COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 14.05.2025 N= 12234

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U001

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

[unpodnokcammu Dxomudon, 500 mr, TaOIETKH, MOKPHITHIE INIEHOYHOM 000JI0YKOM.

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB

JleficTByroOIIIEE BEIIECTBO: MUMPO(IOKCAIIHH.
Kaxnas Tabnerka cogepxut 500 mr munpoduiokcanuta (B BUIAC THIPOXIOPHIA).

[TonHbIi epeueHb BCIIOMOTaTENIbHBIX BEIIECTB MPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku, NOKPHIThIE MIICHOYHOIH 000I0UKOM.
KarcynoBuHbIe TBOSIKOBBITYKIIbIE TAOJIETKH, TIOKPHITHIC INIEHOYHON 000JI0YKOM OEIOr0 MM TIOYTH

0eJ1oro 1BETa; Ha MOMEPEYHOM pa3pese PO OEIOro WM MOYTH OEJIoro IBETa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO

HeocnoxxHeHHble W OCIOXKHEHHble  MHQEKLIHH, BbI3BAaHHbIE  YYBCTBUTEIBHBIMHU K

nUIpogIoKCallMHy MUKPOOpraHU3MaMHu.

s 83pocnvix nayuenmos:

e pHbekuuM AbIXaTeNnbHbIX NyTed. LumpodokcanH pexkoMeHIyeTcss Ha3HauyaTh IpU
nHeBMOHUsX, Bei3BaHHBIX Klebsiella spp., Enterobacter spp., Proteus spp., Escherichia coli,
Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella spp. u
cTapUIIOKOKKAMU;

e MHpEKUUU cpeAHero yxa (CpeAHH OTHUT), OCOOEHHO €ClIM A3TH HH(QEKIMH BbI3BAHbI
rpaMOTPHIIATSILHBIME MHUKPOOPTaHU3MaMH, BKITFouas Pseudomonas aeruginosa;

e  uH(eKIuN r1as;

e  HH(EKIUHU MOYEK U/WIN OCI0KHEHHbIE HH(EKIINY MOYEBBIBOASIINX MYyTEH;

e  HH(EKIUH MOJOBBIX OPraHOB, BKIIIOUYAsl aIHEKCUT, TOHOPEIO, TPOCTATHT;

e  yH(peKuuu OpromHON noiocTu (6akTepranbHble HHOEKINH KeTyJOYHO-KUIIIEYHOTO TPAKTa,

KCITYCBBIBOIAIINX HYTCﬁ, HepI/ITOHI/IT);
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® I/IH(l)eKI_[I/II/I KOXHU U MATKHUX TKaHeI\/II;

e  HMH(EKIUH KOCTEH U CYCTaBOB,;

e  cercuc;

e wuHpekuun wim npoduiIakTHKa MHPEKIHMHA y TAalUEHTOB CO CHIDKCHHBIM HMMYHUTETOM
(manMeHThl, MPUHUMAIOIINE UMMYHOACTIPECCAHTHI HITH MAIIUEHThI C HEUTPOTICHUEH );

®  CCIICKTHBHAsS JICKOHTAMHHAIIWS KHUIICYHUKA Y MTAIIHEHTOB CO CHIPKCHHBIM UMMYHHTETOM;

e npoduIaKTHKA U JICYEHHE JICTOYHOM (GOpMbI CHOMPCKOU s13BbI (MHpuuupoBanue Bacillus
anthracis);

e npoduirakTUKa MHBA3UBHBIX HH(EKIMIA, BpI3BaHHBIX Neisseria meningitidis.

Jns jedeHusl CHenyroumx WH()EKIMOHHO-BOCIIAIUTENIFHBIX 3a00seBaHuii IUIpodIoKcanuH

MOXXET TPHUMEHATBCS TOJNBKO B KayeCTBE aJbTEPHATHBHI JPYTHM IPOTHBOMUKPOOHBIM

npenaparam:

®  OCTpBII CUHYCHT;

®  HCOCIIO)KHCHHBIC HH(PEKIUH MOYCBBIBOASAIINX MYTEH.

Heo0xoauMo nMpUHUMATh BO BHUMaHUE ACHCTBYIOIIKE OQHIUATIbHBIC PYKOBOJCTBA O MMPaBUIIaX

HPUMEHEHHs aHTHOAKTEePUAIbHBIX CPEIICTB.

eTu

e JleueHue oCIOXKHEHHH, BBI3BAaHHBIX PSeudomonas aeruginosa y nereil ¢ MyKOBHCIIHI030M
JIETKHX OT 5 ;o 17 net;

e mpoduIaKTHKA W JICYCHHE JICTOYHOH (GOpMbI CHOMPCKOH s13BBI (MHpuuUpoBanue Bacillus
anthracis) ot 5 no 18 ner (i1 1aHHO# JeKapCTBEHHOM (HOPMBI).

[lpumenenne uMNpoguIOKCaHa y JAeTed MODKHO OBITh HAayaTo TOJBKO TMOCNIE OLEHKH

COOTHOUICHUS TMOJb3a / PUCK B CBSI3M C BO3MOXKHBIM TOOOYHBIM JEHCTBHEM Ha CYCTaBBl H

OKOJIOCYCTaBHBIE TKaHHU (CM. pazaen 4.4).
4.2. Pe:kuM 103UPOBaHUS U CIOCO0 MPUMeEHEHHU s

PexxuM 103upOBaHus

[Ipu oOTCyTCTBMM Jpyrux Ha3HauYeHWH pPEKOMEHIYyeTcsl COONoJaTh PEeXHUM JI03UPOBAHMA,
IIPEICTABICHHBIA HUXKE.

Bspocnvie

Tabmuua 1. Pekomenayemas cyrounas no3a npenapara L{unpoduokcanun Skonudorn, TabaeTk,

HOKPBITBIE TUIEHOYHON 00010uKkoi, 500 Mr a5 B3pociibIX nanueHToB (crapiie 18 ser)
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umnpodaokcanuaa (Mr)

Nudexunn npixareabHbIX MyTEH, 3a HCKIOUYECHUEM UHOEKITUI

TSDKEJION CTEIICHH TSHKECTH

2x500 mr

Wudexun Mo4enoaoBoil CUCTEMBI:

OCTPBIC, HCOCIIOKHCHHBIC

ot 1x500 mMr go 2x500 mr

meningitidis

IUCTUT Y JKCHIIUH (0 MEHOIIay3bl) 1x500 mr
OCJIOKHCHHBIE ot 2x500 mr
aJJHEKCUT, ITPOCTATUT, OPXHUT, SIUIUIUMUT ot 2x500 mr
I'onopes

SKCTpareHuTajabHas, 1x500 mr
0CTpasi, HEOCIOKHEHHAS

Huapes 2x500 mr
Hpyrue undexipn (cM. pazaen 4.1) 2x500 mr
Jlerounast (hopma cuOMPCKOH 53BBI (JIedeHHE U TpodrnakTrka) | 2x500 mr
[MpodunakTruka nHBa3UBHBIX HH(MeKIUH, Be3BaHHBIX Neisseria|1x500 mr

IIpooonsicumenvrocms mepanuu

HpO}IOJ’DKI/ITeJ'II)HOCTB JEUYCHUs 3aBUCUT OT TAXKECTU 3360J’IGBaHI/I$I, KIMHHUYECKOIO H

6aKTepI/IOHOFI/I‘-ICCKOI‘O KOHTPOJIA. Baxwno npoaoJKaTb JICUCHUC CHUCTEMATUYCCKH, HC MCHEC

3 JHEH mociie UCYE3HOBEHUS JINXOpAaAKH W APYTUX KIIMHUYCCKUX CUMIITOMOB.

Cpeanm MPpOAOJIKUTCIIBHOCTD JICUCHUA!

e | 1eHb NpU OCTPOM HEOCIOKHEHHOW TOHOPEE U LIUCTUTE;

e 510 7 aHeH npu UHQEKIUIX TOYEK, MOUEBBIBOAIIUX MTyTeH, OPraHOB OPIOIIHOM MOJIOCTH;

®  BECh MEPUOJ HEUTPOTICHUH y TTAIIMEHTOB C OCJIA0JIEHHBIM UMMYHHUTETOM;

e ot 7 1o 14 gHeil npu Apyrux WHGEKIHSIX.

[pu nndexumsx, Beizanubix Chlamydia spp., nedenue cnenyer npogomkars He MeHee 10 THEH.

IIponyck do3vl

B cnyuyae mpormycka 1036l Ipenapata clielyeT NPUHATh MPOMYIIEHHYIO 103y B JII000€ Bpemsi, HO

HC ITO3JHEC, YEM 3a 6 yacoB A0 3allJIaHUPOBAHHOTO BPEMCHU IMPpUCMa CHGI[yIOIJ.IGfI no3bl. Eciu o

IIpHeMa CIEAYIOLIEH 103bl OCTAIOCh MEHEE 6 4acOB, IPOMYIIEHHYIO 103y IPUHUMATh HE CIIELYET;

JICYCHUC CJICAYCT HPOAOJIKUTL B COOTBCTCTBUM C HA3HAUCHUCM C IpUCMa CJ'IC,Z[yIOH.IGfI
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3alulaHMpPOBaHHOW 1103bl. He crnemyer mnpHHUMATh ':%Gﬁm: Ei{'bggﬂh}fk: I'BBE'I‘H)TIIIIJ :IHI/IH

IIPOITYLICHHOW JTO3BI.

Oco0nlie T'PYHOIIbI TAIMEHTOB

Tayuenmor nodxcunoeo 6ospacma

[TaruenTamM MOXWIIOrO Bo3pacta (crapmie 65 7neT) ciuemayeT Ha3HadaTth Oojiee HU3KUE 03Bl
nunpoIoKcalliHa B 3aBUCHUMOCTH OT TSDKECTH 3a0O0JieBaHUST M TIOKa3aTellsd KIIMpeHca
KpEeaTHHUHA.

Tayuenmo ¢ Hapywenuem yHKyuu novex

Tabmuua 2. PekoMeHayemble 1036l IS MAMEHTOB C MTOYEYHOM HEJOCTaTOYHOCTHIO

Kmupenc kpeatnanna | KpeaTwHuH mia3msl MakcumasnbHas CyTouHasi J103a
(v/mun/1,73 M%) (mMr/100 wmur) nunpodIoKcanuHa Ipy MepopabHOM IIPUEME
ot 30 o 60 or 1,4 101,9 Maxkcumansao 1000 mr
aumxke 30 >2,0 Makcumansuao 500 mr

HGMMEHmbl C NOYeYHoU HeQOCMAmMoO4YHOCIbIO HA 2eMOOUANU3E

1. Tlpu ximmpence kpeatmnmHa oT 30 mo 60 mu/mun / 1,73 M2 (yMepeHHas TmoueyHas
HEIOCTaTOYHOCTh) WJIM €r0 KOHIEHTpamuu B Iuia3me kpou oT 1,4 mo 1,9 mr / 100 mn
MaKcUMaJibHas IepopaibHas A03a unpodiiokcanmaa 1omkHa coctasiaste 1000 Mr B CyTKH.

2 Tlpu xmupence kpeatunmHa 30 mu/mun / 1,73 M2

U MeHee (TsDKenas TModYeyHas
HEJOCTAaTOYHOCTh) WJIM €r0 KOHIIEHTpAluu B mia3Me kpoBu oT 2 mr / 100 mu umm Goree,
MaKCcUMaJIbHas epopalibHast 103a IunpodiiokcanHa 10nkHa coctaBiath S00 mr B cyTku. B
JTHU TIPOBEACHHSI TeMOJWAIN3a IUNPOQIOKCAIIMH MPUHUMAOT TIOCIEC OCYIIECTBICHUS
pOLEeTypPHI.

AM6VJZam0DHbl€ nayuernmsl C noYyeyHou Hedocmamquocmbfo, Haxoo0suuecsa na Henpepvle6HOM

nepumoHneajilbHoM ouanusze

MakcumanbHasi CyTouHas 103a UnpodIiokcaHa T10bKHa cocTaBsaTh S00 Mmr.

Tayuenmsi ¢ Hapywenuem QyuKyuu neveHu

Koppekuust 10361 HE TpeOyeTcs.

Tayuenmsl ¢ Hapywenuem GyHKYUU no4ex u nevenu

PesxxuM 103upoBaHMs aHAIOTHYEH OMUCAHHOMY B IYHKTE «llayuenmsl ¢ HapyuieHuem @ynkyuu
nouex.

JleT’ HOaAPOCTKHA

IIpodondicumenvrocmo neyenus
Jlns ;edeHust OCIIOKHEHHMH MYKOBHCIIMIO03a JIETKHX, BBI3BaHHBIX Pseudomonas aeruginosa

(y mereit ot 5 1o 17 neT), NpoAOIKUTEIHHOCTE Tepanuu coctanisier 10—14 gHeid.
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Pesrxcum oozuposanus

Tabmuua 3. Pekomenayemas cyrounas no3a npenapata Llunpodnokcannn Dxouudos, Tabierky,

HOKPBITHIE TUIEHOYHOU 000104Koi, S00 Mr asst nereit

[Tokazanus CyrouHas 103a nunpodaokcanta (Mr)

Nudexnun npu GuOpUHOKUCTO3HOH | 2x20 MI/Kr Maccel Tena (MakcumainbHas 1o03a 750 mr*)

JiereHepanuu (MyKOBHCIIHI03€)

Jlerounast ¢opma cuOupcKoil s3BBI | 2X15 Mr/kr mMacchl Tena (MakcumaibHas jgo3a 500 mr)

(TTOCTKOHTAKTHOE BO3/CHCTBUE)

* — B 3TOM cllydae IPUMEHSIOTCS Ta0JIeTKH NUITPOodIOKCcaIIHA B TO3UPOBKE 250 MT.
Hemu ¢ noueynoil HedoCmMamoyHOCMbIO U/ULU HAPYWEHUAMU QYHKYUU neyeHu
PesxuM 03upoBaHus y eTel ¢ HAPYIICHUSAMU (PYHKIIUI [TOYEK U MIEYCHHU U3YUYCH HE ObLI.

Pexxum 103upOBaHUS IIPH JIETOYHOU (hopMe CMOUPCKOU s13BBI (JieyeHne U MPOQMIIAKTHKA)

Pexxum nozupoBanus — cMm. Tabnuny 1 u Tabnuiy 3. [lpuem npenapata cienyeT HaYMHATH Cpa3y
MOCJIe TIPEIITOJIaracMOro MK MOATBEPKACHHOTO HHpUIupoBanus. OO0IIas Mpo 0KATETBHOCTh
npuemMa umnpodIiokcanHa npu JeroyHor Gpopme cuOUPCKOi A3BbI cocTaBisaeT 60 qHEH.

Cnoco0 IIPUMCHCHUA

Tabnerku ciemyer MpUHUMATh BHYTPb, HE3aBUCHMO OT IPHEMa IMUIIN, HE Pa3KeBbIBas, 3aITUBas
HEOOJIBIIUM KOJMYECTBOM XUAKOocTU. Ecnu mpenapar npumeHsieTcsl HaToOUIak, JecTBYyrolee
BEIIIECTBO BcachiBaeTcsi ObicTpee. B 3TOM ciydae TabieTKu HE ClieAyeT 3alluBaThb MOJIOYHBIMU
IPOAYKTaMH WM HAIUTKaMH, 0OOTAIlleHHBIMU KaJbIIMeM (Hampumep, MOJIOKO, HOTYpT, COKU C
MOBBILICHHBIM COZepKaHUeM Kaiblus). Kanbiuii, cogepxamuniics B 0ObIYHON MHUILE, HE BIUSAET
Ha BCachIBaHUE LUIPODIOKCALUHA.

Ecnu M3-3a TSAKECTH COCTOSHUA WM 110 WHBIM INPUYHMHAM IALMEHT JUUIEH BO3MOXKHOCTHU
OpUHUMATh  Ta0JIETKH, €My pPEKOMEHAYEeTCS TPOBOAMTH IApPEHTEPAIbHYIO0  TEeparuio
MH(QY3UOHHBIM PAaCTBOPOM IMUMNPOQIIOKCALIMHA, a TMOCJE YJIYYIIEHUS COCTOSHUS NEpelTH Ha

npueM TabJIeTUPOBAHHOM (POPMEBI Ipermapara.
4.3. IlpoTuBONOKa3aHUS

e [unmepuyBCTBUTENBHOCT, K LUNPOQIIOKCAIIMHY WJIM JPYyrUM IpenaparaM W3 TPYIIbI
(TOPXUHOJIOHOB, WIH K JIIOOOMY U3 BCIIOMOTaTENIbHBIX BEIECTB, IEPEUUCIICHHBIX B pa3zene
6.1.

e OnHOBpEeMEHHOE MpPUMEHEHHE NMMNpPOQUIOKCcalliHAa M TH3aHWAMHA H3-3a KIMHUYECKU
3HAYUMBIX NMOOOYHBIX A(P(EKTOB (THIOTEH3HsI, COHJIUBOCTH), CBSI3aHHBIX C YBEJIHYEHHEM

KOHIICHTPAILIMK TH3aHUIMHA B TUIa3Me KpoBH (cM. pasnen 4.5).
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HIOKa3aHUsIM, KpOMe TepalliK OCJIOKHEHHH, BBI3BaHHBIX Pseudomonas aeruginosa, y aereii ¢
MYKOBHUCIIHIO30M JIETKUX (TIPOTHBOIIOKA3aH y AeTel 10 5 JIeT), a TakxkKe I MPOQUIaKTHKH
U JICYCHUS JIETOYHOM (POpMBI CHOMPCKON 5A3BbI (IPOTUBOIOKA3aH y ACTEH 10 5 1eT).

e bepemeHnHocts (cM. pazzaen 4.6).

e [lepuon rpynHOro BCKapMiIMBaHUs (CM. paznen 4.6).
4.4. OcoOble yka3aHHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NIPUMEHEHUH

C 0CTOPOKHOCTBLIO

e [Ipu 3a0oneBaHMSIX LEHTPAJIbHOW HEPBHOM CHUCTEMBI: SMMJENCUSA, CHHXKEHHE Iopora
CYJOpPOXKHOH TOTOBHOCTH (MJIM CYJIOpPOKHbIE INpUINAJKU B aHaMHeE3€), BBIPAKCHHBII
aTepoCKIepO3 COCYJOB TOJOBHOTO MO3ra, HapyLUIeHHE MO3rOBOIO KpOBOOOpAIIEHuS,
OpraHMYECKHEe NOPAKEHHsI TOJIOBHOI'O MO3Ta UM UHCYIIBT;

e TicMXHMYECKHue 3a00sieBaHus (Aenpeccus, CUxo3);

e  BEIpa)XECHHAs IMOYCYHAS U/WIN TIEUCHOYHAsT HETIOCTaTOYHOCTD;

®  [IOpaXEHHUE CYXOKWJINU IPU paHee IPOBOJAUBLIEMCS JICUEHUN XUHOJIOHAMH,

®  [OBBIIIEHHBIH PUCK yUITMHEHUS UHTepBaia QT Wiu pa3BUTHUS KETyA0UKOBON apUTMHHU THIIA
«nUpy3T» (HampuMep, CHHAPOM BpOXKACHHOro yiunHeHus uHTepBaia QT), 3aboneBaHus
cepauna (cepieyHas HEIOCTaTOYHOCTb, MH(APKT MHOKapjaa, Opaaukapaus), BOJHO-
AJIEKTPOJIUTHBIM ~ AucOaniaHc  (Hampumep, NpH  TUMNOKAIMEMHHM, THUIIOMarHueMuu),
OJIHOBPEMEHHOE NMPUMEHEHHE JIEKAPCTBEHHBIX IpernaparoB, yuiuHsommx uaTepsan QT (B
TOM uucie aHTHapuTMHuyeckue mnpenapatsl [A u III  kmacca, TpunuMKInYeckue
AHTHUJETPECCAHTHI, MAKPOJIUIbI, HEHPOJIENTHKH );

e  OJHOBpEMEHHOE IpHUMeHeHue ¢ nHruouropamu uzopepmentos CYP450 1A2 (B Tom uucie
T€O(UIUINH, METHJIKCAHTHH, KO(QEHH, IyJIOKCETHH, KIJIO3alMH, POMHHUPOJ, OJIAH3aIMH,
aroMesiaTuH);

e  MHUACTEHHUS gravis,

e JeHIHT TITIOK030-6-hochaTaeruaporeHassr,

e [pUMEHEHHE Y MAlMEeHTOB MOXKUIJIOr0 BO3pacTa;

® [IpUMEHEHHE y MAIMEHTOB C CaXapHbIM JTUabeTOM, MOITYYAOLINX COMYTCTBYIOLIYIO TEPAITUIO
NepOpPANbHBIMA ~ THIOTJIMKEMHYECKUMH  TpernaparaMud  (Hampumep,  IpernaparaMmu
CyIb(OHUIMOUYEBUHBI) UM UHCYIMHOM,;

® [pUMEHEHHE y MMalMEeHTOB C aHEBPU3MOMN aOPThI, C BPOXKACHHBIM IOPOKOM KJlaraHa cep/ua B

CEeMEITHOM aHaMHe3€, WIH y MalUeHTOB C JUAarHOCTUPOBAHHOW aHEBPU3MOW aopThl W/WIK
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PHCKa WM COCTOSIHUM, IPEAPACTIOaraloluX K pa3BUTHIO AHEBPU3MbI A0PThI JIU PACCIOECHHUS
AOpTHI, WM PErypruTalyu/HeOCTaTOYHOCTH KJAlaHa cepana (Hampumep, CHHIPOM
Mapdana, cunapom Inepca-/annoca, cunapom TepHepa, 6one3np bexuera, aprepuanbHas
TUIEPTEH3Us, PEBMATOUIHBIA apTPUT, COCYIUCThIe 3a00JIeBaHUA, TaKUe KaK apTEepPUUT
TakasCcy, TMIaHTOKJICTOYHBIA apPTEPHUMUT, IOATBEPKIACHHBIM aTepOCKIEPO3, CUHAPOM
Hlerpena, nH(EKUMOHHBIH SHIOKApAUT) (cM. pasnen 4.4).

Oco0ble yKkazaHus

Taxcenvie unpexyuu, cmapuiokokkosvle uHpekyuu U uHpexyuu,  00YClo8IeHHbIE
CPAMNONONCUMENLHBIMU U AHAIPOOHBIMU DAKMePUAMU

[Tpu neyeHuN TSHKETBIX HHPEKIHHA, CTa)UIOKOKKOBBIX HHPEKIMA 1 HHPEKITH, 00YCIIOBICHHBIX
aHa’pOOHBIMH  OaKTEepHUsIMH, UUNPO(MIOKCAIIMH CJIEAyeT HUCIOJIb30BaTh B KOMOMHAIIUU C
COOTBETCTBYIOIIMMHU aHTHOAKTEpUATbHBIMU MpenapaTaMu.

HUnghexyuu, obycnosnennvle Streptococcus pneumoniae

[Ipenapat He peKOMEHAYETCs MPUMEHSATH Il JiedeHus: nH(peKuni, BbI3BaHHBIX Streptococcus
pneumoniae, u3-3a ero orpaHu4YeHHON 3 HEKTUBHOCTH B OTHOIIICHUH BO30YTUTEIS.

Hnghexyuu nonosvix nymeii

[Mlpy reHuTANBbHBIX HHOEKIHAX, MPEANOIOKHUTEIBHO BbI3BAaHHBIX InTamMmmamu Neisseria
gonorrhoeae, pe3ucTeHTHBIMH K (DTOPXHMHOJNIOHAM, CIEIYeT YYUTHIBATh HMHPOPMAIMIO O
JIOKAJIbHOM PE3UCTEHTHOCTH K IUOPOQIIOKCAMHY H TMOATBEPkKAATh YYBCTBUTEIHHOCTH
BO30yauTelNs 1a00paTOPHBIMHU TECTAMHU.

Hnghexyuu mouesvieoosiuux nymetl

YcroitunBocTh K propxunoionam Escherichia coli, Hanbonee pacpocTpaHeHHOTO TATOrEHHOTO
MUKPOOPTaHU3Ma, BBI3BIBAIOIIETO NH()EKIIMY MOYEBBIBOSIIMX MTYTEH, BAPbUPYET B 3aBUCUMOCTHU
or peruoHa P®. [lpu HazHayeHHH PEKOMEHAYeTCS MPUHUMAaTh BO BHUMAaHHUE JIOKAIbHYIO
pacnpocTpaHeHHOCTh pe3uctenTHocTH Escherichia coli k ¢propxunomonam.

Amnespusma u paccinoenue aopmuol, pe2ypumayusi/HedoCcmamoyHocms KIanana cepoya

[To maHHBIM PMUIEMUOTIOTHYECKUX HCCIEIOBAaHUIN COOOIIAIOCh O MOBBIIICHHOM PUCKE Pa3BUTHUS
AQHEBPHU3MBI A0PTHI U PACCIOCHUS A0PThI, OCOOCHHO y MAIMEHTOB MOKHIIIOTO BO3PACTa, a TAKKe
pETypTUTAIMHA a0PTATFHOTO W MUTPAIILHOTO KIIAIIAHOB TIOCIIE MPUMEHEHHS (PTOPXHHOIIOHOB. Y
MAIUEHTOB, MOJMYYaBIIMX (DTOPXUHOJOHBI, OBUTH OTMEUYCHBI CIIy9aW Pa3BHTHS aHEBPU3MBI U
paccioeHus a0PThI, HHOT/Ia OCJIO)KHEHHBIX Pa3pbhlBOM (B TOM YHUCIE C JETAIbHBIM HCXOJOM), a
TaKXe PerypruTaliy/He0CTATOYHOCTH JIF000T0 M3 KIIanaHoB cepana (cM. pasnen 4.8).

B cBs3u ¢ 3TUM, (TOPXHMHOJOHBI CIEAYyeT NMPUMEHATH TOJBKO TOCJIE THIATEIHHOW OICHKH

COOTHOUIEHUS TMOJb3a-PUCK M PACCMOTPEHUS IPYIrUX BapUAHTOB TEpaluu y NALUEHTOB C
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NAlMEeHTOB C JMAarHOCTUPOBAHHOM aHEBPU3MOM aopThl W/MIM PACCIOCHHEM aOpThI, WU
3a0o0JeBaHMEM KIalaHa ceplua, WIK NpU HATUYMU JPYTUX (PAKTOPOB PUCKA MM COCTOSHHIA,
IIpeIpacIonaralouiux K pa3BUTUIO:

- KaK aHeBPU3MBbI U PACCIOEHUS aOPThl, TAK U PETypruTallMi/HEAOCTATOUHOCTH KJIallaHa cepaia
(HanpuMmep, 3a00JIeBaHUS COCTUHUTEIBHON TKaHH, TaKHe Kak CHHIpoM MapdaHa uim CuHAPOM
Onepca-Jlannoca, cunapom TepHepa, Oone3nb bexuera, aprepuaiibHas THICPTEH3USA,
PEBMATOMIHBIN apTpPUT);

WIH JOTIOJTHUTEIIBHO:

- @aHEBPU3MbI U PacCIOCHMS a0pThl (HAIIPUMEpP, COCYIUCThIE 3a00JIEBaHUs, TAKUE KAK apTEpUUT
TakasiCy, THTaHTOKJIETOYHBIA apTEPUUT, TTOATBEPKICHHBIN aTepockiiepo3, cunapom lllerpena);

- perypruTaliuu/HeIOCTaTOYHOCTH KIlanaHa cep/aua (Hanpumep, HH(OEKLMOHHBIN SHI0Kap/INT).
Puck pa3BuTHs aHEBPU3MBI U PACCIOEHHS a0PThI, a TAKXKE UX pa3pbiBa MOXKET OBbITh MOBBILIECH Y
ITALEHTOB, OJTHOBPEMEHHO IIOJIYYAIOIIUX CUCTEMHBIE IIFOKOKOPTUKOCTEPOUIBI.

B cimyuae mosiBneHus BHe3amHOW OONM B JKMBOTE, I'PYIM WM CHHHE IallMEHTaM CJeIyeT
HEMEJUIEHHO 00paTUThCs K Bpady B OT/IE€IEHUE HEOTIIOKHON TTOMOIIH.

[TanuenTam cienyeT peKOMEHA0BaTb HEMEIJIEHHO OOpaTUThCS 3a MEIUIMHCKON MOMOIIbIO B
Cly4yae IIOSIBIICHUS OCTPOM OJBIIIKH, BIEPBbIE BO3HHUKUIETO OIIYUICHUS Y4YaIlEHHOI'O
cepAneOneHNs WM Pa3BUTHUS OTEKA )KUBOTA WIIM HIDKHUX KOHEYHOCTEH.

Hapywenus co cmoponul cepoya

[unpodokcaiin  oka3piBaeT BiMsHHE Ha yaauHenue uHTepBada QT (cm. pasmen 4.8).
VYuurtsiBas, 4To IS )KEHIIUMH XapaKTepHa 00JIbIlask CpeHss IPOAOLKUTENbHOCTh HHTepBaia QT
[0 CPaBHEHHUIO C MY)XUYMHaMH, OHM OoJyiee YYyBCTBUTEIbHBI K IIperaparamM, BbI3bIBAIOLIIM
yanuHenue uHTepBana QT. YV DNOXWIBIX NAMEHTOB TakKe OTMEYAeTCsl IOBBIIICHHAS
qyBCTBUTEIBHOCTD K JIEHCTBUIO MIPENAPATOB, BbI3bIBAaIONINX yayinHeHue untepsana QT. Crnenyer
C OCTOPO’KHOCTBIO MPUMEHATH HUIPO(IOKCAIMH B KOMOMHALINY C MTpenapaTtaMu, YUIMHAIOMUMU
untepsan QT (Hanpumep, anHTuapuTMuueckumu npenaparamu [A u Il knacca, TpUIMKINYECKUMU
aHTHUJETPECCAaHTaMH, MAaKPOJIMIaMH ¥ aHTUTICUXOTUYECKUMHU Ipernapartamu) (cM. paszaen 4.5), unu
y NAIMEHTOB C NOBBILIEHHBIM PUCKOM yAIUHEHUS nHTEpBana QT uinu pa3BUTUS apUTMUH 110 TUITY
«uapy3T»  (HampuMep, C  BpPOXKIEHHBIM  CHUHApOMOM  y[iuHeHus wuHTepBama  QT,
HEKOPPEKTUPOBAHHBIM  AMCOATaHCOM  JJIEKTPOJIMTOB  (Hampumep, IMpH  THIOKAJTHUEMUH,
THIIOMarHueMus1), a TaKXKe ¢ TAKUMH 3a00JICBaHUSIMH CEp/IIa, KaK cepledHasi HeJJOCTaTOYHOCTb,
UHpapKT MUOKapa, OpaguKap/Ius).

Funepqyecmeumeﬂbuocmb
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THIIEPUYBCTBUTENIBHOCTD K Ipenapary (cM. pasaen 4.8), B TOM Yuciie aliepruieckiue peaKiium, o
4YeM CJIEeAYyeT HEMEUIEHHO COOOLIUTh Bpauy. B penkux ciydasx mocie HepBOro IpUMEHEHUs
MOTYT BO3HHMKHYTh aHa(UIAKTUUYECKHE PEaKIUU BIUIOTH 10 aHA(PHUIAKTUYECKOro IIoKa. B 3Tux
CIy4asiX MpUMEHEHHEe UUIpo(dIOKCcallMHA CIIeyeT HEMEUICHHO MpPEKpaTUTh U IPOBECTU
COOTBETCTBYIOILIEE JICUEHUE.

Kenyoouno-Kuuieynviii mpaxkm

[Tpy BO3HUKHOBEHUHU BO BpeMsi WM MOCIIE JIEYSHHsI LIUTTPO(IOKCAIITHOM TSKENION U ATTUTENbHON
IUaped cleAyeT HWCKIIOYUTh JUarHo3 IICeBIOMEMOpPaHO3HOIO KOJIUTA, KOTOPBIA TpedyeT
HEMEIJIEHHOW OTMEHBI Ipenapara M Ha3HAu€HUs COOTBETCTBYIOLIETO JIEYEHMs] (BaHKOMUIIMH
BHYTpb B J103¢ 250 mr 4 pasa B cyTku). B maHHOM cuTyauuu npOTHMBONOKAa3aHO INPHUMEHEHUE
JIEKapCTBEHHBIX MPENapaToB, MOAABISIONINX TEPUCTATBTUKY KUIICYHUKA.

T'enamobunuapnas cucmema

[Tpu npuMeHeHnH TUTTPOQIIOKCAIIMHA OTMEYAIMCH CIIydar HEKPOo3a MEYSHU 1 KU3HEYTPOKArOIIeH
NIEYEHOYHON HejocTtaToyHocTU. [Ipu Hanmuuuum cienyromux MPU3HAKOB 3a00JIeBaHUS MEUEHHU,
TaKUX KaK aHOPEKCHs, JKeJITyXa, Moua TEMHOTO IIBETa, KOXHBIA 3y, OOJIE3HEHHBIN >KUBOT —
npueM UNPoQIIOKCAlIMHA CIIIYeT MPeKpaTuTh (M. paszen 4.8).

VY manueHToB, NPUHUMAIONMX IHUITPOGIOKCAIIMH ¥ NepEeHECIInX 3a00JIeBaHUE MEUYECHH, MOXKET
HA0JII0/IaThCSI BPEMEHHOE IOBBIILIEHUE aKTUBHOCTU «II€YEHOYHBIX» TPAaHCAMHHA3 M LIEJIOYHOMN
docdaTazpl WK XosecTaTuYecKas KeaTyxa.

Taoicenas muacmenust

[TaniuenTam ¢ TsHKENONW MUACTEHUEH CllelyeT MPUMEHSThH npemnapaT Llunpodaokcannn Dxorudon
C OCTOPO’KHOCTBIO, TAK KaK BO3MOKHO 00OCTPEHUE CHMIITOMOB.

Tenounum u paspvié cyxoxncunus

[Tpu mepBbIX NpH3HaKaX TeHAWHUTa (OOJE3HEHHBIH OTeK B 00JacTH CycTaBa, BOCHAJICHHE)
HEOOXOMMO Pa3rpy3UTh MOPAKEHHYI0 KOHEYHOCTh, M30eraTh 000N NuITHEH (Qu3nuecKon
aKTUBHOCTH U MpUMeHeHue npenapata Llunpoduokcanun Dxouundon ciaenyer npeKkparuTb, Tak
KaK CYILIECTBYET PUCK pa3pbIBa CYXOXXWJIMs, a TaKke HEOOXOJUMO MPOKOHCYJIbTHPOBATHCS C
BpayOM.

[Tpu mpueme npenapata Llunpoduokcanun Jxonudos MOTyT OTMEUAThCs Clydyaud TEeHIUHUTA U
pa3pbiBa CyXOKMWIHH (IPEUMYILIECTBEHHO aXHJIJIOBOTO CYXOXKHIINS) HHOT1a OUIaTepaibHO, YKE B
TeueHue NepBbIX 48 yacoB mocie Havajga Tepanuu. OnucaHbl cioydad, KOTOpPbIE BO3HHKIU B
TE€UYEHUE HECKOJIbKMX MECSIEB Mocie mpeKpalieHus yedenus (cm. pasaen 4.8). Puck pa3Butus

TEHAWHOIIaTHUU MOXKET OBITH ITOBLIIIIEH Y NOXUJIBIX MAIMEHTOB BO BPEMA CUJIBHOM (bHSquCKOfI
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MNAIMEHTOB C IOYEYHON HEJOCTATOYHOCTHIO WJIM NIOCIIE TPAHCIUIAHTALUU COIMIHBIX OpPraHoB.
[Tpenapat Llunpodnokcannn Dxouudoi cieayeT NPUMEHITh ¢ OCTOPOKHOCTBIO Y HAallMEHTOB,
UMEIOLIMX B aHaMHEe3€ YyKa3aHUs Ha 3a00JeBaHUS CYXOXKWIUH, CBA3aHHBIE C IPUEMOM
(TOPXHUHOJIIOHOB.

Cyoopoeu

[Tpenapat Lunpodokcanmnn Dxoundoil, Kak u Apyrue GTOpXUHOIOHBI, MOKET IPOBOLUPOBATH
CYJIOpOTH ¥ CHHXKATh MOPOT CYI0POKHON TOTOBHOCTH. [laninenTam ¢ snuierncuei 1 nepeHecunm
3aboneBanuss [ITHC (mampumep, cHmKeHHE TOpora CyIOpPOKHOM TOTOBHOCTH, CYIOPOKHbBIE
NPUTIAJAKK B aHaMHe3e, HApYIICHUS MO3TOBOTO KPOBOOOPAIIECHHUS, OPraHUYECKHUE IMOPAKECHUS
TOJIOBHOTO MO3Ta WJIM MHCYJIBT) B CBSI3U C YIrpO30H pa3BUTHS MOOOYHBIX PEAKIUN CO CTOPOHBI
[MHC, uunpoduiokcanu cienyer HPUMEHATh TOJBKO B TeX CilydasX, KOTJa OXKUIAeMbIN
KIUHUYECKH 3¢ (deKT NpeBOCXOAUT BO3MOXKHBIM PHCK pa3BUTUA MOOOYHOTO JEHCTBHS
npernapara.

[Tpu mpumenenun npenapara [umpoduiokcanua Dkorudosl coodmaIoch 0 CaydasXx pPa3BUTHUS
SMUICNTHYECKOro craryca (cm. pasgen 4.8). Ilpu BO3HHUKHOBEHHH CYJIOPOT MPHUMEHCHUE
mpernapara cieayeT NPeKpPaTUTh.

Icuxuueckue peakyuu

[Icuxuueckre peakiMu MOTyT BOZHUKHYTh JIaXKe IOCJIE NEPBOr0 MPUMEHEHHUS] PTOPXUHOJIOHOB,
BKItoyasg npenapar Lunpodnokcaumn Oxouudon. B peakux ciaydasx genpeccus WIH
NICUXOTUYECKHUE PEAKIIMM MOTYT IIPOIPECCUPOBATh 10 CYWLHUJAIBHBIX MBICIEH U CYHIUAAIbHBIX
HOMBITOK, B TOM YHCJIE 3aBepIIeHHbIX (CM. pa3nen 4.8). B ciydae pa3BuTHs y NalMeHTa KaKnuX-
a1n60 TOOOUYHBIX 3(P(PEKTOB B OTHOIIEHWU IIEHTPAJIbHONW HEPBHOM CHCTEMBI, B TOM YHCIIE
NICUXUYECKUX PacCTPOHCTB, HEOOXOAMMO HEMEAJIEHHO OTMEHMUTh mpenapar Llumpodriokcanun
OKkonudoia 1 HayaTh COOTBETCTBYIOIIYIO Tepanuio. B aTHX citydasx pekoMeHyeTcst nepeiiTu Ha
TEpanuio IpyruM aHTUOMOTUKOM, OTIMYHBIM OT (PTOPXHUHOJIOHOB, €CIIM 3TO BO3MOXKHO.
Iepughepuueckas netiponamus

VY mnanueHToB, MNpPUHUMAIOMUX (TOPXMHONOHBI, BKIO4as mpenapat Lunpodnokcanun
OKouQo1, 0OTMEYAINCh CIIy4au CEHCOPHON MIIM CEeHCOMOTOPHOM MOJMHEHpOnaTuu, TMIecTe3uH,
nu3ecte3un unu cinaboctu. [Ipm BO3HMKHOBEHHMH TaKMX CHMIITOMOB, Kak O0Jib, MKEHHE,
MOKaJIbIBaHUE, OHEMEHUE, CIIa00CTh, MAIUEHTaM cleAyeT IPOMH(OPMUPOBATH Bpaya MPexe, YeM
IIPOJOJDKUTH IPUMEHEHHE IIpeTapara.

JHucenuxemus

Kak u B cnyuae ¢ apyrumu (TOpXMHOJIOHAMH, NPU MPUMEHEHUH HUMPOdIOKCcAIMHA BO3MOXKHO

HN3MCHCHHUEC KOHICHTPAlHWKU T'JIFOKO3bI B KPOBH, BKIIOYasd T'MIIO- U THINCPTIMKEMHIO. Ha (1)0He
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BO3pacTa M TAlMEHTOB C CaxapHbIM JHA0ETOM, MOJYYAIOUIUX COMYTCTBYIOIIYIO TEpPAIUio
nepopabHBIMU THITOTIIMKEMHYECKUMHU npernapaTamu (mampumep, npenapaTamu
CyJIb(OHUIMOUYEBUHBI) MM HHCYAMHOM. [Ipu mnpuMeHeHMM UIMIpPO(IOKCAMHA Yy TaKUX
NAlMEHTOB BO3pPAcTaeT PUCK PA3BUTHUS I'MIIOTIIMKEMHUH, BILJIOTh JIO THIOITIMKEMHYECKOM KOMBI.
Heo6xoanMo nHGOpMHUPOBATH MAUEHTOB O CUMIITOMAX TUIOTTIMKEMHUH (CITyTaHHOCTh CO3HAHMS,
TOJIOBOKPY)KEHHUE, «BOJYHIN» alETUT, TOJIOBHAS 00Jb, HEPBO3HOCTb, OLIYIIEHUE CepALCONCHUS
WIN yYalleHHUe I1yJibca, OJIEHOCTh KOXKHBIX ITOKPOBOB, MCIIAPHHA, IPOXb, ciabocTh). Eciau y
NalMeHTa pa3BUBACTCA TMIIOIIMKEMMs, HEOOXOIUMO HEMEUIEHHO NPEKpaTUTh JIeYeHUe
UNPO(IOKCAMHOM M HayaThb COOTBETCTBYIOLIYIO Tepamuio. B 3Tux ciyyasx peKoMeHIyeTcs
HNepeiTH Ha Tepamnuio APYIrMM aHTUOMOTHKOM, OTIMYHBIM OT ()TOPXHWHOJOHOB, €CIH 3TO
BO3MOXkHO. [Ipu npoBeneHun jiedeHus: HUNPO(IOKCALUHOM y MAMEHTOB MOXHUIIOT0 BO3pacTa, y
HAlMEHTOB C CaXapHbIM JUA0ETOM PEKOMEHAYETCs TIIATEIbHbI MOHUTOPUHI KOHIEHTPALUU
TJIFOKO3BI B KPOBH.

Kooicnvie noxpogul

[Ipu npumenenun npenapata Lunpoduiokcarma Okonu@oa MOXET BO3HUKHYTb PEaKIMs
¢doroceHcMOMIM3aMY, MO3TOMY MalUMEHTaM cjeayeT H30eratb KOHTaKTa C MPSMBIMU
COJTHEYHBIMHU JIydaMH U YJIbTPa(HOIETOBHIM CBETOM. JledeHue cienyer HpeKpaTuTh, eCiu
HaOJIOMAI0TCS CUMITOMBI (POTOCEHCHOMIM3AaUUU (HAIpUMep, M3MEHEHHE KOXKHBIX TOKPOBOB
HAIIOMHHAET COTHEYHBIC 03KOTH, CM. pazzen 4.8).

Cucmema yumoxpoma P450

W3BecTHO, uTO UMIPO(IOKCAIUH SBISIETCS YMEPEHHBIM HHTUOMTOPOM H30(EpMEHTOB
CYP450 1A2. Criegyet co0Ir01aTh OCTOPOIKHOCTD TIPY OJHOBPEMEHHOM MPUMEHEHHUH MpernapaTa
[Munpodnokcannn Dxouudoa W OpernaparoB, KOTOPble METAO0ONIMU3UPYIOTCS JaHHBIMU
n30(epMEHTaMH, TaKUX Kak TEO(QWIIMH, METWIKCAHTUH, KO(EHH, TYIOKCEeTHH, POIMMHUPOI,
KJIO3aIlMH, OJIAH3aIlMH, arOMeJIaTHH, TaK KaK YBEIWYCHHE KOHIICHTPALMH JTUX IPErapaTtoB B
11a3Me KpoBH, 00YCIOBIEHHOE MHTUOMPOBAHUEM MX METa00IM3Ma LUIIPO(IOKCATUHOM, MOXKET
BBI3BaTh CHEIM(PUUECKIE HeXeTaTelbHbIe PEaKIIUH.

Hnumenvrule, uHeanuousupyowue U NOMeHYUAIbHO HeoOpamuMble cepbesHble HedcelamebHble
peaxyuu

OdyeHp peakue clydyad JIUTENbHBIX (IMPOAOJIKAIOIIUXCS HECKOJIbKO MECSIEB WU JIET)
UHBAIMAMZUPYIOIMX M TOTEHIHATbHO HEOOPAaTUMBIX CEphE3HBIX HEXKENIATeNbHbIX PpEeaKIHi,
BIIMSIOIIMX HA pa3jMyHble (MHOT/Ia HA MHOKECTBO) CUCTEMBI OpraHu3Ma (OIOpHO-/IBUTaTEIbHbIN
amrmapar, HepBHYIO CHCTEMY, ICUXHUKY W OPTaHbl UyBCTB), OBUIM 3apETUCTPHUPOBAHBI y TIAIIMEHTOB,

MOJIy4JaromunuXx XWHOJIOHBI U (I)TOpXI/IHOJ'IOHI)I, HE3aBUCHUMO OT HMX BO3pacCTa U PAHEC MMCBUIUXCA
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NEPBbIX MPU3HAKOB MM CUMIITOMOB JTI000i1 cepbe3HOI HeXenaTeIbHON peakiui U 00OpaTUThCS K
Bpauy.
Bo wu3bexanue pa3BUTUS KPHUCTAUIYpUU HEIOMYCTUMO IMPEBBIICHHE PEKOMEHI0OBAaHHOU
CYTOYHOHM [103bI, HEOOXOJUMO TaKXKE€ JIOCTATOYHOE MOTPEOJCHHE XKHUAKOCTU M MOJAJIEpiKaHue
KHCJION PEAKLUU MOYH.
B ycnoBusix In Vitro munpoguiokcauH MOXKET MellaTh 0aKTepPHOJIOTHYECKOMY HCCIISIOBAHUIO
Mycobacterium tuberculosis, momasJisist ee pocT, 4TO MOYKET MIPUBOAMTH K JIOKHOOTPUIATEIBHBIM
pe3yipTaTaM MpU JAMATHOCTUKE JAHHOTO BO30OyIUTENs Yy TMAlMEeHTOB, MPUHUMAIOLINX
UIPO(IOKCAIIHH.

eTu
bbuto ycraHoBi€HO, UTO HMUIPOQIIOKCALMH, KaK U JIpyrHe Mpenaparbl 3TOr0 Kiacca, BbI3BIBAET
apTPOMNAaTHIO KPYIMHBIX CYCTaBOB Y >KMBOTHBIX. [Ipy aHanu3e cymiecTBYIONIMX HA CETOMHSAIIHUN
JICHb JIAaHHBIX 0 0€30MMACHOCTH MTPUMEHECHUS ITUTIPO(IIOKCaMHA y AeTei 10 18 jreT, 60IbITMHCTBO
U3 KOTOPBIX UMEIOT MyKOBUCITH/I03 JIETKHUX, HE YCTAHOBJICHO CBS3HM MEXKIY IMOBPEKICHUEM XSl
WM CYCTaBOB M MpUEMOM mpenapara. He pekoMmeHyercs npuMeHsITh TUIpoQIOKCalUH Y 1eTel
JUTSL JIGYSHHs] APYTUX 3a00JieBaHUM, KpOME JICUCHHs] OCIOKHEHUI MYKOBHCIHJI03a JETKHX (y
nereit ot 5 o 17 ner), cBsa3anHbIx ¢ Pseudomonas aeruginosa u Juis JieueHus U MPpOPHUIAKTUKA
JICTOYHOU (OPMBI CHOMPCKOH SI3BHI (ITOCIIE TPEIIONAraeMoro WK JTOKa3aHHOTO HH(UITUPOBAHUS

Bacillus anthracis).

4.5. B3aumopeiicTBUsI ¢ JAPYTUMH JIEKAPDCTBEHHBIMHM NpenapaTamMM M Jpyrue BH/bI

B3aUMO/1eCTBUA

Jlexapcmeennvie npenapamul, vizviearowue yorunenue unmepsana QT

Crnenyer co0ar01aTh OCTOPOKHOCTh NPH OJJTHOBPEMEHHOM NMPUMEHEHUH IUNpPOodIIoKcalnHa, KaK
U APYruX (PTOPXMHOIIOHOB, HAIMEHTaM, MTOJIyYaroIIUM JIEKapCTBEHHBIE TPENapaThl, BEI3bIBAIOLIHE
yanuHeHue uarepBasia QT (Hampumep, aHTHApUTMHUECKHE MTpenapaThl kiacca [A

wim  knacca I, Tpunmkinyeckue aHTUAENPECCAHTB, MAKpPOJMJIbI, HEHPOIETITUKH)
(cM. pasnen 4.4).

Obpazosanue xenamuulx coeOuHeHUl

OpnHoBpeMeHHBIN MpHeM Tal0JIeTUPOBAaHHBIX (opM HUMPO(GIOKCAIMHA U KaTHOH-COJAEPKaIINX
MpenapaToB, MUHEPATbHBIX J00aBOK, COJAEpIKAIIMX KaJIbIIMK, MarHui, aJlOMHUHUHU, >Kele30,
cykpasib(aTa, aHTALMUIOB, IMOJUMEPHBIX (ochaTHBIX coeIWHEHHMH (TakuX Kak ceBesamep,
KapOOHAT JaHTaHAa) W IpernaparoB C OoybLION Oy(hepHOH eMKOCThIO (TakMX Kak TaOJleTKu

TUAHO3WHA), COJEPXKAIUX MArHWid, QIIOMHHUNA WIM KaJbIMM, CHIKAET BCAChIBAaHUE
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DTO OrpaHWYEHHE HE OTHOCUTCS K JIEKAPCTBEHHBIM IIpermapaTaM, MPUHAMICKAIUM K KIIacCy
6s10kaTopoB H2-rrcTaMUHOBBIX PELETITOPOB.

Ipuem nuwu u MoI0YHBIX NPOOYKMOE

Crnenyer u3beratb OJJHOBPEMEHHOTO MPUMEHEHHS MUMPOQIIOKCAIITHA U MOJIOYHBIX MPOIYKTOB
WIM HAlWTKOB, OOOTAIICHHBIX MHHEpaJiaMd (HampuMep, MOJOKO, HOTypT, OOOTalleHHBII
KaJIbI[UEM aleJIbCUHOBBIA COK), IOCKOJBKY IPHU 3TOM BCAchlBaHHE IUMPOQIOKCAIIMHA MOKET
yMmenblatecs. OIHAKO KajblMil, BXONALIMI B COCTaB JPYrMX MHUIIEBBIX IMPOIYKTOB,
CYIIIECTBEHHO HE BIUSET HA BCAChIBAHKE IIUMPO(]IOKCaInHA.

Omenpa3zon

[Ipu coueTaHHOM MPUMEHEHMH IUNPOQIIOKCAIlMHA U TMPEenaparoB, COAEPKAIIUX OMEMNpasod,
MOJKET OTMEYAThCsl HE3HAYUTENIIbHOE CHIDKEHHE MAaKCHMAallbHOM KOHILIEHTpAllUM Tpernapara B
I1a3Me ¥ YMEHBIIICHUE TUTOMIA U 10T (hapMaKOKUHETHUECKON KPUBOU «KOHIICHTPAIHSI-BPEMSD.
Teogpunnun

OpnHoBpeMEeHHOE MpUMEHEHUE HUIPO(IOKCAllMHA W MPENnapaToB, COAEpPKAIIUX TEOPUILINH,
MOJKET BBI3BaTh HEXKEJIATEJIbHOE MOBBIIICHHE KOHIICHTPAMU TeoHIIMHA B IUIa3Me KPOBU H,
COOTBETCTBEHHO, BO3HUKHOBEHHE TCOPMILTMH-UHYIIUPOBAHHBIX HEOIATONPHUATHBIX SBIICHUH; B
OUYCHBb PEJIKUX CIydyasX 3TH HEOJIArOMPUATHBIC SIBJICHUS MOTYT OBITh YTPOKAIOIIUMU IS )KU3HH
naneHTa. Ecniu  oAHOBpeMEHHOE TNpPHUMEHEHHE JTHX JABYX TMpenaparoB HEU30€XHO, TO
PEKOMEHIyeTCsI POBOUTH MOCTOSIHHBIN KOHTPOJb KOHIIEHTPAIMH TeO(PUILTHHA B IJIa3Me KPOBU
U, €CITM HEOOXOIMMO, CHU3UTH 103y TeopumuinHa (cMm. pasaen 4.4, mynkt «Cucrema iuToxpoma
P450y).

pyaue npoussooHnvle Kcanmuna

OnHoBpeMeHHOE TMpPUMEHEeHHe HuIpodIoKcaiHa W KOpernHa WM TEHTOKCU(DHIIIMHA
(OKCTIEeHTH (DMIUTHH) MOYKET MPUBOANTH K YBEITUYCHHUIO KOHIICHTPAIIMH ITPOU3BOIHBIX KCAHTHHA B
Tu1a3Me KpOBH.

Hecmepouonvie npomusosocnanumenvHbie npenapamul

CoderaHrne oOu€Hb BBICOKHX 03 XWHONOHOB (umHTHOUTOpOoB JIHK-TMpa3el) u HEKOTOPHIX
HECTEPOMIHBIX  TPOTHBOBOCHAIMTEIBHBIX  IpermapaToB (MCKIIOYAs — aleTHIICATAIIAIOBYIO
KHCJIOTY) MOKET ITPOBOITUPOBATE CYIOPOTH.

LHuxnocnopun

[Ipy ogHOBpeMEHHOM TPUMEHEHHH MHUMNPOQIIOKCAIMHA U TPErapaTtoB, COJEpKaIINX

[AKJIOCTIOPUH, HAOII0AT0Ch KPAaTKOBPEMEHHOE TIPEXOAIIee TOBBIIMICHUE KOHIICHTPAINH
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KOHIIEHTPALUIO KpEaTUHUHA B KPOBHU.
Ilepopanvhule cunoenukemuieckue cpeocmea

[Ipy oHOBpEMEHHOM MPUMEHEHUU LUIPO(IOKCAIIMHA U MEPOPAIBbHBIX TUIMOTIMKEMUYECKIX
CPEICTB, TJIaBHBIM 00pa3oM, IpenapaTtoB Cyilb(paHUIMOYEBHHBI (HampuMmep, riuOeHKIaMuia,
[NIMMENHUPUIA), Pa3BUTUE THIOTIUKEMHHM TPEANOIOKUTEIFHO OOYCIOBICHO YCHUJICHHUEM
JCUCTBHS IEPOPATBHBIX THITOTITMKEMHUECKHX CpeacTB (cM. pa3zen 4.8).

[TpobGenenu

[IpoGenenn 3amMeIsieT CKOPOCTh BbIBEACHHS HUMpodIiokcannHa nmouykamu. OJHOBpeMEHHOE
NpUMEHeHHE LUOpPOQIIOKCAlMHA W MPENaparoB, COAEPKAIIMX MNPOOEHEIH, NPUBOAUT K
MOBBIIIICHUIO KOHIIEHTPAIMH UIPOo(IIOKcalHa B TIa3Me KPOBH.

Denumoun

[Tpu oiHOBpEeMEHHOM MPUMEHEHHH IUNpodIoKcalnia U (PeHuTonHa HaOII0JaI0Ch U3MEHEHHE
(TIOBBIIIICHNE WJIM TIOHWKEHUE) coJepXaHusi (EHUTOMHA B IJIa3Me KpoBH. Bo wu3bexanme
oclabJieHus1 TPOTHUBOCYIOPOKHOTO dddekra (PeHUTOMHA BCICICTBUE CHUKCHHS — €T0
KOHIIEHTpAllUU, a TaKXke JIs MNPeIOTBPALICHHs HEXKEIaTeNbHbIX SBICHUHN, CBS3aHHBIX C
nepeao3upoBKol (PEHUTOMHOM MPHU MPEKpalIeHUH MpHeMa HUIpodIoKcaiiHa, PEKOMEHIyeTCs
OCYIIECTBIISITh KOHTPOJIb 3a Tepanued (PEHWTOMHOM Y TMAIMEeHTOB, NPUHUMAIOMMX o00a
npernapara, BKIIIoYasi OnpeesieHle colepkaHusi ()eHUTOWHA B TUIa3Me KPOBU B TE€UYEHUE BCETO
NeproJia OTHOBPEMEHHOI'0 MPUMEHEHHsI 000MX MPEnapaToB U HEMPOAOKUTEIBLHOE BpeMs IToCe
3aBepIleHUs] KOMOMHUPOBAaHHON Teparuu.

Memompexcam

[Ipy OoTHOBpEMEHHOM NPUMEHEHHH METOTpeKcaTa M LUIPOdIOKCAllMHA MOXET 3aMeUISAThCS
[IOYEYHO-KAaHAJIBLIEBBI TPAHCIIOPT METOTPEKCATa, YTO MOXKET COMPOBOKIATHCS MOBBIIIEHUEM
KOHIIEHTPAllUM METOTpEKcaTa B IUIa3Me KpoBH. [Ipyu 3TOM MOXKET yBEINYMBATBHCS BEPOSATHOCTH
pa3BuTHs NOOOUHBIX 3(PekTOB MeTOTpekcaTa. B ¢BsI3u ¢ 3TUM 3a MalMeHTaMu, MOJIyYalolUMU
OJIHOBPEMEHHYIO TEpPANHI0 METOTPEKCATOM U HUIPO(DIOKCAIIMHOM, TOJKHO ObITh YCTAaHOBJIEHO
TIIATEIbHOE HAOJI0IeHHE.

Tuzanuoun

B pe3ynbpTare KIMHMYECKOTO HCCIEIOBAaHUS C YYacTHEM 3J0POBBIX J0OpPOBOJIBLIEB MpHU
OJIHOBPEMEHHOM TPUMEHEHUH LUIpo(dIoKCcalliHa U TpEenaparoB, COAEPKALIUX TU3aHUIMH,
BBISIBJICHO YBEIMUEHUE KOHLIEHTPALMY TU3aHU/IMHA B TUIa3M€e KPOBU: YBEJINUEHUE MAaKCUMaIbHOU
koHIeHTpauu (Cmax) B 7 pa3 (oT 4 mo 21 paza), yBenuuenue nokaszarens AUC (miomaap moa
(bapMaKOKMHETHUECKOM KpUBOM «KOHIIEHTparus-Bpemsi») B 10 pa3 (ot 6 10 24 pa3). YBenuueHue

KOHILOCHTpAMKX THU3aHUAWMHA B IIa3ME KPOBU MOXKCET BbI3BATh CHHWIKCHHEC apTCPHUATIBHOIO
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IIPENapaToB, COJEPKALINX TU3AHUINH, IPOTUBOIIOKA3aHO.
Llynoxcemun

B xonme mnpoBeaeHHs KIMHUYECKUX HCCIEIOBaHUI ObUIO IOKa3aHO, YTO OIHOBPEMEHHOE
MIPUMEHEHHE TYJOKCETHHA M MOITHBIX MHTrHOMTOpoB m3odepmenta CYP450 1A2 (Takux Kak
dyBokcamuH) moxeT mpuBectd K yBenmmueHHMI0O AUC m Cmax nynokcetuHa. HecMoTps Ha
OTCYTCTBUE KIMHHYECKUX MAHHBIX O BO3MOXKHOM B3aUMOJCHCTBUU C IHMNPO(IOKCAUHOM,
MOKHO TPEABUAETh BEPOATHOCTh IMOAOOHOTO B3aMMOJICHCTBHS TMPU OJHOBPEMEHHOM
MPUMEHEHUU UIPO(hIOKCAlMHA U TYJIOKCETHHA.

Ponunupon

OnHOBpeMEHHOE TPUMEHEHHE POIMHHUPOSA W IUNpPO(IOKcalMHa, YMEPEHHOTO HHTHOUTOpPA
uzopepmenta CYP450 1A2, npuBoauT Kk yBenn4eHUIO Cmax 1 AUC ponmuupona Ha 60 u 84 %,
COOTBeTCTBEHHO. CrielyeT KOHTPOIUPOBaTh HeOIaronpusTHeie 3(H(EeKThl POIMHUPOIIA BO BpeMs
€ro COBMECTHOTO NMPUMEHEHUS C HUIPOGIIOKCAIIMHOM U B T€YEHHE KOPOTKOTO BPEMEHH IOCTe
3aBepIIeHUs] KOMOMHUPOBAHHON TEpaIHy.

Jluookaun

B wuccnenoBaHuM Ha 3I0pOBBIX J0OPOBOJIbLIAX OBLIO YCTAaHOBIEHO, 4YTO OJHOBPEMEHHOE
NpPUMEHEHHE TMPEeraparoB, COJEPXKAIMUX JUAOKAWH, M LUIPOQIIOKCAIMHA, YMEPEHHOTO
uHruouropa m3opepmenta CYP450 1 A2, mpuBOAMUT K CHIDKEHHIO KIMPEHca InaoKkanHa Ha 22 %
IIPY €r0 BHYTPMBEHHOM BBeJleHMH. HecMOTpsi Ha XOpollyr0 NEpPEHOCHMMOCTh JHMIO0KauHa IpU
OJTHOBPEMEHHOM NPUMEHEHUH C IUMTPO(IOKCAIITHOM, BO3MOKHO YCHIIEHUE TOOOYHBIX 3 (heKTOB
BCJIEJICTBHE B3auMoieiicTBus (cM. pasznen 4.4, nyHkT «Cucrema nurtoxpoma P450y).

Knosanun

[Tpu oTHOBpEMEHHOM NMPUMEHEHHH KJI03aluHa M Hunpoduiokcanyta B 1o3e 250 Mr B TeueHue
7 nHelt  HAOMIOAANOCh  yBENMYEHHE IUIa3MEHHBIX  KOHIEHTpauuid Kio3anmuHa W N-
necmetuikiosanuHa Ha 29 % u 31 %, coorBercTBeHHO. CleayeT KOHTPOIMPOBATh COCTOSTHUE
NanueHTa U Ipu HEOOXOIUMOCTH MPOBOAUTH KOPPEKIMIO peXUMa T03UPOBaHUs KJI03alMHa BO
BpEMs €ro0 COBMECTHOTO NMPUMEHEHUS ¢ HUMPOQIOKCAIMHOM U B TE€YEHHE KOPOTKOT'O BPEMEHH
nocjie 3aBeplieHHs KOMOMHHpoBaHHOM Tepanuu (cMm. paszgen 4.4, nyHkr «Cucrema
uToxpoma P450).

Cunoenaghun

[Tpu ogHOBpEMEHHOM MTPUMEHEHHH Y 3/I0POBBIX 100pPOBOJIBLIEB LUIIpodIIoKcanuHa B 103¢ 500 mr
u cueHaduna B go3e 50 mr, ormevanoch yBennueHHe Cmax 1 AUC cunnenaduna B 2 paza. B
CBSI3M C 3THM MIPUMEHEHHE JAHHON KOMOMHAIIMN BO3MOXHO TOJIBKO MOCJE OLIEHKH COOTHOIICHUS

M0JIb3a/pUCK.
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Anmaeconucmol sumamuna K

CoBMecTHOE TpHUMEHEHHE NUIPOo(IOKCAaIMHA W aHTaroHucToB BuTtamuHa K (Hampumep,
BapdapuHa, alleHOKyMaposa, PeHIMpPOKyMOHa, (IYHHJI0OHA) MOXKET MPUBOJAUTH K YCUJIICHHIO MX
AHTHKOATYIISTHTHOTO JeUCTBHS. BenrunHa 3Toro agdexra MOKeT U3MEHSTHCS B 3aBUCUMOCTH OT
COITYTCTBYIOIIUX HHQEKIUI, BO3pacTa M OOMIET0 COCTOSHHS IalHeHTa, [MO3TOMY CIIOKHO
OIICHUTH BIHMSIHUE IUNpodIiokcanuHa Ha yBenmmueHue MHO (MexnyHapo HOE HOPMATH30BaHHOE
otHomenue). Cremayer Q0CTaTOYHO 4acto KoHTpoiupoBath MHO BO Bpemsi COBMECTHOTO
NpUMEHEHHs NUIPOQIIOKCAIIMHA U aHTarOHUCTOB BUTaMKHA K, a Takke B TeUeHHE KOPOTKOTO
BPEMEHHU I10CJIE 3aBEPIICHUS KOMOMHUPOBAHHOM TEpaIUH.

Azomenamun

B xIMHWYECKHX UCCIICOBAHMIX OBLIO TMOKa3aHO, YTO (DIYyBOKCAMHH KaK CHUJIBHBIM HHTUOUTOP
uzopepmenta CYP450 1A2 3ameTHO HHTUOUPYET METabOIM3M aroMeNnaTuHa, 4YTo NpUBOIUT K 60-
TH KpaTHOMY YBEIMUYCHHIO BO3CHCTBUS aroMenaTuHa. HecMoTpsi Ha OTCYTCTBHE KIIMHUYECKUX
JAHHBIX O BO3MOXXHOM B3aUMOJICHCTBUU C IUNPOQIOKCAIIMHOM, YMEPEHHBIM HHTHOUTOPOM
nzopepmenra CYP450 1A2, momoOubie 3((eKThl MOXHO OXHAATh IPU OJHOBPEMEHHOM
NPUMEHEHHUU aroMesaThHa U HUIPOQIIOKCAIIMHA.

3onnudem

CoBmecTHOE TPUMEHEHHE TUMPO(IIOKCAMHA U 30JIITHeMa HE PEKOMEHIYETCsI, TOCKOIBKY OHO

MOKCT IMIPUBOJUTH K YBCIIMUCHUIO KOHICHTPAIIUK 30JIITNACMA B IJIa3ME KPOBH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

bepemeHHOCTD

[Hunpodrokcarun JxomudoIi MPOTUBOMOKAa3aH MPH OEPEMEHHOCTH.

besonacHocTh mpuMeHeHusi nunpodoKcanuHa y OepeMEeHHBIX He ycTaHoBjieHa. OJHaKo Ha
OCHOBaHUM pE3yJbTATOB MCCIEIOBAHMM HAa IKUBOTHBIX HEJb3sl TMOJHOCTHIO HCKIIOUUTH
BEPOATHOCTh HEOIArOMPUSATHOTO BO3/ICHCTBHUS HA CYCTaBHBIC XPAIIN HOBOPOXKICHHBIX, B CBS3H C
OTUM TUNPOQIIOKCAIIMH HE JOJDKEH Ha3HauvaThCsd OEpeMEHHBIM >SKeHIuHaM. B xone
WCCJIEIOBAaHMH HA )KUBOTHBIX TEPATOTEHHOTO JIeHCTBUS (Mamb(opmalnii) yCcTaHOBIEHO HE ObLIO.
JlakTanus

[unpodnokcarua Dxomudoi MpOTUBOMIOKA3aH B IEPHO] TPYAHOTO BCKAPMITMBAHUSI.
[{unpodrokcauy BIACISIETCS B TPYIHOE MOJIOKO. M3-3a MOTEHIIMATBLHOTO PUCKA TIOBPEKICHUS
CYCTaBHBIX XPSIICH HOBOPOXKJICHHBIX, MUMPOMIOKCAIIUH HE JTOJDKEH HAa3HAYAThCS KOPMSIIUM

JKCHIIMHAM.
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pancndp st cpéiéisai ir padorsts

4.7. BiusiHde Ha CIOCOOHOCTH YNPaBJISATH

MEXaHU3MaMHU

@DTOPXUHONOHBI, BKIIOYAs LUMPOGIOKCAIIMH, MOTYT HAapyIIaTh CIOCOOHOCTh IAallUEHTOB
yIOpaBJIATh aBTOMOOMJIEM U 3aHMMAThCsl JPYTUMH IOTEHUUAIBHO ONACHBIMM BUIAMU
JeSITeIbHOCTH, TPEOYIOIMMH MOBBIIIEHHOIO BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKLUH,

BcneacTBue Bausinus Ha [THC.
4.8. Hexkenare/ibHbIE peaKINU

TabanuHoe pE3IOME HEXKENATEILHBIX PEaKIUH

[TepeuncieHHbIE HIDKE HEXKEJIATEIIbHBIC PEaKIMK KIIACCU(UIIMPOBAIIN CIICAYIOIINM 00pa3oM:
oueHb yacto (> 1/10); gacro (> 1/100, o < 1/10); meuacto (> 1/1000, no < 1/100); penko
(= 1/10000, HO < 1/1000); ouenn peaxo (< 1/10000), yacTtora Hem3BecTHA (Ha OCHOBAaHHU
MMEIOIIUXCS JaHHBIX OLICHUTh HEBO3MOIKHO).

HexenarenbHble  peakiMH, KOTOpble ObUTM  3aUKCHPOBAaHBI TOJBKO B  XOJE
MTOCTPETUCTPAIIMOHHBIX HAOJOJCHUI W YacTOTa KOTOPBIX HE OIEHHMBAIach, 0003HAYCHBI

«4acToTa HCU3BCCTHA».

CucremHo-oprannbiii | Yacrora He:kenarenbHasi peakumsi
KJ1acC
WNHudpexkunu u nHBazuu Heuacto MukoTtnueckue cynepuHpeKIu
Penko [IceBnomMeMOpaHO3HBIN KOMUT (B OYEHb PEIKUX
CIIy4asix C JIETAIbHBIM UCXOI0M)
Hapymienus co ctoponsl | Hewacto Do3uHOGUIHS
KpOBHU " | Penko Jlelikonenusi, aHeMHUs1, HEUTPOTIEHU S, JISUKOLUTO3,
nuMdaTraecKon TPOMOOIUTOTICHUSI, TPOMOOIIUTEMUS
CHUCTEMBI Ouenb penko | 'emonuTHueckass ~ aHeMHus,  arpaHyJOLUTO3,

MAHIUTONCHUS (YTPOKAIOIIAs )KU3HU), YTHETCHUE
(YHKIIMH KOCTHOTO MO3ra (yrpoxarolee K1u3HN)

Hapymenus co cropons! | Penxo Annepruyeckue peakuuu, aJUIeprUYeCKUn
MMMYHHOHN CUCTEMBI OTEK/aHTHOHEBPOTHYECKHUI OTEK
Ouens penko | AHadrtakTHYECKHE peakuuu,

aHa(pUIAKTHYECKUN IIOK (YTpOKAIOUIUI KU3HN),
CBIBOPOTOYHAs O0JIE3Hb

OHJIOKpUHHBIE YacroTa Cunapom HeaJgeKBaTHOM CEeKpeLuu
HAapyLIEHUS HEHM3BEeCTHA anTuanyperudeckoro ropmona (CHA /)
Hapymenns Heuacrto CHIKeHMe anmneTuTa U KOJIMYeCcTBa IPUHUMAEMOM
MeTa0oIM3Ma ¥ IUTAHUS UL

Penxo [M'unepriavkemusi, TUTIOTIIMKEMHUS

YacroTa Tsoxkenasgs TUNOTIIMKEMUS, BIUIOTh 10 PAa3BUTHS

HEU3BECTHA TUMOTIMKEMHYECKON KOMBI, 0COOCHHO Y TIOKUITBIX
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CucremHo-opranubiii | Yacrora Héxenaredbuas peakmusa — = - -2
KJjace
ManMCHTOB, IMMAIIMCHTOB C CaXapHbIM [[I/Ia6eTOM,
NPUHUMAIOIIUX TepopabHbIE
TUIOTJIMKEMUYIECKHIE MIPENapaThl UM UHCYJIMH
[Tcuxuueckue Heuacro [IcHXOMOTOPHAsI THIIEPAKTHBHOCTh/ KUTALIUSI
HapyIIeHHUs* Penko CrnyTaHHOCTb  CO3HAHWA W JIE30PMEHTALU,

TPEBOYKHOCTb, HAPYIIEHUE CHOBUACHUN (HOUYHBIE
KOoLIMapel), Jrenpeccus (yCWJIEHHE MOBEIEHUS C
LEJIBIO Kak
CyuLMJalbHble  IOCTYIKH/MBICIH, a
NOMbITKA CYMIMJA WIM YyAABLIMHCA CyMLHT),

raJUTFOIMHALIUN

CaMOITOBPCIKACHUA, TaKo¢C

TaKIKC

OueHnb penko

[Icuxotuyeckue peakiyu (yCUICHHE TOBEICHUS C
LCJIBIO
CyMUHIAJIbHBIC

CaMOITOBPCIKACHUA, TakKo¢€ KakK

HOCTyHKI/I/ MBICJIH, a TaKXE

MONBITKA CYUIIN/IA UM yIaBIIUICS CYUIINT)

Yacrora Hapymenust BHUMaHUS ¥ TaMsITH, HEPBO3HOCTH,

HEU3BECTHA JENUPUIA, MAaHUH, BKJIFOYAst THIIOMAaHUH
Hapymenust co croponsl | Heuacto l'onoBHass 6ok, TOJIOBOKPYKEHHE, HapyIICHUE
HEPBHOH CUCTEMBI* CHa, HapyIIeHHE BKyca

Penxo [Tapecre3ust 1 nu3ecTe3us, TUNECTE3Us, TPEMOD,

Cynoporu (BKJIIOYasi TMPUCTYIBI SIHICTICUHN),

BEPTUTO

Ouens penko

MurpeHb, HapyleHHe KOOPIUHAIUU JBH)KEHUH,

HapyllIECHHUE 00OHSAHUS, TUIIEpeCTe3us,
BHyTpUYEpEIHas TUIIEPTEH3Us (Mo3roBas
TICEBIOTYMOPO3HAasl CUMIITOMATHKA)
Yacrora [lepudepuueckas HeWponaTus u
HEU3BECTHA MTOJIMHENPOIIATHS
Hapymenus co cropons! | Penko PaccTpoiicTBa 3peHus

oprasa 3peHus™

Ouens penko

HapymeHHe IBCTOBOT'O BOCIIPUATHUA

Hapyienus co ctopons! | Pegko [IIym B ymrax, moreps ciryxa

opraHa ciyxa u | Ouensb peaxo | Hapymienue ciyxa

nabupuHTa™

Hapymenus co cropons! | Penko Taxukapaus

cepama** Yacrora Vanunenne wunHtTepBania QT, kemyqoukoBbie
HEU3BECTHA apUTMUU (B TOM YHCIIE THIIA KITHPYITH)***

Hapymenus co cropons! | Penxo Bazogumaranus,  CHWKEHHME  apTEpPUAIBLHOIO

cocymoB**

JaBJICHUS, 0OMOPOK

OueHnb penko

Backynur

Hapymenus co ctopoHnsl
JIIXaTEIbHON CHUCTEMBI,
OpraHoB rpyJaHOMN
KJIETKU U CPEIOCTEHUS

Penxo

Hapymenue npixanus (Bkiaro4as OpoHXOCHa3M)
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CucremHo-opranubiii | Yacrora Héxenaredbuas peakmusa — = - -2

KJ1ace

Hapyenus co cropons! | Hacto TowmHoTa, THapes

KeJyJouHO-KuieyHoro | Heuacro PBoTa, 6011b B )KMBOTE, AUCHEIICUS, METEOPU3M
TpakTa Ouens peako | ITankpeatur

Hapymenust co croponsl | Heuacto [ToBbiIEHME aKTUBHOCTH «T1€YEHOYHBIX»
IIEYEHU U TpaHCaMUHAa3,  IOBBIIIEHWE  KOHLEHTPALUU
KEITYEBBIBOSAIINX OounmpyOuHa

yTein Penko Hapymenust pyHKIUM ne4eHu, KenTyxa, renaTuT

(HEeMH(DEKITMOHHBIH )

OueHnb penko

Hekpo3 TkaHei nedenu (B KpailHE peIKHUX CIydasx
MPOrPECCUPYIOLINI A0 yrpoXKarouleil >KU3HU
MEYEHOUYHON HEJOCTATOYHOCTH )

Hapymenus co ctopoHnsl
KOXKM H  IOJKOXKHBIX

TKaHel

Heuacto

KoskHas cbllb, KOXKHBIN 3y]1, KpallMBHULA

Penko

doroceHcubunmsanus, 0opazoBaHue BOJAbIpeit

OueHb penko

[lerexun, wmynpTUGOPMHAs dpUTEMa
dbopmM, yznoBatast sputrema, cuHapom CTHuBeHca-
(3M0KayeCTBEHHAs] AKCCyJaTHBHAs
MOTEHLHUATIBHO

MaJIbIX

J>KOHCOHA

spureMa), B TOM  UHUCIE

YTpOXKArOLIUN Jlanemna

(TOKCHYECKUH AMUAEPMAIIbHBIN HEKPOJIN3), B TOM

KH3HU, CHHAPOM

YHUCIIE MOTEHIUAIBHO YIPOXKAIOIINN KU3HH

Yacrora Octpas reHepain30BaHHas MyCTyJie3Has
HEU3BECTHA 9K3aHTEMa, JIEKAPCTBEHHAsI ChIIb C 03MHO(UINEH
u  cucreMHbiMu  nposiBieHusimu  (DRESS-
CUH/IPOM)
Hapymenus co croponsl | Heuacto Aprtpanrus
MBIIIIEYHOM, KOCTHOUN W | Penko Muanrusi, apTpuT, MOBBILIEHUE MBIIIEYHOTO

COE€IUHUTEIBLHOMN
TKaHU™

TOHYCA, MBINICYHBIC CyJOpPOTrH

Ouens penko

Meiiiegynas CJ'Ia6OCTB, TCHAWHUT, pa3pbIB

CYXO)I(I/IJ'II/Iﬁ (HpeI/IMYH_[eCTBeHHO aXI/IJ'IJ'IOBLIX),
O60CTpeHI/Ie CHUMIITOMOB MUACTCHHUH

Hapymenns co ctopons! | Hewacto Hapymenue pynkunu nouex
MOYeK u | Peaxo [Toueunas HEJ0CTaTOYHOCTb, remMarypusl,
MOUYEBBIBOJISAIIUX ITyTEH KpUCTAILITypHS, TyOYJIOMHTEPCTULINATbHBIN
HeppuUT

OO6mme wHapymenus u | Hedacto Bosneoii cuHapoM HecrienupruuecKoi 3STHOIOTHH,
peakuun B MeECTe o0111ee HeJOMOTaHUe, JTUXOpaKa
BBEJICHUS ™ Penxo OTteku, MOTIAMBOCTH (TUIIEPTHUIPO3)

Ouens penko | Hapymenne noxoaku
JlaGopartopHbie u | Hewacro [ToBpIIEHNE aKTUBHOCTH II€TI0YHOM (ocdaTaszsl B
MHCTPYMEHTAJIbHBIE KpOBH
JaHHbBIE Penxo N3menenne COJIEp’KAHUS IpOTpOMOUHa,

IOBBIIICHNUEC AKTUBHOCTH aMHJIa3bl
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Cucremuo-oprannpiii | Yacrora Héxenarenbnas peaknus — = - - '°

e
ApIAE R

KJIacC

Yacrora [ToBpiuenne MHO (y mauuMeHTOB, MOJIyHarOIIUX

HEHU3BCCTHA AHTAarOHMCThI BUTaAMHHA K)

*B oueHb peJKuX Cilydasx IpU IPUMEHEHUH XUHOIOHOB U (PTOPXMHOJIOHOB, HUHOTA HE3aBUCHMO
OT UCXOJHO UMEIOIIUXCcs PAKTOPOB pHCKa, ObLIIM 3apErMCTPUPOBAHBI AU TEIBHO COXPAHSAIOLINECS
(I[O HCCKOJIBKUX MCCIALICB HJIHN JICT), HHBAJIMJUBHUPYIOIIUC W TTOTCHHHUAJIBHO HeO6paTI/IMBIe
cepbe3HbIe MOOOYHBIE PEAKIIMK Ha IIPernapart, 3aTparuBarolre HECKOJIbKO, a MHOTJ]a 1 MHOXKECTBO,
KJIACCOB CHCTEM OPraHOB M OPraHOB YYBCTB (BKJIIOYas TaKHe peaklUM, KaK TEHIAUHUT, pa3pbiB
CYXOXWJIUS, apTpairus, 00jb B KOHEUHOCTAX, HApYLIEHUE MTOXOAKH, HEWPOIIaTUH, CBSI3aHHbIE C
MNapeCTe3nAMMU, ACHPECCCUA, IOBLIIICHHAA YTOMIIACMOCTh, HAPYIICHUEC ITIaMATHU, HAPYIICHWA CHA, a
TaK)Ke HApYIICHUS CITyXa, 3peHusl, BKyca U 000HsSHUS) (cM. paznen «OcoObie yKa3aHus»).

**VY nmanueHToB, MoJy4yaBIIUX (TOPXUHOIOHBI, ObUIM OTMEUEHBI CIIy4au Pa3BUTHUS aHEBPU3MBI U
paccioeHus a0pThl, HHOI' 1A OCIOXKHEHHBIX Pa3pblBOM (B TOM YHCIE C JETaIbHBIM MCXOJO0M), a
TaKXKe pPErypruTallyi/HEAOCTaTOYHOCTH JI00Ooro kimamaHa cepama (oM. pasmen «OcoObie
yKa3aHUs»).

***Yamie y NalMeHToB, UMEIOIINX MPEIPACIIONOKEHHOCTD K yAIMHeHuIo uHTepBana QT.
Yacmoma paseumus Cﬂedyiou;ux HeofcenamelbHblX peam;m? npu 6Hympu6eHHOM 86edenuU u npu
NPUMEHEeHUU CMYNeHYamou mepanuu yunpo@piokcayuHom (npu GHYMpU8EeHHOM 66e0eHUU

npenapama c nociedylouuM e2o0 NpUemMom 6HYmpb) evluie, Yem npu npueme npenapama 6Hympb.:

Yacto PBOTa, IMOBBIIICHNUEC AKTUBHOCTU «IIECYCHOYHBIX» TPpaHCAMHUHA3, KOKHAas ChIIIb

Hewacro | TpomOouurtonenus, TpOMOOLIMTEMHUS, CIYTAHHOCTh CO3HAHUA U JI€30pHUEHTAIHS,
TAUTIOLMHALUY, IapecTe3ust U AU3ECTe3Usi, CYAOpPOTH, BEPTUIO, HApYIICHUE
3peHHUs, TIOTEeps CilyXa, TaXUKapAus, Ba3oJMJIaTalUs, CHUKCHUE apTEPUAIIBHOIO
JaBlieHHs, OOpaTHUMble HapylmleHUs (YHKIMM TI€YEHH, >KENTyXa, IoYeyHas

HEAOCTATOYHOCTDh, OTCKHU

Penxko HaHI_[I/ITOHCHI/IH, ACIIpeccus (I)YHKI_II/II/I KOCTHOI'O MO3ra, aHa(I)I/IHaKTI/I‘leCKI/Iﬁ 110K,
MCUXOTUYCCKUC PCAKIIMHU, MUI'PCHb, HAPYIICHUC O60H}IHI/IH, HapymcHue ciryxa,

BACKYJINT, IAHKPEATUT, HEKPO3 TKaHEHN MEUYEHH, IIETEXUH, PA3PbIB CYXOKUITUN

CTHU
V nereif yacto coob1IAIOCh O Pa3BUTHH apPTPONATHH.
Yactota aprpomatuu (apTpairusi, apTpuT), yKa3aHHas BbIIIE, OCHOBaHA Ha KIMHUYECKHUX
HCCJIEIOBAHMSIX Y B3POCIBIX MALIMEHTOB. Y JIeTel yacToTa MPOSIBICHUS apTPOIIaTUU OLEHUBAETCS
KaK yacTasl.

COO6U.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX
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BaxxHOo c00011IaTh 0 TI0/103pEBACMBIX HEXKeIIATSIbHBIX pe'alaﬁ"yisb—(l lﬁ(;c‘n iﬁgmﬁﬁn]_rfbgﬁégﬁa C

[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JIFOOBIX
MOI03PEBACMBIX HEXKENNATEIbHBIX PEaKIUAX JICKAPCTBEHHOTO Tperapara 4epe3 HallMOHAIbHbBIC
CHUCTEMBI COOOIIICHUS O HEXENAaTeIbHBIX PEaKIUAX TOCyAapCcTB — wWieHOB EBpasuiickoro
SKOHOMMYECCKOTO COI03a.

Poccniickas @enepanys

®denepanbHas ciayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBHanazop)

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B nH(}OpPMAIMOHHO-TEIEKOMMYHHKAIIMOHHOMN CeTH «HTEepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CuMITOMBI

B HeckoibKuX ciydasix Mepeo3UpOBKH MPHU NEPOpaIbHOM MpHUeMe ObLIIO OTMEYEHO 00paTUMOe
TOKCHYECKOE BO3/ICIICTBIE HA TAPEHXUMY MOYEK.

Jleuenue

B ciydae mepemo3upoBKH, KpOME TPOBEIACHHS CTaHJAPTHBIX MEPOINPHUATHH (TIPOMBIBAHHE
JKENy/Ka, Tociae KOTOPOro ClieyeT MPHUHSATh aKTUBUPOBAHHBINA yrollb, BBEIEHHE OOIBIIOrO
KOJIMYECTBA JKHJIKOCTH, CO3/IaHWE KHUCJIOW pEeaKIUd MOYU C IeNbl0 MPeAoTBpaIleHUs
KPUCTALTYPHH ), PEKOMEHIYETCS TAK)Ke CIEANTH 3a (DYHKIMEH MOYeK W MPUHUMATh MarHuii- u
KaJIbIIMICOMIEp)KAIIE aHTallUbl, KOTOpbIE CHUXAIT abcopOruio munpodiaokcainuua. C
MOMOIIBI0 TeMO- UM TEPUTOHEATHLHOTO TUANN3a BBIBOJAUTCA TOJIBKO HEOONIBIIOE KOTUYECTBO

nunpoduiokcaruaa (Mexee 10 %).

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCcKHe CBOiicTBA

(DapMaKOTCpaHeBTI/I‘-ICCKaSI rpynia: aHTI/I6aKTCpI/IaJIBHBIe cpeacrea CHCTCMHOI'O HeﬁCTBHH;
MMPONU3BOAHBIC XUHOJIOHA, (1)T0pXI/IHOJ'IOHLI.
Kox ATX: JOIMAO2.

MexauusMm aercteus, dhapMakoanHaMudeckne 3P exTol
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CHEeKTpa JAEHCTBHS U3 IPYyMNIbl (TOPXUHOIOHOB.

[unpodiokcanun 00agaeT aKTUBHOCTBIO 1IN VItFO B OTHOIIGHWH IIMPOKOIO CIEKTpa
rPaMOTPULIATENbHBIX M TPAMIIOJIOXKHUTEIBHBIX MUKPOOpPraHu3MoB. bakrepunujgHoe nencTBue
nuIpogIoKcallHa OCYIIECTBISIETCS TOCPEICTBOM HHIMOUPOBaHUs OaKTepUAbHBIX TOIION30MEPa3
IT tuna (tomomsomepasza II (JAHK-rupaza) m tomomsomepaza IV), koTropble HEOOXOIUMBI ISt
pETUIMKAIINY, TPAHCKPUTIIIUH, perapanuu 1 pekomonnanuu oakrepuainpHon JTHK.

Mexanuzmobi pesucmenmnocmu

PesucrentHOCTh N VItr0 K HHUIIPOQIIOKCAMHY YacTO OOYCIIOBJICHA TOYCYHBIMU MYTAIUSMH
OaxtepuanbHbplx Tomouszomepas u JIHK-rupassl um pa3BuBaercs MEUIEHHO IIOCPEACTBOM
MHOTOCTYIEHYaThIX MyTanuil. EnvHu4HBIE MyTaluu MOTyT NPUBOAMTH CKOpEe K CHUXKEHHIO
YYBCTBUTEIHHOCTH, Ye€M K Pa3BUTHIO KIMHHUYECKOH YCTOWYMBOCTU, OJHAKO MHOXECTBEHHBIE
MyTalliyd B OCHOBHOM IIPUBOJIAT K PA3BUTHIO KJIMHHUECKON PE3UCTEHTHOCTH K TUIPO(DIOKCALIUHY
U K IEPEeKPECTHOM PE3UCTEHTHOCTH K IpernaparaM XUHOJOHOBOTO psijia. Pe3ncTeHTHOCTh K
munpodIoKcanuHy, Kak W KO MHOTUM JAPYrUM aHTHOMOTHKAM, MOXET (OPMHPOBATHCS B
pe3yNbTaTe CHUKEHHS IPOHUIIAEMOCTH KJIETOYHON CTEHKH OaKTepuil (KaK 3TO YacTO MPOUCXOAUT
B ciaydae Pseudomonas aeruginosa) u/win aKkTHBAIlMK BBIBEJCHUS W3 MUKPOOHOW KIIETKH
(o dirokc). CoobmaeTcss 0 pa3BUTUU PE3UCTCHTHOCTH, OOYCIOBICHHOW JIOKAJTM30BAaHHBIM Ha
IUIa3MUAJaX KOAMPYIOMMM TeHoM QNr. MexaHW3Mbl pe3HCTEHTHOCTH, KOTOpPBIE NPHUBOIAT K
WHAKTUBAllMM  TEHUIWIINHOB, 11e(aloCIOPHHOB, aMUHOTJIHKO3UAOB, MAaKpOIUIOB H
TETPALUKINHOB, BEPOATHO, HE HAPYIIAIOT aHTUOAKTEPUATHLHYIO aKTUBHOCTD ITUMPOQIIOKCAIIMHA.
Mukpoopranusmbl, pe3UCTEHTHbIE K AITHM IpenaparaM, MOTYT ObITb UYYBCTBUTENIBHBIMH K
nunpodiaokcanuny. MuHumanbHas OaxktepunuaHas koHueHTpauus (MBK) o0biuHo He
IPEBbIIACT MUHUMAJIbHYI0 HHTHOUpYIolTyto KoHueHTparuto (MUK) Gonee yem B 2 pasa.
Tecmuposanue yyscmeumenvrHocmu in Vitro

BocnpousBogumble  KpUTEpUH  KMCCIEAOBAHUS YYBCTBUTEIBHOCTH K  LUNPOQIIOKCAUHY,
yTBepkAeHHbIE EBponeliickuM KOMUTETOM IO ONPEAETIEHUIO YyBCTBUTEIILHOCTH K aHTUOMOTHKAM
(EUCAST), npencraBiieHbl B Ta0IHIIE HIDKE:

EBpomnelickuii KOMUTET TO OIpPEEeIEHUI0 YyBCTBUTENILHOCTH K aHTHOMOTHKaM. [lorpaHnuynbie

3HaueHust MUK (Mr/:1) B KIMHUYECKUX YCIOBUSX I HUMPOdIOKCAIHA.

Mukpoopranusm UyBCTBUTEIBHBII Pe3ucrenTHBII
[mr/n] [mr/n]
Enterobacteriaceae <0,5 >1
Pseudomonas spp. <0,5 >1
Acinetobacter spp. <1 >1
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Staphylococcus spp. trit _Igz [OEETE
Streptococcus pneumoniae? <0,125 >2
Haemophilus influenzae u Moraxella catarrhalis® <0,5 >0,5
Neisseria gonorrhoeae <0,03 >0,06
Neisseria meningitidis <0,03 >0,06
[lorpanuunbie 3HAYEHUS, HE CBS3aHHBIC C BUJAMU <0,5 >1
MHKPOOPraHH3MOB*

1. Staphylococcus spp. - morpanu4Hble 3HaYCHHMS JUIS LUOpoduiokcanuHa W odIoKcaluHa
CBSI3aHbI C BBICOKOJIO3HOM Tepanuei.

2. Streptococcus pneumoniae - qukuii TN S. PNEUMONIAE HE CYMTACTCS YYBCTBHTEIBLHBIM K
UnpoQIoKcauHy ¥, TakuM O00pa3oM, OTHOCHUTCS K KaT€rOpHH MHKPOOPTaHHU3MOB C
MIPOMEKYTOYHON YyBCTBUTEIbHOCTHIO.

3. llltammbr  co  3HauenueM MUK,  mpeBbIIAIONIMM  [OPOrOBOE  COOTHOIIECHHUE
YyBCTBUTEIbHbIE/yMEPEHHO-UYYBCTBUTEIFHBIC, BCTPEYAIOTCS OYEHb pPENKO, W JO0 CHUX TIOp
coobuieHnii 0 HUX He ObUT0. TecTsl Mo HaeHTU(UKAIIMY U IPOTUBOMHUKPOOHOH 4yBCTBUTEIIEHOCTH
npu OOHAPY)KEHUHM TaKUX KOJIOHHM HEOOXOAMMO IMOBTOPUTH, U PE3YNbTAThl JOJKHBI OBITh
MOJITBEP KICHBI TIPH aHAIHM3E KOJOHUM B pedpepeHcHoii 1abopaTopuu. [lo Tex mop, moka He OyayT
MOJy4EeHbI JIOKa3aTeNIbCTBA KIMHHYECKOTO OTBETa /IS MITAMMOB C IOATBEP)KACHHBIMU
3HaueHusAMu MUK, mnpeBplIaOmMEMKM  UCIONB3YIOLIUMICA B HACTOAIIEE BpEMS  MOPOT
PE3UCTEHTHOCTH, OHHU JIOJKHBI paccMaTpuBaThCs KaK PE3UCTEHTHBIE.
Haemophilus spp./Moraxella spp. - Bosmoxxuo BbisiBieHue mrammoB Haemophilus influenzae ¢
HU3KON 4yBCTBUTEIBHOCTHIO K propxunononam (MUK mis nunpodiiokcanuna 0,125-0,5 mr/m).
Jloka3zarenbCcTB KIIMHUYECKOTO 3HAYCHUST HU3KOW PEe3UCTEHTHOCTH MPH MHQPEKIIHSIX TbIXaTeIbHBIX
nyTei, Be3BaHHbIX H. influenzae, wer.

4. TlorpaHnuHble 3HAUEHUS, HE CBSA3aHHBIE C BUJAMH MHKPOOPTaHM3MOB, OMPEACISINCH B
OCHOBHOM Ha OCHOBE [aHHBIX (apMaKOKHHETUKH/(apMaKOAMHAMUKA ¥ HE 3aBHUCAT OT
pacnpenenenuss MUK mis cnennpudecknx BuaoB. OHM MPUMEHHMBI TOJIBKO UISI BUAOB, JUIS
KOTOPBIX HE OBbLI ONpeaeNieH MOPOTr YyBCTBUTEIBHOCTH, CrieNU(UYHBINA I BUIA, a HE IJS TeX
BUJIOB, JUISI KOTOPBIX HE PEKOMEHAYETCS MPOBOJIUTH TECTHMPOBAHUE YYBCTBUTENIbHOCTH. [lyist
OTIpPENIEICHHBIX  INTAMMOB  pAacHpOCTPaHEHUE TMPHOOPETEHHON  PE3UCTEHTHOCTH  MOXKET
pa3nuYaThcsi B 3aBUCUMOCTH OT Teorpa)myeckoro peruoHa M ¢ TeYCHHEM BpeMeHH. B cBsi3u
3TUM JKENaTeNIbHO pacrojiaraTb MecTHOW HMHpopMalueld O pe3sUCTEeHTHOCTH, OCOOCHHO Npu

JICYCHUH CePhe3HBIX MH(EKINH.
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JlaHHbIC MHCTUTYTa KIMHUYECKUX W JIaOOpAaTOPHBIX CTAHJ U HOTPIHNYHLIX 3HdYEHUH

MUK (mr/n) u nuddy3noHHOTO TECTHPOBAHUS (IUaAMETP 30HBI [MM]) C UCIIOJIb30BAHUEM JHCKOB,
COJIepIKalINX 5 MKT IUIMPODIOKCAIHA, TPEICTABICHBI B TAOIHUIIC HIKE.
NHCTUTYT KIMHUYECKUX U JabopaTopHbIX ctanmapToB. [lorpannunsie 3nauenuss MUK (mr/n) u

nuhy3HOHHOTO TECTUPOBAHUS (MM) C UCIIOJIb30BAHUEM JTUCKOB.

Muxkpoopranusm UysctBuTenbHbli | [IpomexyTounslii | Pe3sucTeHTHBIN
Enterobacteriaceae <1? 2° >42
>21° 16-20° <15°
Pseudomonas aeruginosa u Japyrue <1? 2° >42
OaKTepuu, He OTHOCSIIUECS K CEMEHCTBY >216 16-200 <156
Enterobacteriaceae
Staphylococcus spp. <1? 2° >42
>21° 16-20° <15°
Enterococcus spp. <1? 2* >4°
>21° 16-20° <15°
Haemophilus spp. <1® - -
>21" - -
Neisseria gonorrhoeae <0,06" 0,12-0,5" >1n
>41% 28-40" <27*
Neisseria meningitidis <0,03¢ 0,06° >0,12¢
>35% 33-34* <32%
Bacillus anthracis, Yersinia pestis <0,25° - -
Francisella tularensis <0,5° - -

? DTOT BOCIPOU3BOIUMBIN CTAaHAAPT MPUMEHUM TOJIBKO K TECTaM C UCIOJIb30BaHUEM pa3BeIeHUN
¢ OyJbOHOM C IPUMEHEHHEM KaTHOHHOTO CKOPPEKTHPOBAaHHOro OynboHa Mromepa-XHHTOHA
(CAMHB), koTopslii H”HKYOHPYIOT ¢ AOCTYIOM BO3ayxa mpu Temmeparype 35+2 °C B TeueHue
16-20 u ms mrammoB Enterobacteriaceae, Pseudomonas aeruginosa, Apyrum OakTepusiM, He
oTHOCAImMMCS K cemeiictBy Enterobacteriaceae, Staphylococcus spp., Enterococcus spp. u
Bacillus anthracis; 2024 u st Acinetobacter spp., 24 1 mis Y. pestis (1ipu HeOCTaTOUHOM POCTe
WHKYOUPOBATh ellle B TeueHue 24 1).

®JT0T BOCTIPOM3BOAMMBIA CTAaHAAPT NPUMEHHM TOTBKO K AU(QY3HOHHBIM TecTaM C
HCIIOJIb30BaHUEM JHCKOB C IpUMEHeHHeM arapa Miojuiepa-XUHTOHA, KOTOPBIM MHKYOUPYIOT C

JI0CTYIIOM Bo3ayxa npu temneparype 35+2 °C B Teuenue 16—18 u.
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UCIIOJIb30BAaHUEM JHCKOB JJIsi ompenencHus uyBctBuTenbHocTH ¢ Haemophilus influenzae wu
Haemophilus parainfluenzae c npumenennem OyinbpoHHOI TecToBOM cpesl st Haemophilus spp.
(HTM), koTOopyr0o HHKYOUPYIOT C JIOCTYIOM Bo3ayxa mpu Temriepatype 35+2 C B teuenue 20—
24 u.

"OTOT BOCHPOM3BOAMMBIM CTaHIAPT MNPUMEHUM TOJIBKO K AU(GPY3MOHHBIM TecTam C
UCTOJIb30BaHUuEM TUCKOB ¢ npuMeHenneM HTM, kxoropyio wunkyoupytor B 5 % CO2 npu
temriepatype 35+2 °C B reuenue 16-18 u.

A3TOT BOCHPOM3BOAMMBINA CTaHJAPT NPHUMEHHM TOJIBKO K TECTaM YyBCTBUTEIBLHOCTU
(mudy3roHHBIE TECTHI C HCIOJB30BAHMEM JMCKOB JUIsl 30H M pacTBopa arapa st MUK) c
MIPUMEHEHUEM TOHOKOKKOBOTO arapa v 1 % yCTaHOBICHHOW pOCTOBOM JI0OABKH IPHU TEMIIEPATYpE
36£1°C (ue npesbimatoieii 37 °C) B 5 % CO2 B Teuenue 2024 u.

¢ DTOT BOCIIPOU3BOUMBIN CTaHAAPT MPUMEHUM TOJIBKO K TECTaM C UCIOJIb30BaHUEM pa3BeIeHUI
¢ OyJTbOHOM C IPUMEHEHHEM KaTHOHHOTO CKOPPEKTHPOBAaHHOTO OynboHa Mromepa-XuHTOHA
(CAMHB) ¢ no6aBnenrnem 5 % KpoBHU OBell, KOTOPbIH HHKYOUPYIOT B 5 % CO2 npu 3542 °C B
teyenue 2024 u.

 DTOT BOCIPOM3BOAMMBIN CTAaHAAPT MPUMEHUM TOJIBKO K TECTaM C MCIOJB30BaHUEM pa3BeIeHUI
¢ OylIbOHOM C NPUMEHEHMEM KATHOHHOI'O CKOPPEKTHpOBaHHOIro OynboHa Mriomiepa-XuHTOHA
(CAMHB) c noGaBnenueM ompeaeneHHOH 2 % pocTOBOM J00aBKH, KOTOPBIH HWHKYOUPYIOT C
JOCTyIoM Bozayxa npu 3542 °C B TeueHue 48 u.

In vitro yyecmeumenvHocms K Yunpoghroxcayumy

Jlist  ompenesieHHBIX IITaMMOB PaclpOCTpaHEHHE MPHOOPETEHHOW PE3MCTEHTHOCTH MOXKET
pa3nuyatbes B 3aBHCHMOCTH OT T€OTPaUUEcKOro peruoHa U C TEYCHHEM BpeMeHH. B cBsi3u
STUM MPHU TECTUPOBAHUH YYBCTBUTEIHHOCTH IIITAMMA KeJaTEIbHO UMETh MECTHYIO HHPOPMAITHIO
O PpE3UCTEHTHOCTH, OCOOCHHO TpU JIeYeHMHM TsDKenblx uHpekuuid. Ecmum  wmectHas
pacrpocTpaHEeHHOCTh PE3UCTEHTHOCTH TaKOBa, YTO T0JIh3a IPUMEHEHUS TpernapaTta, 1o KpaiHen
Mepe, B OTHONIEHWH HECKOJbKMX THIOB HWH(MEKIWH, COMHHUTEIbHA, HEOOXOAUMO
IPOKOHCYJIBTHPOBATHCS CO CHELIUATHCTOM.

In vitro OblIa MPOJIEMOHCTPUPOBAHA AKTHBHOCTH ITUMPOQIIOKCAIMHA B OTHOIICHUHU CIICTYIOUIHX
YYBCTBUTEIHHBIX IITAMMOB MUKPOOPTAaHU3MOB:

A3D06H ble cpAMNONI0HCUMENbHbIE MUKDOODP2AHU3MbL

Bacillus anthracis, Staphylococcus aureus (MeTuiLIMH-4yBCTBHTENBHBIC), Staphylococcus
saprophyticus, Streptococcus spp.

A3DO6H ble epamompuuamelbHvle MUKpPOoOp2aru3mbl
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Aeromonas spp., Moraxella catarrhalis, Brucell

Pasteurella spp., Francisella tularensis, Salmonella spp., Haemophilus ducreyi, Shigella spp.,
Haemophilius influenzae,  Vibrio  spp., Legionella  spp., Yersinia  pestis.

AHa3D06Hbl€ MUKPDOODP2AHU3MbL

Mobiluncus spp.

Jlpyaue mukpoopeanuzmol

Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma hominis, Mycoplasma pneumoniae.
Brla mpoieMOHCTpHpOBaHa BapbUPYIOIIAsl CTEIICHb YyBCTBUTEIBHOCTH K MUMPOMIOKCAUHY IS
creayronmx Mukpoopranu3moB: 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.

Cunrtaercsi, 9YTO MPUPOJHON PE3UCTEHTHOCTHIO K mumpoduiokcauay obnamator Staphylococcus
aureus (MeTHIMIUIMH-DE3MCTEHTHBIN), Stenotrophomonas maltophilia, Actinomyces spp.,
Enteroccus faecium, Listeria monocytogenes, Mycoplasma genitalium, Ureaplasma urealitycum,
aHa’poOHBIE MHKpOOpranu3mbl (3a uckirouenuem Mobiluncus spp., Peptostreptococcus spp.,

Propionibacterium acnes).

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocne nmepopanbHOro MpUMEHEHUs HUMPOGIOKCAIIUH OBICTPO BCACHIBACTCS MPEUMYIIIECTBEHHO B
TOHKOW KuIIKe. MakcuManabHas KOHIIEHTpAIMs UUIPOQIIOKCAIIMHA B CBIBOPOTKE KPOBH
nocturaercs depe3 1-24. buomoctymHocTh coctaBnsier okojgo 70-80 %. 3HaueHus
MaKCUMaJbHONH KOHLEeHTpauuu B MiaasMe KpoBH (Cmax) M IUIOIIAQAM TOJ  KPUBOM
«xoH1eHTpanus - Bpems» (AUC) Bo3pacTaroT IpONOPIHOHATIBHO J03€.

Pacnopenenenune

Ces3p numpoduokcanHa ¢ Oenkamu 1miasmbl KpoBu coctaBisier 20-30 %; neictByromiee
BEIIIECTBO MPUCYTCTBYET B IIa3M€ KPOBHM IMPEUMYIECTBEHHO B HEHMOHH3UPOBaHHOH (opme.
[Munpodnaokcania cBOOOJHO pacIpeneiseTcss B TKAaHAX W KUAKOCTAX opranusma. OObem
pacripeziefieHusi B opranusme coctasisieT 2—3 n/kr. KonnenTpanus nunpodaokcania B TKaHIX
3HAYUTEJIHHO NMPEBBIIIAET KOHLIEHTPALMIO B CBIBOPOTKE KPOBH.

BI/IOTDaHCd)ODMaL[I/Iﬂ
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munpodaokcanHa B HEOONBIIMX — KOHIEHTpauusx:  mmdTuianunpoduiokcanua  (M1),
cynshonunpodrokcanun (M2), okcomunpodiiokcarua (M3), dopmunmunpodiiokcanun (M4),
TpH U3 KOTOPBIX (M1-M3) IposIBIIAIOT aHTHOAKTEPHATILHYIO aKTHBHOCTH IN Vitr0, COMocTaBUMYIO
C aHTUOAKTEPHUATHLHOW aKTUBHOCTHIO HAJIMIUKCOBOM KHUCIOTHI. AHTHOAKTEpHallbHAsS aKTUBHOCTh
in vitro mMetabosuTa M4, IPUCYTCTBYIOIIETO B MEHBIIIEM KOJIMYECTBE, OOJIbIIIE COOTBETCTBYET
AKTUBHOCTH HOp(IIOKCauHa.

OIMMUHALMSA

[{unpodokcalH BRIBOJUTCS M3 OpraHW3Ma MPEUMYIICCTBCHHO TOYKaMHU IyTeM KIyOOYKOBOM
GuUIbTpaUM W KAHANBICBOW CEKPELHU; HE3HAUUTEIBHOE KOJMYECTBO — UYepe3 KEIyJI0YHO-
KHIeYHbId TpakT. [loueunsrit kimmupenc cocrarmsier 0,18-0,3 n/a/kr, obmmii kmupenc — 0,48—
0,60 si/a/kr. ITIpumepro 1 % BBOIMMOM J103bI BBIBOJUTCS C JKEIIUbl0. B skemun nunpodaokcanuH
HPUCYTCTBYET B BBICOKUX KOHIICHTPAIUAX. Y OOJIHBIX C HCM3MEHEHHOW (DYHKIIMEH MTOYEK MEPUO.T
MOJTYBBIBEJICHUST CcOCTaBisieT OObraHO 3—5 4. [lpm HapymeHnn (QyHKIMK TOYEK TEPUOJT

IMOJIYBBIBCACHUS YBCIIMUUBACTCA.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeIbHBIX BelIECTB

KapOOKCUMETUIIKpaxMai HaTpHst

MaJTbTOJCKCTPHUH

KpEMHUS TUOKCU]] KOJUTOUIHBIN (aspocun 380)

MarHus creapar

[EJUTI0JI03a MUKPOKpHUCTaITudeckas 102

CMechb I TNIPUTOTOBIEHMS IUIEHOYHOro mOKphiTHs «Omaapait® 20A180003  Germblit»

[runpomeruiosa 2910, runponosa, TanbK, TUTaHA JTUOKCU/ |
6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU
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6.5. XapakTep U coep:KaHHe YIAKOBKH

IIo 5, 6, 7, 8§ 9 wmm 10 Tabnerok B KOHTYPHYIO SUYEHKOBYIO YNAKOBKY U3 IUICHKU
MTOJTMBUHUJIXJIOPUIHOM U ()OJIBTY aTFOMHUHHEBOM IMEUaTHOM JIAKHPOBAHHOM.

ITo 2, 3, 4 KOHTYpHbBIE SYCHKOBBIC YNAKOBKHM MO 5 TaOJETOK; MO 2 KOHTYPHBIC SYEHKOBBIC
ynakoBku 110 6, 7, 8, 9 tabnerok; mo 1 wiam 2 KOHTypHbIE sTUEUKOBBIE yIakoBKH 1o 10 Tabierok

BMECTEC C HHCprKLII/Ieﬁ o MCAUIUHCKOMY NPUMCHCHHUIO ITOMCIIAIOT B ITAYKYy M3 KapTOHA.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  NMPH  YTWIM3AUMM  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara WJH OTX0JA0B, TMOJYYeHHBIX TMOcCJde NPUMEHEHUs

JJEKAPCTBCHHOI'0 Ipenmapara u IPyru€ MaHUMyJIsiluu C nmpemaparom

Het oco0pix TpeGoBaHU K YTHIN3AIHH.

7. JEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

AO «ABBA PYC»

121614, r. Mocksa, yi. Kpeunatckue Xoawmsl, a. 30, xoprr. 9.
Ten./akc: +7 (495) 956-75-54

info@avva-rus.ru
7.1. IlpencraBuTeJb AepaaTesisi perHCTPAIMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un norpedUTENEH HAOPABIATE 110 aIPECY:

Poccuiickas ®enepanus

AO «™ABBA PYC»

121614, r. Mocksa, yn. Kpeutatckue Xoawmsl, A. 30, kopr. 9
Temn.: +7-913-927-76-52

OnektponHas noyra: drug.safety@avva-rus.ru

8. HOMEP PETMCTPAIIMOHHOI'O YJIOCTOBEPEHUSI JIEKAPCTBEHHOI'O
IIPEITAPATA

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
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JlexapcTBEHHBIN NpenapaT OTHOCUTCS K KaTErOUH OTHSII&IEFIHO-IEE% y.TEJ_”: HOCTb 0001)

OO0mmas xapakTepuCcTHKa JIeKapcTBEeHHOTo Tpermapara [unpoduiokcanua Jxorudo Jo0CTynHa B
€IMHOM PEecTpe 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeCTB EBpa3uiickoro 3KOHOMHUYECKOTO
COI03a W Ha O(HIHMAIBLHOM CalTe YIMOJHOMOYEHHOrO oOpraHa (SKCIEPTHOW OpraHu3aIlin)

https://eec.eaeunion.org/.
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