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10 MEAULIMHCKOMY IMPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA

Anposenn®

Perucrpamuonnnbiii Homep: JITT-Ne(000309)-(PT"-RU).

Toprosoe HanMeHOBaHue: ApoBens”.

MesxayHapoaHoe HEIIATEHTOBAHHOE HAUMEeHOBaHuUe: updecapTaH.
JlekapcrBennas ¢popma: TabICTKH, TOKPHITBIC ITICHOYHON 000JIOYKOH.
Cocras

Tabaremku, nokpvimele naeHounou o0bonroukou, 150 me: B 0JHOW TaONeTKe COACPXKUTCA: A0PO:

Oeticmeyrouee esewecmeo:. upodecaptan — 150 Mr; ecnomocamenvuvie eeujecmsea: NaKTO3bI
MOHOTHU/PAT, LEIUII0JI03a MUKPOKPUCTAJUIMYECKasl, KPOCKapMeslio3a HaTpus, TMIIPOMEIIo3a,
MarHus creapar, KpPEMHHMs JIMOKCHJ, MieHouHas 060104Ka: Kpacuteldb Oelbli , BOCK
KapHayOCKHA.

Tabremxu, nokpvimoele naenoynot oboroukou, 300 me: B OJHOU TaONETKE COAEPKHUTCS: A0po:

oeticmeyrowee esewecmeo: updecapran — 300 Mr; gcnomocamenvHble 6ewjecmsd: NAKTO3bI
MOHOTH/IPAT, MCIUNOI03a MHUKPOKPUCTAIUIMYECKAst, KPOCKAPMEILIO3a HATpUs, THIIPOMEIUIO3a,
MarHUsg CcTeapaT, KPEMHHsA [HOKCHA; mieHounas 0060104Kka: KpacuTedb Oemblif, BOCK
KapHayOCKHA.

*KpacuTenb Oenbli COACPKHUT JAKTO3hl MOHOTHIApAT, THIpOMenno3y, Makporoa-3000, tutana auokxcua (E 171).

MozkeT GbITh Henonb3oBan Onaapait®™ I 32F38977 uinu aHaIOrHYHBIH KpacHTeb.

Onucanue

Tabaemxu, nokpvimoie nieHoyHou obonoukou, 150 me: NTBOSKOBBIIYKIIBIC OBAJIBHBIC TAa0JICTKH,
MOKPBITBIC TUICHOYHOW 000JIOUKOH 0€/10T0 MM nmo4TH Oenoro 1BeTa, ¢ FPaBUPOBKOI B BHJIC
cep/ua Ha OAHOH CTOpOHe U uncia 2872 — Ha ApYTOH.

Tabaemku, nokpwimoele nienoynou oborouxou, 300 me: NBOAKOBHINYKJIBIE OBAJbHBIE TabJIETKH,
MOKPBITBIC [JICHOYHOM 000JI0YKOM ©0€0ro Min noytu Oeyloro 1BeTa, ¢ rPpaBHPOBKOH B BHJIE
cep/ila Ha OJHOM CTopoHe U yucia 2873 — Ha Jpyroi.

dapmakoTrepaneBTHYCCKAs IPyNNA: aHrHOTeH3uHa 1] penenTopos aHTaroHUCT.

Koa ATX: C09CA04.

DapMaKo.I0rH4ecKHe CBOHCTBA

Dapmakodunamuka

Hpbecapran sBIAETCS CENEKTUBHBIM AHTarOHHCTOM peuentopoB aHruoteHsuHa Il (tuma ATh).
HpbGecapran He TpeOyeT MeTabONIHYECKOH aKTHBALMK AN MpUOOpeTeHus (hapMaKoJIOrHIecKo

aKTMBHOCTH. AHruorensus Il sBisiercss BaKHBIM ~ KOMIIOHEHTOM  PEHUH-aHIMOTEH3WH-
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anpiocteporoBoit  cuctembl (PAAC) u  BoBiCucH EHQ&BF&Q@%EQE%CQE%QS%HOIX

TMIIEPTEH3UH, a TAK)Ke TOMEOCTa3 HaTpus.
Hpbecaptan 610kHpyeT Bee (PU3HONOTHYECKH 3HaUnMBblIe 3(p(heKThl aHTHOTeH3uHa 11, He3aBHCHMO
OT WCTOYHMKA WJIM TIYyTH €ro CHHTE3a, B TOM YHCIE, €ro CWIbHO BBIPAKECHHbIC
COCY/IOCY)KMBAIOIIMI ¥ aJIbJIOCTEPOHOCEKPETHPYIOMMI  A(DEKThI, peamu3yrolmecs Yepes
peuenTopsbl Tia AT1, pacnosioKeHHbIE Ha MOBEPXHOCTH INIaAKOMBIIIEYHBIX KIETOK COCYIOB H B
KOpe HaanoyeyHukoB. MpOecapraH He o007aJaeT aroHUCTHYECKOH akTUBHOCTBIO K AT
perenTopaM U uMeeT ropasjo 6onsuiee (6oaece uem B 8500 pas) cpoactBo k ATi-penenropam,
yeM K ATr-penentopam (peuenrtopaM, HE CBS3aHHBIM C peryisinueit pabdoTel cepjieyuHo-
COCYAMCTOM CHCTEMBI).

Hpbecaptan He unrudbupyer depmentsl PAAC (Takue Kak peHHH, aHTHOTEH3MHIIPEeBpaIlatoIui
depment [AIID]) u He BIMSET HAa pelENTOPbl JAPYrUX TOPMOHOB HIIM WOHHBIC KaHAJIbI,
y4YacTBYIOUIME B PEryJisiiiy apTepuanbHoro aasiaeHus (AJl) u romeocrasa Hatpus. biokupopanue
upOecapranom ATi-peuenTopoB mpepblBaeT ILenb OOpaTHOH CBSI3M B CHCTEME pPEHUH-
AQHTUOTEH3UH, YTO MPUBOJUT K YBEJIIMYEHHUIO [IA3MEHHBIX KOHIIEHTPALUI pEeHUHA H AHTHOTEH3HHA
Il. ITocne mnpmema wupbecaprana B PEKOMCHJIyCMBIX /033X IUIA3MEHHAs KOHIICHTpAIUs
QJIB/IOCTCPOHA CHWIKACTCS, HEC OKa3bIBas IPU ITOM CYIICCTBCHHOTO BIMSHHUS HA COJICPIKAHHE
Kanusi B CBIBOPOTKE KpPOBU (CpefHee 3HadYeHHe ero ypenuueHus coctarisger < (0,1 MDks/m).
Hpbecapran He OKa3plBaeT 3aMETHOTO BIMSHHS Ha CHIBOPOTOYHBIE KOHLIEHTPALUH
TPHUITIMIIEPH/IOB, XOJICCTEPHHA M II0K0o3bl. MpOecapran He BIMseT Ha KOHICHTPAIMIO MOYEBOM
KHCJIOTHI B CBIBOPOTKE KPOBU MIIM HA CKOPOCTH HKCKPECIIMH MOYEBOIH KUCJIOTHI IIOYKAMH.
AHTHrHIIEpTeH3UBHBIN 2 dexT upbecapTaHa NpOABIAETCA YKe MOCIe MpUeMa ero nepBoil J03bl
U CTAaHOBUTCA 3HAYMMbIM B TeueHue |-2 Hejmenb TpHeMa, €ro MaKCHMalbHBIH
aHTUTHNCPTeH3UBHBIN d(dekr nocruraercs k 4-6 Hejpene sedenus. B joirocpodnsix
KJIMHUYECKMX HCCIE/0BaHUAX Ha0II0/1alloCh COXpaHEHUE aHTUTUIepTeH3UBHOrO 3¢ dekra
upbecaprana 0oJiee OHOTO roja.

[Ipu oxHOKpatHOM mpueMe BHYTpb upOecapraHa B no3ax a0 900 Mr aHTUrUIepTEH3HBHBIHA
ahdeKT HOCHT H0303aBUCUMBIN XapakTep B TeueHuEe CcyTok. MpbOecapran mpu 0aHOKpaTHOM
npueme B po3ax 150-300 mr B Teyenue cyrok cHmxkaer AJl, n3MepAEMOE B IOJIOKECHUH «JICHKa»
HIIH «CHJID» B KOHIIE MEXKI030BOT0 HHTEpBaIa (depe3 24 4 mocne npueMa a03bl updecaprana, T.
e., nepedq MPUEMOM OdYepeaHoW [a03bl upOecapTaHa), B cpeaHeM Ha 8-13/5-8 mm pr. cT.
(cucrosmueckoe/auacrosnmueckoe AJl) o cpaBHeHHMIO ¢ r1anedo. AHTUrHIIEpTeH3UBHBIH 3 dexT
upOecaprana nepeja npueMom ouepeiHoi 1036l cocrasiger 60-70 % oT MakCHMallbHBIX 3HAYCHU I
CHH)KEHMS IHACTOJMYecKoro u cucroinueckoro AJl. OntumansHoe cHmkenue AJl B TeueHue 24

4 JOCTUraeTcs MpH npueme upbecaprana | pas B CyTKu.
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WpbGecapran npuOnu3uTensHO B OIMHAKOBOW (TCTICHU 'M&&E%%M%%I 2SI n B

MONOXKEHUH «i1exa». Oproctatnueckue >PQeKTl HabMoaarTcs PeaKo, OJHAKO, Kak H MpH
npueMe UHTHONTOpoB AlID, y manueHToB ¢ rUMOHaTpHEMHEN W/MIH TMIOBOJIEMHEH BO3MOXKHO
ype3mepHoe cHuKeHue AJl ¢ KITMHUYSCKUMHU TIPOSIBICHUSAMH.

AHTUTHIIEPTEH3UBHOE JICHCTBHE MpOecapTaHa ¥ THA3MJIHBIX JMYPETUKOB HOCUT aJIMTHBHBIN
XapakTep. Y NAalMEeHTOB ¢ HEJOCTATOYHBIM CHIDKeHHeM A/l mpu mMoHoTepanuu upOecapTaHoM
N00aBJIEHHE K €ro MpUeMy HU3KUX 103 ruapoxiaopotiasuaa (12,5 mr) 1 pa3 B CyTKH NPUBOJUT K
JlonoaHuTensHoMy cHkenuio AJl Ha 7-10/3-6 MM prT. CT. (CHCTOINYECKOE/ THACTONMYECKOE) TI0
CPaBHEHUIO C J100aBJICHHEM TUIAE0o.

D dexTuBHOCTE HpOEcCapTaHa He 3aBUCHT OT BOo3pacTa M nosia. Kak v mpu npuMeHeHHH IpyTHX
NeKapCTBEHHBIX CpeAcTB, KoTopble BAMSAOT Ha PAAC, aHTUrMmepTeH3MBHOE JeHCTBUE
upbecaprana y MalMEHTOB HETPOMHON pachl 3aMETHO MEHEE BBIPAXKEHO, OJIHAKO, IIPH
NpUMEeHeHUn updecapTraHa 0/IHOBPEMEHHO ¢ HU3KUMH J103aMU T'HJIPOXJIOPOTHA3H 1A (HaIpuMmep,
12,5 Mr B CyTKH) aHTUTHIIEPTEH3UBHBIN OTBET Y NALIMEHTOB HETPOUIHOMN packl NpHOIMKAETCS 1O
3 HEKTUBHOCTH K TAKOBOMY Y MALIUEHTOB EBPOIEOUIHON PACHI.

[Tocie ormens! nupbecaprana A/l Bo3BpamaeTcst K MCXOHOMY YPOBHIO 1ocreneHHo. Cunapoma
«OTMCHBI» HE HAbJIIOaeTCs.

Y DanMeHTOB ¢ apTepualbHOM MMIEpPTEeH3UeH U ¢ caXapHbIM auadeToM 2 THMa, IPUHHUMAIOIINX
upbecapran B 103upoBke 300 mr, ormevanocs 20 % cHuxkeHue (110 cpaBHEHUIO ¢ mnanedo) u 23 %
CHIJKEHHE (110 CPAaBHCHHIO C aMJIO/IMIIMHOM B /103UpOBKE 10 MI') OTHOCHTEIBHOIO PUCKA IIEPBOIO
BO3HMKHOBCHHS JTIOO0r0 M3 CIEAYIOMHX COCTOSHHUI: Y/IBOCHHE CHIBOPOTOYHON KOHIICHTPALIMH
KpEaTHHUHA, Pa3BUTHE TEPMUHAIBHOW CTaJuMH MOYEYHOH HEAOCTATOYHOCTH MIM CMEPTH OT
mo00i M3 MpHYMH (IPH JOCTHIKEHHWH COMOCTAaBUMOTO CHHMKeHHMA AJl mpu npHMeHeHuHn
upOecapTana ¥ aMmI0AMIIUHA).

Dapmakokunemuxa

Abcopoyus

[Tocne nmpuema BHyTpbr upOecapran OBICTPO M IOIHOCTBIO BCACLIBACTCH, €ro abCoIOTHAs
ouopocTynHocTs cocrapisier npudiausutensHo  60-80 %. OpHOBpEMEHHBIH NIpPUEM  ITHIIH
CYLLECTBEHHO He BIUAET Ha OMOA0CTYMHOCTh UpbecapTaHna. [loce mpueMa BHyTps MaKCHMAaIbHAas
r1azMeHHas KoHueHTpauuu (Cmax) upOecaprana gocturaercs uepes 1,5-2 4.

Pacnpeoenenue

Csi3b ¢ 6eKaMu 11a3Mbl KPOBH COCTABISACT NPHOIM3NTENLHO 96 %. CBA3bIBAHKME C KJICTOYHBIMU
KOMITOHEHTAMH KPOBH He3HaYuTeNbHO. O0beM pacnipenenenus cocrapiser 53-93 1.

Memaboauszm
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[locne mnpuema BHYTPb HIH BHYTPHUBCHHOTO é%&lﬁ:ﬂg@&%ﬁ&%‘?ﬁaﬁ URHRs %

pPaJlMOaKTUBHOCTH, LHMPKYJIHPYIOIIEH B TMJa3Meé KpPOBH, NPHUXOAUTCA HAa HEH3MEHEHHBIH
upbecaptan. MpOecapran MeTabonM3HpyeTCs TMEYEHbIO NMyTeM OKHCIEHHSA ¥ KOHBIOTALMH C
TIIOKYPOHOBO#M KUCIOTOH. OCHOBHBIM METabOJINTOM, HAXOASIMMCS B CHCTEMHOM KPOBOTOKE,
sBisiercst  upOecaprana rmokypouuj (npubmmsurensio 6 %). Oxwucienue wupdecapraHa
OCYLIECTBIISIETCS, IVIaBHBIM 00pa3oM, ¢ nmomouiplo u3odepmenta uuroxpoma P450 CYP2CO,
yuactue uzopepmenta CYP3A4 B merabonusme upbecapraHa sBISETCS HE3HAUUTEIbHBIM.
Hpbecapran ne METabONM3UPYETCA € OMOIIBLIO 00JIBIIMHCTBA H30(EPMEHTOB, KOTOPBIC OOBIMHO
y4acTByI0T B Merabosm3me JiekapcTBeHHBIX npenapatoB (u3zopepmentst CYPIAL, CYP1A2,
CYP2A6, CYP2B6, CYP2D6 unu CYP2E]), u He BbI3bIBa€T X HMHTHOMPOBAHUA WM MHAYKIIHH.
HpbecapTan He MHAYLHPYET U He HHTHOUpyeT n3odpepmeHT CYP3A4.

Buiseoenue

HpbGecapran u ero MeTaboJUThI BBIBOJAATCS U3 OpraHu3Ma, Kak 4epe3 KUIICYHUK, TaK M TOYKaAMH.
Menee 2 % BBeeHHOU N03bI BBIIEISAETCS TOYKAMHU B BUJE HEU3MEHEHHOT 0 UpOecapTaHa.
Koneunblit nepron nonyssiBeneHus upoecaprana (Ti2) cocrasiser 11-15 4. O0mmii knupeHc
BHYTPUBCHHO BBEJICHHOTO upbecaprana cocrasiser 157-176 mn/Mun, a ero 1noueuHslit KIMPEHC
cocrasisier 3-3,5 mu/mun. [Ipu exe/THEBHOM OJIHOKPATHOM HpHEME MpOecapTaHa paBHOBECHAs
nia3MeHHas KoHueHTpauusa (Css) mocturaercs yepe3 3 JAHA, NMPH ITOM HaOMOJaeTcs €ro
OrpaHHYEHHOE HAKOIUIEHHE B IazMe KpoBH (MeHee +20 %).

Jlunetinocmy (HenunettHocms)

Hpbecapran jeMOHCTPUPYET JIMHEHHYIO W JIO30IPOIIOPLUHOHANBHYIO (apMaKOKHMHETHKY B
amanazone a03 ot 10 mo 600 mr. HaGmromamock MeHblIee, 4eM Jd030MPOINOPLHOHAIBHOE
yBeIMUEHHE CKOPOCTH BCACBIBaHUA Mpemnapara nocie npuemMa BHyTpb 103 6omnee 600 mr (B 2 pasa
00JIb1Ie MAKCUMAITLHOM PEKOMEH/1YEMO J103b1); MEXaHU3M B JIAHHOM CJTy4ae HEU3BECTEH.
Ocobvie epynnol nayuenmos

Bausnue nona na hapmaxoxunemuxy upbecapmana

V jKeHIUH (110 CPaBHEHUIO ¢ MY KYUHAMU) OTMEYAIUCh HECKOILKO 00llee BBICOKHE IITa3MEHHbIE
KOHLIEHTpauun updecaprana. OQHAKO CBA3aHHBIX C 1OJOM paziuuuil B Ti2 M HaKOILICHUH
upbecaprana He BwIABIsUIOCE. Koppekuun 103bl upOecaprana y seHUmH He Tpedyercs. He
HaOIH0AA7I0Ch CBA3aHHBIX C MOJIOBOH MPHHALIEKHOCTHIO pa3nnduil B oddexrax upbecaprana.
Dapmakokuremuka upbecapmana y RAYUeHmMo8 NoACUI020 803PaAcma

3nauenus AUC (ruromaam noj papMakOKHHETHYECKON KPUBOH «KOHLEHTpaLHs-BpeMs») U Cmax
upbecaprana y MalMEHTOB IMOXUIOro Bo3pacra (65-80 mer) ¢ KIMHMYECKH HOPMabHOM

(dyHkueil novek u nedeHu Obuu npudausuTensHo Ha 20-50 % Bblle, 4yeM y MmauueHToB Oolee
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mogo0ro Bospacta (18-40 ner). Koneunsie Tif2 comocastivmHe ﬁ%ﬁgkﬁ&gtﬁﬂgﬁ'ﬁhx c

BO3pacToM pasauuuii B 3 extax upbecaprana.

Dapmarkokunemuka upbecapmana npu HapyuleHuu hyHKyuu neveHu

V naiuenToB ¢ Jierkoi (pynkiHoHanbHbi K1ace A wnm 5-6 6amioB no mkane Yaina-ITsi0) u
yMEpPEHHO BbIpaxeHHOW ((pyHKIMoHanbHbIA Kitace B wim 7-9 6aiioB no mkaine Yaiimi-TTsio0)
MEYEHOYHON HEJOCTATOYHOCTBK) BCIEACTBUE LMPpO3a MedyeHH, (HapMaKOKHHETHYECKHE
napaMmeTrpsl updecapTaHa CyleCTBEHHO HE U3MEHSIOTCS.

HccnenoBanns papMakOKMHETHKH Y 1TAIIMEHTOB € TAKCIIBIMUA HAPYHICHUAMHU PYHKITUH IICUHCHH HE
HIPOBO/IMIINCK.

Dapmarkokunemura upbecapmana npu HapyuleHuu HyHKyuu novex

Y nauMeHToB € HapylieHHeM (YHKIMH TIOYeK MJIH IalHeHTOB, KOTOPBIM IPOBOJHTCS
reMojlaiins, Iokasarenu (GapMaKOKHHETHKHM upOecapraHa CyUIECTBEHHBIM 00pa3oM He
uzmenstoTcs. Upbecapran He BHIBOUTCS U3 OpraHu3Ma C [IOMOIIBIO MeMO IHaINn3a.

Bausinue pacosoit npunadaedxcnocmu Ha hapmakokuHemuky upbecapmana

Y npencraBuTeliei HerpouAHOM packl 0e3 aprepuanbHoit runeprensun AUC u T2 upbecaprana
npubamsurenibio Ha 20-25 % BbImIe, YeM Yy IPEJACTAaBUTEICH €BpOneouHON pachl; Cmax
upbecaprana y Hux Obula IPAKTHUECKU O/IMHAKOBOM € TAKOBOH Y IPE/ICTABUTEIICH EBPOIICONTHOM
pachl.

[loka3aHusi K IPUMEHECHUIO

[penapar Anposeis® Moka3aH K NPUMEHCHHIO Y B3POCIIBIX.

e ApTrepualibHas THIEPTEH3US (B MOHOTCPAIIMH U B COYETAHUU C JIPYTMMHU THIIOTEH3UBHBIMU
Cpe/ICTBAMH, HANPUMEp, THA3WIHBIMH  JMypeTukamu, Oera-ajpenodiokaropamu,
0s10KaTOpPaMu «MEUICHHBIX» KaubueBbix kananoB (BMKK) jummrensnoro jencraus).

e Hedponatusa npu aprepHaqbHON TMIEPTEH3WH M caxapHOM auabere 2 Tuma (B cocTaBe
KOMOMHHMPOBaHHOM TMIIOTEH3UBHOMN TEPaum).

IIpoTuBonokasanus

e [loBbiieHHAs YyBCTBUTEIBHOCTh K HpOecapTaHy WIH JH0OOMY H3 BCIOMOTATEIBHBIX
BEIIECTB Mpenapara.

e OJHOBpEMEHHOE [PUMEHEHHE C JICKAPCTBCHHBIMHM [IpernaparaMy, COACpIKALMMHU
AIMCKUPEH, y TMALMEHTOB C caXapHbIM AHA0ETOM HM/MJIM C YMEPEHHO BBIPAXKEHHOH U
TAKEION  [10YEYHOH  HEJOCTATOYHOCTBIO  (CKOpocTh  KiyOoukoBoil  QuiabTpalmu
[CK®] < 60 mun/Mun/1,73 M> niommam HOBEPXHOCTH Tela).

e OpaHoBpeMeHHOe npuMeHeHue ¢ uHrudOuropamMu AlID y nmauuMeHTOB ¢ auabeTHUYECKOH
Hedponaruei.

e bepeMeHHOCTD.
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(MOCNEOCBATENBHOCTL 0006)

[lepros rpyAHOro BCKapMIIMBaHMS.

Bozpact 10 18 ner (9¢pextnBHOCTE 1 6€30MaCHOCTH HE YCTAHOBIICHBI).

HacnencTBennas HEMEpeHOCUMOCTh FaTaKTO3bl, HEAOCTATOYHOCTD JAKTa3bl MM TIIIOKO30-
rajlakTo3zHas MajibabcopOuus.

Tsokenast medeHOYHAss HEJOCTAaTOUYHOCTH (pyHkimonansHbld kiacce C  wnmm Gosee

9 6aynos no mxane Yaina-Ileio) (0OTCyTCTBHE ONBITA KIMHHYECKOTO IPUMEHCHHS ).

C 0CTOPOKHOCTHIO

Opd  CTEHO3€ AaopTalbHOTO WM MHTPAJBHOTO KiIamaHa WIM TUOepTpPOohHUECcKOH
obcrpykTuBHOM Kapauomuonatun (TOKMIT);

Opyd TUNOBONEMHUH, THIIOHATPHEMUH, BO3HMKAIOUIMX, HAmpuUMep, TpH HHTEHCHBHOM
JIMYPETUYECKON  TEpanMM, TIEeMOJAMANN3E, COOMOJACHMM JIMETBI C  OTPAHUYCHHEM
noTpebneHns MOBapeHHOH COIM, AUapee, pBOTe (OMAaCHOCTh UPe3MEpPHOTO CHIKeHH All);
y MalMeHTOB ¢ (PyHKIHEH Mmovek, 3aBucsiiei oT akTHBHOCTH PAAC, TakuX Kak malMeHThl
C apTepHATbHOM THIIEPTEH3UEH ¢ IBYCTOPOHHHUM MJIH OJHOCTOPOHHHM CTEHO30M MOYEYHBIX
apTepuil  MJIM  TMAIMEeHTHI C XPOHWYECKOM cepjieuHoil  HejpocrarouHocTsio M-IV
dbynknuonansuoro kiacca (o kinaccuduranun NYHA) (em. pazgen «Ocobbie ykazaHus»);
[IPU UILEMHYECKOH DONMe3HH cepara W/win KIHHUYECKU 3HaYUMOM aTePOCKIIepPO3e COCYI0B
POJIOBHOTO MO3ra (IIpU YpEe3MEPHOM CHMXKEHHH AJ] HMEETCS PUCK YCHIICHHUS UIIIEMUYECKUX
HapyleHWH, BIUIOTh 0 Pa3BUTHA OCTPOTrO HH(apKTa MHOKapaa U MHCYIIbTA);

OpH  MOYEYHOH HEAOCTATOYHOCTH (TpedyeTcss KOHTPOIb COAEPXKAHUS Kalnusd H
KOHLIEHTpAaLlul KpeaTHHWHAa B KPOBH), HEJaBHEH TpPAaHCIUIAHTALMM MOYKH (OTCYTCTBHE
OTbITa KIMHUYECKOTO TIPUMEHEHHA);

[IpH OJIHOBPEMEHHOM IPUMEHEHHH HECTEPOUHBIX MPOTHBOBOCHAIMTEIBHBIX IPEraparoB
(HIIBII), BKAtOUYas celeKTHBHBIE HHTMOUTOPHI IUKI00KcHreHassl-2 (11OI-2) (moBkIIeHHe
pHCKa pasBUTHS HapylIeHWH (QYHKUMU MOYEK, BKIIOYas BO3MOKHOCTH Pa3BUTHUS OCTPOM
MOYCYHON HENO0CTATOYHOCTH W YBEIMYCHMS COJICP/KAHUS Kalusi B CHLIBOPOTKE KpPOBH,
0COOEHHO Yy MNALMEHTOB MOXKHUJIONO BO3PACTa, MALMEHTOB C THUIIOBOJIEMHEH [BKIIIOYas
NAlUEeHTOB, NPUHUMAIOILUX JUYPETUKHU | MM Y MTALIMEHTOB ¢ HapyLIeHHeM (YHKLUU MOYeK
(cm. pazzen «B3zauMoneicTBUE € APYTUMH JICKAPCTBEHHBIMH CPEACTBAMKY);

1py NpUMEHEHUN B komOuHanuy ¢ uaruduropamu All® wim anuckupeHom, Tak Kak 110
CPaBHEHUIO C MOHOTEpanueH npu 1BoiHoN Onokane PAAC umeercs NOBBILICHHBIH PHCK
Pa3BUTHA Upe3MEpPHOTo CHIKeHUA AJl, runepkanueMun v HapyueHus GyHKLIHUHU TOYeK (CM.
pazzaen «Ocobble yKazaHum» ),

y MalMeHTOB ¢ MCOpPHa3oM (B T.4. B aHAMHE3€) BBHIY BO3MOJKHOrO 0OOCTPEHMs TEUeHHUs

fncopuasa.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 15.09.2022 N= 22020

IIpumenenne npu 6epeMEeHHOCTH M B NEPHOJL rpynofd Bexapmimsaims o OC T 0005)

bepevennocmo

OnbIT MO MpUMEHEHHUIO HpbecapTaHa Npu OEpeMEHHOCTH OTCYTCTBYyeT. C yueToM TOro, uTo MpH
npueme HHTHONTOpOoB AIID Gepemennbimu sxenmaamu Bo II u I Tpumectpax OepeMeHHOCTH
HaOII0/1aMCh NOBpPEK/IeHHE W Trubenb pasBHBAIONIEroCcs IUI0Ja, MpOecapTaH, Kak M 1000
Jpyrou mpenapar, KOTOpblil Bo3aeicTByeT HenocpeacTBeHHO Ha PAAC, Henb3s NpUMEHSTh BO
Bpems 6epemerHoctH (1, 11, III Tpumectpsr).

[Ipu puarnocTupoBannyu OCPEMCHHOCTH BO BPEMs JICUCHHs UPOECAPTAHOM CIETYET KaK MOMKHO
CKOpPEE PEKPATUTD €TI0 IPUEM.

Ilepuoo epyonoco eckapmaueanus

HpbecapTaH 3KCKpeTHpyeTcss B MOJOKO JAaKTHPYHOIIMX Kpbic. HeWsBecTHO, MOXeT mH
upbecapran/ero MeraboJUTBI IKCKPETHPOBATBCA B I'PYJHOE MOJIOKO uesioBeka. Bo Bpems
IPY/HOIO BCKapMJIMBaHMs TMpueM updecapraHa NpOTHBONOKa3aH. [TodToMy mociie OIeHKH
COOTHOILICHHUS MPEANoNIaraeMoi MoJb3bl OT MpHEMa Npenapara Uisi MaTepU U MOTEHLUATBHOIO
pucKka [isl pedeHKa clleAyeT MPEKPATUTh WK IPYAHOE BCKapMIHBaHUE, WU MpHeM upOecapTaHa.

DepmuabHOCHb

B wuccrnenoBanmsx y caMIOB M CaMOK KpbIC upOccapraH HE BIMSI HA (PEPTHIBLHOCTH U
PENpOAYKTHBHYIO (DYHKIHIO, AaKe B 103aX, OKa3bIBAOIIMX HEKOTOPOE TOKCHUECKOE IEHCTBHE HA
poauteneii (1o 650 mr/kr/aens). He HaGmroganock 3Ha4UMOro JeicTBUS Ha KOJTMYECTBO HKENTHIX
TEJI, HWMIUIAHTUPYEMbIX HMOPHOHOB WM JKMBBIX IU10j0B. HpOecapran He Biusul Ha
BBIKMBACMOCTb, PA3BUTUC MJIM BOCIIPOM3BO/ICTBO IOTOMCTBA.

Cnoco6 npuMEHEHHS H 103bl

BHYTpb, BHE 3aBUCUMOCTH OT TMpHeMa NUIH. TabneTKy nporaaTelBarOT LEIUKOM, 3aIIBast BOJOMH.
HauganeHnas j03a npenapara coctasisier 150 mr 1 pa3 B CyTKH.

[TanenThl, y KOTOPBIX JUISl JOCTH/KEHUS LeIeBbIX 3HayeHuil A/l Tpedyercs ero A01N0JHUTENbHOE
CHUIKEHHUE, 1032 MOKeT ObITh yBenudeHa j0 300 mr 1 pa3 B CyTKH.

B cnyuae HenoctarouHoro cHmkeHus AJl npu MoHOTepanuH UpOecapTaHOM K JICYEHHIO MOTYT
ObITh J00aBIICHBl JAUYPETHKU (HANpUMEp, IUAPOXJIOpoTHazuy 12,5 Mr B CyTKM) WM ApYyTHE
TMIIOTCH3MBHBIC cpeacTBa (Hanpumep, Oera-aapenodsokaropsl wiam BMKK  mrensnoro
JEUCTBHUA).

Y nauueHTOB ¢ HedponmaTuell mpu apTepHalIbHOH TMIEPTEH3WH W caxapHoM auabere 2 THna
HPeANOYTUTEILHOM NOUIep)KUBatOLICH 1030# siBisiercst 1o3a 300 mr 1 pa3 B cyTKu.
MaxkcumaibHas 103a: 300 M B CyTKH.

Ocobwie epynnbl nAUUEeHnos
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 15.09.2022 N= 22020

Hemu u noopocmku 0o 18 nem: npuMeHEHME T} enapaTa':%;nwg%MQ&;ﬁ%ge:'

KITMHUYECKHUX JaHHBIX M0 0€30MacHOCTH U 3P (HEeKTHBHOCTH Mpenapara).
lHayuenmor noowcunozo sozpacma (cmapwe 65 1em): KOppekUuH A03bl He Tpedyercs. llpu
HEOOXOMMOCTH Ha3zHauyeHHUsi Oojice HHU3KOWM HayaNbHOM /03I, CIEAYET PAacCMOTPETh JIPYrHe

BapUaHTLI TCPAIInM.

Iayuenmei ¢ napyuienuem QynKyuu novex: KOppeKLUnH 1036l He Tpedyercs. [Ipu HeoOXoauMocTH

Ha3zHaueHus Oosee HU3KOH HaYaJIbHOM 03B, CIEAYET PaCCMOTPETh APYTHe BapUaHThl TEPATHH.

Iayuenmer ¢ napywenuem (ynkyuu nevenu: y NALUEHTOB C HapylleHHeM (YHKIHMU NEYEHH
NErKON ¥ yMEPEHHOM CTENCHH THKeCTH (5-9 6aiutos no mxane Yaina-I1s10) koppekinu 10361 HE
Tpebyercs. ONbIT NPUMEHEHMS Npenapara Yy [AlMEHTOB C  TSDKEIOH — IICUCHOYHON

HEAOCTAaTOYHOCTBIO OTCYTCTBYET.

Hayuenmovl ¢ cunosonemueli: 'y TALMEHTOB €  BBIPAXKEHHOW THUMOBOJIEMHEH  W/WiIU
THIIOHATPUEMHUEHN, TAKUX KaK MAUEHTDl, [OIyYaroliie UHTEHCUBHYIO JUYPETUUYECKYIO TEPaIlUIo,
WIH HAXO/AANIMECs Ha TIEMOJAMAIN3EC, THUINOBOJICMHS M THIIOHATPUEMHUS JIOJKHBI  OBITH
CKOPPEKTHPOBAHDI JI0 HAYA/IA IPUMEHEHHUS Ipenapara ATpoBein .
[Mo6ounoe neiicTBHE
YacToTa BO3HHMKHOBEHMs HEKENATENbHBIX peakUuil Ompeaensiack B COOTBETCTBUU C
KnaccupuKanueH Bcemupnoii OpraHu3aIiu 3/IpaBOOXPAaHCHUS (BO3): OYCHb
gacro (> 1/10); uwacro (> /100 uw < 1/10); wmewacro (= 1/1000 u < 1/100);
peako (= 1/10000 u < 1/1000); ouens peaxo (< 1/10000); yactoTa Heu3BecTHa (HE MOXKET OBITH
MOJICYMTaHa Ha OCHOBAaHUHU UMEIOIIUXCA JAHHBIX).
HesxenareibHple SBICHUS y NAlMEHTOB, PUHUMABIINX npernapar Anposens®, oObYHO ObLIM
YMEPEHHO BBIDAKEHHBIMH M IPEXO/IIIMMH, M HMX YacToTa He Obula CBs3aHa C BEJIMYMHOM
OpUHUMaeMoll 103bl. HacToTa BOSHUKHOBEHUS HEKENATEIbHBIX SIBICHUM He 3aBucesa OT I10J1a,
BO3pacTa U PacoBO MPUHALIEKHOCTH.
Huxe npeacraBieHbl  HEXKENIATCNbHBIC  PEAKIMM, HAOMIOJABUIMECS B KIMHUYECKHX
UCCIIC/IOBAHMSX

-y maumenTOB C apTepHaIbHOI rUMEepTeH3Heil;
>y maumeHToB ¢ HepomaTHel MpPU apTepHaTbHOI THIEPTEH3HH U caXapHoM jauabere 2
THIIA;
[IPH OCTPErUCTPALMOHHOM [IPUMEHEHHMH Nperapara.
Hapywienus co cmoponst Kpoeu u aum@pamuqeckoii cucmemt
Yacmoma neuséecmua: TPOMOOLMTONEHHS, B TOM YHCIe TPOMOGOLUMTONEHHYECKas Myprypa’,

aHeMHUS.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 19.09.2022 N= 22020
(MOCNEOCBATENBHOCTL 0006)

H apyuieHun co CmopoHbl UMMYHH ou cucmem

Yacmoma neuzeecmua: PeaklMy TUMNEpUYyBCTBUTENHHOCTH® (TaKMe Kak aHTHOHEBPOTHUECKHit
OTeK, KOKHas ChIllb, KPAMBHUIIA, aHA(HIAKTHYECKHE PEaKIHHU, aHA(DUIAKTHYECKHH IOK).
Hapywenus co cmoponst oomena éewjecme u numanus
Yacmoma Heuzeecmua; THNIEPKATHEMHIA>", THIIOTITUKEMHS-.

Hapywenus co cmoponst nepsnou cucmemol

Yacmo: ronoBOKpykKeHHe >, OpTOCTATHYECKOE FOIOBOKPYKEHHE®, TONOBHAS GOIb! .

Heuacmo: OpTOCTATHYECKOE TOJIOBOKPYKEHHUE! .

Yacmoma Heuzeecma: BEPTUTO’,

Hapywenus co cmopousl opzana ciiyxa

Yacmoma neussecmnua; 3B0H B yiax (THHHUTYC) .

Hapywenus co cmoponul cepoya

Heuacmo: orexu’, Taxukapsus'.

Hapywenus co cmopomnst cocyoos

Yacmo: opToCcTaTHIECKAs THIIOTEH3U .

Heuacmo: UpuiIMBEI KPOBH

Hapywenusn co cmoponst 0blxamenbHou Cucmemsl, 0p2anos ZpyoHoil K1emKu U CpedoCmenus
Heuacmo: xamens'.

Hapywenus co cmoponst cety0ouHo-KUUeYH020 mpaKkma

Yacmo: Tomnora', psora';

Heuacmo: jmapes', mucnencus', usxora',

Yacmoma neussecmuna: MNCTeB3us’.

Hapyuienus co cmopoHbl neueru u H#ceauesvleo0AuUx nymei

Heuacmo: xenryxa’,

Yacmoma neussecmua: MOBBIICHAE AKTHBHOCTH «IICUEHOYHBIX» (GEPMEHTOB® M KOHIIGHTPAIHH
OMIHpYOUHA B KPOBH®, FeNaTHT .

Hapywienus co cmoponst Koxcu u ROOKOICHbIX MKaAHel

3

Yacmoma neuzéecmud; JTEUKOLMUTOKIACTUICCKUI BaCKyJuT", ncopna33, B TOM YHCJIC YCHUJIICHUC

HPOSBJICHUS  CHUMIITOMOB  ncopuasa (cm. pasgen  «OcoObie  ykazaHus»), peakuuu

OTOUYBCTBUTENBHOCTIL .

Hapyuwienun co cmoponbl CKe1eMHO-MbIEHHOI U COCOUHUMETbHOI MKAHU
24
Yacmo. MpllIeYHO-CKEIEeTHAs O0IIb.
Yacmoma neuzéecmna; Muairus® (B HEKOTOPBIX CIy4asX MOKET ObITh CONpSKEHa C

IMOBBIIICHUEM KOHLCHTPALUWH KpCaTHHKHHAa3bl B INIA3ME KpOBH), aprpanmx3, MBIIICYHbIE

CrIa3MBbL.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 19.09.2022 N= 22020
CENEOOBATENBHOCTL 0006)

Hapymenu}l CO CIMOPOHbBL ROYEK U MOYeEbl600 wmux n_‘%

Yacmoma neuzéecmua: Hapylieane GyHKIHH MOYeK’

, B TOM YHCII€ ClTydyau pa3BUTHs MOYEUHOMH
HEJ0CTAaTOYHOCTH y TMALMEHTOB TPyNNbl pucka (cM. paszaen «Ocobble ykazaHUS» ).

Hapywenus co cmoponst no106bix 0p2anoe u Moa104HOI diceesvl

Heuacmo: spextiibias juchynkims’.

Obduwue paccmpoiicmea u HAPyUWEHUsA 6 MECMe 66e0CHUSN

Yacmo: NOBLILIEHHAS YTOMIISEMOCTD .
Heuacmo: 60115 B pyiHOi KyeTKe! .
Yacmoma Heuz6ecmua; acTeHus,

Jlabopamopuvie u uncmpymenmaibhoie OaHHbIC

Bo Bpems mnpoBeAcHHs KOHTPOIMPYEMBIX KIMHHYECKHX HCCIEAOBAaHUI y TMAIMEHTOB C
apTepuaNbHON runepreHsuedl He Ha0MI0/1a70Ch KIMHMYECKM 3HAYMMBIX W3MEHEHWH B
nabopatopHblx 1okazarensx. He Tpedyercs crnenuaibHOr0 MOHUTOPHMHIA J1adOpaTOPHbLIX
nokasatejaeil Uil MAalUEeHTOB C apTepUaIbHOM TUIEpTeH3Hel, NPUHUMAIOUX [pernapar
Anposens®.

B KIMHHYECKHMX HCCIIC/IOBAHUSX THICPKAIMCMHS M IPCKPAICHAC JICYCHUS W3-3a Pa3BUTHS
THICPKAIMEMHUH 4amie HaOII0Aanuch y MHAIMCHTOB € CaxapHbIM JMadeTOM, NPUHHMABIINX
upbecapTaH, 4yeM B rIpynne npuema miaanebo. Y MalHEeHTOB ¢ caxapHbIM AMa0eToOM ¢
apTEPUAILHOH TUNEPTEH3UEeH B COYETAHUM C MUKPOATBLOYMMHYpUEH U HOpMalbHON (yHKIMEH
MO4eK runepkaauemus (= 5,5 MDks/in) Habmoanace y 29,4 % nanueHToB U3 rpynins! npuemMa
upbecaprana B j103¢ 300 mr 1 y 22% nauueHToOB M3 IPyHIbI IpHeMa ianedo. Y namnueHToB ¢
caxapHbiM AuabeToM C apTepHanbHOM TMMEPTEH3MEH B COUETAHHH C XPOHUYECKOH MOYEYHOH
HEJIOCTaTOYHOCTBI M MPOTeHHYpHeH runepkaanemus (= 5,5 MOkB/n) Habmoganace y 46,3%
NAMUEHTOB U3 IPYIILI Ipuema updecaprana u 'y 26,3% maiueHToB U3 rpynnsl pueMa iamedo.
[Ipy npumeHeHud Ipenapata Anposeib” YacTo OTMEYANOCh 3HAUMTEILHOE YBEJIMYEHHE
KOHIIEHTpauuu kpeaTiH(GocHOKHHA3HI B IIIa3Me KPOBH.

[lepeno3upoBka

OnpIT IpUMEHEHUS TIpENapaTa y B3pOCIIbIX NAUUEHTOB B 103ax 10 900 MI/cyTKH Ha NPOTSIKEHUU
8 Heeb HE BBISIBUII KAKOH-ITUOO0 TOKCUYHOCTH.

OtcyTcTByeT Kakasa-mubo cneurpuyeckas MHGopMaIHsa B OTHOUICHUH JICUCHHS NEPeao3UPOBKH
npenapatoM Amnposens”. CneayeT yCTaHOBHTb MOCTOSHHOE HAOMIOAEHHE 3a COCTOSAHMEM
nauueHTa W, MpU HEOOXOAMMOCTH, NPOBOAMTHL CHMIITOMATHYECKYIO U IOICPKMBAIOILYIO
Teparnuio. [Ipu 1epeio3upoBKE PEKOMEH/YETCSl BBI3BATh PBOTY H/HJIM TPOBECTH NPOMBIBAHUE

xkenyaka. IlemecooOpaseH npuem akTuBUpoBaHHOro yris. HMpOecapraH He BBIBOAMTCS U3

OpraHusma € NOMOMBI IreMOIHaIH3a.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 15.09.2022 N= 22020

B3aumojieiicTBHE ¢ IPYTHMH JIEKAPCTBEHHBINH cpené'mmEﬂGB-ﬂ*TEﬂbHCCT:’ 0006)

Hcxons W3 JaHHBIX MCCIEIOBAHUMN in Vitro, HE OXKUAAETCS B3aMMOAEHCTBUA upOecapTaHa c
JeKapCTBEHHBIMH CpECTBAMM, MeTabOIU3UPYIOLUIMMHUCS ¢ momMolibio u3odepmentoB CYPIAL,
CYP1A2, CYP2A6, CYP2B6, CYP2D6, CYP2E1 unu CYP3A4. UpGecapran, B OCHOBHOM,
meradbonusupyercs ¢ uzopepmentom CYP2C9 wu, B MeHbIICH CTeNeHH, I0jBEpraercs
[JIFOKYPOHUPOBAHUIO.

He mnabmopanoch 3HAUYMUTENbHBIX  (DapMAaKOKHHETHYECKMX W (hapMakoJUHAMHUYECKUX
B3aMMOJCHCTBHI  TIPH  COBMECTHOM  NpPUMCHCHMH  upbecapraHa ¢ sapgapurom,
meTabosm3upyomumMes ¢ nomomsio uzopepmenrta CYP2C9.

HpOGecapran He U3MeHAET PapMaKOKUHETHKY OUCOKCUHA U CUMBACMAMUHA.

[Ipy coBMECTHOM MNpHMEHEHUM HpOecapTaHa C 2uUOPOXIOPOMUAZUOOM UAU HUDEOUNUHOM
(dhapMakokuHeTHKA upbecapTana He U3MEHSETCS.

Jlexapcmeennvle npenapamal, cooepicayue aiucKupeH

OpHOBpeMeHHOe NpUMeHeHUe upOecapTaHa ¢ JIGKAPCTBEHHBIMU NpenapaTamu, COAepsKalliMu
AIUCKUPEH, MPOTHBONOKA3aHO Y MNAlMEHTOB € CaXapHbIM JAHA0ETOM W/WIM C IMOYEYHOM
HEJ/IOCTAaTOYHOCTBIO yMepeHHON u Tspkenoi crenenu (CK® < 60 mn/mun/1,73 M’ IUIONIA/M
MOBEPXHOCTH TEJA) W HE PEKOMEH/YETCS y JIPYrMX [MalMeHTOB (CM.  pa3/Iciibl
«lIpoTtuBonokazanusm», «C 0CTOPOKHOCTBIO», «OcoObIe yKazaHHU»).

HUneubumopwr AIID

[Tpumenenue npbecaprana B couerannu ¢ nuruduropamu AIl® nporuBonokasano y namueHToB
¢ auabernueckoi HedpomaTHed M HE PEKOMCHIYETCS y JAPYIHMX IAlMEHTOB (CM. pas/ieiibl
«lIpoTuBonokazanus», «C 0CTOPOKHOCTBIO», «Oco0ble yKazaHHA»).

Ipenapamel kanus u Kaaucoepezaiowue OuypemuKu, 2enapun

Ha ocHoBaHMM oOnbiTa, MOJNYHYEHHOrO IPU HPUMEHEHUM JIPYIMX JIEKAapCTBEHHBIX CPE/CTB,
saustomux Ha PAAC, npu 0 iHOBpEeMEHHOM [IPUMEHEHHUH [IPENapaToB Kalus; 3aMEHUTEIIEH COIlH,
colepKaluX Kaluif; KanuiicOeperalonmx AUypeTUKOB WIH JPYTHMH, CIIOCOOHBIMHM IOBBIILATH
COJepKAHUE Kanusi B KPOBU JIEKADCTBEHHBIMHM CPEACTBAMH (relapuH), WHOTAA MOJKET
3HAYUTEJILHO IIOBBICUTH CHLIBOPOTOYHYIO KOHLIGHTPALMIO Kaius, 4T0 TpeOyeT TIUATEILHOTO
HAOJII0ICHHUS 3a TI0KA3ATEISIMU KAJIKS TUIa3MbI KPOBH Y ITALIMEHTOB BO BPSMSI JICUCHHS.

HIIBII, sxnouas cenekmugnvie uneubumopwl yukiookcueenasvl-2 (LHOI-2)

[Ipy ogHOBpeMEHHOM IPUMEHEHHMH aHTaroHUCToOB peuentopoB anruoreHszunHa Il u HIIBII
(Briovast cesexkTuBHbIe MHrHOMTOPHI LIOI-2) BO3MOXKHO ocnadlieHne aHTUIUIEPTEH3UBHOIO
apdekra upbecaprana. Y MauMeHTOB MOXKWIOIO BO3PAcTa, IMAUMEHTOB C T'MIIOBOJICMHCH MIIH
NAaUUeHTOB ¢ HapylleHHoW dyHkuueil nodek npumeHenwe HIIBII, Bkiroudas ceneKTHBHBbIE

uHruduropsl LOI'-2, 01HOBpeMEHHO ¢ aHTAarOHUCTAMM PELEnTOpOB aHruoreHsuHa Il, BkiItouas
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 15.09.2022 N= 22020

upbecapTaH, MOKET MPUBECTH K YXYAIICHUIO yHKHHdr}Iggeﬂ,E%%JSEM%I& %@ﬁﬁme

OCTPOM MOYEYHOM HEeJOCTATOUHOCTH. ITH 3 dekTsl 00bIuHO ABNAIOTCS oOpaTuMbiMH. Creayer
PEryIsPHO KOHTPOJMPOBATH (PYHKLUHMIO TMOYEK Yy MAalMEeHTOB, OAHOBPEMEHHO MPHHUMAIOIIMX
upOecapran u HITBII, Bxmovas cenextuBHbie MHrHOUTOpHI LIOI-2.

Penaecnunuo

HpbGecapran wmoker uHrubuposarb TpaHcnoprep OATPIBI. B xoje KIHHHYECKOTO
UCCIIeJOBAHUS COOOIIANOCh, YTO MpUMeHeHue updecapraHa 3a 1 4 10 npuema penarjiuHuaa
noBbIAN0 Cmax 1 AUC penarymumyia (cyocrpara tpancnoprepa OATP1IBI) B 1,8 u 1,3 pasa
COOTBETCTBCHHO. B paMkax jApyroro HMCCic0BaHHs HE ObLIO 3aperHCTPUPOBAHO 3HAYMMOTO
(hapMaKOKHHETHYECKOTO B3aHMOAEHCTBUS TPH COBMECTHOM IMpPUMEHEHUH wupdecapTaHa H
penarnuauaa. IlostoMy mMokeT moTpeboBaThCcs KOPPEKLHMs A03bl penarivHUAa MpH JeUYeHUH
caxapHoro juabera y naiueHTOB ¢ apTepHabHOH I'MIIEPTEH3UEH.

Ilpenapamuol aumus

Coobuianoce 00 yBeNIUYEHUM CBIBOPOTOYHBIX KOHLEHTpPALMH JMTHS MU YBEJIHYEHUH €ro
TOKCUYHOCTH PH OJHOBPEMEHHOM IMPUMEHEHUH COJel TUTHs U upOecapTaHa.

Huypemuku u opy2ue cunomeH3ugHole cpeocmea

[Tpu o1HOBpEeMEHHOM IPUMEHEHUHN HpbOecapTaHa U JAPYTruX I'MIIOTEH3UBHBIX CPEJICTB BO3MOXKHO
YCUIICHHE AaHTHTUIIEePTEH3UBHOTO JeiicTBuA. VpOecapTaH MOXKET NPUMEHATBCA C APYTHMH
TMIIOTEH3UBHBIMH CpPEACTBAMM, TaKUMU Kak Oera-agpenobOsnokaropsl, bBMKK nnurensroro
JICHCTBHS U TUA3U/THBIC JIMYPETUKH.

[TpeanrecTByomnIee ICYCHNUE JIMYPETUKAMHU B BBICOKHX /103X MOJKET MPUBOJIUTEH K THMIIOBOJICMUH
¥ TIOBBIIIEHHMIO PUCKA YPE3MEPHOTO CHIKeHHs AJl B Havase neyeHus npenapatoM Anposens®.
Ocobbie ykazanus

Upesmepnoe chudicenue A/ y nayuenmos ¢ cunogonemuel

Ipenapar Anposeis ™ pejiko BBI3bIBaI Ype3MepHoe cHikenue AJl y NaiuenTos ¢ apTepHabHOi
runepreHsuel 6e3 npyroi comyrcerByromiel naronoruu. Kak u npu npueme uHrudutopos AIlD,
ypesMepHoe cHIKeHHe A/l ¢ COOTBETCTBYIOLIEH CUMIITOMATUKON MOYKET Pa3BUTLCA Y NALHEHTOB
C TUIOBOJICMUCH/THIIOHATPHEMHEH (HAPUMEDP B PE3yJbTaTe MHTCHCUBHOW IMYpPETHYECKOU
TEpanuu, AHapeu, pBOTHl, COOIIOACHUS AUCThI C OIPAHHYCHUEM OTPEOICHHS TOBAPEHHOM COJIM ),
a TAaKKe y MAlMEeHTOB, HAXOAAIIMXCA Ha reMoauanuse. ['MMoHaTpueMHs W/HIM THIOBOJIEMHUS
JIOJDKHBI OBITH CKOPPEKTUPOBAHBI [IEPE/l HAYaIOM JIEUEHHs TIPENapaToM AnpoBeib®, WK CleayeT
paccMOTpeTh BOIPOC O NPUMEHEHHH 00Jiee HU3KOM HayanbHOM J03blI.

Tunoenukemus
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 15.09.2022 N= 22020

Mpenapar Anposens® MowkeT BhizbiBaTh runorjuxemmio! Gdobeno s HAlH R 08 1oh Y 4htotux

npenapaThbl [UIA JeUeHus caxapHoro auadera. [1o3ToMy MOXeT mOTpedOBaTHCS KOPPEKIMS T03bI
npenapaToB U1 JIEYSHHs caXapHOro aquabeTa, TaKuX Kak penarjivHUA WA HHCYIIMH.
3aboresaemocme u CMEPMHOCHBL RAOOA/HOBOPONCOCHHO2O

XOoTs ONBIT NpUMEHeHWs Tpenapara Anposelh” y OepeMEHHBIX JKEHIIMH OTCYTCTBYET,
co001an0ck, YTO BHYTPUYTpoOHOE Bo3AelicTBUe MHTHOUTOPOB ALID, npu npueme GepeMeHHBIMU
KEHILUHAMU BO BTOPOM H TPEThEM TPUMECTpAaX, MOXKET IPHBECTU K HAPYILIEHUIO PAa3BUTHUS U
cmepru wioza. [penapar Anposens™ IPOTUBONOKA3aH K IIPUMEHEHHIO BO BpeMs GEpPEMEHHOCTH,
KaK ¥ 110000 JApyroi mpemapar, KOTOpbId okasbiBacT npsmoe Bosjeiicteue Ha PAAC. Eciu
OepeMeHHOCTh Oblla BBIABIEHA BO BPEMs JieUeHH s, IPMMEHEHHE Tpenapata AnpoBens” clemyer
MpEeKpaTuTh Kak MOXHO ckopee (cMm. paszensl «lIpotuBomokaszanus», «llpumeHenne npu
OepeMEHHOCTH U B IIEPHO/L I'PY/IHOIO BCKAPMJIMBAHMSI ).

Tayuernmol ¢ hynkyueti novex, sagucayeti om akmusrnocmu PAAC

Kak cnexcrBue unrubupoBanus PAAC MoxHO oXuaaTh yxXyaueHus (QYHKUMH TOYEK Y
NPeapacoNOKEeHHbIX K ATOMY MAaUUEHTOB. Y MAlHEeHTOB ¢ (YHKUUell Mo4vek, 3aBHCALICH OT
aktTuBHOCTH PAAC (mamueHTs! ¢ apTepHanbHOM THIEPTEH3UEH U CTEHO30M MOYEYHOM apTepun
0JIHOM WM O0CHMX II0YEK, MAIMEHTHI C XPOHUYCCKOH cepjedHoi Hejaocrarodnoctsio I u IV
(dbyHkmmonaneHOrOo Kiacca [mo kiaccudukanmum NYHA]), neueHwe JIeKapCTBEHHBIMH
npernapatamMi, KoTopele Bo3zaeiicTByror Ha PAAC, accouuupoBanoch ¢ OIUTypHeH uW/Wiu
IPOrPECCUPYIOINICH a30TEMHEN U PEKO € OCTPO# MOUEUHON HEOCTATOYHOCTBIO H/UIIH CMEPTBIO.
Henp3s MCKIOUNTH BO3MOKHOCTH BO3HMKHOBCHMS 110,100HOTO (¢dekra npu NPUMEHEHHH
aHTarOHMCTOB PELIENTOPOB aHTHOTeH3MHa 11, BKItovyas upbecapraH.

Toveunas nedocmamounocms U MpaHCnAAHmMayus NOYKU

[Ipu npumeHeHuyn 1penapara Anposens® y INalMEHTOB C I[OYEYHOH HEJ0CTATOYHOCTHIO
PEKOMECH/I0BaH IEPHOJMYECKHI KOHTPOJIb COJCPIKAHUs KAl M KOHUCHTPAIMKM KpeaTHHHHA B
CBIBOPOTKE KpOBH. HeT KIMHHYECKUX JaHHBIX OTHOCUTEILHO IPUMEHEHHS MTpenapaTta Anposesb®
y NALMEHTOB, HEJABHO MEePEHECIINX TPAHCILTAHTALUIO TOYKH.

Hayuenmosl ¢ apmepuaibHoOl 2unepmen3uell U CaxapHviM ouabemom 2 muna ¢ HaApYuteHUsMU
@yukyuu nouex

Bnaronpusataoe aelicTere npenapara Anposenb® B OTHOLIEHMH 3aMeJUIEHHS! IPOrPECCHPOBAHHS
MOYEYHBIX M CEpPAEYHO-COCYAMCTBIX HAapyIIEHHH MMEJIO Pa3HyK CTENeHb BBIPA)KEHHOCTH Y
pasHbBIX IpPyII NaLMEHTOB, MCHEE BBIPAKEHO OHO OBLIO y JKCHIUMH W Yy MNALMEHTOB, HE
OTHOCSLIMXCS K €BPOIICOMAHON pace.

B xnmunnyeckom uecnenoBanuu IDNT y nauueHToOB ¢ aprepuaibHON rUnepTeHs3ueil H caxapHbIM

nuadetoM 2 tuna ¢ nporeunypueid (= 900 Mr/cyTku), B HOArpyIie NalHeHTOB ¢ BBICOKUM PUCKOM
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CTEHO3a MOYCYHBIX apTEPHid, HU y OAHOTO MAIMCHTA, nw%lgg%%ﬁwggﬁ)ggﬁ@, HE

Ha0II0AaI0Ck OCTPOrO PAaHHETO TMOBBILIEHHS KOHLIEHTPALMH KpeaTWHUHA B CHIBOPOTKE KPOBH,
CBSI3aHHOTO CO CTEHO30M MOYEUHBIX apTepHil.

Heotinas 6roxkaoa PAAC npu o0nospemennom npumenenuu upboecapmana ¢ uneubumopamu AI®
WU ¢ ATUCKUPEHOM

JBoitnas 6nokaga PAAC npu npumenenun komMOuHanuu upbecaprana ¢ uurudburopamu AllD
WIH aTUCKUPEHOM HE PEKOMEHIYeTCs, TaK Kak I10 CPaBHEHUI0 C MOHOTepanueid HMeeTcs
OBBIIICHHBIN PUCK PE3KOro CHMKEHUS AJl, pasBUTUS TMIICPKATHEMHH U HAPYNICHUS (DYHKIIMH
ITOYCK.

OnHoBpeMeHHOe NpHMeHeHHe upbecapTaHa ¢ alTUCKHPEHOM MM TpenapaTaMu, COAepKalliMH
QIMCKUPEH, MPOTUBOMOKA3aHO Yy MALMEHTOB C CaxapHbIM AMA0ETOM W/MIM C YMEPEHHOH MM
TSHKENON Toueunoi HepocraTounocthio ¢ CK® < 60 mun/mun/1,73 M> miomaas HOBEpXHOCTH
Tena (cM. paszzensl «lIporuBornokasanus», «B3aumojeiicTBue ¢ JIPyruMH JICKapCTBEHHBIMU
CPEACTBAMU») H HE PEKOMEHYeTCs Y APYTHX MAllHEHTOB.

OpnHoBpeMeHHOe NpuMeHeHHe upOecapraHa ¢ uHruOuropamu AllD npoTHBOMOKA3aHO Y
nanueHToB ¢ juabermyeckoi  mHedponarueit  (cm.  paspenst  «lIporuBonoxazanmsy,
«BzaumoieiicTBuE C JIPYrUMH JICKAPCTBEHHBIMHU CPE/ICTBAMHU») M HE PEKOMCHIYCTCS Y JIPYTrUX
NalHMEeHTOB.

lcopuas

VY nanueHtoB ¢ ICOpHasoM (B T.4. B aHAMHE3€) PEHICHHE O NMPUMEHCHHM Hperapara JIODKHO
HPUHUMATBCS TOJIBKO 110CIIC TIIATEILHOM OLEHKH COOTHOIICHHUS PUCK/II0JIb3a BBU/LY BO3MOIKHOI'O
000CTpeHuUs TeUEHHs NICOpHAa3a.

l'unepraruemus

Kak v npu npuMeHeHuu ApyTux JIeKapCTBEHHBIX Npenaparos, Biusionmx na PAAC, npu neyenun
npenapaToM AnpoBeib® MOKET pa3sBHBATHCS MHIIEPKAIMEMHs, 0COOEHHO NPH HAJIMYHH [I0YEYHOM
HEJOCTAaTOYHOCTH M/uiau  3aboneBaHuil cepaua. VY TakUX DNALUEHTOB PEKOMEHIYETCs
KOHTPOJIMPOBATh COAEPKAHUE KAJIUs B CBIBOPOTKE KPOBH.

Cmenoz aopmanvHO20 wiu MUMPATLHO20 KIANAHA, eUnepmpouueckas o00CMpYKMUeHas
KapOuoOMUuonamusi

Kak ¥ npu npuMeHeHWM APYTHX BasOIMIATATOPOB, NpU MpHeMe Impemapata Amposeib®
NalMeHTaMH C AOpPTAJbHBIM HWJIM MHTPAIBHBIM CTEHO30M WIH C THIEPTpOPHYECKOi
0OCTPYKTHBHOM KapAHOMHONATHENH HE00X0AMMO COOJII01aTh OCTOPOKHOCTD.

Ilepsuunviii 2unepaib0o0Cmeporusm
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Maumesr ¢ nepswse runepansocteposchuon ooANAE HEBQRAVEREHIGTS 0

npenapaThbl, AeicTByromue uyepe3 uHrubupoanue PAAC. IlosToMy npuMeHeHME TpemnapaTa

® B TAKHX CilIy4asax HCLICJICCOO6pa3HO.

Anposenp
Tlayuenmeol ¢ wwemuyeckoll 601e3HbIO CePOYa U/unu KIUHUYECKU 3HAYUMBIM AMEPOCKAEPO30M
COCYO08 20106HO20 MO32d

Kak 1 npy npuMeHEeHUH JAPYrHX IMIIOTEH3UBHBIX NPENnaparoB, 3HAUUTeNlbHOE CHUkeHHe A/l y
NAlMEHTOB ¢ WIIEMUYECKOH OONEe3HbI0 cepiua W/WIK BBIPAXKEHHBIM aTepOCKIEPO30M COCYI0B
rOJIOBHOIO MO3ra MOXKET NPUBECTH K PAa3sBUTHIO MH(pApKTa MHOKap/aa Wi HHCYynbTa. JleueHue
TaKMX MAIUCHTOB JIOIKHO OCYIICCTBIISITHCS 1101 CTPOTUM KOHTpoieM AJ.

Jlumuii

He pekoMeHayeTcs NpHMMeHEHHE TPENapaToB JUTHA B KOMOMHALMM ¢ MpernapaToM Amposens”
(cm. pazzien «B3auMoIeUCTBHE C JIPYTHMMH JIEKAPCTBEHHLIMH CPEJICTBAMMY).

Bcnomozcamenvhvie sewgecmsa

IIpenapar AnpoBens”™ comepKUT JaKTO36I MOHOTHApAT. IlalHenTaM ¢ peaKo BCTpeyaroluMUcs
HACJIeICTBEHHBIMH 3a00JIeBAHUSAMH, TAKUMHU KaK HENTEPEHOCUMOCTD IraJlakTO3bl, Ae(GULIUT JTaKTa3bl
WY CHHJIPOM TJIIOKO30-TaIaKTO3HOM MaiibabcopOIym, npueM rnpernapara npoTHBOIOKA3aH.
Biusinue Ha cNOCOOHOCTH YNIPABJIATL TPAHCHOPTHLIMH CPeACTBAMH U MeXaHH3MaMH
BausHue npenapara Ha CMOCOOHOCTh YNPABIATh TPAHCIIOPTHBIMH CPEACTBAMHU WIIM 3aHUMAThCS
JPYTHMH [OTEHUWAIBHO ONACHBIMM BUAAMHU JAEATEIBHOCTH, TPEOYIOMUMH IOBBILIEHHOTO
BHUMAaHHS U BBICOKOH CKOPOCTH ICHXOMOTOPHBIX PCAKIIMH, HE M3y4anoch. OjHAKO, UCXO/s U3
ero (hapMakoMHAMUYECKHX CBOICTB, IpenapaT He JO/DKEH BIUSATh HA CHIOCOOHOCTDH YIIPABISTh
TPAHCTIOPTHBIMH CPEACTBAMH M 3aHUMATHCS JPYTMMHM TOTEHUMAIbHO OMACHBIMU BHJIAMH
nesTenbHOCTH (paboTa Ha BeIcoTe, paboTa aBHaaMcneryepa, paboTa ¢ MexaHu3MaMu M T.1.). B
cllydae BO3ZHMKHOBEHHS TOJOBOKPYKEHUS M CIabOCTH BO3MOYKHO CHHIKCHME BHMMAHMS M
3aMe/UICHHE ICUXOMOTOPHBIX PEaKInii, He00X0MMO CODIII01aTh OCTOPOKHOCTD IIPH YIIPaBICHUN
TPAHCIOPTHBIMH CPEACTBAMHU, MEXAHU3MAMHU.

dopma BbIIIYCKA

Tabnerku, nOKpLITHIE TUICHOUHOH 00010uK0#, 150 Mr, 300 mr.

Tabremku, nokpeimvie nienounol oborouxou, 150 me: no 14 nm 28 Tabnerok B Omucrep u3
[MBX/TIBIX/amomunrneroit donsru. ITo 1 6aucrepy (mo 14 unn 28 tadmetox) uam mo 2 win 4
onucrepa (no 14 TabneTok) BMECTe ¢ MHCTPYKUHMEH MO MPUMEHEHHIO B KAPTOHHYIO MauKy.
Tabnemku, nokpvimosie naenounou obdoaouxou, 300 me: no 14 Tabnerok B Oumcrep u3

MBX/TIBJAX/amomunuesoit Qosnbru. Mo 1, 2 uiam 4 OGnucrepa BMecTe ¢ HHCTPYKLMEH 110

crpanuya 15 u3 16



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 15.09.2022 N= 22020

(MOCNEOCBATENBHOCTL 0006)

NPUMCHCHHUIO B KAPTOHHYIO MAYKY.

YcnoBusi XpaHeHHs

XpaHuTb pu Temmneparype He Boiie 30 °C.

XpaHUTh B HEOCTYITHOM U151 IETEH MecTe.

Cpok roanoctu

3 ropa.

He npuMeHsTh npenapar 1o HCTEUEHNUH CPOKA FOAHOCTH, YKA3aHHOI'O Ha YIIAKOBKE.

YcioBust oTNyCcKa

OrmyckaeTcs 1o penenty.

IOpnauyeckoe JiMo, HAa KMSI KOTOPOI'0 BbIIAHO PErHCTPALIMOHHOE Y10CTOBEpeHHe

Canotu Buntpon Uuayctpus, @panuus

[IpousBoaurean

Canodu Bunrpon Uuaycrpus, @pannus
1. 1 pro e na Beepik, AMOapac-3-Jlarpas, 33565 KapOou-biaan Cenekc, Opanius
2. 30-36 aBenro ['ycras Ditdens, Typ, 37100, Opanuus

[Iperenszun norpeduTeIeil HANPABJIATH 110 a/ipecy:

Bce nperensum  norpebureneil  CieAyeT  HANpaBIATh — HPCJACTABUTENIO  JAEpIiKaTels

PETUCTPAlIMOHHOTO YA0CTOBEPEHHUSA:

Poccuiickas @edepayus

AO «Canodu Poccus»

aapec: 125375, r. Mocksa, yi. Teepckas, ja. 22

ten.: +7 (495) 721-14-00

ajipec 371eKTpoHHOM nouTkl: Sanofi.Russia@sanofi.com
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