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1. UME HA JIEKAPCTBEHHA NPOAYKT

TAHAKAH 40 mg ¢puamupann tabaerku
TANAKAN 40 mg film-coated tablets

2 KAYECTBEH U KOJIMYECTBEH CHCTAB

Besika puamupana tTadnertka CbAbpika CYX CTaHAaPTH3HPAH KCTPAKT OT JAKHCTa Ha [ MHKO (Ginkgo biloba L.)
(EGb 761) - 40 mg

3 JIEKAPCTBEHA ®OPMA

®unmupana tadbnerka
Kpbrin, 1BoiiHOM3MbKHANK YepBeHO-Ka(sBu GuaMupann tTadbneTKh.

4. KIAIUMHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

- CHMITOMATHYHO JIEYEHHE HA KOPHHTHBHH HAPYLIEHUS MPH Bb3PACTHH ¢ H3KIHOYEHHE HA
MOTBbPACHA AeMEeHLHA. 00aeCT Ha [TapKHHCOH 1 BTOPHYHH KOTHUTHBHH HAPYILIEHHS B CJAEACTBHE HA
ACTIPECHS. MM CH/I0BO HJIH MeTA0OIHTHO 3a00sBaHe, HIH TAKHBA C ATPOreHEeH MPOH3XO1.

- JLONbAHUTENIHO NIeUeHHE Ha BEPTHTO OT BECTHOYIAPEH MPOH3XO0/ B JIOMbIHEHHE KbM
BecTHOY1apHaTa pexadunuraums.

- CHMNTOMATHYHO JIeYEHHE HA THHHUTYC

4.2 JIO3HPOBKA H HAYHMH HA NPIJIOKEHHE
[lepopanHo npunoxkenue.
3 TaONIETKH JIHEBHO, pa3npeaeeHu npes JaeHs.

TabnerknTe TpsdBa Aa ce npuemar ¢ MoJOBHH Yalua Boja, 1o BpeMe Ha XpaHeHe.

4.3. [IporuBonoka3zanns

CBpbXYYBCTBHTEHOCT KbM AKTHBHOTO BELIECTBO MM HAKOE OT MOMOLIHHTE BelLeCTBA. H30pOEHH B TOYKA
6.1.

4.4 Cneunaann npeaynpexieHusi H NpeanasHn MEPKH NPH YHoTpeda

[IpenopbuBa ce MOBHIIEHO BHHMAHHE MPH NALHEHTH, KOUTO €HOBPEMEHHO MpHeMar JIEKapCTBEHH
npoayKTH, MmeTaboau3upanu npeanmuo ot CYP3A4 1 ¢ Tecen TepaneBTHYEH HH/EKC (BHA Touka 4.5).
ToBa nekapcTBo cbabpska no-manko ot | mmol Harpuii (23 mg) 3a e1Ha TabaeTKa. KOETO M0 ChLLECTBO
O03HA4aBa, Y€ He CbAbprKa HATPHII.




PesyaTaTHTe OT NyO/MKyBaHH NPOVYBAHMS HA KJIHHHYHH B3aiMo1eiicTBua ¢ EGb 761ca HeokoHYATENHH. HO
NPH HAKO} NPOYYBAHHA € A10KAANBAHO NOTEHLUHPAHE HAH HHXHOHPAHE Ha H30EH3HMHTE Ha UHTOXpOM P450,
BktouuTenHo CYP3A4, Benpeku HacToswaTa HecurypHocT, Tp2GBa 1a ¢e noax0x1a ¢ NoBHILEHO
BHHMAaHHE NPH €AHOBPEMEHHO NPHEMAHE HA ACKAPCTBEHH NPOLYKTH. META0ONH3IHPAHH NPEAHMHO OT
CYP3A4 v ¢ TeceH TepaneBTHYEH HHIEKC.

4.6 @eprTHaAnTET, OPEMEHHOCT H KbpPMEHE

Hannunn ca orpannyenu aanui ot winonssave Ha TAHAKAH npu Gpemennn sxeniu. MpoyuBanus npy
*KHBOTHH HE MOKa3BaT IHPEKTEH HITH HHAHPEKTEH BPEAEH e(PeKT cnpaMO penpoayKTHBHATA TOKCHUYHOCT
(B Touka 3.3), IlpenopbuHTenHo e kato npejnaszHa Mapka aa ce u3bsrea winon3eadeto Ha TAHAKAH
Mo BpeMme Ha OpeMeHHOCT.

He e ussectno nanu TAHAKAH ce ekckpeTipa B HOBEWIKOTO MM HUBOTHHCKOTO MAsKO. Tpa6Ba na ce
B3€ME peLUEHHE JajH ga ¢C NPEeKpaTH KbpMEHETO WIIH Ja ce npekpaTh Tepanuata ¢ TAHAKAH. karo ce
B3ICMAT NpEeABHA MOM3HTE OT KbPMEHETO 33 HOBOPOAEHOTO/A€TeTO M NoN3uTe oT TepanvaTta ¢ TAHAKAH 3a
KeHaTa.

4.7 Biusuie Bbpxy cnocob6HocTTa 32 IWodHpane u paboTa ¢ MaLHHH

He ca nposexaanut npoy4saHus OTHOCHO eeKTHTE BBPXY COCOGHOCTTA 3a WodupaHe U paboTa ¢ MaLtHHH,
Ooave. 3amaliBase MOXe a HapylIH CNOCOBHOCTTA 3a Wodupane uau paboTa ¢ MalWHKU (BHXK TouKa 4.8).

4.8 HexxenaHH NeKapcTBEHH peakUNH

Pestome Ha npoduna Ha 6e3onacHoCT
Hali-uecTute Hexxenanu peakunn (> 5%), cbobLIEHH B pe3yNTaT Ha NETFOAMILHO KIHHHYHO NPOYYBaHe 3a
OL€HKa Ha eukacHOCTTa H noHocumocTTa Ha TAHAKAH 120 mg aBa nbTH AHEBHO NPH NaLMEHTH Ha

Bb3pacT Haa 70 roaunn (GuidAge npoyusane 2-31-00240-011), ca kopemua Gonka. AHapHs, BHEHE HA CBAT.

Tabnn4yeH cnUchk HA HEXENaHNUTE peaKkLiMH

Tabnuua 1 chabpika HexenaHHTe peakUiH. KOHTO Ca HACTBLNIIIK IO BPEME HA KIHHHYHUTE (POYUBAHHA H 110
Bpeme Ha ninonseaHeto Ha TAHAKAH cnea paspewasaneTo 3a ynotpeba. Heskenannte peakuuu ca
NPEACTABEHN B CHOTBETCTBHE ChC CASAHUTE USCTOTHH KaTeropum: yecmu (> 1/100 no <1/10). nevecmu (> 1/1
000 no <1/100), peoru (= 1/10 000 no <1/1 000). YecToTaTa Ce OCHOBABa HA YECTOTATA HA HEXKENAHUTE
NIEKApCTBEHH peakuMH, ChOOLIEHN B PE3Y/ITAT HA NETrOAHILHO KTHHHYHO NMPOYyYBaHe 3a OUEHKA Ha
epukacHocTTa M noHocHmoctta Ha TAHAKAH 120 mg aBa nbTH AHEBHO NPH NALHEHTH Ha Bb3pacT Han 70
roaudu {GuidAge npoyusane 2-31-00240-011).

CucTeMo-opranen Kaac YecToTa Hexe1ana peaknns
Hapyiuienpa Ha HMyHHATa cHCTEMA Hecrtu: CBpbX4Y4YBCTBUTEAHOCT, AUCITHES
HeuecTu: Y pTHKapHs
Penkn AHTHOEAEM
Hapywenns Ha HepBHaTa cHcTeMa YecTu: JaMasHocT. rnaBobonue, cHHKON
CTOMAaWHO-YPEBHH HAPYILEHHA Yectu: KopemHa 6onka, auapms,
AUCTENCHS. rajieHe
HapyilueHna Ha ko)kaTa H MoJKOXHaTa HecTu: Ex3ema. npypnryc,
TbKaH HeuecTu: O6pus




OnucaHue Ha U30paHH HeWENaHN peakUHi

[lo-n0ny € NocoueH CPaBHHUTENHHAT aHANH3 HA YECTOTA HA YECTHTE HEKENAHH JIEKAPCTBEHN PEaKLMLL.
CbOOLUEHH B PE3YNTAT HAa NETrOAHLIHO KAHHUYHO NPOYUYBAHE 3a OUEHKA HA epHKACHOCTTA U NOHOCHMOCTTA
Ha TAHAKAH 120 mg 1Ba nbTH AHEBHO NPH NauHeHTH Ha Bb3pacT Haa 70 roanuu (GuidAge npoyusaue 2-

31-00240-011):

Tabanua 2 YecToTa Ha HecTHTe HeXeNaHH peakuHH, cboGWIEH I B Pe3yTaT HA MeTrOQNIUHO KTHHHIHO
Npoy'BaHe 32 OUeHKA HA ePpuKacHOCTTA H moHocumocTTa Ha TAHAKAH 120 mg aBa nbTH AHEBHO
NPH NaLHEHTH HA BL3pacT HaA 70 roanHa

(GuidAge npoyuBane 2-31-00240-011)

Hexenana peakumus TAHAKAH 'WIALEBO
(n=1406) (n=1414)
_CBpbXUYYBCTBHTENHOCT 1.1% 1.2%
Jucnues 3.2% 1.8%
Jamsiipaue 9.0% 9.2%
[ naBoboane 3.8% 3.5%
Cuuxon 1.6% 1.0%
BazoBaruHanek CHHKON 2.8% 1.8%
KopemHa bonka 3.3% 3.8%
bosika B ropHaTta 4acT Ha Kopema 5.4% 6.6%
Huapus 6.1% 5.9%
Hucnencus 3.9% 3.6%
["aneue 1.8% 1.8%
Exk3ema 4.6% 4.7%
[IpypuTtyc 2.7% 2.8%
["eHepanu3npaH npypuTyc 1.4% 1.2%

CboOLaBaHe HA NOAO3IUPAHH HEXENaHU PeaKL Uy

CbobitaBaHeTo Ha NO03UPAHN HEXENAHH PeakUUH Cel paspeluaBaHe 3a ynoTpeba Ha JeKapcTBeHus
NPOAYKT € BaXKHO. ToBa No3BoNgBa A2 NPOALIKH HABNIOAEHUETO HA CHOTHOLIEHHETO NOoA3a/pHCK 3a
NEKAPCTBEHHA NPORYKT. OT MEAHUHHCKHTE CIELHANHCTH Ce H3HCKBA Ja ChOOWIABAT BCAKA NOJO3UPAHA

HCKCNAaHa PCaKUHA 4pe3 HaUHOHaIHAaTA CHCTEMA 3a C'hUG].LlﬂEﬂHE:

M3nbaHUTENHATA areHUHA NO NeKapcTBaTa,
ya. .Jdaman ['pyes” Ne 8,

1303 Codus,

Ten.. +35 928903417,

yebcaiiT: www.bda.bg.

4.9 IIpenoszupane

Hama 3nayuTeneH onut npu npenosupade ¢ TAHAKAH.

5 GAPMAKOJOIMNYHU CBOUCTBA

3.1 PapMaKoAHHAMHYHH cBOHCTBA




ATC: NO6DX 2
[lepudepen Bazoaunatatop (C: cbpAeYHO-CHAOBA CHCTEMA)
MuorodpoiiHnTte Mexaniimu.00ycnasdun TepaneBTiuHHTe feficTeis Ha TAHAKAH nocera He ca u3yueun

npH xopa.

3ABEJTEXKA: CHMNTOMATHYHOTO NEeYeHHEe HAa HHTEPMUTHPALLO HAKYLIBAHE MPH XPOHHUHH obnuTEpHpALLH
ApTEPHONATHH Ha NONHHTE KpaHHHUH (CTaaHi 2) Ce OCHOBaBA HA KAHHHYHM M3MHTBAHHS ([TPOBEICHH KATO
ABOHHO-C/IAMN. NAUE00 KOHTPONHPAH OMKT). KOHTO NOKA3BaT NOBULLABAHE ¢ Hait-Manko 50% Ha
H3BBPBAHOTO pazcTosHHe nph 50% a0 60% ot nekyBanuTe naunenTH, cpeiny 20% no 40% npu GonHuTe.,
Cra3Bau(i €AHHCTBEHO XHIHEHHO-THETHYHHTE YKA3aHHA.

5.2 PapMAKOKHHEeTHYHH CBOICTBA

AKTHBHATA CbCTABKA € CYX CTAHAAPTH3HPAH eKCTPAKT OT NHCTa Ha [THHKo.

[Tpn Xopa ca onpeaeneHn GpapMakOKHHETHHHHTE NapamMeTpH ¢aMo Ha TeprneHosaTa dpakuns. THHKOAWAHTE
A u B v OunoGanuasTt umart BUcoka nepopania GuoHanuuHoct ot 80% fo 90%.

MakcuManHyTe naasMeHH KOHUEHTPALKK ce 10cTHraT oT | 10 2 yaca: BpeMeHaTa Ha NonyenuMHHHpaHe ca
okono 4 yaca (bunobanua, rnuxonua A) 1o 10 yaca (ruakonua B).

Te3n cyOcTaHUWH He ce MeTaboAN3HPAT B OPraHH3Ma H C€ eJIMMHHHPAT MABHO C YPHHATA.
MHOro Manku Konu4ecTBa ce OTACNAT U C DEeKATHHTE.

3.3 [IpeaxkaHHUYHHN JaHHH 33 Ge3omacHOCT
HeknHMHHYHNTE JaHHM He NOKA3BAT PHCK 3a Xopa Ha 6asaTa HA NPOYUBAHHS HA OCTPA i NPH MHOFOKPATHO
MpHNAraHe TOKCHYHOCT, F’eHOTOKCHYHOCT, KAPLUHHOMEHEH NOTEHUHAN W PENIPOAYKTHBHA TOKCHUYHOCT,

6 GOAPMAHEBTHYHH CBOHCTBA

6.1 CHHCBK HA NOMOINHHTE BellecTBa

TabneTHO SApO:MHUKPOKPHCTANHA LIENYN03a, KPOCKAPMENO3a HATPUIl, MAarHe3WeB CTeapar:
Dunmosa odsuBka:Makporod 6 000 . xunpomenosa, uepsen xenesen amokeua (E172).

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roaHoct

3 TOAHHH.

6.4 CneuHaaHi yCJIOBHS HA ChXPAHEHHE

J1a ce cbxpansra noa 25°C
Jla ce cbxpaHaBa B OpHrHHaIHATA ONAKOBKA.

6.5 Buna H chbabpKaHHE HA ONAKOBKATA




banctep (Anymunnii — PVC — unn anymuanii - PVC-PVAC), chaspkawt 15 Tadnetkn. B kaprouena KYTHS C
aBa onncTtepa — 30 TadneTKil.

6.6 Cnenna/iHn npeana3nu MepKH NPH AIXBLPASAHE n paboTa
HsamMa n0CouYeHH.

7 [IPUTEKATEJ HA PASPELLIEHUETO 3A YINIOTPEBA
MAYOLY PHARMA FRANCE

3 Place Renault

92500 Rueil-Malmaison,

OPAHUNWA

8 HOMEP(A) HA PASPELNIEHUETO 3A YIIOTPEBA
20011053

9 AATA HA ITBPBO PABPEUNIEHMUE 3A YIIOTPEBA/MOAHOBSIBAHE HA
PAZPELIEHHUTO 3A YIIOTPEBA

JlaTa Ha nbpBO pa3pewasane: 31.10.2001
Jlata Ha nocnenHo noadosagane: 09.02.2013

10 HAATA HA AKTYAJIU3BUPAHE HA TEKCTA: 08/2025




