KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHUA NTPOAYKT

Hsopuuur 10 mg Tabnerkn

Isodinit 10 mg tablets

2. KAYECTBEH H KOIMYECTBEH CBCTAB

Beaka tabnerka cabpxa 10 mg usocop6un aunutpar (isosorbide dinitrate).

[HoMOUIHH BELIIECTBA ¢ H3BECTHO ICHCTRHE:
Bceaka Tabnetka ceappka 80 mg makro3a MoHOXMAPAT M 61 mg MUEHHYHO HULIECTE.

3 mpvre KTe ToUKa 6.1,
A LHUA CTIHCRIC KA MOMOUMMTE BELLECTBA BIATE TOWKA O-L- , Jy3iiisies TE/1HA ATERLutH N0 EKAPCTBATA

Kpamxa xapakmepucmuxa #a npogysma - flousoxenue 1

3. JEKAPCTBEHA ®OPMA wou Peo. i LOPILIGE
Tabnerxa 85//9/7/7/ _f'_?t7

Pagpsuwenue Ne .

Benn wim nmoytH Genu, KpeITH, 10CKH TablaeTkH ¢ JBYCTPaHHa| %%gf%ﬁ?; JSJHTENHA YepTa OT/en.HJrQ 022[121
CTpaHa. l GOBLOAU N g 7

4. KJINHNYHH TAHHH
4.1 TepaneBTHYHH DOKAZAHHA

[poaBIDKATENHO TedeHIe Ha KOPOHAPHA apTepHanHa donecT.
MpoasmkuTenHo JedeHue B npodUIakTHKA Ha CTEHOKApAUS (BKITIOYHTENHO H B
PEKOHBANECLICHTHHS TIEPHON ClIEN MHOKAPASH HH(ApPKT).

. TlpOABIDKHATENHO IUEHHE Ha TEXKA XPOHUYHA CHPICYHA HEJOCTATHYHOCT B KOMOHHALMA CBC
CEPASYHH TBKO3HAH, AuypeTHH, ACE HHEXHOMTOPH HIH apTepHAIHH Ba3ONHIIATATOPH.

. BenoapolHa XUnepToHUa.

4.2 [lo3dpoBKA H HAYMHH HA NPHJIOKCHAE

HOBH POBKa

Bwspacmmu:

3a npodinaKTrKa | Ieuenie Ha kopoHapua Gonect/crenokapana: 3 meTv no 10 mg. Jlosata Moxe Aa
Bapupa ot 30 no 120 mg nHeBHo, pa3fieNeHn B TPH IPHEMA B 3aBHCHMOCT OT HHAMBHAYANHHTE HYXAH
H IIOHOCHMOCTTA Ha nalrenTa. [Ipn Boekn JO3HPOBBYEH PEXKHM, ¢ OrNIE]l IPeAOTBPATABAHE
Pa3BHTHETO HA HHTPATEH TOJNEPaHC € HeoOXomuMo aa ce ocurypu 10-12 yacoB Ge3HHTpaTeH HHTEPBAN
(0GMKHOBEHO TIpe3 HOLITA, KOTATO MAallHEHTHT MO4HBA).

Karo chbnBTCTBAImO JeueHHe Ha 3acTOHHa ChpIevHa HenocTaThuHoCT: 30-160 mg AHeBHO B

JABHCHMOCT 0T MHAMBHAYATHHTE NOTPeCHOCTY, pasnipeesicHi B Tpy, YeTupy ipuema. Ilpu Tesu
NIZLHMEHTH, XeMOMHAMHYHOTO MOHHTOPHPAHE € OT ChIIECTBEHO JHAYICHHE 3a ONpeaesHe H;//”“‘““--\_
ONMTHMATHATA 703a. [IpH TeXKKa ChPASYHA HEAOCTATHYHOCT, JIEYSHHETO ¢ H30copbun fr‘ X
aa Gbae JOMBJIHMTETHO KbM OCHOBHATA Tepanus (ChpAeyHH NTHKO3HIH, THYPETHIH,

HHXHOHTOPH, apTepHATHUA Ba30AWIATATOPH). /;

MakcuManTHaTa ZHeBHa No3a He TpaGBa ma HajsHasa 240 mg 1HeBHO. § 2 A' I
Al el !
N002 1 e -zoz1o104/ v

V]J?Sﬁvr’ e’ ‘9‘“

"-—....\....




Cmapuecka gv3pacm:
Hama nauHuy, KOWTO [a NOKazBaT HyX/aTa OT KOpMrupaHe Ha Ao3aTa NpY NAlMeHTH B CTapuecka
BB3pACT.

Heduampuuna nonyaayus
BesonachocTTa U e(heKTHBHOCTTA Ha TO3M NPOAYKT NPH NPHIOKEHHE BBPXY JeLia HE € IOKa3aHa.

HauuR Ha nponoxenve
[Ipriema ce nepopaiHo, IPeAX XpaHa ¢ AOCTaTPYHO KOTHYECTBO TEYHOCT.

43 Tliporasonoxkasagns

. CBpBXUYYBCTBMTENHOCT KbM AKTHBHOTO BEIECTBO, KbM JAPYTH HUTPATH WIH KEM HAKOE OT
TIOMOIHUTE BEIeCTBa, W3OPOeHH B TouKa 6.1.

Octpa uupKynaropHa ciaboct (LIoK, HHPKYIATOpEH KONanc).

KapauoreHeH 100K.

Xuneprpoduuna 00CTpyKTHBHA KapAHOMHOTIATHS.

HapazeHa XunoTensHA (CHCTOMHMYHO KPBBHO Hamarade <90 mmHg).

KOHCTPHKTHBEH MEPHKAPIHT.

Cepoeyna TaMnoHaza.

OcTtep MHOKapaeH uH}apKT Che 3acAraHe Ha JicHa KaMepa.

EanoBpeMenno npuiokenue ¢ gocdoauectepaznu-5-uuxubUTOpH (Kato ciineHadu,
Taganadun u papaeHadiI), nopaqy OnacHOCT OT 3HAYMTENHO TIOHIKABAHE HA KPLBHOTO
HangraHe  BJIOIIABAHE HA AHrHHO3HATAa CUMIITOMATHKA (BXK. T. 4.5).

" & » © & & ¢ »

44 CpoeuRa/iHu nNPOTHBOMOKA3AHAA H CUeHAAIHH NpeIynpexaenns 3a ynorpeda

BauMaTenHO HaOmoACHHE H JIEKAPCKH KOHTPOJI C& H3HCKBA B CIEAHHMTE ClIyYaH:

- HHMCKO HandraHe Ha KAMEPHO IThJIHeHe, KATO HANPHMEp B CIy4dil HA OCTbp MHOKApAEH
uHGapKT, yBpeleHa TeBokamepHa PyHKLHA (NeBOKaMepHa HEAOCTATBHHOCT);

- a0pTHA HW/IWIH MHTpATHA CTEHO34;

- 3a0oNgBaHHA, JIPOTHYAIIM C TIOBHLICHO BbTPEUSpENHO HAIATAHE;

. CKNOHHOCT KBM OPTOCTATHYHH LIHPKYIaTOPHH HapyIIeHHA.

Tozn nponykT TpaGBa Aa ce MpHiara ¢ NOBHINEHO BHUMAHHE H NPH NAIHEHTH ¢ XHIIOTHPEOHIAHIEM,
XHIIOTEPMHS, MATHYTPHIMS, TEXKa YepHOIpoGHa i GEOpeyuHa AUCPYHKIHA, IIIayKOMa.

OnricaHy ca pa3BHTHE Ha TONEPAHC, KAKTO H Ha KPBCTOCAH TOJIEPAHC KbM APYTH HHTPaTH. 3a a ce
npodunakTHpa HaMansBaHe WM 3aryba Ha AeiicTBUeTo TPAOBA Aa ce H3OATBA MPOIBILKHTETHOTO
NPWIOKEHKHe Ha BHCOKH AO3H.

ChUIeCTBYBd BPE3MOKHOCT OT PAa3BUTHE HA XeMOJIH32a P NMalMeHTH ¢ NIOK030-0-
(ocharnexuaporeHasHa HegocTarbyHOCT (G6PD) — hapuzbM.

Ipn npreM Ha BUCOKHAO3H MOXKeE J1a C& PA3BHE METXEMOTTIOOHHEMHA.

Cnena NMpOALKHTC/IHA TEpalldd ¢ BHCOKH JO3H, NPCKpaTABaHE HA JIECHEHHETO T]JSISBa Ja Craea
TMOCTENICHHO, 34 J1a ¢ MPCIOTEPATH PA3BHTHETO HA HOBA CTCHOKaPAHA CHMIITOMATHKA.

TloMOIMHH BelllecTBA
Jlaxmoza

[TauMenTH ¢ peaKy HacleACTBEHH NpobieMH Ha HENOHOCHMOCT KBM rajakro3a, MBJIEH
Ae(ULMT WK IIIOKO30-TanakTo3Ha Manabeopbuus, He TpaOBa Ja IpieMaT TO3H JIeKap

NQ02 2



Hwenuvno necme

ITieHHYHOTO HHILIECTE B TO3H JICKAPCTBEH INPOOYKT ChALPKA CHECEM MAJIKH KOJIHYECTRA TIIYTEH
(cuMTa ce ye He ChABPXKA INYTEH) H € MHOrO MAITKO BEPOATHO Ja PeAH3BHKA NpobIeMH NPH
HAlHMeHTH ¢ IikonHakus. Exua TabneTka ¢aabpika He moeeue o1 6,1 MukporpaMa CoyTeH. [TanuenTs ¢
aneprig KeM IMIIeHUHNA {paiiiHa OT LbOJHAKHA) He TpAOBa Ja NpHEeMaT TO3H JIEKAPCTREH MPOIYKT,

4.5 BszaumopeiicTBHE ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYTrH GopmMH HA B3aHMOAEHCTEHE

EAHOBPEMEHHOTO IPHITOKEHHE C APYTH Ba30AWIATATOPH, aHTHXHIIEPTEH3HBHH (Hanp. GeTa-610KepH,
AMYPETHIH, Kanipesy anTaronncth, ACE wintmbrTopn), HERPOAENTHIM M/IH TPHLIHKIHIHH
aHTHAENPECaHTH MOKE Ja NOTEHHUPa XHIOTEH3HBHIA (0COOEHO OPTOCTATHHHMA) HM e(eKT.

Ennoepementdara ynotpeGa Ha aKOXOM MOJKE 2 NPEIH3BHKA PA3BHTHE HA TEXKKA XHNOTOHHA H
KoJarc.

PochonnecrepasHiTe HHXHOHTOPH (cHnaeHadun, TaganadHl H BapAeHadHI), H3NON3BaHH 32
JleueHHe Ha €PEKTUHA AUCHYHKIIM, MOTEHLHPAT XMNOTEH3HBHAA e()eKT Ha HHTPAaTHTE M MOTaT fia
NpeU3BHKAT PA3BHTHETO Ha JKMBOTO3AaCTPalIABALIH CHPIEYHOCHAOBH YCIOKHEHMA.

EdexruTe Ha HOpaJpeHANHH, AlIETHIXOMHMH, XMCTAMHH H Ap. MOTaT Aa 6bAaT oTcnabeHH mpH
eNHOBpeMeHHA YIoTpeba ¢ HATPaTH.

HurpatuTe MOTar 1a NOBRLUIAT IUTA3MEHUTE HHBA HA TUXMAPOSPrOTAMHH H Ja 3aCHIAT HETOBHA
XHIepTeH3NBEH eeKT.

4.6 DepruanTter, GpeMennotT 1 KbpMeH®

HsonunauT Tpabea aa ce W3nmoi2Ba no BpeMe Ha OpeMeHHOCT M KbPMEHe, CaMO aKO TOBA € KATENOPHYHO
HeoOGX0MMO U TO MOJ CTPOT JIeKAPCKH KOHTPOJL, Thif KATO HAMA AOCTaTh4eH ONHT C HETOBATA
ynotpeba npu GpeMEHHH H KBPMELTH JKEHH.

47 Edexrs Bbpxy cnocobHocTTa 32 ModHpaHe H pafora ¢ MAIIHHE

JOpH NpH cna3BaHe HA YKA3aHHATA 33 YNorpeba H30COpOHT AKHATPAT MOXE a 3acerHe cnoco0BOCTTa
33 pearMpaHe Ha [IALMEHTA A0 TaKaBa CTeneH, Ye Ja Hapylud Heropata cnmocoOHOCT Aa modHpa WiH aa
paboth ¢ MamuHKM, ToBa € BR3MOXKHO Hali-Beve B HAYaIOTO Ha JIEYEeHHETO, NPH NOKaYBaHe Ha J03aTa
U NpH KOMOHHUPAaHE C AJIKOXOUL.

4.8 Hexenann TeKapcTBeAH PEaKIAH

CrOOLICHHTE peaKLMK ¢a KIACHPHLHAPAHH NO CASAHHA HAYHH: MHOrO yYecTH (=1/10); yectn (=1/100
no <1/10Y; neuectn (>1/1 000 0 <1/100); peaxu (>1/10 000 o <1/1 000); Muoro pemin (<1/10 000),
€ HEM3BECTHA YeCTOTA (OT HATWYHHTE NaHHK He MOXe Ja On/e HanpaseHa OLEHKa).

HapyineHus Ha HEpBHATA CHCTEMA

Mhuoeo vecmu: Tnasobonue (“HHTPaTHO rmapoboNHe™), ABIBAINO ce 0cOOEHO B HAYAIOTO HA
JIEUYEHHETO, KATO B OBEYETO C/IY9aH NPEMMHABA cJIel HAKOIKO JHH, aKO NALUMCHTET MPOXBILKH A3
npHeMa MeHKaMEHTa.

Hecmu: qyBCTRO 32 HaNPEXKEHHE B I1aBaTa, CHHIHBOCT, 3aMasHOCT H ¢nabocT.

CobpaeyHo-chAOBH HapyIIEHUsA
HYecmu: Npy MEPBOHAYAJIEH TIPHEM, KAKTO H NPH NIOBHILIABAHE HA 103aTa MOKE A4 ce Habmo,
cHAJiaHe Ha KPBBHOTO HANAraHe W/WITH OPTOCTATHYHA XUIOTOHHS, KOHTO MOTaT Jia ca
petnekTopHa TaXHKAPIHA.

Hevecmu: M3paseHO NOHMKABAHE HA KPBEBHOTO HAAraHe ¢uC 3acH/IBaHe Ha CHM
NIEKTOPHC, KOJMANTOMAHH ChCTOAHHA, OpaHKAPANs, PHTEMHH HapylleHHs, cumcorx

NOO2 3



CToMamHyO-YpeBEHH HAPVIIICHHA
Hevecmu: rageHe, NOBPLILIAHE,

HapyilieHua Ha KOXKATa W IOKOKHATA ThKAH
Heuecmu: NpHCTHITHO 3aUePRIBAHE H aJIEPTUHHH KOXKHE PCaKIHH.
Mnozo peoxu: exchonnaTHBEH AepMaTHT, CHHAPOM Ha CTHBBHC-J[KOHCHH, 8HTHOSAEM.

Ho speMe Ha NpWIOKEHHETO HA W30cOPOHI JHHHTPAT, MOKE [1a HACTHITH BPEMEHHA XHIIOKCEMHA,
IBIDKALIA ¢ Ha OTHOCHTENTHO NIpepasnpee/ieHde Ha KpPbBHHA TOK B XHIIOBEHTHIIHPaHH alBecJIapHH
30HH, KOETO MOMKE /1a IPeIH3BHKA MHOKapAHA MCXeMHS NPH MALMEHTH che 3abonaBaHe Ha
KOPOHAPHHTE apTepPHH.

IIpy npoaBIKKTENHA YTIOTpeta M NMO-YECTO TPH BUCOKH A03H MOXe Ja C€ PasBHeE TONEPAHTHOCT KbM
JIEKAPCTBEHOTO BELIECTRO. Y HAKOM NALHEHTH MOXe J1a ce 3ary0H aHTHAaHrMHO3HATa ¥
AHTHHCXCMHYHA AKTHBHOCT.

Cro0lapaHe Ha NONQ3MPAHH HEXKENAHH PEAKIHH

CpobLIaBaHETO HA NIOJO3UPAHN HEXXENIAHH peakUEr Cae pa3pelaBaHe 3a ynorpeba Ha IeKapCTBEHHA
MPOAYKT € BaxkHO. ToBa no3eoABa J1a pOABL/DKH HabJIIONEHHETO HA CHOTHOLICHHETO MOJ13a/pHCK 3a
JEeKapCTBeHHs NPOAYKT. OT MEAHLKHCKHTE CIIELHANHCTH C& M3HCKBA a ChobInapar Beiaka
MOAO3HMPaHA HesKeNTaHa peakips upes H3nbiHnTe N areHLMA 10 JlekapeTBarTa, yil. ,.Jaman Fpyes”
Ne 8, 1303 Codhus, Ten.: 02 8903417, yebcaiir: www.bda.bg.

4.9 TIIpenosupane

Cunmomu HQ UHMOKCUKAYUR

Morar a ce MoABAT XHIIOTOHMA C OPTOCTATHYHH LIMPKYNATOPHH HapyLIEHHA, peduieKkTopHa
Taxukapaus, 61e10CT, 3aMasHOCT, cnabocT W OTNATHAJIOCT, [TaBo0OoINE, HAMOTABaHe, 3a4ePBABAHE H
3aTOTVIAHE HA KOXKATA HA JIMIIETO M LIIHATA, rafcHe, MOBPBILAHE, JHapHs.

Crofasa ce 3a METXEMOrNOOHHEMUS IPY TIAUMSHTH NPHCMAIM IPYTy opranvudiH HUTpaTi. Karo
pe3yTaT Ha GOPMHPAHETO HA HUTPHTHH HOHH, 00pazyBaHu OT pasrpaxAaHeTo Ha W30copOua
JHHHTPAT, MOXKE Ja ¢ PA3BHE METXEMOTJIOOHHEMHA ¢ LHMAaHO3a, TAXHIIHEA, TOTHCHATOCT, 3aryba Ha
Ch3HAHHE H CNIMPAHE Ha ChbpleyHaTa NeHHOoCT.

Tpy MHOrO BUCOKM 4031 MOXKE [13 HACTHIM NOBHINABAHE HE MHTPAKPAHKATHOTO Hangraue ¢
uepeGpanil CHMITTOMH.

Jevenue na unmoxcuxayus

Cnep crHpaHe Ha MPHEMA Ha JIEKaPCTBEHAA NPOIYKT, OCBEH 00LIHTE MEPKH, KATO CTOMAMIHA
NPOMPEBKa, MOCTABAHE HA MAIMEHTA B XOPU3OHTANHO NONOKEHAE © NIOBAUTAHE Ha XpaxaTa 3a
nonobpaeaHe Ha BEHO3HOTO BPbilIAHE, TPAOBA fa ce MOHHTOPHPAT M BUTAIIHHTE [I0Ka3aTeNH H, aKo e
HeoDXOIHUMO, [la C& KOPUTHpAaT B YCIOBHATA HA HHTEHIHBHO NEYECHHE.,

B ciyuaii Ha H3pa3eHa XMIOTOHHA H/IWIH LIOK, TpAGBa 1a ce npeanpreMe 00eMHO 3aMeCTBaHE H B
MIKITIOYHTEIIHY CIIy'an NIPIIOEHNAE Ha HOPAAPSHAIMH WUIN AonaMKH. Tipunokennero na
aJlpeHaTHH € TIPOTHBONOKA3aHO.

Jleuenue na memxemoznobunemun

- PenykimoHHa Tepaiig 110 W300p ¢ BUTAMHH C, METHIICHOBO CHHBO HITH TOJYHAHHOBO CHHEO.
- Kucnopoana repanus.

- HskycTBeHa BeHTHIALMA. TN

Xemoauanusara He € eeKTHBHA 32 OTCTpaHARaHe HA H30COPOHA AMHUTPAT OT oprfy@@aklﬁ x?o//f;
\}‘ ,v/‘ e A

S/,

[
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5. ®APMAKOJIOrMYHHA CBOMCTBA
5.1 ®apMaxkoAUHAMHYHH CBOHCTBA

dapmakoTepaneBTHuHA rpyTia: BazogunaraTopH, H3non3sanH NpH chpaeuHH 3a00NBaHHS;
oprannyau Hutpard, ATC xkon: CO1DAOS.

MexanusbM Ha feifcTere

KakTo M BCHYKH OCTAHATH HUTPATH H30COpOHI QHHUTpAT NelicTBa KaTo AOHOP Ha a30TeH okue (NO).
A3OTHHAT OKHC TpeJH3BHKBA PeJIaKcallud Ha ChAOBATa I7agka MyCKy/aTypa 4pes CTHMYJIMpaHe Ha
IyaHWIAaTIHKIA3aTa H OCTISABAINO NOBHILIABAHE HA HHTPALCAYJAPHHA NHMKIHYECH TYaHO3MH
monodocdar (cGMP). Aktusupa ce cGMP-3aBHcHMaTa NPOTEHHKMHA3A, KOSTO BOAH A0 NPOMAHA BBB
docdoprTHpaHeTo Ha peIHIIa TPOTEHHH B CHAOBHTE IMIAAKOMYCKY/IHH KIeTKH. B pesynrar Ha TOBa
HacThIBa Aedochopiiinpate Ha NeKkaTa BepUra Ha MEO3HHA H HaMaJlABaHE HA KOHTPaKTHIHTETA.
AROTHHAT OKMC B3aHMOJEHCTBA ChC CYI(GXUAPHIHKMTE MOCPEAHHLM H cBhp3Ba SH-rpymu, npu koero:
ce [OJIy4aBaT HUTPO30THO/H. 3aTOBA NPH M3TOILEHHE Ha CYHPXHAPHIHHTE NMOCPEAHHLIA B OPraHH3IMa
C€ pa3sBHMBa HUTPATEH TOMEPAHC.

dapmakoIHHAMHYHE edekTH ¥ KTHHHYHA eDHUKACHOCT

Wzocopbua nuHUTpaT NpelM3BHKBA penakcallid Ha ChA0BaTa [MAaJKa MyCKYJIATYpa H Ba30QHIaTalHA.
Toit AunaTHpa eJHOBPEMEHHO NEpHGEPHHTE BEHH 1 apTepHH. T0Ba BOAH A0 YBENHYABAHE HA
BEHO3HHA KaNAlHTeT ¥ HAMANABAHE HA 0GPATHOTO BEHO3HO BPBLIAHE KbM CHPLIETC W IO TO3H HAYHH
10 peAylMpaHe Ha KAMEPHOTO TEJIEHACTONHO HAATAHS M HA TIPSIHATOBAPBAHETO.

[MoBNHABAHETO Ha APTEPHATHHTE, a B [I0-TOJEMH J03H Ha apTepHOIapHHTE CHAOBE, BOIH IO
peayLMpaHe Ha CHCTEMHOTO CBJOBO CHIPOTHBIEHHE (CeHATOBAPBAHETO) H N0 TO3H HAYHH
obnexuaBa paboTaTa Ha CBPLIETO.

EnHoBpeMEHHOTO [OBNMABAHE HA TIPEJHATOBAPBAHETO H ClIGAHATOBEPBAHETO BOAH A0 HAMAJIABAHE HA
MHOKapAHATA KUCIOPOAHA KOHCYMALIHA.

OcBeH ToBa H30cOpOH/ AMHHTPAT NpeaU3BHKBA IPepasnpeac/ICHIe HA KPbBOTOKA KbM
cyOeHOKApAHHTE CHAOBE, KOTaTO KOPOHAPHHA KPHBOTOK € YACTHYHO CHIDKEH OT aTEPOCKICPOTHYH
Ne3uy. HUTpaTHO MHIyIHpaHaTa AMNaTaUMA Ha KonaTrepainHaTe apTepHH Moxke Ja noaobpu
nepdy3uaTa Ha TOCTCTEHOTHUHNA MHOKapl. HHTpaTHTe CHINO Taka JHIATHpAT €KCLeHTPHYHHTE
KOPOHApPHH CTEHO3H H MOT'aT Ja HAMAJAT KOPOHAPHHTE CNasMHK.

Hutpatute nogobpaeaT XxeMOAHHAMHKATa B [IOKO# M IIPH YCHJTHE MPH MALHEHTH ChC 3aCTOHHA
CEPACYHA HEAOCTATHYHOCT. TO3H eeKT ce OCHIIECTBARA N0 HAKOIKO MEXAHH3MA, BKJIIQUHTENHO
HAMa/IBaHe Ha KJaMHaTa PErypruTanus (pe3ynTaT Ha KaMepHa JHIaTalya) B peAyUHpaHe Ha
KHCTOPOJHHTE HY>KIH Ha MHOKAapAa.

Upes noHmwKaBaHe Ha KHCJIOPOAHUTE HYKAH W NOBHINaBaHe HA KHC/IOPOAHHTE JOCTABKH, [UIOLITA HA
MHOKapIHATa YBpeAa ce orpaHH4aea. Ilopanu Tora n3ocopOM JHHHTDAT € MOAXOASLN TPH
OTIpEAENIeHH NALHEHTH ¢ TIPEXKHBAH MHOKapAEH HHpapKT.

HsocopGun AHHHTpaT BMa eheKTH H BEPXY APYTH OpPraHH H CUCTEMH, BKJIKYUMTENHO PETAKCALHAA Ha
GpOHXHAIHATA MyCKYIATYPa, HA MYCKYJIMTE HA FaCTPOMHTECTHHAIHATA CHCTEMA, Ha OunuapHus U
YPHHApHHA TPaKT.

5.2 @apMaKOKHHETHYHH CBOiicTBa

AbGcopbrusa
Crnen nepopanet mpHem U30COpGHI AMHUTPAT WMa Jobpa cToMalHo-4pesHa abcopbuma. Havanoto

Ha aeHcTEHeTO € Mexay 15 u 30 MuHyTa. MakcuManHH mia3MeHH KOHIEHTPAlHH ¢¢ Habmoasar B
paMkiTe Ha 15 MuHyTH J0 1-2 vaca.

AGconmoTHaTa GHOHATMYHOCT Ha HENIPOMEHEHATa AKTHBHA CYOCTaHLIMA CIe NEPOPATHO NPHIOKEHHE
e 20-30%, KaTo T4 MoKa3pa IPOrPECHBHO HAPACTBAHE MPH XPOHHYHO MPHIOKEHHE.

Buorpakchopmanya

IMomnara ce Ha 3HauMTENeH “first-pass” merabomuasm. M3ocopbun nMHUTpAT Ce META
uepHUA Apob Ypez eH3HMHO JSHUTPHPAHE, NOCIEABAHO OT IIIOKYPOHHpAHe J0 H:{
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MOHOHMTDAT ¢ IU1a3MEH MOMYXKMBOT 1.5 10 2 4aca H n30copOHI-5-MOHOHHTPAT C IOJYXHBOT 2 [0
4 gaca. U aeata Merabonuta ca JapMakoNOrH4HO aKTHBHH.

EnumuHanpane
ChbBCeM MAITKA YacT C€ €KCKPETHPa ¢ YpHHATA H (eKanuuTe KaTo HEMPOMEHEHO J1eKapeTBO.

5.3 IpesxnanavunE JAHHA 34 Ge3omacHoCT

HsamMa JOMBIHHTENHHN AaHHH O OTHOLICHHE Ha 06e30NMacHOCTTa Ha JIEKAPCTBEHHA APOAYKT, OCBEH
uHGOpMALMATA HANHCAHA B OTAEIHHTE TOUKH OT KpaTKaTa XapaKTepHCTHKA Ha MPOAYKTa,

6. ®APMALEBTHYHH JAHHH

61 Coacbk BEa IOMOMHHTE BEIIECTEA
JlakT03a MOHOXHIpAT

TTieHHYHO HUINECTE

Tanx

Konouznen, 6e3s01eH CHIHIHEE THOKCHT,
Marnesues creapar
XuUapoKCHIIPONWINETyn03a

6.2 HecrBMecTHEMOCTH

He ca #3BecTHH.

6.3 Cpok na rogHOCT

5 roguHHu

6.4 Cnenuajand YCJIOBHA Ha ChXPAHEHHE
Ja ce cexpansea mon 25°C.

6.5 BHJ H cbABPKAHAE HA ONAKOBKATA

TaGnetkn no 30 Gpoa B Gauctep.
[To 2 6GnrcTepa B KapTOHEHa KYTHA.

6.6 Cnennaanm NpeINA3HH MEPKH NPH HIXBLDJAHE B padoTa
HsMa crielManny W3HCKBAHHA.

Heu3non3BaHuAT TeKAPCTEEH NPOAYKT WIH OTNALbYHUTE MATEPHAITH OT Hero TpAOBa Ja C¢ U3XBBPIIAT
B ChOTBETCTBHE ¢ MECTHHTE HIUCKBAHUA.

7. HOPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Tepa ®apma EAJ|

ya. ,,JIroGa Benuukora® Ne 9, 1407 Codua

Bbenrapus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20010265

NOOZ 6




9. JATA HA TBPBO PA3PEINIABAHE 3A YIIOTPEBA

Jara Ha wspso paspeinapane: 06.03.2001 r.
ara Ha nocneaHo nmogHosagase: 15.07.2011 r.

10. JATA HA AKTYAJIM3AIIUA HA TEKCTA

05.01.2021

—
-

7 WA g

NOQ2 7



