COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 21.06.2022 N= 14754
(MOCNEQOBATENEHOCTE 0001)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[unpodoxcanut, 250 Mr, TaOIETKH, MOKPHITHIE TUIEHOYHOW 00O0JI0YKOM.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByromiee BemecTBO: MUMPO(IOKCAIUH.
Kaxxnas Tabnerka comepxut 250 mr numnpodaokcanuaa (B BUIE THAPOXIOPUIA MOHOTHAPATA).

[TonHbIif epedeHb BCIOMOTaTeNbHBIX BEIIECTB MIPUBECH B paszene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTKu, MOKPHITHIE MIIEHOYHOM 000TI0YKOM.
Kpyrieie qBOSIKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE IUICHOYHOH OOOJOYKOW OEoro WM MOYTH
Oenoro nBera. Ha momepeunoM paspe3e BHIHBL sIpO Oenoro uiam Oenoro ¢ >KeITOBAaTBHIM

OTTCHKOM LBC€TAa U IINICHOYHAaA 000J104Ka.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO
HeocnoxxHeHHblE W OCJIO)KHEHHbIE  WH(EKIUHM, BBbI3BAHHbIE  UYYBCTBUTEIBHBIMH K
UIPOQIOKCANHY MUKPOOPTaHU3MaMH.
[l B3pOCIBIX NAllMEHTOB:

e UHQEKIUH IbIXaTeIbHbIX MyTeH.
[unpoduiokcauH peKOMeHIyeTcsl Ha3HavaTh IpU ITHEBMOHUSX, Bbi3BaHHBIX Klebsiella spp.,
Enterobacter spp., Proteus spp., Escherichia coli, Pseudomonas aeruginosa, Haemophilus spp.,
Moraxella catarrhalis, Legionella spp. u cradunokokkamu;

e UH(EKIUH CcpeaHero yxa (cpeaHuil oTUT), 0COOEHHO eciu 3T UHQEKUUU BbI3BAHbI

rpaMOTpPHUIIATeIbHBIMI MHKPOOPTraHU3MaMH, BKIIFO4asi Pseudomonas aeruginosa,;

e UH(EKIUH II1a3;

e UHQEKIUH MTOYEK W/IITH OCIIO)KHEHHBIE HH()EKIINU MOYEBBIBOISIINX MTyTEH;

e pH(EKIUH MTOJIOBBIX OPraHOB, BKIIOYAsl aJHEKCUT, TOHOPEIO, IIPOCTATHT;

e pHbpekuu OpromHON mnosocTH (OakTepuanbHble HH(EKIUU >KETYA0YHO-KUIIEYHOTO

TpaKTa, JKXCIIYCBBIBOAAINX HyTeﬁ, HepI/ITOHI/IT);
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® I/IH(l)eKI_[I/II/I KOXH U MATKHX TKaHeﬁ;

e HH(EKIUH KOCTEH U CYCTaBOB,;
®  Cercuc;
e wuHpekuuu i npopuIaKTHKa HHOEKIHUHA y MalUeHTOB CO CHUKEHHBIM MMMYHUTETOM
(marMeHThl, IPUHUMAIOIINE UMMYHOACTIPECCAHTBI, MJIH ALMCHTHI C HEHTPOIICHUEH );
®  CCJICKTHBHAS JICKOHTAMHHAIINS KHIICYHUKA Y MTAI[HEHTOB CO CHIKCHHBIM HMMYHHUTETOM;
e TnpodMIIaKTHKA U JICUCHHUE JIETOYHON (OpPMBI cCHOMPCKOIL s13BbI (MHUIpoBanue Bacillus
anthracis);
e npodurakTiKa MHBa3UBHBIX HH(EKIMIA, BpI3BaHHBIX Neisseria meningitidis.
Jns jedeHus: Chenyoumx WH()EKIMOHHO-BOCIAIUTENILHBIX 3a00JeBaHui HUIpOdIOKCaMH
MOXXET TPHUMEHATBCS TOJIBKO B KauyeCTBE aJbTCPHATHBBI JPYTHM I[POTHBOMHUKPOOHBIM
npenaparam:
® OCTpBII CUHYCHT;
® HEOCIIO)KHEHHBIC HH(PEKIUH MOYCBBIBOASALINX MYTEH.
Heo0xoauMo nMpHHUMATh BO BHUMaHUE ACHCTBYIOIINE O(GHIUAIbHBIC PYKOBOJCTBA O MPaBHIax
IPUMEHEHHSI aHTHOAKTEPUAIbHBIX CPEIICTB.
Heru:
e JicuCHME OCJIOKHECHUH, BBI3BaHHBIX PSeudomonas aeruginosa y aereit ¢ MyKOBUCIIHI030M
JIeTKUX oT 5 no 17 1er;
e npodMIIaKTHKA U JICUCHUE JISTOYHON (POpPMBI cCHOMPCKOIT s13BbI (MHUIIMpoBanue Bacillus
anthracis) ot 5 no 18 et (i 1aHHO# JeKapcTBEHHOM (HOPMBI).
[lpumenenne wUHUNPOQIIOKCAIMHA y JAETed MODKHO OBITh HAayaTo TOJBKO IOCIE OLEHKH
COOTHOUICHUS TOJb3a/pPUCK B CBSI3M C BO3MOKHBIM IOOOYHBIM JEHCTBHEM Ha CYCTaBbl H

OKOJIOCYCTAaBHBIC TKaHHU.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHUs

Bspocnvie:
Tabnuna 1. Pexomenayemas cyrodnas fgo3a npenapara Llunpodiaokcanns TabaeTku, MOKPHIThIE

[UICHOYHOM 000104K0# 250 Mr

Toxaszanus Cymounas 0o3a yunpodghroxcayuua (me)

WNndexunn npxarenbHbIXx myTeil (B 3aBucuMoctd | ot 2x500 mr go 2x750 mr

OT TSDKECTU MH(PEKIIUU U COCTOSIHHS TTAI[EHTA)

WHdekun Mo4enoaoBoil CUCTEMBI:




-
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e OcCTpblie, HEOCITIOKHEHHBIE o1 2NF50 T ho 2 500 Wi = 1 = T0UT]
e [lucTuT y *KEeHIIMH (10 MEHOTAY3bI) 1x500 mr
o  OCIOKHEHHEIE ot 2x500 mr 1o 2x750 mr
e AJIHEKCHT, [POCTATHUT, opxur, | T 2x500 mr 1o 2x750 mMr
AMUAUTAMUT
I'onopest
® HKCTpareHUTaJIbHAas 1x500 mr
® OCTpasi, HEOCIOXKHEHHAs
Huapes 2x500 mr
Hpyrue undexnuu (cM. paznuen 4.1) 2x500 mr
Ocob0  TsOKenble, TPEACTABISIONINE  yIpo3y
KU3HU, B T. 4.
e CTpenToKOKKOBas THEBMOHHS
e Peuunusupyromue uH(peKIu npu
MYKOBUCIIH/103€ JIETKUX
e UMHudexnuu kocTeit U CyCTaBOB 2x750 mr
e Cenruuemus
e Ilepuronur
B ocobennoctn mnpu Hammyuum Pseudomonas,
Staphylococcus, Streptococcus
Jlerounass opma cubupckoit s3Bbl (yiedenue u | 2x500 mr
npodunakTuka)
[Tpodunaktuxa VHBa3HBHBIX uHpexui, | 1x500 mr
BbI3BaHHBIX Neisseria meningitidis
IIpooonscumenvrocms mepanuu:
[IpoOMKUTETLHOCTh  JICUCHUSI 3aBUCUT OT TSDKECTH 3a00JIeBaHMS, KIMHUYECKOTO U

6aKTepI/IOHOFI/I‘-ICCKOl"O KOHTPOJIA. Baxno MpoaOJIKATE JICHCHUC CUCTEMATHYCCKU, HC MCHEC 3-x

JHEH IOoCIIe HCUE3HOBEHMS JIMXOpAaAdKU WKW APYTUX KIIMHAYCCKUX CUMIITOMOB.

Cpe)IHSISI MMPpOAOJIKUTCIIBHOCTD JICUCHUA:

e | eHb NpU OCTPOU HEOCIOKHEHHON TOHOPEE U IUCTUTE;

e 10 7 nHEW nmpu UH(DEKIUIX MOYEK, MOUEBBIBOIAIIUX MTyTE€H, OPraHOB OPIOIIHOM MOJIOCTH;

® BeCh MEPUOJI HEUTPOTICHUH Y TTAIIMEHTOB C OCIA0JICHHBIM UMMYHUTETOM;

e He Oosee 2 MecsLEB IPU OCTEOMUEIUTE;
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e ot 7 10 14 gueit mpu Apyrux HHGEKITUIA.

[Ipn maeknuax, BI3BaHHBIX Streptococcus Spp., M3-3a pUcKa MO3JAHUX OCIOKHEHHH JEYCHHUE
JIOJKHO TIPOJI0JKaThea He MeHee 10 nHel.

[Mpu undexuusx, BeizBanHbix Chlamydia spp., nedenue cinemyer npogoinkats He MeHee 10 THEei.
B ciyuae npomycka 036l Ipenapara cieayeT NPUHATh MPOMYIIEHHYIO 103y B JII000e BpeMs, HO
HE [T03/1Hee, YeM 3a 6 4acoB JI0 3aINITaHMPOBAHHOTO BPEMEHH IpueMa ciienyromniet 103sl. Eciu 1o
npueMa CIIeyIOIIeH 103kl 0OCTaJIOCh MEHee 6 4acoB, MPOIMYILECHHYIO 103y IPUHUMATh HE CIICIYET;
JICYCHUE CJEQyeT MPOJOIDKHTh B COOTBETCTBUM C HA3HAYCHUEM C MpUEMa CICAYIOIIEH
3aIUIAHUPOBAaHHOM 1103bl. He crmemyer mnpuHUMAaTh [ABOMHYIO 103y M BOCHOJIHEHHS
HPOIYIICHHON JI03BI.

Oco0BbIe IPVIIILI MAIUEHTOB:

Tlayuenmur noswcunoco 6ospacma (cmapuwe 65 1em)

[TarmeHTaM MOXHUIOTO BO3pacTa CieAyeT HazHauaTh Ooyiee HU3KHE JI03bI IUMpOodIoKcaluHa B
3aBUCUMOCTH OT TSDKECTH 3a00JIeBaHUs U ToKa3ares kimpeHca kpeatiuauHa (KK).

Peoicum 0ozuposanus npu HapyuieHusX QYHKYuU noyex uiu ne4eHu y 63pocivlx

Tabmuna 2. PexoMeHxyemMblie 0361 IS AIMSHTOB C MIOYSYHON HEIOCTATOYHOCTHIO

Knupenc kpeatuHuHa | Kpeatunun mia3mel (Mr/100 M) | MakcumaiibHast CyTOYHas
(v/mun/1,73 M%) no3a 1unpodIiokcanuaa Ipu

[epOpaIbHOM IpUeMe

ot 30 o 60 or 1,4 no 1,9 MakcuMaibHo 1000 mr

Hike 30 >2,0 MakcuMaibHO 500 mMr

Tayuenmor ¢ noueunoli HeOOCMAMOUHOCMbIO, HAX0OAUWUECS HA 2eMOOUAIU3Ee

1. TIpu KK ot 30 1o 60 ma/mun/1,73 M? (yMepeHHas MOUeUHAs HEAOCTATOUHOCTH) MU €ro
KOHIIEHTpaluH B 1u1a3me kpoBH ot 1,4 1o 1,9 mr/100 mi MakcuManbHas J103a npemnapara
[{unpodokcanuH npu nprueMe BHYTPb J0KHA cocTaBiATh 1000 MI B CYTKH.

2. Tpu KK 30 ma/mun/1,73 M? unu MeHee (TsKeTas MOYEdYHAs HEJOCTATOYHOCTH) HIIH €T0
KOHIEHTpaluu B 11a3Me KpoBu oT 2 Mr/100 mut unmu 60s1ee, MakcuMalbHas 103a Ipenapara
[MunpodokcannH npu npueMe BHYTpPh JODKHA cocTaBiaTh 500 Mr B cyTtku. B anu
OPOBEICHUS TeMOJUan3a  LUOPOQUIOKCAIMH  NPUHUMAIOT  TOCJIE  HpPOIEexyphl
reMo/IMann3a.

Ambynamopuvie nayuenmol ¢ NOYeUHOU HEOOCMAMOUYHOCbIO, HAXOOAWUEC HA HENPepbIEHOM
nepumoHeanbHoOM OUaIU3e

MaxkcumanbHast cyTouHas 103a npenapara Llunpodnokcannn gomxHa coctaBiats 500 mr.
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Ilayuenmul ¢ Hapywenuem ynKyuu neveHu (NOCNEOCQBA

Koppexuuu 10361 He TpedyeTcsl.
Tayuenmul ¢ napywenuem QyHKyuu novex u neveHu
PexxuM 103MpOBaHusI aHATIOTHYCH OIIMCAaHHOMY B IyHKTaX 1 u 2.
eTH
Tabmuua 3. Pekomennyemasi cyrodHas 1o3a npenapata Llunpodnokcanus Tabi1eTKy, MOKPHITHIE

TUICHOYHOU 00o0oukoit 250 Mr y jpereit

Toxaszanus Cymounas 0o3a yunpoghrokcayuna (me)

Wudexun npu GuOpMHOKUCTO3HOM nerenepanuu | 2x20 MI/Kr Macchl Tena (MakCuMaibHast 1032

(MyKOBHUCIIUI03€) 750 mr)
Jlerounas dhopma CUOUPCKOM s3BBI | 2X 15 Mr/Kr Macchl Tena (MakcuMasbHas 103a
(TOCTKOHTAKTHOE BO3/ICHCTBIC) 500 mr)

PexxuM mo3upoBaHUS TIpU JIETOYHOH (hopMe CHOMPCKOW 53BBI (JIEYEHHWE M TPOQPHIAKTHKA)
cM. Tabnuny 1 u Tabauiy 3.

[Ipuem mpenapata cienyeT HauMHaTh Cpas3y IOCJIE MPEANoIaraeMoro Wi HOATBEP)KIEHHOIO
UHQPHUIMPOBAHUSI.

OO01mast MpOIOIHKUTEIBHOCT IpHUeMa HUTPOIIOKCAIIHA MTPU JIETOYHON (hopMe CHOMPCKOM S3BBI
cocraBiisieT 60 nHel.

Hemu ¢ napywenuem ¢hynkyuu nouex u/unu neuenu

Pexwum no3upoBanus y nerei ¢ HapynieHneM (yHKIWHU MOYeK U TICUYSHH HE H3YyYeH.
IIpooonscumenvrocmo nevuenus:

Jlnst eveHHs OCIOKHEHHWH MYKOBHCIKIO3a JIETKHX, BbI3BaHHBIX Pseudomonas aeruginosa (y
neteit ot 5 1o 17 net), npoaoIKUTENbHOCTh Tepanuu coctaBnseT 10-14 nHei.

Criocob nnpruMeHeHu s

TabneTku cienyeT NpuHUMATh BHYTPb, HE3aBUCUMO OT BPEMEHU MpUeMa THUIIHU, HE pa3KEeBbIBas,
3anuBas HeOOJIBIIMM KOJIMYECTBOM BOABI. Eciu mpemnapar mpuHUMalOT HATOMIAK, EHCTBYOIIEe
BEIIIECTBO BcachIBaeTcs ObicTpee. B aToM ciydae TabneTku HE CleqyeT 3aluBaTh MOJIOYHBIMU
MPOJYKTaMU WJIM HAITUTKaMH, OOOTAIIEHHBIMU KaJIbIIMEM (HAIpUMEpP, MOJIOKO, HOTYpPT, COKH C
MOBBIIICHHBIM COJIepKaHUEM Kaiblus). Kanpiuii, cogepkamuiicss B 0OBIYHOM MHUIIE, HE BIUSCT
Ha BcachlBaHUE ITUMPOQIOKCaIIMHA.

Ecnu u3-3a TSDKECTM COCTOSIHMSA WM IO WMHBIM IPUYMHAM MALMEHT JIMIIEH BO3MOYKHOCTHU
NpUHUMATh  TaOJIETKH, €My PEKOMEHIYeTCS TPOBOAUTh TAPEHTEPATBHYIO  TEParuio
WH(Y3MOHHBIM PacTBOPOM HHUMPOQIIOKCAIIMHA, a TOCJIE YIY4YIIEHUS COCTOSIHHUS TEepEeHTH Ha

IpUeM Npenapara BHYTpPb.
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4.3. IlpoTUBONOKA3AHUS

® TUINEPUYYBCTBUTEIHHOCTh K IUMPOGMIOKCAIIMHY WX JIPYrHUM IpernapaTtaM W3 TPYIIbI
(OTOPXMHOIOHOB WM K JIOOOMY W3 BCIIOMOTATENbHBIX BEIIECTB, MEPEUYHCICHHBIX B
pazaene 6.1;

® OJHOBPEMEHHOE NpPHUMEHEHHE NUNPOQIOKCAMHA W TH3AaHUAMHA M3-32 KIMHUYECKH
3HAYUMBIX MOOOYHBIX d(P(PEKTOB (TUIIOTEH3USI, COHIMBOCTH), CBA3aHHBIX C YBEIUYECHUEM
KOHIICHTPALMK TH3aHUIMHA B TUIa3Me KpoBH (cM. pasnen 4.5);

e OEpeMEHHOCTb;

® [IEpUOJ TPYJHOTO BCKapMIIUBAHUS;

e JjieTckwmii Bo3pact 10 18 ner (10 3aBepiieHus nporecca GOPMUPOBAHUS CKEJIETa) 10 BCEM
MOKa3aHMsIM, KpOME Tepanuu OCIOXHEHHWH, BhI3BaHHBIX Pseudomonas aeruginosa, y
JIeTel ¢ MYKOBHUCIIMIO30M JIETKUX (IIPOTUBOMOKA3aH y AETed 10 5 JeT), a Takxke Ul
POMOUIAKTUKA U JICYCHUS JICTOYHON (DOPMBI CHOMPCKOH sA3BBI (IPOTHUBOIOKA3aH y JIETCH

10 5 ner).

4.4. OcoOble yKkazaHus U MepPbl NPEeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Tpu 3a005€eBaHUSAX LEHTPAIbHOW HEPBHOM CUCTEMBI: SMUJIEIICHUS], CHU)KEHHE IIOpora CyJJOpOKHOMN
TFOTOBHOCTH (MJIM CYOPO>KHBbIE IMPUIIAJAKH B aHAMHE3€), BBIPAKEHHBIN aTepPOCKIEPO3 COCYA0B
TOJOBHOTO MO3ra, HapylIeHHEe MO3IOBOTO KpPOBOOOpPAILIEHHS, OpraHUYECKHE MOPAKEHHS
TOJIOBHOI'O MO3Ta WJIM MHCYJbT; MICUXUYECKHe 3a0oieBaHusl (Jenpeccusi, ICUX03), BbIpaKeHHas
MOYEYHAs W/WIN MTeYeHOYHAsI HEIOCTATOYHOCTh, MOXKHMIJION BO3pacT, MOPAXKEHUE CYXOKWINN MPU
paHee MPOBOJUBIIEMCS JE€UYCHUH XUHOJIOHAMM, MOBBIIMIEHHBIH PUCK yUIMHEHHUs uHTepBaia QT
WIA Pa3BUTHUS KEIyJOYKOBOW apUTMHMM THUIA «IHPYIT» (HAIpPUMEpP, CUHIPOM BPOXKJIEHHOTIO
ynnuHeHus: wHTepBana QT), 3aboneBanmsi cepamna (cepaedHas HEAOCTATOYHOCTh, HH(APKT
MHUOKapJia, Opagukapans), BOAHO-AJIEKTPOIUTHBIA nucOaaHc (HampuMep, IpU THIOKAIUEMUH,
THUIIOMarHueMHun), OJTHOBPEMEHHOE NPUMEHEHHUE JIeKapCTBEHHBIX MpEnapaToB, YIIHHSIOIIUX
untepBasl QT (B ToMm uucie anTHapuTMudeckue npenapatsl |A u Il knacca, TpunukiInyeckue
AQHTHICTIPECCAHTHI, MAKPOJIU/IbI, HEHPOJIENITUKH ), OTHOBPEMEHHOE PUMEHEHHE C MHIMOUTOpaMu
uzodpepmernToB CYP450 1A2 (B ToM umcie TeOQWIUINH, METHIKCAHTHH, KOPEHH, TYTOKCETHH,
KJIO3allMH,  pPONMHHUPON,  OJAH3allMH, aroMmejaTuH), MHAcTeHus  gravis,  nepuuut
TIII0K030-6-(ocdaTierugporeHassl.

[IpumeHeHHe Yy MAlMEeHTOB IMOXHUJIOTO BO3pacTa, y IMAlMEHTOB C CaxapHbIM JUabeToM,
MOJIYYAIOLIMX COIMYTCTBYIOLIYIO TEPANUIO MEPOPATbHBIMU TMIIOITIMKEMUYECKUMU TMpenapaTaMu

6
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AOpTHI, C BPOXKJICHHBIM MOPOKOM KJlalaHa cepilla B CEeMEHHOM aHaMHe3€, MU y MalUueHTOB C
JTMarHOCTUPOBAHHON aHEBPU3MON aOpThl M/UIM PACCIOEHUEM AOPTHI, ¢ 3a00JIeBaHUEM KJlalaHa
cepAlla WM NPH HAIUYUHM JIPYruX (PaKTOpOB PUCKA WIM COCTOSHHH, MPEIpaclioyiaralomnX K
Pa3BUTHIO AHEBPU3MBI AOPTHl WJIM PACCIOCHUS AOPThI, WM PETypPrUTALUH/HEI0CTaTOYHOCTH
KJanaHa cepaua (Hanpumep, cuaapom Mapdana, cuaapom Dnepca-/lannoca, cunapom Teprepa,
Oonesnp bexuera, aprepuanbHas TUIEPTEH3Us, PEBMATOUIHBIM apTPUT, COCYIUCTHIE
3a0oyieBaHUs, TaKUe Kak apTepuuT Takascy, TUTaHTOKJIETOYHBIH apTepHHT, MOATBEPKACHHBIH
arepockiiepo3, cuaapom lllerpena, nHGEKIMOHHbIA >HIOKAapaUT) (cM. pasaen 4.4, moapaszaen
«Oco0ble yKa3zaHusI»).

Oco0ble yKa3zauus

Taoicenvie  ungpexyuu, cmag@uiokoxkogvle uHekyuu U UHGexyuu,  00YCI081eHHblE
CPAMNONIONHCUMENLHVIMU U AHAIPOOHBIMU OAKmMepusMU

[Tpu neyeHnn TsHKENBIX MHPEKIHHA, CTahUIOKOKKOBBIX HH(EKINH 1 HHPEKINH, 00yCIOBICHHBIX
aHAdPOOHBIMHM  OaKTEPUSMH, LUIPOQIIOKCAIIMH CIEAYET HCHOJIb30BaTh B KOMOWHAIMK C
COOTBETCTBYIOUIMMH aHTHOAKTEPHATIbHBIMU MIPETIapaTaMHu.

Hngpexyuu, obycroenennvie Streptococcus pneumoniae

[Ipenapat He peKOMEHIyeTCsl MPUMEHATH /s JieueHus] WH(QEKIUi, BbI3BaHHBIX Streptococcus
pneumoniae, u3-3a ero orpaHM4eHHON 3()(HEKTUBHOCTH B OTHOLICHUH BO30YIUTEIS.

Hngpexyuu nonoswix nymetl

[lpr reHUTaNbHBIX WHOEKIMAX, IMPEANONOKUTSIBHO BbI3BaHHBIX MmTamMmamu  Neisseria
gonorrhoeae, pe3uCTEHTHBHIMH K (TOPXHUHOJNIOHAM, CIIEAYeT YYHUTHIBaTh HMHQPOPMAIHIO O
JOKaJbHOH PE3WCTEHTHOCTH K IUMNPOQIOKCAMHY M TOATBEPKIATh UYyBCTBUTEIHBHOCTH
BO30yAUTENIS Ta0OPaTOPHBIMU TECTAMH.

Hnghexyuu mouesvigoosuux nymetl

YcroitunBocTh k Gropxunosionam Escherichia coli, HauGonee pacnpocTpaHEHHOTO MATOTCHHOTO
MHUKPOOPTaHNU3Ma, BBI3BIBAIOIIETO HHPEKIINH MOYEBBIBOISAIINX ITyTEH, BAPHHUPYET B 3aBHCUMOCTH
or permoHa P®. Ilpu HazHaueHUM PEKOMEHJIYyeTCsl MPUHMMATh BO BHUMAaHHE JIOKAJIbHYIO
pacmpocTpaHeHHOCTh pe3rcTenTHocTH EScherichia coli k gropxuHonoHaM.

Hapywenus co cmoponul cepoya

[{unpodiiokcanut oOKa3bIBacT BiMsSHHE Ha yminHeHue wuHTepBanma QT (cm. pasmen 4.8).
YuuTeIBas, 4TO JUIs )KEHIIMH XapakTepHa 00JIbIlasi CPpeIHss MPOI0JKUTENbHOCTh HHTEepBasia QT
[0 CPaBHEHUIO C MYXUYMHAMM, OHM Oojee YyBCTBUTEIbHBI K IIperaparaM, BbI3bIBAIOIIUM
yuuHeHue uHTepBaia QT. VYV MOXWIBIX MAlMeHTOB TaKXe OTMEUaeTCs ITOBBIIICHHAS

YYBCTBHTEILHOCTD K JICHCTBHUIO MPENapaToB, BhI3bIBAIOMNX yyinHeHne nHTepBaia QT. Crenyer
7
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untepBas QT (Hanpumep, anTuapuTMuUecKuMu npenaparamu IA u Il knacca, TpuuKIMYeCKUMH
aHTUJEIPECCAaHTaMH, MAKPOJIMJIAMH U aHTUIICUXOTUYECKUMU TIpenaparamu) (cM. pasjaen 4.5), uiu
y HAllUEHTOB C MOBBIILIEHHBIM PUCKOM yJUIMHEHUS uHTepBasia QT iy pa3BUTUS apUTMUH IO TUITY
«upy>3T»  (Hampumep, C  BPOXKIEHHBIM  CHHAPOMOM  yajuuHeHus wuHrepBama  QT,
HEKOPPEKTUPOBAaHHBIM  AMCOATAaHCOM  DJIEKTPOJIUTOB  (HAmpuUMep, NpU  THIOKAUIMEMHH,
THUIIOMarHueMHH ), a TAK)KE ¢ TAKUMH 3a00JIEBaHUSAMU CEepAla, KaK cepJieuHasi HeI0CTaTOYHOCTb,
nH(}apKT MHOKapaa, OpauKapIus).

Ilpumenenue y oemet

Bruto ycranoBneHo, 4to HUnpodIoKcaluH, KaKk ¥ Ipyrue mpenapaTsl 3TOro Kiiacca, BHI3bIBAET
apTPOIATHIO KPYIHBIX CYCTaBOB Y ’KMBOTHBIX. IIpy aHanu3e cyliecTBYIOUMX HA CETOAHAIIHUN
JIeHb JJAHHBIX 0 0€30IaCHOCTU NPUMEHEHUS LUIpoduIoKcalHa y 1etei 10 18 ner, 00JbIIMHCTBO
U3 KOTOPBIX UMEIOT MYKOBUCIIM/103 JIETKUX, HE YCTAHOBJICHO CBSA3U MEXAY MTOBPEXKICHUEM Xpslla
WIN CyCTaBOB M IIPHEMOM Ipernapara. He pexoMeHyeTcst IPUMEHSATh UIpodIoKcauH y AeTei
JUIS JICUSHHsI IPYTHX 3a00JI€BaHUM, KPOME JICYCHHUS! OCIOXKHEHWH MYKOBHCIHI03a JIETKUX (Y
nereii ot 5 o 17 nert), cesazanubix ¢ Pseudomonas aeruginosa u uist jgedeHus U IpodUIaKTHKH
JeroyHoN (OopMbI CHOMPCKOI A3BBI (ITOCIIE MPEANOIAraeMoro Wi 10Ka3aHHOr0 MH(PULIUPOBAHUS
Bacillus anthracis).

[lpumenenne munpodIoKcanuHa y JAeTed JODKHO OBITh HAayaTo TOJBKO IIOCHE OLEHKH
COOTHOILIEHUS T0JIb3a/pPUCK B CBS3M C BO3MOXHBIM IOOOYHBIM J€MCTBUEM Ha CYCTaBbl U
OKOJIOCYCTaBHBIE TKaHHU.

T'unepuyscmeumenvrocms

Wnorna yxe 1mocie mpueMa TepBOM J103bl  LMIPOQUIOKCAIMHA MOXET pPa3BUTHCSA
TUIIEPUYBCTBUTENBHOCTD K Mpenapary (cM. paszen 4.8), B TOM uuciie ajljiepruieckue peakiim, o
4yeM clielyeT HeMEJIEHHO COOOIIUTh Bpauy. B penkux ciydasix, mocie nepBoro NpUMEHEHUs
MOTYT BO3HHMKHYTh aHa(UIAKTUUYECKHE PEaKUHU BIUIOThH /10 aHA(pMIAKTHYECKOTo IoKa. B aTux
ClIydasiX TNpUMEHEHHEe UIunpoQoKcallMHa CcleAyeT HEMEUIEHHO MpPEeKpPaTUTh M IPOBECTH
COOTBETCTBYIOILIEE JICUEHUE.

Kemyoouno-kuuieunviii mpaxm

[Tpyu BO3BHMKHOBEHUHU BO BpeMsi WM MOCHIE JIEYEHHs HUTTPO(IOKCAIITHOM TSKENION U ATTUTENbHON
IUaped cleAayeT HWCKIIOYUTh JUarHo3 IICeBIOMEMOPaHO3HOIO KOJIMTA, KOTOpBIH TpedyeT
HEMEJUICHHOW OTMEHBI Ipernapara M Ha3HAue€HHE COOTBETCTBYIOILETrO JieUeHUs (BaHKOMMIIMH
BHYTpb B 1103¢ 250 mr 4 pasa B cyTku). B gaHHON cUTyaluu NPOTHUBOINOKA3aHO MPUMEHEHUE
JIEKapCTBEHHBIX MPENapaToB, MOJABISAIONINX MEPUCTABTUKY KUIIEYHUKA.

Fenamo6wzuapHaﬂ cucmema
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[Tpu npumenennn nuMmpodIOKCaIiHa OTMEUATHLH cnyqdipﬁ%l;;;@;ﬁgiéglgﬁl%Hé;{'e}-ﬁfbogﬁé%meﬁ

MEYCHOYHON HeoCTaTOYHOCTU. [Ipu HamMuuu CIEeNyroIMX MPU3HAKOB 3a00JICBaHMS TICUYCHH,
TaKMX KaK aHOPEKCHs, JKEITyXa, MOYa TEeMHOTO I[BETa, KOXHBIM 3y/, O0JIE3HEHHBIN >XHUBOT —
npueM HUNpoQIIOKCalMHA CIIeIyeT MPEKpaTuTh (CM. pasaen 4.8).

VY MmauueHToB, MPUHUMAIOIIUX HUIPO(MIOKCAMH U MEPeHeCHINX 3a00JeBaHUE MEYCHH, MOXKET
HaOJIIOaThCs BPEMEHHOE TMOBBIIICHUE aKTUBHOCTU «II€YEHOYHBIX» TPAHCAMUHA3 M IEJIOYHOU
docdaraszpl WK XOJIECTATHUECKAS KENTYyXa.

Taoxcenas muacmenust

[TaruenTam ¢ TsOKENOM MHUACTEHHMEW crleayeT NpuMeHsATh mpenapaTr llunpodiaokcauun c
OCTOPOXKHOCTBIO, TaK KaK BO3MOYKHO 000CTPEHUE CUMIITOMOB.

Tenounum u paspvlé cyxoxcunus

[Ipu mepBbIX Npu3HAKaX TeHAUHUTA (OOJIE3HEHHBI OTEK B OO0JIACTH CyCTaBa, BOCIAJICHUE)
HEOOXOUMO Ppa3rpy3UTh MOPAKEHHYI0 KOHEYHOCTh, M30erath t000il nuiHed (Gusnueckoi
aktuBHOCTH. [IpuMenenue npenapara Llunpodaokcanus cieayeT NpeKpaTuTh, T. K. CYyIIECTBYET
PHMCK pa3pbiBa CYXOXKWIHS, a TAKXKE HEOOXOIUMO TPOKOHCYILTUPOBATHCS C BPAUuOM.

[Tpu mpueme npenapara LlunpodaokcanH MOTYT OTMEYaThCs CIy4aW TEHIUHHUTA U Pa3pbiBa
CYXOXXWJIHH (IPEeUMYIIECTBEHHO aXUJLIOBOTO CYXOXKUJIHS) MHOTa OMIaTepalibHO, Y'KE B TEUCHUE
nepBbiXx 48 yacoB mocie Hayana Tepanud. OnucaHbl Ciydyau, KOTOpbIe BO3HUKIM B TEUEHUE
HECKOJIbKUX MECSeB IIocie MpekpamieHus JjedeHuss (cMm. pasgen 4.8). Puck pasButus
TEHAMHOMATUN MOXET OBITh MOBBIIIEH Y MOXKUIIBIX MMAlMEHTOB BO BPEMs CHIBHOUN (pu3nueckoin
Harpy3ku, y MallMeHTOB, MOJYYAIOMIMX COMYTCTBYIOUIYIO TEPANHI KOPTUKOCTEPOUIAMH, Y
MAIMEHTOB C TOYEYHON HEJOCTAaTOYHOCTHIO WJIM NOCTIE TPAHCIJIAHTA[UU COJIMJIHBIX OPTaHoB.
[Ipenapar [{unpodaokcanuH ciieyeT MPUMEHATh C OCTOPOKHOCTHIO Y MAIUEHTOB, UMEIOIINX B
aHaMHe3e yKa3aHUs Ha 3a00JIeBaHUS CYXO0XKHUIIUH, CBSI3aHHBIE C IPUEMOM (PTOPXHUHOJIOHOB.
Cyoopoeu

[Ipenapar Hunpodaokcannn, kak u apyrue GTOPXUHOIOHBI, MOXKET MTPOBOLIMPOBATH CYJAOPOTH U
CHIDKATh TIOPOT CYAOPOXKHOM TOTOBHOCTH. llanmeHTam ¢ 3nuiencuel u MNepeHecluM
3aboneBanus I[HC (Hampumep, CHIKEHHE MOpOra CYJOPOKHONH TOTOBHOCTH, CYAOPOXKHBIE
MPUIMAJIKU B aHaMHE3€, HapyIIEHUsS MO3TOBOTO KPOBOOOpAIEHHsS, OPraHUYECKUE MOPaKEHUs
TOJIOBHOTO MO3Ta WJIM WHCYJBT) B CBSI3U C YIPO30M Pa3BUTHS MOOOYHBIX PEAKIIMI CO CTOPOHBI
[MHC, uwumpodiokcanua clieayeT MPUMEHSATh TOJBKO B TeX CIIydasxX, KOIrJa OXKHIaeMbId
KITUHUYECKUH 3P (}EeKT NpPeBOCXOAUT BO3MOXKHBIM PHCK pa3BUTUA TOOOYHOTO JEHCTBHS
npenapara.

[Ipu npumenenun mnpenapara Lunpoduokcanun coobmanock 0 ciydasx pa3BUTHUS

snwiientuyeckoro craryca (cMm. pasgen 4.8). Ilpy BO3HMKHOBEHHMH CYIOpPOr IpPUMEHEHHE
9
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npernapara ciaeIyeT IpeKpaTuTh.

Tcuxuueckue peaxyuu

[Icuxuueckue peakiuu MOTYT BO3HUKHYTH JIaXe IMOCJE TIEPBOr0 MPUMEHEHUS (HPTOPXHUHOJIOHOB,
BKItouas mpenapar Llunpodmnokcanun. B peakux ciydasx nempeccus WIM TCHUXOTHYECKHE
peaKuu MOTYT MPOTPECCUPOBATH A0 CYHIHMAAIBHBIX MBICICH M CyHIUIAIBHBIX MONBITOK, B TOM
qrclie 3aBepIIeHHBIX (cM. pazzaen 4.8). B coyuae pa3Buths y manueHTa KaKuX-Tu00 OOOYHBIX
3¢(}EeKTOB B OTHOMICHWUH [EHTPATBLHOW HEPBHOW CHCTEMBI, B TOM YHCIE TCUXHUYCCKHX
paccTpoiicTB, HEOOXOAMMO HEMEIJIEHHO OTMEHUTh mpemnapar Llumpoduiokcanun v Havath
COOTBETCTBYIOILYIO Teparuio. B 3THX ciydasx pekoMeHAyeTcsl MEepedTH Ha Tepanuio IpYruM
AHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXUHOJIOHOB, €CITU 3TO BO3MOXKHO.

Iepughepuueckasn netiponamus

Y manuMeHToB, NpUHUMAKOIUX (TOPXMHONOHBL, BKJIOYas mpenapar Lunpodrokcarms,
OTMEUAIIUCh CIIy4au CEHCOPHOU MJIM CEHCOMOTOPHOM MOJIMHEHPOIIATHH, TUIIECTE3UH, JU3ECTEIUN
wi crnaboctu. Ilpu BO3HMKHOBCHHHM TAaKMX CHMIITOMOB Kak O00Jlb, MOKCHHE, TMOKAIBIBAaHUE,
OHEMEHHE, CJIA00CTh, MAIUEHTaM CIIeAyeT TPOMH(GOPMHUPOBATH Bpada MPEXk/Ie, YeM IPOI0JDKUTh
MpUMEHEHUE Tpernapara.

Jucenuxemus

Kak u B ciyuae ¢ apyrumu (TOPXHMHOJIOHAMH, MPU MPUMEHEHUH TUTTPO(IOKCAIIMHA BO3MOKHO
W3MCHCHHE KOHIICHTPAIWU TJIOKO3bI B KPOBH, BKJIIOYAs THIO- W rurnepriukemuto. Ha ¢one
Tepanuu UUIPO(IOKCAIIMHOM JAUCTIIMKEMHS Yalle MOKET BO3HHMKATh Yy MAIlMEHTOB MOXKUIIOTO
BO3pacTa M MAIMEHTOB C CaXxapHbIM [IWAa0ETOM, IMOJYYAIOIIUX COMYTCTBYIOIIYIO TEparuio
epOPATLHBIMH TUTIOTJINKEMHYECKUMU nperapaTamMmu (Hammpumep, nperapaTamMmu
Cynb()OHWIMOYCBHHBI) WM WHCYIMHOM. [Ipm mnpumMeHeHWHM mHIPOQIIOKCAIIUHA Y TaKUX
MAIMEHTOB BO3PACTaeT PHUCK Pa3BUTHUS TUMOTIMKEMHH, BIUIOTh MO THIOTJIMKEMHUYECKON KOMBIL.
Heo0xoaumo nHhOpMUPOBATH NAIIMEHTOB O CUMIITOMaX THIIOTTTUKEMHUH (CITyTAHHOCTH CO3HAHUS,
TOJIOBOKPY)KEHUE, «BOJIUI aIIeTUT, TOJOBHAS 00JIb, HEPBO3HOCTH, ONIYIICHUE CepAIIcOneHUS
WIM yYallleHHe MyJbca, OJeTHOCTh KOXHBIX IMOKPOBOB, MCIIAPUHA, JAPOXKb, c1abocTh). Ecmu y
MalMeHTa pa3BUBACTCA THUIMOTIIMKEMHS, HEOOXOAUMO HEMEIJIEHHO MPEeKPAaTUTh JeueHue
UIpo(IOKCAIIMHOM M HadaTh COOTBETCTBYIOIIYIO Tepamuio. B 3THX ciydasx peKOMEHIyeTcs
MepelTH Ha TepaIruio JPYrdM aHTHOMOTHKOM, OTIMYHBIM OT (TOPXHWHOJIOHOB, €CIH 3TO
BO3MOXXHO. [IpH npoBeieHny jeueHus UIPOodIOKCAIIMHOM Y IMAllMEHTOB TIOXKUIIOTO BO3pacTa, y
MAIMEHTOB C CaxapHbIM JMAa0ETOM PEKOMEHAYETCS TIIATEIbHBIH MOHHTOPUHT KOHIIEHTPAIIUU
TJIFOKO3bI B KPOBH.

Koorcnvle noxkposwl

[Ipu  npumenenuum  mpemapata  LlunpodiokcanrH  MOXET  BO3HUKHYTh  peakIus
10
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COJTHEYHBIMHU JIydaMd U YJIbTPa(UONETOBBIM CBEeTOM. JledeHue clieqyeT MpeKpaTuTh, €CIU
HAOIOTAIOTCS CUMIITOMBI (DOTOCEHCHUOMTU3AMU (HAPUMEpP, W3MEHEHHE KOXHBIX TOKPOBOB
HAIMOMUHAET COJIHCUHbBIC 03KOTH, CM. paszen 4.8).

Cucmema yumoxpoma P450

N3BecTHO, 4TO HUNPO(IOKCALUH SBISETCS YMepeHHbIM HHrHOuTOpoM m3odepmentos CYP450
1A2. Crnemyer coOnrogaTh OCTOPOKHOCTh MpPH OJHOBPEMEHHOM TIPUMEHEHHUHW IIpermapaTa
[unpodaokcalluH W mpenaparoB, KOTOPbIE METa0OIU3UPYIOTCA HaHHBIMU H30(EpMEHTaMH,
TaKHUX KaK TeO(UIUINH, METUIKCAaHTHH, KOGEUH, AyTOKCETHH, POITMHUPOJI, KJIIO3aIluH, OJIaH3aIlHH,
aroMeNaThH, TaK KaK YyBEIWYCHHE KOHIEHTPAllMM JTHX I[penapaToB B TIUIa3ME€ KpPOBH,
O0OyCIIOBJICHHOE WHTUOMPOBAHHMEM UX METa0OIU3Ma IUIPOMIOKCAIIMHOM, MOXKET BBI3BATh
cnenuduyeckre HeXKenaTeIbHble PeaKIIHHy.

Bo wu3bexanue pa3BUTHS KPHUCTAJUIYpUHU HEIOMYCTUMO TMPEBBIIICHHE PEKOMEHIOBAHHOMN
CYTOYHOH J103bI, HEOOXOIMMO TaKXKe JOCTATOYHOE MOTPEOICHHE JKUAKOCTH U TOJAJCpKAHUE
KHCJION PEAKLUU MOYH.

B ycnoBusx in Vitro mumpogoKCcalH MOKET MeNIaTh 0aKTEPUOJOTHYECKOMY HCCIICTOBAHHUIO
Mycobacterium tuberculosis, momasJisist ee pocT, 4TO MOYKET MIPUBOAMTH K JIOKHOOTPUIATEIBHBIM
pe3yibTrataM TpHU JUATHOCTHKE JIAaHHOTO BO3OyAWTENs Yy TAIMCHTOB, TMPUHUMAIONINX
UIpoQIIOKCaIINH.

JnumenvHole, unganuousupyrowue u NOMeHYUAIbHO HeoOpamumble cepbe3tble HelcelamenbHble
peaxkyuu

OueHp penkue ciaydan JUIMTEIBbHBIX (MPOJOJDKAIOIIMXCS HECKOJBKO MECSIEB WIH JIET),
WHBATMIM3UPYIOIIUX W TIOTCHIIMATBHO HEOOPATUMBIX CEPBhE3HBIX HEKEIATEIBHBIX PEaKIni,
BIUSIOUINX HA pa3luyHble (MHOT/Ia HA MHOXKECTBO) CHCTEMBI OpraHn3Ma (OTOpPHO-IBUTATEIbHBIN
anmapar, HEpBHYIO CUCTEMY, TICUXUKY U OpTaHbl UyBCTB), ObUIH 3apErUCTPUPOBAHBI y TTAI[MIEHTOB,
MOJTYYAIONUX XUHOJIOHBI U (PTOPXUHOJIOHBI, HE3aBUCHMO OT MX BO3pacTa W paHee UMEBIIMXCS
dakropoB pucka. [Tpuem runpodaokcanuaa cieayeT HEeMEIJICHHO PEKPATUTh TP TTOSBICHUN
MEPBBIX MPU3HAKOB WJIM CUMIITOMOB JIFO0OU CEpbe3HON HEXeNaTeNIbHOM peaklui U 00paTUTHCS K
Bpauy.

Amnespusma u paccinoenue aopmul, pe2ypumayusi/HedoCcmamoyHocmsy KIanaua cepoya

[To MaHHBIM MHIEMUOJIOTHICCKUX HCCIICTOBAHUIN COOOIIAIOCH O TIOBBIIIICHHOM PUCKE Pa3BUTHS
AQHEBPHU3MBI A0PTHI U PACCIOCHUS A0PThI, OCOOCHHO y MAIMEHTOB MOXKUIIOTO BO3pAcTa, a TaKxkKe
pEerypruTayy a0pTaabHOTO U MUTPAIBHOTO KIIAMAHOB MOCJE MPUMEHEHHS (TOPXUHOIOHOB. Y
MAIMEHTOB, TOJy4YaBIIMX (DTOPXUHOJOHBI, OBLTH OTMEYEHBI CIydyal Pa3BUTHS AHEBPU3MBI U

paccioeHusl a0pThI, HHOT/Ia OCJIOKHEHHBIX pa3pbhlBOM (B TOM YHCIIE C JETAJbHBIM MCXOJIOM), a
11
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B cBs3u ¢ 3THM, (DTOPXMHOJIOHBI CIIEAYyeT NMPUMEHSTH TOJIKO MOCJE THIATEIbHON OLIEHKU
COOTHOILLIEHUS MOJB3a-PUCK M PACCMOTPEHUS APYTUX BAapUAHTOB TEPANUU Yy MALMEHTOB C
AQHEBPHU3MOM aOpTHI WM BPOKICHHBIM MOPOKOM KJlallaHa cepjlia B CEeMEMHOM aHaMHe3e, WIH Y
NAlMEHTOB C JMArHOCTUPOBAHHOM aHEBPU3MOI aOpThl W/WIM PACCIOCHHUEM aopThl, WIIU
3a00JeBaHMEM KIIalaHa cepua, WIK NP HATUYUU JPYTUX (PAKTOPOB PUCKA MM COCTOSHHIA,
Ipeipacronaraoux K pa3BUTHIO:

- KaK aHeBPU3MbI U PACCIOCHUS a0PTHI, TAK M PErypruTallMi/HEIOCTATOUHOCTH KJlanaHa cepia
(nanpumep, 3a00J1eBaHUs COCAUMHUTEIBHON TKAaHU, TaKue Kak cCuHApoM MapdaHa wiu CUHAPOM
Onepca-Jlannoca, cunapom TepHepa, Oone3nb bexuera, apTrepuaiibHas THICPTEH3USA,
pPEBMATOUIHBIN apTPUT);

- aHEeBPHU3MbI U PACCIOCHHs a0PThI (HAIIPUMEpP, COCYIUCThIe 3a00JIeBaHuUs, TAKUE KAaK apTePUUT
Takasicy, THTaHTOKJIETOUYHBIN apTEPUUT, TIOATBEPKICHHBIN aTepockiepo3, cunapom llerpena);

- perypruTaiyui/He0CTaTOYHOCTH KiIanaHa cep/ana (Hanpumep, HH()EKIMOHHBIA YHIOKAPINT).
Puck pa3BuTHs aHEBpU3MBI M PACCIOCHUS A0PTHI, & TAK)KE UX Pa3pbiBa MOXKET OBITh IMOBBIIICH Y
MAIMEHTOB, OJIHOBPEMEHHO MOTYYaIOIIUX CUCTEMHBIE TTIOKOKOPTUKOCTEPOUIBI.

B cnydae mosiBieHus BHE3alHOW OOMM B KUBOTE, TPYAM WU CIWHE MAlUEHTaM CIEAyeT
HEMEJUIEHHO 00paTUTHCS K Bpady B OT/ICJIIEHUE HEOTIIOKHON TTOMOIITH.

[TaruenTam ciegyeT peKOMEHJI0OBaThb HEMENJIEHHO OOpaTUThCS 33 METUIIMHCKOM MOMOILIBIO B
Clly4ae TOSIBJICHHMSI OCTPON OJBIIIKHA, BIEPBbIE BO3ZHUKILIEIO OILIYIIEHUS YyYallleHHOTO

CepI[I_[e6I/IeHI/I$I HJIN pa3BUTHUS OTCKA KMUBOTA WU HUKHUX KOHEYHOCTEH.

4.5. B3aumopeiicTBue ¢ APYrMMH JIeKApCTBEHHBIMH TMpenapataMd W Jpyrue BHJbI
B3aMMO/JEHCTBHUA

Jlexapcmeennvie npenapamul, vizvisaiowue yonunenue unmepeana QT

Crnemyer coOIr01aTh OCTOPOKHOCTD NP OJJTHOBPEMEHHOM NMPUMEHEHUH IHUNPOodIOKcalnHa, KaK
U IpYruX (PTOPXMHOIIOHOB, TAIIMEHTAM, MTOTYyYarOIINM JIEKapCTBEHHBIE MPETIapaThl, BHI3BIBAIOIINE
yMHenue nnatepBana QT (Hampumep, aHTHapuTMUdeckue npenapatsl kinacca |A u Il kiacca,
TPULIMKIMUECKUE aHTUJCIPECCAHThI, MAKPOJIH/Ibl, HEUPOIEeNTUKN) (cM. pa3aen 4.4, mojapasnaen
«Oco0bIe yKa3zaHus»).

Obpaszosanue xei1amuvix coeOuHeHull

OnHOBpeMEHHOE NMPUMEHEHHE TaOJIETUPOBAHHBIX JIEKAPCTBEHHBIX (OpM LHUIMPOGIIOKCAIIMHA U
KaTHOHCOJIEpXKAIUX MPernapaToB, MUHEPAIbHBIX J100aBOK, COIEp)KALIMX KaJbLUW, MarHWi,
ATIOMHUHUM, Kene30, cykpaib(dara, aHTalUIO0B, TOJUMEPHBIX (HOCHATHBIX COCTUHEHUHN (TaKUX

KaK CeBeaMep, JIJAaHTaHa KapOOHAT) U MpenapaToB ¢ OONBIION OypepHON eMKOCThIO (TaKMX KaK
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unpoduokcanuHa. B Takux ciaydasx nunpogIoKcalyH cieqyeT NpUHUMaTh Tubo 3a 1-2 yaca
10, 00 Yepe3 4 yaca mocie nprueMa 3TUX MPernaparos.

OTO OrpaHMYEHHME HE OTHOCUTCS K JIEKapCTBEHHBIM IIpernaparaM, NpUHAUIekKaIUM K Kiaccy
6s10kaTOpoB Ho-rucTaMHHOBBIX PELIENTOPOB.

Ilpuem nuwu u MoI0YHBIX NPOOYKMOE

Crnenyer nz0eratb OJJHOBPEMEHHOTO MPUMEHEHHUS HUIPOQIIOKCAIMHA U MOJIOYHBIX MPOTYKTOB
WIA HANMTKOB, OOOTallleHHbIX MUHepajaMu (HalmpuMep, MOJIOKO, Horyprt, oOoramieHHbIH
KaJbLIMEM aleJbCUHOBBIA COK), IIOCKOJIBKY IPU 3TOM BCACBIBAaHME LUIPOQIIOKCAIMHA MOXKET
yMmeHblaTecs. OAHAKO KalbLUUM, BXOJSAIIMA B COCTaB JPYrMX MHIIEBBIX IPOAYKTOB,
CYIIECTBEHHO HE BIUSET HA BCAChIBAHKE IIUMPO(IOKCanHA.

Omenpason

[Tpu o1HOBpEMEHHOM NPUMEHEHUH LUIPO(IIOKCcallHa U MPENnapaToB, COAEPKAIIUX OMENpPasoll,
MOXET OTMEYaThCs HE3HAUYUTEIbHOC CHIKCHUE MaKcUMaibHOW KOHUEHTpAUuH (Cmax) H
YMEHbBIICHUE IUIOMAAN TOJ (hapMaKOKHMHETHYECKOW KpHBOM «koHIEHTpalms-BpeMs» (AUC)
nunpodokcanuHa.

Teopunnun

OnHOBpEeMEHHOE TMPHMEHEHHE IUMpOo(IOKCallMHa W TPENapaToB, COIEpXKAIIUX TeO(UILTUH,
MOYKET BBI3BATh HEXKEJIATEIBHOE IMOBBIIICHNE KOHIEHTPAIMH TeOPHUIMHA B TUIa3Me KPOBU U
COOTBETCTBEHHO, BO3HHUKHOBEHHME TEO(MMIIMH-UHAYLIMPOBAHHBIX HEXKEJATEJIbHBIX SBICHUI; B
OUYCHb PEIKUX CIydasx ITH HeKeJaTeNIbHbIE SBJICHHUS MOTYT OBbITh YIpOKAIOIIMMU JUIS JKU3HU
nanueHTa. Eciu  oAHOBpEeMEHHOE MPUMEHEHHE JTHX JIBYX JIEKapCTBEHHBIX IpenaparoB
Hen30€XHO, TO PEKOMEHAYETCSI IPOBOJUTH PETYIISIPHBIN KOHTPOJIb KOHIEHTpalluu Teo(UIUINHA B
I1a3Me KpOBU U, €CIM HeoOXOIMMO, CHM3UTh 103y TeoduiumHa (cM. pasnen 4.4, monpasnen
«Oco0ble yKa3aHusy).

Hpyeue npouzsoonvie kcanmuna

OnHoBpeMEeHHOE TpUMEHeHHe IunpodiokcanmHa W KodenHa WM TEeHTOKCU(DHITHHA
(OKCEHTHU(DUITUH) MOKET IPUBOIUTH K YBETMUYEHUIO KOHIIEHTPALMU IPOU3BOIHBIX KCAHTHHA B
I1a3M€e KPOBH.

Hecmepouonwvie npomueosocnanumenvnvie npenapamot (HIIBII)

Couyeranue o4eHb BBICOKHX /103 XUHOIOHOB (MHrHOuTOpoB JIHK-rupassr) u nekoropeix HIIBII
(McKITI0Yas alleTUIICATUIMIIOBYIO KHCIOTY) MOXKET CIIPOBOLIMPOBATH CYIOPOTH.

LHuxnocnopun

[Ipy OIHOBpPEMEHHOM NPHUMEHEHHWH LUIMpOo(dIOKCallMHA M  MpenapaTroB, COAEpIKaIluX

UKJIOCTIOPUH, HAOJI0IaIOCh KPAaTKOBPEMEHHOE MPEXOAIIee IOBBIIIICHHE KOHIICHTPAIUU
13
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KOHIICHTPAIMIO KPpCaTUHNHA B KPOBH.

T'unoznuxemuueckue cpedcmaa 0Jis1 npuema 6Hympo

[Ipy ogHOBpEeMEHHOM MPUMEHEHUH IUNPO(IOKCallMHA U TUHNOTIMKEMHYECKUX CPEeACTB IS
npueMa BHYTPb, TJaBHBIM O0pa3oM, MPOU3BOJIHBIX CYIb()OHUIMOYCBUHBI (HAIIPUMED,
MIHOSHKIAMUIA, TJIMMENUPH/IA), Pa3BUTHE TUIOTIIMKEMHUHU TPEIIOIOKUTEIBHO O0YCIOBICHO
YCUJICHHEM JICHCTBHUS THUIOTIIMKEMUYECKIX CPEICTB IS premMa BHYTpb (cM. paszen 4.8).
Ilpobeneyuo

[TpoGenenm 3aMensieT CKOPOCTh BBIBEACHHS IUMNpoduiokcanuHa moykamu. OIHOBPEMEHHOE
NpUMEHEHHE NHUMNPOoQIIOKCallMHA ¥ IPErnapaToB, COJEPKAIIMX NPOOCHENH]l, MPUBOAUT K
MOBBILICHUIO KOHIIEHTPAIMH HUMIPO(IOKCcaIHA B IJ1a3Me KPOBH.

Denumoun

[Tpu ogHOBpEMEHHOM MPUMEHEHUH IUIIpodIoKcanHa U (HEHUTOMHA HAOJIIO1aeTCsl N3MECHEHUE
(TIOHMKCHHUE WJIM TIOBBIICHUE) COACpkaHus (EHUTOMHA B IUIa3Me KpoBU. Bo wm30exkanue
ocnabiieHusi TMPOTUBOCYIOPOXKHOTO dhdexta (eHuToMHa BCIEACTBHE CHUXKEHHUS €ro
KOHIIEHTpAllUU, a TakXke JUIsi MPEeIOTBpPAICHHS HEXKeNaTeNbHbIX SBICHHUM, CBS3aHHBIX C
nepe03uPOBKON (PEHUTOMHOM TIPH MPEKPAIICHUN MTpreMa MUMPOQIIOKCAIIUHA, PEKOMEHTYETCS
OCYIIECCTBIISATh KOHTPOJIb 3a Tepanueld (EHUTOMHOM Y IMAllMeHTOB, NPUHUMAIONIMX o00a
JIEKapCTBEHHBIX MIpernaparta, BKIo4as ONpe/IesieHne KOHIIeHTpaliy (feHUTOUHA B IJ1a3Me KPOBU B
TEYEHHE BCEro TepuojJa  OJHOBPEMEHHOTO MpPUMEHEHHs 000uX  MpemapaToB U
HENPOJODKUTEIIHFHOE BPEMsI ITOCIIE 3aBEPIICHIS] KOMOMHUPOBAHHOM TEpaITHH.

Memompexcam

[Ipy OMHOBpPEMEHHOM MPUMEHEHHH HUIPO(MIOKCAlMHA U METOTpeKcaTa MOXKET 3aMeISIThCS
MOYEYHO-KaHAIBIIEBBIA TPAHCIIOPT METOTPEKCaTa, YTO MOXET COMPOBOXAATHCSA MOBBHIIICHUEM
KOHIISHTPAIMU METOTPEKcaTa B Tuta3Me KpoBH. [Ipu 3TOM MOXKET YBEIHMUMBATHCS BEPOSITHOCTH
pa3BuTHs TOOOYHBIX 3((HEKTOB METOTpeKcara. B cBsA3M ¢ 3THM, 3a MalMEeHTaMH, TTOTYJArOIIHMH
OJIHOBPEMEHHYIO Tepanuio MUMPO(IOKCAIIMHOM M METOTPEKCATOM, TOJKHO OBITH YCTaHOBJIEHO
TIIATETFHOE HAOIIO/ICHHE.

Tuzanuoun

Pe3ynbTaThl KIMHUYECKOTO WCCIEAOBAHUS C YyYAaCTHEM 3JIOPOBBIX JTIOOPOBOJBIEB IPHU
OJIHOBPEMEHHOM TMPUMEHEHUHN NHUMPOQIIOKCAIIMHA W TPENapaToB, COAEPKAIIUX THU3AHH]IUH,
CBUJIETENHCTBYIOT 00 YBETTMYEHUY KOHIICHTPAIMK TH3aHUIMHA B TUTa3Me KpoBH: yBelndeHHe Cmax
B 7 pa3 (ot 4 1o 21 pa3za), ysenmuerre AUC B 10 pa3 (ot 6 10 24 pa3). YBeau4eHne KOHIICHTPAIHN

TU3aHUIWHA B IJIa3M€ KPOBU MOXKET BbI3BATh CHHXKXCHUC apTEPHUATIBHOTO JaBJICHHUA U COHJIUBOCTD.
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TU3aHU/IMH, IPOTHUBOIIOKA3aHO.

Llynoxcemun

B xonme mpoBeneHus KIMHUYECKUX HCCIENOBaHUM ObUIO TMOKa3aHO, YTO OJHOBPEMEHHOE
MPUMEHEHUE TYJIOKCETHHA M MOIIHBIX MHTHOMTOpOB M30depmenTta CYP450 1A2 (Takux Kak
¢dyBoKcaMuH), MOXKeT TpuBecTH K yBenwueHUto Cmax u AUC nynmokcetmHa. Hecmotps Ha
OTCYTCTBUE KIMHUYECKUX JAHHBIX O BO3MOXXHOM B3aUMOJCHCTBUU C LUIPOQIOKCAIIMHOM,
MOKHO TIPEIBUICTh BEPOSTHOCTh MOJOOHOIO B3aMMOJICHCTBHS MpPU  OJHOBPEMEHHOM
MPUMEHEHUU UIPO(hIOKCalMHA U AYJIOKCETHHA.

Ponunupon

OpnHOBpEeMEHHOE TNMPHUMEHEHHE PONMHHUPOJA M LUIPOQIIOKCAIIMHA, YMEPEHHOTO WHTHOHMTOpa
uzopepmenta CYP450 1A2, npuBoaut k yBenudeHH0 Cmax 1 AUC ponunupona Ha 60 u 84 %,
cooTBeTcTBeHHO. ClieIyeT KOHTPOJIUPOBATh HexeNnaTenbHbIe 3 (HEeKThl POIMHUPOIIA BO BPEMS €r0
COBMECTHOTO MPHUMEHEHHS C LUMPOQIIOKCAIIMHOM M B TEYCHHE KOPOTKOTO BPEMEHH IIOCIIe
3aBepIIeHNs] KOMOMHUPOBAHHOW TEpaIHy.

Jluooxaun

B uccrnenoBanuu ¢ yuactueM 310pOBBIX JOOPOBOJIBLIEB ObLIO YCTAHOBIEHO, YTO OJTHOBPEMEHHOE
PUMEHEHHE MTPETapaToB, COACPIKAIINX JTMIOKANH U IUMPO(IOKCANH, YMEPEHHOT'O HHTHOUTOPA
uzopepmerra CYP450 1A2, mpuBOMUT K CHIDKEHUIO KIMpPEHCa JUAOKanmHa Ha 22 % mpH ero
BHYTPUBEHHOM BBeJIeHUU. HecMmoTps Ha XOpollyld NEpPeHOCHUMOCTh JIHUAOKAWHA TPU
OJIHOBPEMEHHOM MPUMEHEHHUH C TUTPO(DIOKCAIIMHOM, BO3MOXKHO YCHIIEHHE TOOOYHBIX 3 (HeKToB
BCIIEZICTBUE B3auMOIeUCTBUS (cM. paszaen 4.4, moapasnen «Ocolbie yKazaHUs»).

Knosanun

[Tpu ogHOBpEeMEHHOM MpPUMEHEHHH HUMpodIIoKkcanuHa B go3e 250 Mr U KJo3anvHa B TeUEHUE
7  nHeW, HaOMIONANOCh  yBEIMYEHHE  IUIA3MEHHBIX  KOHIIGHTpAIMil  KIo3amuHAa |
N-necmerunkio3anuna Ha 29 % u 31 %, coorBeTcTBeHHO. ClielyeT KOHTPOIUPOBATH COCTOSIHHUE
NaryeHTa 1, Ipyu HeoOXOAUMOCTH, TPOBOIUTH KOPPEKIIMIO PEKUMa TO3UPOBAHUS KIIO3AIIMHA BO
BpEMs €r0 COBMECTHOTO MPHUMEHEHHUS ¢ HUMPO(MIOKCAIIMHOM U B T€YEHHE KOPOTKOT'O BpEMEHU
nocje 3aBeplIeHHsT KOMOWHUpOBaHHOM Tepanmuu (cMm. pasznen 4.4, mnoxpasznen «OcoOble
YKa3aHUS»).

Cunoenaghun

[Tpu 0THOBpEeMEHHOM MPUMEHEHUH Y 3/I0POBBIX J0OPOBOIIBLIEB IUITpOdIoKcaHa B 103e 500 mr
u cunaeHagmia B 1o3e 50 mr, ormedanocs yBenuueHue Cmax 1 AUC cunenaguna B 2 pasa.

B cBs3u ¢ 3THM, TpUMEHEHHWE MAaHHOW KOMOWHAIIMM BO3MOKHO TOJBKO TIIOCIIE OIICHKH

COOTHOILEHUS TOJIb3a/PHUCK.
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Aumaconucmol gumamuna K (MOCNEOCEA

CoBMmecTHOE TpUMEHEHHE LUNPOQIIOKCAIIMHA M AHTAaroHUCTOB BHTamMuHa K (Hampumep,
BapdapuHa, aleHOKyMapoia, (eHIPOKYMOHa, (DIyHMHIOHA) MOKET MPUBOANTH K YCHIJICHUIO UX
AQHTHKOATYIISTHTHOTO JIecTBUs. BenmnunHa 31oro 3pdexra MoKeT H3MEHSITHCSI B 3aBUCUMOCTH OT
COITYTCTBYIOIIUX HH(MEKIINH, BO3pACTA U OOLIETO COCTOSHUS MAIUEHTA, TO3TOMY CJIO’KHO OI[CHUTh
BIIMSIHAE LUIPOQIIOKCAIIMHA Ha yBeIWYeHne MeXayHapoIHOTO HOPMAaIHM30BaHHOTO OTHOILICHHUS
(MHO). Cnenyer nocrarouHo yacto KoHTpoaupoath MHO Bo BpeMsi COBMECTHOTO IIPUMEHEHHUS
unpodIIoKcanHa ¥ aHTarOHUCTOB BUTaMuHa K, a Takke B TeUeHHE KOPOTKOTO BPEMEHH ITOCIIE
3aBepIICHUSI KOMOMHUPOBAHHOM TEpaInu.

Azomenamun

B ximHMYeCKUX MCCIe0BaHUSAX OBLIO MOKa3aHO, YTO (DIIYBOKCAMMH, KaK CHUJIBHBI MHTHOUTOD
uzopepmenta CYP450 1A2, 3ameTHO MHTUOMpPYET METa0OIU3M aroMenaThHa, YTO MPUBOJUT K
60-Tu KpaTHOMY YBEIMYCHHIO BO3JCUCTBUS aromenatuHa. HecMOTps Ha OTCyTCTBUE
KJIMHUYECKHX [aHHBIX O BO3MOXKHOM B3aMMOACWUCTBUH C HUIPOQIOKCAIUHOM, YMEPEHHBIM
unruouropom uzodpepmenta CYP450 1A2, momoOuble 3((EeKThl MOXHO OXHIATh MpH
OJTHOBPEMECHHOM MPUMEHEHHH aroMejiaTHHA ¥ IUIPOQIIOKCAIIMHA.

3onnudem

CoBMmecTHOE IPUMEHEHNE TUTTPOGIIOKCAIIMHA U 30JITHIeMa HE PEKOMEHIYETCS, TIOCKOJIBKY OHO

MOKCT IMIPUBOJUTH K YBCIIMUCHUIO KOHICHTPAIIUK 30JIITNACMA B IJIa3ME KPOBH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALUS

[TpumeHerne nupogIIOKCAIIHA MPOTUBOIIOKA3aHO TIPU OEPEMEHHOCTH M B MEPHOJ TPYIAHOTO
BCKapMJIMBaHHUS.

bepeMeHHOCTD

bezonacHocTe mpumeHeHus nuUnpoduIokcanHa y OepeMeHHbIX He ycTaHoBieHa. OnHako Ha
OCHOBAaHHWU pE3yJbTATOB HCCIEAOBAHUN HA JKUBOTHBIX HENB3S IMOJHOCTHIO HCKIIOYHUTH
BEPOSTHOCTH HEOJIArONPUSATHOTO BO3/ICHCTBHSI HAa CYCTaBHBIE XPAIIH HOBOPOXKIEHHBIX, B CBS3U C
TUM LUNPO(IOKCALMH HE JOJKEH Ha3HAYaThCsl OEPEMEHHBIM JKEHIIIUHAM.

B xoJe uccrnenoBanuii Ha )KMBOTHBIX TEPATOT€HHOT'0 JieHcTBUS (Mallb(hOpMaIHii) yCTaHOBIIEHO HE
ObLI10.

Jlakranms

[{unpodokcannH BbIIENAETCS B TPyIHOE MOJIOKO. V3-3a MOTEHIMAILHOTO pUCKa OBPEKICHUS
CYCTaBHBIX XpAIIEH HOBOPOXIEHHBIX, HUMIPOQIOKCALUH HE JIOMHKEH HA3HAYaThCs KOPMSIIUM

JKEHIIINHaM.
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MeXaHU3MaMH

DTOPXUHONOHBI, BKJIIOYas LUNPOGIIOKCAIIMH, MOTYT HapyllaTh CIIOCOOHOCTh IAlUEHTOB
yIpaBJIATh aBTOMOOMJIEM U 3aHMMAThCsl JPYTMMH IOTEHUHUAIBHO OINACHBIMM BUIAMU
JeSITeIbHOCTH, TPEOYIOIMMH MOBBIIIEHHOIO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKLUH,

BcneacTBue Bausinus Ha [THC.

4.8. HexxesaTesIbHbIE peaKIIUU

TabanuHoe pE3I0OME HEXKENATEILHBIX PEaKIUH

Yacrora moOOYHBIX peakIfii MpUBEICHA B BUJIE CICAYIONICH rpaganuu: ovens wacmo (>1/10);
yacmo (>1/100, Ho <1/10); Heuacmo (>1/1000, Ho <1/100); peoko (>1/10000, HO <1/1000); ouens
peoko (<1/10000); uacmoma neuszsecmua (He MOKET OBITH OLEHCHA HAa OCHOBE HMMEIOIIMXCS
JTAHHBIX ).

HexenartenpHble  peakiud, KOTOpPble  ObUIM  3a(UKCHpOBAaHBI  TOJBKO B XOJE

MOCTPErUCTPAIMOHHBIX Ha6JIIO£[eHI/II\/JI, M YaCTOTa KOTOPLBIX HE OLCHHBAJIACD, 0003HaYEHBI

«HEH3BECTHO.
Yacto Heuacto Penxo OueHb penko YacToTa HEeU3BeCTHA
>1 % -1>01%-<1% >0,01 % - <0,1 % <0,01 %
<10 %
Ungexyuu u uneaszuu
MukoTnueckne [TceBmomMemMOpaHO3HbIH
CynepuH(EKINH KOJTUT (B OYEHb PEAKUX

CIydasix €  BO3MOXHBIM

CMCPTECIIbHBIM I/ICXO,[[OM)

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Do3uHOPUITHS JlelikoneHus I'emonuTnueckas
Anemus aHeMUs
Helitponenus ArpaHyJIOIUTO3
JlerikonnTo3 [TanuTonenus
TpomOoruTonieHUs (yrpoxatomas
TpomboruTemMus JKU3HU)
YrHerenue
KOCTHOTO Mo3ra
(yrpoxaroree

17
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Hapywenus co cmopoHvl uMMyHHOU cucmembl

Annepruueckue  peakiuu | AHaQuIaKTHYECKHe
Annepruyeckuil orek / | peakuuu
AQHTMOHEBPOTUYECKUHN OTEK | AHA(PHUIAKTUYECKUI
HIOK (yrpOXKaroIuii
KU3HH )
CoiBOpOTOYHAS

00Je3Hb

DOHOOKpUHHbIE HapYULeHUs]

Cunnpom
HEaJCKBaTHOU
CeKperuun
aHTUINYPETUYECKOTIO
ropmona (CHAIT)
Hapywenusa memabonuzma u numanus
CHuxenue I'mneprioukemus Tsxenas
anmneTuTa u | ['unormmkemus TUIIOIJINKEMUS],
KOJINYECTBA BIUIOTH 0 Pa3BUTHS
IIPUHUMAEMOM TMIIOTJIMKEMUYECKOU
[TUIIA KOMBI, OCOOCHHO Yy

MMOXXWJIBIX MMAalITUCHTOB,
naluCHTOB C

CaxapHbIM JTUA0ETOM,

MIPUHUMAIOIINX
IepOpajbHbIE
TUIIOTTIUKEMUYECKUE
npenaparsl WIIN
WHCYJIMH

Icuxuueckue Hapywenus™

IlcnxomoTopHas CnyraHHOCTh co3HaHusl W | [lcuxornueckue Hapymenns

THIIEPAKTHBHOCTD / | IE30pHEHTAITHSI peakiuu (ycuJeHHE | BHUMAHUS U TaMSTH

aXuTanus TpeBOKHOCTB noBeJieHus ¢ 1enbo | HepBo3HocTh

Hapymenne cHOBuAEHUN | caMOnOBpexKaAeHUs, | Jenupuit
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Henpeccus (ycunenue | cynuuaibHble TUIIOMaHUHU
MOBEJCHUS c LENbI0 | IOCTYNKU/MBICTH, a
CaMOIIOBPEK/CHUS, TAKOE | TAK¥KE MONBITKA
KaK CyHLUJAIbHBIE | CyHLIUJA WIH
MOCTYIKUA/MBICTH, a TAKKe | yIaBIIUKCS
MOMbITKA  CyMLIMJA WIH | CYHIIH])
yAaBUIMICS CYHILINN)
lammrounnanum
Hapywenus co cmoponul nepénoii cucmemur™
l'onoBokpyxkenue | [lapectesus u quzecte3uss | MurpeHp [Tepudepuueckas
l'onoBHas 6oib | ['unecresus Hapymenue Helponatus u
Hapymenne cna | Tpemop KOOPAWHALIUU MOJIMHEUPOIAaTHS
Hapymenne Bkyca | Cynoporu (BKJTFOUAs | IBMDKCHHI
MPUCTYIIBI AHIIICTICUH) Hapymienue
Bepturo 00OHSHUS
I'unepecresus
BryrpuuepenHnas
TUIEPTEH3Us
(Mo3roBast
MICEBJOTYMOPO3HAs
CHMITTOMATHKA)
Hapywenus co cmoponul opeana 3penus™
PaccrpoiicTBa 3peHus Hapyiienue
LIBETOBOTO
BOCIIPUSTHUS
Hapywenus co cmoponwl opeana cnyxa u iabupunma™
[IIym B ymrax Hapymenus cinyxa
IToreps ciyxa
Hapywenus co cmoponut cepoya™*
Taxukapaus Vmaenue
MHTEpBaia QT
KenynoukoBeie
aputMUM (B TOM
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Hapywenus co cmoponwl cocyoos™™

Bazonunaramus Backynut
CHMKeHue apTepuaIbHOro
JaBJIEHUS

O6MOpoK

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, 0p2ano8 pyoHOU KiemKu

u cpedocmenus

Hapymenne JBIXaHUs

(BKITFOUAsE OPOHXOCTIA3M)

Kenyoouno-kuuieunvie HapyueHus

TowmmnHora | PBOoTa ITankpearur
[uapes | bonme B kuBOTE
Jlucnencus
Meteopuszm
Hapywenus co cmoponul neuenu u dcenuesbi8ooauux nymeti

[ToBeIIEHUE Hapymenuns ¢byukun | Hekpos TKaHeu

AKTUBHOCTH NeYeHU neyeHu (B KpaiiHe

«IEYECHOYHBIX» Kentyxa peAKux ClIy4asix

TpaHCAMUHA3 l'enmarur IIPOrPECCUPYIOILHN

IToBbIlIeHHE (HenH(EKITMOHHBIH ) 0 yrpoxarouien

KOHIIEHTpaluu JKU3HU TEYEHOYHOU

omnnpyonHa HEJIOCTAaTOYHOCTH).

Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHel

Celnb ®doTtoceHcuOnIM3aIus [lerexun Ocrtpas

3ya OO6pa3zoBaHue BoJAbIpei MynbsTudopmMHas reHepain30BaHHas

Kpanusnauia spuTeMa MaJjblX | IyCTYyJIe3Has
bopm AK3aHTEMA,
V3noBaras spuTeMa | JIeKapCTBEHHAs! ChIIb
Cungpom ¢ no3uHOUIMEd U
CruBenca- CHCTEMHBIMU
JxoHCOHa MIPOSIBIICHUSIMU
(310KavYecTBEHHAs (DRESS-cunmpom)
JKCCYyIaTUBHAS
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ol TR ORE EEHOCTE 0001

qucie
MMOTCHIIUAILHO
YIPOXKAOIIUH
KU3HH,  CHUHJIPOM
Jlaitenna
(TOKCHYeCcKui
AIUIEPMAIIbHBIN
HEKpOJu3), B TOM
qucie
MTOTCHINAILHO
YIpOKaroun

KHU3HHU

Hapywenus co cmoponul muluieuHotl, CKelemHol U COeOUHUMeNbHOU MKAHu™

Aptpanrus Muanrus MpeimeuyHas

Aptput c1abocTh
IloBpilieHNME  MBIIIEYHOTO | TEHIUHUT

TOHYCA, MbllIeuHble | Pa3pelB CyxOoKWInM
CyZ10poru (mpeumMyIecTBEHHO
AXHWJIJIOBBIX )
O0GocTpenue
CHMIITOMOB

MHACTCHUHU

Hapywenus co cmopoHuvl nouex u Mouesbi8o0sauux nymetl

Hapymenne [Toueunas

(GYHKIIMH TOYeK HenocraTtounocTs
remMarypust
Kpucrannypus

TyOynouHTEepCTUIIHATIEHBII

HehpUt

Obwue HapyuweHus u peakyuu 6 mecme 66e0eHuUs™

bonesoit cunapom | Otexun Hapymenne
Hecnenuueckor | [loTnuBocTs (TUnepruapo3) | MOXOoAKU

9THUOJIOTNH
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COOTBETCTBYET 3KI

CMNEPTHOMY OTUETY

JCNEODBAT

OGmee (T JCTE000T)
HEZI0OMOTaHue
Jluxopanka

Jlabopamopnvie u uncmpymenmanvHole OanHbie
IloBblIcHNE W3smenenune  couepxaHus IToBpmienne MHO (y
AKTUBHOCTU npoTpoMOuHa IIALMEHTOB,
IIEJI0YHON [ToBblIeHNE  AKTUBHOCTH HOJTYYAFOIIMX
¢ocdarasbl B KpOBU | aMUIIa3bl AHTArOHUCTHI

BuTamuHa K)

*B o4eHb peIKHX CITydasix PH IPUMEHECHUN XHHOJIOHOB U (YTOPXMHOJIOHOB, MHOT/a HE3aBUCHMO
OT HCXOJIHO UMEIOIINXCS (PaKTOPOB PHCKa, OBLIN 3apPETHCTPUPOBAHBI ITTUTEIHHO COXPAHSIOLIHECS
(10 HECKOJIbKMX MECALEB WM JIeT), MHBAJUIWZHUPYIONIME W MOTEHIMAJbHO HEOOpaTHUMbIE
cepbe3HbIe MOOOYHBIC PEaKIMK Ha MIPerapart, 3aTparuBarolie HeCKOJIBKO, @ HHOTIa 1 MHOXKECTBO,
KJIaCCOB CHCTEM OpPTaHOB M OPraHOB YYBCTB (BKJIIOYAsl TAaKUE PEAKIIMHU, KaK TEHAWHHT, Pa3pbIB
CYXOXKWIIUSI, apTpairus, 00Jb B KOHEYHOCTSIX, HApylIEHUE OXOAKH, HEHpOIIaTHH, CBS3aHHBIE C
NapecTe3MsIMH, JICTIPECCH S, MOBBIIICHHAS YTOMIIIEMOCTb, HAPYIICHNE TAMSTH, HApYIIEHUS CHA, a
TaK)Ke HapyllEeHUs CilyXa, 3peHus, BKyca U oOoHsAHHUSA) (cM. pazzaen 4.4, noapaznen «OcobOble
YKa3aHUS).

**V nauueHToB, NOTy4aBUIMX (PTOPXUHOJIOHBI, ObUIM OTMEUEHBI CIy4au Pa3BUTHs aHEBPU3MBI U
paccioeHusl a0pThl, HHOT/Ia OCIIOKHEHHBIX Pa3phIBOM (B TOM YHCIE C JIETAILHBIM HCXOJIOM), &
TaK)Ke perypruTaiuu/He0CTaTOYHOCTH JIF0OOro KiamaHa cepana (cM. pasaen 4.4, monpasnaen
«Oco0ble yKa3aHusy).

***Yarie y nalueHToB, UMEIOIINX MPEeIPacoNoKEHHOCTb K yUIMHEHUI0 nHTepBaia QT.

YacToTa pa3BUTHS CIENYIOIIHUX HEXENATEIbHBIX PEAKIMI NP BHYTPUBEHHOM BBEJCHUHU U NPH
OPUMEHEHUN CTYNEHYaTOM Tepanuu IUNpo(IoKcalluHOM (IIpY BHYTPUBEHHOM BBEJCHUU

npemnapara ¢ noCjaeaAyrIuM €ro npueMom BHYTpB) BBIIIC, YEM IIPU ITPUCME IIPCIIapaTa BHYTPb:

Yacro PBOTa, IMOBBIIICHNEC AKTUBHOCTH «II€UCHOYHBIX)» TpaHCaMHHa3, CbIIIb

Heuwacro TpomOonuTOnEeHUs, TPOMOOLUTEMHUS, CITYyTAHHOCTh CO3HAHUS U JIE30pUECHTAIINS,
TaJUTIOUUHAIMY, TApecTe3ul U AU3ECTE3UH, CYAOPOTrH, BEPTUTO, HapylLICHHE
3peHus, MoTeps ciyxa, TaXUKapAMsl, Ba30AujaTalus, CHUKEHUE apTepruaibHOro

JaBJICHHA, O6paTI/IMBIe HapyYUICHHUA (I)YHKI_[I/II/I MEYCHH, KCJITyXa, MMOYCUHAA
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HEAOCTAaTOYHOCTh, OTCKHU

Penxko [TanuuToneHus, JIempeccuss KOCTHOIO MoO3ra, aHa(QUIaKTUYECKUH 10K,
MICUXOTHYECKUE PEaKI[Mu, MUTPEHb, HAPYIICHUSI OOOHSHUS, HAPYIIICHUS CIyXa,

BACKYJIUT, IAHKPECATHUT, HCKPO3 TKaHel IIECYCHU, IIETCXUHU, pa3pbiB CYXO}KI/IJ'II/Iﬁ

eTH
VY neteit yacTo coO0IIAIOCh O Pa3BUTHHU apTPOTIATH.
Yacrora aprpomartuu (apTpairus, apTpUT), YyKa3aHHas B TaOJule BbIIIE, OCHOBaHA Ha
KJIIMHUYECKHUX UCCIICIOBAHUSIX Y B3POCIIBIX MAIMEHTOB. Y JETeH YacToTa MpOsBICHUS apTPONaTun
OIICHUBAETCS KaK yacTasl.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0math 0 TOI03pEBaeMBIX HEXKENATEIbHBIX PpEaKIMAX IOCIE pPErucTpaiuu
JICKapCTBEHHOTO TIperapara ¢ meliblo 00eCreueHrsT HeMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYEeTCs
coo0maTh O JHOOBIX IOJI03PEBAEMBIX HEKEJIATEIbHBIX PEaKIUIX JIEKapCTBEHHOIO IIpenapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIaTeNbHBIX PEaKIHIX FOCYAapCTB — YICHOB
EBpa3uiickoro 5KOHOMHU4ECKOr0 COK03a.

Poccniickas @enepanys

109012, r. Mocksa, CnaBsiHCcKas 1iomais, 1. 4, crp. 1

®OenepanibHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (Poc3npaBuanzop)

Tenedonsr: +7 (499) 578-02-20, +7 (499) 578-06-70

dakc: +7 (495) 698-15-73

E-mail: pharm@roszdravnadzor.ru

www.roszdravnadzor.ru/people

4.9. llepeno3npoBka

CHMIITOMBI

B cnyuae nepeno3upoBKY MpH IpreMe BHYTPb B HECKOJIBKUX CITydasx ObIJIO OTMEUYEHO 00paTHMoe
TOKCHYECKOE BO3/ICHCTBHIE HA TAPCHXUMY MTOYCK.

JleueHme

B cmywyae mepemo3upoBKH, KpOME MPOBEACHHS CTaHAAPTHBIX MEPOIPHATHH (TpOMBIBaHUE
JKENy/Ka, TOociae KOTOPOro CleAyeT MPHUHSATh aKTUBUPOBAHHBIN yrollb, BBEJIEHUE OOJIBIIOTO
KOJIMYECTBA KHJKOCTH, CO3JaHHE KHCJIIOH PEaKIUd MOYM C IEIbI0 MPOPHIAKTHKA
KPUCTALTYPHH ), PEKOMEHIYeTCS MOHUTOPUPOBATH (DYHKITHIO IMTOYEK, BKITFOUast pH 1 KUCIIOTHOCTH

MO4YH, HpUEM MarHuii- u KaHLHHﬁCOﬂCpX(aHIHX AHTAOUA0B, KOTOPLIC CHHUKAKOT a6cop6u1/110
23
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nuIIb He3HauuTensHoe (MeHee 10 %) KoaumdecTBO MUmpoQIIoKcauHa.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA
dapmakoTepaneBTUUYECKass TPYINa: aHTHOAKTEPHAIBbHBIC CPEACTBA CHUCTEMHOTO JICHCTBUS,
HpOI/I3BOl[HbIe XHWHOJIOHA, q)TOpXI/IHOJIOHBI.

Kon ATX: JOIMAO2

MexanusM aeiictus U hapMakoaruHaMuueckre 3O GHeEKTHI

[{unpodiiokcanH mpencTaBiseT co0OW CHUHTETUYECKUN aHTUOAKTEpPHAJIbHBIN Ipernapar
IIMPOKOTO CIIEKTPa JEHCTBUS U3 TPYIIIBI (PTOPXUHOIOHOB.

[{unpodiiokcanua 007aaeT aKTHBHOCTHIO [N VILr0 B OTHOIIEHWH HIMPOKOTO CIIEKTpa
IPaMOTPHUIIATENIHBIX W TPAMIIOJIOKUTEILHBIX MHUKPOOPTaHM3MOB. bakTepuiumHoe aeicTBHE
unpodIoKcalimHa  OCYIIECTBISIETCS.  TIOCPEICTBOM ~ MHTHOMPOBaHUS  OaKTepHalbHBIX
tonon3omepa3 Il tuma (tomomsomepaza Il (JJHK-rupaza) u Tomomsomepaza V), xotopsie
HEOOXOAUMBI ISl PEIUIMKALMK, TPAHCKPUIIINY, perapaid U pPeKOMOWHAIMH OaKTepUaTbHOM
JIHK.

Mexanusmvl pezucmenmuocmu

PesucreHtHoCTh N VItr0 K mumpoduiokcaiiiy 4acto OOYCIOBJIECHA TOYCYHBIMH MYTAIUSIMH
OaxtepuanbHbelx Tomou3zomepas u JHK-rupassl u pasBuBaercs MeEIIEHHO NOCPEACTBOM
MHOTOCTYIIEHUATHIX MyTaIlnH.

EnuHuuHble MyTalMl MOTYT NPHUBOJUTH CKOpPEE K CHUXKEHHIO YYBCTBUTEIBHOCTH, YeM K
Pa3sBUTHIO KIMHUYECKOM YCTOMYMBOCTH, OJHAKO MHOXKECTBEHHbIE MYTAllMM B OCHOBHOM
NPUBOJAT K Pa3BUTHIO KIMHUYECKOH PE3UCTEHTHOCTH K MUMPOQIIOKCAMHY U K TEPEKPECTHON
PE3UCTEHTHOCTH K IperapaTraM XHHOJIIOHOBOTO psifa. Pe3ncTeHTHOCTh K UMpodIIoKcannHy, Kak
U KO MHOTMM JpPYTUM aHTUOMOTHKAaM, MOXeT (OpMHUpPOBATbCS B PpE3yJIbTaTe CHIDKEHUS
MPOHHUIIAEMOCTH KJIETOYHON CTEHKH OaKTepHii (Kak 3TO 4acTo MPOUCXOMT B ciaydae Pseudomonas
aeruginosa) w/WiM aKTHBAIllMM BIBEACHUS M3 MUKpOOHOW kieTku (3ddirokc). Coobmraercs o
Pa3BUTHH PE3UCTCHTHOCTH, OOYCIIOBICHHOW JIOKAJM30BAaHHBIM Ha IUIA3MHUAaX KOJUPYIOIIAM
reHoM Qnr. MexaHu3Mbl pe3UCTEHTHOCTH, KOTOPbIE MPUBOJAT K MHAKTUBAIIMH MEHUIIMIUIMHOB,
1e¢anocrnopuHOB, AMUHOTJIMKO3UI0B, MAKPOJIHUIOB U TETPALMKIMHOB, BEPOSTHO, HE HAPYIIAIOT
aHTHOAKTEPUATbHYI0 aKTHBHOCTH HUTIPOGUIIOKCAIMHAa. MHUKPOOPTaHU3MbI, PE3UCTEHTHBIC K 3TUM

mpernaparaM, MOTYT ObITb  YYBCTBUTEIbHBIMU K  HUIpOQUIOKCauuHy. MuHUMaIbHas
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OaktepunuaHas kouneHTpanus (MBK) oObraHo| He npeﬁﬂﬁ}é-é;l Nt "a;EH_}jio_hH-rﬁGpr'f'de}o

koHneHTpanuio (MUK) 6onee yem B 2 pasa.
Tecmuposanue yyscmeumenbHOCMU in Vitro
Bocrnpon3BoguMbie  KpUTEpUHM  HCCIEIOBAaHUS YYBCTBHUTEIBHOCTH K  ITUIPO(IIOKCALIUHY,
YTBEpKJICHHBIC EBPONEHCKUM KOMUTETOM TI0 OMPEIEICHUIO YyBCTBUTEIBHOCTH K aHTUOMOTHKAM
(EUCAST), npexacraBiieHbl B TAOIHUIIE HIDKE.

E@pOl’l@I:lCKUl;Z Komumem no onpedeﬂenu}o uyecmeumelbHocmu K AHMUOUOMUKAM. HOZpaHuUHble

snauenuss MUK (me/n) 6 knunuueckux yciosusx 01 yunpopioxkcayuna

Mukpoopranusm YyBcTBUTEAbHBIA (MI/71)  Pe3ucTeHTHBINH (MI/01)
Enterobacteriaceae <0,5 >1
Pseudomonas spp. <0,5 >1
Acinetobacter spp. <l >1
Staphylococcus® spp. <1 >1
Streptococcus pneumoniae? <0,125 >2
Haemophilus influenzae <0,5 >0,5
Moraxella catarrhalis®

Neisseria gonorrhoeae <0,03 >0,06
Neisseria meningitidis <0,03 >0,06
ITorpannuHble 3HaYEHUS, <0,5 >1

HC CBA3aHHBIC C BUIaMU MHKpOOpFaHI/I3MOB4

1 — Staphylococcus spp. — morpaHuuHble 3HAYCHHS JUIS IHUIPOQIIOKCAIIMHA U OQIIOKCAIIUHA
CBSI3aHBI C BBICOKOJIO3HOM TEpANMEN.

2 — Streptococcus pneumoniae — aukuil TAI S. PnEeUMOoNiae He CYUTAETCS YyBCTBUTEIBHBIM K
nUnpoIoOKCalluHy M,

TaKuM 06pa30M, OTHOCUTCA K KaTeropun MHUKPOOPraHUu3MoOB C

POMEKYTOUYHON YyBCTBUTEIBLHOCTHIO.
3 — mrammbel co 3HadenmeM MUK, mpeBpmmarommM = MOporoBoe  COOTHOIICHHE
YyBCTBHUTEIbHBIE/YMEPEHHO YYBCTBHUTEJIbHbBIC, BCTPEYAIOTCA OYEHb pPEIKO, M JO CHX IOp
cooOuieHnit 0 HUX He ObU10. TecThl Mo uIeHTU(UKALIMY U IPOTUBOMHUKPOOHOM UyBCTBUTEIILHOCTH
npu OOHApYKEHUHM TaKUX KOJIOHHMM HEOOXOAMMO IOBTOPUTH, UM PE3YJbTAThl JOJKHBI OBITh
MOATBEPIK/ICHBI MPU aHATN3€ KOJOHMM B pedepeHTHOI 1aboparopun. [[o Tex mop, moka He OyayT
IIOJIyYEHBbl J0Ka3aTeJIbCTBA KJIMHUYECKOIO OTBETA I IITAaMMOB C IOATBEPKICHHBIMU
3HaueHussMu MUK, mnpeBblnaromuMu  KUCHONB3YIOLMICS B HACTOSIIEE BpEMsS IOPOT

PE3MCTEHTHOCTH, OHHU JIOJDKHBI paccMaTpuBaThcs Kak pesucTeHTHbIe. Haemophilus spp. /
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Moraxella spp. — BO3MOXHO BBISBICHHE TaMMOﬁH:HdMHH&S Gnfiienzae =& Hkixoit

qyBCTBUTEIBHOCThIO K ¢TopxuHoidoHamM (MUK mns nwumpodnokcamuna 0,125-0,5 wmr/m).
Jloka3zarenbCcTB KIIMHUYECKOTO 3HAYCHUS HU3KOW PEe3UCTEHTHOCTH MPH MHPEKIUX IbIXaTeIbHBIX
nyreii, BezBanubix H.influenzae, wer.

4 — morpaHWYHBIC 3HAYCHUS, HE CBS3aHHBIC C BUAAMH MHUKPOOPTaHHW3MOB, ONPEICISUINCH B
OCHOBHOM Ha OCHOBE JaHHBIX (apMaKOKMHETUKW/(hapMaKOAMHAMUKHA M HE 3aBHCAT OT
pactipenenenuss MUK nns cienuduueckux BuaoB. OHU NMPUMEHHUMBI TOJBKO JISi BHJIOB, IS
KOTOPBIX HE OBUI OIPEEsICH MOPOT YyBCTBUTEIBHOCTH, CIICUU(GUYHBIA I BUIA, a HE VIS TeX
BUJIOB, JJISI KOTOPHIX HE PEKOMEHAYETCS NMPOBOIUTH TECTHPOBAHHME UYyBCTBHTEIBHOCTH. Jliis
ONpENeICHHBIX IITAMMOB  PAacCHpOCTPaHEHUE TMPHOOPETECHHON  PE3UCTEHTHOCTH  MOXKET
pa3nInYaThCsi B 3aBUCUMOCTH OT Teorpad)u4eckoro peruoHa M ¢ TeYeHUEM BpeMeHH. B cBs3m ¢
9THM, JKENaTeJIbHO pacrojaraTb MECTHOH HMH(pOpManueld O Pe3UCTEeHTHOCTH, OCOOCHHO IIpH
JICYCHUU CEPhE3HBIX MHPEKIUH.

JlaHHbIE MHCTHUTYTa KIMHUYECKUX M JaOOpPaTOPHBIX CTaHIAPTOB Ui NOTPAHUYHBIX 3HAYCHHN
MUK (mr/n) u qudy3noHHOTO TeCTHPOBAHUS (IaMETpP 30HBI (MM)) C UCTIOJIB30BAHUEM JIUCKOB,
COZIEpIKAIUX 5 MKI' HUITPOQIIOKCAIIMHA, IPEICTABICHBI B TAOJIHIIEC HIXKE.

Huemumym kaunuyeckux u rabopamopHulx cmanoapmos. I[loepanuunsie snavenus MUK (me/n) u

oughghyzuonnoeo mecmuposanusi (Mm) ¢ UCRONb308AHUEM OUCKOS

Muxpoopranusm YyBCcTBUTEIBHBIN IIpomMe:xxyTOYHBIH Pe3ucreHTHBIN
Enterobacteriaceae <1A 24 >44

>21P 16-20° <15°
Pseudomonas aeruginosa <]A 2A > 447
¥ Ipyrue OakTepuu, He >21P 16-20° <15b

OTHOCAIIHECA K CGMCI’ICTBy

Enterobacteriaceae

Staphylococcus spp. <14 24 p
>21b 16-20° <15°
Enterococcus spp. <1A 24 >44A
>21P 16-20° <15P
Haemophilus spp. <1B - _
>210 - -
Neisseria gonorrhoeae <0,06" 0,12-0,5M >14
>41" 28-40% <27"
Neisseria meningitidis <0,03F 0,06" >0,12F
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Bacillus anthracis <0,24 - _

Yersinia pestis

Francisella tularensis <0,5° - R

A — DTOT BOCHPOW3BOAUMBIM CTaHAAPT NPUMEHUM TOJIBKO K TECTaM C HCIOJb30BAHHUEM
pasBeneHUil ¢ OyJIbOHOM, C TIPUMEHEHHEM KAaTHOHHOTO CKOPPEKTUPOBAHHOTO OylbOHA
Mironnepa-Xuatona (CAMHB), koTopblii HHKYOUPYIOT C IOCTYIIOM BO3yXa IPH TeMIIepaType
35 °C+2 °C B teuenue 16-20 yacos mus mrammoB Enterobacteriaceae, Pseudomonas aeruginosa,
npyruMm OakTepusM, HE OTHOCSIIUXCS K cemeiicTBy Enterobacteriaceae, Staphylococcus spp.,
Enterococcus spp. u Bacillus anthracis; 20-24 gaca nuis Acinetobacter spp., 24 gaca s Y. pestis
(Ipu HEIOCTATOYHOM POCTE MHKYOMPOBAThH €llie B TeUeHue 24 4acoB).

b — Dror BOCHpOM3BOAMMBINA CTaHAAPT NPUMEHUM TOJBKO K UG Y3UOHHBIM TecTaM C
MCIIOJIb30BaHUEM JHMCKOB C IPUMEHEHueM arapa Mrojuiepa-XUHTOHA, KOTOPBbIH MHKYOUPYIOT C
JIOCTYTIOM Bo3ayxa rpu temmeparype 35 °C+2 °C B Teuenue 16-18 gacos.

B — Dror BoCHpoW3BOAMMBIN CTaHAAPT MPUMEHUM TOJIBKO K IU(G(Y3UOHHBIM TecTaM C
UCIIOJIb30BAHUEM JIMCKOB JIJIsl OmpeseiicHus dyBcTBUTENbHOCTH ¢ Haemophilus influenzae u
Haemophilus parainfluenzae ¢ npumenennem OyibpoHHOI TecToBOU cpesl st Haemophilus spp.
(HTM), xoTopyro MHKYOUPYIOT € JOCTYNOM Bo3ayxa npu temmneparype 35 °C+2 °C B TeueHue
20-24 yacos.

[' — DTOT BOCHPOM3BOAMMBIM CTAaHAAPT NPUMEHHM TOJNBKO K IU(GQPY3MOHHBIM TecTam C
UCTIOJIb30BaHUEM JHUCKOB ¢ mnpuMmeHeHneM HTM, kotopyro mHKyOupyior B 5 % CO2 mpu
temneparype 35 °C+2 °C B Teuenue 16-18 yacos.

JI — OTOT BOCHPOM3BOIMMBIM CTaHAApPT NPUMEHMM TOJIBKO K TECTaM YyBCTBUTEIBHOCTU
(muddy3roHHBIE TECTHI C HCHOJIB30BAaHMEM TUCKOB AJIs 30H W pactBop arapa mist MUK) c
MIpUMEHEHUEM TOHOKOKKOBOTO arapa u 1 % ycTaHOBJIICHHOW pOCTOBOM T0OABKU IIPH TEMIIEpaType
36 °C+1 °C (ue npessrmaromiuii 37 °C) B 5 % CO2 B Teuenue 20-24 qacos.

E — DTOoT BOCHPOM3BOAMMBIM CTaHJApT NPUMEHUM TOJBKO K TECTaM C HCIOJIb30BaHUEM
pasBeieHUl ¢ OYyJIbOHOM C TPUMEHEHHEM KaTHMOHHOIO CKOPPEKTUPOBAHHOIO OylbOHA
Miromnepa-Xunrtona (CAMHB) ¢ no6asnenuem 5 % kpoBu oBell, KOTOPbIH HHKYOUpYIoT B 5 %
CO2 ipu Temnieparype 35 °C£2 °C B teuenue 20-24 gacos.

K — DOTOoT BOCHpPOM3BOAMMBIN CTaHIAPT MNPUMEHMM TOJIBKO K TECTaM C HCIOJb30BaHUEM
pasBeieHUl ¢ OYyJIbOHOM C TIPUMEHEHHEM KAaTHMOHHOTO CKOPPEKTUPOBAHHOTO OylbOHA
Mironnepa-Xuatona (CAMHB) ¢ no6asiennem omnpeaeneHHoi 2 % pocToBoi J00aBKH, KOTOPBIA

MHKYOUPYIOT € JOCTYIIOM Bo3/yxa npu temmneparype 35 °C+2 °C B reuenue 48 yacos.
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In vitro uyecmeumenvrocme k yunpogproxcayun

Jlis  ompeneneHHBIX IITaMMOB paclpOCTpaHEHHE MPHOOPETEHHOW PE3UCTEHTHOCTH MOXKET
pa3nInYaThcsi B 3aBUCUMOCTH OT Te€orpa)uyeckoro peruoHa M ¢ TeYeHHEM BpeMeHH. B cBs3u
9TUM IPU TECTUPOBAHUY YYBCTBUTEIBHOCTH IITAMMa JKEIaTEIbHO UMETh MECTHYIO HH(POPMALIHIO
O PE3UCTEHTHOCTH, OCOOCHHO INpU JeYeHMHM TsKenblx MHpekuuid. Ecmm  MmectHas
pacnpoCTpaHEHHOCTh PE3UCTEHTHOCTH TaKOBa, UTO I0JIb3a IPUMEHEHHUSI IIpenapara, o KpaitHeu
Mepe, B OTHOUICHHM HECKOJbKMX THUMOB HWHQPEKIUH COMHUTEIbHA, HEOOXOIMMO
IIPOKOHCYJIBbTUPOBATHCS CO CIELIUAIUCTOM.

In vitro GbuIa IPOJEMOHCTPUPOBAHA AKTUBHOCTH LUITPO(IOKCALHA B OTHOLICHHHU CJICTYIOIINX
YYBCTBUTEJIbHBIX IITAMMOB MUKPOOPIaHU3MOB:

A9p06H ble cpamnonioHcumesibHvle MUKpoopcarnu3mbl.

Bacillus anthracis, Staphylococcus aureus (MeTuMUTHH-9yBCTBUTEIbHBIC), Staphylococcus
saprophyticus, Streptococcus spp.

A3D06H ble epamompuuanmelbHvle MUKpoOopeaHusImbvl.

Aeromonas spp., Moraxella catarrhalis, Brucella spp., Neisseria meningitidis, Citrobacter koseri,
Pasteurella spp., Francisella tularensis, Salmonella spp., Haemophilus ducreyi, Shigella spp.,
Haemophilus influenzae, Vibrio spp., Legionella spp., Yersinia pestis.

AHCZ3D06Hbl€ MUKPOOPpcaARU3Mbl.

Mobiluncus spp.

ﬂpveue MUKDOOD2AHU3MbL.

Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma hominis, Mycoplasma
pneumoniae.
bbuia npoieMoHCTpUpPOBaHa BapbUPYIOLIAs CTENEHb YYBCTBUTEIBHOCTH K IUMPOQIIOKCALUHY JUIS
CICAYIOUX MUKPOOPTaHU3MOB:
Acinetobacter baumannii, Burkholderia cepacia, Campylobacter spp., Citrobacter freundii,
Enterococcus faecalis, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli,
Klebsiella pneumoniae, Klebsiella oxytoca, Morganella morganii, Neisseria gonorrhoeae,
Proteus mirabilis, Proteus vulgaris, Providencia spp., Pseudomonas aeruginosa, Pseudomonas
fluorescens, Serratia marcescens, Streptococcus pneumoniae, Peptostreptococcus spp.,
Propionibacterium acnes.
Cuuraercs, 4TO MPUPOTHON PE3UCTEHTHOCTHIO K MUMPODIOKCAIIUHY 00Ia1ar0T:
Staphylococcus aureus  (MeTuIMJUITMH-pE3UMCTeHTHBIN),  Stenotrophomonas  maltophilia,
Actinomyces spp., Enterococcus faecium, Listeria monocytogenes, Mycoplasma genitalium,
Ureaplasma urealyticum, anaspoGHble MHKpoOopraHu3mbl (3a wckimodennem Mobiluncus spp.,
Peptostreptococcus spp., Propionibacterium acnes).
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5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Tocne mpuema BHYTpPh TUIPOGIOKCAIMH OBICTPO BCACBhIBAETCS, MPEUMYIIECTBEHHO B TOHKOM
KUIIKe. MakcumanbHass KOHUEHTpauus TUOpodoKcaliHa B ChIBOPOTKE KPOBHU JIOCTHTAETCS
yepes 1-2 gaca. buonocrynHocth coctaBisier 0kono 70-80 %. 3nauennst Cmax B I1a3Me KPOBU U
AUC Bo3pacTaroT mponopImoHaIbHO J103€.

Pacopenenenue

Cea3p munpodokcanuHa ¢ Oenkamu 1mia3Mbl kKpoBu coctaBisieT 20-30 %; neiicTByrolee
BEIIIECTBO MPUCYTCTBYET B IJIa3Me KPOBU MPEUMYIIECTBEHHO B HEMOHU3UPOBAHHOU (opMme.
[unpodnokcannH CBOOOJHO pacmpenenseTcs B TKaHIX M OKAIAKOCTAX opranu3ma. OObem
pacnpezienieHusi B opraHuszMe cocrtasisietr 2-3 n/kr. Konuentpauus nunpodiokcainnia B TKaHIX
3HAYUTENILHO MPEBBIIIAET KOHIIEHTPAIUIO B CHIBOPOTKE KPOBH.

Buorpancdhopmariusa

Mertabonu3upyercss B TiedeHH. B  KpoBH MOryT OOHApyKMBaThCsl YEThIpE METa0OIHTa
nunpoduiokcaliia B HEOONBIIMX — KOHIEHTpamusax:  audTwinunpodiaokcanun  (M1),
cynsponunpodnokcauut (M2), oxcouunpodnokcanua (M3), opmumnunpodnaokcanun (M4),
TpU 13 KOTOpbIX (M1-M3) nposBiisitoT aHTHOAKTEPHATIBHYIO aKTUBHOCTB 1N VItro, cCOmocTaBuMyro
C aHTHOAKTEPUAITBHOW aKTUBHOCTHIO HAJIMINKCOBOM KHCIOTHL. AHTHOAKTepHallbHASI aKTUBHOCTh
in vitro metabonura M4, IPUCYTCTBYIOIIETO B MEHBIIEM KOJHYECTBE, OOJIbIIE COOTBETCTBYET
AKTUBHOCTH HOp(IIOKCallMHa.

DJIMMUHAIIHS

[{unpodirokcanH BEIBOJUTCS M3 OpTaHU3Ma MPEUMYIIECTBEHHO IMOYKAMH, ITyTeM KIIyOOUKOBOH
GWIbTpaluM W KaHAJIBIEBOM CEKpelMH; HE3HAYMTEIbHOE KOJIMYECTBO BBIBOJUTCS UEpe3
KeNyTOuYHO-KUIIeuHbId TpakT. [Toueunslit knupenc cocrasnger 0,18-0,3 n/4/kr, o0mui KIMpeHc
— 0,48-0,60 n/u/kr. Ilpumepro 1 % BBeIEHHOM J03BI BRIBOJUTCS C JKEITYbIO Yepe3 KUIICYHHK. B
KEeTYr TUMPO(IOKCAMH TPHUCYTCTBYET B BBICOKHX KOHIEHTpAIMAX. Y TMAIUEHTOB C
HEM3MEHEHHOW (QyHKIMeH noyek nepuos nosuysbiBeaeHus (T12) coctaBiser 0ObIYHO 3-5 4acos.

[Tpu Hapymenun ¢pyHkuuu novex T12 yBenmu4nBaeTCs.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/ibHbIX BelIeCTB
o Ilemmono3a mukpokpuctammmdeckas (MKII-101)

o [JloBumon-K25
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e Kpaxman Kkykypy3HbIil

e KpocnoBugon
e KapOokcumerniakpaxmaia HaTpus (TUIT A)
e Marnus creapar

CocrtaB 000JI0YKH:

e ['unpomemnosa

e TuTaHa TUOKCHU

e Makporon-4000
6.2. HecoBmecTUMOCTD
He npumennmo.
6.3. Cpok rogHocTu (CpOK XpaHeHUs1)
3 rona.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTb 1pu Temreparype He Bbiie 25 °C Bo BTOpUYHOM yIIaKOBKE (ITAuKe).
6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU
ITo 10 Tabnerok B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY M3 IJIEHKHM MOJIMBUHWIXJIOPUIHON 1160
IUICEHKY TIOJIMBHHWIXJIOPUTHON/TIOJMBHHIIMACHXIOPUIHON U (DOJIBI'M aTFOMUHUEBOW MEYaTHON
JTAKUPOBAHHOM.
W o 10 TabneTok B KOHTYPHYIO STYEHKOBYIO YITAKOBKY U3 MaTepralia KOMOMHUPOBAHHOTO Ha
ocHOBe (oJbIU (TPEXCIOWHBIM MaTepuall, BKJIIOYAIOIIUN aTIOMHHHUEBYIO (OJBrY, IUICHKY W3
OpPUEHTHPOBAHHOTO TOJMAMU/A, MOJUBUHWIXJIOPUAHYIO IJIEHKY), U (OJBIU aTIOMHUHHEBON
ME€YaTHOW JJAKUPOBAHHOM.
6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOKEHUM  HMCIOJIb30BAHHOIO
JICKAapCTBEHHOI0 Npenapara MJH  OTXOJA0B, IMOJYYEHHBIX IOCJe TNPHUMEHEHUs
JICKApPCTBEHHOI'0 MpenaparTa u Apyrue MaHUIYJSIAH C IPeNnapaToM

Her oco0bix TpeOoBaHUM K yTHIM3AIUH.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccuiickas @enepanus
000 «O308»

445351, Camapckast 0611., . XKurynesck, yi. Ilecounas, 1. 11.

7.1. IlpeacraBuTteb AepKaTessi PpericCTPALMOHHOIO Y10CTOBEPeHHUs

[IpeTen3uu HOTDC6HTCJ’ICI>1 HalpaBJIATH IO aApPECy:
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Poccuiickas @enepanus

000 «O308»
Poccus, 445351, Camapckas 0611, r.0. XKurynesck, r. XKurynesck, yi. I'uapoctpoutenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETHCTPAIIMOHHOTI' O YAOCTOBEPEHMUAA

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTta mepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmias  xapakTepucTUKa JieKapCTBEHHOro mnpemnaparta llunpoduiokcanma jgoctymHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn «MHTepHeT» https://eec.eaeunion.org/.
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