COOTBETCTBYET 3KCMEPTHOMY OTUYETY
~ or08.11.2024 N=24701
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Hpbecapran Kanon, 150 mr, TabiaeTKu.

Upbecapran Kanon, 300 Mr, TabiaeTKu.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JlelicTBy1OIIIE€E BEIIECTBO: HpOEcapTaH

UpoOecapran Kanod, 150 mr, TabieTkn

Kaxxnas tabnerka comepxur 150 mr upbecapraHa.
BcnomorarenbHbie BellecTBa, HaTUYME KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaktosa, HaTpui (cM. pazzaen 4.4.).

UpOecaprad Kanod, 300 mr, TabIeTKH

Kaxxnas tabnerka comepxut 300 mr upbecapraHa.
BcnomorarenbHbie BellecTBa, HaTUYME KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaktosa, Hatpuid (cM. pazzaen 4.4.).

ITomHbIit MEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB IIPUBECACH B pa3ICiic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OmeTku.

UpOecaprad Kanod, 150 mr, TabieTkn

TabneTku Kpyrible JBOSIKOBBIYKJIbIE C PUCKOM, Oesoro win noutu Oenoro upera. Jlomyckaercs
HE3HAYUTCJIIbHAad MPaMOPHOCTD.

UpOecaprad Kanod, 300 mr, TabIeTKH

TabneTku KPYTJIBIC ABOSKOBBIITYKIIBIC C pHCKOﬁ, 0€JI0oro MiIu MouTH OEJIoro OBCTA. I[OHyCKaCTCH

HE3HAYUTCIIbHAasd MPaMOPHOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat Mpb6ecapran KaHoH noka3aH kK IPUMEHEHHIO Y B3POCIBIX.

* AprepuanbHas TUIIEPTEH3US (B MOHOTEpPAIIUU U B COYETAHUM C JPYTMMH TMIIOTEH3UBHBIMU
CpeACTBaMH,  HampuMep, THA3UJIHBIMH  JUypeTHKaMHu,  OeTa-aApeHOOJIOKaTOpaMHu,

OJIoKaTopaMu «MeJJICHHBIX)» KanblueBbix kaHanoB (BMKK) anutenbHOro neicraus).
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* Hedponarus nmpu aprepuaibHON THIIEPTEH3UM U kAo miribere |2 i (o Cderane

KOMOMHHMPOBAHHOW T'MIIOTEH3UBHOM Tepanuu).

4.2. Pe:kuMm 103MPOBAHUSA U CIOCO0 NPUMEHEHM s

PexxuM J103upoBaHus

HavanbHas no3a npenapara coctasisier 150 Mr oiMH pa3 B CyTKH.

[TarueHTsl, y KOTOPBIX ISl JAOCTHXKEHHUS LIEJIEBBIX 3HAYEHUM aprepuaibHOoro aasieHus (AJl)
TpeOyeTcs ero J0MOJHUTENIPHOE CHIDKEHUE, 032 MOXKET ObITh yBenndeHna 10 300 Mr oguH pa3 B
CYTKH.

B cnyuae Henocrarounoro cHmkeHus A/l npu MoHoTepanuu upOecapTaHOM K JIEYEHUIO MOTYT
ObITH J100aBIIEHBl AUYPETUKH (HAmpUMeEp, TUAPOXJIOpOTHA3uA 12,5 Mr B CyTKH) WIH JApPYTUE
TUIIOTEH3UBHBIE CpeAcTBa (Hampumep, Oera-aapeHobnokatopsl winm BMKK  mnurensHOro
JIEUCTBHUS).

VYV nmanMeHToB ¢ He(pornaTtuen Nnpu apTepUaTbHON THINEPTEH3UU U CaxapHOM JauadeTe 2 Tura
MPEANOYTUTENBHON MOACPHKUBAIOIIECH 10301 siBisieTcs 103a 300 Mr ouH pa3 B CyTKHU.
MakcumanbHas cyrouyHas ao03a - 300 Mr B CyTKH.

Oco0BbIe IPVIIILI TAIMEHTOB

Tayuenmul nosxcunoeo sospacma (cmapue 65 nem)

Koppekuuu 10361 HE TpedyeTcs.

[Tpu HeoOxonMMOCTH Ha3HaYeHHs Oosiee HU3KOW HauyaabHOU J03bl, CIEYET PACCMOTPETh APYTUE
BapUAHTHI TEPAIIUU.

Iayuenmul ¢ Hapywenuem GyHKyuu nouex

Koppekuuu 10361 HE TpedyeTcs.

[Tpu HeoOx0IMMOCTH Ha3HaYeHUs O0Jiee HU3KOW HAa4YaaIbHOM JTO3BI, CIIEyeT PACCMOTPETh APyrue
BapUAHTHI TEPAIIUH.

Ilayuenmul ¢ Hapywenuem GyHKyuu nevenu

VY mnanueHToB C HapylieHHeM (YHKIWU TEYeHH IETKOM M YMEpPeHHOW CTENeHU TSHKECTH
(5-9 6amnoB mo mkane Yaitna-IIso) koppekuuu m03b61 He TpedyeTrcs. ONBIT MpUMEHEHUs
Ipernapara y NalueHTOB C TSKEJION ITEYEHOYHOM HEJOCTaATOYHOCTBIO OTCYTCTBYET.

Tayuenmui ¢ ecunosonemueti

VYV manueHToB ¢ BBIPAXXCHHOW THUIOBOJEMHUEH W/WIIM TUIIOHATPHUEMHUEH, TAaKMX KakK TaI[UEHTHI,
MOJTY4YaoNIMe MHTEHCUBHYIO JUYPETHUYECKYIO TEPANUI0, WIA HAXOJAIIMECS Ha TeMOJUalu3e,
TUTOBOJIEMHs] M THIIOHATPUEMHUS JOJKHBI OBITH CKOPPEKTHPOBAHBI 10 Hauanda MpPUMEHEHUs

npenapara Mpbecapran Kanown.
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[IpumeHeHue mnpenapara MPOTUBOIOKAa3aHO Yy JeTell B Bo3pacTe a0 18 ner (HemocTaTodyHo
KIIMHUYECKHUX JaHHBIX 10 0€301macHOCTH U 3D (PEKTUBHOCTH TIpemapara).

Cnoco0 ImpuMeHeHus

BHYTpB, BHC 3aBUCUMOCTH OT IIpHE€Ma IUIIH. Ta6JICTKy IIPOrjIaThIBAIOT HECINKOM, 3allMBas BO,Z[OI>'I.

4.3. lIlpoTuBOoNOKa3aHNUs

* T'unepuyBcTBUTENBFHOCT, K HpOEcapTaHy WM JTOOOMY M3 BCIHOMOTATEIbHBIX BEIIECTB
npernapara, epeuucIIeHHbIX B paszaene 6.1.

*  OpaHOBpeMEHHOE IPUMEHEHHUE C JIEKAPCTBEHHBIMU IIperapaTaMu, COJepKallluMU alTUCKUPEH,
y HaIMEHTOB C CaXapHbIM J1Ua0eTOM W/WUJIM C YMEPEHHO BBIPAXKEHHOMW U TSXKENIOM MoYeuyHOU
HEJI0CTATOYHOCTHIO (CKOpOCTh KIyboukoBoil ¢umbrpamuu [CK®] < 60 mia/mun/1,73 m?
TJIOIA T TTIOBEPXHOCTH TeEJIa).

* OpHOBpEeMEHHOE NPUMEHEHHWE C WHTUOMTOpaMH aHTHOTCH3HHIIPEBpAINAIONIETo (epMeHTa
(AIl®) y manueHTOB ¢ AMadeTHYeCKOi HepormaTHeN.

*  bepeMeHHOCTb.

* Ilepuon rpyaHOrO BCKapMIITMBAHHUS.

*  Bospacr 1o 18 ner (3¢hpekTuBHOCTH M 6€30MACHOCTh HE YCTAaHOBJICHBI).

* HacnencrBeHHasi HEMEPEHOCUMOCTh TaJlAKTO3bl, HEIOCTATOYHOCTH JIAKTA3bl WM CHHIPOM
[II0K030-TJIaKTO3HON MalibabCcopOLIUH.

* Tskenas meyeHOYHas HEJIOCTaTOYHOCTh ((pyHKIMOHaNbHBIM Kiacc C nim Oonee 9 6anioB)

(OTCYTCTBI/IC OIlbITa KIIMHHYCCKOTO HpI/IMeHeHI/ISI).

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOXKHOCTBIO CIEAYET Ha3HAUATh Ipenapar:

* TMpU CTEHO3€ aopTajJbHOTO MM MHUTPAJIBHOIO KIJalaHa WIM TUnepTpoduyueckoit
o0ctpykTruBHOM Kapanomuomnatuu (I'OKMII);

* MpU TUNOBOJEMHM, TUIOHATPUEMHH, BO3HUKAIOIIUX, HANpUMEp, MPU HHTEHCUBHOU
JTUYPETUYECKOI Tepanuu, reMoAnaIn3e, COOMOICHUN TUEThl C OTPaHUYEHUEM TOTPEOICHUS
MOBAapEHHOW COJH, TUapee, pBoTe (0MacHOCTh Ype3MepHOTO CHIKEHUs AJl);

* y TmnanMeHToB ¢  (QyHKIMEH  IOYeK, 3aBHCALIEM  OT  aKTUBHOCTH  PEHMH-
aHruoTeH3uHanpaocTepoHoBoi cuctemMbl (PAAC), TakmxX Kak MalMEHTHl C apTepHaIbHON

FHHepTeHSHeﬁ C ABYCTOPOHHUM HIJIM OJHOCTOPOHHHM CTCHO30M ITOYCYHBIX apTepI/II\/’I NI
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(mo xnaccuduxammu NYHA);

* [pU UIIEMUYECKON OO0JIe3HH cepAla W/WN KIMHUYECKHU 3HAUMMOM aTepOCKIIEPO3e COCYII0B
TOJIOBHOT'O Mo3ra (Ipu 4pe3MepHOM CHUKEeHHH AJl MMeeTcsl pUCK YCHIJICHUS MIIEMUYECKUX
HApYIICHUM, BIUIOTh 0 Pa3BUTHUS OCTPOro MH(PAPKTa MHOKApAA U HHCYIIbTA),

*  [IpU NOYEYHON HEAOCTATOYHOCTH (TpedyeTcsi KOHTPOJIb COACpKaHUS Kadus U KOHIICHT paLluu
KpeaTHHHHA B KPOBH), HEJIABHEH TPAHCIUIAHTAIIMU MOYKH (OTCYTCTBHUE OIbITA KIMHHUYECKOTO
IPUMEHEHHUS);

* MpU OJHOBPEMEHHOM IMPUMEHEHHHM HECTEPOUIHBIX MPOTUBOBOCIAIUTENIBHBIX MPEnapaToB
(HIIBII), Bkitouasi ceneKTUBHbIE MHTUOMTOPHI IMKI0OKcUurenassl-2 (L{OI'-2) (moBbliienue
pUCKa Pa3BUTHUS HAPYIICHUH (YHKIMH IOYCK, BKIIFOYAs BO3MOXKHOCTH PA3BHTHUS OCTPOM
MOYCYHOH HEJIOCTATOYHOCTH W YBEJIIMUYCHUS COJCPKAHUS Kalusi B CHIBOPOTKE KPOBH,
OCOOCHHO y TMAaIlMEHTOB IOXHIIOTO BO3pacTa, MAIMEHTOB C TUIIOBOJEMHEH [BKiIIOuas
MAIMEHTOB, MPUHUMAIOIIUX JUYPETUKH| WIH Yy TAIlMEHTOB C HapylleHueM (YHKIUU MOYEK
(cm. paznen 4.5.));

* [pu OPUMEHEHUU B KoMOuHaIuu ¢ uHruouropamu AIID wiam anuckupeHOM, Tak Kak IO
CpPaBHEHMIO C MOHOTepamnued npu aBoitHoW Onokane PAAC umeercs MOBBIIMICHHBI PUCK
Pa3BHUTHS YPE3MEPHOTO CHIDKEHUsS AJl, THIepKaIeMuy U HapyIeHus (QYHKIIMH TTOYEK;

* y MAIHMeHTOB C TMCOpHa3oM (B T.4. B aHaMHE3€) BBHUJY BO3MOXHOTO OOOCTPEHHUS TEUCHHS
1copuasa.

Oco0ble yKkazaHus

Upesmepnoe crudicenue AJ] y nayuenmos c cunogonemuet

[Ipumenenue wupOecapTaHa peAKO BBI3BIBAJIO Ype3MepHOE CHIDKeHHe AJl y MalnueHToB ¢
apTepuanbHOl rumepTeH3uen 0e3 apyroil comyrtcTByromiei matoioruu. Kak m mpu mpueme
uHrnouropoB AIlD, upesmepHoe cHmxeHne AJl ¢ COOTBETCTBYIOIIEH CHUMITOMAaTHKOW MOXKET
pa3BUTbCA Yy TAIMEHTOB C TUIOBOJEMHEH/TUIIOHATpUEMHEN (Hampumep, B pe3yibTare
MHTCHCUBHOW NUYpPETUYECKOW Tepamnuu, AUaper, PBOTHI, COOJIIOIEHUS TUEThl C OTPaHUYEHUEM
noTpeOeHusl TMOBAapEHHOW COJM), a TaKkKe Yy NalMEHTOB, HAaXOJSIIMXCS Ha TeMOJHUaIn3e.
['mnoHaTpreMus U/UiM TUIIOBOJIEMHUS! TOJKHBI OBITh CKOPPEKTHPOBAHBI IIEpEl HA4aJIoM JICUCHU ST
npenapatoM Mpbecapran KanoH, miu cieayeT paccMOTPETh BOIIPOC O TPUMEHEHNH 0oJiee HU3KON
HavaJLHOU JO3LI.

T'unocnuxkemus

[Ipumenenue wupbecapTaHa MOXKET BBI3BIBATH T'HIIOTJIMKEMHIO, OCOOCHHO Yy MAalMeHTOB,

MOJIyYaIoOUMX Tpenaparhl AJs JiedyeHus: caxapHoro nuabdera. [loatomy moxeT morpeboBaThCs
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WHCYJIMH.

3abonesaemocms u cmepmHoCmb NA00A/HOBOPOIHCOEHHO20

Xots onbIT puMeHenus npenapata Mp6ecapran KanoH y 6epeMeHHBIX JKEHIIUH OTCYTCTBYET,
€000111aJ710Ch, YTO BHYTPUYTPOOHOE Bo3aelcTBUE HHTHOUTOpOoB ATID, mpu npueme OepeMeHHBIMU
JKEHIIUHAMU BO BTOPOM U TPEThEM TPUMECTpaxX, MOKET MPUBECTU K HAPYIICHUIO Pa3BUTHUS U
cmeptu 1wona. Ilpemapar HpbGecapran KanoH mpoTHMBOMOKa3aH K HPUMEHEHHIO BO BpeMs
OepeMeHHOCTH, KaK U JII000M Apyroi mpemapar, KOTOPbI OKa3bIBAaeT MPSIMOE BO3JEHCTBUE HA
PAAC. Ecim GepemeHHOCTh ObLTa BBISABJICHAa BO BpeMs JICUCHHS, NMPUMEHEHHE IperapaTa
Upbecapran Kanon cneayer npekpaTtuTh Kak MOKHO ckopee (cM. pasnaenst 4.4., 4,6.).
Tlayuenmui ¢ ghynxyueti nouex, 3asucawen om akmusrnocmu PAAC

Kak cnencreue wunrubupoBanusi PAAC MoxHO oXuaaTh yxynauieHuss (QYHKIUUA TMOYEK Y
MPEIPACTIONOKEHHBIX K ATOMY MAIlMeHTOB. Y MAIlMeHTOB ¢ (pyHKUIMEH MOouekK, 3aBUCALICH OT
akTuBHOCTH PAAC (mauueHTsl ¢ apTepuanbHON TUIIEPTEH3UEH U CTEHO30M MTOYEYHON apTepuu
OJHOW WM OO0EUX TI0YeK, MAlKUEHTBl C XPOHHYECKOM CEepJIEYHON HEeJ0CTaTOYHOCTHIO
III u IV ¢yukuuonansHoro kiacca [mo kinaccudukanuu NYHA]), neyenue jgexapcTBEHHBIMHU
npemnapaTamMu, KOTopble Bo3AeicTBYlOT Ha PAAC, accouumupoBalioch C OJUTypued u/uiu
MIPOTPECCUPYIOIIEH a30TEMUEH U PEIKO C OCTPOM MOYECHHON HEIOCTATOYHOCTHIO U/UITU CMEPTHIO.
Henp3qa uCkmOUNTH BO3MOXKHOCTH BO3HMKHOBEHMsI MOJ00HOr0o 3¢¢ekra npu MNpUMEHEHUU
AHTaroHUCTOB PELeNTOPOB aHTHOTeH3uHa I, BKiItovast upbecapTaH.

Iloueunas nedocmamouHocms U MpAHCNAAHMAYUSL NOYKU

[Tpu nmpumeHeHuH HpOecapTaHa y MALMEHTOB C MOYEYHOW HEAOCTATOYHOCTHIO PEKOMEH/I0BAH
NePUOANYECKUI KOHTPOJIb COAEPKaHUS KaJlus U KOHIIEHTPAlUU KpeaTHHIHA B CBIBOPOTKE KPOBHU.
Her kmuHWYEeCKMX NaHHBIX OTHOCHUTENBHO MpUMeHeHusl mpemnapara Hpbecapran Kanon y
MalUEeHTOB, HEJABHO MEPEHECIINX TPAHCIUIAHTALIMIO TTOYKH.

Iayuenmovl ¢ apmepuanbHoll eunepmensueli U caxapuviM ouabemom 2 muna ¢ HapyuleHusmu
@dynKyuu nouex

BbrnaronpustHoe nelficTBue npdecapTana B OTHOIICHUH 3aMeIJIEHUS IPOTPECCUPOBAHUS TTOYSUHBIX
U Cep/ICUHO-COCYJUCTHIX HAPYIICHUM UMENIO Pa3HyI0 CTENEHb BBIPAKEHHOCTH y Pa3HBIX TPyl
MAIMEHTOB, MEHEE BBIPAXKEHO OHO OBUIO y JKEHIIMH M y NAIUEHTOB, HE OTHOCSIIMXCS K
€BpOIIEOUTHOM pace.

B ximmHnueckoM uccnenoBanuu IDNT y nanueHToB ¢ apTepruaibHOM THIIEPTEH3UEN U CaXapHbIM
nuaberom 2 tuna ¢ nporeunypueit (> 900 Mr/cyTku), B MOATPYIIE TAIIUEHTOB C BLICOKUM PUCKOM

CTEHO3a IMOYEYHBIX apTepuil, HU Yy OJHOrO0 NalMeHTa, NPUHHUMABIIEro HpOecapTaH, He
5
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CBSI3aHHOI'O CO CTEHO30M ITOYEYHBIX apTEPU.

Heouinas 610okada PAAC npu oonospemennom npumenenuu upoecapmana ¢ uneuoumopamu AI®
UNU C ANUCKUPEHOM

HBorinas 61okaga PAAC mpu npuMeHeHUHn KoMOWHanuu upoOecaptaHa ¢ uaruounropamu AlID
WIM AJIMCKUPEHOM HE PEKOMEHAYETCS, TaK KaK I10 CPAaBHEHUIO C MOHOTEpanuedl uMmeeTcs
MOBBIIICHHBIA PUCK PE3KOTO CHIDKEHUSI AJl, pa3BUTHS THIIEPKATUEMHUH U HAPYIICHUST (PYHKIIHH
nouek. OJHOBpeMEHHOE NpUMEHEHUE updecapTaHa C aJIWCKUPEHOM WM IpernapaTamu,
COJIepKallUMK aJIMCKUPEH, MPOTHUBOMOKA3aHO y MAIMEHTOB C CaXapHbIM Ha0eTOM H/WIH C
YMEPEHHOMN MIIM TSKENOM 1oYedHol HepoctaTouHocThio ¢ CKD < 60 mu/mMun/1,73 M? miommanu
noBepxHoctu Tena (cM. pasumensl 4.3., 4.5.) U He PEKOMEHIYEeTCS Yy IpPYruxX MalUeHTOB.
OpnHoBpeMeHHOe mpuMeHeHHe wupOecapraHa ¢ wuHruouropamu AllD npoTHBOMOKa3aHO Yy
MAlUMEHTOB ¢ auabeTnueckol Hedpomatueit (cm. pasznmenst 4.3., 4.5.) U He peKOMEHIyeTcs y
JIPYTUX MaIEeHTOB.

Iicopuaz

VY nmanueHtoB ¢ mncopua3oM (B T.4. B aHAMHeE3€) pelIeHHe O MPUMEHEHHUU Ipernapara JI0JIKHO
NPUHUMATHCA TOJIBKO IMOCIE TIIATEIbHOW OIICHKH COOTHOIICHHS «II0JIb3a — PHUCK» BBUAY
BO3MO>KHOT'O 00OCTpEHUS TEUEHUS TIcopHasa.

T'unepranuemus

Kak u mpu mpuMeHeHnH APYTUX JIEKApCTBEHHBIX MpenapaTos, Bnustomux Ha PAAC, npu neueHun
npenapatoM Mpbecapran KaHoH MOeT pa3BUBATHCS TUIEPKATHEMHsI, OCOOCHHO MPH HATMYUU
MOYEYHON HEJOCTaTOYHOCTH W/MiM 3a00JieBaHUU cepiua. Y TakuX MalUeHTOB PEKOMEHAYETCS
KOHTPOJIMPOBATh CO/IEPKAHHE Kalusl B CBIBOPOTKE KPOBH.

CmeHo3 aopmanvbHo2co ulu MUMPAILHO20 KIANAHA, 2unepmpoguueckas o00CMpPYKMUGHAs.
Kapouomuonamus

Kak u npu npuMeHeHNn Apyrux Ba3zoAWIaTaToOpoB, Npu npueme npemnapata Mpodecapran Kanon
NalUeHTaMH C aopTajbHBIM WJIM MHUTPAIbHBIM CTEHO30M WM C TUIEPTPOPUUECKON
OOCTPYKTHBHOH KapAroMHonaTueil HE0OX0 MO COOII0AaTh OCTOPOKHOCTb.

Tlepsuunvlii cunepanrb0ocmepoHusM

[TaniueHTHI ¢ IEPBUYHBIM TUIIEPATBIOCTEPOHU3MOM OOBIYHO HE PEarupyroT Ha THMOTCH3UBHBIC
npemnaparsl, JedcTByromue depe3 mHrubuposanue PAAC. IlosTomy mpumeHeHHe mpemnapara
NpGecapran KaHOH B TakuX cilyyasx HeleaecooOpasHo.

Tayuenmor ¢ uwemuyeckol 601e3HbI0 cepoya U/unu KIUHUYECKU 3HAYUMBIM aMepOCKIepO30M

cocy()oe 20JI0OBHO20 MO032a
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NAIMEHTOB C MIIEMUYECKOH OOJE3HBIO Cepilla M/MIU BBIPAKEHHBIM aTEPOCKIEPO30M COCYA0B
TOJIOBHOTO MO3ra MOXKET MPHBECTH K Pa3BUTHIO MH(ApKTa MHUOKapJAa WIM MHCYJbTA. JleueHue
TaKUX MAlHMEHTOB JOJHKHO OCYILECTBIIATHCS MO CTPOruM KoHTposaeM A/l

Jlumuu

He pexomenayeTcs mpruMeHeHHE TpenapaToB JIMTHS B KoMOuMHanmu ¢ npenapatoMm HpOecapran
KanoH (cM. paznen 4.5.).

BcnoMorarenbpHEIC BEIIECTBA

[Ipenapar HpbGecapran Kanon coxepkut naktosy. Ilammentam c peako BeTpedaromieics
HACJICICTBEHHOW HEMEPCHOCUMOCTBIO TalaKTO3bl, JACPHUIIMTOM JIAKTa3bl WU  TIIFOKO30-
raJlaKTO3HOM MaababCcopOIMeit He ClieyeT MPUHUMATD STOT Mpernapar.

[Ipenapar UpbOecapran Kanon comepxut MeHee 1 mmoisib (23 Mr) Hatpus B MaKCHMaJIbHOU

pa3oBoii 1o3e (2,29 mr B 1 ta6 (300 Mr).), TO €CTh MO CYTH HE COACPKHUT HATPUSI.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JIeKAPCTBEHHBIMH MNpenapaTaMd M JApyrue BHbI
B3aNMOJAeHCTBUSA

Wcxons W3 JaHHBIX MCCIENOBaHUM In Vvitro, HE OXKUAAaeTcsl B3auMoOJeHcTBUS HpOecapTaHa ¢
JIEKapCTBEHHBIMHU CPEJCTBAMH, META0OIM3UPYIOIIUMHUCA ¢ nomolsio n3opepmentos CYPIAL,
CYP1A2, CYP2A6, CYP2B6, CYP2D6, CYP2E1 wim CYP3A4. UpOGecaptan, B OCHOBHOM,
metabonusupyercs ¢ uzopepmeHToM CYP2C9 wu, B MeHblIe cTeneHH, MOABEpPraeTcs
[JIFOKYPOHHPOBAHUIO.

He wHaOmiomanmoch  3HAYUTENBHBIX  (PApMAaKOKMHETHYECKMX M (apMaKOJUHAMHYECKHX
B3aMMOJCHCTBUII  NpPU  COBMECTHOM  MpUMEHEHMM  upbecapraHa ¢  sapgapunom,
MeTaboaM3upyroImuMcs ¢ noMolsko nzodpepmenta CYP2CI.

HpGecapTan He U3MeHsAeT PapMaKOKHMHETUKY OUCOKCUHA U CUMBACTAMUNA.

[Ipu coBMecTHOM MpPUMEHEHWHU HpOecapTaHa C 2UOPOXAOPOMUASUOOM ULU HUDEOUNUHOM
dbapmMakoKMHeTHKa HpOecapTaHa He U3MEHSETCS.

Jlexapcmeennvie npenapamel, cooepiicawjue anucKupen

OnHOBpeMeHHOE NpUMEHEeHUe upOecapTaHa ¢ JIEKapCTBEHHBIMH IpernapaTaMi, COAEpKallluMU
QIUCKUPEH, MPOTHUBOMOKA3aHO Yy TMAlMeHTOB C CaXapHbIM JMa0eTOM W/WIM C TOYEYHOM
HE/IOCTATOYHOCTBIO YMepeHHOH u Tsokenoit cremenn (CK® < 60 wmn/mun/1,73 m? miomaan

MOBEPXHOCTH TeJIa) U HE PEKOMEHIyeTCsl Y IPYTHX MalueHToB (cM. pasaensl 4.3., 4.4.).



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.11.2024 N= 24701
Unzubumopor AIID (NMOCNEOOBATENEHOCTE 0002)

[Tpumenenue upOecaprana B couetanuu ¢ uHruouropamu All®D mpoTHBOMOKA3aHO y MAUECHTOB
¢ nuaberndeckoll Hepomaruelr U HE PEKOMEHIYeTCsS Yy APYTUX MAIMEHTOB (CM. pasneisl 4.3.,
4.4.).

IIpenapamul xanus u kanuticbepezaioujue OuypemuKu, 2enapum

Ha ocHoBanuu ombITa, NOJYYEHHOTO IPU IPUMEHEHUU JPYIHX JIEKAPCTBEHHBIX CPENCTB,
Brusiroux Ha PAAC, pu 0JHOBpEeMEHHOM IPUMEHEHUH [TPENapaToB Kajlus; 3aMEHUTENEH coun,
coJepKalMX Kaluil; Kanuicoeperaromux AMYPEeTUKOB WM APYIMMHU, CIOCOOHBIMHU IOBBIIIAThH
COJepKAaHMWE Kalus B KPOBU JIEKAPCTBEHHBIMHM CpEICTBAMM (TE€lapuH), HHOTJAa MOXET
3HAYUTEIBHO TOBBICUTH CHIBOPOTOYHYIO KOHIIEHTPAIMIO KallMsl, YTO TpPeOyeT TIIATeIbHOTO
HaOJII0/IeHUS 32 NIOKAa3aTeNIIMU KaJlus IU1a3Mbl KPOBH Y MALIUEHTOB BO BpEMs JICUCHHUSI.

HIIBII, exnouas cenekmugHble uHeUOUMOpwvl yukiookcueenasvl-2 (L{OI-2)

[Ipy ogHOBpEMEHHOM NPUMEHEHHM AHTArOHUCTOB pernentopoB anruoreHsumHa II m HIIBII
(Bxirovast cenekTuBHble MHrHOuTOpHl L[OI'-2) BO3MOXHO OciabaeHUE aHTUTMIIEPTEH3UBHOTO
apdexra upbecapraHa. Y MaIUEHTOB MOKWIOTO BO3pAcTa, MAIMEHTOB C THUIIOBOJIEMHUEH HITH
NAalMEeHTOB C HapylleHHoW ¢yHkuuel nodek npumeHenue HIIBII, Bkitouas ceneKkTHUBHBbIE
uHru6urops! L{OI'-2, 0AHOBPEMEHHO C aHTArOHUCTAMHU PELENTOPOB aHIMOTeH3MHa I, BKitouas
upOecapTaH, MOKET MIPUBECTU K YXYIIIEHUIO (QYHKIUU MOYEK, BKIIIOYAs BO3ZMOKHOE Pa3BUTHE
OCTpOM MOYEYHOW HEJOCTATOUYHOCTU. DTU 3(P(DHEKTH OOBIUHO SIBISIOTCS 00patuMbiMu. Crienyer
PEryJsIpHO KOHTPOJIMPOBATh (PYHKLHUIO MOYEK Yy MAIMEHTOB, OJHOBPEMEHHO HPUHUMAIOIIUX
up6ecaptan u HIIBII, Bkitouas cenektuBHble HHruOUTOpHI LIOI'-2.

Penaecnunuo

Upbecapran moxer wuHruOuposatrs tpaHcnoprep OATPIB1. B xoxe kiIMHHYECKOro
UCCIIEIOBaHMsI COOOINANoch, YTO NMpPUMEHeHue upbdecapTaHa 3a | 4 0 mpueMa penariivHuaa
nosbimnano Cmax u AUC penarnunauaa (cyocrpara tpancnoprepa OATPIB1) B 1,8 u 1,3 paza
COOTBETCTBEHHO. B pamMkax Apyroro uccienoBaHus HE ObUIO 3aperuCTPUPOBAHO 3HAUYHMMOTO
(apMaKOKMHETHYECKOTO B3aUMOJICHCTBUS TPU COBMECTHOM IMpUMEHEHMH upOecapTaHa H
penarnuHuaa. IlosToMy Moxker morpeOoBaThbcs KOPPEKLUs J03bl penariuHua Npu JeYSeHUU
caxapHoro nuabera y MalueHTOB C apTepHaIbHON TUIePTEH3HEH.

IIpenapamol aumus

CooOmasioch 00 yBENTMYEHMHM CBHIBOPOTOUHBIX KOHIIGHTpAIMM JUTUS M YBEIWYEHHH €ro
TOKCHYHOCTH IIPH OJIHOBPEMEHHOM IIPUMEHEHHUH COJIeH TUTHS U upbecapTaHa.

Huypemuku u opyeue eunomeHn3usHvle cpeocmea
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[Tpu ogHOBpEeMEHHOM MPUMEHEHUH upOecapTaga u npy?g)'c' %H]%géfigﬁ“&%&tclﬂ'eﬂc%ﬁ%g%&mo

YCHJICHUE aHTUTHIIEPTECH3UBHOTO JeicTBUs. MpOecapraH MOXKET TPHUMEHATHCS C JAPYTUMU
TUTNIOTEH3UBHBIMU CpPEACTBAMH, TaKUMH Kak Oeta-anpenooOnokarope, BMKK mmurensHOTO
JIEMCTBUS U TUA3UHBIE JUYPETUKH.

[IpenwecTByroniee Je4eHUE AUYPETUKAMH B BBICOKUX J03aX MOKET IPUBOJUTH K TMIIOBOJIEMUU
Y TIOBBILLICHUIO PUCKA Ype3MepHOro cHikeHust A/l B Hauane sieuenus npenaparom Upbecapran

Kanown.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepeMeHHOCTB

OnbIT 0 MPUMEHEHUIO npOecapTana npu 6epeMeHHOCTH OTCyTCTBYeT. C y4eToM TOTO0, UTO TMpHU
npueme uHruoutopo AIID 6epemennbiMu xkeHnmuamu Bo 11 u Il TpumecTpax GepeMeHHOCTH
HAOMIOIATNCh TOBPEXKICHUE M THOeNb Pa3BUBAIOIIErocs IUIOJa, updecapTaH, Kak U JI0OOH
JIpyroi mpernapar, KOTOpblil Bo3zeicTByeT HenocpencTBeHHO Ha PAAC, Henb3s MPUMEHSTHh BO
Bpems 6epemennoctu (I, 11, III Tpumectpsr).

[Tpu nuarHocTHpOBaHUM OEPEMEHHOCTH BO BpeMsl JieueHUs upOecapTaHoOM cleAyeT KaKk MOKHO
CKOpee MPEKPATUTh €r0 IPUEM.

JlakTanus

HpOecapran SKCKpeTHpYeTCs B MOJIOKO JIAKTUPYIOIIUMX Kpbic. HewnsBecTHO, MoOeT u
upbecapTan/ero MeTabOJIMTHl JKCKPETUPOBATHCS B TPYJHOE MOJIOKO delioBeka. Bo Bpems
IPyJIHOTO BCKapMJIMBaHUSI IpueM upOecapTaHa NpoTHBONOKa3aH. IlosToMy mocie oueHkH
COOTHOILIEHUS NPEAIOIAaraéMoi Mojb3bl OT IpHEMa Ipenapara JUisi MaTepy U MOTEHIUAIBHOTO
pucka ais pedeHKa cieayeT NPeKpaTUTh WM IPyAHOE BCKapMJIMBaHUE, WU IpUeM upOecapTaHa.

DdepTUIbHOCTD

B uccnemoBaHusx y caMIilOB W CaMOK Kpbic HpOecapTaH He BIUsSI Ha (GEpTUIBHOCTh U
PENPOAYKTUBHYIO (QYHKIIHIO, TAXKE B 103aX, OKA3BIBAIOIINX HEKOTOPOE TOKCUYECKOE JCHCTBHE Ha
ponureneit (10 650 mr/kr/nens). He Habmroganock 3HaAYMMOT0 TEUCTBHUS HA KOJTMYECTBO JKEITHIX
Tel, WMIUIAHTUPYEMbIX OHMOpPHOHOB WM JKHMBBIX IUIoAOB. MpbOecapran He BIUSII Ha

BBIKUBACMOCTD, Pa3BUTUC UJIM BOCIIPOU3BOJACTBO IIOTOMCTBA.

4.7. BuusiHue Ha CIOCOOHOCTH YINPABJIATH TPAHCHOPTHBIMHM CPEACTBAMH M padorarh ¢
MeXaHM3MaMH

Bnusnue mnpenapata WpOGecapran KaHOH Ha CIOCOOHOCTH YIpPaBIATh TPAHCHOPTHBIMU
CpPEeACTBAMU WM 3aHUMATbCA JPYTMMH IIOTEHIUAJIbHO OIIACHBIMU BHJAMHU JEATEIbHOCTH,

9
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TpeOYIOMMMH MOBBIIIEHHOTO BHUMAHHS M BBICOKOM c%bbc%%b@c%&%%ﬂﬁk -E)Edf(ﬂr/'rﬁr', He

usydanocb. OmHako, wcxons U3 ero (hapMakoJAMHAMUYECKUX CBOMCTB, MpemapaTr HE JOJDKEH
BJIMATH Ha CHOCOGHOCTL YHpaBJ'ISITB TpaHCHOpTHLIMI/I CpCIICTBaMI/I U 3aHUMATbHCA ILp}/I‘I/IMI/I
MOTEHITMAIBFHO OMACHBIMHU BUJIAMHU JEATEIBLHOCTH (paboTa Ha BBICOTE, paboTa aBHAAMCIIETYEPa,
paboTta ¢ MexaHW3MaMu W T.I.). B ciydae BO3HUKHOBEHHS TOJOBOKPYXEHHS U CIa00CTH
BO3MOXHO CHHXCHHC BHUMAHHUA U 3aMCIJICHUC HCI/IXOMOTOpHBIX peaKm/Iﬁ, HGO6XOHI/IMO
c00JII0/1aTh OCTOPOKHOCTD MPHU YIPABICHUH TPAHCIIOPTHBIMU CPEACTBAMHU, MEXaHU3MAMH.

4.8. HexkennaTesibHbIe peakunu

Pe3roMe HexxenaTeIbHbIX PEAKIIUN

[IpencraBieHHBIE HIDKE JaHHBIC 110 HEXKENATEIbHBIM PEAKIHSIM KIACCU(PHUIIUPOBAHBI 10
cucrteMHo-opraniHeiM kiaccam (COK) u yactore BO3HMKHOBEHHMs. YacToTa BO3HHMKHOBEHUS
HEKeNaTeNIbHBIX PEeaKIMil ompenensyiack B COOTBETCTBUM C Kiaccudukanueir BcemupHoit
Opranuzanuu 3apaBooxpaHeHus: oueHb yacto (> 1/10), wacto (= 1/100, Ho < 1/10), Hewacto
(> 1/1000, HO < 1/100), penxo (> 1/10000, Ho < 1/1000), ouens penko (< 1/10000), gactora
HEU3BeCTHA (Ha OCHOBAHWU UMEIOIIUXCS JAHHBIX OIEHUTH YaCTOTY HEBO3MOIKHO).
HexxenaTenbHble sSIBICHUS y MAIlMEHTOB, MPUHUMABIIUX HpOecapTaH, OOBIYHO OBUIH YMEPEHHO
BBIPQXCHHBIMU U MPEXOSAIIMMH, U UX YacTOTa He Obla CBsI3aHAa C BEJIMYMHOW MPUHUMAEMOU
70361, YacToTa BO3HMKHOBEHHS HEKENIATENFHBIX SBJICHWN HE 3aBHCeNa OT I0ja, BO3pacra U
pacoBoi MpUHAUICKHOCTH. Hbke TIpeICTaBICHBI HeXellaTebHbIC peakIny, HaOIoJaBIIkeCs B
KITMHUYECKHUX UCCIIEIOBAHUSX:

l_ y marnueHToB ¢ apTepuanbHO runepTeH3HeH;

2. y manuenToB ¢ HeponaTyel Mpy apTepHaabHON TUIIEPTEH3HH U caXapHOM JuabeTe 2 THIA;

3 IpM MOCTPETHCTPALIOHHOM TIPUMEHEHUH MIPenapara.

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol

Yacmoma neuszéecmnua: TPOMOOLUTONEHHS, B TOM YHCJIE TPOMOOOIUTONEHUYECKAs Mypiypa’,

aHeMI/ISI3 .

Hapywenus co cmoponvl uMmynHOU cucmembl

Yacmoma Heuzsecmmua: pcaknuun FI/IHep‘-IYBCTBI/ITCJ'ILHOCTI/I3 (TaKI/Ie KakKk aHFI/IOHeBpOTI/I‘-IeCKI/Iﬁ

OTCK, KOKHAad ChbIllb, KpallTMBHHUIIA, aHa(I)I/IJ'IaKTI/ILIeCKI/IC pcCaKkiuu, aHa(bI/IJ'IaKTI/IquKI/Iﬁ IJ_IOK).

Hapywenus memabonuzma u numanus

2’3, l"I/Il'IOl".]'II/IKeMI/ISI3 .

Yacmoma neuzeecmua: runiepKainieMus
Hapywenus co cmoponvl HepeHOll cucmembl
Yacmo: ToJIOBOKPYKEHHE "2, OpTOCTATHYECKOE TOJTOBOKPYKEHHE?, TONOBHAS GOIb .

Heuacmo: opTocTaTUYeCcKOe TONOBOKpYKeHue .
10
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Yacmoma Heuzsecma: BEPTHTO". (NOCNEOOBATENEHOCTE 0002)

Hapywenus co cmoponul opeana ciyxa u rabupunma

Yacmoma neuseecmua: 380H B ymax (THHHHUTYC) .
Hapywenus co cmoponvl cepoya

. 1 1
Heuacmo: otexu’, Taxukapaus .
Hapywenus co cmoponul cocyoos
Yacmo: OpTOCTATHIECKAS THIIOTEH3U .,

. 1
Heuacmo: npunuBbl KPOBH .
Hapywenus co cmoponwl OvixamenbHOU cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCmeHUs.
Heuacmo: xamens'.
Kenyoouno-kuuieynvie HapyuleHus

Yacmo: TomHoTa', pBOTa'.

Heuacmo: ,I[I/Iapefll, I[I/ICHGHCI/ISII, I/IS)I(OFal.

Yacmoma Heuzgecmua. III/ICFCB?:I/I?Il .

Hapywenus co cmoponvl neuenu u yHcenueableo0auux nymeti

Heuacmo: xentyxa’.

Yacmoma nHeuzgecmua. TOBBIIICHHE aKTUBHOCTU «I1€YCHOYHBIX) (bepMeHTOB3 W KOHLOCHTpAlKU

OMIMpYOMHA B KPOBM®, FeMaTuT’,

HapymeHuﬂ CO CMOPOHbL KOIMHCU U NOOKONCHBIX MKAHel

Yacmoma Heuzsecmua. HeﬁKOHHTOKHaCTHqCCKHﬁ BaCKy.]'II/IT3, HCOpI/I833, B TOM YHCJIC YCHUJICHUC

TIPOSBJIEHHs] CUMIITOMOB MicopHasa (cM. paszien 4.4.), peakiuy GOTOUYBCTBUTENLHOCTH .
Hapywenus co cmoponwl mwiuieunotl, ckeiemuou u coeOuHUmMenbHOU mKaHu

. 2
Yacmo: MbIIIIEUHO-CKeNIeTHAs 00JIb".

Yacmoma _Heuzsecmua. MI/IEU'H"I/ISI3 (B HCKOTOPBIX CJIydasAaX MOXKET OBITh COIIps’KEHAa C

IMOBBIIICHUEM KOHICHTpAalUU KPCAaTUHKUHA3bl B IUIA3MC KpOBI/I), apraJ'IFI/I}IS, MBIIICYHBIC

CIasMbr°.
Hapyuienus co cmoponul nouex u Mouesble00suux nymei

Yacmoma HeuzsecmHua: HapyHmICHUC (I)YHKLII/II/I HO‘-ICK3, B TOM YHCJIC ClIy4au pa3sBUTHUA MMOYEYHOM

HEJOCTAaTOYHOCTH y MAI[MEHTOB IPYIIBI pucka (cM. pasznen 4.4.).
Hapywenus co cmoponwl penpo0ykmuenoti cucmembul U MOIAOYHBIX HCele3
Heuacmo: spexkTunbHas Jmcq)yHKum[].

Obwue Hapywenus: u peakyuu 8 mecme 88e0eHuUs

Yacmo: TIOBBIIEHHAs YTOMIAEMOCTb ' .

Heuacmo: 6071b B TpyHO# KieTke'.
11
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Yacmoma neuzsecmua: aCTeHUS (NOCNEOCBATENEHOCTEL 0002)

Jlabopamopnvie u uncmpymenmanvhule OanHvle

Bo Bpems mnpoBeneHHS KOHTPOJIUPYEMBIX KIMHUYECKUX HCCICNOBAHUN Yy TAIMEHTOB C
apTepualibHON TrumepTeH3ueld He HaOIIaloCh KIMHUYECKH 3HAYUMBIX H3MEHEHUH B
nabopaTtopHbIX TMoKazarensx. He tpebyercss crHenuagbHOrO MOHUTOpPUHIA J1a00paTOPHBIX
MOKa3aTene JUisi TMAalMeHTOB C apTePUAIbHON TUIEPTCH3WEH, NPHHUMAIOIIUX Ipenapar
Hpbecapran KanoH. B KIMHIYECKUX HCCIEIOBAHUSAX THUICPKATUEMUS U TIPEKPAIICHUE JICUCHUS
U3-32 Pa3BUTHUS TUIEPKAIMEMHUHU 4Yallle HaOJI0JaIiCch y MAalUEeHTOB C CaXxapHbIM JIUabeToM,
MPUHUMABIIKX UpOecapTaH, ueM B IpyIIe npreMa miane6o. Y naiieHToB ¢ caXapHbIM 11adeToM
C apTepUaAIbHON TUIEPTEH3UEN B COUETAHNN C MUKPOATLOYMUHYpUEH 1 HOPMaIbHON (yHKIHEH
MoueKk runepkaymeMus (> 5,5 MOkB/i) HaOmonanace y 29,4 % NanWeHToB U3 TPYIIBI pUeMa
upbecaprana B g03e 300 mr u y 22% mnanueHTOB U3 TPYIIBI IpHeMa Iane0o. Y maiueHToB ¢
caxapHbIM JUabeTOM C apTepuanbHOW THIEPTEH3WEH B COUYETAHHHM C XPOHMYECKOW MOYEHUHOMN
HEJOCTAaTOYHOCTRIO M MPOTEHHYpUEH rurepkamuemus (> 5,5 MOkB/n) HaOmonanace y 46,3%
NAIMEeHTOB U3 TPYIIIBI MpreMa upbecaprana u'y 26,3% manueHToB U3 TPYIIIBI IpreMa miamefo.
[Tpu mpumenenuu upOecapTaHa 4acTO OTMEUaIOCh 3HAYUTENBHOE YBEIIMYEHHE KOHIIEHTPALUU

KpeaTuH(pOocPOKUHA3HI B TIIa3Me KPOBHU.

Coo0111eHne 0 M0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsAX IMOClie pPEeTUCTpalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
coo01aTh O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENIbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJBHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEaKIIHsIX TOCylIapCTB — YJICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®@eoepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CrnaBstHCKas IJI0IIa1b, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caitt B HH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON ceTn «HTEpHETY:

https://www.roszdravnadzor.gov.ru

12
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4.9. Ilepeno3upoBka

CuMITOMBI

OnbIT MPUMEHEHHUS MIPeTapaTa y B3pOCIbIX MAIMEHTOB B 03aX 10 900 MI/CyTKH Ha MPOTSKEHUN
8 Hezenb HE BBIIBMI Kakoil-mubo ToxcuuHocTH. [Ipeamonaraercsi, uto Haubosiee BEPOSTHHIM
MPOSIBICHUEM TEPEO3UPOBKU OynyT apTepualibHas THIOTEH3US W TaxXUKapAus; TaKKe IMpU
Mepe103UPOBKE MOKET BOSHUKHYThH OpauKapIusi.

Jleuenue

OtcyrcTByeT Kakas-nmubo cneunduueckas nHGopMaIus B OTHOIICHUH JICYEHHS [IePe103UPOBKU
npenapatoM Upbecapran Kanon. Crnenyer ycTaHOBUTH OCTOSIHHOE HAOJIOJIEHHUE 32 COCTOSIHUEM
ManueHTa W, NP HEO0OXOIUMOCTH, MPOBOJIUTH CHUMIITOMATHYECKYIO H IOJJICPKHUBAIOILYIO
tepamuo. [Ipu mepeno3npoBke PEKOMEHIYETCsS BBI3BATH PBOTY W/WJIM MPOBECTH TPOMBIBAHHE
xenyaka. LlenecooOpaseH mpuem akTUBHpOBaHHOTO yris. MpbOecapTaH He BBIBOAMUTCA W3

OpraHmusma C IIOMOIIbIO I'€MOJUAIN3A.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoauHaMHu4YeCKHe CBOMCTBA
®apMakoTepaneBTUYECKas TPYIIa: CPeACTBa, ACHCTBYIOUIME HA PEHUH-AaHTHOTEH3HMHOBYIO

CHUCTEMY; aHTarOHHUCTHI PELIENTOPOB aHTHOTeH3uHa [1.

Kon ATX: CO9CA04.

MexaHN3M JIeUCTBUS

HpOecapraH sBiseTCS CEIEKTUBHBIM aHTarOHUCTOM penentopoB anruoreHsuHa Il (tuma ATh).
HpOecapran He TpeOyeT MeTabOINUECKON aKTUBALMU JUIsl MPUOOPETeHUs (papMaKoIOrHuecKoi
aKTUBHOCTH. AHruoreHsuH Il sBiseTcss BaXHBIM KOMIIOHEHTOM PEHUH-aHTHOTEH3UH-
anpoctepoHoBoil cucrembl (PAAC) u BOBieYeH B MATOr€HE3 pa3BUTUS apTepHATbHOU
TUIEPTEH3UH, a TAK)Ke TOMEOoCTa3 HaTpHsl.

dapmakoagnaamudeckue YO HeKTol

Hpbecapran 610KUpyeET Bce PU3NOIOTUYECKH 3HAaUMMBIe 2 (deKThl anrnoTreH3uHa I, HezaBucumo
OT HCTOYHHMKA WM TIYTH €ro CHHTe3a, B TOM UHCJIE, €ro CHIbHO BBIPAKCHHbBIE
COCYIIOCY)KHBAIOUIMA H  allbJIOCTEPOHOCEKPETUPYIONIHIA dPQPEKThI, peaNnnu3yrommecs: dYepes
perenrropsl THa AT1, pacnoiokeHHbBIE Ha MTOBEPXHOCTH TJIAJIKOMBIIICYHBIX KIIETOK COCYJIOB U B
KOpe HaAMoO4YeuHUuKoB. MpOecaptan He o00iagaeT aroHUCTUYECKOW AaKTUBHOCThIO K AT

peuenTopam u uMeeT ropasno oomnbinee (Oonee yem B 8500 pa3) cpoactBo ¢ AT -penenropamu,
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gyem ¢ ATs-penentopamu  (penenTopsl, | He cHsAbm - %;-T%&%)ﬂhﬁﬂg" L 60TH

CEP/IEYHOCOCYTUCTOM CUCTEMBI).

HpGecapran ne unrndupyet ¢pepmentsl PAAC (Takue Kak peHHH, aHTHOTEH3WHIIPEBPAIIAOIINi
dbepment [AIID]) m He BAMSAET HAa PEUENTOPHI IPYrUX TOPMOHOB WJIM HOHHBIC KaHAbI,
Yy4acTBYIOIINE B PETyJIALUU apTepuanbHoro nasieHus (AJl) u romeocrasza Hatpus. biokupoBanue
upbecapranom AT -perienTopoB nNpeprIBaeT Ieb 00PATHOM CBS3HM B CUCTEME PEHUHAHTHOTEH3YH,
YTO NMPUBOJUT K YBEIUWYCHMIO IUIA3MEHHBIX KOHIEHTpauui peHuHa u anruorensusa II. Ilocie
npuemMa upbecapTaHa B PEKOMEHIYEMBIX [103aX IUIa3MEHHAas KOHLEHTpalus ajbA0CTEpOoHa
CHU)KAETCsl, HE OKAa3bIBasi MPHU 3TOM CYIIECTBEHHOTO BIUSHUS HA COACPKAHHUE KU B CHIBOPOTKE
KpOBH (CpeHee 3HaueHHUE ero yBenudeHus cocrapisieT < 0,1 MOkB/n). UpOecapTan He OKa3bIBaeT
3aMETHOT'O BJIUSHUS Ha CHIBOPOTOYHbBIE KOHIEHTPALMU TPUTIIULIEPUIOB, XOJIECTEPUHA U [NIFOKO3BL.
HpOecapran He BIMSIET HAa KOHLEHTPALMIO MOYEBOW KHUCIOTHI B CHIBOPOTKE KPOBH MM Ha
CKOPOCTh 9KCKPEIIMH MOYEBON KUCIOTHI TOYKAMHU.

Kinunanueckas 3¢ dhekTUBHOCTL U 0€30IIACHOCTD

AHTHTUTIEPTEH3UBHBIN d3PPEeKT npOecapTana MposSBISIETCS YKE MMOCIE IpUeMa ero epBOH 1036l
U CTaHOBUTCS 3HAUYUMBIM B TeueHMe 1-2 Hexenb MpuUeMa, €ro  MaKCUMaJIbHBIN
aHTUTUNEPTEH3UBHbIN 3¢ dekT nocturaercs k 4—6 Henene JsedeHus. B 710arocpoyHsIx
KJIMHUYECKUX HCCIIEOBaHMUAX HaO0JI0/1ajoCh COXpaHEHWE aHTUTHMIIEPTEH3UBHOrO 3ddexra
upOecapTana 6oJiee OHOTO roja.

[Ipn onHOKpaTHOM mHpueMe BHYTph HMpOecapraHa B jgo3ax 70 900 Mr aHTUTrHIEpTEH3UBHBIN
3¢ (deKT HOCUT J0303aBHCUMBIN XapakTep B TeueHHe cyTok. MpOecapTaH mpu OJHOKpPaTHOM
npueme B go3ax 150-300 Mr B TeueHue cyTok cHukaeT AJl, usmepseMoe B MOJTOKEHUH <JIEKa»
WJIH «CHJIs» B KOHIIE MEXJI030BOT0 MHTEpBaia (depe3 24 4 mocie mpruema 1036l upbecapraHa, T.
e., Tepel NpPUEMOM OuepeqHOM 03Bl HMpOecapraHa), B cpeaHeM Ha 8—13/5-8 MM pT. cT.
(cucronnueckoe/nuacronuueckoe AJl) o cpaBHEHHIO € TU1a1e00. AHTUTUIIEPTEH3UBHBIN D PeKT
upOecapTaHa nepes NpueMoM ouepeaHoit 10361 coctapiseT 60—70 % OoT MaKCUMAaNbHBIX 3HAUCHHH
CHW)KEHHSI AMACTOJIMYECKOr0o U cucrtonnueckoro A/l. OntumanbHoe cHmxkeHue AJl B TeueHue
24 4 nocruraercs npu npueme updecaprana 1 pas B CyTKH.

HpGecaptan npuOIM3UTENBHO B OJMHAKOBOW CTENEHU CHIDKAeT AJ] B MOJIOKEHUH «CTOS» U B
MOJIOKEHUU <«1exay». Oproctatudeckue 3 EKTsl HAOMIOJAIOTCS PEIKO, OJHAKO, KaK W TMpHU
npueme HHruouTopo AIl®, y manueHToB ¢ TUIIOHATPUEMHUEN W/WIIK TUIIOBOJIEMHUEH BO3ZMOXKHO

YpE3MCPHOC CHUKCHHUC AI[ C KIIMHUYCCKUMU MPOABIICHUAMMU.
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XapakTep. Y MalUeHTOB C HEAOCTAaTOYHBIM CHMKeHHueM AJl mpu MOHOTepanuu npodbecapTaHOM
no0aBlieHHE K €ro MpHeMy HU3KUX 7103 ruapoxyioporuasuaa (12,5 mr) 1 pa3 B CyTKH NPUBOAMT K
JOTIOJTHUTEIbHOMY CHIDKEeHUIO AJ[ Ha 7—10/3—6 MM pT. CT. (CUCTOINYECKOE/TUACTOIMIECKOE) TI0
CpaBHEHHMIO ¢ JoOaBIeHUEM ILaredo.

[Tocne otmens! upOecaprana A/l Bo3BpalaeTcst K HCXOJHOMY YPOBHIO mocTeneHHo. CHuHIpoMa
«OTMEHBI» HE HabIoAaeTCs.

D¢ dexTuBHOCTH HpOECapTaHa HE 3aBUCHT OT BO3pacTa Wiu nosia. Kak u npu npuMeHeHHH APYTUX
JIEKapCTBEHHBIX CPEACTB, KoTopble BIUs0T Ha PAAC, aHTUrMNEpTEH3UBHOE JICHCTBHE
upOecapraHa y TAalMEeHTOB HETPOMJHON pachl 3aMETHO MEHee BBIPAXKEHO, OJIHAKO, NpHU
IpPUMEHEHUN upOecapTaHa OJHOBPEMEHHO ¢ HU3KUMHU J03aMH THAPOXJIOPOTHA3UA (HaIlpUMep,
12,5 Mr B CyTKH) aHTUTHIIEPTEH3UBHBIM OTBET Y MAIMEHTOB HETPOUIHOM PACKI IPUOIMKACTCS 10
3¢ (HeKTUBHOCTH K TAKOBOMY y MAI[MEHTOB €BPOIICOUHOMN PaCHI.

VY manueHToB ¢ apTepuaibHON THIEPTEH3UEH U ¢ caXxapHbIM AUa0eTOM 2 TUIa, IPUHUMAIOIINX
upOecapran B no3uposke 300 mr, ormeuanock 20 % cHMkeHue (110 CpaBHEHUIO ¢ manedo) u 23
% cHWxKeHue (0 CPaBHEHHIO C aMJIOAUIMHOM B JO3MpPOBKE 10 MI') OTHOCHTEIBHOTO pHCKa
MEPBOr0 BO3HUKHOBEHHUS JIIOOOTO M3 CIEAYIOIIMX COCTOSHUN: YIBOCHHE CHIBOPOTOUYHOMN
KOHLEHTPAllUU KPEaTUHNHA, Pa3BUTHE TEPMUHAIBHON CTAUM MMOYEYHONW HENOCTATOYHOCTH MIIU
CMEPTH OT JI000M U3 NpUYKH (TIPU TOCTUKEHUU COMOCTaBUMOTO CHIXEeHUS Al py NpUMEHEHUU

upOecapTaHa U aMJIOIUIINHA).

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOGcopbuus

[Tocne mpuemMa BHYTph upOecapTaH OBICTPO U TOJHOCTBIO BCACHIBACTCS, €ro aOCOIIOTHAs
O6uogocTynHocTh cocraBisieT npubmusurensHo 60-80 %. OnHOBpPEMEHHBIN NpueM MUK
CYIIECTBEHHO HE BJIHSIET Ha OMOIOCTYITHOCTh HpOecapTaHa. [lociie mpreMa BHYyTph MaKCHMalTbHAS
1a3MeHHas KoHIeHTpauu (Cmax) UpOecapTana gocturaercs uepes 1,5-2 u.

Pacnopenenenune

CBs13b ¢ OenkaMH Mi1a3Mbl KPOBU COCTABIISIET MPUOIU3UTENbHO 96 %. CBs3bIBaHUE C KIETOYHBIMU
KOMITOHEHTaMH KpOBH He3HauuTenbHO. O0beM pacnpesaeneHus cocraniser 53—-93 .

Buorpancdopmarnus

[Tocne mnpuema BHYTpb WM BHyTpHBeHHOro BBemeHusi 14C-mpOecaprana 80-85 %

PaaMOAaKTUBHOCTH, LMUPKYJIHPYIOLIEH B IUIa3M€ KpPOBH, NPUXOAUTCS HA HEU3MEHEHHBIN
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TIIFOKYPOHOBOHM KHUCIOTONH. OCHOBHBIM METAOOJMTOM, HAXOSIIMMCS B CHCTEMHOM KPOBOTOKE,
ABIIsIETCS uWpOecapTaHa TIIOKypoHuA (mpubimsurensHo 6 %). Okwucnenue wupOecapraHa
OCYIIECTBIISICTCS, TJIaBHBIM 00pazoM, ¢ momolisio u3odepmenra nuroxpoma P450 CYP2C9,
yuactue uszopepmenta CYP3A4 B merabonusme upbecapraHa sBISETCS HE3HAYMTEIHHBIM.
HpbecapTan He MeTabOIM3UPYETCS C TTOMOIIBIO OOTMBIIMHCTBA N30(DEPMEHTOB, KOTOPBIE OOBITHO
Yy4acTBYIOT B MeTaboim3Me JieKapcTBeHHBIX mpemnapatoB (u3opepmentsl CYP1AL, CYP1A2,
CYP2A6, CYP2B6 CYP2D6 nnu CYP2E1), u He BbI3bIBaCT MX HHTHOWPOBAHUS UM WHIYKITUH.
Hpbecapran He nHaynupyeT U He nHruOupyet n3odpepmenT CYP3A4.

DJIMMHUHALHS

Hpbecapran u ero MeTaboIUTHI BEIBOASTCS U3 OpraHnu3Ma, Kak uyepe3 KUIICYHUK, TaK U MOYKAMHU.
Menee 2 % BBeZIeHHOMN J03bI BBIJIEISIETCS [TOYKAaMH B BHI€ HEM3MEHEHHOT0 upOecapTaHa.
Koneunslit nepuoa nomysbiBenenus upodecaprana (T12) coctaBnsger 11-15 u. O6muit kmupeHc
BHYTPUBEHHO BBEJICHHOTO MpOecapTaHa cocTaBisieT 157—176 miu/MuH, a €ro moYe4yHbId KIUPEHC
cocrapnsieT 3—3,5 mu/muH. [lpu exenHeBHOM OAHOKpAaTHOM IpueMe upOecapTaHa paBHOBECHAs
iasmeHHas koHueHTpauus (Css) gocturaercs udepe3 3 JHS, NMPU 3TOM HAONIOAAETCS €ro
OTrpaHHYEHHOE HAKOIUICHHE B Tu1a3me kpoBu (menee 20 %).

JInHeNHOCTh (HEMMHEHHOCTS)

HpOecapran JOEeMOHCTPUPYET JIMHEHHYIO M J030IPONOPLUUOHAIBHYIO (AapMAKOKUHETHKY B
nuanazoHe 103 or 10 go 600 mr. HaGmromanoch MeHblIee, 4eM J1030MPONOPIUOHAIBHOE
yBEJIMYEHUE CKOPOCTH BCACBHIBAHUS Mpernapara 1nociie npuemMa BHyTpb 103 6onee 600 mr (B 2 paza
00JbI1Ie MAKCHUMaJIbHOW PEKOMEHTyEMOH /103bl1); MEXaHU3M B JAHHOM Cllydyae HEM3BECTEH.

CDaDMaKOKI/IHGTI/I‘IGCKafl-d)aDMaKOI[I/IHaMI/I‘-ICCKaSI 3aBUCHUMOCTH

[TaneHTHI OKUIIOr0 BO3pacTa

3navyenuss AUC (tutomaau nojt hapMakOKHHETHYECKON KPUBOH «KOHIEHTpaUs-BpeMsi») U Cmax
upOecapTaHa y MalMEHTOB MOXXWIOTo Bo3pacta (65—80 5eT) ¢ KIMHUYECKH HOPMAJIbHOU
¢byHkuueit noyek u neyeHu ObuH npubnuzuTensHo Ha 20—-50 % BhIlIe, YeM y malueHToB Oolee
mononaoro Bo3pacra (18—40 net). Koneunsie Ti, comoctaBumbl. He HaOm0aanoch CBA3aHHBIX C

BO3pacToM paznuuuii B 3¢ dexrax updecaprana.

ITaneHTHI ¢ HapYIIIEeHUEM d)VHKHI/II/I IMOYCK

Y ManuceHTOB C HapyMICHUEM Q)yHKHI/II/I MMOYCK WJIMW IMAaIUCHTOB, KOTOPBIM IIPOBOAHUTCA
reMoJMain3, ToKazatenn (apMaKOKMHETHKH HpOecapTaHa CyIIECTBEHHBIM 00pa3oM He

u3MeHstoTcs. pOecapTan He BHIBOJUTCS U3 OpraHU3Ma C MMOMOIIBIO FeMOINaIN3a.
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VY nanmenToB ¢ nerkoi (pyHKIHOHANBHBIN K1ace A win 5—6 6amioB no mkane Yainga-I1si0) u
YMEPEHHO BbIpakeHHOU ((yHKIMOHANBHBIN Kiace B wim 7-9 6ammos no mkane Yainna-I1so)
NCUYCHOYHON HEJAOCTaTOYHOCTBIO BCIEACTBUME LUPpO3a TEUeHH, (PapMaKOKHHETUYECKUE
napameTpsl upOecapTaHa CyIeCTBEHHO HE U3MEHSIOTCSL.

HccnenoBanust papMaKOKMHETHKHU Y MAIIMEHTOB C TSHKEIBIMU HAPYIICHUSIMH (DYHKIIUH [IEYEHU HE
HPOBO/INIINCH.

PacoBast mpuHaJIC)KHOCTh

VY npexacraBuTeneil HerpouaHON packl 0e3 aprepuanbHoil runepren3un AUC u T1, upbecaprana

npubim3uTenbHo Ha 20-25 % BbImIe, YyeM y TpeacTaBUTENed eBpOneougHON pachl; Cmax

upOecaprana y HUX OblIa MPAKTUYCCKU OJMHAKOBOMW C TAKOBOW y MPECTABUTEIICH €BPOTICOUTHOM

pacsl.

Ion

VY KeHIuH (10 CPAaBHEHMIO C MYKUMHAMHU) OTMEYaJIMCh HECKOJIBKO 00Jiee BBICOKHE TIa3MEHHbIE

KOHLeHTpauuu upOecapraHa. OnHAaKO CBA3aHHBIX C IOJOM pa3nuuuil B Ti2 M HaKOIUIEHUU

upOecapTaHa He BbIABIsUIOCh. Koppekuuu 1o3bl npOecapraHa y jkeHIIMH He TpeOyercs. He

Ha0JII01aJ710Ch CBSI3aHHBIX C MOJIOBOW IMPUHAIEKHOCTBIO pa3nnuuil B adexrax updecaprana.
eTu

KnuHnyeckue gaHHbIE OTCYTCTBYIOT.

6. DPAPMAIIEBTUUYECKHWE CBOMCTBA
6.1. Ilepeuenb BcoMoraTe/ibHbIX BelIeCTB
Kpaxman kykypy3HbIi NpeKeTaTUHU3UPOBAHHBIN
Kpockapmennosa Harpus

JlakT03B1 MOHOTHIPAT

Marnus creapat

[ToBuaon K-30

Tanbk

HCJ'IJ'IIOJ'IO3E[ MUKPOKPpUCTATIIINICCKAs

6.2. HecoBMecTHMOCTD

He npumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEHHS )

3 rona.

6.4. OcoOble Mepbl PEIOCTOPOKHOCTH NMPU XPAHEHUU

Xpanute 1pu Temneparype He Boimie 25 °C BO BTOPUYHON yITaKOBKe (ITayke KapTOHHOM ).

6.5. XapakTep u cofep:kaHue NePBUYHOH YIIAKOBKH

ITo 7, 10, 14 wmm 15 TabGneToKk B KOHTYPHYH SYEHKOBYIO YIIAKOBKY U3 IUICHKH
MOJIMBUHWJIXJIOPUTHON WM (POJIBIM QTFOMUHHUEBOW MHOTOCIIOMHOM M (DOJIBIH aJIFOMUHHEBON
ME€YaTHOW JJAKUPOBAHHOM.

[To 1, 2, 4, 8 KOHTYPHBIX SIMEHKOBBIX YIMAKOBOK IO 7 TabneTok wim mo 1, 2, 3, 6 KOHTYPHBIX
AYEHKOBBIX yMakoBOK mo 10 tabierok, wiu mo 1, 2, 4 KOHTYPHBIX SYEHKOBBIX YIAaKOBKH IO
14 Tabnerok wumu mo 1, 2, 4 KOHTYpHBIX SYEHKOBBIX YHNAKOBKHM IO 15 Tabnerok BmecTe C

MHCTPYKLMEHN 110 MPUMEHEHHIO IOMEIIAIOT B NA4YKy U3 KapTOHA.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEHUs!
JIEKAPCTBEHHOI'0 Mpenapara, u Apyrue MAaHUIMYJISAIIHHU ¢ IPenapaToM

OcoObie TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanus

3A0 «Kanonhapma mpoIaKIinH

141100, MockoBckast 0611, r.0. lI]énxoBo, T. lI{&énkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

DnekTpoHHas nmoyvra: safety@canonpharma.ru

7.1. IIpeacTaBuTe/Ib AEPKATE/S] PETHCTPALMOHHOI0 YI0CTOBEPEeHHUs!

[IpereH3un HOTDG6I/ITCJICI71 HalnpasJIATH 110 aApPECY.

Poccuiickas @enepanus

3A0 «Kanonhapma mpoIaKITH

141100, MockoBckast 06011, r.0. lI]énxoBo, T. lI{énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (GecninaTHas ropsiyast THHUS 24 yaca)
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DneKkTpoHHas nmoyra: safety@canonpharma.ru

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETUCTPAIIUMN,
INEPEPETUCTPALIMN)

Jlara nepBoii peructpanuu:
10. JATA HEPECMOTPA TEKCTA
OOmass xapakTepucTUKa JeKapcTBeHHOro mnpemnapata HWpbecapran Kanon nocrynmHa Ha

uH(pOPMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHHKAITMOHHOM cetn «MHTepHEeT» https://eec.eacunion.org/.
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