JIncToBka: HHpopmauus 32 NaLHEeHTa

JLIOIPIIE
-2 286 0 5 -03- 2028

HU30PEKC 500 mg Tabaerku
IZOREKS 500 mg tablets

MHO31H auenobeH nuMenpaHol
(Inosine acedoben dimepranol)

[IpoyeTrere BHHMATE/HO UAJIATA JHCTOBKA, NpeAH /1a 3ano4yHeTe Aa NMpHeMaTe TOBA JIEKaAPCTBO,

ThH KaTO T8 ChABLPKA Ba’KHA 32 Bac undpopmaumus.

- 3anasere Ta3u JUCTOBKA. MoXe 1a ce HaloXH 1a s MPOYeTETe OTHOBO.

- AKO uMare HsAKaKBH JOIMBJIHUTEIHH BBIIPOCH, NonuTanTe Bawus iekap uinu ¢papMaLlesT.

- ToBa nekapcTBo € npeanucaHo JUYHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Mmoxe
Jla UM HaBpeH, HE3aBUCUMO Y€ NMPU3HALIMTE HA TAXHOTO 3ab0JisiBaHe ca ChLUMTE KaTo Bawure.

- AKO MOJy4YHTE HAKAKBM HEXKEJaHHU JIEKApCTBEHH peakuuH, yBenoMmere Baumsa nekap uinu
¢apmauesr. ToBa BKIHOYBA M BCHYKH BB3MOXHH HEXEJIAHH pEaKLMH, HEONMHCAaHU B TasH
JIMCTOBKA. BrkTe Touka 4.

KakBo ¢cbAbpKa Ta3H JIHCTOBKA:

Kaxkso npeacrasiasiBar U3OPEKC 500 mg TabneTku U 3a KakBO C€ U3Moa3BaT
KakBo Tpsa6Ba na 3Haere, npeau aa npuemere U3OPEKC 500 mg Tabnerku
Kak ma nmpuemare U3OPEKC 500 mg Tabnerku

BB3MOXHM HEXEJIaHU peaKLuH

Kaxk ma cexpansBare U3OPEKC 500 mg Tabnetku

ChabpkaHHE Ha ONMAaKOBKaTa U JAOITBJIHUTENIHA HHGOpMaLUA

B S R N e

1. Kakso npeacrasasisat U3OPEKC 500 mg tabsieTkH H 32 KaKBO ce H3M0JI3BAT

M30PEKC 500 mg TabysieTku CbABbpKaT akTUBHATA ChCTAaBKa MHO3WH aueno0eH JMMenpaHos, KOsTO Ce
M3M10/13Ba 3a JICYEHHE HA HAKOM BUPYCHHM HMHOEKLMH M 3a 3aCWIBaHE HAa €CTECTBEHHWA MMYHMTET Ha
OpraHu3Ma ¥ MMYHHHS MY OTrOBOp KbM BHPYCHH HMH(peKUMH. JIekapcTBOTO NOBJIHsABa Haii-Beye
KOMITOHEHTHUTE HA KJIETbYHUA UMYHHUTET. TO UMa U NMPOTUBOBUPYCEH €(EKT.

Bawwusr nekap e npeanucan U30PEKC 500 mg Tabnerku, 3a na ctuMmyaupa Bamara HMyHHa cucTemMa
[a rpeonoJiee BUpYCHU HHPEKLHUH, KaTo:

- rpUn /BUpYCHU HHPEKLMH HA IUXATEIHUTE MbTUILLA;

- MOBTapALl ce/pellMIUBUpPAlLLl FeHUTAIEH XepIiec;

- [MOBTApALL ce/pelHaUBHpall XepneC CUMIUIEKC HA YCTHHUTE;

- Xeprnec 30CTep, BapULEna,

- apTO3eH CTOMATHUT;

- FeHUTaJIHU OpajaBULM M ApYrH MH(PEKLUHUH Ha KOXKaTa U JIMraBUUMTe, MPUYMHEHHU OT YOBELIKHS

nanuioMa BHPYC;

- BUPYCHH XEIaTUTH;
- APYrd BUPYCHM HMH(EKUHH, KaTO HH(PEKUHO3Ha MOHOHYKJeo3a (MHeKuus, NMpUYHHEHA OT

BUpyca Ha Enwaitn-bap), nHpeKuus, npu4ruHEHa OT UUTOMEraJoBHpYC;
- [MOAOCTBP CKJIEpO3Mpalll MaHeHUueauT;
- pybeona, MOpOuUIIH, 3ayllIKa.

2. Kakso TpsiOBa na 3naere, npeau aa npuemere U3OPEKC 500 mg rabaerku

He npuemaiite U3OPEKC 500 mg Tabaerkn:

- aKO CTE aJIepru4Hyd KbM MHO3UH aueno0eH JUMENPaHO WIH KbM HAKOS OT OCTAHAJIMTE ChbCTABKH
Ha TOBA JIEKapCTBO (M30poeHHU B TOUKA 6). AsiepryyHara peakLus MOXe 1a ce u3passiBa B 00pus,
CcbpOeK, 3aTpyAHEHO AUILIAHE WK NOAYBaHE Ha JIMLIETO, YCTHUTE, MbPJIOTO WIIH €3UKa.




IIpeaynpemaeHHs H NPeANA3IHH MEPKH

['opopete ¢ Bamua nekap HAH ¢apMaueBT, NPeOH 1a MPHEMETE HU30PEKC 500 mg Tabnerku:

- Axko crpazare ot 656peuHo 3abonsBane.

- AKO MMaTe/WiH CTE CTpajany OT mojarpa, NOBHILEHHY HHBA HA MIHKOYHATA KHCENHHA B KPBBTA,
KaMBbHH B ObOpenMTe WIH MHKOYHHA MEXY];

Ipy MALMEHTH HA MPOABDKHTENHO JieueHHe (moBede OT TPH Mecena) € Bp3IMOXHO oOpasyBaHe Ha

KaMLHH B OBOpelMTe MAM B kKabuHua Mexyp. Axo mpuemare W3OPEKC 500 mg TabieTKy

MpONB/KATENHO Bpeme, Baumsar nexap we Tpabsa 1a npoBexa peAOBHH HICNCABaHHA HA KPBBTA H

ypuHaTa By 3a nposepka Ha 6B0pedHaTa H yepHonpobHara By ¢yHKUMH.

AKo 3abenexuTe NPH3HALK HAa ATCPrUYHa peakiHs, KaTo o0puB, CbpOEk, 3aTPYAHEHO NMIIAHE KK
MOAYBAaHE Ha JIMLETO, YCTHUTE, IbPJIOTO WK €3MKa, BEIHATA CNPETE JICUEHHETO H NOTHPCETE JIEKApCKa
oMo,

Npyru nexapersa 1 H3OPEKC 500 mg Tabaerkn

Hudgopmupaitre Bamua nekap nnn ¢papmaiesT, ako MPHEMATE, HACKOPO CTE NpHEMaIIH HIH €
BbL3MOXKHO Ja NpHEMeTE OPYTH JIEKapCTBa.

ToBa e 0COBEHO BaXCHO, aKO MPHEMATe HAKOE OT H3GpOSHUTE NO-10MTy JIEKApCTBa, ThHA KAaTO TS MOraT
na szaumopekcrsat ¢ U3OPEKC 500 Tabnerku:

- aJIOITYPHHOJ WIH OPYTH JIEKapcTBa MPOTHB NOAArpa;

- Ay peTHLH (00e3BOAHABALLM JIEKAPCTBA);

- IeKapCTBa, KOUTO MMOTHCKAT HMYHHATa CHCTEMA, HAallpHMEp Cell TPAHCIUTAHTALMA Ha OpraH;

- a3UNOTHMUAMH (J1eKapcTBo 3a nedenue Ha CITMH).

BpeMeHHOCT, KbpMeHe H QEePTHINTET

AKO cTe GpeMeHHa WK KhPMHTE, CMATATE, He MOXKE a cTe GpeMeHHa WK IU1aHHpaTe OpeMEHHOCT,
nocbaeTBaliTe ce ¢ Bammsa nekap WM hapMaieBT npeay ynotpebara Ha TOBA JIEKapCTBO.

He npuemaiite U3OPEKC 500 Tabnetky, ako cte OpeMEHHA WM KbPMUTE, OCBEH IO H3PHIHOTO
npeanyucaHue Ha Bamus nekap.

Illopupane u paboTa ¢ MalIHHH
U30PEKC 500 TabneTky He MOBAMABAT WIH MOBIHABAT NpeHebpexuMo crnocofHOCTTa 38 1odHpaHe

H paboTa ¢ MAlIHHH.

N30PEKC 500 mg TaGaeTKH CbABPAKAT MAHBTOJ, KOHTO MOXE 1a UMa JIEK JIAKCATHBCH e(PEeKT.

3. Kax ga npuemate H30OPEKC 500 mg TabneTku

Bunary npuemaitre U30PEKC 500 Tabnerkn TO4HO KakTo BH e xasan Bamud nrekap. AXo He CcTe
CUTYPHH B HEILO, nonuTatlire Baluus nexap wiv GpapMauesT,

U30PEKC 500 Tabnerxy ca npeqHa3HA4YeHH caMo 3a NEPOPAHO NpuiloxkeHne. Morar a ce npueMaT
cbe win 6e3 xpaHa. [Ipuemaiite Tabnerkara ¢ AOCTaTBYHO KOJHYECTBO TEYMHOCT. AKO HMare
3aTpyAHEHHA MpH MPErTbIUAHETO Ha Uanara Tabnerka, MOXe Ja A CYyMUTe U PasTBOPHTE B MAJIKO
KOJIMYECTBO OBKYCEHA TeHHOCT, M3nUATE HANOTO KONHUECTBO TEHHOCT.

Brn3pacTHH ¥ NAUHEHTH B CTapuyecKa Bb3pacT

[penoprunrenHara ao3a e 50 mg/kg - 100 mg/kg TenecHo Terno, NpunaraHa nepopanHo 3-4 nopaBHO
pasaeneHy Ao3u npes neud. O6ukHOBeHO 3 g/aneBHo (2 TabneTku 3 MBTH IHEBHO) O HE nopeve oT 4
g/nueBHO (2 TabneTku 4 MBTH AHEBHO).

Ynorpeba npH Jena
eua Han 1-roauiHa Bb3pacT




[penopbumTenHara fo3a ¢ 50 mg/kg TenecHo Terno/aAHeBHO (aeua 10 20 kg: 1 Tabnerka Ha 10 kg
TeJIeCHO Teryo; Haa Te3d KHIOrpaMu ce [pUnara Xo3ara 3a Be3pacTHH).
ITHeBHaTa 403a OT 4 g He TpAOBa 1a ce HaaBULIABA.

Bamuar jexap Lue Onpenesid npasunHara 3a Bac mo3a, B 3aBUCHMOCT OT Balmrero TenecHO TErjio H
saboNABaHe M e BH NOCHBETBA KONKO ABJATO Ja B3eMaTe JEKapCTBoTo. BaxHO € Ja npueMare
TaGIeTKHTE [pe3 LUEJHA IEPHOA HA NPEANUCAHOTO By nedeHune, NOPH ak0 CHMIITOMHTE OT3BYHAT, IIPEAH
Aa NPUKITIOYHTE MpHeMa Ha TabneTkure,

AKo cTe npueiH nosede or Heo6xoanmata noza H3OPEKC 500 mg TabneTkn
Io TO3M MOMEHT HAMA CHOOLIEHHA 32 CIIy3aH Ha NPeAo3HpaHe. AKO CTE TIPHEH NOBEYE Tab/NIETKH OT
HeoOXoaAMMOTO, CBLPXKETE ce ¢ Bawmus nexap.

Axko cre nponychanu aa npuemere H30PEKC 500 mg rabaerku

AKo cTe 3a0paBuiH Aa mpueMere TaONETKUTE CH B MPaBUIHOTO BPEME, B3CMETC MM BEAHAra CIICA KaTo
CH CIIOMHHMTE, OCBEH aKO He € HaGnwkuiIo BpeMero 3a cieasama Bu no3a. He B3emaliTe nBoliHa a03a,
33 Ja KOMIEHCHpaTe MpOITyCHATaTa.

Axo cTe cnpean npuema ynotpe6ara na H3OPEKC 500 mg tabaerknu
AKO CrpeTe JIEUEHHETO, XKeJAaHUAT edeKT HAMA Ja fbae mocTUrHaT Wil CHMITTOMHTE MOrar aa ce
sraomar orHoBo. KoHcynTupalite ce ¢ Balna nekap, Mpeau Ja CrpeTe JCHCHHETO.

AKO HMaTe HAKAKBH HOMBbIHHTEIHA BBIIPOCH, CBBP3aHH ¢ ynotpebara Ha TOBA JICKapCTBO, nondranTe
Bauiug nexap Wil GpapMaLeBT.

4. Bb3MOXKHHN HEKENAHH peaKUHH

KaKTo BCHYKHM JIEKapCTBa, TOBA JIEKapPCTBO MOXKE Ja NPEIN3BUKA HEXENAHH PeakLInH, BBIIPEKH 1€ HE
BCEKH T'H MOJIy4asa.

[ipn wakou nuua H3OPEKC 500 mg TtabnerkM Morar Aa npHYMHAT al€prudHa  peakuud
(CBPBXYYBCTBHUTEIHOCT), MPH KOATO MOXE Aa TONYYHTE IATPYAHCHHA B AHILAHETO HIH I'bITAHETO,
NoAyBaHe Ha JHIETO, yCTHHTE, MbPIOTO WIH €31Ka, KOXHU 0OpHBH, rOJIEMH HIH CHPOSLIN YPTUKH 1O
KOKaTa, MPUCTHIM Ha KHXaHE, CEKPeT OT HOca MM Chplex Ha ounTe. AKO MOTYUHTE HAKOSA OT TE3H
HexenaHy peakuuy, cripere na npuemare H3OPEKC 500 Tabnerkn 1 ne3abapHo ce ceppxere ¢ Bammua

nexap.

EnMHCTBEHATa MHOTO YeCTa HerkellaHa peakLus (3acaraina noseye ot 1 Ha 10 Aynin), € MOBALICHO HUBO
Ha [IMKOYHATA KMCEJIMHA B KPbBTAa M YPHHAT4, KOETO MOXe Ja NpU4MHH oOpa3yBaHe Ha KAMBHH B
¥TbukaTa U 6p6peuyre. HUBOTO Ha MHKOYHA KHACENIHHA ce BPBLIA B HOPMAIHH I'PaHHIK CIE] Kpad Ha
JICYEHUETO.

Yecmume Hexcenanu peakyuu (3acszauu noseve om 1 na 10 oywu) sxmoveam.
 TaneHe cb¢ win 6€3 NOBPLLIAHE, CTOMAIIEH AUCKOMDOPT;
» OTNagHaNoOCT U HEPAIMOIOKEHHUE,
» TloBHIIEHH YePHOAPOOHH EH3UMH H YpeeH a30T B KPBBTa (MAPKa 3a KOJJMUCCTBOTO Ha a30Ta B
KpBBTa);
« Coppbex, KOXXKHH OOpHBH;
« 'maBobonue, CBETOBBPTEXK;
* BboJe3sHeHOCT Ha CTaBUTE.

Heuecmume nexcenanu peaxyuu (3acazawyu no-manxo om 1 na 100 oywu) exmoveam:
* Jluapus, 3anex;
» HepBHOCT, CBHIHBOCT WIH OE3CBHNE,
e [ToBHILIEHO KOMHYECTBO HA YPHHATA.




CrnenHuTe HeXXeNaHH peakiliH ¢a choOIIeHH NTPH MOCTMApKETHHIOBOTO Habmoneuue. Yecmomama um
e Heuzgecmua (om HanusHume OarnHu He Moxce 0a 6v0e HanpageHa oyenKa).

* boJIKa B TOpHATA YaCT HA KOpEMa,

« AHruoeneM, CBphXYyBCTBHTEIHOCT, YPTHKAPHA, aHaQWIaKTHYHA peaKLvs;

* 3aMasHOCT;

» EpureM (3auepBsiBaHe Ha KOXarta).

Cpob11aBaHe HAa HEKETAHH PeaKUUH
AKO MONY4YHTE HIKAKBU HEXENAHW JICKAPCTBEHN peakiuy, yBegoMere Baiuus jexap HiH ¢apMalesT.
Topa BIU1I0YBa BCHYKY BB3IMOXKHH HEOMKCAHH B Ta3H JIMCTOBKA HEXENaHH peakuuud. MoxeTte Chilo Ja
cpoOWHTE HEXETaHH PeaKkiHy AHPEKTHO Ype3 HALMOHATHATA CUCTEMA 3a ChodLIaBaHe:
HM3nsnHUTENHA arcHIuA o JIEKapcTBaTa

vi. ,,JJamsaH I'pye"Ne 8

1303 Copus

Ten.:+35 928903417

yebcaliT: www.bda.bg
Kato crobwaBate HeXeNaHH peakuuy, MOKETE Aa AaleTe CBOA NPHHOC 32 MOJy4YaBaHe Ha Mobeue
vHpopMaLug OTHOCHO H€30NacHOCTTa Ha TOBA JIEKapCTBO.

5. Kaxk na cexpansasare H3OPEKC 300 mg TabGiaeTkH

Jla ce cpXpaHsbBa Ha MACTO, HENOCTBITHO 32 Jela.

Ha ce cuxpaussa nog 30°C.,

He u3nonssalite TOBA 1eKaPCTBO CNel CpoKa Ha FOAHOCT, oTOenA3aH FepXy OnucTepa WIH KapTOHEHATa
ornakoBka cnen ,.JJ onen no:/EXP”. Cpokbr Ha MOODHOCT QTroBaps Ha MOCIERHHS JAEH OT MOCOHEeHHA

MCCCL.

He M3XBLpNATE EKApCTBATA B KAHAIM3ALMATA UK B KOHTEeHHEpa 33 JOMALIHY OTNAnbUM. [lonurakite
Bamwa tapMaueBT Kak Ia M3XBPIATE JeKapeTBara, KOUTO BEYE HE H3MOJ3BaTe. Te3n MepKH IUe
CIIOMOTHAT 3a ONa3BaHe Ha OKOMHATa cpeaa.

6. CoabpiaHHe HA ONAKOBKATA H JONBLJIAHHTENHA HHPOPMALIHA
Kakso cpabppaar H3OPEKC 500 mg Tabaerkn

- AKTHBHOTO BeHIECTBO € HHO3HH aluenob6eH quMernpaHon.
- Jpyrare CLCTaBKH Ca: MAHMTOJ, NPEKEIaTHHH3HPAHO HHIIECTe, MOBHAOH, MAarHC3HEB CTEapar.

Kak naraexaaT H3OPEKC 500 mg TabaeTkH H KAKBO ChAbPKa ONAKOBKATA

U30PEKC 500 mg ca 6enu mo moutH OenM, Npoasnropartd, 3a00eHH Tabnerxky, ¢ JieK aMOHAYEH
MHPHC.

Tabnerkure ca onakosaHM B OaucTepu o1 npo3paqro OesuserHo PVC/PVDC donuo, 3anevyaraHo ¢

ajlyMUHHEBO OTHO.
Beaka xapToHeHa onakoBka ¢baAbpxa 20, 50 win 60 Tabnerks.

He Bcuiky BHIOBE ONMAKOBKH MOTaT na OpaaT mycHaTH B npoaaxoa.

IIpuTexaren Ha pa3pelIeHHETO 3a ynorpeba
Pexc ®apmaciotukwic Jionaon EOO/]

Oyn. ,,CumeoHoBcKo moce” 110

kB. 'panuna, 6a. 12, e1. 4, an. 16

1700 Codus, brarapus




Ilpon3soauren

ICE S.p.A.
Via Canton Moretti, 29
San Bernardo d’Ivrea (Torino) 10015

Uranus
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