COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 04.06.2024 N2 11110

[10 MEJUIIMHCKOMY IIPUMEHEHMIO JJEKAPCTBEHHOI'O ITPEITTAPATA
AMEJIOTEKC®

PerncrpanuoHHblii HOMep:

Toprosoe naumenosanne: AMEJIOTEKC®

Memyﬂapounoe HCMATCHTOBAHHOC HAMMCHOBAHUEC: MCIIOKCUKaM

JlekapcTBeHHas (popMa: CyCIIEH3Us I IpUEMa BHYTPb

CocrtaB Ha 5 ma

Heticmsyrowee sewecmso:

Mesokcukam (B nepecuete Ha 100 % BemiecTBo) 7,5 Mr

Bcnomocamenvhvie sewgecmesa: copout (E420), xcunur, raummepon, Hatpus auruapodocdar,
KPEeMHHsI JUOKCHU]] KOJUIOUIHBIN, apoMaTH3aTop KIyOHUYHBIN, HaTpus O6enszoar (E211), kucioTs

JIMMOHHOM MOHOTHUApAaT, rU9TCIII03a, CaXapuH HATPUA, BOAA OUUIIICHHAA.

Onucanue: Bs3Kas CYCIICH3UA OT CBCTJIO-XKEJITOI'0 C 3CJICHOBATBIM OTTCHKOM 10 JKCEJIITOIO C

3€JICHOBATBIM OTTCHKOM IBETA C XapaKTCPHBIM KJ'IY6HI/ILIHI)IM 3araxom.

dapmakoTepaneBTHYeCKas TPyNIa. IPOTUBOBOCHAIUTENbHbIE M IPOTHUBOPEBMATHUECKUE
IpenapaTbl; HECTEPOUAHbIE MPOTHUBOBOCHAIUTENbHBIE U MPOTUBOPEBMATUYECKUE MPENapaThl;

OKCHUKaMBlI.

Kon ATX: MO1ACO06.

dapmakoJIornyecKue CBoiicTBa

Dapmarkoounamuka

Mexanuszm oeticmeus u hapmaxoounamuyeckue 3¢hghexmoi

[penmapar AMEJIOTEKC® conepuT B COCTaBe MENOKCHKAaM, SBISIETCS HECTEPOMIHBIM
npoTuBOBOCTIANIUTENbHBIM npenapaToM (HITBIT), oTHOCHTCS K MPpOU3BOIHBIM SHOJIOBOU KHCIOTHI
M OKa3bIBa€T MPOTHUBOBOCIHAIUTEIBHOE, AHAIBIETUYECKOE U KAPOIMOHUXKAIOIIEE IEHCTBUS.

Bblpa)KeHHOG MMPOTUBOBOCIIAJIUTCIBHOC I[eﬁCTBHe MCJIOKCHMKaMa YCTAHOBJICHO Ha BCCX
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CTaHOJAPTHBIX MOACIIAX BOCIIAJICHHA.

MexaHu3M JecTBUS MEJIOKCMKaMa COCTOUT B €ro CIIOCOOHOCTH HMHTHOMPOBaTH CHHTE3
MPOCTarjIaHANHOB — U3BECTHBIX MEIMUATOPOB BOCIAJICHUSI.

Merokcukam in VIVO HHTHOUMPYET CHHTE3 MPOCTAriaHAWHOB B MECTE BOCHAJCHHUS B OOJbIICH
CTEMEeHH, YeM B CIM3UCTON 0007I0UKe KeNyIKa WU MOYKaX.

OTH pasauuus CBSI3aHbI ¢ 00JIee CEICKTUBHBIM MHTHOMPOBaHUEM ITUKI0OKcHreHas3bl-2 (11OI-2)
no cpaBHeHWIO ¢ nukiookcureHazou-1 (IIOI'-1). Cuumraercs, yto wunrubmpomanue [[OI'-2
obecrieunBaetr TepaneBTuueckue aAeiictBus HIIBII, Torma kak WHruOMpOBaHHWE MOCTOSHHO
npucytcTByromiero nzopepmenta [{OI'-1 MoxkeT OBITh OTBETCTBEHHO 32 TOOOYHBIC JICHUCTBUS CO
CTOPOHBI JKEITYJKA U TIOYEK.

CenekTUBHOCTH MeNloKcukama B oTHomeHuu [{OI'-2 moaTBepxkieHa B pa3iMuHbIX TECT-CUCTEMAX,
Kak in vitro, tak u in vivo. CenexTuBHAs CIIOCOOHOCTh MeJOKCHKama mHruOupoBars 1[OI-2
MOKa3aHa MPH KCIOJIb30BAaHUM B Ka4eCTBE TECT-CHCTEMbI LIEbHOW KPOBH desoBeka in Vitro.
YcTaHOBIIEHO, YTO MeJOKcHKaM (B mo3ax 7,5 mr m 15 mr) aktuBHee wHrHOupoBan L[[OI-2,
OKa3bIBasi OoOJblllee WHTUOMpYIOIIEEe BIUSHUE Ha NPOAYKIHIO TpocTaritannuHa E2,
CTUMYJIMPYEMYIO JIMTIOTIOIMCaxapuaoM (peakiusi, Kontponupyemas [1OI-2), yem Ha MpOaYyKIIHIO
TPOMOOKCaHa, YYacTBYIOIIETO B MPOIECCE CBEPTHIBAHUS KPOBU (peakiusi, KOHTpOJIHUpyeMas
OI'-1). Otu 3 ekt 3aBUCENN OT BETUUMHBI 103bl. B HccieoBaHusgX €X VIVO MmoKa3aHo, 4To
MeJOKcHKaMm (B Jo3ax 7,5 Mr u 15 Mr) He oka3bIBaJI BIUSHUS Ha arperauio TPOMOOIIUTOB U
BpeMs KPOBOTEUEHUSI.

B kinHuYeckux wucciaenoBaHUSX MOOOYHBIE APGEKTHl CO CTOPOHBI JKETYJOYHO-KHILIEYHOTO
tpakta (OKKT) B 11e70M BO3HUKAIM peke MpU MpUeMe MeloKCHKama 7,5 Mr u 15 mr, yeMm mpu
npueme apyrux HIIBII, ¢ koTopelMH IpOBOAMIIOCH CPaBHEHHME. DJTO pa3iMuu€ B YaCTOTE
no6ouHbIx 3¢dekToB co ctopoHbl JXKT B OCHOBHOM CBSI3aHO C TE€M, YTO MPH MPUEME
MeJIOKCHKamMa pexe HaOJIofaluch Takue SBJICHUS, Kak JUCHENCHs, pBOTA, TOIIHOTA,
abnomuHanbHbele 6omu. Yactora nepdopanuii B Bepxaux otaenax KKT, s3B U KpoBOTeueHHi,
KOTOpBIC OBUTH CBSI3aHBI C MPUMEHEHHEM MEJIOKCHKaMma, Oblla HU3KOH U 3aBUCENIAa OT BETUYMHBI

JI03BI Tperapara.

DapmakoKkunemuka

Abcopbyus

Menokcukam xoporio BcackiBaeTcsi u3 JKKT, o yeM CBUACTENBCTBYET BBICOKasi abCOIMIOTHAS
ouogoctynaocts (90 %) mocne mnpuema BHYTph. Ilocie OAHOKpaTHOrO NpPUMEHEHUs
MEJIOKCHKaMa MaKcHMajbHas KOHLEHTpanus B miasMe (Cmax) JOCTHUTaeTcs B TedeHHe 2 .

OI[HOBpeMeHHBII\/'I MMpUCM MUIIA U HCOPraHUYCCKUX aHTAIUAOB HC M3MCHACT BCACBIBAHUC. HpI/I
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IpueMe MeJIOKCUKaMa BHYTPh (B go3ax 7,5 Mr m 15 Mri: gf?‘)%{lﬁi}éﬁ%ﬁa—[&g %%EEMIBHH
p yTpb ( ,

no03aM. Y CTOWYMBOE COCTOSTHUE (DapMAKOKWHETHKH TOCTHTAeTCs B Tipeenax 3—5 nueid. luana3on
paznununii Mexxay Cmax 1 MUHIMAJIbHOW KOHIIEHTpanueit B mia3Me (Cmin) MEIIOKCHKaMa MOCIIe ero
npuema 1 pa3 B IeHb OTHOCUTEIBHO HEBEJIMK U COCTABJISIECT MPU UCIOIB30BaHUM 10361 7,5 Mr 0,4—
1 Mkr/mi1, a npu uUcmoab30BaHUK J03bI 15 Mr — 0,8-2 mMkr/min (mpuBeIEHBI, COOTBETCTBEHHO,
3Ha4eHUS Cmin ¥ Cmin B IEPHOJ] YCTOMYUBOTO COCTOSHUS (PAPMAKOKMHETHKH ), XOTS OTMEYAINCH U
3HAUEHUs, BBIXOASIIME 3a YKa3aHHbIM auana3oH. Cmax B IUIa3ME€ B IEPUOJ YCTONYHMBOIO
cocTosiHUS hapMaKOKMHETHKH JIOCTUTaeTcsl B TeUeHue 5—6 4 rmocie npremMa BHyTpPb.
Pacnpeoenenue

MeokcrKaM O4eHb XOPOIIIO CBSI3bIBACTCS C OeKaMH IJ1a3Mbl, 0COOCHHO ¢ ab0ymMuHOM (99 %).
[IpoHukaetr B CHHOBUANIbHYIO JKUJIKOCTh, KOHIEHTPALUSI B CHHOBUAIBHOM )KUJAKOCTH COCTABIISIET
npumepHo 50 % koHueHTpanuu B miuazme. O6bem pacnpenenenus (Vg) mocie MHOTOKPaTHOTO
nmpueMa BHYTPh MeJIOKcMKama (B mo3ax oT 7,5Mr go 15 wMr) cocraBmsier okono 161, ¢
kod¢durmenTom Bapuanuu ot 11 1o 32 %.

buompancgpopmayus

MenokcukaM TMOYTH MOJHOCTBIO METa0OJIM3UMpyeTcss B TMeueHu C oOpazoBaHuem 4
(dhapMakoJIOTHYECKA HEAKTUBHBIX MPOU3BOIHBIX. OCHOBHOM MeTa00JIHT, 5'-KapOOKCHMETOKCUKAM
(60 % or BeaMuHMHBI J03bI), OOpa3dyeTcs IyTEM OKHUCICHHS IPOMEXKYTOYHOIO METadoNnTa,
5'-TUPOKCUMETUIMETIOKCUKAaMa, KOTOPBIM TakKe 3KCKPETUpPYyeTcs, HO B MeHbInel creneHu (9 %
OT BeNUuYWHBI J103b1). MccnenoBanus in Vitr0 mokasaiw, 4TO B JaHHOM METa0OJHYECKOM
MpEBpaIIeHU BaXHYIO posib urpaet uzopepment CYP2CY, nonomHuTenbHOE 3HAUYEHUE HUMEET
uzopepmerr CYP3A4. B o0Opa3oBaHum [BYX JpYyrux MeETa0OIUTOB (COCTABIISIFOIIMX
COOTBETCTBEHHO 16 % 1 4 % OT BeIMUMHBI 03Bl IIpenapaTa) IPUHUMAET ydyacTUe MEpOKCH1a3a,
AKTUBHOCTH KOTOPOH, BEPOSTHO, MHAUBUIYaJIbHO BapbUPYET.

Dnumunayus

BeiBomuTCA B paBHOIl CTENEHM Yepe3 KUIIEUYHUK M IOYKaMM, NPEUMYLIECTBEHHO B BHJE
MeTa0OoJIUTOB. B HeM3MEeHEHHOM BHIE C KAJIOM BBIBOJUTCS MeHee 5 % OT BETMYMHBI CyTOYHOU
J03bl, B MOYE B HEHU3MEHEHHOM BHJIe IMpemapaT OOHapYyXHBAeTCsl TOJIBKO B CIIEJOBBIX
konmdectBax. Cpennuii nepuoa noyBbiBeneHus (T12) menokcukama Bappupyet oT 13 1o 25 4.
[Ina3MeHHBI KIMPEHC COCTaBIAEeT B cpeiHeM 7—12 MiI/MHH moOcie OJHOKPAaTHOTO Ipuema
MeJIOKCHKaMa.

Ileuenounas Hedocmamounocmo

HenocratouHocTs (yHKUIMHM TI€YEHH CYIIECTBEHHOTO BIHMSAHUA Ha (apMaKOKHHETHKY

MCJIOKCHMKaMa HE OKa3bIBAacCT.
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Toueunas neoocmamournocmo

Cna0o BeIpakeHHas! TOYEYHAs! HEJJOCTATOYHOCTh CYIIECTBEHHOTO BIUSHUS Ha (DapMaKOKUHETHKY
MeEJIOKCHKaMa He oKa3blBaeT. CKOpOCTb BBIBEACHHUS MEJIOKCHKamMa M3 OpraHu3Ma 3HA4UTEIbHO
BBIIIIE Y MAI[UEHTOB C YMEPEHHO BBIPAKEHHOMN MOYEYHONW HEJOCTATOYHOCTBI0. MENOKCHUKaM XyxKe
CBSI3BIBAETCS C O€JKaMU IUIa3Mbl y MalMEHTOB C TEPMHUHAIBHOW MOYEYHONW HEAOCTATOYHOCTHIO.
[Ipn TepMUHATBHON TOYEYHOM HEJOCTATOYHOCTH YBEIMYCHHE V¢ MOXET NMPUBECTH K Ooiee
BBICOKMM KOHIIEHTPAILUsM CBOOOIHOTO MEIOKCHKaMa, IO3TOMY Y 3TUX MallueHTOB CyTOYHAas /1032
HE JI0JKHA IIPEBBIIIATE 7,5 M.

Jluya nooicunozo 6ospacma

[loxxuible ManMEeHThl MO CPAaBHEHUIO C MOJIOABIMM IALUMEHTaMH HMMEKT  CXOJHBIE
(apMakOKMHETHYECKHE MTOKA3aTenu. Y MOXKUIIBIX MAllMEHTOB CPEIHUM MIIa3MEHHBIN KIMPEHC B
IIEpUOJl PABHOBECHOTO COCTOSHHUS (PApMAKOKMHETHKM HEMHOTO HHXKE, YeM Y MOJOABIX
MAIMEHTOB. Y JKEHIIMH TMOXKWJIOro Bo3pacta Oonee Bbicokue 3HadeHwss AUC (mmomanb mon
KpUBOIl KOHIIEHTpalusi-BpeMs) u Oosiee JIMHHBINA T1/2 IO CPaBHEHUIO C MOJIOJIBIMU MAallUEHTaMU
000MX MOJIOB.

Jlemu

Bo Bpems uccrenoBanusi MEeJIOKCHKaMa y JieTeil Obuta u3ydeHa (papMakOKWHETHKa Iperapara B
n03ax, npuMeHsBIIuXcs u3 pacuera 0,25 mr/kr. Ilpu cpaBHeHHH TOKas3artenel y JeTel pa3sHoro
Bo3pacta (2—6 ner, n=7 u 7-14 netr, n=11) yctaHoBieHa TeHJeHIUS K Oojiee HU3KOU Cmax
(ymenbuienne Ha 34 %) u AUCo- (ymeHblieHue Ha 28 %) y nmeredl Miajliero Bo3pacra, a
KJIMpEHC Ipernapara (¢ IOMpaBKoiH Ha Maccy Tejia) y 3TOH rpynmsl feTei Obul 60s1ee BRICOKUM.
KoHuenTpaunn Menokcukama B IIa3Me y JETEM CTaplliero Bo3pacTa M B3pPOCIHBIX CXOAHBIL. Y
neTeit o0enx Bo3pacTHhIX rpyii T1/2 MeJToKCHKaMa 13 I1a3Mbl ObUTH OJJUHAKOBBIMU M COCTaBIISUIIN

13 4, HO HECKOIBKO 00JIee KOPOTKUMH, YeM Y B3pOCHIbIX — 15-20 4.

Iloka3zaHus K NPUMEHEHHIO

CumnromaTHyeckoe JIeYeHHe:

—  ocreoapTpuTa (apTpo3a, JereHEpaTUBHBIX 3a00JE€BaHUN CYCTaBOB), B TOM YHCJIE ¢ OOJIEBBIM
KOMITOHEHTOM;

—  pEeBMaTOUJHOTO apTPUTA;

—  aHKWJIO3UPYIOIIETO CIIOHAMIINTA;

—  IOBEHWJIBHOTO PEBMATOMJIHOTO apTPUTA;

- APYrux BOCHAJIUTCIIBHBIX W ACTCHCPATHBHBIX 3&6OHGBaHHI>'I KOCTHO-MBIIIIEYHON CHUCTCMBI,
TaKUX KakK apTponaTHuu, JOpPCONaTHH (HampuMmep, UIIMac, OONb BHU3Y CIMHBI, IUICYEBOM

MEepUAPTPUT U APYTHE), COMTPOBOKIAIOMTUXCS OOJIBIO.
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MOMCHT HMCIIOJIb30BaHM, Ha ITPOTrpeCCUPOBAHUC 3a00JIeBaHUS HE BIUSCT.

IIporuBonokazanusi

— T'unepuyyBCTBUTETBLHOCTH K MEJIOKCHKAMYy MJIM BCIIOMOTaTEIbHBIM KOMIIOHEHTaM Mperapara.

— TlonHOe WM HEMOJHOE COYETaHWE OPOHXUATHHOW aCTMBI, PEIUIUBUPYIOLIETO IMOJIUII03a
HOCa M OKOJIOHOCOBBIX IIa3yX, AHT'MOHCBPOTHUUYCCKOI'O OTCKa WJIM KpallMBHUIIbI, BBI3BAHHBIX
HENEPEHOCHUMOCTBI0  AlleTWJICAIULIMIOBOW  KHCJIOTBl  WJIM  JAPYTUX  HECTEPOHIHBIX
IPOTUBOBOCTIAJIUTENIbHBIX MPEMapaToB H3-3a CYUIECTBYIONIEH BEPOATHOCTH TMEPEKPECTHOU
YYBCTBUTCIIbHOCTH.

- 3p03HBHO-}13BeHHbIe MopaxXeHud IKCJIyaKka U HBGH&HH&THHGpCTHOﬁ KHIIIKKX B CTaauu
000CTpeHus WIH HEJaBHO MEPEHECEHHBIE.

— BocnanurensHbie 3a007eBaHus KUIIEYHUKA — Oosie3Hb KpoHa min SI3BeHHbIN KOJUT B CTaIUU
o0ocTpeHusl.

— Tspokenasa meueHoYHAas HEOOCTAaTOYHOCTB.

— Tskenas moueyHasi HEIOCTATOYHOCTh, XpOHUYECKasi TToueyHass HepoctaTouHocTs (XITH) y
MAIMEHTOB, HE TIOJBEPraloluXcsi TeMOANANN3Y NP KIIMpeHce KpeaTuHuHa MeHee 30 mMi/MuH, a
TaK)Ke TPU MOATBEPKICHHON TUIepKATMEMUH; TIPOTPECCUPYIOIIee 3a00IeBaHNE TTOYEK.

— AKTHUBHOE KETYJOUHO-KUILIEYHOE KpOBOTEUEHHE, HEJJaBHO IIEPEHECEHHBIE
epeOpOBacCKyJISIpHbIE ~ KPOBOTEUEHHUS  WJIM  yCTAHOBJICHHBIM  JIWarHo3  3a0osieBaHMid
CBEPTHIBAIOLIEH CUCTEMBI KPOBHU, CONTPOBOKAAIOIINXCS MOBBIIIEHHON KPOBOTOUMBOCTHIO.

— Tspkesble HEKOHTPOJIUPYEMbIE CEPACUHO-COCYAUCThIE 3a00IeBaHUS.

— bepemeHHOCTSD.

— Ilepuon rpyiHOro BCKapMIIMBaHUS.

— Tepanus nepronepaiMoOHHBIX 00JIeH MPU NMPOBEIEHNHN IIYHTUPOBAHUS KOPOHAPHBIX apTepuil

(CABG).

C 0CTOPOKHOCTBIO

— SI3BeHHbIE MOPaKEHUS KETYTOUHO-KUIIIEYHOTO TPaKTa B aHAMHE3E;
— XpOHHWYEcKas cepieyuHasi HeJIOCTaTOYHOCTh;

— TIO0KMJION BO3pacT;

— TI0YeYHas HEJOCTAaTOYHOCTh (KiHupeHc kpearnHuHa 30—-60 mi/MuH);
— WIIeMHYecKas 00JIe3Hb CEP/IIa;

— 1epebpoBacKyIsIpHbIC 3a00JICBAHUS;

—  TUCITHITHIEMUS/TUTICPIUITHIEMUS;
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— caxapHbIil 1uaber;

— COIYTCTBYIOIAs Tepamnus CIEAYIOLUMMU MpernapaTaMu: aHTHKOATYJISHTHI, MepOopaJibHbIE
TIIFOKOKOPTUKOCTEPOUIbI, AHTHATPETaHThl, CENIEKTHBHBIE WHTHOUTOpPHI OOpaTHOTO 3axBaTa
CEpOTOHUHA;

— 3a0osieBaHus IepUPEPUICCKUX apTEPUiL;

— onHoBpeMeHHbIN npuem apyrux HIIBII;

— OJHOBpPEMEHHBIN MPHEM METOTpPEKCcaTa B I03UPOBKE Oonee 15 mr/Henens;

— piauTenabHoe ucroib3oBanue HIIBII;

— KYypeHHE,

— aJIKOT'OJIU3M.

IIpumenenne BO BpeMsi 0epeMEHHOCTH M B IIEPHOJ I'PYAHOI0 BCKAPMJIMBAHHA
bepemennocmo

[pumenenue npenapata AMEJIOTEKC® npoTusonokasano Bo BpeMsi 6epeMEHHOCTH.
[Mpumenenne HIIBII xenmunamu ¢ 20-it Hezenn GEpeMEHHOCTH MOXET MPUBECTH K Pa3BUTHIO

MaJIOBOJIUS W/VJIM TTATOJIOTHH TIOYEK Y HOBOPOXKJACHHBIX (HEOHATAIbHAS MOYEHHAS] TUCPYHKITHSA).

Ilepuoo zpyonozo eckapmaueanusn
HssectHo, uro HIIBII npoHukKaroT B IpyJHOE MOJIOKO, IIO3TOMY IIPUMEHEHUE IIpenapara

AMEJIOTEKC® B nepros rpyIHOTO BCKapMJIMBaHHS MPOTHBOMOKA3aHO.

Depmunvnocmo

Kak mpenapar, WHrHOMpYIOUIMI CHHTE3 IMKJIOOKCUI€HA3bl/IPOCTArIaHAWHOB, TpenapaT
AMEJIOTEKC® MoskeT 0Kka3bIBaTh BIMSHHE Ha (EPTUILHOCTD, TO3TOMY HE PEKOMEHIYETCS €To
IPUMEHEHHUE Yy JKEHUINH, MJIAaHUPYIOINX OepeMeHHOCTb. MeJOoKCHKaM MOXKEeT MPUBOIUTH K
3aZICPIKKEC OBYJISALIUU. B cBsa3u ¢ atuMm Y KCHIIWH, HMCIOIUX HpO6JI€MI:I C 3a4aTucmM Hu
MPOXOIAIIMM 00CIeIOBaHUE O TIOBOJAY MOAOOHBIX MPOOIEM, pEeKOMEHAYETCSl OTMEHA TpHueMa

npenapata AMEJIOTEKC®,

Cnoco6 npuMeHeHus U 103bI

Pestcum oo3uposanusn

Tak Kak MOTEHIMAIBHBIH PUCK MOOOYHBIX PEAKIMA 3aBUCUT OT 03Bl M MPOMODKUTEIHLHOCTH
JICUCHHSI, CIIEIYeT HCIIOJIB30BaTh MAaKCHMMAaJdbHO BO3MOKHBIC HH3KHE JO3bI M JTUTEIBHOCTD
IMPUMCHCHUA.

MaxkcumManbHas peKoMeHayeMas CyTouHas fgo3a — 15 mr.
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Ocmeoapmpum ¢ 6onesvim cunopomom: 1,5 MI_B L[%L'%Ei%%ﬁll@h‘ﬁl ';&T;f'oga’ﬁ q\'}l-'lo-'meT

OBITH yBEJIMYEHA /10 15 MT B JICHb.

Pesmamouonwiii apmpum: 15 mr B ieHb. B 3aBucumocTs ot jgeuedHoro 3¢ ¢dexra 3ta 103a MOXKET
OBITH CHIDKEHA JI0 7,5 MT B JICHbD.

Anxunozupyrowuii cnonounum: 15 mMr B neHs. B 3aBucuMocTtn ot sedebHoro 3¢gdexra 3ta g03a
MOJKET OBITH CHIDKEHA 10 7,5 MI' B I€Hb.

Y  [anmueHToB ¢ TOBBIIICHHBIM ~ PUCKOM  MOOOYHBIX  peakuuii  (3a0oseBaHUS
KEJTyJOYHO-KUIIEYHOI0 TpaKTa B aHaMHe3€, Halu4ue (PakTOpPOB PUCKA CEPIAEUHO-COCYIUCTBIX
3a00IeBaHUI) PEKOMEHyeTCs HAauMHATh JICUCHHUE C 03Bl 7,5 Mr B JIeHb (cM. pazaen «Ocobbie
yKa3aHUs»).

VY DanMeHTOB € MOBBIIICEHHBIM PHCKOM MOOOYHBIX PEAaKIMi M € BBIPAKEHHOW IOYEHHOM
HEI0CTaTOYHOCTBI0, HAXOASAIIMXCS Ha TEMOIMAIN3e, 1032 He JJOJDKHA MPEBBINIATE 7,5 MI' B JIEHb.
Kombunuposannoe npumenenue

CymmapHast cyTounas no3a npenapara AMEJIOTEKC®, npuMenseMoro B BUjEe CYCIIEH3UM s

IIpYeMa BHYTPb U UHBEKIUI, HE JOJDKHA IPEBBIIATH 15 Mr.

Ocoobie zpynnol nayuenmaos

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Y nauMeHToOB C TEPMHHAJIBHOM CTaAMEd MOYEYHOW HEAOCTATOYHOCTH, HAXOIAIIUXCS Ha
TeMOJINAIIN3E 1 C OBBIIICHHBIM PHCKOM MOGOUYHBIX peakIuii, 1o3a npenapara AMEJIOTEKC® e
JIOJ>KHA TTPEBBIIATE 7,5 MT.

VY manueHToB ¢ HEOOJBIIMMU WM YMEPEHHBIMH HApYIICHUSMU (PYHKIHH TOYEeK (KIUPEHC
KpeaTHHHHA 0OJbIe 25 MJI/MUH) CHUKECHHE JTO3bI HE TpeOyeTcs.

Tlayuenmul ¢ nHapywenuem QynKyuu neveHu

VY manueHToB ¢ KIMHUYECKU CTAOMJIBHBIM IUPPO30OM IEUEHU CHUKEHHME J103bl Mperapara He

Tpebyercs.

Memu

Jlemu u noopocmxu 6 eospacme om 12 nem

MakcumanbHas peKOMeHIyeMas JHeBHas fo03a coctapisieT 0,25 MI/Kr u He JOJHKHA MPEBHIIIATh
15 wmr.

FOsenunvHbvlll peemamoudnsiiic apmpum (015 demeti 8 6ozpacme om 2 0o 12 nem)

Pexomennyemas no3a coctasisier 0,125 Mr/kr oauH pa3 B JICHb.
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Bec Obmwem cycnieH3un KonnuecTBo eHCTBYIOIIETO BELIECTBA
12 xr 1 mn 1,5 mr
24 xr 2 M 3mr
36 kT 3 M 4,5 mr
48 xr 4 M 6 Mr
> 60 kr 5 MI 7,5 Mr

MakcumanbHas cyTo4yHas fo3a 7,5 Mr
He pexomenayercs mpeBbIIaTh €KETHEBHYIO JO03UPOBKY BhIme, ueM 0,125 mr/kr. [Ipenapar He

JOJDKCH HazHadyaThCAd IMallMCHTAM MJIaJIIC 2 JIeT.

BesonacrocTh 1 3¢dekTnBHOCTh npenapata AMEJIOTEKC® y nereit B Bo3pacte 10 12 et B
cllydyae NMPUMEHEHHs Mperapara Mpu MoKa3aHUsAX, OTIIMYHBIX OT IOBEHWJIBHOTO PEBMATOUIHOIO

apTpuTa, Ha HaHHbIﬁ MOMCHT HC YCTAaHOBJICHBI. I[aHHBIG OTCYTCTBYIOT.

Cnoco6 npumenenusn

BnyTtpsb.

Bcio cyTounyro 103y npenapara ciielyeT IpMHUMAaTh OJTHOKPAaTHO BO BpeMs €/Ibl.

ITo0o4Hoe geiicTBHE

Pe3rome nexcenamenvHvIx peakyui

Hwxe onucanbl mobGouHbie 3(P¢eKTh, CBSI3b KOTOPHIX C TMPUMEHEHHEM MEJIOKCHKaMa
paciieHrBaIach KaK BO3MOYKHASI.

HexenarenbHble peakiuu, 3apEerHCTPUPOBAHHBIC TIPH MOCTMAPKETHHIOBOM MPUMEHEHUHU, CBS3b
KOTOPBIX C IPUEMOM IpernapaTa paclieHUBalIach Kak BO3MOKHAsl, OTMEUEHBI 3HAKOM *.

BHyTpu cHUCTEMHO-OpPTraHHBIX KJIACCOB IO YaCTOT€ BOZHUKHOBEHUS MOOOYHBIX JACHCTBUIA: OUYEHb
gacto (> 1/10), gacto (> 1/100, o < 1/10), Hewacro (> 1/1000, Ho < 1/100), penxo (> 1/10000, HO
< 1/1000), ouens peaxo (< 1/10000), uacTora HEM3BeCTHA (HA OCHOBAHWU MMEIOIIMXCS JTaHHBIX
OIICHUTH HEBO3MOKHO).

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

Heuacto — anemusi.

Penxo — m3MeHeHMs 4Hcaa KIETOK KPOBH, BKJIIOYAs M3MEHEHHUS JICHKOUUTApHOW (hOopMyIbl,
JeKOneHusl, TPOMOOLIUTOTICHHUS.

Hapywenus co cmopoHnvl uMMyHHOU cucmembl

Heuacto — APYruc pCakiuu rurnepuyBCTBUTCIIBHOCTH HEMCAJICHHOT'O THna*.
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Tcuxuueckue napyuienus

YacTo — u3MeHEeHHe HaCTPOCHUs ™.

YactoTra HeM3BeCTHA — CITYTAHHOCTh CO3HAHMS*, IC30pHUCHTAITHS ™.

Hapywenus co cmoponul HepgHoli cucmemvl

YacTto — rojoBHas 0OIIb.

HeuacTto — ronoBokpykeHue, COHIUBOCTb.

Hapywenus co cmoponvl opeana 3penus

Penko — KOHBIOHKTUBUT®, HApYIICHUS 3pEHUs, BKIIIOYasi HEUETKOCTh 3pEHUS ™.

Hapywenus co cmoponul opeana ciyxa u rabupunma

Heuacro — Bepturo.

Penko — mym B ymax.

Hapywenus co cmoponwl cepoya

HeuacTto — noBbllIeHHE apTEpUATBLHOTO AABICHHUS.

Penko — omymienue cepaieOneHus.

Hapywenus co cmoponwl cocyoos

Heuacto — 4yBCTBO «IIpHIIMBa» KPOBU K JIUILY.

Hapywenusa co cmoponul Ovixamenvhoti cucmemsvl, 0peano8 2pyOHOU KiemKu U cpedoCmeH s,
Penxo — OpoHxmaipHas acTMa y MAalMEHTOB C ajUIepPruei K aleTUJICATUIMIOBON KUCIIOTE WIIH
npyrum HIIBII.

Kenyoouno-kuuieunvie HapyueHus

Yacto — 6071b B )KUBOTE, TUCIETICHS, TUAPEs], TOITHOTA, PBOTA.

Hewacto — ckpeiTOe WM SBHOE >KETYJOYHO-KHIIEYHOE KPOBOTEUYECHHE, TacTPUT*, CTOMATHT,
3arop, B3AyTHE KUBOTA, OTPHIKKA.

Penxo — ractpoayoseHanbHbI€ A3BbI, KOJIUT, 330(arur.

Ouens peaxo — nepdopanus KKT.

Hapywenus co cmoponbvl neuenu u scenyueblo0Aumux nymeu

Heuacto — TpaH3uTOpHbIE U3MEHEHUS MOKazarened (yHKIHUM MeueHu (HampuMep, MOBBIIIEHHE
YPOBHsI TpaHCaMHUHA3 WM OMIMpyOrHa).

OdeHb peKo — renaTuT™.

Hapywenus co cmoponvl Kodtcu u NOOKOICHLIX MKAHE

HewacTo — aHTHOHEBPOTHYECKHUI OTEK™, 3y, KOJKHASI CHITIb.

Penko - Tokcuueckuii SnuaepMalbHBIA Hekponus®, cuHApoM CrtuBeHca — JI)koHcoHA™,
KpanuBHUIIA.

OueHb PeKo — OYIUIE3HBIA AepMaTUT*, MHOrOGopMHas dpUTemMa*.
M )
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«Oco0ble yKa3aHHY).

Hapywenus co cmopoHuvl nouex u Mouesvbi800auWux nymetl

Heuacto — n3meHenust nokazateneid (GyHKIIMHM MouYeK (TOBBIIICHWE YPOBHSI KpeaTMHHHA W/WIN
MOYEBHHBI B CBIBOPOTKE KpPOBH), HapyIICHHS MOUYEHCIYCKaHMs, BKIIIOUas OCTPYIO 3aJEPKKY
MOYH*,

OdeHb peIKo — OCTpast MoYeYHas HEIOCTATOYHOCTH *.

Hapywenus co cmoponsl penpo0ykmusHoU cucmemsl U MOIOYHBLX Jicelle3

Heuacro — no3ansist oBynsuus™.

UYactoTa HeU3BeCTHA — OECIUIOAUE Y KSHITUH ™.

CoBMecTHOE TPUMEHEHUE C JIEKapCTBEHHBIMU MpenaparaMH, YTHETAIOIMIMMH KOCTHBIA MO3T
(Hampumep, METOTPEKCAT), MOXKET CITPOBOIIMPOBATH IIUTONIEHHUIO.

KenynouHo-kuieqyHoe KpOBOTEUEHHUE, sI3Ba WM Mepopaiiisi MOTYT NPUBOAUTH K JIETAIbHOMY
UCXOJly.

Kak u nmna apyrux HIIBII, He uCKII04alOT BO3MOKHOCTH MOSIBIICHHUS WHTEPCTUIUATBLHOTO

He(dpuTa, TIIOMEPYIOHEPPHUTA, TOYSTHOTO METYIUIIPHOTO HEKPO3a, He(PPOTHIECKOTO CHHAPOMA.

Cooouienue 0 nooo3pesaemvix HeIHCEIAMENbHBIX PEAKUUAX

Baxxno cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUSX TOCIEe PETUCTPAINH
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeH s HeMPepbIBHOTO MOHUTOPHHTAa COOTHOLICHHUSI
«I10J1b3a — PUCK» JIEKAPCTBEHHOrO IMpernapata. MeIuIuHCKUM pabOTHHUKAM pPEKOMEHIyeTcs
co00IaTh O JIFOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMpernapara
4yepe3 HalMOHAIbHBIE CUCTEMBI COOOIICHHSI O HEXKENATeIbHBIX PEAKIUSAX TOCYIapCTB — YICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas ®@eoepayus

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTH «MHTepHeT»:

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

Ilepeno3upoBka
Cumnmombot

I[aHHbIX 0 ClIy4asx, CBA3AaHHBIX C HGpG,Z[O3HpOBKOﬁ MCJIOKCHMKaMa, HaKOIIJICHO HCAOCTAaTOYHO.
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TSAKCIIBIX CIIy4dasaX: COHJIMBOCTb, HAPYHICHUA CO3HAHUA, TOIIHOTA, PBOTA, 6o/ B SIMUTraCTpuu,
JKCIYAOYHO-KHUIICYHOC KPOBOTCUCHUC, OCTpass IMo4YcdHasd HCAOCTATOYHOCTb, UH3MCHCHMUA

ApTEPHUATIBHOIO JaBJICHUA, OCTAHOBKA JbIXaHUS, aCUCTOJIHA.

Jleuenue
Crennduyueckoro aHTHIOTa HET, B Cllydae MEPeI03WPOBKHU TPENapaToM CIeAyeT MPOBECTH:
ABaKyallUl0 COAECPKUMOTO KEIyAKa, MPUEM AaKTUBUPOBAHHOIO YIJIS, CHUMITOMATHYECKYIO

TEPAINIO, KOJICCTUPAMUH YCKOPACT BBIBCACHUC MCIIOKCHKaMa.

B3aunmopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CpeACTBaMHU

[pyaue uneubumopvl cunmesa NPOCMALIAHOUHA, BKIIOUAS  2MIOKOKOPMUKOCMEPOUObl U
canuyunamol, — OJHOBPEMEHHBIN MPUEM C MEJTIOKCUKaMOM YBEIMUYUBAET PUCK 00pa30BaHUs SI3B B
KKT wu KenynouyHO-KMIIEYHBIX KpPOBOTEYEHHMM (BCIEACTBHUE CHHEprU3Ma JEHCTBUSA).
OpnnoBpemennsiii npueM ¢ apyrumu HIIBII He pekomenyercs.

Anmukoazynanmel  Ons  npuema — 6HYMpb, 2eNapuH Ol CUCMEMHO20  NPUMEHEHUs,
mpomoonumuieckue cpeocmea — OJHOBPEMEHHBIM MPUEM C METOKCHMKaMOM IOBBIIIAET PUCK
KpOBOTEUCHH. B ciydae 0lHOBPEMEHHOTO MPUMEHEHHs HEOOXOIUM THIATENbHbIM KOHTPOJIb 3a
CBEPTHIBAIOLIEH CUCTEMOMN KPOBHU.

Anmumpomboyumapmnvie npenapamol, UHSUOUMOPbL O0OPAMHO20 3AX6aMA CEPOMOHUHA —
OIHOBPEMEHHBII IIpUEM C MEJIOKCHKaMOM IOBBIIIACT PHUCK KPOBOTEYEHHS BCIECICTBHE
UHTUOMpOBaHUs TpoMOomuTapHoi ¢yHKIMU. B ciiyuae OIHOBPEMEHHOTO MPUMEHEHHS
HE00XO0/IUM TIATEIbHBII KOHTPOJIb 32 CBEPTHIBAIOIIECH CHCTEMON KPOBH.

Ilpenapamor numus — HIIBII noBeIIaloT ypoBEHb JUTHS B IJIa3ME€ MOCPEACTBOM YMEHbBIIICHUS
BBIBE/ICHHS €ro noykamu. OTHOBPEMEHHOE IPUMEHEHNE MEIOKCHKaMa C IpenapaTaMy JIUTHS He
pexoMmenayercs. B ciaydae HeEoOXOAMMOCTH OJHOBPEMEHHOTO TNPHUMEHEHHUS PEKOMEHIYeTCs
THIATEIbHBIM KOHTPOJIb KOHLIEHTPALMM JUTHS B IJIa3M€ B TE€UEHHE BCErO Kypca IMPUMEHEHMUS
IIPENapaToB JUTHSL.

Memomperxcam — HIIBII cHUKaIOT CEKpELMIO METOTPEKCaTa TOYKAMH, TEM CaMbIM MOBBIIIAS €TI0
KOHIEHTpaluio B miazMe. OJHOBpEMEHHOE IPUMEHEHNE MEJIOKCMKaMa U METOTpeKcaTa (B 103€
Oosee 15 Mr B HezleNI0) HE peKOMEHAyeTcs. B ciryuae 0IHOBpEMEHHOTO MPUMEHEHUST HEOOXOTM
THIATENBHBIA KOHTPOJIb 3a (PyHKITHMEH ouek U (GopMysoil KpoBH. MeTOKCHKaM MOXKET YCHIIUBATh
reéMaTOJIOTHYECKYI0 TOKCHUYHOCTh METOTpEKcaTa, OCOOEHHO Yy MALUEHTOB C HapylleHHEM
¢yukunu noyek. [Ipy cCOBMECTHOM MpUMEHEHHH MEeJTIOKCHKaMa i MeToTpeKcaTa B TeUeHue 3 qHen

BO3PACTACT PUCK MOBBIIICHUA TOKCUIHOCTHU IMOCJICIHCTO.
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KOHTPALIENITUBHBIX YCTPOUCTB, OJTHAKO 3TO HE JOKA3aHO.

Huypemurxu — npumenenne HIIBIT B crmydae 00e3BOKHBAHHS MAlMEHTOB COMPOBOXKIACTCS
PUCKOM Pa3BUTHS OCTPOM MOYEYHON HEJOCTATOYHOCTH.

Anmueunepmen3uenvie cpeocmaa (6ema-adpenobokamopul, UHeUOUMOPYL
aneuomeH3uHnpespawaoue2o gepmenma, sazoouramamopul, ouypemuxu) — HIIBII cHnxarot
3h(heKT aHTUTUNEPTEH3UBHBIX CPEACTB BCICACTBHE WHTHMOMPOBAHUS MPOCTATrNIaHIUHOB,
o0Jaaomux Ba30AUIaTUPYIOIUMU CBOMCTBaMH.

Aumazonucmul aneuomen3zun-11 peyenmopos, Kak 1 MHTUOUTOPBI AHTMOTEH3UHIIPEBPAILIAOIIETO
depmenta, mpu coBmecTHOM npumeHenuun c¢ HIIBII ycunmBaioT CcHMXeHHE KITyOOUKOBOU
(GMIBTpaLUK, 9TO MOXKET MPUBECTU K PA3BUTHIO OCTPOI MOYEUHOM HEJOCTATOYHOCTH, OCOOCHHO Y
MAIMEHTOB C HapylIeHueM QYyHKIUU TOYeK.

Konecmupamun, csazpiBast menokcukam B JKKT, mpuBoauT k ero 6osee ObICTPOMY BBIBEICHHUIO.
HIIBII, oxa3biBasg JeHCTBME Ha  IIOYEYHBIE IPOCTArJaHIUHBIL, MOIYT  YCHUJIUBATH
HE(PPOTOKCUUHOCTD YUKTOCHOPUHA.

Hampusa nonucmupen cynoghonam — BCleNCTBUE HalIM4yus cCOpOMTONA B COCTaBe Iperapara
AMEJIOTEKC® coBMeCTHBIH TpHeM MOKET BBI3BIBATH PUCK PA3BHTHS HEKPO3a TOJICTOTO
KHILIEYHHUKA, C BO3MOXKHBIM CMEPTEIBHBIM UCXOA0M.

Ilemempexceo — Ipu OJTHOBPEMEHHOM IIPUMEHEHUH MEJIOKCUKAaMa U NIEMETPEKCea y MAlUEHTOB
C KJIMPEHCOM KpeaTHUHHHA OT 45 110 79 MII/MHUH prUeM MEJIOKCHKama CIIeIyeT MPEKPaTUTh 3a MATh
JHEH 10 Hayasla mpreMa neMeTpeKce1a M BO3MOKHO BO3OOHOBUTH yepes3 2 THS MOocie OKOHYAHUS
npuema mnpenapata. Ecnm  cymectByeT HEOOXOIMMOCTH B COBMECTHOM IPHUMEHEHHUH
MEJIOKCHMKaMa U IEMETPEKCe1a, TO MAIMEHTHI T0KHBI HAXOJUTHCS MO/JT TIIATEIbHBIM KOHTPOJIEM,
0COOCHHO B OTHOIIEHMHM MHEJIOCYIPECCUHM M BO3HHUKHOBEHHS MOOOYHBIX SBJIEHUH CO CTOPOHBI
JKKT. ¥V manuieHTOB ¢ KJIMPEHCOM KpeaTUHHHA MeHee 45 MJI/MUH NPHUEM MEJIOKCHKaMa COBMECTHO
C IEMETPEKCEOM HE PEKOMEHYETCH.

IIpy npuMEHEHMHM COBMECTHO C MEJIOKCUKAMOM JIeKAPCMBEHHbIX Npenapamos, Komopble
obnaoarom  uzeecmuol  cnocoonocmvro  uneubuposamv CYP2C9  wunu CYP3A4 (unu
Memabonuzupylomes  npu - ydacmuu  9mux — epmenmog), TaKUX KaK IPOU3BOJIHBIC
Cynb(OHIWIMOYECBHHBI WM MPOOEHEIMA, ClIeAyeT MNPUHUMATh BO BHHUMAaHUE BO3MOXHOCTH
(apMaKOKMHETUYECKOTO B3aUMO/ICHCTBUSI.

[Ipy coBMECTHOM MPUMEHEHHH C AHTHAWAOETHMYECKUMHU CpEACTBAMM MJii IMpuUeMa BHYTPb
(Hammpumep, MIPOU3BOJHBIMU CyIb(OHMIMOYEBHHBI, HATETJIMHUIOM) BO3MOKHBI
B3auMozeiicTBus, omnocpenoBanHele CYP2C9, koropble MOTyT MHpPHUBECTH K YBEIMUYEHUIO

KOHIICHTPAIMX KaK 3THUX JICKAPCTBCHHLIX IMPCIIApaTOB, TaK U MCJIOKCUKAaMa B KPOBH. HaHI/IeHTBI,
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HATCTJIMHKUIA, JOJDKHBI TIIATEIbHO KOHTPOJIMPOBATh YPOBEHb caxapa B KPOBH U3-3a
BO3MOXXHOCTH Pa3BUTHS TUTIOTJIMKEMHH.
[Ipu omHOBpEMEHHOM NPUMEHEHUU aHMAYUO08, YUMEMUOUHA, OUCOKCUHA U @ypocemuoa

3HAYUMBIX (PapMAKOKMHETUYECKUX B3aUMOJIEHCTBUI BBISIBICHO HE OBLIO.

Oco0ble ykazanus

[Taniuentsl ¢ 3a0oneBanusmu JKKT B aHamMHE3€ TOJDKHBI PETYJISIPHO HAOMIOATHCS Y JICUaIero
Bpaya. [Ipum Bo3HMKHOBeHHMH s3BeHHOro mnopaxkeHus JXKKT wim kemymouyHO-KHIIEYHOTO
kpoBoTeuennus npenapat AMEJIOTEKC® Heo6XoauMo OTMEHHUTS.

S3Be1 XKKT, nepdoparus uam kpoBoTeueHHEe MOTYT BOSHUKHYTH B Xoze npumenenus HIIBII B
a000e BpeMs, Kak MpU HaJUYUKU HACTOPAKUBAIOLIUX CHUMITOMOB WJIM CBEACHHH O CEpbe3HbIX
JKEITYJOYHO-KHMIIIEYHbIX OCJIOKHEHUSX B AHAMHE3€, TaK W IPU OTCYTCTBUM 3THX IPU3HAKOB.
[ocnencTBus TaHHBIX OCIOKHEHUH B IIETIOM O0JIee Cephe3HbI Y JIUL TIOKHUIIOTO BO3PACTa.

Jlig cHMWXKEHMsI pHUCKa pa3BUTHs HEXKenaTenbHbIX sBIeHUM co crtopoHbl JKKT crnenyer
HCIOJIb30BAaTh MUHUMAIIbHYIO 3P (PEKTUBHYIO 103y MUHUMAIIBHO BO3MOKHBIM KOPOTKHM KYPCOM.
I[Tpu npumenennu npernapata AMEJIOTEKC® MoryT pa3BuBaThCS TakHe Cepbe3HbIe PEaKIIHH CO
CTOPOHBI KOXH, KaK 3KC(OIMATUBHBIA OepMaTHT, cuHApoM CtuBeHca — J[XKOHCOHA, CHHIPOM
TOKCHYECKUH »NHIepMaNbHbIi Hekposus. IloaTomy crienyer yaensiTh oco0oe BHHUMaHHE
nanueHTaM, COOOIIAIONIIM O Pa3BUTUHU HEXKEJIaTeIbHbBIX SBJICHUI CO CTOPOHBI KOXKH U CIIM3UCTHIX
000JI04€K, a TaKKe peakluil MOBBIIIEHHON YyBCTBUTEIBHOCTH K IpernapaTy, 0COOCHHO, ecliu
NoJO0HBIE pEaKUMW HAOMIOAANUCh B TEUEHHE MPEABIAYIIMX KypcoB JieueHus. Pa3Butue
NOJOOHBIX peakIii HaboJaeTces, Kak MpaBuilo, B TEUCHUE NIEPBOTo Mecsla jieueHus. B ciaydae
MOSIBJICHUS TEPBBIX MPU3HAKOB KOXXHOW CBINK, U3MEHEHUH CIU3UCTHIX 000JI0OUEK WM JIPYTHX
NPU3HAKOB THUIIEPUYBCTBUTEIBHOCTH JOJDKEH pPacCMAaTPUBATBCS BOMPOC O MPEKPALEHUH
npuMenenus npenapata AMEJIOTEKC®.

Onucansl cioyyan npu npueme HIIBII moBblmeHHsi pucka pa3BUTHSI CEPBE3HBIX CEpPACUHO-
COCYAMCTBIX TpoMOO030B, HH(]apKTa MHOKapjAa, NPUCTyNNa CTEHOKapAWHU, BO3MOXKHO CO
CMEPTENBHBIM UCX010M. Takoil puCK MOBBIIIAETCS MPHU JUIUTEIBHOM NPUMEHEHUH Mperapara, a
TaKXe y MalMeHTOB C BbIIICyKa3aHHBIMH 3200JICBAHUSMHU B aHAMHE3€ U MPEPACIOTI0KEHHBIX K
TaKUM 3200JICBaHUSM.

HIIBIT mHrHOMpYIOT B MOYKaX CHHTE3 MPOCTArJaHANHOB, KOTOPHIE YUYAaCTBYIOT B MOACPKAaHUN
noueunoit nepdy3uu. [Ipumenenue HIIBII y manmeHTOB CO CHI)KEHHBIM TTOYEYHBIM KPOBOTOKOM
WIA yYMEHBIIEHHBIM O0BEMOM LHUPKYJIUPYIOMIEH KPOBHM MOXKET NPUBECTH K JIEKOMIICHCAIHH

CKPBITO MpOTeKaromel nmoyeuHoi Hemocrarounoctu. Ilocne ormenst HIIBIT ¢gynkuums mouek
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TOM peaklUMH TMOABEPKEHbl TMOXKWUIIbIE TMAlMEeHThl, MAaIllUEHThl, y KOTOPBIX OTMEYaeTCs
JeTupaTanus, XpOHUYECKash CepAedYHas HEAOCTaTOYHOCTh, IMPPO3 TEUCHH, HEPPOTHUECKHI
CUHAPOM HJIM OCTpBIE HapyIIEHHs] (PYHKIHMH MOYEK, MAllUEeHThl, OAHOBPEMEHHO MPUHUMAIOIINE
TUYpETHYECKUE CpPEICTBA, MHTHMOUTOPHI aHTMOTEH3MHIPEBpAIlaomero ¢GepMeHTa, a TaKxke
NAlUEHTBl, IEPEHECUINE CEPbE3HbIE XUPYPrHYECKHE BMEIIATEIbCTBA, KOTOpPBIE BENYT K
TUIIOBOJIEMHMH. Y TaKMX IAallUEHTOB B HayaJle TE€palHuM CIEAYeT TUIATEIbHO KOHTPOJIMPOBATH
nuype3 U QyHKITHIO TIOYEK.

[Tpumenenue HIIBII coBMecTHO ¢ nMypeTUKaMH MOKET MPUBOIUTH K 3aJICPKKE HATPUS, KATHUS U
BO/IbI, & TAK)KE K CHUKEHUIO HATPUHUYPETUUECKOTO IEUCTBUSI MOYETOHHBIX CPEACTB. B pe3ynbrare
ATOr0 Yy NPEIPACIONOKEHHBIX NAalMEHTOB BO3MOXXHO YCHJIEHHE CHUMITOMOB CEpJIECYHOMN
HEJOCTAaTOYHOCTU WJIM apTepuanbHOi runepreH3ud. [losToMy HeoOXoauM TIIATEIbHBIN
KOHTPOJIb COCTOSIHUSI TaKUX MAI[MEHTOB, a TaKKe Y HUX JOJKHA MOJJEpKUBATHCS aJeKBaTHAs
runparanus. Jlo Havyana JiedeHUs HEOOXOOUMO HccieqoBaHHWEe (QYHKUMHU IMoYek. B cimyuae
IpOBEICHUS] KOMOMHUPOBAHHOW TEpaMU CIIEAYeT TaK)Ke KOHTPOJIUPOBATh (PYHKIUIO TTOYEK.
[Ipu wucnons3oBanmu mnpemapata AMEJIOTEKC® (kak u GompmmuctBa apyrux HITBIT)
BO3MOXXHO SMHU30/MYECKOE TOBBIIICHHE AKTUBHOCTU TPAaHCAMHUHA3 B CHIBOPOTKE KPOBH HIIU
Jpyrux TMokasatenedl (yHKIMM Ted4eHH. B OONbIIMHCTBE CIIydaeB 3TO MOBBIIMIEHHE OBLIO
HEOOIBIIUM U TTPeXOAsuM. ECii BbISIBICHHBIC H3MEHEHUS CYIIECTBEHHBI HJIM HE YMEHBIIAIOTCS
co Bpemenewm, npenapatr AMEJIOTEKC® cnenyer oTMeHHUTB, faree TIPOBOUTH HAOTIOICHUE 3a
BBISIBJICHHBIMH JIA0OPaTOPHBIMU M3MEHEHUSIMHU.

OcaGneHHbIe U UCTOIICHHBIE MAIMEHTHI MOTYT XYKe MePEHOCUTh HeXKEIaTeIbHbIC SIBJICHUS, B
CBSI3M C YEM TaKH€ MallMeHTHI JOJHKHBI TIIATEIHHO HAOTIOaThCSI.

[omo6uo mpyrmm HIIBII, AMEJIOTEKC® wMoxer MacKmpoBaTh CHMITOMBI OCHOBHOTO
HH(]EKITMOHHOTO 3a00JICBaHUSI.

Kakx npenapar, MHTMOMpPYIOIIMH CHHTE3 LMKIOOKCHreHasbl/mpoctarnanauna, AMEJIOTEKC®
MOYXET OKa3blBaTh BIMAHHE Ha ()EPTUIBHOCTb, W IO3TOMY HE PEKOMEHIYETCS >KCHIIUHAM,
UMEIOUIUM TPYJHOCTHU C 3a4aTueM. B CBS3M ¢ 3TUM y KEHIIMH, MPOXOISAIINUX 00CIe0BaHNE TI0
TIOBOJTY TIOJOOHEIX PoOIIeM, peKOMEHTyeTcs oTMeHa rprema npenapata AMEJIOTEKC®.

B cnydyae ogHOBpeMEHHOTO MPUMEHEHHS] aHTHUKOATYJISTHTOB JJisi IpUEMa BHYTPb, TUKIIONUIUHA,
rernapuHa Ui CHCTEMHOTO PUMEHEHUs, TPOMOOTUTHUECKUX CPEJICTB HEOOXOIMMO TIIATEIbHOE
HaOmoeHue 3a 3QPEKTOM aHTHUKOATYJISTHTOB.

[Tpu n3MeHeHnu 1036l IPEenapaToB JUTUS U UX OTMEHE PEKOMEHIyeTCS MOHUTOPUPOBATh YPOBHU
NUTUS B epuoj] HasHaueHus npenapata AMEJIOTEKC®,

B ciiydyae ogHOBpEMEHHOTO NpueMa ¢ METOTPEKCATOM PEKOMEHYETCSI CTPOrHil KOHTPOJIb YnCiIa
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KJICTOK KPOBH.

brinu IMOJIYYCHBI COOGH.[GHI/I}I 0 q)HKCHpOBaHHBIX BLBICBIITAHUAX Ha KOXC IPpU HOpPUCMC
Menokcukama. He CJICAYCT MMOBTOPHO HAa3HAYAaThb MCJIOKCUKAM MallUCHTAM, B dHAMHE3C KOTOPBIX
(bHKCHpOBaHHaH JICKApPCTBCHHAA ChIllb, CBA3aHHAsd C IMPUMCHCHHUEM MCIIOKCHKaMa. Bo3MoxHO

pa3BUTHE MEPEKPECTHBIX pPeaKIMii Ha Apyrue mpenaparsbl Kjacca OKCHKaMOB.

Bcnomozamenvnuie eeugecmea
[TariueHTaM ¢ peIKo BCTPEYAIOIICHCS HACIEICTBEHHOW HEMEePEHOCUMOCThIO (PYKTO3BI HE

clenyeT MPUHUMATh 3TOT Ipernapar.

Biansinme Ha CcHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CpeACTBAMHM M padotath ¢
MeXaHHU3MaMH

[Ipu ynpaBneHun aBTOMOOMIIEM M pabOTe ¢ MEXAaHU3MaMH CJelyeT NPUHUMAaTh BO BHUMaHHE
BO3MOYKHOCTb Pa3BUTHUSL TOJIOBOKPY)KCHMS, COHJIMBOCTH, HApYLICHUS 3pEHUS WIM JPYIUX
HApyLICHU CO CTOPOHBI LIEHTPaJIbHON HEpBHOW cucTeMmbl. llanmeHnTtam ciexyer coOnonaTh

OCTOPOKHOCTB IIPHU BOKIACHUU aBTOMOOMJIA U YIIpaBJICHUN MCXaHU3MaMMU.

dopMa BbINTYCKa

CycnieHsus aiis mpuemMa BHYTpb, 7,5 Mr/5 miL.

[To 100 M1 Bo (yakoH u3 KopuuHeBoro crekia Tum III, yKymopeHHBIN 3aBUHYHMBAIOIICHCS
KPBILIKON U3 MJIACTMACCHI (TIOJIMITHIIEH) C KOHTPOJIEM IEPBOTO BCKPBITHSL.

1 ¢akoH B KOMILUIEKTE ¢ MEPHOI JIOKKOW M3 MIacTMacchl (OJIUIPOINNIICH) U HHCTPYKIHEH 1O

IMPUMCHCHHUIO B MMAYKEC U3 KAPTOHA.

YcaoBusi XxpaHeHust
He xpanute npu temneparype Boie 25 °C. He 3amopakuBath.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHocTu
2 roja.
[Tocne BckpoiThst durakona — 30 qHEH.

He MNPUMCHATH IO UCTCUCHUU CPpOKA rOAHOCTHU, YKA3aHHOI'O HAa YITAKOBKC.

YcaoBus oTnycka

OTmycKaroT Mo pelenTy.
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IIpousBoauTenb

Poccuiickas @edepayus

AO «DapMIpoexT»

192236, r. Cankr-IleTepOypr, yia. Codwuiickas, a. 14, mut. A

Jepxarean PEerucTPaAMOHHOIO0 yaocroBepenusi / Opranusamnmusi, NMPUHUMAKIIASA
NnpeTeH3nu noTpeduTeIe

Poccuiickas ®@eoepayus

3A0 «DapmPupma «CoTekc»

141345, MockoBckast 001, r. Ceprues I[locan, n. benukoso, 1. 11

Ten.: +7 (495) 956-29-30

DnekTpoHHas rmoyta: pharmacovigilance@sotex.ru
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