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Toprosoe nazpanne: 3UTMAK

MexayHapoaHoe HenaTeHToBaHHoe HazBanue (MHH): AsuTpoMunuH

Cocras: 1 TabneTka mOKphITast 000JI0UKOH CONEPIKHT:

Jleticmeyloujee 6eujecmao: asATPOMULEH (B BHZE a3UTPOMULMHA Auruapara) - 500 mr.
BcnomozamenvHule sewyecmea: pexenaTUHA3UPOBAHHBINA Kpaxmal,
THIPOKCHIPONAIIEIUIION03a HU3KO3aMEIEHHas, HaTpus Jaypuicyibdar, KpocKapMmellio3a
HATpHs, Kanblus ruapodocdar quruapar, KpeMHHS JUOKCH KOJUTIOMIHbIN G€3BO/IHBIM, IaKTO3a
6’oB0,IIH&$I, MarHusi cTeapar, IuleHouyHas o6Oomouka Cemupuam 752 brnaHk (COTEPXKHT:
THAPOKCHIIPONAIMETHIILIEIUTION03Y, MHKPOKPHCTAUIMYECKYIO LEIUIIOJ03y, THTaHA JUOKCHZ,
MOJIUATIIICHIIHKOJIb-40 cTeapar).

Buemnuii Bua: Gesble OBATBHEIE IPOJIOJITOBATEIE TAONETKH, IOKPBITHIE 000JIOYKOM C PHCKOH C
OIIHOU CTOPOHBI. Prcka He mpeHa3HaYeHa JIsl JeNeHUs TaOleTKH Ha [BE PaBHBIC YaCTH.

dapmakoTepaneBTHYeCKass Trpynmna: AHTUOAaKTepHAIbHBIE CPEACTBA UL CHCTEMHOIO
npumenenus. Makponuael. Kog ATC: JOIFA10

IToxazanus K NpHUMeHEHHIO
ABWTpPOMHIIMH TIOKa3aH ISl JICYEHHs CIEIYIOIMUX HHGQEKIHH, BBI3BAHHBIX OJHHM HIIH
HECKOJbKUMH JyBCTBUTEIHHBIMA MUKPOOPraHU3MaMH:
— bponxur
— DBue6GonpHUYHAS THEBMOHUS
— Cunycur
— OapHHTUT / TOH3UIUTAT
— Cpennuit oTUT
— WHadexuun KOXHM M MATKHX TKaHEH: HEOCJIO)XKHEHHBIE (opmbl acne vulgaris,
MHTpHUpYIOIas XpOHHUYecKasi spuTeMa (HauanbHas craaus Oose3nu Jlaiima), poxa,
UMIIETUTO, THOJECPMHUSL.
— Heocnoxxuennble HHGEKIUH IIOJIOBBIX IyTel, Be3BauHble Chlamydia trachomatis.
— 3aboneBaHus Xenyaka W 12-mepcTHOM KHIIKH, accoumuupoBanHblie ¢ Helicobacter
pylori.

Cnioco6 npuMeHeHHUs H 103bI

B3pocibmM 1 feTsaMm ¢ Maccoii Tena cBbime 45 kr: BHyTph 0,5 r/cyT 3a 1 Wac 10 mpuema IuIiny
WM Yepe3 2 yaca IocJie Hero, 3aluBasi BOJIOM, B TeueHue 3 aHel (KypcoBas fo3a- 1,5 r).

IIpu HEOCTIO)KHEHHOM yPETPHUTE WIIH LIEPBULIUTE - OJHOKpATHO 1 T.

3aboneBanus Jkenyaka u 12-mepcTHOM KMINKH, acconuupoBanubie ¢ Helicobacter pylori: 1 r (2
tabnetku mo 500 Mr) exemHeBHO, B KOMOWHALIMM C AHTUCEKPETOPHBIMH IIpernaparaMd H
JPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMH, [0 Ha3HAYECHHUIO Bpaya.

Iloyeynasn neoocmamouynocmo:

He tpebyercss xoppekuuu [g03bl Yy TMAIMEHTOB C JITKOM M YMEPEHHOH I104eYHOH
HenocrarouHocThio (CK® 10- 80 mn / mun). Crnemyer cobmonare OCTOPOXKHOCTH IPH
Ha3HAUEHWH a3sUTPOMHIMHA IAlMEHTaM C TsHKeNoi modeyHoi HemocrarouHocThio (CK® <10
MJI/MHH).

Ileyenounas HeoocmamoyHoCmb.!

[TocKONBbKY a3UTPOMHIIMH METabONU3UPYETCsS B NEUYCHH M BBIBOIAMTCS C JKEIYBIO, Mpernapar He
clexyeT Ha3HAyaTh [AMEHTaM, CTPAJAIOUIMM TSDKEIBIMH 3a00JIEBAHUAMHU  I[IE€YCHH.
HccnenoBaHus 10 JICYSCHHIO TAKUX OOJIBHBIX a3UTPOMHULIMHOM HE IIPOBOMIIHCE.



Ilayuenmol nodcunozo éospacma:

Jlns mojel MOXKKUIIOro BO3pacTa MPUMEHSTH IIpenapar B TOH XKe J103€, KaK 1 B3POCIIBIM.
I[TocKoNbKy MHAlMEHTHl TOXHJIOTO BO3pacTa MOTYT BXOAHTH B TPYINIBl PHCKA HapyLICHHH
5JIEKTPUYECKOM IPOBOJUMOCTH CEpALla, PEKOMEHIYETCs COOMIOAATh OCTOPOXHOCTH IIPH
MPUMEHEHHH a3WTPOMHIMHA B CBS3M C PHCKOM Da3BHTHS CEPACYHON apUTMUHM U apUTMHH
torsade de pointes.

IlpumMeHeHne B nepuoj GepeMeHHOCTH U KOPMJIEHHS IPYAbIO

Bepemennocmo. VccnienoBanusi  BIWSIHHS Ha  PENPOAYKTHBHYIO  (QYHKLIHMIO  )KHBOTHBIX
BBIIOJIHEHBI TIPH BBEJECHHH JI03, COOTBETCTBYIOIIMX YMEPEHHBIM TOKCHYECKMM J03aM IS
MaTEepUHCKOrO OpraHu3Ma. B 3THUX HCClieOBaHUIX HE MOTYyUYEHO J0KAa3aTelIbCTB TOKCHYECKOTO
BO3CHCTBUS asUTpoMUIMHA Ha 1104, OIHAKO OTCYTCTBYIOT aIE€KBaTHBIE H XOpOIIO
KOHTPOJIMPYyEMBIE HCCIIefOoBaHHA y OepeMeHHBIX. [IOCKONBKY HMCCIENOBaHHMs BIHMSHHSA Ha
PENpONYKTHBHYIO (YHKIHUIO >KHBOTHBIX HE BCErJa COOTBETCTBYIOT 3(Q(EKTy y YelOBEKa,
a3UTPOMHLIMH CJIE€yeT Ha3Ha4aTh B IEpHOJ OEpEMEHHOCTH TOJBKO 110 KU3HEHHBIM IT0Ka3aHHAM.
Kopmnenue epyovio. CooOmanoch, 4T0 a3WTPOMHUIMH IIPOHUKAET B TPYIAHOE MOJOKO, HO
COOTBETCTBYIOIIMX H JOJDKHBIM 00pa3oM KOHTPOJHPYEMBIX KIMHUYECKUX HCCIIEI0OBaHUH,
KOTOpBIE JaBaj OBl BO3MOXHOCTH OXapaKTepu30BaTh (APMaKOKUHETHKY OKCKPELUH
a3UTPOMHLIMHA B IPYJHOE MOJIOKO, HE NMPOBOAMIOCH. IIpMeHEeHHe a3UTpOMHLHUHA B IIEPHOJ
KOPMJIEHHS TPYJIBI0 BO3MOXKHO TOJIBKO B CIy4asX, KOrJla OXHJaeMas II0Jib3a Ul MAaTepH
IPEBBIIIACT NOTCHIUAIBHBIM PUCK IS peOeHKa.

Depmunvrocmy. Uccnenopanre GepTUIHHOCTH NMPOBOAMIN Ha KphbICaX; 4acTOTa HACTYILICHHS
OepeMEHHOCTH IIOC/Ie BBEICHHS a3UTPOMHIMHA CHHXATACh. PElIeBaHTHOCTh 3THX IaHHBIX
OTHOCHTEIIBHO YeJIOBEKa HEM3BECTHA.

Hern
IIpenapar ciemyeT nNpUMeHSATh y JeTeil ¢ Maccoit Tena >45 kr. JletaM ¢ Maccoit Tena <45 kr
PEKOMEHIY€ETCs IPUMEHSTh IIpenapaThl a3UTPOMHUIIMHA B COOTBETCTBYIOLIEH TO3HPOBKE.

Crnoco0HOCTh BJHATH HA CKOPOCTh PEAKIHH INPH YNPABJIEHHH ABTOTPAHCIOPTOM HJIH
APYTHMH MeXaHH3MaMH

JlokazatenbcTBa TOrO, 4YTO AQ3HUTPOMHIMH MOXET YXYAIIAaTh CIOCOOHOCTh YHPABIAThH
TPaHCIIOPTHBIMH CPEJCTBAaMH MJIH paboTaTh ¢ MEXaHH3MaMH, OTCYTCTBYIOT, HO CJIEIyeT
YYHMTBIBATH BO3MOXXHOCTH pa3BUTHs TaKMX II00OYHBIX pEaKIHii, KaKk TOJIOBOKpPYXXEHHE,
COHJIMBOCTH, HApYLICHHE 3PEHHS.

Ilob6o4yHoe€ aeiicTBHE
A3BWTPOMHIIMH XOPOILIO NEPEHOCUTCS C HU3KOU YacToTOl mo6ouHbIX 3 dexToB. B aTOM pasnene

IEPEYHCIIEHbl TOOOYHBIE PEaKIMH M HUX YacTOTa CO CTOPOHBI Pa3IMYHBIX CHCTEM OpraHH3Ma,
BBISIBJICHHBIE B XO/I€ KJIMHUYECKUX UCIBITAHUN U MOCTMApKETHHIOBBIX HaOmoaeHuit. [lo6ounbie
peaKkiuy, BBIABICHHBIE IIPU IOCTMAPKETHHIOBBIX HAOJIIONAEHHSX, BBIIEICHBI KypPCHBOM.
VKkazaHHBIE HMXKE I100OYHBIE 3(P(PEKTHl NPHBOAATCS B COOTBETCTBHH CO  CJEAYIOIIHMMH
rpajanysMy 4acTOTHI KX BO3HUKHOBEHHUS : 04eHb yacto (1/10); wacto (1/100 mo <1/10); HewacTo
(1/1, 000, <1/100); pexmxo (1/10, 000, <1/1, 000); ouens peaxo (<1/10, 000), u He u3BeCTHO (HE
MOTYT OBITH OIEHEHBI W3 AOCTYIHBIX JAaHHBIX). B Kaxmod rpynme moGousbie 3¢GHeKTsi
IPEJCTaBICHbI B IOPSAKE yOBIBAHUS MX BaXHOCTH.

[ToboyHbIE peakuy BO3MOXKHO HIIM BEPOSTHO CBSI3aHHBIE C a3UTPOMHUIIMHOM OCHOBaHHBIE Ha
KIIMHUYECKHX HCCIEIOBAHUSX 1 [IOCTMAPKETHHIOBOTO| HAGHOASH)A: -~ |



Hugpex : 6174 -201+8
Yuu U UHBA3UU: a)
Peokue (1/1, 000, <1/100): KkanOuo03, KaHOUOO3 NONOCMU pmMA,  BIALANUWA.
He useecmno (ne mozym 6vimb oyeHeHbl U3 OOCMYNHBIX OAHHBIX). NCEBOOMEMOPAHO3HbLU
KONUM.

3abonesanun Kposu u 1umpamuueckoil cucmemol

Peokue (1/1, 000, <1/100) neiixoneHus, HEATPONEHHUS

He uséecmmno (ne mozym Owvimv oyenenvi u3 OOCMynHwlX OGHHLIX) MPOMOOYUMONeHUs,
2eMONUMUYECKAS. AHEeMUSL

Hapymenuss ”tMMyHHO# cHCTEMBI

Peokue (1/1, 000, <1/100) otex KBuHKe, runepdyBCTBUTEIHHOCTB

He uzeecmno (ne mozym bbime oyenenvl us 00cmynnvix OGHHbBIX) AHAPUIAKMULECKAS PeaKYus.
Meta0o0u3M M HapymIeHHs] TUTAHHUS

Obwue (> 1/100 <1/10) anopekcus

Ilcuxuyeckue pacerpoiicrea

Peokue (1/1, 000, <1/100) HepBO3HOCTB

Peokue (> 1/10, 000 <1/1, 000) Bo36yxneHue

He useéecmno (ne mozym Grimob oyenenst us 00cmynHuix 0aHHbIX) azpeccusi, mpesoza
PaccrpoiicTBa HepBHOI cHCcTEMBI

Yacmuie (> 1/100 <1/10) ronoBoKpyxeHue, ToJ0BHAsA GOJIb, MAPECTE3NH, U3BpALICHHE BKyca
Peokue (1/1, 000, <1/100) cHuxXeHHE YyBCTBUTEIIBHOCTH, COHJIMBOCTh, OECCOHHHUIIA
He usséecmno (ne mozym 6vimb oyemenvr us Oocmynnwix OanHwix) 0bmopok, cyoopoeu,
NCUXOMOMOPHAS 2UNEPAKMUBHOCMb, nomeps 0DOHAHUSA, nomeps 6Kyca, HapyuieHue 0OOHAHU,
muacmenus

I'nasHeble pacerpoiicrBa

Qacmeie (> 1/100 <1/10) napymenus 3peHus

Yuinblie u JaGHPHHTHBIE paccTpoiicTBa

Yacmeie(> 1/100 <1/10) rnyxora

Peokue (1/1, 000, <1/100) napymenue ciyxa, IIyM B yIax

Peokue (> 1/10, 000 <1/1, 000) TOJIOBOKPY KEHHE

Cepaeunsble paccrpoiicTBa

Peokue (1/1, 000, <1/100) cepnuebuenue

He uzeéecmno (ne mozym 6vimo oyenenvr u3 00CMynHbIX OGHHLIX) MAXUKAPOUS, 6 MOM HUCe
ACeNYO0UKOBAS. MAXUKAPOUS, APUMMUSL

Cocyancroie pacerpoiicTBa

He uzgecmmo (ne mozym 6vimo oyenenvt u3 00CMYNHBIX OAHHBIX) 2UNOMEH3USL
Kenynouno-kumednsie paceTpoiicTa

Ouenv uacmo (1/10) nuapes, Gonb B )KHUBOTE, TOLIHOTA, METEOPHU3M

Yacmeuie (> 1/100 <1/10) pBota, [UCTIENICHYECKUE paccTpoiicTBa

Peokue (> 1/1, 000 <1/100) ractpur, 3anops

He useecmno (ne mozym Gbimo oyenensr uz docmynwvix OGHHbIX) NAHKpeamum, usmeHeHue
yeema a3vika BT I T e T
PaccTpoiicTBa meyeHH u KeJI9HOTO My3bIps

Peokue (> 1/1, 000 <1/100) renatur

Peokue (> 1/10, 000 <1/1, 000) napymenne GpyHKIuil nedeHn



He uzeecmno (ne mo2ym 6Gbimb OyeHeHbl U3 OOCMYNHbIX OGHHbLIX) NEYeHOYHAs
HedoCmamoyHoCMb ¢ PEIKAM JIETATBHBIM UCXOJIOM, 2enamum MONHUEHOCHbLU, HEKPO3 NedeHu,
Xollecmamu4ecKkas JHceimyxa

3abos1eBaHHI KOXKH M MOJKOKHOM KJIETYATKH

Yacmeie (> 1/100 <1/10) 3y 1 BBICBIIAHAS HA KOXKE

Peokue (> 1/1, 000 <1/100) cunopom Cmusenca-/oconcona, peakyus gpomocencubunusayuu,
KpanusHuya

He uzsecmno (e mozym 6vimo oyenenvl U3 00CMYNHbIX OAHHBIX) MOKCUHECKUU INUOPMATbHBLU
HeKPONU3, MylbMugopMHas spumema

KocTHO-MBIMIEYHOM, COeTHHUTEILHOH TKAHU

Yacmeie (> 1/100 <1/10) apTpanrus

HapymeHnusi co cToOpoHbI 0YeK H MOYEBBIBOASIIUX ITyTei

He uzeecmno (ne mozym 6vimb oyenenvl U3 OOCMYNHLIX OGHHBIX) OCMpPAas NOYeyHas
Heo0CmamoyHOCMb, UHMEPCMUYUATbHBLY He@pum

O0mmue HapymeHHs H yCJIOBHSI HAa3HAYEHHS

Yacmeie (> 1/100 <1/10) yctanocTsb

Peokue (> 1/1, 000 <1/100) 60nb B rpyau, OTEK, HEIOMOTaHHUE, CIIA00CTh

HccnenoBanus

Yacreie (> 1/100 <1/10) cHuxeHHe KOIMYeCTBa JIUM(OLHUTOB , YBEIHYCHHE KOJIHYECTBA
303MHO(UIIOB, CHUXKEHHE OnKapOOHATa B KPOBU

Peakne (> 1/1, 000 <1/100) noBblIEHHE  acmapTaTaMHHOTpAHC(Epasbl, MOBBILICHHE
aJlaHHHaMHMHOTpaHC(epasbl, MOBHILICHHE OWIMpyOMHA B KPOBH, IOBBHIIIEHHE MOYEBHHEI B
KPOBH, IIOBBLILIEHNE KPEaTHHUHA B KPOBHU, IATOJIOTHYECKUE U3MEHEHHS KaJIHsi KPOBH.

He uséecmno (ne mocym 6Gvimb oyeHeHvl U3 OOCMYNHLIX OAHHBIX) 3JIEKMPOKAPOUOSPAMMA.
yonunenue unmepeana QT .

IIporuBonoka3zanusi

® TIHIEPYYBCTBUTEIBHOCTH K aHTHOMOTHUKAM I'PYIIIIbI MAKPOJIUIOB,
® TsDKeNas NeYEeHOYHAs W/HIIH MMoYeyHas HeJIOCTaTOYHOCTD,

e JIeTH C Maccoi Teja MeHee 45 KT,

® OJHOBPEMEHHBIH MPUEM C SPrOTAMHUHOM U JUTHIPOIPrOTAMHHOM.

C 0CcTOpOXKHOCTBHIO
IIpu 6epeMEHHOCTH U B IEPHOJ JIAKTAIMH, T.€. B TEX CIIydasX, KOT/a I10Jib3a OT €ro MPHMEHEHHS
IPEBBIIACT PUCK, CYLIECTBYIOIIMH [IPH HCIIOJIB30BaHUH THO00r0 ImpenapaTa B 3TH IEPHOJIBL.

IlepenozupoBka

[To6ounsle 3ddeKTEl B 03¢, NPEBBINAIOIIEH PEKOMEHAYEMYIO BBINIE, OBUIM IOJOOHBI TEM,
KOTOpBIE HAOMONAalOTCs B OOBIYHBIX J103aX. THUNHYHBIE CHUMITOMBI IEPEJO3HPOBKH
AQHTHOMOTHKOB TIPYNIBl MAaKpOJIHIOB BKIIFOYAIOT: OOpaTUMYIO TIIOTEPIO CIIyXa, CHIIBHYIO
TOUIHOTY, PBOTY W JMapero. B cilyyae mepeno3upoBkM Ha3HAyalOT aKTUBHUPOBAHHBIN yrojb U
ofIee CHMITOMATHYECKOE JICYEHHE, TTOIEPKUBAIOIIUE MEPOTIPHUSATHS.

CHUMNTOMBI: TOINIHOTa, BpeMEHHAs OTeps CllyXa, pBOTa, JUapest

JledyeHue: cHMIITOMaTUYECKOE.

B3aumopneiicTBHe ¢ JPYrHMH JIeKAPDCTBEHHBIMH CpPeICTBAaMH H Jpyrue ¢op™bl
B3aHMO/JIeHCTBUSA e ———————————



6174 -2018
Aumayudvr: B (papMaKOKHHETHYECKHX HCCIIEIOBAHUIX 0 H3YYEHHIO HOCIEACTBHI
OJTHOBPEMEHHOI'0 IIPHEMAa aHTAlHJOB C A3UTPOMHUIIMHOM HE OBUIO OTMEYEHO BIHSHHS Ha
00myro GHOIOCTYIHOCTh, XOTS NHKOBas CBIBOPOTHOYHAs  KOHIEHTpalus ObUIA CHHXXEHA
npuMepHo Ha 25%. IlanmeHTaM, MONMyYarOIUM a3WTPOMHUIMH, HE CIIEAYET OJHOBPEMEHHO
IIPUHUMATh aHTAIUIBL.
Lemupusun: y 300poBBIX HOOPOBOJBIEB, COBMECTHOE HA3HAYeHHE S-IHEBHOTO Kypca
a3sUTPOMHUIIMHA C HeTupusyHoM 20 Mr Ha CTAaMOHAPHOM JTale He IPHBEIO K
(hapMaKOKMHETHYECKOMY B3aHMOACHCTBHIO, W3MEHEHHUH IPOIOKHTENFHOCTH HHTepBana QT
He HabIoaIoCh.
Luoanosun_(Dideoxyinosine): coBmectnoe mpumenenue 1200 mr / cyT asutpomuumHa u 400
Mr / cyT mupanosuHa y 6 BUYU-HO3HTHBHBIX JIMI HAa CTAIHOHAPHOM 3Tale IIPH CpaBHEHUH C
Wianebo He U3MEHMWIO (apMaKOKUHETHKY JHIaHO3HHA.
[ueoxcun: EcTb cBeneHHs 0 HapyIIEHHH MEKPOGHOIO MeTabo/M3Ma TUTOKCHHA B KHIIEIHHKE Y
YacTH MAIlHEHTOB, TPHHUMAIOIIMX HEKOTOPHIE MAKpPOJIUIHbIE aHTHOHOTHKH. ClielyeT IOMHHTB,
4TO y MAIMCHTOB, MOJYYAIOIUX OAHOBPEMEHHO a3MTPOMHUIMH WM JPYTHE POJICTBEHHBIE
a3aIMJHBIE AHTHOMOTHKH, MOXET MOBBINIATLCS YPOBEHD TUTOKCHHA.
3udosyoun: OnHoKpaTHEI npueM B 103e 1000 Mr B MHOrOKpaTHBIHA B fo3e 1200 Mr wm 600
MI' a3UTPOMHIIMHA MaJO BIIUSET HA IUIA3MEHHYIO (JapMaKOKHHETHKY HIIM SKCKPELHIO ¢ MOYOH
3UI0OByJMHA MJIM €ro Mera0o/luTa TIMIOKypoHHAa. TeM He MeHee, IpH Ha3HAYEHHH
a3UTPOMHIMHA YBETMYUBACTCS KOHUECHTpaIKs GochOopHINPOBAaHHOTO 3HI0BY IMHA, KIMHUYECKH
aKTHBHOTO MeTabo/IuTa, B MOHOHYKJIEAPHBIX KIETOK Iepu(eprueckoii KpoBH. KiuHHYeckoe
3HAYCHHUE 3TOTO HAOMONEHHsT HESICHO, HO OHO MOYKET OKAa3aThCsl [OJIE3HBIM ISl IAIHEHTOB.
He BBIABIEHO 3HAYMTENBHOTO B3aMMOJEHCTBUS A3MTPOMUIMHA C I[EYEHOYHOM CHCTEMOR
mutoxpoma P450. Cunraercs, 4To He NPOHCXOAUT (apMAKOKMHETHUECKHX JIEKAPCTBEHHBIX
B3aMMOJICHCTBUH, KaK IpH IpHEME JPHTPOMHIMHA W JPYrMX MakpomujoB. He Habmomaercs
MHIyKINH WM WHAKTHBAIMH CHCTeMBI [[uToxpoma P450 meyeHn yepe3 KOMILIEKC HHTOXPOM-
MeTa0OJIUT IPU IPUMEHEHUH a3UTPOMHITMHA.
[LIpouseoonvie cnopbinbu: B CBA3M ¢  TEOPETHUECKOH BO3MOXHOCTBIO OTpaBJICHHS
IIPOHU3BOMHBIMH CIIOPBIHBH, OZHOBPEMEHHOE HCIIONIB30BAHHE A3HUTPOMHMIMHA C MPOM3BOIHBIMH
CIIOPBIHBY HE PEKOMEHYETCH.
DapMaKOKUHETHYECKHE HCCICAOBAHHMS OBUTH  IPOBELCHBI MEXIYy a3sUTPOMHLUHOM |
CICAYIOIMMH NpenapaTaMd, OKas3bIBAIOIIMMH 3HAYHTENILHOE BIHUSHME Ha MeETa00JH3M
nuToxpoma P450.
Amopsacmamun: CoBMeCTHOE Ha3HaueHHE aTOPBACTATHHA (10 Mr B CyTKHM) M a3UTPOMHIHMHA
(500 Mr B nmeHb) He H3MEHSET ILIA3MEHHBIE KOHILIEHTpallMK aropBacTaTHHa (0asupyercs Ha
AaHHBIX aHanu3a HHrubuposanus I'MI'-KoA-penykrasel ).
Kapbamasenun: B wuccnenosanum (apMaKOKMHETHYECKOTO B3aHMOJCHCTBHS y 3I0pOBBIX
IOOPOBONIbLEB, MOTYYABIIHX OXHOBPEMEHHO A3HTPOMHIMH, HE HAGIIONANOCH CyIIECTBEHHBIX
9pGeKTOB HAa TIAa3MEHHBIE YPOBHM KapbaMasellMHA MM €ro akTHBHONO MeTaGoJIuTa.
Lumemuoun: B $hapMakOKMHETHYECKHX HCCIENOBAHUX IO H3Y4EHHIO 3(Q(EKTOB OTHOKpATHOM
AO3Bl IIUMCTUAWHA, NPUHUMACMOW 3a 2 4Yaca N0 a3sUTPOMMIMHA, HUKAKHX HM3MEHEHHMH Ha
(hapMaKOKMHETHKY a3UTPOMHIIMHA HE OGHAPYIKEHO.
Kymapun-nodobuvie nepopanvhvie AHMUKOA2YISIHMbL. B HCCIIEJOBAaHHUSX
(hapMaKOKMHETHYECKOTO B3aUMOJIECHCTBHS, A3HTPOMHLMH HE H3MEHSET AHTHUKOATYJISTHTHBIH
o dexT omHoi 10361 15 Mr BapdaprHa, Ha3HAYEHHOH 3I0POBEIM 10OPOBOJBIAM. ITO OBUIH
COOOWIEHHS, TONYYEHHBIE B  IOCTMAPKETHHTOBBI NEPHOA I  HOTEHIMPOBAHHBIX
AHTHKOATyJITHTOB  IOC/IC COBMECTHOTrO INPUMEHEHHsS a3UTPOMULMHA U KyMapHH-TIOJO0OHBIX
OPAJbHBIX aHTHKOATYJISIHTOB. XOTs IPHYMHHO-CIICACTBEHHAS CBA3b HE YCTAHOBJICHA, BHUMAHHE
JIOIDKHO OBIT yZENIEHO YaCTOTe MOHHTOPHHIA IPOTPOMOMHOBOTO BPEMEHH, KOT/A a3HTPOMHLH
HCIOJIB3YETCs Y OONBHBIX, MOMyYarOIINX KyMapHUH-IOA0OHBIE MEPOpaNbHbIE aHTHKOATYISHTEL
Lluxnocnopun: B hpapMakoKHHETHYECKHX HCCIEIOBAHHSX Y. 310POBHIX JOGPOBOBLES, KOTOPBIM
ObL1 HasHaueH asHTpoMuUMH B 03¢ 500 Mr / cyT(B TeueHwe 3 mHel, 4 3aTeM IIPUMEHSUTA
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OZIHOKPaTHO OpalbHbIA LHUKIOCHOpHH B go3e 10 mr / xr, 3'Ha1’qmeflbﬂo B&&Clraﬁa Crnax
LHUKJIOCTIOpHHA | cymecTBeHHO noBbimanack AUCO-5 (Ha 24% u 21% COOTBETCTBEHHO), OJHAKO
HHKaKHX CyILIECTBEHHBIX U3MEHEHUH He Obu10 3ameueHo B AUCO-5.
CnenoBaTenpHO, CHEOyeT IPOSIBIATH OCTOPOXKHOCTh, MpPEXAE YEM paccMaTpHBATh
OINHOBPEMEHHBIA IPUEM 3THX JIEKAPCTBEHHBIX CpeAcTB. Ecim HEoOXOAUM OJHOBPEMEHHBIH
NpUEM OTHX I[IPENapaTroB Han0 IPOBOJUTH MOHHUTOPHHT YPOBHS  LHUKJIOCIODHHA  H
COOTBETCTBEHHO KOPPEKTUPOBATH JI03Y.
Ogasupens: COBMECTHOE Ha3HAYCHHE OJHOKPATHO a3UTPOMMIHMHA B m03e 600 mr m 400 mr
spaBupeHsa B JNeHb B TeuyeHHe 7 JHEH He DNPUBOAUT K KIMHAYECKM 3HAYHMMBIM
(papMaKOKHHETHYECKHM B3aMMOIEHCTBHM.
D1yKOHA301: COBMECTHOE Ha3HAYeHHE OJHOKPATHO a3sWUTpOMHIMHA B go3e 1200 Mr He
M3MeHseT (apMaKOKHMHETHKY OZHOKpaTHOH n03bl 800 Mr ¢uykoHasona. Obimee Bo3aeHCTBHE U
IIEPUO/ TIOJNYBBIBEJICHHUS Aa3HTPOMHMIMHA HE M3MEHHIHCh IIPH OJHOBPEMEHHOM IpHEME
iykonasona, omHaKo, HaGIIOAAIOCH KIMHAYECKH HE3HAYHTENbHOE CHIDKeHHE Cmax (18%)
a3UTPOMHIIMHA.
Hnounasup: coBMeCTHOe Ha3HA4YeHHE OJHOKDaTHO a3MTpOMHMIHMHA B go3e 1200 Mr wu
HHAMHaBApa B 03¢ 800 MIr TpHXKIBI B JIeHb B TE€YCHHE 5 JHEH HE BBIABHIIO CTATHCTHYECKH
CYIIECTBEHHOI'O BIMAHUS Ha ()apMaKOKHHETHKY HHIWHABUDA.
Memunnpeonusonon: B uccnenoBannn (hapMaKOKHHETHIECKOTO B3aHMOJCHCTBHS Y 3X0POBBIX
J0OPOBOJIBLICB,a3UTPOMUIIMH HE OKa3bIBACT CyIIECTBEHHOTO BIMSHHS HAa (PapMaKOKHHETHKY
METHJIIIPETHU30JIOHA.
Mudasonam: y 310poBBIX T0GPOBOJIBLEB OQHOBPEMEHHOE MPHUMEHEHHE a3uTpoMHuIHa 500 Mr /
CYT B TCUYCHHE 3 JHEH He BBI3BIBACT KIMHHYECKH 3HAYUMBIX M3MEHEHHH (apMaKOKHHETHKH H
(apmakxorHAMHUKK 0HO# 1036 15 M MEUAa301aMa.
Hengpunasup: onnoBpeMeHHOe NpuMeHeHHe asuTpomumuHa (1200 MI) U HendHHaBHpa B
paBHOMepHOM pexume (750 Mr Tpu pasa B [eHP) NPHBEIO K yBEIMYEHHIO KOHIEHTPALHH
asuTpoMuIKHA. Koppekuuu 103kl He HOTPeGOBATOCH M KIMHHYECKH 3HAYHMBIX I1OOOYHBIX
3 (pexToB He HAGIIIOJAIHCE.
Pugpabymun: onHOBpeMEHHOE NPUMEHEHHE A3UTPOMHIMHA W pu(abyTHHA He BIUAeT HA
CbIBOPOTOYHBIE KOHICHTPAllUH 3THX IPENapaToB. Y MAMEHTOB, MOIyYaOUIUX OJHOMOMEHTHOE
JICYCHUE A3UTPOMUIMHOM M pupabyTuHOM, Habmonatach HeWTponeHus. XOTd HEHTpONEHHS
Obula CBsi3aHa ¢ NMpuUMeHeHHeM pudaGyTHHA, MPHYMHHO-CIICACTBEHHAS CBS3b B COUECTAHHH C
A3UTPOMHLIMHOM HE yCTaHOBJIEHA.
CwiOenagun: y HOPMANBHBIX 370POBBIX MYKYMH-JOGPOBOJIBLEB, HE YCTaHOBJIEHO HHKAaKHX
AOKa3aTeNIbCTB BIUAHMSA asuTpomununa (500 mr exenneBHo B Teuenue 3 aueit) Ha AUC U Crax
cHifieHauIIa B €ro OCHOBHOTO LUPKY/IHUPYIOIIEr0 METaboIHnTa.
Teppenadun: @DapMaKOKUHETHYECKHE HCCICIOBAHMS HE TOKA3QTM HHKAKHX IPH3HAKOB
B32HMOJICHCTBHS MEXK/y asUTPOMHIMHOM M TepdeHajuHOM. B HcclenoBaHHsIX GBUIH PeIKHE
Clly4ad, IZ€ COOOWAIoCh, YTO  BO3MOXKHOCTH TAaKOTO B3aHMOJIECHCTBHS HE MOXKET OBITH
TIOJTHOCTBIO HCKJIIOYEHA, OJHAKO, HE OBUIO KOHKPETHBIX 0Ka3aTeIbCTB TOTO, YTO TAKOE
B3aHMOJICHCTBHE IIPOH3OIILIO.
Teogpunnun: He CyIIECTBYeT NPH3HAKOB KIMHHYECKH 3HAYHMOTO (bapMaKOKHHETHYECKOTO
B3aMMO/ICHCTBHS a3UTPOMHIIMHA ¥ T€ODHUILTMHA IPH OAHOBPEMEHHOM MPHMEHEHHH Y 310POBBIX
Z06POBOJIBIIEB.
Tpuasonam: y 14 310poBbIX J0GPOBOIIBIIEE, OJTHOBPEMEHHOE Ha3HauyeHHUe a3uTpoMunuHa 500 Mr
B 1l nemp u 250 mr ma 2-it memp u 0,125 Mr Tpuasonama Ha 2-# 1eHB He OKasaid
CYIIECTBEHHOTO BIMSHMS HU Ha ONHY M3 ()apMaKOKHHETHYECKUX IEPEMEHHBIX TpHAa30J1aMa II0
CPaBHEHHIO C TpPHA30JIaM H ILIaneso.
Tpumeronpum /  cynbbamerokcazon: OJTHOMOMEHTHOE J€YCHHE TpUMETONpuM /
cynbdamerokcasonom DS (160 mr/800 mr) B Teuenue-7-Aneii-c-asuTpoMHuiinom 1200 Mr Ha 7
ACHb HE OKa3ajl0 CYIIECTBEHHOIO BJIMSHHUS Ha MUK KOHIEHTpamui, obluee BO3IEHCTBHE WIIH

6



HE PB

6174 -201¢

9KCKDELHH C MOUOil TpuMeTonpuMa 6o cynbdamerokcasona. CHIBOPOTOIHBIC KOHICHTPALMH
A3UTPOMHIIMHA OBLIM CXOIHBI C TEMH, KOTOPbIE HA0MOJAIOTCA B IPYTHX HCCIICOBAHMAX.

Oco0ble yKa3aHusl H Mepbl MPEI0CTOPOKHOCTH

B ciyyae mporycka mpeema OfHOM 03Bl IIpernapara - MPOMyLICHHYIO 03y CICAYET NPUHATH

KaK MOXKHO PaHbIIE, a MOCIeIyIomue - ¢ IepepbiBaMu B 24 yaca

IIpu GepeMEeHHOCTH MpenapaT Ha3HAa4aloT TOJIBKO B TOM Cilydae, KOraa oxunaemas mosis3a s

MaTepH MPEeBHIIIAeT NOTCHIHAIBHBIN PHCK IS IUI0JA.

IIpu HEOOXOAMMOCTH NPUMEHEHHs IIperapaTa B MepHOJ JIAKTalH CIeAyeT PEIUTh BOIPOC O

IpEKpaIIeHAH TPy JHOTO BCKapMIIMBaHHUs Ha BpeMsl IPUMEHEHHU Ipenaparta.

Kak Ha OpUTPOMMIMH TaKk W Ha JPYTHE MAaKpONMIBl OBUIM 3apereCTpUpOBAaHBI — PEIKHC

Cepbe3Hble AIEPrHUeCcKHe DPEaKIMH, BKJIIOYas AHTHOHEBPOTHYECKHMH OTeK U aHa(HIAKCHIO

(peoxo JeTanbHYIo). HekoTopele W3 OTHX peakUuid Ha a3sUTPOMHIMH MPHBEIH K

PELUIMBUPYIOIAM CHMIITOMAM, TPEOYIOIIUM JUTHTEIBHOTO HAOIOICHHUS U JICICHHUSL. ITockonbky

[Ie4YeHb SBJAETCA OCHOBHBIM ITyT€M BBIBEJICHUS a3HTPOMHIIMHA, HCIOIB30BaHUE a3UTPOMHIMHA

clieflyeT NPOBOJUTE C OCTOPOXKHOCTHIO y MAIHEHTOB C CEPhe3HBIMH 3a00JICBAHUSIMH ICUCHH.

Ciyyau MOJHHEHOCHOTO TIelaTHTa, KOTOPBIA  MOXET IPUBECTH K ONACHOH Uil JKM3HH

IEYEHOYHON HEIOCTATOYHOCTH, OBUIM AacCOLMMPOBaHBI C a3sHTPOMMIHMHOM. Hekoropbie

[ALMEHTHI, BO3MOXKHO, HMENH 3a0oyieBaHMs IE€YEHH HIIM MOTJIH [PUHUMATH JPyTHE

rernaToTOKCHYECKHE JIEKapCTBEHHBIE CPEJICTBA.

B ciydae HOsSBIEHHS NPU3HAKOB W CHMITOMOB HapylleHHs (YHKIMH NEYCHH, TaKHX, Kak

OBICTPO Pa3BHBAIOIIASICS ACTCHUS B ACCOLMAIMH C JKENTYXOH, MOTEeMHCHHEM MOYH, CKIIOHHOCTD

K KPOBOTCUCHHSAM HIM IICUEHOUHOH SHiehaIonaTuu, HUCCICIOBaHUs NEYEHOYHOH (yHKIMH

JIOJDKHBI GBITH BBIOJHEHB! HeMeUIeHHo. HazHaueHne a3suTpPOMHIMH JOJDKHA OBITH OTMEHEHO,

€CJIM MOSBUIACH TUC(HYHKIUS NE€YEHH.

Y 6GONBHBIX, ONYYAOMKUX MPOM3BOJHBIE CIIOPHIHBH, OTPABICHHE CIIOPHIHBEH ObLIO YCKOPEHO

IIpH OJHOBPEMEHHOM HA3HAYEHHWH HEKOTOPBIX MaKpONMIHBIX aHTHOMOTHKOB. He cymecTByer

HHKAaKUX JAHHBIX O BO3MOXKHOM B3aMMOJCHCTBUHU NPOU3BOJHBIX CIIOPBHIHBH M a3UTPOMMIMHA.

OpfHako, H3-32 TEOPETHYECKOM BO3MOXHOCTH OTPABIICHHS CIODBIHBEH, a3UTPOMHIMH H

NIPOM3BOJHEIE CIOPBIHBM HE JOJDKHBI ~ COBMECTHO Ha3HAuyarThCs. Y UIMHEHHas Cep/cdHasd

penonspu3anus ¥ ymiuHenue wunTepsana QT, NpUBOAAIIME K PHCKY PasBUTHS CEpACUHOH

APUTMHH ¥ TAXMKApUM, OBUTH 3aMeYeHBI IPU JICYCHHH APYTHMH MaKpOIUIaMu. AHAJIOTHYHbIH

5} peKT Ha a3UTPOMHIIUH HE MOXKET OBITH MOJHOCTBIO MCKIIIOYEH Y MAlUCHTOB C MOBBIICHHBIM

PHCKOM JJIHTEILHOM CEpACYHON PEIOJISIpU3alliy, II0ITOMY HEOOXOaMMa OCTOPOXXHOCTH IPH

JICYEHUH MTAIlUEHTOB:

e IIpu BpOXXIEHHOM HJIH JOKa3aHHOM yuHeHuH uHTepBana QT.

e OJHOBPEMEHHO NPHHUMAIOIINX [pYrHe aKTUBHBIE BELIECTBA JUIS KOTOPBIX JOKa3aHO, 4TO
oHHM TpojyIeBaroT uHTepBan QT, TakWX KaK aHTHAPUTMHYECKHe mpemnapathl kKinaccos la u III,
U3anpuI U TeppeHaauH.

o C 3JIeKTPOJIUTHBIMHU HapyIIEHUMHU, 0COOCHHO B CTy4ac IMIIOKaTMEMHH ¥ THIIOMArHUEMHUH

e [lpu KIMHHYECKH 3HAYUMOW OpajuKapu¥, CEpACYHOH apHTMHH HJIH TSKEIOH CepAeyHOH
HEJIOCTaTOYHOCTH.

Kak u mpu Ha3HayeHHH JFOOOro aHTHOMOTHKA, PEKOMEHIYeTCs HaOIIOJCHHE 3a MPU3HAKAMU

cynepuH(EKIUK BEI3BAHHON HEYYBCTBUTEILHBIMA MHKPOOPraHH3MaMH, BKIIo4Yas rpuObl. EcTh

coobmenust 0 Clostridium difficile acconMupOBaHHON AUMApeH IPH MCIIOJIL30BAHUH IIOYTH BCEX
aHTHOAKTEPUANIBHBIX ~MpenapaTroB, BKIIOYas a3UTPOMHUIMH, CTENEHb TSHKECTH MOXET

BapbUPOBATH OT yMepeHHoH juaped 10 daramsHoro xoiwra. Llltammer Clostridium difficile,

mpoAyLHpyIomKe runeprokcud A u B mpuBomst x  passutmio Clostridium  difficile

aCCOLMMPOBAHHOM JMaped. I'umeprokcuH, mpogyuupyeMmbii mrammoM Clostridium difficile,

NPHBOZMT K  YBEIHYEHHMIO  3a00JI€BA€MOCTH M CMEPTHOCTH, TaK KaK OTH HH(EKIHH

pedpaKTepHEl K aHTHOAKTEPHATHHON Tepalvy U MOXET HOTpe6oBaThCS KOIIKTOMHS. TakuM

obpazom, Clostridium difficile accouanOBaﬁHaa JAuapest JIO0DKHBI OBITH -npeLQyCMOTpeHa y Tex
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[AIUEHTOB, KOTOPhIE B aHAMHE3€ MMEJH JMAper0 BO BpeMsl MM MOC/e HA3HAYeHHs Jr000ro
anTHOHOTHKA. HeoGX0oIuM TIIaTe/bHbIA aHaMHe3 TIOCKONbKy omucano, uto Clostridium difficile
acCOLMUpPOBAHHAs  JHapes BO3HHKAaeT B TEYEHHE [BYX MECSLEB IOCIE Ha3HAYCHHUS
aHTHOAKTepHANBHBIX mpernaparoB. J[oJbkHA OBITh PacCMOTPEHa HEOOXOAMMOCTH MPEKpalICHHS
TepalkyM a3UTPOMHIMHOM M HasHaueHme creuuduueckoro nedenus Clostridium difficile.
CTpenTOKOKKOBblE HMH(EKIMM: MEHUIMIUIMH, KaK IpaBHIO, Ipenapar MepBoro BbIOOpa Ui
nedenust (apuHruTa / TOH3WUIATA  BBI3BAHHOrO Strepfococcus pyogenes, a TaKKe I
NpO(GHIAKTHKHA OCTPOH PpEBMATHYECKOW JIMXOPAAKH. A3BHTPOMHIHMH B LENOM 3(deKTHBeH
IPOTHB CTPENTOKOKKAa B POTOIJIOTKE, HO HET JaHHBIX, KOTOpbIE JAEMOHCTPUPYIOT
5()(GEKTUBHOCTh A3WUTPOMHIMHA B NPOQHUIAKTHKE OCTPOH PEBMATHYECKOH JIHXOPAJKH.
Wcnons30BaHke INpd HApyUICHUSX (QYHKIAM IMOYeK: y OONBHBIX C TSKEIOH MOYEUHON
HemoctaToyHOCTBI0O (CK® <10 mMm / MuH) OBUIO OTMEYEHO YBEJIMYCHHE CHCTEMHOTO
BO3/IEHCTBHS a3UTpoMHIIMHA Ha 33%.

Omnucanbl ciiyda OOOCTPEHHS CHMITOMOB MHACTEHHH M HOBOE HA4yall0 MHMACTEHHYECKOIO
CHHIpPOMa Yy MAIMEHTOB, IIOJyYaBUIMX TEPAMHI0 aA3UTPOMHLHMHOM. be30macHOCTh H
s¢pdexTuBHOCTD s mpodumakTiuky Wik nedenuss MAC y nereii He yCTaHOBJIEHBL.

[lampeHTaM ¢ peOKAMH HACIIEACTBEHHBIMH IIaTOJIOTHSMH, TaKUMH KaK  HENEPEHOCHMOCTh
rajakto3sl, JedumuToM Lapp JaKkTassl WK [IFOKO30-TaIaKTO3HOH MaibabcopOIuH HE ClemyeT
NPUHUMATh JAaHHOE JIEKApCTBEHHOE CPENICTBO.

YciaoBusi XpaHeHHsI: XpaHUTh IpH TemIepatype He Bblme 25 °C B OpHTMHAIBHOM yIaKOBKE
IUIS 3aIUTHI OT CBETa M Biaru. bepeus oT meTent.

Ycii0BHS OTIYCKA U3 aNITEK: 110 PEIENTY.

Cpoxk roanocru: 3 roga. He ucnonp3oBats mocie cpoka rogHOCTH, YKa3aHHOTO Ha yIIaKOBKe.

¥YnakoBka

IIo 3 Tabnerku B Omucrepe, | mwiu 2 Gmucrepa B KapTOHHOM Iayke C MHCTPYKIHEH IO
IIPUMEHEHHIO.

ITo 2 Tabnetku B 6muctepe, 1 OmucTep B KApTOHHOM NavyKe ¢ HHCTPYKIHEH 110 IIPHMEHEHHIO.

HNudopmanusi o npousBogureie (3asiBUTEJIE)

Baapenen munensun: Ho6en Unau Canaiin Be Tumxaper A.ILL, r. CramOyi, Typuus.
IIpomsBoguTenns: HobGen Unau Canaitnu Be Tumxaper A.ILL, r. rozmxke, n. Canmkaxiap, yi.
Ocku Akyakomxa, 299, Typuus.
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