KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. AME HA JIEKAPCTBEHUSA NPOAYKT
TAHAKAH 40 mg dunmupanu rabneTku
TANAKAN 40 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CHhCTAB
Beska ¢punmupana TabneTka chabpia CyX CTaHAAPTH3HPAH eKCTPAKT ot ucta Ha ['unko (Ginkgo biloba
L) (EGb 761) - 40 mg

3. JEKAPCTBEHA ®OPMA
®unmupana Tabnerka
Kpbriau, ABOHHOM3MBKHAIK YepBeHO-Ka(aBH QUIMHpaHH TabICTKH.

4. KIMHUYHHU JTAHHH
4.1 TepaneBTHYHH MOKA3aAHHS

- CHMIITOMAaTHYHO JI€4E€HHE HA KOTHMTHBHH HApYLIEHHA TPH BB3PACTHH C H3K/IIOUEHHE Ha MOTBbpPAEHA
nemeHuus, Sonect Ha [TapkHHCOH M BTOPHYHH KOTHUTHBHHM HAapyLICHUS BCJIEICTBHE Ha JENPECHs,
WJIH CBIOBO HITH MeTab0MHTHO 3a00/19BaHe, HITH TAKHBA C ATPOTCHEH MPOHU3XO0..

- JlonbIHHTENHO NleueHHe Ha BEPTHIO OT Becmﬁyniapcﬂﬂﬁmmme KbM BecTHOY1apHaTa
pexaGHIHTaLMA.  N3TTBIRUTENHA ATEHUMS N0 NEKAPCTBATA

- CHMNTOMaTHYHO JIeYeHHE Ha THHHTYC "‘wﬂ'mxa ¥EDAKMEPUCMILIKE Ha npogyxkma - Mpusowenue 1

bM Paz, Ne 01
!K F Na:bo ....... 4 ;_l,)

Pazpswene Ne

4.2 Jo3HpOBKA H HAYHH HA NPHJIOKEHHE

TlepopaHo NPHIOKEHHE. | BG/MA/MP - ?/ i 272 B 9 U 2325

3 TabneTku THEBHO, pasnpeae/ieHH Mpe3 JeH . '« 20605 MRl 5

TaGnerkure TpgaOBa 1a ce NpHeMar ¢ MOJOBHH Yalll o1 e Y oot ere renss
TpAbBa p a a'mma;mﬂpeme%xpaumm_ : J

4.3. lIporuBonokaszanus

CBpBX4YBCTBHTETHOCT KbM aKTHBHOTO BEILECTBO HITH HAKOE OT TMOMOLIHHTE BEIlleCTBa, H30OPOEHH B
Touka 6.1.

4.4 Cnienna/THH NpeayNpeXIeHAs H Npelna3Hn MEPKH NpH ynorpeda

IIpenopbuBa ce MOBHIIEHO BHUMAHHE MPH MALIMEHTH, KOWTO €JHOBPEMEHHO NPUEMAT JIeKapCTBEHH
NponyKTH, MeTabonusupanu npeauMHo oT CYP3A4 u ¢ TeceH TepaneBTHYEH HHAEKC (BHXK To4Ka 4.5).
ToBa nekapcTBO chabpika no-Manko ot | mmol Hatpuii (23 mg) 3a enHa TableTka, KOETO 0 ChILECTBO
03HayaBa, Ye He ChIbpXa HaTPUi.

4.5 B3aumojaeHCTBHS ¢ APYTH JeKapCTBeHH NPOAYKTH H APYrH GOpMH Ha B3aHMO/elcTBHE

Pesynratute oT myOiIMKYBaHH MPOYYBAHHA HA KITMHHYHK B3auMonaeicTeus ¢ EGb 761ca HeokoHUaTe/Hu,
HO MPH HAKOH MPOYYBAaHHA € JOKIaJBaHO NOTEHLIMpPaHe HIH HHXHOHpaHe Ha H30EH3UMHUTE Ha LIMTOXPOM
P450, smountento CYP3A4. Benpeku HacToAIIATAa HECUTYPHOCT, TpAOBa a ce MOAX0KAA ¢ NOBHILEHO
BHUMAHHE NPH €THOBPEMEHHO NMPHEMAHE Ha JIEKAPCTBEHH MPOTYKTH, MeTabOoMH3HPaHH NMPEIUMHO OT
CYP3A4 v ¢ TeceH TepaneBTHYEH HHJIEKC.

4.6 ®epTHANTET, OPEeMEHHOCT H KbPMeHe

Hanuunu ca orpanH4eHH AaHHM oT u3non3eaHe Ha TAHAKAH nipu GpemeHnn xe
’KMBOTHH HE TMOKa3BaT AHPEKTEH WM HHAHPEKTEH BpeeH eeKT CpAMO Penpoz

(Bk Touka 5.3). [IpenopbumTenHo e karo npeanasHa Mapka Aa ce u30Area U3nons
1o BpeMe Ha OpeMeHHOCT.



He e m3pectho nami TAHAKAH ce exckpeTnpa B HOBELIKOTO MITH JKHBOTHHCKOTO Mnako. TpsaOea na ce
BIEME PELUEHME [IANK A Ce IPeKpaTH KLPMEHETO WK 1a ce npexpaTd tepanuata c TAHAKAH, kato ce
B3eMAT NIPEJBH MOM3HUTE OT KbPMEHETO 32 HOBOPOAEHOTO/ AeTeTo M nonsuTe ot tepanuata ¢ TAHAKAH
34 JKEHATA.

4.7 Bnnanne Bepxy cnocofHOCTTA 32 HiopHpaHe B padoTa ¢ MAIHAN

He ca npoBesxaHi NPOYYBaHHA OTHOCHO eheKTHTE BBPXY criocobHOCTTa 3a WodHpade W paboTa ¢
mawmny. Obade, 3aMaiiBade MOKe 1a HAPYIIH cNocoOHOCTTa 32 WodHpane WM paboTa ¢ MalWHU (BHXK
Touka 4.8).

4.8 HexkenaHH JIEKAPCTBEHH PEAKIHH

Pesiome Ha npodiina Ha HesonacHocT

Haii-uectute Hexenanun peakuuu (> 5%), cBOOLIEHH B pe3yATaT Ha NETTOAHIIHO KITHHHYHO TPOYYBaHe
3a OlleHKa Ha edrkacHoceTTa M noHocumocTTa Ha TAHAKAH 120 mg npa nbTH AHEBHO MPH MALHMEHTH Ha
sb3pact Haa 70 roaunn (GuidAge npoyusane 2-31-00240-011), ca kopemHa 6onka, IHapus, BUEHE HA
CBAT.

TabanyeH ¢MHCHK HA HEXENAHWTE peaKuHH
Tatnuua 1 CHABKA HEXKENAHHWTE PCAKLIMH, KOMTO €A HACTDBITWIH 110 BPEME HA KTHHHYHATE MPOYUBAHHA

H 1o BpeMe Ha uznonssaHero Ha TAHAKAH cren paspewasanero 3a ynotpeda. HexenaHute peakumu
ca IPEeJCTAREHH B CHOTBETCTBHE ChC CIEJHHTE HYECTOTHU KaTeropu: vecmu (> 1/100 go <1/10), nevecmu
(=1/1 000 go <1/100), pedxu (> 1/10000 go <1/1 000). YecToTrara ce ocHOBaBa Ha 4eCTOTATA Ha
HEXKENAHKTE NEKAPCTBEHH PeaKlyy, ChOOLLEHH B PE3YATAT Ha NETTOAHILHO KIMHUYHO NPOYYBAHE 32
OLIEHKA Ha edukacHocTTa ¥ noHocuMocTTa Ha TAHAKAH 120 mg nBa ibTH AHEBHO NPH NALMEHTH Ha
eb3pact Haa 70 roayuun (GuidAge npoyusane 2-31-00240-011).

I

Encremo—opranen KJac YectoTa Hexenarna peakuun
HapyineHus Ha MMyHHaTa CHCTEMA YecTu: CBpPBLXYYBCTBHTEIHOCT, AHCIHEA
Heuectu: Y pruxapus
Penku AHruoeaeM
HapyilleHHs Ha HEPBHATA CHCTEMA Yectu: 3amaAHOCT, rNaBOOONHE, CHHKOM
CTOMAIUHO-YPEBHH HAPYLIEHHS UecTn: KopemHa Honka, awaphs, JUCMENCHA,
rajieHe
Hapyiuerss Ha KOXAaTa W NOAKOXKHATA ThKaH [MecTu: Ex3eMa, NpypHTYC,
Heuecrth: Obpus

Onucanne Ha W30paHK HEKENAHU PEAKLIMH

ﬂo—ncmy € TTOCOYCH CpaBHIrlTEJ'[HHHT AHAJTH3 HA YE€CTOTa HA YUECTHTE HCWKETAHH ﬂeKapCTBEHH pPeaKLHH,
ChOBIIEHH B PE3YNTAT HA NETrOAHIIHO KTHHHYHO MIPOYUBAHE 38 OLIEHKA Ha €(PUKACHOCTTA U
nonocumoctra Ha TAHAKAH 120 mg ABa mbTH IHEBHO NMPH NalMEHTH Ha BE3pacT Haa 70 roaMHy
(GuidAge npoyusane 2 31-00240-011):

Tabéanua 2 Yecrora HA YeCTHTE He/KETAHH PeaKiiHA, CHO0IMICHN B Pe3YJITAT HA NETTORHIIHO
KJIHHWYIHO POYYBAHE 32 OUEHKA HA ePpuKacHocTTa K moHocumocTTa Ha TAHAKAH 120 mg nBa
OLTH JHEBHO [PH NAITHEHTH HA BL3pacT Haa 70 roauna (GuidAge npoy4asane 2-31-00240-011)

Hexenana peakuns TAHAKAH (n=1406)
CBpBLX4YBCTEHTEIHOCT 1.1%
JIHcmHEa 3.2%
SamaiipaHe 9.0%
[nasoGonue 3.8%
CHHEKOI 1.6%
BazoparHHaneH CHHKON 2.8%




KopeMHa DoJka 3.3% 3.8%
bonka B ropHaTa yacT Ha Kopema 5.4% 6.6%

Hapus 6.1% 5.9%

HCTIETICHA 3.9% 3.6%
["anete 1.8% 1.8%
Exzema 4.6% 4. 7%
[pyputyc 2.7% 2.8%
["eHepanH3KpaH NPYPUTYC 1.4% 1.2%

Crobwasalie Ha HOJO3HPAHH HEXKEAHH DEAKLHN

CrofwasaseTo Ha TIO03MPAHM HEXETaHH PeakiHy ciie] pa3pelllaBaHe 3a ynoTpeda Ha NeKapCTBeHKA
TIPOTYKT € BaxkHO. TOBA NMO3BOJIABA 18 MPOIBIDKH HAOIOAEHNETO HA CHLOTHOIICHHETO MOJI3a/PHCK 33
AeKapeTBeH s PoAYKT. OT MeAHUMHECKHTE CTIENHATMCTH CE M3MCKBA J1a CLOOILIABAT BCAKA TT0N03HpaHa
HEXESIaHa peaKuua Ype3 HalMOHANHATA cucTeMa 3a chobiaBane:

HanenuuTenHara areHUHd [0 JIEKapCTBara,
yA. ,,Jlamax Fpyes" Ne 8,

1303 Codus,

Ten.: +359 2 8903417,

yeGeaiit: www.bda.bg

4.9 IIpeno3npane

Hama 3HaumTesieH omuT npu npeaosupade ¢ TAHAKAH
5. ®DAPMAKOJIOTHYHH CBOHCTBA

5.1. @apmakoaRHAMHYHH CBOHCTBA

ATC: NO6DX 2

[Mepudepen Bazoaunatatop (C: chPAEIAC-CHAOBA CHCTEMA)

Muoro6poiindTe Mexani3MH, 06ycrasamy tepanesTHunnTe aeficteus Ha TAHAKAH nocera ve ca
M3Y4EHH NIPH XOpa.

3ABEJEXXKA ;| CuMITOMATHYHOTO NEYSHHE HA HHTEPMUTHPALIO HAKYLIBAHE NPH XPOHUUHE

0B AHTEPHpAILM APTEPHONATHH HA NONHHTE KpaHHHUM (cTanuit 2) ce OCHOBABA HA KIIMHHYHH H3NIHTBAHUI
(npoBe/IeHH KaTO AROHHO-CAAN, MIIANe00 KOHTPOIHPAH OIIKT), KOMTO MOKA3BAT MOBHILABAHE ¢ Hal-MaNKo
50% t1a HIBBPBAHOTO pascTosHue MpH 50% 1o 60% oT nekyBanuTe NallMenTH, cpeuty 20% ao 40% npu
GOJHHTE, CNa3Bally €AMHCTBEHO XHIMEHHO-JHETHYHUTE YKa3aHHA.

5.2. DapMAKOKHHETHIHH CBOHCTBA

AKTHBHAaTa ChCTABKA € CYX CTAHAAPTHIHPAH KCTPAKT OT NucTa Ha [ uHKo.
Ipy Xopa ca onpenieNieHy (papMaKOKMHETHYHHTE NapaMeTPH CaMO HA TEPNEHOBATA (PPAKUMA.
Tunkoangnte A u B n 6unoSanuabsT MMaT BHCOKA NepopaiHa GuonasinatocT ot 80% 10 90%.
MakcHMaIHHTE TIIa3MEHH KOHUEHTPALMH ¢e J0CTHraT oT 1 10 2 yaca; BpeMEHATa Ha NoNyeTHMHHHpaHe
ca

okouo 4 yaca (6unobanun, raukonua A) no 10 yaca (ruskonua B).

Tesu cybeTaHiy He ce MeTaboaM3HPaT B OPraHH3Ma | Ce eIMMMHHPAT IJIABHO ¢ YpUHaTa.

MHOro MajIKH KOJIM4ECTBa Ce OTAENAT H ¢ (peKanumTe.

5.3. IIpeAKYMHHIHA JaHHH 32 Ge30macHOCT
HexMHHYHHTE JaHHH HE MOKA3BAT PHCK 3a XOpa Ha Oa3ara Ha Npoy4BaHHA Ha 0CTpa



6. PAPMALEBTUYHHA CBOHCTBA
6.1, Cnicek HA NOMOIIHHTE BeMIecTBA
TabJieTHO AAPC - MHKPOKPHUCTAIHA LENY033, KPOCKapMENo3a HATPHH, MarHe3HneB cTeapar;

dunmosa 06BHBKa - Makporon 6 000, xunpoMenosa, YepeeH keneseH auokena (E172).

6.2. He¢LEMECTHMOCTH
Henpwiomxnmo.

6.3. Cpox na roasocT
3 ronuHH.

6.4. CietiHaIAR YCJIOBHS HA ChXPAHEHHE

Jla ce cuxxpausea oa 25°C.
Na ce chxpaHsBa B OPUIHHAIHATA ONAKOBKA, 34 3aIiMTa OT CBET/IHHA H BrIara.

6.5. Bua H cChALpAAHHE HA ONAKORKATA

Brscrep (Anymunnii — PVC unn anymunnit-PVC-PVAC), ebaspxai 15 Tabnetky. Beska kaprorena
KyTHs chabpka 30 nin 90 TabreTky.

6.6. CoenHaJHK NPeANAa3sHH MePKH IPH H3XBBpJsHe u pabora

Hsama nocoden.

7. MPHTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

MAYOLY PHARMA FRANCE

3 Place Renauit

92500 Rueil-Malmaison,
OPAHLHUA

8. IPHTEXATEJ HA PASPEHIEHUETO 3A ITAPAJIEJIEH BHOC
“Becta Mea” EQO/I, yn. "Kenuo Cxopuer" NeB, 5350 TpsasHa, buarapus

9, HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
20011053

10. IATA HA ITBPBO PA3PEHIEHHUE 3A YIIOTPEBA/IIOJHOBABAHE HA
PA3SPEIIEHHUTO 3A ¥TIOTPEBA

31.10.2001/09.02.2013

11. JATA HA AKTYAJIH3UPAHE HA TEKCTA: 08/2025




