KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA

1. HAWMEHOBAHUWE HA NMEKAPCTBEH NMPOOYKT
ASPEGIC 500 myg, powder for oral solution in a single dose-sachet

2. KONMYECTBEH M KAHECTBEH CbCTAB
DL-LYSINE ACETYLSALICYLATE 900 mg

(cboTBETCTBRALL KONMuecTBeHO Ha acetylsalicylic acid ?x‘ioili?%

M%PCTBD HA 3EPABEDNABBARETO

i

3.  NEKAPCTBEHA ®OPMA ——

[Mpax 3a NepoparneH pasTeop B Calle 3a eAHOKpaTeH RUeMaie saynorpetate Q6 5 51.( 21,09

el

4. KNUHUYHY OAHHU 660 /73,0307
4.1 TepaneBTUYHN NHANKALINN

Lorecog /]

- CMMMTOMATWYHO FfiedeHwe Ha cnaba unu cpefHo cunHa Bonka w/innw
hebpunureT

- XPOHUYHU peeMamuyHu eb3flanumenHu 3abonissaHus, 0cmbp cmaseH
pesmamusbm ripu Geya

- CUMMMOMamUYHO feyeHue Ha Bb3ananuTenHn 1 AereHepaTneHn 3abonaBanus
Ha OMOPHO—ABUraTENHNSA anaparT Npy Bb3PacTHN.

4.2 No31poBKa 1 Ha4vH Ha NPUNOXEHUE

HauuH Ha rpueMaHe
Mepopanto yReTpesa NpUNoXeHne. 3a-BbapacTHi-1-BeHa-6-TerRo-Hag-40-kg
{oxono-12 roamuHa-BL3pact).

Miannea ce BeaHara cnef Nb/AHOTO pa3tBapAHe Ha calleTo B FonidMa 4dalua
BOfAa, MIIAKO, W COK,

- MNpn nevyerwve Ha crnaba do cpedHo cunHa Bonka n/nnn hedbpunuret

MeuyeHveTo e NpefHasHa4YeHO 3a Bb3PacTHY W AeLla ¢ Terno oKono u Had 30 ke
(om 9 0o 15 20duHu).

+ 3a Bb3paciiHu U geua ¢ Terno Hag 50 kr (okono 15 roguHun):
Makcumankata AHeBHa [03a e 3g aueTuncanuuurioBa Kucenuda, moecm 6
cawema Ha OeH.

ObuyaliiaTta go3a e 1 cawe x 500 mg, kKaTto Ao3MpoBKaTa MoXe La ce NoBTopwy,
HO CHef UHTepBan He no-mMambk oT 4 yaca. B cnyvait Ha no-octpa Gorfika unm
dhebpunnteT, 2 caweTa x 500 mg, kato npy HEoBXOZUMOCT [O3VNPOBRKaTa MOXE
Aa ce MOBTOPY, HO Criefl MHTepBar He no-Martbk oT 4 Jaca.

Mpw BCHYKK criyyan fa He ce HafBuUIUaBa B3eMaHeTo Ha 6 calleTa Ha AeH.

MauueHTy B HanpegHaria BbL3pacTt:
MakcumanHaTta npenopbyana gHEBHa [03a € 2 g aueTUncanmuuioBa Kucenmxa,
moecm 4 catema Ha JeH.
O6uvaiiHata aosa e 1 cawe x 500mg, kaTo [o3MpOBKaTa MOXE Aa
HO cfiefl MHTepBan He no-mMansk oT 4 yaca. B cnyvaii Ha no-ocT
dbebpunnter, 2 caweTta x 500 mg, kaTo npyu HeobXo[UMOCT HO3N
[a Ge MOBTopY, HO Crnef MHTEPBan He No-Malbk oT 4 vaca.
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Mpu BCUYKKM criyyau fa He ce HAZBMIUaBa B3eMaHeTo Ha 4 calleTa Ha [eH.

+ 3a pena ¢ rerno ot 30 go 50 kr (oxorno 9-15 roauHw).

Hosuposkama ce onpedess cripsMo mefecHomo meano u credosamersHo ce
usbupa ewb3MOxHO Hall-nodxodsiyama 003a 3a Oeuya. [lpubnusumenHume
200UHU Kamo yHKUUS Ha meflecHomo meano ca (0alfeHU 3a [o-fIeCHO
onpedensHe Ha 0o3zama.

fipenopbpyanama OHeeHa 0o0sa Ha ayemurncanuyuiosa KucenuHa e okonino 60
mg/kg OHeeHo, pa3leneHa Ha 4 unu 6 npuema, moecm okoso 15 mg/kg Ha
sceku 6 yaca unu 10 mg/kg Ha ecexu 4 Jaca.

3a deya ¢ mezso om 30 do 40 kg (okono 9-13 200uru), doszama e edHoO cawle
Ha ripueM, kamo 0o3upoekama Moxe 0a ce rosmop npu Heobxodumocm ciied
6 yaca, Ho Oa He ce Hadeuwaeam 4 cawlema GHegHO.

3a deua ¢ mezano om 41 do 50 kg (okono 12 - 15 200uru), olama e edHo calue
Ha npuem, kKamo 0o3uposkama moxe Oa ce rnosmopu npu Heobxodumocm cied
4 yaca, Ho 0a He ce Hadsuwasam 6 cauwlema OHEEHO.

UecToTa Ha ynotpeba

PeposraTta ynortpefa npepoTepatsBa nosisata Ha peuwameu npw Gorika wu
theOpunurerT.

Bwapacthy: Josuye ce BzeMaT Npes uHTepBan He No-ManbK oT 4 vaca.

Heua (om 30 do 50 kg), moecm oxono 9 do 15 eoduuwiHa ebapacmy): do3ume ce
fpunazam fpes3 paeHu UHMepsalu om epeMe, sKMOYUMenHo U fpes Howima:
0a ce criassa ofnucaqama ro-20pe 003UposKa.

lMpodvmxumentocm Ha yrnompeba: nayueHsmume mpsbsa Oa 6b0am
uHhopMUpaHu, He 8 criydall Ha ebpunumem 0da He ynompebseam
auemuncanuyuiosa KucenuHa rogsevye om 3 OHu, unu 5 8Hu 6 cnyyal Ha 6oska
be3 KoHCynmayus ¢ feKkap unu cmomamonoa.

- BananutenHun 3abongaBaHus Ha ONOPHO-ABUraTeNHuA anapar:

MpedHasHaveHo 3a eb3pacmHu U Jeya ¢ meeno okoso u Had 20 kg.

BbspactHu: [JHeBHaTa [03a € MakcumyMm oT o7 4-8e-6-g-3 do 6 g AHEBHO,
pasgeneHn npes uenus AeH Ha 3-4 npvema, npueMaHun npes MHTepsas He no-
ManbK oT 4 yaca. :

NosupoBkaTa ce pedyumpa npy nauueHTy B HanpeaHana eb3pact.

Heua: masu dososa hopma e 3a deya ¢ meano Had 20 Kg.
HHesnama dosa e makcumym om 50 mg/kg do 100mg/kg OHesHo, pasdeneHu
npe3 yenusi 0ern Ha 4-6 nipuema, npueMadu rpe3 UHmepsas He ro-MaibK om 4
yaca.

4.3 lNpoTnBoNoKazaHug

- [pU U3BeCMHa ajiepaus KbM auemunacanuyunosa KUceuHa unu Kusm
MOMOUWIHU geliecmsa,




- aHamMHesa 3a acTma, npegu3Bukada oT ynoTtpebara Ha canuuunarn unm
cybcTaHuuu c rnogobnn CBOWCTBA, no-cneunanHo HECTEPOMLHN
MPOTVBOBBL3NMANUTENHN CPEACTaa,

- fiocnedHuss mpumecep om bpemenHocmma (= 500 mg/ posa Ha gex) (sux.
BpemeHHOCM U KbpMeEHe),

- aKTMBHAE nenTuyHa 51388,

- MpuaobuTy YAV OpraHuyHN XemoparuuHy HapyLueHus,

- XeMoparuyeH puck,

- mexka YyepHodpobHa Hedocmanib4yHocm,

- mexxa 6nbpeyHa HeOocmambyYHOCT

- HeKOHMponupaHa mexka cbpdedyHa HedocmamsyHoOCM,

- B KOMBUHaUus ¢ MeTOTPEKCaT, ako NocnefHNsa € N3NoM3BaH B J03M MO-BUCOKA
oT 15 mg Ha cepmulla (B JlekapcTBern s3anMoiencTBuURA)

- B KOMBMHaUMsl C NepopasiHi aHTUKOANYNaHTy, B Clyyal, ue canuuunaTtu ce
W3nons3sar B ronemu Aosu (Bux JlekapcreeHu BsaumofneicTans), ocobeHo npu
neyeHne Ha peBMaTUyYHK 3abonaBaHus.

44 ChneuvanHu npenyvrnpexacHus W chneunanHw TNpeanasHi  Mepku  npu

ynoTtpeba.
Apepnashu-mepiApu-yRoTpeba

- lpu edHospemeHHa yriompeba ¢ Opyau nekapcmeeHu cpedemea u 3a 0a ce
usbeesHe pucka om npedosupaHe, Oa He ce yriompebsea & KombuHauus ¢
nekapcmeeru npodykmu, 8 YuUiimo cbecmas Uma auemuncanuyurosa KucenuHa.

- Mpu npodwvmxumenHa ynompeba Ha aucoKU (03U aHanzemuyu, rnpu 1osea Ha
znasoboiiue He mpsibsa da ce e3emam Jo3U No-s8UCOKU om fpueMaHume.
PedoeHama ynompeba Ha aHaizemuyu, ocobero komOUHauus om aHanzemuuu
moxe 0a dosede Jo 6bbpeyHU ne3uu ¢ puck om bebpeyHa HedocmambyHOCM.

- Cunapom Ha Reye, MHOTO PALKO XMBOTO3acTpallasalo cbCTosHue, e Gun
pabniogasad npyw Aeua, cTpagjalin oT BUpycHa WHdbekuma (Mo-creunarHo
Bapulena W CbCTosiHUA nofobum Ha uHdAyeHua) npu ynotpedbara Ha
aueTUncanMUUoBa KucenuHa. B makusa crydau auemursicarsi
KucenuHa ce U3f0f3ga caMo cfied KoHcYy/imauusi ¢ fiekap U K
neqeHue ce e oKasalo HeeheKIMUSHO.

[pu Hanuyuemo Ha MOCMOAHHO foepbuaHe, HapyweHus Ha Cb
npoMeHuy € nosedeHuemo, JedeHuemo ¢ auemuncanuyunos
npeKkscea gedHaza.




- Tpu Hakou ciydau Ha Mexku gopmu Ha GBPD HedocmambyHOCM, 8UCOKU
0o3u. Ha auemunicanuuuniosa KucenuHa mozam 0a fApuyuHam xemonusa.
Viompebama Ha auemuncanuuuwiosa KucefuHa npu Hamuyue Ha G6PD
HedocmambyHOCT Ce U38bpLIea 1100 MedUUUHCKU KOHMPOIT.

- Mpu kepmavema nod 1 mecey ynompebama Ha auemurncanuyunosa KuceuHa
ce npunaza camMo 8 ofipedelieHu cumyaluu U 1o NeKkapcKo rfpednucaHue.

- CTpor MeauLUMHCKN KOHTPOIT C& N3BBLPLUBA NPU CNegHUTE ChCTOSAHMA:

- aHaMHe3a 3a NeNTUYHa 93Ba, 2acmpum Unn racTpouHTECTUHANHO KbpBeHe

- 6BOpeyHa unu YyepHodpobHa HedocmambyHocm

+ aCTMa: MPW HAKOW NauveHTM acTMaTUYHUSG MPUCTbN MOXE [a € CBbp3aH ¢
aneprsi KoM HeCTEepoWHW NPOTUBOBL3NANUTENHN IekapcTBa WK KbM
aleTuncanuuunoBa  KUcenuHa, Karo B Tesu chnydam MefuKamMeHTsT €
NpPOTMBOROKA3aH.

+  MeTpoparust Wnu  meHoparma (puck oT oDUAHO U NPOABIDKATENHO
KpbBOTEYEHME 1O BpeMe Ha MEeHCTpyauus)

« ynotpeba Ha MHTPayTepuUHHO cpeAcTBo (BIK: JlekapcTBEHN Y ApYyri hopmu Ha
B3aUMOAENCTBUSA).

- [acmpo-uHmecmuHanHo KbpeeHe unu sassu/nepghopayus mozam da ce
10A8aM 10 8CAKO 8pPeMe Ha JIeHeHUemo, He3agucumMo Y& CUMIMOoMU 3a mosa He
ce Habrodasam Kakmo no epeme Ha ynompebama Ha meQuKkameHma, maxa U
npedu mosa. OMHOCUMEHUS PUCK Ce y8eiiuyasa fpu natueHmu e HarnpedHana
8b3pacm, ApU NayUeHmMU ¢ HUCKO meesio, U nayueHmu, nodnexauju Ha fiedeHue
¢ aHmuKkoazyfaHmu unu mpomMboyumHu aHmuazspemanmu (awx JlexapcmeeHu
ezaumodelicmeusi).

[Mpu Hanu4ue Ha 2acmpo-UHMECIUHANHO KbpEeHe JIeHeHUemo ce MnpeKbesa
gedraza.

- Cawema om 500 mg He ca nodxodswu 3a deua ¢ mezno nod 30 kg no
omHowieHUe Ha UHOuKayusma ‘cumnmomMamuydHo nedeHue Ha cnaba uniu
cpedHo cunHa bonka u/unu gebpunumem”, unu deya ¢ measo nod 20 kg 3a
uHOurayusma “3abonsasarus Ha OROpHO-Osuzamenrusl anapam’. 3a msax ce
npunazam opyau nodxodsauwju 603oeU ¢Hopmu.

- Hezaencumo, Ye uHXUBUTOPHKUAT edekT Ha aueTuncanuuunoBata KucenmHa,
BbPXY TPoMBOUWTHATA arperauus ce Habnwpgasa MPU MHOMO HUCKW [O3W U
nepcucTMpa HSKOJIKO JHM  crnief NOcnefHwsi npuem, npenopbynuTenHo e
nauueHTUTe Aa 6bhaT npeaynpexnaBaHin 3a Bb3MOXEH PUCK OT KbpBEHE J0pU U
NPy ManKu XMpypruyeckn uHTepBeHuMmu(Hanp. eckTpakums Ha 3u0).

- Auemuncanuyuiogama KUcefiuHa fpoMeHs1 Hugama Ha lUKoYHa KucenuHa (8
aHanzemuyHa 003U, ayemunacanuyunosama KucernuHa yeenudaea Hugama Ha
MUKoYHama KucefiuHa 4pe3 nodmuckaHe HellHama ekxckpeuyusima;, & do3u,
usnosizeanl & pesmamosioausima, auemuncanuyuniosama Kucenuda uma
YpUKo3ypu4eH echexm).

- Meduuyuxcko HabmodeHue e Heobxodumo fpu crnedHume
g3aumodelicmesus (ewx flekapcmeenu s3aumodelicmsusi):

+ Hucku Oo3u canuyunamu U nepopanku asmukoazynaHmu,

+ Bucoku 003u canuuunamu U Opyeu HeCmepoudHu fpomusos
cpedcmsea (Had 3g/0HesHo),




+ TpoMmMBoUumHU armuazspezasmu, napeHnmepasneH Xenapud, YPUKO3YPUYHU
cpedcmea (beH3bpomapoH, npobeHeuud), aHMuduabemuyHu cpedcmea
(uHeynun, sucoku dosu canuyunamu (Had 3g OHesHO) u duypemuyu, cucmeMHu
a/MoKoKOpMuUKocmepoudu (be3 XuOpoKOPMU3OH, U3fon3eaH 3a fedeHue npu
sabonsisarHe Ha Addison), aHauoOmeH3UH KOHeepmupalyu eH3UMHU UHxubumopu,
aHauomeH3uH 1l aHmazorucmu (3a sucoku 003u canuyuriamu, Had 3 g/0HesHo),
u memompexcam (nod 15 mg cedMuyHo).

- [pwm BUCOKM [03K B PEBMATOMOMMATA, € NPENopPBYUTENHO Aa ce Habnaasa 3a
npusHauM Ha npeposvpade. MMpU HanuuWe Ha LWYM B yiUWTe, HamaneHue Ha
cnyxa, U 3amMasiHoCT, [O3MPOBKAaTa 1 NIEYEHNEeTO ce Kopurupar.

Mpu Jdeya ce fpenopwyea  MOHUMOPUPAHE  Ha  Husama  Ha
auemuicanuuunosama KucenuHa 6 Kpbema, ocobeHo 8 Hayanomo Ha
fieyeHuemo.

- [opadu manu4ue Ha JfaKkmosa, mMo3u JiekapcmeeHd npodykm e
fpomueornoka3as NpU KOHzeHUManHa 2aiakimo3eMusl, 2/1I0KO30-2allaKimo3eH
ctHOpOM Ha Manabeopbuus, unu nakma3sHa HedocmambYHOCT!.

- AKo cme bpemenHa unu ryiaHupame 0a 3abpemeHeeme, auemurncanuyunosa
KucenuHa ce usnon3ea camo cned KoHcynmauus ¢ saekap. [lpu ycmaHoseHa
bpemenHocm 110 epeme Ha yriompeba Ha auemurncanuuunosa KucesuHa, e
Heobxodumo Oa ce KOHcynmupame ¢ nexap.

4.5 JlekapcTBEHW U Apyry hopmu Ha BIaumMoaeNCTBNE
Onucanu ca cnedHume g3aumoldelicrmeuss Mexdy. auemusicanuuunosa
Kucenuda u HecmepoulHU ripomusosbananumenHu cpedcmesa, ticlopidine u
clopidogrel, tirofiban, eptifibatid u abciximab, u iloprost.

PuckbT OT KbpBeHe HapacTBa npu yrnorpebata Ha HHKOMKe TpomOGounTHY
aHTUarperaHT, Kakto M npu KOMOUHWPaHOTO MPUIIOKEHUE Ha XenapuH win
ananoroeu cpeactea (hirudin), nepopanHu aHTUKOArynaHTu U TpoMBoAuTULIN,
Tosa usucksa ocobeHO HabmwodeHue, ocuzypAsallky NOCMOAHEH KITUHUYeH u
nabopamopeH KOHMPOJI.

TPOTBOTNOKA3AHW KOMBYIHALIN
+ MNMepopanuu aHTUKOarynauTy (BUCOKW 03U canuuunaty = 3g Ha AeH

npy Bb3PaCTHW): U3MecmeaHe Ha nepopanHume aHmuKoagynaHmu om
nnasmeHume npomeuHu.

+ MeToTpeKkecar Korato gosuTte ca no-rofemu oT v pasHy Ha 15 mg Ha

ceqmunLa. HapacmeaHe Ha xXemamaoliosu4yHama MoKcu4Hocm Ha

Memompekcama (HamaneH OwbpeyeH KAUPBHC Ha Memompekcama, U
usMmecmeaHe Ha mMemompekcama om [nasMeHume npomeuHu  om
auemuicanuyuaosama KucenuHa.

- HenpenopLuuTenHy KOMBUHaUMN
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+ MepopanHyu aHTUKoarynaHTu

Hucku 003U Ha auemunicanuyunosa KUCEUHa: yeenuyeH puck om KbpeeHe (
romuckaHe hyHKUUSAMA mpomboyumume u yepexdare Ha
sacmpodyoderanHama mykosa). Mauckea ce Habmoderue, ocobeHo epememo
Ha KbpeeHs.

+ [ipyru HecTePOUAHMU NPOTUBOBHL3NAAUTENHM CPELCTBA:

Bucoku 0o3u auemuncanuuuriosa kucenuHa (Had 3g/0HeeHo). yeesnuieH puck
OM 2aCMPO-UHIMECMIUHAIHO Kbp8eHe U A38U (adumueeH CUHep2u3bM).

+ XenapuH (napeHmepanya yrompe6a)

Yeenuyer puck om xemopazus (nodmuckare Ha mpomboyumrama BYHKUUA U
yepexdaHe Ha eacmpodyoldeHanHama MYyKO3Ha MembpaHa, pesynmam om
auemurcaauyunosama KucesuHa).

3a aHaneemuyHo U anmunupemuuro delicmeue 0a ce usrnonzeam cpedcmea,
pasnu4Hy om auemusicanuyuiosama Kucesiuna, Hanpumep napayemamorn.

+ Ypurosypuyru azenmu ( benzobromarone, probenecid)

OmuocHo benzbromarone: auemusicanuyunosa kucejjuHa e do3uposka He
riogeye om 3g/OHesHo. HamansieaHe Ha ypUKO3YPUYHUS eqeKm ropadu
SMUMUHUPaHeMo Ha MUKOYHa KucenuHa 6 6uopeyHume myobyiu.

[a ce usnonaga 0pya aHasneemux.

- KomBuHayuu, usuckeawu rpednasHu Mepku rpu ynompeba

+ AnTnanabeTnynu cpencTBa: UHCYIUH

VeenuueH xunoafiukemuyeH eghekm rnpu eucoku 003U Ha auemurncanuyunosa
KucenuHa { XUroaukeMudeH eqeKm Ha ausmucanuyuiosama KucesuHa).

[a ce unghopmupa nayuenma u 0a ce ciedam Hueama Ha efmoKosama.

+ AwvypeTum:

Mpu eucoku do3u auemumncanuyunosa KucenuHa (Had 3g OHesHO): ocmpa
6ubpeyHa HedocrmambyHoCm npu OexudpamupaHu nayueHmu (RamaneHa
zniomepynHa hunmpayusi, Obmxawa ce Ha pedykyus & cuxHmesama Ha
6bbpeyHume  npocmaenanounu). CredosamesnHo U HamaliseaHe  Ha
aHmMUXUNepmeH3usHus eexkm.

Xudpamupane Ha nayueHma u uscnedseane Ha Gbbpeynama yHKUus npu
3anoysaHe Ha jiedeHuemo.

+ KopTukoctepongy (rritoKOKOpTUKOCTEpONAY) (CUCTEMHO MPUNOXeHNe),
dpyau oceeH XUOPOKOPMU3OH, U3MOJI38aH Kamo 3amecmumerHa meparnus npu
boriecm Ha Addison:

[ToHwxeHU HUBa Ha canuuunamu € Kpbema [0 speMme Ha JiedeHue ¢
Kopmurocmepoudu u puck om npedosupare ¢ auemuscauytiosa KucesuHa
crned npexkwceaHe Ha JfieyeHuemo  (Kopmuxocmepoudume - ycKopseam
enuMUHUpaHemo Ha  auemuscanuyunosa kucenurna). Heoboxodumo e
KopusupaHe Ha dozama Ha auemujicanuyuniosama KucefuHa no speme Ha
edHospemeHHama um yrompeba, Kakmo u cred npexkbceaHe JieyeHuemo ¢
2IMKOKOpMUKocmepouodu.

+ AH2UOMeH3UH KoHeepmupauwl eH3UMHU UHXUbumopu u aH
aHmazoHucmu:

Bucoku do3u auemurncanuyunosa KucenuHa (Had 3g/ OHe8Ho):
HedocmambyHOCM NpU BUCOKO-PUCKO8U falyueHmu (8 Har,
unu npu OexuBpamupaHu nRayueHmu) nopadu Haman
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unmpauus,  fpuduHeHa — om  nomuckaHe  Ha  easodunamopHume
npocmasznaHOuRu om canuyunamume.

Xudpamupade Ha nayuenma u uscneleaHe Ha Obbpednama ¢hyHkyus npu
3anodyeaHe Ha neJyeHuemo.

+ MetoTpekcar npu Jo3u no-manku oT 156 mg Ha ceammua:

Hapacmearne Ha XxemarnofloguyHama MOKCUYHOCM Ha Memompexcama
(ramaneHn 6bbpedyeH KIUPBHC Ha MemompeKkcama, U UsMecmeaHemo My om
fa3MeHume nPoMeuHU om auemuyicanuyuiosama KUceuHa)

Bedubx cedmuyHo nabopamopeH KOHMPOJ Ha KpbeHama KapmuHa o speme
Ha KombuHapana ynompeba npesz MAppsume HAKONKO cedMmuyu. 3acuieH
KoHmMPOST npu nayueHmu € HanpedHana eb3pacm U npu nayueHmu G JIeKo
omKiioHeHue 6 bnbpeyHama hyHKUUA.

KOMBUHALIUN, ITPY KOUTO TP5IEBA [IA CE BHUMABA:

+ WHTpayTepwHHO CPeaAcTBO
Bucoku Odo3u auemuncanuyunoga KucenuHa (Had 3g/0HesHO): cnopeH e
BBIPOCHT 32 HamMansBaHe CUYPHOCTTa Ha BbTpeyTepuHHaTa cnvpana.

+ AHTMAUMAWU: MarHesneBW, aniyMyHMEBM M KanuueBM COJIM, OKMCU M
XUOPOKUCUON.

YBenmyeHa GbbpeuHa eKCKpeuwst Ha auyemuricanuuuiosa KucefuHa ropadu
ankanu3ayus Ha ypuHama.

4 6 EpemMeHHOCT U KBPMEHE

BPEMEHHOCT
MscrienBanus NPOBEAESHM MPU JKMBOTHY ca [OKasanu TepaToreHHWTe CBOoWCTBa
Ha aueTuIcanMUMIoBaTa KNCenmHa.

Mspeuv U emopuy TPUMECTLP:

- HenocTosiHHa ynoTpeBa Ha aueTuncanuuunosa KUcenuHa: pesynrati oT
eNMOEeMUONONYHN  NpOYyYBaHWA  W3KMoUBaT fiosiBata Ha  TepaToreHHM
mandopmaLmy, npuiMHeHn npr ynorpedarta Ha augTuncanuuunosa kucenuHa.

- Tlpy MO-NPOABMKUTENHO NeYeHne ¢ actupuH: A0 cera HsaMa [OoCTaTb4HO
fAaHHY OTHOCHO TepaToreHHUTe CBONCTBA Ha aueTuncanuuuiioBa KucenuHa npu
nocTosiHHa ynoTpeba B fo3n Hapg 150 mg Ha fAeH no Bpeme Ha MbpBuA
TpuMecTep oT DpemeHHoCTa.

CrnedogamesiHo:

- Ayemuncanuuunosama Kucesnurna mMoxe npu Heobxodumocm 0a ce npednucea
8 omdesnHy criydau 8 obuyaliHa 003uposkKa.

- Kamo npednasHa Mapka, npenopbyumento e da ce usbsezsa yndbmpebama Ha
ayemuncanuyunosa Kucesuda e 0osa Had 150 mg/OHesHO fpuU [OCMOSHHO

fledyeHue.




Tpetu ThuMecTep:
MNonoBHO Ha BCUUKM UHXUBUTOPU Ha MPOCTarNaHauH cuHTesara, yrnotpebara Ha
alueTUncanuUMnosa KUcenuHa B 71031 no-rofsmy nnu paeHn Ha 500 mg/dose
[HEBHO, MOXe A3 U3JOoXKW:
- nnoaa Ha:

* KapAauonynMoHapHa TOKCWHMHOCT C MPEeXAeBpPeMEeHHO 3arBapsiHe Ha
ductus arteriosus 1 nyrnMoHapHa XvurnepTeHsus

*HubpeuHa AUChYHKUMS, KOATO Moxe Aa nporpecupa go Gubpedna
HEeQOCTATBYHOCT C ONUrOXNEPaAMHUOH.
- Maikata ¥ 6ebeto (KbM Kpas Ha OpeMeHHocTTa) — Ha YOb/DKeHO BpeMe Ha
KbpBeHe. ToBa NOTHCKaHe Ha arperauusTa Ha TPOMOOLUUTUTE ChlLeCTBYBa [HOpU
¥ [PU MHOTO Mariky Josu.

CriedogamesiHo:

C uskmoqeHUe Ha uskmoyumenHo pedkume cayyau (kapduoso2udyHu unu
2UHEKOJIO2UYHU), U3UCKeaWU KOHCynmauus ¢ JfeKkap Uufu crneyuanusuparno
HabmodeHue, 8CUYKU niekapcmeeHUu cpedcmaa, cudBpKalu
auemuacanuyuiosa KuceiuHa ca [pomusoriokasaHu  fipes  N10C/Ie0HUs
mpumecmbp om bpemeHHocmma.

KbPNMEHE
Teil kaTto aueTuncanuunioBata KACcenuHa npemMrHaBa B MIAKOTO, TO3U
NekapcTeeH NPOAYKT HE ce nperopbYyBa No Bpeme Ha KbPMEHE,

4.7 BnusiHue BbpXY cnocobHocTTa 3a wodupake 1 pabota ¢ mallnHu
He okassa BnusHue,

4.8 Hexxenaxm nexapcTBeHn peakummn

- FTacTpouHTecTUHaNHU peakuuu:

» KopemHa Borika,

* SBHO raCTPOMHTECTMHAIHO KbpBEHE (xemaTemesa, MefneHa u T.H.) uin
OKYNTHO KbpBEeHe, BoAello [0 Xensiso-geduuutHa aHemusi. Tesn peakuuu ca
Nno-4ecTi Npun No-BUCOKN [O3NM,

« cTOMALLUHK YTILepaumn u nepgopayuy.

- Briuanue BLPXY uenTpannarta HepeHa cuctema.
» rnasobonue, 3amasgHocm,
* YYBCTBO 3a HaMarneHne Ha cnyxa,
* LUYM B yLUUTE,
CumMnNTOMMU, XapakTephu rpu fnpedosupaHe

- XemaToJIOrMYHK peakLmn:

yBenudaBaHe BPEMETO Ha KbpBeHe. Tasu peakuusi NpoAbimKasa OT 4
cnen npexkbcBaHe yrnoTpefaTa Ha acnvpwH. ToBa MOXe Aa ,qose,u,e/ ¢
KbpBEHE B CIy4ail Ha XYpypruyecka MHTepBEHLUA. =3

- Peaxuimn Ha CBP'BXYYBCTBUTESHOCT
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o YpTUKapus, KOXHU peakuun, acTMa, aHaunakrmiHy peakLumn, aHrmoegem.
CuHOpom Ha Reye (swx m.4.4)

4.9 lNpegosnpate

MpeposupaHeTo Moxe ga Obvhae haranHo npu xopa B HanpegHana Bb3pacT U
ocoBeHo npy Manky geua (TepaneBTUYHO MPefosvpaHe uan Yecta, cnydaiiHa
WHTOKCUKaLINA)

+ KnuHMYHKM cUMNTOMMK:

YmepeHo npenosnpaHe. cCUMNTOMWUTE 3a MpejosupaHe ca: WyM B yUUTe,
YYBCTBO 3@ Hamarnenue Ha chyxa, rmasobonue, CBETOBLPTEX, MoraT pa ce
KOHTPOJIMPAT Ypes HamanssaHe Ha gosarta.

Texka NHTOKCUKaLA:

Mpedosuparnemo npu deua moxe O0a 6vde hamanHo npu eoHoKpamya 0o3a om
100 mg/kg.

CuMnToMUTE ca: Tpecka, XWUNepeeHTUnauumsl, KeToaumposa, pecnumpatopHa
anKkanosa, MeTabornuTHa KeToaumposa, Koma, KapauoBacKynapeH LK,
pecnmpaTopHa HEJOCTATBLYHOCT, OCTPa XUMTOTTIUKEMUS.

Jlevenne:

- MauveHTLT He3abaeHo ce oTBeEXda B BonHula,

- MoreNHATOTO NEKAPCTBO Ce OTCTpaHsBa Obp3o 4pes NpoMusKa Ha cToMaxa u
fipueM Ha akmuseH ebafieH,

- KoHTpon BLpxy KucenuHHUs darnaxc,

- AnikanuaupaHne Ha ypuxata (pH mexay 7.5 n 8.0) c xemoguanusa npu Texxa
VHTOKCUKALINS,

- CHMATOMATUYHO NneveHne.

5. GAPMAKONOrMYHN CBOUCTBA
5.1 ®apmakoanHaMUYHU CBOMCTRA

APYTU AHANTETHLUN W AHTUTIUPETULIN
ATC NO2 BA 01

Auemusicanuyuiiosama  Kucefnuna  npuHadnexu KbM
Hecmepoudrume  npomusosb3fanumenduy  cpedcmsa ¢

Ha uHxubupaHe Ha eH3UMa UUKIIOOKCU2eHasa, Koemo eodu 80
cuHmesama Ha npocmasznaHouHume.,



Auemuricanuyuniosama Kucenuna nodmucka mpombouyumHama azpeaayust
ypes briokupaHe Ha mpombokcaH A2 mpomboyumnama cuHmesa.

A A
oot T

Twit kaTo DL- lysine acetylsalicylate ce pasTBaps BegHara v M3UsIO BbB BOAS,
cneg abcopbumna ce pasnaga nof dopmara Ha aueTuncanuumunoBa KucenuHa.

Abcopbuusi

Auemurnicanuyuniosama KucenuHa ce abcopbupa 6bp3o u ususiio sedraza cned
nepoparned npuem. MakcumanHa nasmeHa KoHueHnmpauus ce Oocmuea cried
15-40 murymu.

BuonanuuHocmima Ha auemujicanuyunosama KucenuHa eapupa crioped
dosama: okono 60 % 3a do3u nod 500 mg, u 90 % 3a dosu Had 1g nopadu
HacumeHa YyepHoOpobHa xudponusa.

AneTuncanuuunoBaTa KUCENWHa ce xuaponusvpa Obpso A0 canuuunoea
KncenuHa (akimeeH metabonur)

PasnpedesneHue
Auemuricanuyunosama Kucenura u canuyuiosama KucesuHa ce pasnpedensm
6bp30 8 mekanume. [Ipemunasam nnayemapHama bapuepa u ce Hamupam 6
MailyuHoOmo MJISKO.
Canuuunosama KucenuHa ce ¢ebp3ea ¢ riflasmeHume npomeut
Bpememo Ha nojy-pasnad Ha ademusicanuyuiosama Kucs
MUHYmMU, U 3a canuyuiiogsama kucenuda e om 2 do 4 4aca.
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Memabornusbm — eKcKkpeuyus

Auemuricanuyunosama Kucenuna ce memabonusupa U3Usaio € HYepHus pob.
Omdens ce anasHo e ypuHama nod ¢opmama canuyuiosa KucenuHa U
2IOKOPOHLAY, Kakmo U 1100 hopmama Ha salicyluric u gentisic KucesuHu.

5.3 [pedknuruyHy daHHU 3a be3onacHocm

MymazeHer U kapUuHo2eHeH rnomeHyuar.

Pesynmamume om nposedeHume UH 8umpo U UH 8Uso MpeOKTUHUYHU
npoyyeaHus ¢ auemuncanuyusioga Kucenuxa [iokaseam Jjuncama  Ha
MymazeHeH eqekm.

B nposedenume 3a npodnmxumeneH nepuod om epeme fpoyysaHus fpu
[bX06e U MULIKU, fOKa3eam Juncama Ha KapUUHO2eHeH eqhekm.

6. PAPMALEBTWYHW BAHHW

6.1 [TomouiHn sellecTsa

Glycine 200 mg
Mandarin flavouring® 40 mg
Ammonium glycyrrhizinate 6 mg

Cwcrar Ha mandain flavouring: lactose, orange juice, essential oil of mandarin.

6.2 HeckbEmMecTUMOCTH
Hsama

6.3 CpoK Ha roHOCT
3 rognHK

6.3 CneunarnHn vkasaHus 3a CbXpaHeHue
[la ce cbxpaHsBa npyu Temneparypa nog 25°C.

6.4 Qnakxoska

MbPBUYHA OMaKoBKa: XapTus, anyMuHui, nonueTunex
BTopuyHa onakoBKa: KapTOHEHA KyTist

OnakoBka oT 20 Bpos calueTa.

7. MPUTEXXATEN HA PA3PELLEHUETO 3A YNOTPEBA
Sanofi - Synthelabo OTC

9, rue du President Allende

94258 Gentilly Cedex, France

8. NPON3BOONTEN

SANOFI WINTHROP INDUSTRIE
198, avenue du Marechal Juin
45200 AMILLY, FRANCE

9. PETUICTPALUMOHEH HOMEP
20020129

10. JATA HA MbPBO PA3PELIABAHE 3A YIIOTPEBA
13.02.2002
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11. BATA HA NOCNEAQHA PEOAKUMA HA TEKCTA : Anyapv 2004
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