KPATKA XAPAKTEPUCTUKA HA IMMPOAYKTA
1. WME HA JJEKAPCTBEHHUA HPOAYKT

ACTIEJKHK 1000 mg npax 3a nepopeJieH pa3TBop B callie 34 eqHOKPATEH NpHEM

ASPEGIC 1000 mg powder for oral solution in a single dose-sacpet
DL- usunos anerwi camamunar (DL — Lysine acetylsalicylate) NAN

ONOBPEHO!

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

AATAR: 187 {

Besiko calie CbIbpiKa !
DL- m3unoB aneTra camuuunar (DL — Lysine acetylsalicylate) 1800mg
( ¢CBOTBETCTBAI KOJMIECCTBEHO HA AllCTI] canumosa kucenuHa 1000mg)

3a TOMOIDHUTE BEIIECTBA, BiK. TOYKA 6.1.
3. JJEKAPCTBEHA ®OPMA

IIpax 3a mepopaicH pa3TBOP B CAlle 34 e(HOKpaTEH NPHEM

4. KJIMHAYHA JAHHH

4.1 TepaneBTHYHH MOKAAHHA

CUMOTOMATHYHO JeYeHue Ha ciada WM Cpe/iHo CHiiHa gomnxa 1/ W $peGprunuTer ( 11pu
rnaobonue, 36000011, MCHCTPYAJIHH 6onkd. TIpanokeHHeTo Ha IPOIyKTa 3aBHCH OT IOsIBATA
ta Gonkata ¥/ GeOpranTeTa, KaTo IpH OT3BYHAaBAHETO HM JIeYeHUETO TpsAOBa Ja ce
ipeKparu).

Jleuenye Ha HEPEBMATHIHO BH3NAJICHHC (MYCKYJIHO-CKE/IETHH DONKH, CTIOPTHY TpPaBMH,
HATHPTBAHUS, KAICy/INT, TEHHHHUT, OCTBP Hecrelu(uIeH TEHTOCHHOBHHT).

JleueHne Ha PEBMATOMUNIEH apTPUT, FOBCHHIICH apTPHT; OCTE0apTPHT H peBMAaTHYCH

GeOpuIHTeT.

4.2 lo3ApOBKA H HAYMHH HA NPHI0KCHHAC

Camo 3a BBE3pacTHH

KaTto aHAATeTHK M aHTUNHPETHR
CpeHa MpenopbIUTEIHA 1034

1 came 1000 mg, KaTo AO3HPOBKATa MOXE J1a €€ NOBTOPH clie]l MHTEpBaN He 0-MalbK OT 4

gaca.MakcHMaJHAaTa IpenopsuBana 703a € He [IOBEHC OT 4 rpaMa alet
Y/

KHCeJINHA JHEBHO. ey \
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noBeYe OT 3 JHM ¥ WIH O0JIKaTa, HIIH TEMIIEPATYPAaTa C€ BIOMIAT, WJIM Bh3HUKHAT U JPYTH

CHMIITOMH, C€ Hajlara npeoleHKa Ha JICICHHETO OT JIEKyBalnys JIeKap.

KaTo NpoTHBOBL3NAJNTEIHO CPEACTBO
Hlo3ara ce ornpeeNid HHAUBUIYATHO H CE€ KOPHTHpa CHLOOpa3Ho KEJaHUTE

IPOTHBOBBL3MAIMTENHY eEKTH H NIOHOCHMOCTTA Ha NAIMEHTA.
HopMannara f03a € 0K0JIO 4 g aueTHICATMIIHIOBA KHCENMHA JHEBHO, pa3jciicHa Ha 4

npHeMa.

IannaenTn ¢ 6L0peYHa, YepHOAPOOHA WIH chpIeYHA HENOCTATLYHOCT: 103aTa TpAOBa Ja
ce HaMa (Bx. Pasznen 4.4 CrnemuaiHy nNpeaynpeXxAeHHs U CIICIHATIHA IPe/na3Hu MepKU
npu ynoTpeba).

Hagun Ha npuiaokKeHHe

[TepopanHo mpunoXeHUE

H3mnuBa ce BeaHara ciell IbIHOTO pa3TBapAHE Ha CalllICTO B I'OJIsIMa 4Halila BOJd, MJIAKO KN

COK.

4.3 IIpornBonoxa3aHHA

ANEeTHICATHIINIOBA KHCEJINHA He TpAOBa fia ¢ IpHiiara B CICTHUTE CITy4Yau:

- [lanyeHTH ¢ aKTHBHA, XpOHHYHA HIIH peUMAMBHpalia CTOMaNIHO-AyO/iCHaTHA A3Ba.

- TTaneHTH ¢ aHAMHE3a 3a CTOMAIleH KPBBOH3JIMB WK Iiep(opaltus ciell JIeYeHHE C
ANCTHICATHI[MIIOBA KHCENMHA HIIH APYTH HECTEPOUIHU IIPOTHBOBB3NATHTEIHN CPEACTBA.

- IlaimnenT¥ ¢ acT™Ma.

- [lanmeHTH ¢ aHaMHe3a 3a CBPBXIYBCTBHTEIIHOCT KbM allETHUICATHITHIOBA KHCECIHHA, H KBM
HAKOE OT IIOMOHNIHHTE BEIICCTBA HA HA JICKapCTBEHMS IIPOAYKT, KbM HECTEPOHIHHU
NMPOTHBOBB3NAIMTEHH CPECTBA WIH KBM tartrazine (KphCTOCaHa peaxIus).

- ITanenTtH cBbe 3ab0NABaHUSA BKIIOYBAINM KOAI'YIAHMOHHHA HAPYIIEHH, [IIaBHO XeMOGDHINS
HJIH XUIIOTPOMOUHEMHUSL.

- [TanueHTH ¢ TeXKa OBROpeuHa uinu YepHOApOoOHa HETOCTATHYHOCT.

- TlanyeHTH ¢ IOIUIIYM Ha HOCA CBBHP3aHHU ¢ acTMa, KOSTO MOXe fa Opje HHRyIHpaHa HIIH
BJIOIICHA OT alleTHJICAIMIINIIOBa KUCEIIMHA.

- Jlena oz 16 roguaw, THil KaTo ynorpe6ara Ha ale THICATUIIOBa KH%JIM%?M&
5 f f‘,r N

ChC CHHApPOM Ha Reye, paaKo HO TEXKO 3a00/sABaHe. Vs u G\
R S - S .

- lozn Hax 100 mg/nen mo BpeMe Ha TPETHA TPUMECTBP OT 6P6M6HH0C’#‘5 ey osrstgh
Lo A

- HexoHTpOMMpaHa TeXKa ChbpACYHA HENOCTATHIHOCT. VAN % .t ;/ < /
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4.4 Chnenuannu OpeaynpexgeHH H CNICHHATHHE NpPeANa3HH MEPKH NPH ynoTpeda
IIpunaranero Ha alleTHICATALMIOBA KUCEIHHA IPH MallUeHTH, KOUTO PEIOBHO KOHCYMHpPAT
aJIKOXOJ (TPY WK NOBEYE ATKOXOJHU HAMUTKKN JHEBHO) MOXKeE Ja IIPpeAH3BHKA CTOMAUICH
KPBBOHU3IUB. ANKOXO0TBT IOBHIIABA HEXEIAHUTE CTOMAIIHO-YPEBHHU peakIliM Ha
ALCTIWICATHI[AIOBATA KHCEJIMHA M C€ ABABA OTKJIIOUBALL (aKTOp 3a XPOHHIHOTO Bh3IAJICHHE,
IpEAN3BAKAHO OT alleTHICAIMIIIOBATa KUCEIIHHA.

M3mon3BaHeTo Ha aleTHICAIIHIUIIOBA KHCEINHA TpAOBa Aa ¢¢ n30Arsa Ipeau UM CISH
€KCTPakiig Ha 3b0 WK XHpyprudHa HHTepBeHLUA. [IpenoprunTenHo € ynorpebara na ce
OPEKBCHE €IHA CEMHULIA IIpeAH NTORO0OHH HHTEPBEHIIUH.

JIUEHHETO ¢ HECTSPOUAHU IPOTHBOBB3NAIUTEIIHY CPEACTBA € CBBP3aHO ¢ BE3HUKBAHETO HA
KpBBOU3JIVBH, YIIIepallil ¥ nep¢gopaliya Ha TOPHATE OTAEIH Ha XpaHOCMHJIATETHATA
cucreMa.. Te3u enu30/M MoraT Jia B3HHKHAT I10 BCAKO BpeEME B X0Za Ha JIieueHHUeTo, Oe3
NpeAXOJHY CAMIITOMH M IIPHU NaIueHTH Oe3 aHaMHe3a 3a CTOMAallHY HapylueHUs. PUCKET ce
TIOBHIIIABA C I03aTa, IIPH [TAllMCHTH B HANPEAHAA Bh3PacT M MAlUEHTH ¢ aHAMHE34 34
CTOMAIITHA sI3Ba, 0COOCHO aKo € Omia yciokHeHa ¢ KPhBOM3JIUB UITH IIepdopaliui.
[TamnenTHTe TpsAOBA Ja OBAAT IpeAYNPEIEHH OTHOCHO TE3U PUCKOBE, Aa ObIaT
HHCTPYKTHPaHH Ja IIOCETAT CBOA JIEKAP aKO Ce [I0ABH MEJICHA, XeMaTeMesa, [Ioquyeprana
ACTEeHHS MJIH KOHTO U Ja OHIIO APYT NpU3HAK UM CUMIITOM HacO4Ball KbM CTOMAIIICH
KpbBOK3IHUB. [IpH BE3HUKBaHE Ha KOHUTO H Ja € IOAO0OCH €NU30, JICICHHETO TpAOBa
He3abaBHO Jia ce MPEKPATH.

EnsHOBpEMEHHOTO JIEYEHHE C JIEKAPCTBECHH NIPOAYKTH KaTO KOPTHKOCTEPOHIN, HECTEPONIHN
IPOTHBOBBL3NAIMTENIHY CPEACTBA, CEICKTHBHA HHXHOMTOPH HA 0OPAaTHOTO YCBOSBAHE Ha
CEpOTOHHH, HHXHOUTOPH Ha TpOMOOLIMTHATA arperauua, 1 aHTUKOAryJIaHTH, KOUTO buxa
MOTIH Jia IOBHIIAT pUCKA OT KPBBOU3IUBH, OCOOCHO B TOPHATE OTACIIHA Ha
XpaHOCMMNIATEIHATA CUCTeMa, TpA0Ba IIPH Bb3MOXKHOCT Ja ce u3bsarea. B cinyyaun, korato
eJHOBPEMEHHOTO JIeueHre Ob/ie NpelleHeHo KaTo HeoOX0aAuMo, TO TpaOBa Aa ce U3BLPIIBA
IIpEANa3INBo, KaTo MalMeHThT TpAOBa Ja 6b4¢ NMpeAypecH 38 Bb3MOXHH IIPU3HAIHA H
CUMIITOMH (MCIIEHA, XeMaTeMe3a, XUIIOTCH3Us, CTYACHA IIOT, KOpeMHHU OOJIKH, 3aMaliBaHe),
KaKTO M 3a HEOOXOQUMOCTTA J1a TIPEKpaTH JICUCHUETO U J1a c€ 00BPHE HE3a0aBHO KBM JIEKap.

3a fa ce u3berne pucka oT Npeao3upare, a He ce ynorpediasa B KoOMOHHALINA C JIEKapCTBEHH

IIPOAYKTH, B YMATO CHCTAB BIM3a allETUICAIKIINIOBA KHCEIIMHA, ffiﬁ?fw
_,.*‘J.* '&% it "J 45,'*}.. o
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TaKMBa CIy9aH alleTHICAUTAIIIOBATA KUCEIMHA C€ M3II0I3Ba CaMOo CJle/l KOHCYITaltd ¢ JIeKap
¥ KOTraTo APYTO JIEUCHHE CE € 0KA3AI0 HECPKTHBHO.

[Tpn Texxu ¢popmu Ha GO6PD HeZOCTATHYHOCT BHCOKH 03U AUCTHICATHIMIOBA KHUCETMHA
MOTaT Ja NPHIMHAT XeMoJH3a.Ymorpefara Ha aneTWIcalMmuioBa kucenuHa npd GO6PD
HEAOCTATHYHOCT C€ H3BLPINBA 10 MEAHIIMHCKH KOHTPOII.

JlexapcTBEHUAT MPOAYKT TPAOBA a ce MPHEMa IPH CTPHKTHO MEAMIIMHCKO HAOMIONCHHE
CBIO U B C/IydaH Ha:

- CBPHXYYBCTBHTEHOCT KbM JAPYTH NPOTHBOBB3NAIMTENHY / aHTHPCBMATHIHY JIEKapCTBA.

- neunmT Ha rmoko3a-6-gochar AexuaporeHasa.

- YPTHKApHA.

- PHHUT.

- BHCOKO KPBbBHO HaJSITAHE,

[IpenopsYMTENHO € Ja ce TOAX0Xa IPEANasIiBO KbM NAHEHTH B HAIIPE/IHANA BB3PacT
[opa/u MOBHIIEH PHCK OT TOKCHYHOCT, 0cO0EHO mpH HaMuue Ha O0B0peyHa HENOCTATHHOCT,
HJIH [TPH HUCKH IJIa3MEHH HUBA Ha aIOYMHH.

ALeTIICAMINIOBATA KUCEMHA He TpA0Ba a ce IpriIara CHCTEMHO KaTo Npo(hHIaKTHKA Ha
BhL3NAJICHIA NIPUYHMHEHU 0T BAKCHHAIIUH.

[TpunOKEHHUETO Ha AlICTHICATHITUIIOBA KHCEIHHA HE CE MPENOph1Ba B ClIyYal Ha IOAarpa,

METPOpArks UM MEHOparus.

[Ipu 6peMeHHM WK (UIAHHPaHE HA OPEMEHHOCT, allETHICAIHIIAIOBA KHCEIHHA CC H3N0JI3BA
caMmo cJIe] KOHCYIITalus ¢ JICKap.

[lopand HanpuMe HA JIAKTO3a, TO3M JIEKAPCTBCH IPOAYKT € IPOTHBONOKAa3aH IpH
KOHTeHHTATHA TAIaKTO3eMHs, [II0K030-TAIAKTO3€H CHHAPOM Ha MaIacopOIui HIH JIAKTa3Ha
HEAOCTATHYHOCT.

4.5 BzaumopeiicTBHE € APYTH JeKAPCTBEHH MPOAYKTH H APYrH popMH HA
B3aMMOACHCTBHE

®APMAKOTHHAMHAYHH B3AHMOJEUCTBHA

TIpyau necmepouoHu npomu6o6b3NANUMENHY CPeOCcmea (HCIIBC): €fHOBpPEMEHHOTO
npunoxenue Ha Hiakomko HCIIBC Moxe a mOBHINY PHCKA OT A3BH ¥ CTOMAUIHO-9PCBHH

KPbBOH3/IHBH II0paay CHHEPruYeH ¢hekT. ALETHWICAIHIHIOBATA KHCEIIMHA He TpsibBa Jia ce

F"'.*-.. - """"I-n-_q_'.

npuiara saegHo ¢ xpyru HCIIBC.

Kopmuxocmepouou: eTHOBPEMEHHOTO IIPHIIOKEHHE HA allCTHIICAIN

KOPTHKOCTEPOHIM MOXKe Ja TIOBHIIH PHCKA OT SI3BU M CTOMAIIHO-YPEBRAKPD



opagy CHHEPrH4eH €(eKT., IIopaar KOCTO He Ce NpenophbyBa €HOBPEMEHHOTO MM
npunarane. (Bx. Pazgen

4.4 Cnienvanuy NpeaynpexXACHHS U CTIeNHATHY PSANa3HA MEPKH IIpH yIIoTpeba.).

Hwypemuyu. HCIIBC morat na mpeaussukar octpa 656pedna HeIOCTATHYHOCT, 0COOEHO IIPH
JEeXHUJIpaTHPaHH MAaIUEeHTH. B cily4yau KoraTo aneTWICATUIMIIOBA KICEIHHA CE IIPHIIATa
COIHOBPEMEHHO C INYPETHIH, NALUCHTET TPAOBa Ja € XUApaTHPaH JOCTATHYHO H B HAYAIOTO
Ha Jle4eHueTo TpaOBa aa ce npocienu 6x0peunarTa GyHKITHA.

Cenexmugnu unxubumopu na o6pamuomo yceoasane Ha CepoOMOHUH. TIXHOTO €AHOBPEMEHHO
NpWiaraHe MOBHIIaBa ob1Us PUCK OT KPBBOU3JIHB, U IO-KOHKPETHO OT F'OPHHTE OTACIIM HA
XpaHoCMUJIaTelIHaTa CHCTEMA, TIOpaId KOSTO BHHATH KOraTo TOBa € BB3MOJXXHO, TpIOBa Ja ce

30area KOMOHHHPAHOTO UM IIPHJIaraHe.

Ilepopannu aumuxoazynanmu. TAXHOTO €ATHOBPEMECHHO NpUJiarale OBHIIIABA PHCKA OT
KPBHBOHU3IIMB, IIOpPaaH KOETO HE CE€ NPENOphYBa. AKO € HEBB3MOXKHO Ja ce u3berne moaodHa
KoMOWHalMA, BHUMATEITHO TpAdBa 1a ce mpocneaansa INR (MexnyHapoaHo HOpMalu3HpaHo
ceoTHOINCHUE) (BXK. Paznen 4.4 CnenuanHy npeaylnpeXacHus U CSHHATHA NPEANa3HH

MEPKH IIpH ynoTpeoda.).

Tpombonumuyu u unuxubumopu Ha mpomboyumuama azpezayus. TAXHOTO €IHOBPEMEHHO
Ipuiarade NOBUINABA PHUCKA OT KPBBOH3IMB, [1I0PaJHN KOETO HE ¢e NMperophuBa (BXK. Pasaen

4.4 CrienyanHy OpeAyTIPEKACHUA U CIICUHMATHU NPEANa3Hl MEPKH NIPH yIoTpeda).

Huxubumopu na anzuomensun konsepmupawun ensum (ACE unxubumopu) u aneuomenzun
Il-peyernmopnu anmazonucmu: HCIIBC u anruorensud Il aHTaroHucTuTe yipaxHABAT
CUHEPrUYeH €(eKT BBPXY CHH)XABAHETO Ha rIIOMEpPYJIHATA (pHJITpAIHs, KOSTO MOXE 13 ce
BJIOIIIH B CJTy4YaH Ha HapymeHa Ob0peuna ¢pyuknus. [Ipunarasero Ha Ta3y KOMOHHAIUSA TIPH
MAIMeHTH B HAIIpeAHa/Ia BB3pacT WiH JeXUApaTHPaHH TaKHBA, MOXeE Jia OBEIE 10 OCTpa
0BOpeYHa HEFOCTATHYHOCT BCICACTBHE IIPAKO BB3AeHCTBHE BHPXY INIOMEPYIHATA
¢unTpanus. B HayanoTo Ha ICYEHHETO ce MPeIopPhYBa NIPOCIIEAIBaHe Ha GLﬁpetIHaTa

s - .u.._._.__.
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Hpyeu aumuxunepmenzusnu cpeocmea (f-6nokepu): neueHuero ¢ HCIIBC mMoxe na cHuXHU
aHTHXHIIEPTCH3UBHOTO AcHCTBUE Ha [}-OmokepuTe nopaay uHXuOupain eeKT BbpXy

NPOCTarIaHIHHHTE C Ba3OJHIATATHBEH €(EKT.

Hucynun u cynpanunypetinu npenapamu. €IHOBPEMEHHOTO JICUEHUE C allCTHICATHIMIIOBA
KHCEJIMHA ¥ MHCYIIHH U CYI(QaHuIypeHy [Iperapary MOBHIIABA XHMOTTHKEMHUYHUTE UM

edeKTH.

Cyclosporine: HCIIBC morat fa noBHIIaT He(PpOTOKCHYHOCTTA HA LIUKIOCIIOPUH 110paiy
MEIHATOPHY eekTH Ha OBOpednuTe npocTarnanauay. 1lpenopeuBa ce BHUMATENIHO

npocieasBaHe Ha Ox0peyHaTa QyHKIUA, 0COOEHO IIPU NAUMEHTH B HallpeIHala Bb3pAacT.

Vancomyc N aleTHICATMINIIOBATA KHCETHHA IIOBHAIIIABA PHCKaA OT OTOTOKCHYHOCT HAa
BAHKOMHIIHH.

{I-HHH‘IEPQ')BPOH . AlICTHIICAITHIITNIIOBATA KUCCJIHHA CHHAKABAd daKTHBHOCTTA Ha {I-HHTep(bepOH.
Anxoxon: [IPHCMAHCTO Ha AIIKOXOJI C AlICTHIICAIHINIOBA KHCCIIMHA I1I0BAIABd PHCKA OT

KPBBOH3JIUB OT XpaHOCMHAJIATCIIHATA CHCTCMA.

DPAPMAKOKHHETHYHH B3AUMOIEUCTBHA
JTumuii: nokazano e, ye HCIIBC namansgBar ekckpeluaTa Ha JINTHHA, KaTo 0 TO3H HA4UUH
[TOBHLIABAT HUBATA HA JIUTUR B KPBBTa, KOETO MOXE Ja JOBEAC 10 TOKCHYHHU HUBA.
EnnospeMmennara ynotpeta na nutuil ¥ HCIIBC He ce npennoppuBa. KOHUEHTpaunuTe HA
JIMTHH B KPBBTA TPsi0Ba J]a ce IpOCIeasBaT BHUMATEIIHO B HAYAIOTO, IO BpEME Ha
aanTHpaHe H B Kpasd Ha JICYCHUETO ¢ alleTHICATHIIMIOBA KUCEIINHA, B CIIYYauTE KOraTo
KOMOHHAIUATA € HAIOKHATEIHA.

Methotrexate: HCIIBC cumxapaT TyOy/IHATA CEKpElUA HA METOTPEKCAT, KaTo 110 TO3U HauYuH
IOBHINABAT IJIA3MEHUTE My KOHIICHTpAIUH, a OTTYK U TOKCHYHOCTTAa MYy. Ilopaau ToBa,
eqHOBpeMeHHOTO NpunoxeHrne Ha HCIIBC npu nanueHTH J€KyBaHH ¢ BUCOKH JI03H
METOTPEKCAT HE C€ Npenopbrusa. PHCKBT OT B3auMoaencTBrue Mexay Metotpekcat u HCIIBC
NpH HAOMUCHTH H3JIOKECHH Ha HUCKH JI03M METOTpeKcaT TpabBa CBIO Aa ce B3eMe NPEIBH,
ocoOeHO TakuBa ¢ HapyineHa Op0peunHa gyHKIud. B ciy4yanTe Koraro KGMGHHHpaH&Eg: P,
Tepanua € Heo0xoauma, TpsAOBa Ja ce ClieAH XEMaTOIOrHYHaTa u Gﬁﬁpeqﬂa'rﬁ w;ama, h,.‘ .

0cOo0EHO Ipc3 IBPBHUTC AHN HA JICUCHHCTO.




Ypuko3ypuunu azeumu. IIpUIAraHETO HA ALCTWICATHIMIOBA KUCCIINHA 3a€THO C
YPHKO3YPHYHH ar¢éHTH MOK€E, OCBEH Ja ITOHHXH e€(eKTa Ha NMOCIIEAHNTE, ChII0 Ja
IIPEAN3BHKA CHHYKEHHE B €KCKPEIUATA Ha AllCTUICATUIIMIOBa KHCEIHHA, KaTO 0 TO3H HAYUH
IOBEIE OO M0-BHCOKH ITA3MEHH HUBA.
Axnmuayuou: aHTHAITAANTE MOTAT Ja NOBHAINAT OBOpEeUHATa EKCKPEIUs Ha CATHIIHIATHTE
[IOpaJy AIKAIHA3alUg Ha YPHHATA.
Digoxin: HCIIBC noumasart nminasMeHHTe HUBa HA JUTOKCHH, KOHTO MOXe 1a IOCTUTHE
TOKCHYHH HHBa. EqHOBpeMeHHOTO npuinokeHue Ha Jurokcud 1 HCIIBC He ce npernoprusa.
B ¢inydyam, Korato e JTHOBpEMEHHOTO IIPHIOKEHHE € HAJIOXKUATEHO, INIa3MEHUTE HUBa Ha
TUTOKCHH TpAOBa J1a ¢€ IPOCIEIABAT B HAYAJIOTO, MO BPEME Ha aJalTUPAHETO H B Kpas Ha
JICYCHHETO C AllCTHJICATTMIIHIOBA KUCCIIHHA.
bapbumypamu: aneTuicanuuuaoOBaTa KUCEINHA MOBUIABA ITa3MEHUTE KOHLICHTpALMY Ha
OapOuTyparture.
Zidovudine: alleTHICATHIINIIOBATA KUCEIMHA MOXE J1a IIOBUIIIM IJIA3MEHHTE KORIEHTpalluu
Ha 3HJOBYAMH Ype3 KOMIICTUTHBHO HHXMOHUpAHE Ha INIIOKOPYHUPAHETO HIH JUPEKTHO
HHXHONpaHe Ha YepHOApOOHHI MHKPO30MeH MeTabonu3eM,. CrielinaiHO BHUMaHUE TpsOBa
Ia ce 00OLpHE BBPXY €BEHTYATHH JICKAPCTBCHH B3aUMOACUCTBUSA IPEAU IPHIaraHe Ha
alleTIICATHIIMIOBA KUCEAHHA, 0COOEHO IIPH XPOHUYHO JIEYCHUE KOMOMHUPAHO ChC
3UJIOBYIHH.
Bannpoesa xuceaurna. ¢IHOBPEMEHHOTO IIPWIOKEHHUE Ha ALICTWICAIHIIAIOBA KHCEIIMHA K
BANIIPOHHOBA KHCEIHHA IPSIH3BHKBA CHHXABaHEe B CRBEP3BAHETO C IIPOTEHUHUTE H HHXHOUpa
MeTaboIn3Ma Ha BaJllIpoeBaTa KUCEHHA.
Phenitoin: aneTwicallIUIoOBaTa KHCSIMHA MOXE 1A IIOBHIIM IIa3MECHUTE HARA HA
(P¢HUTOHH.
OTKI0HEeHHs B JadopaTopHuTe IOKA3aATE/IH
AneTHICATHIUIOBATA KUCETHHA MOXe 12 IIPOMEHH CTOMHOCTUTE Ha CISTHUTE JabopaTopHH
[IOKa3aTesu:
KpuB
buonornuyno nopuinaBade Ha TpaHcaMuHa3uTe (ALT u AST), ankannaTta ¢ocdarasa,
aMOHSIK, OuMpyOuH, XonecTepon, kpeatur ¢ochokuraza (CPK), kpeatuauH,
JUrOKCHH, cBoOoaeH TupokcuH (14), THporIeH CBEp3Ball IIIo0yIMH @@?‘fﬂﬂg_m

- }ﬁﬂ h‘* H‘-
nexunporenasa (LDH), Tpurnunepuay, MIMKOYHA KMCEITHHA U BW OB HCETITA.

LA | L*‘ ™ ,ﬁj “4;\,.
bronoruvHo cHHKeHHE Ha cBoOomHNA T4, THponaeH CTHM}’JIH])%I@X@EMQH_'(_Tﬂ]‘h),"j;i_ \

' -:.:;f 3 L: ._ ! f )
THpOTponuH oceoboxaasam xopMoH (TSH-RH), cBoGonen TB,L‘\Jﬁp&coga, GeuTONH, /;

N S T
TPHIJIMIEPU/TH, MHKOYHA KHUCEJTHHA, KPEATHHHHOB KJIUPBHHC. \’5"‘ g



YBeIHYCHHE NI0paJH OTKIIOHEHHE B Tab0paTOpHUSI [IPOIleC Ha MII0K034, MapaleTaModl
| o011 OeNThK.
lloumxeHHe nopaay OTKIOHEHHS B mabopaTopHud IpoLec Ha TpaHcamuHasute (ALT),
atOymuH, ankanHa ¢octaraza, xonecrepon, CPK, LDH u o611 6enthk.

YpuHa
BHOJIOrM4YHO CHHXXEHUE Ha SCTPHOIL.
CHHKeHHE BCIECTBHE HaMeca B J1Ja00paToOpHHS TIPOIEC Ha S-XUAPOKCH-HHAO
OLICTHATA KHCEINHA, 4-XUAPOKCH-3-METOKCH-MaHAEIOBATA KUCENHHA, OOIIHATE

CCTPOTEHH H IUIIOKO3aTa.

4.6 bBpeMeHHOCT U KbPMEHE
bpeMeHHOCT:

AneTHICATHIMIIOBATA KHCEINHA [IpEMHHABA IUTALCHTapHaTa GapHepa.
EnnneMHOIOTHYHHMTE MPOYYBaHUS HACOYBAT KbM YBEIMYABAHE Ha aDOPTHUTE U BPOIACHHUTE
MangopManun (BKIIOYHTENHO CHPASYHH MapOpMAIIMK H IacTPOIIH3HKC).
AIETHIICATHLIMIIOBA KUCEIIMHA HE TpAOBa a ce mpuiara o BpeMe Ha IIbPBUA H BTOPHS
TPHMECTHD, OCBEH aK0 HE € aOCONIOTHO HANTOXKUTEIHO.

1o BpeMe Ha OpeMEeHHOCT CAULMIATH TpAOBa Ja ce IpUeMar caMo ClieJ CTpora IpeleHKa Ha
CBOTHOIIEHUETO ITONI3a-PHCK.

AKO 110 BpeMe Ha IBEPBUA ¥ BTOPHA TPIMECTEP OT OpEMEHHOCTTA C€ H3II0JI3Ba
aleTWICATUIIMIIOBA KUCEIMHA, A03aTa TpAOBa Jia € Hali-HHCKaTa Bh3MOXKHA H
IPOABIDKMTEIIHOCTTA HA JICYEHUETO TpAOBa Aa € BB3MOXKHO Hali-KpaTka.

Yrorpebara ¥ € IpOTHBOIOKA3aHa NIPe3 TPETHA TPUMECTRP Ha OpeMEHHOCTTA, Thi Karo
NPHJIOKEHHETO HPE3 TO3H MEPHOI MOXE J1a YABIDKH PaXIAHETO U Aa AOMPHHECE 32 KbPBEHE
Ha MaKaTa Wi HOBOPOJEHOTO H A0 MPEXKAEBPEMEHHO 3aTBApsAHE Ha AYKTYC apTEPHO3YC.

[1pu u3cnenBaHus BEPXY XHBOTHH Oelne NeEMOHCTpHpaHa PEIPOAYKTHBHA TOKCHYHOCT. (B3K.

Paznen 5.3)

KnpMene:

Tst ce exckpeTvpa B Maif9YMHOTO MITAKO, IOPau KOETO yroTpebaTa i He ce Ipenopb4Ba 1o
BpeM¢ Ha KEPMEHE MMOPaH PHCK OT IIPEIU3BHKBAHE HA HEXKEJIAHHU JeKAPCTBEHU PEAKIIMH Y

IETETO.

4.7 EdexTn BBPXY cniocoGHoCTTA 32 mModupane 0 patoTa ¢ MAMMHHHA,” A

;i- | "'.‘:_,:1 ? __;,-:f’:';:_._"': -;jh. . b I
Hsima orucaHu TakuBa. = { ac SO T
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4.8 Hexxenanu JieKapCTBEHH peaKIiHn




HexenaHuTe NeKapCTBCHH PEaKlUM Ha allCTHICATUIIAIIOBATa KHCENUHA B [IOBEYETO OT
CIy4dauTe ce IbJDKAT Ha GapMaKOJOrHYHMA HAUMH Ha JeUCTBUE H 3acArar IJIaBHO
XpaHOCMHIIATENHATA CUCTeMa. HAKOH BHAOBE HEXEIaHH JIEKapCTBEHM PEAKUHUHU CE pa3BUBaT
pu 5% - 7% OT nanuueHTUTE.

HexenannTe peakiiuy ce rpyInupar cropes dectorara UM: (MHOro Jecti: > 10%; gectu: >1%
< 10%; ve uectu: = 0,1% < 1%; peaxu: >0,01% < 0,1%; Muaoro peaxu: < 0,01%) copen
CHCTEMHO-OpraHHa Kiacudukaius.

Haii-xapakTepHHTE HEKEIIAHH JICKAPCTBEHH PEaKIUY Ca:

Hapymienusi Ha KPLBTA H JHM(DHH CHCTEMMH :

Yectu (1-9%): Hucwk nnaszmen nporpoMOUH (BBB BUCOKH JO3H).

He yectu (<1%): AHeMHu4.

OnucaHy ca ChII0 H XEMAaTOJOrHYHY PeaKIIHH KaTo XeMOParuYHH CHHAPOMH (EIHCTAKCHC,
THHTHBOPArus, IypIypa u Ip.) ¢ yAb/DKaBaHE BpeMETO Ha KbpBeHe. ToBa ABJicHHE

nepcucTupa ot 4 10 8 AHHU cnex NpeKkpaTIBaHe Ha JICUCHUETO C allCTHICATHINIOBA KUCEIHHA.

Hﬂﬂ![ﬂﬁﬂlﬁl HAa HCDBHATA CHCTCMA.
HpH IMPpOABIIZKNTCIIHO ITPHUIATraHe Hda BHCOKH JO3H1 MOTAT Ja Bb3HHKHAT H3IIOTABAHC,

ri1aBo0oIMe U 0OBPKAHOCT

HapymueHHa HA VXO0TO H Ja0HpPpHHTA :

[Ipyu npoABKUTENHO IpHIaraHe Ha BACOKH JI03M MOTaT Jia Bb3HUKHAT 3aMaiiBaHe, IyM B
VIOHTE ¥ rryxora. JledeHueTo TpAOBa a OBb2¢ IPEKPpaTeHO B CIYYaH, MPH KOHTO IAIIUEHTHUTE

pa3BHUAT €NU30/1 HA 3aMaiBaHe, IIyM B YIIHTE WIH FIYXO0Ta.

PecIUpaTOpPHH, I'PHLAHH HJIM MEAHACTHHAJIHH HADYINCHHS
Yectn (1-9%): PuHuT, mapoKCH3MaNICH OPOHXOCA3BM, TEKKa JUCITHES.

CroMamHo-upeBHH HAPYIICHHS

- Yectn (1-9%): CtomMammHO-4IpeBHA XeMoparud (MejneHa, xeMaTeMesa)

KOPBMH& 60.]11{8, rajactc, JUMCIICIICHA, IIOBPbBIIAHC, CTOMAIIIHA A3B4d, AYOJCHAIHA A3BaA.

Xenaro-ONJaHAPHH HapVINeHMUs :
He gectn (< 1%): XenaTOTOKCHYHOCT, 0COOCHO NPH NallMEHTH C IOBEHHIICH am;\m%
. * bt .

HapyvineHHATa Ha KOXXATA M NNOJKOKHATA ThKAH:
Yectu (1-9%): YpTHKapus, €K3aHTCMHH CpYIIIHH, aHTHOEAEM.




Hapymenns Ha 6b0penyiTe H IHKOYHATE IMLTHIIA:

[1pu NpoaBIKMTENHO NpHAIaraHe Ha BUCOKH J03U MOTAT Jia Bb3HUKHAT OLOpeuna

HEAOCTATHYHOCT M OCThP HHTEPCTHIIHAIEH HE(QPHT,

O0mmn HapymeHnus:
He yectd (< 1%). Cungpom Ha Reye (npu nanuenTu noa 16 roguimHa Bp3pact).

IIpn naupeHTH ¢ NaHHY 3a CBPBXYYBCTBHTEIHOCT KbM allETHJICATHIIMIOBA KUCEIUHA H/HIIH
APYTH HECTEPOHIHH MPOTHBOBB3NAIMTEIHH CPEACTBA, MOr'aT a BE3HHUKHAT aHa(MITaKTHYHH
WM aHA(QUNAKTOHIHH peakuun. ToBa MOXe Ja ¢€ CIIyYH H MPH NallHEHTH, KOHTO HE ca

HHPOABABAJIH LIPS TOBA CBPEXUYYBCTBUHTCIIHOCT KBM TC3H JICKApCTBA.

4.9 Ilpenosupane

Hduarnosa: Iloka3sarenu 3a npeac3upane ca CUMIITOMHTE Ha XPOHWUYHO CATHLIIATHO JSUSHUE

(raneHe, MoBpHIIAHE, LIYM B YIIIHTE, H3MIOTABAHE, BA30UIATALNA H XHIIEPBEHTHIIALINS,
rmaBo0onMe, HapyICHO BIXKAAHE H IOHAKOTa AWapHi ). MHO3HHCTBOTO OT TE€3H PEaKI{HH CE
IpeIU3BUKBAT OT IpeKus ¢(eKT Ha CheJUHEeHHEeTO. BazoauiaTannaTa H H3NoTsBaneTo obaue,
ca pe3yaTaT OT YCKOPEHHA MeTabOoTH3bM.

Hapymennsara Ha ankamtHO-KHCETHHHOTO PABHOBECHE ¢a YSCTH, KOETO MOXKE 114 [IOBIIHSE
BBPXY TOKCHYHOCTTa Ha CAMIUIATUTE Ype3 IPOMAHA HA pasnpeacsICHIETO MEXIY TNIa3Mara
¥ ThKaHHUTe. CTUMyIalMsITa Ha AUIIAHETO IPEAU3BUKBA XUICPBEHTHIAIIUNA U PECITHPATOPHA

ankano3a. HapymeHueTo Ha OKHCINTENTHOTO GocPopuinpane NpeIu3BHKBAa META00IHNTHA

alfjao03a.

B xIMHHYHATA KApTHHA HA CAIMIIUIATHOTO OTPaBsAHE ABAaTa CAMIITOMA BH3HHKBAT B pa3/idyHa
CTEIIEH, HO METa0OJIMTHATa KOMIIOHEHTA € ¢ TeHACHIIMA J]a AOMHHHKpa NPH Aella Ha Bb3pacT
110 4 TOAMHH, TOKATO IPH HO-TOJIEMH Jella H BE3PACTHH PECIHPATOPHATA alKallo3a € [o-
YyecTa.

ITosiBaTa HAa HEBPOJIOTHYHY CMYIICHHUSA KaTO 00BPKAHOCT, JEHP, FEPUYOBE H KOMA ca Oenesn
Ha OCTPa HHTOKCHKAITHA.

Koraro niasmenuTe KoHIIEHTpalluH Ha canunuiaatuTe Haxsumar 300 mg/l, ce pazmma'r

[IPU3HAIH Ha CATAIAIHA3EM. //” ’ ,f;" \«\

ce mpeAnpHeMaT NOAABPXAIH MEPKH.




TepaneBTHYHHE ¥ noAAbpXKAIMKU MepKH: He chIltecTBYBa aHTUJIOT 32 OTPABAHE CBC

caTUUMIATH. B cirydaii Ha I0O3HPAHO MPEAO3NPAHE, MALHEHTET TPAOBA 1a ce IOCTaBH IO
HaOIIoeHue 3a nmoxse 24 4aca, Th KaTo B MPOABKCHAE HAa HAKOAKO Yaca MOXeE Jia JIMIICBAT
NaHHH 33 CUMIITOMATHKA MM CAJHLIIATH B KpbBTa. B ciryuan Ha npeaosupane TpssOBa Ja ce
M3BBPHIAT CTOMAIIIEH JIaBaX ¥ GOpCHpaHa aJlKalHa JUype3d, U Ja e 3all0YHE MOAABPKALI0
nedyeHre. B ocTpu ciydau, MOXe J1a C€ HAIOXH BB3CTAHOBSBAHE HA AIKATHO-KHCECITMHHOTO

PaBHOBECCHE 3aCIHO C XEMOANaIN3a.

5. ®APMAKOJIOTMYHU JAHHHU

5.1 dapmakoaHHAMHYIHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: AHANTETHLY M AHTHIIMPETHIH, IPOU3BOJHH HA CAIULIHIIOBATA
kucenuHa. ATC xox NO2BA 01.

ALeTHACATUIIMIOBATA KHCEINHA IPUHAANICKH KbM Irpylnara Ha aHUINCTHITUTE,
AHTHITHPETULUTE U HeCTepOHAHUTE NpoTHBOBR3naInTeNHH cpeacTsa (HCIIBC).
AHITCTHUHMAT epeKT Ha aleTHIICATHIIMIOBATa KHCENHHA CE IPOABABA IEPH(PEPHO
BCJICCTBHE HHXHOHpaHe CHHTE3a Ha IPOCTArNaHMHH, KOETO IIPEAOTBpaTABa CTHMYTTAUATA
Ha GOJIKOBUTE PENENTOPH OT OpagMKHHKH K APYTH BemecTsa. [lopany BepoATHE NEHTPaTHH
edeKTH BbPXY XHUIIOTAlIamyca, ¢€ JOCTUra u 10 00e300/aBaHe.

AHTHIIEPETHYHHAT e()EKT BEPOATHO C€ ABJDKH HA HHXHOHMPAHETO CHHTE3a Ha
MPOCTATTAHAUHATE, BBIPEKH 4e A1paTa Ha XUIOTAIaMyCca HIPasT BaXHA POJd B KOHTPOJIA HA
Te3H NEPHPOECPHU MEXaHU3MH.

ANeTHICaIMIMIOBATa KHCE/IMHA MHXHOHpa o6pasyBaHeTo Ha TpoMOOKcal A2 nmopaau
alieTHIMpaHe Ha TpOMOOIIMTHATA IUKIOOKCHTeHasa. To3u edbexT Ha HEXUOHpaHe Ha

TpoMOOIMTHATA arperanus e HeoOpaTHM B X0/1a Ha XXHBOTA Ha TPOMOOIIMTHTE.

5.2 ®apMaKOKHHETHIHH CBOHCTBA

Abcopbums:

Twit xaTo DL- MHM3MH aneTH CATHIUIAT C€ pa3TBaps BeJaHara M U310 BbB BOJa, CIE
abcopOmmaTa ce pasnajga A0 ancTHICATHIIHIOBA KHCEIIHHA.

B o6wmus ciyyait, abcopOundara e Opp3a 1 ObIHA CE] IIEPOPATIHO NMPANOXKeHHe. XpaHata
3a6aBs CKOPOCTTA, HO He M cTeneHTa Ha abcopOuusa. OOMKHOBEHO MaKCHMAIHA II1a3MeHa

KOHLIEHTpAIIHA ¢€ HocTHra ciel 1-2 yaca NpH €JHOKpaTHA 03a.




CHHOBHAJIHATA TCYHOCT, HCHTPAJIHATA HEPBHA CHCTCMA U CJIKOHKATA. CMHHHHGB&T& KHCCJIHHA

JIECHO NpEMHHABA IUIALICHTATa M BEB BUCOKH JIO3H € EKCKPETHPA B MadUHHOTO MIISIKO.

MeTtabonu3sM — ExCKpenps: ANETHICATHIIIOBATAa KUCeTHHA OBp30 ce TpaHchopMHpa B
CANHITAIIOBA KHCETHHA C IIOIYXXHUBOT OT 15-20 MUHYTH, HE3aBUCHMO OT J03aTa.
CanuiuioBara KHCEJIMHA OTYACTH C€ EKCKPETHPA HEIIPOMEHEHA H YACTHYHO CE
MeTaboNIN3Hupa Ype3 KOHIOTALUA ¢ TJIHIMH U IIIOKYPOHOBA KHCETHHA, H OKHCIICHHE.
CxopocTtTa Ha o0OpasyBaHe Ha MeTaOOJIUTH Ha MIHIMH M INIIOKYPOHOBA KHCEIHHA €
HacHInaeMma. I1onyXMBOTET Ha CAIMUMIIOBATA KHCEIIMHA € 10303aBUCHM. brOpeynara
CKCKpELUsA Ha CATHIIOBATa KACENHNHA C€ H3BBPIIIBA Ype3 IVIOMEPyJIHA QHITpaIus H
TyOyTHa CCKpeLHs.

EdekTy 3aBHCHMH OT Bb3pacTTa: HaMma 3HaYuMH pasiiuku Mexay papMakoKHHETHKATa

Ha0moJaBaHa IIpH JIMA B HAIPEeAHANIA BE3PAcT B MIIAJIH 3PEITH HHIABHIH.

5.4 [IpeakTMHEYHN JAHHH 32 0€30NACHOCT

CanuuunaTydTe YIpaXHSIBAT TEPATOreHeH €(DEKT BBPXY pas3uuHy XHBOTHHCKH BHJIOBE.
ITyGnukyBaHa e uHdOpMaITisa OTHOCHO IIPOMEHH B UMILIAHTANINATa, EMOPHOTOKCUYHH U
(ETOTOKCHIHH e(peKTH, [TOBHIIABaHe Ha eMOpHO-deTanHaTa CMBPTHOCT U HAPYLUCHMA B
CIIOCOOHOCTTA 32 YUeHEe B IOKOJIEHHETO Ha JKHBOTHH TPETUPAHH CHC CATIMITUIATH B
npeHaTaJHuA cH XUBOT. [IoBHIIABA Ce CHIO YeCTOTATa Ha HAKOIKO MalipopMalni,
BKJIIOUHMTEIIHO ChPASUYHO-CBI0BH, IIPY XXHUBOTHH, KOUTO Ca NOJIYyYaBaId HHXUOUTOPH HA
NPOCTariaHIUHOBHA CHHTE3 [10 BpEME Ha [IEPHOa Ha OPraHOreHesA.

Mymazenen u xapyurnozenen nomenyuan:

[Tpe aIKMUHAYHUTE JAaHHH HE NOKa3BaT 0COOSHU PHCKOBE 3a XOpa CIOpe] IIPOBEACHUTE

IPOYUBAHUA BbPXY MyTareHHUS U KapUHUHOTCHHUA IOTCHLHAN.

6. PAPMAINIEBTUYHHN JAHHH

6.1 CniuchLK Ha MOMOIIIHHUTE BeIEeCcTBA
I'munyH, MaHAapHH (PAABOPUHT, aMOHUYM TIIMIIMPHA3HHAT.,

6.2 Hec.BMecTHMOCTH
He ca n3BeCTHHU.

6.3 Cpox Ha rogHocTt
30 mMecena

6.4 CnnenpaiHH yC/I0BHSA Ha& ChbXpaHeHHe

Ja ce cpxpaHsBa npu TeMneparypa noa 25°C B opruHaiHaTa 0IaKoBKa.

6.5 /laHHH 32 ONTAKOBKATA

[IepBHYHA ONTAKOBKA —XapTH, ATYMHUHHH, IOJTHCTHIICH.




BropHuHa onakoBKa — KapTOHEHa KyTus X 20 camera

6.6 Yka3zanus 3a ynorpeda/padora

HsMa crieliuaIHd H3HCKBaHMA,

7. IPUTEJKATEJI HA PASPEIHIEHHUETO 3A YIIOTPEBA

Cano¢u —Asentnc brirapus EOO/
1303 Codus , 6yn. An.Crambomuiicku 103 -buarapus

8. PETUCTPAIITMOHEH HOMEP B PETHCTBPA
20020129

9, JATA HA ITBPBOTO PA3PEIIABAHE 3A YIIOTPEDBA
13 02 2003

10. IATA HA MMOCJEJHATA PEJAKIIHA HA TEKCTA
OxromBpu 2008




