COOTBETCTBYET ZKCNEPTHOMY OTHETY

oT 19.09.2025 Nz 23627

(NOCNEOOBATENEHOCTE 0001)

HHCTPYKIUA
IO MEAUIIUHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Asurpan Makc®

PerncrpannoHnHblii HOMep:
Toprosoe HanmeHoBanue: Asurpan Makc®
MexayHapoaHoe HEMATEHTOBAHHOE HAUMEHOBAHMe: a3UTPOMUIIUH

JlekapcTBeHHas (popMa: KarcyJibl

COCTAB

1 kancyJ/ia coaepxKuT:

delicmsylowee Gewjecmeo: A3UTPOMHUIIMHA jguruapar — 525,0wmr, B mepecuere Ha
asurpomutina — 500,0 mr;

8CNOMO2aAmMeNbHbIE Geljecmaa. HaTpus JTaypuiicyib(at, MarHus cTeapar.

obonouxa xancynvl (kpvlueuxa u kopnyc): tutana auokcuna (E171); Boga ouunnenHas; Hatpus

JaypuiIcysb(ar; MOJIU3TUIEHIJIUKOIIb, OPOHOIOI; )KeJIaTHH.

OIIUCAHHE
TBepable jkenaTHHOBbIE KaICyJIbl, pazMep «0», KOpITyC U Kpbllleuka 0esioro 1BeTa.

ConepkrumMoe Karcys1 — Oesblid OPOIIOK.

OAPMAKOTEPAIIEBTUYECKASA I'PYIIIIA

AHTHOAKTEepUaNbHbIE CpPEACTBa CHUCTEMHOTO JEHCTBHS; MAaKpOJUAbI, JHMHKO3AMUHBI H
CTPENTOrpaMUHbI; MAaKPOJIUIBI.

Kon ATX

JO1FA10

®APMAKOJIOTHYECKHUE CBOMCTBA

®apMakOAHHAMHKA

ABUTPOMHIIMH — OAaKTEpUOCTATUYECKUN aHTUOMOTHK IIUPOKOTO CIEKTpa ACUCTBUS U3 TPYMIIbI
MaKpoJuA0B-a3aauaoB. O0magaeT MUPOKUM CHEKTPOM aHTUMHUKPOOHOTrO neicTBUs. MexaHu3m
NeMCTBUS a3UTPOMUIIMHA CBSI3aH C MOJIaBJIEHUEM CHHTE3a Oeka MUKPOOHOI KieTkH. CBSA3bIBasICh
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¢ 50S-cyopenuuuneld puOOCOMBI, YIHETAeT MENTHITPAHCIOKa3y Ha CTAaAUUd TPAHCISUH U

IIoAaBJISIET CUHTE3 6em<a, 3aMCIJIsA POCT U pa3MHOXKCHUE 6aKTCpHﬁ. B BrICOKHX KOHLOCHTpaIuAax

OKa3bIBaecT OAKTEPUIIMIHOE JICHCTBHE.

OOsajaeT aKTUBHOCTbIO B OTHOLICHWH pAJa IPaMIIOJIOKHUTEIbHBIX, I'PaMOTPULIATENIBHBIX,

aHa’POOHBIX, BHYTPUKIETOYHBIX U IPYTHX MUKPOOPTaHU3MOB.

MHKpOOpFaHI/IBMBI MOI'yT U3HAYAJIbHO OBITE YCTOI>'I‘IHBBIMI/I K I[CﬁCTBPIIO AHTHOMOTHKA WIIU MOTI'YyT

npUOOpeTaTh YCTOMUNBOCTD K HEMY.

IIxana YYBCTBUTCIBHOCTH MUKPOOPIaHU3MOB K a3UTPOMUIIUHY ( MunnManbHast HHT I/IGI/IDVIOH.[&SI

koHuearpamus (MUK), mr/n):

MMUK/mr/a
Muxpoopranuzmbl YyBcTBHUTEIbHBIC Ycroiiuusbie
Staphylococcus spp. <1 >2
Streptococcus 4, B, C, G <0,25 >0,5
Streptococcus pneumoniae <0,25 >0,5
Haemophilus influenzae <0,12 >4
Moraxella catarrhalis <0,5 >0,5
Neisseria gonorrhoeae <0,25 >0,5

B bonvuuncmee crydaes wyecmeumeilbrnble MquOOpZGHH:?Mbl:

1. I'pamnonosxcumensvuvie azpodwl

Staphylococcus aureus MeTHITMILTHH-YYBCTBUTEIbHBIN
Streptococcus pneumoniae meHUITUILTHH-9yBCTBUTEIbHBIN

Streptococcus pyogenes

2. ['pamompuyamenvhvle aspobwi

Haemophilus influenzae
Haemophilus parainfluenzae
Legionella pneumophila
Moraxella catarrhalis
Pasteurella multocida
Neisseria gonorrhoeae

3. Anaspobwi

Clostridium perfringens
Fusobacterium spp.

Prevotella spp.

Porphyromonas spp.
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4. Jlpyaue Mukpoop2anusmol

Chlamydia trachomatis
Chlamydia pneumoniae
Chlamydia psittaci
Mycoplasma pneumoniae
Mycoplasma hominis
Borrelia burgdorferi

Mukpoopeanuszmul, cnocodusie pazeums YCmMou4U8OCMsb K A3UMPOMUYUHY

1. I pamnonoorcumensvvie a3p06bl

Streptococcus pneumoniae meHUIUIUTHH-YCTORYUBBIN

H3uavanwvuo ycmoﬁquble MUKPOOP2AHU3MDBL .

1. I'pamnonosxcumensvuvie azpodol

Enterococcus faecalis

Staphylococci (MeTHIMLIHH-YCTORYMBBIE CTA(QUIOKOKKH MPOSIBISIOT OYEHb BBICOKYIO
CTCIICHb YCTOP'I‘IHBOCTH K MaKpOJ'II/IILaM)

I'pammonoxxuTenbHbIe OAKTEPHH, YCTOWYHBBIE K SPUTPOMUIIITHY

2. Anaspodul
Bacteroides fragilis

DapMaKOKHHETHKA

[Tocne mpuemMa BHYTPh a3UTPOMHUIIMH XOPOIIO BCACHIBACTCS W OBICTPO pacrpenensercs B
opranusme. llocme onmnokpatHoro mpumema 500 mr Owmomoctymuocte — 37 % (3ddexr
«IEPBHYHOTO TPOXOKACHUSY), MakchManbHast KoHeHTpanus (Cmax) — 0,4 Mr/mi — B miaszme
KpoBH joctHraercs uepe3 2—3 vaca (tmax).

Kaxymmiics oobem pacnpenenenusi — 31,1 /kr, cBs3pIBaHHE C OeIKaMH KpPOBH OOpaTHO
IPOTIOPIIMOHAIIFHO CBIBOPOTOYHOM KOHIIEHTpauu u coctasisier 7-50 %.

ABHUTPOMHIIMH MPOHUKAET Yepe3 MeMOpaHbl KIeTOK (3¢ (GEeKTUBEH MpU UHPEKIHUIX, BbI3BAHHBIX
BHYTPHKJIETOYHBIMHU BO30yaAuTeNsAMHU). TpancnopTupyercs paronuraMu K MeCTy HH(PEKIUH, I71e
BBICBOOOXKIAeTCS B MPHUCYTCTBUU OakTepuid. JIeTko MPOXOAMT TMCTOreMaTHYecKue Oaphepbl U
noctymnaer B TkaHu. KoHneHTpanus B TkaHsax U kineTkax B 10—50 pa3 Bellle, 4em B I1a3me, a B
ouare HH(peku — Ha 24—34 % OGounblie, 4eM B 3/J0POBBIX TKaHSIX.

VY a3uTpoMHIMHA OY€Hb JUIMHHBIA mepuoj mnonyBbiBeaeHuss — 35-50 wacos. Ilepuon
NOJYBBIBEIEHUS] W3 TKaHEH 3HayWTeNbHO Oousbmie. TepameBTHUECKass KOHIICHTPAILUS
A3UTPOMUIIMHA COXpaHSIETCs N0 5—7 AHEH mocie mpueMa IMOCIAEAHEH 103bl. A3UTPOMUIIMH
BBIBOJMTCSL B OCHOBHOM B Hen3MeHeHHOM Buje — 50 % kumeunukom, 6 % noukamu. B neyenu

ACMCTUIINPYCTCA, TCPAA aKTUBHOCTD.
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INOKA3AHUA K IPUMEHEHHWIO

I/IH(bCKI_II/IOHHO-BOCHaJ'II/ITeJ'IBHBIC 336OHeBaHI/IH, BbI3BAHHBIC YYBCTBUTCIbHBIMU K a3UTPOMUILIUHY

MUKPOOPTaHU3MaMHU:

uH(EKIMH BEepXHUX JAbIxaTelbHbIX myTeid W JIOP-opranoB ((apuHrHT/TOH3HUILIHT,
CUHYCHUT, CPEAHUI OTHT);

MH(EKIMU HIDKHUX JIBIXaTEIbHBIX MyTEH: OCTPhId OPOHXUT, 00OCTPEHUE XPOHUYECKOTO
OpoHXHTa, THEBMOHUSI, B T.4. BEI3BAHHbIC ATUIIHYHBIMU BO30YAUTEIISIMHY;

UH(EKIMH KOXM M MATKAX TKaHEe#d (poxka, MMIIETHIO, BTOPHUYHO HH(UIMPOBAHHBIC
JIEpMAaTo3bl);

HavajbHas cragus Oonesnu Jlaiima (6oppennos) — murpupyroiias sputema (Erythema
migrans);

MH(EKIMU MOYeNoNoBbIX myTell, BbI3BaHHble Chlamydia trachomatis (yperpur,

LIEPBUIINT).

IMPOTUBOIIOKA3AHUA

IToBeIIIEHHAS YYBCTBUTCIIBHOCTD K a3UTPOMHULUWHY, SPUTPOMULIUAY, APYTHUM MAKPOJIUIaM

WM KETONHU/aM, WK APYyrUM KOMIIOHEHTaM Tpenapata Asutpan Makc®
TsDKENas Me4eHOYHast HelocTaTouHOCTh (kinacc C no knaccudukanuu Yanna—IIb10);
JeTcKuit Bo3pacT a0 12 et ¢ maccoii Tena menee 45 Kr;

O,[[HOBpGMCHHBIfI IMPpUEM C 3pTrOTAMHUHOM H JUTHUAPOIPTOTAMHHOM.

C OCTOPOXHOCTBIO

MmnacteHus;

HapyluleHne QyHKINN eUYeHH JIETKON U CpeIHEeN CTENeHH TAKECTH;

TepMUHANbHAs TodeuHas HejoctarodyHocTh ¢ CK®  (ckopocTh  KiIyOOYKOBOIM
¢unbTpanuun) meree 10 mur/mMuH;

y TAalMeHTOB C HaJUYWeM MPOApUTMOTEHHBIX (DaKTOpoB (OCOOEHHO Yy MAIMEHTOB

ITOXHNJIOTO B03paCTa)I C BPOXICHHBIM HIIN HpI/I06peTCHHBIM YAJIMHCHHBIM HMHTCPBAJIOM

QT;



ot 19.09.2025 N=

COOTBETCTBYET ZKCNEPTHOMY OTHETY
(MOCNEQOBATENEHOCTE 0001)

* y TAIMEHTOB, MOJYYAIONINX TEPANUI0 aHTUAPUTMUYECKUMU TpernaparamMu Kiaccos A
(xunuauH, npokamHamuna), I (moderwnua, aMuOomapoH M COTAON), IU3ANPHIOM,
TeppeHaIUHOM, AHTUIICUXOTHYECKUMH MpernapaTamMu (IUMO3UA); aHTHIEIpecCaHTaMu
(muTanomnpam); GTopXxuHOIOHAMHU (MOKCU(IIOKCAITMH | JIEBO(IIOKCAIIHH);

*  OJHOBPEMEHHOE MPUMEHEHHUE TUTOKCHHA, Bap(aprHa, IIMKIOCIOPUHA;

* [pU HAPYIICHUSX BOJHO-3JIEKTPOIUTHOTO OajlaHca, OCOOCHHO B CIIy4ae TUMOKATHEMUN
WM TUIIOMAarHueMUH, ¢ KIMHUYECKH 3HAaYMMOW OpaaukapIueil, apuTMUeH cepana win

TSDKEJION CepAeYHON HEJOCTaTOYHOCTHIO.

INPUMEHEHHME IIPU BEPEMEHHOCTH MW B IIEPHOJA TIPYAHOI'O
BCKAPMJUINBAHMUSA

[Tpu GepeMeHHOCTH U B TIEPUO]] TPYIHOTO BCKAPMIIMBAHUS a3UTPOMUIIMH MPUMEHSIOT TOJIBKO B
cllydae, eCly IpearonaracMas mnojib3a 1l MaTepy MPEBBIIACT MOTEHIMAIBHBIN PUCK I 101
u pebenka. KoHTposnnpyeMbIX HCCIE0BaHUM y OEpeMEeHHBIX JKEHIIMH He IpoBoawioch. Ilpu
MIPOBEICHUH MCCIICAOBAHMS PETPOAYKTUBHOW TOKCHYHOCTH HA )KMBOTHBIX OBLIO BBISABICHO, YTO
A3UTPOMHMIIMH MIPOHUKAET Yepe3 IUIALEHTY, IIPH TOM TePaTOTeHHBIX A((PEKTOB HE HAOIIOIAIOCH.
be3onacHOCTh MPUMEHEHHS a3UTPOMUIIMHA HE YCTaHOBJICHA.

Coo01manoch, 4YT0 a3UTPOMHULIMH BBIAEISETCA C TPYJHBIM MOJOKOM, HO HajUIeXallue u
KOHTPOJIMPYEMbIE KJIMHUYECKHE MCCIE0BAaHUS C YYacTHUEM KOPMSIIMX JKEHIIMH M0 U3YUYEHHIO
(apMaKOKMHETHKH BBIJIETICHUS a3UTPOMUIIMHA C TPYAHBIM MOJIOKOM HE NMPOBOAMINCH. B mepuon
IPYyAHOI0 BCKapMJIMBAaHHUS IIpenapaT NIPUMEHSIOT TOJIBKO B CIy4ae, €CJIU MperoaraeMas nojb3a
JUIS. MaTepy MPEBBILIACT NOTEHIUANBbHBIN puck i pedenka. [lpu HeoOXxoauMOCTH MPUMEHEHUS
mpernapara B MEpHUOJ TIPYAHOIO BCKAPMIIMBAHMSI PEKOMEHIYETCS IMPHOCTAHOBUTH TI'PYIHOE

BCKapMJIMBaHUE.

CITIOCOBb ITPUMEHEHUA U 103bl
BuyTtps. 3a 1 yac 10 niam yepes 2 yaca rnociie npuemMa Muily, OJ1H pa3 B CyTKH.
B3pocabie u netu crapuue 12 jer ¢ Maccoii Tesia Boiuie 45 Kr:
* 1pu MHQEKIMSIX BEPXHUX W HIDKHUX JbIXaTeslbHbIX myTed, JIOP-opraHoB, koxu u
MmsiTkuX Tkaned — o 500 mr (1 karncyma) oauH pa3 B CyTKH B TeUeHHue 3 qHel (KypcoBast

no3a— 1,51);
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* mpu Oose3nm Jlaiima (HayanbHas ctaaus OOppeNHMo3a) — MUTPUPYIOIIEH dpUTEME
(Erythema migrans): 1 pa3 B CyTKH B Te€4€HHE IATH JAHEH: B mepBblid neHb — 1000 mr
(2 xarcyier), 3aTeM co BToporo 1o msateiid AeHb — 1o 500 mr (1 kamncyna). Kypcoas
no3za— 3,0r.
* npu uHPEKIMIX MOYCIONOBBIX IMyTei, BeizBanHbix Chlamydia trachomatis (yperpur,
[EPBUIINT): HEOCIOKHEHHBINH ypeTpuT/IepBUUT — ogHokpaTtHo 1000 mr (2 xamncyiisr).
IIpu Hapymenun ¢pyHkuuu novek: y nanueHtoB ¢ CK® 10-80 mu/MuH KOppeKIHs 1036l HE
tpedyercs. [Tanmenram ¢ CK® <10 mu/mMuH cnenyeT NpuHUMATh C OCTOPOYKHOCTBIO.
Ipun napymennu GyHKIUU MeYeHU: IPU PUMECHECHUH Y MMAIMEHTOB C HApyIICHUEM (YHKIIUU
NICYEHH JIETKON M CpeTHEN CTETIEHH TSHKECTH KOPPEKIUS J03bI HE TpeOyeTcs.
IMoxkuible NAUEHTHI: KOPPEKLUS 1036l HE TPEOYyeTCsl; MOCKOIBKY MOKHIIIBIC JIFOIH y>KE MOTYT
UMETh TEKYIIHe IPOAPUTMOTCHHBIC COCTOSHUS, CIEAYyeT COOJ0JaTh OCTOPOXHOCTh TpPHU
npUMeHeHUH Tpenapara Asutpan Makc® B CBA3M C BBHICOKMM PUCKOM Pa3BUTHs CepAEYHBIX

apI/ITMI/H\/JI, B TOM YHUCJIC apUTMHUHU TUIIA KITHUPYIT».

MNOBOYHOE JIEHCTBUE

HexenarenbHble peakluu, 3aperuCTPUpPOBaHHBIE B XOJ€ KIMHUYECKUX HCCIEAOBAaHMM U B
MOCTPETHCTPAIMOHHOM OTIBITE TMPHUMEHEHHsI, MPEICTaBICHBl B COOTBETCTBHH C TEpEYHEM
CHCTEMHO-OpPTaHHBIX KJIACCOB B TIOCJIEJOBATEIEHOCTH MEAUIIMHCKOTO CIOBaps TEPMHUHOB IS
perynstopHoit  aearensHoct  (MedDRA). Yactota BO3HMKHOBEHHUS —OIpenessigach B
COOTBETCTBUH CO CIEIYIOIUMHI KaTerOpHIMU:

oueHb vacto (>1/10);

gacto (>1/100, Ho <1/10);

Hevacto (>1/1 000, o <1/100);

peaxo (>1/10 000, vo <1/1 000);

oueHb penko (<1/10 000);

4acToTa HEM3BECTHA (Ha OCHOBAHWHW MMEIOIIUXCS TAaHHBIX OIICHUTH HEBO3MOKHO).

NHpexkunu 1 HHBA3UN

HEYacTo: KaHIHM103, B TOM YHCIIE CIM3HCTOM 0OOJIOUKM IMOJIOCTU PTa, BarMHAJIbHAS MHQEKIHS,
HEBMOHUS, TpuOKoBas MH(pekuus, OakTepuanpHas HHQPEKIUs, (ApUHTUT, TaCTPOIHTEPHT,
pecriupaTtopHbie 3a00JIeBaHUS, PHHNAT;

4acTOTa HEM3BECTHA: MICEBOMEMOPAHO3HBIN KOJIUT.
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Hapymiennsi co cTopoHbl KPOBH H JIMM(ATHYECKOI CHCTEMBbI
HEYacTo: JICHKONEHUs, HEUTPOIIEHNUs, S03UHODUIINS;

OYEHb PEJIKO: TPOMOOLUTONICHHSI, FEMOJIUTHYECKAsT aHEMHUSL.
Hapymenust co cTOpoHbI HMMYHHOMH CHCTEMBI

HEYacTO: AHTMOHEBPOTUUECKUN OTEK, peaKLisl THIIEPUyBCTBUTEIBHOCTH;

YacTOTa HEU3BECTHA. aHa(l)I/IJ'IaKTI/I‘ICCKaﬂ pEaKknus.

Hapymenunsi MeTa00/iu3Ma 1 MATAHUS
HEYacTo: aHOPEKCHSI.

Ilcuxuyeckne HAPpYLIEHUS

HEYacTO: COHJIMBOCTh, OECCOHHMIIA, HEPBO3HOCTH;
PEKO: aXUTAIINS,

4acTOTa HCU3BECTHA. TPEBOra, arpeccus, 6p€II, TraJlJIlOIUHaIu.

Hapyuienusi co cTOPOHbI HEPBHOM CHCTEMBI
YacTo. TOJIOBHAS 00JIb;
HEYaCTO: TOJIOBOKPYIKEHHE, HAPYIIICHHE BKYCOBBIX ONIYIICHUH, TapeCTE3UH;

JacTOTa HCU3BECTHA. THUIECTE3UM, O6MOpOK, CyA0poru, IMIICUXOMOTOpPHAA THUIICPAKTUBHOCTD,

norepA O60H$IHI/I$I, HU3BpalICHUC O60H${HI/I$I, MOTEPs BKYCOBBIX OHIYHIGHI/H\/JI, MUACTCHUS.
Hapymenusi co cTOpoHbI OpraHa 3peHus

HeuacTo: HapynieHue 3peHusl.

Hapyumennsi co CTOpOHBI OpraHa cjayxa u JadupuHTa

HeuacTo: paccTpoicTBO CityXxa, BEpTUTO;

4yacTOTa HEM3BECTHA: HAPYILIEHUE ClIyXa, B TOM YHCJIE TIyX0Ta W/UJIH IIyM B yIIax.

Hapyienusi co cTopoHbI cepana
HeyacTo: OulylleHWe cepiaueOueHus, yBenumueHne uHTepBana QT Ha snekTpokapanorpamme,
APUTMUA TUIIA KITUPYIT», KEITYJ0YKOBAA TaXI/IKapI[I/IH;

4acCcTOTa HCHU3BECTHA. BHE3AITHAA CEPACYHO-COCYAUCTAasI CMEPTh.

HapyieHusi co cTOpoHBI COCYI0B
HEYacTo: «IPHIUBBD KPOBH K JIUILY;

HaCTOTa HCU3BECTHA: TIOHMKCHUEC apTCPHUAIIBHOTO JaBJICHU.

HapyueHnust co CTOPOHBI AbIXaTEJbHON CHCTEMBbI, OPraHOB I'PYAHOM KJIETKH U CPEAOCTCHUS

HEYaCTO: OJbIIIKA, HOCOBOC KPOBOTCUYCHHUE.
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KenynouHo-KuIIeYHbIe HAPYLIEHUS

OUYEHb YacTo: Auapes;

4acTo: TOLIHOTA, PBOTA, O0JIb B )KUBOTE;

HEYACTO: METEOPH3M, JHUCIICIICUs, 3amop, TacTpUT, Aucdarus, B3AyTHE >XHUBOTA, CYXOCTh
CJIM3UCTON OO0OJOYKH TOJOCTH PTa, OTPBDKKA, $3BBI CIM3HCTOM OOOJOYKH IOJIOCTH PTa,
MOBBILICHHE CEKPELIUU CIFOHHBIX XKelle3;

OUYEHb PEJIKO: U3MEHEHHE 1[BETA S3bIKa, TAHKPEATHUT.

Hapyuiennsi co CTOPpOHBI NeYeHH U KeJTUeBbIBOIAIIMX MMy Teil

HEYaCTO: TenaTuT;

pelKo: HapylieHne (PyHKIHUU NIEYeHHU, X0IecTaTuIecKas JKelTyXa,

4acTOTa HEU3BECTHA. INEYCHOYHAsA HEAOCTATOYHOCTH (B peaKux ciydadx — C JICTAJIbHBIM

HCXO0JIOM, B OCHOBHOM Ha ()OHE HapylIeHUs (DYHKIMH IIEYCHH TSHKEIION CTETICHH ); HEKPO3 TICUCHH,
(GyJIbMUHAHTHBIN T€MIaTUT.

HapyuieHnust co CTOPOHBI KOKHM M IOAKOKHBIX TKaAHEH

Heyacmo: KOKHas Chlllb, 3y, KPAalIMBHUILIA, JEPMATUT, CYXOCTb KOKH, ITOTJINBOCTb;

pedko: peakius (HOoTOCeHCHOUIN3AIMH, OCTPbII reHepaln30BaHHbIN SK3aHTEMAaTO3HbIN MyCTYyJIe3
(O1'3ID);

4yacToTa HeM3BecTHA: cUHAPOM CTtuBeHca—/[’KOHCOHA, TOKCUYECKUI SNUAepMalIbHBIN HEKPOJIU3,

MHOTO(OPMHasI SPUTEMA, JIEKAPCTBEHHAS ChIMb C 03MHOMUINEH U CUCTEMHBIMU MPOSIBICHUSIMH
(DRESS-cunapom).
HapyuieHus co CTOPOHBI MBILIEYHOM, CKEJIETHON 1 COeTHHUTEIHLHON TKAHH

HEYaCTO: OCTEOAPTPUT, MUANTHUSI, 00JIb B CIIHE, 0O0JIb B IIIEE;

4acTOTa HEU3BECTHA: apTPaJTHUS.
Hapyuienusi co cTOpoHbI MOYeK U MOYEBBIBOASIIIUX MyTel
HEYaCTO: TU3ypHs, 00JIb B 00JIACTH TTOYEK;

JacTOoTa HEU3BECTHA. HHTepCTI/IHI/IaHBHblﬁ He(l)pI/IT, ocTpasd nmoycuHass HEJOCTATOUYHOCTD.

Hapymennst co cTOpoHbI PeNPOAYKTHBHOM CHCTEMBbI H MOJIOYHBIX JKeJIe3

HEYacTo: METPOpparuu, HapyuieHne GyHKIUHU sIMYeK.

OOmue HapylIeHHs U PpeaKUMU B MecTe BBeACHUS

HEYacTo: OTEK, ACTEHHs, HEJOMOraHHWe, OIIyIIEHUE YCTaJOCTH, OTEK Juia, 0ok B TpyAH,

JMXO0pajika, nepupepruyeckue OTeKu.
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JlaGopaTopHble H HHCTPYMEHTAIbHbIE TaHHBIE

4acTo: CHIDKEHHE KOJIMYeCTBa TUM(OIIMTOB, TOBHIIIEHUE KOJIMYECTBA Y03MHO(DUIIOB, IOBHIIICHUE
KoJIn4ecTBa 0a30()MIJIOB, TIOBBINICHHE KOJUYECTBA MOHOIIMTOB, ITOBBIINICHUE KOJIWYECCTBA
HEUTPODUIIOB; CHUKCHHE KOHIIEHTPAM OMKapOOHATOB B TIa3Me KPOBU;

HEYacTo: MOBBIIICHHE AKTUBHOCTH acmapraTaMuHOTpaHc(epasbl (ACT),
ananuHamuHoTpaHcdepasbl (AJIT) B mia3Me KpoBHU; MOBBIIICHUE KOHIICHTpAIlMu OUIMpyOrHa B
IUIa3Me KPOBH, IOBBIIICHUE KOHIICHTPAIIMM MOYEBUHBI B IIIa3ME€ KPOBHU, IOBBIIICHUE
KOHIIEHTPAIlMU KpEeaTHHWHA B TUTa3Me KPOBH, U3MEHEHHE COJICPXKAHUS Kalus B IUJIa3Me KPOBH,
MOBBIIIICHUE AKTHBHOCTHU INEI0YHOW (ocdaTasbl B IJIa3Me KPOBH, IMOBBIMICHUE COACPNKAHHS
XJIOPUJOB B IUIa3ME KPOBH, IOBBIIICHUE KOHIICHTPAIIMU TJIIOKO3bI B KPOBH, YBEIHUYCHHE
KOJINYECTBA TPOMOOIIUTOB, CHU)KCHUE TeMaTOKPUTA, TIOBBIIICHHE KOHIICHTPAI[MK OMKapOOHATOB

B IJIa3MC KPOBH, UBMCHCHHUEC COACPIKAHUA HATPUSA B IIJIa3ME KPOBU.

INEPEJO3UPOBKA
CuMITOMBI: TOIIHOTA, BPEMEHHAs MIOTEPS CIIyXa, PBOTA, AHApesl.

JleyeHue: CUMIITOMATHYECKOE.

B3ANMOJIEMCTBHUE C JIPYTUMHU JEKAPCTBEHHBIMHU CPEJICTBAMU
AHTalUIHBIE NIPenapaTbl

AHTauMaHbIE TIpernapaTtbl HE BIUSAIOT HAa OMOJOCTYMHOCTh A3UTPOMHIIMHA, HO YMEHBLIAIOT
MaKCHMAaJIbHYI0 KOHLEHTpanuio B kposH Ha 30 %, mosToMy npenapar Asutpan Makc® ciemyer
NpUHUMATH TI0 KpaiiHed Mepe 3a 1 yac 1o niam yepe3 2 4aca 1mociie mpueMa THX MPErnapaToB U
AN,

HeTupusun

OpnHOBpeMEHHOE MPUMEHEHUE B TeUEHHUE D AHEW Yy 370pPOBBIX JOOPOBOJIBLIEB a3UTPOMUIIMHA C
netupm3aoM (20 Mr) He TmpuBeno K - (DapMaKOKMHETHYECKOMY  B3aWMOJCHCTBHIO U
CYLIECTBEHHOMY M3MeHeHHIo nHTepBaia QT.

JAnnaHo3uH (1M1€30KCUUHO3MH)

OnHoBpeMeHHOE puMeHeHue azutpoMuIaa (1200 mr/cyTt) n mumpano3una (400 mMr/cyT) y mectu
BUY-uHpuumpoBaHHBIX MAallMEHTOB HE BBIABUIO HM3MEHEHUH  (papMaKOKMHETHYECKHX

MoKa3aTeliell JuAaHO3MHa 10 CpaBHCHHUIO C rpynnoiz'l nﬂaue6o.
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JIMroKcHH U KOJIXHIMH (cydcTpaThl P-riaukonporenna)

OnHOBpeMEHHOE NMPUMEHEHHE MAKpPOJUAHBIX aHTMOMOTHUKOB, B TOM YHCIIE a3UTPOMHUIIMHA, C
cybcrparamMu P-riuMkonpoTenHa, TAKUMU KaK JAUTOKCUH M KOJXUIMH, IPUBOJUT K MOBBILICHUIO
KOHIIGHTpauu cyocTpara P-ramkonpoTerHa B CBIBOPOTKE KpoBU. Takum oOpasoMm, mpu
OJTHOBPEMEHHOM TPHUMEHEHUH a3UTPOMHUIIMHA U CyOCTpaToB P-riMKONpoTenHa, TaKHX Kak
JUTOKCUH M KOJXUIUH, HEOOXOAMMO YUYHUTHIBATb BO3MOXHOCTb ITOBBILIEHHUS KOHLEHTPALMH
cyOcTpara B KpOBH.

3unoByanH

OnHOBpEeMEHHOE MPUMEHEHUE a3uTpoMulHa (ogHokpatHblid mpueM 1000 Mr 1 MHOTOKpaTHBIH
npuem 1200 mr unu 600 Mr) oka3piBaeT HE3HAUMTENIBHOE BIUSHUE HA (PAPMAKOKUHETUKY, B TOM
YuCciIe Ha BBIBEJCHHME MOYKAMHU 3UAOBYIMHA MM €ro INIIOKYpOHHJIHOro Mertabonuta. OmHako
NPUMEHEHHE a3UTPOMHUIIMHA BBI3BIBAJIO YBEJIMUEHHE KOHICHTpAauuu (PochopriimpoBaHHOTO
3UJIOBYAMHA, KIMHUYECKH aKTUBHOTO METa0O0JMTa, B MOHOHYKJIeapax Mepu(epruuecKoil KpoBH.
Knuanyeckoe 3HaueHne 3TOro (akra HEsSCHO.

AzutpomMunMH cinabo B3auMOJEHCTBYeT ¢ u3opepMeHTaMu cuctembl nuroxpoma P450. He
BBISIBJIEHO, YTO A3UTPOMMILMH YYacTByeT B (apMaKOKMHETHYECKMX B3aUMOJICHUCTBUSX,
AQHAJIOTHYHBIX SPUTPOMUIIMHY M JPYTUM MaKpOJIUAaM. ASUTPOMUIIUH HE SBIISIETCS HHTHOUTOPOM
U MTHAYKTOpOM H3o(pepMeHToB nuroxpoma P450.

AJIKAJI0M/1bI CIIOPLIHBH

Y4uTeiBass TEOPETUYECKYI0 BO3MOXKHOCTh BO3HHMKHOBEHMS JProTH3Ma, OJHOBPEMEHHOE
NpUMEHEHHE a3UTPOMHUIIMHA C TIPOM3BOTHBIMHU AJIKAIONIOB CIIOPBIHBY MTPOTHBOIIOKA3aHO.

beutn  mpoBeneHbl  (hapMaKOKMHETHYECKHE WCCICIOBAHUS OJHOBPEMEHHOTO IPHUMEHEHHS
a3UTPOMMIIMHA U TIpernapaToB, METa0OIU3M KOTOPBIX MPOUCXOIUT € y4acTHEM H30(EepMEHTOB
cuctemsl uToxpoma P450.

ATOpBaCTATHH

OnHOBpeMeHHOe TpuMeHeHue aropBactatnHa (10 mMr exemneBHO) u asurpomuiaa (500 M
€XKEeJHEBHO) He BBI3bIBAJIO U3MEHEHUS KOHIIEHTPALMil aTopBacTaTHHA B IJ1a3Me KPOBHU (Ha OCHOBE
ananmu3a unruOupoBanus ['MK-KoA-penykrassl). OnHaKo B MOCTPETUCTPALIMOHHOM IE€PHOjIE
OBUTH TIOJTyYEHBI OT/AETBHBIE COOOMICHUS O CIyJasix pabJJOMHUON3a Y MAIIMEHTOB, TTOTYYalOIIIX

OIHOBPCMCHHO a3UTPOMHIWH U CTAaTUHBI.
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Kap6amazenun

B dapmakoknHeTHYECKUX HCCIEIOBAHUAX C YYaCTHEM 3J0POBBIX JOOPOBOJIBIEB HE BBISBICHO
CYLIECTBEHHOI'O BJIMSHUSA Ha KOHLEHTpALHMIO KapOamas3enuHa M €ro akTMBHOI'O MeTaboiuTa B
IU1a3Me KPOBHU Y MAIMEHTOB, MOIYYaIOINX OJHOBPEMEHHO a3UTPOMHIIMH.

MumeTnauH

B dapMakokuHETHYECKMX MCCIEOBAaHUSAX BIMSHUSA pa30BOM  J103bl IMMETHAMHA Ha
(apMaKOKUHETHUKY a3UTPOMUIIMHA HE BBISBJIEHO M3MEHEHMH (hapMaKOKMHETHKH a3UTPOMMIIMHA
IPY yCJIOBUY MPUMEHEHUS [IMMETHIMHA 32 2 Jaca 10 IpueMa a3uTPOMUIMHA.
AHTHKOATYJISAHTBI HENPSAMOIo AeHCTBHA (IPOU3BOAHbIC KYMAPHUHA)

B ¢dapmakokuHeTHUECKUX HCCIIEAOBAHUAX A3UTPOMMLMH HE BIMSI HAa AHTUKOATYJISHTHBIN
addext omHOKpaTHON m03b1 15 Mr BapdapuHa, TPUHUMAEMOTO 3I0POBBIMU JOOPOBOJIBIIAMH.
Coo0manoch 0 MOTEHIUPOBAHUM AHTHKOATYJISIHTHOTO 3(pdekra mocie OJHOBPEMEHHOTO
NPUMEHEHHS Aa3UTPOMHUIIMHA ¥ AHTHKOATYJISIHTOB HENPSMOTO JEHCTBHA  (IIPOM3BOIHBIX
KymMapuHa). HecMOTpss Ha TO, 4TO NPUYMHHO-CIEJICTBEHHAs! CBS3b HE YCTAHOBJICHA, CIEIyET
YUUTBIBaTh HEOOXOAUMOCTh MPOBEICHHSI YaCTOIO MOHUTOPUHI'A IPOTPOMOMHOBOIO BPEMEHH IIPU
OPUMEHEHUU a3UTPOMHULIMHA Y MAlMEHTOB, KOTOPBIE MOJIYy4aloT NepOpalbHble aHTHKOArYJISIHTBI
HENpsIMOTo JAeMCTBUS (ITPOU3BOIHBIE KyMapHHa).

Huxkiocnopux

B ¢apMakoknHETHYECKOM MCCIEIOBAHUU C YYacTHEM 3/I0POBBIX JOOPOBOJIBLIEB, KOTOpPHIE B
TeyeHUue 3 HeH mNpuHUMaIu BHYTph asuTpomuuuH (500 Mr/cyt ogHOKpaTHO), a 3aTeMm
nukiocrnopu (10 Mr/kr/cyT oIHOKpaTHO), OBUIO BBISBJIEHO JIOCTOBEPHOE IOBBIIIEHUE
MaKCHUMaJIbHON KOHLIEHTpPALMH B I1a3Me KPOBH (Cmax) U IUIOIAAN O] KPUBOH «KOHLIEHTPALUSI—
Bpems»» (AUCo.5) nukiocnopuna. Cremayer coONOAaTh OCTOPOKHOCTh MPU OJHOBPEMEHHOM
NPUMEHEHHUHU 3TUX IpenapaToB. B ciyyae HEOOX0IUMOCTH OAHOBPEMEHHOI'O MPUMEHEHUS ITHX
npenapaToB HEOOXOIMMO MPOBOIUTH MOHUTOPWHT KOHIEHTpAIMHM LUKJIOCHOPHHA B IUIa3Me
KPOBH M COOTBETCTBYIOIIMM 00Pa30M KOPPEKTHPOBATH J103Y.

Jdasupens

OnHoBpeMeHHOe TpuMeHeHHe aszutpomunuHa (600 mr/cytr omHOKpaTHO) U 3¢aBUpeH3a
(400 Mr/cyT) exeqHEBHO B TEUEHHUE 7 IHEH HE BBI3BIBAIO KAKOTO-THOO KIMHHYCCKH 3HAYMMOIO

(hapMaKOKMHETHIECKOTO B3aMMOICHCTBHS.
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D1yKOHA30J1

OnnoBpemeHHoe  mnpuMmeHeHue  azutpomunuHa (1200 Mr  OZHOKpATHO) HE  MEHSIIO
dapmakokuHeTuKy ¢uykonazona (800 mr omHokpatHO). OOIMas SKCHO3ULUS W TEPHOJ
NOJYBBIBEICHUS]  a3UTPOMHUIIMHA HE HM3MEHSJIUCh NpPU OJHOBPEMEHHOM IPUMEHEHUH
¢dykoHa3oma, 0JHAKO, IpHU ATOM HabOmroanu cHmKeHUue Cmax a3utpomunivia (Ha 18 %), uro He
UMEJO KJIMHUYECKOTO 3HAYCHHUS.

NuaunaBup

OpnnoBpemeHnHoe mpumeHenne asutpomunuHa (1200 Mr  OJHOKpATHO) HE  BBI3BIBAJIO
CTaTUCTHYECKH JJOCTOBEPHOTO BIUSHHA Ha apMakokuHeTuKy naanHaBupa (mo 800 mr 3 pasa B
CYTKH B T€UCHHE 5 JAHEH).

MeTuJmnpeaHu30J10H

ABWTPOMHUIIMH  HE  OKa3blBAaeT  CYIIECTBEHHOTO  BIMSHUS Ha  (DapMaKOKHHETHKY
METHIIIPEAHU30JI0OHA.

Hendunasup

OpnnoBpemenHoe npumenenue azutpomuimHa (1200 mr) u Hendunasupa (mo 750 mr 3 paza B
JICHb) BBI3BIBACT MOBBIIICHNE PABHOBECHOW KOHILIEHTPALIUU a3UTPOMUIIMHA B CHIBOPOTKE KPOBH.
Knunnuecku 3Ha4MMbIX TOOOUYHBIX 3((PEKTOB IpU 3TOM HE HAOJI0AN0Ch, U KOPPEKIMS H03bI
A3UTPOMHMIIMHA TIPH €70 OJJHOBPEMEHHOM NPUMEHEHHUHU C HEJI(PHHABUPOM HE TPEOYeTCs.
Pudadyrun

OnHOBpeMEHHOE NPUMEHEHHE a3uTPOMMLIMHA M pudaOyTHHA HE BIUSET HAa KOHIEHTPAILMIO
Ka)XJIOTO M3 MPETapaToB B CHIBOPOTKE KPoBU. [Ipy 0THOBpEMEHHOM MPUMEHEHUH a3UTPOMUIIIHA
u pudabytuHa HHOrga HabOmonanach HelTpomenus. HecmoTpss Ha TO, 4TO HEHTpONEHUs
accolMMpoBajach C MpUMEHeHueM pudadyTHHA, NPUYUHHO-CIEACTBEHHAs CBS3b MEXIY
MPUMEHEHHEeM KOMOMHAIIMY a3UTPOMHUIIMHA U prudadyTHHA U HEUTPOIIEHNEH He YCTaHOBIICHA.
Cunenapui

[lpy TpuUMEHEHWH Yy 3HO0POBBIX JOOPOBOJIBIIEB HE TOIYYEHO JOKa3aTeNbCTB BIHSHUS
asutrpomunirHa (500 mr/cyT exxenaeBHo B Teuenue 3 aHe) Ha AUC u Cmax criiieHadmIa Uin ero
OCHOBHOT'O METa0O0JINTa, IUPKYJIUPYIOIIETro B IJIa3Me KPOBH.

Teppenaaun

B ¢dapmakoknHETHUECKUX MCCIETOBAHHUSIX HE OBLIO MOMYYCHO J0KA3aTeNLCTB B3aUMOJICHCTBUS
MEXIY a3UTPOMHUIIMHOM U TeppeHaauHoM. CooO0Ianoch O eIUHUYHBIX CllydasX, Korjaa
BO3MOXKHOCTh TAKOT'O B3aUMOCHCTBUS HENb3s ObUIO UCKITIOUUTH MTOJTHOCTHIO, OJTHAKO HE ObLIIO HU

OOHOTO KOHKPETHOI'oO [J0Kas3aTcJIbCTBA, UYTO TaKOC€ B3aUMOJICHCTBHE HMEIO0 MecCTO. bEIIo
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YCTaHOBJICHO, YTO OJIHOBPEMEHHOE MPUMEHEHHE Tep(PEeHATNHA 1 MaKPOJIUIOB MOXKET BBI3bIBATH
apUTMUIO U yasiMHeHne narepsaia QT.

Teopniun

He BBIsIBICHO B3aUMOCHCTBUE MEXKTY a3UTPOMUIITHOM U TEO(QUILTUHOM.
Tpuna3zonam/mMunasosam

3HAYUTENbHBIX M3MEHEHUH (PapMAKOKMHETHMUYECKUX IIOKa3aTeled MpU  OJHOBPEMEHHOM
IPUMEHEHUN a3UTPOMUIIMHA C TPUA30JIaMOM HJIM MHU/A30J1aMOM B TEPAaleBTHUYECKUX J103aX HE
BBISIBJICHO.

Tpumeronpum/cyabpamMeToKca3o

OpnHOBpeMEHHOE MpPHUMEHEHHE TpUMETONpuMa/cyib(aMeTokcazona ¢ a3UTPOMULIMHOM HeE
BBISIBUJIO CYIIECTBEHHOIO BIUSHMS HAa Cmax, OOIIYI0 SKCHO3MLMIO MM SKCKPELHUIO MOYKAMU
TpUMETONpUMA UM Cyib(pameTokcazosia. KoHIIEHTpaluu a3uTpOMUIIMHA B ChIBOPOTKE KPOBU
COOTBETCTBOBAJIM BBISIBIISIEMbIM KOHIIEHTPALUSAM B IPYTUX UCCIIEIOBAHUAX.

CoBMecTHOe IpUMEHEeHHe ¢ THAPOKCUXJIOPOXHHOM U XJIOPOXHHOM

JlaHnHple HaOMIOJEHMH MOKa3aJid, YTO COBMECTHOE IPUMEHEHHE a3UTPOMHUIMHA ¢
THJIPOKCUXJIOPOXHMHOM y NAllMEHTOB C PEBMATOUIHBIM apTPUTOM CBSA3aHO C IOBBILIEHHBIM
PUCKOM pa3BUTHUSI CEPJCYHO-COCYAUCTHIX COOBITUN U CEPlIEeYHO-COCYAUCTON cMepTHOCTH. M3-3a
BO3MOXXKHOTO aHAJIOTUYHOTO PHUCKAa MpPU HPUMEHEHUHU JAPYTUX MAaKpOJHUJIOB B COYETAaHUU C
TUAPOKCUXIJIOPOXUHOM WJIM XJIOPOXHUHOM CJIELYET TIIATEIBHO B3BECUTh COOTHOLIEHUE IOJIb3bI U
pHCKa, Ipexkie YeM Ha3HauaTh TpenapaT Asutpan Makc® nroObIM alMeHTaM, TPUHUMAIOIIIM

TUAPOKCUXITIOPOXHH HUJIN XJIOPOXHUH.

OCOBBIE YKA3AHUA

Tak ke Kak MpU NPUMEHEHUH SPUTPOMHULIMHA U JIPYTMX MaKpOJHIOB, COOOLIANOCh O PEIKUX
CIy4asiX CEpbhEe3HbIX aJUIEPIrMUECKUX peakIuil, BKIIOYash aHICMOHEBPOTUYECKUH OTEK U
aHapUIaKCHUIO (B PEKUX CIIyYasiX C JIETaIbHBIM MCXOJIOM), KOKHBIX pEeaklIUid, BKIIOYast OCTPBIN
reHEpaIN30BaHHbIN 3K3aHTEMATO3HbIN MMycTyJe3, CHHIApoM CTtuBeHca—/[)KOHCOHA, TOKCUYECKHUI
AMUJIEPMANIbHBIN HEKPOJHU3 (B PEIKUX CIIydyasX ¢ JIETAbHBIM HCXO/IO0M), JIEKApPCTBEHHYIO CHIIb C
so3uHOGMIMEe U cucTeMHbIMU mposiBieHusMH (DRESS-cunapom). HekoTopeie u3 Takux
peakiui, pa3BUBIIMXCSA NpPU MPUMEHEHMHM a3UTPOMHIIMHA, MPUOOpeTaly peluauBHUpYIollee
TEUYEHHUE U TPeOOBAIU MPOJIOJKUTEIHHOTO JICUEHUS! U HAOII0ICHHUS.

IIpu pa3sBuTHH ajnepruyeckoil peakiuu npenapat Asurpan Makc® ciieryer oTMEHUTh U HavyaTh

COOTBETCTBYIOIICE JICHCHHE. CnenyeT HMETHb B BHUAY, YTO IIOCJIC OTMCHBI CHMIITOMATHYCCKON
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TEpanuy BO3MOKHO BO30OHOBIICHHE CUMIITOMOB aJIIEPTUYECKON pPeaKIi.

B ciydae mpomycka IpveMa OJHOM 103bl mpenapata Asutpan Makc® mpomylieHHyO 103y
ClIeflyeT MPUHATh KaK MOYKHO paHbllle, a ocIelylolue — ¢ IepepbiBaMy B 24 yaca.

IIpenapar Asurpan Makc® creryer mpuHUMATh 110 KpaiiHeii Mepe 3a OIMH Yac [0 MK 4epe3 1Ba
qaca 1ocJie IpueMa aHTaIuIHBIX [TPETapaToB.

Ipenapar Asutpan Makc® cieyer IPUMEHSTh ¢ OCTOPOKHOCTBIO TALMEHTAM C HApYIICHUAMH
(GYHKIMU T€YEHHM JIerKOM M CpeAHeH CTEeNeHM TSDKECTH H3-3a BO3MOXHOCTH Pa3BUTHUSA
(yIBMHHAHTHOTO TeMaTUTa M MEYEHOYHOW HEIOCTATOUYHOCTH TSDKENIOW CTENmeHH (CM. pasfel
«ITobounoe aeiicTBue»). HekoTopele manueHTsl MOIYT UMETh 3a00JIeBaHUE NIEYEHU B aHAMHE3E
WJINA MOTYT IPUHUMATh JIpYTHe IelaTOTOKCUYHbIE pernaparshl.

[Ipy HamMuuMu CHUMITOMOB HapylIeHUS (QYHKIUM IE€YEHH, TAaKUX KaK OBICTPO HapacTaromas
aCTEeHUs, IKENTyXa, IIOTEeMHEHHE MOYH, CKJIOHHOCTb K KpPOBOTCUCHHSIM, I€YCHOYHAsS
suredasonarys, Tepanuio TpemapaToM AsuTpan Makc® ciemyeT NpekpaTHTh M IIPOBECTH
uccleioBaHne (QyHKIIMOHAIBHOTO COCTOSIHUS TICYCHH.

[Tpu Hapymenusx ¢yHkunu nodek y mauueHToB ¢ CK® 10-80 mu/MUH KOppeKUUH J103bl HE
TpeOyercst; y mnamueHToB ¢ CK® <10 m/muH HaOMI0JAIOCH yBEIMYEHHE CUCTEMHOTO
Bo3zieiicTBus asuTpomunmHa Ha 33 %. Tepanmio mnpemapatom Asutpan Makc® cremyer
MIPOBOJIUTH C OCTOPOKHOCTBHIO, ITOJT KOHTPOJIEM COCTOSIHUSL (DYHKIIUU TTOYEK.

Kak u nmpu npumMeHeHuM Apyrux aHTUOAKTEpHATbHBIX MpenapaToB, NMPH TepamuM MpernapaTtoM
Asutpan Makc® cresyeT perynspHo o6cienoBaTh NALMEHTOB HA HAJIUYHE HEBOCIPHMMYHMBBIX
MHUKPOOPTaHU3MOB U MIPU3HAKOB Pa3BUTHUS CYyNEPUH(EKINI, B TOM YHCIIEe TPHOKOBBIX.

[penapar Asutpan Makc® He clielyeT IpUMEHATh GoJiee JIUTeTbHBIME KypCcaMH, 4eM YKa3aHo B
UHCTPYKLIMM, TaK Kak (apMakOKMHETHYECKHE CBOWCTBA a3UTPOMULIMHA  I1O3BOJIIOT
PEKOMEH/10BaTh KOPOTKHUI U IPOCTOM PeKUM J103UPOBAHMUS.

Her nmaHHBIX O BO3MOXXHOM B3aMMOJACHUCTBHH MEXIY a3WTPOMHIMHOM U IPOWU3BOJIHBIMU
9proTaMMHa ¥ AWTHAPOIPTOTAMHHA, HO W3-32 Pa3BUTHS HProTU3Ma IPH OJHOBPEMEHHOM
OPUMEHEHUH MAaKpOJIMJOB C MPOU3BOAHBIMM SproTaMMHa M JUTHAPOIPrOTaAMUHA JaHHAs
KOMOUWHAIMS TPOTHBOIIOKA3aHA.

[lpu  jmuTenbHOM — mpueMe  mpemapata  Asutpan  Makc® — BO3MOKHO — pa3BUTHE
1ICeBIOMEMOpaH03HOT0 KotnTa, Bei3BanHoro Clostridium difficile, kak B Bue nerkoi quapeu, Tak
U B BUje Tsokenoro kosmta. [Ipu pa3BuThM aHTHOMOTHK-aCCOIMMPOBAHHOM Tuapen Ha (hoHe
npuema npenapara Aszutpan Makc®, a Takxke uepes 2 Mecsla 1ocjie OKOHYaHHUs TePAy, CIIeLyeT

UCKJIIOYUTh KJIOCTPUANAIBHBIN MceBIOMEMOpaHO3HbIN KonuT. Henb3s mpUMeHATh mpenaparsl,
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TOPMO3AIIUE EPUCTAIBTUKY KULIEUYHUKA.

[Tpu teyeHnr MaKpOIUAAMHU, B TOM YUCIIE A3UTPOMUIITHOM, HaOJII01aJI0Ch YUIMHEHUE CEePIeUHON
penonspuzanyu U uHTepBasia QT, MOBBINIAIONIUX PUCK PAa3BUTUS CEpPACUHBIX ApUTMUIl, B TOM
YHCJIe APUTMUU TUTIA «TTUPYIT» (cM. paznen «[lobounoe nencTBue»).

[TockonpKy CyLIECTBYET NOBBIIIEHHBIH PUCK PAa3BUTHUS JKEIYJOUYKOBBIX ApUTMHUH (BKIIOYAs
KEITYA0UKOBYIO TaXUKAPAHUIO THIA «IUPYIT»), KOTOPbIE MOTYT NMPUBECTH K OCTAHOBKE CEp/lla,
cieqyeT cobII0aTh OCTOPOKHOCTS PK IPUMEHEHUH npenapara Asutpan Makc® y nalueHTos ¢
HAJIMYMEM TPOAPUTMOTEHHBIX (HPaKTOPOB (0COOEHHO Y JKEHIIMH M MOKWJIBIX MallMeHTOB), B TOM
Yyclie: C BPOXKACHHBIM WM TNPHOOPETEHHBIM yAJMHEHHWEM wuHTepBaia QT, y manueHTos,
MONyYaloluX TEepanmuil0 aHTUAPUTMUYECKMMHU MpenapatamMu  kinaccoB |A  (XuHuauH,
npokanHamun), Il (modeTmnua, amMuomapoH W COTAION), HHU3ANPUAOM, TephHEHAIUHOM,
AQHTUIICUXOTHUYECKUMHU  IpernaparaMu  (ODMMO3HMJA),  aHTHUJENpeccaHTaMu  (LUTaloIpam),
¢dTopxuHONTOHAMH  (MOKCH(IIOKCAIMH W  JEeBO(JIOKCAMH), C HApyIIEHUSMH BOJHO-
AIIEKTPOJIUTHOTO OajaHca, OCOOCHHO B CiIy4ae THUIOKAIMEMHHM WJIA TUIIOMAarHUEMHUH, C
KIIMHUYECKH 3HAYMMOM OpaauKapauei, apuTMHEH cepaia WIM TOKEIOW CcepAcdHOr
HEJO0CTAaTOYHOCTHIO.

[Tpr nedenun ¢dapwHTUTA/TOH3WIINTA, BhI3BAaHHOTO StreptoCOCCUS pPyOgenes, a Takke TNpu
npo(UIaKTUKE OCTPOW PEBMATUYECKON JMXOpaJKH IpernapaToM BbIOOpa OOBIUHO SIBIISETCS
NEHUIWIINH. A3UTPOMUIIMH 3P(GEKTUBEH MPOTUB CTPENTOKOKKA B POTOTJIOTKE, HO HET JIaHHBIX,
HNOATBEPXKIAIOIIMX €ro 3PPEeKTUBHOCTh B MPOPHIAKTUKE OCTPOH PEBMATHUYECKOM JIMXOPaJKH.
be3onacHocTh M 3(PPEKTUBHOCTh BHYTPUBEHHOTO BBEACHMSI a3UTPOMUIMHA JJIs JICUEHUs
MH(pEKINN y 1eTeil He yCTaHOBJICHBI.

bezonacHocTs ¥ 3 GEKTUBHOCTh AN MPOPHUIAKTUKH WA JIeUeHUS HH(EKIUi, BBI3BAHHBIX
Mycobacterium avium complex, y nereit He yCcTaHOBJICHBI.

Ilepen HasHadeHueM mpenapata AsuTpan Munn® BceM mMalMeHTaM, HPMHUMAIOINM
TUIPOKCUXIIOPOXUH WM XJIOPOXHH, TIIATENIbHO B3BECHTE€ COOTHOILIEHUE IMOJIb3bl U PHCKA U3-3a
MOTEHIMAJIBHO IMOBBIIIEHHOTO PUCKA PAa3BUTUS CEPJCYHO-COCYAMCTHIX COOBITUH U CepJeYHO-
COCYIUCTOM cMepTHOCTH (cM. pa3zuen «BzaumopneicTBue ¢ JApYrUMH  JIEKapCTBEHHBIMH
CpEICTBaMm).

BHe3amnHas cepIedH0-COCYAUCTass CMEPTh

HCKOTOpLIC Ha6HIO,[[aTC.HBHBIC HCCIICAOBAHUA IMOKa3aJinu IMPUMCPHO ABYKPATHOC YBCIUYCHUC
KpaTKOCPOYHOT'O IMOTCHIUAJILHOTO PUCKa BHE3aIIHOM CCp,[[G‘-IHO-COCYI[HCTOﬁ CMCPTHU Y B3POCIIbIX,

MMoJIiydyaBIINX JICHCHUC Aa3UTPOMHUIMHOM, II0 CpaBHCHHIO C AOPYTUMH aHTI/I6aKTepI/IaJ'II)HI)IMI/I
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npenaparamu, BKItOYas aMOKCUIIWJUIMH. BbIJI0 OTMEUEHO, YTO ATOT MOTEHUUATBHBIN PUCK OBLI
BbIIlIE B TE€UEHUE MEPBbIX 5 AHEW MPUMEHEHHUs a3UTPOMHULIMHA. J[aHHBIE ATHX HaAOII0JATEeNbHBIX
WCCJIE0BAHUI HEJOCTATOYHBI /Uil YCTAHOBJICHUS WM HMCKIIOUEHHS MPUYMHHO-CIIEICTBEHHOU
CBSI3M MEK/ly BHE3AITHOM CEpACYHO-COCYIUCTON CMEPTHIO U IPUMEHEHUEM a3uTpoMuLMHA. [lepen
Ha3HAUYCHHEM Aa3UTPOMHMIIMHA MallMeHTaM, B aHAMHE3€ KOTOPBhIX €CTh YyKa3aHue Ha PHUCK
ymmHeHus uaTepBaia QT, neooxoaumo nposenenue IKI.

[Ipumenenue npenapara Asutpan Makc® MOkKeT CIPOBOLMPOBATh Pa3BUTHE MHACTEHHYECKOIO
CUH/IPOMA WUJTU BBI3BaTh 00OCTPEHUE MUACTCHHH.

JlaHHBII JIeKapCTBEHHBIN MpenapaT coaep uT MeHee 1 mmoub (23 Mr) HaTpus Ha TabJETKY, TO

€CThb, 110 CYTHU, «HC COACPIKUT HATPUSI.

BJIUSHUE HA CIIOCOBHOCTbDb YIPABJIATD TPAHCIHOPTHBIMHA
CPEACTBAMU, MEXAHU3MAMU

[Ipu pa3BuTHH HEXeNaTeNbHBIX PPEKTOB CO CTOPOHBI HEPBHOH CHCTEMBI M OpraHa 3peHUs
ciefyeT coOIoAaTh OCTOPOKHOCTh IPU BBINOJHEHMU ACHCTBUM, TpeOYIOIMX MOBBIIIEHHON

KOHICHTPpAllUX BHUMAHUA U 6BICTpOTLI IICUXOMOTOPHBIX peaKHHﬁ.

®OPMA BbIITYCKA
Kancynst, 500 mr.
ITo 3 kancynsl B 6muctep u3 [IBX/I1B/]X/antoMunmneBoit ¢poabru.

[To 1 nnm 2 GnucTepa BMeCTe ¢ MHCTPYKIMEH 10 IPUMEHEHUIO TIOMEIAIOT B KAPTOHHYIO MAYKYy.

YCJIOBUSA XPAHEHUSA
[Tpu Temneparype He Boie 25 °C, B OpUTHHAIBHON yIakoBKe (O1cTep B mayuke).

XpaHUTh B HETOCTYITHOM JUIs IETEH MeCTe.

CPOK I'OJJHOCTH
3 rona.

He MNPUMEHATH IO UCTCUCHUHN CPpOKa rOAHOCTH.

YCJIIOBHUSA OTITYCKA

OTnyckaroT 1o peuenty.

16



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 19.09.2025 N2 23627

s

(NOCNEOOBATENEHOCTE 0001)

BJAJEJIEIl PETUCTPAIHUOHHOI'O YIOCTOBEPEHUSA
[pes Jlatidp Caencus I1BT. JITH.
[pes Xay3, 301/A, Ilepeiipa Xwut Poyn, Auaxepu (Mct), Mym6au - 400 099, Unaus.

MMPOU3BOJAUTEJIb
Hlpes Jlati¢ Caencus I1BT. JITA.

B-9/2, Om.Aii.ln.Cu., Yonyx, Aypanraban, Aypanraban- 431 136, Tanyka: ['anramyp, okpyr:
Aypanraban 3ona 2, Uaaus.

OPI'AHM3AIIMSA, MIPHHUMAIOIIAS IIPETEH3UA TOTPEBUTEJIEHN

[Iperen3un notpeduTENe U CBEACHUS O HEXKENATEIbHBIX MOOOYHBIX PEAKIUSIX HAMPABIATH 1O
aapecy [IpencraBurensctBa kommnanuu «lllpes Jlaitg Caencus I1BT. JITA.» B PO:

111033, Mockaa, yi. 3010TOpoKcKkuit Bai, 1. 11, ctp. 21

Ten.: +7 (495) 970-15-80

E-mail: medinfo.russia@gmail.com
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