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ITENHA ATEHLUA 170 TEKAPCTEA
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1. HWME HA JIEKAPCTBEHMUS IMTPOAYKT

.J]aii%® 600, 612 mg puamupanu TabneTkn l_j_* Al
Laif ~ 600, 612 mg film-coated tablets

CyX eKCTpaKkT OT KBJIT KaHTapuoH (5 -8 : 1)

Hyperici herba cum flores extractum siccum (5 - 8 : 1)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
1 ¢punmupana tabieTka chabpKa:

AKTHBHO BEIIECTBO:

Hyperici herba cum flores extractum siccum (CyX eKCTPakT OT XKbAT KaHTtapuoH) (5 - 8 : 1)
612,0 mg

(Excrparent: 50 06. % eranon)

3. JIEKAPCTBEHA ®OPMA

dunmupanu TabieTku

4. KJIMHUYHH JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

3a KpaTKOCPOYHO JIEYEHHE Ha CUMIITOMUTE Ha JIEKH JIETPECUBHH Pa3CcTpOicTBa.

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE

203"203!(8

AKO HsIMa JIpYro npeiiMcanue, Bb3pacTHHU U Jeua Haja 12 roauau npuemar no 1 ¢puiamupana
tabJieTKa JHEBHO, C MAJIKO TEYHOCT, CJIe/l 3aKycka, 0e3 /1a ce cbBKBa.

Thit KaTO B PBUTE JIHK HA MPUIIOKEHHE JIEUeOHOTO BB3ACHCTBHE HA JIEKAPCTBEHUS IIPOJIYKT
ce marpaxaa nocrenento, Jlaid 600 tpsabsa na ce npuema 6e3 nMpekbCBaHE B MPOJABIDKEHUE
Ha 14 1Hu, 3a 1a Objie NOCTUIHAT KEJaHUAT eeKT.

[Io mpUHIMN NPOJB/DKMTEIHOCTTA HAa ynoTpeda He € OrpaHuYeHa, Kato OTYeTIIMBO
nozobpenue ce Habmoaasa ciaen 4-6 ceamuna Ha ynorpeba. B ciyuwait, ue 10 To3n MOMeHT
HE HACTBIIM N0J00peHne MM CHMIITOMMTE Ce BJIOIIABaT, TpAOBA Jla ce HANpaBH MPEOLCHKa

Ha JICYEHHUETO.
4.3 IlporuBonoxkasaHus

Jlaitp 600 He MoKe 1a ce nmpuemMa eHOBPEMEHHO C MKJIOCIIOPUH, CHPOIUMYC, Taxpommyc
3a BbTpellHa ynorpeda Wi WHAMHABUP PECIL. JIPYI'H [poTea3sHu HHXuOuTOopy gpr-antu-X1B
TepanusaTa, MpUHOTEKAH U JIPYTY LMTOCTATULIH, KAKTO U JIDYTH aHTHJICIIPER
Jlaitp 600 ne TpsGea na ce mpueMa IpH HM3BECTHA cap'bquBCTBm .
KaHTApUOH WM HIKOE OT T[OMOILIHMTE BEIIECTBA B JIEKAPCTB(TE
CBPBXYYBCTBUTEIIHOCT HA KOXKaTa KbM CBETJIMHATA, KAKTO M IpH
€NU30/1M.




Jla He ce npuema ot jaeua noja 12 roauHmu.
4.4 CoeuHaJiHH NpeyNpekIeHHs H NPeNa3HH MePKH NpH ynorpeba

[Tpu ennospemenen npuem c Jlaiid 600 moxe na ce Hamanu JEHCTBHETO HA AHTUKOATYJIAHTH
OT THma Ha KymapuHa ((peHnpokymoH, BapdapuH), MMYHOIENpecaHTH (LHMKIOCIOPHUH,
CHPOJIMMYC, TAKPOJIMMYC 3a BbTpEIIHA ynoTpeda), TMroKCHH, TEOPUIMH U aMUTPUTITHITHH.

[Ipy mammeHTH, KOMUTO TNpHEMAT TaKWBa JieKapcTa, TpsbBa Ja ObaaT NpoBekKIaHH
MOAXOAALLM KOHTPOJIH HA JICYCHHETO, OCOOEHO B HAYAJIOTO M Clie/l IPUKIIOYBAHE HA NpUeMa
na Jlaiig 600 (nanp. onpeaensHe Ha KOHLUEHTpaUUsATa Ha JEKApCTBOTO B IJja3Mara MIIN
usjiata KpbB) (BHXKTE CbUIO ,,B3auMoneicTBHS ¢ APYrH JEKapCTBEHH MPOAYKTH U JPYIH
(opmu Ha B3auMoeHCTBHE™).

Ilo Bpeme na ynorpebara na Jlaiid 600 TpsOBa na ce u3bsrBa MHTEH3MBHO OOJIBYBAHE C
YJATPABHOJIETOBH JIbUU (IPOIB/DKUTEIHN ClIbHYEBM OaHM, KBaplOBa JaMIia, CoJapuyM) MU
Jla Ce OCHTYPH JIOCTaTh4HA 3aIIHTa OT CIILHIIETO.

Kenu, Kouto InpyueMaTt opaJiHi XOpMOHAJIHU KOHTPALCIITUBH, TpﬂGBa Jla Opaar YBEJIOMECHH 3a
BB3MOKHO MCK/IHHHO KbPBCHE KAaTO CJICJICTBUE OT JICKAPCTBCHO B3aUMO/ICHCTBUE U Jia Obaar
NOCHBETBAHM Jia NpEAINprueMaT JOMbJIHUTCIIHU MEPKH 3a IpeAra3BaHe, Thil KaTO CUT'YPHOCTTA
Ha KOHTpaLCIMATAa KaTo A0 MOXKE J1a Ob/1e MOHMIKEHA.

Korato eHOBPEMEHHO ce€ Ipujarat Apyrd JIeKapeTBa, ce M3MCKBA BHMMaHHE JIOPH M Cliejl
npekpaTsBaHe MpuemMa Ha MpoyKTa, ChAbpiKalll JKbJIT KAHTAPHOH. (BXK. TouKa 4.5)

[IpoAyKTHT € HeNmoAXOMAll NPH XO0pa, ¢ JIaKTa3Ha HEJ0CTATBYHOCT, rajaKTO3eMMs WIIH
IIIOKO3€H / rajlakTO3eH CUHAPOM Ha MaabcopOuusi.

AKO CHMIITOMHTE MPOABIDKABAT MM CHCTOSIHHETO C€ BIIOIIHN, MAIMEHTHT Jia ce 00bpHE KbM
JeKap.

4.5 BsauMmojeiicTBHe ¢ JPYIrH JIEKAPCTBEHH NPOAYKTH H JApyrd  dopmMu Ha
B3aHMO/IelicTBHE

B e ITMHUYHU Cjiydau ca Ounm YCTaHOBCHH B3aMMO/ICHCTBUS C JaJICHUTE MO-10J1y JIEKAPCTBCHH
BEIIECTBA, IIPH KOUTO MOXKE Ja C€ CTUI'HE J10 orcinabBaHe Ha TEPanceBTUYIHUA UM C(bCKTZ

AHTHKOAryJIaHTH OT THIA HAa KyMapuHa (Hanp. (eHIpoOKyMOH, Bap(apuH), UMyHOCYIIPECHBH
(Hanp. UMKJIOCTIOPHH, CHUPOJMMYC, TaKpOJIMMYC 3a BbTpemHa ynorpeba), JIMIOKCHH,
WHIMHABMD M JIpyrd 1poteazHu uHxuOuropu npu antu-XMB Ttepanusta, upmHOTEKaH M
JAPYIyM HAUTOCTATHIIM, aMUTPUIITHIIMH, MU1a30J1aM, CUMBACTaTUH, uBa6pa,z1m|, TeO(l)HJ]HH.

JlekapcTBa, ChABPKAIIM HKBJAT KAHTAPUOH, MOrar Ja MOANOMOrHaT MeTaboJIM3UpaHeTo Ha
JIEKapCTBEHUTE CPE/ICTBA, KOUTO ce MeTabosm3upar upes uutoxpom P450 ensumua cucrema.
Ot TOoBa MOXeE Jia cjeiaBa oTciabBaHe W/WJIM HaMalisiBaHe Ha JIHCTBMETO H
JIEKapCTBEH IPOJYKT.

[Ipy eIHOBpEMEHEH IpUEM C OMNpe/esieHHn aHTujaenpecanTu (Hedas
cepTpaliiH) TEXHUAT TepaneBTHYeH eekT MoKe Ja ce ycuau. B eannny




HACTBIIAT HEXKEJAaHW pPEeakUMW B 3acUiieHa CTeneH (CepOTOHMHEPruYeckH edekTH) Karto
rajiese, roBpbllane, cTpax, 6e3moKoHCTBO U 0OBPKAHOCT.

[Ipu enHoBpeMeHHAa Tepamusi € JIPyrH JIEKAPCTBEHHW NPOAYKTH, KOMTO Bb3JeiCTBAT
(doToceHcnOMIM3MPaIIO, CBINECTBYBA TEOPETHYHA BEPOSATHOCT 3a  3acWiBaHe Ha
(oTorokcnunuTe peakuuu (Buxk ,Hexenanu nexapcrsenn peakuun’™).

[Tpu xeHu, ynorpebsBaily OpajHi XOPMOHAIHM KOHTpalenTuBH, Kouto B3umar Jlaiid 600,
MMa BEPOSATHOCT OT MOSBA HA MEKJAMHHO KbpPBEHE, KAKTO M NOHMXKABAHE HA CUT'YPHOCTTA

Ha KOHTpaLlernuusaTa.

Eto 3amo, BbB BCHYKH CJiydan Ha IIpHEM 3acJlHO C JIpyrd JieKapcTBa TpﬂﬁBa aa Obae
MNOTBPCEH CBBET OT JICKaAp.

4.6 ®epruaurer, OpeMEHHOCT H KbpMeHe

He e Haymile 10CTaThbYHO OMMT, CBBP3aH ¢ ynorpedara Ha eKCTPAKTH OT JKBJIT KAHTAPUOH T10
Bpeme Ha OpemennocT U Kbpmene. [Topaan Tosa Jlaitg 600 ne Tps6Ba 1a ce ynorpebdsisa npes
nepuo/ia Ha OpeMEHHOCT U KbpPMEHE.

4.7 EdexTn BbpXy cnocobnocrra 3a mogupane u pabora ¢ MamuHH

Jlaiiy 600 He mpomMeHst Bb3MOKHOCTHUTE 3a Peakiiusi U He IPeYH Ha crocoOHOCTTA 32 aKTUBHO
y4acTHe B MMbTHOTO JBHIKEHHE.

4.8 Hexenanu JIeKapCcTBEHH peakuu

Knacudukaims YecToTa Ha nosisa

MHOro 4ecTu > ot 1 Ha 10 mauuenTa

YectH <or 1 va 10 nanmenTa u > ot 1 Ha 100 nauuenTa

He gectn <or 1 va 100 nanmenTa 1 > ot 1 Ha 1000 nmanuenTa
Penxu <ot 1 ma 1000 nanmenTa u > ot 1 na 10000 manuenTa
MHoro pejiku <ot 1 na 10000 naumenTa U H30JIMpaHH CIyvyau

B PEeAKH Ciy4au, ocobeHo IIpu Xopa ChC CBCTJIAa KOXKa, INMOBHIICHATA YYBCTBUTCIIHOCT Ha
KoKaTta KbM CBETJIMHA (¢0TOCCH3H6HHH33HH$I), MOJKE Jla A0BEJC 10 pCakluu 1o/ 100HKU Ha
T€3U IIpU CJIBbHYEBO HM3rapsHe (napeHe, YYBCTBUTCIIHOCT KbM CTYJd HWIIH 60m<a) BBPXY
M3JI0)KEHUTE Ha CBETJIMHA YYaCcTbhLM HA KOXKaTa.

B peaku ciayvan € Bb3MOJKHA 110BaTa Ha CTOMAIIHO-YPEBHU OIUIAKBAHHSA; KOXKHH ajlepruiHu
peaklMy KaTo 3a4epBsiBaHe, OTOK W/UIIM ChbpOeK Ha KoXKaTa; yMopa.

[[BeThT Ha ypuHATa MOXE Ja CTaHe [0-HACHUTEHO KBJIT MPH ONpeJeNieHn 00CTOSTeNICTBA.
ToBa ce JbJDKM Ha ecTeCcTBeHHs ouBeTuTes puboduasun (Butamun B2), koitTo ce chabpka B

obBuBKaTa Ha TAOJIETKHUTE.

4.9 [Ilpenosmpane

OWJIM JIOKJIAJABAHU /10 TO3U MOMEHT.




[Ipu noemare Ha MHOTO TOJIEMH KOJIMYECTBA MOraT Ja ce MposBAT POTOTOKCHYHH CHMIITOMH
H ONMCAHUTE HEXEIAHW JICKAPCTBEHH PEAKLMU Ja Ce MPOSBAT B NO-BHCOKAa creneH. Ipu
Npelo3upane Ko)KaTa Ha nauueHTHTe TpsadBa ja ce npeanassa OT cibHYeBa cBeT/MHa U UV
paamaiusi B MPOAbIDKEHHE HA 1-2 CeMMUM, 4pe3 HamalsiBaHe BPEMETO, MpeKapaHo Ha
OTKPUTO, [MOAXOAAMO OOJNEKIO W M3MOJN3BaHE HAa KO3METHYHH INPOAYKTH C BHCOK
CTbHLIE3aIMTEH (hakTop.

5. ®APMAKOJIOIT'MYHU CBOUCTBA
5.1 ®apMakoIHHAMHYHH CBOHCTBA
®apmakoTepaneBTHYHa rpyna: AHTuaenpecasT Ha pacturesna ocuosa, ATC kox: NO6AX25.

3a BOJHO-AJIKOXOJIHUTE €KCTPAKTH Ha JXKBJITHS KAHTAPUOH 4pe3 KIMHUYHMU [POYYBAHUS M
MEMIMHCKUS ONUT € JI0KasaH aHTuaenpecuBHus edext. MexaHusmMbT Ha JeiicTBHe,
OCHTypsiBalll TO3W e(eKT, HE € JIOCTATHYHO U3SCHEH 10 TO3H MOMEHT.

[lenmTe eKCTpakTH OT XKBJIT KAHTAPHOH HHXMOMpPAT MOHOAMMHOOKCH1a3aTa, Kakto © COMT.
Nuxubupanero na MAO 0T cenekTupaHusi XMIEPULIMH € JI0Ka3aHO, Y€ € 3HAYMTEJIHO [10-
HHMCKO OT TOBA, KOETO € B pe3yjTar Ha Lejius eKCTpakT oT pacteHuero. COMT unxubunusra
ce JIbJDKU Ha ()JIaBOHOMAMTE B €KCTPAKTA.

M3mepenara uH BUTpO creneH Ha MHXHOMIMA Ha MAO u COMT, He moxe aa o0yciioBu B
JIOCTAThYHA CTENEH AHTUTHUACNPECUBHHUS €(PEKT Ha MPOJAYKTHTE OT HKBIAT KAHTAPHOH. 3aTOBA
MOXe Ja ce JOonycHe, 4ye (papMakoJOrHUHO peeBaHTHM MHXMOMpAIIM KOHLEHTPAIlMH He
Morar jia Ob/1aT IOCTUTHATH U MH BUBO.

Ha 0azara Ha €KCHEPUMEHTAJIHM IPOYYBAHMUS CE€ JMCKYTHPAT JAOMBIHUTEIHU Bb3MOXKHH
MEXaHU3MH Ha JeiCTBHE, Cpe/l KOUTO HAi-Bb3MOXKHHM ca MHXMOMIMATA HAa CUHANITHYHUS
CEpOTOHHMH, HOpaapeHanuHa, jgonamuHa W GABA pebnreiika, ajganTMBHH IIPOMEHH Ha
PELEenTOPHO HUBO, HEBPOXOPMOHAJIHM U HEBPOMMYHOJIOTUYHH €(PEKTH.

[Ipy npoy4BaHHs C JKMBOTHHM IPOJYKTHTE OT JKbJIT KAHTAPUOH JEHCTBAT aHTAarOHUCTHYHO
BBPXY pe3epIHH-WHIYIMpaHAaTa XHMIOTEPMHs, [OBIMABAT  MPOJB/DKUTEIIHOCTTA  HA
aHecTe3usATa ¥ BOJAT JIO ChKpalllaBaHe Ha umoOuiIHaTa (pas3a B Tecta Ha Porsolt.

5.2 ®dapMaKOKHHETHYHH CBOHCTBA

XunepuinH u ncepoxunepuunn: Ciel nepopajieH npuemM Ha Jlaﬁ<b® 600 (1 x 1 punmupana
tabnerka) ciaex 8,1 £ 1,8 waca e OuI0 M3MepeHO MakCUMaJIHO TulasmeHo HuBo (3.1 £ 1,6
ur/wi) Ha xunepuums. Cnex 3 + 1.4 yaca e Ouiia 10CTUrHAaTa MakKCMMallHa KOHLEHTpALUS
(8,5 + 4.4 ur/miu) Ha ncepaoxunepuiiMy. [lepuoabT Ha NOMYKUBOT NP XUnepuiuHa e 23,8 +
5,5 yaca, a npu ncesjgoxunepuiHa - 25,9 + 10,2 yaca.

Bb3 OCHOBaA Ha CBOMTE JIMNO(QWIHM CBOWCTBA XMICPULMHUTE MPEOJOISABAT KPbBHO-
Mo3buHaTa Gapuepa M Taka nonajaaT B cBouTe Mecta Ha aedcrsue B [{HC.

Xunepdopun: Cnea nepopajneH NpueM Ha Jlaiid™ 600 (1 x 1 dunmupana Tabnerka) cien 4,4
+ 1.5 yaca e OWIO JOCTMIHATO MAKCMMAJIHO IUla3MeHo HuBo (83,5 + 27.8 ur/miu)_ Ha
e .

xuneppopun. U3mepeHusT nepuo Ha nojykusot e 6ui 19,6 £ 6.4 yaca. / A

w1 ®
[Ipu exennesen npuem Ha Jlaiidg™ 600 (1 ¢puamupana Tabirerka Ha JieH) 3 §
JIOCTUIHATO KOHCTAHTHO IJIA3MEHO HUBO (PaBHOBECHO CBHCTOSIHME) (XMIe
HI/MJ1, TICEeBIOXUIIEpUIIH: 0koJ0 1,5 Hr/mil, xunepdopun: okono 14,8 nr/m



Kakto mnoka3zBa TtoBa IMpoOy4YBaHE€ W JIPYIrd CBBP3aHU ABJITIOIOJMIIHM HU3CIECABAHUS TE3H
CBhCTaBKM HE C€ KYMYJIMPAT B OpraHui3ma.

5.3 IlpeaxkIHHHYHH JaHHH 32 He30macHOCT

Crnen mpueM Ha roJieMH KOJIMYECTBA JKbJIT KAHTAPUOH NPH TPEBOMACHH )KMBOTHH, Hail - Beye
IPH OBLIE M €IbP porar J00UTHK ca HabmoaaBaHu (POTOTOKCHYHM peakiiuu.

[Ipu Tenera, npu KOUTO ca npuwiaraiu 1, 3 u 5 rp. ®KbJIT KAHTAPUOH HA KWJIOTPAM TEJIECHO
Ter10, GOTOTOKCHYHUTE CUMIITOMHM C€ TpPOSBABAT MPH 1032 Ha3 3 rp./ HAa KWJIOrpam, cies
u3jaradHe Ha ciabpHuYeBa cBeTyimHa (ARAYA 1981). ToBa kosmuecTBO e Hait-mMaiko 30 1bTH
M0-BHCOKO B CPaBHEHHUE C TEPANIeBTUYHHUTE J03H IPH XOpa.

Cnen npunarane Ha 1800 mg oT MeTaHOJIEH €KCTPAKT OT JKBJIT KAHTAPHOH, EKBUBAJIEHTEH Ha
NPUOIU3UTEHO 5.4 Mg XUIIEPULIMH/ [ICEBJOXUIIEPHLIMH, TPH 3/ipaBH A00POBOJIM OT JABaTa
nosa 3a 15 aHM, MUHHMAJIHATA /1034 , NIPe/IM3BUKAIa TUIMEHTALMK B Kpasi Ha TO3M MEPHOJL €
Owia 3HauMTenHO peayunpana. UV-A qyBcTBHTENHOCTTA € OMJIa yBeJIMYeHa.
6. ©OAPMAILEBTUYHU JAHHH
6.1 CnHcbK HA NOMONIHHTE BelecTBa

v ®
Kpockapmenosa satpwii, Eyaparut™ E 100, cuiuimeB IMOKCHJ KOJIOWIEH JIMCIIEPCEH,
JakTo3a MoHoxuzapat, makporos 4000, marnesueB creapat, MaaTOACKCTpuH, pubodiasun E
101, Tank, Tutanos auokeua E 171.
6.2 HecbBMECTHMOCTH
Hsama.
6.3 Cpok ua roanocr
CpokbT Ha roiHOCT € 36 Mecena.
Jlaiid 600 ne TpabBa na ce U3MoJI3Ba CJie/l H3THYAHE HA CPOKA HA FOJHOCT, MOCOYEH BHPXY
OIakoBKara.

6.4 CuoenuajiHH yCJIOBHSI HA ChXPAHEHHE

Jla ce cbxpansBa rnpu temneparypa noa 25 °C!
Jla ce chXpaHsiBa Ha MSCTO, HEJIOCTBITHO 3a Jenal

6.5 Bwuau cbAbPKAHHE HA ONAKOBKATA
Cucremara Ha 3aTBapsiHe npejcrasisiBa 6iauctep ot anymuHueso (oamno (99,5 % Al cbriacHo

DIN EN 546 ¢ nspBuuno akpusiatHo/PVC nakoso nokpurue ¢ 6esuserno PVC-PV
(;reekaBo npo3padno TBepA0 PVC dommo ¢ 6e3usetno PVDC nokpurue)

OpuruHajina ornakoBka or 20 ¢uamupanu TabneTku
OpuruHasana onakoBka or 60 d¢uamupanm tabaeTku
OpuruHajina onakoBka ot 100  ¢uamupann TabaeTkn



6.6 CnenmajJHu NpeINasHu MePKH NPH H3XBLPJIsiHe U paboTa
Hsima.

7. HNPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
STEIGERWALD

Arzneimittelwerk GmbH

HavelstraBe 5

64295 Darmstadt

I'epmanus

Tenedon +49 6151 33050

MeauumMHCKo npejctaBuTesicTBo B buarapus: JIubpa EAJ]

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA
20060757

9. JATA HA IIbPBOTO PASPEHIEHHE 3A YIIOTPEBA / NIPOABJI7KABAHE
HA PASPEHIEHHUETO

27.12.2006

10. JIATA HA AKTYAJIMBUPAHE HA TEKCTA
Oum 2011 1.




