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NMHCTPYKLUA
1O MEJUIITMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
9KCEJIOH®
Brumamenvno npouumaiime smy uHCmMpyKyuio nepeo mem, KaK HAYamv HPUMEHEHUE 5MO20
Jlexapcmaa.
Coxpanume uHCmMpyKyuio, ona ModHcem nompeb08amsvcs 6HOBb.
Ecnu y Bac 603uuxau 6onpocsi, obpamumecs K 6payy.
Omo nexkapcmeo HaszHaueHo auuno Bam, u ezo me ciredyem nepedasamv Opyeum JUYam,

NOCKOJNIbKY OHO MoOa#cen npudurums um 6p€0 oaorce npu Haiuduu mex e cumnmomos, 4¥mo u 'y

Bac.

PEruCTPALIMOHHBIN HOMEP: JICP-007020/08

TOPIrOBOE HA3BAHUE: DKcenoH®

MEXIYHAPOJHOE HENATEHTOBAHHOE HA3BAHUE (MHH): puBacturmun

JIEKAPCTBEHHASI ®OPMA: TpaHcAepMalibHas TepareBTUYECKasi CUCTEMa

CocCTAB

1 TpancmepMaibHas Tepanestuueckas cuctema (TTC) 4,6 mr/24 4, 5 cm?/ 9,5 mr/24 4, 10 cm?
COJICPXKUT:

Jlexapcmeennulil croti. deticmsyroujee seupecmso — puBacturmMu 9,00 mr / 18,00 mr;
Bcnomozamenvhvie sewjecmsa: D,L-o-Tokodeporn, MeTHIMeTakpuiata W OyTUIMETaKpuiaTa
COTIONIUMEP, AKPUJIIOBOM KHCJIOTHI COMOJUMED; A02e3UBHbI COU: CUITUKOHOBBIN COMOJIUMED,
TUMETHKOH (cuimkoHOBoe Macio 12,500 cSt), D,L-a-tokodepon; noaumepnvie nienxu:
MOIJTOKKA u3 noJim3TUIIeHTeped TatarTa, 3aIuTHAs TIJICHKA (¢pToprionumepHas
MOJMATHIICHTEpeTanaTHAas IICHKA).

Jlosuposka 4,6 mr/24 u comepxut 9 mr pusacturmuna B 5 cm?> TTC, u3 kotopoii yepes 24 u
BBICBOOOKAETCsl OKOJIO 4,6 M pUBaCTHUTMHUHA.

JosupoBka 9,5 mr/24 u comepsxut 18 mr puBacturmusaa B 10 cm? TTC, u3 xoTopoii uepes 24 u
BBICBOOOKIAETCSI OKOJIO 9,5 MI pUBacTUTMHUHA.

ONMCAHUE:

TpancnepmanbHas TepaneBTHUECKash CHCTEMa C TOJIOKKONH OEKeBOro IIBETa, JIBOWHBIM
aIN€3UBHBIM CJIOEM M MPSMOYTOJBHOM 3aIIUTHON MJICHKOM BHAXJIECT, C YIIIyOJIEHUsIMU, KPYTJIas.
Ha monnoxke TTC nagneuatka: «cAMCX» nins mno3upoBku 4,6 mr/24 4, « BHDI» ans 1o3upoBku
9,5mr/24 4.

MDAPMAKOTEPAIIEBTHYECKAS I'PYIIIIA: XOJIMHACTEPaA3bI I/IHFI/I6I/ITOp

Koa ATX: N0O6DAO03
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DAPMAKOJIOTHYECKUE CBOMCTBA

Dapmakoounamuka

PuBacTurmMuH, SBISSCH CEJIEKTUBHBIM HWHTHMOMTOPOM alETHII- U OyTHUPUIXOIMHICTEPA3bl
KapbaMaTHOTO  TWMA, 3aMeajsieT  pa3pylleHHe  aleTHIXOJMHA,  BbIPa0aThIBAEMOTO
(YHKIIMOHATFHO COXPAaHHBIMH HEHpOHAMH, M yIydlllaeT CHHANTUYECKYIo mepenady. [Ipemapar
CEJICKTHBHO YBEIIMYMBAET COACPIKAHKE AI[ETHIIXOJIUHA B KOPE TOJIOBHOTO MO3Ta M THMIOKAMIIE,
U, TakuM 00pa3oM, CHOCOOCTBYET YIYYIIEHHUIO XOJUHEPrU4YecKOW HEpBHOW Nepeaayu.
PuBacTurMuH oKa3bIBaeT MOJOXKUTENIbHOE ACHCTBHE MPU CHUKEHUM KOTHUTHUBHBIX (DYHKIIMM,
CBSI3aHHBIX C JEQHUIMTOM AaleTHWIXOJIMHA TpPU JEMEHIUH, aCCOIMMPOBAHHOW C OOJIE3HBIO
Anbureiimepa. Kpome TOro, cymecTtByroT JOKa3aTelnbCcTBa TOTO, YTO HHTHOMpOBaHHE
XOJIMHACTEPa3 MOXKET 3aMeISITh 00pa3oBaHue (PparMeHTOB OEIKOBOTO MPEIICCTBEHHNKA OeTa-
aMWIouJa, HAKOIUIEHHE KOTOPOro MPUBOAUT K (OPMUPOBAHMIO aAMHJIOMAHBIX OJISIIEK,
SIBJISTFOIIIUXCS] OJTHUM W3 TTIAaBHBIX MATOJIOTHYECKHUX MPU3HAKOB 00JIe3HH AJbIreiiMepa.
PuBacTUrMuH B3aMMOJEHCTBYET ¢ ()epMEHTOM-MUIIEHBIO C 00pa30BaHNEM KOBAJICHTHOW CBSI3H,
YTO BEJIET K BPEMEHHOM MHAKTUBAIK (pepMeHTa.

VY MOJO0ABIX 3A0POBBIX MYKYHH NPU MPUMEHEHUH PUBACTUTMUHA MEPOpPAIbHO B J103€ 3 MT
AKTUBHOCTH AIETUJIIXOJIMHACTEpa3bl B CHUHHOMO3roBoM skmiakoctd (CMIXK) cHmxkaercs
npubimsurtensHo Ha 40% B TeyeHue mepBbIX 1,5 dacos. Ilocie mocTHKeHHs MaKCHMAalbHOTO
UHrHOMpytomero 3 dekra akTHBHOCTh (PepMEHTa BO3BpaIIaeTCs K HCXOAHOM MPUMEPHO vepe3 9
yacoB. MHrubupoBanue OyTtupmixonuuicrepazbl B CMK Taxke mMeer oOpaTUMBIN XapakTep,
AKTUBHOCTH ()epMEHTA BOCCTAHABIMBACTCS [0 HCXOIHOTO YPOBHS uepe3 3,6 Jaca.

Y mnanueHToB C 00Ne3HBIO AJbIreiiMepa WHTHOMPOBAHWE PUBACTUTMHUHOM aKTUBHOCTH
anetrwixonuHscrepassl B CMIK uMeeT 10303aBUCHMBINA XapaKTep B M3YUYEHHOM JHMAra3oHe 103
no 6 Mr nBa pa3za B CyTkH (MakcuMalibHas J03a). VHruOGupoBaHWE aKTHBHOCTH
Ooytupminxonuaactepazsl B CMX y 14 manuentoB ¢ 6ose3Hbio AnblreiiMepa, IpUHUMABIINX
PUBACTUTMHH  TEPOPAIBHO, ObLTO CXOJHO C WHTHOMPOBaHUEM aAKTUBHOCTH
aneTHIxoauHacTepasbl. Jlo3a 6 Mr 2 pa3a B CyTKH BBI3BIBAET CHIKEHUE aKTUBHOCTU (hepMeHTa
6osnee yem Ha 60% Mo cpaBHeHHIO ¢ McXOAHOW. JlaHHBIN 3deKT mpenapara coxpaHsuics Ha
npoTspKeHNH 12 MecsleB Tepanuu (MaKCUMaIbHbIM W3Y4EeHHBIN TEpHOL).

bruta moka3zaHa CTAaTUCTUYECKH 3HAYUMas KOPPETSIUS MEXKAY CTENEeHbI) WHTHOWPOBAHUS
puBacTurMuHOM 00oux ¢epmeHToB B CMIK M u3MEHEHWsSMH KOTHUTHUBHBIX (GYHKIUHA Yy
NalUMeHToB ¢ Ooje3Hplo  AJjblreiiMepa; Mpud  3TOM, HMMEHHO  WHTHOMpOBaHHE
Oytupmixonuaactepazsl B CMJXK nocTtoBepHO M CTaOMIBHO KOPPEIUPYET C YyIy4llleHHEeM

PE3YJIbTATOB TCCTOB IaMATHU, BHUMAaHUA U 6I>ICTpOTI>I pCaKkmuu.
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[IpuMeHeHne TpaHcaepManbHOi TepanesThyeckoit cucteMsl (TTC) Dxcenon® y MaryeHToB ¢
JIETKOM M YMEPEHHOH BBIPAKEHHOCTBIO IeMEHIIMU TIpu O6ose3Hu Ambureiimepa (10-20 6aios mo
KpaTkoi mkane oneHku mncuxuueckoro craryca (KILIOIIC), Mini Mental State Examination,
MMSE) u TsKenoi 1eMEeHIMEeH albIIréiMepOBCKOTO THIIA MPUBOIUT K 3HAUUMOMY YITYUIICHHUIO
KOTHUTUBHBIX (YHKIMI (BHUMaHUs, MaMsiITH, pPeud M Jp.), (YHKIHOHAIBHOTO CTaTryca H
AKTUBHOCTH B ITOBCETHEBHOM JKU3HU 10 CPAaBHEHMIO C TIA1e00.

DapmakoKkunemuxa

Abcopbyus

A6copbuus puBacturmuHa u3 TTC Dkcenon®, mpoucxomut MeaaeHHo. Ilocie MpUMeHEHHUs
NepBOM N103bI MpernapaTa BpeMsl JOCTHXKEHHUS OIpeAesieMoi KOHIEHTpAalluu PUBACTUIMHHA
coctaBisiio 0.5-1 4. MakcumanbHast KOHIEHTpalus (Cmax) B I1a3Me gocturaercs uepes 10-16 u.
[Tocne noctnxeHUs] Cmax KOHIIEHTPALUS B IJIa3ME KPOBHM MEJUIEHHO CHM)KAETCS B OCTABILUICS
24-qacosoii nepuos npumenenus TTC Dxcenon®.

PaBHOBecHast KOHIIEHTpAIUsl PUBACTUTMHHA B IJIJa3M€ KPOBH IOCJIE€ 3aMEHbI HCIIOIb30BaHHON
TTC Dxcenon® Ha HOBYIO MEIEHHO CHUKAETCS B CPEJHEM B TeueHHe MpuOImu3uTeabno 40 MuH,
ToKa abcopOIUs IeHCTBYIOMIETO BEMECTBA U3 BHOBL HakneeHHoH TTC Dxcenon® He HauMHAET
npeobnagath Hajx anuMuHanued. [locnme dvero mima3MeHHas KOHLIEHTPAlMs pPUBACTUTMMHA
HAauYMHAET MEJJICHHO TOJHUMAThCSl U BHOBB JIOCTUTAeT MaKCHUMyMa MPUOIU3UTEIBHO uepe3 8 d.
B paBHOBeCHOM COCTOSHMM caMas HH3Kas KOHLEHTpauus cocTaBisgieT npumepHo 50% ot
MaKCHUMaJbHOW, B IPOTHBOIIOJIIOXKHOCTh MEPOPAIBHOMY NPUMEHEHUIO, IPU KOTOPOM MEXAY
IpUeMaMUd OYepeqHOW [103bl KOHIEHTpanusi B Iuia3Me (akTUYecKu paBHa HyI0. CXOIHbIe
BPEMEHHbIE XapaKTEPUCTHKU IJIA3MEHHOM KOHIIEHTpAaIlMM pPHUBACTUTMHUHA HaAOIIOJAINUCh MpU

® B nmanazone no3 ot 4,6 mr/24 uaca mo 13,3 mr/24 4 uaca.

npumeHennn TTC OkcenoH
Hecmotpss Ha TO, uTO 3KCNO3UIMA (Cmax M IUIOINAAb TOA KPUBOH «KOHIEHTPALUSA-BPEMSD»
(AUC)) puBacTUrMHHA OYE€BUIHO MEHbIIIE, YEM MPHU NEPOPATLHOM MPUMEHEHUH, €€ MOBBIILICHUE
MPSMO MPOMOPIMOHATBHO yBeInUYeHUI0 103upoBKkU TTC DkcenoH®.

[pu ysenuuenuu no3upoBku or TTC Dkcenon® ¢ 4,6 mr/24 u no 9,5 mr/24 4 oTmeyanockh
noBbleHne Cmax 1 AUC puBacTurmusa B 2.6 pa3, npu nosbimieHnu 10 13,3 mr/24 4 — B 4,9
pas.

OtHocuTenbHAsT pa3HUI]A MEXAYy MAaKCUMaJIbHOH ©  MHHUMAJIbHOM KOHIEHTpALUsSIMU
puBacturmuna (unaexc konebanus, MK) ((Cmax —Cmin)/Cave)) mpu npumenerun TTC Dkcenon®
cocraBmsiia 0.58 must mosupoBku 4,6 mr/24 4, 0.77 mns posupoBku 9,5 wmr/24 4, 0.72 nns
n03upoBkH 13,3 Mr/24 4, 4T0 3HAYUTENTHHO MEHBIIE, YeM Mpu nepopaibHoM npumenennn (MK

oT 3.96 st 1O3UpPOBKHM OMT/CyTKH U 4.15 11 103upoBKH 12 Mr/CyTKH).

KosudecTBo puBacTMIMHUHA, BRICBOOOKAaomeecs B Tedenue 24 yacos u3 TTC Dkcenon® (no3a
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B MI' Ha 24 yaca), He SKBUBAJICHTHO NIE€pOpaIbHOMY IPUMEHEHHIO TaKOH k€ J03bl pUBACTUIMHHA
B KaricyJjax (OLeHKa MPOBOIMIIACH MO SKCIIO3UIMK PUBACTUTMUHA B TUIa3Me KPOBH B TeueHHe 24
4acoB).

OxcenoH® TTC 9,5Mr/24 4 5KBUBAJICHTEH IPUMEHEHUIO KaIIlCyJl JJII IpreMa BHYTPh IIpenapara
DxcenoH® BHYTPH B 103€ 6 MT 2 pa3a B cyTKHu (12 Mr B I¢HB).

I[Ipu HemocpeaCTBEHHOM CpaBHEHHH mpuMeHeHus 1 mo3bl npenapara TTC Dxcenon® u kamcyn
JUIs TpueMa BHYTPb MexCyObekTHas Bapua0enbHOCTh Cmax W AUCo24¢ pHBacCTUTMUHA
cocraBisiia 43% u 49% mis TTC Dxrcenon® u 74% u 103% mist KarcyJs, COOTBETCTBEHHO. [Ipu
MHOTOKPAaTHOM IPUMEHCHUM W JOCTH)KEHUH PABHOBECHOI'O COCTOSIHMS MEXIOIYJISILIMOHHAS
BapruabenbHOCTh Cmax U AUCo.24¢ pUBACTUTMHMHA Yy TALMEHTOB C JEMEHIMEH mpu OoJe3HH
AnblreiivMepa 6bl1a Tak ke 3HaunTeIbHO Huske A TTC Dkcenon® mo cpaBHEHMIO ¢ KarcyIaMu
U1t ipueMa BHYTph: 45% u 43% nisa TpaHcaepManbHOM TepaneBTUYECKON cucteMbl U 71% u
73% nJist KarcyJsi, COOTBETCTBEHHO.

VY manueHToB ¢ AEMEHLUEH aJbLIedMEpPOBCKOrO TUIIA OTMEUYEHA YeTKas CBSI3b MEXIY Maccoi
TeJIa U PaBHOBECHOM KOHIIEHTpauueil puBacturMuHa u merabonmura NAP266-90). V nmanueHTos
C JIEMEHIMEW aJbIIreiMEPOBCKOTO THINA M Maccod Tejla 35 Kr paBHOBECHAas KOHIEHTpALMS
pUBaCTUIMMHA yBEJIMYMBAIAch NPUOIM3UTEILHO B 2 pa3a MO CPABHEHUIO ¢ OOJIBHBIMHU C MAacCou
Tena 65 Kr; B TO BpeMs Kak JUIsl NanueHToB ¢ maccod Tena 100 kr oTMedanoch CHM)KEHHE
PaBHOBECHON KOHIIEHTpPAIMH MPHOIU3UTENBHO B 2 pa3a. BnusHue Macchl Tena Ha SKCIIO3UIIHIO
pUBaCTUIMMHA SBJISIETCS OCOOEHHO Ba)KHBIM JUI MAIIMEHTOB C OYEHb HU3KOH Maccod Tena MpHu
YBEJIMUEHUH 103bI IIpenapara.

® B TeueHme 24-4acOBOTO MepHOJA

PuBacturmun xopomo BbicBoOOaancs u3 TTC Dxcenon
anmuIMKauu - Ha Koxy (okoio 50% ot coxep:kanusi mpemnapara). Haubonpimmii mokasarensb
AUCoo pupacturmusa n Metabomuta NAP266-90 ormeuancs npu Haknensanun TTC Dxcenon®
Ha BEPXHIOIO MOJIOBUHY CIIUHBI, TPYJHON KJIeTKU Uiy Ha tiedo, AUCoo cHIKascs Ha IPUMEPHO
Ha 20-30% npu HakJIeMBaHUU Ha 00JacTh )KUBOTA U Oefpa.

He nabmiomanock CymeCTBEHHOM KyMyJISILIMM pUBACTUTMUHA Win MeTtabonmuta NAP226-90 B
MJIa3Me KPOBH Yy IMAIMEHTOB C JIEMEHIMEH mpu 0oyie3HU AJbIreiimepa. 3a UCKIIIOYEHHEM TOTO,
4TO MIa3MeHHas KOHIEHTPAIMs pUBACTUIMHHA Npu BTopoM nmpumenernn TTC Dxcenon® 6biia
BBIIIIE, YEM B TIEPBBIEC CYTKH.

Pacnpeoenenue

PuBacturmun cnabo cBsi3biBaeTcsl ¢ Oenkamu Iia3Mbl KpoBU (okoio 40%), Jerko mpoHUKAeT
yepe3 remarodHuedamnueckuii 6aprep. Kaxymmiics o0bemM pacnpenenerus: cocrasiser 1,8-2.7

JI/KT

Memabonuszm
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PuBacturmun ObICTPO U B 3HAUUTENBHOW CTENEHM METa0OIM3UPYETCs C TepuoaoM
nonyBbIBe/leHUsT u3 1na3Mbel kpoBu (T'2) okxomo 3.4 4 mocne ynaleHus TpaHCASpMaTbHON
TEpANeBTUUECKON  CUCTeMBl.  DIUMHUHAIUMS  OTPaHWYMBANIACh  CTENEHBbIO  abcopOmmu
puBacturmuHa (flip-flop kunerunka), uto o0bscHseT yBenuuenue T2 nocine ucnonbzoBanus TTC
Dxkcenon® (3.4 4) M0 CPaBHEHHIO C TEPOPATLHBIM MM BHYTPUBEHHBIM BBefeHneM (1.4 u 1.7 u
COOTBETCTBEHHO) Tmpemnapara. MeTa0olu3M pPHUBACTUTMUHA TPOUCXOAWT TJIABHBEIM 00pa3oM
IyTeM THAPOJHM3a XOJHHACTEpa3oil ¢ oOpa3oBaHMEM JeKapOAMUIMPOBAHHOTO META0OIUTA
(NAP226-90), «kotopelii in Vitro TPOJAEMOHCTPHPOBAT MHHHUMAIBHYIO  CIIOCOOHOCTH
MHTHOMpPOBaTh aneTmixoauHicrepasy (<10%). OcHOBbIBasICh Ha TaHHBIX, MOTYUYEHHBIX B in Vitro
HCCJICIOBAHMSIX, HE OXKHJIACTCS B3aUMOJACUCTBUS C MperapaTaMu, METaboIH3UPYIOMUMUCS TTPU
noMomy cienymomux uodepmentoB cucremsl muroxpoma: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1L, CYP2C9, CYP2C8, CYP2C19 mmu CYP2B6. B cooTBeTCTBMHM C JaHHBIMH,
MOJIyYEHHBIMH B JKCIIEPUMEHTAJIbHBIX HCCIEAOBAHUAX, OCHOBHBbIE H30(EPMEHTHI LIUTOXPOMa
P450 B MUHUMANBHON CTENEHU BOBJICUYEHBI B META0OIM3M puBacTUrMUHA. OOMUH MIa3MeHHBIH
KJIMPEHC PUBACTUTMUHA cocTaBisgeT okoyio 130 51/4 mocne BHyTpUBEHHOTO BBeneHUs B jo3e 0.2
MI' U CHIKaercs 10 70 7/4 mociae BHYTPUBEHHOTO BBEACHUS 2.7 MT, KOTOPBIA COTJacyercs ¢
HEJIMHEWHBIM, 0OpaTHO MPOMOPLUOHAIBHBIM XapakTepoM (papMaKOKMHETUKH PUBACTUIMHHA
BCJIE/ICTBUE €0 3JIMMUHAIMY 110 MEPE HACBILLEHUS.

Coornomenne AUC wMerabomuTa K  HCXOIHOMY  BellecTBy coctaBimsuio 0.7 s
TpaHCIEPMAIBHOMN TEPANIEBTUYECKONM CUCTEMBI TPOTUB 3.5 IPU NPUMEHEHUH KarcyJl I IpruemMa
BHYTpb, 4YTO YKa3blBa€T Ha MEHBIIYI0 HMHTEHCHUBHOCTh METaboJM3Ma IOCJie HaKOXHOTO
npuMeHeHus. OOpazoBaHHe MeEHbLIETo KoiuuecTBa Merabonmura NAP226-90 o0ycnoBieHO
OTCYTCTBHEM IMPECUCTEMHOT0 MeTabosm3Ma (3¢h(ekra «mepBoro MpoXokKACHUD Yepe3 TIeUCHb).

Buigeoenue

PuBacTurMuH BBHIBOAUTCS, TJIaBHBIM 00pa30M, MOYKaMHU B BHJI€ METAa0OINUTOB; B HEU3MEHEHHOM
BUJIC B MOY€ NOYTH HEe oOHapyxkuBaercs. Yepes 24 vaca mocne npuema BeiBoautcst Oonee 90%
no3bl. C kanmom BeIBoaUTCS MeHee 1% J103bl1.

DapmakokuHemuKra y nayueHmos NoHCUL020 803pacma

VY NOXUJIBIX MAIMEHTOB ¢ 00JIe3HBbI0 AnblreiiMepa npu npumeHennn TTC Dkcenon® He 65110
BBISIBJICHO U3MEHEHUI SKCIO3UILIUYA PUBACTUTMHUHA, CBA3aHHBIX C BO3PACTOM.

DapmarokuHemuka y nayueHmos ¢ HapyueHuAMU QYHKYuu nevenu

Uzyuenne mpumenerns TTC Dkcenon®, y MamMeHTOB ¢ HapylleHHeM (GYHKIUM TeUeHH He
POBOAMIIOCH. Y TAI[MEHTOB C HAapyIICHUSAMU (QYHKIUH MEYEHU JIETKOM W CpelHed CcTerneHu
TSXKECTU TI0CNIE TEPOPAIBHOTO MPUMEHEHHUSI PUBACTUTMHUHA OTMEUANoCh YyBEAMYEHHE Cmax

npumepHo Ha 60% u AUC Gosee uem B 2 pa3a 10 CPaBHEHHIO CO 3/10POBBIMHU JI00POBOJIBLIAMH.
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[Tpu npueme 3 Mr puBaCTUrMUHa OJHOKPATHO WJIM ITOCJI€ MHOTOKPATHOTO IIpPUEMa IIpenapara 1o
cxemMe 6 Mr 2 pasa B JIeHb KJIMPEHC PHUBACTUIMUHA ObUT mpuMepHOo Ha 60-65% MeHblie y
NAllMeHTOB C HapylleHHeM (YHKIUM TEeYeHHW JIeTKOM M cpelHell CTEemeHH TSKECTH IO
CPaBHEHMIO CO 370POBBIMU MALMEHTAMU. DTH (PapMAaKOKUHETHYECKHE OCOOCHHOCTU HE BIMSIOT
Ha YaCTOTY BCTPEYaEMOCTHU U BBIPA)KEHHOCTb HEXKENATEIbHBIX SIBICHUM.

Dapmakokunemuka y nayueHmos ¢ HapyuweHuamMu QYHKYuy noiex

Uzyuenne npumenenus TTC Dkcenon® y HallMeHTOB ¢ HapylleHHeM (GYHKIMM MOYeK He
npoBowiIock. Ha 0CHOBaHMYM MOMYJISLIMOHHOIO aHaIN3a He ObLJIO YCTAHOBJICHO SIBHOTO BIUSTHUS
KJIMpEHCa KpeaTUHNHA HA PAaBHOBECHBIC KOHIIEHTPALMU PUBACTUIMUHA WIN €ro MeradoyuTa B

IU1a3Me KPOBHU. Y MAIMEHTOB ¢ HapylIeHHeM (YHKIHHU MOYEK KOPPEKIHUs 1035l HE TpeOyeTcs.

ITOKA3AHUS K MPUMEHEHUIO

° Cnabo niy yMEpeHHO BBIpOKCHHAS JIEMEHITUS aTbIII€iMEPOBCKOTO THIIA.
° Tsoxenast neMeHUIHs anbUreHMEepOBCKOTO THIA
ITPOTUBOIIOKA3ZAHUS

[loBbllIeHHast YyBCTBUTENBHOCTh K PHBACTUTMHUHY, APYTHM IPOU3BOAHBIM KapOamaTta WiH
MMPpOYrM UHI'PCAUCHTAM, BXOAIIUM B COCTAaB IIpCriapara.

KOHTaKkTHBIM ayieprudeckuii JepMaTUT B aHaMHE3€, BO3HHUKIIMK Ha (OHE NPUMEHEHUS
npenapata Dkcenon® TTC.

Bo3spact no 18 ner.

C OCTOPOXKXHOCTHIO

PuBacTurMuH cienyer MpPUMEHSTh C OCTOPOKHOCTBIO Y MAIlMEHTOB C CHUHAPOMOM ClIaboCTH
CHHYCOBOTO  y3lla WJIM HapyUICHHSIMH TMPOBOJUMOCTH  (CHHOATpuanbHash  OJokaja,
aTPUOBEHTPUKYIISIpHAS OJIOKA/A).

XonauHepruyeckast CTUMYJISLIHS MOKET TPUBOJAUTD:

- K TIOBBILIECHUIO CEKPEIUU COJSHOM KHUCIOTHI B JKEIyJKe, MOITOMY CJeIyeT coO0JIonaTh
OCTOPOXKHOCTh TpPU TNPUMEHEHHH pPHUBACTUTMUHA Yy TMALUMEHTOB C S3BOM Kelyaka U
JBEHAAIATUIIEPCTHON KUIIKW B CTaJUHU OOOCTPEHHUS WIH Yy TAIMEHTOB, MPEAPACIONIOKEHHBIX K
TUM COCTOSIHUSIM;

- K Pa3BUTHIO WJIK 000CTPEHUIO 0OCTPYKIIMHA MOUYEBBIBOIAIIUX MTyTeH U CyIOPOKHOTO CHHAPOMA,
MO3TOMY cliefyeT coOJI0aTh OCTOPOXKHOCTh NMPU MPUMEHEHWU PUBACTUTMUHA Y MAlMEHTOB,
IIPEIPACTIONOKEHHBIX K 3TUM COCTOSTHUSM.

PuBacTUrMUH OJIKEH MPUMEHSTHCS C OCTOPOKHOCTBIO Y MALMEHTOB ¢ OPOHXHMATIBHON acTMOM
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NI O6Cpr1(TI/IBHBIMI/I 3a00JIeBaHUSIMU JAbIXaTCIBbHBIX HYTeﬁ B aHaAMHC3¢€.

ITPUMEHEHUWE NP BEPEMEHHOCTH U B TEPUO/ T'PYJTHOI'O BCKAPMJIMBAHUSA
bepemennocmo

B ucciaegoBaHMsAX y JKMBOTHBIX PUBACTUTMHH IMPOHHUKAJ 4epe3 ImianeHTy. Her naHHbIX o
CIIOCOOHOCTH PUBACTUTMHUHA IPOHUKAThH Yepe3 TeMaTOIJIalleHTapHBIN Oaphep y YelloBeKa.
DKCrepuMEeHTaIbHbIe JaHHBIE TOKA3alii, YTO PUBACTUTMHUH HE UMEET TEPATOI€HHBIX CBOMCTB. B
UCCJIEIOBAHMIX Y >KMBOTHBIX OTMEUaJOCh YBEIHUYEHUE MPOIOHKUTEILHOCTH T'€CTallMOHHOTO
nepuoa. bezonacHoCTh IpUMeHeHHs Hpenapara DkceloH” mpu 6epeMEeHHOCTH Y 4YeloBeKa 0
HACTOSIIIETO BPEMEHUM HE YCTAHOBJIEHA, I[IO3TOMY IIpenapar MOXHO MPUMEHSTh MpU
OCpeMEHHOCTH TOJBKO B TEX CIydasx, KOTJIa OXHUJaeMas II0Jb3a JICYCHHS MPEBOCXOIUT
MOTEHLUAIBHBIA PUCK JJIS TUIOA.

I'pyonoe eckapmnusanue

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

DepmunvHocmy

HeT naHHbIX O BIUMSITHUM PUBACTUTMHUHA HA KEHIIMH PENPOAYKTUBHOTO BO3pACTa.

Her nmaHHBIX O BIUSHUU PUBACTUTMUHA Ha (EPTUIHHOCTh y YEJOBEKa. B mcciemoBaHUsIX Y
KUBOTHBIX HE OTMEUEHO OTPHUIATELHOTO BIUSHHUS Ha (EpTUIBHOCTH CaMIIOB U CAMOK, Kak

poauTenen, Tak ¥ TOTOMCTBA.

CHoCcOs NIPUMEHEHUWS U JA03bI

Tepanuto mpenapatoM cieayeT TPOBOIUTH TOJIBKO IO HAOMI0IEHUEM Bpaya, UMEIOIIETO OTIBIT
JICYEHUs] TAIMEHTOB C JAEMEHIMEH W MOJ MPUCMOTPOM JIMI], OCYHIECTBIAIOIIMX YXOJ 3a
nanueHTamMu. [lanMeHTsl W JIHMIa, OCYHISCTBISAIONMIME YXOJ 332 HHUMH, JOJDKHBI OBITh
MPOUHCTPYKTUPOBAHEI 00  OCOOEHHOCTAX MPHUMEHEHHs  Mpenapara  KOMIIETEHTHBIMHU
MEIUITMHCKUMHU PaOOTHUKAMH

KonuyecTBO comepxamierocss W BBICBOOOXKIAIOIIETOCS PUBACTUTMHUHA B 3aBUCHUMOCTH OT

no3upoBku TTC Akcenon® mpecTaBieHo B Tabmuie 1.

Ta6muma 1.

TTC Dxcenon® Konnuectso Komnunuectso pUBaCTUTMUHA,
coJiepKallerocs BBICBOOOXKIAIOIIETOCST M VIVO B
PUBACTUTMUHA TeyeHue 24 4y

TTC Dxcenon® 4,6 mr/24 u 9 mr 4,6 mr

TTC Dxcenon® 9,5 mr/24 4 18 Mr 9,5 Mr
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TTC Dkcenon® 13.3 Mr/24 4 | 27 mr [ 13,3 mr

Cnabo unu ymepenno 8blpaxceHHan 0eMeHyus anbyeiimMeposcKo20 mund.

Hauanvuas 0o3za u noobop pexomenoyemoui 3¢hpexmusnoti 003wl:

Jleuenue npenapaToM ciaeayeT HauuHath ¢ npuMeHenns TTC Dkcenon® 4,6 Mr/24 u 1 pa3 B 1eHb.
[Tocne 4-x Henenpb JeUeHUs] MUHUMYM, TIPH XOPOILEeil TEpeHOCUMOCTH, 103y IpenapaTa cleayeT
YBEIUUNT JI0 peKoMeHayeMoil 3¢ddexTuBHO# 10361 myTeM npuMenerns TTC Dkcenon® 9,5
MT1/24 9, KOTOPYIO MOKHO TIPUMEHSATH JI0 T€X TMOP, TTOKA COXPAHSETCS TepareBTHIeCKUi A3 EKT.
Hapawusanue 0o3vi:

JIJist IPOTOJKUTENIBHOTO JICYSHHUS, IPU HATMYUH TepaneBTUIeCKON 3 (HEKTHBHOCTH y MAIMEHTA,
pexomenayercss npumenenne TTC Dxcenon® 9,5 mr/24 u. Ilpu Xopolei nepeHOCHMOCTH
npenapaTa U, Kak MUHAMYM, nocie 6 mecsnes nederus TTC Dxcenon® 9,5 mMr/24 u, meuaruit
Bpau Mpu HEOOXOJIUMOCTH JTOCTHKEHHUS OTOTHUTEILHOTO TepaneBTUUYECKOro 3 dexra MoKeT
YBEIUYUTH 103y 10 13,3 Mr/24 4 y mamueHToB, Y KOTOPBIX, HECMOTpsi Ha npuMeHenune TTC
Dkcenon® 9,5 Mr/24 u, HabmoaeTCs 3HAYUMOE HapyLIeHHe KOTHUTHBHBIX QYHKIMi (Hanpumep,
yxynmenue pesynptaroB no KILOIIC) w/mnm yxynmeHne (QyHKIMOHAIBHOTO cTaryca (Ha
OCHOBaHUU CyOBEKTUBHOM OIICHKH Bpaya).

Tasxncenas oemenyun anbyzeiimeposckozo muna

Hauanvhas 0o3a u noobop pexomenoyemoii 3¢hgpexmusHotl 003bi:

Jleuenue ipenapaToM cienyeT HaduHaTh ¢ npuMeHerns TTC Dkcenon® 4,6 mr/24 4 1 pas B /1eHb.
Jlo3y mpemapata cieAyeT MOCIeAOBaTeIbHO yBEIMYUTH CHadana 1o 9,5 mr/24 4, a 3areM 10
s dexruBHON 10361 13,3 Mr/24 u. Kaxnoe yBenmu4eHrue 10361 BO3MOXKHO JIUIIh TOCHE 4-X HEIETh
JIeYeHUsI MUHUMYM U IIPU XOpOILlIel MepeHOCUMOCTH NMPEAbIAYLICH T03bI.

Jo3a cBeimre 13,3 mr/24 4. He OKa3bIBa€T 3HAYMMOTO MPEUMYIIECTBA, HO YBEIMYUBAET YaCTOTY
mo60YHBIX (D PEKTOB.

Ilpepvisanue neuenus:

CrnemyeT peryisipHO TPOBOJUTH OIEHKY KIWHWYECKoro J3¢dekra Tepanuu IpernapaToMm

Akcemon®

TTC. Ilpu oTcyTcTBUM KIMHUYECKOTO 3(dekTa OT Tepanuud Npud NPUMEHEHUH
ontuManbHbIX 103 TTC Dkcenon® caemyer MpekpaTHTh TEPATIUIO IPENaPaTOM.

Crnenyer BpeMEHHO IPEKPATUTh TEPANHMIO MTPENAPATOM B CIIydyae BOSHHUKHOBEHHMS HEXKENATEIIbHbIX
SBJICHUA CO CTOPOHBI MUILIEBAPUTEILHOM CHUCTEMBl W/HWIM YXYALUIEHUS CYIIECTBYIOIIUX
OKCTPANUPAMHUIHBIX CHUMIITOMOB (B T.4. TpeMopa) [0 HUX paspemieHus. Ecinu mnepepsiB B
NPUMEHEHHH TIperapara COCTaBWJ He Oosiee Tpex OHeW, MOYKHO BO30OHOBUTH IPUMEHEHHE

npenapara B TOM ke go3e. B cioydae Oousbliell TpOJOIKUTEIBHOCTH TIEPHOJA OTMEHBI,

BO300HOBIISTH JICUEHHE CIIeAyeT ¢ HayanbHoi 10361 (Dkcenon® TTC 4,6 mr/24 ).
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HaHI/IeHTBI, JICYCHUE PUBACTUTMHUHOM KOTOPBIX IPOBOJAUIOCH B BUAC KAIICYJ WM pacTBOpa AJid

® creayonmmM o6pa3oM:

npreMa BHyTpb MOTyT nepeiitu Ha neuenue TTC Dkcenon
o VY manueHToB, NOJy4YaBUIMX NEPOPATBHYIO TEPANUI0 PUBACTUTMUHOM B J103€ MEHEE WM
paBHYI0 6 MT' B CyTKH, JIedeHHe cieyeT HaduHaTh ¢ npuMenenus TTC Dxcenon® 4,6 mr/24 u.

e V ManueHTOB, MOJYyYaBUIMX HNEPOPAIbHYIO TEpaNUI0 PUBACTUTMUHOM B CTaOWJIBHOM U
XOpOLIO MEPEHOCUMOM 1103€ 9 MI' B CyTKH, JIEUEHNE MO’KHO HAaUMHAThH cpasy ¢ npumeHenus TTC
Dkcenon® 9,5 mr/24 4. Ho ecnu mepopajibHas Tepanus He Oblla CTaOMIBLHOM M XOPOIIO
NEPEHOCUMOH, MEPeXo Ha TpaHCACPMAIbHYI0 (OPMY PEKOMEHIOBAaHO HAauWHATh C 03Bl 4,6
Mr/24 u.

e YV ManMeHToB, NOJyYaBIIMX NEPOPATBHYIO TEPAIIUI0 PUBACTUTMHUHOM B J103€ 12 MI B CyTKH,
NedeHne MOKHO HaunHaTh cpasy ¢ npumeHenus TTC Dkcenon® 9,5 mr/24 u.

[Tocne 4-x Hepenb J€YEHUS MUHUMYM, IPU XOpOUIEH MEPEHOCHUMOCTH, 03y mpemnapara TTC
Dkcenor® 4,6 Mr/24 4 creayeT YBEIHYUTh 1O PEKOMEHIYeMOW >((EKTHBHON 03B MyTeM
npumenenns TTC Dkcenon® 9,5 mr/24 u.

Jleuenne TTC Dkcenon® pekoMeHIyeTcs HAUMHATH Ha CIEAYIOIMH JeHb I0Cjie MPUMEHEHHs
MOCJIEAHEN NTEPOPATBbHOM J03bl PUBACTUTMUHA.

Iayuenmuol ¢ maccoti mena menee 50 ke

VY marnueHToB ¢ Maccoi Tena MeHee S0 KT oTMeuanoch 0oJiee 4acToe pa3BUTHE HEXEIATeIIbHBIX
sBiieHnid (H) m oTMeHsl Tepanuu B CBsA3M ¢ BO3HMKHOBeHMEM HSI, mosToMy npu noBblieHun
703l 'y ATOH TPYMIBl MALUEHTOB CJIEAyeT COOII0AaTh O0COOYI0 OCTOPOXKHOCTB, TIIATEIBHO
TUTPOBATh 03y U HaOmonaTh Ha mpeaMeT pa3Butus H (manpumep, upe3aMepHON TOIIHOTHI WIIH
PBOTHI), @ TaKXKe paccMaTpUBaTh BO3MOKHOCTh CHHMIKEHUS J03bI Mpenapara MyTeM MpUMEHEHHs
TTC Dkcenon® 4,6 mr/24 4. B ciayyae pazsutus Takux HS. OcoOyi0 OCTOPOXKHOCTB CIELyeT
coOyolaTh MPU TUTPOBAHUM JI03bI CBBINIE peKOMEeHAoBaHHOW 3¢ ¢dextuBHoN 10361 TTC
Akcenon® 9,5 mr/24 u.

Tayuenmul ¢ napywenusmu OyHKyuu neyeHu

Koppexkuun pexxuma fnosuposanus TTC Dkcenon® He TpebyeTcs.

OpHaKko BCIEACTBHE YBEIMYEHHUS HKCMO3ULUU PUBACTHUTMHUHA, HAOIIOABIIETOCS NMPH IpUEME
pUBacCTUTMHMHA BHYTPb y TAIMEHTOB C HApyILICHUSAMH (DYHKIMM TEYEHU JIETKOW M CpeaHei
CTENEHU TSKECTH, PEKOMEHIyEeTCs TIIATEIbHO TUTPOBATh O3y PUBACTUIMHHA B COOTBETCTBUU C
WHVBHTyaIbHOW ITEPEHOCUMOCTBIO y MAIIUEHTOB IaHHOW KATETOPHH.

Usyuenne npumenenus TTC DkcenoH® y MAlMEHTOB C TAKEILIMU HApyMICHUAMH (yHKIUHI
IeueHn He npoBoamwIoch. CrieayeT coboaaTh 000y OCTOPOKHOCTh MPH TUTPOBAHUH J03bI Y
NalMeHTOB JaHoM Kareropuu (cM. paznensl «OcobOble ykazanus», «Dapmakonoruyeckue

CBOMCTBa»).
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VY nanueHToB € KJIMHUYECKH BBIPQKEHHBIMU HAPYLICHUSAMH (QYHKIMM TI€YEHH MOXKET
OTMeYaThCs OoJiee YacToe pa3BUTHE J10303aBUCUMBIX HEXEIATEIbHbIX SBJICHHM, B CBS3H C UEM Y
NAIMEHTOB JIaHHOM KaTeropuu cileayeT paccMaTpuBaTb BO3MOXKHOCTh npuMmeHeHus TTC
Dkcenon® 4,6 Mr/24 4. B ka4ecTBe HAYAITEHOH M MAKCHMAIBHOM 03I

Tayuenmol ¢ napywenusmu QynKyuu novex

Koppexuuu pexuma nozuposarus TTC Dxcenon®

He TpeOyercs.

OpHaKo BCIEACTBHE YBEIMYEHHUS HKCIO3ULUU PUBACTHUTMHUHA, HAOIIOABIIETOCS NMPH IpUEME
pUBAaCTUIMHMHA BHYTPh Y MAlMEHTOB C HapylIeHUSMU (QYHKIMH IOYEK JIETKOM M CpeaHeit
CTENEHU TSKECTH, PEKOMEHIyEeTCs TIIATEIbHO TUTPOBATh 03y PUBACTUIMHHA B COOTBETCTBUU C
WHJUBHUyaJIbHOM IIEPEHOCHUMOCTBIO Yy IIAllMEHTOB JAHHOW Kareropuu. Y TMALUEHTOB C
KJIMHUYECKH BBIPAKEHHBIMH HapyIICHUSIMUA (DYHKIIUM TOYEK MOXET OTMeuaThcs Ooliee yacToe
pa3BUTHE [10303aBUCUMBIX HEKEJATEIbHBIX SBJICHUM, B CBA3M C 4YE€M Yy MAaIlMEHTOB JAaHHOM
KaTeTOpHH CIIEyeT paccMaTpuBaTh BO3MOKHOCTh mpuMeHeHus: TTC DkcenoH® 4,6 mr/24 4. B
Ka4ueCTBE HAYAJIbHOW U MAaKCUMAaJIbHOW J103BI.

Ilpumenenue y oemetu

[IpuMmeHeHre pUBACTUTMHUHA y JAETel HEe M3y4ajoch, MOITOMY JETSM NMPUMEHSTH MpernapaT He

peKOMEeHayeTCsl.

HHCTPYKIHUU 11O IPUMEHEHUIO
BHUMAHHUE!!!
. Kaxnyro mocneayroomyto TpaHcaepManbHyro —TepamneBTudeckyto cucremy (TTC)

DkcenoH® clemyeT HAKIENBaTh TONBKO TOCIE yAaNeH s MPeablIyIIei.

° EnnHOBpeMEHHO MOXHO UCIIOIB30BaTh TONbKO oany TTC Akcenon®.
®
° TTC DxcenoH™ Henb3s pe3aTh WINM JCIWTh HA YacTH, a TaK)Xe IMOBPEXAATh JIFOOBIM
CII0cO00OM.
®
. Cnenyet mioTHO npuxath JdafoHbl0 TTC DkcenoH™ B MecTe NPUKPEIUIEHUS B TEUEHHE

KaKk MMHUMYM 30 CeKyHI.
Mecto npukpenienus TTC Dxcenon®

e TTC Dkcenon® HakIenBalOT HA YHUCTYIO, CYXYIO, HEIIOBPEKIEHHYIO KOKY ¢ MUHAMAIIBHBIM
BOJIOCAHBIM IIOKPOBOM.

e He cneayer ucnoiab30BaTh KPEMbl, JIOCHOHBI, Macia, MyJIpy U Apyrue CpeicTBa Mo yXoIy 3a
KOei B 00JIaCTH MPUKPETUICHHUS TIpermapaTa Bo U30eKaHUe ero OTKIICHBaHUS.

e TTC Dxcenon® Heb3sl HAKIEMBATh HA TOKPACHEBIIYIO, TIOKPHITYIO CHINBIO, Pa3IpakeHHYIO
WM TTIOBPEXKICHHYIO KOXKY.

e Crenyer HakaeuBath Tonbko ogHy TTC Dkcenon® B CyTKM TOILKO HA OJMH U3 YYACTKOB
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TeJa, MOKa3aHHBIX HIDKE, Ha PUCYHKE 1:

- JIeBoe MuIM MpaBoe 1IIeY0;

- BepxHsis yacTh rpygHOW KJIETKH cleBa MJIM CIpaBa (HE ClIeIyeT HakJIeuBaTh Ha 00JacTh
MOJIOYHOM KEJIe3bl);

- BepxHsist 4acTh CIIMHBI CJIE€Ba WJIM CIIPaBa;

- HiwxHsst 9acTh CIIMHBI ClIeBa MJIM CTIPaBa.

Puc. 1

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

HoByI0 TTC Dkcenon® Ha OIMH U3 OKA3aHHBIX HUKE YYAaCTKOB Tela.

Y F 0 0

-] =
E I1m E ©LH = HIH E  Hm
et _ [———x—] o}
= 1
= ILIH BE nm HIH
= =
= =

Bo wusbexaHue pasApakeHHs KOXH Kaxaylo mnocinemyromylo TTC Dkcenon®  criemyer

HaKJICWBaTh Ha JIPYrod y4acTOK KOXHU (MOXKHO B TpenesaX OJHOW M TOH K€ aHaTOMHUYECKOU

®

obmactu). Hanpumep, ecnu Bol npukpenmwm TTC DkcenoH” Ha 007acTh MOSCHUIBI CIIPaBa, TO B

CIIEYIOIINN pa3 pa3MECTUTE CUCTEMY ciieBa. JlJIs MUHUMHU3AaLUK pUCKa paszapaxkeHus koxu TTC

MOJKET OBITH HaKJIEEHA Ha OIWH U TOT K€ YYAaCTOK KOXXHU TOJIBKO C MHTCPBAJIOM B JIBC HCACIIH.

Kaxk npukpenisats TTC Dkcenon®

TTC Dxcenon® mpencraBuseT cob6oil TOHKHH, HENMpPO3PAyHbIHA, MIACTHYHBINA IUIACTBHIPh I

®

HakjeuBaHus Ha koxy. He uzBnekaiite TTC DkcenoH™ W3 3amasHHOrO IakeTa U HE yJaJdiTe

npensiayiyio TTC Dxcenon®, ecu He IIaHUpPYeETE TPUKIEUTH HOBYIO.

HpenapaT CJICOAYCT UCIIOJIb30BATh CPa3y MOCJIC U3BJICYHCHUA U3 3alIAIHHOIO IMMaKCTa.
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. OcToposxHO cHuMHTE TIpeabiaynryo TTC Dxcenon®.

o Ecnu BBl BrepBble HauMHAETe JIEYCHHE MPENapaToM WU
BO30OHOBJISIETe  JIEYEHHE  IpernaparoM IOcClie  IepephIBa,
MoXanyicTa, cileayite HHCTpYKUMH no mnpukperieHuro TTC

Dkcenon®, HauUMHAs CO CIEAYIOIEr0 PUCYHKA HIKE.

o [Tpenapar U3BJIEKAIOT u3 3arassHHOTO nakera
HEIMOCPEICTBEHHO Mepe]] IPUMEHEHUEM.
. Jns msneuenus TTC Dxcenon® paspexbTe MakeT IO

0003HauEHHOH IyHKTHPOM JIMHUU WX OOpO3JIKe.

. Kneiikas cropona TTC Dkcenon® MOKpHITA 3aIlIUTHOM
TLJIEHKOM.
. Crnenyer akkypaTHO CHATh 3alIUTHYIO ITUIEHKY C OJHOMU

CTOPOHBI, MPENOXPAHSIONYI0 Kieiikyio cropory TTC Dxcenon®,

HE Kacasich KJICUKON MMOBEPXHOCTH.

. Cpa3y mnocie ynaneHust 3alluTHON TuieHku Hakiedte TTC
DkcenoH” Ha KOKY BEpXHeEl MM HIDKHEH MOJOBUHBI CIIUHBI, TIIeYa
WJIW TPYJIHOU KJIETKH.

. ITocne nmpukpenieHuss TpaHCACPMAIBHON TepaneBTUYECKOU
CHUCTEMBbl K KOXE€ CHUMHUTE BEPXHUW 3alUTHBIA CJIOW C IPYrou

ctoponbl TTC.

. Crnenyer miaoTHO npwxkaTh jdagoHbio TTC Dkcenon® B

MECTE€ MPUKPEIUIEHHS B TeUYeHHe Kak MHUHUMYyM 30 cekyHI.
Heo6xoanmo ybenuTbes, 4To cucTeMa IUIOTHO MpPUIIeTaeT K KOXe,

0COOEHHO 10 KpasiM.

[Ipy HEoOXOOUMOCTH TOCIE HaKJIeUBaHWs Bbl MoXkeTe HamucaTb Ha TpaHCASPMAIbHOM
TEPaneBTHUECKOW CHCTEME TOHKOM IIapUKOBOM PYYKOH JaTy NMpUKpEIUIeHHUs (Harmpumep, eHb

HEJICTN ).
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TTC Dxcenon® HEOOXOAUMO HOCHTH MOCTOSHHO U 3aMEHHTh Ha HOBYIO uepes 24 yaca.
[IpukperuieHre TpaHCAEPMAIbHON TEPANEBTUYECKONM CUCTEMBl HAa PA3IUYHBIC YYAaCTKU KOXKHU
NO3BOJISIET BBIOpaTh Haubosee yaoOHbIe 00IacTH Tena, Iie cucTeMa He OyJeT CONPHKAcaThes C
MJIOTHO MPUJIETAIOIIEN OACKI0M.

Kak ynaasts TTC Dxcenon®

o OCTOpO)XKHO OTOTHYB OJMH U3 YIOJKOB, MEUIEHHO UM aKKypaTHO CHUMUTE
TPAHCAEPMAIIBHYIO TEPAIIEBTUUECKYIO CUCTEMY.

. [Ipu HanMuYUM OCTAaTKOB KJIes Ha Ballel KOXKe, ClIerka CMOYHUTE 3Ty 00JacTh TEIUIoi
BOJIOM M MSTKMM MBUIBHBIM DPAacCTBOPOM WIJIM HCIOJB3YHTE JETCKOE Macio, 4TOObI YAaIUThb
octatku kies. He ucnonp3yiiTe cOMpT WM JpYrHe SKUJIKAE PacTBOPUTENU (KUIKOCTH AJIs
CHSITHS JIaKa UJIH JIPYTHE PACTBOPUTEIIN).

. HeoOxoaumo TmIaTenbHO BBIMBITH PYKH BOJOW C MBUIOM IOCJ€ NPUKPEIUICHUS WU
ynanesnss TTC Dkcenon®. B ciyyae KOHTakTa ¢ IIa3aMH WM MPH MOKPACHEHMH I7a3 TIOCIe
npuxperienns uin yaanenus TTC Dkcenon®, criemyeT HEMEMIEHHO MPOMBITh I71a3a GONBIINM
KOJINYECTBOM BOJIbI U, €CIIM CHMITOMBI COXPAHSIOTCSI, 00PaTUTHCS 38 MEAMLIMHCKOM MOMOIIIBIO.
Kaxk yruamsupoBars ucnoib3oBannyo TTC Ixcenon®

o Coraure HCIIOJIB30BAHHYIO TPAHCAEPMAJIBHYIO TEPANEBTUYECKYI0 CUCTEMY IOIOJAaM M
COCIMHHUTE KJIEHKHE YaCTH MKy COOOM.

. [TomectuTe wncnonb3oBanHylo TTC Dxcenon® B maker. IlakeT ¢ HCMONB30BaHHOMN
TpaHCAECPMAILHON TepareBTUYECKON CUCTEMOM ClIeAyeT BHIOPOCUTH B HEAOCTYITHOM JJIS JIeTel
mecte. [locne yrunuzanuu npenapara He0OX0IUMO BBIMBITh PYKH C MBLIOM.

Ycaousi nomenuss TTC Dxcenon® (BoaHble npoueaypbl, AIMTEIbHOE NpedbIBaHHE
BOJIM3M NCTOYHMKOB TeIJia)

. TTC Dxcenon® He OTKIEUBAeTCs IPK BOAHBIX MpolleAypax (yll, BAHHEL, 6acceiin). - Bo
BpeMsl BOJAHBIX HpOIENyp HEOOXOAUMO YOETUThCSA, YTO CHCTEMa IUIOTHO NPHIIETaeT K KOXKe,
0COOEHHO MO KpasiM.

° [Taunentam, wucnonssytomum TTC Dkcenon®, He CIIeNyeT MUIMTENBHO HAXOOUTHCS
BOJMM3M JIIOOBIX BHEIIHUX HCTOYHUKOB TeIula (M30BITOYHOE COJIHEYHOE W3IY4YeHHE, CayHBI,
COJISIpHH).

Yro xenars ecsin TTC Ixcenon® oTkiaenacn

Eciu TTC Dkcenon® OTKIEHICS €ro HEOOXOAUMO 3aMEHHTb HOBOM TpaHCAEpMaIbHON
TEepaneBTUYECKOW CHCTEMOW 10 KoHma AHsA. Ha cruenmyromuil aeHB claeayeT Kak OOBIYHO
npukpenuts HoByto TTC Dxcenon®.

Korna u kak gouro caenyer npuvenste TTC Ixcenon®
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Jnst MmakcuMabHOM 3(GEKTUBHOCTH JICUCHUS MPEMapaToM cieayeT HakienBaTh HOBYIO TTC
KaQXK/]IbII ICHb, JKETATEIBHO B OJHO U TO YK€ BPEMs.

ITpu npumenennn G6osee oquoit TTC Dkceson® 0HOBpEMEHHO

Cnenyer HememneHHO yaanmuTh Bce TTC c Bameid KoKW W NPOUMH(GOPMHPOBATH BaIEro
Jedaniero Bpaya O ciyuuBiieMcs. Bam MokeT moTpeOoBaThCsi MeIMLMHCKas moMollb. B
HEKOTOPBIX CIydasX MpU NEPeIO3UPOBKE OTMEUAIUCh TOILIHOTA, PBOTA, AUApEs, MOBBIIICHUE
AJl, rammonuHanuu. Takke BO3MOKHO BO3SHUKHOBEHUE OpaiuKapIuu v/iiu OOMOPOKOB.

Ecnu BBl 3a0putn HakienTh ouepeaHyro TTC B NpUBBIYHOE BpeMs, CIEIYyET HAKJICHUTh €€
HememieHHo. [Ipumenenue cneayromeid TTC BO3MOXKHO Ha CleAyHOUMNA JA€Hb B MPUBBIYHOE

Bpems. He cnenyer naknenats ABe TTC, 9T0OBI KOMIIEHCUPOBATH MPOMYIICHHYIO J103Y.

ITOBOYHOE JIEMICTBUE

O61as yacroTa passurus HS na goue tepamuu TTC Dxcenon® 9,5/24u (50,5%) Oblaa HUXKE MO
CPaBHEHMIO C NMEPOPAIbHOM Tepanmueill ¢ MCIOJb30BaHUWEM Karcyld B CyTOYHOH no3e 3-12 mr
(63,3%) (mnst cpaBHeHUWs, B Tpymme rmianedo 3TOT mokaszaTenb coctaBisil 46,0%). Uacrora
BO3HHUKHOBEHHUS U CTENEHb BhIpakeHHOCTH HSl, kak mpaBuiio, yBEeIHMUMBAIOTCS C MOBBIIICHUEM
03B, OCOOEHHO HEMOCPEICTBEHHO IOCiEe H3MEHEHHUs 103bl. Ecnu mepepblB B MpUMEHEHHH
npernapara COCTaBWI Oojiee TpeX [HEH, BO30OOHOBIATH JICUEHHE CIEAYeT C HAdalbHOW JI03bI
(9Kcen0H® TTC 4,6 mr/24 1). Hanbonee wyacteimu HS sBISIIMCH KOKHBIE pEakiid B MeECTE
HakJieuBaHUsl (0OBIYHO dpUTEMa JIETKOW M CpeqHell cTeneHu BblpaxkeHHocTH). Criemyroniye mo
yactrote HS co crtoponsl mnuieBaputenbHO#l cucremsbl, TowmHoTa (7,2%) u pBota (6,2%),
OTMeYaIiCh 3HAYUTENBHO pexke npu npumenennn TTC Dkcenon® 9,5 Mr/24 4 o cpaBHEHUIO ¢
KarcyJaMu Ui mpuema BHYTPb, 23,1% u 17,0% cooTBeTcTBEeHHO (B rpymme Iuianedo Te xe
nokazatenu coctaBisiin 5,0% u 3,3%).

YacToTa BO3HMKHOBEHHMS  HEXKEJATENbHBIX pEAaKIUMAd y TMAalMEeHTOB C  JEMEHIHEH
anblreiiMepoBckoro Tuma, mnomydapmmx Tepanumio TTC  Dxcenon® (Bce  103MPOBKH)
OIICHMBAJIACh CJICAYIOIUM 00pa3zoMm: «o4eHb yacto» - > 1/10, «gacro» - > 1/100, < 1/10,
«Hedacto» - > 1/1000, < 1/100, «pemko» > 1/10000, < 1/1000, «ouensr peaxo» < 1/10000,
OTJIeIIbHO MPEJICTaBJICHBI HEXKENaTeIbHbIE PEAKI[UU C TOYHO HE YCTAaHOBJICHHOW YacTOTOM.

VY manueHToB co cnabo M yMEPEHHO BBIPAKCHHOM NEMEHLHUEH anbUrelMepoBCKOTO THUIIA,
TOMy4aBIIKX Teparnuio npenaparoM Jkcenon® TTC, orMeuanuch Huxenepedncienabie H.
Hnghexyuonnvie u napasumapmsvie 3a601e6anus: 9acTo — UHOEKIIMA MOUEBBIBOIALIUX MTyTEH.
Hapywenus co cmoponvl obmena eewjecms u numaHus: YacTo — aHOPEKCHS, CHUKEHHE
anIeTUTa; HeYacTo - JeruapaTalusl.

Hapywenusa ncuxuku: 9acto - TPEBOXKHOCTb, JENpPECCUs, ATUpHUil, BO30YyXIeHHEe, OECCOHHULIA;
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HEYaCTO — arpecCusda, 4YaCTtoTa HCU3BECTHaA - 6CCHOKOﬁCTBO, TaJllIroOuHAOWA, KOIIMAapHBIC

CHOBH/JICHUSL.
Hapywenusa co cmoponvl HepeHOU cucmembvl: YacTO - TOJOBHas 00Jb, OOMOPOK,
TOJIOBOKPY)KEHHE; HEYacTO — HapylIeHHEe MO3TOBOr0 KPOBOOOpAIlIEHUs, MCUXOMOTOpPHAs

TUIEPaKTUBHOCTh, COHJMBOCTH; OYEHb PEAKO - OJKCTpallipaMHIHbIE HapyILIEHUs; 4YacToTa
HEU3BECTHA - YXYAIIeHUe CUMIITOMOB Oosie3Hu [lapkrHCOHA, CyIOpOTH, TPEMODP.

Hapywenus co cmoponvl cepoya: HedacTo — OpaauKapIus; 9acTOTa HEU3BECTHA - TaXUKapIus,
aATPUOBEHTPUKYJIIpHAs OJIokana, GUOPWIIIAIUS TPEICEePArii, CHHIPOM CIabOCTH CHHYCOBOTO
y37a.

Hapywenua co cmopoHvl cocy0os: 4YacTOTa HEU3BECTHA — IMOBBIINICHUE apTEPHAIHLHOTO
JIABJICHUSI.

Hapywenus co cmoponvl nuwesapumenvhol cucmemsl: 4acTO - TOLIHOTA, PBOTa, AUapes,
mucrerncusi, 00Jib B JKUBOTE; HEUACTO - 53Ba JKEyJKa, YKEIyJAOYHO-KUIIEUHbIE KPOBOTEUEHUS
(Hampumep, TeMOpparnyecKuii JyOoCHHT); YaCTOTa HE U3BECTHA - MAHKPEaTHT.

Hapywenus co cmoponvl neuenu u dcenuesvlgo0Awux nymeti: 4acToTa HEM3BECTHA — TENATUT,
MOBBILICHHE OMOXMMUYECKHUX MOKa3zaTene pyHKINN eUYeHH.

Hapywenus co cmopoHbl Kodcu 4 NOOKOIHCHbIX MKAHell. 4acTo - ChIllb, HEYaCTO — TUIIEPTUIPO3;
4acToTa HEHW3BECTHA - 3YJ, dPUTEMa, KpalWBHUIA, 00pa30BaHHE BOJIBIPEH, allJIeprUYeCKHii
JI€PMaTHUT, PaCIIPOCTPAHECHHBIN aJUIEPrUYeCKUN JCPMATHUT.

Hapywenus co cmoponbl nouek u Mouesbi800awux nymeti: 4aCTo — HeIepKaHUE MOYH.

Obwue paccmpoticmsea u napyuenus 8 mecme npukpenienus TTC: 9aCTO — KOKHBIE PEAKIIUH B
MECTe HakJeuBaHWs (dpUTeMa, 3yl, OTEK, JEpPMATUT, pa3IpaXe€HUe U Jp.), MOBBILICHHAA
YTOMIISIEMOCTb, ACTEHUS, TUXOPAJKa, CHUKEHUE MACCHI TEJIA; PEAKO — CIIy4yalHbIe MaJCHHUS.

VY nauveHToB C TSDKEIOW JEMEHIMEH albIIeMEpPOBCKOTO THIIA, MOJYYaBIIMX TEPaANUo
npenaparoM Dkcenon® TTC 13,3 mr/24 u, ¢ yacToToif >5% OTMeyaluch HHKEHepeunCIeHHbIE
HAL.

Hugpexyuonnvie u napasumapmwle 3a601e6aHusA.; 4aCT0 — UH(YEKIIMNA MOYEBBIBOISIINX ITyTEH.
Hapywenusa co cmoponvl obmena sewyecms u numarnus: 4acTo — CHIDKCHHE alleTuTa.
Hapywenus ncuxuxu: OYeHb 4YacTO - BO30YXKIEHHE, 4acTO — OECCOHHHIIA, TPEBOKHOCTD,
Jenpeccusi, TajuIIoLMHALINAH.

Hapywenusa co cmoponul dceny0ouno-KuueyHo20 mpakma: 9acTo - TOITHOTA, pBOTA, Juapesl.
Obwue paccmpoticmeéa u napywenus 8 mecme npuxpenienuss TTC: 04eHb 4acTO — dpUTEMa B
MeCTe HaKJIEMBaHUs; YacTO — CIy4ailHble Ma/leHus, CHI)KEHHE Macchl Tela.

B kimHMYeckOM WCCIEeIOBaHWM TPU NMPUMEHEHHWH Tpenapara B jgo3ax Bbime 13,3 mr/24 u

HiIkeykaszanuble HS ormeuanuce vame, yem B rpynnax TTC Dkcenon® 13,3 mr/24 u u nnane6o:
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OCCCOHHMIIA, CEpJeYHas] HEIOCTATOYHOCTh (BO3MOXHO CBSI3aHHBIC C TIOBBIIICHUEM JI03bI).
UYacrota stux HS Ha done tepanmuu TTC Akcenon® 13,3 Mr/24 4 OblIa CXOIHOM C TAKOBOH B
rpymre mianeoo.

Huxenepeuncnennsle 1moOOYHbIE peakUUyd HAOIIOAANUCh TOJNBKO NPU JIEYCHUM JIEMEHLUU
KarcylaMy MJIM pacTBOPOM DKCelOoH® i IpueMa BHYTPh M He ObLIM 3aperucTPUPOBAHBI B
KIMHWYECKUX HccilenoBaHuax npu npumenenun TTC Dxcenon™:

4acToO — HEJJOMOTaHUe, CITyTAHHOCTh CO3HAHMUS, MMOBBIIIEHHOE MTOTOOT/ICJICHHE;

peaKo — si3Ba JBEHAALIATUIIEPCTHON KUIIKH, CTEHOKapAus, HHPapKT MHUOKApAa;

OUYEHb PEIIKO — KEITyJ0YHO-KUIIIEUHOE KPOBOTEUEHHUE;

UYacToTa HEeU3BECTHA - TsDKETAsk pBOTA, MPUBOASAIIAS K Pa3phIBY MUIIEBO/A.

Peaxyuu ¢ mecme npuxpennenus TTC Ixcenon® (pazopaicenue xosicu)

B KIMHHUYECKMX HcclenoBaHMSX mpu mnpumeHeHmn TTC Dkcenon® peakiuu B MecTe
HakieuBaHuss TTC B OonpmMHCTBE ciiydaeB Obuld c1abo WM YMEPEHHO BBIPAXKEHBI.
[IpekpaiieHue nedeHusi mpenapaToM HM3-3a Pa3BUTHS peakuuu B Mecte npukpemieHus TTC

Akcemon®

oTMeuasioch B <2,3% ciyuyaeB, IpU 3TOM Y MALMEHTOB KUTAMCKOM M SIIIOHCKOMN
HAIlMOHAJIbHOCTHU YacTOTa MpeKpalleHus jgeueHus cocranisuia 4,9% u 8,4% cOOTBETCTBEHHO.
OneHka cTeneHy TSHKECTU KOXKHBIX PEAKIMM MPOBOAMIIACH JIEYAlMM BpauoM C UCIIOJIb30BaHUEM
CIeNUaIbHOM MIKaJIbl. B OONBIIMHCTBE CIydaeB pa3apaKeHUE KOXKH ObLIO JIETKOW WM CpEIHEH
CTENEHU TsKECTH. B KIMHMYECKMX HccienoBaHuax rmnpenapara JkcenoH® TTC Tsxkenoe
pa3zapakeHue KOXHM OTMedaloch B <2,2% ciyd4aeB, NpU 3TOM B HCCIEIOBAaHUM IIpernapara
OxcenoH® TTC y mnanMeHTOB ANOHCKOM HAIMOHAJIBHOCTU 4YacTOTa pa3BUTUS TSHKEJIIOTO
pasapaykeHus KOKH cocTasisiia <3,7%.

Ecnu nmobvie us ykazanuvlx 6 unHcmpykyuu nodouHvlx 3ggexmos ycyeyonaromes, uiu Bol

3amemunu ar0dvle Opyeue nobounvie 3¢hghekmol, He YKA3AHHbIE 8 UHCMPYKYUU, COoOuwume 00

Imom epauy.

IIEPETO3APOBKA

Cumnmomwi. CitydaiiHast Tiepeio3upoBKa Ipernapara s NPUMEHEHUSI BHYTPh B OOJIBIIIMHCTBE
CllydaeB HE CONMPOBOXKIATACh KAaKUMH-ITN00 KIMHWYECKUMH MPOSIBICHUAMH;, MPAKTHUYECKH BCE
HaMEHTHI MTPOIODKAIN JIeYeHHEe pUBacTUTMUHOM. [Ipn mepeno3upoBke OTMEHaINCh TOLTHOTA,
pBOTa, auapes, OOJIb B KHMBOTE, TOJOBOKPYXEHHE, TPEMOp, TOJIOBHas OOJb, COHJIMBOCTD,
Opaaukapaus, CIIyTaHHOCTh CO3HAHHUS, TIIOBBIIICHHOE IOTOOTAENeHHe, ToBbimeHne A/l
TaJUTIOIMHAIIMK 1 o01iee Hepomoranue. [lepeno3npoBka HHTMONTOPAMH XOJIMHICTEPA3bl MOXKET
NPUBOJUTE K XOJMHEPTHUECKOMY KpH3Y C Pa3BHTHEM TAaKHX CHMIITOMOB, KaK BBIPaKCHHAs

TOHIHOTA, PBOTA, IMOBBIIICHHOC CIOHOOTACICHUC, IMTOBBINICHHOC MOTOOTACIICHUC, 6pa;[1/11<ap;[1/1;1,
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CHIKEHUE apTepUAIbHOIO [JABJIEHUS, YTHETEHHE [bIXATEJIbHONW JEATEIbHOCTH M CYIOPOTH.
B03MOXHO pa3BUTHE MBIIICYHOM CIIA0OCTH, YTO MOXET MPUBECTH K JICTAILHOMY HCXOAY IpH
BOBJICUCHUH [IBIXATEJIbHONH MYCKYJAaTypbl. YUWTBIBas BaroTOHHMYECKUH 3((eKkT MHruOuTOpOB
XOJIMHACTEpa3bl Ha dYactory cepaedHbix cokpameHuid (UCC), Hemp3si HCKIIOYHTH
BO3HUKHOBEHHE OpaJMKaparH W/ OOMOPOYHBIX COCTOSTHUM.

B xone nmoctperucTpalluOHHOrO NMPUMEHEHMS MpENapara, a TAKKe B PEIKUX CIIydasX BO BpeMs
KJIMHUYECKHX HCIBITaHUHM, coolmanock 00 omuOKax NPUMEHEHUS/A03UPOBAaHUS  TIPH
npumeneann TTC Dxcenon®, 00yclnoBIeHHBIX HalokeHHeM Heckonbkux TTC Dxcenon®
omHoBpeMeHHO (ouepennyro TTC mpuMeHsun, HE yOanuB Tpenbiayiryto). [lanueHTsr u nwuia,
OCYILECTBIISIIOLINE YXOJ 32 HUMH, IOJDKHBI OBITh HPOMHCTPYKTUPOBAHBI 00 OCOOEHHOCTSIX
MpUMEHEHUs Mpernapara.

[Ipn nepeno3upoBKe MpenapaToM OTMEYAIHMCh PEAKHE CIydad JIETAIbHBIX MCXOJO0B, OJHAKO
CBA3b C NPHUMEHEHUEM Ipenapara ocTaercs HesCHOHM. CHUMOTOMBI M HMCXOJ BapbUpPOBAIM Yy
Pa3JIMYHBIX NALUEHTOB. He MpociiekuBaiocy 4eTKOU CBSI3U MEXAY IIPUHATOM 10301 Ipernapara
Y CTETIEHBIO TSYKECTH MCXO/1a.

Jleuenue. T10CKOJIBKY TNEPUOJ TOJIYBBIBEJEHUS PUBACTUIMUHA M3 IUIa3Mbl KPOBH COCTABISET
okoJio 3.4 4aca, a ITUTENBHOCTh MHTUOUPOBAHMS allETHIIXOJUHACTEPA3bl COCTABIISAET OKOJO 9
YacoB, B CIIy4asix O€CCHMIITOMHO MPOTEKAIoIIeH Mepe1o3NPOBKU PEKOMEHIYETCSI HEMEIJICHHOE

ynanenue Bcex TTC, TTC Dxcenon®

HE clelyeT MPUMEHSTh B TEUECHHE MOCieayromux 24
yacoB. Eciam mepeno3MpoBKa COMPOBOXKIAETCS BBIPAKEHHOW TOIIHOTOW W PBOTOM, CIEIyeT
paccMOTpeTh BOMPOC O MPUMEHEHUU MPOTUBOPBOTHBIX CPeACTB. [Ipy BOZHMKHOBEHMH APYTUX
HEeXeJaTeNbHbIX SIBJICHUI npu HEOO0XOIUMOCTH MPOBOJIAT COOTBETCTBYIOIIIEE
CUMIITOMAaTHUYECKOE JICUCHHUE.

[Tpu 3HAUUTENTHHON MEPETO3UPOBKE MOKET OBITH MPUMEHEH aTPOIHH, HayallbHas 71032 KOTOPOTrO

coctapisier 0.03 MI/Kr BHYTPUBEHHO; MOCIEAYIOLIee TO3UPOBAHUE 3aBUCUT OT KIMHHUYECKOIO

addekra. [IpuMeHeHne cCKomoJaMiHa B KA4eCTBE aHTHI0Ta HE PEKOMEH Ty ETCS.

B3AMMOJENCTBHUE C IPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMHU

CrienansHoro u3ydenus B3aumogedictBus TTC DkcenoH® ¢ JIpyrHMm  J1eKapcTBEHHBIMU
cpeacTBaMu HE IPOBOJUIIOCH.

PuBacTUrMuH MeTabOIM3UPYETCs NMPEUMYIIECTBEHHO MyTEM THAPOJIHM3a NMPU YYaCTHH ACTEPas.
Metabonu3mM pUBACTHTMHUHA TIPH  YYaCTUH OCHOBHBIX H30(epMEHTOB mHTOXpoMa P450
OPOUCXOAUT B  MHUHUMAIbHOM  cTenmeHW. Takum  oOpa3oM, (apmMaKkOKHHETHYECKOE
BSaHMOﬂeﬁCTBﬂe puUBaCTUIrMHUHA C ApyrumMu JICKApCTBCHHBIMU cpcacrBamu,

MeTaGOJ'H/I3I/Ipy}OH_[I/IMI/IC}I C Y4aCTUCM JaHHBIX q)epMeHTOB, NpCaACTaBIACTCA MAJIOBCPOATHBIM.
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Tem He MeHee, pUBACTUTMUH MOKET OKa3bIBaTh MHTHOUpPYIOIIEe BIUSHUE Ha OMOCPEIOBAaHHBIN
AKTUBHOCTBIO OYTUPHUIIXOJIMHACTEPA3bl METAOOIM3M IPYTUX BEIECTB.

Hepekomenoosannoe e3aumooeiicmeue

Memoxknonpamuo

VYuutbiBas  BO3MOXKHOCTh  BO3HMKHOBEHMSI  COBOKYIHOI'O  BIIMSIHUSL ~ [penapaToB  Ha
AKCTPANUPAMUAHYIO CHCTEMY, OJTHOBPEMEHHOE MPUMEHEHHE METOKIIOTPpaMUa U PUBACTUTMUHA
HE PEKOMEH0BAHO.

IIpenapameol, enusowue Ha XONUHEPLUYECKYIO CUCEMY

VYuursiBas (¢dapMakoJIWHAMUYECKHE XapaKTEpUCTUKUW pPUBACTUTMHUHA, CleayeT u30erarb
OJTHOBPEMEHHOTO MPUMEHECHHsSI €ro C JIPYTUMHU XOJTHHOMHUMETUKAMHU B CBSI3M C BO3MOYXHOCTBIO
pa3BUTHS HMX COBOKYIHOTO JIGHCTBUsA. PHBAaCTUTMHUH MOXET BIUATh Ha JeHCTBUE
XOJIMHOOJIOKATOPOB (HampuMep, OKCUOYTHHUHA, TOJITEPOINHA).

Conu cykcamemonus

[Ipn mpoBeneHWH aHECTE3MH PHUBACTUTMUH, SIBISSCH MHTHOMTOPOM XOJHMHACTEPA3bl, MOXKET
ycuIuBaTh 3 (GEKThI ACTIONAPU3YIOLIMX MHOPETIAKCAHTOB (HapuMep, CoJieil CyKCaMEeTOHHS).
Osrcuoaemple e3aumooelicmeus, KOmopbole cjiedyem NPUHUMAMb 60 HUMAHUE
Jlexapcmeennwvie cpeocmea, yonunarouwiue unmepean QT

Crnenyet co0iroaTh OCTOPOKHOCTH MPHU MPUMEHEHHH PUBACTUTMHHA B COYETAHHUH C JAPYTUMHU
JICKapCTBEHHBIMHU CPEICTBAMH, KOTOpBIC, KaK M3BECTHO, y/UIHHSIOT uHTepBan QT (Bkmrouas,
Cpeau TpOYero, XUHUAWH, aMHOJApOH, MHUMO3U[, Tado(aHTPUH, LU3ANPHA, LUTAIOMpPaM,
MU30JIACTUH, MOKCH(DIOKCAIINH, pUTPOMULIMH). MoOXeT Takke NMOoTpeOOBaThCsS KIMHUYECKUN
MOHUTOPHHT (CM. pa3aen «Ocobvle yKa3aHusy»).

B3zaumooeiicmeusn, komopuie cnredyem npuHuMams 60 6HUMAHUE

bema-aopenobnoxamopwi

[Ipy ogHOBpEMEHHOM MNPUMEHEHHWU PHUBACTUTMHUBA C Pa3IUYHBIMU OeTa-aJpeHO0I0KaTOpaMu
(BKJTIOYAsi aTEHON0Jd) OBUIO OTMEUEHO CHHEPrHYecKoe B3auMOJCHCTBUE, NPHUBOJUBIIECE K
pa3BUTHIO OpaauKapAWH, YTO, B CBOIO OYEpPENb MOXET CTaTh MNPUYUHON CHHKOIAJIHHBIX
cocrosiHuil. HecMoTps Ha TO, YTO OJTHOBPEMEHHOE MPUMEHEHHE C KapAHOCEIeKTUBHBIMU OeTa-
aZpeHOOIOKAaTOpaMHU CBSI3aHO C HAMOOJBITUM PUCKOM pa3BUTHA TakuxX 3¢ dexToB, qaHHbe HS
OTMEUAIIUCh TAKXKE M Y TMAIIMEHTOB, TIOTYYaBIINX U APYTUE TPenapaThl JaHHOW TPYIIIIHL
Bzaumooeiicmeue ¢ nukomunom

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

B3zaumooeticmsue ¢ naubonee 4acmo 00OHO8PEMEHHO NPUMEHAEMbIMU NPenapamamu

VY 310poBbIX 10OPOBOIBIEB (apMAKOKUHETHYECKOTO B3aMMOJICHCTBUS MEXKIy PUBACTUTMUHOM
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JUId NIpUeMa BHYTPb M JAUTOKCUHOM, Bap(apHHOM, IuazenamMoM WiN (DIyOKCETHHOM BBISIBIECHO
He Obut0. BhI3BaHHOE BapdaprHOM yBenHYeHHE TPOTPOMOMHOBOTO BPEMEHM MPH MPUMEHEHUH
pUBaCTUIMMHA JUIsl NpUeMa BHYTPb HE HU3MEHAJIOoCh. [IpM OJHOBpPEMEHHOM NPUMEHEHUH
pUBacCTUIMHMHA JUIsl IpUe€Ma BHYTPb M JWIOKCHHA HEOJAronpusATHOIO BIUSHUS Ha
BHYTPHCEPICUHYIO IPOBOAMMOCTh OTMEYEHO HE OBLIO.

OpnHOBpEeMEHHOE NPUMEHEHUE PUBACTMIMUHA C TAKMMH YacTO NMPUMEHSIEMBIMU IIperapaTaMi,
KaK aHTalH/IbI, IIPOTUBOPBOTHBIE CpEICTBa, TUIOIIMKEMUYECKHE IIpenaparsl,
AQHTUTUIIEPTEH3UBHBIE  CPEACTBA  LIEHTPAJIBHOIO  JACHUCTBHUS, OJIOKATOPbl  «MEIJIEHHBIX»
KaJIbIMEBBIX KaHAJIOB, IPENAapaThl, OKAa3bIBAIOIIUE IIOJIOKHUTEIBHOE HHOTPOIHOE JACUCTBHE,
AQHTHAHTUHAJIbHBIE  CPEACTBA,  3CTPOTEHBbl,  AHAJNBIETUKH,  BKJIOYas  HECTEPOUIHBIE
IPOTHBOBOCTIAJMTENIbHbBIE Mpenaparbl, OCH30]Ma3eNUHbl U AHTHUTUCTAMUHHBIE CPEICTBA, HE
COIIPOBOXKIAIOCHh KAKMMHU-IMOO W3MEHEHMSMU KHHETHKM PUBAaCTUIMHMHA WM MOBBIIIEHUEM

PUCKAa BOSHUKHOBCHUA KIIMHUYCCKHU 3HAYUMBIX HECXKCITATCIIBHBIX SIBIICHH.

OCOBBIE YKA3AHUS

[TaruenTam crnegyer n3berarb KOHTaKTa PyK C TJla3aMU HEMOCPEACTBEHHO IOCIIE MPUKPEIUICHUS
nwin ynainenuss TTC. Heobxoaummo THIATENHHO BBIMBITH PYKH BOJOHW C MBUIOM TIOCIIE
npukpersieHus uim yganenus TTC. B cinydae kOHTakTa C Iyla3aMM WIM [IPU TOKPACHEHHUH TIJ1a3
nocne npukpervieHnss uan yganenus TTC, cieqyer HEMEMIEHHO MPOMBITH Tia3a OOJbIIUM
KOJIMYECTBOM BOJIbI U, €CIIU CUMIITOMBI COXPaHSIOTCS, 00paTUTHCS 32 MEAUIIMHCKON TOMOMIBIO.
Hapywenus co cmoponbl siceny0ouno-KumeuHo2o mpaxkma

YacroTta pa3BUTHUS U THKECTh MOOOYHBIX 3()(HEKTOB OOBIYHO MOBBIIIAETCS MPU YBEITMUCHUH J03bI
pUBAaCTUTMHHA, OCOOEHHO B TIEPHOJ U3MEHEHUs 03bl. ECiu mepephIB B MpUMEHEHUH MpermapaTa
Akcenon® TTC cocraBui Gosee TpeX JHEH, BO30OHOBIISITH JICUCHUE CIICAYET C HadyalbHOU J03bI
(Oxcenon® TTC 4,6 mr/24 u).

BbIpa)XK€HHOCTh TaKMX J0303aBHCHUMBIX HEXKEJIATEJIbHBIX SBICHUM CO CTOPOHBI KEIIyIAOYHO-
kumeynoro tpakta (JKKT), kak TomrHoTa, pBOTa U AUapesi, HAOIIOJAIOINXCs B HAaYaJe JeUeHUs
WIM TpU YBEJIMYEHUHM JI03bl I[Ipenapara, MOMKET YMEHbIIAThCS MpPH CHUXXKEHUH O3Bl
PUBACTUTMHUHA, B Ciydae oTCyTcTBus >ddekTa cremayer mpepsaTh Tepamuio TTC Dxcenon®.
Haunbie HS yame BcTpewatorcss y skeHUuH. [lammeHtam, y KOTOpPBIX Pa3BUIIMCh MPU3HAKU
JerupaTaluy, BCIEACTBUE MNPOAODKUTEIBHOW JUAaper WM  PBOTHI, PEKOMEHJOBAHO
BHYTPUBEHHOE BBEICHUE KUJIKOCTU M CHUKEHHUE JI03bl UJIM OTMEHA Tepalui PUBACTUTMHUHOM,
13-3a BO3MOXHOT'O PUCKa Pa3BUTHUS CEPbE3HBIX OCI0KHEHUI.

CHudrcenue maccol mena

[Tockonpky y mamueHToB ¢ Oo0yie3HBIO AJblreiiMepa Ha (oOHE Tepanuu HWHTHOUTOpAMHU
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XOJIMHACTEpa3bl, BKIIOYAs PUBACTUIMHUH, MOXKET OTMEUAThCsl CHM)KEHUE MAacChl TeJla, BO BpEMsI
tepanuu TTC Dkcenon® He06X0AMMO KOHTPOJIUPOBATh BEC GONBHEIX.

Lpyaue nedxcenamenvrvle A6N1€HUSA, CEA3AHHBIE C NOBLIULEHUEM AKMUBHOCMU XOJIUHEPSUUEeCKOU
cucmembl

Kak u npu mpuMeHeHMH APYIMX XOJMHOMHUMETHKOB, CIEIyeT COOJI0aTh OCTOPOXKHOCTh IPH
npuMenenny npenapara JkcenoH® TTC y NallMeHTOB ¢ CHHAPOMOM CIabOCTH CHHYCOBOIO y3J1a
WIA HapyIIEHUSMH TPOBOJUMOCTH (CHHOATpUalbHas OJIOKaJa, AaTPUOBEHTPUKYIISApHAS
Onmokana); y MalKMEHTOB C OpOHXMAJIbHOM acTMOM WIM OOCTPYKTHBHBIMU 3a00JIeBaHUSIMHU
JIbIXaTENNbHBIX ITyTEH B aHaMHE3e.

XonuHepruyeckasi CTAMYJISILIUS MOKET IPUBOAUTH!

- K TOBBIIICHUIO CEKPELMM COJSHOW KHUCIOTHI B JKEIyIKe, MO3TOMY CIEAyeT COOI0AaTh
OCTOPOJKHOCTh TIpuMeHeHuu npenapata Dkcenon® TTC y HalMeHTOB ¢ A3BOH sKemyaka M
JIBEHAIATUIIEPCTHONW KHUIIKH B CTaJUU OOOCTPEHMS WM y OOJBHBIX, NMPEIPACIONOKEHHBIX K
9THM COCTOSIHUSM;

- K pa3BUTHIO UM 00OCTPEHUIO 0OCTPYKIIMH MOYEBBIBOASIINX MyTEH U CyTOPOKHOIO CUHIPOMA,
[OSTOMY CIIeAyeT COOMI0AaTh OCTOPOXKHOCTh MpPH HAa3HAYCHWH PHBACTUTMUHA OOJBHBIM,
IPEPACIION0KEHHBIM K ’TUM COCTOSIHUSIM.

[Tono6HO ApyruM  XOJMHOMUMETHKAM, IIpU IPUMEHEHUHM pPUBACTUIMHHA  BO3MOYKHO
BO3HUKHOBEHHUE YBEJIINYEHNUE BBIPAKEHHOCTH SKCTPATUPAMUIHBIX PACCTPONUCTB.

Yonunenue unmepeana QT u drceny0oukosas maxukapous muna « nupysm»

Ha snexkrpokapanorpaMMe manyueHTOB, MOJYYaAIONIMX TEPANUI0 HHIMOUTOpaMU XOJIUHACTEPa3bl,
BKJIIOYask PUBACTUTMUH, MOXKET HaOmronaThes yanuHenue uHrepsana QT. PuBacTurMun Moxer
BBI3BIBATH OpauKapuio, KOTOpas MPeacTaBiIseT co0oi (akTop prcKa BOSHHUKHOBEHHUS torsade
de pointes (Taxukapausi THIA «ITAPYIT»), TPEUMYIIECTBEHHO y MAIIMEHTOB C (paKTOpamMH pUCKa.
Crnenyer coOmofaTh OCTOPOXHOCTh y MAIMEHTOB C IOBBILIEHHBIM PUCKOM DPa3BUTHS
TaXMKapAWW TUOA  «IUPYIT»;  HAOmpuUMep, TMpH  JCKOMICHCHPOBAHHOM  CepleUHOU
HEIOCTaTOYHOCTH,  HEIaBHO  NEPEHECEeHHOM  HH(papkTe  MHOKapaa, OpaauapuTMHH,
THIOKATMEMUN WM TUIIOMarHueMHH, yIIMHEeHUH uHTepBaia QT B aHaMHe3e WM CEMEHHOM
aHaMHe3e, WIM TpH OJHOBPEMEHHOM IIPUMEHEHHHM C JIEKapCTBEHHBIMU IIpenapaTami,
BBI3BIBAIOIIMMHU yanuMHeHue uHrepBana QT u/miam Taxukapauio THIA «IIHPYIT». MOXKET Takxke
noTpeOOBaThC KIMHUYECKUH MOHUTOPUHT (CM. pazaen «Bzaumooelicmsue ¢ Opyeumu
JIeKapCmMBEeHHbIMU CPeOCMEaAMU»).

Peaxyuu 6 mecme npuxpenienus TTC Dxcenon® u koxcnvle peaxyui

KoxHble peakiuy, BO3HHKaoIMe Ha (oHe TpuMeHeHus npemapata Dkcenon® TTC, kak

MPaBUJIO, JIETKOW WJIM yMEPEHHOM CTENeHU BBIPAKEHHOCTU. ODTHU pPEaKIHH HE SBISIOTCS
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MoKa3aTeieM CeHCMOMIM3alliy OpraHru3Ma MalueHTa K puBacTUTMUHY. TeM He MeHee, Ha QoHe
npuMenenus npenapata JkcenoH® TTC MoxeT BO3HMKHYTh AajlIeprHUecKdil KOHTaKTHbIH
JEpPMaTuT.

Anepruyeckuii KOHTaKTHBIM JAEPMATUT CIEAyeT 3alofO03pHUTh, €CIM B MECTE MPUKPEIUICHUS
TTC BO3HUMKIIA KOKHAs peaKIvs, pacpocTpaHstomascs 3a npeaeiibl pazmepa TTC, nim koxxHbIe
peakuMu B MECT€ MPUKPEIUICHUS JOCTUINIM BBIPAXEHHOW WHTEHCUBHOCTH (HampHUMep,
YCWINBAIOIIASACA d3pUTEMA, OTEK, BO3HUKHOBEHME TallyJs, BE3UKYJI), a TaKXkKe, €cllu
BBIPA)KEHHOCTh KOJKHBIX PEaKIMi CYIIECTBEHHO HE YMEHBINAETCs B TeueHue 48 yacoB mocie
yaaneanst TTC. B aTux ciydasx JiedeHHWE MpenaparoM CleAyeT MPEeKpaTuTh (CM. pasien
«IIpoTHBOIIOKa3aHUA).

[Ipu pasBuTum y nanueHtoB peakuuu B mecte npukperuieHus TTC, moxoxeil Ha KOHTaKTHBIN
ajIepruyeckuii JepMaTUT, Ha (oHe NpuMeHeHMs mnpemapata DkcenoH® TTC, ecnu ecTh
HEOOXOJUMOCTh  MPOJOJDKEHHsS] TEepalmuud pPHUBACTUTMHHOM, TMAIMEHTa TMOJ KOHTPOJIEM
MEAMIMHCKOTO NEPCOHAIA U MOCIE MOIYYEHHs] OTPULIATENILHOTO pe3ysbTaTa MpU MPOBENECHUU
QJIJIEPrOJIOTUYECKOT0 TECTUPOBAHMS PEKOMEH/IOBAaHO IIEPEBECTH Ha JIEKapCTBEHHbIE (HOPMBI
pUBAaCTUIMHMHA [UIsl TpueMa BHYTpPh. HekoTopble NalueHTbl, CEHCUOWIM3UPOBAHHBIE K
PUBACTUTMHUHY BcliescTBHe npuMeHeHns Jkcenon® TTC He cMOTYT NPUMEHSTh PUBACTUIMKH B
JpYyTUX JEKapCTBEHHBIX (opMax.

B xoJ1e mocTperucTpallnoOHHOT0 MPUMEHEHHS Ipernaparta ObUTH MOJTyYeHbI JaHHBIE O Pa3BUTUH Y
HEKOTOPBIX MALMEHTOB PACHPOCTPAHEHHOTO AJUIEPTUYECKOTrO JEpMaTUTa IPU MPUMEHEHUH
pUBAaCTUTMHMHA BHE 3aBHCHMOCTH OT clloco0a MpuUMEHEHHs (BHYTpb WJIM TpaHcIepMalibHO). B
3TUX CIy4asx NpenapaT cjlelyeT MHOJHOCThI0 OTMEHUThH (cM. paszen llpoTrnBomokaszaHus).
[laneHTsl U JMIA, OCYNIECTBISIONIME YXOJ 33 HUMH, TOJDKHBI OBITH MPOMH(OPMUPOBAHBI O
BO3MOXXHOCTH Pa3BUTHUS COOTBETCTBYIOIIMX KOXXHBIX peakuuii Ha (oHe NpHUMEHEeHus
PUBACTUTMHUHA.

Ilpumenenue y ocobvix cpynn nayuenmos

Ilpumenenue y nayueHmos noiCu1020 603pacma

B kiuHHYecKuX uccienoBanusax npenapara Jkcenon® TTC Bospact 88% MalMeHToB COCTABIISI
65 net u 6o1ee, a Bo3pact 55% mnarnueHToB Oosiee 75 net. B mienom, paznuuuii B 6€301MacHOCTH U
3¢ peKTUBHOCTH MPUMEHEHUs IpenapaTa B 3aBUCMMOCTH OT BO3pacTa BbIsIBIIEHO He Obut0. Tem
HE MEHEee, Helb3sl HCKIIOUWTh HMHIWBUIYyallbHYI0 0o0Jiee BBICOKYIO YYyBCTBUTEIBHOCTH K
BO3/ICUCTBUIO Mpenapara y MaieHToB 0ojiee cTapiiero Bo3pacra.

Tayuenmoi ¢ HapywieHuAMYU PYHKYUU NeYeHU

[Tpu npueme pyUBacCTUTMHHA BHYTPb Y MAIlMEHTOB C HapyIICHUAMU (DYHKIHUU MEYESHU JIETKOU U

CpCI[HCI\/'I CTCIICHU TsXKCCTHU Ha6mo/:[anocs YBCIIUMUCHUEC DKCIIO3UIIMU PUBACTUIMHUHA, B CBA3U C
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YeM MOXET TOTpPeOOBaThCsl CHUXKEHHWE [I03bI B COOTBETCTBHM C WHIUBHAYaJTbHOMN
MEePEHOCUMOCThIO y TAIMEHTOB JIaHHOM KaTeropuu. M3ydeHue mpuMeHEHUs pUBACTUTMHHA Y
MAIUEHTOB C HAPYIICHUSIMU (DYHKIIUU TICYCHU TSHKEIIOW CTENEHU HE MMPOBOMIOCH.

Tlayuenmul ¢ Hapywenusmu QyHKYuU nodex

[Ipu mpueme puBaCTUTMHUHA BHYTPb y TMAIMEHTOB C HAPYIICHUSAMH (YHKIUHM MOYEK JIETKOW U
CpeIHEl CTEMEeHH TSHKECTH HAOJI0NalIoch YBEIMUYEHUE SKCIO3WIIMH PUBACTHUTMHUHA, B CBSI3H C
4eM MOXET TOoTpeOOBaThCS CHWXKEHHME [03bI B COOTBETCTBHHM C WHJIWBUIYaIbHON
MEPEHOCUMOCTBIO Y MAIIMEHTOB JAHHON KaTerOpHUHU.

Hayuenmuol ¢ HU3KOU UL BbICOKOU MACCOU mea

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

Maccou Tena.

BJAUSHUE HA CIIOCOBHOCTH YHPABJIATH TPAHCIIOPTHBIMU CPEJCTBAMM U PABOTATH C
MEXAHU3MAMU

JleMeHIMs ajbIreiiMepoBCKOrO THIIA MOXET BBI3BIBATh IMOCTEIIEHHOE YXYALICHHE CIIOCOOHOCTH
YIOpaBJI€HUS TPAHCHOPTHBIMU CPEACTBAMU HWJIM IOCTaBUTh I0J YIrpo3y BO3MOXHOCTb HX
UCIIOJIb30BaHUs. Y NALMEHTOB, MOJYYaBIIMX TEPANUI0 PUBACTUIMHUHOM, BO3MOXHO DPA3BUTHE
TOJIOBOKPY)KEHUSI U COHJIMBOCTH, OCOOCHHO B Hayajie JICYCHHS WU NPU HU3MEHEHHH JI03bI
npenaparta. PUBaCTUrMUH MOXKET BBI3BBIBaTh OOMOPOKH MK AenupHii. CIOCOOHOCTD MaIMEeHTa ¢
JIEMEHLIMEH, TOJYYarollero JIEYEHUE IpernapaToM, YIPAaBIATh TPAHCIOPTHBIMU CpPEICTBAMHU

u/nunu paboTaTh ¢ MEXaHU3MaMU JI0JKHA PErYJISIPHO OLIEHUBATHCS JI€YaIllUM BPavuoM.

®OPMA BbIITYCKA

TpancnepmanbHas TepaneBTHYecKas cuctema, 4,6 mr/24 4, 9,5 mr/24 u.

[lo 1 TTC B maker u3 MHOTrOCIOWHOrO namuHata (Oymara/ monudTHIEHTepedTanat/
amromunaneBass ponpra/ mommakpwiHuTpua (ITAH) wmmm Oymara/ momustuieHTepedTanat/
MOJIMATUJICH/ aTtOMUHKEBas (HOJIbra/ MOTHaAMUL).

ITo 3, 7, 30 nakeToB BMeCTe C MHCTPYKLMEN 0 IPUMEHEHHUIO B KAPTOHHOM TauKe.

JlonyckaeTcst HamM4re KOHTPOJIS IEPBOTO BCKPBITHS HA KAPTOHHOM MavKe.

YcaoBusi XPAHEHUS

[Ipu remneparype He Bbie 25 °C, B HEAOCTYTHOM AJIs A€TEW MECTE.

CPOK TOJHOCTH
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2 roxa.
[Ipenapar He cieyeT IPUMEHATH II0CIIE OKOHYaHUSA CPOKA F'OAHOCTH.
YCl10BUA OTIOYCKA

OTmycKarT 1o perenTy.

HAMMEHOBAHUE UM AJIPEC IOPUJAYECKOIO JIMIIA, HA HMMS KOTOPOI'O BBIJAHO
PETMCTPALIMOHHOE YJIOCTOBEPEHUE

Hosaptuc ®apma AT, Jluxtmrpacce 35, 4056 bazens, lIBetinapus /

Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland.

ITPOU3BOIUTEJD

IIpousBoauTe/ b rOTOBOM JIeKAPCTBEHHOH (DOPMBI, NIEPBUYHAS YIIAKOBKA

JITC Jlomann Tepanu-Cucrem A, JlomanHmrpacce 2, 56626 Anpepnax, I'epmanus / LTS
Lohmann Therapie-Systeme AG, Lohmannstr. 2, 56626 Andernach, Germany.
Bropnunasi/moTpeduTesbcKas yHaKoBKa

JITC Jlomann Tepanu-Cucrem A, JlomanHmrpacce 2, 56626 Anaepnax, I'epmanus / LTS
Lohmann Therapie-Systeme AG, Lohmannstr. 2, 56626 Andernach, Germany.

Beinyckaouuii KOHTPOJIb Ka4ecTBa

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

Germany.

[HOJAYYUTh JAONOJHUTEJBHYID HHO®OPMALIMIO O IIPEIAPATE, A TAKXE HAIIPABATH
NPETEH3UU U UHOOPMALMNIO O HEXEJATEJIBHBIX SABJEHUAX MOKHO 11O CIEAYIOUIEMY
AJIPECY B Poccun:

00O «HoBaptuc ®apmar»

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

Ten. (495) 967 12 70,

dbakc (495) 967 12 68.
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