JHACTOBKA: HHGOPMALIHAA 3A NIOTPEBHTENA

Hpogerere BHEMATENHO (AIaTa JECTOBKA, OPelM Aa 3aN09EeTe A2 HPAeMaTe TOBA JIeKAPCTBO.
- Janazere Tasu Jipcroska. Moke ga mMate Hy»Ia ia 1 IPOYETETe OTHOBO. '
- AKO0 MMarte HAKAKBA HOITBIHRTEIHH BBIPOCH, HOktaiite Bamus Aekap i GapManerT.
- 'TORa HEeKapCcTBO & NpeAmmcano uraao Ha Bac. He ro npeorcreneaiite Ba Apyru xopa. To Moxe Aa uM
. HaBpemy, He3aBHCHMO OT TOBd, Ye TEXHHTE CHMIITOMH Cca ChINHTE KakTo Bammre.

- AX0 HAKOA OT HEXENAHATE JICKAPCTEEHH PeaKLiK cCTaHe CepHO3HA, WK 3abelexuTe ApYTH, HEONHCaHH B

Ta3H JMCTOBKA HeXxenaHH eeKTH, MOt YRenoMmere Bamua nexap wim GapManess.

VAT

B ta3a arcroBKa: 050 05<{P ;&H 535},

Kaxso npexcraenssa CyGyTekc H 32 KAKBQ ce H3IION3Ba OATA Bl
Hpenu ma npuemete CyOyTeke ’
Kak pa nipuemare CyGyrexc
Br3aMoAHM BEeKEIIaEH PeaKiiy
Crxpanerne Ha CylyTekc
JomsimuTenta FHGopManks

SR N

CyOyzexc® / Subutex® 0.4 mg, cyOminrpaiig TabneTke
Buprenorphine hydrochloride

- JlexapcrBeHOTO BemecTBo e buprenorphine hydrochloride.
- IMomoInHuTE BEMIGCTEA Ca: MOHOXHEPATHA JaKT03a, MAHKTON, IIAPSBHYHO HENIECTE,
nosrRon K30, IsmopeHa xicenpHa, HaTPHEB OUTPaT ¥ MarbHEe3HEB creapart.

1. KAKBO OPEACTABJABA CYBYTEKC H 3A KAKBO CE H3OO.JI3BA
CyOmumrpami Oerm opamiy Tabnerky, onakosass B Oiucrepn 0o 7 1 28 TabneTi.

CyByrexc e uacT oT KoMOMEMpaHa MeIHNMHCKE, COIMAaNHA ¥ FICHXOMOIHIeCcKa IPorpaMa 3a JIEYeHHe Ha MANHEHTH ChC
3aBHCHMOCT KBM OIEOMAHM (HAPKOTHIHE) JIeKapcTea.

Jleqenmero cpe CyByTekc cyGmHTBanHM TaGNeTKd € NpeZHA3HA9WCHO 3a BR3PacTHM H JAENAa Hax 15 romwem ® €
Jo0pOBONIHO. :

2. NPEAY JA IPMEMETE CYBYTEKC

He 6upa na nmpuemare Cybyrtexc, ako:

® CT¢ CEPBFXJYBCIBHTENHW (AMEPrEYIN) KM buprenorphine WM HAKOA OT APYTHIE CBCTABKH Ha
CyOyTtexc.

® CTe Ha BE3pacT nopx 15 romumu

®  HMaTe CepHO3HH NPOGISMH ¢ QHITAHETO

®  HMAaTe CepHO3HM NpodneMu ¢ sepuus Zpob

®  8KO CTE 3aBHCHMMH KBM aliKOXOJl ¥IH cTIpanare ot delirium tremens

OcoGeno BEEMaEHE HPH Jieseaae cbe CydyTexc:
Joxnagsary ca OTAENHH CHy4aH Ha CMBDPT TIOpaj| PeCIMpaTOpHO HMOTHCKAHE (3aTPY[HEHO JHINAHE), BCHENCTIBHS OF
anoyriotpeda crc CyOyTeke WM mpy eIHOBPEMEHEH NpHeM ¢ GeH30/ra3eHy (TPaHKBHIIAHTH).




JOKnafBaHd ca CepPHO3HA CIyYal Ha OCTpO YepHOAPCOHO yBpe:xnade HpH 3Moynorpeba ¢ JexapcTBoTo, 0cofeHo IIo
HWHIPABCHO3CH OBT H OPH BECOKH A03H. Te3E UepHOApoOHE yBpexmazmis OMxa MOTTH Ja ca CIEACIBHE OT BHPYCHH
HE(QeKTHH (XpoEmEeH XenaTaT C), snoymorpeba ¢ alKOX0J, AHOPEKCHS, OPHEM Ha JIeKapcTea (Halp. AHTHPETPOBHpYCHA
HYKICOZHAHH aHANO3H, aCHHPHH, aMHONApOH, HIOHHA3HY, BATHIPOATH). AKO MMare CHMITOME HAa YMOpa, CEpOex, mim
aKo KOxAaTa HiH oaute BHE 100mAT seirTenrKas HBAT, DOTEpceTe HezabasEo Bamms nmexap, 3a Xa NOMTy9dTe HOIXONAII0
JCYeHHE.

To31 NexapCTBEH NPOMYKT MOXE Fa JOBEHE 710 HacTHIBaHE Ha a0CTHHEHTEH CHHAPOM, KO Ce IpPHACKH HO-paso oT 4
9aca clief IOCHSHHEAT HPHEM Ha HapKOTHK (MOpHE, Xepor: WK NoECOEH IPORYKTH).

Tosa JICKAPCIBO MOKE Hd HPHIHHE CEHHMBOCT, KOATO C& OGOC'I'PX OT anKOX0 JIH YCHOKCHTEHHA.

Wndopmatpaiite Bampg nexap B cmy9aif Ha:

® CKOpOIIHA TPpasMa Ha IJ1aBaTa

®  XHHOTSH3HA

® TpH MBXKETE: 3aTpYJECHHS OpH ypuHHApaHe (0co0EH0 Te3H, CBHP34EH C YREIIMICHAC Ha HPOCTATATa)

To3g nexapcTBEH HPOXYKT MOXE Xa 3aMacKepa GoiKa, CHMITTOMATHYHA 32 OpyrH 3abondrasms, Ilperympernere
Bamms nekap, Ge HPASMATte TORA JICKAPCTRO.

Tora JICKAPCTBO MOXKE Ad NPHYHHI BEC3AIIHO IIOHIDKABAHC Ha KPEBHOTO Bu Bansrane ® Oa YCETHTE BHCHC HC
CEAT IDPH PA3IKO H3IPABAES OT CCHEAN0 I JIETHANO MOJIOKEHHES.

Tora JICKapPCIBO MOKE fa JOBCHC A0 ICKApPCTBCHA 3aBHECTEMOCT.

Ilpenopewsa ce IEKapcTBOTO Fa ce NpPEANHCBA H pazupefens Ha IANHCEHTA 32 KparbK IIepHOA, ocoOeHo B
Ha9aNOTO Ha JISHSHUETO.

THopags cpabpxanre Ha J14K1033, TO3H NPOAYKT Jia HE C€ HM3IIONRRAa HPH TANAKTO3EMES, IFOKO30-TAlaKIO3HA
manabeopOoEs HITE AaKTO3HE HENOCTATHIHOCT (PSEKo MeTaboimrao 3abonasase).

Hedopmmpatire Banma nexap npa:

®  acTMa MITH APYTH JHXATENHE NpobaeMa
* Ox0peuro 3aboaBane

e =heprOApobHO 3abomane.

BpemennocT

B33 ocHOBa Ha CHOTHOINEGHHETO PHCK-TION3a 33 Maiikata H HOBOPOLEHOTO, buprenorphine Moxe fa 0pie HasHEadeH 1O

BpeMe Ha GpeMeHHOCT. :
Iocererraiire ce ¢ Barmmsa nekap Wil GapmanesT, npels Aa B3EMETE KAKBHTO U fa GHN0 JleKapcTsa,

Krpmege
KspMerero ge ce OpenopEaea IO BpeMe Ha JiedeHue ¢ec CyOyTexc.
Tlocerersatite ce ¢ Bamms nexap wim (hapMalieBT, EPeXHE Jia B3EMETE KaKBHTO H Aa Omio nexapcTsa.

EdekT BEPXY cO0co0HOCTTA 32 oMApaHe B pafora ¢ MalIuHA
CyOyTerc Moxe la IPFYHER CHEMBOCT. AKO CE YYRCTRATe YMOPEHH, He modupaiite # Be paboTeTe ¢ MANIMHH,

Bamua erdopManed 33 HAKOH 0T cheTapkuTe Ha CybyTekc
Ja cBefieHve HA CHOPTHCTETS: IPAEMBT Ha TO3H MEIUKAMEHT MOJKe A JOBEHE FO MONOKHTeHCH “aBTH-AOIMEN TECT.




CyOyrexe chIbpia JIaKTo3a. AKO HMaTeé HENOHOCHMOCT KbM HAKOY 3aXapH, MHbopMupaifTe mekaps cu, Npemy &a
WHOIEBATE TO3K JIEKAPCTEEH IPOAYKT,

IipEeM Ha APYYH JIeKAPCTBEHH NPOXYKTH
CenaTrBH, yCHOKOHTSIIEY, aHTHACTIPECAHTH M HAKOM JeKapcTBa 3a BHCOKO KPBBHO HAJIMFaHE, MOXE Jia YBEIIYAT eeKTa
Ha buprenorphine, 3aToBa H3MONM3BAHETO Ha TERH JIeKapcTBa TpAOBa fa OBe CIefeHo BHEMATENHO.

YenopemHuaT npueM ¢ Oezouazermiy (YCIOKOHTENHNHE M IPHCIMBATEIHA) MOJKE Aa ¥Ma JIeTaeH H3X0A nopaiy
PECIHMpPaTOPHO HOTHCKAHE.

Hmmburopr Ha mmroxpom P450 (puromasmp, Hen(HHABHp, HHAMHABHP, KETOKOHA30M MM MTDAKOHA30d) MOXE A2
yBenudar KOHIEHTpalwHTIe Ha buprenorphine B KpEBTa, 3aTOBa €JHOBPEMEHHMAT IIPHEM HAa TE3H JICKAPCTBA ChC
Cy0OyTtexc Tpabra a Orple BEMMaTeNHO HalmoAaBane H B BAKOH CIIy4aH MOMe A4 ce HaloKH HaMangBate Ha BO3ara.

He ynorpeGapaiite alKOXOMHI HAIIATKH WIH JICKapCTRa, CHABIKAINN alfKoXol], IOKaTo ce NeKyBate ¢ec CybyTexe.

3a 1a ce usberse B3aUMOJEHCTBHETO © JPYFH JNIEKAPCTBEHN NPOAYKTH, chobmere Ha Bams nexap mwm (apMalest 3a
ECHYKH JICKAPCTEA, KOHTO IIPHCMATES.

3. KAK TATOPHEMATE CYBYTEKC

CyCHRHTBANHEAT BT HA NpHeMane ¢ eIHCTBEHNAT efekTireH U Aol pe NoHACHH ITET Ha BEECKAAHE Ha JIEKAPCTBOTO.
Tafuerxara Tpabsa Aa ce TBP/KU TIOA €3Mka J0 BIHOTO 1l pasTeapiHe.

He mornematite Tabnerrara.

Baematite fo3aTa BERHEK JHEBHO.

Bammisar nexap we onpenens Bamara nosa. flo speme Ha NedeHHeTo, Bamugr nexap Moxe Aa IPOMEHHM fiosara By, B
3aBHCcHMOCT 0T Bamero rnormissare.

TTpoxbICKATEIHOCT HA JEIEHHETO

INpoxsioxHTeIHOCTTA HA JIEICHHACTO C¢ ONPEcisi HHANBKAYATHO OT JEKyBallki JIeKap.

Cren mepron Ha GIraronpuSTHO NIOBNHSBAHE, H03aTa MOxe fia OB[e MOCTEEHHO HaMaleHa A0 AOCTHTaHE Ha II0-HICKA
NOASEpsxama Ao3a. B 3aHcHMOcT oT cheTonmiero By, HamaliBaseTo Ha AC3aTa IO CTPOT JIEKAPCKH KOHTPOI MOKE Jia
TOPONBIDIA KO ITBIHOTO H Cnipare.

He npomersaiite 1 He CITpaifTe nedeHneTo cH Oe3 3HaHMETOo Ha NeKyBanmua Bu nexap.

EdexTrBHOCTTA Ha JICICHHETO 3aBHCH OT:

e [fozara

e KOMOHHMpaHeTO Ha MEAALMHCKA, IICHXOIOTHYHA H COLHAIHa TepanHs.

Axo mMaTe 9yBCTBOTO, 4e edexrsT Ha CyGyTeKc e MHOIO CIUIGH UM MHOro chab, ceobmere Ha Bamrma niexap mm

(dapMaleBT.

AKo cTe mpHeny MoBeqe oT HeoOxXoaaMaTa x03a Cybyrexc:

B ciy4ait Ha npenosupane ¢ buprenorphine, HezaGaeso TpsaOea a noTepceTe WK Ja Bu oTkapaT B Bepza momorn 3a
JiedeHHE.

Hesabasro nrdopMupaiite Bamua nexap wii gapMatiesr.

AKo cTe nponycHAH A2 npAaeMere CyoyTexc:
Ilorepcere Banmis nexap.

EdexTH OpH cnapane HA JiedeHReT0 che CybyTerc:
Pa3KOTO MpeKBCBAHE Ha JEIEHUETO MOXKe Aa FoBeRe A0 aOCTHHSHTESH CHHADOM.




4. BBH3IMOXHA HEXENABM PEAKIAA
Kaxto BewaxH nekaporpesy npoxyktH, CyOyTere MosKe Ia NpeH3BHKa HeKellaHH peakiH.

Crex mepBata nosa buprenorphine, Bre Moxe fla pasBHeTe CHMITTOMH Ha a0CTHHEHTEH CHHEPOM.

Hma crobmenns 3a creHuTe HeXKEIaHH PeaKiliy IIo BpeMe Ha Jiegenre ¢b¢ CyOyTexc:

¢ Uectn Hexenanm peakupm (1%-10%): sanek, rafieHe, NOBpBINAHE, O63CHHES, [VIaBOOOMKE, BHEHE HAa CBAT M
saryfa Ha Ch3Hanpe, YMOpa, CHHINBOCT, IIOHIGKABAHE Ha KPHBHOTO HalAraHe IPH H3NpaBaHEe OT JISTHAIO MM
CEJHANO NIONIOIKEHIE, IOTEHE.

o Pemxu mexenanm peaxumi (0.01%-0.1%) (B Touxa 2): Pecnmparopro notickaHe (3aTpyAHEHO AMINAHE),
XaMOMiHANYH, HpobreMH ¢ gepHHMA fipob che MM O3 XBITEHMIE; 3NM0YHOIpeba ¢ TOBa JNEKAPCTBO 9Ipe3
HIDKEKTHpPaHE MO3KE Ja MPEIF3BHKA HE(EKIHH, KOXKHH Peakilid ¥ cepro3HM npobiemu ¢ deprus npob.

e Mmuoro pemkn Hexenanw peakipy {<0.01%): pearapii Ha CBPBEXTYBCTBHTGIHOCT, Kato obpus, cbpOex,
NOMXYBaHE Ha JIFIIETO, IMAATa U THPAOTO, H 3aTPYAHEHO HHIIAHE.

Axo zabenexnTe HIKaKBH HEXKENaHH CHOMTIHSA, KOHTO He ¢a OIMCAaHH B Ta3H JIMCTOBKa, Mois uu(opMHupaiite Barmis
neKap MM GapMaresT.

5. CBXPAHEHWE HA CYBYTEKC

Jla ce cexparsiBa Ha MACTO, HEFOCTRIIHO 33 Jela.

Ja ce cexpansBa IpH TeMuepaTypa rog 25°C

Croxpangeaiite G/micTepa B KapTOHEHATA KYTHH 34 NPEAIIa3BaHe OT BIara.

Ja He ce u3MoN3Ba ClIel H3THIaHE CPOKa Ha TOXHOCT, 010eA93aH BEPXY ONaKOBKATa.

6. AOOLJHUTEJIIHA HHEOGOPMATIAA
IlpmTexaren ga paspemenmeto 3a yunorpeda: SP Europe, Rue de Stalle 73, B-1180 Brussels, Belgium.

TIpomzsompren: Reckitt Benckiser Healthcare Ltd, Dansom Lane, Hull, North Humberside,
HUS - 7DS, United Kingdom




