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2. KAYECTBEH H KOJIMYECTBEH CBhCTAB

Beska tabnetka cpaspaxa 10 mg BUHNOLETHH (vinpocetine).

[TomoLHY BELLECTBA ¢ M3BECTHO AelicTBhe: Beska Tabnerka ecpabpxka 83 mg naktosa
MOHOXH/parT.

3a IILJIHMA CIIACHK Ha MOMOIOHKHTE BEIIECTBa, BIOK pazach 6.1.

3. JEKAPCTBEHA ®OPMA
TalOnetxa.

Beau win noutH 6enH TabJeTKH, JHCKOBHIHH, IUIOCKH, ¢ OTpA3aHM phOoBe ¢ Haanuc
“10 mg” oT eAHaTa CTpaHa M ACNUTENIHA UepTa OT ApyraTa cTpana. TabneTkara Moxe na
6bae pasgeneHa Ha ABe PaBHHU MOJIOBHHH.

4. KIHHHYHHA JAHHH

4,1 TepaneBTHIHH NOKA3AHAA

Heeponozun: 3a neueHue Ba pa3uiHi GOPMH Ha MO3BYHH LIHPKYJAATOPHH HAPYIUCHHS:
CBCTOSAHMA ClTel MO3BbYUEeH UHCYT, AEMEHLUHUS OT ChAOB [IPOU3X0/, MO3bYHA
apTePHOCKIIEPO3a, MOCTTPAaBMATHUYHA U XUNepToHnuHa eHledanonatus, seprebpobasnnapHa
HEXOCTATEYHOCT. 3a HaMANsABaHe HA NCHXKHYHKUTE WIH HEBPOIOrHYHUTE CHMITTOMH HA
MOZBYHHUTE [IHPKYJATOPHHU HAPYLLIEHHA.

Ogmanmonozusa; 3a ne4eHrUe Ha XpOHHYHH CHAOBH HapyLIeHHA B XOPHOHIEITa H peTHHATA.

Omonozua: 3a neyeHue Ha npecOUaKy3nc OT NepUENTHREH THI, OonecT Ha Menicre H WyM B
yimre.

4.2 JO3HpOBKA B HAYYHNH HA NPHJIOKEHAE

O3HpPOBKA
[TpenopbunTenHara aaepHa goza ¢ 3 nbte 1o 10 mg (30 mg Ha aeH).

HYeprodpobro unu 6p6peuno yepesicoare

He ce nanara kopurapane Ha no3ata npy 6onnu ¢ 656peunn win YepHOapoOHU
3abonaBaHus.

IeQuampuuna nonyirayus
Kapunton ®opre TabneTky € NpoTHBOIOKA3AH NP Aela (BXK. TO9Ka




HauuH Ha NpUICKEHHE
[Mepopanno npunoxedne, TabneTkure TpabBa oa ce npueMar ciiel XpaHeHe,

4.3 IHporasonoKazanus

CBpBEXYYBCTBHTEIHOCT KbM aKTHBHATA CHCTABKa UIH KBbM HAKOE OT NIOMOIIHHTE BOLUICSCTBA,
u3bpoeHH B TouKa 6.1.

BpeMeHHOCT H KBpMEHE.

YnotpebaTa npu deya e NPOTUBOINIOKA3aHa ([1OpalH THICA Ha JaHHH OT ChOTBETHH
KIMHHYHH NPOYYBaRHA). |

4.4 Crenna/iHg NpeaynpeKacHENA H NpeAna3Hi MepPKH NPH ynorpeoa

T yawiokapase
INpenopbura ce EKI™ koHTpoa B ciny4yauTe ¢ yAbDKeH QT uHTEpBan WK ITPH €AHOBPEMEHHO
neueHue ¢ NeKapceTea, Npeau3BUKBaIlY yIsbKasaHe Ha QT uHrepsana.
[ToMowwHK BeLecTa |
To3u nekapcTBEH IPOAYKT CHABPIKA TAKTO3a MOHOXHIPAT.
IlaupeHTH ¢ peiki HACASACTECHN NPOGIEMH KaTO ranakTo3Ha HeMOHOCHMOCT, IBEH
NaKrazeH AedULUT HIIH TMOKO30-ranakTo3Ha Manabcopbums He TpadBa 1a npreMar ToBa
JEKAPCTBO,

4.5 B3aamoaeHcTBHE ¢ APYIH JICKAPCTBEHH HPOAYKTH H APYrd dopMu Ha
B3aHMOIeHCTBHE

B x0aa Ha KIHHHYHHTE NPOYYBaHHA He ca HabonaBaH! B3aUMOACHCTBHS IIPH NpHEMaHe Ha
BHHITOLIETHH 3aeIHO CBC CCAHUTE JiekapcTBa: OeTa-6okepH KaTo KIOPAHOIOA B IMHAOION,
KIOnmaMu, rMTHOeHKIaMHig, AUMOKCHH, aleHOKYMapoJsl HITH XHAPOXIOPOTHASHA.

B penxu ciydan korato andaMernn-nona ce npwiara SAHOBPEMEHHO ¢ BHHITOLIETHH, Ce
cBOOIIABA 1eK0 H3pa3eH aJloBaHTeH e(eKT H Mo Ta3u NPUUKHE Ce MPENOPRYBa PEAOBEH
KOHTPOJI Ha apTePHAHOTO HANATaHe NPH Takapa KOMOMHALIMA OT JIeKapCTRa.

BrnpekH ue, He ce Ha0MIONaBA B JAHHUTE OT KIIMHMYHUTE NPOYYBaHHUA, MPENOPLYBA CE KATO
LAJIO MIOBHIIIEHO BHUMAHKE MPH €OIHOBPEMEHHOTO NPWIOXKEHHE HA BHHIIOLIETHH C
ACKApCTBEHY CPENCTBa, Bh3AcHCTBAIM Ha HEHTPATHATA HEPBHA CHCTEMA, KaKTO H B
CAY4aHTE HA EHOBPEMEHHO AHTHAPHTMHYHO U aHTHKOArYJIaHTHO JIEUYEHHE.

4.6 DepraanTeT, OPEMEHHOCT H KbpPMEHE

[1o Bpeme Ha GpeMEHHOCT H KbPMEHE NPHJIMKEHHETO HA BUHIIOUETHH € NPOTHBONOKA3aHO.

bpemenHocT

BHHMOLETHH NpeMHHABA TIpe3 MlaleHTapHaTa GapHepa, HO JOCTHTa M10-HUCKa
KOHIEHTPALKA B [UIALICHTATa U B IVI0AA B CpaBHEHHE C Ta3H B KPbBTA Ha Maiikara. He ¢
HabmopaBaH TeparoreHeH Wi eMOpHOTOKCHYeH edekT. B npoyuBanus cbe JKHBOTHH, NIPH
MpHUaraHe Ha BUCOKH JO3M BHHIOUETHH B HAKOH CJIYYaH € HACTHIWIO [IALUESHTAPHO
KPBbBOTE4YEHHUE H 60T, BEPOATHO B PE3YJ/ITAT HA MOBHLUIECH MJIaUeHTAPEeH KPbBOTOK.

Kupmene s
BunnoueTyH ce oTaens B MaHU@HOTO MIIIKO MpH HYopek. B npquBaHHa C Mapkyp

f



no 1 vac, e 0,25% ot npunoxeHara Ao3ata. [lopaay eKCKpeLMATa Ha BHHNOLIETHH B MAHYHHOTO
MJIAKO W JIMTICATA Ha CHI'YPHY JAHHHW OTHOCHO HEroBUA €(eKT BbPXY KbPMAaueTO, MPHIIOKEHHETO My
MpH KEPMELH MAKHKH € NIPOTHBONICKA3aHO.

4.7 Edexrn Bupxy cnocofHocTTa 32 odHpane H padora ¢ MAIIHAY
Hama HaJIMYHKA JAHHH 32 KaKBBTO M Aa OKI0 e(peKT Ha BHHIOLIETHH BBPXY CMOCOBHOCTTA 3a
wodHpaHe ¥ paboTa ¢ MalLHHH,

4.8 Hexe1aHH JIeKAPCTBEHH PeaKIHM

TabnnueH CMUCHK HA HEXENaHHTE peakLHy

CucreMo-opraHeH Knac rno HeuecTH Penku
MedDRA >1/1 000 mo <1/100 | 21/10 000 no <1/1 000
Heuxuampuunu napyuienus HapylleHHs Ha
ChHA, De3ChHHE
Hapywenua na nepenama raasobonue,
cucmema 3aMasgHOCT,
COMHOJICHTHOCT
Cvpoeunu napyuienus TaxXWKapaus,
eKCTPAaCHCTONHS
Cv008U HApYueHUA 3aUepBABAHUA
Cmomawuno-vypeenu CYyXOTa B YCTAaTa,
HAaPYMeH Ut raaeHe, KMCENUHH
Hapyuwienun na xooicama u anepruivyHu KOKHH CHMITTOMH
ROOKONCHAMA MBLKAH
Obwyu napywenua u egpexmu | cnadocr
HQ MACTHOMO HA NPURAOICEHUE
Hzcaeosanus NpoMaHa Ha aenpecus Ha ST-cermeHTa Ha
KPBBHOTO HAJATAHE | €NEKTPOKAPAHOTpaMaTa,
(rmaBHo yabipkapane Ha QT uHTepsana
MOHWXKABAHE)

Crol111aBaHe Ha IOJO3MPAHU HEXeNaHy PeaKlHy

Cro611aBaHeTO Ha NOLO3MPAHH HEXKENAaHH PeakLMy CIed paspellasane 3a ynorpeda Ha 1eKapCTBEHHA
APOAYKT € BaxkHO, ToBa NO3BONABA A2 POABLAKH HaGMIOACHUETO HA CHOTHOLUEHHETO M0J3a/PHCK 32
NeKapcTBeHHA MPOAYKT. OT MeJHUWHCKHTE CMELMATTHCTH CE W3UCKBa Aa Cho0LIaBaT BCAKa
NMOJO3HPAHA HEXeEIaHa peakiua upe3 M3nbaHuTeNHa aresuMa no jekapereara yi. ,,JlamMan ['pyes” Ne
8, 1303 Codus, Tem.: +35 928903417, yebeaiiT: www.bda.bg.

4.9 IIpeno3npane




[lo nurepaTypHH AaHHM MPOABDKHATEIIHOTO IPHIOKEHYE Ha 71032 OT 60 mg BHHIOLUETHH
JIHEBHO CBINO € He3onacHo. JOpH eIHOKPATHOTO NEPOPATHO NMPHIOKEeHHE Ha 360 mg
BHUHIIOLIETHH HE BOOM OO KJIHHHYHO 3a0eNeKUMH CEPASYHO-CHACBH MK APYTH HEXEJIAHH
eexTH.

5. @®APMAKOJOIHYHH CBOUCTBA
3.1 PapMaKOAHHAMHYHA CBOHCTBA

PdapMakoTepaneBTHYHA IPyra: NCHXO0AHAJIENITHLM, APYTH [ICHXOCTUMYJIAHTH U

HOOTPOIMHAYHK CPEeAcTBa,
ATC kon: NO6BX 18

MexaHu3bM Ha ASHCTBHE

BHHNOLIETHH € CheqUHEHHE ¢ KOMIUIEKCEH MEXaHM3EBM Ha ACHCTBHE, KOSTO HMa
GnaronpysTHU eeKTH BHPXY MO3bYHATa 0OMAHA U KPBBOTOK, 4 CHILO TAKA M BBPXY
PeOJIOTMYHHUTE CBOHCTEAa Ha KPBbBTA.

BHHIOLETHH NPHTEKABA HEGPONpOmexmugHu egexmuy: 0TCnabBa yBpekaaluTe epeKT! Ha
LHTOTOKCHYHHTE PeakUH, NPeIJU3BHKAaHH OT B30y nammTe aMuno-Kucenusn. Iloaracka
BOJITaK-3aBHCHMUTE Na*- 1 Ca?*-kananm, kakto u peuetrropure 3a NMDA u AMPA,
IlopHiiaga HEBPONPOTEKTHBHHA eEKT Ha ARCHO3MH.

BunnouetuH cmumynupa Mo3vuHUL Memabonu3vm: yBeinvapa KOHCYMALMATA H
OTOJI30TBOPSABAHETO HA [YIIOKO3aTa M KUCJIOPOA OT MO3bYHATA ThKaH. Y BENUYasa
MOHOCHMOCTTA Ha MO3BYHHTE KIETKH KBM XHMINOKCHS; NOAOOPABa TPAHCIIOPTA Ha IIKOK03a
(eAMHCTBEHUAT M3TOUYHMK HA SHEPTHA 32 MO3BKA) rpe3 KpbBHO-MO3bYHATA OapHepa;
NPOMEHS IITIIOKO3HHA MeTa00NH3BM KbM €HepreTHUHO MOo-H3TrOAHHSA acpoOeH IEBT;
CENEKTHBHO HHXHOHpa Ca’-kanmoaynun 3asucimus Ul M®d-pocpoauecrepasa (PDE)
€H3MM; YBEJIHYaBa MO3BYHOTO HHBO Ha UAM® W ul MO, [lopHillaBa KOHLEHTpaL#ATa Ha
AT® u crotHOWeHneTo ATO/AM® B MO3BKa; yBENM4aBa MO3BUHHSA OOMEH Ha
HOPAJAPCHAIMH K CEPOTOHHH, CTHMYJIHpPA aCUCHACHTHATA HOPAAPECHEPruyHa CHCTEMa,
YNPaXKHABA AHTHOKCUIAHTHO NEeHCTBHE ¥ KATO PE3YNTAT OT BCHUKH T€3H €PEKTH,
BHHITOHETHH € CHEAUHEHUE C MOIBUHO-TIPOTSKTHBHO ASKCTBYE.

Bunnoyemun noO06pA8a MOIBUHAMA MUKPOYUPKYIAYUA. TIOTHCKA TpOMOOLIMTHATA
arperauus, HaMaJsiBa NMaToJOTHYHO YBEJHYSHHA KPbBEH BUCKO3ZHTET; YBEAHYaBa
IUTACTHYHOCTTA HA SPUTPOUMTHTE H MOTHCKA 3aXBalUaHeTo HA aIeHO3WHA, NOANOMara
KHCIOPOXHHS TPAHCIIOPT KbM MO3BYHATA THKaH Upe3 HaMalABAHE KUCNOPOAHUS aQHHHTET
Ha ePHTPOLIUTHTE.

Bunnoyemun usbupamenno yseauuasq Mo3o4Hul KPo8oMoK. OBALLIABA MO3bUHATA dpaKLis
Ha CBpACYHHA MHHYTeH o0eM; HaMansaBa MO3BYHOTO ChIOBO CHIIPOTUBJICHHUE, 0¢3 Aa
NOBJIHABA CHCTEMHOTO KPBBOOOpalleHHe (apTepyHanHo HalsraHe, ChbpAeueH MUHYTCH 00eM,
ChPACYHA YECTOTa, 000 NepHPEPHO CLIPOTHBIIEHHE); HE MPOBOKHPA €(EKT Ha
"oTkpaneaHe". OCBEH TOBA, 10 BpeMe Ha MPWIOKESHHETO, NoaoOpaABa KpbBOCHAGAKBAHETO B
YBpeACHATA (HO BCE OLLIE HE HEKPOTH3Npaia) HCXeMHYHA 00nacT C HMCKa nepdys3us
(oOpateH edext Ha OTKpaBaHe).

5.2 DapMaKOKHHETAYHH CBOHCTBA




1 uac cnen nepopanto npuaoKeHue. OCHOBHOTO MACTO Ha aGcopbuns e MpoKCUMATHaTa
YacT Ha CTOMAIIHO-YPEBHHA TPAKT. BemecTBoTO He ce MeTa00IH3Mpa NPH NTPEMHHABAHETO
npe3 YpeBHaTa CTeHa.

PaznpenereHye
B npoy4saHus ¢ NEPOPATHO NPUNATAHE NIPOBSAECHH NpH MUIBXOBS ¢ PATHOU3IOTONHO

MapKHpaH BHHITOLETHH Hail-BHCOKA PAJIHOAKTHBHOCT C& OTYHMTA B YEPHUA Apob H
CTOMALLHO-YPEBHMA TPAKT. MaKCHMAJIHHTE ThKAHHH KOHUECHTPALMH MOraT Aa ObAaT
U3MepeHH 2-4 yaca cnell NpHaoxKeHHeTo. KOHIeHTpauuaTa Ha paiuOaKTUBHOCT H3MEPCHA B
MO3BKa He NPEeBRIIABA KOHIEHTPALMATA H3MEPEHA B KPBBTA,

[Ipu xopa: cBbP3BaHeTO ¢ IUIa3MEHHTE NPOTEHHH € 66%. AGcomoTHaTa OpanHa
GHOHANTMYHOCT HA BHHIOLETHH € 7%. O0eMbT Ha pasnpencicHue ¢ 246,7+88,5 1, koero
MOK4382 3HAUMMO YJIaBsiHe B ThKaHUTe. CTOWHOCTTA HA KJIMPBHCA Ha BHHIOLETHH (66,7 1/h)
[LpEeBHILABA CTOHHOCTTA HA MNa3MEeHUR 33 yepHus Apol (50 Vh), xoero nokassa
H3BbHYEPHOAPOOEH MeTaboNH3bM.

BuorpancdopmMauus

OcHOBHMAT MeTabOoIMT Ha BUHNOLETHH € aTOBHHKaMMHOBaTa kucennHa (ABK), koATo nipu
xopa ce o6pasyea B 25-30%. Ciieq nepopanHo NpuiIcKeHHe, TiolTa noa kpusara Ha ABK e
ZIBa IbTH NO-TOMAMA OTKOIKOTO CJIEA HHTPABEHO3HO NPUIIOKEHHE, NOKasBaiki obpasyBaHe
Ha ABK no Bpeme Ha first-pass MeraGomH3Ma Ha BUHIIOLETHH, lpyruTe yCTaHOBEHH
MeTabOTHTH ca XMAPOKCH- BUHITOUETHH, XUApokcH-ABK, auxuapokcH-ABK-ranuuHaT 1
TEXHH KOHIOTaTH ¢ TMIOKYPOHUAN W/unu cyndaty. [Tpu sCHUKK TPOYYBAHW BHAOBES
KOJIMMECTBOTO BHHIIOLETHH EKCKPETHPaH B HETIPOMEHEH BH/ € CaMO MaJiKa YacT OT
NPUIOIKEHATA 1034,

BaxcHo 1 GaaronpusaTHO CBOHCTBO HA BHHMOLIETHH €, Ye HE € Heoﬁxonumo KOPHUIHpaHe Ha
Jo3ara npH uepHoapobuu 1 Oudpednn 3abonaeaHud, Thi KaTo, NOpagH XapakTepa Ha
oOMAHATA CH, TOH HE Ce HaTpyIBa.

EmTuMHUHHApPaHe
Ipu xopa eNUMHUHAITHOHHHAT NOMy#HBOT ¢ 4,83+1,29 yaca. B npoyusaHus 1poBeAeHH C

PaZIMOAKTUBHO BELIECTBO, € YCTAHOBCHO, Y€ OCHOBHUAT BT HA eIUMHHUAPAHE ¢ TIpes
ypHHAaTa U Ppekanuure B ¢hoTHOMEHHE 60-40%. Ilo-ronsama vact OT H30TOMHATA AKTHBHOCT
& YCTAHOBEHO, e € ¢ OHnuapeH MPOU3X0A [IPH IUTBXOBE H KY4Y€Ta, HO HE C€ NOTBhPKIaBa
3HaYHMa SHTEepOXEMaTalIHA HPKYJIauKi. ANIOBUHKAMHHOBATA KHCEIHHA C& CKCKpeTHpa Npe3
opOperuTe upes rIoMepyiHa unTpaups, STHMHHALMOHHHAT NOAYXKUBOT €& MPOMEHA B
3aBHCHMOCT OT 034Ta M ITbTA HA BbBEXRAHE HA BHHIIOLETHH.

JInHeHHOCT/HENHHEHHOCT

[Tpu NoBTapAIO ¢E NEPOPATHO NPHIIOKEHHE B I03H 5 Mg H 10 mg BHHIIOUESTHH C€ NOKa3Ba
RUHETINA KUHemUKa, CTALLMOHAPHUTE MIa3MEeHH KOHUeHTpaluuH ca 1,2+0,27 ng/ml v
pecniekTHBHO 2,1+0,33 ng/ml.

[TpomeHH Ha (apMakOKWHETHYHHTE CBOHCTBA MPH CleLHANHH YCIOBHA (HAnp. BHIPacT,
CHITETCTBALIHU 3800naBaHN)
TBH KaTO BUHIIOLIETHH € NOKA3aH OCHOBHO 3a JIeueHKe Ha NAallHeHTH B Hampe/iHajia Be3pacT,

npy KOUTO NPOMEHHTE B KMHETHKATa HA JIeKapcTRaTa c¢a A00pe H3BECTHH — HaMaJieHa
abcopbuus, paznuuHO pasznpeReneHHe U MeTaDON3BM, HAMANICHA eKCKPELIUS, € BAXKHO 14 Ce
NpOBEAAT KHHETUYHH NIPOYYBAHMA B Ta3U BB3pacTOBa rpyina, 0COOSHO MO OTHOLIEHHE Ha
ABATOCPOYHO NPHNOKEHHE. Pe3synTaTUTE NOKA3RaT, Ye KWHHETHKATA HA BUHIIOLICTHH FIPH..

BUHIMOLIETUH APH MJIAAH NAHEeHTH, NPH TOBA HE ce HAOMI0AaBa KyMYJAUPAHE,,
B cay4au Ha HapyleHHe Ha YepHOAPoOHaTa U 6x6peuna PyHKLMA MOXKe



obxuaiiHaTa 4034, 3alI0TO BHHNOLIETHH HE KyMYMHpa A0PH U NPH Te3H NAMEHTH, KOETO
NO3BONABA IBJAMOCPOYHO JICUSHHE,

53 IIpenxIAHMYHH ARHH 32 OesonacHocT

TokcHKOJIOTHS

Qcmga MOKCUYHOCI

H3cneasanmsa 3a 0cTpa TOKCHYHOCT Ca NMPOBENEHH BhpPXY MHIIKH, IUTBXOBE K KyyeTd. He €
ycTaHoBeHa opanua 103a LDsp npu kyvema, Thil Karo cinea A03a 400 mg/kg ca noepeinany.

IHooocmpa moxcuynocm

IIpH mrsXoBe ¢ HMHTPABEHOZHO MpMWIcKeHe 3a 14 AHM He ce HabIoAaBaT CHMITTOMH Ha
TOKCHYHOCT 0 A03a 8 mg/kg TereCHO Tero, a pH KY4eTa ¢ HHTPABSHO3HO NPHIOKEHHE 32
28 muu go joza 5 mg/kg TenecHo terno. [Ipu J03H No-BUCOKH OT Te3H ¢e Habmoaapar
CNIIOHOOTAENSHE, NOBHIIEHA CHPACYHA H AHXaTenHa decToTa. [lnesxose nonyyasamm
NIEKapCTBOTO NMepOpasHO 3a 28 gHu noHacaT nobpe nopy no3u 25 mg/kg TenecHo Tero.

XPOHUYHA MOKCUMHOCT

[lo Bpeme Ha npoy4YBaHUATA 334 XPOHHYHA TOKCHYHOCT ¢ MPOAB/DKHTEITHOCT HAJ ¢[Ha
roAHHa, HATO KIHHHYHHTE, HUTO JTa0OpaTOpHUTE H NAaToJ0roaHaTOMHYHH JaHHH NOKa3BatT
KaKBHTO M 1a GHJIO MaTOMOTMYHW OTKJIOHEHHUS; HaMp. MPH NIBXO0BE 6-MECEHHO NEPOPAAHO
nedenue ¢ no3n 100 mg/kg He MpHYIHHABA HUKAKbB CHCTEMEH TOKCHYeEH edekT. [Ipn kyuyera
B AepopanHy Ao3M 45 mg/kg TenecHO TErno ce H3ABABAT CaMO HaMalleH aneTHT M
noepsane. IIpn Kyuera no speme Ha 90 AHEBHO HHTPABEHO3ZHO NPUAOKEHHE HA KaBUHTOH
ce HabmoAaBaT HEXEIAHH KITMHHYHY CUMITOMH (HaMalleH aneTHT, KOHBYJICHH, NOBHIIEHH
IMyJIC H JUXATe/IHA YeCTOTa) IPH JO3H MO-BUCOKM OT 5 mg/Kg TenecHo Terio, Ho
nabopaToOpHUTE JAHHH B XHCTOJIOrHUHHMTE pe3y/ITATH OCTaBaT HEraTHBHH.

PerpoayxkTHBHM MPOYUBAHNA
B crorBercTBHE ¢ PE3YATATHTE OT TE3H IPOYYBAHMA BHHMOLIETHH He NOBIMABA (epTHANTETA

P MBIKKH H JKCHCKH KHBOTHH. C'BI.IJ.O TaKa He MoraT Na ¢ YCTAHOBAT TCPATOreHHH H
eMOPHOTOKCHYHH eeKTH. B HAKOH Cly4yaH IPH NPUICKEHHE Ha BUCOKH JO3H BHHITONETHH
ce HaOmoaaBaT NIALEHTaPHO KbPBEHE H abopT, BEpOATHO B PE3y/TaT HA NOBHLICHHA
aneHTapeH KppBoToK. Ilpu GpeMeHHH XKHBOTHH TOKCHYHUS e()eKT Ha BHHITOLICTHH Ce
YBEJIHYABa 10 BPEME Ha WHTPaBEHO3HOTO NpHaokeHHe. B npoy4ysaHuATa 3a epH-H
[IOCTHATAJIHA TOKCHYHOCT HE C€ YCTAHOBABA TOKCHYEH S(EKT B CNECABALLOTO NOKOJICHHE,

MyTtareHHocT
C noMolira Ha HAKOJIKO METOAA € JOKa3aHO, Y€ BUHIIOLETHH HAMa MyTareHHH eq:velcm.

KapuuHoreHHocT
CBII1aCHO Ppe3yNTATHTE OT ABY-TOAMLIHH NPOYUBAHKS MOXKE a ¢ 3aKIIOMH, Y€ BUHMOLETHH

HAMAa KAapUHNHOTCHCH PHCK IIPH XOpa.

6. DAPMAIIEBTRYHH JAHHHA

6.1 CnHchk HA NOMOIHHTE BEIECTBA

Kononaen 0e3B0i€H CHIIHLIMEB NHOKCH,
MarHesuee cTeapar,

Tank,

LapeBHuUHO HHILIECTH,




JlaxkTo33a MOHOXHApAT.

6.2 HechbBMECTHMOCTH

- Hermpunoxxumo.

6.3 Cpok Ha roaHocT

3 TOAYHH

- 64 Cnennainn yeIoBHA B ChXpaHeHHe

CuxpaHsBaiite Gnucrepa B KapTOHEHATA ONAKOBKA, 33 Ja OBl NpeanaseH OT CBETAHHA.
6.5 Braa n ¢cbabpKaHHE HA ONTAKOBKATA

Kapuuton ®opre 10 mg rabnerku: 30, 45, 60 i 90 Tabnerku.

Tabnerkure ca onakoeanH B PVC//amyMuaueBr OIMCTEPH U KAPTOHEHA CTbBaeMa KyTHA.
6.6 Cnenuanny npeanasHn MepPKH HPH M3XBbPARHE H pabora

HocrernxocT: JleKapeTBeH MPOAYKT, OTITYCKAH IO JIEKAPCKO NPSANHCAHHE.

Bcexu neynoTpeGeH NpOAYKT MM HETOAEH mMaTepuas Tpa0sa fa ce yHHILOXK2EA B
CHOTBETCTBHE ¢ MECTHHTE H3UCKBAHMA.

7. THNPUTEXATEJ HA PABPEIIEHHUETO 3A YIIOTPEBA
Gedeon Richter Pic.

Gydmrol at 19721,

1103 Budapest X.,

Yurapus

8. HOMEP(A) HA PA3SPEIINEHHETO 3A YIIOTPEBA
20010989

9.  JTATA HA ITbPBO PA3PEIIABAHE/MIOTHOBSIBAHE HA
PA3SPENNIEHUETO 3A YIIOTPEBA

11.10.2001

10, JATA HA AKTYAJIM3UPAHE HA TEKCTA




