KPATKA XAPAKTEPHCTHKA HA ITPOXYKTA
1. VIME HA JIEKAPCTBEHHS IPOIVKT

ACIIEXXHK 500 mg npax 3a mepopesieH pa3TBOP B call¢ 38 ¢IHOKPATEH NpAEM

ASPEGIC 500 mg powder for oral solution in a single dose-sachet
DL- musunos aneran camuinar (DL — Lysine acetylsalicylate)

2. KAYECTBEH 1 KOMMYECTBEH Cbh(CTAB

Besko catlie chabpixa :

DL- ma3unos aneran canamanat (DL — Lysine acetylsalicylate) 900mg
(CHOTBETCTBAI KOJIMYECTBEHO Ha alleTH calnuiosa kucennHa 500 mg)
3a MOMOIMHHUTE BEMECTRA, BXK. To9ka 6.1.

3.  JIEKAPCTBEHA ®OPMA o OM All |
[Ipax 3a nepopalicH pa3TBOP B caillé 3a €THOKPATeH IIpHEM u BbPEHO!

DATA&.'" 95 [£0-0 08

4. KJIAHUYHHU JAHHH
4.1 TepameBTHYHH IOKA3AHHSA
CHMIITOMATHYHO JledeHHRe Ha cnaba mwiH cpexHo cunHa Gonmka w/ram ¢edbpumnter ( [lpn

riaBoGonne, 3660001, MeECTpyanHn GonkH. 1IpHnokeHHETO Ha NPOAYKTA 3aBHCH OT I04BaTa
Ha GoKaTa i/ W (GeGpIIHTEeTa, KaTo IPH OT3BYYABAHETO MM JIEIeHHETO TPAOBa A ce

npekparH).

JledeHHe HA HEPEBMATHUHO BL3NaneHHe (MYCKYMHO-CKENETHH OONKH, CIOPTHH TPaBMH,
HATHPTBABHA, KAICY/HT, TCHAMHHT, OCTHP HeCeMHHICH TEHAOCHHOBHMT).

JleueHue Ha peBMaTOHAEH apTPHT, IOBEHUICH aPTPHT, OCTCOAPTPHUT X PEBMATHYICH
beOpumMTET.

4.2 [lo3upoBKAa H HAYTHE HA NPAJIOKCHHE

Acnexuk 500 mg TpabBa Ja ce NpHIara Ha BE3PacTHH U fenia Haj 16 roguHy.

KaTto aHaAJreTHK ¥ AHTHIHDPETHK

CpenHa npenopbYHTE/IHA J03a:

- 1 came 500 mg Ha BcekH 4 WwiH 6 9aca; WM | M 2 canreTa aneTHICAIHIHIOBA KACCTHHA
500 mg THPBOHAYAIIHO, ITOCTEBaHY NpH HeoOxoxumocT oT 1 came 500 mg Ha BcekH 4 yaca
110 poABKaBaHe Ha cumirroMuTe. He TpsaOBa Aa ce MpHEMAT OBE™C OT 8 cammera o 500 mg
Ha JIeH, T.€. He noBede OT 4 rpaMa alleTIWICANHIINIOBA KHCeTHHA JHEBHO.

JlexapcTBOTO TpAOBa Ja c€ MpHEMa C XpaHa MITH MIIAKO, oco0EHO NpH NALMCHTH C
XpaHOCMHIATENIHH IpoOneMH. Axo OoNKaTa IEPCHCTHPA MI0BEYe OT 10 auu, TeMnepaTypara

KaTo NpoTHBOBL3NAJATEIHO CPEACTRO




HopmanHaTa 11034 € 0KOJIO 4 g AteTHICATHIMIIOBA KHCEIHHA JHEBHO, pasjie/icHa Ha 4 mpHeMa.

IMannenTn ¢ 6b0pevuna, YepaoAPOGHA HAH chPAEYHA HEAOCTATHLYHOCT: f03aTa TpAOBA Aa

ce HaMmanH (Bxk. Pasnen 4.4 CnenuanHu npexynpexacHus H CICIHATHA NPeAna3Hd MEPKH NIpH

ynotpela).

Haunn HAa OpHIOKeHHE

[Tepopanuo npuIOXKEHNE |
W3nuBa ce peaHara ciel ITHIIHOTO pa3TBapsSHE Ha CallleTo B rojsaMa Jaria BoJa, MIAKO HITH
COK.

4.3 IIpoTHBONIOKAZaAHHA
AneTHICATHIIOBA KHCEMMHA HEe TPAZOBa Na ce IpUiIara B CHEAHHATE CITyqaH:

¢ [lauweHTH C aKTHBHA, XpPOHHYHA WIH pelHAMBHpAaNIa CTOMAITHO-AyOJCHAIHA A3Ba.

¢ IlanueHTH c aHaMHe?a 3a CTOMAIIeH KPHLBOH3IHB HIH nepdopaums cien JeUeHue ¢
ANETHICATHITJIOBA KUCC/IMHA HIH JPYTH HECTEPOKRIHM IIPOTHBOBB3NATHTEIIHHA
CpeAcCTBa.

e [lanmmenrtH ¢ acT™a.

o ITaiMeHTH ¢ aHAMHE3a 32 CBPBXYYBCTBHTEIHOCT KbBM aLETHIICAIMITUIOBAa KHCCNHHA,
KBM KOATO H J1a € OT CHCTABKHUTE Ha JIEKAPCTBEH TO3HU IIPOAYKT, KBM HECTCPOHIHH
IPOTHBOBB3NAIMTE/HA CPEICTBA WIH KBM tartrazine (KpbCTocaHa peaKius).

o [lanmmenTH che 3a00IBaHHA BKIIOYBAINH KOAryJallHOHHH HapyIICHH, IIIaBHO
XeMOQHIHA WM XHIIOTPOMOHHEMHS.

e [TamueHTH ¢ Texka 6LOpedHa HIH YepHOAPOOHA HEMOCTATHIHOCT.

e ITanMeHTH ¢ MOJMIM HA HOCA CBBP3aHH C ACTMa, KOATO MOXKe Ja Obae HHAYIINpaHa HiTH
BJIOIIEHA OT alleTWICATHIUIOBa KHCEIHHA.

o Jlena mox 16 romuuM, TH KaTo ynoTpebara Ha aleTHICATHITAIOBA KHCC/IHHA €
CBBp3aHa ChC CHHAPOM Ha Reye, paiko HO TexXKo 3a0omsBaHe.

e Jlo3u Han 100 mg/nen mo BpemMe Ha TPETHS TPHMECTHP OT OPEeMEHHOCTTA.

e HekonTponMpaHa TeXKa Chp/IedHa HEAOCTATHYHOCT.

4.4 CroenHajJHH DpeXynpexIcHAs H CIENHATHH NMPeINa3HH MEPKH NPH ynoTpeda
[Ipunaragero Ha aneTHACAIMINAIOBA KACETHHA NPH MAUMEHTH, KOHTO PEXOBHO KOHCYMHpAT
ANKOXOJI (TPH WIH HOBEY€ aAJIKOXOJIHA HAMMTKY JHEBHO) MOXKE J1a IpeAN3BHKA CTOMAIICH
KPpbBOH3IMB. AJIKOXOJBT IOBHINABA HEXEJIAHHTE CTOMAIIHO-IPEBHH PCaKIHU Ha
alleTHIICATMIIHIOBATA KHCEJIHHA H Ce ABABa OTKNOYBALl GaKTop 3a XpOHHYHOTO Bh3NaICHHE,
NpeAU3BHKAHO OT aleTWICATHANHIIOBATa KHCETHHA.

[IprnaraneTo Ha alCTAICAMHIIHIOBA KACEIHHA TpAOBa 1a ¢¢ H304Arsa Hpeau MM Clex
eKCTDAKIHs Ha 350M WM XHpypravHa HETepBeHms. [Ipenoprunrento e ynoTpebara fa ce
NpeKbCHE eAHA CEAMHLA Ipead NoJ00HN HHTEPBCHITHM.

JIeyeHHETO C HECTEPOHAHHN IIPOTHBOBH3NAMTETHA CPECACTBA &

KPHBOH3IIHABH, YJIepanus H nepdopanes Ha TOPHATE xpaH R NATE

eMU309 MOraT a2 BE3HHKHAT 110 BCAKO BPpEME B X0/a HA Jig
CHMITTOMH M IpH DanpeHTH 6e3 aHaMHe3a 33 CTOMAIHH He



103aTa, IPH MalHEHTH B HAIIpSAHAIA BB3pacT H MalMeHTH ¢ AHAMHE3a 32 CTOMALIHA A3Ba,
ocoOeHo axo e Oria yciuoXHeHa ¢ KpbBON3JMB WiH nepdopama. Ilanuentare Tpa6sa na
OBJaT NpeayNpeicHN OTHOCHO TE€3H PHCKOBE, Aa OBIaT HHCTPYKTHPAHH Ja MOCETAT CBOA
JIEKap aKo ce MOsIBY MeJIeHa, XeMaTeMe3a, OAYepTada aCTeHHS WIH KOWTO H J1a OMIToO Zpyr
NpH3HAK WM CHUMIITOM NIpeATIoNarall IogBaTa Ha CTOMAIIEH KPbBOH3IMB. AKO B3HHUKHE
KO#TO H Za ¢ noaoOeH erm30/, IeueHHeTo TpAOBa He3a0aBHO Ja ce mpeKpar.

EXHOBpEMEHHOTO JI€IYEHHE C JIKAPCTBEHH NPOAYKTH KaTO KOPTUKOCTEPOHIH, HECTEPOH IHH
MPOTHBOBB3NAIATEIHA CPEACTBA, CEJIEKTHBHA HHXUOUTOPH Ha 0OpPaTHOTO yCBOSBAHE HA
CepPOTOHHH, HHXHOUTOPH Ha TPOMOOIMTHATA arperalins, ¥ aHTUKoaryJIaHTH, KOHTO MOrar Ja
IOBHINAT PHCKA OT KPHBOM3IIMBH, 0COOEHO B rOpHATA 4acT Ha XpaHOCMHIIATETHATa CHCTEMA,
TpaOBa MPH BB3MOXHOCT Jia ce u3barsa. B ciiydan, koraro €IHOBpEMEHHOTO JICYEHHE Ob/e
pereHeHO KaTo HeoOXouMo, TO TpAOBa fja ce U3BBPIOBA MIPEANIA3IHBO, KATO NAlHEHTET
Tpsa0Ba 12 6bA¢ MpeAYIPEACH 32 Bh3MOKHH NPH3HANHN H CHMIITOMH (MENEHA, XeMaTeMesa,
XHUIIOTEH3H, CTYIeHA [TOT, KOpeMHH OOJIKH, 3aMaiBaHe), KaKTO U 3a HeoOXonMMocCTTa Ja
IPEKPATH JICICHHETO U Aa ce 0ObpHe He3abaBHO KBM JICKap.

3a na ce u3beree pHCKa OT NpeAo3HpaHe, 1a He ce ynoTpebapa B koMOHHaNMs ¢ IEKAPCTBEHH
NPOAYKTH, B YHUTO ChCTAB BJIH3a AlETHICATHIIHIOBA KHCEIHHA.

CungpoM Ha Reye € MHOro psaiaxo >XHBOTO3ACTpAIIABAINO ChCTOSHHE, KOero € OHIo
HabmoaBaHO TpH Jielia, CTpajalmy| OT BHpPYCHa HHQeKuus ( IMo-CoenHallHO BapHIlela H
CHCTOAHMS IMOoJoOHM Ha HH(IyeHIa) NpH ynoTpedara Ha aneTHICATMIHMIOBA kHceauHa. B
TAKHBA CIYYAH alleTHICAMIMIOBATA KHCE/IHHA CE€ H3NON3Ba CaMO Cliel KOHCYJITAlHA C JIeKap
M KOTaTO JPYro NeUeHHNE CE € 0Ka3alo Hee(pKTHBHO.

[Ipr Texku ¢opmu Ha GO6PD HenoCTaTEYHOCT BHCOKH HO3H ALECTHICAIHIMIOBA KHCENHHA
MoraT Ja IpHYMHAT XeMoim3a.Ynorpefara Ha apmeTHicamnuiopa kucenuHa npu G6PD

HEAOCTAThIHOCT C€ H3BLPINBA 1104 MCIAITHHCKHA KOHTPOJI.

JlekapcTBEHHAT MPOLYKT TpAOBA Mla ce IpHeMa NPH CTPHKTHO MEAMIIMHCKO Hab/moJeHne ChIIo
H B CIIy9ad Ha:

- CBPBXYYBCTBHTEHOCT KBM JIPYTH NIPOTHBOBB3NANHMTENHY / aHTHPEBMATHYHH JIEKapCTBa.
- reduIUT Ha TMOK03a-6-focdat aexuaporeHasa.

- YPTHKapH4.

- PHHHT,

- BHCOKO KPBBHO HaJISTaHE.

[TpenopbUHTENHO € Aa ce NOAXO0XKAa IPEeANa3HBO KEM NAIMEHTH B HAaIIpEAHAIa Bh3pacT
NOpag NOBHIIEH PHCK OT TOKCHIHOCT, 0COOEHO IIpH HalHuKe Ha Ob0pevHa HeMOCTATHYHOCT,
HJIH IIPH HHCKH ILIa3MEHH HUBA Ha anOyMHH.

AeTIICAIHIMIOBATA KHCEIHHA He TpI0Ba Jia ce IIpHiara CHCTEMHO Kato npoduiakTHKa Ha
BE3NAJICHHA NPHYMHECHH OT BAKCHHAIIHH.

ITpnrioxxeHAETO HA AllEe THICATHIUIOBA KHCEIHHA HE CE IIPETIOPD
METPOparus HiIM MeHOparus.




IIpu GpeMeHHH Wi IUIaHWpaHe Ha GPEeMEHHOCT, allCTHIICATMIMIOBA KHCCIMHA CC M3NON3BA
caMo CleJl KOHCYITalus C JIeKap.

[Topagy HanHude Ha NaKTO3a, TO3H JIEKAPCTBEH MNPOAYKT € MPOTHBOIIOKA3aH IIpH
KOHI'€HATA/IHA ralaKTO3eMHd, FIOK030-TATAKTO3eH CHHAPOM Ha ManacopOIMs WiH JaKTasHa
HEAOCTATHYHOCT. |

4.5 BiaumojelicTBHE ¢ IPYrH JEKAPCTBEHA MPOAYKTH B APYrH GpopMH Ba
B3aHMOJeHCTBHE

®APMAKOIHHAMHYHH B3AHMOJEHCTBHA

* Ilpyzu HecmepoudHu npomueo6sb3NANUMeNHY CPeOCmea (HCIIBC): eqHOBPEMEHHOTO
npunoxenue Ha Haxonko HCIIBC Moxe Aa MOBAMM PUCKA OT A3BH U CTOMAIIHO-IPEBHH
KPHBOH3/IHBH IOPaiyl CHHEPTHUCH e(eKT. ANCTHICATHIMIOBATAa KHCCIIHHA HE TpsaOBa a ce
npuanara 3aenro ¢ gpyra HCIIBC.

. Kopmuxocmepoudu: ¢[HOBPEMEEHOTO IPHIOKCHHE HA alETHIICATHIIATIOBA KUCEIMHA
¢ KOPTHKOCTEPOHIH MOXe Ja OBHIIIM PUCKA OT A3BH H CTOMANIHO-YPEBHH KPbBOU3THBH
nopai cAHEprudeH edeKT., MOpagy KOeTo He CE MPEnophiBa CAHOBPEMEHHOTO HM
npunarage. (8x. Paspen 4.4 Cnenpanay nNpeaynpexaeHus H CIICIHATHHA IpeiasiHi MCPKK
npH ynorpeba.).

. Tuypemuyu: HCIIBC Morat ia mpeH3BUKAT OCTpa 6n0peuHa HeJOCTATBYHOCT,
oco0eHo IpH JleXuApaTHpaHH NauMeHTH. B cirydad Koraro aucTHICaIHIHIIOBA KHCeJIHHA C€
IpHJara eJHOBPEMCHHO C JHYPETHIH, NAHCHTET Tpa0Ba Ja € XHApaTHpaH JOCTaThIHO H B
HAYATOTO Ha JedenneTo TpaOBa na ce mpocaenn 6p0peunara QyHKIHS.

. CenexmueHu unxubumopu Ha 06pamuomo yCé0R6aHe HA CEPOMORUN. TAXHOTO
e/IHOBPEMEHHO MpHIAraHe IIOBHINABA OODIHA PHCK OT KPBHBOH3IIHB, H II0-KOHKPETHO OT
FOPHATE OTJAEIH Ha XPaHOCMHEJIATE]THATA CHCTEME, IOPAJH KOETO BHHAIA KOraTo TOBA €
BB3MOXHO, TpA0Ba Ja ce n36iArBa KOMOMHHPAHOTO HM IIpHIIaraHe.

. Iepopanuu anmuxoazynanmu: TAXHOTO eNHOBPCMEHHO NpAJIaraHe NoBHINaBsa pUCKa
OT KPBHBOH3JIMB, ITOpai KOETO HE C€ NpenopHIBa. AKO e HEBB3MOIKHO Jia ce n3berne nonodHa
xoMGHHAIMS, BHEMaTeIHO Tpabpa fa ce mpocneaasa INR (MexayHapoaHO HOPMATHIHPAHO
choTHOmMeHHeE) (BX. Paznen 4.4 CnenuanHy NpeAyNpeXICHHA U CICIHATHE Ipealla3Hil MEPKH
npu ynotpeba.).

. Tpombonumuyu u UHXUGUMOPYU HQ MPOMOOYUMHAMA azpecayul. TAXHOTO

e IHOBPEMEHHO IIpHIaraHe MOBHINABA PHCKA OT KPHBOHM3IMB, IOPAH KOCTO HE CE NPCTIOPEIBA
(ex. Pasnen 4.4 CneunarHd NpeyNpeXxICHUA ¥ CIICNHATHH NPEATIa3HK MEPKH 1IpH
ynorpeda). |
o Huxubumopu na anzuomensun xonsepmupauyus ensum (ACE uHxubumopu) u
anzuomensun Il-peyenmopnu anmazonucmu: HCIIBC 1 aHTHOTEH3HH Il aHTaroHUCTHATE
VIPaXHABAT CHHEPrHYeH eeKT BEPXY CHINKABAHCTO HA IIOMEpPYIHATA ¢unTpauus, KOATO
MOJe N Ce BJIOIH B CTydad Ba HapyuieHa 6p0peuna ¢pynkuud. IIpunaranero Ha Tasn
xoMOHHAaIMA OpHA [TAAEHTH B HAPC/IHANA Bh3pacT HH IEXUAPATHPAHH TAKHBA, MOXKE Jia
oBezie 10 OCTpa GBLOpedHa HEAOCTATEYHOCT BCIIEACTBHE NIPAKO BE3ICHCTBHUC BEPXY
rIoMepyIHaTa GriTpamud. B HauamoTo Ha JiedeHHeTO Ce MPenophiBa NPOCNCAABAHE Ha
6p0peunara GyHKIMA, KakTO ¥ PEIOBHO XHIPATHPAHE HA NALMCHTHTC. CeI10 Taka, Ta3y
KOMGUHAIMSE MOXKE J1a CHHXKH aHTHXHIepTeR3uBHOTO AelicTere Ha ACE uHXHOHTOpHTE
HHXAOHTOPHTE HAa aHTHOTCH3UH 1] aHTarOHACTHTE MOpaIH HHXKOHpal ePeKT BEPXY
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. Hucynun u cynghanunypeiinyu npenapamu. eTHOBPEMEHHOTO JICUEHHE C
AU THJICATHIIHIIOBA KACE/IHAA H HHCYIMH H cyldaHWIypeltHy IpenapaTys IOBHIIABA
XHIIOTIMKEMHYHUTE UM e eKTH.
. Cyclosporine: HCIIBC Morar aa moBHmaT HepOTOKCAYHOCTTA HA I[HKJIOCIIOPHH
NOpaIM MeaHaTOpHH edexTH Ha ObOpeunnrTe mpocTarianauHy. [Ipenoprasa ce BHUMATEIHO
npocneassane Ha 650peunara pyHKIASL, 0cOOCHO IIPH IIAHEATH B HATIPpEIHAIA BH3PACT.
° Vancomycin: aneTHICANHIHIOBATa KACEIMHA OBHIIABA PUCKA OT OTOTOKCHYHOCT HA
BaHKOMHuHH

G-ukmepgepor: alleTHICATHIHIOBATA KHCETNHA CHH)KaBa aKTHBHOCTTA Ha 0
KHTep(lJepOH

Anxoxon: NpEEMaHETO Ha AJIKOXOJ € aNETHNCATHIMIOBA KHCEJIHHA IIOBHIIIABA PHCKA
OT KPBbBOH3JIHMB 0T XpaHOCMHJIATEJIHATA CHCTEMA.

PAPMAKOKHHETHYHH B3AUMOLEHCTBHA

. Jlumuii: noxasano e, ue HCIIBC pamManaBaT ekckpenssaTa Ha THTHH, KATO IO TO3M
HaYHH NOBHIIABAaT HABATA Ha JIMTHHA B KPBBTA, KOETO MOXKeE J1a JOBEIEe 10 TOKCHYHM HUBA.
Emnospemennara ynorpeba sa mmaruit 1 HCIIBC =e ce npenoppura. KonnenTpanuure Ha
JHTHH B KpbBTA TPAOBA ZIa Ce IPOC/IEAABAT BHUMATEIHO B HAYANOTO, 10 BpEME Ha aalTHPaHe
H B Kpas Ha JICICHHETO ¢ alleTH/ICAMIIAIIOBA KHCEIHHA, B CJIYIaHTe KOTaTO KOMOHHALMATA €
HAIOXWTEJIHA.

o Methotrexate: HCIIBC camxaBat TyOyJIHaTa CEKpelMAa Ha METOTPEKCAT, KaTo 1O TO3H
Ha4YHH NMOBHINABAT IUTA3MEHUTE MY KOHIICHTPAIMH, A OTTYK H TOKCHYIHOCTTA MY. [Topamu ToBa,
eqHOBpeMeHHOTO NpuioxeHue Ha HCIIBC npu nanuesTH neKyBaHH ¢ BUCOKH 03
METOTpEKCaT He Ce npenoprasa. PHCKBT OT BlauMoeicTBHEe MexXKy MetoTpekcatr H HCIIBC
NpH DAIHEHTH H3JI0XKCHH Ha HHCKH 034 METOTpEKCaT TpaOBa CHIIO Ja ce B3eMe IIPeABH,
ocobeHo TakuBa ¢ HapymeHa 666peura pyHxus. B ciyuanTte korato kKoMOMHHpaHaTa
Tepanus ¢ HeoOXoquMa, Tpsa0Ba aa ce ClIeOH XeMaToJIoruiHaTa H 0B0peunara GpyHxInA,
oco0eHo npe3 MEPBUTE JHH HA JICYEHHETO,

° Ypuxo3zypuunu azenmu: npuaaraneTo Ha alleTHICATHIMIOBA KHCEJMHA 3aEHO C
YPHKO3YPHYHM ar¢HTH MOXE, OCBEH Aa NOHMXH e(eKTa Ha MOCICAHATE, CHINO Ja IPpeAN3BHKA
CHUIKEHHE B €KCKpeLlHATa Ha alCTHICATHIIHIOBA KHCETMHA, KAaTO [0 TO3H HAYHH JOBEIE 110
II0-BHCOKH IJIa3MEHH HUBA.

. Anmuayuou: anTHaUEIATE MOTAT Ja MoBUmAaT OEOpeYHAaTa eKCKpelHs Ha
CATMLIMJIATHTE IOPAdR ANTKAIH3alHs HA YPHHATA.
o Digoxin: HCIIBC nopumapar niasMeHHTe HHBA Ha IMI'OKCHH, KOHTO MOXe n1a

JOCTHI'HE TOKCHYHY HHBA. EfHOBpeMeHHOTO NpHinoxeHue Ha JUrokcuH ¥ HCIIBC we ce
npenops4usa. B cy4yad, Koraro € JHOBpEMEHHOTO IIPHIIOKEHHE € HATOXKUTEIHO, IIa3MEHHTE
HHBA Ha AMTOKCHH TpAOBa Ia ce MpoCneaIBaT B HAYANIOTO, II0 BpeME Ha ANAITHPAHETO H B
Kpas Ha JICYCHHETO C ANCTHIICATHITHIIOBA KMCE/IHHA.

o bapbumypamu. anermncaMIMIOBaTa KACEIHHA OBHINABA IJIA3MEHHTE
KOHLIeHTpaiu| Ha 6apburyparure.
o Zidovudine: aueTHICAIHLMIOBATA KHCEIHMHEA MOXKE J1a IIOBKIOH TUIA3MEHMTE

KOHLIICHTPallHH Ha 3HAOBYIHH Ipe3 KOMIIETHTUBHO HHXHMOHpaHe Ha INMIOKOPYHHPAHETO KN
IMPEKTHO HHXMOHpaHe Ha 9epHORPOOHIA MUKPO30MeH MeTaboMN3EM.. CIICHHATHO BHUMAHHE
Tpsa6Ba fa ce 00BbPHE BHPXY €BEHTYaNIHH JICKAPCTBCHH B3aHMOACHCTBHA IpeIH IPHJIaraHe Ha
aleTIWICAHUIANIOBA KHCEIHHA, OCOOEHO IPH XPOHHIHO JICUCHHE I(OM6HHH@HQ CBC
3UJOBYIHH.
o Bannpoesa xucenuna: eTHOBPEMEHHOTO IIPHIIOKEHHE H
KHCEIIMHA M BalIIPOMHOBA KUCEIMHA IIPEIHM3BHKBA CHHXXABAHE
HHXHOUpa MeTabonm3Ma Ha BAINIPOMHOBATA KHACE/IMHA.




. Phenitoin: aneTHNCaTAIHIOBATA KHCEIHHA MOYXe XA [IOBHIIH ILTa3MEHUTe HHBA HA
GbEHHTORH.

BingHHe BbpXy Ja0opaTOpHHTE TECTOBE:

ALIeTHICATHIIIIOBATA KHCEIMHA MOJKE JIa POMEHH CTOMHOCTHTE Ha ClIeHUTE N1a60opaTopHH
OKa3aTeIIH:

* KpeB

- bronormaro nosumasane Ha TpancaMunasure (ALT u AST), ankamara docdaraza,
aMOHAK, OMIHpyOHH, XonecTepon, kpeatuH docokunaza (CPK), KpeaTHHHH, THTOKCHH,
csobonieH THpokCHH (T4), THporaer cebp3Bai rinodymud (TBG), makrar aexuaporesasa
(LDH), Tpurnanepu iy, TMKOYHA KHCEJIHHA H BAIMIPOEBa KHCEIHHA.

- brHoyorn4Ka pexykuus Ha cBoboauna T4, THponneH cramympany XopmoH (TSH),
THpoTponuH ocBoboxkAaBaiy xopMoH (TSH-RH), ceoboner T3, rmoxo3a, deHRTOHH,
TPHTTTHUEPHIH, TMKOYHA KUCEIMHA, KPEaTHHHHOB KIIUPEHC.

- YBeIHYCHHE NMOopa/iy NOBIHABaHE Ha 1a0OpaTOPHHTE MOKA3aTeH 3a IVII0K034a, IapaleTaMoll
u o0 GenTeK.

- [lonxerre nopaay NOBIHABaHE Ha NabOpaTOPHUTE MOKA3aTeNH Ha TpancaMuHasure (ALT),
anOymun, ankanHa Qocarasa, xonecrepos, CPK, LDH u 061y 6entok.

o YpHuHa

- brOIOrHYHO CHMXXEHHE Ha €CTPHOIL.

- Penyxums BenencTeue Hameca B 1aGopaTOpHUA POHEC Ha S-XUAPOKCH-UHO) OLIETHATA
KHCCIINHA, 4-XHAPOKCH-3-METOKCH-MaHIENIOBaTa KHCEIIMAA, OOIIETE €CTPOreHH U IIII0K03aTa.

4.6 bpemernoCcT B KbpMeEHe

bpeMeHHOCT:
AlleTHIICATHITMIOBATA KACEIMHA NPEMHUHABa IUIallenTapHaTa Gapuepa.

EnnaeMHoIOrnIHUTE NPOYYBAHHS NpeAIoNaraT yBelmdapaHe Ha aGOpPTHTE H BPOJCHUTE
MaiipopManuy (BKITIOUYHMTEIHO CHPJACYHH ManGopMaIliy M raCTPOIMM3UC). ALIETHICATHIHIOBA
KHCEIIMHA He TPIOBa J1a ce IMpunara No BpeMe Ha THPBHA H BTOPHUA TPHMECTBD, OCBEH aKo HE €
abCOMOTHO HAIOXHTEIIHO.

Ilo BpeMe Ha OpeMeHHOCT canMmIaTh TpA6Ba Jja ce IpHUEMAT CaMoO CJIES CTPOra NpeleHKa Ha
CBOTHOIIEHHETO NOJI3a-PHUCK.

AKO 10 BpeMe Ha ITHPBAA H BTOPHA TPHMECTED OT OPEMEHHOCTTA Ce H3NOJI3Ba
aleTHIICATHIIWIOBA KUCETHHA, X03aTa TpAOBa Ja e Hali-HHCKaTa BB3MO)KHA H
NPOABIDKHTEIIHOCTTA Ha JICYCHHETO TPAOBA Aa € BE3MOXHO Hali-KpaTKa.

Ynorpebara i € IPOTHBONIOKa3aHa IIpe3 TPeTHA TPHMECTHD Ha OPEMEHHOCTTA, Thil KaTo
MPHIOKECHHETO Npe3 TO3H MEPHOA MOXeE Jia YABIDKH PaXJaHETO H a AOIIPHHECE 32 KbpBEHE
Ha MaiKaTa WIH HOBOPOAEHOTO H IO HPEXAECBPEMEHHO 3aTBapsHE HA OYKTYC apTepuosyc. [Ipu

H3CjIeBaHUsA BBPXY XKHBOTHH O€mIe TEMOHCTpApPaHa penpOAYKTHBHA TOKCHYHOCT. (BX. Pa3znen
5.3)

Kbnpmene:
AlleTHICATHIIANOBATa KNCENIHHA CE eKCKPETHPa B MAalf9¥HOTO MIISKO, IIOpaH KOETO

ynotpebaTa i He ce npenoprusa o BpeMe Ha KbpPMEHE HOPAtH PHCK OT IPeRU3BAKBAHE Ha
HEXEJIaHH JIEKAPCTBCHH PEAKIMY B AETETO. e

4.7 EdexTH BHpXy cnocobHOCTTA 32 modupane u pabora ¢
Hsma onmcanu Takusa.



4.8 HexelaHH JeKAPCTBEHH PEeAKIHHA

Hexenanurte nexapCcTBEHH peakIiiy Ha allCTHICATRIHIOBATA KHCEINHA B OBEUYECTO OT
CIy4aHuTe ce IBDKAT Ha (papMaKOJIOrHYHHA HAYWH Ha JACHCTBHE H 3acArar riaBHO
XpaHOCMHJATeNHaTa cCHcTeMa. HAKOH BHIOBE HEXEAaHM JICKaPCTBEHH PEaKIMy Ce Pa3BHBAT
npH 5% - 7% oT natMeHTHATE.

Hexenanure JeKapCTBEHH PEaKIAMH C€ IPYNHPAT CNOpe ] TAXHATA 9€CTOTATa (MHOTO YECTH: >
10%; gectu: >1% < 10%; He gectH: > 0,1% < 1%,; peaxu: >0,01% < 0,1%; MHOrO peaxu: <
0,01%) B cnopes; CHCTEMHO-OpraHHATa KIacH(pHKAI#.

Hait-xapakTepHUTE HEXeNaHH JIEKAPCTBEHH peaKIIuy ca:

Hapymenus Ha XPHLBTA H JHMEMHITA CHCTEMH:

- Yectn (1-9%): Hucrk mia3Men npoTpoMOHH (BBB BHCOKH J03H).

- He gectn (<1%): AHEMUS.

- Onucany ca CBHII0 H XeMATOJMOTHYHH PeakIHH KaTO XEMOPAaruYHH CHHAPOMH (EIIUCTaKCHC,
THHTHBOpArus, Oyplypa H IIp.) ¢ yAbDKaBaHe BPEMETO Ha KbpBeHe. ToBa neiCTBHE
mpoabiDkKaBa OT 4 10 8 JHH ClIe MpEeKpaTABAHE Ha JIEYEHHETO C alleTHICANHMITHIIOBA KHCEIHHA.

HapynieHHS HA HEPBHATA CHCTEMA: |
IpH mpoxBHKATENHO NpHIAraHe Ha BUCOKH JAO3H MOrar Ja Bb3HHKHAT H3MNOTABAHE,

rnasobonue 1 00BpKaHOCT

HapyimeHns Ha YXO0TO H Ja0HPHHATA:
[Ipa mpoABIDKMTETHO NMPRIATAHE HA BUCOKH JIO3H MOraT Ja B3HUKHAT 3aMalBaHe, IIYM B

yinuTe H riyxora. Jlesenmero tpabea na 6p/1e NpeKpaTeHo B CIydaH, HpH KOHUTO NMALHCHTHTE
pa3BHSAT €IIH30/] HAa 3aMaikBaHe, IIyM B YIIHTE HIH IITyXOTa.

PecnApaTOpHRE, FPHLAHM HAH MEAHACTHHAJTHE HADYHICHHAS:
Yectr (1-9%): PHEHT, MapOKCH3ManeH OPOHXOCNHa3bM, TEXKKA JUCITHES.

CroMamBO-9peBHH HADYIICHAS :
Yectu (1-9%): croMalIHO-YpeBHH KPHBOU3IMBH (MeJIeHa, XeMeTeMe3a)

KopeMHa 6onxa, ragene, JUCIICIICHA, MOBPHIIAHE, CTOMAIIIHA #3Ba, AYOJCHANIHA A3Ba.

XenaTo-OMINapHN HADYIICHHSA:
He gectn (< 1%): XenaToToOKCHYHOCT, 0COOSHO ITPH MALIACHTH C FOBEHHIICH apTPHT.

HapymieHHETa HA KOXKATS H HOAKOXKHATE THKAHM:
Yecrn (1-9%): YpTHKapHs, €K3aHTEMHH €PYIILIHH, aHTHOCAEM.

Hapymenus 53 0L0pennre H IHKOYHHTE DHTHIA:
[Ipy npOXEIDKATEHO NIPpUIArade Ha BUCOKH JO3M MOraT Ja BE3HHKHAT OBOpeuHa

HEOCTATHYHOCT H OCTHhP HHTEPCTHIRAICH HEPpPHT.

06 eHHS:
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APYTA HCCTCPONIHH ITPOTHBOBB3INAIHNTC/IHHA CPCACTBA, MOI'aT [




WM aHaQHIAKTOMIHH peaknud. ToBa MOXe Jla ce CIy9H M IPH NalfHEeHTH, KOHUTO HE ca
NPOABABATH NPEAN TOBA CBPBXUYYBCTBHTEIHOCT KbM TE3H JIEKapCTBa.

4.9 IIpemo3upane

° Inarno3a: Iloxaszarenn 3a Npeo3HpaHe ca CHMITOMHUTE Ha XpOHHYHO CAJTHIIHIATHO
nedenure (raJeHe, NOBpBINaHe, ITyM B YITHUTE, H3MOTIBAHE, Ba30JHJIATAIHI U
XHIIEPBEHTHIAIAS, TTIaB00OHE, 3aMBITICHO BHXK/IaHE H ITOHAKoTra quapus). Iloseuero oT Te3u
peakiMe Ce MpeAH3BHKBAT OT Npexud e(PeKT Ha cheuHeHneTo. BasomunaTanuaray
H3noTABaHeTo 00aue, ca pe3ysITaT OT YCKOPEeHHA MeTaboM3BM.

Hapymenuara Ha aIKQTHO-KACEIHHHOTO PaBHOBECHE Ca YECTH, KOETO MOXE Ja IMOB/IHsAE
BBEpPXY TOKCHUYHOCTTA HAa CATMIWJIATHTE Ype3 IIpOMAHE Ha pasnpeAelicHHEeTo MeXKIY MIa3sMara U
TekannTe. CTHMYNALMATA HA JHIIAHETO NPEIA3BYKBA XHNIEPBCHTHIIAIMA M PECIIMPATOPHA
anKano3a. HapyieHHeTo Ha OKHCIATEIHOTO pochopHMpane npe3BHKBAa METaOOMHTHA
anuao3a.

B xIMHAYHATA KapTHHA Ha CANMIIHIATHOTO OTPABAHE [[BaTa CAMIITOMA BE3HHKBAT B Pa3/IMIHA
CTENEH, HO MeTa0O0THTHATA KOMIIOHEHTA € ¢ TCHACHIMS a JOMUHHpA MTPH Jela Ha BB3PacT 10
4 TOQWHH, AOKATO IIPH [I0-TOJIEMH Jella B Bb3DACTHH PeCITHpaTOpHATa AIKalI03a € 10-4eCTa.
[NosBaTa #a HEBPOJOTHIHHA CMYIIEHHA KaTo O0BPKaHOCT, HSIHp, IBPUOBE ¥ KOMa ca Oemresn Ha
OCTpa HHTOKCHKAITUS.

Korato rasMeHHRTe KOHIIEHTpanaH Ha camnuunatute Hagsamar 300 mg/l, ce passuBat
NPH3HALH HA CATTHIHIHEIEM.

[Tpz BE3pacTHH C IUTa3MEHA KOHIEHTpAUUH Ha cauimiatd Haa 500 mg/l € neobxommo na ce

npeAnpHeMaT IIOUThPKALH MCPKH.

TepaneBTHYHE M IOJTHpXan| Mepki: He chillecTBYBa aHTHAOT 3a OTPABAHE CHC CATHIIHIIATH.
B cayugail Ha Domo3HpaHo Ipeao3upaHe, MaNHUERTHT TP#OBA Ja ce NOCTaBH 10 HabMoAeHHE 3a
noHe 24 4aca, Thif KaTo B MPOXBIDKCHUE HA HAKOJIKO Yaca MOXKe Jia JIMIICBAT JaHHH 3
CHMIITOMATHKA WM CAIMIMIATH B KpBBTA. B ciyuau Ha npenosupase TpgaOBa a ce u3BbpLiat
croMallleH Jlapax B (POpCHpaHa anKallHa Juype3a, H Aa ce 3all0YHE NOJIbpXKamio reueHue. B
OCTDH CIIy4aH, MOKE J1a C¢ HAJIOXKH BH3CTAHOBABAHE Ha ATKAIHO-KHCEIHHHOTO PaBHOBECHE
3a€IHO ¢ XeMOIHaIH3a.

S. G®APMAKOJIOI'MYHHA JAHHH

5.1 @apmaxoaEHAMHYHH CBOHCTBA
dapMakoTepaneBTHYHA Ipyna: AHANTCTHIH H aHTHIIHPETHIMH, IPOU3BOIHH HA CA/IHITHIIOBATA
xucemuna. ATC xox NO2BA 01.

ALICTHICATANHIOBATA KACEIHHA IIPHHAJUICKH KM I'DYIIaTa HA aHAITCTHIINTE,
aHTHIHPETHIIHTE H HECTEPOHUAHATE NMPOTHBOBB3NaUTENHE cpeacTea (HCIIBC).

AHaNTeTHYHHAT e(EeKT Ha ALCTHICATMIIHIOBATA KHCENMHA CE MpoABABa HepudepHO
BC/ICACTBAE HHXAOHpAHE CHHTE3a Ha NpOCTarIaHAHHH, KOSTO NpeAOTBPAaTABA CTHMYJIALUATA
Ha 6ONKOBHTE pellenTOPH OT OpajuKHHUH U APYTH BeecTna. [lopaau BepOATHH HEHTPATHH
edexTn BBPXY XHIIOTANAMYCA, C€ JOCTHra U 10 ofe3bonaBane.

AHTHITHPETHIHHAT €PEKT BEPOSTHO C€ JBIDKH Ha HHXHOHPAHETO C
MpoCTarjiaHnaHHHATE, BHIPEKH 9€ ApaTa Ha XHIIOTaIaMyca HrpasT
Te3d NepAdepHE MEXAHH3MH.,




AlleTRICATHIMIOBATA KACEIAHA HHXAOKMpa oOpasyBaneTo Ha TpoMOOKcal A2 nopagu
alleTHIMpaHe Ha TPoMOOLIMTHATE LIHKJIO0OKCHIeHa3a. To3M edekT Ha HHXuOnpaHe Ha
TPOMOOIIMTHATA arperamasa € HeoOpaTuM B X0a Ha XKHBOTA HA TPOMOOIIUTHTE.

5.2 @OapMaKOKHHETHYHH CBOHCTBA

Abcopbunsg:

Tl kaTo DL- MU3HMH anjeTHn CAIMIMIAT C€ pa3TBapa BeAHAara ¥ 3110 BLB BOJA, CIEN
abcopOLuATa ce pasmaja A0 aAleTAICAIHIINNOBA KHCEIUHA.

B oOmms cioyvait, abcopOumara € Opp3a H IrbiHa CIeh NepOPATHO NPHIIOKEHHE., XpaHaTa
3a6aBA CKOPOCTTA, HO HE H CTeNeHTa Ha abcopOiusa. OOHKHOBEHO MaKCHMMAalIHa IIa3MeHa
KOHIICHTpaLMs ce€ AOCTHTra ciex 1-2 yaca NpH eJHOKpaTHA 103A.

PasnpepeneHue: AnleTRICATHIMIOBaTa KMCSIMHA H CATHITMIIOBATa KHCETHHA Ca YaCTHYHO
CBBP3aHH ChC CEPYMHHTE IIPOTEHHH, IM1aBHO ¢ anOymud. Hopmanso 80-90% ot
aDeTHJICAHMIMIIATA [IPHJIOKEH B TEpaNleBTUYHA IIJIa3MCHa KOHIICHTPAIHs C€ CBbP3Ba C
MPOTEHHATE. AUSTHICATAIMIOBATa KACEIMHA ¥ CATHIMIIOBATa KHCENMHA C€ PasNpeAeiaT B
CHHOBHAJIHATA TEYHOCT, IICHTpAIHATA HEPBHA CHCTEMA U CIOHKaTa. CalMIHIIOBaTa KHCEIHHA
JIECHO IIPEMHAHABA ILTAIIEHTATA H BHB BUCOKH JJO3H C€ €KCKPETHpA B MAHIHHOTO MIIAKO.

Metabonn3zsM — EXckpenns: AeTHICATHIIHIIOBaTa KUceMHa Obp30 ce TpaHC(POpMHUpa B
CAIHMI[HIIOBA KHCEIHMHA C ITOAYXHBOT OT 15-20 MHHYTH, He3aBHCHMO OT fo3ara. CanHIHIoBaTa
KHCEJIMHA OTYACTH C€ EKCKPETHpA HEIPOMEHEHA M YaCTHYHO ¢e MeTaboIn3upa upes
KOHIOTAINA ¢ [IMIEH ¥ IMIOKYPOROBA KHCENHHA, 1 oxucienue. CKopocTTa Ha oOpasyBaHe Ha
MeTaboIMTH Ha IIMIMHE H IIOKYPOHOBA KHCEIHHA € HacuniaeMa. [1ony)XKHBOTET Ha
CAMMITHIOBATA KACE/IMHA € 10303aBHCHM. brOpednara eKcKkpeas Ha CaTHITHIoOBaTa KHCEIHHA

ce M3BLPIIBA Upe3 IoOMepYHa GHITpauns ¥ TyOyIHa CEKpeIlus.

Edexrn 3aBECHMY OT Bh3pacTra: HaMa 3HaYHMH pasinuKH MEXIY papMakOKHHETHKATA
Ha0moAaBaHa NpH JIHIla B HAIIpeAHAaIa Bb3pacT H MJIaIH 3peilH HHINBHIH.

5.3 IlpeaknHHEIHE ZRHHH 32 0€30MACHOCT

CaIAIATHTE YIPAXHIBAT TepaTOreHeH ePeKT BbPXY pPa3IHIHU XKHBOTHHCKH BHIIOBE.
[Ty6naxyBaHa € HHGOpMAnHs OTHOCHO IIPOMEHM B MMILIAHTAIMATA, EMOPHOTOKCHYHH U
deTorokcHIHH edeKTH, HOBHINARAHE HA eMOpHO-(eTaTHaTa CMEPTHOCT H HAPYIUCHUA B
cnocoOHOCTTA 3a Y9€HE B MTOKOJICHUETO Ha )XHBOTHH TPETHPAHH ChC CAIHIIHIATH B
NpeHaTaNHuA cH XuBoT. [ToBHInaBa ce CHINMO 9ECTOTaTa Ha HAKOJKO MalpopMaluH,
BKIOYMTENRO CHPACTHO-CHIOBH, IIPH XKHBOTHH, KOHTO €a MOTyYaBanyu HHXHOHTOPH Ha
MPOCTarIaHAMHOBHS CHHTE3 IO BpEME Ha IIEpHOAa Ha OpraHOreHesa.

Mymazenen u xapyurozenen nNOMeERYUAn.
[TpeaxMMHUYHKTE JaHHM HE MOKA3BaT OCOOCHH PHCKOBE 3a XOpa CIIOpeX NPOBEACHHUTE
ApOYYBABMA BEPXY MyTarcHHHA H KapIiHHOTCHHUA MOTEeHIHAL.

6. ®APMAIIEBTUYHHN NTAHHH

6.1 Cniuchbk HA NOMOIHATE BEHIECTBA
'muamps, ApoMaru3atop ( CBCTaB: TaKTO3a, HOPTOKANIOB COK, €TE€PHYHO

AMOHHCB INNTHIHPHA3HAHAT.

6.2 He¢c1LBMeCTHMOCTH




He ca p3BeCTHM.

6.3 Cpok Ha rogrocr
30 Mecenia

64 ChnemualHH YyCJ0BHA HA ChbXpAHCHHE

Ia ce chXpaHABa IIPH TeMueparypa noj 25°C B OpruHaIHaTa ONnakoBKa.

6.5 /laHHH 33 ODAKOBKATA
[TepBHYHA ONIAKOBKA — CAIIE OT XapTHA, ATYMHUHHH, TOJMETHIIEH.
BropHuHa onmakoBKa — kaproHeHa KyTHs X 20 cammera

6.6 Ykazanusg 3a ynorpe0da/pabora
HsaMa cnenraintiy H3HUCKBAHHAA.

7. NMPUTEXATEJ HA PA3PEIIIEHHETO 3A YIIOTPEDBA

Canodu- Asentuic brarapusa EOO/]
1303 Cogns, 6yn. An.Crambomuiicku 103, brarapus

8. PETUCTPAIIMOHEH HOMEP B PETHCThBPA
20020128

9. TTATA HA ITBPBOTO PA3PEIIIABAHE 3A YIIOTPEBA
13 02 2003

10. [ATA HATIOCJIEIHATA PEJAKIINA HA TEKCTA
Oxromepnu 2008
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