COOTBETCTBYET 3K
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CMNEPTHOMY OTYETY

el

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[HunpodnokcaruH, 2 Mr/mi1, pacTBOp JJI UHPY3HUH.

2. KAUECTBEHHBIN U1 KOJIUMYECTBEHHBIN COCTAB

JlelicTByolIee BEIECTBO: LIUITPO(IOKCALMH.
Kax b1t M1 pacTBOpa COAEPKUT 2 MI' HUIPOQIIOKCALIMHA (B BUE TUAPOXJIOPHIa MOHOTHIPATA).

Kaxnapiii konteiinep ¢ 100 mu pactBopa misa uHdysuit comepxutr 200 Mr munpodaokcaiuHa
rumnpodaokcanuHa (B BUAE THAPOXIOPHIa MOHOTHIPATA).

Kaxnapiii konteiinep ¢ 200 mu pactBopa mia uHdy3uit comepxkutr 400 Mr munpodaokcainuHa
rumnpodaokcanaa (B BUIE THAPOXIOPHIa MOHOTHIPATA).

BemiectBa, HajMuue KOTOPBIX CJIEIYET YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Mperapara: HaTpHid
(cm. paznen 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop 11 uHby3mii.
ITpo3paunast GecliBeTHas! MU CIIETKA )KEITOBATAasl AKHUIKOCTb.

Teopernueckas ocmomsipHocTs 336 MOcwm/11.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

ITpenapat Lunpodaokcaiiuy nmokazaH A JIEYEHUS] HEOCIOXKHEHHBIX U OCJIOXKHEHHBbIE MHEKIH,
BBI3BAHHBIE YyBCTBUTEIbHBIMU K LIUIPOQIIOKCAMHY MUKPOOPTaHU3MaMH.

JJ1s1 B3pOCIIBIX NAIIUEHTOB:

e uHQEKIMM JbIXaTenbHbIX nyTed. LlunpoduiokcannH pekoMeHIyeTcss Ha3HauyaTh IIpH
nHeBMOHUsX, Bei3BaHHBIX Klebsiella spp., Enterobacter spp., Proteus spp., Escherichia coli,
Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella spp. u
CTa(I)I/IJ'IOKOKKaMI/I,

e UH(EKIMH CPEAHEro yxa (CpeaHU OTUT), MPUAATOYHBIX Ma3yX (CHHYCHT), 0COOEHHO €CIU ITH
I/IH(l)eKI_[I/II/I BbI3BAHBI CTa(l)I/IJ'IOKOKKaMI/I " rpaMOTpUuIaTCIb-HbIMU MUKPOOpPTaHU3MaMH, BKIIKOYas
Pseudomonas aeruginosa,

e uH(pexuu rnas,
¢ pH()EKINH MOYEK U/UIU OCIOXKHEHHbIE MHPEKIINN MOUYEBBIBOISAIINX MyTEH,
® UH(EKIMH OJOBBIX OPTaHOB, BKIIKOYAsl aJIHEKCUT, FTOHOPEIO, IPOCTATHT,

e yHpekuu OpromHON mosnoctu (OakTepuanbHble MHPEKIUH KeTyI0YHO-KHIIEUYHOTO TpPaKTa,



’KEITYEBBIBOSAIINX MyTeH, IEPUTOHUT),
e UH(DEKINH KOXKU ¥ MATKUX TKaHEH,
e uH(peKIu KocTel U CyCTaBoB,

® CeIICHC,
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e yHpEeKIMH WM NpOPWIAKTHKA WHQPEKIUH Yy NalueHTOB CO CHH)KEHHBIM HMMYHHUTETOM
(ManMeHThl, MPUHUMAIOIINE UMMYHOCTIPECCAHTHI, UM MAlUEHThI C HEUTPOIICHHUEH ),

® CCJICKTHBHAad JCKOHTaAMUHAIMA KUIICYHUKA Y TAIUCHTOB CO CHU’)KCHHBIM HMMYHUTCTOM,

e npodHIAKTHKA M JICUCHHE JIErOYHOH (GOpMbI CHOMpPCKOM s3BBI (MH(uIMpoBanue Bacillus

anthracis).
,HJ'IS[ JICHUCHU A CICAYOIHNX I/IH(bCKHI/IOHHO-BOCHaJ'II/ITeJ'IBHBIX 3a0oJieBaHuil mpemnapar
[unpodiokcaniH ~ MOXXET NPHUMEHATHCS TOJIBKO B  KAUeCTBE AJIBTEPHATHBBI  JIPYTUM

MIPOTUBOMUKPOOHBIM IperapaTam:

® OCTpBIM CUHYCHT,

® HCOCJ/IIOXXHCHHBIC I/IHq)eKLII/II/I MOYCBBIBOOAIINX HYTeﬁ.

H606XOI[I/IMO IIpUHHUMAaTb BO BHHUMAHHUC HeﬁCTBYIOHlHC O(i)HI_[I/IaJ'ILHHe PYKOBOACTBA O IIpaBUJIAX

MMPUMCHCHUA aHTI/I6aKT€pI/IaJII)HBIX CpCACTB.

CTH

e JicUuCHHME OCJIOKHCHHH, BbI3BaHHBIX Pseudomonas aeruginosa, y aereil ¢ MyKOBHCIIHI030M

JIeTKHX OT 5 ;mo 17 1er,

e mnpoduIaKTHKa M JieueHHe JerodyHor Qopmbl cubOupckoi s3Bbl (MHUIMpo-Banue Bacillus

anthracis).

[Ipumenenue uunpodIokcanmua y JeTed JJOKHO OBITh HAuyaTo TOJBKO TIOCHIE OICHKU
COOTHOIIIEHHUS TIONIb3a/pUCK B CBS3M C BO3MOXXHBIM MOOOYHBIM JCHCTBHEM Ha CYCTaBbl U

OKOJIOCYCTaBHBIE TKaHH.
4.2. Pesxum 103MpPOBaHNS U CNIOCO0 MPUMEHEHUSs!

PexxuMm n03upoBaHus

Bspocnvie

[Ipu oTcyTCTBHUM JApyrUX Ha3HAYeHHM pEKOMEHIyeTcs coOI0/1aTh

AO3UPOBaHUA:

CIEYIOIINNA  PEKHUM

Tabnuna 1. Pekomenayemsie 10361 npenapata L{unpoduiokcaiuy y B3pocCibIX.

IToxa3zanue

Pa3oBas 103a 1J1s1 B3pOCJIBIX € Y4E€TOM
KPaTHOCTH BBeJECHHUS B CYyTKH
(uunpodyJiokcanun, Mr, B/B BBeJeHHeE)

HUngpexyuu ovixamenvrnoix nymeii (B 3aBUCHMOCTH
OT TSDKECTH UH(EKIINH U COCTOSTHUS MAIIMEeHTA)

Ot 400 Mr x 2 pasa B cytku 10 400 mr x
3 pa3a B CyTKH

Hngpexyuu mouenonosoii cucmemol:

® OCTPBIC, HCOCIIOKHCHHBIC

Ot 200 mr x 2 pa3a B cyTku a0 400 mr X
2 pa3a B CyTKHU
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3 pasa B CyTKH
o QIHEKCHT, IPOCTATHUT, OPXHT, IIHIAUTUAMUT

Ot 400 mr % 2 paza B cyTku 10 400 Mr x

3 pasa B CyTKH
Jluapes 400 mr X 2 pa3za B CyTKH

Hpyeue ungexyuu (cm. pasgen «l[lokazaHust K
MIPUMEHEHHUIOY )

400 mr X 2 pa3za B CyTKH

Oco00 TspKenble, MPEeICTABISIONINE YTPO3Y KU3HH,
B ocobeHHOCcTH Tpu Hanmmuuu Pseudomonas spp.,
Staphylococcus spp., mmu Streptococcus spp.,
T.4.

. ITHEBMOHHMSI, BbI3BaHHas Streptococcus spp.

. peunIMBHUPYIOIITE uHpexun npu
MYKOBHCIIH103€

o MH(EKINHI KOCTEH U CyCTaBOB

. CENTULIEMUS

. MIEPUTOHUT

400 mr x 3 pa3a B CyTKH

Jlecounas ¢hopma cubupckoii sa36vl (leyeHue u
npoguraxmuxa)

400 Mr X 2 pa3a B CyTKH (B3pOCIIbIe)

Oco0nIe T'PYHIIIBI TAITWMCHTOB

ﬂut;a NOJ2HCUTIOCO 803pacma

[TaneHTaM MOKMIIOTO BO3pacTa cielyeT Ha3HauyaTh Oosiee HM3KHE 03Bl LUIPOQIIOKCAI[MHA B
3aBUCHMOCTH OT TSDKECTH 3a0ojeBaHHMs M mokaszatened kinupeHca kpeatuHuHa (KK) (cm. Taxke
MH(OpMAIIHIO MO NAIMEHTaM ¢ HapyIeHUsIMUA (QYHKIMY IeUEHH W/ OYeK).

Jlecounas popma cubupckoti s136vl (eueHue u nPoPYuUIAKmMuKa)

Cwum. uadopmaruio B Tabnunax 1 u 3.

Jleuenue CJICAyCT Ha4YuHAaTb ITOCJIC

cpasy

npearojgaracéMoro

HIIN MOATBCPKIACHHOTO

uHumpoBanus. O0Ias IPOIOKUTEIBHOCTD JEUSHHUS HUMPOQIOKCAIIMHOM IIPHU JIETOYHOH popme

cUOUpCKOi1 s13BbI cocTaBiisieT 60 AHEH.

HaZ/!MeHI’I’Zbl C NOYEYHOU HeOOCMAMOYHOCMbIO

Tabmuna 2. PekoMeH1yeMbIe 1036 TS AIUSHTOB C TIOYSYHOH HEJIOCTATOYHOCTHIO.

Kimpenc kpeatnnnHa
(ma/mun/1,73 m?)

KpeaTunun niasmsol
(Mr/100 mur)

OO0mas cyroyHasi 103a npenapara
Munpodaokcanun

30-60

1,4-19

Maxkcumansao 800 mMr

<30

>2,0

Maxkcumansuo 400 mr

Hayuenmul ¢ noweunol HedoCmamo4HoCmbio, HCDCOO}ZWMGC}Z HA 2eMo0uUaIU3e
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e IIpu KK 30-60 mn/mun/1,73 wm? (ymepeHHas HoquJr]rlla;l"-llliz 0 TaTTOE-IgEHF‘) Th A0 ”é'fo

COOTBETCTBYET SKCTIEPTHOMY OTYETY

KOHIIEHTpaluu B Tuiazme kpoBu 1,4-1,9 mr/100 M mMakcuManbHasl CyTOYHAs J03a Iperapara
Hunpodnaokcaiuu q0KHA COCTaBIATh 800 Mr.

e TIIpu KK <30 mu/mun/1,73 M? (TsDkenas HOYeUHass HEIOCTATOYHOCTD) MM €r0 KOHIIGHTPAINH B
wia3me Kpou >2 wmr/100 mi MakcumanbHas CyTO4Has J1o03a mpemnapara Llunpodmokcannn
nomkHa coctaBnate 400 Mr B JHM TPOBEACHUS TIeMOJAMaIN3a IOCie OCYILIECTBICHUS
IIPOLEAYPBI.

Hayuenmuor ¢ _noueunoii He()ocmaquHocmb;o, HGXOO}IWMQC% HAa NOCMmMOAHHOM aM6WZanODHOM
nepumoHeailbHOM ouanusze

[Ipenmapar [unpodnokcauun npobaBnsercs K AUanU3aTy (BHYTpHUIIEpUTOHEanbHO): 50 wmr
UIpoQIIoOKcalvHa Ha JIUTP JUau3aTa BBOAUTCS 4 paza B CyTKU KaxJIbIe 6 4.

Hal/ﬂleHmbl C NeYeHoYHOoU HedOCMAmoO4YHOCbIO
Koppekuuu 1o3s1 HE TpedyeTcs.
Hal/ﬂleHl’I’Zbl C NOYeYHOoU U NeYEeHOYHOU HeOOCMamOYHOCNbIO

e Ilpu KK 30-60 wma/mun/1,73 wm? (yMepeHHas TIOueyHas HEJOCTATOYHOCTH) WM €ro
KOHIIEHTpauu B 1uiazme kpoBu 1,4-1,9 mr/100 M mMakcuManbHasl CyTOYHAs J03a Iperapara
[{unpodaokcaruy g0KHA cocTaBIATh 800 Mmr.

e IIpu KK <30 mu/mMun/1,73 M? (Tshkenas MOYEUHAss HEIOCTATOYHOCTh) MM €r0 KOHIICHTPAINH B
wiasmMe Kpou >2 wmr/100 M MakcuMmanbHasi CyTouyHast no3a mpemapara Llumpodiokcanun
noJpkHa cocTaBiaTh 400 Mmr.

€T

Tabnuua 3. Pekomenayemsle 10361 ipenapaTa L{unpoduokcays y qeteit 1 moapocTKOB.

Pa3oBasi 103a nJ14 1ereit 1 NOAPOCTKOB
IToxa3zanue € Y4€TOM KPAaTHOCTH BBe/IeHUs B CYyTKH
(uunpodJiokcauuH, Mr, B/B BBeJeHUE)

10 mr/kr macchl Tena X 3 pasza B CyTKH

Hngperyuu npu myrosucyudose (makcumanbHas 103a 400 mr)

Jlecounas gpopma cubupckoti s36v1 (MOCTKOHTAKT-| 10 MI/Kr Maccel Tena X 2 pa3a B CyTKHU
HOE BO3/ECICTBUE) (MakcumanbHas pazoas 103a 400 mr)

Hemu ¢ napywenuamu ¢hyHkyuu nouex u / unu neyeHu
Pexxum no3upoBanus y feTeil ¢ HapylmeHUSIMU (QYHKIMH [TOYEK W/UITU TIEUE€HU U3y4eH He ObLIL.

JINTEeIbHOCTD JICUCHHUS

HpO)IOJ'DKI/ITeJ'II)HOCTI) JJIEYCHHUs 3aBHCUT OT TAXCCTH 3360J’IeBaHI/I$I, KIMHHYCCKOI'0O TCUCHHUA H
JUHaAMHUKH 3a0oiieBanus. BaxHo MpoaOJIKATh JICUCHHUEC HE MCHCC 3 ,Z[Heﬁ IIOCJIC HMCYC3HOBCHMA
JIUXOPAAKH W JPYTUX KIMHUYCCKUX CUMIITOMOB.

Cpeonsia npooondcumenbHOCHMy ieueHus

Bspocnvie

e | eHb IpHU OCTPOI1 HEOCIIO)KHEHHOM TOHOPEE;

e Jlo 7 nueit mpu nHGEKIHUAX TTOYEK, MOUYEBBIBOSIINX MyTEH, OPraHOB OPIOITHON MOJIOCTH;

e Bech nepuon HeﬁTPOHeHHH Yy MauCHTOB C 0cIa0IeHHBIM HMMYHUTCTOM;
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e He Gonee 2 MecsIIeB IPH OCTEOMHUEIHTE;

COOTBETCTBYET ZKCNEPTHOMY OTUETY

e Ot 7 no 14 nueit mpu apyrux UHOEKIHIX.

[Tpu mHpexnmsx, BbI3BaHHBIX Streptococcus Spp., M3-3a pUCKa MO3THUX OCJIOKHEHHUH JeYeHHe
JIOJKHO MPOJ0JBKAThCsA He MeHee 10 nHei.

[Tpu undexnmsx, Bei3BanHbIX Chlamydia spp., iedeHne Takxke cieayer npoaobkaTh He Menee 10
JTHEH.

Jlemu u noopocmku

Jlns nedeHusl OCIOKHEHHMH MYKOBHCIHMIO3a JIETKHMX, BbI3BaHHBIX Pseudomonas aeruginosa (y
MalKUeHToB OT 5 710 17 5et), npoAoKuTENbHO Tepanuu coctasisieT 10-14 gueit.

Cnoco0 mpuMeHeHus

[Mpenapar L{unpodiokcanuH BBOIUTCS B BUJC BHYTPUBEHHOH (B/B) MH(Y3UH UIMTEIBHOCTHIO HE
meHee 60 MuHyT. MH(QY3UOHHBIH pacTBOp CleAyeT BBOJAMTH MEMJEHHO B KPYIHYIO BEHY, YTO
IIO3BOJIUT MIPEIOTBPATUTE OCIIOKHEHUS B MecTe UH(PY3un. H(]y31oHHBIN pacTBOp MOKHO BBOAMTD
M30JIMPOBAHHO WJIM BMECTE C JIPYTMMU COBMECTUMBIMU MH(Y3HMOHHBIMH PAacTBOpPaMu (CM. pazfel

6.6.).
I/IHCTPYKI_II/II/I IO IMMPUT'OTOBJICHUIO JICKAPCTBCHHOI'O IIpCIIapara 1nepea IIpUMCHCHUEM CM. B pPa3aciic
6.6.

4.3. lIpoTuBONOKA3AHUSA

e [unep4yyBCTBUTENBHOCTh K NHUMOPOGIIOKCALMHY WM JPYTMM TpernaparaM U3 TPYIIbI
(TOPXMHOIOHOB, WU K JIIOOOMY M3 BCIIOMOTaTENIbHBIX BELIECTB, MEPEUNCICHHBIX B pa3felie
6.1.

e OnHOBpeMEHHOE NMPUMEHEHHE HUNPOQIIOKCAllMHA U TU3aHUIUHA U3-32 KIMHUYECKH 3HAUMMBIX
10004HbIX 3((PEeKTOB (IMMOTEH3MUs, COHJIMBOCTD), CBS3AHHBIX C YBEIMUYEHUEM KOHIIEHTpALUU
TH3aHHU/MHA B IIIa3Me KPOBH (cM. pasnen 4.5).

e Jlerckuii Bo3Bpar g0 18 et (kpoMe JedeHHs OCIIOKHEHHH, BBI3BaHHBIX Pseudomonas
aeruginosa, y aereil ¢ MyKOBHCIIHIO30M JIETKHX OT 5 10 17 jer, mpoHIaKTHKH W JICUCHUS
JeroyHoi popMbl CHOUPCKOIL SI3BBI).

e bepeMeHHOCTH.

e [lepuon rpy1HOr0 BCKapMJIMBaHUS.
4.4. OcoOble yka3aHHUsl U Mepbl PEIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipu 3a60s€eBaHUAX LIEHTPATBLHON HEPBHOM CHCTEMBI: SMMJIENICHUS, CH)KEHUE TOopora CyJI0pOKHOMN
TOTOBHOCTH (WM CYAOpOXHbIE NPUIAAKH B aHaMHe3e), BBIPAKEHHBIH aTepOCKIEpO3 COCYIOB
TOJIOBHOTO MO3ra, HapyIlIEHUE MO3TOBOTO KPOBOOOPAIIEHUS, OPraHUYECKUE OPAKEHHS TOJIOBHOTO
MO3Ta WJIM HUHCYJbT; NCHUXUYECKHEe 3a00sieBaHus (JlempeccHsi, MCUX03); BBIPAXKEHHAs MOYeyHas
W/WAM TI€YeHOYHAasl HEJOCTAaTOYHOCTh; MOpaXeHHE CYXOXKUJIUN MpU paHee MPOBOAMBIIEMCS
JIEYEHUN XUHOJIOHAMM; NOBBILIEHHBIM PUCK YJUIMHEHUs HHTepBana QT wmnm pa3BUTHS apuTMHU
TUMNA «IHUPYIT» (HAmpUMeEp, CUHAPOM BPOXKIEHHOTO Yy/uinHeHuss uHTepBaia QT, 3aboneBaHUIX
cepaua (cepaeyHas HEAOCTaTOYHOCTh, HMH(APKT MHOKapia, Opagukapius), 3JIEKTPOIUTHBINA
aucbanaHc (Hampumep, IMpH THIOKAIMEMHM, TUIOMarHMEMHUH); OJHOBPEMEHHOE IPUMEHEHHE
JIEKapCTBEHHBIX IpenaparoB, yanuHsommx uHtepBanl QT (B T.u. antmaputmuueckue [A u III
KJIaCCOB, TPULMKIMYECKUE AHTHJIEIPECCAHTBl, MAKpPOJIUABI, HEHPOJENTUKH); OAHOBPEMEHHOE
npuMeHeHne ¢ wuHruOutopamu wu3zodepmenta CYP450 1A2 (B ToMm wuymcne TeO(PHIUIMH,
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METUJIKCAHTHH, KO(EWH, yJIOKCETHH, KJIO3aIlHH, ponmﬂmcn %J’l’a'HSHIH/IH aTOMeJIaTPIH)';

MHUACTEHUS gravis; MPUMEHEHHE Yy MAaIlMEHTOB IMOXKUJIOr0 BO3PACTa, Yy MALMEHTOB, MOIYYarOIIUX
COIIyTCTBYIOIIYIO TEPAIUI0 IEePOpaJbHBIMU TUIOINIMKEMHUYECKUMH IIpernaparaMu (Hampumep,
npenapatamMu CyJlb()OHUIMOYEBHHbBI) WJIM WHCYJIMHOM; IIallACHTOB C aHEBPU3MOH aopThl, C
BPOXJIEHHBIM TIOPOKOM KJallaHa cepAua B CEeMEHHOM aHaMHe3e, WM Yy I[alHUeHTOB C
JIMarHOCTUPOBAHHON aHEBPU3MOM aOpThI WM/WIIM PACCIOCHUEM aoOpThI, C 3a00JIEBaHMEM KJallaHa
cepAlla MM IPU HAIMYMM JAPYI'MX (DaKTOpOB PUCKA WIIM COCTOSHUI, Npeapacroyiaraiolux K
Pa3BUTHIO aHEBPU3MBI AOPTHl MM PACCIOCHHUS AOpPTHI, MU PErypruTalui/HeJ0CTaTOYHOCTH
KJarnaHa cepiaua (Hampumep, cuHapom Mapdana, cunapom Onepca-/lannoca, cunapom Tepuepa,
6one3np bexuera, apTepuanibHasi TUIIEPTEH3HsI, PEBMAaTOUIHBIN apTPHUT, COCYUCThIE 3a00IeBaHus,
Takue Kak aprepuuT Takascy, FMTaHTOKJIETOYHBIM apTepUMT, MOATBEPXKICHHBIM aTepocKiIepos,
curapom lllerpena, nHGEKITMOHHBINA YHIOKAPANT) (CM. HIKE).

Oco0ble yKa3zaHusg

Tsokenple  wHQEKUH,  CTAQWIOKOKKOBBIE  WHPEKIMH W  UHPEKIHH, O0OYCIIOBICHHBIE
IpaMIIOJIOKUTEIbHBIMU U aHAPOOHBIMU OaKTEPUAMU

[Tpu nedyeHuu TSHKETBIX MHPEKIHUHA, CTaPIIOKOKKOBBIX MH(peKunii u nHpeKuni, 00yCcIOBICHHBIX
aHadpOOHBIMM  OaKkTepUsIMM, LUNPO(IOKCALMH cJleIyeT MCIONb30BaTh B KOMOMHAIUM C
COOTBETCTBYIOIIMMHU aHTHOAKTEPUAIbHBIMU CPEACTBAMHU.

Hnghexyuu, obycrosnennvle Streptococcus pneumoniae

[Munpodokcaril HE PEKOMEHIYETCSl WCIOIb30BaTh JJIs JICUCHUS WHQEKIUH, BBI3BAHHBIX
Streptococcus pneumoniae, u3-3a ero orpaHn4eHHON 3)(HEKTHBHOCTH B OTHOILICHUH BO30YAUTEIIS.

Hnpexyuu nonoswvix nymeii

[lpu reHUTATbHBIX HWH(EKIUSAX, MNPEANOJOKUTSILHO BbI3BaHHBIX mTamMmamu — Neisseria
gonorrhoeae, ycToW4MBBIMU K (TOPXHHOJIOHAM, CIIEAYET YYUTHIBATH MHPOPMAIMIO O JIOKAILHON
PE3UCTEHTHOCTH K MHUNPOQIOKCAMHY ¢ TOATBEPKAATh UYBCTBUTEIBHOCTH BO30YIUTEINS
71a00paTOPHBIMU TECTAMH.

Hnghexyuu mouesvigoosuux nymet

YcroitunBocth K (ropxunoiaonam Escherichia coli, Haubonee pacnpocTpaHEeHHOTO MATOrEHHOTO
MHKPOOPTaHNU3Ma, BBI3BIBAIOIIETO WH(EKIUH MOYEBBIBOSIIHNX IyTEH, BApbUPYET B 3aBHCUMOCTH
ot peruoHa Poccuiickoit ®enepauun (P®). Ilpu Ha3HaueHUM peKOMEHAyeTCs NPUHUMATh BO
BHHMaHHE JIOKAJIbHYIO paclipocTpaHeHHOCTh pesucteHTHOCTH EScherichia coli k propxunononam.

Hapywenus co cmoponul cepoya

[umnpodnokcarya oka3bsiBaeT BIusiHuEe Ha yanuHeHue uaTtepBana QT (cm. pasnen 4.8.). YuuTsiBas,
9TO Ui OJKEHIIWH XapakTepHa OosbInas CpedHsisi MPOMOJDKHTENbHOCTh uHTepBada QT mo
CPaBHEHUIO C MY>KYMHAMH, OHU OoOJiee YYBCTBUTEIBHBI K IpemapaTaM, BBI3BIBAIOIINM YJIMHEHUE
uaTepBaia QT. ¥V MOXWIBIX TAaMEHTOB TaK)Ke OTMEYAETCS ITOBBIIICHHAS YYBCTBUTEIBHOCTH K
JEWCTBUIO TpenapaToB, BbI3bIBAOMIMX yanuHeHue uHTepBaia QT. CremyeT ¢ OCTOPOKHOCTBIO
WCTIOJB30BaTh IUIPOQIIOKCAIIMH B KOMOWHAIIMK C TIpenapaTaMu, yIUTHHSIOMUME uHTepBan QT
(Hampumep, aHTHAPUTMUYECKUMHU TpemapaTamu kiaccoB [A  wu III, Tpunuxkinyeckumu
AHTHUJIETTPECCAHTAMH, MaKPOJIUIAMU U aHTUTICHXOTUYECKUMU TIpernapaTamu) (cM. paszaen 4.5.), win
y MAllMEeHTOB C TMOBBIIMIEHHBIM PUCKOM Y/UiMHEHUs uHTepBana QT umm pa3BUTHS apuUTMHUH THUIIA
«UpydT»  (HampuMep, €  BpPOXJACGHHBIM  CHHAPOMOM  yauuHeHums  wHTepBama  QT,
HEKOPPEKTUPOBAHHBIM  JHUCOATIAHCOM  DJEKTPOJIUTOB, TAaKUM  Kak  THUIOKAIMEMHUS WU
THIIOMAarHUeMHs, a TaKke C TaKUMHU 3a00JICBaHUSMHU CepAla, KaK CepAedyHas HEIOCTaTOYHOCTH,
uHpapKT MUOKapaa, OpaguKapaus).

FunepuyecmeumeﬂbHocmb

WHorma yxe mocie TMpueMa TMepBOM  J103bl  HUMNPOQIIOKCAIIMHA  MOMET  Pa3BUTHCS
6
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COOTBETCTBYET SKCTIEPTHOMY OTYETY
b

4eM CJeAyeT HEMEJIEHHO COOOLIMTh JieyalleMy Bpady. B penkux ciayyasx Mocie I[epBOro
MPUMEHEHHUST MOTYT BO3HUKHYTh aHa(UIAKTUYECKHE PEaKIUU BIUIOTh 10 aHA(PHIAKTHYECKOTO
moka. B 3Tux ciydasx mpuMeHeHue HUIpodioKcanHa HEOOXOAMMO HEMENJIEHHO MPEKPaTUTh U
MIPOBECTU COOTBETCTBYIOIIIEE JICUCHHE.

Kenyoouno-kuweunvlii mpaxm

ITpu BO3HUKHOBEHUHU BO BpEMsI MJIM IOCIIE JIEYEHHUS LUIPOQIIOKCALIMHOM TSKEIOW U JAJIUTEIbHON
JMapeu cieayeT UCKIIOYUTh AUarHo3 ICeBJOMEMOPaHO3HOT0 KOJIUTA, KOTOPbIH Tpedyer

HEMEJUIEHHOW OTMEHbI IIpernapara W Ha3HAYeHUs COOTBETCTBYIOLIETO JIeYEeHUs (BaHKOMMLIMH
BHYTpb B 03¢ 250 mr 4 pasa B cyTku). B gaHHON cuTyanuu IpOTUMBONOKA3aHO IPHUMEHEHUE
IIPEenapaToB, NOJABJIAIOIIMX NEPUCTATIBTUKY KUIIEYHUKA.

Fenamo6uﬂuapHaﬂ cucmema

[Tpu npumMeHeHnn UIPOGIOKCAIIMHA OTMEYAIMCh CIIyY4ad HEKpo3a MEYCHU M KH3HEYTPOXKArOIIeH
MEe4YCHOYHOUI HEAOCTAaTOYHOCTH. HpI/I HaJIM4YUU CICAYIOMUX IMTPU3HAKOB 3a00Js1eBaHUs II€YCHU, TAKUX
KaK aHOPEKCHS, KENTyxa, TeMHas ModYa, 3y, OOJIe3HCHHBIH >KMBOT — NPUMCHEHHUE Ipernapara
cJeIyeT IpeKpaTuTh (cM. pasaen 4.8.).

Yy MMaguEeHTOB, IMPHHUMAIOIIHUX I_II/Il'IpO(I)J'IOKcaLII/IH H MNECPCHCCIINX 3a0071eBaHue IICYCHU, MOKET
Ha6JIIOIIaTI>C$I BPEMCHHOC IOBBINICHUC AKTUBHOCTH «IICUYCHOYHBIX» TpaHCAMHWHA3 H HICJIO‘-IHOﬁ
(bOC(i)aTaSH HJIN XOJIECTATHUYICCKAs KEIITyXaA.

Tsaocenas muacmenus

[TanmeHTam C TSHKEIOH MHACTEHUEH CIIEAyeT MPUMEHATh HUMPOGIIOKCAUH C OCTOPOKHOCTHIO, T.K.
BO3MO>XHO 00OCTPEHUE CUMIITOMOB.

Tenounum u paspwié cyxoxHCUnUsl

[Ipn mnepBBIX mNpu3HAKaX TEHAWHUTA (OOJIE3HEHHBIM OTEK B O00JIaCTHM CycCTaBa, BOCHAJIECHUE)
HEOO0XO/MMO pa3rpy3uTh MOPAXKEHHYI0 KOHEYHOCTb, H30erath J0OOW JHIIHEeH Qu3nueckont
aKTUBHOCTH W TPUMEHEHHUE Ipemnapara cleAyeT MNpPeKpaTHThb, T.K. CYIIECTBYET PHUCK pa3pbiBa
CYXOXKMJIIHS, a TAK)KE HEOOXOIUMO IPOKOHCYJIbTUPOBATHCS C BPAUOM.

[Ipu npumeHenun wunpodIioKcaliiHa MOTYT OTMEUaThCA CJIydad TEHIAWHUTA U pa3pbiBa
CYXOXWJIHH (MIPEeUMYIIECTBEHHO aXUJUIOBOTO CYXOXKHIIMSI), MHOTa OMiIaTepalibHO, YXKe B TeUCHUE
nepBbix 48 yacoB mocie Havayna Tepanuu. ONUCaHbl Cllydaw, KOTOPbIE BO3HUKINA B TEUCHHE
HECKOJIbKUX MeECAIIeB IIOocle TpekpameHuss sedeHus (cM. pazgen 4.8.). Puck pasButus
TEHJIMHOMIATUU MOXET OBITh TOBBIIIEH Y TMOXHWJIBIX MAIMEHTOB BO BPEMsl CHJIBHOW (hHU3HUYECKOM
Harpy3Ky, y MallMeHTOB, MOJYYaloIUX COMYTCTBYIOIIYIO TEpaNUi0 KOPTHUKOCTEPOUIAMU, Y
MAIMEHTOB € MTOYEYHON HEJOCTATOYHOCTHIO MIIH MTOCJIE TPAHCIIIAHTAIIUN COJIMIHBIX OPTaHOB.

[Humnpodmokcaye cieayeT MPUMEHSTh C OCTOPOKHOCTHIO y TMAIMEHTOB, MMEIOIIUX B aHAMHE3e
yKa3aHUs Ha 3a00J1€BaHUS CYXOXKUIINH, CBA3aHHBIC C TPUEMOM (PTOPXUHOJIOHOB.

Cyoopoeu

Hunpodnokcanuy, kak U Apyrue (GTOPXUHOIOHBI, MOKET MPOBOLMPOBATH CYIJOPOTH U CHHUXKATh
MOpOT CYJOpPOXKHOM roToBHOCTH. IlanmenTtam ¢ snwiencued n nepeHecmuM 3aboneBanust [THC
(Hampumep, CHM)KEHHE MOopora CyJIOpPOKHOH TOTOBHOCTH, CyJOpOXHBIE MPUIAJKH B aHaMHe3e,
HapylIeHUs MO3TOBOTO KpOBOOOpAIEHHs, OpPraHMYeCKHe IOPaKeHHsI TOJOBHOTO MO3ra WU
UHCYJIbT) B CBSI3M C Yrpo30H pa3BUTHsI HEXKeNaTeNbHbIX peakuuid co cropoHsl [[HC
IUIPOQIIOKCALIMH CIIEAYET MPUMEHATh TOJIBKO B TEX CIydasx, KOIJa OXHAAeMbli KIMHUYECKUN
3 GEeKT NPEeBOCXOAUT PUCK PA3BUTHUS HEKENATEIIBHBIX peakIil mpenapara.

[Tpu npumeHeHun 1unpodIoKcauHa cooOIaIoch O CIydasx pa3BUTHS SIMUJICIITUIECKOTO CTaTyca
(cm. paznen 4.8.). [Ipy BOSHUKHOBEHUH CyA0POT TPUMEHEHUE TIpernapara ciaeayeT MpeKpaTUTh.
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Tcuxuueckue peakyuu

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Icuxmyecknue peakuu MOTYT BO3HHMKHYTH JaXe€ IIOCIIE MEPBOr0 MPUMEHEHHS (TOPXHHOJIOHOB,
BKJIFOYas LUOpoQuiokcalvH. B penkux cioywasx aenpeccuss WM ICUXOTHUECKUE PEAKIMM MOTYT
IIPOTrPECCUPOBATh [0 CYUUUJAIBHBIX MBICICH M CYMUUAAIBHBIX IIONBITOK, B TOM YHUCIE
3aBeplIeHHbIX (cM. pasznen 4.8.). B ciyuae pa3BuUTHs y NalMeHTa KAKUX-JIMOO HEXelaTelbHbIX
peakumii B orHomeHnu LIHC, B ToM umcne MCUXUYECKUX PACCTPONUCTB, HEOOXOIUMO HEMEJIEHHO
OTMEHHUTH IIpernapaT M HadaTb COOTBETCTBYIOUIYIO Tepamuioo. B 3THX ciydasx peKOMEHAyeTcCs
NEPEeHTH Ha TEPaIHUIo APYyTrUM aHTUOMOTUKOM, OTIIMYHBIM OT (PTOPXHUHOJIOHOB, €CII 3TO BO3ZMOKHO.

Ilepugepuueckas nesponamusi

VY manueHToB, MPUHUMAIOMINX (TOPXHHOJOHBI, BKIIIOUYash MUMPOQIOKCAIMH, OTMEYAIUCh CIydan
CEHCOPHON WJIM CEHCOMOTOPHOM MOJMHEHPOIaTUH, THIECTE3UH, AU3ECTE3NH Wiu ciiadoctu. [Ipu
BO3HHKHOBEHMH TaKHX CHMIITOMOB, Kak OO0Jib, JOKEHHE, ITOKAJbIBAHHE, OHEMEHHE, CIa0O0CTh,
ManueHTaM CcleayeT NpOHMHPOPMUPOBATH Bpaya NPEXKIE, YeM MPOJAODKUTH TNPUMEHEHHE
npenapara.

Koorcnoble NOKpO6bl

[Ipy mpuMeHeHWM TMpernapara MOXET BO3HHUKHYTHh peakius (OTOCEHCHOWIN3ALUHU, IT03TOMY
HalMeHTaM clleyeT U30eraTb KOHTAKTa ¢ MPSIMbIMU COJIHEYHbIMU Jiydyamu U Y D-cBeToM. Jleuenue
CIIEyeT TPEKPaTUTh, €CIH HAOIIOJAIOTCS CHUMOTOMBI  (POTOCEHCHOMIM3AUK  (HampuMmep,
M3MEHEHHME KOXKHBIX IIOKPOBOB HAITOMUHAET COJIHEUHBIE 0XKOTH, CM. pa3zaen 4.8.).

Lumoxpom P450

W3BecTHO, yTO HMNPO(IOKCAUH SABISETCS YMEpPEHHbIM MHruouropoMm uzodepmento CYP450
1A2. Craemyer coOmogaTh OCTOPOXHOCTh TIPM OJHOBPEMEHHOM TPUMEHEHHH IIpenapara
munpodokcaliia M TpenapaToB, METAaOONM3UPYEMBIX JAHHBIMM (epMEHTaMM, TaKHX Kak
TEOQWIJIMH, METWIKCAaHTHH, KOQEUH, MJYJOKCEeTHH, PpPONMHHUPOJ, KIJIO3alKWH, OJaH3alMH,
aroMmesaTvH, T.K. YBEJIMYEHHE KOHIEHTpAllUU TUX MpPenapaToB B IUIa3Me KPOBH, O00YCIIOBIEHHOE
MHTUOMpOBaHHEM HUX MeTa0oau3Ma IUIPO(QIOKCAIMHOM, MOXET BbI3BaTh cleuupuyeckue
HE)XeJaTelbHbIe PEaKINH.

Bo u3bexxanue pa3BUTHS KpPUCTALUTYpUN HEIOIMYCTUMO MPEBBIIEHNE PEKOMEHI0BAHHOW CYTOYHOMN
7103bI, HEOOXOIUMO TaKXe JOCTATOYHOE MOTPEOICHHUE KUAKOCTH U MOAJepKAHNE KUCION peakiuu
MOYH.

B ycrmoBusix in Vitro mumnpodiokcannH MOXKET Memiath OaKTepPUOJOTHUECKOMY HCCICIOBAHHUIO
Mycobacterium tuberculosis, mogasinsist ee pocT, YTO MOXKET MPUBOUTH K JIOKHOOTPHUIIATEIILHBIM

pe3yjibTaTaM MMpu INAarHoCTUKEC JaHHOT'O BO36y,[[I/ITCJ'I$I Yy NAallUCHTOB, ITPUMCHAIOIIUX IIPCIIapar.
ﬂuceﬂuke/wuqecmte COCMOAHUA

Kak u B ciyuae ¢ ApyrumMu (TOPXMHOJIOHAMH, NMPU NMPUMEHEHUH LUMPOGIIOKCAIIMHA BO3MOXKHO
M3MEHEHHE KOHIIEHTpAIlMM TJIIOKO3bl B KpPOBH, BKIIIOUas TUIO- M runepriukemuto. Ha ¢one
Tepanuu LUNPO(IOKCAIMHOM IUCTIMKEMHs Yalle MOXET BO3HHUKATh y MAIlMEHTOB MOXKHIJIOTO
BO3pacTa M  TAIUEHTOB, TOJYYalOUIMX  CONYTCTBYIOUIYIO  TEPalUui0  MEepOpabHBIMU
TUNOTJIMKEMUYECKUMH  TIperapataMu  (HarpuMep, IpernapataMd CyJib(OHUIMOUYEBUHBI) WU
uHcynuHoM. [Ipu mpuMeHeHnn nunpodQuiokcaluHa y TaKuX NaleHTOB BO3PACTAaeT PUCK Pa3BUTHUSA
TUIIOTIIMKEMUH, BIUIOTh JI0 TMIIOTIMKeMH4Yeckoil kombl. HeoOxoaumo nHpopMupoBaTh ManueHToB
O CHMIITOMaxX THIIOTJIMKEMUU (CIYTaHHOCTb CO3HAHMS, TOJIOBOKPYKEHHME, «BOJTUMI» amImeTur,
rojioBHasi 0o0Jib, HEPBO3HOCTb, OILYIIEHHE CEpALECOMEHHMsS WIM Yy4alleHUe Iyibca, OJeTHOCTh
KO>KHBIX ITOKPOBOB, UCIIAPHHA, APOKb, Cad0CcTh). Ecau y mamueHTa pa3BUBAETCs TUIOTIIMKEMUS,
HE00X0IMMO HEMEJJIEHHO MPEKPATUTh JICYeHUE HUIPOGIIOKCAIIMHOM U HauyaTh COOTBETCTBYIOILYIO
Tepanuio. B 3TUX choydasx peKOMEHIyeTcss IepedTH Ha Tepanuio JAPYrMM aHTHOMOTHKOM,
OTJIMYHBIM  OT  (PTOPXMHOJIOHOB, €CIM O3TO BO3MOXHO. IIpm mpoBeeHHWH  JIeUEHUS
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PECKOMCHAYCTCA TIHaTeHLHLIﬁ MOHHUTOPHUHI KOHIOCHTPALIUH T'JIFOKO3bI B KPOBH.

Anespusma u paccioenue aopmoi, pe2ypeumayusi/He0ocmamoyHoCms K1anana cepoya

[To maHHBIM PMHUAEMHOJIOTUYECKUX HMCCIEOBAHUI COOOIIANIOCH O MOBBIIIEHHOM PUCKE Pa3BUTHUS
aHeBPU3MBI aOPThl M PACCIOEHUS AOPThl, OCOOCHHO y MAIlMEHTOB MOKMJIOIO BO3pacTa, a TaK¥Ke
perypruTaniy aopTajbHOrO M MHUTPAIBLHOTO KJIANlaHOB MOCJIE NMPUMEHEHHsS (TOPXHWHOJOHOB. Y
MAUEHTOB, MOJYYaBIIMX (PTOPXHUHOJIOHBI, OBUTM OTMEYEHBbI CIIy4au pPa3BUTUS AHEBPU3MBI U
pacciioeHusl aopThl, HHOTJA OCJIOKHEHHBIE Pa3pbIBOM (B TOM YHUCIE C JIETAJbHBIM HMCXOJIOM), a
TaK)Ke peryprutanuu/HeJ0CTaTOYHOCTH JII000T0 U3 KilanaHoB cepaua (cM. pazzaen 4.8.). B cBs3u ¢
3TUM (TOPXUHOJIOHBI CIIEAYeT MPHUMEHATh TOJIKO IIOCJIE TIIATEIbHONW OIEHKH COOTHOLICHHUS
«IMOJIB3a-pPUCK» U PACCMOTPEHMS JIPYTMX BAPUAHTOB TEPANMM y MALMEHTOB C AHEBPU3MOM AOPTHI
WIM BPOXICHHBIM I[OPOKOM KJjalaHa cepAua B CEMEHHOM aHaMHe3€, WU y IalHUEHTOB C
JIMarHOCTUPOBAaHHOW aHEBPU3MOM aOpThI H/IIIM pAcCOCHHEM aopThl WM 3a00JieBaHHWEM KJlallaHa
cepaua, WM NpH HaJIWYUM JAPYrux (akTOpoB PHUCKA WIM COCTOSHUM, Ipeapacloiararoumx K
Pa3BUTHIO:

- aHEBPU3MBI U PACCIIOCHHSI A0PTHI, M PETYPTUTAIIMH/HEAOCTATOYHOCTH KIIaraHa cep/a (Hanpumep,
3a00JeBaHUs COEAMHUTENIBHOW TKaHM, TakMe Kak CHUHIpoM Mapdana umu cunapoMm Onepca-
Hannoca, cungpom TepHepa, Oonesnp bexdera, aprepuaibHasi THIEPTEH3HS, PEBMATOMTHBIN
apTpuT);

WM JIOTIOJTHUTEIIBHO:

- IIPU aHEBPU3ME U PACCIOCHUU AOPTHI (HAlIpUMep, COCYAUCThIE 3a00JIeBaHUs, TAKHE KAaK apTEPUUT
Takascy, TMTraHTOKJIETOUHBINA apTEPUNT, TTOATBEPKICHHBIN aTepockiiepo3, curapom lllerpena);

- IPU perypruTanuu/He0CTaTOYHOCTH KJlanaHa cepaua (Hanpumep, HHGEKIHMOHHBIA YHI0KaAPIUT).

Pucxk Pa3sBUTHA aHCBPHU3MBI U PACCIIOCHUSA aOPThI, @ TAKKC HUX paspbiBa MOXKET OBITH ITOBBIIICH y
ManueHTOB, OATHOBPEMCHHO IMOJYYAOMUX CUCTEMHBIC INTFIOKOKOPTUKOCTECPOUIBI.

B CjIydac IOABJICHHUA BHE3AITHON 00lH B JKHUBOTC, TpyAu HWJIMW CIHUHC ITalUCHTaM CJICAYCT
HEMCAJICHHO O6paTI/ITBC5{ K Bpady B OTACJICHUC HEOTJI0KHOM ITOMOIIIH.

[TanuenTam cieayeT peKOMEHAOBAaTH HEMEAJIEHHO OOpaTHThCS 3a METUIIMHCKOM IOMOIIBI0 B
Cllyyae MOSBJIECHUS OCTPOI OBIIIKH, BIIEPBbIE BOZHUKILIETO OIIYIIEHHUS YUALIEHHOTO cepaleOneHus
WM pa3BUTHS OTEKA KMBOTA WM HIDKHUX KOHEYHOCTEH.

JlmuTenpHble, WHBATHIU3UPYIONINE W TMOTCHIMAIBLHO HEOOpaTHMbBIE CEPhE3HBIC HEKENIATEIbHBIC
peakiuu

OueHb peakue ciay4yau JUIMTENbHBIX (TPOJOJDKAIOIIMXCS HECKOJNBKO MECSIEeB WM  JIET),
MHBAJIUAUZUPYIOIMIMX M TOTEHIMAIbHO HEOOpaTHUMBIX CEPhE3HBIX HEKEIaTeIbHBIX PpPeaKlINid,
BIMSIIOIIMX Ha pa3UyuHble (MHOT/Ia Ha MHOKECTBO) CHUCTEMbI OpraHu3Ma (OIOpPHO-/BUTATEIbHBIN
anmnapar, HEpBHYIO CHUCTEMY, IICUXUKY M OpraHbl YyBCTB), ObUIM 3aperMCTPUPOBAHbI y MAIlMEHTOB,
MOJTYyYalOIUX XWHOJOHBI M (DTOPXMHOJOHBI, HE3aBUCUMO OT MX BO3pacTa M paHee HMMEBLIMXCS
¢dakTtopoB pucka. Ilpumenenue ununpodIoKcanuHa CleIyeT HEMEUICHHO MpPeKpaTuTh MpHu
MOSIBIICHUH MEPBHIX MPU3HAKOB WM CUMITOMOB JIF000H Cephe3HOM HeXeNaTebHOW peaklny.

CTHU

Beiio ycranoBieHo, 4To nUNpodIIOKcalyH, KaK ¥ JAPYrHe Tpermaparbl dTOro Kiacca, BI3BIBAET
apTPOIATHIO KPYITHBIX CYCTaBOB Yy JKHBOTHBIX. [IpH aHann3e CYIIECTBYIOIIMX HA CETOHSIIHUN
JICHb JTAaHHBIX O 0€30MacHOCTH NMPHUMEHEHUs nunpodiokcanuHa y aereil 1o 18 ner, OOJIBIIMHCTBO
U3 KOTOPBIX MMEIOT MYyKOBHCIIUJIO3 JIETKUX, HE YCTAHOBJICHO CBS3U MEXIY MOBPEXKICHHEM Xpslla
WM CYCTaBOB C MPHEMOM Tipernapara. He pekoMeHayeTcst HCIob30BaTh IUITPOQIOKCAIIMH Y IeTeH
JUIsL JICYCHUS! IPYTUX 3a00JIeBaHHUM, KPOME JICUCHHUS OCIIOKHEHHI MyKOBUCIU103a JIETKHX (y JeTeit
ot 5 o 17 ner), cBsi3anHbIX ¢ PSeudomonas aeruginosa, u [uist Jie4eHust U POQUIAKTHKH JISTOYHON
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anthracis).

BcnomMorarenpHBIE BEISCTBA

IIpenapam cooepoxcum nampuii

Kaxxnpie 100 mi mpenapara cofepkut 355 Mr HaTpusi (OCHOBHON KOMIIOHEHT MHIIEBOW/CTOIOBOM
comu), uto OJKBUBaNeHTHO 18 % oT pekomenayemoro BO3 s B3pocioro dYenmoBeka
MaKCUMAaJIbHOTO €KEAHEBHOTO IMOCTYIUICHHS, PaBHOTO 2 T' HATpUsA. DTO HEOOXOIMMO YYHTHIBATH
MaryeHTaM, HaXOIIMMCS Ha JIUETE C OTPaHUICHUEM MOCTYIUICHHS HATPHSL.

4.5. B3aumojgeiicTBHe ¢ JPYrMMH JIeKAPCTBEHHBIMHM IpenaparamMu M Jpyrue BHJbI
B3aMMO/1eliCTBUSA

JIekapCcTBEHHBIEC IpENapaThl, BLI3LIBAIOIINE VIJIMHEHNE HHTEpBaIa OT

Crnenyer coOm0gaTh OCTOPOKHOCT TPU OJHOBPEMEHHOM NMPUMEHEHUHU HUTIPO(DIOKCAIIHA, KaK U
Apyrux (TOPXUHOJIOHOB, NAallMEHTaM, MOJIYYalOLIUM JIEKapCTBEHHbIE IpenapaThl, BbI3bIBAIOILNE
yanuHenne uHtepBana QT (mampumep, antmaputmmueckue mnpenaparel |A u Il xmaccos,
TPULMKINYCCKHE aHTHICTIPECCAHTBI, MAKPOJIHIBI U HeipoenTuku) (cM. paszen 4.4.).

Teodbwummn

OnHOBpeMEHHOE PUMEHEHNE NUIPOQIIOKCAllMHA U IIPEnapaToB, CoEpKaIluX TEOUIINH, MOKET
BbI3BAaTh HEXENATeIbHOE TIOBBIICHHE KOHIGHTPAMK TEOQWUIMHA B IUla3Me KPOBH U
COOTBETCTBEHHO, BO3HMKHOBEHHE TEOMUUIMH-UHAYLUPOBAHHBIX HEOJAronpusATHBIX SBICHUH; B
OYEHb PEAKUX CIyYasX 3TH MOOOYHBIC SIBICHUS MOTYT OBITh YTPOKAIOIIMMH JIJIs )KU3HU TTallUCHTA.
Ecnu oaHOBpeMeHHOE NpUMEHEHHE 3THX JIByX IpenapaToB HEU30€XKHO, TO PEKOMEHayeTcs
MIPOBOAUTH TOCTOSIHHBIA KOHTPOJIb KOHILIEHTpAaluu TeopU/UIMHA B IUIa3ME€ KPOBH M, €CIU 3TO
HE00X0/IMMO, CHI)KEHHE J103bI TEOPHIUINHA.

I[DVFI/IG OPOU3BOAHBIC KCAHTHHA

OI[HOBpeMeHHOG MMPUMCHCHUC I_II/IHpO(bJ'IOKCaLII/IHa u KO(beI/IHa nin HeHTOKCI/I(bI/IJ'IHI/IHa
(OKCHGHTI/I(l)I/IJ'IJ'II/IH) MOXKCT IMPUBOJAUTE K YBCIWUYCHUIO KOHUOCHTPALIMHU IMPOU3BOAHLBIX KCAaHTHHA B
CbIBOPOTKEC KPOBH.

deuntoun

IIpy onHOBpEeMEHHOM NPUMEHEHUH LUIpOoQIIOKCallMHAa U (EHUTOMHA HAOI0JAoCh M3MEHEHHE
(MOBBbIIIEHWE WM TOHW)KEHHUE) cojJepkaHus (eHuTomHa B IJa3Me KpoBU. Bo wuszbexanue
ocnalieHuss TMPOTUBOCYAOPOXKHOTO 3ddekra ¢GeHUToOMHa, BCIEACTBUE CHIKEHHMS  €ro
KOHILEHTpalluu, a Takke J[UId TMPeJIOTBpAllleHUs] HEeXeNaTelbHbIX SBJIEHUHN, CBS3aHHBIX C
Nepe03UPOBKON (PEHUTOMHOM, NMPH MPEKpalleHUH IMpHeMa IUMPOQIOKCAMHA PEKOMEH]yeTCs
OCYIIECTBISATH KOHTPOJIb 3a Tepanuel (GeHUTOMHOM Yy MalMeHTOB, IPUHUMAIOIINX 00a Mpenapara,
BKJIIOYasl OIpeNeieHne cojepkaHus (PeHUTOMHAa B IIa3M€ KPOBH B TEUEHHME BCEro Mepuoja
OJTHOBPEMEHHOTO TMpUMEHEHHs] O00OMX TpernaparoB M HENPOAODKUTEIBHOE BpeMs Iocie
3aBepIIeHNs] KOMOMHUPOBAaHHOM Teparnuu.

HGCTeDOI/IJIHI)Ie TIPOTHBOBOCHAJINTCIBHBIC TTPETIApaThI

CoueTaHue O4YEHb BBICOKMX 103 XHHOJOHOB (MHruoutopoB JIHK-rupaszpl) u HEKOTOpPBIX
HECTePOMIHBIX IMPOTHUBOBOCHAIUTENbHBIX MPENnapaToB (MCKIOYas aleTUICATUIUIOBYIO KUCIIOTY)
MO’KET IIPOBOLIMPOBATH CYIOPOTH.

! !I/IKJ'IOCHO[ YUH

[Tpu onHOBpEMEHHOM MPUMEHEHUHU IUMPO(IIOKCcallMHA U MPENapaToB, COACPIKAIINX IIUKIOCTIOPHH,
HaOJII0AATI0Ch KPAaTKOBPEMEHHOE MPEXOJIlee MOBBIIIEHHE KOHIEHTPALUU KpeaTUHHHA B IUIa3Me
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KpCaTHHHWHA B KPOBHU.

IlepopanpHbIe THIIOTJIMKEMHYECKHIE CPEACTBA

[Ipy ogHOBpEMEHHOM MPHUMEHEHHHM IUNPO(MIOKCAIMHA W TIEPOPATBHBIX THUIIOTIUKEMUYESCKUX
CPEICTB, TJIaBHBIM O0pa3oM, MpenaparoB Cylb()aHUIMOUYEBUHBI (HampuMmep, TIHOCHKIAMHIA,
TJIUMETIMPH/IA), PA3BUTHE TUIIOTJIMKEMHUH TPEATIONIOKUTEIEHO 00YCIIOBICHO YCHIICHHEM JIEHCTBUS
MepOPaIbHBIX TUIIOTIIMKEMHUECKUX CpeCcTB (cM. pasznen 4.8.).

[IpoGenemnwa

[IpoGenenna 3amemsiieT CKOPOCTb BBIBEIEHHUs IUINpoduiokcarHa moykamMu. OJHOBpPEMEHHOE
MpUMEHEHHE NHNPOQUIOKCAllMHA M TPErapaTroB, COACPKAMMUX MPOOCHEIHI, TMPUBOJAUT K
MTOBBIIICHUIO KOHIIEHTPAIIMU ITUTTPOdUIIOKCAaIHA B TUTa3Me KPOBH.

MeroTrpekcar

IIpy OAHOBpPEMEHHOM MPHMEHEHHUH METOTpeKcaTa M IHUIPO(IOKCAMHA MOYKET 3aMEIIAThCS
HOquHO'KaHaJIBHeBBIﬁ TpchnopT MeTOTpeKcaTa, YTO MOXKET COHpOBO)KIIaTBC?I ITIOBBIIIICHHUCM
KOHIICHTPALMK METOTpeKcaTa B IUIa3Me KPOBH. [IpH 3TOM MOMKET YBEJIWYHUBATHCS BEPOSTHOCTH
pa3BuTusi MOOOYHBIX 3(D(PEeKTOB MeToTpekcaTa. B cBsi3u ¢ 3TUM 3a MalMeHTaMu, MOJYyYarOIIIMHU
OJTHOBPEMEHHYIO TEPAIUI0 METOTPEKCATOM M HUMPO(IOKCAIIMHOM, TODKHO OBITh yCTAHOBIICHO
TIIATEILHOE HAOIIOAECHHE.

TuzanuauH

[Ipyn ogHOBpEMEHHOM MPUMEHEHHM LHUIPO(IIOKCAllMHA U MPENapaToB, COAEpPXKAIIUX THU3AHUAMH,
HaOJII01aeTCs YBEIIMYCHUE KOHIICHTPAIIMM TU3aHUIMHA B CBIBOPOTKE KpoBH (yBenuueHUEe Cmax B 7
pa3 (ot 4 o 21 pasa), yBemu4eHHE MTOKa3aTesl IIIOMAIn 1Mo papMakokuHeTH4Ieckoi kpuoit AUC
B 10 pa3 (ot 6 mo 24 pa3)). YBenuueHue KOHIEHTPAIIMU TU3aHUAWHA B CHIBOPOTKE KPOBU MOXKET
BBI3BAaTh CHIDKCHHE apTEPHUATHHOTO JABJICHUS M COHJIMBOCTh. TakuM 00pa3oM, OJHOBPEMEHHOE
MpUMEHEeHHE UTPO(IOKCAlMHA U TIPENapaToB, COAEPKAIINX TH3AaHUANH, TPOTUBOMOKA3aHO.

EYJ'IOKCGTI/IH

OnHOBpeMEHHOE MPUMEHEHHUE AYJIOKCETMHA U MOILIHBIX MHIHOUTOpOB n3zodepmenta CYP4501A2
(Hanpumep, pryBokcamMuHa) MOXKET BecTH K yBenndeHUI0 Cmax 1 AUC nynokcernna. HecMotps Ha
OTCYTCTBUE KJIMHHUUYECKUX JAAHHBIX O BO3MOXHOM B3aMMOJEHCTBHH C IUIPO(IOKCAIMTHOM, HENb3s
UCKJTFOYUTh BEPOSITHOCTh IMOMOOHOTO B3aMMOJEHCTBHSI TPH OJHOBPEMEHHOM NPUMEHEHHU
nUnpodIIoKcalta 1 JyJ0KCEeTHHA.

Ponmnupon

O/HOBpEMEHHOE TPUMEHEHHE PONMUHHPOJIa W IHUNPOodIOKcalliHa, YMEPEHHOTO0 WHTHOHMTOpa
nzopepmerra CYP4501A2, npuBoaut k yBenmdeHno Cmax 1 AUC pormmaupona Ha 60 % u 84 %,
cooTBeTCcTBeHHO. Clie/lyeT KOHTPOJIMPOBATh HeOaaronpusTHbie 3()(EKThl PONMUHUPOJIA BO BpEeMs
€ro COBMECTHOTO MPHMEHEHHs C IHUMPO(IOKCAIIMHOM M B TEUCHHE KOPOTKOTO BPEMEHH IOCIIC
3aBepIleHNs] KOMOMHUPOBAHHOM Teparuu.

JInmokanna

OnHOBpeMEHHOE NpPUMEHEHHE IIPernaparoB, COACPXKAIMX JHMJIOKaWuH, W LUIpPOQIIOKCAIMHA,
yMmepeHHoro wuHruouropa wu3odepmenta CYP4501A2, mnpuBOAMT K CHHKCHHIO KIUpPEHCA
nuokanHa Ha 22 % mpu ero BHYTPUBEHHOM BBeleHUH. HecMOTpst Ha XOpOILIyI0 MEepeHOCUMOCTh
JUAOKaWHAa TpPU OJHOBPEMEHHOM NPUMEHEHUU C LUNPOQIIOKCAIMHOM, BO3MOXKHO YCUJICHHE
mo004HBIX 3(h(PEKTOB BCIEACTBUE B3aMMOICHCTBHSL.

Knozanun
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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CBIBOPOTOYHBIX KOHIIGHTpanuii kio3anuHa u N-mecmerwnkinosanmuaa Ha 29 % u 31 %,
COOTBETCTBEHHO. ClielyeT KOHTPOJIHMPOBATh COCTOSHHE TAllMeHTa W TMPH HEOOXOIUMOCTH
MIPOBOANTH KOPPEKIUIO peKUMa JO3UPOBAHUS KIIO3aITMHA BO BPEMS €0 COBMECTHOTO TIPUMEHEHUS
¢ nUnpogIIOKCAIIMHOM M B TEUEHHE KOPOTKOTO BPEMEHH IIOCIIC 3aBEPIICHHS KOMOMHUPOBAHHOMN
Teparum.

Cunnenadun

[Tpu onHOBpeMEHHOM MpUMeHeHus IunpodaokcanuHa B 103¢ 500 mr u cungeHaduna B 1o3e 50 mr
otrMevanoch yBennueHue Cmax 1 AUC cunnenaduna B 2 pasza. B cBs3u ¢ 3TUM NpUMEHEHUE JTaHHOU
KOMOWHAIMH B YKa3aHHBIX /103aX BO3MOYKHO TOJIBKO MOCJIE OLIEHKHA COOTHOILIECHHS MOJIb3a/PHCK.

AnTtaroguctel BuTamuga K

CoBMmecTHOE TpUMEHEHHE IHNpodIoKcamHa W aHTaroHMCTOB BHTamMuHa K (Hampumep,
Bap(hapuHa, aneHOKymaposa, (hEeHNpPOKyMOHa, (IyHWHIOHA) MOXET NPHBOANUTH K YCHIICHHIO HX
AHTHKOATr'yJIIHTHOI'O IIGIZCTBI/I?I. Beanuuna sToro 3(1)(1)CKT3. MOXET HU3MCHATHCA B 3aBUCHUMOCTH OT
COIYTCTBYIOIIMX MH(EKINH, BO3pAcTa U OOLIETO COCTOSIHUS MAIMEHTa, IO3TOMY CJIOXKHO OLIEHHUTH
BIMsiHUE nunpoduiokcanmaa Ha yBenuuenue MHO. Crexyer mocTaToyHO 4acTo KOHTPOJIHPOBATH
MHO Bo BpeMsi COBMECTHOIO NMPUMEHEHHs LUIPOQIIOKCAlMHA U aHTaroHUCTOB BuUTamMHa K, a
TAKKEC B TCUCHUC KOPOTKOI'O BPpECMCHHU I1OCJIC 3aBCPIICHUA KOM6I/IHI/IpOBaHHOI71 TCparunu.

AromMmenaTud

B xiIMHHUYECKHX HCCIIeAOBAaHUAX OBLIO TMOKa3aHO, YTO (IIyBOKCAaMHUH, KaK CHJIBHBIA HHTHOHTOP
nzopepmenta CYP450 1A2, 3ameTHO HHTHOMpYET METa0OIM3M aroMesaTuHa, YTo MPUBOAUT K 60-
TH KPAaTHOMY YBEJIMYEHUIO BO3JCHCTBUS aroMernaruHa. HecMoTps Ha OTCYTCTBHE KIMHUYECKHX
JaHHBIX O BO3MOXXHOM B3aMMOJAEHUCTBUM C LUIPOGIIOKCAIIMHOM, YMEPEHHBIM HHTHOUTOPOM
nzopepmenra CYP450 1A2, nogoOHble 3(@PEeKThl MOXHO OXHUJATh NPU OJAHOBPEMEHHOM
MPUMEHEHUN aroMeNaTiHa U MUMPOQIIOKCAIITHA.

oanuaemM

CoBMecTHOE MMPUMCHCHUC L[I/IHpO(l)J'IOKCaI_[I/IHa " 30JIIMJAeMa HE PEKOMCHAYCTCHA, IMOCKOJIBKY OHO
MOKECT MPUBOJUTD K YBCIIMUCHUTIO KOHICHTPAIUU 30JIIMKUACMA B I1JIa3ME KPOBH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTANMS

bepemeHHOCTH

[Tpumenenue nunpodaokcaHa MPOTUBOMOKA3aHO MTPH OEPEMEHHOCTH.

besonacHocTh mpuMeHeHus UIpoduIoKcanHa y OepeMeHHBIX He ycraHoBieHa. OnHako Ha
OCHOBAaHHWU PE3YyJIbTATOB UCCIEAOBAaHUM HA KUBOTHBIX HEJIb3SI MOJTHOCTHIO UCKIIIOUUTh BEPOATHOCTD

H€6J’IaFOHpI/I$ITHOFO BOS}IeﬁCTBHH Ha CYCTaBHBIC XpsAIIKM HOBOPOXICHHBIX, B CBIA3H C OTUM
L[I/IHPO(I)JIOKCEILII/IH HEC JOJDKCH Ha3HA4YaTbhCA GCpeMeHHLIM JKCHIIIMHAM.

B xoxe nccnenoBannii Ha KUBOTHBIX TEPATOTEHHOTO ACHCTBHUA (Manb(hopmalliii) yCTaHOBIECHO HE
ObLIO.
JlakTanus

HpI/IMCHCHI/IC I_II/IHpO(bJ'IOKcaLII/IHa MMPOTHUBOIIOKA3aHO B ICPUOJ T'PYAHOT'O BCKapMJIMBAHHA.

[unpodnokcanuu BBIACIIETCS B TPYAHOE MOJOKO. M3-3a MOTEHIUATBLHOTO PHCKA MOBPEKICHUS
CYCTaBHBIX XpSAIIEH HOBOPOXACHHBIX, HUMPO(MIOKCAIIMH HE JOHKEH Ha3HAYaThCS KOPMSIIUM
JKECHILMHAM.

4.7. BiuusiHMe Ha CHOCOOHOCTH YNPAaBJAATHL TPAHCNOPTHBIMH CpeacTBAaMH M padorarb ¢
MeXaHU3MaMH
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YIPAaBIATH TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMU, TPEOYIOIMMY MTOBBILIEHHOIO BHUMAHUS U
OBICTPOTHI NICUXOMOTOPHBIX peakuuid Beaeactsue BausHus Ha LIHC. [1oatomy Bo Bpems JieueHHs
ClIeqyeT BO3JEp)KaTbCAd OT 3aHATHMM IOTEHUMAJBbHO ONACHBIMU BHJAMH  JI€ATEIbHOCTH,
TpeOYIOUIMMHU MOBBIIIEHHON KOHLIEHTPAIlMY BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIUH.

4.8. HexxennaTebHbIEe peakuu

PesroMme HexemaTenbHbIX PEAKIIUNA

HexenarenbHple peakuuu, 3aperuCTPUPOBAHHBIE B XOJ€ KIMHUYECKHX HCCICIOBAHUNA U B
MOCTPETUCTPAIIMIOHHOM ONBIT€ MPUMEHEHHUS, MPEICTaBICHbBl B COOTBETCTBHH C IEPEYHEM
CHUCTEMHO-OPraHHBIX KJIACCOB B IOCJIEIOBATEILHOCTH MEIUIIMHCKOTO CJIOBAps TEPMHUHOB JJis
perynstopaoi aestenbHocTH (MedDRA). YactoTa BOBHUKHOBEHUS ONPEALIISIIaCh B COOTBETCTBHH
CO CJIEIyIOIIMMH KaTeropusMU:

oueHsb yacto (>1/10),

gacro (>1/100, <1/10),

Hedacto (>1/1000, <1/100),

penko (=1/10000, <1/1000),

oueHb peako (<1/10000, BkItodast OTACIBbHBIC COOOIICHUS),

94acTOTa HEM3BEeCTHA (HA OCHOBAHWHU MMEIOLINXCS TAHHBIX OIIEHUTh HEBO3MOXKHO).
HUnghexyuu u unsazuu:

® HEYacTo — IpuOKOBBIE CyNepUH(EKIINY;

® DEIKO — MCEBJIOMEMOPAHO3HBIN KOJUT (B OYEHBb PEAKHX CIy4asX ¢ BO3MOXKHBIM CMEPTEIbHBIM
HCXOJIOM).

Hapywenus co cmoponul kposu u numgamuueckou cucmemvl:

® HCYaACTO — 303HHO(bHHHH;

® peako — JICMKONEeHHWs, aHeMHs,, HEUTpONeHus,  JEHKOIUTO3, TPOMOOIUTONEHUS,
TPOMOOIIUTEMUS;

® OYEHb PEAKO — TEMOJIMTHYECKAass aHEMHs, arpaHyJoOLMTO3, MAHIUTONEHUs (yrpoxkKaroias
JKU3HH), YTHETECHHE KOCTHOMO3TOBOTO KPOBETBOPEHUS (yrpoxkatoriee KU3HH),
TPaHyJIOLMUTONEHUS.

Hapywenus co cmoponvl ummynHou cucmemul:
® PEIKo — aJUIEPTHUYECKUe PEAKINH, aJUIEPTUYECKUN OTeK/aHTHOHEBPOTHUECKUI OTEK;

® OYEHb pPelKOo — aHa(UIAKTUYECKUE PeaKlUU, aHAPMIAKTUYECKUN MIOK (YTrpOoXKaroui )KU3HN),
CBIBOPOTOYHAs1 O0JIE3Hb.

HapymeHuﬂ MemabonuzmMa U NUMAHUA
® HCYACTO — CHMKCHUC allIICTUTAa U KOJIMYCCTBA HpI/IHHMaCMOﬁ U,
® PCIAKO — rHICPriIuKEeMUsA, THIIOTIINKEMHUS,

® YaCTOoTa HCU3BCCTHA — TAXKCEIIAd TUIOTIMUKEMUSA, BIUIOTH 0 Pa3BUTUA TUIOTIMKEMUYECKOMH
KOMBI, 0COOEHHO Y MOXUJIBIX IMAIMCHTOB, IMMAMUCHTOB C CaxXxapHbIM I[I/Ia6eTOM, IPHUHUMAKOIHUX
NEPpOpPAIbLHBIC TUIIOTJTIMKEMUYCCKHUEC IPCIIApaThl U UHCYJIMH.

OHOOKpUHHbLE HAPYULEHUSL
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® YacToTa HCHU3BCCTHA —

(CHAJI).

Icuxuueckue napywenus *

CUHAPOM HCAACKBATHOI

COOTBETCTEYET 2KCINEPTHOMY OTYETY
ot 13.02.2026 Nz 2674
L cexpetlid SRR EHRHAC TR Bl

® HCYACTO — NCUXOMOTOPHAA I‘I/IHepaKTI/IBHOCTB/ aXuUuTanus,

® pEeIKo — CIyTaHHOCTh CO3HAHUSA U JE30pUEHTALMSI, TPEBOKHOCTh, HApPyIIEHWE CHOBUJICHUI
(HOuHBIE KOIIMAapbl), Jenpeccus (KOTOpas MOXKET MNPUBOJUTH K CaMOIOBPEKAAIOIIEMY
MOBE/ICHNI0, TAKOMY KaK CYHMIMJATbHbIE MOCTYNKHU/MBICIIH, @ TAaK)K€ IMOMNBITKA CYHULUJA WIH

YAABIIUICS CYUIU), TAILTIOLMHAIINY;

¢ OYCHb PCAKO — IMCHUXOTHUYCCKUC PCAKIMU, KOTOPBLIC MOT'YT IIPUBOJUTH K CAMOIIOBPCKAAOIICMY
IMMOBEACHHUIO, TAKOMY KaK CYHWIHJAJIbHBIC HOCTYHKI/I/MI)ICJ'II/I, a TaKKC IIOIIBITKA CyuluJaa HIA

YIABLIUICS CYULINT;

® YacCTOTa HCHU3BCCTHA — HAPYHICHUS BHUMAHUA, HCPBO3HOCTh, HAPYHICHUC ITaMATH, ,Z[eJIPIpPIfI.

Hapywenus co cmoponul nepgnoii cucmemor™

® HEYacTo — roJIOBHast 00JIb, TOJIOBOKPY)KEHHUE, HApyIIEHHE CHA, HApyIIEHUE BKYCa;

¢ DPCAKO — MMapecCTe3nn MU AU3CCTC3UU, THUIICCTC3UH, TPEMOP, CyAOPOrn (BKJ’IIO‘laH MMPUCTYTIbL

SMUJIETICUH ), BEPTUTO;

® OQUYEHb pPEIKO — MHIPEHb, HAPYIIEHUE KOOPAUHALMU ABW)KCHUN, HapylleHue OOOHSHUS,
TUTIEPECTE3HUs, BHYTPHUEPEITHAS TUTIEPTEH3Us (MO3TOBas IICEBIOTYMOPO3Hasi CUMIITOMATHKA);

® YacToTa HCU3BCCTHA — HepI/I(bepI/I‘-ICCKaH HeﬁpOHaTHH u HOHHHeﬁpOHaTHH

Hapywenus co cmoponul opeana spenus™:

® DPEIKO — pacCTPOMCTBA 3PECHHUS;

® OYCHb PCAKO — HAPYIMICHUC IBETOBOTO BOCIIPUATHAA.

Hapywenus co cmoponul opeana ciyxa u nabupunma ™

® pEIKo — IIyM B yIIax, MOTEPS CIyXa;
® OYEHb PEJIKO — HapYIIIEHUS CITyXa.
Hapywenus co cmoponwl cepoya™*

® PCIOKO — TaxXukapaus,

® YacTOTa HEU3BECTHA — yAJuHeHue uHTeppana QT, xKemyn0uKkoBble apUTMHH (B TOM YHCIIE THIA

«IUpYIT»)*** (cM. paznen «Ocobble YKa3aHUs»).

Hapywenus co cmoponul cocyoos™™

® PCIAKO — BazogujaTalus, CHMXKCHUC apTCPUATIBbHOI'O0 AAaBJICHUA, OIMYIICHUE «IIPUJIMBa» KPOBU K

JHILY;

® OYEHb PE/IKO — BaCKYJIUT.

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCmEeHUS:

® DPEIKO — HapylIeHUE IbIXaHHs (BKJIOYas OpOHXOCHa3M).

Hapywenus co cmopoHbul d#ceny0ouno-KuueyHo2o mpakma:

® YacTo — TOIIHOTA, JUapes;

® HEYACTO — PBOTA, OOJH B KUBOTE, JUCIICTICHUS, METCOPU3M;

® OYEHb PEJIKO — NAaHKPEATHT.
14
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(NOCNELOBATENBLHOCTS 0002)

HEYacTO — MOBBIIICHUE aKTUBHOCTU «IIEYCHOYHBIX» TPAaHCAMUHA3, TIOBBIIICHUE KOHIICHTPAIIUU
OmnMpyOrHa B TJ1a3Me KPOBH;

penKo — HapyueHus QyHKIMK TIeUYeHH, KENTyXa, TenaTuT (HeMH(PEKIMOHHBIN);

OUEHb PEJKO — HEKPO3 TKaHEW MeueHu (B KpalHe peAKuX CiIydasX HpOrpecCHpYIOUIHM 10
yrpokarouiei >KM3H1 MeYEHOUYHON HEJ0OCTATOYHOCTH).

Hapymeﬂuﬂ CO CMOPOHBL KOIHCU U NOOKOINCHBIX MKAHEI:

HEYacTo — 3y/I, KOJKHAs ChIlb, KPAlMBHUIIA,
penko — gporoceHcuOmIM3aIys, 00pa3oBaHue BOJIBIPEH;

OUYEHb PEJIKO — MEeTeXUH, MyJIbTH(POPMHAs IpUTEMa MaJbIX (HOpM, y3J0BaTas SpUTEMa, CHHAPOM
CruBenca-/>xoHcoHa (37I0Ka4YeCTBEHHAs HKCCYJaTUBHAS APUTEMA), B TOM YUCIIE MTOTEHIIUATBEHO
yrpoxatomuii xu3nu, Cungpom Jlaitenna (TOKCHYeCKUi SMUAEPMANbHBIN HEKPOIU3), B TOM
YHUCJIEe MOTEHIMAIBHO YTPOXKAIOIINUMA KU3HH;

JaCTOTa HEU3BCCTHA — OCTpPaAs 'CHEPAJIN30BaHHAA ITYCTYJIC3HAA 3K3aHTEMA.

Hapywenus co cmoponul mbluteunotl, KOCMHOU U COeOUHUMENbHOU MKAHU

HCYACTO — apTpaJITuid;
PCAKO — MUAJITUA, apTPUT, IMOBBINICHUEC MBIIIECYHOTO TOHYCA, MBIIIICYHBIC CYJOPOTH,

OYCHb PEIKO — MBIIICYHAsl CJIA00CTh, TEHIUHHT, Pa3pbIB CYXOXHWINH (TPEUMYIIECTBEHHO
aXUJJIOBBIX ), 000CTPEHHE CUMIITOMOB MUACTEHUH.

Hapywenus co cmoponul nouek u Mouesbigo0aux nyme.

HEYacTo — HapyleHne QyHKIMU OYeK;

pPENKO — IMOYeYHasi HeIOCTaTOYHOCTh, TeMATypusi, KPUCTALTYPHS, TyOYyJIOWHTEPCTHIINATBHBINA
HEPpUT.

Obwue Hapywerus u peakyuu  mecme 66e0eHUs ™.

YacTO — PeaKIlis B MECTE BBEJICHUS;
HEYacTo — 00JIEBOI CHHAPOM Hecrenu(PUIecKoi 3THOIOTHH, O0IIee HETOMOTaHHE, INXOPATIKA;
PEIKO — OTEKH, MOTIIMBOCTH (TUTIEPTUIPO3);

OYEHb PEJKO — HAPYIICHUE MOXOJIKH.

Jlabopamopuvie u uHcmpymeHmaibHvle OaHHbIe:

HEYaCTO — IOBBIIICHNE aKTUBHOCTH IIEJIOYHOM (I)OC(I)E[TEBLI B KPOBH;
PECAKO — USMCHCHUC KOHLCHTPpAlIUuN HpOTpOM6I/IHa, IOBBIIICHHUEC aKTHUBHOCTH aMHUJIa3bl;

4acTOTa HEM3BECTHA — IMOBBIIIEHHUE MEXyHApOJAHOr0 HopMaiu3oBaHHoro oTHoueHus (MHO)
(Y mamueHToB, NOJy4yaroluX aHTaroHUCThl BUTaMuHa K).

* B oueHb pelKUX CIIydasx MpU NPUMEHEHUU XUHOJIOHOB M (PTOPXMHOJIOHOB, MHOTA HE3aBUCHMO
OT HUCXOJHO MMeEIoIUXCcs (PaKTOPOB pUCKaA, OBUIH 3apEerUCTPUPOBAHBI UTUTEIBLHO COXPAHSIIOLIUECS
(10 HECKOJBKUX MECSIEB WM JIeT), WHBAJTUAWZHUPYIOLUIME U IOTEHIHAILHO HeoOpaTHMBbIe
Cepbe3HbIE MOOOYHBIE PEAKIIMU HA IpenapaT, 3aTparuBarolliie HECKOJIBKO, 2 MHOTa M MHOKECTBO
KJIACCOB CHUCTEM OPraHOB M OpPraHOB YYBCTB (BKJIIOYAs TaKUe PEAKLUMU KaK TEHIWHUT, pa3pbiB
CYXOXHJIIUS, apTpairusi, 00Jb B KOHEYHOCTSX, HapyIICHHE MOXOJKH, HEUPONATHH, CBS3aHHBIC C
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TaKXKe HapyIICHUs ClyXa, 3peHHs, BKyca U 000HsAHU) (cM. paznen «Ocolble yKazaHHsD).

** 'V nanueHToB, MOJIy4aBIIMX (PTOPXMHOJOHBI, OBIIM OTMEUEHBI CIy4au Pa3BUTHs aHEBPU3MBI U
pacciaoeHusl aopThl, MHOTJA OCJIOKHEHHBIE PAa3pbIBOM (B TOM YHCIE C JICTAJIBHBIM HCXOAOM), a
TaKKe perypruTaluy/HeIoCTaTOYHOCTH JII000ro kiamaHa cepaua (cMm. paszgen  «OcoOble
YKa3aHUs»).

*#* Yarie y mallMeHTOB, UMEIOIIUX MPEAPacloyiOKeHHOCTh K pa3BUTHIO yasuuHeHus: nHTepBaia QT.

YacroTa pa3BUTHS CHENYIOIIMX HEXENATEIbHBIX PEAKIUN NPU BHYTPUBEHHOM BBEIACHUM U IIPU
IPUMEHEHUH CTYIEHYaTod Tepanuu UUIPOGUIOKCAIIMHOM (IIpU BHYTPUBEHHOM BBEICHUU
Ipernapara ¢ nOoCJIeAyOUM €r0 IPUEMOM BHYTpPb) BbIILIE, YEM IIPU IIPUEME NIpenapaTa BHYTPb:

Yacto PBOTa, MOBBIIICHHUEC AKTUBHOCTU «IICUCHOYHBIX» TpaHCaMUHAa3, ChIIIb.

Heuacto  TpomboruTonenus, TpoMOOLMTEMUs], CITyTaHHOCTh CO3HAHUS U J€30pUEHTALMs,
TAUTIOLMHALMY, [ApEeCTe3Ud U JU3ECTE3UH, CYNOPOTM, BEPTUIO, HAPYIICHHE
3peHusi, oTeps Cilyxa, TaXUKapAus, Ba3oAWiaTallls, CHWKEHUE apTEepHaIbHOTO
JaBlieHHs, OOpaTHMble HapylmeHHs (QYHKIUU TICUYCHH, JKeNTyXa, IoYeyHas
HEJ0CTaTOYHOCTh, OTEKH.

Penxo [TaHnuuTonIeHUs, JIeTIpeccusi KOCTHOTO MO3ra, aHapUIAKTUYeCKHH  IIOK,
MICUXOTUYECKHE pEeaKlUu, MUTPEHb, HApPYIIEHUE OOOHSHMS, HapyLICHHE ClyXa,
BACKYJIUT, TAHKPEATUT, HEKPO3 TKAHEH MTEYEHHU, IETEXUH, PA3PBIB CYXOKUIIUMN.

COO6H.I€HI/IG O MOoA03PEBACMBIX HCKCIIATCIILHBIX PCAKITMAX

BaxHo coo0Omare 0 Mof03peBaeMbIX HEKENIATEIbHBIX PEeaKIUsAX MOCIe PErUCTpaliy Mpenapara ¢

LEeNbI0  O0ecreYeHus: HENpepbhIBHOTO  MOHHUTOPHUHIA  COOTHOLIEHMS  «IOJb3a —  PHCK»
JIEKapCTBEHHOTO Ipenapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYETCs COOOIaTh 0
MOOBIX  TOJ03pEBAaEMbIX  HEKENATENbHBIX peakIUsaX JIEKApCTBEHHOIO Tpemapata depes
HAIlMOHAJIbHBIE CHUCTEMBbI COOOIIEHUS O HEXKEJIaTeNbHbIX peaklusxX TOoCyJIapcTB — YJICHOB

EBpasniickoro 5KOHOMHUYECKOr0 COI3a.

Poccuiickas @enepanns

®denepanbHas ciyx0a mo Haa30py B chepe 3ApaBOOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKas 11011316, 1. 4, cTpoeHue |

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

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

i npr@roszdravnadzor.gov.ru

Canir B WH(})OPMAITMOHHO-TEIEKOMMYHUKAITMOHHOM ceTu «HTEepHET:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI
TomHOTa, pBOTA, CITYyTAHHOCTH CO3HAHUS, TICHXHYECKOE BO3OYXKICHHE.
Jleuenue

Cnenuduyecknii aHTUAOT Heus3BecTeH. HeoOXoauMo TmiaTeabHO KOHTPOJIHUPOBATH COCTOSIHUC
MarueHTa, 00eCIeunTh JOCTATOYHOE TOCTYIUICHUE KHUAKOCTH, IPH HEOOXOAMMOCTH - MPUMEHHUTH
Mephl HEOTJIONKHOUW momMormmu. C MOMOIIBI0 TeMO- WM TIEPUTOHEATHHOTO JHaju3a MOXKET OBITh
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
S

oT 1.53.02.20

BBIBE/ICHO JIMIIL He3HaunuTenbHoe (MeHee 10 %) KOIH4ecTBO '@é‘r;aggfg':@'ﬁgﬁﬂ(lfﬁb%d)&ﬁﬁﬁﬁh

Pa3BUTHs KPUCTAJUIYPUH PEKOMEHJIYEeTCS MOHUTOPHPOBATH (YHKIMIO MMOueK, BKIodas pH u
KHUCJIOTHOCTh MOYH.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepaneBTUYECKas TPyIIa: aHTUOAKTEpHUaTbHBIE CPEACTBA CHUCTEMHOTO JICHCTBUS;
IIPOU3BOJIHBIC XHHOJIOHA; (PTOPXHHOJIOHBI.
Kon ATX: JOIMAO2

MexaHu3M IeUCTBUS

[unpodIiokcanuH - CHHTETUYECKH aHTHOAKTEPUAIBHBIN Mpernapar MHUPOKOTO CIIEKTpa JeHCTBUS
U3 IpyMnIibl GTOPXUHOJIOHOB.

[Munpoduokcanuu o0iagaeT aKTUBHOCTBIO N VIIFO B OTHOIIGHWH IIHPOKOTO  CIIEKTpa
IPaMOTPUIATENIBHBIX M TPaMIOJIOXKUTEIbHBIX MHUKPOOPTaHW3MOB. bakrepunuaHoe aeiicTBue
UITPO(DIOKCAIIHA OCYIIECTBIISETCS TOCPEACTBOM HHTHOMPOBAHUS OAaKTePHAILHBIX TOIIOU30Mepa3
II Tunma (tomom3omepasza Il (JIHK-rupasza) m tomomsomepasa IV), koTopbie HEOOXOAMMBI IJIs
pETUTHKAIAH, TPAHCKPHUIIIUH, penapanny 1 pekoMOuHarmu 6akrepuansaoit JJHK.

Mexanuzmul pesucmenmuocmu

PesucrentHocTh IN VItr0o K 1unpogiokcanuHy YacTto OOYCIOBJICHA TOYCYHBIMH MYTAILUSIMUA
OaktepuanbHbIX Tomousomepas u JHK-rupazel u pa3BuBaeTcss MeIJIEHHO TOCPEICTBOM
MHOT'OCTYIIEHYaThIX MyTalUi.

EnvHMYHBIE MyTaliMl MOTYT IIPUBOJUTH CKOPEE K CHM)KEHUIO UyBCTBUTENBHOCTH, YEM K Pa3BUTHIO
KJIIMHUYECKOW yCTOMYMBOCTH, OJHAKO MHOXECTBEHHbIE MYyTallid, B OCHOBHOM, HPHUBOJAT K
Pa3BUTHIO KIMHUYECKH 3HAYUMOM PE3UCTEHTHOCTH K HMIPO(MIOKCAMHY U K IEepeKpecTHOU
PE3UCTEHTHOCTH K IperaparaM XMHOJIOHOBOTO ps/a.

PesucreHTHOCTh K HHUMNPOQIIOKCAIMHY, KaK ¥ KO MHOTHUM JPYIMM aHTHOMOTHKAaM, MOKET
(hopMHUPOBATHCS B PE3yJIbTATE CHUKEHUS MPOHUIIAEMOCTH KJIETOYHOM CTEHKH OakTepuil (Kak 3TO
4acTO MPOMCXOAUT B ciydae Pseudomonas aeruginosa) w/wid akTHBAIllMM BBIBCACHUS U3
MUKpOOHOUN KiIeTKu (3¢ dmokc). CoolmaeTcss O pa3BUTHU PE3UCTEHTHOCTH, OO0YCIOBICHHOM
JIOKAJIM30BaHHBIM Ha MiIa3Mujax reHom Qnr. MexaHu3Mbl pe3UCTEHTHOCTH, KOTOPbIE MPUBOJIAT K
HNHaAKTHUBAIlUU IICHUIIWIIJIINHOB, He(i)aJ'IOCHOpI/IHOB, AMHUHOI'JIMKO3U 0B, MaKpOJIuJa0B n
TETPALMKINHOB, BEPOSITHO, HE HAPYMIAIOT aHTUOAKTEPHAIBHYI0 aKTHMBHOCTH HMIPOQIIOKCAIITHA.
MI/IKpOOpFaHI/ISMBI, PE3UCTCHTHLIC K 3TUM npemaparam, 00BIYHO YYBCTBUTCIIbHBI K
UIPO(DIOKCAINHY.

MunumanbHas OaxtepunuaHas koHueHTpauus (MBK) oObriHO He mpeBbIIaeT MHUHUMAJIbHYIO
uHTHOMpyomyo koHenrpanuto (MUK) 6omnee uem B 2 pasa.
Tecmuposanue uyscmeumenbHoCmu in Vitro

BocnpousBogumbie  KpUTEPUH  TECTHPOBAHUS  YYBCTBHTEIBHOCTH K  HUNPO(IOKCAIUHY,
YTBEP)KICHHBIE EBpPOMEHCKMM KOMUTETOM TIO OIPEICICHHIO YyBCTBUTEIHLHOCTH K aHTHOMOTHKAM
(EUCAST), npencrasieHsl B Tabiuie 5.

Tabnuua 5. EBponeiickuii KOMHUTET IO ONpPENENICHHUI0 YYBCTBUTEIBHOCTH K aHTUOMOTHKAM.
[Torpanuunsie 3Hauenuss MUK (Mr/i1) B KITMHUYECKUX YCIOBUAX IS UNPO(DIOKCAIIUHA.

Mukpoopranuzm UyBcTBUTENbHBIN (MT/T) | Pe3uctenTHsIi (Mr/im)
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JCAEAOBATENBROC T 000

-

¥
|

Enterobacteriaceae <0,5 >1
Pseudomonas spp. <0,5 >1
Acinetobacter spp. <1 >1
Staphylococcus! spp. <1 >1
Streptococcus pneumoniae? <0,125 >2
Haemophilus influenzae u <0,5 >0,5

Moraxella catarrhalis®

Neisseria gonorrhoeae <0,03 >0,06
Neisseria meningitidis <0,03 >0,06
[lorpanuunble 3HAYEHUS, HE CBS3aHHBIC <0,5 >1

C BUJjaMu MI/IKpOOpFaHI/ISMOB4

! Staphylococcus spp. - norpanuuHble 3HaYEHHS 1T TUIPOQIIOKCAIIMHA CBA3aHbI C BBICOKOI03HOM
Tepanuen.

2 Streptococcus pneumoniae - aukuii TMm S. PNeUMONiae He cyMTaeTCH YYBCTBUTEIBHBIM K
nUnpogIOKCalliHy W OTHOCHUTCS K KAaTerOpUH MHUKPOOPTAaHU3MOB C  «IIPOMEKYTOUHOM)
YyBCTBUTEIBHOCTBIO.

% Itammel co 3HaderreM MUK, TIpeBBIIAIONMM TIOPOTOBBIE 3HAYEHUS «UYBCTBUTENBHBIEY HIIH
«yMEpPEHHO-UyBCTBUTEIIbHBIE», OUEBUIHO, BCTPEYAIOTCS OYEHb PEJKO, TaK KakK J0 HACTOALIETO
BpeMEHHU COOOMIeHnH O HuX He Obuto. TecThl MO WACHTU(PHUKAIMH W YyBCTBHTEIh-HOCTU K
aHTUOMOTHKAM NPH OOHAPYKEHUHU TAKMX KOJOHUI HEOOXOJMMO MOBTOPHUTD, M PE3yJIbTAaThI IOJKHBI
OBITh MOJTBEP:K/ICHBI MPU aHAINM3€ KOJIOHUH B pedepeHTHoU nabopatopuu. Jlo Tex mop, moka He
OyAyT TNOJy4YeHbl JOKa3aTelbCTBAa KIMHUYECKOIO OTBETA JUIsl IITAMMOB C MOJTBEPXIECHHBIMU
3HaueHnssMu MUK, npeBplmaromuMy  MCHOJB3YIOIIMICA B HACTOsIlee  BpeMs  IOPOT
PE3MCTEHTHOCTH, OHH JIOJDKHBI pacCMaTpUBaThCs Kak pesucteHTHbie. Haemophilus spp./Moraxella
Spp. - Bo3MOXxHO BhIsiBJIeHUe mTamMmmoB Haemophilus influenzae ¢ Hu3ko# 4yBCTBUTETBHOCTBIO K
¢ropxunonaonam (MUK mns nunpodnokcamuna - 0,125-0,5 mr/in). JlokazaTenbCTB KIMHUYECKOTO
3HAYCHHS PE3UCTCHTHOCTH MPH UH(EKIUAX JbIXaTeIbHBIX MyTei, Boi3BaHHbIX H. influenzae, ver.

4 [lorpaHuyHBIE 3HAYEHNS, HE CBSI3AHHBIE C BUIAMU MUKPOOPIaHU3MOB, ONPE/ENSINCH B OCHOBHOM
Ha OCHOBE JIaHHBIX (hapMaKOKMHETHKH/(hapMaKkoJIWHAMUKH U HE 3aBUCAT OT pactpeneneHuss MUK
s cienuduueckux BuAoB. OHU MPUMEHUMBI TOJIBKO JUISI BUIOB, I KOTOPBIX HE OBbLT OMpeseNieH
IMopor 4YyBCTBUTCIBHOCTH, CHGHI/I(i)I/I'—IHI)II\/’I IJi1 BUOAA, a4 HE IJId TEX BHAOB, I KOTOPBIX HE
PEKOMEHIYyEeTCsI MPOBOJAUTH TECTUPOBAHWE UYBCTBUTENBHOCTH. /Il OMpeneneHHBIX TaMMOB
pacipocTpaHeHHEe TPHOOPETCHHOW PE3UCTEHTHOCTH MOXKET pa3iudaTrhCs B 3aBHCHMOCTH OT
reorpa)UuecKoro peruoHa U C TEUEHHEM BpEMEHH. B CBS3UM C 3THM jKeNaTellbHO pacroiiarath
MeCTHOH nH(pOpMaImel 0 pe3UCTEHTHOCTH, OCOOEHHO TPH JICYCHUH TSHKEIIBIX HMH(EKITHA.

JlaHHBIE MHCTUTYTA KIMHUYECKUX U JIAOOPATOPHBIX CTAaHAAPTOB AJISl HOrpaHUUYHBIX 3HaueHnit MUK
(mr/n) u auddy3MOHHOTO TECTHPOBaHUS (AMAMETP 30HBI [MM]) C HCIIOIB30BAHHEM JHCKOB,
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coJieprKalux 5 MKI HunpogIoKcaluHa, IpeacTaBlIeH

Tabmuma 6. [Morpanwunsie 3HaueHus MUK (mr/m)
muddy3noHHOrO0 MeToa (MM).

COOTBETCTBYET SKCTNEPTHOMY OTHETY

oT 13.02.2026 Nz 2674

1 5 ra6nid B/ IEAOBATENBHOCTE 0002)

U TCCTUPOBAHUA C HCIIOJB30BAHUCM IOHCK-

Mukpoopranusm UyscrButensHbli | [IpomexyTounsiii | Pe3ucTeHTHBIN
Enterobacteriaceae <1? 2° >42
>21° 16-20° <15°
Pseudomonas aeruginosa <1? 2° >42
U Ipyrue OaKTepuH, HE OTHOCSIIIUECS
K cemeiicTBy Enterobacteriaceae >21° 16-20° <15°
Staphylococcus spp. <1? 2° >42
>21° 16-20° <15°
Enterococcus spp. <]® 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 BOCIIPOM3BOAMMBIN CTaHAAPT MPUMEHUM TOJBKO K TECTaM C UCIOJIb30BaHUEM Pa3BEICHUN C
OyJIbOHOM C IPUMEHEHUEM KaTHOHHOTO CKOppekTHpoBaHHoro 0yiasona Mueller-Hinton (CAMHB),
KOTOPBIN MHKYOUPYIOT C JJOCTYIIOM Bo3jayxa npu Temmeparype (35 + 2) °C B teuenue 16-20 u qis
mrrammoB Enterobacteriaceae, Pseudomonas aeruginosa, apyrum O0akTepusiM, HE OTHOCSIIAMCS K
cemeiicTBy Enterobacteriaceae, Staphylococcus spp., Enterococcus spp. u Bacillus anthracis; 20-24
g s Acinetobacter spp.; 24 4 mns Y. pestis (mpu HEIOCTATOYHOM POCTE MHKYOMPOBAThH €I B

TeueHue 24 4).
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o (NOCNEOQBATENEHOCTE 00027
5 Sror BOCIPOU3BOJUMBI  CTaHIAPT PUMEHH) TOJ'II)KQ - K'-l 'm—alajdf'vznomlme' “TecTaM — ¢

UCTOJB30BAaHUEM JIUCKOB C TpuMeHeHueMm arapa Mueller-Hinton, KOTOpbIii HHKYOHpYIOT ¢
JOCTYIIOM Bo31yXa rpu temmeparype (35 £2) °C B reuenue 16-18 u.

® DTOT BOCHPOM3BOAMMBIA CTAaHAAPT NPUMEHUM TONBKO K Au(Py3uOHHBIM Tectam ¢

MCIIOJIB30BaHUEM JHCKOB JUIA ompeneicHus dyBcrBuTenbHOCTH ¢ Haemophilus influenzae u
Haemophilus parainfluenzae ¢ npumenenuem OysiboHHOU TecTOBOM cpeabl it Haemophilus spp.
(HTM), koTopyro HHKYOHUPYIOT C JOCTYIIOM Bo3ayxa mpu temreparype (35 £ 2) °C B teuenue 20-
24 4.

" DTOT BOCHPOM3BOAUMBIA CTaHIAPT MPUMEHUM TOJNBKO K JIu((GYy3UOHHBIM TecTaMm C

UCTOJb30BaHUEM JUCKOB ¢ mnpumeHeHneM HTM, kotopyio unKyOupytor B 5 % CO2 mnpu
temrepatrype (35 + 2) °C B Teuenue 16-18 u.

A DTOT BOCHPOM3BOJUMBIA CTaHAAPT MPUMEHUM TOJIBKO K TECTaM YyBCTBUTCIBHOCTH
(mudy3noHHBIE TECTBHI C HCIOJIB30BAaHHEM JUCKOB JUii 30H M pactBop arapa s MUK) c
MIPUMEHEHHEM TOHOKOKKOBOTO arapa u | % ycTaHOBIIEHHON pOCTOBOW JOOABKH IPH TEMIIEpaType
(36 = 1) °C (ue npessimaroieit 37 °C) B 5 % CO2 B Teuenue 20-24 u.

¢ DTOT BOCIIPOM3BOAMMBIN CTAaHAAPT MPHUMEHUM TOJIBKO K TECTaM C MCIIOJIb30BAaHHEM Pa3BEACHUH C
OyJIbOHOM C MMPUMEHEHHEM KaTHOHHOTO CKOppekTupoBaHHOro O0yiabona Mueller-Hinton (CAMHB)
¢ nobapnenue 5 % KpoBHU OBell, KOTOpbId HHKYOUpyT B 5 % CO2 npu (35 + 2) °C B Teuenue 20-24
q.

* DTOT BOCIIPOM3BOAMMBIN CTaHIAPT IPUMEHUM TOJIBKO K TECTaM C MCIIOIb30BAaHUEM Pa3BEICHUN C
OyJIbOHOM C MMPUMEHEHHEM KaTHOHHOTO CKOppekTupoBaHHOro 0yiasona Mueller-Hinton (CAMHB)
c nobaBieHueM omnpeaeneHHo 2 % pocToBol J00aBKHM, KOTOPbI HHKYOUPYIOT € JOCTYIIOM
Bozayxa npu (35 + 2) °C B Teuenue 48 u.

In vitro uwyecmseumenvnocmo K yunpoghnroxcayumny

Jlis  ompeleNeHHbIX IITaMMOB pacHpOCTpaHEHHWE MPHOOPETEHHOM pPE3UCTEHTHOCTH MOKET
pas3IuyaThCs B 3aBUCUMOCTH OT reorpaduuecKkoro peruoHa u ¢ Te4eHHueM BpeMeHu. B cBs3u ¢ aTum
MpU TECTUPOBAHUM UYYBCTBUTEILHOCTH IIITAMMa >EJaTeIbHO HMMETh MECTHYI WH(MOpPMAIUIO O
PE3UCTEHTHOCTH, OCOOCHHO  TpH  JICYEHHH  TsDKenbix — uHbekuuit. Ecnmu  MmectHas
pacIpOCTPAaHEHHOCTh PE3UCTEHTHOCTH TAaKOBA, YTO I0JIb3a IPUMEHEHUs Ipenapara, o KpanHeu
Mepe, B OTHOIICHUM HECKOJIbKMX THIOB WH(EKIMNA, COMHHUTENIbHA, - HEOOXOIUMO
MIPOKOHCYJIbTUPOBATHCA CO CIIELIUATUCTOM.

In vitro ObuTa MPOJAEMOHCTPHPOBAHA BBICOKAsS AKTUBHOCTH IUMPO(IIOKCAIMHA B OTHOUICHUU
CJIEIYIOIMX YyBCTBUTENIbHBIX IITAMMOB MUKPOOPIaHU3MOB:

Aspobuvie epamnonosxcumenvhvie muxkpoopeanusmei. Bacillus anthracis, Staphylococcus aureus
(MeTHITMIUTMHOYYBCTBUTEINBbHBIC), Staphylococcus saprophyticus, Streptococcus spp.

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

Anaspobuvie mukpoopeanusmur: Mobiluncus spp.

Hpyeue muxpoopeanusmor: Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma hominis,
Mycoplasma pneumoniae.

bbuta npoeMOHCTpUpOBaHa BapbUPYIOIIasl CTENEHb YyBCTBUTEIBHOCTH K HMUIPOMIOKCAIUHY IS
creayrommx MukpoopranusmoB: 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,
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Pseudomonas fluorescens, Serratia marcescens, Streptococéﬂg":bhg&ﬂbh?é:e, :Pebtﬁét':r"epfbédzt':{:ﬂ's

spp., Propionibacterium acnes.

Cuynrtaercs, 4TO MPUPOJHONW PE3UCTEHTHOCTHIO K Iumpodiokcamuuy obmamaror Staphylococcus
aureus (MeTHMLMJUTMHOpE3UCTEHTHBIN), Stenotrophomonas maltophilia, Actinomyces spp.,
Enteroccus faecium, Listeria monocytogenes Mycoplasma genitalium, Ureaplasma urealitycum,
aHa’poOHBIE MUKpOOpraHu3Mbl (3a wuckimodenuem Mobiluncus spp., Peptostreptococus spp.,
Propionibacterium acnes).

5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopOrus

[Tocne B/B BBeneHMsI MakcuManbHast KOHIEHTPAUS (Cmax) HAMTPOIOKCAIIHA JOCTUTACTCS B KOHIIE
uHdy3un. [Ipu B/B BBeneHHN (apMaKOKMHETHKA IUIPOGIIOKCAIMHA ObljIa JIMHEHHOW B JHAaIra3oHe
103 110 400 mr.

[Tpu B/B BBeieHUY TipeniapaTa 2 win 3 pa3a B CYTKA HE OTMEYEHO KYMYJISIIUH [HUITPOGIOKCAI[HA U
ero Meta0OoJINTOB.

Pacnpenenenue

Ces3p numpoduiokcanaa ¢ Oenkamu 1mia3mbl KpoBu coctasisieT 20-30 %. AKTHBHOE BEIIECTBO
OPUCYTCTBYET B  IIa3M€ KpPOBH  IPEUMYIIECTBEHHO B  HEHOHU3UPOBaHHOH  (opme.
[unpoduiokcana CBOOOAHO pacmpeneisieTcss B TKAaHAX W JKUAKOCTAX opranuzMa. O0beM
pacnpezeneHust B opraHusme coctapisier 2-3 j/kr. KoHmeHTpanms mumnpodgIiokcaia B TKaHIX
SHAYUTCJIBHO MPCBLIMIACT KOHUCHTPAIUIO B CBIBOPOTKE KPOBH.

BI/IOTDaHCd)ODMaHI/IH

buotpanchopmupyercs B mneueHu. B KkpoBu MoryT oOHapyXHUBaTbCsi UeThlpe MeTabonuTta
munpodaokcanyia B HEOONBIIMX ~ KOHUEHTpauusax:  mdTwinunpoduokcauun (M),
cynbdouunpodaokcanun (M2), okcorunpoduiokcannsa (M3), dopmuniunpoduiokcarud (M4), Tpu
u3 KoTopelx (M1-M3) nposBisioT aHTHOAKTEPHATIbHYIO aKTHBHOCTH in Vitro, COMOCTaBHUMYIO C
aHTHOAKTepUAILHONW aKTHBHOCTHIO HAJHMIUKCOBON KHUCIOTHL. AHTHOaKTepHallbHAs aKTHBHOCTBH in
vitro MetaGonuta M4, NPHUCYTCTBYIOIIETO B MEHBIIEM KOJHYECTBE, OOJIbLIE COOTBETCTBYET
aKTUBHOCTH HOp(JIOKCAIMHA.

ONIMMUHALMSA

[unpodaokcaliid BBIBOAUTCA M3 OpPraHM3Ma MPEUMYIIECTBEHHO IMOYKaMH IMyTeM KIIyOO4YKOBOMH
GuIbTpallul M KaHaJbLIEBOM CEKpEelMM; HE3HAUYUTEIbHOE KOJIMYECTBO - 4Yepe3 IKelyJIOYHO-
KHIIIEYHBIN TPAKT.

[Toueunsrit kupenc cocrasisier 0,18-0,3 n/a/kr, obmmit knupenc - 0,48-0,60 n/4a/kr. [Ipumepno 1
% BBOJMMOM JTO3BI BBIBOJUTCS C JKEINUbI0. B xeman munpodaokcaid MPUCYTCTBYET B BBICOKHX
KOHIIEHTpalusiX. Y MalMeHTOB ¢ HEM3MEHEHHOW (QyHKIHel novek nepuoj nomysbiBeneHus (T1/2)
cocraBisieT 00b19HO 3-5 4. [Ipu Hapymenun Gpynkunu nouek Ti12 yBenuuuBaeTcs.

CTH

B uccnenoBanun y nereit 3HaueHHs Cmax B IUIa3Me KpoBU M miomaau noxa kpuBoit AUC He
3aBHCENU OT Bo3pacTa. 3amMeTHOro yBenuueHusi 3HaueHud Cmax u AUC mpu MHOTOKpaTHOM
npuMeHeHuu mnpenapata (B no3ze 10 Mr/kr/3 pasza B JeHb) He HaOIOAanoch. Y JECSATH JeTed ¢
TSDKEJBIM CEeTICHCOM B Bo3pacTe MeHee 1 roja 3HaueHne Cmax COCTaBISIO 6,1 Mr/n (quana3oH ot 4,6
10 8,3 mr/m) mocie nHOY3UH MPOJAOHKATEIBHOCTRIO 1 1 ipu 03¢ 10 MI/kT, a y JAeTeil B Bo3pacte
or 1 mo 5 ner - 7,2 mr/n (muana3on ot 4,7 go 11,8 mr/m). 3nauenus AUC B COOTBETCTBYIOIIUX
BO3PACTHBIX rpymmax coctaBuiau 17,4 mreu/n (nuamazod ot 11,8 mo 32,0 mreu/n) u 16,5 mreu/n
(mnanazon or 11,0 mo 23,8 wmrew/;m). DTH 3HAUEHUS COOTBETCTBYIOT [HAMa3oHy, O KOTOPOM
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T eTalat)

coo0maeTcst Juisi B3POCTBIX MAIlMEHTOB MPH NMPUMEHECHUU T!cgé'rll'e'B-J[ll:a I‘c' ' XTEELE'H&HJ&T&UH%

OCHOBaHMU  (PAapMAKOKMHETHYECKOTO aHajgu3a y JeTe C pPa3siIu4YHbIMH  HH(EKIUIMU
IpeJiroiaraeMoe CpeiHee BpeMs MOJTyBbIBEICHUS Y IETeH coCTaBIIgeT NPUOIU3UTENBHO 4-5 4.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Harpus xnopun.
MououHast KucaoTA.
JlunaTtpus sxerara quruapar.

Bona g1 uabeKkIui.
6.2. HecoBMecTHMOCTH
JlaHHBIA JIEKApCTBEHHBIM IMpemnapar He CleayeT CMEIIMBaTh C JIPYTMMHU JIEKAPCTBEHHBIMU

npenaparamu, 3a UCKIIFOUEHHUEM YIIOMSHYTBIX B paszzeine 6.6.

BunuMeiMu mpU3HaKaMud HECOBMECTHMMOCTH SIBIISIOTCS BBINMAJEHUE OCAJKa, TMOMYTHEHHE WIH
M3MEHEHHE IBEeTa pacTBopa. HeCOBMECTMMOCTh MMEET MECTO CO BCEMH PAacTBOpaMHU/TIpenapaTaMu,
KOTOpbIe (PU3NYECKU WIIM XUMUYECKH HeCTaOWiIbHBI MpH 3HadeHusX pH umHdy3noHHOrO pactBopa
nunpodokcanuia (HarpuMep, NEeHUUWUIMHBL, PacTBOp TemapuHa), W, B OCOOCHHOCTH, C
pacTBopamMH, KOTOpble H3MEHSIOT 3HaueHuss pH B menounyio crtopony (pH undy3nonHOTrO
pactBopa runpodiokcanuHa cocrasisier 3,5 — 4,6).

6.3. Cpok ronHocTH (CpOK XpaHEeHHs )
2 rona.
6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHH

XpaHuTh Ipu Temieparype He Boie 25 °C B OpUTrHHaNbHON yMaKoBKe (Mayke/To(posimuke) 1is
3aIUTHI OT CBETA.

6.5. XapakTep u cogep:kaHue NEePBUYHON YIAKOBKH

PactBop misa uny3uid.

100 M, 200 M3 B KOHTEHHEpHI MOJMMEPHBIE U3 IJICHKU MOJIHOJIEPUHOBON C OJHUM WU JByMS
IIOpTaMH.

| KOHTEMHEP U UCHTPYKLMS 110 TPUMEHEHUIO B IMAYKE KAPTOHHOM.

Jnst cranmonapos: 72 konterinepa no 100 mun, 30 konTeitHepos mo 200 mil B makeTax U3 IJICHKU U
paBHOE KOJMYECTBO MHCTPYKIIUU MO IPUMEHEHHUIO B TOQPOSIIIUKE.

JlonmyckaeTcst yKiIaka KOHTeHHepoB 0e3 MaKeToB.
He Bce pazmepsbl yriakoBOK MOTYT OBITh JOCTYIHBI AJIs pealu3aluu.
6.6. OcoOble MepbI MPEI0CTOPOKHOCTH NPH YTHIN3ALMH HCIOJIB30BAHHOI0 JIEKAPCTBEHHOI0

npenapara WM OTXOA0B, MOJYYEeHHBIX MOCJe MPUMEHEHHs JIeKapCTBEHHOr0 Npenapara, u
Apyrue MAHUMYJISIUM C TPenapaTom

COBMECTHMOCTb C JIDYTHMH PacTBOPAMH
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Nudys3nonnsii pactBop mpemnaparta l{unpoduiokcamyn COBI\/}:&%_I%%E'&AT %@Eﬂﬂ'&ﬁo&?ﬁr&%ﬁh

xJjopuaa, pactBopoM Punrepa, pactBopom Punrep nakrar, 5 % u 10 % pactBopom aekctpo3sl, 10
% pacTtBOpOM (PpyKTO3BI, a Takxke 5 % pacTBOpoM JieKcTpo3sl ¢ 0,225 % natpus xmnopuna uim 0,45
% HaATpUS XJIOpUJA.

PactBop, mosiydeHHBbI mocie cMmemuBaHus mpenapara LlumpodiaokcanuH ¢ COBMECTUMBIMU
MH(Y3HOHHBIMH PaCTBOPaMHU, CIEIYET HCIOJIb30BaTh KaK MOXKHO ObICTpEe U3-32 UyBCTBUTEIHHOCTH
mpenapara K BO3JCHCTBUIO CBETa M C LEIbIO COXPAHEHUS CTEPWIBHOCTH pacTtBopa. Ecnm
COBMECTHMOCTb C APYTrUM HWH(Y3HOHHBIM PacTBOPOM/IIpENapaToM HE IMOATBEPXKACHA, Ipernapar
Humnpodnokcalyu ciaeayeT BBOIUTH OTJEIBHO.

PacTtBOp numpogiokcanaa CBeTOUYBCTBUTEIICH, TOITOMY OyTHUIKY/KOHTEHHEp CIIEAYET U3BIICKATh
U3 BTOPUYHOW YNAKOBKM TOJIBKO Mepex HCIoib30BaHHEM. [Ipu mpsMOM COJTHEYHOM CBETe
rapaHTHPOBaHHAas CTAOMIBHOCTh PACTBOPA COCTABIISET 3 JTHSI.

ITpu xpaneHuM nUIpodIIOKCalMHa MPU HU3KUX TEMIIepaTypax MOXKET 00pa3oBBIBATHCS OCAJIOK,
KOTOPBIA PacTBOpsAETCS INPU KOMHATHOM Temmeparype. I1loaTtomy He peKOMEHIyeTcsi XpaHUThb
MH(Y3HMOHHBIN PacTBOP B XOJIOAUIBHUKE UM 3aMOPAXKUBATh.

JIoJKeH IPUMEHSATHCS TOJIBKO YHCTBIN IIPO3PAYHBIN pacTBOp.

YTunuzanus

Her oco0bIx TpeOOBaHMI K YTUIIU3ALIMH.

7. AEPKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUA

Poccuiickas @enepanns

ITAO «Kpachapmar»

660042, KpacuHosipckuii kpaii, T. KpacHosipck, yir. 60 et OkTsa6ps, 31. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

7.1. IlpencraBuTenb AepaKaTesi PperiCcTPAMOHHOIO0 YA10CTOBEPCHHUS

IIperensun norpeduTENEH HAIPABIATE O AIPECY:

Poccuiickas @enepanus

ITAO «Kpachapmar

660042, KpacHosipckuit kpai, r. KpacHospck, yi. 60 get Okts6ps, 34. 2
Ten.: +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATETOPUSA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HeKapCTBCHHBIﬁ MMperapaTr OTHOCUTCA K KaTCTOPHUH OTITYCKa I10 PCUCIITY .

OOmiass XapakTepuUCTUKa JIEKapCTBEHHOro mpemnaparta llumpoduokcalnnH AOCTyNHA B €IUHOM

23



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 13.02.2026 N= 2674

peecTpe 3aperucTpUpOBaHHBIX JIEKAPCTBEHHBIX CPEICTB EBpé%&g@%ﬁg%%[;J Eo%%l'n

HAa  OQUIMATBLHOM  CalTe  YHOJIHOMOYEHHOTO  OpraHa  (9KCIEPTHOW  OpraHU3aIliH)
https://Ik.regmed.ru/Reqgister/EAEU SmPC

24


https://lk.regmed.ru/Register/EAEU_SmPC

