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JIucToBxa: HHpopManns 3a noTpeduTensn

Hzonpunosnn 1 000 mg npax 3a nepopajien pasrsop
Isoprinesine 1000 mg powder for oral solution
HHO3HH aleqo0eH auMenpanon (inosine acedoben dimepranol)

IIpodeTeTe BHAMATE/IHO HAJATA JACTOBKA, NPeJH AA 3AN09HETe Aa IPHEMATE TOBA JEKAPCTBO,
Thil KATO TH CHABPXKA BAXKHA 32 Bac nndopmanns.

3anmazeTe TazM THcToBKA. Moke Ja € HAaAoXKH Oa i MPodeTETe OTHOBO.

AKO MMaTe HAKAKBH JIOIMBIHUTENHY BBIPOCH, IIONHTaliTe Balumsa 1ekap WiH GapMaLesT.

Tora nekapcTBO € MpeanucaHo AMHHO Ha Bac. He ro npeoTcTensaiite Ha apyry xopa. To moxe
Jia UM HaBpeaH, HE3aBHCHMO, Ye TIPH3HALIMTE Ha TAXHOTO 3ab0aBaHe ca ChIINTe KaTo Bamure.
AKO MoJyudTe HIKAKRH HEXENaHH JIEKapCTBEHH PEaKLUHH, yBeaoMeTe Bammua nekap Hin
(apmarieeT. TOBa BKIIOYBA H BCHYKH BB3MOMHY HEKEJIaHH PeakiiHi, HEeOIIHCAHH B Ta3H
nvcToBKa. BukTe Touka 4.

KaxkBo cChabp/Ka TA3R THCTOBRKA!
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Kakso npencraenira M300pHHO3HH K 32 KAKBO C& H3MON3Ba e et e e e
Kakgo Tps6sa aa 3naete, npeay fa npuemerte Haonpunosun I'I3ﬂbﬂHIﬁTEﬂHA AI'EHUMH HO ﬂEKAPCTBATA
Kak na npuemare Mzonpunosun fluemoBka - Tpuacxenug 2

Bh3MOKHI HeXeJlaHH peakiLiu Kout P e .. 2207 FGoo #1

Kak na coxpanssate Mzonpunosun~~ JEOMPEENe i S e

ChabpiaHie Ha OIIAKOBKATA U JAOMBIHMTENHA HHDOPMALIMA ﬁ 6 / /—7” /"7/‘ -(76J"9

Paspewenue Ne ....£5.0 womise

N

jlcggocipem.weNs. ..................... wrvereal eiriense “ ............... wnerens

Kakso npefcraBigasa H3onpuHo3HH 4 33 KAKBO CE H3HOJL

H30NMpHUHO3HH CHABPXKA aKTMBHATA CHCTABKA MHO3HH aneaolen JHMENPaHOI, KOATO ce M2MOI3Ba 3a
JISYEHHE Ha HAKOHM BUPYCHH MHOEKLHMH H 33 3aCH/IBAHE HA ECTECTBSHHI HMYHHTET Ha OpPraHHu3Ma H
HMYHHHUA MY OTrOBOP KBM BHPYCHH MH(eKIH. JlekapcTBOTO NOBIHABA Hall-Bede KOMIIOHEHTHTE Ha
KIIeTh4HHA UMYHHTET. To uMa 1 aHTUBHpYCeH edekT.

Bamuar nexap ¢ npeanucan M30npHHO3HH, 33 4a cTHMynHpa Bamara uMyHHa cucTeMa Ja Ipeofoiee
BHPYCHH HH(EKLMH, KaTo:

2.

He npremaiire H3onpuao3nn

IPUII/BHPYCHH MH(EKIIMM Ha AHXATEIHHTE TBTHILA

NMOBTapALL ce/peKyPeHTeH ICHHUTANIEH Xeprnec

HOBTAPAT C&/PEKYPEHTEH Xepilec CHMIUIEKC HA YCTHHTE

xepriec 3ocTep (GonezHeHa HHEKIIMA ¢ MEXYPUETa N0 XOZ1a Ha HEepB)
Bapuena (IemeHka)

Mop6unM (apedHa Wwapka - HHPEKIHA Ha JUXaTeTHUTE MbTHLLA C TIOBUIIIeHA Temnepa'rypa H
KOeH OOpHB)

AapoTHT/2ay1uKa {BHpyCcHA HHGQEKIIMA, KOATO MOXKE Ja JoBee 10 NOoIyeaHe H GONMKH B
OKOJIOYIIHHTE CITFOHUYEHH HUTe3H)

BUPYCEH XenaTur

reHHTATHH OpajaBHIH U IPYTH HH(EKIMH, NPUYMHEeHH 0T YOBREHIKHUA nanunoMa eupyc (UIB
HHOEKLHH)

JApPYCH BUPYCHH MHGEKIHH, KaTo HH$eKI1HO3Ha MOHOHYKIe03a (HHGMEKIM, IPHYMHEHA OT
BUpyca Ha Enmaiin-Bap), nHdexuus, npHIHHEHA OT LIUTOMETAIOBHPYC

II0ACCTBLP CKISPO3HpAII NaHSHUEGATHT (HEBPOIOrHYHO 3a00NABaHe Ha Jelld H MIadH XOpa,
KOETC 3acira UEeHTpalHaTa HEPBHA CHCTEMA).

Kakso Tpa0Ba 1a 3naere, npels Aa npuemere H3onpuaoznn

aKo cTe aJepru4HH KM HHO3HH allenobeH JMMENpPaHod WK KbM HAKOS OT OC é% '
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¢heTaBkH Ha HaonpuHo3sH (M130poeHH B TOUKA 6), ANEprudHaTa peaklia MoKe Ja ce H3pasipa
B 00pHB, cbpbex, 3aTPYAHEHO JMINAHE HIH NIOAyBaHe HA JIMLETO, YCTHUTE, MBPIIOTO HIIH €3HKA.
- aKo CTpajaTe oT NoJarpa
- aKO MMATE MOBULIEHA HHMBA HA MHUKOYHATA KUCE/THHA.

Mpeaynpexienus H Bpeana3sHd MePKH

Toropete ¢ Baumnis Aexap, npeny na npuemere HaonpuHo3wH, aKo:

O0LpuHeTe cnenHaAN0 BHAMAHNHE NPH ynorpebaTa Ha HzonpuHo3HA H YReAoMeTe Bamna Jdekap

- HMATe AaHAMHECTHYHH JAHHHA 34 1104arpa KM NOEHIICHY HHBA HA MKOYHATA KMCEIHHA

- HMaTe aHaMHECTHYHE JaHHH 3a kKaMBHH B 6p0peuuTte

- cTpafate oT 6s0peuHo 3abonasaune (TpaGra ga GBAETE MPOC/IEAIBaHY)

- Bu npeacToH NpoABIAKHTENHO JISYEHHE, 1IE TpROBa na NposexaaTe peAOBHH H3C/ASABAHHA Ha
KPBBTa H npoeepka Ha Op0peunara u yepHoapobHaTa yHkuuH. IIpy nauueHTH Ha
NPOJBDKHTEHO 1eucHHE e Bh3MOKHO 00pazyBaHe Ha KaMBHH B OnOpenuTe.

- zafenexuTe NPH3HALM HA aJIepTHYHA PEAKUHA, KaTo 0OpHB, Chpbex, 3aTPyAHEHO THILAHE HITH
NOAYBAHE HA JIMLETO, YCTHHTE, MbP/OTO WIIH e3HKa. B TaKBB cayyail BeAHAra CHpeTe JTeYEHHETO
H [IOCETEeTE JIeKaps CH.

Jpyru JexapcrBa 1 HionpaHO3HH

Hudopmupaiite Baimg Jiekap HIH (apmaugsT, ako NpUEMaTe, HACKOPO ¢Te MPHEMATH HIH €
BBE3MOYKHO Ja NIPHEMETE APYTH NeKapcTBa. AKO B3eMaTe HAKOe OT H3OpoeHHTe N0-A0Ty JIeKapCTBa,
o0BpHeTe crielMaTHO BHUMAHHE Ha JieKaps CH, Thi KaTo Te MOTAT 14 B3aUMOACHCTRAT C
HzonpraO3HH:

- AJCMYPHHON WIH APYTH JICKAPCTRa 3a [1oaarpa

- AMYpETHIHM (00e3B0JHABALIH JIEKAPCTBEA)

- JICKapCTBa, KOUTO MOTHCKAT KMYHHATA CHCTEMA, HaIIp. CJIC, TPAHCTIIAHTALHA Ha Oprad

- asMAOTHMHAMH (JIeKapcTeo 3a evueHHe Ha CTTHH).

BpeMeHHOCT, KbpMeHe H GepTHIHTET

Axko cTe SpeMeHHa WIH KBPMHTE, CMATATE, Y€ MOoKe A4 cTe OpeMeHHa WM ianypare GpeMeHHOCT,
noceBeTBaiiTe ce ¢ Bawma nekap win gapManenT npeay ynotpebara Ha TOEA JIEKapCTRO.

He npuemaiite Hzonpunozvl, ako cre SpeMeHHA Wil KEPMKMTE, OCBCH 110 WIPHUYHOTO NPeANCalie Ha
Baumiug nexap.

lopnpane 1 padoTa ¢ MALIHHA
HzonpHHO3HH He NOBNHABA CIOCOOHOCTTA 3a WodHpaHe H paboTta ¢ MallHHH.

3. Kak ha npuemare Hionpunoznn

BuHaru npueMaiire ToOBa J1eKapCTBO TOYHO KaKTO By ¢ kasan Bawma nexap. AKO He ¢Te CUTYPHH B
Helio, nonwrakre Baiug aexap win dapMaLesT.

HzonprHo3uH e NMpefHa3Ha4eH HAKIIOYHTENHO 3a IEPOPaTHO NPHIOKEHHE.

- Oteoperte calleTo MpeaH ynorpeda

- Pastpopere H3onprHO3HH Mpax BBB BOJA, CTYAEHA WIIH CBC CTaHHA TeMIEpaTypa.

- Hzcunere ¢HARPKAHHETO Ha CALIETO B YAllla ¢ BOJA, KATO 3a NO-A00pO pa3TBapsiHe HA
CBOBPMAHHETO, pa30hpKaiiTe Boaara B 4aiaTa.

- Crep KaTo ce pa3sTBOpH, JEKapcTBOTO He TpSAOBa Aa ce ChXpaHaABa 2a ObpAema ynorpeba.

TlprematiTe ToBa NekapeTRO CBC HITH 063 XpaHa, 110 BCIKO BpeMe Ha JeHd,

Be3pacTHH U N2MHEHTH B HATIPEAHANA BL3PACT ‘
Ilpenopsuurennara aosa € 50 mg/kg Tenecuo Terno, npuwiaraHa nepopanto g 3-4,
no3u nipe3 aeHd. O6uxkHoBeHO 3 g/anesHo (1 cawe 3 MbTH IHEBHO) IO He noaeq_e"
came 4 NbTH AHEBHO). 2

Jena naa 1-rogumua Bb3pacTt <2



Ilpenopsunrtennara aosa ¢ 50 mg/kg TenecHo Terno/aneBHo.
HueBHaTa f103a o1 4 g He TpsORa Aa Ce HaABULIABA.

Bamsar nexap nie onpelend OpasBHiEaTa 3a Bac A03a, B 3aBHCHMOCT OT Balero TenecHo Termno u
3abonasade ¥ e Bu MocreeTBa KOMKO IBJAT0 Aa NpHEMaTe JIeKapeTRoTO. BaskHo e Na NpHemaTte
NEKAPCTBOTO MpEe3 LieNHs NepHo/ Ha NpeanucaHoTe By sedenne, 1opH ako CHMIITOMHTE OT3BYYAT,
Tpeau Ja MPUKIIOYHTE MPUeMa Ha BCHYKH calleTa.

AK0 cTe NpHeJN NoBede 0T HeoGxoqumaTa no3a M3onpuHo3HK
Jo TO3H MOMEHT HAMA CROOLICHHA 3a CTYYaH HA MPeAO3HpaHe. AKO CTE NpHeNH MOBEUE CallieTa oT
HeoOXOAMMOTO, MOJIA CBBpMETE ce ¢ Bamua nexap.

AKo0 cTe nponycHAIH A4 npHemeTe Hionpueosnn

AXO cTe IPOMYCHAIH 4033, B3EMETE 1 B3MOMKHO HAN-CKOPO clle/l KaTo CH CIIOMHHTE, OCBEH aKO HE €
HaOmMDIWTO BpeMeTo 3a Bamara cnenparua 5o3a. He BieMaiite 1Boiida Jo3a, 3a 1a KoMICHCHPaTe
MpoyCcHATATa J034.

Axo cTe copenn npHeMa Ha H3onpunosan
AKO cripeTe eUSHHETO, KeNAHUAT eheKT HAMa Ja Gble NOCTHTHAT WiIH CUMIITOMHTE MOTAT 1A C&
Browar oTHoeo. Koucynarupalite ce ¢ Bating nexap, Mpeau 4a CripeTe NeHeHHETO.

AKO UMaTe HAKAKBY ACIIBIHHTENHH BBIPOCH, CBBP3aHH € YNoTpeGarta Ha TOBa NeKapCeTBo, nonKTaite
Bamrua nekap uau gapManesT.
4. Bn3MOKHH HEKeI2HH DeaknHH

KakTo secyuxn JICKAPCTBA, TOBA NEKAPCTBO MOXKE Oa NpeaH3sHKa He:KCNaHH peéaKklHH, BBIIPEKH 4Y¢ HE
BCCKHY 'H NONy4Yaea.

Onucauure [0-JOTY HEXCJ1aHH peakilHH ¢a H3MHTAHH OT X0pa, NpHeMalln HBOI‘IPHHOSHH, HCa
H36pOSHPI KaTO MHOTQ YCCTH, YOCTH HITH HEYOCTH.

Beuukyi neKapcTBa MOTaT A2 IPUUKHAT anepruiHy peakunH, BBIPeKH Ye COPHO3HUTE alepruiHu
Peaklli ca MHOTO PelKH.
Kaxxere ne3abaeno Ha Barumns nekap, ako nouyBcTBare:

. BHE3ANHO XPHUOTEHe/CBUpEeHEe Ha I'bpAMTE,

. 3aTPYAHEHMA MIPH JHIIAHE,

. noLyBaHe Ha KIENavuuTe, TMLETO HINH YCTHHTE,

. o0puB unu ¢rpdex (ocobeHo 3acaramy HAIOTO TAIO).

C'I:Oﬁlll.aBaHIfI Ca CJICIHUTE HEXKCTAHH JICKAPCTECHH PEAKINH:

Muoro yecTn (MOXke Ja 3aCerHar oseye ot 1 na 10 gymm):
- BPEMEHHO MOBHILEHH CTOHHOCTH Ha MHKOYHATA KHCENUHA B KPHBTA W YRHHATA.

YecTn (Moxke na 3acersar no | Ha §Q gywm);

- NOBHILEHH CTOBHOCTH Ha 4EPHOAPOOHHTE eH3HMH
- NOBHILEHH CTOHHOCTH Ha ypesaTa (OTHafbueH MPOAYKT) B KPBRETA
- KOKeH 0OpHB

- cupbex

- GoNKH B cTaBHTE

- TIOBPBILEHE

- rafeHe

- fonku B cTOMaxa

- yMOpa

- cnabeet (HepasnooKeH e )




- rnasobonue
- CBETORBPTEHK (BEPTHIO).

Heuectn (Moxe 112 3acersart o 1 va 100 aywmn):

- JAHapHa

- 3anex

- ChHAHBOCT

- HEBB3IMOXKHO 3aCTTHBaHE (HHCOMHHA)

- HEPEHOCT

- YBE/IHIeHO KOIMYeCTBO Ha YpHHATA (ONHYPHA).

C Hed3BeCTHA 4eCTOTA (OT HATMYHHUTE AaHHH He MoKe Aa Obie HANpaBeHa OLICHKA):

- GonkH B KOpeMa

- N0AyBade Ha JIHLETO, YCTHHTE, KIENayuTe WiH MBPIOTO (aHrHoeaAeM)

- KOIpHBHA Tpecka

- ANlepruyHa peaKkuis, 3acArama WAIoTo TATIO anepryyia peakuis (aHAPpWIaKTHYHA peakups )
Hapyllena cTadMngocT (3aMasHOCT)

- 3avepBABAHE Ha KOXATA (SpUTEM).

Crofmapane Ha HEKEJIAHH pPeakIHu

AKoO NONyJHTe HAKAKBU HeXKEMaHH IEKApCTBeHH peakiyH, yBeaoMmere Bamus nekap, dapMauesr wiH
MEIMIIMHCKA ¢eCcTpa. TOBA BKIIIOUEA BCHUKHM BH3MOYKHH HEOMHCAHH B Ta3H JIHCTOBKA HEXKelaHH
peaxuin, MoxeTe CBINO A3 CHODINHTE HEsKeNaHH peaKliiH JHPEKTHO upes:

HznenaxTrenna areHnuMa 1o IeKapereara

yn. ,Jamsas [pyes™ Ne §

1303 Codus

Ten.: +359 2 8903417

vebcalim: www.bda.bg

Karo choblnasare HeykenaHH peaxiiui, MOXKeTe Aa AaZieTe CROA MPUHOC 33 MOAYYABAHE Ha [OBeYe
HHopManii 0THOCHO $e30NacHOCTTa HA TOBA JIEKAPCTBO.

5.  Kaxk xa cexpansiate Hionpnnosun

Ha ce chxpaHsaBa HA MACTO, HEAOCTHIHO 32 JeLa.

To3su nekapcTREeH NPOAYKT HEe H3HCKRA CISLMAIHY YCJIOBHA 32 ChXpaHEHHE.

He usponzBaiiTe TORA NEKapcTRO ClIeA CPOKA HA TOTHOCT, OTOEA3aH BEPXRY CAlIeTO H KAPTOHCHATA
onakoBka cien ,,I'oneH 10:*. CpoKsT Ha TOAHOCT OTrOBAapA HA NMOCIEIHHA AeH OT MOCOYSHHA Mecell,
He H3XBBPALHTE NIeKapcTBaTa B KAHATHIALMATA WIH B KOHTEHEpa 32 JOMAITHH OTHATBIH.
Monwvraiite Bamna gapManieBT Kak Aa H3XBPNATe NEKapeTBATa, KOUTO Beue He M3monssare. Tesu
MEPKH 11le CNICMOTHAT 2a O[I43BaHe Ha OKONHATA Cpeaa.

6. CpabpxanHe HA ONAKOBKATA H A0ILIAHHTEIHA nuopManan

Kaxpo ¢xaspixca Hionpunoinn

- AKTHBHOTO BEILIECTBO ¢ HHO3HH allenoben auMenpanoi. Besko cawe ¢baspxa 1 000 mg
HHO3HH allenoden AHRMENPAHOIT.

- JpyruTe ¢BCTABKH Ca: MAHMTOJ, CYKPAJI03a, MOBHAOH, THMOHOBA SCEHLIHA.

Kak n3rnexna HzonpurosuH B KAKE0 ChILPKA OLAKOBRATA =
Hsompuho3nH ca Oend 10 moyTH Gelii rpaHyild ¢ LHTPYCOR MUPHE, HANBIHO pasTBo
HzonpHyo3uy ce J0cTABS B KAPTOHeHa KyTHd ¢ 24 cammeTa,

He scHuKu BHIOBE OOAKOBKH Morar Aa ObAat iycHaTH B npogaxGa.

HpuaTexaress Ha paspenIenneTo 3a ynorpeta d Npoa3BOANTEN

+
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TIparexkaTe HA pa3spelleHHETO 34 yRoTpeba
Ewopharma International, s.r.o.

Prokopa Velkého 52
811 04 BratislavaCnopaxus

IIpousBoauTen

Lusomedicamenta Sociedade Técnica Farmacéutica, S.A.
Estrada Consiglieri Pedroso, 69-B

Queluz de Baixo, Barcarena

2730-055

ITopTyranuia

3a aomeAHATENHA HHGOPMALIMS OTHOCHO TOBA NEKApPCTBO, MOJIA, CRBPIKETE CE € JIOKANHMA
TIpEACTABHTEN Ha paspellcHUETO 3a yrorpeda:

TII EsodapmMa

yi. . JInpuHCKH mpoxon” 24,
1618 Codms

Brnrapus

Tem.; ++3592 962 12 00
Hmeitn: info@ewopharma.bg

Jara na nocaexno Npepasriexkiane Ha JINCTOBKATA:




