HNH®OPMAILINA 3A TAIUEHTHU
ACTONEL 30mg film-coated tablets

AKTOHEJI 30 mg ¢uavupann taérerkn

risedronate sodium ( HaTpueB pH3enpoOHAT)

IIpoqueTe BHMMATE/IHO IAJ1aTA JIHCTOBKA IIPpEaN 12 3aN0YHETE JAa IpHEMATe JIEKAPCTBOTO.

. 3anazere TUCTOBKaTa. MoXe /1a Ce HAJIOKH 1A A MPOYeTeTe OTHORO,
. AKO MMaTe BBNPOCH, TIOIHTAlTe CBOSI JIeKap HIH BapMaleBT.
. Tosa nexapcteo e npeanucano mu4Ho Ha Bac. He ro npenocrapsiite Ha apyr. To Moxe na

My HaBpeIM, 10py CHMIITOMHUTE MY J1a ¢a ChILUTE KaTo Bainure.
. AKO HSKOS OT HEKEJIAaHUTE PEAKLMHU Ce BIIOILH, WM KO 3a6eIexnHTe HeKeNaHH peakiuum,

KOHMTO He Ca OIIMCaHM B Ta3MW JIMCTOBKA, MOJISI C’BO6I]ICTG Ha Bamus JICKap uin (l)apMaI.IeBT.

B Ta3m aucroBka:

1. Kakgo npencrarisaBa AKTOHEN U 3a KaKBO cd WTERRTENH A ATEHUNS N0 TIEKAPCTBATA
2. [penu na npuemere AkToHeN Nuemobia - Mpuroxenue 2

3. Kak ce nprema AKToHen Kow Poe. e ... 2 R 065,
% BrsvoxauHexeran reapersont peariin Pagpewsnue e /C’S( ...... /. 30820"’

5. Kak ce cpxpansapa Axkronen
6.  JlomsHHTeNHA MHbOPMAIS QGOBPEHUE N ..vovrvseeescrssrerforrreroso

1. KAKBO ITPEJCTABJISIBA AKTOHEJI M 3A KAKBO CE M3IIOJI3BA

Kakpo npeacrasiasBa AKToHE

AKTOHeJI IPUHAIUIEX M KbM TPyNia HEXOPMOHAIIHH JIeKapcTBa HapeueHH GredocdOHaTH, KOUTO ce
M3MIOJI3BAT 32 JIEYEHHE Ha KOCTHU 3abossiBanus. Toil neficTBa MPAKO BBPXY KOCTHTE M I'l IPABH
TO-3/IpaBy, MOPAIH KOETO — MO~-HEYYIUIMBH.

Kocrra e xuBa ThkaH. CTapoTo KOCTHO BEILECTBO MOCTOSHHO CE OTCTPAHSBA OT CKEJIETA U Ce
3aMecTBa OT HOBa KOCT.

Bosnecrra na Paget’s ( ITamker) HacThIIBa, KOraTo MPOLIECHT Ha OGHOBSIBaHE Ce CIy4Ba no-0up30
1 HE Ha CHOTBETHOTO MACTO. HoBata KocT, koATo ce Bh30GHOBSBA € [O-YYILTHBA OT HOPMAITHATA,
yronemspa ce B 0BeYe H BOJH 10 GOJIKa U eBeHTyanHa ¢pakrypa.

AKTOHEN 3aMeHs PEMOJICITHPAHETO KbM HOPMAJIEH MpolLieC, BpPBIIA 3JpaBHHATa HA KOCTHATa

CTPYKTypa.

3a KaKBoO ce B3M0,13Ba AKTOHEJ

Jleuenue Ha Gonectra Ha Paget (Ileiimker) Ha koctute ( osteitis deformans).




2. NPEIU JA ITIPUEMETE AKTOHEJI

HE npuemaiiTe AKTOHEN

. AKO UMare ajleprusi KbM HATPHEB PU3EAPOHAT WM KbM KOSTO M Ia € OT ChCTABKHTE Ha
Axronen (Bx. Pa3nen 6, “Kakso cbabpika AKTOHeT”)

o Ako iekapsaT Bu e xasan, de nmate 3aGoNsBaHe HAPEUEHO XHIMOKAIIHEMHS (HHCKO HHBO

Ha KaJILIUi{ B KPBBTA)

J AKO CBIIECTBYBA BEPOATHOCT Ja CTe GpeMenna, GpeMeHHa CTe WM TUTaHHpaTe 1a
3abpeMeHeeTe

. AKo KbpMHATE

. AKO MMarTe TexKo 0n0pedno 3aboasiBane.

OGbpHere cnennanno BHEManAe H rosopete ¢ Jekaps ci IIPEJN xa sanounere aa
npueMarTe AKTOHe
‘ . AKO He CTe B ChCTOSHHE 1a CTOHTE M3NPaBeHH (CeIHATH HIIH IIPABOCTOSLIH) B

NpoasDKeHHe Ha roHe 30 MUHyTH.

. AKO HMaTe MaToNOrudeH KOCTEH M MUHEpaleH MeTaGoN3bM (Hanp. JIUIca Ha BUTaMuH D,
[IaTOJIOrMs Ha MapalIMTOBHIHUS XOPMOH, TIOHEXe U ABETE ChCTOAHMS BOJAT A0 HUCKH
HHBA HA KAJILUI B KPHBTA).

. AKO B MHHAJIOTO CTe MMAJTH TIPOGIEMH ¢ XPaHOTIPOBOAa (TpB6aTa, KOATO CBBP3BA YCTATa

CBC cToMaxa). Hanpumep, 1a cTe MMaii Goska Wil 3aTpyIHEHHs NPy MPErTHIAHeTo Ha

XpaHa.
. Axo cre choGLMIH Ha Baumia ekap,ue MMaTe HEIIOHOCHMOCTKBM 3aXapH KaTo (JIAKT03a).
. AKO CTe UMaJTM WK MMaTe GOJIKa, OTOK HIIM M3TPBIBAHE Ha YETIOCTTa WIH YCEIaHe 3a

»TEHKECT’ B HUEJIFOCTTA WIH KJIaTell ce 350.
) AKO cTe NoIJIoKeHHU Ha 360071e4eHre Wi Bu npenctou 356Ha onepanus, crobmmeTe Ha
. CBOA 3B00JI€Kap, Ye ce JieKyBaTe ¢ AKTOHeJ.
Baumsr nexap me By nocsBeTBa KaKBO 1a NpaBHTe, JOKATO IpHeMaTe AKTOHEN U aKO UMATe
HAKOE OT TOPeroCcOYeHUTE Hellla.
Tosa nexapcTBo chabprKa Jlakrosza [lopany ToBa, TO3M JIEKapCTBEH MPOAYKT € MPOTHUBOMOKA3aH
[IpH BPOZICHA TajlaKTO3€MHA, CHHIPOM Ha IVIIOKO3HA M TalakTO3Ha ManabCcopOLMs Wiy JaKTa3sHa
HEIOCTATHEYHOCT.
IIpuemane Ha 1pyru JekapcTea

.HeKapCTBaTa, ChABPIKAIIH HAKOE OT CJICOAHUATE BELIECTBA IMOHWKABAT e(beKTa Ha AKTOHCJ'I, aKo C¢

MpHUEMAT MO CHUIOTO BPpeMe:




L Kanuui

. Mar=e3ui
o ATyMHUHUH (HanpuMep HAKOH CMECH MPOTHB JIOLIO XpaHOCMUJIAHE)
° HKEJIA30.

[Npuemaiite Te3n nexapcTBa moHe 30 MUHYTH criefi TaGlleTKaTa AKTOHE].

Mo, cboGmete Ha cBOs neKap WM GapMaLEBT aKo MPHeMAaTe WIM HACKOPO CTe IPHeMaH
HAKaKBM JPYTH JIEKapCTBa, BKIKOYMTEIHO JIEKapCTBa, KyMeHH Ge3 pelenra.

Ilpuemane Ha AKTOHE ¢ XPAHH H HANHTKH

Msoro e Baxno na HE npuemare TabiieTkara ¢ XpaHd M HAMUTKH (PaslIMYHK OT OGHKHOBEHA
BOZIa), 3a Jia AeficTea mpaBuiiHo. Tlo-crienuanto, He npreMaiiTe TOBa JIEKAPCTBO €AHOBPEMEHHO C
MII€YHH MPONYKTH (KAaTO MIIAKO), ThH KaTo Te ChABPKAT Kamumii (Bx. Pasaen 2, “TIpuemane Ha
JIpyry JIeKapcTBa’™).

Koncymupaiite xpanu n HanuTky (pasiiMYHA OT OGMKHOBEHA BOJIA) Hali-Masiko 30 MHHYTH clex
npueMaHe Ha TabeTkata AKTOHEI.

BpemMeHHOCT H KBbpMeEHe

HE npuemaiite AKTOHEN,aK0 CHIECTBYBA BEPOSTHOCT Ja CTe GpeMeHHa Wik IIaHUpaTe 1a
3abpemeneete (Bx. Pasnen 2, “He npuemaiite Aktonen”). [IOTEHIMATTHUAT PUCK CBBP3aH C
ynorpebara Ha HATPUEB PU3EAPOHAT (AKTHBHOTO BELIECTBO B AKTOHEI) IIPH GPEeMEHHH KEeHHU €
HEU3BECTEH.

HE npuemaiite AktoHesn, ako kppMute (Bx. Pasnen 2, “He npuemaiite AktoHen™).
Hlodupane u paéora ¢ MalIHAH

He e u3pecTHO AKTOHEN Jja TOB/IHABA CLIOCOOHOCTTA 3a WOdUpaHe U paboTa ¢ MALIMHH.
Bakna magopmanusi, OTHOCHO HAKOH OT ChCTABKHTE HA AKTOHEN

AKTOHE ChIBpKa U3BECTHO KOJIMYECTBO JIAKT03a ( BIK cekKuus 2 ,, OGbpHeTe CrielanHo
BHUMaHHUe U rosoperte ¢ nexapsa cu [IPEJJH na 3anounete na npuemare Akrouen ).

3. KAK CE IPHEMA AKTOHEJ

Jo3npoBka

Bunaru npuemaiite AxkToHeNn TO4HO kKakTo By e kazan siekapsr. [TocsBeTBaliTE ce ¢ nekaps cu
aKo He CTE CUT'YPHH.

ObuyaiiHa fo3a:

[Tpuemaiite EJTHA Tabnetka Aktonen ( 30 mg HATPHEB PU3EAPOHAT) BEAHBK THEBHO.
IpenopruBaHaTa NPOAB/DKHTETHOCT HA JICYEHHE € 2 MECELIA.

KOT A ce nprema TaéneTkaTa AKTOHEN

HAU — JTOBPE npuemaiite TaGeTkata AKTOHeN Haii-Manko 30 MHUHYTH IOpeIH IbpBaTa XpaHa

WM HAalMTKAa (pa3iiyHa OT OOMKHOBEHA BOJA) WIH APYTH JIEKAPCTBA 34 JCHA.



B onpenenenu cimyuam, xoraro nmpuemsbT npeayu 3aKycka He € yaoOeH, Actonel moxe na ce
TIpHEMa MELY XpaHCHHATA WM Bedep IO eIHO U CBILIO BPeMe OT AeHs, KaTO CTPOro Ce CrasBar
C/ICZHATE yKa3aHWs € Lesl [1a Ce rapaHTHhpa, 4e Actonel ce npuema Ha mpaseH cromax:

e Ilspeo

Mexny xpamenusrta: Actonel TpsaGBa na ce IpHeMa NoHe 2 yaca MpeAd U IOoHe 2 4aca ciien
KaKBOTO M 12 OWIIO s7ieHe, JIEKapCTBEH NPOAYKT WIH HAITHTKA (pasnuyHa OT YKCTa BOAA).

e Hmm

Beuep: Actonel TpaGea 1a ce nprema noHe 2 yaca cliel OCHEIHOTO 3a EHS SICHE, JIEKApCTBEH

IIPOZTYKT WM HAaIIMTKA (PasfiyHa OT YHCTa Boxa). Actonel TpsaGea na ce npueMe roHe 30 MUHYTH

Mpey JsaraHe.

KAK ce npuema TabiieTkaTa AKTOHE

. Hpuemaiite TabneTkara, JOKaTo CTe B H3MPABEHO MOJI0MKEHHE (MOXKETE /1A CEITUTE WK
CTOMUTE M3MPaBEeHH), 32 1a W3OETHETe MapeHe B rPhIHMS KOIIL

. ITorbaHere 1 ¢ noHe enHa yama (120 ml) o6uxkHOBena Boxa. He npHeMaiite
TabJeTKaTa ¢ MHHEPATHA BOAA WM HANUTKHU Pa3IMIHH OT OGUKHOBEHA BOJIA.

° IHorbanere g usia. He s cMydeTe U He 1 1bBYeTE.

. HE asiraiite B npoxs/nkenne Ha 30 MAHYTH cJiel pHeMaHe Ha TabJeTkaTa.

Baumsr niekap me Bu kaxe, ako ce Hyxxuaete oT 106aBsHe Ha KaILMN M BATAMMHH, B cityvaii ue

He TIoeMarte J0CTaTh4YHO OT XpaHara.

Axo npuemere IIO-TOJISIMO k011u4€cTBO AKTOHET OT HYXKHOTO

Ako Bue niy HAKOH IpyT cyqalHO MpHeMe NoBede TabneKTH AKTOHEN OT NPeAIHCaHoTo,

U3MHUATE e/IHA ITBJIHA YaIla MJISIKO U MOThpPceTe MeTHIHHCKA MOMOII.

Axo 3ABPABUTE na npuemere AkToHeN

Ilpu Bcyuku ciyyan:

* AKo npormycHeTe 1032 AKTOHeN B H3GpaHoTo oT Bac BpeMe, B3eMeTe KOraro cTe ce

CETHJIN,CBIIIACHO MHCTPYKUHMHUTE (HAID.MPEIH 3aKyCKa, MeXX/Iy XPAHEHUATa WK Beuep).
. 3anomuere ,4e TpaOBa Na B3eMare eHa TabNeTKa BEIHBX CEAMHUIHO, B I€HS , B KOHUTO
HOPMAJTHO s B3eMare.

He TpsGBa na B3emate nBe TabneTKM B eUH MeH, 3a ia HaBaKcaTe 3aGpaBeHaTa TabneTka.

Axo CIIPETE pa npuemare AKkToHEN

Morst, nocsBeTBaliTe ce ChC CBOS J1eKap NpeH Ja PElIUTe A CIpeTe JICYeHHETO CH.

AKO UMaTe NONbJIHUTEIHH BBIPOCH OTHOCHO YIOTpe6aTa Ha TO3H NPOAYKT, 3a/aifTe ' Ha

Bamms nexap unu ¢apmarest.

4. Bb3MOXHU HEXXEJIAHHU JIEKAPCTBEHH PEAKITUHN
KakTo BCHUKH ieKapcTBa, AKTOHEN MOKe 1a [PeaM3BHKA HEXeTaHH PEeakiuy, Makap e He

BCHYKHU I'M NOJTy4YaBar.



Cnpere 12 npremMaTe AKTOHE H He3a0aBHO ce CBBPHKETe € JIeKap, aKO MOTy4HTe:
. CuUMNTOMU Ha TEXKKHU alnepruvyHH PeakildH KaTo:

* OTOK Ha JIMLETO, €3UKa WIH I'BPIOTO

* 3aTpyJHEHO MpernbiaHe

* OOpHB U 3aTpyJHEHO AMINAHE

. Texxu koxHM peakIiiM, KOUTO MOTAT 2 BKJIFOYBAT MEXYPH IO KOXKATa.

Begnara cnho01iere Ha CBOSI JieKap ako MOIYYUTE HAKOS OT CJIEIHHUTE HEXKEIaHH PEaKIUH:

. OuHo BB3NANIEHHE, OGMKHOBEHO ¢ 00JIKa, 3aUepBIBAHE U APAa3HEHE OT CBETIHHA.

. [Tpo6aeMu ¢ KOCTTa Ha YEMIOCTTa CBBP3aHHU ChC 3a0aBEHO 3apacTBaHe ¥ MH(EKIHS, Hali-
4ecTo Cciiell BajieHe Ha 366 (Bk. Paszen 2, “O6bpHeTe cnienanHo BHUMaHHE W TOBOPETE C
JieKaps CH IpesiH a 3aro4HeTe aa npueMate OnTuHar’).

. CumnTomu 0T cTpaHa Ha XpaHOMPOBOJA KaTo GOJIKA MPH MPerTbIIAHE, 3aTPYAHEHO
nperibuiane, 601Ka B rpbJAHUS KOII WX HOBOMOSBUIIO CE WITH YCHUIIEHO MapeHe B IPhAHHS
KOML.

Ilo Bpeme Ha KIMHHYHHUTE NPOYUBaHH 00ade, HAGIOAABAHUTE HEXKENAHH PEAKLIMHM OOHKHOBEHO

Os1xa iekd ¥ He OfXa IPUYHHA MALUMEHTUTE 1a TIPECTAHAT Ja NPUeMaT TabIeTKUTE.

YecTn HeskeNaHA peaknu# (1Mo-Manko ot 1 Ha 10, Ho mosede ot 1 Ha 100 narpenTH)

. Hapyineno xpaHocMmunase, rajfgeHe, O0JKH B CTOMaxa, CTOMAIIHA CTIa3MH HIIH
AUCKOMOPT, 3a11eK, 4UyBCTBO Ha ITBJIHOTA, MIOAyBaHe, AHAPHA.

. Bonku B xocTHTE, MYyCKYNHTE WIIH CTABHUTE.

. I'mapoGomme.

He 4ectn Hexenanu peaknuH (no-Maiko ot 1 Ha 100, Ho moseye ot 1 Ha 1,000 nauuenTH)

. Br3nanenne win g3Ba Ha XpaHOTpoBoAa (TpbhOaTa CBBP3Balla YCTaTa ChC CTOMAaxa), KOUTO
NpeAM3BUKBAT 3aTpyJHEHHEe U OOJIKa MpH nperibinane (Bxk. cbino Pasgen 2, ©“ O6bpHeTe
CHEIHATHO BHUMAHKE U FOBOPETE C JIEKaps CH MpeIy Ja 3anouHere ga npuemare OnTuHar
”’), Bp3NaJICHHE Ha CTOMaxa U JIBaHaJeCeTONMPhCTHUKA (YEPBOTO, KOETO APEHHUPA CTOMAXA).

. Br3nanenune Ha oLiBeTeHaTa yacT Ha OKOTO (MpHca) (3auepBsBaHe U OOJIKa B OYHTE C
€BEHTYyaJHA IPOMSHA B 3pEHUETO).

Penxu nexxenann peaknuu (ron 1 Ha 1,000 mampesTH)

. Br3naneHune Ha e3uKa (3a4epBsaBaHe, OTOK, TIOHAKOTa GOJIKa), CTECHABaHe Ha
XpaHonpoBoza (Tppdara CBBP3BAlLa YCTATa ChC CTOMAXa).

. CpobmiaBa ce 3a aTOJIOMHYHH Ye€pHOAPOOHH u3cieaBanus. Te morar na ce
JUArHOCTHLIMPAT CaMo 4pe3 U3Ciie[BaHe Ha KPHBTA.

o BpemMe Ha MOCTMapKETHHIOBO MPOYyYBaHe ca ChOOIIABAHU CIIEAHUTE PeaKIUi

( HEH3BECTHA YECTOTA):

+ Kocomaza



¢ YepHompoOHM HapyLIeHHs, B OTAEIHH CIly4au TEXKKH

Psziko, B HauanoTo Ha NleueHHeTo, HUBATA HA KANLMI U docdary B KpBBTa Ha NAlMEHTa MOTAT 1a
Ce noHWxKar. Te3n npoMeHH OGHKHOBEHO Ca HE3HAYHTE/IHH U HE IABAT CHMITTOMH.
JIOITBAHUTENHO CIeIHUTE HeXelaH! JIEKAPCTBEHH PEaKIK ca HabII0aBaHu NIPU KIIMHHYHA
IpOyYBaHKs NpH ManueHTH ¢ 6osecTTa Ha [MaxkeT: HamasleHO 3peHHe, 3aTPYIHEHO JUIIaHe,
Kallinla, Bb3NaJICHHE HA JIAPHHKCA, 3aMBIIIEHO 3peHHe, KPaMITH, 3aMaliBaHe, CyXOTa B OUHTe,
PUNONON06EH CHHAPOM, MyCKyITHa Cl1aGoCT, NepH(epeH OTOK, YECTO HOLIHO yPHHUPAHE,
TnofyBaHe, 60/ka B IPbAHKA KOII, OOPHB, CHHYUT, IIyM B YIIHTE, 3aryba Ha Terio.

AKO, KOATO U [1a € OT HeXeIaHHTEe PEaKiMH Ce YTEKHH WX aKO 3a6elIeuTe HeKeTaHH peakiyu

>

KOHTO HE Ca CIOMCHATH B Ta3H JIMCTOBKA, MOJII c1>06meTe Ha CBOS JICKap WiIH Q)apMaueBT.

S. KAK CE CbXPAHSBA AKTOHE.I
. Ha ce cbxpaHABa Ha MSACTO, HEJIOCTHIIHO 3a Jela.

¢ He uznosnsBaiite TOBa JIekapCTBO Cliel M3THYaHE CPOKA HA FOIHOCT, YKA3aH BBPXY

KyTusTa ¥ 61uctepa.CpoKBT Ha rOAHOCT 0003HaYaBa MOCIEAHUS IeH Ha Mecera.

. To3u nekapcTBeH NPOMYKT He U3HCKBA CIIELMATHH YC/IOBHA HA CHXPAHEHHe.
JlekapcTBaTa He TpsA6Ba 1a Ce M3XBBPIIAT B KAHAJIM3ALMATA WIH C GUTOBHTE OTNA L.
omnuraiite dapmanesTa cH Kak Ja H3XBBPIIMTE JIEKAPCTBATA, OT KOMTO Bede He ce HyXKJaeTe.
Tesu Mepku 1Ie MOMOTHAT 32 OMa3BaHe HA OKOJIHATA CPEJia.
6. JOHODbJHUTEJHA HUHO®OPMALIUA
KaxkBo c¢babpika AKTOHE
AKTHBHOTO BEIIECTBO € HATPHEB pU3eAPOHAT. Beska Tabinerka chabpxa 30 mg HaTpHen
pH3eIpOHAT, eEKBUBAJICHTEH Ha 27.8 mg pH3epOHOBA KMCEIHHA.
OcTraHannTe CHCTAaBKM ca:
Copyesuna na mabnemama: Jlaxroza MOHOXHAPAT, MUKPOKPHCTATHA LIETy/103a, KPOCTIOBUIOH H
MarHesmeB cTeapar.
Dunm-noxpumue: XATIPOMEIIO3a, MAKPOTOJl, XHMIPOJI03a, CHIMKOHOB AHOKCH], THTAHHUEB

nuokeun [E171].

Kak H3rnexaa AKTOHEJ H KAKBO ChAbPKa ONAKOBKATA
®unmupanara Tabnetka AktoHen 30 mg e oBaiHa, Gsuia, ¢ 6ykeute “RSN” oT efHaTa cTpaHa u
“30 mg” ot npyrara cTpana. TaGneTkara ce npeiarar Ha nasapa B 6JMCTepH, ChAbpKAIH 1X 3

Wi 1x14 tabnerku .



IpuTekaTes HAa pa3pelieHHETO 32 ynoTpe6a:
Cano¢pu-Apentuc Brarapus EOOJ]
1303 Codus, 6yn. An. Crambonuiicku 103- Bearapus

IIpon3BoanTen:

Warner Chicott Deutschland GmblH,
Dr.-Otto-R5hm-Str. 2-4,

64331 Weiterstadt, I'epmanus

I[aTa Ha NNOCJICAHA peXaKknusa



