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Spasmo-lyt 20 mg coated tabIets" 2. 7, e e T
Trospium chloride

TIpoyereTe BHUMATENHO USAATA JHCTOBKA, NPeIH Aa 33N049HeTe A3 NPHEMATE TOBA JeKAPCTBO, Thil
KATO TH CBABLp:KA BaKHa 32 Bac undopmauus.

3anasere Tazd NUCTOBKA. MOsKe Ja Ce HANOKH JA A MPOYETETe OTHOBO,

AKoO HMarTe HAKAKBH JONBIRUTENHE BEIPOCK, ONHTakTe Bamus nekap win GapMaLesT.

Topa NexapcTBO € IpEANKCaHo MuyHO Ha Bac. He ro npeorcreneaiite Ha apyry xopa. To Moxe xa M
HABPEIH, HE3ABMCHMO Y€ NPH3HALNTE Ha TAXHOTO 3abo/iABaHe ca chluTe Karo Baumre.

AKO TIONy4HTe HAKAKBM HEXENaHH EKapCTBeHH peakiuy, ysedomere Baumis nexap wnu gapmauest.
ToBa BIMIOYBA M BCHYKH BEIMOKEM HEeXXEIaHH PeakL[HH, HEOMUCAHY B Ta3H INCTOBKA. Bukre ToUKa 4.

KakBo Coabpia Ta3d JHCTOBKA:

by

1.

Kakso npeacrapiapa Cnia3Mo-THT H 32 KAKBO ¢¢ H3N0/13Ba
Kakso Tpaea fa 3HaeTe, ipeiu na npuemere CriasMo-IMT
Kak pa npuemare CnazMo-muT

BE3MOXHH HEXKENAHH peakLMH

Kax ja cexpanssate Cna3sMo-lIHT

ChappxaHue Ha ONAKOBKATA M JIONBIHATENHA HHGOpMALHA

Kakso npeacTapiaaia CiasMo-IHT H 34 KAKBO ¢¢ HIN(13Ba

CnasMo-HT ce M3MON3BA 33 CUMIITOMATHYHO NEYSHHEe HA HHKOHTHHEHLMA H/HITH YBEIHUYEHA 9€CTOTAa Ha
YPHHHpAHE ¥ CHIHO )KEJIaHHe 33 YPHHHpAHe, KOMTO MOXe Jd HACTHIAT MPH MalMeHTH ChC CBPBXaKTHBECH
MHKOUEH MeXyp (HEBONEBH TIO3MBH 32 YPHHHPAHE M CMYIICHHA B H3NPa3BaHe HA MEXypa MO HEH3BECTHH
TIPHYAHH WM AL/DKAUTH €8 Ha HAKOW HeBPONOTHYHY 3a00MBAHNA. )

2. Kakso Tps6Ba 1a 3HaeTe, IpeRy 2a npueMere CnamMo-auy

He npuemaiite CniazMo-anT, ako wMare:

- SaghpKaHe Ha ypHHATAZ, ABDKAWO C¢ HA HADYIIEHO M3THYaHE OT MUKOYHMA MeXyp (manp. mpH
n0OpoKaYeCTBEHA XHNEPIUTAa3ks HA IPOCTATATa)

-  VBenMYeéHO BBTPEOYHO HaNATaHe, JRDKALI0 Ce Ha CTECHEHME BIBIA HA MNpefHA OYHa Kamepa
(3aKpHTOBIWIHA [AyKOMA),

- YckopeH H HenpaBuieH CHPICYCH PATEM (TAXHAPUTMAN),

- MuacTeHua rpaBuC (CHCTOSHNE, XapaKTepH3UpaIo ce ¢ 6Ep3a yMOpASMOCT 1 CA0OCT HA MyCKYIHTE NpH
HATOBApBAHe),

- TemxH XpoHHYHM BL3NANHTENHH 3a00/ABaHYA HA 9epBata (Gonect Ha Crohn, ymteposeH KOIIHT)

- Texku 3360MABaHNA C PA3IIAPABAHE HA Ae6e10TO YepBO, CBBP3IAHO ChC 3ameK (TOKCHYEH MErakonoH)

- CRPBXYYBCTBHTENHOCT (@1€prid) KbM TPOCMIMYM XJIOPUT HITH KbM HAKOE OT NOMOIIHHTE BEIECTRA

IlpenynpesxaenHs B NPeINa3HK MePKH

Tpocnyes Xnopua Tpatpa Aa ¢e H3ON3Ba C BHUMAHME NPH NAMHECHTH:

- ¢ OOCTpYKTHBHH CHCTOSHMA HA CTOMAINIHO-YPEBHHTE IOLTHINA, HAMD. CTECHABAHC HAa CTOMALUHMA H3XOA
{cTeH03a Ha MUNOpa)

- ¢ oBCTpYKUMS HA U3JIMBA HA YPUHA ¢ PHCK OT 3aIPBAKA HA ypARA (Hanp. JoOPOKaueCTBEHA XHTICPIIa3I
Ha [pocTaTaTa)

- ¢ YBpeXIAaHE HA BET€TATHBHATA HEPBHA CHCTEMA

- ¢ auadparMansa XepHHA, CBEp3aHa ¢ e3odarnt

nosHmena $yHKIHA Ha MMTOBAHATA XUIE3a, 3a00NABaHe Ha KOPOHAPHUTE apTepH
HEAOCTATHEUHOCT)



Teli xaTo HAMA JAHHY 32 MAUMASHTH ¢ T&KKA YepHOAPOOHA HEHOCTATEYHOCT, IeYeHHe C TPOCIIHYM XNOPHT He
Ce TPEmopHYBa NPH TAKNBA NaleHTH. ITpy NalyeHTH ¢ Aeka o CPeIHA YePHOAPOOHA HEIOCTATEYHOCT
Tpabsa Ja ce yrnorpebasa BHUMATENHO.

TpocrHes XJI0pHA CE eHMUHNPA IIABHO upe3 Gu0pewnTe. Brno e HabMiofapato 3HAYHTENHO NOBHLIABARE HA
I1a3MEHHTe HHMBA IpH NMauyeHTH ¢ Texkka 6pGpeuHa nepocrarpuHocT. Ilopani Tosa NPA TAKKBa, & CBHILO H
TpH MAUHCHTH ¢ JIEK2 A0 cpeaHa 0B0peyHa HeJOCTATHYHOCT Tpslsa Ha Ce oOpbiNa CreuMarHo BHAMAHUE.
(BHX HECTpPYKIIMUTE 3a 03HpaHe NDH NAMENTH ¢ yBpeneHa 6n6peyna dyHkuns)

Tlpean 3aTovBaHE HA JIEYCHUETO TPAGRA [ C& M3KIKYAT OPraHWUHE NMPHYMHH 32 YECTOTATA HA ypHHHpaHe,
HEBB3MOXKHOCTTA 33 33ALPIKaHe M YPHHEPHATE HHKOHTHHEHIA, KATO CHPACYHH 3a00NiBaHuA, 3a00ABAHIA
Ha 6p6pennTe, NOAMAMNCAS WM HHOEKUKWH B TYMOPH Ha IMKOYHUTE OPraHu.

Jpyrn aexapersa u CnasMo-aut

BriMokuuTe B3auMoieHcTBHA ca:

-  3aCcHNBAaHE HA AHTHXOJMHEprHYHOTO HeffcTsme (Bk. HexemaHH peakuuH) H8 @MaHTagMH (€KapCIBO
cpemty ITapxunconosa Gonect), TPHIMITHYHHTE aHTHACNPECAHTH (HAKOW JNEKapeTBA 33 JIEYCHME Ha
JENpPEcHH, XapaKTEPU3UPAINH ¢ C UYBCTBO HA YHUHHE),

- 3acHIBaHe HA TAXMKAPAHOTO HeicTBHe (YCKOPABAHE HA CHPAEHHUA PATLM) HA GeTa-CHMIATOMUMETHLHTES
(M3MON3BAHM KATO CBPAEHHH CTUMYJNATODH, NPOTHBOACTMATHYHN ¥ NOTHCKAUTH KOHTPAKIMMTC HA
MaTKaTa)

- HaManspaHe Ha edheKTa HA NPOKHHETHLMTE KaTO METOKIONpaME, 00HKHOBEHO M3NOI3BAHH TIPH JICYeHHE
Ha CMYINCHHSA B M3MPa3BaHETO Ha CTOMAxa WIN peduryKe.

Tsif KETO TPOCHHEB XNIOPH/ MOXE /2 RIMAE BEPXY CTOMAIIHO-4DEBHHA MOTIIHTET W CeKpellis, He TpAOBa Aa

¢e HIKIMOYBA BEIMOKHOCTTa abcopOLmaTa Ha APYTH, eIHOBPEMEHHO IIPUEMAaHH, JIEKAPCTBA ia C¢ TIPOMEHH.

BB3MOKHO € a HaCThITH MOTHCKAHe a6CopOuHATa Ha TPOCHHEB XJIOPHA OT JIEKApCTBA, CHIBDXAL ryap,

XonecTHpaMuH W xonecrunoi. Ilopaky ToOBa €IHOBPEMEHHOTO H3NON3BAHE C NPOAYKTH, ChABPNKALA TC3H

cyGcTaHIug, He ce npenopsYBa,

Mouns, HMaiiTe IpeIBUA, Y€ TOBA C& OTHACA ¥ 32 HACKOPO NpPHJaraHy NeKapcTsa.

BiagMoaellcTBHATA HA HMIBO OGMAHA HA BEIIECTBATA CA M3CIEABAHH CaMoO MH BMTPO, HO He HabMIoJABaHM.

Hopagu ToBa He TPAGBA fa ce 0YaKBaT MeTabONHTHY B3aHMONEHCTBHA.

BpeMenHocT, KnpMeHe H depruanTer

Toit KaTo HAMa JaHHH 3a yrmorpebara mpH Xopa No Bpeme Ha GPEMEHHOCT H KbPMEHE, TPOCIHYM XJiOpHA
Tps6Ba [a ce WINOI3BA B TAKHBA CYYaH CAMO Cel BHHMATE/HA NIPEUEHKA HA CHOTHOLEHUETO PHCK/TION3A.
Hscnensanna BLpXy KHBOTHH He Ca II0Xa3all NAHHH 33 TOKCHYHO JelcTBAE BRPXY NOMA.

Ilodnpane u pabota ¢ MalIKHA

ToaK NexapcTBeN TIPOXYKT MOXKE g [IPOMEHH OCTPOTATa HA 3PEHKETO O TAKABA CTEIICH, Y€ CIIOCOGHOCTT] 32
AKTHBHO YJacTHe B TIETHOTO XBIDKCHHE, paboTaTa ¢ MAMMHH WIM BEDXY HECHIYPHH IVIOMANKH A4 Ghae
HapyuieHa, ToBa ce OTHACS B NO-ToJIAMa CTENEH NPH 3aN0YBAHE HA JICYCHHETO, TIPH yBE/INYABAHE Ha 03aTa
HIH CMSTHA Ha JIEKAPCTBOTO, KAKTO H B KOMOHHAIIMA ¢ AMKOXOI.

BunpekH TOBA H3CNeABaHUL BEPXY NPYTd TIApaMeTPH 3a H3MEPBaHe CMOCOGHOCTTA 33 modupane (BE3yanHa
opueHTalps, 0o0m@ CrnocoOHOCT 33 pearHpame, Peakid MpH CTPEC, KOHLCHTpauHd M JBMIATENHA
KOOpAMHALWS), He ¢a IOKAa3aNi HHKAKBO BITHSHUS OT CTPAHA Ha TPOCIHYM XTIOPHA.

Cra3sMo-JIHT ChXBPKA JAKT032, 32XaP033, NIIEHAYHO HHIIECTE H HATPHHA
Axo BawmAT nexap Bu e ka3jaj, Ue MMAare HENOHOCHMOCT KbM HAKOHM 3aXapH, KaTo JTAKTO3a M 3aXapo3a,
CBBPXKETE C& ¢ HEro, MPeaH A3 [IPHEMETE TO3H JIEKPCTBEH NIPOIYKT.

To3u NIEKaPCTBEH NPOAYKT CHABPKaS MHOTO HUCKH HHBA HA TAYTeH (OT NIIEHWYHO HHIIECTE) H € MHOTO MAIKO
BEpOATHO € TOBA 2 MORIHAE HEGJIATONPMATHO HA NAlHeHTa ¢ UboIHakHA. Enna TabNeTKa ChABPXKE He IO-
MAIKo OT 57 MEXporpaMa riyTeH. IlaupreHTy ¢ aneprud (PasniyHa 0T ULONHAKUA), He TpaGea Aa ynoTpefaBar
TO3H JIEKAPCTBEH MPOAYKT.

e MPaKTH4eCKH He ChABPKA HaTpuil.




3. Kaxk aa npuemare CnasMo-ant

Axo nekapaT BH He e npeAmmcan Lpyro, npuiaraiiTe cnefiBamuTe No-A04Y HECTPyKuMH, Mo, cnassaiite
T4, 3a0TO B MpoT¥Bex ciy4ail CnasMo-muT 20 mg HAMa 13 MM HY¥HuA eQeKT.

AKo He e HpeAnHCaHO ApYro, B3eMaiire mo 1 o6enra Tabnerka fiBa NBTH NHEBHO (ekBuBal. H2 40 mg
TPOCTIMYM XJIOPKA JHEBHO).

MpenopbuBaHaTa 033 33 NALIMEHTH © TeXKAa HEAOCTATHIHOCT Ha OnOpedHata GyHKUHS (KpEaTHHHHOB
KIHpBHC Mexay 10 H 30 mimin/1.73 m®) e 1 o6suTa Tabnerka Criasmo-mut 20 mg BEAHEK OHEBHO WIH 11pe3
neH (exBuUBANEHTHA Ha 20 mg AHEBHO WM NpE3 JEH).

Vnorpe6ara npu fena noA 12 ronuHy e MPOTHBONOKA3aHA, Thit KATO HAMA NAHHM 32 Ta3H BE3PacToBa rpyna.

Tabnerxure Tps6Ba Aa ce CITAT LeH, HECABBKAHH, C Jalla BOJA NPEAK XPAaHEHe Ha NPa3eH CTOMAX.

BammsaT nekap e onpeNeid MPOARIDKATENHOCTTA Ha Nedckne, Hykaara o1 MPOAB/DKABAHE HA JICHCHHETO
TpabBa Oa & MpeoLeHABa HA PE/IOBHM UKTEPBaIH 0T 3-6 Meceua.

AKo cTe npHend noseye oT HeoGxoauMaTa Ko3a CnasMo-auT

Jlocera He € ch0OIABAHO 38 TEXKKO NPENO3APaHEe WK OTPABAHE MPH XOpa. AKO CTe B3e/y NpeKkaneHo rolamMo
KONHYECTBO TPOCTIMYM XJICPHI HIH YCETHTE CHMITTOMH Ha NPENo3npaHe, TpA6Ba He3a0aBHO a ce CBEPAETS ¢
BallIHsA NEKap.

Benesure 3a MpeAO3MpaHe ca AHTHXOMMHEPrHYH MPOABH KaTO CMYIICHHA B 3DEHUETO, YCKOPABAHC HA
CHPLEYHHA PHTEM, CyXOCT B YCTATA K 3auepBiBaHe Ha Koxkara. Tesn cumnromu TpaGea na GbaaT NekyBaHH ¢
NApacKMIATOMAMETHIM KATO HEOCTHIMKH. 3a NMALMEHTH C rnaykoma Tpafea fa ce NPHJIONKH NMIIOKapIHH
JIOKANMHO B OKOTO.

AKO cTe nponycHanu oa npuemMere CoazmMo-aMT
IMponsnkere ¢ oOHualinaTa ZO3MPOBKA, KAKTO BH € NIPEANHCAHA.

AKo cTe cnpens npuema Ha Cna3sMo-auT
B cnysali Ha TofBa HA HAKOH HENPHATHH JIEKAapCTBEHH peakuuu, OOCHAETE ¢ BAllNA JICKAD KAKBH
KOHTpaMepKH MOraT Aa ce BIeMar U Naiu He TpaGRa na ¢ MOMICITH 33 HAKAKBH APYTH CPEACTRA 38 JICHEHHE.

4, BB3MOKHH HEKEAAHH PEaKIHH

MoraT [a HAaCTBHIAT ARTHXONKHEPTHYHH e€eKTH Kard CYXOCT B yCTara, OUCIIENCHA H 3alek mno Bpeme Ha
JIEEHHE ¢ TPOCIHER XAOPHA (HexKEeNAaH! PEAKIIHH, JBDKALM ce Ha CeIMHIHNA MEXaHHIBM Ha NCHCTBHE Ha
TPOCTIHEB XOPH/, HA MACTOTO Ha NPEAaBaHe Ha HEPRHATE UMITYJICH).

Maoro gectr: {noseve ot 1 Ha 10 napHedTH)

Cmomauno-ypegHa cucmema: CyxocT B yCTara

Yectu (noseve or 1 na 100 nmaumeHTh):
CmoMauno-ypesna cucmema: JTACTIENcAd, 3anek, kKopeMHH §oMKH, TOBPBILAHE.

He muoro Yecty (mo-Manko ot 1 sa 100 maupenTH}
CmoMauHo-4pesna cucmesa; NIOBHIEHO 00pasyBaHe Ha razobe

Pengy (mo-manko ot 1 va 1000 nanseHTH):
uxouna cucmema: CMyLIEHHA B ypuHHpaHeTo (Hamp. ofpasyBaHe Ha OCTaTbYHA YPHEA).

Copdeyno-cv008a cuchema: YCKOPEHO CHpleOHeHe, YyBCTBO 3a crpueinene.

Spumentut cMywjenusn; CMyIUEHWA B aKoMojauuata (TOBa Ce OTHACA OCOGCHO 33 MALMCHTH, KOMTO €3
JaNeKOrTeH H YHETO 3peHue He € GUI0 aIeKBaTHO KOPHTHPAHO)
Cmomauino-ypesHa cucmema: TNAPHIL

[uxamenna cucmema: DMCTIHERA

Koaica: copbexn

Opzanuama Kamo ya0; actTeHus, GONKY B [PBAHNA KOII




Mroro pengH (no-Manko ot 1 na 10 000 napjve BEII0Y] HO M H3ONHDAHH CROOICHHA

Ilykouna cucmema: 3aXBPKAHC HA YPHHA

Cupoeuno-cvdosa cucmema:6sp30 ¥ HENIPABIIHO chpLelneHe {TaxuapHTMHA)

Myexynuo-cxenemna cucmema: MYCKYJIHH W/ Mny cTaBiu GOIKH

Kooica: asraoeneM (00MKHOBEHO GONE3HEH aNepPrUyeH OTOK Ha KOXKATad H MOJKOKHUTE TEKAHH, MPCAHMHO Ha
THLETO)

Uepen Qpob u HTbYHY Numuwa: IEKO A0 CPEIHO NOBHIICHHE HA HHBOTO Ha CEpYMHHTE TPaHCAMHHA3H
Opzanusma xamo yano: aHabwIaKCHw (ATEPrHYSH WOK)

Ienmpannama nepana cucmema: T1apoloiue, CBETOBLPTEK

Axo 3a6eNexuTe HOKETAHH PEaKIHK, KOUTO He Ca CIIOMEHATH B TA3H JIMCTOBKA, MO ChoGLIeTe TH Ha BAIUAL
nexap uaH GapMalleBT.

CrofmaBaHe HA He;KETAHH PeaKilHH

AKO NOJIyuVTe HAKAKBH HEXENAHH NEKAPCTBeHH peakiuy, ysefoMere Bawma nekap. Tosa BKIOYBA BOHTKH
BEAMOJKHY HEOITUCARH B TA3H NHCTORKA HEXENaHH peakuyu. Moskere CHINO a ChOGIIATE HEKENAHH PEaKIUH
JMPEKTHO Ypes HALMOHANKATA CHCTEMa 32 cho0IIaBaHe:

HansaHHTENHA aTCHLHA 110 IEKapCTRaTa

yn. ,,Jdaman I'pyes” Ne 8,

1303 Coduta,

Ten.: +35 928903417,

yebcaiT: www.bda,bg

Karo cpo0maBaTe HEKENaHH pEakLHH, MoXere Aa Jafere CBOS NpPHHOC 3a INOJAydaBaHe Ha MOBEde
HHpopManis oTHOCcHO De30ITACHOCTTA Ha TOBA EKapCTBO.

5, Kak a2 chxpanaBate CnasMo-inT

Jla ce cpXpaHsBa Ha MACTO, HENOCTBIHO 32 AeLA.

KpalfHuar cpok Ha FONHOCT € OTIeuaTal BEpXY KyTuiikara u Gnuctepa. He H3NMON3BATE cIies Tasu JarTa.
6. CuIBpKAHHE Ha ONAKOBRATA H ROMBJIHUTENHA RiGOpManns

Kakpo ¢pabp:xa Cnazmo-JIuT
JlekapCTBEHOTO BEWECTBO € (TPOCIHEB XAOPHA),
Beaka o6sHTa TabneTka ¢EIBPkKa 20 mg TPOCTIHEB XIOPHUI.

[ToMOLIIHHA BEIECTRA:

Slgpo:  TINeHMYeHO ~ HMIUECTE,  MMKPOKDHCTANHa  LENTyo3a,  Talk, /aKrosa — MOHOXHIPRT,
CTeapHHOBA/NAIMHTYHOBA KHCENHHA, KPOCKAPMENo3a HATpHil, CHTIAIMEB AMOKCHI, KONOHACH GeaponeH,
noeuaoH (K29-32),

O6BuBKa: 3aXapo3a Tank, kanuues kapGouar (E170), turanoB muokcny (E171), makporon 8000, cunHuues
NHOKCHA, KONOMNeH Ge3ponen, kenmesen oxcun xuppar xwar (E 172), kapmenosa Harpuli, 6an BOCBK,
KapHAYOCKH BOCBK.

Brx Touka 2 Criasmo-nur 20 mg ChABpkKa NAKT034, 3aXaposa, MIIEHHIA H HATPHI

Kak wsraexna CnasMo-JIMT H KAKBO CHAbPKA OMAKOBKATA

Ta6nerxute CriazMo-mut 20 mg ca Kad)eHUKaBO-KBITH, TECKABH OGBUTH TabneTKu ¢
NpuOIM3NTENEH AHaMeTP OT 7 mm.

OpurkHanyu onakosk# ¢ 30, 50 win 100 o6eury TabneTkh.

[pHTexATEN HA Pa3pelienHeTo 3a yrorpeba:
Maiinar EOOJL

Oguc crpana ,,Cepanka opucu™

Gyn. Curnskoso Ne 48, et. 7

1505 Cogus

Brnrapud




IIpon3BoanTea Ha AEKAPCTBEHHS HPOAYKT:
Madaus GmbH

51101 Cologne

Tepmanus

Per. Ne 20030659

JaTa Ha NOCETHO NPePaITACKARNE Ha AHCTOBKATS Apryer 2020 1,




