COOTBETCTBYET IKCNEPTHOMY OTYETY
0713062024 N: 11745
OBIIASI XAPAKTEPHCTHKA JEKAPCTBEIHOFO TIPEITAPATA™ 1705

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA

Asutpomuiirg, S00 Mr, TabIETKH, TOKPHITHIE TIICHOYHON 000JI0YKON

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JeiicTByrolee BeIecTBO: a3UTPOMULIKH.

Kaxnas rabnetka coaepkut 500 Mr a3uTpoMuiiHa (B BUJE TUTHAPATA).

BcnomoraTenbHble BellecTBa, HAMMYUE KOTOPBIX HA/I0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
mpemnaparta: JakTuTol (cM. pazzaen 4.3).

[TonHbIii mepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTKu, MOKPHITHIE MIIEHOYHOW 000T0UYKOMA.

KarncynoBuaHble JBOSKOBBITYKJIbIE TAaOJETKH, MOKPHITHIE MUICHOYHOW OOOJIOYKON KEJITOrO
nsera. Ha momepeunom paspe3e BUIHBI JBa CJOS, BHYTPEHHUUN CJIOH O€IOro WM TMOYTH

Oeoro mBera.

4. KIMHUYECKHUE JAHHBIE
4.1. [loka3aHus K NPUMEHEHUIO
WNHbexmonHo-BOCTIaINTEIbHbIE  3a00JI€BaHUs,  BBI3BAHHBIE  YYBCTBUTECIBHBIMH K
a3UTPOMMLIMHY MUKPOOPIaHU3MaMHU:
e uHpEKIMH BEpXHUX JAbIXxaTelbHBIX TyTedl u JIOP-opranoB (¢apuHruT/TOH3WILIHT,
CHUHYCHT, CPEAHUI OTHT);
e WHPEKIMH HWKHUX JbIXaTeIbHBIX MYTEW: OCTPhI OpOHXUT, 00OCTpeHHUE
XPOHUYECKOr0 OpOHXUTA, IMHEBMOHHUS, B TOM YHCJIE BbI3BAaHHBIC ATUIMYHBIMU
BO30Y IUTEISIMH,
e UHPEKIMM KOXM W MITKMX TKaHeW (akHe BYJNbrapuc CpeiHed CTENeHH TSXKECTH,
pOXa, UMIETUTO, BTOPUYHO HH(UITUPOBAHHBIE IepMATO3bI);
e HayanbHas cragus 6ones3nu Jlaiima (6oppennos) — Murpupyroas sputema (erythema
migrans);
e uH)EKIMH MOYENOJOBBIX IyTeH, BeI3BaHHble Chlamydia trachomatis (yperpur,

LIEPBULINT).
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4.2. PesxuM 103MpPOBaHNs U CNIOCO0 NPUMEHEHUS

PexxuM 103upoBaHUs

Bspocnvie

Ipu unchexyusx sepxuux u HudcHux ovixamenvHvix nymet, JIOP-op2anos, kodcu u MASKUX

mkaneu. o 1 Tabnerke (500 mr) 1 pa3 B cyTku B TeueHue 3-X qHe (Kypcoas go3a 1,5 ).

Ilpu akne gyiveapuc cpedueti cmenenu msdcecmu: o 1 tadbnerke (500 mr) 1 pa3 B CyTkH B

TedyeHue 3-x AHeid, 3arem mo 1 tabnerke (500 mr) 1 pa3 B Hememio B TeueHHe 9 Henenb
(kypcoBas mo3a 6,0 r). [lepByro exeHeNeTbHYIO TAOJETKY CIIeIyeT NMPHHATH 4epe3 7 THEeH
MoCJIe IprUeMa MepBOM eXXeTHEBHOM Ta0aeTKU (8-01 JeHB OT Havaja JICUEHHs ), TOCISYOITHE
8 exeHeleIbHBIX Ta0IETOK — C MHTEPBAJIOM B 7 THEH.

pu 6oneznu Jlavima (nauanvnas cmadus boppenuosa) — mucpupyrowel spumeme (erythema

migrans): 1 pa3 B cyTku B TeueHue S5 nueit: 1-it nens — 1,0 T (2 Tabnerku mo 500 mr), 3aTem
co 2-ro o 5-# aeHs — o 1 taénetke (500 mr) (kypcoas mgo3a 3,0 r).

Hpu undpexyusax mouenonosvix nymeu, ewvizeannwvix Chlamydia trachomatis (ypempum,

yepeuyum): HEOCIOXKHEHHBIH yperputr/uepBuuut — 1,0 t (2 Ttabnerku mo 500 wmr)
OJTHOKPATHO.

Oco0nie T'PYIIIBI TAIIMECHTOB

Iayuenmor ¢ napywenuem @yHkyuu novex: Npu HapyUIeHUH (YHKIUU OYEK Yy MalUEHTOB
¢ CKO® (ckopocth kiy6oukoBo# ¢unbTpannn) 10—80 Mi/MUH KOppekius 103bl HE
tpeOyetrcss. Ilanmentam ¢ CK®<10 wmi/mMuH mnpemapar cienyeT MNOpUHUMATh C
OCTOPOXKHOCTHIO (CM. paznen 4.4).
Ilayuenmor ¢ napywenuem @yHkyuu nevenu: TIPU TPUMEHEHUU Yy MALUEHTOB C
HapyluleHueM (YHKIUHM IEYEeHU JIETKOM M cpeJHEel CTeNeHM TsHKECTH KOPPEKIUs J03bl He
TpeOyeTcs.
Iayuenmor nodxcunozo 6ospacma: KOppeKknus m03bl He Tpedyercs. [1ocKoabKy MoKuibie
JTIOAM YK€ MOTYT UMETh TEKyIIHME NPOAPUTMOTEHHBIE COCTOSHUS, CIELYeT COONI0AaTh
OCTOPOXXHOCTh IpPM NPUMEHEHMM IIpernapaTa B CBA3HM C BBICOKMM pPHCKOM pPa3BUTHUSA
CEpIIEYHBIX aPUTMHI, B TOM YHCIIE JKETyJIOYKOBOW apUTMUU THUIA «IUPYIT» (CM. pasgen
4.4).

eTH
VY nereii ot 12 neT ¢ Maccoil Tesa cBhIe 45 KI' peXHUM J03UPOBaHMSI COBIATAET C PEXKUMOM
JIO3UPOBAHUS Y B3POCIIBIX NAIIUEHTOB.

Crroco0 nmpuMeHeEHUs

BuyTpsb, HE pa3keBbIBas, M0 KpaiiHeil Mepe, 3a 1 yac 10 wim yepes 2 yaca nocie eapl, 1 pa3

B CYTKH.
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4.3 . IlIpoTuBonoOKa3aHusA

[ToBbIICHHAsT YYBCTBUTEIBHOCTh K A3UTPOMHUIIMHY, DSPUTPOMHIIMHY, JPYyTUM
MakpolujaM WIH KeTONHMJIaM, WIM K IJ00OMYy W3 BCIOMOTaTElIbHBIX BEIIECTB,
IIEPEUNCIIEHHBIX B paszzene 6.1;

Hapymenne ¢pynkuuu nedenu tsoxenoi crenenu (kaacce C no knaccudukanuu Yanna-
[Tp10);

Jetckuii Bo3pact 10 12 siet ¢ Maccoit Tena Menee 45 Kr;

OnHOBpEMEHHBIN MPUEM C SPTOTAMHHOM U TUTHIPOIPTOTAMHHOM (CM. pa3aensl 4.4 u
4.5);

Bpoxxnennas HemepeHOCHMOCTh (DPYKTO3bI, TalaKTO3bl, TaTaKTO3EMHs], TIIIOKO30-

rajlakTo3Has MaababcopOIus.

4.4. OcoOble yka3aHMsl M MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

MUACTCHHUS;
HapyIeHus (QYHKIIMA TIEYCHH JICTKON M CPEIHEH CTETICHH TSKECTH;

TepMUHaJIbHAs MTo4YeuHast HenocTaTouHOCTh ¢ CKD menee 10 mi/muH;

y TAIeHTOB C HaJIW4YHMeM MPOAPUTMOTCHHBIX (PAKTOPOB (OCOOEHHO Y MOXKHIIBIX
MAIMEHTOB): C BPOXKJIEHHBIM WM MPHOOpeTeHHbIM yanuHeHneMm uHTepBana QT, y
MAIMEHTOB, TOTYYAIONINX TEPANi0 aHTHAPUTMUICCKUMU MpenaparaMu KiaccoB [A
(xuanauH, npokanHamun), I (modeTnnua, aMHOTApOH M COTAJION), ITU3AMPUIIOM,
TeppeHaInHOM, AHTUIICUXOTHUYECKUMU npemnapaTamMmu (mumo3sun),
aHTHUJeNpeccanTaMu  (uMrTanonpam), (GTOPXUHOJIOHAMH  (MOKCHU(IOKCAIMH U
71eBO(IOKCAMH), C HAPYUICHUSMHU BOJHO-DJIEKTPOJIMTHOTO OajaHca, 0COOEHHO B
clly4ae THUIOKAaJIUEeMHH WIM THUIOMarHMeMHHM, C KIMHUYECKHM 3HAYUMOM
Opanukapauei, apuTMUel cepia Ui TSHKEIoN CepIeYHON HeIOCTaTOYHOCTBIO;

OJTHOBPEMEHHOE MTPUMEHEHHE AUTOKCHUHA, Bap(apuHa, IUKIOCTIOPHUHA.

Oco0ble yKa3zauus

Funepuyscmsumeﬂbﬂocmb

Tak e, kKak Ip¥ MPUMEHEHUH SPUTPOMHUIIMHA U IPYTHX MAKPOJIHJIOB, COOOIMIANOCh O PEKHX

ClIydasaX CCpbC3HBIX AJINICPTUICCKUX peaKuHﬁ, BKJIFO4Yas aHFI/IOHeBpOTI/I‘ICCKHﬁ OTCK H

aHaduakcuio (B peIKHX CIy4asX C JICTAIbHBIM HMCXOJOM), KOXKHBIX PpEaKIui, BKIIOYast

OCTpBIN TEHEpaJU30BaHHBIA HK3aHTeMaTo3HbIH myctyine3 (OI'DII), cunapom CruBeHca-

I[)KOHCOHB., TOKCHYECKUM SHHHepMaHBHLIﬁ HCKPOJIN3 (B pPEeAKHUX CiIydasax C JICTAJIbHBIM
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cuHApoM). HekoTopble W3 TakuxX peakiuii, pa3BUBLINXCA MPU MPUMEHEHUU a3UTPOMHIIMHA,
npuoOpeTany peruIuBUpYyIOIee TEYeHHE U TPeOOBaJIM MPOJIOKUTENBHOTO JIEUCHUS WU
HaOJII0IEHUS.

[Ipy pa3BuUTHM ajUIEpPrUUYECKOM peakuu [pernapaTr cleqyeT OTMEHHTb M HauyaTh
COOTBETCTBYMOIIEE JiedeHue. CienyeT UMeTh B BUAY, UTO MOCIE OTMEHBI CUMIITOMATHYECKON
TEpanuy BO3MOKHO BO30OHOBIICHHE CUMIITOMOB JIJIEPIUYECKON peaKIu.

B cnywae mpomycka mpuemMa OJHOH 03Bl Mpenapara NpOoMyIIeHHYI0 03y CIEAyeT MPUHSITDH
KaK MOKHO paHbIIIe, a MOCIEAYIOINE — C IepepbIBaMu B 24 4.

[Ipenapat cienyeT mpuHUMAaTh, IO KpaifiHeW Mepe, 3a OJMH Yac JI0 WK Yepe3 /IBa Yaca mocie
preMa aHTAIMIHBIX PerapaToB.

[Ipemapar cnemyer NPUMEHSTH C OCTOPOXKHOCTBHIO TMAIMEHTAM C HapylIeHWEM (QyHKIUH
MEYEHHU JIETKOW U CpeIHEeN CTEeNEeHH TSDKECTU M3-3a BO3MOXKHOCTU Pa3BUTHS (PyIbMHUHAHTHOTO
renaTuTa u MeUYeHOYHON HeJOCTATOUHOCTH TSKEJION CTETECHU.

Ilpu napywenuu @ynkyuu nevenu: TIPU HATUYAW CHUMITOMOB, TaKHWX Kak OBICTpO
HapacTalomasi acTeHHUs, MXKENTyXa, MOTEMHEHHE MOYH, CKJIOHHOCTh K KpPOBOTEUCHUSIM,
NEYeHOYHAas JHIe(alonaTus, — TEpamuio MpenaparoM cjieayeT MPEeKpaTUTh U MPOBECTH
uccienoBaHue (PyHKIIMOHAIBHOTO COCTOSIHUS TTEUEHHU.

Ilpu napywenuu gynkyuu novex: y nauueHtoB ¢ CK® 10-80 mu/MuH KOppekuus 103bl HE
TpeOyetcst, y marueHToB ¢ CK® < 10 miu/MuH HaOMIOAanoch yBEIWYCHHE CUCTEMHOTO
Bo3aeiicTBUs asuTpomuimHa Ha 33 %. Tepanuto mnpemnapatoM cieayeT HIPOBOAMTH C
OCTOPOKHOCTBIO MOJT KOHTPOJIEM COCTOSIHUS (QYHKITUH MTOYECK.

Kak w mnpu mnpumeHeHMH [ApYruX aHTHOAKTEpUANbHBIX TpEnaparoB, IpH Tepanuu
AQ3UTPOMMLIMHOM  CJIEAyeT  pPeryjsipHo  oOcienoBaTh  MAIMEHTOB  HAa  HAJIWYME
HEBOCTIPUUMYHBBIX MUKPOOPTaHU3MOB U IMPU3HAKOB PA3BUTHS CYNEPUH(EKIINH, B TOM YHCIIE
rPUOKOBBIX.

[Ipenapat He crenyer nNpuUMEHATh Ooyiee AMUTENBHBIMM KypcamH, 4YeM YKa3aHO B
UHCTPYKIMK, TaK Kak (apMaKOKHHETUYECKHE CBOWCTBA a3UTPOMHIIMHA ITO3BOJISIOT
PEKOMEHI0BAaTh KOPOTKUI U IIPOCTOM PEKUM JTO3UPOBAHUS.

Her maHHBIX O BO3MOXHOM B3aUMOJICHCTBUU MEXIy a3UTPOMHUIMHOM M MPOU3BOJAHBIMU
9proTaMMHa W JUTUAPOIPrOTaMUHA, HO H3-3a PA3BUTHUSA SProTH3Ma NpPU OJHOBPEMEHHOM
NPUMEHEHUH MAaKpPOJIHIOB C MPOW3BOJHBIMU IProTaMHHA W AWTHUAPOIPrOTaMUHA JaHHAS
KOMOWHaIIUs MPOTUBOMIOKa3aHa (cM. pasaensl 4.3 u 4.5).

[Ipu nnuTENnbHOM MpHEME Aa3UTPOMHUIIMHA BO3MOXKHO pAa3BUTHE IICEBIOMEMOPAHO3HOTO
konuta, Bei3BaHHOTO Clostridium difficile, kak B BUIE IJIETKOW IUapew, TaK U TIKEIOTO
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konuta. [lpu pa3BuUTHH aHTUOMOTHK-ACCOLUUPABAHHON Iﬂd;mje;[%‘dﬁﬁ E%‘Hﬁéﬁlm%é’ %';{;'

a Takke 4yepe3 2 Mecsla Mocjie OKOHYAHUS Tepanuu CIeAyeT UCKIIOUUTh KIOCTPUIUATbHBIN
MCEBAOMEMOpPAaHO3HbI KonmuT. [lpemaparel, TOpMO3SIIHE MEPUCTATBTUKY KHUIICUHUKA,
MIPOTUBOTIOKA3aHBI.

[Ipu neyeHuH MakpoIUJaMH, B TOM 4YHCIIE A3UTPOMULIMHOM, HAOIIOAANOCH YIJIMHEHUE
cepleyHor penonsipuzanud U uHTepBana QT, MOBBIIAIONIMX PUCK PA3BUTHUSA CEPACYHBIX
APUTMHUMN, B TOM YHCIIC APUTMHUU THIIA KITHPYIT».

Crnenyet coOMOIaTh OCTOPOXKHOCT MPH MPUMEHEHUH TIperapara y MalleHTOB ¢ HATHIUEM
MPOAPUTMOTCHHBIX (PAKTOpPOB (OCOOCHHO Yy TOXXHJIBIX TAIMEHTOB), B TOM YHCJIE C
BPOXKIACHHBIM WJIM TPUOOpPETEeHHBIM yAJIMHEHHWeM wuHTepBana QT; y manueHTos,
IPUHUMAIOIINX aHTHAPUTMHUYECKHE Npenaparbl kiaccoB A (xuHuauH, npoxkanHamun), 111
(modberunua, amMHONAPOH U COTANOJ), LM3anpuia, TepdeHaTuH, AHTHUICUXOTUYECKUE
npenaparsl (MMMO3K), aHTUICTIPECCAHTHI (IIUTaIoNpam), (GTOPXUHOIOHBI (MOKCH(IIOKCAITIH
U JeBO(pIOKCAIMH), y TAIMeHTOB C HapYyLIEHUSIMU BOJHO-3JIEKTPOJIUTHOrO OanaHca,
OCOOCHHO B CiIy4ac TUNOKAIMEMHUW WJIM THUIOMarHUEMHH, KIMHUYECKH 3HAYMMOUN
Opanukapaue, apuTMHUEH Cep/Illa WU TSKEJION CepACUHON HEA0CTaTOYHOCTHIO.
[TpuMmeHeHre a3UTPOMUIIMHA MOXET CIPOBOIMPOBATH Pa3BUTHUE MUACTEHUUECKOT'O CUHIPOMA
WM BBI3BAaTh 00OCTPEHNE MHACTCHUU.

[lepen HazHayeHWEM a3UTPOMMIIMHA BCEM MAllMEHTaM, MPUHUMAIOUINM TUAPOKCUXIOPOXUH
WIH XJIOPOXHWH, HEOOXOJMMO TIIATEIBHO B3BECHTH COOTHOIICHHE MOJIB3bI U PHUCKA H3-32
MOTCHIMATHHO IMOBBIMICHHOTO PHUCKA CEPACYHO-COCYTUCTBHIX COOBITHH W CepaeYHO-
COCYJIUCTOM CMEPTHOCTH (CM. pazzen 4.5).

Breszanuas cepoeuno-cocyoucmas cmepmo

HekoTtopsie Habm0qaTENbHBIE UCCIICOBAHNS TIOKA3aIH MPUMEPHO JBYKPATHOE YBEITUYCHUE
KPaTKOCPOYHOTO TMOTEHIIMAIFHOTO pPHCKAa BHE3aITHOW CEepAEYHO-COCYIUCTOH CMEpTH Y
B3pOCIIbIX, TMOJYYaBIIMX JICYEHHWE a3UTPOMUILIMHOM, IO CPaBHEHHIO C JIPYTUMHU
aHTHOAKTepUANbHBIMU TIpenapaTamMy, BKIIOYas aMOKCHIIMJUTMH. BBIJIO OTMEYeHO, 4TO 3TOT
MOTCHIMATBHBIA PUCK OBLT BBINIE B TEUCHHUE MEPBBIX 5 THEW MPUMEHEHHS a3UTPOMHIIMHA.
JlanHble 3THUX HAOIIOJATEBHBIX WCCICAOBAHUNA HEIOCTATOYHBI JUIS YCTAHOBJICHHUS WIIA
WCKJIIOYEHHS] TPUYMHHO-CJIEACTBEHHOM CBSI3M MEXKIAY BHE3AlHOM CEPACHYHO-COCYIUCTON
CMEPTHIO U MIPUMEHEHUEM azuTpoMuiinHa. [lepes Ha3HaueHHEM a3UTPOMHUIIMHA MAllMEeHTaM, B
aHaMHe3€ KOTOPBIX ©CTh YKa3aHWEe Ha pHCK yumHeHus wuHTepBana QT, Heobxomumo

nposenenue OKI'.
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B3auMOAeliCTBUA

AHTanuaHbie npernaparbl

AHTaHI/II[HI)Ie npenapaTm HC BJIUAIOT HaA 6I/IOI[OCTyHHOCTI) 3.3I/ITpOMI/IHI/IHa, HO YMCHI)IHaIOT €ro
MaKCUMaJbHY KOHLIEHTpauuoo B KpoBH Ha 30 %, mo3aromMy mpemnapar cileqyeT NpUHUMATh,
Mo KpaifHeil mepe, 3a OJMH Yac J0 WM 4Yepe3 JBa yaca MOocie MpHeMa 3TUX MpemnapaToB U
CIbI.

ﬂCTH[2H3I/IH

OnxHOBpeMEHHOE IPUMEHEHHUE B TEUCHUE 5 THEH Yy 3I0POBBIX JOOPOBOJIBIIEB a3UTPOMHUITHA C
netupusnHoM (20 Mr) He mnpuBeIo K (PapMaKOKMHETUYECKOMY B3aUMOJEHUCTBUIO U
CyIIECTBEHHOMY M3MeHeHuIo nutepBasia QT.

JIlnnano3uH (IUIEe30KCUHHO3HUH)

OnnoBpemenHoe npuMeHenne asutpomuniHa (1200 mr/cyt) m numanosuna (400 mr/cyT) y
6 BUU-unpuuupoBaHHBIX MALIMEHTOB HE BBISBIIO H3MEHEHUN (apMaKOKMHETHYECKUX
MOKa3aHUH JUJAHO3WHA 110 CPAaBHEHUIO C TPYMITON Mianeoo.

JIMTOKCHH M KOJIXUIUH (cyOcTparsl P-riankomnporenHa)

OnHOBpeMEHHOE NMPUMEHEHUE MAKPOJIHMIHBIX aHTUOMOTUKOB, B TOM YMCJE€ a3UTPOMHIIMHA, C
cyOctpatamMu P-rmukonpoTenHa, TakKMMH KakK JWUTOKCMH M KOJIXMIMH, TPHUBOJUT K
NOBBIIIEHUIO KOHIIEHTpaluuu cyoctpata P-ramkonporerHa B CHIBOPOTKE KpoBH. Takum
o0pa3oM, NMpH OAHOBPEMEHHOM NPUMEHEHHWH Aa3UTPOMHUIMHA W JMTOKCHMHA HEOOXOIUMO
YUUTHIBATh BO3MOYKHOCTb MOBBILIECHUS] KOHIIEHTPALMKM JUTOKCHHA B CBIBOPOTKE KPOBH.
3UIOBYIMH

OpnHOBpeMEHHOE NpPUMEHEHHE a3uTpoMHLMHA (oAHOpa3zoBelii mpuem 1000 mMr wu
MHOrokpatHbeiii npuem 1200 mr wim 600 Mr) oxka3bIBaeT HE3HAUMUTENbHOE BIMSHHME Ha
(apMaKOKHMHETHUKY, B TOM YHUCJIE€ BHIBEJCHHUE ITOUYKaMH 3UI0BYAMHA WIH €T0 INIIOKYPOHHUIHOTO
metabonura. ONHAKO NMPUMEHEHUE a3UTPOMUIIMHA BbI3BIBAJIO YBEJIUYEHHE KOHLEHTpalUU
dochopunupoBaHHOIO 3UJOBYAMHA, KIMHUYECKH aKTHBHOIO MeTaboJITa B MOHOHYKJeapax
nepudeprudeckoit KpoBu. KimHnueckoe 3Ha4eHne 3TOro (hakra HEsICHO.

AzutrpoMuInH c1a00 B3aMMOACHCTBYET C M30epMEHTAMHU CHCTeMBI IuToxpoma P450. He
BBISIBJICHO, 4YTO Aa3UTPOMUIMH Y4YacTBYeT B (DapMaKOKMHETHYECKUX B3aMMOACHCTBUIX
AQHAJIOTUYHBIX JPUTPOMULIMHY U JPyTUM MakpoiujgaMm. A3UTPOMHUIMH HE sBJseTcs
UHTUOUTOPOM U MHIYKTOPOM M30(epMeHTOB IuToxpoma P450.

AJIKaJIIOM OBl CIIOPBIHBHI

YunreiBas TECOPECTUYCCKYIO BO3MOXHOCTH BO3HHKHOBCHHA OSprorusMa, OJHOBPEMCHHOC
IMPUMCHCHHUEC a3UTPOMHUILIMHA C ITPONU3BOAHBIMHU AJIKAJIOUAOB CIIOPBIHBU ITPOTHBOIIOKA3aHO (CM.
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paznensl 4.3 u 4.4).

bouin mpoBeneHsl (PapMaKOKMHETHUECKUE HCCIIEOBAHUS OJHOBPEMEHHOTO IMPUMEHEHHS
a3UTPOMMIIMHA U TIPETapaToB, META00IN3M KOTOPBIX MPOUCXOAUT C YHacTHEM U30(EePMEHTOB
cucteMbl ruToxpoma P450.

ATopBacTaTud

OnHoBpeMeHHOe npuMeHeHue aropBactatuHa (10 mMr exxeaHeBHO) U azuTpoMuiHa (500 mr
©KETHEBHO) HE BBI3BIBAIIO M3MEHEHUS KOHLEHTpAIMii aTOpBacTaTHHA B IUIa3Me KpOBU (Ha
ocHoBe aHanm3a nHrHOMpoBanuss [ MK-KoA-penykrassl). OQHaKo, B TIOCTPETUCTPATIOHHOM
nepuojie ObLIM MOJIYYEHbI OTIENIbHBIE COOOIIEHUS O ClIydasx paOJOMHOIN3a y MAIMEHTOB,
MOJIy4YarOIMX OAHOBPEMEHHO a3UTPOMHULIMH U CTaTHUHBI.

Kapbamasenun

B (apmakokMHETHYECKHX WCCIEAOBAHUAX C YYacCTHEM 370POBBIX JTOOPOBOJIBIICB HE
BBISIBJICHO CYLIECTBEHHOTIO BJIMSIHMSI Ha KOHIIGHTpAlMio KapOaMasenuHa M €ro akTUBHOTO
MeTabonuTa B IIa3Me KPOBU y MAIMEHTOB, MOJIYYaBIINX OJHOBPEMEHHO a3UTPOMMIIKH.
[{umeTnanH

B dapMakokMHETHYECKUX HCCICIOBAHUSAX BIMSHHAS PA30BOW [103bI I[MMETHAWHA Ha
bapMakOKMHETHKY  a3UTPOMHUIIMHA HE  BBIBICHO  M3MEHEHMH  (apMaKOKMHETHKH
A3UTPOMUILIMHA, IPU YCIOBUH NIPUMEHEHHsSI IUMETUIANHA 32 2 Yaca 0 a3UTPOMHUIIMHA.

AHTHKOAryJISHTBI HEIPSIMOT'O ACHCTBUS ( IIPOU3BOAHBIC KVMaDI/IHa)

B QapmakoknMHETHYECKHUX HCCIEIOBAHUAX A3UTPOMULIMH HE BIMSI HA AHTUKOATYJISTHTHBIN
3¢ dekT omHOKpaTHOH 10361 15 MT BapdapuHa, MPUHAMAESMOTO 3I0POBBIME JOOPOBOJIBIIAMH.
Coo01manoch 0 TOTCHIIMPOBAHWHM AaHTUKOATYJSHTHOTO 3(dekra mocie OTHOBPEMEHHOTO
NPUMEHCHUST a3UTPOMHUIIMHA M AHTUKOAryJITHTOB HENPSIMOTO JeHCTBUS (NIPOM3BOJIHBIC
KymapuHa). HecMoTpst Ha TO, YTO NpPUYHMHHAS CBSI3b HE YCTAHOBIICHA, CIEAYET YUYHMTHIBATH
HEOOXOJIMMOCTh TIPOBENICHHUSI YacTOT0 MOHHTOPWHTAa MPOTPOMOMHOBOTO BpPEMEHH MPH
NPUMEHCHUH  a3UTPOMHIMHA Y  TAlMeHTOB, KOTOPBIE  TIONIYYalOT  TEepOpabHBIC
AQHTHUKOATYJISTHTBI HETIPSIMOTO JICUCTBUS (IPOU3BOIHBIC KyMapHHA).

[[ukocnopux

B dapmakokrmHETHYECKOM HCCIEIOBAHUN C yYAaCTHEM 3JI0OPOBBIX TOOPOBOIBIEB, KOTOPHIC B
TeueHue 3 JHEH NpUHUMAIM BHYTPh asuTpoMunH (500 Mr/cyT OIHOKpaTHO), a 3aTeM
rukiaocnopud (10 MI/Kr/cyT OJHOKpAaTHO), OBLIO BBISIBIEHO JOCTOBEPHOE TMOBBIIICHUE
MaKCUMaJbHOW KOHILIEHTpauMu B 1azMe KpoBU (Cmax) W IJIOAAM TOJ KPUBOH
«xouneHTpanus-speMs» (AUCo-5) muknocniopuHa. Crieyer coOIro1aTh OCTOPOKHOCTh MPHU
OJTHOBPEMEHHOM MTPUMEHEHHH ATHX IperaparoB. B ciaydyae HE00X0AUMOCTH OJHOBPEMEHHOTO
NPUMEHEHUST JITHX TIPEnapaToB, HEOOXOIUMO MPOBOJUTH MOHHTOPHUHT KOHICHTPAIUU
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Odasupens

OpHoBpeMeHHOE mpuMeHeHue asutpomuiHa (600 Mr/cyT OmHOKpaTHO) W 3¢aBUpEH3a
(400 MT/cyT) €XETHEBHO B TEUEHWE 7 JHEH HE BBI3BIBAJIO KAKOTO-TMOO KIMHUYCCKU
3HaYUMOro (papMaKOKMHETUYECKOTO B3aUMOICHCTBUSI.

PayKoHas3oJ

OnnoBpemMeHHOe TmpuMeHeHue asutpomuimHa (1200 Mr OJHOKpAaTHO) HE MEHSUIO
dapmakokuHeTHKy (aykoHazona (800 mr omHokpaTHO). OOIIasi SKCMO3UIUS U TEPUOJ
MOJTyBBIBE/ICHUSI a3UTPOMHUIIMHA HE M3MEHSUINCh MpPH OJHOBPEMEHHOM MPUMEHEHUU
¢ryKoHa301a, OHAKO MPHU 3TOM HaliroAanu cHkKeHHe Cmax asuTpoMuisa (Ha 18 %), uto
HE UMEJI0 KIIMHUYECKOTO 3HAYCHUSI.

WuannaBup

OnnoBpemMeHHOEe mpuMeHeHHe aszuTpomunuHa (1200 Mr oOgHOKpaTHO) HE BBI3BIBAIIO
CTaTHUCTUYECKU TOCTOBEPHOTO BIHUSHUSA Ha (apMakOKMHETUKY WHAMHaBHpa (1o 800 mr Tpu
pasa B CyTKH B T€UEHHE 5 THEN).

MernnnopeaHu3010H

ABUTpOMHMIIMH HE  OKa3blBa€T CYyIIECTBEHHOTO0 BIMSHHMS Ha  (apMaKOKHHETHUKY
METHIINPEAHU30JIOHA.

Hendunasup

OnnoBpemeHHOe npuMeHenne azutpomunnHa (1200 mr) u Hendunrasupa (o 750 mr 3 paza B
JICHb) BBI3BIBACT TIOBBIIIICHHE PABHOBECHBIX KOHIICHTPAIMHA A3UTPOMHUIIMHA B CHIBOPOTKE
KpoBH. KIMHMYECKH 3HAUMMBIX HEKEIAaTEeNIbHBIX pPeakiuil He HaOJI0/1ajaoch, U KOPPEKIHUs
J03bl a3UTPOMUIIMHA TPU €T0 OJHOBPEMEHHOM NPUMEHEHHU C HeI(UHABUPOM HE
TpeOyeTcs.

Pudabyrun

OpnHOBpeMEHHOE MPUMEHEHUE a3UTPOMHIIMHA U pu(aOyTHHA HE BIUSET HAa KOHIIEHTPAIHIO
KOKIOr0 U3 TMpenaparoB B CBHIBOPOTKE KpoBU. [Ipu OIHOBPEMEHHOM MpPUMEHEHUU
asuTpoMulliHa U pudadbyTuHa WHOTAA Habmoganack HeWrporeHus. HecMoTps Ha To, 4TO
HEUTPOTICHHSI aCCOIMUPOBAIACH C TNpUMEHEHHEeM pudaOyTHHA, TPUINHHO-CIICICTBEHHAS
CBS3b MEXJy IPUMEHEHHEM KOMOWHAIIMHN a3UTPOMULIMHA U puadyTHHA U HEHTpONeHUEH He
YCTaHOBJICHA.

Cungenadun

[Ipn mpuMeHEHWH y 3J0POBBIX JOOPOBOJIBIIEB HE TOMYYEHBI JIOKA3aTEILCTBA BIUSHUS
asutpomuiinHa (500 mr/cyT exxenneBHo B TeueHne 3 qHel) Ha AUC 1 Cmax criiaeHaduna uim

€TI0 OCHOBHOI'O UPKYJIMPYIOLICTO MeTaboIuTa.
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Tepdenaanu

B dapmakokuHeTHYECKHMX  HCCIEAOBAHUAX HE OBUIO  MONYyYEeHO  JI0Ka3aTelbCTB
BSaHMOﬂeﬁCTBHH Mem;[y aSI/ITPOMI/II_[I/IHOM nu Tep(beHaI[I/IHOM. Coo6man005 0 CAMHUYHBIX
cnyqaax, KOoraga BO3MOXHOCTH TAKOI'O B33,PIMOI[CﬁCTBI/I$I HCJIB3s1 6I>IJ'IO HUCKIIIOYHUTH ITOJIHOCTHIO,
OJIHAKO HE OBUIO HM OJHOTO0 KOHKPETHOTO J0Ka3aTeIhCTBA, UYTO TaKOE B3aMMOJICHCTBHUE
HMEO MECTO.

Bruto ycTraHOBJIEHO, YTO OJHOBPEMEHHOE NMPHMEHEHHE TeppeHaaTuHa U MAKPOJIUIO0B MOXKET
BbI3BaTh apUTMHUIO U yAIuHEeHHe nutepsaia QT.

Teobummn

He BbIsIBIIEHO B3anMoOAeHiCTBHE MEXKAY a3UTPOMUIITHOM U T€O(DUIUTMHOM.

Tpuazonam/mMuaazoiraM

3HAYNTCIBLHBIX H3MCHCHUI q)apMaKOKI/IHCTI/ILICCKI/IX IoKa3aTelei npu OJHOBPCMCHHOM
IMPUMCHCHHUHN a3UTPOMHUIIMHA C TPUA30JIaMOM HJIM MHUJA30JIaMOM B TEPAINICBTUUCCKUX 103aX HE
BBISIBJICHO.

Tpumeronpum/cynbhaMeToKcasoll

OpnHOBpEeMEHHOE TMPUMEHEHHE TPUMETONPHMA/Cyb(paMeToKca3oia ¢ a3UTPOMHUIIMHOM HeE
BBISIBUIO CYIIECTBEHHOTO BIUSAHUA HAa Cmax, OOILIYI0 SKCHO3UIMIO WJIM SKCKPELHIO MOYKaMU
TPUMETONpPUMA WU CylbameTokcazona. KoHIleHTpaluy a3uTPOMHIIMHA B CBIBOPOTKE KPOBU
COOTBETCTBOBAJIM BBISBIISIEMBIM B APYTUX HCCIETOBAHUSX.

CoBMecTHOE OPpUMCHCHHUC C THAPOKCUXTIOPOXHUHOM H XJIOPOXHHOM

JlanHble HaOMIOAEHUN MOKa3aJId, YTO COBMECTHOE MPUMEHEHHME a3uTPOMUIMHA C
TUAPOKCUXJIOPOXUHOM Yy NALMEHTOB C PEBMATOMIHBIM apTPUTOM CBA3aHO C IOBBIIICHHBIM
PHCKOM CEepAECYHO-COCYTUCTBIX COOBITUM U CepAeYyHO-COCYIUCTON cMepTHOCTU. M3-3a
BO3MO>KHOT'O aHAJOTMYHOI'O pUCKA MpPU NMPUMEHEHMM APYTUX MAaKpOJIUAOB B COUYETAHUHU C
TUAPOKCUXJIOPOXUHOM MJIM XJIOPOXMHOM CIEAYyeT TIIATEIbHO B3BECUTh COOTHOIICHUE
HOJIb3bl M PUCKA, NTPEKAE YEM Ha3HAYATh a3UTPOMUIIMH JIIOOBIM MMallMEHTaM, IPUHUMAIOIINUM

THUAPOKCUXIIOPOXHH HUJIN XJIOPOXUH.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepemeHHOCTD

[Tpu GepeMeHHOCTH MPUHUMAIOT TOJIBKO B CIydae, €Cli IpeAroiaraeMas nojb3a A1 MaTepH
IPEBBIIIAECT MOTEHIMAIBHBIA PUCK IS IUIOAA.

Jlakranms

B mepuos rpyaHoro BCkapMmiIMBaHMS INPUHUMAIOT TOJNBKO B Cydae, €clM IpejronaraeMas
1oJIb3a JUIs MaTepH MPEBBIACT MOTEHIMAIbHBIN pUCK Ui pebeHka. [Ipu HeoOxoaumocTu
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TPYAHOC BCKAPMIIMBAHUC.

4.7. BausiHue Ha CIOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHU CPEACTBAMHU U padoTaTh €
MeXaHU3MaMH

[Ipu pa3BuTHM HexenaTeabHbIX 3(P(PEKTOB CO CTOPOHBI HEPBHOW CHUCTEMbI M OpraHa 3peHHs
ClIeyeT coOI0aTh OCTOPOXKHOCTD MPH BBITIOJTHEHUU JACUCTBHUM, TPEOYIOUIMX MOBBIIICHHON

KOHUOCHTPAIM BHUMAaHUA U 6LICTpOTBI IICUXOMOTOPHBIX peaKHI/Iﬁ.

4.8. HexenaTeJibHbIe peakInu

PesroMe HexxenaTeabHbIX PEAKIINT

YacTtora BO3HMKHOBEHHS HEXENATCNbHBIX PEAKIHMHA ONpenesuiaCh B COOTBETCTBHU C
knaccudukanuein Becemuproit Opranuzanuu 31paBooXpaHeHus: 04eHb 9acTo (> 1/10); gacto
(= 1/100, no < 1/10); meuacto (= 1/1000, o < 1/100); penko (= 1/10000, Ho < 1/1000); oueHb
peako (< 1/10000), wactoTta Hew3BecTHa (HE MOXKET OBITH IMOJCYMTAHA HA OCHOBAHHH
UMEIOIIMNXCS TAHHBIX).

Hugpexyuu u uneazuu: HEYaCTO — KaHIUA03, B TOM YHUCIIE CIU3UCTON 00OJOUKH MOJIOCTH PTa,
BarMHaibHass HMH(QEKIMs, MHEeBMOHHUSA, TpuOKoBas HH(eKius, OakTepuanabHas WHQEKIUS,
(bapuHTUT, TaCTPOIHTEPUT, PECHHUPATOPHBIC 3a00JEBAHUS, PUHHUT;, YacTOTa HEM3BECTHA —
MICEBIOMEMOPAHO3HBII KOJUT.

Hapywenus co cmoponvl Kposu u aumgpamuueckou cucmemvl: HEYACTO — JICHKOIICHUS,
HEUTpONeHHUsI, 503UHO(PUIINS; OUEHb PEIKO — TPOMOOLIUTONEHUS, TEMOJIUTUYECKAs aHEMUSI.
Hapywenus co cmoponbt uMMyHHOU cucmemsl: HEYACTO — AHTHOHEBPOTHUYECKUU OTEK,
peaxIysi TUIepYyBCTBUTEIBHOCTH; YaCTOTA HEU3BECTHA — aHA(MITAKTUYECKAs PEaKIIHsL.
Hapywenus memabonuzma u numaHusi. HE9aCTO — AaHOPEKCHSL

Hapywenuss co cmoponvl HepeHOU cucmemvl. YacTO — ToOJOBHas O0JIb; HEYacTo —
TOJIOBOKPY>KEHHE, HApYIICHHE BKYCOBBIX OILIYIIEHUH, MTapecTe3nun, COHIMBOCTh, OECCOHHMIIA,
HEPBO3HOCTh; PEIKO — aKUTAlMSA; YacTOTa HEM3BECTHA — TUIIECTE3Ms, TPEBOIa, arpeccus,
00OMOpPOK, CYIOpOTH, TICHXOMOTOpHAs THIIEPAKTHBHOCTh, TOTEps OOOHSHUS, HW3BpAICHHE
00OHSHUS, TOTEPS BKYCOBBIX OILIYIIEHUH, MUACTEHUs, Ope1, TaJUTIOIMHALINH.

Hapywenus co cmopoHul opeana 3penus: HEYaCTO — HapyIIICHUE 3PEHUS.

Hapywenua co cmoponwi opeana ciyxa u nadbupunma: HEYACTO — PACCTPOUCTBO CIyXa,
BEPTHUTO; YaCTOTa HEU3BECTHA — HAPYIICHUE CITyXa, B TOM YHCJIE TIIyX0Ta W/ IIyM B yIIax.
Hapywenus co cmoponsl cepoya: He4acTo — OUIyLIEHHE cepAlieOneHus; YacTOTa HEU3BECTHA
— yBenuueHue wuHTepBaia QT Ha »snekTpokapauorpamMme, apuTMUS TUIA KIIHPYITH,
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Hapywenus co cmoponwbl cocy008: HEUacTO — «IIPUIMBBDY KPOBH K JIUILY; YaCTOTAa HEM3BECTHA
— IIOHMKEHUE apTEPUATIBLHOIO JaBICHHUS.

Hapywenus co cmopoHbl ObIXamenbHOU cCUcmembl, 0Op2aHos 2pYOHOU KIemKU U CPeO00CmeHUs.
HEYacTO — OJIBIIIKA, HOCOBOE KPOBOTCUCHHUE.

Kenyoouno-kuweunvie napyuienus. 04€Hb 4aCTO — JUapesi; 4acTo — TOIIHOTA, pBOTa, 00JIb B
XKHBOTE; HEUACTO — METEOpPHU3M, JMCIIEICHS, 3arop, TacTpUT, Aucharus, B3IyTHE KHUBOTA,
CYXOCThb CIIM3UCTON OOOJIOYKHM TOJOCTH PTa, OTPBDKKA, SI3BBI CIM3UCTON OOOJOYKH IOJIOCTH
pTa, NOBBINICHHE CEKPELMM CIIOHHBIX JKEJIe3; OYEHb PEAKO — M3MEHEHHUE IBETa A3bIKa,
IIaHKPEATHT.

Hapywenus co cmopoHvl neuenu u dcenuesvlgo0AWUX nymeti. HEYaCTO — IENATUT; PEIKO —
HapylleHue (QyHKIMM T€YEeHH, XOJecTaTUdecKas JKENTyXa; YacToTa HEHW3BECTHA —
NIEYEHOYHAsI HEJIOCTATOYHOCTh (B PEAKUX CIIydasiX — C JICTAJIbHBIM MCXOJ0M, B OCHOBHOM Ha
¢doHe HapymieHHs (DYHKIMM MEYEHU TSDKENOH CTEeNeHM); HEKpo3 IeueHH, (PyJbMUHAHTHBIN
rernarur.

Hapywenus co cmoponvl KodCU U NOOKOMCHLIX MKAHel: HEYacTO — KOYKHas Chlllb, 3y,
KpanuBHULA,  JEPMATUT, CYXOCTb  KOXH, TOTIMBOCTH;  PEIKO  —  PEaKIus
(doroceHCcMOMIM3aLNY, OCTPbI TeHepalM30BaHHBIA HSK3aHTeMaTo3HbId myctyne3 (OI'DII);
yacToTa HeusBecTHa — cuHApoM CruBeHca-/[)KOHCOHA, TOKCHUYECKMH 3SNUACpMaibHBIN
HEKpPOJIN3, MyJIbTU(OPMHAS SpUTEMA, JIEKAPCTBEHHAS! CHINb C S03MHOPHINECH U CUCTEMHBIMU
nposineHussmMu (DRESS-cunnpom).

Hapywenus co cmopoHbl MblueyHOU, CKeNemHOU U COeOUHUMENbHOU MKAHU: HEYacTo —
OCTE0apTPUT, MUAITHs, O0JIb B CIIMHE, 0OJIb B II€€; YaCTOTa HEM3BECTHA — apTPAJITHUs.
Hapywenusa co cmopoHnvl nouexk u mMouegvlgooawux nymei. HEYACTO — AU3Yypusd, O0ib B
o0jacTH MOYEK; 4YacTOTa HEU3BECTHA — HWHTEPCTUIHAIBHBIM HEPpPUT, OcTpas MOoYeyHas
HEJ0CTaTOYHOCTb.

Hapywenus co cmoponvl penpoOyKmueHOU cucmemvl U MOJOYHLIX Jicese3. HEYacTo —
METpOpparuu, HapyueHue QyHKIUN STHYEK.

Obwue HapyweHus: HEYACTO — OTEK, aCTEHUs, HEJAOMOTaHUE, OLIYLIEHHE yCTaJOCTH, OTEK
nuna, 6016k B TPYAH, TUXOpaaKa, mepudepuaecKue OTeKH.

Jlabopamophvle OanHble: 4YAaCTO — CHIDKEHHE KOJIMYEeCTBa JHMM(OIMTOB, IOBBIIICHUE
KOJINYECTBA 303WHO(DUIIOB, MOBBIIICHHE KOJIMYECTBAa 0a30(HIIOB, MOBBIINIEHHE KOJIMYECTBA
MOHOIIUTOB,  TOBBIIIEHHWE  KOJIWYECTBA  HEUTPO(QWIOB, CHW)KEHHE  KOHICHTPAIUU
OukapOoOHaTOB B IUIa3ME€  KpPOBM;  HEYacTO  —  IIOBBIIIEHWE  AKTMBHOCTHU
acrmapTaTaMUHOTpaHCc(epasbl, aJlaHUHAMUHOTpaHc(hepasbl, MOBBIIIEHUE KOHLEHTpalUu
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IMMOBBIIICHNUC KOHLUCHTPAaIUU KPCaTUHHWHA B I1JIa3ME€ KPOBU, UBMCHCHUEC COACPIKAHUA KallUd B
j1asMe KpOBHU, MMOBBINICHUC daKTUBHOCTU IIEI0YHOM (bOC(baTaSLI B IUIa3MC KPOBHU, ITOBBIIIICHUC
COACPIKaHUA XJIOPMAOB B ILUIA3ME KPOBH, IMOBBIIICHHUEC KOHUCHTpAllMU TJIIOKO3bI B KPOBH,
YBCIIMYUCHUEC KOJTUYECTBA TpOM6OHI/ITOB, CHMXXCHHUEC I'E€MATOKpHUTA, IMOBBINICHUC KOHICHTPAaIuN
6I/IKap6OHaTOB B IIJIa3M€ KpPOBHU, UBMCHCHHUEC COACPIKAHUS HATPUS B I1JIa3ME KPOBH.

COOGH.[CHI/IG 0 IOA03PEBACMBIX HCKCIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh O M0J03pEBAaEMBbIX HEKEIATENbHBIX pPEAKIUAX [OCNI€ PETUCTPaLUn
mpenapaTta ¢ LeJIbl0 O0eCreueHusT HEMPEPHIBHOIO MOHUTOPHHIA COOTHOIICHUS «I0JIb3a —
PHCK» JIEKapCTBEHHOTO Mpernapata. MeAUIMHCKUM pabOTHUKAM PEKOMEH]IyeTCsl COO0IaTh O
TIOOBIX TMOJ03PEBAEMBIX HEKENATEIBHBIX PEaKIUsAX JIEKapCTBEHHOTO TMpernapara depes
HAI[MOHAJbHBIE CHUCTEMBl COOOLIECHHS O HEXKENAaTEeJIbHBIX pPEAKIUSAX TIOCYyJapCTB-4JICHOB
EBpa3uiickoro 5JKOHOMUYECKOT0 COI03a.

Poccuiickas denepauus

109012, r. Mocksa, CnaBsiHcKas miomais, a. 4, ctp. 1

OdenepanpHas cayx0a o Ha3opy B cdepe 3apaBooxpancHus (Poc3apaBHama3op)
Tenedounst: +7 (800) 550-99-03, +7 (499) 578-06-70, +7 (499) 578-02-20

OnexTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Anpec B untepHere: roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
Cumnmombi: BpeMEHHasl TOTepsl CIyXa, TOLIHOTA, PBOTA, AUAPESL.

Jleuenue: CHMOTOMATHYECKOE.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOMiCTBA

dapmakoTepaneBTHUECKas IpyMia: aHTHUOAKTepUallbHbIE CPEICTBA CHUCTEMHOIO JeHCTBHUSA;
MaKkpOJUJbl, JUHKO3aMUHBI U CTPCUTOIPAMUHBI; MAKPOJINbI.

Kon ATX: JOIFA10

MexaHus3M IeHCTBUSI

ABUTPOMHUIIMH — OaKTepUOCTATUYECKUN AaHTHOWOTHUK IIMMPOKOTO CIIEKTpa ACHCTBUSA W3
TpyIIbl MaKpOIUI0B-a3anuaoB. O0nagaeT MUPOKUM CIIEKTPOM aHTUMUKPOOHOTO AEHCTBHUS.
MexaHu3M ACWCTBUS a3UTPOMMIIMHA CBS3aH C TOJABJIIEHHEM CHHTe3a OelKa MHUKPOOHOI

kieTkd. CBsizpiBasich ¢ 50S-cyObenuHUICH pHUOOCOMBI, yrHETaeT MENTHITPAHCIOKAa3y Ha
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BBICOKHUX KOHLCHTPAIUAX OKA3bIBACT 6aKTepI/II_II/II[HOG JEUCTBUE.

dapmakoauHamuyeckue d3PPeKTol

OO6nagaeT aKTUBHOCTHIO B OTHOILUEHUM psiia TPAMIIOIOKHUTEIbHBIX, I'PaMOTPULIATENbHBIX,
aHa’pPOOHBIX, BHYTPUKIETOYHBIX U IPYTHUX MUKPOOPTraHU3MOB.

Mukpoopranu3Mbel MOTYT W3HA4ajdbHO OBITh YCTOMYMBBIMU K ACHCTBUIO aHTUOMOTHKA WM
npuoOpeTaTh yCTOHYUBOCTD K HEMY.

[llkama  YyBCTBUTEIBHOCTH  MHUKPOOPIaHM3MOB K  a3uTpoMuuuHy (MwuHHMagbHas

uHruoupytromas konnerrpamnus (MUK), mr/n):

MUK, mr/n
MHKpoOpraHu3MbI UyBCTBUTEIBHBIE YcroitunBbie
Staphylococcus <1 >2
Streptococcus A, 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 GospmmHCTBE CiydaeB 4yBCTBUTEIBHBIE MUKPOOPTaHU3MBI:
1. I'pammonoxxurenbHbIe adpOOBI:

Staphylococcus aureus METUIWIIITNH-1yBCTBUTEIbHBIH
Streptococcus pneumoniae TIEHULUUINH-1yBCTBUTEIBHBIN
Streptococcus pyogenes

2. I'pamoTpuniaTenbHBIE a3POOHI:

Haemophilus influenzae

Haemophilus parainfluenzae

Legionella pneumophila

Moraxella catarrhalis

Pasteurella multocida

Neisseria gonorrhoeae

3. AHa’pOOBbL:

Clostridium perfringens

Fusobacterium spp.

Prevotella spp.

Porphyromonas spp.

4. Jlpyrue MUKpOOpraHU3MBI:

Chlamydia trachomatis
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ot 13.06.2024 N= 11745
(NOCNEOCBATENEHOCTE 00035)

Chlamydia pneumoniae

Chlamydia psittaci

Mycoplasma pneumoniae

Mycoplasma hominis

Borrelia burgdorferi

Mukpoopranusmbl, ClIOCOOHBIE Pa3BUTh YCTONYMBOCTH K Q3UTPOMULIMHY
I'pamnionoxuTenbHble a3pOOBI:

Streptococcus pneumoniae NEHUITAUTMH-YCTONYUBBIN

N3HayanbHO yCTONYMBBIE MUKPOOPTaHU3MBI:

1. I'pammnionoxkutenbHbIE a3POOBI:

Enterococcus faecalis

Staphylococci (METHIMIUIMH-YCTOMYMBEIE CTAQWIOKOKKM C OYCHb BBICOKOM YacTOTOU
00ya1ar0T MPUOOPETEHHON YCTOHYMBOCTHIO K MAKPOJIUIAM).
['pammnionoxxurenbHble OAKTEPUH, YCTOMUUBBIE K SPUTPOMHUIIIHY .

2. AHa’pOOBI:

Bacteroides fragilis

5.2. apmakoknHeTHYECKHE CBOWCTBA

AGcopbuus

[locne mpueMa BHYTpPh a3UTPOMHUIIMH XOPOILIO BCACBIBACTCS M OBICTPO pacrpeneisercs B
opranusme. Ilocie omnokpatHoro mpuema 500 mr OumomoctymHocte — 37 % (3ddexr
«TIEPBOTO TPOXOXKICHUS»), MakcuMaibHas KoHreHTpamus (0,4 Mr/1) B KpOBHU CO3MaeTCs
yepe3 2—-3 yJaca.

Pacnpenenenue

Kaxymmiics oobem pacnpenenenust — 31,1 y/kr, cBa3bpIBaHME ¢ OeNKaMM TUIa3MbI 0OPaTHO
MPOMOPIMOHATIEHO KOHLIEHTPALUU B KpoBH cocTanisieT 7-50 %. [IpoHukaer yepe3 MeMOpaHbI
KIeTOK (3¢ (heKTrBeH NMpU HHPEKIUAX, BHI3BAHHBIX BHYTPUKIETOUHBIMH BO30YAUTEIISIMHU).
Tpancnoprupyetcs ¢arouutaMu K MeCTy MH(EKIHH, T7ie BHICBOOOXKAAETCS B MPUCYTCTBUU
Oaktepmii. Jlerko MPOXOAWT THCTOreMaTHYecKhe Oapbepbl M IOCTyNaeT B TKaHM.
KoHnnentpanus B Tkansx u kieTkax B 10-50 pa3 Belle, 4em B Ij1a3Me, a B odare nHpeKuu —
Ha 24-34 % OomnbIiie, YeM B 310POBBIX TKAHSX.

BI/IOTDaHCd)ODMaHI/ISI U 3JIMMHHAIUA

Y asurpoMuIMHa O4YeHb JOJTUH mepuojy mnodyBbiBenenus — 35-50 u. Tlepuwon
MOJIYBBIBEJICHNUST W3 TKAaHEW 3HAuWTeNnbHO Oosbmie. TepameBThueckass KOHIICHTPAIIHS
A3UTPOMUIIMHA COXpaHsAeTCs A0 5—7 NHEeW mocie mpueMa MocieAHed A03bl. A3UTPOMUIIUH
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BBIBOJIUTCS, B OCHOBHOM, B HCU3MCHCHHOM BHIC — Sd:H%I:E%QEQ%OIE%E'%:%LEM!EE

MNEYCHU ACMCTUIINPYCTCA, TCPAA AKTUBHOCTD.

6. PAPMAILIEBTHYECKUE CBOVMCTBA
6.1. IlepeyeHb BcIOMOraTe/ibHbIX BelIECTB

Snpo TabJIeTKu:

JJAKTHUTOJI

KpPOCKapMeIui03a HaTpHs

THIIPOJI032a

KpaxMaJl peeJIaTHHU3UPOBAHHBIN
MarHus creapar

HATpHs JIaypuiICyIbdar

KPEMHHUS JHOKCHUJT KOJIJIOWHBIH
EJUTFOJI03a MUKPOKPUCTAIUTHYECKAS

000J104Ka TAOJETKHU:

TUIPOMEIIo3a
TUTAHA JUOKCHU]L
Makporoa-4000
TaJIbK

nosuoH K-17

KPACUTENb XUHOJIMHOBBIN KEIThII

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

2 roza.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NP XPAHEHHH

XpaHuTh TIpu TemnepaTtype He Boie 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 3 TabJIeTKU B KOHTYPHYIO SYEHUKOBYIO YIIAaKOBKY u3 IIJIEHKH
MOJIMBUHUJIXJIOPUTHOM/TIOJIMBUHIIHICHXIOPUIHON W (ONBIM  aJIIOMUHUEBOW TE€YaTHOMN
JJAKUPOBAHHOM.
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ITo 1 KOHTYpHOM STYEHKOBOUN yITAaKOBKE BMECTE ¢ HHCTD\AEQI%%%%%MJ@EE%I%%&&Q%; B

IMMa4YKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH NPH YHHYTOKEHHHM HCIOJb30BAHHOIO
JIEKapCTBEHHOI0 Ipenaparta MWJIH OTX0A0B, IOJYYEeHHbIX IOC]Ie¢ TNPHMEHEHHUS
JIEKapCTBEHHOT0 Mpenapara v Apyrue MaHuMyJsiiMU ¢ NpenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanns

00O «APTEJIAP»

Poccus, 614007, [lepmckuii kpaii, r. [lepms, yia. 1-as Kpacnoapmetickas, nom 31, kB. 80.

Ten. +7(922) 362-81-85.

7.1. IlpeacraBuTe/ib AeprkaTe/isi PerucTPAlMOHHOIO YAOCTOBEpPEHUS! HA TEePPUTOPUM
Corsa

IIperen3un HOTDG6I/ITGH€I>1 HaIpaBJIATh 110 aAPECy:

Poccuiickas @enepanus
00O «APTEJIAP»
Poccus, 614007, Ilepmckuii kpaid, T. [lepmb, yi. 1-as Kpacnoapmeiickas, gom 31, kB. 80.

Ten. +7 (922) 362-81-85.

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(002363)-(PT-RU)

9. IATA NEPBUYHOMN PETUCTPAIIAU (IIOJATBEPKJIEHUS PETUCTPAIIUMA,
INEPEPETUCTPAIIN)
[Hata nepsoii peructpauun: 17.05.2023

10. JATA IIEPECMOTPA TEKCTA

OOmast  XapakTepHCTHUKA JIEKAPCTBEHHOrO TMperapara A3WTPOMHIMH JOCTyIIHA Ha
MHPOPMAIMOHHOM TopTane EBpa3wiickoro 3KOHOMHYECKOTO COI03a B HWH(OPMAIMOHHO-

KOMMYHUKaImoHHou cetu «uTepHeT» https://eec.eacunion.org/.
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