JIncroBka: HHpOpMANHA 32 NALHEHTA

Hecnoparaaun Codapma S mg puamupanu 1abd/1eTKH
Desloratadine Sopharma 5 mg film-coated tablets
necnoparaaut (desloratadine)

ITpouereTe BHHMATETHO UAJIATA JIHCTOBKA, NPEAH 1A 3aM0YHETe 4 NPHEMATE TOBA JIEKAPCTBO,
ThH KaTO TH CbAbPKAa BakHa 3a Bac undopmanns.

- 3anazere Ta3u TUcToBKa. MoJKe 1a Ce HA/IOXKH [a A MPOYETETe OTHOBO.

- AKO UMaTe HAKaKBH JIOMTBIHUTEITHH BBIIPOCH, MonuTaiiTe Bawuus nexap wid dapmaiiest.

- ToBa nekapcTBO € npeanucaHo 1MuHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Mmoxe
Jla UM HaBpE/IH, HE3aBHCHMO Y€ MPU3HALIMTE HA TAXHOTO 3abosisiBaHe ca chlMTe kKaTo Bammure.

- AKO MOJTy4YHTE HAKAKBH HEKE/IaHH JIEKAPCTBEHHU PEaKUMH, yBeaoMeTe Baius nekap wiu
¢apmaueBT. ToBa BKJIIOYBA U BCUYKH BBE3MOKHH HEXEJIAHH PeakliH, HEOITMCAHU B Ta3H JIMCTOBKA.
Buxkre Touka 4.
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Kaxkso npeacrasasBa leciioparaaun Codapma
Hecnopatanun Codapma cbabpika AeciopaTaguH, KOHTO € aHTHXHCTAMHMH.

Kak neiicrBa [decnoparaaun Codapma
Hecnoparagun Codapma € NpoTHBOAJIEPrUYHO JIEKApPCTBO, KOETO He MPHYHHSIBA CHHINWBOCT. To nmoMara
338 KOHTPOJIMPAHE Ha aJIEPrUYHUTE peakLMH U CHMITTOMHTE WM.

Kora TpsdBa aa ce u3nouassa Jlecaoparaaun Codapma

Hecnoparagun Codapma 00j1eK4yaBa CHMIITOMMTE Ha aJIEPrUYHUS PHHHT (BB3MaJIEeHHE HA HOCHHTE
MBTHILA, MPUYHHEHO OT aJIeprus, KaTo HarpuMep CeHHA XpeMa WIIH ajleprus KbM JIOMAlleH [pax) MpH
BB3PAcTHH U FOHOWM Ha 12 W noseye roauHy. Te3u CUMIITOMU BKJTIOYBAT KHXaHe, ChbpOex UTH
CEKpeLus OT HOca, ChpOeK Ha HeOLeTOo, ChbpOexk, 3aUepBABaHE WK HACHI3SIBAHE HA OYHTE.

Hecnoparaaun Codapma ce M3110J13Ba U 3a 00JIeKYaBaHE Ha CUMIITOMMTE Ha YPTHKapHs (CbCTOSHHE Ha
KO’KaTa, IPHYMHEHO OT a/ieprus). 1e3u CUMITTOMH BKJTFOUBAT ChpOEXK U KOMPHUBHA TPECKa.

ObiekuyaBaHETO HA T€3H CHMNTOMH ITPOAB/DKABA L1 JieH U By nomara /1a BE3CTaHOBHUTE HOpMAaJTHaTa
CH e)XeaHEeBHAa aKTHBHOCT U CHHH CH.

2. KakBo TpsidBa na 3uaere, npeau 1a npuemere lecnoparaaun Codapma
He npuemainite decaoparaaun Codapma

- aKo CTe aJICpriyHy KbM JECIIOpaTaArH WM KbM HAKOS OT OCTAHAJIUTE ChCTABKH Ha T
neKapcTBo (M30poeHH B TOYKaA 6), UK KbM JIOpaTauH.

IIpeaynpexaeHns H npeanasHl MepKH

['oBopete ¢ Bamus nekap uau apmaueBT, Npeau Ja MpHeMeTe TOBa JIEKapCTBO:
- ako ObOpeunara Bu ¢pyHkims e BoueHa;

- axko Bue unu HAKOM OT ceMelcTBOTO BM € nman repyoege.
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Jlema u IOHOIIH
He napaiite TOBa JieKapCcTBO Ha J€lja Ha Bb3PacT noa 12 rouHHu.

Apyru aekapcrsa u ldecaoparaguu Codapma

He ca u3BeCTHH B3aUMOAEHCTBUA MEXKIY AECIOpaTaHH U JIPYTH JIEKapCTRa.

HMudopmupaiite Bauius nexkap win ¢papMmaneBT, ako pueMate, HaCKOpPO CTe MPUEMAIH HJIH €
BB3MOXKHO 1@ [IPHEMETE JIPYTHU JIEKapCTRA.

HecnopaTtagua Codapma ¢ xpaHa, HAMHTKH H AJIKOXO0JI
HecnopaTtaauH Tab/IeTKH MOXKe Aa ce npuema cbe Uiu 0e3 xpaHa.
bvaeTe BHUMATEIHU, B CiTy4al ye rMpUueMarTe Aec/0paTajiiH U aTKOXOJT.

bpemennoct, kbpmene H GpepTHIHTET
AKo cTe OpeMeHHa WM KbPMHUTE, CMATATE, Y& MOXKE J1a CTe OpeMeHHa WM TUlaHupaTe OpeMEHHOCT,
nocbBeTBanTe ce ¢ Bamus nekap unun ¢papmaueBT npeau ynorpedara Ha TOBA JIEKAPCTBO.

Axo cTe OpeMeHHa WK KbPMHTE, HE Ce MPENopbYBa Ja pueMaTe JAec/JI0paTaHH.

DEepTUIUTET
JluncBaT JaHHH 32 QEPTUITUTETA NTPU MbIKE/SKEHH.

Hlo¢gupane u pabora ¢ MAIIHHH

He ce o4akBa TOBa JIeKapCcTBO, M3MOJI3BAHO B MPEeNOpbYMTE/IHATA /1033, a NoBaMsaBa Bawara
cnocoOHOCT 3a wodupaHe K paboTa ¢ MalIMHU. Bbrpeky, e Mmose4yeTo Xxopa He U3IIMTBAT
CBHJIMBOCT, IPENOPBYMUTEIHO € [1a He M3BbPLUBATE ACHHOCTH, M3HCKBAIIIW KOHLIEHTPALIMs Ha
BHMMaHHETO KaTo 1odupaHe U padoTa ¢ MalLKWHH, JOKATO HE YCTAHOBUTE KaKbB eeKT HMa BEpXY Bac
JIEKAPCTBEHHUAT TIPOAYKT.

Tabaerxkure decaopatagun Codapma chabpKaT JaKTO34
Ako BawuaT jsiekap By e ka3zBasi, ye HMaTe HEMOHOCUMOCT KbM HSIKOHM 3aXapH, MOChBETBAWTE CE C
JieKaps CH, MpeaH Ja NpYeMeETe TOBA JIEKAPCTBO.

Taonerkure decroparaann Codapma cbabpKaT HATPHI

Tosu nekapcTBeH NPOAYKT ChAbpaKa HATPHH No-Masako oT 1 mmol (23 mg) Ha 103a, T.€. HAa MPaKTHKA He
ChABPKA HATPHH.

3. Kak n1a npuemare [lecaoparagun Codapma

BuHaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e kazan Bawmsar nekap win gapmaueBT. AKO He
CT€ CHI'YPHHM B HEllO, MonuTanTe Bawuus nexkap wiu papMauesT.

Bwv3pacmuu u wonowu na 12 u noseve 200uHu
IIpenopbunTenHara j103a € eHa TabsieTka BeAHbK JHEBHO C BOJA, CbC MM Oe3 XpaHa.

Toea n1ekapcTBO € 3a nNepopaiHO NPHIOKEHHE.,
[ meTHETE TAdNIETKATA 11414,

1o oTHOLIEHHE HA NPOIBLIKUTENTHOCTTA Ha Kypca Ha JieueHue — nekapaTt Bu e onpenesiv Buaa
aNepruyeH pHHUT, OT KOHMTO CTPAJIaTe U B 3aBUCUMOCT OT TOBA, L€ MPELEHH KOJKO BpeMe TpsaOBa /1a

npuemarte Jlecnoparaaun Codapma. | ,7—\
AKo cTpajare OT UHTEPMHUTCHTEH aJE€pPru4eH PUHUT (HaJIM4YMe HA CHMITTOMH B NMPOAbH %
MaJIKO OT 4 IHM CeaMHUYHO WU B MPOIBIDKEHHe HA MOo-Maliko OT 4 cenMuim), Baiu

Hpenoppbya No-npoAb/DKHTCIIHO JICHCHHUE.



[Tpu pa3z/IMYHHUTE MALKUEHTH C YPTHKAPHSA MOXKE Jla C€ Hajara pas/id4yHa rnpoab/KHTE/IHOCT Ha
JISYEHHUETO M MOpaau ToBa TpAOBa Ja cria3BaTe NPEropbKUTE Ha JIeKaps CH.

AKO cTe npHeJd noBe4ue oT HeoOxoaumaTa ao3a Jdecaoparaann Codapma

[Tpuemaiite [decnoparaaun Codapma camo Taka, kakto Bu e npeanucan. Ilpu ciyyaiHo nipeio3upase
He Ce O4YaKBaT CepHO3HM npobsieMu. Bee nak, ako B3eMere no-Bucoka ao3a Jlecnoparaaun Cocapma
OT npeanucaHata Bu, nocbBeTBaiiTe ce Beanara ¢ Bamusd nexap, papMaleBT WIH MEAHLIMHCKA CECcTpa.

AKo cTe nponycHa.ii 1a npuemere [decsioparagun Codapma

Axko 3abpaBute aa npueMerte no3ara ¢ Jlecnoparaaun Codapma HaBpeme, IPUEMETE 5 MPH TbpBa
BB3MOXHOCT, CJIE] KOETO MPOABILKETE NMpUeMa 1o npeandcaHara Bu cxema. He B3umalite nBokiHa 103a,
3a Jla KOMIIEHCUpaTe MpoITycHaTaTa J103a.

AKO UMaTe HAKAKBH JOMBJIHUTETHH BBIIPOCH, CBBP3aHH C ynoTpedara Ha TOBA JIEKapCTBO, MOMUTANTE
Bamus nekap wiu gapmaresnT.

4, B1b3MOoKHH HelKeIaHH peakIHH

KakTo Bcuuku JICKAPCTBA, TOBA JICKAPCTBO MOXKE a NpeAH3BHKA HEXKCJIAHHU PCAKIIHH, BEBEITPEKH Y€ HE
BCCKH I'M MMOJTYyHagea.

[To BpeMe Ha MOCTMApKETHHIOBHSA MEPUO] 3a AECIOPATAAMH MHOTO PSAAKO ca ChOOIIaBaHH ClTy4Yau Ha
TEKKH aJIEpPruyHHu peaKklMH (3aTpyAHEHO AUILIAHEe, XPHIOBE, ChbpOeK, YPTHKAPHS W OTOK). AKO
3a0e/1eKUTe HAKOS OT T€3H TEXKKH HEIKEJIAHU PeaKIMM, BeJHara npekparere mpuemMa Ha TOBa JIEKapCTBO
U [IOTHbPCETE CTeIIHA MEAULMHCKA MTOMOLIL.

[Ipy KJIMHMYHM [IPOYYBAHHA MPU Bb3PaCTHU HEXKETAHHUTE PEAKIIMHU Ca PAKTUYECKH CBIIIMTE KAaTO IIPH
npyeM Ha iaueto. Bee mak, HexxenaHu peakliyy, 3a KOMTO ce ¢cho0LaBa rmno-4ecTo, OTKOJIKOTO MpH
[pyeM Ha ranebo, ca oTnagHaJoCT, CyX0Ta B ycTaTa d riiaBodosue. [Tpu roHOLIKWTE HAM-4€CTO
cbOOLIaBaHATA HEXKETaHa peaKLks € 1J1aBoboHe.

[Ipu npoBekiaHe Ha KITMHUYHU [TPOYYBAHHUA C JIECIOpaTalH ca ChOOIIABaHH C/IeIHUTE HEXKETaHH
peaKLUu:

YecTu: cnegHuTe peakiiiy Morar ja 3acertat a0 | Ha 10 qymu
® ymopa

® CyXOTa B ycTara

e ri1aBoSosue

Bb3pacTHu

[lo Bpeme Ha MOCTMApPKETHHIOBUA MEPHUO/1 HA [IECIOpaTaAHH ca ChOOLIABAHU ClIeJHUTE HeXKe/1aHU
peaKLHH:

MHOro peaxu: cjaeIHHTE peakuu Morat ja 3acertar o 1 Ha 10 000 gyum
® TE)KKH aJICPTHYHH peakLu ® 00OpHB ® chplieOHeHe Wik HelpaBWICH
ChpPAE4YEH PUTHM

® YCKOPEH ChpJ/IeYEH PHTHM e OoJIKa B cTOMaxa ® rajicHe

® [10BpblIAHE ® pPa3CTPOEH CTOMAax ® quapus

® 3aMasiHOCT ® CHHJIUBOCT ® Oe3CcbHHE

® MYCKYJTHH DOJIKH ® XaTIOLMHALIUHM ® [BPYOBE

® OE3MOKOHCTBO ChC 3aCUIIEHA ® BBH3I1aJICHUE Ha ® OTKJIOHEHHE B YEPHO/
JABUraTe/IHa AKTUBHOCT YyepHHS 1pod MoKa3areu : f

{
C Heu3BeCTHA 4ecToTa: OT HAJIMUHHUTE JaHHH HE MOXKe J1a Ob/le HanpapeHa OlleHKa H
® HeobMyalina ciabocT ® [1O)KBITSABAHE HA KOXKATA W/WIM OUHTE
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® (OTOYYBCTBUTEHOCT — MOBUIIIEHA YYBCTBHTEIHOCT HA KOXKATa KbM C/IbHYEBA CBETIIMHA, JIOPH U B
obnauHo Bpeme, U keM UV (yaTpaBuonieToBa) cBet/iMHa, Hanpumep kbM UV cBeT/IIHHATA B CONapHyMm.
® [IPOMEHH B CHP/ICYHHUS PUTHM

® HeoOMYalHO noBeaeHHE

® arpecus

® YBEJIMYEHO TETJI0

® YBEJIMYEH ANETUT

Heua

C HeW3BecTHa 4eCTOTa: OT HaJIMYHUTE JaHHHU HE MOXe J1a Ob/1e HanmpaBeHa OLIEHKA Ha YeCcToTara
® 3a0aBeH ChpACUYEH PHTHM ® [IPOMEHH B CbPAEYHHSA PUTEM

® HCOOMYANHO MOBEICHHE ® arpecus

Cro0maBaHe HA HeKEJIAHH peaKuuu

AKO TOJTYYHUTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH peakildH, yBeaomeTe Baius nekap, dapMalesT win
MeHIIMHCKA cecTpa. ToBa BKIKOYBA BCHYKM Bb3MOXKHM HEOMMCAHH B Ta3H JIMCTOBKA HEXKEJAHH
peakuud. Moxere ChIl0 1a ChOOLIUTE HEXKEJIAHU PeaKUMH AUPEKTHO upe3 M3mbiaHUTeIHA areHLMA 110
nexapcrsara, yi. Jlamsan ['pyes Ne 8, 1303 Codus, Ten: +359 2 8903417, yebGeaiiT: www.bda.bg. Kato
chOOIABaTe HEXKENAHU PeaKLIMKi, MOXKETe Aa JaJIeTe CBOSA MPHHOC 3a I0Jy4aBaHe Ha [10BEYE
HH(pOopMaIHs OTHOCHO 0e30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na esxpanssare lecioparaann Codapma
Jla ce cbXxpaHsBa Ha MACTO, HEAOCTBITHO 34 JIelia.
Jla ce cpxpansaBa npu temreparypa noa 25 °C.

He u3nossBaiTe TOBa N1€KapCcTBO Ce/l CPOKA HA FOAHOCT, 0TOE/sM3aH BbPXY KapTOHEHATa OMaKOBKa CJIe/
1 0/eH 10:*. CpOKBT Ha roiHOCT OTTrOBaps Ha IOCIeIHHS JIEH OT MOCOYEHHS Mecell.

He u3XBBpigiiTE IEKapCTBaTa B KAaHAIM3ALMATA WM B KOHTEHHEpPA 3a IOMAIITHH OTnaabiid. [Tonuraiite
Baius papMaieBT Kak Ja U3XBbPJIATE JIEKAPCTBATa, KOUTO BEYE HE U3I0JI3BaTe. €31 MEepKH Lie
CIIOMOTIHAT 3a OMna3BaHe Ha OKOJIHATa cpeaa.

6. Chabp:kaHHe HA ONAKOBKATA H JONMbJHUTEIHA HHPOpMALHSs
Kaxkso c¢babpxa lecnoparaagun Copapma

e AKTHMBHOTO BELLECTBO € aecyiopaTtaauH. Beska punmupana rabserka cuabpka 5 mg
aecnopaTaauH.
e Jlpyrure cbCTaBKH ca:
Anpo Ha TabieTkara: MUKpOKpUCTaiIHa Lenyosa (E 460); kanuues xuaporeHocdar JHXHAPAT;
LlapeBHYHO HHIIEecTe; Xunpomenosa (15 mPa.s) (E 464); tank (E 553b); narpuer creapundymapar;
CWIMLIMEB JUOKCH, KonouaeH 6e3BoaeH (E 551).

®unMoBo nokputHe: xunpomesnosa (6 mPa.s) (E 464); nakro3za MOHOXHAPAT; THTAHOB THOKCHII
(E 171); makporon 3350 (E 1521); unauro kapmuH anmymunues Jak (E 132); XMHOMMH XBATO
anymMuHueB nak (E 104).

Kak u3rnexaa lecaoparagun Codpapma H KaKBO ChbpPKa ONAKOBKATA A Sb

¥ ‘
Jlecnoparanun Codapma 5 mg punmMupanu TabIeTKH ca KPbIIH, IBOHHOW3TBKHAIH, CBed
LUBAT U HaMeThp 6 mm. H

S ‘v

Hecnoparaaun Cocdapma 5 mg dhunmupanu Tabnetku ca onakosaiu 8 PVC/PCTFE/AI ?ﬁ'ljéi&)ﬁh[;; %
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%
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10, 14, 28, 30, 56 wnu 60 TadseTkyu B ONMaKkoBKa.
He BcHYKHM BHIOBE OMaKOBKW MOrar ja Obaar nmycHaTH B ripoaaxoa.

[IpaTexkaTen HA pa3pelleHHETO 32 ynoTpeda H NPOH3BOAHTE

CODAPMA A/l
yi. Unuencko woce 16, 1220 Codus, brarapus

To3u nekapcTBeH MPOAYKT € pa3pellieH B CTPaHMTE WICHKH Ha EBponelickata MKOoHOMHYECKa
30Ha (EAA) noja ciieHUTe HAaUMEHOBAHUS:

buarapus: lecnoparaaud Cogapma 5 mg punmupanu 1abaeTku
Ectonus: Desloratadine Sopharma

Jlateus: Desloratadine Sopharma 5 mg apvalkotas tabletes
Jlutea: Desloratadine Sopharma 5 mg plévele dengtos tabletés
[Tonura: Desloratadine Sopharma

[IIseums: Desloratadine Sopharma 5 mg filmdragerade tabletter

JaTa Ha nocJjielHO mpepasrjexaane Ha JHcToBKaTa: roHu 2020,




