KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Hukoper Knusp 10 mg/16 h tpancaepmanen niactup

Nicorette Clear 10 mg/16 h transdermal patch N3MbLIHIATENHA ATEHUMA NO NEKAPCTBATA

HHKOpE:T Kn HbBP 15 mg/ 16 h TpaHCAepMaJieH TJ1acTHp Kpamka xaﬁaﬁmapu.,mum Ha npogykma - [lpuroxeque 1
Nicorette Clear 15 mg/16 h transdermal patch Kom Pee. N 02015@05‘5{3)_[33 _______
Hukopet Kinubp 25 mg/16 h tpancaepmanen ninactup — -
Nicorette Clear 25 mg/16 h transdermal patch PaspeweHue
s 4590 -85 21 - 08
OgoBPEHUO M .........coranensessissseres Jassnsssniansoninsditosiiamntby

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku TpaHcaepMalieH 1jacTup CbabpiKa:
HUKOTHH (nicotine) 1,75 mg/cm?

Huxopem Knuvp 25 mg/16 h mpancoepmanen naacmup ¢ pasmep 22,5 cm® CbhabpKa HHKOTHH
39,37 mg u ocBoOOK1aBa HUKOTHH 25 mg/16 yaca
Huxopem Kuuvp 15 mg/16 h mpancoepmanen niacmup ¢ pasmep 13,5 cm’® cbhabpka HHKOTHH
23,62 mg u ocBoboknaBa HUKOTHH 15 mg/16 yaca
Huxopem Kuuwop 10 mg/16 h mpancoepmanen naacmup ¢ pasmep 9,0 cm® cbabpka HHMKOTHH
15,75 mg 1 ocBoboxk1aBa HUKOTHH 10 mg/16 yaca

3a MbJIHUA CIMMTUCHK HA MOMOIIIHUTE BEllECTBA BUXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

TpancaepmaiieH miacTup
bexxoB, noaynpo3payeH, NpaBObIbJAEH IUIACTHP CBC 3a00/IeHH pbOOBE M CBEeTJIOKaaB nevar

.Nicorette”, NoCTaBeH BbPXY JIECHO OTCTPAHHUM CJIOH, NMOKPHUT € aJlyMHMHHUH M CHUIIMKOH, U (popMHUpaH
OT HUKOTHHOB CJIOH M aJIX€3MBEH aKpHJIaTE€H CJIOH.

4. KIMUHUYHHU J1AHHH

4.1 TepaneBTHYHH NOKA3AHHA

Hukoper Knubp TpaHcaepMasieH MiacTHp ce HU3MOJI3Ba 3a JIEYEHHE HA TIOTIOHEBAa 3aBHCHUMOCT INPH
Bb3pacTHH 3a O0OJieKYaBaHe Ha CHMMNTOMMTE Ha OTHEMaHE HAa HUKOTHH, BKJIIOYHMTEIHO CHJIHOTO
’)KeJIJaHHWe 3a NyLIeHe Mo BpeMe Ha OMNUT 3a OTKa3BaHe. EBeHTya/iHaTa ues € NOCTOSHHO NpeKpaTsBaHe
Ha ynoTtpebara Ha TIOTIOH.

Huxkopet Kiaubp TpaHCaepMasi€H IUIacTHP € MOKa3aH 3a JIeYeHHe NPH Bb3PacTHH.

Axo e Bb3MOkHO, Hukoper Kiinbp TpsOBa 1a ce u3nos3Ba KaTo 4acT OT Nporpama 3a OTKa3BaHE OF--
TIOTHOHOIYIIEHETO. )
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4.2. lo3npoBKa ¥ HAYHH HA NPHJIOKEHHE

EOSHQBI{H

[TaumenTure TpaOGBa nga chpatr HAMBAHO THOTIOHOMYUICHETO NO BpeMe Ha nedyeHHero ¢ Hukoper
Knubp TpascaepmManeH niacTup.

AKO ce NOABAT HAKAKBH CHMITTOMH Ha Tpeao3upaHe, H3OpoeHH B TouKa 4.9, peaHara NpruioKeHHeTo
Ha HUKOTHH TpAOBa fa ce cnpe.

[MpodecHonaneH cbBeT M NMoaKpena oOHKHOBEHO NOACOPABAT CTENCHTA HA YCTIEX.

Jleyennero ¢ Hukoper Knubp TpancaepMaiicH MnacTUp CHUMYJIHMpPa Bapvallks Ha IJIa3MEHOTO HHBO
Ha HHKOTHHA, HaOnaaBaHO MpH Mywavd 6e3 npHeM Ha HUKOTHH MO BpeMe Ha ¢bH. HHKOTHHDT,
ocBoboneH ot mactupure Hukoper Kanubp, KOHTO ce W3NON3BaT caMo M0 BpEME HAa aKTUBHATa 4acT
Ha JieHd (B NpoAb/bKeHHe Ha 16 yaca), He npeIU3BHKBAa CMYLLIEHHS B CbHA, KOUTO ce HabnionaBat npu
NPUIOXKECHHE HA HHKOTHH MO BPEME HA ChH.

Mounorepanns

Bv3pacmnu
Jleuenweto ¢ Huxoper Knubp TpaHcaepManeH naactHp OOMKHOBEHO npoawDKaea 12 ceaMuum,
8 CeIMHLIM JIeYEHHE C AOCTAaTbYHA TepaneBTHYHA 1034, MOCIEABAHO OT 4 CeAMHLH HA MOCTENEHHO
HaMalnsBaHe.

Ha nywauume c¢ eucoxa nuxomunosa 3asucumocm (oueHka no FagerstrOm 3a HUKOTHHOBA

3aBUCHMOCT 2 6 unu > 20 uMrapy AHEBHO) ce Mpenopbusa 3ano4upaHe Ha JieyeHue ¢ Hukoper Knubp
25 mg/16 h, eaud nnactup Ha AeH (cTbnka | ot Tabnuua 1) 3a 8 ceamuum. Cnen 8 ceaMunm ao3ara
HUKOTHH, ChAbLpKAlA C€ B TiacTupa, Tpabsa na ce Hamanm nocreneHHo. CnenoparenHo Hukoper
Kmusp 15 mg/16 h tpadea aa ce W3anon3sa B NpoALIKEHHE Ha 2 CEAMMUM, €HH MIAacTUpP HA AEH
(ctbnika 2 ot Tabnuua 1), nocneasan ot Hukoper Knupp 10 mg/16 h, u3nonieadH B npoammkeHue
ChILO HAa 2 CEAMMLM, €AMH ILTACTHP Ha AeH (cThnka 3 ot Tabnuua 1).

Ha nywawume c¢ no-nucka nuxomunoeéa 3asucumocm(oneHka no Fagerstrdbm 3a HUKOTHHOBa
3ABUCUMOCT < 6 HIIH < 20} uyrapy AHEBHO) c€ MNpenopbyBa 3allouBaHe Ha jJedcHue ¢ Hukoper Knubp
15 mg/16 h, equn nnacTup Ha AeH (ctbnxa 1 ot Tabnuua 2) 3a 8 ceamuum. Cnen 8 ceamMuuu nosara
HHKOTHH, ChAbpailla ce B fuiactupa, Tpabpa aa ce Hamanu nocreneHHo. CnepoparenHo Huxoper
Knuep 10 mg/16 h Tpabea na ce u3nonsea B nNpoawDKeHHE Ha 4 ceAMMLH, €OWH IL1aCTHP HA ACH —
cThilKa 3 (cTenka 2 ot Tabauna 2).

He ¢ NpENOPHYHUTCIHO H3NMOJN3BAHCTO Ha IUIACTHPH MOBEYE OT ﬁmeceua. Hsakou OuBlIH Inyumain
MOXKC Aa CC HANIOXKH fa TH H3INON3BaAT no-AbJAro, 3a Ja €€ npcaoTrBpaTH HOBO 3ariovMBaHE Ha

THOTIOHOITYLIICHC.

Tabauna 1. Cxema 3a no3HpaHe NPH NYINAYH ¢ BECOKA HAKOTHHOBA 3ABHCHMOCT

Ho3naposka | IlepHox Ha JeueHHe

Croika | Hukoper Knusp 25 mg/16 h enus mnactup Ha neH MLPBUTE 8 CeAMHLIH — HavalHa ¢a3a
Crenka 2 | Hukoper Knubp 15 mg/16 h enus rutacTip Ha JeH cJieABalIMTe 2 CeAMULIN

Crbinka 3 Hukoper Knubp 10 mg/16 h equu ruiacTup Ha aeH MocAeJHUTE 2 CEAMHLUM

Tabauua 2. Cxema 33 103HpAHE NPH NYIIAYH ¢ N0-HHCKA HHKOTHHOBA 3aBHCHMOCT

Ho3npoBKa Ilepuoa na Jeyenue
Crbnka | Huxoper Knvbp 15 mg/16 h eann nnactup Ha aen MbpBHUTE 8 ceaMULM — Ha
Ctbrnka 2 Hukoper Knusp 10 mg/16 h eaus nnactup Ha aeH cneABaluUTe 4 ceaMH
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KomMOHRHpaHS Tepanus

Ilymauu, KOUTO NOMYUAT KeJaHHe 3a NMYLUSHE MO BpEME Ha JieueHHe ¢ elHa HHKOTHHOBA
3aMecTHTEeNHA Tepanusa (H3T) wnu kouTo He nocTHrar ycnex ¢ eadHduna H3T, Morart ga usnonsear
Hukoper Knmubp Tpascaepmanes ninactup B KOMOMHALIMA ¢ MPOAYKT 3a yCTHA aurasuua 3a H3T 3a
6bp30 O0nekueHHe Ha XKeNaHHEeTO 32 MyILLEHeE.

@opMHTE 3a YCTHA JIMTAaBHLIA, KOHUTO MOXe Ja ce uMaT npeasui B komOuHauus ¢ Hukoper Knubp
TpaHCAepManeH twiacTHp, ca Huxoper AcMuHT 2 mg neyeGHM abBKH WK Hukoper cnpeii 3a ycTHa

nurasyua 1 mg/BnpuckBane.

[Torpebutenat TpaOea na HanpaBH CBHLIO CNIPaBKa U C NPOAYKTOBATa HHpOpMalks Ha n30paHaTa

¢opMa C aJanTUBHO MPUTIOKEHHUE.

[lymaunre TpAaORa Aa cnpar Aa MyLIAT HATKJIHO MO BpeME Ha Kypca Ha JIeYeHHe.

[1pn komMGunHnpaHa Tepanus ce npenoppuBa ynorpedara camMo Ha ¢aHa GopMa ¢ aJaNTHBHO

NPHIOKEHKE 3a nepHoa oT 24 yaca.

lpenopvyumenna ynompeba na mpancoepmanen niacmup 8 koMounayua ¢ ovexa 2 mg / cnpeit 3a
yemua auzasuya 1 mg/enpuckeane 6 mabauuna gpopma:

Bucoko nuBo na 3apucHmocT: [lyma4n ¢ BHCOKA HHKOTHHOBA 32aBHCHMOCT (OLIEHKA 1O
Fagerstrom 3a ANKOTHHOBA 3aBHCHMOCT > 6 K > 20 UErapH HA J€H), KOHTO NOJYYAT KeJaHHe
33 OyIU¢HE NO BpeMe Ha JleYeHHe H/IH KOHTO €a ce NPoBaauau ¢ eanHuyna H3T

JleweOnn abBKH 0T 2 mg | Capedd 33 ycTHA JIHTABHIA
1 mg/BnpbrcKkBaHe

Ho3a Ilepuon oT
. BpeMe
Crenkal | |1 nnactup | [1wpBHuTE
25mg/l6h | 8 cenmMuun
Cronka2 | | I1aCcTUD Cheapawure
15mg/16 h | 2 ceaMmuum
Ctrenka 3 | | mnacTup [Nocneanure
10mg/16 h | 2 cenmuuu

Cnopen HyXauTe, HO He
noBeye oT 16 AbBKH Ha
JIeH.

ObnuaiiHaTa po3a e 5-

6 ABLBKH Ha AeH

Cnopezn HyxKaHTe, HO He
nopeye ot 16 ALBKH Ha
IIEH.

Coopen HyxAauTe, HO He
noseye ot 16 TLBKH HA
JEH.
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Cnopea HyXauTe, HO HE MoBeye
oT 32 mg Ha JieH

(2 BnpbckBaHUA Ha 4Yac 3a 16 h).
3anouHeTe HAMANABAHETO OT
ceamuua 7.

Crniopea Hy»XauTe, HO He NoBeYe
oT 32 mg Ha AeH

(2 BnpbckBaHKA Ha uac 3a 16 h).
[Tpoavmxkere na HaMansABaTe
Opos Ha BIpbCKBaHHUATA Ha J€H.
KoM kpas Ha ceamuua 9
notpeburenure Tpa6Ba na
H3MNON3BaT NOJJIOBHHATA OT
cpeanust OpoH BNPbCKBAHUA Ha
JA€H, KOHTO € H3MNOJ3BaH A0
ceaMuua 6.

[Ipoasmkere 1a HaMaNABaTe
Opoa Ha BIpbCKBaHHATA Ha JIEH,
Taka ue Ja He C€ W3MOJN3BAT
noBeye OT 4 BIIPHCKBAHHA Ha
AecH nipe3 ceamuua 12. Koraro
norpeburenure cTuruar  2-

4 BNpBCKBAaHHA HA NEH,
ynotpedara Ha crnpes 3a YCTHa
AUraBMiia TpaOBa ma ce
NpEyCTAHOBH,
He npunaraiire ngffesis
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Cnen
Ctbnka 3

Hama

Cnen

[Ipu HyXkna, HO Hamanere

Ceamuua 12 | 6pos Ha apBKMTE.

JleueHuero TpaAbBa Ja ce
Crpe, KoraTo 103ara ce
HaManu ao 1-

2 1BBKH Ha aeH. He
H3NOJI3BAUTE MOBEUE OT
16 D bBKH Ha JeH.

J10 MakCHManHo
12 Mecelia

Ha NeH (2 BOPbLCKBAHMA HA Yac
3a 16 h).

AXo e HeoDXoauMO, HO
MPOABIKETE 1a HAMAIABATE
Opos Ha BNPBCKBAHHATA Ha JI€H.
Korato notpebuTenuTe CTUrHat
10 2-4 BIpBbCKBAHUA HA JACH,
ynorpedaTta Ha cnpes 3a yCTHa
nurasyua Tpabea pa ce
MPEYCTAHOBH.

He npunaraiite nopeue ot 32 mg
Ha JcH (2 BNIPbCKBAHHA HA 4ac
3a 16 h).

Jlo MakCMManHo 6 Mecela

Hucxko HHBO Ha 3aBHCHMocT: [lymsus ¢ mo-HHCKA HHKOTHHOBA 3aBHCHMOCT (ONEeHKa MO
Fagerstrom 3a HHKOTHHOBA 3aBHCHMOCT < 6 Hin < 20 uurapu Ha aen), KOHTO MOJYYAT KeJIaHHe
3a MylleHe N0 BpeMe HA JieYeHHe HJIH KOHTO ¢a ¢e NpoBaJnJH ¢ eaAnnHuna H3T

Hosa

Crenka
1

CTbnKa
2

Cnen
Crbnka

Ilepnoa or
BpeM¢E
| mnactup | [InpBure
15 mg/ 8 ceaMMLIM
16 h
1 nnactup | [locaenuure
10 mg/16 h | 4 ceamuun

Cnen
Ceamuua 12

JleueOHH ALBKA OT 2 mg

Crniopen Hy»AHTe, HO He
nopeue oT 16 ALBKHK HA JEH.
Obnuaiina no3a e 5-6 n1bBKH
Ha A€H

Cnopen HyXaAuTEe, HO HE
noseve oT 16 THbRKH HA [IeH.

AKo e HeobXxoaHuMO, HO
Hamanete 6pos Ha THBKHTE.
Jleuenueto TpaAdOBa 1a ce
CTpe, KOraTo J03arta ce
HaMmanu ao 1-2 J5BKH Ha J€EH.
He usnonssaiiTe noseue ot
16 ABBKHM Ha J€H.
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Cnpeit 3a yeTHA TRraBHIA
1 mg/BnpuLcKBaHe

Cnopen HY>KAUTE, HO HE NOBEUE
OT 32 mg Ha AeH (2 BIPBCKBAHHKA
Ha 4ac 3a 16 h).

3anoyHeTe Aa HAMAaNABaTe OT
ceamMuua 7.

[lpoasmxere na HaMansABaTe Opos
Ha BNPBHCKBAHUATA Ha AeH. KbM
Kpas Ha ceaMuna 9, tpabsa na ce
M3MNOJ3BAT NOAOBUHATA OT
cpeasns Opoii BIIpbCKBaHHUA Ha
JI€H, KOUTO € U3MOJI3BaH 10
ceamuua 6. [lorpeburenure He
TpsAOBa Aa H3MON3BAT NOBEYE OT
4 BOPbLCKBAaHUA Ha JIEH Ipe3
ceaMuiia 12, Koraro
norpedurennre CTUrHar 2-

4 BNpBCKBAHUA Ha JIeH,
ynotpebara Ha criped 3a YCTHa
nurasuua Tpadea aa ce
IPEYCTAHOBH.

He npunaraiite nosetde ot 32 mg

Ha AeH (2 BNPBLCKBAHMA Ha 4ac 3a
16 h).

AKO e HeoOX0IHMO, HO
NpoALJKETE 1a HaMamnaeraTe Opos
Ha BNPpbLCKBAHUATA HA JIEH.
Korato notpeSurenure cTUrHar
100 2-4 BNPBCKBAHHA HA JICH,
yrorpedarta Ha cnpes 3a YCTH? -
nurasuua Tpadra ra ce M%U: De N

NPEYCTAHOBH. N TR
. VA o mmd T e N
He npunaraiite noseud'gy 32 mgsy ™ * \ %
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Jo makcumanHo 12 mecena | Ha AeH (2 BOpBCKBAHKWA Ha Yac 3a

' | 16 h).

Ieouampuuna nonyrayus

besonacHocTTa M eduKkacHocTTa HA HMKopeT Knnubp TpaHcaepmaleH riacTHp NpH Jena Ha Bb3pacT
noa 18 roAuHHM He ca yCTaHOBEHHM. JIMMCBAT AaHHH.

Hauun Ha npunoxeHue:

[lnacTpbT ce npuaara CYTpUH H € OTCTPaHABa NPEAH JIAraHe, Taka Ye 1a ce OCUTYpH
npuOau3uTenHo 16 uyaca edexr. [L1acTHpBT ce nNpynara BLPXY YHCT, CYX, HHTAKTEH YYACTERK OT
Koxara 6e3 kocMM (HanpuMep BbpXy Tpyna, 0eapoTo, MHILIHULIATA MK MPBAHHA Kow). Te3u
yyacTbU# TpAOBa J1a ce MPOMEHAT BCEKH AEH, KATO €HO M ChILO MACTO He TpAOBa Aa ¢¢ W3non3ea B
fIOCNEAOBATENHH JHH.

1. U3mHiTE pBLUETE CH TIPEAH NPUNAraHEeTO Ha INACTHP.

2. OTBOpPETE NIIHKYETO C HOXKHLHA OTCTPAHH, KAKTO € NOKA3aHo.

3. OrcTpaHere €Ha 4acT OT cpeOpUCTHA ATYMMHHER CIIOK BB3MOXHO Hail-MHoro. M30sreaiire na
AOKOCBATE JIENKABAaTa MOBLPXHOCT Ha MNACTHPa C NPBLCTUTE CH!

4. [lp1noxkeTe MABTHO MJIACTHPA, KATO NPUTUCKATE NENKABATA MY CTPAHA BbPXY KOXKATa H
OTCTPaHETE CPEOPHCTHS ATYMHHHEB CJIOH.

5. [lpyTuUcHeTe 30paBo T1acTHpa BbpXY KOXKAaTa ¢ NPLCTUTE HIIH AJ1aHTa CH.

6. PastpuiTe cviiHO OkoN0 pu0a, 3a Ja OCHUIypHTE IUTLTHOTO NPHJIENBaHE Ha IUIaCTHPA.

7. AKO IUTacTUPBT C€ OTJIENH, 3aMEHETE ro ¢ HOB,

Cnen OTCTPaHZBAHE, H3NTOA3BAHUTE I1aCTHPH TpﬂﬁBﬂ Aa CE UIXBLPJIAT NO be3onaceH HAYHH.

He n3non3eaite ILaCTHPH NPE3 HOUTA, T.C. HE [T0-ABbJT0 OT 16 vaca.

4.3 [IpoTrBONOKa3aHHSY

CBPBXUYYBCTBHTEIHOCT KbM HHUKOTHH WIH KbM  HAKO€ OT MNOMOILUHHTE BewlecTBa W30poeHH B
Touka 6.1.

[Tpu aeua noxa 18 roguun.

[Ipu nyMna, KOUTO HHKOra He Ca NYLIUITH.

4.4 CnenHAAHA NpeaYNPeXKICHAS H HPEANAZHH MEPKH NPH ynorpeba
Hukoper Knusp He TpsbBa aa ce M3Mon3Ba OT JHLA, KOUTO HHKOTa HeE ca MyIIWIH.

[lonsure OT OTKA3BAHETO OT TIOTIOHOMYLUEHE HAAXBBPJAAT BCHYKH PHCKOBE, CBLP3aHH ¢ TMPABHIHO
NPWJIOKEHATA HUKOTHHOBA 3aMecTUTeNHa Tepanya (H3T).

[TlotpeSuTenure TpabGepa na ca KHPOPMMpPaHH, Y€ aKO NPOOWIKAT Ja NYLIAT AOKATO H3MOJ3BaT
[U1aCTUPHUTE, T€ MOXKe [Ja [oJy4aT TO-H3pa3eHH HexenaHu eQeKTh ropagH PpHCKOBETE OT
TIOTIOHOMYLUEHETO, BKIIOMHTENHO ChPASYHO-ChAOBH e()eKTH.

[Toaxonam MEAHWLIMHCKH CHEeRMAJIMCT Tpaﬁna Ad HAlIpaBH OLICHKATa NON3a-pHCK JIPpH NMAUHCHTHU CbC
CIACOIHHUTC CHCTOAHNA.

* (Cvpoeuno-cvooeu 3aboai6anus; 3aBUCHMWTE MYWIaYH CbC CKOPOLIEH MHOKapieH
HecTaOWIHa WK BIOLLABALIA C€ CTEHOKApAHUA, BKIIOYMTENHO aHrMHA Ha Prinzmetal, Texk

apUTMHH, CKOPOIUEH MO3BYHO-CHAOB WHUHMAEGHT WHIH Xopa CTpajallii oT HCKDFWPOHHW& fk 2
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XuneproHda TpaOBa Oa ¢e HachpuyaBaT Jia ChOpar TIOTIOHOMYLIEHETO ¢ HedapMaKoJOTHYHM
MHTEPBEHLIUH (KaTO Hanp. KOHCYJTAUHH). AKO T€ HE YCIEeAT, IUIACTHPBLT MOXe Ja ce HMa NpeABH, HO
Thi KAaTO JAHHWTE OTHOCHO 6€30MacHOCTTa B Ta3u rpyna NauMeHTH ca OrpaHWYeHH, Tpabea ma ce
3aM0YHE CaMO NOJ BHUMATEJTHO JIEKapCKOo HabmoaeHue.,

» 3axapen ouabem. TlalneHTUTE CbC 3axapeH AHaber TpabOBa fa ce ChBETBAT Aa NpocneasasaT HUBATa
Ha KPBHBHATa CH 3axap MO-CTPUKTHO OT 0OHKHOBEHO, KOTaTo C€ CMpe TIOTIOHOMYUIEHETO H ¢e 3anouHe
H3T, Tp# i xaTto OCBOOMKIABAHETO Ha KATEXOJaMHHM, HHAYLUMPAHO OT HAMAJICHHETO HAa HHKOTHHA,
MOKE [a nosiause MeTabon3Ma Ha BLIVIEXHIAPATHTE.

» bvbpeuno u yepnoopobro yspesicoane: Jla ce ynotpedsasa BHUMATEAHO NPH MALMEHTH C YMEPEHO A0
TEXKO uYCpHOAPOOHO YBpeXaaHe WWIH Tekko ObOpeuHO yBpexnaHe, Tbil KaTO KIMPBLHCBT HA
HHKOTHHAZ WIH HeroBHTe MeTabOJWTH MOXE Ja C€ HaMa/lld ¢ MOTeHUMal 3a MOBHINABAHE Ha
HeXEeNaHHTE ePEKTH.

o Deoxpomoyumom u mexormporupan xunepmupeoudusvm. Ha ce ynorpe6aBa BHHUMATENHO MpH
NALMEHTH € HEKOHTPOJIMPAH XHNEPTHPCOHAW3IBM MIH (PEOXPOMOLMTOM, Tbid KaTO HHKOTHHBT
npeau3BHKBa 0CBOOONKAABAHE Ha KaTeXOJaMHHM.

* Cmomawro-upeeno 3aboansane; HHUKOTHHBT moxke na obOCTPH CHMNTOMMTE NPH NALHEHTH,
cTpajaud ot e3odaruT, CTOMAIHH HWIW NENTHYHH A3BM, H npenapature 3a H3T Tpabea na ce
M3MOJ3BAT NPEANaliMBO MPH TE3H CHCTOAHHA.

» ['vpyoee: [la ce U3non3ea ¢ NOBULIEHO BHHMAHME TIPH JIHLA, NPHEMALl aHTUKOHBYJICHBHA Tepanus
WM C aHAMHE34a 33 eMUICTICHA, ThH KATO HMa CHOOLIICHHA 3a CTyYaH Ha IbPYOBE BbB BPh3Ka C
HUKOTHH (BHKTE TOUuKa 4.8)

Hopeno-macnumen pesonanc (AIMP): Huxkoper Knunp TpabBa na orcTpaHM npeau Aa ce M3BLpPILAT
HakakBH JAMP npoueaypu 3a npeaOTBpaTABaHE HA PUCKA OT H3TapAHMA.

Onacrocm npu oeya:

Jlo3UTE€ HHKOTHH, NOHACAHHU OT Myllaud, NMPH Aella MOTaT Aa NPEeAN3BHKAT TE€XKKA TOKCHYHOCT, KOATO
Moxke na Obae ¢aranHa. IlpoaykTH, ChALPKALUM HUKOTHH, HEyNnoTpeOABaHH HNH YynoTpeOABaHH
IUTACTHPH, He TpabBa na ce OCTaBAT Ha MeCTa, KbAETO MOXE Ja Ce TIMMNAT WIH NOrbJHAT OT A€Lia, BX.
TOUKa 4.9.

Hp&'@ﬂdﬂﬂﬂ dsucumocm. l'lpe,aa.neﬂa 3aBHCHMOCT MOXC 14 BB3HHKHC, HO T4 € MO-MAaJIKO Bp€AHA H
[10-JICCHA 34 MPpCOoROJIABAHE OT 3aBHCHMOCTTA OT TEOTIOHONYLUCHE,

Cnupane na miomiononywenemo. INoTHUMKIWYHUTE apOMaTHH BBLIJIEBOAOPOAM B TIOTIOHEBHA OUM
MHIYUHpAT MeTabonuiMa Ha nekapceTea, MeTabonusupand ot CYP 1A2 (1 sepostHo ot CYP 1Al).
Koraro nyiuay cnpe aa MyLd, TOBa MOXE Ja AoBeAc ao 3abargHe Ha MetabonusMa W nocienBallo
NOBHUIICHHE HA KPBbBHHTE HHBA Ha TE3W JIEKapcTBa. TOBa € OT NOTEHUHANTHO KJIHHHWYHO 3HayeHHe 3a
NPOOYKTH C TECEH T€pPaneBTHYEH NPO30peLL, HAMp. TEOPUNUH, TAKPHH, KJIO3aNHH H POMTHHHMPON.

KomOunnpaua Tepanus:

I[NpenynpexxaeHusTa ¥ npeana3HuTe Mepku npu ynotpeba Ha kombuHauuaTa Ha Hukoper Knusp
TpaHcIepMaJieH IUIACTHp ¢ u3bpaHaTa ananTueHa ¢opMa Ha NMPWIOKEHHE Ca ChLIWTE KATO MpPH
CaMOCTOSATETHO NPUIOXKEHO JeyeHHe. 3a NpeayNpexKNeHUATA H NIPEANa3HATE MEPKH NPH ynoTpeda
afanTUBHaTa gopMa Ha NMPUIICKEHHE BIDKTE MPOAYKTOBaTa HHPOpMaLIMA.
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4.5 B3anMogelicTBHA ¢ APYIB JCKAPCTBEHH NPOAYKTH K APYra $OopMH HA B3aHMOoaeHcTBHE

KNMHHYHO 3Ha4YuMH B3aUMOICHCTBHS MEXIY HUKOTHHOBATA 3aMECTHMTE/IHA TeEpanus H Jpyru
JeKapcTBa HE Ca KaTerOpHYHO YCTaHOBeHH. HHKOTHMHBT 00aue BEpOATHO MOXe Ja 3aCHIM
XeMOJMHAMHYHHUTE €(CKTH HAa aficHO3¥HA, T.€. Ja MNOBHIIH APTEPHAIHOTO HaJIAraHe M ChpAcuHaTa
YecToTa M Ja 3aCWIH CBUO H OTroBopa KbM Oonka (0onka B repAuTe OT CTEHOKApPAEH TH),
NPOBOKKBpaHa OT NPWIOXKEHHE HAa AXCHO3MH (BX. ToOYKa 4.4 CnMpaHe Ha TIOTIOHOITY LIEHETO).

4.6 MepTAIRTET, OPpEMEHHOCT H KhpMeEHe
KomOuHHpana Tepanus He TpaOBa Aa ce U3non3sa NMpH OpeMeHHOCT H KbpPMEHE.

JXKeHu ¢ neTeposieH 11oTeHUHan / KOHTpaUenysa Npyu Mbake U )KEHH

3a pazndka OT noOpe NO3HATHTE HexenaHH edeKkTH Ha TIOTIOHOMYLIEHETO BBLPXY 3a4€BAHETO H
OpeMeHHOCTTa NPH 4YOBeKa, eeKTHTE Ha TEPANe€BTHYHOTO NMPUIOKEHHE HA HHKOTHH ¢4 HEH3BECTHH.
Taka Hanpumep, Makap de A0 JHeC He € CUETEeHO 3a HeoOXoaHMO Ja ce nasa cneuudHuyeH CBLBET Mo
OTHOLEHHE Ha JKEHCKATa KOHTpalenuusa, Hail-OnaropazyMHaTa noO3MOMA TPH  XKEHHTE,
Bb3HaMepABalLH [a 3a0peMeHedT, € Ja He NMyLat 4 Aa He u3noa3eat H3T.

Makap 4¢ TIOTIOHOMYWIEHETO MOXKE Ja MMa HEXKCENaHH €(eKTH BbPXY MBXKHA (QEepTHWIHTET, HAMA
JaHHH 3a HeoOXOoAUMOCT OT OCODEHH KOHTpaUENTHUBHU MepKH No BpeMe Ha neueHne ¢ H3T npwu
MBIKETE.

bpeMeHHOCT

TomoHoNyLIEHeTO NO BpeMe Ha OpeMEHHOCT € CBBP3aHO ¢ PHCKOBE KaTo Hanp. 3abaBaHe Ha
BLTPEMATOUHUA paCTexX, MpeXAEeBPeMEHHO paXJaHe WIH MBPTBO paxaaHe. CnvpaHeTo Ha
TIOTIOHOMYILEHETO € €AHHCTBEeHaTa Hal-ePeKTHBHA HHTEPBEHUMA 3a noaodpaBaHe Ha 3ApaBETO KaKTo
Ha OpeMeHHaTa Nyluayka, Taka U Ha HeliHoTo 6ebe. KoakoTo mo-paHo ce mocTHMrHe abcTHHeHLs,
TOJIKOBA NO-0o0pe.

HUKOTHHET npeMHHaBa B TU1I0Jla H 3aCAra OUXATEJIHHTE MY JABH)XEHHS H KpbBOCOPALUEHHETO.
EdexkTbT BbpXY KpbBOOOPALLEHHETO € 1030-3aBHCHM.

[lopanu ToBa, OpeMeHHaTa mMyniayka TpAOBa BUHAM a C€¢ CbBETBA Ja CNPE HAITBJAHO MylleHeTo Oe3
ynorpefa Ha HUKOTHHOBA 3aMECTHUTEIHA Tepanua. PHCKBT OT npoawnkaBaHe Ha TIOTHOHOMYIIEHETO
MOX€E Aa Ch3Jajle Mo-rojsama OflaCHOCT 3a MJ0Ja B CpaBHEHME ¢ ynoTpebara Ha HHKOTHH-3aMECTBAIIH
NpOAYKTH B paMKMTE Ha HaOniogaBaHa mporpama 3a CndpaHe Ha TIOTHOHOMYLIEHETo. Ynorpedara Ha
Huxkoper Knubp TpancaepmaneHn nnactup or OpemMeHHa mywaykxa TpsaOGBa na 3anouHe camo clef
CHBET OT MEJAULIMHCKH CHELMAIIUCT.

Kbpmene

HukoTHHBT NpeMHHaBa CBODORXHO B KbPMAaTa B KOJIMMECTBA, KOMTO MOXE [Aa 3aCETHAT AETETO JOPH
NpH TEPaneBTHYHHU AO3H.

Ilopaau Toma, ynorpedbara Ha HukopeT Kaubp TpancaepmaneH mnacTHp TpabBa Jga ce U30Area no
BpEMe Ha KbpMeHE. AKO HE ce€ MOCTHrHe cnupaHe Ha nylweHero, ynorpeba Ha Huxoper Kiaunp
TPAHCAEPMANEH INACTHP OT KbpMEWK Mywauky TpabBa na ce 3anoyHe caMO Cliell CbBeT OT
MEAMLIMHCKH CNELIMANTNCT.

DepTHaureT

[1p1 xeuuTe TIOTIOHONYLIEHETO 3adaBs BPEMETO 3a 3aueBaHe, HaMaIgBa LIAHCOBETE 32 YCNneX fpH UH-
BUTPO OIUIOXKAAHE, H 3HAYMTETHO YBE/IHYABA PHCKa OT Oe3rnoaue.

[Ipn MBXKETE TIOTIOHOMYLIEHETO HAMAJIABaA NPOXU3BOACTBOTO Ha CIEPMATO30UH, YBEIHYABa

OTLIOXKIaHE T N,
w a 'Ui‘j\\

KOHKpETHHAT NPHHOC HA HUKOTHHA KbM Te3H €(EKTH NPH XOpa € HEU3BECTEH. Lo
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4.7 EdexTH BLpXY cnnocobHoCTTA 32 I1oPHpane u paboTa ¢ MALITHHM

Huxoper Knunp TpaHcaepMalleH IUIACTHP HE TNOBJIHABA WIH IOBJIMABA IIPEeHEOPEeRUMO
cnocoGHOCTTA 3a WodupaHe u padoTa ¢ MalLIHHA.

4.8 HeskenaHH peaxnuH

EdekTy OT crinpaHe Ha TIOTIOHOITYLICHETO

He3zaBHCHMO OT M3M0J3BAHUTE CPENCTBA €A H3BECTHH Pa3/IiYHHA CHMITTOMH CBBP3aHH ¢ 0OHUalHOTO
OTKa3BaHe oT ynoTpefa Ha TioTioHa. Te BKNIOUBAT eMOLIMOHATHH HITH KOPHUTUBHH €(EKTH KaTo
Anchopus WK NOTHCHATO HACTPOEHHUE; O€3CbHHUE; Pa3APa3HHTENHOCT, HYBCTBO Ha Oe3cunue Win
rHAB; TPEBOXHOCT; 3aTPYAHEHA KOHUECHTpaLUA U 0e3noKoHCTBO WK HeThprieHUHe, Moxe a uMa U
(HU3HYECKH eeKTH KaTO HaMalleHa ChpAE€YHa YECTOTa; NNOBHIUECH aneTHT KK HaJaBaHe Ha TerJo,
BHEHE Ha CBAT WJIM NMPECUHKONHUA CUMITTOMM, KalllliMLa, 3aneK, KbpBeHe Ha BEHLIMTe WK aQTO3HH
A3BH WIH Ha30(QapHHIHT. B AOMbJIHEHHE H ¢ KIIMHHYHA 3HAYHMOCT, HHKOTHHOBHAT IJ1a MOXE Ja
N0BeAe 10 CWIHO XKEJTaHHE 3a ITYUIEHE.,

KakTo MOXKe na ce OYakBa, BUAA HA HeXENaHWTe peakumu, HAOmMOAaBaHW 33 IIaCTHpa B KIHHWYHH
Npoy4YBaHHA ¢a MNOAOOHM Ha Te€3HW, CBBLP3aHM ¢ HHKOTHH, MNpWJaraH nog ApYrd (opMu.

Hexxenanurte peakuus, HabmiogaBaHU MpH MaUMEHTH, JE€KYBaHH C JieKapcTBeHa ¢opma IUiacTHp Mo
BpeMe Ha KIHHHYHH MIPOYUBaHUA W MOCT-MAapPKETHHIOBHA ONUT ¢a H3OPOEHH NO-AONYy No CHCTEMO-
OpraHHH Kj1acoBe

Yecmoma na nexcenanume peaxkyjuu € HpE@Cﬂ?ﬂBEHﬂ CHOPE@ creonama KOH8CHYIN .

MHoro 4ectu (=1/10)

Yectn (21/100, <1/10)

Heuectu (=1/1 000, < 1/100)

Penxku (=1/10 000, < 1/1 060)

Mnuoro peaku (<1/10 000)

HeussecTHHu (He Morar na Ob1aT OlleHEHH OT HANMMUHHTE JaHHM)

CHeTeMo-0pranna Kiracupukaunsg Crobntena HexkeNaHa peakiHs
HapymieHHS HR HMYHHATA CHCTEMA

Heuectn CBpbXYYBCTBHTEIHOCT™
C HeHn3BeCTHA YeCcTOTa AHapHnakTHYHa peakuua™]
IICHXHYHA HapymeHHsY

HeuecTH HeobnuaHH ChHHLIA™
HapyuieHHS HA HEPBHATA CHCTEMA

Yectn 'nasoGonue *

YecTH 3amaiiBaHe *

HeuecTH [Tapectesus *
C HEM3BECTHA YECTOTA ['spuone**

Copaeun HapymeHnnay _

Heuectun [Tannurauun ™, Taxukapaua
Muoro peaku ObpaTHMO NMPEACHPAHO MBXKAEHE
Coaosn napymennsd
HeuectH 3auepBaBaHe Ha Ko)kaTa®q, xuneproHus *J
PecnupaTopHH, IpbJHH H MeAHACTHHAJIHH

napymennsy

HeuecTH JncnHes
I'acTPOHHTECTHHA/IHA HAPYHICHHS
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Yectn Fanene ®, nospbilane®, CTOMaUIHO-YpeBEH
| auckomdopt®
HapymenHA HA KOKATA H NOAKOKHATR ThKAH |
MHoro 4yecTu [Ipypuryc
YectH O6pus * 9§, yprukapus *4 ,epurema
HeuectH Xunepxuaposa ™
C Hewn3BeCTHA 4YeCcTOTa AHrunoenem %
HapymeHus Ha MYCKYJIHO-CKEJIETHATA
CHCTEMA H CHECIHHHTE/IHATA THKAH _
Heuectn Muanrus 9
C HeH3BeCTHA 4€CTOTa bonka B kpaHHHLHTEY
O6mn napymieHHs v epeKTH HA MACTOTO HA
NPHJIOKEHHE
HeuecTH Peakuvn Ha MACTOTO Ha NprIoKeHHUEY, acTeHns ™,
IUCKOMQOPT B rpbAHHS Kol B 6onka ™, ymopa 7,
HepasnoJoxeHue ™

a: CHCTEMHH peakLMH

* Brnipexu 4e qectorara € <1% npeanovynTal TEpMHH HaCTBIIWIH € YecTOoTa = 1% B Apyra lekapcTBeHa dopMa,
B KOATO MPEANOUHTaH TEPMHH ce HOeHTH(HIMPaA kaTo cHcTeMHa HJIP.

# BBIpekH ue 9ecToTaTa B aKTHBHATA rpyna € ro-HUCKa OT Tas3k Ha 1iauedo rpynara, 4€CTOTaTa Ha
cnenupUIHa NeKapcTBeHa HopmMa, B KOATO NMPEATIOYMTAH TEPMHH ¢e uaeHTdUuMpa kato cucreMHa HJIP e no-
BHCOKA B @KTHBHATA rpyna oT iauebo rpynara.

& B 6au30¢T/0K0N0 NacTupa

9 HJIP, ycTaHOBEHH OT NOCTMAPKETHHIOBH JaHHH.

**Co001enH ca cyyan Ha rxpyoBe NMpH JHLA, IPHEMAaLllH aHTHKOHBYJICMBHA TEpanHiA HIIH C AHAMHe3a 3a
eMUIETICHA.

KombuHupaHa tepanus:

Hexenanure edekty, Bb3HHKBALUM 10 BpeMe Ha yrioTpebaTta Ha koMOuHKpaHa H3T, ce paznuuasar
OT T€3H, CRBLP3aHH C BCAKO OT JICYCHHATA, NPHJIAraHd CaMOCTOATETHO, CaMO MO IOKANTHUTE HEeXeNaHH
e(eKTH, CBBP3aHH ¢ NekapcTBeHaTa popma. HecToTaTa Ha Te3H HexenaHH edeKTH € CpPaBHUMA C
yecTtoTaTa, ordenazana B KXII Ha BCekH npoaykr.

CrobuiasaHe Ha NOJO3UPAHH HEXKENAHH PEAKIINH

C10o01aBaHETO Ha NOJO3UPAHH HEXKEIIAHU PeakLHy Cliel pa3pellaBaHe 3a ynorpeba Ha ieKapcTBeHHUs
NpOAYKT € BaXHO. ToBa No3BoNABa Aa NPOALIDKH HaOMIOAEHHETO HAa CHOTHOUIEHHETO NOA3A/PUCK 32
NeKapcTBEHHs npoaAyKT. OT MeAHMUMHCKHTE CNEelMATUCTH C€ H3UCKBA Ja c¢hoOllaBaT BCAKA
NOJO3HpaHa He)KeNnaHa peakuus ypes:

M3reHUTENTHA areHu|s 1o iekapcTeara

yn. ,,Jlaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

4.9 Ilpexo3upane

[IpexoMepHaTa ynotpeba Ha NPOAYKTH OT HHKOTHH-3AMECTHTE/Ha Tepanva WHIH TIOTIOHOMYyLleHe
MOJXKE 1a NPEAU3BHKa CHMITTOMH Ha Mpea03HpaHe.

HP'EHGBI‘IP&HE C HHKOTHH MOXC 4 Bb3HHKHC, aKO CC H3NOA3BAT MHOTO ILTACTHPH CAHOBPEME
CBLIEBPEMCHHO CC IMTYLIH WIH CC H3NOJN3BaT APYIH (l)ﬂpMH Ha HHKOTHH-3aMCCTHTCIIHA
CbIIOTO BpCME, UIIH KO nmpeﬁme.nu're UMAaT MHOI'O HACKa HHKOTHHOBaA 3aBHCHMOCT,
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CHMOTOMH Ha Nnpeao3upaHe
CHMNTOMHTE Ha Nnpefo3dpaHe ca NoAOOHH HA TE3W Ha OCTPO HHKOTHHOBO OTPaBSHE W BKJIKOUYBAT

rajicHe, NOBpbINaHe, NOBUIIEHO CKOHOOTACNAHE, KOpeMHa 00/ka, AMapus, H3NoTABaHe, rnasobonue,
BHEHE Ha CBAT, HApyUICHHs Ha cayXa M ablboko yyBcTBO Ha cnaboct. OcTpaTta MUHHMANHA NETANHA
no3a 3a yoBek ¢ 40 - 60 mg HUKOTHH.

Ilpp BHCOKHM 103M TE3H CHMIITOMH MOTraT Ja ObaaT NpPHOPY>KEHH OT XHIOTOHHA, c¢aab u
HCPABHOMEPEH TMYJIC, 3aTPYAHEHMA B [HIIAHETO, H3TOLICHHE, WMPKYJATOPEH Konanc o
reHepaANH3UPaHU IbPYOBE.

Heouampuyna nonynayus

J103H HUKOTHH, KOUTO C€ MOHACAT OT BH3PACTHH IMyUIaYM NO BpEME Ha JIeYeHHETO, MOIaT Aa AoBenaT
10 CEPHO3HH CHMITTOMH Ha OTpaBfHe MpHU AcLia, KOUTO MoraT Ja UMaT QaraneH H3xo.

CwmsiTa ce, Ye OTPaBsAHETO ¢ HUKOTHH MpH AeTe TpsaOBa Ja ce CUMTA 32 CrellHa MEAMLIMHCKA CHTYaLMs
H Ja ce JIeKyBa He3abaBHO.

Jleuenue na npedozupane

HezabaBHO cripeTe NpWIOKEHHETO HA HUKOTHH M 3AMOYHETE CHUMITTOMATHUYHO jedeHne. Kokarta
TpaOBa 1a ce H3MHKE ¢ BOAA H 1A ce NoACYLIH (He TpadBa na ce U3noa3Ba cammyH).

Axko e HeobxoanmMo TpabBa Ja ce 3ano4He NpUNaraHe Ha KHCJaopoa | GenoapobHo obauiLBaKe.

5. DPAPMAKOJIOTTYHU CBOHCTBA

5.1 PapMaKkoAMHAMHYHH CBOHCTBA

MapMakoTepaneBTHYHA rpyna: JlekapcTBo 3a cnupaHe Ha TIOTIOHOMMYLIIEHETO
ATC xon: NO7B A0

DapMakoJOrHYHHUTE e(eKTH Ha HHKOTHMHA ca Jo0pe nokymentHpaHd. OCHOBHHUAT
bapmakonornyeH edekT e LeHTpanHA CTHMYJNAUMA W/UIM NOTHCKAHE, MPEXOAHA XMMEPHHeEA,
neprudepHa Ba3OKOHCTPHKLMA (KOATO BOAW AO MOBMILEHO CHCTONMYHO HaNATaHe), HaMansABaHE
Ha aneTHTa U CTUMYJIMPAHE Ha MEPHCTAITUKATA.

Korato ce u3non3ea, KakTo € npenopwpuyaHo, Hukoper Knubp TpaHcaepmaneH mnacTup nomara 3a
KOHTPOJIHPAHE Ha HAQAAaBAHETO Ha TETMIOTO CMIE/l CITMPAaHE Ha TIOTIOHOMYLUEHETO.

KinHUYHY npoyuBaHHUs NOKA3BAT, Y€ HUKOTHH-32MECTBALIMTE NMPOAYKTH MOMAraT Ha IyIauMTe Aa ce
BBE3AELPXKAT OT ITyLIeHe upe3 odliekyaBaHe HA CUHAPOMHUTE Ha abCcTHHEHUNA.

5.2 ®apMaKOKHHEeTHYHH CBOHCTBA

CopabpKaHHETO HA HHKOTHH, MOCOYEHO B HAUMEHOBAHUETO HA JIEKAPCTBEHUN MPOAYKT, C€ OTHACH J0
CPEAHOTO KOJHYECTBO HUKOTHH, OCBOOOMKIARaHO OT MUIACTHPHTE B paMKHTE Ha 16 yaca.

Abcopbius

[IkoBaTa rnasMeHa KOHUEHTpaUUs Ha HHKOTHHA CE€ JOCTHra OKoJio 9 yaca (tmax), CAEO NPHIOKEHHE
Ha IU1aCTHpa € B CICA00ERHHTE YacoBE WIH Be4YEp, KOraTo PUCKBT OT PELIHAHE € HAalf-BHCOK.
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ChbLIECTBYBA JIHHEHHA Bpb3Ka MEXAY OTAENSHOTO KONHYECTBO HUKOTHH (1032) M IUIa3MEeHHTE HUBA
Ha HUKOTMHA B TEPaNeBTHYHHA JA030B auana3oH, 10-25 mg/16 waca. I[locTurHaTuTe NHKOBH
N1a3MeHH HEBa HA HUKOTHHA (Crax) C€ H3YHCIIABAT KAKTO ClIE/BA:

Ho3a HukoTHH (mg/16 yaca) Cumax (ng/ml)
10 10

15 15,5

25 26,5

W3yucnexnnTe I1a3MEHH HHBAa HA HHKOTHHA CHOTBETCTBAT HA JCHCTBHUTEIHO H3MEPEHHMTE IJ1a3MEHH
KOHLIEHTpALIUM:

11 ng/ml 3a nnactwp 10mg n 25 ng/ml 3a mnactup 25 mg. Upez uHTEpnonauHuAs € H3MepeHa
MAaKCHUMAJIHATA I/1a3MeHa KOHUEeHTpauus oT 16 ng/ml 3a rnactup 15 mg.

KHHeTHKaTa Ha HUKOTHHA HE CE NOBJIHABA OT MECTOMNOIOXKEHHETO Ha TUlacTHpa (Oeapo WIH ropHarta
YACT Ha PbKAaTa).

BﬂpHﬂl.[HH B YCBOABAHCTO HA HUKOTHHA B CKCTPEMHH YCNOBHA HC Ca MPOYUYBAKHN, HO HE C€ CMATA,
e NpCACTABIABAT 3aIlJ1axXa 34 Oe3onacHoCTTA.

DapMakOKHHETHYHH H3CJIEIBAHMA Ca MNOKa3ali, Y€ HAMA 3HAYHTEIHO HATPYNBaHE HA HHUKOTHH,
KOraTo IJIaCTHPBT OCTaHe 3aleneH 3a noeeye oT 16 yaca ¥ e nociieABano NOCcTaBAHE HA HOB ITACTHP.
Ako nauueHThT 3a0pasu (O M3KIIOYEHHE) Na OTCTPAHHW IUIACTHpa Beuepra, TOW/TA MoXe Aa ro
OTCTPaHHW Ha CYTPHUHTA H 14 NPOAWIKH C HOB I1acTHp 03 npeKbCRaHEe HA JIGUEHHETO.

Pasnpenenenue
ObeMbT Ha pa3npeaencHUe Ha HUKOTHHA € okono 2-3 Ikg.

CBbp3BaHETO Ha HUKOTHHA C IU1a3MEHMTE NPOTEHHH € no-Manko oT 5%. ETo 3aio He ce ouyaksa
BADHALIMMTE B CBBP3BAHETO HA HUKOTUHA Mnopaaw ynotpefa Ha CBHITBTCTBALM JEKAPCTBA WIH
NPOMEHHU B TUIA3MEHHUTE NMPOTEHHH Nopaay OONECTHH ChCTOAHHA Na HMAT 3HAYHMTENHO BbL3AEHCTBHE
BbpPXY KHHETHKATA HA HHKOTHHA.

buotpanchopmMauns
OCHOBHHAT OPraH Ha €JIMMHHHPAHE € YEPHHAT Apod, HO CBIIO Taka ce Metabonusupa ot OLOpeLyTe
H Geante apodoee. Uaenmmdnumparu ca nosede or 20 merabonuTa HA HUKOTHHA, 32 BCUUKH OT

KOHTO C€ CMATA, HE€ Ca NO-MaJIKO aKTHBHH OT HHKOTHHaA.

KoTwHuH, OCHOBHMAT MeTabONHT HAa HMKOTHHA B IU1a3MaTa, HMa NoJyxkHBOT OT 15 Ao 20 yaca u
KOHUEHTPaLHH, KOUTO HAAXBBPIIAT KOHLEHTPALMUTE HAa HUKOTHHA 10 meTH.

EaumuHupaHe
CpeaHusaT naa3sMeH KIHpbHC € okono 70 [/4ac U BpeMeTo Ha MOJYKHBOT € OKO0J0 3 yaca.

OcHoBHHTE MeTabONIMTU B ypHHaTa ca KOTUHHH (12% oT no3ara) u TpaHc-3-XHAPOKCHKOTHHHH (37%
ot no3ara). [lo-manko ot 10% or HHKOTHHA ce eKcKpeTHpa HenpoMeHeH upe3 ypuHaTta. o 30%
MOJKE [1a C€ EKCKPeTHpa Upe3 YpUHaTa 4Ype3 NOBUIICHA JHYpe3a U NoakucassaHe noa pH 5.

JinneHoctT/HenuuelHocT
[LnasMeHHTE KOHUEHTPALMH Ha HWKOTHHA NMOKAa3BaT MPOMNOPLUOHANHOCT HAa O03aTa NMPH BCHYKHTE
TPH J03H TUVIACTHPH.
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b1OpeuHo yBpexxaaHe
[MporpecuBHO TexKo OBLOpEYHO YBpEKIAHE C€ CBbpP3Ba ¢ HamaneH o0l KIMPBHC HAa HUKOTHHA.

[ToBuiicHK HHBA HA HUKOTHH CE Hﬂﬁﬂlﬂ,ﬂaBﬂT NpY MNManucHTH nmyuayiu, noa10XxeHH Ha XeMOoAHAIH3a.

YepHoapoOHO yBpexiaHe

PapMakOKHHETHKATA Ha HUKOTHHA HE CE€ MOBJIMABA NMpPH NALMEHTH ¢ LMPO3a ¢ JEKO YEpHOAPOOHO
yepexaaHe {oueHka 5 no Child-Pugh) ¥ HHKOTHHOBHAT KNMPBHC € HAMANICH NPH NALMEHTH ¢ LUpPO3a
c YMepeHo yepHoapobHo yBpexnaHe (oueHka 7 mo Child-Pugh).

[TauMEHTH B CTAPYECKA BB3PACT
HesnauutenHo HaManeHue HA OOWMA KIMPBHC HA HUKOTHHA € JCMOHCTPHpPAHO MNpH 3JpaBH

BB3PACTHH MALMEHTH, HO TOBa HE ONMPABJAaBa KOPEKLHA Ha A03aTA.

He e HabmonaBaHa pa3nivka B KHHETHKATa HA HUKOTHHA MEXAY MBXXETE M )KEHHUTE.

5.3 IIpeAKTHHHYHH AAHHH 32 Ge30nacHOCT

Hexnunuunu npoyusaHus ¢ Hukoper Knubp TpaHcaepManens miacTvp noaaspxkar 100pe HaBecTHaTa
0€30NacCHOCT HA AKTHBHOTO BELICCTBO M JOKYMECHTHpaHHUA npodun Ha 6€30MacHOCT 3a MOMOIIHHTE
BEIIIECTRA.

Hsama acHo nokalzaTencTBo, 4e HUKOTHHBT € NTEHOTOKCHUYEH WK MYyTareHeH.

Ho0pe H3BecTHATA KAPLUMHOTEHHOCT HA TIOTIOHEBHA UM € CBbp3aHa C BELUECTBA, 0Opa3yBaHM upes
NUPOJIK3a Ha TIOTIOHA. HUTO €HO OT TE€3M BELIECTBA HE C€ cpelua B racTHpure Hukoper Knnbp.

6. PAPMALIEBTHYHH JAHHH

6.1 CnHeBbK HA HOMOHIHHETE BEIECTBA

3aneHd cIOH ¢ OTIIEYATHK:
IleroreparHo dhonno, kKadhpapo MacTHIO.

Croi#i ¢ aKTHBHOTO BELIECTRO!
CpenHOBEPHKHH TPHIITHLEPHAHN, OCHOBEH OYTHIMETAKPH/IATEH CHLIOIUMED.

AKpPHIATEH CIO0MH:
AKpHIIEH aAxe3dBEH CBLNOJIMMEP, KAJMEB XHAPOKCHIA, KPOCKApMeno3a HaTpHii, amyMHHHEB

alucTHUIanCTOHAr.

OceoboyKaasalll ClIo#H:;
AJIlYMHHH3HPaHO OT €1HaTa CTPaHa, CHIMKOHH3HPAHO OT JIBETE CTPaHHU MerorepaTHo $oano.

6.2 HechLBMECTHMOCTH
Henpunoxxkumo.
6.3 Cpok na roaHoct

3 roAMHH
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6.4 CnennaaHH yCIOBHA HA CLXPAHEHHE

Ha ce cvxpansea nof 25°C. Topbuukara na ce CbXpaHABa IUTBTHO 3aTBOPEHA, 3a Oa Ce Npeanast oT
BJIAra.

6.5 Bua H cbALpKAHHE HA ONAKOBKATA

MHorocnoiina TopOwuka ot xaprua, PET ¢unaM, anyMHHME U akKpWwiIHHTPUNEH CbRONHMEP,
NOCTABEHA B KYTHA.

Budoae onakosxu

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

Huxoper Kausp 15 mg/16 h: 7, 14, 28 nnactupa

Huxopet Knusp 10 mg/16 h: 7, 14 nmactupa

He Bcyuku BUAOBE ONAkOBKH MOraT Aa ObJaT IMyCHAaTH Ha fla3apa.

6.6 CnenHaHH NpeAna3zHH MepKH NPH H3XBbLPJISHE

Heuznon3saHuaT NekapcTBEH NPOAYKT MNM OTNAAbYHUTE MaTepHald OT Hero 1psdBa aa ce
H3XBBPJIAT B CBHLOTBETCTBHE ¢ MECTHHTEe M3HCKBaHuA. CuuMta ce, uve ynoTpedara Ha
NEKAPCTBOTO BOAMW A0 HE3HAYMTEICH PUCK 3a OKONHATA Cpeaa.

7. HPRTEXATEJI HA PASPELHIEHHETO 3A YIIOTPEDBA

McNeil AB

Norrbroplatsen 2

251 09 Helsingborg

Lisenus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

Hukoper Knnubp 25 mg/16 h — Per. nomep: 20150033

Hukoper Knwbp 15 mg/16 h — Per. nomep: 20150032
Hukoper Knusp 10 mg/16 h — Per. nomep: 20150031

9. JATA HA TIBPBO PA3PENMIABAHEMIOJHOBSIBAHE HA PA3PEHIEHHUETO 3A
YIIOTPEDBA

JlaTa Ha mppBO paszpelnaane: 04.02.2015
Jtata Ha noanossaBane: 04.07.2018

10. JATA HA AKTYAJINZHPAHE HA TEKCTA

06/2026
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