JIncroBka: HHPOPMALIHA 32 NAIMEHTA ,ZJ /é 0O 6,2/ 6'_?

Oxcuxonon/Hanokcon Tesa 10 mg/5 mg TabiieTKH ¢ yIbJKEHO 0CBOOOXK/1aBAHE 6 -084 2005
Oxycodone/Naloxone Teva 10 mg/5 mg prolonged-release tagleg S ) az iy / 2 L

Oxcukonon/Hanokcon Tea 20 mg/10 mg Tabs1eTKH ¢ YIBJ/IKEHO 0CBO00K1ABaHE
Oxycodone/Naloxone Teva 20 mg/10 mg prolonged-release tablets

OKCHKOJIOHOB XHPOXJIOPH/I/HATOKCOHOB XHAPOXJIOPH/L
(oxycodone hydrochloride/naloxone hydrochloride)

IIpoueTeTe BHMMATEHO USA/IATA JIHCTOBKA, NPE/IH 12 3aM04YHeTE /1a NPHEMATE TOBA JIEKaPCTBO,
Thil KATO T8 CbABbPKA BaxkHa 32 Bac nndopmauus. |
- 3ana3ere Ta3u JUCTOBKA. MOXe J1a ce HaJIOXkKH J1a s MpoYeTeTe OTHOBO.
- AKO UMaTe HAKaKBH JOMbJIHUTEIHH BBIPOCH, NonuTanTe Bawius nekap uiun ¢papmauesr.
- Tosa nekapcTBO € npeanucaHo au4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
- 1a UM HaBpe/IM, HE3aBUCHUMO Y€ MPH3HALIMTE Ha TAXHOTO 3adosisBaHe ca chliMTe KaTo Bawure.
- AKO TNOJIy4YuTe HIKAKBH HEXeENaHW peakuuH, yBeaomere Bawus nekap wim ¢apmauest. Toa
BKJIIOYBA H BCHYKH Bb3MOXKHH HEXKeJIaHH peakLMH, HEOMUCAHHU B Ta3H JIMCTOBKA. Buxkre
Touka 4.

KakBo ChbABpPAKA TA3H JIHCTOBKA

Kakso npeacrasnssa Okcukoaon/Hanokcon Tesa H 3a KakBo ce H3M0/3Ba
Kakso TpsOBa na 3Haerte, npeau aa npueMere Okcukoaon/Hanokcon Tesa
Kak na npuemare Okcukoaon/Hanokcon Tesa

Bb3MOXKHH HEXKeNlaHH peakLuH

Kak na cbxpansaBare OkcukonoH/Hanokcon Tesa

Cbabp)kaHWe Ha ONMAKOBKaTa U AOIMBbJIHUTE/IHA HHpOpMaLUs

O L i D R

1. Kakso npeacraBasaBa Oxkcukoaon/Hanokcon TeBa u 3a kakBO ce H3M0J13BA

Tabnerkara OxkcukoaoH/HanokcoH Tea e ¢ yab/hkeHO 0CBOOOK/1aBaHe, KOETO 0O3Ha4YaBa, Y€ HEUHHUTE
AKTUBHM BELLECTBa ce OCBOOOXKAaBaT 3a MPOAb/KUTENIEH NEPUO OT BpeMe. JJeHCTBHETO UM

npoab/kaBa 12 vaca.
TabneTkure ca npeaHa3HaA4Y€HH 3a ynorpeda caMo NpH Bb3PacTHH.

ObanexkuyaBane Ha D0JIKa

Oxkcuxkonon/Hanokcon Tea Bu e npeanucaH 3a jeuyeHre Ha CHJIHA O0JIKa, KOSTO MOXKE aJleKBaTHO 1a
ce OBJIa/IABA CaMO C ONHOWIHH aHareTHUM. HallokCOHOB XxuapoxJiopua e 100aBeH, 3a na
npeaoTBpaTABa 3arekxa.

Kak aerictBa Okcukoaon/Hanokcon Tesa npu obnekuaBaHe Ha OoJikara

OxkcukoaoH/HanokcoH TeBa cbabpiKa OKCHKOJOHOB XHAPOXJIOPH/ H HAJIOKCOHOB XHAPOXJIOPHA KaTo
akTUBHHU BeuecTBa. O6e360aaBamaT edpext Ha Okcukonon/Hanokcon TeBa ce AbJKH Ha
OKCHKOJIOHOB XHIPOXJIOPH/I, KOWTO € MOLIIEH aHaIreTUK (001KOYCIOKOSBalllo CPeCTBO) OT rpynara
Ha JIeKapCcTBa, HAPEYEHH ONMHOM/IH.

Broporo akTuBHO BewecTBO Ha OkcukoaoH/HanokcoHn TeBa, HAJIOKCOHOB XHUAPOXIIOPH], €
npeaHa3Ha4€HoO 3a NpeaoTBpaTsBaHe Ha 3aneka. HapylweHnara ypeBHa QyHKUMs (Harp. 3anex) e
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2. Kakpo TpabBa 1a 3uaeTe, npeau 1a npuemere Oxcnkogon/Hanokcon Tena

He npremaite Oxcuxonon/Hanokcon Tesa

- aKo CTe aJIEPrHiHH KbM OKCHKOJOHOB XHIPOXJIOPHA, KbM HAJIOKCOHOB XHAPOXJIOPHA HIH KbM
HAKOA OT OCTAHAIMTE CHCTABKH Ha TOBa JEKapcTBO (H30poeHH B Touka 6);

- aKo 4Ype3 auwaHeTo By, He MOXe Aa ce OCTaBH JOCTATbYHO KMCIIOPO B KpbBTA U 1A Ce
OTAENIN BBIIEPOAHUAT JHOKCH/, 00pa3yBaH B OpraHu3Ma (MOTHCKAHE HA AMIUAHETO);

- ako cTpajare oT Texko HenoapodbHo 3abonaBaHe, CBbP3aHO CbC CTECHABAHE Ha AUXATETHHTE
NbTHIA (XpOHHUHA OOCTpYKTHBHA OenoapobHa 6onect unu owe XObb);

- ako cTpanare ot 3abonsaBaHe, U3BecTHO Kato Henoapoduo cvpue. [1pn ToBa 3abonssane,
ASACHATA CTPaHa Ha CbPUETO C€ YroNEMABa NOPAJH MMOBHILICHO HAJIATAHE B KPHBOHOCHHTE
cbaoBe Ha benure aApobore (Hanp. BcneacTere Ha XObb - BuxTe no-rope).

- aKo cTpajare oT Texcka popmMa Ha SpoHXHaNHA acTMa;

- aKO MMaTe NapajJMHTHYEH Ujeyc (BUA YPEBHA HEMPOXOAUMOCT), KOWTO He € peJAH3BHKaH OT
ONMHOMIM;

- aKO MMATE YMEPEHO 10 TEXKO YBPEX/AaHE Ha YEPHOAPOOHaTa (PYyHKLIUA.

IMpeaynpexaeHusa H NpeANAIHH MEPKH

[Noeopete ¢ Bawmsa nexap unu dapmauert, npeau aa npueMere Oxcukoaon/Hanokcon Tesa:

- aKO CTe B CTApYECKa Bb3PacT WM CTE U3TOLIEHHU (HEMOILLHH);

- aKO UMaTe napaiuTHyeH uineyc (BHA YpEBHA HENPOXOAMUMOCT), KOHTO € NMPEAH3BUKAH OT
OMNMHOHH;

- aKo UMaTe yBpexxaaHe Ha 6bpOpeumTe;

- aKo MMaTe Hapyl€HUe Ha uepHOAPoOHaTa (PyHKLUMA B JIEKa CTEIEH;

- KO UMATE TEXKKO YBpexaaHe Ha Oenure ApoOoBe (Hanp. HAMaNeH AMXATeNeH Kanauurer);

- ako cTpaaare ot 3a0onsBaHe, KOETO ce XapaKTepU3Hpa € YECTO CIIHPAHE Ha AUILAHETO Ipe3s
HollTa H BK Kapa Ja ce 4yBCTBaTe€ MHOTO CHHJIMBH Mpe3 AcHA (CbHHA anHes );

- ako UMaTe MHUKceaeM (3abonspaHe Ha LIMTOBUAHATA XK/1€3a, CHIIPOBOACHO ChC CYXa, CTYIE€HA U
OTOYHA (MOAMYXHa/Ia) KOXa Ha JIMLIETO U KpaHHULUTE;

- aKko WHUTOBWAHaTa BH »ne3a He npoM3Bexaa A0CTaTbYHO XOPMOHH (HaMaslieHa PyHKLUHA Ha
LLIMTOBHAHATA XKJI€3a MU XHNOTHPEOUAUIBM);

- ako HanOLOpeunuTe BH xkne3n He NPOU3BEXAAT AOCTATHYHO XOPMOHH (Haa0BOpeyHa
HEAOCTATBYHOCT UnY bonecT Ha AHCOH);

- aKo MMaTe NCUXUUYHO 3a00onABaHe, NPHAPYKEHO Che 3aryba (vacTHyHa) Ha 4yBCTBOTO 3a
peanHocT (NCHX03a), BCIEACTBUE HA ANKOXOJI WIM MHTOKCHKAUMA ¢ ApYrH BeluecTBa (Ncuxosa,
npean3BUKaHa oT ACHCTBHETO Ha CyOCTaHUMM);

- aKO CTPajJaTe OT KAMBbHH B XUIBYHHSA MEXYP HJIH aKO UMATE ApPYro 3abonsBaHe Ha ATbYHHTE
nbTHLLA (3a00149BaHeE, 3acAraulo XIbYHHTE KaHaAIH, ¥UTbYHUS MEXYP H Ap.);

- aKo npocTaTHaTa Bu xUie3a e naTrosorHyHo yroieMeHa (NmpocTtaTHa xuneprpodus);

- aKo CTpajaTe OT aJIKOXOJAH3BM UNH NETTHPUYM TPEMEHC;

- aKo naHkpeacshT BH ¢ Bb3nasieH (11aHKpeaTUT);

- aKO UMATE HUCKO KPBBHO HANATAHE (XMITOTOHHA ),

- aKO UMATE BUCOKO KPBBHO HANATAHE (XUNIEPTOHHA),

- aKo HMAaTe NpeAllecTBALIO ChPALYHO-CBHAOBO 3ab0/aBaHe,

- aKO MMATE TpaBMa Ha rjaeara (nopaau pyucKa OT MOBULLEHO BbTPeYepenHO HANAraHe BbpXY
MO3bKa);

- aKo CTpajaTe OT ENMIENCHA WK CTe Npeapa3noNokeH KbM NosBa Ha rbpUOBE;

- ako npuemMare cbulo MAQO HHXHOMTOPH (M3MON3BaHH 3a JICUCHHE HA Jienpecus Wik HosiecT Ha
[TapkHHCOH), WM CTE NPHEMAJIH TO3H BHJI JIEKAPCTBa Mpe3 MOCJIeIHHTE ABE CEAMHLIU, Harfp.
JleKapCcTBa, ChAbPAKALUIH TPAHWILMIIPOMHH, GeHEN3UH, u3okapbokcauua, MoknobeMua u
JTAHE30JIU];

- aKO C€ NOABAT CLHIMBOCT WM CYHYaHU Ha BHE3AIMHO 3aCNHUBaHE.
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JuxatenHy HapyuieHus Nno BPEMe Ha CbH

Okcukoaon/Hanokcon Tesa Moxe na NPHUKMHH AWXATENHYA HAPYLIEHHA O BPEME HA ChH, KaTO CbHHa
ariHes (Nay3u B IHLIAHETO MO BpeMe Ha CbH) U XUIMIOKCEMUS MO BPEME Ha ChbH (HUCKO HUBO Ha
KACIopoA B KpbBTa). CUMOTOMHTE MOraT Aa BKIIOUYBAT CMUPAHUA Ha JHLIAHETO MO BPEME Ha ChH,
cHOYXKAaHHUA NPE3 HOLUTA MOPaAaH 3aAyX, 3aTPYAHEHO NOAABP)KaHE Ha CHHA WIH NPEKOMEPHA
CBHJIHUBOCT Npe3 aeHs. Ako Bue unu Hako# apyr HabGatogaBaTe TE3H CUHMITTOMH, CBBPXKETE Ce C
Baiiuns nekap. Bamiuar nexap Moxke na oOMHCIM NOHWKABAaHE Ha [103aTa.

Yeenomere Baiuusa nekap, ako HAKOE OT ropeu3dpoeHuTe ce e oTHacaao 40 Bac HAKora B MHHaNoToO.
Mons yseaomMete Cblilo Balkg nekap u ako no BpeMe Ha npuema Ha OxkcukoaoH/Hanokcon Tesa npu
Bac ce nosen HAKOe OT ropHHUTE HapylueHHs. Hal-TeXKOTO NOCneacTBHE CIEA NPEAO3HPAHE C
OMHOKW/IH € NOTHCKRHE Ha AHmAaHeTOo (0aBHO ¥ NMOBBLPXAOCTHO AUaHe). ToBa Moxke 1a goBelae Ao
HaMaJIBaHe Ha KMCJOPOJAHUTE HUBA B KPBBTA C NMOCIEABALIO MPHIOILIABAHE H T.H.

Quapua

AKO NOJYYHUTE CHIHA IHAPHA B HAYAJIOTO Ha JIEYEHHETO, TOBa MOMKE /1a C€ TBJ/DKH HA edeKTa Ha
HAIOKCOH. BB3MOXKHO € ToBa Aa ObJe NpU3HaK 3a HOpMalIH3WpaHe Ha upeBHaTa QyHkuua. [lonobHa
AMapUs MOXKeE J1a Bb3HHKHE Mpe3 bpBUTE 3-5 AHM OT JIeYEHHETO. AKO AMapUATa NPOABIKABA ClIEA
3-5 num v Bu aaBa Moeoj 3a 6€3n0K0iCTBO, Mo 0ObpHeTe ce kbM Baliunsa nekap.

[1pemunaBaHe kbM OkcukoaoH/HanokcoH Tepa
B cnyuaii, ue npuemare Apyr ofiHOM, MpeMHHABaAHETO KbM JieueHHe ¢ Okcukonon/HanokcoH Tepa

MOXKe [a NMPOBOKHPA B HAYAIOTO NMOABa HA CUMITTOMM Ha OTHeMaHe, Hafp. O€3NOKOHCTBO, M3NOTABAHE
H MYCKYJIHH OONKH. AKO HMaTe TaKHBA CUMIITOMH, MOJXKE [1a C€ HYXKAAETE OT CNEUManHO HabnoaeHHue
ot Bauius nexap.

[ToHOCUMOCT, 3aBHCHMOCT H NPHUCTPacTABaHe

Toea nexkapcTBO CLABPKA OKCHKOAOH, KOHTO € onHoua, To MOXe Ja RoBeAe A0 3aBUCHMOCT /MK
NpUCTpacTABaHe.

ToBa neKapcTBO ChABPKA OKCHKOAOH, KOHTO € ONMHOHAHO JiekapcTBO. MHorokpaTHarta ynotpeba Ha
ONMHOJHH DOJIKOYCTTOKOABALIH MOXE 13 A0BEAE 10 HaMallaBaHe Ha €PEKTHBHOCTTA HA JIEKapCTBOTO (Aa
MPHBHKHETE KbM HETO, H3BECTHO KaTO MOHOCHMOCT). MHOrokpaTHara ynortpeda Ha
Oxcukoaon/Hanokcon TeBa MoKe CbLIO Aa AOBEAE A0 3aBUCHMOCT, J10YNOTPEOA U NPUCTPACTABAHE

U B pe3yJITAT HA TOBA A0 XHBOTO3aCTpalLaBalilo Npeo3upade. PUCKBT OT TE€3M HEXKENAHHU peaKLIMH
MOXKE 712 C€ YBEJIHYH NPH NMO-BHCOKA A03a W NO-ABJra NPOABIKHTENHOCT Ha ynoTpeba.

3aBHCHMOCTTA HJIH IPHCTPACTABAHETO MOXKE J1a Bu HakapaTt na nouyyBCTBaTe, 4€ BEUE HE MOXKETE Aa
KOHTPOJIHPATE KAKBO KOJMYECTBO OT JIEKAPCTBOTO TPAOBA Aa NpHEMeETe MK KOJIKO YecTo TpabBa aa ro
npHeMare. Bb3MOXKHO € na YyBCTBaTe, ue TpAdBa 1a npUeMETE NTEKapCTBOTO JOPH KOTaTo TO HeE
nomara 3a obnekuapaHe Ha Oonkara Bu.

PHCKBT OT pa3BUTHE HA 3aBUCHMOCT WIH NPHCTPACTABAHE BapUPa NPH pasnuyHKUTe Xopa. Br3mMoxHo €
Jia CTE U3JOKEHH Ha NO-TOJSM PUCK OT pa3BUTHE Ha 3aBHCHMOCT OT HJTH NTPUCTPACTABAHE KBM
Oxkcukonon/HanokcoH Teaa, axo:

- Bue nim Hakoll oT BalueTo cemeicTBO € 3noynotpedaBan M € uMal 3aBHCHMOCT KbM
AITKOXO0J1, JIEKAPCTRA, OTMYCKAHH 110 JICKAPCKO NPEANUCAHHE, HNH HE3AKOHHH HAPKOTHYHH
BElllecTBa (3aBHCUMOCT);

- CTE NMyLIAY; B

- CT€ UMANIH NMPOONEMH C HACTPOEHHETO (ZAENPECHA, TPEBOXKHOCT HIH NHYHOCTHO p PR
WJIM CTE JIEKYBAHH OT NICUXHATLP 33 APYTH NCUXHUHH 3adonssaHus.

. f T R
AKO 3abenexuTe HAKOM OT CIIEAHUTE NPU3HaLy, AokaTo npueMate Okcukonon/Hanoy c&i s Adpa . > )
| N RN AN
MOXKE Aa € NPU3HAK, Y€ CTE Pa3BUIM 3aBHCHMOCT WY CTE NPHCTPACTEHH: L= a !w— ﬁ

- HMAaTe HYy’KJa 1a NpUeMaTe NeKapcTBOTO NO-ALJIN0, OTKOAKOTO Bu € nocwe’raa.ri.\&&;ﬂqﬁ
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- UMAaTE HYXKIA Ja [IpUeMaTe NnoBede oT MpenopbYUTENHATa 4034,

- M3MOJI3BATE JIEKAPCTBOTO NO NMPHYKHH, pa3iuYHH OT TE3H, 32 KOHTO BH € npeanucato,
HanpuMmep ,,J1a ¢e ycrnokoure™ unu ,,Ja Bu nomorse na covre™;

- NMPaBWIH CT€ MHOTOKPaTHH HEYCNIELIHY ONWTH Aa CTIPETE WK 1A KOHTPOIUpaTE YyNnoTpedara Ha
TOBA JIEKAPCTBO;

- KOraTo CMUpaTe NpMeMa Ha NeKapCcTBOTO, Bue ce uyscrBaTe HEpa3noIoKEHH H C€ MyBCTBATE
no-nobpe, KoraTo 3ano4yHeTe OTHOBO Ja MPHEMATE N€KapCTBOTO (,,e(PEKTH HAa OTHEMAaHE").

Ako 3a0enexuTe HAKOMH OT Te3n NpH3HaLK, roopete ¢ Bawius nekap, 3a aa odcbaure no-2001p 3a
Bac Ha4MH Ha neyeHHe, BKIIKOYMTENHO KOra € MOAXO A0 Aa CrpeTe NPHEMa KW KaK Ja ro HarnpaBMTe
no 6e3onaceH HaYMH (BIXKTE TouKa 3 ,,AK0 cTe cripean npuema Ha Oxcukoaon/Hanokcon Tesa®).

HanpeaHan pak Ha xpaHOCMWIaTElHAaTa CHCTEMA MK Ta3a
VeenomeTe Baluug nekap, ako UMarTe pak, KOHTO € NpeAN3BHKAT METACTa3H B NIEPHTOHEYMa HITH

HayalnHa 4YpeBHAa HEMpPOXOAUMOCT NPH HHHPEIIH&.TI CTaguH Ha paK Ha XpaHOCMHIIATE/THATA CHCTEMA WIH
T43a.

Onepanus
Axo Bu npencrou onepanus, Mons yBeoMmere Bauus nekap, ye npruemate Okcnkoaon/Hanokcon ,

Tepa.

Edekr Bbpxy 06pa3yBaHETO Ha XOPMOHH

[TopobHO Ha APYTH ONMTHOUON, OKCHKOIOH MOXKE /1a OKaX(E BIMSIHHE BbPXY HOpMAIHOTO o0pa3yBaHe Ha
XOPMOHH B OPraHM3Ma KaTo HanpHMEp KOPTH30J WIH MOJOBH XOPMOHH, 0COOEHO ako CTe NpHeMaIu
BMCOKH JIO3H 3a MPOAB/HKHTENEH NEPHOI OT BpeMe. AKO HMATE CHMITTOMH, KOHTO HE OT3BY4aBar, KaTo
HanpUMeEP NOBANUIaHE WIH raaeHe (BKJIIOYHTENHO NOBpBLIaHe), 3aryba Ha aneTHT, ymopa, cnabocr,
3aMagHOCT, NPOMEHHN B MEHCTPYAJTHMSA LIMKBJI, HMIIOTEHTHOCT, 6e31u10ane WK NMOHWKEHO CEKCYATTHO
KenaHue, ropopere ¢ Baums nekap, Thit kaTto Toit MOXe 1a novcka Aa HabanaBa HMBaTa Ha
XOPMOHHTE.

Xunepanresus
ToBa nekapCcTBO MOXKeE Ja NOBHILIK YYBCTBHTENHOCTTA Bu kbM 60nKa, 0coOEHO npy NpUEM Ha BUCOKH

n03H4. Kaxxere na Bauius nekap, ako ToBa ce ciy4d. Be3MokHO e 4a e HeoOX0IHMO NOHHXKABAHE Ha
1034aTa WK CMAHA Ha JIEKapCTBOTO.

OcTaThUH B UINPAKHEHUATA
Bb3MOKHO € a 3aGeliexxuTe ocTaTbUd OT TabNeTKaTa ¢ YAbDKEHO 0CBOO0XKAABAHE B H3NPaXHEHUATA

Bu. He ce nputecHaBaiiTe, ThiH KaTO aKTUBHUTE CbCTABKH (OKCHKOIOH XHAPOXJIOPHA H HAJTIOKCOH
XHIPOXJIOpH/) Beue ca Gunu ocBoboaeHH B cTOMaxa H yepBaTa M ca abcopbupanu B opraHusma Bu.

HenpaBnana ynorpeta na Oxcuxkonon/Hanoxcon Tena
Okcukonon/Hanokcon Tesa He € NoAXo/idlil 32 NeUeHHe Ha abCTHHEHLUA.

TabneTkuTe ¢ yIBIKEHO OCcBOOOXKAaBaHEe MOraT aa ObAaT pasfe/leHH Ha IBE PaBHH AO3H, HO He
TpabBa Aa AbBYAT HAH pa3Tpowuasat. [IpHeMaHeTo Ha CABBKAHU WK Pa3TPOLLEHHN TAONETKH MOXKE J1a
oBej1e A0 abcopBLng (YCBOABAHE) HA IOTEHUMATTHO JIETANHA 1038 OKCHKOJIOHOB XHAPOXJIOPHA
(BrxcTe TOuKa 3 ,,AKO CTE MPHENIH NOBeYE OT Heobxonumara no3a Okcukoaon/Hanokcon Tesa™).

3noynoTpeda

NMpOAYKTHT CbALPAKA CHCTABKATA HAJTOKCOH. l'[pe,r_laapmen HO ChbUICCTBYBALLIH CHMIITO
abcTMHEHUUS MOXKE 14 ¢e BioLiarT.
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[lorpeiuna ynorpeba

Huxora He TpaOBa aa usnonseare norpewdo OxkcukoaoH/Hanokcon Tesa TabneTk ¢ yAbIKEHO
0CBOOOXKIaBaHE, KaTO NH pa3TBapsTe WM HHXKEKTUpaTe (Hanp. B KpbBOHOCEH ChJl). [10-KOHKpETHO,
TAaOJIETKHUTE CLABLPIKAT TaNK, KOUTO MOXKE Aa MPEAN3BHKA JIOKANHO pa3pyllaBaHe Ha TbKaHTa
(Hekpo3a) U NpoMeHH B GeoapobHuTe ThkaHH (Oenoapobuu rpanynomu). IlogobHa norpeuHa
ynorpeba MOXKe ChLIO Aa UMa APYrH CEPHO3HH NMOCNEACTBHA, KOUTO MoraT aa Obaat nopH dartasiHy.

ﬂDﬂHHF

CnoptucTture TpsaOBa Aa 3HAAT, Ye TOBA JIEKAPCTBO MOXKE J1a Aaje NNON0XKHTEHA peaKLis Ha ,,AHTH-
NOMNMUHroBH" TecToBe. Ynorpebara Ha OxcukoaoH/Hanokcon Tepa kaTo 4ONUHI MoXe 1a Obae onacHa

3a 31pPpaBCTO.

Apyrn dekaperea B Oxcuxoaon/Hajioxcon Tepa
Hudopmupaiire Bamuns nekap Uiy ¢papMaLeBT, ako NPUEMATE, HACKOPO CTE NPHEMAJIH HITH €
Bb3MOXKHO JIa MpHEMETE APYrY JieKapcTsa.

PUCKEBT OT HexkeNnaHH peakLMH C€ NMOBHIAaBa, aKO M3I10/13BaTE AaHTUAENPECAHTH (KATO LIMTAIONpPAM,
AYJIOKCETHH, eCLMTANONpaM, GIyoKceTHH, GU1yBOKCAMHH, NIAPOKCETHH, CEPTPaINH, BEHIA(aKCHH).
Tesu nekapcTBa Morar Jia B3aMMOJEHCTBAT C OKCHKOJOH H € Bb3MOXKHO /1a NOJIYHYHTE CHMITTOMH KaTo
HEBOJIEBH, PHTMHUHH KOHTPAKLIWH Ha MYCKYJIHTE, BKJIIOUHTENIHO HA MyCKY/IUTe, KOHTO KOHTPOJIHpaT
ABHKEHHETO HA OKOTO, Bb30YAa, MPEKOMEPHO H3NOTABAHE, TPENEPEHEH, 3aCHIIEHH pedexcy,
MOBHLLEHO MYCKYJIHO HanpexkeHue, TenecHa temneparypa Haa 38°C. Csbpxere ce ¢ Batuund nekap,
KOraTo UMaTe TaKHBa CHMITTOMH.

ExnoBpemMeHHaTta ynorpeda Ha ONHOUIN (BKNIOYHTENHO OKCHKOAOHOB XHAPOXIOPH]) 3a€AHO ChC
ceJIaTHUBH, KaTo OeH30Ha3eNMHNA WIK NoAOOHH HA TAX JIEKapCTBa MOBULLIABA PUCKA OT CBH/IHBOCT,
3aTPYAHEHHUs B AHLLIAHETO (pECNUpaTOPHA AENpecHs ), koMa U MOXe 1a ObJe )KHBOTO3aCTpallapaina.
[lopanu TOBa €RHOBpEMEHHA yno'rpeﬁa TpAbBa Aa c€ OOMHCAA CaMO KOraTo He € Bb3MOXHO pYro
NIEYEHHE.

Axko 06aue BawuaT nekap By e npeanucan Okcuxogon/HanokcoH Tea 3aeiHO ¢bC CeAaTHBH, A03aTa
1 MPOAB/DKKUTENTHOCTTA Ha ChITBTCTBALLIOTO NeyeHKe TpsitBa aa 6vaaT orpanHueHH ot Bawns nekap.

Mons, nHopmupaiite Bawina nekap 3a BCHUKH CEAaTHBH, KOUTO NIPUEMATE W CNEABANTE CTPUKTHO

npenopbkuTe Ha Bawns nekap orHocHo gozuposkata. OT Nos3a € Aa HHPOPMHPATE NPHATENH HIH

POAHHMHH, 32 a ca 3an03HaTH ¢ MPU3HALMTE H CUMITTOMHTE, NOCOYEHH No-rope. CBLpXETE Ce ¢

Baiuusa fexap, KOrarto nojy4uTe TakHBa CHMNITOMH. [[pHMepH 3a TaKHBa CEJaTHBH KK NOAOOHH

TeKapcTBa ca CIeAHHUTE:

- APYr¥ CWiIHHK 00e300nsaBalm cpeacTra (ONHOHIH),

- NEeKapCTRa 3a JeYeHHe Ha enunercus, 60JKa H TpEBOKHOCT KaTo rabaneHTHH U nperadanm;

- CbHOTBOPHH W YCIOKOWTEIHU CPEACTBA (CEJ.I&THBH BKJIKOUUTETHO OeH30AHa3eNHHH,
CbHOTBOPHH, AHKCHOJIMTULIN);

- NeKapcTBa 3a JeUeHHe Ha aenpecHs (ARHTHAECTIPECAHTH);

- NeKapceTBa, H3M0/13BaHH 3a JICUCHHE Ha aliepruu, O0necT Ha NbTYBAHETO HITH raJIieHe
(aHTUXMCTAMHHH WJIH aHTUEMETHLIH);

- JIEKapCTBA 3a JIeueHHe Ha NCUXHYHK WM YMCTBEHH Pa3CTPOMCTBA (AHTHITCHXOTHIM,
BKJIIOUHTEJIHO (PEHOTHA3WHY H HEBPOJIENTHLIH).

npueMare:
- JIEKapCcTBa, KOUTO HAMaAABAT COCODHOCTTA 3a ChCHPBAHE HA KPBBTa (MPOH3B0A
KyMapHHa) - BpeMeTO Ha CbCHpBaHEe MOXeE Ja ObAe YALIKEHO WIH ChKPaTEHO;

TEJIMTPOMHLIHH); \\ 2 ,;a.,_e
- a30J10BH ﬂpOTHBOI‘bﬁHHHH NeKapcTBa (KaTo KETOKOHA30J1, BOPHKOHA301, umaxonaamﬁlnp S
no3aKkoHason); frfya,
2
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- cneundryeH BUI JI€KapcTBa, U3BECTHH KaTO NpOTea3HH HHXHOUTOPH, U3MOI3BAHH 33 IEYEHHE
Ha HIV (Hanpumep: pUTOHAaBHp, HHIHHABUD, HENPHHABUP WIH CAKBHHABMP);

- LUMUMETUAUH (JIeKapcTBO, KOETO Ce H3M0/3Ba 32 1eHEHHEe HA CTOMALLHU A3BH, JIOLIO
XpaHOCMHWJIAHE HNH KHUCE/IMHH );

- pudamMnuu4H (M3N0A3BaH 3a NeueHUE Ha TyOepKynosa),

- kapOamasenuH (M3N0J3BaH 3a JIeHeHHE Ha 'bPUOBeE, NMPUIIAABLUY WK KOHBYJICHH H ONPEESICHH
CBhCTOSIHHSA, CHIPOBOAEHH ¢ Bosika),

- (eHUTOUH (M3MOT3BAH 32 NEYEHHE HA MbPUOBE, MPUNAABLH WIH KOHByHCHH)

- OHIKOBO NIEKAaPCTBO, HAPEUYCHO XBJIT KAHTApHOH (M3BeCTHO CbLIO KaTo Hypericum perforatum);

- XUHHAWH (JIEKapCTBO 3a JICYEHHUE HA HENPABUIEH ChpJCYEH PHTHM);

- MYCKYJIHU PESIaKCaHTH;

- neKapcTsa 3a eyeHHe Ha Bonectra Ha [1apKHHCOH.

He ce ouakpat B3aumoneiicTeusa Mexay Okcukonon/Hanokcon Teea 1 napaueramon,
ALETIICATHLMIOBA KHCEJIMHA WH HAITPEKCOH.

Okcukonon/Hanokcon TeBa ¢ XpaHH, HANHTKH H AJTKOXO0.T

Ynorpebara Ha ankoxon, nokarto npueMare OkcukoaoH/HanokcoH Tepa, Moxke na Bu Hakapa aa ce
[IOMYBCTBATE MO-CHLHIMBH WM A NOBHLUM PUCKZ OT CEPHO3HHM HEXKETaHH PeaKLHH, KaTo
NOBLPXHOCTHO [HLLIAHE ¢ PUCK OT CIUpaHe HAa AWLIAHETO U 3aryda Ha cbh3HaHue. [IpenopbuBa ce na He
ynotpebasare ankoxos aokaro npuemare Okcukogon/Hanokcon Tepa.

HU3bareaiite 1a nuere cok ot rpedngpyt aokaro npueMarte OkcukoaoH/HanokcoH Tera.
BpeMEeHHOCT H KhPMEHE

AKo cTe OpeMEHHa WIH KbPMUTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa WK Tu1aHupate OpEeMEHHOCT,
nocbBeTBaiTeE ce ¢ Bawusa nekap wam ¢apMaleBT npeam ynorpedaTa Ha TOBA JIEKapCTBO.

bpeMeHHOCT

Ynorpebara Ha Okcukonon/Hanokcon Tesa no BpeMe Ha OpeMeHHOCT TpaOBa Ia ce u3bArea, oCBeH
aKo JICKAPAT CUHTA, Y€ JICUEHHETO ¢ TOBA JIEKAPCTBO € OT CBIUECTBEHO 3HaYeHue, [IpoasnkHTenHaTa
ynoTpeba Ha OKCHKOJOHOB XHAPOXJIOPU NO BpeMe Ha OPEMEHHOCT Moke Aa NpearH3BHKa CUMNTOMH
Ha OTHEMAaHE NpY HOBOPOAECHUTE Jieua. AKO OKCHKOAOHOB XHAPOXJIOPHI € M3MOJI3Ba N0 BpeMe Ha
pa)kaaHe, IpyH HOBOPOAEHOTO AeTe MOXe Ja ce HabioaaBa NOTHCKAHE HA AHLLaHeTo (baBHO U
MOBBPXHOCTHO JAHLIAHE).

KbpMmene
1o Bpeme Ha nevenuero ¢ Okenkonon/Hanokcon Tesa kbpMeHeTo TpabBa Ja ¢e npeycTaHOBH.

OKCHKOJOHOBHAT XHIEPOXIOPHA NMPEMHHABA B MAHYMHOTO MAAKO. He € H3BeCTHO AanKn HalOKCOHOB
XWAPOXJIOPHI CbLIO NMPpeMHHABA B MAHUYMHOTO MJAKO. [1o Ta3u npuyMHa He MOXKe [1a C€ H3KITIOUH
PUCK 3a KbpMaueTo, 0coOeHO NMpu MHOTOKpaTeH npueM Ha OkcHkoaow/HanokcoH Tepa.

llodupane n pabora c MALIHHH

OxkcuxoaoH/HanokcoH Tesa Moxe n1a 3acerde cnocoSHocTta By na wodupare unu ga paboture ¢
MAalllUHK, ThH KaTO MOXKE J1a NMPEIN3BHUKA CHHAUBOCT WIH 3aMasHOCT. [IpakTHueckH, TOBa € Bb3MOXKHO
B HA4aJIOTO Ha JIeYeHHeTO, CJie/l NOBHINABAHE HA A03aTa WM MPH NpeMHHaBaHe OT JieHeHHe C APYro
nekapcTBo. Te3un HexenaHu peakuunu Ou TpabBano aa oT3By4ar ciiel onpejensHe Ha ctabunHa aosa
Okcuxonon/Hanokcon Teea.

Ynotpebara Ha TOBa 1EKapCTBO € CBbP3aHA € M0SIBa HA CbHJIMBOCT M €MH30IH HA BHE3AMHO /,,‘-—"‘a"'“““"ﬁ -%\
3aCMUBaHE. AKO MOJIYUHTE TE3HM HEXKENIaHH peakLUMH, He TpabBa aa moduparte unu padbot ‘h 6 7
malkHK. Tpabea aa yeeaomute Baluus nekap, ako ToBa ce CYUH. g

Okcuxogon/Hanokcon TeBa cbaAbpxa HATPHH

‘ l: l""'-.-—u—-l"""d"f
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Topa jiekapcTBO ChAbLPXKa no-Manko ot | mmol Hatpui (23 mg) B eana Tabnerka, T.e. MOXe aa ce
Ka)Ke, Y€ MPAKTUYECKH HE ChlbpaKa HATPHH.

3. Kak 1a npuemare Oxcuxoaon/Hanoxcon Tena

Buharu npuemanTe ToBa J1€KapCTBO TOYHO KakTO By € kazan Bawmat nekap. AKO He ¢Te CHTYPHH B
Helo, nonutaiite Bainga nekap wiv gapmauepT.

JIpeau na 3anouHeTe JICMEHHETO W PEAOBHO 110 BpeMe Ha jieHeHHeTo, Bawuar nekap we obcwxaa ¢
Bac kakBo MoxeTe aa odakBaTe oT ynotpebdara Ha Oxcukoaon/Hanokcon Tepa, kora 1 KOMKO AbAro
TpadBa Ja ro npuemare, Kora jJa ce cBbpkeTe ¢ Bawma nekap v kora tpsadBa aa ro crpere (BXK. Cbllo
»AKO cnpere npuema Ha OkcHkoaoH/Hanokcon Tepa®).

Tabnetkara OxcuxkoaoH/Hanokcon Tesa e ¢ yab/pKkeHO 0cBOOOXKAaBaHe, KOETO 03Ha4aBsa, 4e
aKTHBHMTE BELLECTBA CE€ OCBODOXKAABAT 3a NPOABL/DKUTENEH NMEpHOA OT BpeMe. JleHcTBUETO UM
npoabmkasa 12 vaca.

TabaerkaTa ¢ YILIKeHO OCBODOXKAaBAHE MOXKE 13 Ce PA3Je/H HA AB€ PABHH A03H, HO He TPpAOBA
[a ¢e AbBY€ HJH pa3TpoisaBa. [lornbinaneTo HA CALBKAHA HJH pa3TpouieHa TabJeTKa MOXKe A3
A0Bede A0 YCBOSBAHETO HA 1032 OKCHKOJOHOB XHAPOXJIOPHI, KOATO MOXe €BEHTYAJIHO Aa
NpeAH3BHKA CMLPT (BHXKTE TOUKA 3 “AKO cTe NIpHeIH NoBeye OT HeoDX0AHMATA 1034
Oxcuxonou/Hanokcon Tesa™).

Ilpn oTchLCTBHE HAa APYro npeanHcanHe oT Bamus nemhp, oOHYAHHATA 1032 32 JIeYeHHE HA
001Ka e: '

BbapacTHH
OO0uuaitHaTa HayanHa ao3a € 10 mg OKCHKOAOHOB XHAPOXNIOPHYS mg HATOKCOHOB XHPOXIIOPHA,
npueTa noa popma Ha Tabnetka(M) ¢ yabixkeHo ocBobokaaBaHe Ha BCeKH 12 yaca.

Baiuunsar nekap uie peiid kakeo konudecteo Okcukonon/Hanokcon Tesa Tpabea na npHeMarte BCEKH
J€H ¥ Kak aa 6bje pasgeneHa obliara JHEBHA 103a Ha CYTpPELeH U BeuepeH npyeM. Bawuar nekap
ChLUIO LIie ONpeaeNy Beaka HeobxoaMMa NpoMaHa Ha 103aTa No BpeMe Ha JieueHHeTo. [loszata Bu we
Obae onpenesneHa B 3aBUCUMOCT OT clilata Ha fosikaTta U HHAWBKHAYaHaTa Y4yBCTBHTENHOCT. Llle Bu
Obe npeanKcaHa Hali-HUckaTa 103a, HeobxoauMa 3a obnekyaBaHe Ha 6onkara. B cnyuai, ye Beue cTe
NICKYBaHU € OMUOHUAH, NeveHneTo ¢ OkcukonoH/HanokcoH Tepa BEpOATHO WIE 3anouMHe ¢ NO-BHCOKH

AO3H.

Maxcumanuara aHesHa go3a e 160 mg okcHkoZ0HOB Xuapoxiaopua ¥ 80 mg HaNOKCOHOB
XHAPOXJIOPHA. AKO C€ HYXKa€ETE OT MO-BUCOKH J103H, Bawumar nekap Moxe aa Bu npeanuiue
AOTBJIHHTENHO OKCHKOAOHOB XUAPOXAOpHI H6€3 HAJOKCOHOB XuApoxJiopya. MakcuManHaTta JHeBHa
11033 OKCHKO/IOHOB XHAPOXJI0pHAa 00aue He TpaOBa na Haaxeupas 400 mg. JonbaHUTENHOTO
CAMOCTOATENIHO A00aBiHE Ha OKCHKOJOHOB XHAPOXJIOPHA MOXE 1a OKAXKE BIHAHHE BbPXY
OnaronpyATHUS €(PEKT HAa HAJIOKCOHOB XHAPOXJIOPHA CNPAMO AKTHBHOCTTa Ha YpeBHaTa QyHKLMA B
cny4aii, ye He ce 100aBg U HANOKCOHOB XUIPOXJIOPHIL.

[1pu npemunaBane ot nevenue ¢ OkcukoaoH/HanokcoH TeBa kbM Tepanus ¢ Apyr CHJIECH HapKOTHYEH
aHAJITETHK upeBHaTa QyHKLNS MOXKeE Ja Ce BJIOLIH.

Mons, yBegoMeTe Baluug nekap wau apMalleBT, ako cMATaTe, e eekTsT Ha OKeu
TeBa € npekancHo CUIICH WK NMpekaneHo caad.

’ N Enyeed
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[lagMEHTH B cTapyecKa Bb3pacT
[To npuHUMI, NPHU NALKEHTH B CTAPHECKa Bb3pPacT ¢ HOpMAJTHA QyHKLUMWA HA OBOpeLMTe W/UITH YepHUS
apob He ce Hanara NpomsHa B A03HWPOBKATa.

YepHoapobHo Unu 6n6peyuHo yBpexaaHe
Ako uMate yBpexaaHe Ha ObOpedHaTa PyHKUHMA WIH JieKo YBpexaaHe Ha YepHoapoOHaTa dyHKiv,

nekyBamMAT aexap we Bu npeanuuwe Oxkcukoaon/Hanokcon Tepa npu noBrLeHO BHUMaHHE. AKO
HMaTe YMEPEHO WIH TEXKKO YePHOIPOOHO yBpexkaaHe, He Tpabsa na npuemare Okcnkonon/HanokcoH
Tena (Brcre ¢bino Touka 2 ,,He npuematite Okcukoaon/Hanokcou Tesa” u ,.JlpenynpexacHus u
NPEANA3HU MEPKU ).

Ynorpeba npH gena n W0HOIIH Noa 18 roanimina Bnipacrt

Ynotpebara Ha OkcukonoH/HanokcoHn TeBa Bce OLle He € npoy4uBaHa rMpu Aeua H IOHOLLM oA
18-roauiuHa Bb3pacT. bezonacHocTra H epeKkTHBHOCTTA MY BCE OlIIE HE Ca JOKa3aHH TNpH Jela 1
ioHowH. [1o Ta3u npuuKHa, He ce npenopbvuBa ynorpedara Ha Okcukoaon/Hanokcon Tea npu aeua u
IOHOLLM NoA 18-roauiiHa BbL3IpacT.

Haynn Ha npajiokeHHe

Te3n TabneTkn ca NpeaHa3HA4YEHH 3a NepopanHo npuiokenue. [Ipuemaiite Tabnetkure
Oxcukoaon/HanokcoH TeBa ¢ aoctaTh4yHO KONMMUECTBO TedHOCT (2 vawna Boaa). Tabnerkata Moxe aa
ce pa3fieNiy Ha ABe paBHHU 403H, HO He TpabOBa na ce abBue WiH pa3tpoluaea. Tabnerkara Moxe Ja ce
npuema cbC Wik 6e3 xpana.

[Tpuemaiite Oxcukoaon/HanokcoH Tea Ha BcekH 12 yaca no €HO U Cblllo BpeMe (Hanp. B 8 vaca
cyrpuHTa M 20 yaca BeuepTa).

IlpoaAbKHTENHOCT HA YoTpeba

[1o npuHuun, He Tpabpa aa npueMarte OkcukoaoH/Hanokcon Tera no-awiro, oTkonkoTo Bu e
HeoOX0IHMMO. AKO NpoBeXIaTe NPOABLKHTENHO JedeHHe ¢ OkcnkoaoH/Hanokcon Tesa, Bawunsr
nekap TpaOBa peIOBHO Aa MPOBEPABA AajlH BCe ollle UMate Hyxkaa ot Okcukoaon/HanokcoH Teea.

AKO cTe mpHe/IN NoBeve 0T HeoOxoaumaTa ao3a Oxcuxogon/Hanoxcon TeBa
AKO CT€ NPHENH MOBEUE OT APEANUCAHATA 1032 OKCHKD,D,OH/H&J‘IOKCUH Tesa, TpabBa He3abaBHO na
ypegoMuTe Bauinsg nexap.

[1peaosupaneTo MOXeE Aa aoBeae ao:

- CTECHABaHE Ha pazMepa Ha 3€HULIMTE,

- 6aBHO W MOBBPXHOCTHO AHILAHE (NOTHCKAHE HA AMUIAHETO),

- CHHIIMBOCT A0 3ary0a Ha Ch3HAHME,

- OTCNAab€H MYCKYJIEH TOHYC {XHMOTOHYC),

- 3a0aBEH CbPAEUEH PUTEM,

- MOHMXKABAHE HA KPbBHOTO HanAraHe,

- MO3BYHO YBpexJaHe (M3BECTHO KaTO TOKCHYHA JIEBKOEeHUedanonaTus).

[Ipu TexKH Cydan MOXKE Aa HACTBNAT 3aryDa Ha Ch3HaHUE (KOMa), 3apbKa Ha Boda B OenuTe
Apo0OOBE U LIUPKYJIATOPEH KOJIANC, KOUTO B HAKOH Clly4aH € Bb3MOXHO Ja ObAaT (paTaliHH.

Tpabea na u3bareare AeMHOCTH, MPH KOUTO C€ U3UCKBA NOBHLIIEHO BHUMaHHWE, HaNp. Wogupaxe.,

AKo cTe nponycHaau Aa npueMeTe Oxcukoaon/Hanokcon Tepa

AKO CcTE NponyCcHaly Ja NNpUucMETC Okcukonon/Hanokcon Tepa wiH cte NPHUEIH NO-HHCKa gIr-—“"‘ *ﬁ
i \\\\!..ﬂ 1 )

T \ fO\"

NMpeAnUcaHaTa J03a, € Bb3MOXHO Jia He NovyBcTBaTe 00e3bonasau edekr. s

AKoO cTe 3a0paBHNH 1a NMPUEMETE J03a OT JICKapCTBOTO, MOJIA CNCABAHTE YKa3aHHUAT @ ;i
- aKo clieaABalUAT 00HYaeH MpHEM € ¢liea 8 WK NoBeye yaca: npreMere He3abapHe %&

3 Ei i
A03a H npo,ﬂ.'bﬂ}KETe JICHYCHUCTO 110 OﬁﬂanHaTa cXeMa. \! r:ﬁ‘ ."\ _.,,"4;‘1
AN
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- aKo cneiBaluAT oOuuacH NpUeM € ¢iiell no-Manko ot § uaca: npuemete 3abpaeeHara n03a,
cneJl KOeTo H3uakaiite owte 8 yaca npeau Aa rpueMete cneasauiata ao3a. Onuraifre 1a ce
BbpHETE KbM oOHyaiiHaTa cxeMa Ha npuem (Hanp. 8 yaca cyTpuHTa M 20 yaca Beuepra).

He B3eMaiiTe noBeye OT €QHa 103a B paMKHTE Ha 8 uaca.
He B3emaiiTe ABOHHA 1034, 34 13 KOMAEHCHPpATE NPOIYCHATATA A034a.

Ako cTe cnpead npueMa na Oxcuxogon/Hanokcon Tesa

He cnnpaiite neuenueto ¢ Okcukonosd/Hanokcon Teea 6e3 aa ce koHcynrupare ¢ Bawus nekap. B
cnyuyai, ye Nmoeeye He € HeoOX0AUMO NPOBEeXIaHEe Ha JleYeHue, TpaOBa NocTeNneHHo 1a NOHWXKaBaTe
AHEBHATA 1034, ¢lell KOHCynrauus ¢ Baums nekap. [1o To3u HauuH we H3berHeTe nossa Ha
CUMIITOMH Ha OTHEMaHe KaTo 6€3nOKOMCTBO, MOBHUICHO U3MOTABAHE U MYCKYJIHH D0nkKH.

AKO HMaTe HAKAKBH ZONBJIHUTENHH BBIPOCH, CBBP3aHu ¢ ynotpebaTta Ha TOBa 1EKApCTBO, MONUTANHTE
Bauwina nexap unu hapmManesar.

4. Bb3MOXKHH HEXEJIAHH PeaKUHH

KakTo BCHUKH JeKapCTBa, TOBA JICKAPCTBO MOXKE Ja NpEAH3BHKA HEXCNAHH PEAKLIMH, BBITPCKH YE HE
BCEKH ' MoJiyyasa.

Bakuu HeKeNaHH PeaKINH KOHTO TPAOBA Ja Npoc/ieAABaATe H KAKBO A3 Ce HANIPABH aKO0 CTe
3ACErHATH:
AKO CT€ 3aCETHATH OT HAKOM OT CJIEIHHTE BaXKHH HEXKeEJIaHW peaKklUUH, He3abaBHO C€ KOHCYNTUpaAMTE C

nekap.

BaBHOTO W MOBBPXHOCTHO AMUIAHE ([TOTHCKAHE HA AMLIAHETO) € OCHOBHATA HaH-ONacHa HeXenaHa
peakU1a NpH Npeao3upane Ha onuouauTe. OOUKHOBEHO BL3HHKBA NPH NMALMEHTH B CTapyecKa BB3pacT
M M3TOLIEHHU {HEMOLIIHH) NAaUMeHTH. Onyouaute OMXa MOIJIM CbUIO TAKA A3 NPEAU3BHKAT CHITHO
NOHWKABAHE HA KPBBHOTO HANATaHE NMPH NpeApaznoOXEeHU NalHEHTH

ClleAHHTE HEeXKeNAHH PeaKUHH ca HAGAIOZABAHH NPH NAIHEHTH, JIEKYBaHH 3a 00/1Ka

YecTn (Morar aa 3acersar a0 1 Ha 10 nyim)
- boJika B 00nactra Ha KOpeMma;

- 3amnekx;

- Anapus;

- CYyXOTa B yCTarTa;

- JOLLO XPAHOCMHIAHE,;

- MOBPBLUAHE,

- rajacHe;

- ¢naTyneHuus (obpa3yBaHe u OTAE/NAHE Ha ra3oBe);
- HaMaJIeH aneTUT WK 3aryba Ha aneTur;
- 4YYBCTBO Ha 3aMafsHOCT MJIH ,,CBETOBLPTEXK |
- raapodonue;

- ropetiy BbJIHU;

- ycellaHe Ha Heobuyarina cnabocr;

- yMOpa WiIH H3TOLLEHHE;

- CcbpOexX 110 KOXKaTa;

- KOXHHU peakuun/oOpHB;

- MOBHILEHO U3NOTABAHE;

- CBETOBBPTEXK;

- 3aTPYJAHEHO 34CNHBAHE;

- CHHJAHUBOCT.
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HeuecTn (Morar fna 3acersar ao 1 Ha 100 aywn)

- NoJyBaHe Ha KOPEMA,;

- HeoOHYaliHH MUCIH,

- TPEBOXKHOCT;

- 00 BPKAHOCT;

- AeTpecus;

- HEPBHOCT;

- CTAraHe B MbPANTE, OCODEHO aKO BEUe UMaTe UCXEMUYHA DONECT Ha CHPLIETO;

- NOHMKaBaHE HA KPLBHOTO HaJISraHe, |

- CUMIITOMH Ha OTHEMAaHE, KaTo Bb30yaa;

- 3aryba Ha Cb3HAHHE;

- JIHNCa Ha CHEPrus,

- Kaxka;

- NPOMEHEH BKYC;

- cbhpueOueHe;

- HITBYHH KOJMHKH;

- 00/1Ka B rbpAUTE;

- 00110 HEPa3NOJIOKEHNE,

- OoJka;

- OTOK Ha PBLLUETE, IME3CHUTE WIH KpaKaTa;

- 3aTPyAHEHO KOHLICHTPHUPAHE;

- HapyuIeH roBop;

- Tpenepexe;

- 3aTPYAHEHO JHILLAHE;

- He3rnoKONCTRO;

- BTpUCAHE;

- NOBHLIEHH HePHOAPOOHU EH3UMMU,;

- NOBHILABAHE HA KPLBHOTO HafAraHe,;

- HaMaJieHa CeKCyallHa aKTUBHOCT;

- Xpema,

- KalLIHLa;

- CBPbXUYYBCTBUTESTHOCT/AICPrHUHH PEAKLIMH,

- 3aryba Ha Terno;

- HApaHABaHHUA NPY 3/10TIONYKH;

- YYeCTEHH MNO3IUBH 38 YPUHHPAHE,;

- MYCKYJIHH Kpamny;

- MYCKYJ/IHH NOTPENBAHHA;

- 6oJiKa B MYCKYJIHTE;

- HapyLICHWE Ha 3PEHHUETO; -

- ENMWIENTHYHH rbpUYOBe (0CO0EHO NPH X0Opa ¢ ENUNENCHA WIH NPEeapasnoNoKeHOCT KbM
rbpUOBE).

Peaxu (Morar na 3acerHat ao 1 Ha 1000 aywn)
- YCKOPEH CbPACYEH PHTHM,

- JIeKApCTBEHa 3aBUCUMOCT,

- npobnemHu cue 30UTE,

- HajaaBaHe Ha Terno

- NpO3fABaHe.

C HeH3BecTHA 4ecTOoTa (OT RATHYHKUTE AaHHH He MOXKe /12 Oble HalpaBeHa OLEHKa)
- ey(OpHUYHO HACTPOECHME,

-~ CHJIHA CBHHJIHBOCT,

- epeKTWUIIHa AHCPYHKLHA,

- KOLLMapH,

- XaTIOLMHALUH,

- MOBBPXHOCTHO AMILIAHE,

- 3aTpYZHEHHs NPH YPUHHPAHE,

10
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- arpecus,

- WA3TpbNBaHe Ha KoxkaTa (DolikaHe),

-  OpUrBaHe, .

- CbHHAa anHed (nay3H B AULIAHETO [10 BPEME Ha CHH).

Ilo oTHOUIEHHE HR AKTHBHOTO BellleCTBO OKCHKOAOHOB XHAPOXJOPAO, KOTATO HE E B
KOMOHHAHA ¢ HAJJOKCOHOB XHAPOXJIO0PHA, €A HIBCCTHH CJICAHHTE PA3THYHH HEAXKCJIAHH
pPe€akuHH.

OKCHKOAOH MOXeE Aa NpeaAn3BYKa NpobieMu ¢ AMIIAHETO (MOTHCKAHE HAa JULIAHETO), CBUBAHE Ha
3eHHLMTE Ha OYHTE, OPOHXOCNA3MHK M CMAa3My Ha INiaikaTa MyCKYJIaTypa M NOTHCKAHE Ha
KallNUuHHA peduiekc.

YecTH (Morat aa 3acernar no 1 Ha 10 ayiun)

- MPOMEHH B HACTPOEHHUETO M JIMYHOCTHH MPOMEHH (KaTO AENpechs, UyBCTBO HA EKCTPEMHO
lacTue),

-  HamafieHa aKTUBHOCT,

- NOBHIIEHA AKTHBHOCT,

- 3aTPYAHEHHA B YPUHHPAHETO,

- XBJlAHE.

HeuectTn (Morar aa 3acerdat go 1 Ha 100 gywmn)

- HapYUICHA KOHLICHTpALIHS,

- MHIPEHA,

- [TOBHILEHO HATIPE)KEHHUE HA MYCKYJIMTE,

- HEBOJIHU MYCKYNHH KOHTPaKLMY,

- CBCTOAHHE, NIPH KOETO YepBaTa CNUpaT 1a PYHKUHWOHHPAT MPaBUAHO (UIEYC),

- CyXa Koxa, , |

- MOHOCUMOCT KBbM JIEKAPCTBOTO,

- HamMaJieHa YYBCTBHTEJIHOCT KbM 00NKa MK AONHP,

- HapylleHa KOopAWHaLVA,

- POMEHH B rnaca (AucgoHH1),

- OTOK MOPaAM 3aAbpKaHe Ha BOJa,

- otcnabeH cryx,

- A3BH B yCTAaTA,

- 3aTPYAHEHHA MPHU NperiibllaHe,

- Bb3NaJ€HH BEHUY,

- HAPYLLEHHUS HA BbL3MPHATUHETO (HANMpHUMEP XaIIOLMHALUH, Aepeann3auus),

- 3a4YEPBABAHE HA KOXKATa,

- o0e3BoAHsABaHE,

- BBL30YAa,

- HaMaJIeHH HHBA HA NOJIOBUTE XOPMOHH, KOWTO MOraT 1a OKaXaT BIHAHKE BbpXY 00pa3yBaHeTo
Ha CNEPMAaTO30UAH MPH MBXXETE WIH BbPXY MEHCTPYaAIHHUS UHKBJ MPH XKEHHUTE.

Peaxkn (Morat na 3acersar ao 1 Ha 1 000 ayiu)

- cbpOs 06pue (ypTHvkapus), |

- XepneTHYHH HHOEKUHH MIIH Xepnec (KOMTO MOraT ia Npeax3BHKaT obpasyBaHe Ha MeXypH
OKOJ10 YCTaTa WiH NONOBHTE OPraHu),

- MOBULIEH aneTHT,

- YepHH (KaTpaHEHH) H3NPaKHEHKS,

- KbpPBEHE OT BEHLIMTE.

C Hen3BecTHA 4eCTOTA (OT HATHYHHKTE AAHHH HE MOXKe Aa Objie HanpaBEHA OLICHKA)
- OCTPU F€HEpPANU3UpaHH aleprudHH peakuny (aHapUIaKTHYHH peaKkumn),

- NOBHINIEHA YYBCTBUTENHOCT KbM B0nKa,

- JIUMCa Ha MEHCTpYallu,

- CUMIITOMH Ha OTHEMaHE NMPH HOBOPOAEHOTO,
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- npobnem, 3acarall Knana MeKay dKAbYHUA KaHal ¥ YepBaTa, KOHTO MOKe a Npear3BHKa CHITHA
bonka B ropHaTa 4acT Ha Kopema (HapyweHa pyHkumMa Ha chuHkrepa Ha Oau),

- npoOneMH ¢ OTTOKA Ha MUTbYKa,

- Kapuec.

Caeannre HeXKeNAHH peaKnAH ¢a HAGIOIABAHH NPH NAUHEHTH, JIEKYBAHH 3a ApYyro 3a0o1aBaHe

Mpuoro yecTn (Morar aa 3acerHar noseue ot | Ha 10 gyumm)
- rinapodonne,

- CHHJIMBOCT,

- 3amnex,

- rajeHe,

- NOBHULLEHO M3MOTABAHE,

- yMOPa WIH M3TOLLEHHE.

YectTw (Morar ga 3acerHat g0 1 Ha 10 aymm)

- HaMasleH aneTUT 0 3aryda Ha aneTHT,

- 3aTPYAHEHO 3aCTIUBaHe,

- JENpecHs,

- YCEILAHE 3a 3aMasHOCT WIH ,,CBETOBbPTEXK ,

- 3aTpyAHeHa KOHLEHTpaLuA,

- Tpernepexe,

- U3TPBLIIBAHE HA PbLIETE WK KpaKarTa,

- HapyLUEeHO 3peHHUe,

- CBETOBbPTEX,

- ropelly BbIIHH,

- CrajaHe Ha KPbBHOTO HANATAHE,

- NOBHILABAHE HA KPLBHOTO HaJATraHe,

- Oosika B o0nacTra Ha Kopema,

- CYXOTa B yCTaTa,

- MOBPbLUIAHE,

- MOBHLUEHH YEPHOAPOOHHU €H3UMU {MOBHIIIEHA aJJaHWH aMUHOTpaHCepasa, MOBHILEHA
rama riayramMuaTpaicdepasa),

- CLpOALUA KOXKa,

- KOXHH peakuun/odpus,

- 60JKa B rbpaUTE,

- BTPUCAHE,

- Bonka,

- Kaxaa.

HevecTn (MoraT aa 3acerHar ao 1 Ha 100 ayuin)
- HaMaJIeHO CEKCYanHO BNEHECHHE,

- €NHU30AU HA BHE3AMNHO 3aclnuBaHe,

- NMPOMEHEH BKYC,

- 3aTPYAHEHO JULIAHE,

- rasose,

- epeKTU/IHa AUChYHKLNA,

- CHMITTOMM HA OTNnajaHe, KaTto Bb30yna,

- OTOK Ha PBLIETE, ITIE3EHHTE WK XOHJIATA,
- TPaBMH NPH HHLIMAEHTH.

C nen3BecTHA yecTOoTa (OT HAUTHYHUTE JaHHW HE MOXe Ja Obae HanpaBeHa oueHKa)//»
- CBPBbXYYBCTBHTENHOCT/aNEPruvHu peakiiuy,
- 1aToOJIOTHYHH MHUCIIH,

- TPEBOXHOCT,

- 00BbPKaAHOCT,

- HepPBHOCT,
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- 0e3noKOHCTBO,

. eyPOPUUHO HACTPOEHHE,

- XaJIO N HALIMH,

- KOLLIMapH,

- EMUIENTHYHU TbPUOBE (OCOOEHO NPH XOpa C ENUIIENICUA WM TIPEApa3NoI0KEHHE KbM
rbpyOBE),

- NeKapCTBEeHA 3aBUCUMOCT,

- CUJIHA CHHJUBOCT,

- HapyLlIeH roBop,

- 3aryba Ha cb3HaHHE,

- CTATaHEe B bPJAHTE, 0COOEHO aKO UMaTe HCXEMHUHA OONIECT Ha ChPLIETO,

- chpuebuene,

- YCKOPEH CbpPACHEH PUTHM,

- NOBLPXHOCTHO AHILAHE,

- KallJauia, '

- Xpema,

- npo3sBaHe,

- f10/lyBaHEe Ha Kopema, J,

- auapus,

- arpecus,

- JIOLUO XpaHOCMHUIIAHE,

- OpHrBaHe,

- npobneMu cbe 3LoUTE,

- AUTHYHA KOJIHKA,

- MYCKYJTHH KpaMIHy,

- MYCKYJ/IHH NOTpENBaHUA,

- MYCKYJ1Ha 0onKa,

- 3aTPYAHEHO YPUHUpaHe,

- 4eCTH NO3HUBH 3a YPHHHPAHE,

- 0010 HEPA3MOJIOKEHHE,

- 3ary0a Ha Tero,

- MOBUIUEHO TEFJIO,

- YyYBCTBO Ha HeobuuaiiHa caabocr,

- JIMTICA HA EHEPTHA.

Cho0maBaHe HA HEXKEJTAHH PeAKIHH

AKO MOJyYHTE HAKAKBH HEXE/AHH IEKAPCTBEHH peakluy, yBeromete Bawuns nekap, papMauesT, Wik
MeIHLHHCKA cecTpa. TOBa BKIOYBA BCHYKH Bb3MOXHH HEONHUCAHHN B Ta3H JIUCTOBKA HEXeEJIaHH
peakunH. MoxeTe ChlLo Ja choOIINTE HEXETAHW PEAKLUHH AHPEKTHO 4pe3 N3mbHUTEIHATA areHUHA
Mo JsiexapcTrara, yJi. . Jlamau ['pyes” Ne 8, 1303, Codus, Ten. +35928903417, yebeakit: www.bda.bg.
KaTto ¢pobOliaBaTe HEXeNaHU peakLUHH, MOXKETE [a JAJETE CBOA MPUHOC 3a 1oJIyYaBaHe Ha MoBeYe
uHpopMaLHg OTHOCHO 0€30NacHOCTTa Ha TOBa JIEKapCTBO.

5. Kak aa coxpanasate Oxcnxogon/Hanokcon TeBa

Jla ce cbXpaHaBa Ha MACTO, HEAOCTBLMHO 32 Aeua. ChxpaHAaBaiTe TOBA JIEKAPCTBO B 3aK/IKOUEHO
6e30nacHO H CHIYPHO MSCTO 3a CbXPaHEHHE, KbAETO APYTH XOpa HAMAT AOCTBN 10 Hero. To Moxe Aa
NPUYHHH CEPUO3HH YBPEXKAAHKA H Na Obae (aTanHo 3a XopaTa, KOraTo He UM € NpeannucaHo.

eTHKeTa H 01 HCTCpa CIC nFO}],EH no:’ CpO}('bT Ha roaHOCT OTroBapsAa Ha l'IDCJ"leIlHH

He winonsBaiTe TOBA NEKApPCTBO cnen cpoxa Ha FrOAHOCT, oTdensszaH BbLPXY KapToHE
e{fé
NOCOYEHHA MeceLl,.

Bauctep: Jla ce cuxpanssa noa 25°C. ' %1-_; [
- Q SRR ' n‘._;}*.f;'
Byrunku: Jla ce cbxpanasa noa 30°C, | \ (,1,'-{,_} N
. #;':F '\_‘u
. .
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He naxsbpasiiTe nekapcTBara B KaHAIH3AUMATA WIM B KOHTEHHEpa 34 AOMALLHHW OTNIAdbLH.
[TonuTaiite Baluus papMaueBT Kak Aa H3XBBbPAATE NEKAPCTBATA, KOUTO Beue He u3nonssare. Te3u
MEPKH Lii€ CMOMOTHAT 3a ONa3BaHE Ha OKOJIHATA cpeja.

6. CrLabpXaHHe HA OMAKOBKATA M AONbLAHHTETHA HHPOPMANHS

Kakso cuabpaxa Oxcnkogon/Hanokcon Tesa
AKTHBHHTE BelIECTBA Ca: OKCHKOAOHOB XHAPOXJIOPHA H HATOKCOHOB XHAPOXJIOPHAL.

Okcurkogon/Hanokcod Tepa 10 mg/S mg TabneTku ¢ yablkeHO ocBobOKAaBaHe

Beaka Tabnerka ¢ yabmkeHo ocBoboxkaaBaHe chabpka 10 mg OKCUKOJOHOB XHAPOXJIOPHA
(eKBHBaJIEHTEH Ha 9 Mg OKCHMKOAOH) U 5 mg HATOKCOHOB XHUApOXJIOpUA (KaTo 5,45 mg HaNOKCOHOB
XMAPOXJIOPHA AMXHAPAT, €eKBUBAJICHTEH Ha 4,5 mg HATOKCOH).

Oxcukoaon/Hanokcon Teea 20 mg/10 mg TabneTk ¢ yABLAKEHO OCBOOOKAaBaHE

Bcska Tabnerka ¢ yawmkeHo ocBoboxnasaHe chabpxka 20 mg OKCHKOAOHOB XHAPOXJI0pHA
(exBuBaneHTeH Ha 18 mg okcukoaoH) u 10 mg HanokcoHoB xuapoxnopua (karo 10,9 mg HaloKCOHOB
XWIPOXJIOPHA AHXHAPAT, EKBUBAJICHTCH Ha 9 mg HAaNOKCOH).

Jlpyrure CbhbCTaBKH ca:

Anapo na Tabnerkara
[TonuBHHUIALETAT, NOBUACH, HATPHER NaypHacyadar, KoNouaeH, O€3B0OIEH CHIHLMEB IHOKCHA, ,
MHKPOKpPHCTaJTHa LIENYJ/I03a U MarHe3ues creapar.

[TokpuTHe Ha TabneTkaTa
[MoauBHHUAOB aIKOX0, THTAHOB AHoKcKHa (E171), makporosn, Tank U camo 3a Oxcukoaon/Hanokcon

Tesa 10 mg/5 mg Tabnetku - yepseH xeneseH okeua (E172).

Kak naraexna Oxkcukogon/Hanoxcon TeBa H KAKBO CBALPAKA ONIAKOBKATA
Okcuxonon/Hanokcon Tesa 10 mg/S mg TabneTky ¢ yAB/DKEHO OCBODOXAABAHE

Po3oeu, npoabAroraTi, NBOHHOM3MBKHAIN TabETKH C YABIKEHO OCBOOOMKAaBaHE C ACTTUTETHH
yepTH OT JABETE CTPaHH, ¢ AbbkHHa 10,2 mm, wmpounHa 4,7 mm W BucounHa 3,0 — 4,0 mm.
Tabnerkarta Moxe na 6bac pazaeneHa Ha ABE paBHH AO3HM.

Oxkcukoaon/Hanokcon Tepa 20 mg/10 mg TabneTku ¢ yALIDKEHO 0cBOOOKAaBaHe
Benu, npoabaropatH, ABOHHOM3INBKHAIH TAONETKH € YABLIDKEHO OCBODOKAABAHE, ¢ ACIHTENTHH HEPTH
OT ABETE CTPaHH, ¢ AbKKHA | 1,2 mm, wxpoynHa 5,7 mm 1 BUcouHHa 3,3 — 4,3 mm.

Oxcukogon/HanokcoH Tesa ce npeanara B:

3awmmrrenu ot Aeua 6aucrepu ¢ 10, 14, 20, 28, 30, 50, 56, 60, 90, 98 u 100 TabneTku ¢ yaAbDKEHO
ocBOOOXKAaBaHE; 3alIMTEHH OT Aeua nepdopupaHn SaMcTepH ¢ eanHUYHa ao3a ot 10x1, 14x1, 20x1,
28x1, 30x1, 50x1, 56x1, 60x1, 90x1, 98x1 and 100x1 TabneTkH ¢ yaABIKEHO OCBOOONKIaBaHE WIH
OyTWIKHU CbC 3alIMTEHH OT aeua 3anywanku ¢ 50, 100, 200 nin 250 TabaeTkn ¢ yanmkeHo
ocBoboxKnaBaHe.

He BcHuku BMIOBE ONAKOBKH MoraT Aa ObaaT nycHaTH Ha nasapa.
IpuTexaTes HA pa3pellieHHETO 32 ynorpeba # NPOU3IBOANTEN
[IpurexxaTe HA pa3pellleHHETO 33 ynorpeba:

Teva B.V.

Swensweg 5, 2031 GA Haarlem

Hwupepnanansa

IIpou3BoaAHTE/IH:
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Develco Pharma GmbH

Grienmatt 27, Schopfheim 79650
['epmanus

PLIV A Hrvatska d.o.o. (PLIVA Croatia Ltd.)
Prilaz baruna Filipovica 25, Zagreb 10000
XbpBaTus

ToBa ilekapcTBO € pa3pelieHo 32 ynorpeda B Abp:KaBHTe - WieHKH Ha EBponelickoTo
HKOHOMHYECKO NPOCTPAHCTBO NMOJ CJIeiHHTEe HMEHa:

bbarapus: Oxkcukoon/Hanokcon Tesal 0 mg/5 mg TabneTku ¢ ya1b/KEHO
0CBOOOXK/1aBaHe
Oxkcukoaon/Hanokcon Tesa 20 mg/10 mg TabneTku ¢ yaAb/IKEHO
ocBoOOXK/1aBaHe
XbpBaTHA: Oksikodon/nalokson Pliva 10 mg/5 mg tablete s produljenim oslobadanjem
Oksikodon/nalokson Pliva 20 mg/10 mg tablete s produljenim oslobadanjem
DUHIaHMS: Oxycodone/Naloxone ratiopharm 10/5 depottabletti
Oxycodone/Naloxone ratiopharm 20/10 depottabletti
['epMaHums: Oxycodon comp.-AbZ 10 mg/5 mg Retardtabletten
Oxycodon comp.-AbZ 20 mg/10 mg Retardtabletten
HUranus: Naloxidol 10 mg/5 mg
Naloxidol 20 mg/10 mg
[Tonma: Oxyduo
Hcnanus: Oxicodona/Naloxona Teva 10/5 comprimidos de liberacion prolongada
Oxicodona/Naloxona Teva 20/10 comprimidos de liberacion prolongada
[LIBeums: Oxycodone/Naloxone Teva

JlaTa Ha nocJ1elHO npepasriiexaane Ha Jacroskara —02/2025

QR koa u URL

JApyra H3TOYHHIH HA HHPOpMALUA

[Tocneano onobpeHarta npoAyKTOBa HH(POpPMaLIMA 3a TOBA JIEKAPCTBO € JOCThIIHA Ype3 CKAHUpaHe Ha
<QR koaa> <apyr 2D 6ap koa> <NFC>, primoyeH B <JIucTOBKaTa 3a nauueHTa> <KkapTOHEHaTa
OMaKOBKa> <[TbpPBHYHATA ONAKOBKa> CbC cMapTdoH/ycTpoicTBO. Chlata HHPOPMALIKA € HAIMYHA H
Ha cneanus nuHK: {URL} <u Ha yeGcaiita Ha <UAJI>>.

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

Camo URL
Apyru H3TouHHUH HA HHOpMALIHHA
[TocnenHo onobpeHara npoaykToBa HHGOpMaLMs 32 TOBA JIEKAPCTBO € AOCTHITHA Ha C/IEAHUS JIMHK:

{URL} <u Ha yeGcaiita Ha <UAJI>>
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