COOTBETCTBYET 3K
ot 13.04

OBIIAS XAPAKTEPUCTHKA JIEKAPCT]%E‘%HW(FHWHM Ab04)

CMEPTHOMY OTHETY
126 Mz 7577

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hunpodnokcannu-AKOC, 2 mMr/mi, pacTBop 11 HHPY3HIA.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByoIIIEe BEMIECTBO: IUITPOMIOKCAIIH.

Kaxxnpiii M1 pacTBopa cofepkuT 2 Mr numnpodaokcanuaa (B BUAe TUAPOXIOPUIA MOHOTHAPATA).
BemecTBa, HaTM4re KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mperapara: HaTpui (CMm.
pasnen 4.4).

ITonuprit IEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPUBCICH B PA3/CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop i ungy3ui.

HpospaqHaﬂ 6CCI_[BGTH8.$I niIn 3CJICHOBATO-KCJITOIO IBE€TA X KUAKOCTB.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHUIO

Hunpoduokcannu-AKOC noka3aH K NPUMEHEHHUIO Yy B3POCIBIX U JeTel MpU HEOCIOXKHEHHBIX U

OCJIOKHEHHBIX UH(pEKIHSIX, BBI3BAHHBIX YyBCTBUTEIbHBIMU K UnpodIoKcaluHy
MUKPOOpPTaHU3MaMH.
B3pocasie

e wuH(peKIUH IpIXaTeNbHbIX MyTel, Bei3BanHbIe Klebsiella spp., Enterobacter spp., Proteus spp.,
Escherichia coli, Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella
SPp. u cTaQpUIOKOKKAMH;

e UHQEKIUU CcpenHero yxa (CpegHuil OTHUT), OCOOEHHO €cli 3TU HH(EKIUH BbI3BAHBI
cTaQUIOKOKKaAMH W TPaMOTPHIIATEIbHBIMA  MHKPOOpPTraHM3MaMH, BKIovas Pseudomonas
aeruginosa;

e uH(pEKIuY 171a3;

e MH(EKIUHU MOYEK W/WIN OCI0KHEHHBIE WH(EKIINY MOYEBBIBOISIIINX ITyTEH;

e MH(EKIUH MOJOBBIX OPraHOB, BKJIIOYAs aIHEKCHUT, TOHOPEIO, TPOCTATHT;

e uH(peKknuu OpromHONW mojocTu (O6akTepuanbHble MHPEKIUU KeNyI0YHO-KUIIEUHOTO TPaKTa,
KEITYEBBIBOJSAIINX MyTEH, IEPUTOHHUT);

o I/IH(beKHI/II/I KOXHU U MATKUX TKaHeI;'I;
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e HH(EKIUU KOCTEeH U CYyCTaBOB;

COOTBETCTBYET ZKCNEPTHOMY OTUETY

®  CEIICHUC;
e uHPEKIUU WIH NpoPuiIakTHUKa HHPEKIUl y TMalUeHTOB CO CHUXEHHBIM HMMYHHTETOM
(manMeHThl, MPUHUMAIOIINE UMMYHOCTIPECCAHTHI, UJIM AIlUEHTHI C HEUTPOINEHUEH );

e CCICKTHMBHASA ACKOHTaMHUHALMA KMIICYHHUKA Y NIAOMCHTOB CO CHMXKCHHBIM UMMYHHUTCTOM,

e npoduiIakTMKa M JieueHHE JerouHod Qopmbl cubupckod s3Bbl (MH(uUIMpoBanue Bacillus
anthracis).
B kauecTBe aibTepHATHUBBI JAPYTUM HPOTHBOMUKPOOHBIM MperapaTaM JUls JICYCHHsS CIICIYHOIINX
HH()EKIIMOHHO-BOCTIAJIUTEIHbHBIX 3a00JICBAHMIA:
® OCTpBII CUHYCHT;
e  HEOCIIOKHCHHbIC HH(PEKIUH MOYCBBIBOASAIINX ITyTEH.
HeobOxoauMo mpuHHMATh BO BHHMAaHUE ICUCTBYMOLIME OQHIUATIbHBIC PYKOBOJACTBA O MpaBHJIAX
HNPUMEHEHUsI aHTHOAKTEPUATIbHBIX CPEJICTB.

eTu
e JIeUCHHE OCJIIOKHCHMH, BbI3BaHHBIX Pseudomonas aeruginosa, y aereii B Bo3pacte ot 5 jo 17
JIET, ¢ MyKOBHCIHI030M JICTKHUX;
e npoduiIakTUKAa M JieueHHe JierouHod Qopmbl cubupckoi s3Bbl (MHGUIMpoBaHue Bacillus
anthracis) y nereit B Bo3pacte ot 0 10 18 Jer.
[Tpumenenne nunpodaokcanyHa y 1eTei JOIKHO ObITh Ha4aTO TOIBKO IOCTE OI[EHKH COOTHOILICHHUS
«TI0JIb3a/pUCK» B CBSI3U C BO3MOKHBIM IMTOOOYHBIM JEHCTBHEM Ha CYCTaBbI M OKOJIOCYCTaBHBIC TKaHH.
4.2. PesxuM 103UPOBAHUS U CIIOCOO PUMEHEHHS

PexxuM 1o3upoBaHus

Bspocnvie

[Ipy oOTCyTCTBMM [pyrux Ha3HAYEHUH CIeAyeT MPUIECPKUBATHCS CIEIYIOLIEr0 pPEeKUMa
JIO3UPOBAHUS:

Tabmuma 1. Pexomenmyemasi cytounas gosa mpenapara [lunpoduokcanma-AKOC, pactBop ais

uH(QY3Hi, Y B3pOCIBIX

Pa3zoBasi 103a 1J151 B3pOCJIBIX €
Hoxa3anus y4€TOM KPAaTHOCTH BBeJleHHUS B

CYTKH, MI" (B/B BBeJleHHE)

\Ungexyuu ovixamenvHvix nymeii (B 3aBUCUMOCTH OT TSKECTH ot 400 Mr 2 pa3a B CyTKH

MH(EKIMH U COCTOSTHUS MalleHTA) 110 400 mr 3 pasa B CyTKH

\Unexyuu mouenonosoii cucmemvi:




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 13.04.2026 N= 7577
* OCTpBIC, HEOCTIOKHEHHBIC 0200 M 2 paka Byt ]

10 400 mr 2 pa3a B CyTKH

* OCJIOKHEHHBIE o1 400 mr 2 pa3a B CyTKH

110 400 mr 3 paza B CyTKH

* aJHEKCUT, IIPOCTATUT, OPXUT, SMUAUIUMUT o1 400 mr 2 pa3a B CyTKH

110 400 mr 3 pa3a B CyTKH

Huapes 400 mr 2 pa3a B CyTKH

Hpyeue ungexyuu (cMm. «Ilokazanus K IPUMEHEHUIO ) 400 Mr 2 pa3a B CyTKH

Ocob0  TspKenble, MOPEACTABISAIOIIME  YIpo3y  KU3HH
nHpEKIUH, B 0cOOCHHOCTH Tpu Hanumuuu Pseudomonas spp.,
Staphylococcus spp. wu Streptococcus spp., B TOM YHCIIE:

* IHEBMOHMS, BbI3BaHHas Streptococcus spp.;

400 mr 3 pa3a B cyTKH
* pelUIMBUPYIOIIME NHPEKIUU TIPU MyKOBUCIIHI03€ JIETKUX;
* HH(EKIUU KOCTEN U CyCTaBOB;

* CCNITUIICMHUSI;

¢ ICPUTOHUT

Jlecounas popma cubupckoii s36vl 400 mr 2 pa3a B CyTKH

(JredeHHe U IPODUITAKTHKA) (B3pocibie)

Oco0ble TPYIIIBEI ITAIMEHTOB

Jluya nooicunozo éozpacma

[TaneHTaM MOXXMIJIOTO BoO3pacTa cielyeT Ha3HayaTb Oojlee HM3KHE J03bl Iperapara
Hunpodnokcanuu-AKOC B 3aBUCUMOCTH OT TSKECTH 3a00JIEBaHUS U KJIMPEHCA KpeaTUHHHA (CM.
TaKxe UH(POPMAIUIO O MALMEHTaM C HapyLICHUSMH (PYHKIIMU [TEYEHH U/WUIH TT0YEK).

THayuenmuwl ¢ necounou ghopmou cubupckoll 536wl (Jleyenue u NPoPuUIaKmuKa)

JleueHne crnexyer HauMHATHL Cpa3y [OCJIE€  MPEANOIAaraéMoro Wi  MOATBEP)KIEHHOTO
UHOUIMPOBaHUSA, CM. Ta0II. 1.

OO11ast poA0IKUTEIBHOCTD JeueHus npenapatoM Lunpodnokcanun-AKOC npu nerounoit popme
cHOUPCKOH s13BBI cocTaBiseT 60 THE.

THayuenmoi ¢ noueunoii HeOOCMAaMmMoUHOCMbIO (XPOHUYECKAs NOYeUHAs HeOOCMAmMOYHOCHYb)

- nmpu KiampeHce KpeatmHuHa OoT 30 10 60 Mmu/mumn/1,73 m? (ymepeHHas TOdedHas
HEJ0CTaTOYHOCTh) WJIM NP KOHILIEHTPALlMU KpeaTUHHHA B mia3Me KpoBH oT 1,4 mo 1,9 mr/100 mn
MaKcUMalibHasl cyTouHas jo3a npenapata Lunpodnokcaunn-AKOC nomxkHa cocraBiats 800 mr;

— pU KIUpeHce KpeaTuHuHa Huoke 30 Mi/Mun/1,73 M2 (TsKenas ModedHas HeAO0CTATOYHOCTD) MU

IIpHU KOHICHTpAlIUU KPCATUHUHA B INIA3MC KPOBU BBIIIC 2 Mr/100 M MakcHManbHas CyTOYHAasd 103a



R

oT 13.04 2026 Nz 7577

1B 400" u{:l CNEOQOBATENEHOCTE 0004)

npenapara [unpodaokcanna-AKOC nomkHa cocTas]

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Iayuenmoi ¢ noueyHol He0OCMAamoyHOCMybIO, HAXOOAWUECA HA 2eMOOUANU3E
— mpu KiupeHce kpeaTuHuHa oT 30 10 60 Mi1/Mun/1,73 M? UM €ro KOHIEHTPAIMK B IIa3Me KPOBU
or 1,4 mo 1,9 mr/100 mn makcumaneHas jgo3a npemnapara [lunpodnokcanna-AKOC momkHa
coctaBisITh 800 MI/cyT;
— 1pu KIMpeHce kpeatuHuHa 30 Mi/MuH/1,73 M? U MeHee (TsDKelas TI0YedHasi HeJOCTaTOUHOCTD)
WIM €ro KOHIIEHTpauuu B IiazMe kpou 2 mMr/100 mi u Oonee MakcuMmalbpHas J03a Mpernapara
Hunpodnokcanmu-AKOC nomkna cocraBinate 400 Mr/cyt B JHU TPOBEACHHS IUaIKM3a IOCIE
OCYIIECTBIIEHUS IIPOLEAYPBHI.
llayuenmol ¢ noueyHol HedOCMAMOUHOCMbIO NPU NPOOIEHHOM amMOYIaAMOPHOM NEPUMOHEATbHOM
ouanuse
[Ipenapat Lunpodnokcaunn-AKOC nobapnsercs k auanuzary (BHYTpHUIEpUTOHEadbHO): 50 mr
npemnapara Hunpodnokcarmma-AKOC Ha 1 11 quanu3ara BBoIUTCS 4 pa3a B CyTKH KaK/ble 6 d.
llayuenmul ¢ neuenouHou HeOOCMAaMoOYHOCMbIO
Koppekuus 103s1 HE TpebyeTcs.

eTH
Tabmuua 2. Pekomenmyemasi cyrounas mosa mpenapara Llunpodmokcannn-AKOC, pactBop s

nHQY3Hid, y AeTel U MOIPOCTKOB

Moxa3anus Pa3zoBast 103a 14191 1eTeil 1 NOAPOCTKOB € Y4eTOM

KPaTHOCTH BBe/ICHUSI B CYTKH, MT (B/B BBe/ICHHE)

Hngpexyuu npu myxkosucyuoose 10 Mr/kr mMaccsl Tena 3 pasza B CyTKH

(015 0emeti om 5 0o 17 nem) (MakcuManbHast 103a — 400 mr)

10 Mr/kr mMaccsl Tena 3 pasza B CyTKH

Jlecounas popma cubupckoti s136vl
(MakcumanbHas go03a — 400 mr)

Jlecounas popma cubupckoii s36vl (nevenue u npoPUIAKMUKA)

Jleuenne crnenyeT HauyMHATH Cpa3y IMOCJIE  MPENNojaraéMoro MWW  MOJITBEPXKIAEHHOIO
MHOUIMPOBAHUS, CM. Ta0II. 2.

OO11ast poA0IKUTEIBHOCTD JeueHus npenapatoM Lunpodnokcanun-AKOC npu nerounoit popme
CUOMPCKOI 53BBI cocTaBisieT 60 qHE.

Hemu c napywenusamu hyHkyuu nouex unu neveHu

PexxuM 103upoBaHus y 1eTel ¢ HapyleHUsAMHU (GYHKIUU ITOYEK U NeUYeHH N3y4eH He ObLIL.

IIpoaomKUTEIbHOCTD JICUCHMS

[IpoMOKUTENIBHOCTD JICUEHUS 3aBUCUT OT TSDKECTH, KIMHUYECKOTO TEYCHHUS M U3JICUCHUS
3aboeBanus. BaxHo mpoomkaTh JeUeHHE HE MeHee 3 THEeH MOocie MCYE3HOBEHUS JINXOPAIKH W

APYTUuX KIIMHUYCCKUX CUMIITOMOB.
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Cpeonsisi npooondcumenbHoCmy iedeHus

Bspocnvie:

- 1 neHw pu OCTPO HEOCIOKHEHHOU TOHOPEE;
- 70 7 nHel npy MHQEKIHAX M0YeK, MOYEBBIBOISIINX ITyTeH, OPraHOB OPIOLIHOM MOJIOCTH;
— BECh NIEPUO HEUTPOIICHUH Y TIAIICHTOB C OCIa0JICHHBIM UMMYHUTETOM;
— He OoJiee 2 MecAIIeB ITPH OCTCOMUCTTHUTE;
— ot 7 1o 14 nHeii npu Apyrux WHOEKIUIX.
[lpu ungexyusax, evizeannvix Streptococcus Spp., M3-3a pUCKA IMO3IHUX OCIOXKHEHHH JiedeHHe
JIOJKHO MPOJ0JBKaThesa He MeHee 10 nHeil.
[pu ungpexyusx, evizsannvix Chlamydia spp., jgeueHue TaKkke CleayeT NpOJ0DKATh HE MEHeEe
10 nueii.
emu
JInst jedeHus] OCIOKHEHHMH MYKOBHCIIMI03a JIETKHMX, BbI3BaHHBIX Pseudomonas aeruginosa (y
MalKUeHToB OT 5 10 17 5eT), mpoaoIKUTEIBLHOCTh Tepanuu cocTaniseT 10—14 queit.

Cnooco0 nmpuMeHeHust

PacTBop nunpoduiokcanria BBOAUTCS B BUEC BHYTPUBEHHONW HH(Y3UU UITUTENBHOCTBIO HE MeHee 60
MUHYT. MH(}Y3UOHHBIH pacTBOp cienyeT BBOAUTh MEUIEHHO B KPYIHYIO BEHY, YTO I103BOJIUT
IIPEIOTBPATUTh Pa3BUTUE OCIIOKHEHUH B MecTe MH(Yy3uu. HpY3uOHHBII pacTBOp MOXKHO BBOJUTh
M30JIMPOBAHHO WJIM BMECTE C IPYTUMH COBMECTUMBIMU MH(Y3MOHHBIMU PACTBOPAMH.

WHCcTpyKMy 1o MPUTOTOBJIEHUIO JIEKAPCTBEHHOTO Ipenapara mnepes IpUMEHEHUEM CM. B pasziele
6.6.

4.3. IIpoTuBoONOKa3aHUSA

e ['unepyyBCTBUTENBHOCTb K HUIPO(IOKCALUHY U APYTUM IIpenapaTam Ipynibl (TOPXHUHOIOHOB
WX K JTI000MY M3 BCTIOMOTaTeNIbHbIX BEIECTB, IEPEUUCICHHBIX B pazaene 6.1.

e OaHOBpeMEHHOE MpUMEHEHHE HUIPOGUIOKCAlMHA U TH3aHUJIMHA M3-32 KIMHUYECKH 3HaYMMBbIX
MOOOYHBIX 3(PPEKTOB (TUIOTEH3UsI, COHJIMBOCTH), CBSI3aHHBIX C YBEIMYEHUEM KOHLEHTPALUU
THU3aHUIMHA B I1a3Me KpoBH (cM. pasaen 4.5).

e Jlerckmii Bo3pact mo 18 mer (kpome Tepamuu OCIOXHEHHI, BBI3BAaHHBIX Pseudomonas
aeruginosa, y aereit ¢ MyKOBUCIIHI030M JIETKUX, OT 5 110 17 j1eT; mpo(MTak THKY 1 JICYSHHUS JTIETOYHON
(hopMbI CUOUPCKON A3BBI).

e bepemeHHOCTD.
e [lepuon rpyaHOTO BCKapMITUBAHHS.

4.4. OcoOble yka3aHMsl U Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO
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TOTOBHOCTU (MJIM CYJOPOXHBIC TPUIAIKA B aHAMHE3€), BBIPAKEHHBIM aTEPOCKIEPO3 COCYIOB
TOJIOBHOTO MO3Ta, HapyIIEHHEe MO3TOBOIO KPOBOOOPAIIEHHUS, OPTraHUYECKHUE MOPAKEHUS TOJIOBHOTO
MO3ra WM UHCYJIbT; ICUXUUecKre 3a001eBaHus (Aenpeccus, ICUX03); BhIpaKeHHas MoYeyHas 1/1im
MEYCHOYHAs] HEJOCTATOYHOCTh; IMOPAXKEHUE CYXOXKWIMKA IpHU paHee IMPOBOAMBIIEMCS JI€UCHUU
XUHOJIOHAMU; TIOBBIIIEHHBIA PUCK Y/UTMHEHUS nHTepBaia QT wiin pa3BUTHS ApUTMUH TUIIA KITUPYIT
(HarmpuMep, CHHIPOM BPOXKICHHOTO yaiauHeHus uHTepBaia QT), 3a0oieBanus cepaua (cepacuHas
HEJ0CTaTOYHOCTh, HHGAPKT MUOKapAa, OpaguKapans), SIEKTPOIUTHBIN Aucbaianc (Hanpumep, mpu
TUIMOKAJIMEMUH, THIIOMarHMEMHUU); OJHOBPEMEHHOE IpPHUMEHEHHUE JIEKapCTBEHHBIX IIPErapaTos,
yumaastomux uHTepBan QT (B T. 4. antmaputmumueckue |A u Il kmaccoB, TPUIUKINYECKHE
AHTHJICTIPECCAHTHI, MAKPOJIU/IbI, HEHPOJICIITHKH ); OJHOBPEMEHHOE MPUMECHEHHUE C WHTHOUTOpaMHU
nzopepmenta CYP450 1A2 (B Tom umcrne TeodWIIMH, METUIKCAHTHH, KO(EHH, TyIOKCETHH,
KJIO3allMH, PONMMWHHUPOJ, OJaH3allMH, arOMelaThH), MUACTCHUs Qravis; MpHUMEHCHHE Y MalCHTOB
MOYKUJIOTO BO3pAcCTa, y MAIIMEHTOB C CaXapHBIM JHa0ETOM, MOTYyUYaAIOIIAX COMMYTCTBYIOMIYIO TEPAITHIO
MepOPATLHBIMH THITOTJIMKEMHYECKUMU npermapaTamMmu (mampumep, npernapaTamMmu
CyNb(OHIUIMOYEBHHBI) WM UHCYJIMHOM; MAIMEHTOB C aHEBPU3MOM a0PThI, C BPOXKACHHBIM TOPOKOM
KJIarlaHa cep/ilia B CeMEeWHOM aHaMHe3€ WIH y TAIMeHTOB C TUarHOCTUPOBAaHHOW aHEBPU3MOW aOPTHI
W/WM PAcCIOCHUEM aopThI, ¢ 3a00JIeBaHMEM KJIallaHa Cep/lla WM MMPU HATHYUU JIPYTHX (aKTOPOB
pUCKa WM COCTOSIHHU, MPEAPaACIoiaralomuX K Pa3BUTHIO aHEBPU3MBI a0PThI, WM PACCIOCHHS
AOpTHI, WJIM PETyprUTAIMI/HEIOCTATOYHOCTH KiamaHa cepaua (Hampumep, cuHApoM Mapdana,
cunapom Onepca — Jlannoca, cunapom TepHepa, 6one3nb bexuera, apTepuanbHas THIEPTEH3USA,
PEBMATOUIHBIA  apTPUT, COCYAWCTBIC 3a00JIeBaHMS, TakWe Kak aprepuut Takascy,
TUTaHTOKJICTOYHBI  apTepUUT, TOIATBEPXKICHHBIA  arepockiiepo3, cuHapoM lllerpena,
MH(DEKIMOHHBINH SHAOKApANT) (cM. pazaen 4.4, monpazaen «OcoOble yKazaHUs ).

Oco0ble yKa3zaHusg

Taxcenvie  unghexyuu,  cma@uiokokkogvle  uH@ekyuu U uUHpekyuu,  00YCI08leHHbLE
2PAMNONONHCUMENLHBIMU U AHAIPOOHBIMU OAKMepUsMU

[Tpu nedyeHuu TSKETBIX MHPEKIMHA, cTapUIOKOKKOBBIX MH(peKuuit 1 uHpekuui, o0ycIoBICHHbBIX
aHadpPOOHBIMH  OaKTepUsIMM, IHMNPO(IOKCAMH CJIEeIyeT MCIOJb30BaTh B KOMOWHAIMM C
COOTBETCTBYIOIUMH aHTHOAKTEPUATBHBIMA CPEACTBAMHU.

Hugpexyuu, odycnosnennule Streptococcus pneumoniae

[Hunpodiiokcalud He pPEeKOMEHAYEeTCS HCHOJIb30BaTh IS JIeYeHUs HMH(EKIHUH, BBI3BAHHBIX
Streptococcus pneumoniae, N3-3a €ro OrpaHUYeHHON APPEKTUBHOCTH B OTHOILICHUH BO30YAUTEIIS.

Ungexyuu nonosvix nymetu
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YCTOMYMBBIMHU K (PTOPXUHOIOHAM, CIIEAYET YUUTHIBATH HH()OPMAIIHIO O JOKATBHOW PE3UCTEHTHOCTH
K [UOPO(IIOKCAIIMHY M OATBEPKAaTh TyBCTBUTEILHOCTH BO30Y IUTEIS Ta00OPATOPHBIMU TECTAMHU.
Hngpexyuu mouesvigoosuux nymet

YcroitunBocth K (ropxunoiaonam Escherichia coli, nauGonee pacnpocTpaHeHHOrO MATOrEHHOTO
MHKPOOpPraHNW3Ma, BBI3bIBAIOIIET0 HHPEKIIMHA MOYEBBIBOIAIINX ITyTEH, BAPbUPYET B 3aBUCHMOCTH OT
peruona P®. IIpu Ha3HaueHUM pPEKOMEHIYETCS IPUHUMATbh BO BHUMAHHUE JIOKAJIbHYIO
pacrpocTpaHeHHOCTh pe3uctenTHOCTH EScherichia coli k gropxunomonam.

Hapywenus co cmoponwl cepoya

[unpodokcalia oKa3pIBaeT BIMSIHUE Ha yanuHeHne uaTepBana QT (cm. pasmen 4.8). Yuuthisasi,
YTO JUIS KECHIIUH XapaKTepHa OOJIbIIast CPEIHSS IPOAOIDKUTEIbHOCTD HHTEepBasia QT 1Mo cpaBHEHHUIO
C My>KYHHaMH, OHH 00Jiee 4yBCTBUTEIIBHBI K ITperapaTaM, BeI3bIBAIOLIMM yaauHeHne naTepBaia QT.
VY NOXWIBIX TMAIMEHTOB TAKXXE OTMEYAeTCsl MOBBIMICHHAS YYyBCTBUTEIBHOCTh K JICHCTBUIO
npernapaToB, BI3bBaOMMX yuinHeHne narepsaia QT. Ciaeayer ¢ 0OCTOPOKHOCTBIO MCIOIB30BAThH
mUIpoIIOKCaiH B KOMOWHAIIMK € TIpernaparamu, yuidHsiomumu uaTepBan QT (Hampumep,
AHTHAPUTMUYECKUMH TIpernapatamu kiaccoB IA u III, TPHIMKIMYECKUMHU aHTHICTIPECCAHTAMH,
MaKpOJHUIaMH ¥ AQHTHIICHXOTHYECKUMH MpenapaTamu) (cM. pasgen 4.5), wid y HalueHToB C
MOBBIIIEHHBIM PHCKOM YIUTMHEHUs uHTepBaia QT WM pasBUTHSA apUTMHH THIA KITHPYIT»
(HatpuMep, C BPOKIAEHHBIM CHHIPOMOM yuiMHeHHs uHTepBaga QT, HEKOppEeITUpOBaHHBIM
IUCOATAHCOM DJICKTPOJIMTOB, TAKUM KaK TUIOKATUEMHS WM THIIOMAarHUEMHs, a TAaKXKe C TaKUMHU
3a00JIeBaHUSMU CEP/IIIa, KaK cepJeyHas HeJOCTATOYHOCTh, MH(PAPKT MUOKap/1a, OpanKapIus).
Tunepuyscmeumenvrocme

WNuorma yxe Tmocie MpuWeMa MEpBOM 103kl  NUIPO(QIIOKCAIIMHA  MOXKET  Pa3BUTHCS
THIIEPYYBCTBUTEIHLHOCTD K Ipenapary (cM. pasaen 4.8), B TOM Yuciie allIepruuecKie peakiini, O 4eM
CIeIyeT HeMEIICHHO COOOIIUTD JievalieMy Bpauy. B pefkux ciiydasx mociie mepBoro NpruMeHEHHs
MOTYT BO3HUKHYTh aHA(MIAKTHYECKHE PEaKIUH BIUIOTH JO aHA(DMIAKTHYIECKOTro MmoKa. B 3Tmx
CIyJasx TpPHMEHEHHe UIPO(IOKCallMHA HEOOXOAMMO HEMEUICHHO MPEKPATHTh W TPOBECTH
COOTBETCTBYIOIIIEE JICUCHHE.

JKenyoouno-kuwieunviii mpaxm

IIpy BO3HUKHOBEHHWHU BO BPEMS WM TIOCTIE JICUECHHS IUITPOMIOKCAMHOM TSHKEIOW U UTUTEIBHOM
JAMaper CIeIyeT WCKIOYUTh JHAarHO3 ICeBIOMEMOPAHO3HOTO KOJMTA, KOTOPBIA Tpedyer
HEMEJICHHOM OTMEHBI TpenapaTa ¥ Ha3HaYeHUs COOTBETCTBYIOIIETO JIeYeHHUS (BAHKOMHIIUH BHYTPb
B j103¢ 250 Mr 4 pa3za B CyTkH). B maHHO#H CHUTyaluu MPOTHBOIOKA3aHO MMPUMEHEHHE IPEIaparoB,
MOJABIISIOIINX TIEPUCTABTHKY KHIICUHHUKA.

Fenamo6uﬂuapuaﬂ cucmema
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MEYEHOYHON HeloCTaTOYHOCTH. [Ipy HaM4YMK CeayIonX NpU3HAKOB 3a00JIeBaHNS TIEYCHU, TAKHX
KaK aHOPEKCHSI, KENTyXa, TEMHasl Mo4a, 3y, 00J€3HEHHBIN )KUBOT, IPUMEHEHHE IIperapara cjieyeT
npekpaTtuth (cM. pasaen 4.8).

VY nanueHToB, MPUHUMAIOIIUX HUOPO(GIOKCAMH U TMEepeHeclInX 3a00JeBaHHe MEeYeHU, MOXKET
HaOJII0AAaThCS BPEMEHHOE IIOBBIINICHHE AKTHBHOCTH IICUYEHOYHBIX TpaHCAaMUHA3 M ILIEIOYHOU
docdaraszsl MM XOJIECTATHYCCKAS KEITYXA.

Taoicenas muacmenust

[TanuenTam ¢ TSHXKENON MUACTEHUEH ClelyeT MPUMEHSITh HUMPOQIIOKCAIUH C OCTOPOKHOCTHIO, T. K.
BO3MOYKHO 00OCTPEHHE CUMIITOMOB.

Tenounum u paspvlé Cyxoxucuius

[Ipn mnepBBIX mNpu3HAKAX TeHAWHUTA (OOJNIE3HEHHBIM OTEK B O0JIACTH CyCTaBa, BOCIAJICHUE)
HEOOXOUMO pas3rpy3uTh MOPAKEHHYI0 KOHEYHOCTh, H30eratb I000i IUIIHEeH Qu3ndeckon
aKTUBHOCTH M INPUMEHEHHE Ipenapara CileIyeT MpPEeKpaTuTh, T. K. CYIIECTBYET PUCK pa3pblBa
CYXOXKWJIMSL, a TAKKE HE0OX0AUMO MPOKOHCYIbTUPOBATHCS C BPAUOM.

[Tpu npumeHeHnH HUMpodIOKCAIITHA MOTYT OTMEYAThCs CIy4Yar TEHIUHUTA U Pa3pbIBa CYyXOKUIHMA
(MpeuMyIIeCTBEHHO aXMJIJIOBA CyXOXKUIIHS ), HHOT/1a OujIaTepalibHo, yKe B TeUeHHUE MepBhIX 48 uacoB
rocJie Havaja Tepanuu. OnucaHsl ciy4yau, KOTOPble BOZHUKIIM B TEUEHHE HECKOJIBKUX MECSLIEB [1OCIIE
npeKpaiieHus tedeHus (cM. paszaen 4.8). Puck pa3BuUTHS TEHAMHOMATHH MOKET OBITH MOBBIIICH Y
MOKUJIBIX TAIMEHTOB BO BpeMsl CUJIbHOW (PU3UYECKOW HArpy3KH, Yy MalMeHTOB, MOIYYaroIINX
COITyTCTBYIOILYIO TEPAMUI0 KOPTUKOCTEPOUIaMH, Y TTAIIUEHTOB C MTOYE€YHOM HEJOCTaTOUHOCTHIO HITH
IOCJIe TPAHCIUIAHTALUU COJIMIHBIX OPraHoB.

Hunpodnokcaya cieayeT NPUMEHSTh C OCTOPO’KHOCTHIO y IMAllMEHTOB, MMEIOIIMX B aHAMHE3e
yKa3aHHs Ha 3a00JIeBaHUS CYXOKWIMH, CBSI3aHHBIE C IPUEMOM (TOPXUHOJIOHOB.

Cyoopozu

Hunpodnokcanyy, kak U Apyrue GTOPXUHOJIOHBI, MOKET MPOBOLMPOBATH CYJOPOTHM U CHHMYKATh
MOPOT CYAOPOXKHOM roToBHOCTH. [lanmentam c snuiencueit u nepeHecmuM 3aboneBanus [THC
(HampuMep, CHIDKEHHE Iopora CyJIOpO’KHOW TOTOBHOCTH, CYJIOpPOKHBIE NPUIAJKU B aHAMHE3E,
HapyIlIeHUs] MO3TOBOTO KpPOBOOOpAIEHHs, OpPraHMYeCKHe IOpaKeHHsl TOJOBHOTO MO3ra WU
WHCYJBT) B CBSI3U C YIPO30M pa3BUTUS MOOOYHBIX peakiuii co ctoponsl [THC mumnpodmokcanmn
CIIEyeT MPUMEHSATH TOJBKO B TE€X CIyYasix, KOT/Ia OKUAaeMbIid KITMHIUeCKui ekt mpeBocxoaut
PHCK pa3BUTHS MOOOYHOTO JeMCTBUS MpenapaTa.

[Tpu npumenenun 1unpodIoKcauHa cooOIaIoch O CIydasx pa3BUTUS SMUJIEITUYECKOTO CTaTyca
(cM. paznen 4.8). [Ipu BO3HUKHOBEHHH CYAI0pPOT MPUMEHEHHUE MTpenapara cleIyeT MPeKpaTuTh.

Icuxuueckue peakyuu
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BKJIFOYAst HUOPOQIIOKcaMH. B penkux cimyyasx aenpeccusi WM IMCUXOTHUYECKUE PEaKIMH MOTYT
MPOrpeccupoBaTh J0 CYHWUUAAIBHBIX MBICICH ¥ CYUIUJAIBHBIX IONBITOK, B TOM YHCIIE
3aBepieHHbBIX (M. pasaen 4.8). B ciydae pa3BUTHS y MalMeHTa KaKUX-TH00 000YHBIX 3G (PEKTOB B
otHomenuu [{HC, B ToM uncie NCUXUYECKUX PACCTPOMCTB, HEOOXOAUMO HEMEJIEHHO OTMEHUTh
mpernapar ¥ HayaThb COOTBETCTBYIOIIYIO Tepamuio. B 3Tux ciaydasx peKoMeHIyeTcsi mepeiTu Ha
TEPaNUIo IPYTUM aHTUOMOTHKOM, OTIIMYHBIM OT (PTOPXHHOJIIOHOB, €CIIH 3TO BO3MOXKHO.
llepugepuueckas nesponamusi

VY nanueHToB, MPUHUMAIOMINX (GTOPXMHOIOHBI, BKIIOUas IUMPOGIOKCALUH, OTMEYAIIUCh Cllydau
CCHCOPHOW WJIM CEHCOMOTOPHOW TOJMHEHPONATHUN, TUTIECTE3UH, TU3eCTe3un wim ciadoctu. [Ipu
BO3HUKHOBEHHWU TaKHX CHMIITOMOB, Kak OOJlb, JKXKCHHE, TOKaJbIBaHHE, OHEMEHHE, CIaboCTb,
ManueHTaM ciaeayeT NpouHpOopMUPOBaThH Bpaya Mpexie, YeM MPOoJOHKUTh IPUMEHEHHE TIpernapara.
Kooicnvre noxposwi

[Ipu mpuMeHeHHH TMpermapara MOXET BO3HHUKHYTHh peakius (OTOCEHCHOMIN3ALUU, IT03TOMY
MaIMeHTaM CIIeAyeT U30eraTh KOHTAKTa C MPSIMBIMH COJIHEYHBIMH Jydamu U Y D-cBetoM. Jleuenue
ClIelyeT NPeKpPaTUTh, €CIIU HAOII0JAI0TCSl CUMIITOMBI ()OTOCEHCHOUIN3auu (HanpuMep, MU3MEHEHHE
KOXKHBIX TOKPOBOB HAIIOMUHAET COJIHEYHBIE 0XKOTH, CM. paszei 4.8).

Lumoxpom P450

N3BecTHO, 4TO HUMTPO(IIOKCAIINH ABISETCS yMEPEHHBIM HHTUOUTOpOM H3odepmenToB CYP450 1A2.
Cnenyer coOmioaTh  OCTOPOXKHOCTh ~ HpU  OJHOBPEMEHHOM  IPUMEHEHMH  IIpernapara
IUOpOQIIOKCAlMH U TpernapaTtoB, MeETa0OJIM3UPYEMbIX JTaHHBIMM (EepMEHTaMH, TaKuX Kak
Teo(pHIUTMH, METHIIKCAHTHH, KO(EerH, TyJTOKCETHH, POITMHUPOI, KIIO3aliH, OJIAaH3aIiH, arOMEJIaTHH,
T. K. YBEIMYCHHE KOHIEHTpPAIlMM OSTUX TMPErnaparoB B IUIa3Me KpPOBH, OOYyCIOBICHHOE
UHTUOMpOBaHWEM MX MeTabosin3Ma IUNPO(IOKCAIMHOM, MOXXET BBI3BATh CHELU(UIECKHE
He)KeJaTelbHbIe PEaKINH.

Bo n30exaHne pa3BUTHS KPUCTAJUTYPUH HEIOMYCTUMO TPEBBIIICHHE PEKOMEHJOBAHHOW CYyTOYHON
710361, HEOOXOTUMO TaKXKe JOCTATOYHOE MOTPEOICHHIE KUAKOCTH U TOAepKaHNEe KUCIION PeaKInu
MOYH.

B ycnoBusix in vitro nunpoQIioKCalliH MOXET MeIIaTh OaKTepHOJIOrMYECKOMY MCCIIEJOBAHUIO
Mycobacterium tuberculosis, monaBisisi €e PoCT, YTO MOXKET MPUBOAUTH K JIOXKHOOTPUIATEIbHBIM
pe3yabTaTaM MpHu TUarHOCTUKE JTaHHOTO BO30OYAUTEIS Y AIIMEHTOB, TPUMEHSIONINX Mperapar.
Jlucenuxemuueckue cocmoanus

Kak u B ciyuae ¢ ApyrumMu (pTOPXMHOJIOHAMH, NMPU MPUMEHEHUH LUMPOGIIOKCAIIMHA BO3MOXKHO
M3MEHEHHE KOHIIEHTPAIMH TIFOKO3bI B KPOBH, BKITIOYAs TUIIO- U THIIEprinKeMuto. Ha ¢one Teparnmun

I_[I/IHpO(i)J'IOKcaHI/IHOM JUCTIIMKEMUA Yalll€ MOXKET BO3HHKATH y MAIMCHTOB ITOXKHWJIOTO BO3pacCTa U
9
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THMOTIIMKEMUYECKUMH  TIperapataMu  (HampuMmep, TIpernaparaMu  CyJIb(OHUIMOYEBUHBI) WIN
uHcynuHOM. [Ipyu mpuMeHeHnr TUIpoQUIOKcalliHa Y TAKUX MAIMEHTOB BO3PACTACT PUCK Pa3BUTHS
TUIOTIMKEMHH, BIUIOTh A0 TUIIOTTUKeMUYeckoil koMbl. HeoOxonmumo nHpOpMUpOBaThH MAIUEHTOB O
CUMITOMAax THUIOTJIMKEMUU (CIyTaHHOCTh CO3HAHMS, TOJOBOKPY)KEHUE, «BOJTUMIl» amMeTHT,
rojioBHasi 00Jib, HEPBO3HOCTH, OIIYyIIECHHE CepAleOMEHHs] WM Y4YalleHHe MyJbca, OJIEAHOCTD
KOJKHBIX ITOKPOBOB, UCIIapHWHA, APOKb, CJ'Ia6OCTb). Ecnu Yy nangyueHTa pa3sBUBACTCA T'HIIOTJIMKCMMUS,
HEe00X0IMMO HEMEAJICHHO MPEeKPaTUTh JIeUeHHUE HUMPOQIOKCATUHOM M HAYaTh COOTBETCTBYIOILYIO
Tepanuio. B 3THX cirydasx peKoMeH IyeTcs NEpPEeUTH Ha TePaInio APYTUM aHTHOUOTHKOM, OTIMYHBIM
0T (PTOPXUHOJIOHOB, €CIIM 3TO BO3MOXKHO. [Ipu mpoBeneHWM jeUeHUs MUIPOQPIIOKCAUHOM Y
MAIMEHTOB TOXHMJIOTO BO3PACTa, y TAIIMCHTOB C CaXapHbIM IUa0ETOM PEKOMEHIYETCS TINATEIIBHBIN
MOHHUTOPHHT KOHIICHTPAIUH TTIOKO3bI B KPOBU.

Anespuszma u paccioenue aopmol, pe2ypeumayusi/He0ocmamoyHoCms KIanana cepoyda

IIo JaHHBIM 3IINICMHUOJIOTHYCCKUX I/ICCJ'IGI[OBaHI/If/'I COO6HI2UIOCI> O IOBBIIICHHOM PHCKC Pa3BUTHA
AQHEBPU3MBI AOPTHl M PACCIOCHHUSI A0PTHI, OCOOCHHO Yy MAIMEHTOB IMOKHJIOTO BO3pAacTa, a TaKKe
pEerypruTaiy aopTajibHOIO0 U MHUTPAIBHOTO KJIAMaHOB TOCTE MPUMEHEHHs] (PTOPXUHOJIOHOB. Y
MAMEHTOB, MOJYYaBIIMX (TOPXHUHOJIOHBI, OBUTM OTMEYEHBI CIIy4au pPa3BUTUS AaHEBPU3MBI U
PacCIIOCHHSI A0PThI, MHOT/IA OCTIOKHEHHBIC Pa3phIBOM (B TOM YHCIIC C JICTATLHBIM UCXO0M), a TAKIKE
perypruTaniu/HeJOCTaTOYHOCTH JF000r0 U3 KianmaHoB cepana (cM. pasaen 4.8). B cBsizu ¢ aTum
(TOPXMHONOHBI CIEAYyEeT MPUMEHSITH TOJIBKO MOCHE THIATETHHOM OIIEHKU COOTHOIICHHS «I0JIb3a —
PUCK» U PACCMOTpPEHHUs IPYTHMX BApUAHTOB TEpANUU y MAIMEHTOB C AHEBPU3MOM aOpPTHl WIH
BPOKJCHHBIM IOPOKOM KJIallaHA CcepiAlla B CEMEHHOM aHaMHe3¢ WM Yy TAaIMeHTOB ¢
JIMarHOCTHPOBAHHOW aHEBPU3MOM aOpTHI W/WIIA PACCIOCHUEM aOPTHI, MM 3a00JIeBaHUEM KJlalaHa
cepala, WM MPH HAIWYUHM JAPYruxX (aKTOPOB PHCKAa WIM COCTOSHUN, Mpenpacloiararoimx K
Pa3BUTHIO:

- aHEBPU3MbI U PACCIOCHMSI A0PThI M perypruTalii/HeI0CTaTOYHOCTH KilaraHa cep/a (Harpumep,
3a00J1€BaHUs COCIUHUTEIHPHON TKaHW, TaKWe Kak CHHApoOM Mapdana wim cUHApPOM Oiepca —
Hannoca, cunnpom TepHepa, Oone3np bexuera, apTrepualibHas TUIEPTEH3US, PEBMATOUIHBIN
apTpHT);

WA JOTIOJTHUTENBHO:

- QHEBPU3MBI M PACCIOCHUS AOPTHI (HAPUMEpP, COCYIUCThIC 3a00JICBaHUS, TaKHE KaK apTePUUT
Taxkasicy, THTaHTOKJIETOYHBIN apTEePUUT, TOATBEPKACHHBIN aTepockiepos, cunapom lllerpena);

- perypruTaii/HeI0CTaTOYHOCTH KJIaraHa cep/ia (HampuMmep, HHPEKINOHHBINA YHTOKAP/IUT).
Puck Pa3sBUTHUA aHCBPHU3MBI U PACCIOCHUS aOPThl, @ TAKKEC HX pa3pbiBa MOXKCET OBITH ITOBBINIECH y

ManMEHTOB, OAHOBPEMCHHO MMOJYYAOIUX CUCTEMHBIC INTIOKOKOPTUKOCTECPOUABI.
10
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0o0paTuThCs K Bpady B OTJICIICHUE HEOTIIOKHOM MTOMOIITH.

[TanenTam creayeT peKOMeH10BaTh HEMEUIEHHO OOpaTUTHCA 32 MEAMIIMHCKOM TOMOIIBIO B CITydae
MOSIBJICHUSI OCTPOM OJBIIIKH, BIIEPBbIE BO3HUKILIETO OILIYIIEHUS YYallleHHOTO cepAleOueHust Win
pa3BUTHA OTEKA KUBOTA WM HIDKHUX KOHEYHOCTEH.

I[HI/ITCJIBHBIG, HMHBAJIWIHU3HUPYIOMNWE W TTOTCHIHAJIBHO H€O6D3.TI/IMBIG CEPBE3HBIC HCXKCIATCIbHBIC

pCaKnun

OueHp peikHe Cciaydad JJIMTENIbHBIX (IPOJODKAIOLIMXCS HECKOJNIBKO MECSILEB WM  JIeT),
UHBAINN3UPYIOMINX W MOTCHIHAIFHO HEOOPAaTHMBIX CEPhE3HBIX HEXKENATEIbHBIX PEaKIHid,
BJIMSIONIMX HA pa3jin4Hbie (MHOTJAa Ha MHOXECTBO) CHCTEMbI OpraHu3ma (OIMOPHO-IBUTATEIIbHBIN
anmnapar, HepBHYIO CUCTEMY, IICUXUKY U OPraHbl YyBCTB), ObUIM 3apErUCTPUPOBAHBI Y MAICHTOB,
HOJTyYaOUIMX XHHOJOHBI M (PTOPXMHOJOHBI, HE3aBUCHMO OT HMX BO3pacTa U paHee HUMEBIIUXCS
¢bakropoB pucka. I[IpumeHenue wupodIoOKCcaliHa CJIEAyeT HEMEUICHHO IPEKPaTUTh IIpH
MOSIBJICHUM TEPBBIX MPU3HAKOB MJIM CHUMIITOMOB JIFO0OH CEpPbhEe3HON HEXKENaTebHON peakiuu U
00paTUTHCS K Bpady.

BcnoMorarenbHbI€ BEIIECTBA

JlaHHBIN JIeKapCTBEHHBINW Tpenapar coaepxkut 355,09 mr (15,44 mmone) Hatpus Ha 1 diakoH, 4To
skBuBaJieHTHO 17,8 % ot pekomenmyemoro BO3 mis B3pociioro denoBeka MaKCUMAIBHOTO
€XKETHEBHOTO MOCTYIIJICHUS], PABHOTO 2 T HATPHUSL.

eTH
bbu10 ycTaHOBJIEHO, UYTO HMIIPO(MIOKCAIMH, KaK U Apyrue IpenapaTshl 3TOr0 KJacca, BHI3BIBAET
apTpOIaTHIO KPYIHBIX CyCTaBOB Y )KMBOTHBIX. [Ipu aHanmm3e cyliecTByIOIUX Ha CETOIHALIHUIN 1eHb
JAHHBIX O 0€30MacHOCTH MPUMEHEHHS IunpodIiokcanHa y nereid 10 18 yer, GOJbIIMHCTBO U3
KOTOPBIX UMEIOT MyKOBUCIIU/I03 JIETKUX, HE YCTAHOBJIEHO CBSI3M MEXKIY IOBPEKICHUEM XPSILA UIIU
CYCTaBOB ¢ NpUEMOM Iipenapata. He pexomeHayeTcst HCIoyIb30BaTh HUNPOMIOKCAUH Y IeTeH JUIs
JIeYeHUs Ipyrux 3a00JIeBaHUN, KpOME JIEYEHUsI OCI0KHEHUN MyKOBHUCLIM03a JIETKUX (y AeTel oT 5
no 17 ner), csi3anHbIx ¢ Pseudomonas aeruginosa, u ajist JiedeHus] ¥ npOQUIAKTUKA JICTOYHOM
(bopMBbI cHOMPCKOH sI3BBI (TIOCIE TPEANONIaraeéMoro WM JoKa3zaHHOro mHpuuupoBanus Bacillus
anthracis).
4.5. B3aumoneiicTBHMe ¢ [PYTMMH JeKAPCTBEHHbIMM IipenapataMd M Jpyrue BHAbI
B3auMOAelCTBUS

JlekapCTBEHHBIE Ipenaparhl, BRI3BIBAIOIINE VIJNHEHUE HHTEpBaIa OT

CJ'ICI[yeT CO6.HIOI[8.TB OCTOPOKHOCTH IMPU OAHOBPECMCHHOM NMPHUMCHCHUU I.[I/IHPO(I)JIOKC&I_II/IHa, KaK "

APyrux (bTOpXI/IHOJ'IOHOB, Yy NAnUEHTOB, IMOJYYarolIuX JICKAPCTBCHHBLIC ITPCIIapaThbl, BbBI3BIBAIOIINEC

11
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TPUIMKINYECKHE aHTUICTIPECCAHTBI, MAKPOJIHIbI, HEHPONIENTHKH) (cM. pa3zen 4.4).

Teodbwnnun

OnHOBpeMEHHOE IPUMEHEHHE HUIPOQIIOKCAllMHA U IPENapaToB, COAEPKAINUX TEOUIIINH, MOXKET
BbI3BaTb HEXKEJATEJIbHOE IMOBBIIIEHUE KOHIEHTpPAaLUMU TeopuulMHA B IUla3Me€ KpOBU W,
COOTBETCTBEHHO, BOBHUKHOBEHHUE TEO(PUIUTMH-MHIYIUPOBAHHBIX HEXKENIATSbHBIX SBJICHUI; B 0Y€Hb
PEeNKUX CIydasx 3TH MOOOYHBIC SIBICHUS MOTYT OBITh YTPOXKAIOIIUMHU IS )KU3HU ManueHTta. Ecnu
OJTHOBPEMEHHOE NPUMEHEHUE ITHX JIBYX IpENnapaToB HEU30EKHO, TO PEKOMEHIYETCsl MPOBOAUTH
IIOCTOSIHHBIM KOHTPOJIb KOHLIEHTPALMK Teo(UIINHA B IJ1a3Me KPOBH U, €CJIM HEOOXOIUMO, CHU3UTh
103y TeOPUIIHHA.

I[DVFI/IG IIPOU3BOAHBIC KCAHTHHA

OnHOBpeMEHHOE TMPUMEHEHHE LUIpodUIoKcaliHa W KopeuHa WIM TEeHTOKCU(UIUIMHA
(OKCTIeHTU(DUIUTMH) MOXKET MPUBOAUTH K YBEIMUEHUIO KOHIICHTPAIMU MPOU3BOJHBIX KCAHTHHA B
CBIBOPOTKE KPOBH.

DeHuTONH

[Ipn omHOBpEeMEHHOM MNPUMEHEHUH HUMNpodIoKcaliHa W (EeHUTOMHA HaOJI0/1aI0Ch M3MEHEHHUE
(TOBBINIIEHWE WJIM CHIDKGHHME) cojep)KaHus (EHUTOMHA B Iula3Me KpoBH. Bo mn30OexaHue
BO3HHUKHOBEHHUS CYyJIOPOT, CBS3aHHBIX C YMEHBIIICHHEM KOHIICHTpAaIMd (DEHUTOWHA, a TaKKe IS
MPEAOTBPAIIEHUS HEXKEIATeIbHBIX SBJICHUMN, CBS3aHHBIX C TMEPEIO3UPOBKON (EHUTOMHA TIpU
MpeKpaleHuu IpueMa HUMpodIoKcanHa, peKOMEHIYETCsl OCYIIECTBIATh KOHTPOJIb 32 Teparue
(EeHUTOMHOM y TAIMEeHTOB, MPUHUMAIOMINX 00a Mpemnapara, BKIIOYAs OMpeeNIeHue COIepKaHUsSI
(eHuTOMHA B TUIa3ME€ KPOBHM B TEUYEHHE BCEro IMepuoja OJHOBPEMEHHOTO IMPUMEHEHUSI 000MX
MpenapaToB U HEMPOJAOHKUTEIIBHOE BpEMs MOCIIE 3aBEPIICHUS] KOMOMHUPOBAHHOM TepaIuu.

Hecrtepounaabie NpOTUBOBOCIAIUTEILHEIC ITPEmapaThl

CoueTaHue O4YEHb BBICOKMX /103 XHHOJOHOB (uHruOutopoB JIHK-rupa3zpl) u HEKOTOpPBIX
HECTEPOUIHBIX IPOTUBOBOCHIAIUTENBHBIX MPENapaToB (MCKIOYas aleTUICATUIUIOBYIO KUCIIOTY)
MO>KET IIPOBOIMPOBATH CYIOPOTH.

[{uks0ociOpuH

IIpu onHOBpEMEHHOM NPUMEHEHHUHU IUMPOQIIOKCAllMHA U MPENapaToB, COACPIKALINX TUKIOCIOPHH,
Ha0J110/1a710Ch KPaTKOBPEMEHHOE IPEXO/JIsllee MOBBIIICHHNE KOHIEHTPAllMu KpeaTHHUHA B IIa3Me
KpoBH. B Takux cinyyasx He0OX0AUMO 2 pa3a B HEJIEII0 ONPEeNATh KOHIIEHTPAIMI0 KpeaTHHIHA B
KpOBH.

IlepopanbHble TUIIOTIMKEMHUYECKHE CPEACTBA

[Ipy ogHOBpEMEHHOM MPUMEHEHHH UUNPOQIIOKCAlMHA U TMEepPOPATbHBIX THUIOTIMKEMHUYECKUX

CPEICTB, TJaBHBIM O0pa3oM IMpenapaToB CYJIbGOHUIMOUYEBUHBI (HANIpUMep, TIIMOCHKIaAMUIA,
12
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MEPOPATBbHBIX TUITOTIIMKEMUYECKUX CpecTB (cM. paszen 4.8).

[Ipobenenua

[IpoGenenua 3ameuIsieT CKOPOCTh BBIBEJAECHHUSA LMIPOQIOKcAaMHa ModykaMu. OIHOBpEeMEHHOE
IpUMEHEHHE LUIpoQUIOKCallMHa M [pernaparoB, CoOAEpXKalluX MpoOeHeUn ], NPUBOIUT K
MOBBIIIEHUIO KOHLIEHTPAIMH UMPO(IOKCALMHA B CBIBOPOTKE KPOBH.

MeroTpekcar

IIpy OAHOBpPEMEHHOM IPUMEHEHUM METOTpeKcaTa M LUIpOo(IOKcalmHa MOXET 3aMeUIsIThCs
[IOYEUHO-KAHAJIBLIEBbIH TPAHCIIOPT METOTPEKcaTa, YTO MOXKET CONPOBOXKIAThCSA IOBBIILICHHEM
KOHIICHTPALlMU METOTpeKcaTa B IUIa3Me KpOBH. [IpM 3TOM MOXKET YBEJINYHMBATHCS BEPOATHOCTH
pa3BuTHs 1MOO0UYHBIX 3((HEeKTOB MeToTpekcara. B cBs3M ¢ 3TUM 3a mManueHTaMu, MOIYyYaloUMMU
OJTHOBPEMEHHO METOTpeKcaT M UMIPO(IOKCAUH, JOJHKHO OBbITh YCTAHOBJIEHO TIIATEIbHOE
HaOJIIoIeHUE.

Tuzanunuz

B pesynprare KIMHMYECKOTO WCCIEAOBAHHMS C YYacTHEM 3JIOPOBBIX JTOOPOBOJIBIEB TIPU
OJTHOBPEMEHHOM MpPUMEHEHUHM LUNPOQIOKCAllMHA M IPernaparoB, COJEpXKallUX TU3aHUUH,
BBISIBJICHO yBEJIMYEHUE KOHIEHTPAlUY TU3aHUIMHA B TU1a3Me KpoBU: yBeiauueHue Cmax B 7 pa3 (ot 4
1o 21 paza), yBenuuenue nokazatesst AUC B 10 pas (ot 6 no 24 pa3). C yBenTu4eHHEM KOHIICHTPAIHH
THU3aHUIMHA B CBIBOPOTKE KPOBU CBSI3aHBI THIIOTCH3UBHBIE (CHIDKEHUE apTEPHATILHOTO JABICHUS) U
cellaTUBHbIC (COHJINBOCTb, BsUIOCTh) MMOOOYHBIE sBIEHHMA. TakuM o00pa3oM, OJHOBPEMEHHOE
pUMEHEHHE UNpodIIoKcalliHa U IpenapaToB, COASP KAIMX TU3aHUIUH, TIPOTUBOIIOKA3aHO.
JlynokceTnH

B xo/1e mpoBeieHust KITMHIYECKUX UCCIIEA0BAaHMI OBLIO TTOKAa3aHO, YTO OAHOBPEMEHHOE TPUMEHEHHE
IYJIOKCETMHA M MOIIHBIX MHrHOMTOpOB n3opepmenta CYP450 1A2 (Ttakux Kak (IIyBOKCAMUH)
MmoxeT BecTu K yBenndeHHto AUC u Cmax ynokcetuHa. HecMOTps Ha OTCyTCTBHE KIMHUYECKHX
JaHHBIX O BO3MOYKHOM B3aWMOJIEHCTBUU C IUIPOQIIOKCAIIMHOM, MOKHO TPEIBUIETh BEPOSITHOCTh
M0T0OHOTO B3aUMOICHCTBUS ITPH OJJHOBPEMEHHOM NMPUMEHEHUH IIUITPO(IIOKCcaIlnHA U TYJTOKCETHHA.
PonnHaupon

OnHOBpeMEHHOE MPHUMEHEHHE pPONUHMPOJIa W UUIPO(IOKCAIIMHA, YMEPEHHOI0 HHIHOUTOpa
n3opepmernra CUP450 1A2, npuBogut k yBenudeHH0 Cmax 1 AUC pormmamporna Ha 60 u 84 %
COOTBETCTBeHHO. CnefyeT KOHTpOJIMpOBaTh MOOOYHBIE 3()(PEKTh PONMMHHUPOTIA BO BpEMs €ro
COBMECTHOTO TPHUMEHEHHs C LUMPO(IOKCAIIMHOM U B TEYEHHE KOPOTKOIO BPEMEHH Iocye

3aBCPIICHUA KOM6I/IHI/IpOBaHHOI71 TCpaIrunu.

JInmokamH
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MIPUMEHECHHE MIPETapaToB, COACPKAIIUX JIMTOKAUH, ¥ UMPOQIIOKCAIlMHA, YMEPEHHOT'O HHTHOUTOpa
mzopepmenta CYP450 1A2, npuBOAWT K CHWKCHUIO KIMpEHCA nujaoKanHa Ha 22 % mpu ero
BHYTPUBEHHOM BBeAeHMH. HecMoTpss Ha XOpoUIyl0 MEepPeHOCUMOCTb JIMJOKaWHa, IpU
OJTHOBPEMEHHOM IMPUMEHEHHH C LUIPOQIIOKCAIUHOM BO3MOXKHO YCHJIEHHE MOOOYHBIX 3 (HEeKTOB
BCJIE/ICTBUE B3aUMO/ICHCTBHS.

Knoszanun

[Ipu ogHOBpEMEHHOM IPUMEHEHUH KJIO3aMHa U IUIpodIoKcauHa B o3¢ 250 Mr B TeueHUe 7 AHEH
Ha0J110/1aJ710Ch YBEJIMUEHUE CHIBOPOTOYHBIX KOHIEHTpalui kio3anuHa u N-mecmeTniikiio3anuHa Ha
29 u 31 % cooTBercTBeHHO. ClieIyeT KOHTPOJIMPOBATH COCTOSIHUE MAIlUEHTa U MPU HEOOXOAUMOCTH
MIPOBONTH KOPPEKIIUIO PEXKUMA JO3HMPOBAHUS KIIO3AITMHA BO BPEMsI €r0 COBMECTHOT'O TIPUMEHEHUS
¢ unpodIIOKCalliHOM M B T€YEHHE KOPOTKOTO BPEMEHH IMOCJe 3aBepIICHUS KOMOMHHPOBAHHOM
TeparnuH.

Cunnenadun

[Ipu oAHOBpEMEHHOM NMPUMEHEHHH Y 3JI0POBBIX JOOPOBOJIbIIEB IUIIpoduiokcanrHa B 1o3e 500 Mr u
cuiigeHaduna B 1o3e 50 Mmr ormevanocs ysenudenne Cmax 1 AUC cunaenaduna B 2 pa3a. B cBsizu ¢
3TUM TpPUMEHEHUE JaHHON KOMOMHAIMM BO3MOXKHO TOJBKO TIOCIE€ OILIEHKH COOTHOIICHHS
«TI0JIb33/PUCK.

AnTtaroaucTsl Butamuia K

CoBMecTHOE MpUMEHEHUE HUIpodIIoKcallMHa U aHTaroHUcToB BUTaMuHa K (Hanpumep, BapdapuHa,
alleHOKyMaponia, (eHNpOKyMOHa, (JIyMHAOHA) MOXET MPHUBOJAUTH K  YCHWIEHHIO HX
AHTHUKOATYJISTHTHOTO JNieiicTBus. BenmmunHa 3Toro sddexra MokeT M3MEHATHCS B 3aBUCHMOCTH OT
COITYyTCTBYIOIIUX MH(EKIIHIA, BO3pacTa U OOIIEr0 COCTOSHHS MAIlMEeHTa, TOITOMY CIIOKHO OIICHUTH
BIMsIHUE Lunpoduiokcanvia Ha yBenuuenue MHO. Cnenyer 10cTaToyHO 4acTO KOHTPOJIMPOBATH
MHO Bo BpeMst COBMECTHOT'O IPUMEHEHUs IUMPO(IIOKCcallHa M aHTarOHUCTOB BuTaMuHa K, a Taxoke
B TEUEHHE KOPOTKOTO BPEMEHH TTOCIIE 3aBEPIICHNUS KOMOMHUPOBAHHOM TEpaInu.

AromenatvH

B knumHMYECKMX HCCIEeOBaHUAX OBLIO MOKa3aHO, 4TO (DIYBOKCAMHMH KaK CHJIBHBIH HHTHOUTOP
nzodpepmenta CYP450 1A2 3ameTHO MHTMOUPYET MeTabO0IU3M aromeaaTuHa, 4To NMPUBOJIUT K 60-
KpaTHOMY YBEJIMYCHHUIO BO3JICHCTBHS aroMenatuHa. HecMoTpst Ha OTCYyTCTBUE KIMHUYECKHUX JTAHHBIX
0 BO3MOXHOM B3aWMOJICHCTBHH C IHUMPO(IOKCATTHOM, YMEPEHHBIM MHTHOUTOPOM H30(epMeHTa
CYP450 1A2, mnopo6ubie 3(QeKTsl MOXKHO OXHMIATh NPU OJHOBPEMEHHOM MPUMEHEHHU

aroMeEjiaTuHa u HHHpO(I)JIOKC&HHHa.

3onnuaemM
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MO’KET IPUBOJUTH K YBEJITMUEHHUIO KOHLIEHTPALMU 30JIMH1IEMA B TUIa3ME KPOBHU.
4.6. ®epTUIBLHOCTDb, 0€PeMEeHHOCTD M JIAKTALMA

bepemenHocth

[Tpumenenue nunpodiokcalyHa NPOTUBONIOKa3aHO IPU OEPEMEHHOCTH.

bezonacHocTh mpuMeHeHUs UunpodIokcanuHa y OepeMeHHbIX He ycraHoBieHa. OpHaKo Ha
OCHOBaHUU PE3YJIbTaTOB UCCIIEIOBAaHUI HA )KUBOTHBIX HEJIb3sl IOJIHOCTHIO UCKIOYUTH BEPOSITHOCTh
HEeOJaronpusATHOIO BO3JEHCTBMS HAa CyCTaBHbIE XpSAIIM HOBOPOXAEHHBIX, B CBSI3U C 3TUM
IUIPOQIIOKCALIMH HE JJOJKEH Ha3HayaThCsl OEpEMEHHBIM JKEHIIIMHAM.

B xoxe uccnenoBanuii Ha KUBOTHBIX TEPATOTEHHOTO ACUCTBUs (Manb(hopmMalliii) yCTaHOBJICHO HE
OBLIO.

Jlakranus

[IpumeHenue nMIPo(dIOKCAIMHA TPOTHBONOKA3aHO B IEPUOJ TPYAHOTNO0 BCKAapPMIIMBAHMUA.
Hunpodiiokcanuu BBIAEISAETCS B TPYIHOE MOJOKO. M3-3a MOTEHIIMAILHOTO PUCKA TOBPEKICHUS
CYCTaBHBIX XpsIllel HOBOPOXIEHHBIX LMIPOQPIOKCAMH HE JOJDKEH Ha3HA4aTbCid KOPMSAILIUM
KCHILMHAM.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeACTBAMHM H padoTtaTth ¢
MeXaHU3MaMH

Hunpodnokcarmua-AKOC  oka3piBaeT yMEpeHHOE BIMSHHME Ha CIOCOOHOCTh  YIPaBIISThH
TPAHCIOPTHBIMH CPEJICTBAMU U pabOTaTh C MEXaHU3MaMU.

IToaTOoMy BO BpeMs JIeUEHHsI CIIEYET BO3JIEPKAThCS OT 3aHATUN MOTEHIIMAIBHO ONACHBIMY BUAAMHU
JesITeIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON KOHIIEHTPAIMH BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX
peaKuui.

4.8. HexkesaTeibHbIe peaKkuH

Pe3roMe HexxenaTeabHbIX PeAKIIUA

[MepeuncneHHbIe HIKE HEKEATEIbHbIC PEAKIMH KITACCH(DUITUPOBATH CIIEIYIOIMM 00pa3oM:

oueHb yacto (> 1/10);

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

HedacTo (> 1/1 000, vo < 1/100);

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

ouenb peako (< 1/10 000);

YaCTOTa HEM3BECTHA (Ha OCHOBAHMU MMEIOIINXCS TAHHBIX OI[CHUTh HEBO3MOYXKHO).

Hugpexyuu u unsasuu:

Heuacmo: TPUOKOBBIE CyNepUHPEKINH;

peoKo: TICEBIOMEMOPAHO3HBINH KOJHUT (B OYCHb PEAKHX CIy4asX — C BO3MOXKHBIM CMEPTEIbHBIM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapywenus co cmopoHul Kpo6u u ium@amuueckou cucmembl:

Heuacmo: 303uHO(UIHS;

PeoKo: TNEHKOIICHUS, aHEMHUsI, HEHTPOICHUS, JICHKOIUTO3, TPOMOOIMTOICHHUS, TPOMOOIIUTEMHS;
oueHb pedKo: TEeMOJIUTUYECKAash aHEMHsl, arpaHyJIOIUTO3, MAHIUTONCHHS (yrpoKaromas >KU3HH),
YTHETEHNE KOCTHOMO3TOBOT'O KPOBETBOPEHHUSI (YTpOsKaloIIee KU3HH), TPAHYIOIUTOIICHUSI.
Hapywenus co cmopoHvl UMMYHHOU CUCTIEMbL:

PpeoKo: ajlieprudecKue peakiinu, aJIePruuecKuil OTeK / aHTMOHEBPOTUYECKUH OTEK;

OUYeHb pedko: aHAPUIAKTUYECKHE PEaKIUH, aHa(QHIAKTHYECKUH IMIOK (yrpOXKAroIIUi IKU3HHM),
CBIBOPOTOYHAsE 0OJIE3HB.

OHOOKpUHHbIE HAPYULeHU:

yacmoma HeuzBeCcmHAa: CHUHIPOM HEAJICKBAaTHOM CEKpEIMH aHTUAUYPETHYECKOTO TOPMOHA
(CHAAD).

Hapywenusa memabonuzma u numanus:

Heuacmo: CHUKCHHUE alleTHTa U KOJMYECTBa TPUHUMACMOM MUTIIHN;

PeOKO. THIIEPTITMKEMHUSI, TUTIOTJINKEMUS;

yacmoma Heu3geCmHA. TSKeNask TUIIOTJIMKEMUS], BILIOTh JI0 Pa3BUTHS THUIOTIMKEMHYECKOW KOMBI,
0COOCHHO Y MOXHJIBIX ITAIIMEHTOB, TAI[UCHTOB C CaXapHBIM JHA0STOM, PUHUMAIOIINX TIEPOPATHHBIC
TUTIOTJIMKEMHYECKHE TIPeTapaThl WK WHCYJTUH.

Tcuxuueckue napyuienus’™:

Heuacmo: TICHXOMOTOpPHAs THIIEPAKTUBHOCTD / ayKUTAIHS;

PeoKo. CIlyTaHHOCTh CO3HAHUS U JIE30PUEHTAINS, TPEBOKHOCTh, HAPYIIICHUE CHOBUACHUHN (HOYHBIC
KOIIIMapsbl), Jenpeccusi (KOTopasi MOKET MPUBOIUTH K CAaMOITOBPEXKIAIOMIEMY MTOBEICHHIO, TAKOMY
KaK CyUIUAANbHBIE MOCTYNKW/MBICIH, a Tak)Ke TMOMBbITKA CYHWIMAa WIA YyIaBIIUICS CYUIUN),
TaJUTIOIMHAIIIH;

oueHb peoKo: TICHXOTHYECKHE PEaKIMH, KOTOPhIE MOTYT MPHBOIHWTH K CaMOIIOBPEXIAIOLIEMY
MOBEJICHUI0, TAKOMY KaK CYHIUAAIbHBIC TOCTYIKH/MBICIH, a TaKKe IONBITKA CYWIUIa WIN
yIaBIIUHCS CYUIIU],

yacmoma HeuzgecmHa. HapylleHNe BHUMaHMsI, HEPBO3HOCTh, HapyIlIEHUE MaMTH, JeTUPU.
Hapywenus co cmoponul HepsHoll cucmemvl™:

Heuacmo: TOJIOBHAs 00JIb, TOIOBOKPYKEHHE, HAPYIIICHHE CHA, HAPYIIICHNE BKYCa;

PpeoKo: TapecTe3nu U TU3eCTE3UU, TUTIECTE3UH, TPEMOP, CYJ0POTH (BKIFOUAs PUCTYIIBI STTHIICTICHH ),
BEPTHTO;

ouenb pedKo: MUTPEHb, HApYIICHUE KOOPAWHAINH IBUKCHUH, HApyIIIeHHEe O0OHHHUS, THIIEPECTE3N,

BH nycperHas rTurepTeH3ns (MO3roBas ICEBAOTYMOPO3Hasi CHMIITOMATHUKA ),
Yy y
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Hapywenus co cmoponul opeana 3penus’™:

PpeoKo: pacCTPOUCTBA 3PCHHSI,

ouenb peoKo. HapylleHUE LIBETOBOI'O BOCHIPUATHS.

Hapywenus co cmoponul opeana ciyxa u nabupunma™:

PeoKo: IyM B yIIax, MOTEPs CIyXa;

OueHb pedKo. HapyLIeHUs ciIyXa.

Hapywenus co cmoponwl cepoya™™:

PpeoKo: TaXuKapaus;

yacmoma Heuzsecmua: yanuHenune unteppaita QT, jkenymodkoBble apUTMHH (B TOM YHCIE THIIA
«IUpy3T™»)*** (cM. paszaen 4.4, noapaznen «OcoOble yKazaHusa»).

Hapywenus co cmopoHuvl cocy0os™™:

peoko: Ba3oAUIaTalLlUs, CHUKEHUE apTepHalibHOTO IaBJIeHHUs, OLTYIIEHUE IPUIINBA KPOBU K JIUILY;
OueHb peOKo. BaCKYJIHT.

Hapywenus co cmopoHbl ObixamenbHol cucmembl, 0Opeanos 2pyOHOl KIemKU U CPeOOCHEeHUs.:
peoxo: HapyllleHue AbIXaHus (BKII0Uasi OpOHXOCMa3M).

Hapywenus co cmoponul d1ceny0ouno-KumeyHo20 mpakma:

yacmo: TOUIHOTA, AUAPes;

Heuacmo: pBOTa, OOJU B )KUBOTE, TUCTICTICUS, METEOPH3M;

ouenb peoKo. TTAHKPEaTHT.

Hapywenus co cmoponul neuenu u scenuegvlgo0aujux nymei.

Heyacmo: TIOBBIIICHWE AaKTHUBHOCTH TII€YCHOYHBIX TPAHCAMHHA3, TMOBBIIIEHHE KOHIICHTPAIUU
OmnnpyOrHa B TUIa3Me KPOBH;

peoko: HapyllleHne QyHKIMH NIeUYeHH, KeNTyXa, renaTuT (HeMH(EKINOHHBIN);

ouenb pedko: HEKpO3 TKaHeW IedyeHu (B KpailHE peAKHX CclydasX M[pOrpecCUpyomuil 10
yIrposKarolel >KU3HU MeYeHOYHOW HEe0CTaTOYHOCTH ).

Hapywenus co cmopoHul KOX#CU U NOOKONCHBIX MKAHEIL:

Heuacmo: 3yJl, KOXKHas ChIb, KPATUBHUIIA;

peoko: (hoToceHcnbunu3aaiys, o0pa3oBaHue BOJIIBIPEH;

ouenb pedKko: TIETEXWHW, MYJIbTH()OpPMHAs dpUTeMa MajbiXx (OpM, y3JIoBatas JpHTEMa, CHHIPOM
CruBeHca — JI>koHCOHa (37I0Ka4E€CTBEHHAsl dKCCyJaTHBHAsl ApUTEMA), B TOM UYHCJE MOTEHIUAIBHO
yrpoxarouuii xusau, Cunapom Jlaiienna (TOKCHYECKUN SMUAEPMaTIbHBIA HEKPOJIU3), B TOM YHCIIe
MOTEHIHATIBHO YIPOKAIOIINN )KU3HHU;

yacmoma Heuzgecmua: OCTpas TeHEPATN30BaHHAS IyCTYJIe3Has SK3aHTEMa.

Hapywenus co cmoponul mwvluieunotl, KOCmMHOU U COeOUHUMENbHOU MKAHU™ !
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(MOCNEOOBATENLHOCT 0004)

Heyacmo. apTpairus;

PeOoKo.: MUAIITHSL, apTPUT, MOBBILIICHUE MBIIIEYHOTO TOHYCA, MBIIIICUYHBIE CYJJOPOTH;

ouenb pedKo: MBIIIEYHAs C1a00CTh, TEHIWUHHUT, pPa3pblB CYXOXKWIUH (MPEUMYIIECTBEHHO
aXUJUIOBBIX ), 000CTPEHHE CUMITOMOB MUACTCHHH.

Hapywenus co cmoponul nouexk u Mouesbi800auux nymeii:

Heuacmo: HapylIeHue QyHKINH ITOYEK;

peoko: ToYeuHas: HEAOCTaTOYHOCTh, TeMaTypus, KPUCTAUTypusi, TyOyJOWHTEPCTHIIMATbHBIN
Hedpwur.

Obwue napywenus u peakyuu 6 mecme 68e0eHus ™.
yacmo: peakuusi B MECTE BBEICHUS;

Heuacmo: OOJIEBOW CHHIIPOM HECHEIM(PHUECKON ITHOJIOTHH, 00IIIee HeIOMOTaHue, JTMXOPAIKa;
PpeoKo. OTEKH, MOTIUBOCTH (TUIIEPTHUAPO3);

OYeHb peoKo. HapyIlIEHUE MOXOKH.

Jlabopamopnvlie u uncmpymenmanbHvle OaHHbIE:

Heyacmo: TIOBBIIICHUE aKTUBHOCTH LIETIOYHOH (ocdaTassl B KPOBH;

peoxo: N3MEHEHUE KOHIICHTPAIMK MPOTPOMONHA, MOBBIIIEHUE AKTUBHOCTH aMHJIa3bl;

yacmoma HeuzéecmHa. TOBBIIICHHE MEXIYHApOIHOTO HopMmanu3oBaHHoro otHouenus (MHO)
(Y manueHTOoB, MOTyYalONINX aHTarOHUCTH BUuTamuHa K).

* B oueHb peaKuX CITydasx NPy NPUMEHEHUN XUHOJIOHOB B (PTOPXHUHOJIOHOB, HHOT[a HE3aBUCHMO OT
HCXO/IHO UMEIUXcsl (PaKTOpOB pHUCKa, OBLIM 3apErMCTPUPOBAHBI ITUTEIBHO COXpaHstomecs (10
HECKOJIbKUX MECSIEB WIN JIeT), MHBAJIUIU3UPYIOIINE M MOTEHIHMAIbHO HeOOpaTUMBbIE Cephe3HbIe
MoOOYHBIE pEeaKIMH Ha Tpernapar, 3aTparuBaroIlie HECKOJIbKO, a WHOT/Ia ¥ MHOXECTBO, KIIACCOB
CHCTEM OPraHOB M OPTaHOB YYBCTB (BKIIFOYAsl TAaKME PEAKIMH, KaK TCHIMHHUT, Pa3pbIB CYXOKWIHS,
apTpairus, 60Jb B KOHEYHOCTSX, HAPYLIEHNE ITOXO/IKH, HEUPOIIaTUH, CBSI3aHHbIE C MapecTe3UsIMU,;
JieTipeccus, MOBBIIIEHHAs! yTOMIIIEMOCTh, HapyIlIeHUe aMsITH, HapyIIEHHUs CHa, a TaK)Ke HapyLIeHUs
cityxa, 3peHusi, BKyca u 000HsHUs) (cM. pazzaen 4.4, noapazaen «OcobObie yKa3aHus»).

** 'V nmanueHToB, MOMyYaBUIMX (PTOPXMHOJIOHBI, OBIIIM OTMEUEHBI CIydyau Pa3BUTHS aHEBPHU3MBI U
paccioeHus a0pPThI, UHOT/1a OCJIOKHEHHBIE Pa3pbIBOM (B TOM YHCIIE C JIETAIHBIM UCXO0M), a TAaKXKe
peryprutanum/HeJOCTaTOYHOCTH JIo0oro KiamaHa cepamna (cm. pasnen 4.4, nonpasznen «OcoOble
yYKa3aHUN).

*** Yame y manmeHToB, MMEIONIHX TPEAPACIIONIOKEHHOCTh K pa3BUTHIO yuinHeHns nHTepBana QT.
YacToTa pa3BUTHA CIEIYIOIIUX HEXENaTeIbHBIX PeakUuil Npu BHYTPUBEHHOM BBEACHUU U TpPHU
MPUMEHEHHUHU CTYIEHYaTOH Tepanuu HUNpodIokcamHOM (IIpU BHYTPUBEHHOM BBEICHUH Iperapara

C MOCJIEIYIONIMM €ro IPUEMOM BHYTPH) BBILIE, YEM MPU IIPUEME IIperapaTa BHYTPb:
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Yacmo |PBOTA, MOBHIIICHNE aKTUBHOCTH II€YCHOYHBIX Tpalicaniuis: o — o - = T2 WU

Heuacmo {TpoMOouuTornenus, TpoMOOIMTEMUs, CIYTaHHOCTh CO3HAHMUA W JIC30pUEHTALNS,
raJITIOLUHALMY, IApECTE3UN U TU3ECTE3UH, CYI0POTH, BEPTUTO, HAPYIIEHHUS 3PEHNUS,
noTeps Cilyxa, TaxuKapus, Ba3oAMjaTalysl, CHI)KEHUE apTepUaIbHOIO JIaBJICHUS,
oOpaTtumble HapyleHUs (QyHKIUM ME€YEeHHU, XKENTyXa, ModyeyHas HeJOCTaTOYHOCTb,

OTCKH

Peoko |[lannuToneHus, JeTMpeccHss KOCTHOTO  MO3ra, aHa(UIAKTUYECKUH  IIOK,
MCUXOTUYECKUE PEAKIMH, MHUTPEHb, HAPYIICHUsS OOOHSHHS, HAPYIICHUS CIyXa,

BACKYJIUT, IAHKPEATUT, HCKPO3 TKaHel IICYCHU, IIETCXUHU, pa3pbiB CYXO)KI/IJ'II/II‘/'I

Coo011eHne 0 MOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

Baxxno coo0miate 0 TMOJO3PEBAEMBIX HEXKENATEIbHBIX PEAKIUsAX IOCNIe PErUCTpaluu
JIEKapCTBEHHOI'O Tperapara C Lejblo O0ecreueHus: HEeMPEePhIBHOTO MOHUTOPHHIA COOTHOIICHUS
«10J1b3a — PHUCK» JIEKApCTBEHHOro Impernapara. MEIUIMHCKUM pa0OTHHKAM pPEKOMEHIYEeTCs
co00mIaTh O JIFOOBIX MOI03PEBAEMBIX HEXKENATEIBHBIX PEaKIMsIX Ha JIGKAPCTBEHHBIN IpenapaT 4yepe3
HAI[MOHAJIbHBIE CHCTEMBI COOOIICHHMSI O HEXKENaTeNbHBIX PEaKIHUsIX TOCYJapCTB-YICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COI03a.

Poccuiickas @enepanns

DdenepanbHas Ciryk0a 1o Ha30py B chepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas IJ10IIa1b, 1. 4, cTp. 1

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

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B mH(OPMAIIMOHHO-TEIIEKOMMYHHUKAIIMOHHOM ceTn « HTepHeT»: Www.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

CuMOTOMBI

TomHoTa, pBOTA, CIIyTAHHOCTH CO3HAHUS, ICUXUYECKOE BO30YKIACHHUE.

Jleuenue

Crnenuduyeckuii aHTUIOT HEM3BECTEH.

Heo6xonuMo TIIaTenbHO KOHTPOJIMPOBATH COCTOSHHE NAalMEHTa, MPOBOJUTH OOBIYHBIE MEPHI
HEOTJIOKHOM MOMOIIM, 00€CIeUNTh TOCTATOYHOE MOCTYIIEHHE )KUAKOCTU. C 1eNbio MPOpUIaKTUKN
Pa3BUTHS KPUCTAJUTYPUU PEKOMEHAYETCS TaKKe MOHUTOPUPOBATh (PYHKIIMIO MTOoYeK, BKIo4as PH u
KHCIOTHOCTh MOYM. C MOMOIIBI0 TeMO- WM NEPUTOHEATBHOTO JAMain3a BBIBOAUTCSA TOJIBKO

HeOoJbIIIoe KoJrmyecTBO Hunpoduiokcanuna (mexee 10 %).

5. DPAPMAKOJIOTMYECKHUE CBOHCTBA
5.1. ®apmakoauHaMHuYecKHe CBOlicTBa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MIPOU3BOJIHBIC XHHOJIOHA; (PTOPXHUHOIOHBI.
Koxg ATX: JOIMAO2.

MexaHus3M JIeUCTBUS

[unpodokcanud 0071agaeT aKTUBHOCTBIO N VIO B  OTHOMICHHH IIMPOKOTO CIEKTPa
TPaMOTPHUIIATENIBHBIX M TPaMIIOIOKUTEIBHBIX MHUKPOOPTaHM3MOB. bakTepunugHoe jaelicTBre
UIPOMIOKCAIIHA OCYIIECTBISETCS MOCPEACTBOM MHTHMOMPOBAHUS OaKTepHALHBIX TOIIOU30Mepa3
Il tuma (tomomsomepassl |l [JIHK-rupassi] u tomomsomepassr 1V), koTOpsle HEOOXOAMMBI IS
pEIUTMKAIMK, TPAHCKPHUIIIIUH, Penapanu 1 pekoMOnHanuu 6akrepuansnoit JJHK.

q)aDMaKOIH/IHaMI/ILIGCKI/IC 3d)d)eKTI)I

[umpodmokcaryie mpeacTaBisieT OO0 CHHTETUYSCKUN aHTHOAKTEpUATbHBIN MpenapaT IUpPOKOTro
CIIeKTpa JIefiCTBUS U3 IPyMIibl HTOPXUHOIOHOB.

Mexanuzmvl pezucmenmuocmu

PesuctenTHOCTh IN VItr0 K 1UNpodIOKCAMHY YacTO OOYCIOBJICHA TOYCYHBIMH MYTAILUSIMU
OaktepuanbHbIX TOmomszomepad u JHK-rmpaser u pasBuBaercss MEJICHHO, MOCPEICTBOM
MHOT'OCTYIIEHYAThIX MYyTALUH.

EnvHuuHBIE MyTalluu MOTYT IPUBOJUTH, CKOPEE, K CHUKECHUIO UyBCTBUTEIBHOCTH, YEM K PaA3BUTHIO
KJIIMHUYECKON YCTOMYMBOCTH, OJIHAKO MHOXKECTBEHHBIE MyTallUi B OCHOBHOM IIPUBOJAT K Pa3BUTHIO
KJIIMHUYECKOW PpE3UCTEHTHOCTH K IUMNPOQIIOKCAlMHY ¥ K TEPEeKPECTHOM PE3UCTEHTHOCTH K
IpernapaTamM XMHOJIOHOBOTO pAJa.

PesucteHTHOCTE K IUNPO(IOKCALMHY, KaK M KO MHOTMM JAPYTMM aHTUOMOTHKAM, MOXET
(dbopMHpOBaThCs B pe3ysIbTaTe€ CHUKEHHS MPOHUIIAEMOCTU KJIETOYHON CTEHKU OakTepuil (Kak 3To
4acTo MPOMCXOMT B Cirydae Pseudomonas aeruginosa) u/viu akTHBaIluy BBIBEICHHUS U3 MUKPOOHOM
kieTku (3¢ duokc). Coobuiaercs 0 pa3BUTHH PE3UCTEHTHOCTH, 00YCIOBICHHOM JIOKAaIM30BAHHBIM
Ha MJIasMuAax KOAMPYHOUIMM TreHoM QNnr. MexaHu3Mbl pe3sUCTEHTHOCTH, KOTOpble MPUBOAAT K
WHAKTUBALIMM  NEHUIWUIMHOB,  1e(paJlOCIOPUHOB,  aMUHOIJIMKO3WAOB,  MakpojIuaAOB U
TETPALMKINHOB, BEPOSITHO, HE HAPYIIAIOT aHTUOAKTEPHUAJIbHYI0 aKTUBHOCTH LMIIPOQIIOKCAIIHA.
MHUKpOOpPraHu3Mbl, PE3UCTEHTHBIE K OSTHUM MpenaparaMm, MOTYT OBITh UYBCTBUTEJIBHBIMU K
IUIPOQIIOKCALIUHY.

MunumanbHas OaxtepunuiaHas koHueHTpauus (MBK) oObliHO He mnpeBbIIaeT MUHUMAJbHYIO
uHruoupyomyto koHuenrpanuo (MUK) 6onee uem B 2 pasza.

Tecmuposarue wyscmeumenbHOCmu in vitro

BocnpousBogumble  KpUTEpUHM  TECTUPOBAHUS  UYBCTBUTEIBHOCTH K  IUMNPO(IOKCALUHY,
yTBEpKIeHHbIe EBpOneiickuM KOMUTETOM IO OIpeNeIeHHI0 YyBCTBUTEIBHOCTH K aHTUOMOTHUKAM

(EUCAST), npencTaBiieHbI B TAOJIHUIIEC HIKE.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.04 2026 N2 7577

Toepanuunvie snavenus MUK (me/n) 6 kiunuueckux yEao8usx ﬂi@%ﬁ%m@%&"{ﬂe onelt s I'tit

Komumeni no onpedeﬂeHuio uyecmeumelbHocmu K aHmu6u0muKaM)

Mukpoopranusm YyBcTBUTEIbHBIH Pe3ucreHTHBII
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
Moraxella catarrhalis® <0, >0,5
Neisseria gonorrhoeae
Neisseria meningitidis <0,03 > 0,06
HOFpaHI/ILIHBIe 3HAa4YCHUsI, HC CBA3AaHHBIC C

4 <0,5 >1
BUJIaMHU MUKPOOPraHnu3MOB

! Staphylococcus spp.: morpaHuYHbIE 3HAYCHHS 1T TANPODIOKCAMHA H O(IOKCALMHA CBA3AHBI ¢ BHICOKOJIO3HOM Tepanuei.
2 Streptococcus pneumoniae: mukuit THI S. PNEUMONiae He CYMTAETC YYBCTBUTENBHBIM K LHIPOQIIOKCALUHY H, TAKAM
00pa3oM, OTHOCUTCS K KATETOPHH MHKPOOPIaHU3MOB C TPOMEIKYTOYHON YyBCTBHTEIEHOCTBIO.

3 IlItammbl co 3HauenrneM MUK, NpeBbIIAONIMM [IOPOTOBOE COOTHOIIEHHUE YYBCTBUTENIBHEIE / YMEPEHHO YyBCTBUTEBHBIE,
BCTPEYAIOTCS OYCHb PEJKO, U JO CHUX IMOp COOOUICHUI 0 HUX He Obu10. TecThl MO MACHTH()UKAIUK ¥ TMPOTHBOMUKPOOHOM
4yBCTBUTEJILHOCTHU MPU OOHAPYIKEHUU TaKUX KOJOHUH HEOOXOIUMO IIOBTOPUTB, M PE3YJIBTATHI JOJDKHBI OBITH ITOATBEPKICHBI
IIpY aHaIM3e KOJIOHWH B pedepeHTHO tadoparopun. o Tex mop, moka He OyIyT MOJydeHBl JOKa3aTebCTBA KIHHMYECKOTO
OTBeTa JUIs IITAMMOB C TOJTBEPIKICHHBIMY 3HaUeHUAMH MUK, peBBINIAIONMME HCTIONB3YOIIHNCS B HACTOSIIEE BPEeMs TOpOT
PE3WCTEHTHOCTH, OHM JOJDKHBI paccMaTpuBaThCs Kak pesuctentHsre. Haemophilus spp. / Moraxella spp.: BosmoxHO
BesiBiieHHE mtaMmmoB H. influenzae ¢ auskoii yyBcTBHTENRHOCTHIO K (hropxunoaonam (MUK st unpodinokcarmaa — 0,125~
0,5 mr/im). Jloka3aTeabCcTB KIMHUYECKOTO 3HAUCHUST HU3KOH PE3UCTEHTHOCTH IPU MHQEKIUSX AbIXaTeIbHbIX Iy TeH, BBI3BAaHHBIX
H. influenzae, ner.

* TlorpaHuyHble 3HAYEHUs, HE CBA3AHHBIE C BUIAMH MHKDOOPTaHHM3MOB, ONPENE/SNIMCh B IEJIOM Ha OCHOBE JAHHBIX
(apMakOKHHETHKH/(PapMaKOAMHAMUKY M He 3aBUCAT oT pacnpenenenus MUK mis cniermupuueckux BumgoB. OHE TPUMEHHMBI
TOJIBKO JUISl BUIIOB, JUIS KOTOPBIX HE OBUT ONPEAEIICH MTOPOT YyBCTBUTEIBHOCTH, CICHU(HUYHBIH AT BUIA, a HE U TeX BUIOB,
UL KOTOPBIX HE PEKOMEHAYeTCS MpPOBOAUTH TECTUPOBAHWE UYBCTBHTENHHOCTH. JINIsi ONpeNeNeHHBIX I[ITaMMOB
pacrnpocTpaHeHHe NPHOOPETEHHOH PE3UCTCHTHOCTH MOJXKET Pa3jinyaThCsi B 3aBHCHMOCTH OT reorpaM4ecKoro perdoHa u ¢
TEUYCHHEM BPEMEHH. B CBS3M C 3THM KeJaTeNbHO pacroyiiaraTh MeCTHOW WH(OpMaIued o0 pe3NCTEeHTHOCTH, OCOOCHHO MpHU

JICYCHUH CEPbE3HBIX HHDEKINH.

Hannapie MHCTUTYTa KIMHUYECKUX U JTA0OPATOPHBIX CTAHAPTOB AJIs MOTpaHUYHBIX 3HadeHnit MUK
(Mr/n) 1 audQy3uOHHOTO TECTHUPOBAHUS (AMAMETP 30HBI [MM]) C HCHOJB30BAHHUEM JHUCKOB,
coJiepKalmx 5 MKT IUIpodIokcannHa, mpeCcTaBIeHbl B TAOIUIE HUXKE.

THoepanuunvie 3navenus MUK (me/n) u ouggysuonnoco mecmuposanus (Mm) ¢ UCHONb308AHUEM

oucko8 (Mncmumym Kiunuyeckux u 1a00pamopHsvix Cmanoapmos)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

(HOCHEQUBATENEROCTE 0004
Mukpoopranusm YyscTBUTEeabHBIH [IpoMe:kyTounblil| PesucTeHTHBIM
<1t 2! > 4!
Enterobacteriaceae
> 212 16-20° <152
Pseudomonas aeruginosa u apyrue <1l ol > 41
6aKTCpI/II/I, HE OTHOCAIIHUECA K
. > 212 16-202 <152
cemeiictBy Enterobacteriaceae
<1t 2! > 4!
Staphylococcus spp.
> 212 16-202 < 152
< 11 21 > 41
Enterococcus spp.
> 212 16-202 < 15°
<13 - _
Haemophilus spp.
Y Pp > 21 B -
<0,06° 0,12-0,5° >1°
Neisseria gonorrhoeae
g > 415 28-40° < 275
o o <0,03° 0,06° >0,12°
Neisseria meningitidis
> 357 33-347 <327
Bacillus anthracis L
Yersinia pestis <0,25 - -
Francisella tularensis <0,5° - —

! Dr0T BOCHPOM3BOAMMBII CTAHAAPT IPHMEHHUM TOJIEKO K TECTAM C HCMOJIb30BAHMEM Pa3BeICHHUI ¢ OYILOHOM C IPUMEHEHHEM
KaTHOHHOT'O CKOPPEKTUPOBAaHHOTO OysboHa Miomiepa — Xuntona (CAMHB), koTopblil HHKYOUPYIOT C IOCTYIIOM BO31yXa IPH
temmepatype 35 £ 2 °C B Teuenue 1620 4 st mrammoB Enterobacteriaceae, Pseudomonas aeruginosa, apyrux 6axrepuii, He
oTHOCSIIMMCS K cemeiicTBy Enterobacteriaceae, Staphylococcus spp., Enterococcus spp. u Bacillus anthracis; 20-24 4 qs
Acinetobacter spp., 24 4 s Y. pestis (Ipu HeAOCTATOYHOM POCTE HHKYOHUPOBATH €Ille B TeYeHke 24 ).

2 3TOT BOCIPOU3BOIUMBII CTAHAAPT IPUMEHUM TONBKO K AU((y3HOHHBIM TECTAM C HCIIOJIb30BAHIEM JUCKOB C IPUMEHEHHEM
arapa Mromepa — XWHTOHA, KOTOPBI HHKYOUPYIOT C TIOCTYIIOM BO3ayXa mpu temmeparype 35 = 2 °C B reuenue 16—18 4.

® DTOT BOCHIPOM3BOAMMBIA CTaHIAPT IPHMEHMM TOJBKO K AM(QY3MOHHBIM TecTaM C MCHOJB30BAHUEM IUCKOB IS
ompenenenus dyscrBurensrocTr K Haemophilus influenzae u Haemophilus parainfluenzae, ¢ npumenennem OysiboHHOM
TectoBo# cpemst st Haemophilus spp. (HTM), koTopyto HHKYOHPYIOT C JOCTYIIOM BO3ayXxa mpu Temmeparype 35 =2 °C B
teuenue 20-24 u.

4 DTOT BOCIPOU3BOIMMBIH CTAHAAPT IPUMEHMM TOJIBKO K U] (y3HOHHBIM TECTAM C HCHOJIB30BAHHEM JUCKOB C IPUMEHEHHEM
TecToBoi cpeapl HTM, xotopyro uHKyoupytot B 5 % CO; npu temneparype 35 £ 2 °C B reuenue 16—18 u.

® DTOT BOCIPOM3BOAMMBINA CTaHAAPT NPMMEHMM TONLKO K TECTaM YYBCTBMTENHHOCTH (1U((y3MOHHBIE TECTHI C
WCTIOJIb30BaHUEM JMCKOB JUIsl 30H U pacTBop arapa s MUK) ¢ mpuMeHeHneM roHOKOKKOBOTo arapa u 1 % ycraHOBIEHHOMH
POCTOBOIT 100aBKH, KOTOpBIE HHKYOHPYIOT ipH Temmepatype 36 = 1 °C (ue npessimaromeii 37 °C) B 5 % CO; B Teuenune 20—-24
9.

6 OTO0T BOCHpOI/I3BO}II/IMLII>'I CTaHAapT NIPUMEHUM TOJIBKO K TECTaM C UCII0JIb30BaAHUEM paSBe)IeHI/Iﬁ C 6yJ'[bOHOM C IPUMCHCHUEM
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COOTBETCTBYET

o1 13.04

KaTHOHHOTO CKOPPEKTHPOBAaHHOTO OyiboHa Mroiuiepa — XUHTOHA (CAMHE”-&O@JM&KEM-':S %’KE()_B.I/;' -:(;-Beu,:’ KOT(I)f)"E}ﬁ

HHKYOHpyIoT B 5 % CO2npu Temneparype 35 + 2 °C B Teuenue 2024 4.
7 DTOT BOCIIPOM3BOAMMBIii CTAHAAPT IPMMEHHM TOJIBKO K TECTaM C IPMMEHEHUEM KATHOHHOTO CKOPPEKTHPOBAHHOTO 0YJIbOHA
Mromiepa — Xunrona (CAMHB) ¢ no6aBnenueM omnpeneneHHOH 2 % pocToBOH A0OABKH, KOTOPBIH HHKYOUPYIOT C JOCTYIIOM

Bo3ayxa npu temneparype 35 = 2 °C B TeucHue 48 4.

In vitro uyecmeumelibHocmb K MMHDO(Z)JZOKCCIMMHV

Jlist  ompeneNeHHBIX IITAMMOB PAacHpOCTPAaHEHUE TNPUOOPETEHHOH PE3UCTEHTHOCTH MOXKET
pa3nuyaTbcs B 3aBUCUMOCTH OT Teorpaduueckoro peruoHa 1 ¢ Te4eHUEM BpeMeHU. B cBs3u ¢ aTuM
IIPU TECTUPOBAHUHU YYBCTBUTEIBHOCTH IITAMMA JKEJIAaTe€IbHO HUMETh MECTHYIO HH(pOpMAlHIO O
PE3UCTEHTHOCTH, 0COOEHHO TPH JICYEHUH TsKeNbIX nHpekuuil. Eciu MecTHas pacipocTpaHEeHHOCTh
PE3UCTEHTHOCTH TAKOBA, YTO I10JIb3a IPUMEHEHMs IIpenapara, Mo KpanHed Mepe B OTHOLICHHH
HECKOJIbKUX THUIOB HH(pEKUUH, COMHHUTEIbHA, HEOOXOJUMO IPOKOHCYJIBTUPOBATHCS  CO
CIELUATTUCTOM.

In vitro Obuta TPOJEMOHCTPUPOBAHA AKTHBHOCTh HUIPO(IOKCAIIMHA B OTHOIICHHH CIICAYIOIIUX
YYBCTBUTEJIBHBIX IITAMMOB MUKPOOPTaHU3MOB:

Aopobuvie epamnonosxcumensuvie mukpoopeanusmsl: Bacillus anthracis, Staphylococcus aureus

(MeTHIMITMH-YyBCTBUTENBHBIC), Staphylococcus saprophyticus, Streptococcus spp.

Aspobuvie _epamompuyamenvhvie muxkpoopeanusmel. Aeromonas spp., Moraxella catarrhalis,

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

Anaspobuvie muxpoopzanuszmoi: Mobiluncus spp.

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

Mycoplasma pneumoniae.

brina MMPOACMOHCTPHUPOBAHA U3MCHAIOMIAACA CTCIICHD YYBCTBUTCIIBHOCTU K I_II/IHpO(I)J'IOKcaLII/IHy JJIs1
crneayroImux MukpoopranusmoB: Acinetobacter baumanii, 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.

CynTaeTcs, 4TO MPHUPOTHONW PE3UCTEHTHOCTHIO K Iumpodiokcarmuy obmamgaror Staphylococcus
aureus (MeTUITMIUTMH-PE3UCTEHTHBIH ), Stenotrophomonas maltophilia, Actinomyces spp., Enteroccus
faecium, Listeria monocytogenes, Mycoplasma genitalium, Ureaplasma urealyticum, anaspoGHbie
MUKpOOpranusMsl (3a uckimouearneM Mobiluncus spp., Peptostreptococus spp., Propionibacterium

acnes).
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ot 13.04.2026 N= 7577

(NOCNEOQCBATENEHOCTE 0004)

5.2. apMaKkoOKHHeTHYECKHE CBOHCTBA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

AOGcopbrms

[Tocne BHyTpUBEHHOTO (B/B) BBEACHHSI MaKCUMaIbHAsI KOHIICHTpAIUS IUITPO(IOKCAIIHA B TIIa3Me
kpoBU (Cmax) JHocturaercs B KoHue uH(y3uu. Ilpm B/B  BBeaeHuH (apMaKOKHHETHKA
nurnpodIokcanuHa Obljia JJMHEHHON B 1uara3one 103 10 400 mr.

[Tpu B/B BBeieHNH TIpeniapaTa 2 Wik 3 pa3a B CYTKH HE OTMEUEHO KyMYJISIIUU HUMPoQIIoKcaliHa U
€ro MeTadoJIUTOB.

Pacopenenenune

Ces3p nunpoduiokcanuia ¢ 0eiakamu mia3Mbl KpoBu cocTaBiser 20-30 %. AKTHUBHOE BEIIECTBO
MIPUCYTCTBYET B IIa3Me KPOBU MPEUMYIIIECTBEHHO B HEMOHU3UPOBaHHOM hopme. Llunpodnokcannn
CBOOO/IHO pacIpesieseTcs] B TKAHAX U AKUAKOCTAX opranu3ma. O0beM pacnpesiesieHus: B OpraHu3mMe
coctaBisier 2—3 n/kr. KoHmeHTpamusi murpoiIoKkcanHa B TKaHSAX 3HAYMATENBHO IPEBBIMIACT
KOHLIEHTPALIMIO B CBIBOPOTKE KPOBH.

Buorpancdopmarus

Hunpoduiokcanmu  OuoTpaHchopMUpyeTcsi B IMEYCHH. B KpoBH MOTyT OOHApYKHBAThCs
4 metabomuTa HUnpodIoKcanuHa B HEOOIBIINX KOHIEHTpAlHIX: audTwinunpodiokcanua (M1),
cynshonunpoduiokcanud (M2), okcorunpodaokcanus (M3), dopmunmunpoduiokcarud (M4), 3 u3
koTopeix (M1-M3) mposBISIFOT aHTHOAKTEPUAILHYIO AKTHBHOCTH IN VItr0, cOMOCTaBUMYHO C
aHTHOAKTepUANTbHON AaKTHBHOCTHIO HAIHMJIMKCOBOM KHCIOTHI. AHTHOAKTepUanibHas aKTHUBHOCTh
invitro merabomuta M4, MPHCYTCTBYIOIIETO B MEHBIIEM KOJMYECTBE, OOJBINE COOTBETCTBYET
aKTUBHOCTH HOpP(JIOKCAIMHA.
DIUMUHALHS
[Humnpodmokcalid BBIBOAUTCSA M3 OpPraHM3Ma MPEUMYIIECTBEHHO MOYKaMH IMyTeM KIyOO4YKOBOMH
GuIbTpaluu W KaHAIBIEBOM CEKpelry; HE3HAYUTEIhbHOE KOJIHYECTBO - 4Yepe3 >KelTyJoYyHO-
KumeyHbld  TpakT. [lodeunsnii kmupenc cocraBiser 0,18-0,3 n/d/kr, oOmmuit KiMpeHC -
0,48-0,60 n/u/kr. [Tpumepro 1 % BBOIMMO¥ 10361 BBIBOAUTCS C KeT4bto. B sxemun mumnpoduokcannH
MIPUCYTCTBYET B BHICOKUX KOHIIEHTpAIUAX. Y OOJBHBIX C HEM3MEHEHHON (PYHKIIMEW MOYeK MepuoI
MOJTYBBIBEICHUSI COCTaBIseT O0ObYHO 3-5 4. [lpm HapymeHun QyHKIMH TIOYEK TEPUO.
TTOJTYBBIBEICHUS YBEIIMIUBACTCS.

eTH
B uccnenoBanuu y nereii 3HaueHUs1 Cmax ¥ TUTOMIAIN TIOJT KPUBOM «KOHIeHTpanus — Bpems» (AUC)
HE 3aBHCENM OT Bo3pacTa. 3aMeTHOro yBenuueHus 3HaueHUH Cmax 1 AUC mpu MHOTOKpaTHOM
npuMeHeHnu mpernapara (B mo3e 10 mr/kr 3 pasa B 1eHb) He HaOmoAaIock. Y 10 geTeit ¢ TshkenbiM
cercucoM B Bo3pacte MeHee | roga 3HaueHne Cmax cocTaBisuio 6,1 mr/a (amama3on ot 4,6 10

8,3 Mr/in) nocne nHpy3UHu NPoJOLKUTENbHOCTRIO | 1 ipu no3e 10 Mr/kr, a y neteii B Bo3pacrte ot 1
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 13.04.2026 N= 7577

1o 5 et - 7,2 mr/n (muanason ot 4,7 no 11,8 mr/m). 3HaueHust AlUE I;MECTE%EEH' B-'OEDa'CTHBIX

rpynnax cocraBwin 17,4 (nmamaszon ot 11,8 mo 32,0 mr*u/n) u 16,5 mr*u/n (quanazon ot 11,0 go
23,8 Mr*u/im). OTH 3HaUYEHUsS COOTBETCTBYIOT JHMAIA30HY, O KOTOPOM COOOIIAeTCs AJII B3POCIbIX
MaUMeHTOB  MpU  MPUMEHEHWU  TEepalneBTHYeCKWX  J03  mpemapara. Ha  ocHoBanum
(hapMaKOKMHETHUECKOT0 aHajIu3a y JeTei ¢ pa3iuuHbIMU MHGEKIUAMU NpeArnogaraeMblii CpeIHuit

MIEPHO]] MOTYBBIBEACHHSI COCTABIISICT TPUOTH3UTEIBHO 4-5 4.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcoMoraTeibHbIX BelleCTB

Harpus xiopun

Monoynas kuciora

JIMMOHHOM KUCIOTBI MOHOTHAPAT

Harpus snerar

1 M pactBop Hatpus rugpokcuaa uiau 1 M pacTBop XJIOpUCTOBOIOPOAHON KUCIOTHI
Bonaa miist uHnexnmin

6.2. HecoBmMecTUMOCTH

WNndyzuonnsiit pactBop munpoduokcannna cosmectuMm ¢ 0,9 % pacTBOpoM HaTpusi XJIOPHAA,
P P 5u10% 10 %

pactBopom Punrepa, pactBopom Punrepa nakrara, 5 u 0 PAaCTBOPOM JIEKCTPO3BI, o PacCTBOPOM

bpykTO3HI, a Takke 5 % pacTBopoM aekctpo3bl ¢ 0,225 wmm 0,45 % pacTBOpOM HaTpus XJIOPHUIA.

Ecnu coBmecTuMOCTh C JApyruM HH(Y3HMOHHBIM pacTBOPOM/MIpENapaTtoM HE TMOATBEPXKICHA,

MH(QY3UOHHBIA pacTBOp LUIMPO(DIOKCAIIMHA CIIEAYET BBOJAUTH OTAEIbHO. BUAMMBIMU MpHU3HAKaMU

HECOBMCCTHUMOCTH SABJIAIOTCA BBIMAJCHUEC OCaaKa, IOMYTHCHUC UJIKM USMCHCHUC [IBETA paCcTBOpPA.

HecoBmecTuMocTh HabMIOaeTCsl CO BCEMH pacTBOpaMu/IpenapaTtamMu, KOTOpble (U3UYECKU WIN
XMMHUYECKH HecTaOWiIbHBl NpHU 3HadeHuu PH wuHby3noHHOro pactBopa 3,9—4,5 (mampumep,
MEHUIWIJINHBI, PaCTBOPHI T€llapvHa), U B 0COOEHHOCTH C pacTBOPaMH, KOTOPbIE MEHSIOT 3HaUE€HUE
pH B mIe1049HYyI0 CTOPOHY.

6.3. Cpok roaHocTH (CpOK XpaHeHus )

3 rona.

6.4. Oco0Oble MepbI MPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHUTh B 3alIMILIEHHOM OT CBETA MECTE MPHU TeMIiepaType He Boie 25 °C.

6.5. Xapakrep u coaepkaHue yNaKOBKH

ITo 100 mit B macTUKOBBIE (PIIAKOHBI € 3aMastHHOM TOPIOBUHOM U3 MOIUATHIICHA HU3KOM INIOTHOCTH,
0e3 KoJMayKa WiK C MIACTUKOBBIM KOJIMAauKOM, CO HIKajioi 00beMOB Ha OOKOBOM MOBEPXHOCTH WU
0e3 Hee, C KOJIBIIOM-JIep)KaTesieM Ha JHe diiakoHa uin 06e3 Hero.

Ilo 1 (bJ'IaI(OHy NMOMCIIAKT B MHAUBUAYAJIbHYI0 KAPTOHHYIO MAYKy BMCCTC C JINCTKOM-BKJIA/IBIIIICM.
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nim

ITo 1, 10, 20, 50 wim 72 ¢akoHa MOMEMIAIOT B SIUKA U3 TOQPUPOBAHHOTO KAPTOHA BMECTE C
JIMCTKOM-BKJIQIBIIIEM (JIJIs1 CTAIMOHAPOB).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIM3AIUM HCIOJb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WM OTX0J0B, IOJYYEHHBIX IOcC/e NMPUMEHEHHs JeKAPCTBEHHOro mpenapara, u
Apyrue MAHMITYJIAIMU € IPeNapaToM

PacTBop, mONy4YeHHBIH TMOCIE CMEMIMBAHHUS PACTBOpA IUIPO(MIOKCAIIMHA C COBMECTHMBIMHU
MH(}Y3UOHHBIMU PACTBOPAMHU, CIIEyeT UCIIOIB30BaTh KaK MOXKHO OBICTpEE U3-3a UyBCTBUTEIbHOCTH
mpernapaTa K BO3ICMCTBUIO CBETA U C LIE€JIbI0 COXPAHEHHUS CTEPUIILHOCTH PACcTBOPA.

WNudy3noHHblii pacTBOp HHIPOQIIOKCAIIMHA CBETOYYBCTBHUTENICH, IOITOMY (DJIAKOH CIEAyeT
BBIHUMATh U3 KOPOOKH TOJBKO MIEPE]I UCTIOb30BaHreM. [1pu nmonagaHuu NpsMbIX COTHEUHBIX JTyden
CPOK rapaHTHUPOBaHHON CTAOMILHOCTH pacTBopa — 3 nHsA. [Ipu xpaneHun nH(Y3MOHHOTO pacTBOpa
nunpodIoKcalliHa TpU HHU3KUX TEMIEpaTypax MOXKET OO0pa30BBIBATHCS OCAAO0K, KOTOPBIN
pacTBoOpsieTCs MPU KOMHATHOM Temmepatype. [1oaToMy He peKOMEHIyeTCsl XpaHUTh HH(Y3HOHHBIH
pPacTBOp B XOJOIUIBHUKE U 3aMOPAKUBATD.

JIomKeH HUCIoNb30BaThCs TOJIBKO YUCTBIA MpO3pauHblii pacTBop. Her ocoObix TpeOoBaHu K

YTUIA3alluu.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

[TyGnuuyHoe axiuoHepHoe oOmmecTBo «AkunoHepHoe Kypranckoe oO0LIECTBO MEIUIIMHCKHX
npenapaTtoB U uznenuit «Cunres» (ITAO «Cuntesy)

Anpec: 640008, Kypranckas 0o6:1., r. Kypran, npocniekt Koncturyuuu, 1. 7.

Tenedon: +7 (495) 646-28-68

Anpec snexkrporHoi moutsr: info@binnopharmgroup.ru

7.1. IlpencraBureib AepsKaTesiss perMCTPALHOHHOIO YAOCTOBEPEHUS

[IpeTen3nn moTpeduTENEH HAPABIATH MO AAPECY:

Poccuiickas @enepanus

[Ty6nuuyHoe axiuoHepHoe o0mmecTBo «AkunoHepHoe Kypranckoe oO0LIECTBO MEIUITMHCKHX
npenapaTtoB U uzneanit «Cunres» (ITAO «CunTesy)

Anpec: 640008, Kypranckas o6:1., r. Kypran, npocniekt Koncturyuun, 1. 7.

Tenedon: +7 (495) 646-28-68

Anpec anekrponHoii moutsl: info@binnopharmgroup.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
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9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapcTBEHHBII Mpenapat OTHOCUTCS K KATErOpUU OTITYCKa MO PElenTy.

OO01mas xapakTepucTrKa JekapcTBeHHOTo npenapara [unpodnokcannu-AKOC noctynHa B eAHHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3suiickoro s5KOHOMUYECKOTO COK03a U Ha
oUIHMATEHOM caiite YIOJIHOMOYEHHOTO opraHa (axcrepTHOM OpraHU3aIliN)

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