USITLNNMTENHA ATEHUMA NO NEKAPCTBATA

KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HME HA JJEKAPCTBEHUWSA ITPOAYKT

OxyContin 10 mg, 20 mg, 40 mg, 80 mg modified-release tablets
OxcuKontun 10 mg, 20 mg, 40 mg, 80 mg Tabnerku ¢ H3aMeHEHO 0CBODOKaBaHE

2. KAYECTBEH 1 KOJIMYECTBEH CH(CTAB

AKTHUBHO BeIleCTBO:

Oxcukoponos xuapoxnopua USP 10, 20, 40 nnu 80 mg.

Tabnerkure or 10 mg ceappxkar 9,0 mg oxcukoaoH, kato 10 mg OKCHKOAOHOR
XHAPOXIOPUL.

Tabnerkure or 20 mg ceappxar 18,0 mg okcukogon, karo 20 mg OKCHKOAOHOB
XHAPOXIOPHL.

Tabnetknre or 40 mg cpaspxar 36,0 mg oxcukogoH, kato 40 mg OKCHKONOHOB
XUAPOXJIOPHA.

Tabnetkure or 80 mg ceaepxar 72,0 mg OkcHkogoH, KaTo 30 mg OKCHKOACHOB

XHAPOXJAOPHA.

3a MBJHHA CIUCHK Ha IOMOIIHHUTE BELIECTBa, BIOKTE T. 6.1

3. TEKAPCTBEHA ®0OPMA

Kpbrnu ABoAHO H3IMbKHAIM TabNeTKH ¢ U3MeHEeHO OCBOOOXKAaBaHe,

10 mg: Benn tabnetku, mapkupanx ¢ OC ot eqnara cTpana u 10 or gpyrara.
20 mg: Po3zosu Tabnerkn, mapkupasn ¢ OC or enHara ctpana ¥ 20 or apyrara,
40 mg: XKbatu Tabnetkn, MapkHpanu ¢ OC oT exnaTa ¢cTpana M 40 or apyrara.
80 mg: 3enenn Tabnerku, Mapkupaau ¢ OC ot ennara crpana U 80 ot apyrarta.

4. KIAHNYHHA JAHHHA

4.1. TepaneBTHYHH ROKA3IAHNY
3a NeyeHWe HA yMepeHa B CHIHa O0Ka

4.2. 1o3uposKa H HAYHH HA MPHJIOKEHHE

Havun na npunoscenue

Ilepopaino

Tabnerkure OxyContin TpadBa ga ce NpHeMAT HeJH H Ja He ce IYNAT, AEBYAT HJIH
CTpHBAT.

IIpueMbT HA CYYHNEHH, CABBKAHH HJIH CTPHTH TAGJETKH MOXe Ja JoBere 00 Obp3o
ocBOGOKTaBaHe N a0copOIHA H NOTEHIHAJNHO NPEeJO3HPAHE C OKCHKOAOH.

Buvipacmuu, nayuenmu nad 65 zoounu u deya nao 12 zoounu.

OxyContin tabnetky Tpabpa na ce npuema npe3 12-yacoBy HHTepBajm,, JIoﬂm;a 3aBHCH OT

cusiaTa Ha 60AKaTa U OT NPEALICCTRAILNTE aHANTETHUHH H}’H{,D,ljl Ha ﬂauﬂem"a’
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OfHuaiiHata HavanHa 0033 3a HHBATWAM3UpAHH NALHEHTH, MAUMCHTH, HENCKYyBaHH [0
MOMEHTa ¢ ONHOM/Y, WIHM NMALMEHTH ChC CHITHA OOJIKa, KOSITO HE Ce OBJiafABa C Mo-cinadu
ormionam, € 10 mg npes 12 vaca. Cnexn ToBa ao3ara TpaOBa BHUMATETHO /18 €€ TUTPHpA, aKo
e HeOOXOAUMO €XeTHERBHO, 32 [1a ce NMOCTUrHe obe3bonapane. AKO ca HeoOXOoaHMHU
MO-BHCOKH [I03H, TIOBHIIEHHETO TpAOBa Ja ce npaBH Ha cTROKH OT 25 mo 50% ot nosara.
TounaTta no3a 3a BCeKH NALMEHT € TasH, Kodato obnekuapa HonkaTa ¥ ¢ce noHacy nobpe 3a
nepion oT MeAHH 12 uaca. Hyxxaara or gonmbaduTeNIHa MeAHKAllHg NOBeYe OT ABa NMLTH
IIHEBHO ITOKa3Ba, 4ye fo3ara Ha OxyContin tabnerku Tpabea aa ce nopuwd. HaMa TaBaH Ha
Z03aTa U TA MOXKEe a ce NMOBHIIABA, JOKATO MAalHEHTHT ce 00e300/IH HANBIHO, WIH JOKATO
ce TOABAT HEeOBJaJUMH HEKeNaHH ¢PekTH, KOUTO M3HCKBAT A2 C€ MPpEeKpPaTH NOBHIICHHETO
Ha 03aTa.

Jacunsamara ce Oonka me W3KMCKBa TosdmaBamu ce mao3M OxyContin  TabneTkw,
minonzsaiiky 10, 20, 40 win 80 mg, caMocToATEMHO WIH B KOMOMHALMA, 38 Ja C¢ JOCTUTHE
obnekuasane Ha Hoskara.

IIpemunasane xvm OxyContin om nepopanto neyenue ¢ Mopun.

[TanueHTH, KOUTO NpEeJH TOBAa ca OWIM Ha MepopaiHo JieueHHe ¢ MopdHH, Tpabsa na
Gasupar cBoata gHeBHa fo3a OxyContin Tabnerku Ha cneguoOTO choTHOHICHHE: 10 mg
OpaJleH OKCHKO/IOH e ekBHBaIeHTeH Ha 20 mg opaneH MmopduH. Tpa0ea fia ce noa4eprae, 4e
TOBA € OPUEHTHPOBBYHO ChOTHOWMEHUe. MHauBMOyanmuuTe BapHAllHH HAIAaraT MpH BCEKH
NAllHEHT BHHMATENHO TUTPUPaHe A0 NTOAX0AALLaTa 1034,

Hayuenmu nao 65 2 : Koutponupadid GapMaKOKHHETHYHH NPOYUYBaHHA INPH NaLHEHTH B
HanpeaHana BB3pacT (Haa 65 roauHu) rokassar, Y€ B CPaBHECHHE C MO-MJIAAH BE3PACTHH
MaLMelTH KIHPHHCHT HA OKCHKOAOH € CAMO JIeKO HamareH. JIMMCBAT HexkeslaHW eeKTH B
pe3yJITaT OT BbH3PacTra, Taka ye J03aTa H HHTEPBAJINTS MEXAY MPHEeMHTE 3a BE3PACTHH Ca
NOAXOHALIH 32 THAX.

Bonxa npu_Jdobpoxayecmeenyu 3atonseanus: 3a na c¢e H30ErHEe PUCKBT OT 3ABUCHMOCT,
neuenuero ¢ OxyContin TabneTku Tpadea na 6vae kpaTko U ¢ npexscpanus. [leproanuno
Tpabpa Ja ce OUeHABa HeoOXOAMMOCTTA OT MPOABIDKABAHE HA JICUEHHETO. ObuuyaiiHaTa
AHEBHA f03a He TpaOBa Aa Hauxeepaa 160 mg AHeBHO.

Bonka npu 3noxayecmeenuy 3abonasanun: Jlozara TpsOBa a ce THTpHpa A0 OBJaAdBaHE HA
Gonkarta, OCBEH aKO ¢a HAJIWIE HEOBNAAUMH HEXENIaHU PeaKLKu,

Hayuenmy ¢ napywena 6vbpeyna u yepHoopobua gynkyus: 3a pazinka oT MOPGHHOBHTE
rpemnapary, npunoxxensero Ha OxyContin TableTKH He BOAM A0 3HAYMMM HHBA H2 AKTHBHH
MeTabonnTA. BEnpekH TOBa, Na3MeHaTa KOHLISHTPaLMs Ha OKCHKOAOH NPY TE3Y NALHEHTH
MOYe A2 OBje NOBHIIEHA B CpaPHEHME C MAallHeHTH ¢ HopManHa 6n6pedna M YepHonpobHa

dYHKLUA.

Leya noo 12 200unu; He ce npenopnUea.

4.3. IlporuBonoxasanus

OxyContin TabneTku e MIPOTHBOMOKA3aH MPH MAlMEHTH C: PECNUpaTOpHa AENpecHi,
yepenHa TpaBMa, MApAJIHTHYEH WAeyC, OCThp KopeM, 3ab6aBeHO H3Mpa3BaHe Ha 4epRaTa,
Texxka OOCTPYKIMS Ha AMXaTeNHHWTe MBTHILA, TeXKKa OpoHXMalHa acTMa, MOBHIICHH
[L1a3MEHH HUBA Ha BBIVIEPOJEH ABYOKUC, H3BECTHA CBPBXUYYBCTBHUTEIHOCT KbM OKCHKO/OH,
MOp(hOHH WA APYyrd ONMHOMAM, NMPH YYBCTBHTETHOCT KBbM IOMOLIHHTE BEIIECTBA, OCTPO
yepHOApoOHO 3abonABaHe, EAHOBPEMEHHO DPUIOXKEHME HA MOHOAMHHO-OKCHAA3HH




HHXMONTOpH WM [0 JBE CEAMHUM OT TAXHOTO MpekpardsaHe. He ce mpenopruBa 3a
MpeAoriepaTUBHO NPHIOKEHHE UITH J0 24 yaca cnell onepauus.

4.4, CuenHanHu npeAynpexJeHls H Opeana3HH MepPKH NPH ynorpeoda

OxyContin Tabnetxn Tpabpa na ce npuimara ¢ MOBHIICHO BHEMaHWe MPH NAlLHCHTH,
3aBHCHMMH OT HAPKOTHIM, OONHH ¢ TOKCHYHA IICHXO03a M C IIOBHMHIEHO HHTPAKPaAaHHAJIHO
HAAraHe, TepYOBe, IEIMPHYM TPEMEHC, XMIIOTeH3Hsd, XHIOBOJleMHs, 3abolisBaHua Ha
HTBYHUA TPaKT, MUTBYHM MIH YPeTEPaIHH KOJHKH, ITAHKpeaTHT, OOCTPYKTHBHH H
BB3MaJIWTENHA 3a00/1ABaHUA Ha YepBaTa, XuneprpodHd Ha npocraTara, aApeHOKOpPTHKATHA
HEeIOCTATHYHOCT, XMIIOTHPEOHAN3EM, XpoHHuHa o0cTpykTHBHA OenoapobHa Honect, OCTHD
ANIKOXOJIH3BM, XPOHHYMHHM OBOpeunn u uepHoApobHu 3aGonaBanua (Bk. Touka 4.2). Ilpm
NalHesTH, H3UCKBAlH NOBHIIIEHO BHHMaHKe, no3ata Ha OxyContin TabneTkH TpsadBa ga ce
penyurpa. OxyContin tabnerku He Tpsabea jga ce npwiara rnpud OONHH ¢ pPHCK OT
napaJdTHYEH HICYC.

AKO ce NMOAO3Hpa MOABA HA MApaJIHTHYEH HICYC WIH C€ YCTAHOBH B XOJa Ha JICUEHHETO,
OxyContin Tabnerkn TpaGea na ce cnpe He3zabasHO (Bk. Touka 4.3). KakTo npH BCHYKH
ONTHOMAHHM MPenapaTH, MALHSHTH, NOAIeKalH Ha XOPAOTOMHA WiH ApyrH, obaexyasally
Oonkara XWpypruyHH npoleAypH, He TpaOsa aa mpuemat OxyContin Tabnerku 24 daca
peau onepaunaTa. AKo BnocneacTere € nokasado nedenue ¢ OxyContin Tabnerku, no3ara
TpaOBa na ObZe ananTHpaHa KbM HOBHTE NIOCTOICPATHBHH U3HCKBAHMA,

KaxkTo 1 nipu apyrure onuouanu npenapatd, OxyContin Tabnerxu TpaOea ga ¢e npuiara ¢
BHHUMAaHHE CJIEJ KOpeMHAa XWUpYypruf, Thil Karo OMHOMAHHTE AHANIeTHUW K HapylIaBaT
YpeBHHS MOTHIHTET U He TpAGBa a ce NpUIarar, IOKaTo JeKapAT He & CHTYpEH, ue YepBaTta
$yHKIHOHAPAT HOPMAJHO.

Tadnerkure OxyContin 80 mg ¢ yapjokeHo ocBoboxaarane He TPAOBa Aa ce MpHIarat npu
NAllMEeHTH, KOUTO HE Ca MpUeMaH{ ONHOMAH, ThH KaTO NpH Te3W NaLUeHTH Ta3H JO3HPOBKA
MOXKe 3 JOBEOe N0 JKHBOTO3ACTpalllaBallia peclUpaTopHa JenpecHs.

[Ipn npoasmkurenda yrnorpeba Ha OxyContin nanmueHTHTe MOTaT fla pa2BHAT TojiepaHc. B
TaKHBA CIIyda#d Te ce HYXJaAT OT Mo-BHCokM Ao3u OxyContin 3a NMoCTHraHe Ha elaHHA
KOHTpON Ha Gonkara. IIpoasxurenHara ynotpeba na OxyContin Moxxe jia AoBeae 10 $u-
3MYecKa 3aBUCHMOCT. AKOQ JieyeHHeTo Objie MPEeKPAaTeHO pA3K0, MOTaT n[a ¢€ HaOmioJaBar
CMMOTOMHM Ha oTHeMaHe. [Ipenopruea ce npekpaTdBaHeTo Ha jedenuero ¢ OxyContin za
CTaBsa [OCTENEeHHO, 3a Aa ObaaT u30erHaTH CUMITTOMHTE Ha OTHEMAaHE,

OxyContin npHTexxaBa IhpBUYEH NMOTEHUHAN Ha 3aBUCHMOCT. IIPaBIIHOTO TIPHIOKEHHE
NpH HaUHEHTH C XpoHHYHA GoNka HaMaIgBa PHCKa OT (PH3BYECKA M NCHXHYECKa 3aBHCH-
MOCT ¥ CJICABA Ja Ce MPEIEHABa B 3aBUCHMOCT OT OYaKBaHUTE MOJ3H OT AeucHHeTo. O6CH-
nete sunpoca ¢ Bamms nekap. B ciay4yad Ha HacTOALIA MM MpeAHIIHA AJIKOXOJIHA 3aBHCH-
MOCT, NpENaparsT ¢Jie/ipa Oa Ce Npuiara ¢ roBrilleHO BHHMAaHKE.

3a aa 6pac U3bersaTo HapYLIAaBaHETO Ha e)eKTa Ha NPOAB/DKHTENHO ieHcTBHE, TalIeTKHTE
C YABJDKEHO OCBOOOXAaBaHe TpaOBa ha ce mpuemart uen, 0e3 Ja ce YymiaT, AbBYAT HMIH
HaTpowasaT. [IpueMaHeTo Ha cUyneHH, CABBKAHW H/IH HATPOUIECHH TabNeTKH BOOH A0 MO-
OBp30 ocsoboxAapaHe W A0 abcopbupaHe Ba MOTEHUMATHO NETajiHA A032 OT aKTHBHATA
cybcTranims okenkoAoH (BiK. 4.9 “IIpenosupanc™).



OxyContin ce CECTOH OT ABOMHO-MOIMMEPHA MaTpHIla ¥ € mpeAHa3Ha4eH caMo 3a rnepopan-
HO rnpunoxenue. IIpy HenpaswIHO NpUnarane oA gopMaTa Ha BEHO3HY WHXKEKLHH, HAKOH
OT CBCTABKHTE, OCOOEHO TANIKBT, ChABPKALL C& B TabNeTKUTe, MOTaT Ja NMPUHUHAT JIOKAMHA
HEKpO3a HA TEKAHUTE H OenonpobHa rpaHy/ioMa, KaKTO H APYr# TEKKU M MOTEHLUMAIHO JKH-
BOTO3acTpAaLlaBallly PEAKLIAN.

TpabBa na ce moaueprTae, 4e CiIEA ONpencnsHe HA ¢PESKTHBHATA /1032 HA NaJIEH OIMHOHAEH
aHanreTHk, He TpsaOBa fa ce¢ NMpeMHHABA KBM JPYrH ONHOMAHHM CpPEIACTBa 0€3 KIHHHYHA
OLIEHKA ¥ BHMMATE/IHO peTHTPUpaHe Ha Jo3aTa Ha ManHeHTa. B NpoTHBEH Ciydyal, He MOXKe
[a ¢e rapaHTHpa NOCTOSHEH aHAJINeTUYEH eeKT.

OxyContin Tabnerku 10 mg cepaspskat 69,25 mg nakrosa.
OxyContin Tabnerku 20 mg ceaspkat 59,25 mg nakrosa.
OxyContin Tabnerxu 40 mg ceappxat 35,25 mg nakrosa.
OxyContin Tabnetku 80 mg coabppaxar 78,50 mg naxrosa.

[TauuenTty ¢ daMunHa oOpeMEHEHOCT ¢ HEMOHOCUMOCT KEM FaNakTo3a, CHHApoM Ha Lapp
Ha NaKTa3eH JedyUMT HIH IAIOKO30-TalakTo3Ha ManabcopOuus He TpsaOBa oa npyueMaT TO3H
npernapar.

4.5. BzapmogeitcTBHE ¢ APYrA JJeKAPCTBEHH IPOAYKTH H APYrd popmMH HA
B3AHMOAEHCTBHE

Teift kaTo ONMOMAHHWTE AHANFCTHLKY IOTCHUHpAT ecdeKkra Ha (PEHOTHAZHHHTE,
TPULHK/IHYHHTE aHTHACTIPECAHTH, aHECTETHLIATE, XUITHOTHUMTE, CEaTHBHTE, MYCKYTHUTE
peNaKkCaHTH H aHTHXMIIEPTEH3UBHHTE CPEACTBA U Morat Aa noteHuupat edexra Ha CHOIIC
(SSRIs) (anTHaenpecaHTH), OKCHKOJOH TpaOBa na 6ba¢ NMpuiiarad ¢ NOBUIUEHO BHUMAHHE H
MOXE Ja ce HaJOKH HaMajiaBaHe Ha mosara npu OoNHK, NpUeMalld Te3W TIpernapaTi.
H3BecTHO €, Y& MOHOAMHHOOKCHJAA3ZHHTE HHXMOWUTOPH B3aHMOJCHCTBAT C ONMMOHMIHHTE
aHAITETULH, KaTO BOAAT 10 BB30y:kaane Ha IHHC ¢ xunep- WiH XMINOTEH3HBHH KpH3H (BX.
To4Ka 4.3).

EnHOBpeMeHHOTO NPWIOKEHUE HA XHHMAWH, HHXUOHUTOP Ha uuToXpom 3450, He MpOMEHHA
dapMakoMHAMHYHHS edeKT Ha oxcHKoaoHa, CHUMETHAHHBT MOXEe Ja HMHXHOMpa
MeTabonnaMa Ha OKCHMKOJ0HaA.

4.6, bpeMeHHROCT H KbpMEHE

[Mpunaranerc ma OxyContin TabneTke He ce mnpenopepuBa NpU OpeMeHHWM M MailKH
KbPMadKH.

bpeMeHHOCT

JIunceaTt KTHHUYHM JAHHH 3a IPHIOKEHHE PH OpeMEHHOCT.

KnpmMmene

OKCHKONOH C€ H3bYBa B KbpMaTa M MOxe Aa AOBEJe A0 pPecrHparopHa AenpecHA Ha
HoBopoaeHoTo. 3aToBa OxyContin TabneTkn He TpadBa Aa ce npwiara Mpyd KepMadvKy HIIH,
B ClTy4aif Ha HEOOGXOAHMOCT, KbpMEHETO TpsiGra Aa ObAe NpeKpaTeHo.

4.7. EdexTn BBPXY ¢cnnocoOHOCTTA 32 IIodhupane H padora ¢ MANIHAHA

OKCHKOAOH MOXKE 13 HapYIH peakUHHTE Ha MaiyeHTa B pa3nuyHa CTENeH, B 3aBUCHMOCT
OT J103aTa Y HHAMBHAYANHAaTa YYBCTBHTENHOCT. AKO Ca 3acCerHaTH peakL{HTE, nauHeH'rLT
He TpabBa xa wodupa 1 aa paboTH ¢ MAIHHM.
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4.8. Hexxenlanm JieKapcTBEHH PeAKIHH

Haii-uecto cpofluaBaHHTE He)KeJIAaHHM JIEKAPCTBEHH peaklHMH Ca raA¢He W KOHCTHIIALMA,
cpewamiy ce npu okono 23 go 30% or nmammeHTHTE. AKO Taf€HEeTO M IMOBPBIUAHETO
NMPHYHHABAT NTpodneMH, OKCHKOHOH MOXKe Aa ¢e mpujara B KOMOMHALMA ¢ aHTHEMETHK.
KoncTtunanusra ¢ obuyacH edexT NpH BCHYKH CHAHH ONMHOWAW H CJIeBa Ja C€ JIeKYBa
aZlcKBaTHO C JIAKCATHURU. AKO HEXESNAHUTE peaklidd He¢ MpeMHHAaBaT, TpAORa Ja ce ThpCH
allTepHATUBHA [IpHYHHA.

HexxenaHute NeKapCTBEHH peaKkUMUM €4 THIMHYHH 33 [BJHMTE OMNHOMAHU ATOHHMCTH H
OOMKHOBEHO HAMAJIABAT B XO04Aa HA JIEHCHHETO, C H3KIIOUYEHHE HA KOHCTHNALUSATA.
IIpensrkaaHeTO Ha CTpaHHYHHTE eeKTrd U aAeKBaTHOTO MM OBJIafAgBaHe MNoxoOpsaBaT
[IOHOCHMOCTTA Ha [Ipenapara.

HMabpoennute no-pony HexKeNnaHH JIEKAPCTBEHW peakiMM ca KilacupHIMpaHHd CHOOpasHO
TAXHATA 4€CTOTA Ha NOABA B OTACAHHUTE CHCTEMM (UeCTH MM pelKH). HecToTara IpH 4ecTo
CpelllaHUTE HeJKENaHH NIEKAPCTBEHH PeaKkUMy € OT NopAaeka Ha >1%, a npu peaxkure <1%.

CroMamHO-4peBHM HAPYINEHHHA

LYecmu xopemua bonxal s
aropexcunlé
xoncmunaywil7
ouapunls
cyxoma 8 ycmamal9
oucnencual()
eaoenel l
noeépvwyanel I

Peoxu ouchazun2 3
ypuzeanel4
gramyrenyusl s
2aCMPO-UHMECMURATHU CMYIYeHUR26
uneyc27
npomMeru eve exycals, 29

Hapyiienus Ha HePBHATA CHCTEMA

Yecnu mpeaodicHocm30
acmenus3l
obvpreare32
samanrocm33
enasobonaue34
bezcoHUe3S
nepanocm36
cuHAUsoCcm37
MUCAosHY abHopmuocmu38

Peoxu | mpegoscHocm39
amueszund0,41
ewpuoge42,43
denpecund4,435
eMOYUORANKA rabunnocm46,47
eypopusdd
FNOYURTYUUA




xunepmonuad,s1
xunepecme3und 2
Hepasnoaoceruel 3

Hesoneeu MyCKynHu xonmparxyuud 4
napecme3zunsd,56

HAPYUeRus 6 2060paly7

mpemop38

3amaarocmdy

Hapyuwienun 8 3penuemot(
CUHOpOM Ha omiemanel ]

Hapymenns na 6n0peiHiTe H NHKOYHHTE NLTHINA

Peoxu

3a0pPvICKA HA Ypunabl

HapymeHnus Ha BL3NPOH3BOAUTETHATA CHCTEMA

Penxu

Cohpaevynn HapyuieHHs

Yecmu

Peoxu

aMenopesl

ROHUMNICEHO AUbUO063
umMnomernmrocmod

OpMOCIamutHa xunomensun 66

xunomenzusab’/

nannumayui (CEvP3aHU CbC CUHOPOMA HA

omnemane)68,69
cunxon?0,71
gazoounamayui’2

Hapymenns Ha meTaloJIH3Ma H XpaHEHETO

Peoxu

oexuopamayus’3,74
eoem7d

nepugepen eoem’76
aicaxcoal’7

Pecnuparopun, rppAHA H MEAHACTHHAJIHH HAPYIICHHSA

Yecmu

Peoxu

oucnuesn’8,79

PeCnupamopHa Oenpecusl

HapyiieHus HA KOXKAT2 H NOAKOKHHTE THKAHH

Yecmit

Peoxu

O0mn HapyIennst

Yecmu

Peoxu

0b6pusS0
cyxa xoxca8l,82
ypmuxapua83,84,85

gmpucanedt
npypumyc87
usnomsaeaness

anep2uunu peakyuus9,90



anagnnakmuyna peaxyun9l
anaguraxmoudna peaxyua9d2
MeOUKaMeHmo3sHa 3asucumocm93
Mu03a94

monepanc9s

ITpu nanuenty, nexkypanu ¢ OxyContin TabseTki MOXe Aa BE3HHKHE TONEPAHC, BLIPEKH Ye
TOBa HE € 3HAa4YMM NpodJieM B paMKHTE Ha NporpaMara 3a KJIWHHYHH H3NUTBAHHA.

[IpH manMeHTH, HY>KNAeIIH C€ OT 3HAYMMO MOBHIUECHHE HA J103aTa, CXE€MAaTa Ha JICUeHHE 3a
KOHTpona Ha OosnkaTta Tpabpa Ja &b2e BHHMAaTETHO Npepas3riefaHa.

Pa3koTo npekbeBane Ha nedeHreTo ¢ OxyContin TabmeTku WM NpWwiaraHeTo HA ONHOMACH
AHTATOHUCT MOXKE Ja oBede A0 CHHAPOM Ha OTHEeMaHe, MposBaBall ce ¢ OE3MOKOHCTBO,
Pa3sAPasHUTEAHOCT, CTYASHH TPBIKH, FOPELUM BBJIAHY, CIIA3BM Ha IMWIOpa, CTaBHH OONHH,
puHopes, auadopesa, KOpeMHM cnasM¥ ¥ JuWapui. AKO HaMaJABaHETO Ha J03aTa,
NpenopbYBaHO B TOUKA 4.4 AoBeAe A0 CHHAPOM Ha OTHeMaHe, Ao3aTa Tps0Ba Aa Obae cnabo
3aBHILeHa /10 H34e3BaHe Ha NpH3HauuTe ¥ CHMNromute. HamansasaHero Ha no3ata MoXe Ja
3al0YHE OTHOBO, KaTO ce YBECIAYABA KHTEPBAJIa MEXIY HAMAISIBAHETO Ha NO3HTE.

4.9. IIpeposupane

Cumnmomu na npedozupane:

Muozuc, pecrnidpaTOpHa JelpecHs, CEHIIHBOCT, HaMaJIeH TOHYC Ha CKeJIeTHATA MYCKyJlaTy-
pa, XMNOTOHUA. IIpm TEXKKH cllyyanm MOTaT Aa HaCTBIAT: LUPKYJIATOpPEH KOJAIC, CTYIOP,
kKoMa, Opanukapaua B HekapAHoreHeH 6enoapoden otok. 3noyriorpedara ¢bC CHWIHH ONHO-
HOU, KATO OKCUKOAOH BB BUCOKH JO3H MOXKE [a HMAa JIETANECH H3X0[,.

Jeuenue na npedozupanemo:

[Ipeno3HpaHeTO Ce NeKyBa C MpuaraHe Ha ONMUOMIHNA AHTarOHUCTH (Harp. HanokcoH 0.4-2
mg WHTpaBeHO3HO). Ako € Heodxonumo, ce nmopraps mpe3 2-3 MUHYTH HWIH ce IpaBH
HHOY3Hs oT 2 mg B 500 ml 0.9% pasTeop Ha HaTpues xaopua K 5% aexcrposa (0.004
mg/ml HamokcoH). CkopocTra Ha wuH¢pY3usta Tpabea na Opae cpobpaseHa ¢
NpeaUIecTBalaTa 4032 H ¢ TOBAMABAHETO HA MALMEHTA.

Moxe na ce 00CHAM eBaKyalls Ha CTOMAaxa.

3a OBNAAgBAHE HA LIMPKYJATOPEH KONAnC BCASACTBME TIPENO3UpAHE CHEOBA Jha Ce
npeanpueMaT CBLOTBETHHTE NOAABPKAINM MEpPKH (B TOBAa YMCHO anapatHO JHIIAHE,
KHCNIOPOX, BazONpPECOPH M BIMBAHMA Ha TEHHOCTH). JIpH CBhpAeueH apecT WIH apuTMMH
MOJKE Ja Ce HAJOXKH CHEPACHSH Macax wiH Aedudpunauua. [Ipn HeoOxoouMocT Moxe Ja ce
M3ITOJI3Ba  anapatHo aumade. [logmxepkaHeTo Ha Merafonm3mMa Ha TEYHOCTHTE H
eJICKTPOIIHTUTE € HAJIOXKUTENTHO,

5. DPAPMAKOJOTI'HMYHHA CBOHCTBA

3.1. PapMaKoAHHAMHYHH CBOHCTBA
dapMakoTepaneBTHYHA rpyia: OnHOHAHK aHANTETHIH

ATC xog NO2AA 05

OKCUKOOOHET € YHUCT ONHOHAEH aroHUCT 0e3 aHTaroOHHCTHMHH KayecTea. ,T 9{& 1




OKCHKOAOHET ¢ Nnojo0eH Ha MOpPQHHA MO CBOETO ACHCTBHE. TepaHéBTH'-IH}IT My €(eKT ¢
rI1aBHO 0Ge30onxaeall, aHKCHONMMTHYEH, NMPOTHROKAUUIMYEH W ceAaTHBeH. MexXaHU3MEBT Ha
JcHCTBME 3acsara ondounuuTe peuenropd Ha ITHC 3a enaoreHHy cheaHeHHMA ¢ ONAOUTO~
noxobHo fgelcTBIeE.

5.2. PapmMaKkOKHHETHYHH CBOIiCTBA

B cpaBHeHHe ¢ MOp{rHa, KOHTO HMa aGcomoTHa GHoHaNMMYHOCT OT npubnuzuTenHo 30%,
OKCHKOJOHBT CJIER NIPHEMAaHE Npe3 ycrara HMa Bucoka abcomoTrHa Suonanu4yHocT a0 87% .
OKCHKOIOHBT UMa BpeMe Ha MOAY)KHBOT OT npubnM3uTenHO 3 uaca v ce Merabomusipa
IJIABHO A0 HOPOKCHKOACOH H OKCHMOp(OH. OKCHMOPQOHBT MMa H3BECTHO AHAINCTHYHO
NCHCTBHE, HO Ce€ OTKPHBaZ B MHOI0 HUCKH KOHIUEHTpAalMH B IUla3MaTa M Ce CMATa, 4Ye He
JIOMpPHHACA 332 OKCHKOOOHOBHSA (DapMaKonoruueH edexr.

OcsobokaaBanero Ha okcHKOLOH oT TabnerknTe OxyContin e ABydazHo, KaTo HAYAIHOTO
CpaBHHTENHO OBpP30 OCBOOOXKIaBaHe oOCUrypsBa Obp3a aHaNre3wd, NOCICABAHA OT IIO-
KOHTPONIHpaHO OCBOOOKAAaBaHE, onpeneniuto 12-yacoB edekT. CpegHUAT eIMMUHALMOHEH
MOJYXXHBOT € 4.5 4vaca, NOpajyl KOeT0 pPaBHOBECHO CHCTOSHHE CE€ MOCTHra 3a OKOJIO €MH
IeH.

OcBoboxaaBaHeTo Ha OKCHKOAOH 0T TabneTkHTe OxyContin e Hezasucumo or pH.
OxyContin Tabaerkure UMAT OpaliHa GHOHANTHYHOCT, CPABHUMA C OOMKHOBEHHA OKCHKOAOH,
HO NBPBRHAT AOCTHIAa MAaKCHMAallHa IUIa3MEHa KOHLEHTpalMAa 3a OKONo 3 yYaca, a
OOMKHOBEHHMAT OKCHKOAOH 3a 1 A0 1.5 yaca. MakcHManRaTa ¥ MUHHMAJIHATA KOHLIEHTPALKA
Ha ocukoaoH oT OxyContin Tabnerku 10 mg, HazHayeHH npe3 12 vaca, ca EKBHBAJICHTHH Ha
Te3H, [IOCTUrHATH OT OOMKHBOBEH OKCHKOZAOH 5 mg, AaBaH npes 6 yaca.

OxyContin Tabnerku 10 mg, 20 mg, 40 mg u 80 mg ca 6uoekBHBaNIEHTHH NO OTHOLUEHUE
HA CTeneH M cKopocT Ha abcopbums. Borarara Ha MAasHMHH XpaHa He NPOMEH:
MaKCHMaTHaTa KOHUEHTPAUMA H CTerieHTa Ha abcopbuua Ha OKCHKOIOH.

OkcukoioH c¢e merabonu3HMpa B 4YepHHA Jgpo0 A0 HOPOKCHKOAOH, OKCHMOP(OH M
HOPOKCHMOP(QOH, KOUTO BNMOCIEACTBHE Ce IMIOKOHMU3HpaT. OCHOBHHTE €H3HMH, Y4acTBally
BbB (hopMHpaHeTo Ha MeTaboNUTHTE HOPOKCHKOAOH, OKCMMOPHOH M HOPOKCHMOpP(JOH, ca
CYP3Ad u

CYP2Dé6. MH BuTpO U3cAeBaHUs Ha JICKAPCTREHHTE B3aMMOJEHCTBISA Ha HOPOKCHMOP(OH
C W3MON3BaHE HA YOBCIIKH YePHOAPOOHH MHKPO3OMH HE MOKa3BaT 3HaYHMa MHXuDOUIHA Ha
nevicteneto Ha CYP3A4 u CYP2D6, koeto npeanonara, 4e HOpOKCHMOP(OH HE NpOMEHd
MeTtabonuzmMa Ha Jpyrd MeaMkameHTHd, Merabonuzupanu upes CYP3A4 u CYP2D6.99
YCcTaHOBEHO €, Y€ HOPOKCHMOpPJOH ce CBEp3Ba ¢ MIO-QMHOMAHMTE peuenTopH.]0)
HezaBHCHMO OT MAO0Ka3aHOTO JeiicTBHE HA OKCHMOP(OH, aHANreTHYHHAT €(geKT Ha
META00JIUTHTE HA OKCHKO/OH € KIMHHYHO HeCHrHH(UKaHTEH. | |

AxtuBHara cyOCcTaHUMA M HeHHHTe MeTabONMMTH C€ EeKCKpeTHpaT ¢ YpHHarTa H
H3MPAKHEHMATA. |

[InasMennTe KOHUCHTpAaMM H& OKCHMKOJIOH HE C€ TOBJIUABAT 3HAYMMO OT BB3PAcTTa, KATO
Npyd NAUUEHTH B HarpeAHala Bb3pacT T€ ca ¢ 15% no-BHCOKH B CpaBHCHHE ¢ MIIagH
NALUEHTH.

[Ipy >xeHHTe MNa3sMEBHMTEe KOHLEHTPALIMM Ha OKCHKOIOH ¢a ¢ OKOoJMO 25% NO-BHCOKH B
CpaBHEHHE C MBaKeTe, Ha Da3aTa Ha rpHeM Ha KI TEJIECHO Tero.

B cpaBHeHHME ¢ HOpPMaJIHA HHAMBHIH, TALHEHTHTE C JIeKa [0 TEXKa UepHOApoOHa
HEOOCTATBYHOCT MOraT Ja MMAaT MO-BHCOKM IUIA3MEHM KOHUEHTpPAIHH Ha OKCHKOAOH H
HOPOKCHKOROH M MO-HMCKH IIJIa3MEHH KOHLEHTpald Ha OKCHMMOPQOH. BB3MOXKHO €
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NOBUIICHHE HA I[OTYXXKMBOTA Ha ENHMMHUHHPAHE HA OKCHKOAOH, KOETO Aa JAOBEAE J0
[IOTEHLIHUpaHe Ha ed)eKTa Ha JIEKApCTBOTO.

B cparHeHHe ¢ HOpMaJIHH UHAHBHAH, MALMEHTUTE C Jieka [0 Texkka O1OpeuHa
HEHOCTATBYHOCT (KpeaTMHHHOB WKIMpBHC < 60 MA/MMH) MOrat Aa HMAT I10-BHCOKH
NI1a3sMEHH KOHLICHTPaLWH Ha OKCHKOAOH ¥ HEroBuTe MeTabonuTH. BE3IMOXKHO € IOBHILEHUE
Ha NONY>KWBOTZ Ha CNMMMHHHpPaHE Ha OKCHKOAOH, KOETO Aa HOoBele AO IOTEHIHpaHe Ha
edeKTd Ha JIEKAPCTBOTO.

3.3, IlpeakNHHHYHHE JAHHH 32 6€30MACHOCT

5.3.1. TepaTorennocr

EdexkThT Ha OKCHKOIOH BBPXY PenpOAyKTHBHOCTTA NMPH XOpa He ¢ npoyveH aobpe. He ca
NPOBEXKAAHH H3NUTAHHMA BbPXY (EpTHWIUTETA M NOCTHATATHHTE €(EeKTH BCICACTBHE
WHTPaYTePpHHHO H3NlaraHe HA MEAUKAMEHTA, EKClIepMMEHTAITHA H3CNeBAHUA BBPXY MHIIIKH
U 3aduM obaue ¢ nmepopanHi A03M OKCHMKOOOH, eKBMBAIICHTHU Ha 3 A0 47 OBTH A03aTa 3a
BR3pacTHH Xopa oT 160 mg nHeBHO, HE NMOKA3BaT JAHHM 3a YBpeKJaHe Ha IUIoAa OT
OKCHKOAOH. |

5.3.2. KanueporenHocT
He ca npoBexxziaHH €KCNeprMEHTH ¢ XHBOTHHCKHM MOJENM 3a OLEHKA Ha KapLIMHOINCHHHA
NOTESHIIUAN Ha OKCHKOIOH.

3.3.3. MyTaresHocT

JaHHHUTEe OT HAKONKO NPOYYBAHMA COYAT HHUCBK PHCK OT TCHOTOKCHYHOCT BCJIGIACTBHE
OKCHKOJOH IpH Xopa. OKCUKOJOH He MOoKa3Ba MYTareHHOCT TpH CIEAHHTE H3CAcABAaHHA:
TecT ¢ Ames Salmonella u E.coli (cec u 6e3 MeTabonuTHa akTHRauA) npy ao3u go 5000
mcg/ml, xpoMozoMeH abGepallHOHEH TEeCT BBPXY YOBEIUKH NHMQOLUTH (B OTCHCTBHE HA
meTabonuTHa axktuBauma) npu go3H ac 1500 mcg/ml u ¢ axTHBamusa cnen 48-dacoso
H3narane Ha o34 Ao 5000 meg/ml, xakTO ¥ MMKpPOHYKIEApPEeH TECT HH BHBO HAa KOCTEH
MO3BK OT MHIUKH (NTpH IU1a3MeHH HHBa A0 48 mcg/ml).

HanuranuaTa NOKa3BaT MYTAaréHHOCT NPH HanWyHe Ha MeTadonMTHA aKTUBaudd NpH
XpoMozoMHHS abepaloHeH TecT (NMpH A03M MO-rojieMy Wid paBHH Ha 1250 meg/ml) npu
24-4acoBO, HO He W NpH 48-4ac0oBO H3NaraHe Ha ACHCTBHETO HA JIEKApPCTBOTO, KAKTO H NPH
TECTAa BBPXY MULUKH ¢ JUM(pOMa 1pH 1034 oT 50 meg/ml unu no-sucoku ¢ MeTaboONNTHA
axTHBalus 1 npy 400 mcg/ml unu no-pucoku ¢ MetabonUTHA AKTHBALAA.

6. DPAPMAIIEBTIYHM JAHHHA

6.1. CnnchbK Ha NOMOILIHHTE BEIMECTBA
JlakTo3a

[loBMaoH

[lonuMepHa qucriepcus Ha aMOHHUEB METaKpHIIaT
TpuaneTnx

CTeapHIIOB aIKOXO

Tank

Marhesues creapar

o

a—

Kato pomenHeHue NokpuTHeTO Ha TabaeTkara CeAbPHKA:

10 mg TabneTka LT e
xunpomenosa (E464), xuapokcunponunuenynosa, TuTaHoB AHokcua (E171), Makporom: . .

.t - a4 - - N .
3 - . .. s . ' e R
" [ . - et LT e =
T LT ¢
- . . - . . . " . -

. DA -
“~, 1
W e Y



20 mg Tabnerka

xunpomenosa (E464), turanos auokeng (E171), makporon nonvcopbar 80, sxene3eH okcHA

(E172)
40 mg Tabnerka

xunpomenosa (E464), tutanos auoxkcup (E171), makporon, noaucop6at 80, xxene3eH okCU

(E172)
80 mg tabnerka

xuripomenosza(E464), xuapOKCHOpONMIILETYI03a, THTaHOB muokcHa (E171), Makporod,

xeneseH okena (E172), nuagurokapmun (E132)

6.2. HecsBMecTHMOCTH
Henpunosxxnmo

0.3.Cpox na I'oanocr
Tpu rogyan

6.4, CnenMaTHHU YCAOBUSE 32 CHXPAHCHHE
a ce cpxpansea npu Temreparypa nox 25 °C.

6.5. JanHH 32 onakoBKATA
IlonunponuieHOBH ONMAKOBKU ¢ NOJHETHICHOBU KalTa4KH.
PVC Gnucrepu ¢ 0CHOBa OT AIyMHHHEBO (POJIHO.

6.6. Coensannn npeanasHy MepKH NpPH H3XBBLPJAHE H pabora
HaMa crieuvaniu H3UCKBaHHA

7. IPUTEKATEJ] HA PAZPELHIEHUETO 3A YIIOTPEBA

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83

1072 Wien
ABCTpHS

8. HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

OxyContin 10mg: 20010056
OxyContin 20mg: 20010057
OxyContin 40mg: 20010058
OxyContin 80mg: 20010059

9. JATA HA THPBO PAZPEIABAHETIOMTHOBABAHE HA PAIPEINEHMUETO

3A YIIOTPEBA

03.01.2001
13.06.2006

10. IATA HA AKTYAJM3UPAHE HA TEKCTA

CerrremepHu 2008
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