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10 MEJIJULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOT O IIPEITIAPATA

i
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Perncrpaunonnniii Homep: JIT1-003440

Toprosoe naumenosanue: Kanametun® ®C

MeKayHapo/IHOe HeNaTEeHTOBAHHOE WM IPYNINHPOBOYHOE HAMMEHOBAHHE: KaneluTabuH
JlexapcrBennasi popma: TabJICTKH, TOKPBITHIE TNIEHOUHON 000JI0YKOM

Cocras Ha 1 TabJjerKy:

JlosupoBka  Jlo3upoBka

150 mr 500 mr
Jleticmsyiowee eewyecmeo.
Kanenurabun 150,0 Mr 500,0 mr
Bcnomozamenvuvie sewecmsa:
[lesro103a MUKpOKpHCTAIUIMYECKas 26,0 mr 95,0 mr
Kpaxman kykypy3Hblii IpeKeIaTHHU3HPOBaHHbBIN 10,5 mMr 37,0 mr
Kpocnosuon 4,0 Mr 16,0 mr
Marnus creapar 1,5 Mr 5,0 Mr
IInenounas obonouxa:
Omnappaii 11 sxenteiid 85F32771 (noJMBUHUIOBBIN CIIMPT — 8,0 Mr -

40,00 %, Tanek — 14,80 %, makporon 3350 — 20,20 %, Tutana

nmokeu — 23,70 %, sxene3a okcup xenTeiid — 1,30 %)

Onajpaii 11 sxentoiid 85F32733 (MOJMBUHUIOBBIN CIIMPT — - 27,0 mr
40,00 %, Tanbk — 14,80 %, makporou 3350 — 20,20 %, TuTaHa

mmoxeug — 21,65 %, »xene3a okcu xkenTeid — 3,35 %)

Onucanmue

Jlosupoexa 150 me: oBaIbHBIE IBOSKOBBINYKIIBIC TaOJIETKH, TOKPBITHIE TIEHOUHOH 000JI0UKOM
cBeTIo-kenToro nsera. Ha monepeynom paspese sapo 0enoro msera.
Jlosupoexa 500 me: osanvHbie 0BOAKOBLINYKIbIE MAONEMKU C PUCKOU HA OOHOU CMOPOHE,

NOKpbLMbLE NACHOUHOT 060.10uKOU Jceimo20 yeema. Ha nonepeunom paspese s0po 6eno2o ysema.

dapmakoTepaneBTHYeCcKasi FPyNMNa: MpOTHBOOIYXOJIEBOE CPEICTBO, AHTHMETAOOJIHT.

Kox ATX: LO1BC06

dapMakoJ0rHyecKHe CBOHCTBA

Dapmakoounamuxa



Kaneuntabun — mnpousBogHoe ¢ropnupuMuaMHa Kapbamara, NepopagbHbIA IUTOCTATHK,
aKTUBHMPYIOLIMICA B TKaHW OMYXOJIM U OKa3bIBAIOLIHI HAa HEE CEJIEKTUBHOE IIMTOTOKCHYECKOE
JIEHCTBHE.

In vitro xaneuuTabMH He 00JalaeT MUTOTOKCUYECKHM 3 QeKToM, i/n Vivo TpeBpallaeTcs BO
dropyparmn (DY), xKoTOpelii moaBepraeTcs JajibHelnieMy Mertabonmusmy. ObOpazoBanue DY
TIPOUCXOJIUT NMPEUMYIIIECTBEHHO B TKAHW OIYXOJIH TOJ] IEHCTBUEM OIyXOJEBOIO aHIMOTEHHOTO
dakTopa — TuMHIMH(OChOPHUIA3B], YTO CBOJUT K MHHUMYMY CHCTeMHOe BozjeicTteue @Y Ha
3JI0pPOBBIE TKAHHU OPraHU3MA.

[TocnenoBatenvHas ¢epmeHTHas Ouorpanchopmanms kanenurabuna B DY cosmaer Oonee
BBICOKHME KOHIIEHTPALIMH Nperapara B TKaHAX OMyXOJIH, YeM B OKPYKAIOIIUX 3I0POBBIX TKAHSAX.
ITocne mepopalibHOrO Ha3Ha4YeHHMs KarneluTabWHa TMAIMeHTaM KOJIOPEKTAJIBHBIM pakoM (n=8)
KoHIeHTpaust PY B TkaHu onmyxoiu B 3,2 pasza Oojblle €ro KOHIEHTPALUH B IPUJIEKAIIMX
3I0pOBBIX TKaHAX (auanaszon ot 0,9 1o §,0).

CootHouenne koHueHtpauu @Y B TkaHu onyxoiau u miasme — 21,4 (auanason ot 3,9 no 59,9),
COOTHOIIIEHHE €r0 KOHLIEHTPAI[MHU B 3/I0POBBIX TKaHSX U B Iu1a3Me — 8,9 (auanaso ot 3,0 1o 25,8).
AKTHBHOCTb THMHAUH(OCHOpUIA3bl B NEPBUYHON KOJOPEKTAILHON ONyXOIH Takxke B 4 pa3a
BBILIE, YEM B MPHIIEKALIHUX 3A0POBBIX TKAHAX.

B onyxoseBbIX KJIETKax y MAallUEHTOB ¢ PAKOM MOJIOUHOM JKeJe3Bbl, XKEIyAKa, KOJIOPEKTAIbHBIM
pPaKkoM, IEeHKH MAaTKU U IMYHUKOB COZIEPXKUTCS OoJiee BBICOKUI ypOBEHb TUMUAMH(BOCHOpHIIAsHI,
crnocoOHo# npeBpamaTh S'-ne30kcu-S-propypuaus (5'-1OYP) B OV, yem B COOTBETCTBYIOIUX
3JI0POBBIX TKAHSX.

Kaxk 310poBbIe, Tak M ONyXoJeBble KIeTKH MeTaboau3upyor @Y B 5-¢rop-2-1e30KCHypHIAMH-
moHodochar (PaYM®D) u S-bropypuauntpudocdar (PYTD). It MeTabOIUTHI NOBPEXKAAIOT
KJICTKH TIOCPEJICTBOM JIBYX Pa3JIMUHBIX MEXaHU3MOB.

Bo-nepsbix, ®AYM® u ponatueiii kodakrop N¥'%-merunenterparnapodonar cBs3pIBalOTCS C
tumuaninarcunTasoii (TC) ¢ 06pa3oBaHHEM KOBAJIEHTHO CBSI3aHHOTO TPETHYHOTO KOMILIEKCa. ITO
CBA3BIBAHME TOJIaBJIsseT o00Opa3oBaHWMe TUMUAWIATa M3 ypauwia. Tumuauinar sABIsSeTCS
HEOOXOMMBIM TIPEIIIECTBEHHUKOM THMHIMHTpHU(OCOATa, KOTOPHIH, B CBOIO OYEPE/b, KpaiiHe
BakeH Juis cuHTe3a JIHK, Tak 4To HE0CTaTOK 3TOTO BELIECTBA MOXKET NMPUBECTH K YTHETCHHIO
KJIETOUHOTO JIEJICHHUA.

Bo-BTophiX, B mponecce cuntesa PHK TpaHckpunimoHHble HEepMEHTHI Spa MOTYT OIIHMO04YHO
BiUTIoYnTh B Hee ®YT® Bmecto ypumunrpudochara (YTD). Dra merabonuyeckas «omubdKar»

Hapymaet npoueccudr PHK u cunres 6enka.



Dapmakokunemuxa

Bcacwvisanue

ITociie mpuema BHYTph KaneuuTabuH BCachIBAETCS OBICTPO U MOJHOCTHIO, MOCJIE YeT0 MPOUCXOUT
ero tpancopmauus B Metabonutsl S'-ne3okcu-S-propuutuaus (5'-APUT) u 5'-JIOVYP. Tluma
YMEHBIIAET CKOPOCTh BCACHIBAHUS KanelMTaOMHA, 0JIHAKO Ha BEJIMYUHY IUIOLIA/IM TOJ KPUBOI
«xoHueHTpauusa-spemsi»  (AUC) S5-JIOYP wu cnepyromero wmerabonura DY  Biausier
He3HauuTesbHO. [IpH HasHayeHuM KareunuTabUHA T0CIE TpUeMa UM B go3e 1250 mr/m? Ha
14-i1 nen» MakcuMmasnbHas kKoHueHTpauus B mia3dMe (Cmax) kanenuradbuna, 5'-JIPIT, 5'-JIOVYP,
OV u a-dprop-f-ananuna (PBAJI) cocraBunmm coorBerctBenno: 4,47, 3,05, 12,1, 0,95 wu
5,46 Mxr/mi. Bpems pocTikeHuss MakcuMaiibHOM KoHUEeHTpamu (Tmax) paBusiocs 1,50, 2,00,
2,00, 2,00 u 3,34 y. AUCo- coctaBuna 7,75, 7,24, 24,6, 2,03 u 36,3 MKT X 4/MJI COOTBETCTBEHHO.
Pacnpeoenenue (ceazvieanue ¢ beaxamu)

Hccnenosanue in vitro B ma3Me KpoBH 4esIOBEKa MOKasajo, YTo [yl Kaneuurabuna, 5'-JIPIT,
5'-JIOYP u OV cBszp ¢ Genkamu (r1aBHBIM 00pa3oM, ¢ abOyMHHOM) coctaBiser 54 %, 10 %,
62 % u 10 % cooTBETCTBEHHO.

Memabonuzm

ITepBuuno MeTaboM3UpyeTCs B IEYEHH 10/ BO3ACHCTBHEM KapOOKCHIICTEPa3bl 10 METaboINTa
5'-JAPIT, xoropsrii 3arem Tpanchopmupyercs B 5'-JIOVYP noj gelicTBUeM HUTHAUHIE3aMUHA3BI,
HaXOJIAIIEHCA B OCHOBHOM B TIEYEHH W ONYXOJIEBBIX TKaHeW. JlanpHelmas Tpanchopmaius 10
aKTUBHOTO LIUTOTOKCHUYeckoro wmeradbonura PY mNpoMCXOAUT IPEUMYLIECTBEHHO B TKaHH
OIYXOJIH 1101 IEICTBUEM OIYXO0JIEBOI'O aHTHOT€HHOTO (hakTopa — TUMUAMH(OCHOpHIIazhI.

AUC s @Y B iazme B 6-22 pasza MeHbIIIE, YeM TT0CTIe BHYTPHBEHHOTO OOJIIOCHOTO BBEACHHS
®Y B o3¢ 600 Mr/mM%. MeTaboUThI KaneuTabuHa CTAaHOBSTCS IATOTOKCHYHBIMH TOJIBKO TOCIIE
npeobpazoBanus B @Y u Merabonmutel DY,

Jlanee @Y karabonusupyercss ¢ 00pa3oBaHMEM HEAKTUBHBIX METabOIUTOB: JMUIHAPO-5-
dropypammna (PYH2), 5-propypennonponuononoii kuciaotsl (PYIIK) u ®BAJI; sToT npouece
MPOUCXOMMUT TOJ BO3ACHCTBHEM Juruaponupumuaunaeruaporesassl (JI1/I), axkTuBHOCTH
KOTOPOW OTPAaHUYUBAET CKOPOCTDh PEAKIIHH.

Buigeoenue

ITepuos nosyBeiBeieHus U3 opranusma (T12) kaneuntabuna, 5'-JIPLP, 5'-ADVYP, Y u OGBAJI
cocrasiget 0,85, 1,11, 0,66, 0,76 u 3,23 yaca COOTBETCTBEHHO.

DapMaKOKMHETHKY KamenutabuHa usydand B gozax or 502 jgo 3514 Mr/mM> B CyTKH.
dapMakoKMHEeTHYEeCKHe mapameTpsl kanenutabuna, 5'-JAPUT u 5'-JAOVYP na 1-i u 14-i nenp

ob oguHakoBsl. AUC @V yBenuunBanach k 14-my qHio Ha 30-35 % u 6osblie He Bo3pacTaia



(22-i1  pens). B gmanasoHe TepaneBTHYECKMX 103 (apMaKOKMHETHYECKHE IapaMeTphI
KarenuTabuHa 1 ero MeTaboJINTOB, 3a UCcKIoYeHHeM DY, HOCHIIN 10303aBUCHMBIN XapaKTep.
ITociie mpuema KanenuTabuHa BHYTPb €ro MeTabOoJINThI BBIBOAATCS TJIaBHBIM 00Pa3oM IOYKaMH.
Bosnbmias vacte (95,5 %) npuHATON 103k KaneuuTabMHa BBIBOAMTCA NMOYKaMu. BeiBeneHue c
KaJIOM MHUHUMaJIBHO (2,6 %). OcHOBHBIM MeTaboimuToM B Moue sBiseTcs PBAJI, Ha koTopbli
npuxoautcs 57 % mnpunaToit n03bl. Okosno 3 % NPUHATON 103kl BHIBOAWTCS MOYKaMH B
HEM3MEHEHHOM BHJIE.

Kombunuposannas mepanus

Kakoro-nm60 Bo3/ieiicTBUs KaneiuTabrHa Ha (papMaKOKMHETHKY J0LETaKCe Ia WK MaKJIMTaKkcea
(Cmax 1 AUC), a Takxe BO3JEHCTBHs JOllETaKceNa WIN NMaKJIUTaKceaa Ha (papMaKOKMHETHKY
5’-JI®VYP (ocHoBHOro MeTaboaMTa KaneunTabuna) He 0OHapyXKeHo.

DapmakoKuHemuKa 6 0co0bIX KIUHUYECKUX 2PDYRNaAX

[lon, HanuuWe WIM OTCYTCTBHE METACTa30B B TIEYEHM [0 Hayaja JICUEHHs, MHAEKC OOIero
COCTOSIHMS TIAlIMEHTa, KOHIEHTpauus obuiero OuaMpyOuHA, CHIBOPOTOYHOIO anbOyMHHa,
aKTMBHOCTh acnapratamuuoTpancdepassl (ACT) u amanuHamuHoTpaHcepassl (AJIT) wne
OKa3bIBAJIM CTATHYECKH 3HAUYMMOTO BJIMAHMA Ha (hapMaKOKUHETHYecKHe cBoiicTa 5'-JIOYP, OV
u GBAJL

Ilayuenmor ¢ ne4eHOUHOU  HEOOCMAMOYHOCMbIO,  00YCIO06NCHHOU — MEMACMAMUYECKUM
nopaicenuem neveHu

V nanueHToB C JIETKOM M CpejHell CTeneHbl0 HapyleHNH QYHKIMHA reuenH, o0ycIIoBIEHHBIX
MeTacTa3aMM, KJIMHMYECKM 3HaYMMOrO M3MEHEHHMs OWoakTHBAalMM M (HapMaKOKMHETHKH
KarnenuTabuHa He NpoucxXoauT. JlaHHble 10 ()apMAaKOKMHETHKE Y NAlMEHTOB C TSKEJIBIM
HapylieHneM (GyHKIUH Ne4eHU OTCYTCTBYIOT.

Ilayuenmor ¢ Hapywenuem PyHKYUU nOYex

Pesynbrathl papMaKOKMHETHYECKOTO MCCIIEIOBAHHs MOKA3BIBAIOT, YTO TIPH PA3JIMYHOM CTENCHH
(OT JIerkoi 10 TSDKEJION) TMOYEYHOI HEeJOCTaTOUHOCTH (PapMaKOKUHETHKA HEU3MEHEHHOTO
npenapara u @V He 3aBucut oT Kinpenca kpeatnnuHa (KK). KK Bmuser na sennanny AUC 5'-
JI®YP — nenocpencrsennsii npeamectsenunk OV (yBennyenne AUC Ha 35 % npu CHHKCHHH
KK na 50 %) u ®BAJI (yBenuuenne AUC na 114 % npu camwkennn KK na 50 %). ®BAJT —
MeTaboNuT, He oOnajgalomuii  aHTUnposMpepaTHBHOH  akTHBHOCThIO,  5-JIOYP  —

HETIOCPEeICTBEHHBIN npeiecTBeHHUK DY,



[layuenmer nodicunozo eozpacma

Bospact e Bimuser Ha (apmakokunetuky 5'-JPYP n ®V. AUC OBAJI ysenuuunBanace ¢
BO3pacToM (yBelnMueHue Bo3pacTta maiueHToB Ha 20 % compoBoxanoch ysenanuennem AUC
®BAJI na 15 %), 4ro, BeposSTHO, 00YCIIOBJICHO U3MEHEHHEM (DYHKLIMH TTOYEK.

Paca

dapMakOKMHETHKA KareluTabuHa y MalueHToB HerPOMIHOH packl HE OTIMYAETCH OT TAKOBOH Yy

NalMEHTOB €BPONIEOHIHOM pachl.

Iloxa3zaHusl K NPUMEHEHHIO

Pak monounoiu yncenesnt

KoMmOuHHpOBaHHast Teparnus ¢ JOLETaKCeIO0M MECTHOPACIIPOCTPAHEHHOT O HIIH METACTaTHYECKOTO
paka MOJIOYHOM dKesie3bl TpH Hed()(HEKTUBHOCTH XHMHMOTEPANWH, BKJIIOYAIONIEH Mpenapar
AHTPAIMKIMHOBOTO Psijia.

MoHoTepanus MECTHOPACTIPOCTPAHEHHOTO MM METaCTaTUYECKOTO Paka MOJIOYHOM XKeJe3bl PH
PE3UCTEHTHOCTH K XUMMOTEPANIMK TaKCaHAMH WJIM NpernapaTaMM aHTPAlMKIMHOBOTO psijia WIH
NPU HAJIMYMH TIPOTUBOINIOKA3aHUHN K HUM.

Konopexkmanwnotit pax

AjtbroBanTHas Tepanus paka Tojcroi kumku I1I cragny nocjie XMpypru4eckoro JieueHus.

Tepanust METacTaTUUECKOI 0 KOJOPEKTAILHOTO paKa.
Pak scenyoxa

Tepanus nepBoi JIMHUHU paclpOCTPaHEHHOIO PaKa XKeIyaKa.

IIporuBONOKa3aHUsA

[MrepuyBCTBUTEIBHOCTh K KaneuuTabMHy MM JIOOBIM JPYrMM KOMIIOHEHTaM INpernapara B
aHaMHes3e.

I'UrepyyBCTBUTENLHOCTh K (TOPYpALIMIy WIM TIPH 3apErHCTPUPOBAHHBIX CIyYasX pa3sBUTHA
HEOXKUJIAHHBIX MM THXKEIBIX TOOOYHBIX peaklnii Ha JTeYeHHE TPOU3BOAHBIMU (hTOPIIMPUMHUIUHA
B aHaAMHe3e.

YV CTaHOBJIEHHBIH TONHBIH Aedunut akTuBHoCcTH J{IT/] (AMrHApONMHPUMHUTHHIETHIAPOT€HA3BI).
O/HOBPEMEHHBII NIPUEM COPUBY/IMHA WIIH €0 CTPYKTYPHBIX aHAJIOrOB THIa OpUBYIMHA.
Tsoxenas neyeHOYHask HeI0CTaTOYHOCT, JIEHKOTICHHMS.

Tsokenas moyeyHasi HeJJ0CTaTOYHOCTh (KJIMPEHC KpeaTHHUHA HIKe 30 MJI/MHH).

Hexoamoe conepskanne neiirpodunos < 1,5 x 10%/m w/mmm tpomGoumtos < 100 x 10%/m.



[Ipu HaJIMYMK IPOTUBONIOKA3aHUH K OJJHOMY M3 NPENapaToB KOMOMHMPOBAHHOM TEPAIMHU €r0 HE
CJIEyeT UCTIONIb30BaTh.

bepemenHocTh

Ilepuon rpyHOTo BckapMmiuBanus (B Xoje Tepanuu nipenapatom Kanamernu® ®C u B TeueHue
2-X HeJieNb MoCJIe MOCIEeIHETo pUeMa rpernapara).

Jlerckuit Bozpact < 18 siet (3(pekTHBHOCTH 1 6€30TaCHOCTh MPHMEHEHHUS HE YCTAHOBJICHI).

C 0CTOPOKHOCTHIO

IIpu umemunueckoit 6onesnn cepaua (UBC), aputMuu ¥ CTEHOKap/MM B aHAMHE3€, MOYEYHOM
HEJIOCTATOYHOCTH CpEJHEH CTENeHH TSHKECTH WIM NMEYEHOYHOM HENOCTaTOYHOCTH, THIIO- WIH
TUTEpKAIBIMEMHH, 3a00JIeBaHUAX IEHTPAIbHOW M Tnepu(epuuecKoil HEPBHOM CHCTEMBI,
caxapHOM jiMabeTe M HapyLIEHUsSX BOIHO-2JIEKTPOIMTHOTO GayaHca, BospacTe crapue 60 e,
OJITHOBPEMEHHOM TPUMEHEHMH C TEpOpaJbHBIMM AHTUKOATyJIAHTaMM KyMapMHOBOTO psija,
HACJIEICTBEHHOM JIeDUIIMTE JIaKTa3bl, HEMEPEHOCUMOCTH JIAKTO3bl, TJIIOKO30-TaJlaKTO3HOM
ManbabcopOLUMK. Yy TalueHToB ¢ 4YacTHuHbIM Jaeduimrom JIIIJI, mnpu  OQHOBpPEMEHHOM

NPUMEHEHHH TIpenapaToB, MeTaboau3upyonmxcs uuroxpomom P4502C9 (penntonn).

IlpuMeHeHHe NpH GepeMEHHOCTH H B NEPHOJL IPYHOI0 BCKAPMJIHBAHMA
B HacTosiee BpeMs JaHHBIX 110 NPUMEHEHUIO KaneuTabuHa y 66pEMEHHBIX )KEHIIUH HET.
IIpenapaT NpPOTHBOINOKA3aH K TPHUMEHEHUIO TpU OEpEMEHHOCTH W B MEPHOJI TPYIHOTO

BCKapMJIMBAaHHUS.

Cnocod npuMeHeHHUs H 103b1

BHyTpb 11€IMKOM, 3anMBast BOJIOH, He no3aHee yeM yepe3 30 MUHYT TOCIe eJIbl.

Tabnerku He cieayeT ApoOUTH WK pa3iambIBaTh (cM. pazjen «Ilobounoe aeicTBre, Noapasien
«ITocTperucTpalluOHHOE HAOIIOAEHHUEN).

Ec/M manMeHT He MOXKET MPOrJOTHTh TabJeTKy LEIHKOM, TO ApOOJIEHHE WM pa3jiaMblBaHHE
TabJNETKH J0KEH OCYIIECTBHTh MEAMLMHCKHI crermanuct (cM. paszen «Ocobble ykasaHus»,
nopaszen «O6paiieHne ¢ HeUCIoIb30BaHHBIMU NIPENAPATOM U MPETapaToOM ¢ HCTEKIIHM CPOKOM
T'OJTHOCTHY).

CmanoapmHubslil pedcum 003Upo6anus

Mownomepanus

KonopexmansHuiii pak, pak moicmou KUMKU U pak MOJOYHOU Jicelle3bl



ITo 1250 mr/m? 2 pasa B CyTKM — yTpoM M BeuepoM (061uas cyrounas jo3a 2500 mr/m?) B TeueHue
14 nueit ¢ nocne1yomuM 7-THEBHBIM NIEPEPHIBOM.

Kombunuposannas mepanus

Pax monounoii srcenesu

I[To 1250 mMr/m? 2 pa3a B cyTKM B TeueHHe 14 JHel ¢ MOCHeLyIOmMM 7-THEBHBIM TIEPEPHIBOM B
KOMOMHAIMH C JIOLETaKCeIOM B Jio3e 75 Mr/mM? 1 pa3 B 3 HeJle/n B BUle BHYTPHUBEHHOM HH(Y3HN
B TeueHue 1 yaca.

[IpemMeukanys MpoOBOAUTCS TEpe]] BBEJCHHEM JIOLIETAKCeIa B COOTBETCTBHM C HHCTPYKLIMEN 110
€ro NpUMEHEHHUIO.

Konopexmanvnwiii pak, pak moicmou KUWKU U pax Jcenyoxa

B cocraBe KOMOMHMpPOBaHHOW TepamuM (32 MCKIIOUEHMEM TEpanud B KOMOMHAIMH C
MpHHOTEKaHoM) no3a npenapara Kanametun® ®C coctapiser 800-1000 mr/m? 2 pasa B CyTKH B
TeueHue 14 aHel ¢ MOCEyIONMM 7-HEBHBIM MEPEPHIBOM WM 625 Mr/mM? 2 pasa B CYTKH MpH
HENPEPBIBHOM PEXKHUME.

B cocraBe komOuHMpoBaHHOH Teparnuu ¢ upuHoTekaHoM (pexkum XELIRI) pexomennoBanHas
nosa npenapara Kanamerun® ®C cocrasiser 800 mr/m? 2 pasza B CyTKH B TeueHue 14 mHeii ¢
MoCJIeaAyIomuM 7-1HeBHBIM TiepepbiBoM. JloOGaBienue OeBanmsymaba K KOMOMHMpPOBaHHOM
Tepanyy He BIMSET Ha HayalbHyIo 103y penapara Kanamerun® ®C.

[IpOTHBOPBOTHBIE CpEACTBA M TpeMeauKaluus Ui oOecrnedeHus a[eKBaTHOM TIMJpaTaliu
HAa3HAYaloTCs Tepe]l BBEJICHUEM IMCIUIATHHA W OKCAJIMIUIATHHA COIJIACHO MHCTPYKIHSM I10
NPUMEHEHHUIO IIMCIUIATHHA ¥ OKCAJIMIUIATHHA MPU NIPUMEHEHUH X B KOMOMHALIMH C NIPENapaToM
Kanamerun® ®C,

B anvploBaHTHOM Tepanuu paka Toyictod kumku Il cragum  pexomeH0BaHHas

® ®C cocraBaser 6 Mecsues, T.€.

NPOJIOJDKUTENILHOCTL Tepanuu mnpenaparoM KanameTnn
8 KypcoB.

B kombunayuu ¢ yucnramunom

ITo 1000 mr/m? 2 pasa B cyTKM B TeyeHue 14 aHell ¢ MOCIEAyIONMM 7-THEBHBIM NEPEPHIBOM B
koM6uHaimy ¢ muciatuioM (80 mr/m? 1 pas B 3 Hezenu, BHYTpHBEHHAst MH(Y3HUs B TeueHue 2
yacoB, nepBas WH(Y3Us Ha3HavyaeTcs B TNeEpBbId JAeHb IwMkia). Ilepas 103a mpenapara
Kanamernn® ®C Ha3nayaeTcs BEYEPOM B MEPBBIi ICHb LUKJIA TEPANMH, MOCIEHAS — YTPOM Ha
15 nens.

B kombunayuu ¢ okcanuniamunom uiu ¢ OKCAIuniIamuHom u 688(114113}1Ma60M

ITo 1000 mr/m? 2 pasa B cyTKH B TeyeHue 14 aHeil ¢ MOCIEIyIOIHM 7-THEBHBIM NEPEPHIBOM B

KOMOMHAIMM C OKCAJMILJIATHHOM HJIM C OKCAIMIUIATUHOM H 6CBa]_II/I3yMa6OM. HCpBaH J103a



npenapara Kanamerun® ®C Ha3HayaeTcs BEYEPOM B NEPBBIH JIEH LMKJIA TEPATIUH, TIOCIEIHSISA —
yTpoM Ha 15 nens. beBaumszymab BBoauTcs B 03¢ 7,5 Mr/kr 1 pa3 B 3 HeJenu, BHyTPUBEHHAs
uHpy3us B Teyenue 30-90 MuHyT, nepsas uHQy3Us HaYMHAETCS B MEPBBIA JeHb nukia. [locne
GeBanuzymaba BBOJHUTCS OKCAIMIUIATHH B 03¢ 130 Mr/M2, BHyTpUBEHHAs UH(Y3Us B TeueHHe 2
4acoB.

B xombunayuu ¢ snupyouyunom u npenapamom Ha 0CHO8e NIamuHbl

ITo 625 mMr/m? 2 pasa B CYTKH B HETNIPEPLIBHOM PEKUME B KOMOMHALMH ¢ SHpyOHIHOM (50 Mr/m?
1 pa3 B 3 Hezenu, BHYTPUBEHHO OOJIIOCHO, HAUMHAsi C MEPBOTrO JHS LMKJIA) M MPENapaToM Ha
ocHoBe atuHel. [Ipenapat Ha OCHOBE TUIATHHBI (LIMCIUIATHH B 103€ 60 MI/KI? WM OKCAJIMILIATHH
B j103e 130 mMr/m?) JloiKeH OBITH BBEJIEH B TIEPBBIN JIeHb LMKJIA TEPAMU B BUIE BHYTPUBEHHOM
H(DYy3UH B TeyeHue 2 yacos, janee 1 pa3 B 3 Henenn.

B KOM6UHCIHHU C UDUHOMEKAHOM UIU C UDUHOMEKAHOM U besayuzymabom

PexoMenioBanHas no3a npenapata Kanametun® ®C cocrasnser 800 mr/m? 2 pasa B CyTKH B
Tedenue 14 aHel ¢ mocueayromum 7-THEBHBIM NEPEPHIBOM B KOMOMHALMH ¢ UPUHOTEKAHOM MIIH
C UPUHOTEKaHOM U OeBanuzymabom.

Upunorekan BBoguTcs B 103e 200 mr/m? 1 pas B 3 Hezienu, BHYyTpUBEHHas MHQY3Hs B TeUCHHE
30 MunyT, nepBast UHY3Hs B NEPBBIN JI€Hb LIUKJIA.

Besanmzymab BBouTCcs B 103€ 7,5 Mr/kr 1 pa3 B 3 Heienu, BHyTpUBeHHast HHQY3us B Teuenue 30-
90 MuHyT, nepBasi UHyY3HUs HAUUHACTCS B NEPBbIH JEHb LIUKJIA.

Pacuem 00361 npenapama

Jlo3a npenapata Kanametun® ®dC paccuuThIBAETCS MCXOMS M3 IUIOIIAAM TOBEPXHOCTH Teja
nanuenTta. [lpeacTaBieHHble HIKE TaOJMIBI MOKA3bIBAIOT NMPUMEPHI pacyeTa CTaHJapTHOH H
CHIKEHHOH 710361 penapata Kanametnn® ®C s HawansHo# 10361 1250 Mr/m? wim 1000 mr/m?,
Ta6auna 1. CTangapTHas ¥ cHUKeHHas 10361 npenapata Kanamernn® ®C 1u1a HavaIbHOi

10361 1250 Mr/m?%, paccuuTanHble B 3aBHCHMOCTH OT TJIOLIA/IH TOBEPXHOCTH TeJia.

Jlo3a — o 1250 mr/m? 2 pasa B CyTKH

CHWwxeHHas CHwxeHHas
Ilonmnas | KomuuecTtBo Tadnetok 150 mr
no3a (75 % ot | no3a (50 % ot

1032 w/umn 500 Mmr Ha npuem (Ha . .
Ha4yaJIbHOM HayaJIbHON
1250 mr/ | xaxelii mpueM 2 pa3a B CyTKH
5 ) J103b1) JI03bI)
M — YTPOM U BEYEPOM
yip P 950 mr/m? 625 mr/m?
[Tnomanp Jloza Ha
Ho3za Ha | Jlo3a Ha
TIOBEPXHOCTH npueM 150 mr | 500 mr
npueM (Mr) npueM (Mr)
Tena (M?) (mr)




<1,26 1500 - 3 1150 800
1,27-1,38 1650 1 3 1300 800
1,39-1,52 1800 2 3 1450 950
1,53-1,66 2000 - 4 1500 1000
1,67-1,78 2150 1 4 1650 1000
1,79-1,92 2300 2 4 1800 1150
1,93-2,06 2500 - 5 1950 1300
2,07-2,18 2650 1 5 2000 1300

=219 2800 2 3 2150 1450

Ta6auna 2. CTangapTHas ¥ CHUKeHHas 10361 npenapata Kanamernn® ®C 11 Hava IbHOM

10361 1000 Mr/m2, paccyuTaHHBIE B 3aBHCHMOCTH OT IUJIOINA/IH MOBEPXHOCTH TeJia.

Jlo3a — 1o 1000 mr/m? 2 pasa B CyTKH
KonmnuecTtBo tabnerox | CHHXKEHHAS CHmxeHHas
ITonnas
150 mr w/mmm 500 mr Ha | mo3a (75 % ot | noza (50 % or
no3a
npueM (Ha KaxkJpli TpHEM | HauaJIbHOM HayvaJIbHOH
1000 Mr/m
, 2 pa3a B CYyTKH — YTPOM H | J103bI) JI03bI)
BEYEPOM) 750 mr/m? 500 mr/m?
ITnomans Jlo3a Ha
Jlo3a Ha npuem Jlo3a Ha
TIOBEPXHOCTH npuem 150 mr 500 mr
(mr) npueM (Mr)
Tena (M?) (mr)
<1.26 1150 1 2 800 600
1,27-1,38 1300 2 2 1000 600
1,39-1,52 1450 3 2 1100 750
1,53-1,66 1600 4 2 1200 800
1,67-1,78 1750 5 2 1300 800
1,79-1,92 1800 2 3 1400 900
1,93-2,06 2000 - - 1500 1000
2,07-2,18 2150 1 -4 1600 1050
2219 2300 2 - 1750 1100

Koppekuyus 0o3bl 6 x00e n1evenus

Obwue pexomenoayuu

Toxcuueckue npossienns npenapata Kanametnn® ®C MOXKHO yCTPaHHTh CHMITOMATHYECKOH

Tepanued W/WIM KOppeKLWeW Jo3bl mpenapara (IpepBaB JICYEHHE WIM YMEHBIIMB 103y

npenapaTa). Ecnu 03y NPpUIIJIOCH CHU3UTh, HEJIB351 YBEJINYUBATH €€ BIIOCIICICTBHH.



Ecnu no onenke neyamero Bpaya Tokcuyeckuii a¢gdekt npenapara Kanametun® ®C ne Hocut
CEpPbE3HOT0 WJIM YTPOXKAIOIIET0 KU3HU MALIMEHTA XapaKTepa, JIEYEHHE MOXKET ObITh MPOIOIKEHO
B HA4aJIbHOM J103¢ O€3 €€ yMEHbIICHUS WU NPEPHIBAHUS TEPAITHH.

IIpu TokcH4YHOCTH 1-i CTENenH 103y He MEHSIOT. [IpH TOKCHYHOCTH 2-H U 3-# CTENeHH Tepanuio
npenaparom Kanametun® ®C cienyer npeppats.

IIpn MCYE3HOBEHMHM TIPU3HAKOB TOKCHYHOCTH WM YMEHBUICHWH TOCHEaHeH 10 1-# cTemenu,
nposesiene Tepanuu npenaparoM Kanametun® ®C MoxkeT GbITH BO30GHOBJIEHO B MOJIHOM 03¢
WK CKOPPEKTUPOBAHO COTTIACHO PEKOMEHIALNIM, YKa3aHHBIMH B Tabiuie 3.

IIpy pa3BUTHM TIPU3HAKOB TOKCHMYHOCTH 4-i CTENEHH JICYEHHE CJENAyeT MNPEKPaTUTh HIIM
BPEMEHHO NMPEPBATH JI0 KYITMPOBAHUS MM YMEHBIICHUS CHMITOMOB JI0 1-i CTENEHH, T0CIIE YEro
NPUMEHEHHUE TpernapaTa BO300HOBUTH B 103e, cocTapisiomeid S50 % or HauyanbHOM. Ilanment
JIOJDKEH HEMEJUIEHHO COOOIIMTH Bpayy O Pa3BUBLIMXCS Y HETO HEXeJIaTeIbHBIX ABJICHUAX.
Crnenyer HemeieHHO mpekpaTuth npuem npenapara Kanamerun® ®C npu BO3HUKHOBEHHM
TOKCHYHOCTH TSDKEJIOM MJIM CPEIHEH CTeneHu TsokecTH. Eciin n3-3a TOKCHYEeCKUX sIBJIEHHH ObIIO
NPOMYIIEHO HECKOJbKO npreMoB npenapara Kanametnn® ®C, To 3TH 10361 HE BOCTIOIHAIOTCS.
I'emamonozuyeckas moxkcuunocmo

He cnenyer nasnauate Tepanuio KanequTaOMHOM TNAlUEHTaM, Y KOTOPBIX HAYalbHbIH YPOBEHb
Heirpoduios < 1,5 x 10°/1 u/unm HavansHEI ypoBens TpomGoruTon < 100 x 10%/1.

Crnenyer npepBaThb Je4eHHE KalelUTabMHOM, €CIIH B XO/I€ BHETUIAHOBOW OLIEHKH JIaGOPaTOPHBIX
nokasartesiei uucao Heiitpodunos ymensmmiocs Huwke 1,0 x 10%/1, a umcio TpomMGOUMTOB
YMEHBIINIOCH Hike 75 X 10%/11 (remMaTooruueckas TOKCMUHOCTD 3-i WM 4-if cTeneH).

B npusenenHod Hmwke TabiaMie yka3aHbl PEKOMEHJAIMH 1O W3MEHEHHIO JI03bl Iperapara
Kanamernu® ®OC B cirydae pa3sBUTHS TOKCHYECKHX SBJIECHHI, CBA3aHHBIX C IO IPHMEHEHHEM.

Ta6anua 3. Cxema koppexuun 10361 npenapara Kanamerun® ®C.

Koppexuus
JI03bI B X071€
CrerneHpb
CJICAYIOLETO
TOKCHUYHOCTH 10 Koppekuus 10351 B X0/1€ LIUKJIa TEPATTUU "
NCIC* A, Yo O
HaYyaJIbHOM
JI03bI
. IIponomxkates B
Crenens 1 IIponomkate B TOM e n03e ool Tpne
Crenens 2
1-e nosiBIeHUE 100 %
2-¢ N0sIBJIEHHE IIpepBaTh Tepanuio 10 pa3pemienus a0 crenenu 0-1 | 75 %
3-e nosiBIicHUE 50 %
He
4-e nosiBIIEHUE [ToTHOCTBIO IPEKPATUTH TEPATIUIO SRR
Crenenn 3
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1-e nosiBiIeHHE IIpepBats Tepanuio 0 pa3peuienus jgo crenenu 0-1 | 75 %

2-e NosIBJIEHHUE IIpepBath Tepanuio 10 paspemenus ao crenedu 0-1 | 50 %

He
3-e nosBiIcHHE IToJTHOCTBIO MPEKPATUTH TEPATTHIO

IPUMEHUMO
Crenens 4

ITonHOCTBIO MPEKpPaTUTh TEPANMIO MM, €CIIH Bpay
CYMTAET, YTO B MHTEpecax MalUeHTa MpoaoJKaTh

1-e nosBiIeHUE 50 %
Je4YeHHe, TpepBaTh TEpPalHio 10 pa3peuicHus 0
crenenu 0-1
He
2-¢ TIOSIBJIEHUE [ToTHOCTBIO IPEKPATUTH TEPATTHIO
PUMEHUMO

* B COOTBETCTBHE C OOIMMH KPUTEPUSIMH TOKCHYHOCTH I'PYIINIBI 110 MPOBEJEHHUIO KIMHHYECKHUX
uccnenosannii Hanmonansnoro onkonoruueckoro uueruryra Kanagel (NCIC CTG, Bepcus 1)
WIM OOLIMMHU TEPMHHOJIOTMYECKUMHU KPUTEPHSAMH HEXeJaTeIbHBIX sBieHUH [IporpamMmel 1o
OLIEHKE TPOTHBOOIYX0JIeBOH Tepanun HarmuonanpHOro onHkosjoruueckoro wuHcturyta CIIIA
(CTCAE, Bepcus 3). Kpurepunm TOKCHMYHOCTH JaJOHHO-TIOJOIIBEHHOTO CHHApPOMAa |
runepOmIMpyO6ruHeMuH noApoOHO onucansl B pasjeiie «Ocobble yKazaHUs.

Oowue pekomenoayuu npu KOMOUHUPOBAHHOU mepanuu

B ciiyuae BO3HMKHOBEHHUS ABJICHHH TOKCHYHOCTH NPH NMPOBEJCHUH KOMOWHUPOBAHHOM Tepanuu
CIIelyeT TpPUICPKUBATHCS PEKOMEH/IAlMH 110 KOppekiuu 103kl npenapara Kanametun® ®C,
yka3anHplX Bbiie B Tabmuue 3, ¥ COOTBETCTBYIOIIMX PEKOMEHIALMH B MHCTPYKIHMSX IO
NPUMEHEHUIO JIPYTHX MPEnaparoB.

B Hauane mukia TepanmM, eciM OXKHIAeTCs OTCpoYka ¢ mpueMom npenapara Kanametun® ®C
WM pyroro(-ux) npenapara(-oB), ClielyeT OTJIOKHTh IPUEM BCEX MpenapaToB JI0 TeX Mop, MokKa
He Oy/yT OCTUTHYTBI YCJIOBUS JUIs BO30OOHOBJICHHS TEPANIUH BCEMU TpernapaTaMu.

Ecnu Bo Bpems mnpoBeJeHMs LMKJIa KOMOMHHMPOBAHHOH TEpamuu SBJICHUS TOKCHYHOCTH, IO

® ®C, 10 Tepanuio

MHEHHUIO Bpauya, HE CBS3aHbl C NpUMEHeHHeM mpenapara Kamamerun
npenaparom Kanametun® ®C ciieryeT NpoI0IKUTh, @ 103y APYTOro MpenapaTa KOppeKTHPOBAaTh
B COOTBETCTBUM C PEKOMEHJALUSIMH UHCTPYKLIUH 110 €TI0 NPUMEHEHHUIO.

Ecin sipyroii(-ue) npenapat(-bl) NPUXOAUTCS OTMEHUTS, Jeuenue npenapatoM Kanamerun® ®C
MOXHO TIPOJIOJDKMTh TPH  YIOBJIETBOPEHUH TpeOOBAaHUSM TIO BO30OHOBIEHHIO TEpaNHH
npenapatom Kanametun® ®C.

JlanHple pEKOMEHIALMU NPHUMEHHMBbl B OTHOILIEHMHM BCEX IOKa3aHWH M Bcex OCOOBIX Tpymn
MalMEeHTOB.

Koppexuus 00361 6 0codbix cayvanx

Hapywenus ¢pynxyuu nevenu

He Tpe6yeTCH U3MEHEHHE HauyaJIbHOM JI03BI Yy NAalUEHTOB C METACTa3aMHU B IICYCHL U HAPYIICHUEM

(GYHKLMM TIeYeHH JIETKOW Win cpejiHeii ctenend. OHAKO 9THX NALMEHTOB ClIe/lyeT TIIATENbHO
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HabmozaTe. [IpuMenenne npenapara y MaluMeHTOB C TSHKEJIOW MEYEHOYHOH HEI0CTaTOYHOCTHIO
HE M3Yy4aJloCh.

Hapywenue ¢pynrxyuu novex

PexoMeHIyeTCs yMEHbIIEHHE HAauaabHOM 10361 10 75 % ot 1250 Mr/mM? y malueHToB ¢ HCXO/HO
no4yeyHoi HexocraToyHocThio cpeaHei creneHn (KK 30-50 mu/mun, mo ¢opmyne Cockroft
Gault), He TpeGyeTcs KOpPeKIMH J103bI PU HavabHO 03¢ 1000 Mr/m2,

VY nanueHToB ¢ Jierkoi creneHpto noyeuyHou HexocratroyHoctd (KK 51-80 mu/mMun) xoppexius
HayaJILHOM 1031 HE TpedyeTcsl.

B cnydyae BO3HMKHOBEHHS y TallMeHTa HEXENATeJIbHBIX peakuui 2-#, 3-i win 4-i cTeneHu
TSXKECTH, HEOOXOJMM €ro TINATEeJIbHBIH MOHUTOPHHI U HEMEJUICHHBIH NEepephiB NPOBOAUMOMN
TEpanM¥ ¢ LEJbI0 TOCHEAyIOUed KOpPpEeKIMHM J03bl Ipernapata B COOTBETCTBHHU C
peKOMeHalMsAMH, yka3aHHbIMH B Tabmuue 3. EciaM paccyMTaHHBIM KIMPEHC KpeaTHHHHA
CHHU3WICSA BO BpeMs NPOBEICHUS TEpanuu A0 ypoBHS MeHee 30 MJI/MHH, TE€panuio Mpenaparom
Kanametun® ®C creyeT npekpaTuTh.

PexoMeniaumy 1o KOppekuUuH [A03bl Tpenapara NMpH MOYEYHON HENOCTATOYHOCTH CpeaHEH
CTENEHH TSHKECTH OTHOCATCS Kak K MOHOTEpAIlUH, TaKk U K KOMOMHUpOBaHHOH Tepanuu. Pacuer
103kl yka3aH B Tabnuuax 1 u 2.

Jlemu

BesonacHocTs ¥ 3 extnBHOCTS ipenapata Kanametun® ®C y oemei < 18 set He
YCTaHOBJICHBI.

Iayuenmeolr noscunozo eo3pacma

Koppekius HawyaibHOM /10361 pH MoHOTepanuu npenapatom Kanametun® ®C He Tpebyercs.
OpaHako TspKeNble HeXeslaTelbHble peakuuu 3-i W 4-i CTeneHu, CBA3aHHBIE € NPOBOAUMOH
Tepanuel, pa3BUBAJUCH Yy mNanueHToB crapme 80 yer vame, yeM y Oonee mosonsix. Ilpm
ucnosnb3oBannu npenapata Kanamerun® OC B KOMOMHAIMM ¢ IPYTHMH POTHBOOIYXOJIEBBIMH
npenapaTaMi y MOXHJIBIX MAllMEHTOB (B BO3pacTe > 65 JieT) HexenaTelbHble peakiuu 3-i u 4-i
CTENEHU TSHKECTH, a TaKKe HEeXeNaTeldbHble pPeaklMu, NOTpeOOBaBIIME OTMEHBI TEPaIMy,
OTMEYAJIMCh Halle, yeM y 6osee MostobiX. PexkoMenyercs TiareabHblii MOHUTOPHHT COCTOSHHS
NAlMEHTOB MOKUIIOr0 BO3pacTa.

IIpn JyiedeHun B KOMOHMHAIMM C JOLETAKCEJIOM Yy TalMEeHTOB B Bo3pacTe 60 jeT M crapiie
OTMEYaJIOCh YBETMYCHUE YaCTOThI HEXKETAaTeJIbHbIX SBICHUH 3-H M 4-i CTENEHU M CEPhE3HBIX
HE)XeJIaTeJIbHBIX PeaKIifii, CBA3aHHBIX ¢ Tepanueil. /g nanuenToB B Bo3pacte 60 JeT u cTapiue,
KOTOphle OyayT monyuyath komOuHamuio npenapata Kamametnn® ®C ¢ gouerakcesnom,

pEKOMEHJIyeTcs CHH3HTh HadaabHylo 103y mpenapata Kamametnn® ®C o 75 % (950 mr/m?
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2 paza B cyTku). Pacuer noser npueneH B TaGuuie 1. B ciyuae oTCyTCTBHS NpOSBIECHHMIH

TOKCHYHOCTH JI03a MOXeET ObITh yBenndena 10 1250 mMr/m? 2 pasa B JIeHb.

ITo6ounoe eiicTBue

Jlns onMcaHus YacTOTHI HEXKENATEIbHBIX PEAKINi UCIIONB3YIOTCS CIIEIYIOIHE KATErOPUH: OYEHb
gacrto (= 1/10), wacto (> 1/100 u < 1/10), neyacto (> 1/1000 u < 1/100), peako (> 1/10000 u <
1/1000), ouens peako (< 1/10000).-IIpuBeneHHbIe HUKE HEXKENIATEIBLHBIE PEAKIIMH TIEPEYHCIIEHB
B MOPSAJIKE KIMHUYECKOH 3HAUUMOCTH.

Haubonee wacTo BCTpeyarOMMMCS W/MIM KIMHUYECKM 3HAYMMBIMHM  HEXeJaTebHBIMH
peakiusaMu B Xoze Tepamuu npenapatom Kamametun® ®C GbUM HApyIIEHHS CO CTOPOHBI
xkenynoyno-kumeunoro tpakra (JKKT) (ocobenHo muapes, TouiHoTa, pBOTa, 0OMH B KHBOTE,
CTOMATHT), JIQJIOHHO-NOJOIIBEHHBI CHHJIPOM, YTOMJISEMOCTb, COHJIMBOCTb, aHOPEKCHSI,
NPOSIBJIEHHA KapJMOTOKCUYHOCTH, HapacTaHHWE MOYEYHOH HEIOCTATOYHOCTH y TAlMEHTOB C
HapylEeHUsAMH (YHKLUH 1T0YEK B aHaMHe3e, TpPOMO03/3MO0IIHs.

Monomepanuus npenapamom Kanamemun® @C

Hugpexyuonnvie u napazumapnvie 3a60.1e6anust:

yacmo — reprec BUpycHas HHQEKIMs, Ha30(papuHIUT, HHPEKIUS HIKHUX JIbIXaTEIbHBIX MyTEH;
Heyacmo — CETcUC, MH(EKIMS MOUYEBBIBOJISALIMX MYTEH, LEUIIOJIUT, TOH3WUINT, (hapHHTHUT,
KaH/MI03 CIIM3UCTOW OOOJIOYKH TOJIOCTH PTa, TPHIII, TaCTPOIHTEPUT, IPUOKOBBIE WH(DEKIINH,
uHpekuun, abeuecc 3yba.
Jobpoxauecmeennvie, 310kavecmeennvle U HeYMOYHeHHbIE HOBOOOPA308AHUSAL:

Hewyacmo — IUIoMa.

Hapywenus co cmoponvl kKpou u tumgpamuiecrkoi cucmemyi:

yacmo — HeWTponenus; wHevacmo — (GeOpwiIbHas HEWTPONEHMs, TIPaHyJIOLUTONEHUS,
TPOMOOIIMTONICHHUS], JICHKONICHUS, TeMOJMTHYECKAs aHEMHs, YBEIHMUYCHHE MEXyHapOIHOTIO
HOPMaJIM30BaHHOT'O COOTHOILIEHHMS, YIUIMHEHUE IPOTPOMONHOBOTO BPEMEHH.

Hapywenus co cmopombt uMMyHHOU cucmembl.

He4acmo — MOBBILIEHUE YyBCTBUTEIILHOCTH.

Hapywenus co cmoponvl oomena eewjecme u NUmManus:

OYeHb Yacmo — aHOPEKCHUS; yacmo — JISTUpaTallus, CHHKEHHE MacChl TeJa, CHU)KEHHE aleTUTa;
Hewacmo  —  caxapHelii  guabeT,  TUNOKaJIMEMHsS,  pacCTPOMCTBO  IHIIEBAPEHUS,
TUIIEPTPUTITULIEPUIEMUSI.

Hapywenus co cmoponvl ncuxuxu:

Heyacmo — MaHUYCCKHUE aTaKH, NMOJAAaBJICHHOC HACTPOCHUE, CHUIKECHHUE J'II/I6H,HO.
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Hanpywenus co cmoponw HepeHoil cucmemvi:

yacmo — royioBHas 60JIb, TOJOBOKPYKEHHE (KPOME BEPTHUTO), BSUIOCTh, APECTE3UH, UCTEB3HS
(u3Bpamenne BKyca); Hewacmo — abaszus, paccTPOMCTBO NaMATH, OOMOPOK, HapylIEHHE
PaBHOBECHs, TIOTEPS YyBCTBUTEIBHOCTH, NepuepuuecKas HeMponaTusi.

Hapywenus co cmoponwl opeana 3penusi:

Yacmo — NOBBIIIEHHOE CIIE300T/IeJICHHE, KOHBIOHKTUBUT; HeYacmo — CHWKEHHUE OCTPOTHI 3pEHHS,
JIUTUIOTIUSL.

Hapywenus co cmoponvl opeana ciyxa u 1abupunmmuie HapyueHus.

Hewacmo — BepTUro, OOJIb B yIlax.

Hapywenus co cmoponwl cepoya:

Heuacmo — CTEHOKapjus, B TOM 4HCJIC HecTaOWiIbHAs, apUTMHs, CHUHYCOBas TaxXHKapaus,
OLIYIIEHHE CepaLeOUeHUs.

Hapywenus co cmoponwl cocyoos:

vacmo — tpoMbodnebur; nevacmo — Tpomb603 riayOOKHMX BeH, MOBBIIICHHE APTEPHAILHOTO
nasnenus (AJl), merexuu, NMOHMXKEHHE AapTEPUANIBHOTO JIABJICHHS, IIPHIUBBD), MOXOJOAaHHE
JMCTAIBHBIX OT/IEJIOB KOHEYHOCTEH.

Hapywenus co cmoponst ObixamenbHoU cucmemyl, 0p2aHo8 2pyoOHol KIemKU U CPedOCmeHUs.:
yacmo — HOCOBOE KPOBOTEYEHHE, PHHOpEs; Heyacmo — THEBMOTOPAKC, KpPOBOXapKaHbE,
OpoHXHaIbHas acTMa, OIBIIIKA MPU (PU3HUECKON HArpy3Ke.

Hapywenus co cmoponwl siceny0ouno-kuueuno2o mpakma:

O4eHb yacmo — Juapes, pBOTa, TOLIHOTA, CTOMATUT (B TOM YHCIIE SI3BEHHBIH), OOJIb B XKHMBOTE,
yacmo — 3anop, 60JIM B SNMUracTpUH, TUCTICTICUS; HeYacmo — KUIIEYHasi HENPOXOAUMOCTb, aCIIUT,
SHTEpPHUT, aucharus, O0Jb BHU3Y JKUBOTA, JUCKOM(OPT B KHUBOTE, TacTpold3odareasbHas
pediokcHas 601e3Hb, KPOBB B CTYJIE.

Hapywenus co cmoponvl nevenu u sicenyegbi800auux nymei.

yacmo — U3MeHeHHe (PYHKIMOHAIBHBIX TECTOB IIEYEHH; HeYacmo — XenTyxa.

Hapywenus co cmoponvl Kodcu u NOOKOICHbIX MKAHEU:

oueHb yacmo — NaJIOHHO-TIOIOMIBEHHBIH CUHJIPOM (TapecTe3uH, OTEK, TMIIEPEMuUs, LeyIIeHHe
KOXKH, 00pa3oBaHHE BOJJIBIPEH; B XOJl€ MOCTPETHCTPALMOHHOTO MPUMEHEHHs ObUIO BBISABIEHO,
YTO MEPCUCTHPYIOUIUI WIM TSDKEJBIA JTaJJOHHO-TIOAOIIBEHHBIH CUHIPOM (CTENEHb 2 M BBILIE)
MOXET BIIOCJEJCTBHUM TPUBECTH K YTpaTe OTIEYaTKOB NAaJbLEB), AEPMATUT, uacmo —
TUIIEPIIUTMEHTAIHS KOKH, MaKyJIsipHast ChIIlb, ChIMb, HAPYILICHUE TIMTMEHTAI[MH KOXKH, aJTOTIEIHs,
3PUTEMA, CYXOCTh KOXH; HeYacmo — BOJIIABIPH, SI3BbI KOXKH, KPAlIMBHUIIA, JTaJOHHAs SPUTEMA, OTEK

aMua, nypnypa. Y MeHee 4eM 2 % NanyeHToB B 7 3aBEPLICHHBIX KJIMHUYECKHUX HCCIIEIOBAHHAX
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(n =949) coobmanoch 0 TpemMHax KOXKH, N0 KpaiHel Mepe, MPeAIoNIoKHTEILHO CBI3aHHbIX C
Tepanuei npenapatom Kanamerun® ®C.

Hapywenus co cmopomvl KOCMHO-MbluleyHOU U COeOUHUMENbHOU MKAHU.!

yacmo — 60U B KOHEUHOCTSX, OOJIM B CIIMHE; Heyacmo — ONMyXaHHe CYCTaBOB, OOJIM B KOCTSX,
00111 B 00J1aCTH JIMIIa, CKOBAHHOCTb, MBIIIIEYHAs CJIa00CTh.

Hapywenus co cmoponwvl nouexk u Moyesbi800AUUX NYMell.

Heyacmo — TuIpoHedpo3, HelepKaHUE MOYH, TeMaTypHs, HUKTYPHs, TIOBBILIEHHE KPEaTHHHHA B
T1a3mMe KpoBH.

Hapywenus co cmoponvl noniouix opeanos u MOI0YHOU JHcenesvl.

Heuacmo — BarMHAJIbHBIE KPOBOTECYEHHS.

Obwue paccmpoticmea u HapyuieHust 6 Mecme 66e0eHUsL:

OueHb 4acmo — yTOMIISIEMOCTh, COHJIMBOCTD; Yacmo — nepudepudeckiue OTEKH, HEJJOMOTaHus,
Oosnb B TpyaM, JMXopaaka, clabocTh, acCTEHUs; Hevacmo — OTEKH, 03HOO, IPHUIIONOJ0OHbIH
CHHJIPOM, JIPOXb, TOBBILIEHHE TEMIIEPATypPhI TeJa.

Bnusinue na pezynbmamot 1a60pamopuvix u UHCMPYMeHMANbHbIX UCCIeO08AHUU

yacmo — runepomIMpyoHEMus.

Crenyronye HexxeJaTeJIbHbIE PEakIMu SBJISIOTCS MPOSIBICHUSIMU TOKCUYHOCTH, U3BECTHBIMU JUIs
Tepanuud GTOPIUPUMHUIUHAMH; COOOINAIOCH, 1O KpaiHeH Mepe, O KOCBEHHOW CBSI3U MEXIY
PasBUTHEM TAaKUX peakuuii W npuMeHenuem mnpenapara Kanamerun® ®C y meHee uem 5 %
MALMEeHTOB, YYaCTBOBABIIIMX B 7 3aBEPIICHHBIX KIMHHYECKHX HCCIIeIoBaHUAX (n = 949):
HapyueHusi CoO CMOPOHbL HCENYOOUHO-KUUEYHO20 MPAKMA.

CYXOCTh BO PTY, METEOPH3M, HEKeJIaTeTbHBIE PEAKIIUH, CBSI3aHHbIE C BOCTIAJIEHHEM/H3bA3BICHHEM
CJIM3UCTBIX 000JI0YEK, TaKue Kak 330(arut, racTpUT, AYOJACHUT, KOJIHUT, KeJyJOYHO-KHIIEYHOE
KPOBOTEYEHHE;

Hapywenusi co CMopoHbl CepoOeiHO-COCYOUCMOU CUCTEMbL.

OTEKH HWKHHUX KOHEYHOCTEH, KapIAHajrus, BKIOYas CTEHOKapAHIO, KapAUOMUOTIATHS, UILIEMHs
MHOKap/Ja, UHMapKT MHOKap/a, cep/edHasl HeJOCTaTOYHOCTh, BHE3AIIHAs CMEPTh, TaXMKapaus,
HaJDKEJIyJJOYKOBBIE ~ aPUTMHMHM, BKIoYas  GUOPWUIALMIO  TIPEJACEpPAMi,  KEelyJOYKOBbIE
9KCTPACHCTOIIBI;

HAapyuweHust co CMopoHbl HePEHOU CUCTIEMbL.

HapyllIeHHe BKycCa, OECCOHHMIIA, CIYTAaHHOCTh CO3HAHUs, OSHUE(DAIONATUs, CHMITOMBI
MO3)KE€YKOBBIX HapYIICHHI (aTakcHsi, TU3apTpHsl, HApyLIEHHE PABHOBECUS U KOOPAMHALHMH);
HApYweHust co CMopoHbl NCUXUKU.

JACTIPECCHA;
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uHexyuonHvle u napazumapHle 3a601e8aHUS:

MH(EKIMOHHBIE OCIIOKHEHHUS, CBSI3aHHBIE C MUEJIOCYTIPECCUEH, OCTabIeHHeM HMMYHHTETa H/HITH
MYKO3MTOM, TAKHE€ KaK MECTHBIE U (haTabHble CUCTEMHbIE HH(DEKIMH (OaKTepHabHOM, BUPYCHOM
WJIN TPUOKOBOM 3THOJIOTMH) U CETICHUC;

HapyueHusi co CMopoHbl KPOBU U IUMPAMUIECKOU CUCTEMbL.

aHEeMUS, MUEJIOCYTIPECCHSI/ TIaHIIUTOTICHUS;

HApyuleHust O CMOPOHbL KONHCU U NOOKONCHBIX MKAHEU:

3yJl, OYaroBOE€ IIEJyIIEHHE KOXKH, TUNIEPIMIMEHTAIUs KOXKH, W3MEHEHMs HOITEH, peakuus
(hoToceHcHOMIM3aIH, JTy4eBOU JepMaTHT;

HapyweHust Co CMopoHbl OP2aAHA 3PEHUSA.

paszpakeHHe Iias;

HapYweHust co CMoPOHbl ObIXAMEbHOU CUCTEMbL, OP2AHO8 2PYOHOU KNeMKU U CPEOOCMEeHUA
OJIBIIIKA, KalIeb;

HAapyueHus co CMopPOHbl KOCMHO-MbIUEYHOU U COCOUHUMENbHOU MKAHU:

apTpairus, MUarus, 60JIb B CIIMHE;

06w ue paccmpoicmea u HapyueHus. 8 Mecme 66e0eHUsL:

00J1b B rpyiu (HEKapAMaIbHON ATHOJIOTHH), 00JIb B KOHEUHOCTSX.

IMpumenenue npenapama Kanamemun® @C ¢ KomoOuHuposannoi mepanuu

ITpoduap Ge30macHOCTH HE OTJIMYAICSA INMPU HA3HAUEHWM 110 PA3JIMYHBIM TI0Ka3aHUAM M IIPH
pa3NMYHBIX ~ KOMOMHALMAX, OJIHAKO HEXKEJIATCJIbHBIE PEaKLUH, TEPEYUCICHHBIC TIpH
MOHOTEpanuyi, MOTryT HaOmoxaTbes ¢ OoybIIed YacTOTOM NpUM TNPUMEHEHHMM IIpernapara
Kanametnn® ®C B KOMOMHUPOBAHHOM TEpATIUH.

Hmxe mnpeacTaBieHbl HEXeJaTeIbHbIE pPEakIMH, KOTOpble HAaOIIOJaIMCh JIOTOJHUTENBHO K
TaKOBBIM IPH MOHOTEPAIHH.

Hughexyuonnvie u napasumapneie 3a601e6anus.

yacmo — KaHUJ03 CIU3UCTOM 000JI0YKH POTOBOH TOJIOCTH, OTIOACHIBAIOLIMI reprec, HHPEKIHU
MOUYEBBLIBOJAIIMX MyTeH, MHOEKINH BEPXHUX JBIXaTENbHBIX MyTEH, PUHUT, IPUINI, HHOEKIHMS,
reprec NoJoCTH pTa.

Hapywenust co cmoponvl Kposu u tumgpamuieckou cucmembt.

OueHb Yacmo — HEUTpOTeHHs (B TOM YHcle HeHTponeHus 3-4-i CTENeHH, acCOLMUPOBaHHAs C
TNOBBIIEHHEM TeMIiepaTypbl Teia Beime 38 °C), aHeMus, TPOMOOLUTONEHUS, JIEHKONEHHS,
(heOpuibHAsE HEUTPOTICHUS; YACMO — MUEJIOCYIIPECCHA.

Hapywenus co cmopoHbl UMMYHHOU CUCHIEMbL.:

yacmo — MOBBIIICHHAsA YyBCTBHUTCIIbHOCTD.
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Hapywenus co cmoponsl o6mena sewyecmes u numanusi.

OYeHb Yacmo — CHWKEHHE MAacChl Tella, CHWKEHHE AanmeTuTa, Yacmo — THUIOKaJIUeMus,
TMIIOHATPUEMHS, TUIIOMAarHUEMHUS], THIIOKAJIBIMEMUS, THTTEPTITHKEMHUSI.

Hapywenus co cmoponvl ncuxuxu:

yacmo — pacCTPOUCTBA CHA, TPEBOTA.

Hapywenus co cmoponvl HepsHOU cucmemoi:

ouenb yacmo — TIAPECTe3usl, IUCTEeB3Us, TOJOBHas Ooib, mnepudepuueckas Helponartus,
nepudepuyeckas CEHCOpHas HeHponaTus, JU3eCTe3Us; Yacmo — HEHPOTOKCHYHOCTH, TPEMOP,
HEBPAJITHsl, THIIECTE3HS.

Hapywenus co cmoponwvl opeana 3peHusi.

O4eHb Yacmo — CIe30TEUCHUE; Yacmo — HapyIIeHUs 3peHUs], CyXOCTb, O0JIb B I1a3aX, HEYETKOCTh
3PUTEILHOTO BOCTIPUSTHS.

Hapywenus co cmoponwsl opeana ciyxa u 1adupunmusie HapyuleHus:

yacmo — 3BOH B yIIaxX, TYTOYXOCTb.

Hapywenus co cmoponwl cepoya:

yacmo — GUOPUIIISLUS TIPEJICEPIUiL.

Hapywenus co cmoponwl cocy0os:

ouenvb yacmo — TpoM003/aMOo0us, moBbiieHHe AJl, OTEK HIKHUX KOHEYHOCTEH; wacmo —
runepemMus, CHiwxkenue AJl, runepToHUYecKuil KpU3, «IIPUIUBBI», (HI1eOHT.

Hapywenus co cmopombl OvixamenbHOU cucmemyl, 0p2aHo8 2pyoHOU KNemKU U cPeOOCmeHUs.:
OYeHb yacmo — IU3eCTe3ust TIO0TKH, OOJIb B TOPIIE; Yacmo — HOCOBOE KpOBOTEYEHHE, UC(HOHU,
pHHOpEs, UKOTa, O0JIb B ITIOTKE U TOPTaHH.

Hapywenus co cmopombl s#ceny0ouHo-KumeyHo20 mpakma:

OYeHb Yacmo — 3arop, AUCIIETICUS; Yacmo — KPOBOTEYEHUE U3 BEPXHHUX OT/EJIOB HKEITyI04YHO-
KHIIEYHOTO TpPaKTa, s3BbI B MOJIOCTH PTa, TacTPHUT, B3AYTHE J>KUBOTA, TracTpol3odareanbHas
pediokcHas 60s1e3Hb, 60Jb B MOJOCTH PTa, AUCHArHs, KPOBOTEYEHUE U3 MPSIMON KHIIKH, O0Ib
BHM3Y )KMBOTA, JIM3ECTE3MU, IAPECTE3Hs U THIIECTe3Hs B 00JIaCTH PTa, IUCKOM(OPT B KUBOTE.
Hapywenus co cmopombvl neveHu u sceniesble00suux nymeu.

yacmo — HapyleHue QyHKIMU NeYeHH.

Hapywenus co cmoponbvl Kod#u U NOOKOICHIX MKAHET.:

oueHb yacmo — ajonelys, U3MEHEHHE HOITEH; yacmo — TUIEPTUApPO3, SPUTEMATO3HAs CBHIIb,
KpanuBHHIIA, HOYHAs TOTJIMBOCTb.

Hapywenust co cmoponvl KOCMHO-MblUeYHOU U COCOUHUMENbHOU MKAHU:
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O4eHb 4acmo — MUQJITHUS, apTpaIrus, 60JIb B KOHEUHOCTSX; Yacmo — 00JIb B YEIIOCTH, MBILLIEYHbIE
CIHa3Mbl, TPU3M, MBILIIEYHAS CIa00CTh.

Hapywenus co cmoponvl novex u Mo4egul800uux nymei.

yacmo — reMatypusl, IpOTEUHYpHsl, CHIDKEHHUE KIMPEHCa KpeaTHHHUHA, IU3ypHsl.

Obwue paccmpoiicmea u Hapyulenus 6 Mecme 66e0eHUsL:

oyeHb yacmo — claboCTh, BSUJIOCTB, NMOBBIINICHHAs YYBCTBHTEIBHOCTh K BBICOKMM M HH3KHM
TeMIIEpaTypam; vacmo — JUXopajika, 00Jb, BOCHAJIEHHE CIU3UCTONH 000JI0UKH, 03HOO, OOIb B
IPY/M, TPUIIIONOA00HBIH CUHPOM, KPOBOTIOATEKH.

B KJIMHHUYECKHMX MCCIEIOBAHUAX U B NMOCTMApKETHHIOBOM TEPHOIE PErMCTPUPOBAIUCH CIydan
NIEUYEHOYHOM HEJI0CTAaTOYHOCTH U X0JecTaTHYeckoro renatuta. [l puanHHO-ceICTBEHHAs CBA3h C
npuemom npenapata Kanametun® ®C He ycTaHOBIIEHA.

Ipu Tepanuu npenapatom Kanamerun® ®C B kOMOMHALMH C JPYTHMH XHMHOTEPATIEBTHYECKHMH
JIEKapCTBEHHBIMH CPEJICTBAMHU YacTO (HO MeHee 4eM y 5 % MalMeHTOB) cOoOIanoch O CiIydasx
peakiuii runep4yBCTBUTEIBHOCTH (2 %) 1 nmemun/unpapkra muokapzaa (3 %).

Hwxe npencrasieHa uHGoOpMaLus 10 OTAEIbHBIM HEXKEJIATEIbHBIM PEAKLUAM.

Huapes

Jluapes Habmonanace y 50 % manueHToB B X0Jie Tepanuu KanenurabuHom. B pesynbrare meTa-
aHanu3a 14 KIMHMYECKHUX MCCIIE0BaHMM, BKIIOYaBIINX Oojee 4700 mamueHTOB, MOJIyyaBIIUX
TEepanuio  KameuuTtaOuHOM, OBUIM  BBISBJIEHBI  KOBapuaThl, KOTOpPbIE€  CTATUCTUYECKU
aCCOIMUPOBAIIUCH C YBEJIWYEHHEM pHUCKA pPa3BUTHUS JMAPEU: YBEIMYEHHE HA4allbHOM 03Bl
KaneuutabuHa (B TrpamMmax), yBEJIMYEHHE HCCIEAYeMOro IepHoja JieueHus (B HEIeNsX),
yBeauueHue Bo3pacta (Ha kaxaele 10 ner) M sxkeHckuil moi. KoBapuaTel, CTaTHCTHYECKH
aCCOIIMUPOBAHHBIC C YMEHBIIEHHUEM PUCKA PA3BUTHS JUAPEH: YBEIUUEHHE KyMYJIATHBHOMN 103bI
kaneiradbuna (0,1 X xr), yBeau4eHHe OTHOCUTENIbHOM HHTEHCUBHOCTH JI03bl B TIEPBBIE 6 HEJENb
neueHus (cM. paszen «OcoOble yKa3aHus»).

Kapouomoxcuunocms

B pesynbraTte ananusza npoduis 6e30macHOCTH 7 KIMHUYECKUX MCCIIEI0BAHUH NpU ydacTuu 949
MALMEHTOB, TIOJIyYaBIIMX KaneuuTabuH B KaueCTBE MOHOTEPAIUH, OBUIM BBIABJIEHBI CJIEYIONIHE
HexenaresnpHble  peakumu  (yactora wMenee 0,1 %):  kxapavoMuonaTHs, — cepAedHas
HEJIOCTATOYHOCTh, BHE3alHasi OCTAHOBKA CEp/lA U JKEJyIOYKOBbIE SKCTPACHCTONIMH (CM. pas/en
«Oco0Oble yka3aHusm).

Dnyeghanonamus

DHuedanonaTus TakKe acCOIMUPOBAIACh C TIPUEMOM KarelMTabuHa B Ka4€CTBE MOHOTEPAIUH

(uacrora menee 0,1 %).
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Hescenamenvnoie peakyuu ¢ 0Co0bIX KTUHUYECKUX 2PYyRNAX

Iayuenmu nodxcuno2o eospacma

B xome ananmza npodwmis 6e30macHOCTH y MAalMEHTOB B Bo3pacte > 60 jieT, mosry4aBIInX
KarenuTaduH B KOMOMHAIIMH C JIOIIETaKCeIOM, @ TAK)KE B KaUeCTBE MOHOTEPAINUH, ObLIO BBIABIECHO
yBEJIMYEHHE YKCJIa HEKENAaTeNIbHBIX PEeaklMid U HeXelIaTeNIbHbIX peakuui 3 M 4-il crenenu
TOKCHYHOCTH, CBS3aHHBIX C JICYEHHEM, 1O CPaBHEHHWIO C MalMeHTaMu B Bo3pacte < 60 ner.
ITaruenTsl B Bo3pacte > 60 JieT, MojyYaBIine KaneluuTaOMH B KOMOMHALIMHM C JIOLETAKCEIOM,
TaK)Ke paHblile BHIOBIBAIN M3 MCCIIEIOBAHHS BCIIEACTBHE PA3BUTHs HEXENATEIbHBIX PEAKLUH, 110
CPaBHEHHIO C TaleHTaMu B Bospacte < 60 sieT. B pe3ynpraTe Mera-aHanusa 14 KIMHHYECKUX
¥cciaeoBaHui Tipu yyactuu Oonee 4700 mNanMeHTOB, TOTY4YaBIIMX KamenuTabuH, ObLIO
BBIABJICHO, YTO C yBEJIMYEHHEM Bo3pacTa MalueHTa (Ha kaxzable 10 jer) moBblIAeTCs PHCK
Pa3BUTHSI JIQJIOHHO-TIOIOIIBEHHOTO CHHJApPOMA M JMaped, B TO BpPEMs KaK PHCK pa3BUTHs
HENTpONeHnH, Ha060POT, CHIKAIICS (cM. paszien «Crocod MPUMEHEHHS U JI03B1»).

Ion

B pesynabrare MeTa-aHanu3a 14 KIMHWUYECKMX MCCIIEIOBaHMH mpu ydactuum Oonee 4700
MAlMEeHTOB, MOJIyYaBIIUX KaneuTabuH, ObIJIO BBISBICHO, YTO Y MAIIMEHTOB )KEHCKOTO I10J1a PUCK
Pa3BUTHsA JIAJOHHO-TIOAOIIBEHHOTO CHHJPOMa W JHaped ObLI BBINIE, B TO BPeMs KaK PHCK
Pa3BUTHUS HEUTPONIEHUH, HA0OOPOT, CHHKAJICS.

ITayuenmor ¢ noueunou nedocmamounocmolo (CM. Takxke pazaensl «Crnoco® NPUMEHEHUS M
103b1», «OcoObIe YKa3aHus»).

B xone anammsa mnpodwis 0€30MacHOCTH Yy TMAIMEHTOB C IOYEYHOH HEI0CTaTOYHOCTBIO,
T0JTyYaBIINX KaneluTabuH B KauyeCTBE MOHOTEPANHHU (KOJOPEKTATbHBIA pak), OBUIO BBIABIEHO
yBEJIMYEHHE YACTOTHI PA3BUTHS HEXKENATEIbHBIX peaklui 3-i U 4-H CTENneHH TOKCHYHOCTH T10
CPaBHEHHIO C TAIMEHTAaMH C HOpMasibHOH ¢yHkuueil modek (36 % (n=268) mauueHTOB C
HOpMaJIbHOM (pyHKIMEH mouyek no cpaBHeHHio ¢ 41 % (n=257) nauMeHToB C MOYEYHOM
HEJI0CTATOYHOCTBIO JIETKO# cTerneHu U 54 % (n=59) nanueHToB ¢ MOYEYHOH HEJ0CTATOYHOCTHIO
cpenneii crenenn) (cM. pazaen «Papmakogoruyeckue cBoicTBay). Cpeau NalMeHToB ¢ MOYeYHOH
HEJI0OCTATOYHOCTBIO CpPEJHEl cTeneHd Haubosiee 4acTo oTMeyancss (aKT yMEHBIIEHHS J03bl
kaneruTabuna (44%) 1o CpaBHEHHMIO C TIALMEHTaMH C HOPMaJbHOH (yHkuuel nodek (33 %) u
NAalMEHTaMU € TI0YEYHOM HEJI0CTaTOYHOCThI0 Jierkoi cremneHu (32 %). OTMmeuanoch Takxke
YBEJIMYEHHE KOJMYECTBA MAIMEHTOB, BBIOBIBIINX M3 MCCIEIOBAaHUS Ha paHHMX ctamusx (21 %
MAIMEHTOB, BHIOBIBIIMX M3 MCCIIEJOBaHUs B T€YEHHE NEPBBIX JBYX IHKIOB) IO CPABHEHHIO C
NalMeHTaMM ¢ HOpMalbHOW (QyHkumeir mnodek (5 %) W NalMEHTaMH C  TI0YEYHOMH

HEJI0CTaTOYHOCTBIO JIETKO# cTenenu (8 %).
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H3menenun co cmoponst 1a00pamopusix nokazamenei

CHmxenne 4ucia HEHTpOWIOB, CHIKEHME WYHCIA TPaHYJOLMTOB, CHHKEHHE 4YHCIIA
TUM(OLUTOB, CHIKEHHE YUCIIa TPOMOOLIMTOB, CHI)KEHUE TeMOTJIOOHHA, THIepOrIupyOHHEMH,
NIOBBIIIEHHE aKTUBHOCTH alaHWHaMuHOTpaHcdepasbl (AJIT), acmaprataMuHOTpaHChepasbl
(ACT), memnounoit  docdara3pl,  T'HNEPKPEATUHUHEMHS,  TUNEPIIMKEMHUs,  THIIO-
/TUnepKaNbIUEeMHsi, THIIOHATPUEMHUS], THITOKATHEMMUSI.

Iocmpezucmpayuonnoe naoniooenue

Bo BpeMs TNOCTMapKeTMHIOBOro mnpuMeHeHus npenapata Kanmametnn® @®C oOGHApyKeHbI

CJICAYIONIUE HEKEIATECIIbHBIC PCAKIIUU!

Cucrema Opran Knace HexenarenbHas peakuus 4acToTa
Co croponsl mouek u | Octpas noyeuHas | Penko
MOYEBBIBOJAIIMX ITyTEN HEJI0CTaTOYHOCTb, KaK

CJICACTBUE JA€rupaTanyu, B

TOM 4YHCJI€E C JICTAJIbHBIM

UCXO0JIOM
Co CTOPOHBI HepBHOM | Tokcuueckas YacToTa HEU3BECTHA
CUCTEMBI neikosHuedanonaTus

Co croponsl neuenn u | IleueHounas Ouensb peako
KETUEBBIBOIALIMX MTyTeH HEJI0CTaTOYHOCTB;

XO0JIECTaTHYECKUN renaTUuT

Co croponsl koxku M | Koxnas ¢opma kpacHo# | Ouensb peiko

MOKOMXHBIX TKaHEH BOJJUAHKH, TaKHE TsDKEJbIe
KOXHBIE peakuuu KaK
CUHJIPOM CruBeHca-

JI>KOHCOHa ¥ TOKCHYECKH

SMH/IEPMAJIbHBIN HEKPOJIU3

Co CTOpOHBI OpraHa 3peHus CreHo3 cne3Horo kaHaibla | OueHs peiko
HEYTOUHEHHBII: TOpa)KeHUe

POTOBHIIBI, BKIIHOYasl KEPATHUT

ToueuHslil KepaTUT Penxo

Co croponsr cepaua u | Gubpwuianua xeaynodkos; | Peaxo
COCY/IOB yuinHenue wuHrepBana QT;
apUTMHS eIy J0YKOBast

TAaXUCHUCTOJIHUYCCKAs THIIA
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«IUPYITY; Opanukapaus;

Ba30CIIasMm

Bo3soeiicmeue npenapama npu opoonenuu unu paznamovl6anuu madiemox
B cnyuae npobnenus uiu pasnambiBanus Tabnetok npenapara Kanamernun® ®C nabiionanuch
CJIEYIOIINE HEeXEeNaTeIbHbIe PeaklHU: pa3fApakeHHe IJa3, OTEK BEK, KOXKHas ChIlb, FOJIOBHAs

00J1b, MapecTe3us, Juapesi, TOIHOTA, Pa3paKeHHe CIM3UCTONH 000I0YKHM Key/IKa, PBOTA.

Ilepeno3upoBka

Cumnmombi

CHUMITOMBI OCTPOH TIEPEI03UPOBKH BKITIOYAIOT TOMIHOTY, PBOTY, THAPEI0, BOCTIAJIEHHE CIIM3UCTOM
obonouku (Mykosut), pasapaxenne JKKT u KpoBOTEHUEHMsS, a TaKkKe YrHETEHHE (yHKIUH
KOCTHOT'O MO3ra.

Jleuenue

Jleuenue mepeO3UPOBKU JODKHO BKJIIOYATh CTAHAAPTHBIM KOMIUIEKC TEPaneBTHYCCKHX H
TIOIEPKUBAIOIIUX MEPOIIPUATHIH, HANPABICHHBIX HAa KOPPEKIUIO KIMHHUYECKHUX CHMIITOMOB U

NpeyNpexIeHUE BO3MOKHBIX OCIIOKHEHUH.

B3aumoseiicTBHE ¢ APYIrHMH JIeKAPCTBEHHBIMH CPeICTBAMM

AnmukoazynisiHmol KyMapuHoe020 psoa

V nanueHToB, NIPUHAMABIIHX KaneluTaOMH OJHOBPEMEHHO € AHTHKOATyJITHTaMH KYMapHHOBOTO
paja (Baphapun 1 GeHNPOKYMOH), COOOIIATIOCh O HAPYLICHUSX MOKa3aTelel CBEPThIBAHUS W/HIH
KPOBOTEUEHHAX Yepe3 HECKOJIBKO JHEH WIH MECsIeB OT Hauaja Teparmuu KaneluuTabuHOM, a B
HECKOJIBKHMX CJIy4yasiX - B TEeYEHHE OJTHOTO MECsALa M0CIIE €€ 3aBEPLICHHUS.

B mccie10BaHuM JIEKApCTBEHHOTO B3aMMO/IEHCTBHS TTOCIIE OMHOKPATHOTO BBEICHUA Bap(hapHHa B
nose 20 mr kamenurabun ysenuuuBan AUC S-uzomepa Bapdapuna Ha 57 %, a BenIduHy
MEXIyHapoHOro HopmaiusoBanHoro otHomenus (MHO) - na 91 %. CornacHo JaHHBIM
pe3yJIbTaTaM MOKHO MPEANOJNIOKHUTh B3aUMOZEHCTBHE aHTHKOATYISHTOB KYMapHHOBOTO psijia C
npenapatom Kanametun® ®C 3a cuer mnopasinenus uzodepmenta P4502C9 mox siamsHuem
KanenurabuHa.

Y NanMeHToB, OJHOBPEMEHHO TNPUHUMAIOIIMX MpEnapar KarneluuTaOuH M aHTHKOAryJISIHTBI
KYMapuHOBOTO psifla, HEOOXOJMMO TIIATENBHO CJIEJUTh 3a I[OKa3aTeIsIMH CBEPThIBAHHA
(nporpom6uHOBOE Bpems nin MHO), 103y aHTHKOATyJIsIHTa CIIElyeT NOAOHPaTh B COOTBETCTBHH

C OTUMH IIOKa3aTCJIAMU.
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Cybcmpamor yumoxpoma P4502C9

CrierasibHbIX MCCIIEIOBAHUI JIEKAPCTBEHHOTO B3aMMOJEHCTBHA KanenurabHHa ¢ JPYTMMH
npenapatamu, MeTtabommsupyromuMucs uzodpepmentom 2C9 cucremsl nuroxpoma P450, He
npoBoamiock. Creayer coboiaTh OCTOPOKHOCTH NMPU HAa3HAYEHHM KanelMTabuHa BMeECTE C
3TUMH TIpenapaTamu.

DeHumoun

[Ipy oxHOBpeMEHHOM TmpueMme KameuuTabuHa M (eHuromHa coobuanocs 00 yBEIMYEHHH
KOHLEHTpAIlMKU TocieHero B Iuia3Me. CreluualbHBIX HCCIIEJOBAHUN MEXKJIEKapCTBEHHOIO
B3aUMOJICHCTBUSA KarneuTaduHa U EeHUTOMHA HE NPOBOIMIIOCH, OHAKO NPEAIOIaraeTcs, 4ro B
OCHOBE MEXaHH3Ma B3aMMOJEHCTBHS JISKUT nojaBiaenue uzopepmenta P4502C9 nox siusnuem
kaneiurabuHa (CM. BbIIE «AHTHKOAryJIssHTBI KYMAapHHOBOTO psja»). Y  IalMEHTOB,
NOJIyYalolMX  OJHOBPEMEHHO (EHUTOMH M  KaneuutabuH, HeoOXOAMMO  PETryJIsSIpHO
KOHTPOJIMPOBATh KOHLEHTPALHMIO ()EHUTOHHA B ILIA3ME.

Anmayuowi

IIpu onieHke hpapMakOKMHETHYECKUX TTAPaMETPOB KaneurabuHa npyu 0JHOBPEMEHHOM IIPHEME C
aHTAIMIaMH, COJIEPIKAIMMH ATFOMUHUS THAPOKCH U MarHusi THAPOKCH]I, OTMEYEHO HeOObIIOE
TNOBBIIICHHE KOHIIEHTpALMK Kareiurabuna u oxHoro u3 merabosnuros (5'-JIPIT) B miasme
kpoBu. Ha Tpu ocHOBHBIX MeTabonurta kanenurabuna (5'-APYP, ®Y u ®BAJI) uccienyemeie
Cpe/ICTBA BIMSHUS HE OKa3bIBAIH.

Annonypunon

Cnenyer wuzberaTb OJHOBPEMEHHOTO IpHEMa AUIONMYyPHHONA M KamnenuTabuHa, MOCKOJIBKY
BO3MOXKHO CHIDKeHHE 3()(GEeKTUBHOCTH (hTOpypaluia BeaeACTBHE B3aUMOJIEHCTBHS (hpropypanuia
C aJUIOITYpHHOJIOM.

Humepgpepon anvpa

MakcuMaabHO TepeHoCHMast 103a KaneuurabuHa B KoMOMHauuu ¢ uuTepdeponom 2-anbda (3
MEXJIyHapOIHBIX MIIH-€MHUIYM? B cyTkM) coctaBuia 2000 Mr/m*> B CyTKH, B TO BpeMs Kak
MaKCHMAJIbHO MIEPEHOCHMAast 103 KarelMTabHHa B KauecTBE MOHOTepanuu coctasuia 3000 mr/m?
B CYTKH.

Jlyuesas mepanus

MaKCHMAaJIbHO TEPEHOCHMasi J103a KarenuTabuHa B KOMOMHAIMM C JIy4€BOM Tepamnven Mpu
JIeYCHNH TIALMEHTOB ¢ PaKOM NpAMOil kumiku coctapuiia 2000 Mr/m? B CyTKH (TIPH HENPEPBIBHOM
PEKMME TEPAITUK WM TIPU PEKUME TEPANUU ¢ OHEIEIbHUKA 10 MATHUILY M 6-TH IHEBHOM Kypce
JIy4eBOii Tepanuu), B TO BpeMsi KaK MAaKCHMAJIBHO TIEPEHOCHMas J103a KaneuuTabuHa B KauecTse

MoHOoTepanuu coctauia 3000 Mr/m? B CyTKH (HHTEPMUTTHPYIOIIMH PEXKUM).
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Kanvyus honrunam (Jleiikosopun)

Kanpius (onuHaT He BiuseT Ha (apMaKOKMHETHHECKHE CBOMCTBAa KamenurabuHa M ero
meTabouToB. OIHAKO, BO3MOKHO YCHMIIEHME TOKCHYecKoro 3¢dexra kamenurabuHa 3a cyer
BIMSAHUSA Kaublys GoMHATa Ha ero (apMaKkoANHAMHUKY KalelMTaOuHa.

Copusyoun u e2o anano2u

B uTepaTypHBIX HCTOYHMKAX ONUCAHO KIMHUYECKH 3HAYMMOE JIEKAPCTBEHHOE B3aUMO/ICHCTBHE
copuByauHa U @Y, B OCHOBE KOTOPOTO JIGXKHT HHrHOMpylomuil a¢pdek copusyauna Ha I/
VKazaHHOE B3aMMOJIEICTBHE MOXET TPUBOAUTH K (HaTaIbHOMY YCHIEHHIO TOKCHYHOCTH
¢ropnupumuuHoB. [loaToMy He cieyeT Ha3HayaTh KanelWTaOMH OJHOBPEMEHHO C
COPHMBYJMHOM WJIM €T0 CTPYKTYPHBIMH aHajoramMu Tuna OpuBynuna. Cremyer cobmonarh Kak
MHMHHMMYM YeTBIPEXHE/IeJIbHBIH MHTEPBAJ MEXy OKOHYaHMEM TEPAnui COPHBYIMHOM HIIH €ro
CTPYKTYpHBIMM aHAJIOTaMy (BKJII0Yasi OpUBYIMH) M HAYAJIOM JICYEHHs KarneuuTabuHOM.
Oxcanunnamun

KinMHMYeckH 3HAuMMON  pasHMIGI B OKCIO3MIMM  KalenuTabuHa MM MeTaboJMTOB
OKCaJMIIaTHHA (CBOOOMHOM IUIATHHBI WIM OOWIEH TUIATHHBI) TNPH  KOMOMHHMPOBaHHOM
TIPMMEHEHUH KanelMTabuHa U OKCaIUIUIATHHA, HE3aBHCHMO OT NpPHUCYTCTBUs GeBauusymaba, He
OTMEYEHO.

Besayuzymab

Kmuanyecku 3HaunMoro ¢dekra 6esanusymaba Ha GpapMakOKMHETHKY KanenuTabuHa Win ero

MeTab0JIMTOB HE OTMEYEHO.

Oco0Oble ykazanus

[1060YHBIMH PEAKIUAMH, OTPaHMYMBAIOIIMMH 103y TperapaTa, sABJIAIOTCA auapes, 0onb B
’KHBOTE, TOIIHOTA, CTOMATHUT H JIaJIOHHO-TIO/IOIIBEHHBIA CHHIPOM.

Heo6X011MMO TPOBOMTE TIIATENIBHBIN MEANIIMHCKUH KOHTPOJIb 32 MPOSIBICHUAMH TOKCHYHOCTH
y MAIEHTOB, MOJMyYalomMX Tepanuio npenaparom Kanamerun® OC.

BOJIBIIMHCTBO HEXeIaTeIbHBIX ABJIEHUI 00paTUMbI ¥ He TPeOYIOT TOJIHOM OTMEHBI Npenapara,
XOTS MOKET BO3HUKHYTh HEOOXOMMOCTh B KOPPEKIIMH JI0O3bI HJIM BPEMEHHON OTMEHE NpenapaTa.
Jluapes: neuyenne npenapatom Kanamerun® ®C MOKET BBI3BaTh JMAPEIO, HHOT/A TKEIYIO.
[TalMeHTOB C TSAXKEJION JqUapeeii ciaeayeT TIATeIbHO Ha0Io1aTh, a IPU Pa3BUTHH JETH/PATAlMH
HEOOXOIMMO MPOBOJUTH PETHIPATALMIO M BO3MEIICHHE TIOTEPH SNMEKTPOIUTOB. CTaHAapTHEIC
NPOTHBOIMAPEHHBIE TIpenapaThl (HanpuMep, JoNepaMuI) ClieyeT Ha3HayaTh KaK MOXKHO PaHbIIe
M0 MEIMUMHCKUM mokasaHusaMm. CoriacHo kputepusaM HalMoOHaJIBHOrO OHKOJIOTHYECKOrO

unctutyta Kanansl (NCIC CTC, Bepcus 2) nuapest 2-il CTETICHH ONPE/IENACTCA KaK y4yalleHHe
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cTysa 10 4-6 pa3 B CyTKM WIM CTYJI B HOYHOE BpeMs; JHapes 3-i CTENeHU — KaK yJalleHHe CTya
10 7-9 pa3 B CYTKM WM HeJIEpXKaHWe W CHHAPOM MaibabcopOumu; auapes 4-i CTENEHH — Kak
yuamenre cryna 1o 10 m Goiee pa3 B CyTKM, NMOSBJIECHHE BHIAMMON KDPOBH B CTyJe HIH
HeoOX0MMOCTh NapeHTepaIbHOM ToyiepkuBatomeid Tepanuu. IIpuy Heo6XomuMocTH cremyer
YMEHBIIUTS /103y npenapara Kanametnn® OC.

Jlecuopamayus: eruapaTanuio cielyeT TNpeaynpexaaTh WM YCTPaHATh B CaMOM Hayaie
BO3HUKHOBEHHS. Jleruaparanus MoxeT ObICTPO Pa3BUThCS y MALIMEHTOB C aHOPEKCHEH, aCTEHHEHH,
TOIIHOTOM, PBOTOM WJIM AHapeeH.

JlerngpaTaidss MOXET CTaTh IMPUYMHON Pa3BUTHSA OCTPOH IOYEYHOM HEIOCTATOYHOCTH, B
OTJIENBHBIX CIIYYasX ¢ JIETAIbHBIM MCXOJ0M, OCOOEHHO y MAlMEHTOB C HapylIEHHEM (QYHKIHH
TI0YeK HAa MOMEHT Hauaja TepallMd WM B Cilydae, eCliM MalMeHT NPHHAMAET KaneluTabuH
OJIHOBPEMEHHO C TpenapataMy, 001a1al0IHMH HeGPOTOKCHUECKHUM JIEHCTBUEM.

Ilpy pasBUTHH JerMapaTaliy 2-i CTENIeHH WM BbIle, Jeuenue npenapatoM Kamamernu® ®C
CclIe/lyeT HeMEJIEHHO MPEPBaTh M MPOBECTH peruipaTanmio. JleyeHue Henb3s BO30OHOBIATH 10
3aBEpIIEHUS PErupaTallid ¥ yCTPaHEHWs WIN KOPPEKIMM BhI3BaBIIMX ee (akTopos. Jlo3y
npenapara cjeayeT MOAU(GHLIUPOBATh B COOTBETCTBHU C PEKOMEHIALMAMH IS HeXeNaTeIbHBIX
SIBJICHUH, MPUBEIINX K JETUAPATALUH.

Hepuyum oueuoponupumuounoezuopozenasvr ([{I1J]): B peaKUX Cllydasx HEOKUIAHHO TSDKEIIBIC
ABJIEHUS TOKCHYHOCTH (HAnpUMep, CTOMATHT, AWapes, BOCHAICHHE CIHM3UCTBIX 000JIOYEK,
HEHWTPOTIEHHsT ¥ HEHPOTOKCHYHOCTB), acCOlMUpoBaHHbIE ¢ DY, 00yCIOBIEHBI HENOCTATOYHOM
axtusHocThio JIITJI, depmenta, yuyactByrouiero B paciierviennu @Y. MakcumaibHbIi PHUCK
Pa3BUTHUS )KUZHEYTPOXKAIOIINX WIH (aTaTbHBIX ABJIEHUN TOKCHYHOCTH, OTMEYACTCS y MALHCHTOB
C ONpEJEJIEHHBIMM TOMO3UTOTAMH HJIH ONPEICNICHHBIM HAabOpOM TeTEpPO3UTOTHBIX MYTAlWid B
nokyce rena DPYD, BbI3bIBatonMx MoJIHbIN WK yacTHuHbIA aepuuut I Takum nampentam
He clejlyeT HasHauaTh Tepanuio npenapatoM Kanamernn® ®C. J[is NManMeHTOB C TMOJNHBIM
nedurmrom JIITJI OTCYTCTBYIOT J103bl, OTBedaromue Mpodmmo 0Oe30macHOCTH (CM. paszen
«ITpoTHBOMOKa3aHUs»). Y TAIMEHTOB C ONPEEIEHHBIMH I'€TEPO3UTOTHHIMU BapHaLMAMHU IeHa
DPYD, Bbi3biBatonmu yactiunbii geduuur 1)1 (Hanpumep, Bapuaius DPYD*2a), nossiuen
PHCK Pa3BUTHs TSKENIBIX SBICHUH TOKCHYHOCTH NPU TNIPUMEHEHHH KalleluTaOuHa. ¥ NalieHTOB
¢ yactuyHbIM Aedurnurom JI1J], B ciydae ecnu 1mojs3a T€parnvy mnpenaparom Kanametun® (c
YyUYETOM BO3MOXHOCTH NIPUMEHEHUS aJIbTEPHATHUBHBIX HePTOPIUPUMHITHOBBIX
XMMHOTEPATEBTUYECKUX CXEM JICUEHHUsI) IPEBBIIACT MOTEHIMAIBHBIN PUCK, CIIEyeT COOMI0AaTh

0006)’}0 OCTOPOXKHOCTb. V Takux ManueHTOB U3HAYAJIBHO HEOOXOUMO CYIIECTBEHHO CHU3UTH
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7103y TIpenapara, NpOM3BOIUTh MOCIIEI0BATEIbHBIH MOHUTOPUHT M KOPPEKLHUIO J03bl C YYETOM
MIPOSABJIEHUH TOKCUYHOCTH.

Tect Ha onpenenenue neduumnra JI1)] HeoOX0aMMO NMPOBOAUTH B COOTBETCTBUH C TEKYIIUMH
PEKOMEHIAIIUSIMU ¥ IPUHHUMAas BO BHUMaHHE JIOKAJIbHYIO JJOCTYITHOCTb.

V manueHToB ¢ HeBbIABICHHBIM Jaeduimrom JI1/], momyyaromux Tepanio KanenuTabMHOM, a
TaK)Ke Y MalluEHTOB C HETATUBHBIM PE3yJIbTATOM TeCTa Ha crienduyeckue Bapuanuu resa DPYD,
MOTYT BO3HMKHYTh KM3HEYTPOXKAIOIIHE SBJICHUS TOKCHYHOCTH, MPOSBIIOIIMECS CUMIITOMaMH
OCTpOH Mepe03uPOBKH. B ciiyuae BOSHUKHOBEHMS IBJICHUI OCTPOH TOKCUYHOCTH 2-4-1 CTENeHH
HEOOXO0JMMO HEMEJUIEHHO TNPEKpaTUTh Tepanuio. PemieHue o MoJIHOM IpPEKpalleHHH Teparuu
JOJDKHO OBITh OCHOBAaHO Ha KJIMHMYECKOW OIleHKe Je0I0Ta, JIMTENBHOCTH M TAXKECTH
Ha0JII0/1aeMbIX SBJICHUH TOKCHYHOCTH (cM. paszen «Ilepeo3upoBkay).

Mepuvi  npedocmoposchocmu.;  ¢NeKTp KapAMOTOKCHYHOCTH TIPU JIEYEHMH KaneluTabuHOM
AHAJIONMYEH TaKOBOMY TPH HCIOJB30BAaHUU JPYTHX (TOPIUPHUMHUINHOB M BKJIIOUAET MH(APKT
MHOKapJa, CTEHOKAapJHI0, apUTMHM, OCTAHOBKY CEp/lA, CEPJAECYHYI0O HEI0CTAaTOYHOCTh H
u3MeHeHus Ha anekrpokapauorpamme (DKT). DTu HesxenaTenbHble peaklu 00j1ee XapaKTePHBI
s naupeHtoB ¢ UBC B anamuese. HeoOxoauMo co0imioiaTe OCTOPOXKHOCTD Y TNAIMEHTOB C
apUTMHUEN U CTEHOKapAuel B aHaMHE3e.

B Xxozme TepanmuM KaneuMTabOMHOM OTMEYAJIOCh PA3BMTUE THIIO- IUIM THIEPKAIbIIEMHUH.
Heo6xo1uMo co0110/1aTh OCTOPOXKHOCTh Y TAIMEHTOB C paHee AMarHOCTHPOBAHHOM THUIIO- WM
THIIEpKaIbIIMEMUEH.

HeobxoauMo coOJII0OIaTh OCTOPOXKHOCTh Y TALMEHTOB C 3a00JICBAHUAMM LEHTPAIBLHOM H
neprdepudeckoil HepBHOI CUCTEMBI (HanpUMep, IPH HAJIMYMU METACTa30B B I'OJIOBHOM MO3Tre H
HelponaTiu), a TakkKe y TALUEeHTOB C CaXxapHbIM JHAa0ETOM M HapyIIEHUSIMH BOJIHO-
3JIEKTPOJIMTHOTO OajiaHca, Tak Kak B XOJe JICUeHHs KalelUTaOuHOM BO3MOXKHO 000CTpeHHE
JaHHBIX 3200JI€eBaHUH.

Cneayer HaOmonaTh TNANMEHTOB HA TPEJMET BO3HHUKHOBEHUS  O(QTaIbMOJIOIHYECKHX
OCJIOKHEHHWH, TAKMX KaK KEPaTHT WMJIM TaTOJOTHS POTOBHIBI, OCOOEHHO B CIydae HaJUuus
HapyIIeHHii CO CTOPOHBI OpraHa 3peHHs B aHaMHe3e. B cirydae pa3BUTHs OCJI0OKHEHHH CO CTOPOHBI
opraHa 3peHusi He00X0MMO HAa3HAYUTH COOTBETCTBYIOLIEE JIEYEHHE.

IIpenapar Kanamernn® ®C MOXKeT BbI3BAaTh Pa3BUTHE TAKUX CEPHE3HBIX KOXHBIX PEaKLMi Kak
cunapom CrtHuBeHCa-J[)KOHCOHA M TOKCHYECKOTO SMUICPMAILHOrO Hekponusa. llpu passutuu
TSKENBIX KOXKHBIX peakiuii Ha Gone npuMenenus npenapara Kanamerus® OC npyeM npenapara
CJIE/TyeT NPEKPATUTh U HE BO3OOHOBIIATS.

TIposiBIeHNEM KOXHOM TokcuunocTH Tipenaparta Kanamernsn® ®C sBisieTcsl pa3BUTHE JIaIOHHO-
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NIOZIOIBEHHOTO CHUHIApPOMa (CMHOHMMBI — JIaJJOHHO-TIOZOIIBEHHAs JPUTPOIU3ECTE3US HIIH
aKpaJjbHasi SpUTEMa, BBI3BaHHAs XUMHUOTepanueil). IlepcucTupyomui WM TSKeNbIH JIaJJOHHO-
MOJIOIIBEHHBIH CHUHJIPOM (CTENEHb 2 W BBIIIE) BIOCIEACTBUM MOXET IPUBECTH K yTpare
OTIEYaTKOB MaJIbIEB, YTO MOXKET TOBIHUATH Ha INPOLECC YCTAHOBICHUS JMYHOCTH. Mennana
BPEMEHM JI0 Pa3BUTHS TPOSBICHUNH TOKCUYHOCTH Yy MALUEHTOB, MOJIYYAIOUIMX MOHOTEPAIHIO
npenapatom Kanametun® ®C, cocrasnser 79 nueii (8 quanazone ot 11 1o 360 aneit), a crenens
TSOKECTH BapbUpyeT OT 1-it crenenu a0 3-it creneHu. JIamoHHO-TIOJOMBEHHBIH CHHAPOM 1-i
CTEeTIEHH HE HapyllaeT TOBCEJHEBHON AKTUBHOCTH IIALIMEHTAa M TIPOSBIISAETCH OHEMEHHEM,
JIM3ECTE3UAMM/TIAPECTE3UAMH, TIOKAJIBIBAHMEM WIM TOKPACHEHHEM JaZoHeH /MM TOJOIIB,
nuckoMdopToM. JIaJIOHHO-TIOIOIIBEHHBIN CHHIPOM 2-if CTETIEHH XapaKTepH3yeTcs 00Ie3HEHHBIM
MOKpPAaCHEHHEM U OTEKaMH KHUCTeH W/WIM CTON, NPUYEM BBI3BIBAEMBIA 3TUMH CHMIITOMaMH
JMCKOM(OPT HapyIIaeT TOBCEJHEBHYIO AaKTUBHOCTH NaleHTa. JlamoHHO-IOAOIIBEHHBINA
CHHJPOM 3-H CTENeHH OmpejeNsieTcs Kak BIaKHas JeCKBaMallus, M3bA3BIECHHE, 00Opa3oBaHHe
ny3bIpel U pe3kre 0OJIM B KUCTAX W/WIM CTONAX, a TAKKe CHIIbHBIA JUCKOMQOPT, AeNarouiui
HEBO3MOKHBIMH JIJISl TIAIIMEHTa JIFOOBIE BUIbI TOBCETHEBHOMN JeATEIbHOCTH. IIpH BO3HUKHOBEHHH
J1aI0HHO-TIO/IOIIBEHHOTO CHHIpOMa 2-if uu 3-if cTenenn Tepanuio npenapartom Kanamerun® ®C
ClIeJlyeT TpepBaTh J0 MCYE3HOBEHHs CHMIITOMOB WJIM UX yMeHbIIeHMs 1o 1-i crenenu. Ilpu
BOBHMKHOBEHMH CHHIpOMa 3-if CTENeHM Tocleyiomue a03el npenapara Kamamernn® ®C
JIOJDKHBI OBITH YMEHBIIICHBI.

Buramud B¢ (MUPUIOKCHH) HE PEKOMEHAYETCS MPUMEHATh JUIs CHMITOMATHYECKOTO WU
BTOPUYHOTO MPOMHIAKTHYECKOTO JIEYEHHs J1aJJOHHO-TIOI0OIIBEHHOIO CUHIPOMA NIPH Ha3HAYEHUN
npenapara Kanametnn® ®C B KOMOMHALMHM C LMCIUIATHHOM, TOCKOJIbKY OH MOXET CHHKATh
spdexkTuBHOCTS nMcIUIaTHHA. MMelorcss naHHble 00 S5(Q(EKTHBHOCTH JIEKCNAHTEHONA B
npoUIaKTUKE pPa3BUTHs JIaJJOHHO-TIOJOIIBEHHOIO CHHJApPOMA IIpH TEpanuu TpernapaToM
Kanamerun® ®C.

IIpenapar Kanamerun® ®C Moxer BbI3BaTh runepOumpyounemuio. Eciv B CBA3M C JIeueHHEM
npenapatom Kanametun® ®C ormeuaercs runepOummpyounemus > 3,0 x BI'H (Bepxuss rpanuia
HOPMBI) MJIM TIOBBIIIEHHE AKTUBHOCTH «IIEYCHOYHBIX» amuHoTpaHcdepas (AJIT, ACT)
>2,5x BI'H, neuenue cieayer npepsarth. IIpoBejieHHE TEpalMH MOMXHO BO30OHOBHTH IpH
CHIKEHUM KOHLIEHTPAIMU OMIMpYOMHA W aKTUBHOCTH «IIEYCHOYHBIX» AMHHOTpaHC(hEpa3 HIKe
yKa3aHHBIX TPEJIEIIOB.

CiiefryeT coGIio1aTh OCTOPOXKHOCTH TIPH OJTHOBPEMEHHOM TIpUMEHeHNH npenapata Kanamernn®
®C u npenaparos, MeTaboau3upylonmxcs uuroxpomom P4502C9 (Baphapun wiu GpEeHUTOMH).

lerl OJTHOBPEMEHHOM IIPUMECHCHHUM C TIEPOpaJIbHBIMA aAHTHKOAryJIsHTaMH — IIPOM3BOIAHBIMH
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KyMapvHa — ClIe/lyeT KOHTPOJIMPOBAThH MOKA3aTelli CBEPTHIBAEMOCTH (IIPOTPOMOUHOBOE BPEMs
Wi MHO) u B COOTBETCTBHM C 3THM MOAOMpATh 103y aHTHKoaryssHTa. Ilpu osHOBpeMEeHHOM
NPUMEHEHUH C (PEHUTOMHOM W KarnenuuTabHMHOM, HEOOXOIMMO PpETYJAPHO KOHTPOJIMPOBATH
KOHLIEHTPAIMIO (PEHUTOMHA B TUIA3ME.

IIpumenenue npenapama y nayuenmos nodICul020 603pacma

YacToTa ToKcHuecKuX nposiieHuit co ctopoHsl JKKT y manueHToB ¢ KOJIOPEKTaIbHBIM PAaKOM B
Bospacte 60-79 JieT, MoMyyaronuX MoHoTepanuio npenaparom Kanamerns® ®C, He oriMyanach
OT TakoBOH B 0OLIEH MOMyJsMU TanueHtoB. Y mnamueHtoB 80 yieT M cTapimie oOpaTUMbIE
HexenaresbHbie peakiu co ctoponsl JKKT 3-it u 4-i crenenu, Takue Kak quapes, TOIHOTa H
pBOTa, Pa3sBUBAIMCh Yale. Y MALMEHTOB > 65 JET, NOMy4YalomuX KOMOMHUPOBAHHYIO TEPAIHIO
KanenurabuHoOM W JPYTMMH TIPOTHBOOIYXOJEBBIMH IIpENapaTaMH, OTMEYaJoCh YBEJIWYCHHE
YaCcTOTHl HEXKEJATEJILHBIX PEeaKuuii 3-if u 4-i CTEeNeHH TSHKECTH M HEXEIaTeNbHBIX SBIECHHH,
KOTOpHIE MPUBOJIMIIM K TIPEKPAILICHHIO TEPAITUU [0 CPABHEHHUIO € MAIMEHTAMH MOJIOXKE 65 JieT.
Ilpu aHanM3e JaHHBIX OE30MAaCHOCTH Y MAUMEHTOB > 60 JIeT, MoTydaromHuX KOMOMHUPOBAHHYIO
Tepanuio npenapatoM Kamametnn® ®C W 10LETaKCEIOM, OTMEYEHO YBEJIMYEHHE YacTOTHI
CBSI3aHHBIX C Tepanuel HeXeNaTeNbHBIX peakuui 3-H M 4-H CTENneHH TSHKECTH, CepPbe3HBIX
HEXENATeIbHBIX PEaKlMil ¥ paHHedl OTMEHbI TEpanvu HM3-3a HEXEeJNATENbHBIX DPEaKIMil 1o
CPaBHEHHIO C TAKOBBIMH Yy MALIMEHTOB MoJIoXke 60 j1eT.

Ioyeynas neoocmamounocms

CreryeT cobII01aTh OCTOPOXKHOCTS MM Ha3HaueHuu npenapata Kanamerns® ®C naupenTtam ¢
TI0YEUHOH HEJ0CTATOUHOCTBIO CPEJHEN CTeneHH TshkecTH. Kak U mpu yieyeHnu GTopypanuiom,
YacTOTa Pa3BUTHS CBA3AHHBIX C MPOBOAMMOIl Tepamueil HexenaTelbHBIX ABNEHUH 3-i u 4-if
CTENEHH TAKECTH OblIa BBIIIE y MAIMEHTOB C MOYEYHOH HEJOCTATOYHOCTBIO CPEHEH CTECTICHH
tsoxecT (KK 30-50 Mn/mun).

[levenounas neoocmamoyHocmo

TTalMEeHTBI ¢ TIEYCHOYHOI HE0CTATOYHOCTHIO BO BpeMs Tepanuy npenapatoM Kanamerns® ®C
JIOJKHBI HAXOJUTLCA TOJ TINATENLHBIM MEJUIMHCKUM HabiojieHueM. BiMsHue HapylieHUs
(yHKIIMM TieueHH, He OOYCIIOBJIEHHOTO METACTATHYECKUM IIOPaXKEHHEM TEYEHH MM TSDKEIIOH
TeYeHOYHON HeJ0CTaTOUYHOCTBIO, Ha pacnpeenenue npenapata Kanamernn® ®C HeusBecTHO.
Depmunvrocmy, OepeMeHHOCMb U KOHMPAYenyust

Ha OCHOBaHMM JAHHBIX MCCIIEJOBaHMIl y XMBOTHBIX npenapata Kamamerun® ®C moxker
OKa3bIBaTh BIMAHHME HA (EPTHIHHOCTD Y MY)XYMH U JKEHIIUH C COXPaHEHHBIM PENpPOAYKTHBHBIM
TOTEHIMAJIOM.

JKenmuuaM Bo Bpems Tepanuu npenapatom Kanamerun® ®@C u B TedeHue 6-X MeCsLEB MOCIE ee
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OKOHYAHUS CJIEAyeT HCIOJIb30BaTh HAJEKHbIE METO/bl KOHTpaueniuu. Eciau OepeMeHHOCTh
HACTYNWJIA B TEPUOJ TPOBEACHHS TEpaluy, MalMeHTKa IO0JKHA OBITh OCBEIOMIIEHA O
MOTEHIMAJILHOM yrpo3e [Uls TI0a.

Ha ocHOBaHMH MCCJIEIOBAaHUN T€HOTOKCHYHOCTH MalMeHTaM MY’KCKOI'O I0J1a ¥ MX MapTHEpLIaM
C COXPAaHEHHBIM PENpPOAYKTHBHBIM TMOTEHIHAJIOM CIIEJyeT HCIOJIb30BAaTh HAJIEKHBIE METOJIbI
KOHTpALENIMH BO BpeMs Tepanuu npenapatom Kanametun® ®C u B TeueHue 3-X MecsLeB mocie
€€ OKOHYaHHSI.

Obpawjenue ¢ HeUCNOIb308AHHBIM NPENAPAMOM U NPENAPAMOM € UCIEKULUM CPOKOM 200HOCMU
Tak kak npenapar Kanametun® ®C SBISETCS IMTOTOKCHYHBIM, HEOOXOAMMO HCIOJIB30BATH
CrielaIM3upoBaHHOe 000pYIOBaHHE U NIPOLIEYPH! yTHIN3auuH. Hencnons3oBanHbIN npenapar
¥ PACXOJIHBIE MAaTEPUAJIbI J0JDKHBI OBITh YTHIN3HPOBAHbI COTJIACHO JIOKATbHBIM TPEOOBAHUAM.
I[Tonaianue JIeKapCTBEHHOTO MpenapaTa BMECTe C OTX0/IaMU B OKPYIKaOLLyI0 Cpe/ly A0IKHO ObITh
CBEJICHO K MUHMMYMy. He ciieyeT yTWIN3HpOBaTh NMpernapar ¢ MOMOIIBIO CTOYHBIX BOJ WIH
BMeCTe ¢ OBITOBHIMH OTXOJaMH. 110 BO3MOXXHOCTH HEOOXOAMMO MCIOJB30BATh CIIEIHAIbHbIE

CHUCTCMBI I YTUJIU3allUH JICKAPCTBCHHBIX ITPEIIapaToB.

Biusinpe Ha CHOCOOHOCTH YNPaBJSATH TPAHCNOPTHBLIMHM CpeICTBAMH M paborarh ¢
MeXaHM3MaMH

IIpu npumenenuu npenapata Kanametun® ®C MOryT pa3BUBaThCs Takue NOOOYHbIC ABJICHUS KaK
rOJIOBOKPYXKEHHE, CHW)KEHHE OCTPOTHI 3peHusi, crmabocth, TomHOTa M Jp. Ilpu nossiaennu
OINMCAHHBIX HEXEJATEIbHBIX SBJICHUH CJIEYeT BO3JEPKAaThCsA OT YNPABJIEHUS TPAHCIIOPTHBIMH
Cpe/ICTBaMH M pabOTe C MEXaHU3MaMH, a TaK XK€ OT 3aHATHH JPYTrMMHU NOTEHIUAIBHO ONACHBIMH
BHJIAMH JIEATEIBHOCTH, TPEOYIONIMMH TOBBIIIEHHOW KOHLEHTPAIMM BHHMAHHA H OBICTPOTEI

TICUXOMOTOPHBIX PEAKIIMH.

®opma BhINyCKa

Tabnemxku, nokpvimule nieHoyHol 060n0ukot 150 me.

ITo 10 TabaeToK B KOHTYPHOIi SYEHKOBOI yIaKOBKE U3 TUICHKH TIOJTMBHHUIXJIOPUIHOH U GOJbrH
AIOMHHUEBONW  meyaTHOM  JjakupoBanHoil. Ilo 60  TtabGnetok BO  (QuakoHax W3
nojuyTUIEHTepeTaaTa,  YKYNOPEHHBIX  IOJMATHICHOBBIMM  Kpblikamu. Ha  duakon
HAKJIEUBAIOT CAMOKJIEALIYIOCS STHKETKY. I10 6 KOHTYpPHBIX SUEHKOBBIX YNAKOBOK WM 10 1

¢1akoHy BMeCTe ¢ MHCTPYKIMEH N0 IPUMEHEHHIO TIOMEIAIOT B NIaYKy M3 KapTOHa.
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Ta6nemku, nokpvimole nieHoyHou obonouxou 500 me.

TTo 10 Ta6JeTOK B KOHTYPHOI AYeHKOBO# yMaKoBKe U3 MIEHKHU MONTHBUHIJIXIOPH/IHON 1 dbonbru
ATIOMHHHEBOH  MevaTHo#  JslakupoBanHoil. Ilo 120  TaGmetok BO  (rakoHax M3
nonuaTUIEHTEpedTANaTa,  YKYNOPEHHBIX — MOJMAITHICHOBBIMHM  KPbILIKAMH. Ha ¢nakon
HAKJIEUBAIOT CAaMOKJIESILLYIOCS STHKETKY.

TMo 12 KOHTYPHBIX AUEHKOBBIX yAKOBOK WJIH 110 | (hlakoHy BMECTE ¢ MHCTPYKLMEH 110

MMPUMEHCHHUIO NMOMEIAIOT B Ma4Ky U3 KapTOHA.

CpoK rogHoCTH
2 roza.

He MPUMEHSATH 1O UCTEUYEHUH CPOKa r'OAHOCTH.

YeioBust XpaHeHHUs
XpaHuTh B 3aLMIIEHHOM OT CBETa MECTE MPH TEMIIEPAType HE BbILIC 25 9Cs

XpaHUTh B HEOCTYIHOM /ISl JIETEH MECTe.

YcaoBus 0TIHycKa

OTmycKaroT Mo peLenTy.

Baajenen perucTpaiuoHHOr0 y10CTOBEPEHHUS

O611ecTBO ¢ OrpaHudeHHoi otBeTcTBeHHOCTBIO «PAPMKOMITAHM S » (000
«DAPMKOMITAHUS»)

143404, MockoBckas o6iactb, r. KpacHoropek, yi. Jlaunas, 10M 11A, nomerenue 11

[Ipou3BoAHTEL/OPraHU3aIMs, IPHHHMAKOLIAS NPETEH3NH norpeduTeiei

OTKpbITOE aKLMOHepHOe 061ecTBo «PapmcTanaapT-Y GUMCcKui BUTaMUHHBIH 3aBo» (OAO
«®apmcranaapt-YpaBUTA»), Pocens

450077, pecny6auka Bawkoproctas, r. Yéa, yn. Xynaiibepanna, . 28,

ren./daxc (347) 272 92 85, Iy

www.pharmstd.ru

[IpencraButeb

000 «DPAPMKOMITAHU S » E.B. ToncroBa
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