COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.02.2026 N= 2473

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA “0%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Apxkokcua, 30 M, TaOIETKH, TOKPBITHIE TUICHOYHOW 000JI0UKO#

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

Heticmsyrowee sewyecmeo: STOPUKOKCHO.

Kaxxnas Tabnerka cogepxut 30 Mr aTOpuKokcuoa.

BcnomoraTenbHble  BellecTBa, HalW4YHe KOTOPHIX HEOOXOIMMO YYMTHIBaTh B COCTaBe
JIEKapCTBEHHOTO Mperapara;: Jjakto3a (cMm. pazaen 4.4.).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBECH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabeTku, MOKPHITHIC TUNIEHOYHONW 000I0UKOM

['omy6oBaTo-3eeHbIe ABOSKOBBITTYKIIbIC TAOJETKH 0JT0KOBUAHOMU (DOPMBI, TOKPHITHIC INICHOYHOM
obomnoukoii, ¢ TucHerneM ACX 30 Ha ogHO# cropoHe U ¢ THcHeHueM 101 Ha npyroii cTopoHe.
Buo mabnemxu na nonepeunom paspese: OT 0eI0ro a0 OJETHO-KEITOTO WM OT Oenoro o
KpPEMOBOI'O I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHus1 K NPUMEHEHHIO.

Jledenue XpOHUUYECKOM 00NN B HUKHEW YacTH CITUHBIL.

CumnromaThueckas Tepanus OCTE0apTPHUTA, PEBMATOMIHOIO apTPHUTa, AHKHIOZUPYIOIIETO
CHOHJIMJINTA, OOJH U BOCHAJIEHUS, CBA3aHHBIX C OCTPBIM MOJArPUYECKUM apTPUTOM.
Kpatkocpounas Tepanusi yMEpeHHOM OCTpoii 60JIM Mocie CTOMATOJIOTMYECKUX OTepaluii.
Pemenune o HazHaueHuM cenekTuBHOTO HHruOuTOopa L{OI'-2 1omkHo ObITh 000CHOBAHO C YYETOM
00X PUCKOB JJI KAXKI0T0 KOHKPETHOTO manueHTa (cM. pasaensl 4.3. u 4.4.).

4.2. PeskuM 103MPOBAHUA U CIOCO0 MPUMEHEHMSI.

Pesicum 0o3uposanus

Tak Kak pHUCK OCJIOKHEHUN CO CTOPOHBI CEPIECYHO-COCYIMCTONM CHCTEMBI IIPU IPUMEHEHUH
cesIeKTUBHBIX HHTHONTOpOB L{OI'-2 MOKeT MOBBIIATHCS B 3aBUCUMOCTH OT J103bI U JUIUTEIHHOCTH
Tepanuu, JOJKEH MPUMEHATHCS MaKCHMaJbHO BO3MOXKHBIM KOPOTKHH Kypc U HauMEHbIIas
s dekTuBHas cyTouHas no3a. HeoOXoauMo mpoBeACHHE MEePHOIUIECKON OLIEHKH MOTPeOHOCTH
MAIMEeHTa B 00JIErYeHUU CHMITTOMOB H €TI0 PEaKI[UU Ha MIPOBOJUMYIO Tepanuio (cM. pazaen 4.4.).

Ocmeoapmpum

Pexomennyemas no3a cocrapisger 30 mr win 60 Mr OJIUH pa3 B JI€Hb.

Peemamouounviii apmpum

Pexomennyemas noza cocraBinsier 60 Mr oaMH pa3 B JAE€Hb. Y HEKOTOPBIX IALUEHTOB C
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MOYET MOBBICUTH 3PPeKTUBHOCTH. [locie crabmin3anuu KIMHUYECKOTO COCTOSIHUS MalueHTa
1esecoo0pa3Ho MOHU3UTh TUTPOBaHHMEM 103y 10 60 Mr oauH pa3 B neHb. Ilpu oTcyTcTBHM
YCUJIEHUS TEPANEBTUYECKOTO AEHCTBUSA CIEAYET PACCMOTPETh APYTHUe BapUAHTHI JICUEHUSI.

AHKUIO3UPYIOWUL CHOHOUIUM

Pexomenayemast no3a cocraBisier 60 Mr oAMH pa3 B J€Hb. Y HEKOTOPBIX MAIlUEHTOB C
HEJOCTATOYHBIM OOJIETYCHHEM CHMIITOMOB MPHEM YBETUYEHHOH 103kl 90 Mr oAuWH pa3 B JCHb
MO’KET MOBBICUTH 3 dexTuBHOCTb. [locne crabunuzanuu KIMHUYECKOTO COCTOSHUS MallleHTa
11eJIECO00Pa3HO MOHU3UTH THUTPOBAHHWEM 1103y a0 60 Mr oawH pa3 B neHb. [Ipu orcyTcTBUH
YCUJICHUS TEPANEBTUYECKOTO ACHCTBUSA CIEAYET PACCMOTPETh IPYTUe BapUAHTHI JICUCHUSI.

XpoHuueckas 00/1b 68 HUMICHEU YACMU CNUHDL

PexoMennyemas no3a coctaBiser 60 Mr oguH pa3 B AeHb. [IpoIOIKUTEIRHOCTD JICUEHUSI HE
JIOJKHA TTPEBBIIIATE 12 HeAenb.

Cocmosnus, COI’ZDO@OOdeCZIOWM@C}Z ocmpou 001610

[Ipu cocTosSHUSAX, COMTPOBOKAAIOIIUXCSI OCTPOIA OOJIBIO, STOPHKOKCUO CIIeyeT MPUMEHSTH TOJIEKO
B OCTPBIN CUMIITOMaTUYECKUHN TTEPUO/I.

Ocmpulil nodazpuyeckull apmpum

Pexomennyemas nosa cocrtasisier 120 Mr oiuH pa3 B IE€Hb.
[IpomomkuTensHOCTh MPUMEHEHUS npenapara B 1o3e 120 Mr cocTtasisieT He 6onee 8 aHEH.

Ocmpas 00J1b noCiie CHOMAMON0SUYECKUX onepayuil

Pexomenayemas no3a cocrasisier 90 Mr onuH pa3 B Ac¢Hb. [Ipu jgedeHnn ocTpor OOJu Tocie

CTOMATOJIOTUYECKUX OINepanuil npenapaT ApKOKcUa CIEeIyeT NPUMEHATHh TOJIbKO B OCTPBIN

CUMITOMAaTUYECKUI MEPUOJI, OTPAHUYEHHBI MaKCUMAIbHON IIPOJOIKUTENBHOCTBIO 3 JTHS.

Jlo3bl, TpeBBIIAIONIMNE PEKOMEHAOBAHHBIE IS KaXJOro IOKa3aHus, MO0 He oO0aanaroT

JIOTIOJTHUTEIHHOM 3 (HEKTUBHOCTBIO, TU00 HE U3YJATHCh. TakuM 00pazoM:

—  CYTOYHas /103a MPU OCTECOAPTPUTE HE JOHKHA MpeBbIIaTh 60 Mr;

—  CyTO4YHas J103a IPU PEBMATOMIHOM apTpUTE HE JOJDKHA IpeBbiaTh 90 Mmr;

—  CyTOYHasl J103a MpU aHKUJIO3UPYIOUIEM CIIOHAUIUTE HE JODKHA MpeBbimaTh 90 Mmr;

— CyTO4YHas J103a MpU XPOHHUYECKON OONM B HMKHEM YacTH CIMHBI HE JOJDKHA MPEBBILIATH
60 Mr; MakcHMasbHas MPOAOJIKUTENBHOCTD JICUEHHS OTpaHUYeHa IepHoJoM 12 Henens;

— CyTOYHas J03a IpU OCTPOM IIOJArpUUYECKOM apTpUTE HE JOJDKHA Mpesbimath 120 mr;

MaKCuMaJibHas NpPOJOJDKUTCIBHOCTD JICYHCHUA OrpaHUYCHA ICPUOJ0OM 8 ,I[Heﬁ;

- CyTO4YHas a03a I KyIIHUPOBAaHUA 00IH TOCe CTOMATOJIOTHYECKUX onepaunﬁ HE OOJIDKHA

npesblmath 90 Mr; ¢ OrpaHUYEHUEM MAaKCUMaIbHO 3 JTHS.
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Ocobvie epynnsi nayuenmos

Loorcunvie

Koppeknuu 10361 y MAalMEHTOB MOXKUIOTO Bo3pacTa He TpeOyercs. Kak u mpu nmpuMeHeHHH
JIpYTUX JIEKapCTBEHHBIX IpEenaparoB, MpU MPUMEHEHUU Ipenapara y MalMeHTOB MOKUIIOr0
BO3pacTa cienyeT coO01aTh OCTOPOXKHOCTD (CM. pazzen 4.4.).

Hayuenmui ¢ neuenoynou He00Cmamo4HOCmbto

He3saBucumo oT mokazanust K MPUMEHEHUIO MAUeHTaM ¢ HApyIIEHUSIMU (PYHKIIMH TIEYSHHU JISTKOM
cTeneHu TsbkecTH (5-6 6amtoB no mkane Yaiina-I1s10) He ciemyeT npeBbimarh 103y 60 Mr oIUH
pa3 B neHb. [lanrerTam ¢ HapymeHusIMU (QYHKIINH TICYCHH CPETHEH cTeTnieHH TshkecTH (7-9 6amoB
no mkasne Yaina-I1p10) He3aBUCUMO OT MOKa3aHUsl K MPUMEHEHHUIO HE CJIEeIyeT MPEBBIIIATh 103y
30 Mr ouH pa3 B JICHb.

Pexomenayercsi co0to1aTh OCTOPOKHOCTh Y MAllMEHTOB C HapyUICHUsIMH (DYHKLIMU TEUYEHU
CpeIHel CTeNeHH TSHKECTH, TaK KaK KITMHUYECKUN ONBIT Y JAaHHOW TPYIIbI HAllMeHTOB OTPaHUYEH.
B cBsI31 ¢ OTCYTCTBHEM KIMHHYECKOTO OMBITA Y MAIIUEHTOB C TSHKEIBIMU HAPYIICHUSIMU (DYHKITHH
neuenu (>10 6anoB no mkane Yaitna-IIeo) npemapar mpoTUBONOKA3aH AJs JAHHOM TPYIIIBI
nanueHToB (cM. pazaensl 4.3.,4.4. 1 5.2.).

Hayuenmul ¢ noueynou He00Cmamo4HoCbIO

Koppekiun 110361 'y MaIMEHTOB C KIUPEHCOM KpeaTuHHMHAa >30 MiI/MUH He TpedyeTcs
(cMm. pazgen 5.2.). llpumeHeHHe »STOpPHKOKCHOA Yy TMALMEHTOB C KIMPEHCOM KpeaTHHHHA
<30 mu1/MUH TPOTUBOIIOKa3aHO (cM. pa3aensl 4.3. u 4.4.).

Hayuenmor 0emcKo2o eo3pacma

DTopUKOKCHO MPOTUBOTIOKA3aH JIJIs IeTeH U MOAPOCTKOB B Bo3pacte 10 16 met (cM. pazmen 4.3.).

Cnocoo npumenenus

BHyTpb, HE3aBHCHMO OT IpHeMa MUIIH, 3aMKMBas HEOOIbIIUM KOJIMUYECTBOM BO/IBL.

4.3. [IpoTuBoONOKa3aHUS.

e [loBblleHHas YyBCTBUTEIBHOCTD K KAKOMY-JINOO KOMIIOHEHTY Iperapara.

e SI3BeHHas 00JIe3HB KENMyAKa UM 12-TIEpCTHON KHUITKH B CTAaAUU OOOCTPEHHUS WM aKTHBHOE
KEITyAOYHO-KUIIIEYHOE KPOBOTEUEHUE.

e JlonHoe WM HEMOJNHOE codeTaHWE OpPOHXMANbHOM acTMbl, OCTPOrO PHUHHUTA,
PELUAMBUPYIONIETO TIOJMIIO3a HOCA M OKOJIOHOCOBBIX TMMa3yX M HENEepeHOCHUMOCTH
alleTUIICAIUIMIIOBOM KUCIOTHI WM HemepeHocumoctu Apyrux HIIBII (B Tom umcie B
aHaMHese).

e bepeMeHHOCTh U JaKTalus.

e TspKenble HapyIIEHUS! (PYHKIUH MTEYEeHHU (CBIBOPOTOUHBIN anbOymMuH <25 r/n unu >10 6amion

o mkane Yaina-I1sto).
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e  Tsmxemas moueynas HegoctarodHOCTh (KK €30 Mu/MUH).

COOTBETCTBYET ZKCNEPTHOMY OTUETY

e Jlerckuii Bo3pact 10 16 ner.

e BocnanurensHble 3a0051€BaHMSI KMILIEUHUKA.

e  Xponuueckas cepaeuynas HepocrarouHocTs (II-IV ¢ynkimonanshelii kaace mo NYHA).

e Hekonrtponupyemasi aprepraibHasi THIIEPTEH3HUs, IPH KOTOPOH MOKa3aTeNu apTepHaIbHOro
JaBJIeHUs cTOMKO npeBbimaoT 140/90 MM pr. cT.

e [lonTBepxneHHas uiemMuyeckas O00JIe3Hb cepia, 3a001eBaHus nepudepuyecKux aprepun
u/Wim 11epedpoBacKyIIIpHbIC 3a00IeBaHMSL.

e JlepuuuT nakraspl, HEMEPEHOCUMOCTD JAKTO3bI, TIIIOKO30-TaJlaKTO3HAs MAJIbaOCOPOIIHSL.

e [lonTBepxaeHHas rTUNEpKATHEMUSI.

e [Iporpeccupytomiue 3a00aeBaHNs TOYEK.

4.4. OcoOble yka3aHusl U MepPbl NPEA0CTOPOKHOCTH NPU MPUMEHEHHH.

C 0CTOPOKHOCTBLIO

Crnenyer coOirofaTe OCTOPOKHOCTH MpHU TMPUMEHEHUH TIpernapara y CIEQYIOUUX TPyl
MAIUCHTOB:

- ALMEHTBI C MOBBIIICHHBIM PUCKOM Pa3BUTHS OCIOKHEHUH CO CTOPOHBI JKEITYJOYHO-KUILIEYHOT O
Tpakrta Beaeacrsue npueMa HIIBII, manueHTsl MOXKUIONO BO3pacra, OAHOBPEMEHHO
npuHuMarome apyrue HIIBII, B Tom udMciie aneTUICaIMIMIOBYIO KHUCIOTY WJIM MALUEHTHI C
3a00JI€BAHUSAMU KEIyJOUHO-KUIIEYHOIO TPAaKTa B aHaMHe3€, TAKMMHU KaK s3BEHHas OOJe3Hb U
KEIIyJOYHO-KHAIIEYHBIE KPOBOTCUCHUS;

- TTIALIMEHTHI, UMEIOIME B aHAMHE3€ (PAKTOPHI PUCKA CEPIICYHO-COCYAUCTHIX OCIOXKHECHUH (Takue
KaK JUCITUIHIEMUS/ TUTICPIUITUACMUS, CaXxapHbIi 11abeT, TMIepTeH3Ms, KypeHue);

- MALMEHTHI, UMEIOLINE B AHAMHE3€ CEPACUHYIO0 HEOCTATOUHOCTh, HAapyIIEHHE (PYHKIUH JIEBOTO
KEIyA0YKa WU TUIEPTEH3MI0, M NAIUEHTHl C MNPEALIECCTBYIOIIMMH OTEKAMH M 3aJIEPiKKOU
KUAKOCTH;

- MAIIMEeHTaM C HapyIIeHUSAMH (DYHKIIMH IEUYEHH JIETKOH CTENeH! TsDKeCTH (5-6 6ayioB 1o mikaie
Yaitna-ITe10) He cneayer npeBbimaTh 103y 60 Mr ouH pa3 B JieHb. [lamuenTam ¢ HapyIIeHUsIMHU
GyHKIMHM TICYeHH CcpefHeil crerneHu TsokecTu (7-9 6amnoB mo mkane Yaiina-ITsr0) Henb3s
npeBbIath 103y 30 Mr OIMH pa3 B JICHb;

- MALIMEHTHI ¢ AeTUpaTanuei;

- IALIMEHTHI C HApYIIEHUAMHU (PYHKIUH I0YEK, OJHOBPEMEHHO NpUMEHstoe UHrHOuTops! AIID,
JMYPETUKH, aHTarOHUCThI aHTHOTeH3KHa 1], 0coOeHHO noXKuIbIE;

- MMAIUEHTHI ¢ KJIMPEHCOM KpeaTHHUHA <60 MJI/MUH;

- MAIUEHTHI ¢ MPEALICCTBYIONIMM 3HAYUTEIbHBIM CHIDKEHUEM (DYHKIIMH MOYEK, ¢ OcIa0IeHHOM

byHKIMEH MoYek, 1eKOMIEHCUPOBAHHOM cepIeYHON HEAOCTaTOYHOCTHIO WU LIMPPO30M IIE€UEHH,

4
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Cnenyer coOnrogath OCTOPOKHOCTH TPU  COMYTCTBYIOIICH  Tepamuul  CICTYHOIIUMU
JICKapCTBEHHBIMU MpenapaTaMu:

—  aHTHKOAryJsSHTHI (HarpuMmep, BapdapuH);

—  aHTHArperaHThl (HalpHUMep, alleTUICATHIIAIOBAs KUCIOTA, KIOMHIOTPEN);

—  mpemapatsl, MeTaboIu3upyompecs cyibporpancdepazamu.

Oco0ble yKazaHus

Bausinue Ha eIy J0YHO-KMIIEYHbI TPAKT

OTMeueHBI Cly4ad OCJIOKHEHUH CO CTOPOHBI BEPXHUX OTIENIOB KEIyI0YHO-KUIIEYHOTO TPAKTa
(mepdopary, sI3BBI WIK KPOBOTEUESHHSI), UHOT/IA C JIETaJbHBIM UCXOJ0OM, Y TAI[UEHTOB, KOTOPBIC
MOJTYYaJIi STOPUKOKCHO.

Pexomennyercst co61t01aTh OCTOPOKHOCTD IIPU JICYEHUH MAIUEHTOB C BBICOKUM PHUCKOM Pa3BUTHUS
OCJIO’KHEHHI CO CTOPOHBI KETYI0YHO-KUIIEYHOro Tpakta npu npumenennn HIIBII, B yacTHOCTH
y IOXWIbIX, I[AIUEHTOB, KOTOpbIE OJHOBpeMeHHO Ipumensor apyrue HIIBII, B T1.u.
AIETHJICATMIIMIOBYIO KHUCJIOTY, a TaKKe y TMAIMEHTOB C TaKUMH 3a00JIEBAaHUSIMHU KEIyI0UHO-
kumeuHoro Tpakta (JKKT) B anamHese, kak si3Ba uin kpoBotedenne KKT.

CymiecTByeT TOMOJHATEIbHOE MOBBIIIEHUE PUCKA PA3BUTHSI HEXKENIATEIbHBIX SBJICHUN CO CTOPOHBI
JKEITYJOUHO-KUIIIEYHOIO TpaKTa (PKEIyJIOYHO-KUIIECYHBIE SI3BBI WJIM JPYTHE OCJIOXHEHHS CO
CTOPOHBI JKETYJA0YHO-KUIIEYHOTO TPAKTa) MPU OJHOBPEMEHHOM NMPUMEHEHUH STOPUKOKCHOA U
AlETUJICATMIIWIOBOM KHCIOTHI (Jake B HU3KUX J03ax). B J0JArOCpOYHBIX KIMHUYECKHX
MCCJIEIOBAaHUAX HE HAOJI01aJI0Ch IOCTOBEPHBIX pa3iuduii B oTHOIIeHHH Oe3oracHocTH aiist JKKT
OpU TPUMEHEHHH CENeKTUBHBIX uHruOuTopoB [[OI-2 + amerwicanuuuioBas KHCIOTa B
cpaBHeHuu ¢ npumernenreM HIIBII + aneruncanuiioBast kucioTa (cM. pasaen 5.1.).

Biusinue Ha cepIeYHO-COCYAUCTYIO CUCTEMY

Pe3ynprarel KIMHUYECKUX HCCIEHOBAaHUM CBUICTENBCTBYIOT O TOM, 4YTO IPUMEHEHHE
JICKapCTBEHHBIX MPENapaToB Kiacca ceNeKTUBHBIX MHTHOuTOpoB L{OI'-2 MokeT ObITH CBSI3aHO C
pUCKOM TpoMOOTHUYECKUX siBIieHUH (ocobenHo wuH(papkra wmuokapaa (MUM) u uHCynbTa)
oTHocuTenbHO Tutane6o u HekoTopbix HIIBIIL. ITockonbKy pucK pa3BUTHS CEPACUHO-COCYIUCTHIX
3a00JIeBaHUN TpU TpPUEME HTOPHUKOKCHOA MOKET YBEIMYUTHCA MPU YBEIUYEHUU 03Bl U
MPOJOKUTEIFHOCTA TMPUMEHEHHS, HEOOXOIUMO BBIOMpPATh KaK MOXKHO 0oyiee KOPOTKYIO
MPOJOKUTEIFHOCTh TPUMEHEHUST H CaMyK HU3KYI JS()(QEeKTHBHYIO CyTOYHYIO J03Y.
HeoOxoaumo nepuoinyecku OlleHUBaTh NOTPEOHOCTh MAllMeHTa B CUMIITOMAaTHYECKOM JICUEHUU
¥ OTBET Ha Tepamuio, 0COOCHHO VIS MMAIIMEHTOB C OCTE0apTPUTOM (cM. pasnensl 4.2., 4.3., 4.8. u
5.1.).

[TanenTam co 3HaYMMBIMU (DaKTOpaMH PUCKA CEPACYHO-COCYUCTHIX OCIOXKHEHUHN (TaKUMHU KaK
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TOJILKO TIOCTIE TIIATENBHON olleHkH (cM. pa3zaen 5.1.).

CenextuBnble nHruouTOpHl L{OI'-2 HE ABIAIOTCA 3aMEHON alETHICAIUIMIOBONW KUCIIOTHI MPH
MPOPUITAKTUKE CEPJICYHO-COCYIUCTHIX TPOMOOIMOOTUYECKUX 3a00€BaHUN BCIICICTBUE WX
HEJOCTAaTOYHOr0 BIUSHUS Ha TpoMmOomuthl. [loaTOMy He ciemyeT mnpekpaiiaTh IpPUMEHEHUE
aHTHarperaHTHBIX IpenaparoB (cM. pasaensl 4.5. u 5.1.).

Biausinve Ha PYHKIMIO TOYEK

[Toueunsble mpocTarJaHAMHBI MOTYT UTpaTh KOMIIEHCATOPHYIO POJIb B MOAJEPKaHUU MOUYECUHON
nepdys3un. IlosTomMy, npu HaIWYUKM YCIOBUM, OTPULATENHHO BIMSIOMIUX HAa IOYEUHYIO
nepdys3uro, MNPUMEHEHHE OTOPUKOKCMOA MOXKET BbI3BaTh YMEHBIIECHHE O0O0pa3oBaHUs
IPOCTarJIaHAXHOB U, BO BTOPYIO OY€pe/b, CHI)KEHUE TTOYEYHOT0 KPOBOTOKA, U TAKUM 00pa3zoM
HapymuTh QyHKIMIO ouek. CaMblil OOJBIIION PUCK Pa3BUTHS JaHHOW PEaKIUU CYIICCTBYET JJIs
MAIMEHTOB CO 3HAYUTEIbHBIM CHIKEHHEM (YHKIUMHU MMOYEK, JEKOMIIEHCUPOBAHHOM ceplIeyHON
HEI0CTaTOYHOCTHIO MJIM LIUPPO30M B aHAMHE3€. Y TaKUX MAIleHTOB HEOOX0AUMO OCYIIECTBIATh
KOHTPOJIb (PYHKIIUH ITOYEK.

3agepiKKa KUAKOCTH, OTEKH U THIePTeH3HsA

Kak u B cirydae npuMeHeHHs APYTUX MPenapaToB, MHTHOUPYIOIIUX CUHTE3 MPOCTArJIaHIuHOB, Y
NAIMEeHTOB, MPUMEHSIOMUX Mpernapar ApKOKcHa, HAOMIONANINCh 3ajlepKKa JKUAKOCTH, OTEK H
THIIEPTEH3HUA.

[Tpumenenue Bcex HIIBII, Bkimtouast STOpUKOKCHO, MOXKET OBITh CBSA3aHO C BOSHUKHOBEHHEM HIIH
pelUIMBOM XPOHUYECKOW cepaeuHoil HemoctatouHocTH. Mudopmarus o 3aBucumoctu 3¢ dexra
3TOPUKOKCHMOa OT 103kl mpuBereHa B pasfene S5.1. Crmemyer coOmronaTh OCTOPOKHOCTH Y
NaIMEeHTOB, MMEIOUINX B aHAMHE3€ CEPJICUHYIO HEJAOCTaTOUYHOCTh, HapyIIeHHe (PYHKIHUU JICBOTO
KEITy0UKa WM TUIIEPTEH3HIO, a TAK)KE MaI[MeHTaM C y>K€ UMEIOIIUMUCS OTeKaMH, BOSHUKIINMHU
1o Jr000it pyroi mpuunHe. [Ipy nosiBlIeHNN KIMHUYECKUX MPU3HAKOB YXYALIECHUS COCTOSIHUS Y
TaKUX TAlMEHTOB CIEAyeT TPEANPHHITh COOTBETCTBYIOUIME MEphl, BKIIOYas OTMEHY
TOPUKOKCHOA.

[IpumeneHne 3TOpUKOKCHOa, 0OCOOCHHO B BHICOKHX J1033aX, MOXKET OBITh CBS3aHO ¢ 00Jiee 4acTon
U TSDKEJIOM THIEPTEH3UEH, 4eM Ipu npuMeHeHuu HekoTopbix apyrux HIIBIT u cenexTuBHBIX
unruouropos L{OI'-2. Bo BpeMs fieueHus: STOPUKOKCHOOM cieyeT oOpaTuTh 0co00e BHUMaHHE
Ha KOHTpPOJIb apTEpHUAIBHOrO HaBieHUs (cM. pasfen 4.3.). ApTepualbHOE HABIECHUE CIIEAYET
KOHTPOJIMPOBATh B TE€UEHHE IBYX HEJIENb MIOCTIE Havajia JeUeHUs U MepUOINYECKH B TajbHEHIIIEM.
[Ipy 3HAUUTENHHOM TIOBBIIIEHUH aPTEPUAIBHOIO JaBJIEHUS HEOOXOIMMO pPacCMOTPETh

AJIBTCPHATUBHOC JICUCHUC.
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(NOCNEOOBATENBLHOCTE 0009)

Bausinue Ha PyHKUMIO TeYeHU

B KIMHUYECKHUX HCCIIEIOBAaHUAX MPOAOIDKUTEIBHOCTHIO 10 OJHOTO To/1a MpUOIM3uTensHo y 1%
MAIMEHTOB, MOTYyYaBIIUX JIeYeHHE ITOpUKOKcHOOM B mo3ax 30 mr, 60 mr u 90 Mmr B CyTKH,
HaONIOAIOCh  TIOBBIIICHWE  aKTUBHOCTH  aJlaHMHamMuHOTpaHchepassr  (AJIT)  w/mim
acnaptatamuHoTpancdepassl (ACT) (mpuOMM3UTENBHO B TPU B O0JIee pa3 OTHOCUTEIHLHO BEPXHEH
I'PaHULbl HOPMBI).

Crnenyer HaOmoAaTh 3a COCTOSHMEM BCEX IMALMEHTOB C CHUMITOMAaMH W/WJIM TpPH3HAKaMH
TUCOYHKIUY TIEUEHH, a TAK)KE MAIMEHTOB C MaTOJOTHYECKUMU MOKa3aTeNsIMU (DYHKIIUY MTEYESHHU.
B cnydae mpu3HaKoB HENOCTATOYHOCTH (DYHKIMHM TE€YEHU WM BBISABICHUS IOCTOSHHBIX
OTKJIOHEHHWI moKa3zarenell (yHKIUU TeueHU (B TPU pas3a BBIIIC BEPXHETO TMpejesia HOPMBI)
NPUMEHEHHE Tpernapara ApKOKCHa JOJKHO OBITh MPEKPAIIECHO.

Oo0mme ykazanus

Ecnu Bo Bpems jeueHus y nanuenTa Habmogaercs yxyameHue GyHKIMH KakoH-Tu00 U3 CUCTEM
OpraHoOB, YKa3aHHBIX BBIIIE, CIEAYET MNPEANPUHATH COOTBETCTBYIOIIME MEPBI M PAaCCMOTPETH
BOIIPOC O MPEKPALICHUH TEPATUH STOPUKOKCHOOM. [Ipu npruMeHeHnn 3TOpUKOKcHOa y MaleHToB
MOXKUJIOTO BO3pacTa M y MAalMEHTOB C HapylleHHeM (YHKUIWU TOYeK, MEeUeHH WM CcepAla
HEO0OXOIMMO COOTBETCTBYIOIIEE MEIUIIMHCKOE HAOIIOICHHE.

C 0CTOpPOXKHOCTBIO CIIAyeT HAUYMHATH JICUEHHE ITOPUKOKCHOOM Y MALMEHTOB C JErupaTaluei.
[lepen HauaaoM Tepamuu STOPUKOKCHOOM PEKOMEH Ty€eTCs IPOBECTH PErHpaTAIIUIO.

Bo Bpems moctmapketuHroBoro HaOmomenuss npu npumenenun HIIBII u  HexoTophix
ceneKTUBHBIX MHTHOUTOPOB [1OI'-2 0oueHb peako cooOIaIOCh O Pa3BUTUH CEPhE3HBIX KOXKHBIX
peaxIuii, HeKOTOpbIe U3 HUX (B T.4. 9KC(HOTUATUBHBIN JepMaTuT, cMHApoM CtuBeHca-/[>koHcoHa
¥ TOKCUYECKUH 3MUAepMaIbHBINA HEKPOJIU3) OBLIH C JIETATbHBIM HCX00M (cM. pasaen 4.8.). Puck
pPa3BUTHS TaKMX PEaKIMi y MaleHTOB HamOoJee BBHICOK B Haudaje Tepanmuu, B OOJIBIIMHCTBE
Clly4aeB B T€UEHHE MepBOro mecsima jedeHus. CooOlanoch 0 pa3BUTUU CEPbE3HBIX peakluit
TUIEPYYBCTBUTEIHLHOCTH (TaKMX Kak aHA(UIAKCUS U aHTHOHEBPOTUYECKUH OTEK) y MAIIMEHTOB,
MOJTy4aBIIUX JTOPUKOKCUO (cm. pazgen 4.8.). [IpuMeHeHHE HEKOTOPBIX CEIEKTUBHBIX
uHruouTopoB 1{OI-2 compoBOXam0oCh MOBBIIMICHHBIM PUCKOM PAa3BUTHUSI KOXKHBIX PEAKIHH Yy
MAalMEeHTOB ¢ KaKOW-TMO0 JIEKApCTBEHHOW ajuleprueil B aHaMHe3e. DTOPUKOKCUO JTOHKEH OBITh
OTMEHEH IPH TEPBOM TOSIBIICHUHN KOKHOU CBINH, TOPAKEHUN CIM3UCTON 000IOUKH HITH JIF0OO0TO
JIpYroro mpu3HaKa rurnepuyBCTBUTEIBHOCTH.

OTOPUKOKCHO MOKET MaCKUPOBATh JIUXOPAIKY WU APYTUE MPU3HAKH BOCIATICHHUS.

Cnenyer co0monaTh OCTOPOXKHOCTh TNpU OJHOBPEMEHHOM Ha3HAUYE€HUU ATOPHKOKcHOa ¢
BappapruHOM WM JPYTUMHU NIEPOPaTbHBIMU AaHTUKOATYJISIHTaMU (cM. paszaen 4.5.).

[IpumeHenne STOpUKOKCHOA, Kak M JPYyrdx IpenaparoB, HMHTHOUPYIOIIMX  CHHTE3
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OepeMeHHOCTh (cM. pazaensl 4.6. u 5.1.).

[Ipemapar Apxokcua coIepKUT JakTo3y. IlanueHTbl ¢ TakuMU pEAKMMH BPOXKAECHHBIMU
3a00J1€eBaHUsIMH, KAaK HENEPEHOCUMOCTh JIAKTO3bl, BPOXKJEHHAs HEIOCTaTOYHOCTh JIAKTa3bl U
HapyIICHUE BCAChIBAHUS ITTIFOKO3bI-TAJIAKTO3bI, HE TOJDKHBI IIPUMEHATH JaHHBIN IIpenapar.

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenaparamMM M JApyrue BHABI
B3aMMO/eHCTBHA.

dapMakoIUHAMUYECKOE B3auMo/1elicTBHe

Iepopanvuvie AHMuUKodazyJIAHnbl (eapd)apun) J y IMalflMCHTOB, COCTOsIHHEC KOTOPBIX

CTaOMIIM3UPOBAHO TPU JUIUTEILHOW Tepanuu BappapuHOM, IPUEM dTOPUKOKcHOa B 1o3e 120 mr
OJMH pa3 B JEHb COMPOBOXKAAICA YyBEIMYEHHEM mpuMepHo Ha 13% MexayHapoJIHOTO
HopMmanuzoBanHoro otHomeHus (MHO) mnporpomOGunoBOorOo Bpemenu. CremoBarenbHO, Y
NalMEHTOB, NOTYYaOIUX epOpaJIbHbIE aHTUKOATYJISIHTBI, CJIEAYET TIIATEIIbHO KOHTPOJIUPOBATh
nokazarennt MHO npoTpoMOMHOBOTO BpeMEHH, B OCOOCHHOCTH B TEpPBbIE HECKOJIBKO THEH B
HayaJie JICYCeHUs STOPUKOKCUOOM HIIM PU U3MEHEHUH JJ03bI 3TOPUKOKCHOA.

Huypemuxu, uneubumopwvl AII® u anmaconucmor aneuomensuna I1: HIIBII moryt cHmxath

3¢ (deKT AMypeTUKOB U IPYTUX aHTUTHUIEPTEH3UBHBIX MpenaparoB. Y HEKOTOPHIX MAIEHTOB C
HapynieHneM (QYHKIUU MOYeK (HAampuMmep, y MalHueHTOB ¢ JACTHUApATAIUCH WM Y TMOXKHIBIX
MAIMEHTOB ¢ HapyIlIeHHOW (pyHKIMEW MoYeK) OAHOBPEMEHHOE MpUMeHeHne uaruouropa AIID
WIM aHTaroHucra aHruoteHsuHa Il u mpemapatoB, HHTHOMPYIOMIUX IUKIOOKCUTE€HA3Y, MOKET
MPUBOJIUTH K JOMOJHUTEIBHOMY YXYIIICHUIO (PYHKIIMH MOYEK, BKIIOYasi BO3MOXKHOE pa3BUTHE
OCTpOIl TTOYEYHON HEIOCTATOYHOCTH, KOTOpasi OOBIYHO HOCUT OOpaTUMBI xapaktep. Cremyer
YUYUTBIBATh BO3MOXKHOCTh BO3HHUKHOBEHHMS TaKUX B3aMMOJEUCTBUI Yy MAalMEHTOB, KOTOPHIE
MPUHUMAIOT STOPUKOKCUO oOaHOBpeMeHHO ¢ uHruoutopamu AlID wunm ¢ aHTaroHUcCTamu
anruoren3uHa II. B cBs3u ¢ 3TuM, Takyro KOMOWHAIIMIO CIIETyeT Ha3HadaTh C OCTOPOYKHOCTHIO,
O0COOCHHO TAaIMeHTaM TOXWJIOTO Bo3pacTa. B Hadane KOMOMHMPOBAHHOTO JICUCHUS, & TAKKe C
ONpEIETICHHON MEePUOANYHOCTHIO B JaJIbHEHIIIEM CJeAyeT MPOBECTU aJEKBATHOE BOCIOJIHEHHE
nedunuTa JKUIKOCTH U PACCMOTPETH BOMPOC MOHUTOPUHTA (DYHKIIUU TTOYEK.

Ayemuncaruyunosas _xucioma: B HUCCICAOBAHNMN C YYacTUCM 3J0POBBIX ,I[O6p0BOJ'II)I_[eB

TOPUKOKCHMO B 1o3e 120 Mr ogwH pa3 B J€Hb B PaBHOBECHOM COCTOSHUM HE BIUS Ha
AHTUTPOMOOITUTAPHYIO AKTUBHOCTH AalCTHUJICATUIIMIOBON KHUCIOTHI (81 Mr onuH pa3 B JCHB).
DTOPUKOKCHO MOXHO TMPUMEHATH OJHOBPEMEHHO C aIeTHJICAIMIIMIIOBON KHUCIOTOW B J03aX,
MpeAHa3HAYEHHBIX I TPO(MIAKTUKA CEPACYHO-COCYAUCTHIX 3a00JIeBaHUK (HU3KWE 03B
AUETUICAIUIIMIOBOM  KUCIOTHI). (OJHAKO OJHOBPEMEHHOE HA3HAUYEHHWE HHU3KHX 103

aHGTHHCMHHHHOBOﬁ KHUCJIOTBI H 3TOpI/IKOKCI/I63. MOKCT HNPUBCCTU K YBCIWYCHHUIO YaCTOThI



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.02.2026 N= 2473

sa3seHHOro nopaxkenus KKT wu npyrux ocn mHeHHi‘Inﬁlc;"'gga%h'&i{'ﬁEQbHbﬁeﬂx_«aﬁrl "'(Ijlﬁlﬁoro

TOpUKOKcHOa. OTHOBPEMEHHOE IPUMEHEHHE dTOPUKOKCHOA C alleTHIICATUIIUIIOBON KHCIIOTON B
J03ax, MPCBLIIAIOIINX  PCKOMCHIOBAHHBIC JJISL HpO(bI/I.HaKTI/IKI/I CCPACUHO-COCY AUCTBIX
3aboneBanuid, a Takxke ¢ npyrumu HIIBII He pekomenmyercs (cm. paznenst 4.4. u 5.1.).

Huxnocnopun u_maxpoaumyc: XOTS DTO BSaHMOHCﬁCTBHe C 3T0pI/IKOKCI/I6OM HEC H3y4alioChb,

OJTHOBPEMEHHOE NPUMEHEHHE IMKIIOCTIOpUHA WM Takpoinumyca ¢ kakuM-nmu6o HIIBIT moxer
YCUIIMBATh HePPOTOKCHUIECKUN AP PEKT HUKIOCTIOpUHA UM Takpoiaumyca. [lpu oqHOBpeMeHHOM
IPUMEHEHUN 3TOPUKOKCHOA C JIF0OBIM M3 3THX MPENapaToB CleLyeT KOHTPOJIUPOBATh (QYHKIIHIO
MIOYEK.

DapMaKOKHHETHYECKOE B3aUMOIeiicTBHE

Bnuanue 3m0pu1<01<cu6a HAa qbapmaKOKuHemqu Opy2ux 1eKapCmeeHHbIX NPEenapamos

Jlumuu: HIIBII yMmeHbIIAIOT BbIBEJACHUE JUTHUS TOYKAMH M, CJIEAOBATEIbHO, MOBBIIIAIOT
KOHIEHTPALMIO JUTUS B IU1a3Me KpoBH. lIpu HE0OXOIMMOCTH MPOBOJAT YacThIii KOHTPOJIb
KOHILIGHTpAllUU JUTUS B KPOBU U KOPPEKTUPYIOT J103y JHUTHS B TEPHOJ OJHOBPEMEHHOI'O
npumenenus ¢ HIIBII, a takxke npu ormene HIIBII.

Memompekxcam: B IBYX HCCIEIOBaHUAX H3ydaluch 3((dexTsl mpemapata ApKOKCHA B J103aX
60 mr, 90 Mr u 120 Mr nmpuMeHsIeMOro OJIMH pa3 B JICHb B TCUCHUE CEMU JHEWU y MaIMEHTOB,
MOJIy4YaBIINX OJHMH pa3 B HEACIIO METOTpEKcar B 103€ OT 7,5 10 20 Mr 1o MoBOly peBMAaTOUTHOTO
apTpuTa. ITOpuKoKcHO B 103ax 60 Mr 1 90 MT HEe OKa3bIBaJ BIUSHUS HA KOHIICHTPAIUIO B IIa3Me
WJIM TIOYEYHBIN KIIMPEHC METOTpeKcara. B oqHOM ucciienoBanuu npenapat Apkokcua 120 mMr He
OKa3bIBAJI BIUSHUS Ha KOHIIEHTpaIuio B miasMe (mo usmepenuto AUC) wim mouedHbId KIUPEHC
METOTpeKcara, a B JAPYroM HCCIEJOBAHUM 3TOPUKOKCHO 120 MTr MOBBIIIAN KOHIEHTPALUU
METOTpeKcaTa B Iuia3Me Ha 28% M CHMKaJ MOYEYHBIH KiIuMpeHc Merorpekcata Ha 13%. Ilpu
OJIHOBPEMEHHOM Ha3HAuY€HUU Ipernapata ApKOKCHA U METOTpeKcarTa Clie[lyeT BECTH a/IeKBaTHOE
HaOJII0ZICHUE Ha TIPEIMET BO3MOYKHOTO TTOSIBJICHUS TOKCHUECKHX 3(DPEKTOB METOTpEKcaTa.
IlepopanvHvle konmpayenmugvl: STOPUKOKCHO 60 Mr, Ha3HAYaBIIMKCA OJHOBPEMEHHO C
NepOpPANbHBIMUA KOHTPALENTHBAMH, COJEPKAIUMHU 35 MKT 3THHWIdCTpaauona (33) u ot 0,5 no
1 Mr HOpATUHJPOHA, B TeueHUe 21 aHs, yBeanunBain paBHOBeCHYI0 AUCo24q 11 DD Ha 37%.
Otopukokcn® 120 Mr, Ha3HAYaBIIMKCA C OTUMH TEPOPAIBHBIMA  KOHTpaIeNTHBAMHU
OJIHOBPEMEHHO WJIM C MHTEpBaJIOM B 12 yacoB, yBenuuuBai paBHOBeCHYI0 AUCo.244 U1 OO Ha
50-60%. D10 yBennyeHue KOHIEHTpanuu DD cieayeT NMPUHUMaTh BO BHUMaHHE NMPHU BbIOOpe
COOTBETCTBYIOILIETO TEPOPaIbHOTO KOHTpALENTHUBA [UIsl MPUMEHEHUS C OSTOPUKOKCHOOM.
VBennueHne 3KCMO3UIMKH DD MOKET MOBBIIIATH YaCTOTY Pa3BUTHUS HEXKEIATEIbHBIX SBJICHH,
CBS3aHHBIX C TIPUMEHEHHWEM TMEepPOpPAbHBIX KOHTPAICNITUBOB (HAMpHMeEp, BEHO3HBIX

TPOMO0IMOOIHIA y KEHIUH U3 TPYTIBI PUCKA).
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npenaparamu JJisi 3aMEeCTUTENIbHOW TOPMOHAIIBHOM Tepanuu, CoAepKalluMi KOHbIOTUPOBAHHbBIE
acTporeHsl B 103e 0,625 mr, B TeueHue 28 qHEH, yBEIUUUBAIO CPEIHEE 3HAUEHUE PAaBHOBECHOM
AUC-244 HEKOHBIOTUPOBAHHOTO ACcTpoHa (41%), skBuiMHA (76%) u 17-B-actpaaunona (22%).
Brusiaue 103 3TOpuKoKcrOa, peKOMEHIOBAaHHBIX IS JTUTENbHOTO ipuMeHeHus (30 mr, 60 Mr u
90 Mr), He wu3y4anoch. JTOPUKOKCHO 120 mr wu3meHs1 3Kkcmo3uiuio (AUCo-244) JTaHHBIX
ACTPOrE€HHBIX KOMIIOHEHTOB MEHEE YEM BJIBO€ MO CPAaBHEHHUIO C MOHOTEpamuei MpenapaTom,
COAEpKAIMM KOHBIOTHUPOBAHHBIE 3CTPOTrEHBI, MPU yBEIWYEHUH 03bI mociennero ¢ 0,625 mo
1,25 mr. Knuanyeckoe 3Ha4Y€HHE TAaKUX TMOBBINICHUN HEW3BECTHO. [IprMeHeHHe KOMOWHAIUU
ATOPUKOKCHOA U TIperapaTta, coaepxaiiero 00yee BBICOKHE J03bl KOHBIOTUPOBAHHBIX 3CTPOTCHOB,
He u3yyanoch. [[oBbIIIIEHNE KOHLEHTPALMK 3CTPOTE€HOB CIEAYET MPUHUMATh BO BHUMAHUE MPU
BbIOOpPE TOPMOHAIBHOIO TIpernapara i NPUMEHEHHS B TEepuoJ IOCTMEHOMay3bl Mpu
OIHOBPEMEHHOM Ha3HAYeHUH C OTOPUKOKCUOOM, TIOCKOJBKY YBEJIWYEHHE OSKCIIO3ULIUU
ACTPOrE€HOB MOKET MOBBIIIATH PUCK PA3BUTHUSI HEKETATENbHBIX SIBIICHUMN, cBA3aHHbIX ¢ 3 T.
Ilpeonuson/npednuszonon. B UCCIEAOBAHUSAX JICKAPCTBEHHBIX B3aMMOICHCTBHI STOPUKOKCHO HE
OKa3bIBaJI KIIMHUYECKH 3HAUMMOTI'0 BIMSHUS Ha (PapMaKOKMHETHKY MPeAHU30HA/TIPEAHU30JI0HA.
Jlueoxcun: >ropukokcu6 120 Mr, Ha3HAYABIIUICSA OJWH pa3 B JIeHb B TeueHue 10 gHel 310pOBbIM
no0poBoIbIIaM, He OKasbiBan BiusHHUS Ha paBHOBECHYIO AUCo.24¢ B TIA3ME WM BHIBEICHUE
JUTOKCHMHA ToYkaMu. bbuio  orMeueHo yBenuueHue mokazarenss Cpax  AUTOKCHHA
(mpubnusurensHo Ha 33%). Takoe MoBbIIEHNHE, KAaK MPAaBUIIO, HE SBISETCS CYIIECTBEHHBIM Y
OonpmMHCTBAa manueHToB. OJHAKO MpU OJHOBPEMEHHOM IMPUMEHEHUH JTOPUKOKCHOa U
JTUTOKCHHA CIIeyeT HaO0JaTh 3a COCTOSIHHMEM IMAlMEHTOB C BBICOKHMM PHUCKOM Pa3BUTHS
TOKCHYECKOTO JIEUCTBUS IUTOKCUHA.

Bausnue smopuxoxcuba wma npenapamsel, memabonusupyrowuecs cyivghompancgepazamu
DTOPUKOKCHO SBIISIETCSI HHTUOMTOPOM cylb(oTpaHcdepasbl uenoneka, B yactHoctr SULTIE], n
MO>KET MOBBIIIATH KOHLEHTPAIIMU STUHUIIICTPAINOJIA B CHIBOPOTKE KpPOBU. B CBsI3M ¢ TeM, 4TO B
HACTOSIIEEe BpeMsl TOJTyUYeHbI OTPAHUUYEHHBIC JJaHHBIE O BIUSHUU Pa3InYHBIX CylbdoTpancdepas,
a WX KIMHUYECKas 3HAYMMOCTh J[UIS TNPUMEHEHUS MHOTHX IIpPernaparoB eIle H3ydaercs,
1EeIecO00pa3HO C OCTOPOKHOCTHIO Ha3HA4yaTh 3TOPUKOKCHO OJHOBPEMEHHO C JAPYTUMHU
mpernapaTaMu, MeTa0OMU3MPYIOIIMMUCI B OCHOBHOM cylb(doTpaHchepazamu demoBeka
(HampuMep, epopaNIbHBINA CaTbOYTaMOJI U MUHOKCHINN).

Bausnue smopuxokcuba na npenapamol, memabonuzupyowuecs uzogpepmernmamu CYP

Ha ocHoBanuu pe3ynbTaTOB HCCIENOBAHUM in Vifro HE OXUAAETCSA, YTO STOPUKOKCUO Oyner
UHTUOMpoBaTh un30pepMeHThl ImToXpoma P450 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4. B

HCCJIICAOBAHUU C YYACTHCM 3J10POBLIX I[OGpOBOJII:I_[eB CKCAHCBHOC NMPHUMCHCHUC 3TOpI/IKOKCI/I6a
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pe3yJjibTaTaM 3PUTPOMUIIMHOBOT'O ABIXATCIIbHOTO TCCTA.

Bnuanue ODVZI/DC npenapamoe Ha GbaDMaKOKuHemMKV 3m0pu1<0kcu6a

OcHoBHOM TyTh MeTabonm3ma 3Topukokcuba 3aBucuT oT ¢epmentoB CYP. CYP3A4, no-
BHUJINMOMY, CIIOCOOCTBYET METa0OJM3My ATOPUKOKCHOa in vivo. WccnenoBaHus in vitro narot
ocHoBaHusi monaratb, uyto CYP2D6, CYP2C9, CYP1A2 u CYP2C19 Ttakxke w™oryr
KaTaJu3upoBaTh OCHOBHOMW MyTh MeTabO0IM3Ma, HO UX KOJTHMYECTBEHHBIC XapaKTCPUCTUKHU N VIVO
HE U3yYalNCh.

Kemoxonazon: xerokonasod, sBistomuiicss MouHbiM uHrHOuTOpoM CYP3A4, npu HazHAaYeHUHN
3JI0POBBIM 100pOBOIIbIIaM B 103¢ 400 MTr oMH pa3 B ICHb B TeueHue 11 qHei He oka3bIBall KAKOTO-
1100 KIMHUYECKHU 3HAYUMOTO BIMSHUA Ha (PAPMAKOKHMHETUKY OJHOM J03bI 3TOpUKOKcHOa 60 mr
(yBennuenue AUC Ha 43%).

Bopukonaszon u Mmukonazon: OIHOBPEMEHHOE Ha3HAY€HHE STOPUKOKCHOA M BOPHUKOHA30Ja
NEepOpAIIbHO WM MHUKOHA30J1a BUJAE NEPOPAIBLHOrO rensi, CuibHbIX HHruoutopos CYP3A4
BBI3BIBAJIO HEOOJBIIOE YBEIWYCHHE OHKCIO3UIUU OSTOPUKOKCHOA, KOTOpPOE HAa OCHOBaHUU
OITyOJINKOBAHHBIX JAHHBIX HE ObLIO MPU3HAHO KIMHUYECKH 3HAUUMBIM.

Pugpamnuyun: onHOBpeMEHHOE Ha3HAYEHUE HTOPUKOKCHMOA C pHPAMIUIMHOM, MOIIHBIM
uHAYKTOpoM (hepMeHToB CYP, MprBOIMIO K CHUKCHHUIO KOHIIEHTPAIIMK STOPUKOKCHOA B IIa3Me
KpoBu Ha 65%. Takoe B3aUMOJECUCTBHE MOXET MPUBOJUTH K PELUHUAUBY CHUMITOMOB IpHU
OJIHOBPEMEHHOM TPUMEHEHUH S3TOPUKOKcHOA ¢ pupamMmuIUHOM. XOTS 3TH JaHHbIE MOTYT
yKa3bIBaTh Ha HEOOXOAMMOCTh MOBBIIIEHUS J103bI, IPUMEHEHHE 3TOPUKOKCHOA B 103aX, KOTOPHIE
MPEBBIIAIOT PEKOMEHJOBAHHBIE Il KaXXJOro IOKa3aHWs, HE H3ydaJoch U IO3TOMY HeE
peKoMeH10BaHo (cM. paznen 4.2.).

Aumayuovl: aHTaUKbl HE OKA3bIBAIOT KIIMHUYECKH 3HAYMMOTO BIIMSAHHUSA Ha (PapMaKOKWHETUKY
ATOPHUKOKCHOA.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS.

bepeMeHHOCTDL

KnuHMYecknX NaHHBIX O TPUMEHEHWH JTOPHKOKCHOa B Tepuoa OepeMeHHOCTH HeT. B
WCCIICIOBAaHHUSX HAa JKUBOTHBIX HAOIIOJAIOCh TOKCHUYECKOE ACHWCTBHE Ha PENPOAYKTHBHYIO
cucreMy. IloTeHIManbHBIH PUCK y OJKEHIIMH B TEpUOJ OCpPEeMEHHOCTH HEH3BECTEH.
[Ipumenenne HSTOpUKOKCHMOA, Kak MW JPYyrUX [pernapaToB, WHTHOMPYIOIIUX CHUHTE3
NPOCTAarJIaHJAWMHOB, MOKET MPHUBOAMTH K IOJABJICHUIO COKPAIIEHWH MAaTKH U B MOCIECIHEM
TpUMECTpe OEpPEeMEHHOCTH — K TIPEXKIECBPEMEHHOMY 3aKpPBITHIO apTEepPHaIbHOTO MPOTOKA Y
wioga. DTOPUKOKCHO MPOTUBOIOKA3aH B mepuon OepemeHHocTH (cM. paszmen 4.3.). Ecom y

JKCHILWHBI B IICPUOM JICUCHUA HACTYIIUIIA 6epeMeHHOCTB, 3TOpI/IKOKCI/I6 HGOGXOI[I/IMO OTMCHHUTD.
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Crnyyan mo4ye4HOM JUCOYHKIMU TUIOJA, KOTOPBIC II‘BQB'-UHE L %“WEMSH%% L ;:)%%EMa

COOTBETCTBYET ZKCNEPTHOMY OTUETY

AMHMOTHYECKON XHUJIKOCTH (MajloBOAME), OBLIM 3aperucTPUPOBAaHBl y OEpeMEHHBIX KCHIIUH,
N0JIy4aBIIUX HECTEPOMJIHBbIE NpoTHUBOBOcnanuTenpHble npenaparsl (HIIBII) na 20-i Henene
OepeMEHHOCTH WM TOo3Ke. B HEKOTOPHIX cllydasx 3TO MOXKET NMPUBECTH K HEOHATAJIbHOU
noueyHoi aucyukuuu. Takue 3¢ddexTsl MOTyT BO3HHUKATh BCKOpE IOCNE Haydaja JICUEHUS
HIIBII; manoBoaue 9acTo 0OpaTUMO MOCIIe TPEKPALICHUS JICUCHHSI.

I'pynHoe BckapMiuBaHue

HeusBecTHO BbIAENSETCS JIU 3TOPUKOKCHO C MOJIOKOM Yy YeNloBeKa. Y JIAKTHPYIOIIMX KPbIC
STOPUKOKCUO BBIAETSETCS ¢ MOJTOKOM. JKEeHIIMHBI, KOTOPBIE MPUHUMAIOT 3TOPUKOKCHO, TOTKHBI
IIPEKPATUTh IPyJHOE BCKapMiMBaHue (cM. paszzuen 4.3.).

DepTHIBHOCTH

[TpumeHeHne >TOpUKOKCHOa, KaK M JAPYTUX JIEKaPCTBEHHBIX MPENapaToB, O KOTOPBIX HU3BECTHO,
yto oHM wuHrHOUpytor I[[OI'-2, He pekoMeHIyeTcs >KCHIIMHAM, KOTOpbIE IIAaHUPYIOT
OepeMEeHHOCTb.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHU3MaMM.

[TarueHTH, Yy KOTOPBIX BO BpeMsl IPUMEHEHHUS STOPUKOKCHOa OTMEeUaliCh ClIydan
IIPOCTPAHCTBEHHOM J1€30pUEHTALINH, TOJIOBOKPYKEHMSI MJIM COHIIMBOCTH, I0JIKHBI BO3JIEPIKATHCS
OT yTIpaBJICHUS TPAHCIIOPTHBIMH CPEJICTBAMU U pabOThI C MEXaHU3MaMHU.

4.8. HexkenaTesibHbIE peaKkium.

Kparkoe onucanune npodpuiist 6e30nacHOCTH

Be3onacHOCTh NpUMEHEHUS ATOPUKOKCHMOA OICHMBAjach B KIMHUYECKUX HCCICIOBAHUSAX,
BKJITIOYAaBIIMX 9295 yyaCTHHKOB, B TOM uucie 6757 mauumeHTOoB ¢ octeoapTpozoMm (OA),
peBmarougubiM  aptputoM (PA), XpoHmueckoil O0OJBI0 B HIDKHEW YacTH COUHBI |
AHKWIO3HPYIOMUM CrOHAMIHTOM (Tipuosm3uTenbHo 600 manuentoB ¢ OA wim PA momydanu
JIEYEHUE Ha NMPOTSHKEHUU OJJHOTO I'0J1a WK JOJIbIIIE).

B knuHMYeCKHX MCcCIeI0BaHUAX MPOQHIIb HEXKENAaTeNbHbIX 3 (EKTOB ObLIT CXOAHBIM Y TAIIHEHTOB
¢ OA uim PA, xoTOpble TPUHUMAIH 3TOPUKOKCUO HA TPOTSHKEHUH OHOTO TOJia WK JIOJIbIIIE.

B knuHMYecKOM HCCIEAOBaHWM OCTPOr0 TMOJArpUYecKOro apTpUTa NaIlUEeHThl IOTydald
3TOPUKOKCUO B 03¢ 120 Mr oAuH pa3 B A€Hb B TeUeHUE BOCHbMH JHEH. [Ipoduib HexenaTeabHbIX
3¢ (HEeKTOB B 3TOM UCCIICTOBAHUH OBLI B IIEJIOM TaKUM K€, KaKk U B 00 AMHEHHBIX UCCIICIOBAHUSIX
OA, PA u xpoHnueckoi 00Ji B HIPKHEW YaCTH CITHHBI.

B TIlporpamme mo olieHke O€30MacHOCTH B OTHOIIEHWU CEPACYHO-COCYJIUCTON CHUCTEMBI,
00o001mIaro1el TaHHbIE TPEeX aKTHBHO-KOHTPOJIHUPYEMBIX HccienoBanui, 17412 nanuentos ¢ OA

wm PA monywanu stopukokcu0 (60 mr wim 90 mr) B cpenHem B TeueHue 18 mecsiieB (cM.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

(NOCNEQCBATENEHOCTE 0009)

paszmen 5.1.).

B xIMHHUYECKHUX HCCIIEAOBAaHUAX OCTPOM MOCIECONEPALMOHHON O0IH, CBA3aHHON C POBEIEHUEM
CTOMATOJIOTUYECKOH OMepaly, B KOTOPHIX 614 manueHToB Noayvain STOpUKokcuo B 1o3e (90 mr
niu 120 mr), mpod b HexenaTeaIbHBIX YOPEKTOB B 3THX UCCIICIOBAHUSX B IIEJIOM OBLIT CXOTHBIM
¢ mpodmiem B 00beauHEHHBIX uccienoBanusax OA, PA u xpoHudeckoil 00 B HIDKHEH 4acTu
CIIUHBI.

Ilepedennb HekeJaTeJbHBIX peaKIUi B BUAe Ta0JMIbI

Crnenyroiue HexenaTelbHbIEe peaklUud OBbLUTHM 3aperMCTPUPOBAHBI C OOJbIIEH YacTOTOW mpu
NPUMEHEHUU Tpernapara, 4YeM IpH NPUMEHEHHHU Iare0o, B KIMHUYECKUX HCCIETOBAHUIX Y
narenToB ¢ OA, PA, xponudeckoil 00JbI0 B HIDKHEH YacTH CHMHBI MM C aHKUJIO3UPYIOLIHM
CHOHIMJIUTOM, KOTOPBIE TPUHUMAIH STOPUKOKCHO B 103€ 30 mr, 60 Mr unu 90 Mr ¢ MOBBIIIEHHEM
JI0 pEKOMEHAyeMOl 1036l B TeueHue 12 Hexenb, B ucciepaoBaHusx IIporpammer MEDAL
MPOJOKUTEIBLHOCTBIO 110 3,5 JIeT, B KPaTKOCPOUHBIX UCCIIEIOBAaHUSAX OCTPOil 00JIM B TEUEHUE 10

7 IHEH, a TAaKKe B X0J1€ TIOCTMAapPKETUHIOBOTO IIPUMEHEHUS.

Knacc cucmema/opean Tepmun nesrcenamenvHou peakyuu Kamezopus
vacmomo!
Hnghexyuonnvie u aJIbBEOJIAPHBIA OCTUT 4acTo
napazumapbie racTPO3HTEPUT, MH(MEKIIMHU BEPXHUX JbIXaTEIbHBIX | HEYACTO
3a6o0ne6anus nyTel, UHGEKINHU MOYEBBIBOISALIETO TPAKTa
Hapywenus co cmoponvl | anemusi (B OCHOBHOM B pe3yJIbTaTe XKeTyJOUHO- HEYacTo

KposU u aumMgpamuyeckoli | KAIIEYHOTO KPOBOTEUCHUS ), TCUKOTICHHS,

cucmembl TPOMOOIMTOTICHUS
Hapywenus co cmoponsl | peakluy rUnepyyBcTBUTENLHOCTH HEYacTo
UMMYHHOU cucmembl AHTHMOHEBPOTUYECKUI OTEeK / aHapMIaKTHIECKHE/ penKko

aHa(l)I/IJ'IaKTOI/II[HBIe pPCaKru, BKIIro4Yas H_IOK2

Hapywenus co cmoponst | OTEKH / 3a1epiKKa KHIKOCTH 4acTo
06M€Ha eewecme u CHNXCHUC NJIN YCHHGHHG aIlrIeTuTAa, yBeHI/IquI/Ie HCYaCTO
numanus Macchl Teja
Hapywenus ncuxuxu TpeBora, IeTpeccys, HapyIIeHHs KOHIIEHTPaIHH, HEYacTo
FAJLTFOIHHAIN
CIIyTaHHOCTh CO3HAHMS’, GECTIOKOICTBO? peKo
Hapywenus co cmoponsl | TOTOBOKPYKEHHE, TOJTOBHAs 60JIb 4acTo
HEPEHOTL CUCEMbL HapyIIeHNe BKyca, 6ECCOHHUIIA, HEYacTo

HapeCTGSI/ISI/FI/IHeCTCSI/IH, COHJIMBOCTD
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 11.02.2026 N= 2473
BHYTPUYEPENTHOE xposod et o oA T ENTEHOC TR GO
HEU3BECTHA

Hapywenus co cmoponsl | HEYETKOCTh 3pEHHS], KOHBIOHKTHBUT HEYacTo
opeana 3peHust
Hapywenus co cmoponvl | 3BOH B ylIax, BEPTUTO HEYacTo
opeama ciyxa u
JIaOUPUHMHbBLE HADYUWEHUS]
Hapywenus co cmopouvt | ollyllleHHe cepAeOueH s, apuTMus- 4acTo
cepoya GubpunIALMs npeacepanii, TaXUKapAus, HEYacTo

XpOHHYECKasl CepieuHasi HeIOCTaTOYHOCTb,

Hecnenuduueckrne n3menenus Ha JKT,

cTeHOKapausa®, MH(APKT MHOKapaa®
Hapywenus co cmoponsl | TUTIEPTCH3HS 9acTo
cocyoos «TPHUIIUBBD», HAPYIIICHUE MO3TOBOTO HEYacTo

KPOBOOOPAILEHUS", TPAH3UTOPHAS UIIEMUYECKAs

aTaka, THTIEPTOHUYECKNH KpH3®, BACKYIHUT’

TpoM003 rI1yOOKHX BEH 4acToTa

HEU3BECTHA

Hapywenus co cmopouvt | 6poHxocmaszm’ 4acTo
ObIXAMENbHOU CUCmeMbl, KallleJIb, OJIbIIIKA, HOCOBOE KPOBOTEUCHHE HEe4acTo
0p2an06 2pyoHoll KlemKu | jerodHas 3MOOIHsL 4acTora
u cpedocmenus HEU3BECTHA
Hapywenus co cmoponst | 607b B )KUBOTE OYCHD
HCENYOOUHO-KUULEUHO20 4acTo
mpakma 3armop, METEOPU3M, TaCTPUT, U3KOTa/ 4acTo

ractpoa3odareanbHbIil pedurrokce, quapes,

JUCTIeTICHSI / TUCKOMQOPT B SMTUTACTPHH, TOIITHOTA,

pBOTa, 330(arut, 3BbI CIIU3UCTON 00OIOUKH

MOJIOCTH pTa

B3JlyTHE )KUBOTA, N3MCHEHUE TTEPUCTATBTUKA HEYacTo

KUIIEYHHUKA, CYXOCTh CIU3UCTON 000I0UKH
IIOJIOCTH PTa, FacTPOyOJi€HANIbHAS 53Ba, A3Ba
HKeJTyJIKa, BKJII0Yast )KeIyJ0YHO-KHUILIECUHbIe

nepdopaiuu U KpOBOTEUECHHUSI, CHHAPOM
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 11.02.2026 N2 2473
pa3apakeHHOT O KI/IHJG‘-IHHFI'ICI "ﬁgg&lég'ﬁ%-ﬁﬁﬂbﬁ": C b 40U3)
Hapywenus co cmoponut noBbIIeHHe akTUBHOCTH AJIT, MOBBIICHHE 4acTo
nevenu u aktuBHOCTH ACT
JICeNUesbI800AUX NYMell | TeaTUT penKo
TIeYeHOYHas HEJ0CTaTOYHOCTh, KENTyXa’ penxo’
Hapywenus co cmoponvl | 5KXHUMO3 4acTo
KOJHCU U NOOKONCHBIX OTEYHOCTS JIUIA, 3y, CBIITb, SPUTEMAZ, HEYacTo
mKaHet KpaIuBHULA
cunnpom CTuBeHca-/[)KOHCOHA%, TOKCHUECKHUi penKo’
SMUIEpMaNIbHBIH HEKpON3, (PUKCHPOBAHHAS
JNleKapCTBEHHAs PUTEMA’
Hapywenus co cmoponvt CIIa3MBbI/CYIOPOTH MBIIIIII, CKEJIETHO-MBIIIICYHAs HEYacTo
CKeNemHO-MblUUeyHOU U 00/15/CKOBAaHHOCTE
COCOUHUMENIbHOU MKAHU
Hapywenus co cmoponvt MIPOTEUHYPHS, MOBBIIIICHNE KPEAaTHHUHA B HEYacTo
no4eK u Moueble00siuux | CHBIBOPOTKE KPOBH, JCKOMIICHCHPOBAHHAS MTOYCYHAS
nymetu HEI0CTATOYHOCTD / IOYEYHAs. HEJOCTATOYHOCTD?
Obwue paccmpoticméa u | aCTeHHsI/CIa00CTh, TPUIITIONOA00HBINA CHHAPOM 4acTo
HapywieHusl 8 mecme 00JIb B TPYTHOM KIICTKE HEYacTo
686e0€eH s
Brusnue na pe3ynomamsi | IOBBIIIICHHE a30Ta MOYCBUHBI KPOBH, MTOBBIIICHUE HEYaCTo
1abOPaAMoOpPHbIX U KkpeatuH(pocHOKUHAZEI, TUTICPKATHEMUS,
UHCMPYMEHMATIbHBIX MTOBBIIIIEHHE MOYEBOH KHCIIOTHI
uccneo08anuil CHI)KEHHE HAaTpHUs B KPOBU peaxo

! Kateropus 4acToThl: yCTaHOBIIEHA IS KAXKIOTO TEPMHUHA HEKENATENHHON PEAKIMH 10 YaCTOTE BO3HUKHOBEHHUS,
3aperUCTPUPOBAHHON B 0a3ze MaHHBIX KIMHUYECKUX HCCIeNoBaHui: odeHb dacto (>1/10), gacto (ot >1/100 mo
<1/10), megacro (ot >1/1000 mo <1/100), peaxo (ot >1/10000 mo <1/1000), ouens pemko (<1/10000). Yactora
HEeHM3BeCTHA (HE MOXET ObITh YCTAHOBJIEHA HA OCHOBAHHMH JIOCTYIHbBIX JaHHBIX). HacToTa HeKeNaTeIbHBIX PEAKIH,
KOTOPBIE COOOLIANCH BO BpPEMsl MOCTMAPKETHHIOBOTO IMPHMEHCHHS, HE MOXET OBITh OIpENeNieHa, MOCKOJIbKY
PEaKIMK PEruCTPUPOBAIMCH HA OCHOBAHHY CIIOHTAHHBIX COOOIICHHIA.

2 JlanHas HexKelIaTelbHAs peakiys ObLIa 3aperHCTPUPOBAaHa B XOJ€ MOCTMAPKETHHIOBOro HaGmogeHus. YacTora
COOOIICHUN ISl HEe OIICHUBACTCS HAa OCHOBAHWU HaWOOJIEC BBICOKON YacTOTHI, HAOIFONABIICHCS MO JaHHBIM
KJIMHUYECKHUX UCCIIeJOBAaHUN, 00bEANHEHHBIX B 3aBUCMOCTH OT MOKa3aHHs K MPUMEHEHHIO M YTBEPIKICHHOMN JI03bI.
3 Yacrornas kareropus «Peako» OblIa onpeeNneHa B COOTBETCTBHHU ¢ PyKOBOACTBOM (Bepcus 2, ceHTsops 2009 r.)
s O6meit Xapakrepuctuku Ilpemapata (SmPC) Ha ocHoBaHWM pacdeTHOH BepxHed rTpaHuIBl 95%

JTIOBEPUTEIBHOTO MHTEpBaia 1yt 0 COOBITHIA, yUYUTHIBAsI KOJTMIECTBO MAIIEHTOB, MTOMYYaBIINX MpernapaTr ApKokcra
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AL

ocTH 0T AU A TSI & Mpe el (71 S470).

B aHanm3e naHHbIX 111 ¢a3bl, 00beJTMHEHHBIX B 3aBUCHM

4 'MnepYyBCTBUTENLHOCTD BKIIOYAET TEPMHUHBI «AILIEPIHsy, «ICKAPCTBEHHAS AIIEPT U, «THIIEPYYBCTBUTEILHOCTD
K JICKAPCTBEHHOMY CPEICTBY», «THIICPYYBCTBUTECIHHOCTDY, «THUIEPUYYyBCTBUTEILHOCTh HEYTOUHCHHANY, «PEAKIUSI
TUIIEPYYBCTBUTEILHOCTIY U «HECTICI(pHUIecKast ajlIeprish».

STlo pes3ynbraTaM JaHHBIX AHAIM3a JOJTOCPOYHBIX ILIALE00-KOHTPOIMPYEMBIX M aKTHBHO-KOHTPOJIMPYEMBIX
KJIMHUYECKUX HCCIIEAOBAHUI TPH MPUMEHEHHH CEJIEKTHUBHBIX MHrHOMTOpOoB LIOT'-2 moBbILIAETCSl PUCK PA3BUTHS
CepbEe3HBIX apTEPUATbHBIX TPOMOOTHYECKHX SIBJICHHH, BKIIO04Yas MHGApKT MHOKapAa W HHCYJbT. Mcxonms u3
UMEIOIINXCS TAaHHBIX, MAJIOBEPOSITHO, YTO a0CONIOTHBIA PHCK Pa3BUTHS AaHHBIX SBICHUH mpeBbimaeT 1% B rofg
(reuacTo).

6 BHyTpI/I‘lepGHHOG KPOBOU3JIUAHUC Ha6n}ozxanoc5 Yy NanuMeHTOB € AONOJHHUTCIbHBIMU (baKTOpaMI/I pUCKa, TaAKUMU

KaK TMnepTeH3us, Tp0M6OIII/ITOHeHI/I${ 1 MPUMECHCHUC Bap(l)apI/IHa.

Crnenyrolue cepbe3Hble HeXellaTelbHbIE PEaKIINi ObUIH 3aPETUCTPUPOBAHBI B CBS3U C IPUEMOM

HIIBIIT u He MOryT OBITh HCKJIIOYEHBI IS
UHTEPCTULHUAIBHBIA HEPPUT U HEPPOTHUECKHI

COO6H_ICHI/IC O ITOA03PEBACMBIX HEXKCIIATCIbHBIX

ATOPUKOKCHOA: HE(HPOTOKCHUYHOCTH, BKIIOYAS
CHHJIPOM.

PCAKIIUAX

Baxuo

COO6H_IaTI) 0 IOAO3PCBACMBIX HEKCIATCIBHBIX PCEAKIHAX IIOCJIC PErucTpainvn

JICKApCTBCHHOT'O IMperiapaTta C LCJIbIO obecrieueHust HCIIPCPBIBHOT'O MOHUTOPHUHTA COOTHOIICHUSA

«MO0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MG,Z[I/II_II/IHCKI/IM paGOTHI/IKaM PCKOMCHAYCTCA

coo0IaTe O JIIOOBIX MOJ03pPEBAEMbIX HEXKENaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara

YCpe3 HAIIMOHAIBHBIC CUCTEMBI COO6H.I€HI/I$I 0 HCXKCJIATCIbHBIX pPCAKIUAX IOCYyJAapCTB — YJICHOB

EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas @eoepayus

Ynonanomouennas opeanuzayus: @edepanvras ciyxcoa no Hao3opy 6 cgpepe 30pasooxpanets

(Poc3opasnaosop)
Aopec: 109012, Mocksa, Crasanckas niowaos,
Tenegon: +7 (800) 550 99 03

0.4, cmp. 1

Onexmponnas nouma: pharm@roszdravnadzor.gov.ru

Caiim 8 uHhopmayuoHHO-MeNeKOMMYHUKAYUOHHOU cemu « Mumepuem»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka.

B xinmHu4eckux uccienoBaHUAX NMpUEM IpenapaTa ApKokcua B pa3zoBoi po3ze a0 500 mr mnmm

MHOTOKpaTHBIH mpueM A0 150 mr/menp B TedeHwe 21 THA HE BBIBBIBAT CYIIECTBEHHBIX

TOKCHYECKHX A(PQeKTOoB.

beutn  mosryuyeHbl

cooOmieHus: 00 OCTpOM Mepemo3upPOBKE

3TOpI/IKOKCI/I6OM, OJJHaKoO B OOJIBIIIMHCTBE CJIY4acB O HCKCIIATCIIbHBIX PCAKIUAX HC COO6H_Ia.HOCB.

Haunbonee wacro wHaOnromaeMble HeEXeNaTelIbHBIE PEAKIHUH COOTBETCTBOBAIN  MPODUITIO

0€30MacHOCTH ATOPUKOKCHOA (HAmpuMep, HapYyIICHHs CO CTOPOHBI >KETyI0YHO-KHIIIEUHOTO

TpaKTa, KapJUOpPEHAIIbHbIC SIBICHUSA).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 11.02.2026 N= 2473

B cirydae mepeno3upoBKy 11e51eco00pa3HO TPUMEHSTh oéﬂ%lg%i?eﬁiﬁ%we]&feph“ﬁme

KaKk ynaneHue HeBcocaBierocs mnpenapara u3 JKKT, knuHudeckoe HaOMIOACHWE U, MpHU
HEOOXO0IUMOCTH, TIOIICPKUBAIOIIAs TePaITHs.

OTOpUKOKCHO HE BBIBOJUTCS TMPU TEMOJUANN3€; BBIBOAUTCA JIM O3TOPUKOKCHO mpu
MEPUTOHEATBHOM JTUAIN3€ HEU3BECTHO.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOIiCTBA.

dapmakoTepaneBTuyeckass rpynma: [IpoTMBoBOCHaIMTENBHBIE M NPOTUBOPEBMATUYECKUE
Ipenaparsl; HECTEPOUJHbIE MPOTHBOBOCHAINUTENIBHBIE W MPOTUBOPEBMATHYECKUE IpEnaparsl;
KOKCHOBI.

Kox ATX: MO1AHO5

Mexanusm delicmeus, papmaxoouramuyeckue 3¢hgdexmol

OTOpUKOKCHO TpU TEpOopaIbHOM MpPHUEME B TEPANeBTUYECKUX KOHIEHTPALUAX SBISETCS
CEJIEKTUBHBIM UHTHOUTOPOM [UKJIOOKCUTEHA3bI-2 (IOo1-2). B KIIMHUYECKUX
(apMaKoIOTHYECKUX MCCIEIOBAaHUAX IpenapaT ApKokcua 0303aBucuMo naruouposan L{OI-2,
He oka3biBas BiusHUA Ha [{OT'-1 mpu npuMeHeHun cyTouHO# 10361 10 150 Mr. DTOpHKOKCHO HE
MHTHOUPYET CUHTE3 MPOCTArIaHINHOB B CIIM3UCTOM 000JI0UKE KeNTyAKa U HE BIUSIET Ha QYHKIUIO
TPOMOOIIUTOB.

[uknookcureHasza OTBe4YaeT 3a OOpa3oBaHME IMPOCTArjaHIUHOB. BrlieneHbl aBe H30(OpMEI
nukinookcurenassl — [[OI-1 u OI'-2. IIOI'-2 mpencraBasier co6oil M30(hepMEHT, KOTOPBIHA
UHAYLUUPYETCS MO/ IeHCTBUEM Pa3IMUHbIX IPOBOCHAIUTEIBHBIX MEAHUATOPOB U pacCMaTpUBAETCS
KaK OCHOBHOM (DepMEHT, OTBEYAIOIIHIA 32 CHHTE3 MPOCTAHOUIHBIX METUATOPOB OOJIH, BOCTIAJICHHS
n nuxopanku. [lOI'-2 yyactByer B mpoueccax OBYJSALHMHM, WMIUIAHTAUA M 3aKPBITUA
apTepHalIbHOTO TPOTOKA, PEryysiiuu (YHKUUU TOYEeK U IIEHTPAIbHOM HEPBHOM CHCTEMBI
(MHAYKIUS JTUXOPAIKW, ONIYIIEHUsS OO, KOTHUTHBHAs (PYHKIMA), a TaKKe MOXKET HIpaTh
OTIpeNleNIeHHYI0 pojb B Imporecce 3axubieHuu s3B. L[OI'-2 Obuta oOHapykeHa B TKaHSX,
OKPY KarOIIMX A3BbI )KEYJIKA Y UEIOBEKA, HO €€ 3HaUEHUE IS 3a)KUBJICHUS SI3Bbl HE YCTAHOBJIEHO.

Ddpdexmusnocmob

VY narenToB ¢ OA >TOPUKOKCUO TIpH TpUMEHEHUH B 03¢ 60 Mr oJuH pa3 B JIeHb 00ecreunBal
JIOCTOBEPHOE YMEHBIIIEHUE OONHM M YIIyYIIEHHUE OLEHKH CBOETO COCTOSHUS MalMeHTaMH. JTH
OnaronpusTHbIC 3P (HEeKThl HAOTIOIATHUCH YKE Ha BTOPO ICHB JICUSHUS U COXPAHSIIUCH B TEUCHHE
52 wenenp. UccnenoBanusi STOPUKOKCHOA MpU NpUMEHEeHWH B jgo3e 30 Mr oawH pa3 B JeHBb
MPOJIEMOHCTPUPOBAIIA 00Jiee BHICOKYIO A(()PEKTUBHOCTh MO CPABHEHHUIO C TIAe00 B TEUEHUE
nepuoja JICYCHHUS MPOJODKUTEIBLHOCTRI0 12 Henmenb (MpU HMCIOIb30BAHUHM CXOMHBIX METO/OB

OI_IGHKI/I). B HUCCJIICAOBAHUHU, IIPOBOAMMOM C TICJIbIO OIPCACICHUSA OINTHUMAaJIbHOM J03bI,
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STOPUKOKCUO Tpu mnpuMeHeHHH B 03¢ 60 mMr np&%&%‘%ﬁbﬁéﬁﬂh&;&gﬁ% I:I(%lc:')nee

BBIpQXXCHHOE yIydllieHune, 4eM B o3¢ 30 mr, as BceX 3 MepBUYHBIX KOHEUHBIX TOYEK Yepe3
6 Henenb neuenus. Jlo3a 30 Mr He U3ydanach IPU OCTEOAPTPO3€ CYCTaBOB KUCTEH PYK.

VYV mammenTtoB ¢ PA sTopukokcn6 mpu npuMmeHeHHH B 03¢ 60 Mr u 90 Mr oguH pa3 B JICHb
ofOecrieunBall Kak JOCTOBEpPHOE YMEHbIIEHHWE OONMM M BOCHAJCHMs, TaK M YJIy4llIeHHE
MOJBIKHOCTUA. B mWccienoBaHUsAX, OIEHUBAIONINX 03B dTOpuKOKcnOa 60 mr u 90 mr, 3TH
OnaronpusTHble 3(PPEKTh COXPAHSIUCh, B TEUCHHE MEPHOJa JCUYCHHUS MPOAOIKUTEIHLHOCTHIO
12 "Henens.

VY nanuMeHToB C HaJMYMeM MPHUCTYNOB OCTPOTO MOJArPUYECKOr0 apTpUTa 3TOPUKOKCHO mpu
npuMeHeHud B Jo3e¢ 120 Mr oauH pa3 B JEHb B TEYEHUE BCErO IMEpUOJA JIEUEHUS
MPOJOKUTEITFHOCTEIO BOCEMb JHEW YMEHBIIAI YMEPEHHYIO M CHIIBHYIO OOJIb B CyCcTaBax W
BocnajieHue. OD(PGEeKTUBHOCTh ObUIa cpaBHUMA C A(PPEKTHBHOCTHIO HMHAOMETAllMHA TIPU
MpUMEHEHUU ero B o3¢ 50 Mr Tpuw pasza B JICHb. Y MECHBIIICHHE OOJIM OTMEYAIOCh YKE uepes
YeThIpe Yaca MocJie Havyasa JICUCHHSI.

VY manueHToB ¢ aHKWJIO3UPYIOIMIUM CHOHIUIMTOM 3TOPUKOKCHO TIpH MPUMEHEHUU B 103e 90 Mr
OIIMH pa3 B JeHb obOecreyrBal JOCTOBEPHOE YMEHBbIIEHHE OOJM B CIHWHE, BOCIHAJICHUS,
PUTHIHOCTH, a Takxke ynydmenue ¢yHkumid. Kimmamdeckas 3¢(EKTHBHOCTH STOPUKOKCHOA
Ha0I01amach y>Ke Ha BTOPOH JIeHb JICYCHUS U COXPAHSIACh B TCUEHUE BCETO MEPHOJa JICUCHUs
MPOJOKUTELHOCTEIO 52 Hemenmn. Bo  BTOpOM  WCClieOBaHWHM, CPAaBHUBAIOIIEM 103y
stopukokcrba 60 Mr u 103y 90 Mr, STOpuKOKCcHO B 103¢ 60 Mr oIMH pa3 B AeHb U 90 MT OAMH pa3
B JICHb JICMOHCTPUPOBAJI aHAJTIOTHYHYIO 3P (EKTUBHOCTh B CpaBHEHHH ¢ HarpokceHoMm 1000 mr
OJIMH Pa3 B JICHb.

B KJIMHUYECKOM HCCIENOBAaHUU IO HM3YYCHHIO OONM IOCIE CTOMATOJOTHMYECKHUX OIepariyii
ATOPUKOKCHO B m03¢ 90 Mr HazHauyaidu OJWH pa3 B JIEHb B TE€YCHHE TpeX IHeW. B moarpymme
MAIMEHTOB C YMEPEHHON OO0JbI0 MPU UCXOAHON OLIEHKE STOPUKOKCUO MpU MPUMEHEHUU B J103€
90 Mr oka3bIBaj Takoi ke obe3bonmBaronmii 3¢ dekr, kak u udynpoden B goze 600 mr (16,11 B
cpapaennun ¢ 16,39; P=0,722), u mnpeBocxommn 10 3PGEKTUBHOCTH KOMOWHAIUIO
napareramoii/koaenH B go3e 600 mr/60 mr (11,00, P<0,001) u mamne6o (6,84, P<0,001) cormacao
oOmieli oreHKe yMeHbIeHusi 0o B TedueHune nepBbix 6 yacoB (TOPARG6). ons manueHTOB,
KOTOPBIM NOTPeOOBaIMCH 00€300IMBaIOIIIE TTpenapaThl OBICTPOro ASHCTBHS B TEUEHUE MEPBBIX
24 yacoB mocie Ipuema HccIeAyeMbIX MnpenaparoB, coctaBuwia 40,8% mnpu npuUMeHEHUu
sTopukokcr6ba B 1o3e 90 mr, 25,5% npu npuMenenuu nudbymnpodena B 1o3e 600 Mr kaxple 6 4aco
u 46,7% npu TpUMEHEHWHM KOMOWHAIMHU Tapareramoi/kogaenH B no3e 600 mr/60 Mr kaxmabie
6 yacoB 1o cpaBHeHHIO ¢ 76,2% B rpynne ruane6o. B 3ToM HccnenoBaHMn MeauaHa Havana

neiicTBusl (OIIyTMMOE YMEHbLICHHE OO0NM) NpU NPUMEHEHUH STOpHKOKcHbOa B 1o3e 90 mr
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(NOCNEOOBATENBLHOCTE 0009)

cocTaBmiIa 28 MUHYT MOCJIE pUeMa Ipemnapara.

beszonacnocmo

Mnoconayuonanvnasn Ilpoepamma Oyenku [loneocpounoeo Hazmauenus Smopuxoxcuba u
Juxnogpenarxa npu Apmpumax (MEDAL)

[Tporpamma MEDAL mpeacrasisiuia co00il MpOCIEKTUBHYIO ITPOTrpaMMy OIEHKH 0€30TacHOCTH
Ha ocHOBaHMM cepaedHo-cocyaucThix (CC) sBIeHHWA MO OOBEOTUHEHHBIM JaHHBIM TpeX
PaHAOMU3HPOBAHHBIX JBOMHBIX CIIENBIX aKTUBHO-KOHTPOJUpPyeMbIX uccienoBanuii: MEDAL,
EDGE II u EDGE.

UccnenoBanne MEDAL mpexacraBmsuio co0oil  McclneoBaHUE, UIMTEIBHOCTh KOTOPOTO
ompenensnach gocTukeHneM KoHeuHbIx Touek (CC siBnenuit), Bkimovasmiee 17804 nmanuenTa c
OA u 5700 manmentoB ¢ PA, momydaBummx 3topukokcu6d B 1o3e 60 (OA) umm 90 mr (OA u PA)
nin aukiaodpeHak B goze 150 mr B nmeHp B cpemHem B TedeHwe 20,3 mecsma (MakCUMyM
42,3 mecsna, Menuana 21,3 mMecsia). B aToMm ncciienoBaHuy perucTpupOBaIN TOJBKO CEPbE3HBIC
HE)KeNaTelIbHbIC SIBJICHHUS W CIy4Yad BBIOBIBAHWS W3 WCCIEAOBAHUS BCIEACTBHE JIOOBIX
HEXEJATeNbHbIX SIBICHUH.

B wuccnenoanusix EDGE u EDGE Il cpaBHuUBaIM KeTyI0YHO-KHUIIEYHYIO MEPEHOCHUMOCTh
stopukokcnba u aukiaodenaka. MccnemoBanne EDGE Bxmtouano 7111 mammentoB ¢ OA,
NOJTYYaBIIUX 3TOPUKOKCHO B 103¢ 90 mr B neHs (B 1,5 pa3a Gosbliie 10351, pEKOMEHAYEMOH MpH
OA) umn nuknodenak B no3e 150 Mr B geHp B cpenHeM B TeueHue 9,1 mecsma (MakcuMym
16,6 mecsma, mequana 11,4 mecsma). Mccnenosanue EDGE 11 Brtouano 4086 manuenToB ¢ PA,
MOJTyYaBIINX ATOPUKOKCHO B 103¢ 90 Mr B JIeHb Wuth AMKI0o(eHak B 103¢ 150 Mr B 1eHb B cpeiHEM
B TeueHue 19,2 mecsies (Mmakcumym 33,1 mecsia, Meauana 24 Mecsa).

B o0benunennoii [Iporpamme MEDAL 34701 nanment ¢ OA wiu PA momydanu jedeHue B
cpenHem B TedeHue 17,9 mecsma (makcumym 42,3 mecsna, menuana 16,3 mecsia), OKOJIO
12800 maneHTOB TOJydaaud JiedeHHE B TedeHue Oosiee 24 mecsueB. Y BKIIOYEHHBIX B
[Iporpammy MEDAL nanueHTOB Ipy HCXOHOM OIIEHKe ObUT 3apEerUCTPUPOBAH IIUPOKUHN CIIEKTP
CEPJICYHO-COCYIUCTHIX U KEIyT0YHO-KUIICUHBIX ()aKTOPOB PUCKA. BBUIN UCKITIOYEHBI MTAITUEHTHI
C HEJJTaBHO NIEPEHECEHHBIM HH(APKTOM MUOKap/Ia, a TAKXKE C AOPTOKOPOHAPHBIM HIYHTUPOBAHUEM
WM YPECKOKHBIM KOPOHApPHBIM BMEIIATEIBCTBOM B TE€YEHHE 6 MECSLEB NEpes BKIOUYECHHEM B
uccienoBanue. B uccnenoBanusx paspemianoch NPUMEHATbh raCTPONPOTEKTOPbI U HU3KUE J03BI
acnupuHa.

O0mas 6e300acHOCTh

JIOCTOBEpHBIX Pa3MUUUil MEXIy 3TOPHKOKCHOOM M JTUKIO(PEHAKOM B OTHOIICHHH YaCTOTHI
TPOMOOTHUYECKUX CEepACYHO-COCYIUCTHIX SBICHUN OOHapyxkeHo He Obuto. KapamopeHasiabHble

HE)KeJaTeNbHbIC SBJICHUs 00Jiee YacTo HAaOJIOJAINCh MPU HAa3HAYEHUU 3TOPUKOKCHOA, YeM Ipu
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Guun_nosbamndinttian (OrAdbiinte  pedyHistare

MMpEaACTaBJICHBI HI/I)KG). HexenarensHbIe SBICHUSA CO CTOPOHBI KCJIYJOYHO-KUIIICYHOI'O TPAKTa U

MEYCHU JOCTOBCPHO YaIle HaGHIO,Z[a.HI/ICB IMIpU Ha3HAYCHUU I[I/IKJIO(beHaKa, 4YCM IpHU HASHAYCHUU

sTopukokcrba. Yacrora HexenarenbHbIX sBiaeHui B uccienoBanusx EDGE u EDGE 11, a takxke

HEXCIIaTCIbHBIX HBHCHHﬁ, IMPU3HAHHBIX CECPLE3HBIMU WU HOTpe6OBaBH_II/IX OTMCHBI JICYCHHSA, B

uccnenoBannn MEDAL Obuta Bbllle MpU Ha3HAYEHUM STOPUKOKCHOA, YeM MpH Ha3HAuYCHHH

nukiIodenaka.

Pe3yapTaThl OIICHKH 0€30IaCHOCTH B OTHOIIICHUH CEPACYHO-COCYIUCTOM CHUCTEMBI

Yacrora MOATBCPKACHHBIX CEPHE3HBIX TpOM6OTI/I‘IeCKI/IX CEPACYHO-COCYANCTBIX HEXKEIATCIIbHBIX

SBIICHUH (BKJIIOYABIIMX CEpIEYHbIC, I1epeOpOBACKYJIApHbIE U TepUupepudeckue COCYIUCThIE

SIBJICHHST) OBLIa COMTOCTAaBUMOM MEX]y TPYIIIaMH, IOJIYYaBIIMMUA STOPUKOKCUO UITH TUKIO(PEHaK

(maHHBIE IPUBENICHBI B TabmuIe HIDKE). [10 9acToTe TpOMOOTHYECKUX SIBJICHUH HE OBLITO BBISIBICHO

CTAaTHUCTUYECKH 3HAYUMBIX pPa3IMuuid MeXAy HSTOPUKOKCMOOM M JUKIOPEHAKOM BO BCEX

MMPOaHAJIU3UPOBAHHBIX MOATPYIIIAX, BKIIIOYASA KAaTCrOprUMU MNAIUCHTOB B AWANIA30HC HCXOIAHOTO

cepaeuHo-cocyaucToro pucka. [Ipu paccmMoTpeHnu Mo OTAEIbHOCTH OTHOCUTENIBHBIM PUCK IJIA

MOATBCPKIACHHBIX CCPBE3HBIX TpOM6OTI/I‘IeCKI/IX CEPACUHO-COCYANCTBIX HEKCTATCIIbHBIX SIBJICHHI

OBLT CXOTHBIM JJIs1 dTOpUKOKcHuOa (mpu mpueme B 1o3e 60 mr winm 90 mr) u nukinodenaka (mpu

npueme B 1o3e 150 mr).

Tabmuna «Yacrora MOATBEPKACHHBIX TPOMOOTHYECKHX CEpACYHO-COCYTUCTHIX SBICHHM
(ITporpamma MEDAL)»
DTOPUKOKCHO Juknodenak CpaBHEHHE MEXIY
(N=16819) (N=16483) BHUJIaMU JICUCHUS
25836 mauuento-ier  |[24766 nauueHTo-JeT
Yacrora! (95% W)  |Yactota' (95% JIN) |OTHOCHTETBHBIH
puck (95% JAN)
[lonTBepxkeHHbIE TPOMOOTHYECKHE CEpACYHO-COCYTUCTHIE CEPbE3HBIC HEXeNlaTeIbHbIE
SBJICHUS
[Ipu BeinmosHennu (1,24 (1,11, 1,38) 1,30 (1,17, 1,45) 0,95 (0,81, 1,11)

TpeOOBaHUH MPOTOKOIA

B 3aBUCHUMOCTH ot|1,25 (1,14, 1,36)

Ha3HA4YCHHOI'O JICUCHHUA

1,19 (1,08, 1,30) 1,05 (0,93, 1,19)

HOI[TBGp)K,Z[GHHBIe CCPACUYHBIC ABJICHUA

[Tpu BeimostHeHnu (0,71 (0,61, 0,82)

TpeOOBaHUIT TPOTOKOIA

0,78 (0,68, 0,90) 0,90 (0,74, 1,10)
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B sasmonvoctn  01]0.69 (0.61, 0,78) 07006201797 = 10169 (084 117)
HA3HAYCHHOTO JICUCHUSI
[MoaTBepxIeHHBIC 1IePeOPOBACKYIISIPHBIC SBICHHS
[Ipu BeinosHennu |0,34 (0,28, 0,42) 0,32 (0,25, 0,40) 1,08 (0,80, 1,46)
TpeOOBaHUI MPOTOKOIA
B 3aBUCHMOCTH or|0,33 (0,28, 0,39) 0,29 (0,24, 0,35) 1,12 (0,87, 1,44)
HA3HAYCHHOTO JICYCHHSI
IMoarBepixaeHHbIC TepUePHUSCKUE COCYAUCTHIC SIBICHUSI
[pu BeimoaHenuu|0,20 (0,15, 0,27) 0,22 (0,17, 0,29) 0,92 (0,63, 1,35)
TpeOOBaHMUI TPOTOKOIA
B 3aBHCHMOCTH ot|0,24 (0,20, 0,30) 0,23 (0,18, 0,28) 1,08 (0,81, 1,44)
HAa3HAYCHHOTO JICYCHHSI

'Konuuectso siBnennii na 100 nanuento-ier; JM=noBeputensHblil naTepBan; N=o6liee KOIMYECTBO MALMEHTOB,
BKITIOYCHHBIX B MOIYJISALUIO TAIIMCHTOB, BEITIOIHUBIINX TPEOOBAHHUS IIPOTOKOJIA.

[Ipu BBIMOTHEHUH TPeOOBaHUI MPOTOKOJA — BCE SIBICHHS, Pa3BUBIIKCCS HA (JOHE HCCIICAYECMOW TEpalluu WU B
TeyeHue 14 qHeil ¢ MOMEHTa ee mpeKpalleHus (MCKIIUEHbI MalueHThl, KOTOphIe moayunitn <75% uccieayeMoro
npernapara, ¥ MalueHThl, IPUHIMAaBIINE He BKIIOYeHHbIe B nccnepoBarne HIIBII >10% Bpemenn).

B 3aBucMMOCTH OT Ha3HAYEHHOTO JICUCHHS — BCE MOATBEPKJCHHBIC SBJICHHS, pPa3BUBIIMECS JO OKOHUYAHUS
WCCIIeTOBaHMU (BKJIFOUEHBI TMAI[MEHTHI, KOTOpPhIE MOTJIM IIOJABEPTaThCsS HE BKIIOYCHHBIM B HCCIICOBAHHE
BMEIIATENILCTBAM ~ IIOCJIC  INpEKpallleHWs  OpueMa  ucciexyemMoro — mpemapara). OOmiee  KOJHMYECTBO

PaHIOMHM3HMPOBAaHHBIX MalMeHToB: n=17412 ms stopukokcn6a u n=17289 st aukiodeHaka.

Kak CC cmepTHOCTB, TaKk M 00IIasi CMEPTHOCTh OBUTH COMTOCTABUMBI MEXKJy TPYIIIaMH JICUCHHS
TOPUKOKCUOOM H JUKJIOPEHAKOM.

KaD,Z[I/IODeHa.HBHBIe SABJICHHUA

[Tpubmm3utensHo y 50% manueHToB, BKIIOYEHHBIX B uccienoBanue MEDAL, mpu ucxomHoi
OIlcHKE ObUTa 3aperuCTpUpOBaHa THMEPTECH3US B aHaMHe3e. B 3TOM HccieoBaHWUM YacToTa
BHIOBIBAHUSI BCJICJICTBUE HEKEIATENbHBIX SBJICHHUM, CBS3aHHBIX C THIEpPTEH3WEH, ObuIa
CTATHCTUYECKH 3HAYUMO BBIIIE I OSTOPUKOKCHOa, dYeM Juis aukiodeHaka. Yacrtora
HEXENATeJIbHBIX SBJICHUM, CBA3aHHBIX C XPOHUYECKON CEpICYHOW HEAOCTATOYHOCTHIO (CIydau
BBIOBIBAHUS M3 MCCIICIOBAHUS U CEPbE3HBIC SIBIICHHUS), ObLIa CXOIHOM JIJIsl STOPUKOKCHOA B 103€
60 Mr u mukinogenaka B go3e 150 mr, HO ObuTa BbINIE IS 3TOpUKOKCHOa B mo3e 90 mMr mo
CpaBHEHHIO ¢ AuKIo(eHakoM B go3e 150 Mr (CTaTUCTUYECKU 3HAYUMO BBIIIE JJI STOPUKOKCHOA
B n03¢ 90 Mr mo cpaBHeHHIO ¢ aukiodeHakoMm B jgo3ze 150 mr B rpynme OA wuccinenoBaHus
MEDAL). Yactora mOATBEPKICHHBIX HEKEIATEIbHBIX SBICHWUN, CBSA3aHHBIX C XPOHHYECKOU
CEpJICYHON HEJOCTATOYHOCTBIO (SBJICHHS, KOTOPhIE OBUIM CEPbEe3HBIMH U TMPUBEIH K

ToCIIMTAJIM3all WK ITOCCHICHUIO OTACICHUA HEOTIO0KHOM HOMOH_II/I), ObUIa HE3HAYUTEIHHO
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BBIIIIE JIJIS1 S TOPUKOKCHOA 110 CPaBHEHUIO C AWK od)eHaKo'i\E[] h’lﬁblg‘;l' '“rTllrz@[léEkrbiﬁTaﬂ)dl)eIK'fi OB

J10303aBUCUMBIM. qaCTOTa cnyqaeB BI:I6I>IBaHI/I}I N3 UCCIICAOBAHUSA BCJIICACTBHUEC HCKCIATCIIBbHBIX
HBHGHHﬁ, CBA3aHHBIX C OTCKaMU, 6]:1)13. BBIIIIC JIA BTOpHKOKCI/IGa 10 CpaBHeHI/IIO C I[I/IKJIO(beHaKOM
B nmo3e 150 Mr, m maHHBIA 3(Q¢deKT ObLT J0303aBUCUMBIM (CTATUCTUUYCCKUA 3HAYMMBIA IS
TOpuKOKcHOa B 103e 90 MT, HO HE I ATOPUKOKcHOa B 103¢e 60 mr).

Pesynbrarel onenku kapauvopeHanbHol Oe3zomacHoctd B ucciaenoBanusax EDGE u EDGE 11

COIJIACYIOTCS C pe3yibTaTtaMu B uccaenoBaunu MEDAL

B otrnensubix uccnepoBanusx Ilporpammer MEDAL abGconmtoTHas 4dacTtoTa BBIOBIBaHHS W3
WCCJIEIOBaHMS B JIIO00M rpymme JiedeHus s dTopukokcuba (60 mr umm 90 mr) cocrasisiia a0
2,6% B cBs3u ¢ runeprensuelt, 10 1,9% B cBs3u ¢ orekamu u 10 1,1% B CBSA3U C XpOHUUYECKOU
CepAeYHON HEIOCTATOYHOCTHIO. Y MAIMEeHTOB, NPUHUMABIIUX AITOPUKOKCHO B no3e 90 mr,
4acTOTa BHIOBIBAHUS W3 WCCIENOBaHMUS OblIa BBIINIC, Y€M Yy TMAIUEHTOB, NPUHUMABIINX
ATOPUKOKCHO B 7103€ 60 MT.

PesvipTarsl OLIEHKH JKETYI0YHO-KUIIIeYHOH rtepenocuMocTd B [Iporpamme MEDAL

B kaxxaom u3 Tpex uccnenoBanuid, Bxoasumx B [Iporpammy MEDAL, uactoTa BHIOBIBaHHS U3
UCCJIEIOBaHMS Il JII0OOr0 KJIMHUYECKOrO HeXeNaTeNbHOro sieieHusi co cropoHsl KKT
(Hanmpumep, aucnencus, 0071b B )XKUBOTE, s3BbI) OblJIa JOCTOBEPHO HIDKE ISl TOPUKOKCHOA B
cpaBHeHMH ¢ aukiaodeHakoM. Yactota BBIOBIBaHHWS W3 HCCIEAOBAaHUS  BCJICICTBUE
HE)KeJIaTeNIbHBIX KIIMHNYecKuX sABieHui co croponsl XKKT Ha 100 nmanneHTo-71€T 3a BECh IEPUOL
uccienoBanus Oblna ciexyromei: 3,23 mius sTtopukokcmba u 4,96 mna nukinodeHaka B
ucciaenoBannn MEDAL; 9,12 s stopukokcu6ba u 12,28 nns nukinodeHaka B MCCIIETOBAHUN
EDGE; u 3,71 mns aropukokcuba u 4,81 ans auknodenaka B uccnenosannu EDGE 1.

Pesynprare! ouenku 0e3onacHoctd B otHoueHuu JKKT B [Iporpamme MEDAL

B nenom HexxenaTenbHBIC SIBICHUS CO CTOPOHBI BepXxHUX otTneoB KKT Obutn ompeneneHbl Kak
nepdopanuu, sS3BbI U KpoBOTeUeHHS. OCIOKHEHHBIC HEXKEJATeIbHbIC SBJICHUS CO CTOPOHBI
BepxHux otaenoB JKKT Brmowanun mnepdopanuio, HEMPOXOAUMOCTh € OCIOXHEHHOE
KpOBOTEUCHHE; HEOCTOKHEHHBIE HEXeNaTelIbHbIE SIBICHUS CO CTOPOHBI BepxHHUX 0TaenoB JXKXKT
BKJIFOYQJIM HEOCJIOKHEHHBIE KPOBOTEUYEHHUSI M HEOCIOKHEHHbIE s3Bbl. OOmas dvactora
HEXENAaTeNbHBIX SBICHUM CO CTOpOHBI BepxHHX oTaenoB JKKT Obuia mocTOBEpHO HIDKE AJIA
TOPUKOKCHOA B CPAaBHEHUH C TUKIO(PEHAKOM. JIOCTOBEPHBIX pa3iHyuuil MEXIy 3TOPUKOKCHOOM
U JUKIO0(EHAKOM IO 9acTOTe OCIOKHEHHBIX SBICHUI OoOHapy»)eHO He Obuto. J[mst moarpymmsl
reMOpparnv4ecKux HeXKeIaTeIbHbIX BJICHUN cO CTOPOHBI BepXHUX 0Taen0B JKKT (ocinoKHEHHBIX
1 HEOCIIO)KHCHHBIX B COBOKYITHOCTH) HE OBLJIO OOHApPYKEHO JOCTOBEPHBIX PATHUUA MEKTY
TOPUKOKCHOOM H JukiopeHakoMm. [IpeumMyImecTBo 3TOPUKOKCHOAa B OTHOIICHHWH BEPXHHX

oraenoB JXXKT no cpaBHeHHIO C IUKIO()EHAKOM Yy MAalMEHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX
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aCIHUPUH B HU3KHX J03axX (0k010 33% manueHToB), HE 6}';91'(_5' éTl%;P%{%I%{;ﬁME_' l 003)

YacTtoTa MOATBEPkKACHHBIX OCIOKHEHHBIX M HEOCIOKHEHHBIX KIMHHYECKUX HEKEIaTeIbHBIX
saBreHui co ctopoHbl BepxHHX oraenoB JKKT na 100 mammento-ner (mepdopauuu, s3BbI U
kpoBoteuenus (PUB)) cocrasuna 0,67 (95% AU 0,57, 0,77) nnst aropukokcuda u 0,97 (95% AU
0,85, 1,10) nns nuknodenaka, Ha OCHOBAaHWHW Y€T0 OTHOCUTENBbHBIN prck coctaBmi 0,69 (95% AU
0,57, 0,83).

bruta m3ydeHa wacToTa TOJATBEPKICHHBIX HEKEIIATEIbHBIX SIBJICHUW CO CTOPOHBI BEPXHUX
ornenoB JXKT y moxuiblX MaldeHTOB; MAaKCHUMallbHOE CHUXXEHHE YacTOThl HaOI0anoch Y
nmanueHToB B Bozpacte >75 net (1,35 [95% AU 0,94, 1,87] B cpaBHenuu ¢ 2,78 [95% AU 2,14,
3,56]) sBnenuit Ha 100 manMeHTO-JIeT AJS 3TOPUKOKCHOA U JUKIO(PEHaKa COOTBETCTBEHHO.
YacTtoTa MOATBEPkKACHHBIX HEXKEIATENbHBIX SBICHUH CO CTOpPOHBI HIKHUX OTAenoB JKKT
(mepdoparys TOHKOTO WJIH TOJICTOTO KHIIIEYHUKA, HEMTPOXOAMMOCTh Win KpoBoteueHue (POB))
JIOCTOBEPHO HE pa3Myajach s STOPUKOKCHOA U AUKIOopEHAKA.

Pesynbrare! onieHkHu 0e300acHOCTH B oTHOLIEHUHU nedeHu B [Iporpamme MEDAL

DTOPUKOKCHO XapaKTEPHU30BAJICS CTATUCTUYECKH 3HAYMMO 0O0Jiee HM3KOH 4acTOTOW BHIOBIBAHUS
U3 HMCCIIE0BAaHUsS BCIEACTBUE HEXKENATEeNbHBIX SIBICHUN CO CTOPOHBI MEYEHH IO CPABHEHUIO C
mukinodenakoMm. B obbenunennoit Ilporpamme MEDAL 0,3% mnanueHToB, mNOJMydYaBIINX
TOPUKOKCHO, W 2,7% TAaIMeHToB, MONYyYaBIIUX TUKIO(PEHAK, BBHIOBUIM W3 HCCIEIOBAHUS
BCJIC/ICTBHE HEXKENATEIbHBIX SIBJICHUN CO CTOPOHBI TIeUeHU. YacToTa HexXenaTeIbHbIX SIBICHUH Ha
100 marmenTo-ner coctaBuia 0,22 mnsa sropukokcuba u 1,84 must aukinodenaka (p <0,001 mns
STOPUKOKCHOA B CpaBHeHUHU ¢ aukinoderakom). Tem He MeHee, OONBIIMHCTBO HEXEIATEIbHBIX
sABIIEHU co cTopoHsl nedueHu B [Iporpamme MEDAL 6butn Hecepbe3HBIMHU.

HononnumenvHovle OanHble No 0E30NACHOCMU, C6A3AHHbIE C MPOMOOMUYECKUMU CepOeyHO-
COCYOUCbIMU S8NeHUAMU

B xiMHHMYECKHX HCCIeNOBaHUAX, 3a HUCKIoYeHuem wucciaenoBanuii I[Iporpammer MEDAL,
npubimsutensHo 3100 manueHToB MoNydand STOPUKOKCHO B go03e >60 Mr B JIeHb B TEUCHHE
12 Henens wiu nonbire. He 6p110 00HAPYKEHO 3aMETHBIX PA3IUYHA B YaCTOTE MOATBEPIKICHHBIX
CEPbE3HBIX TPOMOOTHYECKUX CEpPJEUYHO-COCYUCTHIX SBJICHUN Yy TMalMEHTOB, MOJYYaBIIMX
3TOpUKOKCHO B 03¢ >60 Mmr, muiane6o wim HIIBII, He conepxkamme HanmpokceH. TeM He MeHee, B
CPaBHEHHMH C TAI[MEHTaMH, MOJIyYaBIIMMU HampokceH B go3e 500 mr nBa pa3a B JeHB, 4aCTOTa
ITHX SIBJICHUH ObLIa BHIIIIE Y MAIMEHTOB, MOJTYYaBIINX STOPUKOKCHO. Pa3HuIla B aHTHArperaHTHON
akTUBHOCTH Mexay HekoTopeiMu HIIBII, wuarnoupyrommmu I[MOI'-1, u cenexkTUBHBIMU
uaruouTopamu [{OI'-2 MokeT MMeTh KIMHMYECKOE 3HAYCHHE y TAI[MEHTOB M3 TPYMIBI PUCKA
paszButust TpoMOosIMOonmuecknx siBiaeHuit. CenextuBHble uHTHOUTOpHI L[OI'-2 momaBmsroT

O6pa3OBaHI/I€ CUCTCMHOI'O (I/I, KakK CJICICTBUEC BO3MOXKHO, BHI[OTGJII/IaJIBHOFO) MMpOCTAllUKIINHA, HC
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BIIUSS Ha TPOMOOIUTApHBIA TpoMOokcaH. K HquCK':g{I‘Iz:H Elﬂvfo i%T%Hﬁ%L{;ﬁ'eﬁ'{ﬁ% HE

YCTaHOBJICHA.
HononnumenvHuie Oannbie o 6€30NACHOCMU 8 OMHOUWEHUU HCENYOOUHO-KULUEYHO20 MPAKma

B naByX ABOWHBIX CJENBIX SHAOCKONMUYECKUX MCCICAOBAHUIX MPOJIOKUTENBLHOCThIO 12 Heaenb
KyMYJIITUBHas 4acTOTa pa3BUTHUSl TacTPOAYOJCHANBHBIX $3B ObUIa 3HAUUTENBHO HUXKE Y
NAIMEHTOB, IMOJIyYaBIIUX 3TOPUKOKCHO B mo3e 120 Mr oauH pa3 B J€Hb, YeM y NAIMEHTOB,
MOJTy4aBITUX HarpokceH B 1o3e 500 Mr aBa pasa B eHb win uoynpodex B no3e 800 mr Tpu pasa
B JIeHb. YacToTa pa3BUTHUSA 3B JIsl STOPUKOKCHOA ObLiIa BEIIIE IO CPABHEHHUIO C T1a1e0o.
Hccnedosanue ¢ynkyuu novex y nosxcuivlx

B paHmomMm3upoBaHHOM JBOWHOM CJIETIOM IUTAle00-KOHTPOJIMPYEMOM HCCICIOBAaHUU B
napauIeIbHBIX TPYIIAaX OLICHUBAIU BO3/ecTBHE 15-qHEBHOM Tepamuu 3Topukokcuoom (90 mr),
nenexkokcrbom (200 Mr 1Ba pasa B nieHb), HanmpokceHoM (500 Mr 71Ba pasa B JIeHb) M I1arie0b0 Ha
BBIBE/ICHUE HATPUS MMOYKAMU, apTepUalbHOE JIaBJICHUE U JIpyrue MokKazareian (QyHKUUU MOYeK Y
NanUeHToB B Bo3pacte oT 60 go 85 yer, mosydaBIIMX palMOH C COAEpKAHUEM HaTpus
200 MAKB/CYT. DTOPUKOKCHO, IEIEKOKCUO M HANMpPOKCEH 4Yepe3 2 HEelEeNH JICYEHUS OKa3bIBaJIH
CXOIHOE BIMSHHME Ha BBIBEJCHHE HATpUs MOUYKaMU. Bce aKkTHBHBIE Npenaparbl CpaBHEHUS
MPUBOJMIN K YBEJIMUYEHHUIO CUCTOJIMYECKOrO apTepUabHOTO JIaBJICHHSI OTHOCUTEIBHO IUIanebo,
OJIHAKO Teparvs YTOPUKOKCUOOM IPUBOIUIIA K CTATUCTUYECKH 3HAUMMOMY yBEIIMYCHHIO Ha 14-i
JIeHb 0 CPaBHEHUIO C IIEJIEKOKCHMOOM M HANpPOKCEHOM (CpeiHee M3MEHEHUE CHCTOIMYECKOTro
apTepHalIbHOTO JIaBJICHUS [0 CPABHEHHIO C UCXOIHBIM 3HAYEHUEM: STOPUKOKCUO — 7,7 MM PT. CT.,
HEJIEKOKCHO — 2,4 MM PT. CT., HAPOKCEH — 3,6 MM PT. CT.).

5.2. apmakoknHeTHYECKHE CBOICTBA.

Abcopbuyus

DTOPUKOKCHO XOPOIIO BCACHIBACTCS MPHU MpUEME BHYTPh. AOCOIIOTHAsE OMOAOCTYIMHOCTh MPH
npueme BHYTpb cocTaBiseT okoso 100%. [Ipu npruMeHeHnn npenapaTa y B3pOCHbIX HATOLIAK B
no3e 120 Mr oauH pa3 B CyTKH JO JOCTHIXKEHHS PAaBHOBECHOI'O COCTOSIHUSI MaKCHUMallbHast
KoHIEeHTpauus (Cmax) cocTaBmseT 3,6 MKr/Mi1. Bpems 1oCTHKeHHSI MaKCUMaIbHOM KOHLIEHTPALH
(Tcmax) B 1a3Me kpoBu — 1 9 mocie npuema npenapara. CpeHssi reoMeTprdecKas TUIoaab mo/T
kpuBoil (AUCo-244) cocTaBisia 37,8 Mkreu/mir. dapMakOKMHETHKA 3TOPUKOKCHOA B Mpesenax
JIMana3oHa TeParneBTUYECKUX 103 HOCUT JIMHEUHBIN XapakTep.

[Tpu npueme sTopukokcu6a B 103e 120 Mr Bo Bpemst e/1bl (€12 ¢ BBICOKHUM COAEP)KaHUEM JKUPOB)
He Ha0JT10/1a710Ch KIIMHMYECKH 3HAYMMOT0 BIIUSHUSI Ha CcTeneHb adbcopOrnu. CKopocTh abcopOruu
WU3MEHSIACh, YTO MPUBOJINUIO K CHUKEHUIO Cmax Ha 36% u yBenu4yeHUIO0 Tmax Ha 2 4. J[aHHBIE
pe3yNbTaThl HE CYHMTAIOTCS KIWHUYECKH 3HAYMMBIMU. B KIMHMYECKUX HCCICIOBAHUSIX

3TOpI/IKOKCI/I6 MMPUMCHSJICA HC3aBUCUMO OT IIPUCMa IMUIIH.
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Pacnpedenenue

OropukokcuO npubInM3uTeNnbHO Ha 92% cBsA3bIBaeTCs ¢ OeIKaMH IJ1a3Mbl KPOBH Y YeIOBEKa pU
koHneHTpanusax 0,05-5 mxr/min. O0beM pacrpesieieHusi B paBHOBECHOM COCTOSHUU (Viss) Y
YeJoBeKa cocTaBisieT okoio 120 1.

DTopUKOKCHO MPOHUKAET Yepe3 TUTAlleHTapHbBIN O0aphep U reMarodHIedanmudeckuii 6apnep.
Memabonusm

OTOpUKOKCHO MHTEHCUBHO MeTabonu3upyercs, <1% 1035l BBIBOJUTCS TOYKAMHU B HEU3MEHEHHOM
Bune. OcHOBHOW myTh MeTaboim3ma— oOpa3oBaHHE 6'-THAPOKCUMETHI TPOU3BOIHOTO,
katanmusupyemoe ¢epmenramu CYP. CYP3A4, no-Buaumomy, crnocoOCTByeT MeTabonu3my
sTopHuKOoKcHOa in vivo. VccnenoBanus in vitro ykaseiBaroT, uto CYP2D6, CYP2C9, CYPIA2 u
CYP2C19 Takxe MOTYT KaTaJu3upoBaTh OCHOBHOHM MyTh METa0OJM3Ma, HO UX KOJUYSCTBEHHOE
BO3JICHCTBUE in VIVO HE N3Y4aJloCh.

Y denoBeka UIACHTH(PHUIIMPOBAHO MATH METa00MUTOB. (OCHOBHBIM META0OJIUTOM SIBIISICTCS
6'-kapOOKCHAIICTHIIATOPUKOKCHO,  00pa3yroImuiicss  Mpu  JIOTIOJIHUTEIBHOM  OKHCJICHUHU
6'-TUIPOKCUMETUIIITOPUKOKCHOA. DTH OCHOBHBIE METAOOJUTHI HE OOJagaroT 3aMETHOMN
AKTHUBHOCTBIO, JIMOO SIBISIOTCS TOJBKO cinabbiMu mHTHOMTOpamMu [[OI-2. Hu ommH u3 »THX
mMetaboautoB He naruoupyer LOI-1.

Buisedenue

[Tocne OAHOKpPAaTHOrO BHYTPUBEHHOTO BBEICHHUS 3JI0POBBIM J0OpPOBOJBIAM MEYEHOIO
PaAMOaKTUBHOIO ATOPUKOKCHOA B f103€ 25 Mr 70% paauoakTUBHOCTH OOHAPYKUBAJIOCH B MOYE U
20% — B Kaje, MPEUMYIIECTBEHHO B BHJAE MeTa0oauTOB. Menee 2% o0OHapyXHMBajIoCh B
HEU3MEHEHHOM BH/IC.

BriBenenne sTopukokcu0a MPOUCXOAWT B OCHOBHOM IyTeM METa0oju3Ma C MOCIEAYIOIUM
BBIBE/ICHUEM Yepe3 MOUKH.

PaBHOBeCHbBIE KOHIIGHTPALMU 3TOPUKOKCHOA IMpH eXeqHEeBHOM mpueme 120 Mr mocTuraroTcs
4yepe3 CeMb CYTOK C KOA((UIMEHTOM KyMYJSIUU OKOJIO 2, YTO COOTBETCTBYET MEPHOIY
MOJTYBBIBEICHUST OKOJIO0 22 4. Ilma3MeHHBI KIUPEHC MOCcie BHYTPUBEHHOTO BBEACHUSA 25 MT
COCTaBJISIET MPUOIU3UTENHHO S0 MJI/MUH.

Xapaxmepucmuku 6 0Co0ObIX cpynnax nauuermoe

THoorcunvie

dapMaKOKMHETHKA Y TTOXKIIIBIX (B BO3pacTe 65 JIeT U cTaplie) ConmocTaBuma ¢ (hapMakKOKHHETUKOU
Y MOJIOJBIX.

Lion

dapMaKOKHMHETHKA 3TOPUKOKCHOA CXO/IHA Y MY)KUUH U )KESHIIHH.
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Ileuenounas neoocmamounocmo

VY manueHToB ¢ HapyHIeHUIMH (YHKITUYU ITEYSHH JIETKOW CTETIeHHU TshKeCTH (5-6 6ayuioB 1o mKaie
Yaitna-ITer0) mpuém sTopukokcuda B 103¢ 60 MT oIMH pa3 B CyTKH COTIPOBOXKAAIICS YBETHICHUEM
cpennero 3HaueHuss AUC mpubnausutenbHo Ha 16% 1O CpaBHEHHUIO CO 3J0POBBIMH JIHIIAMH,
IPUHUMABILINMU IIpENapar B TOH e 103e€.

VY manMeHToB ¢ HapyIIEHUSAMH (YHKIUHM TEYeHU cpenHeil crenmeHu Tsbkectd (7-9 6amnoB mo
mkane Yainna-I1p10), mpuHUMAaBIIMX 3TOPUKOKCHO B 03¢ 60 MT yepe3 JIeHb, CpeaHee 3HAUCHUE
AUC 0ObLJ10 TaKHM K€, KaK y 3J0POBBIX JIUII, TPUHUMABIINX STOPUKOKCUO 60 MT OMH pa3 B JCHb.
Oropukokcu6d B 103e 30 M O1MH pa3 B JIeHb HE U3YYaJICs B JAHHOU IOMYJISILINH.

JlaHHBIE KIMHUYECKUX WM (HapMAKOKWHETHYECKHX HCCIEIOBAHUN Y TMAlMEHTOB C TSDKEIBIM
HapymieHueM QyHkiuu nederu (>10 6amnos no mkane Yauna-I1s10) oTCyTCTBYIOT.

lloueunas nedocmamounocms

dapMakOKHHETHKA OJHOKPATHOTO NMPHUMEHEHUs 3TOpUKokcuOa B o3¢ 120 Mr y marueHToB ¢
HApYIICHUSIMA (PYHKIIMH TOYEK CPETHEH M TsDKEJIOW CTENeHW M TMAIMeHTOB C TePMUHAIBHON
cTanuel 3a00JIeBaHUS MOYEK, HAXOMALIUXCA Ha FeMOJUANIN3€E, CYIIECTBEHHO HE OTIMYanach OT
nokasarenei y 3J0pOBBIX JHIl. ['eMoauann3 HEe3HAuMTENbHO BIIMSAJ Ha BbIBEJEHHE (KIUPEHC
muanusa — okoJjio 50 mi/muH) (cM. pasaenst 4.3. u 4.4.).

Iayuenmsoi 0emckozo 6o3pacma

dapMaKOKMHETHKAa 3TOPUKOKCHOA Yy TAIMEeHTOB JETCKOro Bo3pacta (B Bospacte <12 jer)
HE U3y4anach.

B dpapmakokuneTnyeckom rccienoBaHuu (n=16), mpoBOIUBIIEMCS Y TIOJPOCTKOB (B BO3PaCTe OT
12 no 17 ner), papmMakOoKHMHETHKA Yy MOAPOCTKOB ¢ Maccoi Tena oT 40 mo 60 kr mpu mpueme
3TOpHUKOKCcHOa B 03¢ 60 Mr oIMH pa3 B J€Hb U y TIOJIPOCTKOB C Maccoi Tesa >60 Kr mpu npreme
3TOpUKOKCcHOa B 103 90 Mr oJuH pa3 B JeHb Obljla aHaJIOTM4YHa (apMaKOKHMHETHKE Y B3POCIHbBIX
npu mpueme 3Topukokcuba B go3e 90 Mr oamH pa3 B jaeHb. be3omacHOCTh U 3(PEeKTUBHOCTD
ATOPUKOKCHOA Yy MAIIMEHTOB IETCKOTO BO3pacTa He yCTaHOBIIeHA (cM. pazaen 4.2.).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeueHb BcnoMorareJibHbIX BellleCTB.

Aopo mabremxu:

Kanblus rugpodocdar,

LEJUTI0N03a MUKPOKPUCTAIUTHYECKAs,

KpOCKapMeJsli03a HaTpus,

Maraus creapar.
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Obonouxa mabremku.:

BOCK KapHayOCKuil,

JAKTO3bl MOHOTHIPAT,

TUIPOMEILIIO3a,

TUTaHA IUOKCHUI,

TpPUALIETHH,

QIIOMUHUEBBIN JIaK HA OCHOBE KpacuTens nHaurokapmuna (E132),
KpacuTemb xkee3a okcu sxentoii (E172).

6.2. HecoBMeCTHMOCTD.

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHUst).

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHUH.

Xpanuts npu remneparype He Boie 30 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH.

ITo 14 Tabnerok B OnucTep M3 KOMOMHUPOBAHHOTO MaTepHala 1 amoMuHueBoi ¢onsru. Ilo 1, 2
i 4 6iucTepa BMECTe ¢ MHCTPYKIMEH 110 TPUMEHEHHUIO B KAPTOHHYIO MaYKYy.

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOXEHHUHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHBbIX TOcjle NpPHMEHEeHUus:
JICKapCTBEHHOI'0 Npenapara, ¥ Ipyrue MaHuIyJ/JsINUH C PenapaToM.

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMUOHHOI'O YAOCTOBEPEHUSA

Poccus

00O «Opranon»

yi1. Tumypa ®@pynse, 1. 11, crp. 13

r. Mocksa, Poccms, 119021

Ten.: +7 (495) 411-58-85

7.1. IIpeacTaBuTeNb AEPsKATES] PETHCTPANMOHHOIO Y10CTOBEPEeHHUSI.

Ilpemensuu nompedbumeneil HanpaeiIAMsb NO aopecy:

Poccus

000 «Opranon»

yi1. Tumypa ®@pynse, 1. 11, crp. 13

r. Mocksa, Poccus, 119021

Ten.: +7 (495) 411-58-85

azpec AIEKTPOHHOM MoUThI: dpoc.russia@organon.com
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8. HOMEP PETMCTPAIIMOHHOTO YJOCTOBEPE MY EATEIIEHUCTS 0003)

JITI-Ne(000493)-(PT-RU)

9. JATA TIEPBUYHOMH PETMICTPAIIMMU (ITOJATBEPXJIEHUSI PEITMCTPAIIUMN,
MNEPEPETUCTPALINN)

Hara nepsuunoit peructparuu: 10.01.2022

10. JATA IIEPECMOTPA TEKCTA

OO01mas xapaKTepuCTHKa JEKapCTBEHHOTO MpenapaTa ApKOKCHa IOCTyIHA Ha HH(GOPMallMOHHOM
noprtaiie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«MuTepueT» https://eec.eacunion.org/
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