VHCTPYKLWS MO MeAULIMHCKOMY NPUMEHEHNIO
NeKapCTBEHHOrO CPEACTBA

KoHTpornok

ToproBoe Ha3BaHue
KoHTponok

MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHWe
lanTonpason

TNekapcTBeHHas ¢opma
[MopoLLOK Anst MPUrOTOBNEHISt pacTBOpa ANs MHbEKLMA, 40 Mr

CoctaB

OpwH dnakoH cofepxuT

aKmueHoe eewyecmeo - NaHTonpasona Hatpus ceckaurnapar 45,10 mr
(akBuBaneHTHo nawTonpasony 40,0 mr),

8CMOMO2amelbHble 8eWECMBa; [MHATPUS 3AETaT, HaTPHS TMAPOKCHA.

Onucanue
Ot Benoro 4o noyi 6enoro LiBeTa CyXoe BELLECTBO

®PapmakoTepaneBTU4eckas rpynna

Mpenapatsl Ans nevenms 3abonesaxuii, CBA3aHHbIX C HApyLLIEHNEM KUCTIOTHOCTH.
MpoTVBOS3BEHHbIE NPenapaTbl ¥ npenapatbl A NeYeHINs racTpoasodaranbHoro
pedrokca. VIHrMbuTops NpoToHOBOro Hacoca. MaxTonpasorn.

Ko ATX A02BC02

®dapmakonoruyeckue CBOCTBa

®dapMaKoKuHemuka

bapMaKOKUHETHKA He MEHSIETCS NOCTIE OAHOKPATHOTO MM NOBTOPHOTO BBEAEHMSI.
B ananasone gos ot 10 o 80 Mr, kKnHeTVKa naHTonpasona B Nnasme — NiHeitHas,
riocre Toro, kak NepopasnbHOTo U BHYTPUBEHHOTO BBEAEHNS.

Pacripedenexue

CTeneHb CBsi3blBaHIS MAHTONPA30ma C CbIBOPOTOYHbIMI Genkamin COCTaBNsEeT
npubnuautensHo 98 %. O6bem pacnpeneneHust coctaensiet okono 0,15 n/kr.
buompatrcgopmayus

BeLwecTBo NpakTU4eckin NOMHOCTLI MeTaBonnanpyeTcs B nedeHn. OCHOBHBIM
nyTem meTabonuama siensietcs aemetunuposanue no CYP2C19 ¢ nocneaytowmm
COMpsIKEH1eM Cynbaara, Apyrue nyTv MeTabonuama BKIKYAIOT OKUCTEHe
CYP3A4.

Memabonusm

Mepyiog nonyBbIBEAEHMS COCTABMSIET OKONO 1 Yaca U KNMPEHE — NPUBNU3NTENBbHO
0.1 n/yac/kr. Bcnenctaue cneLyuyeckoro ces3biBaHUs NaHTonpasona ¢
MPOTOHHBIMIN HACOCaMIN NapUETaNbHbIX KNETOK NEepUOZ NONYBbIBEAEHNS HE
KOppenupyeT ¢ AnnTENbHOCTbIO AeACTBUS Npenapara (MHrMbupoBaxue cekpeLyi
KMCNOTbI).

OcHoBHO# NyTb BbiBEEHMS MeTabonuToB naHTonpasona (npumepHo 80%) —
yepes Nouky, oCTanbHble BblaensioTes ¢ dexkannamu. OCHOBHbIM MeTabonuTom B
CbIBOPOTKE U MOYE ABMSIETCS AUCMETUNNAHTONPA30M, CBA3AHHBIA C CynbdaToM.
Mepviog nonyBbIBeAeHMs rMaBHOro MetabonuTa (MpubnuanTensHo 1.5 yac) He
HaMHoro 6oriblLe, YeM NaHTonpasona.

Xapakmepucmuka nayueHmos/omaesnbHble 2pynbl nayueHmos

[Ins naumeHToB ¢ HapyLLEHUSIMY CHYHKLMM NOYeK (B TOM YuCe NaLMeHTOB,
HaxXOASLLMMMCS Ha ianu3ae) CHIKEHUS [,03 NaHTonpasona He
TpebyeTcs. [Ins STUX NaLMeHTOB, Kak 11 ANs 300POBbIX, NEpUos
nonypacnapa sSBnseTcs KOPOTKUM. JTnb 04eHb HebombLLoe
KOMMYECTBO NMAHTONPa3ona MOXET NoaBepraTbcs Ananuay. Hecmotps
Ha TO, YTO OCHOBHOW METABONNT NAHTONPA30ma MMEET HEMHOMO

6onee 3ameaneHHoe BpeMsi NoNyBbIBeAEHMs (2-3 Yac), ero akekpeLms
elLe 0cTaeTcs BbICTPOM, 1 NO3TOMY akKyMYNALMN COBANHEHNS He
MPOVCXOANT.

HecmoTpst Ha T, YTO ANst NALMEHTOB C LMPPO30M Neyern (knacc A

1 B no Yaiinpy) Bpemst nonypacnaga naHtonpasona yBenuymsaeTcs
10 7-9 4, a BennumHbl AUC Bo3pacTaiot B 5-7 pas, MakcumanbHas
KOHLIEHTPaLWMS CbIBOPOTKY MOBBILLAETCS MNLLIb HE3HAYUTENbHO B 1.5
pasa no CpaBHEHMIO CO 3[0POBLIMU NaLMEHTaMM.

HesnauntenbHoe yeenuyenne AUC 1 Cmax y noxunbIx nogeit no
CPaBHEHMIO COOTBETCTBYIOLLMM NOKa3aTensamm y Gonee MONoabIX nuL
He SIBNSIETCS KNMHUYECKA 3HAYMMbIM.

[Mocne onHokpaTHoro BBeAeHs naHTonpasona B gose 0,8 unu 1,6
MI/KT y fieTelt B BospacTe 2-16 neT, He 6bino 3HaYMMON CBS3N MeXAY
BblBeJeH1eM naHTonpasona no BospacTy v Becy. AUC n obbem
pacnpenenexns COOTBETCTBOBANM AaHHbIM, MOMYYEHHbIM B X0fe
1CCeAoBaHMi C y4acTeM B3POCTIbIX.

®PapmakoduHamuka

MaHTONpa3on sIBNSETCs 3aMeLLeHHbIM GEH3UMINA30MI0M, 3aMELSHOLUM
CeKpeLyio CONsHOM KUCMOTHI B XenyaKe nyTem cneunduyeckoro
BO3[JEVICTBYUS HA NPOTOHHYHO MOMNY MapUeTanbHbIX KIETOK.

B kucroli cpene napueTanbHbIX KNETOK MaHTONpason NpespaLlaeTcs

B CBOIO aKTUBHYIO hOPMY — LIMKIYeECKIi CynbeHamMua, e OH NofaBnser
bepmeHT Ht, K+-ATdasy.

Tpouece MHrMGMPOBaHNS 3aBIUCKT OT 103bl 1 OKA3bIBAET BIASHHUE Kak Ha
6asanbHyto, Tak 1 Ha CTUMYNMPOBAHHYIO CEKPeLMI0 KUCTIOThI. Y BoMbLUMHCTBA
NaLVWEHTOB, MCYE3HOBEHME CUMMTOMATUKI AOCTUrAETCS B TEYEHHe 2 Heaenb.

Kak B cnyyae gpyrvx MHMBUTOPOB NPOTOHHOI Nomnbl 1 H2 peuienTopos
Tle4eHme NaHTONPAa30NOM Bbi3bIBAET YMEHbLUEHIE KUCTIOTHOCTM Xeny/aka, YTo
MPONOPLMOHAMNBHO MPUBOAKT K YBENUYEHIO BbIAENEHNS racTpuHa. 1oBbILLEHNe
YPOBHS! racTpuHa o6paTumo.

[ockonbky naHTONpason cBs3biBaeT PepMeHT Ha nepudepuyeckom ypoBHe

110 OTHOLLIEHHIO K KNETOYHOMY PELIENTOpY, 3T0 COEAMHEHIE MOXET OKa3blBaTh
BNUSIHWE Ha CEKPELMI0 CONSIHOM KMCTIOTBI HE3ABCUMO OT CTUMYTISILAM APYTvMA
BeLLeCTBaMI (aLETUMXOMHH, FMCTaMIH, racTpuH). MaHTonpason BbicTpo
MOBBILLAET YPOBEHb racTpuHa.

Mpy KpaTkOBPEMEHHOM NEYEHIM B BOMBLLMHCTBE CrlyYaes YPOBHY racTpuHa

He MpeBbILLAT BEPXHEro npeaena Hopmbl. [pi ANUTENbHOM NeyeHnn B
GonbLUMHCTBE CNy4aeB YpOBEHb racTpvHa NOBbILLAETCS B Ba pa3a. OfHako

€10 3HAYUTENbHOE YBEMNYEHNE OTMEYEHO TONMBKO B EAMHINYHBIX CrIyYasX.

B pesynbraTe NOBbILLEHNS YPOBHS racTpiHa Npu ANUTENbHOM NEYeH!N B
©AMHNYHBIX cryyasx Habnoganu HeBomMbLIOE UMK YMEPEHHOe YBENUIeHe
KOMM4eCTBa CrieLMdr4eckuX SHAOKPUHHBIX KNETOK B Xenyake (aieHomatouaHast
runepnnasus). Tem He MeHee, COrmacHo HefJaBHO NPOBEAEHHbIM NCCNIENOBAHNAM,
BO3HWKHOBEHIS NPE/LUECTBEHHUKOB 3M10Ka4ECTBEHHbIX 06pa3oBaHMit (aTUnuyHas
TYNEepnnasms) unu 3noka4yecTBeHHbIX 3aboneBaHuil Xenyaka, kak 6bino nokasaHo
B 9KCMEPUMEHTaX Ha XWBOTHBIX, Y YenoBeka 06HapyKeHO He bbino.

I'onasava K NPUMEHEHUI0
3BeHHas GoNnesHb xenyaka v ABEHaALATUNEPCTHOMN KUK

- pedntokc-azocarut

- cuHapom 3onnmHrepa-nnnucoHa Ui [pyrue CoCTOSIHIS,
XapaKTepuaytoLLMecst NaTonoryeckom Xenyao4HoN runepcekpeLmeit

Cnocob npumeHeHus U [03bI
IMpy HEBOMOXHOCTI MpreMa npenapara BHyTpb B TABNeTUpoBaHHoM (opme unn
HenocTaTouHOM 3eKTBHOCTY €ro Npy TakoM crocobe BBEAEHNS NPUMEHSIOT
BHYTPUBEHHO. [1191 NOITHOTO YCTPAHEHMS CUMMTOMOB MOXET NoTpeGoBarsCst
npuem nperapara B Te4eHue 7 oHEN.
ToaTomy, BHyTpUBEHHOE NneyeHme npenapatom KoHTpomnok Heobxoaumo
OTMEHMTb, KaK TONMbKO CTAHET BO3MOXHO NepopasbHOe MPUMEHEHHE 1 BMECTO
3TOTO CrieayeT HasHauuTb 40 M naHToNpa3sona nepopasnbHo.
[Inst NpUroTOBNEHWS FOTOBOTO K YNOTPEONeHHio pacTBopa Anst UHbEKLMIA,
10 Mn dusuonoruyeckoro pacteopa Hatpust xnopuaa (0,9%) aobasnsitot BO
(hnakoH, comepxalumit Cyxoe BeLecTBo. JTOT pacTBOP MOXET BbITb NPUMEHEH
HEenocpeaCcTBEHHO (BHYTPUBEHHO CTPYWHO) N nocne cmelumBanms co 100 mn
0,9% pacTBopa HaTpus xropuaa Ui ¢ 5% pacTBopoM rritoko3bl (BHYTPUBEHHO
kanenbHo).
TpuroToBneHHbIit pacTBOp AOMKeH GbiTb UCTIONb30BaH B TEYeHHe
12 yacoB nocne NpuroToBneHns. BHyTpMBEHHOE BBeAEHMe cneayeT
NPOBOANTL HA NPOTSIKEHMM 2—15 MUH.
S138eHHas bonesHb xenyOka u 0seHaduamunepCmHoU KULKU,
2acmpoasopazeansHas peqpriokcHas bonesHb (TPB)
Pekomerpyemas fosa 40 Mr B cyTku.
Cundpom 3onnuHeepa-dnucoHa u dpyeue namonoauyeckue
2UrepCceKPemOpHbIe COCMOSHUS
[Mpw ANuTENLHOM NEeYeH CMHApPOMa 3onuHrepa-OnancoHa v Apyrux
NaToNOrM4ECkUX rMnepCekPETOPHbIX COCTOSIHIUSX PEKOMEH0BaHHas!
CyTOYHas [03a B Hayane neyenus coctasnsiet 80 Mr npenapara
KoHTponok BHyTp1BEHHO. Mocne 3Toro 03a MoxeT GbiTb yBennyeHa
WM yMEHbLUEHA B 3aBICMOCTY OT Moka3aTenel KUCIOTHOCTH
KenyAo4HOro CoKa.
B cnyyae npumeHenns npenapara B CyTO4HOM f03e cabille 80 mr,
103 MOXET BbITb pa3fierneHa v BBOOUTLCS Baxabl B eHb. Bo3moxHO
BPEMEHHOE yBemnyeHue CyTo4HOM 03kl Ao 160 Mr KonTponok. Kype
NIEYEHIS HE OrpaHNYEH, W 3aBUCHT OT KIMHUYECKOI HEOBXOBMMOCTH.
Ocobble 2pynnbl mayueHmos
Y NaLyeHTOB C BbIpaXeHHbIMY HAPYLUEHNAMM (DYHKLMM NEeYeHm
CyTOYHas 032 Npenapata He JomkHa npesbiwats 20 Mr naHTonpasona
(1/2 dnakoHa 40 mr naHTonpasona).
Koppekumm Ao3bl He TpeGyeTes naLueHTam noxunoro Bopacra u
naLyeHTaM ¢ HapyLIEHNSIMU (YHKLMN NOYeK.
BesonacHocTb 11 ahdekTUBHOCTL NpUMeEHeHNs npenapata KoHTponok
B BYI€ NOPOLLKA /7St MPUTOTOBIIEHIUS PACTBOPA ANt MHLEKLMN B
no3e 40 mry aetelt B Bo3pacTe MnagLue 18 ner noka He ycraHoeneHa. Moaromy
npenapara KoHTpomok B Biae nopoLLka ANs NpUroTOBMNEHNs pacTBopa Anst
NHBeKLMM B A03e 40 Mr He peKOMEHZYeTCS UCTONb30BaTh Y NaLMEHTOB B
Bo3pacTe mnaawe 18 ner.

MobouHble geicTBUA

Hwxe nepeuncnenbl HabnioaaBLLMECs NOBOYHbIE PEaKLMy C 4aCTOTON MX

BCTPEYaEMOCTH: 04eHb YacTo (2 1/10); yacto (ot 2 1/100 go < 1/10); Hevacto

(o7 21/1000 po < 1/100); peako (ot = 1/10000 go < 1/1000); 04eHb peako (<

1/10000); HeM3BECTHO (HEBO3MOXHO OLIEHNUTb MO MMEIOLLMMCS AaHHBIM).

Yacmo

— TpomBochneduT B MeCTe BBELEHNS NHBEKLMMN

Hevacmo

- ronoBHas 6orib, roroBOKpYXeHue

~ CyXOCTb BO pTY, TOLHOTA, PBOTA, B3OYTHE XIMBOTA, METEOPU3M,
abpomuHansHas 6onb 1 anckomdopT, Avapes, 3anop

~  KOXHas CbiMb, 3yf, 3K3aHTEMA

—  aCcTeHus,, yTOMNISIEMOCTb W HE[OMOraHue

~ MOBbILLEHNE aKTMBHOCTI NEYEHO4HbIX (DEPMEHTOB (TpaHcaMiHaa, y-GT)

- HapyLueHue cHa

- nepenom 6eapa, 3ansicTbst UK NO3BOHOUHMKA

Pedko

—  arpaHymnouuTo3

~  MOBbILLEHHASH YyBCTBUTENBHOCTb K aKTUBHOMY 1 BCTIOMOTaTENbHbLIM
KOMMOHeHTaM npenapara (Bkmioyas aHadpunakTuieckine peakLm 1
aHauUnaKTU4ECKuIA LLOK)

= TUNEeprUNUEEMUsi 1 NOBbILIEHUE YPOBHS TPUIMMLEPUAOB, XONeCTEPUHA,
13MeHeHNs Beca

~ MOBbILLEHVE copepxaHus GunupybuHa

- HapyLUeHue Bkyca

— [ienpeccust ( BCe CONYTCTBYIOLME YXYALIEHNS)

~  HapyLUeHWe 3peHNs / HEYETKOCTb 3pEHNs

—  KpanuBHMLA, aHTMOHEBPOTUYECKIN OTEK

- apTpanrus, muanrus

= THeKomacTus

~ MOBbILLEHWE TEMNEPATYPLI TENa, NepUdepuUEcKIe oTekn

OvyeHb pedko

= TPOMBOLMTOMNEHMS, NENKOMEHNS, NAHLMTONEHNS

~  [1e30pUeHTaLus (1 BCe COMYTCTBYIOLME YXYALLIEHHS)

HeussecmHo

= TUNOHATPUEMMS, TUNOMArHUEMIS], TUNoKanbLMeMms®, rMnokanuemms

~  TannioLuHaLmMK, CyTaHHOCTb CO3HaHMS! (OCOBEHHO Y NpespacronoXeHHbIX
K 3TUM COCTOSHUSM G0MbHbIX, @ TakKe yXyALIEHNe 3TUX CUMMTOMOB, €CIIN
OHU CyLLIECTBOBANM [10 Hayana neyexnsl)

- napectesns

- renatoLennionspHble MOBPEXAEHNS, XenTyxa, renatoLennionspHas
HeJoCTaTo4HOCTb

- cuHppom CTueHca-[xoHcoHa, cuHapom faitenna, akceynaTvsHas
MHOrochOpMHas apuTeMa, CBETOHYBCTBUTENBHOCTb, NOAOCTPAs KOXHast
KpacHas BonyaHka

= MHTEpCTULMAnbHbIA HepUT ( C BO3MOXHBIM NPOrpeccpoBaHnem
NOYEYHON HE[OCTATONHOCTH)

~  MbllLEYHbI cnasm™

*rUnoKanbLy1emMus B CBA3W C runoMarHmemMueit

** KaK CneACTBMe HapYLUEHNS aNeKTPONUTHOro 6anaHca
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YTBEPXK[EHA

Mpukasom npeacenarens m

Komurera koHTpons KO 1 Takeda

(hapMaLIeBTUHECKO ASTENLHOCTH
MuHMCTEPCTBA 30PaBOOXPAHEHHS U
COLVManLHOro passuTst
Pecny6nukv KasaxctaH
ot «26» fekabps 2016 1.
Ne 5770

MpotuBonokasaxus
= [1nepyyBCTBUTENbHOCTb K aKTUBHLIM KOMMNOHEHTaM npenapara,
3ameLLeHHbIM GeHaumunasonam, J'H060My 13 BCNOMOraTenbHbIX BELLECTB

JlekapcTBeHHbIE B3aUMOAENCTBUS

JTekapcmeeHHble cpedcmea ¢ pH-3asucumoli abcopbuyUoHHOU
¢hapmakokuHemukou

CnepyeT 06paTiTb BHUMaHME Ha OHOBPEMEHHBIA MPUEM C Npenaparamy,
BCACblBaHue KOTOpbIX ABNseTcs pH-3aBIUCHMbIM, HaNPUMEP KETOKOHA30mM0M,
TPaKoHa30m0M, M03aKOHA30/10M, 3PNOTUHUBOM, B TOM YCre C Npenaparamy,
Ha3Ha4aBLUMMICS HE3a[0Mro 30 Kypca NeyeHus, BBUAY 13MeHeHns abcopbumm
[JaHHbIX NpenapaTos.

WHeubumops! npomeassl BUY

[aHTONpa3on He peKOMeHAYeTCs NPUMEHSTb BMECTE C MHTMBUTOpaMm NpoTeasbl
BIY, BcacbiBaHie koTopbIX ABNSETCS pH-3aBUCHMbIMY (HaNpUMep, ataHasasip)
113-3a CYLLIECTBEHHOTO CHIKEHNUS! 11X BUOAOCTYNHOCTY.

B cnyJae, ecn coBMeCTHOe NpuMeHeHue HrbuTopos npoteas BAY n
MHIUBUTOPOB NMPOTOHHOM NOMMbI BCE e HeOBXOAUMbIM, PEKOMeHAYeTCs
NPOBOAMTH TLLATENbHbIN KIMHUYECKWIA KOHTPOMb (HanpUMep, onpenenexine
BUPYCHO Harpysky). [lo3a naHTonpaaona B NOAOOHbIX Cryyasix He AomKHa
npeBbilLaTh 20 Mr B AeHb. Talkoke MOXeT NoTpeboBaTbCA KOPPEKTUPOBKA
[031POBKY MHrMGUTOpa npoteas BAY.

KymapuHogble aHmukoazynsHmbl (8apghapuH unu heHnPOKyMOH)

Ipv coBMECTHOM NpUMEHEHINM NaHTONPasona ¢ heHNPOKyMOHa N BapdapuHa,
He 6biNo BbISBNEHO KNMHUYECK 3HAYMMbIX B3aUMOJECTBII. TeM He MeHee,
HYXHO OTMETUTb, YTO M3BECTHBI Cry4an yBennyeHns MHO u_npotomGuHoBoro
BPEMEHI Y NaLMeHTOB, NOMyYaBLUMX MHTMBUTOPLI NPOTOHHOI NOMMbI C
BapcapvHOM Unn theHnpokymoH. Yaennyexne MHO u npotomEupoBaHHoro
BPEMEHM MOXET MPUBECTI NaTONOTMYECKUM KPOBOTEHEHMSIM OMACHbIM [i71st XKU3HU.
B cBSA3M C 3TIM, Takvie NaLmeHTbI AOMKHbI HAXOANTBCS Nog HabnioaeHrem Bpaya
C Lienblo CBOEBPEMEHHOTO BbisiBNeHMs yBenuyeHns MHO u npotpombuHosoro
BPEMEHU.

Memompexcam

/metoTcst CooBLLEHNS O NOBBILLEHINM YPOBHS METOTPEKcaTa B KPOBY Y HEKOTOPbIX
nauyeHTOB MpV €ro COBMECTHOM NPUMEHEHN B BbICOKVX A03aX (Harpumep,
300 mr) ¢ uHrM61UTOpaM1 NPOTOHOI NoMNbI. Mo3TOMY NpU UCTIONB30BAHMN
BbICOKMX 103 METOTPeKcaTa, Hanpumep, y NaLeHToB CO 3M0KaYeCTBEHHbIMMI
HOBOOGPa3oBaHNAMM NCOp1a3e, MOXET BOHUKHYTb HeOBX0AMMOCTb B
PaccMOTPEHK BONPOCa O BPEMEHHO! OTMEHe NaHTonpasona.

[pyaue uccnedosaHus nexkapcmeeHHbIx 83aumodelicmeuli

MaHToNpa3on akTMBHO MeTaboNM3MPYETCS B NEYEHI C NOMOLLbIO (hEPMEHTHOI
cucTembl LuToxpoma P450. OcHOBHbIM MyTeM MeTabonuama fensetcs
[AeMeTnMpoBaHue ¢ nomoLLblo n3odepmerta CYP2C19, a cpenm apyrux nytei
MeTabomnmama oTMeYaeTes OKUCTIEHME ¢ MOMOLLbIo n3odepmerTa CYP3A4.
CneumanbHble UCCNeA0BaHNS He BbISBIMYM KITMHNYECKN 3HAYUMOrO
B3aMMozeiicTBIA npenapata KOHTponok ¢ kodenHom, kapbamasenuHom,
[ANasenamom, 3TaHoNOoM, AUKNOeHaKoM, rnBEHKNaMIAOM, HarpOKCEHOM,
METONPOrI0NOM, HUEANMMHOM, (DEHUTOMHOM, MMPOKCUKAMOM, TEOMINMHOM,
opanbHbIM1 KOHTPALENTUBaMI, COAEPXaLLMMM NEBOHOPreCTpen 1
STUHUNACTPaaMON.

Henb3st uckniounTb B3aMMOAEVCTBIS NaHTONpa3ona ¢ ApyruMmn
nekapcTBEHHbIMM Npenaparamy Ui BeLecTBaMm, KOTopble
METabonmanpyroTCs € NOMOLLbIO TO Xe (hEPMEHTHON CUCTEMbI.

PesynisTaTbl pasnnyHblx UccrefoBaHii B3auMOAEICTBIS NOKasblBaloT,

4TO NAHTONPa3oN He BNMSIET Ha METAboNM3M aKTUBHbIX BELLECTB,
MeTabonuanpyembix ¢ nomoLLbio n3odepmertos CYP1A2 (Hanpumep,
kodbenH, Teodunnun), CYP2C9 (Hanpumep, nupokcukam, AvknodeHak,
HanpokceH), CYP2D6 (Hanpumep, metonponon), CYP2E1 (Hanpumep,
aTaHor). [aHTonpason He HapyLLaeT P-rMUKONPOTENH3ABUCMYIO

abcopbuyio AurokeuHa.

B3anumozeiicTaus npu COBMECTHOM NMPUMEHEHUN C aHTaLMAAMM He
06HapyxeHo.

Tpy 0AHOBPEMEHHOM MpueMe C aHTUBUOTIKaMI, TakuMI Kak

KNapUTPOMULIMH, aMOKCULIMANMH, C METPOHIAA30MOM, B3aUMOAEACTBMS

He BbISIBNeEHO.

TMpenapatbl MHrMGMpyroLLmMe Unn HAyLmpyiowme CYP2C19

Takue uHrnbuTops! akTeHocT n3oepmeHta CYP2C19, kak

(hnyBOKCAMMH, MOTYT NOBbILIATH CHCTEMHOE AEICTBIE NaHTONpasona.
CHKeHve 103l KOHTPOMOK MOXeT MoHafobuTbes naumeHTam,

nonyyatLLMM ANUTENbHOE NeYeHme BbICOKMM A03aMI MaHTONpasona,

N NaLMEeHTaM C NEYeHOYHON HEI0CTaTOHHOCTbIO.

Takvie MHAYKTOPbI aKTUBHOCTI M30hepMEHTOB CYP2C19 1 CYP3A4,

kak pucpamnuLiH v 38epoboii (Hypericum perforatum), MOryT cHukats
KOHLIeHTpaLyio B nnaame WIMH, kotopble Metabonuanpytotes ¢

MOMOLLIbIO 3TUX (PEPMEHTHbIX CUCTEM.

Ocobble yka3aHus

Pak xenyaka

MaHTONpa3on MOXeT MackvpoBaTb CUMMTOMbI 3110Ka4ECTBEHHONO
HOBOOBPA30BaHMS! Xeny/aka U MOXET 3afiepiaTb AUarHOCTUKY.

BorbHble AOMKHbI MPOKOHCYNETUPOBATLCS C BPa4OM B CEAYHOLUMX Cyyasix:
HEeMpOW3BOMNbHOE CHIKEHNE BECA TENa, aHEMMS], KENY[04HO-KULLEYHOE
KpoBOTeueHue, Aucdaris, CToitkasi PBOTa Uk PBOTA C KPOBbIO, B 3TUX CTIy4asix,
CrieayeT MCKIioYaTb Hanuyme 3nokajyecTBEHHOTO MpoLecca.

[MeyeHouHas HedocmamoyHocmb

Y NaLMeHTOB C TSHKENbIMI HapyLLEHUSIMU (YHKLMM NEYEHN Npy npueme
npenapara KOHTpomnok, 0co6eHHO B TEYEHINM ANMTENBHOTO NEpUoza,
PEKOMEHAYETCS NPOBOANTL PErYNAPHbIIA KOHTPONb YPOBHS (HEPMEHTOB NMEYEHM.
Tpy yBENUYEHNN YPOBHS MEYEHOYHbIX (DEPMEHTOB CTIEflyeT NpekpaTuTh
NPUMEHEHHe Nperapara.

CoemecmHoe npumeHeHue ¢ uHaubumopamu npomeassi BUY

He pekoMeHzyeTcst NPUMEHATL NaHTONpPa3son ¢ MHrMbuTopamm npoteassl BAY,
abcopBuuns KOTOpbIX 3aBUCHT OT KUCTOW BHYTPIDKeNyZouHol pH-cpenbl, (Takve
kak aTasaHaBip), 13-3a CHIKEHNS X B1o[OCTYNHOCTY.

VHcpeKwLmm XenyaouHO-KNLLEYHOTO TPaKTa, Bbl3BaHHble BakTepusimMm1

KOHTpOMOK kak 1 BCe MHMMBUTOPLI MPOTOHHON MOMMbI MOXET MPUBECTY K
HE3Ha4MTENbHOMY YBEMMYEHMIO KONMMYECTBA KeMy[o4HbIX DakTepuit, koTopble
06bI4HO MPUCYTCTBYIOT B XENyAO4HO-KULLIEYHOM TpaKTe, kak Salmonella,
Campylobacter unu C.difficile.

[unomazHuemus

CoobLyanock 0 passuTUM TSKENOI FMNOMAarHUEMIN Y NaLMeHTOB, NOMyYaBLUMX
MHIMGUTOPBI MPOTOHHOI NOMMbI B NEPUOZ OT TPEX MECSLIEB 10 OHOTO FOZa.
CepbesHble NPOSIBNEHNS TUNOMarH1eMuH, Tak1e Kak yCTanocTb, TeTaHus, bpeq,
CYA0pOry, TONOBOKPYXEHME W KeMyA04KOBOM apUTMUM MOTYT NPOSIBNATLCS
BHE3aMHO N He3aMeTHO. Y BOMbLUMHCTBA NaLMEHTOB C rMoMarHuemuer
COCTOSIHME YMyyLLanoch NOCMe HagHaueH!s 3aMeCTUTENbHON Tepanin MarHuem 1
OTMEHbI MHTMOUTOPOB NPOTOHHON NOMMbI.

TaumeHTbl, KOTOPbIE JOMKHbI MPUMEHSTb ANUTENbHYIO TEPANMI, UMW NaLMEHTbI,
KOTOPbIE MPUHAMAIOT MHTUOUTOPBI MPOTOHHOM MOMIbl BMECTE C IMFOKCUHOM

WY NeKkapCTBEHHbIMI CPEACTBAMM, KOTOPbIE MOTYT BbI3BATb rMMOMarHuemMmo
(HanpUMep AnyPETUKY), PEKOMEHZYETCS ONpedensiTb YPOBEHb MarHis nepen
Hayanom neyeHmst MHrNOMTopamin MPOTOHHOI NOMMbI M NEPUOANYECKN BO BPEMS
neYeHns..

[epenombl kocmeu

VIHrM6uTOpLI NPOTOHHOM MOMMLI, 0COBEHHO B BOMbLUMX 03X W NP AUTENHOM
NpUMeHeHUN (> 1 rofa), MOryT HECKONbKO YBENNYMBATb PUCK BO3HUKHOBEHMS
nepenoma befpa, 3ansicTbst U MO3BOHOYHIKA, NPEUMYLLECTBEHHO Y MOXUMbIX
NtoAeit UMM Ny HanW4MKM ApYTuX haKTopoB pucka. [laHHble nccnenoBaxuil
M03BONSIOT NPEANONOKNTb, YTO UHTUBUTOPBI MPOTOHHOM MOMMbI MOTYT
yBenu4mMBarb obLuwit puck nepenomos Ha 10-40%.HexoTopble puckos
MOryT BbITb Takoke CBA3aHbI C ApYrvMI hakTopamm pucka. MaLueHTsl,
CKIMOHHbIE K pa3BUTMIO OCTEONOPO3a, AOMKHbI NONy4aTh Tepanuio

B COOTBETCTBUY C JENCTBYHOLUMMI KIMHUYECKUX PEKOMERALMIA 1
nonyyaTh OCTATO4HOE KONMYECTBO BUTaMuHa D 1 kanbLns.

Hemu

KOHTpOMOK He pekoMeHayeTCs ANsi IPUMEHEHIs Y AETEN W MOAPOCTKOB
B BO3pacTe A0 18 NneT 13-3a 0rpaHMYEHHOCTY JaHHbIX 0 6e30nacHoCTH
11 3heKTUBHOCTM B 3TOI BOPACTHON rpynne.

BepemerHocms u nakmayus

YMepeHHOe Konn4ecTBO AaHHbIX 0 GepeMeHHBIX KeHLLHaX (OKono
300-1000 ncxonoB GepeMeHHOCTH) yKa3blBatOT Ha OTCYTCTBIE
BPOXEHHOI Nk (heTo/ HeOHaTanbHO TOKCUYHOCTY Npenapara
KoHTponok. MccnenoBanms Ha XMBOTHbIX CBUAETENBCTBYHOT O
PenpoayKTUBHON TOKCUYHOCTY Npenaparta. KOHTPOnoK He [ormkeH
NPUMEHSTLCS BO BPEMSI GEPEMEHHOCTI, ECTI B 3TOM HET O4EBIAHON
HeobXoaUMoCTH.

NakTauuio Ha Nepuoz NeYeHst NpenapaTom NPepaLLatoT.
VccrienoBaHmst Ha XVBOTHBIX MOKa3ani, 4To NaHTONPa3son NPOHUKAET
B IPyAHOE MONoKo. MocTynanu coobLUeH!s O MPOHUKHOBEHMN
naHTonpasona B rpyAHOE MOIOKO Y N0fiei, OfHAKO UMetoLascs
MH(opMaLms HefocTaTouHa. Puck Ans HaBOPOXAEHHbIX/MNafeHLEes,
HaXOASLLMXCS Ha rPYAHOM BCKapMIMBAHUM, UCKTTIOYUTb HEMb3si.
Moatomy npumeHeHne KOHTPONOK TOMKO N0 CTPOTMM NMOKa3aHNsM,
Korfja nonb3a /N5 MaTepu BbILLE BO3MOXHOTO pucka st nnoaa
®epmusbHOCMb

Bo Bpems 1ccnenoBaHus Ha nabopaTopHbIX KMBOTHbIX HE BbISBIEHO BIUsHUE
npenapara Ha hepTunbHOCTb.

OcobeHHocmu eMusHUS NekapCmeeHH020 cpedcmea Ha Crioco6HOCMb
ynpaensmb mpaHCnopmHbIM cpedcmeomM Uslu MOMEHUUATBHO OMacHbIMU
MexaHu3Mamu.

KOHTpOMOK He BNUSIET NN HE3HAYUTENBHO BIIUSIET HA CNOCOBHOCTb yNpaBnsiTh
TPaHCMOPTHbIM CPEACTBOM.

CnepyeT BO3epXaTbCs OT YMpaBreHIst TPaHCMOPTHBIMU CPEACTBaMM 1 ApYTvMAA
MexaH13mamu, TpedyIoLLMM NOBBILLEHHOTO BHAMAHWS, 113-3a BEPOSITHOCTH
TONMOBOKPYXEHUI 11 HapyLLEHWS 3pEHuSI.

MepenosnpoBka

CUMMIMOMI; HEU3BECTHBI

JledeHue: npy NOAO3PEHM Ha NEPEAO3NPOBKY PEKOMEHAYETCS NPOBeAEHMe
NofAepKVBalOLLEN M CUMTTOMATUYeCKOW Tepanuu. [penapat He BbIBOAUTCS
MOCPEACTBOM remoauaniaa

®opma Bbinycka W ynakoBka

Mo 40 Mr akTUBHOTO BeLLecTBa NOMELLAIOT B CTEKNsIHHbIE BeCLiBETHbIE (hniakoHbI,
YKynopeHHble Npobkamin peanHoBbIMM 1 06XaTble antoMUHUEBBLIMI Konnadkamm ¢
ZyckaMin 3 MONMNPOMUNeHa.

1 chnakoH BMeCTe MHCTPYKLUMelt N0 MEANLIMHCKOMY MPUMEHEHNI0 Ha
TOCY[,apCTBEHHOM M PYCCKOM f13blKaX BKMablBatoT B KapTOHHYHO KOPOOKY.

YcnoBus xpaHeHus
XpaHuTb Npu Temnepatype He Boilwe 25°C, B 3alLWLLEHHOM OT CBETE MECTe.
XpaHuTb B HEAOCTYNHOM ANs AeTer Mecte!

CpoK XxpaHeHust
2rona
He 1cnonb3oBaTh N0 UCTEYEHNM CPOKA FO[HOCTU.

YcnoBus oTnycka U3 antek
Mo peuenty

Mpoussogutens

Takena Mvbx, 3uHreH, FepmaHu
Po6ept-bow-Wrpacce,8 [1-78224 3ureH, Mepmanus/
Robert-Bosch-Str. 8 D-78224 Singen, Germany

HaumeHoBaHMe 1 cTpaHa BnafdenbLa PerucTpaLMoHHOro yA0CTOBEPeHMs
Takepa Mvbx, lepmatus

Buk-Tynbaen-LWtpacce 2, [1-78467 KoxctaHu, Mepmanns/

Byk-Gulden-Strasse 2, D-78467 Konstanz, Germany

HaumeHoBaHMe 1 cTpaHa opraHu3aumMu-ynakoBLyuKa

Takena Mm6X, 3uHreH, FepmaHu

Pobept-botw-LLtpacce,8 [1-78224 3unreH, Fepmanus/

Robert-Bosch-Str. 8 D-78224 Singen, Germany

Adpec opaaHu3sayuu, npuHuUMarowel Ha meppumopuu Pecry6muku
Kasaxcman npemeHsuu om nompebumeneu no kadecmay npodykyuu
(mosapa) u omeemcmeeHHoU 3a mocmpeaucmpayuoHHoe HabmodeHue 3a
be3onacHocmbHo fiekapcmeeHHo20 cpedcmea

TOO «Takeda Kazakhstan»

r. Anmarbl, yn. Wawkuta 44

Homep Tenedona (727) 2444004

Howmep chakca (727) 2444005

Anpec anekTpoHHou nouTsl DSO-KZ@takeda.com

09.02.17 09:50
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