K3NLNHUTENHA ATEHLIAA NO NEXKAPCTBATA

flucmobxa Mpuroxerus 2

JlncToBKka: HHPOPMANHS 38 NRECHTA A EovEl/ €3

KoM Pez. Ne ...............

Oxcuxonon/Hanoxcon Tesa 10 mg/5 mg Tabnerxn BoGomIaBABE
Oxycodone/Naloxone Teva 10 mg/5 mg prolpnged;release tablets- 676 7 _r-§/2 b '|]1'

Oxcuxonon/Hanokcon Tens 20 mg/10 mg TabaeTxu & $HORGLS vonoBomunmnme: - SHn

Oxycodone/Naloxone Teva 20 mg/10 mg prolonged-release tablets

OKCHKO/IOCHOB mnpoxnoﬁn.u/uanoxconon XHOPOXNIOPHI
(oxycodone hydrochloride/naloxone hydrochloride)

IpoueTeTe BHHMATEIHO MAJIATA JHCTOBKA, PEAR AR 3AN0YHETE A2 NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TH CBABLPXA BaxHa 38 Bac sagopmanus. |

- 3anazere Ta3H AMCTOBKA. MOXe Na ce HAJTOXKH 1A S ITPOYETETE OTHOBO.

. AXO MMAaTe HAKAKBH TOITLIHMTEIHHM BBIIPOCH, MonuTalite Bauina nekap WiH papMauesT.

- Tora nexapcTeo e npeanucalo nuuHo Ha Bac. He ro npeorcreneaitre Ha apyru xopa. To moxe
A& KM HaBpe/H, HE3aBHCHMO Y€ MPU3HAIIHTE HAa TAXHOTO 3abonaeakxe ca chluMTe KaTo Bawmre.

- AKO NOSTyYHTE HAKAKBH HEXKENAHH peakLiH, ypeaomeTe Baiuna nekap win (apmauest. Tosa

BKJIIOMBA M BCHUKH BBb3MOXKHH HEXKeJJAaHH PeakiLiiH, HEOTTHCAHH B Ta3H JIMCTOBKA. BikTe

TOYKa 4. '

KaxBo ¢hALPAKA TA3H JACTOBKR

Kakpo npeacrasnapa Oxcukogon/Hanokcon Tepa u 3a KAKBO C€ H3MOM3BA
Kaxeo Tpsa6Ba na 3Haere, npeau na npueMere Okcuxoaon/Hanokcon Tesa
Kak na npuemare Oxcuxoaon/Hanokcon Tesa

BB3MOYKHH HEXENaHH peaKLHH

Kak na cpxpaHasate Oxcukoaon/HanokcoH Tepa

ChanpaaHne HA ONAKOBKATa H AOMBIHHTENHA HHPOpMALHA

Al o e

1. Kakso npeacrapasBa Oxcukoaon/Hanokcon Tesa B 32 KRKBO ce H3IN0/3BA

~ Tabnerxkata Oxcuxonor/Hanokcon Tepa e ¢ yanmkeHO ocBo6oKnaBaHe, KOETO 03HAYABA, He HEHHHTe
AKTHBHM BElIecTBa ce 0CBOO0XKIABAT 338 NMPOAWDKUTEIEH NepHo oT BpeMe. JleACTBHETO UM
npoawDkana 12 yaca.

TabneTxkure ca NpeaHa3HA4EHM 3a ynoTpeba caMo NnpH BL3pacTHH.

OObnexnaBane Ha 6oJka
Oxkcuxonon/Hanokcon Tepa By e npeanucan 3a neyeHne Ha CHiIHa H0NKa, KOATO MOXKE aieKBaTHO 1a

Ce OBRNAAABA CAMO ¢ ONTHOMAHHM aHanreTuy. HanokcoHoB XHAPOXNOpHA € aodDaBeH, 3a Aa
NpeAOTBPATABA 3aneKa.

Kak 1geﬁmg Oxcuxoaon/HanokcoH Tera npu obsrekuapane Ha bonkara

Oxcukonorn/Hanokcon TeBa chbAbPKA OKCHKOAOHOB XHAPOXNOPH/ H HANOKCOHOB XHAPOXJIOPHA KaTO
akTHBHH BewecTna. O6e3bonapauaT edext Ha Oxcuxoaon/HanokcoH Tepa ce DKM Ha
OKCHKOROHOB XHJIPOXJIOPHI, KOUTO € MoLueH aHanreTHK (601x0yCcnoKosBalllo CPEACTBO) OT rpynara

Ha NEKApCTBRA, HAPCYCHHU OMMMOUH.

BropoTo axTHBHO BewlecTBo Ha Oxcuxoaon/Hanokcon Tesa, HATOKCOHOB XHAPOXJIOPHA, €
NpeAHA3HAYEHO 3a NPeAOTBpaTABaHe Ha 3aneka. HapytieHara upesHa QyHkuua (Hamp.
XApaKTeEPHa HEXENAHA PEaKLMA MPH IEUEHHETO ¢ ONHOMIHHK 00e300NABALLH Cpea
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2. Kaxso rpabsa aa 3HaeTe, npean Aa npuemere Oxcaxonon/Hanoxcon Tena

He opremaiite Oxcaxoaon/Hanoxcon Tesa

- aK0 CTe AIEPrHYHA KbM OKCHKOJOHOB XHAPOXJIOPHJL, KbM HAIOKCOHOB XHAPOXJIOPH HAH KbM
HAKOS OT OCTAHATMTE CLCTABKH Ha TOBA JieKapcTBo (M30poeHH B TouKa 6);

- aKo 4pe3 AHlilaHeTo BH, He MOXKe Z1a ce NOCTaBH AOCTATHYHO KHCJIOPO/ B KPBBTA H Aa C€
OTAEJIA BbIIEPOAHMUAT AHOKCHA, 0Opa3yBaH B opraHHM3Ma (TIOTHCKaHE Ha MILIAHETO);

- aKo CTpajaTe oT Texxo 0enoapoOHo 3abonsBaHe, CBBP3aHO ChC CTECHABAHE HA AMXATENHHTE
meTHINA (XpOHHYHA OOCTpYKTHRRA Genoapobua bonect unu owe XObb);

- ako cTpaaare ot 3abosnseaHe, H3BecTHO KaTo GenonpobHo cbpiie. [Tpu ToBa 2abonasane,
IACHATA CTPAHA HA CHPLETO C¢ YroieMABa NOpaaH NOBHLLICHO HANATAHE B KPHBOHOCHHTE
cbaoBe Ha Genure gpobose (Hanp. seneacreue Ha XOBB - Biokre no-rope).

- aKOo CTpafiaTe OT TeXKa ¢opma Ha OpoHXManHa acT™Ma;

- ' aKO MMaTe NapaluTHYeH HIeyc (BHA YpeBHA HEMPOXOANMOCT), KOHTO HE € MpeAH3BHKAH OT
OMHOHIH,; |

- aKO MMATE YMEPEHO [0 TEKKO YBpexaHe Ha HepHoapoOHaTa (yHKLMS.

IIpenynpexieHHs H NpeaANA3AHA MEPKH

'osopere ¢ Bawns nexkap wid papmauest, npean aa npuemere Oxkcukoaon/Hanokcon Tesa:

- aKO CTe B CTAPYECKA BL3PACT WIH CTe M3TOIUCHH (HEMOLLHH);

-~ aKO MMaTe NapajdTH4YeH Wieyc (BHA YPeBHa HEMPOXOAHMOCT), KOHTO € NpeAH3BHKAH OT
ONHOMIH,;

- aKko MMare yBpexaane Ha O6nbpeuure;

- aKO HMaTe HapyllleHHe Ha YepHOoRpoOHaTa PYHKLMA B 1€Ka CTENEH,;

- aKo MMATe TeXKO YBpexaaHe Ha Genurte nqpobose (Hanp. HaManex JHXAaTeNeH KanaluuTeT),

- aKo cTpazate ot 3abonsBaHe, KOETO C€ XapakTEepH3HPA C HECTO CNHpaHe Ha AHLIAHETO Npe3
Hourra ¥ Bu kapa aa ce 4yBCTBaTE MHOTO CHLHUTMBH Mpe3 - A€Hs (ChHHA anHes); |

- aKo HMaTe MHKceaeM (3abonsBaHe Ha LWIMTOBHAHATA XJIE38, CBIIPOBOJICHO ChE CyXAa, CTYAEHA Y
oTouHa (MOANMYXHa/Ia) KOXa Ha JIMUETO H KpallHHUMTe;

- aKko MTOBHAHATA B Kne3a He MPOH3BEXaa NOCTATEYHO XOPMOHH (HaManeHa QyHKLHA Ha
IIHTOBHAHATA XKN€38 WIH XHNOTHPEOUAUILM),

-.  ako HanOnOpeuHnTe BH xkne3n He NpoH3BEKAAT AOCTATHHHO XOpMOHH (HAnOBOpeyHa
HEAOCTATBYHOCT WiH OonecT Ha AIHCOH);

- aKO HMaTe NCHXHYHC 3a00naBaHe, MPHAPYXKEHO Che 3aryda (uacTHYHA) Ha YYBCTBOTO 38
PEaNTHOCT (TICHX03a), BCIEACTBHE Ha ANKOXOJ HWIW MHTOKCHKALMS C APYTH BelecTBa (IICHX034,
Npean3BHKAHA OT AeACTBHETO Ha CyOCcTaHLMH);

- 4KO CTPaJaTe OT KAMBHH B XJTbYHHA MEXyp WIH 8KO HMATE ApYyro 3a00/I9BaHE Ha HKIThYHHTE
meTHILE (3a00/19BaHe, 3aCATALLIO AUTbYHHTE KAHAH, dTHYHHA MEXYP U Ap.);

- ako npocTaTHaTa Bu xe3a e naToNorHyHo yronemMeHa (MpocTaTHa XunepTpodus),

- axo CTpazaTe OT ATKOXOJIHIBM WIH JCTHPUYM TPEMEHC; |

- aKo naHkpeactT BH € Bp3naneH (MaHKpeaTHT),

- aKO HMATE HHCKO KPBBHO HAJATEHE (XMITOTOHHS );

- aKO HMATE BUCOKO KPbBHO HANATaHe (XHNEPTOHHA),

- aKC HMATe NMpealllecTBallo ChPAEHHO-ChAOBO 3abonsanane,

- aKO HMATE TPaBMa Ha rjaeara (NopagH pHCKa OT MOBHILEHO BLTPEHEPENHO HANATaHe BBPXY
MO3LKa);

- aKO CTpajaTe OT ENUIENICHA WIH CTE NPeApa3noiokKeH KbM MOSBa Ha MbpUOBE,

- ako npuemare b0 MAQ HHXMOMTOPH (M3N013BAHH 38 JICYECHHE HA JACHPEeCHs WK DonecT Ha
[TapkMHCOH), WIH CTe IPHEMAaNH TO3H BH] IEKapCTBa Npe3 MOCICAHHTE ABE CCIMMLIK, Hamp.
NEKapCTBa, ChABPIKALIN TPAHWILMNIPOMHH, ¢deHen3HH, H3iokapbokcain, Moknobemun 1
JIMHE30/KA;

- aKo ce NMOABAT CHHIHBOCT HIIH CJTydaH Ha BHE3alHO 3aCNHBaHe.

Cerpxere ce ¢ Bamug nekap, ako nosry4ure cliHa 60ka B TOpPHATA 4&CT Ha Kope
ce pasnpocTpaHH KbM ropba, raaeHe, NMOBpPbLIAHE WIH NMOBHLICHA TEMNCPATYPa, Th
Ia ca CHMITTOMH, CBBP3aHH ¢ Bb3NANEHHE HA NAHKPEaca (NMaHKPeaTHT) WIH Ha XUTh

DE/M/4259/001-0051A/031



ﬂﬂﬂ!ﬂ;ﬂﬂ HApYUICHHA IO BPpEME Ha CbH

Oxcukoaon/Hanokcon TeBa MOXKe 1a MPHYHHH JHXATEIHH HAPYHIEHHA NTO BpEME Ha ChbH, KaTo CbHHA
anHes (Nay3X B AMIIAHETO MO BpeMe Ha ChH) H XHIMOKCEMHA 110 BpeMe Ha ChH (HHCKO HHBO Ha
KHCJIOpOoA B KpLBTa). CUMIOTOMHTE MOTAT 8 BK/IIOUBAT CNIHPAHHA HA JHUIAHETO MO BPpEME Ha ChH,
cOyXRAHHA Mpe3 HOIITA NOpajH 3aqyX, 3aTPYAHEHO NOAAbLPXKAHE HA CHHA WIH MPEKOMEpPHA
CHHIIMBOCT Npe3 AeHs. Ako Bue unu Hakoi apyr Habmoaasate T€3H CHMITTOMH, CBBPXKETE CE €
Batng nekap. BamusaT ekap Moke 2a OOMHCIH NMOHMDKABAHE HA J03aTa.

Yeeaomere Baunia nekap, ako HAKoe OT ropeH3OpoeHHTe ce € oTHacAno Ao Bac HAKora B MHHANOTO.
Mons yseaomere cuio Bainvs nexap » ako no speme Ha npvema Ha Oxcukonon/Hanokcon Tesa npu
Bac ce nossu HAKOE OT rOpHUTE HapylueHHs. Hali-TeXKoTo nocneacTene Ciel nNpeao3HpaHe ¢
OMHOHK/H € NOTHCKAHE HAa AnmaneTo (6aBHO H NOBLPXHOCTHO AMLIaHEe). ToBa MOXe Aa AoBeae 1o
HaMaJ/IABaAHE Ha KHCJIOPOJAHHMTE HHBS B KPBHBTA C NOC/CABALIO NMPUIOLLABAHE U T.H.

Hnapua

AKO MONYYHTE CHIHA AHAPHA B HA4ANOTO Ha JIEYEHHETO, TOBA MOXeE Ja C¢ AL/DKH Ha edexra Ha
HanokcoH. Bu3MoxHO € ToBa aa Obe NpU3HaK 3a HopMANH3upaHe Ha ypesHaTa QyHkimA. [logobHa
JAMAPHA MOXKE 18 Bb3HHKHE ITpe3 ITbPBHTE 3-5 AHH OT IeYeHHETO. AKO AHAPHATA NPOAL/DKABA CJIeA
3-5 auu wnu Bu naea nopox 3a Ge3nokoicTeo, Mo oObpuere ce kbM Baius nexap.

Mpemunapane kM Oxcukonon/Hanokcon Tepa |
B ciyuait, ue npvemaTe ApyT OMHOMA, MPeMHHABAHETO KbM JieueHHe ¢ Oxcuxoaon/Hanokcon Tera

MOJKE 12 MPOBOKHPA B HAYANIOTO NOABA HA CHMITTOMM HA8 OTHEMAHE, HAMP. 6€3MoKOHCTBO, H3NOTABAHE
H MYCKYNHH GOJIKH. AKO HMaTe TAKHBA CHMITTOMH, MOXeE Jia ¢ Hy)KAaeTe OT CrieLiManHo HabmoneHHe
oT Bauus nexap.

TonepaHc, 3aBUCHMOCT H MPUCTPACTABAHE
ToBa nekapcTBO ChABPIKA OKCHKOAOH, KOHTO € OMHOKAHO JekapcTBO. MHorokparHata ynortpeba Ha

ONMUOAHH GONKOYCTIOKOABALIM MOXKE 1a AOBEAE A0 HAMAIABAHE HA e(PEKTHBHOCTTA Ha JIEKAPCTBOTO (N4
NMPHBHKHETE KbM HEro, H3BECTHO KaTO ToNepaHc). MHorokparHara ynorpeba Ha
Oxcuxonon/HanokcoH Tesa Moxe CBLIO Aa oBeAe A0 3aBUCHMOCT, WoynoTpeda W NPUCTPacTABAHE
M B Pe3y/ITAT HAa TOBA A0 XXHBOTO3acTpallaBallo npenosupaHe. PUCKBT OT Te3W HEXENaHH pPeakLMu
MOJXE 18 CE€ YBENMYM NPH NO-BUCOKA 038 H NO-ABJIFa NPOABDKHTETHOCT Ha ynoTpeba.

3aBHCHMOCTTA WIH NPUCTPACTABAHETO MOXe Na Bu HakapaT fa NOYYBCTBATE, YE BeYe HE MOXKETE 13
KOHTPOJIHPATE KAKBO KOAMYECTBO OT JIEKAPCTBOTO TPAOBa fla MpHEMETe HIH KOJIKO HecTo Tpabsa aa ro
npHemMaTe. BE3MOXHO € 1a uyyBcTBaTE, ue TpAOBA Aa NpHEMETE NEKAPCTBOTO JOPH KOTATQ TO HE
nomara 3a ofnexuasase Ha 6onkata Bu. |

PHCKBT OT pa3sBHTHE Ha 38aBHCHMOCT WIH IPHCTPACTABAHE Bapypa NPH palIHuHHTE Xopa. BhaMoXHO €
Na CTe H3NOXKEHH HA NO-TOJIAM PHCK OT Pa3BUTHE Ha 3aBHCHMOCT OT WIH NPHCTPACTABAHE KbM
OxcukoaoH/HanokcoH Tesa, ako:

- Bue wnu Hako# ot Baiuero cemeicTBo € 310ynoTpedaBai Wik € HMal 3aBHCHMOCT KbM
aJIKOXOJI, NIEKAPCTBA, OTITYCKAHH N0 JICKAPCKO MPEANHCAHHE, HIIH HE3aKOHHH HAPKOTHYHH
BelIEeCTBa (3ABUCUMOCT);

- CTe Mmy1ay;

- cTe UMaNH npolieMH ¢ HACTPOSHHETO (IenpecHs, TPEBOXKHOCT WIH THYHOCTHO pasCTpOHCTRO)
WM CTe JIEKYBAHH OT MICHXHATHP 38 APYTH NCHXHYHH 3a001BaHHS.

Axo 3abenexuTe HAKOI OT ClIeJHUTE NpU3HAalLH, AokaTo npuemate OkcukoaoH/Hanoxcon Tepaprong

MOJKe /1a € PU3HAK, Y€ CTE Pa3BHIH 3aBHCHMOCT WIH CTE MPHCTPACTEHH: :

- UMaTe HY)KIa Ja NpHeMaTe JIEKaPCTBOTO NO-AWIr0, OTKOJIKOTO BH € nochBe

- HMMAaTe HY»KZIa Aa NpHeMaTe NoBeYe OT NPEenopbyYHTEIHATA 034,

- H3MON3BATE JIEKAPCTBOTO MO NMPHYHHM, Pa3HYHH OT TE3H, 38 KOHTO BH € npen
HanpHUMep ,,1a Ce YCOKOHTE WiH ,,Aa B noMorxe na cnure™,

- MPABHIIH CTE MHOTOKPATHH HEYCTIELIIHH OINHTH a CNpeTe WK Aa KOHTPOJIHpa
TOBA JICKAPCTBO;

i . ][
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- KOraTo CiMpaTe NpHeMa Ha JIeKapeTBoToO, BHe ce uyBCTBAaTE HEPAIMONOKEHH H CE UyBCTBATE
no-a06pe, KOraTo 3ano4YyHere OTHORO [1a MPHEMATE JIEKapCTBOTO (,,6PeKTH Ha OTHEMAHE").

Axo 3abenexxure HAKOH OT Te3W NPH3HALHM, FoBopeTe ¢ Bamns nexap, 3a na obceanre no-10o6sp 3a
Bac HauMH Ha Jle4yeHHe, BKIIOYHTETHO KOra € NOAXO0AMLI0 Aa CIPeTe NpHeMa H KakK A2 o HanpaBHTe
no 6e3onaceH HAUHH (BIDKTE TOuKa 3 ,,AKO cTe cripenH npueMa Ha Oxcukonon/Hanokcon Tesa™).

Hanpeanan pak Ha XpaHOCMHNATENHATA CHCTEMA WIH Ta3a
Veenomere Bauing nekap, ako umMate pak, KOHTO € NpeAH3BHKAJ METACTA3H B NEPUTOHEYMA UITH

HAYaHa YpeBHA HEMPOXOAUMOCT NPH HaNpeAKan CTaAHH Ha paK Ha XpaHOCMUJIATE/THATA CHCTeMa MiH

Onepauus
Axo Bu npeacTon onepaius, Mo yseaomere Bawna nexap, ue npuemare Oxcnkoaon/Hanokcon

Tera.

EdexT BBpXY 06pa3yBaHeTO HA XOPMOHH

[Tono6HO Ha APYTH ONMHOUIH, OKCHKOAOH MOXE [I8 OK&XKe BIIHAHHE BBPXY HOPManHOTO 0DpasyBaHe Ha
XOPMOHH B OPTaHH3IMAa KaTO HAMPHMEP KOPTH30/ HJIH NOJIOBH XOPMOHM, 0COBEHO aKo CTe NpHeMan
BHCOKH JI03H 38 NPOABIKHTE/NEH MEPHO OT BpeMe. AKO HMATE CHMITTOMH, KOMTO HE OT3BYYABAT, KaTO
HAMPHMEp MOBIXraHe WIH rafaeHe (BIUTIOYHTENHO NOBPbILaHE), 3aryba Ha aneTuT, ymopa, ¢nadocrT,
3aMasHOCT, MPOMEHH B MEHCTPYATHHS LIMKLJI, HMIIOTEHTHOCT, Oe31o1e WIH NOHIKEHO CeKCYaTHO
XenaHue, rosopere ¢ Bamns nekap, Thit karo Tol Moxe Aa noucka ga Habnoaasa HUBATA Ha
XOPMOHHTE.

Xun reaus

ToBa nexapcTBO MOXKE Aa TOBHINK YYBCTBHTENHOCTTa BH kbM 6oka, ocobeHo npu npueM Ha BHCOKH
no3u. Kaxere Ha Bawus nexap, 8xo ToBa ce ciydun. Br3MOXHO € na ¢ HeoGXOAHMO MOHIKABAHE HA
N03aTa WIH CMAHA HA JIEKAPCTBOTO.

OCTaThUH B H3NPAKHECHHUATA
B13MOXKHO ¢ Aa 3afenexure OCTAaTHLUH OT TabneTkaTa ¢ YAIL/DKEHO 0CBoOOXKIaBaHe B H3NPAKHEHHSATA
Bu. He ce npuTecHaBaiite, Thii K&TO AKTHBHHUTE CHCTaBKH (OKCHKOAOH XHAPOXJIOPHA H HAAOKCOH

XHAPOXJIOpHA) Beye ca Owin ocBoGOJEHH B CTOMAaXa H uepBaTa H ca abcopbupaHn B oprannama Ba.

Henpasuans ynorpeba sa Oxcaxoaon/Hanoxcon Tena
Oxkcukonon/Hanokcon TeBa Ae € moaxoadin 3a feueHHe Ha abCTHeHMA.

Tabnerkure ¢ yamhkeHo ocBobokaaBaHe Morat Aa 6bAaT pasfieneHH Ha Be paBHH JO3H, HO He
TpabBa aa ALBYAT WK pasTpoiiasaT. [IppeManeTo Ha CXBLBKAHH HIH Pa3TpoLIeHH TAONETKH MOXe Aa
aposene no abcopbuug (ycBosBaHe) Ha NOTCHUWAIHO JICTANHA 1038 OKCHKOACHOB XHIPOXJIOPHA
(BiDKTE TOuKa 3 ,,AKO CTE TPHENH noBeue OT Heobxoaumara aoza Oxcukoaox/Hanokcon Tesa™).

3noynorpeba | .

~ Hukora He Tpa6Ba aa ce 3noynorpebasa ¢ Oxcuxkonor/Hanokcon Tesa, 0cobeHO Mpy 3aBHCHMOCT OT
HAPKOTHLM. AKO CTe 3aBHCHMM OT BELIECTBA KATO XEPOHH, MOPOHH WIH METAIOH, MOXKE 118 NOJy4uTe
TEXKH CHMITTOMH Ha abcTuHeHLMA npx 3noynorTpeba ¢ Oxcukonon/Hanokcon Tena, ThH kaTo
NPOAYKTHT ChAbPXKA ChCTABKATA HAOKCOH. [TpeBapHTENIHO CHILCCTRYBALIH CHMITTOMH HA
abcTHHEHIMS MOXe 14 C€ BAOoUIAT. |

[Torpertina a
Hukora He Tpa6sa aa u3nonssare norpeito Oxcukonon/Hanokcon Tesa Tabaerxu ¢ y SERafcer
ocBoBOXKIaBaHE, KATO 'Y PA3TBAPATE HWIIH HHDKEKTHpATe (HANp. B KPbBOHOCEH Ch1).
TabNeTKHTE ChOABLPXKAT TAJIK, KOATO MOXKE Aa NPEAH3BHKA JIOKATHO pa3pylUaBaHe Ha T
(Hexpo3a) u npoMeHH B GenoapoSHuTe TeKaHK (Genoapobun rpaHynomn). loaobxa loBDs A
ynorpeba MoXe ChUIO Ja MM APYTH CEPHO3HH MOCAEACTBHA, KOHTO MOraT aa OuaT Yo

Q) I
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ONUHT
CnoprucTTe TpA6Ba 12 3HANT, Y€ TOBA JIEKAPCTBO MOXEe A2 AAaA€ MONOXNKHTENHA PEAKLMA Ha ,, 8HTH-
RoMMHrosH“ Tecroe. Ynorpebara Ha Okcrkonon/Hanokcon Tesa kaTo fomHHr MoXe aa Oblie onacHa

3a 3JpaBeTo.

JApyrns nexapersa 8 Oxcrxonon/Hanokcon Tena
Undopmupaitre Bawnns nexap wim ¢papManesT, ako NPHEMATE, HACKOPO CTE NPHEMANH HITH €
BBL3MOXHO JIa MpHEMETe APYTH JIeKapCTBa.

PHCKBT OT HEXEJIAHH PEaKLIMH CE MOBHILABA, AKO H3NQI3BATE AHTHAENPECAHTH (KATO LIMTANIONpaM,
AYNOKCETHH, ECLIMTANIONpaM, (JTyOKCETHH, (ITyBOKCAMHH, NRPOKCETHH, CEPTPanyH, Bewia(akcHH).
Te3yu nexapcTBA MOAT Ja B3aHMOACHCTBAT C OKCHKOROH M € BBIMOXHO /14 MOyYHTE CHMITTOMH KATO
HEBOJIEBH, PHTMHYHH KOHTPAKLIMH H& MYCKYJIHTE, BKTIOUHTETHO HA MYCKYJIHTE, KOHTO KOHTPOIHpaT
ABHXEHHETO HA OKOTO, BH30Ya, NPEKOMEPHO K3MOTABAHE, TPENEPEHEH, 3aCHIEHH peduICKCH,
MOBHILCHO MYCKY/IHO HanmpexKeHHe, TesiecHa Temnepatypa Haa 38°C, Cenpere ce ¢ Balunug nexap,
KOTATO MMATE TAKMBA CHMITTOMM.

EnHoBpemeHHaTa ynotpeba Ha OMHOMAM (BKIIOYHTENHO OKCHKOLOHOB XHAPOXJIOPHA) 32€AHO CbC
ceaTHBH, KaTo 6eH30AHa3enHH WiH NoJo0OHH Ha TAX NeKapCTBa MOBHIIABA PHCKA OT CHHIHBOCT,
3aTPYAHEHHA B AHLIAHETO (PECNIHPATOPHA AeNpecH), KOMa H MoXe ia Ob/ie )KHBOTO3ACTPALIABAINA.
[Mopaau ToBa eqHOBpeMeHHa ynoTpeba TpatBa fa ce 0OMHUCNA CaMO KOraTo He € Bb3MOXKHO Ipyro
JIe4eHHeE.

Ako obaue BawusT nexap Bu e npeanucan Oxcuxonon/Hanokcon Tepa 3a€1HO CBC CEAATHBY, RO3ATA
¥ NPOXBL/DKHTETHOCTTA Ha ChITHTCTBALIOTO JieyeHHE TpAGBa aa 6bAAT orpaHHueHH oT Bawus nexap.

Mons, undopmupaiite Baiuns nexap 3a BCHUKH CEAATHBH, KOMTO NPHEMATE K Clie/IBaliTe CTPHKTHO

npenopbkute Ha Bawng nekap otHocHo ao3HposkaTa. OT nomsa ¢ 1a HHPOPMHpATE MPUATENH HWITH

POJMHHH, 38 /18 €8 3aN03HATH C MPU3HALIMTE H CHMITTOMHTE, NOCO4YEHH no-rope. CBLpxere ce ¢

Batuus siexap, KOraTo NojyuuTe Takuea cuMirromMy. [lpumepu 3a TakHBa ceNaTHBH HIH NOAOOHH

NIEKAPCTBA Ca CICAHHTE: |

- ApYTH CWiHK 00e30onaBaly cpeacTsa (ONHOKAK);

- NEKAPCTBA 38 JICYCHHE Ha enwiencua, 60ka H TPEBOXKHOCT KaTo rabaneHTHH K nperabanux;

- CHLHOTBOPHH H YCIIOKOHTENIHH CPEACTBA (CEAaTHBH, BIUTIOYHTENHO DeH30HA3ENNHMY,
CHHOTBOPHH, AHKCHOJIMTHLIM);

- NIEKApPCTBA 34 JIeYEHHE HA Aernpecus (AHTHACNPECAHTH);

- NIEKAPCTRA, M3MON3BAHH 38 JIeUeHHE Ha asiepruH, O0/IeCT HA MbTYBAHETO WIH raficHe
(AHTHXHCTAMMHM WJIH AHTHEMETHLK);

- NIEKAPCTRE 38 JICYCHHUE HA NCHXHYHH WIH YMCTBEHH pa3CTPOHCTBA (AHTHNICHXOTHLM,
BKJIIOYHTENHO (PEHOTHA3HHH H HEBPOJICITTHLIN ).

Ako0 npHeMaTe Te3H TabneTKH eAHOBPEMEHHO C IPYTH JIEKapCTsa, ¢PeKTET Ha Te3H TabNeTKH Wi Ha

APYTHTE NIEKapCTBA, OTNMCAHH NO-AO0TY, MOXE J1a ¢€ MpoMEHH. Y BeaoMeTe Bawng nekap, ako

NPHEMATE:

- AEKAPCTBA, KOHTO HAMAaNABAT CIIOCOOHOCTTA 34 CHLCHPBAHE HA KPBBTA (IMPOM3BOAHH Ha
KyMapHHa) - BpEMETO Ha ChbCHPBaHe MOXe Aa ObAe yIBDKEHO WIM CLKPATEHO;

- aHTHOHOTHLIM OT rpynaTa Ha MAKPOSHAHTE (KATO KIAPHTPOMHLUHH, EPHTPOMHLIMH HIIH
TEAWTPOMMLIMH);

- a30JI0BH MPOTHBOrbOMUHH /IEKApCTBA (KATO KETOKOHA30/, BOPHKOHA30/1, HTPAKOHA3ON HIIH

| NO3aKOHA30M);

- cneunHUeH BHA JIEKAPCTBA, H3BECTHH KATO NPOTEa3HH HHXHOHTOPH, H3NON3BaHH
na HIV (Hanpumep: pUTOHABHD, HHAWHABHUD, HePUHABHD WIH CAKBHHABHD);

- LUMMETHANH (NEKAPCTBO, KOETO C€ M3TO/3RA 32 IeHeHHEe Ha CTOMAIIIHH A3BH, /10
XpaHOCMHKNAHE HIIH KHCEITHHH ),

- prdaMITHLMH (M3NON3BAH 32 jieueHne Ha TyOepkynosa);

- kapbamMa3enHH (M3NON3BAH 32 NEYECHHE HA TbPYOBE, NPHIAAbIIH HIH KOHBYJICHH
CBCTOSHHA, ChIIPOBOAEHH ¢ O0Ka); -
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- dbeHUTOHH (H3NOM3BaH 34 JIEYEHHE Ha IbpHOBe, MPHNAIBLHA HIK KOHBYJICHK),

- GHIKOBO JIEKAPCTBO, HAPEYEHO JKBJIT KAHTAPHOH (H3BeCTHO cbillo kato Hypericum perforatum);
- XUHHAMH (JIEKAPCTRO 33 JICHEHHE HA HENPABHIICH ChpIEUEH PHTHM);

- MYCKYJIHH PEeNaKkCaHTH;

- NeKapcTBa 38 fneueHue Ha Gonectra Ha IlapkHHCOR.

He ce ouaksaTt B3aumoaelicrana mexay Okcukoaon/HanoxcoH Tesa # napaueramon,
ALETWICANHLWIOBA KHCEJIMHA WK HATTPEKCOH.

Oxcaxonon/Hanokcod Tepa ¢ Xpansd, HAIHTKHE H ATKOX0.1

Ynorpebara Ha ankoxon, gokaro npuemate Oxcukogon/Hanokcon Tera, Moxe na Bn Hakapa na ce
MOYYBCTBATE NO-CHHIWBK WIH 8 NOBHIUH PHCKA OT CCPHO3HH HEXEJIaHH PEaKkLIMH, KaTo
MOBBPXHOCTHO AXILIAHE ¢ PHCK OT CMHpaHe Ha AMILAHETO H 3ary0a Ha ch3HaHue. [Ipeniopnusa ce aa He
ynorpebasare ankoxon aokato npuemare Okcukogon/Hanoxcon Tesa.

HUa6arsaitte Aa nuere cok ot rpedngpyT nokarto npHeMare OkcHkoaon/HanokcoH Tesa.

bpeMeRBOCT H KbpPMeEHE
AKo cTe OGpeMeHHa WIK KBPMHTE, CMATATE, Ye MOXKe Aa cTe OpeMEHHa HIH M1aHWpaTe OPpeMEeHHOCT,
nocbbeTBaiire ce ¢ Balma nekap win ¢apMaliesT npeau ynotpedara Ha TOB& IEKAPCTBO.

bpemeHHOCT
Vnorpebata na Oxcukonon/Hanokcon Tepa no speme Ha GpemeHHOCT Tpabsa na ce w3bsrsa, ocBeH

aKo JIEKAPAT CUMTA, Ye JIEYEHHETO C TOBA JIEKAPCTBO € OT ChUIECTBEHO 3HaueHHe. [lpoanDkHTeIHATa
ynorpefa Ha OKCHKOAOHOB XMAPOXJIOPHA MO BpeMe Ha OpeMEHHOCT MOXe a NPEAH3BHKa CHMITTOMH
Ha OTHEMaHe NPH HOBOPOACHHTE Aeua. AKO OKCHKOJOHOB XHAPOX/IOPHI C€ U3NOJI3Ba 10 BpeMe Ha
paXkaaHe, MPH HOBOPOJEHOTO ieTe MOXeE /a ce HabMioaaBa NOTHCKAKE Ha AMLIaHeTo (6aBHO M
JIOBBLPXHOCTHO AHLIAHE).

Kspmene
ITo Bpeme Ha neuenrero ¢ Okcuxonon/Hanokcox Tepa kepMeHETO TpAOBa Aa ce MPeYCTAHOBH.

OKCHKOOHOBUAT XHAPOXJIOPH] MPEMHHaBa B MaHYHHOTO MIIAKO. He € H3BecTHO Aany HalOKCOHOB
XHAPOXJIOPHI CHILO NMpeMHHaBA B MAHYHHOTO MARKO. [10 Ta3K NpHYHHA HE MOXKE 1a & H3KIIOYH
PHCK 34 KbpMaueTo, ocobeHo npu MHorokpareH npuem Ha Oxcukoaon/HanokcoH Tea.

lodupane » pabora ¢ MAITHHH

Oxkcukoaor/Hanokcon Tesa Moxe Aa 3acerde cnocobHocTTa BH Aa wodupare an na paborTute ¢
MAaUIMHH, THH XaTO MOXe A3 MPEeIM3BHKA CHHIHBOCT WIH 3aMasHOCT. JIpaKTHYeCKH, TOBA € Bb3MOXHO
B HAMANOTO Ha JICYEHKETO, CJIe] NOBHIIABAHE HA NO3aTa WIH MPH NMPEMHHABAHE OT JICYCHHE C APYTO
nexapcTso. Tean HexenaHu peakuuu 61 Tpa6GBano Aa oT3BYYAT ClEAl ONpeaeNAHe Ha cTabnnHa n03a
Oxkcnkonon/Hanokcox Tesa.

Vrnorpefara Ha TOBa JIEKAPCTBO € CBbP3aHA C NOKBA HA CHHIKBOCT M €MTH30[H HA BHE3AITHO
3acIMBAHE. AKO NONYYUTE TE3H HEXENaHH peakuuy, He Tpa6ea aa wodupate unx paboTure ¢
maiunHK. TpabBa na yseaomure Baiuua nekap, ako ToBa ce CITyu4H.

[TocwkBeTRaiiTe ce ¢ Baluus nekap Aanm Moske Ja wodHpaTe Wik 1a pabOTHTE ¢ MALLIHHM.
Oxcaxonon/Hanoxkcor Tena chabpxa saTpail

ToBa JIekapCTBO ChAbPXKa No-Manko ot | mmol HaTpHii (23 mg) B eana Tabnerka, T.€. MOXe na ce
Kaxke, 4e NMPAKTHYECKH HE ChIbpKa HATPHH.

3. Kax aa npremate Oxcaxoaon/Hanoxcon Tena

BuHars npruemaiite TOBa 1€KApPCTBO TOHHO xakTo Bu e kasan Bawuar nexap. AKo He
Hew(o, nonuTalite Bawuna nekap win ¢papMaLesT.
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[Tpean aa 3ano4HeTe NEUEHHETO H PEROBHO NO BpeMe Ha NeueHHeTo, Bauar nexap we obcvxaa ¢
Bac kakBo MoXeTe aa oyaksare oT ynorpebara Ha Oxcukoaon/Hanokcon Tesa, kora ¥ KoJIKo IBIIro
Tps6Ba Aa ro npHeMare, Kora ia ce cebpkere ¢ Baumsa nexap n kora Tpsba a ro cnpere (BX. CbLUO
»AKo cnipere nmpHema Ha OxcHkonon/Hanoxcon Tesa®).

Ta6netkara Oxcukoaon/HanokcoH Tesa e ¢ YIbDKEHO OCBOOOKAABAHE, KOESTO 03HAYABA, UE
AKTUBHHTE BELIECTBA C€ OCBOOOXKAABAT 38 MPOAB/DKHTENECH NEPHOA OT BpeMe. JIeHCTBHETO UM
npoab/okana 12 yaca.

Tabaerxara ¢ yinpkeno ocsoboxaapane Moxe aa ce pa3le/in HA JBe PABHH 1030, HO He TpubBa
1A ce AbB4e HAH pasTpomasa. [lorabmaseTo Ha ¢cALBKAHA HJIH pasTpomena TabaeTka Moxe Aa
AOBeIe 10 YCBOSBAHETO HA J032 OKCHKOAOHOB XHAPOXJOPHA, KOATO Moke eBEHTYAJIHO /1A
BPEeAR3BHKA CMLPT (BHKTE ToUka 3 “AK0 cTe HpHEIR NoBede 0T HeobX0AUMATS 1038
Oxcaxonon/Hanoxcon Tepa™).

IIpu oTCchLCTBHE HA APYIo npeaAnucanne oT Bamnsa Jekap, o0nuaiaaTa 1032 3a JleieHRe HA
6os1xa e:

Brn3pactuu
O6uyatiHaTa HaualHa 2038 ¢ 10 mg OKCHKOAOHOB XHAPOXJIOPH/S Mg HANOKCOHOB XUIAPOXJIOPHA, |
npHeta noa ¢popma Ha Tabnerka(u) ¢ yAwnDkeHO ocBoboX1aBaHe Ha BeekH 12 vaca.

BaiunaT snekap me peluy kakso konu4ectBo Oxcuxonon/HanoxcoH Tepa Tpabsa na npuemarte scexu
ACH M Kak na 6une pazaeneHa obuiara AHEBHA 038 HA CYTPELICH H BeuepeH nmpueM. BanaTt nexkap
CBILO 1€ OTIPEACTH BCAKA HeoOXxo4MMa NMPOMAHA Ha 03aTa MO Bpeme Ha neueHueTo. Jlozara By e
6bae onpeneneHa B 3aBACHMOCT OT CHIATa Ha GokaTa ¥ MHAMBMAYAHATA YyBCTBHTENHOCT. Lile By
6bae npeanucana Hati-HHCKATa A03a, Heobxonnma 3a obnekyapane Ha SonkaTa. B ciryyai, ue Beye cre
NEKYBEHH ¢ ONMMOHAH, NeueHueTo ¢ Okcukoaon/Hanokcon Tepa BEPOATHO W€ 3aNOYHE ¢ MO-BHCOKH
AO3H.

MakcuManHaTa JHeBHa 1033 € 160 mg okcukonoHOB xuapoxuopHa H 80 mg HATOKCOHOB
XHAPOXJIOPHA. AKO Ce Hy)KIaeTe OT No-BHCOKH 03K, BauusaT nexap mMoxe na Bu npeanmue
JOITRIHUTEIHO OKCHKOJIOHOB XHAPOXJI0pHA Oe3 HANOKCOHOB XHAPOXNOpHA. MakcuManHaTa NHEBHA
1038 OKCHKOZIOHOB XHApOXJIopHA obave He Tpadpa Aa Haaxsbpid 400 mg. JJOMBIHMTENHOTO
CAMOCTOATENTHO fobaBsHe HA OKCHKOOOHOB XHAPOXJIOPHA MOXE 12 OKKE BIIHAHHE BLPXY
6naronpuATHHS eeKT HA HATOKCOHOB XHAPOXJIOPH CITPAMO 8KTHBHOCTTA HA YPEBHATA (PYHKLMA B
cmyyai, de He ce 106aBA H HATOKCOHOB XHIPOXNOPHA.

[Mpu npemuHanaHe ot nevenne ¢ Okcukonon/HanokcoH Tesa KbM Tepanis ¢ ApyT CHICH HAPKOTHYEH
AHAINETHK MpeBHATA PYHKLHA MOXKE 18 C€ BIIOLIH.

Ako novysctsare Goika Mexry aBa npueMa Ha Oxcuxonon/Hanokcon Tesa, e Bb3MOXKHO J1a ce
HY/a€Te JOMLIHHTETHO OT aHANreTHK ¢ 6bp3o pelicrere. Okcukonon/Hanokcon Tepa He e
MOAXOAAL 38 TAKUBA CJIyMaH. B To3m ciryyaii ce koHCyaTHpaliTe ¢ Batina nexap.

Mons, yseaoMere Balums nekap win ¢apMalieBT, aKo CMATaTe, 4e epekTsT Ha Oxcukozon/HanokcoH
Tepa e npexaneno CHIEH WIH npekaneHo cnab.

I1 B e b3
IMo npHHLIMN, TPY MALKMEHTH B CTAPUECKa BB3PACT ¢ HOpMasTHa GyHKuHs Ha 616peunTe w/
apod He ce Hanara NMPOMAHA B JIO3HPOBKATA.

YepHo HO MM 6p0peuro e

Axo UMaTe yBpexaaHe Ha Ob0pevHarTa GYHKUHA WIH JIEKO YBPEKAAHE HA HEPHOA
nexyBaluaT nekap e Bu npeagmuine Oxcuxonon/Hanokcon Tesa npy NOBHIIEHO B
MMAaTe YMEPEHO HJIH TEXKO YEpHOAPOOHO YBpexKaaHe, He TpsOBa Aa npueMare OKCHK
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Tepa (Brwxre culio Touka 2 , He npuemaiire Oxcukonon/Hanokcon Tera™ u , flpenynpexaeHus u
MpeAna3HK MEPKH™).

YnorpeGa npr aena n 0BomE 00X 18 ronRmAs BL3IPACT

VYnorpebara Ha Oxcukoaon/Hanoxcon Tesa Bee olle He € Mpoy4BaHa MpH Aela ¥ FOHOWH noj
18-rogmiuHa Bh3pacT. bezonacHOCTTa ¥ €PEKTHBHOCTTA MY BCE Ollle HE Ca AOKAa3aHH MpH Jeua U
roHowH. [To Tasu npuunHa, He ce npenopbusa ynotpebara Ha Oxcukoaon/Hanokxcon Tepa npu neua u
JOHOIIH NMOA 18-rOAHLIHA BHL3PACT.

Havun Ha npraoxenne

Te3n TabneTku ca NpeaHa3HA4YEHH 38 NEpopanHo npwioxeHne. [Ipuemaiite TabneTkure
Oxcuxopnon/Hanokcos Tesa ¢ JOCTATHYHO KOAHUECTBO TeuHOCT (V2 vaiua Boaa). Tabnerkara Mmoxe aa
ce pa3fieIM Ha JIBE paBHH JO3M, HO He TpAORa Aa ce aLBYe WiH pasTpowasa. Tabnerkara Moxe na ce
nprHeMa cb¢ WK 0e3 xpana.

[Mpuemaitre Oxcukoaon/Hanokcon Tesa Ha Becekn 12 yaca no €4HO H CBIIO BpeMe (Hamnp. B 8 yaca
cyTpuHTa H 20 yaca Beuepra).

IIpoxboxuTennocT Ha ynorpeba
o npuHuKn, He TpaGea aa npuemare Okchkonon/Hanokcon Tesa no-awiro, otkonkoro Bu e

HeoOxoauMo. AKO NpoBexaaTe NpoabDKUTeNHO aeueHHe ¢ Oxcukogon/Hanokcox Tesa, Bauusar
nexap Tpsabea penoBHO Aa HpoBepABa AanH BCe olle MMaTe Hyxaa ot Oxcukoaon/Hanokcou Tesa.

AKo cTe npEesn noseve ot HeobxoaamaTa n03s Oxcaxonon/Hanoxcon Tesa |
AKO CTe MpHETH Nnoseye OT npeanHcaHara no03a Okcukoaon/Hanokcon Tesa, TpaOpa HezabaBHO f1a
yBeaoMHTe Bauius nekap.

[TpenosupaHeTO MOXeE Ja AoBeje N0:

- CTeCHABAHE HA PA3MEPa HA 3CHULIMTE,

- 6aBHO M MOBBPXHOCTHO AMILIaHE (TNOTHCKAHE HA JULIAHETO),

- CBHHJIMBOCT 210 3aryfa Ha Ch3HaHMe,

- oTcabeH MyCKYNEH TOHYC (XMITOTOHYC),

- 3a0aBeH ChpACHEH PHTHM,

- NOHHXABAHE HA KPBBHOTO HANATAHE,

- MO3BbYHO YBpeXKaaHe (M3BECTHO KATO TOKCHYHA nenxoeuued}anonams)

IIpu Texkn cTyuau MOXe Ja HACTBLNAT 3ary0ba Ha ch3HaHHe (KoMa), 38/IpPBXKKA HA BoJa B OenuTe
apoGoBe H HHPKYJIATOPEH KOJIanc, KOWTO B HAKOM CTyuYaH € Bb3MOXHO Aa 6baaT daTanHu.

Tpabsa na w3dAreare AeHHOCTH, MPH KOMTO CE M3HCKBA NOBMILEHO BHUMAHHKE, HAMp. WodHpaHe.

AKo cTe nponycHaaH Aa npaeMeTe Oxcaxonon/Hanoxcou Tesa
Ako cre nponycHanu aa npHemere Oxcukogon/Hanokcon Tesa wau cTe NpHesH rno-HACKA OT
NpeanyMCaHaTa 1038, € Bb3MOXKHO [a He novyscTeate ob6e3bonapail edexr.

AKko cre 3a0paBiIH Aa MpHEMETE 1038 OT JIEKAPCTBOTO, MOJIA C/IEABAHTE YKa3aHMATA NMO-A0MY:

- aKo cnenBaMAT ofHyaeH MpHeM € cnea 8 Wi noseye yaca: npHemeTe HezabaBHO 3abpaBeHaTa
1038 H IPOABDKETE JeueHHeTo no obuuaifHaTa cxeMma.

- aKo cJeJBalUAT 0OHUYaEH MPHEM € CIiell o-Maiko oT § uaca: npuemMere 3abpaBeHaTa o34,
cJIe KoeTo Hivakaiire ome 8 yaca ipeaH na npueMere cieapainarta go3a. Onuraifre aa ce
BbpHETE KbM OobHualiHaTa cxema Ha npuem (Hanp. 8 yaca cyTpuHTa 1 20 Yaca seyepra).

He B3emaiiTe noeeue oT efHa A03a B paMKHTE Ha 8 uyaca.

He B3emaitre apoiiHa no3a, 3a 1a KOMNEHCHPATE NPOMYCHATATa A034.
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AKO cTe cnpean npuemMa Ba Oxcnkonon/Hanoxcon Tena

He cnupaiire neuyennero ¢ Oxcuxoaon/Hanokcon Tera 6e3 na ce koncyntupate ¢ Bawus nekap. B
chydaii, ye noBeye He € HeOOXOAMMO NPOBEXKIAHE HA NieHEeHHe, TPAOBa NOCTENEHHO Aa NOHIDKaBaTe
AHEBHATA 7034, Clel KOHCYJTauna ¢ Baluus nexap. ITo To3u HauuH me u3berHere nospa Ha
CHMITTOMH HA OTHEMaHe kaTo 6e3rnokolicTBO, MOBHIIEHO H3MOTABAHE H MYCKYJIHH OOJKH.

AKO HMAaTe HAKAKBH JOIMLIIHHTE/IHH BLIPOCH, CBBP3aHH ¢ ynorpebara Ha TOBA N1€KapCTBO, NonuTalTe
Bamns nexap wiu papMaLenT.

4. DBu3MOXKHH HeXKEIAHH PEAKUHH

KakTo BCHYKH NEKapCTBa, TOBA JIEKAPCTBO MOKE 18 NPEAM3BHKE HEXXENAHH PEAKUMH, BLITPEKH Ue He
BCEKH TH NOy4aba.

BaxxHE HEXKEAAHE PeAKIHH KOHTO TPEbBa 13 npocieAsBaTe H KAKBO 18 C¢ HANPABH AKO CTe
3ACErHATH:
AKO CTe 38CerHaTH OT HAKOH OT CNIEJIHHTE BAKHH HEXeJlaHU peakiuu, He3abaBHO ce KOHCYNTHpaiTe ¢

nexap.

BaBHOTO M NOBBPXHOCTHO AHIIAHE (NOTHCKAHE HA AMIIAHETO) € OCHOBHATA Hal-oNacHa HexkenaHa
peaxius npH npeaosHpate Ha onHouauTe. OOHMKHOBEHO BL3HHKBA NNPH NALHEHTH B CTapuecka Bb3pacT
H M3TOLIEHH (HEMOLIHHK) naieHTH. OnnouanTe GHxa MOIJIH CHULO TaKa Ja MPEeAH3BHKAT CHITHO
NOHIDKABAHE HA KPLBHOTO HANATAHE IPH NPERPAa3NoN0KEHH MALMEHTH

CaeaHRATE HEXKENAHH PEAKDAH ¢ HAGIONABAHA NPH NANHEHTH, JeKyBaHH 32 Goaka

YecTn (Morar aa 3acersar a0 1 na 10 ayun)
- Oonka B obnacTra Ha KOpeMa;

- 3anex;

- JIHapHA;

- CYXOTa B YCTATA;

- NIOLIO XPaAHOCMHIIAHE;

- NoBpblIAHE;

- razcHe,

- pnaTyseHuns (oOpasyBaHe H OTAENAHE Ha ra3obe),
- HaAMAJICH ATICTHT WM 3aryba Ha aneTur;
- YyBCTBO HA 3aMasHOCT WIH ,,CBETOBBPTEX™;
- rnapobonue;

- ropeily BBJIHH;

- ycelaHe Ha HeoOuyaiina cnaboct;

- yMOpa WIH H3TOLICHHE;

- chpbex no KoXxaTa;

- ROKHH peakuMi/oOpHB;

- NOBHLIEHO H3NOTABAHE;

- CBETOBBPTEX;

- 3aTpyAHEHO 3aCMHBAaHE;

- CHHJIMBOCT.

Hewecrn (Morat aa 3acersar a0 1 #Ha 100 ayumu)

- NOAYBAaHE HA KOPEMa;

- HeoOHualtHu MHCITH;

- TPEBOXKHOCT;

- o0BPKAHOCT;

- Aenpecus;

- HEPBHOCT;

- CTATaHe B I'bPANTE, 0COOEHO aKO BeYe HMATe HCXEMHYHa 60ecT Ha ChLpUETO,
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- NOHIKABAHE Ha KPBLBHOTO HAJIATaHE,

- CHMITTOMH Ha OTHEMaHe, KaTo Bb30yaa;

- 3ary0a Ha Cb3HaHHeE;

- JIMNCa Ha EHeprus;

- XKaKAa;

- NPOMEHEH BKYC;

- cbpLebuene;

- AKITHYHH KOJIHKH;

- Honxa B repaure;

- o610 HEPa3NONOKEHHE;

- boska;

- OTOK Ha PbLETE, IIC3CHHTE MK KpaKara,

- 3aTPYAHEHO KOHLIEHTpUpaHe;

- HapyLLUEeH roBop,

- TpenepeHe;

- 3aTPYAHCHO AHLIAHE;

- 6e3noKoHicTRO;

- BTPHUCaHE,

- NOBHILEHH YepHOAPOOHM EH3HMH;

- NOBHINABAHE HA KPBBHOTO HAJIATAHE;

- HAMAJIEHA CEKCYaTHA AKTHBHOCT;

- Xpema;

- KalUMua;

- CBPBXUYYBCTBHTE/IHOCT/ANIEPTHNMHHE pPeaKkLUH;

. 3aryfa Ha Terno;

- HAPAHABAHHA NPH 3N0NONTYKH,;

- YYECTEHH NO3IUBH 38 yPUHHpAHE;

- MYCKYJTHH KpaMIiu;

- MYCKYJIHH TIOTPENBAHHS;

- 6onka B MYCKYJTHTE;

- HapYLIEHHE Ha 3PEHHETO;

- EMUNENTHYHH IbpuoBe (0COOEHO MPH XOpa ¢ eNUIENCHA WIH NPEeapa3noNoKeHOCT KbM
rBPUOBE). | |

Peaxn (MoraT aa 3acersar ao 1 Ha 1000 aywn)
- YCKOpEH ChPAEYEH PHTHM,

- JIeKapCTBEHA 3aBUCUMOCT,

- npobneMH ¢bC 3bOHTE,

-  HaAAaBaHE Ha Teryio

- NpO3ABaHe.

C Hem3BecTHA 9ecTOTa (OT HAJIMUHUTE AAHHH He MOXe J1a Obie HanpaBeHa OLIeHKA)
-  ey(OpHYHO HACTPOEHHE, -
-  CHIHA CHHIHBOCT,

- epeKTWIHa AUChYHKUHA,

- KOUIMAapH,

- X&MIOLMHALHH,

- MOBBPXHOCTHO JIMINIAHE,

- 38TPYAHEHHA NPH YPHHHpaHe,

- arpecus,

- W3TpBbNBaHEe Ha Koxata (OolikaHe),

- OpHWIBaHe,

- CbHHAa anHes (Nay3H B AHIIAHETO M0 BPEME Ha ChH).
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I1o oOTHOMEHHE HA AKTHBHOTO BEIIECTBO OKCHKOAOHOB XHAPOXJIOPH], KOTATO He € B
KoMORHANESE ¢ HANOKCOHOB XHAPOXJIOPH, CA HIBECTHH CJCAHHTE PALINIHE HEXKE/IABN

peaxknsu:

OxCHKOAOH MOXe /18 NpeIu3BHKa Npodnemu ¢ auuaHeTo (TIOTUCKAHE HA JHIIIAHETO), CBHBaHe HA
3CeHULIMTE Ha OYHTE, OpOHXOCMAa3MH U CNa3MH Ha rnaaKata MyCKy/laTypa H NMOTHCKAHE Ha
KauUTHuHHA pednexc.

Yecrn (MoraT Aa 3acerHar xo 1 Ha 10 qymu)

- [IpOMEHM B HACTPOEHHETO H THYHOCTHH NMPOMEHH (KaTO AENPECHA, YYBCTBO HA €KCTPEMHO
1IacTHE),

- HaMa/eHa aKTHBHOCT,

- MOBHIIEHA AKTUBHOCT,

- 3aTPYRHEHHA B YPHHHPAHETO,
- XhJHaHe.

Heuectr (Morar aa 3acerHar ao |1 Ha 100 ayun)

- HAPYIICHA KOHLIEHTPALHA,

- MHMIPEHa,

- NOBHIIEHO HAMPEXXCHHE HA MYCKYJIMTE,

- HEBOJIHN MYCKYJTHH KOHTPaKLHH,

- CLCTOAHHE, MPH KOETO YEPBATA CIMpPAT A3 (PYHKLIMOHMPAT MPaBHIHO (Hieyc),

- CyXAa KOxXa,

- NOHOCHMOCT KbM JIEKAPCTBOTO,

- HaMasieHa MYBCTBHTEHOCT KbM 0OJIKa WIH JOMHUP,

- HapylleHa KOOpAWHALMSA,

- . npoMeHH B rnaca (AHchoHHus),

- OTOK NOpajM 3aIbpXKaHe Ha BOJA,

- orcnabeH cyx,

- fA3BH B yCTAaTY,

- 3aTPYAHEHHA TIPH MTperTbiliaHe,

- BB3NAICHH BEHLIH,

- HapYIHEHHA Ha BL3NPHATHETO (HANPUMED X&/HOLIKHALIMH, JICpeanHialys),

- 3ayepBABaHE HA KOXKATA,

- obe3BoaHABaAHE,

- Bb30yna,

- HAMaICHH HHUBA HA MOJOBHTE XOPMOHH, KOWTO MOTAT [a OKEXKAT BAHAHHUE BbpXY 00pa3yBaHeTo
Ha CTIEPMATOZ0HAH NMPH MBXKETE WIH BbPXY MEHCTPYATHHA LIHKBI MPH )KCHHTE.

Peaxn (Morar aa 3acerHar a0 1 Ha 1 000 qyww)

- cbpOaIL 0OpHB (YpTHKAPHA),

- XepneTHUHH HH$pEKUMH UK Xepnec (KOWTO MOTAT ia NpeAN3BHKAT 00pasyBaHe Ha MEXYPH
OKOJ/IO YCTATA HIH NOJIOBATE OPraH),

- MOBHLICH ANCTHT,

- yepHH (KATPAHEHH) H3NPAXKHEHHA,

- KbPBEHE OT BEHLIMTE.

C Hen3BecTER 1ecTOTA (OT HATHYHHTE A&HHH He MOXe aa Oble HanpaBeHa OLICHKA)

- OCTPH reHePaNTH3HPaHH AePru4HH peakiyy (aHaHNAKTHYHH PCaKIHMH),

- NMOBHILIEHA YYBCTBUTEITHOCT KbM O0JIKa,

- JIWNCa HA MEHCTpYaLus,

- CHMIITOMH HA OTHEMAaHE NMPH HOBOPOAEHOTO,

- npobieM, 3acATalll Kiana Mex1y #UThYHHS KaHAl H 4epBaTa, KOATO MOXe A8 TIPERE
fonxa B ropHaTa YacT Ha kopeMa (HapyuwieHa ¢pyHKuHs Ha chuHkTepa Ha Omm),

- npobaeMH ¢ OTTOKA Ha HUTbYKA,

- KapHec.
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ChneaHHTe He)keJIRHH PeAKOHA ca HAG/II0ABARNH NPH GANMHEHTH, JeKYBAHH 38 ApYro 3abo1saBane

Mnoro yecTs (MOraT Ja 3acerHar nosete ot | Ha 10 gyiun)
- rnasobonne,

- CBHHITHBOCT,

- 3arnex,

- rajacHe,

- NOBHUIEHO H3MOTABAHE,

- yMOpa WIH H3TOLUEHHE.

YecTn (Morar na 3acerHar Ao 1 Ha 10 aywu)

- HaMAaNeH aneTHT 10 3aryba Ha aneTHT,

- 3aTPYAHEHO 3aCIHBAHE,

- nenpecHs,

- ycellaHe 3a 3aMasHOCT WITH ,,CBETOBBPTEX ',
- 3aTPYAHEHAE KOHLUEHTpaLMA,

- TPeMnepexe,

- M3TPBIBAHE HA PBLETE HIM KpaKara,

- HapYILEHO 3pEHHE,

- CBETOBBPTEX,
- ropellid BhiHH,
- CMANAHE HA KPBBHOTO HANATAHE,

- NOBHLIABAHE HA KPbBHOTO HAJIATAHE,

- Honka B obnacTra Ha Kopema,

- CyXOTa B yCTaTa,

- NOBPBILAHE,

- NOBHUIEHH YEPHOAPOOHH eH3HMH (NOBHILICHA aNaHHH AMHHOTpaHCdepasa, NOBHILEHA
ramMa riyTaMHMaTpaHcgepasa),

- chpOslila KOXa,

- KOXCHH PeaKUMH/0OpHB,

- GonKka B FbpIMTE,

- BTpHCaHe,

- bonKa,

- KAXKIA.

HeuecTn (Morat aa 3acerHar 10 1 Ha 100 ayun)
- HAMa/IeHO CEKCYAITHO BJICHCHHE,

- eMH30M Ha BHE3AIMHO 3aCITHBAHE,

- NPOMEHEH BKYC,

- 3aTpyAHEHO AHILAHE,

- razose,

- epexTHIHA ANCHYHKLIHA,

- CHUMITTOMH HA OTTIafiaHe, KaTo Bu3byna,

- OTOK HA PbLiETe, ME3ICHUTE WIH XOAWIAaTa,
- TPaBMH NPH HHUMIEHTH.

C HeH3BecTHA 9¢cTOTA (OT HATHUHMTE JaHHK He MOXe Ja 6bae HanpaBeHa OLIEHKA)
- CBPBXYYBCTBHTEIIHOCT/ANEPrudHH peakLMH,

- NMATONOrHYHH MHCIIH,

- TPEBOXHOCT,

- oObpKaHOCT,

- HEPBHOCT,

- Oe3nokoiicTBO,

- eyQOpHYHO HACTPOEHHE,

- XATKOUHHALHY,

- KOLLIMAPH,
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- EMWIEeNTTHYHH rbpyoBe (0COOEHO NMpH XOpa ¢ EMWIENCHA WIH NPeApa3nooKeHHe KbM
rppHOBE), .

- NEKAPCTBEHE 3aBUCHMOCT,

- CWIHA ChHJIMBOCT,

- HAPYIULICH roBop,

- 3ary0a Ha Cb3HaHMue,

- CTAraHe B rbpauTe, 0CO0EHO aKO HMaTe HCXeMHYHa 60JIeCT Ha ChpLETO,

- cbpuedbueHe,

- YCKOPEH ChpIeHYeH PUTEHM,

-  NOBBPXHOCTHO AMILAHE,

- KALITHLIA, '

- Xpema,

- npo3sBaHe,

- MOZYBaHE HA KOpeMa,

- ZIMapus,

- arpecus,

- NIOWIO XpaHOCMHJ1aHe,

- OpHrRaHe,

- npodaeMH cbe 36HuTE,

- ACUTbYHA KOJIHKA,

- MYCKYJIHH KpaMIlH,

- MYCKYJIHH NOTpEeNBaHKA,

- MYCKYJIHa Oonka,

- 3aTPYAHEHO YPHHUPAHE,

- 4E€CTH NO3HBH 338 YPHHHUpaAHE,

- ol1110 Hepa3nonoKeHue,

- 3aryfa Ha Terno,

- NOBHLLEHO TErNO,

- 4yyBCTBO Ha HeoOuualina ciabocr,

- JIUNCA HA EHEPrus.

Crhofmapate Ba HeXeNAHH PEAKNNA

AKO NOJTYYHTE HAKAKBH HEXENAHH JIEKAPCTBEHH peakUMH, yeeaomere Bamusa sekap, papmanest, nnu
MELHUMHCKA CeCTpa. TOBa BKIIOYBA BCHYKHM Bb3MOXKHH HEOMUCAHHK B TA3H JIMCTOBKA HEXKEJIAHH
peakuun. Moxere cblIi0 Aa CHOOIMTE HEXKENAHH PEAKLIMK AMPEKTHO upe3 U3 ImbIHHTeNHATa areHLHA
no Jjexapcrsara, yn. ,Jamas ['pyes™ Ne 8, 1303, Codus, ren. +35928903417, yebeaitr: www.bda.bg.
Karto crobiuasare HexxenaHH peakunu, MOKeTe 1a JafeTe CBOs MPUHOC 3a MNOJy4aBaHe Ha NMOBEYE
HHPOpMALIHA OTHOCHO 6€30NacHOCTTa HAa TOBA JIEKAPCTRO.

5. Kax aa coxpanssate Oxcaxonon/Hanoxcou Tena

Ja ce chXpaHsaBa Ha MACTO, HEAOCTBITHO 38 Aeua. ChxpaHABaHTe TOBA IEKAPCTBO B 3aKIIOUEHO
be3onacHo ¥ CHIypHO MACTO 33 CbXPAHEHME, KBACTO APYrH XOpa HAMAT ROCTHN A0 Hero. To Moxe Aa
NPHYHHH CEPHO3HH YBpeXKaaHua H Aa Obae daranHo 3a XOpaTa, KOraTo He HM € NpeanucaHo.

He usnionssaiite TOBa NEKapcTBO Cliel CPOKA HA FOAHOCT, OTOENA38H BbpXy KApTOHEHATA ONaKOBKAa,
erHkera # Gnucrepa cnen ,JJonex n0:”. CpOKbT Ha TrOAHOCT OTTOBApA HA NOCIEHHA J€H OT
NIOCOYEHHA MECELL

Baucrep: a ce coxpanssa noa 25°C.
bymwnku: a ce cxxpanssa noa 30°C.

He u3xBupngiite nekapcTsata B KaHANH3ALUMATA WIM B KOHTeHepa 3a AOMALIHH OTTI
[Tonuralire Baiuna ¢papManesT kak A8 H3IXBBPIATE JIEKAPCTBATA, KOHTO BEUE HE H3IMOJ
MEPKH Llie CMOMOTrHAT 38 ONa3BaHe Ha OKOJIHATA Cpeaa.
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6. CLALPAKAHHE HA ONRKOBKATA H JONBIHATEHR HHGOPMANHS

Kaxso caappxa Oxcuaxonon/Hanoxcon Tesa
AKTHBHHTE BEHICCTBA CA: OKCHKOAOHOB XHAPOXJIOPHA H HANOKCOHOB XMAPOXIIOPHA.

Oxkcukopon/Hanokcon Tepa 10 mg/5 mg Tabnerku ¢ yanpkeHo ocBoOoxKAaBaHe

Besaka Tabnerka c yawpkeno ocBoboxaasase cbabpika 10 mg OKCHKOAOHOB XHAPOXJIOpHA
(exBHBANEHTEH Ha 9 Mg OKCHKOAOH) ¥ 5 Mg HANOKCOHOB XKAPOXJIOPHA (KaTo 5,45 mg HANOKCOHOB
XHAPOXJIOPUI AMXHIPAT, eKBHBAICHTEH Ha 4,5 INg HANOKCOH).

Oxcuxogon/HanokcoH Tesa 20 mg/10 mg TabneTku ¢ yabmkeHo ocBoboxaaBaHe

Bcesaxa Tabnerka ¢ yawokeHo ocBoOoxaaBaHe cbabpxa 20 mg OKCHKOJAOHOB XHAPOXIOPUA
(exBuBaneHTeH Ha 18 mg okcHkoaoH) H 10 mg HanoxcoHOB XxHapoxnopua (kato 10,9 mg HanokcOHOB
XHAPOXJIOPHA AMXHAPAT, CKBUBAICHTEH Ha 9 mg HAJIOKCOH).

JIpyrure cbCTaBKH Ca:

Anpo Ha Tabnerxara

[TlonuBMHWNALIETAT, NOBUACH, HATPHEB NAYPWICYI(AT, KONOHAEH, 6e3BOJCH CHINLIHEB QHOKCH], ,
MHMKPOKPHCTANHA LIEJY/I03a ¥ MAarHe3ueB cTeapar,

INokpHTHe Ha TabneTkara
[TonusuHWIOB ankoxon, TraHoB aAHokceHa (E171), makporon, Tank H camo 3a Oxcukoaon/HanokcoH

Tesa 10 mg/5 mg Tabnerxy - yepsen kenesen okeun (E172).

Kax maraexna Oxcakogon/Hatoxcon Tesa H KAKBO ChLALPKE ONAKOBKATS

Oxcukogor/Hanokcod Tesa 10 mg/5 mg Tabnerku EHO OCB aH

Pososu, npoabnroBaTi, ABOHHOH3NMbKHANH TA0NETKH ¢ YAWDKEHO OCBODOXKIABAHE C ACJIHTENHH
YyepTH OT ABETE CTPaHH, ¢ ankHHa 10,2 mm, wupounHa 4,7 mm # BucounHa 3,0 — 4,0 mm.
Tabnerxara moxe na 6bae pasaencHa Ha JBe paBHH JO3H.

Oxcuxoaon/HanokcoH Tera 20 mg/10 mg tabaeTkn JoKeHOo ocaobo 5

Benwn, mpoasaropatv, ABOHHOH3TbKHATH TAONETKH ¢ YABRDKEHO 0CBOOOXK1aBaHE, C AC/HTEIHH YEPTH
OT JBETE CTpaHH, ¢ ALDKUHA 11,2 mm, wHpouwnHa 5,7 mm u BUCOYHHA 3,3 — 4,3 mm.

Oxcukoaon/Hanokcon Tesa ce npeanara B:

3aimuTeHH ot aeua Snucrepu ¢ 10, 14, 20, 28, 30, 50, 56, 60, 90, 98 u 100 Tabnetxu ¢ yanokeHo
ocBoOOXKaaBaHe; 3alMTEHH OT Aela nepdopupanu 6aucTepu ¢ eanHUuHa nosa ot 10x1, 14x1, 20x1,
28x1, 30x1, 50x1, 56x1, 60x1, 90x1, 98x1 and 100x] TabneTkr ¢ yampkeHo ocBobOXKAaBaAHE HITH
OYTHIKH Che 3alLMTEHH OT Aeua 3amyianku ¢ 50, 100, 200 uau 250 Tabnerku ¢ yanmkeHo
ocsofoxaapaHe.

He BcHuky BHIOBE ONMAKOBKH MOTaT 1a ObAAT ITYCHATH Ha ra3apa.
IpaTenaTe, Ha pa3pelieHHETO 38 YHOTPe6a B NPOH3BOANTEN

[IprTexarTen HA paApLIIEHRETO 32 YOOTpeba:
Teva B.V. |
Swensweg 5, 2031 GA Haarlem

Hunepnanaus

IpoH3BOAHTENR:

Develco Pharma GmbH
Grienmatt 27, Schopfheim 79650
['epMaHus
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Teva Operations Poland Sp. z o.0.
ul. Mogilska 80, Krakéw 31-546
[Tonua

PLIVA Hrvatska d.o.o. (PLIVA Croatia Ltd.)
Prilaz baruna Filipovi¢a 25, Zagreb 10000
XbpBaTH

ToBa JekapcTBO € pa3pemieHO 3a ynorpeda B AbpKaBHTE - WieHKH HA EBponeHckoTo
HKOHOMHYECKO NPOCTPAHCTBO NOA CJICAHHTE HMEHA:

buiarapus: Oxkcukonon/Hanokcon Teal) mg/S mg TabneTku ¢ yABIDKEHO
oCcBOOOXK1aBaHe
Okcukoaon/Hanokcon Tesa 20 mg/10 mg TabneTkH ¢ YAB/HKEHO
0CBOOOX/1aBaHe
XbpBaTHA: Oksikodon/nalokson Pliva 10 mg/5 mg tablete s produljenim oslobadanjem
Oksikodon/nalokson Pliva 20 mg/10 mg tablete s produljenim oslobadanjem
OUHNAHMUA: Oxycodone/Naloxone ratiopharm 10/5 depottabletti
Oxycodone/Naloxone ratiopharm 20/10 depottabletti
["'epmanus: Oxycodon comp.-AbZ 10 mg/5 mg Retardtabletten
Oxycodon comp.-AbZ 20 mg/10 mg Retardtabletten
Uranus: Naloxidol 10 mg/5 mg
Naloxidol 20 mg/10 mg
[Tomua: Oxyduo
Ucnanus: Oxicodona/Naloxona Teva 10/5 comprimidos de liberacion prolongada
Oxicodona/Naloxona Teva 20/10 comprimidos de liberacion prolongada
LIBeuus: Oxycodone/Naloxone Teva

JlaTa HA NocJIeIHO npepa3sriexaane Ha aucropkara — 08/2024

QR koa n URL

JApyra H3ToOMHHIH HA HHPOpMALHSA

[Tocneano opobpenara npoaykroBa HHGOpMALMA 3a TOBA JIEKAPCTBO € A0CThITHA YPe3 CKAHUpaHe Ha
<QR koaa> <apyr 2D 6ap koa> <NFC>, siouen B <JIucToBKaTa 3a nauMeHTa> <KapTOHEHaTa
ONaKoBKa> <ITbpBHYHATa ONAKOBKA™> CbC cMapTHOH/ycTpokcTBO. ChluaTa HHPOpMaLMA € HaJTHYHA U
Ha cneanus nHHK: {URL} <u Ha yeGcaiita Ha <UAJI>>,

<{QR kon}> <{apyr 2D 6ap koa}> <{NFC}>

Camo URL
JApyru H3TOYHHIH HAa HHPOpMANHSA

[Tocneano onodpeHara npoaykroa HHGOpMALIHA 32 TOBA JIEKAPCTBO € 10CTHITHA HA C/ICHHS JIHHK:
{URL} <u Ha yeGcaiita Ha <UAJI>>
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