ue Ca TIO-MaIKO aKTHBHY 0T HHKOTHHA.

KOTHHHMH, OCHOBHHAT MeTalonHT Ha HMKOTHHA B IUIa3MaTa, WMa MOMYKHBOT oT 15 a0 20 uaca u
KOHLIEHTPAIIMH, KOHTO HAIXBLP/IIT KOHUECHTPAILMHTE HA HUKOTHHA 10 ITBTH.

EnuMHHHpaHe
CpenHuAT TUIa3MeH KIMPEHC € oKono 70 1/g9ac 1 BpeMeTo Ha MONMYyXHBOT & OKOJIO 3 Yaca.

OcHoBHHUTE MeT20ONTHTH B YpHHATA ¢ KOTHHHH (12% ot mo3ara) ¥ TpaHC-3-XHIPOKCHKOTHHHH (37%
or pmosata). Ilo-manko or 10% oT HHKOTHHa ce eKCKpeTHpa HelpoMeneH upes ypHHata. [lo 30%
MOJKE Jla ¢ eKCKpeTHpa Upe3 ypHHaTa 4pes3 MOBHINEHa JHype3a H NOJKHC/BaHe nox pH 5.

Jlupeinoct/Hennueiinoct

TPH OO3N MAACTHPH.
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BbrbpeuHo yBpeknaHe
Iporpecueno Texko O6nOpedHO yBpeXJaHe ceé CBBHP3BA ¢ HaManeH ofll KIMPBHC Ha HHKOTHHA.

TToBHLIEHH HHBA HA HHKOTHH ce HaG/II0aBaT NpH NALUMeHTH MYyLIa4H, NOAJI0KEHH Ha XeMOIHANN3A.

YepHoapoOHO yBpexKIaHe

DapMAKOKHHCTHKATA Ha HHKOTHHA HE CE MTOBJIHABA NPH MALMEHTH C IMPO3a ¢ JIeKO 4epHOApoGHO
yepesxkaade (oueHka 5 no Child-Pugh) v HHKOTHHOBHAT KIHPLHC € HAMAJICH NIPH MAalHEeHTH ¢ IHPO3a
¢ YMepeHO uepHoApoOHO yepexaaHe (onedka 7 mo Child-Pugh).

Ila1HeHTH B CTApYecka BR3IPACT
HeznauuTenno HaManeHHe Ha ODMIMA KIMPBHC H2a HHMKOTHHA € JAE€MOHCTPHMPAaHO TIPH 3ApaBH
BB3PACTHH NMALHEHTH, HO TOBA HE OIIPABABA KOPEKIHA Ha 103aT4.

He e nabnronapana pasnuka B KHHETHKATa HA HUKOTHHA MEXKIY MEXKETE H KCHHTE.

5.3 IlpenxTHHAYHHE JAHHH 3a 6€30NACHOCT

Hernmunmanau npoyusaiii ¢ Huxoper Kinsp TpancaepmaneH ruiacTHp NOANBPKAT 1oOpe H3BECTHATA
6e30MacHOCT Ha aKTHBHOTO BEILLECTBO M JOKyMeHTHpaHus npodun Ha Ge3onacHOCT 33 NOMOLHHTE
BEIIECTERA.

Hama gcHO A0KAa3aTeqCcTBO, 4¢ HHKOTHHET € TCHOTOKCHYEH MIH MYTATE€HEH,

Hobpe H3BecTHATAa KapLUMHOTEHHOCT HAa TIOTIOHEBHA AWM € CEBP3aHA C BellecTBa, oOpa3yBaHH upes
ITMPOJIH3a Ha TIOTIOHA. HHTO eiHo ot T€3H Belnectsa He ce cpella B IacTHpHTe Huxoper Knuep.

6. PAPMAIIEBTHYHU JAHHH

6.1 Cnachk HA NOMOIMHATE BEIECTBA

HuroTtHaOB cnofi:

[omuerunenrepedranaten ¢wim (PET), cpenHoBeprokHM TPMITIHLIEPHIM, OCHOBEH OYyTH/IHpAH
METAKPHIAT KOMOIHUMEP.

AKpHIaTeH cloi:

AKpwieH ajiXe3HBEH pa3TBOp, KallMER XHOPOKCHA, KpOCKAPMENo3a HATpHH, alyMHHHeB

alcTHIALICTOHAT.

Ocpoboxaaralll clroii:

Honuetunenrepedranaren danm (PET), arymMunusMpaH or eaHara cCTpaHa, CHAWKOHH3MDaH OT
IBETE CTPAHH.

6.2 HeehBMecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roguocT

3 ronMHuM
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6.4 CnenpaJHA YC/10BHH HA ChXpaHeHHe

Ha ce cexpansea nog 25°C. InacTHpbT Aa ce chXpaHABA B TUIETHO 3aTBOPEHA OMNAaKOBKa, 3a Ja Ce
npearasy OT BJara.

6.5 B B chABpKAHAE HA ONAKOBKATA

HWuguBHOyanHa  MHOFOCNOHHa — omakoBka or  xaprus, PET  ¢uiM, anymMuHsd H
AKPIIHHTPHIKOMOIHMED HAH LHMKI00Ne(PHH KOMOMHMEP KOEKCTPYAAT, I0CTABEHA B KYTHS.

Onaxosxu

Hukoper Knuep 25 mg/16 h: 7, 14, 28 nnactupa

Huroper Knusp 15 mg/16 h: 7, 14, 28 rmactupa

Huxoper Kinusp 10 mg/16 h: 7, 14 nnactupa

He BcHYKH BHAOBE OMaKOBKH Morar Aa ObJaT MycHATH B npoaaxsa.

6.6 Coenua/IAH NpeANAIHA MEPKH NPH HIXBLpJISHE

HewznonssaHuaT jeKapCTBEH MPOIYKT WIHM OTTaTBYHHTE MATCPHaJ M OT Hero Tpsbea na ce
H3XBBPIIAT B CHOTBETCTBUE ¢ MECTHHTE H3HCKBaHHA. H3MOMBAHETO Ha JIEKAPCTBOTO ce
CYHTA, Y€ MOXe [a NOBEJE 0 He3HAYMTelleH PHCK NPH OMa3BaHe HA OKOIHATa Cpelia.

7. IPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

McNeil AB

Norrbroplatsen 2

251 09 Helsingborg

Hipeimin

8. HOMEP(A) HA PAIPENNIEHUETO 3A YIIOTPEBA

20150031, 20150032, 20150033

9. JATA HA ITBPBO PA3PEHIABAHE/MOJHOBABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

Jara Ha mepBO paspemaeane: 04.02.2015 r.

Jara va nopaoeasane: 04.07.2018 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Mapt 2019
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