IIPIIOKEHUE 1
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1. WME HA JEKAPCTBEHMS MPOXYKT 2 g/hjk/b/a lf 3672'0

Auerunus 500 mg TabneTku
Acetylin 500 mg tablets

2. KAYECTBEH H KOJIMYECTBEH CBCTAB

Besika TabneTka Chabpika aKTHBHO BELLECTBO aLIETHICAIHLINIIOBA KHCenHHa (acetylsalicylic
acid) 500 mg.

3a MBJIHMA CMMCHK HAa TIOMOIIHHMTE BEIIECTBa, BIXKTE To4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka

Kpbrau, mnocku, 6emu tabnetku ¢ dacera 1 AenuTeNHa YepTa, ¢ AMameTsp 13 mm.

4. K/IMHHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3aAHHHA

. 3a ofnekyaBaHe Ha CHMITTOMHTE NpH riaBobonwue, 3s6060m, 6okH B rbpioTo, 60/KH B
MYCKYJIMTE M CTaBHTe, OONIKH B I'bpba, IeKH apTPUTHH GOJIKH, MEHCTPYaJIHH OOJTKH;

. CHMNTOMAaTHYHO JIeYe€HHE NPH OCTPH BB3MAIHTEIHH 3aD0/IBaHHA Ha TOPHHUTE
JMXaTe/HH MbTHIIA ¥ TPUNHA UHEKLHH;

. ITpodunakTrka Ha HHGAPKT HA MHOKap/ia ¥ MO3bYEH MHCYJIT NPH PUCKOBH MaLMEHTH;
. IIpodunakTuka Ha cnefonepaTHBHA TPOMOO3H.

4.2 [Io3MpOBKA H HAYHH HA NPHIOKEHHE

£03HQOBI{a

Bnb3pacTau H neua Hag 16-ropuiiHa Bb3pact
- 3a CMMNTOMAaTHYHO MOB/IMsBaHe Ha Gosika H Temnepatypa no 1-2 Tabaerku (500 -

1000 mg) kaTo eqHOKpaTHA 1033, KOSTO MOXKE /1a Ce MOBTOPH Ha MHTEpBaIH OT 48 yaca.
MakcumanHarta aHeBHa 103a oT 4 g (8 TabneTku) He TpabBa 1a ce NpeBHILABA.
AueTuiuH He TpsOBa Ja ce mpueMa rnopeye oT 3 JHH 6€3 KOHCYNTaLMs ¢ JieKap.

- Karo aHTHarperasr - rno %2 TabneTka JHEBHO.

HauunH Ha NpHUIoxkeHHe
AueTHnHH TabNeTKH ce mpHeMa Mo BpeMe WIH Cllefl XpaHeHe ¢ 10CTaThbYHO KOJTHYECTBO
TEYHOCTH

4.3 TIIpoTnBOnOKAa3aHHsA

. CBpBX4YBCTBHTETHOCT KbM aKTHBHOTO BELIECTBO, CA/THLIM/IATH HJIH KbM HAKOE OT
MOMOLLHHTE BEILECTBa, H30POEeHH B To4Ka 6.1.

L AKTHBHA TEeNTHYHA A3BAa;

. XeMoparuiHa quaresa;

. AHaMHECTHYHH JAHHHM 33 aCTMA, NPeJU3BHKAHA OT MpUJIaraHe Ha cai

cybcTaHuMM ¢ nogoOHO AelicTBHUE, MpeaAH BCHYKO HECTEPOMIHU [IPOTHBOB:
JIeKapCTBEHH MPOAYKTH;



. EnnoBpemenHo nevyenye ¢ METOTPEKCAT B 103H OT 15 mg/CeAMHYHO WIIH MIO-BHCOKH
{Bx. TOUKa 4.5);

. Iocnennus TpMMECTEP OT OPEMEHHOCTTA;

Texka 6p6peyHa HEOCTATEYHOCT;

Texxka yepHOApPOOHA HEAOCTATHUHOCT;

Texka HekOHTpONHpYEMa ChpAeUHA HEAOCTATBUHOCT;

Jena nox 16-roaMiiHa BB3pacT, OCBEH [10 H3PHYHO JIeKapceKo NpeIiTHCaHHe.

4.4 Cpoennanun npenynpexaeHdas H NpeANa3HH MEPKHA APH ynoTpeba

ALICTHITHH MOJKe 1a ce H3MON3Ba [IPH ClleJHUTe OOCTOATENICTBA CaMO Clie]] CTPOra MperneHKa
HA CHOTHOLUIEHHETO ITONI3a/PUCK.

- MIPH €IHOBPEMEHHO IEUEHHE C AHTHKOAry IAHTHH JIeKAPCTBEHH NMPOIYKTH
(KyMapHHOBH JICPMBATH WITH X€TIAPHH — C H3KTIOUEHHE HA TeUeHHe C XEMAPHH C HHCKH JI03H);
- AHAMHECTHYHH JAHHH 33 CTOMaLIHO-YPEBHH A3BH, BKIKOYHTEITHO XPOHHYHA HIIH
peLHIHBHpaLla s3BeHa OOMECT HWIH AaHAMHECTHYHH JIaHHH 32 KBPBEHE OT CTOMaIIHO-YPEBHHA
TpaKT;

- HapylIeHa YepHoaApoSHa QYHKUMS;

- Hapyiuena 6x0peuna QyHKins;

- CBPBXUYBCTBHTE/HOCT KBM NPOTHEOBB3NAINTEIHH WIH IPOTHBOPEBMATHIHH
NIeKapCTBEHH MPOIYKTH WIH APYTH BHIOBE AJIEPTHH,

JleKapcTREHH NPOAYKTH, ChABPXKALIY aLETHICAIMUWIORA KHCeIHHA, He TpaGBa fa ce
M3I0.13BaT NMPH JeUa ¥ TIOIPACTEALIH NPH HATHYKE HA BUPYCHH HH(PEKUHH ¢ Wi 6e3
MOBHILEHA TeMIeparypa, 6e3 KoHCynTauua ¢ nekap. [Ipu onpeaenenn BMpycHu 3abonspaHus,
ocobeHo rpun A, B v BapHiena, ChIIECTRYBA PHCK OT pazBHTHE Ha CHHIPOM Ha Reye. To# ce
XapaKkTEPH3Hpa ¢ NPOABJEKHTENHO TIOBPBLIAHE, JEXHPATAHA, HApYIIEHHA Ha CB3HAHHETO,
IFBpPUOBE, KOETO HIHCKBA He3a0aBHO MHTEH3IMEHO NevueHHe. PUCKBT MOXKE J1a Ce YBENHYH, aKo
ateTHICATHIHIIOBATA KHCE/IHHA CE TIPHEMA NPH Te3H 3a6011BaHMs.

ALIETHICATHLITOBATA KHCETHHA MOKe [a IPOBOKHpA N10SBaTa Ha GpOHXOCIIA3EM U 1A
NpeaH3BHKA ACTMATHYHH NPHCTENM WIH APYTH PEaKLMH Ha CBPBX'YYBCTBHTE/IHOCT. PHCKOBH
thaxTopH ca GpOHXHaIHA aCTMa, HasaJlHA [IOJHITO3A WIH XpOHHYHA 06CTPYKTHBHA
Gesroipobna Bonect. ToBa Cce OTHACA CBINO M 32 MALHESHTH ¢ ATEPrHYHH PEAKLHH ( KOXKHH
peakuyH, cbpbex, YpTHKapHA ) KBM APYTd CyOCTaHLIHH.

AuleTHICA/IHLMNORATA KHCETMHA MOKe Aa JOBEAE 0 TeHISHLUHA 33 IIOBHIIEHO KbpPBEHE TI0
BpeMe H CE] XUPYPrHyHa ONepaliks (BKIL. MajIKH ONEepanuH, HATIP. eKCTPAKIHH Ha 350H)
MOpagH HEWHOTC AaHTHATPETAHTHO ACHCTEHE.

IlpH HHCKH A03M ALETHICATHIMIOBATA KHCETHHA HAMANABA OTASNIIHETO HA THKOYHA
KHceTHHA. TOBa MOJKE 12 OTKIIOYUH MOJATPa Y MAlMEHTH, KOWTO BEYe HMAT CIJIOHHOCT KBM
HaMalleHO EKCKPETHPAHE HA TIMKOYHA KHCEITHHA.

4.5 BaaumopeiicTBHe c APYTH NeKAPCTBEHH NPOAYKTH H ApyrH ¢opmA Ha
B3aHMoJelicTBHe

EnnoBpeMEHHOTO NPHIIMKEHHE HA alleTHIICATHLIHIO0BA KHCeNHHA ¢ APYTH JIEKapcTBa MOXKE 1a
JOBeNe 10 3aCHIBaHE HITH OTcabBaye Ha eeKTa HM.

IIpornBonoKazanEy KOMONHANHH

MeTtoTpekcat, ipunarad B 403H OT 15 mg ceAMHYHO WIIH TIOBEYE: MOBHINEHA XeMaTOJIHTHIHA
TOKCHHYHOCT Ha MeToTpeKcaT (HamaneHn 6s0pedeH KIHPEHC Ha METOTPEKCAT OT
NPOTHBOBL3MANUWTENHH areHTH HaH-001I[0 W M3MECTBAHE HAa METOTPEKCAT NPH CB
MY C [UIA3MEHW [IPOTEHHH OT CATHLMIATHTE) (BA. TOUKa 4.3).
KoMOHHaN AN, H3IHCKBAIH COCURATIH0 BHUMAHHE NIPH NPHJIATraHe
Mertotpexcar, npunarad B 2034 107 15 mg ceIMMYHO: NOBHIIEHA XEMAT
TOKCHHHOCT Ha METOTpEKCaT (HaManeH Os0peueH KIHPHLHC Ha METOTPEK




NPOTHBOBEINAIKTENHH areHTH HaH-0010 H H3MECTBAHE Ha METOTPEKCAT MPH CELP3BAHETO
My ¢ [UTA3MCHH IPOTCHHH OT ca.rmuuna’rme).

AHTHKOATYJIAHTH, B T.4. KYMAPHHH, XeNAPHH

INosunieH pHCK OT KBPBEHE B pE3yNTAT HAa @aHTHArperaHTHOTO NeHCTBHE, HAPYUIEHHE Ha
racTpoAyOA€HaTHaTa IWTaBHLIA H M3MECTBaHe Ha OpaJTHHTE aHTHKOAryJIAaHTH OT MECTATA HM
Ha CBBP3BaHe C IU1a3MEHHAA IPOTEHH.

Meramu3on

Ilpu egHOBpeMeHeH IIPHEM METAMH30J MOMKE Ja HaMald e(eKTa Ha aleTHIICATMIMIOBAT
KHcenHHa BepXy TpoMOoUMTHaTa arperauus. CnenorarenHo, TazH koMOHHauus Tpadpa aa ce
H3MOI38a C NIOBHINEHO BHAMaHHeE [PH NALWEHTH, IpHEMAlllH HUCKa 1032 aCITHPHH 38
KAPIHOIPOTEKLIHA.

JIp¥rH HECTEPOHAHH NPOTHBOBL3NAJINTENRH CPEACTBA ChC CANHIHJIATH IPH BHCOKH
oo3u & 3 g/nen)

IoBHIIEH PHUCK OT A3BHM W KEPBEHE OT CTOMAIIHO-YPSBHUA TPAKT BCASACTBHE HA CHHEPIHYEH
eeKT.

JInTHii

Hecreponanure nporusosssnanurenqu cpeactsa (HCTIBC) namanasaT eKCKpeLuysTa Ha
NUTHI ¥ MOBHIARAT HUBATa My. EaHospemeniHaTa ynoTpeba Ha amtuii 1 HCIIBC ne ce
npeniopbyuBa. KoHlenTpauuaTa Ha nuTHI B KppBTa TpaOBa /a ce ClIe/IH, ako KoMOHHalHATa €
HAJIOXKHTE/IHA,

¥puEKOIYPAYHH cpeacTBa KaTo Genabpomapon, npobenenny

IoumkeH ypuxo3ypHueH etheKT (KOHKYPEHTHOCT Ha €/IMMHHHDAHE Ha TMKOUHA KHCENHHA
upe3 6u0peunHUTE TYGYH.

CenekTHBHH HHXHOHTOPH Ha 00paTHMOTO 3aXBalNaHe HA CEPOTOHHHA

[MoBuLIEH PUCK OT KBPBCHE OT TOPHUTE OTASIM Ha CTOMAIHO-UPEBHHMSA TPAKT NOpaau
BBIMOKEH CHHEPrHYeH edekT.

Bap6uryparn

ANeTHICATHITHIOBATA KHCETHHA NOBHILIABA TUIA3MEHHTE KOHLIEHTpaLlUH Ha GapOuTypaTHTe.
Jduroxcan

InazmMeHHTE KOHIIEHTPALMH Ha JUTOKCHH C€ [TOBHIIABAT BCICACTBHE HAMAIABAHE
OTAENAHETO My 4pes Oubpenure.

AHTHARA0ETHH OPOAYKTH, B T.4. HHCY/IHH, cy1daHANYPeilHH NPOJyYKTH

3acHneH XHIIOrMHKEMHYEH ed)e[c"r MIpH BHCOKH JO3H alCTH/ICATHLIMIIORA KHCEITHHA
NIOCPEeICTBOM XHIOTTIHKEMHYHOTO JeHCTBHE Ha AleTHICATHLIWIOBATA KHCEJIHHA K
H3IMECTBAHE Ha Cy/I(paHHIYPEHHATE CPeACTBA OT CBBP3BAHETO HM € TIJIA3MEHHTE NIPOTSHHH,
TpomGoARTHYHHE CPeACTBA/IPYIH AHTHKOANYAAHTHHE CPEACTES KATO THKJIONHAKH
TloBuIEH pHCK OT KbpBEHE.

JIHypernnd B KOMOMHAUHA ¢ AUETHACAIHINIOBA KHCEIHHA NPH /1038 3 g/IHeBHO H L0-
BHCOKH

IonwskeHa riomepynHa GHATpaLMA Ype3 NOHIKeHa 6bOpeuHa CHHTE3a Ha MPOCTATJIAHAMHH.
CHcTeMHH ITIOKOKOPTHKONIHH CPeACTBa, ¢ H3KJII0YelHe Ha XHAPOKOPTH30H,
H3M0/13BaH KAaTO 3aMecTBAINA TEPANHEA NpH GoJ1ecTTa HA ATHCOH

IMoHMXEHNTE HHBA Ha CATHI[HIATHTE B KPBBTA II0 BpeMe Ha JIEHEHHETO ¢ IMIOKOKOPTHKOHIH
H OTCHECTBHE HA PHCK OT CBPBXI03MPAHETO HA CATHLIMNIATH € PE3Y/ITAT HA MOBHILICHOTO HM
ETHMHHHMPAHE 0T KOPTHKOCTEPOHIHUTE.

AHXHOHTOPH HA AHrHOTEH3HH-KOHBEPTHPAIHS €H3HM B KOMOHHALHA C BHCOKR 1034
AMETHAICATHUMI0BA KAceTHuA (>3 g/nenH)

IIpu 1030 OT 3 g/HeH W [0-BUCOKM e MOHIKABA TIIOMePYIHATA PUITPALIHA Ype3 HHXHOMpaHe
Ha Ba30JWIATaTOPHHTE MPOCTATJIAHAHHH H CHOTBETHO, €€ HAMAIARA AHTHXHIIEPTEH3UBHHA
edexr.

Basnpoesa Kucennna

INoeHIIEHA TOKCHYHOCT HA BANIPOEBaTa KHCE/IHHA BCJICACTBHE HA H3MECTBaH
MACTOTO Ha CEbP3RaHe ¢ [L1A3MEHHTe TIPOTEHHH.
Ankoxon




TlorHimeHo YBpekKJaHe Ha CTOMaUIHO-4YpeBHATa JIHIABHLIA H YAB/LKCHO BPEME Ha KBPBEHE
BCJIICACTBHE HA NOMBIHHUTCIIHHTE GQJEKTH Ha alleTUICATHIMIOBRATa KHCEeIHHA H aJIKOXOJa.,

4.6 DepTHAHTET, GpeMeHHOCT H KbpMeHe

bpemeHHOCT
Vnotpebara Ha canWUENATH MMpe3 MBPEHMTE 3 Mecela Ha GpeMeHOCTTa € CBbP3aHa, cropes

HAKOJIKO eTHAEMHOIONMYHH NIPOYYBaHHs, C IOBMIIEH PHCK OT CIIOHTaHEH abopT U
mandopmanuu (BpoASHa HETIKA Ha HeOueTo, Chpaednn MandopmManmn). Tosn prek,
BEPOATHO, € HHCBK Cliel IPHIOKeHHe Ha oOudvaiiHy TepaneBTHYHM Ro3u. [IpocnexrHBHO
npoyusase Ha okoso 14 800 nBoiiku Maiika-aeTe (¢ eKCMo3UUHA Hpe3 MEPBHA TPHMECTBP) HE
€ YCTaHOBHIO HMKAKRA BPB3KA MesKAy ynoTpedaTa Ha NeKapCTBOTO M MOBHLIEHA YeCTOTa Ha
MaihOpMALHH.

CanuumiiaTi MOTaT Jia ce IPHEMAT ITo BpeMe Ha GpeMEHHOCT caMo el BHHMATENHa OLEHKa
Ha ChOTHOLIEHUETO PUCK/TION3A OT TAKOBA JIEYEHHE. AKO C¢ HAIOKH YTIOTpeDa NpH KEeHH,
KOHTO ¢€ ONMTRAT Ja 3abpeMeHenT HIH ¢a B 1-Ha WIH 2-HA TPUMeCTEP Ha OPeMEHHOCTTA,
AnleTHHH TpAOBa J1a ce TIPHEMA BBEB BE3MOXKHO HAl-HHCKA J103a H NPOJBLKHTETHOCTTa Ha
JIEYCHHE A3 € Bb3MMKHO Hai-KpaTka.

IIpunokeHHETO HA CATHLIJIATH fpe3 MocieAHNTe 3 Mecela Ha GpeMeHHOCTTa MOXe Ja
JI0Be/le 10 YOBIDKABaHe Ha BPEMeTO Ha KhpBEeHe NPH MaiKaTa H AETETO (AHTHATPETraHTeH
eeKT, KOHTO MOsKe 1a ce TIOABH AOPH ClIe/t TIPHEeM Ha HHCKH [I03M) H MOTHCKAHE Ha
MAaTOYHHTE KOHTPAKIHH, KOETO BOAM 0 3a0aBsHe HIH YAB/KABAHE HA PAX/IAHETO.
IIpunoxked BEB BHCOKH J03H B IOCJAEIHHA TPHMECTBP OT OpEMEHHOCTTa ALIETHIHH MOXKE Ja
[peau3BHKA NPEHKISBPEMEHHO 3aTRapAHe Ha ductus arteriosus ¢ nocJsiensaua yCronInpa
GenoapobHa Xunepreusus.

IMpHeMBT Ha AUECTHICATHLHNOBA KHCEIHHA BHE BHCOKH JO3H MAIKO IPEaH PAXKIAHETO MOKe
Aa JOBeJE IO MO3BYHH KPBBOM3IHBH, I0-CIELMATHO NPH IIPEkKIEBPEMEHHO poeHH OebeTa,
VYnorpebaTa Ha aleTHICATHUHIOBA KHCEHHA Npe3 3-H TPHMECTRP Ha OpeMEHHOCTTA €
TIPOTHBOMNOKA3AHA.

Knpmene

CalnHuMIaTUTe NPEeMHHABAT B MaluMHOTO MIISKO B MaJIKH KollMyecTBa. Tvif KaTo Jocera He
ca Habmoapann HeGnaronpustHy edexTn npu GebeTa u Manky Jeua, OGHKHOBEHO HE €
HATTOXKUTETHO NPEKbCBaHe Ha KbpMeHeTo, TIpH MpOOEIDKHTENSH MPHEM Ha BHCOKH JO3H
KBPMEHETO TPAOBA 12 ce MPeyCTaHOBH CBOSBPEMEHHO, Thif KATO HE MOKE Ja Ce H3KIIOUH
pHCKa OT HHTOKCHKALME HA HOBOPOIEHOTO.

4.7 EdexTn Bppxy cnocobnoctTa 3a modupane #H padoTa ¢ MATUAAH

AUETHNMH He MOBJIHABA WIH NOBIHABA NpeHebpeKHMo criocoGHOCTTa 32 modupanHe H pabota
¢ MAUIHHA.

4.8 Hexegann JieKapcTBeHH PeakNHH

Hexenaunre NCKapCTBCHM PEAKLIMM, ONMCAHM NO-NOTY, ¢a KnacHpHLMpaHH N0 Opraky 1
CHCTEMH H 10 YecToTa. Hexenanure peakiUH ce KiacH(HIHPAT N0 YeCTOoTa [10 CIeHHA
HAYMH: MHOIO YecTH (= 1/10), yectr (= 1/100 u <1/10), Hewectn (= 1/1 000 u <1/100), peaxu
(z 1/10 000 u <1/1 000) 1 MHOrO penka (<1/10 000}, ¢ HeussecTHa YecToTa (OT HaNMUYHHTE
JaHHK He MOKe Ja Obje HaNpageHa OLIEHKA).

Hapyuienns Ha KpbBTa W AuM$HATa CHCTEMA
YecTH — KbpBeHe (MepHOMEpaTHBHA XeMOpArisa, XEMaTOMH, EMHCTAKCHC, KbPBEHE
MOJIOBHTE ITBTHINAE, KBPBEHE HAa BCHLHTE),

MHOTO pelIkH — CTOMANIHO-4PEBHA XeMOparii, Mo3buHa XeMoparus. XemMopa
N0Bejie 10 OCTpa U XPOHWYHA MOCTXEMOpariyHa/ skena300ePHLHTHA aHEMHA.
HapymenHs Ha UIMYHHATa CHCTEMA




MHoro penaxy — aHaQHNAKTHYHH peakliuy, eaeM Ha KBuHKe, aHa(HIaAKTHYEH LIOK.
HapyuwieHus Ha HepeHaTa cHcTeMa

I1pu NpoaBKKHTENHA YNOTpeda e PE3MOMKHA [I09BA HA CBETOREBPTEXK, LIYM B YIIHTE, KOHTO
0OHKHOBEHO Ce FB/DKAT Ha NpeIo3HpaHe.

ChpaeuHy HapylleHHs

Muoro peaku - chpaeyeH AMCTpec.

PecMpaTOpHH, TPBAHH H MEIHACTHHATHH HAPYIICHUS

Yectr — 3aayx;

PenxH — pHHHT, Ha3aHA KOHTECTHA.

CToMalHO-YpEBHU HapYLIIeHHA

YecTH — KopeMHa 60/IKa, KHCEJTHHH, THCTIENCHS, IAICHE, TIOBPBLIAHE, METEOPH3IBM, KOPEMEH
AUCKOMGOPT;

Penxy — croMamiHO-YpeBHO BB3MANEHHE, CTOMAIIHO-YPEBHA 23B4;

MHoro penku — cTOMAIIHO-YpEeBHA XeMOparusa M nephoparns.

XeuaTo-0unuapui HapyleHHs

MHoro penku — HapyIUgHHE Ha YepHOApoGHaTa (yHKuMA (MOBHILABaHE HA TPAHCAMHHA3HTE).
HapvinieHund Ha kOXkaTa M NOAKOXKHATA ThKIH

Penxu — 00pue, yprakapus, cupbex.

CoobmaBage Ha NON03MPaHK HEXENAHH Peakliy

CrobimaBaHeTo Ha MOLO3HPAHH HeXENNAHKM PeakLyH Clie pazpeliaBaHe 3a ynorpeda Ha
NieKapCTBEHNS NPOIYKT € BaxkHo. Tosa No3soMsiBa /1a NPOJBIDKH HabIIONEHHETO Ha
CBOTHOUIECHHETO MON13a/PUCK 32 JIEKAPCTBEHU NPOAYKT. OT MEAMIHHCKHTE CIICLHATIHCTH €€
W3KCKBA Aa ChOOIABAT BCAKA 1003MPaHA HeXKeNaHa peakiina upe3 ManennnTenna arenuus
no NeKapcTBaTa, yi. Jamad ['pyes Ne 8, 1303 Codnsg, ren: +359 28903417, yebcaidr:

www.bda.bg.

4.9 Ilpeposnpane

Ipu nauuenTH B HanpeHaIa Bb3PACT H fIPEAH BCHYKO [IPH MAIKH IELa HMA OIIACHOCT OT
HHTOKCHKalHA {TepaneBTHUHC NPeI03HPaHe WM HHIMIEHTHO oTpassHe). [1pH geuata Toea
Moxe 1a Osae ataiHo.

Ocroenu cuMnmoMu

VYmepeHa hopMa Ha HHTOKCHKALIMA® [IYM B YIIHTE, HapyLICHHA Ha CIIyXa, [1aBoboHe,
CBETOBRBPTEK U 0OBPKAaHOCT. Te3H CHMITTOMHM MOraT /ia bAaT KOHTPOJHPaHH upes
HAMa/IABaHEe Ha [03aTa.

Teskka MHTOKCHKALIHA: XHIIEPIHUPEKCHA, XHITEPBEHTIIALHSA, TOHWXKEH METaOOJIM3EM Ha
MTIOKO33Ta, PeCIHPATOpHA ANKaI038, MeTabONUTHA alMAO3a, KOMA, ChPASHHO-CBA0B WIOK,
IUXaTelnHa HEJOCTATHUHOCT, TEXKKAa XUITOTTTHKEMUA.

XPOHMYHO MPeIO3HPaHe Ha CanMiuIaTi ce Habionara caMo Ce/T MHOTOKpaTHa ynorpeba Ha
BHCOKH JO3H H NPOTHYA CBC CJEAHHTE CUMITOME — 3aMaAHOCT, CBETORBLPTEN, LIYM B VIIHTE,
H3MOTARAHE, Ba30HNATALHA H XHIEPBEHTH/IALMS, rNarodoNle, FAicHE, NOBPLILAHE,
CHMIITOMHTE MOrAT A2 ce KOHTPONHpAaT upe3 HaMalsABaHe Ha A034Ta.

Hevenue na npedozupanemo

HezabasHo TpaHCnopTHpaHe 10 cneLMaliu3upaHo S0IHHYHO 3aBeeHHE. JIeHEHHETO 3aBHCH
OT H3Pa3eHOCTTa HA CHMITOMHTE H TEXHATa TexkecT. Te cbOTBETCTRAT Ha OOWYAKHUTE MEPKH
3a HAMAJIABAHE Ha pe3opbLHATA Ha aKTHEHATA CHCTABKA, YCKOPABAHE HA OTASIISAHETO Ha
OpUETOTO BEIIECTRO M HAOMIOAeHHE HA BOJHUA U eJIeKTpOJIMTHHA DanaHe, peryIHpaHe Ha
HApYIIeHATA TelleCHa TEMTISPATYPa ¥ Ha AMXATeNHaTa PyHKIWA.

5.  ®APMAKOJIOTHYHHA CBOHUCTBA

5.1 PapMaxoaHHAMHAYHH CBO#HCTBA




QapmakoTepaneBTHYHa rpyna: J[pyrH aHanreTHIM H aHTHMHPETHUM. CalHUWIOBA KHCeTHHA
¥ npoH3BoaHH, ATC ko NOZBAO1
Hixuburopn Ha TpoMGONMTHATA arperauys ¢ nakmotuenne Ha xenaput, ATC xon BO1AC06

ALIETHICATTMLIAIOBATA KHCETMHA POABABA AHANITETHYEH e(eKT 10 OTHOLICHHE HAa EKCTEPO- M
NMpONPHOLENTHBHH BRIOBE GOMKM (pOH3X0OMaaH OT KOMATA, OTIOPHO-ABHIATEIHHA anapar,
3w6uTe). HMMa n3paseH npoTHBOBB3NANMTE/IEH (MPOTHBOPEBMATHYEH) H YMEDEH
aHTUIHpeTHYeH edext. B Hucku no3u (50-380 mg) noticka TpomGounTHaTa arperas. Hma
H3BECTEH XOJICKMHETHYEH H XHNOTTHKEMU'eH (IIpH fuabeTHuM) edekT. BB BUCOKH /1031
CTHMYJIHpa OUIUAHETO, TIOHHXKABA HUBOTO Ha IpoTPOMOHHA B KPBBTa (KOHKYPEHTEH
AHTarcHW3BM ¢ BETaMHA K) M 3aCHJIBa eKCKpeLHATA HA IHKO4HA KHCEIHHA (YPHKO3ypHYEH
edexr).

OcHOBEH MOMEHT B MexaHH3Ma Ha JcHcTBHE Ha aLleTHICATHLIIOBATA KHCEIHHA €
HHXHOUMpaHe HA LHKICOKCHIeHa3aTa, KOeTo BOAH 10 OI0KHpaHEe CHHTE3A Ha SHAONEPOKCHIM,
TPOCTarnaHIHHHA U TpOMOOKCAHH. AHANIIE€THYHHAT edeKT HMa NpeJUMHO nepudeper
MEXaHHZIBM - JIHIICATA Ha IPpOCTarlaHIHHH H CHAONCPOKCHIH HaMalABa HyYBCTBUTC/IHOCTTA
Ha CeTHMRHHTE HEPBHH OKOHYAHHA KBM AITOTCHHHTE MEIHATOPH H EK30TCHHHUTE HOKCH.
IpoTHBOBE3INANMTENHUAT €(EKT Ha ALIETHIICATHLMAOBATA KHCETHHA € 00YCIIOBEH NpeaH
BCHUKO OT MOTHCKAHE CHHTE3a HA EHAONEPOKCHAN ¥ NPOCTarlalaHHy B CAMOTO OTHHINE Ha
Bb3nalieHuero. OnpeaesieHa poid Urpae chillo cTaGHTH3HPAHETO Ha JTH3030MHMTE MEMOpPaHH,
HHXHOMpaHe HA XHATYPOHHIA3aTa, AeKyneTyBaHe Ha OKHCTHTENHOTO (ocdopuiHpate 1
JIpYTH.

AHTHTHPETHYHOTO H AeHCTBHE € CRBP3aHO ¢ NIOHKABAHEe HHBOTO HA NpocTaryaiauuuTe E 1
Jl B LeHTpaHaTA HEPEHA CHCTEMA, KOMTO OMOCPEACTBAT BIMAHHETO HA €K30TEHHH H
€HIOTEHHH TTHPOTEHH BEPXY TCPMOPETYNATOPHHA USHTHP B XHNOTanaMyca. OcBeH ToBa,
ALETWICATHLM/IOBATa KMCEITHHA NMOTHCKa 00pa3yBaHeTo, ocB0O0KIABAHETO H
npemunasanero B LHC Ha nuporeHuTe, KOMTO ce 06pa3yBaT OT OaKTEPHATHHTE
€HIIOTOKCHHH H HEYTPO(HIIHHTE NeBKOUHTH. HapylleHuaT cHHTE3 Ha NPOCTarnalIHHy 1
NOBHIIABAHE HUBOTO HA JIEBKOTPHEHH JIEKH B OCHOBATA M HA HEXKENaHUTe eeKTH Ha
[IpOAYKTA.

52 PapMakOKHHETHIHH CBOHCTBA

ABcopbums
AUSTIICATHIMIOBATA KKCeTMHa ce pe3opbupa Gbp30 B IBAHO B CTOMALIHO-YPEBHHS TPAKT.

B opraHuiMa ce MpeRpbIIA B CAALIMIAT, HO mpe3 TbpBuTe 20 MUHYTH citell pe3opOLHA
ANeTHNCAIMLMIOBA KHCENHHA € OCHOBHATa (OopMa Ha JIEKapeTBOTO B IJla3Mara.
Pasnpenenenue

C mnasmenHTe npoTerHy ce cebp3ba B 80 10 90%. Pasnpenens ce B oBeyeTo ThKaHU HA
oprann3ma. ma ronam obem Ha paznpenenenne (okono 170 mlkg). Ilpn ysennauaeane Ha
TU1azMeHHTe KOHLEHTpaUNH ce Habnionasa HACHINAHE HA CBLP3BALMTE YUACTRUM Ha
IUTa3MEHHTE MPOTEHHH W obeMa Ha pa3npeaeneHHe HapacTea. [IpeMHHaBa necHo
XemaroeHUedanHara ¥ [aleHTapHaTa fapHepH, eKCKpeTHpa ce B MaH4MHaTa KbpMa.
buorpancdopmauns

Metabonu3supa ce OCHOBHO B YepHHA apob 4upes xuapoin3a ¢ 00pa3ypaHe Ha CATHIIIOBA
KHCETHHA, CATHUIT(EHOIOB TIIOKYPOHH, CATHLMJIALIHIOB INIFOKYPOHH, T¢HTH3HHOBA
KHCeNmHMHa U TeHTH3MH-TIHKOYHA KHCeMHHA,

Envmrnupane

BpemeTo Ha nOMYKHBOT Ha ALETHICATHIHIOBA KHCEHHA BapHpa oT 2 A0 3 4aca c/1e] HHCKH
Jo3u ¥ A0 15 yaca cnen BHCOkH no3H. CanyiiioBara KHCe/THHA M HEHHUTE MeTal -
SKCKPETUPAT THaBHO upe3 OuOpeumre.

5.3 IlpeakMAHHAYHH JAHHH 3a Gel0OACHOCT




IMpenxnuHUYHEAT Mpodun Ha Ge30MacHOCT Ha alleTHIICATHIIOBATA KHCETHHA € MHOTO
n006pe nokymenTHpas. B TecToBe BLPXY AKHBOTHH CanalHNATHTE NPEAN3BUKBAT YBPESKIaHAL
Ha 6B0peLMTe BLE BHCOKH 103H, HO 6e3 APYTH Opraliy yBpeKIaHH.

ALETHICATTHLH/IOBATA KHCEIHHA € H3C/ICABaHa 33 MYTareHHOCT M KaHUEPOreHHOCT, HO He ca
HAMEPEHH JIAHHH 3a MYTAT€HEH WM KAHLEPOreHEH MOTEHIHAL.

CanuuunarHTe 0Ka3BaT TepaToreHeH eeKT BBpXy Pa3/IiyHy XKHBOTHHCKH BHA0BE. ONnucanH
cd HapyLeHHA B MMIUTAHTALIHATA, eMOPHOTOKCHYHH H PEeTOTOKCHYHH eDeKTH U HapyIIeHHR B
3aMamMeTABAIIHA KAMALUKMTET Ha [IOTOMCTBOTO CJIEN [IPEHATATHA €KCIIO3HLIMS Ha
ANETHICAHIMIOBATA KHCENHA.

6. PAPMAIIEBTHYHHU JAHHU

61 CnHcEK HA DOMOIIHHTE BEIMECTBA

HCJ]}’HOBa, MHKPOKPHCTATHA, HHLIECTE, MTPEXCTATHHAZHPAHO, CHIHUKHEB THOKCH), KOJIOHAEH
GGSBOJ.IGH; LeTy103a Ha [Ipax; ¢TCapHHOBA KHCETHHA.

6.2 HechbBMeCTHMOCTH
Henpunoxumo
6.3 Cpox na rogsoct

- 3a onakoBka Ouncrep PVC/anymunnero ¢donuo - 4 roguny;
- 3a onakoBka GaHka oT nonunponuieH X 100 TabneTkst - 2 rooMHH.

6.4 Cnennajn yCJIOBHA HA ChXpaHeHHE

B opHrvHanHaTa OTIAKOBKA, HA CYX0 H 3aAIUHMTEHO OT CBETIIHHA MACTO, [IPH TEMIepaTypa 1ok
25°C.

6.5 BHAH chALPXKAHHE HA OTIAKOBKATA

- 10 Tabnetku B 6mucrep o PVC/anyMunaero dojdo, no 2 G1HCTepa B KAPTOHEHA KyTHA,
34€7THO C JIMCTOBRKA.

- 100 TabneTky B GaHKA OT MONKIIPOTIHNIEH.

6.6 CoeuHa/ HH NpeAnazHH MEPKH NpPH HIXBBP/AHe H padora

HsMa cnenHanHd H3MCKBaHEHA.

7. IIPUTEIKATEJ HA PA3PEIIEHHUETO 3A YIIOTPEBA
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9.  JATA HAITBPBO PAIPEHNIABAHEAIONHOBABAHE HA
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Hnyapu 2020




