JIncroBka: HHPOpMALHA 32 NAIHEHTA
PANCE-Na-V:

Puavennkce 1 mg radaerkn

Rilmenix 1 mg tablets _ 70868 76 -11- 2005

puiMeHuauH (rilmenidine)

[IpouyeTreTe BHHMATEIHO LUAJAATA JIHCTOBKA, NMPEIH /1 3aN0YHeTe 12 IIpHeMaTe TOBA JIEKapCTBO,

Thil KATO TH CbAbPKA BaKHa 32 Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MOJXKe J1a ce HAJIOKH J1a i NpoYeTeTe OTHOBO.

- AKO UMATE HAKAKBHU JIOITBJIHUTE/IHH BBIIPOCH, nonuTaiTe Bawus nekap wiu (hapmaiesT.

- Tosa jiekapcTBO € npeanucato auvHo Ha Bac. He ro npeorcrbnsaiite Ha aApyru xopa. 1o moxe
/1a UM HaBPE/IH, HE3aBUCHMO Ye MPU3HALIMTE Ha TAXHOTO 3a00/15BaHe ca chluMTe Kato Bawwure.

- AKO 1OJIyuHTe HAKAKBH HEXKEJIaHW peakliuu, yseaomere Bawuns nekap wiu ¢papmaiest. Tosa
BKJIFOUBA U BCHUYKH Bb3MOJKHH HEXEJIJaHU peaKkLUH1, HEOITUCaHH B Ta3M JIMCTOBKA. Brkre

TOoYyKa 4.

KakBo ¢babpKa Ta3H JIHCTOBKA

55 KakBo npejacrasisiBa PUIMEHHKC U 3a KaKBO C€ M3I110/13Ba

2. KakBo TpsOBa jaa 3HaeTe, npeau J1a npuemere PUIMEHHUKC

3. Kak na npuemarte PunmeHukc

4. Bb3MOKHH HEXKEJIaHH peakiiMH

) Kak na cbxpansiate PUiIMEHHKC

6. CbabpikaHHe Ha ONAKOBKAaTa M JOMBIHUTE/IHA HH(DOpMAaLIKS
1. KakBo npeacrasisiBa PHIMEHHKC H 32 KAKBO €€ H310.13BA

dapmakoTepaneBTHYHA rPyrna: aHTUXHUIIEPTEH3WBHH JIEKApCTBa (JIEHCTBALLM BbPXY LICHTpaiHaTa
HepBHa cucteMma), ATC koa: CO2ZACO6.

PHIMEHHMKC ce M3M0J13Ba 3a JIeYeHHEe Ha eCeHLIMAIHA XUITEPTOHHUS (BUCOKO KPBbBHO HAJISAraHe).

2. Kakso TpaOBa 1a 3HaeTe, npeau Aa npuemere PHIMeHHKC

HE npuemaiite Pniamennkce:

& aKO CT€ aJIeprUuHi KbM PHIMEHH/IMH WIH KbM HAKOSA OT OCTAHAJIMTE ChCTABKH HA TOBA
nekapcTBo (M30poeHH B TOUKa 0).

& aAKO MMAaTe TeXKKa Jiernpecusi.

s aKo umare Texkka ObOpeyHa Hel0CTaTbYHOCT.

[IpeaynpexaeHus H nNpeanasHu MepKH
['oBopeTe ¢ Bawus nekap unu gapmauest, npem 1a npuemMere PUIMEHHKC.

& Hukora He crniupalTe BHE3anHO Jie4eHUeTo, BaluuaT iekap e noHWK1H NoCTEeNneHHO 103aTa.
o Undopmupaiite Bamus nekap, ako HACKOPO CT€ UMAJIH CbP/IEYHO-ChJA0BO ChbOUTHE (MHCYIIT,
HH(papkT Ha MHOKapaa). JleuenneTo TpaOBa /1a ce NpoBeX1a NpH peIOBEH JIEKAPCKH ngpﬂn P
5 AKO cTe B cTapuecka Bb3pact, Balieto KpbBHO HajlsraHe MOJKe Ja CriajiHe psi3Ko MpH/ N
M3NpaBsHe, KOETO J1a JIOBE/IE /10 PUCK OT MNajaHe. 2\ 11
# JlokaTo npuemare ToBa JiekapcTBo, Baiuero cberosHue tpsOBa na Objie peIoBHO npochemBaHG -3
oT Bawius nekap. | = | M/ 74
\ 2\ &
leua v IoHOLIH N S SN
Punmenukce He TpsOBa /1a ce U3MoJ3Ba NpH J1€1a WK KOHOLIH. Nty 7
1 ‘\'q..______,...-"
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Jpyru nexapcTBa H PHaMeHHKC
Undopmupaiite Baiumsa nekap unu dapMalieBT, ako MpHEMAaTe/H3NOA3BATE, HACKOPO CTe
IPHEMAJTH/H3TION3BAIH WK € Bb3MOXKHO 12 NPHEMATE/H3NOI3BaTe APYTH IEKapCTBa.

Undopmupaiire Baiiug nekap, ako npHeMaTe HAKOE OT CAS/IHHTE NEKAPCTRA, ThH KaTo
eHOBPEMEHHATa UM yrnoTpeba ¢ PUIMEHHKC He ce MpenopbhyBa.

o Oera-0JioKepH H3NON3BaHU 3a JICYEHHE Ha ChpACUYHA HEAOCTATLYHOCT,
o HATPHEB OKCHOAT (M3MON3BaH 3a JICUCHHE Ha HAPKOJIENICHA).

Uudopmupaiite Baluua nekap, ako fipyemMare HAKOE OT CNEAHUTE JCKAPCTBA, Thid KATO MOXKE Ja €
HeoOX0AUMO CIeLIMaNHO BHUMAHHE:

. Oera-6/0KepH, ¢ HIKMIOUEHHE Ha €CMONOJ (3a JIeHEHHE Ha BHCOKO KPBhBHO HAIAraHe
CTeHOKapAKa (ChCTOAHME, TIPUUKHABALLO IPbAHa bonka)),
. TPHLMKIHYHHA aHTHAETIPECAHTH (38 JIEYEHHE HA JENpecHa).

HndopMmupaiite Bamus nekap, ako pMeMaTe HAKOE OT CIEIHUTE JIEKAPCTBA, ThH KaTO TAXHATA
gﬂcnggmeuﬂa ynoTtpeba ¢ PunmeHuke TpabBa Aa ce oOMHUCM:

anda-0okepu 3a yponoruyHa ynorpeda (a1dy303uH, TOKCa303HH, MPa303uH, CUIOAO3HKH,
TAMCYJIO3WH, TEPA303HH),
anda-0nokepH 3a aHTUXHNEPTEH3IWBHA ynioTpeba,
APYTr'd YCNOKOABALIM JIeKapcTBa, KOWTO MOTAT fia HapyllaT OAMTENHOCTTa, KOraTo e npuemMar
€XHOBPEMEHHO ¢ PUNIMEHHMKC, MPOM3BOAHH Ha MOPPHH (AHAITETHLIH, CPEACTBA NPOTHB
Kalnuua ¥ 3aMECTUTENIHH TEPanKH), TIEKapCTBa 3a JIEYEHNE HA TPEBOXKHOCT H 3aTPYAHEHO
3acrnuBaHe (OeH30AHa3eNHHH, APYrd aHKCHOJIMTHLLY OCBEH OEH304Ha3eNHHH, CbHOTBOPHH,
HesponenTHuH, 6apOuTtyparn), H1 aHTHXHCTaMMHH (32 IEYCHHME HA AIEPTHH U ANIEPTHYHH
peaxLMHt ), IEKApCTBA 3a JIeUeHUe Ha JenpecHs (aMHTPUNTHIHH, 10KCENHH, MHAHCEPHH,
MHpTa3anuH, TPUMHNPaMHH), APYTH LEHTPaTHOAEHCTBALUH aHTHXHUITIEPTEH3HBHH CPEACTBA 3a
feyeHHe Ha BUCOKO KPBBHO Hanarake, baknogdeH (M3n0a3BaH 3a JieUeHHe Ha MYCKYJIHA
CKOBAHOCT, NMOABABALLA ce NpH 3a6onaBaHUs KaTO MYJITHIVIEHA CKIepo3a), TATHAOMHA (3a
JICYECHUE HA HAKOH BHIOBE pak),

e - noaoOHM Ha HUTPATH JEKApCTBa (M3NO0A3BAaHU 3a JICUCHHE HA MPHCTBITH Ha CTEHOKapAUA n
ChpAevHa HEJOCTATBYHOCT), KOUTO MOTaT Aa NMPeAH3BHKAT MOHWXKAaBaHe HA KPbBHOTO HAJIATaHE

MpH UIMPABAHE,
®  JIeKapCTBa, KOMTO MOTAT Ja NPEIN3BUKAT NOHWKABAHE HA KPHBHOTO HANAraHe Npy U3NpaBsHe.

PHIMeHHKC ¢ AAK0X0J
KoHcymauuaTa Ha ankoXo 1o BpeMe Ha JICHEHHETO TpsaOBa na ce u3bsArea.

bpeMeHHOCT H KbpMeEHe
AKo cTe 6peMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKe 1a cTe OpeMeHHa WiH TUIaHUpaTe OpeMEHHOCT,

nochbeeTBaiiTe ce ¢ Bawma nekap win.dapMaLeBT npean ynorpebdara Ha TOBa JEKapCTBO.

bpeMeHHOCT
He ce npenopbuBa ynorpebara Ha ToBa 1€KapCcTBO 10 BPpEME Ha OpeMEeHHOCT.

KbpMene
He Tpa6ea na npueMate PunMeHuke, ako kepMuTe. Mndopmupalite Balina nexkap, ako KbpMUTE WU

Bu npeacTou na 3anoydHeTE 1a KbPMUTE.

Illodupane n pabora ¢ MAIMHHH
Mona, nMaiiTe npeaBu, Y€ CHUICCTBYBA PUCK OT CBHIIHBOCT, KOATO MOXKE /18 3aCETHE

cnocoOHOCT 3a WogupaHe U pabora ¢ MaLLUHM.
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3. Kak na npremate PuaMennxe

BuHarp npremMaiite ToBa JiekapCTBO TOMHO KakTo By € kaszan Bamuar nexap vnu gapmauest. Ako He
CTe CHI'YPHH B HEllo, nonuraiTe Baiiing nexap nnm ¢papMaLeBT.

gﬂ:‘lﬂ POBKA

[lpenopbunTennara ao3a € | Tabnerka BeIHBK JHEBHO, CYTPHH,

4

AKO pe3yJITaTHTE ca He3aJOBOJIMTEIHK clied | Mecell OT 3an0oy4yBaHe Ha JICYCHHETO, A03aTa MOXE Ja ce
NOBHILH A0 2 TabJeTKH NHEBHO, B ABA OTAeJHM npHeMa (1 Tabnerka cyTpuH U | Tabnerka Beuep) B

Ha4yanoTo Ha XpaHCHCTO.

HaudH HA NIPHJIOKEHHE
[MepopanHo npunoxenue. [lorabluaire TabaeTKMTE LiEAU € Yalla BOJA.

AKO cTe npHe/IA NOBe%e 0T HeOOX0oAHMATA 1038 PraMenHkc
AKO CTE NpHENH TBBPAS MHOIO TablleTkH, TOBa MOXKE Aa JOBEAE A0 AONBIHHTENHO MOHKWXKABAHE Ha
Baweto kpbBHO HansAraHe U Hapyillapane Ha OauTenHocTra. Benrara ce KoHcynTupaiTe ¢ Bawns

nekap Wau GapMauesT.

AKO CTe NpOnyCHANH 13 NpHeMeTe PHAMEHHKC
He B3eMaiiTe ABOMHA 11033, 3a 1a KOMNEHCHpAaTe NpoMycHAaTaTa 403a.

Axo cTe cnpend npuema Ha Pramennkc
Hukora He criupaiiTe I€HEHUETO BHE3anHO, BawmsaT nexap 1ie HaManu nocTeneHHo A03aTa.

AKO HMaTe HAKaKBH AOITHIHUTEIHH BLIPOCH, CBLP3aHH ¢ ynoTpedara Ha TOBA JI€KApPCTBO, NONMMTaiiTe
Bawwst nekap unu gapmauLesT.

4. Bb3MOXKHH HeXKeJaHH PeAKNHH

KakTto BCH4KH JICKApCTBA, TOBA JICKAPCTBO MOXKC fla NNPCAHIBHKa HCKC/IAHK PCAKLIMH, BBIIPCKH HC HC
BCCKH I'd NOoJ1y4aea.

AKO YCEeTHTe CHMNITOMH Ha 3abaBeHa cbpaeuHa Yectota (Opaauxapans), BRIHOYHTEIHO CBETOBBPTEXK,
npunaaale Wik yMmopa, Mons, C8bupxeTe ce ¢ Bamns nekap.

Ha6nionapaHy ca cyieJHHTE HeXeNaHHU peaKLMu:

HecTn: Morat aa 3acerdHar go 1 Ha 10 aywu
TPEBOXKHOCT, Acenpecus, be3cshue,

CBHHIIMBOCT, rmasodoiye, 3aMasHOCT,

nainuTauMK (Chpueduene),

CTYAEHHW KpaHHHLM (ANaHK WKWy cThnana),
cToMaillHa 60JIKa, CyXoTa B ycTaTa, AHapHU4, 3arekx,
ofpus, cppbeK, .

CHa3sMH Ha MYCKYJIUTE, |

ceKcyalHM npodnemH,

OTNAZHANOCT, YMOPAEMOCT, OTOK (NMOAYBAaHE).

HewecTH: MoraT ja 3acerdar Ao 1 Ha 100 aywm
° ropeLlid BbIHH, IOHWKABaHe HAa KPBBHOTO Ha/lfirale rpH H3NpaesHe,

® r a:,ueHe.
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C Ben3BeCTHA 9eCcTOTA: OT HANMYHHUTE JaHHH He MOXKe J1a Obae HanpaBeHa OLEHKa
o 3a0aBeHa cbpAeUHa YecToTa (Opaaukapaus).

Coobmasane Ha HeXKeTAHH peaKUHH
AKO NOJY4HTE HAKAKBH HEXKEJIAHH JIEKapCTBEHH peaKkumu, yBeaomere Baung nexkap unu gapmManesr.
Toea BK/IIOUBa BCHYKH BB3MOXKHH HEOMHUCAHHW B Ta3M JIMCTOBKA HeXeJlaHU peakuyH. Moxere ¢bLI0 Aa

CHOOLHTE HEXKENaHH PeakliMyd AMPeKTHO upe3 M3mbnHKUTEIHA areHUMA MO JEKapCTBara, yi. ,,JlaMaH
I'pyes” Ne 8, 1303 Codmus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo crobuiasare
HEXKEJIaHH PeakLiiy, MOXeTe Ja afieTe CBOA MPHHOC 32 MOoJyyaBaHe Ha ToBeve HHGOpPMaLKMs OTHOCHO
Oe3onaCHOCTTAa HA TOBA JIEKAPCTRO.

5. Kax ga cuoxpanapare PuameHnke

Jla ce chxpanaBa HA MACTO, HEAOCTHIHO 34 JelA.

He w3nonseaiiTe TOBa JEKapcTBO CeA CpOKa Ha FOJHOCT, 0TOENA3aH BPXY KapTOHEHATA ONAKOBKa
cnen .l onen go:”. CpOKBT HA F'OAHOCT OTrOBaps HA MOCNEAHHA AEH OT MOCOYECHHA MeCell.

Ja ce cexpanssa noa 25°C.

He u3xenpnsiiTe nekapcTBaTa B KAHATM3ALMATA WM B KOHTeHHEpa 32 TOMAallHH OTNIaABLIH,
[Tonuraiire Bamug dapMaleBT KaK 1a W3XBBP/ATE JeKapcTBaTa, KOWTO Beue He U3non3parte. Te3n
MEPKH Ilie CIOMOrHAT 3a Ona3BaHe Ha OKOJIHATa cpeaa.

6. Coabpxanne AA ONAKOBKATA H AONLJAHHTE/HA HHPOpMAaIRA

Kakpo cbabpxa PuiIMeRHKC

. AKTHBHOTO BELIECTBO € puiMeHHAMH. Beaka Tabnerka chaspxa | mg pUIMEHKIMK, NOA
(dopMaTa Ha pHJIMEHHAMHOB AUXUIporeH gocdar.
. JIpyrure ChCTAaBKH €3 MUKPOKPUCTANHA LeNTyN03a, KpOCNIOBMAOH THN B, MHKpOHH3KpaHa

CTCapHHOBA KHCC/IMHA, MUKPOHH3HPpaH TAJIK H KOJIOWICH, Oe3soaeH CWIMLIHEB JHOKCHA.

Kak nirjaexia PRaMeHBKC H KAKBO CbABPXKA ONAKOBKATA

° Bcesaxa Tabnetka € Kpwprna, JROHHOH3MbKHANA U Oana.
o Tabnerkure ce npeaiarat B O1MCTEpHM ONakoBKM, chabpxKawu 28, 30, 56, 60, 90, 98 unu

100 TabneTkmn.
He BcHUKH BHAOBE ONAKOBKH MOXe Ja ObaaT mycHaTH B npoaaxoda.
IpuTexkaTes1 HA pa3peilieHHETO 32 YNoTpeba B NPOH3BOAHTE!]

IIpuTexcaTen1 HA pa3pelleHHETO 32 ynoTpeda
Teva B.V.
Swensweg 5, 2031 GA Haarlem

HupepnaHauvs

Mponszsoanren

Delpharm Brétigny

Usine du Petit Paris, 91220 Brétigny-sur-Orge
Opanums
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ToBa JIeKapCTBO € pazpemieno 3a ynorpeba B ALpxaBuTe - WIeHKH HA EBPONeHCKOTO
HKOHOMAYECKO NPOCTPARCTBO NOA CJICAHHTE HMEHA:

bnarapus PunMenukc 1 mg tabneTku

JinuTea Rilmenidine Teva 1 mg tabletés
JlaTBuS Rilmenidine Teva

PyMbHHA Rilmenidina Teva Img,comprimate
Cnosakus Rilmenidin Teva Img

VYHrapws Rilmenidin-Teva

Yewka penybnunka Rilmenidin Teva 1 mg tablety

JlaTa ua mocaeAHO0 npepasriexiaHe HA JHCTOBKATA
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