COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.03.2025 N= 23965

OBILIAS XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O T PEFAPATA B0 TE 0002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Arakann, 32 mr, TabJIeTKH

2. KAYECTBEHHbLIA U KOJJMYECTBEHHBIN COCTAB
JleiicTByolIee BEMECTBO: KaHaecapTaH.

Kaxmas Tabnerka cogepkut 32 Mr KaHaecaprada (B BUIE [HICKCETHIIA).

BcnomorarenbHble BellecTBa, HAJIMYKME KOTOPHIX HAJA0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npemnapara: jaktosa (cm. paszaen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.
Po3oBast Kpyriias IBOSIKOBBIITYKJIasi Ta0JETKA, C HACEUKOW M rpaBUpoBKoii A Ha OJHOM
cropone u 032 Ha pyroii cropoHe. CL

TabeTky MOXKHO pa3eiuTh Ha PAaBHBIC JIO3BI.

4. KJIMHUYECKHUE JTAHHBIE

4.1. Tloxka3aHusi K NpUMeHEeHHUI0

[TpemapaTr AtakaH MOKa3aH K MPUMEHEHHIO Y B3POCIBIX B Bo3pacTte oT 18 jier u crapie.
ApTtepuanabHas THIIEPTCH3HUS.

XpoHuyeckasi cepliedHas HeJAOCTaTOYHOCTh W HapyIIEHHE CHUCTOJMYECKOM (YHKIHMM JIEBOTO
Kenymouka (CHKeHue Qpaximu BhiOpoca seBoro xenymouka (OBJIK) < 40 %) B kauectBe
JIOTIOTHUTEIbHON Tepanuu K UHIMOUTOpaM aHTMOTEeH3UHIIpeBpatnatoniero gepmenta (AID) niu
1pH HerepeHocuMocTd nHruouTopoB AIID (cm. pasaen 5.1.).

4.2.  Pexxum 103MpPOBaHUSA U CIOCO0 NPUMEHEHUS

PexxuM 103upOBaHus

Apmepuanvras cunepmensus

Pexomenayemas HayaslbHas U OAAEpKUBAIOLIast 103a Ipenapara ATakaH/ COCTaBIIsSIET 8 MI OAMH
pa3 B cyTku. Jo3a MoxeT ObITh yBenuueHa 10 16 Mr oauH pa3 B cyTku. [lanmenTam, KOTOpbIM HE
yIJIOCh JIOCTATOYHO CHU3HUTH apTepuaibHoe AaBienue (AJ]) mocie 4 Henmenb npuéma mnpenapara
ATtakaHj B 103€¢ 16 MT B CyTKH, pEKOMEHIYETCS YBEIMUUTD JI03Y /10 32 MT OJIMH pa3 B CYTKH.

B cnydae, ecim Tepanust mpemapaToM ATakaH] He TPUBOANT K CHIKEHUIO A/ 10 onTUMaibsHOTO
YPOBHS1, PEKOMEHAYETCS U3MEHHUTh CXEMY JICUCHMUS.

Tepanml AOJDKHA KOPPCKTUPOBATHECA B COOTBCTCTBHU C YPOBHEM AI[ MakcuMalbHBIN
TUIIOTEH3UBHBIN 3(1)(I)CKT JAOCTUTACTCA B TCUCHUC 4 HEACIb OT HadaJia JICUYCHUA.

Ocobuie 2pynnsl nadyuermos6

Hauuenmbl NnoJ2HCUs10c0 so3pacma

VYV nanueHToB MOXHWIJIOTO BO3pacTa HET HEOOXOAMMOCTH KOPPEKTHPOBaTh HAYAIBHYIO /103y
npernapara.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.03.2025 N= 23965
(NOCNEOCBATENEHOCTE 0002)

Ilayuenmul ¢ Hapywenuem yHKyuu novex

HauanpHas cyTo4Has 103a y HaIlMEHTOB C JIETKUM WJIM YMEPEHHBIM HapylIeHHEeM (YHKIIUU TOYEK
(xnupenc kpeatunuaa 30-80 mn/mun/1,73 M2 nommaau HOBEPXHOCTH Tela), BKII0YAs MAllHEHTOB,
HaXOJALIMXCS HA reMoaunanu3e, coctaBiseT 4 mr (V2 Tabnerku no 8 mr). Jlo3y cieayer THTpOBaTh
B 3aBHCHMOCTH OT TepaneBTUIECKOro ¢ dekra mpermapara.

KnuHu4yeckuii onpIT MPUMEHEHUS TpenapaTta y HalMeHTOB C TSHKEIBIM HapylmieHHEM (YHKIUU
nouek (KJIMpEeHC KpeaTmHHHAa MeHee 30 Mi/mMun/1,73 M? Iuomanym IOBEPXHOCTH TeNa) WIH
TEPMUHAILHOW TTOYEYHOH HEJIOCTaTOYHOCThIO (KIMPEHC KpEeaTWHHHA MeHee 15 Mmi/MuH)
orpanuuen (cM. paszaen 4.4.).

THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

HauvanbHas cyrouyHas 03a mpenapaTa y HalMeHTOB ¢ HapylIeHueM (DYHKIIUH MEYEHU JIETKON 1
CpelHEN CTENEH! TSHKECTU cocTaBisieT 4 mr (72 TabneTku no 8 mr). Bo3MokHO yBeInueHuE 10351
npu HEOOXOTUMOCTH. ATaKaHJ TPOTHUBOMOKA3aH MAlMEHTaM C TSDKEIBIMH HapyIICHUSMH
GYHKIMK TIEYSHU W/ UK XoJiecTa3oM (cM. pasmen 4.3.).

Conymcmewomaﬂ mepanusi

[Ipumenenue npenapara ATakaHJ COBMECTHO C JUYpPETHKaMU THUA3HIHOTO TUIA (HAMpHUMeEp,
TUAPOXJIOPOTHA3H]T) MOXKET YCHIUTh THIIOTEH3UBHBIN 3D (PekT npenapara ATakaH.

[ unosonemus

Pexomenayemas HayanbHas 03a mpemnapata Atakanja coctaBisieT 4 mr (Y2 TabneTku mo 8 mr)
OJIMH Pa3 B CYTKHU.

Xponuuecxaﬂ cepdelmaﬂ Heo0oCmamo4HoCms

Pexomenayemast HayasibHas jo03a npenapara ATtakanna coctasisieT 4 mr (2 TabimeTku mo 8 mr)
onuH pa3 B cyTrku. [loBblmieHue 10361 10 32 MIr OAWH pa3 B CYTKM WM JI0 MaKCHMAalbHO
MEPEHOCUMON J103bI TPOBOJIUTCS MyTeM e€ YIBOCHHs C MHTepBajJaMH HE MeHee 2 Helenb (CM.
pazmen 4.4.).

Ocobvie 2pynnvl nAYUEeHmos

[TanMeHTaM MOXKUIIOrO BO3pacTa M MAIMEHTaM C HapylleHHeM (DYHKIMM IOYeK, MEYEeHU MU
TUIIOBOJIEMHEN He TpeOyeTcss N3MEHEHNE HaualbHOU 7035l IIpernapara.

COI’ZVI’I’ZCI’I’ZGVIOIMCZ}I mepanusi

ATakaH/1 MOYKHO Ha3HA4aTh COBMECTHO C JPYTUMH CPEICTBAMH, TPUMEHSIEMBIMHU TIPU TEPaITHU
XPOHMYECKOH CepAeYHOM HEJOCTAaTOYHOCTH, Hampumep, uHruouropamu AllD, Oera-
aJipeHO0JIOKaTOpaMH, TUYPETHKaMHU M CEpICYHBIMU IIIUKO3UIaMHu (cM. pazzaenst 4.4. u 5.1.).

CTH

besomacHocTh 1 3(pPeKTUBHOCTh MPUMEHEHHsI mpemnapara ATakaHj y JeTell W MOAPOCTKOB B
BO3pacTe A0 18 et He ycTaHOBIEHbI. JlaHHbIE OTCYTCTBYIOT.

Crrocob nnpruMeHeHus

ATakaH[ ciiefyeT NpUHUMaTh BHYTPh OJJUH pa3 B CYTKH BHE 3aBUCUMOCTH OT IpuemMa nuiu. s
oOecrieueHrs MPHUBEACHHOIO BBIIIE PEKUMa JI03UPOBAHMS BO3MOXKHO MPUMEHEHHE Ipernapara
ATakaH/ B JIeKapcTBeHHOU (opme TabneTok 1o 8 u 16 mr.
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(NOCNEOCBATENEHOCTE 0002)

4.3. TlporuBomoxkazaHus

— I'unepuyBCTBUTENBHOCTh K KaHAECApTaHy WM K JIIOOOMY M3 BCHOMOTATENIBHBIX BELIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

— bepeMenHoCTh ¥ TEpHOJ TPYAHOTO BCKapMiiuBaHus (cM. pasaen 4.6.).
— Tsoxenble HapymeHUs! GYHKIIUHU MIEYEHU U/UIIH XOJIECTas.

— HenepeHOCUMOCTh  JTaKTO3bI, JICGUIMT JIAKTa3bl M CHHIPOM  [JIFOKO30-TalaKTO3HOM
MababCcopOIuu.

— OnHOBpEeMEHHOE MPUMEHEHUE ¢ AIMCKUPEHOM U TpernapaTamMu, COJIEPKAIIMMH ATUCKUPEH, Y
MAIUEHTOB C CaXapHBIM TUA0ETOM U/WJIH C yMEPEHHBIMU HITH TSHKEIBIMU HAPYIICHUSIME () yHKITUU
nouek (ckopocTh KayOoukoBoii QuiasTpamuu (CK®) menee 60 mu/mun/1,73 M? miomanu

MOBEPXHOCTH TeJIa).

— OpHoBpeMeHHOe TpuMeHeHue ¢ uHruoutopamu AllD y manueHTOB ¢ auAbOETUYECKOM
HedponaTuei.

4.4. OcoOble yka3aHusi 4 Mepbl NIPEI0CTOPOKHOCTH NPHU NPHUMEHEeHUH

C 0CTOPOKHOCTBIO

VYV nanueHToB € BBIPAKEHHOM ITOYEYHOM HENOCTATOYHOCTBIO, Yy ITAIMEHTOB C XPOHUYECKOH
CEpIEYHON HEOCTATOYHOCTBIO, JBYCTOPOHHUM CT€HO30M IIOYEYHBIX apTEpUN WA CO CTEHO30M
apTepuu €IUHCTBEHHOW IIOYKH, C IE€MOJUHAMHYECKH 3HAYUMBIM CTEHO30M aOpPTAJIBHOTO H
MUTPAJIBHOIO  KJallaHa, IOcl€ IIepecagKkd IOYKM B aHaMHeE3€, Yy [AalUueHTOB C
1epeOpOBACKYIAPHBIMU 3a00I€BaHUAMU U HIleMHuueckoi 0one3nbto cepaua (MbC), y manueHToB
CO CHIKEHHBIM O0BEMOM LUPKYJIUPYIOUIEH KpPOBM, C THIEpKAIMEMHEH, y NalHUeHTOB C
NEPBUYHBIM  TUIEPAIbJOCTEPOHU3MOM, C  TUIEPTPOYUUYECKOM  KapIuOMHOIIaTHUEeH, C
TEPMHUHAIILHOM CTaJNel MOYEeYHON HEIOCTATOYHOCTH (KJIMPEHC KpeaTUHUHA MeHee 15 Mil/MUH) U
TSKEJIBIM HapylIeHHeM (YHKIHMU MEeYEHU W/WIM XO0JIECTa30M KIMHUYECKHUI OINBIT MPUMEHEHUs
orpaHuyeH, Bo3pact A0 18 net (3ppekTUBHOCTD U 0€30MaCHOCTh HE YCTAHOBJICHBI).

Oco0ble YKa3aHusg

AHZZ/IOHerOmuLleCKHIZ OmeK KumledHuka

brinu IMOJIYYCHBI COO6IJ_ICHI/IH O Pa3BUTHU AHTUOHEBPOTUYCCKOI'O OTCKAa KUIICUHHKA Yy ITAIIUCHTOB,
MNPUHHUMAIOMUX 6HOKaTOpLI peuCiuTOpPOB AHM'MOTCH3MHA H, BKJIIO4asaA KaHACCApTaH (CM. pasaci
48) YV 3THX MalKUEHTOB Ha6J'IIO,I[aJ'II/ICB 0ol B JKUBOTEC, TOIIHOTA, pBOTA U OAUAPCA. CuMnOTOMBI
pa3pemiaIiCh IMOCJIC OTMCHBI AHTAarOHUCTOB PCUCITOPOB aHT'MOTCH3UHA II. Ecin AUAar"HoCTUPOBAH
aHFI/IOHeBPOTI/IIIeCKI/If/'I OTCK KHUIICYHHKA, CICAYCT HNPCKPATUTH NPUMCHCHHE KaHJACCapTaHa U
Ha4YaTb COOTBETCTBYIOIICC H&6J'IIO}1€HI/IG J0 ITOJIHOI'O HCYEC3HOBECHU S CUMIITOMOB.

Hapywenue ¢pynxyuu novex

Ha ¢one tepanuu npenapatom AtakaHs, Kak U pU IPUMEHEHUHU APYTUX CPEACTB, YTHETAIOIINX
PEHUH-aHTMOTEH3UH-AJIbJOCTEPOHOBYIO CUCTEMY, Y HEKOTOPBIX MALMEHTOB MOTYT OTMEYaThbCs
HapylmeHus QyHKIMH TOYeK.

[Tpu npumeHeHun npenapaTta ATakaH] y HallMEHTOB C apTepUAIbHON TUNIEPTEH3UEH U TSHKeIon
MOYEYHOW HEAOCTaTOYHOCThIO (KIMpeHC KpeaTnuHMHa MeHee 30 MI/MMH) pPEKOMEHIyeTcs
NePUOANYECKH KOHTPOIUPOBATh COJAEPKAHUE KaIHsl U KOHLIEHTPALIUIO KPEaTHHNUHA B CHIBOPOTKE
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KpoBu. KIMHWYECKUI OMBIT MPUMEHEHHS IpefiapaTra %%&MBEEQEH% Ea?bgl;}-é;r-heM

COOTBETCTBYET 2KCNEPTHOMY OTYETY

(YHKLIMY OYEK WM TEPMUHAIBHONW CTaJAMEH MOYEUYHOUW HEAOCTATOYHOCTH OTpaHUYeH (KIMPEHC
KpeaTuHuHa MeHee |5 wu/mMuH). TakuMm mamueHTam cienyeT OCTOPOKHO THUTPOBATh J03Y
npenaparta ATakaH] 0/ TIIATEIbHBIM KOHTposieM A/l.

Y manueHToB C XPOHUYECKOW CEepACYHON HEIOCTATOYHOCTHIO HEOOXOIMMO TEPUOAMYECKU
KOHTPOJIMPOBATh (PYHKIIMIO MOYEK, OCOOEHHO y MAallMeHTOB B BO3pacTe 75 JIeT U cTapIlie, a TaKxKe
y MalMeHTOB ¢ HapylleHueM GyHKIUH rodek. [Ipu noBwieHn: 10361 Mpenapara ATakaH]] TaKKe
PEKOMEHIyeTCsl KOHTPOJIUPOBATh COJIEpKAHUE KA U KOHIICHTPAIUIO KpeaTHHHUHA.

B knuHMueckue wuccienoBaHUS —IpemapaTa  ATakaHJ IpH  XPOHUYECKOM  cepIedHoi
HEJOCTATOYHOCTH HE BKIIIOYAIKCH MAIIMECHTHI C KOHIICHTPAIMEeH KpeaTuHuHA > 265 MKMOIb/11 (>
3 mr/mn).

Coemecmnoe  npumenenue ¢  uneubumopamu AIlID npu  xporuueckou  cepoeyHou
HedOCmamoyHOCmu

[Tpn mpuMeHEeHHH KaHJecapTaHa B KoMOWHaMK ¢ nHruouropamu AIID MokeT yBeTUuIHBATHCS
PHCK pa3BHTUSI HEXKEJIATEIbHBIX pPEaKIMHd, OCOOCHHO HapylleHUs (QYHKIUU TMOYEK U
runepkanuemMuu (cM. pasaen 4.8.). B atux cioyyasx HeoOXoauMo THIaTeIbHOE HAOIIOJCHHE U
KOHTPOJIb JJAOOPATOPHBIX [TOKA3aTEICH.

Temoouanus

Bo Bpems remoaunanuza AJl MOXeT OCOOCHHO UyBCTBUTEIBHO pearupoBaTh Ha OJOKMpOBaHUE
ATi-penenTopoB BCIEICTBUE CHUXKEHHMS oObeMa IUla3Mbl KPOBU U AaKTHBAlUM PEHUH-
AQHIMOTEH3UH-AIbJ0OCTEPOHOBOM CHCTEMBI. B CBS3M ¢ YeM IalMeHTaM, HaxOoJsIIMMCS Ha
reMOJUAIIA3E, CIEAYET OCTOPOKHO TUTPOBATh NpenapaT ATakaH/ M0 TIIATEIbHBIM KOHTPOJIEM

Al
Cmenos noueurnou apmepuu

Y nanueHToB C JABYCTOPOHHUM CTEHO30M IIOYEYHOM apTepuy WA CO CTEHO30M AapTEepUH
€IMHCTBEHHOW TIIOYKM IIpernaparbl, OKAa3blBAIOIIME BIHMSHAE HAa PEHUH-AHTMOTEH3UH-
aJIbJOCTEPOHOBYIO CHUCTEMY, B YaCTHOCTH, MHTHOUTOPHI AII®, MOTyT BBI3BIBaThH IOBBHIIICHUE
KOHIIGHTpAIlMd MOYEBHHBI U KpEaTHHWHA B CBHIBOPOTKE KpoBU. [lomoOHBIE 3h(HEKTH MOKHO
0’KUJAaTh MPY HA3HAYCHUH aHTarOHUCTOB PELIENTOPOB aHrHOTeH3nHa [1.

Ilepecaoka nouku

Knunuueckuil onelT mpUMeHEHHUs Ipenapata ATakaH[l y MAlMEHTOB, MEPEHECHINX IEpecagKy
IIOYKH, OTPaHUYEH.

ApmepuaﬂbHa}z 2UNOMeH3Us

VY nanMeHTOB ¢ XPOHHYECKOH CepAeyHON HEeIOCTaTOYHOCThIO Ha (poHe Tepamuu mnpenapaToM
ATakaHJT MOXET pa3BUThCS apTepualibHas TrunoTreH3us. Kak M mpu NpUMEHEHUU JpYrux
IIPEnaparoB, BIMSIOIUX HAa PEHUH-AaHTMOTEH3UH-AIbJOCTEPOHOBYI0 CHUCTEMY, NPUYNHON
pa3BUTHS apTEpPUATIHLHON TUIIOTEH3UH Y NMAIlMEHTOB C apTepHalIbHOM THIepTeH3uel MOXKET ObITh
yMeHbIlIeHnEe 00beMa IUPKYIUPYIOIIEeH KPOBU, KaKk HaOJII0JaeTcs y MalMeHTOB, MOJIYYaloluX
BBICOKHME JI03bI JUYPETUKOB. [103TOMY B Hauaje Tepanuu clieayeT coOI0JaTh OCTOPOKHOCTh U,
Ipy HEOOXOIUMOCTH, TPOBOIUTH KOPPEKIIUIO THTIOBOJIEMHH.

Heotinas 6noxkada peHuH-an2uomeH3UH-a1b00CMEPOHOBOL CUCTEMbL
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

KOM6I/IHI/IpOBaHI/ISI KaHAacCapTaHa HUJIICKCETHIIA U AJIMCKUPCHA. BBU1Y YBCIIMYCHUA PUCKA pa3BUTHUA
apTepI/IaJ'IBHOf/'I THIIOTCH3HUU, TUIICPKATIUCMUN U U3MCHCHUA q)yHKLII/II/I IIOYCK.

OnHOBpeMEHHOE MPUMEHEHHWE AHTaroOHUCTOB peuentopoB aHruorensuHa Il ¢ mpenaparamu,
COJICPKAIIMMH AJTMCKUPEH, MPOTHUBOMOKA3aHO y TAIMEHTOB C CaXxapHbIM TUabEeTOM W/HIU C
YMEpEHHO! WM TSKeIoH ModeyHoi HemoctatoyHocThio (CK® menee 60 mn/mun/1,73 w2
IUIONIA/IA MOBEPXHOCTU Tejia) U HE PEKOMEHAyeTCs y IpYrux mnauueHToB. OIHOBpEMEHHOE
NPUMEHEHHWE AaHTAaroHWCTOB peuentopoB aHrumoreHswHa Il ¢ wuHrHOMTOpamm  AIlD
MIPOTUBOINOKA3aHO y MAIIMEHTOB ¢ AUa0eTHUecKoil HedponaTtuel U He PEKOMEHYETCsl Y IPYruX
narueHToB (cM. paszuen 4.3.).

Obwas anecme3us u Xupypausi

VY manueHToB, MOJYYAIONUX AHTArOHUCTHI aHTHOTeH3WHA II, BO Bpemsi mpoBeAcHHs OOIIeiH
AHECTE3UH U IIPU XUPYPTUUECKUX BMEIATEIBCTBAX MOKET PA3BUTHCSA ApTEpUATIbHAS TUITOTEH3US
B pe3ynbpTaTe OJOKaabl PeHUH-aHTHOTEH3MH-abIOCTEPOHOBOU cUCTEMBl. OUeHb PEelIKO MOTYT
OTMEUaThCs CIy4Yau TKEION apTepuanbHOM TMIIOTEH3UH, TPEOYIOIIeH BHYTPUBEHHOT'O BBEICHUS
KUJKOCTU U/WUIIH Ba30MPECCOPOB.

Cmenos aopmaillbHOcO0 U MmMumpailbHocO Kilanaa ujiau eunepmpoqbuqecxaﬂ 06Cmpmeu6Haﬂ
KCIPOMOMMOnamM}Z

IIpy HazHaueHuM mpemapata ATakaHl, Kak M JPYI'MX Ba30JMJIATaTOPOB, IALIUEHTaM C
runepTpopuyeckoil OOCTPYKTUBHOM KapAMOMHONATHEH WM TeMOAMHAMUYECKH 3HAYUMBIM
CTEHO30M a0PTAJILHOIO WJIM MUTPAJILHOTO KJIAallaHa CIeNyeT COONII0aTh OCTOPOKHOCTb.

Tlepsuunwiii cunepanboocmeponusm

HaHI/IeHTI)I C MNCPBHUYHBIM THUICPATIBAOCTCPOHUIMOM OOBIYHO PE3UCTCHTHBI K TCpalrn
TUIIOTCH3UBHBIMHA  IIpCIlapaTaMU, BIIMAKOIMHUMU Ha PCHUH-aHT'MOTCH3UH-aJIbAOCTCPOHOBYIO
CUCTCMY. B cBs3u ¢ aTHM ATaKaHI[ HC PCKOMCHAYCTCA Ha3HAYaTh TAKUM IMAIITUCHTAM.

T'unepranuemus

KivHMueckuil ONBIT NPUMEHEHUsI JPYruX IMpenaparoB, BIUAIOMIMX HA CHCTEMY pPEHUH-
AHTUOTEH3WH-aJIbJ0CTEPOH, TTOKA3bIBACT, YTO OJTHOBPEMEHHOE HA3HAUEHUE TIpernapara ATakaHs ¢
KaJIMHCOepEeraloMMi  TUYPETUKAMH, TpernapaTaMd Kajius WM 3aMEHUTEISIMU  COJIH,
COAEpXKAIMMHU KA, WM APYTUMHU MpernaparaMmu, KOTOPbIE MOTYT YBEIWYUTH COAECpPKAHUE
KaJus B KPOBU (HaIpUMep, TeapyuH), MOXKET IPUBECTU K PA3BUTHIO TUTIEPKATHEMHH Y MallMEHTOB
C apTepUAIbHON TUIIEPTEH3UEH.

VY nanMeHTOB ¢ XPOHHYECKOH CepAeyHON HEeIOCTaTOYHOCThIO Ha (poHe Tepamuu mHpenapaToMm
ATakaH]J MOXET pa3BUBaTbcA runepkanuemus. [Ipu HazHaueHun npenapaTta ATakaH] NalMeHTaM
C XPOHMYECKOW CEpIEYHOM HEJOCTATOYHOCTBK) PEKOMEHIYETCS pEryJsipHbI KOHTPOJb
coJlep’KaHusl Kalusi B KPOBH, OCOOEHHO MPH COBMECTHOM Ha3HaueHuu ¢ uHruoutopamu AIlD u
KaJmuicOeperammuMu ANypeTHKaMH.

Obwue

[TarueHTsl, Y KOTOPBIX COCYIUCTBIA TOHYC M (DYHKLHS MOYEK MPEUMYLIECTBEHHO 3aBHUCSAT OT
AKTUBHOCTH PEHMH-aHIMOTEH3UH-aJIbJJOCTEPOHOBOM CUCTEMBI (HAIIPUMEp, MALUEHTHI C TAKEION
XPOHMYECKON CEp/IeYHOM HEeNOCTaTOYHOCThIO WM 3a00JIeBaHUSMHU MOYEK, BKIOYas CTEHO3
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MOYEYHON apTepur), OCOOCHHO YYBCTBUTEIBHBI K nblgf;ﬁsglﬁ@':ﬁéfy':rMT %Q:SQﬁHH-

COOTBETCTBYET 2KCNEPTHOMY OTYETY

AQHTMOTEH3MH-aIIbIOCTEPOHOBYIO cucTeMy. Ha3HaueHune momoOHBIX CPEACTB CONPOBOXKIACTCS Y
JTUX MALMEHTOB PE3KOM apTepHUAILHON T'MIIOTEH3UEH, a30TEMUEH, ONIMTYPUEN U PEXE — OCTPOH
MOYEYHOW HEIO0CTAaTOYHOCTHIO. BO3MOXHOCTH Pa3BUTHS NEPEUUCICHHBIX 3((EKTOB HE MOXKET
OBITh MCKJIIOYEHA WU INpU IPUMEHEHUM AHTarOHUCTOB peuentopos aHruoreHzuHa II. Peskoe
cHKeHrne AJ[ y mamueHTOB ¢ HMIIEMHUYECKOW OO0JIE3HBIO cepilia WU IepeOpOBaACKYIIIPHBIMU
3a00JI€BaHUSAMHU ATE€POCKIEPOTUUECKOr0 TI€He3a IpU INPUMEHEHUHM JIOOBIX TI'MIIOTEH3MBHBIX
CPEACTB MOKET IIPUBOJUTH K PA3BUTHIO MH(pAPKTAa MUOKapa UM UHCYIbTA.

BcnoMorarenbpHEIC BEISCTBA

JlaHHbIi TIpenapar coAepKHUT JIAKTO3Yy.

[TaumenTamM C peAKO BCTPEYAKOLIEHCS HACIEACTBEHHOM HENEPEHOCUMOCTBIO TalaKTO3bl,
NeGUIUTOM JIaKTas3bl JOmaped WM TIIIOKO30-TJIaKTO3HOW MajbaOcopOuueii He criemyer
MIPUHUMATB JTOT Iperapar.

45. B3aumojeiicTBHe ¢ JPYrMMH JEeKAPCTBEHHBLIMHU IpenapaTamMu U Jpyrue BHAbI
B3auMOAelCTBUA

OnHOBpeMEHHOE TPUMEHEHHWE AHTaroHUCTOB perentopoB aHruoreHsuHa Il ¢ mpenaparamu,
COJIepKalMMH aJIMCKUPEH, MPOTHUBOMOKA3aHO y MAI[MEHTOB C CaxapHbIM IuabeToM W/MIU C
YMEpPEHHOW WM TKENoW modyeyHoil HemocTarodHocThio (CK® wmenee 60 mu/mun/l1,73 m2
IUIOIIA/IA TOBEPXHOCTU TeJa) U HE PEKOMEHAyeTCs y OpYrux mnanueHToB. OTHOBpEMEHHOE
NpPUMEHEHHE AaHTaroHWCTOB peuentopoB anruorensuHa II ¢  wunruOutopamu  AllD
MIPOTUBONOKA3aHO y MAIIMEHTOB ¢ Ua0eTHIeCKON Hedpomatueid u He PEKOMEHAYETCS Y APYTUX
naruenToB (cm. pasnaensl 4.3. u 4.4.).

B dapmakokmHETHUECKHUX UCCIIEJOBAaHMUSIX OBLIO M3y4E€HO COUYETAaHHOE NMPHUMEHEHHE Ipernapara
ATakaH]| ¢ THAPOXJIOPOTHAZHUIOM, BapPapruHOM, TUTOKCUHOM, IT€POPAIbHBIMU KOHTPALlEITUBAMU
(3TUHMIIACTPAINOI/IEBOHOPreCTpeN), TIMOSHKIAMUIOM, HUGEAUIUHOM U SHAJIANPUIIOM.
Knuanyecku 3Ha4MMoro papMakoOKMHETHYECKOTO B3aMMO/IEHCTBHS BBISIBIEHO HE OBLIO.

Kanzgecapran wmerabonu3upyercs B IE€YEHM B HE3HAUMTENbHOM cTeneHu (M30(pepMeHTOM
CYP2C9). IIpoBeneHHbIe UCCIEIOBaHUS IO B3aUMOJICHCTBUIO HE BBISIBUIIN BIMSHUS Ipenapara
Ha n3opepmentsl CYP2C9 u CYP3 A4, neiictBue Ha qpyrue n3o0epMeHTbl CUCTEMBI IIUTOXpOoMa
P450 ne uzyueno.

CoBMecTHOE TpHUMEHEHUE Mpenapara ATakaHA C JPYrUMU TUIOTEH3UBHBIMU CpEICTBAMU
MOTEHLUPYET TUIIOTEH3UBHBIHN 3D PexT.

OmnbIT IMPUMCHCHUA APYTUX JICKAPCTBCHHBIX CPEICTB, HGfICTByIOHIPIX Ha PCHUH-aHI'MOTCH3UH-
AJIBAOCTCPOHOBYIO CUCTEMY, ITOKA3bIBACT, UTO COIIYTCTBYIOLIASA TCpAIIHA KaHHﬁC6CpeFaIOHlHMH
AWYPCTUKAMHU, TIp€rnaparaMu KaJiusd, 3aMCHUTCIAMU COJIM, COACPKAIIUMU KaJII/Iﬁ, H Jpyrumu
CpeaAcTBaMu, KOTOPBIC MOTYT IMOBBIIIATH COACPKAHUC KAJIWA B CBIBOPOTKEC KPOBU (HaHpI/IMep,
renapHH), MOKCT MPUBOAUTH K Pa3BUTUIO THIICPKAJTIMCMUH.

[Ipu coueTaHHOM Ha3Haue€HUU MpenaparoB JUTHS ¢ uHruouropamu AIID coobmianocs 06
00paTMOM MOBBIIIEHUH KOHIIEHTPAIMH JUTHUS B CHIBOPOTKE KPOBHU M PA3BUTUU TOKCHUYECKUX
peaxuuii. [lonoOHbIE peakiuu MOTYT BCTpeUaThCsl U IPU MPUMEHEHUU aHTarOHUCTOB PELIETITOPOB
anrnoteHsuHa I, B cBsi3u ¢ 4yeM pEKOMEHIYyeTCs KOHTPOJIMPOBATh KOHLIEHTPALMIO JIUTHS B
CBIBOPOTKE KPOBH ITPU KOMOMHUPOBAHHOM IIPUMEHEHHH ITHX MPEnaparos.
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npoTuBOBOCHIaIUTENbHBIX mpenapatoB (HIIBIT), B ToM umcie CeNeKTHBHBIX WHTHOHTOPOB
LUKJIOOKCUI€Ha3bl-2,  alleTWJICAIMLMIOBOM  KHCIOTBI ~ MOXXET  OTMEYaTbCsi  CHUIKEHUE
TUTMIOTEH3UBHOTO Y deKTa.

Kak w mnpu npumenenun wuHruburopo AIlD, coBMecTHOE NpPUMEHEHHE AaHTArOHUCTOB
penentopoB anrrorensuHa 11 u HIIBII moxer yBennuuBath puck HapymieHUs QYHKIIHH MTOYCK,
BKJIFOYAsl OCTPYIO MOYEYHYI0 HEIOCTATOYHOCTh, IOBBIIIEHUE COJAEPKAHMS Kalus B CHIBOPOTKE
KPOBH, OCOOCHHO Yy TMAalMEHTOB CO CHIKEHHOW ¢yHkiuel mnouek. Cneayer cobmonaTh
OCTOPOXKHOCTh IPH COBMECTHOM TPHMEHEHUHU OJTHX I[PernapaToB, OCOOEHHO Y MOKUIIBIX
NAlMEeHTOB W y MAaIMEHTOB CO CHI)KEHHBIM OO0OBEMOM LHUpPKyIHMpyomeid kpoBu. [lanuentam
HEO0X0IMMO KOMIICHCHUPOBATh IMOTEPI0 JKUAKOCTH M THIATEIBHO KOHTPOJIUPOBATH (DYHKIHIO
MOYEK MOCJIe Hayasla KOMOMHHPOBAHHOM TEpaliy U IEPUOJMUECKU Ha (POHE TAKOW TEepaIvy.

4.6. PepTHIBHOCTD, 0EPEMEHHOCTD M JAKTALHSA

bepemeHHOCTD

[Ipumenenue npemnapara ATakaHa B IEpHOA OEpEMEHHOCTH MTPOTUBOMOKa3aHo (cM. paszaen 4.3.).
[TarueHTKH, MpUHUMAIOIIKME TpernapaT ATakaHll, AOKHBI ObITh MPEAyMpPexaACHbI 00 3TOM [0
IUTAHUPOBAHUS OEPEMEHHOCTH, YTOOBI OHU MOTJIM OOCYIUTh allbTEPHATUBHBIC BAPHAHTHI TEPAITUU
CO CBOMM JICHAIIM BPAvuOM.

B cnyuae Hactymienus 6epeMEHHOCTH Teparnus penaparoM ATakaH1 10JKHA ObITh HEMEJICHHO
MpeKparieHa u, npu HeoOXOAMMOCTH, HA3HAYCHO aJIbTEPHATUBHOE JICUCHUE.

IIpenaparsl, OKa3bpIBaKOIIME IPSIMOE JEHUCTBHE HA PEHHH-AHTHOTEH3MH-AJIBIOCTEPOHOBYIO
CUCTEMY, MOT'YT BbI3bIBATh HAPYILIECHUs PAa3BUTHUA IUI0JA WIA OKa3bIBaTh HETATUBHOE ACHCTBUE HA
HOBOPOXACHHOI'O, BILUIOTh [0 JIETAJIBHOIO HCXOJa, IPHU IPUMEHEHHUH IIpernapara B IEPUOLI
O6epemeHHOCTH. M3BECTHO, UTO Tepamusi aHTarOHUCTAaMH PELeNnTOpoB aHrnoTreHznHa Il mMoxker
BBI3bIBaTh HApyLICHHWs pa3BUTHS Iulofa (HapyuleHue (YHKIHMM T0YEeK, OJUTOTHUIPAaMHHOH,
3aMeyieHHe OcCH(MKalMKM KOCTeW uepena) W pa3BUTHE OCJIOKHEHHM Yy HOBOPOXKIEHHOTO
(moveyHasi HeIOCTaTOYHOCTh, apTepUaIbHas TUIIOTEH3US, TUIIEPKAIUEMUSI).

JlakTanus

B HacTosiiiee BpeMsi HEM3BECTHO, IPOHUKAET JIM KaHJEecapTaH B IpyAHOE MOJOKO. B cBsizu ¢
BO3MOXKHBIM HE)KEJIaTeJbHBIM JIEHCTBUEM Ha TPYAHBIX AeTel, ATakaH[ HE ClIeyeT IPUHUMATh B
NEPUOJ TPYAHOIO BCKAPMIIMBAHUS.

4.7. Biausinue Ha CIOCOOHOCTH YHIpaBJIATb TPAHCHOPTHBIMHU CpeACTBAMU M paﬁoTaTb C
MEXaHU3MaMHU

BnusiHue Ha cmocoOOHOCTP YIPABISTH aBTOMOOMIIEM HITH paboTaTh C TEXHUKOW HE U3y4ajioch, HO
(apmMakoMHAMUYECKUE CBOWCTBA IpenapaTa YKas3blBalOT Ha TO, YTO IOJOOHOE BIHSHUE
OTCYTCTBYET.

[Tpu BOKIACHUU aBTOTPAHCIIOPTA M 3aHATHUSAX MOTCHIIMATIBHO OMACHBIMH BUIAMHU JICSTEIBHOCTH,
TpeOyIOIMMH TOBBIIIEHHOW KOHLIEHTPALlUM BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX peaKlui,
cne)lyeT y‘-II/ITI)IBaTI), qTo HpI/I HpI/IMeHeHI/II/I Hper[apaTa MOXKET Ha6J'IIOI[aTI)C$I FOHOBOKPY)KQHI/IG nu
¢11a00CTb.

4.8. HexeaaTeabHble peakuuu
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Peswome npogpuns 6ezonacnocmu

HexenaTtenpHble peakiM¥ B XOJA€ KJIMHHYCCKMX HCCICIOBAHUN HOCHIIM YMEPCHHBIA |
HPEXOISIIMN XapakTep U ObLIM COMOCTABUMBI 0 YaCTOTE C Ipymmoii miane6o. Obrmas qacrora
BO3HHMKHOBEHHS HEXeJIAaTeIbHBIX peakunii Ha GoHe mpuéMa npernapara ATakaHa HE 3aBHCENa OT
JI03BI TIperapara, rmojia ¥ Bo3pacTa maipenTa. Yacrora cirydaes MpeKpamieHus TEPaliy B CBI3H C
HEXeJTaTeIbHBIMM PEaKIUAMH OblIa CXOJHOW INMPU NMPUMEHCHHH KaHJIecapTaHa IMJICKCETHIIA
(3,1 %) u mame6o (3,2 %).

B xome o0beauHEHHOro aHanM3a JaHHBIX IPOBEJCHHBIX MCCIEIOBAHUNA COOOIIAIOCh O
CIICAYIONIMX HEXeNaTeNbHbIX peakuusx, yacto (>1/100) BcrpeuaBmmxcs Ha (oHe mpuéma
KaH/ecapTaHa IlekceTuna. ONUcaHHbIE HEXeJAaTeIbHbIE PEaKIMU HaOII0aINCh C 4acTOTOH
xotst Obr HA 1 % Oompire, yem B rpynne riane6o. [o aTomy ompenenenuto Hanboiee 4acTo
OTMEYaJIi TOJIOBOKPY)KEHHE/BEPTUTO, TOJIOBHYIO 0OJIb M PECITMPaTOPHBIEC HH(EKINH.

Tabauunoe pestome HedxHceramenbHbIX peaKyuil

B Ta6J'II/II_Ie HH)KC IIPCACTABJICHBI HCKCIIATCIbHBIC PCAKIWK, OTMCYCHHLIC B KIMHHYCCKHX
HCCIICAOBAHUAX U IIPU ITOCTPETUCTPATUMOHHOM IIPUMCHCHUU.

YacToTa BO3HMKHOBCHHS HEKENIATEIbHBIX PEAKIMi B TaOMWIAX pasjiena MpeicTaBicHa B
CIIeYIOIIeH Tpagauu: o4eHb yacto (> 1/10), gacro (> 1/100, Ho < 1/10), Hewacto (> 1/1000, HO
< 1/100), peaxo (> 1/10000, Ho < 1/1000) 1 ouens peaxo (< 1/10000).

Kuacce cucrembl opraHos Yacrora HexenarenbHast peakuus
WNudexunu u naBazuu Yacro Pecniuparopubie nHpEKIUN
Hapy1eHnust co CTOpoHBI KPOBU U Ouenb Jletikonenus, HEUTPOIICHUS U
TUM(ATHIECKON CUCTEMBI penKo

arpaHyJIOLUTO3
Hapymenus merabonusma u Ouenb I'unepkanuemus, THIOHATPUEMUS
MUTaHUS peako
Hapymennst co cTopoHsl HEpBHOM Yacto ["onoBOKpy>KeHuEe/BEpTUTO, TOJIOBHAS
CUCTEMBI

0o
Hapyienust co ctopoHbl Ouenb Kamens
JbIXaTEIbHON CUCTEMBI, OPTaHOB penko

I'PYIHOH KJIETKU U CPENOCTEHMS

Kenynouno-kumeynble HapyuieHus: | O4eHb AHTMOHEBPOTUYECKUHN OTEK
penKo KUIIEYHUKA, TOIIHOTA
Hapymenust co cTopoHbl e4eHu u OueHb [ToBbllIeHNE AKTUBHOCTH
YKEITYEBBIBOIALLINX ITyTEU penKo «MIEYEHOYHBIX» (HEPMEHTOB,
HapylieHue GyHKIUU TIeUeHU WIIN
rENaTuT
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(HOCAEQOBATERBHOCTE 00027
Kuacc cucrembl opranos Yacrota—HexeraTeTsHast peakuns
Hapymienust co CTOpoHbI KOXKU U Ouenb AHTMOHEBPOTHYECKHUHN OTEK, KOXKHAsI
MMOJKOKHBIX TKaHEN penko CBIIlb, KPAIIMBHULIA, KOXKHBIN 3yl
Hapymenust co ctoponsl Yacto Bbosib B cninue
MBIIICYHOM, CKEJICTHON B
COEIMHUTEIILHON TKAaHU Oucwb ApTpairusi, MUaIrus
peako
Hapy1ienust co cTopoHbI OYeK U Ouenb Hapymenne GyHKINN TOYEK, BKITIOYAs
MOYEBBIBOJSIINUX MyTEH peako IIOYEYHYIO HEJOCTaTOYHOCTD Y
IIPEIPaCIIONIOKEHHBIX MALIUEHTOB (CM.
paznen 4.4.)
OO01ue HapyIIeHUs U PEeaKINH B Yacto Cnabocth
MeCTE€ BBEACHUS

Onucanue omoenbHbiX HeXCeniamelbHblLx peakuuﬁ

Jlabopamopuvie noxazamenuy: B 1IeIOM IPU IPUMEHEHUU Tpenapara Atakana He ObIJI0O OTMEYEHO

KJIMHUYECKH 3HAYMMBIX W3MEHEHHWH CTaHIApTHBIX J1a0OpaTOpHBIX Tokaszareneid. Kak m mpum
NPUMEHEHUN JIPYTUX WHTUOMTOPOB PEHUH-aHTHOTEH3MH-aIbIOCTEPOHOBOM CHCTEMBI, MOKET
Ha0JII0/1aThCSl HEOOJIbIIOE CHM)KEHUE KOHILIEHTpauuu remorinoOuna. Habmonanoce yBenuueHue
KOHLIEHTPALMK KpEaTWHHHA, MOYCBHHBI WMJIM KaJusd W yMEHBIICHWE KOHIEHTPALMH HATPHSL
[ToBbIIEHNE aKTUBHOCTH anaHMHAMHHOTpaHcdepasbl (AJIT) ObUIO OTMEYEHO HECKOJIBKO Yalle
Ipy OpUMEHEHHH Tmpernapara Atakanj B cpaBHeHuu ¢ rwiane6o (1,3 % mporus 0,5 %). Ipu
IpUMEHEHMH Tpenapara ATakaH[ oObIYHO HE TpeOyeTcs peryssipHOro KOHTPOJIs J1abopaTOPHBIX
nokazareneil. OnHaKO y TAIMEHTOB C HapylieHHeM (QYHKIUH TOYeK pPEKOMEHIYeTCs
NEPUOINIECKH KOHTPOIMPOBATH KOHIIEHTPAIMIO KA M KPEATHHUHA B CBIBOPOTKE KPOBH.

XDOHI/I‘-IGCKaSI cepac€yHad HEAOCTATOYHOCTD

Peztome npogpuna 6ezonacnocmu

HesxenarenbHble peakiny, BBISBICHHBIE HA ()OHE IPUMEHEHUS Mperapara ATakaH]l y alueHTOB
C XpOHMYECKOW CEepAE€YHOM HEAOCTATOUYHOCTHIO, COOTBETCTBOBAIM (PApMaKOIOTHUECKUM
CBOWCTBaM Ipernapara ¥ 3aBUCEIN OT COCTOSHUS MalueHTa. B Xo/1e KIMHNYEeCKUX HCCIeJ0BaHUI
CHARM npoBoauinock cpaBHeHHE NpenapaTa Atakasa B go3ax 1o 32 mr (n=3803) ¢ mianebo
(n=3796), 21 % wu3 rpymnmbl MAMEHTOB, MOJYYaBIIMX KaHaecapTaHa uiekcetwt, U 16,1 % u3
TPYNITBI TAIIMEHTOB, MONYYaBIIUX IUTAne0o, TPEeKpaTWiIN JIEYCHHE H3-33 BO3HUKHOBEHHS
HEeXKEeNaTeNbHBIX peaknnii. Hambornee 9acTo BCTpeUaBIIMMUCS HEKENATEIBHBIMHA PEAKIIHSIMU
OBUTH THIIEpKATUEMHS, BEIpOKEHHOE CHIKeHnEe A/l u HapymieHne (yHKIIMA TOYeK. DTH SBICHUS
Obutn Oosiee YacThIMU y MAalMEeHTOB crapiie 70 JieT, ManueHToOB ¢ CaxapHbIM JHa0eTOM MU
NOJYYaloIUX Jpyrue ImpenapaTsl, BIMSIOIME HA PEHUH-aHTMOTEH3WH-aJIbJ0CTEPOHOBYIO
CHCTEMY, B YaCTHOCTH, UHTuOUTOp AIID M/Minu ciupoOHOIAKTOH.

Tabnuunoe pesrome HexcenamenbHblX peaKyuii

B Ta6J'II/II_IC HHWKC MPCACTABJIICHBI HCKCIIATCIbHBIC PCAKIMU, OTMCUCHHLIC B KIIMHHYCCKUX
HCCIICOOBAHUAX U ITPU MMOCTPETUCTPAINOHHOM ITPUMCHCHUH.
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Kuacc cucrembl opranos Yacrora— | HexeraTensHast peakmus
Hapymenust co cTopoHbI KpOBU U Ouenn JlelikoneHus, HEUTPOIICHUS U
TUM(ATHIECKON CUCTEMBI penko
arpaHyJoLUTO3
Hapymenust merabonusma u Yacro [M'unepkanuemus
MATAHUS
OueHb ['unonarpuemust
penko
Hapymenust co ctTopoHbl HEpBHOM Ouenn ['onoBokpy»keHue, roJoBHasE 00JIb
CUCTEMBI penko
Hapymenust co cTopoHbI COCy10B Yacro Bripaxxennoe camkenne AJl
Hapyienus co cropoHbl Ouenb Kamens
JBIXaTeJIbHON CUCTEMBI, OPTaHOB penko
TPYAHOU KJIETKU U CPEIOCTEHUS
Kenynouno-kumieunsie HapyeHus: | OueHb AHTMOHEBPOTHYECKHUI OTEK
penko KHIIIEYHHKA, TOUTHOTA
Hapymienust co cTopoHbI neueHu u Ouenn [ToBbIlIEHNE AKTUBHOCTH
YKEJTYEBBIBOJSALIUX MyTEH penko «TIEYEHOYHBIX» (HEPMEHTOB,
HapylieHue GyHKIUU TeUYeHU WIIN
renaTuT
Hapyiienust co cTOpoHbI KOXH U Ouenb AHTMOHEBPOTHUYECKUH OTEK, KOKHAS
MTOJKOHBIX TKaHEH penko CBINb, KPANTUBHUIIA, KOXKHBIN 3y/1
Hapymienust co cropoHbl Ouenn Bonw B criuHe, apTpanrus, MHAITUS
MBILIEYHOM, CKEJIIETHOU 1 penko
COEJIMHUTENIbHON TKaHU
Hapyiienus co cTopoHbI HOYEK U Yacto Hapymenne GyHKIMY OYEK, BKIIOYAs
MOYEBBIBOSIINX MyTEH MMOYEYHYIO0 HEJOCTATOYHOCTbD Y
MIPEIPACTIONOKEHHBIX MAIIUEHTOB (CM.
paznen 4.4.)
OO6mre HapyIICHHS U PEeaKIuu B Ouenn CnabocTh
MeCTEe BBEACHUS penko

Onucarue omoenvbHbix Heofceﬂameﬂbﬂbzxpeakuud

ﬂa6opam0puble usmernenus. TOBBINICHUC KOHLCHTpAIlMM KpCaTWHHWHA, MOYCBUHBI W KaJlusi.
P CKOMCHAYCTCA KOHTPOJIHUPOBATH KOHICHTPALIUIO KPCATHHUHA U KaJINA B CbIBOPOTKE KPOBHU.

COO6H_ICHI/ISI 0 TOJO03PE€BACMBIX HEXKCIATCIIbHBIX PCAKIIMAX

BaxHo coo0mars O I0J03PEBAEMBIX HEXKENIATENbHBIX peakUUsAX I0CIe pPEerucTpanuu
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JIEKapCTBEHHOTO TIpenapara ¢ Ieiblo odecreueHus Henbggﬁr}ﬂgr%'%ﬁﬁ%%ﬁgccgaf%ﬁﬁm

«I10JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCIriapara. MGI[I/II_II/IHCKI/IM pa6OTHI/IKaM PECKOMCHAYCTCA
COO6H_IaTB 0 JIFOOBIX MoA03pCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIiapara
4YCpe3 HAIMOHAJIIBHBIC CUCTCMbI COOGH_IGHI/DI 0 HCKCJIATCIIbHBIX PCAKIUAX IOCYyAapCTB — YJICHOB
EBpaSHﬁCKOFO 9KOHOMHUYECCKOI'o COro3a.

Poccuiickas ®@eoepayus

@OenepanibHas ciryx0a 1o Ha30py B cepe 3paBoOXpaHEHUsI.

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekTponHas moyra: phann@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3mpoBka

CuMOTOMBI

AHamm3 (papMakoIOrHYECKUX CBONCTB IperapaTta MO3BOJISICT MPEAIIONOKUTh, YTO OCHOBHBIM
MPOSIBIICHUEM TIEPEO3UPOBKH MOXKET OBITh KIMHUYECKH BBIpaXCHHOE CcHIkeHHe AJl wu
TOJIOBOKpYKE€HUE. BplTu omucaHbl OT/ENbHBIC Clydyau Mepefo3UpOBKU mpemnapata (10 672 Mmr
KaHJecapTaHa IUJIEKCETHIAa), 3aKOHUYMBIIHMECS BBI3JOPOBICHUEM IIalIUCHTOB 0€3 THKEIBIX
OCJIEICTBUM.

Jleuenue

[Ipy pa3BUTUM KIUHUYECKH BBIpaKEHHOro CcHUXkeHus AJl Heo0XoauMo IpPOBOIUTH
CUMITOMAaTUYECKOE JIEYEHHE M KOHTPOJIMPOBATh COCTOSIHME MallMeHTa. YJIOXKHUTh MAlMeHTa Ha
CIUHY, NPUNOAHATH HOTH. [Ipy HEoOXoaUMOCTH cleayeT YBEIMUUTh 00bEeM IUPKYIHPYIOLIEeH
I1a3Mbl KPOBH, HaIpUMep, yTeM BHyTpuBeHHOro BBeneHus 0,9 % pactBopa HaTpus xyiopuaa. B
cillyuae HEOOXOJMMOCTHM MOTYT OBbITh Ha3HaYeHbl CHMIIATOMUMETHUYECKHE Ipernaparhl.
Kannecapran He BBIBOAMTCS C IOMOIIbIO T€MOINAIN3A.

5. D®APMAKOJOTI'MNMYECKHUE CBOMCTBA
5.1. @apmakoamHaMH4yecKHe CBOWCTBA

®dapmakoTepaneBTUYeCKas TIpyMNIa: CpPeacTBa, ACHCTBYIOIIME HA PEHUH-aHTMOTEH3UHOBYIO
CHUCTEMY; aHTarOHHUCTHI PELIENTOPOB aHTHOTeH3uHa [1.

Koxg ATX: CO9CA06

MexaHu3M JeUCTBUS U d)aDMaKOHHHaMquCKHC Bd)d)CKTBI

AHrunorensuH II — 0cHOBHOI TOPMOH pEHUH-aHTHOTEH3UH-AJIBI0CTEPOHOBON CUCTEMBI, KOTOPBIN
UIPAaeT BAaXHYIO pOJIb B MATOI€HE3€ apTepUaIbHON THIEPTEH3WH, XPOHUYECKOM CepAedHON
HEJAOCTAaTOYHOCTH M JIPYITMX  CeplIeYHO-COCYAMCThIX  3albosieBaHuil.  OCHOBHBIMHU
¢uznonornueckumMu s¢¢dexkramMu aHruoteHznHa Il SBISIOTCS Ba3OKOHCTPUKIIMS, CTUMYISLUS
MPOAYKIHMH AJIBJIOCTEPOHA, PETYJSIIUSA BOJHO-3JEKTPOJIMTHOIO TOMEOCTAa3a W CTUMYJISLUS
KJIeTO4YHOro pocta. Bce 3tu 3¢ddexrsl omocpenoBansl B3aumozencTBueM aHruoreHsuHa Il c
AHTMOTEH3MHOBBIMU perenitopamu 1 tuna (AT1-penentopsr).
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pernenitopoB). Kanngecapran He MHruOHMpyeT aHruoTeH3WHNpeBpamatommii depment (AIID),
KOTOPBI OCYIIECTBJISCT NpeBpanieHue anruoreHsuHa [ B anruorensun Il u paspymaer
OpaaukunuH; He BuseT Ha AIID 1 He MPUBOANUT K HAKOIUICHUIO OpaJKUHUHA WM CyOCTaHIIUU
P. IIpu cpaBHeHnu kaHnecaptana ¢ uHruouropamu AlID pa3zBuTHe KAl pexe BCTPEUaIoch y
NAlMEHTOB, IMOJYy4YaBIIMX KaHJaecapTaHa uLuiekcetus. KanpecapraH He CBS3BIBAE€TCS C
perenTopaMu Jpyrux rOPMOHOB U HE OJOKMPYET MOHHBIE KaHaJIbl, yYaCTBYIOIIKE B PEryJsLuU
byHKIMI cepAeyHO-COCYAUCTON cHucTeMbl. B pesynbrare OnokupoBanus ATi-penentopos
aHruoTeHs3uHa Il mporncxoauT 10303aBUCUMOE NOBBIILIEHUE AaKTUBHOCTH PEHUHA, KOHLIEHTPALMH
aHruoreHsuHa I, anrnorensuna Il 1 CHUKEHHE KOHLEHTPALMU aJIbJOCTEPOHA B IJIa3ME KPOBH.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30IIaCHOCTD

Apmepuanvnasn cunepmen3us

[Tpu apTepualibHOM THIIEPTEH3NN KaHIeCapTaH BhI3BIBACT JI0303aBUCUMOC JNTUTEIIBHOE CHIKCHHE
A/l. TunorensuBHbIi 3 PexT mpenapara o0yCIOBIEH CHIKEHHEM OOIIETo MepuQepuyecKkoro
COMPOTUBIIEHUSI COCYAOB, 0€3 H3MEHEHHs 4acToThl cepiaeuHbix cokpamenuid (YCC). He
OTMEYaJIOCh CIy4acB BBIPAKCHHOH apTepHaJbHOW THUIOTECH3WH IOCIe MpUEMa TEPBOM 03B
npernapara, a TakKe CHHIPOMa OTMEHBI (CHHAPOM «PHUKOIIETAy) MOCIE MPEKPAIICHUS TePAITHH.

Havano runoreH3uBHOrO A€MCTBHS MOCEe NpHUeMa IMEPBOM J03bl KaHJecapTaHa LUJIEKCETHUIIa
0OBIYHO pa3BUBAETCA B TeUCHHE 2-X 4acoB. Ha oHe mpomoinkaromeiics: Tepanuu npernaparom B
(bUKCUPOBaHHO 03¢ MakcuMalibHOE CHIDKeHHE A/l 00BIYHO HocTHTaeTCs B TeUueHHE 4 Helemb U
coXpaHsieTcs Ha IpOTshKeHUM JiedeHus. KanaecapraHa HUIEKCETHII, Ha3HAYaeMbl OJJUH pa3 B
CyTkH, obecrieunBaeT 3(QeKTUBHOE M IUIaBHOEe cHUKeHHe AJ[ B Tedenue 24 yacoB ¢
HE3HAUUTENbHBIMU KoJeOaHusMU AJ] B HHTepBasax MeEXIy NpUEeMaMHM OYEepeaHON 03bl
npenapata. [IpumeHeHHe KaHAecapTaHa LMJIEKCETHIa COBMECTHO C TMAPOXJIOPOTHA3UIOM
IOPUBOAUT K YCWJIEHUIO TMIOTEH3MBHOTO 3(dekra. CoBMecTHOE NpHUMEHEHHE KaHjaecapTaHa
[WIEKCETHIIAa ¥ THJIPOXJIOPOTHA3U1a (MM aMJIOAMIINHA) XOPOIIO MEPEHOCUTCSI.

D¢ heKTUBHOCTH IpemapaTa He 3aBUCUT OT BO3pAcTa U 10Jia MAIUEeHTOB.

Kannecaprana muiekceTus yBeIMUMBaET OYEUYHbIN KPOBOTOK M HE U3MEHSET WM YK€ MOBBIIIAET
CKOPOCTh KJIYyOOUYKOBOM (QMIbTpalMu, TOTJa Kak IOYEYHOE COCYAMCTOE COINpPOTUBIEHHE U
¢mibTpanmonHas ¢pakuus cHIkartoTcs. [Ipuem kaHaecapTaHa IuIeKkceTmia B 103 8—16 mr B
TedeHne 12 HeJenb HE OKa3blBa€T HETaTUBHOTO BJIMSHHUS Ha KOHIICHTPAIUIO TIIIOKO3BI U
JUNHUAHBIN TPO(UITE Y MAIIMEHTOB C apTepHAIbLHON TUIIEPTEH3UEN U caxapHbIM quabeToM 2 TuIia.
Knunnueckoe neicTBUE KaHAecapTaHa LWIEKCETHJIA HA II0Ka3aTelb CEPIACYHO-COCYAMCTON
3200JIeBa€MOCTH U CMEPTHOCTH TIpH MpuéMe B 03¢ 8—16 mr (cpeansist 1o3a 12 mr) oauH pa3 B
CYTKH HCCIIEZI0BAJIOCh B XO/I€ PaHJAOMU3UPOBAHHOTO KIMHUYECKOIO UCCIEI0OBAaHUS C y4acTHEM
4937 nmoxunbix manueHtoB (Bo3pact ot 70 mo 89 mer, 21 % marmmenToB B Bo3zpacte 80 jeT u
CTapIie) ¢ apTepHabHON THIEPTEH3UEH MITKOM U YMEPEHHOM CTETICHH TSKECTH, TIOTYyJarOIINX
TEpanuio KaHJaecapTaHa IMIJICKCeTUIIOM B cpeHeM B TeueHue 3,7 net (uccnenoBanne SCOPE —
UCCIICIOBAaHNE KOTHUTHBHBIX (YHKIMA W TIPOTHO3a y TMOXHUIBIX NalMeHToB). [lanueHTs
MoNTydalnd KaHAecapTaHa MMJIEKCEeTHJI WU Tuianedo, Mph HEOOXOAWMOCTH B KOMOWHAIIUU C
IPYTMMH TUIOTEH3UBHBIMH cpeacTBamMu. (O0a pexuMa Tepanuu Tmokaszamn 3¢ deKTUBHOE
CHIDKEHHME cucToimueckoro u auactonuyeckoro AJl (¢ 166/90 no 145/80 mm pr.cT. B Tpymnmne
MaIlMeHTOB, TOJIYYaBIIMX KaHaecapTaH, u ¢ 167/90 no 149/82 MM pT. CT. B KOHTPOJILHOU TPYTITE)
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XOpOIIEM YPOBHE B 00€UX IpyIIax HanueHTOB. MexXIy STUMH ABYMS IpYyINIaMu MAlMeHTOB HE
HA0JII0/1aJI0Ch CTATUCTUYECKU 3HAYMMBIX Pa3/IMYMi 4acTOThl Pa3BUTHUS CEPAEUYHO-COCYIUCTBIX
OCJIOKHEHUN 10 NEPBUYHOM KOHEUHOM TOYKE, BKIIOYAIOLIECH CEPIEYHO-COCYAUCTYIO CMEpTh,
pasBuTHE HedaTaabHOro MH(papKTa MUOKapAa W HedaTaabHOro MHCYIbTa. OAHAKO B TpyIIe
NAlMEHTOB, NOJYYaBIIUX KaHJECapTaH, PUCK Pa3BUTHUsA HedaTalbHOro MHCYJIbTa ObUT HA 28 %
HIDKE, YEM B KOHTPOJILHOM IpyIie (0OTHOCUTENbHBIN pucK = 0,72, 95 % noBepuTEIbHBIA HHTEPBAI
0,53-0,99, p=0,04).

Xponuuecxaﬂ cepdelmaﬂ HeO0oCmamo4HoCms

CormacHo pe3yibTaTaM nporpamMmmbl kinHudeckux uccienoannii CHARM (Kanaecapran npu
XPOHUYECKOH ceplaeyHoi HepoctaToyHocTH — OueHka CHmkeHus YpoBHA CMEpTHOCTH U
3abosieBaeMoCTH) € ywacTHeM 7599 mnanueHTOB INPUMEHEHHME KaHJecapTaHa ILMJIEKceTusIa
(cpemnsist mo3a coctaBmia 24 MI/CyTKH) IPUBOINIIO K CHIKEHHUIO YaCTOTHI CMEPTEIHHBIX UCXOJI0B
U YacTOThl TOCHHUTAIU3ALUU IO MOBOJAY XPOHUYECKOW CEplIeYHON HEJIOCTATOYHOCTH, a TaKkKe
YIYYIIEHUIO CUCTOMMYECKON (PYHKIIMU JIEBOTO Kely10uka. MenuaHa AU TEIbHOCTH HAaOMI0IeHUS
cocTapisia 37,7 MecsIeB.

B uccnenosanun CHARM-Alternative (n=2028) y maiiueHTOB O CHUXEHHOH (pakiiueii BIopoca
neBoro xemymouka (PBJDK) < 40 %, me momydaBmux wHTHOUTOpHI AII® WM3-3a mIOXOMU
NEPEHOCUMOCTH (B OCHOBHOM H3-3a Kanuisi — 72 %), KOMOMHUPOBAHHBINA KPUTEPUH, BKITFOYABIIUI
CMEpPTh OT CEepACYHO-COCYIUCTHIX 3a00JIEBaHUN WM TEPBYIO TOCHUTAIM3AIMIO MO TOBOAY
XPOHMYECKOH CepACYHON HEIOCTaTOYHOCTH, OBLI 3HAYMTENILHO HW)XE B TPYIIE MAIMEHTOB,
MOJTyYaBUINX KaHAECapTaH, M0 CPAaBHEHUIO ¢ rpymnmnoi mianedo (cootHomenue puckoB = 0,77,
95 % noseputenbubiii uHTEpBan 0,67-0,89, p<0,001). CHHKEHHE OTHOCUTEIBHOTO pHUCKA
coctaBuno 23 %. [Ipu 3ToM OBUIO OTMEUEHO MOJIOKHUTENbHOE BIUSHUE KaHJecapTaHa U Ha
KOKIYI0O U3 COCTaBISIOLIMX ATOr0 KOMOMHHUPOBAHHOTO kputepus. [IprMeHeHne kaHaecapTaHa
[UJICKCETHNIA TPUBOJIMIO K yIy4YHIEHHIO (DYHKIIMOHAIBHOTO KJacca XPOHUYECKOW CepieuHOM
HenoctarouHocTH 1o kinaccupukanuu NYHA (p=0,008).

B wuccnenoBannn CHARM-Addcd (n=2548) y mamnmentroB co cHmxenHoit ®BJIDK < 40 %,
nojiyyaBmnux HHruoutTopsl All®, KOMOMHMpPOBaHHBIM KPUTEPHM, BKIIOYABIIUNA CMEPTh OT
CEpJICYHO-COCYIUCTHIX 3a00JIEBaHUN WM MEPBYI0 TOCHUTAIM3ALMIO MO MOBOJY XPOHUYECKOU
CepAeYHON HEAOCTATOYHOCTH, ObUI 3HAUMTENBHO HMXKE B TpYIIE MAHMEHTOB, MOJYyYaBIIMX
KaHjecapTaH, 10 CpaBHEHHMIO ¢ rpymnoil muanedo (cooTHomeHnue pucko = 0,85, 95 %
noeputenbHblt  uHTepBan  0,75-0,96, p=0,011), 4dYTO COOTBETCTBOBAIO  CHUKEHUIO
oTHOcUTeNbHOro pucka Ha 15 %. IlpumeHeHue kaHaecapTaHa NMJIEKCETHUIa HPUBOAMIO K
yIy4IIeHUI0 (QYHKIMOHAIBHOTO Kjacca XPOHUYECKOW CeplIeYHOM HeAOCTaTOYHOCTU IIO0
knaccudukammu NYHA (p=0,020).

B nccnenoBannu CHARM-Preserved (n=3023) y manuenTtoB ¢ ®BJIXK > 40 % He Ob1UT0 BBISIBICHO
CTaTHCTUYECKHM  JIOCTOBEPHBIX  pa3lMyMii  3HAYeHUS  KOMOWMHUPOBAHHOTO  KpPHUTEpUs
3P PEKTUBHOCTH, KOTOPBIA BKIIOYAN B ce0sl 4aCTOTy CMEPTENbHBIX MCXOJOB OT CEepAECYHO-
COCYIUCTBIX 3a00JIeBaHUM WM YacTOTy MEPBOW TOCHUTAIU3AIMU IO TOBOAY XPOHUYECKOM
cepAeuyHON HEeIOCTAaTOUYHOCTH, B IPYIIaxX KaHaecapTaHa 1 miaredo (cooTHouenne puckos = 0,89,
95 % nosepurenbHblil uHTEpBan 0,77-1,03, p=0,118). IIpu 3TOM GBIIIO OTMEYEHO MOJIOKHUTETHHOE
BJIMSHUE KaHJlecapTaHa Ha OJIHY U3 COCTaBJISIOLIMX JAHHOIO KOMOWHUPOBAHHOTO KpUTEPUS —
CHI)KEHHE YacTOThI TOCIUTAIN3AIMN 110 TIOBOAY XPOHUUYECKOM cepieyHON HEJ0CTaTOYHOCTH.
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AOCTOBCPHBIX pa3.HI/I‘-II/II71 YaCTOTbl CMCPTCIIBHBIX HMCXOAOB OT BCCX IIPUYUH B TIpyHIiax
KaHzecapTaHa u iane6o (coornomenue puckoB = 0,91, 95 % nosepurenbHblit nHTEpBa 0,83—
1,00, p=0,055).

CHM)KEHHE 4YacTOThl CMEPTENbHBIX HMCXOAOB WJIM 4YacTOThl TOCHUTAJIM3ALMA 10 IOBOAY
XPOHMYECKON CepJIeUHON HEAOCTATOYHOCTH Ha (pOHE Tepanuu KaHAecapTaHOM HE 3aBHUCENIO OT
BO3pacTa, 110J1a ¥ COMmyTcTBYoIEeH Tepanuu. Kanaecapran takxke ObU1 3PEKTUBEH y MALUEHTOB,
IpUHUMABIIUX OeTa-aApeHoOJ0KaTopbl B coderaHuu ¢ uHruouropamu AllD, mpu sTOM
3¢ (eKTUBHOCTh KaHI€CApTaHa HE 3aBUCENIA OT TOr0, IPUHUMAET JIM NALIUEHT ONTUMANIBHYIO 103y
unHruourtopa AIl® nnu Her.

Y nanueHToB ¢ XPOHHYECKOW cepaeuHoil HemocratouyHocThio m OBJDK < 40 %, mpuém
KaHJecapTaHa  CIOCOOCTBOBANl  CHMKCHHIO  00mero  mepudepudeckoro  COCyIUCTOTO
COMPOTHBIICHUS W KANWDUIAPHOTO JABJICHHS B JICTKHX, IMOBBIIICHUIO AKTHBHOCTH PCHHHA H
KOHIICHTPAIlMU aHTHOoTeH3uHA 1] B m1a3me, a Takke CHIDKEHHUIO YPOBHSI aJlbJIOCTEPOHA.

5.2. dapMakokmHeTHYeCKHe CBOIiCTBa

AOGcopOrus

Kangecaprana IWJIEKCETHJI SIBJISIETCS MPOJIGKAPCTBOM Ui TpUeMa BHYTPb. BBICTpO
IpeBpaIiaeTcs B aKTUBHOE BEIICCTBO — KaHJECapTaH IMOCPEICTBOM I(UPHOTO TUIPOIH3A MPH
BCACBIBAHWHM W3 THINEBAPUTEILHOTO TpPaKTa, MPOYHO CBs3biBaeTcs ¢ ATi-penentopamu u
MEIJICHHO JHCCOLUMHUPYET, HE MMEET CBOWCTB aroHucra. AOCOIIOTHAas OHOJOCTYITHOCTh
KaHJecapTaHa Mocjie MpueMa BHYTPh pacTBOpa KaHJecapTaHa IUJIEKCETUIa COCTABISET OKOJIO
40 %. OrtHocutenbHas OWOAOCTYIMHOCTH TaOJETUPOBAHHOTO IIpermapaTa IO CPaBHEHUIO C
pacTBOpPOM ISl IpreMa BHYTPh cocTaBisieT mpubnausutenbHo 34 %. Takum oOpa3om, pacueTHas
abcomroTHas OMOIOCTYITHOCTh Ta0IeTUPOBAHHOM (opMBI IpemnapaTa cocTtaBisier 14 %.

BI/IO,[[OCTYHHOCTL KaHACCapTaHa HC 3aBUCUT OT IIpHUEMa IMUIIH.

Pacnpenenenue

MakcumManbHasi KOHIIGHTpAIHs B CBIBOPOTKe KpoBH (Cmax) mocturaercs uepe3 3—4 gaca mociie
nprema TadIeTHpOBaHHOH (opMbl penaparta. DapMakOKHHETHUECKUE TTapaMeTphl KaHaecapTaHa
HE 3aBHCSAT OT IoJ1a nauenTa. [IpuémM nuim He oka3pIBaeT 3HAYMMOTO BIMSHUS Ha TUIOIIAAb MO
KpUBOH «koHIeHTparws — Bpems» (AUC), T.e. uIIa CymecTBeHHO HE BIUSET Ha OMOJOCTYITHOCTh
npenaparta. KanjecapraH axkTHBHO CBsi3bIBaeTcsi ¢ Oenkamu Iasmel (>99 %). OObem
pacripeenenust kanjecaprana coctasiusier 0,1 ji/kr.

BI/IOTDaHCd)ODMaHI/ISI U 3JIMMHHAIUA

Kannecapran, B OCHOBHOM, BBIBOJUTCSI U3 OpraHM3Ma MOYKAMU U C JKEJIYbI0 B HEM3MEHEHHOM
BUJAC U JINIIIb B He3HAYNTEIILHON CTETIEHHN MeTa6OHI/I3preTC$I B IICUYCHMU. HepI/IOJI IMOJIYBBIBCACHUA
KaHJecapTaHa COCTaBisieT npuOiau3uTenbHo 9 yacoB. Kymynsnuu mnpenapara B OpraHusMe He
HaOmomaeTcss. OOmuil KIMpEeHC KaHjaecapTaHa cocTaBisieT okojo 0,37 MJI/MUH/KT, TIPU 3TOM
nmovyeuHbli kimupeHc — okono 0,19 wmur/mun/kr. Ilodyeunas dSKckpenus KaHJecapTaHa
OCYIIECTBIISIETCS IMyTEM KIyOOUYKOBOW (UIBTPAIIMM U aKTUBHOW KaHaJbIleBOW cekpernwu. [Ipu
npuéMe BHYTPh pPaJMOAKTUBHO-MEUEHHOTO KaHJecapTaHa MUJIeKceTHIa okoino 26 % or
BBEJICHHOT'O KOJIMYECTBA BHIBOJIUTCS MOYKAaMH B BUJE KaHAecapTaHa U 7 % B BUJE HEAaKTUBHOTO
MeTabonuTa, TOrna Kak B Kale oOHapykuBaeTcs 56 % OT BBEACHHOTO KOJHMYECTBA B BHJIE

14



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.03.2025 N= 23965

(NOCNEOCBATENEHOCTE 0002)

kanaecaprana u 10 % B Bue HEAKTUBHOTO META00JIHTA.

JInHeHHOoCTh (HEIUMHEHHOCTD)

[Tpu yBenuueHHH 103bI IIpenapaTa B pEKOMEHAYEMBIX Ipe/eaax KOHILEHTpalus KaHJecapTaHa
HOBBIIIACTCS JTUHENHO.

TloyeyHas HETOCTATOYHOCTD

VY NaIyeHToB C JIETKUM U YMEepeHHbIM HapylieHueM ¢pyHnknuu nmodek Cmax u AUC kanaecaprana
yBenumuuBaiuch Ha 50 % u 70 % cooTBETCTBEHHO, TOT/Ia KaK IEPHO/ MTOJTyBBIBEICHUS Mperapara
HE W3MEHSETCS 110 CPAaBHEHHIO C MAI[MEHTaMH ¢ HOPMAJIbHOW (D)YHKIIMEH MoYeK. Y MalueHTOB C
TsDKeTbIM HapyineHueM ¢yHkmuu nouyek Cmax u AUC kanaecaprana ypenuuuBayivch Ha 50 % u
110 % cooTBeTCTBEHHO, a TMEPHUOJ TMOJYBBIBEICHHUS Ipernapara yBeIUYHMBAICA B 2 paza. Y
MAIUEHTOB, HAXOAAIIUXCS HA TeMOINUaIN3e, ObUTH BBISBICHBI TaKHUE Ke (DapMaKOKHHETHICCKHE
napamMeTphbl KaHjaecapTaHa, Kak y MalMeHTOB C TSHKEIbIM HAPYIICHUEM (YHKIIUHU ITOYEK.

IleueHouHas HEAOCTATOYHOCTD

B nByx uccneoBaHusIX ¢ y4aCTHEM MAIIMEHTOB C JISTKHM HJIM YMEPEHHBIM HapyIeHueM QyHKITUU
MEYCHH OTMEYAIOCh MOBbIIeHHE cpeaHero 3Hadenuss AUC kanpecaprana npumMepHo Ha 20 % B
onHOM uccnenaoBanuu 1 Ha 80 % — B apyrom (cm. pazzaen 4.2.). OnbIT NpUMEHEHHS y MalueHTOB
C TSDKEJIBIM HapyIIeHHeM (DYHKIIUU TIEYSHU OTCYTCTBYET.

JInia moKMaoro Bo3pacra

VY noxunsix nanueHToB (crapiie 65 net) Cmax u AUC kannecaprana yBennuuBatotcs Ha 50 % u
80 %, COOTBETCTBEHHO, MO CPABHCHHUIO C MOJIOABIMU ManueHTaMu. OJHAKO THITOTCH3UBHBIN
3pdeKT W YacToTa BO3HUKHOBEHHUsS HEXKENATEIbHBIX PEaKIMi TNpH NPUMEHEHHWH IMperapara
ATakaH]1 He 3aBHCAT OT BO3PACTa MAIlMEHTOB.

6. ®APMAIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHb BcIOMOraTe/bHbIX BellleCTB

Kapmennosa kanbius

I'unpono3sa

Kpacurens xene3a okcua kpacusrii E 172
JlakTO3BI MOHOTHIpPAT

Marnus creapat

Kykypy3HbIi1 Kpaxma

Maxkporosn 8000

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpox roaHocTH (CpoK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
Xpauuth npu Temnepatype Hike 30 °C.

6.5. XapakTep U coaep:KaHHe MEPBUYHOI YIAKOBKH

[To 14 tabnerok B Omucrepe u3 [IBX/IIB/IX/amtomunus, no 2 Gnucrepa ¢ MHCTPYKLIHEH IO
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IIPUMEHEHHUIO B KAPTOHHYIO I1AYKy ¢ KOHTPOJIEM HGDBOF&@&B‘J@E{: BATEMNBHOCTD 0002]

6.6. OcoOble Mepbl NPeAOCTOPOKHOCTH TNPH YHUYTOKEHUM HMCIOJIb30BAHHOIO
JIEKAapPCTBEHHOI'0 Npenapara WM 0TX010B, OJYy4YeHHbIX M0c/Ie IPUMEeHeHHs npenapara, u
ApPyrue MaHUMYJISIIMY C MIPeNnapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHU S
['epmanus

YEITIJIA®APM Apunaitmurrens ' MOX

CHEPLAPHARM Arzneimittel GmbH

[urensxod 24, 17489 I'paiidcBanba, ['epmanus

Ziegelhof 24, 17489 Greifswald, Germany

7.1. TIlpeacTaBuTe]b Jep:KaTesisi PerucTPANMOHHOIO YIOCTOBEPEHHS HA TEPPUTOPHHU
Colo3a

[Iperen3un norpedbUTENEH HAIPABIATE 110 aIPECY:

Poccniickas @enepanns

000 «®APMATENUT»

127322, r. Mockga, yi. SI6104koBa, 1. 23-2-20.
Ten.: +7 (495) 99191 71

OnekrponHas modra: farmageit@mail.ru

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

9. JIATA MEPBUYHON PETUCTPALIMU (IOJATBEPXKJIEHUS PETUCTPAILIAH,
INEPEPETUCTPALINN)

[lara nepBoii peructpanuu:

10. JATA NEPECMOTPA TEKCTA

OO0mrast xapakTepUCTHKA JIEKApCTBEHHOIO IpenapaTta ATakaH[ JOCTyIHA Ha MUH(OPMAIMOHHOM
noprane EBpazuiickoro 3KOHOMHYECKOI0 CO03a B MH(OPMAIMOHHO-KOMMYHHUKAIIMOHHON CETH
«UuTepuer» https://eec.eaeunion.org/
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