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KPATKA XAPAKTEPHCTUKA HA TIPOAYKTA

HanmenoBanue Ha JEKAPCTBCHUA NPOJYKT

Kardiket retard ®20
Kapmuxetr®petapy 20

KaugecreeH ¥ KOJHYECTBCH CHCTAB |
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1 Tabnetka c yaemxero geficrere Kardiket®retard 20 crabpxa:

20 mg isosorbide dinitrate (INN)

Jlekapcreena gopma
TabIeTKe ¢ YABIKEHO 0CBODOKIaBaHe

Knnnwann ocodenocru

4.1. TepaneBTHYHH NOKA3AHUS

e IlpoasmxuTenHo JedeHHe Ha KOPOHApHO apTepHAITHO 3a00NsBaHe
» [IpombDKATENHO JeUcHNE B NPOQHIAKTHKA Ha aHTHHA IIEKTOPUC /IOpH U

clie/l IeKyBaH UHGapKT Ha MAOKapRa/

o T[IpOXBDKHATENHO NEHEeHHE HA TEXKa XPOHIYHA ChPRAEYHA HEOCTATRIHOCT
B KOMOHHAITUS CBC CHPCYHE rAKo3uan, nuypetand, ACE — naxubnropn

WM apTepHaliHH Ba3ogUNaTaTOPH
¢ benoppofHa XANEPTOHHA

4.2. /To3npoBKAa U HAYHH Ha NPHIOKeHHe

B ciyqaii 5e Be € IpeanKCaHo Ipyro:

Kardiket®retard 20
Hepopamio: eana Tabnerxa 2 neTH JHEBHO 0e3 a ce CABBKBA C JOCTATEYHO
KOJIAYECTRBO BOJa; BTOpATa/IIoCieRBania Ko3a TpsOBa fa O6/e HpHeTa oT 6 Ao 8 waca
ClIeX IIBPBATA Ji03a
Tpn nanwenTH ¢ MO-roJiAMAa Hy’KHa OT HATpaTH Jlo3aTa Moxke fa Obhe yReimIeHa 5o
emna TabneTka 3 OBTH JHEBHO; TIOCEIHATA J03a TpA0Ba na OBxe xpuera oxono 18

qaca.
Hama pansn KouTo aa co4ar, 49e ca HeQOX0AMH HO-BHCOKH JO3H HpH IaneHTH B

HalpeZHaa BE3pacT. EdukacTHOCTTa M GesomactaocTHOCTTa Ha Kardiket®20 me e

YCTAHOBEHA IIPH JHeiia.

4.3. IIpoTHBONOKA3AHMSA:

Kardiket®20 ne TpaOBa Ia ce IpHAara Hpu:



e (CBpBXUYBCTBUTEIHOCT KBM H30COpOMN AHHUTPAT, APYTH HATPO-

CBEJIHEHNS WK HOMOIHY CHCTaBKH

Octpa NUpKyAaTOpHa HEAOCTATHYHOCT (IIOK, KOJIAIIC)

Kapnmorenen mok (ocBeH ako He ce HOANBPIKA 3aJ0BOATEIHO KPalHo

JIHACTONIYHO HALATage ¢ IOMOMTA Ha HOAXONSIIH CPEACTBa)

Xuneprpohuysa 00CTPyKTHBHE KapAHOMEOIIATHS

KoHCTPHKTHBEH IIiEPUKAPIAT

Crpreusa TaMIIOHANa

Texka XUIOTOHNS (CHCTONIMYHO KPBBHO HAAT4He I0-HHACKe oT 90

mmHg)

e Tlo BpeMe Ha HATpaTHa Tepamus, pocdoarecTepasHn HHXMOHTOPH
(sildenafil, tadalafil u vardenafil) He TpsGra na 6bAaT U3KON3BaHK, (BHEX
CeKnpATa B3aUMOZICHCTBYS ¢ APyrd MEAUKAMEHTH I APYTH (HOpME Ha
B3auMOJiciicTBIE)

4.4.Cnenuannn OpenynpexieHus U Ipennasay MepKHa OpH ynorpeda
Kardiket®20 Tpsbpa Aa ce H3MIoN3Ba MHOTO BHAMATEHHO H CaMO II0J( IEKapCKA
KOBTPOII HpH:

¢ Hyucko quacTonmdso HandraHe (Ha IIBIEEHe), HApUMep HPH OCThP
mHbapKT Ha MAOKapa, HOHIKEHA JIeBoKaMepHa QyHKIHS (JIeBoKaMepHa
HEAOCTATHIHOCT)

e (CTeHO3a HAa a0pTaTa H/HAKM MATPATHA CTEHO3a
3aboABanus CBEP3AHH C IOBHUIIEHO BETPEYEPEIIHO HAILIaHe
TerpenAnsa KbEM OPTOCTaTHIHO HapylHapaHe Ha IUpKyJIaTopHara
perynarms

Pazputre Ha Tonepanc (HaMangBaHe Ha e(hHKACTHOCTT) KaKTO B KPhCTOCAH
TONEPaHC KBM APYTH HATPartH (HaMandpase Ha edeKra B ciiydaii Ha WHpBOHAYAHA
TEpAaIlis ¢ APYyTH HATPATH) € OHncaHo. 3a Ka ce NpodmiaKTHpa HaMalIBaHe MK
3aryba Ha peiicTBueTO TpA0Ba Aa ce H30AreaT NPOaBIDKHTENHO BpeMe BUCOKY TO3H.
IManzieATH, KOMTO Ca MOAJIOKEHH HA HOAAbpxaule nederne ¢ Kardiket®retard 20
TpsabBa a 6baaT uHGOPMEpaHH, de Te He TpIOBaT Ja u3non3ear GochoamnecTepasHn
naxuburopu (sildenafil, tadalafil w vardenafil). Tepamiara ¢ Kardiket®retard 20 me
TpsOBa fa OBJe NpeKECBaHa, 33 Ja ce IpueMar (ochonmecTepassy HAXNONTOPH
(sildenafil, tadalafil u vardenafil), 3amoTo pHCKET OT IPOBOKHpaHe Ha IPHCTHII Ha
aHTHHA IEKTOPHC MOXKe fa ObIe yRenndeH (BIDK CEeKIMATa B3aUMOJEHCTBHE ¢ APYTH
MeIUKaMeRTH Wi JpyTH GopMi Ha B3auMOJICHCTBHE).

Tlopany chALpKAHNE Ha JIaKT03a, AIHSHTH ¢ PEKH HACJISACTBEHH HAPYIIEHHA KaTo
HEIIOHOCHMOCT KBM TallakTo3a, JebHnuT Ha Lapp raxto3a Hid TIF0K030-ranakTo3Ha
manabcopbnns, e Tpabra fa npuemar Kapnuxer perapx 20.

TTopanu chrABPXKaHHE Ha CYKpPO3a, IAHEeHTH ¢ PEAKE HacTeACTBEHH HapyImeHns] KaTo
HEIOHOCHMOCT KBM (GpyKT0o32, TIIOK030-TallaKTo3Ha MannabcopOust Hny fedyilnT Ha
CYKpa3a-H30MalTa3a, He TpSOBa Aa IpreMar TO3H JeKapCcTBeH TPOAYKT.

4.5. BzaumozeiicrBae ¢ Ipyru deKkapersa 0 ApyTH GOopMHU Ha
B3aHMOJelicTBHE
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ExnoBpeMeHHOTO IIpHEMAaHE ¢ IEKApCTRa, HTOHIDKABAINN KPHFBHOTO HANATAHE,
xaro Gera-OnoKkepH, KalllMEBH aHTATOHHCTH, Ba30IMIATATOPH | Ap. W/HIH
KOMOHHANHATA C ANKOXO0JN MOKe Ja 32CHIH XUTIOTeH3UBHOTO JeHCTRHE HA
Kardiket®retard 20.

ToBa CHIO MOKE Ja CE IIPOABH U IIPH HEBPOJIEITHIN H TPUIHKIHIHN
aHTHAENpecaHTH. XHIOTCH3NBHOTO AeficTeue Ha Kardiket®retard 20 moxe fia ce
3acHnd 0T ocdommecTepa’snr-5 HHXUGUTOPE, Kato (sildenafil, tadalafil u vardenafil),
KOHTO C€ PUJIarar IIpA €PeKTHIHA JUCHYHKIAS (BUX CIEHUANHE PSAYIPEKACHHET
A npotaBonokaszanud). ToBa Moxe fa BoBe[e M0 KUBOTO-3acTpallaBall¥l ChPASTIHO-
cBI0oBH yenoxkHerud. [lanuenTn, xouTo ca Ha Tepanus Ha Kardiket®retard 20 ne
Tpa0Ba xa npremar Gochomuecrepasau naxubnropu(sildenafil, tadalafil u
vardenafil). Hamane ca noknamu, ye npu eqHOBPEMEHHO IIPE/INIECBAHE Ha
Kardiket®retard Moxe /a FOBHINY CEpYMHOTO HHBO Ha JHXHAPOEPrOTAMHHA H
HETOBOTO XHIIEPTEH3UBHO JNeHCTRHE,

4.6.bpeMeHHEOCT 1 KbpMeHe

Hzcrieapanuara BEPXY BB3HPOR3BOACTBOTO, IPOBENEHH C IUIHXOBE H 3aiinm,
IPH JO34 A0 HYBOTO Ha MalfuMHaTa TOKCHYHOCT, HE HOKa3axa YBPEXKIAaHI Ha
3apOAHLNA, MBIDKAIM ce HAa H30copOHx MuanTparta. BBIpeKH ToBa, He ca NPOBEAEHH
HOKOOHH M HaeXIHO KOHTPOIHPAHA H3CASHBANNS C OpeMEeHHH KEeHH.

Tsi KaTo U3CNEABAHKATA H OIIUTHTE C KABOTHM HE BUHATH ca II0OKa3aTelHy 32
peaKnusTa HpH YOBEKa, 110 Bpeme Ha Opemensoct, Kardiket®retard 20 cienpa na ce
OpHIiara camMo NpH CTPoroe feduHHpaHa He0OXOZMMOCT U IO M3PHYHO YKa3aHHe OT
JeKap.

He e B3BECTHO Jad H30cOpOME AMHATPAT CE OTHENI ¢ KppMaTta. Tl kato
MHOTO JIEKapcTBa Ce OTAEIAT ¢ KbpMara, Tp0Ba /la ce BHEMaBa IIPH JaBAHETO Ha
Kardiket®retard 20 Ha JKCHH-KBPMAYKH.

4,7. Bansipne BPXY ¢cnoco0HOCTTA 32 modupale 1 paGora ¢ MAMIHAHK

Kardiket®retard 20 moxe Ba noBmige BEPXY peakuHATe Ha NaHEHTA Ji0
TaKaBa CTEIEH, Je HelfHaTa/Herosara CIrocobHOCT 3a o upane wiH pabora ¢
Mammmay g2 Ob/e HapyineHa. To3u edekT ce 3achiBa B KOMOMHANHA ¢ allKOXOIL.

4.8. He:xxenann peaknun
KaxTo BcHukH JIeKapcTBeHN npogykTi Kapauket perapa 20 61 MOrsa Jia uMa

HeXKeNIaHH e()eKTH.
Cregnara cnerudHKaIis Ha YeCTOTA Ha CTPAaHHIHHTE e()EKTH ce H3II0JI3Ba B JIHCTATA

Ha HESKeNaHU eeKTH:

MHoro gectn: YecTH:

TToseqe ot 1/10 nexyBaHu nauueHTa TTo-Manxo ot 1/10, HO moseue ot 1/100
NeKyBaHH HalleHTa

Heuecrn: Pemkcn : T

To-Mamxo or 1/100, Ho moBewe ot 1/1000 | ITo-mamxo ot 1/1000, o Troewe ot 1/10




JICKYBAHH TIANHEHTa 000 nexyBaHH HATHEHTH

Muoro pepxn: Tlo-manko ot enrd Ha 10 000 nexysanu magueHTa, BKEOIATENHO H

OTJICIIEHH CiIy3au

CrppedHr CMyIHEHNS: 9eCTH: pedIeKTOpHA TaXHKApHs, HEUeCTH: 3aCHIIBaHe
Ha CHMIITOMHTE Ha aHI'WHA EKTOPHC.
TacTpo-AHTECTHHANHEN CMYINEHHS: HEISCTH: TafeHe, ORPEIAHE, MHOTO PEKHE:
KUCEIMHH.
OGmH cMyIIeHKHI ¥ CBBP3aHY ¢ MICTOTO Ha IPIIOKEHRES: YECTH IyBCTBO Ha crabocT,
niapeHe Ha e31MKa Ha MACTOTO Ha IpUIIoKeHHe.
PazcTpoiicTBO HA HEpBHATa CHCTEMA: MHOTO YeCTH: MaBOOOIHE, JECTH: JIEKO
TYBCTBO Ba TEKECT B IIIaBaTa, 38MasgHOCT, CHHIIEBOCT.
Koxpy ¥ MOAKOKHE THKAaHHH CMYINEHHAS: HEYECTH: allepIHYHI KOXHHA PeaKiHn
(06pHB), 3auepRaBaHe, MHOTO PANKO: aHTHOEHEM, cHHypoM Ha CTuBbHC-JDKOHCHH, B
eNHHEYHH CIydau: exc(ponuaTHBEH JepMATHT.
ChIoBH CMYNMIEHAS: YeCTH; XANOTOHAS IpH H3IpaBdHe, HEYeCTH: Kojarc (TIoHsIKora
CBHIPOBOJCHHMOT OpauapUTMHSA H CHHKOIL).
Texky XMIOTEH3NBHY PEaKIUH Ca ZOKNAIBaHH OT OpraHudHU HETPATH U BKIIIOYBAT
rameHe, MOBpHIaHe, HeCOKOHCTRO, OreqHOCT B 0OUIIHO U3IOTABAHE.
ITo Bpeme na segernuero ¢ Kardiket®retard 20 Moke Aa HACTBIM BpeMEHHA
XHTOKCEMHS TIOPaK OTHOCHTEINHO IIpepasnpeielieHue Ha KPEBHEA TOK B
XATORCHTHIMpaHERTE aNBeciapHl o0nacTy. B qacTHOCT, IpH MANHEHTH ¢ KOPOHAPHO
aprepranHo 3a00iARaHe TOBA MOXE 4 JOBEAES N0 MMOKAPAHA XANOKCHS.

4.9, Cepuxlosupane
IIpu xopa:

CrmMmToMu:

Cnazase Ha KppBHOTO Hamprage < 90 mmig

Bremmocr

UznoTasane

Cab nync

Taxurapias

CBETOBBPTEK HPH IIPAB CTOEK

I'mapobomne

Ornagnanoct

3amagHOCT

Tapene

TlosprImane

Juapus

Crobinasa ce 3a MeTXeMOTNIOOHHEMuS TIPH ITAITHSHTH, IPAEMAINH ApYTH
opragmHy HETpaTd. [lo BpeMe Ha 6loTpancdopManyaTa Ha H30COpOHT
MOHOHHTPAT C€ OTHEAT HATPHTHHY HOHY, KOUTO MOTAT Jia IPHIHHAT
METXEMOrI00HEEMHAS | [NaHo032a ¢ HocIeNBalla Tax ke, TONTHCHATOCT,
3ary6a Ha Ch3HAHME H CIMpaHe Ha CEpACTHATa Aeinoct. He Moxe Ia ce
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H3KJHOUH BB3MOKHOCTTA TOIIMA 1032 OT H30COpOK IAHHTpAT Aa
HpeAH3BHKA TAKaBa HEXeNaHa peaKIns,

o Tlpu MHOrO BECOKH HO3H MOXeE Jla ¢ YBeHH4M BLTPEIEPENHOTO HalsTaHe.
ToBa MOXKe Ja JOBEJE 10 LepeOpalHE CAMITOMH,

Obmia mponenypa:

e Chupate npreMa Ha JIEKapCTBOTO

e OO0y HaywuHYW Ha IPOHENMpaHE B CIydal HAa XHIIOTOHHS, NpPEeAH3BHKAHA
OT HATPATH

- IlanuenTsT TpabBa fa ce ABPXH B XOPHIOHTANHO TIONOKCHHE, KaT0 INasata

¢ TTocTaBeHa NO-HHCKO, 8 KpakaTta ca HOBAWIHATH

- JlaBame HA KHCIOPOX

- VpemuagaBaxie oOeMa Ha riasMara

- Coenuduyro JegeHHe Ha IMoka (IpHEMAHE HA HAHEHTA B HHTEH3HBHO

oTaeneuue!)

CnenpanHa Iponenypa:

o TlosmmraraHe HA KPBBHOTO HalMraHe, ako € HPeKalieHO HHCKO.
JIOBENHATENHO TPRIOKEHHE Ha CHMITaTHKOMIMETHK, HallpuMep
HOpenuHe(PHH HIH APYT BA30KOHCTPUKTOP. [IpanokenneTo Ha emuHE(GPHH
B TO3H CJIydJai MOXE II0-CKOpO Jla HABPEIH.

o JleweHue Ha METXEMOITIOOHHEMHS

- PenyknmoHHa Tepanus mpH BE3MOXKHOCT 110 H360p ¢ ButamuH C,
METHIICHOBO-CHHBO MM TOIYHARHOBO-CHHEO

- IlonaBane Ha Kuciopox (ako & HeoOXoAEMO)

- JanouBaHe Ha W3KYCTBEHO BEHTHNHpPaHE

- Xemonmanusata He € eeKTHBHA IPY OTCTpaHsBaHe Ha isosorbide dinitrate
OT TAJNOTO

¢ PeannMalnnoOHHN MEPKH

TIpH mosBa CHMITOMHE Ha PECTIHPATOpEH 1 HHPKYJIATOPEH apecT, He3abapHo
IpefIpHeMeTe PeaHMaiOHHH MEPKH.

5. dapmvakooTHIHH CBOficTR2
5.1. @apMaKoAHHAMHMYIHEH CBOHCTBA

Vizocopbun quswuTpat BOAH IO OTHyCKaHE Ha CHAOBATa Iiafika MyCKynarypa,
KaTO N0 TO3M HAYWH NpeH3BHKBa Ba30ARIATAIHA.

Kaxkto neprbepHATE apTepHH, Taka B IepudiepHATE BEHH Ce PasIukipsaBar OT
m30copbu quanTpata. To3r mocnefeH eheKT CoMara 32 BeHO3HOTO HalbiBaHe Ha
KpbB 4 TIOHAXaBa BPBIIAHETO Ha KPBEBTA OT BEHHTE KbM CBPIETO, KaTO II0 TO3H
Ha9WH [OHIDKAaBa BEHTPUKYIAPHOTO KpaliHO~-IHACTONAYHO HasIrane H obeMa
(upeaHaTOBAPBAHETO).

Br3nelicTRHETO BEPXY apTepHAIRMETE, a IIPH O-BHCOKH 03U
apTepHONiapHHATE CHOBE, TOHIKARA CHCTEMHOTO BacKy/1apHo (CHAOBO)
cLpoTHRIeHue {clenHaToBapbakne). Tosa OT CBOg cTpaHa HaMalliBa ChpACIHATa
paboTta. R

EdekTsT BpXy IIpeiHaTOBAPBAHETO H CISAHATOBADBAHE, BOAK,
BHIOCTIEICTBHE OO HO-HICKA KACIOPOFHA KOHCYMAIHs Ha ChpIETO.



OcBeH ToBa, H30COPOM AMHHTPAT HPHIMHABA IIpepaslipeeicHie Ha KpHBHHA
TOK KBM CyOEeHNOKapIHATHATE 06ACTH Ha CHPIETO, KOraTo KOpOHapHaTa
IMpKyJIalisg € JACTHYHO HaMalleHa OT aprepocKIepOTHYHE yBpexXaaund, To3u
nocneicH eheKT Haki-BepoOATHO ce NBIDKH Ha CeleKTHBHATA AUIATANNA Ha FONEMHETE
KOpOHapHH ChA0Be. IIpelsBrKaEaTa OT HUTPaTH JUAATANNA Ha KONATepanHuTe
apTepHu MOXe Jia ToAo0py ephy3uaTa Ha IOCTCTEHOTHYHHA MEOKapy,. Hutparate
CBIIO TaKa PasmIMPABAT EKCLECHTPHYHHUTE CTEHO3H ThHH KaTo Te MOTAT Ja
IPOTHBOJEHCTBAT Ha BE3MOXHH KOHCTPHKTHBHH (aKTOPH, BE3ICHCTBANM BEPXY
rIafKara MyCcKynaTypa Ha MSICTOTO Ha KOpOHApHoTO cTecHenue. Hemo nopexe,
KOPOHaPHHTE CIa3MHU MOTaT fa 651aT OTcTpaseny ¢ IOMOLITA Ha HETPaTH.

OxasBa ce, e HUTpaTHTe IIOXOGPHBAT CHCTOMHHETO HA XEMOIUHAMHEKATA IIPK
HanHeHTH, CTPAJAIH OT KOHTECTHBHEA CHpIeYHa He0CTaTEIHOCT. o3
GraronprsTeH edeKT 06XBalna HAKOIKO MeXaHH3Ma, B T0BA YHCIO HOHOOpABaHe Ha
BanBy/apHaTa perypraTalis (Ib/DKalla ce Ha HaManeHa BeHTPUKYIIapHa JuAaTalms)
H MOHMXaBAHETO HAa MHOKapAHATA KECIOPOAHA HY XK.

C mozmoOpsBare Ha KHCIIOPOJHATE HY)KIH B YBEIMYeHOTO CHaGRAIBaHE ¢
KHCIIOPOJI C€ HaMalBa 001acTTa Ha MEOKapAHO yBpexknane. CleoBaTelHo,
¥30cOpOHA AUMHATPAT MOXE ia ObIIe MOJIe3eH IPH ONpPEeAeNicHH NAMEHTH ¢ HpeKapaH
uH(papKT Ha MHOKapIa.

Biuanviero BBpXY ApYrH CHCTEMM M OpraHy BKIIOYRA GpOHXONMIATANS,
penakcaurs Ha MyCKyNHTe Ha CTOMAUIHO~UYpEBHUS TPAKT, XKIbYHHTE K XIHKOYHH
kanamd. Hamuie ca ChIio Taka i JaHHH 3a OTIyCKaHe Ha [AAKaTa MycKyIaTypa Ha
MaTKara.

Mexanuzbm Ha neticraue:

Tlomo6Ho Ha BeHYKE OpTaHAYHH HWTPATH, H30COPOU/ AUHATPAT AeHCTBA KaTo
HoHop Ha a301eH okcuy (NO). A30THHAT OKUC NPeAU3BAKBA OTIIYCKAHE Ha THagKaTa
MYCKyJfarypa Ha ChIOBETE Upe3 CTHMYNALHATA Ha TYaHUIMII IUKIa3a K
TIOCHeABANOTO HOBKINABANE HAa BFTPEKNETEYHATA KOHICHTPALT Ha IIAKTHIHEA
ryauosus MoHOGochat (¢GMP). Ilo To3n HaumH ce cTRMYyIHEpa GenThIHAT KiHHA3a,
KOATO € 3aBHCHMa OT HKIHYHHAS [yaHo3HH MoHOQocdaT (cGMP) ¢ mocnensamo
npomensane #a GochopunannsTa Ha pasTHYHy MPOTEHBY B KICTKATE HA IIaKHA
MyckyiL. ToBa B kpaiina cMeTka BoAu J0 AedochoprNnpane Ha JieKaTa Bepura Ha
MIIO3HHA 1 TOHIKaBaHe Ha KOHTPAKTHIIHTETA.

5.2. @apMakOKXHIHETHIHE CBOIICTBA

Visocopbup muBEHTpaTET ce abcopbupa GBp30 pes yerHara Jurasana. Hagano
Ha fieficTBHETO Ha TabnerkuTe Kardiket retard 20 e 20-30 MunyTH clieq mepopaiHo
IpHIKOKEHHE, MAaKCHMAIHETE HEBA B Ia3zMaTta ce JocTurar Ha 60-120 muas.
1IpoaBIDKETEAHOCTTA HA AcHiCTRHIE Ha TabneTknTe € 6-8 yaca. MzocopSun qunmrpary
ce MeTaboNU3Kpa KO H30COpPOH-2-MOHOHITPAT ¥ H30COPOU-5-MOHOHUTPAT
CHOTBETHO ¢ OT 1,5 0 2 1 4 5o 6 yaca Kpaen moy»XuBOT. M nBaTa MetabonuTa ca
tbhapMaKONOrHIHO AKTUBHH,

Buonannguoct: Kardiket®retard 20 (TabneTxu ¢ ynpmKeHo ocsoboxnasane)
OtrocrTennara 6nonamranoct Ha Kardiket®retard 20 8 cpares#e ¢ TaGIeTKHTE ¢
Gup30 ocBoOOXIaBaHe € HoBede OT 80 % npH nepopaiHo NPHICKEHHE.




5.3. IlpeaxMBEHYHA AaHHY 32 0€30IIaCTHOCT
Ocrpa TOKCHYHOCT: H3CASHBAaHWATA 3a OCIPa TOKCHIHOCT HE MOKAa3axa

HAKaKBH 0CODEHH PHCKOBE.
XpoHYHA TOKCHIHOCT: M3CIIeABaHMATa 32 XPOHWIHA TOKCHIHOCT, IPOBEJIEHH

C IUIEXOBE H KydJeTa IOKaszaxa TokcwuyHu peaknmm Karo ITHC cuvoromm u
yBeIUaBaye Ha Macata Ha YepHHA Apo0 Torapa, KOTraro M30copOuA AMHUTpAT ce
TIpHeMa B 1038 HOo-BHCOKH 0T 480 1 90 MI/KT TelleCHO TEIIo/eH.

ViscnempaHus BEPXY BB3IIPOR3BOACTBOTO!

TTo BpeMe Ha W3CHENBAHUATA, HPOBEACHY C )KABOTHH He 05Xa OTKpHTH ZAHHH

TPEIONATaiy TeparoreHeH edeKT Ha H30copOHA JHHEHTPAT.

MyrarerHOCT:
Or HAKONKOTO M3CTIeIBAHNSA, IPOBEAEHH KAKTO in vitro Taxa u in vivo He 0sxa

OTKPHATH ROKA3atCiICTBa 38 MyTarcHoaa peaxiiiig.

KasneporerHoCT:
IMporenerwTe TPOFBLKATEIH H3CICABAHAS C IUFFX0BE HE OTKpPHXa

HOKa3aTCCTBa 3a XaHIICPOTEHHOCT.

6. @apManeBTHIHH JAaHHH

6.1. Cancek HA IOMOMHATE BEAIECTBA

Lactose monohydrate, talk, polyvinyl acetate, magnesium stearate, potato
starch, sunset yellow, cucrosn ce oT quindine yellow (E104) u sunset yellow
S (E 110); sodium chloride, sodium sulfate

6.2. HechEMECTHMMOCTH
o To3u MOMEHT HAMA JoKa3aHa HEChBMECTHMOCTH.

6.3. Cpox Ha ronHoct
3a knuMaTH4HA 30Ha | (B KosT0 € bhirapns) cpoKsT Ha TOJHOCT € 5 (1eT)

TORHHH OT Zarara Ha IIPOH3BOACTEO,
I'Ipenapaﬁ.’r Ja He CC H3NIOJI3Ba CHC H3THYAHS CPOKa HAa TOHOCT.

6.4. CrennajiHy yKa3aHH4A 32 chbXpPaHeHHe

Hsaa.
6.5. Bua i chabpKaEe Ha IBPBAYHATA ONAKOBKA

Homunponnneropy MoroGmICTEPH; 20 TabMETKH.
6.6. HucTpyxkmu 3a ynorpeda/MaBnmyHpane
Hsmva.
7. MpuTekarel HA paspelleneTo 3a ynoTpeda
Schwarz Pharma AG,
Alfred-Nobel-Str.10
40789-Monheim, Germany
8. Homep Ha paspemennero 3a yooerpeda: 20000342
9. laTa Ha mBPBOTO pa3penteHne/HONHOBABANC HA pa3pemeneTo

08.06.2000 r. ‘
10. {ara ua /qacrina/mpepadorka Ha Texcera: Anpni 2005 r.



