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KPATKA XAPAKTEPUCTHKA HA JEKAPCTBEHUNS
HPOAYKT

1. Teproeexo HanMeHOBaHUE HA JieKADPCTBEHUS NPOAYKT
ENPRIL®

2. KonngecTBeH 1 Ka49eCTBEH ChCTaB WHHHCTERGTED HA QEPABEORABBL 0

Enalapril maleate " 20.0 mg TpHAOKEHHE Kb
paapeliente 3a yrornebaNe W-H a3 4] (2. 03.0dr.

3. JIexapcrBena popma - TalJeTKU.
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4, Knpnaunu njanan
4.1 Ilokaszauus.
Beuuxy cremenm Ha ecennmanima XHANEPTOHUS, BCHYKH CTEIEHH Ha
ChpAcdHa HENOCTaTPYHOCT BTOPHYHA XHUIEPTOHMA (BCIEICTBHE HA
O0nOpeyunu 3a0osBanNs).
4.2. Jlo3upoBKa H HAYHH HA NPHIOKCHHE.
- CCCHIHANHA XUMEPTOHNA: HayanHaTa fo3a e 10 1o 20 Mr B 3aBHCHMOCT OT
CTCIIEHTAa HA XWIIEPTOHMATA H Ce HpUeMa eAuH NBT JHeBHO. Ilpm Ieka
CTENeH Ha XHIEPTOHHA Ce IpeHophYBa HadagHa jo3a 10 Mr gHeBHO. 3a
OCTaHalINTE CTEIEHHN Ha XHIIEPTOHKA HagyaliHaTa 1034 € 20 Mr AHEBHO.
Ioanepxaimara 032 OGUKEOBEHO ¢ 20 MT JHEBHO.
B 3aBHCHMOCT OT HyXAWTe Ha TAIMEHTa JHEBHATA 1033 MOMKE Ja ce
noBunry 1o 40 Mmr.
- BTOpPHWYHA XWNEPTOHHUS (B CcHEACTBHE Ha OLOpeuny 3abonsBapms) —
Tepamdata 3amoyBa ¢ 5 MI JHEBHO, CIel KOETO [03aTa TpsbBa ma ce
ONpenerd B 3aBUCHMOCT OT MHAUBUIYATIHHATE HYXIH Ha MTalMeHTa. [10BeueTo
TIAIHEeHTH c€ NMOBJIKaBaT oT 20 Mr ZHEBHO.
Ifopanm puCK OT XWIOTOHWS Ce IIPENOphYBa B HAYANOTO, TepanusTa ¢
Emnpun ga O6pfe ¢ Xo-HHCKAa [03a JO ONpENelIHe eeKkTa My BBPXY
KpPBBHOTO HaJiAraHe.
- Op0Opeuna HemOCTATRYHOCT — HAYANHATA [032 € HWCKA H ce
OIIpefeII B 3aBHCHMOCT OT KPEaTHHUHOBHS KIHPHHC.

KJIMPHHC Ha KpeaTHHHHA HaYaiHa K034
Mexay 30 u 80 mi/min 5-10 mg ua gen
mexay 10 u 30 mi/min " 2,5-5 mg ya geH

o-mManko or 10 ml/min 2,5 mg B AeHs Ha XeMOIHA
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- _3acTO¥{HA CHPJEeYHA HENOCTATHEYHOCT ¥ ACHMITOMEHA JIEBOKaMepHa
muchyaknug - Havanmara no3a e 2.5 mMr TIOZ CTPOT MEXMUHMHCKH KOHTPOI
32 ONCHKA HA HAYaNHUA €(EKT BHPXY KpBHBHOTO Hajsrage. Jlozata
HOCTEIICHHO Ce YBeN14YaBa 10 JOCTHIaHe Ha o0nyaiinata IOANBPKaIa f03a
ot 20 mr.

Ipunara ce riepopaiHo, 1o JeKapcKo npennucanye!

4.3.IIporuponoKkazauusi.

EHOpri € npoTHBOIOKa3aH NPy IaIiUeHTH Che CBPBXIYBCTBUTENHOCT KBM
KOATO H-J[a € OT ChCTAaBKHTE HA MPENapara, CBPEXYYBCTBHTENHOCT KBHM
npyru ACE wHXuGuTOpH, IpH IaMUeHTH ¢ aHaMHECTHYHH NAaHHH 34
dHTHOHCBPOTHICH €eM MNP NPeJUIHO JIeYeHHe C WHXHOMTOpHM Ha
QHTHOTCH3HH KOHBEPTHPAIHS eH3¥M, OPEMEHHOCT, KbPMEHE M MAlHEHTH C
nopoupus.

He ce npunaza npu oeya!

4.4. IIpeanasHu MepKu U CHEWHAIHM TPeNyNpeKIeHHs 32 ynorpeoa.
CHMATOMATHYHA XMIIOTOHMSI

CuMnroMaTiHATa XUTIOTORMS ce HaGIOaBa PSIKO IPH XUISPTOHAIH 6e3
yenoxuenus. [Ipa xumepronunure, nomydyasamy EHOpun e mo-BepostHO
Aa ce HaOmonaBa XWIOTOHMS, AKO NANHEHTHTe Ca ¢ XUIIOBONEMES B
PE3yNTaT Ha JuypeTHdHa Tepanusd, OrpaHHYaBallia CONTA [HeTa, NHUann3a,
JPApHs WK MOBPBIIaHE.

CuMnTomMaTHyHa XHIIOTOHHS ¢ HabIIOJABAHA TIPH NALHEHTH Che ChpAedHa
HEJIOCTAaTEYHOCT ¢ Uik 0e3 6s6peyna nHcybmiwenuuallo-BeposTHO € T4 Aa
Ce MpOsABK NpH HAal[eHTH C O-TeXXKa CTETIeH Ha ChPASIH HEJOCTATHYHOCT,
KaKT0 ¥ fAa Opge o0ycloBeHa OT IIO-BHCOKHM JIO3H JAYpETHUM,
XUNOHAaTpHeMHs HIM (yHKOHOHamHO GuOpeuno yspexpanellpn Takua
HallMEHTH Tepanuara TPsAOBa na 3amOYHE NOL JEKAapCKH KOHTPON H TOi
Tps10Ba [ia € 0co6eHO NpPENM3eH IPY KAKBATO U /2 & NPOMAHA Ha JO3UPOBKATA
Ha Emnopun w  /mnw/ muyperwka. ChIOWTEe H3WCKBAHMS BakaT ¥ 34
HallUCHTHTe C HCXeMHUYHA OollecT Ha CBPIETO MIM MO3BYHO-CHIOBO
3a00ssIBaHe, TPH KOMTO EJHO IpPeKOMEPHO MOHMXABAaHE HA KPBBHOTO
HansraHe Moxe fa Gble NPUYMHA 32 MUOKAPNEH HH(APKT HIM MO3BIHO-
CBIOB MHITHIEHT. .
AKO IIpH NI2IIHEeHTa HaCTHIIH XUIOTOHMS, TOH TpaOBa Jja JIerHe 1o rpjsﬁ'cu_'r’x' S,
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KOHTPaHHIUKALMs 33 II0-HaTaThIIHO IPHIOXKEHHe Ha eHaANampuNi 1 TO MOXe
Ja TpOABIDKM 03 3aTpy[dHEH¥S IpM BB3CTAHOBEH 00€M M CBHOTBETHO
JTOBUIIEHO B JKENaHY IPaHUIIH HaJlArage.

Ipy HIKOM TIAIMEHTH CBC CHPJEYHA HeZOCTaTHUHOCT, KOMTO HMaT HOPMAJHO
HJIA HECKO KPBBHO HalArase, MOXKE J1a HACTHIM JOMBIHUTEIHO ITIOHMKaBaHe
Ha KpBHBHOTO MM Haldrage mpu yrnorpebara Ha Emmpun. Tosu edexr e
OYaKBaH 1 OOMKHOBEHO He CTaBa HPHYHHA 32 [IPeKbCBaHe Ha IeYeHUeTo. AKO
XUIOTOHMATa CTaHe CHMIOTOMATH4HA, MOXe Ja C& HallOXH peaylmpaHe Ha
o3aTa ¥ /Uiy CHHMpaHe Ha guypertdka/ w /unw/ Ernpuia.

Yepexnane Ha 0p0peynara dyvHKNUA

Ipy HAKOW TALEEHTH CiIef 3anouBaHe Ha Tepamnds ¢ ACE - HEXUOUTOPH, BKIL
H GHAIApWI, XUIIOTOHMATA MOXe Ja FAOBefe [0 I0-HATaThIIHO BIOINaBaHe
Ha 00peunaTa GyuKkuus. B TakuBa cIydail ce choOIlaBa ¥ 32 HACTBIIBaHE Ha
ocTpa OBOpedHa HEOCTATHYHOCT, OOMKHOBEHHO obparuma. IIpy IangeHTH ¢
OBOpeuHa HeIOCTATBYHOCT MOXKE Jla Ce HallOKH peiylupaHe Ha Jo3aTa 1
/wnw/ HaMansgBaHe YecToTaTa Ha IpunoxeHue Ha EHIpum.

Ipy HSKOM IAIMEHTH C ABYCTPaHHA CTeHo3a Ha OBOpeuHHTe apTepHH HIM
CTEHO3a Ha apTepysTa Ha eqUHCTBEH OBOpeK € OMIIo OTOeNs3aHO OBHIIaBaHe
Ha KpBBHATA ypesi ¥ CEepyMHHS KpeaTHHMH, KOTato EHOpHN ce IpHaara
e[HOBPEMEHHO C JUypeTHK. B Takupa ciyya MOXe Ja C€ HaIlOXH
pelylMpane Ha jo3aTa W /Mm/ IIpeKbCBaHe Ha JUYPETHKA, PECHEKTHBHO
eHaJlalpuIa.

CBpbLXUVBCTBATEJHOCT/aHTHOHEBPOTHYEH _OTOK. 32 HacThllBahie Ha
aHTUOHEBPOTHYESH OTOK, OOXBalall IHUETO, KpaHHMIIUTE, YCTHHTE, e3HKa,
TTHOTHCA, ¥ /Il/ JapyHKCa NpH nanwenTH, Jekysanyu ¢ ACE - HHXHOUTOPH,
BKIIOYATENIHO SHATANPHI Majear, uMa Manko cpolmeHus. B rTosu ciydai
Ennpu TpsGBa fa 0bie CUpAH He3a0aBHO W MANUEHTHT Ja ObIe MOMIOXEH
na HaboeHye MO IIBIYHO M34e3BaHe Ha CHMIITOMYTE XIpeIy H3IMCBageTo. B
TEe3W ClydaH, KOTaTo0 OTOKBT CE € OTpaHMYMI caMO B 00JacTTa Ha JIUIETO H
YCTHHTE, CHCTOSHHETO OGMKHOBEHHO ce BE3CTaHOBsjBa Oe3 IeUeHHMe, Makap,
Yye aHTUXMCTAMHUHOBHTE IperapaTH MoraT Ja CIIOMOTHAT 3a IpeMaxBaHe Ha
CHMIITOMUTE.

AHTVOHEBPOTHYHMAT OTOK, 3acArany ofIactra Ha JapuHKCa, MOMKEsTa 6:5)13

(baTaJIeH Korato ca BeBIeUEHU €3MKa, IJIIOTHCA H JIapKHKca 8 B’BBMOH{HG ,D',a

HACTBIX OCTpa OOCTPYKIMs Ha JuXaTelHuTe WHTHUIR H B ;TaKHBa; cﬂyqan;;;

Tps6Ba He3a0aBHO Ja ce IpeAnpHeMar NOIXOIAII MepKH - "HanpHMEp

nproxkenye Ha 1:1000 pastBop Ha agpenanuH (0,3 ml go 0, 5 ml) 110)::1(0}1(1{0 i
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INanpenTy ¢ apamMHesa 3a aBTMOHEBPOTHYECH OTOK, HECBBP3aH C IPUIOXKECHHE
Ha ACE - umxuburopu Morar Ja OpmaT ¢ IOBHIINEH DPHCK 33 Pa3BUTHE Ha
anrmoenieM Ipu yrnotpeda Ha ACE — uHxuOuTOpH, BKIL. SHAAPHIL.

IlanHeHTH Ha XeMOIHAIH3A

AnaQUIaKTONTHY peakiuy ca HabilonaBaHy IpH NMaUeHTH, TIOMIOKEHH Ha
auaiiza ¢ high-flux memOpanun m nexyBanm cpllieBpemenHo ¢ ACE —
WHXUOUTOPH, BKIL. CHATAIPHIL.

Ilpy Te3u manueHTH 0 TpsAOBano Ia ce 00CHIY M3MON3YBAHETO HA JPYT BHL “
JMUaN3HY MeMOpaHy MU JIPYT KIIac aHTUXUNEePTEH3UBHU CPeCTBa.

Kamanua

IIpu ynorpe6a Ha ACE - nBXuONTOPY € BB3MOXKHA 0SB4 Ha KalllKila, KOATO
OOHMKHOBEHO € HEIPOAYKTMBHA, [OCTOSHHA U H3Y€3Ba Cle)( CIHpaHe Ha
Tepammsra. Karmmnara npeaassukana or ACE - maxuburop TpsaOBa na ce
M2 TpeABUA UpH audepeHupmanHara nparHosa. He Moxe pga 6bre
H3KII0UEeHA [T0SBaTa Ha KallIuna 1 NpH yroTpeda Ha eyarnanpHil.

Xupypras/anecresus

I[Tpu marweHTy, MOI0XKEHH Ha TolAMa XUpYpruvecka MHTEPBEHLIHA HIH IPH
M3IOJI3yBaHe Ha aHeCTETUIH, IPESIU3BHKBAIIH XUIIOTe 3 s, EHNpui O1okupa
obpasyBamero Ha adrmoTeH3uH II, 0O0ycIOBeHO OT KOMIIEHCATOPHOTO
ocBoOOXKIaBaHe Ha PeHHH. AKO HACTBIM CBCTOSHME Ha XMIIOTOHHA H ce
IpHeMe, Ye TOBa € pe3ylTaT Ha Bede ONMCAHUA MEXaHW3bM, TO MOXe Ja ce
KOpHTHpa 4Ype3 B3CTAHOBABaHE Ha ofeMa.

4.5.JlekapcTBeHd W APYrH B3aUMOAECTBHSA

ITprnoxenueTo Ha EHNPUII eHOBPEMEHHO C JAPYIH IPORYKTH, IIOHMKABAIH
apTEpHATHOTO HAISATaHe, 3aCHIIBA AHTHXUIePTEH3MBHASL S(EKT.
KIUHpYHUAT OIHT OT €HHOBpEMEHHO IpHIOKEHHEe Ha eHalalpul X
GetaampenepruyHy OJOKepy, METUIZONA, HUTPATH, KANIIHEBH aHTArOHUCTH,
NPAa303UH ¥ AATOKCHH He TI0Ka3Ba JAHHM 32 3HAYHMU CTPaHUIHE Qe TH.
Ilpu 3aMecTBaHe Ha B-GlokepH C eHajanpwi, Ao3aTa Ha [(-Omokepa ce
HaMallsBa MIOCTEeH o cnel Bkimousase Ha ACE naxuburopa.

TIpH HMalMEHTH C YBpPEOLHA
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Op0peuna GyHKIWS, MOXe Ja JOBEAE 0 SHAUYNTENHO IOBKIIABAHE Ha KAyl
B cepyMa.

AKo ce Hamara ycnopeaHo ¢ EHIPHI fa ce Hpuiarar NHTHEBH COJH, HEBOTO
Ha NUTHS B [Ia3MaTa TpAOBa /1a ce IpoCieA1Ba BHUMATEIHO.

Ilpy  emHOBpeMeHHO TWpmiarage ¢ LHTOCTATHIM H HMYHOCYIPECODH,
KOPTHKOCTEPOHAH, TPOKAWMHAMHJ CHINECTBYBa IOBHMIUEH pHCK  OT
JEBKOTICHHS.

HIIBC ¥ cuMuaToMuMETHITE MOTAT 3 HaMAIAT aHTHXATIEPTHHIHBHMS e(eKT
na ACE-unxuburopnte. Bp3MOXHO € BIOWABAaHE Ha OBOpearHaTa QymKius
IpH DaliAeHT: ¢ 660peuHN yBpeXKIaHU W SIHOBpEMEHHO NeKyrany ¢ HIIBC
H SHaJATIPHIL.

Ilpn enmoBpeMeHHO NpHIAraHe ¢ WHCYJAWH M OpaNHH aHTHIWAGETHYHH
CPECTBa € BH3MOKHO HaOMOJaBaHe Ha IPEX0fHA XHITOTTHKEMUSL.
AJIKOXOITBT YCHIIBA AEHCTBUETO HA SHANANPHIA.

4.6. bpemenHOCT 1 KbpMeHe
Ynorpebara Ha Exupmi o BpeMe Ha GpeMeHHOCT He ce npenopbusa. Korato
OpemenHOCTTa ce ycraHoBu Ennpun Tpsdsa na GBJe CHPSIH KONKOTO MOXKE
10-0BP30, OCBEH aKO HE Ce IPHEME, Ue TOH € OT KUSHEHOBAXKHO 3HAYCHHE 32
OpeMeHHaTa KeHa.

ACE - unxu6utopute MOTaT fa NIPHYHHSBAT PasifdHA YBPEXKIAHHS H JOPH
CMEPT Ha IIOJa ¥ HOBOPOZEHOTO, aKO C€ IIpHIarat IpH OpeMEeHEY XeHHU BbB
BTOpHS W TPETHUSA TPEMECTHD Ha OpeMeHHOCTTa . Ynoipebara ma ACE -
HEXUOWTOPH IO BpPEME HA TO3M IEPHOX B IIOBEYETO CHYydYail BOMH IO
yBpeXkaaHe Ha Qeryca, peCHeKTMBHO HOBOPOAEHOTO,  BKAHOUBALI
XUIOTOHMA, ObOpevHa HENOCTAaTHUHOCT, XHIEPKAIMeMHS W/UIH uepenHa
XEIonnasusd Ha posopomeHoro. IIpm malikata MoXe Ha ce HabmronaBa
OJIMTOXHIPaMHHOH, Hai-BEpPOATHO KaTo pe3yNTaT OT HamalieHa OnOpedna
QYHKIOMS ¥ KaTo IOCHEIMNA Ja Ce PasBUAT KOHTPAKTYpH Ha KpaiiHmnuTe,
JuHeBo-yepenHu JAeopManuyM M XWIOINIa3hs Ha Oemure jgpobose y
HOBOPOAEHOTO. AXO ce HAIOXKH Ja ce NMpuiroxu Eunpun OnAermnara Maiika
TpsiOBa Aa 6pe HH(pOPMEIpPaHa OTHOCHO IOTEHIMATHHII PHCK 33 IUIOA.
Iomobxu TepaTorewnn edexkTH BBPXy eMOpHOHa u (eTyca BepoATHO ca
pesynTat oT uHTpaytTepuHHa excriosurus Ha ACE - HHxuOHTOp B paMKuTe Ha
I'BPBHS TPEMECTED Ha OpeMEHHOCTTA. (B2_f
B penxute ciywadi, xorato mnpunaraneto Ha ACE - HHXI/IGf
eHalanpuil/ I0 BpeMe Ha OPeMEeHHOCT ce CIuTa 32 KpaiiHo HaJIeﬁcr TE
HEOOXOMHUMHY IIePHOINWYHU YITPa3sBYKOBH IIpernefd. AKo e
HaNy4IHe Ha OJHMIOXHIAPAMHUOH, Ennpun TpsabBa ma O0whe CHp}II—I V,Bez;Hara
OCBEH 4K0 HE Ce CUUTa )KUBOTOCHIACIBAII 3a MakKaTa. HanI/Ie111T15c1;3[1~e§p1~ﬁ*h




Inbiotech Ltd Enpril tablets 20 mg
Bulgaria
7/10

TEXHHTE JIeKapy TpsOBa Ja 3HALT ofade, Ue ONHMIOXKAPAMEHOH MOYE Ia ce
LOsBH eiBa CIIEA KaTO (PETYCHT & NPETHPIIAN HeoGPaTHMO YBpEKIaKe.
Hosopogenure, uqumifto Malixu ca npueMany Emnpun Tpsa6sa MuOro
BHUMATENHO ka ObJaT HaOMONABaHN 32 pasBHTHE HA XUINOTEH3HUs, ONUTYpHS
Wi XurepKaneMus. BHIpru, koHTo IpemynaBa ipes mianenTara, Mosxe Iia ce
OTCTpaHiBa OT KPHBOOODAIIEHMETO Ha HOBOPOAEHOTO Hpe3 IepUTOHeanHa
Auanusa ¢ No0Bp KIMHEYEH e(deKT, a TEOPEeTHIHO MOXe Na ce OTCTPaHA M
9pe3 00EMHO KPBBOIPEIHBAHE.

Enanmanpun u ewmamanpumar ce CeKpeTHpaT B MabYMHOTO MISKO B
HESHaUHTENHN KonuyecTa. Ao EHNpun ce mpunara mpr KspMayxy, To ToBa
Tpsi6Ba Ja cTaBa ¢ 0c06eHO BHUMAHKE.

4.7 Edpexrn BHpXy cnocofHocTTa 32 modHpaHe ¥ pabora ¢ MaIMHH.
Hsama mannm 3a HeGnaronpusren edeKT BepXy CIIOCOOHOCTTA 32 wodupane 1
paloTa ¢ MamBaY.

4.8.Hesxes1aHH JieKapcTBeHH peakuun,

Ennpun noxazea nobpa obma momocumocT. B mo-ronsMmara cu JacT
HEXENMAHNTE PEaKUMA Ca JIeKH M NIPEXONHHM II0 XapakTep M HE W3MCKBAT
IIPEKPATIBAHE Ha TepaIuITa.

B53M0XHO € fa ce HaGIONaBAT CleAHATe HEXEeIaHHy PEaKIye, KOUTO MaKap
¥ B PENIKM Clly4ait ca HaGMoJaBany pH NEYeHHE ¢ eHATATIPHIL riaBofoinue,
YMOpa,aCTCHHUs, XUIOTOHMA, CHHKOI, rafeHe, JUWapus, MyCKyIHH Kpamil,
00pUB, KaIInuIa.

B M3KIIOUMTENHO PeNKH CITydan ce HabMIoHABAT 0BOpeuHa TUChYHKIHA M
6BOpedHa HEHOCTATBYHOCT W onurypus. Paako ce cpobmasa 3a
@HIMOHEBPOTHYEH OTOK, OOXBAIAIN NHUIETO, KpalHHUIITE, YCTHUTE, €3WKa,
IJIOTHCA, TapUHKCA.

ITyGnuxypany ca eqMHITHY CHOBLIEHNAS 32 CIEIHHTE HEXKEIaH peaKiuy mpu
JEYCHHE C SHAJIATIPHIL:

= CHPSYHO CBOBA CHCTeMa - GOJIKa B TPBIAHHS KOLI, DHTEMHH HapyILIEHNH,
CTCHOKap/ud, HH(pApKT Ha MHOKApJla ¥ MOSBYHO CHIOBH HEHIMICHTH, Haii-
BEPOATHO BCICACTBHE HA TEXKA XHITOTOHHUS NPH NANHEHTH ¢ BECOK PUCK;

-TaCTpO-MHTECTUHANHA CHCTeMa - KOPeMHM OOJIKH, IOBDBIIaHEe,
KOHCTHIALWS, CTOMATHTH, IWCHEINCHs, XelIaTHT, MaHKPEeaTHT, AHQPERG
WIeyc; Y

- HEPBHA CHCTEMA ~HEPBHOCT, JeNPECcs, 06BpKaHOCT, napacq?esnz,ﬁﬁ_
-IMXarenHa CHCTeMa - OpOHXOCTa3bM, acTMa, JIHCIIHes, 3
HHOUITPATH; :

o %%’ﬁ‘iu
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- APYIH: IMIIOTEHTHOCT, IIPOMsAHA Ha BKyca, INIOCKT, 3aMBIVIEHO BIDKIAHE
Cpobmasa ce 32: XHIEPKAIIEMHAS, XHIIOHATPHEMHUSA, TOHIDKEH XEMOMIOGHE 173
XEMATOKPHT, TPOMOOLMTONEHNS, HEYTPOIIEH S, ArPaHyJIOLHTO3A.

4.9, Ilpenosupane.

Haii-BasxauTe CHMITOME CBBP3aHH ¢ IPEO3MPAHE Ca : U3Pa3eHa XHIIOTOHMS,
3amno4Balia OKono 6 Yaca clel HpHIaraHe Ha HpPOIYKTa, IPHAPYKEHa ¢
GroKaja Ha PEHHH-AHIHOTEH3UHOBATA CHCTEMA U CTyIIOp.

ViMa crpoOiieHde 3a CTO [0 J1BecTa BTH IIO-BHCOKH CEpPYMHH HHBa
CHAJIAlpUIAT Ciey| npuemane Ha 300 mg, pecniekTupHo 440 mg eHamanp, B
CpaBHEHME ¢ OOHYANHO HAONIONABAHNUTE CIE) TEePANEBTIYHO JI03UpaHe.

Ilpu mpemosupane ce mpemopbuba HHTPaBEHO3Ha HHPYSHI C WIOTOHWYUECH
(QHU3MONOTHYEH DAsTBOP. AKO IOrNBIIAHETO Ha openapara € CTaHauo
HacKopo, € HeoOXONUMO Jja ce Npenu3BHKA noBpreiare. Eumipun mMoxe na
0bZie 0TCTpaHeH 0T KPBBOOGPAILIEHHETO 1 4pe3 XeMOAMATM34.

5. @apMakoJIOrHIHE JAHHH

5.1. @apMakoqHHAMHYHM CBOICTBA
EHIpUN e aBTHXHUNEPTEeH3MBeH Hpenapar ot IpynaTa Ha HHXHOHTOpHTE Ha
QHI'MOTCH3HH-KOHBEPTHPAIMA  €H3UMM, KOHTO OCBINECTBIBA  SHIUMHO
[IPpEBPBRINAHEe HA HEAKTHBHHS aHTHOTEHsSHH | B  anruoremsun 1L
VnxnbrpaHeTo Ha eH3UMAa BOJH N0 HAMAABAHE HA ILIA3MEHs aHI'MOTEeH3HUH
II, xOiTO € CHeH Ba3sOKOHCTPUKTOP K CTHMYJIATOp Ha alJ0CTePOHOBATA
cexpenms. Ilpum mepopanso mpuwroxkemne FEHmpun mormeka PEHUH-
AHIHOTCH3NH-AIIOCTEPOHOBATA CHCTEMA, KOeTO 0OycnaBs OarolpusTHIS
epeKT TpH  aprepmanHaTa  XMNIEPTOHMS M 3aCTOHA ChpAedHa
HEOCTaTHIHOCT. CHezl efHOKpATEH NpHeM IeHCTBHETO My HaCTBIBA Olle Ha
BTOpHA Hac M e HOABPIKa B IPOABIDKEeHHe Ha 24 daca. Hamanssa npex u
CIIEA HATOBAPBAHETO HA CHPIETO, CHPAEYHATA IOMIIA CTaBa IIO-e(hHKacHa,
CBpIeUHMA N€OHT Ce YBeNMYaBa M Ce HAMANABA CHPAEYHATA YECTOTA.
Iomobpssa ycToltynBocTTa KBM (hHE3HIECKO HaTOBApBaHEe M e)XKeHHEeBHATa
aKTHBHOCT Ha OonHuTe,

Exnpuil, npunoxes KaTo MOHOTepanus, ¢ euKacen IPY BCUYKH CTANHH HA
aprepuaiina xunepronwsi. [Ipn HeoGxoMMOCT € BE3MOXHA KOMGHHAIIHA ©
IUYPETHLH Wi ¢ OeTabliokepw.
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5.2. ®apMaKOKHHETHYHM CBOIiCcTBa

Pe3opbrma 1 6n0TpaschopMays - cliell IEPOPaiHO IPHIIoKEHNE eHaKalpHI
Manear ce pezopbupa Owp3o. Ciuen pesopOuusara ce meecTepuduuupa B
yepHus Apod 40 eHalalpHiAaT.

TIpu opansO HpuUNOXEHHe Ha 3[ApaBH NOOpPOBONIM MaKCHMAallHa IIa3MeHa
KOHIICHTpallis Ha aKTHUBHHA MeTabONHT eHalanpuiar ce JocTura 3-4 yaca
CIIeZ| IpHeMaHeTO Ha eHalallpyia ¥ ce J0Ka3Ba B UepHus npob ciren 72 no 96
qaca. MakcUMamHUTEe CepyMHH KOHIISHTPANMY Ha eHAIAIIPHI H eHANapHiIaT
ca cpoTBeTHO 0K010 40-50 1 30-40 mg/L ciex eanokparen mpuem Ha 10 mg
SHaJlaNpuii OT 3[paBH HOOPOBOIUM H OT IMAlWeHTH C XHIIEPTOHIL.
MaxkcuManHuTe cepyMHY KOHIIEHTpPALY HAPACTBAT JIMHEHHO ¢ NOBHIIABAHE
Ji03aTa Ha enananpumia, 1okato AUC He ce npoMeHs JMHEHHO.

Enuvunupane

Crnex opanso npunoxenre Ha 10 g emananpui Ha 3apasm xopa, 33% or
Jlo3ata ce HM3mbIBa 4pe3 ¢examuure (6% Karo eHamampun u 27% Kato
eHananpmiar) u 61% upez ypumara (18% xaro ewamanpun uw 43% xarto
eHananpunar). Exckpellus Ha eHajanpuiar upes XIbukara € HabmomasaHa
IIpH Ky4eTa U IUIbXO0BE, HO He € AoKa3aHa IpH Xopa. [JIaBHOTO eTHMHHHPAHE
ce OCBIIECTRABA upe3 OpOpenuTe.

e

5.3. llpeaxkanHu4HE JAHUM 32 0€301aCHOCT.

L.Ds 3a eHanmanpui per 08 Ipy MHUIIKA 4 IIbx0Be e 2000 mg/kg
Kanneporegsoct

HzcaenpanuaTa BHPXY MUIIKHM H IDIBXOBE B IPONbnKeHHe HA 96 u 106
CeIMUIIM He TI0Ka3BaT JaHHH 3a KaHIleporeHeH eeKT Ha nperapara.
MyTareHHocT '

HscrenBanmsaTa Ha Iipenapara ¢ TectoBe Ha EiiMc, cecTpuHCKH XpoMaTHIeH
obmeH 1 E-coli He MOKa3BaT JaHHU 3a MyTareHeH e(exT.

6. @apManeBTHIHN JAHHH
6.1. CmachK HA MOMOUIHETE BEIeCTBA U TEXHHTE KOJNYecTBA B

mg/TadieTka
Lactose monchydrate 88.3
Wheat starch 67.0
Silica colloidal anhydrous 0,5
Talc _ 5,0
Magnesium stearate 1,2

Gelatin 3,0
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6.2. PH3NKO-XUMUYECKH HECBBMECTHMOCTH - HE C4 N3BECTHI.

6.3.Cpoxk na rogHocr.
3 (TpH) rogMHy OT AaTaTa Ha TIPOH3BOACTRO.

6.4.Cnenuanau ycjaosus 3a chXpaHeHuWe - 12 He ce W3iara Ha psKa
ClBHIeBa cBeTnuHA. Ilpemoppusa ce chxpamenme Ha TEMHO MsCTO, mpH
TemIeparypa oz 25°C.

6.5./lannu 3a onakoBKaTa.

ITo 20 mwm 50 Gpos TabNeTKH ce NOCTABAT B THMHM CTHKICHH GaHKH C
BMecTHMOCT 5 ml 1 12 ml ¢ nonueTHNeHOBH KamadKky. Etuxernpanure Ganxm,
3aCIHO C JHCTOBKA 34 IAIMGHTA Ce IOCTaBAT B CrbBaeMa KyTHS OT
€IHOCTPaHHO MUTMEHTHPaH KAPTOH.

6.6 Ilpenopbku nipu yrorpe6a

Ynotpebssa ce mo nexapcko npeamucanme!

& He ce npmnara upu gena!

Tlpu GpemeHnY JXeHH I KbPMaYKH Ha ce HpHilara Mo KH3HEHH ToKasanms!

7. Me ¥ afipec Ha TIPUTERATENS BA Pa3peNIeHHeTo 3a ynorpeba
“MHBUOTEX” - OO/, Brarapus, Codrs 1000, ya. Tpuazuna No 5, BX. A
Tei.:987-95-37; daxc:988-04-57

8. lata Ha mepBO paspemapane 3a YHOTPEDA..covtrrecnsrscanarsenes




