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KPATKA XAPAKTEPUCTHUKA HA HPOI[YKTA

1. UME HA JIEKAPCTBEHUA ITPOAYKT

Tebokan ¢popre 120 mg duamupann TadbjieTkn
Tebokan® forte 120 mg film-coated tablets

2. KAYECTBEH U KOJIMUECTBEH CbCTAB

Eana ¢punmupana rabnerka cbabpika:

AKTHBHO BeulecTBO: 120 mg CyX KoJMuYecTBEHO Je(HUHUpaH eKCTpakT oT aucta Ha [wHko (Ginkgo
biloba L.) (35-67:1) (EGb 761%).

EXKCTpakThT € KoJnuyecTBeHO JepuuHupad cnpsmo 26,4 — 3240 mg dnaBoHouaun, kato ¢iiaBoH
FJMKO3UAM, U 6,48 — 7,92 mg TeprneHoBH JJAKTOHHU, OT KOUTO 3,36 — 4,08 mg runkonuamn A, B, C, u 3,12
— 3.84 mg Ounodanua v cbabpxka no-majnko or 0,6 pg rHHKOJOBM KHCEJIMHHM B elHa (UIMHpaHa
TabneTkKa.

Excrpaxupaiy areut: auetod 60% (m/m).

| lomO1LIIHO BeLEeCcTBO C U3BECTHO JeHCTBUE:
JlakTo3a MOHOXHApAT

3a MbJIHUS CIIUCHK HA MOMOLLHHUTE BElLEeCTBA BHKTE TOYKA 6. 1.
3. JIEKAPCTBEHA ®OPMA

®unamupana radierka
UepBeHu, rinagku, Kpbriv puaMupanu tabsieTku

4. KJIUMHUYHU TAHHUA
4.1 TepaneBTHYHH NOKA3AHHA

- JIekn 10 cpeiHO TeXKH (pOpMH Ha AeMEHLHUA (CbAO0BA, JIEr€HepaTHBHA U CMECEHa) B paMKHUTE Ha
oOlIaTa TepaneBTHYHA CXema, MposABSBAlLM ce C orcirabBaHe Ha naMmeTTa, HapyllleHWs Ha
KOHLUEHTpauHnsaTa, CMECEHO Pa3CTPOMCTBO B MOBEJACHUETO H EMOLIUMUTE.,

3abenexncka:
[Ipean 3anouBaHe Ha JEYEHUETO € eKCTPaAKT OT | MHKO TpsAOBa Aa ce U3sICHU Jlajiu u30poeHuTe 60ecTHH
CUMNTOMH He ce Da3upaT Ha HAKAKBO Apyro 3a0o0/isiBaHe, M3UCKBALLLO CeUH(UYHO JIeYEeHHE.

- HayanHo HapylwieHHe Ha KpbBOCHA0ASBAHETO HA KpalHMUUTE (MHTEPMHUTHPAILO KJayAMKalLHO) B
paMKHUTE Ha (PU3MKAJIHO-TEpaneBTUHUHUTE MEPOTIPUATHS, 0OCOOEHO MPH pa3/IBUKBAHE.

- CBETOBBPTEXK U LIYM B YIUUTE OT CbJI0B H/MJIK CBBbP3aH C Bb3pacTTa MPOU3XO/.
B nucmoskama e gxaiouena cieonama 3aoenexncka 3a nayueHma.

“ Yecrara nosiBa Ha CBETOBLPTEXK W LIYM B YIIKWTE BHHAru TpsibBa jaa Objae u3scHsBaHA OT nekap. B
CJlydyai Ha BHE3anHO HaMaJisiBaHe UM 3aryba Ha ciyxa TpsAOBa He3abaBHO J1a ce KO

4.2 Jlo3npoBKa H HAYHH HA NPHJIOKEHHE




Ho3upoBKa
Lemenyuanen cunopom.
Bu3pactuu naz 18 roanHu npuemat eaHa gpunMupana tabnerka 2 nbTH AHEBHO (CYTPHH H Bedep).

3abonssanus CbC 3anywieare HA NepugepHume apmepuaInit Cb008e, BEPMUSO, 3Q NOONOMULAWO
ReveHue Ha MuUHUmycC:

Bu3pacTHy Haa 18 ronuHu npuemar enna dunmupana tabnerka 1- 2 mbTH AHEBHO (CYTPHH U Beuep).

lleduampuuna nonynayun

TebokaH ¢opre 120 mg He ce npenopbyBa Npy Aela U IOHOWH noa 18 roAuHK nopaan HEAOCTATHLUHM
IJaHHH 3a 6e30MacHOCT K €PUKACHOCT.

HauuH Ha npuiokenue
[lepopanHa ynotpeba
Ha ne ce npuemar ¢puamupanuTe TabneTku B nerHano nonoxeHde. Guamupanute tabnetku Tpa6Ba 1a

C€ NMpHeMaT HeCABBKAHHW C AOCTATLYHO KONMYECTBO TEYHOCT (3a NpeArnovnTane ¢ yawa soaa). [IpneMsbT
HE 3aBUCH OT XPaAHEHETO.

[IpodvasicumenHocm Ha NPUAOICEHUE

HeMeHUHaNneH CHHAPOM:

[TpoabmKUTENHOCTTA HA NeYEeHHETO TpAOBa Na € Hall-Manko 8 ceaMHUH. AKO DONIECTHUTE CHMITOMH HE
MOKa3BaT HUKAKBO MOACOPEHHE MM JOPU Ce BJOCLLAT CJie]l TEpaneBTHYEH NMEepUuol oT 3 Mecela, TpsaORa
A4 ce MPEUEHHU OT JeKaps AajiM € ONPaBAAHO MO-HATATBLIHO JIEYEHHUE,

3abonsBaHus ChC 3anyUiBaHe Ha tepud)epHUTE APTEPHANIHU ChAOBE:

YBenMyaBaHe HA pa3sCTOSHUETO, U3MHHaBaHO ©€3 OoJika, U3MCKBA MHHMMAHA MPOAb/KUTEIHOCT Ha
neyeHue 6 ceaMULH.

Bepturo:

[lpoabaxuTenHocTTa Ha nedeHHeTo € 6 no 8 ceaMuuM. [lpu nunca Ha nonoOpeHHe, akO BEPTHIOTO
MpOABJDKH, NeYeHUETO TpAOBaA Aa Ce NMPeoLEeHH OT eKap.

TuHUTYC:
[loMolliHOTO NleueHHe TpAOBA Ja ce nposexaa Hai-Manko 12 ceIMHUH. AKO HAMA TEpaleBTHUYEH YCnex
caen 6 Mecela, He MOXe Ja ce o4akBa Obaewnio nogobpeHue ciea no-IbJIbr NEPHOA Ha eYEHHeE.

4.3 IIporuBonokazaHus

- CBpbX4YBCTBUTEMHOCT KbM AKTHMBHOTO BELUIECTBO HJIH KbM HAKOE OT NMOMOILHWTE BelIecTBa,
n30poeHH B ToUka 6.1,
- bpeMEHHOCT.

4.4 ChnenHajHH OpeaynpexXieHusd H NpeaIna3Hd MEPKH NpH ynoTpeda

[MeanaTpuyuda nonyJjanus
Tebokan gopre 120 mg He ce npenopbyBa NP AcUa U OHOWHK nod 18 roguHU nopanu HEAOCTATHHHHU

NaHHM 3a 6€30MacHOCT H e)UKACHOCT.




Ilpy nosyilicHa CKNOHHOCT KbM KPbBOH3JIHBH (X€MOparMyHa qMartesa) H Mnpyu ¢AHOBPEMEHHO JICYEHHE C
aHTHKOAry/MaHTH WIH aUeTHNCANMLMIOBA KUCEINHa, npueMbT Ha TebokaH dopre 120 mg Tpabea ga
CTaBa CaMo Cl1eJ KOHCYNTAaUMUs C eKap, NopaiH 3aCUJIBaHE Ha PHCKa.

EqvHuyay cboOWIEHU HHAUKUPAT, Y€ THHKO-ChABDAKALUM MPOAYKTH MOraT Ja 3acHUNT CKIAOHHOCTTA
KbM KbpBeHe. [Ipean xupypruyecka HHTEpBEHUMA NPHEMBT UM TpsabBa Aa ce cnpe. [lauvenTsT TpAGBa
Aa yBeAOMR Niekaps, ako npuema TebGokan ¢popre 120 mg.

Bb3MOXHO € NpH TIpHEeM Ha FUHKO-ChABPXKALUM NPOAYKTH Ja HACTBLIST IbPuYOBE NPH NALHEHTH C
enunerncus. [lauMeHTy, cTpanaluy oT enuaencus TpAbRa Aa e KOHCYJITHpAT ¢ JieKap MpeaH Ja 3arno4yHar
nevenue ¢ Tebokan ¢opte 120 mg.

Tebokan ¢popre 120 mg cbaABpKA 1AKTO32a MOHOXHAPAT.

[TauMeHTH ¢ peaKH HacleACTBEHW Npod/IeMH Ha rajakTO3Ha HENOHOCHMOCT, Lapp nakraseH aehHLHT
HITH TJIHOKO30-FalakTo3Ha manabcopbuus He TpsOBa a npHeMaT ToBa JIEKApCTBO.

4.5 BiaumoaeiicTBHE ¢ APYIH JIeKAPCTBEHH NPOAYKTH H ApYry (JOpMH Ha B3aHMoZeiicTBHE

- [lpu ennoBpeMeHHO npuioxkeHue Ha TeGokan dopre 120 mg ¢ UHXHUOMTOPH Ha KoarynauusTa
(kaTO (PEHNPOKYMOH, BapdapuH, KIONMUAOCpeN, aueTUACAIMLMIOBA KHCENHHA M ApPYrH
HECTEpPOUIHH TIPOTHBOBL3INAIMTENHH CPEACTBA) AEHCTBHETO HA Te3M MPOAYKTH MOXeE Ja ce
3ACHIIN.

- Kakro BCHYKH sekapcTBeHH npoayktH, TeboxaH ¢opre 120 mg Moxe na Bb3aeiicTBa BLPXY
MEeTa00M3Ma Ha pasnIMYHU APYTH JeKkapcTBa Ype3 UUToxpoMm P450-3A4,-1A2,-2C19, koiiTo Moxe
Ja TIOBJIMAE CHJIaTa H/MIIH NMPOABLMKUTENHOCTTa UM HA AelicTBHe. HaMa QOCTAaThYHO Mpoy4YBaHHUSA
OTHOCHO T€3H ACHCTBHA.

B nucToBKAaTAa € BKNOUYESHA CedHaTa 3a0eiexKa 3a naljMeHTa;
“YBepomere Bawmus nexkap uanm QapMaueBT, ako NpUeMare HIM HACKOPO CTe IMpPUEMAalM APYrH
JIEKApPCTBAa, BKIKOYUTENHO M TaKKBa 0€3 JIeKapCcKo npeanucaHue”.

4.6 @epTHIANTET, OPEMERHOCT H KbpPMEHeE

Hﬂpa,uu JIUNICA Ha A0CTaTbYHO JaHHH TO3H ACKAPCTBEH NPOAYKT HC €€ TMpenopb4yBa no BpPEME Ha
6]36MGH HOCT H KbPpMCHC. He e 13BecTHO Aanu CLCTABKHUTE Ha CKCTpaKTa C€ EKCKPETUDAT 4YpPE3 KbpMarTa.

4.7 EdexTn BbpXY cnocobHocTTa 32 Wodupane B pabora ¢ Mamunu
Hsma noxnansaHu.

4.8 Hexenanu 1eKAPCTBEHH PeaKLHH

Ouenkara Ha HEXEMAHUTE peakliMi ¢ce OCHOBABa Ha CleHaTa HHopMalHs 3a YecToTa!
MHoro dyecto: noseye or 1 Ha 10 nanueHTH

YecTto: no-manko ot | Ha 10, Ho noBeye ot | Ha 100 nauHeHTH

He uecto: no-Manko oT 1 Ha 100, Ho noeeye oT | Ha 1000 nauneHTH

Paako: no-Manko ot | Ha 1000, no noseyve ot 1 Ha 10 000 naumenTH
MHoro paako: no-mManko ot | Ha 10 000 nauuenTH, BKIIOYUTENHO €IHHUUH




Hsama [IOTBBPACHH [IdHHH 34 HECTOTATA Ha HabJOaBAHKUTE HEXKENAHH JACKAPCTBEHH PEAKLUHH MO BpEME
Ha JICYHEHHE C T’HMHKO-CbABbPXALUIH MPOAYKTH, TbH KAaTO TE€3U HEXKENaHH PECAKIIHH CaA CTAHAIIH H3BECTHH

ype3 eAUHUMHHY CHOOILIEHHUA OT MAaLUUeHTH, 1eKapu WU dapMauesTi. Cnopea re3n cboOLIeHns Morar Ja
HACTBIAT CAEIHUTE HEeXENaHH peaKLUH:

- Morar aa HacTBNAT KPLBOMIIMBU OT OTAEJIHH OpraHd, 0COOCHO B cilyyaldh Ha eIHOBPEMEHHa
yrnoTpeba ¢ AaHTHKOAryJlaHTH, KaTo (EeHNpPOKYMOH, ALETHJICANMLMIOBA KHCEMHA W ApPYTH
HECTEPONIHHM NPOTUBOBLINAIMTE/IHM CpeacTBa (BUXKTE TouKa 4.5).

- [Ipy CBPBLXYYBCTBUTENHW TMALHMEHTH € Bb3IMOXKHO Ja CE€ IMPOABAT ANEPrUYHH peakLMH
(aHadMIIaKTHYEH LUOK, 3a4epBABaHe, OTOK, Chpbex).

B nucmoesxama e exniovena caedHama 3abenexcka 3a NayueHma.

“ AKO HaCTBLIIAT HAKOH OT NOPECNIOMEHATHTE peakLH, cnpere npuema Ha Tebokan doprte 120 mg
U He3aDaBHO ce KOHCYNTHpaliTe ¢ Balunsg nekap, KOATO e NpeueHn KakBH MEPKU € HeoOX0aHUMO
Ja ce npeanpuemMar.”

- Morat 1a HAacTBIAT W JIEKKM CTOMALLUHO-YPEBHH Pa3CTPONCTBA, raaBobonue, CBETOBbBPTEK MU
3aCUJIBAHE HA BEUE ChLUECTBYBALL CBETOBbPTEX.

ChobuiasaHe Ha MOAO3UPAHU HEKETAHW PEakKLUH
ChoOuiaBaHeTO Ha MOJO3UPAHM HEXKENAHH peaklMKW CNEA paspellaBaHe 3a ynotpeba Ha NeKapCTBEHHS

[IPOAYKT € BAKHO. Tosa no3poJsBa Jia NpOoALIXH HAOJIKOAEHUETO Ha CbOTHOLLEHHETO HUJI3EU’]:JHCK 3d
NMpoOAYKTA. OT MeIHIMHCKHTE CHELMAINCTH Ce H3HCKBa Ja ChoDOllaBaT BCSKA NnogO03HpaHa HEXCE/IaHA

peakLMs Ype3 HAUMOHANHATA CUCTEMa 3a ChoOlllaBaHe, B M3anbaHKHTENHATA areHL#A 110 JieKapcTeaTta, YiI.
"Hamsu I'pyes” Ne 8, 1303 Codus, ten. +35 928903417, yebceaiit: www.bda.bg.

4.9 Ilpexozupane

Hsama cuo0LIeHH ciyuan Ha npeaosupaHe.

5. ©®APMAKOJIOIMYHHU CBONCTBA

5.1 PapMaKOIHHAMHYHY CBONHCTEA

(dapMmakorepaneBTHYHa rpyna: [pyr aHTH-A€MEHUHATHH NekapcTBeHH npoayktH — (Ginkgo biloba,
ATC kon: NO6DX02. Tlepudeprn Bazoaunararopu, ATC koa:. C04

MexaHH3bM HAa JEUCTBHE

[Ipn excnepUMEHTH C )KMBOTHH, MPOBEAECHH CbC Chabpxalusa ce B TebokaH ¢opre 120 mg ekcrpakT
EGb 761, ca Onau ycTaHoBeHH clieinuTe (PapMaKoNOTHUYHH NeHCTBHUA:

[NoBuiiaBpaHe Ha ToOJiepaHCa MpPH XHMOKCHA, 0COOEHO B MO3BYHUTE TbKAHH, OrpaHH4YaBaHe Ha
pPa3BUTHETO HA TPABMATHUYHO UM TOKCHYHO OOYCIOBEHM MO3BLYHU €IEMH U YCKOpPABAHE HA TAXHATA
perpecHs, HaMalasABaHE HA €leMa HAa PETUHATA WU YBPEKIAHETO HA HENHUTE KNETKH, BL3NPENATCTBAHE Ha

00ycNnOBEHOTO OT Bb3pacTTa HaMaNsBaHE HA MYCKADHHOBHUTE  XOJMHOPELENTOPH M O~

aNpeHOpPEUESNTOPH, KAKTO U CTUMYJIMPAHE HA MTPUXBALIAHETO Ha XOJHHA OT XMNOKAMIYCa, MOBHILABAHE
Ha MOTEHUMad a 3a MOMHEHE W CNOCOOHOCTTa 33 yueHe, MoAobpeHa KOMIMEHCALUS HAa CMYLUCHHUS B
pPaBHOBECHETO, CTUMYJIHPAHE HA KpbBOCcHA0AsBaHETO, NPeAHMHO B 00JacTTa HA MUKPOLMPKYNALUATA,
noJoOpsABaHE Ha PEONOrMHHHTE NOKA3aTeNd Ha KPbBTA, WHAKTHBUPAHE HA TOKC

(ruskoauau A u B, bunobanuna).



[Ipu xopa morar fa ce€ NposBAT NMPOTEKTUBHU edEKTH BbPXY XUMOKCUATA, NMOAOOpsABaHE HA KPbBHUS
TOK, 0C00€HO B 00jacTTa Ha MHUKpOUMpPKYJauusTa U noaobpeHHe HA PEONIOTMUHMUTE IOKA3aTE/H Ha
KPBBTa.

5.2 DapMaKOKHHETHYHH CBOiicTBa

Llepebpanna bnonannydoct Ha exctpakt EGb 761 npu xopa e 6una peMoHcTpupana upe3 dapmako-EEI
Ha Da3aTa Ha 3aBUCELLH OT Jo3aTa e(EKTH BbpXY Liepedpo-eneKTpHiHaTa aKTHBHOCT.

[Ipn xopa, cnex opanHo npunoxenue Ha 80 mg ot ['mHKo-excTpakT, TepneHaakToHnTe uHKONUD A,
['vukonua B u Ounobanug nokassar muoro gobpa abconoTtHa OnoHamuHocT oT 98 % 3a Cuukomuna A,
79 % 3a ['nukoana B n 72 % 3a Ounobanua. MakcumanHHTe Mia3MeHH KOHUEHTPAUHH ca Ouian 15
ng/ml 3a I'mukonun A, 4 ng/ml 3a T'unkonug B » okono 12 ng/ml 3a GunoGanua. Bpemenarta Ha
NoJycqTUMHHHpaHe ca OMmM 3.9 uaca (3a I'uHkonua A), 7 uaca (3a 'wukonua B) u 3,2 uaca (3a
6unobanun).

Cebp3BaHeTo ¢ naasMeHuTe npoteMHd e 43% 3a I'mukonug A, 47% 3a I'muxkonua B w 67% 3a
Ounobanua.

[lpyn niobxoBe cnea opajHO MpHeMaHe HA paaMoaKTHBHO MmapkupaHus ¢ “C excrpakt EGb 761 e
YCTaHOBEHO, Y€ pe3opbupaHara yact e 60%. MakcuManHy nna3MeHH KOHLUEHTPaUUH ca MM U3MEpPEHH
1,5 yaca cnen nmprema, BpeMeTO Ha NoJyenUMHHMpaHe ¢ Ouno 4,5 yaca. Bropy nvK Ha niasMeHara
KOHLieHTpauus cnel 12 yaca e ykasaHMe 3a y4acTHe B eHTepOXenaTHYHHA KPbr.

5.3 TlpeakiTuHHYHM JaHHH 3a GezomacHoOCT

[locoyewnTe NO-40NY JaHHK €€ OCHOBaBaT Ha npoBeaeHo or koMnanus Dr. Willmar Schwabe
MpoyuBaHe Ha CbAbpXxalus ce B Tebokan dopre 120 mg exctpakt EGb 761.

ExcrpaktsT EGb 761 nposssiBa HUCKA nepopaliHa OCTpa TOKCUYHOCT
MULIKH: 7725 mg/kg TenecHo Terno,
nxbxoee: > 10 000 mg / kg TenecHo Tero.

CybxporuYHA U XPOHUYHA MOKCUYHOCT
He ce nabmonasat OHOXMMHYHH, XEMATONOTUMHHY WM XHCTOJNIOFHYHU yBpexaaHud. YepHoapoOHaTta u
ObuOpeyunaTa QyHKLUNN He ca HAPYILIEHH.

ExctpakTsT OT rHHKO EGb 761 He npogBsBa TepaToreHHO, MyTareHHO WK KaHLIEPOreHHo AeiicTsue.
6. OPAPMAIIEBTHYHHA TAHHH

6.1 CnHcbk HA NOMOUIHHTE BelleCTBa
KpOCKapMeno3a HaTpHH

KoJlouaeH 6€3BOAEH CHIHLHEB JHOKCH]
XHIIPOMETO03a

NIAKTO3a MOHOXHApAT

makporos 1500

MarHe3ues creapar

LIAPEBUUYHO HULLECTE

MUKPOKPUCTANIHA LENyno3a

OUMETUKOH - KONOHJEH 6€3BO/IEH CHNYLIMEB JHOKCH]I - O-OKTAAEUHII-(-XUID WIIEH) -
S-copOuHoOBa KHcenrMHa — BOJa (aHTHpa3NeHBalla eMyicus SE 2 cyxo Belie
TaJIK




xeneseH okcua E 172

6.2 HecnBMeCTHMOCTH

Henpuiaokumo

6.3 Cpox na roguoct

3 TrOAUHH.

6.4 CpeunaiHH yCJIOBHA HA ChbXpPaHEHHE

To3u nexkapcTBeH NPOIYKT HEe U3UCKBA CIIELMAJIHH YCI0BHS Ha ChXpaHeHue.
6.5 BuHa ¥ chLALPKAHHE HA ONIAKOBKATA

baucrepu ot Tebpaoc PVC/PVDC /anyMuHueso ¢onuo.
OpuruHaniy onakosky no 15, 30 u 60 ¢punmupanmn Tabnetky.

He BcHuku BHAOBE OMAKOBKY Morar aa 6n4aT nycHatd B npoaaxoa.
6.6 Croennajanu npeana’Hi MepKH NPH H3IXBbPJIAHE

HsMa cnelaniHy W3HCKBAHMS.

HenanonssaHusiT A€KapCTBEH MPOAYKT HJIH OTRAABYHUTE MaTEPHANH OT Hero TpAOBa da ce H3IXBBLPJAT B
CBHOTBETCTBHE C MECTHUTE H3HCKBaHHA.

7. IIPHTEXKATEJ HA PASPELIEHHETO 3A YIIOTPEBA

Dr. Willmar Schwabe GmbH & Co. KG
Willmar Schwabe Str. No 4

76227 Karlsruhe

[‘epmaHus

8. HOMEP HA PA3SPEILEHHETO 3A YIIOTPEBA
20130174

9. HATA HA IIbPBO PA3PELHIABAHEMIOJHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspeumaBade: 16.05.2013
Jlara Ha nocneaHo MOAHOBABAHE:!

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA
10/2024




