AoV 24 6J”
KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA
LC/ /AT 74T 2375

1. HMME HA JIEKAPCTBEHHS IIPOIYKT 05 1. N
Hzoauuut 10 mg Tabnetkn

Isodinit 10 mg tablets

2. KAYECTBEH H KOJTHYECTBEH ChCTAB

Beska Tabnetka chabpxka 10 mg n3ocopbun quuutpar (isosorbide dinitrate).

INomMouiHK BelecTBa ¢ M3BECTHO JIEHCTBHE:
Bceska tabnerka cpappika 80 mg nakTosza MOHOXHIpPAT U 61 Mg MNLIEHHYHO HALIECTE.

3a MBbJIHKA CIHCHK HA MOMOIIHHUTE BelllecTBa BHKTE To4Ka 6.1,

3. JEKAPCTBEHA ®OPMA
TabneTtka

Benu unu noutu Genu, Kpbriu, mnocky tabneTku ¢ ABycTpaHHa (acera U JeNMTeNHA YepTa OT eHaTa
CTpaHa.

4. KJIUWHUYHH JAHHH

4.1 TepaneBTHYHH NMOKA3AHHA

. [TpoasmikuTenHO NeYeHHe Ha KOPOHApHa apTepHaliHa bonecr.

. [TpoabmkuTenHO NeyeHue U NpoMIaKTHKA Ha CTeHOKapAua (BKIIOYUTENHO U B
PEKOHBAJIECUEHTHHA NIEPUOI CNIEl MHOKApPJACH HHCbapKT).

. npOI['I:-J'I)KHTCJ'IHO JIEHEHHE Ha T€XKKa XPOHUYHA ChpAC€HHA HEAO0CTATBYHOCT B KOMGHHauHﬂ CBC

CbpPACYHH INTHKO3UAH, ANYPETHLH, ACE HHXH6HTO]}H HITH apTepHaJIHH Ba30JUNIaTaTOPH.
. BenoapobHa xunepToHus.

4.2 [lo3HpPOBKA H HAYHH HA NPHJIOKEHHe

EOSHQOBKEI

Bw3pacmuu:

3a npodHnakTHKa U neyeHHe Ha kopoHapHa Oonect/creHokapans: 3 meTH o 10 mg. Jlo3ata Moxe na
Bapupa ot 30 10 120 mg aHeBHO, pa3JesieH! B TPH IPHEMA B 3aBUCHMMOCT OT HHIHBUAYATHUTE HYK/1H
¥ NOHOCHMOCTTa Ha nauuenTa. [Ipy BcekH 103HpOBLYEH PeXUM, ¢ OrJie]l NpeJoTBpaTIBaHe
Pa3BUTHETO HA HUTPATEH ToJiepaHe e HeobXoauMo Ja ce ocuryp 10-12 yacos 6e3HHTpaTeH HHTEpBA
(0OMKHOBEHO Mpe3 HOLITA, KOTAaTo MAlMeHTHT OYHEA).

Karo cbnbTCTBaLIO JIeYeHHe Ha 3acToliHa chpAeuHa HeaocTaTbyHocT: 30-160 mg AHeBHO B
3aBHCHMOCT OT MHJIMBH/IyaTHUTE OTPeGHOCTH, pasnpeaeneny B TPH, YeTHPH npuema. [Tpu Tesu
TNalMEeHTH, XeMOAWHAMHYHOTO MOHMTOPHPAHE € OT ChILECTBEHO 3HAYEHHE 3a ONpe/Ic/IHE Ha
onTHManHara jo3a. [Ipyu Texka chpaeyHa HeJOCTAThYHOCT, JIeYeHHETO ¢ H30copOH HTPAT
na Gbjie AOMBJIHUTENTHO KBM OCHOBHATA TEPANUA (ChPAEYHH IIMKO3H/H, JHYPeT
HHXHUOUTOPH, apTepHAIHA Ba30AHIATATOPH).

MakcumanHara AHEBHA 103a He TpAOBa Aa HajaBuaBa 240 mg qHEBHO.
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Cmap-fecxa 6b3pacm:
HsMa naHHHM, KOMTO J1a [I0Ka3BaT HyxKaaTa OT KOpMIMpaHe Ha [03aTa [IpH NalHeHTH B cTapuecka
BB3pAaCT.

Heouampuyna nonynayus
Be3onacHocTTa M epeKTHBHOCTTA HA TO3H MPOAYKT MPH MPHJI0KEHNe BhpXY Jlela He e JloKa3aHa.

HauuH Ha npoioxeHne
[Tpuema ce nepopanHo, Npeau XpaHa ¢ I0CTaTb4HO KONMYECTBO TEYHOCT.

4.3 TIIpoTnBOmOKA3aHHSA

. CBpBbX4YBCTBHTEHOCT KbM aKTHBHOTO BEeLIECTBO, KbM JIPYTH HUTPATH MIIH KBM HAKOE OT
TIOMOIIHKUTE BeleCTBa, H30pOeHH B TouKa 6.1.

OcTpa uupkynaropHa ciaboct (10K, LMPKY/IaTOpeH KoJjarc).

KapauoreseH moxk.

Xuneprpoduuna o6CTpyKTHBHA KapAHOMHOIATHS.

H3paszeHa xunoreHs3us (CHCTONHYHO KpBBHO Halsirade <90 mmHg).

KoHCTpHKTHBEH NepHKapamT.

Cobpiaeuna TaMnonana.

OcTbp MHOKapAeH HHGAPKT che 3aciaraHe Ha JACHA Kamepa.

EnnoBpemenHo npunoxenue ¢ gocdoauecrepasHu-5-unxuburopu (kato cungenadun,
tajanadmn v BapaeHadui), nopaan oNacHoOCT OT 3HAYUTETHO NOHHKaBaHE Ha KPbBHOTO
HaJIATaHe U B/IOLIABAHE HA aHI'MHO3HATA CUMIITOMATHKA (BXK. T. 4.5).

44 CpenMa/iHM NPOTHBOIOKA3AHHA U CHELHAJIHH NpeAYNpPeKAeHUA 32 ynoTpeda

BuuMarenHo HabnrogeHne 1 NeKapcku KOHTPOJI Ce W3HCKBA B CJIEIHUTE CITyYau:

- HHCKO HAJIAraHe Ha KaMepHO IIbIIHEHe, KaTo HAllpUMep B CJly4ail Ha OCTbp MUOKap/AeH
WH(papKT, yBpeaeHa JieBokaMepHa (QyHKLH (NIeBOKaMepHa HEJIOCTaTBYHOCT);

- aopTHA W/MJIH MHTpaJIHA CTEHO32;

- 3abonsBaHMs, NPOTHYALIK C MOBHLIEHO BbTPEYepenHo HallAraHe;

- CKJIOHHOCT KBM OPTOCTATHYHH LIHPKYTATOPHH HapyLIeHHS.

To3u npoaykT TpabBa jja ce npunara ¢ NOBHLIEHO BHUMaHHE W NPH NalMeHTH ¢ XUIOTHPEOUIHIBM,
XHMOTEPMHUS, MATHYTPHLINA, TeXKKa YepHOApoOHa N 6BOpeyHa AuchYHKUM, rNayKkoma.

OnmcaHy ca pa3BUTHE Ha TOJIEPAHC, KAKTO H Ha KPbCTOCAH TOJNEPaHC KbM JPYTH HATpaTH. 3a Ja ce
npodunakTupa HamausABaHe WK 3aryda Ha aelicTBHeTO TpA6Ba Ja ce n304Area NPoAb/KUTENTHOTO
TIPUNIOKEHHE Ha BHCOKH JI03H,

ChbliecTBYBa Bb3MOXKHOCT OT pa3BUTHE Ha XEMOJIM3a NPH NALHEHTHU C [NI0K030-6-
tocarnexunporenasna HegoctarbyHocT (G6PD) — daBuzbm.

an IIpHEM Ha BUCOKH03H MOKE J1a CE pasBHE METXEeMOIIO0MHEeMMUA.

Cnen npoabsmkHTE/IHA TEPANHA C BUCOKH 103H, NIPEKpaTABaHE Ha ledeHHeTo TpAOBa /1a cTaBa
MIOCTENEHHO, 3a Ja e Mpe/IOTBPaTH pa3sBUTHETO HA HOBA CTEHOKAP/IHA CUMMTOMATHKA.

[ToMoLIHH BellecTBa
Jlakmosa

INauueHTu ¢ PEAKH HACIEACTBEHH npoGneMH Ha HECMOHOCHMOCT KbM raJlaKkTo3a, ITb.
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Thuenuuno nuwecme

[NieHH4HOTO HUILIECTE B TO3H NE€KAPCTBEH NPOJAYKT ChAbpia ChbBCEM MaJIKM KOJMYeCTBa MyTeH
(cuMTa ce ye He CbABPAKA MIYTEH) H € MHOIO MaJIKO BEPOATHO J1a MpeN3BHKA MpobieMu npH
nauMeHTH ¢ ubonuakusa. Enqna Tabnerka chabpika He noeede ot 6,1 MukporpaMa riyteH. [TauuenTH ¢
aneprus KbM MIIEeHKIA (pa3In4Ha OT UBOIHAKHA) He TPAOBa []a IPHEMAT TO3M JIEKAPCTBEH MPOAYKT.

4.5 B3aumoaelcTBHE ¢ IPYTH JieKaPCTBEHH NPOAYKTH H APYTH (OpMH Ha B3aHMO/eiicTBHe

E/ZIHOBpEMEHHOTO MpPHJIOKEHHE C APYI'H Ba30AWIATATOPH, AaHTHXUINIEPTEH3UBHH (Hanp. GeTa-G10KepH,
JIMYPETHIIH, KanlHeBH aHTaroHueTH, ACE HHXMOUTOPH), HEBPOJIENTHLI WM TPULIHKIHYHH
AHTH/IETIPECAHTH MOJXeE Jla NOTEeHLHPa XUIIOTeH3HBHUA (0C00EHO OPTOCTATHYHUS ) HM e(eKT.

EJ.IHOBpeMeHH&Ta ynmpeﬁa Ha allKOX0J1 MOKE 1a NpeJH3BHKa pasBUTHE Ha TEKKa XHIIOTOHHA H
Konarc.

Docdoanecrepasnute MHXUOHTOPY (cHnaeHadun, Taganadun 1 BapaeHaduI), H3N0N3BAHH 32
JIeYEeHHE Ha ePeKTH/IHA AMChYHKUMA, TOTEHUMPAT XHIIOTEH3MBHUA eeKT Ha HUTPATUTE U MOrar Aa
MpeIN3BUKAT Pa3BHTHETO Ha JKHBOTO3ACTpalllaBallld ChpAEYHOCHA0BH YCIOAKHEHHA.

EdekTure Ha HopaapeHaIHH, aleTHIXO0IHH, XHCTAMHH U JIp. MOTaT Ja Obaar oTcnabeHu npu
€/IHOBpEMEHHa ynoTpe6a ¢ HUTpaTH.

Hutpatute Morar na moBHIIAT NJIa3MEeHHTE HHBA HA AMXHAPOEPrOTAMMH M J1a 3aCHIIAT HErOBHUsA
XHUIMepTeH3NBeH eeKT.

4.6 @PeprHauTET, GPEMEHHOCT H KbPMEHE

H3oaunut Tpabea fa ce H3Mon3Ba o BpeMe Ha OpeMeHHOCT H KbPMeHe, CaMo aKO TOBa € KaTeropu4Ho
HEoOX0MMO M TO MO/ CTPOT JIEKAPCKH KOHTPOJI, Thil KaTO HAMA AOCTAThYEH OITHT C HEroBara
ynotpeba npu 6peMeHHH H KbPMEIIH KeHH.

4.7 EdexTn BbpPXY cnocofHOCTTa 32 WopHpaHe U paboTa ¢ MALIHHH

Jlopu npu cnasBaHe Ha yKa3aHWATa 3a ynoTpeba H30copOMT IUHHMTPAT MOXKE Ja 3acerHe cnocofHoCTTa
3a pearMpaHe Ha MalHEHTa JI0 TaKaBa CTeleH, Ye /1a HapylId Herosara cnocoOHOCT a wodupa UM aa
paboTh ¢ MamuK. ToRa e Bb3MOXKHO Hali-Beye B HAYAIOTO Ha JIEYEHHETO, NPH MOKa4YBaHe Ha /103aTa
H [IpH KOMOMHUMpaHE C ANKOXOJ1.

4.8 HexenaHH leKapcTBEHH peaKUHH

CbobLueHnTe peakiuy ca KnacH(pUIMPaHH N0 CNIeJIHUA HAYHH: MHOro YecTH (>1/10); wectu (>1/100
1o <1/10); newectu (=1/1 000 mo <1/100); peaxu (>1/10 000 xo <1/1000); muoro peaku (<1/10 000),
C HEM3BECTHA YeCTOTa (OT HATMYHUTE JaHHH He MOJke Ja Oble HanpaBeHa OLEHKaA).

HapyieHns Ha HepBHATa CHCTEMA

Mnozo vecmu: rnaBobonue (“HUTpaTHO riaBobonue™), ABABALIO Ce 0CODEHO B HAYANOTO Ha
JIeYEHHETO, KATO B [I0OBEYETO ClIyyau IPeMUHABA Clie]] HAKOJIKO [HY, aKO MALMEHTHT MPOAbLILKH 1
npreMa MeJIMKaMeHTa.

Yecmu: 1yBCTBO 3a HalpekeHHE B I71aBaTa, ChbHIHBOCT, 3aMasHOCT M c1aboCT.

Chpie4yHO-CHA0BH HAPYLIEHHS
Yecmu: P ITbPBOHAYA/IEH TIPUEM, KAKTO H NPH NOBHIIABAaHEe HA /103aTa MOJXe /1a ce Habmo/iasa Ha

crajiane Ha KPbBHOTO HA/IATAHe W/WIH OPTOCTATHYHA XMIOTOHMS, KOMTO MOTAT /12 Ca [IPHAPYKEHH OT
pednekTOpHA TaXHKap/Ks. W3 o,
Hevecmu: u3paseHo NOHWXKaBaHe Ha KPHBHOTO HANATAHE ChC 3aCHIBAHE HA CHM Ha anFHf
TNEKTOPHC, KOJNANTOMAHH CCTOAHMS, GpajMKapIus, PHTbMHH HAPYILIEHHS, CH
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CromalHo-4peBHH HapYIUEHHUs
Hevecmu: rafeHe, noBpblIaHe.

Hapyiienus Ha KoXaTa ¥ IIOJKOXKHATA ThKaH
Hevecmu: NPHCTBITHO 3a49€pBABAHE W AJICPrHYHH KOXKHH peaKLHH.
Mnozo peoxu: exconuatieeH aepMaTuT, cHHIpoM Ha CTuBBHC-J[XKOHCHH, AaHTHOEEM.

TTo BpeMe Ha NPHIOKEHHETO HA H30COPOM/L AMHUTPAT, MOXKE 12 HACTBITH BPEMEHHA XHITOKCEMH,
JbJIKALUA Ce HAa OTHOCHTEJIHO Npepasnpe/ie/ieHHe Ha KPbBHHA TOK B XMIIOBEHTHIIMPAHH aBEONapHH
30HH, KOETO MOXKe /la MpeM3BUKa MHOKapHa HCXeMHUA TIPH NalHEeHTH Che 3a60/11BaHe Ha
KOPOHapHHUTE apTepHH.

[Tpn npoabmKMTENHA YyNOTpeda U 0-4eCTO MPH BHCOKH JI03M MOKE a C€ pa3BHE TONEPAHTHOCT KbM
NeKapcTBEHOTO BELIECTBO. Y HAKOM NalMeHTH MOXKe Ja ce 3ary0H aHTHaHTMHO3HAaTa U
aHTHHCXEMHYHA aKTHBHOCT.

Crol1aBane Ha M0703MpaHH HexeNlaH! peaklny

Cpo0bimaBaHeTo Ha 0/103MpaHH HeXeNaHH peakllHH clie]l paspeluaBaHe 3a ynotpeba Ha 1eKapcTBeH A
MPOAYKT € BaxkHO. ToBa Mo3RoNARa 1a MPoIb/KK HabJII0IEeHUETO Ha ChOTHOLIEHHMETO 110J13a/pPUCK 3a
nexkapcTBeHHA NpoayKT. OT MEAHIIHHCKHTE ClIelMalIMCTH ce U3HCKBA Jla cbhoOllaBaT BeAka
NOJI03MpaHa HexKellaHa peakius dpe3 M3nbIHUTeHa areHlus o nekapcTeara, yi. ,,Jlaman ['pyes”
Ne 8, 1303 Codms, Ten.: 02 8903417, yebeaiiT: www.bda.bg.

4.9 IIpepo3upane

Cunmomu na UHIMOKCUKQYUA

Morar 21a ce NoABAT XUNOTOHHA ¢ OPTOCTATHYHHM UMPKYJIATOPHH HapylueHus, pedrekTopHa
Taxukap/ud, O1e0cT, 3aMasHOCT, cabocT M OTNALHANOCT, riaBoboune, H3NOTABaHE, 3a4ePBiBaHe H
3aTOMIIAHE HA KOXKaTa Ha JIMLETO U IHATA, TaJIcHE, MOBPBIIAHE, 1HapHs.

Crob11aBa ce 3a MEeTXeMOII00MHEeMHs PH NALMEHTH NIPHEMAILLH APYrH OpraHM4Hu HUTpaTH. Kato
pesynTar Ha OPMHPAHETO Ha HUTPUTHH HOHHM, 06pa3yBaHM OT pasrpaXAaHETO Ha U30copOua
JMHUTPAT, MOXe Jla ce pa3BHe MeTXe4ornoOuHeMus ¢ IMaHo3a, TaXHITHes, MOTHCHATOCT, 3aryba Ha
Cb3HAHME M CIHpaHe Ha ChpJevHaTa AeiHOCT.

ITpu MHOTO BHCOKH JI03M MOXe /la HACTBITH MOBHILIABaHEe Ha HHTPAKPAHHATHOTO HANSTaHe ¢
nepeOpaiHi CHMITOMH.

Jleuenue Ha unmoxcuxayi

Crea cniipaHe Ha NpHeMa Ha JIeKapCTBEHHS MPOAYKT, OCBEH OOIMTe MEPKH, KATO CTOMALITHA
NPOMHBKA, MIOCTABSHE Ha MalHeHTa B XOPH30HTAIHO NMOJIOKEHHE ¢ NOBJMIaHe Ha Kpakara 3a
noaoOpsaBaHe Ha BEHO3HOTO BpBLIaHe, TPAOBA 1a c€ MOHUTOPUPAT H BUTATHHTE MOKa3aTe/lH U, aKo €
Heo0XO0/MMO, /la ce KOPUTHPAT B YCIOBHATA HA HHTEH3MBHO JIEYEHHE.

B ciyuyaii Ha M3paseHa XMMOTOHUA W/MIIK WIOK, TPAOBa 1a ce npeanpueMe o0eMHO 3aMECTBaHE U B
H3KJIIOUUTENIHH CITy4au MPUIokKeHHe Ha HopaapeHanuH W/unu gonamud. [Ipunoxenuero Ha
aJIpeHAINH € IPOTHBOMOKA3aHo.,

Jevenue na memxemoznoOuHeMus
- PeaykinonHa Tepanus mo u3op ¢ BuTamMuH C, METHIIEHOBO CHHBO HJTH TOJIYHIAHHOBO CHHBO.
- Kucnopoauna repanus.
- H3kycTBeHa BeHTHIALMA.
Xemopnanuzara He e e)eKTHBHA 3a OTCTpaHABaHe Ha M30COPOM JUHUTPAT OT OPraHH3Ma;
' B
s
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5.  ®APMAKOJIOTHYHH CBOMCTBA
5.1 dapmakoIHHAMHYHH CBOICTBA

®apmakoTepaneBTH4YHa rpyna: BasoaunaraTops, H3noJi3BaHyl NP ChpAedHH 3a00/IBaHus;
oprannyuHu HuTpatd, ATC koa: CO1DAOS.

MexaHu3bM Ha JelcTBie

KakTo W BCHUKH OCTaHAIX HUTPATH W30COPOM/ AMHUTPAT JeficTBa KAaTo J0HOp Ha azoTeH okuc (NO).
A30THMAT OKMC NpeU3BHKBA pellakcaliis Ha Ch0BaTa Ijajka MyCKyJiaTypa upe3 CTUMYJIMpaHe Ha
TyaHHMJIaTIMKIa3aTa | MMOC/Ie/IBAll0 MOBHIIABAHE HA HHTpALE Ny TapHUS LUKJIHYeH I'YaHO3MH
mMoHogocpar (cGMP). Aktueupa ce cGMP-3aBucHMaTa NPOTeMHKMHA3a, KOETO BOJH [0 IPOMAHA BbB
dochopunupaneTo Ha peaniia NPOTEHHH B CHOBHTE IIAAKOMYCKY/IHU KJIeTKH. B pe3ynrar na ToBa
HacTbnBa Aedochopunnpane Ha eKkaTa Bepura Ha MHO3HHA U HAMAJIABaHe Ha KOHTPAKTHIUTETA.
A30THHAT OKHC B3aHMOJIeHCTBa ChC CYNMXUAPHIHHTE NOCPEIHHUUM U CBbp3Ba SH-rpynu, npu Koeto
ce MoJTy4aBaT HUTPO30THOJH. 3aTOBA NPH HU3TOLLEHHE HA CYN(DXUAPHIIHUTE NOCPEJHHLIM B OpraHk3Ma
ce pa3BHBA HUTpATEH TOJepaHC.

DapmakoauHaMHYHH eeKTH U KITHHHYHA e(PMKACHOCT

H3ocopbua AMHHTpaT Npeu3BHKBA penaKcalHs Ha ChJIOBATA IMaka MyCKY/aTypa M Ba3oqulaTallus.
Toii nunatvpa eaHoBpeMeHHO nepudepHUTe BeHH U apTepru. ToBa BOAM 110 YBellHYaBaHe Ha
BEHO3HHA KanaluTeT W HamalsBaHe Ha 00paTHOTO BEHO3HO BpblLaHe KbM CHPLETO H 10 TO3H HA4YHH
J10 pe/lyllipaHe Ha KaMepHOTO TeNle/THacTONTHO HaNATaHe H Ha IpeIHaTOBAPBAHETO.

IToBnusABaHETO Ha apTepHATIHHTE, a B T10-TOJIEMH J1I03H Ha apTepHOJIapHUTE Cb0BE, BOIH 10
peayLupaHe Ha CHCTEMHOTO Ch/IOBO CHIIPOTHRICHHUE (C/IeIHATOBAPBAHETO) U M0 TO3M HAYMH
obnexvara paboTara Ha ChpIETO.

EZIHOBpeMEHHOTO MOBJIHABaHE Ha NPeJHATOBAPBAHETO U ClieJHATOBAPBAHETO BOAH 10 HAMAIABAHE Ha
MHOKap/iHaTa KHCIOPOHA KOHCYMALHA.

OcgeH ToBa H30COPOML IMHUTPAT NPEAM3BHKBA Mpepasnpeie/ieHne Ha KpbBOTOKA KbM
cyOeHI0Kap/IHUTE CHAOBE, KOTaTO KOPOHAPHHA KPHBOTOK € YaCTHYHO CHH)KEH OT aTepOCKJIEPOTHYH
ne3un. HUTpaTHo HHAyuMpaHaTta unaTalis Ha KoJlaTepalHHTEe apTepiH Moxe Aa noaodpu
nepdy3HATa Ha NOCTCTEHOTHYHHUS MHOKap/. HUTpaTHTe ChIIO Taka AMIAaTHPAT eKCLEHTPHYHHTE
KOPOHApHH CTEHO3H M MOTAT J]a HAMAJIAT KOPOHAPHHUTE CHa3MM.

HutpaTuTe nofobpsBar XeMoAMHAMHKATA B MTOKOI U MPH YCHIIME [IPH NALMEHTH ChC 3acTOHA
CbpleYHa HeJI0CTaThYHOCT. To3M ehekT ce OChIecTBABA MO HAKOJIKO MEXaHH3Ma, BKJIIOYNTEHO
HamaJsBaHe Ha KJarnHaTa perypruTaiusa (pesy/iTar Ha KaMepHa IMNlaTalus) 1 pelyunpaHe Ha
KUCJIOPOAHUTE HYXAH Ha MHOKap/a.

Ype3s noHmkaBaHe Ha KHCIIOPOJHUTE HYH/H M NOBHLIABAHE HA KUCIOPOAHMUTE JOCTABKH, IUIOIUTA HA
MHOKap/iHaTa yBpe/a ce orpanu4asa. [Topaau ToBa n3ocopOua JHHHTPAT € MOAXO/AIL NTPH
orpejie/leHH NalMeHTH ¢ TIPeXHUBAH MHOKapaeH HHpapKT.

H3ocopbua nuHKUTpaT HMa eeKTH H BbpPXY APYTH OPraHH H CHCTEMH, BKJIFOYHTENHO pellakcalus Ha
OpoHXHanHaTa MyCKy/aTypa, Ha MyCKYJIMTe Ha FraCTPOMHTECTUHATIHATA CHCTEMA, HA OUIHADHHA U
YPHHAPHUA TPaKT.

5.2 dapMaKOKHHETHYHH CBOICTBA

AGcopOuus
Cnen nepopaieH npueM H3ocopOua AHHUTPAT WMa f1o6pa cToMalHo-4peBHa abeopOums. Havanoro

Ha fieficTBHeTo e Mexcly 15 u 30 MuHyTa. MakcHMaNHH IIa3MeHH KOHLEHTpAllMH ce Habmoaasart B
paMkuTe Ha 15 MuHyTH 10 1-2 yaca.

AbcomoTHata GHOHATHYHOCT HA HENPOMEHEHATA aKTHBHA CYOCTaHLIMA Clie/l NEpOpaiTHO MPHIOKEHHE
e 20-30%, kaTo T4 NoKa3Ba MPOrPECHBHO HapacTBaHe NPH XPOHHYHO NPHIIOKEHHE,

/”

buorpanchopmauus ?iﬁ_\'\LUfT}? 7,
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IToanara ce Ha 3HaunTeneH “first-pass” MetaGonuzsM. M3ocopbua aunHuTpar ce SUpaB. <.
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MOHOHMTPAT € IUIa3MeH NoIyXHBOT 1.5 10 2 yaca U u30copOH/I-5-MOHOHHUTPAT ¢ MOMYXHBOT 2 10 4
yaca. M neata merabosuTa ca papMaKkoIOrHYHO aKTHBHH.

Enumunupane

CbBeeM MaJlka 4acT ce eKCKpeTHpa ¢ ypHHaTa i (ekaquuTe KaTo HelpoMeHeHO JIEKapCeTBo.
5.3 IlpeakIHHHYHH JaHHH 32 Ge3onacHOCT

Hsma nonmbJHUTENHH JaHHK 10 OTHOIIeHWe Ha 6e30macHoCTTa Ha JNIEKAPCTBEHUA NMPOAYKT, OCBEH
um})opmamm'ra HalxcCaHa B OTACJIHHUTE TOYKH OT KpaTKaTa XapaKT€pHCTHKa Ha IPOAYKTA.

6. @DAPMAIIEBTHUYHHU JAHHH
6.1 CnHcbK HA IOMOIIHHTE BElIECTBA
JlakTo3a MOHOXHApAT

[TimennvHo HUIIECTE

Tank

Konouaen, 6e3BojieH CHAMUMER THOKCH
MarHesueB creapar
XHIpOKCHITPOTIHITIETY 1032

6.2 HecbpBMecTHMOCTH

He ca u3BecTHH.

6.3 Cpok Ha rogHocT

5 roaunu

6.4 CnenmanHu ycJOBHS Ha CbXpaHeHHe
Ma ce cpxpansBa noa 25°C.

6.5 Bua u chappikaHue Ha ONIAKOBKATA

Tabnerku no 30 6pos B GnucTep.
Ilo 2 Gnucrepa B KapTOHEHA KYTHS.

6.6 CnenmajHM NpeAnasHH MepKH IPH H3XBLPJsiHe H paboTa

Hsama cneuuanHm W3MCKBaHus.

Heuznon3eauusat JICKApCTBEH NPOAYKT HITH OTNAaABYHHTE MaTEPHAIIH OT HETO 'rpsﬁsa Ja C€ U3XBBPIAT

B CbOTBETCTBHE C MECTHHUTEC H3HCKBAHHA.

s INPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

AxraBuc EAJ]
yi. "Aranac Iykos" Ne 29
1407 Cotus, Bearapus

8. HOMEP HA PA3PEIIEHHETO 3A VIIOTPEBA

Per. Ne 20010265
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9.

JATA HA ITbPBO PASPEHIABAHE 3A YIIOTPEEBA

Hata Ha mbpBo paspewasane: 06.03.2001 r.
Iata Ha nocneaHo noaHoesasane: 15.07.2011 r.

10.

NOO1

JATA HA AKTYAJIM3AIIUSA HA TEKCTA
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