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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBE“Eiﬂ%%nE

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Aneknodenax, 100 Mr, TabJIeTKH, TOKPHITHIE TUICHOYHOH 000JI0YKOH

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByOIIEe BELIECTBO: alleKI0(EHaK.
Kaxxnas TabneTka, mOKphITas INIEHOYHOM 000J109koi, coaepkuT 100 mr aneknodenaxa.

[TonubIii nepeyeHs BCIOMOTaTeIbHBIX BEIIECTB MPUBEJIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE MJIEHOYHOU 000I0YKOM.

Kpyriibie JBOSIKOBBIMYKIIbIC TaOJNCTKU, MOKPBITHIC IUIGHOYHON 000JIOYKOil Oeioro IBera; Ha
MIOTIEPEYHOM pazpese siIpo OT OeI0ro 0 MmouTH Oenoro nBera.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

AHCKJ’IO(I)GH&K IOKa3aH K IIPUMCHCHHUIO Y B3POCJIbIX B BO3PACTC OT 18 ner:

. IIpU OCTEOAPTPUTE, PEBMATOMJHOM apTPUTE, AHKWIOZUPYIOLIEM CHOHAMIUTE U JPYIHX
3a00JICBaHUSAX OIOPHO-JIBUTATEILHOTO amIapara, COMPOBOXKIAIOMIMXCS O0NbI0 (Hampumep,
TUIeYeNIONaTOYHbIN IepHapTPUT).

o JUIS yCTpaHeHus 00JIM pa3Iu4HON ATHOJOTHH (B T.4., MOSICHUYHAs, 3yOHast 00J1b U EepBUYHAs
JUCMEHOpes!).

4.2. Pe:xum 103MpOBaHus M C10CO0 MPUMeEHEHHUs

PexxuM 103upoBaHus

PexomennoBanHas no3a coctaBnseT — | Tabnerka 100 mr 2 pa3za B CyTKH (YTPOM U BEYEPOM).
MaxkcuManbHasi pekoMeH10BaHHas 1032 — 200 Mr B CyTKH.

HexenatenpHble SBICHHS MOTYT ObITh MHUHHMH3MPOBAHBI IMyTEM TMPUMCHEHHS HAMMEHBIICH
3¢ HeKTHBHON 103bI U YMEHBIICHUS MPOIODKUTEIBHOCTH JICUCHHS, HEOOXOAUMOro ISl KOHTPOJIS
CHUMITOMOB (cM. pazaen 4.4.).

Oco0nie T'PYHIIBI HATWMCHTOB

HalzﬂzleHl’l’Ibl C NeYeHOYHOoU HedoCMAamo4HOCbIO

Jo3y areknodeHaka cielyeT YMEHBIINUTh y TAIlleHTOB C MEYEHOYHOW HEAOCTATOYHOCTHIO JIETKOM
WM YMEPEHHOW CTENEHU TKECTH. PekomeHayemas HadaibHas no3a cocrabisier 100 Mr B JeHb
(cMm. paznen 4.4.).

Hab;ueHMbl C NOYEYHOU HedoCMamo4HOCHbIO

Hetr maHHBIX O HCO6XO,Z[I/IMOCTI/I B YMCHBIICHHUU NO3bI aI_ICKJ'IO(I)CHaKa Yy NaUCHTOB C HAPYHICHUCM
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CO0JTI0IaTh OCTOPOKHOCTH (cM. paszen 4.4.).
Ilayuenmul nosxcunoeo 6ospacma (cmapwe 65 nem)

Kaxk mpaBuiio, He0OX0IMMOCTh YMEHBIICHHUS 03I OTCYTCTBYET, OJJHAKO CIIEIYET COOII0AaTh MEPHI
IIPEIOCTOPOKHOCTH, YKa3aHHbIE B pa3zaene 4.4.

Jletu no 18 get

[Tpumenenne npemnapara AnekiaodeHak y AeTeil MpOTUBOMOKA3aHO M3-3a OTCYTCTBHSI JaHHBIX 00
3¢ PeKTUBHOCTH U OE30MTACHOCTH.

Cnoco0 mpuMeHeHus

Bu b. TabneTku CJIICAYECT MporjaaTrbiBaTh HECJIMKOM, 3alliBas JOCTATOYHBIM KOJIMYECTBOM BOBI.
2

[Tpenapat AueknodeHak MOKHO PUHUMATD C TTHIICH.
4.3. IIpoTuBONOKA3aAHUS

o ['umepuyBCTBUTENBHOCTh K alleKJIIOGEHAKy WM K JIFOOOMY U3 BCIIOMOTATEIBHBIX BEIIECTB,
MEepPEUYNCIICHHBIX B pazzene 6.1.

o bponxocnasM, KpalMBHMIA, PUHUT MIOCIIE IpUEMa aleTUICAIALIMIOBON KUCIOTBI WK JIPYIUX
HECTEPOUIHBIX NpoTHUBOBOcHanuTeNbHbIX npenaparoB (HIIBII) B anamuese (monHbli uUiu
HEIOJIHBIM CHHIPOM HENEPEHOCHUMOCTH AaLlETUJICAIMIUIOBON KHUCIOTBl — PUHOCHHYCHT,
KpalnuBHHULIA, ITOJIUIIBI CIIM3UCTON 000JI0UKH MTOJIOCTH HOCA, OpOHXHUAIbHAS aCTMA).

o KpoBoteuenust unu mnpoOonenus xenynouHo-kumieyHoro tpakra (XKKT), ceszannbie ¢
npuemom HIIBII B anamuese. fI3Ba »xenmynka WM JABEHAALUATUIEPCTHOM KHILIKH, WU
KpOBOTEUEHHE B aHaMHe3e (Ba wiu Oosiee SIBHBIX W JOKa3aHHBIX S3IU30[a SI3Bbl WIH

KPOBOTEUEHHS).
o S3BeHHBIN KOJUT U Oosie3Hb KpoHa (B cTagun 060CTpeHus).
J [lepron mociie mpoBeIeHUST A0PTOKOPOHAPHOTO ITYHTHPOBAHUSI.
J Octpoe KpoBOTeUYeHHE WM 3a00JIEBaHUS, COMPOBOXKIAIONINECS KPOBOTCUCHUSIMH, WIN

HapyLIEHUs CBEPTHIBAEMOCTH KPOBHU (TeMOpUINS).

o XpoHuueckas cepaeuyHas HegoctatrouHocTh (I1-1V knace no knaccudukanym Hero-Mopkckoit
Kap/MOJIOTHYECKOM  accolManuu), HIIeMuyeckas  Oone3Hb  cepala,  3aboJeBaHUs
nepuQepruyecKkux apTepuil U/ apTepuil roJIOBHOTO MO3Ta.

o Tspkenas meueHOUHAss HEAOCTATOYHOCTh WIJIM aKTUBHOE 3a00JIEBaHUE TTEUSHH.

o Tspkenas moyeunas HegocTaTouHOCTh (KiupeHc kpeatunuHa (KK) < 30 mu/mun).
o bepemeHHOCTD U TIEpUO TPYAHOTO BCKapMIIUBaHUsI (CM. paznen 4.6.).

o Herckuii Bo3pact 1o 18 ner.

4.4. OcoOble yKka3zaHus U MepPbl MPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

3aboneBanus mneuenu, nouek u JKKT B anamnese, OpoHXuanbHas acTMma, apTepuaIbHas
TMIIEPTEH3Us, CHIKEHHE o0beMa IHMPKYIUpyIomed KpoBH (B T.4. cpa3zy Iocie OOIIMPHBIX
ONEepaTHBHBIX BMEIIATENbCTB); XPOHMYECKas IOYEYHas HEAOCTAaTOYHOCTh JIETKOM U cpeaHeit
crerienn Tsokectu (KK 30-60 mi/mMuH); XpoHHUYECKas MEYEHOYHAs HEJOCTATOYHOCTh JIETKOM U
CpeIHEeH CTeNeHu TSHKEeCTH; XpOHUUEecKasl cepeuHas HeroctaTouHocTh (| kitace no kiaccupukanuu
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nannune wHdekuu Helicobacter pylori; 6onesur Kpona (BHe 000CTpeHUs), S3BEHHBIH KOJIHT
(BHE 00OCTpEHUs), CUMIITOMBI, CBUIETEIbCTBYIOMME O Hanmuunu 3abosneBanuil JKKT; cucremuas
kpacHas Bomvanka (CKB), mopdupus, remaronornueckue 3a00JieBaHUs, HApYIICHHUs] TeMOI033a,
TUCITUTTAACMUS/ TUTICPIIUITACMES, CaxXapHbld quaber, KypeHHe, MOKHIOW BO3PacT, UIUTEIHHOE
npumenenue HIIBII, ankoronusm, Tsokenbie coMaTHIECKUE 3a00IeBaHUs.

Oco0ble yKa3zaHus

HexenarenbHble sBICHHS MOTYT OBITh MUHHMH3HPOBAHBI IyTeM HPUMEHEHHS MHUHUMAIbHON
3¢ (HeKTHBHON 03Bl U YMEHBIIECHUS MPOJOJHKUTEIHHOCTH JICUEHUs, HEOOXOAMMOTO ISl KOHTPOJIS
CUMIITOMOB (cM. paznen 4.2.).

Crnenyer m3beratb OJHOBPEMEHHOTO IMpHMeHEeHHs anekinopenaka ¢ apyrumu HIIBII, Brirouas
CEJICKTUBHBIC HHTHOUTOPBI IUKII0OOKcUTreHasbl-2 (L{OI-2).

AnekniodeHak cieayeT IPUHIUMATh C OCTOPOKHOCTBIO M TI0]T HAOIOICHUEM Bpada MallueHTaM Ipu
HIDKEYKa3aHHBIX COCTOSHUAX, TaK KAaK CYIIECTBYET yrpo3a o0oCTpeHHs 3a0oieBaHU (CM. paszen
4.8.):

- CI/IMHTOMH, CBUIACTCIILCTBYOIIIUC O HAJINYHNC 3a00/1€BaHUH >KKT, BKJIIO4Yas €ro BCPXHUC U
HWXKXHHUEC OTACIIBI.

—  Hanwmuue B aHamHe3e 513BbI, KpoBoTeueHUs win mpodoaenus XKKT.

—  SI3BeHHBIN KOJIUT (BHE OOOCTPEHMUS).

—  bonesns Kpona (BHe o0ocTpeHus).

—  T'emartonmormdeckue 3aboneBanus, CKB, mopdupus, HapymieHne remorossa.

Bnusaue ga J)KKT

KpoBoteuenue, sa3Ba win npodojaenue JKKT ¢ netasbHbIM MCX0A0M HAOMIOJANINUCh MPU IpUeMe
mo6bix HIIBII B sro0oif mepuoa JiedeHus, Kak NpUd HAJIMYUU CHUMITOMOB M CEpPbE3HBIX
3aboneBannii JKKT B anamHe3e (s13BeHHass OONE3HBb JKEIMyAKa M JIBEHAALATHIIEPCTHOM KHILIKH,
601e3ub KpoHa, sSI3BeHHBIN KOTUT U 1p.), TaK U 03 HUX.

Puck xpoBoteuenusi, oOpasoBanus s13Bbl U npoboaenus KKT Bospactaer ¢ yBenuueHueM 10351
HIIBIT y manueHTOB ¢ si3BeHHOW OOJIe3HBIO B aHaMHE3€, OCOOEHHO €CJIM OHa COMPOBOXK/ANIACh
KpOBOTEUEHHEM WM MpobojeHueM (cM. paszen 4.3.), a Takke y MalueHTOB MOXKUJIOr0 BO3pacTa.
OTUM MalyeHTaM clieyeT MpUHUMaThb MUHUMalbHYIO0 3(QQEeKTUBHYIO 103y mnpenapata. Hm
HeoOxoMMa KOMOMHHUPOBAHHAs Tepamnusl ¢ MPUMEHEHUEM IPernapaToB-IPOTEKTOPOB (HampuMep,
MU30MPOCTONl UM MHTUOMTOPHI MPOTOHHOM mommbl). Takoe jeyeHHe HEOOXOIUMO MalUeHTaM,
KOTOpbI€ MPUHUMAIOT HEOOJIbIINE J03bl ACUPUHA WIM JPYTUX IpPErnapaTroB, KOTOPbIE HEraTHBHO
BrusitoT Ha coctostHre JKKT (cm. pazgen 4.5.).

[TarmenTs! ¢ 3a6oneBanusmMu JKKT, B T. 4. moxusioro Bo3pacta, JOJKHBI COOOLIATh O JIFOOBIX
HEOOBIYHBIX cumnToMax, cBa3aHHbIX ¢ JKKT (ocoOeHHO KpoBOTeueHME), BKJItOYasl MEPBUUHBIN
npueM mpenapara. OcoO0yr OCTOPOKHOCTH CJeAyeT CcoOJ0IaTh MalMeHTaM, OJHOBPEMEHHO
MPUHUMAOIIUM TPEnaparhl, KOTOPhIE MOTYT MOBBICUTH PUCK BO3HUKHOBEHHSI KPOBOTECUCHHS WIIH
S3Bbl, HAlpUMep, CHCTEMHbIE TJIIOKOKOPTUKOCTEPOUIbl, AaHTUKOAryJIsHTHl  (Bapdapuh),
CeNIeKTUBHBIE MHTHOUTOpBI oOpatHoro 3axmata ceporoHMHa (CHMO3C) wunam aHTHArperaHThl
(atteTmcanuiimoBast kuciaota) (cM. pasmen 4.5.).

HpI/I BO3HUKHOBCHHUU  KCIYAOYHO-KUIICYHOI'O KpPOBOTCUYCHHA WKW A3Bbl Yy IAOUCHTOB,
MMPpUHHUMAIOIIUX aHeKJ'IO(beHaK, €T0o CJICAYCT OTMCHUTD.

Cepaedno-cocyIucThie U [epedpoBacKyisapHblie YO hEKTHI

[TaruenTsl € apTepuanbHOW THUIEPTEH3UEH W/MIM 3aCTOMHOM cepAeYyHOM HeZ0CTaTOYHOCTHIO
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npuemom HIIBII accoummpoBaHnbl 3aiepKKa KUIKOCTH U OTEKH.

[TarueHTHI ¢ XPOHHMYECKOH cepaeuHoi HemoctarodHocThio (I kimacc mo kimaccudukanuu Heto-
MopkcKoli  KapJMOJIOTHUYECKOl AacCOUMAlMK) M TAlMeHThl ¢ (AaKTOpaMHM pHCKa Pa3BHUTHS
OCJIO)KHEHUM CO CTOPOHBI CEP/ICUHO-COCYIUCTON CUCTEMBI (HApUMEp, apTepualibHas TUIIEPTEH3HS,
TUMEPIUNUIEMHUs, CaXxapHbld auaber, KypeHHe) [OJDKHbl HAauyuHaATh JIeYeHHe alekio(eHakoM
TOJIBKO I10CJIE€ B3BEIICHHOI'O PELICHUS JIedallero Bpadya. PUCKH CO CTOPOHBI CEpAECYHO-COCYIAUCTON
CUCTEMBI MOT'YT 3aBHCETh OT J103bl M MPOJOHKUTEIIBHOCTH JIEUEHUs, TI0O3TOMY Ipenapar Ciaeayer
Ha3HAa4YaTh B MUHUMAIbHOU I(PPEKTUBHOHN /103€ M HA MAKCUMAIBHO KOPOTKHUU MEPUOJ BPEMECHHU.
CrnenyeT nmepuoJnyYecKu KOHTPOJIUPOBATH MOTPEOHOCTH MAIlMEHTa B CUMITOMAaTHYECKOM JICUEHUU
Y OLICHUBATh OTBET HA TEPANUIO.

AHCKJ’IO(l)eHaK CIICAYCT TaKXE IPUMCHATH C OCTOPOXKHOCTBIO MU I10J TIIATCIBHBIM Bpa‘IC6HBIM
Ha6JIIOI[eHI/IeM Yy HallUCHTOB C aHAMHC30M KPOBOU3JIUAHUA B MO3T.

Bansgaue Ha (bVHKI_II/IIO IICYCHHU U ITOYCK

ITpuem HIIBIT moxeT BBI3BaTh J0303aBUCHUMOE CHIDKEHUE OOpa3oBaHUs NPOCTAarjaHJWHA W
OCTPYIO TOYEUHYI0 HEAOCTAaTOYHOCTh. Ba)KHOCTH MpocTariaHauHa Uis 0OecreYeHHs] OYEYHOTO
KPOBOTOKA CIIEJIyeT YYUTHIBATh MPU MPUEME Mpernapara y MalUEHTOB C HapylleHHeM (yHKIHH
cepAua, MOYEK WIM IEYECHHU; y INMAlMEHTOB, MOJYYalOlIUX JUYPETUKH, WU y IALUEHTOB I1OCIE
XUPYPruyeCcKOro BMEATEIbCTBA, 4 TAKXKE Y MALIMEHTOB IMOKUIIOTO BO3PaCTa.

Crnenyer coOmoaTh OCTOPOXKHOCTh IPU HA3HAUYEHUM IpenapaTa MAalMeHTaM C HapyLIEHUSMU
(GYHKIMU TIEYEHH M TOYEK JITKOW WM YMEpPEHHOW CTENeHH, a TaKKe MalHeHTaM C IPYTUMHU
COCTOSIHMAMHU, MPEIPacIoaraloliuMU K 3aJE€piKKE JKUIKOCTH B OpraHu3Mme. Y TaKuX I1alMEHTOB
HIIBII moryt nmpuBecTH K HapylIEHUIO (DYHKLIMH MOYEK U K 3a7epxkke xuakoctu. llamuenram,
[IPUHUMAIOIIMM JUYPETHKH, JIMLIAM C TOBBIIIEHHBIM PUCKOM THIIOBOJIEMHHM TaKXKe€ CIELyeT
COOIOIaTh OCTOPOXKHOCTh Ipu npueMe npemnapara Anekinodpenak. HeoOxomumo HazHaueHMe
MUHUMaJIbHON 3()()EeKTUBHONM H03bI U PEryyisapHbI BpaueOHBIH KOHTPOJIb 3a (YHKLHUEH IOuex.
Bnusnue npenapara Ha GyHKIHIO TOYEK OOBIYHO 0OpAaTUMO IOCIIe OTMEHBI aleKiIo(eHaKa.

ITpuem aneknodeHaka cieayeT NPEeKpaTUTb, €CIM W3MEHEHMs ToKaszarened (QYHKUUU Ie4YeHU
COXPAHSIIOTCSl WJIM  YXYJIIAIOTCS, pa3BUBAIOTCS KJIMHUYECKHWE NPU3HAKUM WJIM CHUMIITOMBI
3a00JeBaHUN TEUYeHM, JIMOO BO3HMKAIOT JpPYrue MposiBIeHUS (203MHOMUIMS, ChbIb). I'ematut
MOJKET Pa3BUThCS 0€3 MPOIPOMaIbHBIX CUMIITOMOB.

[Tpumenenue HIIBII y manneHTOB ¢ ne4eHOUHON NOpGUPUEH MOKET CITPOBOLIMPOBATH IMPUCTYII.

I 'MnepuyyBCTBUTENLHOCTE U KOKHEIE DEAKIINU

Kak wu gpyrme HIIBII, npemapar MoXeT BbI3bIBATH AJUIEPTUYECKHE PEAKIMH, BKJIIOYAS
aHadunakTHUYecKkue/aHaQUIaKTOUIHBIE pPEaKluM, Ha PAHHUX CPOKAaX Kypca JedeHHs. TspKembie
KOXHBIE peaklUu (HEKOTOpble M3 KOTOPBIX MOTYT MPUBECTH K JETAIbHOMY HMCXOHY), BKIOYas
9KC(OJMATUBHBIA JepMaTuT, cUHApoM CTHuBeHca-J[>KOHCOHA M TOKCHYECKUN DMHUAEPMaTbHBII
Hekponus, nocie npuema HIIBIT nabmronanucek oueHs penko (cMm. pazaen 4.8.). Camblii BEICOKHIA
PUCK BO3HUKHOBEHHS 3TUX PEAKIMH y MAllMEHTOB HAOJIO/aeTCs B Hayajle MpueMa Ipernapara, a
pa3BUTHE NaHHBIX HEXKENTATEIbHBIX PEaKiuii HaONI0/JaeTcs B TEYCHHE MEPBOrO Mecslla MpremMa
npenapara. [Ipy BOSHUKHOBEHHH KOKHOU CBHITIH, TIOBPEKICHUN CIM3UCTON 000JIOYKH TOJOCTH pTa
WA JAPYTUX CHUMIOTOMOB THIEPUYYBCTBUTEIBHOCTH CIIEAYET HEMEIJIEHHO NPEKPATUTHh IPUEM
arnexsiodeHaka.

B otnensHBIX ClIydadax 1mnmpu BCTpHHOfI OCIIC MOT'YT BOBHHUKHYTH I/IH(I)CKI_II/II/I KOXKM U MSATKHUX TKaHE.

B nacrosimee Bpemsi Henb3s uckimouaTh pois HIIBII B yxynameHun TedeHus 3TUX WHOEKIHA,
MO3TOMY CleyeT u3berath mpruema anekiaodeHaka npu BeTpsiHON ocIe.
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I'emaTosiornueckrue HapyIICHUS

AneknodeHak MOKET BBI3BIBATh 00paTHMOE YTHETEHUE arperaiui TpoMOoIuToB (cm. pasmaen 4.5.).

Hapyienus co CTOPOHBI ILIXaTeIbHOU CUCTEMBI

Crenyer cobutojaTb OCTOPOXKHOCTD IPH IpUEME Npenapara y MalueHToB ¢ OpOHXHAIbHON acTMOM
B aHaMHe3€ WIH TeKylleH, Tak kak npueM HIIBII moxer cnipoBonupoBaTh pa3BUTHE BHE3AIHOTO
OpoHxocna3ma y TakHUX MalueHTOB.

ITarmenTsl mOXKUIOTO Bo3pacra (crapuie 65 Jer)

Crnenyet co0moaTh OCTOPOKHOCTD IIPU MPUEME Mpernapara y NalueHTOB MOXKUIOr0 BO3pacTa, Tak
KaK y HUX Yalle BO3HUKAIOT MOOOYHBIC sBJIICHUs (0COOeHHO KpoBoTeueHue u mpobdoaenue KKT)
npu npueme HIIBII. OcnokHeHuss MOTYT HNPUBECTH K JIETaJbHOMY HCXOAy. Takye MHalueHTh
MOXKWJIOTO BO3pacTa dalle CTPaJaloT 3a00JEBAHUSMHU IOYEK, MEUEHH WIH CEPJeYHO-COCYAUCTON
CUCTEMBI.

JInmuTenbHOE MPUMEHEHHE

Bce nmauuenTsl, nonyvatomue qurensHoe gedenre HIIBIL, nqomxHbl HaXOaUThCS MO TIATEIbHBIM
HaOJr0IcHHEM (HApUMep, OOIIHI aHAIN3 KPOBH, KOHTPOJIb (DYHKIHH [IEYCHU M MTOYCK).

BcnomorarensHbIe BENIECTBA

Hampuu

JlaHHBI}N JIEKapCTBEHHBIN IpenapaT coAepKUT MeHee 1 MMouib (23 Mr) HaTpus Ha OAHY TaOJETKY,
TO €CTbh 110 CYTH, «HE COACPXKUT HATPUSI.

4.5. B3aumojeiictBie ¢ JPYrUMH JIEKAPDCTBEHHBIMH TMpenapaTaMd W Jpyrue BHUAbI
B3aMMOJAEHCTBUSA

3a uckiitoueHueM BappapuHa uccie0BaHNuN JeKapCTBEHHbIX B3aUMOJEHCTBUIM HE IPOBOAMIIOCH.

Auneknodenak metabonuzupyercs npu nomoinu nzopepmenta CYP2C9 cucremsr nutoxpoma P450,
JTaHHBIE IN VIro mokassIBaoT, 4TO anekao(eHaK MOXKET ObITh HHTHOMTOPOM 3TOr0 M30(epMeHTa.
Taxum 0Opa3oM, BO3SMOXKHO (hapMaKOKMHETUYECKOE B3aUMOJIEHCTBUE TIPU OJTHOBPEMEHHOM IIpHEME
¢ (peHUTOMHOM, IUMETUANHOM, TOJIOYTaMUJIOM, PEHIIIOYTa30HOM, aMHOJapOHOM, MUKOHA30JI0M U
cynbbpadenazonom. Kak wu ¢ gpyrumu  HIIBII, cymectByer ¢dapmakoKknHETHYECKOE
B3aMMOJICHCTBHE C JIGKAPCTBEHHBIMU NpeENapaTamMH, KOTOPHIE BBIBOISATCS M3 OpraHH3Ma ITyTeM
aKTUBHOHM MOYEYHOHN CeKpelru, TaKUMU KaK METOTpeKcaT W Tpenaparbl JUTHA. AmekiodeHak
MPAKTUYECKH TTOJHOCTHIO CBS3BIBACTCS C AIbOYMHWHOM IUTa3MBl KPOBH, ITOATOMY CYIIECTBYET
BO3MOYXHOCThH B3aUMO/ICHCTBUH MO TUIY BBITECHEHUS C IPYTUMU MpenapaTaMu, CBA3bIBAIOIIMMHUCS
c Oenkamu.

N3-3a OrpaHWYeHHOro0 KOJMYECTBA HCCIEOBaHUN (apMaKOKMHETHYECKOTO B3aUMOJeHCTBUS
anexyiopeHaka cuenyromas HHpopMalMs OCHOBaHA Ha JAHHBIX HCCIENIOBAaHUN B3aUMOACHCTBUS
npyrux HIIBII.

KoMmOuHammu, npuMeHeHns KOTOPBIX CIIENVeT n30erarhb

Memompexcam (npumenenue 8biCOKUX 003)

HIIBII mHrubupyer KaHalbLIEBYIO CEKPEIMI0 METOTpekcara; Oojiee TOro, MOXKET HaOIroAaTbes
HeOouspIoe  MeTaboNnyYeckoe B3aUMOACWCTBUE, YTO MPHUBOAUT K YMEHBIIEHHIO KIHPEHCa
MeToTpekcata. [loaToMy mpu NOpUMEHEHUU 6blCOKUX 003 Memompexkcama ciaenyer uz0erarb
HaszHauenus HIIBII.
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IIpenapamul tumus u Ou2oOKCuUH

MY OTYETY

Hexoropsie HIIBII uHruOupyroT moO4YeqHBI KJIMPEHC JUTHUS W JUTOKCHMHA, YTO MPHBOJHUT K
YBEJIMUEHUIO KOHIICHTPAIIMK 000MX BEIIECTB B CHIBOPOTKE KpoBU. Cremyer n30eratb COBMECTHOTO
MIPUMEHEHHUS], €CJIM HE TIPOBOJIUTCS YaCThI MOHUTOPUHT KOHUEHTPALU JIUTUS U AUTOKCHHA.

AHmuKOCZZyJZﬂHI’I’Ibl

HIIBII mHrHOupyrOT arperaruioo TPOMOOIIMTOB M MOBPEXKAAIOT CIM3UCTYIO 000s104Ky KKT. DT0
MOXET MPUBECTH K YCHUJICHUIO JEUCTBUSI aHTUKOATYJISIHTOB U YBEIWYUTH PUCK KPOBOTCUCHHUS U3
XKKT y nmauuentoB. Cienyer usberaTb COBMECTHOTO IMPUMEHEHUs alekiIo(eHaka u nepopaibHbIX
AHTHKOATyJISTHTOB KYMapHUHOBOW T'PYIIIbI, THKJIONUAWHA U TPOMOOJIUTUKOB, €CIIM HE MPOBOJIUTCS
TUIATENbHBII MOHUTOPUHT COCTOSIHUS MallMEHTA.

Anmuaepeeanmusvie cpeocmea u CHO3C

[Ipu onnoBpemennom npumeHenun ¢ HIIBIT moryr yBennumBarh puck kpoBoTeueHuid u3 KKT
(cMm. pasnen 4.4.).

Crenyromue KOMOMHAIIMHU TDC6VI-OT 1'[0)160198 J03bI 1 IPUMCHCHHUS C OCTOPOXKHOCTBIO

Memompexcam

Cnenyer nMetrs B Buy Bo3MoxHoOe B3anmozenictsue HIIBII u Merorpekcara, naxe npu Huskou
003e Memompekcama, OCOOCHHO Yy TAIMEHTOB C HapyHmIeHUSMH (GYHKIUHM HOo4eK. B ciaydae
OJTHOBPEMEHHOI'0 NPUMEHEHHs CIelyeT KOHTPOJUpPOBaTh MokaszaTenu ¢(yHkuuu noyek. Cremyer
cobmoaate octopoxkHocTh, ecnu HIIBIT u mMeToTpekcaT nmpuHMManuch B TeueHHe 24 4, Tak Kak
KOHIIEHTPALUsl METOTPEKCcaTa MOXKET BO3PACTH, YTO YBEIMUYUT €0 TOKCUYHOCTb.

Luxnocnopun, maxponumyc

[Tpu ognoBpemenHoMm npueme HIIBII ¢ muKIOCHOPHHOM MM TaKPOJIUMYCOM CIEYyeT YYUTHIBATh
PHICK TIOBBIIIEHHON HE(PPOTOKCUYHOCTHU M3-3a CHMYKEHHUSI 00pa30BaHUs IOYEUYHOTO MPOCTAIMKIINHA.
[TosToMy mnpu OIHOBPEMEHHOM IIpHEME CIIEAYET TIIATEIbHO KOHTPOJIMPOBATh IIOKA3aTeIn
(GyHKINAN TIOYEK.

Jpyaue HIIBII

[Ipy OAHOBPEMEHHOM TMpUEME aUEeTWICAUTMIUIOBON KuciaoTel winum apyrux HIIBIT moxer
YBEJIMYUTHCS YacTOTa BO3HUKHOBEHHS TIOOOUHBIX SIBICHUH, MOITOMY CIEAyeT COOI0IaTh
OCTOPOKHOCTb.

I'nioxokopmuxocmepouovl

Bo3pacrtaer pruck Bo3HUKHOBEHUsI s13BbI Wik KpoBoTeueHus u3 KKT (cm. paznen 4.4.).

Luypemuxu

Aueknodenak, kak u apyrue HIIBII, moxeT nHrubupoBaTh aKTUBHOCTh AUYPETUKOB, YMEHBUIATh
auyperndeckuit a¢dext gypocemua m OyMmeTaHHIa, a TakKKe AaHTUTUIEPTEH3UBHBIA 3(ddekT
tHa3uaoB. OMHOBPEMEHHBIH NPHEM C KaJHicOeperalnMMy IHYPETHKaMH MOXET MPHBECTH K
YBEIIMYEHUIO COJIEpKAHUS Kallusl; CJIeJOBaTeNIbHO, HEOOXOAWMO pEryisipHO KOHTPOJIHPOBATh
cojiep>KaHue KISl B CBIBOPOTKE KPOBH.

AnekiogeHak He BIUSIT Ha KOHTPOJIb apTEPUAIbHOTO JaBJIEHUS IPU OJJTHOBPEMEHHOM NPUMEHEHUH
¢ beHopoghyasuoom, X0Ts HelNb3s UCKIIOYUTh B3aUMOJEHCTBUS C IPYTUMH TUYpETHKaMU.

T'unomen3uenvie npenapanivl

HIIBII MoryT Takxe yMeHblIaTh 3(pPEeKT rHnoTeH3UBHBIX IMpenapaToB. OJHOBPEMEHHBIN MpHEM
MHTUOMTOPOB aHTMOTeH3UHNpeBpaniaomero ¢epmenta (AIID) wiM aHTaroHUCTOB PELETITOPOB
anruotensuna |l u HIIBII moxxer npuBecTu k HapylieHH0 GyHKIUHU MTOYEK. PUCK BOSHUKHOBEHMS
OCTpOil TOYEeYHOW HEZOCTATOUYHOCTH, KOTOpas OOBIYHO HOCHT OOpaTUMBIA XapakTep, MOMKET
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MY OTYETY

MOKWJIOTO BO3pacTa MM 00€3BOKEHHBIX MalUueHToB. [103ToMy pu 0JTHOBpEMEHHOM NMPUMEHEHUU
c HIIBII crmemyer cobmtogaTh OCTOPOXHOCTb, OCOOCHHO Yy TMAIMEHTOB MOXHJIOTO BO3pacTa.
[TanMeHThl MOJKHBI MOTPEONISATh HEOOXOOUMOE KOJIMYECTBO JKUAKOCTH M HAXOAMUTHCS IOJ
COOTBCTCTBYIOIIIUM Ha6HIO,Z[€HI/I€M (KOHTpOJIB q)YHKLII/II/I IMO4YCK B HAYaJIC COBMCCTHOI'O IMPUMCHCHUA
U TIEPUOJMUYECKH B XOJI€ JICUCHHUS).

T'unozcnukemuueckue cpec)cmea

Knunuyeckue ucciieoBaHusl MOKa3bIBAIOT, YTO AUKIO(DEHAK MOXKET MPUMEHSTHCS COBMECTHO C
MEepOpPaIbHBIMU  TUMNOTIMKEMUYECKUMHU CpPEJICTBAaMU ©0€3 BIUSHUS Ha MX KIMHUYECKYIO
spdexktuBHOCT,. OIHAKO HMMEIOTCS  OTHENbHBIE COOOIIEHHS O THUIOMIMKEMHYECKUX U
runeprimkeMuueckux dddexrax. Takum oOpazom, mpu mpueMe arekioPpeHaka cieayeT MpoBeCcTH
KOPPEKIIMIO 103 IPerapaToB, KOTOPbIe MOTYT BBI3BaTh FUIIOTJIUKEMHUIO.

3uoosyoun

IIpu omnoBpemennom mnpueme HIIBII u 3ugoByauHa BO3pacTaeT PHUCK TIeMaTOJOTHYECKON
TOKCUYIHOCTH. VIMEIOTCSl TaHHBIC 00 YBEITMYCHUH PUCKA BOSHUKHOBEHHS T€MapTPO30B M T€MAaTOM y
BUY-1n03UTHBHBIX MAIUEHTOB € TeMOGUINEH, MOTyYalonX 3UA0BYIMH U HOyTpodeH.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALHSA

bepemeHHOCTB

JlaHHBIE O TPUMEHEHUH areKIo(eHaka mpu 0EpeMEHHOCTH OTCYTCTBYIOT.

VrHeTeHHe CHHTEe3a MMPOCTarjJaHMHOB MOXET HEOIaronpusaTHO BIUSATh HAa TeUCHHE OEpPEeMEHHOCTH
W/WIIM pa3BUTHE SMOPUOHA/TUIOAA.

JlaHHBIE SMUIEMHOJIOTHYECKUX MCCIIEOBAaHUI yKa3blBalOT Ha YBEJIMYEHUE PHUCKA BBIKUBIIIA,
pa3BUTHE IMOpOKa cepiAua MW TacTpolIM3uca NpU NPUMEHEHMM WHTUOUTOPOB CHUHTE3a
[pOCTarJIaHAMHA Ha PaHHUX 3Tanax OepeMeHHOCTH. AOCONIOTHBIM PUCK pa3BUTHS MOPOKa cepala
Bo3pactaer ¢ MeHee 1 % no npubnusurensHo 1,5 %. Puck yBenuuuBaercs ¢ yBEIMUYEHUEM J103bI U
IIPOJOJKUTEIBHOCTH JICUEHUS.

Y  XUBOTHBIX npucm I/IHFI/I6I/ITOpOB CHUHTC3a TIpocCTarjiasavuHa MOpUBOAUT K IIpe- H
HOCTI/IMHHaHTaHI/IOHHOI\/’I rubenu mioaa u 3M6pI/IO'(I)CTaJ'IBHOI\/’I CMCPTHOCTH. Taxoxe YBCINYHUBACTCA
KOJIMYCCTBO CJIIYYAacB Pa3JIMYHBIX IMOPOKOB, BKJIIOYHAA IMOPOK CEpAld, Y KMBOTHBIX, IMOJTYyYaromux
I/IHFI/I6I/ITOpLI CHUHTCE3a MpocCTarjianindia B II€puoJ OpraHOTCHE3A.

B teuenue TpeThero TpumecTpa 0epeMEHHOCTH BCE HHTMOUTOPHI CUHTE3a IPOCTATJIAHIMHOB MOTYT:

¢ IIPOABJIATL CEPACYHO-JICTOYHYIO TOKCUYHOCTHL B OTHOIICHHUHU IIJIOAa (npexc):[eBpeMeHHoe
3aKPbITUEC apTCPHUAIBHOTO ITPOTOKA C pa3BUTUEM JIETOYHOH FI/IHepTeH?»I/II/I);

e BbI3bIBATh HapylIeHHE QYHKIUH MOYEK IUIOAA, KOTOPOE MOXKET MPOTrPECCUPOBATh O MOYEUHOMN
HEJOCTATOYHOCTHU B COYETAHUU C MHOTOBOJUEM.

v KCHIIIMH B KOHIIC 6€p€MGHHOCTI/I M HOBOPOXJCHHBIX OHU MOI'YT.

¢ BJIUATH HA MPOAOJDKUTCIBHOCTH KPOBOTCUYCHHA H3-3d AHTHAIPECTAHTHOTO S(I)(I)GKTB., KOTOpHﬁ
MOZKET pa3BUTHCA OaXKC MOCJIC IPUMCHCHUA OYCHDb HU3KUX 103,

® [IO0JABJIATH COKpAIICHHA MAaTKH, MIPHUBOJIA K 3aJICPIKKE POAOB UK K 3aTAKHBIM POAaM.

Hauunas ¢ 20-it Hegenu OepemenHHoctu, npuMmeHeHue HIIBII moxker mpuBecT K MajaoBOAMIO
BCJIEJICTBHE HapymeHus (GyHKiuu nouek ruoaa. Kpome toro, Ha ¢one npumenenuss HIIBII Bo
BTOPOM TPUMECTpe OEPEMEHHOCTH OTMEUYAINCH CIIy4aH CY>KEHHUS apTepUaIbHOTO IIPOTOKaA.

[Tpenapat AnekiodeHak mpOTHUBOMOKAa3aH MPpU OEPEeMEHHOCTH (CcM. pa3zaen 4.3.).
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JlakTaius

HeoOxonuMo mpekpaTuTh TpyAHOE BCKapMIIMBAHHWE WM MPEKPATHTH/BO3AEPKATHCA OT TEepamuu
arexksIoeHakoM, MpUHUMAasi BO BHUMaHUE MPEHMYILECTBA IPYIHOTO BCKAPMIIMBAHU JJIs1 peOeHKa
W/WM TIONIB3bI TEpanuu JUIsi MaTepu. JlaHHbIe O BBIJECIIEHUHU alekIopeHaKa ¢ KEHCKUM MOJOKOM
OTCYTCTBYIOT; B  JIOKJIMHUYECKMX  MCCIEIOBAHUSAX  IPU  BBEJIECHUU  PaAJAMOAKTUBHOIO
14C-anexnodenaka 3aMeTHOro MepeHoca PaaHoaKTUBHOCTH B MOJIOKO HE HAOII0AAI0Ch.

[Tpenapat AnekiodeHak mpOTHBOMOKA3aH B IEPHUOJI IPYIHOTO BCKapMiuBanus (cM. pasnen 4.3.).

DepTUILHOCTE

[Ipumenenne  mpemapaT  AnekiodeHak, Kak M JPYrdX  HUHTHOMTOpPOB  CHHTE3a
LUKJIOOKCUT€HA3bl/IPOCTArTIaHANHA, MOXXET CHMXKaThb (EepTHIBHOCTh M HE PEKOMEHIyeTcs
KEHILMHAM, [UIAHUPYIOLUM OepeMEeHHOCTh. JKeHIIMHaM, UMEIOLUMM TPYJHOCTU C 3a4aTHEM HWIIH
IIPOXOAALIMM 00CIeJ0BaHNUE 110 MTOBOLY OECIUIOAMS, CIEAYET PEKPATUTh IIPUEM alleKJIOPEeHaKa.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padorarh ¢
MeXaHM3MaMH

Crnenyer BO3JEpKaThCs OT YIPaBJICHUS TPAHCIOPTHBIMU CPEJICTBAMU M pabOThl C MEXaHU3MaMU
IIPU BO3HUKHOBEHHMH CJa0OCTH, FOJOBOKPY)KEHHUS, BEPTUTO MJIM APYIMX HApYIIEHUH CO CTOPOHBI
[EHTPaJIbHOW HEpBHOM cucTeMbl Ha pone npuema HIIBII.

4.8. HexenaTelbHbIE peaKIUU

Pesrome HDOd)I/IJIﬂ 0€30IaCHOCTH

Haub6onee yacto Habmoaatores ocnoxaenust co ctoponsl JKKT. Moryt BOZHUKHYTS $13Ba JKeTyIKa,
npoboaenue wim kpooteuenne n3 KKT, nHorna npuBoasime K JeTAIBHOMY UCXOY, OCOOCHHO Y
MalMEeHTOB MOXKMIOro Bo3pacra (cm. paszaen 4.4.). IIpu npueme HIIBII mabmromamuck TomIHOTA,
pBOTa, 1uapesi, B31yTHE KUILIEYHUKA, 3al0p, JUCIEeNCcHs, 00Ib B )KUBOTE, MEJIEHa, KpOBaBasi pBOTa,
SI3BEHHBI CTOMATUT, 000CTpeHue Konuta u 6one3nb Kpona (cm. pazznen 4.4.). Pexxe Habmogaercs
TacTpHT.

B cBa3u ¢ mpuemom HIIBII cool6manock 0 pa3BUTHM HEXeNaTeIbHBIX PEaKIUi cO CTOPOHBI
CEPAECYHO-COCYIUCTOU CUCTEMBL: OTEK, ApTEPUAIbHAs THIIEPTEH3UA U CEPACYHAs HEIOCTATOYHOCTD.

AHCKJ’IO(I)CH&K MeTa60JIH31/IpyeTC}I a0 ,[[I/IKJIO(I)eHaKa u O6J'IaIlaeT C HUM CTPYKTYPHBIM CPOJACTBOM.

Kak cBugerenbcTByeT OO0JbIIOE KOJIMYECTBO KIMHUYECKMX M JMHJIEMHUOJOTHYECKUX JAHHBIX,
IUKJIO(PEHAK MOXKET MOBBIATh PUCK apTEepUATbHBIX TPOMOO30B (HampumMep, HHpapKTa MHOKap/aa
WM UHCYJIbTA, OCOOEHHO MPHU NPUMEHEHUH B BBICOKUX J103aX WUJIH MPU JJTUTEIbHOM PUMEHEHHUH).

DNUIEMHUOIOTHYECKHE JaHHBIE TaKKe YKa3bIBAIOT Ha YBEJIMYCHHE DPHUCKA PAa3BUTHS OCTPOTO
KOPOHApHOTO CHHJIpPOMAa W WH(papKTa MHOKap/a, CBA3aHHBIX C MPUMEHEHHEM arekiodeHaka (CM.
paznenst 4.3. u4.4.).

Hwxke npencraBieHbl HexeNaTeNbHBIE SBICHUS, WHOOpMAIMs O KOTOPBHIX OblTa TONyYeHa B
KIMHUYECKUX HCCIIEOBAaHUSAX M B XOJ€ IOCTMapKETUHTOBOIO HAONIOJEHHS;, HeXKeJaTelbHbIe
SIBJICHHSI CTPYIITUPOBAHBI B COOTBETCTBHH C KJIACCAMH CHCTEM OPTaHOB COTJIACHO MeIuIMHCKOMY
CIIOBapl0 Il HOpMaTWUBHO-TIpaBoBoi jestenbHOcTH (MedDRA) u 9acToTOH BO3HUKHOBEHHS:
odeHb yacto (>1/10), gacro (>1/100, Ho <1/10), HewacTo (>1/1 000, Ho <1/100), penko (>1/10 000,
Ho <1/1 000), ouens penko (<1/10 000), yacToTa HeM3BeCTHA (Ha OCHOBAaHMHM MMECIOIIUXCS JTAHHBIX
OLICHUTh HEBO3MOJKHO).
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Tabnuunoe pEe3l0Me HeXKelIaTeIbHbIX PEaKIIMM

YacToTa BO3HUKHOBEHMUS HexenarejabHble Pe€aKkuumn

Hapywenus co cmoponsl kposu u aumgpamuueckotl cucmemol

Penxo: aHeMusl.

OucHb pPEOKO: YTrHETCHUEC (I)YHKLII/II/I KOCTHOT'O Mo3ra, TpaHyJIOLIUTOIICHHUA,
TpOM60LII/ITOHeHI/I${, HCﬁTpOHCHHH, TCMOJJIUTUYCCKasA aHCMHUSI.

Hapymenuﬂ CO CMOPOHbL MMMyHHOl‘i cucmemoul

Penko: aHaq)I/IJ'IaKTI/I‘ICCKI/Ie pe€aKkunu, BKJIrO4Yas MOK, TUIICPIYBCTBUTCIIBHOCTD.

Hapywenus memaboauzma u numanus

Ouenb PEAKO: TUNICPKAJIUCMU .

Icuxuueckue Hapyuilerus

OdeHs penko: JeTIpeccusi, HeOOBIYHBIC CHOBUICHUS, OECCOHHUIIA.

Hapywenus co cmoponul nepgnoti cucmemsl

Yacro: TOJIOBOKPY>KEHUE.

OueHb penko: mapecTesus, TPEMOp, COHJIHMBOCTb, TOJIOBHas 0OJb,  JHCTeB3US
(u3BpaleHNe BKyCa).

Hapywenus co cmoponul opeana 3penus

Penko: HapylLIEHUE 3pEHUSL.

Hapywenus co cmoponul opeana cnyxa u nabupunma

Ouensp penko: BEPTUTO, IIIyM B YIIaX.

Hapywenus co cmoponwi cepoya

Penko: cepacuHas HEAOCTATOYHOCTD.

Ouenb PEaAKo: OINyHIICHUC cepnue6HeHI/m.

Hapywenus co cmoponul cocydos

Pexxo: NOBBIILICHHE  ApTEpUAIBHOIO  JABJIEHUs,  yXYyIIIEHHE  TEUeHHs
apTepuaNbHON TUIIEPTEH3HH.

OueHb PEaAKo: IMMOKPACHCHUEC KOXU, KIIPUIIUBBD», BACKYJIUT.

Hapywenus co cmoponul ObixamenvHol cucmembl, 0p2anos 2pyOHOU KIemKu 1 cpe0oCmeHus

Penxo: OJIBIIIKA (3aTPY/AHEHUE IBIXaHUS).

Ouensb penko: OpoHXOCTIa3M.

Hapymeﬁwz CO CMOPOHbL ofceﬂydquo-KuweuHozo mpaxkma

Yacro: JUCTIeTICHS, O0JIb B )KHBOTE, TOIIHOTA, TUAPESL.

Heuacro: METEOPHU3M, TACTPHUT, 3amop, PBOTA, U3BSA3BICHUE CIU3UCTOW 00OJOUKH
MOJIOCTH PTa.

Penko: MeleHa, u3bsa3BieHne cimzuctoil obomouku KKT, remopparmueckas
nuapesi, reMopparuu cimsuctoi ooomouku KKT.

Ouens penko: CTOMATHT, PBOTa KPOBBIO, TPOOOICHUE KUIICYHUKA, VXY IIICHHE TCUCHHS
6one3nn KpoHa u SI3BEHHOTO KOJIUTA, ITAHKPEATHT.
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Hapywenus co cmoponul neuenu u scenyuegvlgo0sauux nymeu e i ikt

Yacro: IIOBBINICHUEC aKTUBHOCTH «IICYCHOYHBIX) (bepMeHTOB.

Ouenb penko: HOBPEXKJICHUE TMe4YeHH (BKJIOYAs TeNaTuT), IMOBBIILICHUE aKTUBHOCTH
1IeI0YHoM ocdaTasbl.

Hapymesz CO CNOPOHbL KOJMCU U NOOKOJCHBIX MKAHEL

Heuacro: 3y, ChIllb, ICPMATHT, KPAIIMBHHUIIA.
Penxo: aHTHOHEBPOTHUYCCKUIN OTEK.
OdeHs penko: Oyiute3Hple  peakiuu, BKkiodas cuHApoMm CruBeHca-/[)kKoHcoHa U

TOKCHUUYCCKHUI BHH,E[epMaJILHLIfI HCKPOJIN3; IMypIrypa, 3K3cMa.

Hapywenus co cmoponul nouex u mouesvigo0siuyux nymeti

Heuacro: MOBBIIICHUE KOHLIEHTPAlMd MOYEBHHBI M KpPEaTMHHHA B CHIBOPOTKE
KpOBH.
Ouensb penko: HEPPOTUUECKUN CHHAPOM, ITOYeUHasi HEAOCTaATOYHOCTb.

Obwue napywienus u peaxyuu 8 Mmecme 66e0eHus

Ouenb peaKko: OTEK, NOBBIMICHHAA YTOMJIIEMOCTD, CIIa3Mbl MBILIL] HUKHUX KOHEYHOCTEH.

JlabopamopHnyvie u uncmpymenmanvhvie OanHble

OueHsb penko: YBEJIMYEHHE MacChl Tela.

OnuncaHue OTACABHBIX HEKEIATSIbHEBIX PeaKIIii

pyeue knacc-cneyughuunvie s¢pgpexmor HIIBIT

HapvmeHuﬂ CO CImMOpPOHbL NOUEK U MOH@SblSOOﬂIMMx nvmeﬁ

OueHb peKo: HHTEPCTUITHATILHBIA HEPPUT.

HapvmeHuﬂ CO CIMOPOHbL KOAHCU U NOOKOJICHbIX MKAHE

B oTnenpHBIX ciyyasx HaOMIOAANUCH CEPbE3HbIE KOKHbIE MHOEKIMHU U MHPEKINN MATKUX TKaHEH
npu npueme HITBII Bo Bpemst 3a00ieBaHus BETPSIHOM octioi (cM. pasmenst 4.4. u 4.5.).

Coo011eHrEe 0 TTOI03PEBAEMBIX HEXKEIATENbHBIX PEAKIINIX

Baxxno coo0mare O TMOA0O3pEBAEMBIX HEXKENATEIbHBIX PpEaKUUsAX IOCJe PEeTUCTpaluu
JIEKApCTBEHHOT'O Tpernapara ¢ Ielbl0 00€CIeueHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHS
«T0NTb3a-pUCK»  JIGKAPCTBEHHOTO Tpemnapara. MeAWIMHCKUM pa0OTHUKAM  PEKOMEHAYETCs
CO00IIaTh O JHOOBIX M0/I03PEBAEMBIX HEXKENATEeIbHBIX PEAKIMIX JIEKAPCTBEHHOIO Mpernapara uepes

HallMOHAJIbHBIE CHCTEMBl COOOIIEHHMS O HEKENATeNbHBIX pEeaKUUsIX TOoCyJapCcTB — YJICHOB
EBpasniickoro 5KOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

denepanbHas ciyx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUS

Anpec: 109012, Mocksa, CnaBsHCKast 1jI01aas, 1. 4, ctp. 1

Tenedomn: +7 800 550 99 03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpMaIIMOHHO-TEIEKOMMYHUKALIMOHHON ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/
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4.9. llepeno3upoBka

JlaHHble 0 epeI03upOBKe aleKIopeHaKa y 4eloBeKa OTCYTCTBYIOT.

Bo3MOKHBIE CUMIOTOMBI

TomHoTa, pBOTA, 60JIH B 00JIACTH JKEITY/IKA, TOJIOBOKPYKEHHE, COHJIUBOCTh, TOJIOBHAs OOJIb.
Jleuenue

AHTanuapl, TOJACPKHUBAKOIIAs M CHUMITOMATHYECKash Tepamus OCJIOXHEHWH, TaKuxX Kak
apTepuasbHas TMIIOTEH3Us, I0YEYHAst HEOCTaTOYHOCTh, Cynopory, pasapaxenue JKKT, yruerenue
JbIxaHud. JledeHre OCTporo OTpaBiIC€HHS — B KpaTyallllie CPOKH IPOMBIBAHUE KEIIYJKa,
Ha3HAYeHHE aKTUBUPOBAHHOTO YTJIS B TIOBTOPHBIX J103aX. DOPCUPOBAHHBIN TUype3, reMonepdy3us
Y reMOJNaJIN3 HeJ0CTaTOYHO 3((EeKTUBHBI U3-3a BBICOKOH cTeneHu cBsa3biBanust HIIBII ¢ 6enkamu
KPOBH U UX aKTUBHOT'O METAa00IM3Ma.

5. PAPMAKOJIOTHTYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

CDapMaKOTCpaHeBTI/I‘IeCKaH rpymia: IIPOTHUBOBOCIIAJIUTCILHBIC u IMPOTHUBOPCBMATHYCCKHC
npenaparbl, HCCTCPOUIAHBLIC IMMPOTUBOBOCHAIWUTCIBHLIC W IPOTUBOPCBMATUYCCKHUC IIPCIIApaThl,
IIPOU3BOJHLIC YKCYCHOﬁ KHCJIOTBI U POACTBCHHBIC COCINHCHUA.

Kox ATX: M01AB16.

Mexannu3M ASHCTBUS

AHCKHO(i)CHaK — HECTCPOUAHOC COCAMHCHUC C IMPOTHBOBOCHAIMUTCIBHBIM W aHAJIBICTUYCCKHUM
HGfICTBPI@M. Mexanu3m ero IIGIZCTBPISI OCHOBAH Ha I/IHFI/I6I/Ip0BaHI/II/I CHUHTC3a IpocCTarjianjanuHa.

5.2. apMaKkoOKHHeTHYECKHE CBOiicTBA

AOGcopOrus

[Tocne mpuema BHYTpH anekiodeHak OBICTPO BCACHIBAETCS, OMOJOCTYITHOCTh COCTaBIISET IOYTH
100 %. MakcumainpHasi KOHIIEHTpAIHS B TUIa3Me KPOBH AOCTHTaeTcs yepe3 1,25-3 1 mocie npuema.
OIHOBpEMEHHBIH PUEM THIIH 3aMeJUIIeT BCaChIBaHNE, HO HE BIIHMSET Ha €T0 CTEIEHb.

Pacnopenenenne

AnieknodeHak B BBICOKOW CTENEHU CBs3biBaeTcs ¢ Oenkamu 1uiasmbl (> 99,7 %). Anexnodenak
MIPOHUKAET B CHUHOBHAJIbHYIO JKUIKOCTb, TIJI€ €ro KOHIEHTpanus nocturaer 60 % ot ero
KOHIIEHTpaluu B miaasme. O0wveM pacnipenenenus coctasuset 30 1.

buorpaucdopmaris

Cuuraercs, uto anekinodenak meradonusupyercs nzopepmentom CYP2C9. OcHoBHON MeTabONIUT
—  4-OH-anexnodenak, BepoOATHO, OOJAMAIONIMA MHUHUMAIBHBIM KIMHHYECKA 3HAYUMBIM
neiictBueM. bputm  oOHapykeHBl  pa3iauyHble MeTaboyiuThl  (BKJIOYass  JUKIO(EHaK U
4-OH-uknodeHnax).

ONUMUHALMS

Cpennunit mepuon momyBeiBeaeHus (t12) cocraBasier 4-4,3 4. Kmupenc cocraBmser 5 a/q.
[TpubnusurenbHo 2/3 TPUHATON H03BI BBIBOAUTCA TOYKAMH, B OCHOBHOM — B BHUJE
KOHBIOTMPOBAHHBIX FI/IJIPOKCI/IMeTa6OJ'II/ITOB. Toneko 1 % J035bI ITOCJIC ITPpUEMa BHYTPb BBIBOAUTCS B
HEU3MEHHOM BH/IC.
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dapMaKOKMHETHKA Y 0COOBIX T'pYIIl ITannMcHTOB

Tlayuenmul nostcunoeo eospacma (cmapuwe 65 nem)

.
L

AL

MY OTYETY

OTBETCTEYET .
(nocneno Ei.-i.TEJ;ll:-H'i:! CTbL 0007)

q)apMaKOKI/IHeTI/IKa aI_IeKJIO(beHaKa Yy NAalIMCHTOB MOXXUJIOI'0 BO3pacTa HC USMCHACTCA.

Hab;uenmbz C NeYeHOoYHOoU HedOCMAamo4HOCbIO

[Tocne OgHOKpPAaTHOTO NMPUMEHEHHUs Iperapara y MalueHTOB C MOHMKEHHON (yHKIMEH MedYeHu
YMEpPEHHOH CcTeneHu TsbKecTH HalmroAanoch Oojiee MeIJICHHOE BhIBeleHHUE arekinodeHaka. B
WCCIICIOBAaHNM MHOTOKpATHBIX 1103 npu npueme 100 mr amexnodenaka 1 pa3 B JeHb He
Ha0II0/1a710Ch Pa3inyuil B (hapMaKOKMHETHYECKHUX MapaMeTpax YYacCTHUKOB C LIMPPO3OM MEUEHU
JIETKOM UM YMEPEHHOM CTENEeHU TSHKECTH U 37J0POBBIX 100POBOJIBIIEB.

Hab;uenmbz C NOYeYHOoU HedoCMAamo4HOCbIO

VY NanueHToB ¢ HAPYMICHUSMH (DYHKIUHM MOYEK JIETKOH WM yMEPEHHOW CTENEHH TSHKECTH He
HaOJII0AAT0Ch KIMHUYECKH 3HAUYUMBIX pa3ivuuii B (apMaKOKMHETHYECKUX I10Ka3aTessiX I[0cie
OJTHOKPATHOTO MPpHEMa 10 CPAaBHEHHIO CO 3/I0POBBIMHU JI0OPOBOJIBIIAMH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. [lepeuensb BcnoMoraTebHbIX BellleCTB

Slnpo TadIeTKy:

[e1r01032 MEKPOKPUCTAIUTHYCCKAST,
Kpockapmeinosa Harpus;

ITosunmon K 30;

Harpus creapun ¢pymapart.

O060s104yKa Ta0JIETKHU:

T'omogoe nnenounoe nokpvimue:

['unpomernnosa (rUIPOKCUTTPONHIMETHIILIEIIII0NI03a);
Lennrono3a MUKpOKpUCTAJUINYECKAs

Turana qTuOKCHT;

Maxkporout (TIOJTHATHIICHTITHKOJIb ).

6.2. HecoBMeCTUMOCTH

He nmpumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHusl)

3 roxa.

6.4. Oco0ble MepbI MPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHUTb B CyXOM MECTE IIPHU TemIiepaTrype He Bbime 25 °C B OpUrMHAIBHOW YIIAKOBKE (KOHTYpHas

STYEUKOBAs YITAKOBKA B MAYKE) JIJISl 3alUTHI OT CBETA.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 10 TabneTok B KOHTYpHOU SIUEHKOBOM yIaKOBKE W3 IUIEHKH MOJTMBHHWIXJIOPUIHOW U (POIbIU
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.12.2025 N= 23888

(NOCNEOQCBATENEHOCTE 0007)

QIFOMUHHUEBOU I1€YaTHOM JIAKUPOBAHHOM.

ITo 1, 2, 3, 4, 6, 9 miin 10 KOHTYpPHBIX SYEHKOBBIX YIMAKOBOK BMECTE C HMHCTPYKIHEH IO
MCIUIIUHCKOMY IMPHUMCHCHUIO JICKAPCTBCHHOI'O IIpCriapara (JII/ICTKOM-BKJIaIIBIIHeM) B IIa4YK€ U3
KapTOHA.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIM3ALUUH HCIO0JIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXO0J0B, NOJYYEHHBIX MOc/Je NMPUMeHEeHHs JIeKAapCTBEHHOr0 mpenapara, u
Apyrue MAaHUMYJISILMHU € MIPenapaTomM

Het ocoObIx TpeOoBaHUH K yTHIIM3AIUH.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

AO «DapmnpoexT»

192236, r. Cankt-IlerepOypr, yn. Coduiickas, 1. 14, nut. A
Tenedon: +7 (812) 331 93 10

DnextponHas mouta: sales@pharmproject.com

7.1. IlpeacraBuTeNb AEpKATE/IS] PETHCTPALMOHHOIO YA0CTOBEPEeHUs!

[Iperens3un notpeduTeseil HaMpPaBIATh MO AAPECy:
Poccuiickas ®@enepanns

AO «DapMIpoeKT»

192236, r. Caukt-IlerepOypr, yn. Coduiickas, 1. 14, mur. A
Tenedon: +7 (812) 331 93 10

DnexktponHas moura: sales@pharmproject.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(001729)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBeHHBIN ITpenapaTa OTHOCUTCS K KATETOPUH OTITYCKA IO PELENTY.

O61ua;1 XapPaKTCPUCTHKA JICKAPCTBECHHOI'O IIpCIiapara AI_leI(J'IO(I)eHaK AOCTYIIHA B €IUHOM PECCTpPC
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickOro 3KOHOMHYECKOTO COK3a M Ha
O(I)I/II_II/IaJ'ILHOM caiite YIOJIHOMOYCHHOT O opraHa (BKCHepTHOﬁ opT: aHI/ISaI_II/II/I)I
https://Ik.regmed.ru/Reqister/EAEU _SmPC
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