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NATHAHRUTENHA ATEHLIAA NO NEKAPCTBATA

1. UME HA JIEKAPCTBEHHS ITPOJAYKT Kpama xapaxmepucmuxa na npogyxma  Ipunoxenue 1
Kbm Pez. Ne

Juocran 500 mg Gpunmupanu TabneTku

Z Paspeawenue:N:
Diostad 500 mg film-coated tablets P ?

BG/MA/MP - ....... :('1055- ....... /“052025 .....

2. KAYECTBEH U KOJIMYECTBEH CHCTAB =22

Besika punmupana Tabnerka chabpxka SO0 mg AHOCMUH, MUKPOHU3UPaAH (diosmin, micronised).

[ToMOLIHH BelecTBa C H3BECTHO JIEHCTBHE
Besika punmupana tabnerka chabpxa 1,134 mg natpuit u 4,63 mg j1akT03a MOHOXHPAT.
3a MBJIHUA CIUCHK HA MOMOLLHHTE BELIECTBa BHIKTE ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA
dunmupana tadbnerka

P030BO-0paHKeBH, MPOLLIrOBaTH, ABOHHON3NbKHAN (UAMHpanH TabneTky, ¢ peaedHo o3HaUCHHE
"D500" ot enHaTa cTpaHa u auameTsp 17,2 mm x 9,2 mm.

4, KIMHHYHU JAHHH
4.1 TepaneBTHYHH NMOKA3AHHS

Cnen npeaBapHTENHO NOCTABEHA OT JieKap Auartosa, Jlnocraj e nokasas npH Bb3pacTHH 3a JICHEHHE Ha:
e [pU3HALM H CUMIITOMH Ha XpPOHHYHO BEHO3HO 3a00NsBaHe Ha Kpakara, KaTo 00Jika, 4yBCTBO Ha
TEXKECT, yMOpa Ha KpaKara, HOLUHH KpaMIH, OTOLH H TPO(PHUUHH TPOMEHH
*  CHMIITOMH, CBBP3aHH € OCTPa XeMOpouaaiHa Gosect.

4.2 J103MpOBKA H HAYMHH HA NPHJIOKEHHE

2 10314 pOBKa

XpoHuuno eenosno 3abonaeame

O6uuaiinaTa nHeBHa 7032 € 2 TabNeTKH, PHETH HABEAHLK WK HA 2 oTaenHu npueMa. Jleuennero tpsadsa
Jia MpoAbJ/KH 8 ceaMHULIH.

[TauneHTHT TPAOBA J1a Ce KOHCYNTHPA C JIeKap, aKO CUMITOMHUTE MPOABJIKABAT WIIH CE BJIOLLABAT, HJIH aKO
JIGKAPCTBEHUAT NPOAYKT € HeoOX0/IMM 3a NnoBeve OT 8 CeAMHLH.

Ocmpa xemopoudanua bonecm

IMpe3 nbpBuTe 4 IHK OT JIeYEHHETO JHeBHATA 71032 e 6 TabneTku. [1pe3 cneapaiunTe 3 aHu
npenopbuMTe/NHaTa AHeBHA 1032 ¢ 4 TabneTku. [IpenoppunTennaTa JHEBHA 1034 3a MOMALLPKALLO
nevenue e 2 TabnerTky.

[Tpu ToBa nokazanue J{uocran e npeaHazHadeH caMo 3a KpaTKOCPOUYHO NPHIIOKEHHE.

[TauneHTbT TPAOBA Ja ce KOHCYNTHPA C JIeKap, aKO CHMITOMHTE NPOABJKABAT HJIM CE BJIOLIABAT, H/IH aKO
JIEKapCTBEHHUAT MPOAYKT € HEOOXOAMM 3a NOBEYE OT 7 JIHH.

Ileduampuuna nonynayus
Beszonachoctra v epukacHocTTa Ha JlMOCTaM NpH Aela i IOHOIIH Ha Bb3pacT nof 18 r e
yctanosenu. [Topanu nunca Ha panuu Jlnocran He TpsaGBa jia ce U3MO3Ba MpPH Jeua B, N s 7%
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Cneyuannu nonyaayuu
Bvbpeuno u vepnodpobuo yspedxcoane
HsMa HanM4YHH CneuranHi NPenopbkH 3a JO3HpaHe.

Bw3pacmnu xopa
Hama HAnMYHH CeUHaNHK OPenopEKH 3a JO3UPAHE.

Hauux Ha npunoxeHue
3a nepopanHa ynorpeba.

Tabnerkute TpAOBa fa ce MOTNBIUAT LUEMH ¢ MHOTO TEYHOCT CIIe[ XPaHEHE.
4.3 IIpoTHBONOKA3AHHA

CBpPBLXYYBCTBHTENHOCT KbM AKTHBHOTO BELLECTBO HITH KbM HSKOE OT MOMOLIHHTE BeLIeCTBa, H30pOeHH B
Touka 6.1.

4.4 CrnenHaIHA npeaAynpexAcHHEs H IPeANA3HH MePKH npH ynotpeba

Ilpn nanseHTH ¢ XpOHWYHH BEHO3HM 3a00IABaHHA JICHEHHETO € Half-TI0N30TBOPHO, KOTaTO € NIPHAPYKEHO
oT OanaHCHpaH HA4YWH Ha )XHBOT.
e TpabBa Ha ce H3GATBA H3NAraHETO HA CITBHUE M NPOABDKHTENHOTO CTOEHE
e TpabBa na ce NoAmbLPKA NOAXOAALILO TErno
¢ HOCEHETO Ha CMeLHANHH YOpanH Moe Oa nogo6pH KpbBooOpalleHHeTo NpH HAKOH MaUHEHTH

l'[penopbqaa'r CC CHICLHANTHH IPHXXH, KO CBCTOAHHETO € BJIOLIH N0 BPEeMe Ha NeYeHHeTO.

AKo ce NoABAT HeoOHYaHHO TeXKKH CHMITTOMH, KATO NTOAYBAaHe, IPOMAHA HA [IBETA HA KOXKATa, YyBCTBO Ha
HanpexeHHe Wik beanokoiicTBo u Gorka, TpAGBa He3abaBHO Na ce HANpaBH KOHCYNITAUMUS ¢ Nekap. Topa
MOXe /1a Ca CHMIITOMH Ha BeHO3Ha Tpom003a, CBBp3aHa ¢ BEHO3HATA HeJOCTATHYHOCT.

JleyeHHETO Ha CUMITTOMMTE Ha OCTpaTa XeMOpOHalHa 60NecT He 3aMecTBa cneLH(pHIHOTO JIeYEeHHE Ha
ApPYTH aHATHH HapylWeHHA. JledenueTo TpAGBa na OBbAe caMoO KpaTKOCPOUHO {OrpaHHueHO A0 7 AHH). AKO
CHMITTOMHTE NPOABL/IKABAT, TPAOBa 13 ce H3IBLPLUM NPOKTONOTHUEH MpETiiea H Aa Ce npepasrieaa
NeYeHHeTO.

[HoMolHH BelecTpa
Tosu nexapcTeed NpoyKT ChABpPXKa NO-Manko oT 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. IPAKTHYECKH
»HE CHABPIKA HaTpHt“.

To3u nekapeTeeH NpoAyKT ChAbPXKa JIAKT03a MOHOXUAPAT, [TalMeHTH ¢ pedKH HacIeACTBEHH npobieMu
Ha ralakTO3Ha HEMOHOCHMOCT, ITb/IEH JIaKTa3eH AeHHIUMT HWIH INIIOK030-TalakTo3Ha ManabcopOuHs He
TpAbBa a NpHeMaT TOBa JIEKAPCTBO.

4.5 BaapmogelicTBHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYTH GOpMA HA B3aHMoaeHCTBHe

He ca npoBexaaHu npoy4BaHHs 3a B3aHMOAEHCTBHE.
B nocTMapKEeTHHIOBHA ONMT HE ¢4 JOKIANBAHH B3aHMOACHCTBHS C APYTH IEKAPCTBEHH NPOAYKTH.

4.6 PeprHaHTET, GPEMEHHOCT H KbpPMEHE

BpemenHoct




JaHHuTe oT orpaHdyeH 6poii npeacTaBeHH SPEMEHHOCTH He NoKa3BaT HebnaronpuaTHH eekTH Ha
JIMOCMHHA BEPXY OpeMEHHOCTTA HITH BBPXY 34PaBETO Ha [UI0Ja WM HOBOPOICHHTE,

IToHacTosIEM HE C4 HAIHYHH OPYTH OOXOAALIM €NHAEMHONOTHYHH JAHHH.

IIpoyyBaHHATa BbPXY KMBOTHH He TIOKA3BaT MPeKH WY KOCBEHH BpeAHH e(peKTH Mo OTHOLIEHKE Ha
OpeMeHHOCTTa, eMOPHOHANHOTO HITH deTanHOTO passHTHE (BX. To4ka 5.3). Kato npeanazHa Mapka, To3u
NekapcTaeH nponykT TpAGBa Aa ce n3barea npu 6peMeHHH JKEHH.

Kbpmene .
He e H3BecTHO AaNH AMOCMHHBT CE OTAENs B 4YoBewWwKoTo Misko. [Topanu ToBa TO3H NekapcTBeH MPOMYKT

He TpaOBa Aa ce NpHJIara fo BpeMe Ha KbpMEHE

PepTHnHTET
IlpoyusanuATa 3a penpoayKTHBHA TOKCHYHOCT He MOKa3BaT eekT PrpXy GepTHIHTETa NPH MBXKKH H

FKEHCKH IUThXO0BE (BK. TO4YKa 5.3).

4.7 EdexTn BLpXy cnocobHocTTa 32 o HpaHe H paboTa ¢ MANHHA

He ca npoeexxnaHn npoy4paHHs 3a Bb3AeHCTBHETO BEPXY CNOCOOHOCTTA 3a Wodupate H pabora ¢
MalliHHK. Bbrpexy TOBa, BB3 OCHOBA Ha LWIOCTHUA Npodun Ha 6e30MacHOCT, JMOCMHHEBT HE OKa3Ba
HHUKAKBO HITH 0Ka3Ba HE3HAYHTENTHO BJIMAHHE BBpPXY crocobHOCTTa 3a LodupaHe H paboTa ¢ MalUMHH.
4.8. Hexenann MeKapcTBeHH peakuuH

OGobuenue Ha npoduaa Ha HGezonacHocT

IMoBeueTo HexkenaHH edeKTH, AOKIaABAHH NIPH KIIHHHYHHUTE H3NUTBAHUS ¢ AHOCMMUH, ca Gunu neku. Te ca
GUIIH CBBLP3aHH INIABHO ChC CTOMALITHO-YPEBHU CMYLUEHHSA (JHAPHSA, IHCTIETICHA, FaieHe, MOBpLiLaHe).

Tabauuen cnHchbk HA HEXKENAHWTE PEAKIMH ‘ - :
CpoOLIeHH Ca CICAHNMTE HEXENAHH PEaKLIMH, KaTo HECTOTATa HA HesKeNaHUTe eekTH ¢ onipederieHa,

KaKkToO cneasa.

Yecr: >1/100 no <1/10
HeuectH: >1/1 000 no <1/100
Penku: >1/10 000 no <1/t 000

MHoro peaku: <1/10 000
C HeM3BECTHA YECTOTA: OT HANMYHHTE JAHHH He MOXe Na Gble HanpaBeHa OLEHKa

Yecrn Heuecrn Peaxn C Hea3BecTHA
: ' 4ecToTA
Hapywenus Ha 'napobonue,
HEPBHATA CHCTEMA | OTIIAAHATIOCT,
CBETORBPTENK.

CromauHo- Juapus, Komur, Kopemua 6onka.
YpPEBHH JOHCMENcCHA,
HapyLUEHHUA 1 rageHe,

NIOBPBILAHE.
HapyitueHus Ha ' Crpbex, AHrvoenem,
KOKATa U obpHe, OTOK Ha JIHLETO,
NOJKOMXHATA YPTHKApPHA.
ThKaH




CrofmaBaHe HA HOJO3NPAHA HeXKeJIaHH PeaKnHi

Cro0waBaHeTo Ha MOKO3HPAHH HEXENIAaHH PeaKlMK ciel pa3pellaBaHe 3a ynorpeba Ha NeKapCTBEHHA
NpoayKT e BaxkHO. ToBa No3BOMABA Aa NPOAb/IKH HabIIOJeHHETO Ha CLOTHOLLEHHETO NMOM3a/pHCK 3a
NekapeTeess npoaykT. OT MEAMUMHCKHTE CNELMATHCTH e H3HCKBa Ja ¢hoOiuapaT Beaka
NOAO3HPaHA HEXENaHa peakLua upes:

HanbanuTenHa areHUHs No TeKapcTeaTa

ya. Jdaman [pyer” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

ye6ceaitT: www.bda.bg

4.9 IIpeno3upane

He ca poknanBaHu cyyau Ha npeao3upaHe,

5. PAPMAKOJIOTHYHH CBOMCTBA
5.1 GapmaxkoaHHaMHYHA CBolicTBa
(apmakoTepaneBTHYHa rpyna: Basonporektopu; Buodnasonouan; ATC kon: COSCA03

JIHOCMHHBT AeiicTBa BbPXY BEHHTE H MHKPOLUpKYauuaTa. Toil BoAK A0 HAMASBAHE HA BEHO3HHMA
KAMALKTET H Pa3TENIHBOCT Ha chaoreTe. OCBEH TOBA BOAH 10 HAMANABAHE Ha ATONIONHYHO NOBHILEHATA
KanuiaspHa NpoNyCKIHBOCT H YBEIHYaBa KANWIADHOTO CHIPOTHBIIEHHE.

5.2 ®apMakoKHHETHYHH CBOHCTBA

Abcopbuus
Crnen enHokpareH nepopaieH npvem Ha 14C-paniomapkupat guocMuH abcopbumsaTa (Ha Gazata Ha

obwara ypHHHa exckpeuus) e 58 %.

PasnpenencHue ]
Bv3 0cHOBa Ha H3MePBaHHS Ha KOHUEHTPAUMATA Ha 001A AHOCMHH B TUIa3MaTa Cejl eAHOKPATHO

nepopajiHo npunoxeHue Ha 300 mg AMOCMHH, MAKCHMAJITHHTE TUIa3MEHH KOHLIEHTPALlHK Ce JOCTHIaT B
paMKHTeE Ha 12 yaca (auanasou: 8-24 yaca).

buorpanchopmanus

HuocMuHBT ce MeTaboH3Hpa B EHTEPOLIMTHTE 10 ArIHKOHA JHOCMETPHH, KOHTO ce TpaHCchopMUpa B
UHPKYAMPALIMTE FIIOKYPOHOBH MPOH3BOAHH H PATHYHH (EHOTHH KMCETHHHE, BKIIOUHTEHO XHIypOBa
KHCENTHHA.

EnuMuHupaHe
Ilpe3s nepeuTe 24 yaca eNMMHUHHPAHETO € IIABHO YPE3 YPHHATA CEH eJHOKPATHO nepopanio

npunoXKeHHe, KaTo 31 % oT nepopanHata J03a ce eKCKpeTHpa Npe3 TO3H MEPHO.
- Obuwara exckpeuns e mbaHa (109 +/- 23 %), kato 58 +/- 20 % ce oTaensT upe3 ypuHata, a 51 +/-24 % -

upe3 dexanuure (no-ronaMara HacT ot eKanHaTa €KCKPELUMA ce NMocTHra cnea 24 yaca).

Bw3 ocHOBa Ha W3MEPBAHHA Ha KOHLIEHTPALMATA Ha OOLIHA AHOCMETHHOR CHCTAB B IJ1a3MAara ciej

€IHOKpaTHa nepopajiHa Jo3a, eTMMHHALIMOHHHAT NOMYKHUBOT e okono 13 +/- 5 yaca.

, <
5.3 IlpenxsiIMHHYHHE JaHHH 33 0e30MACHOCT




O6muTe H cneMduUHATE H3CNEABAKKS BLPXY KHBOTHH HE Ca AN 3HAYUTENHH JOKA3ATEICTBA 33
TOKCHYHOCT. '

TepopanHoto npusoxeHue Ha 180 NETH NO-BHCOKA 1033 OT OGHYalHATA TEPANEBTHHA 1032 33 XOpa HE &
MMAJIO TOKCHUHH MM NETATHA eDEKTH NP MULIKH, NIBXOBE HITM MaHMYHH H HE € IPEAN3BHKAT0
HeoGHyaliKo NoBeIeHHE HAK GUONOTHYHY, aHATOMUYHH HITH XHCTOJNIOTHYHHN npomMeHH. HacneapaHnaTa
NpH NITBXOBE M 3aliLld HE NOKA3BAT HUTO eMOPHOTOKCHYHM, HHTO TEPATOreHHH edektu. He ca
HabnioJaBaHH POMEHH BLB (PepTHANTETA.

HsnuTBaHuATA in vitro H in vivo He TIOKa3BaT MyTareHeH NOTCHIHANL

6. DPAPMALIEBTHYHH NAHHH
6.1 CIHChbK HA IOMOLIHHTE BellecTBa .

Anpo Ha TabneTkaTta
JKCIATHH

HATPHEB HUILIECTEH rNMKonar (THn A)
MHKpOKpucTanHa uenynosa (E 460)
TaK

MarHesHeB creapar

IpevyrcTeHa Bojaa

GunmMoBo NOKpUTHE Ha TabreTkara
NIAKTO38 MOHOXWAPAT

XHIPOMENo3a

ttaHoB auokcund (E 171)

makporon 4000

xeneser okeup, xbar (E 172)

weneseH okena, vepsed (E 172)

6.2 HechBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHocT

3 roguHH.

6.4 CrnieyHa/IHH yc/10BHS HA CbXPaHeHHe
Ja ce chxpaHsBa B OpHTHHATHATA ONAKOBKA, 32 Aa Ce MpeAnasi OT CRETJIMHA.

6.5 Buj H chABPIKAHHE HA OMAKOBKATA

PVC-PVDC/anymuHHerH GIHCTEPH
Buaose onakoeky: 30, 60, 90, 120 u 180 dunmupany TabneTky B KAPTOHEHA KYTHA.

He BcHUKHM BHAOBE ONAKOBKH MOTaT Aa OBJAT MYCHATH Ha nasapa.
6.6 CiennalH{ MpeANa3Hy MEPKH NPH HIXBbpasnHe U paboTa

Hsama cnienpansu H3HCKBAHHS 332 H3XBBPIAHE.




Bcekn HeHznoa3paH JIEKAPCTBEH NPOAYKT HIIH OTNAALYCH MaTepHan TpﬂﬁBa Oa CC H3XBEBPJAT B
CBOTBETCTBHE C MECTHHTEC H3IHCKBAaHHA.

7. MPHTEXATEJI HA PAPEINIEHUETO 3A YIIOTPEBA

Stada Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, lepManus

8. HOMEP(A) HA PAZPEHIEHHMETO 3A YIIOTPEBA

Perncrpauuonen Homep: 20220073

9. IATA HA ITBPBO PA3SPEIIIABAHETIOAHOBABAHE HA PAZPEIEHHUETO 3A
YIIOTPEBA

Jata Ha mepBO paspewasane: 23.02.2022

JlaTa Ha mociedHO MOAHOBABAHE:

10. I[ATA HA AKTYAJIN3UPAHE HA TEKCTA

0372026




