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MWUHUCTEPCTBO 3I[PABQOXPAHEH POCCHUUCKOH OENEPAIINU

COTIACOBAHO

HHCTpyKuus Mo MeTMUMHCKOMY PHMEHEHHUIO

JICKapCTBEHHOTI'O Npenapara il MEAULIUHCKOI'O IIPUMEHEHHUA

9KCEJOH®
Brumamenvro npouumaiime smy uHcmpykyuio neped mem, KaK HA4amv RPUEM/UCNONLI0BAHUE
amozo nexapcmea.
o Coxpanume uHCcmpykyuio, ona modxicem nompe606amucs 6HO8b.
e FEcauy Bac 6osnuxau eonpocwl, obpamumecs x epauy.
®  Omo nexapcmeo nasuaveHo nuyHO Bam, u ezo e credyem nepedasame Opyzum nuyam,
NOCKONbKY OHO MOJICEM NPUYUHUMbL UM 6De0 0adice NPU HALUNUU meX e CUMNMOMOS,

ymo u y Bac.

PErHCTPAUMOHHBINA HOMEP: JIT1-002416
TOPrOBOE HA3BAHME: DKCENOH"

MEXAYHAPOJHOE HENATEHTOBAHHOE HA3BAHUE (MHH): puBacTurMux

JIEKAPCTBEHHASl ®OPMA: TpaHCAepMaibHas TepaleBTHYecKas CHCTeMa

CocTAB

1 TpaHcaepmaneHas TepaneBtudeckas cuctema (TTC) comepxut: Oeticmeyrowee eewjecmgo —
puBacturMuH 9,00 Mr (conepxutcst B TTC 4,6 mr/24 4, 5 CMZ), 18,00 mr (comepxurcs B TTC 9,5
Mr/24 g, 10 CM2) unu 27,00 mr (copepxurcs B TTC 13,3 mr/24 y, 15 CM2); 8CNOMO2amenbHble
seyecmea: D,L-a-toxodpepon 0,03 mr, 0,06 wmr, 0,09 w™r, Merwimerakpunata u
Oytunmerakpunara cononumep 6,00 mr, 12,00 mr, 18,00 Mr, akpuIIOBOi KUCIIOTHI COMOJHMED
14,97 mr, 29,94 mr, 44,91 Mr; kneswuit croii: CUNUKOHOBBIN conoyumep 14,84 mr, 29,67 wmr,
44,505 Mr, qumeTukoH (cunukoHoBoe Macno 12,500 cSt) 0,15 mr, 0,30 mr, 0,45 mr, D,L-o-
tokodpepon 0,015 wmr, 0,03 wmr, 0,045 Mr; norumepuvie naewxu: TOAJIOXKKA H3
nonuaTUAEHTepedTanara, 23 MkM: S CMZ’ 10 cM?, 15 cm?%; sammrHas bTopnonumepHas

nonuaTuineHTepedranaruas mieHka, 75 Mmkm: 10,13 CMZ, 20,25 CMZ, 29,16 cM>.

ONMUCAHHE:

Tpauczxepmanbnaﬁ TE€pANEeBTHUYECKAaA CHCTEMA C MOJJIOKKOH OexeBoro LIBETA, ABOHHBIM

aJIF€3UBHBIM CJIOEM Y IIPAMOYTOJIFHOM 3alUTHOH IJIEHKOH BHAXJIECT, C yTiIyOIeHUAMM, KpyTiias.




Ha noanoxxe TTC namneyarka: «KAMCX» mns no3uposku 4,6 mr/24 g, «BHDI» nns JIO3UPOBKH
9,5mMr/24 4, «CNFU» s no3uposku 13,3 Mr/24 4.

DAPMAKOTEPANEBTHYECKAS FPYNNA:  XOJMH3CTEpa3bl HHTHOHUTOP

Koax ATX: N06DAQ3

DAPMAKOJION'HYECKHE CBONCTBA

DapmaxoduHamuxa

PUBAaCTUIMHH, SBIAACH CENEKTMBHBIM WHTHOMTODOM aueTWI- ¥ GYTHPHIXONMHACTEPa3bl
KapbaMaTHOro  THMa, 3aMEWIAET  pa3pylIEHHe  AUETHIXOJIMHA,  BHIPAGAaTHIBAEMOTO
YHKUMOHAIBHO COXPAHHBIMH HEHpOHAMH, H YIy4llaeT CHHANTHYecKylo nepenady. [Ipenapart
CENIEKTHBHO YBEJIMYMBAET COAEPXKAHHE ALETHIIXOJIMHA B KOPE [OJIOBHOIO MO3ra M THIIMOKaMIIE,
H, TakuM 00pa3oM, CHOCOOCTBYET YITyYlIEHHIO XOJMHEPrHYECKOM HEPBHOM IepenauH.
PHBacTUIMUH OKa3bIBAaeT MOJIOXMTENbHOE ACHCTBHE NpPH CHU)XKEHWHM KOTHUTHBHBIX (YHKIHH,
CBA3aHHBIX C NEPHMIHMTOM aUETHIXOJNHHA INPH JEMEHUMH, ACCOLMHPOBAHHOH C GOJE3HBIO
AnbureiiMepa. Kpome Toro, CymecTBylOT [oKa3aTeNbCTBAa TOrO, YTO WHTHOHMpOBaHME
XOJIMHICTEPA3 MOXKET 3aMeUIATh 06pa3oBaHHE (PparMEeHTOB OEIKOBOrO MpeaIeCTBEHHMKa beTa-
aMUJIOMJa, HAKOIMJIEHHE KOTOPOrO0 MPUBOAMT K (OPMHUPOBAHHIO AMMIIOHAHBIX OJAIUEK,
SBJIIOLINXCS OZIHMM H3 IJIaBHBIX N1ATOJOTHYECKHX NPH3HAKOB 60e3Hn Abrreimepa.
PuBacTUrMHH B3aMMOJEHCTBYET C HEPMEHTOM-MHILIEHBIO ¢ 00pPa30BaHMEM KOBAIEHTHOM CBS3H,
9TO BEJIET K BpEMEHHOH HHAKTHUBAUMH HepMeHTa.

VY MOJNOABIX 3A0POBBIX MYXYHMH MpPH IPHMEHEHHH PHUBACTHIMHMHA MEPOPAIBHO B J03€ 3 Mr
aKTHBHOCTh ~ALIETMJIXOJHMHICTEPa3bl B CNHMHHOMO3roBod >kuakocth (CMIK) cHuxaercs
npubnusurensHo Ha 40% B TeueHue mepBeIX 1,5 uacos. IToce JOCTMKEHHMS MAKCHMATBHOTO
MHrHOUpytomero 3G pexTa akTHBHOCTH (hepMEHTa BO3BPALIAETCS K HCXOMAHON MPHMEPHO uepe3 9
yacoB. Miurubuposanue Gytupuixonunacrepassl B CMXK Takke umeer o6parumelii xapakTep,
aKTHBHOCTb )epMEHTa BOCCTAHABIMBAETCS 10 HCXOQHOTO YPOBHS 4yepe3 3,6 yaca.

YV nanueHToB ¢ 6one3Hero AnsnreiiMepa HHruOHpOBAaHME pPHBACTUTMHHOM AaKTHBHOCTH
auernaxonuHacTepasbl B CMDOK nMeeT 10303aBHCHMBINA XapakTep B M3YYEHHOM JMAIa3oOHe 03
no 6 mMr gBa pasa B CYTKH (MakCHMaibHas 103a). MHrH6MpoBaHME aKTHBHOCTH
Oyrupuixonunscrepassl B CMXK y 14 manmeHToB ¢ Goie3Hbi0 AsburedMepa, IPUHHMABIINX
PMBaCTHTMHH  ME€pOpajbHO,  OBIJIO  CXOOHO C  HHTHOMPOBAHHEM  AKTHBHOCTH

aueTUIXONMUHICTEPassl. Jlo3a 6 Mr 2 pa3a B CYTKH BBI3BIBAET CHHXXEHHE aKTHBHOCTH (epMEHTa



]

bosnee yem Ha 60% mo cpaBHeHMIO ¢ MCXOAHOW. [[aHHbli 3ddekT nmpemapara coXpaHsICS Ha
NPOTSHKEHUH 12 MecsleB Tepanuy (MaKCHMAIbHBIA U3YYEHHBIH NEPUOL).
Beuta mokasaHa CTaTMCTHYECKH 3HauMMas KOPPEISALMS MEXTY CTENEHBIO WHIHOMPOBAHUS
puBacTUrMHHOM o0oux ¢epmentoB B CMDK M M3MEHEHMSAMH KOTHMTHBHBIX (YHKLHH Yy
MalMeHTOB ¢ OOoNe3HB0  AnbLreiiMepa; TNpH  3TOM, HMMEHHO  HMHIHOMpPOBaHHE
Oyrupunxonuuacrepassl B CMIK 10OCTOBEpHO M CTAaOHMIIBHO KOPPENHPYET C YIydLIEHHEM
PEe3yJbTaTOB TECTOB NAaMATH, BHUMAHHUS U OBICTPOTHI PEAKIHH.
IIpuMenenne TpaHcaepMaibHOK TepanesTuueckor cucTems! (TTC) Dkcenon® y MAalHUeHTOB C
JIETKOW ¥ yMEPEHHOH BBIPAXXEHHOCTBIO IEMEHUMHU TIpH 6one3Hu Ansureitmepa (10-20 6amnos no
KpaTko# Iukane oueHku ncuxuyeckoro craryca (KIIOIIC), Mini Mental State Examination,
‘ MMSE) u Tsxenol aeMeHLHeH anbUreiiMEpOBCKOrO THIA NPUBOLUT K 3HAYMMOMY YTyULIECHHIO
KOTHUTHBHBIX (QYHKUMH (BHMMaHHMS, NaMATH, peyd M Ap.), QYHKUMOHANLHOTO CTaTyca M
aKTHBHOCTH B TIOBCEZIHEBHOH XHM3HH M0 CPABHEHHIO C NaLebo. \
DapmakoKkuHemuka |
Abcopbyusn
A6copbuus pusacturmuaa u3 TTC Dkcenon®, IPOUCXOAUT MeaneHHo. [locne npumeHeHus
NepBoH NO03bI Npemapara BpeMs NOCTHXKCHHS ONpeNesieMON KOHLEHTpPALUU¥ PHBACTHIMHHA
coctapssuio 0.5-1 u. MakcumansHas koHUEHTpalus (Cmax) B IU1a3Me gocTuraercs yepes 10-16 u.
ITocne moctuxeHnss Crmax KOHUEHTPALMS B IJIa3M€ KPOBH MEUIEHHO CHHMXAETCS B OCTABIOHHCS
24-yacoBoit nepuon npuMererus TTC Dxcenon®.
PaBHOBECHAas KOHLIEHTpAlMs PUBACTUIMHHA B IUIa3Me KPOBH MOCJIE 3aMEHB! MUCIIOIb30BaHHOM
. TTC Skcenor® Ha HOBYIO MEUIEHHO CHHXXAETCS B CPEIHEM B T€YEHUE NPUONH3UTENBbHO 40 MHH,
noxa abcopbums NeHCTBYIOIEro BEMECTBa U3 BHOBB HakieeHHOH TTC Dkcenon® He HauMHaeT
npeobnasate Hanx dnuMHHauued. [locne yero nnasMeHHas KOHUEHTpaUMs pPHBACTUTMHHA
HAYWHAET MEJIEHHO TMOJAHMMATHCS H BHOBb JAOCTHIAET MaKCHMyMa MPHOIA3UTENBHO Yepes § u.
B paBHOBECHOM COCTOSIHHM caMas HM3Kas KOHUEHTpAuUWs COCTaBiseT npumepHo 50% ot
MaKCMMaJIbHOH, B IMPOTHBOIOJIOXHOCTh NEPOPAIBHOMY NPHUMEHEHHIO, NMPH KOTOPOM MEXIIY
NpHEMaMH OYEPENHOH J03bl KOHLEHTpauus B IasMe (pakTHueckd paBHa Hymo. Cxoxdsble
BPEMEHHBIE XAPAKTEPHCTHKH IUIa3MEHHOH KOHIIEHTPaUMHM DPUBAaCTUIMHHA HAOMOJANHCH MPH
npumenenun TTC 3Kcen0H®, B Auana3zoHe n03 oT 4,6 Mr/24 waca go 13,3 mr/24 4 yaca.
Hecmotpss Ha TO, 4T0 3KCnO3HLUS (Cmax M MUIOI@NHL NMOJ KPHBOM «KOHLEHTpPALHA-BPEMS)

(AUC)) puBacTUrMHHA OYEBHIHO MEHBLIE, YEM NPH NEPOPATLHOM [TPUMEHEHHH, €€ TIOBLILIEHHE

IPSIMO NMPONOPLHOHAIBHO YBenHueHUI0 No3HupoBKH TTC Dkcenon®. ‘




Ipu yBennuenun mosuposku ot TTC Dxcenon® ¢ 4,6 Mr/24 u no 9,5 Mr/24 4 ormeuanock
noBBIIEHHE Cmax U AUC puBacTHrmMuHa B 2.6 pas, npu nossuneruu 1o 13,3 mr/24 4 — 8 4,9
pas.

OtHocHTenbHass pa3sHHIA MEXIY MAKCHUMAIbHOH ¥ MHHHUMAIbHOM KOHLIEHTPALIUSIMHU
puBacturMusa (unaexc konebanus, UK) ((Cmax —Cmin)/Cavg)) nipu nipumenenun TTC Skcenon®
cocraBiana 0.58 mns mosuposku 4,6 mr/24 u, 0.77 nns no3upoBku 9,5 mr/24 4, 0.72 pns
JO3UPOBKH 13,3 Mr/24 4, 4TO 3HAYNTENBLHO MEHbLIIE, YeM NPH MEPOPATEHOM TpuMeHeHnH (MK
ot 3.96 s n03upoBKM 6Mr/CyTKM 1 4.15 ISt 103upoBKHU 12 MI/CyTKH).

KonuyecTBo puBacTHIMHHa, BEICBOOOKAaromeecs B TedeHue 24 yacos u3 TTC Dxcenon® (mo3a
B MI' Ha 24 Yaca), He SKBHBAIEHTHO NIEPOPATILHOMY PUMEHEHHIO TAaKOM e J03b] PHBACTAIMUHA
B Kamncysax (OLeHKa MPOBOAMIACK MO IKCMO3ULUM PUBACTUTMHUHA B IIa3Me KPOBH B TeueHue 24
4acoB).

Ixcenor® TTC 9,5Mr/24 4 sKkBUBaNEHTEH NPUMEHEHHIO Karcyn Ui pHeMa BHYTph Ipernapara
Oxcenon® BHYTPb B 103€ 6 Mr 2 pa3a B cyTku (12 Mr B JI€HB).

Ilpu HenmocpenCTBeHHOM cpaBHeHuM npumeHeHus 1 103l npenapara TTC Dxcenon® u kancyn
AU NpHeMa BHYTPh MEXCYOBeKTHas BapHabensHOCTh Cmax M AUC.p4, pHBAaCTHIMHHA
coctasnsina 43% u 49% nns TTC Dxcenor® u 74% u 103% ans Karicy, COOTBETCTBEHHO. [Ipn
MHOTOKPAaTHOM TIPHMEHEHHH M JOCTH)XXEHMH DPaBHOBECHOI'O COCTOSIHHUS MEXIIOMY/ALHOHHAS
BapHabenbHOCTE Crax B AUC(.24y PMBAaCTHTMHHA y NMALHEHTOB C AEMEHIMEH npu 0oje3Hu
Anburefivepa 6bL1a Tak xe 3HaunTenbHO HIke a1t TTC Dkcenon® no cpaBHeHMIO ¢ Kalcynamu
It ipreMa BHYTPh: 45% u 43% 119 TpaHCIepMaTbHON TepaneBTHYECKOH cHcTeMbl U 71% u
73% nns Kancys, COOTBETCTBEHHO.

Y NauMeHToB ¢ AeMEHLMEHR anbUrefiMepOBCKOTO THIIAa OTMEYEHA YeTKas CBA3b MEXLY MAacCoil
TeJla H PABHOBECHOH KOHLEHTpauKel puBacTurMuHa U MeTabonuta NAP266-90). V nanuenton
C IEMEHLMEH albUreAMEepOBCKOrO THIMa M Maccoi Tena 35 Kr paBHOBecHas KOHLEHTpAIHMs
PUBAaCTUIMHHA YBENHYHBAIACh NPHOIM3UTENBHO B 2 pas3a [0 CPaBHEHHIO C GOIBHBIMH ¢ MacCoi
Tena 65 Kr; B TO BpeMs KaK Ul MMAlMEHTOB ¢ Maccol Tena 100 Kr OTMEYanoch CHHMKEHYE
PaBHOBECHOH KOHUEHTpALMH NPHOIN3UTENBHO B 2 pa3a. Biusaue Macchl Tea Ha 3KCIIO3MLHIO
PHBACTHIMHMHA ABJIAETCS OCOOEHHO BAXXHBIM /IS TMALMEHTOB C OYEHb HU3KOM MaccoM Tena MpH
'YBETHYEHHH QO3B IIpenapara.

PuBacturmMuH xopomo BbicBoGoxnancs us TTC Dxcenon® B Teuenue 24-yacoBoro nepuoja
alMUIHKAMK - Ha KOoXy (okono 50% ot comepxanus mpemnapara). HanGonpIuuii mokasatens

AUCoo puBacTurmuHa u Metabonuta NAP266-90 otmeuancs npu Hakneunsanuu TTC Dxcenon®




Ha BEPXHIOIO MOJIOBHHY CIHHBI, PYAHOH KJIETKH MM Ha miuedo, AUCco CHIXaJICS Ha IPEMEPHO
Ha 20-30% npu HakIeuBaHMHU Ha 06NACTh XKUBOTA U Gefipa.

He nabmopanoce cymecTBeHHOHW KyMYJSILIMHM PUBACTHIMHHA WM MeTabomura NAP226-90 B
I1a3Me KpOBH Y NAMEHTOB C JA€MEHUHUER npu 60ne3Hu AnbureitMepa. 3a HCKIIIOYEHHEM TOTO,
YTO MIa3MEHHas KOHLEHTPAlKMs PUBACTHIMHHA TIpH BTopoM npuMenerud TTC Dkcenon® 6buta
BBILIE, YEM B NEPBEIE CYTKH.

Pacnpeoenenue

Pupacturmun cnabo casemaercs ¢ 6GenkaM Mmia3Mel KpoBu (0koo 40%), NErko MpOHHKAeT
yepe3 rematosHuedannueckuii 6apbep. Kaxyimiics o6beM pacnipesenenus cocrapiser 1,8-2.7
a/kr

Memabonuzm

PuBacTurMHH OBICTPO M B 3HAYMTEIBHOH CTENEHH METa0OJM3HPYETCA C TNEPUOLOM
NoJTyBbIBEIcHHs W3 mnasmel kposu (T'2) oxono 3.4 4 mocne ynmaneHus TpaHCAEpPMabHON
TEPaNeBTHYECKOA  CHCTEMBl.  ONMMMHAlLMA  OrpaHMYMBANAcCh  CTENEHBK  abcopOuuu
puBacturmuHa (flip-flop xunernka), yro o6wscHseT yBenuuerdue TV nocne ucnons3oBanus TTC
Akcenon® (3.4 4) 110 CPaBHEHHIO C NEPOPATHLHBIM HIIM BHYTPUBEHHBIM BBeAeHHeM (1.4 1 1.7 u
COOTBETCTBEHHO) mpenapara. MeTabonu3M pHBaCTHIMHHA IPOMCXONHMT TIJIABHBIM 06pa3om
IMyTEM THAPONH3a XOJHMHACTEPa3oil ¢ obpa3zoBaHHEM JeKapOaMHJIMPOBAHHOIO MeTabonuTa
(NAP226-90), xoToperi in Vitro NpPOXEMOHCTPUPOBA] MHHHUMAIBLHYIO .CHOCOOHOCTD
HUHIHOMPOBATh alleTHIXONHHACTEpasy (<10%). OCHOBBIBAsCH HA JAHHBIX, TIONYYEHHBIX B in Vitro
UCCIIEIOBAHUAX, HE oxcpmaercx B3aUMOJEHCTBUSA C IpenapaTaMu, MeTabOIM3UPYIOIIMMHUCS TIPH
nomMomy cnepyromux uszodpepmento cucremsl nuroxpoma: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 wumu CYP2B6. B COOTBETCTBHM C [JaHHBIMH,
TMOJyYEeHHBIMH B 3KCIEPHMEHTANbHBIX HCCJIENOBaHUSIX, OCHOBHbIE H30()EPMEHTHI LMTOXPOMA
P450 B MMHMMaJIBHO! CTENEHH BOBNEYEHBI B MeTaboM3M puBacTUrMuHa. O6LIHI M1a3MEHHBIH
KJIMPEHC PUBAaCTHIMHHA COCTaBiieT 0Koo 130 /4 mocne BHyTpUBEHHOro BBeAeHHs B a03¢e 0.2
Mr U cHHxaetcs A0 70 /4 mocne BHYTPHBEHHOro BBeAeHUS 2.7 MT, KOTODBIA COrjiacyercs ¢
HEIMHEHHBIM, OOpaTHO MPONOPLMOHATBEHBIM XapaKTepoM (apMaKOKHHETHKH PHBACTMIMHHA
BCJIEZICTBHE €TI0 JIUMHHALIUH 110 MEPE HACHILEHUA.

Coornomenne AUC wmerabonmura K  MCXOOHOMY BelnecTBy cocrtaBisuio 0.7 s
TPaHCIAEPMAaIbHON TEPANeBTUYECKOH CHCTEMBI TPOTUB 3.5 IpH NMPUMEHEHHH KAIICYJT /1 IpHeMa

BHYTPb, YTO YKa3bIBa€T Ha MCHBIIYIO HHTCHCHBHOCTH MeTaboM3Ma I0Ciie HaKOXHOIo




npumeHenus. OOpa3oBaHHe MeHblIEro konuuectBa Merabonura NAP226-90 o6ycnoBneno
OTCYTCTBHEM NPECHCTEMHOrO MeTabonuima (3G dexTa «IepBoro NPOXOKAEHHUS) YEPE3 MEUEHb).
Buoigeoenue

PyBacTMrMHH BBIBOAUTCH, INIABHBIM 00pa3soM, MOYKaMH B BHIE MeTabOIUTOB, B HEM3MEHEHHOM
BHJE B MOYe MouTH He obHapyxuBaercs. Uepes 24 yaca nociie npreMa BeBoauTcs 6onee 90%
n036l. C kasioM BEIBOOUTCA MeHee 1% 1035l

Dapmakokunemuka y nayueHmog RONCUI020 803pacma

Y noXWIBIX MauueHToB ¢ 60ne3HbI0 AnbureiiMepa npu npumerenud TTC Dxcenon® He 6b110
BBIBJIEHO M3MEHEHHMH 3KCTIO3HLIMH PUBACTHIMHHA, CBA3AHHBIX C BO3PACTOM.
Dapmaxoxkunemuka y nayueHmog ¢ HapyueHusMY QyHKYuu nevenu

Usyuenue npumenenus TTC Dkcesnon®, y NAlHEHTOB C HapylleHHeM (YHKUUH [EYEHH HE
NPOBOAMJIOCE. Y TNAlMEHTOB C HapyIICHHUSAMH (QYHKUMHM NEdYEeHH JErKOW M CpelHell CTeMneHH
TSDKECTH [I0CJIE MEPOPATBbHOrO NMPHMEHEHHS PHBACTUTMHHA OTMEYaNoch YBENMYEHHE Cpax
npumepro Ha 60% u AUC Gonee ueM B 2 pa3a 10 CpaBHEHHIO CO 3J0POBBIMH J0OPOBOJIbLAMH.
IIpu npueme 3 Mr pUBaCTUIMHHA OJJHOKPATHO WJIH MOCJIE MHOTOKPATHOrO TIpUeMa Ipernapara 1o
cxemMe 6 Mr 2 pasa B JIeHb KJIMPEHC DHBaCTHIMHHa ObUT mpuMepHO Ha 60-65% MeHbLIE Y
NALMEHTOB C HapylIeHWEM OQYHKIMHM MEYEHH JIeTKOM W CpelHEH CTEMeHH TSDKECTH [0
CPaBHEHHIO CO 3/I0POBBIMH MallUEHTaAMU. ITH (apMaKOKHMHETHYECKHE OCOOEHHOCTH HE BIIHMSIOT
Ha 4acTOTy BCTPEYAEMOCTH U BBIPAXXKEHHOCTh Hemena'renwﬁm SABJICHUH.

Dapmakokunemuka y nayueHmos ¢ HapyueHusIMU QYHKYuu novex

Wsyuenne npumenerns TTC Dkcenon® y TaLHEHTOB C HapyUuleHHeM (QYHKIHH TOYEK HeE
npoBoAMnock. Ha ocHOBaHUMH NMOMYNAHMOHHOTO aHAM3a He ObLIO YCTAHOBJIEHO SABHOTO BIIMAHHS
K/IMpEHCa KpeaTMHHHA Ha PaBHOBECHBIE KOHLCHTPALMH PUBACTHIMHHA HIIM €ro MeTabonuTa B

nia3Me KpoBH. Y NallMEHTOB C HapylIeHHeM QyHKUMHU MOYeK KOppeKuus A03bI He TpebyeTcs.

ITOKA3AHMA K NPUMEHEHHIO
e Cnabo 1M yMEPEHHO BhIPaXXCHHAS JEMEHIIMS AIbLINeMEPOBCKOTO THIIA.

o Tsxkenas ACMEHLIUA aJ'IbI_[l"Cf;[MCPOBCKOI‘O THIIA

IIPOTUBONOKA3AHUA

IloBeImeHHas YyBCTBUTENLHOCTh K PUBACTHTMUHY, NPYTHMM [POHU3BOAHBIM Kapbamara WM

IIPpOYYM HHIPEAUEHTAM, BXOJSLIHUM B COCTaB IIpernapara.




KoHTaKTHBIH anneprudeckuit nepMaTMT B aHaMHe3e, BO3HMKUIMH Ha (OHE NPHMEHEHHs
npenapara Jxcenos® TTC.

Bospacr no 18 ner.

C OCTOPOXHOCTBIO

PHBAaCTHUIMKMH CrETYeT NPUMEHATH C OCTOPOXXHOCTBIO Y MALMEHTOB C CHHAPOMOM Cl1aBoCTH
CHHYCOBOTO  y3la HIH HapylIEHMSMH TPOBOJMMOCTH (CHHOAaTpualbHas  6IOKaja,
aTPHOBEHTPHUKYJISIpHas 610kana).

XonuHepruyeckas CTUMYJIALHUS MOXET IIPUBOAUT:

- K TOBBIUECHHIO CEKPEUMH COJISHOM KHCIOTBI B OKEJTYAKE, [OITOMY CJEXYyeT COOMOAATh
OCTOPOXHOCTb TIPH TNPHMEHEHHH pPHBAaCTHIMMHA Yy TIAllHEHTOB C S3BOM JKENyAKa H
ABEHAALATHIIEPCTHON KUIUKH B CTafMH OOOCTPEHMS WIIM Y NMAUUEHTOB, NMPEAPACIONOKEHHBIX K
3THM COCTOSIHHSIM,;

- K Pa3BHTHIO UK 0OOCTPEHHMIO O6CTPYKIMM MOYEBBIBOJSALIMX ITYTEH M CYAOPOXKHOTO CHHAPOMA,
NO3TOMY ClIeAyeT COOMIOAaTe OCTOPOXHOCTH NMpH- IPHMEHEHUH PHUBACTHTMHHA Y MalHEHTOB,
NPEAPacHoIOKEHHBIX K 3THM COCTOSHHSM.

PuBacTMrMUH 10/XEH IPUMEHATBCS C OCTOPOXKHOCTHIO Y MALMEHTOB C GPOHXHAIBHON acCTMOI

WM OOCTPYKTHBHBIMH 3a00/1€BaHHAMH JBIXATENbHBIX ITyTEH B aHAMHE3E.

IIPUMEHEHHUE NPH BEPEMEHHOCTHU U B NEPUOA I'PYJHOIO BCKAPMJIMBAHMUA
bepemennocme

B uccnenoBaHusX y )XHBOTHBIX PHBAaCTHIMHMH NPOHHKAJ Yepe3 MiaueHty. Her HaHHBIX 0
CrOCOOHOCTH PUBACTHIMHMHA MPOHUKATH YEPe3 reMaToIlIalleHTapHbIN 6apbep y 4enoBeKa.
OKCrepUMeEHTaNbHbIE aHHbIE NOKa3alH, YTO PUBACTUTMHH HE HMEET TEPATOTrEHHBIX CBOMCTB. B
HCCNIEIOBAHUAX Y J>KHBOTHBIX OTMEUYAIOCHh YBETHMYEHHE IPOIOJDKHTENBHOCTH IECTAlMOHHOTO
nepuona. Be3onacHOCTh MpUMeHeHHs Tpenaparta JKCeIoH” npu GEpEMEHHOCTH y YeJioBeKa /o
HaCTOAINECrO BPEMEHM He. YCTAHOBJIEHA, MO3TOMY MpernapaT MOXXHO TNpPUMEHSTh IIpU
OepeMEHHOCTH TONBKO B TeX CHyyasX, KOrJa OXHIaemas [MO0Jb3a JIEYEHHS NPEBOCXOLUT
NOTEHUHAIBHBIA PUCK IUIA I10JA.

I'pyonoe ecxapmnusanue

B uccnenoBanusx pUBaCTUTMHH H €ro MeTabGONHMTHI BBIAEIINCE C MOJIOKOM JIaKTHPYIOIIHX
KHBOTHBIX. Hen3BecTHO, BHLIENAETCS JIM PUBACTUTMHH B TPYIHOE MOJIOKO, TO3TOMY BO BpeMs

IIpUMEHEHHUA NIpenapara CIeqyET OTKa3aTbCd OT KOPMJICHUS rpyabro.




DepmunvHocmeo

HeT naHHBIX O BIMSHHH PUBAaCTUIMHMHA HA )XEHIOUWH PENpPOAYKTHBHOIO BO3pacTa.

Her paHHBIX O BIMSHMM pHBAaCTHIMHHA Ha (EPTHIILHOCTH y 4ejioBeKa. B HcclemoBaHHsAX Y
XHUBOTHBIX HE€ OTMEYEHO OTPHLATEIBHOrO BIMAHHS Ha (PEPTHILHOCTH CaMIOB M CaMOK, Kak

pO]IHTCJICﬁ, TaK ¥ IIOTOMCTBaA.

Cnocos NPUMEHEHHUSA U 103bl

Tepanuio mpenapaToM ciexyeT MPOBOAUTH TOJNBKO MOA HaOMIOAEHHEM Bpaya, HMEKOILIErO OMBIT
JICYEHHS] TAIMEHTOB C JAEMEHUHMEH M IOA TNPHUCMOTPOM JIML, OCYLIECTBJLIIOLIMX YXOA 3a
nauveHTaMd.  [lauueHTsl M JIMLA, OCYINECTBISIOMME YXOJ 3a HHMH, OOMKHBI OBITh
NPOUHCTPYKTHPOBaHBl 00  OCOOCHHOCTSX  NPUMEHEHHs  Ipernapara  KOMIIETEHTHBIMH
MEIULHHCKUMH pabOTHHKaMHM

KonuuectBo conepxaimerocs M BBHICBOOOXIAIOINEroCs pPUBAaCTMIMHHA B 3aBHCHUMOCTH OT

no3uposku TTC xcenon® npeacTasieHo B Tabiuue 1.

Tabnuua 1.

TTC Dxcenon” KonugectBo KonuyecTBO puBacTUrMuHa,
cofiepKalnerocs BBICBOOOXJAIOIIErOCS iN ViVo B TEUCHHE
pUBacTMrMMHa 244

TTC Dxcenion® 4,6 Mr/24 1 9 mr 4,6 Mr

TTC 3KCCHOH®9,5 Mr/24 9 18 Mr 9,5 Mr

TTC Dkcenor® 13.3 mr/24 4 27 mr 13,3 Mr

Cnabo unu ymepeHHO 6bIpANCEHHAA OeMEHYUA ANbYZELMEPOECKO20 muna.

Hauanvnas 003a u noobop pexomenoyemoti 3¢pgpekmugrou 003bl:

JleueHwue mpenaparom clieqyeT HadyuHaTh ¢ npuMeHenus TTC Skcenon® 4,6 Mr/24 4 1 pa3 B A€Hb.
IMocne 4-x Heaenb JIeYeHHS MUHUMYM, [IPH XOpOIIEH NEpPEeHOCHMOCTH, A03Y Mpenapara Cleayet
YBENIMYUTL 10 pekoMeHmyemon 3¢ dbekTHBHOH No3bl myTeM npumMenenus TTC Sxcenon® 9,5
MI/24 4, KOTOPYIO MOXCHO IPHUMEHSTH [0 TEX 0P, 10KA COXPAHAETCS TEPaneBTHYECKUi I HeEKT.
Hapawusanue 003v1:

Jl1 pOAOIIKHTENIBHOTO JIEYEHHUS, TIPY HATUYMH TEpaneBTHYECKOH 3QHEKTUBHOCTH y NALMEHTA,

pekomenayercs npumeHenue TTC kcenon® 9,5 mr/24 u. IIpu Xopoluel NEPeHOCHMOCTH




Tpenaparta M, KaKk MHHUMYM, nocie 6 Mecsues jeuenus TTC Dxcenorn® 9,5 mr/24 u, negamuit

Bpay NpH HEOOXOAMMOCTH JOCTH)XEHHUS NOTONHHTENBHOIO TEpaneBTUYECKOro 3 dexra MOoXer

YBEJIMYHTB 103y A0 13,3 Mr/24 4 y nauueHToB, Y KOTOPBIX, HECMOTPs Ha mnpumeHenne TTC

Sxcenon® 9,5 Mr/24 4, HaGIOAACTCS 3HAYAMOE HapyLIE€HHE KOTHUTUBHBIX QyHKIMH (Harpumep,

yxyamenue pesynsratoB no KILUOIIC) w/unm yxynmueHue (yHKIMOHAIBHOrO craryca (Ha

OCHOBAHHMH CYOBEKTUBHOH OLICHKH Bpaya).

Tacxcenan 0emenyua anvyzeiimeposckozo muna

Hauanvnas 0o3a u noobop pexomendyemou 3¢hghexkmugrov 003vl:

JleueHue ripernapaToM CiieXyeT Ha4YMHaTh ¢ npuMeHeHuss TTC Sxcenon® 4,6 Mr/24 4 1 pa3 B JIeHb.

Jlo3y npemnapara ciaexyeT NMOCIEAOBaTENbHO YBENIWYMTh CHauyaia Ao 9,5 mr/24 4, a 3arem no
' a¢dexrusnoi no3b1 13,3 Mr/24 4. Kaxxpoe yBennueHue 10361 BO3MOXHO JIMLIB 1TOcje 4-X HeAenb

JIeYEHHS MUHEMYM H IIPH XOpOLIeH NepeHOCHMOCTH NMPEAbIAYIEH 03B

Ho3a coenme 13,3 Mr/24 4. He OKa3bIBaeT 3HAYMMOI'0 NPEUMYINECTBA, HO YBEIMYUBAET YaCTOTY

n0604HBIX 3P PEKTOB.

IIpepsisanue nevwenun:
Cnenyer peryiaspHO NpPOBOAMTH OIEHKY KJIMHHYeCKoro s¢dexra Tepanuud penapaToMm
kcenon® TTC. IIpH OTCYTCTBHM KIHHH4eCKOro 3b¢eKTa OT Tepamuu NpH TNpPHMEHEHHU
ontaMasbIx 203 TTC Dkcenon® CIIEIyET NMPEKPATUTh TEPAIHUIO MPENapaToM.
Crnenyer BpeMEHHO MPEKPATHTh TEPAIHUIO MPEnapaToM B Ciydae BO3HHUKHOBEHHS HEXeNaTeNbHbIX
‘ SBJICHHM CO CTOPOHBI IHUINEBApPUTENBHOH CHCTEMBl W/WIM YXYOUIEHHS CYINECTBYIOMIMX
| 9KCTpanMpaMHUIHBIX CHMMITOMOB (B T.4. TpeMopa) A0 HX paspemeHus. Eciu nepepeis B
NpMMEHEHMH [pernapara COCTaBMI He Oonee Tpex HAHEH, MOXHO BO30OHOBHTH NPUMEHEHHE
npenapata B TOM >ke Jno3e. B ciydae Oonbiueil MpOJO/MKHMTETPHOCTH MEpHOJa OTMEHBI,

BO30OHOBJIATH JIEYEHHUE CIEAYET C HAYATBHOH 10351 (3Kcen0H® TTC 4,6 mr/24 v).

[TanueHTEl, leueHHe pUBACTUTMHUHOM KOTOPBIX IIPOBOJAMIIOCH B BHAE KallCyJl MJIH pacTBOpa i
o ® .

IipueMa BHYTpb MOTYT nepeiTu Ha nedeHne TTC Dkcenon, cneayromum o6pasom:

o Y mauMeHToB, MOTY4aBLIUX MEPOPAIBHYIO TEPAIMIO PUBACTUTMHHOM B JI03€ MEHEE WJIH

PaBHYIO 6 MI' B CYTKH, JIeYEHHE CIIe[yeT HaulHaTh ¢ npumerenus TTC Sxkcenon® 4,6 Mr/24 .

e VY DauWeHTOB, NOJYYaBUIHX MEPOPAJbHYIO TEpPalHi0 PUBACTUIMHUHOM B CTaOMJIBHOH H

XOpOLIO MEPEHOCHMO# 103€ 9 MI B CYTKH, JIEYUEHHE MOXXHO HauMHATh cpa3y ¢ npuMeHenus TTC




Okcenor® 9,5 Mr/24 4. Ho ecim nepopajbHas Tepanus He 6bpula CTaOMIIBHOM H XOpOIIO

NEPEHOCUMOM, NEPEXO Ha TPaHCAEPMAbHYIO (OpMYy PEKOMEHIOBAHO HAYMHATHL C NO3H 4,6
Mr/24 y.
° YV NauueHTOB, NOJyYaBUINX NEPOPATLHYIO TEPANHIO PHBACTHIMHHOM B 03¢ 12 MT B CyTKH,

JledeHre MOXHO HauMHaTh cpa3y ¢ npuMenenns TTC Dkcenon® 9,5 mr/24 u.

Ilocne 4-x Henenb jeYeHHs MHHHMYM, IIPH XOPOLUEH NEpeHOCHMOCTH, no3y npemapara TTC
xkcenon® 4,6 Mr/24 y ClIEyeT YBEIWYHUTH 10 PEKOMEHAyeMOH 3¢eKTHUBHOM [03bI MyTeM
npumenenns TTC Dkcenon® 9,5 mr/24 u.

Jleuenue TTC Dxcenon® PEKOMEHAYeTCS HAYMHATE Ha CIEAYIOINUHA AEHb MOC/E MPUMEHEHHS

NOCJIEAHEN NIEPOPAIBHON 103l pUBACTUTMHHA.

Hayuenmur ¢ maccoti mena menee 50 k2

Y nauueHTos ¢ Maccoit Tena MeHee S0 KT 0TMeYaoch 6oJiee YacTOe pa3sBUTHE HEXENaTeNbHBIX
sBnenuit (HS) 1 oTMEHBI Tepamuu B CBA3M ¢ BO3HHKHOBeHHMeM HSI, 03TOMY NpH NMOBBHIIEHHH
A03Bl Yy 3TOW IpYNIbl NALKMEHTOB CleayeT cobmonars OCOOYI0 OCTOPOXHOCTB, TIIATEIBHO
TUTPOBATh 03y M HabmonaTe Ha npeameT pa3BUTHs HS (Hanpumep, Ype3mMepHOi# TOIMHOTH! HIH
PBOTHI), & TAKXXE PaCCMaTPHBATh BO3MOXHOCTh CHMXKEHHS O3Bl TIPEnapara MmyTeM MPHMEHEHHA
TTC Dkcenon® 4,6 Mr/24 4. B cmyqae pa3Butusa TakuX HS. Ocobyro octopoxHOCTB cremyeT
cobmonaTe NpY THTPOBAHHH MAO03bl CBbIIIE DPEKOMEHAOBAHHOW 3(¢exkTusHON no3br TTC

Ikcenon®9,5 mr/24 u.

Hayuenmoi ¢ HapywenuaMU DYHKYUU nEYeHU

Koppekuun pexuma nozupoeanus TTC Dxcenon® ne Tpebyertcs.

OnHako BCNENCTBHE YBENHYEHHS SKCMO3MUUM PHBACTUIMHHA, HAGMIONABLIErOCS NPH NpHEMe
PHBACTUTMHUHA BHYTPb Y NAUHEHTOB C HApYIIEHHSIMHM (QyHKUMH TedYeHu JIErKOW M cpeaHeit
CTETIEHH TAXKECTH, PEKOMEHAYETCS TINATENBHO TUTPOBATh 03y PUBACTMIMUHA B COOTBETCTBHH C
HH/IMBUIYaJIbHOH NEPEHOCUMOCTBIO Yy NALHEHTOB JAHHOM KaTErOPHH.

Wsyuenne npumenenns TTC Dkcenor® y mauueHTOB ¢ THXENBIMH HapylIeHUsAMH (QYHKIMH
NIeYeHH He NpoBOANNOCh. CremyeT cobmoaaTe 0cobyr0 OCTOPOXXHOCTD NPU TUTPOBAHHH JO3BI Y
NaluMeHTOB [JaHoH Kateropuu (cM. pasgensl «Ocobble ykasaHusy, «DapMaKolIOrudecKue

CBOMCTBaY).
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Y DNauMeHTOB C KIMHUYECKH BBIPOKECHHBIMH HADYIIEHHUSAMH (YHKIHM [EYEHH MOXET
OTMeYaThCs H0Jiee YacToe pa3BUTHE N0303aBUCHMBIX HEXXEIATEIbHBIX ABIECHHMH, B CBA3H C YeM Yy
MalKEHTOB JaHHOW KaTeropuM CleqyeT pacCMaTPHBAaTh BO3MOKHOCT npumeHeHus TTC

Akcenon® 4,6 Mr/24 4. B Ka4eCTBE HAYAJIbHOM U MAKCUMAJILHOM NO3BL.

IHayuenmu! ¢ Hapywenusmu @ynkyuu nouex

Koppexuun pexxuma go3uposanus TTC Dkcenon®

He Tpebyercs.

OnHako BCNEACTBUE YBENMYEHHS JIKCIO3HWLMHM PHBACTHIMHMHA, HAabIIONABLIErOCS NpPH IpHEME
PUBAaCTHIMHHA BHYTPb Yy IMallHEHTOB C HapylIEHMAMH (QYHKLIMHM MOYEK JIeTKOM M CpemHe
CTENEHH TSHKECTH, PEKOMEHIYETCS TINATENBbHO THTPOBATh O3y PUBACTHIMHMHA B COOTBETCTBHH C
HHIMBHUIYabHOM MEPEHOCHMOCTBIO y HALIMEHTOB JaHHOW KaTeropud. Y TMalHeHTOB C
KIIMHUYECKH BBIDA)XEHHBIMHM HapyLICHHSAMH (QYHKIUHH [OYEK MOXET OTMEYaThCs Oojiee 4acToe
Pa3BUTHE [0303aBUCHMBIX HEXENATENbHBIX SBJICHHH, B CBA3HM C YEM Y IALMEHTOB NAHHOM

KaTeropuu CjeXyeT paccMaTpUBaTh BO3MOXHOCTH npuMeHeHHss TTC Okcenon® 4,6 mr/24 4. B

Ka4yeCTBE Ha4albHOM U MaKCHMAaJIbHOH O3B
Ilpumenenue y oemeii
[IpuMeHeHHE PHBACTHIMMHA Yy JETeH He M3ydaloch, II0ITOMY AETAM MPHMEHSTh IIPENapar He

PEKOMECHIOYETCA.

HHCTPYKIHUH 1O TIPUMEHEHHIO

BHHUMAHME!!!
o Kaxayro mnocnexyromyr TpaHCAEpMAIbHYIO TeparneBTuueckyio cucremy (TTC)
Sxcenon® ClIeyET HAKJIEMBATh TOJIBKO MOCIIE yNATICHUS NPEAbIAYIIEH.

o EIMHOBPEMEHHO MOXHO HCIIONB30BATh TONMbKO oaHy TTC Dkcenon®.
o TTC Oxcenon® Hembas pe3aTh WIH [EIUTh Ha YacTH, a TaKXKe TMOBPEXIATh JIOOBIM
crnocobom.
e Cnenyer mnotso npmxats nagoHsto TTC Dkcenon® B mecte MPUKPETLICHUS B TEYECHUE
Kak MUHEMYM 30 CexyH.
Mecto npuxpenienna TTC Ixkcenon®

o TTC Dxcenon® HakIeUBaIOT Ha YUCTYIO, CYXYIO, HEMOBPEXIAEHHYIO KOXY ¢ MHUHHMAaJIbHBIM

BOJIOCAHBIM ITOKPOBOM.
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e He cnenyer ucnonb30BaTh KpeMbl, JOCHOHBI, Macia, yApY U ApyrHe CPEACTBa IO YXOIy 3a
KOXeH B 0071aCTH NMPUKPEIUIEHHS Npenapara BO H30eXaHHe ero OTKICHBAHUS.

e TTC Dxcenorn® Henp3s HakIeHBaTh Ha MOKPACHEBUIYIO, IIOKPHITYIO CBINbIO, Pa3IpaKeHHYIO
WY TIOBPEXAEHHYIO KOXY.

e Cnenyer HakieuBaTb Tonbko oaHy TTC Sxcenon® B CYTKH TOJIBKO Ha OIUH U3 yJaCTKOB
Tena, MOKa3aHHBIX HIXE, Ha pUCYHKeE 1:
- JleBoe nJm mpaBoe Ij1eyo;
- BepxHsin 4acTe Ipy[HOH KJIETKH ClieBa MJIM CIpaBa (He CleMyeT HaKJIEHBaTh Ha 00J1acTh
MOJIOYHOM XKeNe3bl);
- BepxHss yacTh CIHHEI CJIEBA HJIM CIIPABa;

' - HuoxHsAsS 4acTh CIIMHEI CIEBA HJIM CITPaBa.
|

Puc. 1

Kaxnpie 24 waca cnemyer ynmanate npempiayuryio TTC

®

OKCeNoH Tmepel TeM KaK HaKJIeuTh OnHy HoByro TTC

9KCCJ’IOH® Ha OJWH H3 NOKa3aHHBIX HUXXE YJAaCTKOB TeEa.

Bo wu3bexxaHue pasfpakeHHs KOXH KaXIYI0 TMOC/IEMYIOLIYIO . TTC Dxcenon® cnemyer
HAaKJE€WBATh Ha JPYrOM y4acTOK KOXHM (MOXHO B IpeAesaX OJHOM M TOM e aHATOMHYECKOi
o6nacrn). Hanpumep, ecnn 851 npukpennin TTC Dxcenon® Ha 061acTh NOSCHUIBI CIlpaBa, TO B
CNIEYIOLIHUH pa3 pa3MECTHTE CHCTEMY clieBa. [[J11 MUHUMH3aLUH pucKa pasapaxenus koxu TTC

MOJXeT OBITh HaKJieeHa Ha OJHMH U TOT e Y4JaCTOK KOXH TOJIBKO C HHTCPBAJIOM B JIB€ HEACIIH.
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Kaxk npukpenasats TTC Jxcenon®

TTC Dkcenon® NpeACTaBIdeT CO60H TOHKMH, HENpPO3payHbId, IIACTUYHBIH IUIACTHIPh UL

HaKJIeMBaHHA Ha koxy. He ussnekaiire TTC Dxcenon®

npeasayiryo TTC Skcenon®, eciu He IIaHUpYETE NPUKJICUTHh HOBYIO.

H3 3alassHHOr'o I1aKeTa U HE ynanxﬁre

HpenapaT CJIEQYET UCIIOJIb30BATh Cpa3y IOCJIC U3BJICYCHHUA U3 3allIassHHOIO MakeTa.

e OcTopoxHO cHuMHTe npeapiaymyio TTC Dkcenon®.

e Ecmu Be  BhnepBble  HAayMHaeTe  JICYEHHE
npenapaToM  MAM  BO30OHOBiAETE  JI€YEHHE
NpenapaToM TOCHE MepepbiBa, MOXATyHCTa,

CleIyHTe HHCTPYKUMHM 10 mnpukpemienuro TTC

3KC€J’IOH® HayHHass CO CJE mero HCYHKa
| ’

HHXKE.

L HpenapaT H3BJICKAIOT H3 3allaiHHOI'O IMakeTa
HENOCPEACTBECHHO NEPEN NPUMECHECHHUEM. 4

o Jlns n3sneuenus TTC Ixcenon® pa3pexbTe MaKeT \

110 0603HaYEHHOH MYHKTHPOM JTMHHH WK 60po3/Ke.

o Kneiikas cropora TTC Dkcenon® nokpeira
3alIUTHOH TJIEHKOM.

o Cnexyer akKypaTHO CHATD 3alIUTHYIO MICHKY C
OJIHOM CTOPOHBI, [IPENOXPAHSIOLIYIO KIEHKYIO

®

cropory TTC Okcenon ™, He Kacasch KIeHKOH

IIOBEPXHOCTH.

e Cpa3y nocine yzajieH1s 3allUTHOM IJIEHKU HaKJeiTe
TTC Sxcenor® Ha KOXY BEpXHEH HJIM HHXKHEH
IIOJIOBHHBI CIIHHBI, IJI€Ya UK I'PYIHOMN KIIETKHU.

o [locne mpUKpenIeHus TpaHCAEpPMAaIbHOM

TCp&l’ICBTH‘ICCKOﬁ CHUCTEMBI K KOXXE€ CHUMHUTE

BEPXHUH 3alMTHEL cloi ¢ apyro# ctoponsl TTC.

13




CnexyeT MIOTHO npmxath Nanoubio TTC Dxkcenon®
B MECTE NPUKPEIICHHS B TeYEHHE KaK MUHAMYM 30
cekyna. Heobxomumo y6emuTbes, 4YTO CcHCTEMa ’

IUIOTHO ITPHJIETracT K KOXE, 0cobeHHO 110 KpasMm.

2

[Ipy HeobOxomuMoOCTH IIOCNE HAKJEWBaHHA BBl MOXeTe HammMCaTh Ha TpPAHCAEPMAIBHOM

TEpaneBTHYECKOM CHCTEME TOHKOH IIAPUKOBOHM PYYKOH AaTy NPHUKPEIUICHHUS (HAlpHMeEp, AEHb

HEJEIH).

TTC Dkcenon® HeoGX0MMMO HOCHTb TIOCTOSHHO M 3aMEHUTH Ha HOBYIO 4epe3 24 yaca.

Ilpukpenienre TpaHCAEPMAIbHOH TEpPANEBTHYECKOH CHCTEMBI Ha Pa3jIMYHbIE YYACTKM KOXH

103BOJISIET BEIOpaTh Haubosee ynobHele 00nacTH Tena, rie CHCTeMa He GYIeT CONpHKacaThCs ¢

MUIOTHO MpHJIETAOMIEH OHEKI0H.

Kax ynansts TTC Sxcenon®

Kak yruansuposats ucnosinzoBannyw TTC Jkcesion

OCTOpO’)XHO OTOTHYB OIMH M3 YTONKOB, MEIJIEHHO M aKKYPaTHO CHHMHUTE
TPaHCAEPMAIbHYIO TEPAHEBTHYECKYIO CHCTEMY.

Ilpy HanM4yMM OCTATKOB Kjl€sl Ha Balled KOXe, Clerka CMOYMTE 3Ty OOJNIacTh TEIUION
BOJOH H MSATKMM MBUIBHBIM PacTBOPOM HJIH HCIOJB3YHTE NETCKOE Macio, 4TOOBI
YAAIMTE OCTaTKH Kies. He ucrnone3yite COHPT MM Apyrue >KUAKHE pPACTBOPHUTEIH
(>KMAKOCTH [UIA CHATHS J1aKa WIH APYTHE PACTBOPUTEINH).

Heo6xonMMo TINATENbHO BBIMBITH PYKH BOZOH C MBUIOM IIOCJI€ TIPUKPETUICHHS WITH
ynanerus TTC Sxcenon®. B Cilyyae KOHTaKTa C IJla3aMH WJIM NpU MOKPAaCHEHHH TIila3
Tnocne NpUKperuieHus unu ynanenusa TTC Sxcenon®, cnemyer HememieHHO POMBITH
rnasa OOJIBIINM KOJIHYECTBOM BOJBI M, €CJIH CUMIITOMBI COXPaHSIOTCSH, 0OpaTHThCA 3a
MEIMUHMHCKOM MOMOLIBIO.

®

Cornure UCnonb30BaHHYIO TPAHCACPMAILHYIO TEPAIEBTUHYECKYIO CHCTEMY ITOMOJNIaM U
COEUHHUTE KJIIEHKHE 9aCTH MEXIY COOOM.

® B nakeT. [TakeT ¢ MCMONB30BaHHOM

[Tomecture ucnonszoBannyto TTC Dkcesnon
TPaHCAEPMAIbHOH TEPaNeBTHUYECKOH CUCTEMOH CIIEAYET BBIOPOCUTDH B HEJOCTYITHOM IS

nereit mecte. [Tocne yTunuzanuu npenapara HeOOXOOHUMO BBIMBITh PYKH C MBLIOM.
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Yenosust nomenust TTC Ixcenon® (BoaHbIE MpoLEAYPbI, AMUTENLHOE NPeGbIBAHHE
BO/IH3H HCTOYHHKOB Ten.ia)

e TTC Dkcenon® He oTknensaercs NIpH BOIHBIX Npouexypax (Iyim, BaHHbL, Hacceiin). - Bo
BpeMs BOJHBIX MPOLEAYP HEOOXOAUMO YOEMUTHCS, YTO CHCTEMa IUIOTHO MpHIEraer K
KOJXX€, 0COOEHHO IO KpasiM.

o Tlauuenrtam, ucnonssyromum TTC Dkcenon®, ne ClexyeT IIUTENBHO HaXOAMTHCS
BOMM3K JHOOBIX BHEWIHMX HMCTOYHHKOB TelIa (M36BITOYHOE CONHEYHOE H3JIyuYeHHUE,
CayHBl, CONSAPUN).

Yro aenarts ecan TTC Jkcenon® orkaennace
Ecin TTC Dxcenon® oTkienncs ero Heo6XOMMMO 3aMEHHTh HOBON TpaHCAEepMalbHOH
TEPaNeBTHYECKOH CHCTEeMOH n0 KoHua aHa. Ha cnemyrommil neHp cnemyer Kak OGBIMHO

npukpenuTh HoByto TTC Dxcenon®,

Korna n kak goaro caexyer npumensts TTC Dxcenon®

Hos MakcumanbHOHM 3 (EKTHBHOCTH JIeYeHHs NpeNnapaToM CIeXyeT HaKIeHBaTh HoByro TTC
K&XKJABIA JIEHB, XENATEIbHO B OJJHO U TO XK€ BPEMSL.

IIpu npumenennn 6oaee oguoit TTC Dkcenon® OAHOBPEMEHHO

Cnenyer HemennenHo ymanute Bce TTC ¢ Bameil koxu u NpoMH(OPMHPOBATh BalIEro
nedalero Bpada O ciyyuBmeMcs. Bam MoxeT norpe6oBaThcs MENMIMHCKAs NOMOILL. B
HEKOTOPBIX Cy4asX NpH NEpeJO3UPOBKE OTMEYATHCh TOILIHOTA, PBOTA, AMapesi, NOBBILECHHE
AJl, ranmounnaumy. Taioke BO3MOXKHO BOSHUKHOBEHHE GpaluKapIuy H/uiK 0OMOpOKOB.

Ecin Bbl 3a6pun Haknents ouepenHyio TTC B mpuBEIMHOE Bpems, CIIENyeT HaKJICUTh €€

HemenneHHo. IIpumenenne cnenyromedt TTC BO3MOXHO Ha CileXyloWuit NeHs B [PHBBIYHOE

Bpems. He cnenyer nakneusats ape TTC, yT0651 KOMNEHCHPOBATH POMYIIEHHYIO [03Y.

IIOBOYHOE AEACTBHE

O6mas vacrota passutus HS Ha done tepanun TTC Dxcenon® 9,5/244 (50.5%) 6pu1a HUXeE no
CPaBHEHHUIO C MEPOPAILHOW TEpanMed C HCMOb30BAHHEM KarCysl B CYTOYHOH moze 3-12 mr
(63.3%) (st cpaBHEHHS, B rPyTINE MIane6o — ITOT MOKA3aTeb COCTABIAN 46.0%).

YacToTa BO3HWMKHOBEHHSl W CTENEHb BBIPAXEHHOCTH HSI, Kak NpaBHIO, YBEIMYMBAIOTCH C
MOBBIIEHHEM JI03BI, OCOOEHHO HEMOCPEACTBEHHO NOCNE W3MEHEHMs [03bl. ECiu mepepbiB B

IIPUMEHEHUH IIperapaTa COCTaBUII bonee TPEX IIHeﬁ, BO30OHOBJIATH JIeYeHHE ClIeqyeT C HavyallbHOM

no3st (Axcenon® TTC 4,6 mr/24 y).
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Haubonee wacTeiMM HeXeNnaTeNbHBIMH SBICHHUSAMH SBJISJIMCh KOXHBIE pEakiMH B MeECTe
Hak/ieuBaHHs (OOBIYHO 3pHTEMA JIETKOH M CpelHEHN CTENEHH BhIpaXeHHOCTH). CleXyIolMMH 10
yactote 6b11M HS co cTopoHB! nuineBapuTenbHO cucteMsbl: TomHoTa (7.2%) u pBota (6.2%)
OTMEYAIUCh 3HAYUTENBHO pexe npu npumeHenuu TTC Oxcenon® 9,5 Mr/24 4 no CPaBHEHHIO C
Kancynamu i npuema BHYTpb, 23.1% u 17.0%, cooTBercTBeHHO (B rpymme ruiauebo te xe
nokaszatenu coctaBisiii 5.0% u 3.3%).

YacToTa BO3HMKHOBEHHS HEXENAaTENbHBIX pEaKUMd y [alUeHTOB C  JEeMEHUHUeH
aIbLredMEpOBCKOrO THMa, mnoyy4aBmux Tepanuio TTC xcenon® (Bce mO3HPOBKHM)
OLUEHHBAIACH CiexyromuM obpasom: "odeHs uacto" - > 1/10, "wacto" - > 1/100, < 1/10,
"wegacto" - > 1/1000, < 1/100, peaxo > 1/10000, < 1/1000, ouens peako < 1/10000, oTnensHO

NpEACTaBJICHBI HEXEIIATCIIBHBIE PEAKIIHH C TOYHO HE yCTaHOBHCHHOﬁ 4acTOTOM.

Y nauueHTOB cO cnabo W YMEPEHHO BBIPAXXEHHOH AEMEHLHEH albLrefiIMEpOBCKOro THIIA,
NOJTy4YaBLIUX TEPAITHIO npenapa’fOM Sxcenou® TTC, oTMeuanucs cnenyroiue HA:
Hughexyuonnsvie u napasumapHsie 3a601€6aHuUA: 4aCTO — THPEKIIMM MOYEBBIBOASHIMX ITyTEH.
Hapywenua co cmoponst obmena 6euiecms u nUMAHUA: 4aCTO — AHOPEKCHS, CHHXXEHHE
anreTuTa; HeyacTo - JernpaTaus.

Hapywenua ncuxuxu: 9acto - TPEBOXHOCTb, JETPECCHs, NETHPHH, BO30YKIEHHE; HEYACTO —
arpeccHs; 4acToTa He H3BeCTHa - 6ecroKONCTBO, TAJTIOL[MHALIUH.

Hapywenua co cmoponst HepeHOU cucmempl: 4YacTo - TrojoBHas 00yb, 0OMOPOK,
rOJIOBOKPY)XEHHE; HEYaCTO — [ICHXOMOTOpPHAas TMIEPAaKTHBHOCTb, OYE€Hb pPENKO -
3KCTpaNUpaMUIHBIE HAPYINEHHs;, 4acTOTa HE W3BECTHA - YXYAILIEHHE CHMITOMOB OOJE3HH
ITapkrHCOHA, CyIOpOTH, TPEMOP.

Hapywenua co cmopoHsi cepoya: Hedacto — 6pafiukap/ius; 4aCTOTa HE M3BECTHA - TAXMKAPAHS,
aTPUOBEHTPHUKYJIsipHas Oiokama, GUOpHIIIALMS Npeacepaui, CHHAPOM CIabOCTH CHHYCOBOTO
y3na.

Hapywenua co cmoponst cocy0og: 4acTOTa HE HM3BECTHA — IMOBBILICHHE apTEPUAIBHOTO
JIaBJICHHUS.

Hapywenus co cmopoHbsl j4#cely004¥HO-KUMIEYHO20 mpaKma. 4acto - TOIIHOTa, pBOTa, Axapes,
IMcrencus, 60Jb B )KHBOTE; HEYACTO - S3Ba XKEJTYAKa; YaCTOTAa HE U3BECTHA - IIAHKPEATHUT.
Hapywenua co cmopoHbl nedeHu u JHCel4esbl600AUUX nymeli: 4acTOTa HE H3BECTHA —

renaTHT, IMNOBLIIICHHUE OHOXHMMHUUYECKHX ITOKa3aTeNe (bYHKI_lHI/I IMEYCHH.
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Hapywernua co cmopoHst K0XdcU U NOOKONCHBIX MKAHel: 4acTo - ChbIllb, 9aCTOTa HE H3BECTHA -
3yl, OpUTeMa, KpaluBHHMLA, 0Opa3oBaHHME  BOJABIPEH, aUIEPrHYECKHH  JEpMaTHT,
pacnpoCTPaHEHHbIH aJUIEPruYecKHil IepPMaTHUT.

Hapywenua co cmoponst nouexk u Mo4esbl800AU{Ux nymeit. 4acTo — HeIep)KaHHE MOYH.
Obwue paccmpoiicmeéa u napyweHuna 6 mecme npuxpennenua TTC: 4acTo — KOXHEBIE
peaku¥¥ B MECTE HaKJeuBaHHMs (dpHTeMa, 3yd, OTEK, NEPMAaTHT, pa3dpaXeHHe H .p.),
TIOBBIIIEHHAs YTOMJISEMOCTB, aCTCHHs, TMXOPAKa, CHHKEHHE MACChl TENa; PEAKO — CITyYalHble

NnaaCHus.

Y DnauMeHTOB € TSDKENOH NEMEHLMEH aiblreiMEpOBCKOrO THIA, MOJMYYABUIMX TEPAIMIO
npenapaTom Ixcenon® TTC, ¢ yacToTol 6oiee 2% OTMEIATHCH cnemyromue HA:
Hupexyuonnsie u napasumapnovie 3a601€6aHuUA: 9aCTO — HHPEKLIMHA MOYEBBIBOAIINX ITyTEH.
Hapywenua co cmoponst 06mena éeuiecms u numMaHuA: 4aCTo — CHIXKEHUE alNeTUTa.
Hapywenua ncuxuxku: O4eHb 4acTO - BO3OYXXIEHHE, 4acTO — OECCOHHHIA, TPEBOXHOCTD,
JENpeccus, FAUTFOLMHALIHH.

Hapywernus co cmopoHsi dicety004HO-KUMIEYH020 mpaKkma: 9acTo - TOUIHOTA, PBOTa, AHAapes.
Obwue paccmpoiicméa u Hapywenua 6 mecme npuxkpeniernuna TTC: 04eHb YacTO — 3pUTEMA B

MECTEC HAKJICUBAHHUA, 4aCTO — CJTy‘-IaﬁHLIe NnajacHusa, CHHXKCHHUE MACChI TeEJia.

B Kk/IMHHYECKOM HCCIIEZIOBAaHHHM NpU NMPHUMEHEHHH Npenaparta B Jo3ax Bemme 13,3 mMr/24 4
HUxeykazaHHble HS otmeyanucs yaine, yem B rpynnax TTC Dxcenon® 13,3 Mr/24 4 u naue6o:
6eccoHHHIIa, cepAevHas HEJOCTaTOYHOCTh (BO3MOXKHO CBSI3aHHBIE C IOBBIICHHEM JO3bI).

Yacrora atux HS Ha ¢ore Teparmuu TTC Dxcenon® 13,3 Mr/24 4 GbU1a CXOXHOM ¢ TAKOBOH B

rpymnne raue6o.

HmkenepeuncneHnsle noboyHble peakyuH, HabaoAamMCh TOIBKO MPH JIEUCHHH JEMEHLIHH
KarncyJlaMH WM pacTBOPOM Skcenon® s npreMa BHYTPb 1 He GBUTH 3aperHCTPHPOBAHbI B
KJIMHUYIECKUX MCCIEeN0BaHUSIX Npu npuMeHenun TTC Sxcenon®:

YacTo — COHJIUBOCTD, HEJOMOTaHHE, TPEMOD, CITyTaHHOCTh CO3HAHHSI, IOBBINIEHHOE
NOTOOT/ENICHHE;

Penko — A3Ba ABEHAALIATHIIEPCTHOM KUIIKH, CTEHOKapAus, HH(apKT MHOKap/a;

OueHp PEAKO — XETYOAOYHO-KHIICYHOE KPOBOTCYCHHUE,

YacroTa He M3BECTHA - TSHKEJNas PBOTA, IPHBOAALNAS K pa3pbiBy MUILEBOAA.
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Peaxyuu 6 mecme npuxpennenus TTC xcenon® (pazopasicenue k0dxcu)

®
B kinmHuyeckux wuccinenoBaHusx mnpu npuMmeHeHMH TTC OJDkcenoH™ peakiiMu B MecTe
HakneuBanus TTC B OonplinHCTBE ciydaeB ObUTM €nab0 WM YMEPEHHO BBIPAXEHHI.
[IpexpaineHue Jie4eHUS IMpenapaToM H3-3a pa3BHTHS peakuud B Mecte npukpemnenus TTC

®

OkcenoH ormeuanoch B <2,3% ciy4aeB, NMpU 3TOM Yy MALlMEHTOB KHTAHCKOH W SAMOHCKOMH

HAIIMOHAJIBEHOCTH YacTOTa MpeKpalleHus jeyeHus coctaniusina 4,9% u 8,4%, cooTBETCTBEHHO.

B xnmnuueckom uccienoBaHud npu npumeHeHun TTC DxcenoH® 9,5 mr/24 y ormevanochk
oueHp jerkoe (21,8%), nerkoe (12.5%), ymepeHnHoe (6.5%) nokpacHeHHE KOXXH, 3y OYEHb
nerkoit (11,9%), nerxoit (7.3%) u ymepennoii (5.0%) crenenu. Ha c¢one tepanuu TTC
OkcenoH® 9,5 mr/24 4 3ym U 3puTeMa TKENOM creneHd Habmomamuck y 1.7% u 1.1%
NALMEHTOB, COOTBETCTBEHHO. BONBIIMHCTBO KOXHBIX PEaKLUi pasBUBAMCH TOJNBKO B oOnacTu
naxineuanus TTC. Ilpun npumenenun TTC OkcenoH® 9,5 mr/24 y mnpexkpaineHHE JIEUEHHS

NpenaparoM K3-3a pa3BUTUs AEPMATOJIOTHYECKUX peakLHil 0TMeYanochk ToNbKo B 2.4% cirydaes.

B knunuueckoM uccienoBadud TTC Okcenon® 9,5 mr/24 9 u TTC Okcenon® 13,3 mr/24 4
HeXeJlaTe/IbHEIE peakUuu (dpUTeMa, 3y[l) B MECTe HaKJIEWBaHMs Npernapara HaOOAaluch B
OCHOBHOM B TepBble 24 Henenu npuMeHeHHs. IIpexpaineHue neyeHms npenapaToM BCIEACTBHE
pasBUTHA KOXHOro 3yna Habmopanocsk y 1,1% nauuentos. B 601bmIMHCTBE CTy4aeB peakuuy B
mecte HakieuBanus TTC ObuiM cnab0 WM YMEPEHHO BBIPAXKEHBI, TSXKENbIE HEXENAaTeNIbHBIE

peakuuy Habmofanuch MeHee YeM y 2% NalHueHToB.

B xnuuuueckoM uccnenoanuu TTC Okcenon® 13,3 mr/24 u u TTC Dkcenon® 4,6 mr/24 4
CPENH HEXeNATENbHBIX peakuuii B MecTe HaKJIeMBaHHMs HauboJiee YacTO OTMEYAMCh IpUTEMA
(13.2% wu 11.7%, coorBeTcTBeHHO) M KOXHBIH 3y (3.7% u 2.2%, COOTBETCTBEHHO) B MECTE
nakneuBanus TTC Dkcenon®; npekpauieHue jedenus B rpynne npumereHus TTC Okcenon®
13,3 Mr/24 4 u B rpynne npumereruss TTC Dxcenon® 4,6 Mr/24 4 BCIeACTBUE BO3HUKHOBEHHS
spuTeMsl oTMeyatocs Tobko y 0,8% u 0,6% manueHToB, COOTBETCTBEHHO. B OONbIUMHCTBE
ciydaes sputema B MecTe HakienBanus TTC DkcenoH® Osina cnabo WM yMEPEHHO BBIPXEHA B

obeunx rpymnnax.
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TIEPENO3MPOBKA

Cumnmomer. CiydaiiHas Mepefo3upoBKa Npenapara [jis NPUMEHEHHs BHYTPh B OOJIBIIMHCTBE
CITy4aeB HE COMpPOBOXJANAch KaKMMH-THO0 KIMHMYECKMMH NPOSBICHUAMH; NPAKTHYECKH BCE
NAalMEHTH! MPOJOJDKAIM JIeYeHHe PUBaCTHIMUHOM. [IpH nepeno3upoBKke OTMEYAIHCh TOLIHOTA,
pBoTa, auapes, 60jb B JKHBOTE, TOJOBOKPYXEHHE, TPEMOp, TOJIOBHas 060/, COHIHBOCTS,
OpanuKapius, CIyTaHHOCTh CO3HAHHS, [OBBIIEHHOE INOTOOTAENEHUE, noBblmeHHe Al
raJLUTIOLIMHALIAK M 0b1uee Henomoranue. [lepeno3upoBka HHTHOMTOPAMHU XOJIMHICTEPA3BI MOXET
NPUBOJHMTE K XOJHHEPrHYECKOMY KpH3y C Pa3BHTHEM TaKMX CHMIITOMOB, KaK BbIpaXCHHASA
TOIIHOTA, PBOTA, MOBBILIEHHOE CIIOHOOTAENIEHUE, TOBBIIEHHOE MOTOOTAEIEHHE, Opanukapaus,
CHIDKEHHME apTEPHANBbHOTO [aBJICHHS, YTHETEHHE IBIXaTebHOH MEATENLHOCTH M CYNOpPOTH.
B03MOXHO pa3BUTHE MBIIEYHOH CNabOCTH, YTO MOXET NMPUBECTH K JIETAILHOMY MCXOAY NpH
BOBJICUEHHH ABIXaTEJBbHOM MYCKYNAaTypbl. YUHTHIBas BaroToHudeckuit 3¢dexr WHrubHTOpOB
XONMHICTEpa3kl Ha yacToTy cepheuHsix cokpamenuit (UCC), Hemp3s HCKIIOYMTH
BO3HHKHOBEHME Opanukapauy W/ 0OMOPOYHBIX COCTOSHHUMH.

B xole MOCTpEruCTpauMOHHOrO MPUMEHEHHS Npenapara, a Takke B PelKUX CiTy4yasiX BO BpeMs
KIHHUYECKMX MCNIBITaHMi, coobmanocs 06 omnbkax NPUMEHEHHS/IO3MPOBaHHs IIpH
npumeHerun TTC Skcenor®, 00yCNOB/IEHHBIX HanoxeHueM Heckonbkux TTC xcenon®
omHOBpeMeHHO (ouepeaHyo TTC mpuMeHsH, He yAalIMB MpeAbaylnyo). [lannenTs! U nuua,
OCYLIECTBISAIONIME YXOJA 33 HHMH, JOJDKHBI OBITH NMPOMHCTPYKTHPOBaHbI 06 OCOBEHHOCTAX
NpUMEHEHHs Npernapara.

TIpu nepeno3UpOBKE MpPENapaToM OTMEYalMCh PEIKHE Clly4ya JIeTAJbHBIX HCXONOB, OOQHAKO
CB3b C NPHUMEHEHHEM Iperapara OCTaeTcsi HeACHOW. CHMITOMBI M HMCXOJX BapbHPOBAIH Y
Pa3NMYHLIX MalMeHTOB. He mpocnexuBanoch YETKOH CBA3M MEXIy NPHHATOH 1030H mpenapara
M CTEINEHBIO TAKECTH UCXO0/a.

Jleuenue. TIoCKONBKY TEPHOJ NONYBBIBENECHHS PHBAaCTMIMHHA M3 IIJIa3Mbl KPOBH COCTaBJLAET
oKkono 3.4 yaca, a JINTEIbHOCTh MHIMGMPOBAHHS AUETHUIIXOJIMHICTEPashl COCTABIAET OKOJIO 9
4acoB, B CTy4aax OECCHMITOMHO NPOTEKAIOMIEH NMEPENO3UPOBKH PEKOMEHIYETCS HEMEMICHHOE

ynanenue Bcex TTC, TTC xcenon”

He ClieyeT NPUMEHSATh B TEYeHHE MNocienyromux 24
yacoB. EciM mepeqo3vpoBKa COMPOBOXIAETCS BBIDAKEHHOW TOLUIHOTOW M PBOTOH, CIEXYET
PacCMOTPETh BOMPOC O MPHMEHEHWH IPOTHBOPBOTHBIX CPEACTB. [IpM BOSHHKHOBEHHH IpYTHX
HeXXenaTeabHbIX SBJICHHH npy HEOOXOQUMOCTH - IPOBOJAT COOTBETCTBYIOLIEE

CHUMIITOMATHYECKOE JICYCHHE.
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[Tpu 3HAYMTENBHOMN NEPENO3UPOBKE MOXKET OBITH IPUMEHEH aTPONMH, Ha4albHas 1032 KOTOPOro
cocraiseT 0.03 Mr/Kr BHYTPHBEHHO; NOCJIEAYIOLIEE AO3MPOBAHHE 3aBHCHT OT KJIMHHYECKOIO

3(1)(1)e1<’ra. HpHMeHCHHe CKOITOJIAaMHHA B KaY€CTBE aHTHAO0TAa HE PCKOMCHIOYCTCH.

B3AMMOJENCTBUE C APYTHMH JEKAPCTBEHHbIMHU CPEJACTBAMH

CneunansHoro wusydenus s3aumoneiictus TTC Dkcenor® ¢ APYTHMH JIeKapCTBEHHBIMH
CpencTBaMH He MPOBOAMIOC.

PuBacTrMuH MeTabONM3HPYETCS NMPEHMMYIIECTBEHHO ITyTEM THAPOJIH3a NMPH Yy4aCTHH 3CTepas.
Merabonu3M pHBACTMIMHMHA [P YYacTHM OCHOBHBIX H30()e€pMEHTOB uuTOoXpoma P450
NPOMCXOAMT B MHHHUMaibHOM creneHH. Takum  obpasoM, (apMaKOKHHETHYECKOE
B3aUMOJCHCTBHE pHBacCTUIMHHA c OPYTUMH JIEKapCTBEHHBIMH CpeACTBaMH,
MeTabOIM3UPYIOLMMHCA C YYaCTHEM NaHHBIX (PEPMEHTOB, IPEACTABIIAETCA MAIOBEPOATHBIM.
Tem HE MeHee, pUBACTUTMUH MOXET OKa3bIBaTh MHIHOMpYIOLIEE BIMAHHE HA ONOCPENOBaHHbBIN
aKTMBHOCTBIO OYTHPUIIXOTMHACTEPA3bl META00IM3M APYTHX BELIECTB.

Hepexomendosannoe 63aumodeiicmeue

Memoxnonpamuo

V4auThBas  BO3MOXXHOCTH  BO3HHKHOBEHHMS  COBOKYNTHOTO  BJIMSHHMs  IperapaToB  Ha
3KCTpaNMpPaMUIHYIO CHCTEMY, OJHOBPEMEHHOE TIPMMEHEHHE METOKJIONIpAaMHU/ia ¥ PUBACTUTMUHA
HE PEKOMEHIOBAHO.

IIpenapamei, enusowjue Ha XONUHEPSULECKYIO CUCMeEMY

VuuTbiBas (apMakoJAHHAMHYECKME XapaKTePHCTHKH pPHBACTHIMMHA, CleayeT u3berath
OIHOBPEMEHHOI'O TPUMEHEHHS €ro C APYTHMH XOJHHOMHMMETHKAMH B CBS3H C BO3MOXXHOCTBIO
pasBUTHA MX COBOKYNHOrO MACHCTBHA. PHBacCTUIMMH MOXET BIMATH Ha JCHCTBHE
X0JIHMHO6I0KaTOpOB (Hanpumep, OKCHOYTHHUHA, TONTEPONMHA).

Conu cyxcamemonus

[Ip npoBeNEHHH AaHECTE3MH PHUBACTHIMHUH, SABJIAACH MHTHOMTOPOM XOJIMHICTEPa3bl, MOXET
YCHIIMBATh 3QPEKTH! AETIONIPH3YIOLIMX MHOPEIAaKCAHTOB (HAIIPHMED, COJIEN CYKCAMETOHHS).
B3aumodeiicmeua, komopsie cnedyem npuHumams 60 6HUMAaHue

bema-aopenobnoxamopui

[Ipy OIHOBPEMEHHOM NPHUMEHEHUH DHBACTHIMHBA C pa3sNMYHbIMH GeTa-anpeHobioxaTopamMu
(Bxmoyas aTteHoynon) ObUIO OTMEYEHO CHHEPrMYECKOE B3aHMOJCHCTBHE, NPHBOAMBIIEE K
PasBUTHIO OpajMKapAM{, 4YTO, B CBOI OYEPEdb MOXET CTATh MPHYHMHOH CHHKOMNAIBHBIX
cocrosiHuit. HecMoTps Ha TO, 4TO OJHOBPEMEHHOE MPUMEHEHHE C KapIHOCENEKTHBHBIMH OeTa-

aipeHOBI0KATOPaMH CBA3aHO C HauGOIBLIMM PHCKOM Pa3sBHTHsA TakuX 3¢¢exToB, ranubie HA
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OTMEYaJIMCh TAKXE M y NAlHEHTOB, NOTy4YaBIIKHX U APYTHe Npenaparsl JAHHO! IPYHIIBI.
B3saumooerticmeue ¢ HUKOmuHoM

OTMeYeHO YBeTHMYEHHE BCACHIBAHUS PMBACTHIMUHA Ha 23% MpH NPUMEHEHHH BHYTpPb (B popme
KarncyJ B go3e 0 12 Mr/cyT) y NaiueHTOB, IPUHUMAIOUIMX HUKOTHH.

B3aumoodeticmeue ¢ Haubonee 4acmo 00HOBPEMEHHO NPUMEHAEMbIMU NPEnapamamu

V 310poBBIX 106POBONBLEB (PapMaKOKMHETHYECKOTO B3aUMOJEHCTBHS MEXAY PHBACTHTMHHOM
JUIS TIpHEMA BHYTPb M JUTOKCHHOM, BaphapHHOM, JHA3eNamMoM WK (GITyOKCETHHOM BBIABICHO
He 6bU10. BrI3BaHHOE BaphapyHOM YBEJIWYEHHE NMPOTPOMOMHOBOIO BPEMEHH MpPH NPHMEHEHHH
PHBACTMTMHMHA Ui NpHEMa BHYTPh HE H3MEHANOCh. IIpM OJHOBPEMEHHOM MPHMEHEHHH
PUBACTHIMMHA UIi [pPUEMA BHYTPh M [HTOKCHHA HEONAaronpuATHOrO BIHMSAHHA HA
BHYTPHUCEPAEYHYIO IIPOBOANMOCTD OTMEYEHO HE OBLIO.

OnHOBpEMEHHOE TPUMEHEHHE PUBACTHIMMHA C TaKMMH 4acTO MPUMEHSEMBIMH Ipenaparamy,
KaKk  aHTalUOsl,  [POTUBOPBOTHBIE  CPEACTBA,  THIIOINIMKEMHYECKHE  Mpenaparsl,
AHTHUTHUIIEPTEH3UBHBIE CPEACTBA  LEHTPAIbHOTO  NEHCTBHs, ONOKATOPBl  «MEIUICHHBIX)»
KAIbLHEBBIX KaHAIOB, IIpEMaparhl, OKA3bIBAIOIIME [OJIOKHTENLHOE HMHOTPONHOE [EHCTBHE,
AHTHAHTHHAJIbHBIE  CPEACTBa,  OCTPOTEHBI,  AHANBIETHKH,  BKIIOYas  HECTEPOHHBIE
MPOTHBOBOCNIATUTENbHBIE TPEnapaTsl, OCH30NMA3€TUHbl W aHTHIHCTAMHMHHBIE CPEICTBA, HE
COMPOBOXIAIOCH KAKMMH-THO0 H3MEHEHHSIMM KHMHETHKM DPHMBACTHIMHHA HIIM IOBBILECHHEM

pHCKa BO3HUKHOBEHHMA KIIMHHYECKH 3HAYHAMBIX HEXXeNaTebHBIX ABJICHUM.

OCOBBIE YKA3AHUSA

[TaumenTam cienyeT u3beraTb KOHTAKTa PyK C INla3aMK HEMOCPENCTBEHHO IOCIIE MPHKPEILICHHS
win ypanenus TTC. Heo6xoaumo TINATENBHO BBIMBITH DYKM BOJOH C MBUIOM MOCKE
npukpervienus Wik ynanenus TTC. B ciydyae koHTakTa € riia3aMi MJIM MPH MOKPaCHEHUHM I3
nocie npukperienus wiu ynanenus TTC, crefyeT HEMENIEHHO MPOMBITH IJiasa OOJBIIAM
KOJIMYECTBOM BOJBI M, ECITH CHMIITOMBI COXPAHSIOTCS, 06PaTUTHCA 32 MENULMHCKOH TTOMOIIBIO.
Hapywenus co cmopoHbl Jiceiy004HO-KUUEeYH020 mpakma

YacTOTa pa3BHTHA H TSDKECTH MOGOYHBIX IPPEKTOB OOBIYHO ITOBBIIACTCS NPH YBETHYECHUN N03bI
PHBACTHIMHHA, OCOOEHHO B NEPHO H3MEHEHHUs 103bl. EC/N nepephIB B NPUMEHEHNH Npenapara
Axcenon® TTC cocrasun Gomee Tpex AHEH, BO30OHOBIATH NEYEHHE CIEAYET ¢ HAYaTbHON JO3BI
(3Kcen0H® TTC 4,6 mr/24 u).

BBIpaXXEHHOCTh TaKMX [H0303aBHCHMBIX HEXENATENBHBIX SBJIEHHH CO CTOPOHBI KEIYJ0YHO-

kuweyHoro Tpakta (KKT), xak TOLIHOTa, pBOTa M AMapes, HabIONAIOMMXCS B HAYAIIE JICYEHHUs
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WIW TpUH YBEJIMYCHUWH [O3bl Ipernapara, MOXET YMEHbIIaThCS IIpH CHHXKCHHH 03Bl

®
pUBacCTUTMHMHA, B CiIy4ae OTCYTCTBUS dddekra cnemyer npepsarh Tepanuio 1TC DxcenoH .
Hannpie HS yame BcTpevaroTcs y xkeHIIMH. [lanueHTaM, y KOTOPBIX pa3BHUIIMCh MPHU3HAKU
JNeruapaTaldH, BCJIEACTBHE TPOACJDKUTENBHOH [Waped WM PpBOTHl, PEKOMEHIOBAHO
BHYTPUBEHHOE BBEICHHE )XUIKOCTH M CHHXKCHHE J03bl WIH OTMEHA TepallMM pUBAaCTHTMHHOM,

H3-32 BO3MOXKHOT'O PUCKA Pa3BUTHUS CEPhE3HBIX OCITIOMHEHHUH.

CHudicenue maccol mena
ITockonbky y mnauWeHTOB ¢ Ooye3Hp0 AJjburediMepa Ha (OHE TepanuMM HHTHOMTOpaMHu
XOJIMHICTEPa3bl, BKIIOYass PUBACTHIMHH, MOXET OTMEYaThCsl CHH)KEHHE MacChl TeNa, BO BpEMsS

tepanuu TTC Skcenon® Heo6XOAUMO KOHTPOJIUPOBATH BEC OOJIBHBIX.

Lpyaue nexcenamenvHole AGNEHUA, C6A3AHHbIE C NOBLIUEHUEM AKMUBHOCMU XONUHEPIUYECKOU
cucmembl

Kax ¥ npH npMMeHEeHHH APYTHX XOJIHHOMHUMETHKOB, CIEAYeT COOMONATh OCTOPOXXHOCTH IIPH
IpUMEHEHWH IpenapaTa Sxcenon® TTC y MAUEHTOB C CHHAPOMOM €1ab0CTH CHHYCOBOTO y3I/1a
WM HApYWIEHWAMH [POBONUMOCTH (CHHOATpualbHas ONOKaja, aTPHOBEHTPHKYJSpHAS
6nokana); y TalMEHTOB ¢ OpOHXHANbHOM acTMOH MM OOCTPYKTHBHBIMH 3a00/€BaHMAMH
JIBIXaTEIbHBIX IyTEH B aHAMHE3E.

XonuHeprudeckas CTUMYIIALHSA MOXET IPHUBOJMTE:

- K MOBBIIEHHIO CEKPELMH COJISHOM KHMCIOTHI B JKEIy[OKe, MOITOMY CleXyeT cobmoaarh
OCTOPOXXHOCTh IPHMEHEHHMH IIpenapara kcenon® TTC y mauMeHTOB ¢ 53BOH JKETyaKa H
JBEHAJLATUIIEPCTHOM KHIUKK B CTaAMH OOOCTPEHHS WM Yy OOJIBHBIX, NPEAPACHONONKEHHBIX K
3THM COCTOSTHHSIM;

- K pa3BHTHIO WK 060CTPEHHIO 0OCTPYKIMH MOYEBBIBOJAALINX IIYTEH M CYIOPOXHOTO CHHAPOMA,
NO3TOMY CleAyeT COOMIONAaTh OCTOPOXXHOCTh INIPH HAa3HAYE€HHM DHBACTHIMMHA OOJBHBIM,
TNpeAPacioiOXEHHBIM K 3THM COCTOSIHUSIM.

[Togo6HO ApPYyrHM  XOJMHOMHMETHKaM, IIpH [NPUMEHEHHWH PHBACTMIMHHA BO3MOXHO

BO3HHMKHOBEHHE YBEIMYEHHE BBIPAXKEHHOCTH 3KCTpAlMpaMMIHBIX PACCTPOACTB.
Peaxyuu ¢ mecme npukpennenus TTC xcenon® u kooicuvle peaxkyuu

KoxHble peakuud, BO3HHKaomMe Ha (OHE NPUMEHEHHUS [pemapara Sxcenor® TTC, xak

IIpaBHIJIO, JIETKOW WJIH ymepeHHoﬁ CTENCHHU BBIPAXCHHOCTH. OTH p€aknuu HE ABJAIOTCAH
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noKasaTresieM CEeHCHOMIM3alMH OpraHu3Ma NMalKMeHTa K pUBaCTUrMHUHY. TeM He MeHee, Ha ¢oHe
NpUMEHEHHUs IpenapaTa Sxkcenon® TTC moxer BO3HUKHYTh UIEPrHYECKUH KOHTAKTHBIHA
JIepMaTHT.

AJlIepru4eckuid KOHTAKTHBIH NEPMATUT CledyeT 3anofO03pHTh, €CIH B MECTE NPHKPEIUIEHHS
TTC Bo3HUKIA KOXKHASA peakum, pacripocTpaHstolascs 3a npeaens! pazMepa TTC, WK KOXHbIE
peakUHd B MECTe MPUKPEIUICHUS [OCTUTIIM BBIPAXXCHHOM MHTEHCHBHOCTH (Halpumep,
YCHIMBAIOIAACA JpUTEMa, OTeK, BO3HUKHOBEHWE TMamyll, BE3WKYyN), a Takxke, eclu
BBIPOKEHHOCTh KOXHBIX pEaKLUi CYIIECTBEHHO HE YMEHbLIaeTcs B TeyeHue 48 yacoB mocie
yoanenus TTC. B atux ciyyasx nedyeHHe NpenaparoM CleayeT NpeKpaTUTh (CM. paszen
«I[TpoTHBOMNOKa3aHUSY).

[Tpu pasBuTHH y MaMeHTOB peakuuu B Mecte npukperuieHus TTC, noxoxeit Ha KOHTAKTHBIH
ANNepru4ecKuit nepMaTUT, Ha (OHE NpPHUMEHEHHs Ipenapara dxcenon® TTC, ecinn ects
HEOOXOMUMOCTh TPOJO/DKEHHS TEpalnud pPHBACTUTMHHOM, MalMeHTa TO0J KOHTPOJEM
MEIULMHCKOTO MEepCoHaNIa U TMOCJE MOMYYEHUs OTPUIATENBHOTO pe3yibTara IpH NPOBEACHHH
aJIEproJIOTHYECKOr0 TECTHPOBAaHHS PEKOMEHIOBAHO IEPEBECTH Ha JIEKAPCTBEHHBIE (DOPMEI
pPUBaCTUTMHHA JJI nNpuHeMa BHYTpb. HekoTopele NalMEHTBl, CEHCHOMIM3UPOBAHHBIE K
PHBACTATMHHY BCJIECTBHE [TPUMEHEHHS Skcenon® TTC He CMOrYT NPAMEHSTh PUBACTHIMHH B
ApYTHX JIEKapCTBEHHBIX (hopMax.

B x0/1e NOCTPEruCTPalMOHHOrO0 NMPHUMEHEHHUS NpenapaTa ObUIH NMOTy4YEHB! JaHHBIE O PA3BUTHH Y
HEKOTOPBIX MAalMEHTOB pPaCHpOCTPAHEHHOTO AUIEPrHMYeCKOro AepMaTHTa IIPH NPUMEHEHHH
PUBACTUTMHHA BHE 3aBUCHMOCTH OT crocofa MpHMEHEeHHs (BHYTph MIIM TpaHCAEpPMaibHO). B
9THX Clly4yasX IIpenapar ClexyeT IOJHOCTBI0 OTMEHHMTh (CM. pasnen IlpoTHBOMOKa3aHM:).
TMTanueHTsl W JIMLA, OCYIIECTBIIAIOIIHE YXOX 3a HUMH, NOJDKHBI ObITH MPOMHPOPMHPOBAHBI O
BO3MOXHOCTH Pa3BHTHs COOTBETCTBYIOINMX KOXHBIX peakuuii Ha (OHE MpPUMEHEHHS

pPUBaCTUIMUHA.

IIpumenenue y ocobsix zpynn nayuenmos

IIpumenenue y nayuenmog noxcuno2o 6o3pacma

B KIMHHYECKMX HCCIENOBAHUAX Mpernapara Skcenon® TTC BospacT 88% MALMEHTOB COCTABIIAN
65 net u Gonee, a Bo3pacT 55% naunenToB 6onee 75 net. B nenom, pasnuuuii B 6€30naCHOCTH 1
3 }EKTHBHOCTH NPMMEHEHHUs NpenapaTa B 3aBUCHMOCTH OT BO3pacTa BBIABIEHO He 6bU10. Tem
HE MEHeEe, HeNb3s HMCKIIOYMTH HMHIUBUAYaIbHYIO 0o0Jsiee BBICOKYIO YYBCTBHTEJIBHOCTH K

BO3/IEHCTBMIO Npenapara y alueHToB 6oJiee CTapuIero Bo3pacra.
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Hayuenmul ¢ HapyweHuamu hyHKYyuu nevexu

IIpu npueMe pUBACTUTMHHA BHYTPH y NMALMEHTOB C HAapYHMICHUSMH QYHKUMH NEYEHH JIETKOH H
CpelHe# CTENeHH TSHKECTH HabmMoJaNoch YBEIMYEHHE 3KCNO3WLUM PUBACTHIMHUHA, B CBA3H C
yeM MOXeT TMoTpebOBaTbCs CHW)XEHHE JI03Bl B COOTBETCTBHM C HMHAMBHIYaIbHOH
[EPEHOCHMOCTBIO Y MALMEHTOB JAHHOW KaTeropuu. M3yyeHue NpUMEHEHHs PUBACTUIMHHA Y
NAlLKUEHTOB C HAPYIUIEHUSIMH GYHKUWH NEYEHHU THKENO0H CTENIEHH HE POBOAMIIOCK.

Iayuenmul ¢ HapyweHusAMU PYHKYUU nOYeEK

[Ipu npreme pUBACTHTMHMHA BHYTPh y NALHEHTOB C HAPYLICHHAMH QYHKUHMH IOYEK JIETKOH H
CpEIHEH CTEMeHH TSHKECTH HabMoJanoch YBETMYEHHE 3KCIO3HMUMHM PHBACTHIMHHA, B CBS3H C
yeM MOXeT TOoTpebOoBaThCs CHM)KEHHE [JO3bl B COOTBETCTBHM C HMHIUBHIYalbHOM
NEPEHOCHMOCTHIO y NAllMEHTOB JAHHOH KaTEropuH.

Iayuernmul ¢ HU3KOU UNU 8bICOKOU MACCOU meaa

B cBs3W ¢ HaJIMYHEM CBS3H MEXIY Maccoi Tejla M 3KCIO3ULMEH DHUBACTHIMHMHA ClIEHyeT
TINATENBHO THTPOBATh 103y W KOHTPOJIHPOBATH COCTOSHHE MALMEHTOB C HU3KOW MIIM BBICOKOM

Maccoit Tena.

BJUUSIHUE HA CITIOCOBHOCTb YNIPABJIATH TPAHCIIOPTHBIMH CPEACTBAMMU H PABOTATDb C
MEXAHU3IMAMH

JleMeHLHs albUreiMepOBCKOrO THIIAa MOXET BBI3BIBATH MMOCTENEHHOE YXYIUIEHHE CIIOCOOHOCTH
YIIpaBjieHHs] TPAaHCMOPTHBIMHM CPEACTBAMH MJIM MOCTaBHTh I10[ YTPO3y BO3MOXHOCTb HX
MCIIONB30BaHKsA. Y MAIMEHTOB, MOJYYaBUIMX TEPAnui0 PUBACTUIMHMHOM, BO3MOXXHO Da3BHTHE
FONOBOKPYXEHHMS M COHJIMBOCTH, OCOOEHHO B Hadale JICUYEHHS HJIM NPH HM3MEHEHHH MO3bI
npenapaTa. PMBaCTUrMHH MOXET BHI3BBIBATH OOMOPOKH MNM Aenupui. CrocobHOCTh MauneHTa
C JEMEHLHEH, MOMyYaloWero JIeYeHHe MpenapaToM, yNpaBisTh TPAHCIOPTHBIMH CpEICTBAMH

W/ WK paGOTaTB ¢ ME&XaHu3MaMHU JOJDKHaA peryjsipHO OUCHHUBATHCA JICHAIIUM BpaioOM.

@®OPMA BbINNYCKA

OnHa TpaHCIAepMallbHas TepaneBTHUYecKas cucTeMa 4,6 Mr/24 4 umu 9,5 Mr/24 4, B naker u3
MHOTOCIIOHHOr0 JamMuHata (6ymara, MOKpBITas IUICHKOH M3 IIOJMITHIEHTepedranarta,
ATIOMUHHEBOM (ONBrOW M COMONMMEPOM MONMAKPHIHMTpHIa): 3, 7, 30 makeToB BMECTE C
HHCTPYKIHKEH 10 TPUMEHEHHUIO B KAPTOHHOM MavKe.

Onna TpaHcAepMalibHas TepaneBTHueckas cucrema 13,3 Mr/24 4 B nakeT u3 MHOTOCJIOHHOTO

namMHHAaTa (6ymara, NOKphITas TUIEHKOM M3 MOJIM3THICHTepedTaNaTa, allOMUHHEBOH (HONbro# 1
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cononuMepoM nonuakpuinHurpara). [lo 7, 30 makeToB BMeCTE C HHCTPYKUHEH 110 TPUMEHEHHIO B

KapTOHHOM IayKe.

YCJIOBUSt XPAHEHHA
B cyxom MmecTe nipu Temmnieparype He Bbine 25 °C.

I'Ipenapar CJIEQYCT XpaHUTh B HEAOCTYITHOM UIA JeTer MeCTe.

CPOKTOAHOCTH
2 roaa.

HpenapaT HE CJIIEOAYET UCII0b30BaTh IIOC/IC OKOHYaHH CPOKa rOAHOCTH.

YCJOBHUS OTITYCKA U3 ATNITEK

Ilo peuenry.

- HOBAPTHUC ®APMA AT, ILIBEHLIAPUS, / NOVARTIS PHARMA AG, SWITZERLAND

,
®
.

MTPOU3BEJEHO / MANUFACTURED BY:

°». HOBAPTHUC ®apMA IITEIH AT, LIBEALAPUA / NOVARTIS PHARMA  STEIN AG,

. %.WITZERLAND

o !

HOBAPTUC PAPMA I'MEX, TEPMAHUSA / NOVARTIS PHARMA GMBH, GERMANY

AJIPEC:
JIMXTWTPACCE 35, 4056 BA3EJIb, IIIBEAUAPUS/ LICHTSTRASSE 35, 4056 BASEL, SWITZERLAND

JIONOJHUTEJbHYIO HHOOPMALMIO O NMPENAPATE MOXHO NOJIYYUTb N0 AAPECY:
125315, Mocksa, JIeHHHrpaaCKu# MPOCHEKT, A0M 72, KOpIrycC 3

Ten. (495) 967 12 70,
daxc (495) 967 12 68

yaakosB /1.B.
PyxoBoauTENb IOPUANYECKOTO JA€NapTaMeHTa

000 «Hosaptuc ®apmar

25




