COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 10.12.2024 N=27278
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1003

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Kab6asurakcen-Tesa, 10 Mr/mi, KOHIEHTpAT Ui IPUTOTOBJICHUS PAcTBOpaA ULt HHPY3HIA.

2. KAUECTBEHHbBIN 1 KOJTMYECTBEHHBII COCTAB

JlelicTByto1iee BemecTBo: kaba3uTakcel.

Kaxnaplii Ma KOHIEHTpaTra aisi TPUTOTOBJICHUS pacTBopa s WHQY3uid comepxkut 10 wmr
Kaba3uTakcesna (B BHI€ H30MPOIIAHOIBHOTO COJIbBATA).

Kaxnprit dhakon 6 mit comepxkut 60 Mr kabazutakcena (B BUAE U30TPOIIAHOIBHOTO COJILBATA).
BcnomorarenbHble BelecTBa, HATMUUE KOTOPBIX HY’KHO YUMTHIBATh B COCTABE JIEKAPCTBEHHOIO
npemnapara: 3TaHol (cM. paszaen 4.4.).

[TonHbIif mepeyeHs BCIIOMOTATENbHbIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
KonneHnTpar A npuroToBieHUs pacTBopa JUisl HHPY3Hil.

IIpo3paunblii, MaCISAHBIN C )KEITOBATBIM OTTEHKOM PacTBOD.

4. KIMHUYECKHUE JAHHBIE

4.1. [Toxka3zanusi K NPUMEHEHUIO
MertacTaTuyeckuil KacTpallMOHHO-PE3UCTEHTHBIN paK MPENCTAaTeIbHON JKeJie3bl Y MallieHTOB,
paHee TMOJIyYaBIIMX XUMHOTEpAHIO C BKIIOYCHHEM JoleTakcena (B KOMOWHAIMK C

IPEHU30JI0HOM).

4.2. Peskum 103MpPOBaAHUSA U CIOCO0 NPUMEHEHM I

[Ipumenenne  mpemapara  KabGasutakcen-TeBa  AOMKHO ~ NPOBOJAMTHCS ~ TOJIBKO B
CIEIUAIM3UPOBAHHBIX OHKOJOTHYECKHX OTICICHUSX TOJ HaOMIOJeHUEeM Bpada, HWMEIOIIETO
CHELHATbHYIO TOATOTOBKY 1O MPOBEACHHUIO MPOTUBOOMYXO0JIEBOM XUMUOTEepanuu. B oTaenenun
JTOJKHBI ObITh HEOOXOJUMBIE YCIOBHSI W MEIMKAMEHTHl [UIsl OKa3aHWs TIOMOIIM MIpU
BO3HUKHOBEHHUU pEAKUUN TUNEPUyBCTBUTEIBHOCTH, TAaKUX KaK CHIKEHUE apTepuaibHOIro
nasienust (AJl) u 6porxocmazm (cM. pazaen 4.4.).

IIpemenukanus

Jlis yMeHbIIeHHMs] pUCKa Pa3BUTHS M TSKECTH peakUuid THIepYyBCTBUTEIBLHOCTU MEpeN
BBegeHHeM Ipernapata KaOasurakcen-TeBa mMpoBOAMTCS OpeMeOuKalus —CIEAYIOIUMU

BBOJUMBIMH BHYTPUBCHHO JICKAPCTBCHHLIMU IIPCIIapaTaMU:



COOTBETCTEYET SKCMEPTH
ot 10.12.2024 Ne 27
ANOCREAOBATENLHOC

CHIMAPAMUH 25 MT

MY OTUETY

- aHTUTHCTAaMUHHBIE MIpernapaThl (AEKCXJI

WJIM aHAJOTMYHBIN NpenapaTr B 3KBUBAJIEHTHBIX J1033X);

- FJIIOKOKOpTI/IKOCTepOI/I,Z[bI (;[eKcaMeTa30H 8 MI' UJIM DJBKBUBAJICHTHBIC [J03bI I[pyFOI‘O
TITFOKOKOPTUKOCTEPOHIA);

- OsokaTopsl H>-rHCTaMHHOBBIX PEICNTOPOB (PAHUTHINH WM aHAJIOTWYHBIN Ipernapar B
SKBUBAJICHTHBIX J103aX).

PexoMenayercss mpoduiiakTHuecKoe MPUMEHEHHE MTPOTUBOPBOTHBIX CPEJICTB BHYTPh WIIH, TPH
HEO0OXOIUMOCTH, BHYTPUBEHHO.

PexxuM 103upoBaHus

PexomennoBanHas gno3a mpenapara KaGasurakcen-TeBa cocraBiser 25 MI/M?  TUTOMmIAIN
MMOBEPXHOCTU Teja, KOTOpask BBOJUTCS ITyTEM OJIHOYACOBOW BHYTPHMBEHHOW MH(DY3UH KaXKIbIe

3 Henenu B KOMOMHAIIMK C TIPUEMOM BHYTPB NpenHu300Ha 10 MI eKeIHEBHO B TEUEHUE BCETrO

nepuoja edeHus npenaparom Kabasurakcen-Tesa.

Koppekiusa BBOIUMOM 1036l

PekoMenayeMble M3MEHEHHS BBOIMMOW J03bl M3-32 Pa3BUTHs HEOJIAroNpUSATHBIX peakuuil y

MaIMeHTOB, oJyJaronux npemnapat Kabasurakcen-Tesa:

HebnaronpusiTHble peakuuu

N3MeHeHne BBOAMMOM 103bI

JlnutenbHas (6onee 1 Heenn) HEUTPOTICHUS >
3 cTemneHu TSHKECTH, HECMOTPS Ha IPUMEHEHNE
JICYCHUS,

COOTBCTCTBYIOIIICTO BKJIO4Yas

BBCICHUE  TIPaHyJOLUTAPHOIO  KOJIOHUE-

ctumysmpytomero (akropa (I'-KCD).

OTtcpouka CIEIyIOMIEr0 IUKJIA JICUEHUS N0
BOCCTAHOBJICHHS KOJIMYECTBAa HEUTPOPIIIOB B

nepupepuyeckod  kpoBu g0 > 1500

K.HeTOK/MM3, 3aTCM  CHMXKCHHUC O3Bl B

MOCJIEIYIONINX IUKIaxX C 25 Mmr/M? 10 20 Mr/m?

IIomaau IMMOoBEPXHOCTHU TEJIA.

debpusbHas HEUTPOIICHUS 1581051

HelTporeHnueckas HHQeKIus.

OTtcpouka cileayrolero LHKIa JCYSHHS 10
YAY4ILICHUS WA Pa3peleHus COCTOSHUSA U 10
BOCCTaHOBJICHHS KOJIMYECTBA HEUTPOPHIIOB B

nepudepuyeckon  kpoeu g0 > 1500

K.HeTOK/MM3, 3aTCM  CHMXKCHHUC O3Bl B

TIOCIeIYIOIMX UKIaX ¢ 25 Mr/m? 10 20 Mr/m?

IIomaau IMMOoBEPXHOCTHU TEJIA.

Huapes > 3 cTeNeHW TIKECTH WIH YIIOPHO
MPOJIOJDKAIONIASICS  Mapesi, HECMOTps Ha

MIPOBEACHUE COOTBETCTBYIOLICH TEpanuu |

OTcpouka CEAyIOImEero MHKIa JICYCHHS 10
YMEHBILIECHUS WK pa3pelieHus Juapeu, 3aTeM

CHMIKCHHUC IO03bI B IOCICAYIONIHUX MUKIIAX C
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COOTBETCTEYET 3KCINEPTHO
ot 10 '|E:::I24 Ne 272748 B
BOCTIOJTHCHHC OTEPh KHUIKOCTU u|| 25 mr/M 1o 26 M/ IO TIOBEpXHOCTH

SJICKTPOJIUTOB. TCI1a.

[Tepudepuueckas Heitporatus > 2 creneHu | OTcpouka  JIeYEHUST 10  YMCHBIICHHS
TSXKECTH. CUMIITOMOB, 3aT€éM CHH)XXEHHE J03bl B
TIOCIeYIOMMX UKIaX ¢ 25 Mr/m? 10 20 Mr/m?

IJIomaau rMmoBEPXHOCTHU TECJIa.

Ecian y manmueHTa NpH BBEJIEHHMH mpenapata B goze 20 Mr/m’ IUIOIAaAd TOBEPXHOCTH Tena
MPOJOHKAIOT BOSHUKAThH JIIO0BIE U3 YKA3aHHBIX BBIIIE PEAKIIHMM, TO PEKOMEHIyeTCS CHUBUTD JI03Y
npenapara Kabasurakcen-Tesa m0 15 Mr/m? miomaay MOBEPXHOCTH Tejla MM PACCMOTPETH
BONPOC O TpeKpalieHuu JedeHus mpenaparoM Kabasutakcen-Tema. JlaHHBIE O NMPUMEHEHHUU
npenapara B o3¢ MeHee 20 MI/M? IIOMAa1 HOBEPXHOCTH Tela OrPaHHYEHEL.

Oco0nIe I'pynIbl TanMEHTOB

Tlayuenmui nodcunozo eospacma

He Ttpebyercst cnenuaibHONH KOPpPEKIUM pexuMa JT03UPOBAaHMS IpU NMPUMEHEHHH IMpenapaTa
Kaba3zuTakcen-TeBa y manieHTOB MOKUIIOTO Bo3pacTa (CM. Takxke pasznenst 4.3.,4.4. u 5.2.).
Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

[Ipenapar Kaba3urakcen-TeBa, B OCHOBHOM, METabOJIN3UPYETCSI IEYEHBIO.

VY manueHToB ¢ NEUYEHOYHON HEOCTATOYHOCTHIO JIETKOW CTENEeHH TsKecTH (o0rmmii OunupyOouH
ceiBOpoTkH KpoBu > 1 mo < 1,5 x BI'H (Bepxueét rpanumsl HOpMmbI) wian ACT
(acmapraramuHOTpaHcdepassl) cIBOPOTKH KpoBH > 1,5 x BI'H) mo3y kabasutakcerna ciemyer
cam3uth g0 20 Mr/M’> IUIOmAAM HOBEPXHOCTH Tela, NpM 3TOM TpebyeTcs coOMoaaTh
OCTOPOXKHOCTh, TIIATEIBHO KOHTPOJIUPOBATH COCTOSHHE MAIlUEHTOB U MPOBOJUTH MOHHUTOPUHT
HeXxenarenbHbIX peakiuii (HP).

VY ManweHToB ¢ IEYEHOYHON HEA0CTaTOYHOCTBIO CPETHEH CTETICHH TSHKECTH (001Ul OMmpyOorH
>1,5 u < 3 x BI'H) makcumaibHas IepeHocHMas 103a kabasuTakcela COCTaBiseT 15 mr/m?
IUIOINAAM TIOBEPXHOCTH Tena. Eciau mpemycMOTpeHO JIeUeHHE MAIMeHTOB C IEYEHOYHOU
HEJI0OCTaTOYHOCTHIO CPEAHEH CTENEHU TSHKECTH J03a KabasuTakcesa He JODKHA MpeBhImaTh 15
MI/M? TIJIOMIA M TTIOBEPXHOCTH Tea. OJHAKO MMEIOTCS OrpaHUUYeHHbIE JaHHbIE 00 G heKTUBHOCTH
9TOU JT03BI.

[Ipenapar Kabasutakcen-TeBa npoTUBONOKa3aH MalMeHTaM C MEYCHOYHOH HEI0CTaTOYHOCTHIO
TsDKETION crerneHu (oOuuit OumupyOuH ChIBOPOTKH KpoBHU > 3 X BI'H) (cm. pasnenst 4.3., 4.4. u
5.2)).

Tayuenmsi ¢ noueunou HedOCMamouHOCmMuio

Kabasurakcen BBIBOJUTCA IIOYKaAMH B MUHUMAILHON CTEIICHH.



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 10.12.2024 N= 27278

He Tpebyercs koppekuu pexuMa J03UpPOBAHHS Y nau'iﬂ:'l:r'i'-(rg %éeﬁ%ﬁ'ﬁé ’]‘_a‘l“OLIHO'ClTBIO

6e3 mpoBeneHus remonuanuia. OAHAKO y MALMEHTOB C TEPMUHAIBHOW CTajuedl No4YeyHOU
HEJI0CTATOUHOCTH (KIMpeHC KpeaTwHuHA < 15 wmu/mun/1,73 M%), B CBA3M C MX COCTOSHHEM H
OrpaHUYEHHBIMU JAHHBIMHU, JIEUYCHHE CIIEYET IPOBOJUTH C OCTOPOKHOCTHIO U IPHU TIIATEIBHOM
MEIUIUHCKOM KOHTpPOJIE.

OnHOBpEMEHHOE MMPUMEHEHHE Ka0a3uTakcela ¢ HHAYKTOPAMU U MHTHOUTOpaMU U30(EPMEHTOB

nonacemerictea CYP3A

Crnenyer wu30eratb OJHOBPEMEHHOIO HCIOJb30BAaHUS JIEKAPCTBEHHBIX CPEICTB, KOTOpBIE
SBJISIFOTCS CHUJIBHBIMH HHAyKTOpamu u3zodepmeHntoB mojacemeiictBa CYP3A wunu cuiabHBIMH
uHruouropamu nzopepmentos nojcemericrea CYP3A. Onnako, eciu manueHTy HEoOX0IUMO
OJTHOBPEMEHHOE TpPUMEHEHHE Kaba3uTakcelra M CHIbHBIX HMHTHOUTOPOB H30()EepPMEHTOB
noncemeiictea CYP3A, ciaenyer paccMOTpeTh BOIIPOC O CHHKEHUU /10361 Kaba3uTakcena Ha 25 %
(cm. pazmenbr 4.4. 1 5.2.).
eTH

Bbezonacuocts u 3dpdexTuBHOCTS npenapara Kabazurtakcen-Tesa y aereit B Bozpacte ot 0 10 18
JIeT Ha JaHHbII MOMEHT HE yCTAHOBJICHBI. /laHHbBIE OTCYTCTBYIOT.

Cnoco0 rmpuMeHeHus

BuyTpuennas nngysus.

Bo Bpemss BHyTpuBEHHOW uWH(QY3MM pacTBopa Kaba3WTakcena CleIyeT HCIOIb30BaTh
BCTABJICHHBIN B CUCTEMY Il BHYTPUBEHHBIX HHPY3UH (UIBTP ¢ HOMUHAIBHBIM JHAMETPOM 0P
0,22 MKM.

[Ipenapar Kabasurtakcen-TeBa He MODKEH CMEIMIUBATbCd C JPYTUMH  JIEKapCTBEHHBIMH
IpernapaTamMy 1 pacTBOpaMH, 3a UCKIr0YeHneM 5 % pactBopa aekctpo3bl ¥ 0,9 % pacTBopa HaTpus
XJIOpHJA.

[Ipenapar Kaba3urtakcen-TeBa comepkuT B cBoeM cocTaBe mosmcopoar-80, KOTOpbBId
YBEIUYHUBACT CKOPOCTh IKCTPAKIMU TU-(2-3THaTreKkcni) (ranara uz nonuuHmixiopuaa (I1BX).
B cBsI3M ¢ 3TUM Henb3s UCHOIB30BaTh KOHTEHHEPHI A MHPY3UOHHBIX *)uaKkocTerd u3 [IBX u
HaOOpbl JUIsl NMPOBENCHHUS BHYTPUBEHHBIX HMHQY3MH M3 MONMypeTaHa JUis MPUTOTOBIEHHUS U
BBe/ICHHs MH(Y3UOHHOTO pacTBopa Kaba3uTakcea.

Mepvr  npedocmopooicHocmu, npuHumaemvle nepeo NpuMeHeHuem npenapama Uiy npu
obpaweHuu ¢ HuUM

Nudopmarnus mo paboTe ¢ MUTOTOKCUYECKUMU TIperapaTaMu MpuBeieHa B pasnene 6.6.

NHCcTpyK1mu 1o pa3BeeHUIO JIEKAPCTBEHHOT O Mpenapara rnepes; IpuMeHEHUEM CM. B pazfiene 6.6.



COOTBETCTBYET 3KCNEPTHO
ot 10.12.2024 N= 272
(NMOCNEOOBATENEHOCTE 0003)

4.3. IlporuBomoka3anus

- 'unepuyBCTBUTENBHOCTE K Kaba3WTakcely, OPYTMM TakcaHam, moiaucopOaty-80 uiam K

110060My U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3nene 6.1.

- KonuuecTBo HeiiTpoduios B nepudepuyeckoii kposu Menee 1500/Mm°.

- Tspxenast nedeHoUHass HE0CTATOYHOCTD (00IIHi OMTMpyOUH CHIBOPOTKHU KpoBu > 3 X BI'H).
- OnHOBpEeMEHHOE MPUMEHEHHE C BAaKITHHOHN MTPOTHB YKEJITOU JINXOPAIKH, & TAKIKE C APYTUMH
JKUBBIMHU OCJIA0JICHHBIMH BaKIMHAMU (cM. paszen 4.5.).

- JleTckuii 1 TOAPOCTKOBBIN Bo3pacT nmo 18 mer (Oe3omacHOCTh W AP(HEKTUBHOCTH HE

YCTaHOBJICHBI).

4.4. OcoOble yka3aHHs ¥ MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTBLIO

[Ipenapar cneayer NPUMEHATh C OCTOPOKHOCTHIO Yy TAlMEHTOB C TEPMHUHAJIBbHOW CTaaueu
MOYEYHON HEAOCTATOYHOCTU (KIMPEHC KpeaTuHUHA < 15 mMi/MuH) (B CBSI3M C UX COCTOSIHUEM U
OTPaHWYEHHBIMU JTAHHBIMHU, JICYCHUE CIIEAYET MIPOBOJAUTH C OCTOPOKHOCTHIO U MIPH TINATEIHHOM
MEIUIIUTHCKOM KOHTPOJIE BO BpeMsi JJeueHHst) (CM. pa3zaensl 5.2.,4.2.); y HallHeHTOB C IeYeHOYHOU
HEJI0OCTaTOYHOCTHIO JIETKOU (001uii ounupyOoun ceiBopoTku kpoBu >1 u <1,5 X BI'H umu ACT
ChIBOpOTKH KpoBu > 1,5 x BI'H) u cpenneit (o6muii ommmpyoun > 1,5 u <3,0 x BI'H) crenenn
TsokecTH (cM. pazaensl 5.2., 4.2. u 4.4.); y MallMEHTOB C COJEp)KAaHUEM TeMOTiIoOWHA B
nepudepudeckoir kpoBu < 10 r/m1; y MallMEHTOB C COCTOSIHUSIMH WM 3a00JICBaHHUSIMH,
IpeIpacroiaralouMMi K Pa3BUTHUI0O HEUTPONEHUU W/WIM YBEIUYEHHUIO OCJIOXHEHUH Mpu
MPOJIOJDKUTENILHON HEUTpOomeHuH (BO3pacT crapiie 65 JeT, HU3KHE IOKa3aTelnu OOIIero
COCTOSIHUSI, HHM3Kasg Macca Tella, MpeIUIecTBYIOIUE 3MHU30/bl (eOpUIbHON HEHTPONeHHH,
NpEAIIECTBYIONIAasi HMHTCHCUBHAs JIyuyeBas Tepamus, JpYyrue Cepbe3HbIE COIMYTCTBYIOIINE
3a0osieBanus) (TpedyeTcs TIATENbHBIN METUIIMHCKUN KOHTPOJIb BO BpEMs JICUCHHS, BOSMOKHO
npodunaktudeckoe BeeaeHue [-KC®D); y manueHToB ¢ BEICOKUM PUCKOM Pa3BUTHS KEITYI0UHO-
KHMILEYHBIX OCJIOKHEHUH: ITallMeHTOB C HEUTPOIIEHHWEW; IMalMEeHTOB IOXHWIOrO BO3pacTa;
NAalKMEeHTOB, OJHOBPEMEHHO TPUHUMAIOIIUX HECTEPOUIHBIE MPOTUBOBOCIAIUTENbHBIE ITPEnapaThl
(HIIBII), anTtuarperaHThl WU AHTUKOATYJISHTHI; MAIUEHTOB C 3a0O0JEBAHUSIMHU IKEITYAOYHO-
KHUILIEYHOTO TpaKTa, TaKUMHU KakK S3BEHHBbIC IMOPAXKEHUS KEIYyAOYHO-KUIIEYHOTO TpakTa u
KEJTyA0YHO-KUIIEYHbIE KPOBOTEUEHUS B aHAMHE3€; Y MallMeHTOB C AJIKOTOJIU3MOM, HAIlIEeHTOB C
3200JICBaHUSIMH TICYCHH U DMUJIETICHEH (TaK Kak B COCTaB MPHJIAraeéMOro PacTBOPUTENS BXOIHT
3TaHoN) (CM. pa3zen 4.4.); y MalueHTOB C paHee MPOBEICHHOM JIy4eBO Tepanueit abIoMIUHAIEHO-
TazoBoil obOmactu (cMm. pasmen 4.4.); y TAMEHTOB, OJHOBPEMEHHO NPHUHHUMAIOUIUX

CUJIbHBIC/yMepEeHHBIE HHTHOUTOPHI n30depmerToB noacemeiictea CYP3A u criibHBIC HHIYKTOPBI
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COOTBETCTBYET 3KCNEPTHO
ot 10122024 N= 27278
uzodepmentoB noncemeiicrea CYP3A (cm. pasmenst rgri-.';_l E_%};: s, Eﬂbﬁ)':. '-.yT i teitros,

Y OTUETY

OJTHOBPEMEHHO NMPUHUMAIOLINX IpenapaThl 38epo00si MPOABIPSBICHHOTO (CM. pa3zaenst 5.2., 4.2.,
4.5.,4.4.).

YTHEeTEeHNE KOCTHOMO3IOBOI'0 KPOBETBOPECHHS

[Tpu npuMeHeHnn Kaba3uTaKcena yrHETeHHE KOCTHOMO3TOBOI'O KPOBETBOPEHUS MPOSBIISETCS B
BUJIC HEUTPONICHNH, aHEMUH, TPOMOOIIUTOIIEHUH, WIIX BO3MOKHO Pa3BUTHE MAHLIUTOIIEHUH (CM.
HIDKE JIOTIOJIHUTENbHYI0 HH(popManuio B nojpasaenax «Helitponenus» u «AHemus» B pasuene
4.4.).

Helitponenus

B cooTBeTcTBUU € peKOMEHAAIUAMI AMEPUKAHCKOTO 001IeCTBAa KIIMHUYECKONH OHKOJIOTUHU U/WJIH
COBPEMEHHBIMU YTBEPKIEHHBIMU PYKOBOJICTBAMHU JUUIsl YMEHBIICHUS! PHCKA BOSHUKHOBEHUS WIIN
JIeYeHUsT HEUTPONEHUYECKUX OCIOKHEHUN ((peOpunbHasi HEUTPOINEHHUs, MPOJIOJIKUTENbHAS
HEUTpONEHUs] WM HeWTponeHuyeckas WHGEKUUsd) MalueHTaM, I[OJIy4yaloluuM JieUeHue
Kaba3uTaKCceIoM, MOXKHO ¢ TPOpHIaKTH4YeCKOil 1enbio BBOAUTH [ -KCD.

Crenyer paccMOTpPETh BOIIPOC O MEPBUYHOM NpoduiakTrke HeHTponeHuu ¢ nomoinpio [-KCD y
MNAlMEHTOB C BBICOKUMHU (akTOopaMu pHCKAa BO3HUKHOBEHHUS HEWUTPOIIEHUHU, KOTOpbIE
YBEJIMYUBAIOT BEPOSTHOCTD PA3BUTHS OCJIOKHEHUN OT MPOIOJKUTEIBHON HEHTPONIeH!H (BO3pacT
crapme 65 1neT, mIoxXxoe oOlee COCTOSHUE, NPEAIIECTBYIOUINE 3MU30Abl  (HeOpHIbHOM
HEUTPOIIEHNH, UHTCHCUBHAs MPEANISCTBYIOIIAs JIyueBasi Tepanus, MOHWKCHHOE MHUTAHUE WM
JIPYTHE CEPHhE3HBIE COMYTCTBYIOIINE 3a00ICBaHNUS).

beimo mokazano, uro npumeHeHue [-KCD ymeHbIIaeT 4acTOTy BO3HUKHOBEHHUS M TIKECTh
HEUTPOIICHUH.

Heiitponienus siBisiercst Haubosee yacto Bcrpeuatouieiics HP npu nmpuMmenennn kabasurakcena
(cm. pasnmen 4.8.). TpeOyercs exeHEACIbHBIM KOHTPOJb KOJIMYECTBA (DOPMEHHBIX 3JIEMEHTOB
KpOBH (TIOJTHBIN 00N aHATM3 KPOBH) BO BPEMs IEPBOTO ITUKJIIA (LUK 1) JICUSHHSI U 3aTeM TIepe
KaX/IbIM CJICIYIOIIUM LUKJIOM JI€UYSHHS JJIsl TOT0, YTOOBI MPH HEOOXOJUMOCTH YMEHBIIUTH 103y
npenapara B cleyomniem ukie (cm. pazaen 4.2.).

[Tpu pazButun GeOpUILHON HEUTPOIIEHUH WJIH MPOJOJDKUTEILHON HEUTPONIEHWH, HECMOTPS Ha
IIPOBOJAMMOE COOTBETCTBYIOIIEE JICUCHHE, JIeUeHUEe Kaba3UuTaKCeIOM MOKET OBITh MPOJIOJIKEHO
TOJILKO TIOCJIE TIOBBIIIEHHUs KOJIMYECTBA HeliTpodunos B nepudepudeckoil kposu 10 > 1500/mm>
(cMm. paznmen 4.3.).

Peaknmm TMIepuyBCTBUTEIHFHOCTH

Bce manmieHTsI iepes BBeeHHeM Kaba3uTakcena JOJDKHBI MOydaTh MpeMeIuKaiuio (CM. pa3aen
4.2.).

[laneHTHl  JOJDKHBI  TIIATENBHO  HAOMIOAAThCA  HA  MpeIMeT  pa3BUTHS  pEaKIid
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COOTBETCTBYET 3KI(
o7 10122024 N2 27278
TUIIEPYyBCTBUTENEHOCTH, OCOOEHHO BO BpE nedeg 'ﬁ---ﬂﬁn%&p%i-*ﬁ%a{%ﬁ rirpy3un

Kaba3uTakcena. Peakuum runepyyBCTBUTENFHOCTH MOTYT Pa3BUTHCS B TEUEHHUE MEPBBIX MUHYT
1ocje Hayaja BHYTPUBEHHOM MH(Y3uM Kaba3WTakcena, MOITOMY HEOOXOIUMO HMETh BCE
HeoOxoanMoe 000pyIOBaHUE U JIEKaPCTBEHHBIE TPETIapaThI TSl OKa3aHHUS HEOTIOKHOM TOMOIIH
npu cHkeHnH AJl mim passButun OpoHxocnasma. MoryT pa3BUBaThCs TSDKEIbIE PEaKINH, TAKHAE
KaK TeHepaJIn30BaHHasl ChINb/ApuTemMa, cHmkenne AJl u 6ponxocnasM. [Ipu pa3BUTHH TSHKETBIX
peakIyii TUMEePUYyBCTBUTEIBHOCTH TpeOyeTcs HEMEIJICHHOE TpeKpalleHHe BHYTPUBEHHOM
nH}y3un kaba3uTakcena W MpOBEICHHWE HeoOXoaumoro jedeHus. llammeHtam, MMEBIINM B
aHaMHe3€ TSDKENIYIO PEaKINIo THIePUyBCTBUTEIBHOCTH, HENb3s IIPOBOIUTH TOBTOPHOE BBEICHHUE
kabasurakcena (cM. pazzuen 4.3.).

Puck pa3BUTHS TOIIHOTHEI, PBOTEI, THAPEH U 00€3BOKMBAHUS

Ecnn y manmeHToRB nocie BBeACHHUS Kaba3uTaKcella pa3BUBACTCS UAPesi, UM CIIeAyeT POBOJINUTD
JieYeHrEe OOBIYHO MPUMEHSICMBIMI TPOTHBOUAPCHHBIME TIpermapaTamu. CreayeT NpHHHMATH
COOTBETCTBYIOIIIME MEPHI MO BOCCTAHOBJICHUIO MOTEPh KUIAKOCTH, OMPEACICHUIO, U KOPPEKIUU
AIIEKTPOJIUTHOTO COCTaBa CHIBOPOTKU KPOBH, OCOOEHHO KOHIIGHTpAaIlMM WOHOB Kamus. Jluapes
yaie MOXKET pa3BHBAThCS Yy IMAIMEHTOB, KOTOPBIM paHee ObLla MPOBEICHA JIydeBas Teparus
a0 JOMUHAJILHO-TA30BOI 00J1acTH.

OO0e3BOXHMBaHNE Yallle Pa3BUBACTCA y MalUMEHTOB 65 ner u crapmie. [Ipu pasButum auapeu
> 3 CTemeHu THHKECTH MOXKET IMOTPeOOBaThCS OTCPOUYKA CIEIYIOIIEro LUKJa JICYCHUS WIH
yMeHbIIIeHne 1036l (cM. pasnen 4.2.). [Ipy BO3HWKHOBEHWHW y TAIlMEHTAa TOIIHOTHI M PBOTHI,
BO3MO>KHO TIPUMEHEHHUE TIPOTHBOPBOTHBIX CPEJICTB.

Puck pa3BUTHS CephE3HBIX PEAKIIMI CO CTOPOHBI KEYI0UYHO-KUIIIEYHOI'0 TPaKTa

Coo01manoch 0 pa3BUTUHU JKEIYAOYHO-KHIIEYHBIX KPOBOTEUCHUH M Tmepopanuu, KHUIICUHOH
HENPOXOJUMOCTH, KOJIUTA, B TOM YHCJE U C JIETaJbHBIM HCXOJOM Y MallME€HTOB, MOIYYarOIINX
nedyeHne kabasurakcenom (cM. paszzaen 4.8.). Cieayer coOmoaaTh OCTOPOKHOCTD y TIAIIUEHTOB C
BBICOKMM PHUCKOM Pa3BUTHUS JKEITYJOYHO-KHMILIEYHBIX OCJIOXKHEHHM, a UMEHHO, y MalMEHTOB C
HEUTPOIICHUEH, IMOXKUIIOr0 BO3pacTa, oxHOBpeMeHHO npuHumaromux HIIBII, momydarommx
aHTHArperaHTHYIO TeParuio UK MPsSMbIe WM HEMPsIMble aHTUKOATYJISIHTHI, @ TAK)KE Y MallHeHTOB
C paHee TPOBEJCHHOW JIy4eBOM Tepanue Ta30BOM 00JacTh, 3a00JI€BaHUSMH SKEITyJT0YHO-
KHUILIEYHOIO TpaKTa, TaKUMHU KaK S3BEHHBbIC IOPAKEHUS IKEIYyAOYHO-KUILIEYHOIO TpakTa Hu
KEITyJOYHO-KUIIEYHOE KPOBOTEUEHUE B aHAMHESE.

PanHUMU MPOSIBICHUSIMU CEPHE3HOM JKETYTOUYHO-KUIIEYHOW TOKCUYHOCTH MOTYT OBITH Takue
CUMITOMBI, Kak 00111 ¥ 00JIE3HEHHOCTh B 00JIACTH KUBOTA, JIMXOpaJKa, CTOMKUIN 3amop, auapest ¢
HelTpornenue uinu 6e3 Herponenuu. Cienyer peryasipHo IPOBEPATh HATNYHUE STUX CHMITOMOB,

" B CJIy4dac UX Pa3sBUTUA JOJIKHO HCMCIJICHHO IIPOBOAUTLCH UX JICHCHUC. MoxeTt HOTp€6OBaTBC§I
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iNIBi IBA HOCTS 00037
OTCpPOYKa JICUYCHUA Ka0a3uTaKCeIOM WIN MpeKpanIcHuE JIIELI‘CHH—LIEIH/I" BATENBEHOCTL 0003)

Tlepudepuueckas HelponaTus

VY marueHToB, NOTyJYaBIINX JCUeHUE KaOa3UTaKCEeIOM, HaOMIOAAUCh Cllydan nepudeprudecKoit
HelpornaTuy, TepudEepUIECcKO CEHCOpPHOW Helpomatuu (mapecre3us, JTU3eCTe3us) U
nepudepudecKkoil MOTOpHON HelponaTuu. [larueHTaM, MOJTydYaroOmUM JIEYEHHE IpernapaToM,
ClieyeT PEeKOMEHIOBATh Mepe] MPOJOHKEHHEM Tepanuu WH()OPMHUPOBATH JIEHAIlero Bpada o
Pa3BHUBIINUXCS Y HUX CUMIITOMAaxX HEMPOMATUH, TAKUX KaK 00JIb, TYyBCTBO IKEHUS, TOKAIBIBAHUE,
OHEMEHHE WJIM TOBBIIIEHHAs YTOMIISIEMOCTh. Bpau J0KeH OlleHMBaTh HaJIU4We WM YCHIICHUE
CUMITOMOB HelponaTHM TMepel KakKIbIM LUKIOM JiedeHus. [IpogomkeHue BBeleHUs
Kaba3zuTakcena JOKHO OBITh OTJIOKEHO J0 YMEHBIIeHHs cuMnToMOB. [Ipu mepcuctupyromei
nepudeprudeckoil HelponaTuu > 2 CTENeHH TSHKECTH 1032 Kaba3uTakcena JOHKHA ObITh CHIDKEHA
¢ 25 mr/m? mwiomanu nmoBepXHOCTH Tena a0 20 MI/M? TUTOIAIH MMOBEPXHOCTU Tema (CM. pazjaen
4.2)).

Puck pa3Butng nmo4yevyHoi HENOCTATOUYHOCTH

CooOmanioch 0 HapylmeHHsX (YHKIMH TIOYEK B COYETAHUM C CEICHUCOM, TSDKEIBIM
00€3BOKMBAHUEM BCJICICTBUE JUAPEH W PBOTHI M OOCTPYKTHBHOM ypomaTuei. HaGmromamock
pa3BUTHE TOYEYHOW HEJOCTATOYHOCTH, BKIJIIOUAs CIIy4ad C JIeTAIbHBIM HcxonoM. Ciemyer
NPUHUMATH COOTBETCTBYIOIIME MEPhl JUIS BBISABICHUS NPUYUHBI PA3BUTHS MOYCUHOU
HEJOCTATOYHOCTH ¥ MTPOBOANTH HMHTCHCHUBHYIO TEPAITHIO MAIMEHTOB C Pa3BUBAIOIICHCS TOUYCTHON
HEIOCTaTOYHOCTHI0. CllelyeT MOHUTOPUPOBATh (DYHKITHIO ITOYEK.

[lpu nevyeHnn kaba3WTaKCENIOM CIIEAYET MPOBOJIUTH aJCKBATHYIO THApATaIlUio manueHTa. Emy
ClielyeT peKOMEHI0BATh HEMEIJIEHHO COOOIIATh O JIFOOBIX H3MEHEHHIX B 00beMe BBIJIEISIEMOH 3a
cytku Mmoud. Cremyer ompenensTh COJAep)KaHUE KpeaTHHWHA B CBIBOPOTKE KPOBH IMEpen
JICYCHUEM, TIPH MPOBEJCHUN KKIOTO OOMIET0 aHAIN3a KPOBU U B CIIy4ae COOOIIEHHS TallueHTa
00 M3MEHEHUH BBIJICIICHUSI MOUH. B cityyae pa3BUTHS MOYEYHON HEAOCTATOYHOCTH > 3 CTENCHH
TSDKECTH JIUeHHE Ka0a3UTaKCceJIOM JOHKHO OBITh MPEKPAIIeHO.

Puck pa3BUTHS ITUCTUTA BCICJICTBUC (beHOMeHa BO3BpaTa Jy4eBO peaKIuu

VY nanMeHTOoB, IMOJy4YaBIIMX paHEe JydyeBYIO TEpalui0 B O0JIACTH Ta3za, U CXEMy JICUEHHUS,
COJIEPKALIYIO JIOLIETAKCeN, COOOIANIoCh O Pa3BUTUH LIMCTUTA BCIEACTBUE (DEHOMEHA BO3Bpara
Jy4eBOM peakumu B paHee oOdydeHHOW o6nactu. I[losToMy mipum pa3BUTHM JaHHOM
HE)KEJIATEIbHOM PeaKIMy JOJKHBI ObITh IPUHSATHI COOTBETCTBYIONINE MEPbl. MOXKET BOZHUKHYTh
HE00XOIMMOCTh MPEPhIBAHUS WX OTMEHBI TEpAUU KaOa3uTaKCeIoM.

Puck pa3sBuTHUs HapyIIIEHHU pUTMA cepalia

Coo0manoch 0 pa3BUTUM HapyLIEHWH pUTMa cepAaua, Haubojee YacTo TaXUKapAUU H

MeplLaTenbHON apuTMuH (cM. pasaen 4.8.).
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o . tnoc = HOCTS 0003
PuCK pa3BHUTHS HAPYIICHUN CO CTOPOHBI JIbIXaTAIBLHON HUBEACBATENBHOCTE 0003)

CooOmaioch 0  ciay4asx  pa3BUTHUS ~ WHTEPCTULUATBHOW  IMTHEBMOHUU/TTHEBMOHHTA,
WHTEPCTUIIMATBHON OOJIE3HU JIETKHUX, OCTPOTO PECIIUPATOPHOTO TUCTPECC-CHHIPOMA, B TOM YK CIIe
C JICTAJIbHBIM UCX0ZIOM (cM. pasnen 4.8.).

[Ipr pa3BUTUM HOBBIX CHUMIITOMOB CO CTOPOHBI JIBIXaTEJIBHOHW CHCTEMBI WM YXYIIICHUU
MMEIOIIUXCS CHMIITOMOB HEOOXOAMMO TINATENIbHO HAOII0AaTh 3a COCTOSHHEM IAlMEHTOB,
OTIepaTUBHO 00CIEA0BaTh UX U MTPOBOANTH COOTBETCTBYIOIIEE JICUCHHUE.

PexoMeHnayercss mpepBaTh Tepanmuio KaOa3WTaKCeJIOM JIO TMOATBEPXKICHUS JIuarfHoza. PaHHee
MPUMCHECHHE TIOJIJICPYKUBAIOIICH Teparii  CIIOCOOCTBYET YJIYUIIICHHIO COCTOSHUS TAIlMCHTA.
[Tonb3a OT BO300OHOBICHUS TEepaUK Kab0a3UTAKCEIOM JJOJKHA OBITH TIATEIHLHO OIICHEHA.

IlanueuTsl ITOXKWJIOT0 BO3pacTa

[TaniueHTHl MOXKUIIOTO BO3pacTa (> 65 jeT) MOTYT ObITh 00JIee TTPEAPACIIONOKEHBI K HEKOTOPBIM
HP, Bxmtouas HeliTponiennio U (eOpriIbHYI0 HEUTponieHuto (cM. pazaen 4.8.).

IlanueHTsl ¢ IEYeHOYHOU HEAOCTATOYHOCTRLIO

Kaba3urakcen MHTEHCHBHO MeTa0onusupyercs B medeHu (cMm. pazmen 5.2.). Kabasurakcen
MPOTHBOIIOKA3aH TAaIlMEHTaM C TICYCHOYHOW HEIOCTATOYHOCTBHIO TSDKETIOW CTereHHn (0O0muid
omnmupyouH > 3 X BI'H) (cm. pa3aenst 4.3. 1 5.2.). Y marniueHTOB € MEYEHOYHON HEIOCTATOUYHOCTHIO
JeTKOM cTemeHu TsDKecTH (oOmui OumupyOuH CBIBOPOTKM KpoBH >1-<1,5 x BI'H wnmm
ACT > 1,5 x BI'H) u cpeaneii crenenu tsbxectu (o0uwmii ounupyoun >1,5 u <3 x BI'H) cnenyer
YMEHBIUTh 703y Kabasutakcena (cMm. pasmensl 4.2. u 5.2.). IIpu saTom Tpebyercs coOmr0aaTh
OCTOPOKHOCTh, THIATEILHO KOHTPOJIUPOBATH COCTOSHUE MAllMEHTOB M MPOBOJUTH MOHUTOPUHT
MOOOYHBIX PEaKIUil.

Anemust

VY marnueHToB, MOIyYaroluX JeYeHHe Kaba3uTakcelIoM, cooOIanoch O Pa3BUTHH aHEMHH (CM.
pazmen 4.8.). Ilokazarenu remMoriio0MHa ¥ reMaTOKPUTA JOJDKHBI OBITh TPOBEPEHBI O Hayaia
Tepanuu Kaba3uTaKCcelloM, a TakKe, €ClIM y MAIllHeHTOB OTMEUYAIOTCS CUMITOMBI WJIM MPU3HAKH
AHEMHUH, WU KPOBOIMOTEPU. PEKOMEHIyeTcss ¢ OCTOPOXKHOCTBIO MPUMEHSTh Kaba3zuTakced y
MalMeHTOB C CoJepX)aHUeM TemorinobouHa B mepudepudeckoit kpou < 10 r/mm. Cnemyer
IPOBOAUTH COOTBETCTBYIOIIME JIEYEOHBIE MEPOINPUATHUS, HAINPABICHHbIE Ha TOBBIIICHUE
CoJIepKaHusl TEMOTIIO0NHA B TepH(eprUIecKOil KPOBH.

JlekapcTBEHHOE B3aMMOJIENCTBUE

OnHOBpEeMEHHOE TIPUMEHEHHE CHJIBHBIX WHTHOUTOPOB W HMHAYKTOPOB HM30(hEpPMEHTOB
noacemeiictBa CYP3A ¢ kabasurakcenoMm cieayer wuszberaTtb, TaKk Kak OHH MOTYT,
COOTBCTCTBCHHO, yBe.HI/I‘-II/IBaTB NnJin YMGHI:H_IaTI: HJIa3MeHHyIO KOHl_IeHTpaI_II/IIO Ka6aBI/ITaKC€.Ha (CM.

paznensi 4.2. u 4.5.).
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BcnoMorarenbHBIE BEHISCTBA, BXOJISIINE B COCT,

B cocraB npenapara Kaba3urtakcen-Tesa Bxoqut 1082 mr 3tanona 6e3Boanoro (Ha 1 ¢makon),
YTO CIeAyeT YUYUTHIBATh MPU MPUMEHEHUH Mpenapara y MalydeHTOB ¢ aJKOTOJIM3MOM, a TAKXKE Y

MAIMEHTOB IPYMIBI BEICOKOTO PHUCKa (MallMEHTOB ¢ 3a00JIEBaHUSAMU MEYECHU U AMUIICTICUEN).

4.5. BzaumoneiictBue ¢ JpPYrUMHM JIeKAPCTBEHHBIMM IpernapartaMd M Jpyrue BHbI
B3aUMOJAeHCTBUSA

Muaruburopsl nzobepmenTon noacemericrea CYP3A

Metabonu3m kaba3uTakcena H3MEHSETCS MpPU OJHOBPEMEHHOM MPUMEHEHMHM BEIIECTB,
M3BECTHBIX KaK CHUJIbHbIE HMHTHOUTOpHI mM3odepMmeHToB mnozacemeiictBa CYP3A (mampumep,
KETOKOHA30J1, UTPAKOHA30J1, KIIAPUTPOMHUIINH, aTa3aHABHUp, MHIANHABHUD, He(a3010H, HeJIPUHABUD,
pPUTOHABHP, CAKBUHABUP, TETUTPOMHUIIMH, BOPUKOHA30M).

Cnenyer wu30eraTb OJHOBPEMEHHOTO MPUMEHEHHSI CHJIbHBIX HHTHOUTOPOB HU30(EpPMEHTOB
noacemeiictBa CYP3A. Ecnu Henb3st n30exaTh OTHOBPEMEHHOT'O TIPUMEHEHUS Kaba3uTakcena u
CWJIBHOTO MHTHOUTOpa M3ohepmerToB nojacemerictBa CYP3A, ciemyer paccMOTpeTh BOIPOC O
TIIATETFHOM HAOJIOJCHUH 32 MAIIMEHTOM U CHUKCHHH JI03bI Kaba3uTakcena (CM. pazaenst 4.2. u
4.4.).

Cnenyer co0OmoaTh OCTOPOXKHOCTH IpPU OJHOBPEMEHHOM IPUMEHEHUHM Kaba3uTakcena u
YMEPEHHbBIX HHTHOUTOPOB n30hepmenToB nojcemerictea CYP3A.

Wunykropsl nzobepmenTon noacemericrea CYP3A

Metabonu3m kaba3uTakcena W3MEHSETCS MpPU OJHOBPEMEHHOM MPUMEHEHMM BEIIECTB,
W3BECTHBIX KaK CHJIbHBIE HHAYKTOpH u3odepmentoB moacemerictea CYP3A (mampumep,
¢ennronH, kapbamaszenuH, pupamMnuuuH, pudadyTuH, pudanentut, peHodapoburan).

Crnenyer wu30erarb OJHOBPEMEHHOTO TPUMEHEHHUS CHIIBHBIX HWHAYKTOPOB H30(EpMEHTOB
noacemeiictBa CYP3A, Tak kak OHM MOTYT YMEHBIIIUTh CUCTEMHYIO 3KCIIO3UIIUIO Kaba3uTaKcena
(cm. paznmenel 4.2. u 4.4.).

3Bepo0oi IIPOALIPIABICHHBIN

HaI_II/IeHTBI, noJiydyaromue JICUCHUC Ka6aBI/ITaKC€.HOM, AOJDKHBI BO3JCPIKUBATLCA OT IHpUCMa
IpenapaToB TPaBbl 3BEPO0OsI TPOMABIPSABICHHOTO (TaK KaK OH TaKXe SBISECTCS HWHIYKTOPOM
nzoepmenta CYP3A4).

CyOcTpaTsl TPAHCOOPTHOrO nojunentuaa opraunyeckux anuoHos (OATPIB1)

In vitro xaba3uTakcen Takxke MpoAeMOHCTPUPOBaJ criocodHocTs nHrnouposats OATP1BI1. Puck
B3aumoeictBus ¢ cyocrpatamu OATP1B1 (manpumep, uaruoutopamu ['MI'-KoA-pemykrassi
[cTaTuHaMu|, BajcapTaHOM, pENarjJuHUAOM) SIBISETCS BO3MOXKHBIM BO BpEMsl MPOBEACHUS

BHYTpHBeHHOM MH(]y3uu (1 yac) u 1o 20 MUHYT MOCIIEe €e OKOHYAHUS, U B 3TO BPEMsI BO3MOYKHO
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YBEITUYCHUE CHCTEMHOW SKCIO3UIIUUA CYOCTPATOB OAWI:B—IIE‘]P;QO‘J@%/&@I EBG:!‘I;CI;ID:,%HI/IG

CJICAYIOUINX BPEMEHHBIX HHTEPBAJIOB IIPH OJTHOBpEMEHHOM IpuMeHeHuu cyocrparoB OATPIBI:
NpPUHUMATH WX 32 12 yacoB 0 BBeIeHUs KabazuTakcela W 4epe3, Kak MUHUMYM, 3 4aca IMmoclie
BBEIEHUS KaOa3uTaKkcena.

[IpenHn30510H

[Ipenuuzonon, mnpuHuMaeMmbli 1o 10 Mr exeaHEBHO, HE OKa3blBaeT BIMSAHHUA Ha
(bapmakoKMHETHKY KabazuTakcena.

Bapdapun

Kaba3uTtakcen He WHTHOMpYET in Vitro THaBHBIM MyTh OwoTpaHchopmanuu BapdapuHa B
7-runpokcuBapdapuH, KOTOPbIH ocymiecTBisieTcs ¢ momouibio n3odepmenta CYP2CI. ITostomy
HE OXHJIAeTCs Kakoro-mmoo (papMakOKMHETHYECKOTO B3aUMOACHCTBHS KalazuTakcena |
Bap(apuHa in vivo.

BaknuHanus

[IpumeHeHre )KUBBIX BAKIIMH WM OCTAOJEHHBIX KUBBIX BAKI[MH Y MAlMEHTOB CO CHI)KCHHBIM B
pe3yJbTare JIeUeHUs] XUMUOTEPAIeBTUYECKUMU MperapaTaMid UMMYHUTETOM MOKET IPUBOAUTH K
Pa3BUTHIO CEPbE3HBIX WM MH(MEKIHM ¢ JeTanbHbIM ucxofoM. Crienyer m3beratb BaKLWHAIIUU
KUBBIMHM OCJIa0JICHHBIMHM BaKIIMHAMU Yy TMAIUEHTOB, MOJIYYalONIMX JIedeHHe KaOa3UTaKCEJIOM.
YO6uThble WM MHAKTUBUPOBAHHBIE BAKIIMHBI IPUMEHITh MOXKHO, OJJHAKO PEaKIUs OpraHu3Ma Ha
TaKue BaKIIMHBI MOXKET ObITh MEHEE BBIPaKEHHOM.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTAIUSA

KoHTpanenmus y My>K9iH | KSHITAH

B cBsA3M ¢ NOTEHIMANBHBIM BO3ACUCTBUEM YEPE3 CEMEHHYIO KMAKOCTh MY>KYMHAM, Yy KOTOPBIX
€CThb HapTHepH_II/I C I[GTOpOI[HI:IM NOTCHIHUAJIOM, cnez[yeT HUCIIOJIB30BAaTh HAJCKHBIC MCTOIbI
KOHTpAIEIIIUKA Ha TPOTSHKEHUH BCEro Kypca JICUEHUS W B TEUYCHHE 4 MECSIEB IMOCie MprueMa
MOoCJIeNHEH 0351 Kaba3uTakcea.

B CBsA3HU C INOTCHIIMAJIbHBIM HOCTyHHeHI/IeM Ka6a3I/ITaKCGJIa B CGMGHHYIO KHUIOKOCTB, My)K‘-II/IHBI,
MOJTydarolue jJeueHue Kaba3uTakcelIoM, BO BpPeMsl JICUECHUS JOJDKHBI MPEIOTBPAIATh KOHTAKT
ISKYJIATA C TKAHSIMU APYTOro YeJIOBEKa, BKIIIOYast OEPEMEHHBIX U KOPMSIIUX TPYAbIO KEHIIHH.
bepemeHHOCTD

JlaHHbIe O IPUMEHEHUH Kaba3uTakcena y OepeMeHHBIX )KEHIIMH OTCYTCTBYIOT. bblTo mokasaHo,
4TO Kaba3zuTakceln 00Ja1aeT TeHOTOKCHYHOCTBIO T10 aHEYT€HHOMY MEXaHU3My. B TOKITMHIYECKuX
WCCJICIOBAaHUAX Ha KpbICaX M KpPOJWKAaX OBUIO IMOKAa3aHO, YTO KaOa3WTaKCEeN TPOSBIISCT
SMOPHOTOKCUYHOCTh, (PETOTOKCHYHOCTh M OKa3bIBaeT aOOPTHUBHOE JEHCTBHE MPH BO3ICHCTBUH
3HAYUTCIBbHO MCHBIICM, Y€CM OXHUAAJIO0CHh HpI/I peKOMeHI[yeMOM ypOBHe 03Bl IJIsI YC€JIOBCKA.

Kabasurakcen npoHUKaeT yepe3 TUIaleHTapHbIN Oapbep.
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Kaba3zuTakcen He cienyeT NpUMEHSTh TP Oepe

JlakTanus

Nmeromuecs naHHple 1m0 (apMaKOKHMHETUKE VY JKUBOTHBIX YKa3bIBAIOT Ha HKCKPEIHUIO
Kaba3nuTakcea 1 ero MeTad0JINTOB C MOJIOKOM.
Kabasurakcen He cieayeT MPUMEHATh BO BpeMs TPYTHOTO BCKAPMITUBAHUS.

DdepTUabHOCTD

I[aHHBIe O BJIIMSIHUHN Ka6a3I/ITaKC€Ha Ha q)epTI/IJIBHOCTB YCJIOBCKA HEU3BCCTHEI. I/ICCHG,Z[OBaHI/IH Ha
YKUBOTHBIX ITOKA3aJIM, YTO Kaba3uTaKceN BIHUSET HA PEPOTYKTUBHYIO CUCTEMY Y CAMIIOB KPBIC H
co0ax.

MyxuuHaM, TOTyYaloNUM JIeYeHHE Ka0a3uTaKCeIoM, PEKOMEHIYETCS] MTPOKOHCYIBTUPOBATHCS

10 BOIIpOCaM KOHCCpBALIUU CIICPMBI 10 Havalia JICUCHUA.

4.7. Bansinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeACTBAMH M PadoTaTh €
MeXaHHu3MaMH
Ucxons u3z npoduis 6e30macHocT Kaba3uTakceaa, OH MOXKET OKa3bIBaTh YMEPEHHOE BIIMSHUAC HA
CHOCO6HOCTB YHOpaBJIATb TPAaHCIIOPTHBIMU cpeacrBaMmu NN II0JIb30BAaThCs ApyrumMunu
MEXaHU3MaMH, TaK KaK MOKET BBI3bIBATH MOBBIIICHHYIO YTOMJISIEMOCTh M T'OJIOBOKPY>KEHHUE.
[TaruenTam cienyer peKOMEHIOBaThb BO BpeMsl JIEUEHHs] BO3JEP)KAaThCA OT YIpaBlICHUS
TPAHCIIOPTHBIMU  CPCACTBAMH U 3aHATHI APyrumMu NOTCHIHHUAJIBHO OIIACHBIMU BUAAMU
ACATCIIbHOCTH, TpGGYIOH_II/IMI/I MHOBBIIICHHON KOHIOCHTpauun BHUMAaHU u 6I>ICTpOTBI

MICUXOMOTOPHBIX PEAKIUM.

4.8. HexkennaTesibHbIe peakmum

Pesrome npoduiis 0esonacHocT

BezomacHocTh Kaba3uTakcena B KOMOMHAIIMY C MPEAHU30IOHOM OIleHUBaach y 371 mammenra ¢
METAcCTaTUYECKUM KacCTPallMOHHO-PE3UCTEHTHBIM PaKOM IIpe/ICTaTeNIbHON >Kene3bl. MenuaHa
MOJTyYEHHBIX NAllMeHTaMU [IUKIIOB Kaba3uTaKcesla COCTaBsuia 6 IIUKIIOB.

Haubonee gacto Bcrpevarommmucs (> 10 %) nexenarensubivMu peakuusivmu (HP) Beex creneneit
TSDKECTH OBUTH aHEeMUs, JICHWKOIIEHUS, HEUTPONIEHHS, TPOMOOIIMTOIICHHUS, TUAPEes, TOBLIIICHHAS
YTOMJISIEMOCTh, TOILIHOTA, PBOTA, 3aIlop, aCTeHMs], abJOMUHANbHBIE 0O0NH, remMatrypus, 0oiu B
CIIMHEe, apTpairus, aHOpeKcus, mnepudepudeckas HehWpomaTtus (BKIOUYas TNeprudepruIecKyIo
CECHCOPHYIO U MOTOPHYIO HEWpONaTHH), MUPEKCHUs, OIBIIIKA, TUCTEB3Us, Kalllelb, ajlOMeIHsl.
UYacto Bcrpeuatomumucs (> 5 %) HP > 3 creneHu TshkecTH Mpu MPUMEHEHHH Kaba3uTakcena
ObUIM HEUTpomeHus, JIeHKoneHus, aHemusi, ¢peOpuiIbHasi HEUTPONEHUs, Tuapes, MOBbIIIEHHAs
yToMJsieMocTh U acteHus. [Ipexpaienue nedenust Bcneactsue pazputus HP mabmionanock y

18,3 % manueHToB, MOyYaBIINX JIedeHHe Kaba3uTakceraoM. Hanbomee 4acTo BCTpeUaronUMUCs
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HP, npuBoagimymMu K NpeKkpaiieHuto Je4eHus 1<a6a3HTak@é;'16ﬂ,E6gf;§%£%'6Hé%%;

o I;&Q)I;I%‘EH'MI

MY OTUETY

HEI0CTATOYHOCTb.

HaubGonee wacteivu HP, mpuBomgsmmmu K CMEpTH Yy MAalMEHTOB, IMOJYYaBIIUX JICYCHUE
kaba3uTakcenoMm, ObutM MH(EKIUU. BONBIIMHCTBO HEXKEIATSIBHBIX PEaKIUi B BUJE Pa3BUTHSA
WH(]EKIUH ¢ JTeTATbHBIM UCX0JIOM BO3HHUKAJIO TTOCIIE OJHOKPATHOTO BBEEHUS Kaba3uTakcena.

PesroMe HexxenaTeabHbIX peaKIIni

Hwxe mnpencrasnenst HP, pasaeneHHble 10 CHCTEMHO-OPraHHBIM — KJIACCaM  COIVIACHO
kiaccuukanun MeauIimHCKOTo CIoBaps 111 HOpMaTUBHO-TIPaBoBOM nesteabHocTH (MedDRA).
Tsoxects HP kmaccudumupoBaiack B cootBeTcTBUH ¢ OOMICTPUHATHIMA TEPMHUHOIOTHISCKUMHA
kputepusimu 11t HP (CTCAE 4.0) (ctenens Tsbxkectu > 3 = G > 3).

YacroTa HexenaTeabHbIX PEAKLUHN MPEICTaBIEHA B BUIE CIEAYIOLIEH I'paJalli: OYE€Hb 4acTO
(> 1/10), gacro (> 1/100, vHo < 1/10), HewacTo (>1/1000, Ho <1/100), peaxo (> 1/10 000, HO
< 1/1000), ouens peako (< 1/10 000), yactoTa HeM3BeCTHA (IO UMEIOIIMMCS JAHHBIM OIICHHUTH
HEBO3MOYKHO).

B npenenax kaxmod rpymnmnel 1o 4acrore Bcrpedaemoctd HP, mocnenHue naHbl B mopsake
YMEHBIIEHUS UX CEPbE3HOCTH.

Nudexuy 1 nHBa3uu

YacTo: cenTuyeckuil MoK (Bce ciiydan > 3 CTENEHU TSXKECTH); Cercuc (Bce ciiydan > 3 CTeleH!
TSDKECTH ); BOCTIAJIEHUE TTOIKOKHO-)KUPOBOU KIJIETUATKU, MHPEKIIUHA MOUYEBBIBOSIINX MTyTEH BCEX
CTEMEeHEeW TSANKECTH; TPUII; IUCTUT, MHMEKIMH BEPXHUX JbIXaTENbHBIX MyTeW; WH(EKIUH,
BbI3BaHHBIC Varicella zoster (repriec 30cTep); KaHINAI03.

Heuacro: BocnaneHnue noJIKOKHO->KHUPOBOH KJIETUATKH > 3 CTENEHU TSHKECTU, LIUCTUT > 3 CTEIEHU
TSKECTH.

HapyiieHust co cTOpOHBI KPOBY U INMGATHYECKOH CHCTEMBI

OueHp 4acTo: HEUTPOIIEHHS BCEX CTENEHEN TSKECTH, BKIIFOUas HEUTPONEHUIO C KIMHUYECKUMHU
NPOSIBJICHUSIMUA > 3 CTENEHM TSKECTH; aHEMHsI BCEX CTENEHEM TSKECTH; JICMKOMEHHUS! BCeX
CTETICHEH TSHKECTH;, TPOMOOIIMTONICHUSI.

Yacro: dheOpribHas HEUTPONEHU, BCE CIIy4aW > 3 CTENECHH TSHKECTH, TPOMOOLMTOINICHUS > 3
cTerneHu TsbkecTu. HeliTponeHnyeckne OCinoKHEHHs BKIIOYAIU HEUTPOIIEHNYECKYI0 HH(EKIINIO,
HEUTPOIICHUYECKUHN CETIICUC U CENTUYECKUH ILIOK, KOTOPbIE B HEKOTOPBIX CIIydasX IMPUBOAWIN K
CMEPTEIHLHOMY HUCXOJ1Y.

beumo mokazano, uro npumeHeHue [-KCD ymeHbIIaeT 4acTOTy BO3HUKHOBEHHUS U TIKECTh
HerTponeHuH (cM. pasnens 4.2. u 4.4.).

Hapyiienus co CTOpoHbEI HMMYHHOU CUCTEMBI
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Yacro: peakuuy TUNEPYYBCTBUTEIBHOCTH, B |TOM qﬁﬂf@::_‘%@&%@g@ﬂﬁﬁn,

MY OTUETY

Srdxite kak

reHepaIM30BaHHas ChIIIb/ApUTEeMa, cHIKeHne A/l u 6poHxocnasm.

Hapymenus MeTa00IM3Ma ¥ TUTAHHUS

OueHb 4acTO: aHOPEKCHS.

Yacto: 00€3BOKMBAHKE BCEX CTEMICHEH TSHKECTH, TUIIEPTIUKEMHS, TUTTOKAJTEMHUS.

Heuacro: anopekcus > 3 CTENEHU TSIKECTH, THUNEPIrIUKeMHs > 3 CTENEHU TSAKECTH,
TUIIOKAJIIUEMUS > 3 CTCIICHU TSXECTHU.

IIcuxuyeckye HapyIuIeHUs

Yacto: 6eCrioKOHCTBO, CITyTAHHOCTh CO3HAHMSI.

HapyiieHus co CTOpoHBI HEPBHOM CUCTEMBI

OdeHpb 4acTo: AUCTEB3US (M3BPAIEHUE BKYCA).

Yacro: nepudepuueckas Heilponatus: nepudepuueckas ceHcoOpHasl Heliponatus (mapectesus,
JU3eCTe3Us, TUIIECTe3us ) U epudepudeckas MOTOpHasi HeiiponaTusi; TOJI0BOKPYKEHHUE, TOJIOBHAS
00JIb, IeTaprus, UIUAC.

Heuacro: nepudepudeckas HelipornaTust > 3 CTENEHU THKECTH; MepUQeprudeckas CeHCOpHas
Helponatus > 3 CTENEHU TAKECTH, JIETApPTHsl > 3 CTENEHU TAKECTH, UIINAC > 3 CTENEHU THKECTH.

Hapymienusi co CTOpOHBI OpraHa 3peHus

Yacro: KOHBIOHKTUBHUT, YCUJICHHOC CJIC300TACIICHUC.

Hapylienus co CTOpOHBI OpraHa ciyxa 1 JIaGI/IDI/IHTa

YacTo: 3BOH B yIIax, BEPTHro (4yBCTBO OTKJIOHEHHS WJIM KPYXKCHHsT COOCTBEHHOIO Tea WIIH
OKPY’KAIOIINX MPEAMETOB).

Hapyiienus co cTOpoHEI cepara

Yacro: apuTMHuH > 3 CTENEHM TSDKECTH, MepLaTesibHas apuTMus (GUOpHUIALNS Npencepauil),
TaXUKapaAus (HA OJTHOTO CITydasi TAXHUKAPIUH > 3 CTCIICHU TSHKECTH).

HeuacTo: mepuarensHas aputMus (GuOpHLISIHS Ipeacepanii) > 3 CTENEHU TAKECTH.

[Ipu mpueme kaba3uTakcena HAOIIOJAINCH CIIy4ad Pa3BUTHUS CEpACUYHON HemocTaTouHOCTH (Y
IBYX ManueHToB). OMH NAIUEHT B TpyIIe Kaba3uTakcena yMep OT CepIeYHON HeIOCTATOYHOCTH.
HaOnromanuce netanpHble QUOPMILIAIUS KETYJOYKOB y | MamueHTa W OCTaHOBKa cepiia y
2 manueHToB. OJHAKO HU OJWH W3 J3TUX CIlydyaeB He OBUI PACIICHEH HCCIICIOBATEIsIMHU, Kak
CBSI3aHHBIN C MPHUMEHEHHEM Kaba3uTakcena.

HapyiieHus co CTOpoHEI COCYI0B

Yacro: caHmkenue AJ[, Tpom003 TIIyOOKMX BEH BCEX CTENeHEH TshKecTH, NoBbimieHue AJl,
noBeIeHre AJl, opTocraTiudeckasi THITOTOHMS, IIPUITUBBD) KPOBH K KOXKE JIMIIA C YYBCTBOM XKapa,

runepeMusi (IOKpacCHEHUE KOXKH).
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Heuacto: cHmwxenue AJ] > 3 cremeHH TskKdCTH, IO ﬁegge]'ﬂ%[“ggtaéﬁeﬁﬁ UsbkecT,

MY OTUETY

OpTOCTAaTUYECKasi TUIIOTOHUS > 3 CTENEHU TSKECTH.

Hapyi1ienns co cTOpOHEBI JBIXaTEIbHOM CUCTEMBI, OPTaHOB I'PYAHOM KJIICTKU M CPEIOCTCHUS

OdeHp YacTo: OJIBIIIKA, KaIllelIh.

Yacrto: oxplka > 3 CTENEHHU THKECTH, 00Jb B POTOBOM IMOJIOCTH M TJIOTKE, ITHEBMOHUS BCEX
CTCTICHEH TSKECTH.

OTMmedanuch Cirydan pa3BUTHUS MHTEPCTULIMATHHON THEBMOHUH/TTHEBMOHHTA, MHTEPCTULIMATHHON
0OJIE3HH JIETKHX, OCTPOTO PECHUPATOPHOTO TUCTPECC- CHUHIPOMA, B TOM YHCIE C JCTAIbHBIM
HCXOJ0M.

)KG.HVI[O‘IHO-KI/IHIGLIHBIG HapynicHusa

Ouensp yacTo: Auapes, TOIUIHOTA, PBOTA, 3aM0p, a0JIOMHHAIbHbBIE OOJIH.

Yacro: nuapest > 3 CTENEHU TKECTH, TOITHOTA > 3 CTENEHU TSXKECTH, PBOTA > 3 CTETIEHU TSIKECTH,
3arop > 3 cTeneHu TsHKEeCTH, a0JOMUHaIbHbIE 001 > 3 CTENeHu TSHKECTH, AUCIerncusi, 0oiu B
AMUTacTPaIbHOW  00JIacTH, TeMOppoid, ractpod3odareanbHass pedarokcHas  OOJIe3Hb,
KPOBOTEUCHHE U3 MPSMOU KHUIIIKH, CyXOCTh CITU3UCTON 000IOYKH MOJOCTH PTa, B3AyTHE KUBOTA.
HeuacTo: kpoBoTE€UEHNE U3 MPSIMON KHIIKH > 3 CTEMEHU TSHKECTH, CYyXOCTh CIIM3UCTON 000JI0UKH
MOJIOCTH PTa > 3 CTENEHU TSHKECTH, B3IyTHE KUBOTA > 3 CTENEHU TSKECTH.

UactoTa HEW3BECTHAa: COOOMIATOCH O Ppa3BUTHH  KOJIUTA, DJHTEPOKOIHTA, TacTPUTA,
HEUTPONEHNYECKOTO JHTEPOKOIUTA, MKEIYyJAOYHO-KUIIEYHOTO KPOBOTEUEHUs U mepdopanun
KEITyAOYHO-KUIIIEYHOT O TPAKTa, KUIIEYHON HEPOXOAUMOCTH U KMILIEYHON OOCTPYKLIHUH.

HapyiieHns co CTOPOHEI KOYKH U MOJIKOKHBIX TKaHEH

OueHb 4acTo: aJonenus.
YacTo: cyXoCTb KOXH, IpUTEMA.

HapyiieHuns co CTOpOHBI MBIIIEYHON, CKEJIETHON U COEIUHUTEILHON TKAHU

Ouenp yacTo: 00T B CIIMHE, apTPAJITHSL.

Yacro: 0051 B CIUHE > 3 CTETICHU TSHKECTH, ApTPANITHS > 3 CTENEHHU TSKECTH, O0JIN B KOHEYHOCTSAX
BCEX CTEMEHEH TSKECTH, MBIIIEYHbIE CIIA3Mbl, MHAITHS, MBILIIEYHO-CKEJIETHBIE 00JIN B 00JIaCTH
TPYJHOI KJIeTKH, 001 10 OOKOBBIM OBEPXHOCTSM TYJIOBHUIIIA.

Hewacro: Muanrust > 3 CTENICHH TSHKECTH, MBIIICYHO-CKENIETHBIE 00 B 001aCTH IPYAHON KIETKH
> 3 CTeNeHu TsHKECTH, 60JIM IO GOKOBBIM IMOBEPXHOCTSIM TYJIOBHINA > 3 CTENICHU TSHKECTH.

Hapy1ienns co cCTOpOHBI MOYEK M MOYEBBIBOISIIMX NYTEH

OueHp YacTo: reMaTypus BCeX CTETeHEH TsokecTH (B 2/3 ciiydyaeB ONMpeesuiiuch OTATOMIAIOIINE
dakTopbl, Takue Kak MporpeccupoBaHue 3a00JIeBaHUS, MHCTPYMEHTAJIbHbIE BMENIATENbCTBA,
CONNYTCTBYIOIIUC I/IH(I)GKI_[I/II/I, OI[HOBpeMeHHBII\/'I MMpUeM AaHTUKOATYJIAHTOB, HCCTCPOUIHBIX

MMPOTUBOBOCIAINTCIIBHBIX ITPCIIApaToOB, aHeTI/IJIcaHI/IL[HJIOBOﬁ KI/ICJ'IOTBI).
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f 5 S A . _-r.-.——_!.
YacTo: ocTpasi HOYeyHas HEJ0CTATOYHOCTh BCE crementi '%m%‘ﬁﬁ@%eh&fd%&nbcm

BCEX CTENMEHEW TSKECTH; AU3ypus; TMoueyHash KOJUKa; TeMaTrypusi > 3 CTENEHU TKECTH;
MOJUTAKUYPUS: TUAPOHEPPO3; 3aJAepKKAa MOUHU; HEJAEpKaHUE MOUHU; OOCTPYKIUS MOYETOUHHUKOB
BCEX CTENEHEH TAKECTH.

Heuacto: moueyHass konuka > 3 CTENEHH TSDKECTH, MOJUIAKUYPUS > 3 CTENEHU TIKECTH,
ruipoHedpo3 > 3 cTENeHH THKECTH, 3a/IepyKKa MOYH > 3 CTETICHU TSKECTH.

Hapyienus co CTOpOHbBI pEIPOIYKTUBHOM CUCTEMbI 1 MOJIOYHBIX JKEIe3

Yacro: 00y B 00JIaCTH MaJIOTO Tas3a.
Heuacto: 0oiu B 00acTi MaJIoro tasza > 3 CTEHEHHU THKECTH.

O6H_II/I€ HapyImcHUA U pCaKIinyd B MCCTC BBCACHUA

OdeHb 4acTO: MOBBIIICHHAS YTOMIIIEMOCTbD, ACTCHUS, ITUPEKCHSL.

YacTo: MOBBIMICHHAS yYTOMIISIEMOCTh > 3 CTEICHHM TSHKECTH; aCTCHUS > 3 CTCICHH TSHKECTH;
MUPEKCUS > 3 CTENCHH TAKECTH, NMEepH(PEPUUCCKUE OTCKH; BOCIAJICHHE CIIM3UCTBIX 000JI0YECK;
00 BCEeX CTETEeHEU TSHKECTH; 00N B TPYIHOM KIIETKE; OTEKH; 03HOO; HEIOMOTaHHE.

Hewacro: nepudeprudeckne oreku > 3 CTENEHU TSHKECTH, BOCIIAJICHUE CITH3UCTBIX 00010YeK > 3
CTCTICHH TSDKECTH, OOJIM B TPYTHOM KJIETKE > 3 CTENEHH TSDKECTH, OTEKH > 3 CTCTICHH TSIHKECTH.

.Ha6ODaTODHI)Ie U MHCTPYMCHTAJIbHBIC TaHHBIC

YacTo: cCHM>KEHHE MacChl Tena, yBeaudeHue akTuBHOCTU AJIT B CBIBOPOTKE KPOBH.
Hewacto: yBenuueHHe CHIBOPOTOYHON KOHIICHTpAIMK OWIMpyOWHA, YBEIMYECHHUE AKTUBHOCTH
ACT B CBIBOPOTKE KPOBH.

HP v 0co0OBIX IpyI ITAIIMEHTOB

Tlayuenmul nodcunozo eospacma

W3 371 mamuenTa, MOTy4aBIIMX JieueHHE KaOa3UTaKCEIOM B HCCIIECIOBAHUU IO JICYEHHUIO paka
npeacTarenbHoN Kene3bl, 240 mamueHToB ObLIM B Bo3pacte 65 mer u crapmie, u3 Hux 70
NAlKEHTOB - cTapuie 75-netHero Bo3pacra. Cnenyronmme HP Berpewanues Ha > 5 % wgamie y
NAIMEeHTOB B Bo3pacTte 65 JIET U cTaplle M0 CPaBHEHUIO C MalMeHTaMu 0oJiee MOJIO0r0 BO3pacTa:
MOBBIIICHHAS yTOMJIIEMOCTb, HEUTPONEHUs C KIMHUYECKUMH TMPOSIBICHUSIMHU, AaCTEHUS,
MUPEKCHS, TOJIOBOKPYKEeHHE, NHPEKINN MOUYEBBIBOIAIINX MyTeH U 00€3BOKUBAHHE.

Yacrora cinenyromux HP > 3 crenenu TsbkecTr Oblia BEINIE Y TTAIIMEHTOB > 65-TIETHETO BO3pacTa
[0 CPaBHEHHUIO C TalMeHTaMu Oojee MOJIOJOr0 BO3pacTa: HEHTPOIEHHs MO pe3ysbTaTam
7a00paTOPHBIX aHATU30B, HEUTPONEHUS C KIMHUYECKHMMH MPOSBICHUSAMU M (QeOpuibHas
HEUTPOTICHHUSI.

N3 595 manueHTOB, Mody4yaBIIUX JiedeHHe Kabaszutakceraom B uccinegoBanuu EFCI1 1785 mo
JICUYCHHIO paKa MpeAcTaTeNbHON skenesbl, 420 manueHToB ObLTH B Bo3pacTe 65 JeT U craplie.

Cnenytoumue HP Berpewanuch Ha > 5 % yanie y manyeHTOB B Bo3pacTe 65 JieT W crapiie, 1o
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CpPaBHEHHUIO C MalMeHTaMu 00Jiee MOJIOAO0TO ospaCTalrl/:rr/Ia‘p—Jeﬁ*]-ntﬁkH@;llh yrBMn;reMGCTL

acTeHusl, 3arop, HEUTPONEHUs C KIMHHUYECKUMH MpPOSBICHUAMH, (peOpuibHas HEUTpONmeHHs,
OJIBIIIKA.

IlocTperucTpalliOHHLIC JaHHBIC

Hapywenus co cmopoHbl nouex u Mouesbleo0auux nymetl
HeuacTo: nucTtut, pa3BUBIIMICS BClieAcTBUE (PEHOMEHa BO3BpaTa JIyueBOW peakiMi B paHee
00yueHHOW 00TacTH.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeakIUsAX I[OoClie PETUCTpaluu
JIEKapCTBEHHOTO Iperapara ¢ Helbl0 00eCIeYeHNsl HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«TOJB3a-PUCK» JIEKAPCTBEHHOTO TIpernapara. MEIUIIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs
coo01aTe 0 JIIOOBIX MOJ03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUsAX JIEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIECHHS O HEXENaTEebHBIX PEaKIUsiX rocyJapcTB — YJICHOB
EBpa3uiickoro 3K0HOMHU4ECKOr0 COI3a.

Poccniickas @enepanvs

109012, r. Mocksa, CnaBsiHCKas iomans, 1. 4, ctp. 1

denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Tenedon: +7 800 550 99 03

Di1. moura; pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMIITOMBI

OxuaemMbple CUMITOMBI MEPEAO3UPOBKU: YCUIICHUE J10303aBUCHUMBIX HEXKENATEIbHBIX PEaKlni,
TaKUX KaK CUMITOMBI TTOJABJIEHUSI KOCTHOMO3IOBOTO KPOBETBOPEHHUS Y HAPYILICHUSI CO CTOPOHBI
JKEITyJOUYHO-KUIIEYHOT O TPaKTa.

JleueHnue

OTCyTCTBYeT M3BECTHBIN aHTHIOT Kaba3uTakcena. B cimydae mepemo3upoBKH MAIUEHT JOKEH
OBITH TTOMEIICH B CTICIIHATIM3UPOBAHHOE OT/ICIICHUE TI0]T TIIATEIbHOE MEAUIIMHCKOE HAOIIOICHHE.
[Tocne Toro, kak CTaHEeT U3BECTHO O MEPEAO3UPOBKE, MAIMEHTHI JOJKHBI, KAK MOXKHO CKOpee,

Hayath nostydats [-KC®. Takxke cieayer IpoBOAUTH APYroe CUMITOMAaTHYECKOE JICUEHHE.
5. PAPMAKOJOTMYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA
dapmakoTepaneBTHUYECKas TPYIIA: MPOTUBOOIYXO0JIEBBIE CPEICTBA; AIKAJIOUIBI PACTUTEILHOTO
MPOUCXOKACHUS U APyTUe IIPUPOIHBIE BEIIECTBA; TAKCAHEI.
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Kox ATX: LO1CDO4. (NOCNEOOBATENLHOCTE 0003)

Mexannsm geiicTBus

Kaba3uTakcen sBiseTcss NPOTHBOOINYXOJIEBBIM CPEICTBOM, KOTOpOE JIEHCTBYEeT IyTeM
pa3pyuieHus KJIECTOUYHOM ceTh MUKpOoTpyOouek. KabasuTakcen cBs3bpIBaeTCs ¢ OEITKOM TyOyTMHOM
U CIIOCOOCTBYET COOpKE TyOyIMHA B MUKPOTPYOOUKH M OTHOBPEMEHHO HHTHOUPYET UX Pa30opKy.
OTO MPUBOAMUT K CTAOMIM3AIMM MUKPOTPYOOUEK, YTO B UTOTE MHTHOMPYET MUTOTHYECKYIO H
UHTEp(a3HYI0 AKTUBHOCTH KJIETKU.

dapmakognaamMuyeckue P PeKTel

Kaba3urakcen obnazaeT MIMPOKUM CHEKTPOM IPOTHBOOIYXOJIEBOM aKTUBHOCTH B OTHOILEHHH
NO3/IHUX CTaJWi OMyXOJel YeNoBeKa, KCEHOTPAHCIUIAaHTUPOBAHHBIX Mblmam. Kabasurakcen
aKTUBEH B OTHOILIEHUH YyBCTBUTENBHBIX K JIOIeTaKceny omyxoineil. Kpome storo, kabazurakcesn
AaKTUBEH B OTHOLICHHMH OITyXOJIEBBIX MOJEJIECH, HEYYBCTBUTEIBHBIX K XUMHUOTEPAIINH, BKIIIOYAs

JOLIETAKCEIL.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

[onmynaunoHHblid aHamu3 (apMaKOKMHETUYECKHX IIOKa3aTesiell MPOBOAMIICS y TMAIUCHTOB,
BKJIIOYAs JIUL ¢ MECTHO-PACIPOCTPAHEHHBIMH COJMIHBIMH OITyXOJIIMH, METACTATUYECKUM PAKOM
MOJIOYHOM KeJIe3bl M METACTaTUYECKUM PAaKOM IPEACTATENbHOM JKENe3bl. OTH MAlUCHTHI
nonyyanu kabasuTakcen B quanasose 103 10-30 Mr/m? m1omaau moBepXHOCTH Tejla eXKeHeIeNbHO
WIM Ka)KJple 3 HEJEIH.

Abcopbrs

[Tocne BHyTpHBEHHOH MHDY3MH Kaba3uTakcena B J03€ 25 MIr/M> IJIOMAaM MOBEPXHOCTH Tefa y
NAIMEHTOB ¢ METACTaTUUECKUM PaKOM MPEJCTATEIbHON K€Ie3bl MAaKCUMaJIbHAsl KOHLEHTpalus
(Cmax) Kaba3uTakcena B IUIa3Me€ KPOBM JOCTHranach K KOHIy oJHO4YacoBOH MH(Y3UU (Tmax),
cpennee 3HaueHHE Cmax cocTaBimsio 226 Hr/mu. CpegHee 3HA4YeHHE IUIOMIAA O]

(dhapMakOKHMHETHIECKON KpuBOH «koHIeHTpanusa-Bpems» (AUC) cocrapisio 991 Hr X u/mi.

Y nanmuMeHTOB C MECTHO-PacHpOCTPaHEHHBIMH COJUIHBIMH OMyXOJISIMH HE HaOJI01aI0Ch
3HAUYUTEIBHBIX OTKJIOHEHUH B JO30MPOMOPIMOHAIBPHOCTH KOHIIGHTpallii Kaba3uTakcena B
1J1a3Me KpoBH B auarazone 103 10-30 MT/M? TTOmaIn MMOBEPXHOCTH TeJa.

Pacnpenenenue

O6beM pacripeieNieHus B paBHOBeCHOM cocTosHuM (Vi) coctasisn 4870 1 (2640 n/m* mns
MalUEeHTOB ¢ MEIMAaHOM TUIOIIAIN MOBEPXHOCTH TeJa, cocTaBistoment 1,84 Mz).

In vitro cBs13b kaba3UTaKceNa ¢ YeIOBEUECKUMH CHIBOPOTOYHBIMU Oenkamu cocTasisiia 89-92 %
U Obuia HeHacwlmaemoi g0 koHueHtpamuu 50000 ©Hr/mMa, kotopas npeBBIIACT Cmax,

HaOJII01aBIITYIOCS IPU KIIMHUYECKOM IPUMEHEHUH Mpenapara. Kaba3zuTakcen, riiaBHbIM 00pa3oMm,
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CBSI3BIBAETCS C CBIBOPOTOYHBIM anbOymuHOM| (82,0 ‘%‘)I:I'P-IJJ%E[ #bolg%bm; :(-g?'g 1g)3) JUIST

JUTNONPOTENHOB BBICOKOU IIIOTHOCTH, 69,8 % i JIUMONPOTEMHOB HU3KOM TIIOTHOCTH U 55,8 %
JUIsl JTUIOMPOTEMHOB OYE€Hb HU3KOM IUIOTHOCTH). [n Vitro B KPOBHU YEIOBEKA COOTHOILIECHHE
KOHIICHTpAIlUK B IICJIBHOW KPOBH M KOHIICHTPAIMHM B IIa3M€ KPOBH HAXOAWTCS B JIUAIa30HE
0,90-0,99, uTo yka3pIBaeT Ha OJMHAKOBOE pacIpejesieHne Kada3uTakcesaa B IEIbHOW KPOBU U
nJ1a3Me KpOBH.

HccnenoBanusi, mpoBeJcHHBIC HA KUBOTHBIX, IMOKA3alld, YTO Kaba3WTaKCeNl U €ro MEeTa0OIUTHI
AKCKPETUPYIOTCS B TPYAHOE MOJIOKO U CITOCOOCH MPOHUKATD Yepe3 IIarieHTapHbINA Oapbep.

Buorpancdhopmarims

Kaba3uTakcen MHTEHCHMBHO MeTa0onu3upyercs B medeHd (= 95 %), rmaBHBIM 00pa3zoMm, C
nomorpio m3odpepmenton noacemerictea CYP3A (80-90 %). Kaba3uTtakcen siBIseTCS OCHOBHBIM
COeIMHEHUEM, [IUPKYIUPYIOIINM B I1azMe KpoBH. [loMuMo camoro npenapara, B 1mjia3Me KpoBu
OBLTO HACHTH(PHUITUPOBAHO 7 METAaOOIUTOB (BKJIIOUas 3 aKTUBHBIX META00IUTA, 00OPa3yIOMINXCS B
pesyaprate O-neMmerunupoBaHusi). KoHleHTpanus B miiasmMe KpOBH TJIABHOTO U3 ATUX
METa0O0JIUTOB COCTABISIET 5 % OT KOHIICHTPALIMH B IJIa3Me KPOBH HEM3MEHEHHOTO Kaba3uTakcea.
Okono

20 meTaboMTOB Kada3uTaKkceaa BEIBOISITCS C MOYOU U KaJIOM.

[lo nanHBIM HCCIENOBAHU in Vitro MOTEHIUAIBHBIA PUCK MHTMOMPOBAHUS Ka0a3UTAKCEJIOM B
KIIMHUYECKH 3HAYMMBIX KOHIEHTPAIUSAX MEYECHOYHOr0 MeTaboIM3Ma BO3MOXKEH B OTHOIICHHUU
MpenaparoB, KOTOPbIE, TIIABHBIM 00pa3oM, SIBIISIOTCS CyOCTpaTaMu U30(epMEHTOB MTOJACEMENCTBA
CYP3A. Ognako OTCYTCTBYeT KaKOH-IHOO MOTEHITHATBHBIA PUCK MHTHOUPOBAHUS MeTaboIM3Ma
IpernaparoB, KOTOpbIE SBISAIOTCA cyOcTpaTamu apyrux uzodpepmento CYP (CYP1A2, CYP2B6,
CYP2C8, CYP2C9, CYP2CI19, CYP2El u CYP2D6). Takxe in vitro xaba3uTakcea He
uaaynupyer u3odpepmentsl noacemeiictea CYP1A, m3odepment CYP2CY9 u mzodepmeHTHI
noncemeirictea CYP3A.

HccnenoBanus mo B3aMMOJEHCTBHIO, IPOBEICHHBIC Y UEIOBEKa, MOKAa3aJld, YTO Kaba3uTakcen
(BBONMMBII B BHJE OJHOYACOBOH BHYTPHBEHHOH HH(Y3MHm B 103e 25 Mr/m’> miomamu
MOBEPXHOCTU TejlNa) HE M3MEHSJ IUIa3MEHHbIX KOHLEHTpalMi MHJa30jlaMa, 3TaJTOHHOTO
cyberpara mzodepmentoB mnoacemeiictea CYP3A. Takum oGpa3om, in vivo kaba3uTakcen He
uHruoupyer msodepmentsl noacemerictea CYP3A.

AKTUBHBIE HUHYKTOPBI WIX UHTUOUTOPHI M30(pepMenToB nojacemeirictea CYP3A MOTyT U3MEHSTH
KOHIIEHTpalluu Kaba3uTakcena B Mja3Me KPOBH.

[Ipenan3010H He 3MEHET (hapMaKOKMHETHKY Kaba3uTakcea.

In vitro xaba3uTakcel He UWHTHOMpyeT O€JKM MHOXXECTBEHHOW PpEe3UCTEeHTHOCTH K

xumuorepanesTuueckuM mnpenapatam (MRP1 u MRP2) wim TpaHcnoprep OpraHudeckux
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katroHoB (OCT1). Ilpemapar siBisieTCss WHTH I/ITOpOM':m_'B(E-JJIEp; EJF_EBEH -rml;lcbﬁp JTenHa

(P-gp) (yuactBylomiero B TpaHCMEMOpaHHOM TpPAHCIOPTE psJa BELIECTB, B T.Y. JTUTOKCHHA,
BUHOJIACTHHA U Jp.), OETKOB PE3UCTEHTHOCTH K XUMHUOTEPANIEBTUIECKUM IIperapaTam Mpu pake
mostouHo# xkene3bl (BCRP) (MeToTpekcaT) n moaunenTru0B, TPAHCIOPTUPYIOIINX OPraHUISCKHE
annonsl (OATP1B3) (xoneuucrokuaud - CCKS), B KOHIIEHTpaIusAx, Kak MUHUMYM, B 15 pa3
MPEBBIIAIOIINX KOHIIEHTPALUU, HAOII01aeMble B KIIMHHUECKUX YCIOBUSX, & TAKXKE HHTHOUPYET
tparciopr OATPI1B1 (sctpaguon-17p-ritokypoHus) B KOHLEHTpauusX, TOJBKO B 5 pas
TPEeBBIMIAIOIINX HaOM0AaeMble B KIMHMYECKUX yciaoBusaX. [losTomMy B 1o3e 25 Mr/m? miomanu
MOBEPXHOCTU TeJla PUCK B3aUMOJEHCTBUsI KabaszuTakcena in vivo ¢ cyocrpatramu MRP, OCTI,
P-gp, BCRP u OATPIB3 wmanoBeposten. Puck B3aumopneiicTBus kaba3uTakcena cC
tpancnoprepoM OATPIB1 Bo3MOXeH, B OCOOCHHOCTH, BO BpeMs MPOBEJCHUS BHYTPHUBEHHOM
uHpy3un (1 9) 1 7o 20 MUH TOCTIe OKOHYAHHS HH(Y3HUH.

OJIMMUHALNSA

I[Mocne oxHOYACOBOH BHYTpUBeHHOH MHOY3un ['*C]-kabasutakcena (MEYEHOTO PagMOM30TOIOM
kaba3uTakcena) B 103 25 Mr/M’> IIOMAAN MOBEPXHOCTU Tea Y OHKONOTMUECKUX MAIMEHTOB
npuom3uTenbHo 80 % BBEIEHHOHN J03bI BHIBOJUTCS B TE€UCHHUE ABYX Henenb. Kabaszurakcen,
IJIaBHBIM  00pa3oM, BBIBOJUTCS M3 OpraHU3Ma uYepe3 KHUIEYHUK (C KajoM) B BHJE
MHOTOYHMCIICHHBIX MeTabonmutoB (76 % 103bI); B TO BpeMs Kak IOYEYHAs HKCKpEUus
kaba3uTakcelia ¥ ero MeTabOoJIMTOB COCTABIISCT MeHee 4 % OT BBEJICHHOM /10361 (2,3 % BBEICHHOM
JI03bI BBIBOJIUTCSI C MOYOW B HEM3MEHEHHOM BH/JIE).

Kaba3uTakcen MMeeT BHICOKMH TUIa3MEHHBIH KIMpPEHC, cOCTaBNIsOmMi 48,5 1/4 (26,44 1/4/m>
TJIOIIAH HOBEPXHOCTH TeNla y TIALMEHTOB ¢ MEJMAHOM MIOmMAaM TTOBEpXHOCTH Tena 1,84 M%), u
JUTUTETHHBIA TIEPUOJT TTOTYBBIBEICHHUSI, COCTABIISAIONINH 95 4.

IIeueHOYHAS HEAOCTATOYHOCTD

KaGa3urakcen BRIBOJUTCS U3 OPTaHW3Ma B OCHOBHOM IIyTE€M MEYEHOYHOT0 MeTaboIn3Ma.
[leyeHouyHast HEAOCTATOUHOCTB JIETKOH (00MHii OMIMpyOuH CHIBOPOTKH KpoBH > 1 m < 1,5 x BI'H
[BepxHsst rpanuna HopMel| i ACT [acmapTaramuHoTpaHcdepasa] CBIBOPOTKH KpoBH > 1,5 X
BI'H) u cpenneii (o6mmii 6unupyoun > 1,5 u < 3,0 x BI'H) crenenu TsokecTH HE OKas3biBasia
BIMSHUS Ha (papMaKOKMHETUKY Kaba3uTakcena y MalUeHTOB B CIENHUaIbHOM HCCIEIOBaHUH. Y
MAIMEHTOB C MEYCHOYHOW HEIOCTATOYHOCTBIO TsDKEJOW crerneHu (o0muid Oummpyomn > 3,0 x
BI'H) nabnroganoch cHIKEHUE KiupeHca kabasuTakcena Ha 39 %, 4TO yKa3bpIBaeT Ha BIMSHHE
TSKEJION CTETEeH! NEYeHOYHOM HeIOCTaTOYHOCTH Ha (hapMaKOKHMHETHKY Mpernapara.

IToueunast He1OCTATOYHOCTD

Kaba3uTakcen He3HAYMTEIIbHO BEIBOAUTCS Toukamu (2,3 % OT J03bI).

[MonynsimonHbI (papMaKOKMHETUYECKHUI aHAIH3, TPOBEAECHHBIN MO JaHHBIM 170 manueHToB, B
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. 0C NBA TR 0003
cocTaBe KOTOPHIX ObLIO 59 MalMEeHTOB ¢ HOYEYHOI HeIo\ oot B ekt bl R PR e

(xmupenc kpearuauHa 50-80 Mi/MuH) U 14 TAIIUEHTOB ¢ MOYEYHOW HEIOCTATOYHOCTHIO CpEeIHEH
CTeTeHU TsbKecTH (KiaupeHc kpeatuHuHa 30-50 Mi/MHH) TOKas3ajn, dYTO IOYEYHAs
HEJ0CTAaTOYHOCTH JIETKOM U CpelHEel CTENEHU TSHKECTH HE OKasbIBajla CYIIECTBEHHOTO BIUSHUS
Ha (apMaKOKMHETHKY Kaba3uTakcena. ITO ObUIO  TMOATBEPXKICHO  CPaBHHUTEIBHBIM
UCCIICIOBaHHEM (PApPMAKOKHHETUKH Y TAalMEHTOB C COJHIHBIMHU OIyXOJSMH C HOPMAaJbHOMN
dbyHKIMEH movek (8 marreHToB), MalMEeHTOB C MOYEYHOW HEAOCTATOYHOCTHIO CpPEeIHEH CTEleH!
TsokecTH (8 MAUEeHTOB) W MAlUEHTOB C IMOYEYHOM HEIOCTATOYHOCTHIO TSXKEJION CTEeleHH
(9 marueHTORB), KOTOPHIE MOTYYaIH JICUCHUE Ka0a3uTaKCeJIOM B BHAC BHYTPHUBEHHON HMH(DY3UH B
103€ 10 25 Mr/M? TI0Ia M MOBEPXHOCTH Tejla. B uccienoBanuy Gb110 Ba MALMEHTA C KITMPEHCOM
kpeatuHuHa < 15 mu/mun/1,73 M2 (8 mn/mun/1,73 M* u 14 ma/mun/1,73 M?). Takum o6pazoM,
UMEIOTCSl OTpaHUYCHHbIE TaHHbIE 0 MPUMEHEHUH Kaba3uTakcesa y MalueHTOB ¢ TepMUHAIBHON
cTajiveld TOYEYHOM HEeIOCTaTOYHOCTH. Pe3ynpTaThl wuccienoBaHus (papMaKOKUHETUKH U
Oe3omacHOCTH Kaba3WTakcena Ha & TalMeHTax IOKa3alid, 4YTO TsDKeJas [ModeyHas
HEJOCTATOYHOCTh HE OKa3bIBaJIa 3HAYUTEIILHOTO BIHSHUS Ha (PapMaKOKUHETUKY U 0€30MacHOCTh
Kaba3uTakcena.

ITanmeHTH OKUIIOr0 BO3pacTa

[Tpu nomynsroHHOM aHanu3e GapMaKOKMHETHUECKUX JAHHBIX MAIIMEHTOB B Bo3pacTe 65 NeT u

cTaple He Ha0JI01a710Ch KaKOro-1100 BIHMSIHHS BO3pacTa Ha (hapMaKOKWHETHKY Kaba3uTaKcena.
eTH

bezonacHocTh u 3ppexkTuBHOCTH Tpenapara Kabasurtakcen-Tesa y nereit v moapocTKoB 10 18 et

HE YCTAaHOBIICHBI.

DapMaKOKMHETHYECKOE B3aUMOACUCTBUE C APYTUMU JICKAPCTBEHHBIMU CPEACTBAMU

Kaba3uTtakcen meTaboaM3upyeTcs B OCHOBHOM TIPH y4acTHH H30(QEPMEHTOB IOJCEMEHCTBA
CYP3A.

KypcoBoii mpuem kerokonazoma (400 mMr nBa pa3a B CYTKH), WHTHOMTOpa H30()epMEHTOB
noacemerictea CYP3A, mpuBoanMi K yMEHBIIEHHIO KiMpeHca kabasutakcenma Ha 20 % c
coorBercTBytonuM yBenudeHueM ero AUC nHa 25 %. OngHOBpEeMEHHOE NPUMEHEHUE
anpenuTanTa, HHruoOuTopa uzodepmentor nozacemeiictea CYP3A, He okaszwiBasio 3¢ dekTa Ha
KJIMPEHC U CUCTEMHYIO SKCIO3HIINIO Kaba3uTaKcena.

Kypcosoii npuem pudamnuna (600 Mr onuH pa3 B CyTKH), aKTUBHOTO UHAYKTOpa H30()epMEHTOB
noacemeiictea CYP3A, nmpuBoawi K yBeIMYEHHMIO KiMpeHca Ha 21 % M COOTBETCTBYIOLLIEMY

ymenbiieHnto AUC Ha 17 %.
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6. PAPMAIIEBTUYECKUE CBOMICTBA (NOCTNEMOBATENRHOCTS 0003

6.1. Ilepeuenb BcnoMoOraTeibHbIX BelIECTB
JImMoOHHas KHUCI0Ta

DrtaHon 0e3BOIHBIN

[Tommrcop6at-80

Makxkporoin-400

6.2. HecoBmecTMOCTB

JlaHHBIN JIeKapCTBEHHBIN MpenapaT He CcJleayeT CMEIIMBaTh C APYTUMHU JIEKApCTBEHHBIMU
npernaparamu, 3a UCKIIOUYEHUEM YIIOMIHYTHIX B pasjeie 6.6.

He wucnonb3oBate uHOY3uOHHBIE KOHTeHHephl w3 [IBX winm uHOy3uoHHBIE HAOOpHI U3
NOJIMypeTaHa JUIs IPUTOTOBICHHS U BBEACHUS HH(Y3MOHHOTO pacTBOpa.

6.3. Cpok roaHocTu (CpOK XpaHeHus)

3 roxa.

6.4. OcoObie Mepbl MPEeJOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuThb npu TemrnepaType He Boie 25°C.

6.5. XapakTep u coaeprkaHue NEPBUYHON YIIAKOBKH

[To 6 mi mpenapaTa B GecI[BETHbIE IPO3pAUYHbIE CTEKJISHHBIE (DIIAKOHBI ¢ TPOOKaMU U3 PE3UHBI
6pOM6yTI/IHOBOI>'I, AIIOMUHUCBBIMU  KOJIMIAYKAMWU W 3alllUTHBIMH KPBIIIKAMH-BCTABKaAMU U3
[BETHOTO monunponuieHa. Ha ¢raakoHel MoxeT OBITh HaHECEHAa Mpo3payHas IUJICHKA U3
OpPUEHTUPOBAHHOTO MOJIUCTUPOJIA.

1 ¢makoH BMecTe ¢ HMHCTPYKIHEH IO NPUMEHEHWIO B KapTOHHOW I1ayKe, Ha KOTOPYIO

AOMMOJIHUTCIIBHO MOT'YT OBITH HAaHECEHEI 3allIUTHBIC HaKJICHKH.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHHYTOKEHHHM HCIIOJB30BAHHOIO Ipenapara
WM 0TXOJ0B, NOJTYYeHHBIX MOC/e IPUMEeHEeHHs JeKapCTBEHHOr0 Mpenapara, u Apyrue
MaHHUIYJISIIHH ¢ TPpenapaToM

ITpurorosienue pacreopa it nHbY3UN U 00pallleHUeE C IIPEnapaToM

Kak u mpu pabote ¢ ApyruMu IpOTHBOOIYXOJIEBEIMH MpenapaTraMu, Mpu padboTe ¢ mpemapaToM
Kaba3zutakcen-TeBa, B TOM 4uCiie TIPH MPUTOTOBICHUU €r0 WH(PY3MOHHOTO pacTBOpa, CIAEAYET
cOOJTII01aTh OCTOPOKHOCTH M UCTIOJIB30BATh MEPUYATKH.

Ecnu pactBop mpemapata Kabasurakcen-TeBa Ha mr000M dTare paboThl C HUM IMOMAll Ha KOXKY,
clelyeT HEMEIJIEHHO U TIIATEeJIbHO MPOMBITH €€ BOJIOM C MBLIOM, a B ClIydae €ro norajaHus Ha
CIIM3UCTYIO0 000JI0UKY, TO OJTHOM BOJIOMH.

PaGoTtath ¢ nmpemapatom Kabasurtakcen-TeBa T0DKEH TOIBKO TIEPCOHAN, BIAJACIONTNN HABBIKAMU

o0palIeHus ¢ HIUTOTOKCUYECKUMH TIperapaTaMu.
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bepeMeHHbIe JKEHITMHBI HE JOJDKHBI padoTaTh C{3TUM nﬂgﬁgﬁa;lgﬁl IBATENEHOCTL '-'t 03)

BuumatensHo npounraiite BCHO Huxecenyomntyo HHGOPMAIUIO MO MOAT0TOBKE MpenapaTa JUlst
BHYTPHUBEHHOI'O BBEJICHUSI IIEPE] €I0 CMEIIMBAHUEM U Pa3BEICHUEM.

Kaxnprit ¢gurakon ¢ xoHneHtpatoMm coaepxut 60 mr mpemapara KaGasurakcen-TeBa B 6 mi
(HOMHHANBHBIA 00beM) (mpu oObeMe HamoyiHeHus (prakona 6,702 My, coaepxkamiem 67,02 mr
npenapata Kabazurtakcen-Tesa).

Ipumeuanue

DTOT 00BhEM HAIOJHEHHS ObLT YCTAaHOBJIEH BO BpeMsl pa3pabOTKH Ipemnapara JJisi TOTO, YTOOBI
KOMIIEHCHUPOBATh IOTEPU >KUJIKOCTH BO BpeMs IPUTOTOBJICHMSI pacTBopa. Takum o0pazom,
¢akoH koHueHTpaTa mpenapara KabGasurakcen-TeBa comepXUT H30BITOUHOE KOJIMYECTBO
JCHCTBYIOIIETO  BEIIECTBA, YTOOBI KOMIIEHCHUPOBATh IOTEPH JKUAKOCTH B  IpoILecce
MPUTOTOBJICHHS pacTBOpA.

Konnentpar mnpemapara KaGasutakcen-TeBa HyXmaeTcss B pa3BEACHUU TIEpENl BBEICHUEM.
CrnenyiiTe MHCTPYKIMAM 110 IPUTOTOBJIEHHUIO PacTBOPA, PEACTABIEHHBIM HUXKE.
[IpuroroBnenue pactBopa /Ui HMHPY3UH MPOBOAUTCS B ACENTUUYECKUX YCIOBHUAX B HECKOJBKO
JTaIoB.

Oman 1

OTOupaloT ¢ MOMOIIBI0 TPAAYUPOBAHHOTO WINPHUIA C HIJIOH HEO0OXOAUMOE KOJIHUYECTBO
KOHIIeHTpaTa (¢ KOHIeHTpauuel kabasurakcena 10 wmr/mm). Hampumep, mis mo3et 45 wmr
noTtpedyetcs 4,5 mn koHreHTpara Kabasurakcen-Tesa.

Oman 2

BBoIAT KOHILIEHTpPAT B CTEPUIIBbHBIN, HE cofepxkainii [IBX konTeitHep ¢ 5 % pacTBOpOM IIIOKO3BI,
m6o 0,9 % pactBopom xjopuna HaTpus. KoHieHTpamust pactBopa s MH(Y3UH JOIDKHA
coctasiark ot 0,10 mr/mit mo 0,26 mr/mit.

Oman 3

W3BnekaroT WINpUIl ¥ BPyYHYIO MOKAYMBAIOIIMMU JBHKEHUSAMH MEPEMEIINBAIOT COACPKUMOE
UH(PY3MOHHON EMKOCTH WIH (DIIaKoHa.

Oman 4

AHaJOTMYHO BCEM OCTAJbHBIM IMapeHTEpPAIbHBIM IpernapaTaM MOJyYEeHHBIH pacTBOp ClieqyeT
OCMOTpETH Tepe]] MPUMEHEHHEM. B CBSI3U C MepeHachIeHHOCThI0 HHPY3MOHHOTO pacTBOpa CO
BPEMEHEM BO3MOXKHO BBINAJICHUE KPUCTAIUIMYECKOTO ocaaka. B momoOHOM ciydae pacTBOp
HCIIOJIb30BATh HEJNb3sl, U OH MOJICKUT YTHIN3ALNH.

PactBop i nHdy3un AOKEH TPUMEHSTHCA Cpa3y JKe MOoCie MPUTOTOBICHUS.

[Ipu npuroroBneHun u HazHaueHUM npenapata Kabasurtakcen-TeBa cnemyer wu3derath

UH(Y31MOHHBIX TakeToB U3 [IBX ninn nH(Y3HOHHBIX CUCTEM, H3TOTOBJICHHBIX U3 MOJIUYpPETaHa.
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He cunenyer cmemmBars mnpenapar Kag asuraxced Tesh=—e Eichkminriieb™ Dipytumu

JIEKapCTBEHHBIMH CPEJICTBAMH, 3a UCKIIIOYCHHUEM TEX, YTO OBLTH YIOMSHYTHI BBIIIIE.
Becp ocraBmmiics JIeKapCTBEHHBIN IIpeNapaT U OTXOMbI CIEAYET YHUUTOXUTh B COOTBETCTBUU C

YCTaHOBJICHHBIMH HallMOHAJIBHBIM 3aKOHOJATCIIECTBOM Tpe6OBaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
Tesa ®apmanesruueckue pennpusarus Jitn.,

124 /1sopa A-Hesua Crt., Tenb-ABus 6944020, H3pauib

7.1. llpencraBuTeb AepKaTe/is PEruCTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3un noTpeOUTENIEN CIEAYET HAIPABIIITH 110 aPECY:

Poccniickas @enepanvs

00O «TeBa»

115054, Mocksa, yi. Banosas, 35
Ten.: +7 (495) 644 22 34

®akc: +7 (495) 644 22 35

info@teva.ru

8. HOMEP PET'HCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. IATA TEPBUYHOM PETMCTPAIIMA (IOATBEPXIEHUWS PETMCTPAIIMU,
HHEPEPETI'MCTPAILIUA)

JlaTa nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mass xapakTepuUCTHKa JIeKapCcTBeHHOro mpemnapara Kabasurtakcen-TeBa mocTtymHa Ha
uH(popMallMOHHOM TmopTaje EBpa3uiickoro SKOHOMHYECKOrO cO03a B HMH(POPMAIMOHHO-

KOMMYHHUKaIIMOHHOH cetn «IHTepHeT» https://eec.eaeunion.org.
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