JIncToBKa: HHPOPMALHSA 32 NALHEHTA ____
00300 %3 /74
Oxcukoaon AkraBuc 10 mg TBLpAH KancyJiu

Oxycodone Actavis 10 mg hard capsules~ 4 Y5 i- kg J- 09 -04- 207

Oxcukonaon Akrasuc 20 mg TBLpAH KancyJix
Oxycodone Actavis 20 mg hard capsules

OKCHKOI0HOB Xuapoxnopua (oxycodone hydrochloride)

IMpoyereTe BHHMATEIHO IAJIATA JJHCTOBKA, NPE/IH /1A 3aNI04HeTe 1a H3M0/I3BaTe TOBA

JIEKAPCTBO, Thil KATO TH CbAbPKa BaxHa 32 Bac uudopmanus.

- 3anasere Ta3u JUCTOBKA. MOXKe /1a ce HAJIOXKH J1a s MPOoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOITJIHUTEIHHA BBIIPOCH, nonuraiTe Bawius nekap wiu apmatesr.

- Tosa nekapeTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcroinBaiite Ha Apyru xopa. To Moxe
1a UM HaBPE/IH, HE3aBUCHMO Y€ NMPU3HALIMTE Ha TAXHOTO 3a0o0sisBaHe ca chlMTe KaTo Bammwure.

- AKO nosyuMTe HAKAKBH HEXXeJlaHW peakliuu, yBeaomere Bawus nekap win ¢apmaieBT. Tosa
BKJIIOYBA U BCHUYKH Bb3MOKHH HEXKEJIaHW PEaKlIMH, HEOTTMCAHHU B Ta3H JIMCTOBKA. BuxkTe

TOYKa 4.

KakBo ¢cbabpkKa Ta3H JJHCTOBKA

KakBo npeacrabnsia OKCHKOJOH AKTaBUC M 3a KaKBO C€ U3I10J13Ba
KakBo TpsabBa na 3Haete, npeam aa npuemere OKCHKOJA0H AKTaBHC
Kak na npuemare OKCHKOI0OH AKTaBHUC

Bb3MOXKHH HEXKEJIaHU peaKkLMH

Kak na cexpansBate OKCHKOA0H AKTaBHC

ChbabpiKaHKue Ha ONAKOBKAaTa M JOMbJIHUTEIHA HHPOpMaLIUS

S T e D B9,

1. Kakso npeacrabisiBa OKCHKO/J0H AKTABHC H 32 KAKBO C€ H3M0JI13BA

OKCHKO/IOH AKTaBUC CbAbPKa AKTUBHOTO BELLECTBO OKCHKOAOHOB XH/IPOXJIOPH/, KOHTO CIa/la KbM
rpyra JieKapcTsa, Hape4eHH onuouau. Te ca cuiiHH DOJIKOYCINOKOsABALLH.

OKCHKOI0H AKTAaBUC C€ M3I0J13Ba 3a o0JieKyaBaHe Ha CWIHa Ooka, KOSITO MOXKe /1a Ob/1e aJ1IeKBaTHO
OBJIA/ISHA CaMO C ONMHOMIHHM aHAJINETHLIH.

2 KakBo TpaOBa aa 3Haere, npean Aa npuemere OKCHKOA0H AKTABHC

He npuemaiite OKCHKOA0H AKTABHC

- aKo CTE aJlepruuyHi KbM OKCHKOJOHOB XHAPOXJIOPU HIIH KbM HAKOSA OT OCTAHAJIMTE ChbCTABKH
Ha TOBA JIEKapCTBO (M30pOEeHHU B TOUKA 6).

- aKO UMaTe TEKKH NpolJIeMH ¢ JIMIIAHETO (pecripaTopHa Jenpecus) ¢ MHOroO HUCKO HUBO Ha
KHUCJIOPO/ B KPBbBTA (XUITOKCHSA) W/HIH TBBP/E MHOI'O BbIJIEPOJIEH AMOKCH]I B KPbBTA
(XUIepKaInH1 ).

. aKo CTpajaTe OT TeXKKO, XPOHHYHO 0es10podHO 3abosBaHe, KOETO € ChIIPOBO/IEHO C
0OCTPYKIIMA Ha MXaTeJIHUTE MbTULIA (TeKKa opma Ha XpOHHYHA OOCTpYKTHUBHA Oe0apodHa
oosiect, HapeueHa oue XObb),

- aKO CTe JMarHOCTHLIMPaHH ¢ ,,0e101po0HO Chpue™ (MPOMEHH B ChPLETO BCJICACTBHE HA. I
NPOABLIDKUTENIHO OestoapoOHO 3aboisBaHe);

- aKo cTpaaare OT Texxka popma Ha OpoHXHaJIHA acTMa:

- aKO MMaTe ChCTOSHME, MPH KOETO YepBaTa crupar aa padoTaT (rnapajiuTy t{eH'

- aKO MMaTe CHHAPOM C OCTpa, CHIHA OoJIKa B KOpeMa, HapeyeH ,.0CThp Kope i
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- ako Bauuar nexap Haxora Bu € kazan aa He npueMaTe HUKaKBH APYTH CWIHH 00e30onsBally
(onuonau).

IIpeaynpexaenns H OpPpeANaIHA MEPKH

loBopere ¢ Baiunsg nexap unu gapmanesT, npead aa npHeMere OKCHKOAOH AKTABHC!

- aKO CTE B CTAPYUECKA Bb3PacT HIIHM CTE H3TOUICHN,

- aKko HMaTe TexkH Oenoapodbun npobaemu,

- aKo MMaTe MOBTAPSHIM Cce Nay3H B AWIIAHETO, KOraTo CnuTe (ChbHHa anHed), Thil KATO TOBA
CBCTOAHHUE MOXKE [a CC BNOLIH,

- ako dyHKLMaTa Ha JYepHug Apod wiu Oubpeuure Bu e yBpeneHa;

- aKo CTpajaTe OT MHKCeIeM (onpeneneHo 3abonsasaHe Ha LIMTOBHHATE XKJIe3a) WIH OT YBpeACHA
¢byHKUHA HA IIMTOBUAHATA XKJI€3a,

- aKo uMare BrolreHa ¢dyHkumMa Ha HanOBOpeuHuTe *uUTesn (HaabuOpeunuTe BH xie3un He aeficTear
MpaBUIHO), HanpuMep OoNiecT Ha AMCOH,

- -aKO MMATE NCHXHYHO 3a0ongaBaHe nopaad HHTOKCHKALMA ¢ alKOXOJ WIH APYrH BelleCcTBa
(TOKCHUHA NCHX03a),

- aKO CTpaJgaTe OT AKOXONH3BM,
- aKO MMATe CUMITTOMH Ha OTHEMAaHE, CBBP3aHH ¢ ynorpeba Ha ajKoXoJ1 WK HapKOTHLM (Hanp.,

JENUPHYM TPEMEHC),
- aK0 MMATE YToNleMABaHe Ha npocTaraTta (XunepTpodHa Ha MPOCTaTaTa),
- aKo CTpaaate OT Bh3NAIEHHE Ha nauxpeaca (NaHKpeaTHT), KOUTO MOXE 1a NPUYHUHH CHWIHA Dosika

B KOpeMa uiu repha,

- aKo WMare 3a601ABAHE Ha ATLUYHUTE MHTHINA, KOHKHA Ha XUThYHHS KAHAI H IMKOYONPOBOAa,

- aKo cTpajare OT 0OCTPYKTHBHH WiH BH3MAJIMTETHH YPCBHH 3a00NBaHu1,

- aKo CcTpaaare OT 3arexk,

- B CJIyYaH Ha MOBMILIEHO BLTPEUCPENHO HANATaHe, KATO TPRBMH Ha T)1aBaTa,

- aKo CTpaJaTe OT €NUIENncHs WK UMaTe CKIOHHOCT KbM I'bpYOBE,

- aKo fpuemMaTe HHXHOHTOPH Ha MOHOBMHHOOKCHAA3aTa, Hapu4aHH cbilo MAO uuxnburopu (3a
JleyeHHe Ha JEMpPecs ) HITH CTE T'H MpHEMalld Npe3 NOCICAHHTE ABE CEAMHLIH (BIDKTE TOYKa 2
Jpyru nexkapersa U OkcukoaoH Akrasuc®),

- aKO HACKOPO CTe MPETHPNEIH YpeBHA WIH KOPEMHa Onepalims,

- axko BawusT nexkap nogosupa, ue uepeara Bu He QyHKIIMOHHpAT NpaBWIHO,

- aKO MMATe HUCKO KPBBHO HAJIATAHE WIH HaMalleH KpbBeH obeM.

Mons, ysenomere Balina nekap, ako HAKOE OT NO-TOPHHUTE ChCTOAHHA e OTHacA 3a Bac
MOHACTOALIEM WITH B MHHAJIOTO.

[lorppXHOCTHO H 3a0aBEHO AMLLAHE NHMPATOpPHA JENpEcHS |

OCHOBHATA ONMACHOCT OT NMPEeAO3HpaHe ¢ OMHOUAH € NMOBBPXHOCTHO H 3a0aBeHO AWIlaHe
(pecnupaTopHa aenpecus), KoATo ce Habmoaasa NpeAUMHO NIPH NALHEHTH B CTApUECKa Bb3pacT H
M3TOLLIEHH MALIMEHTH H MOXe CBILO J1a IOBEAE AO cnajaHe Ha HUBATA HA KHCIIOpOA B KpbBTa. ToBa
MOXKE & MPHYHHH HaIpUMeEp NpPHNaabK. | |

JIMxaTeHK HapyllleHUs 110 BpeMe Ha ChbH
OKCHKOZIOH AKTaBHC MOXKE J1a MPUYMHH JUXATETHH HApPYLUCHHS NO BpeMe Ha CbH, KATO CbHHA arnHeA

(NMpexsCBaHKus Ka AHUIAHETO 10 BpeMe Ha CbH) K XMIIOKCEMHSA 110 BpeMe Ha CbH { HUCKO HHBO Ha
KHCIOPO/ B kpbBTa). CHMIITOMHTE MOTraT Aa BKJTIOYBAT NPEKbCBAHMA HAa JHIIAHETO N0 BPEME Ha ChH,
chOyXKAaHHA Npe3 HOWITA NOPaaM 3a]yX, 3aTPYAHEHO MOATBPXKAHE Ha ChHA WIH NPEKOMEPHA
CHHJIMBOCT Npe3 AeHd. Ako Bue win Haxoi apyr HabaoaaBaTe Te3H CHMITTOMH, CBBPXKETE Ce ¢
Bamus nekap. Baiunat nexap Moxe aa oOMHCIIH NOHKABAHE Ha 1034Ta.

[ToOHOCHUMOCT, 3aBUCHMOCT H NIPHCTPACTABAHE

ToBa feKapCTBO ChABLPXKA OKCHKONOH, KOHTO e onHona. To Moxe aa foBeae a0 333
PHCTPACTABAHE.
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ToBa IEKApCTBO ChALPAKA OKCHKOIOH, KOHTO € OITHOMAHO JeKapeTBo. JbarocpouHara ynorpeda Ha
OMHOAHM GONKOYCMOKOABAL MOXE J1a A0BEAE A0 HaMaldBaHe Ha €(eKTMBHOCTTA Ha JIEKapCTBOTO (da
TIPUBHKHETE KbM HETO, M3BECTHO KAaTO TONEPAHC). S

MHuorokpaTHara ynotpeba Ha OKCHKOAOH AKTaBHC MOXE CBIIO Ja AOBEAE A0 3aBUCHMOCT,
3noynorpeda ¥ MPUCTPacTABaHE, KOETO MOXKE Jla IoBeE A0 JKHBOTO3acTpalIaBallo npeAo3HpaHe.
PHCKBT OT T€3H CTPAHRYHHK e(PeKTU MOXe 1A C€ YBEJIHYH NPH MO-BUCOKA 1032 H NO-ALJra

NPOABDKHTENHOCT Ha ynorpeda.

3aBHCHMOCTTA WIH NPHCTPACTABAHETO MOXeE Aa By HakapaT a MOYyBCTBATE, Y€ BEUE HE MOXETE J1a
KOHTPOJIHpATE KAKBO KOJIHYECTBO OT JIEKapCTBOTO TPA0Ba 1a NPHEMETE KITH KOJIKO 4ECTO TPAOBA Aa 1o
npueMare. BraMoXHO € la uyBCcTBaTe, e TpAGBa Ja NpUEMeTe JISKAPCTBOTO A0PH KOraTo TO He
nomMara 3a obnekyapane Ha Ooikarta Ba.

PHCKBT OT pa3BHUTHE Ha 3aBHCHMMOCT WIH NPHCTPACTABAHE BapUpa MpH PasIHUHKTE Xopa. BhaMOXKHO e
[ia MMaTe TI0-TOJIAM PHCK OT Pa3BHTHE HA 3aBUCHMOCT OT WIH NPHCTpacTaBaHe KbM OKCHKOAOH
AKTaBHC, aKo: '

- axo Bue wnu Hakoii.oT Bamero ceMeicTBO € 3nmoynoTpeOaBan Wik € HMas 3aBHCHMOCT OT
aJIKOXO011, JIEKAPCTBA, OTMYCKaHH NO JICK&PCKO MPEANHCAHHE, WIH HE3aKOHHH HAPKOTHYHH
BeLIECTBA (3aBHCKMOCT); |

- aKo cTe MmyLiay, |

- aKo CTe MMaJH NpodNeMH ¢ HACTPOCHHETO (AenpecHi, TPEBOXHOCT WIH JIHYHOCTHO
Pa3CTPOICTBO) HWIH CTe JIEKYBAHH OT NCHXHATHP 3a APYTH NCHXHYHH 3a00/IABaHNMA,

Ako 3abenexure HAKOM OT CNeAHUTE NMPH3HALM, JO0KaTO npHeMaTe OKCHKOIOH AKTaBHC, TOBA MOXKE

18 € NPH3HAK, Y€ CTe pa3BHJIH 3aBUCHMOCT HIIH CTE MPHCTPAaCTCHA,

- HMmare Hyxa 13 TpHEMaTe NeKapcTBOTO NMO-ABKIro, OTKONKOTO BH € nocseeTBan Bawng nekap

- Mmate Hy)<aa aa MpUeMare noseye OT MPENOPBHYHTE/IHATA 1034

- Usnosn3BaTe 1€KapCTBOTO MO MPHYHHHK, PA3IHYHH OT TE3H, 3a KOHTO BH e npeanucaxo,
HaNPUMEP ,,A8 Ce YCTIOKOHTe" 1au ,,Aa Bu nomorxe aa crnure™

- [IpaBHiIM CT€ MHOTOKPATHH HEYCNIEUIHH ONIMTH Aa CIPeTe HIIH 1a KOHTPOXKpaTe ynoTpedara Ha
TOBA JIEKAPCTBO |

- Koraro cnMpate npueMa Ha 1exapcTBoTo, BHe ce UyBCTBaTE HEPA3MoIOKEeHHN U Ce€ UyBCTBATC
no-A06pe, KoraTo 3ano4yHeTe OTHOBO Aa NpHEMAaTe IeKapCTBOTO (,,6PEKTH Ha OTHEMaHE™)

Ao 3abenexure HAKOH OT TE3H NMpU3HAalK, roBopeTe ¢ Baius nexap, 3a aa obcbante no-100wp 3a
Bac HauHH Ha Nle4YeHHe, BRIIOYHTEHO KOra € fTIOAXOAAIIO /1a CTIpeTe NPHEMa H KaK [a ro HanpaBHTe
no 6e3onaceH HauMH (BIWKTE Touka 3 ,,AKO ¢Te cnpesii npueMa Ha OKCHKOAOH AKTaBHC™).

CUMITOMH Ha OTHEMAHE

Ako neueHHeTo OBe CIPSHO BHE3AIHO, MOTaT Ja € NOABAT CHMIITOMH Ha OTHEMAaHe, KOWTO MOrar aa
BKJTIOUBAT MIPO3%BAHE, pa3lIMPABAHE HA 3¢HHLIATa HA OKOTO, HapyLIECHHE Ha CBJI3CHETO, Xpema,
TpenepeHe (TpeMop), H3NOTABAHE, TPEBOXKHOCT, O€3NOKONACTBO, MBPYOBE Wik 3aTPyAHEHO 3aCIUBaHE.
Korarto repanuaTa ¢ OKcHMKOA0H AKTaBHC Beye He € HeobxoanMa, BaluusaT nexap ilie NOHHXH
NMoCTereHHO AHeBHaTa By fo3a, 3a 21a #30erHe ToBa aa ¢e CAYuH.

Jleuenne Ha XpoHHuHa 00Jika, HECBBp3aHa ¢ pakoBo 3abonsBane
OnuouaMTe HE ca MHPBUAT U300p 3a NeueHne 3a 60nka, KOATO HE € CBbP3aHa ¢ PakoBo 3ab0NABaHE H

He e MPEnopbUYBAT KATO €AMHCTBEHO eueHne. OnuoHaire TpadBa Aa ce H3NOA3BAT KATO 4acT OT
LWIOCTHA MPOrpaMa 3a JIeYcHHE, BKIIOYBAILA APYTH JIEKAPCTBa M METOAH Ha JedeHHe. Balnyar jexap
Tpsbea na By Habmonasa BHHMATENHO H /1a HANPAaBH HEOOXOAUMHTE KOPEKLIMK Ha 103378 Lyl AORET
npueMare OKCHKOXOH AKTaBHC, 3a Ja Cce MPeROTBPaTH NPHCTPACTABAHE H AOYNOT] agc\"‘
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BninaneHyue Ha NJaHKpeaca B CHCTEMAaTa Ha XKIbYHUATE TbTHILA
Ceipakere ce ¢ Baluus nexap, ako Noay4yHdTe CHIIHA Oonka B ropHaTa 4acT Ha KOpeMa, KOATO MOXKe Na

ce pasnpocTpaHH KbM I'bpda, rafeHe, NOBpLLIAHE WIH [TOBHUICHA TEMNEPATYPA, ThH KATO TOBA MOXe
Ia ca CHMINTOMM, CBBP3aHH C BE3NAJIEHUE Ha NMaHkpeaca (MaHKPEATHT) W Ha HUTbYHHUTE ITTHILA.

[ToBHIIEHA YYBCTBUTENHOCT KbM Bosika

B penku cyuad MOXKE J1a ce pa3BHe MOBHIICHA YYBCTBHTENHOCT KbM D0kaTa (Xxunepanresus), KOATO
HE ¢e MOBNMABA OT NOBHIIABAHETO HA A03aTa. AKO TOBa HACTHIIH, Bawuar nekap e NOHIDKH A03aTa
WM e B npexsbpny Ha aTepHATHBHO ONMHOUIHO 06e36013BalI0 CPENCTBO.

3noynorpeba upes HIDKEKTHpaHe
Kancynntre OxCHKOOH AKTaBHC Ca NpeHa3HAYEHH CaMO 3a NepopanHa ynmpeﬁa [1pn 3noynorpeda
Ype3 HHKeKTHpaHe (MHXXeKTHPaHE BbB BEHa), ChAbP)KAHHETO HA KarncynaTa MOXe /la I0BeAe 10

CEpUO3HH, MOTEHLNATHO (PaTaIHN CHOUTHSL.

OnepaTHBHa HaMeca
Vnorpe6ara Ha OKCHKOAOH AKTaBHUC HE ce NPEnoprYBa MpeAH onepaums Win 24 Jaca ciel
onepaing. Axo By npezncTou onepaiina, ypeaomere Baiiina nexap, e npuemare OKCHKOROH

AKTaBHC.

XOpMOHATHH H3MEHEHHA

[TonobHo Ha apyru onuonaH, OKCHUKOAOH AKTaBHC MOXE 214 NOBJIHAE HOPMAJTHOTO NPOHU3BO/ICTBO HA
XOPMOHH B OpraHHW3Ma, HallpuMep KOPTH30J1 MK NMONOBH XOpMOHH, CHMIITOMHTe Morat Aa Opaat
razieHe HWin NoBpblliaHe, 3aryba Ha aneTuT, yMopa, 3aMagsHOCT WIIH HApYLICHHUS Ha CeKCyaliHaTa
GyHKLUMSA, NPOMEHH B MEHCTPYATHOTO KbPBEHE WIH HMIIOTEHTHOCT. Mo, obcbaeTe Tosa ¢ Bauius

neKap.

Mons, BiKTe To4Ka 4 "Bb3MOXHR HeXeJlaHH peakiuu’ 3a HHPOPMAaLIHA OTHOCHO MPEANa3sHUTE
MEPKH, KOMTO MOTaT Jia C¢ B3eMar 3a ofiekuaBaHe Ha ONpeaeIeHH HeXeNnaHH IEKApCTBeHH PeaKLi|y.

Jlena

OxcHKOAOH AKTaBHC HE € N3cheaABaH npH aena noa 12-roauiliHa sp3pacT. beaonacHocTTa U
e¢prkacHocTTa HA OKCHKOAOH AKTAaBHC He ca YCTAHOBEHH, NOPAJiH KOETO ynoTpedaTa My NpH Jeua
noA 12-roauiiHa BB3PAcT HE e MpenopbuBa. |

JApyra aexapersa H OKCEKOAOR AKTaBHC
Tpabra na kaxere Ha Bawng Jekap niu dbapmalleBT, aKo MPHEMaTe, HACKOPO CTe TIPHEMATTH HITH €

BBE3MOXHO 3 MPHEMETE APYTH JEKAPCTRA.

EnnoBpemeHHaTa ynorpe6a Ha OMMOWIH, BKIIOMHTENHO OKCHKOIOH AKTaBHC 3a€JHO CHC CEAATHBH,
kaTto 6eH301Ha3eNHHM WK OAOOHH Ha TAX AEKAPCTBA NOBUILABA PHCKA OT CHHIMBOCT, 3aTPYAHCHHA
B JIKIDAHETO (pecTUpaTopHa AenpecHn ), koma H Moxe 4a 6bae kuBoTo3acTpaliasaiia. [lopagu Tosa
eNHOBpeMeHHa ynoTpeda TpsbBa aa ce 0OMHCNL caMO KOraTo He € Bb3MOKHO APYro JIEYEeHHE.

Axo obauye BaiuusaT nekap Bu ¢ npeanucan OKCHKOAOH AKTABHC 3a€/IHO ChC CEIAaTHBH, A03aTa H
NPOABDKHTEHOCTTA Ha CHITBTCTBAUIOTO JieueHne TpaOBa na 6baar orpaHuueHH ot Baiuwsa nekap.

Mosnsn, unpopmupaiite Bams nexkap 3a BCHYKH CeJaTHUBU, KOUTO MPHEMATE H CNIEABANTE CTPHKTHO
NpenopuKUTE Ha BallKug fiekap OTHOCHO Ao3upoBKaTa, Ot nossa e na HHGOPMHUPATE NPUATENH HIH
POJHHHH, 34 Ja CA 3an03HATH C NMPH3HALKTE H CUMITTOMHUTE, MOCOUEHH Nno-rope. CBBPKETE CE ¢

Bauius Jiekap, KOrato NoJy4HTe TAKHBA CHMITTOMM. —

Hexxenannre peakuur Ha OKCHKOZOH AKTa8BHC MOTaT ga 6baaT no-yecTH WK
OKCHKOAOH AKTABHC €HOBPEMEHHO C JIEKAPCTBA, KOHTO MOTAaT Ja OKaXaT BJIHUA
¢yHkuma. [IpuMepn 3a HEKENaAHU PEAKLHH, KOMTO MOTAT A& Bh3HHKHAT, Ca 0B

nuiiaHe (MOTHCKaHE Ha AMLLIAHETO).
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PHCKBT OT HeXKeNlaHH peakLiMi ce NOBULIABA, aKO H3MOA3BATE AHTHACNPECAHTH (KATO LHTAJIONpPAaM,
RXYJIOKCETHH, ecuMTanonpaM, QuryokceTHH, (JTyBOKCAMHH, NAPOKCETHH, CEPTPAJIHH, BeHIa(aKCHH).
B13MOXHO € Te3H JIeKapCTBa Aa B3aUMOACHCTBAT C OKCHKOJIOH H MOXKE /12 MOJIYUHTe CUMITTOMH, KaTo
HEBOJIEBH, PHTMHYHH CHKpALICHUS HA MYCKYJIMTE, BKJIIOYHTEITHO HA MYCKYJIHTE, KOHTO KOHTPOJIUpPAT
ABIDKEHHUETO HA OKOTO, BB30yIa, NPEeKOMEPHO H3NOTABAHE, TPEMEPEHE, MPEYBEIIMYCHH pedeKcH,
MOBKILIEHO HAMpeXKEHHEe B MYCKYJIUTE, TeJecHa Temneparypa Han 38°C. Cpbpikere ce ¢ Bamms nexap,
NpH NOJIy4aBaHe HA TAKUBE CUMITTOMM.

AKO npHeMaTe Te3H Karncy/H ¢ HAKOM JPYTH JeKapcTBa, eQexThT Ha TE3M KaICyIH WIH Ha ApYTOTO
JIEKAPCTBO MOXKeE J1a C€ MPOMEHH, CBILO TaKa PHCKDBT OT HEXKEJIAHH peakliNM MOXKe Jia C€ YBEJIHYH.
Uudopmupatite Baiuus Jiekap wix GapMmallest, ako MpUeMarTe:

- BHJ, JIEKAPCTBO, H3BECTHO KATO MHXHONTOP HA MOHOAMHHOOKCHa3arTa (Hanp.
TPRaHWILMNPOMHUH, (peHeN3uH, H3okapboKca3ni, MOKNOOEMHA U IMHE30/IH]]) HITH aKo CTe
NPHEMAIIH TO3H BHJ IEKAPCTBO NpPE3 NOocNeAHHTe ABE ceaMHUH (Bx. “IlpeaynpexaeHus K
NpeanasHl MEPKH™);

- JIEKapCTBa, KOHTO BH noMarar aa 3acnuBaTe WIH [1a OCTaHeTe CMIOKOHHY (HanmpHUMep JIeKapcTBa
NPOTHB TPEBOXHOCT, XMITHOTHLH WIH YCNOKOHTENHH, BKIIOYHTEIHO OCH301Ma3ENIHHH);

- JIEKapCTBa 3a JieUeHUue Ha AernpecHs (HapUMEp NapoKCeTHH WIH (IIyoKCEeTHH),

- JIEKAPCTBA, H3MNOJ3BAHH 3a NCUCHUE Ha aneprui, H0necT Ha IThTYBAHETO WiH NOBpELLIAHE
(AHTHXHUCTAMHHH, aHTHEMETHLIH );

- JIEKapCTBa 34 JIUCHHE HA MCUXHWYHH HIK YMCTBEHH Pa3sCTPOMCTBa (KATO AHTHIICHXOTHIIH,
(eHOTHA3ZMHH HITH HEBPOJIIENTTHLH );

- NIEKapCTBa 34 JICYeHHe Ha enunencus, 60nka 1 TpeBOXKHOCT KaTo radancHTHUH H nperabanuH,

- JIEKAPCTBA, HAPEUEHH MYCKY/THHM pelaKCaHTH 3a obseKyaBaHe Ha MyCKYTHH KpaMnu;

- IeKapcTBa 3a NeyeHue Ha Gonectra Ha [TapKUHCOH;

- APYrH CUIHH aHanreTHlH (obe3bonasamu);

- LIMMETHAHH (NeKapCTBO 38 CTOMALIHHA S3BM, JIOLIO XPAHOCMWIAHE WIH KHCEJIUHH);

- JIEKApPCTBA 34 JieueHHe Ha rbOMYHH HHPEKUHH (KAaTO KETOKOHA30J1, BOPHUKOHA30A, HTPaKOHAa30/1
WJIH TI03aKOHa30M);

- JICKAapCTBa, M3NOI3BaAHH 32 JieueHHe Ha bakTepHanuy HHPEKIHH (KaToO KNapHTPOMHLIHH,
ePUTPOMHLIMH WITH TEUTPOMULIMH );

- cneurHdHIeH BHA JIEKAPCTBO, H3BECTHO KaTO NPOTEa3eH HHXHOUTOP 3a teycHUe Ha HIV
(npuMepuTe ca OouenpeBUp, pUTOHABHP, HHAWHABUP, HEN(GHHABHD WIH CAKBHHABHUD);

- pudaMnHUHH 3a eYycHHUEe Ha TYOepKy103a;

- kapbamasenuH (JIEKAPCTBO 3a JICYEHHE Ha I'bPHOBE, MPHNAABLM WIH KOHBYJICHH, H OTIPEAEIICHH
CHCTOAHHA Ha OoJKa);

- ¢eHUTOHH (JIEKAPCTBO 3a JICYCHHE HA I'bPHOBRE, MNPHUNAABLIM HIIH KOHBYJICHH);

- OHJIKOBO CPEACTBO, HAPEUEHO XbJIT KAHTAPHOH (H3BECTHO CHULO KaTto Hypericum perforatum);

- XMHHMH (1eKapCTBO 34 JICYCHHE Ha HApYLUEH ChpACUEH PHTHM),

- NEKApCTBa, HAPeUeHH KyMapHHH, 3a NpeJOTBPATIBAHE HA CHCHUPBAHETO HA l{p’l:-BTa WM 34

NOJNOMAaraHe Ha pa3peXJaHeTo Ha KpbBTa (pa3peanHTeiin Ha KPbBTa).

Couio Taka ypeaomere Baltug nekap, ako Hackopo BH € naBaH aHeCTETHK,

OKcHK0Z0R AKTABHC ¢ XpAHA, HANHTKH H AJKOX0J

Cok ot rpeAndpyT

CokbT ot rpefindpyr Moxe Aa NOBHLIHK €dexTa Ha OKCHKOAOH. ETO 3a1110 Tpabsa na u3bsareare
KOHCYMALMATA Ha COK OT rpeindpyT AokaTo npueMarte OKCHKOAOH AKTaBHC.

Ankoxon
Ynotpebara Ha ankoxon gokaro npueMare OKCUKOAOH AKTaBUC MOXe Ja BH Hakapa
NO-CHHIMBH WIH Ja YBEIIMYH PHCKA OT CEPHO3HU CTPAHHUHH €(DEKTH, KaTO NOBbPXH
JAHIIIaHE C PHCK OT CMHPaHEe Ha JULIAHETO M 3ary0a Ha cb3HaHue. [Ipenopbuea ce na
aNIKOXO0J, 10KaTo mpueMare OKCHKOAOH AKTaBHC.
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bpeMeRHOCT H KbpMene
AKo cTe 6peMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE A1a cTe OpeMEHHA WIH IUlaHUpaTe OpeMEHHOCT,

nocbBeTBaliTe ce ¢ Bawiua nexap win dapManeBT npeay ynotpedbata Ha TOBA JIEKApCTBO.

bpeMeHHOCT

TTo Bpeme Ha GpemMeHHOCT TpAGBa na n3barsate OKCHKOJAOH AKTaBHUC, aKO € Bb3MOXKHO. Hama
AOCTATHYHO JaHHH 32 yroTpebaTa Ha OKCHKOJOH MPpH OPEMEHHH JKEHH.

OKCHKOJOH MPeMHHABa Npe3 IUTaleHTaTa B KpbBooOpalleHHeTo Ha 6ebeTo. Ynorpebara Ha
OKCHKO/IOH N0 BpeMe Ha OpeMEHHOCT MOJKE Ja NpeAU3BUKa CHMIATOMH HA OTHEMaHe y HOBOPOACHHTE,
BeGera, poieHH OT MakikH, KOHTO ¢a NOJTy4aBali OKCHKOMOH Mpe3 NoCneaHHTe 3 10 4 CeIMHLIM NpeaH
paskIaHeTo, TpAOBa aa ce HabnoaaBaT 3a pecmupaTopHa AenpecHd. ManonspaHe Ha OKCHKOJOH NO
BpeME Ha paXKJaHe MOXKE Aa IPHYHHH NPoGAEMH C IMILAHETO MPH HOBOPOAEHOTO. OKCHKOAOH
AKTtaBHc Tpa0Ba Ja ce H3M0N3Ba No BpeMe Ha OpeMEeHHOCT CaMO aKO MOJI3aTa NPEBHILIABA BH3MOXHHTE

PHMCKOBE 3a 0ebeTo.

KnpMmeHe
He Tpabsa na npremare OkCUKOOOH AKTABUC aKO KbPMHTE, Thid KATO OKCHKOJOH MOXE 18 IPEeMHHE B

KBpPMATa H MOXeE Jia NPEAN3BHKA MOBBPXHOCTHO H 3386aBEHO IHINAHE (PeCHPATOPHA AeNpecHs) Npy
KbpMAalieTo.

Illogpapane n padoTa ¢ MAMIKHA |
OKCHKOAOH MOXe Ia Hapyuin Bamara cniocofHocCT 3a wodupaHe wiaH paboTa ¢ MalLlIHHA,

Tosa e ocobeHo BEpOATHO B HAYAJOTO Ha JieueHHeTo ¢ OKCHKOAOH AKTABHC, C/IEA NIOBHLIABAHE Ha
N03aTa WK NPOMEHH B TepanuaTa ¢ Bauma nekapcTeeH NPOAYKT H ak0 OKCHKOMOH AKTaBHUC Ce
KOMOHHHPA C JIEKAPCTBA, KOUTO MOTaT []a OKaXXaT BIAHAHME BbPXY MO3bYHATa QYHKLMSL.

O6uHTe orpaHHYeHHA 3a WodHpaHe MOXE /1a HE ce NPUIAraT 1o BpeMe Ha CTaOWIHO NeYeHHe,
BaluusT nekap B3eMa TOBa pellieHHe Bb3 OCHOBAa Ha MHAMBHAYanHaTta Bu cutyauus. Mons, obebaere ¢
Bawuns nexap Aaiu Tps6Ba KK He TpAOBa WIH PH KAKBH YCJIOBHA MOXKETE 1a odHpaTe HIH
paboTHTE C MaLIIMHH.

OxcHKOAOE AKTABHC CHABPKE HATPHH
Tosa nekapcTBO ChaABpka Mo-Maiko oT 1 mmol HaTpu# (23 mg) Ha Kancyna, T.e. MOJKe 1a Ce Kaxe, ue
MPAKTHYECKH HE ChABPXKA HATPHH.

3. Kak aa npremaTte OKCHKOAOR AKTABHC

Bunare npuemaiiTe ToBa JieKapcTBO TOMHO KakTo Bu e kaszan Bawmar nekap. AKO He CT€ CHTypHH B
Helno, nonuraire Bamua nekap Wid GapMaLICBT

[Tpeau 3ano4BaHe Ha JIEYEHHETO H PEROBHO 110 BpeMe Ha nevyeHneTo Bamuar nexap we odchxkaa ¢
Bac kaxBo MOxe ja o4akBaTe oT ynorpetara Ha OKcHKOAOH AKTaBHC, KOra M KoJko Jwiro Tpadsa aa
ro NpUHeMaTe, Kora aa ce cBbpxere ¢ Bains nekap H kora Tpabsa aa ro cnpete (BHXKTe CbILO ,,AKO
cte cripeny npreMa Ha OKCHKOAOH AKTaBHC").

BuipacTeu # osomH HaA 12 ronaun
[IpenopbyYHTEIHATA HaYATHA 11038 € 5 Mg OKCHKOAOH XHAPOXOPH/ Ha BCeKH 6 yaca. BamnaT nekap
€ aAanTHpa A03aTa JUYHO 3a Bac n we Bu npeanuiue noaxoasuiata 103a HeoOX0AHMA 34 IEYECHHE
Ha Gonkara. | '
J{HEeBHaTa 038 H €BEHTYAITHHTE KOPCKLIMM HA A03aTa [10 BpeME Ha JIEUEHHETO C€ OTIp
JIEKYBAIlHA JIEKAP W 38BUCAT OT MpPEIHIIHATA JO3HPOBKA.

AKO YCT4HOBHTE, Y€ JIOKATO MPUEMATE Te3U KaliCyJIH OonkaTa Bee OlIE He € NpeM
toBa ¢ Bawms nexap. He npomensatite no3zara npu Hukakeu obcrosrencrsa, be3
Baifing nekap.
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[laigueHTHTE, KOUTO BEYe ca NpUEeMaIu ONMHOUIH, MOIaT Jia 3arno4Hat JICHECHHETO C 1MO-BHUCOKH J103H,
KaTo Cc€ B3€MeE 1101 BHUMAHHE OINMUTA UM C OINMMHOKJIHH JICKAPCTBA B MHHAJIOTO.

Yunorpeda npu aeuna
OKCHKO0H AKTaBUC HE ce NnpenopbyBa 3a ynorpeda npu jaeua noa 12 roMHH.

[ManueHTH B cTAapUYeCcKa Bb3pacT
[Tpu nanmeHTH B CTapyecka Bb3pacT He € HEOOXOIMMO aJlanTHpaHe Ha 103aTa, ako ObOpevHaTa Wi

yepHoApoOHaTa (GyHKLMS HE Ca YBPEICHH.

ManuenTH ¢ OLbOpPeYHH HJIH YePHOAPOOHH NMPOoOJIEeMH HJIH ¢ HHCKO TeJIECHO TerJIo
[TpenopbunTeIHATA HAYaJIHA /103 € M10JOBHHATA OT MNpENnopbYUTEIHATA /103a NPH Bb3pacTHU. Baumsat
nekap e Bu npeanuiie noaxoasuiara /103a B 3aBUCHMOCT OT KJIMHHYHATA KapTHHA M L€ U3M0J13Ba
Hal-noAXoAfA1IaTa HaJIHYHA JIEKapcTBEHA dopmMma.

[MpoaABL/KHTEHOCT HA JIEYEHHETO

BawmsaT nekap e Bu kaxe KoJIKo abaro Tpadea aa npuemare OKCHKOI0H AKTaBHC.

He cnupaiite npuema Ha OKCHKOA0H AKTaBUC 0e3 J1a ce KoHcyaTupare ¢ Baluus nexap (BHKTE ,,AKO
cTe cnpesiv npuema Ha OKCUKOI0H AKTaBHC™).

Ha4yun na ynorpebda

Kancyaure Okcuko10H AKTaBHC TpsaOBa 1a ce NOrABLUAT LETH, ¢ J0CTATHYHO KOJHYECTBO TEYHOCT M
MOTaT Jla Ce MpUeMaT CbC WK 0e3 XpaHa.

OKCHKOI0H AKTaBHC He TpaOBa J1a ce mpreMa C aJIKOXOJHU HAMUTKH (BHKTE TOYKA 2, ,,OKCHKOIOH
AKTaBHMC C XpaHH, HATTUTKH U aJIKOXO0I™).

TpsabBa na npuemate Kancyjaute camo npe3 ycrara. CbabpKaHHETO Ha KarcyJIiTe HUKOra He TpsOBa
Jla C€ MHKEKTHpa, Thi KaTO TOBA MOKE J1a 10BE/I€ 0 CEPHO3HH HEXEIaHW peaKLMi, KOMTO Morar Jia
Obaar ¢arainHu.

[Caya 3a 3amumenu om deqa 6ﬁucmepu Koumo ce ﬂmemam J vy 15 \ J ] e
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HHchyRuMH 3a yno*rpeﬁa Ha 5JIHCTepH, 3a1uHTeHH OT JIelIa, mﬁ'ro ce DTJ'IelTBaT
|. He n30yTBaiiTe KancyJjara AMpeKTHO OT 1xK00a
2. Otaenere eana O6JMCTepHA KIIETKA OT JIEHTaTa 1o neppopHpaHure JIHHUHK (BHXKTE 1)

3. BHUMATEIHO OTJIeNeTe MoI0XKKaTa, 3a J1a OTBopuTe JHkoba (BuxkTe 2 U 3)

AKO cTe npueJin nopeve or HeoOxoaumarTa 103a OKCHKOI0OH AKTaBHC

AKO CTe TpHesid rnoseye oT npeanucadara 103a OKCHKOJA0H AKTaBHUC WJIH aKO HAKOH CITy4alHo €
norsjiHan Bamure kancynu, TpaOBa BeaHara 1a uHgopmupare Baiuus siekap uiau a1a ce 00aaure Ha
bbp3a noMou.
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[TpenosupaHeTo MOXE ia IOBEAE N0:
- CBMTH 3eHHLHM (MHO34a);
- MOBBLPXHOCTHO M 3afaBeHo JuiaHe (PpeCrMpaTOpHa Aenpecus ),
-  CbHJHBOCT,  °
-  HaMajeH TOHYC Ha CKelleTHATA MYCKYJlaTypa,
- clajaHe Ha KPbBHOTO HANATaHE;
- MO3BYHO HapyuleHHe (M3BECTHO KaTO TOKCHYHA JIEBKOEHUedaTonaTH).

B TexKH Ciy4ay MOTaT Aa ce HabIioAaBaT LMPKYIaTOPeH KOJANC, IOTHCHATA YMCTBEHA WIH
JABHTATEIHA aKTUBHOCT, 3aryfa Ha ch3HaHue, 3a0aBdHe Ha cbpAcUHaTa YeCTOTa M ChOMpaHe Ha BOZJ@ B

6enure Apobose; 3noynoTpedaTa ¢ BUCOKM A03H Ha CHWIHH 00€300/14BaluH 1eKapcTBa, KaTO OKCHKOIOH
Moxke aa Obae daranHa.

B nukaxes cinyyaii He TpaOBa Zja ce M3naraTe Ha CHTYAallMH, H3UCKBAINH MOBHIIEHA KOHLIEHTPALHA,
HanmpUMep LWOoQHpaHe Ha KOJa.

AKO ¢Te mponycHAAN I8 npEemeTe OKCHKOI0R Amanc

AKO CTe NpOITYCHAM €JiHa 1033, TpaOBa na B3eMeTe ClieABalllaTa 103a BEJHAra LUOM C€ CETHTE U Clle]L
TOBa NPOAWIKETE KAKTO npean. He npuemaiite nse ao34 B pamkure Ha 4 yaca. He p3emalime nBofiHa
1034, 38 Ja KOMIEHCHPAaTe NMpOoITyCHAaTAaTa Karncysa.

AKko cTe cnpean npHeMa Ha OKCHKOAOR AKTABHC

He cniupaiite neyeHneTo 6e3 na ce KOHCyJITHpaTe ¢ Bauuus nexap.

Ako cnipete nprHeMa Ha OKCHKOIOH AKTaBHC, MOXE /1a MOJYYHTE CHMITTOMH Ha OTHEMaHe (Harp.
npo3sBaHe, pasllIHPABAHE Ha 3€HHLATa Ha OKOTO, HApYLICHHE Ha CHI3CHETO, XpeMa, TperniepeHe
(TpeMop), H3NOTABAHE, TPEBOXKHOCT, 6€3MOKONHCTBO, IbPYOBE HIH 3aTPYAHCHH B ChHA). ETO 3a1m0
MOXK€E JIa € NPETNOPBUHTENIHO BaltHaT nekap NocTeneHHo Ja NOHHKaBa no3ara.

AKO ¥MMATe HAKAKBH JOITBIHHTENHH BBIPOCH, CBBP3aHM ¢ ynorpebaTa Ha TOBa JI€KAPCTBO, MOMHTAMTE
Baumusg nekap unn papMaLeBT.

4. BuL3MOKEH HeXeJIAHH peaKkKIHH

KaxkTo BCHYKH IEKApCTBa, TOBA JIEKAPCTBO MOXKeE a NpeAH3BHKA HEXe/1aHH peakLHH, BbIIPEKH Y€ HE
BCEKH ' 10JIy4aBa.

AKO NOJYYHTE HEKOS OT CJIAHATE HeXKeJAHA PeaKkuni, cnpere npaeMa Ha OKCAKOAOH
AKTaBHC H He3a6aBHO ce CBBPkeTe ¢ Bamus Jexap HAH oTHAeTe B HAH-6,1HIKOTO OTACICHHE DO

CHCDIHA MOMOMY;

- BHE3AITHO 3aTPYAHEHO AHINaHe, NOyBaHe Ha KIETaYHTe, JHLETO HAH YCTHUTE, OOPHB HIH
cepbex, ocofeHO TakuBa, KOHTO 0OXBAILAT LANOTO TAIO — TOBA €A MPHU3HALM HA TEKKH
anepruyHy peakuMH (YECTOTATA € ¢ HEH3BECTHA YECTOTA: HE MOXKE J1a 011 HarmpaBeHa OLEHKa
OT HAJIMYHHTE JaHHH),

- TOBBPXHOCTHO H 3a0aBEHO JHLIAHE - TOBA Ce CJIy4Ba MPEAUMHO aKO CT€ B CTapHEeCKa BL3PacT H
H3TOLLEHH U NPEACTARNIABA OCHOBHA ONACHOCT KO CTE NPHEJIH TBLP/IC MHOTr'O JIEKapCTBa
(HEYECTH HEXKEJIAHH peaKiMH, KOUTO Morart Aa 3acerHar a0 1 Ha 100 xyuu);

- cnafaHe Ha KPbBHOTO HAMraHe — aKO TOBA CE CIYUYM MOXE Ja ¢€ NMOYYBCTBATE 3aMadHH H 1a
npunaaHere (peKH HexeNlaHH peaKlWd, KOMTO MOraT 1a 3acerHat 10 1 Ha 1 000 xywuu);

- CTCCHABaHE Ha pasMEpa HA 3CHHIIHTEC B OKOTO (HE:'-IECTH HEXXEIIAHH PEAKIIHH, KD O
@W no

3acerHat A0 | Ha 100 aymmwu);
- crna3MH Ha GpoHXHaHaTa MycKyaaTypa (peau3BHKBALIH 3a0yX) H HaMaTeHa GOAOOHOLT Na
KaULNATE, KOTATO MMATE Hyk/1a (ECTH HeXelNaHH PEakiMu, KOHTO MOTaT Ja 3a¢efyig

XA
10 myum). HEAR Ry
: . b
\ o e
\:‘\ {}r
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JIpYIrR BL3MOXHH HEKEJAHH PeaKIHA

Muoro wecTn (Morar 1a 3acersar noseue ot | Ha 10 nauueHTH):

YyyBCTBATE C€ NO-CHHIMBH OT 00HUaHHOTO,
saMaliBane, rnmasobonue

3anek, raZieHe, MoBpbLIIaHe

CBpOex

YeceTu (Morat aa 3acersar 4o 1 Ha 10 nauueHTH):

HaMaseH aneTuT

6e3nokoicTBO, 0OBPKAHOCT, ACTIPECHA, HEPBHOCT, 3aTPYAHEHO 3aCIHBAHE, HEOOHYAHHH MHUCIIH;
HEBOJTHO TPENEPEeHe WIH pa3TpHCaHe, 4YBCTBO Ha JiETaprua,

3a/lyX, 3aTPyAHEHO AMIIAHE WIH XPUNTEHe (AMCTIHES);

Honka B 06JaCTT2 HAa KOpeMa, JMapHsl, CYX0Ta B ycTaTa, OO XpaHOCMHWIAHe;

KOXKHH peaKLun/oOpuB, NPEKOMEPHO H3IOTABAHE;

YyecTH MO3KBH 33 YPHHHUPAHE;

yyBCTBO Ha c1abocT (acTeHHs), YyBCTBO Ha H3TOLLEHHE (YMOpa).

HeuecTr (Morar na 3acerHar 2o 1 Ha 100 naumenTn):

Peaxn (MoraT na 3acersar ao 1 va 1 000 nauueﬂ'i"n):

SE/M/1226/001-003/1A/030G

CBPBLXYYBCTBHTETHOCT,

HETHITHYHA NMPOAYKLHA HA AaHTHAMYPETHUEH XOPMOH;

HEeJOCTHI Ha BOJIa B OpraHu3Ma (IeXHApaTalius);

BB36Y/a, MPOMEHH B HACTPOSHHETO, UYBCTBO HA H3KTIOYMTENHO 11ACTHE, IPOMEHH BEB
BL3NPHATHATA (HAND. XAMOLHHALMH, AepPeaTH3aLHA);

HAMAJIERO MONOBO BIIEYEHHE;

JIEKapCTBEHA 3aBHCHMOCT (BHIKTE Chulo Touka 2 ,.JIpeaynpeskaeHHs H NPEANTasHH MEPKH™);
HeoOHUaiiHa MYCKYJIHE CKOBAHOCT, MOHMXKEH MYCKYJIEH TOHYC; HEBOJIHH MYCKYJTHH
KOHTPaKLIWH;

repuoBe (0cO0EHO NpPH NalMeHTH, CTPAaJALlK OT EMWIENCHA HITH CBC CKJIOHHOCT KbM I'bPYOBE);
HaAMAJIEHO ycellaHe 3a 601Kka MK AONHP (XHAOECTE3Hs ), HApYIIEHHA B rOBOpa, MPHNaAbLIK;

' M3TpBIIBaHe W MpaBy4KaHe (NapecTe3H), HapyLEeHHA Ha KOOPAHHALIMATA, TIPOMEHH BbB BKYCa;

3aryba Ha naMeT, MHIPEeHa,

MPOMEHH B CHII300TACNAHETO; IPUTEIIHNA HAPYLICHH; ;
MOBHILIEHA YyBCTBUTETHOCT KBM 3BYLIH (XHMEPAKY3HC), YCELIaHe 3a 3aMaliBaHe WIH
CBETOBBPTEX (BEPTHIO),

YCKOPEH ChpACYEH PUTHM, yCeraHe 3a HeNpaBuieH H CUIIEH ChpJIeYeH PUTHM (B KOHTEKCTA Ha
CHHAPOMA Ha OTHEMAHE);

pasiIHpABaHe Ha KPbBOHOCHUTE ChI0BE (Ba3oaAWnaTalMe),

MPOMEHH B riaca, KaluiMua, GapHHIUT, XpeMa;

adTH B yCTaTa, BH3NANCHUE HA BEHLIMTE, BH3MAJICHHE HA YCTaTa (CTOMATHT), 3aTPY/IHEHHA NpH
NperTbliaHe, ra30BE B CTOMAaxa H Y€pBaTa, OPHIBaHE, 3alMyLIBaHE Ha yepBaTa (Wieyc);
NOBHILEHN YEPHOAPOOHH EHIUMH, ypeTpanHH CIIa3MH;

CyXa KOXa;

3aTPYAHCHO YPUHHUPAHE;

MMIIOTEHTHOCT, HAMAJICHH HHBA HA MONOBH XOPMOHH;

BTpHCaHe, 000 Hepa3NONOKEHHKE, JKaXKAA,;

3aAbpXKaHe Ha NPEKOMEPHO KOJIHYECTBO TEYHOCT B THKAHHTE (OTOK), NMOJAYBaHe HAa PBUETE,
rie3eHyTe WM CThIaNara;

hu3HYecKa 3aBHCHMOCT ChC CHMITTOMHK Ha OTHeMaHe, 6osika (Hanpumep 60nka B FEPANTE);
HeOoOXOAMMOCT OT NpHEMAaHe Ha BCe NMO-BHCOKH 103U OKCHKOZOH AKTaBHC, 32 11a Ce MO
CBILOTO HUBO Ha oOnekuaBaHe Ha 6onkaTa (exkapcTBEHA Tmepau'mﬂc'r),
TPaBMH BCAEACTBHE HA MIONOMYKA.

xeprnec cUMILIEKC (3abonapaHe Ha KOXKATa H JINTaBULUTE);
3abongpaHe Ha TUMQHHTE BBIH (NKMQATCHONATHSR ),

g




- MOBUILIEH areTHT;
<! MOHWKABAHE Ha KPBBHOTO HaJIfraHe, 3amaiBaHe NMpy U3IMpaBsHE OT CEAHAIO HJIH JIETHAJIO

MOJIOYKEHHE;
. KaTpaHEHH U3MPaKHEHHA, OLIBETSIBAHE Ha 3bOUTE, KbPBEHE OT BEHLIUTE,

- YPTHKapHs, MOBUIIEHA YyBCTBHUTEIHOCT KbM CBETJIMHA ((POTOUYBCTBUTETHOCT),
- KPbB B YpUHATa (XeMaTypus);

- [MPOMEHH B TEJIECHOTO TerJio (0TcjadBaHe WM Ha/JlaBaHE Ha TErJ0), LeJTyJIUT,

Mmuoro peaku (morar aa 3acersat A0 1 Ha 10 000 naumenTH):
- mocnectT 00OpuB (€eKCOIHATUBEH IEPMATHT).

C HeHn3BecTHA YecTOTA (UECTOTATA HE MOXKE J1a C€ ONPEACIU OT HAJIMYHUTE JIaHHH)

- arpecUBHOCT;

- MOBUILIEHA YYBCTBUTETHOCT Ha 00JIKa, KOSTO He MOXKe J1a ce 1oA00pH Ype3 rnoByllaBaHe Ha
no3ara;

- ChHHA anHes (NMPeKbCBaHUS Ha JULIAHETO 110 BPEME Ha CbH);

- pa3BajisiHe Ha 3bOMTE;
- 60JiKa B 1ICHATA YaCcT Ha KopeMa, CbpOex M KbJITEHULA 1OPaId Bb3IaJIeHHE Ha KITbYHHUSA

MEXYP;
- npo0OJieM, 3acsaranl Kjiana Mexay »JIb4YHHUsA KaHasl M YyepBarta, KOMTO MOXe /1a NMpeIM3BHKa CHITHA

GoJika B ropHaTa yacT Ha KopeMa (HapyuieHa (pyHKuMsa Ha cpuHKTepa Ha On);

- JIMTICA HA MEHCTpYaLus (aMeHopest );

. npoab/pKUTEHaTa ynoTpeda Ha OKCHMKOI0H AKTaBHC MO BpeMe Ha OpeMEHHOCT MOXKe /1a
N0BeJIe /10 KUBOTO3acTpallaBalld CHMIITOMM HA OTHEMaHe Npu HOBopoaeHUTe. CUMITTOMHUTE,
3a KOMTO TpsAOBa J1a ce caeu npu 6edeTo, BKIOYBAT pa3/Ipa3sHUTEIHOCT, XHIEPAKTHBHOCT H
HeoOHYaeH MO/1e)1 Ha ChbHS, MUCKIIMB TU1ay, TPerepeHe, rajieHe, AHapus M JIMIca Ha Ha/UlaBaHe
Ha TerJo.

MepkH 32 IPOTHBOACHCTBHE
Ako 3abenexure HAKOS OT H30POEHHTE MO-rope HeXKeNnaHu peakuuu, BammaT nekap 0OMKHOBEHO Lie

[pearnpHeMe CbOTBETHUTE MEPKH. 3aneKbT, KaTO CTpaHH4YeH e(PEKT MOKe J1a Ob/ie NpeJOTBPATEH Ype3
nuera, borara Ha pUOPH ¥ NOBULIEH NMPHEM HA TEYHOCTH. AKO CTpaJiaTe OT raJicHe WM MOBpPbIllaHe
BamusT nekap uie Bu npeanuuie noaxoasioTo JI€KapCcTBo.

Coro0miaBaHe HA HEXKEJIAHH PeaKIHH

AKO NOJyYHTe HAKAKBH HEXKEIAHH JIEKAPCTBEHH PEakluH, yBeoMeTe Bawums nekap win papmauesr.
Tosa BKJIIOUBA BCHYKH Bb3MOKHH HEONMHUCAHH B Ta3M JIUCTOBKA HEXKEJIaHH peakiuuu. Moxkere Chlio J1a
ChOOLIMTE HEXKEJIaHHU peaKLHH AMPeKTHO upe3 U3nbaHuTeHa areHiuMs no Jjiekapcersara, yi. ,.Jlamsan
['pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yebceaiit: www.bda.bg. Karo crobiiaBare HexenaHu
peakiMy, MOYKETe Jia AaJieTe CBOS MPUHOC 3a MojlyyaBaHe Ha rnosevye HHGopmaius OTHOCHO
0e30MacHOCTTa Ha TOBA JIEKapCTBO. -

5. Kak aa cexpanaBare OKCHKOA0H AKTABHC

Jla ce cbxpaHsiBa Ha MACTO, HEJIOCTHITHO 3a Jiela.
CobXpaHsiBaiiTe TOBA JIEKAPCTBO B 3aKJIIOYEHO Oe30MacHo U 00€30MaceHo MACTO 3a ChXPaHEHHE,

HE0CTBITHO 3a APYTrH Xopa. To MOXke J1a NPUYMHK CEPHO3HO YBPEkK/aHe U J1a € ¢ (paTaiHH M0C/Ie ML
3a XOpa, Ha KOUTO HE € NMPeANn1caHo.

He u3nonssaiite TOBa 1€KapCTBO CJI€J CPOKA HA TOAHOCT, OTOENN3aH BbPXY €THKETa WM K
onakoBka cJjieq ,.J'oaen 10:”. CpoKbT Ha rOAHOCT OTrOBaps Ha MocjieAHUA JIEH OT MOCO
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He w3xpbpnsiiTe iekapcTBaTa B KaHANKW3aLUATA WIH B KOHTCHHEpa 32 AOMAUIHH OTNAa bUM.
[Monuratite Bamuna ¢hapMaLIEBT Kak fa H3XBHPIATE JEKapCTBATA, KOMTO Beue He U3nonspare. Te3n
MEPKH LI CTIOMOTHAT 38 ONa3BaHe Ha OKOJIHaTa cpeja.

6. Cm‘l.pman.ne HA ONAKOBKATA H AOOL/JIHHTEJHA HHPOPMANHS

Kakgo cpabppxka OKcHKOAOR AKT2BHC

- AKTHBHOTO BELIECTBO € OKCHKOAOHOB XHIPOXJAOPHA.
Oxcuxoaon Axkraeuc 10 mg: Beaka kancyna ceabpxa 10 mg oKCMKOAOHOB XHAPOXJIOPHA,
KOETO ChOTBECTBA HA 8,96 mg OXCHKOAOH.
Oxkcukonon AxtaBuc 20 mg: Beska kancyna cbabpxa 20 mg OKCHKOAOHOB XHAPOXJIOPHI,
KOETO CHOTBETCTBA Ha 17,93 mg OKCMKOAOH.

- Jlpyrure CbCTaBKH ca.
Cvovporcanue Ha xkancyaama:. MUKPOKPHCTaIHA LIETyJ103a, MAarHE3HeB CTeapar.
Cvemas Ha kancyanama obeuexa: XenaTiH, HaTpHeB Naypuiacyndgar, THraHoB auokena (E171),
BT xeneseH okcua (E172), ueppeH xenezeH okcua (E172), unanrorun (E132).
Heyamuo macmuno: iennak, YyepeH xkeneseH okcua (E172), kanueB XHIpOKCHA.

Kak m3raexaa OkKcHKOA0R AKTABHC H KAKBO ChAbPKA ONAKOBKATS
OxcuxonoH AxraBuc 10 mg TBbpAM KANCYJIH:
TeLpAM Kancynu, ¢ AbnkuHa 14,4 mm, ¢ 6an0 Tan0, Mapkupado ¢ "10" U kapaBa kanauka,

mMapkupaHna ¢ "OXY".

OxcukonoH AxtaBuc 20 mg TBBPAHW Karncya:
TebpaM Kancyin, ¢ AbDKHHA 14,4 mm, cbC CBETIOPO30BO TANIO, MAPKHPaHO ¢ "20" K Ratbana Kanayka,

mMapkupaHa ¢ "OXY",

Buaose ONakoBKH:

Baucrepu ¢ u3bytsane: 10, 14, 20, 28, 30, 50, 56, 90, 98 u 100 kancyn

3ammreHH oT neua 6aucrepu, kouto ce otnensar; 10, 14, 20, 28, 30, 50, 56, 90, 98 u 100 kancynu
3alMTeHH OT Aelia ONAKOBKM 3a Kancyau: 56, 98,100 u 250 xancynu

He BcHUK#H BHAOBE OMAaKOBKKM MOTaT Aa ObaaT ITyCHATH Ha rnasapa.
IlpETeXKATENN HA pA3pemEHHETO 32 YHOoTpeda B NPOHIBOANTE]

IIprTeXKATE/I HA PAa3jpelleHHETO 34 YOOTpeba
Teva B.V.

Swensweg 5

2031 GA Haarlem

Huaepnanaus

IIpom3BoanTe]

bankandapma dynauua AJ]
yii. CaMokoBcKO mioce Ne 3

HynuHuua 2600
bbarapug

Tosa JieKApcTBO € paspeliieHo 32 ynoTpeba B AbpikaBHTe - YieHKH HA Epponelic
HKOHOMHAYECKO NPOCTPAHCTBO MO C/IeZHHTE HMEHA:

boarapus OxcukoaoH Akrasuc 10 mg TBbpAH KancyJin
OxcukonoH AxraBuc 20 mg TBBLPAU KANICYIIH
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Hanus Oxycodon Hydrochlorid Actavis
Hopeerus Oxycodone Actavis
Hisewna Oxikodon Actavis

JATa HA DOCJIEAHO Hpepasriekiane Ha Jl_ne'rdamra - 02/2025
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