1. HUME HA JIEKAPCTBEHUSA ITPOAYKT Kbamxa xapaxmmepucimiua wa 1o i

ACIIMPHUH C 400 mg / 240 mg edeppecueHTHH TableTKH —uPoa ﬁooo Owe

ASPIRIN C 400 mg / 240 mg effervescent tablets Fspee. e
s - ... FANO K, (306 2006
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2. KAYECTBEH U KOJIMYECTBEH CbCTAB = — ————————oooees

I edepsecuenTra Tabnerka chabpka: 400 mg auetnicanuumiosa kucenuna (acetylsalicylic acid) n 240 mg
ackopOuHOBa kucenuHa (ascorbic acid).

3a Mb/JAHKA CITHCHK HA NOMOLLHHTE BELLECTBA, BUAKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

EdeprectienTna Tabnerka.
bsna, kpbraa edeppecuenta Tabnerka, obo3HaueHa ¢ kpbera Ha Bayer ot eiHaTa crpana Ha TabneTkara.

4. KJIUMHHYHH JAHHU
4.1 TepaneBTHYHH NOKA3aAHHSA

3a CHMITOMATHYHO MOBJIMABAHE HA rinaBobonue, 3606011, GOJIKM B IbPJIOTO, MEHCTPYATHH BOJIKH,
MYCKYJIHW W cTaBHU Oosikn, Oonka B rbpba, J1eKH apTpuTHH GOJIKH.
[Ipu npoctyna uan rpun 3a cumnromatuuHo obuiekuaBaHe Ha O0JIKa M MOBHIIEHA TEMIIEpPATypa.

4.2  Jlo3MpOBKA M HAYHH HA NPHJIOKEHHE

,ﬂOBH[!OBK&

AueTniicanMUnIOBaTa KUCEIHHA B KOMOMHALMs ¢ ackopOMHOBa KHCeMHA He TpsOBa /1a ce npuema rnopeue
oT 3 - 5 inmn Oe3 KoHeyITalus ¢ nekap.

Buwi3pacmuu

300-1000 mg auetTnacanuumnoBa kucennna (1-2 edeppeciienrTin TabieTkl) KaTto eIHOKPaTHA /1034, KOSATO
MO3KE J1a C€ MOBTOPH 1PH HeOOXOAUMOCT clie/l MUHUMYM 4 vaca. He TpsabBa na ce npesuinasa
MakcumasHaTa aHesHa jioza ot 4000 mg anernncanuumiosa kucenuna (10 eeprecieHTHH TabneTkH).

Heduampuuna nonyaayus

Ynorpebata Ha aueTHICATHIKIOBA KUCEIHHA B KOMOMHALMS ¢ acKOpOMHOBA KMCEJIMHA HE Ce NPENnophyBa
npu aeua noa 12 roaunmna b3pact. B cinyuaii Ha ciyvaeH npuem k. Touka 4.4 . .Crieunaniu
NpeaynpekIeHHs 1 npeinasHi Mepku npu ynorpeba”.

Hauun Ha npujioikeHue

3a nepopasiHo NpHIIOKEHHE.
EdepsecuienTanTe TabieTkn ce pa3TBapsT B Hallia BOJA MPEJiU J1a Ce NPHEMAT.

4.3 IlporuBonokazanus /,.. 2

/

CJIEJIHUTE CIIY4au:

- CBPbXYYBCTBHTEIHOCT KbM ALETHIICATMLIMI0OBA KMCETTMHA WK IPYTH CAlTMLIMIIATH,
KHCEJIHHA HJIK KbM HKOE OT NOMOLIHHTE BelllecTBa, 30poeHH B Touka 6.1, & 2y /3

- NpH HAJIMYHE HA AHAMHECTHYHM JaHHU 3a acTMa, NpeIM3BHKaHa OT MpHJIaraHe Ha CaSMlIHﬂaTH wm S

cyOcTaHUmMM ¢ no100HO AeicTBHE, NPe/IH BCHYKO HECTEPOM/IHH TPOTHBOBL3NAIUTETHH ﬂelcappTBa,
1 Ty




- aKTMBHM CTOMAUIHH A3BH,

- XEMOparH4HH qUaTe3u,

- Texcka ObOpeuHa HeAOCTATBYHOCT,

- TEKKA YePHOIPOOHA HEAOCTATHYHOCT,

- TeMKa ChpJEYHA HEOCTATRUHOCT,

- KOMOHHaUMA ¢ METOTPEKCAT NPH A03H 15 mg/cenMuiHO WK noBeye (Bxk. Touka 4.5 Bzaumoneiictaus
C ApPYrd JIEKAPCTBEHM MPOAYKTH M APYrH (POPMU HA B3aMMOJCHCTBHE),

- MocneHo TpUMeceuHe Ha OPEMEHHOCTTa,

- Hed)pOIMTHA3a WK aHaMHe3a 32 HethponKTHAa3A,

- XHNEpoKcanyp1a

- XEMOXpOMaTo3a,

4.4 Cpoeunanyu npeaynpexIcHHS H NPeANa3HH MEPKH NPH YNoTpeda

AueTHICATHIMNOBaTA KMCeIMHA TpabBa Aa ce M3NON3Ba NpK CeAHNUTE CITyYau ¢aMo CJleA BHUMATENHA
MPEUEHKA HA PHCKOBETE W NOJI3HTE OT TAKOBA JIeYEHHE!

- CBbpX4yBCTBHTENHOCT KbM JPYTH aHANTETHLM, IPOTUBOBL3NATHTENHN WIH AHTHPEBMATHYHH
N1eKapcTBa, HNK JPYTH alneprety,

- AHaMHECTHYHH JJAHHH 33 CTOMALIHO-4PEBHY A3BH, BKTIOYHTEIHO XPOHHUUHA WM pelIMAWBMpalIla
A3BeHa bonecT, WH AHAMHECTHYHH JAHHH 33 CTOMALIHO-YPERHH KPbBOH3/IHEH,

- EAHOBpeMEHHO JieveHHe ¢ aHTHKOarynaHTH (BX. Touka 4.5 ,,BzanMogelicTus ¢ apyru
JIEKAPCTBEHH NPOAYKTH H APYrH (POpMH Ha B3auMoeicTere™),

- [launenTn ¢ HapyweHa 6u6peuna dyHKLUHMA HITH NAlIMEHTH C HAPYLUEHA ChPAEYHO-ChA0BA
UMpKyJauua (Hanp. 6u6peuHo cbaoBo 3abongBaHe, KOHTECTUBHA ChpPACUHA HEAOCTATLYHOCT,
XHNOBOJIEMHA, FONAMA ONEPALNA, CEINICHC WK FONIEMH XEMOParMyHu cubuTHd), Thil KaTo
ALEETWICANTHUIMNIOBATA KHCEIHHA MOXKE AOMBIHHTENHO 14 MOBULIK PHCKa oT 6b6peuHo
YBPEXJaHe Uy octpa Ob0peyuHa HeoCTATBHHOCT,

- Hapywena uepHoppobua dyHkuua.

AUETHNCANUMIMIORATA KHCE/IMHA MOXKeE 1a NPHYHHH GPOHXOCNAa3bM H 12 HHAYLIMPA ACTMATHYHH aTaKu WK
ApYTy peakUMH Ha CBPBLXUYBCTBUTENHOCT. PHckoBH dakTopH ca chluecTByBalla GpOHXHANIHA aCTMA, CEHHA
XpeMa, HA3aNHH NOJMIIH WM XpoHHUHO BenoapobHo 3abonssane. ToBa ce OTHACA CBILO M 32 MALIMEHTH C
aNepruyHy peakuHH (Hafp. KOXKHH PeakurH, cbpbex, yPTHKapHe) KbM APYTH BELLIECTBA.

Ilpyn naureHTH, NeKyBaHH ¢ aUETHICATHLWIOBA KHCENMHA ca CbOGLUABAHM PEJIKH CITy4ay Ha OCTpa
MHOKAP/IHA UCXEMHA CBC WM 6e3 HH(APKT Ha MMOKap/1a KATO YaCT OT PEAKLIMA HA CBPBLXUYRCTBHTENHOCT
(evnppom na Kynuc). B chyuaii Ha noTespaeH cHHApoM Ha KyHuUC, abinKanl ce Ha aueTHICATHLWIOBA
KHCeNWHa, NnpueMbT HA AcnupuH C tpabea na ce npekpaT He3aGaBHO,

[lopany nHXHOUTOpHHSA edekT BbpXy TPOMOOLIMTHATA arperauys, KOWTO NPOALIKABA HAKONKO JHH CIIE
TNPHIIOKEHHE, ALETHICATHLMIORATA KHCETHHA MOXKE J1a A0BE/IE N0 TEHAECHLIMA 32 MOBHILCHO KbPBEHE 110
BPEME W CNIET XMPYPrHYECKH ONEPaLiiK (BIIIIOUHTENHO Majlka XHPYPris, Hanp. 3b0HH eKCTpakuu),

B HHCKH AO03H aLCTHICATHLUHIOBATA KUCETHHA NOHMKABA CKCKPELHATE Ha NMUMKOUYHATA KHCEelTHHA. Tosa Moxke
Aa NpOBOKHpa Mojarpa npu NauueHTH ¢ TEHAEHUHUA 33 HUCKA eKCKpeUHA Ha MAKOYHA KHCENTHHA.

JlekapcTBEHH NPOAYKTH, ChABPXKALIH ALETHICAIUUMIOBA KHCENMHA, He TPAOBA 14 CE H3MON3BAT NPH AELA H
IOHOLLH NIPK HANTHYHE Ha BUPYCHH HH(EKUNH ¢ unu Be3 noBuuIeHa TeMnepaTypa 6e3 KOHCYNITalMs C eKap.
Ilpu onpeaenenn BupycHu 3abonasanus, ocobeHo rpun A, B u Bapuiiena, chluecTByBa pUCK OT pasBUTHE Ha
CHHApOM Ha Peif — MHOTO psiJIKO, HO TTOTEHLIMANHO »HBOTO3aCTpalllaBaLo 3a601598aHE, H3HCKBALLO
He3a0aBHA MEAMLIMHCKA NOMOLL. PUCKBT MOJKE /1a C& YBENIH4H, aKO NPH Te3H 3a00N1ABaHKs Ce NpHeMa -
AUETH/ICAJIMUWIOBA KUCEHHA, BLIPEKH Y€ HE € 10KA3aHO HANMYME Ha TakaBa Bph3Ka. [TosBaTa &
NPOABIKHMTENHO MOBPbLIAHE NPH T€3M 3a00NABaHMA MOXKe Aa € IPH3HAaK Ha CUHApOM Ha Pe

[1pn naunenTy, cTpagauy ot Texbk NOKo30-6-docthar gexuaporenased aeduuut (G6PD
AUETHIICATHIIH/IOBATA KHCENHHA MOJKE Aa TIPEAU3BYKA XEMOJIM3a MITH XEMOJIMTHYHA AHEMH
KOMTO MOraT ja yBeNM4aT PHCKA OT XEMONH3a Ca HaNp. BUCOKH [103H, TPECKA HJIM OCTPH HH



[1pH NauHeHTH NpeAPa3NoNOKEHH KbM KaJILIHEBO-OKCANATHA HE(PONHTHA3A WITH ¢ PELIIHMBHpALLA
HedponuTHasa ce npenopbuBa na ce o6bpHe 0cobeHo BHUMAHKE B Cy4aii Ha NpHeM Ha acKOpOHHOBA
KHCENTMHA.

Topa nekapcTBo chabpka 438 mg HaTpHit BLE Beska Tabnerka. ToBa KONMYECTBO € EKBHBAIEHTHO Ha 21,9%
OT npenopbuuTeHUA 0T C30 MakcHManeH QHEBEeH XPAHUTENEH NPHEM Ha 2 g HATPHIf 33 Bh3pacTeH,

4.5 BaaumopeilicTBHe ¢ APYIH JIeKAPCTBEHH NPOAYKTH H APYrH GopMH HA B3aHMOAEHCTBHE

IlpoTHBONOKAZARH B3AUMOAEHCTBH:

MeToTpekcaT, H3N10,13BaH B 103H OT 15 mg/ceAMUUHO HIH MOBEYE:

IloBuiueHa XeMaToNOrHYHa TOKCHHHOCT Ha METOTPEKCAT (NTOHWKaBaHe Ha ObOpevHHs KIIMPBHC Ha
METOTPEKCAT OT NMPOTHBOBL3NAIHTEIHH JIEKAPCTBA B MONIAMa CTENEH H H3MECTBAHE HA METOTPEKCAT OT
HETOBOTO CBBP3BAHE ¢ NNa3MEHUTE NPOTEHHH OT CaTHUMnaTHTe) (Bx. Touka 4.3 [IpoTHBONOKa3aHus).

KomOnHaisn, KOHTO HANAIAT NPEANAIHN MEPKH OPH H3NO0I3BAHE!
Merorpekcar, H310/13BaH B 103H NO-HHCKH 0T 15 mg/ceamuuno:

[ToBuineHa XeMaTONOruYHa TOKCHYHOCT Ha METOTpEKCar (]'I()HI/I)K&B&HC Ha 6'I>6PCHHHH KIHPBHC HA
METOTPEKCAT OT NPOTHBOBBINANHTENHH IEKAPCTBA B rofaMa CTCMEH H H3MECTBAHE Ha METOTpEKCaT OT
HEroBOTO CBBLP3BAHE C MNASMEHHTE NPOTEHUHH OT CﬂJ'IHl.lHJ'l&THTe).

AHTHKOArYIAHTH, TPOMGOJIHTHIH/APYTrH HHXHOHTOPH HA TPOMGOUNTHATA arperalHs/xXemMocTas3a;
[oBHILEH PHUCK OT KBPBEHE.

APpyr# necrepoMIHH NPOTHBOBBINAIHTEIHH JEKAPCTBA Ch¢ CATHIKIIATH:
[ToButneH PpUCK OT A3BH M KbPBEHE OT CTOMALUHO-UPEBHHS TPAKT BCIICACTBHE HA CHHEPTHUHHMS e(eKT.

CenexTuBHH HHXHOHTOPH H2 06PATHOTO 3aXBanIaHe HA CEPOTOHHH!

[ToBuweH puck OT KbPBEHE OT FOPHATA HACT HA CTOMALUIHO-YPEBHUSA TPAKT MOPAAH BL3MOKEH CHHEPITHUEH
edexr.

JdHrokcun:
[nasmeHuTe KOHUEHTPALMM HA IMTOKCHHA CE NIOBHLLABAT NOPAAH HAMANABAHE Ha ObOpeYnaTa eKcKpeLHs.

AHTHAHA0ECTHH, HANP. HHCYJIHH, CYIPaHHIYPEHEH NPOIYKTH:

MosuweH xunoraukemuueH edeKT OT BUCOKH 103H allCTHICATMUMIOBA KHCENHHA TOCPEICTBOM
XHIOrIMKEMUYHOTO AEHCTBHE HA ALICTHIICAJIHLHIOBATA KUCETMHA H H3MECTBAaHE Ha Cy/IPaHHNYPeHHH
NPOAYKTH OT MACTOTO HA CBLP3BAHE C NJa3MeHUTe MPOTEUHHU.

Adnypernun B KOMOHHALHA ¢ ANETHICANHIH/I0BA KHCEIHHA:
Hamanssane Ha rnomepy iHaTa GpuATpaums MOCPEACTBOM NOHWKeH ObOPedYeH CHHTES Ha MPOCTArNaHIMHH.

CucreMns ril0KOKOPTHKOHAH, ¢ H3KIAI0YEHHE HA XHIPOKOPTH3IOH, H3NOI3BAH 32 3aMecTRAIID
JeqeHne npH Aguconosa Goaect;
TloHrxkeHu KPLBHH HHBA Ha CATULMIIATHTE 110 BPEMe Ha KOPTHKOCTEPOHIHOTO JI€UEHHE NOPANH NOBHIIEHO

€JIMMHHMPAHE Ha CATHUKIIATHTE OT KOPTHKOCTEPOHINTE W PUCK OT CATHMLHNATHO NPeao3HPaHe cien
CMHpaHE Ha TOBA JICUCHHE,

HaxndaTopn Ha anrHoTeH3HH KoHBepTHpamusa ew3uM (ACE) B koMOunanns ¢ aneTnacainuu/ioBa
KHCeJIHHA:

Hamanena rnomepynnara puntpaums nocpeacrsom HHXHGHpaHe Ha BA30AMIATATOPHH NIPOCTANAH
OcBeH TORa — HAMAJIEH AHTHXHMNEPTEH3UBEH edekT,

Baﬂnpoena KHCETHHA:

[NoBHilIeHA TOKCHYHOCT Ha BANTIpOEBAaTa KMCEHHA TOPAIH U3MECTBAHE OT MECTATa Ha fpoT
CBBLP3IBaHE.




Ankoxou:
IMoBuiueHo yBpexaaHe Ha CTOMALLIHO-YPEBHATA JIMraBHLA H YAb/IXKaBaHE BPEMETO HA KbPBEHE MOpaan
afUTHBHHUTE eeKTH Ha ALETHICATHLIMIOBATA KHCEJIMHA U ANKOXOJIA.

Y pHKO3YPHYHH cpeAcTBa KaTo GeniGpomapoH, npoGeHenna:
HamaneH ypukozypuyeH ediekT (KOHKYPEHIHS 33 €MTHMHHHUpaHe Ha IIHKOYHATA KUCeuHa upe3 6n0peuHa
TyOynapHa eKkCKpeLHs).

depepokcamun:
EaHoBpeMeHHOTO My NPHIOKEHHE ¢ acCKOPOMHOBA KHCEIMHA MOXE N1a TIPEIH3BHKA TOKCHYHOCT HA ThKAHUTE
C JKENA30, OCODEHO B CHPUETO, MPUUHHARANHKH ChpASUHA NEKOMITEHCALIHA.

B3anMoneiicTBue ¢ 1a00pATOPHE H3CAEABAHUA:

Toit kaTo BuTamMuH C € peayLHpai areHT (T.e. €1eKTPOHEH A0HOP), TOH MOXe J1a MPHYHUHH XHMMYECKH
CMYLIEHHA B N1a0OPaTOPHK TECTOBE, KOMTO BKJIIOUBAT OKUCIHTENHO-PEAYKUMOHHH PEAKLIMH, KATO AHAJTH3H
Ha rI0K033, KPEaTUHHH, KapbaMa3enuH, MMKOMHA KHCE/HHA B YPHHATA, CEPYMa M OKYJITHATA KPbB BhB
texannute. Buramun C Moxe 11a NOBAKsE HA TECTOBE, KOWTO W3MEPBAT [IIIOKO3aTa B yPHHATA M KPbBTa,
KOETO BOJM 10 (halliMBH MOKA3AHHSA, BLIPEKH Ye HsiMa eeKT BbpXy HHBATA HA KPbBHATA 3axap,

4.6 @epruauTer, 6PEMEHHOCT H KbPMEHE

bpemenHocT

MuxnOnpaHeTo Ha NpoCTarnaHnIMHOBHA CHHTE3 MOKE Na NOBMse HeGNArONPUATHO HA GPEMEHHOCTTA WHITH
embproHanHoTo/peTanHoTo passuTHe. JJaHHH OT EMMAEMHOAOTMYHHN NPOYUBAHHMS NIPEANOIATaT YBETHYEH
puck ot abopt n Mandopmanmu cnesi ynotpebara Ha HHXHOHTOP Ha NPOCTArAHAMHORHS CHHTES B paHHa
OpeMeHHOCT. CuuTa ce, e PUCKDBT CE YBENHUaBa ¢ JI03aTa H NPOAL/DKHTENHOCTTA Ha NedeHue. Hanuunure
AaHHH He NOAKPENAT BPb3KaTa MeX)ly IPUEMA Ha ALIETHJICANHLIMIOBA KUCETHHA H MOBHILEH PHCK OT
NOMATaHe. 3a aLETHICATHIMIIOBATA KHCEJIMHA HATUYHKTE ENHEMHONOTHUYHH JaHHH OTHOCHO
MandopmaLyH He ca €1HO3HAYHH, HO NOBHILEH PHCK OT FaCTPOCXM3HC HE MOXKe a ce M3KmouH. Eaxo
NPOCTIEKTHRHO H3MMTBAHE C €KCIIO3HIMA NPH paHHa GpemeHHOCT (1-BH — 4-TH Mecew) Ha okono 14 800
ABOHKH MaiKa-NeTe HE YCTAHOBABA HUKAKBa BPh3Ka C MOBHLLIEHATA YECTOTA Ha Maa(OpMaLIHH.

H3nuTBaHus ¢ XKHBOTHHM NOKa3BaT PENPOAYKTHBHA TOKCHYHOCT (BX. ,,[IpeAKIHHHYHN naHHK 3a
OezonacHoct”).

.neKapCTBeHH MPOAYKTH, ChALPHKAILH aUCTHICANTHUHI0BA KMUCE/IHHA He TpﬂﬁBa Aa C€ H3NOA3BAT I10 BpEME Ha
MbPBO U BTOPO TPpUMECeuHre Ha OPEMEHHOCTTA, OCBEH ako He ¢ abCOMIOTHO HEOOX0aAMMO. AKO JIEKapCTBEHU
NPOAYKTH, ChABPIKALIH ALETHICANTHLIMIOBA KHCENHHA CE W3MON3BAT OT jKeHa, ONUTBaLua ce na 3abpeMeHee,
WJIH 110 BpEME Ha [ThPBO M BTOPO TPUMeEceUHe Ha GpeMeHHOCTTa, 103aTa TpAOEA [a € Bh3MOXKHO Hal-HMCKA H
NPOABL/KHTEHOCTTA Ha JIeYEHHE []a € Bb3MOXHO Hali-KpaTka.

Ot 20-Ta cenmuua Ha 6peMeHHOCTTa HAaTATLK YNOTpebaTa Ha ALEeTHACATHLKIOBA KUCENHHA MOXE /13
NPHYHHH OITUTOXMAPAMHHOH B pesynTaT Ha 6bOpeuna aucdyHkiua Ha noaa. ToBa Moxe Aa ce ciyuu
CKOpO Clie]] 3aNn04BaHe Ha JEYEHHETO H 0OHKHOBEHO € 0OpaTUMO cliell NpeycTaHOBSRaHe. B nonnnnenue,
MMa ChOOLICHMA 3a CTECHABAHE Ha YKTYC apTEPUO3YC Clles JIeYeHHe NPe3 BTOPUS TPUMECTHP, TIOBEYETO OT
KOMTO OT3BY4aBaT C/E/l MPeKPaTABAHE HA JIEYEHHETO.

CnenosaTenHo, NekapcTBEHH NMPOAYKTH, ChABPIKALUM aLETHICATHLIOBA KMCE/IMHA, HE TpsA6Ba 1a ce
M3M0JI3BAT NO BPEME HA ITbPBO W BTOPO TPHMECEUHe Ha OPEMEHHOCTTA, OCBEH aKo He € aBCOMIOTHO
HeO6X0MMMO. AKO NEKAPCTBEHH NPOLYKTH, ChABPKAIIH aLETHICATHUNIOBA KHCENMHA CE U3MOI3BAT OT
XKEeHa, ONMTBala ce 1a 3abpemMeHee, UM MO BPEME Ha ITLPBO 1 BTOPO TPHMeceuHe Ha GpeMEHHOCTTA, 03aTa
TpAOBa a ObJe BBIMOKHO HaH-HHCKA W NPOABIKHTENHOCTTA HA ICYEHHETO Bb3MOMKHO Haii-

ceamuua 20 HaTaTbk. ALETHACATHUNIOBA KHCENMHa TPSOBA 1a ce IIPeyCTaHOBH, aKo ce
OJIMFOXHAPOAMHHOH MITHN CTECHABAHE HAa AYKTYC apTepHO3YC.



Ilo BpemMe HA TpeTO TPHMeceHHEe BCHYKH HHXHOHTODH Ha NPOCTATJIAHIHHOBHA CHHTE3 MOXKe J1a
NPHYHHAT HA deTyca:
¢  KapAHOMYJIMOHAJIHA TOKCUYHOCT (IIPEXAEBPEMEHHO CBUBAHE/3aTBApPAHE HA AYKTYC apTepHO3YC H
6enoapobHa xunepToHU);
e OBOpevHa JMCEYHKUMSA (BX. MO-rope).

M HXu0HTOPH HA NPOCTAMIAHAHHOBHA CHHTE3 MOTAT A HAI0XKAT H MaHKaTa, ¥ IeTeTO B Kpas Ha
OpeMeHHOCTTA HA:
®  Bb3MOMKHO YALKABAHE HA BPEMETO HA KbPBEHE - AHTUKOAryNalHoHeH edeKT, KOHTO MOXe 14 ce
MOABH AOPH CNEA MHOTO HHCKK J103H;
® TOTHCKaHE HAa MATOYHHWTE KOHTPAKLMK, KOETO 12 JoBene A0 3aDaBeHO H NPOALIKUTENHO pasKaaHe.

CnenoparenHo aueTHICATMIMIOBATA KHCENYWHA € NPOTUHROMOKA3aHA N0 BPEME Ha TPETOTO TPHMECEUHE Ha
OpemeHHocTTa (B3K. TOUukH 4.3 1 5.3},

Ktpmene
Canuuuna'rwre H TEXHUTE MeTaGOJ'lHTIfl HPEMHHaBaT B Maﬁ‘-IHHOTO M/IAKO B MAJIKH KOJTHYCCTBRA.

TwH kato nocera He ca HabNONABAHH HEXEIAHW PEAKLMK NPH HOBOPOLEHH Clle ciy4aiiHa ynoTtpeba,
OGHKHOBEHO He € HATIOXHTENIHO MpeKbCBaHe Ha KbpMeHeTo. [1pH peioBeH MpHeM WK PUEM Ha BUCOKH
1034, oGaue, KbpMeHeTO TPAOBa 1a ce NPeKhCHE PaHo.

QeprHaurer

Bb3 ocHOBa Ha orpaHHueHHTe MyOAHKYBAaHH NaHHHM, MPOYYBAHHATA MPH XOpa He NOKA3BaT NnocneoBaTeNeH
e(eKxT Ha aLEeTUICANTHLIHIOBATA KHCEAHHA BLPXY YBPEAUIAHETO HA EPTHNKTETA H HAMA YOenuTeAHH
N0Ka3aTeNCTBa OT [POYUBAHHA BbPXY XKMBOTHH.

4.7 EdektH BLpXY cnocofnocTTa 32 modupane n paboTa ¢ MaIHKK

Acnupun C He noeausea crnocoOHOCTTA 33 odupane W paboTa ¢ MalLHHM,

4.8 HexellaHH JIEKAPCTBEHH PeaKIHH

Habpoenure Hexenann nekapcTeeHd peakunH (HJIP) ce ocHOBaRaT HAa CNIOHTAHHM MOCTMAPKETHHTOBH
JOKJIaJM 33 BCHUKH Pa3HOBKIHOCTH HA ACMHPHH, BKIIOUHTENHO 32 MEPOPATTHO KPAaTKO- H IBITOCPOUHO
JIEYEHHE, NOPaaH KOETO He € NOAXOAAILO IpYNHpaHe CIopes TpuTe kareropuu Ha yectota CIOMS.

HapyuieHus Ha ropHaTa ¥ A0IHA YacT Ha CTOMAUIHO-UPERHHA TPaKT, KATO YECTH MPU3HALY ¥ CUMITOMH HA
AUCTIENCHs, AHApH3, FaeHe, NOBPBILAHE, CTOMAILIHO-YPERHA H KOpeMHA G0NKa, PAAKO — CTOMALUHO-YPEBHO
Bb3NAJEHHE, CTOMAIIHO-YPERHA A3Ba, MOTEHUHANHO, HO MHOTO PAJKO, BOAELIA O XeMOparuiHa CTOMAalIHO-
YpeBHa A3Ba H nepgopaums, ChC CHLOTBETHHTE TabopaTOpHY 1 KITMHHUYHM TIPH3HALU U CHMIITOMH, YpeBHa
AvadparmMeHa GonecT ¢ HeM3BECTHA YecToTa (0COOEHO NPH NPOIB/DKHATENHO IeHeHHE).

IMopaau cBos UHXUOHTOPEH edeKT BEPXY TPOMOOLIHTHTE, aLEeTHICAIMIHIOBATA KHCE/IHHA MOXe 1a Obae
CBbp3aHa C NOBHILEH PUCK OT KbpBeHe. HabnronasaHo e KbpBeHe, KaTO NepHONepPaTHBEH KPbBOHU3ITHB,
XEMaTOMH, EMHCTAKCHC, YPOTEHHTAHO KbpBEHE, KbPBEHE OT BEHUMTE. PAIKC 10 MHOTO paaKo ca
NOKJTaIBAHK CEPHO3HH KPLBOMIIHBH, KATO CTOMALIHO-YPEBEH KPLBOH3INB, MO3bYeH KPBBOM3NHB (0c0beHD
NPH NALKHEHTH C HEKOHTPOIHPAHA XHIEPTOHWA H/WIH Ha CHITBTCTBALLO NeHeHHe ¢ AHTHXEMOCTATHIIH), KOMTO
B €IMHHHYHH CIY4YaH MOTaT /12 ca NOTEHLMAIHO KHBOTO3ACTPalIABALIY,

KpBbBOH3NURLT MOMKE a IPHUMHH [TOCTXEMOPArHuHa aHeMHs/kKena30-aedHUUTHA aHeMus (1
CKPHTO MHUKPOKBPBEHE) ChC CHLOTRETHHTE N1a60PaTOPHH W KITMHHYHH NTPH3HALIA H CHMITTOM
6nenHoct, xunonepdysus.

PeakuyH Ha CBPbXHYBCTBMTENHOCT ChC ChOTBETHHTE Nab0opaTOPHH W KJIMHAYHH NIPOSIBH,
pecrmHpaTopHO 3abonaBaHe, 0GOCTPEHO ¢ aCMUPHH, JIEKH 10 YMEPEHH PEAKLIMH, NOTEHUHAIT ‘!:g raum
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KOXATa, AMXATEIHHTE NTbTHLIA, CTOMALIHO-UPEBHHA TPAKT H ChPUCHHO-CBHAOBATA CHCTEMA, BIJIIOUHTEIHO
CHMNTOMHM KaTo 0OpHB, YPTHKAapHS, OTOK, CbpOeK, PUHHT, HAa3a/IHA KOHFECTHA, CHPAEHHO-PeCTHPAaTOpeH
AMCTPEC H, MHOTO PAJKO, TEXKH PEakLIMH, BKIIOUHTENHO aHA(IIAKTHYEH LIOK,

CunppoM Ha KyHHc (ocTpa MHOKapAHA HCXEMHS Che HIIM Ge3 HHPapKT HA MHOKAPAA KATO YACT OT peakLius
HA CBP'bXUYYBCTBUTE/IHOCT) C HEU3BECTHA 4eCTOTa (BK. ToUKa 4.4).

MHoro pagko ce cboOliaBa 3a NpexoAHo YepHOAPOOHO HapyLIeHHE ¢ MOBHIIABAHE HAa YEPHOIPOOHUTS
TPaHCaAMHHA3H.

[1pn naumeHTH ¢ TexchK rawoko3o-6-ocdar nexnaporeHasen nedpuunt (G6PD) ca moknanBaHKH XeMoM3a H
XEMOJIMTHUHA aHEMMS.

Bpbpeuno yBpexiaHe W ocTpa 6b0peuHa HeJOCTATBEUHOCT ¢a AOKNAABAHM ChLUO TAKA.
JloKnajapaHu ca CBETOBBLPTEXK H LIYM B YLIHTE, KOHTO MOXKE /ia Ca NPH3HAK Ha Mpeo3HpaHe.

CroblaraHe Ha NOAO3UPAHH HEXKENAHH DEAKLIMH

CrpoblapaHeTo Ha NOJO3MPaHH HEXENAHH PeaKUMH clel paspelilaBaHe 3a ynotpeba Ha JieKapeTBeHHs
NPOAYKT € BaXKHO. ToBa Mo3BoONABA Aa NPOABILKY HabIIOAEHHETO HA ChOTHOLIEHHETO MON3a/PUCK 3a
NIeKapCTBEHUA NIPOAYKT. OT MEAMLIMHCKUTE CMELMATHCTH Ce H3UCKBa J1a cboOLIaBaT BCAKA MOA03HpaHa
HeXKeJlaHa peakuus Ypes

HanwenHuTenHa areHuMs no gekapcreara

yin. ,,Jlamau I'pyer” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalT: www.bda.bg

4.9 IIpeaosnpane

Cannumnarsara TokcHuHocT (> 100 mg/kg/neBHo B npoabkeHHe HA 2 IHH MOXKE 12 NPeA3BHKA
TOKCHYHOCT) MOXE /1a € Pe3yNTaT OT XPOHHYHA, TEPANEBTHYHO NPUA0GHTA HHTOKCHKALMSA M OT MOTELHATHO
MMBOTO3ACTpAaLlaBalll OCTPH HHTOKCHKALMK (TIpe/lo3HpaHe), BAPHPALLH OT Clly4YaiHO NOrTbILAHE NpH Aela
J0 cnyqaifmu HHTOKCHKallUH.

XPOHH‘H!OTO OTpaBaAHE CBC CATITMUMNATH MOXKE ia 6’1:}13 CKpHTO, TBit KaTO NPHU3HALHTE H CHMNITOMHUTE Ca
HecneuHpHYHH. Jlexa XpOHHIHA CANHIIMTATHA MHTOKCHKALIKS, HIIH CANTMUMINIEM, OOMKHOBEHO C€E M0sABABa
€[1Ba Cnel MHOTOKpaTHa ynotpeba Ha ronemu n03n. CUMNTOMHTE BKJIIOYBAT 3aMaliBaHe, CBETOBBPTEN, LIYM
B YUINTE, FIYXOTa, H3MOTABAHE, TAZICHE W MOBpPbLaHe, rragobonue W o0LpKBaHe, W MOTaT 1a ce
KOHTPOJIMPAT upe3 HaManseaHe Ha fo3ata. LllyM B yluMTe MoXke A2 ce NOSIEH MPH M1a3MeHH KOHLIEHTPALIHU
ot 150 no 300 mukporpama/ml. [To-cepro3Hn HexxenaHK peakUHy ce MOABABAT NMPH KOHLEHTPALIRY HaJl

300 mukporpama/ml.

THNHYHA XapaKTEPHCTHKA Ha OCTPA CAJTHUHIATHA HHTOKCHKAIHSA € TEXKO HApPYIUICHHE HA KHCETMHHO-
ankainus 6anaHc, KOHTO MOXeE 1a Bapypa ¢ Bb3pacTTa H TEXKECTTA HA HHTOKCHKauna. Hali-uectata npossa
npH Aeua e MetabonuTHa aunposa. TexxecTra Ha OTpaBaHe He MOXe Ja O'bjle OLIEHEHA CaMO OT IU1a3MeHaTa
KOHLIEHTpaLHa. AGcopbuusaTa Ha aALETHIICATHIIWIORA KHCENHHA Moxe aa Oble 3abaBeHa mopajay HaManeHo
M3Mpa3BaHe Ha CTOMaxa, ob6pa3yBaHe Ha KOHKPELMH B CTOMAXa WK B PE3YNITAT Ha MOTTbILAHE Ha
CTOMAIIHO-YCTOHYKBH TabneTky. Mepkure, kouto TpabBa a ce B3eMaT NPH HHTOKCUKALIHA ¢
ALETHIICATHLIXIOBA KHUCEHHA, Ce ONIPEAEeNAT OT CTENEHTAa, eTaNna i KINIHHHYHHTE CUMIITOMH H B
CHOTBETCTBHE CHC CTAHAAPTHHTE TEXHUKH NpH oTpaesaHe. [IbpBuTe Mepku TpaGea na 6baaT yeko

MeTaboNHIBM.

[Topaau KOMIUIEKCHHTE NATO(H3NOIOrHYHH eheKTH Ha CANMIMIATHOTO OTPABAHE, MPU3
CHMATOMHTE/OTKPHTHS NP KIIMHWYHH H3MHTBAHHA MOTaT Ja BKITHOUBAT:
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IIpH3AanH ¥ CHAMOTOMH

OTKpHTHS NPH KIHHHYHH
H3INHTBAHUS

TepatieBTHIHE MEPKH

Jleka ao cpeana
HHTOKCHKANHS

CromalllHa 0pOMHBKA,
MHOCOKPATHO MIPHIIOXKEHHE Ha
aKTHBeH BLreH, GopcHpaHa
aJKajHa quypesa

Taxunnes, XHNEpBEHTHUIALUHA,
PECMUPATOpPHA aNnkanosa

Ankanemus, ankanypus

BticraHoBABaHe HA BOJHO-
eJIEKTPOJINTHHA DajiaHc

Hunadopesa

l"a)leHe, MNOBPLIIAHE

Cpeana ro Tekka
HHTOKCHKALES

CromaluHa npomMuBKa,
MHOFOKpaTHO ITPHIIOXKEHHE HA
AKTHBEH BBIJIEH, GopcrpaHa
ANIKANHA IMype3a, XEeMOHANH3A
B TEXKH Cly4au

PecniupatopHa ankanosa c
KOMNEHCaTopHa MeTabONUTHA
alKao3a

Auunnemus, aunaypus

BuacraHoBsBaHe Ha BOIHO-~
€NIEKTPONIHTHUSA GanaHc

Xunepnupekcus

Bw3craHoBsIBaHE Ha BOJIHO-
€IEKTPOJTHTHHA DanaHc

PecnupaTtopHu: Bapupar ot
XHMNepBeHTHNAL1A,
HekapAHoreHeH Genoapoben
OTOK 00 PECIIUPATOPEH apecT,
acduKcns

CobpaeuHo-CLAOBH: BAPMPAT OT
JNHCPHTMHS, XUIIOTOHHA 10
CbPIAEYHO-CHIOB APecT

Hanp. KpbeHo Handraxe,
npomaHa B EKI

BojHo-enexrponuTHa 3ary6a:

Hanp. XHIIOKATHEMHA,

XHIIEPHATPHEMHA, Br3craHoBABaHE Ha BOIHO-
DEXHAPATALHA, ONTUTYPHA A0

XHUITOHATPUEMMUS, NPOMEHEHA €NEeKTPONHTHHA OanaHe
OwOpeuHa HegocTaTLUHOCT

6n6peuna dyHKHA

XHnepraukeMus,
Hapyiwuen rmickosen XHorukeMus (ocoGeHo npu
MeTabonu3sM, KeTosa nlena)

TToRHLICHH HMBA HA KETOHH

Hlym B yuMre, rnyxora

CTOMANIHO-YPEBHH: CTOMAILIHO-
YPEBHO KbpPBEHE

XeMaToJIOrHuH{: BAPUPAT OT
TpoMOOLUTHO MHXHOUpaHe 10
KOaryaonaTvs

Hanp. Y abnxkasaHe Ha PT,
XHOONpOTPOMOHHEMHS

HeBponortuns: TokcHuHa
eHledanonaTHs ¥ aenpecks Ha
LIHC c npossu Bapupau ot
CHHIKBOCT, 00bpKBaHE 10 KOMa
M I'bpPYOBE

OcTpoTo KM XPOHUUHOTO 1IPENO3HPAHE HAa NPOAYKTA MOXKE CHLIO Ja TPUIHHH cneunquua

cBbp3aHa ¢ BUTaMHH C.

O6wmnre IMpOSABH Ha Npeao3npaHe ¢ BUTAMHUH C morar 1a BKIIOUYBAT CTOMALIHO-YPEBHH Ha

AHapHia, rajeHe ! NoBpsILaHe,




KnuHuyHKTE NPH3HALKM 1 CHMOTOMM, TAOOPATOPHUTE TAHHH H NOCACOHLIMTE OT NMpeao3UpPaHeTo 3aBHUCAT OT
1yBCTBHTENHOCTTA HA HHMBHJIA U OKONHKUTE obcTosTeNCTBA (T.€. 1034, NPOABIKUTENHOCT Ha ynotpeba,
BPEME 10 AHATHOCTHKATA).

AKO ce NoABAT CHMNTOMH Ha Npelo3HpaHe, NpoAyKTHT TPAORA [1a ce Cripe W [ia C€ MOTBPCH KOHCYNITALMA C
MEAHLMHCKH CHELHANIHCT.

OcTpoTo MnH XpoHHUHO NpeaozupaHe ¢ BATaMHH C (> 2g / 1eH Nipd BL3PACTHH) MOXKE 3HAYMTEITHO Aa
MOBHLLUKY OKCANaTHHTE HHBA. B HAKOM cy4aHd TOBA BOAH A0 XMIEPOKCATYPHA, KPUCTANU3ALIHA HA KANIUER
okcanat, obpasyBaHe Ha kambHH B 6b0penuTe, oTharaHe Ha KanuMeB OKCAnar, TYOYJOHHTEPCTHLIMANHA
HeponaTHa K ocTpa 6B0peuHa HelOCTATEYHOCT.

Ipenosnpane ¢ BuTamMui C npy NpH NaLyesTH ¢ roko3o-6-thocdarnexuaporedazen aeduunt (>3 g/nen
npH aeua ¥ > 15 g/neH npH Bb3PACcTHH) MOXKE 18 JIOBE/E A0 XEMOIH3a Ha ePHTPOLIMTHTE.

5. ®APMAKOJIOTMYHY CBOVCTBA
3.1 <PapmakoxHHAMHYHH CBOICTBA

(hapMakoTepaneBTH4YHa rpyna: HepBHaA CHCTEMa, ALETHIICAIULIMIOBA KHCEIHHA, KOMOUHALIMY ¢ H3KIIOYEHHE
Ha ncuxonentyuu, ATC kon: NO2BAS1

Mexann3bpM Ha AeHCTBHE

ALETHACANHLMNOBATA KHCEAHHA NPHHALIEKH KBM IPYNaTa Ha KMCENHMHHUTE HECTEPOHIHH
NPOTHBOBB3MANHTE/HH JICKAPCTBA ¢ AHAITETHYHH, AHTUITHPETHYHH H MPOTHROBB3NAIMTENHH CBOACTBA.
Heiinnar MexaHussM Ha AelicTBUE ce OCHOBaBa Ha HEOGPATUMO HHXMOMPAHE HA LIMKIIOOKCHIEHA3HHTE
€H3MMH, BKJIIOYCHH B CHHTE3a Ha MPOCTArNaHIuHH,

DapmakoanHaMryby edekTi

AueTuncanvunnoBara KHCEAHA B MEPOPaIHK 1030 o0uKHOBeHO mMexcay 0,3 u 1,0 g ce u3non3ea 3a
obnek4aBane Ha Oonka M IekH GeOPHITHH CHCTOAHUS, KATO NPOCTY/IM M IPHIT, 33 [IOHMXKABAHE Ha
TemnepaTypara U o0eKuaBaHe Ha CTABHHA M MYCKYJIHH GOJIKH.

H3non3ea ce ChIUO K TPH OCTPH M XPOHHYHH BB3MATHTENHH HAPYLIEHUA KaTO PEEMATOMIEH APTPHT,
OCTCOAPTPHT H AHKHI03UPaLll cCIoHAWIAT. OOHKHOBEHO NpH Te3u 3aboNnaBaHus ce H3NOM3BAT BUCOKH JO3H
or 4 no 8 g NHEBHO, B OTAENHH IPHEMH.

ALeTHNCANMUWNOBATA KHCEIHHA ChILO Taka MHXMOMpa arperaunaTa Ha TpoMGoLmnTure Kato 61o0kupa
CHHTE3a Ha TpomOoKcaH Az B TpoMbouuTHTE. [10 TO3M HAYWH aUETHICATMUMIOBATA KMCEIHHA Ce U3NMON3Ba
NpH pazIMYHA CbIOBH MOKa3aHUA B 103H 00MKHOBeHO 75 ao 300 mg nHeBHoO.

BOJIHOpaBTBOpHMHSIT BHTaAMHH acxopﬁuuoaa KHCC/IHHA € HacT OT 3alliWTHaTa CHCTEMa Ha OpraHHIMa Cpeiny
KHCJTOPOAHHTE PajIHKanH H IpyTrH OKCHOAHTH OT CHAOMCHEH M €K30Ir€HEH IMPOU3IX0Ad, KOUTO CBIIO Hrpasar

crnegHainHa pons BbB BE3NAIHTENIHHA NTPOLEC W B JICBKOLIMTHATA CIJYHKI.IHH.

W in vifro, v in vivo eKCNEPUMEHTH NOKA3BAT, Ye acKOPOHHOBATA KUCENINHA MMa NTONIOKUTENEH edeKT BbPXY
JIEBKOLIHTHHA HMYHEH OTTOBOP NIPH XOpa.

AckopGHHOBaTA KHCENHHA € 0T 0CODEHO 3HAUCHHE 3a CHHTE3a HA MHTPALIE/YNApHH OCHOBHH CYOCTaHLIMH
{MyKOnonH3axapuam), KOUTO 328AHO C KONareHoBUTe GUOpPH yKpenBaT KanuIspHATE CTEHH.

HoGasaneTo Ha ackopOMHOBA KHCENMHA KbM aleTH/ICANHLNIIOBA KUCETHHA N0N06pARa Mep

npocbnna Ha MOHOCHMOCT KBbM MPOAOYKTH, ChABPAKAUIH aUCTHICANIHLWIOBA KHCEJIMHA B
acxop6nHoaa KHCENHHA, B CpaBHEHHE C IMPOAYKTH, ChAbPAKALLH CAMO ALETHICATIMLIHIT

5.2 @apmaxkokMHETH4HH CBOlCTBA



Abcopbuung
Crnen nepopaiHo NpHIOKEHHE aLEeTHICATHLMIOBATA KHcemHHa ce abcopbupa 6Bp30 H HANBIHO OT racTpo-

MHTECTHHANHKUA TpakT. [To Bpeme Ha M cnen abcopbuua aLeTHICATHMLIMIOBATA KHCETHHA C& KOHBEPTHPA B
CBOA rNaBeH MeTaboNUT cannumnoBa kuceuHa, Kato uano MaxCMMaTHUTE TUTa3MEHH CTOHHOCTH ce
pocrrat caeq 15 — 30 MHHYTH 3a alleTHACATTHLIMNOBATA KWCEIWHA U CBOTBETHO cnea 0,72 - 2 yaca 3a
canuuunosara kucenuHa. JloGassaHeTo Ha ackopGHHOBA KHCENHHA BOIM 1O MaJlka NPOMEHJIMBOCT HIIH JIHNCA
Ha PK napaMeTpH Ha aLETHICATHUHIOBATA KHCE/IHHA.

Pasnpegenenue
ALETUICANHUHMNOBATA W CANTHLIMITOBATA KHCENWHA CE CBBP3RAT WIKITIOUHTEITHO 3paBo ¢ NNasMeHHTe
NPOTEHHN U CE paznpenenst Obp30 B TENECHUTE TEUHOCTH.

buorpanchopmauus

CanuupnoBara KHCENMHA Ce MOABABA B KbhpMaTa H IpEMHHaBa Ipe3 MIAUCHTATA.

Enumunupane
Canuuunorara KMCeNHa ce eJIMMHHHPa OCHOBHO upes YepHoapobeH MeTtabonuasm. Metabonutite i

BKJIIOUBAT CAJTULWIINHKOUHA KHCENHHA, CATMLII (PEHONIOB ITIOKYPOHH, CATHUMIOR MTIOKYPOHHA,
reHTU3HHOBA KHCEIIMHA M TeHTU3HMHIMKOYHA KHCESNHA.

Ackop6HHOBaTa KHCENHHa ce MeTaboMH3UPa YaCTHYHO Ypes AEXHAPOAcKOPOUHOBA KHCEIHHA 0 OKCATOBa
KHCEAHHA.

EnnmuHalMOHHATA KHHETHKA HA CANMLMIOBATA KHCEIHHA € 3aBUCHMA OT J03aTa, Thil KATO MeTabOTM3IMBT €
OrpaHHYeH OT KaMalMTeTa Ha YepHOApoOHHUTE eH3uMH. EnMMHHALIMOHHHAT NONYKUBOT BapHpa MEKIY 2 10
3 yaca cie/l NpHeM Ha HMCKHM 03 M 10 oKono 15 vaca 3a BUCOKHTE /103H. CaTHUMIIOBATA KUCENHHA H
HeAHUTE MeTaboNHMTH Ce eKCKpeTHpaT TaBHO upes GhOpeunte.

Cnen nepopanHo npuemane, ackopOuHoBata kucenyHa ce abcopbupa B HoBelwkKTe Yepsa OT Na+-3aBHCHMa
TPAHCMOPTHA CHCTEMA, Hall-e(heKTHBHA B NPOKCHMATHOTO YepBo. AGcopOuUMATA He € NPONopLMOHAIHA Ha
Aoszata: ThH KaTo AHEBHATA [03a CE MOBHLIABA, KOHUEHTpPAaLMATa Ha ackopOMHOBaTa KMCE/IHHA B [J1a3MaTa
M APYTH TENECHH TEYHOCTH HE C€ MOBHILARA MPONOPLHOHAIIHO, HO TEHACHUHATA € Jla Ce AOCTHIHE FOpHA
rpaHuLa,

AckopOurHoBaTa kucennHa ce GHITPHpa Npe3 TIOMepyIHTe W peabeopbupa B NPOKCHMANHus TyOyn upes
axrueen Na+-3aBicuM npouec. OcHOBHHTE MeTabOTHTH, EKCKPETHPAHU Ype3 YPHHATA, Ca OKCAJIAT U
AHKETOrYJIOHOBA KHCCIIHHA.

5.3 IlpeaknuHUYHH AaHHH 332 Gez0MACHOCT
TpeakIMHHYHYTE TaHHK 33 6e30NaCHOCT Ha alleTHICATMIIRAOBATA KHCENHHA ca Jo0pe A0KyMEHTHPaHH.

B npoy4BaHus NpM HBOTHH CATMLIMIIATHTE NPUUHHABAT YBpexAaHe Ha ObOpeLUTe NpH BUCOKH JI03H, HO
Be3 ApyrK opraiHH Ne3un. ALETHICATHLMIOBATA KHCENIRHA € LIMPOKO W3CNEIBAHA in Vitro M in vivo 3a
MYTAreHHOCT H KAHLIEPOreHHOCT: HE € YCTAHOBEHO 3HAUHMMO JOKa3aTeNCTBO 32 MYTAreHeH HIIH
KaHUEPOreHeH fI0TeHLMaN.

CannumnatiTe NposBABAT TEPATOrEHHN eDEKTH NPKU M3CIIEABAHNS BLPXY PA3/IMYHU BH/IORE KMBOTHH.
Onucanu ca cnyyan Ha HapyWIEHHS IPY MMIJIAHTALMA, eMOPHOTOKCHYHY W (JETOTOKCHYHM edekTH U
yBpeXAaHe Ha CMOCOOHOCTTA 32 yUeHE B NOKOJNIEHHETO CNEM NPEHAaTATHA €KCITO3HLIKA.

OrpaHquHm"e AAHHH OT NNpoyYBaHHA BbPXY YXKMBOTHH H XOpa NMOKa3BaT, 4¢ BUTAMUH CumaH
TOKCHYHOCT. npe,ﬂKJ'II'IHPlLIHHTe AaHHH He pazKpHBAT ocobeH PHCK 3a XopaTta Bb3 CCHOBA Ha
KOHBCHLUHOHAITHHTE NpOYYBaHHA Ha OCTpa TOKCHYHOCT W MOBTapAlla ¢€ 4034, F’eHOTOKCHYH
KaHUCPOr€HEH MOTCHHHAN H TOKCHYHOCT 33 BB3NPOH3BOACTRO H PA3IBHUTHE.




6. GAPMALIEBTHYHHN JAHHH

6.1 CluHCBK HA TOMOIHATE BEIECTBA

Hatpuer umtpar, 6e380/eH

Harpues xnaporeuxapbonar

JIMMOHEeHa KHCeTHHa

Hatpuer kapbonar, GezeroneH

6.2 HechbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoCT

3 roJuMHH

Ja He ce ynoTpebaBa cnea M3THYAHE CPOKA HA FOHOCT.

6.4 Cnennannn yc/IOBHS HA ChbXpaHEHHE

Ha ce cbxpanssa npy Temnepatypa noa 25°C.
Jla ce chxpaHABa Ha MACTO, HEAOCTBIHO 3a AELA.

6.5 BHA H chOBbpKAHHE HA ONAKOBKATA

Acnnpun C ce npennara B onakoekH ot 10 1 20 edepBecueHTHH TabneTky.

6.6 CrneuHanHH NpeANa3HH MEPKH NPH H3IXBbLPJAsHe

Heu3non3sanuaT NpoAyKT HAH OTNATLYHKTE MATEPHAIH OT HETO TPAGEA Na CE H3XBLPJAT B CHOTBETICTBHE C
MECTHHTE H3HUCKBAHMHA.

7.  NPHATEXKATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Baiiep Brarapus EOO]J]

Oya. ,,Llapurpaacko woce™ No 115M, naprep

1784 Cotus

Brarapus

8. HOMEP HA PAZPEMIEHHUETO 3A YIIOTPEEA

20000836

9. JATA HA ITBPBO PA3ZPEIIABAHE/TNIOAHOBSIBAHE HA PA3SPEIIEHHETO 3A

YIIOTPEBA

Hara na nopeo paspeluasase: 28 nekemepu 2000 r.
Hata Ha nocnenno noanoessane: 28 oau 2011 r.

10. JATA HA AKTYAJIMSUPAHE HA TEKCTA

04/2026
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