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CokpalleHHasi MHCTPYKUUSl N0 MeANLUHCKOMY NPUMEHEHUIO NNeKapCTBeHHoro npenapata Konkop®”

KoHkop® (6uconposnon ). PerucrpauvnoHHoe yaoctosepenue: N N012963/01.

GOAPMAKOTEPANEBTUYECKAA FPYIIMA: 6eTal-agpeHo6/10KaTOp CENEeKTUBHDIN.
JIEKAPCTBEHHAAl ®OPMA U IO3UPOBKA: Ta6neTKku NOKpbITbie NAeHOYHOI 0605104KON, 5 Mr 1 10 Mr.

MOKA3AHWA K MTPUMEHEHNIO: apTepuanbHada rvunepTeH3mna; nwemmyeckan
6one3Hb cepaua: CTabunbHasa CTeHOKAPAWSA; XPOHUUECKaA cepaeyHas HEAOCTaTOUHOCTb.

MPOTMBOIMOKA3AHWA: noBblleHHas YyBCTBUTENBHOCTL K O1MCONPONOY 1iu

K 0O0MY 13 BCTIOMOTaTe/IbHbIX BelwecTs (cM. pazaen «CocTasy), 0CTpas cepaeyHas
HeOCTaTOYHOCTb, XPOHUYECKAA CepAeYHasd HeAOCTaTOYHOCTb

B CTaguv AeKkomneHcaLmu, TpebytoLiaa NpoBeeHnsa MHOTPOMHOW Tepaniu,
KapLMOreHHbIN LWOK, aTPUOBEHTPUKYNAPHaA (AV) 6nokada Il v lll ctenenw,

63 3N1eKTPOKAPANOCTIMYNATOPA, CUHAPOM CNaboCTN CUHYCOBOTO Y37a, CUHOATPU-
anbHan 6nokafa, BolpaxeHHada 6pagnkapama (YCC meHee 60 ya./MUH), BblpaXKeHHasA
apTepvanbHada rmnoteHsma (cuctonuyeckoe AL meHee 100 MM PT.CT.), TAXKeNble
HOPMbI BPOHXMANBHOM ACTMBbI, BbIPAXKEHHbBIE HAPYLLIEHNA NepUdepPUUeCcKoro
apTepuanbHoro KpoBoobpaLleHna 1 cuHapom PeriHo, eoxpomoumtoma (be3
O[HOBPEMEHHOIO NPYMEHEHNA 0-aAPEHOBNIOKATOPOB), METabONMUECKI aLMa03,
BO3pacT A0 18 neT (HefoCTaTOYHO AaHHbIX MO 3GHEKTUBHOCTH 1 6€30MaCHOCTH Y
[aHHOW BO3PacTHOW rpynmbl).

CMNOCOB MPUMEHEHWA M AO3bI*: OanH pa3 B CyTKM yTPOM C HE6OMbLIMM
KONMYECTBOM MMAKOCTI, HE3aBUCMMO OT BPEMEHM MpreMa NuLLn. He pasxeBbiBaTb;
He pacTVpaTb B MOPOLLOK.

ApTepuanbHas rmnepTeH3na 1 CTabunbHas CTEHOKapaWA Pexum nprema 1 103y
nofbupaet Bpay KaxxaoMy NaLmMeHTy MHANBMLYANbHO.

O6bIYHO HauanbHanA Jo3a coCTaBnAeT 5 mr 1 pas B AeHb. Mpy HeobxoanmMoCTy 403y
MOXHO yBenuuutb Ao 10 Mr 1 pa3 B CyTKN. MakCcMmManbHO pekoMeHA0BaHHaA A03a
coctasnaAeT 20 Mr 1 pa3s B AeHb.

XpoHmnyeckas cepieyHan HeAOCTaTOYHOCTb PekomeHayemas HadanbHan 4o3a
coctasnaeT 1,25 mr 1 pa3 B AeHb. B 3aBUCMMOCTM OT MHAMBUAYANIbHOW NEPEHOCUMO-
CTW [O3Yy CnefyeT NoCTeneHHo NoBbIWaTh 40 2,5 Mr, 3,75 mr, 5 mr, 7,5 Mr v 10 mr

1 pa3 B AeHb. MakcMmanbHO pekoMeHA0BaHHanA fo3a npu neyeHnn XCH cocTasnaet
10 Mr npenapata KoHkop® 1 pa3 B AeHb.

MOBOYHOE AEVICTBME*: Co cmopoHsi cepdyd — oueHb 4acTo: bpaamnKkapans

(y nauneHToB ¢ XCH); yacto — ycyrybnenwe cumntomos Teyerna XCH. Co cTopoHbl
COCY[10B: OLLyLLIeHVIe NOXONOAAHNMA NN OHEMEHUA B KOHEUHOCTAX, BbIpaXKeHHOe
cHuxeHre Afl, ocobeHHo y naumneHTos ¢ XCH. Co cmopoHsi nuujesapumensHol
cucmemsbl — 4acTo: TOLHOTA, PBOTa, AMapes, 3anop. CO CTOPOHbI Xeny[oYHO-KN-

*TMonHas MHPOPMaLIMA MO NpenapaTy COAEPXKTCA B UHCTPYKLMM MO MEAULMHCKOMY MPUMEHEHWIO.
JlaHHaA Bepcuna MHCTPYKLIMKM NO MeANLIMHCKOMY NPUMEHEHWIO ielicTBIUTeNbHa C 28 asrycTa 2020
Coorsetctayet CCDS 12.0

LIEeYHOro TPaKTa — YacTo: TOWHOTa, PBOTa, Avapes, 3anop. Obujue HapyueHus —
4acTo: acteHuA (y naumeHTos ¢ XCH), noBblleHHaA yTOMAAEMOCTb™.
LleHmpanbHas HEP8HAA CUCMeMa — YacTo: TONIOBOKPYXeHMe*, ronoBHas 60b*.
Obuwue paccmpolcmea u HapyuleHUs 8 Mecme 88e0eHUSA — YacTo: acTeHnsa (y
NauMeHTOB C apTepuanbHOM rMnepTeH3ven Nnmn CTeHOKapanen).

*Y NaUMeHTOB C apTepManbHONM r1nepTeH3Men N CTEHOKapanen 0CO6eHHO
4acTo JaHHble CUMNTOMbBI MOABNAIOTCA B Hauane Kypca neueHma. O6bIUHO 3K
ABNEHNA HOCAT NErKMI XapakTep 1 MPOXOAAT, Kak MPaBwio, B TeueHne 1-2 Heaenb
rocsie Havana neveHns. [lepeyeHb Bcex MoboYHbIX 3bDEKTOBR NpeacTasneH

B UHCTPYKLIMW MO MEANUMHCKOMY NPUMEHEHWIO.

OCOBbIE YKA3AHWIA*: He npepbiBaiTe neveHve npenapatom KoHKOP® pe3ko

1 He MeHAlTe pekoMeHoBaHHYI0 403y 6e3 NpefBapUTeNbHOM KOHCYNbTaLmMK

C BPAYOM, TaK KaK 3TO MOXET NMPUBECTU K BPEMEHHOMY YXYALLEHWIO AeATENBHOCTH
cepaua. Jleuerue He cnepfyeT NpepbiBaTh BHE3aMNHO, 0CObEHHO Y nauveHTos ¢ MBC.
Ecnun npekpatyeHre neveHna HeOOXOAMMO, TO 03y ClefyeT CHUMaTb NOCTENEHHO.
Ha HauanbHbIX 3Tanax neveHra npenapatom KOHKOP® nauMeHTbl HyXAatloTcA B
NOCTOAHHOM HabmoaeHNN.

MpenapaT cnegyeT NPUMEHATL C OCTOPOXHOCTBIO B CRedyIoLMX CyYanx: TAXeble
dopmbl XOBJ1 v HeTaxenble GOpMbl OPOHXMANBHON aCTMbl; CaxapHblii AvabeT co
3HAYUTENbHBIMU KONEOaHNAMMN KOHLIEHTPALMM TIIOKO3bl B KPDOBW: CUMMTOMBbI
BbIPAKEHHOTO CHWKEHWA KOHLEHTPALMM TIOKO3bl (TMNOrANKEMMI) TaKme Kak
TaxvKapans, cepauedmneHe nnm NoBbileHHasA NOTAMBOCTb MOTYT MAaCKMPOBATbCA,
CTporas AaveTa, NpoBeaeHne feceHcMbunmnmpyiollen tepanuu, AV 6nokana |
cTeneHu, cTeHokaparA MpuHuMeTana, HapyLeHra nepudepryeckoro aptepuans-
HOrO KPOBOOOPALLEHWA IErKOW 1 yMepeHHOM CTeNeHw (B Hauane Tepanum MoxeT
BO3HVIKHYTb YCVNEHMe CUMATOMOB), NCOpWa3 (B T.U. B aHaMHe3e).

YCnoBuaA xpaHeHUA: XpaHUTb Npyv TemnepaType He Boiwe 30 °C.

XpaHuTb B HEAOCTYMHOM [/1A AeTel MecTe.

YCIOBWA OTIMYCKA 3 AMTEK: no peuenty. CPOK TOAHOCTW: 5 net

MpeTeH3un noTpeduTenein n MHGOPMaLMIO O HeXXenaTenbHbIX ABNEHNUAX CleayeT
HanpaenATb NO afpecy:

000 «Mepk», 115054, Mocksa, ya. Banosas, 4. 35, Ten.: +7 495 937 33 04;

dakc: +7 495 937 33 05, e-mail: safety@merck.ru.

RU-CONCO-00131



