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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA ‘7( Rt o s

Be/F7H] F7/- & 23,25

1. HME HA JIEKAPCTBEHUS ITPOJIYKT 05. 11. 2

Hzoaunut 20 mg TabneTky ¢ yab/pkeHO ocBoOoMxK 1aBaHe
Isodinit 20 mg prolonged-release tablets

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Beska Tabnertka ¢ yapmkeHo ocsoboxaBaHe chabpaka 20 mg usocopOun auuuTpat (isosorbide
dinitrate).

IMoMOIHO € M3BECTHO AeHCTBHE:

Besxka Tabnetka ¢ yasmkeHo ocrobox1aBane chabpika 118,30 mg nakro3a MOHOXHIpAT.

3a MbJIHUA CNUCHK HA MOMOIIIHMTE BEIECTBA BHXKTE TOYKA 6.1,

3. JIEKAPCTBEHA ®OPMA
Tabnerka ¢ yAb/DKEHO OCBOOOXK/IABAHE

}K'I:JITPI, KpPBIUH, MJIOCKH TabNeTKH ¢ JABYCTpaHHa cbace*ra H ACIIMTEIIHA Y€pTa OT €AHaTa CTpaHa.

4. KJAHWYHH JAHHH

4.1 TepaneBTHYHH NMOKA3AHHA

. ITpoB/KHTENHO NTeUeHHe Ha KOpOHapHa apTepuanHa 6onecr.

. [TpogbmkuTENHO NedeHHe U NPodHIAKTHKA Ha CTEHOKApANs (BKJIKOYHTEIHO U B
PeKOHBAIECLIEHTHHUA TIEPHO/ CJlel MHOKap/ieH HH(APKT).

. [TpoabmKUTENHO JleyeHHe Ha TexkKa XPOHHYHA Chp/leuHa HeOCTATHYHOCT B KOMOHHALNSA CBC

ChpACYHM rMHKO3UIH, Uy peTHIH, ACE uHXubuTopy UM apTepuaiHy Ba3o/MIaTaTOPH.
. Benoapobua xunepronus.

4.2 J10o3HpPOBKA H HAYHH HA NPHJIOKEHHE

203119031(3.

Bw3pacmuu:

3a npodunakTHka U NeyeHHe Ha KopoHapHa 6onect/creHokapaua: 40-120 mg nHeBHO, pa3/ieieHH B
JIBa NPHUEMa B 3aBUCHMOCT OT MHAWBUIYaNHHTE HY>KIH H TOHOCUMOCTTA Ha nauueHTa. Bropusar
npHeM 3a JeHs Tpsa6Ba fa 6bae 6 1o 8 uaca cnen nupeus. [Ipu Becekn 103MpOBBUEH PeXUM, C OIJel
[peJoTBpaTABaHe Pa3BHTHETO HA HUTPATEH TollepaHc e HeobxoauMo Ja ce ocurypu 10-12 yacos
6e3nuTpaTeH MHTEepBal (OOMKHOBEHO Npe3 HOLITA, KOTATO MalMeHTHT TTOYHBA).

KaTo cbibTeTBalllo JleueHHe Ha 3acToiHa cbhpaedHa HejjocTaTb4HocT: 40-160 mg nHeBHO B
3aBUCUMOCT OT MHAMBHYaNHHTE NOTPeOHOCTH, pa3npe/eNeHH B Ba 10 YeTHpH npuema. [1pu Te3u
MAIMEHTH, XeMOJJHHAMUYHOTO MOHUTOPHPAHE € OT CHLIECTBEHO 3HAYEHHE 3a OIIpeJieNisHe Ha
ontumanHara /03a. [IpH Texka chpjevHa HeA0CTaThYHOCT, JIEYEHHETO ¢ H30COPOHL AMHUTPAT TPAOBa

HHXHOUTOPH, apTepHalHH Ba30HJIaTaToOpH).

MaxkcumanHaTa JHEBHa [03a He TpsAOBa Ja HaJaeuaBa 240 mg AHEBHO.
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Cmapuecka ev3pacm:
HsiMa 1aHHH, KOMTO Ja IOKa3BaT HyXJara OT KOpMrHpaHe Ha J03aTa NMpHu MaudeHTH B Hanpe/Hana
BB3pacT.

Ileduampuyna nonynayus
besonacHocTTa H eheKTHBHOCTTa Ha TO3M MPOAYKT NpH NPUIOKEHHE BbPXY JELA HE € J0Ka3aHa.

HauuH Ha mpuiIoxeHHe
Ilpuema ce nepopanHo, npejiH XpaHa ¢ 10CTaTBYHO KOMHYECTBO TEUHOCT.

4.3 IIpoTHBONMOKA3AHHA

. CBpBXYYBCTBHTENHOCT KbM aKTHBHOTO BELIECTBO, KbM APYTH HUTPATH WIH KbM HAKOE OT
TIOMOLIHUTE BEILECTBA Ha NPOAYKTA, H30poeHH B Touka 6.1.

OcTpa uMpKyaaropHa cnabocT (LOK, MPKYIAaTOpeH Konarnc).

KapauoreneH mok.

XuneprpoduuHa 06CTPYKTHBHA KapAHOMHONATHA.

H3pazena xunoreHsus (CHCTONHYHO KPbBHO HanAraHe <90 mmHg).

KOHTCTPUKTHBEH TEPHKAP/IHT.

CupaeyHa TaMIoOHaza.

OcTbp MUHOKapaeH HHGAPKT Che 3acAraHe Ha JAACHA KaMepa.

EnnospemenHo npunoxenue ¢ pochoauecrepasiu-5-uHXudbuTopu (kato cungeHadmun,
Tajianadun W BapjieHadHIT), NOpaJH OMAacCHOCT OT 3HAYMTENHO MOHWKABaHe Ha KPHBHOTO
HaJjiAraHe W BIIOLIABaHEe Ha AaHFMHO3HATa CUMNTOMATHKA (BK. Touka 4.5).

4.4 CnenmnajHH NPOTHBONOKA3AHHSA H CIIENHAJHH NpeIyNpexkAeHHd 3a ynorpeda

Buumartenno HaGnroieHHe U 1eKapcKh KOHTPO Ce H3UCKBA B CNEAHNTE CTyHaH:

- HHCKO HanAraHe Ha KaMEpPHO ITBJIHEHE, KAaTO HAaNpUMep B cilyvail Ha OCThP MHOKap/eH
HH(ApKT, YBpeeHa TeBokaMepHa GyHKINA (leBoKkaMepHa HeIOCTATBYHOCT);

- aopTHA M/MJTM MMTpANTHA CTEHO3a;

- 3a001ABaHMA, NPOTHYAILHM C NIOBUILIEHO BHTPEYePENHO HallAraHe;

- TEH/ICHUMs KbM OPTOCTATUYHM LIMPKY/IaTOPHN HApYLUEHHA.

To3u npoaykT TpaOBa Aa ce NpHiara ¢ NOBHUILEHO BHUMAHHUE U TIPU MAUUEHTH ¢ XHIOTHPEOUH3bM,
XHIIOTEPMHA, MaNHYTPULIMA, H3pa3eHa aHeMHUs, TexKa YepHoApoOHa u 6b0peuna AncdyHkum,
rayKkoma.

OnucaHy ca pa3sBUTHE Ha TOJIEPAHC, KAKTO H HAa KPLCTOCAH TOJIEPAHC KBM APYTH HUTpaTH. 3a Ja ce
npo¢unakTHpa HaMasBaHe WK 3aryba Ha JeiicTBHeTo TpsOBa Ja ce H30ArBa NpoIbKUTENIHOTO
NpHUIIOKEHHEe Ha BUCOKH JJ03H.

CrlnecTByBa BB3MOXKHOCT OT pa3BHTHE HA X€MOJIH3a NPH NaLMEeHTH C [II0K030-6-
tochataexnaporenasHa HeroctaTbuHoCT (G6PD) — dhaBH3BM.

I1pu npueM Ha roneMu 03U MOXE Jia ¢ pa3BHe MeTXeMOrnoGHHeMHs.

Crnell npoAb/DKHTENHA Tepanus ¢ BACOKH J03H, NpeKpaTABaHETO Ha JieueHHeTo TpAORa aa ce
W3BbPIIBA MOCTENEHHO, 3a [1a ce MpeJ0TBPaTH pa3BUTUETO HAa HOBA CTEHOKApAHA CHMITOMATHKA.

To3u nekapcTBeH NPOAYKT ChAbpKa JlakTo3a. [TauneHTH ¢ peiky HacneCTBEHH IpobieMH Ha
HEMOHOCHMOCT KbM TaNlakTo3a, [TbIIEH JIaKTa3eH Ae(HUMT HIH IIF0K030-TaNakTo3Ha ManabcopOuus,
He TpabBa 1a NpueMar ToBa IEKapCTBO. -
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4.5 B3zaumopeiicTBHe ¢ JPYI'H JeKAPCTBEHH MPOAYKTH H APYTrH opMu Ha B3aHMojelicTBHe

EnnoBpeMeHHOTO NpuioKeHHe ¢ APYrH Ba30qUIaTaTOpPH, aHTHXMIEPTeH3UBHH cpeacTBa (Hamp. Oera-
OnokepH, AMYpPeTHLIH, KanuueBy aHTaroHucTH, ACE HHXHOWUTOPH), HEBPONENTHLM HITH TPHLIMKITHIHH
AHTH/ICTIPECAHTH MOXKe Jla MOTEHLIMpa XHIOTEH3UBHUA (0CO0EHO OPTOCTATHYHHA) UM eQeKT.

E,unonpeMeHHaTa yno‘l‘peﬁa Ha aJIKoX0Jl MOXKe Jla Npean3BUKa pa3BUTHE Ha TEXKa XHIIOTOHHUA U
Konarc.

®ochoauecrepaznnte uHxuOHTOpH (cunaeHadun, Tananadun u BapaeHadun), H3non3BaHM 3a
JleveHHe Ha epeKTHIIHA AUCHYHKLHA, MOTEHIHPAT XHIIOTEH3UBHUS e()eKT Ha HUTPATHTE U MOTaT Jia
Npean3BUKAT Pa3sBHTHETO HA JKHBOTO3AaCTpallaBalll ChPAEYHOCHAOBH YCI0KHEHHS.

EdexTnTe Ha HOpaJpeHaIHH, aleTHIXONHH, XHCTAMHH H p. MOTaT Aa 6bat oTcnabenu npu
e/IHOBpeMeHHa ynoTpeda ¢ HUTpaTH.

HutparuTe Morar /1a OBHILAT MJ1a3MEHHWTE HABA HA JIMXHAPOEPrOTAMHH H 12 3aCHNAT HETOBHSA
XHIIEPTEH3UBEH eekT.

4.6 @epruanTet, GPeMEHHOCT H KbpPMeHe

M3oaunut TpAdBa 1a ce M3MON3Ba 110 BpeMe Ha OpeMeHHOCT U KbpPMEHE, CaMo aKo TOBA € KATETOPHIHO
HeoOX0MMO H TO MO/l CTPOT JIeKApCKH KOHTPOJI, Thil KAaTO HAMA IOCTATHYEH ONUT C HEroBaTa
ynorpeba npu OpeMeHHH H KbpPMELLH KEeHH.

4.7 EdexTn BBpXY cnocobHocTTa 32 IodupaHe H padoTa ¢ MALIHHH

Jopwu npu cnaseade Ha ykazaHuaTa 3a ynorpeba H30copOUT ZUHUTPAT MOXKe Ja 3acerHe cnocofHOCTTa
3a pearMpaHe Ha NalMeHTa 10 TakaBa CTeleH, Ye Jia Hapyllli HeroBata cnocoGHoCT Aa wodupa uiu aa
paboTh ¢ MaurkHu. ToBa e Bb3MOXKHO Hali-Bede B HAYaJIOTO Ha JIeYeHHETO, NIPH MOKaYBaHe Ha Jj03aTa
H TIpY KOMOMHHpaHe ¢ aTKOXOJI.

4.8 HexenaHH JeKapPCTBEHH pPeaKIMH

CrobuiennTe peakiiny ca knacuGUUHpaHH Mo clieIHUs HAUHH: MHOTro YecTH (>1/10); uectu (>1/100
no <1/10); newectn (=1/1 000 go <1/100); peaku (>1/10 000 xo <1/1 000); muoro peaku (<1/10 000),
C HEM3BECTHA YECTOTA (OT HAJTMYHUTE JJAHHH He MOKe Jla Ob/le HanpaBeHa OleHKa).

Hapyiiienns Ha HepBHaTa CHCTEMA

Mnozo vecmu: rnaBobonue (“HUTpaTHO rraBoboue™), ABABALIO Ce 0COOEHO B HAYANOTO Ha
JIeYeHHeTO, KaTo B [IOBEYETO CITyHaH MpeMHHaBa cliel HAKOJIKO JHH, aKO MAlHeHTHT NPOABIKH Ja
npuemMa JeKapcTBEHHS MIPOIYKT.

Yecmu: 1yBCTBO 3a HaNpeKeHHe B INlaBaTa, ChbHIMBOCT, 3aMasHOCT M ¢/1aboCT.

CobpaeyHo-ChI0BH HapYIIEHHA

Yecmu: TIpH MbpBOHA4aseH MpHeM, KaKTO M IIpH NMOBHIIABaHe Ha J03aTa MOXe ja ce HabJoaaBa Ha
Clla/laHe Ha KPbBHOTO HanAraHe W/HIH OpTOCTATHYHA XUINIOTOHHA, KOUTO MOTAT Ja ca NPHAPYXKEHH OT
pednexkTopHa TaxMKapus.

Hevecmu: H3pa3eHO NOHHXaBaHe Ha KPBEBHOTO HAIATaHe ChC 3aCHIIBAHE HA CHUMIITOMHTE Ha aHTHHA
[IEKTOPHC, KONANTOHIHH ChCTOAHUSA, OpasiuKap/ins, pHTbMHH HapylIeHUs, CHHKOIIL.

CTOMaU.IHO-"IQeBHH HapylieHHus
Hevecmu: raJIeHE, TMMOBPbLUIAHE.

HapylueHus Ha KoxkaTa ¥ NOAKOXKHATA ThKaH ,
Heywecmu: PUCTBIHO 3a4epBABAHE M ANePrHYHYN KOKHH Peakiliy. J

Mrnozo pedku: excdonuaTuBeH 1epMaTuT, cuHIpoM Ha CTHRBbHC-J[KOHCHH, aHrHoe/e

NOO1 3 \ ‘_/"?0200709
N g
NIBMASS



Ilo BpeMe Ha MPHIOKEHUETO HA H30COPOUT AMHHTPAT, MOXKE J1a HACTBITH BPEMEHHA XHIIOKCEMHA,
AbDKALlA Ce Ha OTHOCHTEJIHO Mpepasnpe/ieleHHe Ha KPbBHUA TOK B XMITOBEHTHIIHPAHH aJIBEOJIapHH
30HH, KOETO MOXE J1a NPe/IH3BHKA MHOKAp/IHA HCXEMHUA MPH NallMeHTH che 3aboniBaHe Ha
KOpOHapHHTE apTepHH.

Ipu npoabKHTENHA YIOTpeda H MO-4eCTO NPH BHCOKH JI03H MOJKeE J1a Ce pa3BHe TOJEPAHTHOCT KbM
JIeKapCTBEHOTO BEIIECTBO. Y HAKOM MAlMEHTH MOJXeE /Ia ce 3ary0yu aHTHAaHTMHO3HATa U
AHTHHCXEMHYHA aKTHBHOCT.

Crob1aBaHe Ha NOA03MPaHK HeXkeJlaHH peakiiy

Cpob1uaBaHeTo Ha OJO3UPAHHU HEXKEeNIAHW peakiiH Cilefl pa3peluaBaHe 3a ynotpeba Ha JeKapCcTBeHHs
MPOAYKT e BaxkHo. ToBa No3BoJisABa a NPOABIDKH HabNIOAEHHETO Ha ChOTHOLIEHHETO MOM3a/PHCK 3a
JiekapcTBeHUsA NpoAyKT. OT MEIMIIMHCKMTE CIIELIMATTMCTH Ce W3MCKBA Ja choDIIaBaT BCAKa
MoA03HMpaHa HexeNnaHa peaklns upe3 M3nmeaHuTeNHa areHIns 1o nekapcTeara, yi. ,,Jlamad ['pyes”
Ne 8, 1303 Codus, Ten.: 02 8903417, yeGeaiit: www.bda.bg.

4.9 IlpenoszupaHne

Cunmomu Ha UHMOKCUKaYUs

Morat J1a ce NOABAT XMIIOTOHUA € OPTOCTATHYHH LMPKYJIATOPHH HapyLleHus, pedIekTopHa
Taxukapamns, GnenocT, 3aMasHoCT, ¢1aboCcT ¥ OTNAAHAIOCT, raBoboINe, H3NOTABaHE, 3a4epBABAHE H
3aTOIJIAHE Ha KOXaTa Ha JIMLETO U IIHATA, rajieHe, MOBPbIIaHe, HAPHAL.

CpoblraBa ce 3a METXeMOTJIOOMHEMHSA TIPH MaLMEHTH NPHEMAIH APYrH oprannyiu HuTpatH. Kato
pe3ynTar Ha GOpMHPAHETO Ha HUTPHTHH HOHHM, 00pa3yBaHH OT pa3rpaXxJaHeTo Ha H30copOHa
JUHMTPAT, MOXKE Ja ce pa3BHe MEeTXEMOIIOOMHEMUS ¢ LaHO3a, TaXHIIHEs, NOTUCHATOCT, 3aryba Ha
Ch3HAHME M CTIHPaHe Ha ChpievyHaTa JAeiHOCT.

ITpu MHOTO BHCOKH [103H MOE /la HACTBIIH MOBHIIABAaHE Ha MHTPaKpPaHHATHOTO HalAraHe ¢
uepebparHy CUMOTOMHU.

Jlevenue na unmoxcuxayus

Cnen cnupaHe Ha IpHEMa Ha JieKapCTBEHHA MPOAYKT, OCBEH OOIIMTE MEPKH, KaTO CTOMAllIHA
NPOMMBKa, TOCTABSHE Ha MAllHEHTa B XOPH3OHTAITHO MOJIOXKEHHE C TIOBIUraHe Ha KpakaTa 3a
nonoOpsABaHe Ha BEHO3HOTO BpbINaHe, TpAOBa 1a ce MOHMTOPHPAT U BHTAJIHUTE MOKA3aTeNH U, aKo e
HeoOX0/MMO, Jla ce KOPUTHPAT B YCIOBUATA HA MHTEH3UBHO JIeUEHHE.

B cnyuaii Ha u3pa3eHa XUNOTOHHSA W/IIH ILIOK, TpsAGBa J1a ce mpeanprueMe o0eMHO 3aMeCTBaHE H B
H3KJIIOYHMTENIHH Clly4yau NPUIoKEHHE Ha HOpaJpeHaIMH H/UnH nonaMuH. [IpunoxenHero Ha
aJipeHalMH e [POTHBONOKA3aHO.

Jleuwenue na memxemoznobuHemus

- PenykuuoHHa Tepanus no u36op ¢ ButaMud C, METHJIEHOBO CHHBO HIIH TOJIYMIMHOBO CHHBO.
- Kucnopoana repanus.

- MH3KycTBEHa BEHTHIALNA.

Xemonuanusata He € e)eKTHBHA 3a OTCTpaHABAHe Ha H30COPOM/ AMHHTPAT OT OPraHH3Ma.

5. ®APMAKOJIOIHYHH CBONCTBA

5.1 dapmMakoIHHAMHYHH CBOIHCTBA

dapmakoTepaneBTHYHa rpyna: BazogunatatopH H3M0J13BaHH MPU ChPJEYHH saﬁommay
nurpatu, ATC kon: CO1DAOS.
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Mexanuszem na deticmeaue

KakTo ¥ BCHUKM OCTaHAJIH HUTPaTH H30cOpOHM/ AMHUTpAT JeficTBa KaTo JOHOp Ha azoTeH okHc (NO).
A30THHAT OKHMC TIPe/IM3BHKBA pellakcallii Ha CbJ0BaTa I7ajJka MyCKyJIaTypa upe3 CTHMY/IHpaHe Ha
ryaHuIaTIMKIIa3aTa i MOCIEABAIIO MOBHIIABAHE HA WHTPaLeTyIapHUA IMKIHYEH TYaHO3HH
moHodochar (cGMP). AxktnBrpa ce cGMP-3aBucHMaTa NPOTEMHKHHA3A, KOETO BOJH /10 IPOMAHA BbB
dochopunupaHeTo Ha peauna NPOTEHHH B ChAOBHTE IMaAKOMYCKYIHH KNeTKH. B pesynrar Ha Tosa
HacThIBa AedochopHIInpaHe Ha eKaTa BEPUra Ha MMO3HHA H HaMa/lsBaHe Ha KOHTPAKTHIINTETA.
A30THHMAT OKHC B3aMMOJIEACTBA ChC CYIPXUAPHIIHUTE NTOCPEIHHLIH U cBbp3Ba SH-rpynu, npu koeto
Ce MoJIyyYaBaT HUTPO30THOM. 3aTOBaA IPH U3TOLLEHHE HA CYN(XUAPHIHUTE NOCPEAHHLH B OPraHi3Ma
ce pa3BHBa HUTPATEH TONEpaHC.

DapMmakoOuHaMUYHU epexmu u KiuHuyna egpuxacrnocm

W3ocopbua AMHNTpAT NpeAn3BUKBA pejlakcallis Ha Ch/l0BaTa InajKa MycKyJaTypa i Ba3oJMJIaTaLus.
Toii qunatupa eiHoBpeMeHHO nepudepHuTe BeHU U apTepuH. Tora BoJM 0 YBeIHYaBaHE Ha
BEHO3HMA KanalUTeT U HamMalgBaHe Ha 00paTHOTO BEHO3HO BPBLIAHE KbM ChPLETO H 110 TO3M HAYHH
10 peAyLHpaHe Ha KAMEPHOTO TeJIeAUACTOIHO Ha/lsraHe H Ha NpeJHaToBapBaHETo.

[NoBNTHABAHETO HA apTEPHATTHUTE, a B TO-TOJIEMH JIO3H Ha apTePHONApHHTE CHOBE, BOJH 10
peAyLMpaHe Ha CUCTEMHOTO CHAOBO CHIPOTHBIICHHE (CJIe/HATOBAPBAHETO) M M0 TO3H HAUMH
obnekyasa paborara Ha CbpLETO.

EZHOBpEMEHHOTO NORMHABAHE HA NPEIHATOBAPBAHETO W CJIE/IHATOBAPBAHETO BOJM 10 HAMAJIABAHE HA
MHOKap/HaTa KHCIOPOAHA KOHCYMalHA.

OcBeH ToBa H30cOPOM TMHUTPAT NpeH3BUKBA Npepasnpe/ie/ieHHe Ha KPbBOTOKA KbM
cyOeHI0KapIHHTE ChIOBE, KOTaTO KOPOHAPHUA KPBBOTOK € YaCTHYHO CHIKEH OT aTepPOCKIepOTHYH
ne3un. HUuTpaTHO MHAyLIMpaHaTa JMNaTallia Ha KoJlaTepanHUTe apTepuH Moxe Ja noaobpu
nepdy3uaTa Ha MOCTCTEHOTUYHMA MHOKapA. HUTpaTHTE ChILO Taka AMIATHPAT €KCLEHTPHYHHTE
KOPOHapHH CTEHO3M H MOTaT Jia HaMalAT KOPOHApPHUTE CHa3MHU.

HutpaTtute nogobpsaBar XeMoAMHAMKKATA B OKOH ¥ IPH YCHUIIHE NPH NAUKHEHTH CbC 3acTOHHA
chp/euHa HeocTaThyHOCT. To3M edekT ce OChLIECTBARA M0 HAKOIKO MEXaHH3Ma, BKJIFOYHTETHO
HamalsBaHE HA KIalHaTa peryprutaluus (pesynTar Ha KaMepHa AnaTalus) U peayLlHpaHe Ha
KHCIIOPOZIHUTE HY KN HAa MHOKap/a.

Upe3s noHuKaBaHe Ha KMCIOPOJHHTE HYX/IH 1 NMOBHILABaHE HA KMCIOPOJHHTE AOCTaBKH, TJIOLITA Ha
MHOKap/HaTa yBpejia ce orpaHnyaga. [Topaau ToBa H30COpOMI AMHUTPAT € MOAXOAALL [IPH
onpe/esieH: MalUeHTH C IPeXKNUBAH MHOKApAeH HH(apKT.

Uzocop6ua AMHUTPAT UMa edeKTH U BPXY APYrH OPraHH M CHCTEMH, BKIIOUHTE/IHO pe/lakcallnd Ha
BpoHXHallHaTa MyCKy/IaTypa, Ha MyCKy/IuTe Ha FaCTPOMHTECTHHAJIHATA CHCTEMA, HA OWiMapHHs 1
YPHHAPHHS TPAKT.

5.2 ®MapMaKoOKHHeTHYHH CBOHCTBA

Abcopbuus
Cnej nepopaineH npueM u3ocopOu IHHUTpAT MMa 106pa cToMalHo-4pesHa abcopbuus. Havanoro

Ha JeiicTBHeTO € Mexay 15 u 30 MuHyTa. MakcHMAaTHH NTa3MEHH KOHLEHTpaLlMH ce Habmo1asar B
pamkuTe Ha 15 MHHYTH 10 1-2 yaca.

AbcomoTHaTa GHOHATHYHOCT HA HENPOMEHEHAaTa akTHBHA CYOCTaHIMA €I/l IEPOPATHO MIPHIIOKEHHEe
€ 20-30%, karo T4 noka3Ba MpPOrpecHBHO HAPACTBAHE MPH XPOHHYHO TIPHIIOKECHHE.

Buorpanchopmanus

IMoanara ce Ha 3HauuTeneH “first-pass” metabonuzbM. Mzocopbun anHuTpar ce MeTaboin3npa B
yepHus pob upes eH3UMHO JAeHUTPHpPaHe, NOCIeBAHO OT IVIIOKYPOHHpaHe /10 u3ocopoua-2-
MOHOHMTPAT ¢ I1/1a3MeH Moy XHUBOT 1.5 10 2 yaca 1 u30cOpPOMI-5-MOHOHHUTPAT C MOMYKUBOT 2 710 4
yaca. M aBara merabonura ca hapMaKoI0rd4HO aKTHBHH.

EnuMuHNpane .
CBbBceM Mallka 4acT ce eKCKPeTHpa ¢ ypuHaTa ¥ (JeKaTMuTe KaTo HEMPOMEHEHO neKapcmg/vi"'\i:"'u_‘-_-"= Ao,
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5.3 IpeaKTHHHYHH JAHHH 3a (e30MaACHOCT

HsMa 1onbIHUTENHE JaHHH [0 OTHOLLEHHE Ha (e30MacHOCTTa Ha 1IeKapcTBeHHS MPOAYKT, OCBEH
HH(opMaLMATa HaNMKHCcaHa B OTAETHATE TOYKH OT KpaTKaTa XapaKTepHCTHKA Ha TIPOJIyKTa.

6. DAPMAINEBTHYHHU JAHHH

6.1 CpnHcBK HAa IOMOUIHHTE BellleCTBA

JlaxTo3a MoHOXHOpPAT

Kanuues xuznporengocdar auxuapat

Xunpomenosa
Tank
[ToBupoH

besBoneH cunnLKMeB THOKCH,

MarHe3ues cTeapar
Ougetuten E 104,

6.2 HechbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoct

3 roaMHun

6.4 ChnenuaJHH yc10BHA HA ChXpaHeHHe

Ha ce cbxpanssa noj 25°C.

6.5 Buau chabpkaHHe HA ONIAKOBKATA

TabneTku ¢ yabmkeHo ocBoboxaasane no 10 6pos B Gaucrep.
ITo 3 GnucTepa B KapTOHEHA KYTHA.

Tabnetku ¢ yabkeHo ocsoboxaasane no 10 6pos B Gnucrep.
ITo 6 6aucTepa B KapTOHEHA KYTHA.

6.6 CneuuaJaHH nNpeana3HH MepKH NPH H3XBBLPJIfAHE H paboTa

HsaMa crieuHanHy W3MCKBaHHS.

Heu3non3BaHUAT NeKapcTBEH MPOAYKT HITH OTNATBYHHTE MaTEPHANHN OT HETO TpsAOBa 1a ce U3XBBPIISAT

B CbOTBETCTBHE C MECTHUTE H3HCKBAHHA.

7.  TPHTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA

Axkraeuc EAJ]

yn. "Aranac Jlykos" Ne 29

1407 Codus, Bearapus

8. HOMEP HA PASPEILIEHHETO 3A YIIOTPEBA

Per. Ne 20010065
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9. JATA HA II'bPBO PA3PEIIIABAHE 3A YIIOTPEBA

Jara Ha mbpeo paspewasane: 03.01.2001 r.
Jlata Ha nocnenHo noaHossBane: 14.07.2011 r.

10. JATA HA AKTYAJIM3AIIUS HA TEKCTA

20200709
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