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1. HAVMEHOBAHVE HA NEKAPCTRBEHUS MPORYKT

KPATKA XAPAKTEPUCTWKA HA NMPONYKTA

Laif® 600 (Jlaid® 600)

HEKapCTBeHO BelleCTBO. CyX eKCTREKT OT XbNAT K8HTapKOoH

2. KAMECTBEH ¥ KONMUMECTBEH CHCTAB

1 ounmupaxa TabrneTka chabpXa:

JlekapcTBEHO BELUECTBO:

Hiperici herbae extractum siccum 5-8:1) 612,0 mr
(ExctparenT: 50 00. % eTaHon)

3. JIEKAPCTBEHA ®OPMA
TabneTn, dhunvupaHn

4.  KIIVHWMHUW OAHHW
4.1 TepaneBTWYREM riOKa3annsa
TNexn NnpexofH JenpecnBHY HapyLuerns (Nekn AenpecuBHU ENn3oan)

4.2 Ro3upoBKa, HAYMH ¥ NPOALIXUTENIHOCT Ha NpUIioXKeHue

Ako HWEMa Apyro npegnucaHue, Bb3pacTHW u geua Hag 12 rofuhu npuemMar no 1
cdvnmupara TabneTka QHEBHO, C Marnko TEYHOCT, cnej 3akycka, 6es fa ce cabBKBa.
ToiA kato B [TbPBUTE [JHW HaA npunoxenue neuebHOTO Bb3gelicTBue Ha
reKapcTBEHOTO CPEACTBO ce Mu3arpaxaa nocTenenno, fland 600 Tpsbsa pa ce.
npuema 6e3 NpeKkbCcBaHe B MPOAbIDKeHWe Ha 14 gHw;, 3a ga Obfe nocTurHart
HENaHUAT edeKT.

Mo npuhLMN NPOABLIMKATENHOCTTA Ha ynotpeba He e orpaHuyera, Kato OTHET/IMBO
nopoBpeHne ce Habniogasa ciief 4-6 cegmmua Ha ynoTpeba. B cnyyaid, ye Ao TO31U
MOMEHT HE HacTbnu nopobpeHue WM CUMNTOMWTE ce Browasar, Tpabea aa ce
HanpaBy npeoLleHKa Ha NevyeHneTo.

4.3 TpoTuBONOKa3aHns

Naiich 600 He MOXe Oz ce npuema efHOBPEeMEHHO C HUKIIOCHOpUH, CUPOSIMMYC,
TaKpOMNMMYC WMW WHAWHABMP PEchi. OPYrM NpoTeashn uHxubutopu npu aHTu-XNB
TepanuaTa, MPUHOTEKAH Y APYr LUTOCTaTULN, KaKTO U APYTW aHTuAenpecaHTy.
Jlait 600 He TpsGsa ga ce npuema APW KU3BECTHA CBPBHXYYBCTBUTEMHOCT KbM
MbNTUSE KaHTApWOH WM HSIKoe OT MOMOLUHUTE BeLlecTBa B JieKapcTsOTO, npu
M3BECTHA CBPbXYYBCTBUTENHOCT Ha KOXaTa KbM CBETIIMHATA, KaKTo W NPpu Texku
AenpecusHyn enusonn.

Ha He ce npuema oT geua nog 12 roguHn.

4.4 Cneuwarhv NpeoynpeXacHns ¥ NPeAnasHu Mepku fpU ynoTpeda

Mpu epHoBpemeHHa npuem ¢ Jlaiih 600 moxe pa ce Hamanu [ElCTBUETO Ha

aHTVKoarymaHTM ~ OT  Tuna Ha  Kymapuha  (deHnpokymod,  BapdapuH),

MMyHoLENpecaHTV (LMKNOCHOPUH, CUPONMMYC, Takponmmﬁ)fj‘ﬁﬁmgpm, TeOohUnuH U
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npuema Ha llainc 600 (Hanp. onpefensHe Ha KOHLEHTpaUusaTa Ha JIeKapCTBOTO B
nnasMaTa uin usinata KpbB) (BUX cbwo ,BaauMopencreua ¢ opyru nekapcTeeHu
cpefcTea v gpyrv hopmu Ha BsammogencTeue”).

Mo Bpeme Ha ynoTpebata Ha Jaiidp 600 TpsiGea Aa ce nsbsrea MHTEH3UBHO
06TBYBaHe ¢ YNTPaBMONETOBM by (MPOABLIMKUTENHN ciibHYeBY Oati, KsapLosa
niamria, conapuym) Uiy aa ce ocurypu 4ocTaTbyHa 3alta oT CABHLETO.

dKeHy, KOUTO NpUemMaT OparnHu XOPMOHarHW KoHTpauentusu, Tpsabea da Obpart
YBEJOMEHI 3@ Bb3MOXHO MEXOWHHO KbpBEHE KaTo CrejcTBue OT NeKapCTBEHO
B3auMoAeiicTarne 1 ga 6bhar nocwLBeTBaHK fa rnpeanpuemart JONbIIHNTENTHN MEPKN
3a npeanaseaHe, Thid KATO CUIYPHOCTTa Ha KOHTpauenuusaTa Kato usno moxe Aa
Obfie NMOHWKEHA.

KoraTo eiHOBPEMEHHO Ce fpunarart APy JiekapcTBea, Ce M3UCKBa BHUMaHWe Lopyu u '
Cnen npekpaTaABaHe Npvema Ha MpoayKTa, CbAbPXall XbAT KaHTApUOH. (BX.
Bsaumopeiicteus)

[MponykTbT € HermopAxoAsll fpu xopa, ¢ fakrasHa HefoCTaTbYHOCT, ranakro3eMus
WU [THOKO3EH / ranakTo3eH CUHAPOM Ha manabcopbunst.

A5 BzauMmopgelCTEBMSI C HpYyrM NeKapcTBeHM cpenctsBa M Apyru ¢opmm Ha -
B2auMOfenCcTBME

B eamHW4HK ciydan ca Ouny yCTaHOBEHK B3auMofeWcTsusi ¢ fapjeHute no-fony

fiekapcTBeHKU BellecTBa, Mpu KOMTO MOXe Aa ce CTurHe Ao otcnabeaHe Ha

TepaneBTUYHNSA UM edekT:

AHTMKOarynaH™ OT Tuna Ha KymapuHa (Hanp. heHnpokymoH, BapdapuH),
MMYHOCYNPECcHBN  (Hanp. UMKMOCMOPUH, CUPOSIMMYC, TaKkpOIMMYC), AWrOKCHH,
WHAMHABUP W APYTW NPOTEasHn MHxubnTopn npyn adTi-XMB TepanuaTa, npnHotekan
I APYTY LMTOGTATULM, aMUTPUNTUIIMH, MUAA305IaM, TEOMUINH,

JNlekapcTBa,  chAabpXallM  XKbNAT  KAHTapuoH,  Mmorat  fAa noanoMorHat
MeTabosmManpaHeTo Ha NeKapcTBEHUTE CPeACTBa, KOWTO ce meTabonuanpatr upes
uutoxpom P450 ensumHa cuctema. OT ToB2 MOXe Aa CreABa oTcnateaHe Wunn
HamansBaHe Ha AeiCTBUETO Ha CbOTBETHWUA NEKAPCTBEH NPOAYKT.

Mpu egHoBpemeHeH TnpueM ¢ OnpefeneHu aHTUAEenpecaHTm (HethazonoH,
NapoKCeTWH, CepTpanuH) TEXHWAT TepanesTudeH edext Moxe ja ce younu. B
©MHUYHN CIlydau MOTaT [a HacTbnaT HEXemnaHu peakuuu B 3acuneHa CreneH
(cepoTonuHepruyeckn edieKkTi) kaTo rageHe, nospbilliane, crpax, BE3NOKOHCTEO M
06BpKaHOCT. ‘

Mpu epHoBpeMeHHa Tepanusi ¢ ApYrn nekapcraeHn CPefcTea, KOWUTo Bb3gehcTeaT
choToceHcHBUNMUaMpaLlo, CbllecTByBa TEOpETUYHA BEPOSITHOCT 3a 3acunBaHe Ha
hoTOoTOKCUYHMTE peakLun (BuxK ,HexenaHn nexapcrsern an_xumg").
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ETo 330, BbB BCUMYKY Crydaun Ha NpueM 3aefHo ¢ Apyru JiekapceTsa Tpabea Aa bvae
NOTbPCEH CbBET OT Nekap.

4.6 BpemeHHOCT U KbpMEHe

He e Hanuue AOCTATbUYHO ONMWT, CBbpaaH ¢ ynoTpebara Ha eKCTpakT OT KbNT
KaHTapUOH No Bpeme Ha BpemeHHOCT 1 kbpmete. MNopanu Tosa Maiid 600 He Tpsibea
fa ce ynotpebsBsa rnpes nepuoaa Ha 6peMeHHOCT U KbpMeHe.

4.7 Edextu PLpXy cnocoBHOCTTa 2a WodupaHe 1 paboTa ¢ MalumuHKU
Taitth 600 He npomenst Bb3MOXHOCTUTE 3a peakuns 1 He NPeun Ha cnocobHocTTa 3a
aKTUBHO Y4ACTNE B MbTHOTO ABWXEHUE.

4.8 HexenaHu JyieKapCTBEHM peaKUumn

Knacupuxauus YecToTa Ha NIOsIBA

Mpmuoro yecTu > ot 1 Ha 10 nanuenTa

Yectr < or 1 ga 10 nanuenTta 1 > ot 1 Ha 100 pauueHTa

He yectn <ot 1 Ha 100 manmenta 1 > ot 1 #a 1000 maunenTa
Penxu < ot 1 ma 1000 pamuenTa 1 > ot 1 ma 10000 nauenTta
MHoro peaku < ot 1 ga 10000 mampenTa H R30IHPAHHM CIIy4IaH

Bb3MOXHO € B PefKM crnyyaun NnosuliaBaHe Ha CBETNIOUYBCTBUTENHOCTTA Ha KoXata
(poToceHcnBunusaums) ocobeHo Npu Xopa CbC CBETNA KoXa.

B penku cnydan e Bb3MOXHa NosABaTa Ha CTOMailHO-YPEBHWU OMNakKBaHWs, KOXHW
anepriyHn peakuun KaTo 3ayepesBaHe, OTOK W/WIK CbpOeX Ha Koxara; ymopa.

4.9 Tlpepozupane

CUMIITOMW Ha WHTOKCMKAUMA Crep NpUueM Ha NpoAYKTH, CbhAbpXaluy Kbt
KaHTapYOH He ca Gunu JoknaABaHyn 40 TO3W MOMEHT. ‘

Mpn noemaHe Ha MHOFO roJieMu Konu4yeciBa moraT fa Ce MposiBAT (DOTOTOKGUUHU
CUMOTOMU M OMUCZHUTE HEXENaHW NeKapcTBeHu peakuvu Aa ce NPOosBAT B AO-
BUcoka cTeneH. [pu npegosnpaHe koxara Ha nauueHTuTe Tpsbea fa ce npe/jnassa
OT cibHYeBa ceBeThnuHa M UV paauaums B npogbibkeHwe Ha 1-2 ceamuun, upes
HamalsiBaHe BPEMETO, NpPeKapaHo Ha OTKPUTO, NOAXoAALio obnekno n nanonssaHe
Ha KO3METWUHY MPOAYKTW C BUCOK CITbHLUE3almMTeH (hakTop.

5. GAPMAKONOIMMYHU CBOUCTBA

5.1 ®apMakoguHaMMyHM CBOMCTBA
dapmakoTepaneBTHyHa rpyna: AHTUAENPECaHT Ha pacTUTenHa OCHOBa, ATC kog:

NOBAPO1.

3a BOOHO-aNKOXOMHWTE EKCTPaKTK Ha XbITUA KaHTapuoH 4Ypes  KuHW4HW
ApOy4YBaHNSA W MeAULMHCKIS ONUT € loKasaH aHTuaenpecusHns edekT. MexaunsmuT
Ha felicTBue, ocurypsisall To3y eeKT, He e OCTaTbYHO U3ACHEH [0 TO3U MOMEHT.

Llenute excTpaKTi OT XBLIT KaHTapUOH MHXMGMPAT MOHOAMUHOOKCKAA3ATa, KakKTo 1
COMT. NuxubupaxHeto Ha MAQ OT ceneKkruparus XUnepuunn e p,oxaaaHo ye e
3HaUYMTENHO NO-HUCKO OT 7TOBa, KOETO € B pesynTam”*‘Ha ‘enms . ekc*rpaKT oT
pacTenmneTo. COMT uHxnbunuusaTa ce AbiDky Ha cbnaaouaw,u,me B eKCTpaI{T .
Miameperata MH BUTPO CTeMeH Ha UHXMOuULMA Ha MAO n COMT,; HeéZnoxe aa

oBycroBu B AOCTATLYHA CTENEH aHTUTUASNPECUBHIA ect\KT Ha i’[pO,El,yKTMTe/fa.)T WBAT
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KaHTapuoH. 3aToBa MOXe Ja ce AornycHe, 4ye (hapMakororuiHO peresaHTHu
YHXMOMPALLN KOHLEHTPALMK He MoraT Aa 6baar AOCTUrHaTH U WH BUBO.

Ha 6Gasata Ha eKCNEpUMEHTaNHW npoyusBaHWs Ce AMCKYTUPaT AOMbIRUTENHN
Eb3MOXHI MeXaHyiaMu Ha AelcTBUe, cpel KOUTO Hal-Bb3MOXHN ca uHxubuuusara Ha
CUHaNTUUHWSI CEpPOTOHMH, HOpagpeHanuHa, pgonamuia u GABA  pebhTeiika,
apanTUBHN NMPOMEHI Ha PELIENTOPHO HIUBO, HEBPOXOPMOHASTHN 1 HEBPOUMYHOTOTUHY

echekTy.

Mpy npoyd4Banns C© >KUBOTHW TNPOAYKTUTE OT KLNT' KaHTapuoH oenctear
aHTaArOHUCTUYHO  BBbPXY  pesepnuH-uHAyuupaHaTa  XUnoTepMus, NoBANSBAT
NPOABIDKMTENHOCTTa Ha aHecTesnaTa W BOAAT AO0 cbKpaljasaHhe Ha nmobunnarta -
¢rasa B Tecta Ha Porsolt.

5.2 ®dapMakokKMHEeTU4YHWU CBOMCTBA

XunepuuuH 1 ncepgoxunepuumk: Crepn nepopaneH npuem Ha Naid® 600 (1 x 1
cunmupaHa TabneTka) cnef 8,1 + 1,8 vaca e Ouno M3MEpeHo MakCUMaliHo
nnasmeHo Hueo (3,1 + 1,6 Hrfmn) Ha xunepuumd. Cneg 3 + 1,4 vaca e ©una
[OCTUTHaTa MakcumanHa xoHueHtpauusi (8,5 £ 4,4 ur/mn) Ha ACeBAOXUNEPULNH.
MepuoabT Ha MOAYXKWBOT DNpW xunepuunHa e 23,8 £ 55 vaca, a npn
ncesgoxunepuumia - 25,9 + 10,2 yaca.

Bb3 OcHOBa Ha cBoWTE NUNOMUIIEN CBOKCTBE XMNepULMHUTE NPEOLONSBAT KPbBHO-
Mo3buHaTa Gapuepa v Taka fonagar B CBOMTE MeCTa Ha JelicTBue B LHC.

Xunepdopun: Cneq nepoparneH npuem Ha Haid® 600 (1 x 1 dunmmpana TabneTka)
crnen 4,4 + 1,5 yaca e 6UMO JOCTUTHATO Makcumanko nNNasMeHo HUBO (83,56 + 27,8
HI/MI) Ha XvnepdopuH. MiaMepenusiT Nnepuop Ha nomykueoT e 6un 19,6 £ 6,4 vaca.

Mpy exenHeseH npnem Ha Naitdh® 600 (1 dunMupaHa TabneTka Ha AeH) 3a 14 gHU e
BMMO JOCTUTHATO KOHCTAHTHO NTa3MEHO HUBO (PaBHOBECHO ChCTOsHME) (XNNEPULIMH:
okono 2,8 wr/mn, ncespoxunepuuuH: oxono 1,5 Hr/mn, xunepcopud: okono 14,8
Hr/mIT). ‘

KakTo nokaasa ToBa MpoydBaHe n Apyrn cBbp3akn obnroroguiiiHu UacnensaknA
TE3N ChCTaBKM HE C& KyMynupaT B opraHn3ma.

5.3 MpenknuHKUYHK AaHHu 3a GesonacHoOCT

Crieq npueM Ha rosieMi KOMUYECTBA XKbIT KAHTaPUOH NPY TPEBONacHK XUBOTHY, Hai
- BeYe NP OBLIE 1t eAbP poraT AoBUTLK ca HabniAaBatn OTOTOKCHYHN peakLmnn.
Mpu Teneta, npr kouTo ca npunarabyn 1, 3 ¥ S rP. XBAT KaHTApPHOH Ha K1norpam
TenecHo Terno, HOTOTOKCUHHUTE CUMITTOMY Ce MposiBABaT NpW 032 Has 3 rp./ Ha
KWNorpam, Crep, uanaraHde Ha clibH4YeBa cBeTnuHa (ARAYA 1981). Tosa Konu4ecTBo
e Hali-marko 30 NbTU NO-BUCOKO B CpaBHEHUEe ¢ TEpanesTUiHUTE J03K Mph Xopa. '

Cnepn npunaraHe #a 1800 mr. OT MeTaHONEH €KCTPakT OT XBAT KaHTapMWOH,
eKeuBarieHTeH Ha npubnusutendHo 5.4 wMr. xmnepuu,mg!,,:ncganogqgnepmumt,.npm
3apaBy JoOpoBoNUW OT ABaTta nosia 3a 15 AHY, MUHUMariHaTa '"n03a ; Epegmssmxana
AUIMEHTaLUMyM B Kpas Ha To3n nepuof e Buna sualinterino peaylmpana. UV-A
YyBCTBMTENHOCTTA € Buna yBenuyeHa. / feg e




6. DAPMALIEBTUYHW NAHHWU

6.1 [MomouHn BelwecTEa

Croscarmellose sodium, Eudragit E 100, colloidal anhydrous silica, lactose
monohydrate, macrogol 4000, magnesium stearate Ph. Eur. (vegetable),
maltodextrin, riboflavin E 101, talc, titanium dioxide E 171.

6.2 HectBMEeCTMMOCTM
Hsma.

6.3 Cpok Ha rogHocT

CpokbT Ha rogHocT e 36 mecela.

Naiigp 600 He BuBa ga ce u3nonssa cnej W3TUYaHe Ha CPOKa Ha rofHOCT, [OCOYeEH
BbpXy ohakoBkaTa.

6.4 CpeuuanHu npegriasHyu MepKi Npyu ckXpaHeHue
Ja ce cbxpaHasa npu Temnepatypa nog 25 °Cl
Jla ce cbxpaHsBa Ha MACTO, HeJOCTbNHO 3a Aelal

6.5 Buau cabpkaHue Ha KOHTelHepa

CucTemaTa Ha 3aTBapsiHe npefcTapnsea Gnvctep oT anyMubneso donno (99,5 % Al
cbrnacHo DIN EN 546 ¢ nbpeuyHO akpunatho/PVC nakoBo nokputue ¢ 6e3lBeTHO
PVC-PVDC chonmo (nbckago nipospadHo Tebpao PVC donno ¢ 6esusetHo PVDC
MoKpuTHE)

Opurunanya onakoska o7 20 dunmupann TabneTku
OpurnHanda onakoska oT 60 dunmupani Tabnetxu
OpurnHansa onakoska ot 100 duvnmMupanm TabneTkn

6.6 Yxasanus 2a ynotpe6a (U usxsLpnsHe)
Hsama.

7. TPOU3BOOWUTEN WU MNPUTEXATESN HA PASPELLUEHMETO 3A YIIOTPEBA
STEIGERWALD

Arzneimittelwerk GmbH

Havelstralie 5

64295 Darmstadt

TenedoH +49 6151 33050

MeauuumHeko npeactasuTencTso B bonrapus: Jlubpa ALl

8. HOMEP(A) HA PA3PELIEHVETO 3A YINIOTPEBA
9. HOATA HA NMLPBOTO PA3PEWEHME 3A YNOTPEBA [/ MPOOBITKABAHE
HA PA3SPELIEHUETO

10. OATA HA AKTYANMU3NPAHE HA TEKCTA

Hoenmspy 2006 r. R




