JUHCTOBKA: HHOPOPMAILIUA 3A IOTPEBHUTEJLS

Puzuorenc 0,2 mg bGruiamMupaHu TabieTku
Puzuorenc 0,4 mg GuimMupany tabneTku
Physiotens 0,2 mg film-coated tablets
Physiotens 0,4 mg film-coated tablets
MokcoHuauH (moxonidine)

[IpoyeTeTe BHHMATEHO NAJIATA JHCTOBKA NPEAH AA 3a004YHETE 1A NpPHEMATE TOBA JEeKapPCTBO,
ThH KATO TH CBAbLPKA BaxxHa 3a Bac undopmanus.

- 3anasere Ta3y aMcToBka. Moske /1a ce HaJIOXKHU Ja A NPOUETETE OTHOBO.

- AKO UMaTe HAKAKBU JOMBIIHHTENHY BRIPOCH, NonuTainTe Bamwug nekap unu gpapmauesrt.

- ToBa ieKapcTBO € NpeaNMcaHo eAMHCTBERO U IMYHO Ha Bac. He ro npeoTcTeIIBaTE Ha ApYTrH XOpa.
To MOXe 1a MM HaBpeaH, HE3aBUCUMO UE MPU3HALIMTE Ha TAXHOTO 3a00AABaHE Ca CBHIIMTE KaTo
Bawure.

- AKO NONYUYUTE HAKAKBH HEXKejlaHU JNEKapCTBEHU peaklldH, yBenoMetre Bauiua nekap Wi
dapmatiept. ToBa BKIIOYBa U BCHUKH Bb3MOXXHH HEXKEAHH pEeaKlMH, HEONMHCAHM B Ta3H JIUCTOBKA.

Busxre Touka 4.
M3MTLNIHUTENHA ATEHLURA NO NEXAPCTBATA

flucrmoBa - Npuadselise 5
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KakBo cbabpiKa Ta3R JHCTOBKA

Kakero npeacrasnapa OQHU3MOTECHC U 33 KAKBO CE U3M0/3Ba
KakBo TpsaOBa na 3Haete, npeau Aa npueMete OUIMOTEHC
Kak na npuemate OU3HOTEHC

B13MOXXHH HEXENaHU peaKuuy

Kak na cexpangapare PHIHOTEHC

ChbabpKaHKe HA ONAKOBKATA M ZONBIHUTEIHA HHQOpMaLUa

Al M

1. KakBo npeacraBagBa (PH3IHOTEHC H 34 KAKBO C€ H3NMOJI3BA

QU3HOTEHC CBABPXKA JEKAPCTBO, HAPEYEHO MOKCOHHIUH. To npuHazmieku KbM rpynara JIeKapcTBa,
Hape4€HH aHTUXUOEPTEH3IHBHH,

DU3KMOTEHC ¢€ Mpufiara 3a HamalisiBaHe HAa KPbBHOTO HanmAraHe (xuneproHus). To nelcTBa karo
pa3lMpPABa U OTNYCKA KPBBOHOCHHTE CHIOBE W TOBA BOAH A0 CNAJAHE HA KPBBHOTO HalAraHe.

2. KakBo TpsdBa na 3naete, npean Ja npHemMare ©@H3HOTEHC
He npuemanre ©A3HOTEHC aKO:
- cTe aJiepruvHy (CBPbX4YBCTBHTEIHH) KbM HAKOA OT CbCTaBKHTe Ha MU3noTeHC (M3bpoeHu B T.6)

- HUMATC HHCKA HECTOTA HAa ChPACHHHUS PHUTBM TOpaaAH 3a0019BaHe Hap€4YeHo ,,CHHAPOM Ha OoJTHUSA

CHHYCOB BB3€n" WU AV OJIOK 2 unK 3 CTeneH
- ¥MaTe CLpPASYHA HEAOCTATBUYHOCT.

IIpeaynpexaennus 4 NpeanaA3ZAA MEPKH

["'oBopete ¢ Bawung nekap win papmauesT npeau aa npuemMere GUIMOTEHC AKO:

- MMare cbpaeucH npobieM, HapeueH AV 0610k 1 crenex

- UMare TexXKo 3abonseaHe Ha CbpAeHHUTE apTEPUH WY rpbaHa 6omnka B nokoil (CTeHoKapana)

- nMare ObpOpeyHo 3abongapaHe. Moxe fa ce HaJIoKU Batuvar iekap aa npoMeHH 103aTa

- aKO0 Hewllo OT HM3JIOXKEHOTO No-rope ce oTHacs Ao Bac (miu Bue He ¢Te curypHM), HHpOpMHpaiTe
Bawiug nekap unu gapmauesT npeiu aa npuemere OU3HOTEHC.

Apyru aexkapcrea H PH3HOTEHC
Hughopmupaiime Bawus nexap uru gapmayesm, axo npuemame, HACKOPO cme npue
EbIMONCHO Oa npuemame opyau aexapcmed. 106a KIIOHEA U AeKApPCMEa OMNycKa
BKAIOUUMEAHO Nexapcmea Ha pacmumenna ocHosa. Toea e maxa, 3augomo Puzuom
NOBNUAE HAYUHA, RO KOUMO HAxou oOpyau aexapcmea Oeticmeam. Cwvwo ma
exapemeda MoXce 04 3acezHam HAYuRa, no xoumo oevucmea Puzuomenc.




Crobiere Ha Bamius nexap unum (papMaueBT HENPEMEHHO, AKO IPHEMATE HIAKOW OT CJEAHHTE

NEKapCTRa:

- JpYTH NEKapCcTBa 3a HAMAIABAHE Ha KPbBHOTO HajiAraHe. PU3IHOTEHC MOXKe Aa 3acuiu edekra Ha
TE3U JIEKApPCTBA

- JIEKapcTBa 3a ACTIPECUS KATO UMMIIPAMUH WM AMHTPUNTHIIMH

- TPaHKBHJIAHTH, CEAATHBH HJIH JICKAPCTBA 38 CbH KaTo OeH30AHAa3eNINHM

- Oera - GnokepH (BHX ,,AKO cTe cripesid npHeMa Ha ®usnoreHc” B T. 3)

- (DU3KOTEHC ce 0TAe!A OT TANOTO npe3 OBOpeLUTe Ype3 npouec, HapeueH TyOylapHa eKCKpellus;
APYTH JICKApCTBA, KOMUTO C€ OTAEJAT MO TO3W HAYMH MOraT J1a 3acerHar ReiHCTBUHETO MY,

AKO Hewo OT H3DPOEHOTO No-rope ce oTHaca A0 Bac (WK He cTe curypHn), Kaxkete Ha Bawuus nexap

WK apMateBT, Npear Aa npuemere GuU3noTeHC.

POHIHOTEHC ¢ XPAHA, HAMHTKH H RJKO0XO0J1

Bue Moxke na npuemate OU3MoTeHC ¢ WK Oe3 XpaHa.

He nuitte ankoxon aokaro npuemare OuznoreHc. Tosa e 3am0To PHU3HOTEHC MOXKE J1a 3aCHITH edeKTa
Ha aJIkoXoJa.

bpeMeHHOCT, KbpMeHe H (PepTHIIHTET

AKo cTe OpeMeHHa, cMATaTE, Y€ MOXKE J1a CTe OpeMeHHA MJIM IIaHUpaTe OpeMeHHOCT, NMOCHBETBANTE
ce ¢ Bawnsa nexap win dapmaueBT npead ynorpedara Ha ToBa JekapcTBo. Bamuar nekap e Bwu
MOCHBETBA [Ja cripeTe npdeMa Ha DH3HOTEHC U Lie Bu nipeanuiue ¢ KakBO Zia ro 3aMECTHTE.
Mupopmupaiite Bamusg nekap ako KbpMHTE WiM CMATATE, Y€ MOXKE JAa 3alOYHETE Na KbPMHTE.
@U3HOTEHC HE ce MNPeroprYBa NPH MaKH, KOUTO KbPMAT. BamusT nekap Moxke na Bu nocnheersa na
MpHEMATe IpYro JIeKapCTBO, aKo JKeJaeTe Ja KbpMHTE, WIKM MOXE Ja BM NOCHBETBA Aa ChpeTe
KbPMEHETO.

[fonutakiTe Bawud nexkap WiH dapMaLeBT 3a CbBET NPeAN Aa NPUEMETE TOBA JIEKAPCTBO, aKO CTE
OpeMeHHa WIH KbpPMHTeE.

lllodupane H padboTa ¢ MAMKUHEA
Moxxe na ce 4yBCTBATE 3aMasiHU WIH CHHJIMBH NO BpeMe Ha nipueM Ha ®usmnorenc. Tosa TpaGra na ce
UMa NpeaBHUI NMPH WopHUpaHe WK pabora ¢ MalLIMHM.

DHIHOTEHC CbALPXKA JAKTO34

Ou3HOTEHC ChALPKA NakTo3a (BUA 3axap). Ako Bawiuar jnekap Bu € ka3pail, ue HMaTe HEMOHOCHMOCT
KbM HAKOW 3aXapH H/IW HE MOXeTe Ja I'd cMmuiare, odbpHere ce kbM Bamuda nekap npeaw aa
3aMovHeTe Aa NpUeMaTe TOBa JIEKapCTRO.

3. Kak na npuemarte ©H3HOTEHC
Bunazu npuemaume Qusuomernc moyno xakmo Bu e kazan Bawuam nexap unu papmayesm. Axo ne
cme Cu2ypHu 8 newjo, nonumaume Bawwus rexap wiu papmayesm.

lipuem Ha TOBA JTEeKAPCTBO

Hornviaitre TabneTkure LENU ¢ MBJIHA Yailla BOAA.

Onyraiite ce ga npueMare TabNeTKUTE MO €IHO U ChINO BpeMe HA JeHA. Tosa we Bu nomorHe na He
4 3abpassaTe.

Koako na npuemare

Obuuaiinara na4anna noza Guzuoretc e 0,2 mg AHEBHO.
Bamusar nekap moxxe n1a noBuuin ao3ara 10 0,6 mg JHeBHO.
Ako Baiwuns nexap Bu e kazan ga npuemare 0,6 mg qHeBHO, Tazn mo3a TpabBa aa ce
Ha ABa MpUeMa.

Makcumansara e1HHHYHA 103a € 0,4 mg aHeBHoO,

Axo umare OBOpeyYHO yBpexaane, Bamusar nekap Moxe na By npeanuie no-Hucka
Ynorpeba npu aena u 0oHOWIH

DuU3snoTEeHC He ce npuiara npu Aela U ioHouH noa 18 roguys.




AKO ¢Te NIpHEJN NnoBeve oT HeoOxoaumara 710332 Oravorenc

AKO cTe MpHeH noreye or Heobxoaumara noza PuznoTeHe, oObPHETE ce KbM JIEKAp HIH OTHAETE B
Haii-Oan3KkoTo nevedbno 3apeneHne. Hocere omakoBkata ¢ Bac. Morat na ce nosBaT cleaHUTe
OIUIAaKBAaHHA: TIN1aBOOONIHEe, 4YYBCTBO HA CBHHJIMBOCT (COMHOJIEHTHOCT, celalf), HHCKO KDPBBHO
HanAraHe (XMNoOTOHHUA), 3abaBeHa cppaedHa Hecrora (OpaaMkapamns), CBETOBBPTEK (BEPTHIO), CYXOTa
B yCTaTa, MoBaMraHe (MoBpbUlaHe), 4yBCTBO Ha yMopa, cnadoct v 6onka B ctoMaxa (kopeMHa 60Jika).

AKO ¢Te NIPONYCHAJIH Aa npHemMeTe PDHIAOTEHC

AKO CTe MpONMycHaMH Aa NMPUEMETE A03aTa, B3eMeTe s BeJHAra clied KaTo ce€ ceTure. AKo obaye ¢
01430 DO BpeMETO 3a clieABallaTa 03a, He B3UMakiTe mpornycHaTara qo3a.

He p3uMaiTe OBOMHA 1034, 3a 1a KOMIICHCHpATE TIPOITyCHaTaTa 103a.

AX0 cTe crnpeJsn npuemMa Ha ©H3IHOTEHC

[Ipoabxere npuemMa Ha Tabnerkure AOKATO BAUIMAT JIEKap pemld, 4e TpAOBa aa cnpere. AKO
nevyeHnero Tpabsa na ce cnpe, BamusaT nexap ute Hamanu go3ata Bu nocreneHHO 3a HAKOMKO
CeAMHLH. AKO B3MMATE MOBEYE OT €HO JIEKAPCTBO 32 BUCOKO KpbBHO (Kato Oera-Osokep), Bauwmar
nekap mwe By kake koe NekapcTBo Aa crpeTe mbpBo. Taka e ce aaanTupare 0aBHO KbM NPOMSHATA.

AKO UMaTe HAKAKBH JOMBIHUTENIHH BBIIPOCH, CBBP3aHH ¢ ynorpedara Ha TOBA NEKApCTBO, MONMTANTE
Baiuus nekap wnd GpapManenT.

4. Bb3MO0KHH HEXKeJJaHH PeaKIHH
Kaxmo ecuuxu nexapcmea, Quzuomenc mMoxce 0a NPpeOU3BUKA HENCEeNaHU pPedaKyul, 8vnpexu 4e He
gcexu 2u noayuaga. CneoHume He}NCeRanu peaxyuu Modce 0a ce ROAYNAam npu moed 1eKapcmeo.

Cnpeme oa e3umame Du3uomenc u ce obvpHeme KvM JieKap, ako 3abenexcume HAKOU om
C/ICOHUME CePUOIHU HEXHCEIAHU PEAKUHU - MOXMCE OQ UMAME HyMHCoa Om CHEULHA ROMOW:
- ROOYBAHE HA AUYEMO, YCMHUmMe UAU ycmama (an2uoecem); mosa e nevecmo, 3acsea noo 1 na 100

oyutu.

JAPpYra HeXxeIaHH PeaknHy BXJIOYBAT:
Muoro Yectu (3acarat Haa | Ha 10 ayuiu)
- CYXOTa B ycTara

Yectu (3acqrar noj | Ha 10 ayuin)
- boaka B repba
- I'nasobonue
-  Cnaboct (acTeHus)
- HyBCTBO Ha CBETOBLPTEXK (BEPTHUIO)
- Ob6pus, cupbex (npypuTyc)
- Ilpobnemu cue cBHA (O€3CbHUE), CHHIIMBOCT
- T'agene, nuapus, NOBpbBIAHE, JIOLIO XpaHOCMMWIaHE (AUCNENncus )

Heuectu (3acarar noa 1 Ha 100 gymm)
- 00sKa BbB BpaTa
- HEPBHOCT
- npunajgaHe (CUHKOMN)
-  OTOLM (eaem)
- IIYM B YUIHUTE (TUHHTYC)
- HeoOuuaiHo 3abapeH nync (bpaguxkapaus)
- HHUCKO KPBBHO HalAraHe, BKJ1. pHU U3lipaBaHe (OPTOCTATHYHA XHNOTEH3HS




CrnobmaBaHe HA HeXKeJIAHH peaKiiHH

AKO NOAYYHTE HAKAKBY HEXENaHH JIEKAPCTBEHHM peakiuHu, yBenoMmeTe Bamua nekap. Toea BKIoUBa
BCUYKY BB3IMOMHM HEOMUCAHU B Ta3H JINCTOBKA HExeNaHW peakuuM. Karo cpobiuaeate HexennaHH
peakliMM, MOXKETE Ja JaleTe CBOA INPHHOC 3a [ONy4YaBaHe Ha noBede HHGOpPMaLHUA OTHOCHO
Oe30MacHOCTTa Ha TOBA JIEKapCTRO.

HaunoHanHa cucteMa 3a ¢cho0111aBaHe Ha HeXKeTaHH JIEKAPCTBEHH peaKlHu;

HMambandTenHa areHuus no JeKapereara

yn. ,Jdamau ['pyes"” Ne 8

1303 Codus

Ten.:+35 928903417

yebcaiT: www.bda.bg

5. Kak ga coxpasaBate OPa3zHoTenAC

Ja ce chbxpaHsBa HA MACTO, HEAOCTHITHO 33 AcLa
GuzroreHc (,2 mg: coxpaHaBaiTe npu Temneparypa noa 25°C.
Ousnorenc 0,4 mg: chbxpaHaBaiiTe npy remneparypa noa 30°C.

e He n3non3ranTte ToBa JICKApPCTBO CJIC CpOKa HA NOJJHOCT, oTbeng3aH BbPXY ONAKOBKATA. Cpoxa H4d
rOAHOCT OTroBapA Ha rnocCJICAHHA ACH OT NMOCOYCHNA MCCCLI.

e He u3xBbpnsiiTe NnekapcTBaTa B KAaHAMM3ALUMATA WIM B KOHTEHHEpa 3a AOMALIHH OTNagbLH.
[Tonuraitte Bamms ¢papmauesT kak 1a U3XBBPAATE JIEKAPCTBATA, KOUTO Bede He U3noa3sarte. Tesu
MEPKH [Le CIIOMOIHAT 3a OMa3BaHE Ha OKOJIHATa cpela.

6. C'LJ]'EPH{HHHB Ha ONAaKOBKAaTA H JONHLJHHTETHA HH(I)DPMHI!HH

KakBo ¢cpaAbpxKa PHIHOTEHC

AKTHBHOTO BEILECTBO € MOKCOHUIMH. Beaka tabnerka cvaspika 0,2 unu 0,4 mg MOKCOHHUAMH.
Jlpyrure ChCTaBKH Ca: TakTo3a MOHOXHApAT, noBHACH K 25, KpocnoBUAOH, MarHe3ee cTeapar,
XUIPOMENO03a, €THIUenynosa, noavetwneHrnukon 6000, Tank, 4yepBeH xeneleH OKCHI, THT3HOB
JHOKCHA.

Kax n3rnexiaa @E3HOTEHC H KAKBO CbhAbPKaA ONIAKOBKATA
®Ousnorenc 0,2 mg - KpBIvIM, CBETN0-po30BH punmupaHr TabneTku ¢ Haanuc 0,2 OT eqHaTa cTpaHa
Ousunorence (0,4 mg - KpbIyM, yeppeHd Gunmupanu Tabnetku ¢ Haanuc 0,4 oT eqnaTa cTpaHa

Duznorenc 0,2 mg punmupanu tabnetku 8 PVC/PVDC/Al win PVC/Al GnucrepHa onakoBka no 14,
28 unu 98 B KyTHA
®uzunortedc (0,4 mg punmupanu tabnetku B PVC/PVDC/Al wmm PVC/A] 6nucTepHa onakoska no 14,
28 unu 98 B xyTus

He Bcu4k# BHOOBE ONMAKOBKH MOrar J1a ObJaT MyCHATH B Npoaaxoa.

IIpaTexare HA pajpenieHHETO 3a YHOTpela
Maiinan EOQJ

Od¢uc crpana ,.Cepauka opucu

Oyi. ,,CutHakoBo“ Ne 48, eT. 7

1505 Cogus,
bbarapus

Hpon3Boanren, ocBobGoAH NAapTHAATA, 32 CTPaHATA, OT KOATO € BHECEH JIEKAPCTB
Mylan Laboratories SAS

Route de Belleville

Lieu-dit “Maillard”

01400 Chatillon sur Chalaronne
DpaHUMA



IIpon3soanTe)l, OTrOBOPEH 32 MPEONAKOBAHE H 0CBODOXKAABAHETO HA NAPTHAM CJ1€ NPEONAKOBRHE:
“Aancan ®apma” EOO]L, yn. ,,Heasnka lunesa” Ne 31, 4023 ITnosaus, buarapus

“becta ®apmactoruxkwic” EOQOM, Oyn. "Liapurpancko moce™ Ned25, Crpaaa 1, pafion [1anuapeso, Codus,
brarapus

3a AOMbJAHHTEIHA HH(OPMALIUMA, OTHOCHO TOBA JIEKAPCTBO, MOJIS CBBPXETE C€ ¢ AOKAAHHS MPEACTABHTEN Ha
[IPUTEKATENS Ha pa3pelISHHETO 3a napajiesieH BHOC.

IIpsTexkaTes HA palpemeBHETO 3a Napafie/ieR BHOC:
“becra Men” EOOJ, yn. KsHuo Ckopues No8, 5350 Tpasua, Brarapus

JaTa Ha HOCJIEAHO NpepasrIeKIaHE HA JHCTOBKATA:
ackemepu 2018




