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1. HME HA JIEKAPCTBEHHWSA MPOAYKT | - S

Hukopetr Knubp 10 mg/16 h tpanciepManen niacTup
Nicorette Clear 10 mg/16 h transdermal patch
Hukopet Knnbp 15 mg/16 h tpancaepMaies nnactup
Nicorette Clear 15 mg/16 h transdermal patch
Huxoper Kinubp 25 mg/16 h tpancaepManen niacTHp
Nicorette Clear 25 mg/16 h transdermal patch

2. KAYECTBEH 1 KOJIMYECTBEH CBbCTAB

Bceku TpaHcaepManeRr miacTyp CbaObpika.;
HHKOTHH 1,75 mg/cm’

Huxopem Knwep 25 mg/l6 h mpancdepmaien niacmup ¢ pasmep 22.5cm’ cbIbpXa HUKOTHH
39,37 mg 1 ocBoOO0XIaBaA HUKOTHH 25 mg/16 yaca
Huxopem Knwep 15 mg/lé h mpancoepmaren naacmup ¢ pasmep 13,5 cm’ cbABpPXKa HUKOTHH
23,62 mg 1 0cBo0OXKaBa HHKOTHH 15 mg/16 yaca
Huxopem Knuwvp 10 mg/l6 h mpancdepuanen nmiacmup ¢ pasmep 9,0cm’ cbIbpkKa HHKOTHH
15,75 mg 1 oceoGoxnasa HUKoTUH 10 mg/16 uaca

3a MBbAHUA CIOUCHK HA MOMOLIHUTE BellecTBa BHXKTe Touka 6. 1.

3. JEKAPCTBEHA ®OPMA
TpaucnepMaien nnacTp

bexos, nonynpospaueH, NpaBOBrBEICH IUIACTHP CbC 3ac0neHn pEOOBE H CBETNOKadsB neuar
,.INIcorette™, mocTaBeH BBPXY AECHO OTCTPAHMM C/I0#H, TTOKPUT ¢ ATyMHHAN W CIIHKOH, H (JOpMHpaH
OT HUKOTHHOB CJION M aIX€3UBEH aKpPHIATEH CIOH.

4. KJIMHHUYHH JAHHHU

4.1 TepaneBTHYHH N0KA3AHHA

Hukoper Kiuep TpaHcaepManeH nnacTHP € M3MO0JI3BA 3a JICUCHUE HA THOTHOHEBA 3aBMCHUMOCT IpH
Bb3PACTHH 3a o0fexdapaHe Ha CHMITOMHMTE Ha OTHEMaHe HAa HUKOTHH, BK/HOYHTETHO CHUIHOTO

’KENAHHKE 33 Ny LIeHE TI0 BPeME HA ONuT 33 OTKa3BaHe, EpeHTyanHaTta ues € MOCTOAHHO NpeKpaTIBaHe
Ha ynotpedaTa Ha TIOTIOH.

Huxoper Kitnesp TpadcoepmasieH IIaCTHD € MOKa3aH 3a JISHEHHE TPH Bb3PACTHH.

AKo e BBp3MmKkHO, Hukoper Kausp TpaGea na ce u3moa3ea KaTo 4acT OT IporpaMa 3a o
TIOTIOHOITY LIEHETO,
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4.2. o3poBKa H HAMH HA TPHIOKEHHE

Jo3upoBka

[aupentute TpsadBa Ja chpaT HANBAHO THIOTIOHOIYIIEHETO MO BpeMe Ha Jeuenuero ¢ Hukoper
Kiusp TpancaepManeH miactup.

AKO ¢e NOABAT HAKAKBU CUMOTOMM Ha NPEAO3HpaHe, H3OPOeHH B TOUKa 4.9, BenHATa NPUIOKEHHCTO
HAa HHKOTHH TPAOBA Aa C¢ Cripe.

Ilpopecnonanen ¢bBer v nogxpena oOHKHOBEHO NOAOBPABAT CTENEHTA HA YCIIEX.

Jlevennerto ¢ Hukoper Knuep TpanciepMmanies mnacTup cHMYJIHPa BapHAlUUs HA TLIA3MEHOTO HUBO
Ha HMKOTHHA, HAOOJAaBaHO TpU NMyMIa4d Oe3 NpHeM Ha HUKOTHH IO BpeMme HA C¢bH. HUKOTHHET,
ocBoOOIeH oT racTupure Hukoper KIHbp, KOMTO ¢e U3NON3BAT CaMO MO BpEME HAa AKTHBHATA YACT
Ha NeHd (B NpoabibxeHne Ha 16 yaca), He npeau3BHKBa CMYLUEHHMA B CBHA, KOHUTO ce HabDAHAaBaT MpH
MPHIOXKEHHE Ha HUKOTHK MO BpeMe Ha ChH.

MonoTtepanus

Bvzpacmuu
Jleuernero ¢ Hukoper Kiunp TpancaepManeH ruacTup oOHKHOBEHO npombkasa 12 cenmuum,

8 ceaAMMUN NeYeHHe ¢ TOCTATBYHA TepaneBTHYHA 71034, M0c1eABaHo OT 4 ceIMHUM HAa MOCTENSHHO
HAMAJIABAHeE,

Ha nywawume ¢ sucoka wuxkomuno8a 3agucumocm (OUEHKa II0 FagerstirOGm 3a HHKOTHHOBA

3aBUCHMOCT = 6 MM > 20 nMrapu JHEBHO) ce Npenopbysa 3anoyBaHe Ha fevende ¢ Hukoper Knubp
25 mg/16 h, eanu nmnactip Ha ged (cThoka 1 oT Tabnuua 1) 3a § ceamuun. Caen 8 ceqMHUM 103aTa
HHKOTHH, CbABPKALIA C€ B TlacThpa, TpAOBa na ce Hamanu nocreneHHo. Cremonatendo Hukoper
Knusp 15 mg/16 h tpadea na ce m3no;a3Ba B npogpmkeHHe Ha 2 CEOMHUM, €AHMH NMNACTAP HA OCH
(cTvrika 2 or Tabmuua 1), nocnenean ot Hukoper Knubp [0 mg/16 h, u3nonseak B npoOblKEHHE
CBLIO Ha 2 CeAMHUM, 01K MNacTHp Ha JeH (CTbika 3 ot Tatnuua 1).

Ha nywauume ¢ no-wucka nuxomunoga zaeucumocmfoueHxka no Fagerstrom 3a HHKOTHHOBA
3aBUCHMOCT < O Hhk < 20 ukrapu gHEBHO) Ce MpenopbLusa 3anoubane Ha neuenne ¢ Hukoper Knnop
I35 mg/l6h, ennn nactup Ha nen (crbnka | or Tabnuua 2) 3a 8 ceamunu, Cren § cenMHLM 103aTa
HHKOTHH, CBABPXKALNA C€ B NaacTHpa, TpAOBa 1a ¢e HamMalu nocteneHHo. CrnenoeatendHo Hukoper
Knusp 10 mg/16 h tpadea na ce n3mon3ea B npoaskenne Ha 4 CEAMULM, eIHH IaCTHP Ha JIEH —
CTBNKa 3 (CThOKA 2 0T Tabnuua 2).

He e npenopvbymnrenno w3non3BaHeTo Ha MIACTHPH noseye o7 6 Meceua. Hakou OGMBLUM yliauu
MOXE 1a C€ HANOXKW [a I'M M3M0M3BaT [0-ZBICO, 3@ XA ¢ NPENOTEpaTH HOBO 3ariouBaHe Ha

TIOTIOHOMYLUIEHE.

Tabauna 1. Cxema 3a no3upade Npu NYIWAaYH ¢ BECOKA HHKOTHHOBA 3aBHCHMOCT

JlosnpoBka [Tepnoa Ha nevenne

Crbnka 1 Hukopet Knubp 25 me/16 h equd mmactup na ned nepeuTe 8 ceIMUIM — HavanHa dasa
Crbnka 2 Hukoper Knusp 15 mg/16 h enyn naactup Ha feH CIEABAIINTE 2 CEAMHLIH

Crbnka 3 Hukopet Knusp 10 mg/16 h enun nnactup Ha ned IOCHEAHNTE 2 CEAMMLIH

Tadamna 2. Cxema 3a NO3HPaHe NPH NYLIAYH € NO-HRCKA HAKOTHHOBA 3aBHCHMOCT

Hosuporka IlepHoa HA TEYEHHE mor——__

Crobika 1 Hukopet Knusp 15 mg/16 h eqny rmmactup Ha gel MEPBHTE 8 CeMMET \WAARHE R

Crenka 2 Hukopet Knnp 10 mg/16 h eauu aiactup Ha aeu
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KomOMHHUpana Tepanug

[lyirayy, KOMTO I10IyYaT JKEaHKe 3a MYLUESHE TI0 BpeMe Ha JieyeHHe ¢ eJHa HHKOTHHOBA
3amecTutenda Tepamud (H3T) win xouto He mocturat yenex ¢ eanunyuna H3T, Morat aa nu3nonssat
Hukopet Knubp TpascaepManen nnacTvp B KOMOMHAUMS ¢ MPOAYKT 3a ycTHa nurapuua 3a H3T 3a
0Bp30 00NeKUeHHE HA XKEMAHUETO 32 TTyIUEHE,

@opMHUTE 3a YCTHa JNTABHLA, KOUTO MOYKE 1a C& HMAT Npeasua B koMOuHauus ¢ Hukopet Kiubp
TpaHCAEepMasieH nacTHp, ca Huxoper AcMuHT 2 mg nedeOHM A5BKH UM Hukopet cnpeit 3a ycTHa
nurasuua 1 mg/BNphCcKBaHE.

TMorpeGuTteasT TpaOBa Ja HaNpaBy CHILO CIIPABKA H ¢ NPOIYKTOBaTa HHpopMalMa Ha u3bpaHara
dopMa ¢ aZaNITHBHO NPUIOKEHHE.

[IymayuTte Tpadea 4a CNpaT Oa NyUIAT HAITBJIHO TI0 BPpEME Ha Kypca Ha JICUCHHE.

[pu koMOMHUPAHA TEPAIMUA Ce IPeNnopLYRa YMOoTpedaTa caMo Ha eqHa GopMa ¢ ananTHBHO
IPUIOXKEHUE 3a nepuoa oT 24 yaca.,

lIpenopvyumenna ynompeda na mpancoepmaien niacmup e kombunayus ¢ ovexka 2 mg / cnpeit 3a
yemua aveasuya | mg/enpuekeane 8 madauuna popya:

Bucoko HHBO HA 3ABHCHMOCT: I]ymalm ¢ BHCOKA HHKOTHHORBA 3ABHCHAMOCT {OIIEHKH 1o
Fagerstrim 3a HAKOTHHOBA 3aBHCHMOCT > 6 wnn > 2() nurapu Ha AeH), KOUTO N0JY4AT KeTaHHEe
32 NYLNICHE N0 BpeEMe Ha JleueHHe HJIH KOKHTO €a ce MPoBaAJIHIAH ¢ eanndura H3T

Ho3a ITepuog ot JleueOHn ALBKU 07T 2 mg | Cnpei 3a ycTHA JHraBHIA
BpemMe 1 mg/BnprcKkBane
Cronka 1l | | nnactup IIbpBUTE Crnopea Hy»KauTe, HO HE Criopen HYKJIMTE, HO HE MOBEYE
25 mg/l6h | B cenmuun noseye 0T 16 ABBKU HA 0T 32 mg Ha JeH
JeH. (2 BNpBLCKBAHHA HA vac 3a 16 h).
ObuuaiinaTta go3a e 3- 3anougeTe HAMATABAHETO OT
6 IBBKW HA JeH ceaMuua 7.
Crenka2 | | mmactup | Cneasawure | Cnopen Hy»kauTe, HO He Criopes Hy»XJHUTE, HO HE [OBEYe
15mg/leh | 2 cenmuun nmoseue oT 16 IbBKH Ha OT 32 mg Ha AcH
JIEH. (2 BIppCKBaHMA Ha vac 3a 16 h).

[IponwmkeTe 1a HaManABaTe
Opost Ha BUpBCKBAHUATA HA JIEH.
K®M kpas Ha cenmuua 9
nmoTpeduTEenuTe TPAOBA Na
W3M0N3BAT NOMIOBUHATA OT
cpeaHusa Opoii BIPBCKBAHUA Ha
AeH, KOMTO e HM3MOII3BaH 10

ceaMuua 6.
Crbnxka 3 | 1 mnactup [Tocneanure | Crnopeld Hy:KIHUTE, HO HE [Tpoopnxkere Na HAMAIABATE
10mg/16h | 2 cenmuuu noeeye oT 16 1LBKK HA Oposa Ha BNPBCKBAHUATA HA JEH,
IeH. TaKa ye Ja He €€ H3MOI3Bar

noseye oT 4 BOPbCKBAHHA Ha
nen npes ceamuna 12, Korato
NnoTpeOUTENHTE CTUTHAT — 2-
4 BnpbCKBAHKA Ha JIEH,
yrnoTpedaTa Ha CIIps§
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Ha jeH (2 BNpbhCKBaHKUA HA Yac
3a 16 h).

Cnen
Ctphika 3

Hsama

Cnen

[Ipn ny>xaa, HO HamarneTe

Ceamuua 12 | Opost Ha TbBKHTE.

JleueHueTo TpaOBa na ce
CIIpe, KOorato J103arTa ce
HaMaJK 1o ]-

2 nbBKY Ha geH. He
H3MOQJI3BAWTE MOBEYE OT
16 1BBKK HA OEH.

J10 MaKCHMAIHO
12 Meceua

AKO ¢ He00X0IUMO, HO
Npoab/KETE 1a HAaMANABATE
Opos Ha BAPbCKBAHHATA HA JICH.
Korarto notpedurenure CTUCHAT
10 2-4 BMPBCKBAHUHA Ha [EH,
ynoTpedara Ha crpes 3a yCTHA
nurasria tpsbsa na ce
peyCTAHOBH.

He npunaraiite noeeve ot 32 mg
Ha deH (2 BNpBCKBaHUS HA YaC
3a 16 h).

Jlo makcuManso 6 Mecena

Hucko HHBO HAa 3aBucumocT: [lywiadm ¢ No-HHCKAa HHKOTHHOBA 3aBHCHMOCT (0UEHKa MO
Fagerstrim 3a HHKOTHHOBA 3aBHCHMOCT < 6 WH < 20 HUrapn HA A€H), KOHTO N0JaY4aT KeJaaHne
3a NyHIEHE N0 BpeMe Ha JeYeHHe HIH KOHTO ca ce NpoBaxHan ¢ eannn4ana H3T

Ho3a Hepuoa or | JlemeOHn ALBKH oT 2 mg Cnpeli 33 ycTHA JIHraBHNA
Bpeme 1 mg/BnpbLCcKBaHe
Crerka { 1 mmactup | I[bpeure Cnopen HyKAHTE, HO HE Cnopea Hy>XauTe, HO He ToBeYe
1 15 mg/ 8 ceaMuUd | noseve o1 16 TBBKH HA JEH. oT 32 mg Ha geH (2 BIpbCcKBAHHA
16 h O0nuaiina no3a e 5-6 IbBKH Ha yac 3a 16 h).
Ha ICH 3arouHeTe 24 HAMAABATE OT
ceamuua 7.
Creixa { 1 mmactup | [locnennute | Cniopea HykaAuTe, HO He [Tpoapmkere 1a HamansaBaTe Opos
2 10mg/16 h | 4 ceamuun | noseue OT 16 AbBKH Ha IEH. Ha BOPBCKBAHHATA Ha JeH. KoM
Kpas Ha ceaMulia 9, tpadea na ce
W3MOM3BAT [TOJIOBUHATA OT
cpeHug OpoH BNpbCKBAHHA Ha
JeH, KOHTO e U3MOJI3BAH J0
ceagMuua 6. [loTpeburtenure He
TpAOBa Oa M3MOI3BAT NOBEYE OT
4 BIpBCKBAHHS HA JEH Npe3
ceamuua 12. Korato
ROTpeOHTENNTE CTUIHAT 2-
4 BNPbCKRAHUS Ha OEH,
ynoTpedara Ha crpes 3a yCTHa
JHraguua TpaGea na ce
IPEeyCTaHOBU.
He npunaraiite noseue ot 32 mg
Ha 1eH (2 BOpBCKRAHMS Ha 4Hac 3a
16 h).
Cren Hsama Cnen AKO & He0DX0IHMO, HO AKO0 ¢ HeoOX0AHMO, HO
CThIKa Cenmuna 12 | Hamanere 6pos HA IBBKUTE. NMPOIB/DKETE [1a HaMarnsBaTe 0pos
2 JleuenueTo TpadBa 1a ce Ha BNPBCKBAHUATA Ha ACH.
CIpe, KOTaTo fp3ara ce Koraro notpebutenute CTHIHAT
HaMany a0 1-2 AbBKH Ha AeH. | 10 2-4 BNpbCKBaHHA Ha [EH,
He usnoniBaiite noeeve ot yioTpedaTa Ha c
16 OBBKH Ha OSH.
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Ho makcumanHo 12 Mecena Ha J€eH (2 BIpBCKBAHKA HA 4AC 32
16 h).
Jo Makcumanno 6 meceua

fleduampunna nonyaayus

besonacHoctTa U edukacHocTTa Ha Hukoper Knubp TpaHcaepMasieH NacTup NpH Aeta Ha Bb3pacT
noa 18 rooMHK He ca ycTaHoBeHU. JIMTICRAT JaHHM.

HauyuK Ha NpWIOKEHUE:!

[InacTupsT ce npuiara CYTpuH H ce OTCTPAHABA Mpelu AraHe, Taka Y€ Ja ¢e OCHTYPH
npubiu3uTenno 16 vaca edext. [InacTHPBT ce npuaara Bhpxy HUCT, CYX, HHTAKTEH YHACTBK OT
KOkaTa 0e3 KOCMM (Hanpumep BspXy TpYNa, 0eApoTo, MULIHULATA MM TPhAHHMS koul). Te3n
YYacTBLUH TPsiOBA a ce MPOMEHAT BCeKU ACH, KATO €IHO M ChLUO MACTO HE TPA0Ba Na ce U3IMO0I3Ba B
NOCACAOBATEIHY JIHH.

1. M3MuiiTe pblLeTe CH IPEdM NpUNaraietTo Ha niaacTup.

2. OTBOpETE TUTMKHETO € HOMKMLUM OTCTPAHH, KAKTO € MOKA3AHO.

3. O1cTpaHeTe e3Ha 4acT OT cpedpucTHA ATYMHHHCB CIIOI Bh3MOXKHO Haii-MHoro. HM30sarsaiite Ia
NOKOCBATE JIENMKABATA MOBBPXHOCT Ha IIJIACTUPA C TIPBCTUTE CH!

4. IIpunoKeTe MIBTHO NNACTHPA, KaTO MPUTHCKATE JIENIKaBaTa My CTPaHa BbPXY KO»ata H
OTCTpaHeTe CPpeOPHCTHA alyMHHUEB CITOH.

5. [IpHTUCHETE 3APABC TIIACTUPA BHPXY KOXKATA ¢ NMPLCTHTE Witk ATIAHTA CH.

6. Pastpuiite criiHo 0Kono peda, 3a A OCUIYpPUTE IUIBTHOTO [IPUIEIIBAHE HA IIACTHPA.

7. AKO NNacTHPBT CE OTNECIIH, 3aMEHETE TO ¢ HOB.

Crnen orcTpaHsaBaHe, H3NOM3BAHMTE MIACTHPH TpA0BRa 1a ce U3XBBPJLIT MO Oe30MmaceH HaunH.

He H3mon3BalTe niacTHpH npe3 Howlra, T.€. He Mo-Abiaro ot 16 uaca.

4.3 ITpoTHBONOKA3IAHHSA

CBpBXUYBCTBUTETHOCT KbM HHKOTHMH WIH KbM HAKOE OT MOMOINHUTE BeulecTBa U3OpOSHH B
Touka 6.1.

[TIpu neua non 18 romuHy.

[Ipn siMua, KOMTO HUKOTA He ca Ty HIHJIH.

4.4 CneuMaTHR NpeAynpexIeHHs 1 Npeana3Hi MepKH NpH ynoTpeda
Hukoper Knubp He TpaOBa Aa ¢e »3m0,13Ba OT JIMLA, KOUTO HMKOra HE ¢a My LUHIH.

IlonsuTe 0T OTKA3BAHETO OT TIOTHOHOMYIUEHE HAAXBBPIAT BCUUKH PHCKOBE, CBBP3AHH C MPABHITHO
MPHIOKEHATA HUKOTHHOBA 3aMecTHTENHA Tepanua (H3T).

[Motpeburernute TpsabBa 1a ca vHpOPMUPAHH, Ye aKQ MPOAL/HKAT A2 IMyIHIaT AOKATO H3MOI3BAT
[UTACTHPHTE, TE MOXE Ja NOMY4YaT M0-H3paszeHH HeXejJaHH €QEKTH MopaaK PHCKOBETE OT
THOTHOHONYUIEHETO, BKIIOYHTENHO ChpACYHO-CBIOBH EDEKTH.

Ionxoaau MEIHUMHCKY CneuuanueT TpAOBa Na HAaNpaBu OUEHKATA [OJI3a-PHCK NPH MAllUEHTH CbC
CAEIHHUTE ChCTOARUA:

* Cwpoeuno-cvdosu 3aboaasanuq; 3aBUCHMUTE MyLIaYd CbC CKOPOLUEH MH
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XUNEPTOHMA TpabBa [ga Ce HachbpyaBaT 02 CIpar TIOTIOHOMYUIEHETO ¢ HedapMAKOIOTHYHH
MHTEPEBEHIIUK (KaTO HANpP. KOHCYJITALKH). AKO T€ HE YCIesT, [1AaCTHPhT MOXKE Aa €& HMa IIpCaBil, HO
TBH KAaTo JAHHHMTE OTHOCHO O€30MacHOCTTAa B Tasy IPyNa MAUHEHTH ca OTPaHHYMEHH, TpAOBa 1a ce
3AMOYHE CaMO MO BHEMATEIHO JTeKkapCcko HADMoNeHue.

* 3axapen ouatem. ITaunenTHTE CBHC 3axapeH Aualer Tpaldea Oa C€ CHBETBAT jIa IPOCHEAABAT HHBATA
Ha KPLBHATA CM 3aXap NO-CTPHKTHO 0T 0OHKHOBEHO, KOTATO CE CIPE TIOTIOHOMYIISHETO ¥ CC 3all04He

H3T, Tpii KaTo OCBOOOXK/ABAHETO HA KATEXONAMHHH, MHAYLUMPAHO OT HAMaJlCHUETO HA HHUKOTHUHA,
MO3KE J1a [TOBJIUAE MeTaboIM3Ma Ha BBITIEXUAPATHTE.

« bvopeuno u vepHodpobro yepexcoane. Jla ce ynotpedssa BHUMATEIHO NPH MALMCHTH ¢ YMEPEHO 110
TEKKO UYEPHOAPOOHO YBpexJaHe WHWIH TeXKo ObOpedHO yBpekaaHe, TbH KaTO KIHPBHCBT HA
HUKOTHHA MM HETOBHTE MeTabonuTH MOKE Ja ce Hamajad ¢ I[OTeHuuan 3a MOBHIIABAHE Ha
HeXXenauute edextu,

s PeoxpoMOyuUmoM u HekoumpoaupaH xunepmupeoudusvm. Jla ce ynorpedsBa BHUMATEIHO IIPH
AHEHTH ¢ HEKOHTPONMPAH XHIEPTHPSOHOH3BEM MIH (EOXPOMOUMTOM, ThH KaTo HUKOTHHBT

[IpCIH3BHKBA 0CBODOXKIABAHE HA KATEXOMAMUHH,

» Cmomawino-upesto 3aboiseane; HUKOTHUHBT MOXKE [Ja 000CTPpH CHMITOMHTE NPH TTALHEHTH,
cTpajamy oT €30darut, CTOMallH¥ WIH MENTHYHW A3BH, W npenmapature 3a H3T TpadBa ma ce
W3I1OJI3BAT NMPEANA3IUBO IPH TE3IH CHCTOSHUA.

* I'vpuoese: J1a c€ H3M0JI3Ba C TIOBHIIEHO BHUMAaHKE NPY JIKUQA, IPHEMALIH aHTUKOHBYICHBHA TEpATlHA
HJTH ¢ aHaMHe3a 3a eIIESIICHA, ThH KaTo UMa ChODIEeHKs 3a CJIy4aH HA MbPUYORE BLB Bpb3Ka C
HUKOTHH (BUXKTE TOuKa 4.8)

Hopeno-macnumen pesonarnc (HAMP): Hukoper Knubsp TpadBa 11a OTCTpaHK npead Oa ¢€ H3BBPIIAT
HakakBy JIMP npouenypu 3a npeaoTBpaTABAHE HA PHCKA OT M3TAPSHMAL

Onacuocm npu oeya.

Ho3UTe HUKOTHH, MOHACAHK OT Mylua4H, IIpH AS€U@ MOTAT A3 NPEeAH3BHKAT TEXKa TOKCHYHOCT, KOATO
mMocke 1a Gbae datanHa. [IpoaykTH, ChABPXALM HUKOTHH, HEYNOTpeDABAHM WIH YHOTpeOABaHH
[UTACTUPH, HE TPAOBA Na ¢¢ OCTABAT HAa MECTA, KbAETO MOKE Aa Ce MUTIAT WIK NOTrbAHAT OT ACUa, BK.
ToukKa 4.9.

Ipedaodena zaeucumocm: llpenaneHa 3aBHCHMOCT MOXE 1a Bbh3HHKHE, HO TA € NO-MAJKO BpeIHd H
[MO-JIECHA 34 MPEOAOASBAHE OT 3aBUCUMOCTTa OT THOTIOHOIIY LUEHE.

Crupane na miomiononywenemo. TToIMUHKIHYHUTE apOMATHW BbINIEBOAOPOIH B THITHOHCBUA HUM
HATyuUpaT MeTabonnsMa Ha nekapersa, metadonuzupanu ot CYP 1A2 (1 Bepoatho ot CYP 1A D).
Korato nywa4 cnpe ga myliu, ToBa MOKe [a OOBeAe 10 3abdaBiHE Ha meTabonrIMa 1 NnocaIeABallo
[IOBHILEHHE HA KPBBHUTC HUBA Ha Te3H JieKapcTBa. ToBa € OT [IOTeHUHAIHO KTWHHYHO 3HAUCHHC 32
MPOAYKTH C TECEH TepaNeBTHUYEH NPo30pell, HAMp. TEOQUINH, TAKPHH, K/M03aniuH U POIIHHHPOIL.

KombuHupaHa Tepanus:

[penynpeskncHUATA H MpeanasHuTe MepKH npH yrnoTpe6a Ha komOnHaunsta Ha Hukoper Kinbp
TPAHCALPMAJIEH TINACTUP ¢ u3DpanaTa ananTUBHA POPMA HA NPUNOKEHKE €3 CHLIKWTE KATO Npn

CAaMOCTOATENTHO NIPIIOKEHO JedeHKe. 3a Opeay npe/KIeHusTa | IPEeAna3HuTe MEPKH [IpH
a/lalTHBHATA (POPMa Ha NPUIIOKEHHE BIKTE NPOAYKTOBATA HHDOPMALIMA.
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4.5 BiauMoaecTBHA ¢ APYrM JeKaPCTBEHN NPOIYKTH H ApYrA (opMH HAa B3ARMO/EHCTBHE

KnuuyuHo 3HAaUMMU B3aHMOICHCTBHA MEXAY HHUKOTHHOBATa 3aMECTHTC/IHA Tepalud H JpYyrH
NMEKAPCTBA HE €A KATErOPUYHO yCTaHOBEHH. HWKOTUHBT o0ade BEPOATHO MOXE Aa 3aCHIH
XeMoJHHaMU4HUTe edeKTH Ha aJcHO3MHA, T.€. Ja NOBUWIK APTEPHANIHOTO HANATaHE W CbhbpIcvHATA
YecTOTa M JIa 3aCHIM CBILO H OTroBopa KeM Oonka (0osixa B I'bpAMTE OT CTEHOKApIEH THM),
NPOBOKHPAHA OT NPUIOKEHUE HA aAeHO3MH (BK. Touka 4.4 Criupade Ha TEOTIOHOIYIEHETO ).

4.6 @epTHIUTET, GPEMEHHOCT H KbpMeEHe
KomOuHupana Tepanus He TpsOBRa ga ce U3N0n38a (pH OPEeMEHHOCT H KbpPMEHE.

AKenn ¢ perepoaen nOTeHUMaN / KOHTPAUENLUMA MPH MbKE U KEHU

3a paiiuka oT Jodpe Mo3HATUTE HEXKEMaHH e(EKTH Ha TIOTIOHOTYUICHETO BbPXY 3a4€BAHCTO H
OpEMEHHOCTTA PH YOBEKa, eeKTUTE HA TEPANEBTHUYHOTO NPUAOKEHHE HA HUKOTHH Ca HEU3BCCTHH.
Taka HanpuMmep, Makap ue 70 JHec He € CYETEHO 33 HeoOXoaumo fa CE AaBa CnelH()U4YeH CbBET Mo
OTHOILEHHE HA OKEHCKATa KOHTpauenuus, Had-GmaropasyMHaTa MO3HIMA  OpH  OKCHHTE,
Bb3HAMEPABALIY A 3a0peMeHesnT, e 1A He MYIIAT H Ja He u3nonssaT H3T.

Makap Y€ THOTIOHOIMYIIEHETO MOXKE [Ja MMa HEXenaHu edexTd BEPXY MBKKHA (QEpTHINTET, HAMA
IAHHM 33 HEOOXOZUMOCT OT OCODEHM KOHTpAaUENTHBHH MepkH mo BpeMe Ha nedeHue ¢ H3T npw
MBIKETE.

bpeMeHHOCT

TIOTIOHOIYLIEHETO MO BpPEME HA OPEMEHHOCT € CBLP3aHO ¢ PHCKOBE KaTo Hanp. 3al0aBiHe Ha
BBTPEMATO4YHUA PACTEXK, MOPEHKICBPEMEHHO pPAKAAHE HIM MBPTBO PaXKIAHE. Cnupanero Ha
TIOTIOHOMYILEHETO & 6AMHCTBEHATa Hal-e()eKTHBHA HHTEPBEHUUSA 32 [T0J00PABAHE HA 3APABETO KAKTO
Ha OpeMecHHATa MyllaYka, Taka M Ha HeilHoTo 0ebe. Konkoto no-paHo c€ MOCTUTHE a0CTHHEHIIHS,
TOJNIKOBA NO-J00pe.

HUKOTHHBT NpeMUHABa B [I0Aa M 3aCAra AUXATEIHUTE My ABWKEHHMS H KpbBOOOpalUCHHETO.
EdexThT BbPXY KPbBOOOpALIEHHETO € 1030-3aBUCHM.

[lopapy TOBa, OpemMeHHATa Myinauka TPAOBA BHHATH /12 C€ ChHBETBA & CNPE HAIBIHO IMYLICHETO 0e3
yroTpeba Ha HUKOTHHOBA 3aMECTHTENHA Tepanus. PHCKBT OT Opoab/KaBaHe Ha THOTIOHOIYLUCHCTO
MOXKe [a Ch3dale Mo-ToJIAMa ONMacHOCT 3a [UT0A B CpaBHEHMe ¢ ynoTpedaTa Ha HHKOTHH-3aMeCTBALIH
[POAYKTH B PAMKMTE HA HaO/I0NaBaHa MPOIpPaMa 3a CriMpaHe Ha TIOTIOHOMYIUEHETO. Y MoTpebaTa Ha
Hukoper Knusp Tpauncaepmanen miactup oT Opemenna myuiadyka Tpiabsa Na 3amovHe caMo ClIEA
CBBCT OT MCINHIIHHCKH CNCUHAIIKCT.

Kbpmede

HukoTHHBT TIpeMuHaBa ¢BOOOAHO B KbPMATa B KOIMYECTBA, KOUTO MOMKE f1a 33CErHar ACTETO AOPH
[IpK TePaneBTHYHHA J03H.

[Mopann ToBa, ymoTpeGata Ha Huxopet Knubp TpaHcAepMmaneH mwacTup TpaOBa na ce W30Araa mo
gpeMe HA KbpMeHe. AKO He ce fOCTHTHE ChMpanie Ha mywesero, ynotpeba na Hukoper Knwsp
TpaHCASpPMasieH TUIaCTUP OT KbpMElIM NYIHAYKU TpAO0Ba Oa €€ 3an04HEe camMo Ciel ChBET OT
MeIMUMHCKH CIEIHAINUCT.

QOepTHIHUTET
[lpK KeHUTE TIOTIOHONYLUEHETO 3a0aBA BPEMETO 34 3a4€BAHE, HAMAJIABA IAHCOBETE 33 YCIIEX TIpH WH-
BUTPO OTJIOKIAHE, M 3HAMHTCIHO yBCAHYABA PUCKE OT De3nnoaue,

[Tpy MBXETe TIOTHOHOMY LIEHETO HAMAISBA TIPOH3IBOACTBOTO HA CNEePMATO30HIH, YBE.1HYAB]
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4.7 EdeKTH BbpXy cnocoGHOCTTa 3a wogHpaHe H paboTa ¢ MAWIHHHA

Huxoper Kaubp TpancaepManeH nnacTHp He TOBIHABA HIH  NOBJIHABA NPEHEOPESKHMO
CrocoOHOCTTa 33 Wwodupane m padora ¢ MallMHH.

4.8 Hexenanu peakunn

LLdexT OT cnupaHe Ha THOTIOHONYILICHETO

HezaBueHMO OT U3NON3BAHNTE CPEACTRA €A M3BECTHU PA3THUHU CUMOTOMH CBbP3aHH ¢ 00MUaiHOTO
OTKa3BaHe OT ynotpeda Ha rioTioua. Te BKIHDUYBAT CMOLMOHATIHH HIIN KOMHUTHBHH €(EKTH KaTo
Aucdopya WM DOTHCHATE HACTPOEeHHE; De3CHHUE; Pa3lpasHATENIHOCT, 4yBCTBO Ha DE3CHITHE UK
[HAB, TPEBOKHOCT; 3aTpy AHEHa KOHUEHTPallHA U OE3MOKONCTBO MK HETBpNeHHe. Moke aa uma u
dH3UHeCKY ePeKTH KaTo HAMAJICHA ChPACYHA YECTOTa;, MOBHLIEH ANETHUT HITH HANAaBAHC HA TCIVIO,
BMEHE HA CBAT HIIH NPECUHKONEY CMMIOTOMM, KAIINTHILA, 3aMeK, KbPBEHE HA BEHLHTE HAH a(TO3HH
A3BM Wik Hazodapuarut. B aorbancHue u ¢ KIVMHAYHE 3HAYHMMOCT, HUKOTHHOBHAT rJiajl MOKe 1a
OBEOE [0 CUAHO KENaHHC 3a NMYIISHE.

KakTo MOXE Aa ce OuaKBa, Biaa Ha HEKEJAHWTE peakudH, HaDMoAaBaHH 3a NIacTHPa B KNHHHYHH
npoyusaHHA ¢a [0J00HW Ha Te3N, CBBP3AHH ¢ HUKOTHH, [pWJ@ras 04 Ipyrn  Gopmu.

Hexemanute peakunn, Habmonasauu npu MaUMeHTH, JeKyBaHH ¢ J1eKapcTBeHa Qopma njacTyp no
BpEeMe HA KJAHWHWYHM TIPOYYBAHMS H [0CT-MAPKETUHIOBHS ONHUT €A W30pPOeHN NMO-0JY 1O CHCTEMO-
OpPraHHN KNacoge

Hecmoma Ra Hexceranume peaKyuy e npedcmasena cnoped CACOHAMA KOHBEHYIL!

Muoro yectu (>1/10)

Uectu (>1/100, <1/10)

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

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

Munoro pezku (<1/10 000)

HeussecTHU (He Morar aa OBJaT OUEHEHN OT HATHYHUTE JaHHHK)

Cucremo-opranna knacHpHkauus C1H001eHa HeKe1aHa peaKIHA
HapymeHHsi Ha MMYHHATA CHCTEMA
HeuecTn CBpBX4YBCTBUTETHOCT®

C HeM3BECTHA YECTOTA AnapunakTHuHa peaxius’j
[lcuxnuHa Hapymenasn]

HevdecTu HeobunyaliHu ¢bHALWIAY
HapymeHus Ha HepBHATA CHCTEMA

YectH [ maBoGonue

Yectu 3amaliigaHe

HeuecTtn [lapecTeszns

C HeHM3BECTHA YECTOTA ['BpuoBe™*

Copaedn napywenns|

HeuyecTn Mannutaunu ¥, raxukapons 4
MHoro peaxH O0paTHMO NPEACHPIAHO MBIKACHE
Cbaosn HapymeHus |

Hevectu JavepBspaHe Ha KOXKaTa™], XMOEPTOH
PecnupaTopHH, rpbOHH M MeJHACTHHAJIHH

Hapymeans|

Heuyectu Jncores ¥

[ acTpOMHTECTHHAJHHN HAPYICHHAS
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Yectu Mapene ® noBpbUIaHe®, CTOMALLHO-YPEBCH
Juckombpopt?

HapyuwieHus Ha KOXKATA H NOAKOKHATA ThHKAH

MHoro vyectu Hpyputyc

Yectu Qopue Y, yprukapua ™ ,epurema *||

HeveccTn Xunepxuaposa ¥

C HeH3BeCTHA YecToTa AnruoeneM ™

Hapymenusn HA MYCKY.THO-CKeJIeTHATA

CHCTEMA H CHEAHHHTEIHATA ThRAH

Heuectw Muanrua 4

 HEHM3BECTHA YECTOTa bonka B kpaitnuuuTey

O0mA HapymienHa H edeKTH HA MACTOTO HA

NpHIOKEHHE

Heuectu Peakunu Ha MacToTO Ha npUnoxeHue], actenns 4,
nuckomdopT B rpbiHIS Kol K 60.1ka ¥, ymopa *'¥,
HEePa3IoNOKeHHE

a; CHCTSMHN PeaKIMi

* Bhupekst 9e yectoTara ¢ <1 % NpeAnOMUTAH TCPMHITL BACTHITHIH ¢ 9¢cToTa = | % B JIPYIa JICKAPCTRCHA (hOPM.
B KOSTO HPCS;UIOMNATA TCPMUH ¢ W IeHTUdHIWpa KaTo cHeremua 1 JIP.

# Dunpern ge vecrorara B akTMBHATA TPYIA € (H0-HWCKA OT Ta3H 11a 1Lraledo rpy 11arta. 4ceToTara na
crieiduy Ha JIcKapeTreira opma. B KOATO UPLSTTIONATAH TePMHIN ¢ HiCHTHdHIIMPa kato cuctesina tUIF e no-
BHCOKA B AKTHRHATA I'DY 1A OT N.7ANCH0 Ipyuara.

& B dumsocTt/oxoao iacrupa

T HJIP, ycTanoscHn o1 0CTMApKETHHIOBY AAHTIN,

#*Cro0meny ca cily4au Ha ThPUOBE 1(PH LA, IPHEMALLKM AHTHKOHRY, ICHBHA TePar v Wil ¢ aHAMHE34 33
EMAUTeNCHH,

KoMOuHMUpaHa Tepanus:

Hesxkenanurte edexTH, Bb3HHKBAIIKM NO BpeMe Ha ynoTpebara Ha komOurupana H3T, ce pasnuuasar
OT TE€3U, CBBP3aHK C BCAKO OT JICUEHHUATA, IPUJIATaH CaMOCTOATENIHO, caMO IO JIOKATHHUTE HEMENAHH
e(peKTH, CBbP3aHU ¢ NeKkapcTeeHaTa gopma. YectoraTta Ha T€31M HexkeNaHH €PEKTH € CPaBHHMA C
yecToTara, oToenasada B KXIT Ha Bceku npoaykT.

CholuaBaHe Ha MOAQ3UPAHN HEXENAHU PEAKLMY

CpoduiapaHeTo Ha II0JIO3MPaHH HEXKeJTaHU Peakiliu clie]l pa3petlaBaHe 3a YNOTpeda Ha JIEKapCTBEHHS
NPOAYKT € BaXKHO. ToBa IMO3BOJIABA Aa NPOABIKH HaOIHOACHHETO Ha ChOTHOLIEHHETO MONI3a/PHCK 34
AekapcTBeHus npoaykT. OT MEIHUHHCKUTE CHIENHAIMCTH C¢ HM3MCKBAa [a CbOOMIABAT BCAKA
N0J03HPAHA HEXKEIAHA PEeaKI|a 4pes:

Hinwnuutenyna arenuuns no jgekapereara

yi. ,Jdaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcant; www.bda. bg

4.9 llpenosnpane

[IpexkomepHaTa ynotpeba Ha NPOAYKTY OT HHKOTHH-3aMECTHTEIHA TepanHi WHIH TIOTIOHOMYLIEHE
MO3KE 1a NIPeaM3BUKa CHMIITOMH Ha NPEa03HpaHe.

ﬂpenompaﬁe C HHKOTHH MOKE Ad Bb3HHKHE, dKO C&¢ H301013BaT MHOTIQ MIaCTHPH €1
CLUICBPEMECHHO CC ITYIIH HNH C& HU3M0MN3BAT JApPYTH [prMH Hd HHKOTHH-3daMCCT
CbIIOTO BpEMC, HITH aKO ﬂUTpE:GHTEHHTe HMAT MHOTO HHCKa HHKOTHHORA 34BHCH
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CHMNTOMH Ha NIpeno3upaHe

CHMNTOMHTE Ha npemao3HpaHe ca moaoOHHW HAa Te3W HA OCTPO HHKOTHMHOBO OTPABAHE W BKMOYBAT
rageHe, MOBPBINAHE, IOBUIIEHO CIIOHOOTAEISHE, KopeMHa 00JIKa, [uapHs, H3MOTIBaHe, IIaBodonKe,
BHUEHE Ha CBsT, HAPYIUEHHA HA CAyXa K AbAOOKO YyBCTBO Ha crnaboct. OcTpara MUHHMATIHA JICTAJIHA
1034 3a yoBeK € 40 - 60 mg HUKOTUH.

[Ipn BUCOKM MO3H Te3u CUMIITOMH MOrar na Obaar npuapyxeHu OT XHIOTOHHA, C<nad M
HEPABHOMEPEH [IyJC, 3ATPYAHEHUA B [AMIUAHETO, H3TOUICHHE, UMPKYIATOPEH KOManc H
réHepaIM3IHpaly MbpyOBE.

HHeduampuuna nonynayus

JI03H HUKOTHH, KOUTO Ce MOHACAT OT Bb3pPaCTHH IMyLIa4d No BpeMe Ha JIEUCHUETO, MOrat Aa JOBEAaT
10 CEPHO3HHU CMMNOTOMH Ha OTPABAHE MpPH A€Ua, KOMTO MOraT Aa UMaT QaTaieH H3XO0/.

Cwmsta ce, Y€ OTPaBAHETO C HUKOTHH NIPH IeTe TPsOBA j1a €& CUMTA 3a CrelIHa METHUMHCKE CHTYaluus
W Aaa ce Nexkyna Hesabasho.

Seuenuve na npedozupae

HezabaBHO cnpere npuiokeHHMET0 HA HUKOTHH W 3aMOYHETe CHMMOTOMATH4HO JsiedeHue. Koxkara
TpAOBa Aa c¢ U3MHE ¢ BOAA W 4 ce MoacyLluu (He TpaOBa 1a ce M3MOoJI3Ba CallyH).

Ako € HeoOxoaumMo TpAOEA na Ce 3aMovHe [IpUNarane Ha KHCIopoa U Getopodro ob/1MIIBaHE.

5. DAPMAKOJIOIr MYHH CBOUCTBA
5.1 MdapmMakoAHHAMHAYHHE CBOHCTBEA

PapmakoTepanesTuyHa rpyna: JlekapcTso 3a cniMpaHe Ha TIOTHOHOITY LIEHETO
ATC xoa: NO7B AO1

PapMakoNOTHYHHTE e(deKTH Ha HAKOTMHA ca fpodpe DOoKyMeHTHpaHH. (CHOBHHAT
tdapmakonoruueH edekt e ueHTpadHa CTUMYyJlauMia M/HIM MOTHCKaHe, MPpexodHa XHIepnHes,
nepadepHa BA30KOHCTPHKIMA (KOSTO BOOW IO MOBHIIEHO CHCTONKYHO HANATAHE), HaMallABaHE
Hd aneTHTa U CTUMYIUPAHE Ha NEPUCTAITHKATA.,

Koraro ce v3nonzea, kakto ¢ npenopbuano, Hukoper Knwbp TparcnepMmainied NnacTHp nomara 3a
KOHTPOIIHPAHE Ha HAANABAHETO HA TEIJIOTO CiEM CIIHPAHE HA TIOTIOHOITY LIEHETO.

Knuun4Hu npoyvBaHHMA NOKa3BaT, Y€ HUKOTHH-3aMECTBALLMTE IPOAYKTH [TOMAraT Ha IMyLUA4YUTe 14 CE
BB3ABPXKAT OT MyLICHe Ype3 001eKYaBaHe Ha CHHAPOMUTE Ha aOCTHHERLIHA.

5.2 OapMaKOKHHETHYHK CBOHCTBA

CpabpKaHUETO HA HUKOTHH, NTOCOUYEHO B HAUMEHOBAHHETO HA JIEKAPCTBEHHUA NPOAYKT, C€ OTHACA 110
CPEIHOTO KONN4ECTBO HUKOTHH, OCBOOMKAABAHO OT MIACTHPHTE B PAMKHTE Ha 16 gaca.

ABcopOLKs

[IMkoBaTa Mna3MeHa KOHUEHTpaUKHs HA HUKOTHHA C€ JOCTHIa OKOMO 9 vaca (tmax), CAEA MPUITOKEHHE
HA TJ1acTypa € B clienodeaHHuTe YacoBe WM BeYep, KOTATO PHCKBT OT peUAHE € HAH-BHCOK.
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ChbLIECTBYBA NHHEIHHA BPE3KA MeXAy OTRENEHOTO KONMHYECTBO HUKOTHH (7103a) W MIIa3sMEHHTE HUBE
Hd HUKOTHHA B TeEpaleBTUYHMA M030B aManazoH, 10-25 mg/16 uyaca. locTurdaTure MNHMKOBH
[U1a3MEHH HHMBA HA HUKOTHHA (Cyax) €€ H3MUCIABAT KAKTO CIE1BA:

Hoza HukoTun (mg/16 gaca) Cmax (ng/ml)
10 10

15 13,3

25 26,5

H3uyucnenuTe naasMeHd HUBA HA HMKOTHHA ChOTBETCTBAT Ha ACHCTBHUTENHO W3MEpeHHTE MIa3MeHH
KOHUCHTPALIHHK:

11 ng/ml 3a nmactup 10mg u 25 ng/ml 3a nnactup 25 mg. YUpes vHTEpnosauHa € H3MEpPEeHa
MaKCHUMATHATA [UIa3MeHa KoHUeHTpauus ot 16 ng/ml 3a nnactup 15 mg.

KuHeTrkaTa Ha HUKOTHHA HE Ce IOBMUARA OT MECTONONOKESHHETO Ha NRacTHpa (Oeapo WK ropyarta
4acT Ha pbKaTa).

BHPHBHHH B YCBOABAHETO HA HHKOTHHA B €KCTPCMHH YCIOBHA HE €A NPOYUYBAHH, HO HE CC CMATA,
HUC NMPCACTARBAABAT 34llJldXxd 34 0e3onacHoCTTA.

(DapMakOKMHETUYHU H3CJICABAHMA Ca TIOKa3alM, 4Ye HIMa 3HAUUTESIHO HaTpylBaHe Ha HHUKOTMH,
KOTaTO MIACTHPBLT OCTAHE 3ai¢MeH 3a moBeYe oT 16 yaca 4 € noc/ienBand nocTaBgHe Ha HOB NMIACTHP.
AKO nmaudeHTHLT 3abpaBu (M0 H3IKMOYEHUE) 0a OTCTpAHM RNACTUpA Bevepta, TOW/TA MOXKe O3 ro
OTCTPaHH HA CYTPHHTA U [a POAL/IKH C HOB ITAcTHp 0e3 NpeKbCBAHE HA IEYEHUETO.

PaznpegeneHue
O0eMBT Ha paznpeaeneHte Ha HUKOTHHA € okono 2-3 l/kg.

CBbP3BAHETO HAa HMKOTHHA C IITA3MEHHTE MPOTEHHHU e Mo-manko oT 3%. Eto 3amo He ce o4aksa
BAPHALIMMTE B CBbP3BAHETO HA HUKOTHHA nopagd ymoTpeba Ha CBIBTCTBAIIM JIEKAPCTBA WM
[POMEHKH B [UIa3MEHUTE NMPOTCHHM MOPAnH OONICCTHH CBCTOAHMAA Ja MMAaT 3HAYUTENHO BB3ACHCTRUC
BbPXY KHHETHKATA HA HUKOTHHA.

buotpaHchopmanis

OCHOBHHUAT oprad Ha eHMUHHPAHE e YePHUAT OJpol, HO CBIIO Taka ce MeTabonusupa OT OBOpeUUTE
u Oenure npodose. Moentudpuumpany ca nopeye ot 20 meTabonurta Ha HMKOTHHE, 33 BCHYKH OT
KOUTO CE CMATA, U€ €a NIO-MATKO aKTHBHH OT HUKOTHHA.

KoT#HHMH, OCHOBHUAT MeTadONMUT Ha HUKOTHHA B Na3MaTa, MMa MOTy:KMBOT oT 15 mo 20 vaca wu
KOHLEHTPALUKH, KORTO HAJAXBBPAT KOHIEHTPAUMHKHTE HA HHKOTHHA 10 MBTH.

EnuMUHEpane
Cpenrudar miasMeH KIHpBHE € okos1o 70 /uac v BpeMeTo Ha TONTYKHBOT € OKOMo 3 yaca.

OcHoBHUTE MeTabONUTH B YpuHATa ca KOTHHUH (12% oT no3aTta) U TpaHc-3-XUAPOKCHKOTHHUH (37%
ot posara). [lo-manko ot 10% OT HHUKOTMHA C€ €KCKpeTHpa HEHNpOMEHEH 4pe3 ypuHata. o 30%
MOXKE 11a Ce eKCKpETHPA Ype3 YPHUHATA upe3 NOBHIICHA IMype3a U moakucndsane moa pH 5.

JInnennoct/HenuHelHOCT
[lrasmenuTe KOHUSHTpauMM Ha HHKOTMHA TIOKa3BaT TIPOMOPUUMOHATHOCT Ha [103aTa
TPU A03M ILUTACTHPHU.
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bubpevuno yepexaaHe
[IporpecuBHO Texkko OBOpeyHO yBpexOaHE C€ CBbLP3Ba C HaMaseH oODII KAWPBHC HA HUKOTHHA.
IToBHIIEHN HHBA HA HUKOTUH Cc¢ HA0NI0IABAT NMPH NAUMEHTH [Ty LIAYH, [TOAI0XKEHH HA XEMOIHATH3A.

YepHoapobHo vBpexaaHe

DapMaKkOKHHETHKATa HA HUKOTMHA HE CE MOBJIMABA NPH MALUMEHTH C LMpO3a € M€K0 YEePHOAPOOHO
yepexnane (oucHka 5 no Child-Pugh) ¥ HUKOTHHOBUAT KIMPBHC € HAMAJIEH MPH NALHEHTH ¢ LHPO3a
¢ yMepeHO YepHoapoOHo yepexaane (oucHxa 7 no Child-Pugh).

[falHeHTH B cTApYECKa Bb3pacT
He3HauuTeIHO HaMaleHHWe Ha OOWMA KIMPbHC Ha HUKOTHHA € IeMOHCTPUpaHO TNpH 3apaBH
BB3PACTHH MMALMEHTH, HO TOBA HE ONPABIABA KOPEKLUHA HA 03aTa.

He e Had/mogasaHa pa3jiuka B KHHETHKATa HA HHKOTHHA MEKITY MBXKETE U JKEHHTE.

5.3 llpeAKTHHHYHH JAHHH 32 0€30NACHOCT

HexknuHuuuHmn npoyusanus ¢ Huxopetr Kimmbp TpaHcoepManeH niiacTHp ROAABPKAT N00pe H3BECTHATA
0€30M1aCHOCT HA AKTHBHOTO BEWECTBO U IOKYMEHTHpaHHA nmpodun Ha 0€30MacHOCT 33 [IOMOLIHHTE
BEILIECTBA.

Hsma AcHO noka3arencTBo, 4e HUKOTHHBT € reHOTOKCHYEH WY MyTATECHEH.

JloOpe M3BecTHATa KapUMHOTEHHOCT Ha TIOTIOHEBUS AMM € CEbp3aHa ¢ BelecTsa, o0pasyBsaHu ypes
MUPOAK3a HAa TIOTIOHA. HHUTO enHo OT Te3H BellecTBa He ce cpeina B muacTupure Hukoper Knubp.

6. PAPMAUEBTUYHH JAHHHU

6.1 CriicbK HA NOMOIMHKMTE BELEeCTBA

HukoTHHOB cniou:

IMonuetunentepedranated dumm (PET), CPERHOBEPWKHE TPULIHLEPUANM, OCHOBEH OyTHinpau
MeTAKPHIIAT KONOIHMEp.

AKDPHIIATEH CIIOH!

AKpWJIEH aAXe3MBEH pPasTBOP, KAMEB XWIPOKCHA, KpPOCKapMENo3a HATpHi, anyMHHMEB
aleTHIalUeTOHAT.

Ocpobox1aBall cno:

[Tonuetunenrepedranarex dunm (PET), amymMuHu3vpaH oT efHaTa cTpaHd, CHIHKOHH3HPaH 0T IBETE
CTPaHHU.

6.2 HecbeMecTHMOCTH

HernpunoxkuMmo.

6.3 Cpok Ha rogHocT

3 rOAUHH
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6.4 Cnennaney yCJIOBHA HA ChXpaHeHHE

Jla ce cpxpandea nol 25°C. IlmacTupbT Ia ce chxpaHsBa B [IBTHO 3aTBOPEHA OMAKOBKA, 3a 1a ce

npeanasy oT Biara.
6.5 Bua u chbabpKAHHE HA ONMAKOBKATA

MuouBuayanHa  MHoroclodiHa  omakoska oT  xaprua, PET  ¢unM, anyMuHRni
AKPUTHUTPHIKOMNOIUMED HAH UMKI0OePHH KONOIMMEP KOSKCTPY.IAT, [I0CTaBEHa B KYTHA.

Onaxoeru

Hukoper Knusp 25 mg/16 h: 7, 14, 28 nnactupa
Hukoper Knuwp 15 mg/l6 h: 7, 14, 28 nnactupa
Hukoper Knubp 10 mg/16 h: 7, 14 nnactupa

He BCHUKH BHAOBE OMAKOBKYM MOrat na 6b4aT MyCHATH B npoaaxda.
6.6 CnennaIHY NpeaANa3HH MEPKH NPH HIXBLPIASHE

Heuznon3saHuAT JIEKapCTBEH NPORAYKT WIM OTNAaZbMHHTE MaTepHallH OT Hero TpsAbBa 1a ce
U3XBBPJIAT B CHOTBETCTBUE C MECTHUTE H3IMCKBAHMs. HM3Mon3igaHeTO Ha NeKapcTBOTO CE
CHUTA, Y€ MOXKE [1a M0BE/AE A0 HEIHAUMTEJICH PHCK NPH ONAa3RaHe HA OKOIIHATA cpejia.

7. NIPUTEXKATEJ HA PABPELIIEHUETO 3A YITOTPEBA

McNeil AB

Norrbroplatsen 2

251 09 Helsingborg

Llseuus

8. HOMEP{A) HA PASPEILUEHHETO 3A YIIOTPEBA

Per. nomepa: 20150031, 20150032, 20150033

9. JATA HA NII'BbPBO PA3PEUIABAHEMTIOAHOBABAHE HA PA3ZPELIEHHETO
YIMOTPEBA

Jlata Ha mepBO paspeluaBade: 04.02.2015

JlaTa Ha nogHoBaABaHe: 04.07.2018

10, IATA HA AKTYAJIUJHUPAHE HA TEKCTA

(7/2023
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