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ACIIMPHH C 400 mg / 240 mg edepBecieHTHH TAONETKH IU0OP?E
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1 edeprecuenTHa Tabnerka cpabpika: 400 mg aleTHICATHIIIOBA KHCETHHA (acetylsallcyhc amd) u240 mg
ackopOuHOBa kucenuHa (ascorbic acid).

3a MBIHUS CITHCBK HA MOMOIITHHTE BEINECTBA, BYKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA
EdepreciienTHa TabsieTKa.

bsina, kperia edepreciieHTHA TabeTka, o6o3HaueHa ¢ kpbeTa Ha Bayer or enHata cTpaHa Ha Tabnerkara.

4. KJIMHAYHHA TAHHU

4.1 TepaneBTHYUHH NOKA3ZAHHA
3a CUMITTOMAaTHYHO TIOBJIMSABAHE Ha TiaBobonue, 35600051, 60JKH B I'EPIROTO, MEHCTPYATHH OOMKH,
MYCKYJTHH H CTaBHHU DOJIKH, Oonka B repda, 1eku apTpuTHH OONKH.

IIpu npocTyaa WK rpyn 38 CHMITOMaTHYHO 0o0JIeKYaBaHe Ha 00Ka W NIOBHIIGHA TEMIISpaTypa.

4.2 Jlo3HpoBKa H HAYHMH HA NPHI0KEHHE

J031upoORKa

ALETHACANMIMAIOBATA KUCEIHHA B KOMOHHALHA C aCKOpOMHOBa KHCENMHA HE TpAOBa /1a ce [IpHeMa NToBeYe
oT 3 - 5 qHH 0€3 KOHCYNTALMA C JIeKap.

Bw3pacmuu

300-1000 mg anerwicanuumnosa kucenuna (-2 edepBecieHTHE TaOMETKH) KaTo eAHOKPATHA 4038, KOATO
MOJKE JIa C€ TIOBTOPH IMPH HeoOxoaumocT cnen MUuHMMYM 4 daca. He TpsOBa na ce npepnmasa
MakcHManHaTa gHeBHa ac3a ot 4000 mg auetuacanununosa kucenusa (10 egeppecnieHTHH TabIeTKH).

[eouampuuna nonynayus

¥YmnoTpebara Ha alleTHICATMLMIOBA KHCENHHA B KOMOHHAIMA ¢ aCKOPOHWHOBA KHMCE/IMHA HE ¢€ NPENnophYBa
rpH aeta nod 12 roqduina se3pact. B cimy4ait Ha cimydaeH npueM Bxk. Todka 4.4, CrnienHanHH
NpeAyIPEKACHHA H IPEANA3HH MEPKH IIpH ynoTpeba”.

HauymH Ha MPpHJIOXKCHHE

3a nepopanHo MPHICKEHHE.
EdepBecnieHTHHTE TAaOMETKH CE pa3TBapsAT B Yalua BoJa NPEIH JIa ce MpUEMaT.

4.3 IlporaBonoka3zaHHA

ALISTHNCANTHIAIIOBA KHCEJTMHA B KOMOHHALKSA ¢ aCKOPOHHOBA KHMCEIHHA He TpADBa fia ce

CIICIHUTE CITydam:

- CBPBXUYYBCTBHTEITHOCT KbM allETHICATHLMIOBA KHCEITHHA HIIH APYTH CalUIMIaT
KHCETHHA MJTH KbM HAKOE OT [OMOLLHUTE BeLecTRa, H30poeHH B ToUKa 6.1, A -

- MpH HaTHYKE HA AHAMHECTHYHH JaHHH 33 aCTMA, MPEAM3BHKAHA OT [IPHIaraHe Ha C: NympyiaTe HJIH&%‘;
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- aAKTHBHH CTOMAILHH S3BH,

- XEMOpParu4HH JHATE3H,

- Texkka ObOpedHa HEMOCTaTHYHOCT,

- TeKKa YepHOAPOOHA HEHOCTATBYHOCT,

- TEXKKA ChpJAeUHA HEJIOCTATHbYHOCT,

- KOMOHWHALNS ¢ METOTPEKCAT NPH 03K 15 mg/cenqmuuno wid nopede (BK. Touka 4.5 BzaumoneHCTBHA
C APYT'H IEKapCTBEHH [IPOAYKTH U APYTH POPMH HA B3aUMOICHCTBHE),

- TIOCJIEIHO TPUMECEUHe Ha OpeMEHHOCTTa,

-~ HedponuTHha3a WIH aHaMHe3a 3a He()pOTUTHA3A,

- XUIIEPOKCATTYpHA

- XeMOXpoMarTo3a.

4.4 Chnennansn npeAynpexAeHAs H NPeINasHH MEPKH NpH ynoTpeba

AlETHICATHIMIOBATA KMCEJTHHA TPAOBA [a ¢ M3TI0N3BA IIPH CJIC/IHHATE CIIYUYau caMmo CJie] BHHMATETHA
NPECHKA HA PHCKOBETE U MOJI3UTE OT TAKORA JICUSHHE:

- CBBPXYYBCTBUTEIHOCT KbM APYTH aHAJITETHIIH, TIPOTHBOBBINAIUTEIIHH WIH aHTHPEBMATHYHH
JIEKapCTBa, HIIM IPYTH ajiepreHH,

- AHaMHECTHMYHH JaHHHM 32 CTOMAIIIHO-YPEBHHM S3BH, BIIIOYHTEHO XPOHHYHA HIH pEIHAHBHpAIIA
a3BeHa 0OJIECT, WIM AHAMHECTHYHH JIAaHHM 33 CTOMALIHO-YPEBHHA KPBBOHITHRH,

- EnHOBpeMEeHHO fieueHHE ¢ AaHTHKOAryJIaHTH (BXK. Touka 4.5 ,,B3anuMoecTBud ¢ IpYTH
JICKapCTBEHH NMPOJXYKTH U APYrH GOpMH HA B3AaUMOAEHCTBHE ),

- INanuwenty ¢ HapyuieHa OB0peYHa QyHKIMA WM NIALMEHTH ¢ HAPYLUICHA ChPACYHO-CHA0BA
uMpKyIanus (Hanp. 6b0peyno ¢cpa0BO 3ab0NsABaHe, KOHIECTHBHA ChpACYHA HEAOCTATHYHOCT,
XHTIOBOJIEMH S, TOJISIMA OTIEPaLHi, CEIICHC WIH MONEMH X€MOparuyHy ChbOMTH), THH KaTO
ALIETHIICATAIIIOBATA KMCEIMHA MOKe JIOITLIHUTEIIHO Ja MOBUINH pUCKa OT OB0peuHo
YBPEXKIAHE WK ocTpa OBOpeuHa HEAOCTATHYHOCT,

-  Hapymena 4epuoapoOHa dpyHKUHA.

AUECTHICAIMUMIOBATAa KMCEJTHHA MOXKE Ja NPUYMHH OpOHXOCNA3EM ¥ a HHAYLIHPa acTMATHYHY aTaKH HITH
IpPYTH peakLMy Ha CBPbXYYBCTBHTEIIHOCT. PUCKORBH (aKTOPH ca CBIIECTBYBalla OpoHxHaiHa acTMa, CCHHA

Xpema, Ha3aJIHU NOJIMINY WK XpoHu4HO OenoapobHo 3abonspane. Topa ce 0THaCA CBIIO U 32 MALUCHTH C
alISPrHYHH peakluy (Hamp. KOKHH peakliMH, chpbesk, ypTHKApHa) KbM APYFH BEllecTBa.

ITopany HHXHOHTOPHHSA edexT BBpXY TpoMOOLMTHATA arperalysl, KOHTO NpOIBL/DKABA HAKOJIKO JHH CIIEN
MPHIOXXEHHE, alICTUICATIHIIHITOBaTa KHCEJIMHA MOXKe J1a I0Bede A0 TEHACSHIIUA 3a MIOBHIUCHO KbPBEHE M0
BpPEME H CJIe XUPYPrH4eCcKH onepatuy (BKIIOYHTENHO MaJlKa XHPYprus, Hanp. 350HH €KCTPaKIuH ).

B HHCKHM AO3H AlCTHICATHINWIOBATA KHCEMTHHA NOHMKABA CKCKPCLMATA Ha [THKOYHATA KHCCIIHHA. ToBa Moxke
Aa [MPpOBOKHPA Noaarpa rnpH nanueHTH ¢ TCHICHLUHWA 32 HUCKA CKCKPCILIUA HA ITMKOYHA KHCEJIHHA.

JIekapCTBEHH NPOAYKTH, ChABPKAIIK ALCTHICAIHLMIIOBA KHCEITHHA, He TPAOBA Ja ce M3IMOI3BaT IpH JIEla U
IOHOLUM [PH HAIMYKE HA BUPYCHU HHPEKIHH ¢ HiiH Oe3 MOBUIIEHA TeMIiepaTypa 03 KOHCYNITaLUs ¢ JICKap.
I1pn onpeneneHu BUpycHM 3adondaeanna, ocobeHo rpun A, B o Bapuiniena, ChblUECTBYBa PHCK OT pa3BHTHE Ha
CHHApOM Ha Peil — MHOro psifiko, HO NIOTEHLIHAIHO KHBOTO3ACTpalIaBalio 3abonsgeaHe, H3UCKBAIIO
He3abaBHa METMUMHCKa nomol. PHCKBET MOJke 1a € YBEJIHYM, 3KO NPH Te3U 3a00JIABAHKA CC TIPHEMA
aleTHICATIMIMIOBA KHCEJIMHA, BEIPEKH Y€ He € J0oKa3aHO HAJTHUHe Ha TakaBa Bpb3ka. IlosBara Ha
NpOJB/DKHTEITHO MOBPBILAHE MPH Te3H 3ab0IIBaHHA MOXKE J1a € TIPU3HAK Ha CHHApPOM Ha Pel.

IIpy nauMeHTH, CTpagaimM oT TeXbK rmoko3o-6-gocdar nexuaporesazeH aeduuut (G6PD),
AUCTWICATTHLMIOBATA KHCEIYHA MOXKE /1 NIPEOU3BHKa XEMOJTA3a WIH XEMOJIMTHYHA aHeMHsA. DakTopy,
KOMTO MOI'aT Ja yBEMHYAT PUCKA OT XEMOIH3a €A HANP. BUCOKU [103H, TPECKA HITH OCTPR AR

/ ?g‘t“ _

[1py mauHeHTH Mpeapaso/ioKeHH KbM KAJIHHEBO-OKCANaTHA HepOIUTHA3A HITH

He(ponuTHa3a ce NMpenopryea a ¢e 0OLpHE 0COBEHO BHHMAHHE B CIIyqail Ha TpHg
KHCEJIHHA.



Tosa nexapcTBo chABpKa 438 mg Harpuii BEE Beska Tabnerka. Tosa KONHYeCTRO € eKBHBaleHTHO Ha 21,9%
OT npenopbunTeIHUA 0T C30 MakcHManeH JHEBEH XPAHUTENIEH TIPHEM Ha 2 g HATPUH 3a BB3PaCcTEH.

4.5 B3aAMOJeHCTBHE C APYIH JIeKAPCTBEHH NPOAYKTH B ApYyrd $opMH HA B3aHMOJelCTBHE

IIpOTHBONOKA3ANN B3AHMOACHCTBHAA
MeroTpexcar, H310/13BAH B A03H OT 15 mg/ceAMHAYHO HIIH NOBEYE:

IloBHIIEHa XEMATOJIONHYHA TOKCHYHOCT Ha METOTPEKCAT (NoHMXKaBaHe Ha OBLOpeuHHs KITMPBHC Ha
METOTPEKCAT OT NPOTHBOBLINAJIMTENHY JIEKAPCTBA B rojigMa CTeneH H H3MECTBAHE Ha METOTPEKCAT OT
HErOBOTO CBBP3BaHE C IUIA3MEHUTE MPOTEHHH OT canuvuiarure) (Bx. Touka 4.3 [IpornBonoxasanus).

KoMOHHANHH, KOHTO HAJATAT NPEANAZHH MEDKH IIPH H3N0JI3BAHE:
MeTtoTpexcaT, H3UO0I3BaH B {03H No-HHcKA oT 15 mg/ceamuano:

[IoBUIIEHA XEMATOMOTHYHA TOKCHYHOCT Ha METOTPEKCaT ([OHMKaBaHe Ha OBOPEeYHHs KITMPBHC HA
METOTPEKCAT OT [POTHBOBB2NAIHTEIHH IEKapPCTBA B IOIAMA CTENMEH H H3MECTBAHE HA METOTPEKCAT OT
HETOBOTO CREP3BAHE C IUTA3MEHUTE MPOTEHUHH OT CATHLIMJIATHTE ).

AHTHKOAry/JIanTa, TPOMOOIATANH/APYrA HHXHOATOPH HA TPOMOONATHATA Arperanna/xeMocTasa:
[TosuilieH pHCK OT KbpPBEHE.

I.lp}’l"ll HECTEPOHAHH MMPOTHBOBLINAJHTEIHH JICKAPCTBA ChC CAJTHITHIIATH?
IIoBuieH PHCK OT A3BH H KEPBCHE OT CTOMAHNIHO-YPEBHHUA TPAKT BCNICACTBHE HA CHHEPIHYHHS EQ)GKT.

Ce/leKTHBAR HHXHOHTOPH Ha 00pATHOTO 3aXBAIRAHE HA CEPOTOHHH:
[lopHIIIGH PHCK OT KbPBEHE OT FOPHATA HACT Ha CTOMAILNHO-YPEBHUA TPAKT MOPAAH Bb3MOKEH CHHEPTHUECH
e(heKT.

JAAroxcun:
Il;masMeHHTE KOHLIEHTPALWK Ha AUTOKCHHA C€ MIOBHILIABAT NOpajy HaMaJsiBaHe Ha OBOpEeUHATA €KCKPELIHA.

AHTHAHAOCTHH, HANP. HHCYJAHH, CYJI(aRHIypeHHH NPOAYKTH:
IHoBHIIEH XHIIOTIIMKEMHAYEH €(eKT OT BUCOKH J03H aUETHICATHILIIOBA KHCEJIHHA TTOCPEICTBOM
XHITOTJIMKEMHYHOTO JEHCTBHE Ha alleTHICAIHLMIOBATA KHCETHHA M M3MECTBaHe Ha CyN(aHWITypeHHH

([IPOAYKTH OT MACTOTO HA CBBP3BAHC C IIIAZMCHHUTE [IPOTCHHH.

JHAYpeTHIY B KOMOHHAIAA ¢ ANETHNCAJIANAJIOBA KHCEJIHHA:
HamanspaHe Ha riiomepysiHaTa GuiTpanus NOCpeACTEROM NIOHKEH OBOpEUEH CHHTES Ha NpocTarraHIHHY.

CHCTEMHH IIIOKOKOPTHKOHN, ¢ H3KII0UEeHAE HA XHAPOKOPTH30M, H3NON3BAH 32 32aMECTBAIIO
JieYyeHHe NpH AZACOHOBA §0JIECT:

[TonmxeHU KPBBHH HHBA HA CATMLHJIATHTE 110 BPEME Ha KOPTHKOCTEPOUAHOTO JISUEHHE NOPAIH [TOBHHICHO
CIIHMHUHUPAHE HA CATTULFJIATUTE OT KOPTHKOCTEPOHAUTE M PHCK OT CATHIAIATHO IPEXO3IUPAHE ClEN
CIHpAHE HA TOBA JIEUEHHE,

HWHXHOHTOPH HA AaHrMOTEH3AH KOHBepTApAMHA ¢H3HM (ACE) B KOMOHHANASA ¢ ANETHIICATHIIHIIOBA
KHCEJTHHA®

Hamanena rmoMepynHara ¢puiTpaums nocpeAcTBOM HHXHOHPAHE HA BA30WIATATOPHH NIPOCTANIaHANHH,
OcBeH ToBa — HAMA/IEH aHTHXHUIIEPTEH3HBEH e(eKT.

BaanpoeBa KHCeJIHHA:
IToBHIEHa TOKCHYHOCT HA BAJIIPOEBATa KUCEIHMHA IOpaa H3MECTBAHE OT MECTATA Ha IPOTEHHHO
CBBP3BaHE.

AJIKOX0.T:
IloBHilieHO YBPEKIAAHE HA CTOMALLIHO-UYPEBHATA JIMTABHLA H YAL/DKABAHE BPEM
AIMTHBHUTE €PEKTH Ha aleTHWICATHITWIOBATA KHCEIMHA U ATKOXO0JA.

YPpPHKO3YPHYIHH CPEACTBA KATO OeH30poMapoH, npodeHenAn:
3




Hamanen ypuxosypuuen edekt (KOHKYPEHUHA 3a €THMHHHpaHE Ha MUKOYHATA KMCeJIMHA ype3 OpOpeyna
TyOynapHa eKCKpelH).

Hedepoxcamnn:
EnHOBpeMEHHOTO My MpUIOKEHHE ¢ aCKOPOHHOBA KHCEJIHHA MOXKe 14 MPEAXU3BAKA TOKCHYHOCT HA THKAHUTE
C XKenA30, 0cOOEHO B CHPLETO, MPUMHHABAHKH ChpAEUHa ASKOMIICHCALA.

Biaumoaeiicreue ¢ 1aG0opaTOPHH H3CIEABAHMS:

T'sit kaTo BuTamuH C € pefyLHpall arexT (T.e. eleKTPOHEH AOHOP), TOH MOXKE Ja NPHUHHHA XMMHUYCCKH
CMYIleHHA B JJaOOPaTOPHH TECTORE, KOWTO BKJIFOUBAT OKHCIHTENHO-PEAYKUHOHHH peaKiHH, KaTO aHAJIH3H
Ha MMIOK034, KPEaTHHHH, KapbaMasenyH, TIMKOYHA KUCEeIMHA B YPHHATA, CEPYMA M OKYJITHaTa KPbE BHB
¢exanuute. Buramun C MOXe [1a IOBNKSE HA TECTOBE, KOUTO H3MEPBAT IVIIOKO3aTa B yPHHATA H KPBBTA,
KOETO BOAH A0 (allIUBH NTOKAa3aHK, BEIPEKH Y€ HAMA e(peKT BbpXYy HHBATa Ha KpbBHATA 3aXap.

4.6 @eprannTeT, OPEMEHHOCT B KHPMEHE

bpemensoct

MHxubupaHeTo Ha MPOCTArIaHAHHOBUS CHHTE3 MOKE 12 NOBJIKSE HeOMAronpusTHO Ha OPEMEHHOCTTA W/WTY
eMOpHOHATHOTO/(eTATHOTO pa3BUTHE. JIaHHH OT ENUJIEMHOJIOTHIHH NIPOYYBaHHA NPEAINONAaraT YBEIHICH
pHCck oT abopTt ¥ MandopMauMu cnel ynorpebara Ha HHXMOHTOP Ha MPOCTArTTAHAWHOBHA CHHTE3 B paHHA
OpemenHocT. CuHTa ce, 4e pHCKEBT Ce YBEIHYaBa ¢ 103aTa ¥ MPOABDKHTEIHOCTTa Ha JieueHHe. Hanuaaure
JAHHH HE MOJKPENAT Bpb3Kara MeXAy NpHeMa Ha alETHICAIMIMIOBA KHCETHHA W ITOBHINEH PHUCK OT
[MOMSATAHE. 34 AUCTUICATHIIWIOBATA KHCETHHA HAIMYHHTE €NHJIEMHOJIOTHYHH JAHHH OTHOCHO
MA(pOpMALHY HE €4 €HO3HAYHM, HO MOBHIIIEH PUCK OT FacCTPOCXHM3UC HE MOXeE Aa ¢€ H3KIoUH. EaHo
MPOCIIEKTABHO W3TIUTBAHE C EKCITOHIMA MpM paHHa 6peMeHHOCT (1-BH — 4-TH Mecel) Ha okono 14 800
IBOHKH Maiika-/ileTe He yCTAHOBSBAa HHKAKEA BPb3Ka C [IOBHIIIEHATA YECTOTA HA MaJI(POPMALIHH.,

H3nuTBaHus ¢ )KHBOTHH MOKA3BaT PeNPOIYKTHBHA TOKCHYHOCT (BXK. .,/ [peakiIMHUYHA NaHHH 33
GezoracHocT™).

JlekapCTBEHM MPOAYKTH, ChABPKALIH aleTHICATHLHNIOB2 KMCEIHHA He TpAOBa Ja ce U3I10/13BAaT 10 BpeME Ha
IILPBC H BTOPO TpUMEcedYHe Ha OpeMeHHOCTTa, OCBEH aKo He € aDCONMOTHO HeoOX0UMO. AKO JIEKAPCTECHH
NMPOOYKTH, ChbAbLPKAIIY ALCTHUICATIHLAIOBA KUCEIIMHA C& H3MONA3BAT OT KeHa, OIHTBauia ce aa 3abpeMeHee,
WY IO BPEME HA ITHPBO H BTOPO TPUMECeUHe Ha OpeMEeHHOCTTA, 103aTa TpAORA J1a € Bh3MOXKHO HAH-HHCKA W
NPOABIDKHTENTHOCTTA Ha IEYEHUE XA € BB3MOXKHO HaH-KpaTKa.

Ot 20-Ta cenmuua Ha OpeMEHHOCTTA HATATBLK yroTpebara Ha alleTHIICATTHLIMIIOBA KHCEIMHA MOXKE 14
NPHYHHH OJIHTOXUAPAMHUOH B pe3yaTaT Ha ObOpeyuHa aucdyHKUMA Ha IUToAa. ToBa MOXe Ja ¢¢ CIIy4H
CKOPO CIIC] 3aII04BAHE HA JICYEHHETO H OOMKHOBEHO € 00paTUMO ClIe/l IpeycTanoBsABaHe. B nonbiIHeHuE,
MMa ChODLICHHS 3@ CTECHABAHE HA JYKTYC apTEPHO3YC CJISH ISYEHHE NPE3 BTOPHA TPUMECTHD, MOBEYETO OT
KOWUTO OT3BYYaRAT CJIC/l IPEKPATABAHE Ha JICUCHHETO,

CrenoBaTesiHo, JIeKapCTBEHH NPOAYKTH, ChABPKAIIH aLETHICATHIIIOBA KHCETHMHA, He TpAOBa 1a ce
M3MIOMI3BAT 10 BPEME Ha ITBPBO ¥ BTOPO TPHMECEUHE Ha OpeMEHHOCTTa, OCBECH aKo He € a0COMOTHO
He00X0UMO. AKO JIEKaPCTBEHH MPOAYKTH, ChIBPXKAIH ALETHICAIAIHIOBA KHCEITUHA C€ H3IION3BAT OT
JKEeHa, ONHTBalla ce jia 3abpeMeHee, HIIH [0 BpeMe Ha ITbPBO H BTOPO TpHMeceuHe Ha OpEeMEHHOCTTA, 03aTa
TpabBa f1a Oble BE3MOXKHO Haki-HHCKA H MPOAB/KHTEIHOCTTA HA ICUSHUETO BB3MOXHO Hal-KpaTKa.
AHTeHaTaIHO HabmoneHre 3a OJTHNOXHAPAMHHMOH M CTECHABAHE Ha JIyKTYC apTepHO3yC TpAOBa fa ce
0oOMHCTH criell ynoTpeba Ha aleTHICATHIHIOBA KHCEHHA B MPOAb/DKEeHHE HA HAKOJIKO THH OT I'eCTallHOHHA
ceaMuua 20 HaTaThK. ALCTHWICATUIWIOBA KHUCEJIMHA TPAOBa Aa ce IMPEYCTaHOBH, AKO €€ YCTAHOBY
OJIMTOXHIAPOAMHHOH HJIH CTECHABAHE HA JYKTYC apTepHO3YC.

ITo Bpeme HA TPETO TPEMeECEUHE BCHYKH HHXHOHTOPH HA NPOCTATIAHIHHOBHS C
NPHYAHST Ha eryca:

¢  KapAUOMyJIMOHAJIHA TOKCHYHOCT (TIpeX/IeBpeMEHHO CBUBAHE/3aTBApAHE Ha
GenoapoOHa XHNEPTOHHA);

e 0ObOpeuna muchyHKINA (BXK. TIO-TOPE).



HnxHOHTOpH Ha NpocTATIaNJHHOBHY CHHTE: MOraT A W3JIOKAT B MalKaTa, H AETETO B KPasu HA
OpeMeHHOCTTA HA:
® BbH3MOXKHO YB/DKABAHE HA BPEMETO HA KbPBEHE - AHTUKOArynalHOHeH eeKT, KOWTO MOXKeE /1a ce
NOABH AOPH CNEA MHOTO HHCKH A03H;
® M[OTHCKaHS Ha MaTOYHUTE KOHTPAKIMK, KOETO Aa JOBEAE A0 3abaBEHO M OPOIBIKUTENHO paXkaaHe.

CrieqoBaTeHO alleTUIICATUIIMIIOBATA KHCEIHHA € APOTHBOTIOKA3aHa [0 BpeMe Ha TPETOTO TPHMECEUHE Ha
OpeMmeHHOCTTa (BXK. TOukM 4.3 1 5.3).

KtpMeHe

CanuiiaTHTe ¥ TEXHUTE METaOOMUTH NMPEMHHABAT B MAHYHHOTO MIIAKO B MAJIKH KOJIHYECTBA.

Toit kaTo Aocera He ca HaONMOJaBaHH HEKETAHHW PEAKI[MK [IPH HOBOPOACHM Clie] Cy4aliHa ynoTpeba,
OOHUKHOBEHO HE € HAJIOKHUTENHO [IPEKECRaHE Ha KbpMeHeTo. I1py peloBeH IIpHeM MM MPHEM Ha BHCOKH
103y, 0bade, KbpMeHeTo TpAOBA Ja ce TIPEKLCHE PaHo.

OepTUITUTET

B13 ocHOBa Ha orpaHuuenHTe MyOIMKYRaHH TAHHH, MPOYYBAHUATA NPH XOpa He MOKAa3BaT MOC/Ie10BaTENECH
e(EKT Ha aUETHICATHLIMIOBATA KACETTMHA BhPXY YBPEXIaHETO Ha PEPTUNMTETA U HAMA yOEIUTE/IHH
JIOKa3aTe/ICTBA OT IPOYYBAHUA BEPXY JKHBOTHH.

4.7 Edextu BppXy crnocoOHocTTa 32 modupaHe ¥ paboTa ¢ MANIHAHA

Acnupun C He nosnusBa cnocobHOCTTA 32 odHpaHe U paboTa ¢ MalIHHY.

4.8 HexenaHu JekapCcTBeHH PEAKIAA

H36poeHute Hexenanu nekapcreerH peakuuun (HJIP) ce ocHOBaBaT Ha CIIOHTAHHH MOCTMaPKETHHTOBH
JOKNaAH 32 BCHYKH Pa3sHOBHAHOCTH Ha ACIHPHH, BKTIOYHTENHO 34 MIepOpaiMo KpaTKO- H ABJIFOCPOYHO
JICYEHHE, NOPaJAU KOETO HE € NOAXOAALI0 rPyNIHPaHe cropel TPUTEe Kareropuu Ha yectoTa CIOMS.

HapymeHus Ha ropHaTta U A0Ha 9acT Ha CTOMAIIIHO-YPEBHUA TPAKT, KaTO Y€CTH MPU3HALM H CHMIITOMM Ha
JUCTIETICUSA, THApHUS, rajiede, MOBPhIIaHe, CTOMALLHO-YpEeRHA B KopemHa 60Jika, pAAKe — CTOMAIIHO-YPEBHO
BB3MNANCHHE, CTOMAIUHO-YPEBHA 13Ba, [IOTCHLHAJIHO, HO MHOTO PAAKO, BOACIA A0 XEMOparHyHa CTOMaLlIHO-
YpeBHa A3Ba B nepdopallii, Cbc ChOTBETHUTE JA0OPaTOPHH ¥ KITHHHYHH NMPH3HALM ¥ CHMIITOMH, YpeBHA
nuadpparmera 00ECT ¢ HEM3BECTHA 4ECTOTA (0COOEHO IPH MPOIB/DKHTEHO JICYCHHE).

Iopaan cBos MHXUOHTOpPEH e(PEeKT BBPXY TPOMOOUHTHTE, alleTHICATHIWIOBATA KHCENMMHA MOXKe Ja Obae
CBBp3aHa ¢ [TOBHINCH PUCK OT kbpBeHe. HabmonasaHo € KEpBEHE, KaTo NEPHONEPATHBEH KPbBOH3IHE,
XEMaTOMH, €NHCTAKCHC, YPOTCHUTATHO KBPBEHE, KbPBEHE OT BEHIHTE. PAAKO 10 MHOTO PAIKO Ca
IOKTaBAHN CEPHO3HH KPBBOH3IIMBH, KATO CTOMAIIHO-UPEBEH KPBBOHIMHE, MO3BUEH KPBEBOU3IHB (0COOEHO
NPH MAIHCHTY ¢ HEKOHTPOJIMPAHA XMIEPTOHHUS H/HIH HA CHIThTCTBALNO JICYEHHE ¢ AaHTHXEMOCTATHIIH), KOHTO
B €IHHUYHH CITY4aH MOraT 5a ¢a MOTEHLHMATHO JKHBOTO3aCTPaIIABAIIIH.

KpbBOM3IHBET MOXKE [1a NPHYKMHH MOCTXEMOPArAYHA aHEMHSA/ XKeNA30-AeHIINTHA aHeMus ([10pady HALp.
CKPHTO MHKPOKBEPBEHE) CBC ChOTBETHHTE NTaOOPAaTOPHH H KNIHHUYHH MPH3HALH U CHMIITOMH, KaTQ aCTeHHS,
OneaHoct, xunonepdy3us.

PeakuMH Ha CBPBXYYBCTBHTETHOCT ChC CHOTBETHHTE JJaOOPATOPHH H KITMHHYHH NPO /
pecnMpaTopHoO 3ad0isaBaHe, 000CTPEHO ¢ aCTIIMPHH, JIEKH J0 YMEPEHU peaKLHH, TOTHHE
KOXaTa, TUXATENHHUTE ITbTHILA, CTOMAIIHO-YPEBHUA TPAKT H CHPACYHO-CHAOBATA Jf @ e
CHMITTOMH KaTO OOpHB, YPTHKApHsl, OTOK, CEpOEK, pUHHT, Ha3aJIHa KOHTeCTHA, Chf é{ (* -

JUCTPEC H, MHOTO PAAKO, TEKKH PeakLHH, BKJIICUHTENIHO aHAQHIAKTHUYEH IOK. %




MHoro psako ce cbo0L1aBa 3a NPeXoHO YePHOAPOOHO HapYIIIEHHE C TIOBHUILIABaHE HA YEPHOPOOHHUTE
TpaHCaMHHA3H.

[Ipu naumeHTH ¢ TexbK NMoKo30-6-hocdat nexuaporenasen aeduumrt (G6PD) ca noknaasaHu XeMoJIH3a H
XEMOJIUTUYHA aHEMMUS.

brOpeuHo yBpexaaHe u octpa Ob0peyHa HEIOCTATHYHOCT Ca JOKJIABaHK ChIIIO TaKa.

JIoKJ1a/1BaHK ca CBETOBBPTEX U LIIYM B YIIHTE, KOMTO MOXKE Jla ca MPU3HAK Ha Npeo3upaHe.

CrobuiaBaHe Ha MOI03UPAHK HEXKETAHH PEAKIIMH
ChoO1LaBaHeTo Ha MOJAO3UPAaHU HEXKEJIAHU PEaKkiMK Clie/] pa3pelaBaHe 3a ynorpeda Ha JIEKapCTBEHHS

[MPOYKT € BaXkHO. ToBa Mo3BosisiBa 1a mpoab/ikKK HabFOAEHHETO Ha ChOTHOLIEHHUETO MOJI3a/PUCK 32
JIEKapCTBEHHUS NPOAYKT. OT MEAMUMHCKUTE CNIELMAJIMCTH C€ U3UCKBA J1a ChoOLIaBaT BCAKa MMON03HpaHa
HEXKeJIaHa peaKkLus upes

M3nbiiHuTENIHA areHuMs no JiekapeTpara

yi. ,,Jlamsin ['pyeB” Ne 8

1303 Cocpus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilpeno3upane

Canuuunartnara Tokeu4Hoct (> 100 mg/kg/neBHo B npob/KeHHe Ha 2 THA MOXKe J1a MpeIu3BHKa
TOKCHYHOCT) MOXKE J1a € pe3yJ/ITaT OT XPOHHYHA, TEPANEBTUYHO NPUA0OUTAa UHTOKCUKALIMA H OT MOTELIMAIHO
YKHBOTO3acTpallaBallli OCTPH HHTOKCUKALIMK (TIpe103upaHe), BapHpallly OT CIy4aiiHO MOTrJTbLIAHE MMPH Jiella
J10 CJIy4YaHHU MHTOKCHKALIUM.

XPOHHYHOTO OTPAaBAHE ChC CAIMLIMIIATH MOJXKE /1a Ob/Ie CKPUTO, Thi KAaTO NMPU3HALIMTE H CHMITTOMHTE Ca
HecnielM(pHU4HM. Jleka XpOHUYHA CaTMIMIIATHA MHTOKCUKALINSA, UITH CATMLIMIIM3BM, OOMKHOBEHO C€e MOosBABaA
€/IBa CJie]l MHOIOKpaTHa yrnorpeda Ha ronemMu 1034. CUMNTOMHUTE BKJIOUBAT 3aMalBaHe, CBETOBBPTEXK, LIYM
B YUIMTE, IIyXO0Ta, U3MIOTSABAHE, raJIeHe U NOBpbllaHe, r1aBoboaue 1 oObpKBaHe, H MOraT Ja ce
KOHTPOJIMPAT Ype3 HamasisBaHe Ha no3arta. lllym B ylmMTe Moxe aa ce NosiBH MpH MJ1a3MEHU KOHLEHTPALIWK
ot 150 1o 300 mukporpama/ml. ITo-cepruo3Hu HexenaHu peakLy ce MOSBABAT MPH KOHLIEHTPALIUH Ha/l

300 mukporpama/mil.

TunuyHa XapakTepHUCTHKA HA OCTPA CATHIH/JIATHA HHTOKCHKAHS € T€KKO HapyLIEHHWE Ha KMCEJTUHHO-
aJIKaJIHUsA OaslaHC, KOWTO MOXKe J1a BapHpa ¢ Bb3pacTTa U TeXXecTTa Ha MHTOKCHKauus. Hali-uectara npossa
Mpu jena € metadbonuTHa aiuuao3a. TexxecTra Ha OTpaBsHe HE MOXKe a ObJe OLIEHEHa caMo OT IIa3MeHara
KOHLIEHTpalusa. AGcopOuusTa Ha alleTUIICATMLIMIIOBA KUCeTMHA MoKe 1a Obe 3abaBeHa nopaay HamaneHo
M3Ipa3BaHe Ha cTroMaxa, 0Opa3yBaHe Ha KOHKPELMHU B CTOMaxa WM B Pe3yJITaT Ha MOorjbllaHe Ha
CTOMALIHO-YCTOHYMBH TabseTku. MepkuTe, KOUTO TpAOBA /1a ce B3eMaT NMPH MHTOKCHKALIMA C
aLCTUICATULIMIIOBA KMCEJIMHA, CEe OTPEAENAT OT CTENEHTa, eTarna U KJIMHUYHUTE CUMIITTOMH H B
CBHOTBETCTBHE CHC CTAHJIAPTHUTE TEXHUKH NMpH oTpaBsHe. [IbpBuTe Mepku TpaOBa 1a ObAaT YyCKOPEHO
OTAEJISIHE Ha JIEKPCTBOTO, KAKTO W Bb3CTAHOBSIBAHE HA €JIEKTPOJIMTHUS U KHCETMHHO-AJIKAJTHUS
METa00IU3BM.

[Topanu koMmIekcHUTE NaTOPU3UOIOrHYHH €(DEeKTH Ha CAJTMLIMIATHOTO OTPABSHE, MPU3HALIUTE H
CUMIITOMHUTE/OTKPUTHSA NMPH KJIMHUYHHK W3MHTBAHUs MOraT Ja BKJIOYBAT:

IIpr3Hann m CHMOTOMH OTKpHTHS NPH KJIHHHIHH TepaneBTHYHH
H3NHTBAHHSA

CromalliHa npo

Jleka 1o cpeana |
MHOT'OKPaTHO I1p

HHTOKCHKAIIHA




Ilpa3Hanu 1 cHMNTOMH

OTKPHTHH NpH KJIHHHYHH
H3NIHTBAHHA

TepaneBTHYHH MEPKH

Taxumnues, XunepBeHTHIALUS,
pecrpaTopHa ajikanosa

Ankanem Wi, aJIKaJlypHi

aJIKaJlHa IMypesa
Bb3cTaHOBsIBaHE Ha BOIHO-
eJIEKTPOJIUTHUS DaslaHC

Juadopesa

['aneHe, noBpbIlaHe

Cpeana 10 Texxka
HHTOKCHKALHS

CromauiHa npOMMBKaA,
MHOT'OKPAaTHO NMPHJIOKEHHE Ha
aKTUBEH BBIVIEH, (popcHpaHa
aJIKaJlHA IUype3a, XeMOIHaIu3a
B T€XKKH CITy4au

PecnuparopHa ankanosa c
KOMIIEHCAaTOpHA MeTabOoIMTHA
al|a03a

Aumaemus, aluuay pus

Bb3cTaHOBSIBAHE HA BOJHO-
eJIEKTPOTMTHUA OaslaHC

XUINEPNUPEKCHUS

Bb3cTaHOBsIBAHE HA BOJAHO-
eJIEKTPOJIMTHHUSA OaslaHC

PecniupaTopHu: Bapupar ot
XHUITEpPBEHTHIIALINS,
HeKapauoreHeH denoapobeH
OTOK 0 PECMMPATOPEH apPeECT,
ac(hHKcHs

CBPHEQHD-CBHOBHI BApHUpar OoT
AUCPHTMHA, XHITIOTOHHA 10
CbpACYHO-CBHA0B apeCT

Harp. KpbBHO Hasisraxe,
npomsHa B EKI

BonHo-enexkTposiuTHa 3aryoa:

Hanp. XUnokajaiuemus,

XUIIEpHATPHEMMUS, Bb3cTaHoBsiBaHE Ha BOJIHO-
nexyapartainus, OJIMrypus 10

XUIIOHATPUEMHUS, TPOMEHEHA eJIEKTPOJIMTHHUS DaslaHc
ObOpeYHa HeA0CTaTHbYHOCT

ObOpeyHa pyHKLHS

XUMNEepriiukeMus,
Hapyiuen ritoko3eH XUNoryinkemus (0cobeHo rnpu
MeTadOoJIM3bM, KeTo3a aeua)

[ loBUIIIEHH HUBA HA KETOHH

IllyM B ymure, riyxora

CToMalHO-4peBHU: CTOMAILIIHO-
YPEBHO KbPBEHE

X€MaTOJIOTUYHH: Bapupar OT
TPOMOOLIMTHO UHXUOHUpaHE /10
KoaryJionarus

Hanp. Y ab/pkapane Ha PT,
XUITONPOTPOMOMHEMHUS

HeBponornyuu: TokcuuHa
eHuedanonaTus U aenpecus Ha
ITHC ¢ nposiBu Bapupaiuu ot
CBHJIMBOCT, 00OBPKBaHE 10 KOMa
U I'bPUYOBE

OcCTpOTO WM XPOHUUHOTO MPENO3HPaHE Ha MPOAYKTA MOXKE ChIIO [a MPUYHUHM CrielMpUYHa TOKCUYHOCT,

CBBbp3aHa ¢ BUTaMuH C.

O6uuTe NposiBM Ha npeao3upane ¢ BuTamuH C Morar Ja BKJIFOYBaT CTOMAIIIHO-YPEBHM Ha

JIMapus, raJiecHe U NMOBpbIIaHe.

KJIMHWYHHTE IPU3HALM U CUMITTOMH, J1abOpaTOPHUTE AAHHU M MOCJIEAULIMTE OT MPE0
YYBCTBHUTETHOCTTA HA UH/IMBU/IA U OKOJIHUTE 00CTOATENCTBA (T.€. 1032, MPOABIDKHUTE

BpEME 10 TMarHOCTHUKATA).

AKO ce MosBAT CUMIITOMH Ha Mpeao3upaHe, NpoAyKThT TpsOBa Aa ce crpe U ja ce 1o

MCAHIIMHCKH CIICLHIHAJTHUCT.




OcTpoTo WK XpOHUUHO nipeacsupane ¢ BUTaMMH C (> 2g / IeH npu BB3pacTHU) MOXKE 3HAUYUTEITHO J1a
[OBHIIH OKCANATHUTE HHBA. B HIAKOM Cilydad TOBA BOAU 10 XHIIEPOKCATYPHSA, KPHCTATH3AMHA HA KAJILIMEB
oKcanar, oOpa3yBaHe Ha KaMBHHU B OROpEIINTE, OTNAraHe Ha KANIHEB OKCANAT, TYOYJIOUHTEPCTHLHATHA
Hediponarus v octpa OB6peUHa HENOCTATHYHOCT.

[Tpenozupane ¢ BuTamuH C Npy Npu NalLMEHTH ¢ NTIOK030-6-hocharaexuaporeHasen nedbuunr (> 3 g/nen
Mpu Aena U > 15 g/neH npH BB3pacTHH) MOsKE Ja JOBCAES A0 XEMOJIM3a HA EPUTPOLIMTHTE.

5. ®OAPMAKOJOIHYHU CBOUCTBA

5.1 @apMakoARHAMHYHH CBOHCTBA

G®apmaxoTepaneBTHYHa rpyna: HepsHa cHcTeMa, alleTHICAIMLIHIIOBA KUCEJIMHA, KOMOMHALMH C H3KITIOUEHHE
Ha ncuxonenTtuiii, ATC xoa: N02BAS1

MexaHW3EM Ha JIEHCTBHE

AHETWICAIHIMIOBATa KHCEJIHHA MPUHAIEKH KBM I'PyNaTa Ha KUCENTUHHHUTE HECTEPOHIHH
MPOTHBOBB3NAIUTEIHH JIEKAPCTBA C aHAJIFETHYHU, AaHTHIIMPETHYHH H MPOTHBOBE3NAIHTE/IHH CBOHCTBA.
He#HuAT MexaHu3BM Ha ACHCTBHE Ce OCHOBABA HA HEOOpaTHMO MHXUOHpaHe HA LIMKJIOOKCHICHAZHHTE
€H3HMH, BIUIIQYEHH B CHHTE3a HA DPOCTATTTAHAMHH,

dapMakoAHHAMUYHH eeKTH

ANETUNCANTMIIMIIOBATA KMCEITHHA B IEPOPATHN J03H 00HKHOBEHO Mexay 0,3 u 1,0 g ce uznoi3ea 3a
obnekuaBane Ha Oonka 1 nexu PeOPUNHE CHCTOSHHA, KATO TIPOCTYOH H IPHIL, 32 MOHMKABAHE HA
TEMIIEpaTypara 1 00JIeK4aBaHe Ha CTABHH H MYCKYJTHH OOJIKH,

HM3non3Ba ce cpU0 B IPH OCTPH W XPOHUYHH BL3MNAMTEIHH HAPYILIEHHS KaTO pEBMATOUIEH apTPHT,
OCTEOAPTPHUT H aHKHIO3HpaIl CIOHAMIAT. OOHKHOBEHO MPH Te3H 3a00NABAHKA C€ H3MOI3BAT BUCOKH J1031
oT 4 10 8 g NHEBHO, B OT/ICIIHH IIPHEMH.

AlleTHICATTHLW/IOBATA KHCETHHA CBUIO TaXa HHXMOMpPa arperaliMara Ha TpoMOOUHTHTE KaTo OJI0KHpa
CUHTE3a HA TPOMOOKCaH A; B TpoMOoHHTHTE. [T0o TO3H HAYHH AUETHACAIMIIIOBATA KHCEIUHA CE H3MOA3Ba
MPHY pa3jIMuHK CHAOBM TNOKA3aHHUA B J03H 0OHKHOBEHO 75 no 300 mg aHEBHO.

BoaHOpazTBOPHMHAT BUTAMHH acCKOpPOHHOBA KMCETHHA € YacT OT 3allHTHATA CHCTEMA Ha OpPraHu3Ma cpeuly
KHCJIOPOJTHUTE pajidKaJiH H APYTH OKCHAAHTH OT €HJOTSHEH U €K30I€HEH MPOH3X0/, KOHTO ChILIC HIPaAT
CTMIELIHAJIHA POJIA BBB Bb3MANMUTEIHUA [TPOLEC U B IEBKOLIUTHATA (PYHKLIMSL.

W in vitro, v in vivo eKCrliepMMEHTH IMOKA3BaT, Y€ aCKOPOHHOBATA KMCEJIMHA MMa MONOXKUTENEH ¢PeKT BEPXY
JIEBKOLIMTHHA UMYHEH OTTOBOP IIPH XOpa.

AckopOHHOBaTa KHCEJIHHA € OT OCOOEHO 3HAYECHHE 33 CHHTE3a Ha MHTPALIS/NyJIApHH OCHOBHH CYOCTaHIHH
(MYKOIIO/IM3aXapPHIHN ), KOMTO 3a€/IHO C KoJareHoBHTE (PHOPH yKpenBaT KaMWIsPHHTE CTEHH.

HobassHeTO Ha ackopOHMHOBA KHCEJTHHA KBM allE TWICATHIIIIOBA KHCEJIMHA NOA0DpABa MEPKHUTE CpeLy
CTOMALIHO-4PEBHU YBPEXKIAHHUS M OKCHIATUBEH cTpec. Te3u 103y MOTaT J1a IOBEAAT 10 nofodpaBaHe
npoguna Ha NOHOCHMOCT KbM IIPOAYKTH, CBhIBPKAIIM AlETHICAIMI[HIOBAa KMCEITHHA B KOMOHHALIMA C
ackopOHHOBA KMCETIHHA, B CPABHEHHE C MIPOAYKTH, ChIBPIKALIH CAMO alETHICATHLNORA KHCEIHHA.

5.2 ®@apMakoKHHeTHYHH CROHCTBA

Abcopbims

Cren nepopanHo NPUIOKEHHE alleTWICATHIIOBATA KMUCENHWHA ce abcopOurpa OBp30
HHTCCTHHAIHUA TpakT. I1o BpeMe Ha ¥ cnez abcopOnus aleTHICATHITHIIOBATA KMCETHHE
CBO#A rJ1aBeH MeTabONHT CaNHLAIOBA KhceuHa. KaTo 1110 MaKCHMAaNHHTE nnaamemfax I
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pocrurat ciien 15 — 30 MuHYTH 3a aneTHICANMITHIOBaTa KHCeNIMHA B ¢hOTBEeTHO ciiel (1,72 - 2 vaca 3a
CaTMLUIIOBAaTa KHcenHa. JIoDapaHeTo Ha ackopOMHOBA KHCEIHHA BORH [0 MAKa IIPOMEHJIMBOCT WJIH JIMIICA
Ha PK mapameTpH Ha aneTwicaTHLU/I0BATA KHCENIHHA,

Pasnpenenenue
AUETWICUIHITUIIOBATA M CANMLILTOBATA KMCEJJHHA Ce CBHP3BAT M3KJIIOUHTETHO 3APABO C IUTA3MEHHUTE
MPOTEHHH U CE paznpeacnsaT Obp30 B TEIECHHTE TEYHOCTH.

buorpancdopmanug
CanumuioBaTa KMCETHHA Ce TIOSBABA B KbPMATa H MPEMHHABA Ipe3 [UTALIEHTATA.

EnuMuHupase

CanunuioBaTa KUCEVHA c¢ SNMMMUHHPa OCHOBHO 9pe3 uepHoapobeH MeTabonuzpM. Metabonurure i
BKJIIOYBAT CAJTHHMIIITHKOYHA KHCEITHMHA, CANUITT (PEHONOR MNIIOKYPOHHK, CAMTUIIAJIOB ITIOKYPOHHI,
P€HTU3WHOBA KMCEIHHA B NreHTH3HHITUKOMHA KHCEMHHA.

AckopOHHOBaATA KHCENHHA ¢c& MeTabOMIM3Hpa YaCTHYHO Ypes AeXHPOoacKOpOMHORA KHCEJIHHA O OKCAJIOBa
KHCEeJIMHA.

EnuMuHanmMoOHHaTa KHHETHKA Ha CA/IMIIIORATA KHCEJIMHA € 3ABMCHMA OT J03aTa, ThH KaTo MeTabOIH3MBT €
OrpaH{4eH OT KallALMTETa Ha Y€pHOAPOOHHTE eH3UMH, ENMHMHHAMOHHUAT NOIYKHUBOT BApUpa MEXIY 2 10
3 4aca cneZi IpHeEM HAa HACKH J03H H 00 oKono 15 Yaca 3a sucokuTe 103u. CauInoBaTa KUCENWHA U
HEHHHTE METADOIUTH Ce EKCKPETHpAT IMaBHO Upe3 OnOpenyre.

Cnen nepopallHO NpHeMaHe, acKOpOWHORATA KMCENTWHA ce abcopOupa B YOBEINKHTE YEPBa OT Na+-3aBHCHMa
TPAHCIIOPTHA CHCTEMA, HAH-€()EKTHBHA B MPOKCHMATHOTO uepBo. AOcopOLmaTa HE € IPONOpLHOHAJIHA Ha
noszata: TeH KaTo OHEBHATA J03a CE€ MOBMINABA, KOHIEHTpALIHATA Ha aCKOPOMHOBATA KHCENHMHA B [1a3MaTa
¥ APYrH TENECHH TEYHOCTH HE Ce [TOBUINAaBa NMPOMOPIHOHAIHO, HO TeHASHLIUATA € J1a C€ JOCTUIHE T'OpHa

TPaHMIA.

AckopOuHOBaTa KMCETHHA ce PHITpHUpa Npe3 TIioMepynuTe H peabcopbupa B NpOKCAMAIIHHA TyOyJI Ypes3
akTuBeH Na-+-3aBHcUM npouec. OCHOBHUTE METabOINTH, EKCKPETHPAHK YPe3 YPHUHATA, CA OKCAIAT U
AUKETOTYJTOHOBA KHCEJTHHA.

5.3 IlpeakNIHHAYHH AaHAR 3a 6e3omacHOCT

lIpeaxmHHUYHHTE NaHHM 3a DE30MacHOCT Ha ALETHNCATHIIHIOBATa KMCENHHA ca fo0pe TOKYMEHTUPaHH.

B nipoyusaHHs NPH )XMBOTHH CAMIMJIATHTE MPUYHHABAT YBpeKAaHe Ha Op0peLiTe IpK BHCOKH J03H, HO
0e3 ApYru OpraHHM JIe3uH. ALESTHICAIHMIMIOBATA KACETHHA € IMPOKO M3CAEIBAHA iN Vilro W in vivo 3a
MYTareHHOCT H KaHLIEPOIeHHOCT: HE € YCTAHOBEHO 3HAYHMO JIOKA3aTeICTBO 34 MyTareHEH WId
KaHUEPOreHeH OTeHIIHAL.

CanHumiaTuTe MpogBsBaT TEPATOTEHHH €EKTH MPH U3CACABAHMA BEPXY Pa3IHu4HH BHAOBE XXHBOTHU.
Onucanu ca CIy4ad Ha HapyUleHHA TIPH UMIUIAHTALUS, eMOPHOTOKCHYHH M ()eTOTOKCHYHM eheKTH H
YBPEXKAAHE HA CIIOCODOHOCTTA 34 YUSHE B [IOKOJICHUETO CJIe] NpeHaTaTHa €KCIO3HIIHAL

OrpaHH4eHuTe JaHHH OT NpOYYBAHHA BBPXY XKHMBOTHH M XOpa IMOKA3BaT, Ye BuTaMHH C HMa HHCKa
TOKCHYHOCT. IlpeAKnMHAYHHTE NaHHK He pa3KpHBaT 0coOEH PHCK 3a XOpaTa Bb3 OCHOBA Ha

KOHBCHIIHOHAJIHHUTC NIPOYYBAHHA HAa OCTpa TOKCHYHOCT H MOBTapALIa Ce 4034, TCHOTOKCHYHOCT,
KaHNCPOIrcHCH NOTCHIHATl 1 TOKCHYHOCT 34 BE3INPOH3BOACTBO H PA3BHTHE.

6. @APMAINEBTHYHU TAHHHA

6.1 Copchx HA NIOMONTHHTE BEeHIECTBA

Hatpuer udrpar, 6e3BojeH




Hatpues xuaporenkapOoHat
JIuMoHeHa KMCcelTHHa
Hatpuer kapGonart, 6e3BoaeH
6.2 HecbBMeCTHMOCTH
Henpunoxumo

6.3 Cpox na rognocr

3 roguHu

,I[a HE CC YTIOT]JEGHBB. CJIcH H3THYAaHC CpOKa Ha roJHOCT.

6.4 CnenpanHu yciioBHS HA CHXpaHCHHE

Jla ce cexpansBa npH remMneparypa noja 25°C.
Ha ce cexpanHdaBa Ha MACTO, HEIOCTBITHO 34 JE1A.

6.5 BHI n chLabpXKAHHE HA ONAKOBKATA

AcnvpuH C ce npepiara B onakorkH ot 10 1 20 edeppecueHTHH TabIeTKH.

6.6 CrnennanHn NpeANnAZHH MEPKH NPH H3XBhLPASHE

HeusnonmssBannuaT NpoayKT WIH OTOANBYHKTE MATEPHAIH OT HEro TpAOBa Ja C€ U3XBHLPIAT B CHOTBETCTBHE C
MECTHHUTE W3UCKBAHMA,

7. IIPUTEXATEJI HA PASPEIIEHUETO 3A YOOTPEBA

baitep brarapus EOOJI

yi1. “Pe3bapcra™ Ne 5
rp. Codns 1510, benrapus

8. HOMEP HA PA3PENNIEHHETO 3A YIIOTPEBA

20000836
9. JATA HA ITHPBO PASPEINABAHE/TIOJHOBSABAHE HA PASPEIIEHHUETO 3A
YIIOTPEBA

Hara Ha ibpBO paspemarane: 28xexkemepu 2000 r.
Jlara Ha nocneano nmogHosgapade: 28 romm 2011 r.

10. JATA HA AKTYAJIMBHUPAHE HA TEKCTA

MM/ITIT
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