
3BMPEH M3BELJJTAJ 3A OCOEMHMTE HA JIEKOT

1.        MME HA JIEKOT , JAIMHA M ®APMAHEBTCKAfl03MPAHA ®OPMA

Concor 5 mg a)MjiM-o6noxe" Ta6iie"

2.         I(BAJIMTATMBEH  M KBAHTMTATMBEH COCTAB

AKTMBHa cyncTaHL+Mja:  BMconpoiioji ¢yMapaT

Concor 5 mg:
CeKoja ¢MiiM-o6tioxeHa Ta6jieTa coApxM 5 mg 6Mconpojioii a)yMapaT

3a  I(oMniieTHa iiMCTa  Ha eKCLiMI"eHCM  BMAM  6.1.

3.        ®APMAL|EBTCKA fl03MPAHA ®OPMA

¢MiiM-o6noxeH M Ta6jie"

Concor 5 mg  ce xoiiTe"KaBo-6ei", a)rmM-o6iioxe" Ta6iie" co o6"K Ha cpLie, co noAeii6eHa
HPTa.                                    ,`

Ta6tieTMTe MoxaT Aa Ce noAeiiaT Ha  no]ioBMHM.

4.          Ki"HMi]KM noflATOLiM

4.1           TepaneBTCKM  MH4MI{aLLMM

-  XMnepTeH3Mja
-  KopoHapHa CPL+eBa 6oiiecT ( angina pectoris)

4.2       F|o3Mpaibe M HaLIMH HaynoTpe6a

TpeTMaHOT npBeHCTBeHo Tpe6a Aa ce 3anoiiHe nocTeneHo,  Co  HMCKM 4o3M,  KOM  noHaTaMy 6aBHo ce
3rojieMyBaaT.  Bo cMTe ciiyHaM 4o3aTa Tpe6a 4a Ce npMjiaro4M  MH4MBM4yajiHo,  Bp3 ocHOBa  Ha
Bpe4HocTMTe Ha  nylicoT M TepaneBTCKMOT ycnex.

XuneDmeH3uia
rlpenopavaHaTa Ao3a e 5 mg 6Mconponon cbyMapaT eflHaLLJ Ha 4eH.
Kaj  noona6M  cPopMM  Ha xMnepTeH3Mja  thMjacToneH  KPBeH  npMTMcoK A
mg eflHau AHeBHo Moxe Aa 6MAe cooABeTHa.
floltoJiKy e noTpe6Ho, 4o3aTa Moxe 4a ce 3rolieMM  Ha  10 mg e/]Ha
3roiieMyBatbe Ha f]o3aTa e onpaBAaHo caMo Bo MCKtiyHMTeii" ciiyil

MaKCMMaJiHaTa  npenopaiiaHa AHeBHa Ao3a e 20 mg eAHaLJJ  Ha F|eH.

-  ```:``
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KODOHaDHa _croue8a 6onecm (anaina Dectoris)
rlpenopailaHaTa Ao3a e 5 mg 6Mconpojioii a)yMapaT eAHaiJJ Ha AeH.
floKoiiKy e noTpe6Ho, Ao3aTa Moke Aa ce 3roJieMM Ha 10 mg eEHau Ha AeH.  noHaiaMouHo
3rojieMyBalbe Ha f]o3aTa e oripaBAaHo caMo Bo MCKiiyilMTeii" ciiyHaM.
MaKCMMaiiHaTa npenopailaHa AHeBHa Ao3a e 20 mg eAHaLIJ Ha AeH.

L]o3uDalbe Kaj xenamai]Ha u/unu DeHal]Ha uHcvcbuuueHuu_ia
Kaj  naLiMeH"  co jiecHo Ao yMepeHo HapyLLleHa dyyHi{i+Mja  Ha xenap rmii 6y6pe3M  Boo6MiiaeHo He e
noTpe6Ho npLunaroAyBaibe Ha 4o3aTa.  Kaj  naLiMeH"  co noreLLIKM HapyulyBaLba  Ha 6y6pe>Ki+aTa

q)yHKLiMja  (Kpea"Hrm  Ki"peHc< 2o mvmin)  M  Kaj  naLMeH" cO cepM03HO HapyLi]eHa q]yHKi+Mja  Ha
xenapoT, AHeBHaTa Ao3a oA 10 mg 6MconpeiioJi He Tpe6a Aa ce HaAMMHyBa.
MCKycTBOTo 3a ynoTpe6a Ha 6Mconponoii Kaj naL"eH" KOM ce Ha 6y6pe}Kiia AMjal"3a e
orpaHMueHo.  He nocTOM qoKa3 3a noTpe6a oA npoMeHa Ha pe"MOT Ha /]o3Mpebe.

nocmaDunauueHm_u_
He e noTpe6Ho npMiiaroflyBatbe Ha Ao3aTa Kaj nocTapM Hal+MeH".

Esp
HeMa TepaneBTCKo McltycTBo co 6MconpoJion Kaj Aei+a.  rlopaAM Toa, ynoTpe6aTa Kaj Ael+a He ce
npenopavyBa.

HaiMH Ha vnoTce6a:
®MliMro6Iioxe"Te Ta6jie" Tpe6a Aa ce liporojiTaaT L+ei" Co MaJlny Te`+HocT HayTpo,  npeA, 3a
BpeMe Ha unM no nojafloKOT. Ta6jie"Te He Tpe6a Aa ce I.BaKaaT.

TDaeibe Ha TeDaf"iaTa:
TpaeibeTo Ha Tepa"jaTa He e orpaHMiieHo.  3aBMCM oA npMpoAaTa M cepMo3HocTa Ha 6oiiecTa.

Tepa"jaTa co Concor He Tpe6a Aa ce npeKMHe HeHaAejHo, oco6eHo He I(aj liaLMeH" co KopoHapHa
CpueBa 6oJlecT,  6MAejwi Toa Moke fia AOBeAe Ao aKyTllo BJioLuyBattie Ha 3ApaBCTBeHaTa cocToj6a
Ha naL"eHTOT. floKojiny e HeonxoAHo npeKMHyBaH>e Ha Tepa"jaTa, Ao3aTa Tpe6a nocTeneHo Aa ce
HaMaiiyBa (Ha np.  npenoTioByBahoe Ha Ao3aTa Bo HeAeii" MHTepBai").

4.3       I(oHTpaMHF]Mi{aL+MM

Concor He cMee Aa ce KopMc" Kaj naLiMeH" co:

•  AKyTHa cpueBa cTia6ocT Mi" 3a BpeMe Ha e"3oAM Ha AeKOMneH3MpaHa cpLieBa
cria6ocT, 3a Koja e noTpe6Ha i.v.  MHOTporiHa Tepa"ja

•   Kap4MoreH  Luor(
•  aTPMOBeHTPMKyiiapeH 6jioK oA BTop M" TpeT cTeneH (6e3
•  sick sinus cMHApoM
•  CrmoaTpwiaiieH 6JioK
•   cMMnTOMaTMilHa  6paAMKapAMja

•   cMMnTOMaTMHHa  xMnoTeH3Mja

•  +exoK o6j"K Ha 6poHXMjanHa acTMa

nejcMejKe

•   HanpeAHaT cTaAMyM  Ha  nepMcpepHo  apTepMCKo  oKiiy3MBHo  3

Raynaud-QB cMH4poM
•   HeTpeTMpaH  a)eoxpoMOLiMTOM  (BMflM 4.4)
•   MeTa6oiiHa  aL+MAo3a
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•   no3HaTa npe`+yBCTBMTejiHocT Ha 6MConpojiori  rum  HeKoja oA j]py"Te cocTojKM  Ha
npenapaTOT (BMAM  6.1 )

4.4        noce6" Mepl{M Ha npeTha3nMBocT M npeAynpe4yBarba 3a ynoTpe6a

Tepa"jaTa co Concor ue Tpe6a Aa ce npeKMHe HeHaAejHo, oco6eHo He Kaj naL"eH" co KopoHapHa
cpLieBa 6oJlecT, 6MAejtw Toa MOxe Aa f|oBefle Ao npeoAHo BJioLuyBaibe Ha cocToj6aTa Ha
Hal+MeHTOT (BMAM  4.2).

Concor  Mopa 4a ce KopMc" co oco6eHo BHMMaHMe i{ora co ce Tpe"paaT naL"eH" co
xMnepTeH3wia Mj" angina pectoris M MCTOBpeMeHa cpLieBa ciia6OcT.

Concor Moxe 6a ce I(opucmu caMo co noce6Ho 8HUMaHue 8o cne6Hume ci]yuau:

•AMja6eTec Mei"ryc co roJieMM cPJiyKTyauMM Ha BpeAHocTa Ha uekepoT Bo KPB:
cMMrITOMMTe Ha xMnort"KeMMja (np. TaxMKapAMja,  naJinrmaLMM  Mi" noTeibe)  Moke Aa
6MAaT MacKMpa"

• cTpera AMeTa
• 80 TeK Ha Tepar"ja Ha AeceH3M"3aulru.a

Kai(o ujTo e ciiyuaj M co ocTaHa"re 6eTa-6noKaropM, 6Mconpotioii Moxe Aa ja 3roiieMM
ceH3M"BHocTa Ha aliepre" M cepMo3HoCTa Ha aHacprmaK"ilKaTa peaKUMja.  Bo BaKBMITe CJiyllaM
aApeHaJ"HOT He ro AaBa ceKoraLu caKaHMOT TepaneBTCKM eq)eKT.

•  AV 6jioK oA npB cTeneH
•      Prinzl.netalroBa aHrMHa :  3a6ene>Ka" ce onyHaM Ha KopoHapHa Ba3ocna3Ma.  M noKpaj BMcoKaTa

6eTal-ceiieK"BHocT Ha tieKOT,  HanaArme Ha aHrMHa He MoxaT KOMrmeTHo Aa ce MCKiiyilaT Kora
6Mconpojion ce 4aBa Ha naLqueH" co   PrinzmetalroBa aHrMHa

•   rlepMcpepHO apTepMCKO OithysMBHO 3a6OiiyBaH>e (MHTeH3MBMpaibe Ha  noTeLi]KO"MTe

Moxe fia Ce onyiiaT noce6Ho Ha noiieTOK Ha Tepar"jaTa)

MaKo KapAMocejieK"BHMTe (6eTai) 6eTardTioKaTopM  Mo}Ke Aa  MMaaT noMa+I eq)eKT Ha
6ejioApo6HaTa ¢yHKLiMja oA HeceiieK"BHMTe 6eTa 6iioi{aTopM,  KaKo M co cMTe 6eTa 6iioKaTopM
MC"Te Tpe6a Aa Ce oA6erHyBaaT Kaj naLMeH" co o6cTpyK"BHo 3a6oiiyBaibe Ha AMLi]Hrme
na"L]jTa,  coBeH AOKo]iKy MMa noTBPAe" KiiMHMHKM  npM"" 3a HMBHaTa ynoTpe6a. floKojiKy
nocTojaT TaKBM  npMiMHM,  concor MOxe Aa ce KOpMc" cO BHMMaHMe.

Kaj naLiMeH" co 6poHxwiaiiHa acTMa Mi" Apy" xpo"u" oncTpyK"B" 6eiioAPo6"
HapyLLiyBaiba,  KOM MO>KaT 4a 6M/]aT acoL`Mpa" cO cMMriTOMMTe,  MCTOBpeMeHO Tpe6a Aa ce Aa4e M
6poHxo4MnaTaTopHa Tepa"ja. rloBpeMeHo, Kaj naLMeH" co ac"a Moxe 4a ce nojaBM
3rojieMyBaLt,e Ha pe3MCTeHThocTa Ha 4MLLIHLITe naTMLLiTa,  nopaAM  LliTo Moxe 4a ce jaBM noTpe6a on
rioBMcoKa Ao3a  Ha  82 CMMnaTOMMMe"LM.

onura aHecTe3Mia
Kaj  naLiMeH"  KOM  npMMaaT onL]]Ta aHecTe3Mja,  6eTa-6iioKaTopMTe ro HaMaiiyBaaT pM3MKOT ofi
apMTMMja  M  MMOKapAHa  McxeMMja,  M  Toa  3a  BpeMe  Ha  MHqyKLiMjaTa 3a BpeMe
nocToliepaTMBHMOT nepMofl.  CnopeA TeitoBHMTe npenopaKM, Tepa"jaTa
Bo TeK He Tpe6a Aa ce npeKMHyBa Bo cliyuaj  Ha onepaLiMja. AHecTe3Mo
MH®opMMpaH /]eKa riaL+MeHTOT e nod Tepa"ja co 6eTa-6iioKaTopM,  6M
noTeHL|wiaJi"  MHTepaKUMM Co Apy" JieKOBM,u]o Moxe Aa  pe3yjiTMpa
aTeHyaL+Mja  ra pedyJieKCHa TaxMKap4Mja M HaMarie" pe¢neKc" pea
3ary6aTa Ha KPB. J]oKojiKy e HeonxoAeH npeKMH Ha Tepa"jaTa co 6eT

aM80
M  Koja e
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onepaHMjaTa, Tepa"jaTa Tpe6a nocTeiieHo Aa Ce HaMaiiyBa M noToa LietiocHo Aa ce npei{MHe oi(oJiy
48 ilaca npen aHecTe3MjaTa.

Ha nauMeH" co TiliiiHa Mj" a)aMMJ"japHa MCTopMja Ha ncopMja3a,  Moke Aa ce AaAaT 6eTa
6jioKaTopM  (Ha  np.  6Mconponoji),  caMo no BHMMaTeJIHo oueHyBaibe Ha oAHocoT KopMCT/pM3MK.

Kaj  naLiMeH"  co a)eoxpoMOLiMTOM,  6Mconpojioii He cMee /]a ce aAMMHMCTPMpa ce Ao nocTMrHyBatbe
Ha a-peuenTopci(a 6noKaAa.

3a BpeMe Ha Tepa"ja co 6Mconpoiion cMMnTOMMTe Ha "peoTor(cMKo3a Moxe 4a 6M/]aT MacKMpaHM.

ynoTpe6aTa Ha Concor Moxe Aa /]aAe no3MTMB" Pe3yJITa" Ha TecTOBM 3a Aor"Hr.

4.5      MHTepal{uMja co 4Py" neKOB14  M /]PyrM ¢opMM  Ha MHTepaKUMja

He ce nDenoDaLlvBa MCTOBt)eNeHa ynoTpe6a co cne[]HHBe lieKOBM:
KaiiL+MyMOBM  aHTaroHMerM  on TMnoT Ha  BepanaMMJi  M  Bo iioMa]ia  Mepa  oA TMnoT Ha   AM]i"a3eM
3apaAM:  HeraTMBHo Bj"ja"e Ha  KOHTpaKTMiiHocTa  M aTPMo-BeHTPMKyiiapHaTa   cnpoBo/]i"BocT.  Kaj
naLiMeH"  KOM ce now Tepa"ja Co 8 6iioKaTopM  MHTpaBeHo3Ha aAMM"cTpaLiMja Ha  KanL+MyMOBM
aHTaroHMc" oA  TMnoT Ha  BepanaMMii,  Moxe Aa AOBeAe Ao HariiaceHa xMnoTeH3Mja M
aTPMOBeHTPMKyiiapeH  6iioK.

L+eHTpaiiHo Ae]iyBailKM aHTMXMnepTeH3MB" JieKOBM  KaKo KnoHMAMH  M Apy" cj"u"  Ha Hero   (Ha  np.
MeTMji/]ona,  MOKcoHMAMH,  pe3ep"H):  KOM6M"PaHaTa Tepa"ja co LieHTpajiHo  AeiiyBauKM
aHTMXMnepTeH3MBM Moxe Aa AOBe4e Ao B/ioLiJyBarbe Ha cpueBaTa cna6oCT 3apaAM HaMaiiyBarbe Ha
LieHTpaiiHMOT cMMnaTeTMUKM TOHyc (HaMajiyBaibe Ha  nyJicoT M ejeKLiMOHaTa  a)paKUMja,
Ba3o4MiiaTaL+Mja).  HeHaAejHo npeKMHyBaibe,  oco6eHo npen 3aBPLilyBarbe Ha 6eTa-6noKa4aTa Moxe
Aa ro 3roiieMM  pM3MKOT o/I "rebound" xMnepTeH3Mja.

MCTOBpeNeHo 3eNaibe co clieAHi4Be iiel{oBH caMo co nDeTlia3iiHBocT

AH"apMTMMLiM  qu Kiiaca  I  (Ha  npMMep KMHMAMH, AMconMpaMMA, jiMAOKaMH,  ®e"TOMH,  a)JieKaMHm,
nponacpeHOH):  MoxHo noTeHLiMpatbe Ha ecpeKTOT Ha  BpeMeTo Ha aTPMjatiHaTa cnpoBOAi"BocT M  Ha
HeraTMBHMOT MHOTponeH  edyeKT.

KaTiL+MyM  aHTaroHMCTM,  on TMnoT Ha AMXMApor"pMAMH  (Ha  npMMep "cbeAM"H):  MCTOBpeMeHaTa
aAMM"cTpaLiMja Moxe Aa  ro 3roJieMM  pM3MKOT qu xrmoTeH3Mja  M  He Moxe Aa ce MCKiiyiM  MoxHOTo
BiioLi]yBaibe Ha  BeHTPMKyriapHaTa nyMnHa a)yHKL+Mja i{aj  naLiMeH"   co cpueBa ciia6OcT.

AH"apMTMMLiM qu KJiaca  Ill  (Ha  npMMep aMMOAapoH):  Moxe Aa ce noTeHLiMpa ecpeRTOT Bp3 BpeMeTo
Ha aTPMjanHaTa cnpoBofii"BoCT.

rlapacMMnaTOML"e"LiM:  MCTOBpeMeHaTa ynoTpe6a Moxe 4a ro npoiioH"pa BpeMeTo Ha aTPMo-
BeHTPMKyTiapHaTa  cnpoBOAj"BocT M Aa  ro 3roJieMM  PM3MKOT oA 6paAMKapAMja.

TonMKatiHa an"KaHMja  Ha Apy" 6eTa-6JioKaTopM  (Ha npMMep KanKM
rJiayKOM),  MOxe na  ro  MHTeH3MBMpa  cMCTeMCKMOT e¢eKT Ha 6MconQ

MHcyi"H M opaii" aH"AMja6e"LiM: noTeHLtMpaibe Ha xMnorf"
6eTa-aApeHep"il"Te PeL|enTOPM Moxe f|a " MacKMpa cMMnTo

AHecTe"LiM: ATeHyaLiMja  Ha  pecpjieKCHa TaxMKapAMja  M 3roJieMe

a"ja Ha

a4aTa Ha

(BMAM  4.4.)
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AM"TaJ"coBM rJ"Ko3MfiM:  HaMaiieH  nyjic,  npoAon>KeHo BpeMe Ha aTPMo-BeHTPMKyiiapHaTa
cnpeBOAi"BOcT.

HecTepoMA" aH"d)JIO"C"uM (HCAMJl):  HaMajiyBaibe Ha xMnoTeH3MBHMOT e®eKT.

BeTa-c"naroMi"e"LM (Ha npMMep: Ao6yTaMMH, opuMnpeHaJ"H):  KOM6MHauwiaTa co 6Mconpoiioii
Moxe Aa ro HaMai" eq)eKTOT Ha o6aTa iieitoBM.  Mo}Kiia e noTpe6a on noBMcoKM Ao3M Ha aApeHaJ"H
3a Tepa"ja Ha anep"cKM peaKi+im

CMMnaTOMMMe"LiM  KOM " aK"BMpaaT aiicpa-M 6eTa-PeuermopMTe (Ha npMMep: aApeHai"H,
HopaApeHajirm):  Mo}I(Ilo e 3roiieMyBatbe Ha  KPBHMOT npM"coK M  MHTeH3MBMpatbe Ha
MHTepMrmeiiTiia  unayAMKai+Mja.  BaKBaTa MHTepaKi+Mja e noBepQjaTiia  Kaj  HeceiieK"BHMTe 6eTa-
6iioKaTopM.

TPML"unMil" aHTMAenpecMBM,  6ap6MTypa",  ¢eHo"a3mii KaKo M Apy" aH"xMnepTeH3MBM:
3roneMeH xMnoTeH3MBeH eq)ei{T.

33a6eiieui{M  I{oM TDe6a 4a ce 3eMaT Bo nDe4BMz] nDM MCTOBDeMeHo 3eMaibe co c7ienHMTe
Jlel{OBl1:
Meq)iioKMH:  3roiieMeH pneMK oA 6PaAMKapAMj.a

MOHoaMMHo oKCMAa3a  MHXM6iiropM  (ocBeH  MAO-B  rmxM6rmopM):  3roiieMeH xMnoTeH3MBeH e¢eRT
Ha 6eTa-6iioKaTopoT,  Ho M pM3MLt q4 xMnepTeH3MB"  KPM3M.

4.6    ynoTpe6a ca BpeMe Ha 6peMeHocT M Aoelbe

BoeMeHocT
BMconpoiioiioT MMa a)apMaKojioLi]Ka aK"BHocT Koja Moke Aa MMa HeraTMB" ecpeK" Ha
6peMeHocTa M/rum Ha d]erycoT / HOBopeAeHileTo.

reHepaiiHo, 6eTardjioKaToprme ja HaMaJiyBaaT rijiaLieHTapHaTa nepd)ysMja,  iilTo Moke Aa  AOBeAe
AO nopeMeryBaibe Ha MHTpa-yTepMHMOT pacT,  cMpr Ha a)erycoT,  a6Opryc Mj" npeABpeMeHO
nopofiyBatbe.  HecaKa" edyeK" (Ha np. xMnor"l(eMMja M 6PaAMKapAMja) Moxe Aa ce nojaBaT Kaj
¢erycoT Mi" HOBopofieHiieTo. J]oKorlKy repariwia co 6eTa-6JioKaTopM e HeonxoAHa, ce npenopaiiyBa
ynoTpe6yBa Ha Pi -ceneK"B" 6eTa-6iioKaTopM.

BMconpoiioii He ce npenopailyBa Aa ce ynoTpe6yBa 3a BpeMe Ha 6peMeHocT AOKoiiny He e jacHo
HeonxoAeH. floKojiKy Tepa"jaTa co 6MconpeJloJi ce oiie" KaKo HeonxoAHa, Tpe6a Aa ce
MOHMTopMpa yTepo-niiaL+eHTap"oT KPBeH  npoTOK M cpeTaji"oT pacT. Bo ciiyHaj
Ha 6peMeHocTa  MjiM q>erycoT Tpe6a Aa ce npMMeHM Apyr TpeTMaH.  HOE
HaAriieAyBa TeMeJiHo.  CMMnTOMMTe Ha xMnorJ"Ke"ja  M 6PaflMKapAwia
oilel{yBaaT Bo  npBMTe 3 AeHa  oA XMBOTOT.

floeLbe
He e no3HaTo 4aj" 6Mconpojioji ce M3jiaiiyBa Bo xyMaHOTo MajilMHo
npenopaiiyBa Aoerbe 3a BpeMe Ha Tepa"ja co 6Mconpoiioji.

4.7      Eq)ei{" Bp3 cnoco6HocTa Ha Bo3erbe M paKyBaLbe co MaLL"HM

Ha LliTeT" ecpeK"
a Aa Ce

rlpM  M3BeAeHa cryAMja cO Hal+MeH"  cO  KOpOHapHO cpLieBa 6OnecT,  6Mconpoiioii  He ja  HapyLijMji
cnoco6HocTa  3a  803ehoe.  CenaK 3apaAM  MHAMBMAyaJIHMTe  BapMjaL|MM  Bo  peaKLiMMTe  Ha jieKOT,
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cnoco6HocTa 3a Bo3eibe Ha Bo3MTio rmM 3a ynpaByBaLbe co MaLi]M" Moxe Aa 6MAe HaMaJieHa. OBa
noce6Ho Tpe6a Aa ce 3eMe Bo npeABMA Ha noiieTOK Ha Tepa"jaTa,  no npoMeHa Ha tieKOT,  KaKo M
npM  MCTOBpeMeHa ynoTpe6a cO ajiKOxoii.

4.8      HecaKaHM 4eicTBa

rlpoLieHKaTa Ha HecaKaHMTe AejcTBa ce 3aciioBa Ha oneAHOBo rpyi"pafoe no ilecTOTa:

Boo6MilaeHM:                 21/100 Ao   <1/10
HeBoo6MilaeHM:           21/1000 Ao <1/100
PeTKM:                               21/10 000Ao <1/1000
MHory pe":              <1/1o ooo
Heno3HaTo:   ®peitBeHLiMjaTa He Moke Aa ce ofipeAM oA AoCTaliHiITe noAaroLiM

McnMrvBarba
pemKtj..                                         noKaile" TPMrj" uepMAM

rloKaiie" eH3MMM  Ha HPHMOT Apo6 (ALAT, ASAT),

CDueBM  nooeMeTVBaLba.
Heeoo6uLlaeHu BpaAMKapAMja,  nopeMeryBafoe Ha AV cnpoBOAj"BocTa,

BTioLliyBaLbe Ha nocToeilKa CPL+eBa ona6oCT

rlooeMeTVBaLba  Ha  HeDBHMOT cMCTeM
Boo6ul+aeHu                                BPToriiaBMHa* ,  rtiaBo6oiiKa*
PemKt/                                              CMHKona

rloDeMeTVBaiba Ha OwMTe
PemKu                                            HaMaTie" iiaileH>e Ha coii3M (Tpe6a Aa ce 3eMe Bo npeABMA Kaj

naHMeH"  KOM  HocaT KOHTaKTHM iiefu)
MHoey pemKu                            KOHjyK"BM"c

nopeMervBarba  Ha vLL"Te  M VUHMOT iiaBMDMHT
PemKt/                                         HapyuyBaiba Ha onyxoT

pecnMpaTOpHM, TOpaKaii" M Me4MiacTi"aii" noDeMeTVBahoa
He8oo6ut/aeHu                          BpoHxocna3aM Kaj Hal+MeH" co 6poHXMjaiiHa ac"a Mj"

MCTopMja  Ha oncTpyK"BHa 6ojiecT Ha AMLiiHMTe na"i]]Ta
PemKt/                                     Aiiep"cKM PM""c

racTDOMHTec"HaiiHM  HaDVLi]vBafoa
Boo6uvaeHu                              racTpoMHTec"HajiHi"euKo"M KaKo ranerbe, noBpakahoe,

/]Mjapea,  KOHc"naLiwia

Ko)KrM  M  cv6KVTaHM  TKMBHM  HaDVLLivBaLE,a

PemKu..                                          XrmepceH3M"B" peaKLMM (npyp
MHoey pemKu..                           Onafarbe Ha itoca.  BeTa-6iioKai

ncopMja3a, fia ja BiioLi]aT cocToj
ncopMja3MCPopMeH  oCMn.

MvcKvnocKe/reTHM  M  HapvLLlvBaHba  Ha  cBD3HMTe TKMBa
He8oo6uuaeHt/..                        MycKynHa ciia6ocT, MycKyii" rpii *  t$4,KuP *
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BacKvnaDHM  noDeMeTVBaLba
Boo6wi/aeHw                                  llyBCTBO Ha iiaAi+o  M TpnHeLbe Ha eKCTpeMLITe"Te
Heeoo6u v ae H u                          Xi^rioTei+3vija

onul" nopeMeTVBaiba M CocToi6M I+a Meero I+a apMMI"cTpauMia
Boo6Muae"                              3aMop*
HeBoo6Miiae"                          Mci+pneHocT

XenaTo6rmMiaDHM  noDeMeivBaLba
peTrtM                                     xena""c

Penoor]VRTMBeii  CMCTeM  M  nopeMeTyBaiba  iia AoiKM
peTKM                                                   E pel{"iiHa AMcq)yH KUMja

ncMXMiaTDMCKM  noDeMervBaiba
HeBoo6Muae"                           flenpecMja,  HapyLnyBaLba Ha COHOT
PeTi{M                                                            KOLilMapM,  xaliyL+MHaL|MM

* OBMe cMMrITOMM oco6eHo ce nojaByBaaT Ha noueTOKOT Ha Tepa"jaTa.  Boo6MuaeHo "e ce ona6o

M3pa3e" M HajiiecTo   Mcile3nyBaaT 3a  1-2 HeAeJ".

nDMiaBVBattie Ha HecaKa" /]eicTBa
rlpMjaByBaibeTo Ha coMHrmeiimTe HecaKa" AejcTBa M noone Ao6MBaheTo Ha oAo6pe"e 3a
cTaBabe Ha iieKOT 80 npoMeT  e Ba)I(Ilo. co Toa ce oBo3MO>KyBa KOH"HyMpaHo oneAehe Ha
paMHOTe}i(aTa KopMer/pM3MK Ha  npoM3Bo4oT.  34paBCTBeHMTe pa6oT"I+M ce MoliaT 4a " npMjaBaT
cMTe cOMHeBaiba 3a HecaKa" AejcTBa npeny Hal+MOHan"OT LLeHTap 3a ¢apMaKOBM"iiaHi+a npM
AreHprjaTa  3a jieKOBM  M  MeAML+MHCKM  cpeACTBa  (yii.CB.KMprm  M  MeTonMj 6p.54  KaT  1)  Mi"  no
eiieKTpoHci(M naT npeny Be6 cTpaHaTa Ha AreHUMjaTa http://malmed.gov.ink/.

4.9     npeAo3ilpaHbe

a)   cMMnTOMM  Ha  MHTOKCMKaLiMia

Hajuec" 3HaLiM Ha npeAo3MparE>e co 6eTa-6noKaTop ce 6paAMKapAMja,  xMnoTeH3Mja,
6poHxocna3aM, aKyTi+a cpLieBa cna6ocTa M xMnor"KeMMja. Ao 4eHec npMjaBeHM ce HeKonny onyiiaM
Ha npeAo3Mparbe co 6Mconpo7ioJi (MaKci"yM: 2ooo mg) Kaj naLiMeH" co xMnepTeH3Mja M/Mi"
KopeHapHa cPLieBa ona6oCT.  oBMe nauMeH"  noKa}KaJie 6paAMKapfiMja M xMnoTeH3Mja.  CMre
naLiMeH" ce OnopaBMiie.

rlocTOM roneMa BapMjai+Mja  Bo ceH3M"BHocTa KOH BMcoKa e4MHeiiHa Ao3a Ha 6MconpojioJi  Kaj

pa3J"u" MHAMBMAyM. Tpe6a Aa ce CMeTa AeKa naHMeHrme co cpLieBa ona6oor ce Bepoja"o
MHory ceH3M"BHM.

b) Tepa"ia  npM  MHTOKCMKaLiMia_
reHepajiHo, floKOJiKy AojAe A0 npe/]03Mpatbe, Tepa"jaTa
Aa ce npMMe" cMMriTOMaTCKa Tepa"ja. orpa"He" no
TeLLjKo ce AMjaliM3Mpa.  Ba3MpaHo  Ha  oiieKyBaHMTe Pap
6eTa-6iioKaTopM,  ciieAHMTe onu" MepKM Tpe6a Aa ce
onpaBAyBarbe.

BpaAMKapAMja:  OPAM"PajTe aTponMH  MHTpaBeHo3Ho. fl
Ce /]a4e Co npeTna3J"BoCT Opl+MnpeHaJ"H  MJ" 4pyr areH

e6a Aa ce npeKMHe M
eKa 6Mconpoiio]i
enopaKMTe 3a /]py"
lthMHMlll(O

coo/]BeTeH,  Moxe Aa
o xpoHOTponHo
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AejcTBo. rlo/I oApefle" ycJioBM,  Moxe Aa cTaHe HeonxoAHo MMniiaH"patbe Ha TpaH3BeHo3eH
nejcMejKep.

XMnoTeH3Mja:  opArmMpajTe TeHHoc"  M  Ba3onpecopM,  MHTpaBeHo3Ho.  oA KoPMCT Moke Aa 6MAe M
MHTpaBeHo3eH  riiyi(aroH.

AV 6iioK (oA BTop MJ" TpeT cTeneH):  rlaLiMeH"Te Tpe6a BHMMaTeJTHo Aa ce HaAriieAyBaaT M Aa ce
TpeTMpaaT co OPL+MnpeHaJ"H  Bo MH¢y3Mj.a. floKoiiny e HeonxoAHo Tpe6a Aa ce MMniiaHTMpa
TpaH3MeHTeH  nejcMejKep.

AKyTHo  Biioi]jyBatbe  Ha cpLieBa ciia6ocT:  MHTpaBeHo3Ha  aAMrmMCTpaLiMja  Ha AMypeTMLiM,  no3MTMBHo
MHOTpori" TieKOBM,  KaKo  M  Ba3o/]MliaTaTopM.

BpoHxocna3aM: AAMM"cTpaL+Mja Ha 6poHxo/]MjiaTaTopHa Tepa"ja KaKo Ha npMMep
oPuMnpeHaJ"H,  82 -CMMriaTOMMMeTMLiM  M/Mi" aMMHocPM"H.

XMnori"Ke"ja:  MHTpaBeHo3Ha af]MrmMCTpaL+Mja Ha riiyKo3a.

5. ®APMAi{oiioiiJKM noqATOLiM

5.1  ®apMaKo+]MHaMci{M cBojcTBa

®apMaKOTepaneBTCKa rpyna:  cejieKTMBeH 6eTa-6iioKaTop
ATC KOA: C07A807

MexaHM3aM  Ha AejcTBO:

BMconpoiioii e BMcoKo 6eTa  1-ceiieKTMBeH aApeHep"HeH 6iioKaTop Koj  HeMa MHTPMH3MiiHa
aKTMBHOcT HMry 3HauajHa  aKTMBHOcT Ha  MeM6paHCKa  cTa6Mi"3aLiMja.  Toj  noKa>KyBa coceMa  Mall
a®M"TeT KOH 6eTa 2-peL+enTopMTe Ha  Ma3HaTa  MycKyiiarypa Ha 6poHXMMTe M  KPBHMTe caAOBM,
KaKo  M  Ha 6eTa 2-peL+enTopMTe 3a eH3MMaTCKa MeTa6oriHa peryiiaLiMja.  nopaAM Toa,  reHepaiiHo He
ce oiieKyBa 6MconpoiiojioiiT Aa Bi"j.ae Bp3 oTnopoT Bo AMLJJHMTe naTMLLiTa M 6eTa 2-nocpeAyBa"
MeTa6oii" npouecM.
BeTa  1-ceiieKTMBHocTa  Ha 6Mconpojioji Ce ripoTera  M  BOH TepaneBTCKMOT Ao3axeH  paHr.
BMconpoiioii HeMa HariiaceHa  HeraTMBHa MHOTponHa alITMBHocT.
MaKCMMaii"oT ecpeRT Ha 6Mconpolion ce jaByBa 3-4 ilaca no opaiiHaTa aAMrmMCTpauMja.  rliia3Ma
eiiMMMHaLiMOHMOT no]iyxMBOT e  10-12 iiaca  LijTo pe3y]iTMpa co 24 iiacoBHa e¢iiKacHocT Kora ce
aAMMHMCTPMpa eAHau AHeBHo.  reHepajiHo  MaKCMMaJiHMOT aHTMXMriepTeH3MBeH e®eKT Ha
6MconponoJloT Ce noc"rHyBa no 2 HeAeJ" oA TepanwiaTa.
rlpM aKyTHa Tepariwia  Ha naLiMeH" cO I(OpOHapHa cpeBa 6OiiecT 6e3 xpOHMilHa cpLieBa ciia6OcT,
6MConpoJloji ja PeAyLiMpa  ®PeKCpeHHMjaTa  M yAapHMOT BoiiyMeH,  Li]To pe3yfiTMpa co HaMaiieHa
ejeKL+MHa q)paKLiMja  M  noTpOLuyBaiiKa  Ha  KMcjiopoA.  rlpM xpOHMiiHa Tepa"ja,  M"uMjaiiHO
3rolieMeHMOT nepM¢epeH oTnop ce HaMaJiyBa.  rloMeiiy Apy"Te, AenpecMjaTa Ha aKTMBHocTa Ha
niia3MaTCKMOT peHMH  ce cMeTa  Kalto  MexaHM3aM  Ha Aej
aHTMXMnepTeH3MBHMOT ecpeRT Ha 6eTa-6JioKaToPMTe.
BMconpoJloJloT ro HaMaJlyBa oAroBopoT Ha cMMrlaToaA
cpLLeBMTe 6eTa-1-peLLenTopM.  OBa 4oBe4yBa 4o 3a6a
KOH+paK"nHocT,  LilTo 4oBeAyBa 4o  pe/]yKL+Mja  Ha  MM
Toa e  nocaKyBaHMOT ecpeKT Kaj  aHrMHa  neKTopMc co  K

`+

5.2 ®apMal{oKMHeTci{M cBojcTBa *   +®4,KuP *

cT npeKy 6jioKaAa Ha
6oTa M HaMaiieH
Ha  noTpOLijyBaiiKa.
BaLbe.
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A6coDnuuia

noBeRe qA 90 % oA aAMMHMCTPMpaHaTa opaJiHa Ao3a Ha 6MconpoJioJi ce ancop6Mpa on
racTpoMHTec"HaiiHMOT TpaKT. An6CopnLiMjaTa  He 3aBMCM oA BHecoT Ha xpaHa.
EdyeKTOT Ha lipB IipeMMH e S  10%.  OBa pe3ymMpa co BMcoKa 6Mopacnoiio>KMBocT on npM6J">Kiio
9o% Ilo opajiHa a+]MM"cTpaL"ja.

flucmDu6vuuia

Bp3yBaLbeTo 3a  rma3MaTCKMTe npoTeM" Ha 6Mconopojioji e ortoiiy 30%.  BoiiyMeHOT Ha
/]MCTPM6y"ja e 3,5 lckg

Mema6onu3aM u enuMUHauuia

BMConpoiioji Ce etiMMHMpa on opraHM3MOT npery ABa eAHaKBo e®MKac" Iia"LUTa Ha e/ii"MHa"ja
M Toa 5o% ce TpaHccPopMMpa Bo MHaK"BHM Meira6oj"" Bo xeliap,  KOM noHaTaMy ce eKCKpe"paaT
npery 6y6pe3M M 5o% ce eKCKpe"paaT KaKo HenpoMeHeTa eylicTaHLra npeny 6y6pe3M.  BMAejwi
ei"MrmaiiMjaTa ce oABMBa noAemaKBo Bo 6y6Pe3MTe M Bo xenapoT,  reHepariHo He e noTpe6Ho
npMiiaroAyBalbe Ha Ao3aTa Kaj nauMeH" co jieono AO yMepeHO nopeMeTeHa ®yHKL`Mja Ha xenap M
6y6pe3M.  (BMAM 4.2 flo3Mpaibe itaj xenaTaJiHa  M/rum  peHaJiHa  MHeyq)ML+MeHLiMja).
TOTa]iHMOT ionMpeHc e oKoliy  15  th.  rliia3MaTCKMOT eT"MMHauMOHeH  noiiy-}i(MBOT e  10-12 ilaca  (BMAM

Hen 5.1)

J]uHeaDHocm

BMconpoiioii MMa j"HeapHa KMHe"Ka,  He3aBMona oA Bo3pacTa.

5.3 npeqrmMHMLli{M  no/]aTOLIM 3a 6e36e[]HocT

rlpenunMHi"KMTe noAaTOLM  He OTKPMBaaT cneLMj.aiiHM  pM3ML" 3a iiyfeTO cnopen
I{oHBeHLMOHaii"Te CTyAMM 3a 6e36eAHoona a)apMaKono"ja, xpoHMiiHa roKciiiiHocT, MyTareHocT
Mi" KapL"HoreHocT.

PenpodvKuuia

cryAMMTe 3a  penpoAyK"BHa TOKCMHHOcT Ha 6Mconpoiioii  He OTitpMiie

a)ep"JIHoCTa M" Ha PenpoAyK"BHOTo oAHecyBalbe.
Kal{o M Apy"Te 6eTa-6Jioi(aTopM,  BMcoKM Ao3M  Ha 6MconpoJioJi  npeAM
MajKaTa (HaMajieH aneTMT M 3ary6a  Ha TexMHa)  M eM6pMOHOT/¢eryc

pecopnLiMja,  HaMaiieHa TexMHa npM  pafatbe,3aocTaHyBaibe Bo cPM3
TepaToreHocT.

6. ®APMALiEBTCKM noflATOLiM

o rfe B

6.1  JIMCTa  Ha  ei{cLiMnMeHCM

Concor 5 mg ¢MnM-o6Tioxe" Ta6iie"

Ta6jieTHo jaApo:   KOJioMAeH  ci"uMyM AMOKCMA,  MarHe3MyM  cTeapaT (Ph.Eur),  KpocnoBMAOH,
MMKpoi{pMCTai"a ueJiyJi03a,   ni]eHKapeH cKp06,  KaiiLiMyM xMqporeH cpOccpaT.

3a
Lla  Ha
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®lmM-o6BMBI{a:  xeiie3o (Ill) xMApol{cMA OKCMA x H20, AMMeTMKOH,  MaKporoTi 400,  TMTaHMyM

AMOKCMA,  xMnpoMeiio3a.

6.2  MHKOMnaTM6MiiHocT

He e no3HaTa.

6.3 Pol{ Ha Tpaerbe

JleKOT ocTanyBa cTa6rmeH  5 roAMHM.
JleKOT He Tpe6a Aa ce itopMc"  no MCTel(oT Ha POKOT Tpaeibe.

6.4 HavMH  Ha vyBaibe

JleKOT ce iiyBa Ha TeMnepaTypa Ao 30°C.

6.5 npMpo4a M co4pxMHa Ha naryBalbeTo

P\/C/ aiiyMi"MyM 6i"cTep co 30 ®rmM-o6jioxeHM Ta6iie"
rlaKyBaibe co 6i"cTep 3 x 10/Ky"ja
rlaKyBatbe co 6"cTep lx 30ury"ja

6.6  noce6" MepKM Ha npeTna3T"BocT npM oTCTpaHyBalbe

HeMa noce6" 6apaiba.

7.        HOcMTEii HAOHOBPEHME 3ACTABAibE HAiiEKOT Bo npoMET :

BApyc
yn. „CKy"" 6p. 57
e-mail: varus@varus.com.ink
Tell.(02) 3115-122;  (02) 3161no06
cpaKc:  (02)  3137-013
1000 CKonje,  MaKeAo"ja

8.       Epoj HA o4oBPEHMjATA 3A CTABArbE HA iiEKOT Bo npoMFT

rlaKyBahoe: 6"cTep 3 x 10/Ky"ja:  15-4333/13 oA 31.10.2013 ron.
rlaKyBabe: 6i"cTep 1  x 30/Ky"ja:  15-2499/14 oA 16.02.2015 rod.

9.       nATyM HA npBO ofloBPEHME 3ACTABALbE HAiiE
nocJiEflHO oBH0BEHO ofloEPEHME

10.04.2003 / 31.10.2013

io.      IATyM HA noctiEj]HA PEBM3MjA HA TEKCTOT

MapT2020   '>
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