COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.03.2026 N= 5417

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Kapo3za-Ditu, 10 Mr, TabieTKH, MOKPHITHIC JICHOYHON 000JI0YKOH.
Kapo3za-Diiu, 20 Mr, TabIeTKH, MOKPHITHIC IJICHOYHON 000JI0YKOH.

Kapo3za-Diia, 40 mr, TabIETKH, MOKPHITHIE INICHOYHOU 000JI0UKOA.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JeiicTByro11ee BEIIECTBO: PO3yBACTATHH.

Kapo3za-Dity, 10 mr, TabJIETKH, TOKPBITHIE INIEHOYHOU 000JI0YKOU

Kaxnas TabneTka, MOKpHITas IIICHOYHOH 000JI0YKOM, COAEPIKUT po3yBacTaTuHa Kaiubius 10,4 mr
(B mepecyere Ha pozyBacTatuH 10 mr).

BcnomoratenbHble BeleCTBa, HAJMYUE KOTOPBIX HAJ0 YYHUTHIBaTh B COCTaBE JICKAPCTBEHHOI'O
npenapara: Jlaktosa, kpacutesb coaHeunbii 3akat (FCF) E110 (cm. pazaen 4.4).

Kapo3za-Dity, 20 mr, TabJIETKH, MOKPLITHIE IUNIEHOYHON 000JI0YKOU

Kaxxgas Tabnerka, MOKphITas INIEHOYHON 000JI0YKO#, CONEPKUT po3yBacTaTuHa Kajbius 20,8 mr
(B mepecuere Ha po3yBacTtaTuH 20 Mr).

BcnomoratenbHbie BeliecTBa, HaTUYME KOTOPBIX HAJAO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Jlaktosa, kpacutesb coaHeunbii 3akat (FCF) E110 (cm. pazaen 4.4).

Kapo3za-2ity, 40 mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxgas TabneTka, MOKphITas INIEHOYHON 000JI0YKO#, CONEPKUT pO3yBacTaTUHA KabIus 41,6 mr
(B mepecuere Ha po3yBacTtaTuH 40 mr).

BcromorarenbHbIe BeliecTBa, HAIMYHE KOTOPHIX HAJ0 YYHTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npemnapara: 1akto3a, kpacurenb coiaHeunsblit 3akat (FCF) E110 (cm. pazaen 4.4).

ITomupIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BEIICCTB IMIPUBEACH B pa3ICiIc 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kapo3za-Dity, 10 mr, TaOJIETKH, MOKPHITHIE INIEHOYHON 000JI0YKOU

Kpyribie 1BOSKOBBITYKIIbIE TaONETKU C (PacKO, MOKPHITHIE MICHOYHOW 00OJIOYKOM, OT CBETIIO-
PO30BOT0 JI0 CBETJIO-OPAHKEBOIO IIBETA, ¢ rpaBUpoBKOM "H" Ha omHOM cTopone u "R4" Ha apyroii.
Ha monepeunom paszpese sapo TabieTky oT 0e0ro 10 MoUTH OeIoro IBETA.

Kapo3za-Dity, 20 mr, TabJIETKH, MOKPLITHIE INIEHOYHON 000JI0YKON

Kpyribie 1BOSKOBBITYKIIbIE TaOMETKU C (pacKoi, MOKPHITHIE MICHOYHONW 000JIOYKOM, OT CBETIIO-
PO30BOTO JI0 CBETII0-OPAHXEBOTO 11BETA, ¢ TpaBupoBKoii "H" Ha ogHOM cTopoHe 1 "R5" Ha npyroii.

Ha nonepeunom pazpese sapo TablIeTKH OT 6€JI0ro 10 MOYTH OesIoro 1BeTa.
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Kapo3za-9ity, 40 mr, TaOJIETKH, MOKPEITHIE INIEHOYHOM 06&%&1(-!)%‘1"" BATEINEHOCTL 0002)

OBaJibHBIE JBOSKOBBIITYKIIbIE TAOIETKH C (acKOil, MOKPHITHIE IUIEHOYHOW 000JI0YKOM, OT CBETIIO-
PO30BOTO JI0 CBETII0-OPaHKXEeBOT0 11BETa, ¢ rpaBupoBKoii "H" Ha oHOM cTopoHe 1 "R6" Ha npyroii.

Ha nomnepeunom pazpese sapo TabieTKu OT O€JI0ro 10 MOoYTH Oesoro 1BeTa.

4. KINMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapar Kapo3a-2itu nmokaszaH Jj1si IPUMEHEHHUS Y B3POCIIbIX B Bo3pacTe oT 18 jer:

e [Ipu mepBuuHOW TuUnepxonectepuHemMun 1o dOpenpukcony (tun Ila, BrIrOUas cemeiHyro
FeTepO3UTOTHYIO TMIEPX0JIECTEPUHEMHIO) WM CMEIIaHHOM runepxoiecrepuHemud (tui I1b)
B KA4yeCTBE JOIOJHEHUS K JMEeTe, KOrjJa JIueTa WU JApYyrue HEMEJUKaMEHTO3HbIE METOMbI
nedeHust (Hampumep, (U3WYECKHe YNPaKHEHHS, CHUKEHHE MAacChl Tella) OKa3bIBAIOTCS
HEJIO0CTAaTOYHBIMHU.

e [Ipu ceMeliHOW TOMO3UTOTHOM TUIEPXOJIECTEPUHEMUN B KAueCTBE JOMOIHEHUS K JIUETe U
JIpyroi TUIUACHIKAIOLIEH Tepanuu (Harpumep, adepes IMMonpoTeMHOB HU3KOH MIIOTHOCTH
(JITHIT)), unu B cayyasx, Korjaa mogo0Has Tepanus HeJJocTaTouHO 3 exTuBHA.

e [lpu runeprpuriuuepuaemuu (tum [V no @peapukcony) B KauecTBe JOMOIHEHUS K IUETE.

e Jlns 3aMeqieHHs] POrPECCHPOBAHUS aTEPOCKIEPO3a B KAUECTBE JOMOJHEHUS K JIUETE Y
MAIMEHTOB, KOTOPHIM MTOKa3aHa TEPAaIus JIJIsl CHIDKEHUS KOHIIEHTPAIMK O0IIEro XolecTepruHa
(XC) u XC nunomnporenHoB HU3KO0M miotHocTH (XC-JITTHIT).

e Jlns mepBUYHOM NPO(PUIAKTUKH OCHOBHBIX CEPACUHO-COCYIUCTBIX OCIIOKHEHUN (MHCYIbTA,
uH(papKTa, apTepUabHON pPEBACKYJISpPU3AIMH) Y B3pPOCIbIX MAlMEHTOB 0€3 KIMHUYECKUX
pU3HaKoB uiemuueckoil 6oie3nu cepaua (M1bC), HO ¢ MOBBIIEHHBIM PUCKOM €€ pa3BUTHS
(Bozpact crapuie 50 ser uis MyXYMH M crapme 60 JeT IS JKEHIIMH, MOBBIIICHHAs
KOoHIeHTpauusi C-peakTUBHOro Oenka (=2 MI/a) MpH HaIMYUM KaK MUHMMYM OJHOTO M3
JIOTIONTHUTEIbHBIX (AaKTOPOB pHUCKA, TaKUX Kak apTepualibHas TUIEPTEH3Us, HU3Kas
koHUeHTpauus XC nunonporenHoB Bbicokoi minotHocTH (XC-JIIIBII), kypenue, ceMeiinblii

aHamHe3 panHero Havana MBC).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUs!

o nayama Tepanuu npenapatom Kaposa-Oiid manueHT qo/KeH HadaTh COOI01aTh CTaHIAPTHYIO
TUIIOXOJIECTEPUHEMUYECKYIO JIMETYy U MPOJOJKaTh cOOM0JaTh €€ BO Bpems JieueHus. [losza
npenapara JO/DKHAa NOAOUpaThCs HHIUMBUAYAIbHO B 3aBUCUMOCTH OT LEJNeH Tepanuu u
TEpareBTUUECKOTO OTBETA HAa JICUEHUE, NPUHUMAs BO BHUMAHUE TEKyIIME PEKOMEHJALUH IO

[EJICBBIM KOHICHTPpAIWAM JIMITUIO0B.
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(NOCNEOOBATENBLHOCTL 0002)

PexxuM 103upoBaHus

Pexomennyemas HauanbHas 103a JUIsl NAMEHTOB, HAYMHAIOUIUX IPUHUMATh IIpenapar, Wi JJis
NAIMEHTOB, MEPEBEICHHBIX C IpUeMa APYTUX UHIMOUTOPOB TUAPOKCH-METHITITY TapUI-KOIH3UM
A penykrtasbl (I'MI'-KoA-penykTassl), noypkHa cocTaBiasaTh S mr win 10 mr npenapara Kapo3a-
Oitu 1 pa3 B cyTku. [Ipu BEIOOpE HavaIbHOM 10361 CIIEYET PYKOBOACTBOBATHCS WHINBU Ty IbHON
KOHLIEHTpallMel XoJjecTepuHa M NPUHHMAaTh BO BHHMMAHME BO3MOXHBIM PHUCK CEPAECYHO-
COCYAMCTBIX OCJIOKHEHMH, a TakK€ HEOOXOIMMO OLIEHHWBATH MOTEHLMAJIbHBIM PUCK pa3BUTHUS
mo604HBIX 3¢ dekToB. B cirydae HeoOX0aAMMOCTH 71032 MOXKET OBITh YBEIHWYCHA JI0 OOJIbIIIEH yepe3
4 nenenu (cm. pazzaen 5.1).

B cBs31 ¢ BO3MOXHBIM pa3BUTHEM 1T0O0UHBIX 3(h(ekToB mpu nmpueme 10361 40 MI IO CPaBHEHHIO
¢ Oonee HM3KMMM Jl03aMu Tipenapara (cM. paszzaen 4.8), yBeiaudenue 103bl 10 40 Mmr, mocie
JOTIOTHUTEILHOTO MpHeMa 1035l BhIIlIe PEKOMEHIyEMOW HaYallbHOM 7036l B T€UeHHUE 4-X HEeAelb
Tepanuu, MOXET MIPOBOAUTHCS TOJIBKO Y MAIMEHTOB C TSKENIOHN CTENEHBIO TUIIEPXOJIECTEPUHEMUN
U C BBICOKUM PUCKOM CEPJIE€YHO-COCYAUCTHIX OCIOKHEHUHN (OCOOEHHO y MAIMEHTOB C CEMEMHOMN
THIIEPXOJIECTEPHUHEMHUEH ), Y KOTOPBIX HE ObUI JOCTHTHYT JKEJIaeMbIid pe3yJbTaT Tepaluu MpH
npueme 10361 20 MT, U KOTOpbIe OYyT HaXOJUTHCS MO HAOIIOACHUEM CIIEIHAINCTa (CM. pa3zen
4.4). PexomeHayercs OCOOCHHO TIIATelIbHOE HAOIIOJCHHE 3a MalUEHTaMH, MOIYYarolIMMHU
npemnapar B 103e 40 mr.

He pexomennyercst Ha3HadeHue 10361 40 Mr anMeHTaM, paHee He 0OpalIaBIIUMCS K Bpady.
[Tocne 2-4-x Henenb Tepanuu W/WJM IpU MOBBIIEHUHU 1036l npenapara Kaposa-Ditu HeoOxoaum
KOHTPOJIb MOKa3aTeNeil TUnuIHoro ooMeHa (Ipu He0OXOJMMOCTH TPeOyeTCsl KOPPEKLUS 103bl).

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmol ¢ napywenuem QyHKYUuU novex

VY manueHToB ¢ HapyleHneM (QYHKIIMU OYeK JIETKON MITH CpeHEeH CTETEeH! TKECTH KOPPEKIUS
71036l He TpeOyeTcs. Y MalMeHTOB C HapylleHHueM (YHKIMH MOYeK TSKEJIOW CTeneHH (KIUpeHC
kpeatuHuHa (KK) menee 30 mui/mMuH.) npumenenue npenapata Kaposa-2itu mpoTHBONOKA3aHO.
[TpoTrBOMOKa3aHO MPUMEHEHKE TIpernapara B 1o3e 40 Mr y manueHToB ¢ HapylIeHneM (yHKIIHA
nouek cpeaneii crenenu Tskectu (KK 30-60 mu/mun.) (cm. pazaenst 4.4 u 5.2). [Tanuentam c
HapyleHHeM (QYHKLIMU MOYEeK CpeJHEeH CTemeHW TSHKECTH PEKOMEHIYeTCsl HadajibHas J103a
npenapara 5 mr.

Tayuenmol ¢ Hapywenuem yHKyuy neyeHu

[Tpenapat Kapo3za-2iiu npoTHBOINOKa3aH MaueHTam ¢ 3a00JIeBaHUSMHM [1€YeHU B aKTUBHOH (aze
(cM. pazzmen 4.3).

Omuuueckue pynnoi
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[Ipyu wu3yueHun (papMaKOKUHETHUECKHUX apaMeTr')glﬁ‘l:"‘ng%h&%a%;wvl‘ TI:IIEiTEI'/II'é‘H'ITOB,

NPUHAUICKANUX K Pa3HbIM ATHUYECKUM TIpPYIINaM, OTMEYEHO YBEJIWYEHUE CHUCTEMHOMU
KOHIIGHTpAllMd pO3yBacTaTHHA Yy MAllMEHTOB MOHTOJIOMJIHOM packl (cM. pasnen 4.4). Crnenyer
YUUTBHIBaTh JaHHBINA (QakT MpU Ha3HaYeHUH mpenapaTta Kapo3a-2itu JaHHBIM rpymnam naiuyueHTOB.
ITpu npueme 103 10 mr u 20 Mr pekoMeHayemMasi HadyajibHasi 103a JIJIs MAllMEHTOB MOHTOJIOUIHOM
pacbl coctaBisier 5 mr. IIpoTuBonokasaHo Ha3HaueHue npenapara B jgo3e 40 Mr namueHTam
MOHTOJIOMTHOH packl (cM. pazzen 4.3).

T'enemuueckuti nonumopghusm

Y wocurenerr reHorunoB SLCOIB1 (OATPIB1) ¢.521CC u ABCG2 (BCRP) c.421AA
OTMEYAJIOCh YBEJIIMUEHUE IKCIO3UIUH (IUIOMIAIb MO KPUBOM «KOHIIeHTpauus — BpeMs», AUC)
po3yBacTaTuHa 10 cpaBHeHMIO ¢ HocuTenssMu reHoTunoB SLCO1BI1 ¢.521TT u ABCG2 ¢.421CC.
Jns nanuentoB-HocuTened reHoTunoB ¢.521CC umu c.421AA pekoMeHayemass MakCUMalbHas
no3a npenapara Kaposa-Ditu cocraBnsier 20 Mr oJiuH pa3 B CyTKH (cM. pazzaenst 4.4 u 5.2).
Tlayuenmsi, npedpacnonodcentvle K Muonamuu

[TpoTuBoNOKa3aHO Ha3HaUEHUE Npenaparta B 1o3e 40 Mr nanueHTam ¢ (akTopaMu, KOTOPbIE MOT'YT
yKa3bIBaTh Ha MPEIPACIIONIOKEHHOCTh K Pa3BUTHIO Muomnatuu (cM. paszaen 4.3). [Ipu Haznauenuun
103 10 mr u 20 Mr pekoMeHIyemasi HadaibHasl 103a JUIsl JaHHOM TPYIIbI NAllHeHTOB COCTABIISET
5 mr (cm. pazzen 4.3).

Conymcemesyrowas mepanus

Po3yBacTaTuH CBSI3BIBAETCS C pa3IMYHBIMU TPAHCIIOPTHBIMU Oenkamu (B yactHocTH, ¢ OATP1BI1,
MOJIMIENTUIOM TPAHCIOPTa OPraHMYECKMX AHMOHOB, YYacTBYIOUIMM B 3aXBaT€ CTAaTUHOB
renarouutamu, U BCRP, sddmokcHbiM TpaHcnoprepom). Ilpu coBMECTHOM NpPUMEHEHUU
npenapata Kaposa-Diiu ¢ nekapcTBeHHBIMU ITpenapaTaMu (TaKUMH KaK [IUKIOCIOPUH, HEKOTOPbIE
uHTHOUTOpHl TpoTeassl BUY, BkiIoyass KOMOWHAIIMIO pPHUTOHABUpAa C aTa3aHaBUPOM,
JIOTIMHABUPOM W/WMITU TUIPAHABUPOM), TIOBBIIIAOIIMMH KOHIIEHTPAIIUIO pO3yBacTaTHHA B MJIa3Me
3a CUET B3aMMOJICUCTBHS C TPAHCHOPTHBHIMU O€JIKAMHU, MOXKET TOBBIMIATHCS PUCK MUOIATHU
(Brurouas pabgomuonus) (cM. pazaensl 4.4 u 4.5). Ciaeayer 03HAKOMUTHCA C MHCTPYKITUEH IO
MPUMEHEHHUIO 3TUX MPEnapaToB Mepe UX Ha3HaYeHUEM COBMECTHO c npenaparoM Kapoza-Oitu. B
TaKUX CIIy4asX CJEQyeT OLIEHUTh BO3MOYKHOCTh HA3HAUEHHUs AIbTEPHATUBHOW Tepanuy WU
BPEMEHHOTO MpeKpanieHus nmpuema npenaparta Kaposza-Oitu. Ecim e npuMeHeHHe yKa3aHHbBIX
BbIIlIE [penapaToB HEOOXOAMMO, CJeIyeT OLEHUTh COOTHOIIEHUE TIONb3bl U pHCKa
COMYTCTBYIOLIEH Tepanuu npenaparoM Kapoza-2itdu u paccMOTpeTh BO3MOKHOCTb CHUXKEHUS €r0
10361 (cM. paznen 4.5).

Tlayuenmul nodxxcunoco 6o3pacma

He tpebyercst koppeKius 103bl.



COOTBETCTBYET SKCTNEPTHOMY OTHETY

ot 17.03.2026 N= 5417

(NOCNEQCBATENEHOCTE 0002)

€TH

BbezomacHocth u 3 exTrBHOCTS Mpenapara Kaposa-Diiu y nereit B Bo3pacte ot 0 10 18 yer Ha
I[aHHBIfI MOMCHT HC YCTAaHOBJICHBI. I[aHHbIe MMPUMCHCHUA OI'PaHUYCHBI.

Croco0 rIpuMeHeHus

BHYTpI), HC PAa3>KEBbIBATh U HC U3MCJIBYATH Ta6J'ICTKy, I[IporjaTbiBaTh HECIWKOM, 3allkBasd BO,Z[OI>'I.

[Tpenapat MO>XKHO IPUHUMATH B JIF000E BpeMs CyTOK HE3aBUCHUMO OT MpUEMa IHIIH.

4.3. [IpoTuBONOKA3aAHUS

®  TUNEPYYBCTBUTEIBHOCTH K PO3YyBacTaTHHY WU JIIOOOMY M3 KOMIIOHEHTOB IIPEIapaTa;

e 3a00yeBaHUS TICYCHHW B aKTHBHOW (ha3e, BKIIOYAs CTOWKOE IOBBIIICHHE CHIBOPOTOUHOU
aKTMBHOCTH TPaHCAMHMHA3 M JII00OE TOBBIINICHHE aKTUBHOCTH TPAaHCAMHHA3 B CHIBOPOTKE
KpoBH (Oosiee 4eM B 3 pa3a [0 CPaBHEHUIO C BEPXHEH rpaHHILICi HOPMBI);

e Hapymenue pyHkun nmouyek Tsokenoi crenenn (KK menee 30 mi/muH.);

®  MHOIATHS;

®  TIalMeHTaM, IPEIPACIOI0KEHHBIM K Pa3BUTHIO MHOTOKCHUECKHUX OCIIOKHEHHIA;

e  OJHOBPEMEHHBIN MPHEM LUKJIOCIIOPUHA;

® y KCHIIMH: OEPEMEHHOCTb, MEPHOJA TPYTHOTO BCKAPMIIMBAHUS, OTCYTCTBHE aI€KBATHBIX

MCTOAOB KOHTPALCIILINH.

[Tpuem B cytouHoil 03¢ 40 MI NMpPOTUBOIIOKAa3aH MAalMEHTaM ¢ (pakTopaMH pHUCKa pa3BUTHUS

MUOIATHH/pabJOMUOIIHN3a:

e HapyueHue QyHKuuH rnouek cpenneit crenenu tsxectu (KK menee 60 mi/mun.);

®  TUIIOTHUPEOD3;

e  JIMYHBIN MU CeMEIHbIN aHaMHe3 MBIIIEYHbIX 3a001€BaHUM;

® MHOTOKCHMYHOCTh Ha (oHe mnpuema Apyrux uHruouropoB I'MI-KoA-penykrassl wnm
¢ubpaToB B aHaMHe3e;

e  ype3MepHOe ynoTpediieHHe alKoroJs;

®  COCTOSHHA, KOTOpPbIE MOTYT IPUBOAWTH K TIOBBIIICHHUIO IUIA3MEHHOW KOHIICHTpALUU
po3yBacTaTUHa;

e  OJIHOBPEMEHHBIH mpueM GuodparTos;

L4 MmanyeHTaM MOHTOJIOMIHOM pachl.

4.4. OcoOble yka3aHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO
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Hanmuwne pricka pa3BuTHI MUOIIATUN/ a6z[0MHo.1H3a—Hé .. 1 "f{ [ ':—:1;, rﬁf;(;r-ﬂjseo&
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JUYHBIA WM  CEMEWHBI aHaMHe3  HACJICICTBEHHBIX  MBIIMICYHBIX  3a00NieBaHUN U
MPEIIECTBYIONUN aHAMHE3 MBIIIEYHONH TOKCUYHOCTH TPU MCIIOJIB30BAHUH APYTUX UHTHOUTOPOB
I'MI'-KoA-penykTa3bl win pudpaToB; Ype3MepHOE YIOTPEOICHUE AJIKOTOJISI; BO3pACT cTapiie 65
JIET, COCTOSIHHMS, TPU KOTOPHIX OTMEUEHO T[OBBIIICHWE IIJJa3MEHHOM KOHILIEHTpAluU
po3yBacTaTHHA; pacoBasi MPUHAIICIKHOCTh (MOHTOJIOUIHAS Paca); OJHOBPEMEHHOE HA3HAYCHHE C
¢ubpatamu (cM. pazzmen 5.2); 3a0oieBaHWs TICYCHW B aHAMHE3€; CEICHC, apTepUabHAS
TUINOTEH3UsI; OOIIMPHBIE XUPYPrUYECKUE BMEUIaTeNIbCTBA, TPABMBI, TSKEJbIe METabOIMUYECKue,
SHIOKPUHHBIE WJIM OJCKTPOJMTHbIE HApYLICHUS WJIM HEKOHTPOJIHPYEMbIE CYyIOPOXKHbBIC
TIPUITAIKH.

Ilpu npueme 6 cymounoti 0oze 40 me:

Hapymenne ¢pynkuuu noyek serkoit crenenu Tsokectu (KK 6onee 60 mu/mMuH.).

ITamueHTEI ¢ HApYIIEHUEM d)VHKHI/II/I INCYCHHU

JlaHHble WK OTBIT IPUMEHEHMS IIpenapaTa y NalueHToB ¢ Oosiee ueM 9-1o OamiaMu Mo IiKaie
Yaitna-I1eto oTcyTcTBYIOT (CM. pazaen 5.2).

[Touyeunsie A exTh

VY mnanueHToB, MOMyYaBIIUX Oojiee BBICOKME J103bl po3yBacTathHa (B OCHOBHOM, 40 mr),
Ha0Jr0/1a1ach KaHAJIBIIEBAst IPOTEUHYPHSL, KOTOPAst B OOJIBIIMHCTBE CITy4aeB ObljIa TPAaH3UTOPHOM.
Takass TpoTeMHYpUsi HE CBUIETEILCTBOBajJa 00 OCTpOM 3a00JIEBaHUHU IOYEK HIIU
POTPECCUPOBAHKUH 3a00JICBaHUs MOYEK. Y MAlMEHTOB, IPUHUMAKOIIUX Tpenapar B no3e 40 mr,
PEKOMEHIyeTCsl KOHTPOJIUPOBATh MOKa3aTeNu (yHKIIUHU MTOYEK BO BpEMs JICUSHUSI.

HaDVHIeHI/Ifl CO CTOPOHBI CKEIIETHOM MYCKYJIAaTypPhbI

[Tpu nprMeHeHuu po3yBacTaTUHA BO BCEX /103aX U, B 0OCOOEHHOCTH MpH MPUEME /103 Iperapara,
npesbimatomux 20 Mr, coolmanoch o cienyromux 3(@exkrax B OTHOUIEHHH CKEJIEeTHOM
MYCKYJIaTypbl: MUAJITHs, MHONIATHS, B PEAKUX CIIydasx padaoMHOIN3.

CooOmianoch, 4TO B HECKOJbKUX ciydasgx HHruoutopsl [I'MI-KoA-pemykrassl (cTaTHHBI)
BBI3BIBAIM PA3BUTUE de novo WIN yCYryOIIsIM paHee CyLECTBOBABIIYyI I€HEPAIN30BaHHYIO
MHACTEHHUIO TPaBUC WM TJa3HYI0 MHAcTeHHUIo (cM. paszaen 4.8). B ciyyae BOZHUKHOBEHUS WU
YTSDKEIIEHUsT CUMITOMOB MHAacTEHUM npueM npenapara Kapoza-Oiu crnexyer npekpaTHTb.
CooOmranoch Takke 0 peruauBax MHACTEHUU IPU MOBTOPHOM IPHUEME TOTO K€ CTaTHHA U MPHU
npuMeHeHuu Apyroro uaruouropa 'MI'-KoA-peaykrasbl.

Onpenenenue aktuBHOCTH KpeatnHbocdoknnassl (KOK)

OHpCI[eJ'IeHI/IC aktuHoctn K®K He CJICAYCT IPOBOAUTH ITOCIC HWHTCHCHBHBIX (1)I/I3I/I‘-IGCKI/IX
Harpys3oK WM IpHU HAJIUWYHWH APYTUX BO3MOXXHBIX HNPUYHWH YBCIWUYCHHUSA aKTUBHOCTHU Kq)K, qTo

MOXXET INPHUBECTHM K HEBEPHOM HWHTEPHPETALMM IOJYyYEHHBIX pe3yJbTaroB. B cimydae ecinum
6
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ncxonHas akTuBHOCTh KOK cyriecTBeHHO TOBBIIICHA ( 6&%&4&%?52&%@@&1‘1&? Qéﬂ:}{;ﬁo}o

TpaHUIly HOPMBI), 4Yepe3 5-7 aHel cleayeT MpOBECTH IMOBTOpHOe u3Mepenue. He cnemyer
HAYMHATh TEPAIHIO, €CJIM TOBTOPHBIN TECT MOATBEPKAAET UCXOAHYI0 akTUBHOCTH KDK (6omee
4yeM B 5 pa3 NPEBBILIAET BEPXHIOK IPAHUILY HOPMBI).

Jlo HayaJia Tepanuu

[Tpu Ha3nayenun npenapara Kaposza-Difu, Tak ke Kak U NMPH Ha3HAUYEHUH JAPYTUX MHTHOUTOPOB
['MI'-KoA-penykTa3sbl, manueHTaM ¢ IMEIOIIUMHUCS (haKTOpaMH PUCKa MUOIIATUH/padioMHuOIH3a
clleflyeT TMpOsBIATb OCTOPOKHOCTb, HEOOXOAMMO paccMOTPETh COOTHOLIEHHWE pHCKa U
BO3MOXHOH MOJIb3bl TEPAIIUU U IPOBOAUTH KIIMHUYECKOE HAOII0ACHNUE.

Bo BpeMs Tepanuu

Crnenyer mponH(POPMUPOBATH MANMEHTA O HEOOXOAMMOCTH HEMEJICHHOTO COOOIIEHUS Bpady O
cilydasix HEO)KMJAHHOT'O MOSIBIICHUS] MBILIEYHBIX OoJiel, MBIIIEYHONH cIabOCTH MM CHa3MOB,
0COOEHHO B COYETaHUH C HEJOMOTaHUEM U JIMXOPAIKONH. Y TaKUX MAIUEHTOB CIIEAYET ONPeeIIATh
aktuBHOCTh KDK. Tepamust momkna ObITh mpekparieHa, eciu akTuBHOCT KOK 3HaunTensHO
noBbIIIeHa (0oJiee yeM B 5 pa3 1o CPaBHEHHUIO C BEPXHEH IpaHHIIeH HOPMBI), WJIH €CITH CUMIITOMBI
CO CTOPOHBI MBIIII] PE3KO BBIPAKEHBbI M BBI3BIBAIOT €KEJAHEBHBIA IUCKOMGOPT (Jake eciu
aktuBHOCTh K@K noBeiiena He 6os1ee 4eM B 5 pa3 110 CpaBHEHUIO C BEpXHEH IpaHULE HOPMBI).
Ecnu cumnTomsel ncuesaroT, u akTuBHOCT, KDK Bo3Bpamaercs Kk HOpMme, ClIeIyeT pacCMOTPETh
BOTIPOC O TIOBTOPHOM Ha3HaueHHH npenaparta Kaposa-Oid nim apyrux uaruouropos ' MI'-KoA-
pelyKTa3bl B MEHBLIMX /103aX IPU TIIATEILHOM HAOJIIOICHUH 32 AllUEHTOM.

Pytunnbiil KoHTpOb akTuBHOCTH KK npu oTcyTcTBUM CUMIITOMOB HellenecooOpaseH.
OTMmedeHbl O4YEHb pEeIKHE Clydal HMMMYHOOIIOCPEIOBAaHHOM HEKPOTH3UPYIOLIEH MHUONaTHH C
KJIIMHUYECKUMH MPOSIBIIEHUSMHU B BUJIE CTOMKOM c1a00CTH MPOKCUMAJIBHBIX MBIIII U MOBBIILIEHUS
akTuBHOCTH K@K B CBIBOPOTKE KpOBM BO BpEMs JIEUEHHUS WIM IPU NPEKPALLEHUU INpUeMa
CTaTUHOB, B TOM YHCIIe po3yBacTaTHHA. MOXeT MoTpeboBaThCs MPOBEACHHUE JOMOTHUTEIbHBIX
WCCIICIOBAHUN MBIIIEYHON M HEPBHOW CHCTEMBI, CEPOJOTHMYECKHX HCCICIOBAHUMN, a TaKkKe
Tepanus UMMYHOAECTIPECCUBHBIMU CPEJICTBAMH.

He oTmedeHO NpU3HAKOB YBEIWYEHMs BO3JEHCTBHS Ha CKEJIETHYIO MYCKYJlaTypy IpU Ipueme
pO3yBacTaTHHa U COMyTCTBYIOIIEH Tepanuu. O1HaKo coo0I1anock 06 yBeIMUEeHUH YNCIIa ClIy4yaeB
MHO3UTa U MUOTIATUH Y AllUEHTOB, MPUHUMABIIKX Jipyrue nuuruouropsl ' MI'-KoA-penykrassl B
COYETaHUM C TPOU3BOJHBIMH (PUOPUHOBOM KHUCIOTHI, BKIOYas reM(uOpo3uil, LUKIOCIIOPHH,
HUKOTHHOBYIO KHCIIOTY B JIMITUJCHIKAIOIIUX 033X (= 1 r/CyTKH), a30/1bHbIE IPOTUBOIPUOKOBBIE
cpeactBa, MHruOuTOpsl mpoteassl BUY u  makponuanele antHOunotuku. ['emdudposun
YBEJIMYUBAET PUCK BO3HUKHOBEHHUS MHUOMATUU MPH COBMECTHOM IPUMEHEHUU C HEKOTOPBIMU

uaruoutopamu ['MI'-KoA-penykraszpl. Takum 00pa3oMm, HE PEKOMEHIYETCS OJHOBPEMEHHOE
7
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

COOTHOLLIEHUE PUCKA U BO3MOXKHOM IOJIb3bl IIPU COBMECTHOM IPUMEHEHMHU Ipenaparta Kaposa-
Oy u puOpaToB MIM HUKOTHHOBOM KHCJIOTHI B JIMIUJCHWXKAOMUX a03ax. [IpoTuBomokaszan
npueM npenapara Kaposa-2itu B no3e 40 Mmr coBMecTHO ¢ pubparamu (cM. paznensi 4.3 u 4.5).
Yepes 2-4 "Hepenu mocie Havaia JSUYeHHs W/UIIW TPY MOBBIIEHUH 10361 npenapara Kapoza-Oig
HEOOXOUM KOHTpPOJIb TIOKa3aTelel JUIMUAHOTO oOMeHa (ImpuU HEOOXOTUMOCTH Tpelyercs
KOPpEKLIUs J03bl).

DdvyHaKIYM DeyeHn

PexomeHyeTcst IpoBOANTH ONpeAeeHNe MoKas3aTesield (pyHKIUU [IeYeHU 10 Hadaia Tepanuy u
yepe3 3 Mecsua rnocie Hadana tepanuu. [Ipuem npenapara Kaposa-2itu cieryetr npekpaTtuTh Win
YMCHBIINUTD A03Y Npcrapara, €CJIM aKTUBHOCTh «IICYCHOYHLIX>» TpaHCAMHWHA3 B CBIBOPOTKE KPOBH
Oosiee ueM B 3 paza NpPEBbIILIAET BEPXHIOIO IT'PAHULLy HOPMBI.

VY DainMeHToB ¢ THIEPXOJECTEPUHEMHUEH BCIIEACTBUE TUIIOTHPEO3a WIM HEPPOTHUYECKOIO
CUHApOoMa TEpalrusd OCHOBHBIX 3a001eBaHNMi AOJDKHAa MPOBOJAUTHCA OO0 Haydalla JICHCHUA
npenapatoM Kaposa-Oitu.

Oco0bIe MONYJISAIAH. DTHUYSCKHUE TPYIIIEI

B xone ¢dapMakOKMHETHYECKUX HMCCICIOBAHUN y TMAIMEHTOB MOHTOJOUIHON packl OTMEYCHO
YBEJIMUECHUE CUCTCMHOW KOHIICHTPAIIMH pPO3yBACTATHHA II0 CPAaBHEHUIO C TIOKA3aTCIISIMU,
MOJIYYEHHBIMH CPEIU MAIMEHTOB-EBPONICOUI0B (CM. pazaensl 4.2 u 5.2).

Nurudurops! nporeassl BUY

He pexomenayercsi coBMecTHOE MPUMEHEHHE TpernapaTa ¢ HHruouTopamu npoteassl BUU (cm.
pasnen 4.5).

BcrnoMmorarensHble BellecTBa

Jlakmosa

IIpenapar coxepxxut nakrto3y. IlammeHTam ¢ peako BCTPEYAKOLIEWCS HACIEACTBEHHOMU
HEMEPEHOCUMOCTBhIO ~ TaJIaKTO3bl,  JA€PUIIMTOM  JIaKTa3bl WM  TIIOKO30-TaJIaKTO3HOM
MajbabcopOIuelt He ciielyeT MPUHUMATh 3TOT IIpenapar.

Kpacumenw conneunsiii saxam (FCF) E110

[Ipemapat comepxut kpacutenb conHedHblid 3akat (FCF) E110, xoTopslii MOET BBI3BIBATH
aJUIEprU4eCcKue PEaKNH.

HurepcTnimanpHas 00JIE€3Hb JIETKAX

HpI/I MNPpUMCHCHUN HCKOTOPLIX CTATHUHOB, 0COOCHHO B TCUYCHUE AJIATCIIBHOTO BpPCMCHHU,
coo6manocr: 00 HCKIIFOUUTEIHLHO PCAKHUX ClIy4asax HHTepCTHHHaHBHOﬁ 0O0JIE3HU JIETKHX.

HpOfIBJ’IeHI/IflMI/I 3a00JIeBaHUs MOTYT SABJIATBCA OABIIIKA, HerO)IYKTI/IBHI)II\/'I Kaliejib 1 YXyAIICHUEC
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oT 1/.U03.20
obmero camMmouyBCTBHS (C1a00CTh, CHI)KEHHE NMACCHI Téﬂ‘}/r%pgaxgﬁw TIOEO'SDGHFH/I Ha

HHTCPCTULIUAIIBHYTO 00JIe3Hb JIETKHX CIICAYCT MPCKPATHUTDb TCPAIIUIO CTaTUHAMMU.

CaxapHblil quader 2 Tuna

Y mamueHTOB ¢ KOHIIGHTpaIlMed TJIOKO3bl OT 5,6 10 6,9 MMONB/N Tepamusi po3yBacTaTHHOM

aCcConuupoBaIaCh C MMOBBIIICHHBIM PUCKOM PA3BUTHUA CaXapHOI'O ,Z[I/Ia6eTa 2 THIAa.

4.5. B3anMojgeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3aHNMOJAEeHCTBUSA

BansHME 0JITHOBpEMEHHO NPHUMEHIEMEBIX IIPEapaToB Ha pO3YBACTATHH

Hneubumopvr mpancnopmuulx 0ei1ko6: po3yBaCTaTUH SBISETCSA CyOCTpaTOM JUIsl ONPEeIeHHBIX
OCIIKOB-TPAHCIIOPTEPOB, BKIIFOUAst TpaHcHiopTep nedeHouHoro 3axsara OATP1B1 u s dmrokcHbIit
nepeHocuuk BCRP. ConyrtcTByromiee NpUMEHEHHE IMpenapaToB, KOTOPbIE — SBJIAIOTCA
UHTUOUTOpAaMH  3TUX TPAHCIOPTHBIX OEJIKOB, MOXET CONPOBOXKIATHCS  YBEIMYCHHEM
KOHIICHTPALlMM PO3yBacTaTHHA B IJIa3Me U IOBBIIICHHBIM PUCKOM PAa3BUTHS MHOIATHH (CM.
tabnuiy 1, pazaens: 4.2 u 4.4).

Luxnocnopun: Tpu OJHOBPEMEHHOM IPUMEHEHUHM po3yBacTatuHa M LukiocnopuHa AUC
po3yBacTatuHa ObUIM, B CpelHEM, B 7 pa3 BbIIIE 3HAYEHUH, KOTOPblE OTMEYAIUCh Y 3/I0POBBIX
nobpoBonbiieB  (cM. Tabmuity 1). Ilpemapar Kaposza-Diidu mpoTHBOIIOKa3aH MalMeHTaM,
OJIHOBPEMEHHO MPUMEHSIONUM IUKIOCTOpUH (cM. pazzaen 4.3). OgHoBpeMEeHHOE MPUMEHEHNE
9THX JIEKAPCTBEHHBIX CPEJICTB HE BIMAET Ha KOHIIEHTPALMIO [IMKJIOCTIOPUHA B IJ1a3M€e KPOBH.
Hneubumoper  npomeasvi:  XOTS  TOYHBIH  MEXaHHU3M  B3aUMOJCHCTBUS  HEU3BECTEH,
OJTHOBPEMEHHBI TPUEM C WHTHOMTOPOM MpPOTEa3bl MOXET NPUBOAUTH K 3HAYUTEIHHOMY
YBEJIMUYEHUIO SKCIIO3UIMH po3yBacTaThuHa (cM. Tabnuny 1). Hanpumep, B hapmakoknHeTHIECKOM
UCCIICIOBAaHUM OJIHOBpEMEHHOe TIpuMeHeHne 10 Mr posyBacTaThHa M KOMOMHMPOBAHHOTO
npemnapara, cojieprkalero sa HHruouropa nporeassl (300 mr arazanasupa/100 Mr puroHaBupa)
y 3I0pPOBBIX JOOpPOBOJBIEB TPUBOIWIO TPUMEPHO K TPEXKPATHOMY U CEMHKPATHOMY
yBenuueHuto AUC n makcuManbHON KOHIEHTpAUH (Cmax) pO3yBacTaTUHA, COOTBETCTBEHHO.
OnHoBpeMeHHOE puMeHeHue npenaparta Kaposa-Oiiu 1 HeKOTOpbIX KOMOMHAIMI MHTMOUTOPOB
IpoTea3bl BO3MOXHO IOCJE TIIATEIbHON OLIEHKH BO3MOXKHOCTH KOPPEKIMM J103bl Ipernapara
Kapo3a-Diiu Ha OCHOBaHUHU OKUIAEMOI0 YBEJIWYEHHUS YPOBHS 3KCIO3MIIMU PO3YyBAacTaTHHA (CM.
paznenst 4.2, 4.4 v Tabnuiy 1).

Temghubposun u Opyeue eunorunudemuveckue cpeocmed. COBMECTHOE TMPUMEHEHUE
po3yBacTatTuHa W remM¢puOpo3uia MPUBOAWIO K YBEIMYEHHIO B 2 pa3a MaKCUMaJbHOU

KOHIICHTpAIliu po3yBacTaTrHa B Tutazme kpoBu 1 AUC posyBactatuna (cM. pazzaen 4.4).
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OCHOBBIBasICh Ha JAHHBIX CHENU(PUISCKUX HC( J'ICI[OBa}{:II/;H:IEO-l ﬁ%}%@qﬂ@gﬁﬁi&&%ﬁcﬁ%' HE

OKU/IAeTCsl 3HAYUMOT0 (hapMaKOKMHETUYECKOTO B3aUMOACHCTBUS ¢ (peHopudpaTom, BO3MOKHO
dapmakonmHamuueckoe B3aumoeiicteue. ['empubposmi, ¢enopudbpar, apyrue ¢udparsl u
HUAIMH (HUKOTMHOBAS KUCJOTA) B JUMHACHUKAIOMIUX J03aX (= 1 r/cyTKH) yBenu4MBald PUCK
BO3HMKHOBEHHSI MHOIIATUHM TPU OJHOBPEMEHHOM IpUMEHEHHH ¢ uHruoOutopamu ['MI-KoA-
pENyKTa3bl, BEPOSITHO, B CBA3M C TEM, YTO OHU MOTYT BbI3bIBaTh MMONATHIO IPU NPUMEHEHUU B
MoHoTteparnuu. [Ipuem npenapara Kapoza-Oitu B 103e 40 Mr npOTHBOIIOKA3aH P COBMECTHOM
Ha3Ha4YeHHH ¢ pudparamu (cM. pasaensl 4.3 u 4.4). Takue ManyueHTh T0JDKHBI HAUUHATD TEPAITHIO
C ZIO3BI 5 MT.

D3emumud: OTHOBPEMEHHOE IPUMEHEHUE po3yBacTaTuHa B o3¢ 10 Mr u 33eTumuba B 1o3e 10 mr
conpoBoxaaiock yBenuuennem AUC posyBactatuHa B 1,2 pasa y MalMeHTOB ¢
runepxonecrepuHemueii  (cm. Tabmuryy 1). Henp3s wuckimrounts (apMakoguHAMUYECKOE
B3aMMOJIeiicTBrE Mexay mpenapatoM Kapo3a-Ditd u 33eTUMHUOOM B OTHOILIEHUU HEKeIaTeNbHBIX
peakiuit (cM. pasnen 4.4).

Anmayuodvl: OJHOBpEMEHHOE TMPHUMEHECHHWE PO3yBAaCTaTHMHA W aHTAamHIa B (GopMe CYCIEH3HH,
collepKalleil MarHus W aJIOMUHUS THUJIPOKCHUJ, TPUBOJWIO K CHHKCHHMIO IUIa3MEHHOMN
KOHIIEHTpalluu po3yBacTatuHa nmpuMmepHo Ha 50 %. Jlanusiii ekt Obl1 BeIpaxkeH ciabee, eciu
aHTallMJl IPUMEHSJICS uYepe3 2 4aca Mocjie Mpuema po3yBacTaThHa. KiMHHMUYecKkoe 3HaueHue
0J0OHOTO B3aUMOJICHCTBHUS HE N3Y4alIoCh.

Opumpomuyun. OJHOBpEMEHHOE MPUMEHEHHE pPO3yBacTaTHHA U IPUTPOMHUIIMHA MPUBOIHUIO K
ymenbiieHnto AUC posyBactatnHa Ha 20 % u Cmax po3yBactatuHa Ha 30 %. IlomoGHoe
B3aMMOJIEICTBHE MOXKET BO3HUKATh B PE3yJIbTAaTE YCUJIEHUS MOTOPUKH KUIIIEYHHKA, BBI3BIBAEMOTO
MPUEMOM 3PUTPOMHUIIMHA.

Hzoghepmenmor yumoxpoma P450: pe3ynbTaThl UCCIEAOBAHUM in vivo W in Vvitro oKa3aiy, 4To
PO3YyBacTaTUH HE ABJSIETCS HU HHTHOMTOPOM, HU HHAYKTOPOM M30(pepMeHTOB iuToxpoma P450.
Kpowme Toro, po3yBactaTuH siBisieTcs ciaObIM cyOcTpaToM Aiis 3TUX u3opepMeHToB. [loaTomy He
O’KHJAeTCs B3aMMOJEMCTBHSI pO3yBacTaTHHA C JPYTMMH JIEKApCTBEHHBIMH CPEJICTBAMH HA YPOBHE
MeTaboau3Ma C ywacTueM u3zodpepMeHToB 1utoxpoma P450. He oTMeueHO KIMHHUYECKH
3HaYMMOT'0 B3aMMOJAEHUCTBH pO3yBacTaTUHa C (DIyKOHA30JI0M (MHIMOUTOPOM H30(EpPMEHTOB
CYP2C9 u CYP3A4) u xerokoHazonoM (uHruouropom uzopepmentoB CYP2A6 u CYP3A4).

B3aI/IMOJIeI\/’ICTBI/Ie C JICKApCTBECHHBIMH CPEACTBAMH, KOTOPOEC TD66V6T KOPPCKIHN  JT03bI

po3yBacraTuHa (cMm. Tadauny 1)

I[OSy Ipemnapara Kapo3a-3171q CJICAYCT KOPPCKTUPOBATL IPHU HCO6XO,Z[I/IMOCTI/I €ro COBMCCTHOTI'O

MMPUMCHCHUA C JICKAPCTBECHHBIMU CPCACTBAMH, YBCIINUUBAIOIIUMHU SKCITO3UIUIO PO3yBaCTaTHHA.

10



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.03.2026 N= 5417

Ecnu oxxupaercs yBennueHUe SKCIO3UMIHMH B 2 paza 1 605@'6‘,' :ﬁélfaﬂi; : i 'E@glﬁlﬂ&faga:'r'al :I:{'c'rrl).'ma-

OWu cocTaBisieT 5 MI' OJMH pa3 B CyTKH. Takke cliegyeT KOpPPEeKTHpPOBATh MaKCHUMAJIbHYIO
CYTOYHYIO 103y npenapara Kapoza-Oiiu Tak, 4ToObl 0u1aeMasi 3KCIO3ULMs pO3yBacTaTUHA HE
npeBbllajia TaKkoBYK Juig 103bl 40 Mr, mnpuHuMaeMoil 0e3 OJHOBPEMEHHOro IpueMa
JICKapCTBEHHBIX CPE/CTB, B3aUMOJICHCTBYIOIINX C po3yBacTaTMHOM. Hampumep, MakcumanbHas
cyTouHas n03a npenapara Kapoza-Jiiu npu 0JHOBpEMEHHOM NPUMEHEHUU C TeM(PUOPO3HIOM —
20 mr (yBenmuueHue SKcno3unuu B 1,9 pasza), ¢ puronaBupom/aTazanaBupoM — 10 mr (yBennueHue
skcno3uiuu B 3,1 pasa).

Koppeknus HaganbHOM 10361 TpenapaTa Kaposa-Ditd He TpedyeTcs, €CiIi 0’)KUIaeTCsl YBEIIMUEHNE
HKCIIO3ULIMU MEHEE YeM B 2 pasa, OJJHAKO, IIpU yBEIMUEHUU 1036l Npenapata Kapoza-Oiiy Bblie

20 Mr cienyeT co0Jr01aTh OCTOPOKHOCTD.

Tabauna 1. BausHue COMyTCTBYIOLIEH Tepanuu Ha 3Kcnosuuuio posyBacratuHa (AUC,
JaHHbIe NPpPHBe/leHbl B TMOPs/AKe YObIBAHUSI BeJHMYMHbI JIKCIO3MLIMH) — PpPe3yJibTaThl

Ol'[yﬁ.]'[I/IKOBaHHbIX KJIHHHYECKUX UCCIeA0BAHMI

Yeeanuenue AUC pozyBacratuHa B 2 u 0oJiee pa3a

Pe:xxuMm Tepanum npenaparamm,
B3aUMO/eHCTBYIOLIIUMH C

po3yBaCcTaTUHOM

Pexxum npuema

po3yBacTaTHHa

N3menenne AUC

posyBacraTuHa'

CodocOyBup/BennaracBup/
Bokcunanpesup (400 mr — 100 mr —
100 mr) + Bokcunanpesup 100 mr 1 pa3 B

CyT., 15 nHelt

10 Mr ogHOKpATHO

VBenuuenue B 7,4

paza

[uknocnopun 75-200 mr 2 pasza B CyT.,

6 Mmec.

10 mr 1 pa3 B cyT.,

10 nuei

VBenuuenue B 7,1

paza

Haponyramua 600 mr 2 pasa B cyT., 5

THeH

5 Mr OJTHOKpPaTHO

VBennuenue B 5,2

pasza

Peropagenu6 160 mr 1 pa3 B cyt., 14

THen

5 Mr OJTHOKpPaTHO

VYBenuuenue B 3,8

paza

Artazanasup 300 mr/puronasup 100 mr

1 pa3 B cyT., 8 nHel

10 Mr ofTHOKpaTHO

VBemnuenue B 3,1

pasza

Pokcanycrat 200 mr 4 pa3a B CyT.

10 Mr oTHOKpaTHO

VYBenuuenue B 2,9

paza

11
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Benmnaracsup 100 mr 1 pa3s B cyT. 10 mr oxtoRpatHo - = ] S henenne B 2.7

paza

OmOuTacBup 25 Mr/mapuTanpeBup

5 MI' OTHOKpPATHO

VBenmuuenue B 2,6

150 mr/putronaBup 100 mr/macabysup pasa
400 mr 2 pa3a B CyT.
Tepudynomun Her nannbix YBenuuenue B 2,5

pasza

Onacunenun6 100 mr 1 pa3 B cyT., 28

THel

10 Mr oTHOKpaTHO

VBemnuenue B 2,4

paza

I'pazonpeBup 200 mr/anbacBup 50 mMr

1 pa3 B cyT., 11 nHeit

10 Mr oTHOKpaTHO

VBemuuenue B 2,3

pasza

I'nexanpesup 400 Mr/muOpenTacBup

120 mr 1 pa3 B cyT., 7 nHel

5 MI OTHOKpPaTHO

VBennuenue B 2,2

paza

Jlomuaasup 400 mr/putonasup 100 mr

2 pa3a B cyT., 17 nHeit

20 mr 1 pa3 B cyT.,

7 nuen

VBenuuenue B 2,1

pasza

Kanmatunu6 400 mr 2 pasa B CyT.

10 Mr oTHOKpaTHO

VBennuenue B 2,1

pasza

Knonunorpen 300 mr (Harpy3o4Has
7103a),

3areM 75 mr yepes 24 4y

20 Mr OJTHOKPATHO

YBenuuenue B 2 paza

®ocramatiauO 100 Mr 2 pasa B CyT.

20 Mr OIHOKpaTHO

VYBenuuenue B 2 paza

Tadpamunauc 61 mr 2 paza B cyT. B
TE€YeHHE MEPBBIX JIBYX JIHEH, 3aTeM 1 pa3

B CYT. C TPETHETO MO AECBITHIN THU

10 Mr oTHOKpaTHO

VBenuuenue B 1,97

paza

®ebykcoctar 120 mr 1 pa3 B cyT.

10 Mr 0JTHOKpaTHO

VBenuuenue B 1,9

paza

I'em@uopo3un 600 mr 2 pasa B cyT.,

80 Mr oJTHOKpaTHO

VBennuenue B 1,9

7 nHeu pasa
Yeeanuenne AUC pozyBacTaTHHa MeHee 4eM B 2 pasa

Pexxum Tepanuu npenaparamu, Pexum npuema HN3menenne AUC
B3aUMO/JCHCTBYIOLMMH C po3yBacTaTHHAa po3yBaCTaTnHa]

PO3yBacTaTHHOM

Ontpombonar 75 mr 1 pa3 B cyT., 5 qHei

10 Mr oTHOKpaTHO

VYBenuuenue B 1,6

paza

12
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Japyuasup 600 mr/puronasup 100 mr 10 mr 1 1)'21'3I B CVJI;"J' B TR b Y '5"
2 pa3a B CyT., 7 AHEH 7 nHeu pasa
Tunpanasup 500 mr/putonasup 200 mMr 10 Mr oTHOKpaTHO VYBenuuenue B 1,4
2 pa3a B cyT., 11 nHeit pasa
Hpouenapon 400 mr 2 paza B CyT. Her nannbix VBenuuenue B 1,4
pasza
Urpakonazon 200 mr 1 pa3 B cyT., 5 nueit | 10 Mr oqHOKpaTHO VYBenuuenue B 1,4
paza’
33erumud 10 mr 1 pas B cyT., 14 nueit 10 mr 1 pa3 B cyTKH, VYBenuuenue B 1,2
14 nuent pa3a2

Camxenne AUC po3yBacTaTuHa

Pexxum Tepanuu npenaparamu, Pexxum npuema N3menenne AUC
B3aUMO/eHCTBYIOLIMMH € po3yBacTaTHHAa p03yBaCTaTI/IHal
PO3yBacCTaTHHOM

Oputpomuni 500 mr 4 pasza B cyT., 80 Mr oTHOKpaTHO Cuunxenue Ha 20 %
7 nHEn

baiikanun 50 mr 3 pasza B cyT., 14 nHei 20 Mr OIHOKpPaTHO Cumxenue Ha 47 %

! Jlannble, mpesncTapieHHble B BHje KpaTHoro usmeHeus AUC, SIBISIOTCS OTHOLICHHEM
3HAYEeHHs ITOTO MMOKa3aTels Ha (JOHE COMYTCTBYIOMICH TEpAaNuy K 3HAYCHHUIO MTOKA3aTels MpH
MOHOTEpAINHU pPO3yBaCTATHHOM. JlaHHBIE, TIpeACTaBICHHBIC B BUAE %o, SBISIOTCS Pa3HUIICH B
% mexy nokaszareneM AUC Ha ¢poHe comyTCTBYIOIIEH Tepalluy U 3HaYeHUEM [ToKa3aTes pH
MOHOTEpAINUU PO3yBACTATUHOM.
2 BBUIO TIPOBENEHO HECKOIBKO HCCIEIOBAHUN JIEKAPCTBEHHOTO B3aHMOJIEHCTBUA  C
PO3YyBacTaTHHOM B Pa3HBIX JI03aX, a B TAOJHIIEC MTOKa3aHbl HAN0O0JIee 3HAYNMbIE COOTHOIIICHHUS.
Crnenyromue JeKapcTBEHHbIE IMpenapaTbl M HMX KOMOMHALMM HE OKa3blBaIM KIMHUYECKU
3HaYMMOro 3(p@dexkra Ha HKCMO3ULHUIO0 PO3yBaCTaTMHA INPH HMX COBMECTHOM HPUMEHEHHHU:
anernutasap 0,3 mr, 7 gaeit; penodudpar 67 mr 3 pasza B cyT., 7 nHei; guykonazon 200 mr 1 pa3
B CyT., 11 aneii; pocammnpenasup 700 mr/putonasup 100 mr 2 pa3a B CyT., 8 1HEH; KETOKOHA30JI
200 mr 2 pa3a B cyT., 7 aHeit; pudamnuiud 450 mr 1 pa3 B cyT., 7 qHeit; cumumapus 140 mr 3 paza
B CYT., 5 THEMN.

Bimsgune OPHUMCHCHUS PO3YBACTATHHA HA OAHOBPEMECHHO IMPUMCHACMBIC ITpETIapaThl

Anmaeonucmor sumamuna K
Kak u B ciyuae apyrux unrubutropoB 'MI'-KoA-peaykrassl, Hauano Je4eHUs WIA YBEITUUYCHUE
no3bl mpernapata Kapo3a-Dilu y NanMeHTOB, OAHOBPEMEHHO MOJYYarOUUX AaHTArOHUCTHI

ButamuHa K (Hampumep, BapdapuH WM Jpyrue MPOTHBOCBEPTHIBAIOIINE CPEJCTBA
13
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KyMapHHOBOTO psAJia), MOXKET MPHUBECTH K YBE qnquHﬁ%iﬂgﬁg&ﬁEE@ Ewﬁﬁbgé%oro

otHouenus (MHO).

OtmeHa win cHUXKeHUe 10361 npenapata Kaposa-Oitu MoxxeT npuBoauTh K ymeHnbieHnto MHO.
B Takux cinyvasx pekomenayercs koutpoiar MHO.

IlepopanvHuvle Konmpayenmuegbl/20pMOHO3aMECMUMENbHASL MEPANisL

OnHOBpeMEHHOE IIPUMEHEHHUE PO3YBACTaTUHA U MEPOPAIBHBIX KOHTPALENITUBOB YBEJINYMBAIIO
AUC »stunmmacrpaguona u AUC wHoprectpena Ha 26 % u 34 %, coorBercTBeHHO. Takoe
yBEJIMYEHHUE MIa3MEHHONM KOHIIEHTPALMH JOJKHO YUYUTHIBATHCA MPU MOA00PE 10361 EPOPATBLHBIX
KOHTpauenTtuBoB. {MapMakOKMHETHYECKHE JAaHHbIE [0 OJHOBPEMEHHOMY MPUMEHEHHIO
po3yBacTaTUHA U TOPMOHO3AaMECTUTEIBHOW Tepaluu OTCYTCTBYIOT, CII€JJOBATEIbHO, HENb3s
UCKJTIOUUTh aHAIOTUYHBIA 3PQEKT Mpu NPUMEHEHWU JaHHBIX mpenapatoB. OnHako momoOHas
KOMOHMHAIMS IIMPOKO MPHUMEHSUIaCh JKEHIIMHAMHM BO BpeMs MPOBEACHUS KIMHHYECKHX
MCCJIE0BAHUI U XOPOLIO NEPEHOCUIIACH MMAlIUEHTaMHU.

IIpouue nexapcmeennvle npenapamol

Jucoxcun: Ha OCHOBAaHWUU PE3YJIBTATOB CIEHU(PHUECKUX HCCIEAOBAHUHN JIEKapCTBEHHOTO
B3aUMOJICHCTBUSL HE OXKMJIAETCA KIMHUYECKU 3HAYMMOI'O B3aUMOJEHCTBUS PO3yBacTaTHHA C
JUTOKCUHOM.

Dy3udoeas Kucroma: WCCIECNOBAHUS JIEKAPCTBEHHOI'O B3aMMOJEHCTBHS pO3yBacTaTWHA C
(Gy3110BOI KHCIIOTOW HE MPOBOAUIUCH. [Ipy OJHOBPEMEHHOM IIPOBEICHUH CUCTEMHOMN Tepanuu
Gby3u0BOI KUCIOTOW M CTaTUHAMHU MOXET IMOBBIIIATHCS PUCK PA3BUTHUS MHOIATUU, BKIIOYAS
pabaomuoan3. MexaHu3M JaHHOTO B3aUMOACHUCTBUS (SIBJIETCS I OHO (papMaKoJMHAMUYECKUM
Wi (papMaKOKMHETHYECKUM, WIK U TeM, U IpyrMM) Moka He u3ydeH. Cool1anock o pa3BUTUU
pabromuonu3a (B TOM 4HCIE, C JETAIbHBIM MCXOJIOM) Yy HAI[MEHTOB, MPUMEHSBIINX AAHHYIO
KOMOHMHAIIHIO.

Ecnu cuctemuas tepanus ¢y3u10Boi KHCIOTOM sABIsIETCS HEOOXOIMMOMH, JIeUeHne npenapaTtom

Kapo3za-Ditu cnegyer mpekpaTuTh Ha IEPHOJ TTpreMa (Py3uI0BOM KUCIOTHI.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALHA

bepeMeHHOCTD

[Tpenapat Kapo3za-Diiu npoTrBoNnoKka3aH npu 0epeMeHHOCTH.

KeHmuHBl ~ penpoAyKTUBHOTO  BO3pacTa  JOJDKHBI  HPUMEHSTh  aJeKBAaTHbIE  METObI
KOHTpALEIILUH.

[TockonbKy XOJIECTEpHH U JAPYTHe MPOAYKThl OMOCHHTE3a XOJIECTEPHHA BAXKHBI Ui Pa3BUTHUSA

io0ja, MOTeHUUadbHbIH puck uHruOupoBanus ['MI'-KoA-peaykras3sl HpeBbIIIa€T MOJIb3Y OT
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MPUMEHEHHUs Tpernapata y OepeMeHHbIX. B cnez[oségh'ﬁk-lgd]"x:( iﬁo%kl_%ﬁﬁ;:r%ﬁ%bHH

OTpaHUYEHHBIC JI0KA3aTEIHCTBA PEMPOAYKTUBHON TOKCUYHOCTH (CM. pazzein 5.3).

B ciyuae Bo3HMKHOBEHHUs1 OEPEMEHHOCTH B MPOLIECCE Tepaliy IpUeM Ipernaparta JOKeH ObITh
MPeKpalieH HEMEJICHHO.

Jlakranus

ITpenapat Kapo3za-Diiu npoTHBONOKa3aH B IEPUOJ] IPYJHOTO BCKapMIIMBaHUS.

Po3yBactaTuH BBIIENSETCA C MOJIOKOM KpbIC. JJaHHBIE B OTHOIIEHUH BBIACICHHS pO3yBacTaTHHA
C TPYJIHBIM MOJIOKOM OTCYTCTBYIOT (cM. pa3zzen 4.3).

DepTUILHOCTE

JlaHHbBIC O BIUSHUU PO3yBaCTaTHHA HA PENPOAYKTHBHYIO (PYHKIIMIO OTCYTCTBYIOT.

4.7. Bunsinue Ha CNOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHU3MaMH

He npoBoaunock uccnenoBanuii no u3yueHuro BiIMsiHU npenapaTta Kaposa-Oiiu Ha criocoOHOCTh
YHOpaBJIATh TPAHCIIOPTHBIM CPCACTBOM U HUCIOJIb30BATH MCXAHU3MBI. OI[HaKO, OCHOBBIBAsChb Ha
dapmakoIuHAMUYECKHX CBOWCTBax, mnpemnapar Kaposza-Oiu He OOMKEH OKa3bIBaTh TaKOTO
Bo3aeiicTBus. CremyeT coOoaTh OCTOPOXKHOCTh MPU YIPABICHUHU aBTOTPAHCIIOPTOM HITU
pabote, TpeOyromiell MOBBINIEHHOW KOHIICHTPALMM BHUMAHUS M OBICTPOTHI MCHUXOMOTOPHBIX

peakuuii (Bo BpeMs TEpariuy MOKET BO3HUKATh T'OJIOBOKPYKEHHUE).

4.8. He:xesnaTesibHbIEC peaKIUU

Pesrome nnpoduias 0e30macHOCTH

HexenatenbHble peakiiuu, O KOTOPHIX COOOIIAIOCh, OOBIYHO BBIPAKEHBI HE3HAYUTEIBHO U
MPOXOAAT CaMOCTOSITEIbHO. B KOHTpOIMpPYEMBIX KIMHUYECKUX HCcleqoBaHuAX MeHee 4 %
MalKEHTOB, NOJYYaBIINX PO3YBACTaTHH, JOCPOYHO 3aBEPILINIIN YUACTUE B UCCIEIOBAHUHU B CBSI3U
C HEXKEJIATeTbHBIMU PEAKIIUSIMHU.

TabnmuHoe PE3I0OME HEXKENATCILHBIX PEaKIINH

B tabnuiie 2 mpencraBieH nepeueHb HEKeNaTeNbHBIX PeakIfil Mpu MprueMe po3yBacTaTHHA IO
JaHHBIM KIMHUYECKUX HCCIEIOBAaHUN U UIMPOKOTO MOCTPETUCTPALMOHHOTO TMPUMEHEHUS;
HEe)KeJlaTeJIbHBIC PEAKIMK CTPYITITAPOBAHBI IO KATETOPHUSIM YaCTOTHI M KJIacCaM CHCTEM OPTaHOB.
YacroTa BOZHUKHOBEHHUS HEXKEIATESIBHBIX PEaKIMi MPECTABICHA CICAYIOINUM 00pa3oM: 9acTo
(> 1/100, 1O < 1/10); Hewacto (> 1/1000, Ho < 1/100); penxo (> 1/10000, Ho < 1/1000); oueHb
penko (< 1/10000), wacTtora Heus3BecTHa (Ha OCHOBAaHMHM HMEIOIIMUXCS JaHHBIX OIICHUTH

HEBO3MOKHO).
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MOCTPEruCTPpAlMOHHOI0 IIPUMEHCHUA
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L
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nanmui Kottt nEEie okt “h

Kuaacc cucremsbl Yacto Heuacro Peakxo Ouenb penko |Yacrora
OpPraHoB HEeM3BeCTHA
Hapymenus co Tpombouuto-
CTOPOHBI KPOBU U MIEHUS
nuMdaTuaecKou
CHUCTEMBI
Hapymenus co Peakuuu
CTOPOHBI TUTIEPUYBCT-
MMMYHHOUI BUTEJIBHOCTH,
CHUCTEMBI BKJIFOYAst
AQHTMOHEBPO-
THYECKUI
OTEK
OHJIOKpUHHbIE CaxapHblit
HapyIICHHS nuaber!
[Icuxuueckue Jenpeccus
HapyILICHUS
Hapymenus co I'onmoBHas [Tonmuuetipo- | Ilepudepu-
CTOPOHBI HEPBHOW | 00JIB, naTtus, MoTeps | ueckas
CUCTEMBI TOJIOBOKPY- naMATH Helponarus,
KEHUE HapylLIeHHe

CHa (BKJItOUas
OECCOHHUIY U
HOYHbIE
KOIIMaphl),
MHUACTEHUS

rpaBuUC

Hapymenus co
CTOPOHBI OPTAHOB

3pEHHS

I'na3uag

MHaCTCHUA
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Kaacc cucremsl  |YHacto Heuacto Pezucdl MOCAE "_él):i":éﬁl %j;i T I;'IEELI%;%: :'
OpPraHoB HEeM3BEeCTHA
Hapymenus co Kamens,
CTOPOHBI OJIbIIIIKA
IBIXaTeIbHOU
CHUCTEMBbI, OPTaHOB
TPYAHOU KIIETKU U
CPeOCTEeHUS
Kenynouno- 3anop, [Tankpeatut Hunapest
KHIIIEYHbIE TOIIHOTA,
HapyIIeHUs 60116 B

KUBOTE
Hapymenus co IloBeiienne | Kenryxa,
CTOpPOHBI IIEUCHU U AKTUBHOCTH  |T€IMaTUT
JKEITYEBBIBOSIINX «TIeYeHOoY-
nyTei HBIX»

TpaHCaMUHa3

Hapyuenus co KoxHb1ii 3y, Cunapom
CTOPOHBI KOXKHU U KOXKHast CruBeHca-
IOJIKO>KHBIX CBITIb, JI>KOHCOHa,
TKaHEeH KpalnuBHUIIA JIEKapCTBEH-

Hasl peaxius ¢
503MHO(PHIIHU-
en u
CHCTEMHBIMHU
CHMITTOMaMH
(DRESS-
CHUHJIPOM),
JMXEHOUTHAS
JIEKapCTBEH-

Has CBIIIb
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Kaace cucrembr  |Yacto Heuacrto Pez[K(').i_i OCTiE %ﬁl %j;i e "IEE'T"(')T'ﬁ" :'

OpraHos HEeH3BeCTHA

Hapymenus co Muanrus Muonarus Aprtpanrus Tennunona-

CTOPOHBI (BKITIOYAS THU, HHOT/Ia

MBILLIEYHOH, MHO3HUT), OCJIO’)KHEHHBIE

CKEJIETHOU U pabaomMuomnus, pa3pbIBOM

COETMHUTEIBHON BOJIYAHOYHO- CYXOXKHUJIHS,

TKaHU 10100HBII MMMYHOOTOC-
CUH/IPOM, penoBaHHas
pa3pbiB HEKpPOTU3H-
MBILIIBI pyrolas

MUOMATHUS

Hapymenus co I'ematypus

CTOPOHBI IIOYEK U

MOUYEBBIBOIAIINX

nyTei

Hapymenus co I'mnexomac-

CTOPOHBI TUS

pPEeNpOAYKTUBHON

CUCTEMBI U

MOJIOYHBIX XKeJle3

OO0ume HapyeHus | ACTEHUS Otex

Y PEaKIIMH B MECTE

BBEJICHUS

" Yacrora OymeT 3aBHCeTh OT HAlIMYMs MM OTCYTCTBHS (paKTOPOB pHCKa (KOHLEHTpAIUs

IJIIOKO3Bl B KPOBH HATOMAK > 5,6 MMONb/N, uHAekc Macchl Tena (MMT) > 30 kr/m?,

MOBBIIICHHAA KOHICHTPpAUA TPUTTIMOCPUIAOB, apTCpUajibHaA THUIICPTCH3USA B aHaMHe3e).

Kak um B cnyuae apyrux wunruoutopoB I'MI-KoA-penykraspl, dacToTa HEXeIaTeIbHBIX

JICKApPCTBCHHBIX peaKHHﬁ, Kak IMpaBujio, 3aBUCUT OT JO35I.

Onucanye OTACIbHEIX HeKENIaTSAbHBIX PeaKIIUM

HapyweHuﬂ CO CNOPOHbL NOYEK

vy ManueHTOB, IMOJy4YaBIIHUX PO3YyBACTATHH, aHAJIW3 MOYHU C IMOMOIIBIO TECT-IIOJIOCKH BBIABJIAII

HaJIMYue MPOTEUHYPUH TPEUMYIIECTBEHHO KaHANIbIIEBOTO THMAa. VI3MeHeHus KonnuecTBa Oeka B

MOYC (OT OTCYTCTBUS WA CJIICAOBBIX KOJUYCCTB 10 ++ unn 60.]'[66) Ha6J'IIOI[aJ'II/ICL KOFI[a-JlI/I6O BO

Bpems JeueHuss MeHee 4eM Yy 1 % mnanumenTtoB, mnonywyaBmmx 10-20 Mr mpemnapara, u
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npuOIM3uTENbHO Y 3 % ManueHToB, noxyvaBmux 40 Mp IHﬁeE&;zg'ﬁﬁ%ghﬂgdeTﬁelnﬁ%Hne

Y4aCcTOThl M3MEHEHUS KOJIMYecTBa Oeslka B MOYe (OT OTCYTCTBUS WIIM CJIEIOBBIX KOJUYECTB 10 +)

0TMEYaJoch Npu npueme 10361 20 Mr. B 6osbIIMHCTBE CllyyaeB MPOTEUHYPHS YMEHbBIIACTCS HITN

UCue3aeT CIOHTAaHHO Ha (oHe mpopospkaromeicss tepanuu. O630p pe3ynbTaTOB KIMHUYECKHX

UCCIIEIOBaHUN U TOCTPETUCTPALIMOHHOT'O OIIbITA IPUMEHEHHS K HACTOSILIEMY MOMEHTY He BbISIBUII

IPUYMHHO-CJIEICTBEHHON CBSI3U MEX]y INPOTEUHYPHUEH M OCTPBIM WM IPOrPECCUPYIOLIUM

3a00JIEBAaHUEM TTOYEK.

VY  nmauueHToB, MOJy4YaBUIMX pPO3yBacTaTHH, HAOIOAanach TreMarypusi, M pe3yJbTaThl

KJIMHUYECKHX MCCIIeI0OBaHUN MOKA3bIBAIOT, YTO IaHHOE SIBJIEHUE BO3HUKAET PENIKO.

Hapywenus co cmoponul ckenemuou MycKyiamypbi

[Tpu mpuMeHeHUH po3yBacTaTHHA BO BCEX JI03aX M, B OCOOCHHOCTH, IIPU IIpUEMe J103 Ipernapara,

npesbimatomux 20 Mr, coobmanocs o ciaenyromux 3¢@exkrax B OTHOLUIEHHH CKEJIETHOM

MYCKYJIaTypbl: MUAITHs, MUONATHs (BKIOYas MHO3MT), B PEIKUX ClIydasx — paOJOMHOIMU3 C

OCTpPOH MMOYEYHOH HEJJOCTATOYHOCTHIO WK O€3 Hee.

Jlo3o3aBucumoe mnoBeiieHue akTuBHocTH K@K Habmonanoch y ManueHTOB, NMPUHUMABIIMX

po3yBacTaTuH. B OOJBIIMHCTBE CilydaeB OHO OBUIO HE3HAYUTENIbHBIM, OECCUMIITOMHBIM U

BpeMeHHbIM. B cinyuae nossienus aktuBHocTH KK (6onee uem B 5 pa3 mo cpaBHEHHIO €

BEpXHEHN I'paHULEl HOPMBI) Tepanusl 10JKHA ObITh MpekpalieHa (cM. paszaen 4.4).

Hapywenus co cmoponbl nevenu

Kak u B cyuae apyrux uaruoutopos I'MI'-KoA penykrasbl, y HEOOJIBIIOTO YKciaa NAlMEHTOB,

OPUMEHSBIINX pPO3YBAaCTaTHH, HAOIIOAA’IOCh J0303aBUCHMMOE TIOBBIIICHHE AaKTUBHOCTH

TpaHCaMHHAa3, MPH 3TOM OOJIBIIMHCTBO CIy4yaeB ObUIM HE3HAYUTENIbHBIMH, O€CCUMIITOMHBIMU U

KpaTKOBPEMEHHBIMH.

[Tpu nprMeHeHnN HEKOTOPBIX CTATMHOB COOOINANIOCH O CIASAYIOIINX HeXelaTeIbHbIX SBJICHUAX:

e CekcyaspHas TUCHYHKIHUS.

e  VCKiIOUNTEeNBbHO peAKHE CIy4ad HHTePCTHLIMANbHON OO0JIE3HH JIeTKUX, OCOOEHHO IpH
JUTUTEILHOM MTPUMEHEHUH Tipenapara (cM. pazaen 4.4).

YacTtoTa cooOuieHnii 0 ciaydasx pabJOMHOIN3a, CEPhe3HBIX HApYyIIEHUI CO CTOPOHBI MOYEK U

Cepbe3HBIX HAapYyLIEHUH CO CTOPOHBI MEYEHH (MPEHMYILIECTBEHHO CBSI3aHHBIX C MOBBIIICHHEM

AKTHBHOCTH «II€YEHOYHBIX» TpaHCaMHHa3) Oblia Bhille Ha GoHe mpueMa 10361 40 M.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo coo0mIaTh 0 Mo103peBacMbIX HEXKENATETHHBIX PEAKIUAX MTOCIIe PErUCTPaIy Mpernapara ¢
[ENbI0  O0ECIeUeHUs HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOI'0 Mpenapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIF0OBIX

MMOoA03pE€BACMBIX HECXKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IpPEriapara 4€pe3 HAIlMOHAJIbHBIC
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CHUCTEMBI COOOIICHUS O HEXENATeIbHBIX PEAKIIHIX 'FBEK;}AE&Q EE'T%QEbkE:: %Eﬁ'dgi;iggﬁoro

HKOHOMUYECKOTO COI03a.

Poccuiickaa ®eoepayus

®denepanbHas ciyx0a 1mo Haa30py B chepe 3npaBooxpanenus Poccuiickoit deneparun

Anpec: 109012, r. MockBa, CnaBsiHcKast 1iomiaib, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekrpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MIHTepHeT»:
https://www.roszdravnadzor.gov.ru/

Pecnybnuxa Benapyco

VII «leHTp 5KCHepTH3 W UCHBITAHUNA B 3paBOOXpaHEHHM», PecrnyOnukaHCKas KIMHUKO-
dapmakonorudeckas 1adopaTopus

Anpec: 220045, r. Munck, nip-T [3epxkunckoro, 83, kopmyc 15, 8 stax

Tenedon: +375-17-242-00-29

DnekTpoHHas mouta: repl@rceth.by

Caiit B uHbOpMaIMOHHO-TEIEKOMMYHHKAIIMOHHOM ceTu «HTepHeT»: https://www.rceth.by/
Pecnybnuxa Kazaxcman

«HanuoHaNbHBI TEHTP SKCIEPTU3BI JICKAPCTBCHHBIX CPEJACTB W MEAMIIMHCKUX W3S
Komurera MeaumuHCKOTO W (apMarieBTUYECKOro KOHTPOIsT MUHHCTEpCTBA 3ApaBOOXPAHECHUS
Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. Imanosa, 13

Tenedon: +7 (7172) 78-98-28

OnexrpoHHas nouta: pdlc@dari.kz

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTn «MHTepHeT»: https://www.ndda.kz/
Keipevizckasn Pecnybnuka

JenapTamMeHT JE€KapCTBEHHBIX CPEACTB M MEAUIMHCKUX U3JeNuil 1pu  MUHHCTEpCTBE
3npaBooxpaHenust Keipreizckoii PecriyOmmku

Anpec: 720044, r. buukexk, yiu. 3-g Jlunus, 25

Tenedon: 0800-800-26-26, + 996-312-21-92-86

OnektponHas nouta: dlomt@pharm.kg

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT™: https://www.pharm.kg/

4.9. Ilepeno3npoBka
Cneuuduueckoro JsedeHus MNpU MEpeAO3UPOBKE po3yBacTaThHa He cyulectByer. [lpu

MePEe03UPOBKE PEKOMEHIYETCS] TPOBOJIUTH CHMIITOMATHYECKOE JICUCHHE W MEPOIPHUSATHSA,
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COOTEBETC T Eu'i-'

} P 0o
HalpaBlIeHHbIE Ha MoJAepkKaHue (PyHKUUN KUZHESHHO BQKHBI’Q 'U'B’I‘aHOB n cIﬁCTeM Heoﬁlx‘oimM

KOHTpoJb (yHKIMH mnedyeHn U aktuBHOcTH K®OK. ManoBepostHO, uTO Temoauanus Oyaer

3 PEeKTUBEH.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOICTBA

®dapmakoTepaneBTUUYeCKas IpyIa: TUINOIUINAEMUYEecKre cpeactBa; uHruouropsl ['MI'-KoA-
peayKTa3bl.

Kox ATX: C10AA07

Mexanusm neiicTBus

PozyBactaTuH sBiS€TCS CEIEKTHBHBIM, KOHKYpeHTHbIM uHruoutopom I'MI'-KoA-penyxrassbl,
depMeHTa, NpEeBpalAlOIIero 3-rMIPOKCU-3-METWIIyTapuil KO3H3MM A B MEBAJIOHAT,
IIPEIUIECTBEHHUK XosecTepuHa. OCHOBHOM MMILEHBIO JIEHCTBUS PO3yBAacTaTHUHA SIBISAETCS
Ie4eHb, r1e ocymectsisercs cunre3 XC u karadonusm JIITHIL.

Po3yBacTaTuH yBenM4MBaeT YHUCIIO «I1e4eHOYHBIX» penentopos JIIIHIT Ha moBepXHOCTH KIIETOK,
nosbInas 3axBar U karabonausm JIIIHII, uto B cBOlO odepenp MPUBOAUT K MHTMOMPOBAHUIO
CHHTE3a JIMIONPOTEeHHOB oueHb HU3KoH IuioTHocTH (JIIIOHII), ymeHnpiias teM cambiM oO1ee
xonuuectso JITTHIT u JITTOHIT.

q)aDMaKO[[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

PosyBacTtatun cHumkaet nosbiieHHbie KoHIeHTparu X C-JIITHII, obmero XC, Tpurnuiepuaos
(TT"), noBbimaet kouneHTpanuto XC-JIIIBII, a Takke cHUkKAET KOHIIEHTPAIMK allOJIUIONPOTENHA
B (AmoB), XC-ueJIIIBII, XC-JIIOHII, TI-JHIOHII wu yBenuuumBaeT KOHIIEHTPAIIUIO
anosunonpoterHa A-I (AmoA-I) (cm. Tabmunet 3 u 4), camxkaer cootHomenue XC-JITTHIT/XC-
JITIBII, o6t XC/XC-JITIBIT n XC-ueJIIIBIT/XC-JITIBII u cootHomenne AnoB/AmoA-I.

TepaneBtudeckuii 3pQexT pazBuBaeTcsi B TEUCHHE OJHOM HEJENW TOCjie Hadala Tepanmuu
po3yBacTaTUHOM, 4epe3 2 Heaenu JiedeHus nocturaer 90 % oT MakCUMaibHO BO3MOXHOTO
spdekra. MakcumanbHbIil TepaneBTHUECKUH 3¢ (eKT OObIYHO aocTUraercsi K 4-oil Hezelne

TEepaliiu U MNOAACPIKUBACTCS IIPU PETYIIAPHOM IIPpHUEME IIpCIiapara.

Tadimua 3. /{o303aBucumbiii 3¢ ¢eKT y NaUMEeHTOB ¢ NePBUYHON I'MIepxoJiecTepuHeMuet
(tun I1a u IIb mo ®peapukcony) (cpeaHee CKOPPEKTHPOBAHHOE MPOLIEHTHOE U3MEHEHHUE 110
CPABHEHMIO C HCXOAHBIM 3HAYCHHEM)

Jo3a Koa-Bo XC- | O6muii | XC- T XC- AnoB | AnoA-I
nanuentos | JIITHII XC JINIBIT neJITIBII
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Thanceo | 13 5 5 s GCREROBATERPHOE TR 096
10 mr 17 -52 -36 14 -10 -48 -42 4
20 mr 17 -55 -40 8 -23 -51 -46 5
40 mr 18 -63 -46 10 -28 -60 -54 0

Taouauua 4. /lo3o3aBucumplii 3pPeKT y nanueHToB ¢ runeprpuriunuepuaemueii (tun IIb u

IV no ®penpukcony) (cpeaHee NpPOIEHTHOEe HM3MEHEHHE IO CPABHEHHIO C MCXOJAHBIM

3HAYEeHHEM)
Ho3a KoJa-Bo TI' | XC- | O6mmii | XC- XC- XC- TT -
NalMeHTOB JHI XC JIIB | uweJIIIB | JIIIOH | JIIIOHII
HII I I I
[Tnane6o 26 1 5 1 -3 2 2 6
10 mr 23 -37 | -45 -40 8 -49 -48 -39
20 mr 27 -37 | -31 -34 22 -43 -49 -40
40 mr 25 -43 | 43 -40 17 -51 -56 -48

Kinuanueckas 3¢ dheKTUBHOCTD

PosyBacratia 3¢(eKkTUBEH y B3POCIBIX MAMEHTOB C TUIEPXOJeCTepUHEMHEW ¢ wuiau 0e3
TUIEPTPUTINLIEPUIEMHUH, BHE 3aBUCUMOCTH OT PaCOBOW IIPUHAJIEKHOCTH, 110J1a WIIA BO3pacTa, B
TOM 4YHMcJIe, y NAllMeHTOB C CaXapHbIM AMa0eTOM U CeMEWHON TMIepXojecTepUHEMHUEH.

V¥ 80 % nauuenTos ¢ runepxonecrepuHemueii [1a u [Ib Tuna no ®peapukcony (cpenHss ucxoaHas
koHueHTpauuss XC-JIITHII okono 4,8 mmonw/i1) Ha QoHe mpuema mpemnapara B go3ze 10 mr
koHneHTpanus XC-JITTHIT nocturaet 3HaueHuit MeHee 3 MMOJIB/I.

VY ManueHTOoB ¢ reTepO3UrOTHOM CEMEMHOM MMIIEPX0IECTEPUHEMHEN, TIOTYUYaOIINX PO3yBaCTaTHH
B 03¢ 20-80 mMr, oTMedaeTcsi MOJOXKUTENIbHAs JAMHAMUKA MOKa3aTelel JIMMUIHOTO MpOoQuis
(uccnenoBanue ¢ ygactueM 435 nauuenrtoB). Ilocie TutpoBanus A0 cyrouHoi n03b1 40 mr (12
HeJeNb Tepanun) otMevaeTcs: cHmkeHue koHeHnTpaunu XC-JIITHIT va 53 %. ¥V 33 % nauuentos
nocturaetcs konnentpauus XC-JIITHIT menee 3 Mmmoinb/.

V nanueHToB ¢ TOMO3UTOTHON CEMEMHON THIIEPX0JIECTEPUHEMUEH, IPUHUMAIOIIMX PO3YBaCTaTUH
B 03¢ 20 mr u 40 mr, cpeanee cHmkeHune koHenTpanuu XC-JIITHIT coctasnsier 22 %.

VY nanueHToB ¢ TUIEePTPUTIIHIICPUAEMHCH ¢ HauanbHOU KoHIeHTpanwuei TT ot 273 mo 817 mr/m,
MIOJIy4aBIIUX PO3YBacTaTHH B 103€ OT 5 Mr 10 40 Mr ouH pa3 B CyTKU B T€UE€HUE O-TH HEIEIIb,

3HAUYUTENLHO CHIXaIach KoHIeHTpamws T1 B miazMe kpoBu (cM. Tabnuiry 4).
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TPUTIULEPUIOB U C HUKOTUHOBOW KHCJIOTOM B JIMIMJICHMKAIOIIMX J103aX B OTHOIICHUU
koHuentpanuu XC-JIIIBIT (cm. Taxoke pazaen 4.4).

B uccnenoannn METEOR c yuactuem 984 naruentoB B Bo3pacte 45-70 JieT ¢ HU3KUM PUCKOM
pazsutus MBC (10-netHuit puck no Opamunremckoit mkaine wmenee 10 %), cpenneit
kouneHTpanueir XC-JIITHIT 4,0 mmons/n (154,5 mr/nn) U CyOKIMHUYECKHM aTepPOCKIEPO30M
(KOTOpBIN OLEHUBAJICA IO TOJIIHMHE KOMIUIEKCA «MHTHUMa-Menua» COHHbIX aprepuil — TKMIM)
M3y4aJioch BIMSHUE PO3yBaCTaTHHA HA TONIIMHY KOMILJIEKCA «MHTUMA-MEINay.

[TanieHTHI MOTyYau po3yBacTaTuH B 03¢ 40 MI/CyTKH 100 11ae00 B TeueHue 2 net. Tepanus
pPO3yBaCTaTUHOM 3HAYUTEIBHO 3aMEUIsLIa CKOPOCTh IporpeccupoBanns MakcuMmanbHo TKHM
Ui 12 cCerMeHTOB COHHOM apTepuH IO CpaBHEHUIO ¢ mianedo ¢ panuuueM Ha —0,0145 mm/rox
[95 % noBeputenbHbiii uHTEpBan ot —0,0196 no —0,0093; p <0,0001]. Ilo cpaBHeHurO C
MCXOJHBIMU 3HAUEHUSIMU B TPYIINE pO3yBacTaTHHA ObLIIO OTMEYEHO YMEHBIICHHE MAKCUMAIIbLHOTO
3HaueHuss TKUM na 0,0014 mm/ron (0,12 %/ron (HemocToBepHOE pa3inyune)) M0 CPAaBHEHUIO C
yBenmueHueM 3toro nokaszareins Ha 0,0131 mm/rox (1,12 %/rox (p < 0,0001)) B rpymme ruiane6o.
Jlo HacTofIero BpeMeHH MPsIMOW 3aBHUCUMOCTH Mexay ymeHblieHueM TKMM u cHmkxenuem
pUCKa CEepJEYHO-COCYIUCTBIX COOBITUN MPOJEMOHCTpUpPOBaHO He Obuto. lccnenoBanue
METEOR npoBojuiock y naiueHToB ¢ HU3kuM puckoM MBC, 11g KoTopeIX 103a po3yBacTaTHHA
40 mr He sBisieTcs pexkomeHaoBaHHOW. [lo3a 40 Mr OJDKHA TPUMEHATHCS Yy TAIUEHTOB C
BBIPQXCHHOW THIIEPX0JIECTEPUHEMHEH U BEICOKHM PUCKOM CEPACYHO-COCYIMCTHIX 3a00IeBaHUI.
PesynbTarel nposenennoro uccinenosanust JUPITER (OGocHoBaHMEe MpUMEHEHHs] CTATUHOB ISt
NEPBUYHON NPOQUIAKTUKU: WHTEPBEHLIMOHHOE HCCIIEIOBAaHHE IO OIIEHKE pPO3yBacTaTHHA) Yy
17802 manueHToB MoKa3aJik, YTO PO3yBACTATHUH CYIIECTBEHHO CHIKAT PUCK PA3BUTHUSI CEPICUHO-
COCYJIUCTBIX OCJIOKHEHUH (252 B rpyniie mianedo 1o cpaBHeHUIo ¢ 142 B rpymnmne po3yBacTaTHHA)
(p <0,001) co cHukeHHEeM OTHOCUTENbHOro pHucka Ha 44 %. DPPeKTUBHOCTh Tepanuu Obuia
OTMEUeHa uepe3 6 TMepBbIX MeECsIeB NpUMeHeHus mpenapata. OTMEUYEHO CTaTHCTUYECKU
3HauYMMO€ CHMKeHue Ha 48 % KOMOMHUPOBAHHOTO KPUTEpHUs, BKIIOYABIIETO CMEPTH OT
CepAEYHO-COCYTUCTBIX MPUYUH, UHCYJIBT U MH(ApKT MHUOKapjaa (cooTHomeHue puckos: 0,52,
95 % nosepurenpHbd wHTEpBaN 0,40-0,68, p <0,001), ymensinenue Ha 54 % BO3HUKHOBEHUS
¢datanpHOro MM HedaranbHOro HH(papkTa MHOKapaa (cooTHomeHue puckos: 0,46, 95 %
noeputenbHbid nHTEpBai 0,30-0,70) u Ha 48 % — daTtanpHOrO MM HE()ATATLHOTO HUHCYJIBTA.
O6mast cmepTHOCTH cHU3MIack Ha 20 % B rpymmne posyBacTatuHa (cooTHomeHue puckos: 0,80,
95 % noseputenbubiii uaTepBan 0,67-0,97, p =0,02). [Ipoduns Ge30mMacHOCTH y MAIMEHTOB,
IMPUHUMABIIUX pO3yBacTaTuH B Ao03e 20 mr, ObUL, B LEJNOM, CXOXK ¢ IpoduieM 0e30nacHOCTH B

rpymnmne miamneoo.
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5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

MaxkcuManbHasi KOHIEHTpalUsl po3yBacTaThHA B IJIa3Me€ KPOBU JIOCTUTAeTCsl MPHUOIU3UTEIBHO
yepes 5 yacoB nocJe nprueMa BHyTpb. AOCOIIOTHAst OMOAOCTYITHOCTH cocTaBisieT mpumepHo 20 %.

Pacnopenenenne

PosyBactaTiH MeTa0OMM3MUpyeTCss MPEUMYIIECTBEHHO TEUEHBIO, KOTOpasi SBISICTCS OCHOBHBIM
MeCTOM cuHTe3a xonectepuHa wu Mertabomuzma XC-JIITHII. O6wveM pacnpeneneHus
po3yBactaTuHa coctaBiser mnpumepHo 134 1. Ilpubnusurensno 90 % posyBactaThHa
CBSI3BIBACTCS C OEIKaMU TUIa3Mbl KPOBH, B OCHOBHOM, C aIbOYMUHOM.

Buorpancdopmarus

[Tonsepraercss orpanuyeHHoMy MertabosnmsMmy (okono 10 %). PosyBactatuH — sBisercs
HenpopUIbHBIM CcyOcTpaToM it MeTabonu3ma (epMeHTaMHu cucTeMbl nuToxpoma P450.
OCHOBHBIM M30(EPMEHTOM, YYACTBYIOIIUM B META0OJIM3ME pO3yBAaCTaTHHA, SBISAETCS
uzopepmert CYP2C9. Uzopepmentst CYP2C19, CYP3A4 u CYP2D6 BoBicUEHBI B META00TH3M
B MEHBIIECH CTENEHH.

OCHOBHBIMU BBISIBJICHHBIMH METa0OJIUTAMHU PO3yBacTaTHHA ABISIIOTCA N-1€CMEeTUIPO3yBacTaTUH
U JJaKTOHOBbIE METa00IUThL. N-JeCMETUIIPO3yBacTaTUH NpuMepHO Ha 50 % MeHee aKTUBEH, YeM
pO3yBacTaTWH, JIAKTOHOBbIE MeTabOMUTHl (papmakojormueckn HeakTuBHBL. bonee 90 %
(bapMaKoJIOrH4ecKOil aKTUBHOCTU O MHruOMpoBaHuto 1upkyaupytomein I'MI'-KoA-penykTassl
o0ecreynBaeTcsi po3yBacTaTUHOM, OCTAIbHOE — €r0 METa0OIUTaMHU.

OIUMUHAINS

Oxko110 90 % 110361 po3yBacTaTHHA BBIBOAUTCS] B HEM3MEHEHHOM BH/JIE€ Yepe3 KUIIEUHUK (BKIIIOYast
abcopOupoBaHHBIi M HeaOcopOuMpoBaHHBIM po3yBacTaTuH). OcTaBIIascs YacTb BBIBOAMUTCS
noukamiu. [Inazmennslit nepuon nomyssieaenus (Ty) cocraBnser npumepHo 19 yacos. Ilepuon
TIOJTYBBIBE/ICHUS] HE M3MEHSETCS MPH YBEJIWYCHUH 036l npenapara. CpeqHuid reoMeTpruIecKuit
TJIa3MEHHBIN KIIMPEHC COCTaBIIAET NMpuomu3uTeabHo S0 /gac (korddurment Bapuaruu 21,7 %).
Kak u B cimyuae apyrux uaruouropos I'MI'-KoA-peaykra3sbl, B IpoLecc «1€UeHOYHOI0» 3axXBaTa
pO3yBacTaTHHa BOBJIEYUEH MEMOPaHHBIN MEPEHOCUMK XOJIECTEPHUHA, BBIMOIHAIOIINNA BaXKHYIO POJIb
B TICUCHOYHOH SJIMMHHAIH PO3YyBacTaTHHA.

JInHenHOCTh

CucremHass  SKCIO3UIMS ~ pO3yBacTaTMHA  YBEJIMYUBACTCS  MPONOPLUUOHATIBHO  J03€.
dapMaKOKHHETHYECKUE TapaMeTphl He U3MEHSIOTCS ITPH €XKEeTHEBHOM IpHEME.

IToyeyHast HETOCTATOYHOCTD
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VY nanmeHToB ¢ HapymeHneM (QyHKIMU MOYeK [JIETKOH iﬂé‘bez}ﬁe‘%%ﬁé“n@ﬁg BEOC T D002 o

IJIa3MEHHOW KOHILICHTPALMKU po3yBacTaTuHA MU N-IeCMETHUIpO3yBacTaTHHA CYIIECTBEHHO HE
MeHsieTcsl. Y TalMeHTOB ¢ HapylieHueMm ¢yHkuuu mnouek Tsbkenor crenenn (KK menee
30 M/MMH) KOHLIEHTpaLusl po3yBacTaTUHA B IUIa3Me KpPOBH B 3 pa3a Bblllle, a KOHIEHTparus N-
JIECMETWIIpO3yBacTaTuHa B 9 pa3 BbIlIE, YeM Yy 370pOBbIX J00poBosibleB. KoHueHTpanus
po3yBacTaTMHa B IUIa3ME KPOBH y MALMEHTOB Ha remojuanuse Opuia npumepHo Ha 50 % Bbiwie,
4eM Y 3J0POBBIX JOOPOBOJIBLIEB.

IleyeHOYHAS HEAOCTATOYHOCTD

B uccnenoBaHuu ¢ yyacTueM MAIMEHTOB ¢ HapylIeHHEM (QYHKIMH NIEUYECHH Pa3JInYHOMN CTEIeHU
TAKCCTU HC BBISIBJICHO YBCIMYCHUA MEpHUOAA IMOJYBBIBCACHUS PO3yBaCTaTUHA Y NAIMCHTOB C 7-10
Oammamu 1 MeHee mo mmkane Yainn-ITeto. ¥V 1ByX manueHToB ¢ 8-10 U 9-10 OayiaMu 1o IIKaie
Yaiinn-IIpr0 0oTMEYEHO yBEIMYCHHE MEPHOJIA MOJIYBBIBEACHUS, 10 KpaliHeH Mmepe, B 2 pasa 1o
CPaBHEHHMIO C MAI[IEHTAMHU C MEHBIITUM KOJIU4YeCTBOM 0asuioB. ONbIT IPUMEHEHHs pO3yBacTaTHHA
y MaIMEeHTOB ¢ OoJiee yeM 9-10 Oayutamu mo mkaine Yaina-I1er oTcyTcTBYyeT.

JIpyrue 0coObIe TPYIIIBI

Bospacm u non

[Ton u BO3pacT HE OKa3bIBAIOT KIMHMYECKM 3HAYMMOIO BIIMAHUS Ha (apMaKOKUHETHUKY
po3yBacTaTHHa.

Omuuueckue pynnovi

dapMaKOKMHETUYECKHUE MCCIIEOBAHUS IOKa3add HPUOJIM3UTENIBHO IBYKpPaTHOE YBEJIMYEHUE
menuanbl AUC U Cmax pO3yBacTaTHHA y MAIMEHTOB MOHTOJOUAHOM pachl (SMOHIEB, KUTAMIIEB,
(GUIMNNUHLEB, BbETHAMIIEB W KOPEHIIEB) MO CpPaBHEHHIO C €BPONEOMJAMH; Y HHIUNCKUX
nanueHToB noka3aHo ysenunueHue Meauanbl AUC u Cmax B 1,3 pa3a. @apMakoKMHETHUECKUN
aHaJIU3 He BBISBIII KJIMHUYECKU 3HAUUMBIX pa3anuuil B (papMakOKUHETHKE Cpeld €BpOIIEOH IOB U
IIPEICTaBUTENIEH HETPOUIHOM PacCHl.

T'enemuueckuti nonumopghusm

Wurubutoper I'MI'-KoA-penykra3pl, B TOM 4HCI€, pO3YBACTaTUH, CBSI3BIBAIOTCS C
tpancnopTHbiMH Oesikamu OATP1B1 u BCRP. ¥V nHocuteneit renorunos SLCO1B1 (OATP1B1)
c.521CC u ABCG2 (BCRP) c.421AA otmeuanock yBenuueHue oskcnosuiuu (AUC)
po3yBactatuHa B 1,6 u 2,4 pa3a, COOTBETCTBEHHO, 10 CPAaBHEHUIO C HOCHUTEIISIMU T'€HOTHUIIOB

SLCOI1BI1 ¢.521TT nu ABCG2 c.421CC.

5.3. lanHbIe TOKJIUHUYECKOH 0e30IacCHOCTH
B JOKIIMHUYECKUX JAaHHBIX, IIOJYUYCHHBIX II0 PpE3yjbTaTaM CTaHAAPTHBIX I/ICCJ'IGJIOBaHI/Iﬁ

bapmakosgoruyeckoi 6€30MacHOCTH, TEHOTOKCUYHOCTH U KaHLIEPOT€HHOI'O MOTEeHIINasa, 0COObIi
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S

hERG ne npoBoamuck. Habmonanuck crieayronme HeenaTelIbHbIC PEakilii, He OTMEUCHHBIC B

KIMHHUYCCKHUX HCCIICAOBAHHAX, HO Ha6JIIOI[aBLHI/ICCSI Y KMBOTHBIX IIPU YPOBHAX BO3ﬂ€ﬁCTBHﬂ,

AHAJIOTUYHBIX YPOBHAM BOSHCﬁCTBHH B KIIMHUYCCKUX YCIIOBHAX: B HCCICAOBAHUAX TOKCHUYHOCTHU

IIp1 MHOI'OKPAaTHOM BBCACHHH THUCTOIIATOJOIMYCCKHUE M3MCHCHHA B IICUCHU,

BEPOATHO,

00ycIoBIeHHbIE (apMaKOJIOTHIECKUM JEHCTBUEM PO3yBacTaTUHA, HAOIOJATUCH Y MBIIIEH, KPBIC

Y, B MEHBIIICH CTETICHH, C BIMSHUEM Ha KEITYHBINA My3bIph, y cO0ak, HO He y 00e3bsiH. Kpome Toro,

IIpu 0oJsiee BBICOKHX J03ax 'y 00e3bIH U co0aK Ha6J'II-OI[aJ'IaCB TCCTUKYJIAPHAA TOKCHUYHOCTD.

PerOI[YKTI/IBHaH TOKCHYHOCTL ObliIa O4YCBHIHA Yy KpPbIC. YMCHBIUICHUC pa3Me€pa IIOMETa, BECa

NoMETa U BBIDKMBACMOCTHU ,[[GTGHBIH_ICI\/'I Ha6JHOI[aJIOCB IIpu J03aX, TOKCHYHBIX IJId CaMOK, KOTAa

CUCTCMHAA 3KCIIO3MI M B HECKOJIBKO pa3 IPCBbIlIajia YPOBCHb TepaHCBTHHCCKOfI OKCIIO3HIIHH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB
JlakT0o3BI MOHOTHIpPAT

[emtrono3a mukpokpuctanyeckas (PH 102)
KpocnoBuon (Tum A)
I'MapoKCHITpONMIILIEIITIOI03a

Hatpus runpokapboHaT

Tanpk

Marnus creapar

Ilnenounas obonouxa.

['unpomennosa (15 mlla), nakTo3sl MoHOTHIpaT, TUTaHa quokcua (E171), Tpuanerun, kpacuTelns

«COJIHEYHBIN 3aKaT»

xenteii FCF  (amomunuessiii mak) (E110),

KpacuTeslb KpacHbIN

ouapoBarenbHbli AC (amomuaueBblit 1ak) (E129), kpacutens MHIUTOKApMUH (QTFOMHUHHEBBIN

nak) (E132).

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

ITpu Temneparype He Boime 25 °C.
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6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

IIpu mpousBoacTae, hacoBKe U viiakoBke HA Xerepo Jladc Jlumuren

ITo 90 tabnerok (mns mo3upoBok 10 mr u 20 Mr) wim no 30 Tabmerok (st 103upoBku 40 Mr) Bo
(GyIakoH W3 TOJMATHIICHA BBICOKOW IJIOTHOCTH, YKYIMOPEHHBIH IUIACTUKOBOW KPBIIIKOW C
INPOKJIAJAKOM M3 LEJUIIOJIO3bl M C 3alIUTOM OT CIIy4alHOro OTKpbIBaHMs neTbMu. [lpum
HEOO0XOIMMOCTH KaXKbIH (pJIAKOH MOXKET CO/IEPIKaTh KOHTEHHEP C CHIIMKArelIeM.

ITo 10 Ttabnerox B Omucrep u3 donbru xonomHoro (popmosanus (IIBX-Amomunuii-OITA) u
(boabTU ATFOMUHUEBOM.

ITo 1 ¢pnaxony umm o 3 GuucTepa BMECTE C IMCTKOM-BKIIAIBIIIEM B TTAYKY M3 KapTOHA.

IIpu npoussoacrtse, hacoske nw/unu yrnakoske Ha 000 «MAKIN3-ODAPMA»

[To 90 Ttabmetok B O0aHKy M3 HOJMITHIIEHA BBICOKOM IUIOTHOCTH (HU3KOIO JaBJICHUS),
YKYTIOPEHHYO KPBIILIKOH 13 NOIMATHIIEHA JIM IOJIUIIPOIIMIIEHA C MHOTOCIIONHOMN MPOKIa KON 1s
WHIYKIIMOHHON 3amaiiku. CBOOOJHOE MPOCTPAHCTBO B OaHKE MPHU HEOOXOIMMOCTH 3aMOJIHSIOT
BaTHBIM JKI'YTOM UMITOPTHBIM.

[To 10 TabneTok B KOHTYPHYIO STYEHKOBYIO yrakoBky (Onuctep) u3 miaeHku [IBX/TIB/IX u ponbru
QIIOMUHUEBON MEYaTHOM JIAKMPOBAHHOW MJIM B KOHTYPHYIO SYEHKOBYIO yHakoBKy (Onmcrep) u3
¢donbru xonogHoro ¢opmosanus ([1BX-Amomunnii-OITA) u ¢dosbru aarOMUHUEBON NIEYaTHOU
JTAKUPOBAHHOM.

[To 1 Ganke wim 1Mo 3 KOHTYPHBIX SUEHKOBBIX yHakoBKH (OiucTepa) BMECTE€ C JIMCTKOM-

BKJIQJABIIIEM B ITAYKYy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHHM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM 0TX010B, MOJy4YeHHBIX N0cJIe MPUMeHeHHs nmpenapara, u
Apyrue MAHUMYJISHUH ¢ TPenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Nuanus

Xerepo Jlabc Jlumuten

«Xerepo Kopnopetit», 7-2-A2, Unnactpuan Octeiitc, Canar Harap, Xaitmapadbax — 500018,
Tenanrana, Uaaus

Tenedon: +91-40-23704923/24/25

DneKTpoHHas 1moyra: contact@hetero.com
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7.1. llpencraBuTeib AepKaTessi perucTpalMOHHOIO \';ELI)%%—LFEM&TEHEHG CTb 0002

[Iperen3un HOTDC6I/ITGJICI71 HaIpasJIATH 110 aApECy:

Poccuiickas  ®@edepayus, Pecnyonuxka bBenapyco, Pecnyonuxka Kazaxcman, Kvipevizckas
Pecnybnuxa

MocCKOBCKOE MPEeACTaBUTEILCTBO KoMITaHuu «XeTtepo Jladbe Jlumureny (Mumus)

109029, r. MockBa, ABTOMOOMITBHBIN TTpoe3 I, 1.6 cTp. 5

Tenedon/dakc: +7 (495) 981-00-88

OnektponHas nmoura: DrugSafety-Russia@hetero.com

8. HOMEP PETHCTPAHIMOHHOI'O YAOCTOBEPEHMUSA

9.  JIATA NEPBUYHOI PETMCTPALIUU (MOATBEPKIEHMS PETUCTPALINY,
MEPEPETACTPAIIAN)

Jlara nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OO01mas xapakTeprCcTHKa JIEKapCTBEHHOTO Tpernapara Kapo3za-Oitu qoctymnHa Ha HHPOPMAITMOHHOM
noptaiie EBpa3uiickoro 3KOHOMHYECKOTO CO03a B MH(DOPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH

«uTepreT» http://eec.eacunion.org/.
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