. AANLARUTERHA ATEHLAR 110 JIEKAPCTBATA
s KpamKa xapakmepucmuxa #a npogykrna - [pusoxenue 1

Kumr Pez. Ne WZO&Z@Z

1. HME HA JIJEKAPCTBEHUSA MPOAYKT — 2M7Ee et ¥ ceretnisniesnan

ACETYLIN 500 mg tablets PagpeEHUB Ne ...l e el eeci eeeresereerereessresessns .

ALETWIMH 500 mg TaGnetku Ogobperue Ne /

2, KAYECTBEH U KOJIMYECTBEH CBCTAB

Bcsika TabneTka Chabpka aKTHBHO BEIIECTBO alleTWICATHLIMIOBA kKHceauHa (acetylsalicylic
acid) 500 mg.

3a MBJIHKA CIIMCHK Ha TIOMOLIHHTE BEIEeCTRa, BXK. To4ka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka
Kpbriu, mwiocku, Gesmm TabneTku ¢ daceTa ¥ AeNUTENHA YepTa, ¢ iuamersp 13 mm.,

4. K/IMHUYHHA JAHHA

4.1 TepanmeBTHYHM MOKa3aHNA

. 3a obnekyaBaHe Ha CUMIITOMHMTE IpH T1aBoGosune, 3560601, 60KkH B rbpaoTo, 605Kk B
MYCKYJIUTE U CTaBUTe, GOJIKH B r'bp0a, JIeKH apTPUTHH GOJIKH, MEHCTpYaTHH G0mKy;

. CHMAOTOMaTHUYHO JIeYeHUE [IPH OCTPH BB3MATUTEHH 3a60/I9BaHUS Ha FOPHUTE
JMXAaTeJIHU THTUINA U TPUITHH HHOEKLMH;

. [TpodunakTuka Ha MH(APKT HA MHOKApZa U MO3BUEH UHCY/IT IPU PUCKOBH MALMEHTH;
. [MpodunaxTuka Ha cefOnepaTHBHH TPOMOO3H.

4.2 Jlo3mpoBKa B HAYMH HA NPHJIOKEHHE

AueTwinH TabNeTKH ce mpuema MO BpeMe HIIM Cllefl XpaHeHe C JOCTaTbYHO KOJIHUYECTBO
TEYHOCTH.

Be3pacTHy M nena Haj 16-roaviiHa B3pacT

- 3a CHMITTOMATHYHO NOBJIMSBaHE Ha Gojika W TemmepaTypa no 1-2 Tabnetku (500 —
1000 mg) kaTo emHOKpaTHa 4033, KOSTO MOXe Ja ce MOBTOPH Ha MHTepBanM oT 4-8 yaca.
MakcumansaTa qHeBHa 103a oT 4 g (8 Tabnerku) He TpAOBa a ce NPEBHUIIABA.

AuetwinH He TpsOBa 11a ce mpHema roseye oT 3 JHH 6€3 KOHCYNITalUs C JeKap.

- Karo anTuarperasr - rmo Y2 Tabjerka JHEBHO.

4.3 IIpornBomokxa3annsd

. CBpbXYYBCTBUTEIHOCT KbM aKTHBHOTO BEINECTBO, CATHLAIATH WIH KbM HAKOE OT
HNOMOII[HUTE BeIIecTBa Ha MPOAYKTa; '

. AKTHBHA IIENTUYHA A3B3;

. XeMoparuysa auaresa;

. AHaMHECTMYHH JAaHHHM 3a acTMa, MNpeIu3BHKaHA OT MpHW/IaraHe Ha CaTHLWIATH WIH
cyOcTaHIMM ¢ NOmZOOHO AEHCTBHE, NPEAM BCHYKO HECTEPOHIIHH HpOTHBOBLBHaHHTeJIHH
JIeKapcTBEHH NPOAYKTH; .

. EQHOBpEMEHHO JieyeHHe C METOTpeKcaT B JI03H OT 15 mg/CeaMHUUHO HiH o- Bncoxm
(BX. TOUKa 4.5); o ‘

. [MocneHust TPUMECTEP OT OPEMEHHOCTTA;




Texka 660peuHa HeROCTaTHYHOCT;

Texxka yepHOAPOOGHA HEAOCTATHYHOCT;

Texkka HEKOHTpONHpyeMa ChbpACYHA HEAOCTATEYHOCT;

Jeua nox 16-roauiiHa Bb3pacT, OCBEH MO U3PHHHO JIEKapCKO MPEANHCaHHME.

4.4 Cpoenvajnu nNpeIynpexXaeHus H NpeINa3sHA MEPKH NPH ynoTpeda

ANETHIIHH MOXE []a C€ M3IO0JI3Ba NIPH ClieIHUTE OOCTOATENICTBA CaMO CIieJl CTpPOra IpeLeHKa
Ha ChOTHOLIEHHETO MON3a/pUCK.

- OpH ©OHOBPEMEHHO JieYeHHE C AHTHKOAry/iaHTHU JIEKapCTBEHH  [POAYKTH
(KyMapvMHOBH AepHBATH HJTH XEMapHH — ¢ U3K/IIOUEHHE Ha JICUEHHE C XETIapUH C HUCKH J03H);
- aHAMHECTHYHH JaHHM 3a CTOMAlIHO-YPEBHU $3BH, BIUIOYMTE/IHO XPOHHYHA HIH
peuHaHBHpalIa A3BeHa OONECT MM aHAMHECTHYHH JaHHH 328 KbPBEHE OT CTOMAUIHO-UPEBHHUA
TPaKT;

- HapyueHa 9epHoapoOHa hyHKIHNS;

- HapymeHa 6r6peuHa QyHKUHS;

- CBPBHXYYBCTBHUTEIIHOCT KbM  TMPOTHBOBB3MAIMTESHH WIW  MPOTHBOPEBMATHYHH
JIEKAapCTBEHH MPOAYKTH HIIH APYTH BUIOBE AEPTHH.

JlexapcTBeHM NPOLYKTH, ChABbPXALIM aLETHICATUIMIOBA KMCENMHa, He TpabBa na ce
M3MON3BaT MPHM JeUa W NOAPACTBALM NpU HalWYHe Ha BUPYCHM WHOeKkiuM ¢ M 6e3
MOBHILIEHA TeMNEpaTypa, 6e3 KoHCyarauus ¢ Jiekap. [Ipu onpenenenn BUpycHu 3abonsBanus,
ocobeHo rpun A, B u Bapuuena, ChIiecTByBa PUCK OT Pa3BHTHE Ha CUHAPOM Ha Reye. Toi ce
XapaKTepH3Hupa ¢ MPOAB/DKUTENTHO MOBpbIIaHe, JeXHApaTalys, HapYIUEHHUs Ha Ch3HAHHETO,
rbpUOBE, KOETO U3HCKBA He3a0aBHO MHTEH3HMBHO JIeUeHHE. PHCKBT MOXe J1a Ce YBEIHYH, aKo
ALETUICATHLIWIOBATA KHCEIMHA Ce TIPHEMa TIPH Te3H 3a00ABaHus.

ALCTHICAIMIMNIOBATa KHMCEJIMHA MOXKE [Ja OPOBOKMpa MosABaTa Ha OpOHXOCTasbM M ja
IpEeN3BAKA ACTMATUYHY MPUCTHITH WK JIPYrH PeakuHy Ha CBPBLXYYBCTBHTENHOCT. PHCKOBH
dakTopu ca OpoHXMaNHa acTMma, HasajlHa [ONMIO3a HWIM XPOHHYHAa OOCTPYKTHBHA
6enonpo6ua Gonect. ToBa ce OTHaCA ChHLIO M 3a MALHEHTH C AIEPrHYHH PEAKUMH (KOXHH
peaxiuy, CbpOexx, ypTHKapHs) KbM ApYTH cyOCTaHLIMH.

AUETHICATUIIIOBATA KUCEIHHA MOXe Aa AOBEAE A0 TEHACHLMA 3a MMOBHIIEHO KbpPBEHE IO
BpeMe M CJleJl XMpYpru4Ha omepauus (BKJ.. MAIKH OMEpaliiH, HAMp. eKCTPakuMH Ha 3b0H)
nopajan HeHHOTO aHTHATPETAHTHO NEHCTBHE.

Ipy HUCKHA NO3K ALETWICATHLMIOBATA KHCENMHA HaMajsiBa OTJACIAHETO Ha MHKOYHA
kuceanHa. ToBa MoKe J1a OTKJIIOUHM [ojarpa y NauueHTH, KOMTO Be4e HMAaT CKIIOHHOCT KbM
HaMaJleHO eKCKpETHpaHe Ha TMKOYHA KHUCENIHHA. '

4.5 BsammogeiicTBEE ¢ ApYrM JieKapcTBeHH NPOAYKTH #n JApyrd ¢opmu Ha
B3aMMoOJeHCTBHE

ENHOBPEMEHHOTO MPHJIOXKEHHE Ha aLeTHICATHULIMIOBA KUCE/IHHA C APYTH JIeKapcTBa MOXE la
JIOBE/IE IO 3aCH/IBaHE WIH OTcnabBaHe Ha eeKkTa HM.

IIporuBonokaszann KOMOAHAIIHH

MeToTpekcar, npwiaraH B 1034 OT 15 mg CEAMUYHO WIH [IOBeye: MOBHIICHA XeMaTOTHTHYHA
TOKCHYHOCT Ha MeToTpekcar (HamaieH OnbOpedeH KIMPBHC Ha MeTOTpekcaT oT
NPOTHROBB3NAIMTEHN areHTH Haii-o61Io W M3MECTBaHe Ha METOTPEKCAT NMpPH CBBHP3BAHETO
MY C TUTa3MeHH [POTEHHH OT CATHLIMIIATHTE) (BXK. TO4Ka 4.3).

Kom0uuanuu, H3NCKBALH CHEIHAHO BHAMAHHE NPH NPHIAraHe

MeroTpekcar, mpriaradH B J03d noa 15 mg ceNMUYHO: FOBHIIEHA XEMaTOJIMTHYHA
TOKCHMYHOCT Ha MeTOTpekcarT (HamaneH OnbpedeH KIMpPBHC Ha METOTpeKcaT oOT
NPOTHBOBL3NAIUTEHH AreHTH Hal-06LI0 M W3MECTBaHE Ha METOTPEKCaT MPH CBBP3BAHETO
My C I[UTa3MEHH MMPOTEHHH OT CAIMLMIATHTE).

AHTHKOATYJIAaHTH, B T.4. KYMADHHH, XellaApUH



IloBulIeH pUCK OT KbpBEHE B pe3yNTaT Ha AHTHArPETAHTHOTO NEHCTBME, HapyllEHHE HAa
racTpofyoJeHaIHATa JIMraBUIa ¥ H3MECTBAHE HA OPAJTHHUTE aHTHKOAryJIaHTH OT MECTATa UM
Ha CBBP3BaHe C IU1a3MEHHUS MPOTEHH.

Jipyru HecTepoOMAHH NMPOTHBOBL3NATHTEJHH CPEICTBA CHC CAJMIOHWJIATH NPH BHCOKH
Ao3H (= 3 g/nen)

TloBuieH puck OT A3BU H KBPBEHE OT CTOMALLHO-YPEBHUS TPAKT BCIEACTBUE HA CHHEPrHUeH
edeKT.

JInTui

Hecrepounture mporusopp3mamurenHu cpeacrtsa (HCIIBC) HamansBar ekckpeumaTra Ha
NUTUH ¥ TOBUIIABAT HMBaTa My. ExHoBpeMeHHara yriorpeGa Ha nutuii 1 HCIIBC He ce
npenopbysa. KoHueHTpanysaTa Ha JIMTHIi B KpbBTa TpAGBa Aa Ce ClleflH, aK0 KOMOHHALMATA €
HaJIOXKUTEITHA.

YpuKo3ypHUHH cpecTBa KaTo Gen3GpoMapoH, npobenenn

[ToHmwken ypuko3ypuueH edekT (KOHKYpPEeHTHOCT Ha eIMMHHHpAHE Ha MMHWKOYHA KHCETHHA
4ype3 6pOpedHuTe TYOYNH.

CenexTHBHE HHXHOHTOPH Ha 0GPATHMOTO 3aXBAIAHE HA CEPOTOHMHA

IloBHIleH PHMCK OT KBPBEHE OT TOPDHHMTE OTAENM Ha CTOMALIHO-YPEBHMS TPAaKT MOpaau
BB3MOXKECH CUHEPIHYEH e(eKT.

BapoatypaTu

ALETHIICATHLIAIOBATA KHCE/IMHA MOBHIIABA IUIa3MEHHTE KOHUEHTpALUK Ha GapbuTyparuTe.
Juaroxkcnn

[Ina3MeHHTe KOHUEHTPAllMM Ha [MFOKCHH C€ TOBHINABAT BCJEJACTBHE HaMaJIsBaHe
OTZEAHETO MY upe3 OBOpenuTe. '
ARTRIAA0ETHR NPOAYKTH, B T.4. HACYJIHH, cy/IpaHHTypeiiHH NPOAYKTH

3acuneH XUNOrJIMKeMHYeH eQeKT MpH BUCOKM [03M alETWICATMUHIOBA KHCeIHHA
NOCPEICTBOM  XUMOTJIMKEMUYHOTO [JEHCTBHE Ha aUETWICAIHLMIOBATA KHCENHHA M
H3MeCTBaHe Ha CyN(aHUTypeHHHUTe CPeICTBa OT CBBP3BAHETO HM C ILIa3MEHHUTE MPOTEHHH.
TpomboaATHYHH cpeacTBa/IPYrH AHTHKOATY/JIAHTHH CPEACTBA KATO THKJIONHAHH
INoBuieH pHCKk OT KbpBEHE.

JAnypeTHnn B KOMOMHAIHSA ¢ ANETHICATHINIOBA KHCEJTHHA NPH 103H 3 g/IHEBHO H NO-
BHCOKH

INonmxeHa rinomepyaHa GunTpaius Ypes HOHWkKeHa 6hOpetHa CHHTE3a Ha MPOCTArITaHAWHH.
CHCTeMHH TIIIOKOKOPTHKOHIHH CPEeACTBA, ¢ H3KJII0OYeHHEe HA XHIPOKOPTH3OH,
H300JI3BAH KAaTO 3aMeCTBAIIA Tepanus Npn GonecTTa HAa ATHCOH

INonwkenuTe HUBa Ha CATMLWIATHTE B KPBBTA 10 BpeME Ha JIEYEHHETO C MIIOKOKOPTHKOHAN
M OTCBCTBHE HA PUCK OT CBPBXJO3MPAHETO HA CAIMLMIATH € PE3yNITaT Ha MOBHIIEHOTO HM
€IMMHHHpPaHe OT KOPTHKOCTEPOHIHTE.

HMnxn0aTOpH Ha aHIMOTEH3HH-KOHBEPTHPAIIHA €H3MM B KOMOHHANHNA ¢ BACOKH NA03H
ANETHICAIMUNANOBA KHCEJIMAa (>3 g/eH)

Ipn no3m ot 3 g/neH v NO-BUCOKHM ce MOHWKaBa rioMepy/HaTa GuiTpauus ype3 HHXUOHUpaHe
Ha Ba3OAWIATATOPHUTE NPOCTArJIaHAWHH M ChOTBETHO, C€ HaMajlfiBa aHTUXHUIMEPTEH3WBHHUA
edekr.

Baanpoesa kucesmna

IToBuInEeHa TOKCHYHOCT Ha BAaIpPOEBaTa KHCEJIMHA BCJEACTBME Ha H3MECTBaHETO H OT
MACTOTO Ha CBbP3BaHE C IJIa3MEHHUTE NPOTEHHHU.

AaxoxoJ

[NoBHineHO yBpeXkIaHe Ha CTOMAIHO-YPEBHATA JIMTABHLA M YIB/DKEHO BpeMe Ha KbPBEHE
BCJIEICTBHE Ha JOMBIHUTENHUTE epeKTH Ha ALETUICATULMIOBATA KMCEMHA U AlIKOX0JIa.

4.6 BpeMeHHOCT H KbpMeHe

BpemeHHOCT
VroTpe6GaTta Ha calMIWIATH Mpe3 MhpBUTE 3 Mecena Ha OPEMEHOCTTa € CBbp3aHa, Cropen

HAKOJIKO eNMIEMHOJIOTHYHH MpOYUYBaHUA, C TOBHINEH pPHCK OT CHOHTaHeH abopr u
MandopMauuu (BpojeHa Lenka Ha HeOuero, cbpiedyHH Mandopmauuu). To3u puck,




BEPOSTHO, € HHUCHK CNEJl NpWIOKeHWe Ha OOMualiHH TepameBTHYHHM A03H. IIpocrekTHBHO
npoyusaHe Ha okosio 14 800 nBoiku Maiika-aeTe (C €KCIO3ULMA TNPE3 MEPBHS TPUMECTHP) HE
€ YCTaHOBHJIO HUKaKBa BPb3Ka MeXXIy ynoTpebara Ha JICKapCTBOTO M NOBUIIEHA YECTOTa Ha
MangopMaLHH.

CanuunaTy MOraT Aa ce MPUeMaT Mo BpeMe Ha GPEMEHHOCT caMo clie]l BHUMATEIHa OLeHKa
Ha CHOTHOLIEHHETO PHCK/TION3a OT TaKOBa jedeHue. AKO Ce HaNOXW ynoTpeba MpH KEeHH,
KOWTO Ce ONWTBAT Aa 3abpeMeHeaT Wi ca B 1-Ms HIM 2-Us TPUMECThP Ha OPEMEHHOCTT,
AueTunuH Tpa6sa na ce NMpHeMa BB BE3MOXHO Hal-HHCKa 1032 W NPOLBIDKMTETHOCTTA Ha
JIeueHMe JIa € Bb3MOXKHO Haii-KpaTka.

TIpHIOKEHHETO Ha CATMLWIATH Mpe3 MocneiHHTe 3 Meceua Ha OpeMEHHOCTTa MOXe Ja
[OBefie IO yAB/DKABAHE HA BPEMETO HA KBPBEHE NpH MaHKaTa U NETETO (aHTHArpEraHTeH
edexT, KOMTO MOXe Oa ce MOSBH JOpH CNejl TPMEM HAa HWCKHM [03H) M TOTHCKaHe Ha
MAaTOYHHTE KOHTPaKLHMH, KOETO BOAM J0 3abaBsHe WIH YABJDKABAHE HA PAKAAHETO.
TIpHiIOKeH BbB BUCOKH JO3H B MOC/EIHNS TPUMECTBP OT OPEMEHHOCTTa AUETHIHH MOXE J1a
Tpe/M3BMKa MpEXIAEBPEMEHHO 3aTBapsHe Ha ductus arteriosus ¢ mocsiezBaiua ycTOHuHMBa
GenoapobHa XUIEpTEH3HU.

TIpHeMBT Ha aUETWICATHIMIOBA KHCEHHA BbB BUCOKH JO3H MAJIKO MPEH PAKIAHETO MOXKE
J1a JOBeJe 10 MO3bYHHM KPBBOM3IIHBH, O-CTIELHAHO NPH NMPEXAEBPEMEHHO POACHH 6ebera.
VnotpebaTa Ha aueTWICAIMLWIOBA KHCENHHA Mpe3 3-Hi TPUMECTHD Ha GpeMeHHOCTTa €
MPOTHBOMNOKA34aHa.

KnpMmeHe
CanHuunaTuTe NPEMUHABAT B MAHYMHOTO MJISKO B MaJIKH KOJHUYCCTBA. Twit kaTo Aocera He

ca HAGMIONAaBAHM HEBIArONpUATHH epekTH MpH Gebera M Malkh feua, OGMKHOBEHO HE €
HAIOXKHTENTHO MpeKbCBaHe Ha KbpMeHeTo. [Ipu MPOAB/DKMUTENEH NMPUEM Ha BHCOKH J03W
KBPMEHETO TpAGBa fa Ce NpPEyCTaHOBM CBOEBPEMEHHO, ThH KATO HE MOXE A2 CC M3KIO4H
PHCKa OT HHTOKCHKAIIMA Ha HOBOPOAEHOTO.

4.7 EdexTn BBPXY criocoGHOCTTa 3a modnpane H padoTa ¢ MAIHHH
ALICTHIMH He OKa3Ba BIIASHHE BBPXY CMOCOBHOCTTA 32 Mo(HpaHe 1 paboTa ¢ MALIMHK.

4.8 Hexenann JeKapCTBEHH peaKIHA

HexeaHHTe NIeKAPCTBEHM DEaKIMH, OMMCAHH MO-TOMy, Ca KIaCH(QMUMPaHH [0 OpraHu H
CHCTeMH M o decToTa. HexxenaHWTe peakuuH ce KiacHMQUUUMpAT MO 4YecToTa Mo ClAeAHHUs
HauMH: MHOTO YecTH (= 1/10), ecTr (= 1/100 u <1/10), HevecTH (2 1/1 000 u <1/100), penku
(= 1/10 000 u <1/1 000) 1 mMuoro pemxu (<1/10 000), ¢ HeusBecTHa yecTOTa (OT HATHYHHUTE
JaHHH He MoXke 1a ObJle HarpaBeHa OLIEHKa).

Hapynienus Ha KpbBTa U JMM@HATa CHCTEMa

UecTH — KbpBeHe (TIEPHONIEPATHBHA XEMOPArks, XeMaTOMH, eTMCTaKCHC, KbPBEHE OT MUKOH0-
TIOIOBMTE ITBTHINA, KbPBEHE HA BEHIIUTE);

MHOTO peikM — CTOMALUIHO-UPEBHA XEMOparus, Mo3b4Ha XeMOparus. XeMoparusTa MOXe Ja
JOBEJIE IO OCTPA M XPOHHHYHA [OCTXEMOPArHiHa KENAZ0ACHHLUTHA AHEMAS.

HapyiieHus Ha IMYHHATa CHCTeMa

MHOT0 pefikH — aHabWIaKTHYHI peaKuuy, enem Ha KeiHke, aHaUIaKTH4EH IIOK.
Hapyinenus Ha HepBHATa CUCTEMA

IIpy mpoxEDKATENHA yoTpeOa € BB3MOXHA MOsSBa HA CBETOBBPTEXK, UIYM B yIIUTE, KOUTO
O6GMKHOBEHO Ce ABJDKAT Ha NMpeIo3HupaHe.

CopaeuHy HapylIeHHs

MHOro peaKu — ChbpAEUeH TUCTpeEC.

PECHHDaTODHPI, rpbAHU U MENHACTHHAITHHU HapVIHCHUA
Yectu — 3amyX;

Pe/lxy — pUHHT, Ha3a/IHa KOHTECTHUA.
CroMalllHO-UpeBHH HapyIIeHUd




Yectn — kopeMHa 60J1ka, KHCEITMHY, UCTSNICH, rajIcHe, TOBPBLIAHE, METEOPH3EM, KOPEMEH
JuckoMbopT;

Penku — croMaluHo-4peBHO BB3NATICHUE, CTOMAIIHO-UYPEBHA A3Ba;

MHoro pefiku — CTOMaITHO-YpeBHA XeMOparus u nephopauusi.

XenaTto-OunuapHy HapyIieHus

MHoro peakH — HapyuleHHe Ha yepHOoapoOHaTa QyHKIUs (MOBUILABAHE HA TPAHCAMUHA3MTE).
Hapyinenus Ha koxara U NOAKOXKHATA ThKaH

Penku — o6puB, yprukapus, cepoex.

4.9 TIlpeno3upane

Ilpu nanueHTy B HanpeHana BE3PacT K Mpeld BCUUKO MPU MaJIKU Aella KMa OMacHOCT OT
WUHTOKCHKaIUs (TepaneBTUYHO MPEA03HpaHe WM HHINUASHTHO oTpassHe). [Ipy aenara ToBa
Moxe na 6bpae daranHo.

OcHosHu cumnmomy

YmMepeHa popma Ha MHTOKCUKALIUA: LIYM B YIIHTE, HAPYIIEHHUS HA CITyXa, [IaBo0ode,
CBETOBBPTEX M 00bpKaHOCT. Te3n CUMOTOMH Morar 1a 6bIaT KOHTPOJHPAHU Ype3
HaMaJIsiBaHe Ha J103aTa.

TexKa HHTOKCUKALIUA: XUNIEPITUPEKCHS, XHTIEPBEHTHIAlUA, TOHMKEH MeTaCOTH3BM Ha
IJIF0KO3aTa, PECTIMPATOPHA alKalo3a, MeTa0oNIUTHA alKi03a, KOMa, ChbPAECYHO-CHIOB LIOK,
JMXaTeaHa HEROCTAThYHOCT, TEXKa XUTIOTJIHKEMHS.

XpOHUYHO NPEA03UpaHe Ha CATULIMIIATH ce HabJroaaBa caMo CIeA MHOTOKPATHA yoTpeba Ha
BHCOKH 103K U MIPOTHYA ChC CIECAHUTE CHMIITOMH — 3aMasiHOCT, CBETOBBPTEIXK, LUIYM B YIIHTE,
U3NOTSBaHE, Ba30AUIaTalUg ¥ XUITEPBEHTUIALNS, ITIABOOOIHE, TaicHe, IIOBPBIIAHE.
CuMNTOMHUTE MOraT J1a ce KOHTPONMPAT Upe3 HaMallsiBaHe Ha 03aTa.

Jleuenue Ha npedo3upanemo

He3abaBHO TpaHCHOPTHpaHe A0 CHeUHATN3MPAaHO CONMHINYHO 3aBeAcHHe, JIeYEHUETO 3aBUCH
OT M3Pa3€HOCTTA Ha CUMIITOMUTE U TEXHATa TeXecT. Te ChbOTBETCTBAT Ha 00HYaHUTE MEPKH
3a HamMasBaHe Ha pe3opOLusTa Ha aKTHBHATA CHCTaBKa, YCKOPABAHE HA OTAESHETO Ha
NIPUETOTO BELLECTBO U HAaOJIOACHNE Ha BOOHUS U JICKTPONUTHUSA DaNlaHC, peryJupaHe Ha
HapyLIeHaTa TEIECHa TeMIIEpaTypa U Ha AuXaTenHara QyHKLus.

5.  ®APMAKOJIOIT'MYHHU CBOMCTBA
5.1 ®dapmMakoAHHAMHYHHU CBOICTBA

PdapmaxoTepaneBTHYHA rpyna: JIpyr aHanreTHuy 1 antunuperuid, Cannuuiosa KuceauHa
u nipousBogHu, ATC kon NO2BAO1
Huxnbutopn Ha TpoMGoLIMTHATA arperauus ¢ ukiaoueHue Ha xenapul, ATC xox BO1AC06

AULETUICANTMLMIOBATA KUCETNHA IIPOSABABA aHAITETHUEH e(eKT 10 OTHOLIEHHE Ha EKCTEPO- U
NPONPHOLIENTHBHH BUJ0BE OOJIKH (IPOHU3X0XKIALIHM OT KOXKATA, OTIOPHO-ABUIATEIHHUS anapar,
386uTe). FiMa u3paseH npoTHBOBB3NATUTENEH (IPOTHBOPEBMATHYEH) U yMEPEH
anTUnupetnyeH edekr. B Hucku nosu (50-380 mg) notucka TpomGouTHATA arperauus. Mma
H3BECTECH XONEKMHETHYEH U XHITOMIUKEMUYeH (Tpy auabeTuin) edekt. BLB BUCOKH 103U
CTUMYNHpa AHIIAHETO, NOHMXaBa HUBOTO HA MPOTPOMOMHA B KPbBTA (KOHKYPEHTEH
AHTaroHu3bM ¢ BUTaMuH K) n 3acunsa ekckpeLuaTa Ha MMKOYHA KUcenuHa (YPUKO3ypHUEH
edexr).

OCHOBEH MOMEHT B MEXaH13Ma Ha JeHCTBHE Ha alleTH/ICATNLINIOBATA KUCEIMHA €
UHXMOMpaHe HAa IMKJIOOKCUIeHAa3aTa, KOETO BOJH 10 GIOKMpaHe CHHTE3a HA eHIOMEPOKCHIIH,
NPOCTArNaHAUHK H TPOMOOKCAHH. AHANTETUYHUAT €(PeKT MMa MpenUMHO nepupepeH
MEXaHU3bM - TUTICATA HA NPOCTAMNIAHAWHY U €HIOMEPOKCHAM HaMasIsBa YyBCTBUTEIHOCTTA
Ha CCTUBHUTE HEPBHH OKOHYAHHS KbM lITOTeHHUTE MEMATOPU U €K30T€HHHMTE HOKCH.



[IpotuBoBB3NAMUTENHUAT edeKT HA ALETHICATHLMIOBATA KHCENMHA € OOYCIOBEH MpeiH
BCHYKO OT NOTHCKaHe CHHTE3d Ha €HAOMNEPOKCHIM M NPOCTAr/IaHAMHK B CAMOTO OTHHINE Ha
BR3naNeHieTo. Onpezenena posis Mrpae ChILO CTAGHINZHPAHETO HA TH3030MHUTE MeMOPaHH,
MHXHOMpaHe Ha XMATYPOHHMJa3aTa, AEKyMelyBaHe Ha OKHCIMTENTHOTO (ochOpHIHpaHE H
JpyTH.

AHTHIIHPETHYHOTO t IeHCTBHE € CBBP3aHO C NIOHWXaBaHe HUBOTO Ha MpocTarnaHauHuTe E u
H B UeHTpaniHaTa HEpBHa CHCTEMa, KOWTO ONOCPEACTBAT BIMAHHETO HA E€K30TCHHH H
CH/IOTEHHH TIMPOTeHH BBPXY TEPMOPETYIAaTOPHHA LEHTHP B xunorajamyca. OcBeH TOBa,
aueTWICATTMIMIOBaTa  KHCEJIHHA  [OTUCKAa  00OpasyBaHETO,  OCBOOOXKIABAHETO H
_npemuHaBaHero B IIHC nHa nmporenmre, KOHTO ce 0OpasyBaT oOT GaKTepHAJIHHTE
CHIOTOKCUHH W HEYTPOQUIHHTE JEBKOLUTH. HapyIieHHMAT CHHTE3 Ha NMpOCTarnaHAMHH M
NOBHINABaHE HHUBOTO HA JIEBKOTPHEHM JIeKHM B OCHOBATa M Ha HexejaHWTe e(eKTH Ha

HPORYKTA.
5.2 ®apmakoKHHETHYHM CBOHCTBA

Pe3opOnusi: AneTwicaiMLMIOBATa KUCEMHA ce pe30p6rpa 6bp30 M IMBJIHO B CTOMALIHO-
4YpeBHHUs TpakT. B opranusma ce nmpeBpsblla B CATHIWIAT, HO Npe3 nbpBuTe 20 MUHYTH clieq
pe30p6uMs aLEeTHICATHLIHIOBA KHCE/IMHA € OCHOBHATa (OpMa Ha JIEKapCTBOTO B MIa3MaTa.
Paznpenenenne: C nnasmenure nporenHu ce cebp3sa B 80 10 90%. Pasnpenens ce B
NOBEYETO ThbKaHM Ha opranmsMma. Mma ronsm obem Ha pasnpepenenue (okono 170 ml/kg).
Ilpn yBennuaBaHe Ha MIa3MEHHUTE KOHLEHTPALUWHK ce HAabJII01aBa HaCHILAHE HA CBbP3BALIUTE
Y4YacThlIM Ha I1a3MEHHTE IPOTEHHH K o0eMa Ha pa3npelesieHHe HapacTBa. [IpeMuHaBa JiecHO
xemaToeHledanHaTa 1 IaleHTapHaTa 6apHepH, eKCKpPETHpa ce B MallunHaTa KbpMa.
Merabomm3bem: Merabonusupa ce OCHOBHO B YepHHS Jpo6 4upe3 XuAposin3a ¢ obpasyBaHe Ha
CAMIMIOBA KHCENIWHA, CATHLMI(EHONOB TIMIOKYPOHHA, CATHLWIALMIOB [MIOKYPOHHL,
FEHTU3MHOBA KHCEJIHHA U TeHTU3HH-TTMKOYHA KHUCETHHA.

Exckpenusi: BpeMeTo Ha MOMY>XKHBOT Ha ALETHICATHLIMIOBA KHCENWHA BapHpa OT 2 10 3
yaca Clie]l HUCKH JO03H ¥ 10 15 yaca cnen BHcokH ao3u. CanyuuioBara KHCE/TWHA H HEHHHUTE
MeTabOJIMTH ce eKCKPeTHpAT IJIaBHO 4pe3 GbOpeuure.

5.3 Ilpeaxk/IMHHYHH JaHHH 32 6e30MaACHOCT

IpenaxnuanduusT npodwn Ha Ge30macHOCT Ha alETHICAIMLMAIOBATA KHCETHHAa € MHOTo
nobpe nokyMeHTHpaH. B TecToBe BBpXY KHBOTHH cajlallM/IaTHTE NMPEAU3BHKBAT YBPEXKIAHHUS
Ha 6B0penyTe BB BUCOKH 103M, HO 0€3 ApYrd OpraHHU YBPEXKIOaHHsl.

AneTwicanuLMIOBaTa KUCENHHA € W3C/IEABaHa 3a MyTareHHOCT M KaHIIEPOreHHOCT, HO He ca
HaMEpEHH JaHHM 33 MyTar€HEeH WIH KaHLIEPOreHeH MOTEeHIHAaT.

CanMuunatuTe oka3BaT TepaToreHeH eQekT BbpXY pazIM4HH )KHBOTHHCKH BUioBe. OnHUcaHH
ca HapyLIEHHs B MMILUTAHTALMATA, EMOPHOTOKCHYHH M HETOTOKCHYHY eheKTH U HApYLIEHHA B
3amaMeTsABalllMg  KalalMTeT Ha [MOTOMCTBOTO Clle[l TpeHaTalHa eKCMO3MLMA Ha
alleTHICATMLWIOBATa KHCEIHHA.

6. DPAPMAINEBTUYHHN JAHHHA
6.1 CnuchK HA MOMOIHKTE BelllecTBA

Llemyno3a, MHKpOKpPHCTATHA; HHUIIECTE, MPeKeTaTHHH3HPAHO; CHIIHLMEB TUOKCHI, KOJOHIECH
6e3BozeH; LeMyn03a Ha Mpax; CTeApUHOBA KHCENHHA.

6.2 HecnrBMecTUMOCTH

Hsama nanuu




6.3 Cpox Ha roguoct

- 3a onakoska 65uctep PVC/anymunueso ¢onuo - 4 roauuu;
- 33 omakoBka 6aHka ot nonaunponuwieH X 100 TabneTku - 2 rogHHY.

6.4 CrnennanHn yc/JI0BHS HA ChXPAHCHHE

B OpHIHHAJIHaTa OMaKOBKa, HA CYXO M 3alllMTEHO OT CBETJIMHA MSACTO, [IpH TEMIICpaTypa noxa

25°C.

6.5 JlaHHH 3a omakoBKkarTa

- 10 tabnerku B 6mucrep ot PVC/amymunueBo donuo, no 2 6nuctepa B KapTOHEHa KyTHS,

3ae/IHO C JINCTOBKA.
- 100 Tabnerxy B GaHKa OT NOJMTIPOIHUIIEH.

6.6 Cnenna/inu npeana3sHy MEPKH NPH U3XBHLPJIsSHE H paGoTa

Hama crierinaiiy U3HCKBaHHA.

7.  IIPHTEXKATEJI HA PASPEHNIEHUETO 3A YIIOTPEBA

CO®APMA AJ]
yJ1. Unuencko moce 16, 1220 Codus, bearapus

8. HOMEP HA PABPEHIEHMETO 3A YIIOTPEBA

20020212

9. JATA HA IIBPBO PA3ZPEITIABAHE/TIOJHOBSIBAHE
PA3PEIIEHHUETO 3A YIIOTPEBA

23.12.1993

10. JTATA HA AKTYA/IM3UPAHE HA TEKCTA

Asryct 2010
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