MATN
JIACTOBKA: AHOOPMATAS 3A HOTPEBATE OLO % 45’ g{ﬁo%r!(

HpodereTe BEAMAaTEIHO HEIATA JHCTOBKA, JIPEAH Aa 3al0THETE Ja HPHEeMaTe TORA JeKapCTBO.
- Janazere Ta3K JMHCTOBKA. Moxe Jla MMare HyXJa Ja 5 HpodereTe OTHOBO.
- AXO HMaTe HAKAKBH JONBJIEHNTEIHN BBIPOCH, HolmTakire Bammya gerap wi GrapMatiesy.
- Tosa IexapcTBO € NMpeflmcano MrHo Ha Bac. He ro mpeorcteisaiite Ha Apyre Xopa. To MoKe la KM
_ HaBpeHH, HE3aBHCHMO OT TOBA, Y& TEXHATE CHMIITOMH Ca CHINHTE Kakro Bamre.
- AKO HAKOS 0T HEKEJIAHKTE JISKAPCTREHH Peakiliy CTaHe CepHO3Ha, WIH 3a0e/IexHTe IpyrH, HEONHCAHH B
T30 JIHCTOBKA HEXXENaH: eeKTH, MO yBefilomere Bammis nexap wix GapManest.

B 1430 AACTOBKA;

Kaxro npencrasnsasa CybyreKc M 3a Kakso ¢€ HIIION3Ea
IIpens na npuemete CyGytekc

Kax na npremare CybyTexc

Be3MoAtH HexeNaBH peariyy

Cexpanerme ga Cy0yTekc

JONEIHATENHA HEGOpMaIRy

AP WD

Cy6yTexc® / Subutex® 2 mg, cyGnuHrBansu TabneTKH
Buprenorphine hydrochloride

- JlexkapcreeHOTO BemecTEo e buprenorphine hydrochloride.
- TloMoImEuTEe BEMIECTRA Ca: MOHOXAPATHA AAKTO34, MAMTOMN, APEBHHHO HEIIECTE,
moeErol K30, mmvoHena KICeAVHa, HATPHESE IMIPAT ¥ MarHe3HEB cTeapat.

1. KAKBO IIPEACTABJIIBA CYBYTEKC H 3A KAKBO CE H3IOJA3BA
CyOrmmrsanes Gernm oBaHH TabNeTKH, ONaKkoBany & 6muctepu no 7 1 28 Tabnerx.

CyGyTekc e 9acT ot xoMOMHMpana MeAUIAHCKA, COLMANHA ¥ NCHXONOrYecka IPorpaMa 3a JieweHu e Ha MalHeHTH CEC
3aBHCHMOCT KBM OIIMOMHY (HaDKOTHIHM) JIeKapCTBa.

Jeuenviero coc CyOyTeke cyGnumrBamii TaGAETKH € NpeSHAZHAYEHO 32 BE3PACTHHM H Aera Han 15 roumHe H e
KoGpoBoNHO.

2. TIPEAHA JA MIPHEMETE CYBYTEKC

He 61Ba ma npuemare CyOyTeKc, ako:

® cTe CBPHXYYBCTBHTENHH (anepruuny) keM buprenorphine muim HIKOA OT HpYTHIE CBCIARKH Ha
Cy0Oytexc.

e  cTe Ha BB3pact 1ox 15 ropgyrm

®  JMaTe CEPHO3HY IIPoDiIeMH ¢ JHIMAHEeTOo

& WMaTe CEPHO3EM NpobieMH ¢ 9epHus Apch

®  AKO CTE 33BMCHMH KbM anKOXOJI HIH CIpanarte ot delirivm tremens

Ocofiero BEEMaNHE OpH Jedenne ¢he CylyTekc:
JloKmagBasy ca OTHENHA CIydaH Ha CMBPT IOpaaH PECHHPATOPHO NOTHCKaHe (3aTpy[HEeHO IWIaHe), BCICHCTRHE OT
anoynorpeba cre CyOyTeRe Y Ipy eTHOBpeMeHEH IpreM ¢ GeH3oHa3eriEH (TPaHKBEIAHTH).




HoxiazmpaHn ca CEpHO3HH CITy9aH Ha OCTPO depHOppo0HO yBpexkpaHe npH 3n0yuorpeda ¢ J1ekapcTeoro, ocobeHo mo
HETPABEHOZCH ITBT K TPH BHCOKM HMozu. Tesm wepnofpobHm yepexpzmms Guxa MOIIIM fa ca CNGACTBHE OT BHPYCHM
uageximm (xporyaes Xenatt C), anoynorpeba ¢ ankoxoll, aHOpEKCHS, ipHeM Ha JIekapcTRa (HAXp. aHTHPETPOBHPYCHH
HYKIICO3HAHNH aHaT03H, aCHHpHH, aAMHOJAPOH, H30HHASHY, BAIIIPOaTH). AKO MMaTe CHMITOMH HA YMOpa, chpbex, unu
AX0 KOaTa WM omte By aobuar scpirennkas 0Bst, DoTspeeTe Hesabapro Bamms nekap, 3a 1a nonygwre NOTXCRAINO
JICYEHUE. :

To3u NerapcTBEH HPORYKT MOXE Jia ZOBeZ¢ N0 HacThIBaHe Ha aDCTHHEHTEH CHHEPOM, aKo ce MPHIOKH NO-paHo ot 4
qaca CJe IOCHSIINAT IPHEM Ha HapKOTHK (MOp®HH, X6pOorH wid NoZo6HM NPONYKTH).

ToBa nexapcTBO MOsKE Ha IPHIMHA CHHINBOCT, KOATO Ce 000CTpA OT aNnKkoX0A HIH YCIOKOHTEIHH.

¥iudopmupaiite Bamms nexap B cirydaii Ha;

® CKOpOmMHA TPaBMa Ha INaBaTa

®  XHIOTEH3MA

*  IpH MEXETE: 3aTPYAHCHIA NPH YpHERpade (0co0eH0 Te3H, CBBEP3aHy ¢ YREIMICHHES Ha IPOCTATATA)

To3E neKkapcTBEH NPOAYKT MOXKe Ja 3aMacKHpa Oonxa, CHMITOMATHYHA 3a ApyrH saboxmsanma. [lpemynpenere
Barmug srexap, ge npueMare TOBa JIGKapCTBO.

Tora JICKAPCTEO MOXE 12 INPH-HH BHE3aNHO IIOHIKABAHE Ha KPBBHOTO BH manarane u na YCCTHIC BHCHE HE
CBAT NPH PA3KO H3NPaBAHE OT COHANO WK JICTHANC ITOJIOKCHITC.

Tora JICKapCTBO MOIKE Aa AOBEIC OO NCKAPCTBCHA 3aBHCHAMOCT.

IlpenopruBa ce JNekapCTBOTO A4 C€ NPEHIHCBa H DAsIpeAeid Ha IlampeHTa 3a KpaThK IepHol, ocobero B
HAgaioTo Ha TEYCHHETO.

Uopany cpObpikaHie Ha JAKTO3a, TO3H NPOAYKT Aa HE CE HBMOJI3BAa IIPH FalaKkTOo3eMHEs, ITOK030-TaNaKro3Ha
ManabcopOIms Win HakTo3Ha HefocTaTEIHOCT (psako MerabomTHO 3abongasane).

Hndopmupaiite Banrest iekap npH:

®  acTMa ¥WIM JPYrH AuxarenHu NpobieMu
e 0OB0pegno 3abonseane

* ueprOApaOHO 2aboniBaHe.

BpemensocT

Br3 0CHOB2 Ha CHOTHOMEHMETO PHCK-HON3a 33 MalikaTa ¥ HOBOPOJIEHOTO, buprenorphine Moxe sa 6phe HasHadueH MO

BpeMe Ha GPEMEHHOCT.
Iocererraiite ce ¢ Bammsg nexap wim dapmanerT, pey Aa B3eMeTe KakKBHTO ¥ Aa GHMIIO NexapcTra.

Kupmene
KepMmereto He ce nipeiopsasa o BpeMe Ha edeHue cue CyOyTekc.
IToceBeTRaiite ce ¢ Bammg aekap My (apMateBT, Npefd Ka B3eMeTe KakBHTO K fa 6Hio JekapcTea.

Ediekt BupXy crocofgecTra 32 mohrpane B padora ¢ MANARN
CybyTekc Moxe Ha IpPHYHHEH CHHIMBOCT. AKO ce JyBCTBATE YMOPEHH, He modupalite 1 He paboTeTe ¢ MaNTIHH.

Baxxea mrdopManns 3a BEKOH OT cheTaBkETe Ha CyGyTexe
3a cBejienre Ha CHOPTHCTHIES: NPUEMET Ha TO3M MEAEKAMENT MOXKE Ja FOBeAe A0 NONoKHUTeNes “auTH-NOmMHE” TecT.




CyOyTeke cprppiKa JaKIo3a. AKO HMATe HEIIOHOCHMOCT KBM HSKOH 3axapH, HE(OpMupaiiTe Nekaps cu, NpefH fa
WBIOA3BATE TO3Y NEKAPCTESH HPOIYKT.

HpreM Ha IDYTH JEKAPCTBEHE NPOAYKTH
CenatiBy, YCIIOKOHTENHH, aHTHACIPCCAHTH H HAKOH JIEKapPCTBa 3a BHCOKO KPBBHO HalLTaHe, MOXKe [a YRelmdaT ehexra
Ha buprenorphine, 3aT0Ba H3MONREAHETO Ha TE3H JIeKAapcTRa TPAORa Na Gble CEAeHO BHUMATENHO.

Vepopemmusr rippem ¢ GeHsompazeryAy (YCIOKOMTENHHE WM TIPHCIHBATENHM) MOXe Ja MMa JeTalneH H3X0F IopajH
PECIHpaTOPHO HOTHCKAHE.

Hrpaiburopn Ha 1uroxpom P450 (puroHABHp, HeNdWHARWD, HHAMHABHP, KETOKOHA30N JIM HTPAKOHA30JN) MOXE 73
YBENMYaT KOHHEHTpainmire Ha buprenorphine B KpEBTa, 3aTOBA €HHOBPEMEHHMAT TIPHEM Ha TE3H JIGKApCTBa CEC
Cy6ytekc Tps6sa fa 6pxe BHIMaTenH0 HaOoKaBaHO M B HSKOM CITyJaH MOXKE Ja Ce HAlOKW HaMalIfRaHe Ha J03aTa.

He ynorpefssaiite alKOXONHHE HAIIMTKH I JEeKapCTRa, CHIBKAINA aNKOXOII, JOKATO ce JIEKyBaTe ¢be CyOyTeKc.

3a na ce usberne B3aEMOAEHCTRHETO ¢ APYTH HEKAPCTBEHH MPOMYKTH, cp00mere Ha Banmis Aekap mwia apManest 3a
BCHYKH JIEKAapCTBa, KOWTC TIPHEMATE.

3. KAKJA IIPHEMATE CYBYTEKC

Cy0OAHArBaNHUAT ITET HA NPHEMaHe € eTHHCTREHUAT eeKTHBEH 1 Ao0pe NOHACHH ITHT HA EEBEK/IaHE Ha JIEKapCTBOTO.
TabneTxara Tpadea Aa ce BBPXHE 07 €3UKA JO MBIHOTO H pasTRapsHe.

He norremaiite TabneTkara.

Bzematite AozaTa BEOHEXK THEBHO,

Bamusr nekap e onpexens Bamara fosa. Ilo BpeMe Ha NiedeHuero, Bamust nexap Moske Aa IpoMeHu nosara B, B
3aBHCHMOCT oT BameTto roeusaBate,

IlpoARCKAETETHCCT HA JIEICeHAETO

IIpoaBIoKITEHOCTTA Ha JICICHHETO ce ONPEACI HHAEBHAYAIHO OT JICKyBallysd JeKap.

Criexl neprion Ha 6raronpHATHO NOBNMABAHE, F03aTa MOke Ja OB/e HOCTeNEHHO HaMalleHa A0 JOCTHTaRe Ha MO-HHCKA
noAnBpKama fo3a. B sasuciMocT ot chcTosnreTo By, HamanaBaneTo Ha fo3aTa DOX CTPOT JIEKapCKH KOHTPOA MOXe fia
HPORBIDKY 10 ITBIHOTO M CrHpane.

He opoMensiite 1 He cImpaiite nederreto cH €3 3HaHWETO Ha JIeKyBamus Bu mexap.

EdeKxTHBHOCTTA Ea JIEGEHHETO 3aBHCH OT:

* 03aTa

* xoMOMEMpaHETO Ha MeQUOMHCKAE, IICHXOIOTHYHA ¥ CONUAiHa Tepalis.

Axo HMaTe TyBCTBOTO, 9e edexTsT Ha CyOyTekc € MHoro cuueH mmm MEOro cnal, crolmere Ha Bammig nekap HIH

thapmanesT.

Axo cTe npHe/In NoBede 0T HeodxoauMaTa 1e3a Cybyrexe:

B ciywaii Ba npenosnpane ¢ buprenorphine, mezabasro TpsbGBa Aa MoTHpcHTE WM Aa Bu oTkapar B Brp3a MOMOM 34
TeYeHHe.

Hezabasao ymdopMupalite Bamms nexap ANE dapManesT.

Axo cTe IponycHany 5a npuemere CyGyrexc:
Iorspeere Banmis mexap.

EdekTH HpH ciapane Ha AegeHEeT0 cbe CyOyTekc:
Psa3x0TO OpeKBbCBAHE Ha ISYeHReTo MOXE 1a JoBele 1o abcTHHEHTeH CHEIPOM.




4. Bb3MOXIH HEXEJIAHHW PEAKTIAWA
Kaxro Bermxu nexapeTeenM nponykrd, CyOyTeke MOze Ia pefH3BHKa HEKEIIAHH PeaKifi.
Cren neprara foza buprenorphine, Bre Mosxe fa pasBHeTe CHMITOMH Ha aGCTHHEHTEH CHHAPOM.

HiMa crobmenks 3a CHEAHUTE HEXEIAHH PEAKIWH 10 BpeMe Ha jiedenne cse CyGyTexc:

o  HYHectn mexenamm peakmmy (1%-10%): 3anek, ranene, noppemane, OesceaMe, rmarobonde, BHEHE Ha CBAT H
3aryba Ha CB3HAHME, YMOp&a, CHENIHBOCT, NOHIKaBaHe Ha KPHBHOTO HAATaHe NPH H3MpPaBsiHe OT JETHANO WM
CEHANO NONOXEHHE, HOTEHE.

o Pemxu pexenanm peakipm (0.01%-0.1%) (Bmwx Touka 2): PecrmpaTopHo notmcKaHe (3aTpyAHEHO INMINAHE),
XamolHHAIMY, IpoOleMu ¢ yephud Apod cbe wam Ge3 xeiaTeHmla; 3moymorpeda ¢ ToBa JICKApCTBO Hpes
HIDKEKTHpaHE MOKE Jja IPEIIBHKA MHDEKIHH, KOXKHH PeaKI B CePHO3EH NpoblieMu ¢ YepHAL ipob.

e MrHoro pefku Hexejmanu peakum (<0.01%): peaxtimm Ha CBPBXHMYBCTBHTENHOCT, Kato oOpms, cupbex,
TIOXyBaHe Ha JIMNETO, HIWFTa H TEPIIOTO, H 3aTPY/THEH0 AHINaHe,

Axo zabenexaiTe HAKAKBH HEXKENAaHH CBOWTHA, KOHTO HE ca OIMCAHH B TasH AHCTOBKA, MOMA mEGQopMupaiite Bammus
JieKap pnu dapManesT.

5. ChbXPAHEHWE HA CYBYTEKC

Ja ce chXpaHsgBa Ha MACTO, HEHOCTHIHO 32 HENa.

Ha ce cpxpansBa NpH TeMnepatypa mog 30°C

Crxpanssaiite O/picTepa B KapToHeHaTa KyTid 3a IpefnasBage oT Blara.

Jla He ce M3M0JI3Ba CAEH H3THYaHe CPOKA Ha FOTHOCT, OTOEiIA3aH BEPXY OIIaKOBKATA.

6. NOObJHUTEJJHA HHOOPMALTHA

IprTexaren Ha paspemenueTo 3a ynorpeba: SP Europe, Rue de Stalle 73, B-1180 Brussels, Belgium.

IIpomssommren: Reckitt Benckiser Healthcare Litd, Dansom Lane, Hull, North Humberside,
HUS - 7DS, United Kingdom ’




