KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

i.  HME HA JEKAPCTBEHHS MPOIYKT AD07 0829
©enoXEKCAJI 5 mg tabneTky ¢ yAB/DKEHO 0cBOO0XKIaBaHE A é‘/ /L’ ’{7/'7/ - J 7/ ?,Z
FeloHEXAL 5 mg prolonged-release tablets 9 2' ﬁ? | mm

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

1 Tabnetka ¢ yawmkeHo ocBOOOKAaRaHE ChabPKa 5 mg denonunus (felodipine).

[ToMoLLHO BelecTBO ¢ M3BECTHO ASHCTBHE: TAKTO3a MOHOXH/APAT.
3a IBIIHMA CITHCHK HA NTOMOLUHUTE BELECTRA BHAKTE ToYka 6.1,

3. JEKAPCTBEHA ®0OPMA

Tabnerka ¢ yOBIKEHO 0¢BOGOKIABAHE.

CBETIIO YEPBEHH J10 CHBO YEPBEHH KPBITIH, GHKOHBEKCHH TAONETKH ¢ VIB/KEHO OCBOO0KAABAHE, C
penedeH Haankc F5 or eanaTa cTpaHa.

4, KJIMHUYHHW JAHHU

4.1 TepaneBTHYHH BOKAIAHNA

XHUIMepTOHHA
CrabuiiHa aHTHHA MICKTOPHC

4.2 JLO3HPOBKA ¥ HAYHA HA NPHJIOKEHHE

Jo3uporka

ObuuaiHaTa MoAIbpxkama 103a ¢ 5-10 mg denogunnn BeaHbxk AHeBHO. [loBHINABaHeTo Ha Ao3aTa
TpAOBa Ja ce U3PbPIUBA [IPE3 HHTEPBAJIH Hali-Maliko OT 2 ceamuuH. MakcHMalHara gHerHa Acza e 10
mg $eIOoIUITHH.

Xunepmonus

Ho3ata TpadBa Aa ce onpeaend HHAUBHAYAIHO. JleueHHEeTO MOXKe Ja 3aMOYHE ¢ 5 Mg BeJHEX THEBHO,
B 3aBUCHUMOCT OT OTrOBOpa HA MALKEHTA 103aTa MOXKE, AKO € HeoOX0UMO, 1a ¢e Hamamu Ao 2,5 mg
WM Ja ce YBETHYH 10 10 mg AHEBHO. AKO € HEODOXOIHMO, MOXKE Aa Ce BKIIIQUH U APYTrO
AHTHXHIIEPTEH3UBHO JICKAPCTRO.

ObuuaiiHaTa noaabpKaina 103a € 5 mg BeJHbK JHEBHO.

Cmabunna aneuna nexkmopuc
Ho3sara TpaOBa 1a ¢ onpeacis HHAMBUAYATHO. JleueHHeTo TpaOBa Ja 3aN04YHe ¢ 5 Mg BEAHbK
JAHEBHO H 4KO € He00X0aMMO, 103aTa ce MoBHINaBa A0 10 mg BeIHEK JHEBHO.

Hayuenmu ¢ cmapyecrka ev3pacm
[Ip4 3ano4BaHe Ha JeucHHE TPAORA J1a C& NPUIOKH BE3MOKHO Hali-HHCKaTa /1034,
IlpenoprunTenHaTa HagYaIHa 1032 NPY NTALIMEHTH B CTAPYECKA BB3pacT € 2,5 mg ¢
[locneapaio yeenrMyasane Ha 103ata TpadBa Aa ¢€ H3BBPIIBA C NTOBULUIEHO BHUM
3a 1034 OT 2,5 mg TpaAbBa Ja ce npHiara nmpoIyKT ¢hC CBOTBETHATA KOHLIEHTpA
BEIUECTBO.



Hayuenmu ¢ napyuenus e 6vbpeunama Qyrkyus

DapMaKOKHHETHKATA He € OMna HapyllleHa 3HAYHTENHO NPH NALMEHTH ¢ JIEKO 0 CPEAHO TEHKO
HapylueHHe Ha 6p0peynara gyHkig. He ce Hamara kOpekuMa Ha A03aTa [IpH NAUHSHTH ¢ HapYLICHa
0p6peuna GyHrums.

[Ipy MAHEHTH ¢ TEXKKO HApYIIEHHE HA ObLOpeunaTa QYHKIIHS NPHIOKEHHETO HA (DENOTUTIHH €
MPOTHBONOKA3aHO (BHKTE TOUKH 4.3 1 5.2).

{layuenmu ¢ napyuienua 8 wepnodpobrama ynxyus
IIpy nanuenT™! ¢ HapyIeHa YepHOAPoOHa PYHKIHA MOXe Aa ce HaOH0AaBaT TOBHILEHH [L1a3MEHH

KOHIIEHTPALUH Ha (DeNOAMITHH H 3aTOBA TAKHBA [IALIMEHTH Ce NOBIMABAT H OT NO-HHUCKH [03H (BT
Touka 4.4).

IlpH nanmeHTH € JIEKO J0 CPEIHO TEKKO HApYHICHHe Ha YepHOAPOOHATa (PyHKUHA HaYaaHAaTa A03a
TpaA0Ba Ja ObJic HaMaIeHa 10 MHHMMAIHATA TepaleBTUYHO ePEeKTHBHA J03a denoaumiH. Jozata
TpsiDBa na ce MOBHINABA CAMO CJie]] BHHMATEIHA TIPELIEHKA Ha ChOTHOLIEHHETO TON3a/PHCK ( BIDKTE
TO4Ka 5.2). IlpH mauueHTH ¢ TE€KKO HApYLIEHHE Ha YEpHOAPOoOHaTa DYHKUMSA NPHUIOMKEHHETO Ha
OPOAYKTA € MPOTHROTIOKA3aHO.

3a 1o3M ot 2,5 mg Tpabea Na ce TpHIara MPOAYKT ChC CHOTBETHOTO KOJIHYECTBO HA JIEKAPCTBEHOTO
BELIECTRO.

{fleouampuuna nonynayus

OnUTET OT KIMHMYHHTE NPOY4BaHNg 3a YROTpebaTa Ha (enoUnHH NPH XHNEePTEH3HBHH
neIHATPHYHH MALMEHTH € OTPaHW4eH (BIDKTE TOYKH 5.1 1 5.2).

HauynH ¥ NpoJbJUKUTENHOCT HA NIPHIONKEHHE:

Tabnerxute ¢ yarmpreHo ocBobonaaraHe TpAOBA Aa Ce MPUEMAT CYTPHH € JOCTATHYHO KOJTMUYECTBO
TEYHOCT (HAMp. 4Yalia ¢ BOAA, HO He TpAOBa Jla ce MmpHeMaT ¢5C COK OT rpeindpyT) (BIsKTe TouKa 4.5).
3a 11a ce 3ama3d CBOMCTBOTO 3a YABL/DKEHO 0CBOOOKIaBaHe, Ta0NeTKUTE TPAOBA 12 C& IPHEMAT LIEH,
0e3 oa ce pasfiesiaT, CIBBKBAT MK c4ylBaT. TaGNeTKHTe MOTAT 1a €& IPHEMAT HA NPa3eH CTOMAX KK
C JIcKa xpaHa, be/lHa Ha MasHHHHM M BBIVIEXMAPATH (BHKTE TOYKa 5.2).

4.3 IpornBonokazagus

(DeoaunHH € NPOTHBONOKA3aH IPH MALHEHTH ChC:

- CBPBXUYBCTBHTETHOCT KbM (DENOAUITUH (WIH APYTH THXUAPOTIHPHIMHH) WIIH KBM HAKOE
OT MOMOLIIHHTE BEILECTBA, M30pPOeHH B T.6.1;

- KapJAMOreHeH 10K (KaKTO IIPH APYTHTE KaJiIHEBH aHTarOHBCTH, JieHeHHeTo Tpabsa aa
ObAe [IPeKbCHATO MPH MALMEHTH, KOHTO Pa3BHAT KAPAUOTEHEH LIOK);

- XeMOJHHAMUYHO 3HAUHMA ODCTPYKIIHA HA ChPAcYHA Kilana;

- orpaHHYeHHe (OOCTPYKLNS) B AMHAMHUYHUA H3XO/IA1 ICOHT Ha CHPLIETO;

- OOCTPYKTHBHA XUTIEPTPODHUIHA KapAHOMHOIIATHS,

- HecTaOHIHA AHIMHA NEKTOPHC,

- OCTBHP HH(MAPKT HA MHOKapaa (10 4-8 ceaMuun ¢ien MHapKT Ha MHOKapaa);

- AEKOMIIEHCHPaHa ChpIe4Ha HEIOCTATEUHOCT;,

- OpeKapaH MO3bYEH HHCYAT Ipe3 MocheaHuTe 6 Mecela;

- Texkka Op0peuna HepoctarbuHoeT (Cl cr mog 30 ml/min);

- TEKKO HapYIIEHHE Ha YepHOXPOOHATA (DYHKIINA,

- OpEeMEHHOCT.

4.4 CrenHaaHu npeaynpexcieHnsd H IpeINatAH MEPKH NPH YROTpela

E¢drracHocTTa 1 bezonacHOCTTa Ha (eIOAUITHH 3a JISUEHHUE Ha CITELIHM xnnepTDHHLu;ﬁ/ wﬂﬂ)%
e Owia mpoyuBaHa. / »t?'

OesioaunuH TpAOBa Aa ce npuiara ¢ MOBHIMIEHO BHAMAHHE IPH NALMEHTH C: ‘L g
- HapYHICHHUA Ha IPOBOAMMOCTTA, KOMIICHCHPAHA ChP/E4HA HEJOCTATEY
KbM TaXHKap/us ¥ CTEHO3a HA a0PTHATA HIIH MHTPAIHATA KIIAla;
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- JIEKO 10 CPeIHO TEKKO HapylUSHHe Ha YepHOApoOHaTa GyHKUYA M HALIHEHTH B
HanpeaHana Be3pact (Haj 65 rol.), Toi KaTO aHTHXHIIEPTEHIUBHHAT edeKT MOXKe Ha e
nosuiiied. HeobxonuM ¢ no-4eCT KOHTPOTT Ha apTEPHAIHOTO HAAAraHe, OCOOSHO NpH
KOpHIHpaHe Ha J1034aTa;

- AV-6iok 11 unnm I crenen.

AKO 1eUeHHEeTO ¢ (PENOUNHH Ce [IPEeKBbCHE PA3KO, B HAKOH CJIyYau MOXe 1a ce Habmonasa
XHIIEPTOHWYHA KPH34.

DetonMTMH MOXE 1a MpearH3BHUKA 3HAUYUTENHA XHITOTOHMA (BasoaunaTaTieeH edexT) ¢ nociaeasalna
TaxHKapauAa. ToBa MoXe J1a IOBeIe A0 MCXEMUS HA MHOKAp/Ia MPH YyBCTBHTEIHH MAIIHEHTH, MTOPaaH
KOETO NpeapasiiooAKeHH NALHEHTH MOTaT [1a pa3BUAT HHPapPKT Ha MHOKapAa (BHKTe ToyKa S5.1).

®eloaUnHH TpAOBa Aa ce MpHIAra ¢ NOBULIEHO BHHMAHHE NIPH MMALIHEHTH, IPEAPasNONoKEHH KbM
TaXHKapAHA.

De10AYITHH CE €NTUMEHNPA NIPE3 YepHUS Apo0. 3aTOBA NPH NALMEHTH C JOKA3aHO HOHIKEHH

YePHOAPOOHH PYHKIIMH MOTAT Ja ce OYaKBAT [IO-BUCOKY TepanesTHYHH KOHLEHTPALIAH H 3acHACH
KIHHHYEH OTTOBOP (BHXKTE CBINO TOYKa 4.2).

@enoaunut ce Metabonmsupa ot CYP3A4 enzumu. flopanu ToBa KoMOMHALIMH ¢ JIEKAPCTBEHH
MPOTYKTH, KOHTO C4 CHIIHH HHXHOHTOPH HIH HHAYKTOpH Ha CYP3 A4, Tpabra fa ce w3baraar, Thif
KaTO T€ MOTaT J1a JOBEAT 10 TIOHMXCHH HIIH OBHINEHH [LIA3MEHU HUBA HA QETIOIHNMH (BOKTE TOYKA
4.5). Ilopaznu cpinata ApUHHHA eTHOBPEMEHHHAT TIPHEM Ha COK OT rpefindpyt TpabBa ga ce u36Area
(BrKTE TOUKA 4.5).

KakTo npH NpHNOXKeHHE W Ha JPYTr KATLHERW aHTATOHHCTH, IIPH NAlHEHTH ¢ TCKBK THHTHEWT U
MapagoHTO3a Ca JOKJIAABaHM C/IyYyad Ha JIEKAa ruHrHBaiHa Xunepniasds. Tasu Xunepnnasisg MOxXe aa
ce y3berHe UM HaMamH KAaTo ¢€ ¢ra3ea qobpa XMrueHa Ha 3nbure.

TabneTkuTe ChABPKAT TAKTO3a H HATPHIA

ITanueHTH ¢ peaAKH HACIEACTBEHU 3a00Js1BAHHA KATO raJlakTo3Ha HEMOHOCHMOCT, 001la 1aKTa3Ha
HEAOCTATHYHOCT WK IIIIOKO30-TAZIAKTO3HA Manabcopbums He TpsaOBa Aa NpUEMAT TO3W IEKAPCTBEH

TIPOOYKT.

To3m nekapcTBEH POAYKT CHABPAKA HO-Manko oT 1 mmol narpuit (23 mg) Ha TabneTka ¢ yABLDKEHEO
OCBOOOXKIABAHE, T.€. MOXKE JIa C¢ Kake, Y€ MPAKTHYUECKU HE ChAbDPXKA HATPHIL.

4.5 BszaumogeiicTRHe ¢ APYIH JIEKaPCTBEHH NPOIYKTH U APYTrA GopMH HAa B3aHMoOAeHCTRHE

QenoaunyH ce MeTabonu3upa B uepaus 1pob ot uroxpom P450 3A4 (CYP3A4). EanospeMenHaTa

ynorpeda ¢ JIEKapCTBEHH NPORYKTH, KOUTO B3aumoaeicTBar ¢ CYP3 A4, morat 1a okakaT BIHAHHE
BBPXY IUIA3MEHHUTE KOHLICHTPAIHK Ha (eToaUITHH.

EH3UMHH B3aMMOOeHCTRIS

CyGeTaHiMu, KOHTO OKa3BaT HHXHOHPALIO HTH HHIYIHpALe BE3AEHCTRHE BEPXY H30eH3MMa 3A4 Ha
HTOXpoM P450, MoraT Aa okaXT BL3ACHCTBHE BBPXY TINIA3MEHHTE HUBA Ha (DEIOIHUITHH.

Bzaumooeticmeusn, sodewgu 00 nosuuenu nIasmMeHu KORYenmpayuu Ha heroounun
CYP3A4 eHauMHNTE HHXHOHTOPH NOBUINABAT [LIA3MEHHUTE KOHLCHTPALAH Ha henoau)
C_n AUC Ha denoaunuH ce yseanyaBaT ChOTBETHO 8-KpaTHO U 6-KpaTHO, npu €1HO
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Kombunupanero ¢ momiau CYP3 A4 unxuburopu tpabsa aa ce w3barea.

B ciryaii Ha KITMHHMHO 3HAYHMH HEXKESJIAHH JISKapCTBEHH Peakijiiy Nopaly U3jlaraHe Ha IOBHIICHH
HHEBA (DEOAMIIHH, B CIeACTBHE Ha KOMOHEHpaHO npuiokeHne ¢ mowed CYP3 A4 uuxuburop, Tpabea

Aa ce 0OMUCIH ApOMAHA HA JO3UPOBKaTa Ha PENOOHNHMH W/ 1Y MPEeYCTAHOBABAHE HA IIPHEMA Ha
CYP3A4 uaxuburop.

ITpumepn:

IumeTnanH

MakponuaHy aHTHOMOTHITH (SpHTPOMHULIMHE, TEMTHTPOMMLMH).
HrpakoHazon.

KetoxoHazon

Anmu HIV-tipoTeazHu HHXHOUTOPH (Hanp. pUTOHABHP)
HsaxoM (p1aBoHOMAH, CHABPXKALIH CE B COKA OT rpeirndpyT.

CoksT OT rpeingpyT He TpadBa ja ce MpHeMa eTHOBPEMEHHO ¢ QETOTHIHH,

AHTUXMNEPTEH3UBHHUAT eHEKT HA QTOTUITHH MoXe J1a OBJe MOBUINEH OT JIPYFrH AHTHXHUIIEPTEH3HBHH
UPOYKTH H TPHUMKITHYHE aHTHIEIIPECAHTH.

Braumodetcmaeus, 600€iu GO NOHUNCEHU NAAIMEHU KOHYEHMPAYUY HA PeroCurH

EH3MMHUTE HHIIYKTOPH Ha cHeTeMaTa Ha DuToxpoM P450 3A4 nonnkasat miasMeHHTe
KOHIIEHTpaluW Ha denoaunus. flpu npunarane Ha geaonaunmu ¢ kapOaMasennH, QeHATONH HIH
benobGapburan, C u AUC Ha denoaunu HamanaBaT ChOTBETHO ¢ 82% U 96%. EnHoBpemeHHHSA

npueM ¢ HHAYKTopH Ha CYP 3A4 Tpsabea aa ce nzbarea.

B cayuyaii Ha tMnca Ha edexT nopa Ty UIaraHe HA TOHWKEHU HURA PENORHIINH, B CIEACTBHE HA
KOMOHHHpaHO NpwiokeHHe ¢ MoilHK CYP3 A4 unnykropn, Tpabsa ia ce 0OMHC/IH IPOMAHA HA
IO3MPOBKATA Ha (PENOAMIIHAH W/ NIpeyCcTaHOBABaHe Ha mpueMa Ha CYP3 A4 unnykropa.

{Ipumepu:

(DEeHUTOHUH.

KapbaMazenuH.

Pudamnuiy

Bapbutypatu (Hanp. ¢enobapOuran).
EdasupeHI

Hesupanun

Hypericum perforatum (5XBNT KaHTAPHOH )

Hpyau ezaumooeticmasus

Xuopoxropmua3ud: MOXKE J1a MOBHIIH AHTHUXUIIEPTCH3HBHAA e(eKT Ha (PESTIOAHUTIHH.
[lopaau Hawamuusa canxypeTHueH edekT PeTONUITHE MOXKe J1a 3aLN00YH ChIECTRYBALIA
XUIMOKAIHEMUSt [IpY NpHOaBAHETO HA MIPOAYKTA KBM AWHYPETHYHA Tepanus.

Luxnocnopun: denogunuH He HOBNIKMABA IUTA3MEHUTE KOHLICHTPALMY HA UKIOCIIOPUH.
Taxkporumyc: QenoauiMH MOXe Ja TOBHIIH KOHLIEHTpaLKsTa Ha Takponumye. KoraTto ce npunarar

€THOBPEMEHHO, TPAOBa J1a CE MPOCIE/IARA [N1a3MEeHATA KOHLEHTPALMS Ha TAKPOIHMYC H J103aTa MY
CBOTBETHO /14 C€ KOpHUTHpa,

Huzoxcun: nna3MeHaTa KOHUCHTPALAA HA JMIOKCHH CE TOBHIIABA IPH CHOBPEMEHHG HpIEA
(pesronunus. [lopaay Ta3w npuynHa NpH €JHOBPEMEHHO MPHIOXKEHHE HA 1BATA Hpﬁﬂy
HeoOXOIUMO 13 C¢ TIOHHXH J034Ta Ha JHT'OKCHH.



Hpyeu nexapemesa ¢ gucox agunumem Ha cabpssane.; BUCOKUAT AHHHTET HA CRBP3BAHE C IUIA3MEHUTE

OenTbLM HA PENOAUNUE He MOBIUIBA HECBbp3aHaTa Ppakuus Ha JPYTH JEKAPCTBA ¢ BHCOK aQUHHTET
HA CBBP3BAHE KATO HAMp. BapdapuH.

4.6 @epTuauTeT, 6peMEHHOCT H KEPMEHE

bpemennocm

Genoaunun ue TpadBa 1a ce Npwunara no Bpeme Ha OpeMeHHOCT. [To BpeMe Ha HEKTMHHYHU
NpOy4YBaHHA 33 PENPOTYKTHEHA TOKCHYHOCT ca HaOnoaaBaHu e(eKTH BBPXY DETATHOTO pa3BUTHE, 33
KOHTO C€ CMATA Y€ C& AB/DKAT Ha (PapMaKOJOTHYHUTE CBOHMCTRA HA (DENIOIUITHH.

Kopmene
({DenoavnuH € Ol YCTaHOBEH B kbpmarta. [lopanu HepocTars4yHy TaHHA 33 MOTEHHHATHHS edekT
BBPXY AETETO, ynoredara My No BpeMe Ha KhPMEHE He Ce TIPEIOpEYRAa.

Depmunrumem
JIdncBaT JaHHY 3a eeKTa BhpXY (PepTUIUTETA NPU NarHeHTHTE, [IpH €HO HEXTHHHYHH
PENPOIYKTHBHO NPOYYBAHE BbpPXY IUIEX0BE (BHXKTE CHILO TOUKA 5.3) ca ycranoBeHH €deKTH BEPXY

(peTanHOTO pa3BUTHE, HO HE € YCTAHOBEHO BB3JICHCTBHME BBPXY QEPTHIMTETA NTPH A03M GIM3KM 10
TepaneBTHYHHTE,

4.7 EdexTr BbpXy ¢n0co0HOCTTA 32 ModpHupane H padoTa ¢ MADIHHH

DeoAMINH HMA JIEKO 0 YMEPEHO BAMAHHE BBPXY COCOOHOCTTA 32 10dHpaHe H paboTa ¢ MALIHHHE,
AKO MaLHMEHTHTE, TpUEMaL (PeNIOAATIMH, MMAT rJ1aBo0oNHe, ragene, 3aMagHOCT WIH JIecHa
YMOPSAEMOCT, CTIOCOOHOCTTA MM 32 peakiLka Moxe Aa ObJIe HapyIIeHa,

HeobxoauMo e noBHIIEHO BHUMAHKE, OCOOCHO NPH 3aII0UBAHE HA JICUEHHETO.

4.8 HexenauH JIeKapCcTBEHH peaKlHH

O6061meHne Ha npoduaa Ha 6€30MACHOCT

IlpH maueHTHTE NeKyBaHH ¢ heIOAUIUH MOXKe A Ce TIOARHM J0303aBHCHM OTOK HA Iyle3zeHuTe. ToH e
pe3ynTar OT IPEKANMIAPHA BA30HIIATAIIHA H HE € CBBP3aH ¢ reHepallM3HPaHO 3aAbPkKaHe Ha
TCYHOCTH.

Deonunuy MOXe A2 MpeAH3BHKA 3aUepBABaHe, TMaBo0oHe, ChpueOuenHe, saMaiiBale U ymopa.
[loee4eTo OT T€3U peaKLUH Ca 1030-33BHCHMH U BB3HHKBAT IIPH 3aM10YBAHE HA JICYEHHETO WIIH CJIE]I

NOBMINABAHE Ha §O3aTa. AKO TaKHBa peakUHy H300110 BE3HUKHAT, Teé O0HKHOBEHO €A [IPEXOHH H
OTIIYMSBAT C BPEMETO.

Habnronasanu ca penku ciiyyan Ha o6BPKaHOCT H HapYHIEH CHH, HO HE € YCTAHOBEHA CUTYPHA
MPHYHHO-CIEACTBEHA BPb3KA C JICYSCHUETO ¢ PeTOaHITHH,

IIpy manMeHTH € pOsABEH THHTHBHT/IEPHOIOHTHT ce HaONronasa Jieka XMNepIuia3ua Ha BEHIUTE.
Tora yBennueHne MOoXke Aa ObJe MPEIOTEPATEHO YPE3 CTAPATEIHA ACHTANHA XMIHCHA.

TabnudeH BH Ha HEXETAHWTE JICKAPCTBEHH peaKl|H

Hesxenanure jieKapcTBeHH Peakivi, H30POEHH NO-ACTY, ¢4 YCTAHOBEHH B KJIHHHYHH [IPOYUYBAHHS HITH
AP NIOCTMAPKETHHIOBO NpocneaaBaie. OUeHKAaTa Ha HEXKENAHHTE peaklyH ce OCHOBABA HA cueﬂHaTa
HH(POPMALMA 32 YECTOTATA: -

MHoOro 4ecTu: (= 1/10)

Yectu: (= 1/100 go < 1/10)
HeuecTw: (= 1/1 000 10 < 1/100)
Penxu: (= 1/10 000 oo < 1/1 000)

Muoro peaku. (< 1/10 000)




C Heu3BECTHA “CCTOTA: (OT HATMYHKUTE JAHHWA HEe MOXe fa ObJie HANpPaBeHAa OLICHKA)

Ta0anna 1 Hexenanu peaknum

CHCTeMo-Opranen Kiac HecroTa Hexenana peaknus
Hapyenuns Ha HepBHaTa cucTeMa | Yectu raagobonue

Hevecry napecresus, 3aMaiiBaHe
ChpaeyHH HapylueHHs Heuect NAJINATALHMH, TAXHKAPAUS
CbaOBH HapymeHHA YectH 3a4YepPRABAHE

Heuectu XHAOTOHUS

Peaku CHHKOI
CToMalIHO-YPEBHHY HAPYIHEHHS Heuectn raaaHe, KopeMHa Gomka

Penku NOBPBLLAHE

MHoro peaku XHIEPTNA3nA Ha BEHUHTE, THHTHBHT
XenaroOHaHapHy HapyLICHHS MHuoro penxu [loBuieHN YepHOaPOOHH SH3UMH
Hapyluenns Ha koskara Heuectu O6pue, cepbex
[OLKOXKHATE ThKaH Penxu ypTHKapHs

MHoro peaku peaKim Ha GOTOYYBCTBHTEIHOCT,

NIeBKOLIMTOKIACTHYEH BACKYJIHT

Hapywienns Ha MycKyHO- Penxu apTpanrid, MUaJITus
CKE/IETHATA CHCTEMA H
CHECIHHUTEITHATA ThKaH
Hapyuienud va Os0peuuTe u Mioro penkH NONAKHYPHA
IMHKOYHHUTE IBTHIIA
Hapyuienug uva Peaxu UMITOTEHTHOCT/
BB3MPO3UBOAMTEIIHATA CHCTEMA H CeKCyanHa JHCPYHKLIHS
rBpIaTa
061 Hapymenus u eekTH Ha MHoro decTH [Tepudepen ook
MACTOTO Ha HPUIOKEHHE HeuectH yMopa

MHoro peaku PEKHMY HA CBPBXYYBCTBHUTEIHOCT,

Hanp. aHTHOEAEM, BTPHCaHe

Cpo0iiapade Ha DOAO3UPAHH HEXEIAHH PEAKI[HH

Cho01aBaHeTo Ha NIOA03HPaHU HEXKEIIAHH PeakiliH CIIC pa3pelaBaHe 3a ynorpeba Ha
JICKAPCTBEHHA IPOAYKT € BAXHO. ToRa NO3BOIABA Ja IPOIb/KH HAOMIO/IEHHETO Ha
CBLOTHOHIEHHETO MOJI3a/PUCK 32 JIEKApCTBEHHA NPOAYKT. OT MEAHIHECKUATE CIICITMATHCTH Ce
H3HCKBa J1a CHODIIABAT BeAKa NOO3MpaHa HeKeNnaHa peaxius upe3 HaiuoHaIHa cHcTeMa 3a

choOInaBane KeM 3nbiHUTENHATA areHOus 110 JIeKapeTBaTa, yiI. ,,Jamsaa I'pyes” Ne 8, 1303
Codus, Ten.: +35928903417, yebeaiiT: www.bda.bg.

4.9 Ilpeno3npane

Cumnmomu na npeoos3upane
IIpemosupanero MoXe 0a JOBEIE A0 eKCLECHBHA nepydepHa Ba3oNWIATALIMA, MOC/IEABALlA H3PA3eHA
XHIIOTOHHUA U B PEIKHU CITydan Opanuxapius.

Jlevwernue npu npedozupane
Axo ¢ HeobxonnMo: AKTHREH RBITICH, CTOMAILHA [IPOMHBKA B PAMKHTE HAa | yac cien MOribLUIAHeTo.
AKO Ce NOABH TeXKKA XHITOTOHUSA, TPAOBA fia C& NMPOBEJe CHMITOMATHYHO JICHCHHE.

IIalHEHTDBT 1A Ce MOCTAaBH B JIETHANIO NOMOMEHKE ¢ MOBIMIHATH Kpaka. B cnyyaii Ha chipIcTBaLa
bpanrkapaus TpsbBa fa ce npunoxH i.v. arponus (0,5-1,0 mg). Ako ToBa He € 10CTATBEYHO,.
Aa ¢e [IPeMHMHE KbM NOBULIABAHE HA [L1a3MEHHa 00eM Ype3 BIMBAHE HA IVIFOK034, q)HSH_ ‘
pa3TBOP MIIH AEKCTPAaH. '
AKO rOpHHTE MEpPKH Ca HEIOCTATHYHH MOMKC Jia C€ MPWICKAT cumnamlcomumemun

e(peKT BHPXY Ol1-aAPEHOPELCITOPHTE | ;




5. PAPMAKOJOIMYHNA CBOUCTBA

5.1 QapMaKOAHHAMHYHHA CBOHCTBA
5.1 PapMaKoIHHAMHYHH CBOHCTBA

1,4-NHXHUAPOTTUPUANHOBO ITPOU3BOIHO (KAJIIIHEE AHTATOHHUCT)
ATC-xon: CO8CA 02

QenoauITHH MPEICTARIABA KAILHER AHTATOHHUCT OT Kiiaca Ha auxuaponupuauxnre, Kanuesure
aHTArOHHUCTH C€ CBBP3BAT ¢ BONTAXK-3aBUCHUMUTE L-THII (0aBHM) KANIHEBH KAHAJIH B [UIA3MCHHUTE
MeMOpaHH Ha TTIAAKUTE MyCKYJTHH KIIETKH H HaMaJIABAT BXOAAIIKA IOTOK OT KAJILMEBH ifonn. Toga
BOJIM A0 Ba3OAMNATALMA.

DeoIHNHH € ChAOBOCENEKTHREN KANLIHEB aHTAOHUCT: NPHTEXABA MO-CHIIEH epeKT BLPXY TJIallkara
MYCKYIaTypa Ha ChIOBETE, OTKOJIKOTO BBPXY ChpAECYHUS MYCKYI. MeOUIMUH AUNaTHPa CeIEKTHBHO
apTEepHONIMTE U HIMA €EKT BEPXY BEHO3HHTE ChIOBE.

DenoaunrH BOAM 10 3aBHCHMO OT A03aTa IOHIMKABAHE HA KPBBHOTO HAMATANe Ype3 BazoAuiaTalusd H
noCeaBalia peIyKiHsa Ha nepHQepHOTO CBAOBO CHAPOTHRICHHE. JTIOHIKABA KAKTO CUCTOMHOTO, TAKa
M JHACTO/IHOTO KPBBHO HallAraHe. XeMoAWHAMHAYHHUAT €(heKT Ha (PETOIHNKH € ChbIPOBOAEH OT
pediexTopHa Taxukapaus (mocpeacTBoM Gapopeientopure). PednexropHaTa Taxukapaus He €
oOHualHa NPH TO3X NPOXYKT C YABLKEHO OCBOOOKAARAHE, 0CODEHO IIPH MPOABILKUTEITHO
NIPHIIOXKEHHE.

B tepanerTHuHN 1037 (ENOTUNHHE HAMA NPAK eeKT BHPXY KOHTPAKTIIIMTETA WIH NPOBOAHMOCTTA HA
ceprieTo. Qenoaunus OHWXKaBa ChAOBOTO ChpoTHBIeHHE B ObOperTe. CTerneHTa Ha rmoMepy.IHa
(GHITPaALMA OCTaRa HENMPOMEHEHA.

DenoaunuH e uMa ciiad HaTpHypeTHUCH/ AMYPeTHYEH edekT U HE NPEAM3BHKBA PETEHIIHA Ha
TEYHOCTH.

QenonunyH Moxe Ja ObJe npunarad Kato MOHOTEPANMA, HO H 3aeaHO ¢ OeTa-6/10KepH, IHYPETHIH H
ACE-uuxuburopm.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuma:

Oenoaunus ce adbcopOHpa HAITKIIHO clel Nepopaino npunokenwe. [pu Tabnerkure ¢ yABIDKEHO
ocBoboKAaBane abcopOuuonHaTa (asa e yawnbkeHa. 3a nepuoa ot speMe 24 yaca ce foctura
PABHOBECHA ILTa3MeHa KOHUEHTPAMs Ha PeNOFHINH B TepaneBTHUHHA AHana3oH. Makcumandara
MTA3MeHa KOHLIEHTpauuA ¢e JOCTHIa ¢iiell 3-5 yaca. PABHOBECHO CECTOAHHKE Ce JOCTHra OKOJIO 3 AHH
ciel Ha4aIoTo Ha TepanugTa. [lopaau mpekomepHua edexr Ha MBPBO IPEMAHABAHE, CaMO OKOJIO 15%
OT MPAIOMKEHATA 1033 € CHCTEMHO HAIHYHA.

Pasnpenenenue:

CeBp3BaHETO HA QENOTUITHH C [L1A3MEHUTE POTEUHH € > 99%. OGeMBT Ha pasnpenc/ieHHe € OKOJIO
10 I/kg B paBHOBeCHO CbCTOAHME (steady-state), Taka de GeNOTUITNH NOKA3BA IIHPOKO paslipeicieHHe
B TBKaHuTe. HAMa 3Ha4YMMO HaTpyIIBaHE (10 BPeMe Ha MPOALLUKHTCAHO MIPHTIOKEHHAE.

Meratou3bMm:
DQenoaunHH ¢ce MeTaboMH3Mpa eKCTEHIMBHO B uepHHA Apod ot CYP3A4. Beuuky uaeHTHGMUUpany
MeTaboNIUTH CA HCAKTHBHH,

EnuMuHHpane:

yepHonpobHaTa SuoTpanchopMallks, ¢& eMTUMHIHAPAT OCHOBHO MNpe3 ObOpeuuTe (11p
70%), a ocTaHaAIATA YaCT C& OTACTA C M3NPAKHESHHATA.
Cpeanust masMed kHpbsHC € 1100 ml/1 u 3akucu ot yepHOIPOOHMT KPHBOTOK.




IlanMeHTH B HANpEeAHANIA BH3PACT:
Ilpu nanyeHTH B HanpeAHAIA BH3PACT Ca UIMEPEHH IIOBHLIEHH IJ1A3MEHU KOHLEHTPALMH.

[TaumeHTH ¢ HapyleHWs Ha YepHoApoOHaTa GHYHKINS:

[Ipy naLHEHTH ¢ HapyllieHa YepHOAPoOHa QYHKIMA ca M3MEPEHH [IOBUILLEHH IUTA3MEHH
KoHueHTpauuu ao 100 %.

[TaieHTH ¢ HApyInEeHHsa Ha OnLOpeunara (PYHKIHA:

Hapywensero Ha On6peunara ¢yHKUMA HE NoBnHARA (PAPMAKOKMHETHKATA Ha (heOAMITHH,
HE3aBHCHMO Ye NpH OLOpeYHa HeaOCTATHYHOCT ce HA0MI0AaBa KYMYJTMPAHE HA HEAKTHBHUTE
METabOIHTH.

XpaHa
Cniopen npoBeeHUTe NpoyuBaHus ¢ TabmeTku denoaunu, xpana, 6oraTa Ha MasHHHH, MOJKE J1a

nopaMae papMakOKHHETHYHHTE CBOHCTRA.

5.3 IIpeaAxJAHHYHE AaHHH 33 Ge30mMacCHOCT

[IpeaAxnTHHHUYHA JaHHU, OCHOBAHH HA KOHBEHLIHOHAHH (DApMAKOJIOTHYHH NPOY4YBaHHs 34
0€30MacHOCT, TOKCHYHOCT TIPH MMOBTAPAIIA Ce 1033, FeHOTOKCHMHOCT H KAaHIEPOTeHEH MOTEHLHA, HE
noxaspat ocoOeH pHCK 3a xopara. [IpoyuBaHus ApH XKUBOTHH €A [TOKAZAITH PENPOAYKTHEHH HEXENaHH
JIEKAPCTBEHH peakuuM. Edexrure npu nurbxose (yab/DkaBaHe Ha OpeMEHHOCTTA M TPYIHO pakaaHe) H
3aHiH (HapyIIEHO Pa3sBHTHE Ha AUCTAIHUTE (alaHTH, OCHOBHO TIOPAIH MOHMKEHA YTEPOILTALIEHTAPHA

nep@ysus) He ca JoKA3ATd AUpeKTeH TEPaTOreHeH e(eKT, HO MOKAa3BaT BTOPHYHH MOCIEICTBUS OT
thapMakogHHAMUYIHISA e(eKT.

6. PAPMAIIEBTHYHH JAHHH
6.1 CHouebK Ha NOMOIMHHATE BEINECTRA

Hopo na mabremxama: 1aKTO3a MOHOXHIPAT, HATPHEB JaypHiCyadar,
XHIPOKCHITPOIMIMETHIILIETY 1034, MUKPOKPUCTAITHA LICTY/103a, MATHE3HERB cTeapat

Purmoso noxpumue: Opadry, white (OY-L 28900) (nakTo3a MOHOXHAPAT,
XHAPOKCUTNIPOWIMETHILENY 1032, Makporos 4000, THTaHOB AUOKCHA), XKBIT >KEJE3€H OKCH/I, YePBEH
JKEJIC3CH OKCH]

6.2 HecheMecTHEMOCTH

He ca w3BecTHH.
6.3 Cpok Ha rogHocT

CpOKET HAa rOAHOCT € 3 NOJHHY OT JATaTa Ha MPOH3BOACTED.

IIpomykrsT He TpAOBa 1a ¢e MpHiara cjie M3THYAHE Ha CPOKA Ha FOAHOCT, OTOENA3AH BBpXY
OIAKOBKATA.

6.4 CnenHaaHH YCI0BHA HA CbXPaHeHHAe

Hama crieudanyy yCaoBHA Ha ChXpaHEHHE.
Ja ce cpXpaHsBa HA MACTO, HEJOCTRITHO 34 Jela.

6.5 JadHn 32 oNAKOBKATA

baucrepu ot PVC/anymunusero ¢onmo.
OpuruHanHa onakoBka, ceabpkaina 30 u 100 TabneTku ¢ yabinkeHO oCBOOOKNaBal



He Bcuvky BUOOBE OMIAKOBKH MOTaT 1a OBJAT MYCHATH B nipoaax0a,

6.6 Croennajun HpeinasHa MEPKE NPH H3XBBPJ/ISHE H padoTa

Hama cmelmaridu W3HCKBAHKHA.

7. ITPHTEXATEJ HA PAZPENNEHUETO 3A YHHOTPEBA

Hexal AG
Industriestrasse 25
D-Holzkirchen, 'epmanus

8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

Per, Ne 20040378

9. JATA HA IIhPBO PASPEINTIABAHE/TIOJHOBJBAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

IBpBo pazpewmasane: 02.08.2004

Iloguoeaeane: 16.09.2009

10. JATA HA AKTYAJINZHPAHE HA TEKCTA

05/2020




