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OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOT O IIPEITAPATA

Curnetuk-AKpuxuH, 25 Mr, TaOJIETKH, ITOKPHITHIE TNIEHOYHON 000JI0YKOM.
Curneruk-AkpuxuH, 50 Mr, TabJIeTKH, TOKPHITHIE TNIEHOYHON 000JIOYKOM.

Curneruk-Akpuxus, 100 Mr, TaGIeTKH, TOKPBITHIC INIEHOYHOH 000I0YKOIA.

2. KAUECTBEHHBII U1 KOJIMYECTBEHHbBII COCTAB

HeﬁCTBYIOIHee BCIICCTBO: CUTAI' TUIITUH.

Curnetuk-AKpuxuH, 25 Mr, TAaOJIETKH, HOKPBITLIE MIJIEHOYHON 000JI0YKOH

Kaxxgas tabnerka comepKuT 25 Mr cutarnuntuHa (B Buae pocdara MOHOTHAPATA).

BemecTBa, HanmMuue KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOIO IIpenapaTa: HaTpui (cMm.
paznen 4.4).

Curnetuk-Axpuxud, 50 Mr, TaOJIETKH, HOKPBITLIE MIEHOYHON 000JI0YKOH

Kaxxgas tabnerka conepxut 50 Mr cutarnuntuHa (B Buae pocdara MOHOTHAPATA).

BemecTBa, Hanmuune KOTOPBIX HAJ0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO IIpenapaTa: HaTpui (cMm.
paznen 4.4).

Curnetuk-Axpuxud, 100 Mr, TabJIETKH, ITOKPHITHIE IJIEHOYHOM 000JI0YKON

Kaxxnas tabnetka comepxkut 100 mr cutarnuntuHa (B Buae ¢pocdara MOHOTUAPATA).

BemectBa, Hanmu4yue KOTOPBIX HAJ0 YUUTHIBATH B COCTaBE JIEKaPCTBEHHOTO MperapaTa: HaTpui (cMm.
paznen 4.4).

ITonnbrit IMEPCUCHDb BCIIOMOT'aTCIIbHBIX BCIICCTB ITPUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabieTKH, MOKPHITHIE IJICHOYHOM 000JI0UKOH.

Curnetuk-AKpuxuH, 25 Mr, TAOJIETKH, HOKPBITLIE MJIEHOYHON 000JI0YKOH

prrﬂble JABOSAKOBBIITYKJIBIC Ta6J'IeTKI/I, IOKPBITHIC IUIEHOYHOH 000JIOYKOMH OT CBCTJIIO-PO30BOIo a0
OPaHKEBO-PO30BOro nBCTA. Ha IMMOIICPCYHOM pPaA3pPE3€ AApPO Ta0JIETKH O€NIOTO C JKEJITOBATHIM HIIH
CCPOBATHIM OTTCHKOM IBCTA.

Curnetuxk-Axpuxut, 50 mr, Ta6J'ICTKI/I, MOKPHITHIE IJIEHOYHOMN 000J0YKOH

Kpyrible 1BOSKOBBINYKIIbIE TAOJIETKH, OKPBITHIE MIIEHOUYHON 0007I04YKOI OT ’K€ITOBATO-PO30BOrO
JI0 OPaHKEBO-PO30BOTO I1BeTa. Ha monepeunom paspese sapo TabieTKH OEJIoro C )KEeJITOBATHIM WU
CCPOBATHIM OTTCHKOM IBCTA.

Curnetuk-Axpuxud, 100 Mr, TaOJIETKH, TOKPLITHIE IJIEHOYHON 000I0YKON

Kpyriible ABOSKOBBITYKIbIC TAOJETKH, MOKPBITHIC IUICHOYHOH O00O0JIOYKON OpaH)KEBO-PO30BOTO
nBera. Ha monepeynom paspese sinpo TabaeTku OeI0To C HKEJITOBATHIM HIIM CEPOBATHIM OTTEHKOM
LBETA.
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4.1. Ioka3anusi K NPUMEHEHHIO

[Ipenapar CurneTuk-AKpUXUH [TOKa3aH K IPUMEHEHHIO Y B3pOCIBIX B Bo3pacte ot 18 sier.

MoHoTepanus

[Ipenapar CuriaeTuk-AKpUXUH MTOKa3aH KakK JONOJHEHHE K AMeTe U (PU3NUYECKUM Harpys3kam IJis
yIIy4IIE€HUs TTIMKEMUYECKOr0 KOHTPOJIS y MAalUEHTOB ¢ caXapHbIM AuadeToM 2 TuIa.

KOM6I/IHI/IDOB3HH35{ TCpalinsi

Kombunuposanue ¢ memghopmunom

[Tpenapatr CurineTuk-AKpUXUH B KOMOMHAIIMKM ¢ MET(GOPMHHOM IMOKa3aH MallMeHTaM C caXapHbIM
nuabeToM 2 Tuma JUisl yIy4dlIeHHs TTIMKEMHUYECKOTO KOHTPOJIS B KaUeCTBE CTAPTOBON Tepanmuu WK
KOorja AueTra U (u3uyeckas Harpy3ka B COUETAaHUU C MOHOTEpanued OJHUM M3 MEpPEUHCIEHHBIX
IIpenapaToB HE NPUBOJAT K aJIEKBATHOMY INIMKEMUYECKOMY KOHTPOJIIO.

Kombunuposanue ¢ npouzgo0HsiMu cyib@OHUIMOYUEBUHBL

[Tpenapatr CurneTuk-AKpUXUH B KOMOMHAIMU C IPOU3BOJHBIMHU CYJIb(OHUIMOUYEBUHBI MTOKa3aH
HalUeHTaM ¢ caxapHbIM JuabeToM 2 THMa JUIsl yIyqIleHUs TIIMKEMUYECKOTro KOHTPOJIS, KOT/ia AUeTa
U (Qu3nueckas Harpy3ka B COUETAaHMHM C MOHOTEpaIe OJHUM U3 IEePEeUYUCICHHBIX MpernapaToB He
IIPUBOJAT K aJICKBATHOMY TNIMKEMHUYECKOMY KOHTPOJIIO.

Kombunuposanue ¢ aconucmamu PPAR-y

[Ipenapatr Curietuk-AKpUXWH B KoMOWHanuu c aronucramu PPAR-y (THa30JuIWHINOHAMH)
MOKAa3aH MallMeHTaM C CaXapHbIM JUAa0eTOM 2 TUIA AJsl YIYYIICHUS TTUKEMHUYECKOTO KOHTPOJIS,
Korja auetra W (pu3uveckas Harpy3ka B COUYETAaHWU C MOHOTEpanueld OJHUM U3 MEePEUHUCIICHHBIX
MpenapaToB HE MPUBOAT K aJICKBATHOMY TJIMKEMUYECKOMY KOHTPOJIO.

Kombunuposanue ¢ memgopmunom u npouzg00HsIMU CYIbHOHUIMOUEBUHDBL

[Ipenapar CurineTuk-AKpUXMH B  KOMOMHAImUMU C  METPOPMHUHOM M  NPOU3BOJHBIMU
CyNb(OHMIMOUYEBUHBI TOKa3aH IMalUeHTaM C CaxapHbIM JguaberoM 2 TUHa Uil YJIy4dlleHHUS
TJIMKEMUYECKOT0 KOHTPOJIS, KOTJa AMeTa U (pu3nyeckas Harpy3Kka B COYETaHHH C Tepanueil AByMs 13
[IEPEYUCIICHHBIX NIPENAapaTOB HE IPUBOAAT K aIEKBATHOMY INIMKEMUYECKOMY KOHTPOJIIO.

Kombunuposanue ¢ memgpopmurnom u aconucmamu PPAR-y

[lpenapar CurneTuk-AKpUXWH B KOMOMHamuu ¢ MeTdopmMuHOM U aroHucramu PPAR-y
(THA30MMAMHINOHAMH) TOKa3aH IalMeHTaM C CaXapHbIM Aua0eToM 2 THMa Ui yIydIIeHHUs
TIIMKEMHYECKOTr0 KOHTPOJIS, KOT/1a TueTa ¥ (pu3ndeckast Harpy3ka B COYeTaHUU C Teparnuei IByMs U3
MePEUNCIICHHBIX MTPENapaToB HEe MPUBOIAT K aIEKBATHOMY ITHKEMUYECKOMY KOHTPOJIIO.

Kombunuposanue c uncyiunom

[Tpenapar CurineTuk-AKpUXHUH TMOKa3aH MalieHTaM C CaxapHbIM AMa0eToM 2 THUMa B KadecTBe
JOTIONTHEHHSI K MHCYJHMHY (¢ wiu 0e3 merdopmHHA) B TeX Ciyyasx, Koraa AueTa, (usnueckue
Harpy3Kd U CTaOWIbHAs 1032 MHCYJIMHA HE MPUBOJIST K aJIEKBATHOMY TITUKEMUYECKOMY KOHTPOITIO.

4.2. PeskuM 103UPOBAHMS M CIOCOO MPUMEHEeHHs

PexuM n03upoBaHust

Pexomennyemas no3a npenapata Curietuk-AkpuxuH coctaBigetr 100 mr 1 pa3 B CyTKu BHYTpPb B
KayecTBE MOHOTEpanHuH, WIX B KOMOMHAIUMM C METGOPMHHOM, WIH TMPOU3BOJHBIMU
cyJb(hOHMIMOUEBUHBL, UK aroHucTamu PPAR vy (THa3onuauHANOHAMM ), UM UHCYJIUHOM (C uiu 0e3



o1 17.04 2026 N= 7364

MeTpopMuHa), 1100 B KOMOMHALUU C MET(HOPMHUHOM U npon'slﬂb_z'[ﬁﬂﬁ%'x;&a%ﬁﬂﬁ"@%ﬁﬁ: ot

COOTBETCTBYET 2KCNEPTHOMY OTYETY

MeThopmuHOM U aronuctamu PPAR .

Pexum nosupoBaHus MeT(HOpMHMHA, IMPOU3BOJIHBIX CYJb()OHWIMOYEBHHBI U aroHucroB PPAR-y
JIOJIKEH MOJ0UPAThCS NCXO0/I U3 PEKOMEHI0BAaHHBIX /103 AJIs 3TUX JIEKAPCTBEHHBIX CPEJICTB.

ITpu xomOuHMpoBaHuY npenapara CUIIIETHK-AKPUXHUH C IPOU3BOJHBIMU CYIb()OHMIMOUEBUHBI UITH
C MHCYJIMHOM TPaJULMOHHO PEKOMEHIYyEeMYIO0 J03y IMPOU3BOIAHOTO CYJIb(OHUIMOYEBHHBI WIH
MHCYJIMHA 11€J1€CO00pa3HO YMEHBIINUTD AJI CHUKEHUS PUCKa Pa3BUTHUS CYJIb(OH- HHIYLIMPOBAHHON
WIM UHCYJIMH-UHAYUPOBAaHHON runornukemMuu (cM. pasaen 4.4. «'unornukeMus»).

B ciyuae ecnu manueHT NpomycTHII IpueM npenapaTta CUrieTuK-AKpPUXUH, TpenapaT 10JKeH ObITh
OPUHIAT KaK MOXKHO OBICTpee TMOcie TOro, KaKk MAlMeHT BCIIOMHUT O MPOIYIIEHHOM MpHeMe
npenapara.

Henonyctum npuém nBoiiHON 103bI penapata CUTICTHK-AKPUXUH B OJWH U TOT e JICHb.

Oco0ble rpyInIbl HAlMEHTOB

Hauueﬂmbl C NOYEYHOU HeOOCMAMOYHOCMbIO

BBuny HeoOXoAMMOCTH KOPPEKUHMHM JI03bl TMalMeHTaM C HapymeHueM (YHKIUH TOYeK
pPEKOMEHAyeTCsl MPOBOJUTH OLIEHKY (YHKIHMH TMOYEK /10 Hauyajna JieueHus npenapatom CHUTIETHK-
AKpUXVH U IEPUOTUYECKH B MPOLIECCE JICUCHUS.

[Maunentam ¢ HapymeHMeM (YHKIHM MOYEK JIETKOM CTENEHH TSHKECTH (PacuyeTHas CKOPOCTh
k11y6oukoBoii punbstpanun (EGFR) o1 >60 mMi/mun/1,73 M? 10 <90 Mi1/mun/1,73 M?) KOPpPEKLMH J0O3bI
npenapaTta CUriaeTuk-AKpUXHUH He TpedyeTcs.

Jis manueHToB ¢ HapyuieHWeM (yHKIuM mouek cpenHeir cremenu Tsokectn (eEGFR ot
>45 n/mun/1,73 M? no <60 mu/mun/1,73 M?) koppekuuu 10361 npenapara CUrIeTHK-AKPUXHH HE
TpeOyeTcs..

Jns manueHToB ¢ HapyuleHHMeM (YHKIMM TodYek cpenHeil cremenu Tsbkectu (eGFR ot
>30 m/mun/1,73 M? 1o <45 mn/mun/1,73 M?) no3a npenapara CurineTuk-AKpUXUH cocTasisieT 50 Mr
1 pa3 B cyTKH.

Jis TmanueHToB C HapylieHueM (yHKIUM Touek Tsokenod creneHu Tsbkectd (EGFR ot
>15 ma/mun/1,73 M?>  mo <30 ma/mun/1,73 m?) unm ¢ TepmuHanbHOU cragmeit XBIT (eGFR
<15 mn/mun/1,73 M?), Hykmaromuxcsa B TeMOAMAIM3€ MM TEPUTOHEATbHOM JMalu3e 03a
npenapara CurietTuk-AKpuxuH coctaBiisieT 25 mr 1 pa3 B cytku. [Ipenapat Curinetuk-AKpUXuH
MOJKET IIPUMEHSTHLCS BHE 3aBUCHUMOCTH OT PACITUCAHUS TPOICTYPHI THATH3A.

Hauueﬂmbl C NeyeHoYHOU HedoCMAmoOYHOCMbIO

He tpeOyetcst xoppekuun no3sl npenapara CHUriaeTUK-AKpPUXUH Yy MalMEHTOB C HapyLICHUEM
(YHKIMY [TIEYEHU JIETKON U cpelHel creneHu TsbkecTu. [Ipenapar He uccienoBasics y NalueHToB ¢
HapyleHueM QyHKIHMH IEYEHU TSHKEJIO0N CTEeNEHHU TAKECTH.

Jluya noowcunoeo eo3pacma
He tpebyercs koppekuuu 10361 npenapata CUTIeTHK-AKPUXUH Y MAUEHTOB MOKHUIIOTO BO3pacTa.
eTH

be3onacHocTh u 3ppexTnBHOCTD TpenapaTa CUTIIeTHK-AKPUXHUH Yy AeTeid B Bo3pacte oT 10 10 18 ner
HE ycTaHOBIIeHbI. MMeromyecs: Ha CeroaHAINIHUN JeHb JaHHbIe MPHUBEICHBI B pa3zaene 5.2, 0JHaKO
HEBO3MOXXHO JaTh PEKOMEHAAIMU IO PEeXUMY I03upoBaHuA. be3omacHocTh W 3¢ (HEeKTHBHOCTH
CUTArmunTHHA y neteit B Bo3pacte oT 0 1o 10 et He ycTaHOBIEHBI. [laHHBIE OTCYTCTBYIOT.

Croco0 IIPUMCHCHU A

Bnytps. HezaBucumo ot npuema numnm.
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4.3. IlpoTUBONOKA3AHUS

'unepuyBCTBUTENBHOCTh K CHTArJIMOTHHY WJIH K JIOOOMY H3 BCIOMOTATENBHBIX BEIIECTB,
NepevyncIeHHbBIX B paszaene 6.1.

Caxapusrit nuaber 1 tumna.

JnabeTrueckuii KeToaua03.
4.4, OcoOble yka3aHusi H MePbI MPeI0CTOPOKHOCTH MPH MPUMeHEeHUH

TlanueHTHI ¢ MOYEYHON HEAOCTATOYHOCTELIO

OCHOBHOW IyTh BBIBEJICHUS CUTATJIUIITUHA U3 OpTaHU3Ma — IMoYeyHas dKCKpenus. [ nocTrkeHus
TaKMX K€ TUTA3MCHHBIX KOHIIGHTpAIMi, KaKk W y TMaIMeHTOB C HOPMaJIbHOW (PYHKIMEH TMOYECK,
nanuentaM ¢ eéGFR <45 wmu/mumn/1,73 M?, a Takke manMeHTaM ¢ TepMHHaibHOU crtaaueii XBII
(xpoHnueckod Oo0Je3HM mouek), TpeOyromeld reMoaManu3a WM NEPUTOHEAIBHOIO JHallu3a,
TpeOyeTCsl MPOBOJAUTH KOPPEKITNIO (CHIDKEHHE) 03Bl CUTAarmunTiHa (cM. paszaen 4.2. «llanueHTs! ¢
HapyLeHHEM (PyHKLUU IOYEK»).

[TankpeaTur

bbutn monydeHsl cOOOIIEHUSI O Pa3BUTUU OCTPOTrO MaHKpeaTUTa, BKIIOYas reMopparuyecKuil uiu
HEKPOTUYECKUH C JIETANbHBIM U 0€3 JIeTaJIbHOr0 UCX0/1a, Y MAllMEHTOB, MPUHUMAIOIINX CUTATJIUIITHH
(cm. pazgen 4.8). INanueHTH! AOMKHBI OBITH MPOMH(GOPMUPOBAHBI O XapaKTEPHBIX CHMIITOMAaxX
OCTPOTO MaHKpeaTuTa: CTOHKKE, CUIIbHBIE 00IH B jkUBOTEe. KiITMHMUeCKHe MPOsSBICHUS TaHKpeaTuTa
UCYe3aIM IOCJe NpeKpalleHus IMpueMa CUTArJuNnTHHA. B ciaydae mopo3peHus Ha HaHKPEATUT
HEO0OXOIUMO TIPEKPATUTh TPUEM CUTATTUNTHHA U IPYTUX MOTEHIIUATIBLHO OMACHBIX JEKAPCTBEHHBIX
penapaToB.

T'unornukemMust

[To naHHBIM KIMHUYECKUX HCCICIOBAHUN CHUTATIMIITHHA YaCTOTa BO3HHUKHOBEHUS THITOTIIMKEMHH
Opy MOHOTEpAanMd W KOMOWHHPOBAHHON Tepamuu C TpenapaTaMy, HE BBI3bIBAIOIIUMHU
TUIOTTIUKEMHUIO  (METpOPMHH, THOTJINTa30H), ObLIa CONOCTABMMA C YacTOTOW pa3BUTHSA
TUIIOTJIMKEMHH B TpyTie mane6o. Kak u B ciiyyae nmprema Ipyrux THIOTIIMKEMUYECKHX TpenapaToB
COBMECTHO C Cy.]'[B(bOHPIJ'IMO‘-IGBHHOfI WJIM NHCYJIMHOM, YaCTOTa BOSHUKHOBCHHA 'MIIOTIMKEMUU TIPU
IMPUMCHCHUHA CUTArJIMIITUHA B KOM6I/IHaI_II/II/I C HHCYJIMHOM 501051 MMPOU3BOIHBIMU
Cynb(OHMIMOYEBHHBI ObLJIa BHIIIE, YeM MpHU npueMe miamnedo (cMm. pazaen 4.8). C nenbio CHUKEHUS
pHUCKa pa3BUTUS WHCYJIMH— WIN CYJIb(OH-HHIYIUPOBAHHON THUIOIJIMKEMHUH J103y MHCYJIMHA WU
MIPOU3BOIHOTO CYJb(OHUIMOYECBUHBI CIICYET YMEHBIIHUTH (CM. pa3zaen 4.2).

PeaKLII/II/I TUIICPUYYBCTBUTCIBHOCTHU

B Xome MOCTperucTpalMoOHHOTO MOHHTOPUHIa TPUMEHEHHUS CUTATJIMITHHA OBUIM BBISBICHBI
CEpbE3HbIC pEaKIUH TUICPYYBCTBUTECIBLHOCTH. JlaHHBIE peaklnuu BKIHOYAIM aHa(QUIaKCHIO,
aHFI/IOHeBpOTI/I‘IGCKI/Iﬁ OTCK, 3KC(I)O.TII/IaTI/IBHBIe KOXXHBIC 3a60ﬂ€BaHI/I$I, BKJIIO4as CHHAPOM CruBeHca—
JlxoHncoHa. IlockoiapKy 9TM JAaHHbIE OBUIM  MOJIy4EHBI JTOOPOBOJBHO OT  MOIMYJISLUH
HEOTIPEJICIICHHOTO pa3Mepa, 4YacTOTy W TPUYUHHO-CIICCTBEHHYIO CBS3b JIAHHBIX PEaKIUd C
Teparnueil onpeneinTh HeBO3MOXKHO. J[aHHBIE peakid BO3HHMKAIM B TEYCHHE MEPBBIX 3 MECSIICB
1ocjie Havaja JICYeHUs CHTArJUITHHOM, HEKOTOphIe HAOIIOAAIUCh MOCE MpHEeMa MEePBOM 103bI
npenapara. Eciau momo3peBaeTcs pa3BUTHE PEAKIMUA TUIEPYYBCTBUTEIBHOCTH, HEOOXOIUMO
MMPEKPATUTDH mpueMm CUTarJIMITHuHa, OLOCHUTH Apyrue BO3MOXHBIC NPpHUYHUHBI  Pa3BUTUA
HCXKECIATCIBbHOI0 SABJCHUA W HA3HAYUTHL APYIyr0 MCAUKAMCHTO3HYIO TEpaluro I JICHCHUSA
caxapHoro auabeta (cM. pazzuen 4.3. u pasnen 4.8).

HDI/IMGHGHI/IG Y JIMII ITIOKHMJIOT0 BO3pacTa
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IIOXHJIIOT0 Bo3pacta (=65 set, 409 nanueHToB) ObIIIH CPAaBHUMBI C 3TUMH [TOKA3aTEISIMU Y MTAIIHEHTOB
MoJtoxe 65 net. Koppekuuu 10361 B 3aBUCUMOCTH OT Bo3pacTta He TpeOyercs. [lanneHTs moxuiaoro
BO3pAcTa yalle CKIIOHHBI K pa3BUTHIO HapyIeHNs: QyHKIuY moyek. COOTBETCTBEHHO, KaK U B IPYyTUX
BO3paCTHBIX I'pynmnax, HCO6XOI[I/IMa KOppPCKOUA OO3bI Yy MAINUCHTOB C BBLIPAXKCHHBIM HAPYIICHUCM
GyHKIMM ovek (cM. paszaen 4.2).

ByiuiesHsiii nemdurons

VY mnamuenroB, npuauMaBimx JIIII1-4 wHruOutopsl (MHTHOUTOPHI AUMCITHAMINCITHAA3BI-4),
COOOLIATUCh  TOCTPETUCTPAIIMOHHBIE  ClIydal BO3HMKHOBEHHS OyJUIe3HOro  meMdurounna,
TpeOyIomero rocmuTanu3anui. B cOOOIEHHBIX CilydasXx MaluueHTHl BBI3OPAaBIMBAIN JTHOO OT
MECTHOHM, JTUOO OT CHCTEMHOW HUMMYHOCYINpecCUBHOW Tepanmuu u oTMmeHbl JII1I1-4 wHTHMOUTOpA.
[TanmeHTs! AOMKHBI OBITH TPOUH(DOPMHUPOBAHBI O HEOOXOAUMOCTH COOOIIATH O PA3BUTUU BOJIIBIPEH
WU W3BSA3BICHUN B XOJA€ JICUCHHUS CHUTArJunNTHHOM. B ciydae momo3penusi Ha OyJe3HBIN
neM@urons; HEOOXOIUMO MPEKPATUTH MPHEM CHUTATIUNTHHA M OOPATUTHCS K JAEPMATOJIOTY JUIS
JIMarHOCTUKH U HA3HAYEHHSI COOTBETCTBYIOIIETO JICUCHUSI.

BcmoMorarenbpHbIe BCIICCTBA

JlaHHBII JIeKapCTBEHHBIN Mpenapar coaepKuT MeHee 1 Mmoib Hatpus (23 Mr) Ha 103y, TO €CTh, 110
CYTHU, KHE COJICPKUT HATPHUS».

4.5. BzaumojeiictTBue ¢ JApPYrdMH JIeKapCTBEHHBIMH MpenapaTtamMM W Jpyrue BHIbI
B3aMMO/eHCTBUA

B uccnenoBaHusx o B3auMOJAEHCTBUIO C APYTMMHU JIEKAPCTBEHHBIMU CPEACTBAMU CUTAIJIMITHH HE
OKa3blBaJl KIMHMYECKH 3HauuMoro s¢ddexra Ha (apMaKOKMHETHKY CIEOYIOIMX IpenapaTos:
MeThOopMUHa, POCUIVINTa30HA, TIMOEHKIAaMMIa, CHUMBAcCTaTMHA, Bap(apuHa, MNEPOPATBHBIX
KOHTpanenTtuBoB. OCHOBBIBAasiCh Ha 3TUX JaHHBIX, CUTArJUNTHUH HE HMHIUOMpYeT H30(epMEeHTHI
CYP3A4, 2C8 umu 2C9. OcHOBBIBasICh Ha JaHHBIX IN VItr0, CUTATIMITHH TaK)Ke HE MHTHOUPYET
m3odepmentsl CYP2D6, 1A2, 2C19 u 2B6 u ne unaynupyet uzodpepment CYP3A4.

MHOFOKpaTHHﬁ IMpuem MCT(bOpMI/IHa B KOM6I/IHaI_II/II/I C CUTArJIMIITHHOM HC OKa3bIBaJl CYIIECCTBCHHOI'O
BIWAHHA HaA (bapMaKOKHHeTquCKHC mapaMeTpbl CUTArJIMIITUHA Y OOJIBHBIX CaxapHbIM I[I/Ia6eTOM 2
THUIIA.

[To maHHBIM MOMYISAIMOHHOTO (apMaKOKHHETHMUECKOTO aHajau3a OOJBHBIX caxapHbIM quadbeTom 2
TUIAa CONMYTCTBYIOIIAsl Tepamus HE OKa3blBaJla KIMHUYECKH 3HAYMMOIO BIHSHHUS Ha
(hapMaKOKMHETHKY CHUTArlUNTHHA. B HccnenoBaHny OLIGHUBANM Psifl MPEnapaTtoB, Hauboee 9acTo
HCIIOJIb3YEeMbIX OOJIBHBIMM CaxXapHbIM JuabeToM 2 Tuma, B TOM 4YHCIIE: THUIOJUIHUIEMHYECKHE
npemnapatsl (CTaTuHBI, PuOpaThI, 33eTUMHUO), AHTHATPETAHTHI (KJIOMHUIOTPEN), AHTUTUTIEPTEH3UBHBIC
npenapatel  (MHrUOUTOpHl  AII®  (aHrHoTeH3MHMpeBpam@mmero QepMeHTa), aHTaArOHUCTHI
perienTopoB aHruoTensuHa |l, Oera-agpeHOOIOKATOPHI, OIOKATOPHI KaJbI[MEBHIX KAaHAJIOB,
TUAPOXJIOPOTHA3U), HECTEPOUJHbIE  MPOTHUBOBOCHAIMUTENbHBIE  Ipenapathl  (HAMpPOKCEH,
TUKI0(EeHaK, IeJeKOKCHO), aHTHAeNnpeccaHTsl (OympomuoH, (QIyoOKCeTHH, CepTpaluH),
AHTUTUCTAMUHHBIC TpenapaTthl (LMETHPU3WUH), WHTUOUTOPHI TMPOTOHHOW TMOMITBI (OMeMNpasod,
JAHCOMPA30J1) U MPemapaThl JUIs JICUSHUSI SPEKTUILHON AUCcHYHKINU (criiaeHadun).

bsuto ormeueno HeGombmoe ysemmueHne AUC (11 %), a taxxke cpenHeidl Cpax (MakcMManbHOM
xoHueHTpanueii) (18 %) AWrokcMHAa npu COBMECTHOM NPUMEHEHHMH C CHTArJMOTHHOM. DTO
yBEJIUUCHHUE HE CUYUTACTCS KIMHUYECKH 3HAYUMbIM. He pexoMmMeHayeTcsl M3MEHEHHE J03bI HU
JTUTOKCHHA, HU CHTATJIMIITUHA IIPU COBMECTHOM MX TPHUMCHEHUHU.

beio ormeueno ysemumdenne AUC (mnmomans nox kpuBoil «koHIEHTpauus-BpeMs») M Crax
curarnunTuHa Ha 29 % u 68 %, COOTBETCTBEHHO, Yy MAlMEHTOB IIPU COBMECTHOM NPUMEHEHUM
pa3oBoil mepopanbHOi A03bl 100 Mr cuTaraunTUHa U pa3oBOM mepopaibHOM 10361 600 Mr
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(bapMaKOKMHETUYECKUX XapaKTEPUCTUK CUTATIUITHHA HE CYUTAIOTCS KIMHUYECKU 3HaYuUMbIMU. He
pEKOMEHyeTCsl N3MEHEHHE J03bl CUTATJIUIITHHA [IPU COBMECTHOM MPUMEHEHHH C HUKIOCTIOPUHOM
U IpyTUMHU UHTUOUTOpPAMU P-TIUKONPOTEHHA (HaprUMep, KETOKOHA30JI0M).

[TomynsAMOHHBIH (papMaKOKHHETHYCCKUI aHAIHM3 MAIIMEHTOB M 3I0POBBIX 100poBobieB (N=858)
Ha IUPOKUH CHEKTp comyTcTByromuX npenapatoB (N=83, npuOInu3UTEIBHO MOJIOBUHA U3 KOTOPBIX
BBIBOJIUTCSI IOYKAMHU) HE BBISBUJI KAKUX-THOO KIMHUYECKH 3HAYUMBIX dP(PEKTOB ITUX BEIIECTB Ha
(apMaKOKUHETHKY CUTATJIMIITHHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDh U JTAKTAIUSA

bepeMeHHOCTh

He mnpoBoamnock KOHTPOJIUPYEMBIX HCCIEJOBAHMM CHUTAIVIMNTHHA Yy OEpeMEHHBIX >KEHILMH,
CJIEI0BATENIbHO, HET JAHHBIX O 0€30MaCHOCTH €ro NpUMeHEeHHs Yy OepeMeHHbIX. CHUTarJIMNTHH, KaK
U Jpyrue nepopaibHble TMIOINIMKEMHUYECKHE Mpenaparthbl, HE PEKOMEHI0BAH K NMPHUMEHEHHIO BO
BpeMsi OEpeMEHHOCTH.

JlakTanms

OTCYTCTBYIOT JaHHBIC O IPOHHUKHOBCHHU CHUTAlJIMIITUHA B I'PYyAHOC MOJIOKO. CJ'IG,I[OB&TCJ'IBHO,
CUTATJIMIITUH HE OOJIPKCH Ha3HAYAaTHCA B IICPUOA I'PYAHOI'O BCKApMJIIMBAHH .

4.7. Biusine Ha CHOCOOHOCTH YNPaBJASATHL TPAHCIOPTHBIMHM CpeACTBAMH H padoTaTh C
MeXaHH3MaMu

CI/IFHCTI/IK'AKpI/IXI/IH HC OKa3bIBACT HJIM OKa3bIBACT HCCYHICCTBCHHOC BJIMAHHC Ha CIIOCOOHOCTD
YIpaBIATh TPAHCIIOPTHBIMHA CPpEACTBAMU U pa6OTaTL C MCXaHU3MaMHMU.

OpHako mpu yHpaBJIEHUU TPAHCIOPTHBIMM CPEACTBAMHU WM paboTe C MEXaHM3MaMH CIEIyeT
YUMTBIBaTh, YTO COOOIIATIOCH O CIIydasx rOJIOBOKPYKEHUS U COHJIMBOCTH.

Kpowme Toro, nanueHToB cienyeT npelynpeauTb O pUCKe TMIOTIMKEMUH IPYU IpUEeMe CUTArITUITHHA
B KOMOMHAIIMH C ITpernapaTaMu CyIb(pOHHIMOYCBUHBI IH UHCYJTUHOM (CM. paszen 4.4).

4.8. HexxesiaTeibHbIE peaKkuuu

Pesrome nmpodumig 6e3omacHocT

Co00Ianoce 0 Cephe3HBIX HEKENIATEIBHBIX SIBJICHUSAX, BKIIOYABIIMX ITAHKPEATHT U PEaKIUH
TUNIEPYYBCTBUTEILHOCTH. [ MTIOTIMKEMHIO PETUCTPUPOBAIIN IIPH IIPUEME CHUTATJIUIITHHA B COYCTAHUU
¢ cyabhormIMoueBrHoM (4,7 %—13,8 %) u uncynunom (9,6 %) (cMm. paznen 4.4).

TabauuHoe pe3ioMe HeXKeIaTeIbHbIX PeaKIMi

HexenarenpHble sBiaeHus nepeuncieHbl Hike (Tabmuia 1) 1Mo cuCTeMHO-OpraHHBIM Kilaccam |
gactote. YacTOThl OmpeseseHbl Kak: oueHb vacto (>1/10); wacto (>1/100, Ho <1/10); Heuacto
(>1/1 000, o <1/100); peaxo (>1/10 000, o <1/1 000); ouennr penko (<1/10 000), uactora

HCHU3BCCTHA (Ha OCHOBAHHMH UMCIOIIMUXCA JaHHBIX OLICHHUTDH HGBOSMO)KHO).

Taoauna 1. YacToTa HekelaTeJNbHBIX SIBJEHHMH, BHIABJIEHHBIX B IJIae00-KOHTPOJIUPYEMBIX
KJIMHUYECKHX UCCAEe0BAHUAX CUTATJIMIITUHA B MOHOTEPANIMUYU M TIPU MOCTPErHCTPANIUMOHHOM
HA0JI0ACHUU

HexenateabHoe siBJIeHHE Yacrora HEKEJIATECIAbHOI'O
ABJICHUSA

HapymieHnusi co CTOPOHBI KPOBH M JIMM(PATHYECKOH CHCTEMbI

TPOMOOITUTOTICHUS Penxo
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Hapymenusi c0 CTOPOHBI IMMYHHOMH CHCTEMBI

PeaKIuK runepuyBCTBUTEIBLHOCTH, B TOM uncie aHaduiakcus |

YacTtoTa HEM3BECTHA

Hapymenusi MeTra00J1M3Ma M NUTAHUS

TUMOrauKeMus ' Yacto
Hapymenusi co0 CTOPOHBI HEPBHOH CHCTEMBI

TOJIOBHAsA 0OJIb Yacto
TOJIOBOKPY’KEHUE Heuacto

HapymeHusi o CTOPOHBI ABIXaTEIbHOH CHCTEMbI, OPraHOB IPYAHOH KJIETKH U CPe0CTeHUS

MHTEPCTUIIMAIBHOE 3a00JIeBAHUE JIETKHX

YacTtoTa HEM3BECTHA

HapyuieHusi co CTOPOHBI KeTyT04YHO-KHIIEYHOr0 TPAKTa

3amnop

Heuacto

pBota”

YacroTa HEM3BECTHA

ocTpeIif mankpeatut T+ ¥

YacTtoTa HEM3BECTHA

datanbHbIi 1 HeaTaTbHBIH reMopparHyeckuii 1 HeKpOTHYECKUH MaHKpeaTuT '

YacroTa HEM3BECTHA

Hapymelmﬂ CO CTOPOHBI KOKM U MMOAKOKHBIX TKaHeH

3yn”

Heuacto

AHTMOHEBPOTHUYECKHi 0TeK !

YacTtoTa HEM3BECTHA

*1
CBIIIb ’

YacroTa HEM3BECTHA

kparuBHKIa” !

YacTtoTa HEM3BECTHA

KOXKHBIH Backyut '

YacroTa HEM3BECTHA

skcoMaTuBHbIE 3a60J1€BaHUS KOKH, BKJItodas cuHapoM CTuBeHca-JIKOHCOHA

+

YacTtoTa HEM3BECTHA

~ *
OyJTe3HBINA IEM (U OH/T

YacroTa HEM3BECTHA

Hapymelmﬂ CO CTOPOHBI MbIIIEYHOM, KOCTHOM M COeTUHUTEIbHOM TKAHU

apTpanrus’

YacroTa HEM3BECTHA

MHAITHS

YacTtoTa HEM3BECTHA

60JTb B CITUHE

YacroTa HEM3BECTHA

apTponarus’

YacTtoTa HEM3BECTHA

HapymeHnusi o CTOPOHBI NI04YEK U MOYEBBIBOASIIIIUX ITyTeil

HapyleHue GpyHKIUU IOYeK

YacTtoTa HEM3BECTHA

OCTpas novcHHas HGI[OCTaTO‘IHOCTI)*

YacroTa HEM3BECTHA

*He)KeHaTeJ'ILHLIe SIBJIEHHS OBLITH BBISBIIEHBI B X0€ MOCTPETUCTPALMOHHOT'O Ha6J'I}OZleHI/IH.

' Cwm. paszen 4.4.

¥ Cm. uadopmanumio o Mccnedosanuio no oyenxe cepoeuno-cocyoucmoii 6ezonacnocmu cumaznunmuna TECOS Hike.

Onucanue OTACJIbHBIX HCXKCIATCIbHBIX SIBICHUM
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HE)KellaTeIbHbIE SABJICHUSI PETUCTPUPOBAIH HE3aBUCUMO OT HAJUUHsI CBSI3U C CUTATJIUINTHHOM, €CIIH
OHHM Pa3BUBATUCH KAK MUHUMYM y 5 % u Oosiee marueHTOB, MOIyYaBIIUX CUTATJIMIITHH, B TOM YHCIIe
UHQEKINNU BEPXHUX JAbIXaTeIbHBIX MyTed U HazodapuHrur. HexemnarenbHBIMU SBICHUSMU,
MO/JICKABIIMMUA ~ PETHCTPALIMK  JOMOJHUTEIBHO, BHE 3aBUCUMOCTH OT HAJUYUs CBS3H C
CUTArJIMITHHOM, OBUIM pEaKIuu, KOTOPHIC 4Yalle pPa3BUBAIWCh Yy MAlMEHTOB, MOJYYaBIINX
CUTArJIMNTHH (4acTOTa HE AocTturana ypoBHs 5 %, Ho Obuta Oonee yem Ha 0,5 % BhImIe B rpymax
CUTArJUNTHHA M0 CPAaBHEHUIO C KOHTPOJIBHON TPYMIOi); OHU BKJIIOYAIA OCTE0AapTpOo3 U OOIb B
KOHEYHOCTSIX.

HekoTopble HexenaTeslbHbIE SBIEHUS  PETHCTPUPOBAINCH Yallle B  HCCIEIOBAaHUSX C
KOMOMHHUPOBAaHHBIM MPUMEHEHUEM CHUTAIIMNTHHA M JPYIUX TUIOITMKEMUYECKUX IpernapaTos,
HEKEJIH B MCCIEA0BAaHUAX MOHOTEPANUU CUTANIUITHHOM. OHHU BKITIOYAJIY THITOTIIMKEMHUIO. (4acToTa:
OYeHb YaCcTO B KOMOMHAIIMM C HPOM3BOJHBIMU CYJIb(OHUIMOYEBUHBI M MET(GHOPMHHOM), TPHIII
(dacto Ha ¢oHe mpuema MHCyIHHA (¢ MeTHOpPMHHOM M 0O€3 Hero)), TOIIHOTa U PBOTa (YacTo B
KOMOHMHAIMHU ¢ METPOPMUHOM), B3LyTHE KUBOTA (4acTO MPU NIPUMEHEHUU BMECTE C METPOPMUHOM
WIM THUOIVIMTA30HOM), 3amop (4acTo MpH TNPUMEHEHMM B COYETAaHUU C MPOU3BOJHBIMU
CyNb(OHUIMOUEBUHBl U METHOPMHHOM), Mepudepudeckue OTeKH (YacTo MpU NPUMEHEHHU B
COUYETAaHUHU C NHMONIUTA30HOM WJIM KOMOMHAIMEH MUOIIUTa30Ha U MeT(OpPMHUHA), COHIMBOCTb U
auapesi (He4acTo mpu KoMOWHAIMK ¢ MET(GOPMHUHOM), M CYyXOCTh BO PTY (HEYacTo Mpu KOMOMHALIUN
C MHCYJIMHOM (C MeT(OPMUHOM U 0€3 HET0)).

Hccnedosanue no oyenxe cepoeuno-cocyoucmoii 6ezonacrhocmu cumacaunmuna (TECOS)

B uccnenoBanue mo oneHke cepaedHoO-cocymuctoir 6ezomacHoctu cutarmntuaa (TECOS) 6puto
BKJItOUeHO 7332 manumeHTa, KOTopble npuHUManu cutarauntid 100 mr B gens (unu 50 Mr B J€Hb,
€CJIM UCXOHBIN TIOKA3aTelb pacueTHON CKOpOCTH Kiry0oukoBo# (ubrparuu (CK®) 66u1 >30 u <50
ma/mun/1,73 M?), 1 7339 mauuMeHTOB, IPUHUMABLIUX ILIAe00, B OOIIEH MOMyJSALUN IAlUEHTOB,
KOTOPBIM OBLIO Ha3Ha4yeHO JedeHue («intention-to-treat»). Mccnenyemsliii npenapat (CUTArIMITHH
Wi 1utanedo) m00aBisICSs K CTAaHAAPTHOW Tepamuu COTJIACHO CYIIECTBYIONIMM HAIIMOHAIbHBIM
CTaHJapTaM 1o BbIOOPY 1eneBoro ypoBHs HDALC u KOHTpOIIO cepedHO-COCYAUCTHIX (aKTOPOB
pucka. OOmass 4actoTa BO3HUKHOBEHHS CEPHE3HBIX HEXKENATCIBHBIX SBJICHUN y MAICHTOB,
NPUHUMABIIAX CUTATIIAIITAH, ObIJIa TAKOW K€, KaK y MAaIlMeHTOB, IPUHUMABIIUX I1I1ae00.

B nmonynsiuy manueHToB, KOTOPHIM OBLIIO Ha3HAYCHO JiedeHue («intention-to-treat»), cpean Tex, KTo
UCXOMHO TOJy4yald HWHCYJIHMHOTEPANUI0 W/WIM TPOU3BOJHBIE CYIb(OHUIMOYEBUHBI, YacTOTa
BO3HUKHOBEHHSI ATTU30/I0B THKETIOM THIOTIIMKEMUN cocTaBmia 2,7 % y manmMeHToB, MPUHUMABIINX
cutarnmunTuH, U 2,5 % y manueHToB, NMpuHUMaBIMX Taneb6o. Cpean ManmueHTOB, UCXOMHO HE
MOJTYYaBIINX WMHCYJIWH W/WIM TPOU3BOJHBIC CYIb(OHIIMOYEBUHBI, YAaCTOTa BO3HUKHOBEHUS
SMU30/I0B TsDKEJIOW TunoraukemMun coctaBuia 1,0 % y manueHToB, IPUHUMABIIUX CUTATIUNTHH, U
0,7% y mnanueHTOB, NpUHHMMAaBIIMX MIane6o. Yacrora BO3HUKHOBEHHUS MOATBEPKIACHHBIX
IKCIIEPTH30M cllydaeB MmaHkpeatuTa cocrtaBuia 0,3 % y manueHToB, MPUHUMABIINX CUTATIUINITHH, U
0,2 % y nanueHTOB, IPMHUMABILIUX I1a1[e00.

COO6IH€HI/IC 0 IMOA03PECBACMBIX HCXKCJIATCIIbHBIX PCAKIINAX

Baxxno coo0mate 0 T0J03pEBAaeMBIX HEXKENATEIbHBIX PEaKIUSAX IO0CIe PEeTrucTpanuu
JIEKapCTBEHHOTO Mpernapara ¢ IEeIbl0 00ECTICUeHHsS] HENPEePhIBHOTO MOHUTOPHUHTAa COOTHOIICHUS
«TI0JIb3a — PUCK» JIEKAPCTBEHHOTO Tpemnapara. MeIMIMHCKUM paOOTHUKAM PEKOMEH]yeTCs
co00MmaTh 0 JIOOBIX MOA03PEBAEMBIX HEXKEJIATeIbHBIX PEAKIIUIX JIEKAPCTBEHHOTO TMpernapara 4epe3
HallUOHAJTBHBIC CHUCTEMbI COOOIICHUS O HEXKEIATEIbHBIX pEaKIUsAX TOCYIapCTB — WICHOB
EBpa3uiickoro 3kOHOMHAYECKOTO COI03a.

Poccuiickaa @enepanus

®denepanibHas CiIy»)0a 1Mo Haa30py B cepe 31paBoOXpaHECHHS
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Tenedon: +7 800 550 99 03
DnextpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

CaiiT: www.roszdravnadzor.gov.ru
4.9. llepeno3npoBka

CHMIITOMEI

Bo BpeMs KIMHUYECKUX UCCIIeI0BaHUI Ha 3J0pOBBIX J0OpOBOJIbIax pa3zoBas 103a 800 Mr npenapara
CUTArJIIITHHA B IEJIOM XOPOIIO NepeHocminach. MUHMManbHbIE M3MeHeHus uHTepBana QT, He
CUMTAIOMINECS KIIMHUYECKH 3HAYMMBIMH, OTMEUYAIHNCh B OJJHOM M3 HCCJIEOBAaHUHI CHUTATIMIITHHA B
no3e 800 mr B cyTku. J{o3a cBrimie 800 Mr B CyTKH y JIFOJIEH HE M3ydanach.

B | paze knuHn4yeckux vccae 0BaHUN MHOTOKPATHOTO IIpUeMa KaKUX-JIM00 CBSI3aHHBIX C JICUEHUEM
CUTAIJIMIITHHA HEXEJNATEIbHbIX PEaKUUi MpH MpHeMe Ipenapara B cyTodHou nose no 400 mr Ha
IPOTSKEHUM 28 THEUW He OTMEYalIH.

Jleuenue

B cnydae mepeno3upoBKHM HEOOXOJMMO HavaTh CTaHIAAPTHBIC MOIIEPKUBAIOIINE MEPOIPUSITHS:
yaajeHue HeabCoOpOMPOBAHHOTO IMpemnapaTa M3 JKETyJA0YHO-KHUIICYHOrO TPaKTa, OCYIICCTBICHHUE
MOHUTOPHPOBAHMsI TIOKa3aTeel Ku3HemesTreabHOCTH, BKiaouas OKI, a Taxke Ha3HauYeHHE
MO/ICP)KUBAFOIICH TepaIuu, €CiIu TpeOyeTcs.

CurarnuntuH ciiabo auanusupyercsa. B kiamHW4Yeckux wucciaeaoBaHusax Toiabko 13,5 % mo3sl
yAAISI0Ch U3 OpraHu3Ma B TeueHue 3—4-4acoBOro ceaHca auanu3a. IIpOJOHTHpOBaHHBIA TUAIH3
MOJKET Ha3HayaThCsl B Cllydae KIMHHYECKOH HeoOxomumoctd. JlaHHBIX 00 3ddekTrBHOCTH
MEPUTOHECATBHOTO IMaIn3a CUTATIMIITHHA HET.

5. PAPMAKOJIOTHYECKUE CBOVMCTBA
5.1. ®apmakoguHAMHUYECKHE CBOMCTBA

dapMakoTepaneBTUYECKass  rpynma: cpeAcTBa Ui JICUCHHS ~— caxapHoro  jamabera;
TUTIOTIIMKEMUYECKHE CPEACTBA, KPOME MHCYJIWHOB; HHTHOUTOPHI nunentuauinentuaassi-4 (AI1I1-

4).
Kon ATX: A10BHO1

MexaHHU3M JIENCTBUS

CUTarnmunThH SBISCTCS aKTHBHBIM MIPH TIEPOPATBHOM MpHUEMe, BEICOKOCEIEKTUBHBIM HHTHOUTOPOM
dbepmenTa nunentuaunnentuaassi-4 (JI111-4), npennasHaueHHBIM 11 I€USHUS CaXapHOTOo Aradera
2 tuna. CUTaraunTUH OTINYAETCS IO XUMUYECKOH CTPYKTYpe U (papMaKoI0ruuecKoMy JEUCTBUIO OT
aHaJIOroB [JIIOKaroHOMOJOOHOT0 nentuaa-1 (CTIII-1), UHCYJIMHA, IIPOU3BOIHBIX
CyJb()OHUITMOYEBUHBI, OUryaHu0B, aroHHUCTOB raMmma-perenTopos, AKTUBUPYEMBIX
nposiudeparopom nepokcucom (PPAR-y), ”HTruOUTOPOB anb(da-riTroKo3uaa3bl, aHAJTOTOB AMUJIMHA.
Wurubupys  JIII1-4, CUTaraunTHH TOBBIMIAET KOHIEHTPAIMIO JIBYX TOPMOHOB CEMEHCTBa
uHkpeTrHOB: ['TIII-1 1 rmroko303aBrcHMOro HHCYIHHOTpoIHoro nonunentyuaa (I'NIT).

['opMoOHBI cemelicTBa MTHKPETUHOB CEKPETUPYIOTCS B KUIIIEUHUKE B TEUEHUE CYTOK, UX KOHIIEHTPALIHs
NOBBIIIAETCS B OTBET Ha MpueM numM. VHKpEeTHHbl SBISIOTCA 4YacTbl0 BHYTPEHHEH
(U3HOJOTHYECKOW CHCTEMBI PETYJISALUHA TOMEOCTa3a ritoKo3bl. [Ipn HOpMaIbHOM WITH TTOBBIIICHHOM
KOHIICHTPAILIUH TJIFOKO3bI B KPOBH TOPMOHBI CEMEWCTBA MHKPETUHOB CIOCOOCTBYIOT YBEIMUCHUIO
CHUHTE3a HHCYJIHMHA, a TaKKe €ro ceKkpeuuu OeTa-KJIeTKaMM IOJDKENyJI0YHOM XKeyle3bl 3a CueT

9
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aneHo3nHMoHopocharom (AMD).

I'TIII-1 Taxxe cmocoOCTBYET MOJABJIECHUIO MOBBIIIEHHOW CEKpelMH IIIOKaroHa ajab(a-KIeTKaMu
HOJKENYJOYHOU kene3pl. CHUKEHHE KOHIEHTpAallMM IUIIOKaroHa Ha (OHE TMOBBILICHUS
KOHIIEHTPALlUK UHCYJIUHA CIIOCOOCTBYET YMEHBIIEHUIO TPOIYKLUHU TJIFOKO3bI IEUYEHBIO, YTO B UTOTE
OPUBOJUT K YMEHBUICHHIO TJIMKEMHUU. DTOT MEXaHU3M JEHCTBUS OTIMYAETCA OT MEXaHMU3Ma
JeMCTBUS MPOU3BOJHBIX CYIb(OHUIMOYEBUHBI, KOTOPBIE CTUMYJIUPYIOT BHICBOOOKACHUE UHCYINHA
Y IIPY HU3KOHM KOHIIEHTPALIUH TIF0KO3bI B KPOBH, YTO YPEBATO PA3BUTHEM CYJIb(OH-MHIyIUPOBAHHON
TUIOTIMKEMHUH HE TOJBKO Y OOJIbHBIX caXxapHbIM AMa0eToM 2 TUIIa, HO U Y 3/J0POBBIX JIMLL.

dapmakoauaamuyeckue 3pdeKToI

[Ipu HU3KON KOHIEHTpAILMH TIIOKO3bI B KPOBH MepeyncieHHbIe 3(h()eKThl HHKPETUHOB Ha BBIOPOC
WHCYJIMHA U yMEHBIIEHUE cekpennu riatokarona He Haomomarorcs. ['TIII-1 u 'UII ne Bnustor Ha
BBHIOPOC TIIIOKaroHa B OTBET Ha TUIMOTJIUKEMHIO. B (U3HOTOTrHYECKUX YCIOBUAX AKTUBHOCTD
UHKpPETHHOB orpanuuuBaetca ¢epmertom JI1I1-4, koTopslii OBICTPO THAPOIU3YET UHKPETUHBI C
00pa3oBaHNEM HEAKTHUBHBIX MPOTYKTOB.

CuTarnunTuH NpeJoTBpalaeT ruapoin3 HHKpeTuHoB Gpepmentom [II1I1-4, Tem cambIM yBen4unBast
IUIa3MEeHHble KOHIEHTpauuu akTuBHbIX ¢opm [TIII-1 u TUII. IloBblmas KOHLEHTPALUIO
WHKPETHHOB, CHUTAIJIMIITUH YBEJIUYMBAET IIFOKO303aBHCHUMBI BHIOPOC MHCYJMHA U CIIOCOOCTBYET
YMEHBIICHUIO CEKPEIMH TTIIOKaroHa. Y MaueHToB ¢ CaXapHbIM 11a0eToM 2 THIIa C TUIIEPrITHKEMUEH
S5TH M3MEHEHHUS CEKPEeLUMHM HHCYJHWHA U TJIOKaroHa MNPUBOASAT K CHUXKEHHUIO KOHLEHTpauuu
TIIMKO3WIMPOBAHHOTO remMorioonHa HbA ¢ 1 yMEHBIICHHUIO TIa3MEHHOM KOHIIGHTPAIMHU TIIFOKO3BI,
OTpeIeTsIeMON HATOIIAK U MOCTIE HArPy30YHOM MPoOBL. Y MalMeHTOB C CaXapHbIM 11abeToM 2 TuIia
IIPUEM OJHOM J103bI MpernapaTa CUTArJIMITHHA TPUBOJUT K UHIMOUPOBAHUIO aKTUBHOCTH (pepMEHTa
AIIII-4 B Teuenue 24 4yacoB, UYTO MPUBOJUT K YBEJIUYEHHUIO KOHUEHTPALMHU LUPKYIUPYIOIIUX
uakpetunoB ['TIII-1 u TUII B 2-3 pasa, HapacTaHMIO IJIa3MEHHOW KOHIEHTpaluu uHcyiauHa u C-
NEeNTUa, CHUKEHUIO KOHLIEHTPAlMH IJTI0KaroHa B Iia3Me KpOBH, YMEHBIICHHUIO ITUKEMHH HATOILAK,
a TAK)KE€ YMEHBIICHHUIO INIMKEMHUH TOCJIE HArpy3KH MIOKO301 WK MMHAIIEBON HArPy3KH.

Brusnue na apmepuajilbHoe oaenenue

B panpoMu3upoBaHHOM IUIa1E00-KOHTPOIMPYEMOM IEPEKPECTHOM HCCIIEOBAaHUM C Y4YacTHEM
MalMEeHTOB C apTepUaIbHOW THUNEPTEH3UMEW COYETAaHHBIM MNPUEM THUIIOTEH3UBHBIX IMPENapaToB
(ogHOrOo WM Ooyiee M3 CHUCKA: MHTMOUTOPBHI aHrHMOTEH3MHIpeBpamiatomero ¢epmenta (AIID),
AHTarOHUCTBHl penenTopoB aHruoreHsuHa |l, OmokaTopel KambIMEBBIX KaHAOB, OeTa-
aZpEeHOOIOKATOPBI, TUYPETUKH) C TPENnapaToM CHUTATIHITHHA B ILEIOM XOPOIIO MEePEHOCHIICS
naudeHTamMu. Y 3TOM KaTeropu MalMeHTOB IMpenapaT CUTArIMOTHHA M[POAEMOHCTPUPOBAI
HE3HAYUTEJIbHOE TUIOTEH3MBHOE JAEHCTBHE: B CyTo4HOM 103¢ 100 Mr CHUTaraunTUH CHHXKAI
CpeaHEeCYyTOYHOE aMOyJIaTOPHOE 3HAUYCHHUE CUCTOIMYECKOT0 apTepuaibHOro AaBiaeHus (AJl) Ha 2 MM
PTYTHOTO cTOJI0a MO CpPaBHEHMIO C Tpymnmoi Iuiamne6o. Y manueHToB ¢ HopMmaibHbIM AJ[ He
HaOJII0JAJIM TUITOTEH3UBHOTO 3 dekTa.

Brusnue na snekmpogusuonozuro cepoya

B pannomusnpoBaHHOM I1anie00-KOHTPOIUPYEMOM IEPEKPECTHOM HCCIEA0BAHUU Y 310POBBIX
J00pOBOJIBIEB IIPENapaT CUTAIVIMIITHHA IPUHUMAJICA OAHOKpaTHO B no3e 100 mr wim 800 mr (8-
KpaTHOE NPEBBHIILICHHE PEKOMEHIyeMOi m03bl), a0 rranebo. [locme mpuema pekoMeHIyeMoi
TepaneBTHUeckod a03b1 100 Mr, kakoro-nubo BIWSHUSA TNpenapaTta Ha MPOJOJKHUTEIBHOCTD
uHTepBasia QT Kak B MOMEHT €ro MaKCHMaJIbHOM IMJIa3MEHHON KOHIIEHTpAaIluu, Tak U B APYTHX
TOYKaxX MPOBEPKU HA MPOTSDKEHUM BCEro ucciefoBaHus He HaOmwonanu. Ilocne mpuema 800 mr
MaKCHMaJIbHOE YBEIMUYEHUE CKOPPEKTUPOBAHHOTO 10 I1alle00 CpeHEr0 U3MEHEHUS JUTUTEIbHOCTH
unTtepBana QT Mo cpaBHEHHMIO C HMCXOAHBIM 3HAYEHHEM dYepe3 3 4 Tocie Npuema Ipernapara
coctaBwiio 8,0 Mcek. IloqoOHOe He3HAUWTENbHOE YyBEIMUEHHE ObUIO OLEHEHO KaK KIMHHYECKH
He3zHaunMoe. [locne mpuema 10361 800 Mr 3HaueHHEe MAaKCHUMAaIbHOM IJIa3MEHHOW KOHLEHTpaluu

10



COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 17.04 2026 N= 7364

CUTArJuNTHHA NpuMepHo B 11 pa3 mpesblnaio (OOTBeTc@%n]ge':l%ﬁ%g%tHg&l :'ri{l);l%i%/r-h

TepaneBTrYecKon 10361 100 mr.

Knnanueckast 2bdheKTHBHOCTE U 0€30I1aCHOCTD

Hccnedosanue no oyenke cepoeuno-cocyoucmotl 6ezonacnocmu cumaziunmuna (TECOS)

B wuccrnenoBaHMu MO OIEHKE CepICYHO-COCYAUCTOH Oe3omacHocti cutarnuntuHa (TECOS)
NAlKUEeHTH TPUHUMaNU npenapat cutarauntuia 100 mr B nensb (unu S0 Mr B JIeHb, €CITU UCXOTHBIN
TIOKa3aTeNlb paCUETHOM CKOPOCTH KiTy60ukoBoii puinbrparuu (CK®) 6511 >30 mu/mMun/1,73 M2 1 <50
mi/mun/1,73 M? unm nnane6o, KOTOpblE JO0ABISIMCh K CTAaHAAPTHOM TEPaluu COTJIACHO
CYLICCTBYIOIIMM HAI[MOHAJIBHBIM CTaHIApTaM [0 ONpEACICHHI0 IieieBbiX ypoBHel HDAic wu
KOHTPOJIIO CEepACYHO-COCYIUCThIX (akTopoB pucka. [lo 3aBeplieHMH CpeaHEro mepuoaa
Ha0JII0/IEHNs, COCTaBUBILETO 3 rojia, y NAllMeHTOB ¢ caXapHbIM JuabeToM 2 TuIa IpHeM mpernapara
CUTArJUNTHHA B JONOJHEHHE K CTaHJApTHOMY JIEUYEHHIO HE YBEJIMYWI PHUCK CEPbE3HbIX
HE)KeJIaTeJIbHBIX SBJIEHUN CO CTOPOHBI CEPAECUHO-COCYJUCTON CUCTEMBI (COOTHOLIEHHE PUCKOB 0,98;
95 % nomeputenbHbIA  uHTepBan, 0,89-1,08; p<0,001 nans gokazarenbcTBa  OTCYTCTBHS
INPEBOCXOJICTBA) MJIM PHUCK TOCHUTAIM3ALMU [O MPUYMHE CEPAECYHOM HEAOCTaTOYHOCTH
(cootnomenue puckoB 1,00; 95 % nmoeputenbublii wHTepBan 0,83-1,20; p=0,98 mis pasznuams
YacTOThl PUCKOB), IO CPABHEHHMIO CO CTAHJAPTHBIM JI€YeHHEM Oe3 JOIMOJIHUTENIBHOIO Mpuema
npenapaTa CUTarJIMITHHA.

5.2. DapMaKOKHHeTHYEeCKHE CBOiicTBA

dapMaKOKMHETHKA CUTATJIUIITHHA BCECTOPOHHE ONUCAaHa Y 3J0POBbIX JIUI] U NALUEHTOB C CaAXapHbIM
nuabetoM 2 tuna. Y 340pOBBIX JIHI] [TOCIIE epopaibHoro npuema 100 Mr cuTariunTiHa OTMEYaeTcs
ObicTpas abcopOIus mpenapara ¢ JOCTHKEHUEM MaKCUMalbHOU KOHIIEHTpaun (Cmax) B UHTEpBaJIe
or 1 no 4 vacoB ¢ MoMeHTa mpuema. [lnomanp moj kKpuBoW «koHueHTpauus-spems» (AUC)
YBEJIUUMBAETCS MPOMOPIIMOHATIBFHO J103€ M COCTABIACT Y 3I0POBBIX CyOBEKTOB 8,52 MKMOJB/IX4ac
npu npueme 100 mr BHYTpb, Cmax coctaBisia 950 amonb/n. Ilnasmennas AUC cutariuntuHa
yBeIuunBangach npubau3uTensHo Ha 14 % mocne cnenyromero npueMa 103b1 100 Mr npenapata mno
JIOCTUKEHUIO PABHOBECHOTO COCTOSIHMSI ITOCJIE MTpUEMa MepBOM 03bl. BHYTpu- 1 MexcyOBeKTHBIE
kodpdunmentsl Bapuanun AUC cutarnmuntuHa ObUTH HE3HAYUTEITBHBIMH.

AOGcopOius

AOcontoTHas OMONOCTYIIHOCTh CUTArJIUMITHHA cocTaBiseT npubnusutensHo 87 %. Ilockoibky
COBMECTHBI IpHEM Ipenapara CUTarJUOTHHA M JKUPHOW IUINM HE oOKasbiBaeT 3¢ddexra Ha
(hapMaKOKMHETUKY, TO Ipenapar CUTArJMNTHHA MOXET Ha3HauaThCsl BHE 3aBUCUMOCTH OT IIpHEeMa
IUILH.

Pacnpenenenue

Cpennnii 00beM pacrpeeseHs B paBHOBECHOM COCTOSIHUU IOCJE OJHOKpaTHOW 103kl 100 mr
CUTArJUNTHHA Y 3J0POBBIX JOOPOBOJIBLIEB COCTaBiIsfeT mpubmu3uTensHo 198 n. @pakuus
CUTATJINNTHHA, CBS3bIBAIOIIASACS C TUIA3MEHHBIMU O€JIKaMH, OTHOCUTEJILHO HHM3KAa U COCTaBIISIET

38 %.

BI/IOTDaHC(bODMaHI/IH

HpI/IGHI/ISI/ITeHBHO 79 % cuTaraMnTHHA BBIBOAUTCA B HCUBMCHCHHOM BUAC ITIOYKaMHM.

MeTabonu3upyeTcsi JUlb HE3HAYUTEIbHAs YacTh MOCTYNHUBIIETO0 B OpraHu3M mpemnapara. [locie
BBeJcHUA *C-MEUEHHOrO CHUTAariuITHHA BHYTPh INPHUONM3UTENBHO 16 % pPagMOaKTHMBHOIO
CUTATJIMNTHHA BBHIBOJWIOCH B BHUJIE €r0 MeTa0oiHuTOB. bl oOHapykeHbl cieabl 6 MeTaboJIUTOB
CUTArJUNTHHA, BEposTHO He obnanatomme JI1I1-4-unrubupyroiieit akTuBHOCTHIO. B rcciienoBanusx
in Vitro OBUTO BBISBICHO, YTO MEPBUYHBIMH H30(EPMEHTAMH, YUACTBYIOIIUMH B OTPAHUYCHHOM
MeTaboau3Me cutaraunTuHa, seisoTcs CYP3A4 u CYP2CS8.
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OIUMUHAIUS

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ITocie BBenenus 4C-MeueHHOrO CUTATIMIITHHA BHYTPb 3[0POBBIM 100POBOJIBIAM PUOIU3UTETLHO
100 % BBegEHHOTO CHTATJIUIITHHA BRIBOAMIOCH: 13 % uepe3 kumeyHuk. 87 % nmoykamu - B TeUCHHUE
OJIHOHM Henenu mocie npuema mnpenapata. CpeaHuil MepuoJl MOIYBBIBEICHUS CUTATJIUIITHHA NPU
nepopanbHoM npueme 100 mr coctaBiseT npuOnu3uTenbHO 12,4 yaca; MOYEUHBINM KIMPEHC
cocTtaBisieT Npudan3nuTensHo 350 Mir/MuH.

BriBenenne cuTarmunTHHA OCYHIECTBIISIETCS MIEPBUYHO MyTEM SKCKPELMH MOYKAMHU M0 MEXAHU3MY
AKTUBHOM KaHalbIeBOW cekpenuu. CHUTArIMOTHH SBJSIETCS cyOcTpaToM I TpaHCHopTepa
OpraHMYeCcKMX aHMOHOB YenoBeka Tpethero tuma (NOAT-3), KOTOpbIi U MOKET OBITH BOBIICYCH B
NPOIIeCC BBIBEICHUS CHTArTUNTHHA Noukamu. KiuHuuecku BoBiedeHHOCTh NOAT-3 B TpaHcmopt
CUTArTUNTHHA He wu3ydanach. CHTAIIMNTHH TaKXkKe SBIAETCS CyOCTpaToM p-TIUKONPOTEHHA,
KOTOPBIA TaKK€ MOKET y4acTBOBATh B IMPOIECCE BBIBEJCHHS CUTArIUNTHHA Noukamu. OIHAKO
IUKJIOCTIOPUH, SIBJISIONUNACS WHTHOUTOPOM P-TIIMKONPOTEHHA, HE YMEHBIIAI MOYEYHBIA KIMPEHC
CUTATJIUNTHHA.

Ocobnie I'PYIIIBLI MAITMCHTOB

Toueunas neoocmamounocms

OTKpBITOE HCCIIEJOBAHKE NpenapaTa CUTATIUITHHA B 103 50 MI' B CyTKH ObUTO MPOBEJICHO C IIEJIBIO
U3yudeHus ero (papMakOKMHETHKH Y MAIMEHTOB C Pa3IMYHON CTENEHbIO TSHKECTH XPOHUYECKOIO
HapyleHus: (yHKIUU [MOYEK B CPAaBHEHUU C KOHTPOJIBHOHM I'pyNION 370pOBBIX JO0OpOBOIbIEB. B
UCCIIeIOBaHUE OBUIM BKJIIOUEHBI NAIMEHThl C HApYIICHUSAMH (DyHKLIUU MOYEK JIErKOH, cpenHell u
TSDKEJION CTENEHM TSKECTH, a TAK)KE MAalMEHThl ¢ TEPMUHAIBHON CTaaAMe XpOHHUYECKOH 0osie3HH
nouek (XBII), Hyxxnatomuecss B nuanusze. Kpome Toro, BiusHue HapylieHUs (QyHKIMHM MOYEK Ha
(apMaKOKMHETUKY CUTAIJIMIITUHA Yy MAaLMEHTOB C CaXapHbIM Aua0eToM 2 Tula W HapyLIeHUeM
(GYHKLIMU TOYeK JIETKOM, CpeiHeH WIM TSOHKEIOM CTeNeHM TsHKeCTH (BKJIIOYas MAalUeHTOB C
tepMuHanbHoil  cragueit  XbII)  oumeHuBanm ¢ HCNONB30BaHMEM  MOMYJISLMOHHBIX
bapMaKOKHHETHYECKUX aHAIU30B.

YBenuuenue miazmenHor AUC curtarnunTrHa npubausutenbHo B 1,2 u 1,6 pa3 1o CpaBHEHHUIO C
KOHTPOJIbHOW TPYIIIION 0TMEYAIOCh y MallMeHTOB ¢ HapyIIeHHEM (DYHKIUU MOYEK JIETKOW CTeTIeHN
txectn (CK® ot >60 ma/mun/1,73 M? 1o <90 mu/mun/1,73 M?) M y IAlUMEHTOB C HapyLIEHHEM
(ynxmu mouek cpenneit crenenn tsxectd (CK® ot >45 mu/mun/1,73 m? no <60 mu/mun/1,73 m?),
COOTBETCTBEHHO. [IOCKOJIbKY yBENUYEHUE ATOW BEIMYMUHBI HE SIBIISICTCS KIMHUYECKH 3HAYMMBIM,
KOPPEKTUPOBKA JI03bl Y 3TUX MAlMeHTOB He TpeOyeTcs. [Ipubnu3uTensHo ABYKpaTHOE yBEIUYCHHE
wazmeHHol AUC cuTarmiunTrHa 0TMEYaaoch y MallMeHTOB ¢ HapylIeHHeM (YHKIIMH ITOYeK CpeaHei
crenenn Tsxectd (CK® ot >30 mun/mun/1,73 m? mo <60 ma/mun/1,73 M?) U npuOIM3HTENHHO
YETBIPEXKPATHOE Yy MAlMEHTOB ¢ HapylieHueM (yHKIHUH MoYeK Tsokenou cteneHu Tsukectu (CKO
<30 ma/mun/1,73 M?), BKIIOYas HALUEHTOB C TepMuUHAIBHOM crtaguen XbBII, nHyxparommxcs B
nuanuize. CUTarmTUONTHH B HE3HAYUTEIBHOM KOJIMUECTBE YAAISIICA BO BpeMs MPOLEAYpPHI
remMoauanusa: Toibko 13,5 % oT BBeAeHHON A03bI ObLTO BBIBEICHO M3 OpraHu3Ma B TeueHue 3—4-
4acoBOI'0 CceaHca JIann3a, HauaToro uyepes 4 yaca mocie BBeAeHUs MpenapaTa. Takum o6pazom, ams
JOCTHUKEHUS TepareBTUYECKOI KOHIIEHTPAIMHN CUTATJIMIITHHA B IJIa3Me KPOBH (CXOJHOM C TaKOBOM
y THallMeHTOB C HOpPMalbHO# (QyHKuMed modek) y maunuentoB ¢ CK® <45 mu/mun/1,73 ™2
pPEKOMEHI0BaHbI O0JIee HU3KUE 1036l (CM. paszen 4.2).

Tleyenounas nedocmamoyHocms

VY manueHToB ¢ HapylIeHHeM (YHKIMH NIEYCHH CPEIHEeH cTeneHu TshkecTH (7—9 OayioB mo mkamie
Yaitng-Iler0) cpemnsis AUC u Cmax cuTarmuntuHa npu  ogHOKpatHoMm mpueme 100 mr
yBeIUunBaroTCs npubau3nuTenbHo Ha 21 % u 13 %, cOOTBETCTBEHHO, B CPaBHEHUU C KOHTPOJIBHOM
TPYIIIOH 310pOBBIX JOOPOBONIBIIEB. TakuM 00pa3oM, KOPPEKIUH 1036l IIpenapara Ipyu HapyIIeHUsIX
(GYHKIIUY MeYEHH JIETKON U CpeHel CTeNeHu TsHkecTH He TpeOyercs. HeT KMMHuYecKuX JAaHHBIX O
IPUMEHEHUH CUTArJIUNTHHA y MAlMEHTOB C HapylIeHWEM (QYHKIMM IMEYEHM TSDKENON cTeneHu
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IEPBHUYHO BBIBOAUTCA NMOYKAMH, HC CICAYCT OXKHAATH 3HAYUMOI'O U3MCHCHUA (bapMaKOKI/IHeTI/IKI/I
CUTAIJIMIITUHA Y NAIIUCHTOB C HAPYUICHHUEM Q)YHKHI/II/I MIEYCHHU TSHKEIION CTeNIEHU TIKECTH.

.]71/!1/;61 noJiICu1020 eo3pacma

Bo3pacTt nanueHToB He OKa3bIBajl KIMHUYECKU 3HAYMMOTI'0 BO3/IEHCTBUS Ha (papMaKOKMHETUYECKHE
napaMeTpsl cuTariaunTHHa. 1o cpaBHEHHIO ¢ MOJIOABIMY MMALlMEHTAMH, Y TOXKUIIBIX MAalUeHTOB (65—
80 neT) KOHIEHTpALKs CUTATIUIITHHA TPUOIM3uTEeNsHO Ha 19 % Brime. Koppekmun 10361 mpemnapara
B 3aBHCHMOCTH OT BO3pacTa He Tpedyercs.

CTHu

dapmakOKHHETHKA cUTaraunTuHa (ogHokpaTtHas 1o3a S0 mr, 100 mr wim 200 mr) Ob11a HCcclie[oOBaHa
y aereir (B Bo3pacte oT 10 mo 17 ner) c¢ caxapubiM auaberom 2 tuma. B a3roil momynsiuuu
ckoppektupoBanHas 1o go3e AUC curtarnmuntuHa B 1uiazme Oblia mpumepHo Ha 18 % Hmke 1o
CpPaBHEHHIO CO B3pPOCIBIMU MAIEHTaMHU C CaxapHbIM quadbeTtoMm 2 Tuma mpu mpueme 10361 100 mr.
OTO HE CUMTAETCS KIMHUYECKH 3HAYMMBIM PA3JIUYUEM, OCHOBAHHBIM Ha IJIOCKOM COOTHOUICHUH
OK/®O ] mexay nozamu 50 mr u 100 MT y B3pOCTBIX.

HccnenoBanuii ¢ mpuMeHEHUEM CUTATTIMIITHHA Y AeTeld mutaamie 10 jJeT He IpOBOIUIOCE.
5.3. JlaHHbI€ JOKJIHHHYECKOH 0€301MacHOCTH

[Toyeynass ¥ meyeHOYHAs TOKCHYHOCTH HAONIOAANach y TPBIBYHOB NPH 3HAYCHUSX CHUCTEMHOMN
9KCIO3UIMH, B 58 pa3 MPEeBBIAIONINX YPOBEHB IKCIIO3UIIMN Y YET0BEKa, MPU ITOM MaKCHMallbHas
9KCIIO3UIINS, HE TPUBOASIIAS K PA3BUTHIO HEXeNaTeabHbIX 3P deKkToB, Obiia B 19 pa3 BbIlle YpOBHS
JKCMo3uIMu y 4venmoBeka. I[Ipu skcmo3unuu, B 67 pa3 mpeBbILIAIONIEH YPOBEHb KIMHUYECKOU
9KCIMO3UIIMHU, Y KPBIC HAOMIONANIMCh AHOMAWW PE3LOBHIX 3y0OB; MO MaHHBIM 14-HenembHOTro
HCCIIeIOBAHUS Ha KpbICaX MaKCUMaJIbHAs SKCTIO3UIINS, HE TPUBOASAINIAS K Pa3BUTHIO HEXKETATETbHBIX
a¢ddexToB, Obuta B 58 pa3 BbIIIE YPOBHS SKCIO3UIMN Y YEIOBEKA. 3HAYUMOCTh 3TUX HAOJIOJACHUN
JUIsl 4yeJloBeKa HeusBecTHa. [Ipu sKkcno3uimK, MpeBhIIAIONIEH YPOBEHb KIMHUYECKON HKCIO3ULINU
npuOIU3UTENHHO B 23 pasa, y cobak HabII0JaICh CBS3aHHBIE C ICUSHUEM ITpeXoAsinue Gu3nIecKue
NPU3HAKU, HEKOTOPBIE U3 KOTOPBIX YKa3bIBAIOT Ha TOKCHYECKOE JEHCTBHE HAa HEPBHYIO CHUCTEMY,
HalpuUMep [IbIXaHUE YEepe3 OTKPBITHII POT, CIIOHOTEUYEHHUE, PBOTA NMEHUCTHIMH MaccamMu OeIoro
[[BETA, aTAKCHsI, POXKb, CHI)KEHHE aKTHBHOCTH | (UJK) cropOsieHHas mo3a. Kpome Toro, npu go3ax,
MPUBOSIINX K CHCTEMHOM SKCIO3UIIMK, KOTOPasi MPEBBIMIAET YPOBEHb JKCIO3UIMU Y UYEJIOBEKa
npuOIU3UTENbHO B 23 pasa, THCTOJIOTMYECKHM TakKe HalOiojanach O4yeHb ciabas wiu ciabas
MbILIEYHAs JereHepanus. MakCUMaJIbHOM OSKCIO3ULMENH, HE MPUBOASALIEH K Pa3BUTHIO 3TOTO
HeXenaTeabHoro a¢dekra, Obla 3KCMO3UIMA, B 6 pa3 MpeBHINAIONIAs YPOBEHb KIMHUYECKOH
9KCIIO3ULIUU.

B poxnuHMYECKHX UCCIEAOBAaHUSAX CHUTATJIMITAH HE MPOJEMOHCTPUPOBAT T'€HOTOKCHMYHOCTH.
CUTarnunTdH HE MNPOJAEMOHCTPUPOBAN KAHIEPOTEHHOTO TMOTEHLHAla Yy MbIIEH. Y KpbIC
MOBBINIANIACH YACTOTA CIYyYaeB aJI€HOM U KapIIMHOM MEYEHU MPU YPOBHIX CUCTEMHOM HKCIIO3HIINH,
58-KpaTHO TMPEBBIMIAIONIMX YPOBEHb AKCIO3MIUHU Yy denoBeKa. [IOCKONBKY TemaToTOKCHYHOCTh
KOpperpoBajia ¢ BOSHUKHOBEHUEM HEOIUIa3UH NIEYEHH Y KPBIC, 3TO YBEJIMYEHUE YACTOThI OITyX0JIei
MIEYCHH Y KPBIC, BEPOSTHO, OBLIIO BTOPHYHBIM K XPOHUUECKOU reMaTOTOKCHYHOCTH MTPHU ATOH BHICOKOH
no3e. B cBs3u ¢ BeiIcOKUM pe3epBoM Oe3omacHOCTH (19- kpaTHO mpu 3TOM ypOBHE, HE MIPUBOIALIEM
K pPa3BUTHIO HEXKEJATENbHBIX 3PPEKTOB) 3TH HEOMJIACTUUECKHE U3MEHEHHS HE PACLIEHUBAIOTCS KaK
MMEIOLIME OTHOLICHHE K YEJIOBEKY.

HexenarenpHoe BO3/€iicTBHE HA PENPOTYKTUBHYIO (PYHKIIHIO HE HAOIIOAAaI0Ch Y CaMIIOB U CaAMOK
KPBIC, KOTOPBIM JIaBallid CUTATJIUITHH JI0 U B TeUEHHE TIEPHOa CIIapUBaHUSI.

B uccnenosanuu mo HU3Y4YCHUIO HpeHaTaHBHOFO/HOCTHaTaHBHOFO Pa3BUTUA Y KPBIC CUTAI'JIMIITUH HE
OKa3bIBaJl HEXKEJIATESIILHOT'O BO3ACHCTBHS.
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B uccnemoBaHusax 1o HN3Y4YCHHIO BO3JICHCTBUS Ha FCHDOHVI&H/{EHHVE%QE'IE‘HW%HEOC Eﬁ;ﬂs%%%{)

HE3HAYUTENIbHOE CBS3aHHOE C JICUCHHUEM yBEIINYEHHE YACTOThI TOPOKOB YTPOOHOTO pa3BUTHS pedep
(oTcyTcTBHE, THUNOIMIIA3Hs U BOJHUCTOCTH pedep) y MOTOMCTBA KPBIC MPH YPOBHAX CHUCTEMHOM
9KCIIO3UIINH, MPEBHIAIONINX YPOBHH IKCIIO3UIINU Y YesnoBeka Oonee yeMm B 29 pa3. Tokcuueckoe
BO3/ICMCTBHME HA MAaTEPUHCKUN OpraHU3M OBbUIO BBISIBICHO Y KPOJIMKOB MPU YPOBHSIX CHUCTEMHOMN
9KCTIO3UIUH, TPEBHIIAIOIINX YPOBHH JKCIIO3UIMK y 4enoBeka Oonee yem B 29 pas. B cBs3u ¢
BBICOKHM PE3€pPBOM 0€30TIaCHOCTH ATH PE3YIbTaThl HE PACIIEHUBAIOTCSA KaK MPEACTABISIONINE PUCK
Juist yenoBeka. CUTarlunTUH B 3HAYUTENIbHOM KOJMYECTBE MPOHUKAET B MOJIOKO KOPMSIIUX KPBIC
(cooTHOIIEHHE MOTOKO/TTa3ma: 4:1).

6. PAPMAIIEBTUUECKUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/ibHbIX BellleCTB

Curnetuk-AKpUxHH, 25 Mr, Ta6J'IeTKI/I, MOKPHITHIE MIEHOYHOMN 000J0YKOH

Aopo

Henmrono3a MUKpOKpUCTAIUTHYECKAS
Kanprus ruapodocdat HensmMenbueHHbIH
Kpockapmennosa HaTtpus

Marnus creapat

Hatpus creapundymapar

IInenounas obonouxka

[TonmBUHUIIOBBINM cIUPT

Makporoi-3350

Tanpk

Turana auokcun (E 171)

Kpacwurens xenesza oxcun sxentoiii (E 172)
Kpacurens xenes3a okcu kpacubiii (E 172)
Nnu

I'otoBast uieHOYHAss 000JI0YKA PO30BOI0 I[BETA [MOJUBHHHIIOBBIA cipT, Makporoia-3350, Taibk,
tutana auokcun (E 171), kpacurens xene3a okcun xentbid (E 172), kpacuTenp xene3a OKCH]I
kpacHbiii (E 172)]

Curnetuk-AxkpuxuH, 50 mr, TaGHCTKI/I, MOKPBITHIE MIEHOYHOMN 000J0YKOH

Aopo

[ennono3a MUKpOKpUCTAITHYEeCKast
Kanbius runpodocdat Hem3MenbueHHbIN
Kpockapmernnosa HaTpust

Maruus creapar

Hatpus creapundymapar

IInenounas obonouka

ITonMMBUHUIIOBBIN CIUPT
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Makxkporo-3350

Tanpk

Turana auokcun (E 171)

Kpacwures xenesza okcun sxentoiii (E 172)
Kpacurens xene3a okcun kpacubiii (E 172)

Nnn

l'oToBast miaeHOYHas 00OJOYKA JKEITOBATO-PO30BOI0 IIBETA [ITOJMBHHHIIOBBIH CIUPT, MaKpOIroJj-
3350, Tanbk, Tutana auokcun (E 171), kpacurens xkene3a okeu xenthiid (E 172), kpacurens xeesa
okcun kpachsiii (E 172)]

Curnetuk-Axpuxud, 100 Mr, TabJIETKH, ITOKPHITHIE JIEHOYHOM 000JI0YKON

Aopo

[ennono3a MUKpOKpUCTAITHNYeCKast
Kanbius runpodocdat Hem3MenbueHHbIN
Kpockapmennosa HaTpus

Maruus creapar

Hatpus creapundymapar

IInenounas obonouka

ITonMBUHUIIOBBIN CIUPT

Makxkporoin-3350

Tanbk

Turana quokcun (E 171)

Kpacurens xenesa okcun sxentsiii (E 172)
Kpacurens xenesa okcun kpacusiii (E 172)

Nnn

I'oToBast ruieHOUHAst 000J10YKa OPAHIKEBO-PO30BOTO IIBETA [ITOJIMBUHUIIOBBIM CLIUPT, Makporoia-3350,
tanbk, TuTana quokcua (E 171), kpacurens sxene3a okeu xxentoiid (E 172), kpacuTtens jkeae3a OKCUI
kpacHbiii (E 172)]

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok roanocTH (CpoK XpaHeHHs)

2 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUH
XpaHuTh pH TeMiepaType He Bbie 25 °C.

6.5. XapakTep u coep:kaHue YIIAKOBKH

ITo 10, 12 nnu 14 Tabnerox B Gnuctep u3 Gonsru amoMuaueBoi u mienku [IBX/IID/TIB/IX.
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Hnsa nozupoBok 25 mr, 50 mr:

2 6nucrepa no 14 tabnetok unu 3 6nucrepa mo 10 wiau 12 TabieTok BMECTE ¢ TUCTKOM-BKIIA IBIIIIEM
MOMENIAIOT B TAYKy U3 KapTOHA.

Hnsa nozuposku 100 mr:
2,4 unu 6 6auctepoB 1o 14 tabnerok unu 3 6auctepa no 10 unu 12 TabneTok BMeCTe C JINCTKOM-

BKJIaJAbIIIEM IOMEIIAIOT B MaAYKy U3 KapTOHA.

6.6. Ocodble Mepbl MPETOCTOPOKHOCTH NMPH YTHIM3ANMU HCHOJIb30BAHHOTO JIEKAPCTBEHHOT0
npenapara WM OTXO/A0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JIeKAPCTBEHHOI0 Npemnapara u
Apyrue MAHUMYJISIIHUH C IPeNapaToM.

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickaa @enepanus

AKUIHOHEPHOE o01ecTBo «XuUMUKO-(hapMaleBTHIECKI I KOMOMHAT «AKPUXUH)»
(AO «<AKPUXHMH»)

142450, MockoBckas 00:1., T.0. boropoackwii, r. Crapast Kynasna, yn. Kuposa, 1. 29
Tenedon: +7 (495) 702-95-03

Anpec anexTpoHHoi mouThl: info@akrikhin.ru
7.1. IlpencraBuTe/ib Aep:KaTesi PperucTPANMOHHOIO Y/I0CTOBEPEHHSs

[Iperen3un moTpedUTENEH HANPABIATH IO aJIPECy:
Poccniickas @enepanus

AKITMOHEPHOE o011ecTBO «XUMHKO-(hapMaIleBTUIECKUM KOMOHMHAT «AKPUXUH»»
(AO «AKPUXWH»)

142450, MockoBckast 001., T.0. boropoackwuii, r. Crapas Kynasna, yi. Kuposa, 1. 29
Tenedon: +7 (495) 702-95-03

Anpec anexTpoHHoi moutsl: info@akrikhin.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOTI'O YIOCTOBEPEHUS

9. KATETOPHUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA
JlexkapcTBEHHBIH NpenapaT OTHOCUTCS K KATETOPUU OTIIYCKa MO peLenTy
OO0mas xapakTepucTUKa JIeKapCTBEHHOro mnpemnapata CHUITIETUK-AKPUXUH JOCTYNIHA B €IMHOM
peecTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpasuiickoro 5JKOHOMHUYECKOTo CO03a U Ha

opuIMaIbHOM caiite YIIOJJHOMOYEHHOI'O oprasa (3KcTIepTHOM OpraHM3aI1H)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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