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Paspeueriug Ne o
ACTIMPHUH KOMITJIEKC 500 mg / 30 mg rpaHyny 3¢ mepopanHa CyCIeH3HS

ASPIRIN COMPLEX 500 mg / 30 mg granules for oralmuspensllan /30062“?‘i

e v g el SR

2. KAYECTBEH U KOJTHUECTBEH ChCTAB

Besaxo camwe cpabppixa 500 mg aneTHIcanHLMIOBa KHCENHHA (acefylsalicylic acid) 1
30 mg niceBnoedenpuHOB XUAPOXTOpHA (pseudoephedrine hydrochioride).

TTomoniny BelecTsa ¢ HIBECTHO JeHCTBHE:
Besxo cawe csanpia 2 g 3aXaposa.

Beako came ceoepxka 3,78 mg OeH3HONOB ANMKOXON,

3a IBJIHHA CIIMCEK HA MOMOIIHHTE BEIlCCTRA, BHKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA
I'panynn 32 nepopania cycracH3HA
Benw 10 KEITCHAKABH MPasHyH

4,  KARHWYHUN JAHHH

4,1 TepaneBTHYHM NOKA3AHUA

CHMITOMATHYHO NeUeHHe HA HA3AIHA/CHHYCHA KOHrecTHs ( PHHOCHHYHT) ¢ 60/IKa H NOBHIIEHa
TeMIIEPATYpa, CBbP3aHH ¢ OOIM IPOCTY M H/HIH TPHIIONON00HY CUMITTOMH.

ACIIMPHH KoMnnexkc e noka3aH NpH Bb3pacTHH H IOHOIIH Clef 16-roguisa Be3pacT.

4.2 [o3UpoBKa H HAYHMH HA NPHIOKEHHE

Hoznporka

Ceoepxansiero Ha 1-2 carnera 3a 8L3pacTHH B HOHOIIM HaA 16 ToaHHE.

Axo e HeoX0nMMO, eTHHHYHATA 1034 MOXKE JA C¢ TIOBTOPH COOPe HY AATa Clie] MUHHManeH
niepuoj or 4 9aca. He Tpabpa na ce HaOBHIIARA MakcHManHa THERHA Jo3a ot 6 callera.

Koraro enpH 0T CHMIITOMHTE € CHIIHO H3paseH, € M0-MOAXOAUI0 JEYEHHE ¢ MOHOTEPAIIMA.
ACITHPHH KoMmnexc He TpsOBa A4 ce MpHEMa NoBeye oT 3 THH 6e3 KOHCYNTAlHs © JeKap.
Heduampusna nonynayus

ACITHPHH Kommniekc He ce npenophysa 33 yHoTpeba Mpu ASNA M FHOIH N0 16-TOMHIITHA BL3DacT
OCBEH N¢ CHBET Ha Nnexap. [lopanu orpanuyeHus onut ¢ ACITMPHH KoMnnexc npu nena 1 :OHOWM

HE MOJKE 14 C¢ HAIIPaBAT CHelH(HYHN MPEIoPhKH 3a A03HpaHe.

IManenTH ¢ YepHORPOOHO YBPSXKIaHE

Ane’mncannmmona"ra KHCeJTHHA TpSIGBa Aa €& H3II0JI3Ba BHUMATCITHO 1P HAIMEHTH C
qepHOApoOHa DYHKIMA. (BK. TouKa 4.4)



ITanuenTH ¢ 6EOpPEeUHO YBpewaHe
AUeTHICATHIIMIOBATA KUCEMHHA TpAOBa [a ce U3I0A3Ba ¢ NIOBHIIEHO BHHMAHHE MPH
NALHEHTH ¢ yBpeacHa OpOpeura GyHKIHS UM YBpeneHa CbpAeUHO-ChI0Ba LIHPKYNAlHs.

(mx. Touka 4.4)

Haunn Ha NPHNOKCHHAES

ACTINPHH Komiyieke TpaGsa 1a ¢¢ CyCIeHIApa B yaiua ¢ Boja npenn mpueM. IomyyeHara
CYCTIeH3Md BMa BKYC Ha [IOPTOKaJL.

4.3 IlpornBonoxasaHHS

—  CBpBbXUYBCTBUTESNHOCT KEM NceBroedieIPAN, KEM ALETUICANMIMNORA KMCE/TMHA U Apyru
CATHIIMNATH, WK HAKOE OT NIOMOII[HKTE BellleCcTEa, H30POCHH B TO4K4 6.1;

— AmnaMHe3a 334 4CTMa, OIpeJH3BUKAaHA OT NPHIKEHHET) Ha CATUIAIATH HIIH BeIIECTRA ¢
noaobHo AefcTBrE, 0cOOEHO HECTEPOHIHH IIPOTHBORBIMAIUTEHH CPEICTEA;

— AKTUBHH S3BH HA CTOMAIITHO-UPEBHUA TPAKT;

— XeMmoparuyHa qHaTe3a;

— DbpemensocrT;

— KopmeHe;

—  Texka yepHonpoGHa HELOCTATBYHOCT;

— Texka Gu0pedna HENOCTATHYHOCT;

— Texka chpAeYHa HENOCTATEIHOCT;

— KomOunanmsi c MeTorpexear B o3y 15 mg/cenMuna Win IoBeue; TouKa 4.5;

— Texka XHOCPTOHHR;

— Texko 3abonABane Ha KOPOHAPHUTE APTEPHH;

— Jleyenwe ¢ HHXHOMTOPE HA MOHOAMHHOOKCH/TA34 1TPE3 NPEAIIECTBANINTE IBE CEMHLL;

— TecHOBrBIIHA [ITAYKOMA;

— 3angbpikaHe Ha YpHHA.

4.4 Crenuajnu npeaynpexkIeHHs W NpelNa3Hu MEPKH NpH ynorpeda

— CoIOBTCTBALIO NEYEHNE ¢ AHTHKOAryNaHTH; Touxa 4.5;

— AHamHe3a 33 CTOMAITHO-YPEBHH A3BM, BKITFOYKTETHO XPOHHYHA MIIH PELHIHBHDAIIA A3BEHA
fonect, Wny aHAMHE3A 38 CTOMEIIHO-UPEBHO KEPBEHE;

— MaUMeHTH ¢ yBpefeHa br0OpeuHa (yHKHHA WM DONHA C YBpeneHa ChPIeYHO-ChA0BA BYHKIMI
(uanp. 6B6pedHo CHA0RO 3ab0NABAHE, 3aCTORHA CHPIEYHA HEAOCTATHYHOCT, HAMATEH 00eM Ha
KPBETA, TONAMA OMEpanys, CETICHC WTH TOTIEMH XeMOParHiHi chOMTIA), THIl KaTo MPpoayKTa
MOXe DOITBTHATENHO Ja YBENH4H picka oT h0pedHo yBpexaaHe H ocTpa 6b0peunHa
HEJIOCTATBYHOCT;

— VYBpeneHa yepHoapoGHa QyHKIMS;

— bw0peuna TyOynna anugosa nopagy Hatpyneade Ha PSE 1 mOBHILEH PHCK OT HEXeNaHH
peaKIm;

—  CBPbXYyBCTBWIENHOCT KbM AHANTETHIM / TIPOTWBORBITIANNTENHH ITH POTHBOPEBMATHHHY
JIEKapCTBEHA MPOYKTH WIH APYTH IEPTeHH;

—  XHNEepTHPeOHIHZBM, JIEK2 JIO CPEIHO TEKKa XHIePTOHHA, 3aXxapeH AHabeT, HCXeMHYHA
fonect Ha CHPLUETO, MOBHIIEHO BETPEOUHO HaNAraHe (TnaykoMa), xuneprpodis Ha
NpOCTATAaTa HIH TYBCTBHTEITHOCT KbM CHMITATHKOMHMETHYHH CPEACTRA;

— IlaupeHTHTE B cTapUecka BRIpACT MOXKE Ia ca 0cOOEHO TyBCTEHTENHM KEM €
nceproedenpHH BEPXY LSHTPAITHATA HEPBHA CHCTEMA.




AleTHrcaTMIHIIOBaTa KMCETHHE MOXEe Oa NpeAH3BHKA 6p01—D(001]33'bM H Ja HHAYLHPa aCTMaTHYCH
NPACTB HITH APYTH PEAKIMHA HA CBPBXUYBCTBHTE/IHOCT. PHCKORY (rakTOpH ca HATHYME HA
GPOHXHBJIHa aCTMa, CeHHa XPeMa, HA3aJlHH ITOJTHIH HIH XPOHHYHO 3a00nABaHe Ha IAXAaTEIIHATA
cicTema. ToBsa ce 0THACH M 10 TIALMEHTH C ANCPTHYHA Peakllii (Harlp. KOKHH peakumy, Chphox,
YPTHKAPHA} KBM APYTH BELIECTRA.

INopanu nExnGupamys edekT BRPXY arperauiara Ha TpoMOOIUTHTE, KOATO TEPCHCTHPA HAKOIKO JHH
cleA TIPIIoKEHHETO, alleTHICATAIMIIORAT KACETHHA MOKE 12 JIOBEAE A0 NOBHILEHA CKIIOHHOCT KBM

KBPBEHE I10 BpeMe U CIIe[ XHPYPTHIHH OnepalyH ( BKITFOUHTENHO MAIKH ONCPALIHH, HAIID. H3BAXKIaHE

Ha 350).

B nuckH O03H, aETANCATHIHIOBATA KHCSJIHHA HAMANSBA CKCKPEIIHATA HA THKOHE KHCE/THHA. Tosa
MOKE A4 OTKIHOYH NoJarpa IIpH MalHeHTH, KOWTO BeYe Ca CBC CKIOHHOCT KBM HAMANICHA EKCKpEIlHA
Ha INMAKOYHA KHCCITHHA.

Per0BHOTO H3MON3BAHE HA AHATITETHIH (0COOEHO KOMBMHALMH OT Pa3HYHH AHANTETHIHH TPOAYKTH)
MOKe N2 YBpend HeobpatuMo Gnipenvre (ananreTutta nedponatus).

ACITHMPHH Komnnekc cbiepka 2 g 3axaposa 3a caiue (exBHBaIeHTHA Ha 0,17 BEIMEXUAPATHH
enuHuLy). ToBa TpadBA Da ce MMa IpeaBsu I IPH NAlHeHTH ChC 3axXapeH AxaberT.

[TauneHTH ¢ peKH HACTIEACTREHH NPodieMH Ha GpyKTo3HA HEMOHOCHMOCT, II0K030-TAIAKTO3HA
MamabcopOLUs HITH CYKpa3a-u30MANTa3Ha He0CTaTRUHOCT He TpOBa Ja NPHEMAT TOBA JISKapCTBO.

ACIIHPHH KowMineke cbappxa 3,78 mg GeH3HI0B ankoX0 Ha BCAKO callie. beHzUNOBHAT aKOXO0MI
MOOKe Ja NPHIHHH aTePriaHu PeakIiHH.

[MauxeHTHTE € YepHOAPOOHN MK OLOpeuny 3adonaraHua Tp2OBa Ja c¢ CEBIKAT ChC CBOA JIEKAp,
3LI0TO FONIEMH KOTHYECTBa GEH3MMOB ANMKOXO0N MOTAT Aa IPEIH3BHKAT MeTa00NUTHA alluAao3a.

TIpy nanyenTy, CTPaSAINY OT TEKKA THOK030-6-hochat nexunporenasna (16D ) nepocTaryuHocT,
AUETHNCATHIHIOBATA KHCETHHA MOXKE JTa MPpeIH3BHKA XeMOJIH3a HITH XEMONHTHYHA aHCMHA.
QCakTOpH, KOHTO MOKE A2 YBEIHYAT PHCKA OT XEMOJIN3a, ¢4 HANp. BUCOKH JO3H, IIOBHIICHA
TEMIEPATYPA HIH OCTPH HHOEKITHH.

TexkH KOKHH peakIHH KaTo 0CTpa reHepanu3Ikpana eksanTeMarosna nycryinosa (AGEP), moxe na
BB3HHKHE NPH MPOIYKTH, ChAbp:KALIM ncepnoedeapun. To3H ocThp OyCTyNno3eH oOPHE MOXKE A2 ¢
HOABH B PAMKHTE Ha BPBHTE 2 THH OT JICYEHHETO, ¢ IOBHINEHA TEMNEPaTypa H MHOrOOPOiHH MaTKH,
IpeaHMHO HeoNHKyYTapHH TYCTYIIH, RE3HHKBALYM BEPXY OO0IIHpEH cAEMATO3EH EPUTEM H
JTOKAJIM3HPAHH TNIABHO B KOKHHUTE I'bHKH, 110 TOPCA H FOPHUTE KpalHuuy. [TamnenTuTe TpaOBa na ce
HalN0JaBaT BHAMATENHO, AKO CC ITOABAT NIPH3HALHE H CHMITTOMH KaTO MHPEKCHS, EPHTEMA WK
MHOKECTBO MalKH TycTyny, npuwiokenueto Ha ACITAPUH Kommiekc TpAOBa na ce MIPeycTaHOBH K
aKo € HeoOXOIHMO, fa Ce B2eMAT TIOAXOIAIIH MEPKH.

HcxeMH4YeH KOIHT
Cro0IeHH ca cITyyvar Ha HCXeMWIEH KONHT NPH yroTpeba Ha NcepnoedepHH. Ako CE passHe
RHE3AIIHA KopeMua GONKa, PEKTANHO KEpPBEHE WIH APYTH CHMITOMH Ha UCKEMWYEH KOMNUT,

JICYCHHETO C HCCB,I[OBQ)GI[IJHH ’I'pilﬁBa Ja ¢¢ TpEYCTAaHOBH H [1a C€ TIOTHPCH KOHCYIITalls C JICKap.

HexeMudHa orrrHyHA HEBPOMATHA

ITomydenu ¢a choDIMEHAS 32 CIIyUaH HA HCXeMHTHA ONTHYHA HEBPONATHS IIPH MCEBAOC
Tcesnoedenpun Tpsabea Aa ce NPEKPaTH, aKO CC MOSBH BHE3ANHA 3ary0a Ha 3peHHe
HAMAIEHHE HA 3PHTEIHATA OCTPOTA, KATO CKOTOMA.



CroprucTrTe TpaOBa 44 3HAAT, Y€ TO3H JIEKAPCTBEH [IPOAYKT MOXeE [1a MPESAHIBUKA NOIMKHTENHA
PEaKLys [IPH ,,aHTH-TOIHHIOBH " H3CNEBAHMA.

IHeauarpuyna Dolynanys
CruiecTByBa Bh3MOMKHA BPE3IKA MEKIY alCTHACATHLHIOBATA KHCEIHHA M CHHAPOMA Ha Reye, KOrato

Ce NPHJIara IpH Aelia ¥ IOHONIH 3a BHpYCHa HHGEKIMA Che WK 6e3 nosHineHa TemnepaTypa. [lopann
TOBa, He gapaiite ACTIMPHH Kominexke Ha nena v roHOIIH noj, 16-roaMiuHa BE3pacT OCBEH 10 CHBET
Ha Jexap.

4.5 BzanmojeiicTRHE ¢ APYrH JIEKAPCTREHH MPOAYKTH H ApYrH GopMH Ha B3aMMOALHCTBHE

[IpoTARONOKAZaHN KOMOWHAITHN (BR¥ Touka 4.3):

MeroTpekcaT, pinarad B 037 OT 15 mg/ceAMHIIa MU MO-TONEMH:

IoBHIIeHAa XEMATONOI MYHA TOKCHIHOCT Ha METOTpekcar (HamarneH Obp0peveH KIMPEHC Ha
METOTPEKCAT OT IPOTHROBEITATHTENHHTE CPENCTBA [0 MPHHIMI H H3MECTBAHE Ha METOTPEKCAT OT
CBBP3RAHETO MY ¢ ILIE3MEHUTE TPOTCHAHN OT CAMTHIAIATATE).

IMpunoxense Ha HEXHOUTOPH Ha MOHOAMHHO okcupasata (MAOI) npes npequiecTsalnyTe 2 CEAMHIIH
MOBHILABA PHCKA OT ChPAEYHO-CHIOBH HEXENAHH ChOUTHA (HAD. APUTMUS, XHIICPTEH3HBHY PEAKIIHH)

KoMOHHAIM Y, HANArANH TPEANA3HA MEPKH NpH ynoTpeGa:

MeroTpekcar, npunarad B 4024 nox 15 mg/cenMuna:

IMoBrIneHa XeMaToONOrHIHA TOKCHYHOCT Ha MeToTpekcaT (HamanleH 6p0peteH KIHPBHC Ha
METOTPEKCaT OT HPOTHEOBRBINAIUTENHUTE CPEICTBA TI0 TIPHHIIMI M H3MECTBAHE HA METOTPEKCAT OT
CEBP3BAHETO MY C IUTA3MEHUTE IPOTEHHH OT CATHITHIIATHTE).

AHTHEQATYIAHTH, TPOMOOIHTHIT IPYTH HHXUGHTOPH Ha arperalpaTa Ha TpoMGomTHTE /
XEMOCTA3ATA:
HoBHiDeH pHCK OT KhpPBEHE.

Hpyry HecTepoHIHM NPOTHBOBB3NARHTENHH CPEICTEA ChC CAMTHIIWIATH
[ToBuIleH PHCK OT A3EW U CTOMAITHO-UPEBHO KBPBEHEe Nopalyl CHHEPIHIeH edeKT.

CenextuBHH HHXUOHTOPH Ha 00paTHOTO NoeMaHe Ha cepotonnHa (SSRIs):
IoBHIIEH PHCK OT KbpBEeHE OT FTOPHHTE OTAEIH HA CTOMALIHO-UPEBHHA TPEKT IOPaH CBEHTYAleH
cuHeprudeH edexr

JHroxcHH:
ITnasMennTe KOHUEHTPAUMH HA IHTOKCUH €A TIOBHINCHH TOPaAM HAMANEHa Oe0PeYHa EKCKpELs.

ARTHANA0ETHH CPeNCTBa, HAllp. MHCYNWH, CyNIaHWTy peiHl NPOSyKTH:

3acileH xHIorIHKeMIdeH eeKT IpH BUCOKH J03H Ha alleTHIICATHIMIOBATA KHCEIHHA MOCPE/ICTROM
XHIIOTTIHKEMHTHO JICHCTBHE Ha AleTHICAIIMIIHIIOBATA KHCEITHHE H M3MCCTBAHE Ha CyadaHmTy peHHus
OPOAYKT OT CELP3BAHETO MY ¢ IUTa3MEHMTE NIPOTCHHH.

Juyperuuy B KOMOHHAIHA C AlCTHIIICATHLIMIOBA KHCEIHHA:
Hamanena rimoMepyntHa GsUITpaIHS HOCPEACTROM HaMaeHa Ob0pedHa cCHHTe3a Ha TIPOCTary

CHCTEMHH INIIOKOKOPTHKOMIH € M3KII0YEHNE HAa XHIPOKOPTH3O0H, U3NO03BaH KaTo 3
TepanuA Ipy ANHcoHoRa bonecT:




Hamamenu KpBbBHH HHBA Ha CAIIMI[WIATHTE [10 BpEME Ha JICYEHHUE C KOPTHKOCTEPOXIM H PHCK OT
OpedO3NPAHE Ha CATHIMIATHTE CIE KaTO CC CIIPS TOBA NCYCHHE MOCPEACTBOM 3aCHIICHO
CNHMBRHHPAHE Ha CAMHITWIIATHTE OT KOPTHKOCTEPOHIHTE.

HHxuGHTOpH Ha AaHTHOTEH3MH-KOHBepTHpalHs edzuM (ACE) B koMOHHALINA © ALIETHICATHIIIOBA
KHCEeNHHa;

Hamanena rnomepynHa Qrrrpauds NoCpeAcTEOM UHXHOHPAHe HA BA3OAHNATATOPHHTE
npoctarnasanHy. OCBeH TOBA, HAMANCH aHTHXHINEPTCH3HBEH S{eKT.

Banmnpoesa xucenuna:
[ToBHIIeHa TOKCHYHOCT Ha BANNIpOEBaTa KMCEITHHA TOPANH U3MECTBaHEe 0T CBBP3BAHETO ¢ MIAIMEHHTE
[POTEHHH.

Ankoxon:
[ToBumieHo yBpeKIaHe Ha CTOMAITHO-4YPEBHATA JIMTARHIE H YIRDKEHO BpEME Ha KbpBeHe NOpaIH
aJUTHEHH e(EKTH HA aNeTHICAIHIHIOBATa KHCETHHA H AlTKOX0/1a.

Vpuko3ypumd, karo xanp. beH3GpomMapoH, npobeHery:
Hamanen ypukosypHieH edekT (KOHKYPHPaHE 33 eJIMMHHHPAHE HA MAKOYHATA KHCENHHA Npe3
6p6peunnTe TYOYRR).

AnGyrepon TabreTku:
3acunBaHe HA edexTuTe (eK3auepGalis Ha ChpACYHO-CHIOBHTE HEXKSTTAHH edeKTH); TORA HE
M3KIII0YEA IPpeANasNHEa YIOTpeGa na aepo3oiieH OPOHXONMNATATOD OT aJpeHEprHYeH THIL

AHTHIEnpecadTH
3acuicHH epekTH.

Jpyru ciMnaTOMHMETHYHH JICKAPCTEA.
3acuneHn edexTH.

AHTHXHIIEDPTEH3HBHH IEKApCTBA KaTo IBAHETHIHH, MeTHInomna, B-6nokepH:
Hamanenu edextd.

4.6 @epTUIHTET, BPEMEHHOCT B KbpMEHE

Bpemennoct
Kato ce uMa NMpeIsHE, 9¢ HuMa JaHHM 34 koMOuHanmaATa oT aeere chenunenus, ACTTMUPHH
Kommneke e IpOTHRONOKA3aH Mpi GpeMeHHOCT.

HoruckaHeTo HA CHHTE3aTd Ha MPOCTATIIAHAHHA MOKE A3 MoBAuAe HeONarompHATHO OpeMeHHOCTTA
H/WITH PazEHTHETO Ha eMOpHona/nioga. JaHHHTE OT enuAEMHOIOTHIHHTE IPOYYBAHUA TTOKA3BAT, Y&
HMa MOBMIUEH PUCK OT abOpT M ChpAcYHM MaTpOPMALINH, H FACTPOCKH3A MIPH IPHEM HA HHXHOMTOPH
Ha MPOCTarNaHAHHOBHA CHHIC3 B HAYAJIOTO Ha GpeMeHHoCTTa. AOGCOMOTHHAT PUCK OT CBPIETHO-
ChIOBH MandopMaluy ce noBumaea ot oa 1% no npubnmsurento 1,5%. Cunra ce, 4e pHCKBT cE
TIOBHINABA C I03aTa H MPOABIGKHTETHOCTTA Ha edeHnerTo. [Ipn sk HBOTHH € J0Ka3aHO, Te MPUIaraHe o
Ha HHXHGHTOP Ha CHHTE3aTa Ha POCTAFTIAHANHY BOAH JO Npe- H NOCTHMIIaHTAMOHH: 3aryba u
neranurer Ha emOprona-nnofa. Oceen TOBa NOBMINENATa JECTOTA HA PasANdHIATE Man(popMalvg,
BKJIIOYHUTENHC CHPASYHO-CHAOBH, € HalllloiaBaHa pH JKHBOTHH, NOIY4ABAINH HHXHOUTODH
NipocTarnaHgHHOBATA CHATE3a NP3 NepHOA Ha OpraHoreHe3ara.

Ipes mbpBHA H BTOPH TPHMECTHD Ha OPCMEHHOCTTE, ALIETHICAIHLIATOBA KACENIHAA
npHitara, 0CBEH ako ¢ aBCONMOTHO HeoDX0DUMO. AKO aleTHICATHITHIIOBA KHCEIHHA
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&KeHa, KOATO C& ONTHTEA A 3abpeMeHee WM Mpes NBPBHA H BTOPHA TPHMECTED HA GpeMeHHOCTTa,
Jozara TpAbBRa 1a Ghii¢ BEIMOKHO Hali-Malika, a npok/DKHTENHOCTTa Ha MIPHIATAHETO i — BEIMOXKHO
AAi-KpaTKa.

Ilpe3 TpeTuAa TPHMECTLP Ha OpeMEHHOCTTa, BCHYKH HHXHOHTOPH Ha IPOCTarIaHAMHOBATA CHHTC3a
MOraT Ja H3JI0XKaT [UIOfa Ha:
—  KaplMONyJIMOHApHA TOKCHYHOCT (¢ II0-PAHHO 3aTBApAHE HA NYKTYC apTepHO3yC H
OemonpobHa XUNePTOHYA);
— Onbpedna nuchyHKIMA, KOATO MOXKE jia mporpecupa Ao O0peuHa HeMOCTaTBYHOCT ¢
OJIMTOXU/IPOAMHHTO3A;
MaifkaTa ¥ HOBOPOJEHOTO, B Kpas Ha OpeMEHHOCTTa, Ha:
— BB3MOKHO YABDKABAHE HA BPEMETO HA KBPBEHE, AHTH-aT PETAHTEH edeKT, KOHTO Moske I3
ce MoABH AOPH H B MHOTO HHCKH JIO3H.
— TIOTHCKaHE HA MATOYHHTE KOHTPAKL[MH, BOACLIO f0 3a0aBEHO WIH MPOABIDKUTENHO
paskaaHe.

Topany ToBa, MIPOIYKTET € MPOTHEONOKARAH TIPEe3 TPETOTO TpHMecedHe Ha BpeMeHHOCTTA.

OrpanddeHnTe AaHHH OT NPHICKEHHETO Ha fceBnocdeApHH pH OpeMEHHOCT HE Tpeanoara
CHINECTRYBAHETO Ha MOBHINEH pHCK 0T Mandopmariy. HesapicuMo OT TOBa, NceBnoedenpuH He
TpabBa fa ce R3eMa Mo BpeMe Ha GPEMEHHOCT.

IpoyuBaHHsTA IIPH XKUBOTHH HA JBETE AKTHRHH BEIlECTEA ITOKA3BAT JaHHH 33 PENpPOIyKTHBHA
TOKCHTHOCT (B3. TOUKA 5.3).

Kepmene

CanHupnarare, a ChIIO U ICeBaoedeIpHH NIPEMHHABAT B KbPMATa B MaJIKA xonwdecTea. ThH KaTo
HAMA [aHHH 33 KOMOHHHpaHeTo Ha Aeere BemlecTa, ACITMPHH Kommneke e mpoTHBONIOKA3aH Mpu
KBPMELLH XKeHU.

DeprunMrer

HMa HAKOH IaHHH, e NEKApCTBATa, KOMTO NOTHCKAT CHHTE3aTa Ha TPOCTAIIAHIKHATE MOTar A
APHYMHAT YBPEKAAHE HA skeHCKUA QepTHIHMTET Ypes NoBAMIBaHe Ha OBynanusTa. Topa e obpaTumo
OpH TipEKpaTiaBaHe Ha NeueHnero. [IpoyuBaHuaTa IpH MBOTHH NOKA3BAT HeOMAroIpHATHH edeKTH
BBPXY (pepTHIHTETA NpH MBKETE H XeHHTe (BXK. Touka 3.3).

4.7 EdexTn BopXy cnocofHoCTTa 32 modHpaHe 1 padoTa ¢ MaINHA
Acmpun KOMIUIEKC uMa He3HaUHTEMHO 0 YMEPEHO BIHSHHE BRPXY CTIOCOBHOCTTA 32 modupaHe
1 paboTa ¢ MalHHE. PUCKET MOXKe /1a €€ YBeNTHYH IOIBAHWTENHO TIPH CHIFBTCTRAIN IPHEM Ha
aTKOXOIL.
4.8 Hexenann nexaperBeHy peakuuH
UecTOoTa: C HEH3BECTHA 4€CTOTA (0T HAIMYHHTE JAHHH He MOXKE Na OhIe HalpaBeHa OLEHKA)
BE3MOKHE HeXENaHH peakii¥i Ha ALIETHICATHIHIOBATA KHCEeIHHA ca:
HapyieHns Ha KMyHHATa CHCTEMA
Peaxuiim Ha CBPEXYYBCTBHTENHOCT ChC CHOTBETHHTE NTA00paTOPHH H KIHHUYH
BETIOHWTENHO PecNUpaTopHo 3abonssane, of0CTpeHO ¢ aCTIMPHH, JIEKH 0 ¥
NOTEHUHATHO 2acATAIlH KOKaTa, peclHpPaTOpHHA TPaKT, CTOMAIIHO-YPEBH

CBEPIOCHYHO-CBAOBATA CHCTCMA, BRIIKYHTENHO CHMIITOMH KaTO HAIp. 06[)1'[8,
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C'bpﬁe)i(, PHHHT, Ha3anHa KOHTECTHS, KapaAHO-pecHpaTopeH JUCTPEC K MHOTO DATIKO TCHKKH
PE€aKlHH, BKIYHTSITHO aHa(l]HJlaKTld‘-leH I0K.

CTOMAIIHO-YPEBHH HAPYINSHHA
CroMalHO-AyOeHATHY OIUT2KBAaHHS (TaCTPaITHs, JUCTIENCHS, TACTPUT);
lanene, moBpeIaHe, IHAPHS;
CTOMaIUHO-YPEBHM A3BH, KOHTO MOTAT Ja NOBeIAT 1o nepdopallis B H30NUPaHH CITyqaH.
Bonect Ha nuadparMara ¢ upesHE Hapyuienus (0co6eHO NpH NPONBILKHTENHO JEUEHHE).

XenaTto-CHITHApHY HAPYIIEHUA
IMpexoguo uephoapobHO YBPEKAAHE ¢ MOBHINARIHS HA TPAHCAMHHAIHTE.

HapymeHnns Ha KpBRTA H JIaMpHATA CHCTEMA
[NoBuniasane Ha PHCKa OT KbPBEHE, KPBBOM3IMB KATC HAIP. KPBOH3IUB NpH
TPOLEEAYPH, XEMATOMH, ENHUCTAKCHC, KPHEOH3IHE OT MHKOYO-TIONIOBUTE HETHINA H
KBPBEHE OT BEHLIHTE;
XeMonu3a U XeMOJIHTHYHA aHEMHA IPH TAIHEHTH ¢ TEKKH (POPMH Ha TIIOK030-6-
tocdar nexuaporenazxa (I'6M /1) HeROCTATHUHOCT;
KpBBOM3NHMELT MOYKE 13 JOBEE XeMOparudHa aHeMus / Kela30/ehHINTHA aHEMHUA
(Hanp. nopamH oKyATHO MUKPOKBPBEHE) ChC ChOTBETHHTE TaO0PATOPHH W KIMHHYHH
NPH3HALIH ¥ CUMITOMH, KATO HAMp. ACTeHns, ONeHOCT, Xunonepdysus.

Hapymenua Ha HepBHATA CHCTeMa M HApYIISHH Ha YXOTO H JTabHpHHTa
CBeTOREPTEKET MOXKE 1a Obe CHMITTOM Ha IPEeA03HpaHeE.

HapymeHus Ha yXoTO ¥ mabHpuHTA
HIyMET B yiumTe Moxe 12 Gbe CHMITTOM HA MPEAO3HPAHE.

Hapyumienna Ha 6u6penyTe H NHKOIHATES ITHTHIIA
Hwma crobmenus 3a OR6peqHo yBpexaaHe, ocTpa Ob0pevHa HEAOCTAFEYHOCT.

Bb3MOKHM HexeNnaHu PeaKiiid Ha nceenoedenpuH ca;

CbooBH HApyLIEHHA
JaueppaBaHe HA KOKATA,
ToBuinasare Ha KPBBHO HATATAHE, MAKAP U He B KOHTPOIHPAHA XHIIEPTOHHS.

ChbplleYHH HapylUeHH
Crpagunu edekTH (Hamp. TaXxukapins, cepuebueHe, apuTMUH).

HapymieHus Ha HEpBHATA CHCTEMa
CTHMYJIMpaHE HA UEHTPANHATA HEpEHa cucTema (Hanp. GeackHHE, PAAKO XamMOIMHAIIHY).

Hapymenus Ha 6B0peupTe W MTHKOYHHETE ITETHINA
3anpexka Ha ypuHa, ocoGeHo IpH NAOHEeHTH ¢ XHnepTpodus Ha POCTATATA.

HapyIIeHHs Ha KosaTa H MOIKOKHATA ThKaH
Edextn Bpxy xoxata (Harp. ofpus, ypruxapus, copiex).
TeRKY KOKHH peakliH, BIIHATEIHO OCTPA FeHepaiH3Hpana eK3aHTEMATO3HA Iy CTY 032
(AGEP) ca crobieHH mpH IPOXYKTH, CBALDKALIH [IcepaoedenprH

CTOMAMHO-MPEBHH HAPYIICHHA
Hcxemmven komur
Cyxora B ycTata




Hapymenns Ha ounTte
YicxeMu4Ha ONTHYHA HEBPOTIATHS

Crobuiapate HA NOXO3HPAHH HEXETAHH PEAKIHH

Cho01ABaHETO Ha TIOJO3MpaHY HEXETTAHH PEaKiliM CIIe)l paspelnaBaHe 3a ynorpeba Ha nexapCTBEHHA
OpoIyKT & Baxho. Topa mo3Bonaea Ja NpOABIDKHA HaOMOAEHHETO HA CBOTHOLISHHETO MONI34/PHCK 32
NEKAPCTBEHHA MponykT. OT METHIMHCKHTE COCIHAINCTH C¢ M3MCKBA Aa chodIaBar BCsKa
NONC3MPaHA HEXETaHAa peakuua upes HaMEIHUTEIHATA areHUHA [0 JIeKapeTRaTa

yi. ,Jlaman ['pyes” Ne 8§

1303 Codusa

Tem.: +35 928903417

yebeaiit: www.bda.bg
4,9 Ilpeposupane

ALCTANCATHINIIOBA KHCETHHA!

HMa paznnka MexITy XpOHHYHO NpeJO3HpaHe ¢ HAPYIIeHHA NpeAHMHO Ha UEHTpAHATa HEPBHA
cucreMa ("'cCaTMnKu3IbM") #H OCTpa HHTOKCHKALIMS, OCHOBHATA NMPOSBa NPH KOATO € TEKKO HApYIICHHE
Ha KHCE/THHHO-ANTKANHOTO paBHoBeCcHe. B ombaneHHe KEM HapylTeHAATA HAa KHCENHHHO-aTKATHOTO
PABHOBECHE W &IEKTPONIMTHOTO PaBHOBECHE (HANp. 3aryba Ha KalHi), XMIIOrIMKEMHS, KOXHH 00pHUBH,
H CTOMATIHO-UPEBEH KPbBOM3/IHB, CHMIITOMMTE MOTAT 44 BKIFOUBAT XUNSDBEHTHAALMS, I1YM B YILIHTS,
rajicHe, IIOBPLIIAHE, YBPEKAAHE HA CTyXa H 3pEHHETO, TIaBo0oIue, CBETOBBPTEX H 00BPKAHOCT.

IlpH TexKa HHTOKCHKALMA MOTAT [a C& Pa3BHAT ASTHPHYM, TPEMOD, 381yX, H3OTABAHE,
HeXUApATaLms, XUIEpTepMus ¥ KoMa. [TpH HHTOKCHKAIMS C IETaleH H3XO0[, CMBPTTA 00HKHOBEHO
HACTHIIBA TIOpaIH AHXATENHA HENOCTATEYHOCT.

TMcernoedenprn:

3acHeHH CUMIIATHKOMEMETHYHH peakKIHH MOTAT [a ¢€ Pa3BHAT cJIe]] HHTOKCHKALMA, Harp.
TaxuKapaHs, O0NKa B IEPAXTE, BE3OYIEHOCT, XHIICPTOHHS, CBMPKAIO JHIIIAHE H HEAOCTHT HA BB3NYX,
CBPYOEE, XUTIOIMHALMH,

MeT OOHTE, H3NOI3RAHH 34 ICYCHHE Hd HHTOKCHKALMATA C ACITUPHH KoMmnexc 3aBUCAT OT
CTENEHTA, CTAIHA H KIHHUTHUTE CHMITTOMH HAa WHTOKCHKaLEA. Te ChOTBeTCTBAT Ha oOHHaiiHuTe
MEPKH 38 HaMATABAHE Ha a0copOIMATa Ha AKTHBHHTC CHCTABKH: YCKODABAHE HA EKCKPELIHATA,
MOHHTOPHPAHE Ha BOOHHUA W CACKTPOJNTEH ﬁananc, HapylleHa TeMIIEpATYPHA perynanus, JHIIIAHE,
CEPOCYHO-CBI0BE H MO3EBYHA q]yHKHHﬂ. B'I:p30 IIpeanpHEMaHe Ha CTICITHA MEPKH € OT OCHOBHO
3HAYCHHE, AOPH aK0 HAMA BHAWMH MpOABA H CHMNTOMATHKA.

5. GOAPMAKOJIOTHYHUA CBOMCTBA
5.1 dapMakoAHHAMHAYIHH CBOHCTBA

CapmakoTepanebryyna rpyna: Hepeaa cuctema, J{pyrH aHanreTHIM U AHTHIHPETHLH —
alETHICATHIATORS KHCEITHHA

ATC-xon: NO2B A0l

QapmakoTepaneBTiyHa rpyna: JnxarenHa cucTemMa, JeKOHreCTaATH 38 CHCTEMHO MPHITOKEHHE —
CHMIATHKOMHMETHIH — [IceBnoedenpHA

ATC-xon: ROIB AQ2

AUCTHICAIHLIMIOBATA KHCCNHHA DPHHARNEXKH KBM IPyNa KACEIMHEH HECTEPOHIHA
aHaIreTHIH/NPOTHROBE3NANMTEAHH JIEKAPCTBA ¢ AHANTETHYHH, aHTHITHPETHYHA H
IPOTHBOBB3NIANIHTENHH cBOicTBa. HefiHuaT MexaHu3sM Ha NelicTBHE C€ OCHOBABA
MIOTHCKAHE HA UMKIIO-OKCHICHAZHMTE CH3UMHA, YUACTBAIlH B CHHTE3A Ha MTPOCTAr
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AUETHICATHIIIOBATA KHCEMHA MOTHCKA ChILO W ArPEraumMsra Ha TpoMOoIHTATE, KaTo Bnokupa
CHHTE3aTa Ha TpomMBoKcaH A2 B TpoMGonuTHTE.

[Icepnoedenpuy e CHMNATHKOMHUMETHE ¢ aida-aronueTHyna akTyBHOCT. Tol e nexcrponsoMep Ha
edeapus, ¥ IBaTa IPOIYKTa ¢a eMHAKBO €QEKTHBHH KATO HA3alHH JeKOHTeCTaHTH. Te CTHMYanpar
anda-afpeHeprHaHHTE PELENTOPH Ha ChAOBATA [TIAJKa MYCKY/aTypa, ¢ KOETO CBHBAT JMIATHpaHHTE
APTCPHOJIA B HA3ATHATA IMTaBHIIA H HEAMATSBAT KPEBROTOKA KBM 30HATA Ha 3amyIIBAHETO.

5.2 ®apMaKOKHHETHYIHH CBoiicTBa

ALCTHICATALHIIORA KHACE/IHHA:

Crnen opanHo NPHIOKEHHE, ALETHICATHIIANIOBATA KucenyHa ce abcopfipa 6Bp30 M HATKJIHO OT
CTOMALLIHO-YPeBHHA TPakT. [1o BpeMe U cnen abcopbIHiaTa aueTWICATHIMIOBATA KHCETHHS €
npeBphIA B HeliHHA OCHOBEH MeTabOMUT CATHIUNOBA KHCeNHHA. MakcHMannyu njnasMeHH HHBA ce
moCTHrat ciied 13 - 19 MEHYTH 33 aUeTRICANHIAIOBATA KMCENHHR U clel (THaNa30H Ha MEAHaHH) C
MaKCHMaaHH MNa3McHH KOHIeHTpaniu ot 11 10 15 pg/mL (anana3oH Ha reOMETPHYHH CPeIHH
CTOMHOCTH), KAKTO € MOKa3aHO B MpOy4YBaHUATa Ha Bayer..

ANETUICATUIETOBATA KHCEIMHA KAKTO H CATHIHIOBATA KHCEHHA C& CBhP3BAT HILNO C Ia3MEHHTE
IPOTEUHH M HBP30 C& PaslIpoCTPAHSBAT B0 BCHYKH JaCTH HA TANOTO. CANHIMIOBATA KHCEIIHHA CE
MOABABA B KEPMATa H [IPEMHHABA Tpe3 IUIANCHTATA.

CanuIMIOBaTa KUCENHHA Ce elIHMHHUPA OCHOBHO C YepHoapobeH METabOMI3bM; METabOIIHTHTE Ca
canMuuTypelina KucenvHa, canviimn PeHoieH IMoKOpOHA, CaALF allil FIIOKOPOHHT,
I'¢HTUCHKOBA KHCEHHA U M'eHTHCYPHKOBA KHCETHHA.

EnMMHAHAIMOHAATA KUHETHKA Ha CA/MLHIOBATA KUCEIHHA € 3aBHCHMA OT H03aTa, KaTo MeTaboNH3MBT
ce orpaiM4aBa 0T KaraluTeTa Ha YepHoapobuuTe enzuMu. [Ipy ToBa STHMUHAITHOHHHAT TIONTYKKBOT
BapHpa Mexxy 2 10 3 yaca clie) HECKH J03M H 0KoJ0 15 1aca npu BucokH no3H. CanHinosara
KHCENHHA U HelHUTE MeTa00IHTH ¢€ eKCKPETHPAT OCHOBHO Tpe3 650peLuTe.

[Tcesnoedenpun:

Jlexkaperroro ce abcopbupa 6bhp30. MakcHMAanHK IWia3MeHH HEBA ce TocTHrat oed 40 no 50 MUHYTH
{nMAana3cH Ha MEIHAHMTE) ¢ MAKCHMAIHH IUIA3MEHH KoHueHTpaudd oT 122 ao 147 pg/L (mnarnason Ha
T€OMETPHYHHTE CPEAHH CTOMHOCTH), KaKTO € TIoKazaHo B MpoyyuBaHuATa Ha Bayer. O6eMbT Ha
pasrpeneneHre Ha nicesaoedenpun e 2.4 1o 3,3 L. [pubnusuresno 70% no 90% ot ncesnoedeapuna
C¢ €XCKPETHPa HETIPOMEHEHO B ypHHaTa. OCHOBHUAT aKTHBEH MeTabONHT HOpriceBAOC(EAPHHCE
eKCKpeTHpa B ypHHaTa kato okono 1% oT noszara ncepnoedenpun MpH HOPMATHH UHAHBHIH, HO MOXKE
J1a € 0KoJIO 6% OT MPUIOKEHATA J032 TIPKE TALFEHTH ¢ XPOHUYHO AJIKATHA YPHHA. AJIKATH3HPAHETO
Ha YpHHATA MOXKE Ja HaMallk eKcKkpellHaTa, ocobeno mpy pH sax 5.5. Icesaoedenpun ce ekckpeTHpa
B KBPMATa fpPH Xopa. '

BpemeTo Ha TIOMYKUBOT HA JIEKapCeTBOTO € 5 1o 6 yaca npu pH Ha ypuHaTa oT 5 10 6. B chuoro
BpeMe BPEMETO Ha IIOJIY)KMBOT Ha JIeKapCTROTO 3apKcy or pH Ha ypHHATA: MPOIB/DKHTEIHOCT o1 50
yaca e JOKNaABAHA NPU MAUHMEHT ¢ IePCHCTUPALIA ANKATHA yPHHA 1 1,5 Haca ¢a JOKNaaBaHH Ipy
MALMEHT ¢ MHOTO KHCETa YPHHA.

KoHBeHIMORATHATA XEMOAKATH3E € CAMO MHHHMANHO edeKTHBHA 110 OTHOLISHKE IpeMaxBaHe Ha
ncepnoehe/pyH.

5.3 llpeaKIHHHYIHH JAHHM 3a Ge30IIACHOCT
NpenxNUEHYHUAT TROGIT HA Ge30MACHOCT Ha AlCTHACATMIIH/IOBATA KHCEIHHA € nobpe

JOKyMEHTHpaH. IIpH M3CIeABaAHMS ¢ XXUBOTHH CATHLWIATHTE MPHYAHABAT YBpex jlaHe Ha OBROpenHIe 1
CTOMAIIHO-UEBHH S3BH.

AleTHNCANKLHIOBATA KHCEIHHA € 4JeKBaTHO H3CICABaHA 33 MyTAarcHHOCT H KaHUEpOoTe,
YCTaHOBCHH MYTArcHEeH MM KAHIISPOTCHEH NOTCHIIWAT.



YcTaHOBEHO €, He CATHIWIATHTE UMAT TePAaTOrCHHH ecbem‘n PH HAKOH XHBOTHHCKH BHIOEC. Hma
CBHOBIIEHHA 32 HapyllleHa MMILUTAHTHDPAHE, cMOPHOTOKCHYHH H (ETOTOKCHYHH epeKTH, ¥ HAPYLUeHHS
HAa KaTlanuTeTa 3a 00yueHHe Ha HOBOPOJCHHUTE CJIe]] MPEHATANHO Bh3ICHCTBHE.

MMcepnoedenprH e HasaleH TEKOHTECTANT ¢ IPOABIKUTENEH Na3apeH ONHT OpH xopa. Hama nanny,
ue ncepaoedeIpHH HMa MyTareHeH rnoteHnuan. [Ipu TokCHYHA 3a MaiikaTa Io3a, ncesnoedepH
HHAYLMpa PeTOTOKCHYHOCT {HAMAICHO TErI0 Ha ILUToa ¥ 3a0aBeHa OCH(HKAIIYA) IIPH [HIbXOBE.
[IpoyvBaHuATa HA GEePTHIMTETA HITH IICPH-TIOCTHATAIIHH IIPOYYBAHNA 3a IICeBA0edeNPHH HE ca
TTPOBEXK AaHH.

6. DAPMAIIEBTHYHH JAHHHA

6.1 CngcbK HA MOMOMIHHTE BENIECTBA

JluMoHeHa KACENHA

3Jaxapoza

Xunpomenosa

3axapuH

TMopTOKaNOB APOMAT, BKTIIOUHTCIHO OSH3HIOB ANKOXO0N, OLETHA KHcenuHa, anda tokodepor,
MonuduIHpano Hamecte E1430 1 MantonexcTpuH.

6.2 HechbeMecTHMOCTH

Henpunoxumo.

6.3 Cpox na rogHoct

2 ropyHA

6.4 CpneunajHM YCIOBHA HA ChXPAHEHHE
Ja He ce chxpanssa Haz 30°C.

6.5 BuA H chaBPKaHHe HA ONAKOBKATA

5 x 2 1 10 x 2 cainera (CheTaBEHU OT XapTHA/ANYMHUHU/ TIONHETHACH ), TAKETHPAHH B KapTOHEHA
OMAaKOBKA.

He BcHYKH BHOOBE OMAKOBKH MOTAT A2 (bAaT mycHaTH B npoaasxia.
6.6 Chneunaiaun npeana3wa MEPKH MPH H3XBLPJISAHE K padoTa
Hen3non3paAuAT NpOSYKT MK OTIATBYHHTE MATCPHAM OT HEFO TPAOBA Ja C& M3XBLPIAT B
CBOTBETCTBYE C MECTHHTE H3HCKBaHMS.

7. TPHTEXATEJ HA PAZPEIMEHHETO 3A YIIOTPEEBA
Baitep Beirapus EQO/T

Vi1 “Pesbapcka” Ne S
1510 Codun, Benrapus
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8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Perncrpauriones Homep: 20090034

9. JATA HA IBPBO PA3PEIIABAHE/MIOAHOBSBAHE HA PASPEIIIEHHETO 3A
YHOOTPEBA

Jlara Ha repBO pazpeilienue; 26 HoeMBpu 2001 r,
JlaTa Ha TOAHOBABAHE HA pazpemeHueTo: 25 HoemBpH 2013 1

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA

04/2021
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