
3BImEH H3BEmTA.  3A OcoBHHHTE IIA JIEKOT

1.       HME IIA JIEKOT

KOHKop KOP 2.5 mg ¢11" o6JloxeHH Ta6jle"
KOHKop KOP 5 mg dyrmM o6Jloxem Ta6Tle"

2.       KBAJIHTATHBEH II KBAHTHTATHBEH COCTAB

KOHKop KOP 2.5mg:                                        CeKoja Ta6jleTa coz|pxH 2.5mg 6HcoHpojloTI ¢yMapaT
KOHKop KOP5mg:                                              CeKoj a Ta6TleTa coHpxl4 5mg 6HcorlpoJloJl dyyMapaT

3a I|e]IocHa JIIICTa Ha eKcl|HH14eHCH BIIHH HeJI  6.1.

3.       ®APMAI|EBTCKA ®OPMA

®HjlM o6jloxeHH Ta6JleT14.

KOHKop KOP 2.5mg:

KOHKop KOP 5mg:

Be+in cpl]eBH;|HH dyHJIM o6JloxeHH Ta6+Ie" co nozieJ16eHa
""ja Ha j|BeTe cTpaHH
XojlTeHIIKaBo 6eJ", cpl|eBHHH14, dyllJIM o6JloxeHH Ta6Jle"
co IIoz|ejl6eHa TIHHHja Ha HBeTe cTpaHH

Ta6jleTlrre co pa3HejlHa  j"HIIja Moxe Ha 6HHaT rlor|ejleHH Ha ;|Be e[[HaKBH ;|o3H.

4.      KjllnlllllKII oCoEEHoCTH

4.1       TepalleBTCKII IIqullKaullll

TpeTMaH Ha cTa6HjlHa xpoHHtlHa cpi|eBa cJla6ocT co peHyl|14PaHa JleBo BeHxpHKyJlapHa cHCTOJIHa

dyyHKi|IIj a 3aez|Ho co ARE HHxl46HTopH, HnypeTHI|H 11 eBeHTyajlHo Rap;|14oTOHIIqHH rjll4Ko3HHH (3a
;|oHOTIHIITeTIHH IIHdyopMal|HH BHHH ;|eJI  5.1 ).

4.2          Ho3I]paHe H Hatll[H Ha ynoTpe6a

CTaHI|apHeH  TpeTMaH  Ha  xpoHIIqHa  cpl|eBa  ctla6ocT  coApxH  ARE  HHXH6HTop  (IIj"  6jloKaTop  Ha
aHrl4oTeH3HHCKHOT peliellTop Bo cjlyHaj  Ha HeTojlepaHi|Hja   KOH AKE HHxll6HTopH), 6eTa-6jloKaTopl4,

z|IrypeTHi|H H ;|oKo]IKy e cOOHBeTHO KapHHOTOHHqH14 rjlHK0314;|H.
Haul]eH"Te Tpe6a j|a 6IIHaT cTa6rmHH (6e3 aKyTHa cpueBa cJla6ocT) npl4 3anotlHyBaH,e Ha TpeTMaHOT
co 6HconpoJloJI.

ce rlpellopatryBa jleKapoT Ha HMa   HCKycTBO 80 TpeTMaH Ha xpOHHHHa cpl|eBa cjla6OcT.

3a  BpeMe  Ha  T14Tpal|IIOHHOT  nepHOH  HJ"  IioToa,  Moxe  fla  ce  cjly"  KpaTKOTpajHo  BTlomyBalbe  Ha
cpl|eBaTa cJTa6ocT, xrmoTeH3IIj a H]" 6pa;|HKap;|Hja.

Ho314paH>e

®a3a na mumpupctf oe

TpeTMaHOT Ha cTa614j]Ha xpoHHUHa cpl|eBa cj]a6ocT co 6Hconpojioji



3BIIPEH 113BEmTA]  3A OCOBIIHHTE IIA jlEKOT

TpeTMaHOT co 6HcolTpojlojl Tpe6a qa ce 3alloqHe co rlocTelleHo 3roJleMyBalbe CIIopez| cTle;|HHBe
HeKOPII:

•       1.25 mg ej]Halll flHeBHO BO TeK Ha e;|Ha He;|eJla, aKo ce rloz|HecyBa Ho6po ce 3rojleMyBa Ha
•      2.5 mg e;|Halll AHeBHO BO TeK Ha cIlenHaTa HeqeJla, aKo ce Ho;|HecyBa Ho6po ce 3roJleMyBa Ha
•      3.75 mg enHalll AHeBHO BO TeK Ha cjlenHaTa HeHeTla, aKo ce rloz|HecyBa ;|o6po ce 3ro]IeMyBa Ha
•      5 mg e;|Ham j]HeBHO BO TeK Ha cjlez|HHTe qe"pH Her[eJ", aKo ce lloz|HecyBa z|o6po

Ce3roTleMyBa Ha
•      7.5 mg eHHam ;|HeBHO BO TeK Ha cjleA"Te Tle"pH HeneJ", aKo ce nonHecyBa ;|o6po

ce3roTleMyBa Ha
•      lo mg enHam AHeBHO KaKO Tepa"ja Ha oHpxyBalbe.

MaKCHMaJIHa rlpellopaqaHa ;|o3a e  10 mg, eHHam AHeBHO.

3a  BpeMe  Ha  THTpal|HOHaTa  dya3a  ce  Hperlopa`IyBa  peHOBHo  cJleHelbe  Ha  BHTa]IHHTe  3Hal|H  (cpl|eBa

pa6oTa, KPBeH HPH"coK) H cHMIITOMHTe Ha BjlomyBalbe Ha CPI|eBaTa CJla6ocT. CIIMIITOMIITe Moxe Ha
ce IIojaBaT yillTe npBHOT ;|eH no 3anoqllyBalbe co Tepal"jaTa.

Mobud)uraqujaHampem]vianom

HOKojlKy  MaKCHMaJIHaTa  IIpellopatlaHa Ho3a   He  ce  TOJlepHpa   ;|06Po,  Moxe  z|a ce  3eMe  Bo  npe;|BIIz|
IIoCTeHeHo HaMaJlyBaH]e Ha z|o3aTa.

Bo  cnyqaj  Ha  xpaTKOTpajHo  BrlolilyBaH,e  Ha  cpl|eBaTa  c]Ia6ocT,  xHHOTeH3Hja  IIj"  6pa;|HKap;|Hja,  ce
npellopallyBa  npeHCHlnyBalbe  Ha  j|o3aTa  Ha  npHz|pyxHaTa  TepanHja.   Moxe  zia  6HAe  HeoHxoAHa
IIPHBpeMeHa HaManyBalbe Ha ;|03aTa Hj" Ha ce 3eMe 80 06314p HpeKHnyBarbe Ha TpeTMaHOT.
IIOBTopHo  BOBeHyBafoe  H/rmH TIITpalbe  co  6IIconpoJloJI  CeKoram Tpe6a ;|a ce 3eMe  Bo  IIpeABHA  Kora
rlauHeHTOT ke cTaHe noBTopHo cTa6IIJleH.

J|oKOJIKy  ce  paerJleHyBa  rlpeKIIHyBalbe  Ha TpeTMaHOT,  ce  npeHopailyBa  HocTeHeHo  HaMaTlyBalbe    Ha
;|o3aTa,  6IIHejkH  HarJloTo  rlpeKHHyBalbe  Moxe  Aa  HOBeHe  Ho  aKyTHo  BJloillyBalbe  Ha  cocToj6aTa  Ha
Hal|HeHTOT.

TpeTMaHOT Ha cTa6HjlHa xpoHHqHa cPI|eBa cJla6ocT co 6HcoHpojlojl BorJlaBHo e z|ojlroTpaeH TpeTMaH.

Haquenmu co 6y6peuna uJiu xenamaJina uney¢uquenyoy a
He  nocTojaT  HHq)OpMauHH  3a  a)apMaKOKIIHe"KaTa  Ha  6HconpojlojloT  Kaj   IIal|HeH"  cO  xpOHHqHa
cpl|eBa cJla6ocT H co HapymeHa dyyHKI]Hja Ha I|pHHOT j]po6 rmH 6y6pe3HTe. 3aToa Kaj oBaa nollyTlal|Hja
IIPH 3roJleMyBalbe Ha Ho3aTa rloTpe6Ho e z|onojlHHTeJIHo BHHMaHHe.

IIocmapu naqueumu
He e noTpe6Ho Hpunaro;|yBalbe Ha zio3aTa.

Heaya
HeMa neAHjaTPHCKo HCKycTBo co 6HconpoJloJI,  nopaAII  inTo He ce lipellopallyBa HeroBa ynoTpe6a Kaj
Hella.

Haql4H Ha vrloToe6a

BHcolipojloJI Ta6TleTHTe Tpe6a ;|a ce 3eMaT HayTpo H Mo)KaT A
co TeHHocT H He Tpe6a fla ce I]BaKaaT.

e6a fla ce rojiTHaT
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3BIIPEH H3BEmTA-  3A ocoBIIHHTE IIA jlEKOT

4.3       KOHTpal]quHlcauHH

BIIconpoJlojl e KOHTpaHHHHI|HpaH IIpll xpoHHtlHa cpl]eBa cJla6ocTKaj  nal|14eH" co:

•      aKyTHa  cpl|eBa  cjla6oCT  IIJ"  3a  BpeMe  Ha  erlH3oHH  Ha  ;|eKOMneH314paHa  cpl|eBa  c]Ia6ocT,  3a  KOH  e
noTpe6Ha  i.v. HHOTponHa Tepa"ja

•      Kapj|HoreH moK
•      AV 6JloK ou BTop rmHTpeTCTelleH
•      sick sinuscHunpoM
•      cllHoaTPHa]IeH 6TloK

•      cHMIITOMaTCKa 6panHKap;IHja

•       cHMIITOMaTCKa xl4IIOTeH3Hja

•      TexoK o6J"K Ha 6poHxlljaTIHa acTMa
•      TexoK o6j"K Ha rlepHdyepHo apTepl4jaJIHo oKjly3HBHo 3a6oJlyBalbe llJ" Raynaud-oB CHHz|poM
•      HeTpe"PaH dyeoxpoMoul4TOM (BH;|Hj|eJ14.4)
•      MeTa6oIIHa al|Hj]o3a
•      Hpe[IycTBHTejlHocT Ha 6Hcollpojlo+I Hj" Ha Hpy" cocTojKH Ha npenapaTOT HaBeneHH BO HeTloT 6.1.

4.4. IIoce6HH npez|ynpenyBaHa 11 MepKII Ha IIpeTna3.IIIIBocT

TepaHHja Ha cTa6IIjlHa xpoHHtlHa cpi|eBa cJla6ocT co 6Hconpo]IOJI Mopa j|a ce 3anoHHe co noce6Ha

dya3a Ha "Tpal|Hj a.

IIoce6Ho Kaj IIal]14eH" co HcxeM14HHa cpl|eBa 6ojlecT npecTaHOKOT Ha Tepr"jaTa co 614coHpojloj] He
cMee Ha ce HarlpaBII HarJlo ocBeH aKo He e jacHo HaBez|eHo, 6Hz|ejK14 Toa Moxe ;|a Z|oBez|e Ho
IIPHBpeMeHo BJlolllyBaELe Ha cocToj6aTa  Ha cpl|eTo.

rlpH 3aHOHHyBall,e 11 IIpeKHH Ha TepanHjaTa co 6HconpoJloJI Heorlxoz|Ho e Pez|oBHo CJleHefoe Ha
cocToj6aTa Ha Hai|HeHTOT.

HeMa TepaneBTCKH HCKycTBa Ha TpeTMaH Ha cpl]eBa cTla6ocT co 6HconpoJloJI Kaj  rlal]HeH" co
CJleHHIIBe 3a6otlyBalba H cocToj 6H:

•      HHcyJ"H 3aBIIceH HHja6eTec Mejlmyc (Trm I)
•      CepHo3HO HapymeHa 6y6pexHa a)yHKI]Hja
•      CepHo3HO HapymeHa dyyHKUHja Ha up"oT ;|p06
•      pecTPHK"BHa KaprHOM14OIIa"ja
•      BpoAeHH cplie814 3a6ojlyBalba
•      xeMOuHHaMCKH 3HaqajHO opraHCKO BajlByjlapH0 3a6OnyBalbe

•       M14oKapHeH HHdyapKT Bo POK o;I 3  Meceull

BHcollpoJlojl Mopa ;|a ce ylloTpe6yBa co IIpeTna3T"BocT Iipll:

•      6poHxoclTa3aM (6poHXHjaTIHa acTMa, oncTpyRTHBHa 6ejlo;|po6Ha 6ojlecT)
•      ;|Hja6eTec Mej"ryc c oroTleMH dyjlyltryauH H Ha Bpe;|HOcTa Ha rT"K03a BO KPBTa; cHMliTOMH

Ha xHIIbr"KeMIIja Moxe Aa ce MacKHpaHH
•      cTporlTOcT
•      BO TeK Ha Tepal"ja Ha AHceH3H"3aul4ja. Ka

MOx`e /|aja 3I`OjleM14  HyBCT814TejlHOcTa KOH

peaKul4H. TpeTMaHco el"Hed)PHH  He ceKo
•      AV6JloKOHlipBCTelieH

-6jioKaTopH, 6HconpoT]oji

Ta Ha aHadyHT]aK"tJK14

TepalieBTCKH  edyeKT.
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3EIIPEH H3BEmTA. 3A ocoBHHIITE IIA jlEKOT

•      Prinzmetal-oBa aH"Ha; 3a6ejlexa" Ce cJlytlaH Ha KopoHap" Ba3oclla3MH. H HOKpaj
BHcoKaTa 6e'ra  I  -ejlelcl`14BHocT, aHrllHa HallaHHTe He MoxaT ;|a 6IIqaT I|ejlocHo HcrmytleHH
Kora 6HcollpojloJI ce anMHHIICTpl4pa  Kaj IIal|HeH" Co Prinzmetal-oBa aHrHHa.

•      HepHdyepHa apTepHCKa olcny3HBHa 6oJlecT. MOxe ;|a ce cJlytm BTlomyBalbe Ha cHMnTOMHTe,

oco6eHo Kora ce 3al]oHlryBa Tepa"ja.
•      OIIIIITa aHecTe3Hja.

Kaj  IIal]HeH" KOH IIpllMaaT orllllTa aHecTe3IIja, 6eTa-6]IOKaTopllTe ro HaMaJlyBaaT pH3HKOT oH

apllTMHja     H     MHOKapHHa     HcxeMHja,     IIPH     BOBeH     80     aHecTe3Hja,     HHTy6al|Hja     H     80
nocTollepaTHBHHOT nepHor|.   Cliopeq  HajHOBHTe  IIpellopaKH,  TepanHjaTa co  6eTa-6jloKaTopH
He  Tpe6a  Ha  ce  IIpeKHlryBa  IIepllollepaTHBHo.  AHecTe3HojloroT  Mopa  Aa  6Hqe  HHdyopMHpaH

HeKa  nalilleHTOT  e   Ho;I  Tepa"ja  co  6eTa-6JloKaTopll,   6Hz|ejKH  Toa  Moxe  Ha  z|oBeHe  Ho
noTeHI|HjajlHH    HHTepaKI|I"    co    flpy"    jleKOBH,    6panHapl4TMHja,    ocTla6eHa    pedyjleKCHa
TaxHKaprHja   H   HaMajleHa   pedyjleKCHa   clloco6HocT   3a   KOMHeH3al|14ja   Ha   3ary6eHa   KPB.

J|oKojlKyce   cMeTa  ;|eKa   e   Heonxoj|eH   IIpeKHH   Ha  Tepa"jaTa  co   6eTa-6JloKaTopoT   HpeH
onepal|HjaTa, Tepal"jaTa Tpe6a  nocTeHeHo ;|a ce HaManyBa 14 HOToa  I|ejlocHo ;|a ce npeK14He
oTnprmHKa 48 qaca Hpe;I aHecTe3Hja.

o6HHHo He ce HpellopallyBa KOM6HHal|Hja  Ha 6Hcorlpojlojl co Kajll|nyM aHTaroHHCTIITe ou "rloT Ha
BepallaMIIil HT" ArmTIIa3eM, Co aHTHapllTMHi|IITe ou KjlacaTa IH co I|eHTpanHo HeJlyBatlKH
aHTHxlmepTeH3IIBH, 3a IIOBeke AeTaJ" Be MOJIHMe norJle;|HeTe ro HejloT 4.5.

HaKo Rap;|HocejleKT14BHHTe (6eTa  1 ) 6eTa-6JloKaTopH Moxe ;|a HMaaT HaMaJleH edyeKT   Ha
6eJloHpo6HaTa ¢yHKUHja ou HeceJleRTHBHHTe 6eTa-6JloKaTopH, KaKo cHTe 6eTa-6JloKaTopll, 14cTHTe
Tpe6a Ha ce H36erllyBaaT Kaj rlal|HeH" co o6cTpyRTHBHH 6oTlec" Ha HHmHHTe naTIImTa, ocBeH
;|oKo]IKy HeMa cllJIHH Icj"HHtlKH rlpHTIHHH 3a HHBHaTa ylloTpe6a. HOKOTIKy TaKBH IIPH"" IIoCTojaT
KOHKop KOP Moxe Ha ce KopHc" co oco6eHa  IIpeTIIaeJ"BocT. Kaj 6poHXHjaTIHa acTMa IIJ" Hpy"
xpoHIIqHH ollcTpyKTIIBHH 6ejloHpo6HH 3a6oJlyBalba, KOH MoxaT ;|a IIpez|H3BHKaaT cllMIITOMH,
HCTOBpeMeHo Tpe6a Aa ce ;[aHe H 6poHxo;|IIJlaTaTopHa Tepa"ja. IIOBpeMeHo, Kaj nal|HeH" co acTMa
Moxe Ha ce HojaBH 3rojleMyBalbe Ha Pe3HCTeHTHocTa Ha ;|IIIIIHHTe naTHmTa, IIopaflH IIITo Ao3aTa Ha
6eTa2-cT14MyJlaTopH Tpe6a ce 3rojleMH.

Hal|HeH" co IIcopltja3a HJ" co HCTopHja Ha HcopHja3a, 6eTa-6jloKaTopH (Ha Hp 6Hcol]po]Iojl) Tpe6a
;|a ce HaBaaT caMo co IIOBHHMaTejlHo ol]eHyBalbe Ha oHHocoT Kopl4cT/pll3IIK.

Kaj nal|HeH" co a)eoxpoM0uHTOM, 6HcollpoJloJI He cMee Ha ce aAMHH14cTpllpa ce ;|o HoCT14rllyBaH>e
Ha aJld)a-pel]eHTopcKa 6JloKaqa.

3a BpeMe Ha Tepal"ja co 6HCoHpojlo]I,MoxaT j|a 6HHaT MacKHpaHH cHMTITOM14Te Ha THpeoTOKcl4Ko3a.

4.5  Hi]TepaKulll] co qpyrll JleKOBII 114pyrll ¢opMII Ha IIHTepaKullja

KOM6HHauH14  KOH He ce nperlopallyBaaT

KajlHnyMOBH aHTaroHHc" oq THHOT Ha BepaHaMIITI 14 Bo IIOMaJia Mepa oH THrloT Ha z|14jlTHa3eM:
Hera"BHo BT"ja"e Ha KOHTpaKTHjlHocTa H aTpl4o-BeHTPHKyTlapHa cnpoBoq7"BocT. HHTpaBeHo3Ha
aqMHHHCTpauHja Ha BepallaMHJI Kaj  nauHeH" KOH ce IioH Tepa"ja Ha 6eTa-6JloKaTopH, Moxe zia
Ho86j|e Ho HarJlaceHa xHnoTeH3Hja H aTpl4oBeHTpl4KyjlapeH 6jloK.
AH"apl4TMHUH oA Iuaca I (Ha npHMep KHHHflHH, AHcor
npoTladyeHOH):  MoxHo e lioTeHI|Hpall,e Ha edyeKTOT Ha 8
CrlpoBoj]j"BoCT H 3rojieMyBathe Ha HeraTHBHHOT HHo
I|eHTpajiHo Aej]yBauKH aHT14xHnepTeH3HBHH jleKOBH

MeT14jlj]olia,  MOKcoHofll4H,  pHJIMeHHAHH):  KOM6HHHp

H,  dyeHHTOHH,  dyJieKaHHA,

Hum Ha Hero (Ha Iip.
Ho j]ejiyBai] K|i
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3BHPEH H3BEmTA]  3A OcoEHHHTE IIA jlEKOT

aHTHxllHepTeH3HBII Moxe Aa AOBeAe ;|o BjloillyBallie Ha cpl|eBaTa cTla6ocT 3apaHII HaMaJlyBalbe Ha
I]eHTpaJIHHOT cHMIIa"IIIur TOHyc (HaMajlyBalbe Ha cpl|eBaTa dypeKBeHlilqja H ejelcl|IIOHaTa dypaKI|Iqja,
Ba3OqlljlaTal]Iqja). HeHa;|ejHO HpeKIIHyBalbe, Oc06eHO Hpez| rlpeKHHyBalbe'ro Ha pr6jloKa;|aTa MOxe ;|a
ro 3roJleMH pH3IIIcor o;I "rebound" xlmepTeH3Hja.

KOM6IIIIalllm Kai  KOH e IIOTDe6Ha IIoeTIIacjmBocT

KaJlunyMOBme allTaroHHCTH, ou "noT Ha ;|IIxllxpol"PIIqllll KaKo illTo ce dyelloulll"II H aM]IOHHrlrm:
HCTOBpeMeHaTa a"H"cTpaullja Moxe Ha ro 3roileMH PH3HKOT oH xrmoTeH3Hja H He Moxe j|a ce
Hclcjlyl" M03KIIOTO HonpeqyBalbe Ha ¢yHKHI[j aTa Ha BeHTpllKyjlapHaTa IIyMITa Kaj IIaunell" cO
cpl|eBa cjla6ocT.

AH"aplm4III|II oq REaca Ill (Ha np"ep aMHOHapoH): Moxe z[a ce noTelll|Iipa e¢elcT Bp3 BpeMeTo Ha
aTPHo-BeHTpnyjl apHaTa cllp oBoqj"BOcT.

BeTard]IoltaTopH 3a Tol"KaTIHa ylloxpe6a (Ha npl4Mep KallK14 ca otlll 3a Tepal"ja Ha rjlayKOM), Moxe
Ha ro HHTeH3IIBHpaaT cllcTeMclclloT eq)eKT Ha 6HconpoJloJI.

IIapacl"HaTOM"e"I]II: HCTOBpeMeHa ynoTpe6a Moxe z|a ro IIpojlollmpa BpeMeTo Ha aTPHo-
BeHTpnyJlapHaTa cllpoBOuj"BOcT H Ha ro 3ro]IeMH pH3HKOT OH 6panlllcap;|14j a.

14IIcyjlrm H opajll" aH""ja6e"I],II : rloTeH"palbe Ha xlmorjlHKeMII.IHIIOT e¢eRT. B]Iolcar|aTa Ha
6eTa-axpeHep"IIIIIITe pel|ellToPH Moxe Ha " MacK14pa C"IIroMHTe Ha xHIIor]IHKeMHj a.

AHecTeTHlun: ocjla6eHa pea)jleKCHa TaxHrapql]j a H 3rojleMeH pH3HK oH xlllloTeH3Hj a. (3a
j]onoJIIIIITeJIIm IIHdyopMal]IIH 3a onlllTa aHecTe3Hja   BII;Ill z|en 4.4.)

q|mlTaJ"coBH rJIHKo3IIqll: HaMaJleH nyjlc, npoj|oJlareHo BpeMe Ha aTPHo-BeHTPHKyjlapHaTa
cnpoBo;|J"BocT.

HecTepollz|HII aH"rmdyJlaMaTopHH J]eKOBH (HCA14JI): HCAHJI ro HaMajlyBaaT xrmoTeH3HBHIIOT
edyeRT Ha 6Hconpojlouor.

P-cl"IIaTOMHMe"I|II (Ha IIpllMep:  H3ollpeHaJIHH, Ho6yTaMlm): KOM6HHal|Iqj aTa co 6HconpoJlorl Moxe
;|a ro HaMaJ" ed)eKroT Ha ;|BaTa jlelca.

c"IIaTOMHMeTIII]I] Roll " aKTHBHpaaT p H Ch-aApeHOuellToplITe (Ha IIpl"ep: HOpaHpeHaJIIm ,
anpeHaj"II): KOM6rmal]IqjaTa co 6HcoHpojlojl Moxe Ha z|oBeHe Ilo HeMacKHpall,e Ha tt-
aapeHopeuellToplllITe BasoKOHCTPIIICTopH14 edyelc"   Ha o814e JleKOBH BOHej kll KOH 3roJleMyBalbe Ha
KPBHlqoT Hpl]"cOK H HHTeH3IIBxpalbe Ha claudicatio intermitent. BaKBHTe HHTepaKI]14 ce cMeTa HeKa
ce IIOBepQjaTIIa  Kaj  HeceJleKTHBHIITe a-6jlolcaTopH.

HCTOBpeMeHa ynoTpe6a cO aHTHxrmepTeH3IIBHII ]IeKo814 KaKO H cO xpy" jleK0814 cO
aHTHxrmepTeH314BeH noTeHunj aJI (Ha np. TPHullKJm.II" aHTHxrmepTeH3HBII, 6ap6HTypa",

a)eHo"a3H") Moxe ;|a ro 3roJleM14 pH3IIKOT oA xlllloTeH3Hja.

KOM6HHalllm KOH TDe6a fla ce 3eMaT Bo nDeIIBIu

MedyTloKBIIII : 3ro]IeMeH pH3HK oH 6paz|IIKapflHj a
MOHoaM14HooKcl4Haea 14HXH6HTopH (ocBeH MAO-814I"6IITopH):  3rojleMeH xlmoTeH314BeH edyeRT Ha
6eTardj]OKaTOpOT HO H pH3I]K Oq xHnepTeH3HBHH KPH3H.
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3BmEH H3BEmTAJ 3A ocoElnlllTE IIA jlEKOT

npez|BpeMeHo noponyBalbe. HecaKaHH e¢eRTH (Ha HPHMep xHHorT"KeM14ja H 6paqHKapHHja) Moxe Aa
Ce HojaBaT Kaj ®e'IycoT IIJ" HOBopoAeHHeTo. HOKonKy e HeorlxoHHa Tepal"ja co 6eTai-6J]oKaTopH, Ce
npenopalryBa ylloTpe6a Ha Pi cejleRTHBHHaz|peHep"qHH-6jloKaTopH.

814CollpoJloJI He xpe6a 4a Ce ylioTpe6yBa 3a BpeMe Ha 6peMeHocT ocBeH HOKOJIKy He e jacHo
HeollxoHeH. J|oKOJIKy Tepa"jaTa Co 6HcollpoJlojl ce ol|eHH Karo HeonxoHHa, Tpe6a Ha ce
MOHHToPHpa yTeponjlal|eHTapHHOT KPBeH HpoTOK H dyeTajlHHOT pacT. Bo cJlytlaj Ha IHTeTHH e¢eK"
Ha 6peMeHocTa 14]" ¢erycoT Tpe6a z|a ce 3eMe Bo o63Hp ;|pyr TpeTMaH. HOBopoueHHeTo Mopa
BHHMaTejlHO Aa ce cjle;|H. cHMnTOMHTe Ha xHnorTIHKeMHja H 6panHKapr|Hja reHepa]IHO ce OqeKyBaaT
Bo npBHTe 3 ;|eHa.

Hoerbe

He e no3HaTo AaJ" JleKOT ce H3JlatlyBa Bo MJleKOTo. IIopanH Toa He ce IIpeHopatlyBa  z|oelbe 3a BpeMe
Ha aj]MHHHCTpauHj a Ha 6IIcollpojloTI.

4.7  BjllljaHI[e Bp3 clloco6HocTa ca Boaell,e ilj" paKyBalbe co MamllHI]

Bo cry"ja Ha Hal|nell" co KopoHapl" cpl]eBH 3a6onyBalba 6HcorlpoTlojloT He Bj"jaeTI Ha
cnoco6HoCTa Ha Bo3elbe. CellaK, KaKo pe3yjlTaT Ha HHzillBIInyanHIITe BapHjal|Im Ha peaKTrmHocTa Ha
JleKOBIITe, cnoco6HoCTa ca yrlpaByBalbe Co MOTopHo Bo3IIjlo H Mallmlm Moxe z|a 6Hz|e HaMajleHa. oBa
noce6Ho Tpe6a j|a ce 3eMe Bo npeqBII;I Ha IIotleTOK Ha TeparlHjaTa, IIo IIpoMeHa Ha ]IeKOT KaKo H Bo
KOM6rmaunja co ajlKoxon.

4.8      HecaKaHHqejcTBa

cJle;|HHBe ;|edyHHlm]Im ce Or|HecyBaaT Ha a)peKBeHunjaTa H 80 HaTaMOIIIHHOT TeKCT ce KOpl4c"
cJleunaBa TepM14HOuO"ja:

MHory Hec" (21/1o)
qec" (21/100 j]o < 1/10)
HeBoo6HtlaeHII   (21/19000 Ho <  1/100)

PeTKH (i  I/10,000 Ao <  1/1,000)
MHory peTKII (<  1/1o,ooo)
Hel]o3HaTa dypeKBeHI]Iqja (He Moxe ;|a ce oHpeqli oA ;|oCTallHHTe noHaroH14)

HCHXHi aTI"clcll HODeMeTVBalba
HeBoo6HqaeH14  : Herlpecldja, HapylllyBalba Ha COHOT
PeTKH:   KolllMapH, xajlylunHal]IIH

HaDvlllvBalbe Ha Hel)BHHor cl4cTeM :
tlecTH :   BPTorjlaBHI|a, rJlaBo6ojlKa

PeTKH:   cHHKOHa

HaDvlllvBalbe Ha oqHTe:
Peikll:   HaMajleHo jlaqell,e Ha coJ13H (Tpe6a Aa ce 3e
MHory peTK14:    KOHjyK"814"c

IlopeMeTyBalbe Ha yml4Te H yll]HIIOT jla814PHHT:
peTKH:   HapylllyBalba Ha cjlyxoT

eH" KOH HocaT jleKH)
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3BIIPEH H3BEmTA. 3A ocoBIIIIIITE HA jlEKOT

HaDvllJVBaLba Ha cDueBaTa I)a6oTa:
MHory qec":   6pa;|IIIcap;|IIja
tlecTH: BjlolllyBall,e Ha cplieBaTa cjla6ocT

HeBoo6ImaeH14: HapylllyBalbe Ha AV{rlpoBourHBocT

B aclcvjlaDHli Hal)vlllvBalba :
qecTII: qyBCTBo Ha Tlauno H xplTHelbe Ha eKCTpaMHTeTne, xlmoTeH3Hja
HeBoo6IItlaeHII : opTocTaTCKa  xHIIOTeH3IIja

PecnllpaTopl". TopaKaTIIm 11 MeHIIacTrmaTII" HapylllyBalba:
HeBoo6HqaeHII: 6poHxocrlaeaM Kaj Halurell" co HCTopllja Ha 6poHxlljajlHa ac"a IIi" ollcTpyrmBHa

6oJlecT Ha HIIIIIHIITe na"IIITa
PeTKH:  aTleprl4clcll pl4IIrmllc

racTpO IIIITec" IIall HII IIapylllyB alba :
qecTI"   racTpOHHTecTHHajllm IioTelHKOTI" Icalco IIITO e raHelbe, IIOBpakalbe, z|I¢japea, KOHCTrmal|Hj a

XerlaTo6Iij"japHH HapyHyBalba:
peTK14 : xeHaTHTHc

Ko)Iclm 11 cy6KyTal" TlcllBI" HapylllyBalba:
peTlcll:  xllllepeeH3HTHBIm peaKI|I" (rlpyplnyc, I|pBelmjlo, Oclm)
MHory peTKH:    anoIIel]Iqja. BeTangJIOKaTOplITe MOxe ;|a IIpej|143BHKaaT IIj" Ha ja BjloIHaT HcOpHja3aTa

Iij" ;|a IIpe;|H3BIIKaaT  IIcOpHj a3Oq]OpMeH Oclm

MycKyJIHcoKeJleTIIH 14 HapyllryBalba Ha cBp3unrre Tra4Ba:
HeBoo6IItlaeHH: MycKyjlHa cJla6ocT H rpqeBH

HapylHyBaH>a Ha penpozlylc"BHHOT cHCTeM 11 Hoj KaTa:
peTKH:   HapylllyBalba Ha IIOTeHI|I¢jaTa

reHeDajl HIT Hal]vlllvBalba :
tlecTH:  acTeHHa, MaJlaKcaHOcT

Jla6oparopllcKII IIc"TyBalba:
PeTKH: 3roJleMelm TPITJ"I]epllHII, 3roJleMeHH I|pHoxpo6I" eH3I"H (AJIAT, ACAT).

penpo;IyK"BeH cHCTeM H IIOpeMeTyBalba Ha j|OjKH
PeTKH:   EpeRTrmHa ql4cdyyHKul4ja

IIpl4_iaByBalbe Ha HecaKaHH zle_icTBa
IIPHjaByBarbeTo Ha coMHHTeJ]HHTe HecaKaHH HejcTBa H IIocjle flo614BarbeTo Ha oAo6peHHe 3a cTaBalbe
Ha jleKOT 80 npoMeT  e BajlcHO. co Toa ce o803MOxyBa KOH"Hyl4paH MOHIITOpHHr Ha paMHOTexaTa
Kopl4cT/pH3HK Ha HpoH3BOHOT. 3ApaBCTBe"Te pa6oTHHUH
3a HecaKaHH ;|ejcTBa TlpeKy Hal|HOHajlHIIOT IieHTap 3a a)
H MeHHi|HHCK14 cpe;|cTBa (y/I.CB.K14pl4jl  H  MeTOHHj  6p
cTpaHaTa Ha AreHUHjaTa http://malmed.gov.ink/.

rlpHjaBaT cl4Te cOMHeBalba
AreHUHjaTa 3a jieKOBH
OHCKH IiaT IipeKy Be6
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3BIITEH H3BEmTA-  3A OcOBIIIIIITE IIA jlEKOT

4.9      IIpeHo3IIpane

cllMHroMH

IIPHjaBel" ce cjlytlan npl4 IIpe;io3Hpalbe (Ha IIpl4Mep nlleBHa z|o3a on  15 mg HaMecTo 7.5 mg) co TpeT
cTeneH Ha AV-6jloK, 6pa;|I]Icapqllja H BPTorTla814I|a. reHepajlHo Hajqec"Te 3Hal]II KOH ce otleKyBaaT
IIPH IIpeAo3IIpalbeTo co 6eTangjloltaTop ce 6parllKap"ja, xrmoTeH3Hja, 6poHxocnaeaM, aKyTHa
CPIIeBa lmcydyHuneHunja H xlmorj"KeMHja. J|o HeHec ce npHjaBelm HeKOJIKy cjly-lan Ha
IIpeAo3Hpalbe (MaKCHMyM: 2ooo mg) co 6HcoHpoTlojl Kaj nal]IIeH" co xlmepTeH3Hja H/Idj"
KOpOHapHa cpl|eBa 6OjlecT, pe3yjl"paj kl] cO 6panllKapqlqj a H/IIi" xlmoTeH3IIj a; cllTe Hal]IIell" ce
OrlopaBHjle. rlocToll roTleMa BapHjal|Iqja 80 IIH;|IIBII;|yajlHaTa ceH3HTHBHOcT KOH IIoeHIIIIeqHa BHcOKa

Ho3a Ha 6Hconpojlojl H IIaiurell"Te co cpl|eBa cjla6ocT BepQjaTHo ce MHory oceTjlll814.3aToa e
HcOHxO"O HHHlurpaH,eTO Ha xpe"alloT Kaj OBIIe IIal|IIell" z|a 6HHe co IIocTeneHa TIITpal|I|ja cliopez|
IHeMaTa AaHeHa Bo HeJI 4.2.

MeHallHDane

HOKOJlny Hoj;|e Ho npez|o3Hpalbe, Tepa"jaTa co 6Hcollponon Tpe6a Ha ce npeKIIIIe H ;|a ce IIpllMeHII
IIOMomeH H c"rlTOMaTCKII Tpe"aH. orpal"tleHH HOHaTol|II CyrepllpaaT HeKa 6HCoHpojloJI TelllKo ce
a+plj ajlneHpa. Ba3HpaHo Ha oqelcyBaHHTe dyapMaKouolllK14 HejcTBa H npellopalcme ca ;|py" 6eTa-
6]IOKaTOpH, c]IeHHHTe 011111" Meplcl] Tpe6a z|a ce Hpe83eMaT Kora  HOcTOH Kj"I"tlKO OHpaB[|yBalbe.

Bpa"Kap"ja: A;|MHHHCTPHpajTe aTpolmll HHTpaBeH03HO. J|OKonny o;|roBOpOT e HecoouBeTeH,
143OIIpeHaj"II IIjm ;|pyr areHc Koj "a n03HTHBHO xpoHOTpOIIIIo HejcTBo, MOxe ;|a ce AaHe cO
npeTIIae"BocT. HOH oHpeHeHII ycJIOBH, MOHe Z|a CTaHe HeoIIXoAIIo IIIIcep"palbe HaTpaHCBeH03eH
nejcMejKep

XHIIOTeH3Hja: Tpe6a ;|a ce a"HHHCTPHpaaT Te.]IIoc" H BaeonpecopH, HHTpaBeHo3Ho. oH KopHCT
Moxe ;|a 6IIqe IImpaBeHo3eH rJlyKaroH.

AV 6]IOK (oH BTop H TpeT cTeHeH): HaullelITlne Tpe6a  BHI"aTeJIHo Ha ce Haz|rJleHyBaaT H Ha Ce
TpeTHpaaT co 113OIIpeHaj"H Bo 14Hq)y3Hja lij" co BMeTHyBalbe Ha TpaHCBeH03eH rlejcMejKep

AKyTHO BIIOIIIyBalbe Ha cpl]eBa cjla6OcT: A;|MHHHCTpl4pajTe IIHTpaBeH03HO zinypeTIIIur, HHOTpOIIHH
JleKOBH, Ba3oHHJlaTaTopH.

BpoHxocHaeaM: Aj|MIIHHCTpl4pajTe 6poHxoul4jlaTaTopHa Tepal"ja KaKo Ha np"ep neonpeHaj"H,

p2c"rlaTOMHMeTm|Im/IIjlHaMlmoq}rmHH.

XHIIorj"KeMHj a: A;|MIIImc'IPHpqjTe HHTpaBeHo3Ho rnyKo3a.

5.    a]APMAI(OjloIIIKII CBOTCTBA

5.1. ®apMaKoulll[aMCKII cBojcTBa

®apMaKOTeparleBTCKa  rpyna:  BeTa 6JloKaTop, cejleKT14BeH
ATC KOH : C07A807

MexaHH3aM Ha zleicTBO
BHcollpojlon e BHcoKo 6eTai-ceileRTHBeH -aApeHeprHqeH 6jloKaTop Koj  HeMa 14HTPHH314HHa
aKTHBHocT H  6e3 3HaqajHa aKT14BHocT Ha MeM6paHCKaTa

aq"HHTeT KOH 6eTa2-pauenTopHTe Ha Ma3HaTa MycKyJla
14 KOH 6eTa2-peueliTopl4Te oflroBop" 3a MeTa6ojlHa
OLleKyBa 614conpojlojloT fla Bj"ja Ha OTTIOpHOcTa Ha
MeTa6oT]" eq)eRTH.  BeTai-cej]eKTHBIiocTa Ha 6Hcon

PaHr.

Toj  IiaKaxyBa caMo MaJi
H KPBHI]Te caflo814,   KaKo

reHepajlHo He ce
2-Hocpe/]yBaHH

paneBTCKMOT A03axeH
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3BImEH H3BEmTA]  3A OcOBIIIIIITE IIA IIEKOT

Kj"HIItlKa ed)HKacHocT 11 6e36enllocT
Bo cyz|IIjaTa CIBIS 11  6HJle BIcny.IeHH BKyllHo 2647 IIal|IIeHTH.  83% (n=2202) 6rme Bo NYHA Kjlaca
Ill H  17% Bo (n=445) Bo NYHA ICJlaca IV. THe 6rme co cTa6IIjlHa c"rlroMaTCKa cl4c'roJIHa cpl|eBa
cJla6ocT (ej eKunoHa dypaKunj.a S 3 5%, cnopeH exoKapHHorpa¢14ja). BKynHIIOT MopTaj"TeT e

penyl|IIpaH oH  17.3% Ha 11.8% (pejla"BHa penyKI]Iqja 34%).
3a6ejle]KaHo e HaMajlyBalbe Ha HeHanej.Ha cMpr (3 .6°/o crlpeMa 6.3°/o, pejlaTHBHa peqylcHllja 44°/o) H
HaMajlyBarbe Ha 6pojor Ha el"3oull Ha cpl|eBa cjla6ocT Kaj KOH e noTpe6Ha xocl"TaJ"3aullja ( 12%
cllpeMa 17.6%, peJlaTIIBHa penyKI]Iqja 36°/o). Ha lcpajor, noKarcallo e 3HaqHTe]IHo IIo;|o6pyBalbe Ha

dyyHKulloHaJIHIIOT CTaTyc CIIopej| NYIIA KJlacHdyHKaul[jaTa. Ha IIoqeTOKor H Bo TeKor Ha Tepa"j aTa
co 614collpouojl Bo 6ojlHlrllcll yc]IOBH 3a6ejle>KaHH ce 6paqllKap;iHja (0.53%), xlmoTeH3Hja (0.23°/o) 14
aKyTHa z|eKOMneH3ai|IIja (4.97%), Ho THe He 6IIjle ITouec" oTKojlKy Bo IIJlal|e6o rpyllaTa

(0%, 0.3% H 6.740/o). Bo TeK Ha nepHoz|oT Ha cryqlljaTa BKylllllloT 6poj Ha dyaTajll" H Temlcll
Mosoql" ysapH 143HecyBaJle 20 Bo 614conpoJlojl rpynaTa H  15 ro IIjlai|e6o rpyllaTa.

Bo cTyz|IqjaTa CIBIS HI 6Hjle BIc7Iy`Iel"  1010 IIaluneHTII Ha Bo3pacT 2 65  roHHI" co c]Ia6a flo

yMepeHa xpoHII.IHa cpl|eBa c]Ia6ocT (CHF; NYIIA Icjlaca H rmH HI) 11 co IleBa BeHTpnyJlapHa
ejelculloHa dypaKullja S 35°/o, KOH npeTxoqllo He 6une xpeTHpalm co ARE HHxll6HTopl4, 6eTa-
6JloKaropll IIJ]H aHI"oHTeH3IIII pel|ellTop 6JloKaropH. Hal]IIeH"Te 6rme TpeTHpaHH co KOM6IIIIaullj a
Ha 614collpojlo]I H eHajiallpHjl 3a BpeMe ou 6 Ho 24 Mecel|II, rlpBHTe 6 Mecel|II TpeTHpalbeTo 6rmo rmH
caMo co 6HcollpoJloJI Iml4 CaMo co eHajlallprm.

IIMaJIO Tpeny| Bo IIpaBeH Ha IIOBHcora dypeK¢elll|Iqja Ha BjlolllyBalbe Ha xpolm.IIIaTa cpl|eBa cjla6ocT
IIPH KopHCTelbe caMo Ha 614colipoJloJI Bo npBIITe 6 Mecel]II oH Tpe"aHor. HeMano rmdyepHopHocT Ha
6HcoHpojloilor-npB TpeTMaH cllpo" eHajlanpH]I-IIPB TpeTMaH, Bo Hep-rlpoTOKOJI aHaJlnellTe, HaKo Ha
KpajoT Ha Cryql[jaTa ABeTe CTpaTe"II 3a 3alloHHyBalbe Ha TpeTMaHor Ha xpoHH"a cplieBa cJla6ocT
HOKaDKajle cjlFTII" pe3y]ITa" Bo o;|IIoc Ha cMPTHocT H xocllFTanH3al|IIja (32.4% Bo 6Hconpojlou -
rlpBa rpylla cllpo" 33.1 % Bo eHaJlalipllJI -rlpBa rpylla). CryHHjaTa noKa)KyBa ;|eKa 6Hcollpojlojlor
HCTO TaKa MOxe ;|a ce KOpHc" Kaj nocTapH IIal|I]ell" cO cjla6a I|o yMepeHa xpoHII-IIIa cpl|eBa
c]Ia6ocT.

814conponorloT HCTo TaKa ce KopHc" Bo TpeTMaHOT Ha xl4IIepTeH3Hja  H aHrHHa.

Kaj nal]IIelrm co KopoHapllo cpl|eBo 3a6ojlyBalbe 6e3 xpoHIIillla cpl|eBa cJla6ocT, rlpl4 aKyTHa
anMrmHCTpal|Iqj a, 6I]collpoilo]IOT ja HaMaJlyBa cpl|eBaTa dypeKdyeHi|Iqj a 14 yflapHHor BonyMeH, a co Toa
H Kapz|Iqj aJI"oT output 14 KHCTlopoqllaTa ITOTpolilyBa-IKa. HPH xpoHlmHa a"rmHCTpal]I[ja
rmlllilljaTIHO 3rojleMeHHor rlepH¢epeH OTIIOp ce HaMajlyBa.

5.2           ®apMaKOKIIHeTCKII CBoj cTBa

A6coD6I"ia

BHcorlpojloJI ce a6cop614pa 1] 14Ma 6HOJToll]Ka paclioJlo)Ic"BocT ou oKOJly 90% no opanHa
a||MrmllcTpauHja.

HHCTI"6vunia

BopryMeHOT Ha nHCTPH6yuHja e 3.5  I/kg.   Bp3yBalbeTo
oKony 30%.

BHOTDaHcd)opMauHia H eJ]I"HHaul4ia

BHcolipojloTi  ce eT]I"14HHpa Oj] TejioTO Ha fiBa   HaLIHH

HeaKT14B" MeTa6Oj"" KOH IioToa ce eKCKpeTHpaaT lip

Ma IipoTeHHHTe e

80 uPH140T AP06 AO

HaTliTe 50°/o ce
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3ElmEH H3BEmTAJ  3A oCoBHHHTE HA jlEKOT

eKclcpeT14paarr npeny 6y6pe3IiTe Bo HeMeTa6oJ"3HpaHa dyopMa. BKynHHOT Kr"peHc H3HecyBa oKojly
15  I/h. BpeMeTo Ha liojly->KIIBOT Bo IIjla3MaTa oH  10-12 tlaca o6e36enyBa 24 qacolreH edyeRT IIPH

;|o3Hpalbe eqllalll qlleBHo.

HrmeaDHocT

KIIIIeTHKaTa Ha 6Hcollpojlon e j"HeapHa H He3aBHCHa ou Bo3pacTa.

IToce6Ha HollvJlalllli a

BIIqejKII e]I"HHal|IqjaTa ce oqBHBa Bo 6y6pe3HTe H I|pHHOT z|po6 Bo HCTa Mepa, He e IioTpe6Ho
rlplljlaronyBalbe Ha Ho3aTa Kaj Hal|IIell" co HapyllleHa dyHKHprja Ha i|prmoT Hpo6 IITIH 6y6pe)KIIa
14HcydyllulleHHHja. ®apMaKolclllle"KaTa Kaj rlal|IIeH" co cTa6ImHa xpoHlrllla cpl|eBa cjla6ocT H co
olllTeTeH I|pHIIOT ;|po6 HjlH 6y6pexclla dyylllcl|I{ja He e npoy.IyBaHa. Kaj  rlaluneH" co xpol".IIIa
cpl]eBa cjla6ocT (NYIIA dyaea Ill) rljla3Ma HHBoa Ha 614conpojlojl ce I]oBHcolcll H IIony-3KIIBOT e
Hpor|ojlxeH Bo cnopeq6a co 3HpaBH HcllrmHHUH. MaKCHMajlHa Kolll|eHTpal]Iqja Bo IITla3MaTa Bo
cocToj6a Ha M14pyBalbe e 64±21  ng/ml Kaj ;|IIeBHa Ho3a oz|  10 mg 14 BpeMe Ha Hony]IcllBOT e  17±5
qaca.

53  HpeTKi[IIHH|]KII IIoqaTol|II ca 6e36eyHocTa

Cnopej| npeTKj"HIItlKHTe rloz|aTol|II HeMa Hoce6HII ollacHoc" 3a TlyfeTo 6a3Hpajkll ce Ha
KOHBelll|IIOHaJI"Te¢apMaKojloIIIKII c'ryqlm 3a 6e36e;|IIOcTa, TOKCFTIIIOcT Ha lioBropeHa z|03a,
reHOTOKclltlllocT 11" KaHI]eporeHocT, Kalco H ;|pyrlme 6eTardjloKaropH, 6HcollpojlojloT Bo BHcoKII
z|03H rloKarnyBa TOKclltlHocT ca MajKaTa (HaManyBalbe Ha BHecoT Ha xpaHa H HaMajlyBarbe Ha
TeJlecHaTa Te]Icrma) 11 TOKCIIIIIIocT 3a eM6pHOHOT /¢e'rycoT  (3roJTeMeHa HojaBa Ha pecopnullll,
HaMajleHa poHH]IHa Texrma Ha HOBopofleHIITe, peTapHal]I[j a Ha dynell.ilclloT pa3Boj ), Ho HeMa
TeparoreHo j|ej cTBo.

6.    ®APMAI|EBTCKII  CB0JCTBA

6.1   JIHCTa Ha eKcl|IInlleHCH

KOHKop KOP 2.5 mg
Ta6TleTHo janpo: KojloHAeH cllj"I]IIyM,aHxl+;|plllleH, MarHe3nyM cTeapaT, KpoclioBHAOH,
MHKpolcpHCTajlHa I|enyjl03a, rlt]eHKapeH cKp06,   KaJli|nyM xl4AporeH dyocq)aT, aHXH;|pll-IeH.
®rmM o6BHBKa: AHMeTHKOH,   MaKporoJ] 400, THTall qlloKcllq (E 171 ), xlllipoMejlo3a.

KOHKOD KOP 5 mg
Ta6jieillo jaqpo : Ko]IollAeH cl4J"i]nyM,aHxll;|pHtleH,
MHKpoKPHCTallHa I|eJlyJlo3a,  HIIeHKapeH cKpo6, KaJiliHyM xl4
®14jlM o6BHBKa:  Boja xeJie3eH oKCHz| xojiT (E172), AHMeT

(E 1 71 ), xlllipoMeJlo3a.

62          IIIIKOMIIaTII6IIjlHocT

HeMa.

63      PoKHaylloTpe6a

KOHKOD KOP 2.5  mg
3  roAHH14.

OCHOBHHOH,

HflpHtleH.

TaH AHOKCHA

:-:;vb`::f;ulys¥.*rymSSR
'cS:#n:),:-:-:¢2
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3BImEH H3BEmTA] 3A ocoBIIIHITE HA jlEKOT

KOHKOD KOP 5 mg
5 ro"H14.

6.4.CIIeuHjaJIHII yciloBH Ha qylraEbe

KOHKoo KOP 2.5 mg

J|a ce IIyBa Ha TeMnepaTypa z[o25°C.

KOHKOD KOP 5 mg

J|a ce qyBa Ha TeMIIepaTypa flo 30 °C.

65.     IIPHPoua H Coup2K]IHa Ha naKyBall,e

IIalcyBalbeTo e 6JIHCTep, H3pa6oTeH ou IIOJ"BHmlJlxJlopHH dyl+JIM KaKo ocHOBa H aJlyM14HHyMCKa
noxpHBHa a)oJ"ja.

rojleMIIIIa Ha IIaKyBalbe: 3 0 dylljlM-o6jloxeHII Ta6jleTH.

6.6.     Cnel|HjajlHI] npenopaKII ca oTCTpaHyBall,e H ylloTpe6a

HeMa cllel]IIjaJIHII 6apalba.

7.   HoCHTEjloT HA OHOEPEIIIIE 3A IIymTAH,E Bo IIpoMET

BAPVC
yJI.Cry-6p.57
1000 CKonje
MaKej|o"ja

8.         BpO] HA PEmEHIIE 3A IIylllTAlbE BO IIpoMET

Concor COR 2, 5 mg  (1x30 tbl):  11-412/3
Concor COR 2, 5 mg  (3xl0 tbl):  11-412/4
Concor COR 5 mg  (3xl0 tbl):  11-412/5
Concor COR 5 mg  (1x30 tbl):  11-412/6

9.         ;|ATyM HA IIPBO/ II0CJIHj|HO  PEIIIEH

22.11.2000/28.03 .2005/25 .06.2010/ 15 .06.2016

10.       ;|ATyM HA HOCJIEJ|IIA PEBH3HJA HA T

MapT 2020
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