Bopsuan®

[op3sonamua + TUMONon
20 mr/mn + 5 mr/mn

MVHUCTEPCTBO 3[PABOOXPAHEHISA POCCINCKON ®EAEPALIN

NHCTPYKUUSA
MO MEAVLUMHCKOMY MPUMEHEHIO NIEKAPCTBEHHOIO MPEMAPATA
Hop3wnan nntoc

PerucTtpaymnoHHsbiii Homep: J11-006934

Toprosoe HaumeHoBaHue: [lopanan nioc

MexayHapofHOe HenaTeHTOBaHHOE WM rPyNnMPOBOYHOE
HauMeHoBaHwe: 0p30Namnz, + TMMOIoN

JlekapcTBeHHasn hopma: Kanau rnasHsie

Cocras
1 mn npenapara cCoaep>XXuT:
[HevicTeyroLyme selyectsa:

[Lop3sonamuaa rufpoxnopug, 22,26 mMr
B NepecyeTe Ha op3onamMug, 20,0 mr
Tumonona manear 6,83 mMr

B nepecyeTe Ha TYMOOoN 5,0 Mr
BeriomoratesibHble BelyecTsa:

Hatpus uutpara guruapar 2,94 mr
Hatpus ruanypoHat 1,80 Mr
MaHHyTon 16,0 mr

1 M pacTBOp HaTpvs rmgpokcuaa popH 5,6
Bopa ans nHbekumin no1wmn

Onucauve
MpospayHas 6ecLBeTHas 1M NouTn GecuBeTHas cnerka BA3Kas
KNAKOCTb.

®dapmakoTepanesTudeckas rpynna
MpOTUBOrNayKOMHOE CPEeACcTBO KOMOWHWPOBaHHOE (KapBoaHrvi-
Apasbl MHrMOWTOP + 6eTa-afpeHo6oKaTop).

Kop ATX: SO1ED51

®dapmakoniorniyeckme cBoncTea

®DapmakognHammka

Mpenapat CofepXX1T ABa aKTWBHbIX KOMMOHEHTa: Aop3onamMuaa
rNAPOXIOPUA M TUMONONA Manear, Kaxablii 13 KOTOPbIX YMeHb-
waeT NOBbILWEeHHOe BHYTPUrNasHoe AaBneHue 3a CHeT CHUXKEeHUS
CeKpeLu BHYTPUMA3HON XXIAKOCTU. COBMECTHOE [ENCTBIE 3TUX
BeleCTB B COCTaBe KOMGWHMPOBaHHOrO npenapata [opauan
M0C NPUBOANT K GONee BLIDAXEHHOMY CHUDKEHMIO BHYTPUrNa3-
HOTO AaBneHus.

[Hopsonamuiza ruapoxnopus SBNAETCS CeNeKTUBHBIM WHrGUTO-
pom kapboarruapass! Il Tuna.

VIHrMbuposaHye kapBGoaHrvapasbl LANApHOro Tea NprusoavT K CHIt-
SKEHUIO CEKPELIN BHYTPUMNA3HOMN XUAKOCTU, NPEAMONOXMUTENHO 3a
CHET YMeHbLUEHUS 06Pa30BaHUS MAPOKaPGOHAT-MOHOB, HTO, B CBOK
04epe/ib, NPUBOAVT K 3aME/LIEHVIO TPAHCNIOPTa HATPUS 1 KUAKOCTU.
TimorioNa Masiear SBNAETCS HeCeSIeKTUBHbIM OeTa-a/PEHOBIOKATOPOM.
XOTSI TOHHbIM MexaHiaM [ENCTBIAS TUMOSIONA Maseara B CHYPKEHN BHY-
TPWrNA3HOTO AaBNEHINs A0 CUX MO HE YCTaHOBMEH, Pl UCCIEA0BaHMIA
roKasan MPevMyLLIECTBEHHOE CHDKEHVE 0GPa30BaHUS BHYTPUIIA3HOM
KVKOCTY, @ TaKXKe HE3HAUUTENBHOE YCUIIEHIIE €€ OTTOKA.
DapMaKoKuHeTHKa

Hopaonamuaa ruapoxnopua

TPy MECTHOM MPUMEHEHWU [OP30NaMUA NPOHUKAET B CUCTEM-
Hblil KPOBOTOK. [PV ANUTENbHOM MPUMEHEHWN [op30onamua
HaKanIMBaeTcs B 9PUTPOLMTAX B Pe3ynsTaTe CeNeKTUBHOMO
CBSA3bIBaHNA C kKap6oaHrnapasoii Il Tuna, noaAepxmvBas 4pessbl-
YalHO HU3KNE KOHLIEHTPaUMV CBOGOAHOrO Npenapara B naasme.
B pesynekTate metabonMama Aops3onamuaa o6pasyeTcs efnH-
CTBEHHBbIN N-€33TUNbHbIN METabomUT, KOTOPLIA MeHee Bbipa-
XKeHHO 6nokupyeT kapboaHruapasy Il Tuna no cpasHeHWo
C HavanbHoW ero (popPMON, OAHAKO B TO XKe BPeMsi MHrMbnpyeT
kap6oaHrnapasy | Tuna — MeHee akTUBHbIN U303H3UM. MeTabo-
NINT TakXe HakanaumBaeTCsa B apuTpouuTax, rae ces3biBaeTcs,
rnaBHeIM 06pas3oM, ¢ kapboaHrugpasoi | Tuna. Okono 33 %
[lop3onaM1aa CesA3bIBaeTCs ¢ 6enkami nnasmel Kposu. [1op3o-
naMung BbIBOAUTCA C MOY0W B HEU3MEHHOM BMAae n B Bnge meta-
6onuta. Mocne npekpatleHus NpUMeHeHns npenaparta Aop3o-
namMuf, HEVHENHO BbIMBIBAETCSA U3 9PUTPOLMTOB, YTO CHavana
NpUBOANT K BbICTPOMY CHIKEHWIO €r0 KOHLEHTPaLUWUy, a 3aTem
anMMUHaLMS 3ameanseTcs. T2 COCTaBsAET OKONO 4 MeCALEB.
Mpu npueme gopsonamuga BHYTPb, C LENbl0 MOAENMPOBAaHUS
MaKCHManbHOrO CUCTEMHOrO BO3[ENCTBUS BO BPEMS ero MecT-
HOMO MPUMEHEHMS!, CTABUNILHOTO COCTOSHUA YAAnoCh [OCTUYL
4epes 13 Hepenb. MNpu 3TOM B Nnasme hakTUHecKu He 66110 06Ha-
Py>xeHo cBoBOAHOro npenapara um ero metabonutos. VIHrméu-
poBaHne kapGoaHrgpPaskl APUTPOLMTOB GbINO HELOCTATOUHBIM
ANA TOro, YTo6bl AOCTU4b (hapmMakonornyeckoro addexTta Ha
DyHKLMIO MoYeK U fbixaHus. Cxoxwue apmakonornyeckie
pesynbTarsl HabMNOAANNCH NPY ANNTENEHOM MECTHOM MPUMEHe-
HUW Aop3onamMuaa ruapoxnopuaa. TeM He MeHee, Y HEeKOTOpbIX
NOXWbIX NALYEHTOB C NOYEYHON HEAOCTATOMHOCTBIO (KIMPEeH-
coMm kpeaTuHuHa (KK) 30-60 Mn/MuH) 6binn BbisiBNeHbl 6onee
BbICOKME KOHLIEHTPaLM MeTaGon1Ta B 3pUTpoLmnTax, OaHaKo 3To
HE NMENO KIMHUYECKOrO 3HaYEHNS!

Tumornona maneat

PV MECTHOM MPUMEHEHMN TUMOSIONA MaseaT NPOHMKAET B Ch-
CTEeMHbIA KPOBOTOK. KOHLEHTPaLMS TUMOsONa B nnasme usyda-
nack y 6 NaUYEHTOB NPY MECTHOM MPYMEHEHUN MasHbIX Kanesb
Tumonona manearta 0,6 % ABaxAbl B AeHb. CpeaHss mukosas
KOHLIEHTpauusi Nocne yTpeHHen Ao3unposku cocTasuna 0,46 Hr/mn,
nocne AHEBHOM [03VPOBKY — 0,35 HI/MA. [MNOTEH3VBHbIN 3 dhexT
HacTynaeT 4epes 20 MUHYT NOCIE UHCTUANSLMN, [OCTUraeT Makcy-
MyMa Yepes 2 Yaca 1 NpoAoKaeTCs He MeHee 24 4acos.

MokasaHusa K NPUMEeHeHNIo

HpeﬂapaT NPUMEHAETCA ANA NeYeHNs NOBbILWEeHHOro BHyTpUrnas-
HOrO AaBfIeHNs NPU OTKPLITOYrONbHOM FNaykome ¥ NCeBaoakcho-
NMaTUBHOW rnaykoMe Npu HefoCTaTo4HOM 9 heKTUBHOCT MOHO-
Tepanuu nnn OwTaﬂbMOrlfl!’lepTeH&/\M npu HefoCcTaTto4HOM OTBETE
Ha neverue 6eta-aapeHobnokatopamn

MpoTusonokasaxus

[MNeppeakTUBHOCTL [bIxaTenbHbIX NyTel, GpoHXNanbHas actMa,
6poHXManbHas acTMa B aHamHese, TsKenas XpPOHMYeckas
0B6CTPYKTMBHAS BONE3HL NErKmX.

CuHycoBasi Gpaavkapausi, CUHAPOM CNabocTi CUHYCOBOMO
yana, cuHoaTtpuanbHas 6/10Kafa, aTpyoBEHTPUKYNSpHas 60~
kaga ll-1ll ctenenn 6e3 kKapAMOCTUMYNATOPA, BblpaXKeHHas cep-
[le4Has HeAOCTATOYHOCTb, KAPAYOTeHHBIN LLIOK.

Tspkenas nodeqHas Hepoctato4HOCTb (KK MeHbLue 30 Mi/MuH) nnm
TUNEPXIIOPEMHECKIN aLO3.

JcTpodrieckue NPOLIECCH! B POroBuLie.

BepemeHHOCTb 1 Neprog, rpy/AHOrO BCKAPMMBAHNS.
TUNepHyBCTBUTENEHOCTH K JII0BGOMY KOMMOHEHTY Npernapara.
[eTckuii Bo3pacT Ao 18 neT (B CBA3M C HEAOCTATO4HON N3YHeHHO-
CTbto 3(hhEKTVBHOCTU 1 6E30MACHOCTY).

Cc OCTOPOXHOCTbIO

Kak v pgpyrve odTanbmonorvdeckre npenapatbl, MprMeHse-
Mbl€ MEeCTHO, MOXeT aﬁCODsMpOEaTbCﬂ B CUCTEMHbI KPOBOTOK.
ﬂOCKOﬂbe BXOIJ.HU.MVI B COCTaB npenapara TUMOJION ABNSAETCA
6eTa-aapeHo610KaTopoM, NOBOYHbIE peakLvn, PasBUBAIOLLNECS
NPy CUCTEMHOM MPUMEHEHUN 6eTa-aipeHO6I0KaTOPOB, MOryT
oTMe4aTbCs NPy MECTHOM NPUMEHEeHUW npenaparta.

Peakyumn co CTOPOHbI CEpAEYHO-COCYAUCTON U AbIXaTesbHOM
CUcTeMb!

MauveHTbl ¢ cepaeHHO-COCYAUCTBIMI 3a00M1EBaHMAMU B aHaMHe3e,
BKJ/IOYAs CEPAEHHYIO HE[OCTATOYHOCTb, [OMKHLI HAXOAWUTLCS Mof,
TLIATeNbHBIM HAGMIOAEHVEM Ha NPEAMET NOSIBNEHIS MPU3HAKOB YXYA-
LLEHA 3TUX 3a60neBaHNin. Y Takyx NaLmeHToB HEOBXOAMMO KOHTPO-
JMPOBAT MySIbC.

MauveHtam ¢ 6nokafon ceppua | creneHn crefyeT HasHadaTb
6eTa-610KaTopbl C OCTOPOXKHOCTHIO BCAEACTBME WX CMOCOBHOCTY
3aMe//IiTb NPOBEAEHE UMMY/bCa.

3aperncTprpoBaHbl COOBLLIEHNS O Cyuasix GPOHXOCMasMa C NeTalls-
HbIM VCXOHOM Y NaLMEHTOB C GPOHXMANLHO aCTMON 1 Crydasix cep-
[Ie4HON HEI0CTATOHHOCTY C NETaslbHBIM UCXOAOM Ha (hOHE MpUMEeHe-
HUSt TNa3HbIX Kanesb TMMONoNa Maneara.

MaupeHTam ¢ XPOHWYECKON OBCTPYKTUBHOW 60NE3HbIO Nerkunx
NIErkol 1 cpeaHer CTeneHun TSHKeCTW npenapar [O/KeH HasHa-
4aTbCsi C OCTOPOXHOCTBLIO 1 TOSBKO B Cly4ae, eCnv Npeanonarae-
Masi No/b3a OT SIeHEHUS NPEBbILLIAET NOTEHLMABHBIA PUCK.
Tpenapat A0MKEH C OCTOPOXHOCTHIO Ha3HAHATLCA MaLWEHTaM C Tshke-
TIbIMY HAPYLLEHUSIMI MEPNEPUHECKOTO KPOBOOBPALLIEHNS (TShKeNble
hopmbl BoneaHn PeiiHo 1nv cuHapoma PeitHo).

TVnornnkemus y NauneHToB ¢ caxapHeiM Ana6eTom
BeTa-apeHOBI0KaTOPb A0MKHbI HA3HA4ATECS C OCTOPOXHOCTBIO
nauyeHTaM, NPeaPacroONOKEHHbIM K CMIOHTAHHON TUMOTINKEeMUM,
VMM NauMeHTaMm C caxapHbiM AvabeToM (OCOBEHHO nabumbHbIM
Te4eHneM caxapHoro avabeTa), Ha (hoHe mpuema MHCYHa unn
nepopanbHbIX FUMOrINKEMUYECKVX NpenapaTos. beTa-aapeHo60-
KaTopbl MOryT MaCKMPOBaTh NPU3HAKN 1 CUMMTOMbI OCTPOM MAMo-
TIINKEMUN.

TupeoTokcnko3

BeTa-apeHo610KaTopbl MOryT MacK1poBaTb HEKOTOPbIE KUHU-
Yeckue npusHakn rvnepTupeosa (Hanpumep, Taxukapauio). Mpn
NOAO3PEHNN Ha PasBUTME TUPEOTOKCUKO3a MNauWeHTbl [OMKHbI
HaxoauTbCst NOA TwaTenbHbIM HabnoaeHnem. Heobxoaumo nabe-
raTb Pe3KOI OTMeHbI 6eTa-apPeHO610KaTOPOB 13-3a p1UCKa pPassu-
TUS TMPEOTOKCUYECKOrO KpI3a.

AHecTeaus B Xupypruu

HeobxoanmocTs  OTMeHbl  GeTa-apeHob/IoKaTopos B Cryyae
NPeAcTosiero  OBLWMPHOMO  ONEepaTMBHOMO  BMeLIaTenbCTea
He fokasaHa. [pu HeobxoguMocTu B xofe onepauun ahdeKTb
6eTa-aApeHOGNOKATOPOB MOXHO YCTPaHUTL MyTem NPUMEHeHNs
[10CTATO4HbIX 403 8APEHOMUMETUKOB.

HapyweHune ¢pyHkymnm neveHn

He NpoBOANNOCH UCCNEA0BaH NPUMEHEHIS Npenapara y nauy-
©HTOB C NEYEHOHHOM HEOCTATOMHOCTBIO, B CBSI3W C YeM Npenapar
Y TaKuX NauMeHToB JOSKEH NPUMEHSTLCS C OCTOPOXHOCTBIO.
Anneprusi v runepyyBcTBUTEIbLHOCTL

Kak 1 apyrve othTanbMonorndeckue npenapatsl Ans MecTHOro
npuMererus, [lopavan Mmoc MOXET MPOHMKATb B CUCTEMHbIV
KPOBOTOK. BxoasiLLMil B cocTas npenaparta Aop3onamuy, SBiseTcs
cynbdaHunaMnaom. Takum o6pas3om, NoboYHbIe peakuuu, BbisB-
NIEHHbIE MPW CUCTEMHOM MPUMEHEHM CynbaHnnamnaos, MoryT
OTMEeHaTLCS NMPY MECTHOM MPUMEHEHM Mpenapara (cuHapom CTu-
BeHCa-[PKOHCOHa 1 TOKCUHECKMIA annaepMabHblii Hekponua). Mpu
NOSIBNEHN MPU3HAKOB CEPbE3HBIX PEAKLIM TUNEPHYBCTBIATENBHO-
CTV NpveM Npenapara CeayeT NPeKpaTUTh.

Mpyn neveHnm GeTa-aApeHOBNOKATOPaM1 Y MaLWEHTOB C aTonmen
VM TSXENbIMA aHathnNakTUHECKMU PeaKUMsMA Ha pasnindHbie
annepreHbl B aHaMHe3e BO3MOXHO YCUNeHMe OTBeTa Npy NoBTop-
HOM KOHTaKTe G 9TUMM annepreHamu. B aToir rpynne naumeHTos
npuem anuHedpvHa B CTaHAapTHOM TepanesTU4ecKon aose, npu-
MEHAEMO 1151 KYNMPOBaHNS anneprinteckux PeaLiuii, MOXeT oKa-
3aTbCs HEa(PEKTUBHBIM.

ConyTcTBytowas Tepanus

Mpu npumMeHeHun npenapara [Jopavan naoc nauyeHTamu, KoTo-
pble MPUHUMAIOT CUCTEMHblE GeTa-afpeHO6NoKaTopbl, HeobXo-
[MO y4UTLIBATL BO3MOXHOE B3aUMHOE ycueHne (hapMaxono-
MAYECKOro [efCTBUS NpenapaTtos Kak B OTHOLLEHM M3BECTHbIX
cucteMHbix achdekTos BeTa-aapeHoba0KaTopoB, Tak U B OTHOLLE-
HIW CHVKEHS! BHY TPUMA3HOTO laBeHs.

CoBMeCTHOE NpuMeHeHme npenapara ¢ Apyrumn 6eta-aapeHotno-
KaTopamit He PEKOMEH.YeTCS.

lNpekpaweHue nedeHus

Mpn HEOBXOAUMOCTN OTMEHBI MECTHOTO MPUMEHEHIS TUMONONA,
KaK 11 B Cly4ae C CUCTEMHbIMI GeTa-apeHoGI0KaTopamu, Npekpa-
LieHVe Tepanum y NaLUneHToB C MLIEMUHECKO 6onesHbio cepaua
CleflyeT NpoBOAVTE MOCTEMNEHHO.

Hapy1uieHusi co CTOPOHbI POroBULib!

MpumeHsiemble B odTansmonorun 6eta-agpeHobnoKaTopbl MOryT
BbI3bIBATb CyXOCTb rM1a3a. MauneHTam ¢ HapyLWeHUsaMI CO CTOPO-
Hbl POrOBULIbI MPEnapar A0MKeH Ha3Ha4aTbCsl C OCTOPOXKHOCTHIO.
TMaLMeHTbI C HUBKUM KOIMHECTBOM BHAOTENNANBHDBIX KNETOK MMEIOT
NOBbILUEHHBIY PUCK Pa3BUTUS OTEKA POrOBHLb.

MoyekameHHas 60/1€3Hb

MprYMeHeHe MHMMBUTOPOB KapGoaHrMapassl MOXET MPUBOANTE
K HapyLIEHMIO KNCOTHO-LLENIOYHOTO PaBHOBECHS 1 COMPOBO-
XK[ATbCS YPONUTNA30M, OCOBEHHO Y NALMEHTOB C MOYEKaMEHHOM
60/1e3HbI0 B aHaMHe3e. Bo Bpems npyiMeHeHus npenapara nofo6-
HbIX HapYLEeHWIT He HabnloAanock, Coo6LLEHNS 06 yponuTrase Obinv
peakimn. Tak Kak B COCTaB npenapara BXOAUT UHMMGUTOP Kap6o-
aHrnapassl, KOTOPBLIA NMPU MECTHOM MPUMEHEHUN MOXET abcopbu-
pOBATLCS U MPOHNKATL B CUCTEMHBI KPOBOTOK, TO PUCK PasBUTHS
YPOMTMA3a Y NaLUMEHTOB C MOYEKaMEHHO 60Ne3HbI0 B aHaMHese
MOXET NOBBILIATLCA NPU fle4eHn penapatom [lopauan naoc.
PasHoe

JledeHne naumeHToB C OCTPLIM MPUCTYNOM 3aKPbITOYroNbHOW rna-
YKOMbI TPEBYET AONONHNTENBHBIX NEHEBHBIX MEPONPUATUIA NOMUMO
NPUMEHeHVst 0hTaNbMONOrUHECKIX MNOTEH3NBHBLIX CPeacTs. MNpu-
MEeHeHWe rnasHblX Kanenb ,D.Opal/\a!'l nMtoc y NauneHToB C OCTPbIM
NPUCTYNOM 3aKPbITOYrOMILHOM FayKOMbl HE U3Y4asnoch.
lNpumenerue y nui noxunoro Bospacra

49 % NaLUNEeHTOB B KNMHUYECKUX UCCNeAoBaHNsX Npenapata Gbinm
B BO3pacTe 65 neT v cTapLue, 13 % naumeHToB — B Bo3pacTe 75 net
n crape. PasHuubl B apekTUBHOCTM 1 6e3onacHoCTy npena-
paTta B 9TVX BO3PACTHBIX rpynnax no CpasHEHUIO ¢ 6osiee Mono-
[bIMV NaLMeHTaMn He Gbino. TeM He MeHee, He ClieflyeT UCKmioHaTh
BO3MOXHOCTU GO/Ee BbICOKOI UyBCTBUTESILHOCTY K MPEnapary y Heko-
TOPbIX MOXWIIbIX NALMEHTOB.

MpumeHeHne npu GEPEMEHHOCTW W B MEPUOA FPYAHOro
BCKapMinBaHus

He cneayeT NpyMeHsTL Npenapar npu 6epemMeHHOCTY 1 B Neprog,
rPYAHOTO BCKApMMBAHMS.

LHop3sonamug

ViHchopmaLym O NPUMEHEHIM Jop30onamMuaa y GepeMeHHbIX XKEHLLNH
HEOCTATO4HO. HEM3BECTHO, MPOHUKAET I JOP3oNaMu, B rpyaAHOE
MOJIOKO KOPMSILLIMX JKEHLLH.

B vccnenoBaHnsx Ha KpbiCax BbISBIEHO TepaToreHHoe AencTane
fiop3onamiaa B A03aX, TOKCWYHBIX A5 GEepeMeHHbIX CaMoK.
Y [ETeHbILIENA NAKTYPYIOLLMX CaMOK KPbIC, MONyYaBLImx Aop3ona-
MW, 0GHaPYXXeHO yMeHbLLIeHUE NPUPOCTa Macchl Tena.

Tumornon

VIHopMaLMN O MPYMEHEHN TUMONONA Y GEPEMEHHBIX MKEHLLIH
HEI0CTaToO4HO. TUMOSON He CreayeT NpuHUMAaTL Bo Bpems Gepe-



MEHHOCTU, KPOME Crly4aeB, Koraa npumeHeHne Tumonona onpas-
AaHO KIMHUYECKON CUTYaLe.

B aM1aemM1OnorHeckux NCCNEAOBaHNSX HE OBHAPYXXEHO BANSHIAS
nepopasnbHbIX 6eTa-aApeHoBIOKATOPOB Ha PasBITVE BPOXAEHHbIX
MOPOKOB, HO BbISBNEH PUCK 3a[EPXKU BHYTPUYTPOGHOMO pOCTa.
Kpome Toro, y HOBOPOX/AEHHBIX Bbliii OGHAPYKEHb! MPU3HAKM 11 CIM-
nTOMbI 6710Kazb! BeTa-aAPEHOPELIENTOPOB (BPaaVKapavs, rNoTeHaus,
[bixaTebHas HEAOCTATOMHOCTb W TUMOMIMKEMIS) B Cydae, Koraa
6eTa-afipeHOBIOKATOPbI MPUMEHSGE 10 POAOB. Ecim npenapart npu-
MEHSINCS [0 POfIOB, CreayeT TLATenbHO HabMioaaTe 3a COCTOSHIEM
HOBOPOX/IEHHbIX B NEPBBIE AHM XKI3HN.

BeTta-afpeHo60KaTopbl MPOHUKAIOT B MPyAHOE MOMOKO. Jlevalmin
Bpay JOMKEH MPUHUMATL PELLEHNE O HEOBXOAMMOCTU MPEKPaLLEeHns
PYAHOrO BCKapMAVIBaHUS Vv NPEeKpaLLIeHns npuema npenapara, yuv-
ThiBas NOTEHLMANBHbIE CEPLE3HbIE MOBOUHbIE AEKTLI B OTHOLLIEHMN
pebeHka, HaXOASALLErocs Ha rpyaHOM BCKapMIMBaHUN, 1 MOnb3y npe-
napara ifisi MaTepi.

Cnoco6 npuMeHeHUs N [03bl

Mpenapat HasHa4aloT MO OAHOM Kanne B KOHBIOHKTUBANLHBI
MELLIOK MOPaXXeHHOr o rnasa (M 06ovX rnas) ABaxbl 8 AeHb.

B cnyyae ecivm npenapar Ha3Ha4aeTCs B Ka4ecTse 3ameHbl Jpyroro
0(TaNBLMOSIOrMHECKOro Npenapara Ans NeYeHUs raykombl, Nocnea-
HUIA CneayeT OTMEHUTL 3a fieHb [0 Hadana Tepanuu npenaparom
[Hopsuan nntoc.

B cfiydae COBMECTHOIO MNPUMEHEHWSt C  APYrM  MECTHbIM
o(TanbMoNorMieckM npenaparom [opavan nioc cnegyet
NPUMEHSATL C UHTEPBANIOM HEe MeHee 10 MUHYT.

[Mpy HOCOCNIE3HOM OKKNIO3UM (3AKPBIBaHMN BEK) Ha 2 MUHYTbI MOCNe 3aKa-
MbIBaHVA Mperiapara MPOVICXOANT CHYDKEHVE Ero CHCTEMHON aGCopBLIMM,
HTO MOXET MPVIBECTI K YCUNIEHUIO MECTHOTO AEMCTBIAS.

[MNopsnok paboTsl ¢ TOWK-KaNenbHULEN:

W

1. OTAENUTL OAHY TIOBUK-KanensHILLY.

2. BekpbITh TIOBUK-KanensHuLy (y6eaysBLunch, YTo pacTBop Haxo-
AWTCS B HUXKHEN 4acTh TIOBUK-KanenbHWLbI, BPaLLaioLLMMI ABVXE-
HUSIMU NOBEPHYTb U OTAENUTL KNana).

3. 3akanatb He0BX0AMMOE KONMHYECTBO Npenapara B rnasa.

[osa, cofepxallascs B TOOMK-KanenbHWUe, AocTatodHa ans
OAHOro 3akanblBaHus B oba rnasa.

Mocne OfHOKPATHOMO MPUMEHEHUS TIOBUK-KanenbHULy chneayet
BbIGPOCUT, AAXE EC/IM OCTANIOCH COAEPXKIMOE.

HODF,HOK DaGOTbI c CbJ'IaKOHOM KOMMNEKTOBAHHbIM KanebHbIM
[103aTOPOM:

(7~

\BA(T
(ZJ
1. YaanuTe NpefoxpaHnTeNibHoe KoMbLO Nepes NepBbiM MpyMeHe-
Huem nakoHa.

2. OCTOPOXHO CHATBL KoNna4ok ¢ hnakoHa. He kacasck gosatopa,
nepeBepHyTh (hnakoH A03aTOPOM BHU3, 3aMKCMPOBAB MEXAY
GONbLUVMM 1 yKa3aTesbHbIM NasbLiami.

lMepen Had4anom MPUMEHEHNS PEKOMEHAYETCS MpokadaTb [03aTop
10 NOSIBNEHIS MEPBOM Kary npenapara MyTem HECKOMbKUX HaXxaTui
yKa3aTesloHbIM NasibLEM CBEPXY Ha (hiakoH. He JoMyCcKaeTes MexaHi-
Heckoe nospexaeHve dnakoHa!

3. 3anpokuHyTL rONMOBY Hasaf, PacronoXuTe Ao3aTop gnakoHa
Haj, Fas3oM 1 yKasaTesbHbIM NasbLeM OfIHOM PYKM OTTSHY T HIK-
Hee Beko BHM3. Cnerka HaaasnTb Ha (hrIakoH 1 3aKkanaTs Heo6xo-
[IMOE KONMYECTBO PACTBOPA B KOHBIOHKTVBASIbHbIN MELLIOK rasa.
M36eraTb KOHTAKTOB HAKOHEYHVKA OTKPLITOrO (hiakoHa C NnosBepx-
HOCTBIO r/1a3a 1 pyKamu.

4. Mocne NpuMeHeHns HafleTb KONNa4ok Ha hnakoH.

Mocne BCKpbITUSA hnakoHa Npenapar MOXHO NMPUMEHATL B Teye-
HVEe BCEro cpoka roaHocTU. 10 UCTeueHn 3TOro Cpoka npena-

pat creayet YHUHTOXUTb. Mpu BUAMMBIX NOBPEXAEHUsX hna-
KOHa NPUMeHsTL Npenapart [opanan nc He cneayer.

Mo6o4Hoe feiicTBue

Mpenapar B LEeNOM XOPOLLIO NEPEHOCUTCS. B KNMHUYECKNX uccne-
[NoBaHMAX NOBO4HBIX 3((EKTOB, CBONCTBEHHbIX UCKMOYUTENBHO
3TOMY KOMBWHMPOBAHHOMY Npenapaty, He Habnopanock. Moboy-
Hble PEakLM OrpaHUinNBannNCh YXEe W3BECTHBIMU MOGOUHBIMU
adhcbekTamn fopsonammaa rMapoxnopruaa /mnu TuMonona Mane-
arta. B uenom cuctemHble NoboyHble achdekTbl Gbinn cnabo Bbipa-
KEHbI U HE NPYBOAUAN K OTMeHe npenapara. B KnHu4eckux ncene-
[0BaHUAX npenapar HasHadancs 1035 nauveHTam. Y okono 2,4 %
naLveHToB npenapar Gbinl OTMEHEH B CBS3U C MECTHBIMI MOGOHHbIMM
peakumsiMmn co CTOPOHbI rasa. MprnbnunantensHo y 1,2 % nauneHTos
npenapar Gbil OTMEHEH 13-3a MECTHbIX anNepriHeckinxX PeakLi.
Cpepv Hambonee 4acTblx NOBO4HbIX APHEKTOB UMENMN MECTO HyBCTBO
JKOKEHWS N By[ia B a3y, ICKaXKEHIE BKYCa, 3P031M POroBULbl, UHB-
€KLMN KOHBIOHKTVBbI, 3aTyMaH1BaHIE 3PEHIS, CAIE30TEHEHIE.

B nocTpericTpauvonHbii  nepuos  HabiofeHns  oTMeYanick
CreaylolMe  HeXeNnaTeslbHble ABNEHUS: OfibIlUKa, [blxaTeNbHast
HEAOCTATOYHOCTb, KOHTAKTHbIM AEPMATIT, GPaKapavsi, aTPYOBEH-
TPUKyNsipHast 61oKaAa, OTCMIONKA XOPMOMAASBHON 0BONOYKN rasa,
TOWHOTA, CMHAPOM CTUBEHCA-[KOHCOHA 1 TOKCUHECKW anuaep-
MarlbHbIA HEKPOMWS. 3apercTprpoBaHsl Clly4an oTeka 1 Heobpa-
TUMOFO Pa3pyLLIEHNS POrOBULIbl Y NALIMEHTOB C PaHee NMEBLLUMMMCS
PELMANBUPYIOLLVMI 9PO3USIMI POrOBULII /1N KOTOPLIM GbI0 MPO-
BE/IEHO XVPYPrVHECKOE BMELLATENbCTBO G HaPYLLEHVEM LIENIOCTHOCTM
NasHoro sAboka.

M3BECTHbI CneayioLine BO3MOXHbIE NOGOYHbIE Ih(EKTbI KOMMO-
HEHTOB npenaparta:

Hop3aonamuga rugpoxnopus

TonoBHasi 601, BOCNaseHe Bexa, PasPaxeHIe 1 LenyLLeHne Bexa,
aCTEHWSI/YCTanoCTb, UPMAOLMKIIUT, Chirlb, FONOBOKPYXEHNE, NapecTe-
31, TOYEUHBIN KEPATUT, TPAH3UTOPHAS MUONUS (MPOXOAALLAs nocne
OTMeHbI Mpenapara), CUCTEMHbIE aNNepruHeckiie PeakLuy, BKoYa-
10LLME aHrMOOTEK, BPOHXOCNA3M, YPTUKAPHYIO Cbifb 1 3yfl, HOCOBOE
KPOBOTEUEHME, PA3APaKeHIe MOTKM, CyXOCTb BO PTY.

Tumonona manear (MECTHOE MPUMEHeHNE)

CO CTOPOHbI 13 OTMEHANNCH KOHBIOHKTUBWT, GetapuT, keparuT,
CHIDKEHIE HYBCTBUTENbHOCTI POrOBHLBI, CYXOCTb; PAcCcTpOMCTBa
3PEHUS, BKIIOHAIOLLME UBMEHEHNS MPESIOMASIOLLIEN CNOCOGHOCTM
rnasa (8 psae Cly4aes 13-3a OTMEHb! MUOTUKOB), AUNIONKS, MTO3;
3BOH B yLUax, apUTMWS, MUNOTEH3MSI, 0BMOPOK, CepAeHHO-CoCYau-
CThble HapyLIEHWsi, HapyLUEHWS PUTMA, OCTaHOBKA Cepala, OTeKM,
XpomoTa, napecteauu, eHoMeH PeiiHo, CHIbKeHue Temnepa-
TYpbl PyK W HOT, GPOHXOCMA3M (MPEVMYLLECTBEHHO Y MauueH-
TOB C NpepawecTBylowWwein 6POHXO0BCTPYKTUBHOW NaTonoruen),
Kalwesb, roflosHasi GoNb, acTeHus, yCTanocTb, GoNb B rpyau,
anoneyysi, NcoprasonofoGHbIe BbICKINAHUS WA 0GOCTPeHNe
ncopuasa; NpU3HaknW 1 CUMMNTOMbI anNepruteckoil peakumm,
BK/IOYalOLME aHahnNakcuio, aHrMooTeK, YPTUKApHYIO Chifb,
NOKASbHBIE VAU FeHepan130BaHHbIE BbIChINAHNS; FONOBOKPY-
KeHne; fenpeccus, 6@CCOHHMLA, HOYHbIE KOLIMAPbI, CHUXeHVe
namsTVi, HapacTaHne CUMMNTOMOB MUACTeHUW, AWapes, Auc-
nencusi, CyxoCTb BO PTY, 6OMb B XMBOTE, CHWXKEHWe NMbuAao,
60nesaHb [MNenpoHw, cekcyanbHas ANCHYHKLYS, CUCTEMHAs Kpac-
Has BONYaHKa, MUanrus.

d SOLOPHARM

Tumosnona manear (CUCTEMHOE MPUMEHEHNE)

BOMb B KOHEYHOCTSIX, CHVKEHME TONEPAHTHOCTU K (DU3NHECKUM
Harpyakam, aTpUoOBEHTpVKynsipHast 6nokagaa Il v il ctenenu, crHo-
aypuKkynspHas 6nokaa, OTeK NErkux, yXyALweHne apTepuasnbHoi
HEIOCTAaTOYHOCTY, YXYALWEHWe CTeHoKapauy, Basoaunatauvs,
pBOTA, MUNEPrAVKEMNS, TUMOTMIMKEMUS,, 3yA KOXM, MOBbILLEHHOE
noToOTAENEHUe, IKCHONMATIBHBIN AEPMATUT, apTPANTYS, FONOBO-
KPY>X€eH1e, CnaboCTb, CHUKEHIE KOHLIEHTPaLWMN BHUMAHWS, NOBbI-
LLIEHHAs COHAMBOCTb, HETPOMBOLMTONEHNYECcKas Nyprypa, Xpurb,
VIMNOTEHLINS, HapPYLLIEHIE MOYEVCIYCKaHNS.

Mpy CUCTEMHOM MPUMEHEHWM TUMOMONAa Maseata KAMHUYECKN
3HaYNMble M3MEHEHUs CTaHAapPTHbIX NaBopaTopHbIX MoKasaTe-
nen oTMeYanucb KpanHe pefko. OnmcaHbl Nerkoe noBblUeHne
OCTaTO4HOrO a30Ta, Kanus, MOYEBOWN KWUCNOTLI W TPUrNMLEPUAOB
nnasmbl KPOBW; NErkoe CHWXeHne I'eMOFJ'IOéVIHa, remaTtokpuTa,
xonectepuHa nmMNonpoTenHoOB BbICOKOW NNOTHOCTK, OAHAKO yKa-
3aHHble N3MEHEHNA HEe NPorpeccnpoBan U KANHUYECKU He Npo-
ABNANNCH.

MpuMeHeHne 6eTa-aapeHo6I0KaTOPOB MOXET BbI3BaTL 060CTPE-
HIe NCeBAoNapaNTUHECKON MUaCTEHIN.

Mepepo3upoBka

[aHHble N0 cnyyaitHoOn Unu npeaHamepeHHoN nepeso3vpoBKe
npenapara oTCyTCTBYIOT.

CUMITOMbI:  ONUCaHbI CAly4al HEYMBILLIEHHON Nepeao3npoBKI
rNasHbIX Kanenb TUMOSONA Masieara C PasBUTUEM CUCTEMHbIX
aheKTOB nNepeno3npoBky BGeTa-afpeHobNoKaTopoB CUCTEM-
HOMO MPUMEHEHMS:: OfIOBOKPYXXEHIE, rOMIoBHAs GOfb, OfbILLKa,
Bpaavkapaus, 6poHxocnasm, ocTaHoBKka cepaua. Hanbonee oxu-
AaembiMy CUMNTOMaMN Nepeao3rpoBKY AOP3oNamMinaa SBAsoTCS
HapyLLIEHUs SNEKTPONMTHOrO Ganaqca, pasBuTVE aunaosa, BO3-
MO>XHblE NO604HbIe 3PEKTbI CO CTOPOHbI LIEHTPaNIbHON HEPBHOM
cucTeMmbl
JleyeHye: CUMNTOMATUHECKOE 1 MOAAePXKMBalOLLEe. CneayeT KoH-
TPONMPOBATL YPOBEHb SNIEKTPOMTOB (MPEXAE BCEro kanws) u pH
nnaambl KPOBU. TUMOSION HE BLIBOAVTCS MPY MOMOLLM uaniaa.

B3aumopeiicTeue C ApYriMI NeKapCTBEHHbBIMM CPeACTBaMM
CneunduHecknx  UCCNefoBaHuii  B3aMMOAENCTBUS  mpenapata
[opavan niioc ¢ APYriMm NeKapCTBEHHbIMW CPEACTBAMM He MPO-
BOANNOCH. TeM HE MEHee, CYLLECTBYEeT BO3MOXHOCTb YCUNEHUS
FUNOTEH3NBHOTO adekTa W/Mnn  BbipaXKeHHON Bpaavikapaun
MPY COBMECTHOM MPUMEHEHM O(TaNbMONOMMHECKOro pacTsopa
TUMOMIONa ManieaTa U CUCTeMHBIX BNIOKATOPOB KaslbLMeBbIX KaHa-
0B,  KaTEXOMAaMUH-UCTOLLAIOLLMX CPEacTs, GeTa-aapeHobno-
KaToOpOB, AHTUAPUTMUYECKNX CPEACTB (BKNOYas amuoaapoH),
FNMKO3NA0B HaNepCTAHKK, napacuMnatoMUMETUKOB, ONMUONAHBIX
aHanbreTmkos 1 MHrMsl/ITOpOB MOHOaMUHOKCHAAa3bl.

Mpn COBMECTHOM MPUMEHEHUN TUMOMONA U MHIMBUTOPOB N30dep-
MeHTa CYP2D6 (HanpyiMep, XMHUAWH U CENeKTUBHbIE MHMBUTOPbI
06paTHOro 3axBaTta CePOTOHNHa) COOBLIAN0Ck O MOTEHUMPOBAHHOM
adhexTe crctemHon Bnokaabl 6eTa-aApeHopeLenTopos (Hanpu-
Mep, CHUXXEHME YaCTOTbI CEPAEHHbIX COKPALLEHWI, AEnPeccus).
HecMOTps Ha To, YTO BXOASILWIA B COCTaB npenapata WHrubuTop
KapBoaHruapassl AOP30NaMIL, MPUMEHSIETCS MECTHO, OH MOXeT
MPOHVKATL B CUCTEMHbII KPOBOTOK. B KAMHUHECKMX UCCneaoBa-
HWsIX  O(hTaNbMONOTNMHECKOr0 pacTeopa [opaofamnaa riapox-
nopua He Bblo BbISBNEHO PACCTPOVCTB KWUCIOTHO-OCHOBHOTO
paBHOBecUsi. Tem He MeHee, 9T PaccTPOWCTBA M3BECTHbI Mput
CUCTEMHOM MPUMEHEHIN MHMMBUTOPOB KapBoaHrnapaskl U B psje
CNy4aeB MOryT CKasblBaTbCsi Ha B3aMMOLENCTBMN C APYrvMn
NEeKaPCTBEHHBIMU CPEACTBAMM (HANPUMEP, TOKCUYHOCTb, CBS3aH-
Has ¢ Tepanueit canuuinatami B 6onblumx nosax). Benencteve
9TOr0 BOBMOXHOCTb MOAOGHBIX B3aNMOAENCTBIM [OMKHA NPUHI-
MaTbCs BO BHMMaHIE y NaLUWeHTOB, Nofy4atovx [opavan natoc.
CucTemHble GeTa-afpeHOGI0KaTOPbl MOTYT YCUIMBATL TUMOMMKe-
MuHeCKuin adheKT MPOTYBOAVAGETUHECKUX MPEenapaToB W rvnep-
TEH3MI0, SBNAIOLLYIOCS 3 (HEKTOM OTMEHbI KNOHUANHA (KknodenvHa).
HecMOTps Ha TO, 4TO MPU MOHOTEpanyM Npenapatom [lopavan noc
9h(heKT Ha 3paqoK MUHUMASIEH U OTCYTCTBYET, CYLLECTBYIOT eau-
H4HbIE ONVCaHWA Pa3BUTVIS MUAPYA3a NPV COBMECTHOM MPUMEHe-
HUM TUMOSIONA ManeaTa u aapeHanmHa.

CyLecTByeT BEPOSATHOCTb YCUNEHUS CUCTEMHBIX 9(HEKTOB UHIM-
BupoBaHua KapboaHrapassl Npu KOMOUHUPOBAHHOM MpUMeHe-
HAM MECTHBIX 11 CUCTEMHbIX MHIMGNTOPOB KapBoaHrnapassl. Tak
KaK flaHHbIE O MPUMEHEHIM NOJOGHOM KOMBUHALM OTCYTCTBYIOT,
COBMECTHOE NpUMEeHeHMe npenaparta [Jopanan nioc 1 CUCTEMHbIX
VHrMBUTOPOB KapboaHrMapasbl He PEKOMEHAYETCS.

Ocobble ykaszaHus

Mpu NosiBNeHNN NepBbIX MPU3HAKOB UM CUMMTOMOB CepAeYHON
HefoCTaTOYHOCTU NPUMEHEHWE Npenapara cnegyet NnpekpaTnuTb.
OpurvHanbHas KOHCTPYKUMS KanenbHOro [osatopa He Mossonser
BO3/YXY U3BHE NPOHUKATL BHY TPb (hnakoHa 1 obecrneqmnsaeT CTepuib-
HOCTb MasHbIX Kanesb Npu OTCYTCTBUN B UX COCTaBe KOHCepBaHTa.
MpumeHeHve npenapata [opauan naoc nossonseT nabexarb
HexenarenbHoro BOS/JSIZCTBV]R KOHCepBaHTa Ha BHELWHWE TKaHu
rnasa, KOHbIOHKTUBbLI 1 POrOBULbI, @ TaKXe UCKNIOHaeT PUCK pas-
BUTUSA anneprn4ecknx peaKuvM Ha KOHCepBaHT.

Mocne nepBoOro BCKPbITUA dJﬂ&KOHa N 3akanbiBaHWa npenapar
DODSVIHH NKC MOXXHO NPUMEHSATL 10 KOHLa CpOKa rogHOCTH, yKa-
3aHHOro Ha ynakoBke.

BnusiHne Ha CNOCOGHOCTL yNpaBieHusi TPAHCTIOPTHLIMU CPea-
CTBaMu U MexaHu3Mamu

Mpy NpumeHeHM nNpenapara BO3MOXKHO PasBUTHE MOBOUHbBIX
ahekToB (CM. pasaen «[obo4Hoe AeiCTBE»), KOTOPbIE Y HEKOTO-
PbIX NaLWEHTOB MOryT 3aTPY/AHSTE yNpaBieH1e asToMoBuaem nin
paboTy CO CNOXHBIMN MEXaHN3MaMN.

®opma Bbinycka

Kan rnasHsle 20 Mr/Ma + 5 Mr/mi.

Mo 0,4 Mn B TIO6MK-KanenbHMLb! 13 MOMATUEHa HUSKOW MNOTHOCTU.
Mo 5 vnm 10 TIO6WK-KanenbHULY, B Nakete 3 (onbrupoBaHHOM
NNeHKM i 6e3 Hero.

Mo 2, 4, 6, 12 vnn 18 nakeTos 13 PoNLIMPOBAHHOM MAEHKW C 5 Tio-
Brk-kanensH1Lamy vam no 1, 2, 3, 6 um 9 nakeToB 13 hoNLIMPO-
BaHHOM nneHku ¢ 10 Tiobyk-kanensHuuamu, nm no 10, 20, 30, 60 nnn
90 TIO6MK-KanesbHUL, BMECTE C UHCTPYKLMEN NO NMPUMEHEHMIO
B Nayke 13 KapToHa.

Mo 5, 7 nnn 10 Mn BO (hnakoHbl NAacTMaccoBble, YKOMMAEKTOBaH-
Hble KanenbHbIM 403aTOPOM.

Mo 1 hnakoHy BMeCTe C UHCTPYKLWER No NPUMEHEHWIO B nayke
13 KapToHa.

Ycnosus xpaHeHus
Mpu Temnepatype He Bbiwe 25 °C.
XpaHWTb B HELOCTYNHOM ANS fieTell MecTe.

Cpok rogHocTn
2ropa.
He NprMeHsiTb NOC/e OKOHHaHsi CPOKa roaHoCTy!

Ycnosus otnycka
OTnycKaioT o peLienTy.

Bnagenew perncTpaumoHHoOro yocToBepeHus
000 «lepta»

Poccus, 195279, CaHkT-MeTepbypr
WHpycTpuaneHbi np., 4. 71, K. 2, auT. A

MpounssoauTens/OpraHn3ayus, NPUHAMAOWAs NPETEeH3NN
000 «[poTekc»

Poccusi, 195279, CaHkT-MeTepbypr

WHayctpuaneHbi np., 4. 71, K. 2, auT. A

Ten.: +7 812 385 47 87

Dakc: +7 812 385 47 88

www.solopharm.com
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