COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 24 0712025 N2 1535

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

[{unpodnokcaruH, 2 Mr/mi, pacTBop st HHDy3wit

2. KAUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JleiicTByroliee BenecTBO: MUMPO(IOKCAIH

Kax b1t M1 pacTBOpa coAepKUT 2 MI HUIPOQIIOKCALIMHA (B BUE THIPOXJIOPUIA).
BcnoMoraTenbHble BeleCTBa, HAJMYME KOTOPBIX HAJO YYHUTBHIBATH B COCTABE JICKAPCTBEHHOI'O
npenapara: Hatpuid (cM. pazzaen 4.4.).

[TonHbIi epeyeHb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBop mnisa undy3uit

HpospaqHaﬂ 6GCHBCTHaﬂ WJIN CJICTKA KEJITOBATAas1 WJIH CJICTKA 3€JICHOBATas XUJKOCTh.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

HeocnoxHeHHbIe W OCIOKHEHHBIC  MH()EKIWH, BbI3BAHHBIC  YYBCTBUTCIBHBIMH K

UIPOQIIOKCAIMHY MUKPOOPTaHU3MaMHU.

B3pocasie

e uH(pEKIMM aBIXaTelbHBIX MyTed. LlumpoduiokcannH pexoMeHAyeTcss Ha3HayaTh IpU
THEBMOHWUSIX, BbI3BaHHBIX Klebsiella spp., Enterobacter spp., Proteus spp., Escherichia coli,
Pseudomonas aeruginosa, Haemophilus spp., Moraxella catarrhalis, Legionella spp. u
cTaUITOKOKKAMU;

e wuH(pEKIMU cpeaHero yxa (CpemHUil OTUT), OCOOCHHO €CiaM 3TH WHQOEKIUU BbI3BaHbBI
CTapHUIOKOKKAMH ¥ TPaMOTPUIATEILHBIMH MHUKPOOPTaHW3MaMH, BKIo4as Pseudomonas
aeruginosa,

e upH(EKINHU I1a3;

e UHQEKINY MOYEK W/UITH OCIIOKHEHHBIE HHPEKIIUU MOUYEBBIBOISIIINX MyTEH;

e WH(EKIMU TOJOBBIX OPraHOB, BKJIFOYAs aJIHEKCUT, TOHOPEIO, IPOCTATHUT;

e pH(pexkuun OprolIHON MoJocTH (OakTepuanbHble MH(PEKINUN KeyJOYHO-KUIIIEYHOTO TPAKTa,
YKEITUCBBIBOISIINX MTyTEH, IEPUTOHHMT);

e WH(EKIIMU KOKU ¥ MATKUX TKAHEH;

¢ WH(]EKINN KOCTEH U CyCTaBOB;

® CEeIICHUC;
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(manMeHThl, MPUHUMAIOIINE UMMYHOETPECCAaHThI WM MAlMEHThI C HeUTporeHuen);

® CelIeKTUBHAsI IEKOHTAMHUHALIMS KUIIEYHUKA Y TAI[UEHTOB CO CHUKEHHBIM UMMYHUTETOM;

e mnpoduIaKTHKAa W JIeUeHHE JIETOYHOH (opMbl cHOMpPCKON sA3BBI  (MHUIMPOBAHUE
Bacillus anthracis).

Jnsa neueHus cienyroumMx HHPEKIHOHHO-BOCTIAIUTENbHBIX 3a00jeBaHuil 1UnpodIoKcaluH

MOXET TPHUMEHATHCS TOJNBKO B KayecTBE aJbTEPHATUBBI JPYTUM MPOTHUBOMHKPOOHBIM

npenapaTam:

® OCTpBIN CUHYCHUT;

® HEOCIIOKHEHHbIC HH()EKIIMU MOYEBBIBOAIINX MTyTEH.

Heo6xoauMo nmpuHUMaTh BO BHUMaHHE JCHCTBYIOIIHE O(pUIIMANbHBIE PYKOBOACTBA O MpaBHIIaX

MPUMEHEHUS aHTHOAKTEpUATbHBIX CPE/ICTB.
eTu

e JieyeHHE OCJIOKHEHUH, BBI3BAaHHBIX Pseudomonas aeruginosa y NeTeil ¢ MYKOBHCIIHJI030M
JIETKHX OT 5 ;o 17 net;

e mpoduIaKkTUKa W JICYCHUE JIETOYHOH (opMbI cHOMpPCKOHN 3Bl (MHbUIMpoBanue Bacillus
anthracis).

[Ipumenenne nunpoduiokcanMHa y JeTed JODKHO OBbITh HA4aTo TOJIBKO TOCJTE OICHKH

COOTHOIIIEHUS TOJIb3a/pUCK B CBSI3M C BO3MOXKHBIM TOOOYHBIM JICHICTBMEM Ha CyCTaBbl WU

OKOJIOCYCTaBHBIC TKAaHU.

4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Bspocnvie
[Ipu otTcyrcTBUM JApyrux Ha3HAYEHWH ClleyeT MPUACPKHUBATHCS CIEAYIOIIEr0 pexuma
JIO3UPOBAHUS:

Tabmuua 1. Pekomenayemble 10351 HUMPO(IOKCALMHA Y B3POCIBIX

Pa3oBas 103a 1J151 B3pOCJIbIX € Y4eTOM KPATHOCTH
IToxazanue BBEJlEHHUS B CYTKH
(uunmpodiokcaumH, Mr, B/B BBeJleHUE)

Nudexnun apxareabHbIX MyTei
(B 3aBUCUMOCTH OT TSKECTU o1 400 mr x 2 pa3a B cytku 10 400 Mr x 3 pa3a B CyTKH
UHQEKIMH U COCTOSIHUS MalMEHTA)

Wnpexnun Mo4enoaoBoil CUCTEMBI:
* OCTpbIE, HEOCIOKHEHHBIE oT 200 Mr x 2 pa3a B cyTku 10 400 mr x 2 pasza B CyTKH
* OCJIOKHEHHBIE oT 400 mr x 2 pa3a B cyTku 10 400 mr x 3 pasza B CyTKH
* QIHEKCUT, IPOCTATUT, OPXHUT,
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Muapes 400 mr x 2 pa3a B CyTKH

Hpyrue nngexuuu (cMm. pazaen 4.1.) | 400 mr x 2 paza B CyTKu

Oco0060 TspKenbIe MHPEKINH,
MPEJICTABIISIIOIINE YTPO3Y VIS AKU3ZHU,
B OCOOCHHOCTH TIPH HATUYUHU
Pseudomonas spp., Staphylococcus
spp. unu Streptococcus spp., B T.4.

* THEBMOHUSI, BbI3BaHHAs

400 mr x 3 pa3a B CyTKH
Streptococcus spp.

* peLUANBHUPYIOIINE HHDEKIINH TPU
MYKOBHCIIH103€

* UH(EKIUN KOCTEN U CYyCTaBOB

* CENTULIEMUS

* [ICPUTOHUT

Jlerounast ¢opma CUOUPCKOW SI3BBI
dop P 400 mr x 2 pa3a B CyTKH
(71eueHue U MPOQPHUIAKTHKA)

Oco0ble rpyInel NALKMEHTOB

THayuenmoi nodxcunozo 6o3pacma (cmapwe 65 1em)
[TarmeHnTam MOXKMIIOTO BO3pacTa CleAyeT Ha3HadaTh OoJjiee HU3KUE J03bl LUMPOQIIOKCAIIMHA B
3aBHCUMOCTH OT TsDKECTH 3a0oJyieBaHMs M Tokasarens kiaupeHca kpearnHuHa (KK) (cm. Takke
“H(OpMAIIHIO 1O TMAIMEHTaM C HapyIIeHUSIMH (QYHKIIUH TTEUYEHU W/UITH TI0YEK).
THayuenmoi ¢ necounoll hopmoii cubupckoil s136vl (edenue u NPoPuUIaKmuKa)
Cwum. unpopmanuto B Tabnumnax 1-2.
JleueHue crenyeT HauyMHATHh Ccpa3y I[OCHE€ TMPEANONaraéMoro WWIH MOATBEPKICHHOTO
uHunupoBanua. OO6mIas NPOJOIKUTENBHOCTh JICUEHUS HUIPO(GIOKCAIIMHOM MpPH JIETOYHOU
dbopMme cubUpcKoii s13BbI cocTaBisgeT 60 THEH.
B3pocavie nayuenmol ¢ noueuHou HedoCmamoyHOCmbio
. npu KK 30-60 mu/mun/1,73 M W CBIBOPOTOYHOM KOHLICHTPAalMU KpEeaTHMHWHA
1,4-1,9 mr/100 mi1 MakcuMasbHas cytouHas go3a — 800 mr;
. npu KK < 30 mn/mun/1,73 M I CBIBOPOTOYHON KOHILICHTPALIMM KpEaTUHUHA
> 2 mr/100 mu1 MakcumanbHas cytouHas go3a — 400 mr.
Ilayuenmul ¢ noyeunol HeOOCMAMOUHOCMbIO, HAXOOAUWUECS, HA 2eMOOUATU3e
. npu KK 30-60 wur/mun/1,73 M° WIH ero KOHIIEHTpAallUKM B TUIa3M€ KpPOBH
1,4-1,9 mr/100 mn makcuMmanibHast J1o3a mpenapara llumpodiokcanua AoKHA
coctaBiATh 800 MI B CyTKH;
. npu KK < 30 mn/mun/1,73 M° B MEHee HIH €ro KOHIIEHTpAllUM B IUIa3Me KPOBU

> 2 wmr/100 mn (Tsbkenas TIOYEYHAss HEJOCTATOYHOCTh) MaKCHMalbHas [03a
3
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IIPOBEJCHUS 1MAIN3a I0CJIE OCYLIECTBIECHUS IPOLEAYPHI.

Iayuenmsi ¢ noueunou HeOOCMAMOYHOCMbBIO, HAXOOAUWUECA HA NPOOIEHHOM AMOVIAMOPHOM
nepumoneanvrom ouanuze (I1AI1/)

[Ipenapar [{unpodaokcanuu mobaBiseTcs K Auanu3ary (BHYTpUIIEpUTOHEanbHO): 50 wr
uIpoIOKCaIlHA Ha JIUTP IUaIn3aTa BBOIUTCS 4 pa3a B CYTKH KaKJbIe 6 4.

Iayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

Koppekiuu n0361 HE TpeOyeTcs.

Tayuenmul ¢ napywenusmu GyHKYuU nouex u nevenu

. mpu KK 30-60 wur/mun/1,73 M° WIH ero KOHIIEHTpAallUKM B TIUIa3M€ KpPOBH
1,4-1,9 mr/100 mn makcuMmanbHas no3a mpemapata llumpodmokcanua gomxHA
coctaBiATh 800 MI B CyTKH;

. npu KK < 30 mu/mun/1,73 M° W MeHee W €ro KOHLICHTpAllUU B IUIa3ME KPOBU
> 2 wmr/100 mn (Tskenas TOYEYHAss HEJOCTATOYHOCTh) MaKCHMalbHas [03a
npenapara [unpodnokcanun qomkHa coctaBisiTh 400 Mr B CYTKH.

eTu

Tabmuua 2. Pexomenayemble 10351 HUMPO(IOKCAUHA Y IETeH U OAPOCTKOB

Pa3zoBast 103a 14141 1eTeil 1 MOAPOCTKOB C Y4eTOM

Iloxka3anue KPaTHOCTHU BBe/IeHUS] B CYyTKH
(uunpodJioKkcauH, MI, B/B BBeJleHHE)
NHudexnun npu MyKOBUCIIHI03€ 10 Mr/kr Macchl Tena X 3 paza B CyTKH
(makcumanbHas 103a 400 Mmr)
Jlerounas (hopma CUOMPCKOU S3BBI 10 mMr/kr Maccel Tena X 2 pa3a B CyTKH
(TTOCTKOHTAKTHOE BO3/ICHCTBHE) (makcumanbHas 103a 400 Mmr)

Hemu ¢ napywenusamu yHKyuu nouex u/uiu neieHu
Pexum no3upoBanus y neTeil ¢ HapyueHUsIMU (QYHKIIUM MOYeK W/UIY TIeYeHU U3y4eH He ObLIL.

JUIMTEILHOCTD JICUCHUS

[IpoaOMKUTENEHOCTh JICUCHUS 3aBUCHT OT TSDKECTH, KIMHUYECKOTO TEYCHUS U W3JICUCHUs
3a0osieBaHus. BaxHO MpooKaTh JIEYCHHE HE MEHee 3 JHEW Mociie MCUe3HOBEHUSI TUXOPAIKU
WIH IPYTUX KIMHUYECKUX CUMITOMOB.

Cpeonsist npoooaNCUmenbHOCmb JleUeHUs.

Bspocnvie

® [IpH OCTPOM HEOCTOKHEHHOW roHOpee — | IeHb;

e 1pu UHOEKIUAX MOYEK, MOYCBBIBOISIINUX MTyTEH, OPraHOB OPIOITHOM IMOJIOCTH — 10 7 JTHEH,
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HEUTPOIICHUH;
® [IpU OCTEOMHEIUTE — HEe OoJiee 2 MecsALEB;
® IIpU OCTANBHBIX HHpEKIUAX — 7-14 nHEi.
ITpu mH(exuusax, BbI3BaHHBIX Streptococcus spp., N3-3a PUCKA MO3JHUX OCIOXKHEHUH JeUeHHE
JIOJHKHO MpoJIoJpKaThea He MeHee 10 nHeil.
[Ipu undexuusx, Be3BaHHbIX Chlamydia spp., nedeHne Takxke cleayeT MpoJobKaTh HE MeHee
10 nueil.

Jlemu u noopocmku

Jlns nedeHus OCIIOKHEHMH MYKOBHCIIMI03a JIETKMX, BBI3BAaHHBIX Pseudomonas aeruginosa
(y manueHnToB ot 5 1o 17 neT), npoAomKUTEeIbHOCTE Tepanuu coctaBiseT 10-14 qHeil.

Cnooco0 nnpuMeHeHus

[Ipenapar Lunpodiokcanuy BBOAUTCS B BUAEC BHYTPUBEHHONW HHQY3UH [IUTEIBLHOCTHIO HE
MeHnee 60 muH. MHGY3UOHHBII pacTBOp CIEAyeT BBOJAWUTH MEVICHHO B KPYMHYIO BEHY, 4TO
MO3BOJIMT TPEAOTBPATUTh OCIOXHEHUS B MecTe uHOY3uH. MH(Y3HOHHBI pacTBOp MOXKHO
BBOJUTH HU30JJUPOBAHHO HJIM BMECTC C APYI'UMH COBMCCTUMBIMU I/IHq)y?)I/IOHHBIMI/I pacTBOpaMu.
WHCTpyKIIMKM MO TPUrOTOBJICHHUIO JIEKAPCTBEHHOTO IIpernapaTra mepel NPUMEHEHHEM CM. B

pazznene 6.6.

4.3. IlpoTuBONOKA3aHUS

e [UnepuyBCTBUTEIBHOCTh K UIPOGIIOKCALMHY, K APYTUM IpernapaTaM W3 Ipymmbl GpTopxu-
HOJIOHOB WJIH K JIFOOOMY U3 BCIIOMOTATENIbHBIX BEUIECTB, IEPEUNCICHHBIX B pasfene 6.1.

e OpHOBpEMEHHOE TMpUMEHEHUE UUIpodIOKcallMHa W THU3aHMJIMHA H3-3a2 KIWHUYECKU
3HAUYUMBIX MOOOYHBIX 3((HEKTOB (TUMOTEH3Hs, COHJIMBOCTH), CBS3aHHBIX C YBEIHMYCHUEM
KOHIICHTpAIlW TU3aHHUIWHA B TUIa3Me KpoBH (cM. pasnen 4.5.).

o Jlerckuii  MOJAPOCTKOBBIA BO3pacT a0 18 ner (kpome Tepamuu OCIOKHEHUH, BBI3BAHHBIX
Pseudomonas aeruginosa y neteit ¢ MyKOBUCIIUI030M JIETKUX OT 5 10 17 7eT; mpopuIaKTHKH
Y JICUCHHUSI JIETOUHOH (hOPMBI CHOUPCKOH SI3BHI).

e bepeMeHHOCTb.

e [lepuon rpyHOro BCKapMJIMBAHUS.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

[Ipu 3a0oneBaHMAX ILEHTPAJIbHOH HEPBHOW CHCTEMBI: OIHJICICHS, CHIDKEHHE Iopora
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aTepoCKIIepO3 COCYIOB TOJIOBHOTO MO3ra, HapylmleHHEe MO3TOBOrO0  KpOBOOOpaleHHS,
OpraHMYeCKHEe TMOPAKEHUS TOJOBHOTO MO3ra WJIM HWHCYJIbT; IICUXHYECKHE 3a00JeBaHUs
(mempeccus, MCUX03); BbIpaKEHHAs MOYEYHAs! U/WJIM NIEYEHOYHAs HeI0CTaTOYHOCTh; MOPakeHUe
CYXOXKUJIMI IIpU paHee MPOBOAUBIIEMCS JICYCHUH XMHOJIOHAMU; MMOBBIIIEHHBIA PUCK YIJIMHEHUS
untepBaia QT wnau pa3BUTHUS apUTMUU TUNA «IIHUPYIT» (HAIpPUMEP, CUHIAPOM BPOKIEHHOTO
yuuHeHus: uHtepBaga QT, 3a0oneBaHusix cepaua (cepliedHass HEIOCTaTOYHOCTb, HWH(ApPKT
MHUOKapaa, OpaauKapaus), JJICKTPOJUTHBIA aucOamaHc (Hampumep, TpPH TUIOKAIMEMHH,
TUIIOMarHUeMHH); OJHOBPEMEHHOE MPUMEHEHHE JIEKAPCTBEHHBIX IPENapaToB, YIIUMHSIIOLINX
untepBas QT (B T.4. anTHaputMuyeckue IA u Il knaccoB, TpUIMKINYECKHE aHTHICIIPECCAHTHI,
MaKpOJIU/bl, HEHPOJIENTHKH); OJHOBPEMEHHOE NPUMEHEHHE C HHTHOUTOpamMH H30(pepMeHTa
CYP450 1A2 (B 1.4. TeOOWIIUH, METHJIKCAHTHH, KOQEHH, TYJIOKCETHH, KJIO3aIHH, POTTMHUPOT,
OJIaH3AaIlMH, arOMeJIaTHH); MUACTEeHUS gravis; MpUMEHEHHUE Y MalUeHTOB MOXKWIOr0 BO3pacTa, y
NAIMEeHTOB C CaXapHBIM JAWA0ETOM, MOJYYAIOIIUX COMYTCTBYIOUIYIO TEPAINUIO MEPOPATbHBIMU
TUTNOTIMKEMUYECKUMH TIpernapaTaMu (HampumMep, MpernapaTaMu Cylb()OHUIMOUYEBUHBI) WIN
WHCYJIMHOM; MAI[MEHTOB C aHEBPU3MOH aopThl, C BPOXKJIEHHBIM MOPOKOM KJamaHa cepiala B
CeMEHHOM aHaMHe3€, WM y TMalMeHTOB C IWarHOCTUPOBAHHOW aHEBPU3MOUN aOpThl W/WIN
paccioeHueM aopThl, ¢ 3a00JIeBaHMEM KIalaHa cepiala WM MpU HAIWYUU APYruX (HakTopoB
pUCKa WM COCTOSIHUM, IpenpacroiararmluX K pa3BUTHIO aHEBPU3MBI aOPThl MM PACcCIOCHHUS
AOPTHI, WM PETypruTallii/HEIOCTATOYHOCTH KJIallaHa cep/na (Harmpumep, cuaapoM Mapdana,
cunapom Dnepca-/lannoca, cuaapom TepHepa, 6one3Hs bexdera, aprepuanbpHas TUTIEPTEH3HS,
PEBMATOMIHBIA  apTpUT, COCYIUCTbIe 3a0o0JeBaHMsA, TakKue Kak apTepuur Takascy,
TUTAaHTOKJIETOYHBIM ~ apTEPUUT, IMOATBEPXKACHHBIM  arepockiepo3, cuHapom lllerpena,
WH(EKIMOHHBIN SHIOKAPAUT) (CM. HUXKE Toapasnen «OcoObie yKa3zaHus ).

Oco0snle yKazaHus

Taoxcenvie  ungexyuu, cmaguiokokkosvie uH@exyuu U UHGeKyuu,  00YCI08IeHHbIE
CPAMNONONACUMENLHBIMU U AHAIPOOHBIMU OAKMePUAMU

[Tpu neuennu TsoKETBIX UHOEKIUH, CTAadUITOKOKKOBBIX HHMEKINH 1 HHPEKINI, 00yCIOBICHHBIX
aHa’pPOOHBIMU  OaKTEepUsAMH, HUMPODIOKCAUH CIEAYyeT HCIOJb30BaTh B KOMOWHAIIUU C
COOTBETCTBYIOIIUMH aHTHOAKTEPHUATbHBIMH CPEICTBAMHU.

Hugpexyuu, odbycnosnennvle Streptococcus pneumoniae

[{unpodiokcaniH He PEKOMEHIYETCsl HCIIOJb30BaTh ISl JICYCHUST WH(EKIIHiA, BbI3BAaHHBIX
Streptococcus  pneumoniae, W3-3a €ro OrpaHUYEHHOW OJ(PPEKTHBHOCTH B OTHOIICHUH

BO30YAUTEIIS.
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(NOCNEQCBATENEHOCTE 0003)

Hnghexyuu nonosoix nymeii

[Ipn reHUTATBHBIX WHQPEKIUAX, MPEANONIOKUTEIHPHO BBI3BAHHBIX IMITaMMaMH Neisseria
gonorrhoeae, yYCTOWYMBBIMH K (TOPXHMHOJIOHAM, CJEIyeT YYUTHIBaTh WHPOpPMALUIO O
JIOKQJIbHOM PE3UCTEHTHOCTH K UUOPO(MIOKCAlMHY W TMOATBEP)KIaThb YYBCTBUTEIHHOCTH
BO30yaHTEINS Ta00PATOPHBIMU TECTAMHU.

Unghexyuu mouesvisoosuux nymetl

YcroitunBocTh K (hropxuHONOHaM Escherichia coli, Haubonee pacpoCTpaHEHHOTO MATOTEHHOTO
MUKpPOOPTraHW3Ma, BBbI3bIBAIONIETO HMHGEKIMHW MOUYEBBIBOIALIUMX IyTei, BapbuUpyeT B
3aBUCUMOCTH OT pernoHa P®. Ilpu Ha3HaueHHUH peKOMEHAYeTCs MPUHHUMATh BO BHHUMAaHUE
JOKaJIBbHYIO PaCIpOCTPAHEHHOCTh PE3UCTEHTHOCTU Escherichia coli k TOPXUHOIOHAM.
Hapywenus co cmoponwvl cepoya

[{unpodokcanuu oka3piBaeT BiaUsHUEC Ha yaiauHeHue wuHTepBama QT (cm. pasmen 4.8.).
VYuuteiBas, 4TO Ui KEHIIUH XapaKTepHa OoJbllas CpelHss MPOJOJDKUTENLHOCTh MHTEpBaia
QT mo cpaBHEHHMIO C MYXYHHAMH, OHH 0OJiee UyBCTBUTENIBHBI K IperapaTaM, BBI3BIBAIOIIUM
ynmuHeHue wuHTepBasia QT. V mNOXWIBIX MAlMEHTOB TakK)KE OTMEYAeTCsl IOBBIIICHHAS
YYyBCTBUTEIBLHOCTD K JICCTBUIO MPEMAPATOB, BhI3bIBAIOIIMX yasinHeHne uHTepBana QT. Cnenyer
C OCTOPOXHOCTHIO HCHOJb30BaTh UUIPO(MIOKCAIIMH B KOMOMHAaIllMM C TpernapaTraMu,
yanuHsomumMy uaTepsain QT (HanpuMep, aHTHApUTMUYECKMMU IpenaparaMu kinaccoB [A u 111,
TPUIMKIMYECKUMU aHTHICTIPECCAHTAMHU, MAKPOIUAAMHA U aHTUIICHXOTHYECKUMU TPerapaTamH)
(cm. pasmen 4.5.), WM y TAIUEHTOB C TOBBIIEHHBIM PUCKOM yainHEeHHs uHTepBasa QT mmm
pPa3BUTHUSL APUTMHUHM THUIA IIHPYIT» (HAMPUMEP, C BPOXKACHHBIM CHHAPOMOM YyIITMHEHHUS
uaTepBana QT, HEKOPPEKTHPOBAHHBIM AUCOATAHCOM DIJIEKTPOJIMTOB, TAKUM KaK THIOKAIAEMUS
WIA TUNOMAarHUEMHs, a Takke C TakuMu 3a00lIeBaHUSMU CEpAlla, Kak cepacydHas
HEJI0OCTaTOYHOCTh, MHPAPKT MUOKApa, OpaauKapaus).

Ilpumenenue y oemeti

Beuto ycraHoBieHO, 4TO, TUIPOGIOKCALMH, KaK U JAPYTUe Mpenaparhl 3TOr0 KJIacca, BHI3BIBACT
apTPOIATHIO KPYITHBIX CYCTaBOB Y KHBOTHBIX. [Ipy aHanm3e CymiecTBYIOMIUX HA CETOMHSIITHUAN
JIeHb JIAaHHBIX O O0€30IMacHOCTH TPUMEHEHHs uurnpodIokcanmua y gered mo 18 Jer,
OOJIBIIMHCTBO M3 KOTOPBIX HMMEIOT MYKOBHCIIHIO3 JIETKHX, HE YCTaHOBJEHO CBSI3M MEXIY
MOBPEXACHUEM Xpsllla WIM CyCTaBOB C IIpUEMOM Ipenapara. He pexkomeHyeTcs ucnoap30BaTh
UNpoQIOKCalMH y JeTe s JIeYeHUs APYTuxX 3a00seBaHuiM, KpOME JIEUCHHUS OCIIOKHEHHN
MYKOBHCIIHI032a JIeTKUX (y nerer ot 5 1o 17 ner), cBsa3aHHbIX ¢ Pseudomonas aeruginosa, u nis
JeYeHUST U TPO(MIAKTUKHA JIETOYHON (OPMBI CHOMPCKOM s3BBI (ITOCKIE MPEANOIAaracMoro HIIn

JOKa3aHHOTO uHuIMpoBanus Bacillus anthracis).
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(NOCNEQCBATENEHOCTE 0003)

Funepqyecmeumeﬂbnocmb

Wnorma yxe mocne mnpueMa NEpBOM 70361  LUOPOQIIOKCAIIMHA MOXKET  Pa3BUTHC
TUIIEPYYBCTBUTEIBHOCTD K IIpenapary (cM. paszzien 4.8.), B TOM 4Mciie aJUIEprUuecKue peaKiuy,
0 YeM clieyeT HeMeIJEeHHO COOOIIUTH JedalieMy Bpaudy. B peakux ciaydasx mociie mepBoro
MPUMEHEHHUS. MOTYT BO3HHMKHYTh aHa(pWIAKTHUECKHE PEAKIMHU BIUIOTH 1O aHA(pUIAKTHYECKOTO
moka. B aTux ciydasx npuMeHeHue nUnpodIIoKcalHa He0OX0IMMO HEMEUIEHHO MPEKPaTHTh
Y IIPOBECTH COOTBETCTBYIOLIEE JIEUEHHUE.

Kenyoouno-Kuwueynviii mpaxkm

[Ipy BO3HMKHOBEHMM BO BpEMs WM I[IOCJIE JICUEHUS LUMNPOPIOKCAIUHOM TSDKEIOW U
JUINTENIbHOW JHMapeu CIIeAyeT MCKIIOYUTH UArHo3 ICeBIOMEMOPAHO3HOTO KOJIUTA, KOTOPBIHA
TpeOyeT HEeMeUICHHOW OTMEHbl TIpenapaTa M Ha3HAYCHHUS COOTBETCTBYIOILETO JICUCHHS
(BaHKOMHUIIMH BHYTPH B 03¢ 250 Mr 4 pasa B cyTku). B maHHO# cuTyaluu MpOTHBONOKA3aHO
MPUMEHEHHE MPEnapaToB, NOABISIONINX EPUCTATBTUKY KUIICYHHUKA.

I'enamobunuapnas cucmema

[Ipu npumeHeHun  HUNPO(IOKCAMHA  OTMEYATUCh  CIydyal  HEKpo3a IeYeHH W
JKA3HEYTPOXKAIONIEH IMEUYEHOYHOM HeAOCTaTOYyHOCTU. [lpu Hanuuuu Cclaeayroumux MpPU3HAKOB
3a0o0yieBaHUsl TEYEHHM, TAaKMX KaK aHOPEKCHsl, >KeNTyXa, TeMHas Moua, 3yJ, OOJe3HEHHBIN
YKUBOT — MIPUMEHEHUE Mpenapara clieyeT Ipekpatuth (cM. pazzaen 4.8.).

VY manueHToB, NPUHUMAIOMUX [HUIPO(IOKCAIMH U MEPEeHECIINX 3a00IeBaHUE MEUYEHU, MOXKET
HaOJII0/IaThCS BPEMEHHOE IMOBBIILIEHUE AKTUBHOCTU «II€YEHOYHBIX)» TPaHCAMUHA3 U ILEI0YHOU
docdarasbl UM XOJIecTaTHIECKas KEITyXa.

Taoicenas muacmenus

[TaruenTam ¢ TsOKENOW MUACTEHHEH CIeAyeT MPUMEHSTh HUMPOMIOKCAIIMH ¢ OCTOPOXKHOCTHIO,
T.K. BO3MOKHO 000CTpEHHE CUMIITOMOB.

Tenounum u paspvié cyxoxncunus

[Ipu mepBBIX npu3HaKax TeHAUHUTA (OONE3HEHHBI OTEK B O0JIACTH CyCTaBa, BOCIHAJICHUE)
HEOOXOUMO Pa3Tpy3uTh MOPAKEHHYI0 KOHEYHOCTh, M30erarh 000N nuImHed Qu3ndeckon
aKTUBHOCTH M NpPHUMEHEHHUE IpernapaTa CleQyeT MpeKpaTHTh, T.K. CYIIECTBYET PUCK pa3pbIBa
CYXOXKWJIMS, a TAKKEe HEOOXOAUMO POKOHCYIbTUPOBATHCS C BPAUOM.

[Ipn npumenenun TUNPOQIOKCAIIMHA MOTYT OTMEYAThCsl CIydad TEHIMHUTA W pa3pbiBa
CYXOXKHMIUH (IIPEUMYIIECTBEHHO aXMJUIOBOTO CYXOXKWJIMs), HHOTJa OwuiaTepanbHO, YKe B
Te4eHHe MepBbIX 48 4vacoB mociie Hayana Tepanuu. OMHCaHBI CIy4ad, KOTOpble BO3HUKIHU B
TE€YEHHE HECKOJIbKUX MECALIEB IOCIe MpeKpaieHus jedeHus (cM. paszaen 4.8.). Puck pa3Burtus

TCHAWHOIIAaTUU MOXKET OBITH MOBBLIIIEH Y NOXUJIBIX MMAaMUCHTOB BO BPCMs CHJIBHOM (1)I/I3HI{GCKOI>'I
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Harpy3Kd, y TAaIM€HTOB, MOJYYarOIINX COHYFCTBVIOH[IKJ}I(_)I:TEE%;%HL%Q&LFJDEBP{H&MPII \

MAlMEHTOB C MOYEYHON HEJOCTATOYHOCTBHIO HIIH MOCJIE€ TPAHCIUIAHTAIIMU COJIUIHBIX OPTraHoOB.
HunpoduokcaH cieayeT NpUMEHSITh C OCTOPOKHOCTBIO y TAllMEHTOB, MMEIOLINX B aHAMHE3e
yKa3aHUs Ha 3a00JIeBaHUS CYXOXKUIIMM, CBA3aHHbBIE C TPUEMOM (DTOPXUHOJIOHOB.

Cyoopoeu

Humnpodmokcanuy, Kak u apyrue GTOPXUHOIOHBI, MOXKET MPOBOILMPOBATH CYJOPOTH U CHUXKATh
MOpOT CYJOPOKHOM rotoBHOCTH. [lanmenTam ¢ smwternicueit u neperecmuM 3adoneBanust [IHC
(HarpuMmep, CHHKEHHE Topora CyJOpOKHON TOTOBHOCTH, CyJOpPOKHbBIE IMPUIAJIKU B aHAMHE3E,
HapyIICHUs MO3TOBOTO KPOBOOOpAIlleHHs, OpraHMYeCKHE MOPa)KeHUs TOJOBHOIO MO3ra WIH
MHCYJIbT) B CBSI3M C YIpO30il pa3BUTUS HEXKENATeNbHbIX peakuui co cropoHsl [IHC
UIPO(MIOKCAIMH CIIETyeT MPUMEHSTh TOJIBKO B T€X CIyJasX, KOTJa 0KUJACMbli KITMHUYECKUAN
3 PeKT MPEBOCXOIUT PUCK PA3BUTHSI ITOOOYHOTO JEHCTBHUS Mperapara.

[Ipu npumeHeHUM HUNPOQIIOKCALMHA COOOIIANOCh O CIydasx pPa3BUTHS SMHIECOTHYECKOTO
craryca (cMm. pasgen 4.8.). Ilpu BO3HMKHOBEHHMH CYAOPOT NPHUMEHEHHE Ipernapara ciexyer
MIPEKPATHUTb.

Icuxuueckue peakyuu

[Icuxuueckre peakiy MOTYT BOSHUKHYTH Ja)Ke TOCJe MePBOro MpUMEHEHHs! (PTOPXUHOIOHOB,
BKJItOUasi UMPOQIIOKCAIIUH. B pekux ciaydasx Aernpeccus WM ICUXOTHYECKUE PEaKIIUd MOTYT
MPOTPECCUPOBATh /10 CYMIIMAAIBHBIX MBICIIEH M CYMUUJAIBHBIX TMOMBITOK, B TOM YHCIIE
3aBepIICHHBIX (cM. paszen 4.8.). B ciydae pa3BuTHs y mamueHTa KaKUX-THOO MOOOYHBIX
a¢pdexkroB B orHOomeHuun [IHC, B TOM 4umClIe TCHXWUYECKHUX PACCTPOUCTB, HEOOXOIMMO
HEMENJIEHHO OTMEHUTh IIpernapaT M HadaTb COOTBETCTBYIOIYIO Tepamnuio. B 3Tux ciydasx
PEKOMEHIYETCSl IEPEUTH Ha TEPANHi0 APYTUM aHTUOMOTUKOM, OTIUYHBIM OT (PTOPXHHOJIOHOB,
€CJIM 3TO BO3MOXKHO.

llepugpepuueckas nesponamus

VY nmanueHToB, IPUHUMAOIIUX (PTOPXUHOIOHBI, BKIIOYAs UMPOQIIOKCAIIUH, OTMEYATUCH CITydan
CEHCOPHOU WJIM CEHCOMOTOPHOMN MOJIMHEHPONaTHH, TUTIECTE3UH, TU3eCcTe3nn uiH cnadoctu. [pu
BO3HUKHOBEHHUU TaKUX CHUMIOTOMOB Kak 0o0Jib, »OKEHHE, MOKaJbIBaHUE, OHEMEHHE, CIaboCTh,
nanueHTaM cieayeT NpouHGOPMUPOBATH Bpaya MPEeXIe, YeM MPOJOJIKUTh MPUMEHEHHE
npernapara.

Koorcnvie nokposwi

[Ipy mpuMeHeHUU MpernapaTa MOKET BO3HHMKHYTh peakuus (OTOCCHCHOMIH3ALUH, MOITOMY
nanueHTaM cienyer u30erarb KOHTakKTa C MPSMBIMU COJHEYHBIMU JiydaMd U Y D-CBETOM.
Jledenue crnemyer MpeKpaTUTh, €CIU HAOMIOJAIOTCS CHUMIITOMBI  (DOTOCEHCHOMIN3ANN

(HampuMep, U3MEHEHHE KOKHBIX IIOKPOBOB HAITOMUHAET COTHEUHBIE OXKOTH, CM. pa3zien 4.8.).
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Lumoxpom P450 (MOCNEOQCBATENEHOCTEL 0003)

W3BecTHO, 4TO HUIIPOGIIOKCAIMH SABISIETCS YMEPEHHBIM MHruOouTOpoM nzodpepmeHtoB CYP450
1A2. Cnemyer cobOmofaTh OCTOPOXKHOCTb IPH OAHOBPEMEHHOM MpPHUMEHEHHMH IIperapara
[{unpodokcannH W mpenaparoB, MeTaOOJM3UPYEMBIX AAHHBIMH (DEpMEHTaMM, TaKUX Kak
TEO(UIUINH, METWIKCAHTUH, KO(EHH, MAYJIOKCETHH, PONUHHMPOJ, KJIO3alUH, OJIaH3aIluH,
aromMenaTWH, T.K. YyBEJIMYEHHE KOHIEHTpPAllMM J3TUX IMpernaparoB B IUIa3Me€ KpOBH,
00yCJIOBJICHHOE WMHIMOMpOBaHMEM HUX MeTa0onu3Ma MUIPO(IOKCAIMHOM, MOXXET BBI3BATh
crenuduyecKre HeKenaTelbHbIe PEAKIIUH.

Bo wu3bexaHue pa3BUTUS KPUCTAUIYPUM HEIOMYCTHMO IPEBBIICHHE PEKOMEHOBAaHHON
CYTOYHOH J103bl, HEOOXOJMMO TaKXK€ JOCTATOYHOE MOTPEeOJICHHE JKUAKOCTH U TOAJIEpKAHHE
KHCJION PEAKLUU MOYH.

B ycnoBusx in vitro uunpoguokcanH MOXeT MellaTh 0aKTepHOJIOTHYECKOMY HCCIIEJOBAHUIO
Mycobacterium  tuberculosis, TomaBlsAs €€  POCT, YTO MOXET TMPUBOJUTH K
JOKHOOTPHLATEIBHBIM PE3yJbTaTaM IpPH JUArHOCTUKE JaHHOTO BO30YIUTENs y MAIMEHTOB,
NPUMEHSIONINX Tperapar.

Lucenukemuueckue cocmosinus

Kak u B ciiyuae ¢ 1pyrumMu (TOPXUHOIOHAMM, NPU MPUMEHEHUH LUNPO(IOKcaliHA BO3MOKHO
U3MEHEHHE KOHIICHTpAllMU TJIIOKO3bl B KPOBH, BKJIIOYAsl TMIIO- M Tumnepriukemuio. Ha ¢one
Tepanuu UUMPOQIIOKCAIIMHOM TUCTIIMKEMHUs Yalle MOXKET BO3HUKATh Y MAlMEHTOB MOXKHIIOTO
BO3pacTa M IHAlMEHTOB C CaxapHbIM JUA0ETOM, MOJIYYaIOUIMX COMYTCTBYIOIIYI TEparuio
HepopaIbHBIMU TUIOTJIMKEMUYECKUMHU npenapaTamu (Hammpumep, npenapaTamu
Cy1b(OHUIMOUEBUHBI) WM HMHCYIMHOM. [Ipu mnpuMeHeHHMH UMIpoQIIOKCAlMHA Yy TaKHX
NAIMEeHTOB BO3PACTAaET PUCK PA3BUTHUS THIOTTIUKEMHHM, BIUIOTH O THUIOTITUKEMHYECKOW KOMBI.
Heob6xonumMo uHGOpMUPOBaTH MNAIMEHTOB O CHMITOMAax TUIOMIMKEMUHU (CIIyTaHHOCTb
CO3HAHUS, TOJIOBOKPYKEHHE, «BOJYMI» aIllleTHT, I'OJOBHAas OO0JIb, HEPBO3HOCTb, OLIYLICHHE
cepAneOreHns WM Y4YalleHWe Myjbca, OJNEAHOCTh KOXHBIX ITOKPOBOB, HCHApWHA, IPOXb,
cimaboctp). Ecnmm y mamueHTa pa3BUBAeTCA THUIOTIMKEMHUs, HEOOXOAWMO HEMEJIEHHO
IPEKPaTUTh JIeYeHUE LUIPOGUIOKCAIIMHOM M HadaTh COOTBETCTBYIOUIYIO Tepamuio. B atux
cllydasix PpEKOMEHIyeTcsl MeperTH Ha Tepanuilo JIpyruM aHTHOMOTUKOM, OTIMYHBIM OT
(TOPXMHOJIOHOB, €CIM 3TO BO3MOXHO. lIpuM TpoBeneHUM JIEUCHUS UUIPOQIIOKCALIUHOM Y
NAIlMEHTOB TMOXKWJIOIO BO3pPAcTa, y TMAIMEHTOB C CaxapHbIM JHa0ETOM pPEKOMEHJIYeTCs
TIIATEIbHBI MOHUTOPUHI KOHLIEHTPAIMH ITIFOKO3bI B KPOBH.

Aneepuzma u paccnoenue aopmel, peyp2umayisi/HedoCmamoyHocmy K1anana cepoya

[To naHHBIM AMHUAEMHOIOTHYECKUX UCCIEIOBAaHUN COOOIAIOCHh O TOBHIIIEHHOM PUCKE Pa3BUTHS

AHCBPHU3MbI a0OPThI U PACCIIOCHUA a0PTHI, 0COOEHHO Y NAlMCHTOB IOXKUJIOT0 BO3pacTa, a TAKKE
10
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(Mo, B L HOCTE 03]
perypruraiuu aopTalbHOIO MU MHUTPAJIbHOIO I:nanaHOBnrrocn-!eEgpvﬁhe %H(b'rogxhﬂomno&

VY nanueHToB, MoNy4yaBUIMX (HTOPXUHOJOHBI, OBLIM OTMEUEHBI CIy4Yad Pa3BUTHS aHEBPU3MBI U
pacclioeHus] aOpThI, MHOTJAa OCIIOKHEHHBIC Pa3phIBOM (B T.4. C JIETAILHBIM MCXOJOM), a TaKXKe
perypruTaiiu/HeI0CTaTOYHOCTH JIF0O0T0 U3 KiIanaHoB cepana (cM. pasaen 4.8.). B cBs3u ¢ atum

(TOPXUHOIOHBI CIEAYET MPUMEHSAThH TOJIBKO MOCTE TIATEIbHOMN OLIEHKH COOTHOILIEHUS «I10J1b3a-

PUCK» U PACCMOTPEHMS APYIMX BapUAHTOB TEPAlMM y MALMEHTOB C AHEBPU3MOW aOpThI UIIHU

BPOXKICHHBIM TIOPOKOM KIIallaHa cepAla B CEeMEHHOM aHamMHe3e, WIH Yy TalUeHTOB C

JTUArHOCTUPOBAaHHOW AaHEBPU3MOM aopThl W/WJIM PACCIOEHHEM aopThl WM 3a00JieBaHHEM

KjlamaHa cepiaua, WM T[pUd  HATWYUM  APYyruX  (PakTOpoB pHCKA MU  COCTOSHMIA,

MpeIpacoNaraonx K pa3BUTHIO:

— aHEBPU3MBl U PACCIIOCHUS AOPTHI, W PErypPruUTAllMK/HEAOCTATOUYHOCTH KIamaHa cepama
(Hanmpumep, 3a00JIeBaHUSI COCIUHHUTEIILHONW TKaHM, TakKWe Kak cUHApoM Mapdana wumm
cuHapoMm Onepca-Jlanmoca, cuHmpom Tepuepa, Oone3nr bexuera, aprepuanbHas
TUIIEPTEH3Us, PEBMATOUAHBIN apTPUT);

NI JOIIOJIHUTCIIBHO:

— IpU aHEeBpPU3ME M PACCIOECHUU aOPTHI (HAIpHUMEp, COCYAMCTbie 3a00JIeBaHUS, TaKHE Kak
aprepuuT Takasicy, THUTaHTOKJIETOYHBIA apTEPUUT, NOATBEPKIACHHBIA aTEPOCKIEPO3,
cunapowm lllerpena);

— TpU PerypruTanuu/HeOCTaTOYHOCTH KJamaHa cepaua (Hampumep, HH(EKIIMOHHBIHA
SHJIOKAP/IHNT).

Puck pa3BuTHS aHEBPU3MBI U PACCIOCHUS a0PThI, @ TAKXKE UX Pa3pblBa MOKET OBITH MOBBIIIECH Y

NanuceHTOB, OAHOBPECMCHHO NMOJYYAIOMIUX CUCTCMHBIC INTIOKOKOPTUKOCTCPOUABI.

B CJIydac IOSABJICHUA BHE3aITHOH 6OJII/I B JKHBOTC, I'pyaAd WA CIIMHC HNAUCHTaM CJIICAYCT

HEMEIJIEHHO 00paTUTHCS K Bpauy B OT/I€JICHHE HEOTIOKHOMN MTOMOIIIH.

[TaruenTtam cregyeT peKOMEHI0BaTh HEMEMJIEHHO OOpaTUTHCS 3a MEIUIMHCKON MOMOIIbIO B

CJIydyac TIOSBJICHUA OCTpOﬁ OIBIIIKH, BIICPBBIC BO3HUKIICTO OMIYHICHUA YYaIICHHOI'O

CGpI[L[GGI/IGHI/I}I HJIW pa3BUTHUA OTCKA KUBOTA UJINW HUKHUX KOHEYHOCTEMH.

JUmMTeNnpHbIC, MHBATHIN3UPYIONINE M IMOTSHIIMAILHO HCO6DaTI/IMBIe CEPBE3HBIC HCXKCIATCIbHBIC

peaKnnun

OueHb penkue ciaydau JUIMTENbHBIX (MPOJODKAIONIMXCS HECKOJIBKO MECALIEB WA JIET),
WHBATUIM3UPYIONIMX W TOTCHIUATBHO HEOOPATUMBIX CEpPhE3HBIX HEXKENATEeNbHBIX PEaKIIHid,
BJIMSIOUINX Ha pa3JInyHble (MHOTIa HA MHOXECTBO) CUCTEMbI OpraHu3Ma (OOpPHO-BUTATEIbHBIN
anmapar, HEpPBHYIO CHUCTEMY, IICUXHMKY M OpraHbl 4YyBCTB), OBLIM 3aperHCTPUPOBAHBI Y
MAIUEHTOB, MOTYYAOIINX XUHOJOHBI U (PTOPXHWHOJIOHBI, HE3aBUCHMO OT UX BO3pacTa M paHee

uMeBIIuXca (GakTopoB pucka. IIpumeHeHue 1HMMIpodIoKcalMHa CIEAYeT HEMEJIEHHO
11
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NPeKpaTHTh TIPH TOSBICHHM TIEPBBIX IPHBHAKOB T Ut 068! SclBEesoi

HE)KEJIaTEeNIbHOM peakiy U 0OpaTUTHCS K Bpady.

BcnomorarenbpHbIE€ BelllecTBa

[Ipenapar [{unpodaokcamuu comepxut 15,4 mmons (uau 355 Mr) HaTpuss B KOHTEHHEpE.
Heo0xomuMo y4uTHIBaTh MaIleHTaM, HaXOMSAIIMMCS HA JHMETE C OTpaHMYECHHEM MOCTYIUICHUS

HaTpHusl.

4.5. B3amMmopeiicTBHe ¢ JIPYrHMH JICKAPCTBEHHBIMH IpenaparamMM M JApyrue BHIbI
B3aMMO/EHCTBHUSA

JlekapcTBEHHBIE IpenapaThl, BEI3bIBAIONINE ViuInHeHue narepsaiia QT

Crnenyet coOmtogaTh OCTOPOKHOCT MPU OJHOBPEMEHHOM NMPUMEHEHUH MUMPO(IOKCalHa, KaK
U JIpyrux (PTOPXMHOJOHOB, MAlMEHTaM, IMOJYYAIOIIUM JICKAPCTBEHHBIC IMpemapaThl, BHI3bIBA-
fore yanuHenue uHTepBana QT (Hampumep, aHTHAPUTMHUYECKHE TpemapaTsl kiacca [A wmu
knacca III, TpurnukiInyeckne aHTUIeTIPECCaHThI, MAKPOIUIBI, HEHPOJIENTUKH) (CM. pazzen 4.4.).
Teodunnun

OnHOBpEeMEHHOE TMpHMEHEHHE IUNpo(IoKcalliHa W TPEenapaToB, COAEpXKAIUX TeO(UIIIUH,
MOJKET BBI3BaTh HEXKEIATENHHOE IMOBBINICHUE KOHIICHTpAIMH TEOPWIINHA B IJIa3Me KPOBH H,
COOTBETCTBEHHO, BO3HWKHOBEHHE TEO(PUIUTMH-UHIAYIMPOBAHHBIX HEXeNaTeNbHbIX peakluil; B
OUEHb PEAKHUX CIIydasix 3TH HeXKeNaTeNIbHbIE PEaKIUH MOTYT ObITh YTrpOXKAIOUIMMH AJIs KU3HU
nanuenTa. Eciau oJHOBpeMEHHOE NpPHUMEHEHHME JSTHX [BYX MIpernapaTroB HEOOXOIUMO, TO
PEKOMEHIYETCS TPOBOIUTH MOCTOSHHBIM KOHTPOJIh KOHIICHTPAIMH TeO(UIUTHHA B TUIa3ME KPOBH
U, €CJIM HEOOXO0IUMO, CHU3UTh 7103y TeO(hUIUTHHA.

JIpyrue KCaHTUHEI

OnHOBpeMEHHOE TpUMEHEHHE IUNpodiokcannHa M KopenHa WIM MNEeHTOKCU(PUIIMHA
(OKCeHTU(UIITUH) MOKET MPUBOIUTH K YBETMUYECHUIO KOHIICHTPALUU IPOU3BOIHBIX KCAaHTHHA B
CBIBOPOTKE KPOBH.

DenuTonH

[Ipu oHOBpEMEHHOM MpPUMEHEHHH IUMNpodIokcannHa U (EeHUTOMHA HAOII01aI0Ch U3MEHEHHUE
(MOBBINIEHNE WM TOHIDKEHUE) coAepkaHus (EeHHUTOMHA B Iula3Me KpoBU. Bo wm30exaHue
BO3HHMKHOBEHUS CYIOPOT, CBSI3aHHBIX C YMEHBIICHHEM KOHIIEHTpauuu (EHUTONHA, a TAaKXKe JUII
IPEIOTBPAIICHNS] HEKENaTeIbHBIX PEaKkINi, CBI3aHHBIX C MEPEI03UPOBKON (PEHUTOMHOM TpH
OpeKpalleHuy mnpueMa HUIpoQIIOKCAIlHA, PEKOMEHIYETCSI OCYIIECTBIATh KOHTPOJIb 32
Tepanueil (EeHUTOMHOM Yy MAIMEHTOB, MIPUHUMAIOIIKUX 00a Mpernapara, BKIIOYAs ONpPEeTICHHs

COACPpIKaHUA q)eHI/ITOI/IHa B IUIaBMC KpPOBU B TCUCHUC BCCro ICpUOJa OIAHOBPCMCHHOTO

12
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NPUMEHEHHUS O000MX TMpernapaToB H HCHpOHOHX(H{‘%E(;LE% it = HiGCd - EﬁBéb']:'{Ié'HH;{

KOMOWHUPOBAHHOM Teparuu.

Hecreponanple MPOTHBOBOCIAINTEIBLHEIC ITPENapaThl

CoueTanue O4YECHb BBICOKUX 103 XWHOJOHOB (MHruomTopoB JIHK-rupaspl) m HEKOTOpBIX
HECTEPOUIHBIX IPOTUBOBOCIAIUTENBHBIX IMpernapaToB (UCKIOYas — aleTUICATUIUIOBYIO
KHCJIOTY) MOET MPOBOLMPOBATH Pa3BUTHE CYA0POT.

[{ukaocnopuH

[Ipy OIHOBpPEMEHHOM NPUMEHEHHU LHUIPO(IOKCAIMHA W MPenapaToB, COJAEPIKAIIMX
LUKJIOCTIOPUH, HAaO0I0aJoCh KPAaTKOBPEMEHHOE MPEXOJsIlee TOBBIIICHHE KOHILEHTpaluu
KpC€aTHHHWHA B I1JIa3MC KPOBH. B takux cirydadax H€O6XOI[I/IMO JABa pai3a B HCIACIIO ONPCACIIATH
KOHILICHTPAIMIO KpeaTUHUHA B KPOBHU.

IIepopanbHBIC THIIOTJIMKEMHYSCKHE ITPeapaThl

[Ipy OIHOBPEMEHHOM MPUMEHEHUHU LUNPO(IOKCAIMHA U TEPOPATBHBIX TUMOTIUKEMHUYECKUX
mpermapaToB,  TJIaBHBIM ~ o0Opa3oM,  MpenapaTtoB  CyiIb(GOHHIMOYEBHUHBI  (Hampumep,
MIHOSHKIaMU/Ia, TITUMENUPU/IA) PA3BUTHE THITOTTTUKEMUN MOKET OBITh 00YCIIOBIIEHO YCHIICHUEM
JIEHCTBHSI TIEPOPATBHBIX TUIIOTJIMKEMUYECKHUX CPEACTB (CM. pazzen 4.8.).

[IpoGenenua

[Ipobenenua 3ameIseT CKOPOCTh BBIBEACHUS LUIpoduiokcanuHa noykamu. OJHOBpEMEHHOE
OpUMEHEHHe UMIPO(IOKCAIMHA M MPENaparoB, COACPXKALIMX MPOOCHEUN ], HPUBOIUT K
MOBBIIICHUIO KOHIIEHTPAIMH HUITPO(IIOKCAIITHA B CHIBOPOTKE KPOBH.

MeroTpekcar

[Ipyn ogHOBpEMEHHOM NPUMEHEHUU METOTpeKcara M UHUIMPO(IOKCAIITHA MOXKET 3aMEISATHCS
MOYCYHO-KAHAIBIIEBBIA TPAHCIIOPT METOTPEKCATa, YTO MOXKET COMPOBOXKAATHCS TMOBBIIICHUEM
KOHIIEHTpAllUu METOTpeKcaTa B Ij1a3Me KpoBH. [Ipu 3TOM MOXKET yBEIMYMUBATHCS BEPOSTHOCTH
pa3BUTHS HEXKENATeNbHBIX peakuuid MeToTpekcata. B cBA3M ¢ OSTUM 3a MalUeHTaMH,
MOJTYYaAIONUMHU OJHOBPEMEHHO TEPAIUI0 METOTPEKCATOM U HUMPO(IOKCAITUHOM, JOKHO OBITh
YCTAHOBJICHO TIIATEIbHOE HAOIOICHHE.

Tuzanuaux

B pesynabTate KIMHUYECKOTO HCCIENOBAHHUS C YYacTHEM 3JI0POBBIX JI0OpPOBOJIBLEB MpHU
OJTHOBPEMEHHOM TPUMEHEHUHU NHUMPOQIIOKCAMHA M TMPENnaparoB, COACPNKAIMUX TH3AHUIWH,
BBISIBJICHO YBEIUYCHHE KOHIEHTPAllMM TH3aHWAWHA B TUIa3ME€ KPOBU: YBEIUYCHHUE
MakcuManbHOW KOHIEHTpauu (Cpax) B 7 pa3 (oT 4 mo 21 pasa), yBelIMYEHHE MOKa3aTems
TI0maas o hapMakKOKMHETHIECKON KpuBOil «koHueHTparusa-BpeMs» (AUC) — B 10 pa3 (ot 6
n0 24 pa3). C yBenM4YEeHHEM KOHLEHTPAallUM THU3AaHUAMHA B CHIBOPOTKE KPOBU CBSA3aHbI

TUTNIOTEH3UBHBIE (CHIDKEHUE apTEepPHAbHOTO JaBIICHUS) W CEeJaTHUBHBIC (COHIUBOCTbH, BSIIOCTH)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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HEeXeNaTelbHbIE PeakIuu. Takum o0pa3om, O,I[HOBDeMeMlC_IE:IMF: T{E@E{E%‘dﬁ&i{éaﬁﬁﬁa 51

IIPENapaToB, COAEPKANX TU3aHUUH, IPOTUBOIIOKA3aHO.
ynokceTun

B xonme mpoBeneHuss KIMHUYECKHX HCCIEIOBaHUI OBUIO MOKa3aHO, YTO OJHOBPEMEHHOE
MPUMEHEHUE TYJIOKCETHHA M MOIIHBIX MHTrHOMTOpOB u3odepmenta CYP450 1A2 (Takmx Kak
¢yBokcamuH) MoxkeT BecTH K yBenmndeHHto AUC u Cpax aynokcetnHa. Hecmorpst Ha
OTCYTCTBUE KIMHUYECKUX TaHHBIX O BO3MOXKHOM B3aUMOJCHCTBUU C LUIPOQIIOKCAIIMHOM,
MOKHO TIPEIBUIECTh BEPOSTHOCTh IMMOJOOHOrO B3aMMOJCHCTBUS TMpPU  OJAHOBPEMEHHOM
NPUMEHEHUU TUIPO(dIOKCAlMHA U AYJIOKCETHHA.

Ponunupon

OnHOBpEeMEHHOE MPHUMEHEHHE PONMMHHUPOIa M LUIPOQIIOKCAIIMHA, YMEPEHHOTO WHTHOMTOpa
uzopepmenta CYP450 1A2, npuBoaut k yBenuueHUI0 Cpyy 1 AUC ponunupona Ha 60 u 84 %,
cooTBeTcTBeHHO. ClielyeT KOHTPOJIMPOBATh HEXKeNaTeNbHbIE PEaKIMN PONUHHUPOJIA BO BpeMs
€ro COBMECTHOTO MPUMEHEHHUS ¢ HUMPO(IOKCAINHOM U B TEUEHHUE KOPOTKOIO BPEMEHH IIOCIIE
3aBepILeHUs] KOMOMHUPOBAHHON TEpaIyy.

Jlunoxann

B wuccienoBanum Ha 370pOBBIX J00pOBOJIBLIAX OBUIO YCTAHOBJIEHO, YTO OJHOBPEMEHHOE
NpUMEHeHHE LUNpOoQIIOKCcalliHa, yMepeHHoro uHruouropa uzodpepmenta CYP450 1A2, u
IIPENapaToB, COAEPIKALINX JIMJOKAUH, PUBOIUT K CHWKEHUIO KJIMpEHca JuiokKanHa Ha 22 %
IpU €ro BHYTPUBEHHOM BBeZeHHH. HecMOTpsi Ha XOpONIyI0 MEPEeHOCUMOCTh JUAOKAaWHA, MpU
OJIHOBPEMEHHOM MPUMEHEHHH C HUMPOMIOKCAIIMHOM BO3MOXKHO YCUJICHHE HEXeIaTelbHbIX
pEaKLHUii JINIOKanuHa.

Knozanun

[Ipy opHOBpeMEHHOM NPHUMEHEHWHW Kio3anmuHa W nunpodiokcanuaa B go3e 250 mr B
TeyeHue 7 AHeW HaONoa’ioch YBETUYEHHE CBHIBOPOTOUYHBIX KOHIIEHTpAIMil Kio3amuHa U
N-necmerunkinoszanuta Ha 29 % u 31 %, coorBeTcTBeHHO. CllefyeT KOHTPOIMPOBATh COCTOSTHUE
NalyeHTa U Mpu HeoOXOAMMOCTH MPOBOJIUTH KOPPEKLHUIO PeKUMa TO3MPOBAHUS KIIO3alMHA BO
BpEeMsl €r0 COBMECTHOT'O MPUMEHEHHUS C LUMPO(IOKCAIIMHOM U B T€YEHHE KOPOTKOTO BPEMEHU
nocie 3aBepIlieHus KOMOMHUPOBAHHOW TEpaIuu.

Cunpgenadun

[Ipy OIHOBpEMEHHOM NPUMEHEHHMH Y 3A0POBBIX JOOPOBOJIBIEB LUMPOQIIOKCAIIMHA B J03€
500 mr u cunaenaduna B goze 50 mr ormedanock yBenuueHue Cp.x 1 AUC cunmaenaduna
B 2 pa3a. B ¢Bs3u ¢ 3TUM NMPUMEHEHHE JTaHHOW KOMOWHAIIMU BO3MOXKHO TOJIBKO TOCTIE OIICHKH

COOTHOHICHUS «I10JIb3a — PUCK).
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 24.01.2025 N2 1535

(NOCNEQCBATENEHOCTE 0003)

ApgTtaronguctsl Butamuna K

CoBMecTHOE TpPHMEHEHHE NHMPOQIIOKCAlMHA W aHTaroHUCToB BuTamuHa K (Hampumep,
BapdapuHa, aleHoKyMapoia, (eHMPOKYMOHa, (PIyHHIOHA) MOXET MPUBOJUTH K YCHJICHHUIO MX
AQHTUKOAryJISIHTHOTO JAelcTBUs. Benmuunna 3Toro agdexra MoKeT U3MEHSThCSI B 3aBUCHMOCTH OT
COMYTCTBYIOIIMX HWH(EKIM, Bo3pacTa M OOLIET0 COCTOSHHUS MAlMEHTa, IMOATOMY CII0)KHO
OIICHUTH BJIMSIHUE MUIPO(DIOKCAIIMHA HAa TOBBIIICHHE MEXKIYHAPOTHOTO HOPMATH30BAHHOTO
ornomenust (MHO). Crnenyer mocrarodno yacto KoHTposimpoBath MHO BoO Bpemsi COBMECTHOTO
NPUMEHEHUs LUNPOQIIOKCAIMHA U aHTaroHUCTOB BuTamMuHa K, a Takke B TeueHHE KOPOTKOIO
BPEMEHH I10CJIE 3aBEepIICHHS] KOMOMHUPOBAHHOM Tepanuu.

Aromenatux

B xnuHMYeCKHX HCCIeNoBaHUSX OBLIO MOKAa3aHO, YTO (PIIYBOKCAMHUH KaK CHJIBHBIA WHTHOUTOP
nzoepmenta CYP450 1A2 3ameTHO MHTUOMpPYET METAOOIU3M aroMejiaThHAa, YTO MPUBOAUT K
HIECTUJECATUKPATHOMY YBEJIMUYEHHUIO BO3JIEHCTBUS aromenatuHa. HecMoTpst Ha OTCYTCTBUE
KIIMHUYECKUX JaHHBIX O BO3MOXKHOM B3aMMOJCHCTBUHM C HHUMPOQIOKCATUHOM, YMEPEHHBIM
unruouropom uzodpepmenta CYP450 1A2, momoGuble 3((EeKTbl MOXHO OXHIAATh MpU
OJIHOBPEMEHHOM MPHUMEHEHUH aromMesiaTuHa U HUMpodIoKcaHa.

3oanuaem

CoBMmecTHOE TPUMEHEHHE HUIPOGIIOKCAIIMHA U 30JIMTUAEMa HE PEKOMEHYETCsI, TOCKOJIbKY OHO

MOXKCT MPUBOJUTH K YBCIIMUCHUTIO KOHIICHTpAIUU 30JIIMMUACMA B I1JIa3ME KPOBH.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Ipumenenue unpodrokcanrHa MPOTUBOIOKA3aHO MTPU OEPEMEHHOCTH.

BbezonacHocth mpuMeHeHus HHNpodokcanuHa y OepeMEeHHBIX He ycTaHoBieHa. OJHAaKo Ha
OCHOBAaHUHU PpE3YyIbTATOB MCCIENOBAHUNM HA JKMBOTHBIX HEIb3s IIOJHOCTBIO HCKIIOYHUTH
BEPOSTHOCTb HEOJIArONPUATHOIO BO3/IEHCTBHSI HAa CYCTaBHbBIC XPSIILU HOBOPOKACHHBIX, B CBS3H C
3TUM LUNPO(IOKCALUH HE JOJDKEH Ha3HAYaThCsl OepeMEHHBIM JKEHIIMHAM.

B xone uccienoBaHuii Ha JKUBOTHBIX TEPAaTOr€HHOTO JeHcTBUs (MainbpopManuii) yCTaHOBJIECHO
He ObLIIO.

Jlakranus

[Tpumenenue nunpoQIiokcanrHa MPOTUBOIIOKA3aHO B MEPUOJ TPYAHOIO BCKapMIIHBAHHUS.
HunpoduokcaH BBIAEISIECTCS B TPYAHOE MOJIOKO. M3-3a MOTEHIMANIBHOTO PUCKA MTOBPEXKICHHS
CYCTaBHBIX XPSIICH HOBOPOXIEHHBIX, LUIPOGIIOKCALIMH HE JOJDKEH Ha3HA4aTbCs KOPMSALIUM

KCHIIHHAM.
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4.7. BausinMe Ha CHOCOOHOCTH YIPABJSATH TD&HCHEEI:I:{E ':%ﬁgzﬁ%ﬂgn' L:'];li;:é—'l(;'gllaTb

¢ MeXaHU3MaMH

@DTOPXUHOIOHBI, BKIIOYas LUNPO(MIOKCAIMH, MOTYT HapymiaTb CHOCOOHOCTh TalMEHTOB
yINpaBJIATE ABTOMOOMJIEM W 3aHMMAThCSA JPYTMMH IOTEHLUAJIBHO ONACHBIMH BHJaMH
JEeSITeIbHOCTH, TPEOYIOIMMH MOBBIIIEHHOTO BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKLui,
Beaencteue BiuusiHUS Ha LIHC. [loaToMy BO BpeMs jieueHus cieayeT BO3AEp:KaTbCs OT 3aHATUN
NOTEHIMAJIBHO OMACHBIMHM BUIAMHU JEATEIBHOCTH, TPEOYIOUIMMH MOBBIIIEHHONW KOHIEHTpAIUU

BHUMaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHIA.

4.8. HexkennaTeibHbIe peakuuu

Pesrome npoduiis 0e3onacHocT

HexxenarenbHble JEeKapCTBEHHbIE PEAKLMU TPHUBEIEHBI B COOTBETCTBUU C KiaccU(UKaIUeH
opranoB u cucteM MedDRA u mepeuncnensl mo gacrore. YacTora HeXeIaTENbHBIX PEAKIIAN
OIICHUBAETCA CIENYIOMUM oOpa3zoM: oueHb vacto (>1/10), wacrto (>1/100, Ho <1/10), HEyacTo
(>1/1 000, HO <1/100), peaxo (>1/10 000, vo <1/1 000), ouens peako (<1/10 000) u yactrora
HEU3BECTHA (HGBOSMO)KHO OLCHUTDH 9YaCTOTY UCXOAA U3 JOCTYITHBIX I[aHHBIX).

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINT

B Ta6J'II/IHe HMXXC MPUBEACHBI HEXKCIIATCIBHBIC pPCaKIUU, 06Hapy}KeHHI)Ie B X0J€ KIIMHHUYCCKHUX

I/ICC.HGI[OBaHI/II\/'I " nepuoza noCTperucTpaiuoOHHOro Ha6JIIOI[eHI/ISI.

CucreMHO-OprasHbIii Kjace
He:xkenarenbHas peakuust
Karteropust yacTorni

HUnghexyuu u unsazuu

HEYaCTO rprOKOBBIC CynepruHpEKITUN

NICEBIOMEMOPAHO3HBIN KOJHUT (B OYEHb PEAKHX CIydasx C
eIIKO
P BO3MOYHBIM CMEPTEIbHBIM UCXO0M)

Hapywenus co cmoponul kposu u numgamuueckou cucmemol

HEYaCTO 203UHODHITHS

JICHKOIICHHS, aHeMMuS, HEUTPOIIECHUS, JICHKOILIMTO3,
eIKO
P TPOMOOIIUTONICHU S, TPOMOOIIMTEMHUS

TFEMOJIMTUYECKAs aHEMUS, arpaHyJIOLUTO3, NaHIUTOIIECHUS
OYEHb PEIKO (yrpoxaromasi  >KM3HHM), YTHETEHME KOCTHOMO3TOBOT'O
KPOBETBOpEHHUSI (YrposKaroliee KU3HH), TPAHyIOLUTOIICHUS

Hapywenus co cmoponvl ummynHou cucmembl

aJJIepru4ecKue peakuuu, aIJIePrUYeCKUil oTek/

penKo 9
AHTHOHEBPOTHUYCCKHUI OTCK

aHaUIAKTHYECKUE pEaKIMH, aHa(pWIAKTUYECKUN IIOK

OYEHb PEIKO N
(Yyrpoxaromui )Ku3Hu), CBIBOPOTOYHAs 00JIe3Hb

DHOOKpUHHbIE HapYULeHUs]

qacToTa HEM3BCCTHA ‘CI/IHI[pOM HeaHeKBaTHOﬁ CCKPCIIMK AaHTUIANYPETHYCCKOT'O
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ot 24.071.2025 N= 1535

R Nk

CucreMHO-OprasHbIii Kjace
Kareropust yacTrorsi

(MOCAEQOERTENEROC T 00U3)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

HexkenareJbHast peaKkuus

ropmona (CHAJII)

Hapymele MemabonruzmMa u nUMmaHusl

HCYaCTO

CHMXKCHHUC alllICTHUTAa U KOJIMYCCTBA HpHHHMaeMOﬁ U

penKo

THUIICPIIIMKEMUSA, TUIIOTJTIMKCMU S

JacToTa HCUM3BECTHA

TsDKEJIash TUIIOTJIMKEMUs, BIUIOTH JIO Pa3BUTHSA THUIIOTJIH-
KEMHYECKOW KOMBI, OCOOCHHO Yy TIOXKWJIBIX TAIMEHTOB,
MalMeHTOB C  CaXxapHbIM  JUAa0ETOM, MPUHUMAIOIINX
nepopagbHbIC TUIIOTJIMKEMUYECKHE TIpenapaTsl U HHCYJIUH

Icuxuueckue napywenus™

HE4YaCTO MMCUXOMOTOPHAA I‘HHepaKTI/IBHOCTB/a)KI/ITaHI/I}I
CIIYTaHHOCTh CO3HAHWSI W JC30PHCHTAINS, TPEBOXKHOCTb,
HapylieHWe CHOBHJCHHH (HOYHBIC KOIIMaphbl), JICIPECCHS
pesKo (koTOopasi MOXXET TPHBOAWTH K CaMOIIOBPEKIAIONICMY

MOBEJICHUIO, TAKOMY KaK CYHMIIMJAJIbHBIE MOCTYIKH/MBICIH,
a TakkKe TMONBbITKA CYWUMJA WIA YIABIIUNCA CYWIIHU),
raJuIroLUHAIINT

OYEHB PEIIKO

IICUXOTUYECKUE pEeaKIM¥, KOTOpbIE MOTIYT IPUBOIAUTH K

CaMOIIOBpCIKAAOIIEMY IIOBCACHHUIO, TaKOMY KaxKk

CyHnIMdaJIbHbIC HOCTYHKI/I/ MBICJIM, a TaKXC IIOIIbITKA

CyHITUIA WIN YIABIIHICS CYyHUIIH/]T

JacToTa HEUM3BECTHA

HapylIeHUsd BHUMAaHUs, HEPBO3HOCTh, HAPYIICHUE IMAMSTH,
JEeTUpUn

Hapywenus co cmopoHul nepsHoU cucmembl *

rojioBHas 00Jb, TOJOBOKPY)KEHHE, HApYyIICHHE CHa
HEYacTo ’ by ’ pymt ’

HapyIlleHHe BKyca

MapecTe3nn U JU3ECTE3UH, TUIECTE3UH, TPEMOP, CYA0POrU
penko

(BKJIFOYASI IPUCTYTIBI STTUAJICTICUH ), BEPTUTO

OYEHB PE/IKO

MUTPEHb, HAPYLICHUE KOOPAUHALIMY ABUKCHUH, HAPYIICHUE
OOOHSHUS, TUNEPECTE3Ms, BHYTPHUUEPENHAs TUIEPTEH3UsS
(MO3roBasi ICEBIOTYMOPO3HAsi CUMIITOMATHKA)

JacToTa HCUM3BECTHA

nepudepudecKas HeUpomaTus 1 MOJTUHEUPOTTaTHS

Hapywenus co cmoponwl opeana spenus™

penKo

paccTporcTBa 3peHUS

OYCHb PEIIKO

HApyImCHNUEC IBCTOBOI'O BOCIIPUATHA

Hapywenus co cmoponul opeana ciyxa™

penKo

IIyM B yIIaX, OTeps ciryxa

OYEHB PEIIKO

HapYyIICHUS CIyXa

Hapywenus co cmoponwl cepoya™*

penKo

TaxXUKapAus

JacToTa HEUM3BECTHA

yanuHenue uHTepBana QT, Jkely#aodykoBblE apUTMUU

(B T.4. TUMa «HPYITH)*** (cM. pazgen 4.4.)
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 24.071.2025 N= 1535

R Nk

(MOCAEQOERTENEROC T 00U3)

CucreMHO-OprasHbIii Kjace

HexenateabHas peaknus
Kareropust yacTrorsi

Hapywenus co cmoponul cocyoos™*

Basogujiatanusa, CHHXKCHHE apTCpHUATIbHOIO  OaBJICHUA,

penko
OILYILIEHUE «IIPUJINBA» KPOBHU K JIUILY

OYE€Hb PEIKO BaCKYJIUT

Hapywenus co cmopoHul ObixamenvHotl cucmemsl, Opeano8 2pyOHOU KIemKU U CpedoCmeHUsl

penKo HapyIICHHUE AbIXaHUs (BKJIIOYAs OPOHXOCHA3M)

Kenyoouno-kuuieunvie HapyuleHus

4acTo TOIIHOTA, AUapes
HEYacTo pBOTa, 60U B )KUBOTE, TUCIICTICHS, METCOPU3M
OUYEHb PEAKO MaHKPEATHT

Hapymele CO CMOpPOHbL neverHu u 9!6‘6]1116661800}111/[1/{)6 nymeﬁ

IMOBBIIICHHUEC AKTUBHOCTH <«IICYCHOYHBIX)» TpaHCaMHHA3,

HEYacTo

MOBBILICHHE KOHLIEHTpAaUK OMIpyOrHa B IJ1a3Me KPOBU

HapylieHus  (QyHKUMHA  TI€YeHH, JKeNTyXa, TemaTuT
peatro (HEeMH(DEKITMOHHBI )

HEKpO3 TKaHel TMeueHu (B KpallHE peaKux clydasx
OYEHDb PENKO MPOTPECCUPYIOIINN 10 YIPOKAKOLIEH >KU3HU IMEYCHOYHOU

HEJI0OCTATOYHOCTH)

Hapymeﬂuﬂ CO CMOPOHbL KOIHCU U NOOKONCHBIX MKAHel

HEYacTo 3y, KOXXHas ChbIIlb, KPAallMBHUIIA

penko ¢dorocencubunM3anys, oopazoBaHue BOJIIABIPEH

HNeTeXUH, MyJIbTU(GOPMHAA 3pHUTEeMa ManbiX  (Qopm,
y3noBarass  apurema, cuHIpoM CrtuBeHca-/[>KOHCOHA
(370KauecTBEHHAs JKCCYAATUBHAS dpUTEMA), B TOM YHCIIE
OYE€Hb PEIKO . .

MOTEHIMAIBHO yrpoXKaromuil xu3Hu, Cunapom Jlaitemna
(TOKCHUYECKUN SIUIECPMAIBHBIA HEKPOJIW3), B TOM YHCIIE

MOTEHITUATBHO YIPOKAIOUTUHN KU3HU

qacToTa HCM3BCCTHA 0oCTpas reHepain30BaHHasA MyCTYJIC3HAA 9K3aHTCMaA

Hapywenus co cmopoHbl MbluieuHoll, CKelemHoll U COeOUHUMEeNbHOU MKAHU *

HEYacTo apTpanrus

MUAITHs, AapTPUT, T[OBBIIIEHUE MBIIIEYHOTO TOHYCA,
peatro MBIILIEYHBIE CYJIOPOTH

MBIILIEYHAS CJIa00CTh, TEHIUHHUT, Pa3pbIBbl CYXOXKHIUN
OUYEHb PEIKO (TpenMyIIeCTBEHHO aXWJUIOBBIX), 00OCTpEHHE CHUMIITOMOB

MHAaCTCHHUHU

Hapywenus co cmoponvl nouex u Mo4esbigo0Auux nymei

HEYacTo HapylieHue GyHKIUU T0YeK

MOYEYHAasi HEJOCTAaTOYHOCTb, T'eMaTypHs, KpUCTAILITypus,

penKo .
TYOYJTOMHTEPCTUIIMATIBHBIN HEQPUT

Obwue napywenus u peakyuu 8 mecme 86edeHus ™

qacTo pCaKkyg B MCCTC BBCICHUA

HEYacTo 00JIeBOM CHHIPOM HeCIenH(PUISCKON 3THOJOTHH, oOIIee
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
o1 24012025 N2 1535

(MOCHEQOEATENBHOC T 0003]

CucreMHO-OprasHbIii Kjace

HexenateabHas peaknus
Kareropust yacTrorsi

HCAOMOT'aHUC, JIUXOpaldKa

penKo OTEKH, MOTIUBOCTH (TUIEPTHAPO3)
OUYEHb PEIKO HapyILIEHUE TOXOKU
Jlabopamopnvlie u uncmpymenmanbHvle OaHHblE
HEYacTo MOBBILICHHE aKTUBHOCTH I1IeJI0YHON (hocdaTazbl B KpOBU
U3MEHEHHE KOHLIEHTpAalUU TPOTPOMOMHA, TMOBBIIICHUE
peatro AKTUBHOCTH aMMJIa3bl
MOBBIIICHHUE MEXyHapOIHOTO HOPMaJIN30BaHHOTO
4acTOTa HEU3BECTHA OTHOLIEHUS (y TALMEHTOB, MOJYYalOlUX aHTAarOHHUCTHI

ButamuHa K)

* — B OUYEHb PEAKUX CIy4asx IMPU TPUMEHCHWU XHHOJIIOHOB M (PTOPXMHOJIOHOB, HHOTIA
HE3aBUCHMO OT HMCXOJHO MMEIOIINXCSl (aKTOPOB PUCKA, OBLTH 3aperHCTPUPOBAHBI JITUTEIHHO
coxpassifonuecs (0 HECKOTbKUX MECSAIEB WM JIET), MHBATIUAU3UPYIONME U MOTCHIHUATHHO
HeoOpaTUMbIE CEpbEe3HBIC HEXKeNlaTeIbHbIC PEaKIIMU Ha MpermapaT, 3aTparuBarolie HECKOIBKO, a
WHOT/Ia U MHOYKECTBO KJIACCOB CHCTEM OPTaHOB M OPTraHOB YYBCTB (BKJIOYAsl TAKUE PEAKIINU KaK
TEHAWHUT, Pa3pblB CYXOXWJIHs, apTpairus, 00Jb B KOHEYHOCTSX, HApYIICHWE TOXOIKH,
HelponaTHy, CBI3aHHBIC C MAPECTE3UAMU, JETPECCHs, MOBBIIICHHAS YTOMIISIEMOCTh, HApYIICHHE
namsTH, HapyIIeHWe CHAa, a TaKXKe HapyIIeHUs CcIoyxa, 3peHus, BKyca W OOOHSHHS)
(cMm. paznmen 4.4.).

** _ y MalMeHToB, MOJyYaBIIUX (DTOPXUHOJIOHBI, OBLTH OTMEUYCHBI CITy4ad Pa3BUTHS aHEBPU3MBI
U PACCIIOCHHS a0PThI, MHOT/Ia OCIIOKHEHHBIE Pa3phIBOM (B TOM YHCJIE C JIETAILHBIM HCXO0M), a
TaKXe perypruTalii/He0CTaTOYHOCTH JIF00O0To Kiamnana cepaua (cM. pasaen 4.4.).

*¥EX  _ yame y MalMEeHTOB, WMEIONIUX MPEIPAacOIOKCHHOCTh K PAa3BUTHIO  yTHHCHHS
unrepnana QT.

YacToTa pa3BUTHS CIEAYIOMINX HEXENIATeIbHBIX PEaKIUi TP BHYTPUBEHHOM BBEICHUU U INPH
NPUMEHEHUN CTYNEHYAaTOH Tepanuu MUIpoQIIOKCAaiuHOM (TIpM BHYTPUBEHHOM BBEJICHUU

npernapara ¢ HOoCJAeAYIOLUM €r0 IPUEMOM BHYTPb) BbIIIE, YEM IIPU NIPUEME Npenapara BHYTPb:

qacTo PBOTA, MOBBIIECHUEC AKTUBHOCTHU «IICYCHOYHBIX)> TpaHCaMHWHA3, ChbIIIb

TPOMOOITUTOTICHHSI, TPOMOOITUTEMUS, CIYTAaHHOCTh CO3HAHUS W JC30pUEHTAIIs,
TaJUTIOLIMHALIAY, TTAPECTE3UU U AU3ECTE3UHU, CYIOPOTH, BEPTUTO, HAPYLICHUS 3pEHUS,
HEYacTO | MOTeps clyxa, TaXUKapIus, Ba3oAUJIaTallUs, CHIKEHUE apTEepUaIbHOTO JABJICHMUS,
oOpatuMble HapylieHUs (YHKIMH MEYCHH, JKENTyXa, MoYeyHasi HeJJOCTaTOYHOCTb,
OTEKU

MAHIUTONECHUS, Jerpeccus KOCTHOTO  MO3ra,  aHaUIaKkTH4eCKUd  IIOK,
penKo MICUXOTHUYECKUE PEaKIMHU, MUTpPEHb, HApYIIEeHHE OOOHSHUS, HApYyLICHHs CIyXa,
BaCKYJIUT, TAHKPEATUT, HEKPO3 TKaHEH MeueHH, eTEXNH, pa3pbiB CyX OKUIHMA
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JCNEOCBATENEHOCTE 0003)

L]
Co0011IeHNs 0 IT0103PEBAEMBIX HEXKEIATEIbHBIX DeaKHI/IS&I

Baxxno cooOmare 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCJIe PETUCTPALUU
JICKapCTBEHHOTO TIperapara ¢ melbio 00ecredeHrs: HeMPephIBHOTO MOHUTOPHUHTA COOTHOIICHUS
«T10JIb3a-PUCK» JIEKAPCTBEHHOTO Ipernapara. MEeIUIUMHCKUM pa0OTHUKAM pPEKOMEHIYyeTcs
coo01aTe O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
YCpe3 HAIMOHAJIBHBIC CHUCTCMBIL COO6H_I€HI/I}I O HCXKCJIATCIIbHBIX PCAKOUAX TOCYyAapCTB-HJIICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Tenedon: +7 800-550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMIOTOMBI

TomHOTa, pBOTA, CIYTAHHOCTH CO3HAHUS, TICUXHMYECKOE BO3OYKICHHE.

Jledenue

Crneuuduuecknuil aHTUIOT HEU3BECTeH. HeoOXOoAMMO TIATEThHO KOHTPOJIUPOBATH COCTOSIHHE
MalyeHTa, TPOBOJUTH OOBIYHBIE MEPHl HEOTIOXXHOM MOMOINH, OOECIEeYUTh JOCTaTOYHOE
nocTyrieHne KUAKOCTH. C 1enplo NMpodUIaKTUKH PAa3BUTHS KPUCTALUTYPUH PEKOMEHIYETCS
MOHHTOPHPOBATHh (DYHKIUIO MOYEK, BKItouass pH 1 KUCIOTHOCTH Mo4H. C TOMOMIBIO TeMO- WIIN
MEPUTOHEAILHOTO JMai3a MOXKET OBITh BBIBEICHO IHUINh He3HauuTenbHoe (Mmenee 10 %)

KOJIMYECTBO Iperapara.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuUYecKHe CBOHCTBA

®dapMakoTepaneBTUYECKass TPYIIa: aHTHOAKTEpUATbHBIE CpPEACTBA CHUCTEMHOTO JEHCTBUS;
MIPOU3BOIHBIE XMHOJIOHA; (TOPXUHOIOHBI.

Koxg ATX: JOIMAO2

Mexanusm aeiictBus U dhapMakoauHaMudeckue 3O hEKTEI

HunpoduiokcaiiuH mpeacTaBisgeT co0o0il CHHTETHYECKHH aHTHOAKTepHalbHBIA Ipernapar
IIMPOKOI'0 CNIEKTpa AEHCTBUS U3 TPYIIIBI (PTOPXUHOIOHOB.
[MunpoduokcaunH o006nanaeT aKkTUBHOCTBIO in Vifro B OTHOLIEHUWH IIMPOKOIO CHEKTpa

IPaMOTPULIATEIBHBIX U I'PAMIIOJIOKUTEIBHBIX MHUKPOOPIaHU3MOB. bakTepunuaHoe IeHCTBHE
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MOPOQIOKCAMHA OCYHIECTBIISIETCS MOCPEICTBOM HHﬁ%ﬁbbngfﬁEiéaE%ﬂng}g \onoHs0-

mepa3 Il tuna (tromomsomepasa Il (JJHK-rupaza) u Tomouzomepasa V), koTopsie HEOOXOTUMBI
JUIS PETUTMKAIMY, TPAHCKPHUIIIMHY, penapayuy U pekomOuHamu 6akrepuansHoi JJHK.
Mexanuzm pezucmenmuocmu

Pe3uctenTHOCTD in vitro K UMNPOQIIOKCAMHY YacTO OOYCIIOBJIEHA TOYEUHBIMH MYTaIllUSMU
OaktepuanbHbix Tomom3zomepad u JIHK-rupassl M pa3BuBaeTcss MEIUIEHHO IOCPEICTBOM
MHOTOCTYTIEHYAThIX MYyTaIlUH.

EnunuuyHple MyTaluu MOTYT MPUBOJAUTH CKOpEe K CHUKEHHIO YYBCTBUTEIBHOCTH, YEM K
Pa3BUTHUIO KIMHUYECKOM YCTOMYMBOCTH, OJHAKO MHOXXECTBEHHbIE MYyTalliM, B OCHOBHOM,
NPUBOAAT K PAa3BUTUIO KIMHUYECKH 3HAYMMOM PE3UCTEHTHOCTH K LUIPOQIIOKCAIIMHY U K
NEPEKPECTHON PE3NCTEHTHOCTH K IperapaTaM XMHOJIOHOBOIO psija.

Pe3sucreHTHOCTh K IMMOPOQIIOKCALKMHY, KaK W KO MHOTUM JPYTMM aHTUOMOTHUKAM, MOKET
dbopMupoBaThCA B pe3yJibTaTe CHIXKEHUS TPOHULIAEMOCTH KJIETOYHOM CTEHKH OakTepHil (Kak 3To
4acTo TMPOUCXOAMUT B ciiyyae Pseudomonas aeruginosa) W/WMIM aKTHUBAllUW BBIBEICHHS U3
MukpoOHO# kietkn (3ddmokc). Coolmraercs 0 pa3BUTHH PE3UCTEHTHOCTH, OOYCIOBICHHOU
JIOKQJIN30BaHHBIM Ha MJIA3MHUHAX reHoM QOnr. MexaHu3Mbl pe3UCTEHTHOCTH, KOTOPbIE MPUBOIST
K WHaKTHBAllMM TEHUIWUIMHOB, 11e(aJoCIOPUHOB, aMHUHOIJIMKO3UIOB, MAaKpoOJIUA0B U
TETPALMKINHOB, BEPOATHO, HE HAPYIIAIOT aHTHOAKTEPUAIBbHYIO aKTUBHOCTh IIUMPO(IOKCcaInHA.
MUKpOOpPraHu3Mbl, pPE3UCTEHTHbIE K OTHUM IIpernaparaMm, OOBIYHO YYBCTBUTENBHBI K
UTPOQIIOKCAITUHY.

MunumaneHas GaktepuanbHas koHieHTpaus (MBK) oObdHO He mpeBbIIacT MUHUMAIBHYIO
uHruoupyrouryio konunentpauuto (MUK) Gonee uem B 2 pasa.

Tecmuposarue wyscmeumeibHOCmMu in Vitro

BocnponsBoayuMble  KpUTEpUM TECTUPOBAHUS UYYBCTBUTEIBHOCTH K  LUIPOQUIOKCALMHY,
YTBEpXKACHHbIE  EBpPONEHCKMM  KOMHMTETOM IO  ONPEINEICHHIO  YyBCTBUTEIBHOCTH K
aatuounotukam (EUCAST), npencraBieHbl B TaOIHIIE HUXKE.

EBpomnelickuii KOMUTET MO ONPEAEICHUI0 UYBCTBUTEIBHOCTH K aHTHOMOTHKAM. IlorpaHudnbie

sHaueHust MUK (Mr/i1) B KIIMHMYECKUX YCIOBHAX IS ITUTIpodIIoKcammHa

Muxpoopranusm YyscerBuTebHbINH (MI/1) | Pe3ucreHTHBIN (MI/o1)
Enterobacteriaceae <0,5 >1
Pseudomonas spp. <05 >1
Acinetobacter spp. <1 >1
Staphylococcus spp.” <1 >1
Streptococcus pneumoniae” <0,125 >2
H. hilus i M I

aemop l ?s influenza u Moraxella <05 0.5
catarrhalis
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Mukpoopranusm YyBcTBUTeALHBHI- (MF/T) "M""""T}'lm (ME/)
Neisseria gonorrhoeae <0,03 > 0,06
Neisseria meningitidis <0,03 > 0,06
[TorpannuHblie 3HaYCHUS, HE CB3AHHBIC <05 -1
C BUAMH MHKPOOPTAHH3MOB" -7
1
— Staphylococcus spp. — TOTpaHWUYHBIE 3HAYCHHUS JJs UUNPO(DIOKCAIIMHA CBSI3aHBI C

BBICOKOJIO3HOM TEpamnuei.

— Streptococcus pneumoniae — NUKUN THN S. pneumoniae HE CUATAETCS YYBCTBUTEIBHBIM K

UIPO(MIOKCAIIMHY W OTHOCUTCS K KATErOpHH MHKPOOPTAaHMU3MOB C  «IIPOMEKYTOUHOM
YyBCTBUTEIHHOCTHIO.
3 _ mrrammsl co 3HadenneM MUK, mpeBBIIIAONIIM TOPOTOBEIC 3HAYCHHS «IyBCTBHTEIBHBICY
WIH «yMEPEHHO-UYBCTBUTEIbHBIE», OUYEBHJIHO, BCTPEYAIOTCS OYEHb pEAKO, TaK Kak Jo
HACTOAIIETO BpEMEHU COOOmIeHH O HuX He Obuto. TecThl MO UASHTHPUKAIMU U
YYBCTBUTEIBHOCTH K AaHTUOMOTHKAM TP OOHAPYXKEHWU TaKUX KOJIOHHHA HE0O0XO0AUMO
MOBTOPUTH, M PE3YIbTATHI JOJDKHBI OBITH MMOATBEPKICHBI IPH aHATIN3€ KOJOHUN B pedepeHTHOU
naboparopuu. Jlo Tex mop, moka He OyAyT MOTyYEHBI JOKA3aTeNbCTBA KIMHUYECKOTO OTBETA AJIs
ITAMMOB C TOATBEPKICHHBIMU 3HaueHusMH MUK, mnpeBblIalonMMu HCHOJIB3YIOMIMICS B
HACTOSAIIEe BPeMs MOPOT PE3UCTEHTHOCTH, OHU JOJKHBI PACCMATPUBATHCS KaK PE3MCTEHTHBIC.
Haemophilus spp./Moraxella spp. — BO3MOXHO BbIsBIeHUE TaMMOB Haemophilus influenzae
C HHU3KOM YYBCTBUTECIBHOCTBIO K (ropxmHomoHam (MUK nns  mumpoduiokcammba —
0,125-0,5 wmr/m). Jloka3aTenbCTB KIMHUYECKOTO 3HAYCHUS PE3UCTEHTHOCTH TPH HUHQEKIIHIX
JBIXATENbHBIX MyTeH, BRI3BaHHBIX H. influenzae, HeT.

— TIOTPaHWYHBIC 3HAYCHUS, HE CBS3aHHBIC C BUJAAMH MHKPOOPTAaHW3MOB, OIPEACISIINCH
MPEUMYIIECTBEHHO Ha OCHOBE JaHHBIX (papMaKOKHMHETHUKH/(PapMaKOJIUHAMUKU U HE 3aBUCIT OT
pactipeaenennss MUK mis cnenuuyecknx BumoB. OHU TPUMEHUMBI TOJIBKO JUIsI BHUAOB, IS
KOTOPBIX HE OBLI OMpeiesieH MOPOr YyBCTBUTEIBHOCTH, CrIeNU(DUYHBINA I BUIA, a HE JJS TeX
BUJIOB, JUISI KOTOPBIX HE PEKOMEHAYETCS MPOBOJUTH TECTHPOBAHHE UYBCTBUTENBHOCTH. JlJist
ONpeeNIeHHbIX [ITAMMOB  paclpOCTpaHEHHUE NPUOOPETEHHOW  PE3UCTEHTHOCTH  MOKET
pa3nuyaThcs B 3aBUCMMOCTU OT reorpauyeckoro permoHa u ¢ TeueHHeM BpeMeHH. B cBs3u c
OTUM JKENATeJIbHO pacrojiaraTh MECTHON HH(oOpmanuel O pe3UCTEeHTHOCTH, OCOOEHHO MpHU
JICYCHUU TSHKETBIX MHPEKITUH.

JlaHHbIe MHCTUTYTa KIMHUYECKUX M JTAOOPATOPHBIX CTAaHAAPTOB MJIsl MOTPAHUYHBIX 3HAUYEHUU
MUK (mr/n) u guddy3noHHOTO TECTHUPOBAaHMS (IUAMETP 30HBI [MM]) C HMCIOJIb30BAaHHUEM

JIMICKOB, COZIEPIKAIIMX 5 MKT HUIPOGIIOKCAIIMHA, IPEICTABICHBI B TAOJINLIE HUXKE.
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apros. 110t bt shattitis MY (i) u

TECTUPOBAHUS C UCTIOIB30BAHUEM TUCK-TU(D(HY3HOHHOTO METOAA (MM)

Mukpoopranusm YyscrBureabHblii | [Ipomexkyrounbliii | Pe3ucreHTHBIM

Enterobacteriaceae = 136 2 5 ~ 436
>21 16-20 <15

Pseudomonas aeruginosa n <1 5 - 40

npyrue OakTepuu, He

OTHOC}IH.II/IGCH' K CEMEHCTBY > 210 16.20° <150

Enterobacteriaceae

Staphylococcus spp. = 136 2 5 ~ 436
>21 16-20 <15

Enterococcus spp. = laﬁ 2 5 - 4a6
>21 16-20 <15

. <1° - -

Haemophilus spp. SCTH - -

Neisseria gonorrhoeae < 0,067 0,12-0,5" >
> 41" 28-40" <27%

Neisseria meningitidis <005 0,06 > 012"
> 35 33-34" <32

Bacillus anthracis, Yersinia pestis <0,25° - -

Francisella tularensis <0,5 - -

- 9TOT BOCHpOH3BO,Z[HMBIﬁ CTaHAapT NOPHUMCHUM TOJIbLKO K TECTaM C HUCIHOJb30BAHUCM

pa3BesieHUi ¢ OyJbOHOM C IPUMEHEHHEM KaTHOHHOI'O CKOPpEeKTHpoBaHHOTO OynboHa Mueller-
Hinton (CAMHB), koTopslii HHKYOUPYIOT C IOCTYIOM Bo3ayxa mpu temmeparype (35+2) °C B
teueHue 16-20 u g mrammoB Enterobacteriaceae, Pseudomonas aeruginosa, npyrum

OakTepusiM, HE OTHOCSIIUMCS K ceMmeicTtBy Enterobacteriaceae, Staphylococcus spp.,

Enterococcus spp. n Bacillus anthracis; 20-24 4 nns Acinetobacter spp.; 24 4 nns Y. pestis

(TIpu HETOCTATOYHOM POCTE UHKYOUPOBATH €I1Ie B TeUeHUE 24 ).

® _ 3TOT BOCHPOM3BOAWMEIA CTAHZAPT MPHMEHHM TONBKO K AuOY3SHOHHBIM TecTaM cC

UCIIONIb30BaHNWEM NIMCKOB C mpuMeHeHHeMm arapa Mueller-Hinton, koTopeiii MHKYOUPYIOT C

JOCTYNOM Bo3ayxa npu temmneparype (35+2) °C B reuenue 16-18 4.

® — OTOT BOCHPOM3BOAMMBIN CTaHIAPT NPUMEHUM TOJIBKO K JU(PY3HOHHBIM TeCTaM ¢

UCIIOJIb30BaHUEM JMCKOB JUIsl ONpENeNeHUs 4YyBCTBUTENbHOCTU ¢ Haemophilus influenzae n

Haemophilus  parainfluenzae ¢ npuMeHeHueM OyJTbOHHOW  TECTOBOW  cpedbl  JUIS

Haemophilus spp. (HTM), koTopyr0o MHKYOMpPYIOT C JOCTYIIOM BO3JyXa NpU TeMIepaType
(35+2) °C B Teuenne 20-24 .

" — 3TOT BOCHPOM3BOMMMBIM CTaHAAPT NPUMEHUM TOJIBKO K JU(DPY3HOHHBIM TecTaM ¢
UCTOJIb30BaHUEM JHUCKOB ¢ npumeneHueM HTM, kotopyto uukyoOupyor B 5 % CO; mpu

temmneparype (35+2) °C B reuenue 16-18 u.
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= (T10C OB HOCTH 0003)
" — 5TOT BOCHPOM3BOJMMBIA CTAHAAPT IPHUMEHUM "H)J‘IHK-(I)E%I' 'c¥£\p%0'rgpfreln5ﬂécm

(muddy3roHHBIE TECTHI C HMCIOIB30BAHUEM TUCKOB U1 30H M pacTtBop arapa minsi MUK) c
NPUMEHEHHEM TOHOKOKKOBOTO arapa u | % yCTaHOBIEHHOH pOCTOBOW J00aBKU MpU
temneparype (36+1) °C (ue npessimaromnieii 37 °C) B 5 % CO; B Teuenue 20-24 u.
© — 3TOT BOCHPOM3BOAMMBIM CTaHIAPT NPUMEHHUM TOJIBKO K TECTaM C WCIIOJIb30BAaHUEM
pa3BeneHUi ¢ OyJbOHOM C IPUMEHEHHEM KaTHOHHOT'O CKOPpEKTHpoBaHHOTO OynboHa Mueller-
Hinton (CAMHB) ¢ noGaBnenuem 5 % KpoBU OBell, KOTOpBIH MHKYOUpytoT B 5 % CO, npu
(35£2) °C B Teuenue 20-24 u.

— JTOT BOCHPOW3BOAMMBIN CTaHAAPT IMPUMEHHM TOJBKO K TECTaM C HCHOJIb30BaHHEM
pa3BeneHUi ¢ OyJbOHOM C IPUMEHEHHEM KaTHOHHOT'O CKOPpEeKTHpoBaHHOTO OynboHa Mueller-
Hinton (CAMHB) c¢ nobGaBnenuem ompeneneHHo 2 % pocToBOil 100aBKH, KOTOPBIN

WHKYOUPYIOT C TOCTYyNoM Bo3ayxa npu (354+2) °C B Teuenue 48 u.

In vitro uyecmeumenvrocms K ManO(bﬂOKCCZMMHV

Jlist  ompenesieHHBIX IITaMMOB paclpoOCTpaHEHHE MPUOOPETEHHOW PE3UCTEHTHOCTH MOYXKET
pa3nuyatbes B 3aBUCHMOCTH OT Teorpadpuueckoro peruoHa U ¢ TeYeHHEM BpeMeHH. B cBsi3u
9TUM TIIpM TECTHUPOBAHMM YYBCTBUTEIBHOCTH INTaMMa JKEJIATEIbHO HMMETh MECTHYIO
UH(POPMALIMIO O PE3UCTEHTHOCTH, OCOOCHHO MU JIEYEHUHU TsDKENbIX MHpekuui. Eciu MecTHas
pacipoCTpaHEHHOCTh PE3UCTEHTHOCTH TAaKOBa, YTO I10JIb3a IPUMEHEHUS IIpernapara, 1o KpaiHeu
Mepe, B OTHOIIEGHHMH HECKOJBKHX THUMOB HWH(GEKUUH, COMHHUTENbHA, — HEOOXOIUMO
IIPOKOHCYJIBTUPOBATHCS CO CIELUAIACTOM.

In vitro OblIa TPOJEMOHCTPUPOBAHA BBICOKAs AKTMBHOCTH LMINPO(IIOKcallMHa B OTHOLIEHUU
CJIEYIOIINX YYBCTBUTEIBHBIX IITAMMOB MUKPOOPTaHNU3MOB:

Aspobubie epamnonoxcumensvhvle Mukpoopeanusmsl: Bacillus anthracis, Staphylococcus aureus

(METUITMIUNIMHOYYBCTBUTENBHBIC), Staphylococcus saprophyticus, Streptococcus spp.

Aspobusie epamompuyamenvhvie Mukpoopeanusmsl: 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.

Anaspobnvie muxkpoopeanuzmsi: Mobiluncus spp.

Hpyeue muxpoopeanusmor: Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma

hominis, Mycoplasma pneumoniae.

bbuta mposeMoHCTpUpOBaHa BapbUPYIOIIAas CTENEHb YYBCTBHTEIBHOCTH K IUIPO(IOKCAUHY
JUISL  CICNYIOIIUX MHUKPOOPTraHU3MOB: Acinetobacter baumannii, Burkholderia cepacia,
Campylobacter spp., Citrobacter freundii, Enterococcus faecalis, Enterobacter aerogenes,

Enterobacter cloacae, Escherichia coli, Klebsiella pneumoniae, Klebsiella oxytoca, Morganella
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morganii, Neisseria gonorrhoeae, Proteus mirabilis,':n};}f:(;tlgsl Jﬂ:fégz_ﬁpl:ﬁmw en;:;a:rlépp,

Pseudomonas aeruginosa, Pseudomonas fluorescens, Serratia marcescens, Streptococcus
pneumoniae, Peptostreptococcus spp., Propionibacterium acnes.

Cuuraercs, 4TO MPUPOAHONU PE3UCTEHTHOCTHIO K MUMPOQIIOKCAIMHY 001anaroT Staphylococcus
aureus (METUIWJUIMHOPE3UCTECHTHBIN), Stenotrophomonas maltophilia, Actinomyces spp.,
Enterococcus  faecium, Listeria monocytogenes, Mycoplasma genitalium, Ureaplasma
urealitycum,  aHa’poOHBIE  MHKPOOpPTraHM3MBl (32  uckiItoueHueM  Mobiluncus  spp.,

Peptostreptococcus spp., Propionibacterium acnes).

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

AOGcopbuus

[Tocne BHyTpHBEeHHOTO (B/B) BBEeIEHUsI MakcUMalibHast KOHIEHTPAIHS (Cyax) TUTIPOdIOKCAIIHA
nocturaercs B KoHIie nHdy3uu. [Ipu B/B BBeneHnn (papMakoKknHeTHKa UTIPOdIoKcaruHa Obuia
JIMHEHHOU B nuamna3oHe 103 1o 400 mr.

I[Ipu B/B BBemeHMHM Tmpemapata 2 WIA 3 pa3a B CYTKM HE OTMEYCHO KyMYISILUU
UnpodIIoKcaluHa U ero MeTaboIuTOB.

3HaveHus TUIOMAAeH 1moa KpuBou «koHmeHTpauus-Bpems» (AUC) mocie 60 MuUHYTHOUW B/B
uHpy3um 200 mr rmunpodrokcanuHa Kaxapie 12 4 u npuema BHYTpb 250 Mr nunpodiokcannaa
Kaxaele 12 4 ObLIM OUHAKOBBIMU.

Hcxons u3 conocraBumbix 3HaueHuit AUC, B/B un¢y3un 400 mr munpodaokcanmHa Kaxable
12 1 1 400 mr runpoduioKkcanHa Kaxaple 8 4 OMOIKBUBAJICHTHBI IPUEMY TIpenapara BHYTPhb B
nmo3e 500 mr kaxkapie 12 g u 750 mr kaxkapie 12 9, COOTBETCTBEHHO.

[Tocne B/B BBenenus 400 Mr munpodIoKkcanHa OTMEYanu Takoe ke 3HaueHue Cay, Kak Ipu
npueme 750 mr npenapara.

Pacnopenenenue

Ces13p numnpodokcaluta ¢ 6enkaMu miazMbl kpoBu coctaBisieT 20-30 %. AKTHBHOE BEIIEeCTBO
OPUCYTCTBYeT B IJJa3M€ KPOBU TPEUMYIIECTBEHHO B HEHMOHU3MPOBaHHOU (opme.
Hunpoduokcarma cBOOOIHO pacmpenensiercss B TKaHAX M KUAKOCTIX opraHuzMa. OO0bem
pacripeziesieHusi B opranu3mMe coctapiisier 2-3 ji/kr. KoHnenTpanus nunpodiokcanuia B TKAHIX
3HAYUTEIHHO TIPEBBINIAET KOHIICHTPAIIUIO B CHIBOPOTKE KPOBH.

Buorpancdopmarnus

Buotpancopmupyercs B meueHH. B KpoBH MOryT OOHapyXHMBAaThCS YeTbIpe METAa0OIUTa
nunpodiokcaliia B HEOONBIIMX  KOHIEHTpanusax:  audTwinunpodiaokcanun (M),
cynbdonunpodaokcanma (M), okcorunpodiaokcanua (Ms), dbopmunmunpodaokcanua (My),

TpU U3 KOTOpBIX (M;—M3) IpOSIBIISAIOT aHTUOAKTEPUANIbHYIO aKTUBHOCTb i Vitro, COIOCTaBUMYIO
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C aHTHOAKTEPHAIBHON aKTHUBHOCTHIO HAJTUINKCOBOM Knégg'rlhi:_lgrpr'ﬁgﬁ‘&%ﬁﬁﬁ%{ a'1<"r|17'1'13'H6CTL

in vitro merabonuta My, IPUCYTCTBYIOIIETO B MEHBIIEM KOJMYECTBE, OOJBIIE COOTBETCTBYET
aKTUBHOCTH HOp(IIOKCaIuHa.
DJIMMUHALMS
[MunpodaokcaliidH BHIBOAUTCS U3 OpraHU3Ma MPEUMYIIECTBEHHO MOYKAMH MyTeM KJIyOOUYKOBOMH
GuIbTpaMM M KaHAJBICBOW CEKpPELMU; HE3HAUUTEIhHOE KOJIMYECTBO — Uepe3 KEIyIOUHO-
KMILIEYHBIN TPAKT.
[Toueunsrit knupenc coctasiser 0,18-0,3 n/4/kr, odbmuii kmupenc — 0,48-0,60 n/u/kr. [TpumepHO
1 % BBOAMMOWM 03Bl BBIBOJAMTCS C >KeM4blo. B rxemunm mumpoduiokcamyH TPUCYTCTBYET B
BBICOKMX KOHIICHTpalusiX. Y TAIMeHTOB C HEW3MEHEHHOW (YHKIUEH TOoYeK, TMepuo.
nonysbiBeneHust (T1,) cocraBiser oObiyHO 3-5 u. Ilpum Hapymenun ¢yHkuun modexk Tjp
YBEJIMYUBACTCSI.

eTu
B uccnenoBanuu y nereit 3naueHust Cpax B IU1a3Me KpoBU M muiomiaau noj kpuBo AUC He
3aBUCEIM OT BO3pacTa. 3aMeTHOro yBenudeHus: 3HadyeHUuM Cp,x 1 AUC mpu MHOTOKpaTHOM
npuMeHeHuu mnpernapata (B go3e 10 mr/kr 3 pasza B JieHb) HE HaOMIOAANOCh. Y JIECATU JIETEH ¢
TSDKEITBIM CETICUCOM B Bo3pacTe MeHee 1 rona 3HaueHue Ciax COCTaBIsIIO 6,1 Mr/n (auamna3zoH oT
4,6 mo 8,3 mr/m) mocne uHGY3UU MPOIOIDKUTENLHOCTRIO | 4 mpu go3e 10 Mr/kr, a y neTeil B
Bo3pacte oT | mo 5 mer — 7,2 mr/n (mmamazon ot 4,7 mo 11,8 wmr/m). 3nauenus AUC B
COOTBETCTBYIOIIMX BO3PACTHBIX TIpymnmnax coctaBuwin 17,4 mra/n (amanazon ot 11,8 mo
32,0 mr'a/n) u 16,5 mr-u/n (qmanazon ot 11,0 go 23,8 mr-u/m). T 3HAYEHHUS COOTBETCTBYIOT
IUamna3oHy, O KOTOpPOM COOOmIaeTcsl sl B3POCHBIX [MAlMEHTOB TPU MPUMEHEHHUU
TepaneBTHYECKUX N103 mpenapara. Ha ocHoBaHWU (apMaKOKHHETHUYECKOTO aHau3a y JeTel ¢
pa3IUYHBIMU  HMHQEKIUSAMH MpearnoyiaraeMoe CpefAHee BpeMsl MOJYBBIBEIECHUS COCTAaBIISIET

MPUOIU3UTENBHO 4-5 4.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Harpus xnopug

Junatpus saerara AUTHApaT

Kucnora monounas

Bona g1 uebeKImmn

6.2. HecoBMecTHUMOCTEL
BunumpiMu TIpU3HaKaMud HECOBMECTUMOCTH SIBJISIIOTCS BBITIAZICHUE OCaJlKa, MOMYTHEHHE WIIN

M3MEHEHUE LIBETA PACTBOPA.
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XUMHUYECKH HEeCTaOWiIbHBI TNpH 3HadeHun pH uHOY3MOHHOrO pacTBOpa Ipenapara
Hunpodokcanmu (HarmpuMep, NEHUIMUIMHBL, PAacTBOPHI TemapuHa), U, B OCOOCHHOCTH, C
pacTBopaMu, KOTOpbIe M3MEHSIOT 3HaueHune pH B mienmounyro cropony (pH wuH(by3monHOTO
pactBopa npemnapata [{unpodnokcarun cocrapmsier 3,5-4,6).

JIaHHBII JI€KApCTBEHHBIM IIpelapar He CIeAyeT CMEIIMBAThb C APYTMMH JIEKAPCTBEHHBIMU

IpernapaTam, 3a HCKJIIOUEHUEM YIIOMSIHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

2 roma

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE NpH Temmneparype ot 2 1o 25 °C.

6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 100 Ma1 B KOHTEHHEpaX MOJIMMEPHBIX U3 MOJUBUHWIXJIOPHUAA 11 HHPY3UOHHBIX PACTBOPOB
OJIHOKPATHOT'O MMPUMEHEHUS C IBYMSI CTEPHIIBHBIMU ITOPTaMHU.

Kaxnpiit koHTEHHEP MOMENIAOT B MAKET U3 TUICHKU MOJUITUICHOBOW U3 MOJIMATUIIEHA HU3KOTO
nasnenus (maker [THJ[) (aBoitHas cTepuiibHasi BaKyyMHas yITaKOBKA).

JIIs cTallmoHapoB

Konteiineps! B nakerax [TH/I noMemiaror B SMUK U3 ropprUpoOBaHHOTO KapTOHA C MPOKIIAIKAMHU
no 50, 75, 96 mTyk. B smuk ¢ KOHTelHepamMHu BKJIAJbIBAIOT MHCTPYKLHMHU IO IPHUMEHEHUIO
JIEKapCTBEHHOT'O Ipenapara U PyKOBOJACTBA 10 HCIOJIb30BAHHIO MH(DY3MOHHBIX pPacTBOPOB B

MOJIMMEPHBIX KOHTEHHEPaxX B KOJMYECTBE, PABHOM KOJIMUYECTBY KOHTEHHEPOB.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 mpenapara WJIH OTXO0A0B, TMOJYYEHHbIX TOCJAe NPUMEHEHUs!
JIEKAPCTBEHHOI0 Mpenapara, i Ipyrue MaHUMYyJIsIHH C PenapaToM

WMHCTpYKIINY TI0 IPUTOTOBJICHUIO JICKAPCTBEHHOTO MIperapara nepei NpuMeHeHHEM

COBMECTHMOCTE C APYIUMH paCTBOpaMu

Wndy3nonHslit pacTBOp npenapara Llunpodnokcaina COBMECTUM € pacTBOPOM HATPHsI XJIOpUia
0,9 %, pactBopoM Punrepa, pacrBopom Punrepa nakrara, 5 % u 10 % pactBopom IE€KCTpO3BL,
10 % pactBopoM (pykTO3bl, a Takxke 5 % pactBopom aekctposbl ¢ 0,225 % wmm 0,45 %
pacTBOpPOM HaTpHsl XJIOPHA.

PacTBOp, momydeHHBI Tocie cMemmMBaHus mpemnapara LlumpoduokcanuH ¢ COBMECTHMBIMH

UH(QY3UOHHBIMU  pacTBOpaMH, CJEIyeT UCIOJb30BaTh Kak MOXHO ObIcTpee H3-3a
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pacTtBopa.

Ecnu coBMeCTMMOCTh C APYrUM HH(Y3MOHHBIM DPACTBOPOM/IIpPENapaToM He MOATBEPXKICHA,
UH(Y3UOHHBIN pacTBOp npenapata L{unpodnokcayy cienyer BBOOUTh OTIEIBHO.

[Tpu xpaHeHun MHQY3MOHHOTO PAacTBOPA LUMNPO(IOKCALNHA TPU HU3KUX TEMIIEPATypax MOXKET
00pa30BBIBATHCS OCANOK, KOTOPBIM pacTBOpsAeTCs NMPU KOMHATHOM Temmepatype. [lostomy He
PEKOMEHAYETCS XpaHUTh WH(PY3MOHHBIN paCTBOP B XOJIOAUIBHUKE U 3aMOPaKUBATh.

[Tpy nmonasaHuy MpsIMBIX COJIHEYHBIX JIydel CPOK rapaHTHPOBAHHOW CTaOMJIBHOCTH pacTBOpa —
3 nmus.

J1oJKeH UCIoNb30BaThCs TOIBKO YUCTBIN IIPO3PAYHBIN PacTBOp.

Yrunuzauus

Becpb ocraBmImiics 1€KapCTBEHHBIN IIpENapaT U OTXObI CIEAYET YHUUTOKUTD B COOTBETCTBUU C

YCTAaHOBJICHHBIMH HAallMOHAJIBHBIM 3aKOHOJATCIIECTBOM TpC6OBaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS

Poccniickas @enepanvs

OO0I11eCTBO ¢ OTpaHMYECHHON OTBETCTBEHHOCTHIO «3aB01 MeICHHTE3)

(OO0 «3aBog MexacunHTe3»)

Ceepanosckass 00:1., 1.0. ropon ExarepunOypr, r. ExarepunOypr, yn. Kupoa, ctp. 28b/2,
nomet. 1, odpuc 205, 620028 - Poccus

Ten.: 8(34370)2-54-95, 8-800-200-8434

7.1. [IpencraBuTeib AepKaTesi PErHCTPANMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanys

OO0I111eCTBO ¢ OTpaHMYECHHON OTBETCTBEHHOCTHIO «3aB0 1 MeICHHTE3)

(OO0 «3aBog MexacunaTe3»)

CeepmiioBckas 06011., r. HoBoypanbck, yi. Toprosas, 31. 15, 624130 - Poccust

Ten.: 8(34370)2-54-95, 8-800-200-8434

8. HOMEP PETUCTPAIMOHHOTI'O YAOCTOBEPEHUA

9. TATA TIEPBUYHOI PETUCTPAIIMH
(MOATBEPKIEHUS PETUCTPALINA, TEPEPETUCTPALIAN)

JlaTa nmepBoii peructpanuu:
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(NMOCNEOOBATENEHOCTE 0003)

10. JATA IIEPECMOTPA TEKCTA

OOmass XxapakTepuCTHKa JIeKapcTBeHHOro mnpernapata Lumnpodiokcanuy goctynHa Ha
uH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHYECKOrO cOl03a B HMH(DOPMAIOHHO-

KOMMYHUKaIMOHHOU cetu «HTepHEeT» http://eec.eaeunion.org/.
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