NMHCTPYRUMA MO MEANUNHCKOMY NPUMEHEHUIO NEKAPCTBEHHOTIO MNMPEMAPATA
CONMALENH 3KCMPECC

PernctpauunoHHbIit Homep: M N014417/01.

Toprosoe HammeHoBaHue: ConnagenH JKcnpecc.

MeKayHapoaHoe HenaTeHTOBaHHOE (rPyNNMPOBOYHOE UM XMMUYECKOE) HaUMEHOBAHMe:
KodeunH + napauetamon.

NekapcrBeHHaa popma: TabneTkM pacTBOpUMbIE.

.COCTAB

1 TabneTKa copepKuT:

HanmeHoBaHMe KOMNOHEHTOB Konnuectso, mr
Jelicmsyrouwjue sewecmea

KodeunH (b6e3soaHbIit) 65,0
MapauyeTtamon 500,0
BcriomozamenoHeie seujecmesa

Hatpusa rugpokapboHat 1342,0
JTnMoHHanA kKucnota (6essoaHan) 925,0
HaTpua kapboHaTt (6e3804HbIN) 134,2
CopbuTon 50,0
HaTtpua caxapuHat 10,0
MosuaoH (K-25) 1,0
AnmeTnkoH 1,0
HaTtpusa naypuncynbdat 0,10

I'Ipumeqarme: B Npon3BoACTBE NCNOJIb3YyeTCA BOAA O4YUNLLEHHAA, KOTOPAA yOaNAEeTCA B
npouecce nponssoacTBea.

OMUCAHUE
Kpyrablie nnockoumanHapuyeckme tabnetkm 6enoro nnum noutn 6enoro useta, rnagkue,
¢ dacKkom 1 pUCKOMN Ha OAHOM CTOPOHE.

SOAPMAKOTEPANEBTUYECKAA TPYNMNA
Ob6e3bonmBatoLLee 1 }KaponoHMKatoLLee CPeacTBO.
Kopg ATX: NO2BES1.

®APMAKO/IOM'MYECKUE CBOMCTBA

Mpenapat ConnagenH dKcnpecc oKkasbiBaeT obe3bonnBatoLLee U }KaponoHMKatoLwee
aencreue. MpenapaT coAEPKUT KOMOMHALMIO ABYX aKTUBHbIX MHIPEAMEHTOB: NapaueTamona
n KodeunHa.

dapmaKogmHamuKa

lapayemamon

MapaueTtamon 610KkupyeT unknookcureHasy (LLOIN) B LeHTpanbHOM HEPBHOM cUCTEME,
BO34,eMCTBYA Ha LLeHTPbl 601 1 Tepmoperynaumm (B BOCNaneHHbIX TKAHAX KNeTOYHble
nepoKcMAaasbl HEMTPANMIYIOT BAUAHME NapaLeTamona Ha LLOT), 4To o6bACHAET NpaKTUYECKM
NosIHOe OTCYTCTBME NPOTUBOBOCMNANUTENbHOrO addeKkTa. OTCyTCTBME BANAHWNA HA

CUHTE3 NPOCTarfaHAMHOB B Nepudpepmnyecknx TKaHAX 06ycnaBanBaeT OTCYTCTBME Y HETO
OTPULLATE/IbHOTO BANAHUA Ha BOAHO-CONEBOM 0OMeH (3a4eprKKa HAaTpUA M BOAbI) U CIU3UCTYHO
KeNyA0YHO-KULLIEeYHOro TpaKTa. JJaHHOe CBOMCTBO NapaueTamona genaet npenapat ocobo



noAxXoAsALWMM NaLMeHTam C 3a601eBaHUAMM KeNnyA0o4HO-KMLWEYHOro TpakTa B aHamMHese
(Hanpumep, NaUMeHTam C Kenyao4HO-KMLWEYHbIMN KPOBOTEYEHMAMM B aHAMHE3€e UK
naumMeHTam NoXMaoro Bo3pacra) MaM NaumeHTam, NpMHUMaoLWMM ConyTCTBYoLLLEE
MeANKaMEHTO3HOE NIeYeHNe, NP KOTOPOM MHIMBUpoBaHME Nnepudepudeckmnx
npocTarfiaHAMHOB MOXET ObITb HEXKeaTeIbHbIM.

KogpeuH

Ob6e3bonumBatolLee aabloBaHTHOE AencTBue KodpenHa 0bycnoBaeHo creayrowmmm
MexaHu3mamm: 610Kkaaon nepndepunyeckoro NPOHOUNLENTUBHOTO AEUCTBUA aAE€HO3UHA,
aKTMBAUMEN LEHTPANbHbIX HOPaAPEHEPrUYECKMX NyTeN, NpeACcTaBAAOWMX COOOM SHAOTEHHYO
cuctemy nogasnenua 6onu, u ctumynaumeint LHC ¢ nocneayroweit moaynauyein appeKTMBHOro
KOMMOHeHTa 6oau.

KodeunH ycunmsaeT gericteme napaLeTamona U COKpaLLaeT Bpems A0 HaCcTynneHuA
obesbonumeatowero appekta. KnmHmnyeckme gaHHble NoKasanum, YTo KoOMOMHaLUMA NapaLeTamon
— KodeunH obecneumBaet bonee apdekTnBHOEe obaeryeHne 60an No CPaBHEHUIO C NPOCTO
napauetamonom (p < 0,05).

TakKe KopenH CTUMyAMpPYyeT NCUXOMOTOPHbIE LLEHTPbI FOIOBHOMO MO3ra, OKa3blBaeT
aHanenTuyeckoe AencTene, ycuamaaet 3PPeKT aHaIbreTUKOB, YCTPAHAET COHIMBOCTb

M YyBCTBO YCTa/IOCTK, NOBbIWAET PUINYECKYIO N YMCTBEHHYIO paboTOCNOCOOHOCTb.

HaTtpusa ruapokapboHat He obnagaeT obesbonmsarowmm sdpekTom.

dapmaKoKnHeTUKa

BcacvieaHue u pacnpedeneHue

Mapayemamos H6bICTPO U NPAKTUYECKU NONIHOCTbIO BCACbIBAETCA M3 XKeNyL04YHO-KULLIEYHOTO
TpaKTa. PacnpegeneHue B XXMAKOCTAX OPraHM3mMa OTHOCUTE/IbHO paBHOMepHoe. Mpwu
TepaneBTUYECKUX KOHLLEHTPaLMAX CBA3bIBaHWE NapaL.eTamona ¢ 6enkamm nnasmol
MWHMMaNbHO.

He oTmeyaeTca HacblWweHMe NpoL,EeccoB BbIBEAEHWUS NapaLeTaMmosia C NocieayoWmMmn puckamm
yBenyeHma nepmoga nosyBbiBeAeHUA N TOKCUYHOCTU. B3aumoaencTBMA akTUBHbIX BELLECTB
He OTMeYanochb.

KogheuH NoNHOCTbIO M BbICTPO BCACbIBAETCA U3 KEeNYA0YHO-KULEYHOro TpaKTa. MaKkcumasbHble
KOHLLEeHTpauum gocturatorca Yyepes 5-120 MMH B 3aBUCMMOCTM OT A,03bl, COCTOSHWUS NaUMEHTA
M cCONyTCTBYIOLWMX NpenapaTos. Mpu3HaKoB npecucTemHoro metaboansma 3aperucTpmpoBaHo
He 6blno. KodeunH akTMBHO pacnpeaenaeTcs No Bcemy opraHmamy. CpegHee cBsA3biBaHME
KodeunHa c benkamm naasmbl COCTaBAAET OKoO 35 %.

MpenapaT cogepKuT HaTpma rmapokapboHaT, cnocobcTByOLWNIM BCACbiBaHMIO NpenapaTa.
CornacHo AaHHbIM KAMHUYECKMX UCCNea0BaHMI, BCacbiBaHWE NapaueTamona n KopenHa
npoxoauT boicTpee B TeyeHMe nepsbix 60 MUH (CHUXKeHWe Tmax un ysenmyeHme AUCO-104) no
CpaBHeHWUIo ¢ npenapatom ConnaaenH AKTUB TabneTKku, NOKPbITblE NAEHOYHOM 060104YKON.
Mema6onusm

Mapayemamon metabonnsnpyeTca B NeYeHn 1 BbIBOAUTCA NOYKAMM B BUAE TNHOKYPOHUAHbIX U
cynbdaTHbIX MeTaboanToB- MeHbLUe, YeM Ha 5 % BbIBOAUTCA B BUAE HEM3MEHHOTO
napayetamona.

KogheuH nouTtn nonHoctbio (~99 %) meTabonunsmpyerca B Ne4YEHN NyTEM OKUCIEHUSA U
AEeMEeTUANPOBAHMA 4,0 Pa3/IMYHbIX KCAHTUHOBBIX MPOM3BOAHbIX, KOTOPbIE BbIBOAATCA MOYKAMM.
N3odepmeHT nevyeHouyHoro umutoxpoma P450 CYP1A2 yyacteyeT B pepmeHTHOM meTabonmsme
KodeunHa.

BbigedeHue

Y B3pOC/IbIX NAaLMEHTOB BblBeAEHME KOPeUuHA NOYTU NONHOCTbIO NPOMUCXOAMT 3a CYeT
neyeHo4yHoro metabonunsma. /inwb Hebonbluoe Konmyectso (1-2 %) npuHATOM A03bl KOdPeMHa



Yy J'HO,CLGIZ BbIBOOAUTCA B HEN3MEHHO d)opme noykamu. Y B3POCabIX OTMEeYaeTCA
nHAnBMAyanbHaA BapMa6eJ'IbHOCTb CKOpPOCTU BbiBEOEHUA. Cpep,HmZ nepunoa nonyebiBeaeHUA
13 KpoBH KO(beMHa npu npuneme TepaI'IEBTW-IeCKOI‘/JI [,03bl COCTaBNAET 0K0/0 4,9 4, ¢ AnanasoHOM
1,9-12,2 u.

MNOKA3AHUA K NPUMEHEHUIO

Mpenapat ConnagenH dKCnpecc NPMMEHAIOT Y B3POC/bIX M AeTel cTapwe 12 neT B KayecTse:
e o6e3bonunBaroLLero cpeacTsa (npy 601eBom cCUHAPOME CNaboi N ymepeHHOM
WHTEHCUBHOCTH) Npu:

—3y6HoM 60211, B TOM Yncne npu yaaneHnm 3ybos 1 nocne nposeaeHmna CTOMaToON0MMYEeCKUX
BMeELLATeNbCTB;

— ronoBHoOM 6011 N MUTPEHU;

— 6onu B ropne;

— 6021 B MbIlWILAX U CyCTaBax, BKAtOYas 6011 B NOACHULE;

— 6011, 06YC/IOB/IEHHOM OCTEOAPTPUTOM;

— ywHon 6onu (otanrumn);

— HeBpanruu;

— D0NIe3HEHHbIX MEHCTPYaUMaX (aucmeHopee).

® B KQUecTBe CUMNTOMATUYECKOrO IeYEHUA ANA CHUXKEHWUA NOBbILWEHHOW TeMMNepaTypbl Tena
npw:

— OCTPbIX PECIMPATOPHbIX U OCTPbLIX PECMMPATOPHbLIX BUPYCHbIX 3a60/1€BaHUAX, B TOM Yncae
rpvnne;

— nocne NpoBeAeHMA BaKLUMHALMN.

NMPOTUBOMNMOKA3AHUA

¢ [ToBbllWEHHAn YyBCTBUTEIbHOCTb K NapaueTamony, KobenHy nnm ntobomy gpyromy
KOMMOHEHTY Npenapara;

¢ HapyweHuna GyHKLUUM NEYEHN N NOYEK TAXKENON CTENEHN;

e ApTepuanbHaa rmnepTeH3uns;

¢ [NTayKOMa, HapyLeHnsa CHa;

e [leTcKkuii Bo3pacT go 12 ner;

* bepeMeHHOCTb M rpyaHOe BCKAapMAMBAHUE;

* Jnunencus;

e [ledbmumT caxapasbl/M30ManbTasbl, HEMNEPEHOCUMOCTb GpPYKTO3bI, INIIOKO30-ralaKTO3HasA
Manbabcopbuums, T.K. Nnpenapat coaepKuT copbuton.

e OaHOBpPEMEHHOE NPUMEHEHNE C APYTMMW IeKaPCTBEHHbIMM NpenapaTamu, CoaepKallmmm
napaueTamon, IMTUI, a TaKkKe ¢ KopenHcoaepKawmMmmM HaNnUTKamu.

C OCTOPOXHOCTbIO

e [106poKayYecTBEHHbIE rMnepbunnpybrHemmnn (8 T.4. cuHapom HKunbbepa).

® BMpYCHbIV renaTtuT.

® AnkoronbHaa 601e3Hb NeYeHwu.

® XpPOHMYECKUI aIKOTOIU3M.

e lednumnT rnoko3o-6-pocdat gerngporeHassi.

* HapyweHua pyHKUUM NeYeHN U NOYEK NErkom 1 cpesHen CTeNeHU TAXKECTH;

* Hannuume Taxkenbix MHPEKLMN, T.K. NPpUemM npenapata MOXKeT YBENNYUTb PUCK
MeTabonnyeckoro aunao03a,

* [lpmeHeHUe y NaLMeHTOB ¢ AePUUMTOM FyTaTUOHA (B YAaCTHOCTH, Y KpaliHe UCTOLLEHHbIX
NaLMeHTOB, CTPAAAOWMX aHOPEKCUEN, MU MALMEHTOB C HU3KMM MHAEKCOM MACChl Tena).



MpY HaANYUKM KaKoro-nnbo 13 nepeuncieHHbix 3abonesaHuit/coctoaHnt/GakTopoB prcKa
nepes npuemom npenapata HeobxoAMMO NPOKOHCYNbTUPOBATLCA C BPAYOM.

NPUMEHEHUE NPU BEPEMEHHOCTU U B NEPUOA TPYAHOIO BCKAPMJ/IUBAHUA
bepemeHHocmeb

MpumeHeHWe npenapaTa BO Bpemsa bepeMeHHOCTM He pekomeHayeTcs!

Napauetamon

CneayeT NpMHUMaTb HAMMEHbLLYIO 403y, HE0bX0AMMYIO ANA AOCTUNKEHUA 3ddeEKTa, B TeYeHue
MaKCMMalbHO KOPOTKOTrO NeprMoaa BPEMEHMU.

KodeunH

MpuMmeHeHne KopenHa MOXKET YBEIMUMBATL PUCK CAMOMNPOM3BOALHOrO abopTa, NO3TOMY ero
NPUMEHEHNE He PEKOMeHAYeTcA BO Bpems bepeMeHHOCTH.

lMepuod 2pydHo20 8CKAPMAUBAHUSA

MpumeHeHWe npenapaTa B NepUoA rpyAHOro BCKapManNBaHMA He pekomeHayeTcs!
MNapaueTamon

MapaueTamon BbiAeNAeTcs C rpyAHbIM MOIOKOM, HO B K/IMHUYECKM HEe 3HAaYMMOM KOJINYecTse
npu NPUMEHEHUN B PEKOMEHA0BAHHbIX A03aX.

KodeunH

KodenH NpoHMKaeT B rpya4HOE MOJIOKO M MOXKET OKa3blBaTb CTUMY/IMPYIOLLEE AEMCTBME Ha
pebeHKa, Haxo4ALerocsa Ha rpyA4HOM BCKapMAMBAHMUKN, OAHAKO 3HAaYMMaA TOKCMYHOCTb He
oTMeYanachb.

cnocob NPUMEHEHUA U 0,03bl

Ona npuema BHYTPb.

He npesbiwaiite ykasaHHyio ao3y!

CnepyeT NPUMEHATb HAMMEHbLUYIO 4,03y, HeobXxoAMMYIO ANA AOCTUKEHUA IPPeKTa,

B TEYeHME MAKCMMA/IbHO KOPOTKOro nepuoaa spemeHu!

MuHUMManbHbIN MHTEPBAN MeXAy Npuemamm npenaparta ConnagenH IKCNpecc A0MKEH
COCTaBNATb He MeHee 4 u.

B3pocnebie (8knto4asa noxcunvix) u demu cmapuwe 12 nem:

Mo 1-2 TabneTkn, pacTBOPEHHbLIE B NONIOBMHE CTakaHa BOAbl, Kaxapble 4—6 4, No mepe
HeobxoanmocTH, Ho He 6onee 4 pas B CyTKM.

MakcmMmanbHaa cyToyHaa f03a — 8 TabneTok.

MaKcrMmanbHaa NPOAO/IKUTENBHOCTb HENPEPbLIBHOTO NPUMeHeHNA 6e3 KOHCYbTalMn Bpaya:
5 AHel B KayecTBe 06€360/1MBaAIOLLENO M 3 AHS B KAYECTBE *KapOMNOHMIKaIOLLEro cpeacTea.
Mpw NpeBbIWEHNM PEKOMEHAOBAHHOM 4,03bl MpenapaTa HesameamMTeNbHO obpaTuTechb

33 MeAMLMHCKOM NOMOLLbIO, AaxKe ecnin Bbl yyBcTBYeTe cebna xopowo. MNepeaosnposKa
napawleTamona MOKeT Bbl3BaTb NeYEHOYHY0 He40CTaTOYHOCTb.

Ocobblie epynnel nayueHmMos

MayueHmeol ¢ HapyweHuem yHKYUU rnoYekK:

Mepea npumeHeHnem npenapaTta ConnagenH IKcnpecc NaumeHTam ¢ HapyweHnem GyHKLUK
noyeKk He0H6Xo0AMMO NpesBaPUTENbHO NPOKOHCYNbLTUPOBATLCA € Bpavyom. OrpaHuyeHums,
CBA3aHHbIE C NPMMEHEeHMEeM NPenapaToBs, CoAepKaLLMX KOMOUHaUUIO KodpenHa u
napaleTamona, y naumMeHToB C HapyweHnem GyHKLMN NOYEK, MPENMYLLECTBEHHO CBA3aHbI C
cofeprkaHuem napawetamosia B IeKapCTBEHHOM npenaparTe.

MayueHmMesl ¢ HapyweHuem yHKYUU rnevyeHu:

Mepea npumeHeHnem npenapaTta ConnagenH IKcnpecc NaumMeHTam ¢ HapyweHnem GyHKLUK
neyeHn HeobxoAMMO NpeaBapUTEIbHO MPOKOHCY/IbTUPOBATLCA C BpaYoM. OrpaHnyeHus,



CBA3aHHbIE C NPUMEHEHNEM NPEeNnapaTos, coaepKawnx KOM6MHaLI,VHO KOd)eMHa n
napauetamonaa, y naunmeHToOB C HapylweHNeEM d)yHKLI'MM nevyeH"n, npenmyLecTtBeHHO CBA3aHbl C
cogepxaHmem napauertamosia B IEKAPCTBEHHOM Mpenaparte.

NOBOYHOE AENUCTBUE

B pekoMmeHA0BaHHbIX A03aX NpenapaTt 06bIYHO XOPOLLO NEPEHOCUTCS.

HuxKenepeuncneHHble HexkenaTeNbHble peaKkLMn BbiBAEHbI CMOHTAaHHO B X04e
NOCTPEruCTPaLMOHHOIo NPUMEHEHNA Npenapara.

HexkenatenbHble peakumm KnaccudumLmMpoBaHbl MO CUCTEMAM OpraHM3Ma U B COOTBETCTBUM

C YacTOTOM Pa3BUTMA. HYacToTa Pa3BUTUA HEXENATE/IbHbIX PeaKLMN ONpeaenaeTca cneayowmm
obpaszom: oyeHb yacmo (= 1/10), vacmo (= 1/100 n <1/10), Heyacmo (= 1/1000 n <1/100),
pedko (=1/10 000 1 <1/1000), oyeHb pedko (<10 000), yacmoma HeuzsecmHa (4actoTa He
MOMET ObITb OLEHEHA, UCXOAA U3 MMEIOLLMXCA AAHHbIX).

Mapauetamon

HapyLwieHus co CTOPOHbI KPOBU U IMMATUUECKOWU CUCTEMDbI

OveHb pedKo: TPOMBOUUTONEHUS, NEMKONEHMA, METTEMOTrI0OMHEMUSA, arpaHyIoLUTO3,
remMoIMTUYECKan aHeMMA.

HapyLweHus co CTOPOHbI UMMYHHO CUCTEMDI

O4veHb pedKo: aHaPUNAKCUA, KOXKHbIE PeaKL MU TMNepyyBCTBUTENIbHOCTM, BKIOYAA KOXKHYIO
CbiNb, aHIMOHEBPOTUYECKUI OTeK (oTek KBMHKe), cuHapom CTuBeHca — [I}KOHCOHA, TOKCUYECKUM
anuAaepManbHbI HEKPOAU3.

HapyLwieHus co CTOPOHbI AbIXaTe/IbHO CUCTEMbI, OPraHOB FPYAHON KNETKU U cpeaoCcTeHUA
O4veHb pedKo: BPOHXOCMNA3M Yy MALUEHTOB C NOBbILEHHOM YyYBCTBUTE/IbHOCTHIO

K aLeTUNCanULMUNOBOM KUCNOTE N HENEPEHOCUMOCTBIO APYrMX HECTEPOUAHbIX
NPOTUBOBOCMNA/INTE/IbHbIX NPENapPaTOB.

HapyLwieHus co CTOPOHbI MEYEHU U KeNUYEeBbIBOAALLUX NyTen

OuveHb pedKo: HapyLweHUA GYHKUMKN NeYeHMU.

Mpy ANUTENBHOM NPUMEHEHUMN NPenapaTa B BbICOKMX A403aX MNOBbILIAETCA BEPOATHOCTb
renaToTOKCMYECKOro AeNcTBUA, HEPPOTOKCUUYECKOrO AENCTBUA U NAHUUTONEHUN. B cayyae
ANNTENBHOTO NPUMEHEHMA NpenapaTa HeOBXOANUM KOHTPO/Ib KapTUHbI KPOBMU.

Kodeunn

HapyLwieHus co CTOPOHbI LLeHTPAIbHOW HEPBHOM CUCTEMDI

O4eHb pedKo: TONI0BOKPYKEHNE, TOIOBHaA 60b.

HapyweHus co cTopoHbl cepaua

OyeHb pedKo: olyleHne cepauebueHuns.

HapyLwieHus co CTOPOHbI NCUXUKH

OyveHb pedKo: 6ecCoHHMLA, 6ECNOKONCTBO, TPEBOXKHOCTb, PA34ParKUTENIbHOCTb, HEPBO3HOCTb.
HapyLwieHue co CTOPOHDI }KeNyA04HO-KULLIEYHOrO TPaKTa

O4eHb pedKo: Xenyp04HO-KULLIEeYHble PacCTPOMCTBA.

Mpn npumeHeHnn npenapata ConnagenH JKCnpecc He peKkoMmeHayeTca npuem
KodeunHcoaepKamx NPoAYKTOB, T.K. 3TO YBE/IMYMBAET PUCK NOABNEHMA TAKMX HEXKeNaTeNbHbIX
peaKkunit, Kak 6eccoHHMNLA, Pa3apParKUTENbHOCTb, TPEBOXKHOCTb, F0N0BHAA 60/1b, HapyLWeHUA Co
CTOPOHbI ¥Ke/yA04YHO-KMLLIEYHOrO TPAKTa, TaXMKapaua, cepaeyHan apuTmus.

Mpy BO3HMKHOBEHWUU 1060 M3 NEPEUMCNEHHbIX HEXeNaTe lbHbIX PeakLMi, NpeKkpaTuTe
npuem npenapaTa u Hemea/ieHHO 06paTUTECh K Bpayy.

NEPEAO3UPOBKA
Cumntombl (06ycnoBsieHbl NapaL,eTamosiom)
Mepeao3npoBKa NapaueTamosia MOXKeT Bbi3BaTb NeYEHOUYHYI0 He0CTaTOYHOCTb, KOTOpas



MOXKeT NPUBECTU K He06X0AMMOCTU NepecagKku neyeHn unm cmeptu. Kpome Toro,
HabnopgaeTca ocTpbiv NAHKPEaTUT, CONPOBOXKAAIOLWMIACA NeYeHOUHOU AuchYHKLUMEN

M renaToTOKCUYHOCTbIO.

FenaToTOKCUMYECKMI 3GDEKT Y B3POC/bIX NPOABAAETCA NPU NPUEME NapaLLeTaMona

B Konnyectse 10 r n 6onee. Mpu HanMuMm GaKTOPOB, OKA3bIBAKOLLMX BANAHNE HA TOKCUYHOCTb
napaueTamosia a4na nevyeHu (cm. pasaensl «Bsammogencresme ¢ 4pyrmmm N1eKapcTBEHHbIMMU
cpeactBammy», «Ocobble yKasaHua), NopaxKeHne neYyeHn MOXKeT BO3HMKaTb Noc/ie npuema
napaueTamosia B Kosiimyectse 5 r n 6onee.

MepBble NpM3HaKM Nepeno3MpoBKM 06bIYHO NPOABAAIOTCA nocne 24—48 4 n AoCTUraAoT
MaKCUMMaNbHOro pa3BuTUA Ha 4—6 CyTKU. B TeyeHune nepsbix 24 4 Nocne nepeno3vnpoBKu

MOTYT NPOABUTLCA Cieaytowme CMMNTOMbI: TOWHOTA, PBOTa, 60K B Kenyake, 61e4HOCTb
KOYKHbIX MOKPOBOB, aHOpeKcuA. Yepes 1-2 cyTok onpeaenstoTca NPpU3HaKM MOParKeHMA NeYeHn
(bonesHeHHOCTb B 061aCTM NEYEHU, NOBbILLIEHNE aKTUBHOCTU «NEeYeHOUYHbIX» GEPMEHTOB),
BO3MOKHO pa3BUTUE HaPYLLEHWUS yrneBogHOro obmeHa n metabosiMyeckoro aumMaosa.

B TAXKeNbIX CyYanx nepeno3npoBKM B pesyibTaTe NeyeHOYHON HeA0CTaTOYHOCTU MOXKET
pa3BUTbLCA 3HUedanonaTna (HapyweHne GyHKLUM MO3ra), KPOBOTEYEHUSA, TUMOTIMKEMUA, OTEK
MO3ra, BMN/I0Tb A0 NETa/IbHOr0 UCX04a, HEOBXOAMMOCTb TPAHCNNAHTALMM NEYEHN, CMEPTb.
TaK)Ke BO3MOKHO pa3BUTUE OCTPOM NMOYEYHOM HEAOCTAaTOYHOCTM C OCTPbIM TYOYIAPHbLIM
HEKPO30M, XapaKTePHbIMW NPU3HAKaMWN KOTOPOTO ABNAETCA 60b B NOACHUYHOM 06nacTy,
remaTtypus (npMmecb KPOBU MM 3PUTPOLIUTOB B MOYE), MPOTEUHYPUA (NOBbILLEHHOE
cogeprkaHue 6eska B MoYe), NpU 3TOM TAXKENI0E MOPAXKEHME NeYEeHN MOXKET OTCYTCTBOBATD.
OTMeYanncb cnyvyamn HapyLLeHUA cepAedYHOro pUTMa, NaHKpeaTuTa.

JNleyeHue

B cnyyae nopospeHua Ha nepeao3npoBKy npenapatom ConnagenH dKCnpecc, Aaxe npu
OTCYTCTBMM BbIPaXKEHHbIX NEPBbIX CUMNTOMOB HEOHXOAMMO NPEKPATUTb NPUMEHEHME
npenapaTta U HemegNeHHO 06PaTUTLCA K Bpayvy ANA OKa3aHUA MeANLUMHCKOM MOMOLLN.

B TeueHMe nepBOro Yaca nocae nepeao3MpoBKU, HO HE No3gHee 4 4, peKoMeHayeTcA
NPOMbIBAHWE ¥KeNyaKa U NPUEM SHTEPOCOPOEHTOB (aKTUBMPOBAHHbIW Yronb, nonvdenaH).
CnepyeT onpenenntb KOHLEHTPAUMIO NapaLeTaMosia B N1a3Me KPOBU, HO He paHee Yem Yyepes
4 4 nocne nepefo3nMpoBKK (bonee paHHMeE pe3ybTaTbl HEAOCTOBEPHDI).

BBegeHune aueTaALUCTENHA B Te4eHUe 24 4 nocsie Nnepeno3npoBKU. MaKcMManbHOE 3alLUTHOE
Aevicteme obecneynBaeTca B TeYeHMe NepBbiX 8 4 NOCAe NepPeso3nPOBKM, CO BPEMEHEM

3¢ dEeKTUBHOCTb aHTMAOTA pe3Ko nagaeT. Mpu HeobxoaMMO BBOAAT aLLETUNLMUCTENH
BHYTPMBEHHO. [pY OTCYTCTBMM PBOTbLI 40 NOCTYN/EHMA NALUMEHTA B CTALLMOHAP BO3MOXKHO
NPUMeHeHNe METUOHMHa.

HeobxoanmoCTb B NpoBeAEHMM AONOHUTE/IbHbIX TEPANEBTUYECKMX MePONpUATUIA (Nprem
METUOHWHA, BHYTPUBEHHOE BBEAEHWE aLLeTUILMCTEMHA) ONPeAENsAeTca B 3aBUCUMOCTH OT
KOHLEHTpaLUKN NapaLeTamona B Naasme KpoBW, a TaKKe OT BpeMeHM, NpoLleaLero nocne

ero npuema.

JleyeHune NauMeHTOB C CePbE3HbIMMN HApPYLIEHUAMMN GYHKLMM NedeHn yepes 24 4 nocse npuema
napaweTamosia A0/IKHO NPOBOAUTLCA COBMECTHO CO CMeunanmcTaMm TOKCMKOIOTMYECKOTro
LEeHTPa UK Cneunanm3MpoBaHHOro otaeneHma 3ab6o1eBaHUI NeYyeHwu.

CumnTombl (06ycnosneHbl KopenHom)

Bosb B anuracTpum, pBoTa, YacToe MOYENUCTYCKaHUE, TaXMKApAUSA, apuTMUA, CTUMYNALUA

LIHC (6eccoHHMLa, 6€CNOKONCTBO, aXKUTaums, TpeBora, NoBblilWeHHaa HepBHO-pedNeKTOpHan
BO3OYyAMMOCTb, TpeMop 1 cygoporu). CnesyeT yunTbiBaTb, YTO NOABNEHNE KTMHUYECKU
3HAYMMbIX CMUMNTOMOB Nepeao3MpPOBKN KopenHa Npu Npueme npenaparta Bcerga CBA3aHo

C TAXKENIbIM NOpaXKeHNeM nevyeHu Ha GoHe Nepeso3MpPOBKM NapaL.eTamona.



NeyeHune

Cneundunyecknit aHTMAOT OTCYTCTBYET. J/leyeHne BKAOYAET NOAAEPKMBAIOLLME MEPONPUATUSA,
Hanpumep, 0bUNbHOE NNTbE N NOAAEPKAHUE KUIHEHHO BaXKHbIX NOKa3aTenel. B teyeHne ot
14 0o 4 4 nocne Nnepeno3MpPoOBKM PEKOMEHAYETCA NPUEM aKTUBMPOBAHHOIO yraa. Ans
YMeHbLUeHMA Bo3aeincTensa KopenHa Ha pyHKummn LLHC pekomeHayeTca BBeAeHWe ceaaTUBHbIX
npenapaToB BHYTPUBEHHO WU aHTAaroHUCTOB 6eTa aAapeHOPeLENTOPOB AN CHUKEHMUA
KapAMOTOKCMYEecKoro apdekTa.

BbicoKkne f03bl HaTpMA rMAPOoKapboHaTa MOryT Bbi3aBaTb CUMNTOMbI CO CTOPOHbI
YKeNYA0UYHO-KULLEYHOro TPaKTa, BKAKYan TOWHOTY M pBOTY. Kpome 3Toro, BbiICOKME A03bl
HaTpus rmapokapboHaTa MOryT Bbl3BaTb rMNEpPHATPUEMMUIO.

Mpn noao3peHNn Ha rMNepHaTPUEMMUIO, Y NALMEHTA A0KEH KOHTPOIMPOBATLCA YPOBEHb
3N1eKTPO/INTOB M MPOBOAUTLCA COOTBETCTBYHOLLEE N1eYEHME.

B3SAMMO/AEMUCTBUE C APYTMMU NEKAPCTBEHHbIMW CPEACTBAMM

Ecnuv naumeHT yXKe NpMHUMAET Apyrve NeKapcTBeHHble Npenaparbl, 40 Hayana npMema
npenapata ConnaaeunH Kcnpecc cneagyer o6paTUTbCA 32 KOHCY/IbTaLMen K Bpayy.

Mpwu perynapHom npueme B Te4EHUE ANUTENBHOTO BpEMEHU Npenapart ycuanBaeT AencTeune
HEenpAMbIX aHTUKOAryasaHToB (BapdapyrH U NpoYne KyMapuHbl), YTO YBENIMYMBAET PUCK
KPOBOTEYEHMI. INU30LMYECKUI NPUEM Pa30BOM 4,03bl MpenapaTa He OKa3blBAaeT 3HAYNMMOTO
B/IMAHUA Ha AEUCTBME HENPAMbIX aHTUKOATyNAHTOB. YCMAUBAET aenctene MHrimbutopos MAO.
BapbutypaTbl, KapbamaszenuH, eHUTOMH, MPUMMUAOH U ApYrre NPOTUBOCYAOPOXKHbIE
CpeAacTBa, aTaHoN, pubamnuunH, deHnnbyTasoH, byTagmoH, npenapatol 38epobos
NPOAbIPABNEHHOIO U APYTrUe UHAYKTOPbl MMKPOCOMA/IbHOFO OKUCNEHNA YBENNYMBAIOT
NPOAYKLMIO TMAPOKCUIMPOBAHHBIX aKTUBHbIX MeTabonMToB, 06ycnaBaMBas BOSMOXKHOCTb
Pa3BUTUA TAXKENOro NopaXKeHUsA NeyeHn npu HeboNbLLIMX Nepeso3npoBKax napauetamona (5r
n 6onee).

MHIMBUTOPbI MMKPOCOMabHbIX GePMEHTOB NeveHn (LUMETUAMH) CHUMKAIOT PUCK
renaToTOKCMYECKOro AencTBuS.

Mos pencTeMem NapaueTaMmona Bpems BbiBEAEHMA 1€BOMULETUHA (XN0pambeHUKoNa)
yBenuumBaeTca B 5 pas, BCneAcTBME Yero BO3pacTaeT PUCK OTPaBAEHWUA NEBOMULETUHOM
(xnopamdeHunkonom).

MeToKknonpamug, v LOMNepPUL0H YBENNYMBAIOT, @ KONECTUPAMMUH CHUXKAET CKOPOCTb
BCaCbIBaHWA NapaueTamona. MpenapaT MOXKET CHUXKATb IPPEKTUBHOCTb YPUKO3YPUYECKUX
npenapaTos.

OAHOBPEMEHHbIN NpMemM NpenapaTa napaLeTaMosia U aIKoroNbHbIX HAaNUTKOB MNOBbILWAET PUCK
Pa3BUTUA NOPAKEHUA NEYEHM U OCTPOro NaHKpeaTuTa.

KodeunH yckopseT BcacbiBaHWE 3protammHa. He cnegyet npuHMMaTh npenapaTt 0o4HOBPEMEHHO
C KopenHcoaepKaLLMMMN NPOAYKTAMMU.

KodenH MoKeT ycununeaTtb BbiBeAEHME IUTUA U3 OPraHN3Ma, NOITOMY HE PEKOMEeHAyeTCcA
04HOBPEMEHHOE NPUMEHEHWE NpenapaTa C IMTUNCOAEPKALMMM NpenapaTamu.

OCOBbIE YKA3AHUA

Ecnn npu npueme npenapara yayylleHne coCToAHMA He HabatogaeTca, uam ronosHasa 60.b
CTaHOBUTCA NOCTOAHHOM, HeobxoaAMMO 06pPaTUTLCS K Bpayy.

Mpenapat ConnagenH dKcnpecc He cnegyeT NPUMEHATb C APYrMMMU
napaueTamosicogepKaMmm npenapaTaMm, MOCKONbKY COBMECTHbIN NpMem npenapaTos
MOMET BbI3BaTb Nepes03MpOoBKy NapaLeTamona.

Mpw Nnepefo3npoBKe NapaLLeTamona BOSMOMXKHO Pa3BUTME NeYEeHOYHOM HeA0CTaTOYHOCTH,
KOTOpasA MOXeT NPMBECTU K HEOOXOAMMOCTU TPAHCNNAAHTALLMKN NEeYEHN NN CMEPTW.



Mpenapat ConnaaenH dKcnpecc He caeayeT NPUHMMATL C KODEeMHCOoAEPKALMMM NMULLEBLIMU
npoaykTamu (4aii, Kode 1 T.4.), T.K. 3TO MOXKET NPUBECTU K NOABNEHMIO BECNOKOMNCTBA,
TPEBOXHOCTU, Pa3apaXKUTENIbHOCTU, BECCOHHMLI, FTO0BHOW 601K, HAapPYLLEHUSAM CO CTOPOHbI
KeNyA0o4YHO-KMLIEYHOro TpaKTa, TaxXmKapamu, cepaevyHomn aputMmnu.

MaumeHTbl ¢ 4edUUUTOM rNyTaTUOHA BCIeACTBME PACCTPOMCTBA NULLEBOrO NOBEAEHUA,
ymctmyeckoro pnbposa, BUY-mHpeKkunmn, ronogaHua, UCTOWEHNS, NOABEPHKEHDI
nepefo3snpoBKe, N03TOMy HeobxoaMmo cobnoaaTe Mepbl NPeAOCTOPOXKHOCTM U Nepes,
npuemom npenapata PeKOMeHAYeTCA NPOKOHCYIbTUPOBATLCA C BPA4YOM. 3aperncTpmpoBaHbl
C/ly4aun pasBUTUA NEYEHOUYHOW HEAOCTAaTOYHOCTU/HAPYLWEHNI QYHKUMM NEYEHU NpK
HeboNbLON Nepeso3nPOBKKN NapaueTamona (5 r v bonee) y nauMEHTOB C HU3KUM YPOBHEM
rNYyTaTUOHA, B YAaCTHOCTH, Y KpaliHe UCTOLLEHHbIX NAaLMEHTOB, CTPaAatoWwmx aHopeKcuen,
XPOHUYECKMM aNKOrOIM3MOM MM NALMEHTOB C HU3KMM MHAEKCOM MaccChbl TeNa.
MpumeHeHne npenapaTta ConnagenH IKcnpecc naumMeHTamm ¢ HU3KMM YPOBHEM FNyTaTUOHA,
Hanpumep, NPW CeNcMce, MOXKET NOBbLIWATb PUCK PA3BUTUA MeTaboanyecKkoro aumaosa,
COMPOBOXKAAOLLErOCA CMMNTOMAMM YYaLLLEHHOTO, 3aTPYAHEHHOTO AbIXaHWUA (4yBCTBO HEXBATKM
BO34yXa, O/blLLKa), TOLWHOTOM, PBOTOM, NoTepei anneTuta. MNpu ogHOBPEMEHHOM NPOSABAEHUN
3TUX CUMNTOMOB C/lleayeT HeMeaeHHO 06paTUTLCA K Bpayy.

Bo nsberkaHrMe TOKCMYECKOro NOParKeHNa NevyeHn NnapaueTaMmon He ciesyeT coyeTaTb

C MPUEMOM a/IKOTO/IbHbIX HAMWUTKOB, @ TaKXe NPUHUMATb TNLAM, CKNOHHbBIM K XPOHUYECKOMY
notpebaeHuto anKkorons.

ConyTcTBytowme 3a60neBaHMA NeYeHM NOBbLIWAT PUCK AaNbHENLIErO NOBPEXKAEHMA NeYeHN
npu npueme npenapata ConnagenH Ikcnpecc. MNpu npueme npenapaTta y nayMeHToB

C HEeaNIKOroNbHbIM LMPPO30M NeYeHU ecTb BbICOKUIN PUCK Nepeso3npPOBKU. Y NaLMeHTOos,
CTpagaroWwmx aTonnyeckom 6poHXMaNbHOM aCTMOM, MOAIMHO3aMM, UMEETCA NOBbILEHHbIA PUCK
Pa3BUTUA annepruyeckmnx peakummn.

Mpwn NnpoBeAeHUN aHANIN30B Ha onpeaeneHne MOYEBOM KUCIOTbl M COAEPKAHUA TNHOKO3bI

B KPOBM c/ieyeT COObLWNTb Bpayy 0 Npueme npenapara.

MpenapaTt MOMKeT U3MEHUTb pe3y/bTaTbl aHAaNM30B AOMNUHT - KOHTPOAA CNOPTCMEHOB.
MaumeHTam, cobnroaatowmm 6ecconeByro UAM HU3KOCOIEBYIO AMETY, MPU pacyeTe CyTOYHOro
notpebneHma conu cnenyeT yunTbiBaTb coAepKaHUe HaTpua B TabneTtke (427 mr).

Mpenapat coaepuT copbuton. MaumeHTam c HENepPeHOCMMOCTbIO GPYKTO3bI HE caeayeT
NPUMEHATb AaHHbIN Npenapar.

B/IMAHUE HA CNOCOBHOCTb YMPABNIATb TPAHCMOPTHbIMU CPEACTBAMM,
MEXAHU3MAMU

BansaHune npenapaTa Ha CNOCOBHOCTL yNPaBAATbL aBTOMOOUAEM U MEXaHM3MaMM
MaNoBEPOATHO.

®OPMA BbINYCKA

TabneTtkun pactsopumsblie, 65 mr + 500 mr.

NepBMYHaA yNnaKoOBKa

Mo 4 TabneTkn B NaMUHUPOBaHHbIN cTpun (bymara / noanatuneH / ponbra antommHuesan /
NONMUITUIEH).

BTopn4yHaa ynakoBKa

3 cTpuna uam 6 cTpunos no 4 TabNeTKkM BMECTe C UHCTPYKLUMEN No NPUMEHEHUIO B KAPTOHHYHO
nayky.

Ha BTOpPUYHOI ynakoBKe A0MNYyCKAEeTCsA Ha/IMYMe KOHTPOAS NepBOro BCKPbITUSA.




YCNOoBUA XPAHEHUA
XpaHnTb Npu TemnepaType He Bbiwe 25°C.
XpaHUTb B HEQOCTYNHOM ANA AeTel MecTe.

CPOKITogHOCTH
4 ropa.
He ncnonb3oBaTb Noc/e NCTe4eHNA CPOKa rog4HOCTH.

YCNOBUA OTNYCKA
OtnyckatoT 6e3 peuenTa.

NMPOU3BOAUTE/b
FnakcoCmuTtKnanH fanrapsaH fiumutes, Mpnanama / GlaxoSmithKline Dungarvan Limited,
Knockbrack, Dungarvan, County Waterford, Ireland.

BNAAENEL, PETUCTPALUOHHOIO YAOCTOBEPEHMA/OPTAHU3ALMUA, NPUHUMAIOLLAA
NPETEH3UM NOTPEBUTENA

AO «lnakcoCmutKnaitH Xenckep», Poccuiickana ®epepaums.

123112, r. MockBa, lMpecHeHcKasa HabeperkHasn, A. 10, nomeuweHune lll, KomHaTa 9, 3T. 6.
Ten. +7 (495) 777 9850;

dakc +7 (495) 777 9851.

TenedoH 6ecnnatHom «Fopauen NMHUNY:

8800 33346 94.

E-mail: rus.info@gsk.com.

ToBapHbIM 3HaK NPUHAANEKUT UK ncnonbsyetcs Fpynnoit Komnanui FnakcoCmutKnann.,



