JHCTOBKA



JIHCTOBKA: HH®OPMAILIHA 3A TIOTPEBUTEJIA

JAETPAJIEKC 500 mg pupmupanu TabieTkn
DETRALEX 500 mg film-coated tablets
®nasoHouaHa PpakLus, NpeYHCTEHa 1 MUKPOHH3HpPaHa,
(KonHYEeCTBO, CHOTBETCTBAIIO Ha (1aBOHOMIH, H3paseHH kaTto XecnepuauH 10%; Juocmun 90% )
Micronized and purified flavonoic fraction
(quantity corresponding to: flavonoids, expressed as Hesperidine 10% ; Diosmin 90%)

IIpoueTeTe BHHMATEJIHO UAJATA JHCTOBKA, PEAH Aa 3aM04HeTe Aa NIPHeMAaTe TOBA JeKaPCTBO, Thil

KaTo TH ChAbPXkKa Ba)kHa 3a Bac nadopmanus.

Bunaru npuemaiite ToBa IEKapCTBO TOYHO KaKTO € ONHMCAHO B TA3H JIMCTOBKA WK KakTo Bu e kazan Bamusr

nekap, Wi (apmaleBT, HIH MeJHLIMHCKA CecTpa.

- 3anasere TasH MMcToBKa. MOe Na ce HaNOXH Ja A MPO4eTeTe OTHOBO.

- AKo ce HyXJaeTe OT JONbJIHMTe/IHa HHGOPMALUA WIH CHBET, MoNuTaiiTe Bamms dgapmauesT.

- AKO MoNny4YHTe HAKAaKBH HEXEIaHH JIEKapCTBEHH peaKLiH, yBeaoMeTe Bamms nexap, unmu gapMauesr,
WJIM MeIMLMHCKa cecTpa. ToBa BK/II04YBA M BCHYKH Bb3MOXHH HEXEIaHH PEakiiy, HEOHCAHH B Ta3H
nucToBKa. BikTe Touka 4.

- AKo He ce yyBcTBaTe No-1006pe WM ChecTosHMETO BH ce Biowmy, Tpsa6Ba 1a NOTHPCHUTE NIEKapcKa

nomoi,.

KakBo ¢bALpKa Ta3H JHCTOBKA pg et 091-9 Py ;
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Kak na npuemate JIETPAJIEKC o

B1b3MOKHH HEXKENaHH peakiLHH
Kak na cexpansBare JETPAJIEKC
JonbnHuTenHa HHpopMaLHa
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1. Kakso npeacrasasea JIETPAJIEKC u 3a kaKBo ce H3M0JI13Ba

JETPAJIEKC e BeHOTOHHK (NOBHIIABa BEHO3HMA TOHYC) H Ba30NpOTEKTOP (MOBHILABA YCTOHYMBOCTTA Ha
MaJIKHTE KPbBOHOCHH CBIOBE).

JETPAJIEKC ce npenopbuBa 3a CHMNTOMAaTHYHO JIEYeHHE Ha BEHO3HO-CHAOBH HapylIeHUs (OTEKJIH Kpaka,
Gosika, H3MOPEHH KpaKa) H 38 CHMINITOMATHYHO JIeYeHHE TIPH OCTPH XEMOPOUIATHHE KPH3H.

2 Kaxgso Tpab6Ba aa 3naere, npean aa npuemere JETPAJIEKC

He npuemaiite IETPAJIEKC

Axo cre aneprudeH (CBpbXUyBCTBHTENIEH) KbM MHKPOHH3HpaHa NpeurcTeHa (IaBOHOWAHA (paKkuus WK
KBEM HAKOE OT noMoiHnuTe Bemecrsa Ha JIETPAJIEKC.

Axko cre OpeMeHHa WIH KbPMHTE, MHCIIHTE, 4€ MOXKe Ja cTe OpeMeHHa WM IUIaHHpaTe Jia Mare JeTe,
nonuTaiite Bamms nexap wiu ¢apManeBT 3a ChBET Npeay Aa NPUEMETE TOBA JIEKapCTBO.

IpenynpexaeHns H NpeaANa3HH MePKH
I'oBopere ¢ Bamms nekap wiu dapMauesT, WM MeIHLHHCKa cecTpa, npeau na npuemere JIETPAJIEKC.

- Xemopouau:
AKoO XeMOpoHIHMTe He W34e3Har 10 15 auu, 61 TpabBano na noTepcuTe Bammsa nekap 3a ChBET.
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JIeYeHHETO BOAM A0 MAKCHMAIHO A00Bp pe3ysiTaT, aKo ce Ch4eTaBa ChC 3[JPaBOC/IOBEH HA4MH Ha XKHBOT.
U36srBaiiTe M3NaraHe Ha CJIBHIIE, TOIUIHHA, IPOABJDKHTEIHO CTOSHE Ha KpaKa, HaJIHOPMEHO TerJIo.
X0/eHeTO H HOCEHETO Ha CIIELMATHHU (KOMIIPECHpALIK) YOpanH nofobpsasa LMPKy/IaluaTa.

Jpyru nexapersa i JJETPAJIEKC
Mons, kaskete Ha Bawms fnekap Win (papMalesT, ako B3eMaTe HIH HACKOPO CTe B3eMAIH HAKAKBH IpYTH
NleKapcTBa BKIOYHTEITHO W TaKWBa, nonyyeHu Ge3 peuenta.

JETPAJIEKC c xpaHH, HAITHTKH H AJIKOX0JI
Tpenopsusa ce JETPAJIEKC na ce npuema 1o Bpeme Ha XpaHa (BiK. T. 3 Kak na npuemare JJETPAJIEKC)

BpeMeHHOCT, KbpMeHe H PepTHIATET

Ako cTe GpemMeHHa WM KbPMHUTE, CMATATE Ue MOXe Ja CTe OpeMeHHa Wi IlaHupaTe GpemeHHOCT,
nonuraiite Bamms nexap unu gapMauesT 3a ChBeT NpeH ynotpeba Ha TOBa JIKapCTBO.

bpeMennoct
KaTo npeanasHa MApKa e 3a MpenoumTaHe 1a ce u3barsa ynorpebara va JIETPAJIEKC no Bpeme Ha
OpeMeHHOCT.

Knpmene
INopaau OTCHCTBHETO Ha JJAHHH OTHOCHO M3/TbYBAHETO B MAHYHHOTO MIISKO, JIEYEHHETO C JETPAJIEKC no
BpeMe Ha KbpMeHeTo TpAbBa na ce u3bsarsa.

IMModupane u pabora ¢ MAIINHH
JIETPAJIEKC He oka3Ba BIHAHHe BbPXY CNOcoOHOCTTa 3a WwodHpaHe U paboTa ¢ MalMHH.

Baxna nudopmManus oTHoCHO Hsikon oT cheraBkute Ha JETPAJIEKC
Henpunoxumo.

3. Kak aa npuemare JETPAJIEKC
[MepopajiHO MPHIOKEHHE.

Bunaru npuemaiire JIETPAJIEKC Touno kakto Bu e kasan Bawust nexap win ¢papmauest. ['osopere ¢
Baiuus Jiekap Win papMaleBT, ako He CTe CHTYPEH 3a HeLlo.

OGuuaiiHaTa J03MPOBKa €:

- BenHo3Ha HeOCTATBYHOCT:

2 Tabnerku aueBHo, | Tabnerka Ha 06sa u 1 Tabnerka Beyep, 10 BpeMe Ha XPaHEHE.

- XemopouoM:

4-nHeBeH Kypc OT 6 TabneTKH AHEBHO, NMOC/eIBaHH OT Mo 4 TabNeTKH NHEBHO Npe3 C/IC/BALIHTE 3 nmHM, NO
BpeMe Ha XpaHeHe.

AKO cTe NpHEJH noBeye 0T HeoOxoaHMaTa 1032 JETPAJIEKC
Axo cre npuenu noseue Tabnetkn JJETPAJIEKC otkonkoro e He06X01MMO, CBBPIKETE Ce He3a0aBHO ¢
Bamus iekap Wik ¢papMaLesT.

OnursT ¢ npenosupane ¢ JJETPAJIEKC e orpaHiueH, HO ChOOLIEHHTE CHMITTOMH BK/IKOYBAT HApHA,
rajieHe, kopemHa Gonka, npypHT ¥ 00pHB.

Axko cre nponycuann aa npuemere JJETPAJIEKC Ry
He B3emaiiTe ABOiiHa /1034, 3a Ja KOMNEHcHpaTe 3abpaBeHara 103a. A\.‘ WA ﬁo;""
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AKO MMaTe HAKaKBH JOMbIHHTEIHH BEIPOCH, CBBP3aHH C YNoTpebaTa Ha TO3H NEKapCTBEH NMPOAYKT, MOJIs
nonuraiite Banmsa nekap win gapmauesT.

4. Bb3MOXHH HEXEJAHH PEAKIIHH

Kaxkto BcHuku nexapcrsa, JIETPAJIEKC moske na npenus3BuKka HexenaHH peakiii BHIPEKH, Y€ He BCEKH TH
NoJTy4aBa.
Te3u HexenaHu peakMy MOraT Ja BKJIIO4Bar:
Yectu (MoraT aa 3acernat no 1 Ha 10 yoBeka):
- [Auapus, TPYAHO XpaHOCMHIIaHE, rajieHe, TOBpPhIIaHe

Heuectu (Morart na 3acernar o 1 Ha 100 qoBeka):
- KONHT

Penxu (Morar na 3acersar no 1 zHa 1000 yoBeka):
- 3aMaiiBaHe, rnaBoOoJHe, HEPa3noNnoXKeHHe

- o0bpHB, NpYPHTYC, YPTHKapHA

AKO HAKOA OT HeXKeJIJaHUTE JIKapPCTBEHH PeakliK CTaHe CepHO3Ha, WK aKo 3abeNexuTe HexelaHH
peaKliiH, KOHTO He ca ONMCAaHH B Ta3H JIMCTOBKA, MONA yBenoMmeTe Bamus nexkap win dapmanesT.

C HeM3BeCTHa 4eCTOTa (4eCTOTaTa Ha MoXe 1a Ob/ie oLieHEHa OT HAIMYHHUTE JaHHH):

- M30/IMpaHH clly4aHd Ha OTOK (To/yBaHe) Ha JIMLETO, YCTHUTE U KinenaduTe. B H3KIIOYHTENIHO peaKu
ciy4aun otok Ha Quincke (6bp20 noAyBaHe Ha ThKAaHH KATo JIMLE, YCTHH, YCTa, €3HK WM I'bpJi0, KOHTO
MOTaT Ja A0BEeAaT 0 3aTpyAHEHO AMIIAHE).

- KopeMHa 6oJka.

CrofmaBane Ha HeXKeJIAHH JeKAPCTBEHH peakiHH

AKO NoTy4YHTe HAKAKBH HEXEJIAHHU JICKApCTBEHH peaklnH, yBenoMere Bamnus nekap uiu gapmauest. ToBa
BKJIIOYBA BCHYKH BL3MOXKHH, HEONTHCAHH B Ta3H JIMCTOBKA HeXenaHu peakuun. Moxere cbo Aa cro0muTe
3a HEXE/aHH pPeakLMy JUpPeKTHO (Ha mocoueHus no-goiy aapec). Kato crobuaBare HexenaHu peakiyy,
MOJKeTe Jla JafeTe CBOA MPHHOC 3a MoTy4aBaHe Ha nopeye HHGOpMaLs 0OTHOCHO 6e30NMacHOCTTa Ha TOBa
JIeKapcTBo.

Buarapus

H3nbaauTenHa areHuMs no gekapcrara (MAJT)
yn. ,,Jlamsan 'pyes” Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaiit: www.bda.bg

5. Kax na cexpansBate JJETPAJIEKC
Jla ce cbXpaHsBa Ha MACTO, HEAOCTEHITHO 32 AeLa.

He uznomseaiite JIETPAJIEKC cnen cpoka Ha rogHocT, otfens3aH Ha KapTOHEeHaTa OnaKoBka cien I'onen
10. CpoKbT Ha FTOJJHOCT C€ OTHACA [0 MOC/IENHNA AeH Ha JaieHNs Mecell.

JlekapcTBaTta He TpAOBa Aa ce H3XBBPJAT B KAHAIM3ALMATA WIH B KOHTelfHepa 3a JOMALUHH OTNaabIIH.
MonuTaiite Bamusa dapmaneBT Kak a YHHILOXHTE HeHYxHHTe Bu nekapcrsa. Te3u MepkH 1ie COMOrHAT
3a ona3BaHe Ha OKOJTHaTa cpefa.
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6. CpabpikaHHe HA ONAKOBKATA H JONMbJAHHTEIHA HHpOpManHn

Kaxso cpaspxa JIETPAJIEKC

- AKTMBHOTO BellecTBO € dnaBoHOHOHA (paKius, MPpeYrcTeHa  MEKpoHu3upaHa. Enna tabnetka ceabpxa
500 mg ¢naBoHOMHA (paKiys, NPeYHCTEHA ¥ MHKPOHH3HPaHa, KOJIMYECTBO, CHOTBETCTBALLIO Ha:
¢naBoHOMOM, H3pa3eHH kaTo xecriepuauH: 10% - 50 mg; nuocmun: 90% - 450 mg .

- Jlpyrure ChCTaBKH ca: HATPHEB INTMKOJAT, MHKPOKPHCTAIHA LIETY 034, )KEeJIATHH, MarHe3HeB cTeapar, Tajk,
FIIHLEPOJI, XHNpoMenosa, Makporon 6000, Hatpues naypuncyndar, xuar xenesed okcun (E 172), uepsex
xeneseH okcun (E 172), Turanor auokeun (E 171).

Kak nm3raexna JETPAJIEKC 1 KakBo chIbpika 0NaKOBKaTa

JETPAJIEKC ca po3oBoopaHieBH, oBalHH ¢uiMupanu Tabnerku. Enna tabnerka chaspika 500 mg
¢naBoHOMAHA (pakiA, NpeYrcTeHa U MUKpoHU3HpaHa. Tabnerkure ca Hamu4HHU B KyTHH ot 30, 36, 60, 90
wik 120 ¢punmupanu tabnerkn B PVC/AnyMunuesn Ginucrepu.

He BcH4KH BHIOBE OMAKOBKH MOraT Aa ObaaT HaTM4IHH.

IMpHTekaTeNl HA pa3pelieHHETO 32 yNoTpe6a H NPOH3BOAHTE
TpHTekaTEN HA pa3pelieHHETO 3a ynoTpeba:

Les Laboratoires Servier
50, rue Camot,

92284 Suresnes cedex
Opanuus

Ilpon3soauTen:

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy

Opanuus

H

Servier (Ireland) Industries Ltd
Gorey Road
Arklow — Co. Wicklow - Upnanaus

MecTen npeAcTABHTE] HAa NPHTEKATEN HA pa3pelieHHETO 3a ynoTpeba:
CEPBHE MEJTMKAJI EOOJ1

Ten: 921 57 00

Codus

JaTa Ha noclieJHo of00peHHe HA JHCTOBKATA:
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