
ill 3BImEH H3BEmTA.  3A ocoEIHIIITE IIA jlEKOT

1.      "E HA JIEKOT

KOHKop KOP 1 .25 mg ¢II]IM o6Tloxe" Ta6jle"

KOHKop KOP 3.75 mg dyrmM o6]IoxeHH Ta6]Ie"

2.       I(BAJIIITATHBEH II KBAHTHTATHBEH COCTAB

KOHKop KOP  1.25  mg:                                    CeKoja Ta6TleTa coHprH  1.25  mg 614conpot]ojl dyyMapaT
KOHKop KOP 3.75 mg:                                  CeKoja Ta6]IeTa coHpxH 3.75 mg 6Hcorlpojloj] ¢yMapaT

3a He]IocHa jlHCTa Ha eKcl|HnHeHcll BHHH j|ejl 6.1.

3.       ®APMAI|EBTCKA ®OPMA

®unM o6jloxeH14 Ta6]IeTH.

KOHKop KOP  1.25 mg:
KOHKop KOP 3.75 mg:

BenH oKpyrT" q"]" o6]Ioxe" Ta6]Ie"
Bej" cpueBH;iHH ¢rmM o6Tlo"eHH Ta6jle" co liofle]16eHa
j""ja Ha ABeTe cTpa"

Ta6tleTFTe co IIo;|e]16eHa  "HHja Moxe ;|a 6Hf|aT no;iejleHH Ha HBe e;iHaKBII ;|o3H.

4.      KjllmHIIIcll o c OEEHO c TII

4.1       TepaneBTCKH IIH4I[Kal|III[

TpeTMaH Ha cTa6HTIHa xpoH14qHa cpueBa cTia6ocT co penyl|HpaHa TleBo BeHxpllKyTlapHa cHCTojlHa

q]yHKI|Hj a 3aeHHo co ARE HHXH6FTopH, AnypeTHI|H H eBeHryaTIHo Kapz|HOTOH14qH14 rTIHKo3II;|H (3a
;|ollojlHHTe]IHH IIHdyopMal|HH BIIz|H ;|e]I 5.I).

4.2         j|o3IIpalbe H HatlllH Ha ylloTpe6a

CTaHqapj|eH  TpeTMaH  Ha  xpoHHHHa  cpl|eBa  cTla6ocT  coApltH  AKE  HHxll6HTop  (Hj"  6jloKaTop  Ha
aHrHOTeH3HHCKI]oT pel|enTop  Bo  cjlyqaj  Ha HeTOTlepaHI|Hja   KOH AKE  HHXH6HTopl4),  6eTa-6]IOKaTopH,

AnypeTHI|H H j|OKO]IKy e cooj|BeTHO Kapr|HOTOHHqHH rjlHlt03Hfll4.
IIaliHeH"Te Tpe6a Ha 6Hj|aT cTa6Hjl" (6e3 aKyTHa cpHeBa cjla6ocT) npH 3anoqHyBaH]e Ha xpeTMaHOT
co 6Hconpo]Iojl.

Ce npellopaqyBa +IeKapoT Ha I"a  14cKycTBo Bo TpeTMaH Ha xpoHHHHa cpueBa cjla6ocT.

3a  BpeMe  Ha  THxpal|HOHHOT  neplloH  HTIH  rloToa,  Moxe  Aa  ce  cjTy"  KpaTKOTpajHo  BjlomyBalbe  Ha
cpl|eBaTa c]Ia6ocT, xHnoTeH3Hja HJ" 6panHKapHHj a.

H,03HpaH,e

®aca tta rrmmpuparbe

TpeTMaHOT Ha cTa6HTIHa xpoHHqHa Cpl|eBa CJI a Ha 3anoqHe co THTPHparbe.



3EHPEH 113BEmTA]  3A oCoEHHHTE HA JIEKOT

TpeTMaHOT co 6Hconpojlojl Tpe6a j|a ce 3anoqHe co nocTeneHo 3roTleMyBalbe cnopeq cjleAHHBe
tleKOPH:

•       1.25 mg e;|Ham ;|HeBHO BO TeK Ha eHHa He;|ejla, aKo ce noHHecyBa Ao6po ce 3ro]IeMyBa Ha
•      2.5 mg eAHam AHeBHO BO TeK Ha cTlez|HaTa Hez|ejla, aKo ce no;|HecyBa /|o6po ce 3ro]IeMyBa Ha
•      3.75 mg eHHalil AHeBHO BO TeK Ha cjleqHaTa Hez|ejla, aKo ce noqHecyBa ;|o6po ce 3rojleMyBa Ha
•      5 mg eAHam AHeBHO BO TeK Ha cJleHHRTe tle"PH He;|ej", aKo ce nor|HecyBa Ho6po

ce3roTleMyBa Ha
•      7.5 mg e;|Ham AHeBHO BO TeK Ha cJlenHRTe qe"pH Hene", aKo ce noHHecyBa ;|o6po

ce3rojleMyBa Ha
•      lo m8 eHHam ;|HeBHO KaKO Tepa"ja Ha oxpREyBalbe.

MaKCHMaJIHa npenopatlaHa Ho3a e  10 mg, eAHam flHeBHo.

3a  BpeMe  Ha  "Tpal]14oHaTa  ¢a3a  ce  npenopaqyBa  Pej]oBHo  cjleAelbe  Ha  BHTajlHHTe  3Hal|H  (cpl|eBa

pa6oTa,  KPBeH npH"coK)  H CHMnTOMHTe Ha BJIomyBaELe Ha CplieBaTa cJla6ocT.  CHMIITOMHTe Moxe Ha
ce nojaBaT ymTe npBHOT ;|eH no 3anotlHyBalbe cO TepanHjaTa.

Mobuq}unaquif a Ha mpemManom

HOKojlKy  MaKCHMaTIHaTa  npellopaqaHa Ao3a    He  ce TOJlepHpa   ;|o6po,  Moxe  Ha  ce  3eMe  Bo  npeHBI]H
rlocTeneHo HaManyBalbe Ha Ao3aTa.

Bo  cjlyqaj  Ha  KpaTKOTpajHo  BjlomyBalbe  Ha  cpi|eBaTa  cjla6ocT,  xHnoTeH3Hja  rmH  6panHKapflHja,  ce
npeHopanyBa  IIpeHc"ryBaH>e  Ha  Ao3aTa  Ha  npHflpyxHaTa  Tepa"ja.  Moxe  Ha  6HHe  HeonxoAHa
IIPHBpeMeHa HaMajlyBaH,e Ha Ho3aTa Hjm ;|a Ce 3eMe Bo o63Hp npeKIIHyBaELe Ha TpeTMaHOT.
HOBTopHo BOBeHyBarbe  H/Hj" THTpalbe co 6HcollpoTlojl ceKoram Tpe6a Ha ce 3eMe Bo npeHBIIH Kora
nal|HeHTOT ke cTaHe noBTopHo cTa6IIjleH.

HOKOJIKy  Ce  pa3rjlez[yBa  npeKHHyBaH]e  Ha  xpeTMaHOT,  Ce  rlpenopatlyBa  nocTeHeHo  HaManyBalbe    Ha
Ho3aTa,  6HAejkH  Har]IOTo  IIpe"HyBalbe  Mo"e  qa  ;|oBeHe  qo  aKyTIIo  BTlomyBaELe  Ha  cocToj6aTa  Ha
IIai|HeHTOT.

TpeTMaHOT Ha cTa6HjlHa xpoHHtlHa cpl|eBa cTla6ocT co 6HconpoTlojl BorjlaBHo e AojlroTpaeH xpeTMaH.

IIaqueiimu co 6y6peaci+a unu xenamaJiHa uncyq)uquexpuif a
He  nocTojaT  HHq)opMauHH  3a  dyapMaKOKHHe"KaTa  Ha  614conpojlojloT  Kaj  nalureH"  co  xpoHHqHa
cpl|eBa   cjla6ocT   H   co   HapymeHa   dyyHKI|Hja   Ha   UPHHOT   Hpo6   rmH   6y6pe3RTe.   3aToa   Kaj   oBaa
nonyjlauHja npH 3rojleMyBalbe Ha Ho3aTa noTpe6Ho e AonojlH14TejlHo BHHMaHHe.

IIocmapu naqueHmu
He e noTpe6Ho npHTlaroAyBalbe Ha Ho3aTa.

Peya
HeMa nenl4jaxpllcKo IICKycTBo co 6HconpojloJI, nopanll inTo He ce npenopanyBa HeroBa ynoxpe6a Kaj
Aella.

HaLlrm Ha vnoToe6a

BHcoHponoq  Ta6Tie"Te  Tpe6a  4a  ce  3eMaT  HayTpo  H
rojTTHaT co TeqHocT H He Tpe6a z|a ce uBaKaaT.

paHa.  Tpe6a  Aa  ce
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4.3      KOHTpall"IiKal|IIII

BHconpojlojl e KOHTpaHHHHUHpaH rlpll xpoHIIqHa cpl|eBa cjla6ocTI(aj  nai|HeH" co:

•      aKyTHa  cpl|eBa  cTla6ocT  11"  3a  BpeMe  Ha  ellH3oHH  Ha  z|eKOMrleH3HpaHa  cpueBa  c]Ia6ocT,  3a  KOH  e

rloxpe6Ha  i.v. HHOTporlHa Tepal"ja
•      KapHHoreHmoK
•      AV 6TloK owl BTop rml4 TpeT CTeneH
•      sick sinus cHunpoM
•      cllHoaTPHaneH 6jloK
•      cl"nTOMaTCKa 6paqHKap;|Hja
•      cHMnTOMaTCKa xHnoTeH3Hja

•      TemoK o6"K Ha 6poHXHjaTIHa acTMa
•      TexoK o6]"K Ha IlepHq)epHo apTepHjaTIHo oNIy3HBHo 3a6ojlyBalbe Ht" Raynaud-oB clun|poM
•      Hexpe"PaH dyeoxpoMouHTOM (BIIHIIHeJ14.4)
•      MeTa6oTIHa al|HHo3a

•      rlpe`IycTBHTejlHoCT Ha 6Hcollporloj"]" Ha Apy" cocTojKH Ha rlpenapaTOT HaBe;|eHH BO AejloT 6.1.

4.4. IIoce6HII npeqynpe4yBaH,a 11 MepKH IIa IIpeTna3j"BocT

Tepal"ja Ha cTa6HIIHa xpoHHtlHa cpl|eBa cjla6ocT co 614conpoTlo]I Mopa fla ce 3arloHHe co rloce6Ha

dya3a Ha Txpal|Hj a.

rloce6Ho Kaj nai|HeH" co HcxeMIIqHa cpl|eBa 6oTlecT npecTaHOKOT Ha Tep"jaTa co 614corlpoTloj] He
cMee ;|a ce HallpaBH Harjlo ocBeH aKo He e jacHo HaBeAeHo, 6HqejKH Toa Moxe Aa AOBeAe Ao
HpllBpeMeHo BTlomyBalbe Ha cocToj6aTa  Ha cpi|eTo.

rlpH 3anoqHyBarbe H npeKHH Ha TepanHjaTa co 6Hcollpo]Iojl Heorlxo;|Ho e peHOBHo c]]eHelbe Ha
cocToj6aTa Ha IIal|HeHTOT.

HeMa TepaHeBTCKH HCKycTBa Ha TpeTMaH Ha cpl|eBa cjla6ocT co 6IIconpojlojl Kaj nai|HeH" co
cTie;|HHBe 3a6ojlyBaELa H cocToj 6H:

•     HHcyj"H 3aBHceH HHja6eTec MeJ"ryc ("n I)
•      CepHo3HO HapyllleHa 6y6pexHa dyyHKUHja
•      CepHo3HO HapyueHa dyyHKI|Hja Ha up"oT j|po6
•      PecTPHK"BHa KapflHOM14olla"ja
•      Bpo;|eHH cpl|eBH 3a6o]IyBalba
•      xeMO;|IIHaMCK113HanajHO opraHCKO BanByJlapH0 3a6onyBalbe
•      MHOKap;|eH HH¢apRT Bo POK oq 3  MeceuH

BHconpojlojl Mopa Ha ce ynoTpe6yBa co rlpeTIIa3j"BocT IIPH:

•      6poHxocna3aM (6poHXHjajlHa acTMa, ollcTpyK"BHa 6eJloupo6Ha 6ojlecT)
•      ;|14ja6eTec MeTIHryc c oroTleMH

Ha xHIIor]"KeMIIja Moxe Ha ce MacKH

•      cTporHOcT
•      BO TeK Ha Tepa"ja Ha ;|14ceH3H"3

MOxe z|a j a 3ro]IeMH ilyBCTBIITe]IH

peaKliHH. TpeTMaHco e"HedypHH
•      AV 6jloK owl npB CTerleH

OcTa Ha rTIHK03a 80 KPBTa; cHMrlTOMH

6eTa-6jloKaTopH, 6Hconpo]IOTI
14o3HocTa Ha aHadyunaK"tlKH

BaHHOT TepalieBTCK14 edyeKT.
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•     Prinzmetal-oBa aH"Ha; 3a6eTlexa" ce cnyqaH Ha KopoHap" Ba3ocna3MH. H noxpaj
BHcoKaTa 6eTa  1  ngejleKTHBHocT, aHrHHa HanaAHTe He MoxaT ;|a 6I|Har IiejlocHo HCKjlyqeHH
Kora 614conpoJloJI ce aHMHHHCTPHpa  Kaj  nal|HeH" co Prinzmetal-oBa aHrl4Ha.

•      HepH¢epHa apTepHCKa oKJly3HBHa 6oJlecT. Moxe fla ce cjly" BJlolllyBafoe Ha cHMnTOMHTe,
oco6eHo Kora ce 3anoqHyBa Tepa"ja.

•      OnmTa aHecTe3Hja.
Kaj  nal|HeH"  KOH  rlpl4MaaT  onlllTa  aHecTe3Hja,  6eTa-6jloKaTopHTe  ro  HaManyBaaT  pH3HKOT
OH    apmMHja    H    MHOKap;|Ha    IIcxeMHja,    npH    BOBen    80    aHecTe3Hja,    HHTy6al|IIja    11    80
nocTonepaTHBHIIOT nepHOA.    CIIopej|  HajHOBHTe  npenopaKII,  TepanHjaTa co  6eTa-6TloKaTopH
He  Tpe6a  j|a  ce  npeKHilyBa  nepHonepaTHBHo.  AHecTe3IIonoroT  Mopa  Aa  6I|qe  HHq)opMHpaH
AeKa  naliHeHTOT  e   noj|  Tepa"ja  co   6eTa-6noKaTopH,   6Hz|ejKH  Toa  Moxe  Ha  floBeHe  Ho
noTeHI|IIjajlHH    14HTepaKI|HH    co    Hpy"    jleKOBH,    6pa"apllTMHja,    ocjla6eHa    pea)jleKCHa
TaxHI(apflHja   H   HaMajleHa   pedyjleKCHa   cnoco6HocT   3a   KOMneH3auHja   Ha   3ary6eHa   KPB.

HOKojlKyce   cMeTa  AeKa  e   Heonxo;|eH   npeKHH   Ha  TepanHjara   co   6eTa-6jloKaTopoT   npeA
onepal|HjaTa, TepanHjaTa Tpe6a  nocTeneHo ;|a Ce HaMajlyBa H rloToa   I]ejlocHo ;|a ce IIpeKHHe
oTnpllj"Ka 48 qaca npeq aHecTe3Hja.

06HqHo He ce npellopaqyBa KOM6HHauHja  Ha 6IIconpoJloJI co KaJluHyM aHTaroHIICTrme o;I TIInoT Ha
BepanaMHjl Hj" H14jTTHa3eM, cO aHTHapHTMHI|14Te On KnacaTa IH cO I|eHTpaTIHO Ae]IyBaHKH
aHTHXHnepTeH3HBH, 3a IioBeke AeTaj" Be Mojll4Me norjleHHeTe ro fleTloT 4.5.

14aKo KapAHocejleKTIIBHHTe (6eTa  1 ) 6eTa-6jloKaTopH Moxe Ha HMaaT HaManeH eq)eKT  Ha
6ejloHpo6HaTa a)yHKI|Hj a o;I HecejleKTHBH14Te 6eTa-6TloKaTopH, KaKo cllTe 6eTa-6jloKaTopll, HCT14Te
Tpe6a j|a ce H36erHyBaaT Kaj IIal|IIell" co o6cTpyK"B" 6ojlec" Ha HHurHHTe naTHmTa, ocBeH
AOKojlKy HeMa cHjl" KTmHHqKH npHqllHH 3a HHBHaTa ynoTpe6a. HOKojlKy TaKBH npHqHm nocTojaT
KOHKop KOP Mo"e Ha ce KopHc" co oco6eHa  IIpeTna3T"BocT. Kaj 6poHXHjanHa acTMa 14jm Hpy"
xpoHHqHH oncTpyK"BHH 6eJloz|po6HH 3a60JlyBaH]a, Roll MOxaT Ha npeflH3BIIKaaT cHMnTOM14,
HCTOBpeMeHo Tpe6a fla Ce HaHe H 6PoHxoArmaTaTOPHa Tepa"ja. IIOBpeMeHo, Kaj naHHeH" co acTMa
Moxe Aa ce nojaBH 3rojleMyBarbe Ha pe3HCTeHTHocTa Ha AHIIIHHTe IIaTIImTa, nopaj|H IIITo Ho3aTa Ha
6eTa2- CTHMyjlaTopH Tpe6a ce 3rojleMH.

IIai|HeH" co ncopllja3a IIj" co HCTopHja Ha ncopHja3a, 6eTa-6jloKaTopH (Ha IIp 6IIconpojlojl) Tpe6a
Ha ce HaBaaT caMo co noBHHMaTejlHo oi|eHyBalbe Ha oHHocoT KopHCT/pH3IIK.

Kaj  nai|14eH" co a)eoxpoMol|14TOM, 6Hconpojlo]I He cMee Ha ce aHMHHHCTpl4pa ce Ilo nocTIIrnyBarbe
Ha aJidya-peuenTopcKa 6JloKana.

3a BpeMe Ha Tepa"ja Co 6HconpoJloJI,Mo"aT Aa 614HaT MacKHpaHH cHMnTOMlrre Ha T14peoTOKcl4Ko3a.

4.5  HHTepaKi]HII co 4pyrH jleKOBII 11 qpy" ¢opMII Ha I]HTepaKliilja

KOM6IIHallHH KOH He ce nDellooaqvBaaT

KaJlunyMOBH aHTaroH14c" OH THIIOT Ha BepanaMI]jl H 80
HeraTHBHo Bj"j aHHe Ha KOHTpaKTrmHocTa 11 aTpllo-Ben
apMHHHCTpauHja Ha BepanaM14jl Kaj IIal]IIeHTH Roll ce n

HOBe;|e qo Hal`TlaceHa xHnoTeH314ja H aTpl4oBeHTPHKyTI
AH"aplITMHliH oH Icjlaca I (Ha npllMep KHHHHHH, j|IIC
nponadyeHOH): MoxHo e rloTeHliHpalbe Ha edyeKTOT
CnpoBoq/"BoCT H 3roJ]eMyBalbe Ha Hera"BH14oT 14IioT
I]eHTpajlHO AejlyBaHKH  aHT14xHnepTeH314BHH jleKOBH KaK

MeTrmqona, MOKCoHOHMH, pliJ"eHHAHH):  KOM6HHnpaHaTa

OHmHtltl

TIInoT Ha HHjlT14a3eM :
JIIIBOCT. HHTpaBeHo3Ha

)H. Moxe j|a

rmollH, dyTleKam;I,

CJIHtlHII Ha Hero (Ha np.
TpaJIHO HejlyBatlKH
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alITIIxllllepTeH3IIBH Moxe ;|a ;|oBeHe Ho BjloillyBalbe Ha cpueBaTa cTla6ocT 3apafll4 HaMaTlyBalbe Ha
i|eHTpan"oT cllMIIaTlmcll TOHyc (HaMajlyBalbe Ha cpl|eBaTa dypeKBeHulqj a H ej eKul¢oHaTa dypaKUHj a,
Ba3o;|IITlaTal]I{j a). HeHaqejHo npeKHHyBalbe, oco6eHo npeA rlpeKHHyBalbeTo Ha P-6]IolcaziaTa Moxe Ha
ro 3rojleMII pnellroT ou "rebound" xHnepTeH3Hja.

KOM6HHalll4H Kai  KOH e noTDe6Ha nDeTnaeTmBocT

KaTII]IryMOBIme aHTaroHHCTH, oH TlmoT Ha ;|IIxl];|pol"pl]qllll KaKo IIITo ce dyeJloRTHH H aMjloAlmllH:
HCTOBpeMeHaTa aqMIIHHCTpal|I[ja MOxe Aa ro 3rojleMH pH3IIroT Ou xHnoTeH314ja H He MOxe Ha ce
IIclcJlyt" Mo}IclloTo IIonpeqyBarbe Ha dyyHlcl]IqjaTa Ha BeHTPHlcy]IapHaTa nyMIIa Kaj naul4ell" co
cpl|eBa cjla6ocT.

AH"aplm¢rll|II o;I KJlaca Ill (Ha IIpl"ep aMHOAapoH): Moxe fla ce IIOTeHLurpa e¢eRT Bp3 BpeMeTo Ha
aTPHO-BeHTPHlcyjlapHaTa cnpoBO;|j"BOcT.

BeTardTlolcaTopll 3a Tolmlcajllla ylloTpe6a (Ha np"ep KallKII 3a o.in 3a Tepal"ja Ha mayKOM), Moxe
Ha ro HHTeH3HBHpaaT cHCTeMclclzoT edyeKT Ha 6HconpojloTI.

IIapacllMnaTOMI"e'"I|II: 14cTOBpeMeHa ynoTpe6a MOxe Ha ro IIpojloHrHpa BpeMeTO Ha aTpl4O-
BeHTpllKyilapHaTa cllpoBOHTlrmocT H ;|a ro 3ro]IeMH pH3HKor ou 6Paj|HKapAI+j a.

14Hcyj"II H opajlHlq aH""ja6e"I|rl : IIOTelll|IIpaH>e Ha xllnorj"KeMH.IHIIOT e¢elcr. B+IOKar|aTa Ha
6eTa-axpeHep"`]HIITe pel]ellropH Moxe Ha " MacKIIpa cHMIITOMIITe Ha xl4IIorj"KeMHj a.

AHecTe"I|II : Oc]Ia6eHa pedyJleKCHa Taxlllcap"ja 113roJleMeH pH3IIK oH xrmoTeH3Hj a. (3a
;|orlo]IHHTejlHII rmdyopMal|I" 3a olllllTa aHecTe3Hja  BIIqll Aejl 4.4.)

H|I"TaTIHcOBH rjlHK03H;|H : HaMajleH ny]Ic, IIpoqojl9IteHO BpeMe Ha aTPHO-BeHTplllcyjlapHaTa
cHpOBourHBOcT.

HecTepoll;|HII aH"IIHdyTlaMaTopHII TleKo" (HCAIIJI) : HCAIIJI ro HaManyBaaT xlllloTeH3HBHHor
edyeRT Ha 6HcollpoTlouor.

P{HMnaTOMIIMe'"I|II (Ha npl"ep: H3onpeHaj"H, ;|o6yTaMrm) : KOM6HHaul¢j aTa co 6HconpoTlo]I Moxe
I|a ro HaMaj" e¢elcTOT Ha ABaTa ]IeKa.

cHMIIaroMI"e"Iill KOH " aK"BIIpaaT p H ct-aHpeHoi|enTOpHTe (Ha IIpl"ep: HOpa;|peHanl4H ,
axpeHaJ"II): KOM6IIIIaulqjaTa co 614collpoTloJI Moxe Ha AOBez|e Ao AeMaclcl4palbe Ha or-
aapeHopel|ellToplllrl`e Ba3oKOHCTplllcropHII e¢eK"   Ha OBHe jleKOBH BOAejkll KOH 3rojleMyBalbe Ha
KPBHHor npHTHcoK H HHTeH311814paH,e Ha Claudicatio intermitent.  BalcBI+Te HHTepaKi|I¢ ce cMeTa Aera
ce rloBepojaTHa  Kaj HeceTleKTrmHHTe PrdTiolcaTopH.

HCTOBpeMeHa ylloTpe6a co all"xllllepTeH3HBHII ]IeKOBH Kal(o 11 co j|py" jlel(OBH co
aHTREunepTeH3IIBeH IIOTeHunjaTI (Ha np. xplllilllcj".JIM aH"xllllepTeH3IIBH, 6ap6HTypa",

dyeHo"a3IIIIII) Moxe ;|a ro 3roTleMII pH3HKOT oH xrmoTeH3Hja.

KOM6HHaullH KOH Tpe6a fla ce 3eMaT Bo npeflBHfl

MedyjloK814H: 3rojleMeH pH3HK oH 6paqHKap;|Hja
MOHoaMHHooKCHj|a3a HHXH6HTopH (ocBeH MAO-BHHXH614TopH):  3rojleMeH xHnoTeH3HBeH e¢eKT Ha
6eTa-6TloKaTopoT Ho H pH3IIK oq xHnepTeH3HBHH KPH314.

4.6      ynoTpe6a3a BpeMe Ha 6peMeHocT I[

BpeMeHocT

BHcoHpoHouA;T14MadyapMaKOTlouKHe¢eKTK
H/rmH Ha dyerycoT /HOBopoueHqeTo. reHepajl
nep¢y314ja, IIITO e rloBp3aHO cO 3aocTaHyBarbe

•     O'fykup
(OnJE

TeT" edyeK" Ha 6peMeHocTa
penyuHpaaT nTlai|eHTapHaTa
Ha CMPT, a6Opryc HJ"
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npeABpeMeHo noponyBalbe. HecaKaHH e¢eK" (Ha npl4Mep xHnor"KeMHja 11 6pa;|HKapAHja) Moxe Aa
ce nojaBaT Kaj ¢erycoT HT" HOBopoHeHtleTo. HOKojlKy e HeonxoAHa TepanHja co 6eTar6jloKaTopH, ce
IIpenopatryBa ylloTpe6a Ha Bi ceJleK"BHHaj|peHep"qHH-6rloKaTopll.

BHcollpoj[oj] He Tpe6a z|a ce yrloTpe6yBa 3a BpeMe Ha 6peMeHocT ocBeH HOKOJIKy He e jacHo
Heonxoz|eH. J|oKojlny Tepa"jaTa co 6Hconpojlojl ce ol|eHH KaKo Heollxo;|Ha, Tpe6a Ha ce
MOHHTopHpa yTeponjlal|eHTapHHOT KPBeH npoTOK H ¢eTaTIHHOT pacT. Bo cjlytlaj Ha IIITeTHH eq)eK"
Ha 6peMeHocTa 14j" dyeTycoT Tpe6a fla ce 3eMe Bo o63Hp Apyr TpeTMaH. HOBopoz|emeTo Mopa
BHHMaTejlHo fla ce cTleAH. CHMnTOMme Ha xl4nor"KeMHja H 6panHKap"ja reHepaTIHo ce oqeKyBaaT
Bo  np814Te 3  AeHa.

HoeH,e

He e n03HaTO AanH jleKOT ce H3jlatlyBa 80 MjleKOTO. IIOpanH Toa He ce npellopatryBa  HoeH]e 3a BpeMe
Ha aqMHHHCTpauHja Ha 6HconpoTloJI.

4.7  Bjllljalllle Bp3 cnoco6HocTa 3a Bo3elbe IIj" paKyBalbe co Maml]HII

Bo cry;|Hja Ha nalureHTI] co KopoHapHII cpl|eBH 3a6onyBana 6HconponojloT He Bj"jaeTI Ha
cnoc06HOcTa Ha 803elbe. cenaK, IcaKO pe3yJITaT Ha HHunHnya]IHrme Bapllj al|IIII Ha peaRTIIBHOcTa Ha
]IeKOBHTe, cnoco6Hoc'ra 3a yllpaByBalbe co MOTopHo Bo3IIjlo 14 MallmHII Moxe Aa 6II;|e HaMajleHa. OBa
noce6Ho Tpe6a Aa ce 3eMe Bo npeqBIIj| Ha IIoqe'roK Ha Tepal"jaTa, no npoMeHa Ha IleKOT KaKo 14 Bo
KOM6HHaunja co aTIKoxojl.

4.8      HecaKaHH 4ejcTBa

CJleAHIIBe fledyllHI[ulllq ce oAHecyBaaT Ha dypeKBeHI|I¢jaTa H Bo HaTaMolilHHor TeKCT ce KopHc"
CJleunaBa TepMrmono"ja:

MHory qec" (21/10)
tlec" (21/100 Ao < 1/10)

HeBoo6maeHII  (21/1,000 Ao < I/100)
PeTKH (21/10,000 Ao <  1/1,000)
MHory peTKH (<  1/1 o,ooo)
Herlo3HaTa dypel(BeHunja (He Moxe Aa ce or|peqll ofl ;|ocTallHIITe nor|aTol]II)

Hcl4xHi aTDHCKII IIODeMeTVBaH,a

HeBoo6IItlaeHII  : J|enpecHja, Hapy[ilyBaH,a Ha coHor
PeTKII:   KoillMap14, xaTlylil4Haulm

HapymyBaH,e Ha HepB"OT cl4cTeM :
TlecTII:   BPTorjlaBHiia, r`JlaBo6oJIKa

peTKH:   cHHKOIIa

HaDvlllvBalbe Ha oqHTe :
peTKH:   HaMaTleHO j]aqerbe Ha cojl3H (xp
MHory peTK14:   KOHjyK"BH"c

IIODeMeTVBaH.e Ha vlllHTe H IuHHOT jlaBHOIIH

peTKH:   HapylHyBalba Ha c]IyxoT

I Kaj nal|IIeH" KOH HocaT jlekll)



3BHPEH H3BEmTA]  3A ocoEIIHHTE IIA jlEKOT

HHanvllrvBalbaHacDIIeBaTaDa6oTa:
MHory Hec'":   6panlllcapzil¢ja
qec'": B]IollryBaELe Ha cpl|eBaTa c]Ia6ocT
HeBoo6IIIIaeHH:  HapylllyBaH]e Ha AV-cnpoBOAj"BocT

BaclcvJlaDI" HaDvmvBarba:
tlecTH: t]yBCTBo Ha jlaqllo H TprlHerbe Ha eKCTpaMHTeTIITe, xl4HOTeH3Hja

HeBoo6ImaeHH: oprocTaTCKa  xrmoTeH3Hja

PeelmpaToplllL TopalcajlHH H MequacT14HajlH14 HapylllyBaH]a:
HeBoo6HtlaeH]il: 6poHxocrla3aM Kaj HaulleH" co HCTopHja Ha 6poHxl4jajlHa ac"a IIj" oncTpyK'"BHa

6oilecT Ha HIIIIIHrme na"illTa
PeTKH: aneprllcm pHHIT"c

±=agrpollllTec"IIarlHII HapyillyB alba :
qecT14:  racTpoHHTecTrmajl" HOTelllKo"II KaKo IIITo e raAelbe, noBpakane, j|Hjapea, KOHc"IIal|r|ja

Xenaro6rmlqjapHII IIapylnyBalba:
peTKH: xeHaTrmc

KO>KHII 11 cy6KyTaHII TK14BHII HapylllyBalba:

PeTKH:  xlmepeeH3urllB" peaKu" (npypllTyc, I|pBeHrmo, ocHn H aH"oez|eM)
MHory peTKH:    ajlolleulqja. BeTardTlol{aTopllTe Moxe Aa npeqll3814KaaT IIj" zia ja BjlolHaT ncopl4jacaTa

IIJ" ;Ia IIpeRTBIIIcaaT  IIcopHja3odyopMeH oclm

MycryJIHOcKeJle'nm H HapylnyBalba I]a cBp3HHTe TKIIBa:
HeBoo6IIIIaeHII :  MycKyTIHa cjia6ocT H rpqeBII

IIapyllryBaELa IIa penponyRTIIBI"OT cllcTeM 11 HQj KaTa:
peTlcll:   HapylllyBalba Ha IIOTeHurjaTa

reHeDajiHII HaovlHVBalba:
tlec'" : acTeHHa, MaTlaKcaHOcT

Jla6 oDaTODIICK14 HclllITVB aEba :

PeTKII : 3r6TleMeHII TPHr]"I|epl|;Ill, 3roTleMe" upHoxpo6HII eH3"14 (AJIAT, ACAT).

PenponyK"Bell cllcTeM 11 nopeMeTyBalba IIa HQjlcl4
peTKH :   Epelc"jlHa qllc¢ylllcl|Iqj a

HPH_iaByBalbe Ha HecaKaHH zlejcTBa
HPHjaByBaH,eTo Ha coMHHTejlHHTe
Ha jleKOT 80 IIpoMeT  e BaHcllo.

HecaKaHH
Co Toa ce o

Kopl4cT/pH3IIK Ha IIpoH3Bo;|oT. 3;|paBCTB
3a HecaKaHH HejcTBa npeKy HauHOHanH
H Me;|HI|HHCKH cpeHCTBa (yTI.CB.KHprm

cTpaHaTa Ha AreHI|Hj aTa http ://malmed.

Ao611BalbeTo Ha O;]o6pe"e 3a cTaBaELe
iaH MOHHTOpHHr Ha paMHOTexaTa

aT ;|a " IIPHjaBaT cHTe cOMHeBalba
r`IITlaHI|a IIPH AreHiillj aTa 3a jlel{oBH

H no etleKTpoHCKH rlaT npeKy Be6
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3EHPEH H3BEmTA]  3A OcoBHHIITE IIA jlEKOT

4.9      IIpeno3IIpane

cHMrlTOMH

npHjaBeHII ce cjlytlaH rlpH npe;|o3IIparbe (Ha np"ep qrleBHa flo3a ou  15 mg HaMecTo 7.5 mg) co TpeT
cTeneH Ha AV-6]IOK, 6panHKap"ja H Bpror`JlaBIIHa. reHepamlo Hajtlec"Te 3Hal|II KOH ce oHeKyBaaT
IIPH IIpeHo3HparbeTo co 6eTa-6JloKaTop ce 6panllKap"ja, xHnoTeH3Hja, 6poHxocnaeaM, aKyTHa
cpl|eBa HHcydylli]rlelil]Iqja H xllllorjuneMIIja. HO fleHec ce npHjaBeHII HeKojlKy cjlytlan Ha
npeflo3Hpalbe (MaKCHMyM: 2ooo mg) co 6HcoHpo]Ioil Kaj nal|IIell" co xrmepreH314ja H/rmll
KopoHapHa cpl|eBa 6ojlecT, pe3yjl"paj kll co 6paz|I¢Icapql¢j a H/IIj" xlllloTeH3Hj a; cHTe nal]IIell" ce
OnopaBIIjle. IIOcTol4 rojleMa BapHjal|I]ja Bo HHunnyajlHaTa ceH3Ir"BHOcT KOH noeqlllleHHa BHcOKa
Aoca Ha 6Hcollpojlojl H nal|IIeHTHTe co cpueBa cjla6ocT BepojaTHo ce MHory oceT]"BH.3aToa e
HcOIIxoqllo HHln]IIpalbe'ro Ha TpeTMalloT Kaj OBHe nal|HeH" Ha 6IIAe cO nocTeneHa "Tpal|Itja cHopen
IHeMaTa HaHeHa Bo ;len 4.2.

MeHaunDalbe

HOKOJIKy z|ojfle Ao rlpeAo3Hparbe, Tepa"jaTa co 6HConpoJloJI Tpe6a z|a ce npelcrme H ;|a ce npllMelm
lioMolileH H c"rlTOMaTCK14 TpeTMaH. OrpaHIIqeHH noAaToull cyrepl4PaaT Helca 6HconpoJloJI TelllKo ce
HlijanH3Hpa. BacHpaHo Ha oqelcyBaHHTe dyapMaKOJlolllK14 AejcTBa H npenopaKHTe 3a Apy" 6eTa-
6jlol(aTopH, cjleAHHTe onm" Meplcll Tpe6a Aa ce npe83eMaT Itora  rlocTOH KTIIIHIIIIIto orlpaBAyBaH>e.

Bpanlllcap;|Iqj a: AqMIIHIICTPHpajTe aTpolmll IIHTpaBeHo3Ho. HOKorllcy oHroBopoT e HeccouneTeH,
H3oHpeHaj"II IIj" j|pyr areHc Koj IIMa no3rmllBHo xPoHOTPonllo HejcTBo, MOREe Ha Ce Z|ane Co
IIpeTnaej"BocT. HOA onpeAeHH ycTloBH, Moxe Aa cTaHe Hcorlxoqllo IIIIcepTHpaH.e HaxpaHCBeHo3eH
nejcMejKep

XHnoTeH3Hja: Tpe6a jia ce aAMHHHCTpl4paaT Te.IIIoc" 14 Ba3orlpecopH, 14HTpaBeHo3Ho. oq KopHCT
Mome Aa 6IIHe 14IITpaBeHo3eH rJlyKaroH.

AV 6jloK (ou Brop H TpeT cTelleH): Hal]IIeHTIITe Tpe6a  BHI"aTejlHo Aa ce Haz|rJlez|yBaaT H z|a ce

TpeTHpaaT co H3onpeHajmll Bo IIHdyy3IIja rm" co BMeTHyBalbe Ha TpaHCBeHo3eH nejcMejKep

A.nyTIIo BjlolllyBalbe Ha cpi|eBa cjla6ocT: AAMIIHIICTpxpajTe HHTpaBeHo3Ho HHypeTIIIur, IIIIOTpolllm
jleKOBH, Ba3oHIIjlaTaTopH.

BpoHxocHa3aM: Aq,MHHHCTPHpajTe 6poHxoflrmaTaTopHa Tepa"ja KaKo Ha npl"ep H3ollpeHajlrm,

P2cHMnaroMI"e"ql4H/14j"aMHHodyl4T"H.

Xlmorj"KeM14j a: Aj|MHHHCTPHpajTe HHTpaBeHo3Ho rjlyKo3a.

5.    ®APMAI(ojlomKH CBOTCTBA

5.1. ®apMaKoqHHaMCKH cBojcTBa

®apMaKOTepaneBTCKa  rpyna: BeTa 6jloKaTop, ceJleKT
ATC Koq : C07A807

MexaHH3aM Ha jleicTBo
EIIconpojlojl e BHcoKo 6eTai -cejleRTHBeH -aApeHepr`H
aKTHBHocT H 6e3 3HaqajHa aKTIIBHocT Ha MeM6paHCKaTa
adyHHHTeT KOH 6eTa2-Pal]enTopl4Te Ha Ma3HaTa MycKyTlaTypa

IIHTPHH3HtlHa

IIaKaxyBa caMO Marl
HTe 14 KPBHHTe CafloBH, KaKO

H KOH 6eTa2-PeueliTopHTe oflroBopH14 3a MeTa6ojlHa Pel`yjlaliHja. HopanH Toa, reHepajlHo He ce
oqeKyBa 614conpojloj]oT Aa Bjmja Ha oTnopHocTa Ha HI]mHHTe IIaTHIIITa 14 6eTa2-nocpenyBaHH
MeTa6oTIHH edyeK". BeTai-cejleK"BHocTa Ha 6Hcollpojlojl ce rlpoTera 11 BOH TepalleBTCKHOT ;|o3arceH

PaHr.
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3EIIfEH H3BEIIITAJ  3A OCOBHHHTE HA JIHKOT

Kj"HrmKa ed}IIKacHocT H 6e36ezlllocT
Bo cy"jaTa CIBIS 11  6rme BKnyqeHII BKyllllo 2647 IIal]IIeHTII. 83% (n=2202) 6rme Bo NYIIA Kjlaca
Ill H  17% Bo (n=445) Bo NYHA K]Iaca IV. THe 6rme co cTa6HrlHa cl"IITOMaTCKa cHCTo]IHa cpl|eBa
cjla6ocT (ej elcl]IIOHa dypaKI|I+j a S 3 50/o, cllope;I exolcapqlloxpadyHj a). Bnyrl"or MopTaJIHTeT e

penylillpaH oq 17.30/o Ha 11.8% (pejla"BHa penyKI|Iqja 34°/o).
3a6ejle]IcaHo e HaManyBane Ha HeHaqejHa CMPT (3 .6°/o cllpeMa 6.3%, pej]a"BHa penylcl]Iqja 44%) H
HaMaHyBalbe Ha 6pojor Ha el"3oqll Ha cpl|eBa cjla6ocT Kaj KOH e noTpe6Ha xocHHTal"3al]Iqja ( 12%
cnpeMa 17.6°/o, petla"BHa pe;|ylcl|Iqja 36°/o). Ha xpajor, noKa3KaHo e 3HaqHTejlHo IIouo6pyBalbe Ha

dyyHlcl|IIOHajll"oT cTaryc cHopen NYHA rcjlacH¢HKal|I[jaTa. Ha rloHeTOKOT H Bo TeKor Ha Tepal"j aTa
co 6Hconpojlou Bo 6o+IHIItllcll ycjloBII 3a6ejle3IcaHII ce 6pa;unapAlqja (0.53%), xrmoTeH3IIja (0.23°/o) H
alcyTHa z|eKOMIIeH3al|I[ja (4.97%), Ho THe He 6rme noqec" oTKomcy Bo IIjlaue6o rpyllaTa

(0°/o, 0.3% H 6.74%). Bo TeK Ha nepHOHor Ha cry"jara BItyllHIIOT 6poj Ha a)aTaJIHH H TelllKII
Mo3otll" yAapH neHecyBaJle 20 Bo 6IIconpoJloJI rpyrlaTa H  15 Bo IIJlaue6o rpyHaTa.

Bo c'ry;|IqjaTa CIBIS 1116rme BIcjlytleHII  1010 naHHeH" Ha Bo3pacT 2 65 roHHH14 co cjla6a ;|o

yMepeHa xpoHII.IIIa cpl]eBa cTla6ocT (CIIF; NYIIA RTaca 11 rmll Ill) H co ]IeBa BeHTpnyJlapHa
ejeKI|IIOHa ¢panl|I[ja S 35°/o, KOH IIpeTxoullo He 6rme Tpe"paHII co ARE IIHXH6IrropH, 6eTa-
6jloraropH rum aHrlloHTeH3rm pel|ellTop 6]IOKaropll. Hal|IIell"re 6IIile TpeTIIpaHII co I{oM6IIIIai|Iqj a
Ha 6HconpoTlon H eHaTlaHplljl ca BpeMe or| 6 ;|o 24 Mecel|II, IIPBIITe 6 Mecel]II Tpenpall.eTo 6rmo unll
caMo co 6Hcollpoilotl IIj" caMo co eHajlanpHjl.

HMajlo TpeHH Bo IIpaBel| Ha noBHcoKa dypeKdyeHI|I¢ja Ha B]IolllyBall,e Ha xpoHHtlHaTa cpueBa cjla6ocT
rlpH KopHCTelbe caMo Ha 6HcollpoiloTI Bo IIPBHTe 6 Mecel]I¢ oj| xpe"aHor. HeMajlo IIHdyepHopHocT Ha
614collpo]Iouor-IIPB Tpe"all cnpo" eHajlallplljl-IIPB Tpe"aH, Bo IIep-nporoKojl aHaj"3HTe, HaKo Ha
xpajor Ha Cry"jaTa ABeTe CTpaTerllll 3a 3allo.IHyBaH]e Ha Tpe"aHor Ha xpoHIItllla cpl|eBa cTla6ocT
noKa]Kane cjlHqHII pe3yilTa" Bo o;|IIoc Ha cMPTHocT H xoc"Taj"3al|I[ja (32.40/o Bo 6IIcollpo]Iou -
npBa xpyna cllpo" 33 .1°/o Bo eHajlallpllil -rlpBa rpyna). CryqlqjaTa nolcarlcyBa Hera 6IIcoHpouo]Ior
IICTo TaKa Mo)Ice Ha ce KopHc" Kaj ITocTapH Iial|IIell" co c]Ia6a Ho yMepeHa xpoHIIIIHa CpueBa
cTla6ocT.

BHconpoTloTloT HCTo Talca ce Kopl4c" Bo TpeTMaHor Ha xunepTeH3Hja  H aHrHHa.

Kaj nalureH" co KopoHapHo cpl|eBo 3a6oilyBalbe 6e3 xpoHIIillla cpl|eBa cjla6ocT, npH aKyTHa
arlMIIHIICTpaul|ja, 6Hcollponorlor ja HaManyBa cpl|eBaTa dypeK¢eHunja H yHapHHor BonyMeH, a co roa
H Kapr|HjajlHHor Output H Icllc]IOpoquaTa noTpolnyBa.IIca. IIPH XPOHII.]IIa aqMIIHHCTpaunja
HHHI|IIjajlHO 3ro]IeMeHHor IIepH¢epeH OTIIOp ce HaMajlyBa.

5.2           ®apMaKOKIIIIeTCKII CBoj cTBa

A6coD6unia

BIIconpojlou ce a6cop6IIpa H I"a 6HojlomKa pacnouo)Ic7"BocT ou oKo7Iy 90% IIo opajlHa
anMH"cxpauHja.

HHCTi)H6vunia

BonyMeHor Ha ;|HCTPH6yl]Iqja e 3.5  I/kg.
OKony 30%.

BHOTDaHcd)oDMalmia H e]IHMIIIIallllia

BHconpojioji ce eTIHMHHHpa ou TejloTo Ha
HealtTIIBHH MeTa6o]IHT14 K014 rloToa ce eKCKp

ojlojl 3a rljla3Ma npoTeHHHTe e

Bo I|PHHOT HP06 40
6pe3HTe. OcTaHaTHTe 50% ce
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3EHPEH H3BEIHTAJ  3A 0COBHHHTE IIA JIEKOT

eKCxpe"paaT npeKy 6y6Pe3IITe BO HeMeTa            xpaHa ¢opMa. BKynHHOT rmllpeHC H3HecyBa oKojly
15  I/h. BpeMeTo Ha nony-jKIIBor Bo njla3MaTa ofl  10-12 qaca o6e36ez|yBa 24 qacoBeH edyeRT npH

Ho3xparbe eqllalll qlleBHo.

JlrmeaDHOcT

KHHeTHKaTa Ha 6Hconponojl e jlrmeapHa H He3aBHCHa oA Bo3pacTa.

Hoce6Ha IIollvjlalmi a

BHAejK14 ejl"rmai]IqjaTa ce oABHBa Bo 6y6pe3HTe H upHIIor Apo6 Bo HCTa Mepa, He e noTpe6Ho
rlpl4[jlaronyBalbe Ha Ao3aTa Kaj nal"ell" co HapyllleHa dyHlcl|I+ja Ha i|pHHor Hpo6 IIj" 6y6pexHa
HIIcydyl4uneHI]14ja. ®apMaKol(I]He"KaTa raj IIal]IIeH" co cTa6rmila xpoHII.IIIa cpl|eBa c]Ia6ocT H co
oll]TeTeH I|pHHor Apo6 rmH 6y6pe)I{IIa dyHlcl]Iqja He e npoytlyBaHa. Kaj nal]IIell" co xpoHHrma
cpl|eBa cjla6ocT (NYIIA dya3a in) njla3Ma HHBoa Ha 6IIcorlpojlojl ce noBHcoKII H nojly-)KHBor e
npoAOTlxeH Bo cllope;|6a co 3flpaBII IIcrlHTaHIII]II. MaKc"ajllla KOHI]eHTpal|Iqja Bo II]Ia3MaTa Bo
cooroj6a Ha MxpyBaH>e e 64±21  ng/ml Kaj HIIeBHa z|oca oz|  10 mg H BpeMe Ha nony9IcllBor e  17±5
qaca.

53  HpeTlcT]HHIItlKH no4aTol|II 3a 6e36caHocTa

CIIopefl rlpeTK]mHHtlKHTe rloHarol]II HeMa noce6HII onacHoc" 3a ilyfeTo 6a3Hpajkll ce Ha
KOHBelll]IroHajlHHTedyapMaKOJloilncll cryql" 3a 6e36eqrlocTa, roKcll.IIIocT Ha noBTopeHa Ao3a,
reHOTOKclltlHocT rml4 IcaHI|eporeHocT, KaKo H j|pyrrme 6eTano]IOKaropH, 6Hconpojlo]Ior Bo BHcoKII
qo3H IIOKanyBa TOKcl]tlllocT 3a MajKaTa (HaManyBalbe Ha BHecoT Ha xpaHa H HaMarlyBalbe Ha
Te]IecHaTa Texrma) 11 TOKcll`IIIocT 3a eM6plloHor /¢erycoT  (3rojleMeHa nojaBa Ha pecopnl|Im,
HaMajleHa poAIIjlHa Te)Icrma Ha HOBopoAeHlme, peTapnal|I¢ja Ha dyH3H"or pa3Boj), Ho HeMa
TeparoreHO Hej CTBO.

6.    q>APMAI|EBTCKII  CBOJCTBA

6.1   JIIICTa Ha eKcl|mlllleHCH

KOHKOD KOP  I.25  mg
Ta6jleTHo j anpo : KOTloHAeH crmHHHyM,aHXH;|pl]qeH, MarHe3nyM cTeapaT, KpocnoBHHOH,
nperejlaTHHneHpal] ritleHKapeH cKp06, ntleHlcapeH cKpo6,M14IcpOKPHCTaJIIIa i|enyjlo3a,   KaJII|nyM
xxllqporeH¢ocdyaT,aHXHHpll.IeH.
®IIIIM o6BIIBIca: ql"eTHKOH,  TajlK, Maxporo]I 400, TIITall "oKcun ¢171 ), xlmpoMejlo3a.

KOHKoo KOP 3.75 mg
Ta6jleTHo j anpo: KojlolqqeH cllj"I|nyM,aHXHHplltleH, Mar
MHKpoKPHCTajlHa I|enyjlo3a, nqeHKapeH cKpo6,KanllHy
®rmM o6BHBKa: Boja xejle3eH oKcl[q XOTIT (E172), I

(E 171 ), xHHpoMejlo3a.

6.2           HHKOMnaTi46HjlHocT

HeMa.

6.3      PoKHayl[oTpe6a

KOHKop KOP  1.25 mg H 3.75 mg
3  roAHHH.

SHKuP T  +

ocnoBHHOH,
HXHHPHqeH.

TFTaH ;|HOKCPH
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3BIIfEH H3BEmTA]  3A OcOBrmlHTE IIA jlEKOT

6.4.Cnel|i]jaJ[HH ycjTOBH Ha tlyBalbe

Kolllcoo KOP  1.25 mg H 3.75 mg

J|a Ce qyBa Ha TeMIIepaTypa j]o 25°C.

6.5.     IIPHpoua H coqpFTIIHa lla naKyBalbe

HaKyBalbeTo e 6j"cTep, H3pa6oTeH oj| IIo]"814HIIjlxIlopllz| dyHTIM KaKo ocHOBa 11 ajlyMIIHnyMCKa
rloKPHBHa dyoJ"ja.

ro]IeMHHa Ha naKyBaH,e:  30 dyllTIM-o6jloREeHH Ta6]IeTH.

6.6.     CneuHjajlHI[ I[penopaK113a oTCTpaHyBalbe H ynoTpe6a

HeMa clleul4jajl" 6apaH,a.

7.   HOCIITHJI0T IIA 0H0BPEHHE 3A IIylHTAILE 80 IIPOMET

BApyc
ytl.CKynH 6p.57
1000 CKonje
MaKeAo"ja

8.         Epo] HA PEmEHIIE 3A IIymTAlbE Bo IlpoMET

Concor COR 1.25 mg  (1x30 tbl):

Concor COR 3.75 mg  (1x30 tbl):

9.          qATyM HA IIPBO/ II0CJIEHHO  PEIHEHHE 3A IIVIHTAII>E B0 IIPOMET
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