COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 05.03.2026 N= 4363

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Cymamokc, 500 mr, TabJIeTKH, MOKPHITHIE TNIEHOYHOU 000T0YKOM.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JlercTByIOIME BEECTBA: a3UTPOMHUILIVH.
Kaxxnas tabnerka comepxut 500 Mr a3uTpoOMUILIMHA (B BHJIE TUTHAPATA).

BcniomorarenbHbIe BCIICCTBA, HAJIMYHUC KOTOPBIX HAJA0 YYHUTHIBATL B COCTABC JICKAPCTBCHHOI'O
npenapara: HaTpui (cM. pazaensl 4.3., 4.4.).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB NMPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabieTKy, MOKPBITHIE INIEHOYHON 000JI0YKON

Tabnerku Oemoro wiau moutu Oenmoro 1Bera, B (opme Karcymsl (KaruieTsl), C pPUCKOW Ha o0enx
CTOpPOHAX, MOKPHITHIE IICHOYHOW 00onoukoi. Ha monmepeuyHoM paspese — siapo TabnaeTku Oenoro
AW T0o4YTH OEJIOro IBeTa.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO

IIpenapat CymaMOKC IOKa3aH K IPUMEHEHHUIO Y B3pOCIbIX U JETEW B Bo3pacTe OT 12 neT ¢ Maccoi
Tena Ooinee 45 Kr ansd JiedeHUsT HHQEKIIMOHHO-BOCHAIUTENBHBIX 3a00JIeBaHUI, BBI3BAHHBIX
qyBCTBUTEIbHBIMU K IpENapaTy MUKpOOPraHU3MaMH, B TOM YHUCIIE:

e uH(]EKIUN BepXHUX JbIxaTeNbHbIX myTeil u JIOP-opranoB ((papuHTUT/TOH3UIUIUT, CHHYCHT,
CPEIIHUI OTHT);

e uHEKIUH HWKHUX JBIXAaTENbHBIX ITyTEH: OCTPBI OpOHXHUT, 000CTpEeHHE XPOHUYECKOTO
OpOHXWTA, THEBMOHUS, B T.4. BHI3BAaHHBIC AaTHITMYHBIMUA BO30YIUTEISIMH,

e UHPEKINH KOKM W MATKUX TKaHeW (aKHE BYJIbrapuC CpeIHEW CTENEeHH TSDKECTH, poiKa,
UMIIETUTO, BTOPUYHO MH(DHUIIMPOBAHHBIE IEPMATO3bI);

e HavanbHas craaus Oone3nu Jlaiima (Ooppenno3) - murpupymoomas sputema (erythema
migrans);

e UH(EKIIMK MOYCTIONOBBIX MyTeH, Bei3BaHHbIe Chlamydia trachomatis (ypeTpHT, IEPBULINT).

4.2. Pe:xum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM s

PexxuM no3upoBaHusa

Bspocnvie

Ipu unghexyusx eepxuux u HUMXCHUX ObixamenvHvlx nymet, JIOP-opeano8, Kodcu u MAKUX mKaHe:
o 1 tabnerke (500 mr) 1 pa3 B cyTku B TeueHHe 3-X nHeH (Kypcoas mpo3a 1,5 r).

Ilpu axne eynveapuc cpeoneti cmenenu msaxcecmu: o 1 radnerke (500 mr) 1 pa3 B CyTKH B TeUCHHE
3-x aHei, 3aTtem mo 1 Tabnerke (500 mr) 1 pa3 B Henmemnto B TeueHue 9 Henens (Kypconas no3a 6,0 r).
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

©XKEeTHEBHOM Ta0yeTKu (8-0M IeHb OT Havalia JICUEHHs ), MOCIIeAYIoNre 8 eKeHEIeIbHBIX Ta0JIETOK
— C UHTEPBAJIOM B 7 JTHEM.

Ilpu 6onesnu Jlavima (hawanvnas cmaous Ooppenuosa) — muepupyroujei spumeme (erythema
migrans): 1 pa3 B cyTku B Tedenue 5 aueit: 1-it nens — 1,0 r (2 tabnerku nmo 500 mr), 3aTem co 2-ro
1o 5-b1it 1ewp — 1o 1 Tadnerke (500 mr) (kypcoBas mo3a 3,0 T).

Ipu ungexyusix mouenonogvix nymet, evizeanuvix Chlamydia trachomatis (ypempum, yepsuyum):
HEOCJIOKHEHHBIN ypeTpuT/1iepBulnuT — 1 T (2 Tabnetku mo 500 Mr) oqHOKPATHO.

IIponyck 0031

B ciyuae npomnycka npueMa oaHOH J103bl IpenapaTa — MPOMYIIEHHYIO 103y CIeAYeT MPHUHATh Kak
MO>KHO paHblI€, a OCIEAYIOUINE — C IEPEPHIBaMU B 24 .

Oco0ble T'PVYIITBI TAITUEHTOB

Hab}ueHMbl C NOYEeUHOU HeOOCMAamoO4HOCMbIO

[Ipu HapymieHnn GyHKIIUU MOYEK Y MAIMEHTOB CO CKOPOCThIO KiyOoukoBo# (uibrparun (CKO)
10-80 mu/mMuH Koppekius 10361 He TpeOyetcs. [Tannentam ¢ CK® <10 mu/mMuH mpenapar cienyer
MPUMEHSTH C OCTOPOIKHOCTBIO.

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMoO4YHOCbIO

[Ipy mpumeHeHMM y TAIMEHTOB C HapylleHHeM (YHKIWU TEeYEHHU JIETKOM W CpeAHel CTerneHd
TSOHKECTU KOPPEKIUS J03bI HE TpedyeTcs.

J]uua noosicus1oco so3pacma

Koppekmust 10361 He Tpedyerca. IloCKONbKY MOXHIBIE JIIOOU YK€ MOTYT HMMETh TEKYIIHe
MPOAPUTMOTEHHBIE ~ COCTOSIHMSI, CJeIyeT CcoOJIoJaTh OCTOPOKHOCTH MpPH  NPUMEHEHHH
a3UTPOMUILIMHA B CBSA3U C BBICOKUM PUCKOM Pa3BUTHS CEPACYHBIX apUTMHI, B TOM UUCIIE apUTMUU
THIIA «ITUPYIT».

CTHU

Pexxum nmosupoBanus 11 aetei crapmie 12 jer ¢ maccoi tena Oonee 45 Kr HE OTJIMYAETCS OT
pexuma J03MpoBaHUsS s B3pocibiX. [Ipemapar XeMmoMHIMH B JaHHOH (opMme BBIMYyCKa HE
cleAyeT MPUMEHATh y JAETed B Bo3pacTe 0 12 jileT wiM ¢ Maccoi Tejla MeHbIe 45 Kr B CBSI3U C
HEBO3MOKHOCTBIO 00€CIICUNTh PEXKUM J103UPOBAHMSL.

Cnoco0 mpuMeHeHus

BHyTpb, HEe pa3xkeBbIBas, IO KpailHEll Mepe, 3a 1 yac 1o miM 4epe3 2 yaca mocie ensl, 1 pa3 B
CYTKH.

4.3. [IporuBOoNOKAa3aHUs

— T'unepuyBCTBUTENBHOCTh K Aa3UTPOMUIIMHY, SPUTPOMUIIMHY, APYTUM MAaKpOIHUJAM WU
KETOJIUIaM, UJTU JIF0OOMY U3 BCIIOMOTaTeNIbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.;

— HapyueHus QyHKUUU MeYeHu Tspkenoi crenenu (knace C no kinaccudpukanun Yaina-I1s10);

— JeTCKMH Bo3pacT a0 12 yer ¢ maccod Tema MeHee 45 Kr (I JTaHHOW JIEKApCTBEHHOM
(opmer);

— OJHOBPEMEHHBIU IIPUEM C 3PrOTAMUHOM U JUTUAPOIPTrOTAMUHOM;
4.4. OcoOble yka3aHHs U Mepbl PeI0CTOPOKHOCTH NPH MPUMEHeHUH

C OCTOPOKHOCTBIO
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nmovyeuyHas HegoctarodyHocTh ¢ CK® wmenee 10 wmii/MuH; y TAlMEHTOB C HaJUYUEM
MPOAPUTMOTCHHBIX  (PAaKTOPOB (OCOOEGHHO Yy TOXHUIBIX MAIMEHTOB): C BPOXICHHBIM WIH
npuoOpeTeHHbIM  yiiuHeHueM uHTepBasia QT, y manueHTOB, NOMy4YalOUIMX TEPAIUIo
aHTHAPUTMUYECKUMHU TIpenaparamMu kiaccoB IA (xunuauH, npokauHamun), I (moderumun,
aMHOJapOH U COTajoj), LHU3aNpUIoM, TepPeHaTuHOM, AHTUIICUXOTUUYECKHMMH IpernaparaMu
(muMo3ua), aHTUAENpeccaHTaMu (uMTanonpam), (HTOPXMHOIOHAMHU (MOKCHUQIIOKCAIIMH U
NeBO(MIIOKCAIUH), C HAPYIICHUSIMH BOJHO-JIEKTPOJIMTHOTO OajaHca, OCOOCHHO B Ciydae
TUMOKAIMEMHUH WM TUIIOMAarHUEMUH, ¢ KIMHUYECKH 3HAUMMOM Opaaukapauei, apuTMueil cepaua,
WIM  TSOKENOM CcepAeyHOM HEeJOCTaTOYHOCTHIO; OJHOBPEMEHHOE MPUMEHEHHE JUTOKCHHA,
Bap(apuHa, IUKIOCTIOPUHA.

Oco0sle yKa3zaHus

Tak >xe, KaKk TpU TPUMEHEHUU JSPUTPOMUIIMHA U APYTUX MAKPOJIUIOB, COOOIIATIOCHh O PEIKHX
CllydasiX Cepbe3HBIX aUNIEPrUYecKUX peaklUuid, BKJIIOYas AaHTHOHEBPOTUYECKUH OTeK U
aHauIakcuio (B peAKUX CIydasX C JETaIbHBIM HCXOAOM), KOKHBIX PEaKIMi, BKIIOYAsi OCTPBIN
TrE€HEpaIu30BaHHbIA 3K3aHTEMATO3HBIM MycTyJse3, cuHApoM CTuBeHca-J[)KOHCOHA, TOKCHYECKU
SMHUIEPMATBbHBIN HEKPOIU3 (B PEIKUX CIIydasX C JICTAJbHBIM HCXOJOM), JIEKAPCTBEHHYIO CHIIb C
so3uHOGuUIMel u cucteMubiMu niposiBaeHussiMu (DRESS-cuanpom). HekoTopble U3 Takux peakiui,
Pa3BUBIIMXCS TpPU NPUMEHEHUH A3UTPOMHIIMHA, NPUOOpEeTaNd pPEeUUAMBUPYIOIIEE TEUCHHE H
TpeOOBAIM MPOJAOHKUTEIIBHOTO JICYCHUST U HAOJIIOICHMS.

[Ipu pa3BuTHH aJUIEPrUUECKON peakLMy Ipenapar ciaeAyeT OTMEHUTh U HadyaTb COOTBETCTBYIOIEE
nedenne. Crenyer UMETh B BHIY, YTO IIOCJIE OTMEHBl CUMITOMATUYECKOW TEpalMU BO3MOKHO
BO300HOBJICHHE CUMIITOMOB QJIJIEPIUYECKON PEaKLIUH.

B ciydae npomycka npuema oJHOH A03bI a3UTPOMUILIMHA IPOMYIIEHHYIO 03y CIEAYET NPUHATH KaK
MO>KHO paHblI€, a NOCIEAYIOLIUE - C IEpepbIBaMu B 24 4.

A3UTPOMULIMH CJIEAYEeT MPUHUMATh MO KpalHeW Mepe 3a OJMH Yac J0 WJIM 4Yepe3 JiBa yaca Moclie
IpreMa aHTalUIHBIX IIPEnapaToB.

ABUTPOMHUIIMH CIIEYeT MPUMEHSTH C OCTOPOKHOCTHIO MAIMEHTaM C HapylIeHHeM (PYHKITUU TTeYCHU
HGFKOﬁ nu CpG,Z[HGfI CTCIICHU TAXKECTHU H3-3a BO3MOXHOCTHU paBBI/ITI/IH (by.HBMI/IHaHTHOFO reimaTura u
MEYCHOYHON HENJOCTATOYHOCTH THKEIION CTEIICHU.

[Ipy HanMuUM CHUMIITOMOB HapylleHHs (QYHKIMM TE€YeHHM, TaKMX Kak OBICTpO HapacTaromas
acTeHus, JKEITyXa, IOTEMHEHUE MOYH, CKIOHHOCTb K KPOBOTE€YEHHUSM, I€YCHOYHAsd
sHIe(aToOnaTHsI, TEpanuio a3UTPOMHULMHOM CIIEAYeT MNPEKpaTHTh M MPOBECTH HCCIEIOBaHUE
(GYHKIIMOHATIBHOT'O COCTOSIHUS ITEYEHH.

[Tpu napymenusx QyHkiuu nouek: y manueHToB ¢ CK® 10-80 mi/MUH KOppeKUuH 03Bl HE
Tpedyercs, y narmueHToB ¢ CK® <10 mu/MUH HaOIIOAAIOCh YBEIMUEHNE CUCTEMHOTO BO3ACHCTBUS
azutpoMuimHa Ha 33 %. Tepanuio a3UTPOMHULIMHOM CIEAYET NMPOBOJUTH C OCTOPOKHOCTBIO IOJ
KOHTPOJIEM COCTOSIHUSI (DYHKIIMH MTOYEK.

Kak 1 npu npuMeHEeHUH Ipyrux aHTHOAKTEepHUATIbHBIX MPENapaToB, MPU TEPaAUU a3UTPOMULIMHOM
CIIEAYEeT PEryJsIpHO 00ClIe0BaTh NAlIEHTOB HAa HAJIMYME HEBOCIIPUMMUYHUBBIX MUKPOOPTaHU3MOB U
MPU3HAKH Pa3BUTHA CyNepUH(EKLNH, B TOM YHCIIe TPUOKOBBIX.

ABUTPOMHIIMH HE CIIEAYET MPUMEHTh 0oJiee ATUTENbHBIMU KypCcaMH, YeM yKa3aHO B MHCTPYKIIHH,
Tak Kak ()apMaKOKMHETHYECKHE CBOMCTBA a3UTPOMHUIIMHA TO3BOJIIOT PEKOMEHIOBATh KOPOTKUH H
MPOCTOMN PEXUM JOZUPOBAHUS.

Her paHHBIX O BO3MOXHOM B3aUMOJCHCTBUU MEXAY Aa3UTPOMHUIMHOM M MPOU3BOJHBIMU
proTaMMHa M JUTHAPOIPTOTAMHHA, HO H3-3a PAa3BUTUS HProtusMa MOpHU OJHOBPEMEHHOM
MPUMEHEHHH MAaKpOJHUIOB C TPOU3BOJHBIMH JSProTaMHHA ¢ JUTHAPOIPrOTAMUHA JTaHHAS
KOMOMHAIMsI TPOTUBOIOKAa3aHa.
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BeI3BaHHOTO Clostridium difficile, xkak B BUAE JIETKOW IWaped, TaK M TSHKEIOTO KOJIHWTA. HpI/I
pa3BUTHUH AaHTHOMOTHK-ACCOIIMMPOBAHHON Arapeu Ha (OHE MpHeMa a3UTPOMUIIMHA, a TAKXKe depes
2  Mecsla  MOCIe  OKOHYAHWS  TEepalmuHM  CICAyeT  HMCKIIOYUTh  KJIOCTPHAUATBHBINA
NceBIOMeMOpaHO3HbIH  KonmuT.  [Ipemaparbl, TOpMO3sIME  MEPUCTATBTUKY  KUIICYHHKA,
MPOTHBOIOKA3aHBbI.

[Tpu nedyeHnr MaKpoOIUAAMHU, B TOM YHCIIE a3UTPOMHUIIMHOM, HAOIIOIAIOCH YAJTUHEHUE CePACUHOM
penossipu3anuy 1 uHTepBana QT, MOBBIIIAIONIMX PUCK Pa3BUTUS CEPACUYHBIX APUTMHUNA, B TOM
YHUCJIe APUTMUU TUTIA KITUPYIT».

Crnenyer coOnroaTh OCTOPOXKHOCTh NPH INPUMEHEHWU a3UTPOMUIIMHA: Yy MAIMEHTOB C HAJIMYUEM
MIPOAPUTMOTCHHBIX (PaKTOPOB (OCOOCHHO Y MOKUIIBIX MAUEHTOB), B TOM YHUCIIE C BPOXKACHHBIM WIIN
pUOOpETeHHBIM yAMuHeHHeM HHTepBana QT; y manueHToB, NPUHUMAIOIIUX AHTHAPUTMUYECKHE
npenapatel  kinaccoB A (xuHuauH, npokamHamun), Il (moderwnmn, ammomapoH, coTanon),
nu3anpuj, TepeHaauH, aHTUICHMXOTUYECKHE mpenaparsl (MMMO3MJ), aHTUIACIPECCAHTHI
(uutanonpam), (GTOPXMHONOHBI (MOKCHU(IOKCAIIMH M JIEBOQIIOKCALIMH); Yy TMAalUEHTOB C
HapyLWEeHUsIMU  BOJHO-JIEKTPOJIMTHOrO OanaHca, OCOOCHHO B Cily4ae TUIOKAIMEMHHM WIH
TUTMIOMarHueMHH; y MAalMeHTOB ¢ KIMHUYECKH 3HAUYMMOW OpaaukapAuei, apuTMuel cepila, Win
TSHKEJION CeplIeYHON HEIOCTAaTOYHOCTBIO.

IIpuMeHeHHe a3UTPOMUIIMHA MOXKET CIPOBOLMPOBATh PAa3BUTHE MUACTEHUYECKOIO0 CHUHApPOMA WU
BbI3BaTh 00OCTPEHHE MUACTEHUH.

Hepe;[ HAa3HAYCHUCM Aa3UTPOMHIIMHA BCCM IMMAIUCHTAM, MPUHUMAOIHUM TUAPOKCUXJIOPOXHUH HJIN
XJIODOXWH, THIATEJIBHO B3BECHTE COOTHONICHHWE TONB3bI M PHCKA H3-32 IOTCHIUAIBEHO
MOBBIIIIEHHOTO PHCKA CEPACYHO-COCYIAUCTBIX COOBITHI U CepAeUHO-COCYTUCTOM CMEPTHOCTH (CM.
paznmen 4.5.).

Buezannas cepoeuno-cocyoucmas cmepmo

Hekortopeie HabOmonaTenbHbIE MCCIEAOBAaHUS IOKa3ajdl MPUMEPHO JIBYKpaTHOE YyBEIWYECHHE
KPaTKOCPOYHOI'0 MOTEHIUAIBLHOTO PHCKAa BHE3AITHON CEpIAECYHO-COCYIMCTONM CMEPTH Y B3POCIHbIX,
MOJIyYaBIIUX JIEYCHHE Aa3UTPOMHUIIMHOM, IO CPaBHEHUIO C JPYIMMH aHTHOAKTepHabHBIMU
npenaparaMu, BKJIOYasd aMOKCHUIWUJIJIMH. brito OTMCYCHO, 4YTO 3TOT HOTeHI_II/Ia.HBHBII\/'I PUCK GBIJI
BbIIlIE B T€YCHHE MEPBbIX 5 JHEW MPUMEHEHMs a3UTpOMUIIMHA. [laHHBIE 3THX HaOJI0NaTEIbHBIX
I/ICCJIG,Z[OBaHI/Iﬁ HCAOCTATOYHbI [JIsI YCTAHOBJICHUSA WM HCKITOYCHHUA HpH‘-IHHHO-C.H@I[CTBQHHOfI
CBSI3U MEXKIY BHE3aITHOM CEepIECUYHO-COCYIMCTON CMEPThIO UM NMPUMEHEHUEM azutpoMuimHa. [lepen
Ha3HAYCHUCM asUTpOMUIIMHA ITAIUCHTAM, B aHAMHEC3C KOTOPLIX €CTh YKAa3aHUC HA PUCK YIJIMHCHUA
nntepBana QT, Heo6xomumo nposenenne KT

BcrnomorarennHEIC BEIIECTBA

Harpuit

JlaHHBIN Mpernapar coAepKuT MeHee 1| MMoJb (23 Mr) HaTpus Ha OJIHY TaOJIETKY, TO €CTb, IO CYTH,
HE COZIEPKUT HATPHUS.

4.5. BzaumogeiictTBue ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/AbI
B3aHMMOJAEHCTBUSA

AHTanuHeIe openaparbl

AHTauuaHbIE TpenapaTbl HE BIUSAIOT Ha OWONOCTYNHOCTh Aa3UTPOMHUIMHA, HO YMEHBIIAIOT
MaKCHMaJIbHYIO KOHIIEHTpanuio B kpoBu Ha 30 %, mosToMy mpemnapar cieayeT IPUHHUMATh, IO
KpaifHell Mepe, 3a OJIMH Yac 0 WM Yepe3 JIBa Jaca I10ciie IpueMa THX MpenapaToB U ebl.

QGTI/IQI/IBHH
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netTupu3uHoM (20 Mr) He npHBeso K papMaKOKUHETUYECKOMY B3aUMOJIEHCTBHIO U CYILIECTBEHHOMY
n3MeHeHuto narepsana QT.

Jnmano3u (AUIe30KCUNHO3MH)

OpHoBpemMeHHOE NpuMeHeHue azutpomuiiuHa (1200 mr/cyt) u qunano3una (400 mr/cyr) y 6 BUU-
WHOUIMPOBAHHBIX TAIMEHTOB HE BBIABWIO W3MEHEHUH (apMaKOKUHETUYECKUX MOKa3aHHN
JUIaHO3MHA TI0 CPABHEHHIO C TPYMIION T1amne0o.

JIMrokcuH 1 Koaxunug (cyocrparsl P-rnukomnporensa)

OnHOBpeMEHHOE TNPUMEHEHUE MAKPOJIUAHBIX AHTHOMOTHUKOB, B TOM 4YHCIE a3UTPOMHULIMHA, C
cyocTparamMu P-riaMkonporenHa, TaKUMHU Kak JUTOKCUH U KOJIXMIMH, IPUBOJUT K IOBBILICHUIO
KOHIIGHTpauuu cyOcTpata P-rmukomporemHa B CHIBOPOTKE KpoBU. TakuMm oOpaszom, mpu
OJTHOBPEMEHHOM MPUMEHEHUH a3UTPOMUIIMHA U TUTOKCUHA, HEOOXOIMMO YUUTHIBATh BO3MOXKHOCTh
MOBBILIEHUS KOHIIEHTPAIMK TUTOKCHHA B CBIBOPOTKE KPOBH.

3UI0BYANH

OnHoBpeMEeHHOE MPUMEHEHUE a3uTpoMHUIlMHA (ogHOpa3oBbld mpuem 1000 Mr U MHOTOKpaTHBIM
npueM 1200 mr wim 600 Mr) oka3pIBacT HE3HAYHMTEIIBHOE BIMSHUE HAa (apMaKOKHMHETHKY, B TOM
9yclie BBIBEICHWE TOYKaMU 3UJOBYAMHA WM €ro TIIOKYPOHHIHOTO MeradonmuTa. OmgHaKo
MPUMEHEHHE a3WTPOMHUIIMHA BbBI3BIBAJIO YBEIWYEHHE KOHIEHTparuu (HochopuanpoBaHHOTO
3UJIOBYJIMHA, KIMHUYECKH aKTUBHOTO METaboJUTa B MOHOHYKJeapax mnepudepudeckoil KpPOBH.
Knunnueckoe 3HaueHne 3TOro Gaxra HEsICHO.

AsuTpoMuIIMH c1a00 B3aUMOCHCTBYET C HU30(QepMeHTaMu cHucTeMbl nuroxpoma P450. He
BBISIBIEHO, 4YTO a3UTPOMHUIMH  ydacTBYeT B  (papMaKOKMHETHYECKHX B3aUMOJECHCTBUSX,
AHAJIOTHYHBIX SPUTPOMHULIMHY U APYTMM MaKpOJIUAaM. A3UTPOMHUIIMH HE SBISETCS HHTUOUTOPOM U
WHIYKTOpOM H30(epMeHTOB uToxpoma P450.

AJIKaIONBI CIIOPBIHBH

YYuThIBass ~ TEOPETHYECKYI0  BO3MOXKHOCTH  BO3HHUKHOBEHHS  OProTU3Ma, OJHOBPEMEHHOE
NPUMCHCHUC a3UTpPOMHUIIMHA C MNPOU3BOAHBIMU AJIKAJIOUIAOB CIIOPBIHBU IMPOTHUBOIIOKA3aHO (CM.
pasnensi 4.3, 4.4).

beumn  mpoBeneHbl  PapMaKOKMHETUYECKHE HCCIEAOBAHUS  OJHOBPEMEHHOIO MPUMEHCHHS
a3UTPOMHUIIMHA W TpEnapaToB, META0OJU3M KOTOPBIX MPOUCXOIUT C ydacTHeM H30(EpPMEHTOB
cucteMbl uToxpoma P450.

ATopBacTaTuH

OpHoBpemMeHHOe TpuMeHeHue atopBacTatuHa (10 Mr exemHeBHO) W aszuTpomuimHa (500 mr
€KEHEBHO) HE BBI3BIBAJIO U3MEHEHHS KOHIIGHTPAIlMI aTropBacTaTMHA B IJIa3Me KPOBH (Ha OCHOBE
ananmusza wHruOupoBanusi ['MK-KoA-pemykraspl). OmHako, B TOCTPETUCTPALIMOHHOM TIEPUOJIE
ObUTH TOJYYEHBI OTJEJIbHBIE COOOIIEHUS O ciay4yasx pabJoMHONU3a y MAIMEHTOB, MOJYYarolIMX
OJIHOBPEMEHHO a3UTPOMUIIMH U CTATUHBI.

Kapbamaszenun

B (apMakOKMHETHYECKUX HCCIEHIOBAHHUIX C YYaCTHEM 3JI0OPOBBIX JOOPOBOJBICB HE BBIABICHO
CYIIECTBEHHOI'O BIMSHMS HAa KOHLEHTpAalMIO KapOama3elnuHa W €ro akTUBHOIO MerabosnTa B
IIJ1a3M€ KPOBH Y IALIUEHTOB, MOJy4aBIINX OJHOBPEMEHHO a3UTPOMULIMH.

! !I/IMGTI/IZ [MH

B  (dapmakoknHETHYECKMX WCCIEAOBAHUAX BIMSHHUS PA30BOM  J03bl IMMETHIWHA HA
(hapMaKOKMHETHKY a3UTPOMHULIMHA HE BBISIBICHO M3MEHEHHH (hapMakOKMHETHKU a3UTPOMHIIMHA,
MPU YCIOBUY MTPUMEHEHHUS IMMETHINHA 3a 2 yaca J0 a3UTPOMUIIMHA.
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B dapmakokuHETHYECKMX MCCIEJOBAHUAX a3UTPOMULIMH HE BIIMS HAa AaHTHKOATYJISHTHBIN 3¢ ekt
OJTHOKpATHOH 1103bl 15 Mr BapdapuHa, IPUHUMAEMOT0 30POBBIMU A00poBoibiaMu. Coobuanock
O TOTEHUMPOBAHUU AHTHKOATYJISAHTHOro 3(@dekra 1mocie OJHOBPEMEHHOIO IMPUMEHEHUs
a3UTPOMUILIMHA U aHTUKOATYJISIHTOB HENPSAMOTro AeHCTBUs (IpOoM3BOAHbIE KyMapuHa). HecMoTps Ha
TO, YTO NPHUYUHHASA CBSI3b HE YCTAHOBIIEHA, CIIEAYET YYHMTHIBaTb HEOOXOJUMOCTb MPOBEICHHS
94aCcTOr0 MOHUTOPUHTA MIPOTPOMOMHOBOTO BPEMEHH NMPHU NPUMEHEHUHU a3UTPOMULIMHA Y AIIMEHTOB,
KOTOpbIE IOJy4arOT MEepOpalbHbIE AHTUKOATyJISHTBl HENPSIMOro JecTBUs (IIPOU3BOJHBIE
KyMapHHa).

! !I/IKJ'IOCHO[ YUH

B (QapmakokMHETHYECKOM HCCIEAOBAaHUM C Y4YacTHEM 3JI0POBBIX J0OpPOBOJIBLIEB, KOTOpHIE B
TeueHWe 3 JHEeW NpUHUMaIH BHYTph asutpomuiind (500 wmr/cyT omHOKpaTHO), a 3aTeM
nukinocopua (10 MI/Kr/cyT OZHOKpaTHO), OBUIO BBISIBICHO JIOCTOBEPHOE TIOBBIIICHHE
MaKCUMaJbHOW KOHIEHTpaluu B 1ia3Me KPoBH (Cpax) M IUIOLIAAN TOJ KPUBOM «KOHIIEHTpAIUs-
Bpems» (AUCs) nukiocnopuna. Crenyer coOiroaaTh OCTOPOKHOCTh HpPU  OJHOBPEMEHHOM
MPUMEHEHUH 3TUX MpenapaTtoB. B ciydae HE0OXOOUMOCTH OJHOBPEMEHHOTO MPUMEHEHUS STUX
IpernapaToB HEOOXOAUMO MPOBOIUTH MOHUTOPUHI KOHLIEHTPAIMH IIUKJIOCIIOPHUHA B IJIa3Me KPOBU
U COOTBETCTBEHHO KOPPEKTUPOBATH J103Y.

Odasupens

OnnoBpemMeHHOe TpuMeHeHue aszuTpomunmHa (600 Mr/cyr omHokpatHo) W 3daBupensa (400
MI/CYT) €XKEIHEBHO B TEUYeHHE 7 JHEH He BBI3BIBAIO KAKOTO-THOO KIMHUYECKH 3HAYUMOTO
(hapMaKOKHHETHYECKOT'O B3aUMOICHCTBHSI.

PayKOHA301

OnnoBpemMeHHOEe  TpuMeHeHue  azuTpomunuHa (1200 Mr  OmZHOKpPaTHO) HE  MEHSIIO
dapmakokuHeTHKy ¢uykoHazona (800 Mr omHokpatHo). OOmas dKCMO3UIUS U TMEPUOJ
MOJIYBBIBEJICHUSI a3UTPOMHULIMHA HE U3MEHSUIUCh MIPU OAHOBPEMEHHOM MpPHUMEHEHUHU (IyKOHa30Ia,
OTHAKO MpU 3TOM HaOmonanu cHUKEHHE Cp.x azuTpomunuHa (Ha 18 %), 4ro HE uMeENo
KJIIMHUYECKOTO 3HAYEHUSI.

NuaunaBup

OnnoBpemeHHoe puMeHeHne azuTpomurinaa (1200 Mr oJHOKpaTHO) HE BBI3BIBAJIO CTATUCTUUYECKH
JOCTOBEPHOTO BIMSHUS HA (hapMaKOKUHETHKY HHAWHABUPa (110 800 Mr TpH pas3a B CyTKH B TEUCHHE
5 nHen).

MetunnpeaHu30J0H

ABUTPOMMIIMH HE OKa3bIBA€T CYIIECTBEHHOTO BIUAHUS HA (PapMAaKOKMHETUKY METHIINPEAHU30JIOHA.

Hendunasup

OnnoBpemeHHoe npuMeHeHue azutpomuiinta (1200 mr) u Hendunasupa (1o 750 mr 3 pasa B JICHb)
BBI3bIBACT TIOBBLIIICHUC PABHOBCCHBIX KOHHGHTpaHI/Iﬁ A3UTPOMHIIMHA B CBIBOPOTKC KPOBH.
Kiandeckn 3HaYMMBIX TOOOYHBIX A((PEKTOB HE HAOIIOAAIOCH M KOPPEKIIMU 03Bl a3UTPOMHUIIMHA
IIPU €r0 OAHOBPEMEHHOM NPUMEHEHUH ¢ HelIPUHABUPOM He Tpedyercs.

Pudabyrun

OnHOBpeMEHHOE MPHMEHEHHE a3UTPOMHIMHA U pudadyTHHA HE BIHMSIET Ha KOHIICHTPALHUIO
Ka)XXJIOTO U3 MIPEnapaToB B CHIBOPOTKE KPoBH. [Ipu 0HOBpEeMEHHOM NPUMEHEHUN a3UTPOMHUIIMHA
pudalbyruna wuHoraa HaOmonamack HeWTponeHus. HecmoTps Ha TO, UYTO HEUTpOIEHHS
acCOMUPOBATACh C NpUMEHeHHeM pupadyTnHa, NPUYMHHO-CICACTBEHHAs CBA3b MEXKIY
pUMEHEHHEM KOMOMHAIINY a3UTPOMHUIIMHA U prudabyTHHA U HEUTPOIICHNEl He yCTaHOBJICHA.
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[Ipy TpUMEHEHMH Yy 3I0pPOBBIX JOOPOBOJBIICB HE TIOJIYYCHO JIOKA3aTEIbCTB  BIIMSHHS
azutpomuinHa (500 mr/cyt exxeqaeBHO B TeueHue 3 auerl) Ha AUC u Cpox cuinneHaduIa Wi ero
OCHOBHOTO IHUPKYJIHPYIOIIET0 METaOOIHTA.

Tepdbenagun

B dapmakokuHETHYECKUX HCCIEIOBAHUAX HE OBLUIO TOJYYECHO JOKA3aTelbCTB B3aWMOJICHCTBHS
MEXIYy a3uTpoMUIMHOM u TepheHaanHoM. CooOmanoch O eOUHUYHBIX ClydasX, Korjaa
BO3MOKHOCTh TAKOTO B3aMMOJCHCTBUSA HENb3sT ObUIO MCKIIIOUHTH ITOJHOCTBIO, OTHAKO HE OBUIO HHU
OJIHOT'O KOHKPETHOTO JI0Ka3aTeNIbCTBA, YTO TAKOE B3aMMOJIEUCTBHE UMEIIO MECTO.

bbuto ycTaHOBIIEHO, YTO OJHOBpEMEHHOE NpUMEHeHue TepdeHaAMHa U MAaKpOJIHUJIOB MOXKET
BBI3BATh APUTMHUIO U yanuHeHUe nurepsana QT.

Teobunmmna

He BeIsIBIICHO B3aHMO,Z[€I>'ICTBI/Ie MCKAY a3UTPOMUILIUHOM U TGO(I)I/IJIJII/IHOM.

Tpuaszonam/mMuaasoiaM

3HAYUTENBHBIX ~ M3MEHEHHH  (apMaKOKMHETHYECKHUX TOKa3aTeled TMpH  OJHOBPEMEHHOM
IIPUMEHEHUH a3UTPOMHULIMHA C TPUA30JaMOM WM MHIA30JIaMOM B TEPalEeBTUYECKHUX [03aX HE
BBISIBJICHO.

Tpumeronpum/cyiabhaMeTOKCa30JI

OnHOBpeMEHHOE TPUMEHEHHE TPUMETONPUMa/Cylb(aMeTokcazona ¢ a3UTPOMULIMHOM HE BBISIBUJIO
CYIIECTBEHHOT O BIUSAHUSA HA Cpnax, OOLIYIO SKCIO3ULUIO WIIM 3KCKPELUIO MOYKaMHU TPUMETOIIPUMA
wi cynbhamerokcazona. KoHIeHTpauu a3uTpOMHIIMHA B CBIBOPOTKE KPOBU COOTBETCTBOBAIU
BBISIBJISIEMBIM B IPYTHUX MCCIIENOBAHUSAX.

KomOunanuu TDGGVIOH_II/IG OPpUMCHCHHUA C OCTOPOXHOCTBIO

Cosmecmnoe npumernerue ¢ ZM()pOKCMXJZOPOXMHOM U X10pOXUHOM

JlanHple  HAONMIONEHWH  TOKa3ald, 4YTO COBMECTHOE NPHMEHEHHE a3UTPOMHIIMHA  C
TUAPOKCUXJIOPOXMHOM y MAlMEHTOB C PEBMATOUIHBIM APTPUTOM CBS3aHO C MOBBIIICHHBIM PUCKOM
CepACYHO-COCYTUCTBIX COOBITHH M CepACYHO-COCYTUCTON cMepTHOCTH. I3-3a BO3MOXKHOTO
AQHAJIOTUYHOr0 PUCKA IIPU MPUMEHEHUHN IPYTUX MAKPOJIUJIOB B COUETAHUM C TMAPOKCUXIOPOXUHOM
WU XJIODOXMHOM CJIEIyeT TIIATeIbHO B3BECUTh COOTHOIIEHHME MOJb3bl U PHUCKA, MPEKIE HYeM
Ha3HAaYaTh a3UTPOMUIIMH JIOOBIM MallMEeHTaM, IPUHUMAIOIIUM FMAPOKCUXIIOPOXUH HIIH XJIOPOXHUH.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepemeHHOCTH

IIpu GepeMEHHOCTH NMPUMEHSAIOT TOJBKO B Cllydyae, €CIIM Ipearoiaraemasl 1ojib3a IJisi MaTepu
IIPEBBIIACT MOTCHIMAIBHBIM PUCK IJIA IUIOJA.

JlakTarus

B nepuoa rpy1HOro BCKkapMiIMBaHUsI IPUMEHSIOT TOJIBKO B CIIy4ae, €ClId IpeArnoaraemas mojp3a
I MaTepH MPEBBIIIACT MOTCHIMAIBHBIA PUCK Ul peOeHKa.

[Tpu HEOOXOAMMOCTH MPUMEHEHHUS Mpenaparta B Mepro]l IPyIHOTO BCKApMIMBAHUS PEKOMEHYeTCs

MNPUOCTAHOBUTL T'PYAHOC BCKAPMIIMBAHUC.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMH CpeACTBAMM M PpadoTarb C
MeXaHN3MaMu
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[Ipu pa3BuUTUM HEXeNaTeIbHBIX APPEKTOB CO CTOPOHBI Hég]ls:llié% E&Q@MLEQEBB;%EJ sperms

cienyer coOJoJaTh OCTOPOKHOCTh TPHU BBIMOJIHEHUH JEHCTBHUM, TpeOyOIMX MOBBILICHHON
KOHIIEHTPALU BHUMAHUS ¥ OBICTPOTHI IICHXOMOTOPHBIX PEAKITHIA.

4.8. HexxesnaTe/ibHbIE peakmum

Pe3romMe HexenaTenbHBIX PEAKIIN

HexenarenbHble peakuuH, 3aperUCTPUPOBAHHBIE B XOAE KIMHUYECKUX MCCIECJOBAaHUNA U B
MMOCTPETrUCTPALIMOHHOM OINBITE IPUMEHEHUSA, MPEACTABIECHBl B COOTBETCTBUU C IIEPEYHEM
CUCTEMHO-OPTaHHBIX KJIACCOB B ITOCJIEIOBATEIBHOCTH MEIULMHCKOIO CJIOBApS TEPMHUHOB IS
perynsaropuoit nestenbHOCTH (MedDRA). UacToTa BOSHUKHOBEHHS OMPEAETSIach B COOTBETCTBUH
CO CIEAYIOIIMMH KaTerOpUsIMHU:

oueHb yacTo (>1/10);

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

Heuacto (>1/1 000, Ho <1/100);

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

oueHb peako (<1/10 000);

JaCcTOTa HEM3BECTHA (Ha OCHOBAHUU MMEIOIINXCS TAHHBIX OI[CHUTh HEBO3MOIKHO).

IIpu npumMeHeHun npemnapara BO3MOKHBI CIIEAYIOIINE HEKEIATCIIbHbIE PEAKIIMN:

Hngpexyuu u unsasuu

Heuacro KaHAWZ03, B TOM YHCIE CIHU3UCTON OOOJOYKH TMOJOCTH pTa, BarnHaJIbHAs
uHOEKIMs, TMHEBMOHMA, TpuOKoBas uH(peKkuus, OakrepuanbHas HHOEKIus,
(bapuHTHUT, TaCTPOIHTEPUT, PECIIUPATOPHBIEC 3a00IEBaHNS, PUHHT;

Yacrora MICeBIOMEMOPAaHO3HBIN KOJIHUT
HEH3BECTHA

Hapywenus co cmopoHul Kpogu u tumg@amuyeckou cucmembl

Heuacto JIEHKOTICHUSI, HEUTPOTICHUSI, 03UHODUITHS;

OdeHb peKko | TPOMOOIUTOIICHUS, TEMOJIUTUYECCKAs AaHEMHUSI

Hapywenus co cmoponvl ummynHou cucmemol

Heuwacrto AQHTHMOHEBPOTUYECKHI OTEK, peaklys TUNepYyBCTBUTEILHOCTU
Yacrora aHa(uIaKTHUECKas peaKIus
HEU3BeCTHA

HapyweHuﬂ MemaboruzMa u nUMaHusl

Heuacto aHOpEKCHS

Hapywenus co cmopoHul HepeHoil cucmemul

Yacrto roJIOBHAs OOJIb

Heuwacro TOJIOBOKPY)KEHHE, HapyIICHUE BKYCOBBIX ONIYIICHHWH, MapecTe3WH, COHJIMBOCTH,
OecCOHHMIIA, HEPBO3HOCTH

Penxo AKUTALUS

Yacrora TUIIECTEe3Usl, TpPEBOra, arpeccus, OOMOpPOK, CYyIOpPOTH, IICHXOMOTOpHAas
HEU3BECTHA | TMIIEPAKTUBHOCTb, MOTEPs] OOOHSHUS, WU3BpalIeHHE OOOHSHUS, MOTEPS BKYCOBBIX
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Hapywenus co

CNMOPOHbL OpecaAHa 3PEeHUs

Heuacto

HapylIeHHE 3peHus

Hapywenus co

CMOPOHbBL Op2ana CIyxXa u 1a0upuHma

Heuacto paccTpoOMCTBO CllyXa, BEPTUTO
Yacrora HapyIlIeHHE CIIyXa, B TOM YHUCIIE IITyX0Ta W/WIM IIyM B yIIax
HEU3BeCTHa

Hapywenus co

CMOpOHbL cepoya

Heuwacro OLIYIIEHUE cepaLeOneHus
Yacrota yBenuueHue uHTepBaia QT Ha 3neKkTpokapAuorpaMMe, apuTMUSL THIA «ITUPYITH,
HEU3BECTHA | KEITYJOUYKOBasi TaXUKapAUs, BHE3AMHAsS CEPJIEYHO-COCYAUCTAsI CMEPTh

Hapywenus co

CMOPOHBL COCYO08

Heuacto «TIPUIIUBBDY KPOBHU K JIUILY
Yacrora [IOHWYKEHUE apTEPUAIBLHOTO JaBICHUA
HEU3BECTHA

Hapywenus co

CMOPOHBI ObLIXAMENLHOU CUCHEMbL, OP2AHO8 2PYOHOU KIeMKU U CPeO0CmeHUs]

Heuacto

OABIINIKAa, HOCOBOC KPOBOTCUYCHHEC

Hapywenus co

CNOPOHbL cheﬂyaOllHO-KuwellHOZO mpaxkma

OueHp 4acTo

nuapest

Yacto

TOIIIHOTA, PBOTA, OOJIb B JKUBOTE

Heuacto

METEOpPU3M, JHUCIIETICUsl, 3arlop, racTpuT, Aucdarus, B3AyTUE >KHUBOTA, CYXOCTb
CIIM3UCTON OOOJIOUKH MOJIOCTH PTA, OTPBDKKA, S3BBI CIU3UCTON 0OOJIOYKH MOJIOCTH
pTa, MOBBILLIEHUE CEKPELIUU CIIOHHBIX JKEe3

Ouens penko

HU3MCHCHUC LBCTA A3bIKA, IAHKPCATUT

Hapywenus co

CNIOPOHbL NeYeHU U 9/66]1116661600}11/41/06 nymeﬁ

Heuacto rernaTuT

Penko HapyueHne QyHKIMH eYEeHH, X0JIeCTaTHUeCKas JKeNTyxa

Yacrora MEYEHOYHAsT HEJ0CTATOYHOCTh (B PEOKHX CIIy4asX C JIeTATbHBIM HCXOJIOM, B
HEU3BECTHA OCHOBHOM Ha (poHe HapymeHHs (YHKIHUU TEYCHU TSDKENION CTEreHH), HEKpo3

nevyeHu, QyJIbMUHAHTHBIN renaTut

Hapywenus co

CNMOPOHbBL KOJHCU U NOOKOJNCHBIX MKAHel

Heuwacro KOXHasl ChIIlb, 3y/l, KpalMBHUIIA, J€PMATUT, CYXOCTh KOKU, TOTIUBOCTh

Penxo peaknus (HOTOCCHCHOMIIM3AIMN, OCTPhI TEHEPaTU30BAHHBIA HSK3aHTEMAaTO3HBIN
nycrynes (OI'DI);

Yacrota cuapom  CruBeHca-/[P)KOHCOHA, TOKCHYECKUA  ANUIECPMAIBHBI  HEKPOJIH3,

HCU3BCCTHA MyJIBTI/I(bOpMHaH SpUTCMaA, JICKAPCTBCHHAA CbIIIb C 3031/IHO(1)I/IJIH€I>'I U CUCTEMHBIMH

nposisiaeHusiMu (DRESS-cunapom)

Hapywenus co

CNOPOHbL Mblu/lellHOiz, KOCMHOU U COCOUHUMENbHOU MKAHU

Heuacto

OCTEO0apTPUT, MUAJITHS, O0JTH B ClIUHE, O0JIb B IIICE
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apTpairus
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Hapywenus co cmoponul nouek u Mouesvigo0sauux nymet

Heuwacro Iu3ypHst, 6016 B 00J1aCTH MOYEK
YacroTta MHTEPCTUINAIBHBIN HEPUT, OCTpast MoYeyHast HEIOCTaTOYHOCTD
HEM3BECTHA

Hapywenus co cmoponuvl penpodykmusHotl cucmemsl U MOIOYHBIX Hcelle3

Heuacto METpOpparuu, HapyleHne GyHKIUN STICK
Obwue napywenus u peakyuu 8 mecme 86e0eHuUsl
Heuwacro OTEK, aCTEeHHUs, HEAOMOTaHHUe, OILIYIIEHUE YCTaJOCTH, OTEK JMIa, 0OJb B TPYAH,

nepudepuyecKie OTeKH.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Yacto CHIDKEHHE KOJMYECTBa JHMM(OIMTOB, MOBBIIIEHHE KOJIWYECTBA S03MHODUIOB,
MOBBIIIICHNE KOJMMYECTBa 0a30(WIIOB, TOBBIIICHHE KOJIWYECTBA MOHOIUTOB,
MOBBIIIEHUE KOJTMYECTBA HEUTPO(DUIIOB, CHIDKEHHE KOHIIEHTpAIlMu OMKapOOHATOB B
Iu1a3Me KpOBH

Heuacto MOBBIIIICHUE aKTUBHOCTH acrapTaraMHUHOTpaHchepasbl,

aTaHMHAMUHOTpPAaHC(Epa3bl, TMOBHIIICHUE KOHIEHTpAMK OWIupyOMHA B TIIa3Me
KpOBH, MOBBINICHHUC KOHLOCHTpPAIlMK MOYCBHHBI B IINIa3MC KPOBH, ITOBBIIICHHC
KOHIICHTPAllMU KpEeaTHHHHA B TUIa3Me KPOBH, M3MCHEHHUE COJCp)KaHHs Kalus B
IUIa3Me KPOBH, IMOBBIIMICHUE aKTUBHOCTH ILIENOYHOU (ocdaTassl B IUIa3Me KPOBH,
TIOBBINICHUE COJCPKAHUS XJIOPUIOB B TUIa3Me KPOBH, MOBBIIICHUE KOHIICHTPALIUU
TJIFOKO3bI B KpOBH, YBCJIMYCHHUC KOJIM4eCcTBa TpOMGOLII/ITOB, CHHIKCHUC
reMaTOKpUTa, TOBBIIICHUE KOHIICHTpalMd OWkapOOHATOB B IUTa3Me KpPOBH,
HU3MCHCHUC COACPKaHUA HATPUA B IJIa3MC KPOBU

Coo0urenune o

MOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIINAX

BaxxHo cooOmath 0 Moj03peBaeMbIX HEXENATENbHBIX PEaKIUiX TOCIe PEerucTpalu mpernapara ¢
[EeNbI0  O0CCIEYeHUs] HEMPEpPHIBHOTO MOHUTOPHHTA COOTHONICHHS  «II0Jb3a —  PHCK»
JIEKapCTBEHHOTO Tpemnapara. MeauIuHCKUM pabOTHUKAaM pPEKOMEHIYeTCsi cooOIarh O JFOOBIX
MOJIO3PEBAEMbBIX HEXKENATeIbHBIX PEAKIMAX JIEKAPCTBEHHOTO Mpernapara uepe3 HaIlMOHAIbHBIC
CUCTeMBI COOOIICHHS O HEXENATeIbHBIX pEeaKIUsX TOCYAapcTB — UJIeHOB EBpasuiickoro
YKOHOMHYECKOTO COI03a.

Poccutickas ©

eepanus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOXpaHEHUS
Anpec: 109012, Mocksa, CnaBsiHCKas M101ajp, 1. 4, ctp. 1

Tenedon: +7 (

800) 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu_npr@roszdravnadzor.gov.ru
Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHUKAITMOHHOM ceTn «HTepHeT»
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

ToiwHoTa, BpeMeHHas MOTeps CiiyXa, pBOTa, AUapesl.

Jleuenue

10
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CHUMIITOMaTUYECKOE.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1 dapmakoguHaMHUYeCKUe CBOHCTBA

dapMakoTepanieBTUYeCKass TpyIma: aHTUOaKTepuadbHblE CpEACTBA CUCTEMHOIO JIEHCTBUS;
MaKpOJIUIbI, IMHKO3AMHHBI M CTPENTOIPAMUHBI; MAKPOJIH/IBI.
Koxg ATX: JOIFA10.

MexaHu3M OelCTBUSA

ABUTPOMHUIIMH - OAaKTEPHUOCTATUYCCKHI AHTHOMOTHK INMUPOKOTO CIIEKTpa IEHCTBHS W3 TPYIIIBI
MaKpoIua0B-a3anuoB. O0IaaeT IMUPOKUM CIEKTPOM AaHTHMHUKPOOHOTO AEWCTBUS. MexaHu3m
JEWCTBUS a3UTPOMHIIMHA CBSI3aH C MOJIaBJICHUEM CHHTE3a Oellka MUKPOOHOH KiteTKU. CBS3BIBAsCH C
50S-cyObenunuIeit pubocomsbl, yrHeTaeT NeNTUATPAHCIOKA3Y Ha CTAANH TPAHCISIIMU U MOJIABIISIET
cuHTe3 OellKa, 3aMeIsisi POCT M pa3MHOXKEHHE OakTepuil. B BBICOKMX KOHIIGHTPAILUSX OKa3bIBAET
OaKTepUIIUIHOE ACHCTBHE.

dapmakognHamMudeckue 3O HEKTEI

OOnagaer aKkTUBHOCTHIO B OTHONICHUHM psAa TPaMIOIOKUTEIBHBIX, TI'PaMOTPULIATEIBHBIX,
aHa’pOOHBIX, BHYTPUKIETOYHBIX U IPYTUX MUKPOOPTaHU3MOB.

MHUKpOOpPraHu3Mbl MOTYT M3HAYAJIBHO OBITh YCTOHYMBBIMU K JCHCTBHIO aHTHUOMOTHKA WM MOTYT
pUOOpeTaTh YCTOMYUBOCTD K HEMY.

IlIkana  uyyecmeumenvHocmu  MUKPOOP2AHUZMOG K  A3UMPOMUUUHY  (MUHUMATIbHAA
unzubdupyrwuiasa konyenmpayus (MUK), me/n):

Muxpoopranusmbl MUK, mr/a
YyBCTBHUTEJIbHbIE YcroitunuBbie
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 bonvuuncmee cydaes 4yecmeunieibHble MUKpOOpecaHu3msl

1. I'pamnonoscumenvhvle 03D06bl

Staphylococcus aureus memuyunniun-4y8cmeumebHulil
Streptococcus pneumoniae neHUYULIUH-Y)ECNEUMETbHBIIL
Streptococcus pyogenes

2. I'pamompuyamenvhbie 03D06bl

Haemophilus influenzae
Haemophilus parainfluenzae
Legionella pneumophila
Moraxella catarrhalis

Pasteurella multocida
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Neisseria gonorrhoeae

3. AHaspobvl
Clostridium perfringens
Fusobacterium spp.
Prevotella spp.
Porphyromonas spp.

4. Apyeue muxpoopeanuzmbl

Chlamydia trachomatis

Chlamydia pneumoniae

Chlamydia psittaci

Mycoplasma pneumoniae

Mycoplasma hominis

Borrelia burgdorferi

Muxkpoopeanusmsi, cnocoOHble pazeums YCMOUYUBOCHb K AZUMPOMUYUHY

I pamnonoscumenvhvie a3l706bl

Streptococcus pneumoniae NEHUUWIIINH-YCTONYUBBIN
H3nauanvHo ycmouuugvle MUKpOOP2SAHUIMbl

I'pamnonoorcumensvuvie a9p06bl

Enterococcus faecalis

Staphylococci (MeTUIIMIITUH-YCTOWYMBBIE CTA(DMIIOKOKKHA TPOSBISIIOT OYEHb BBICOKYIO CTETCHB
YCTOMYHUBOCTU K MaKpOJIUJIaM)

['pamnonoxkurenbHble OAKTEPUHN, YCTOWYUBBIE K SPUTPOMHUIIMHY

Anaspobul

Bacteroides fragilis

5.2. apmakoKknHeTHYECKHE CBOCTBA

AOGcopOrus

[Tocne mpueMa BHYTpb a3UTPOMHUIIMH XOpOIIO BcackiBaercs. [locne onHokparHoro mpuema 500 mr
ouogoctynHocth — 37 % (3ddekr «mepBOro MpOXOoKIACHHS»), MaKCHUMallbHas KOHLEHTpalus
(0,4 Mr/m) B kpoBH co3naeTcs uepe3 2-3 u.

Pacopenenenune

Brictpo pacnpenensiercs B opranuzme. Kaxymuiics oobeMm pacnpenenenus - 31,1 1/kr, cBA3bIBaHHE
¢ OenkamMyu 0OpaTHO MPOMOPLUUOHABEHO KOHIEHTPAlMU B KpoBU U coctaBiseT 7-50 %. [Iponukaer
yepe3 MemOpaHbl Ki1eTok (3ddexkTuBeH mnpu HHEPEKUUAX, BBI3BAHHBIX BHYTPUKJIETOUHBIMU
Bo3OyauTensmu). Tpancnoprupyercs (arormuraMd K MeCTy WH(EKIHH, TZIe BBICBOOOXKTACTCS B
npUCyTCTBUU OakTepuil. JIerko MpoXomuT rucroreMarndeckue Oapbepbl M IMOCTYNAeT B TKaHH.
Konnenrpanus B Tkansx u kietkax B 10-50 pa3 Brile, 4eM B 1j1a3Me, a B ouare HHGEKIUH - Ha 24-
34 % OGomble, YeM B 3I0POBBIX TKAHSX.

Buorpanchopmariis

B neuenu nemerunupyercs, Tepsis aKTUBHOCTb.
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ONUMMUHALMSA

VY azuTpoMuIMHA O4YE€Hb JJIMHHBIN Nepruoa nmoiayBbiBeaeHUs - 35-50 4. [lepuosa mosyBeIBEIEHUS U3
TKaHEW 3HAYUTENhHO Ooubiie. TepaneBTuyeckasi KOHIICHTPALHS a3UTPOMHUIIMHA COXPAHSIETCs 10 5-
7 nHe moce npuema nocieHen 103bl. ABUTPOMUILIMH BBIBOAUTCS, B OCHOBHOM, B HEM3MEHEHHOM
Busie — 50 % xunreynukom, 6 % moykamu.

6. PAPMALLEBTHYECKHUE CBOUCTBA

6.1. IlepeyeHb BCIOMOTaTeIbHBIX BEHIECTB.

Kpaxman kykypy3Hbli
Kanbnus dpocdar qurumpar
Tanbk

Marnus creapar

Hatpus kpaxmaina riukonst
Kpockapmennosa Hatpust

IInenounas obonouyka Tadkoar Gensrii TC1005

6.2. HecoBmecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPU XPAHEHUU

XpaHUTh B 3aLIUIICHHOM OT CBETa MECTE IpH Temrneparype He Bbiiie 25 °C.
6.5. XapakTep u coaepkaHue YNIAaKOBKH

[epBuynas ynakoBka: [To 3 TabneTku B Gnuctepe U3 amoMUHNS U nonuBuHIIXIopuaa Al/TIIBX.

Bropuunas ymakoBka: [lo 1 Gmucrepy BMecTe ¢ MHCTPYKIHMEH MO MPUMEHEHUIO B KAPTOHHYIO
MaykKy.

6.6 OcoOble Mepbl NMPETOCTOPOKHOCTH NMPH YTHIM3ANMUN HUCIOJb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaHMIYJISILMHU € IpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

Nunus
Oxkcdopn Jlabopatopus I1BT. JITH.
B306, Kpucran I1naza, Heto Jluak Poyn, Auaxepu (Becr), Mymb6ait 400 053
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7.1. IIpeacraBuTeNb AEpAKATE/IS] PETHCTPALMOHHOIO vuou(')gé'l'):e'

[IpeTen3un moTpeduUTENEH HAPABIIATH MO aAPECY:

Poccuiickas @enepanus

[IpeacraButenscTBO «OKchopa Jlaboparopus I1BT. JITH.»

119571, r. Mockga, yn. 26-tu bakunckux Komuccapos, nom 9, opuc 117.
Ten./akc: 8 (495) 935-81-52

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUH OTIYCKa MO pelenTy.

OOmiasi xapakTepUCTHUKa JieKapCcTBEHHOro mpemapata CyMOMakc IOCTyIHa B €IMHOM peecTpe
3apETHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3MiicCKOro SKOHOMHYECKOTO COI03a M Ha
oduIIaTEHOM caiite YIIOJTHOMOYEHHOTO oprana (9KCTIepTHOM OpTaHHU3aIIH)
(https://lIk.regmed.ru/Register/EAEU SmPC).
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