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1. UME HA JIEKAPCTBEHUS MNPOAYKT /‘9‘9/ / _‘5?_

ACIIUPUH NMPOTEKT 100 mg cromaiuHo-yCTOHYMBH TaOJETKH é’éf/,é 10 -09- 737
ASPIRIN PROTECT 100 mg gastro-resistant tablets e s e

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| Tabnerka cuvappxka: 100 mg auerwicanuumiona kucenuna (acetylsalicylic acid).
3a MbJIHKUSA CINUCHK HA MOMOLIHUTE BElllecTBa BHKTE TOUKa 6.1.

s JIEKAPCTBEHA ®OPMA

CromaliHo-ycroitunusa tablieTka.
bsina, kpbria radserka.

4. KJJUHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3aHUA

AlleTHJICAIMIIMIIOBA KHUCEJIMHA € T0Ka3aHa Npu Bb3pacTHU 3a ynorpeda mpu ClIEAHUTE CbPHACYHO-

Cb/I0BH CbCTOSAHMSA:

- 3a HaMaJIsBaHE PUCKA OT CMBPTHOCT IMPH MNAUMEHTH CbC CbMHEHHE 32 OCTBP MHOKap/IeH
HH(DapPKT

- 3a HaMasgBaHe pUCKa OT 3a00JIEBAEMOCT U CMBPTHOCT MPH NALIMEHTH C NpeKapaH MUOKap/eH
HH(DAPKT

- 3a BTOpUYHA NPOPHUIAKTHKA HA HHCYNT

- 3a HaMmagBaHe pUcKa oT npexoaHu ucxeMuyHu ataku (ITMA) u uncynt npu naunentu ¢ [1UA

- 3a HamaJIsiBaHE pUCKa OT 3a001€BAEMOCT U CMBPTHOCT MPH MALMEHTH CbC CTAOUIIHA U
HecTabuIHa CTEHOKapaus

- 3a npeBeHLUA Ha TPOMOOEMOOTU3BM Cllell ChA0BA XUPYPIrUs WIK APYrd MHTEPBEHLIMH, HATIP.
PTCA, CABG, kapoTuaHa eH1apTepPEKTOMHSA, apTEPHOBEHO3HH II'BHTOBE

- 3a npodunakTuka Ha AbAOOKA BeHO3Ha TpoMOo3a u benopodHa eMOosIns cies
MPOJABJDKUTEIHA UMOOWIN3aLIMsA, HATIP. CJIE/ roJisiMa XUpypruuyHa HHTEPBEHLIUS

- 3a HamaIsiBAHE PUCKA OT ITbPBU MMOKapJaeH HH(APKT MpHU Xopa ¢ MOBUIIEHU ChbPAEYHO-Cbh10BH
PUCKOBHU (hakTOpH

4.2 Jlo3npoBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBKa

OcTbp MUOKapaeH MH(APKT: npyueMa ce nbpBoHavajiHa j1o3a ot 200 mg no 300 mg BeaHara npu
noao3peHue 3a muokapaeH uadapkr. [Toaaspxkauia noza or 100 mg a0 300 mg npoaskasa aa ce
npuema 30 aHu cnen mHdapkra. Cnen 30 aHM cneasa na ce OOMHMCIH JOMBbJIHUTENHA Tepanus 3a
MPEBEHLIMsA HA MOBTOPEH MUOKapAeH UH(apKT. [IbpBoHayaiHaTa 103a Ha BCUHKH JIEKAPCTBEHH
dbopMu, BKIIOUYHUTETHO CTOMALIHO-YCTOHYHMBHM TaONETKH 3a Ta3H HHAWKALMA TpsaOBa J1a ce cMayka Wiu
CI'bBYE M TMOrbJIHE, 3a J1a C€ NocTUrHe Obp3a abcopOLms.

[Tpenuinen muokapaeH uudapkt: 100 no 300 mg aHEBHO.

Bropuuna npodunaktuka Ha uHCYAT: 100 no 300 mg aHEBHO.

[Tpu naumenTu ¢ [TUA: 100 no 300 mg aHEBHO.

[Tpu naumeHTH cbe crabuiHa U Hectabunna creHokapaus: 100 go 300 mg aHeBHO.
[IpeBeHLMs HA TPOMOOEMOOIU3BM ClIe CbA0OBA XUPYPrust WK APYryd HHTEpBEHUMU: 10
JTHEBHO.




[TpodunaxThKa Ha ALnboka BeHo3Ha Tpomboia 1 OenoapobHa embonus: 100 no 200 mg sHEBHO UK
300 mg npe3 aeH.
HamannasaHe pucka oT nbpBuueH MHokapaeH wHdapkr: 100 mg nuesno unu 300 mg npes aeH.

[Heduampuyna nonyrayus

BesonacHoctTa ¥ epuxacHocTTa Ha AcnupuH [1poTexT npy Aeua Ha Bb3pacT noa 18 roarHu He €
ycraHoBeHa. JInneeat navHu, ETo 3awo, Acnupud IpoTekT He ce npenopbuba 3a ynorpeba npu aeua
nosa |8 roauHu.

Tayuenmu ¢ ywepnoopobro yapexcoare

AcnupuH MpoTeKT ¢ NPOTUBONOKA3aH NP NAUMEHTH ¢ TeXkKka HepHOAPOOHA HENOCTATHUYHOCT (BXK.
Touxa 4.3). AcnupuH Ilpotext Tpabsa na ce uznon3ea ¢ 0cOOEHO BHUMAHUE IIPY MALIMEHTH C
HapylueHa yepHoapobHa PyHkuus (Bx. Touka 4.4).

Hayuenmu ¢ 6vbpeurno yepexcoane

AcnupuH [IpoTekT ¢ NpOTHBONOKA3aH NPU NAUKEHTH ¢ Texka ObOpeuHa HeAOCTaTLUHOCT (BIK.
Touka 4.3). Acnupud [IpoTekT Tpabsa na ce u3non3iga ¢ 0codbeHo BHUMAHHE NTPH NALKUEHTH C
HapylieHa 6L0peyHa pyHKUUSA, T KaTO aUETHICATULMIOBATA KACEIMHA MOXKE JONBIHHTEIHO A3
yBEJIMYH pUCKa 0T 6bOpeUHo yBpekaaHe U 0¢Tpa 60petuHa HEAOCTATBLYHOCT (BXK. To4Yka 4.4).

HayuH Ha OPUNOKEHUE

3a nepopasniHo NpHUIIOKEHHE.

[Tpenopb4yUTENHO € CTOMAILHO-YCTOHYUBUTE TabNETKU € Aa ce B3emar rnode 30 MHHYTH Ipeay
XpaHeHe ¢ MHOTo Boga. CToMaurHo-ycToiuMBuTe TabneTky He TpabBa na ¢e Maykar, 4ynsT HiH
ABbBYAT, 3a Jla OCUTYPH OCBRODO0XIaBaHETO B AJIKANHAaTa cpeda Ha uepeaTta. OCThp MHOKapAEH
HHPapKT: NMhpBOHAYanHaTa 403a Tps0Ba Aa OBLAEC cCMAUKaH2 WIH CAbBKAHA H [MOTk/IHATA.

4.3 [IporHBONIGKA3ZAHHS

AUeTHJICaNHLMNOBA KUCEeNYHA He TpAOBa Aa Ce U3NOJI3BA B CNEJHUTE CyYvau:
¢ (CBpPBbXYYBCTBUTENHOCT KbM aKTHBHOTO BELIECTBO, APYIr¥ CATHLIMIATH WIH KBM HAKOE OT
MOMOLLUHMUTE BELWECTBa, U3OPOEHH B TOUKA 6.1,

e AHAMHECTHYHM JAaHHM 3a acTMa, HHAYLWpaHa OT NOPWIOKEHHE Ha CANYMUMUIATH UITH
cybcTaHLMH ¢ NogobHO aeiicTsue, 0CoOEHO HECTEPOMAHH MPOTUBOBHL3NANUTENHH IEKAPCTRA,
OCTPH CTOMAUIHO-4YPEBHM A3BH,

XeMoparv4yHa auaresa,

TexKa 6LOpeuHa HeaOCTaTLYHOCT,

TEXKA YEPHOAPOOHA HEAOCTATHLYHOCT,

TEXKKA ChpAeUHa HEAOCTATBYHOCT,

KOMOWHALIMA ¢ METOTPAKCAT npy 4034 15 mg/ceAMUYHO Uy noseue (Bx. To4ka 4.5),
NnocneAHOTO TPUMECeUHe Ha HpeMeHHOCTTa. (BX. ToUKa 4.6).

4.4 CrneunaJHu NpeaynpexIeHns H npeanaiiid MepKH 1npu ynorpeda

ALeTHACATUMLUWAOBA KHCETHHa TpabBa /14 ce H3Mon3Ba ¢ OCOOCHO BHUMAHUE B CNEAHUTE CIYYau:

® CBbPXUYBCTBHATEIHOCT KbM 3HANTETHLY / NPOTUBOBB3NANUTENHH / aHTHPEBMATUYHY
NEKApCTBA U B MPUCHCTBUE HA APYrH AJIEPIHH,

¢ aHAMHECTHYHM JAHHU 33 CTOMALIHO-YPEBHU S3BH, BKIKOHHUTEAHO XPOHHYHA UNK
peuuauBupaila f3seHa 6onectT UK aHaMHECTHYHH JaHHH 32 CTOMALUHO-YPEBHH
KPpbBOH3IUBHY;

® eJHOBPEMEHHO JieHEHHEe C AHTUKOArylaHTH (BxK. Touka 4.5);

® NIpY NAUMEHTH C HapylI¢Ha OHOpeUHa QyHKUUA WIK NALYMEHTH C HApYWEHA Chb
nupkynauua (Hanp. 60pedHo cba080 3a00sBaHE, 3aCTOHHA ChPAEYHE HENO
XHNOBOJIEMHA, FTONAMA XUPYPryuuHa ONepalus, CENncyuc UK roieMyu xemMopar




Thil KaTO AUCTUICAIULINIOBATA KUCEIMHA MOXKE JOMTBbAHUTENHO 3 YBENUYH PUCKA OT
O0B6peuno yBpexaaHe ¥ octpa ObL0peyHa HENOCTATBYHOCT;

® [pH MNAaLMKEHTH, CTPAIALIH OT TEXKa riko3o-6-pocdar aexuaporeHasHa (G6PD)
HELOCTATBYHOCT, AlCTHUACATHUMIOBATA KUCEIMHA MOXKE Aa MHAYLMpa XEMONN3a HIH
XeMOJIMTHYHA aHeMMs. PakTopu, KOMTO MOraT [a yBENUYAT PUCKA OT XEMOJIM3a Ca Harlp.
BHCOKA HO3MPOBKA, TPECKA MK OCTPU MHPECKLIMHK;

® yBpeAcHA YepHonpoOHa PyHKLMA;

®  METaMH30J W HAKOW HECTEPOUAHM NpoTHRoBb3NanuTeaHy cpenctea (HCIIBC), kato
noynpodeH U HaMPOKCEH, MOXKe Ja OTCNabAT UHXNONTOPHHUA edEeKT HA AUSTUNCANULINIOBATA
Kucenusa pbpxy TpombountHata arperauus. [launentute Tpadsa 1a Obiat NnocbBETBAHU Aa
rOBOPAT ¢ TEXHHA JIEKap, aKo €a Ha IeYeHHE ¢ AUETUICANMLMIOBA KUCENVHA M MJIaHUpaT Aa
npueMat Metamuzon unu HCTIBC (Bx. Touka 4.5).

¢ aLETUJICATULMIOBATA KUCENNHA MOXE Ja NPUYHUHMW DPOHXOCMAa3bM U HHAYLUPA aCTMATHYHH
aTaky WIW APYTH Peaki¥y Ha CBPbXUYBCTBUTENTHOCT. PUCKOBH (paKTOPH ca ChLLIECTRYBallla
OpOHXHANIHA acTMa, CEHHA XpeMa, Ha3alHY NOSIMNK WY XpOHHU4YHO DenoapobHo 3abonasane,
ToBa ce OTHACA ChLIO Y 3a MALUKUEHTH ¢ ANePruyHU peakiiu (Hanp. KOXKHU PeakLMH, Cbphex,
YPTUKApHs) KbM JPYTH BELIECTBA, ‘

® TIOpaAH HHXHOHUTOPHUAT €(PEeKT BLPXY TPoMOOLUMTHATA arperauus, KOHTO MOXE [a NPoIbIIKH
N0 HAKONKO AHH Chel NPUJIoKEBUE, aUCTHICATULUNI0BATA KUCETMHA MOXKE J1a 10Beae A0
NOBHILIEHA TEHASHUNSA OT KPBbBOW3INIUBH 10 BPEME U CNER XUPYPruyecKH onepauuy
( BKAIOUMTESIHO MANKa XUPYPrus, Hanp. 3bOHU eKCTpaKkLu1u);

¢ B HUCKH J03H4 aUCTHUICANNUWIOBATA KUCEHHA PEAYUHUDPd CKCKPCUNATA HA NHKOYHATA
KucenuHa. Topa MOXE 1a NpOBOKHUPaA noaarpa npu Npeapa3inoleomcHl MauuCHTH,

[leguaTrpuuHa nonyJauus

JlekapcTBEHM NPOIYKTH, ChABPIKALUM ALESTHIICATHLMIOBA KYCEiMHA He TpADOBa Aa ce U3rnon3sar fnpy
Nela ¥ IOHOLIK ¢ BUPYCHH HHPEKLIMY, CbC WK 0€3 BUCOKA TeMNEpaTypa, 6e3 KOHCynTalks ¢ IeKap.
[1pu onpenenenyn BUpycHY 3aboaaBaHuA, ocobeHo rpun TN A M B 1 Bapuuena, CbulecTBYBa PUCK 32
pa3BUTHE HA CHHApOMA Ha Peil, MHOro pAliko, HO Bb3MOXHO X HBOTO3acTpalliaBallo 3aboaBaHe,
KOeTO W3HCKBA He3abaBHA MeAMUMHCKA MOMOLY. PHCKBT MOXE [a ce yBEeHYH, Korato
aleTUNCANMLUIOBaTa KUCENUHA CE Npuara €AHOBPEMECHHO, BLIPEKH Y€ HE € AJoKa3aHa NPHYHHHO-
clleACTBEHA Bpb3Ka. AKO NPy TaKUBA 3a0012BaHMA CE NOABH NPOLBINDKUTENHO MOBPBIUAHE, TOBA MOXE
Na € NpU3HaK Ha CHHApoMa Ha PeA.

ToBa nekapctBo CbAbLPXKA No-Manko oT 1 mmol Hatpuit (23 mg) Ha TabneTka, T.€. MOXE 1A CE Kaxe,
Yye MPAaKTHYECCKH HE CbALPXKA HATPHH.

4.5 BianmMoaelcTBHE C APYIH JIEKAPCTBEHH NMPOAYKTH H APYrH OpMH HA B3AUMOAeHCTBHE
4.5.1 HNpornsonokazadv KOMOHHALIMN:

MeToTpexkcaT, H3NOJI3BAH B I03H NO-BUCOKH OT 15 mg/ceMHYHO HIH NTOBEYE:

[ToBHLICHA X€MATONIOTHYHA TOKCHUYHOCT HAa METOTPEKCAT (NOHWKaBaHe Ha OBLOpEUHHS KNHPBHC Ha
METOTPEKCAT OT NPOTHBOBL3NANUTE/IHA ACKAPCTBA B rO1AMa CTENEH U U3MECTBAHE HA METOTPEKCAT OT
HErOBOTO CBbP3BAHE C MJIA3MEHUTE MPOTEUHM OT canuuunaTuTe) (BX. Touka 4.3).

4.5.2 KomOHHauUHH, KOHTO HAJIANAT NPEANAa3HH MEPKH NPH H3M0/13BaHE:

MeToTpeKkcaT, H310A3BAH B N03H N0-HUCKH oT 15 mg/cenmMnuHo:

[loBHIIEHA XeMaTONIOrHYHa TOKCHYHOCT Ha METOTPEKCAT (ITOHWKaBaHe HA OBOpEeUHUsA KIUPBHC Ha
METOTPEKCAT OT NPOTHBOBB3NAJIMTENHH NEKapCTBa B ro/iiMa CTENEH H U3MECTBAHE HA METOTPEKCAT OT
HErOBOTO CBLP3BAHE C [IA3MEHUTE NPOTEXHU OT CANHUMUIATUTE).

MeTaMH30.1 H HeCTEPOHAHH NPOTHBOBL3NAAHUTeHM cpeacTBa (HCIIBC):
EnHoBpeMeHHOTO npunokesnero (chuua aexH) Ha mertamuson U Hsaxou HCIIBC, karo
HanpoKceH, MoXxe Aa oTciabu HeodpaTUMO TPOMOOUMTHOTO HHXUDHpAHE, HHAYLIMPAH




aleTUNIcCanMuuMnoBara KucenrmHa, KnuHMUHOTO 3HaYEHUE HA T€3M B3aUMOACHCTBHSA HE € U3BECTHO.
JNleyeuneto ¢ meramuson win uakou HCIIBC, xaro nbynpodeH unm HanpokceH, Npy NauueHTH ¢
NOBUILEH CBPACYHO-CBHAOB PUCK, MOXKE /14 OFPAHW4YH CHPACHHO-CHAOBATA 3al{HTa Ha
AlLCTIWICANKLNIOBATA KUCENUHA (BXK. TOuKa 4.4).

ExcnepuMeHTaIBM JaHHW NOKa3BsaT, 4e ubynpodeH Moxe na MHXHBupa edexTa Ha HUCKO-1030BHA
ACNUPHH BBPXY TpoMOOLMTHATA arperalys, Koraro ce npuiarat eaAHoBpeMeHHo. [lopaau
OrpaHUYEHOCTTA HA TE3M AAHHH W HECUIYPHOCTTA OTHOCHO €KCTpanolauusaTa Ha AaHHUTE €X VIVO KbM
KTMHWYHUATE HE MOTaT 13 C€ HaNpaBAT KaTerOpHMYHM 3aK/II0UEHNS 34 pe/loBHATA yrioTpeba Ha
nOynpodeH, U HAMA KIHHUYHO 3HAYUM eEKT, KOWTO A CE CUMTA 32 BEPOSTEH NNPH HEPENOBHA
ynotpeba Ha uOynpodeH (BxK. To4yka .1).

[TpH €JHOBPEMEHEH MPUEM METAMU30N MOXKE Aa HaManH eeKTa Ha aLeTHICATULIMIOBATA KHCEIMHA
BbpXY TpoMOoLUTHATA arperauysa. CrieaosarenHo, TazM KomMOnHauKMs TpsOBa Aa ce W3Nosi3sa C
NOBUILEHO BHYMAHHE NPH NALMEHTH, MpHeMalld HUCKA 1032 aCNUPUH 3a KapIUONPOTEKLHS,

AHTHKOATYJAHTH, TPOMOOARTHLH/APYIH HHXHOHTOPH HA TPOMDOLMTHATA
arperpauna/XeMocTasa:
[ToBULUEH PUCK OT KbpPBEHE.

HecTeponaHH NPOTHBOBB3NAIHTEJIHHN CPEACTBA CbC CAJTHIHAATH!
[ToBHilIEH PUCK OT A3BH M CTOMAUIHO-YPEBHO KbPBEHE MOpaid CHHEPTUUHHA CPEKT.

CeneKTHBHHA HHXHOMTOPH Ha 00PAaTHOTO 3aXBAIlIAHE HA CEPOTOHHHA:
[ToBHILIEH pHCK OT KbPBEHE B FTOPHUTE 4acTH Ha CTOMALIHO-YPEBHUSA TPAKT NOPALH BL3MOXEH
CUHEpruueH edexT.

JANroKcHH:
[TnaszMeHuTEe KOHUSHTPAUYH HA JAUTOKCHH Ca NOBULIEHY, MOpaay HamaisBaHe Ha OnOpeyuHara
EKCKpeLMs.

AHTHAKHA0ETHH, HANP. MHCYJIUH, CYJIQOHUAYPEHHH TIPOAYKTH B KOMOHHALIHA C
ALETRACAJTHUNIOBA KHCEIHHA BHB BHCOKH 103H:

[ToBMIUEH XHNOrNUHKEMHYEH eEKT NPH NO-BUCOKHK A03U ALETHICANULKNOBA KUCENUHA [TOCPEICTBOM
XUMOMMTHKEMHUHOTO AEHCTBUE Ha alETHACATMLMIOBATE KUCENHHA ¥ U3MECTBAHE HA cyNdaHUnypesTta
OT MACTOTO Ha CBbP3BAHE C MNJIA3MEHUTE NPOTEHHH.

Aunyperuun B KOMOHHAUHSA C ALUETH/ICATHUHIIOBA KHCEJINHA BbB BUCOKH N03K:
HamaneHa rnomMepyHa GunTpaurs nocpeacTBOM HaMalieHa 0b0peyuHa CUHTE3a Ha NpocTarnaHanHM.

CHCTEMHY ITIOKOKOPTHKOHIH, € H3KJYCHHE HA XHAPOKOPTH30H, H3N0J/3BaH 32 3aMeCTBAINO
JeyeHHe NpH AXHCOHOBA DONecT:

[ToHMMcaBaHe HA KPBBHHUTE HMBA HA CAJIMLIMNATA NO BPeME Ha KOPTHKOCTEPOUAHOTO JIEYEHHE U PUCK
OT CANULUIATHO NPEAC3UPAHE CIEA KAaTO TOBA JIGYEHUE Ce€ Crpe, [Mopaad NOBULIEHO CIMMHHUPAHE HA
CaANTMUMIATUTE OT KOPTUKOCTEPOULIH.

Eanospemennarta yrnorpeda MOKe 1a NOBUILM PUCKA OT FACTPOUHTECTHHAIHO KbPBEHE W A3BA.

HHXUOHTOpH HA AaHTHOTEH3HH KOHBepTHpall eH3HUM (ACE) B xomOnHanus ¢
ALETHACAJIHUHIOBA KHCE/IHHA BLB BHCOKH J03H:

HamaneHa rnoMepyJiHa (punTpauds noCpeacTBOM NOTUCKAHE HA CbA0PA3LLIUPABALLK MPOCTArNAHAKHH.
OceeH TOBa, HAMAJIEH AHTUXUNEPTEHIUBEH edeKT.

BaanpoeBa KHCeJIHHA:
IloHllieHa TOKCHYHOCT HA BANNPOEBA KUCEIMHA, Nopagy U3MECTBaHE OT MECTaTa Ha
CBbpP3BaHE.




AJKOX0J:
[ToBulIeHO yBpEeXAaHe HA CTOMAITHO-YPEBHATA NUIaByLa ¥ YABIDKABAHE BPEMETO Ha KbpBEHE Nopaiu
AIMTUBHUTE €deKTH Ha aLESTUNCANULANOBATA KHCENUHA U AJTKOXOA.

YPpHKO3YpPHYHH CpPeacTBa KaTo GensdpomapoH, npodedeuna:
HamaneH ypukozypuueH eekT (KOHKYPEHUHUA 32 eNMMUHUPaHE Ha NUKOYHATA KUCENHHA Ypes
O6LOpeuHa TyOynapHa ekckpeLns).

4.6 @epTHAHTET, OPEeMEHHOCT ¥ KbpMeHe

bpeMeHHOCT

NuxubupaHeTo Ha NpOCTarIaHAMHOBATA CUHTE3a MOXE 1A NOBIMAE HeONaronpusTHO Ha
OpemeHHocTTa WUunu eMbOpuoHanHoTo/peTanHoTo pazpurue. JlaHHU OT €NUAEMHUONOTHYHH
NpOyYBaHUA NPEANONIAraT yREIWUYEH PUCK OT abopT U Mandopmanwy cnel ynotpedara Ha UHXUOUTOP
Ha MpoCcTarnaHaAnHOBAaTA CUHTE3a B paHHa OpeMeHHOCT. CyKTa Ce, Y€ PUCKDT Ce YBENUYaBa ¢ J03aTa H
NPOABLAKUTENHOCTTA HA NeYeHHe. HanMuHUTE A3aHHW HE NOAKPENAT Bpb3KaTa MEXAY NpUeMa Ha
aUETUICATMLNAOBA KHUCENHHA W MMOBHULLEH PHUCK OT NOMATaHe. 33 aueTUACAIMUXTOBATa KHCETHHA
HATHYHUTE ENHWASMHONOTHYHY J2HHW OTHOCHO MandopMalUUK He ¢a eRHO3HAYHM, HO NOBHLIEH PHCK
OT raCTPOCXHU3UC HE MOXKE 1A C€ M3KNHYHU. EAHO NpOCNEKTUBHO U3NHUTBAHE C €KCIO3UIIMS NPH paHHa
opeMeHHocCT (1-BH — 4-T¥ Mecen) Ha okono 14 800 asoiiku Mailka-aeTe He yCTaHOBABAa HUKaKBa
BPL3Ka ¢ MIOBHIISHATa 4ECTOTA HA Man(GOpMaLIHH.

ManuTBaHus ¢ dKUBOTHY NOKA3IBAT PENPOAYKTHBHA TOKCHYHOCT (BkK. TOYKa 5.3).

Ot 20-ta ceamMuua Ha OpEMEHHOCTTA HATaTbK ynoTpebara Ha aleTUICATHLMIORAa KUCETMHA MOXE Jia
NPUYHUHH OAUTOXHUAPOAMHUOK B pe3ynTaT Ha 6b0peyHa AnchyHKUUS Ha naona. ToBa MOXKE Aa ce
CTY4Y CKOpO CNe 3ano4BaHE Ha IEYEHUETO M OOMKHOBEHO € 00paTUMO cie/l NpeycTaHoBaBase, B
OOMBJIHEHUE, HMA CHODLLEHUA 3a CTECHABAHE HA AYKTYC APTEPHO3YC CNE/l ICYEHUE MTPE3 BTOPUA
TPUMECTBP, NOBEYETO OT KOUTO OT3IBYYABAT CNEA NIPEKPATABAHE HA ICUECHUETO. CNeN0BaTENHO,
NEKAPCTBERU NPOAYKTH, ChAbPXKaLIK aUeTUICANHLUNIOBA KUCENMHA, HE TPAOBA Ja C€ U3MON3BAT No
BpEME Ha MbPBO U BTOPO TPUMeECEYHe Ha OpeMEeHHOCTTa, OCBEH aKo He € abCoNOTHO HEoBXoauMO.
AKO NEKAPCTBEHH NPOAYKTH, CbABPKALUIH ALUCTHICANIMUWITIOBA KUCEIIMHA, C& U3MNOM3BAT OT XEHA,
OIIMTBALLA Ce Aa 3a0peMEHee, MK MO BpeMe Ha MBbPBO U BTOPO TPUMECEUYHE Ha OpeMeEHHOCTTA, 103aTa
TPAOBA Na € Bh3MOMXHO HAal-HUCKA U NPOABIIKUTENIHOCTTA HA ICHEHUE [a € Bb3MOXHO Hall-KpaTKa.
AHTeHaTtanHo HabnaeHu e 3a ONHroOXUAPOAMHUOH U CTECHABAHE Ha AAYKTYC apTepuolyc Tpabsa aa ce
OOMUCIIK cnel ynoTpeda Ha alueTUNCANUUKMIOBA KHCEJIMHA B NMPOAbLIMKEHHE HA HAKOJIKO JHHU OT
recTallMOHHa ceaMuiia 20 HaTaThK, ALETHNCANTUIIMA0BATA KUCeIMHaA TPpAOBaA Aa ce NPEyCTAHOBH, aKO
C€ YCTAHOBH ONMIOXUIAPOAMHHOH HITH CTECHARAHE HA AYKTYC apTepUO3YC.

[Io Bpeme Ha TPeTO TPHMeECEUHEe BCHUYKH HHXHOHTOPH HA NPOCTATIAHAHHOBATA CHHTE3Q MOKeE
12 NPUYHHAT Ha deTyca:

*  KapANONYJMOHAIHA TOKCUYHOCT (peXaeBpeMEHHO CBUBaHe/3aTBapAHE HA YKTYC
aprepuolyc M benoapobHa xuneproHus);

e O1nOpeuna gucdynxuna (Bx. no-rope);

MaliKaTa H 1eTeTo, B Kpas Ha 6peMeHHOCTTa, HA:

¢ Bb3IMOXNHO YIBJNXKABAHC HA BPCMCTO HA KbPBCHC, dHTHKOaryJ1alHOHCH Ed)ﬁl{T, KOHTO MOXE 1a
CC MOABH A0pH CJICA MHOTI'O HUCKH A03H,

® [MOTHCKAHC Ha MATOYHHUHTC KOHTPdaKUMH, KOCTO Oa AOBCIC 10 3abaBeHO U NpoOaABIXKHTCITHO
paxdidaHE.

CnenoBaTeNHO aUETHICAIIHIIMIIOBATA KUCEIMHA € NMPOTHBOMOKA3aHA MO BPME Ha TPETOTO TPH
Ha OpeMeHHOCTTa (BXK. TOMKH 4.3 1 5.3).

KbpMeHe
CanuuuaaTuTe U TeXHUTE METADOIUTH IPEMUHABAT B MAHYHUHOTO MJIAKO B MATKH KON




Trii kaTo nocera He ca HabsoNaBaHY HeXellaHH peaklMK NpY HOBOPOAEHHU cnel ciyyaiHa ynotpeba,
OOMKHOBEHO HE € HANIOXUTENHO NPEeKbCBaHe HA KbpMeHeTO. [1pu penoseH npueM UK NMPUEM Ha
BUCOKM 1034, KbPMEHETO TpabBa Aa ce NPEeKbCHE PaHo.

DepTUAHTET

Ha 6a3a Ha orpaHWyeHaTa nyOauKyBaHa HHGOPMALMA, NPOYYBAHUATA NP X0Opa HE [I0KA3BaT CBbpP3aH
edeKT Ha aleTHICATMLMIIOBATA KUCENHHA BHPXY YBpeXAaHeTO Ha depTHanTeTa ¥ HAMA YOS UTETHY
A0KA3ATENCTBA OT MPOYYBAHMATA NPH XHUBOTHH.

4.7 EdexTn BupXy cnnoco0HocTTA 32 WIohHpaHe B padoTa ¢ MALIHHH

AcrupuH [1poTeEKT HE NOBNUABA UK NOBNUABA NpeHedpex MO crocoOHOCTTa 3a wodupaHe 1 paboTa

C MAalLLIKMHH.

4.8 HexelanH 1eKaAPCTBEHH pPeaKuHH

U3bpoenuTe Hexenanu nexkapeteeHu peakuyu (HJIP) ce ocHoBaBaT Ha CrioHTaHHU MOCT-
MApPKETHHIOBH AOKJIaAH 332 BCUMYKH Pa3HOBUIHOCTH HA ACITUPHH U KIIHHHYHU U3NUTBAHKA C aCITUPHH
KaTo ¥3CJIeBaHO NiekapcTBo. YecToTaTa € H3unciaeHa camo Ha 6a3a Ha AaHHU OT PaMoTO C ACMHUPHH OT
npoyuBaHeTo ARRIVE.

YectoruTte Ha HJIP, cBbp3anu ¢ acnupuH, ca 0600UIeHr B Tabnyuara no-aony. B 3aBucuMocCT ot
YeCcToTaTa Te CE ONpEeaendT KaTo:
yectu (> 1/100 no < 1/10)
Heuectu (> 1/1 000 no < 1/100)
peaku (= 1/10 000 oo < 1/1 000)
HJIP, xoHUTO ca AOKIaABaHy CaMOQ N0 BPEME HA NOCT-MAPKETHHIOBOTO HADNIOAEHUE, U 32 KOUTO
yecToTraTa He MOXe 1a Obe onpeaeneHa, ca u3bpoenu B rpadara ,,c HEM3BECTHA YECTOTA™,

Ta6nuua 1: Hexenann adexkapcreeHH peakuud (HJIP) cho6menn B ARRIVE* nau no speme wa
NOCT-MAPKETHHIOBOTO HA0AIOAEHHE HA MAUHEHTH JIeKYBaHH ¢ AcniupHH [lporexT

Cucremo- YecTH HeuecTn Peakn C HeniBecTHA
OpraHeH KJjac 4eCTOTA
Hapymennn Ha XKenazo-nepuuuTHa XemMoparuiHa Xemonusa®,
KPpbBHATA U aHeMuAa" aHEMUA XEeMOJIHTHUHA
aumpHaTa aHeMUA®
CHCTEMA
Hapywennn Ha CBpBbXUYBCTBUTEIHOCT, | AHadunakTuuHa | AHadunakTUueH
HMYHHATa JlekapcTBeHa peaKLus 0K
CUCTEMA CBPbX4YBCTBUTENHOCT,

AJIEpruyeH OTOK H

aHCUOEAEM
HapyuieHus na JamaliBaHe Mo3bueH U
HEepPBHATA BbTPEUEpEneH
CHCTEMA KpbLBOW3UB’
Hapyuienus Ha [LlyM B yinure
YXOTO H
Ja0HpPHHTA
Cobpaeunn CbpacyHo-
HAPYHICHHUA
CwaoBu XeMaToMm KpLBOU3NHB,
HAPYUIEeHHA MycxkyneH

KPBBOH3JIUB

PecnupaTtopHn, Enucrakcuc, Hazanxa koHrecrus
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rpbiHHU H PuHuUT 3a00J1ABAHE,
MeqHACTHHAHH 060CTpeEHO C
HAPYUIEHHS ACMHPHH
CromMauuHo- Hucnencus, KbpBeHe 0T BEHLMTE, [lepdopauus Ha | UpesHa
YPEeBHH CTOMALLIHO- CToMallHo-4YpeBHA CTOMALLHO- anadparMena
HapyHIeHHs YypeBHA U epo3ua U AB3a YypeBHA S3BA bonect
KOpEeMHa
bonka,
CToMalugo-
YPEBHO
Bbh3NaNeHHE,
CTomallHo-
YpEBEH
KPBBOU3JIUB"
XenaToOH/IHApPHH UepHoapobHo [fosniueHu
HApYLIEHUS YBpeXAaHe TPaHCAMHHA3U
Hapyuienus Ha O6pus, YpThkapus
KOXATA H Cupbex
NOAKOMHATA
ThLKaH
Hapymenus Ha YporeHuTanHo bbbpeuHo
O0bOpennTe H KbpBeHe yBpEKAAHE”,
NMHUKOYHHTE OcTpa 6LOpeuHa
ObTHLIA HEAOCTATLHHOCT!
O6mn BXK. TO4Ka 4.9
HAPYILUEHHH H
epeKTH HA
MSICTOTO HA
NPHUIOKEHHE

*ARRIVE e cnoxscopupano ot baiiep knMHU4HO npoy4sane ¢ 6270 nauueHTd B paMOTO HA aCMHPUH
100 mg v 6276 naureHTH Ha nnanedo pamoTo. CpeaHara NpoAbIKUTEIHOCT Ha NMPHYEM Ha acnyUpHH €
5 roguHH 3a nepyod ot 0 0 7 roAnHH.

a B KOHTEKCT Ha KbpBeHE

6 B KoHTekcT Ha Texka gopMa Ha rNioKo30-6-hochaTaeXAPOreHa3Ha HEJ0CTaTbYHOCT

B Jletanuu/daraiHu ciyyad ca A0KJaaBaHH NPH NPHEM Ha aleTUICAIULINA0BA KMCETHHA M TuTauedo ¢
eaHakea yecrora, <0,1%

r B KOHTEKCTA Ha TEXKH aNeprHyHy peakLuHnu

n [lpy nauneHTH ¢ Beye ChLIECTBYBALUM HapylweHa OL0peuHa pyHKUMA UM HAapyleHa ChPASHHO-
CbAOBRA UWPKYaLus

ChobluapaHe Ha NOA03UPAHU HEWKENAHU PEAKLIMU

Crob61iaBaHeTO Ha NOJ03UPAHH HEXENAaHW PEaKLUMK CNell pa3peLuaBaHe 3a ynoTpeda Ha NeKapCTBEHUS
NMPORYKT € BaxkHO. T0OBa MO3BO/ABA Aa NPOABIKHY HAONI0AEHHETO HA CHOTHOLIEHHETO NOJI33/PUCK 32
NEKAPCTBEHHS NNPoAYKT. OT MEANUMHCKUTE CIICLHANUCTH CE U3UCKBA 1a ChOOWABAT BCAKA
NOAO3HPaHa HEKENAHA peaKuua upe3

HManbnHuTenHa areHuuMa 1o nekapcereara

yi. ,,Jlamsan ['pyep” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcanT: www.bda.bg

4.9 [Ipepo3iupane




Canvumnartsara TokcHuHocT (> 100 mg/kg/AHEBHO B NPOABIDKEHHE HA 2 AHU MOXKE Oa Npeav3BHKa
TOKCHYHOCT) MOXE [1a € Pe3YNTaT OT XPOHUYHA, TEPAaNeBTUYHO NPUAOOUTA HHTOKCHKALIMA H OT
NOTELHATHO XHBOTO3ACTPAIUABALLY OCTPH UHTOKCUKALHH {NPEeA03MpaHe), BapUpaLiy OT CA1y4anHo
NOrAbILAHE [IPH Aeua N0 CNYYaHHH HHTOKCHKALIHH.

X pPOHUYHOTO OTpPaBAHE CHLC CATHLMNATH MOXeE 12 OBA¢ CKPUTO, Thil KATO NPH3HAUMTE U CUMIITOMMUTE
ca Hecreunpnusn. Jleka XpoHHYHA CATMUMNATHA HHTOKCUKALKSA, WK CATHLMNTHIBM, ODMKHOBEHO Ce
1oA8aABa €ABa cJie] MHOTOKpaTHa ynoTpeda Ha ronemy 103U, CUMITOMUTE BKJIKOUBAT 3aMalBaHe,
CBETOBbPTEX, UIYM B YIIHTE, FTYyX0Ta, U3NOTABAHE, raeHe ¥ NOBpbIaHe, [1asoboiune, U 00bPKBaHE,
M MOIAT [1a & KOHTpOoNYpaT upe3 HaMalsBaHe Ha no3ara. LLyMm B yIIUTe MOXKE Ja € NOABH NIPH
naazMend koHueHtpauuy ot 150 po 300 mukporpama/m!. [1o-cepno3HH HexenaHH peakiUnH ce
noABABAT NpH KoHueHTpauun Haa 300 mukporpama/ml.

Ty¥nuyHa XapakTepHUCTHKA HA OCTpa HHTOKCHKAEUKA € TEKKO HapYLIEHHE HA KHCEMTHHHO-aNKanHHU
fanaHc, KOHTO MOXe [1a Bapupa ¢ Bb3pacTTa ¥ TeKECTTA Ha MHTOKCHKaLKa. Hall-yectata nposiBa [1pH
nena e MetTaboNHUTHA aunio3a. TexecTra Ha OTpaBaHe HE MOXE Aa ObAE OueHeHa caMo OT niasMeHara
KOHUEHTpauus. AbcopbLuata Ha aueTHICanHLIMNOBa KUCcenHa Moxe aAa Obae 3abaBeHa nopaau
HaMaJleHO W3Mpa3BaHe Ha CToMaxa, oOpa3yBaHe HA KOHKPELIMK B CTOMAaxa, Witk B pe3ynTaT Ha
MOrNbLIAHE HA CTOMALIHO-yCcTOHYMBHY TabneTkH. MepkuTe, kouro TpsaOBa Ja ce BieMar npu
HHTOKCHKAUMA ¢ aUETUIICATULHAIIOBA KUCETUHA CE ONIPEACHAT OT CTENEHTA, eTana ¥ KINHHYHHTE
CUMNTOMH ¥ B CBOTBETCTBHE ChC CTAHAAPTHHUTE TEXHUKH NIpH oTpaBsaHe. [IbpBuTE Mepku TpadBa aa
ObJaT YCKOPEHO OTAeJIHE HAa IEKPCTBOTO, KAKTO U Bb3CTAHOBABAHE HA ENEKTPONHTHHA H KHCENMHHO-
ankanHusa MeTabonIn3bM.

ﬂﬂpaﬂu KOMILJIEKCHHTC H&Tﬂd)HT}H{}J]DFH‘lHH Ef{bﬂI{TH Ha CATHLHIIATHOTO OTPABAHE, NNPH3HALIUTE H
CHMHTDMHTE/OTHPHTHH Mmpyu KNHHKYHHU HW3NHTBAHHA MOTaT Oa BKIIKOYBAT:

[IpH3HaUH H CHMNITOMH OTKpHTHA NPH KJIHHAYHH TepaneBTHUHH MEpPKH
H3NHUTBAHHS
CtoMalusa NnpoMUBKA,
Jleka no cpeana MHOTOKPATHO MPUJIOKEHUE HA
HHTOKCHKa1HUA AKTUBCH BBIIEH, hopcupaHa

anKanHa AuMypesa

TaxunnHes, XUNepBeHTHIIALNSA, Bb3cTraHoBsBaHE HA BOAHO-
AnkaneMus, ankanypus
pecrMpaTopHa alKano3a CNEeKTPONHUTHUA BanaHc

Hunadopesa

['apeHe, noBPbilAHE

CroMalliHa NpOMUBKa,
MHOTOKPaTHO NPUNIOXEHHE Ha
AKTHUBEH BbrieH, GopcupaHa
anKajiHa AMypes3a, XeMoauannia
B TCIKKH CJlyvau

Cpeana a0 Texka
HHTOKCHKALHSA

PecnupartopHa ankanosac
Bt3cTaHoBABaHE HA BOAHO-

KOMNeHcaTopHa MeTabonuTHA AUNACMHA, AUNIYPHA

eNEeKTPOUTHHA DanaHc
alMi103a

Bb3cTaHoBsABAHE HA BOOHO-
XHNEPNUPEKCHA

eNeKTPOJUTHUSA banaHe

PecnupatopHu: Bapupar OT
XUNEPBCHTUIALAA, He-
KapaAXOreHeH 0enoapoOEH OTOK
N0 peCrnMpaToOpPEeH apecT,
achuKCHU4

CbpAcYHO-CbAOBU: BAPUpAT OT
AWCPUTMMUA, XUITOTOHHUA 10
CbpACYHO-CBHAOB APECT

Hanp. KPbBHO HANAraHe,
npomsiHa B EKI




Hanp. XUNOKAAHEMHUSA,
BoaHo-enexkTpoanTHa 3aryoa.

XUIIEPHATPUEM HUA, Bb3craHOBSsBaHE Ha BOAHO-
AEXUAPATALNA, OTUTYPUA N0

XUTOHATPUEMHA, TPOMEHEHA CIIEKTPOJUTHMA Bananc
OLOpeuHa HELOCTATBLYHOCT

O6vOpeuna dyHkums

XHUNEPrInKEMHs,
HapyuileH raoko3eH XHMOrNIHKeMHus (0codeHo mpy
MeTaboONU3IbLM, KET033 eua)

[ToBHLIEHU HUBA HA KETOHH

Llym B yminTe, rnyxora

CToMalllHO-4YpPEeBHH: CTOMALIHO-
YPEBHO KbDPBEHE

XeMaTonorHuHu: Bapupar ot
TpoMOOLIMTHO HHXUBUpaHe 10
KOAryJ1onarus

Hanp. yabixkasaHe Ha PT,
XHNOMPOTpOoMOKHEMHUS

HeBponoruuHu: TOkCU4Ha
eHledanonaTus U JENpecHs Ha
LIHC ¢ npoasu Bapupawiy ot
CbHJIUBOCT, OOBPKBAHE 10 KOMaA
H IbPUOBE

S. GAPMAKOJOIHYHU CBOUCTBA
3.1 dapmakoAHHAMHYHH CBOKHCTRBA

(apmakortepaneBTUyHa rpyna: Muxubutopy Ha TpoMOOLMTHATA arperaums, ¢ H3KIIOUYEHHe Ha
xenapuH, ATC koa: BO1IACO6

MexaHW3bM Ha JEHCTBHE

ALICTURCATHIWI0BATA KUCEIMHA MHXUOHWpa arperaumata Ha TpPoOMOOLIMTUTE KaTo OJIoKHpa CUHTE3aTa
Ha TpoMbokcaH A2 B TpoMbouuTuTe. T03M MEexaHH3bM Ha AEHCTBHE CE€ OCHOBABA HA HEOOPATHMOTO
uHxubupaHe Ha UMkno-okcurensa (COX-1). To3u unxubutopeH edext e ocodeHo udpaseH npu
TPOMOOLUTUTE, Tbi KATO TPOMOOLIMTHUTE HE MOrar Ja PECUHTE3IUPAT TO3H €H3UM.
ALETUNCATHLUNWNOBATA KUCEJIMHA NPUTEXaBa U ApYrY HHXUONTOPHU EPEKTH BBPXY TPOMOOLIUTHTE.
[Topaagu ToBa ¢c& M3MON3BA 32 pa3THYHH CHAOBH MOKA3aHHA.

dapmakoaBHAMUYHY €PEKTH

ALETHACANULMIOBATA KUCENMHA MPHHAMIEKH KbM PyrnaTa Ha KHCENMHHUTE HECTEPOHAHH
MPOTUBOBB3NANIUTEIHM JICKAPCTBA C AHAIINETUYHH, AHTUMTUPETHUHH H NPOTHBOBL3INANUTENHH
csoiicTBa. [To-BUCOKH MEPOpPANHH A03H ¢€ M3M0N3BaT 3a o0nekyasane Ha Oonka u nNp# 1ekH pedpunHy
ChCTOAHWS, KATO NPOCTYAa WK FPHM, 33 NMOHWKABAHE HA TEMIEPATypa U 00neKUaBaHe Ha CTaBHU U
MYCKYNHH OOJIKH, ¥ NPU OCTPH U XPOHHUUHH BBINATHTENHY HAPYLLIECHHA, KAaTO PEBMATOHAEH APTPHT,
OCTE0APTPUT U AHKUIIO3UPALL CIIOHANIHT.

KnnHuuHa edukacHOCT 1 6e301acHOCT
ExcnepMMeHTanHy JAHHU NOKa3Bart, 4e HOynpodeH Moxe aa HHxHOKpa edekTa Ha HUCKO-10308BHH
aCMUPHH BbPXY TPOMOOLIMTHATA arperauus, KoraTo ce npunarar €4HOBPEMEHHO. B enHo n3nuTBaxe,
NpH KOeTo eAMHHYHa no3a ubynpoden 400 mg e nvera 8 yaca npeay niu 30 MUHYTH CNER NPUYEM Ha
aCNUpPHH ¢ HezabaBHo ocBoboxaasane (81 mg), e HabntogaBaHO NOHUKEHKE Ha edeKTa Ha
ALETUICATHLIMIOBATA KUCEJIMHA BbPXY 00pa3yBaHETO HA TPpoMOOKCaH Uny Ha TpoMOOUHTHATA .
arperawus. Flf:-pa,un OrPaHH4EHOCTTA Ha TE3M JAHHH H HECHTYPHOCTTA OTHOCHO EKCTPanolgiiIeiiA /),
AAHHUTE ex Vivo KbM KJIWHHYHHWTE HE MOTAT [ia CE€ HANpPaBAT KaTErOPHYHH 3aKNI0YSHHA 3 DENGBY
ynotpeba Ha nOynpodeH, U HAMAa KITMHWYHO 3HA4YUM e(eKT, KOHTO Aa ce cyYunTa 3a BepQy,
HepeaoBHA ynoTpeba Ha bynpogdes.

5.2 dPapMaKOKHHETHYHH CBOHCTBA



Abcopbuus

Crnej nepopaiHo NpUnokeHue, alleTUIcanuuMnosaTa kucenuta ce abcopbupa 6bp3o ¥ HAMBAHO OT
racTpo-vHTeCTHHaNHUA TpakT. [To BpeMe Ha ¥ cnep abcopbLya aleTUncanMunI0BaTa KHCenuHa ce
KOHBEPTHPA B CBOA NTaBEH METADONNT CATTMLIWIOBA KUCENHHa. Hlopaay npyHLKNa HA KUCEITHBHO-
ycroiunsaTta opma Ha AcnupuH 100/300 mg cToMalHO-yCTOHYUBH TaDNETKN, aLEeTUACATHLMIIOBATA
KHCEHHA He ce ocBoD0XaBa B CTOMAaxa, a B alka/lHaTa cpeaa Ha yepsara. CnenosateHO Cimgx Ha
alleTUICATHMNOBATA KHCENMHA ce AocTUra 2-7 yaca cnel NpUIOKEHHE Ha CTOMALIHO-YCTOHYHBH
Tabnerku, T.e. 3a0aBeHo B CpaBHEHUE ¢ He3abaBHO 0CcBODOX AABALLMWTE CE TADNETKH.

EnHoBpeMeHHO NPpHEMaHe HA XpaHa BOJAM [0 3abaBeHo, HO ITH/IHO YCBOSIBAHE Ha aleTHACANTHIUIIOBA
KHCEIMHA, KOETO 03Ha4YaBa, Y€ CKOPOCTTa M Ha YCBOSIBAHE, HO HE ¥ cTernenTa Ha abcopbuus, ce Biue
OT XpaHarta. bnarojapeHye Ha MexaHUYHaTa Bpb3Ka MEXy O0OLLATA IIa3MEHA EKCNo3ULUA Ha
aLEeTHRCANIMLIMIIOBATA KUCENMHA W HEHHUA WHXKOWpaw ePexkT BbpXy TpOMOOLIMTHATA arperalius,
3abaBAHeTo HA abcopbiLMa 332 ACMUPHH CTOMALLIHO-YCTOHYHBY TaONETKH He Ce CMATa 3a CBBP3aHo ¢
XPOHUYHA TEPArWa C HUCKA 403a ACMHMPHH, 33 1a C€ NOCTUIHE AAEKBATHO HHXUOUPAHE Ha
TpoMBouuTHaTA arperauys. Bbopeku ToBa, ¢ LeN Aa ce OCHIypH DNaronpuATHO ACHCTBUE HA
CTOMALIHO-YCTOHYKBaTa (hopMa, ACNUPHUH CTOMALIHO-YCTOHYUBU TaDNEeTKH TpAOBA Aa Ce npvema 3a
npeanoyntade (30 unu NoBEYE MUHYTH) NPEAU XPAHEHE, C MOJIAMO KOIUYECTBO TEYHOCT (BX.

Touka 4.2).

Pasnpenenexue

ALeTUNCaATUUUNOBATA U CATHLMIIOBA KUCEJIMHA C€ CBBLP3BAT W3KITIOUKTEIHO 3ApaBo C NIa3MEHUTE
MPOTEUHH M ce pasnpeaenaT 6bp30 B TenecHuUTe TeuHocT. Canuinnosara KMcenuHa ce nosgsspa B
KbPMATa ¥ IpeMnUHaBa Npes nnaueHTara (Bx. Touka 4.6).

buoTpaHcdopmatna

AKTHBHOTO BELIECTBO ALETHUICATMUWIOBE KHCENTMHA C€ NPEBPBIIA B HEMOBUA OCHOBEH MeTabonur
CANTULIWIOBA KUCCINHA. ALUETHINHATA IPpyna Ha aleTUACATUUWIORE KUCEAWHA 3aIT04Ba Aa C€ OTLENBA
XUAPOAUTHYHO JOPH MO BPEME HA MPEMUHABAHE NPE3 YPEBHATA JIMraBULa, HO TO3H NPOLEC Ce
W3BLPLUBA Hali-Bede B yepHus ApoD. OCHOBHUAT MeTabonuT canuuunosa KucelnHa ce eTMMUHNpa
OCHOBHO 4pe3 4epHoaApobeH MeTabonuabm. MetabonvTure i BKIOYBAT CANHUNINUKOYHA KHCENHUHA,
canuuun GEHONOB MNIOKYPOHHA, CAAUIIUITIIOKOPYHHN, TEHTU3HHOBA KHCETHHA M TEHTH3WHITHKOYHA
KWCenuHa.

ElnMuHUpaHe

EauMuHalHOHHATA KHHETHKA HA CAJIMLIMIOBATA KMCE/IMHA € 3aBHCHMa OT J03aTa, TbH KaTo
MeTabOoMIN3MBT € OIPaHHUEH OT KanalMTeTa Ha YEpPHOAPOOHHTE €H3UMH. EAUMHHALHOHHUAT
NONYXMWBOT Bapypa MEKAY 2 A0 3 4aca Clea NpUYeM Ha HUCKK 103U A0 0KoJ10 15 vaca 3a BUCOKUTE
Aao3u. CannupnnoBaTa KUCEIMHA U HEHHUTE METADONTUTH C& EKCKPETUPAT M1aBHO 4pe3 ObOpeuuUTe.
HannuHy GpapMakOKUHETHYHH JAHHU HA AUECTUICATMUWIOBA KUCENHHA HE [MOKa3BaT KIIKWHWYHO
3HAYUMO OTKJICHEHHE OT A030Bara nponopuMoHaIHocT npy 103 ot 100 g go 500 g.

3.3 flpeaKJHHHUYHA JaHHHK 32 He30nacHoCT

[IpeaknUHHHHATE NaHHK 34 ©6€30NaCHOCT HA aUETUICATULMNIOBATA KUCEIMHA ¢a 100pe
NOKYMEHTHPAHH.

B npoyuBaHua NpH )KHBOTHH CATULIMIATHTE NPUYUHABAT yBpexIaHe Ha ObOPELUTE IIPH BUCOKHU A03H
6e3 Apyryd OprasuyHu YBpEXIaHUs.

AUETHNCANUIIMIOBATA KHCENHHA € WHPOKO W3CNEABaHA » Vifro H in Vivo 3a MYTAarcHHOCT W
KaHIIEPOTE€HHOCT; HE € YCTAHOBEHO 3HAYKMMO JOKA3aTENCTBO 338 MYTAr€HEH WM KaHLUEPOreHeH

NOTEH LKA,

CanvMuunaTuTe NposBABaT TEPATOreHHH €DEKTH [PH H3CNEABAHWA BbPXY pa3iniHH BUOOB
OrnucaHu ca cyyau Ha HAPYIIEHHUS NP UMILIAHTAUKA, EMOPUOTOKCUYHH U GETOTOKCH
YBPEXKAAHE HA CMOCOOHOCTTA 3a yyeHe B MTOKONEHHUETO CAeA NMAPEHTEPATHA EKCNO3UUM
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6. OPAPMAUEBTHYHH JAHHH

6.1 CnuchK HA MOMOILIHHUTE BEINECTBA

Llenyno3za Ha npax

[ lapeBuuHO HULLECTE

CobnonuMep Ha METaKpUNOBa KUCENUHA-ETUIaKpHnaT
[lonucopbar 80

HaTtpues naypuncyngar

Tank

Tpuerunos UKWTPaT

6.2 HechbBMECTUMOCTH

Henpunoxumo

6.3 Cpok HA roaHOCT

3 rOANHHA

6.4 CneuHAIHH YCIOBHA HA CbXpPAHEeHHeE

Jla ce cbXpaHsiBa Ha MACTO, HENOCTHLIMHO 34 Acua.

Ha ce cvxpaHaBa noa 25°C.

Ha He ce u3non3ea c/iea U3THYAHE CPOKa Ha TOAHOCT.

6.5 Bua ¥ cbabpKaHHe HA ONAKOBKATA

benu cromauiHo-ycroitunsu tabnetku ot 100 mg B 6bancrepn o 10.
ExHa onakoeka chaspka 10, 20, 40, 50 u 90 TabneTkH.

He BcuukyM BUAOBE ONAKOBKW MOTAT Aa OLAAT NyCHATH Ha nasapa.
6.6 CnenuajJiHH IPeANIa3HY MEPKH [IPH H3XBhLpJasHe

Heu3znonisaHUAT JEKAPCTBCH MPOAYKT MW OTHAABHYHHUTC MATCPHANH OT HETO TpH6BEl Aa CC M3XBbPIAT
B ChOTBETCTBHEC C MECTHHTC H3IHCKBAHHA.

7. MPUTEXATEJ HA PAZPELIEHUETO 3A YITIOTPEBA

baiiep benrapus EQO/]

6ya. ,,llapurpaacko woce* Ne 115M, naprep

1784 Codinn

brarapus

8. HOMEP HA PAZPEIIEHHUETO 3A YITOTPEBA

20010168

9. JATA HA NBPBO PAZPEIHNABAHE/IMMOJHOBABAHE HA PASPELLEH
YINNOTPEBA

Jlara Ha nepBO paspelapaHe: 29 auyapu 2001 r.
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Ilata Ha nocneano noaHosasaHe: 14 jonu 2006 r.

10. JATA HA AKTYAJIMZBUPAHE HA TEKCTA

06/2024
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