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NMHCTPYKLUA
10 MEJUIITUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
9KCEJIOH®
Buumamenvno npouumatime smy UHCMpYKyuio nepeo mem, KAK HAYamov HPUMEHEHUe IMOo20
Jexapcmea.

e Coxpanume UHCMPYKYUIo, OHA MONCem nompeb08amvbCsl 6HOBb.

e Ecauy Bac 6o3nuxnu 6onpocsi, obpamumecs K 6payy.

e  Dmo nexapcmeo HazHaueHo auyHo Bam, u eco me credyem nepedasamv Opyeum auyam,
NOCKOJIbKY OHO MOXMCem NPUYUHUMb UM 8ped 0adice Npu HAIUYUU mexX dHce CUMNMOMOS,
umo u y Bac.

PEruCTPAIIMOHHBINA HOMEP: JII1-002416

TOPIrOBOE HAMMEHOBAHHE: DKCeNoH”

MEXIYHAPOJJHOE HENATEHTOBAHHOE HAUMEHOBAHME (MHH): puBacTurmMua
JIEKAPCTBEHHASI ®OPMA: TpaHciepMalibHasi TEparieBTUYECKas CUCTeMa

COCTAB:

1 TpancaepmanibHas TepaneBTudeckas cucrema (TTC) comepxut:

Oeticmeyowee gewgecmeo — puBacTurMuH 27,00 Mr; 6cnomozamenvhvie gewyecmsea. aKpuiIOBOU
KHUCITIOTHI COTIONIMMED, METUIIMETaKpriiaTa U OyTuIMeTakpuiara cononumep, D,L-a-Tokodepor;
a02e3u6Hblll 0L CUITUKOHOBBIN COMONMMEpP, TUMETHKOH (CHIIMKOHOBOe Macio 12,500 cSt),
D,L-a-Tokodepoit; noaumeprvie nieHxku: TONJIOKKA M3 TOIUITUICHTepedTanara, 3alluTHAs
ieHka (propronumepHas MoJudITUICHTEpe(PTanaTHas IICHKA).

Jlosuposka 13,3 mr/24 u conepxur 27 Mr pusacturmuna B 15 cm? TTC, u3 koTopoii yepes 24
yaca BbICBOOOXAaeTcs okoJio 13,3 Mr puBacTUTMUHA.

ONMCAHHUE:

TpauncaepmanbHas TepaneBtudeckas cuctema (TTC) ¢ moanmoxxkol 0eXKeBOro MBETa, TBOWHBIM
aJITe3UBHBIM CJIOEM U MPSIMOYTOJIBHOM 3aIUTHON MJICHKOW BHAXJIECT, C YIITyOJICHUSIMU, KPYTJIas.
Ha mogmoxxke TTC magneyatka «CNFU».

DAPMAKOTEPAITEBTHYECKAS IT'PYIIIIA: XOJIMHACTEPaA3hI I/IHFI/I6I/ITOp

Kox ATX: NO6DAO3

DAPMAKOJIOTUYECKHAE CBOMCTBA

Dapmakoounamuxa

PuBacTurmMuH, SBISSCh CEJIEKTUBHBIM WHTHMOMTOPOM alETHNI- U OyTHUPUIXOIMHICTEPA3bl
KapbaMaTHOTO  TWIA, 3aMeaJsieT  pa3pylieHHe  aleTHWIXOJIWHA,  BBIPA0ATHIBAEMOTO
(GYHKIIMOHATFHO COXPaHHBIMH HEHpOHaMH, M yIydlllaeT CHHANTUYECKYIo mepenady. [Ipemapar

CCIICKTHUBHO YBCIMYHUBACT COACPIKAHUC alICTUIIXOJIMHA B KOPE€ I'OJIOBHOI'O MO3ra W TrUIIIIOKaMIIC,
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U, TakuM o00pa3oM, CHOCOOCTBYET YIYYIIEHHIO XOJUHEPrU4YeCKOW HEpBHOM Nepeaayu.
PuBacTurMuH oKa3bIBaeT MOJOXKUTENIbHOE ACHCTBHE MPU CHUKEHUM KOTHUTHUBHBIX (DYHKIIMM,
CBS3aHHBIX C Je(QUIMTOM aleTWIXOJIWHA TPHU JEMEHIIUH, aCCOIMHUPOBAHHONH C OOJE3HBIO
Anprreiimepa. Kpome TOro, CymecTBYOT JOKa3aTelbCTBA TOTO, YTO WHTHOMPOBAHHE
XOJIMHACTEPa3 MOXKET 3aMeISITh 00pa3oBaHue (PparMeHTOB OEIKOBOTO MPEIIeCTBEHHNKA OeTa-
aMWIouJa, HAKOIUIEHWE KOTOPOro MPUBOAUT K (OPMUPOBAHMIO AMHJIOMAHBIX OJISIIEK,
SIBJISTFOIIIUXCST OJTHUM W3 TTIABHBIX MATOJIOTHYECKHUX MPU3HAKOB 00JIe3HH AJbIreiiMepa.
PuBacTUrMuH B3aMMOJEHCTBYET ¢ ()epMEHTOM-MUIIEHBIO C 00pa30BaHNEM KOBAJICHTHOW CBSI3H,
YTO BEJIET K BPEMEHHOM MHAKTUBAIK (pepMeHTa.

VY MOJOABIX 3A0POBBIX MYKYHH NPU NMPUMEHEHHH PHUBACTUTMUHA MEPOPAIbHO B J103€ 3 MT
AKTUBHOCTh AIETUIIXOJIMHACTEPa3bl B CHUHHOMO3roBoW skmiakoctd (CMIXK) cHmxkaercs
npubimsurtensHo Ha 40% B Teyenue mepBbIxX 1,5 dacos. Ilocie mocTHkeHHs MaKCHMalbHOTO
UHrHOMpytomero 3¢ ekra akTHBHOCTh (PepMEHTa BO3BpaIIaeTCs K HCXOAHOM MPUMEPHO vepe3 9
yacoB. HrubupoBanue OyTtupmixonuHicrepazbl B CMK Takke mMeer oOpaTUMBIN XapakTep,
AKTUBHOCTH (JepMEHTA BOCCTAHABIMBACTCS JI0 HCXOIHOTO YPOBHS uepe3 3,6 Jaca.

Y mnanueHToB C 00Ne3HBIO AJbIreiiMepa WHTHOMPOBAHWE PHUBACTUTMHUHOM aKTUBHOCTH
aneTrixonuHicTepazsl B CMIK uMeeT 10303aBHCUMBIN XapakTep B M3yYEHHOM JHANa3oHE /103
no 6 Mr nBa pa3a B CyTkH (MakcuMalibHas 103a). VHruOGupoBaHWE aKTUBHOCTH
OytupunxonuHdcTepassl B CMIXK y 14 manueHToB ¢ 00Je3HBIO AJbIreiiMepa, MPUHUMABIINX
PUBACTUTMHH  TEPOPAIHHO, ObLTO CXOJHO C WHTHOMPOBaHUEM aAKTUBHOCTH
aneTuIxoauHicTepasbl. Jlo3a 6 Mr 2 pa3a B CyTKH BBI3BIBAET CHIDKEHUE aKTUBHOCTU (hepMeHTa
6osnee yem Ha 60% Mo cpaBHEHHIO ¢ MCXOAHOW. JlaHHBIN 3deKT mpenapara coxpaHsuics Ha
MPOTSDKEHHUH 12 MecseB Tepanuu (MaKCUMaJIbHBIA N3YUEHHBIN TIEpUO.).

bruta moka3zaHa CTATUCTUYECKH 3HAYUMas KOPPETSAIUsS MEXKAY CTEINEeHbI) WHTHOWPOBAHUS
puBacTurMuHOM 00oux ¢QepmenToB B CMXK u HU3MEHEHUSMU KOTHUTUBHBIX (QYHKIHH Yy
NalUeHToB ¢ Ooje3Hplo  AJjblreiiMepa; Mpu  3TOM, HMMEHHO  WHTHMOMpOBaHUE
OytupunxonuHdcTepassl B CMOK 1MOCTOBEpHO M CTaOMIBHO KOPPEIUPYET C YIydllleHUEeM
pE3yNbTaTOB TECTOB MAaMSITH, BHUMAHUS U OBICTPOTHI PEAKITHH.

[IpuMeHeHne TpaHcaepMaibHON TepaneBruueckoil cuctembl (TTC) Dkcenon® y mamueHToB C
JIETKON ¥ YMEPEHHOU BBIPAXKEHHOCTHIO JIeMEHIIMU 1pu 0osie3Hu Ambireitmepa (10-20 6anios mo
KpaTkoi mkane oneHku ncuxudeckoro craryca (KIIOIIC), Mini Mental State Examination,
MMSE) u Tskenoi AeMeHIMeN aablIIreiiMepoBCKOTO TUIIA TPUBOJUT K 3HAUMMOMY YJIyUIIEHUIO
KOTHUTHUBHBIX (QYHKIMH (BHUMaHUS, TaMATH, pedd U 1p.), (YHKIMOHAIBHOTO CTaTryca u
AKTUBHOCTH B IMOBCEIHEBHON U3HU MO0 CPABHEHHUIO C IJ1a1e0o.

(Dapmakoxunemuxa
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Abcopoyus

A6copbuus puBacturmuHa u3 TTC Dkcenon®, mpoucxomut MeaaeHHo. Ilocie mpUMeHEHHUs
IepBOM N103bl IpemnapaTa BpeMs IOCTH)KEHUS OIpEAesieMOd KOHLEHTPAluu PpUBACTUIMHHA
coctaBisiio 0.5-1 4. MakcumanbHast KOHIEHTpanus (Cmax) B I1a3Me gocturaercs yepes 10-16 u.
[Tocne poctmxeHust Cmax KOHIIEHTpAIMS B IUIa3Me KPOBU MEJUICHHO CHIKAETCS B OCTABILUNCS
24-qacosoii nepuos npumenenus TTC Dxcenon®.

PaBHOBecHass KOHIEHTpalusl pUBACTUIMUHA B IJIa3M€ KPOBU IOCJE 3aMEHbl MCIOJIb30BaHHOU
TTC Dxcenon® Ha HOBYIO MEIEHHO CHUKAETCS B CPEJJHEM B TeueHHe MpubImu3uTeabno 40 MuH,
moKa abcopOIus AEHCTBYIONIETO BellecTBa W3 BHOBhL HakiieeHHON TTC Dkcenon® He HAYMHACT
npeobnagath Hajx snuMuHanued. [locnme dvero mima3MeHHas KOHLIEHTPAlMs pPUBACTUTMMHA
HAuMHAeT MEJUICHHO MOJHUMATHCS U BHOBb JIOCTUTA€T MAaKCUMyMa MPUOIU3UTENBHO dyepe3 § 4.
B paBHOBeCHOM COCTOSHMM caMas HH3Kas KOHLEHTpauus cocTaBisgeT npumepHo 50% ot
MaKCHMaJbHOW, B MPOTHBOIOJIOXHOCTh IMEPOPAILHOMY MPUMEHEHHUIO, NMPU KOTOPOM MEXKAY
IpUeMaMUd OYepeqHOW [103bl KOHIEHTpanusi B Iuia3Me (akTU4YecKu paBHa HyN0. CXOIHbIE
BpPEMEHHBIC XAPAKTEPUCTHKHU IUIA3MEHHOW KOHIIGHTPALUU PHUBACTUTMUHA HAONIONANUCH MPH

® B nmanazone no3 or 4,6 mr/24 uaca mo 13,3 wmr/24 u uaca.

npumeHennn TTC OkcenoH
Hecmotpss Ha TO, uTO 3KCMO3UIMA (Cmax M IUIOINAAb TOA KPUBOH «KOHIEHTPALUSA-BPEMSD»
(AUC)) puBacTUrMHUHA OYE€BUIHO MEHbIIIE, YEM NPHU NEPOPATLHOM MPUMEHEHUH, €€ MOBBIIICHUE
IPAMO TIPOTIOPIHOHANBHO yBeanueHnto 103upoBku TTC Dkcenon®.

Ipu ysenuuenuu nozupoBku or TTC Dkcenon® ¢ 4,6 mr/24 u 1o 9,5 mr/24 4 oTmeyanoch
noBblmeHne Cmax 1 AUC puBacturmuna B 2.6 pa3, npu nosbimieHnd 10 13,3 mr/24 v — B 4,9
pas.

OtHocuTenbHAsE pa3HUI]A MEXAYy MAaKCUMaJIbHOH ©  MHHUMAJIbHOM  KOHIEHTpaLUsSIMU
puBacturmuna (unaekc konebanus, MK) ((Cmax —Cmin)/Cave)) mpu npumenerun TTC Dxcenon®
cocraBnsiia 0.58 must mosupoBku 4,6 mr/24 4, 0.77 mns mpozupoBku 9,5 wmr/24 q, 0.72 nns
n03upoBKH 13,3 Mr/24 4, 4T0 3HAYUTETHLHO MEHBIIE, YeM Mpu nepopaibHoM npumenenun (MK
oT 3.96 st 1o3UpOBKHM O6MT/CyTKH U 4.15 11 103upoBKH 12 Mr/CyTKH).

KosudecTBo puBacTMIMHUHA, BRICBOGOKAaomeecs B Tedenue 24 yacos u3 TTC Dkcenon® (no3a
B MI' Ha 24 yaca), He 3KBUBAJIEHTHO [IEpOPaJIbHOMY IPUMEHEHHIO TAaKOM K€ 103bl pUBACTUTMUHA
B Karcyiax (OlleHKa MpOBOAMUIIACH IO 3KCIO3UIIMKA PUBACTUTMHHA B TUIa3Me KPOBU B TeueHue 24
4acoB).

OkcenoH® TTC 9,5mr/24 4 sKkBUBaJICHTEH NPUMEHEHHIO KarCyJ JJIs IprueMa BHYTpb Ipernapara
DxcenoH® BHYTpPS B 103€ 6 MT 2 pa3a B cyTKu (12 Mr B eHB).

I[Tpu HemocpenCTBEHHOM CpaBHEHMM mpuMeHeHus 1 103b1 npemnapata TTC Dkcenon® u xamcyn

Ui TIpUeMa BHYTpPh MeXCyObekTHass BapualOenbHOCTh Cmax B AUCo24¢ pUBacTHTMHHA
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cocraBisiia 43% u 49% mis TTC Dxrcenon® u 74% u 103% mist KarcyJs, COOTBETCTBEHHO. [Ipu
MHOTOKPATHOM IPUMEHCHUM W JOCTH)KEHUH PABHOBECHOI'O COCTOSIHMS MEXIOIYJISILIMOHHAS
BapruabenbHOCTh Cmax 1 AUCo.24¢ pUBACTUTMHMHA Yy TALMEHTOB C JEMEHIMEH mpu OoJe3HH
AnblreiivMepa 6bl1a Tak ke 3HaunTeIbHO Huske A TTC Dkcenon® mo cpaBHEHMIO ¢ KarcyIaMu
Juist ipueMa BHYTph: 45% u 43% nis TpaHcaepManbHOM TepaneBTUYECKON cucteMbl U 71% u
73% nJist KarcyJsi, COOTBETCTBEHHO.

VY manueHToB ¢ AEMEHLUEH aJbLIedMEpPOBCKOrO TUIIA OTMEUYEHA YeTKas CBSI3b MEXIY Maccoil
TeJIa U PAaBHOBECHOM KOHIIEHTpauueil puBacturMuta u merabonura NAP266-90). V nmanueHTos
C JIEMEHIMENW aJbIIr€iMEPOBCKOTO THIA M Maccod Tejla 35 Kr paBHOBECHas KOHIEHTpALMS
pUBaCTUIMMHA yBEJIMYMBAIach NPUOIM3UTEILHO B 2 pa3a MO CPABHEHUIO ¢ OOJIBHBIMHU C MAaccoi
Tena 65 Kr; B TO BpeMs Kak Ul NanueHToB ¢ maccod Tena 100 kr orMedanoch CHM)KEHHE
PaBHOBECHON KOHIIEHTpPAIMH MPHOIU3UTENBHO B 2 pa3a. BrnusHue Macchl Tena Ha SKCIIO3UIIHIO
pUBaCTUIMMHA SBJISIETCS OCOOEHHO Ba)KHBIM Ul MAIIMEHTOB C OYEHb HU3KOH Maccod Tena MpHu
YBEJIMUEHUH I03bI IIpenapara.

®

PuBacturmun xopomo BbicBoOOmancs u3 TTC DkcenoH® B TedeHHe 24-4acoBOro mepHoia

anmuIMKanuu - Ha Koxy (okoio 50% ot comep:kanusi mpemnapara). Hambonpmmii mokasarensb
AUCoo puBacturmuna u mMetabonuta NAP266-90 ormeuancs npu Haxiteuanuu TTC Dxcenon®
Ha BEPXHIOIO MOJIOBUHY CITUHBI, TPYJHON KJIeTKU uiu Ha tiedo, AUCoo cHIbKascs Ha TPUMEPHO
Ha 20-30% npu HakJIeMBaHUH Ha 00JacTh )KUBOTA U Oejipa.

He nabmiomanock CymeCTBEHHOM KyMyJISIIMM pUBACTUTMUHA win MeTtabonmuta NAP226-90 B
IUIa3Me KPOBHU y MAIMEHTOB ¢ JAEMEHIMeH mpu 0osie3Hu Ajpureiimepa. 3a UCKIIOYEHUEM TOTO,
4TO MIa3MeHHas KOHIEHTPAIMs pUBACTUIMHHA Npu BTopoM nmpumenernn TTC Dxkcenon® 6biia
BBIIIE, YEM B IIEPBBIE CYTKH.

Pacnpeoenenue

PuBacturmun cnabo cBsi3bpIBaeTCs ¢ Oenkamu mia3Mbl KpoBu (okono 40%), erko MmpoHHUKaeT
yepe3 remarodHuedanmnueckuii 6aprep. Kaxymmiicss o0bem pacnpeneneHus: cocrasiuser 1,8-2.7
J/KT.

Memabonuszm

PuBacTurmMuH OBICTPO M B 3HAUUTEIBHOM CTENEHHM METAOONM3UPYETCS C MEepUoJIOM
nosyBbIBe/leHUsl U3 1asMbel kpoBH (T'2) oxono 3.4 4 mocne ynaneHus TpaHCAepMaibHON
TEpaneBTUYECKON  CHUCTeMBbl.  ODIMMHUHAIMS  OTPaHUYMBAjIach  CTEMEeHbIO  abcopOuuu
puBacturmuHa (flip-flop kuneruka), yro oobsacHseT yBenuuenue T2 nmocne ucnonbzoBanus TTC
Dkcenon® (3.4 4) Mo CPaBHEHMIO C TIEPOPATBHBIM MM BHYTpHBEHHBIM BBefeHueM (1.4 u 1.7 4
COOTBETCTBEHHO) TMpemnapata. Merabonu3M pUBACTUTMHUHA MPOMCXOAUT TJIaBHBIM 00pa3oM

MyTeM THAPOJIM3a XOJUHACTEPa3oil ¢ oOpa3oBaHHWEM JeKapOAMHIIMPOBAHHOTO METa0OJIHMTa
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(NAP226-90), xotopelii in Vitro TPOAEMOHCTPHPOBAT MHHHUMAIBHYIO  CIIOCOOHOCTH
MHTHOMpPOBaTh aneTmixoauHicrepasy (<10%). OcHOBbIBasICh Ha TaHHBIX, MOJTYUYCHHBIX B in Vitro
UCCIICIOBAaHMSIX, HE OXKHUJIAETCS B3aMMOJICHCTBHS € TpenapaTaMy, METa0O0IM3UPYIOIUMUCS MTPH
noMomy cienymomux uzodepmentoB cucremsl muroxpoma: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 mmum CYP2B6. B cooTBeTCTBMHM C JaHHBIMH,
MOJIyYEHHBIMH B JKCIIEPUMEHTAJIbHBIX HCCIEAOBAHUAX, OCHOBHBbIE H30(EPMEHTHI LIUTOXPOMaA
P450 B MUHUMANBHON CTENEHU BOBJICUYEHBI B META0O0IM3M puBacTUrMUHA. OOIU MIa3MeHHBIH
KJIMPEHC pUBAaCTUTMHUHA cocTaBisieT okono 130 51/49 mocine BHyTpUBEHHOTO BBeJeHHS B 103e (.2
MI' U cHWKaercs 10 70 7/4 mociae BHYTPUBEHHOTO BBEACHUS 2.7 MT, KOTOPBIA COTJacyercs ¢
HEJIMHEWHBIM, 0OpaTHO MPOMOPLHUOHAIBHBIM XapakTepoM (papMaKOKMHETUKH PUBACTUIMHHA
BCJIE/ICTBUE €0 3JIMMUHAIMY 110 MEPE HACBILLIEHUS.

Coornomenne AUC wMerabomuTa K  HCXOIHOMY  BemlecTBY coctaBimsuio 0.7 s
TPaHCIEPMAIBHOMN TEPANIEBTUYECKONM CUCTEMBI TPOTUB 3.5 PU MPUMEHEHUH KarcyJl 1 IpruemMa
BHYTpb, 4YTO YKa3blBa€T Ha MEHBIIYI0 HMHTEHCUBHOCTh MeETaboJM3Ma TIOCJie HaKOXHOTO
npuMeHeHns. OOpazoBaHHe MeEHbLIEro KoiuuecTBa Merabonmura NAP226-90 obycnoBieHO
OTCYTCTBHEM IMPECUCTEMHOT0 MeTabosm3Ma (3¢h(ekra «ImepBoro MpoXokKACHUSD Yepe3 TeUCHb).
Buigeoenue

PuBacTurMuH BBHIBOAUTCS, IJIaBHBIM 00pa30M, MOYKaMU B BHJI€ METaOOINUTOB; B HEU3MEHEHHOM
BUJIE B MOY€ MOYTU He oOHapyskuBaercs. Uepes 24 yaca mocne npueMa BbiBoautcst 6omnee 90%
no3bl. C kanmom BeIBoaUTCS MeHee 1% 1103bl1.

DapmakoKuHemuKa y nayueHmos NOHCUI020 603pacma

VY NOXUJIBIX MAIMEHTOB ¢ 060J1e3HbI0 AnblreiiMepa npu npumeHennn TTC Dkcenon® He ObLIO
BBISIBJICHO M3MEHEHMI 3KCIIO3ULIUN PUBACTUTMHUHA, CBA3aHHBIX C BO3PACTOM.

DapmarokuHemuka y nayueHmos ¢ HapyueHuAMU QYHKYuu neuenu

Uzyuenne npumenenuss TTC Dkcenon®, y NalueHToB ¢ HapylleHHeM (DYHKIMH IEYeHH HeE
POBOAMIIOCH. Y TAI[MEHTOB C HAapyLICHUAMU (QYHKIUM MEYEHU JIETKOM U cpelHed CcTeneHu
TSYKECTH TIOCJIE MEPOPAIBHOTO MPUMEHEHHsS PUBACTUIMUHA OTMEYANOCh YBEIMYEHHE Cmax
npumepHo Ha 60% u AUC Gosee uem B 2 pa3a 10 CPaBHEHHIO CO 310pPOBBIMHU JI00POBOJIBLIAMH.
[Ipu npueme 3 Mr puBaCTUrMHHA OJHOKPATHO WJIM MOCIE€ MHOTOKPATHOIO MpUEMa IMpernapara mno
cxeMe 6 Mr 2 pasza B JeHb KJIMPEHC pPUBACTUTMUHA Obul mpumepHo Ha 60-65% MeHblIe y
NAlMEHTOB C HapylmieHueM (QYHKIUU TEYEHHU JIETKOM M CpedHel CTEeNeHH TSKECTH IO
CPaBHEHHIO CO 3J0POBBIMHU MallMEHTaMU. DTH (HapMaKOKMHETHYECKHE OCOOCHHOCTU HE BIHSIOT
Ha YaCTOTY BCTPEUAEMOCTH U BHIPAXKEHHOCTh HEXKEJIATEIIbHBIX SIBICHUN.

DapmakokuHemuKra y nayueHmos ¢ HapyuleHusmMu QyHKyuu noiex

Uzyuenne npumeHenns TTC Dkcenon® y MalMeHTOB ¢ HapylleHHeM (yHKIHM TOYeK He

5/23



NPI v1-6 approved on 27-Apr-2023
Based on CDS v.4.1, 12-Dec-2022 (2022-PSB/GLC-1329-s)

IIPOBOANIIOCKH. Ha ocHoBannmu MOMMyJIIHUOHHOT'O aHaIku3a HE OBLIO YCTAHOBJICHO SIBHOI'O BJIMSHUA
KIIMpC€HCAa KpCaTHHWHA Ha PaBHOBCCHBIC KOHICHTpALMW PUBACTUIMHUHA WJIU €TO0 MeTaboIuTa B

IU1a3Me KpoBHU. Y MAIMEHTOB ¢ HapylIeHHeM (YHKIHHU MOYEeK KOPPEKIHUs 1035l HE TpeOyeTcs.

IIOKA3AHWA K IPUMEHEHUIO
Cnabo unm yMepeHHO BbIpa)KeHHas IEMEHLIUS albIreiMepOBCKOrO TUTIA.

Tsxenas neMeHUns albUreiMEPOBCKOTO THIIA

ITPOTUBONIOKA3AHUA

[ToBbIIeHHasT YYBCTBUTENIBHOCTh K PHUBACTUTMHUHY, APYIMM IPOM3BOAHBIM KapOamaTa WiIH
IIPOYMM MHTPEIUEHTAM, BXOISALIUM B COCTaB Iperapara.

KoHTakTHBI ayuiepruvyeckuil JepMaTUT B aHaMHE3€, BO3ZHUKIIMKA Ha (OHE MPUMEHEHHS
npenapata Dkcenon® TTC.

Bo3spact o 18 ner.

C OCTOPOXKHOCTBIO

PuBacTUrMuH cieqyeT MPUMEHSATh C OCTOPOXKHOCTBIO y TMAIMEHTOB C CHHAPOMOM CIIa0OCTH
CHHYCOBOTO y3Ja WIM HapyLUIEHHSMH [POBOJAMMOCTH  (CHHOATpuaibHas  OioKaja,
aTPUOBEHTPUKYJIApHAs OI0KaIa).

XoJIMHEpPruYeCcKask CTUMYJISILUS MOKET IPUBOANTD:

- K TIOBBIIICHUIO CEKPEIMHU COJSHOW KHUCIOTHI B JKEIyIKEe, MO3TOMY CIIEAyeT COOIoaaTh
OCTOPOXKHOCTh IIpU TNPUMEHCHMM pPHUBACTUIMHHA Yy IAMEHTOB C A3BOM JKEIyJAKa U
JIBEHAATUIIEPCTHON KHUIIKH B CTaJUU OOOCTPEHUS WM Yy MALUEHTOB, NMPEIPACIONOKEHHBIX K
3TUM COCTOSIHUSIM,;

- K pa3BUTHIO UM 00OCTPEHHIO 0OCTPYKIIMM MOUEBBIBOISIIUX MyTEH U CyTOPOKHOTO CHHIIPOMA,
IIO3TOMY CJIelyeT COOI0AAaTh OCTOPOXKHOCTb NP NPUMEHEHUH PHUBACTUIMHUHA Y MAIMEHTOB,
IIPEPACIIONOKECHHBIX K 3TUM COCTOSTHUSAM.

PuBacTUrMUH OJIKEH MPUMEHSTHCS C OCTOPOKHOCTBIO Y MALMEHTOB ¢ OPOHXHMATIBLHON acTMOM

NI OGCprKTI/IBHBIMI/I 3a00JIEBAHUSIMU AbIXaTCIIbHBIX HYTGI\/'I B aHAMHCEC3€.

IIPUMEHEHHWE ITPA BEPEMEHHOCTH U B IEPUO/I T'PYJTHOI'O BCKAPMJINBAHUA
bepemennocmo

B uccnegoBaHusix y >KMBOTHBIX PUBACTUTMUH NPOHHUKAN uepe3 MianeHTy. Her gaHHBIX O
CIIOCOOHOCTH PUBACTUTMHUHA MPOHUKAThH Yepe3 reMaToIJIalleHTapHbIi Oapbhep y UyelloBeKa.

9KCHepI/IMeHTaJ'IBHBIC JAaHHBIC IMOKa3aJik, YTO pUBACTUTMHUH HEC UMCCT TECPATOrCHHBIX cBoicTB. B
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UCCJIEIOBAHMIX Y >KMBOTHBIX OTMEUYaJOCh YBEIHUYEHUE MPOIOHKUTEILHOCTH T'€CTallMOHHOTO
nepuoa. be3onacHoCTh IpUMeHeHHs Hpenapara DkceloH” mpu 6epeMEeHHOCTH Y 4YeloBeKa 0
HACTOSIIIETO BPEMEHU HE YCTAHOBJIEHA, I[O3TOMY TMIpenapar MOXHO MPUMEHSTh MpU
OepeMEHHOCTH TOJBKO B TEX CIydasx, KOTJIa OXHUJaeMas II0Jb3a JICYCHHS MPEBOCXOIUT
MOTEHLUAIBHBIA PUCK TS TUIOA.

I'pyonoe eckapmnusanue

B nccnenoBaHUsSX pUBACTUTMHUH M €70 META0OIUTHI BBIICISINCH C MOJIOKOM JIAKTUPYIOIIHUX
KUBOTHBIX. Hen3BeCTHO, BbIACNAETCS JIM PUBACTUTMUH B TPYJIHOE MOJIOKO, TIO3TOMY BO BpEMsI
IPUMEHEHHUS MIpernapaTa cleayeT OTKa3aThCsl OT KOPMIICHUS TPYIBIO.

DepmunvHocmy

HeT naHHbIX O BIUMSIHUM PUBACTUTMHUHA HA KEHIIUH PENPOAYKTUBHOTO BO3pAcCTa.

Her nmaHHBIX O BIUSHUU PUBACTUTMHUHA Ha (EPTUIHHOCTH Yy YeJOBEKa. B mcciemoBaHUSIX Y
KUBOTHBIX HE OTMEUEHO OTPHUIATELHOTO BIUSHHUS Ha (QEpTUIBHOCTH CaMIIOB U CAMOK, Kak

poauTenen, Tak ¥ TOTOMCTBA.

CHoCoOs NIPUMEHEHUS U J03bI

Tepamnuto mpemapaToM CleayeT MPOBOAUTH TOJIBKO MOJ HAOIIOACHHEM Bpada, HMEIOIIETO OTBIT
JICYEHUs] TAIMEHTOB C JAEMEHIIMEH W MOJ MPUCMOTPOM JIMI], OCYHIECTBIAIOIIMX YXOJ 3a
nandeHTaMu. llarueHTsl W JMIa, OCYIISCTBIIIONIME YXOJI 3a HHUMH, JOJDKHBI OBITh
MPOUHCTPYKTUPOBAHBI 00  OCOOEHHOCTAX MPHUMEHEHUS  Mpenapara  KOMIIETEHTHBIMU
MEAUIIMHCKIMH paOOTHUKAMU

KonuyecTBO comepxamierocss W BBICBOOOXKIAIOIIETOCS PUBACTUTMHHA B 3aBUCHUMOCTH OT

no3upoBku TTC Dkcenon® MPEeACTaBJICHO B Tabnwuile 1.

Tabmmma 1.

TTC Dxcenon® KouaunyecTBo KouaunyecTBo pUBAaCTUTMHUHA,
coJep:xanierocs BBICBOOOXKAAIOIIETOCHA in  Vivo B
PUBACTUTMHUHA TeueHue 24 4

TTC Dxcenon® 4,6 mr/24 u 9 mMr 4,6 Mr

TTC Dxcenon® 9,5 mr/24 4 18 Mr 9,5 Mr

TTC Dxcenon® 13.3 mr/24u | 27 mr 13,3 mMr

Cnabo unu ymepenHo 8vlparsceHHan 0eMEeHUUA anby2eliMeposcKo20 mund.

Hauanvnas 0o3za u noobop pexomenoyemoii 3¢hghpexmusHotl 003bi:

Jleuenue npenapartom cienyeT HaunHaTh ¢ mpuMenenns TTC Dxcenon® 4,6 Mr/24 4 1 pa3 B 1eHb.
[Tocne 4-x Henenb JeUeHUsT MUHUMYM, IIPA XOPOIIEH EPEHOCUMOCTH, 103y IIpenapaTa CieryeT
YBEIMUUTh 0 PEKOMEHAyeMoi 3¢dexTuBHON 10361 myTeM npumenenus TTC Dkcenon® 9,5

MT1/24 9, KOTOPYIO MOKHO TIPUMEHSATH JI0 T€X TMOP, TTOKA COXPAHSETCS TepareBTHIeCKUi A EKT.
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Hapawusanue 0o3vi:

JI71s IpOIOJKUTENIBHOTO JISYEHUS], IPU HATUYUH TepaneBTHUYecKor 3((EeKTUBHOCTH y MAlMEHTa,
pexomenayercss npumenenue TTC Dxcenon® 9,5 mr/24 u. Ilpu Xopolei nepeHOCHMOCTH
Tmpenapara u, Kak MUHEMyM, nociie 6 mecsies jnedenus TTC Dkcenon® 9,5 mr/24 u, nevamuit
Bpau Mpu HEOOXOJIMMOCTU JOCTHKEHHUS OTOTHUTEIBLHOTO TepaneBTUUYECKOro 3 dexra MoxKeT
YBEIUYHUTH 103y 10 13,3 Mr/24 4 y mamueHToB, Y KOTOPBIX, HECMOTpsi Ha npuMeHenune TTC
Dkcenon® 9,5 Mr/24 u, HabmoaeTCs 3HAYUMOE HapylLIeHHe KOTHUTHBHBIX QyHKIMit (Hampumep,
yxynmenue pesynptatoB no KILIOIIC) w/mnm yxynmenne (QyHKIMOHAIBHOTO cTaryca (Ha
OCHOBaHUU CyOBEKTHBHOM OLICHKHU Bpaya).

Tasxncenas oemenyun anbyzeiimeposckozo muna

Hauanvuas 0o3za u noobop pexomenoyemou 3¢hgpexmusnoti 003wi:

Jleuenue npenapaToM ciemyeT HaunHaTh ¢ npumenenus TTC Dkcenon® 4,6 Mr/24 u 1 pas B JieHb.
o3y mpemapara cieayeT MOCIeI0BaTEebHO YBEIMYUTh CHadaia 10 9,5 mr/24 4, a 3atem 10
s dextuHOM 10361 13,3 Mr/24 4. Kaxknoe yBennueHne 10361 BO3MOXKHO JIMIIIB MOCTe 4-X HEIeb
JIEYEHUSI MUHUMYM U IIPU XOpOLLIEN NEPEHOCUMOCTH NMPEABIAYLIEH T03bI.

Joza cBoimie 13,3 Mr/24 4. He OKa3bIBAaeT 3HAYMMOTO MPEUMYIECTBA, HO YBEIUYHBAET YACTOTY
00OYHBIX (P (HEKTOB.

Ilpepvisanue neuenusa:

Cnemyer peryispHO NpPOBOAUTH OLEHKY KIMHUYECKOoro »3(dekra Tepanuu IpernapaToM

Akcemon®

TTC. Ilpu oTcyTcTBUM KIMHUYECKOTO 3(dekTa OT Tepanuud Npud NPUMEHEHUH
ontumanbHbIX 103 TTC Dkcenon® cremyeT mpekpaTHTh TEPAIHIO IIPEHapaTOM.

Crnenyer BpeMEHHO IPEKPATUTh TEPANMIO MTPENAPAaTOM B CIIydyae BOSHHUKHOBEHHMS HEXKEATEIIbHbIX
SBJICHUA CO CTOPOHBI MUILNEBAPUTEILHOM CHCTEMBbl W/MIM yXyAUIEHUS CYIIECTBYIOIIUX
OKCTPANUPAMHUIHBIX CHUMIITOMOB (B T.4. TpeMopa) [0 HUX paspemeHus. Ecinu nepepsiB B
NPUMEHEHHH TIperapara COCTaBMJ He Oosiee Tpex THeW, MOKHO BO30OHOBUTH IPHUMEHEHHE
mpermapata B TOM ke J1o03¢. B cimydae Oousibliel MPOJOJKUTEIILHOCTH TIEpHOAa OTMEHHBI,
BO300HOBIIATH JICUEHHE CIeAyeT ¢ HadanbHoi 10361 (Dkcenon® TTC 4,6 mr/24 ).

[TaunenTsl, JieueHne pUBACTUTMUHOM KOTOPBIX MPOBOJUIOCH B BUJIE KAICYJ WIIM PacTBOpa AJIs

TpreMa BHYTph MOTYT Hepeiitu Ha neuenne TTC Dxcenon®

, CTICIYIOLTUM 00pa3oM:

VY nmanuueHToB, NOJy4YaBIIMX MEPOPATBHYIO TEPANMIO PUBACTUTMUHOM B J103€ MEHEE WJIM PABHYIO
6 MT' B CYTKH, JIeueHHe caeayeT HauuHaTh ¢ npuMeHenns TTC Dkcenon® 4,6 mr/24 u.

VY manuMeHToB, MOJYYaBIIUX MEPOPATHHYIO TEPANHI0 PUBACTUTMHUHOM B CTa0MIJIBHOW M XOPOILIO
NEPEHOCUMON 7103¢ 9 MI' B CyTKH, JIEYEHHE MOXHO HauMHaTh cpazy ¢ npumeHeHus TTC

Dkcenor® 9,5 mr/24 4. Ho ecnm mepopanbHas Tepanusl He ObLTa CTAOMIBHOW M XOPOIIO

MEePEHOCHMOM, TIEPeX0/l Ha TpaHCAECPMaIbHYI0 (OpMy PEKOMEHIOBAHO HAYMHATH C J103bI 4,6
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Mr/24 u.

VYV nmanuveHToB, MOJY4YaBIIMX MEPOPATBHYIO TEPANUI0 PUBACTUTMHHOM B J03€ 12 Mr B CyTKH,
JledeHre MOYKHO HauMHaTh cpasy ¢ npumenenus TTC Dxcenon® 9,5 mr/24 u.

[locne 4-x Henenb JiedeHHs] MUHMMYM, IIPU XOpOLIEW MEepeHOCHMOCTH, o3y npenapata TTC
Dkcenor® 4,6 Mr/24 4 creayeT YBEIHYUTh 1O PEKOMEHIYeMOW >((EKTUBHON 03B MyTeM
npumenerns TTC Dxcenon® 9,5 mMr/24 u.

Jleuenne TTC Dkcenon® pekoMeHIyeTcss HAUMHATH Ha CIEAYIOIIMH JeHb T0CjIe MPUMEHEHHS
MOCJEAHEN NTEPOPATBHOM 036l PUBACTUTMUHA.

Iayuenmuol ¢ maccoti mena menee 50 ke

VY marnueHToB ¢ Maccoi Tena MeHee S0 KT oTMeuanoch 0oJiee 4acToe pa3BUTHE HEXETATeIIbHBIX
sBieHnid (H1) m oTMeHBl Tepanuu B CBsA3M ¢ BO3HMKHOBeHMEM HSI, mosToMy npu noBblieHun
7036l 'y ATOH TPYMIBl MALMEHTOB CJIEAyeT COOII0AaTh OCOOYI0 OCTOPOXKHOCTB, TIIATEIBHO
TUTPOBATh 03y U HaOMonaTh Ha mpeaMeT pa3Butus H (manpumep, upe3aMepHON TOIIHOTHI WIIH
PBOTHI), @ TaKXkKe paccMaTpUBaTh BO3MOKHOCTh CHMIKEHUS J03bI Mpenapara MyTeM MpUMEHEHHs
TTC Dxcenon® 4,6 mr/24 u. B ciydae passutus Takux HS. OcoOyio OCTOPOKXHOCTH CIELyeT
coOyolaTh MPU TUTPOBAHUM JI03bI CBBIIIE peKOMeHJAoBaHHOW 3¢ dextuBHoN 10361 TTC
Akcenon® 9,5 mr/24 u.

Tayuenmul ¢ napywenusmu OyHKyuu neyeHu

Koppexkuun pexxuma nosuposanus TTC Dkcenon® He TpebyeTcs.

OpHaKo BCIEACTBHE YBEJIMYEHHUS HKCIO3ULMU PUBACTHUTMHUHA, HAOIIOABIIETOCS NMPH TpUEME
pUBACTUTMHHA BHYTPh y TAIlHCHTOB C HAapyIICHUsSMU (YHKIUU TICYCHU JIETKOH M CpemHei
CTENEHU TSKECTH, PEKOMEHIyEeTCs TIIATEIbHO TUTPOBATh 03y PUBACTUIMHHA B COOTBETCTBUU C
WHUBHTyaIIbHOW MEPEHOCUMOCTBIO y MAIIUEHTOB IaHHOW KaTETOPHH.

Uzyuenne npumenenus TTC Dkcenon® y MalMEeHTOB C THKENBIMHM HAPYIIEHUAMU (DYHKIHH
neyeHn He npoBoamiock. CreayeT coboaaTh 0co0yr0 OCTOPOKHOCTh MPH TUTPOBAHUH J03bI Y
NalMeHTOB JaHoM Kareropuu (cM. pazaensl «OcobOble ykazanus», «Dapmakonoruyeckue
CBOMCTBa»).

Y mnanueHToB C KIWHUYECKH BBIPAKEHHBIMU HAPYIICHUSMH (YHKIUU TEYECHH MOXKET
OTMeYaThCs OoJiee YacToe pa3BUTHE J10303aBUCUMBIX HEXEIAaTEIbHbIX SBJICHHM, B CBS3H C UEM Y
MalMEHTOB JaHHOW KaTeropuu CIlenyeT paccMaTpuBaTh BO3MOXKHOCTH mpumeHeHus TTC
Dkcenon® 4,6 Mr/24 4. B ka4ecTBe HAYAITEHOH M MAKCHMAIBHOM 03B

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

® He Tpebyercs.

Koppekuun pexuma gosuposanust TTC Dkcenon
OpnHako BCIIECTBUE YBEJIWYEHHS SKCHO3MIMHM PUBACTUTMHHA, HAOIOAABIIErOCs MpH IpUeMe

pUBAaCTUIMHMHA BHYTpPh Y MALMEHTOB C HapylIEHUSMU (QYHKIMH [OYEK JIETKOM M CpeaHeit
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CTENEHH TSKECTH, PEKOMEHIYETCS TIIATeIbHO TUTPOBAThH JO3y PUBACTUTMHUHA B COOTBETCTBUH C
WHIUBUIYAJIbHON MEPEHOCUMOCThIO Yy TAIMEHTOB JaHHOW KaTeropuu. Y TMAaIMEHTOB C
KIIMHUYECKH BBIPAXCHHBIMU HAPYIICHUSMHU (DYHKIHUU MOYEK MOXKET OTMedaThcsi Ooyiee yacToe
pa3BUTHE [10303aBUCUMBIX HEXEJATEIbHBIX SBJICHUM, B CBA3M C YE€M Yy MAIMEHTOB JaHHOM
KaTeropuy cleyeT paccMaTpuBaTh BO3MOKHOCTh npuMenenus TTC Dxcenon® 4,6 mMr/24 4. B
Ka4yeCTBE HAaYaJILbHOU M MaKCUMAJIbHOU JO3LI.

Ilpumenenue y oemet

[IpuMeHeHne puBacTUTMUHA y JETEHl HE U3Yy4aloCh, MO3TOMY JETSAM INPUMEHSTH Mpernapar He
peKOMeHayeTCsl.

HMHCTPYKIUHA 11O TIPUMEHEHUIO

BHUMAHMUE!!!

Kaxayio HocIedylollylo TpaHcAepManbHylo TepaneBTudeckyio cuctemy (TTC) Dkcenon®
ClIelyeT HaKJIEUBaTh TOJBKO MOCie YAANCHUS IpeablIyei.

EnnHOBpeMEHHO MOXHO MCIIOIB30BaTh TOJIBKO ogHy TTC Dkcenon®.

TTC Dxcenon® HeNb3s pe3aTh UM JASTUTH HA YACTH, a TAKKE MOBPEXKIATH TIOOBIM CIOCOOOM.
Crenyer MIOTHO TpHXkaTh jdanoHbio TTC Dkcenon® B MecTe NpHKpEIICHUs B TeUeHHE Kak
MuUHUMYM 30 cexyHA.

Mecto npukpenjenus TTC Dxcenon®

TTC DxcenoH® HaKIeMBAIOT HA YHCTYIO, CyXyl0, HEMOBPEKIECHHYIO KOXKY C MHHHMAJIbHBIM
BOJIOCSIHBIM [TOKPOBOM.

He cnegyer ucnons3oBath KpeMbl, JTOCHOHBI, Macjia, MyJpy U APYTU€ CPEACTBA MO YXOay 3a
KOKel B 00J1aCTH MPUKPEIUIEHUs ITpernapaTa Bo u30eXaHue ero OTKJICHBaHUS.

TTC Dkcenon® Henb3s HAKJIEHBATh HA MOKPACHEBIIYIO, MOKPHITYIO CHIIBIO, PA3APAKEHHYIO I
MOBPEXACHHYIO KOXY.

Crenyer HakieuBath Tonbko ofHy TTC Dkcenon® B CyTKH TOJBKO HA OJMH U3 yUaCTKOB Tela,
MOKA3aHHBIX HUXKE, HA pUCYHKE 1:

- JIeBoe wiim mpasoe 1ieyo;

- BepxHsis yacTh rpygHOW KJIETKH cleBa MJIM CIpaBa (HE CleIyeT HakJIeuBaTh Ha 00JacThb
MOJIOYHOM KeJe3bl);

- BepxHsis yacTh CIUHBI ClIeBa MJIM CIIPaBa;

- HuxxHsig 9acTh CriMHBI cieBa MJIM CIIpaBa.

Puc. 1

Kaxnpie 24 yaca cnegyet ynansaTs npeabiayiiyo TTC Akcenon® Iepel TeM KaK HAKJIEUTh OJIHY

HoByI0 TTC Dkcenon® Ha OIMH U3 TTOKA3aHHBIX HIKE yYAaCTKOB TeNa.
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Bo wusbexanue pasipakeHHMs Koxku Kaxayio mnocienyiomyio TTC Dkcemon® cremyer

HaKJICWBaTh Ha JIPYrod y4acTOK KOXHU (MOXKHO B TpenesiaxX OJHOW M TOH K€ aHaTOMHUYECKOU
o6nactu). Hanpumep, ecin Bl puxpenumn TTC Dkcenon® Ha 061acTh MOSCHHIIB CIIPaBa, TO B
CJIeYIOIIUN pa3 pa3MeCcTUTe cucTeMy cieBa. JlJis MUHMMU3aluK pyucka pazapaxenus koxu TTC
MO>KET OBITh HAKJIECHA HA OJIUH U TOT )K€ YYaCTOK KOXKH TOJBKO C MHTEPBAJIOM B JIBE HEICIH.
Kaxk npukpersats TTC Dxcenon®

TTC Dxcenon® mpencraBuseT cob6Oi TOHKMi, HEMpPO3PAYHbIHA, MIACTUYHBEIN IIACTBHIPh IS

®

HakjeuBaHus Ha koxy. He uzpnekaiite TTC DkcenoH™ W3 3amasHHOrO IakeTa U HE yJaJAlTe

npensiayiyto TTC Dxcenon®, eci He MIaHUpPyeTe IPHKIEHTH HOBYIO.

[Tpenapat cienyeT UCIOIB30BaTh Cpa3y MOCIE U3BJICUEHUS U3 3allassHHOIO ITAKETa.

OcTtopoxHO cHUMUTE TIpeabiaynyo TTC Dkcenon®.

Ecnu BB BepBble HauMHACTE JICUEHUE MPENapaToM WM BO3OOHOBIISETE JICUCHUE IMPErapaToM
mocjie TepephiBa, MOKamyicTa, cleayiTe MHCTpYKIuM 1o npukpemienuto TTC Dkcenon®,

HAUYMHAS CO CIEAYIOLIEr0 PUCYHKA HUXKE.

[Ipenapar u3BIEKalOT W3 3aMasHHOTO TaKeTa HEMOCPEICTBEHHO
nepesa NPUMEHEHUEM.
Hna wusenedenns TTC Dxcemor® paspexbTe TakeT MO

0003HaYEeHHOW IMTyHKTUPOM JIMHUH WK OOPO3JIKE.
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Krneiikas cropora TTC Dkcenon® MokpsITa 3aIUTHON TIEHKOH.

CrnenyeTr akKypaTHO CHATH 3alllUTHYIO IUIEHKY C OJHOM CTOPOHBI,
. ®

npeaoxpansonyto kieiikyio cropony TTC Dkcenon ™, He Kacasich

KJIEUKOU ITOBEPXHOCTH.

Cpazy mnocne ynaneHus 3amuTHOM muieHku Hakiedte TTC
DkcenoH® Ha KOXKy BEpXHEH MM HIDKHEH MOJOBUHBI CIIMHEL,
IJI€4a WU TPYAHOU KIIETKHU.

Ilocne mpukpernaeHuss TPaHCACPMAIBHONW  TEpPaANEeBTHUYECKOU

CHUCTEMBI K KOXX€ CHHUMHUTE BEPXHUU 3aIllUTHBIA CIOW C ApPYrou

croponsl TTC.

Crnenyer mnotHo npwxkath nagoHbio TTC Dkcenon® B mecte

MpPUKpEIUICHUsT B TeueHrue kak MuHUMYM 30 cekyna. Heobxomaumo
yOeIuThCS, YTO CHCTEMA IUIOTHO MPUJIETraeT K KoXe, 0COOCHHO IO

KpasiM.

[Ipu HEOOXOMMMOCTHM TIOCHEe HaKJIeWBaHHS Bbl MoXeTe HamucaTh Ha TpaHCASPMATbHOU
TEepaneBTUYECKONW CHUCTEME TOHKOWM IIAPUKOBOW PYUYKOW JaTy MPUKPEIUICHUs (HAmpuMmep, JCHb
HEJICTN ).

TTC Dxcenon® HEOOXOAUMMO HOCUTH TIOCTOSHHO M 3aMEHHUTH Ha HOBYIO uepes 24 Jaca.
[Tpuxpernnenue TpaHCIEpMaJbHON TepaneBTHUECKONH CHCTEMbl Ha pPAa3JIMYHbIE YYACTKH KOXKHU
MO3BOJISIET BBIOpaTh HamboJee y100HbIe 00JaCTH Tella, T/Ie CUcTeMa He OyAEeT CONMpPUKacaThes ¢
IJIOTHO IIPWIIETAOIIEH OJCKI0M.

Kak ynaasts TTC Dkceaon®

OCTOpOXKHO OTOTHYB OJIMH U3 YTOJKOB, MEIJIEHHO M aKKypaTHO CHUMHUTE TPaHCAECPMAIbHYIO
TEpaneBTUYECKYIO CUCTEMY.

[Ipu HaMMUMU OCTATKOB KJiesl Ha Balllel KOXe, CJerka CMOYUTE 3Ty 001acTh TEIUION BOJOW M
MSITKUM MBUIBHBIM PAaCTBOPOM HIIA MCIIONB3YUTE IETCKOE MACIO, YTOOBI YIAIUTh OCTATKU KIIES.
He ucnonp3yiite cnupt Win Apyrue XUAKUE PACTBOPUTENN (KUIKOCTH IJIA CHATHS Jlaka WU
JIPYTHUE PACTBOPUTEIIH).

Heob6xomuMo TIIaTE€NhHO BBIMBITH PYKH BOJON C MBUIOM IOCJIE MPUKPEIICHUS WIH yIaTCHUS

TTC Dxcenon® B ciyuae KOHTakTa ¢ TIJa3aMd MJIM ITIpH ITIOKDaCHEHMH IJa3 IOCie
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npuxperienns unn yaanenus TTC Dkcenon®, ciemyeT HEMEMIEHHO POMBITh I71a3a GONBIINM
KOJIMYECTBOM BOJIbI U, €CIIU CUMIITOMBI COXPaHSIOTCS, 00paTUTHCS 32 MEAUIIMHCKON TOMOIIBIO.
Kaxk yTunusupoBaTh ucnoss3osannyio TTC Dkcenon®

Coraure WUCHOJIB30BAaHHYIO TPAHCAECPMAIBHYI0 TEPANEBTUYECKYIO CHUCTEMY IIONOJNaM U
COCTMHUTE KJICHKHUE YaCTH MEXTY COOOH.

[TomectuTe wucnonbzoBaHaylo TTC Dkcenon® B maker. IlakeT ¢  HCIONB30BAHHOM
TpaHCAECPMAJILHON TepareBTUYECKON CUCTEMOM ClIeAyeT BHIOPOCUTH B HEAOCTYITHOM JJIS JIeTel
mecre. [locne yrunusanuu npenapara He00X0AUMO BBIMBITh PYKH C MBUIOM.

Venosus Homenus TTC Dxcenon® (BoaHble MpOILENYpHI, JINTENbHOE MpeObIBaHUME BOIN3H
HMCTOYHHKOB TEIIA)

TTC Dxcenon® He oTKJIenBaeTCs MPU BOAHBIX HpoOIeAypax (Iyll, BaHHBI, Gacceiin). - Bo Bpems
BOJIHBIX IMPOLEAYP HEOOXOAMMO YOIUThCS, YTO CUCTEMa TUIOTHO MPUJIETaeT K KOKe, 0COOEHHO
0 KpasiM.

[Tatmmentam, ucnons3yromum TTC Dkcenon®, He clenyeT JUIMTEITbHO HaXOIUTHCS BOJIU3U
JTFOOBIX BHEIIHUX UCTOYHUKOB TerlIa (M30BITOYHOE COTHEUHOE U3ITYyUYCHUE, CAyHbI, COJISIPUN).
Yro nenats eciu TTC Dkcenon® oTkiiennach

Ecmu TTC Dxkcenon® oTkjenncs ero HeoOXOAMMO 3aMEHMTh HOBOM TpaHCAepMalbHOI
TEepaneBTUYECKOW CHCTEMOW 10 KoHma AHsA. Ha crnenmyromuil aeHb claeayeT Kak OOBIYHO
npuxpenuts HoByI0 TTC Dkcenon®.

Korna u kak gouro ciaenayer npumvensite TTC Ixcenon®

Jns MakcuManbHOU 3(QPEKTUBHOCTH JICUEHUs MpernapaToM clieayeT HakiaenBarh HOBylo TTC
KaK]IbII I€Hb, )KEJIATEIBHO B OJHO U TO K€ BPEMS.

Ilpu npumenenuu 6oee oguoii TTC Dkcenon® oqHOBpeMeHHO

Crnenyer HememneHHo ynamute Bce TTC ¢ Bamieil KOXM W HPOMH(POPMHUPOBATH BAIIETO
Jevaliero Bpaya O CIyduBHIeMcs. Bam MoxkeT morpeOoBaTbcs MEIMIIMHCKas momolls. B
HEKOTOPBIX CIy4dasX MpPU NEPEIO3UPOBKE OTMEYAIUCh TOLIHOTA, PBOTA, AUAPEs, MOBBIIICHHUE
AJl, rammonuaanmy. Takke BO3MOKHO BOSHUKHOBEHUE OpauKapauy U/ 0OMOPOKOB.

Ecnu Bbl 3a0bun HakienTh oyepennyio TTC B mpuBBIYHOE BpeMs, CIEIyeT HAKIEUTh e

HememneHHo. [Ipumenenue cienyromeid TTC BO3MOXHO Ha CIEIYIOIIMNA JI€Hb B IIPUBBIYHOE

Bpems. He cienyer nakneunats aBe TTC, 4To0BI KOMIIEHCHPOBATH MPOMYIIEHHYIO 103y .

IIOBOYHOE JEACTBUE
O6u1as yactoTa passurus HS na done tepamuu TTC Dxcenon® 9,5/24u (50,5%) Oblna HIDKE O
CPaBHEHUIO C NEPOPATBHOM Tepamue ¢ MCIOJIb30BAaHUEM KarcCysl B CYTOYHOM ao3e 3-12 mr

(63,3%) (st cpaBHEHUS, B TpYIIIe Tu1anedo 3TOT moka3arenb cocTaBisi 46,0%).
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YactoTa BO3HMKHOBEHMSI M CTENEHb BbIpakeHHOCTH HSl, kak mnpaBuio, yBEIWYMBAIOTCS C
MOBBIIICHHUEM J03bl, OCOOCHHO HEMOCPEICTBEHHO MOciie M3MeHeHus: 103bl. Ecnu mepepriB B
NPUMEHEHHH Tpernapara cocTaBmiI OoJiee TpeX JHEeH, BO30OHOBIATH JEUCHUE CIIEAYET C Ha4aIbHOM
10361 (Dxcenon® TTC 4,6 mMr/24 u).

Haubonee wacteimu HS siBnsuiMCch KOKHBIE peaklMd B MECTe HakJIeMBaHUS (OOBIYHO SpHUTEMa
JIETKOM W CpelHel crerneHn BbIpakeHHocTH). Crnemyromme 1o uactore HS co cropons
MUIIEBAPUTENBHON crcTeMbl, TomHOoTa (7,2%) 1 pBoTa (6,2%), OTMEYaTuCh 3HAYUTETHLHO PEXKE
nipu ipumenennn TTC Dxcenon® 9,5 Mr/24 4 o cpaBHEHHIO ¢ KarcylIaMu IS TIpHeMa BHYTpb,
23,1% u 17,0% cooTBeTcTBEHHO (B rpyIe Ianedo Te ke mokasarenu coctaBisiau 5,0% u
3,3%).

Yacrora BO3HHUKHOBEHMS  HEXKEIATENIbHBIX PpPEAKUMM y TNAUMEHTOB C  JEMEHIMEH
anplreifiMepoBckoro Tuma, mnomydapmmx Tepanuio TTC  Dxcenon® (Bce  T03MPOBKH)
OIICHUBAJIACh CJICAYIOIMMM O00pa3oM: «odeHb ydacto» - > 1/10, «gacto» - > 1/100, < 1/10,
«Hedacto» - > 1/1000, < 1/100, «pemko» > 1/10000, < 1/1000, «ouensr peaxo» < 1/10000,
OTJIEIbHO IIPEJICTaBIICHBI HEJKENATEIbHbIE PEAKIIUU C TOUHO HE YCTAHOBJIEHHOW YacTOTOM.

VY maunueHToB co cnabo M yMEPEHHO BBIPAKCHHOM NEMEHLUEH anbUrelMepoBCKOTO THIIA,
TOMy4aBIIMX Teparnuio npenaparoM Dkcenon® TTC, orMeuanuch Huxenepedncienasie H.
Hnghexyuonnvie u napasumapmsie 3a601e6anus: 9acTo — UHGEKIIMU MOUEBBIBOIALIUX My TEH.
Hapywenus co cmoponvl obmena eewjecms u numaHus: YacTo — aHOPEKCHS, CHUKEHHE
anmeTuTa; HeYacTo - JAeTuipaTalusi.

Hapywenusa ncuxuku: 9acto - TPEBOXKHOCTb, JENpPECcCUs, ATUpHUil, BO30YyXIeHHEe, OECCOHHULIA;

HEYaCTO — arpecCusda, 4YaCTtoTa HCU3BECTHA - 6CCHOKOﬁCTBO, TaJllIroguHAOWA, KOIIMAapHBIC

CHOBH/JICHUS.
Hapywenusa co cmoponvl HepeHOU cucmembsl: YacTO - TOJOBHas 00Jb, OOMOPOK,
TOJIOBOKPY)KCHHE; HEYacCTO — HapyIIEHHEe MO3TOBOTO KPOBOOOpAIIECHUS, TCUXOMOTOPHAS

THIIEPAaKTUBHOCTh, COHJMBOCTH; OYEHb PEIKO - HKCTpANMpaMHUIHBIC HApyIICHHS; YacToTa
HEH3BECTHA - yXYIICHAE CUMIITOMOB OoJie3Hu [lapkuHCOHA, CyJ0pOTH, TPEMOD.

Hapywenusa co cmoponvl cepoya: HedacTo — OpaauKapaus; 4acTOTa HEU3BECTHA - TaXUKapaus,
aTPUOBEHTPUKYIISIpHAst OJokana, GUOPHIUILKS MpeNCcepaii, CHHAPOM cIabOoCTH CHHYCOBOTO
y37a.

Hapywenus co cmopoHsl cocy0os: YacTOTa HEW3BECTHA — TIIOBBIIICHHE AapTEPHATBHOTO
JTaBIICHUSL.

Hapywenua co cmoponbl nuweeapumenvbHoll cucmembsl. YacTO - TOIIHOTAa, PBOTA, Juapes,
Jucnerncusi, 0071b B )KMBOTE; HEYACTO - 3Ba KEIyIKa, XKEITyJAOUHO-KUIICUHBIC KPOBOTCUCHUS

(Harpumep, TeMOpparnyecKuil JyoA€HNT); YaCTOTa HE U3BECTHA - MAHKPEATHT.
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Hapywenus co cmoponsl neuenu u sHcenyesvl800awux nymelil: 4aCToTa HEM3BECTHA — TEMaTuT,
MOBBILICHHE OMOXUMUYECKHUX MTOKa3zaTene pyHKINN eUYeHH.

Hapywenusa co cmoponvl Kodcu u noOKONMCHbIX MKAHell: YaCTO - ChIIb; HEYACTO — THIIEPTUIPO3;
4acToTa HEHW3BECTHA - 3YJ, dPUTEMa, KpalWBHUIA, O0pa30BaHHE BOJIBIPEH, allJIeprUYeCKHii
JIEPMATHUT, PACIPOCTPAHEHHBIN aJUIEPTUYECKUN JEPMATHUT.

Hapywenus co cmoponvl nouek u Mouesbig00awux nymeti: 4aCTo — HeIepKaHUE MOYH.

Obwue paccmpoticmea u Hapyuienusi 6 mecme npuxpenienuss TTC: 4acTO — KOKHBIE PEaKIH B
MeCTe HakJeuBaHWs (dpUTeMa, 3yl, OTEK, IEPMATUT, pa3IpakKeHUe U Jp.), MOBBILICHHAA
YTOMIISIEMOCTb, ACTEHUS, TUXOPAJKa, CHUKEHUE MACCHI TEJIA; PEIKO — CIIy4yalHbIe MaJCHHUS.

VY nauveHToB C TSDKEIOW JEMEHIMEH albIIeiMEpPOBCKOTO THIIA, MOJYYaBIIMX TEPaANuio
npenaparoM Dkcenon® TTC 13,3 mr/24 u, ¢ yacToToit >5% OTMeUaluch HHKEHepeunCIeHHbIE
Hil.

Hugpexyuonnvie u napasumapmvle 3a601e6aHus.; 4acT0 — UH(HEKIIUN MOYEBBIBOISIINX Ty TEH.
Hapywenus co cmoponvl obmena eeujecme u numanus: 4acTo — CHIDKEHUE alleTUTa.
Hapywenus ncuxuxu: O4YeHb 4YacTO - BO30YXIEHHE, 4acTO — OECCOHHHIIA, TPEBOKHOCTD,
Jenpeccus, TajuIIOLMHALNAH.

Hapywenusa co cmoponul dceny0ouno-KuueyHo20 mpakma: 9acTo - TOITHOTA, pBOTA, JUapesl.
Obwue paccmpoticmea u Hapyuienus ¢ mecme npuxkpenienus TTC: 04eHb 4aCTO — dpUTEMA B
MeCTe HaKJIEMBaHUs; YacTO — CIy4ailHble Ma/leHus, CHI)KEHHE Macchl Tela.

B knMHHMYECKOM HCCleOBaHMM TPU MPUMEHEHMM Ipernapara B jgo3ax Beime 13,3 mr/24 u
Hikeykaszanuble HS ormeuanuce vame, yem B rpynnax TTC Dkcenon® 13,3 mMr/24 u u nnane6o:
OCCCOHHMIIA, CEpJeYHas] HEIOCTATOYHOCTh (BO3MOXHO CBSI3AHHBIC C TIOBBIIICHUEM JI03bI).
Yacrora >tux HS Ha done tepamuu TTC Dkcenon® 13,3 mr/24 u 6blna cXOJHOH ¢ TaKOBOH B
rpymre mianeoo.

HwmxenepeuncienHbie MOOOYHBIE peakIWK HAOMIOJANMCH TOJIBKO MPH JICYCHUH JIEMEHIINH
KarcylaMy MJIM pacTBOPOM DKCelOoH® i IpueMa BHYTPh M He ObUIM 3aperuCTPUPOBAHbLI B
KJIMHUYECKHX UCCIIeNoBaHusAX npu nmpumenernn TTC Dkcenon®:

4acTO — HEJAOMOTraHUeE, CIIyTaHHOCTh CO3HAHMSI, TOBBILIEHHOE IOTOOTIEIEHHUE;

pEeAKo — s13Ba IBEHAAIATUTICEPCTHON KUIIIKH, CTCHOKApAUs, HHPAPKT MHOKapAa;

OUYEHb PEIKO — KEITyTOYHO-KUIIEUHOE KPOBOTEUEHHUE;

YacroTa HeM3BeCTHA - TsDKENasi pBOTA, MPUBOIAIIAS K pa3phIBY MUIIEBOA.

Peaxyuu 6 mecme npuxpennenus TTC Ixcenon® (pazopaicenue xosicu)

B KkiIuHHMYecKMX HcclenoBaHusXx npu npumenennn TTC Dkcenon® peakuum B MecTe
HaknenBanuss TTC B OonblIMHCTBE ciay4daeB ObUTM cnabo WM YMEPEHHO BBIPAXKCHBI.

[Ipekpaiienue nedeHusi mpenapaToM HM3-3a Pa3BUTHS peakuuu B MecTe npukperieHus TTC
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Dkcenon® ormeuanock B <2,3% ciyyaeB, IIPH 3TOM Yy TALMEHTOB KMTAWCKOM M AMOHCKOM
HallMOHAJIBHOCTH YacTOTAa MPEKpalleHns JedeHus coctabisuia 4,9% u 8,4% coOTBETCTBEHHO.
OLeHKa CTENEeHN TSHKECTH KOKHBIX PEaKUi MPOBOAMIIACH JIEYAIIUM BpAadyOM C HUCIIOJIb30BAHUEM
CrHelHanbHON MIKalbl. B GOJBIIMHCTBE CliyyaeB pa3apakeHue KOXKH ObLIO JISTKOW MU CpeaHel
CTENEHM TSKECTH. B KIMHMUYeCKMX HccienoBaHusax mpenapara OkcenoH® TTC Ttspkenoe
pa3zapakeHue KOXHM OTMedalloch B <2,2% ciy4aeB, NpU 3TOM B HCCIEIOBAaHUM Ipernapara
Akcenmor® TTC y TAlMEHTOB SMOHCKOW HAIMOHAJBLHOCTA 4YaCTOTa Pa3BUTHS TAKEIOTO
paszapaxeHust Koxu coctabisuia <3,7%.

Ecnu nrobvie uz ykazauuwvix 6 uHCMpyKyuu noboyHulx 3¢ghekmos ycyeyonaromes, uiu Bol
3amemuau a006bie opyeue nobounvie d¢hghekmol, He YKA3AHHBIE 8 UHCMPYKYUU, cooOujume 0o

Imom epauy.

IIEPETO3APOBKA

Cumnmomsi. CiydaiiHasi IepeJo3UpOBKa Iperapara Ajs NPUMEHEHUS! BHYTPb B OOJIBIIMHCTBE
CIIy4aeB HE COMPOBOXKIAJIACh KAKMMH-TUOO0 KIMHUYECKHMMH IPOSBICHUSMU; MPAKTHUECKU BCE
NaIMEHTHl MPOAOIDKANIN JIeYeHHE puBacTUIMUHOM. [Ipu mepeno3upoBke OTMEUYaMCh TOILIHOTA,
pBOTa, auapes, O0OJIb B KHMBOTE, TOJOBOKPYXEHHE, TPEMOp, TOJIOBHas OOJb, COHJIMBOCTB,
Opagukapaus, CIYTaHHOCTb CO3HAHMS, IMOBBIIIEHHOE IOTOOT/AENeHHe, MoBbieHue AJl,
raJUTIONMHAIMKY U obmiee Henomoranue. [lepeno3upoBka HHIMOUTOPAMU XOJIMHACTEPA3bl MOXKET
OPUBOJIUTH K XOJUHEPrHUYEeCKOMY KpH3y C pPa3BUTHEM TaKUX CHUMITOMOB, KakK BbIpa)K€HHas
TOILITHOTA, PBOTA, MOBBIIICHHOE CIIOHOOT/ICJIEHUE, MOBHIIIEHHOE TIOTOOTACTICHNE, OpaguKapIus,
CHIDKEHHE apTepUaJbHOTO [ABJICHUS, YTHETCHHE JbIXaTeNbHOW JAEATENbHOCTH M CYyJIOpPOTH.
Bo3MOXHO pa3BUTHE MBIIIEYHON CIA0OCTH, YTO MOKET MPUBECTH K JIETAILHOMY HCXOAY MpHU
BOBJICUECHUU JIbIXaTEIbHON MYCKYJIATyphl. YUHUThIBas BaroToHW4eckuil 3pdexT MHruOUuTOpoB
XOJIMHACTEepa3bl Ha dYactory cepaeuHbix cokpameHuid (YCC), Henp3si HCKIIOYHTH
BO3HHKHOBEHUE OpaguKapIuu U/uid 0OMOPOYHBIX COCTOSIHUH.

B xone mocTperucTpallnoHHOrO MPUMEHEHHUs IpernapaTa, a TakkKe B PeJKUX Clydasx BO BpeMs

KIIMHUYECKUX HCTBITAHUN, COOOmanoch 00 omuOKax MPUMEHEHHUsS/T03UPOBaHUS TPH

® ®

npumeHeann TTC DOkcenoH”, o0ycioBieHHBIX HayoxkeHHeM Heckoibkux TTC Dkcenon
onHoBpeMmeHHO (ouepennyio TTC mpumeHsun, HE yaanuB mpeAblayiryro). [lanuenTs u nuia,
OCYHIECTBIISIIONINE YXOJ 32 HHUMH, IOJDKHBI OBbITh MPOUHCTPYKTUPOBAHBI 00 OCOOEHHOCTSIX
IIPUMEHEHUs IIpernapara.

[Ipn nepeno3upoBKke mIpenaparoM OTMEYAIUCh PEAKUE Cllydad JIETAIbHBIX HCXOJO0B, OJHAKO

CBS3b C IPUMEHEHUEM IIpernapara OcTaeTcsl HesiICHOM. CHMITOMBI M HCXOJ] BapbUpPOBAIH Y

pa3IMYHBIX MAalMEHTOB. He mpociiexknBaaoch YeTKOW CBSI3M MEXAY MPUHITON 10301 Mpenapara
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U CTENEHBIO TXKECTU UCXO/a.

Jleuenue. 110CKONIBKY NMEPHUOJ TMONYBBIBEJCHHMS PUBACTUIMHUHA U3 IJa3Mbl KPOBH COCTaBIISET
okoj0 3.4 yaca, a JJIMTENLHOCTh MHIMOMPOBAHMS alleTUIIXOJIUHACTEPA3bl COCTABIIAET OKOJIO 9
YacoB, B CIIy4asix O€CCHMIITOMHO MPOTEKAroIel Mepe1o3NPOBKU PEKOMEHIYETCSI HEMEIJICHHOE
ynanenue Bcex TTC, TTC Dkcenon® He ClIeAyeT MPUMEHATh B TE€UYEHHE MOchenyrommux 24
yacoB. Eciam mepeno3MpoBKa COMPOBOXKIAETCS BBIPAKEHHOW TOIIHOTOW W PBOTOM, CIEIyeT
pPaccMOTpETh BOIIPOC O MPUMEHEHUU MPOTUBOPBOTHBIX CPeACTB. [IpM BOZHMKHOBEHMM APYTUX
HE)KEJIaTEeNIbHbIX SBJICHUI npu HE00X0IMMOCTH IPOBOJSAT COOTBETCTBYIOIIIEE
CHUMIITOMAaTHYECKOE JICUCHHE.

[Tpu 3HauMTENBHON MEpe103UPOBKE MOXKET OBITH MPUMEHEH ATPOIUH, HadyaJIbHAas 1032 KOTOPOTO
coctaByisieT 0.03 MI/Kr BHYTPUBEHHO; MOCIIEAYIONIEE J03UPOBAHUE 3aBUCUT OT KIMHHUYECKOTO

s dekra. [IpuMeHeHne cCKomoJaMiHa B Ka4eCTBE aHTHI0Ta HE PEKOMEH Ty ETCS.

B3AMMOJENCTBUE C IPYTUMU JIEKAPCTBEHHBIMUM CPEJICTBAMHU

CrenuanbHOro wusydenus iaumopeiicTsus TTC Dkcenon® ¢ IpyruMu NeKapcTBEHHBIMH
CpEICTBAaMU HE NPOBOJUIIOCH.

PuBacTUrMuH MeTa0OIM3UPYETCs NMPEHUMYIIECTBEHHO MyTEM THAPOJIHM3a MPU YYACTHH ICTEPas.
MeTtabonu3mM pHUBACTHTMHUHA TIPH YYaCTUH OCHOBHBIX H30(epMEHTOB mHTOXpoMa P450
OPOMCXOOUT B  MUHUMalNbHOW  cTeneHW. Takum  oOpa3oM,  (hapMaKOKHHETHUYECKOE
B3aMMOJIEICTBHE pUBacTUTMHHA C OPYTUMH JIEKapCTBEHHBIMU CpeICTBaMH,
METa0OIM3UPYIOIIUMUCS C yYaCTHEM JTaHHBIX (DEPMEHTOB, IPECTABISCTCS MAIOBEPOSTHBIM.
Tem He MeHee, pUBACTUTMUH MOXKET OKa3blBaTh MHIMOMPYIOIIEe BIMSHUE HA ONOCPEIOBAHHBIN
AKTUBHOCTBIO Oy TUPHIIXOJIMHACTEPA3bl META00IU3M JIPYTHUX BELIECTB.

Hepekomenoosannoe é3aumooeiicmeue

Memoknonpamuo

VYuuteiBasg  BO3MOXKHOCTh ~ BO3HMKHOBEHMSI ~ COBOKYIHOTO  BJIMSHHUS — IIpenapaToB  Ha
9KCTPAUPAMUJHYIO CUCTEMY, OJJHOBPEMEHHOE NPUMEHEHUE METOKJIONPAMUAA U PUBACTUTMUHA
HE PEKOMEH0BAHO.

IIpenapamul, énuaowjue Ha XOTUHEP2UYECKYIO CUCEM)

VYuuteiBasg ¢papMakOJAMHAMHUYECKUE XAPAKTEPUCTHKH PHUBACTUIMUHA, CleAyeT u30eraTh
OJTHOBPEMEHHOI'0 IPUMEHEHUS €r0 ¢ IPYTMMHU XOJIMHOMHUMETHKAMH B CBSI3U C BO3MOKHOCTBIO
pPa3BUTHUSL MX COBOKYIHOI'O JEWHCTBUSA. PHBAaCTUIMMH MOXET BIUATH Ha JEHCTBUE
XOJIMHOOJIOKATOPOB (HampuMep, OKCUOYTHHUHA, TOITEPOIMHA).

Conu cykcamemonus

[Tpu npoBeneHnn aHECTE3UH PUBACTUTMUH, SIBJISSICH MHTUOUTOPOM XOJIMHACTEPA3bl, MOKET
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ycuauBaTh (M PEKTHI IETIOSIPU3YIONTUX MHOPEITAKCAHTOB (HAIIPUMED, COJICH CYKCAMETOHHS).
Osicuoaemple e3aumooeiicmeus, KOmopbole cjiedyem nPUHUMAMb 60 6HUMAHUE
Jlekapcmeennvie cpeocmea, yonunarwugue unmepean QT

Crnenyet coOnroaTh OCTOPOKHOCTh MPU MPUMEHEHHH PUBACTUTMHHA B COUYETAHHUH C JAPYTUMHU
JICKapCTBEHHBIMHU CpEACTBAMM, KOTOpBIEC, KaK HM3BECTHO, y/UIMHSIOT uHTepBan QT (Bkimrouas,
Cpeau TpOYero, XUHUAWH, aMHOJApOH, MHUMO3U[, Tado(aHTpPUH, LU3ANPHA, LUTAIOMpPaM,
MHU30JIACTUH, MOKCU(DIOKCAIINH, 3PUTPOMUIINH). MOXKET Takke MOTpeOOBaThCS KIMHHYECKUN
MOHUTOPHHT (CM. pa3aen «Ocobvle YKa3auus»).

B3zaumooeiicmeusn, komopuie cinedyem npuHumams 60 6HUMaHue

bema-aopenobnoxamopwi

[Ipyn ogHOBpEeMEHHOM MPHUMEHEHHH PHBACTHTMHUBA C Pa3UYHBIMU OeTa-apeHO0I0KaTOpaMu
(BKJTIOYAsi aTeHON0Jd) OBUIO OTMEUEHO CHHEPrHYecKoe B3auMOJCHCTBUE, NPHUBOJUBIIECE K
pa3BUTHIO OpaauMKapAuH, 4YTO, B CBOIO OYEpelb MOXET CTaThb MNPUYUHON CHHKOIAJIbHBIX
cocrosiHuil. HecMoTps Ha TO, YTO OJTHOBPEMEHHOE MPUMEHEHHE C KapAHOCEIeKTUBHBIMU OeTa-
aIpeHOOIOKATOpaMU CBSI3aHO C HAaMOOJBLINM PUCKOM pa3BUTHs Takux 3(QexToB, ganneie HS
OTMEUAIIUCh TAKXKE M Y TAIICHTOB, TIOTYYaBIINX U APYTUE TPEnapaThl JaHHOW TPYIIIIHL
Bzaumooeiicmeue ¢ nukomunom

OTMmedeHo yBelIMYeHHE BCAChIBaHMs pUBacTUrMuHa Ha 23% Mpu NpUMEHEHUU BHYTpb (B hopme
KarcyJ B 71o3e 10 12 Mr/cyT) y naiueHToB, IPUHUMAIOIIUX HUKOTHH.

B3zaumooeticmsue ¢ naubonee 4acmo 00OHO8PEMEHHO NPUMEHAEMbIMU NPenapamamu

VY 310poBbIX JOOPOBOIBIEB (apMAKOKUHETHUECKOTO B3aMMOJICHCTBUS MEXKIy PUBACTUTMUHOM
JUIsL TIpYeéMa BHYTPb M JIUTOKCHHOM, BaphapUHOM, JAHa3enaMoM WM (IyOKCETHHOM BBISBICHO
He Obut0. BhI3BaHHOE BapdapuHOM yBeaMueHHE TPOTPOMOMHOBOIO BPEMEHH MPU MPUMEHEHUU
pUBACTUTMHMHA [UIsl TpUeMa BHYTPh HE HU3MEHsIOCh. [IpM OJHOBpEMEHHOM MPUMEHEHUH
pUBACTUTMHMHA JJii TpHeMa BHYTPh U JIUTOKCHMHA HEOJArompusiTHOTO BIUSHUS Ha
BHYTPHUCEPICUHYIO TPOBOJUMOCTH OTMEUYEHO HE ObLIO.

OpnHoBpeMEHHOE MPUMEHEHHE PUBACTMIMUHA C TAKMMH YacTO MPUMEHSIEMbIMHU IperapaTamu,
KaK  aHTaIlHJBbI, MIPOTUBOPBOTHBIC CpeIcTBa, TUMOTJIMKEMUYECKUE  MPEenapaThl,
AHTUTUIICPTCH3UBHBIC  CPEICTBA  IIEHTPAIBHOTO  JIEHCTBUS, OJIOKATOPBI  «MEIJICHHBIX)
KaJbIMEBbIX KaHAJIOB, MperapaThl, OKa3bIBAIOLIME IOJIOKHUTEIbHOE HHOTPOIIHOE JAEHCTBUE,
aHTHAHTUHAJbHBIE  CPEACTBA,  ACTPOTEHBI,  AHANBIETUKH,  BKIIOYas  HECTEPOUTHBIC
MPOTUBOBOCIIATIUTENILHBIC Tpenaparbl, OEH30[Ma3eNUHbl U AHTUTHCTAMUHHBIE CPEACTBA, HE
COMPOBOXKAANOCh KAKUMH-THOO W3MEHEHUSMH KHHETUKH PUBACTUTMHUHA WM TIOBBIIICHUEM

PUCKA BOBHUKHOBCHUSA KIIMHUYCCKU 3HAYUMBIX HCXKCIATCIIBHBIX SIBIICHHH.
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OCOBBIE YKA3ZAHUA

[TanuenTam crnenyet u3deratb KOHTaKTa pykK € IJla3aMH HETOCPEACTBEHHO M0CIIE IPUKPETICHHS
win ynanenuss TTC. HeoOxomumo THIATEIbHO BBIMBITH PYKH BOJOM C MBUIOM TIOCIHE
npukperienus uim yganenus TTC. B cinydae kOHTakTa C Iyla3aMM WIM IIPU TOKPACHEHHMH TIJ1a3
nocie npuxperuieHuss unn ypaineHus TTC, cnenyer HeMeAJIEHHO NPOMBITH IUla3a OOJBLINM
KOJINYECTBOM BOJIbI U, €CIIM CUMIITOMBI COXPAHSIOTCS, 00PATUTHCS 3a MEAULIUMHCKONW MOMOILBIO.
Hapywenus co cmoponul d#ceny0ouHo-KuueuHo20 mpakma

YacroTra pa3BUTHS U TSHKECTh MOOOYHBIX 3()(HEKTOB OOBIYHO MOBBIIIAETCS MPU YBEIMUCHUH J03bI
pUBacCTUIMHMHA, OCOOEHHO B MEPHOJ U3MEHEHNUs 103bl. Eciy nepeprlB B IPUMEHEHUH IIpenapara
Akcenor® TTC cocraBui Gosee TpeX JHEeH, BO30OHOBIISITH JICUCHUE CIICAYET C HadyalbHOU J03bI
(Okcenon® TTC 4,6 mMr/24 u).

BrIpa)keHHOCTh TaKHX [0303aBUCUMBIX HEXKEIIATEIbHBIX SBIECHUN CO CTOPOHBI KEIyIOYHO-
kumreuHoro tpakta (JKKT), kak TomrHOTa, pBOTa M qUapesi, HAOIIOAAIONIUXCS B HAYaJle JICUCHUS
WIM TIpY YBEIWYEHHHM JO3bl IIperapaTa, MOXET YMEHBIIATHCA IPU CHW)KCHHH O3Bl
pUBACTMTMHHA, B CiIyuae OTCYTCTBHS >dekra cieayer mpepparh Teparmuio TTC Dkcernon®.
Jannbie HS wame BcTpedaroTcss y skeHIIMH. IlanmeHTaM, y KOTOpBIX pa3BUIMCh IIPU3HAKU
JNETUpaTalii, BCIEACTBUE IMPOAODKUTENBHOM IUAped WIM PBOTHl, PEKOMEHIOBAHO
BHYTPHUBEHHOE BBEJEHHUE XUIKOCTU W CHHKEHHUE J03bl MU OTMEHA TEPallud PUBACTUTMHUHOM,
13-32 BO3MOXKHOTI'O PHCKa Pa3BUTHSI CEPHE3HBIX OCIOKHEHUM.

CHuoicenue maccel mena

[lockonbky y mnammeHToB ¢ Ooje3Hbio AublreliMepa Ha (OHE TEparuud HHTUOUTOpAMH
XOJIMHACTEpa3bl, BKIKOYAsl pUBACTUTMHUH, MOKET OTMEUYAThCSl CHUOKEHHE MAacChl Tejla, BO BpeMs
tepamuu TTC Dkcenon® He06X0UMO KOHTPOINPOBATH BEC OOTHHEIX.

Hpyeue nedxcenamenvHvle A6NEHUSA, CEA3AHHbIE C NOGLIUEHUEM AKMUBHOCMU XONUHEPUYECKOl
cucmemol

Kak u npu nmpuMeHeHMH APYIMX XOJMHOMHUMETHKOB, CIEIyeT COOJI0JaTh OCTOPOXKHOCTh IPH
npuMeHeHnH npenapara Dkcenon” TTC y MalMeHTOB ¢ CHHAPOMOM CIIab0CTH CHHYCOBOTO Y3/
WIA HapyIIEHUSMH TPOBOJUMOCTH (CHHOATpHUalbHAas OJIOKaJa, AaTPUOBEHTPUKYIISApHAS
Onmokana); y MalMeHTOB ¢ OpOHXMAIbHOM acTMOM WM OOCTPYKTUBHBIMHU 3a00JICBaHUSIMU
JBIXaTEIIbHBIX IIyTEH B aHAMHE3E.

XOJIMHEPTAYEeCKask CTUMYJISIUSA MOYKET IIPUBOANTD:

- K TIOBBIIICHUIO CEKPEIMHU COJSHOW KHUCIOTHI B JKEIyIKE, MO3TOMY CIEAyeT CoOIoaaTh
OCTOPOKHOCTh TIpuMeHeHuu npenapata Dkcenon® TTC y HalMeHTOB ¢ A3BOH sKemyaka H
JIBEHAATUIIEPCTHON KHUIIKH B CTaJUU OOOCTPEHMs WM y OOJBHBIX, NMPEIPACHONOKEHHBIX K

9THUM COCTOSHUSAM,

19/23



NPI v1-6 approved on 27-Apr-2023
Based on CDS v.4.1, 12-Dec-2022 (2022-PSB/GLC-1329-s)

- K Pa3BUTHIO HJIK 000CTPEHUIO 0OCTPYKIIMHA MOUYEBBIBOIAILIUX MTyTeH U CYIOPOKHOTO CHHAPOMA,
MO3TOMY ClIeyeT COOI0aTh OCTOPOXXHOCTh IPU HAa3HAYEHUH PHUBACTUTMUHA OOJBHBIM,
IIPEIPACTIONOKEHHBIM K I TUM COCTOSTHUSIM.

[MomoO6HO JpyruM  XONIMHOMUMETHKAM, TIpU TNPUMEHEHHH pPUBACTUTMHHA  BO3MOXHO
BO3HUKHOBEHHE YBEJIMYEHHE BHIPAXKEHHOCTH HKCTPATUPAMUIHBIX PACCTPOMCTB.

Yonunenue unmepeana QT u scenyooukogas maxukapous muna «nupysm»

Ha snextpokapauorpamMme NareHToOB, MOTYYAONINX TeParui0 HHTHOUTOPaMH XOJIUHAICTEPa3HhI,
BKJIIOYas PUBACTUTMUH, MOXET HaOMIOAaThes yanuHeHne uarepBaia QT. PuBacTUrMuH Moxer
BBI3BIBATH OpajuKapuio, KOTOpas MPeacTaBiIseT co0oi GhakTop prcKa BOSHHUKHOBEHHUs torsade
de pointes (Taxukapaust THIA «ITAPYIT»), TPEUMYIIECTBEHHO y MAaIMEHTOB C (paKTOpamMH pucKa.
Crnenyer cobOmofaTb OCTOPOXHOCTh y TMAIMEHTOB C TOBBILICHHBIM PUCKOM Pa3BUTHSA
TaxuKapJuu TUMNA  «OUPYIT»;  HAOpUMep, TMpU  JEKOMIICHCUPOBAaHHOM  ceplieyHOM
HEJOCTAaTOYHOCTH,  HEJaBHO  IepeHeceHHOM  HuHGpapKTe  MHOKapnaa, OpaauapuTMHH,
TUINOKAIMEMUN WIM TUIOMarHuemuu, yayvHeHuu uHTepBaia QT B aHamHe3e Wi ceMelHOM
aHaMHe3€e, WM TMpU OJHOBPEMEHHOM NPUMEHEHUU C JIEKAPCTBEHHBIMU IMpenapaTami,
BBI3BIBAIOIIMMHE Y/UTMHEHUE nHTepBasia QT w/unm TaxukapAwio TUMA «IUPYIT». MOXKET Takxke
noTpeboBaThCs KIMHUYECKHI MOHUTOPUHT (CM. pasfen «Bzaumooelicmgue ¢ Opyaumu
JIeKAPCMBEHHBIMU CPEOCMBAMUY).

Peaxyuu 6 mecme npuxpennenus TTC Dxcenon® u kosicnvie peaxyuu

KoxHble peakiuy, BO3HHKaOIMe Ha (oHe TpuMeHeHus npemapata Dkcenon® TTC, kak
NpaBUJIO, JIETKOM WJIM YMEPEHHOM CTENEeHU BBIPAXKEHHOCTH. OJTHU pEaKUUU HE SIBISIIOTCA
MoKa3aTeieM CeHCHMOMIM3alliy OpraHru3Ma MalueHTa K puBacTUTMUHY. TeM He MeHee, Ha QoHe
npuMeHeHns npernapata DkcenoH® TTC MoKeT BO3HUKHYTh AaleprHuecKuii KOHTAKTHBIH
JepMaTHT.

AnNepruyeckuii KOHTAKTHBIM JAEPMATUT CJIEAYET 3alof03PHUTh, €CIM B MECTE MPUKPETUICHHS
TTC BO3HUMKIIA KOKHAs peaKIus, pacnpocTpaHstomascs 3a npeaeiibl pazmepa TTC, nim koxxHbIe
peakuMd B MeCT€ MPHUKPEIUICHUS JOCTUINIM BBIPAKEHHOW WHTEHCUBHOCTU (HAmpUMep,
YCUJIMBAIOIIASACS JpUTEMA, OTEK, BO3HUKHOBEHHME TamyJj, BE3UKYJ), a Takxke, €cClH
BBIPQKEHHOCTh KOXKHBIX pEaKLUi CYIIECTBEHHO HE YMEHBIIAEeTCs B TeUeHHE 48 yacoB IoOCIe
yaaneanst TTC. B aTux ciydasx JiedeHHWE MpenaparoM CJleAyeT MPEeKpaTuTh (CM. pasien
«IIpoTuBOIIOKa3aHUS» ).

[Ipu pasBuTum y nanueHtoB peakuuu B mecte npukperuieHus TTC, moxoxeil Ha KOHTaKTHBIN
alnepruyeckuil aepMaTut, Ha (OHe NpuMeHeHHs npenapata Dkcenon® TTC, ecau ecTh
HEOOXOJUMOCTh  MPOJOJDKEHHsS] TEepamuud pPHUBACTUTMHHOM, TMAIMEHTa T1OJ KOHTPOJIEM

MEAMIIMHCKOTO MEepCcoHalla U MOCHe MOJyYeHHs] OTPULATENIbHOTO pe3ysbTaTa MpU MPOBEIECHUN
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aJUIEPrOJIOTUYECKOTO0 TECTHUPOBAHUS PEKOMEHJIOBAHO TEPEBECTH HA JICKAPCTBEHHBIE (HOPMBI
pUBACTHTMHMHA IS TpueMa BHYTpb. HeKoTopwele mMalMeHThl, CEHCHOWJIM3UPOBAHHBIE K
PUBACTUIMUHY BeieacTBHe npuMeHeHns Jkcenon” TTC He CMOTYT NPUMEHSATH PHBACTHIMUH B
JIPYTHX JICKAPCTBEHHBIX (hOpMax.

B xone mocTperucTpaiimoHHOTO MPUMEHEHHUS Tperapata ObUIA MOJyYeHBI JaHHBIE O Pa3BUTHH Y
HEKOTOPHIX MAIIMEHTOB PACIPOCTPAHEHHOTO AJUICPTUYECKOTO JepMaTUTa TPH MPUMEHECHUU
pUBAaCTUTMHMHA BHE 3aBHCHMOCTH OT CIOco0a MpUMEHEHUs (BHYTPh WM TpaHCIepMalbHO). B
ITUX CIIyYasX MpemapaT cleAyeT NOJHOCThIO OTMEHHTHh (cM. paszmen lIpoTuBomokaszanws).
[TaniueHTHl W JUIA, OCYIIECTBISIONIME YXOJ 3a HUMH, JOJDKHBI OBITh MPOMH(OPMUPOBAHBI O
BO3MO)KHOCTH DPa3BHUTHS COOTBETCTBYIOIIMX KOXKHBIX peakiuii Ha (oHE MNPUMEHEHUS
pUBaCTUTMHUHA.

Ilpumenenue y ocoovix cpynn nayuenmoes

Ilpumenenue y nayuenmos noxcuno2o 603pacma

B KIMHMYECKUX UccieqoBanusax npenapara Dkcenon® TTC Bospact 88% manueHToB COCTaBIIsI
65 net u Oonee, a Bo3pacT 55% mauueHToB 6onee 75 net. B nienom, pa3nuunii B 6€30MaCHOCTH U
3¢ (HEeKTUBHOCTH MPUMEHEHUS Tperapara B 3aBHCHMOCTH OT BO3pacTa BBHISBICHO He Obuio. Tem
HE MEHEe, HeNb3sl WCKIIOYNTh WHAWBHIYAIbHYI0 O0Jiee BBICOKYIO YYBCTBUTEIBHOCTH K
BO3JICUCTBHIO TIpenapara y marueHToB 0ojiee CTapIiero Bo3pacra.

Ilayuenmul ¢ Hapywenusmu QyHKYuY neveHu

[Ipu mpueme puBacTUrMUHA BHYTPH y MAIMEHTOB C HAPYIICHUSIMH (DYHKIIMH MEYCHU JIETKOW U
CpeIHEH CTENEeHU TSHKECTH HAOJI0NaIoch YBEIMUYEHUE SKCIO3WIIMH PUBACTUTMUHA, B CBS3H C
YeM MOXET TIOTpPeOOBaThCsl CHUXKEHHWE 036l B COOTBETCTBHM C WHIWBHAYaJIbHOMN
MEePEHOCHUMOCTBIO y TIAIIMEHTOB JIaHHOW KaTeropuu. M3ydeHue NMpUMEHEHHUs pUBACTUTMHHA Yy
MAIUEHTOB C HAPYIICHUSIMU (DYHKIIUU TICYCHHU TSHKEIIOW CTENEHU HE MPOBOMIOCH.

THayuenmoi ¢ HapyuweHuAMU YHKYUU NOYEK

[Ipun nmpueme puBaCTUTMHUHA BHYTPb y TMAIMEHTOB C HAPYIICHUSAMH (YHKIIUHM TOYEK JIETKOH U
CpPEIHEH CTEMEeHW TSHKECTH HAOJII0MAIOCh YBEIMUYCHUE SKCIO3UIIMKA PUBACTUTMHHA, B CBS3H C
4eM MOXET TOoTpeOOBaThCS CHWKEHHME [03bI B COOTBETCTBHHM C WHJWBUIYabHOM
MEPEHOCUMOCTBIO Y MAIIMEHTOB JAHHON KaTerOpHUHU.

Tayuenmul ¢ HU3KOU UL BbICOKOU MACCOU med

B cBs3u ¢ HanmuueM CBSI3M MEXAY MAcCOM Tella U AKCHO3MIMEH PUBACTUTMHUHA CIEAYET
TIIATEIBHO TUTPOBATH /103y U KOHTPOJIMPOBATH COCTOSHUE MALIMEHTOB C HU3KOM MM BBICOKOM

Maccou Tena.

BUVSAHUE HA CIIOCOBHOCTH YNIPABJAATH TPAHCIIOPTHBIMU CPEJCTBAMHU U PABOTATH C
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MEXAHU3MAMHU

JleMeHIMs anbIreiiMepOBCKOIO THIIA MOXET BbI3bIBATh IOCTENIEHHOE YXYALIEHHE CIIOCOOHOCTH
YIPaBJICHUS TPAHCHOPTHBIMU CPEACTBAMU HIIM IIOCTaBUTH I10J YIrpo3y BO3MOXHOCTb HX
UCIIOJIB30BaHUs. Y NALMEHTOB, IOJIY4YaBIIUX TEPAlUI0 PUBACTUIMUHOM, BO3MOXHO DPAa3BUTHE
TOJIOBOKPY’KEHUSI U COHJIMBOCTH, OCOOCHHO B Hayaje JIEYEHHMs WU NPU HU3MEHEHHH J103bl
npenaparta. PUBaCTUIMHH MOXKET BbI3bIBaTh OOMOPOKU UK Aenupuil. CiocoOHOCTh MalMeHTa ¢
JEMEHLHUEH, I0JyYarollero JICYEHUE IIpernapaToM, YIPaBIATbh TPAHCIOPTHBIMU CpPEICTBAMHU

u/Wim paboTaTh ¢ MEXaHU3MaMHU JO0JDKHA PETYIISPHO OLEHUBATHCS JICHALTHM BPAuOM.

®OPMA BbIITYCKA

TpancnepmanbHas TepaneBTHYecKas cuctema, 13,3 mr/24 u.

[lo 1 TTC B maker u3 MHOTrocloOWHOrO namuHata (Oymara/ monudTHIEHTEpedTanat/
amromunneBass oapra/ mommakpwiHuTpua (ITAH) wmmm Oymara/ monustuieHTepedTanat/
MOJIMATUJICH/ aTtOMUHKEBas (HOJIbra/ MOTHaAMUL).

ITo 7, 30 makeToB BMecCTE C MHCTPYKIUEHN 110 IPUMEHEHUIO B KAPTOHHOM MaYKe.

JlonyckaeTcst HamM4re KOHTPOJIS IEPBOTO BCKPBITHS HA KAPTOHHOM MavKe.

Y Cl10BUA XPAHEHUSA
IIpu Temnepatype He Boite 25 °C.

IIpenapar cienyeTr XpaHUTb B HEOCTYITHOM JUIsl I€TE€H MECTe.

CPOK TOJHOCTH
2 roxa.

[Ipenapat He ciaenyeT NPUMEHATH NIOCIE OKOHYAHUSI CPOKa FTOIHOCTH.

YCa0BUSA OTITYCKA

OTmycKarT 1o perenTy.

HAMMEHOBAHUE UM AJIPEC IOPUJAYECKOIO JIMIIA, HA HUMS KOTOPOI'O BBIJAHO
PEITICTPALHUOHHOE YIOCTOBEPEHHUE

Hosaptuc ®apma AI', Jluxtmrpacce 35, 4056 bazens, IlBeiinapust / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland.

ITPON3BOIUTEID

IIpousBoauTes b rOTOBOM JIeKAPCTBEHHOH (DOPMBI, NIEPBUYHAS YIIAKOBKA
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JITC Jlomann Tepanu-Cucrem A, JlomanHmrpacce 2, 56626 Anaepnax, I'epmanus / LTS
Lohmann Therapie-Systeme AG, Lohmannstr. 2, 56626 Andernach, Germany.
Bropnunasi/moTpeduTebCcKasi yHaKOBKa

JITC Jlomann Tepamu-Cucrem AI, Jlomannmrpacce 2, 56626 Annepnax, ['epmanus / LTS
Lohmann Therapie-Systeme AG, Lohmannstr. 2, 56626 Andernach, Germany.

Brinyckawimmii KOHTPOJIb KayecTBa

Hosaptuc ®apma I'm6X, Poonmrtpacce 25 u Ob6epe-typHiuTpacce 8, 90429 HiopuOepr,
I'epmanus / Novartis Pharma GmbH, Roonstrasse 25 und Obere Turnstrasse 8, 90429 Nurnberg,

Germany.

IHOoJYUYUTh JAONOJHUTEJBHYIO HH®OPMAIIMIO O TIPENIAPATE, A TAKXE HAIIPABUTH
NPETEH3UU U WTHO®OPMAIIUIO O HEXKEJATEJBHBIX SABJIEHUAX MOXHO MO CJAEJIYIOIEMY
AJIPECY B Poccun:

000 «HoBaptuc ®apmay

125315, r. Mocksa, Jlenunrpaackuii npocmekt, gom 70.

Ten. (495) 967 12 70,

daxkc (495) 967 12 68.
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