COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.10.2023 N2 19763

OBIIAS XAPAKTEPUCTHUKA JIEKAPEFBEHHOTO-TIPEHAPATA”!

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPETTAPATA
Hedtpuakcon — JIEKCBM, 1 r, mopomok maiasi NpPUTOTOBICHHUS pacTBOpa s

BHYTPUBEHHOTO U BHYTPUMBIIICYHOTO BBEICHHS

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

JleiicTBytol1€€e BEIIECTBO: 1Ie()TPUAKCOH

Kaxnpiii ¢umakon comepxur 1 r uedprtpuakcona (B Buiae UePTPUAKCOHA HATPUS
TPUCECKBHUTHJIPATA ).

BemectBa, HalnyMe KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Iperapara:
HaTpuil (cM. pasnen 4.4).

[TonHbIii MepeyeHs BCIIOMOTATEIbHBIX BEIIECTB IMPUBENICH B pasjaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

[Topomok A MPUTrOTOBJIEHUS pacTBOpa Uil BHYTPUBEHHOTO M BHYTPUMBIIIEYHOI'O
BBEJICHUS

[Topoiok 6enoro umu 6EI0To ¢ )KEITOBATHIM OTTEHKOM I[BETA.

4. KJIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHusi K NPUMEHEHHIO

Wudeknnu, BbI3BaHHBIC YyBCTBUTEIBHBIMHU K [IEPTPHAKCOHY BO30YyIUTENIAME (IITAMMAMU
MHKpPOOPTaHU3MOB):

- CEIICHC;

- MEHUHTIHT;

- nucceMuHupoBaHHas Oone3ns Jlaiima (1l u 1l craguu 3aboneBanus);

- UH(QEKIUU OpPraHoB OPIOMIHON MOJOCTH (NEPUTOHUT, UHPEKIUHU KEITYHBIX MyTeH U
JKEITYJ0YHO-KUILIEYHOT O TPAKTa);

- HH(pEKIUN KOCTeH, CyCTaBOB, MATKUX TKaHEH, KOXKH, a TaK)Ke paHeBble MH(EKINH;

- nH(peKHn y O0JNBHBIX ¢ 0CTa0J€HHBIM UMMYHHUTETOM;

- UH(EKINH OYEeK U MOYEBBIBOSIIUX ITyTEH;

- HH(EKIUY JIbIXaTeIbHbIX MyTeH, 0co0eHHO MHeBMOHMS, U HH(pekuuu JIOP-opraHos;

- HH(EKIUH TTOJIOBBIX OPTaHOB, BKJIIOYasi TOHOPEIO.

[lepuonepannonHas NpopuIaKTHKa HHPEKIUH.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMEHEHHU s

PexxuM 103upoBaHus

CmanoapmHuulil pescum 003UpoBaHUsL
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YV 83pocnvix u demeii cmapwe 12 nem ulmaccou 'Mg}zc;}g;i; Gihirboes 50 k2 H81-2

OJIUH pa3 B CyTKHU (Kaxkable 24 yaca). B TspKenbIX ciiydasx WM MpH MHOEKUIUAX, BO30YAUTENN
KOTOPBIX O0JIAZAI0T JIMIIb YMEPEHHOW YYBCTBUTEIBHOCTHIO K IIE(PTPHAKCOHY, CYTOUHYIO I03Y
MOJKHO YBEJIMYMBATH 10 4 T.

IIpooondcumenvhocms euenus 3aBUCUT OT MOKa3aHUM M TedeHus 3aborneBanus. Kak u
BCerja MpU aHTUOMOTUKOTEepanuu, BBeaeHue mpemnapara lleprpuakcon-JIEKCBM crnemyer
IPOI0JDKATH OOJILHBIM €Ille B TeUeHHE MUHUMYM 48-72 4acoB MOCie HOpMaJIM3allui TEMIIEPATyPhI
U MIOATBEPXKICHUS IpaUKalui BO30yIUTeNs.

OOBIUHO KypC JIeUeHHsI coCTaBisieT 4-14 mHel; MpU OCIOKHEHHBIX MHPEKIHMIX MOXKET
notpe0oBaThes O0Jiee MPOJOHKUTEIIEHOE BBEJICHHUE.

Kypc nedenus npu nHpeEKusx, BEI3BaHHBIX Streptococcus pyogenes, T0JKeH COCTaBIATh
He MeHee 10 guen.

bonesuw Jlatima

50 mr/kr (BbICIIast CyTOYHAsI 1032 — 2 T) B3POCIIBIM U JIETSAM OJIMH pPa3 B CYTKH B TEUCHUE
14 nueit.

T'onopes (BbI3BaHHAS NMEHULIMIUTMHA3000pa3yIOIMMU U MTEHULMIUIMHA30HE00pa3yoIIMMU
mTaMMaMHu ).

OpnHokpaTHOe BHyTpuMbIedHoe BBeaeHue 250 mr npenapara Lleptpuakcon-JIEKCBM
B3pOCJIBIM MallMEHTaM U JieTsM ctapiie 12 jer > 50 kr.

Ocmpuiii cpedHuii omum

IIpn nedeHMM OCTPOro CpeIHEro OTUTAa y JAETeH PEKOMEHAYETCS OJHOKpPaTHOE
BHYTpPUMBIILIEYHOE BBeJeHHE B 103€ S0 MI/Kr (HO He Oosee 1 ).

B3pocnbiM pekoMeHayeTcs OAHOKpAaTHOE BHYTPHUMBIIIEYHOE BBeleHUE B 103 1-2 T.
CorinacHO OrpaHWYEHHBIM JIaHHBIM, B TSDKENBIX CIy4yasX WIM TpH  HEdPPEKTUBHOCTH
npensiaymeit Tepanuu, npenapat Lledrpuakcon-JIEKCBM moxer ObITh 3QdexTHBeH Npu
BHYTPHUMBIILIEYHOM BBEJICHHUH B J103€ 1-2 I B CyTKHM B T€UeHHUE 3 THEN.

Ipoghunaxmuxa nocreonepayuonnvlx uHpexyui

B 3aBucumocTH OT cTeneHHM HMH(PEKIMOHHOTO pUCKa BBOauTCS 1-2 T mpemapara
Lledpuakcon-JIEKCBM onnokpatHo 3a 30-90 muH 10 Hauyana onepauuu. [Ipu onepauusx Ha
TOJICTOM U MPSIMON KHILIKE XOPOIIO 3apEKOMEHI0BAJI0 ce0sl OJHOBpEMEHHOE (HO pa3/iesIbHOE, CM.
pasnen 4.2., nonpaznen «Cnocob npumenenusny») BeaeHue npemnapata lleptpuakcon-JIEKCBM u
OJIHOTO U3 5-HUTPOMMUAA30JI0B, HAIIPUMEpP, OPHHUIA301a.

Oco0bIe T'PYIIIBI TATWUCHTOB

Hauuenmbz NnOJ2HCUNI020 U cmapiecKkozo eo3pacma
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NIEYCHOYHON HEJOCTATOYHOCTU HE TpeOyeTcsl.

Iayuenmsi ¢ HapyweHnuem yHKyuu nodex

Her HeoOxomumocTH KoppekTupoBath 103y mnpemnapara lledgrpuakcon-JIEKCBM mpu
YCIIOBUU OTCYTCTBUSI HapymeHuil ¢pynkuuu neyenu. CyrouHas no3a npenapara LledTpuakcon-
JIEKCBM He foykHa MpeBbIlIaTh 2 T JIMILIb B CIy4asX HOUYEYHON HEJOCTaTOUHOCTH C KIIMPEHCOM
kpearunuHa wmeHee 10 wu/muH. llegTpmakcoH HE BBIBOAMTCS MpPHU TeMOAMAIM3EC WU
MEPUTOHEAIBHOM JUaJIN3€, MO3TOMY BBEJICHUE IMALHUEHTY JOINOJIHUTENBHOW 03Bl Mpernapara
Iedrpuakcon-JIEKCBM mnocie okoHYaHus 1raan3a He TpeOyeTcs.

VY nanueHToB, HaxOJAIIMXCS Ha Jualu3e, cyro4yHas jao3a mnpenapara Lledrpuakcon-
JIEKCBM He nomkHa nmpeBsiliarh 2 T.

Ilayuenmol ¢ Hapywenuem gyuKyuu nevexu

VY GonpHBIX ¢ HapylIeHHeM (YHKIIUU MTEYeHU HET HEOOXOAUMOCTH YMEHbIIATh 03y MPU
YCIIOBUU OTCYTCTBHS HApPYIICHUHA (DYHKIIUU TTOYEK.

Tayuenmul ¢ msasicenoii noueuHol U neyeHoYHoU HedoCMamoyHOCHbIO

[Ipu coueTanum TsHKENOM MOYEUHON U TEYEHOUYHON HEIOCTATOUYHOCTH CIEAYeT TIIATEIbHO
HaOM01aTh 32 3PPEKTUBHOCTHIO M 0€30MACHOCTHIO IPUMEHEHHUS ITpenapara.

eTu

Hoeopootcoennvie, epyonvie demu u demu mnaowe 12 nem

ITpu HazHavyenuu npenapata Ledprpuakcon-JIEKCBM onuH pa3 B CyTKH peKOMEHTyeTCs
MPUAECPKUBATHCS CIEIYIOLIUX PEKUMOB JO3UPOBAHUS:

- HOBOpOXXJIeHHBIE (10 14 nneii): 20-50 Mr/Kr Maccel Tena OAMH pa3 B CYyTKH; CyTOYHAas
J103a He JOJIKHA TPeBhIaTh 50 MI/KT Macchl Tela;

- HOBOPOXKJICHHBIE, TPYIHbIE IeTH U JIeTH Miajiiero Bo3pacra (¢ 15 nueit go 12 ner): 20-
80 Mr/Kr Macchl Tella OJIMH pa3 B CYTKH;

- IeTsM ¢ Maccoil Tena cBbiiie S0 KT Ha3HA4aroT J03bI IS B3POCIIbIX.

Heoonowennvim oemsm 6 6o3pacme 0o 41 nedenu exaouumenvho (CyMMapHO
reCTallMOHHBINA U XPOHOJIOTHYECKUN BO3PACT) MPUMEHEHHE IIepTpUaKCOHa TPOTUBOMOKA3aHO.

Hedtpuakcon-JIEKCBM npoTrHBoONOKa3aH HOBOPOXKAEHHBIM (< 28 mHel), KOTOPBIM yxkKe
HA3HA4YeHO WJIM NpPEeNojaraeTcsi BHyTPUBEHHOE JIEUEHUE KaJbLIMHCOAEPKALUMHU pacTBOpaMH,
BKJIIOYasi IPOAODKUTEIbHBIE KajblUiicoaepxkaime nudy3uu, HanpuMep, Ipyu MapeHTepalbHOM
MUTaHUH U3-32 PUCKA 00pa30BaHUs MPEIUITUTATOB KAIBIIMEBBIX COJEH e TprakcoHa (CM. pa3zen
4.3.).

['pyaHbIM A€TSM B JeTSM B Bo3pacTe 10 12 JeT BHYTpUBEHHBIE 10361 B SO MI/KT WIJIH BBITIIE

clenyeT BBOAMTH KameiabHO B TeueHue He MeHee 30 mMuHyT. HOBOpOXIEHHBIM BHYTPHBEHHOE
3
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BBEJICHHE CJIeAyeT MPOBOAUTH B TeueHue 60 |MHUHYT, ':Elf‘gé.l;ll E}';Qéfﬁ]_ %#Hiﬁha&%ﬁhf{ncx

pa3BUTHs OMIMPYOMHOBOH HIIE(ATIONATHH.

Menuneum

Ilpu 6axkmepuanvHom MeHuHeume y 2epyoHuIX Oemell u Oemell MAAOULe20 803pacma
nedeHre HaunHaroT ¢ 10361 100 mr/kr (Ho He 6onee 4 1) 1 pa3 B cyrku. [locne naentudukanum
BO30YIUTEIIS U ONPEACIICHUS €T0 YYBCTBUTEIILHOCTH 03y MOKHO COOTBETCTBEHHO YMEHBIITUTD.

Hawmnydmme pe3ynpTaTel Npd  MEHHHTOKOKKOBOM MEHUHTHTE JOCTUTAIUCh TIpU
IPOIOJDKUTEIBHOCTH JICUCHHS B 4 JHsI, Ipu MCHUHTHTE, BeI3BanHoM Haemophilus influenzae - 6
nHei. Streptococcus pneumoniae — 7 qHEH.

Cooco0 nmpuMeHeHust

BHYTpUBEHHO, BHYTPUMBIILIEYHO.

Buympumviueunasn unvexyus

[TpurotoBnenHslii pactBop mnpenapata LlepTpuakcon-JIEKCBM BBoasT riyO6oko B
JOCTaTOYHO OOJIBIIYIO MBIIIIY (siroanna). Pekomenyercst BBOOUTH He Oosiee 1 T B OIHY U TY Ke
MBIIIIIY.

BHyTpuMbIIeuyHas HHBEKIUS Oe3 npumeHenus 1uooKaura 00Ie3HeHHa.

PactBop, coneprkammii TMA0KaNH, HEJIb3s1 BBOAUTH BHYTPUBEHHO.

Buympusennas unvexyus

[IpuroroBnenuslii pactBop npenapara Lleprpuakcon-JIEKCBM BBOAST BHYTPHUBEHHO
MEJUICHHO B T€YEHUE 5 MUHYT, IIPEANIOYTUTENBHO B KPYIIHYIO BEHY.

Buympusennas ungyszus

BuytpuBenHas nndys3us 1omKkHa JUIMThC He MeHee 30 MUHYT.

I'pynHbIM 1eTsM 1 1eTM B Bo3pacTe 70 12 neT BHyTpUBEHHbIE 1035l B 50 MI/KT WU BbIIIE
clelyeT BBOAMTH KaleabHO B TeueHue He MeHee 30 mMuHyT. HOBOpOXIEHHBIM BHYTPHUBEHHOE
BBEJICHUE CJIelyeT MPOBOJAUTH B TeyeHHe 60 MHUHYT, YTOObI CHU3UTH MOTEHIHUAIBHBIA PHUCK
pa3BUTHs OMITMPYOMHOBOM SHITE(DaTonaTHy.

Henb3s wucnonb3oBaTh [ MPUTOTOBIEHUS pacTBOpoB mpemnapara lLledrpuakcon-
JIEKCBM nns BHYTPUBEHHOI'O BBEACHMSI M HX IOCIEAYIOLIErO pa3BEIEHUs PaCTBOPUTEIH,
coJepaKalye KalbliMii, TaKUe Kak pacTBOp PuHrepa wim pactBop XapTMmaHa, u3-3a BO3MOKHOIO
oOpa3oBanus npeuunuratoB. OO0pa3oBaHHUE MPEIUNUTATOB KaJbIUEBBIX COJEH IepTprakcoHa
MOJKET TMPOUCXOIUTh W Tmpu cMmemmBanuu mnpenapara Lledprpuakcon-JIJEKCBM wu
KaJIBLIMMCOAEPKALLUX PACTBOPOB IIPU MCIIOJIB30BAHUH OJTHOI0 BEHO3HOT0 focryna. [loaromy, npu
BHYTPUBEHHOM BBejieHuH, mnpenapar llegrpuakcon-JIEKCBM He crnemyer cmemmmBaTh WK
BBOJWUTHh OJHOBPEMEHHO C KaJIbLUHCOAEPKAUIMMH PaCTBOPAaMH Il BHYTPUBEHHOTO BBEICHUS

(cMm. pasgenst 4.3., 4.4., 6.2.).
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KaJIbIMHACOIEPKAIIUX MIPENapaToB WM B3aUMOICHCTBUU EPTPHUAKCOHA JUIsI BHYTPUMBIIICYHOTO
BBEJCHUS M KaIbLUHCOACPKANIMX IMpenaparoB (A7 BHYTPUBEHHOTO WM TIEPOPAIBLHOTO
MIPUMEHEHUS ).

WHCTpyKIIMK 1O TPHUTOTOBIICHHUIO (PACTBOPCHUIO) JICKAPCTBEHHOTO IIperapara Iepe
IIPUMEHEHUEM CM. B pazfeie 6.6.

4.3. IIporuBomoKa3aHus

I'mnepuyBCTBUTEIBHOCTh

[ToBbIlIeHHasT YYBCTBUTEIBHOCTh K EPTPUAKCOHY HIIM K JIFOOOMY M3 BCIIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pazjene 6.1.

[ToBbIIeHHast YyBCTBUTEIHLHOCTS K 1Ie(haocrioprHam.

Tspxenble peakiuy THIIEPYyBCTBUTEIILHOCTH (HAapuMep, aHa(QUITAKTUYECKHE PEaKIUK) K
OpYruM [(-JIaKTaMHBIM aHTHOMOTHKAM (MEHULWUIMHBI, MOHOOAaKTaMbl M KapOareHeMbl) B
aHaMHe3e.

HenoHoueHHsle AeTH

HenoHomeHHbIM JIETSIM B BO3pacTte nao 41 HCACIM BKIIOYUTCIIHLHO (CYMMapHO
FeCTaHI/IOHHHﬁ nu XpOHOHOFI/I‘leCKI/Iﬁ BOSp&CT) IIPUMCHCHHC I_Ie(prI/IaKCOHa IIPOTHBOIIOKA3aHO.

JIoHOIIIEHHBIE HOBOPOXKIEHHBIE (< 28-THEBHOTO BO3pacTa)

. l'unepOwnupyOuHemus, Keintyxa WIM — aluao03, TUMNOAIbOYyMUHEMHUS Yy
HOBOPOXJICHHBIX (MCclienoBaHus N VItro mokaszanu, 49To HeQTPHAKCOH MOXKET BBITCCHSATH
OMIMpPYOMH U3 CBSI3U C CBIBOPOTOYHBIM aJIbOYMUHOM, NOBBIIIASI PUCK Pa3BUTHUS OUITUPYOHMHOBOM
sHIIe(aTONaTUN y TAKMX MAllUEHTOB).

o BryTpuBeHHOE BBEIEHUE KAJIBLIMACOAEPKALUX PACTBOPOB HOBOPOXKIEHHBIM.

HoBopoxnenusle (< 28 pgHe#), KOTOpbIM YXe Ha3HA4eHO WM MpeAroiaraeTcs
BHYTPUBEHHOE JIEUEHHE KalblMICOAEpKAIIMMU pPAcTBOPAMM, BKIIOYAs MPOAOKUTEIbHbBIE
KaJmpLuiicoaepKale HHQY3UM, HalpuMmep, NpH MapeHTepaJbHOM MHTAHUW, H3-3a pUCKa
00pa3oBaHus MPELUITUTATOB KaJbIIMEBBIX cojiel medTpuakcona (cM. pasaensl 4.2. u 4.5.).

Omnucansl oTAETbHBIE (aTanbHbIE ClTyyan 00pa30BaHuUs MPELMUITUTATOB B JETKUX U MTOYKAX
y HOBOPOXKJICHHBIX, MOJy4aBIIUX HePTPUAKCOH U KalbLUicoaepxaliie pacTBopsl. [Ipu sTom B
OTJIENbHBIX CIy4asX ObLI MCIOIb30BaH OJMH BEHO3HBIM NOCTYyM, U 00pa3oBaHHE MPELMUIIUTATOB
Ha0JII0/1a10Ch HEMOCPEICTBEHHO B CUCTEME ISl BHYTPUBEHHOI'O BBeJeHUs. Takke onucaH, Kak
MUHUMYM, OJUH CIy4ail CO CMEPTEIbHBIM MCXOIOM IPH Pa3jMUYHBIX BEHO3HBIX JOCTYNax U B
pasiMyHOe BpeMs BBEICHHs Ipernapara LHeQTPUAKCOH M KaIbLUHCOAEP)KAIIMX PACTBOPOB.
[TogoOHbIE chnydan HAOMIOAAINCH TOJBKO Y HOBOPOXKIEHHBIX (cM. pazgen 4.8., moapaszien

«Onucanne OTAENbHBIX HEXeNaTENbHBIX PEaKIUuii»).
5
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[lepen mpoBeneHHEM BHYTPUMBIIIEYHONH WHBEKIHH LEQTPUAKCOHA C HCIIOJIB30BAaHHEM
JUIOKaNHA, HEOOXOAMMO  HCKIIOYMTh HAIMYME IPOTHUBOINOKA3aHWM K  JIMJOKAWHY.
[TpoTuBONIOKa3aHKU K NPUMEHEHHUIO JIMJOKAUHA MPUBEAEHBl B MHCTPYKLUUHU IO MEAULIMHCKOMY
IPUMEHEHHUIO JIMJIOKauHa.

Pacmeopyer yeghmpuaxcona, cooeparcawjue TuOOKAuH, Helb3si 6600UMb 6HYMPUBEHHO !

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH IIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

Ilepron rpyqHOrO BCKapMIIMBaHUS.
Hetspxénble peakinu TUIEPYyBCTBUTEIBHOCTH K APYTUM [ - JIaKTaMHBIM aHTHOMOTHKAM
(TTeHUIMIUTHHBL, MOHOOAKTaMBbI M KapOarieHeMbl) B aHAMHE3e.

OcobnbIe YKa3aHusA

Peaxyuu eunepuyecmeumenvrocmu

Kak u npu npuMeHeHnn Ipyrux 3 — JaKTaMHBIX aHTHOMOTHKOB, OBLUTH 3aperuCTPUPOBAHBI
CEpbE3HbIE PEAKLIMU TUIIEPUYBCTBUTEIBHOCTH, B TOM YHCJIE CO CMEPTEIbHBIM HCXOAOM (CM.
pazznen 4.8). Peakuuu runepdyBCTBUTEIBHOCTH TAaKXKe MOTYT IPOIPECCHpOBATh A0 CHHIpOMA
KoyHuca — cepbe3HO# aliepruueckoi peakiiiuu, KoOTopast MOXKeT IPUBECTU K HHPApKTy MHOKapa
(cm. pasmen 4.8). Ilpu pa3BUTUM TSDKENOM pPEaKIMU THUIEPUYYBCTBUTEIBHOCTH TEPAITHIO
npenaparoM lledprpuakcon-JIEKCBM HeoO6XxoauMo HEMEMJIEHHO OTMEHHUTh U TPOBECTU
COOTBETCTBYIOIIME HEOTIOKHbIE JICUCOHbIE MEPOIPUSATHSL.

Ilepen Hauvamom Tepanuu mnpenapatoM LledTpuakcon-JIEKCBM  Heobxonumo
YCTaHOBUTH, HAOIOAAIUCH JIM Y MAllMeHTa PEaKIMK TMIepUYBCTBUTEIBHOCTH K LIEQTPUAKCOHY,
nedanocnopuHaM, WIH TKENble Peakluu TMIIepUyBCTBUTEIBLHOCTU K APYTrUM B — JaKTaMHBIM
AHTHOMOTHKAM (TIEHULIUJUIMHBI, MOHOOAKTaMbl U KapOareHeMbl).

Heo6xo0a1Mo co01101aTh OCTOPOKHOCTD TP MIPUMEHEHNUH LIe(TPHAKCOHA Y MAallUEeHTOB C
HETSDKENBIMU PEaKIUSIMHU TUIIEPUYBCTBUTENIBHOCTH K JIPYTMM [3 - JIaKTAMHBIM aHTHOMOTHKaM
(MeHULIWIUTUHBI, MOHOOAKTaMBbl U KapOareHeMbl) B aHaMHe3e.

B cBs3u ¢ Tepanueil e TpHaKCOHOM OTMEUATIHCh MAdCeNble KOJNCHbIE HedceamenbHble
peaxyuu (cunapom CtueHca-/[koHCoHa UK cuHIpoM Jlalenna/TOKCH4ecKuii SnuaepMaIbHbIH
HEKPOJIN3), JEKapCTBCHHAs peakius ¢ 303uHOGMINEH u cucteMubiMu cumnromamu (DRESS),
KOTOpBIE MOTYT OBITh )KU3HEYTPOKAIOLUIUMH UM (paTaabHBIMU; OJJHAKO YACTOTA JAHHBIX SIBICHUN
HEU3BECTHA.

T'emonumuyeckasn anemus

Kak u mnpum npuMeHeHMH Jpyrux LedaioCOpyHOB, IpPU JIEYEHHH IPENnapaTom

edrpuakcon-JIEKCBM B03MOXXHO pa3BUTHE ayTOMMMYHHOW T€MOJIMTHYECKOW aHEMUHU.
6
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CO CMEpTEIbHBIM HCXOJAO0M. IIpH pa3BUTHH aHEMHH Y MAIMEHTA, HAXOMISIICrOCsS Ha JICUCHHU
11e(DTPUAKCOHOM, HENb3sl HCKIOYUTH JHArHO3 [e(arocnopuH-aCCOUUPOBAHHON aHEMHHU, H
HEOOXOIMMO OTMEHHTBH JICYCHHE JI0 BHISICHCHHUS IPUYHHBI.

Huapes, svizéannas Clostridium difficile

Kak u mpu npuMeHeHHH OOJBIIMHCTBA APYTUX aHTHOAKTEPHATBHBIX MPENaparoB, MPH
JICUCHUU TPENapaToM HeTPUAKCOH 3apETHCTPUPOBAHBI CITydaW Pa3BUTHS AUAPEH, BBI3BAHHOU
Clostridium difficile (C. difficile), paznmuunoii TsskecTH: OT JIErKOW Juaped 0 KOJHTa CO
CMepTEIbHBIM HCX0/10M. JledeHre aHTHOAKTepUaIbHBIMU MTperapaTaMy MOIABIISICT HOPMAIIbHYIO
mMuKpodopy Toscror kumku U nposoimpyer poct C. difficile. B coro ouepens, C. difficile
obpasyer TOkcuHBI A U B, KOTOpBIC SIBISIFOTCS (DaKTOpaMu IMATOreHes3a auaped, Bbi3BaHHOH C.
difficile. Iltammer C. difficile, rumepnpomyiupyrome TOKCHHBI, SBISIOTCA BO30YIUTEIAMH
UHQEKIHMA C BBICOKMM PHUCKOM OCJIOXHEHHIl M CMEPTHOCTH, BCJICACTBHE BO3MOXHOW HX
YCTOMUYMBOCTH K aHTHMHKPOOHOW TEpamuu, JICYCHHE K€ MOKET MOTpeOOBaTh KOJIKTOMHUHU.
Heo0xoquMo MOMHUTH O BO3MOXKHOCTH pa3BuThsi auapeu, BbizBanHoit C. difficile, y Bcex
HalUCHTOB C JHapeell mocie aHTHOMoTHKoTepanuu. HeoO0Xoaum TinatenbHbIi cOOp aHamHesa,
T.K. OTMEUEHBI ClIydyad BO3HHKHOBeHHUs nuapew, BbizBanHoi C. difficile, cycrs Gonee uem 2
Mecs11a Mocie Teparnuu aHTUONOTHUKAMH.

[Mpu mono3peHun WM MOATBepKIcHUW auapew, BbizBanHoi C. difficile, Bo3moxHO,
noTpeOyercsi oTMeHa Tekyluei, He HampasieHHoit Ha C. difficile antuOuoTnkorepanuu. B
COOTBETCTBUHM C KIMHUYECKUMH IOKa3aHHSMH JOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOLIEE
JIeYEeHHE C BBEICHUEM JKHIKOCTH U AIICKTPOJIUTOB, OEIKOB, aHTHOMOTHKOTEPAITHS B OTHOIICHUH
C. difficile, xupypruueckoe nedenue. Henb3s mpruMeEHSITh JIeKapCTBEHHBIE CPEACTBA, TOPMO3SIIUEC
HEePUCTATBTHKY KUIICYHHKA.

Cynepungexyuu

Kak w mpu jedeHuH APYrMMH aHTHOAKTEPHATIBHBIME TIperapaTaMu, MPU MPUMEHCHUH
[HedTpuakcon-JIEKCBM MoryT pazBuBatbcst cynepuH(EKIII.

Obpasosanue npeyunumamos Kaibyuesol coiu ye@mpuaxkcoua

[Tocne mpumeHeHus: eTPHAKCOHA, OOBIYHO B /033X, MPEBBIMIAONIMX CTAHIAPTHHIC
pexomenoBanHbie (1 T B cyTKH U 60JIee), P yIbTPa3ByKOBOM HCCIICIOBAHUH JKEITIHOTO My3BIPs
BBIIBIISUTUCH TIPEIUTIMTATE KAJIBIIMEBOM con eTprHakcoHa, 00pa3oBaHue KOTOPBIX Hanbosee
BEPOSITHO Yy TMAIMEHTOB JETCKOrO Bo3pacta. I[IpelUNmUTaThl PEIKO AT Kakyko-IH0o
CHMIITOMATHKY U HCUYE3a0T MOCIE MpeKpalieHus tepanuu npenaparom Lledrpuakcon-JJIEKCBM.
B ciryuae, eciu 3TH SIBICHUS] CONPOBOXKIAIOTCS KIIMHHYECKOW CUMIITOMATHKOMH, PEKOMEHTyeTCs

KOHCEPBAaTHBHOE HEXHUPYPTHUECKOE JICUCHHE, a pelieHrne 00 OTMEHE IpenapaTa OCTaBJIsIeTCs] Ha
7
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YCMOTpPEHHE JICYaNero Bpada U J0JKHO OCHO 1BaTHCS. HE‘&%&%Q&BE%‘E&E@ e~

pucka.

HecmoTpss Ha Hanmuume NaHHBIX 00 OOpa3oBaHMM BHYTPHUCOCYIUCTHIX IPELMUITUTATOB
TOJIBKO Y HOBOPOXJIEHHBIX TMpU TNPUMEHEHUH Ue(TPUAKCOHA U KaJbIUIICOAEPIKALIUX
MH(QY3UOHHBIX PACTBOPOB WJIM JIIOOBIX APYTrUX KalbLIUHCOAEPXKAIIUX IpernapaToB, Mpernapar
LedTpuakcon-JIEKCBM He crnenyeT cMemnBaTh UM Ha3HAYATH JIETSIM U B3POCIBIM IMAIIUEHTAM
OJTHOBPEMEHHO C KalbLUHCOACpKAIIUMH WH(PY3UOHHBIMH PAcTBOPAMH, JakKe€ HCIIOJIb3Ys
pas3IuyYHbIe BEHO3HBIC JOCTYNBI (cM. pasznenst 4.3., 4.5., 4.8. nmonpasnen «Onucanue OTAEIbHBIX
HEKEIIATEIbHBIX PEAKIIUIT»).

Ilanxkpeamum

VY 6onbHBIX, ToMydaBmux npemapat Ledprpuakcon-JIEKCBM, onucansl penkue cirydan
MaHKpPEaTuTa, pPa3BUBABIIEIOCS, BO3MOXKHO, BCIEJACTBUE OOCTPYKLHHU IKEIYHBIX NyTed. Y
OOJBIIMHCTBA U3 ATHX MALMEHTOB yXe€ J0 3TOT0 UMENHUCh (aKTOPhl PUCKA 3aCTOS B KEIYHBIX
NyTAX, HampuMep, paHee NPOBOJAMBILIASCS Tepamnus, TsDKENble 3a00JeBaHUS U IOJIHOCTHIO
napeHTepaipHoe nutanue. [Ipu 3ToM HeIb3s HCKIIOYUTH YCKOBYIO WM KO(DAKTOPHYIO pOJIb B
pa3BUTUHU TAHKpeaTHTa 00pa30BaBIIMXCS MOA BiusHueM mpemnapata LledpTpuakcon-JIEKCBM
MPELUIUTATOB B KEITUHBIX ITYTSX.

Monumopune ananuza kposu

[Ipy IATETEHOM JIEUEHNH CIAEAYET PETYISIPHO ITPOBOUTD ITOJIHBIA aHAIN3 KPOBH.

Peaxyus Apuwa-I'eprceetimepa (JHR)

VY HEKOTOpBIX MAllMEHTOB C HMH(EKLHMel, BHI3BAHHOW CIUPOXETaMH, MOXKET Pa3BUTHCS
peakmust Apuma-I'epkcreiimepa (JHR) Bckope mocne Hauana tepanuu nedtpuakconom. JHR
OOBIYHO SIBJISIETCS CaMOOTPAHUYHMBAIOLUIMMCSI COCTOSHUEM, WJIM MOKET KOHTPOJIMPOBATHCS C
MOMOIIBI0 CUMIITOMATHYECKOTO JieueHHsl. Tepanuio aHTUONOTUKOM HE CIIEAYeT MpeKpaliaTh npu
BO3HMKHOBEHHHU JJAHHOM pEaKIUU.

Brusnue na pesynomamuol 1a60pamopHbiX aHanIU308

[Ipu neuenun npenapatom lledTpuakcon-JIEKCBM y nanueHToB MOryT OTMEYaTbes
JIOKHOMOJIOKHUTENbHBIE pe3ynbTaThl Mpoosl KymbOca. Kak m npyrue aHTHOMOTHKHM, mpemapar
Lleptpuakcon-JIEKCBM MoxkeT [naBaTh JIOXKHOIOJOXKHUTEIbHBIN pe3yabTaT mpoObl Ha
rajlakTo3eMuI0. JI0KHOMONOKUTENbHBIE PE3YAbTaThl MOTYT OBITH MOJIYUYEHBI U TP ONPEICICHUN
[JIIOKO3bI B Mou€ HEPEpMEHTHBIMH METOJaMH, IO3TOMY B XOJA€ TEpalnuu IpernapaToM
Ledtpuakcon-JIEKCBM roko3ypuio npu HEOOXOAWMOCTH HY)KHO OMNpPEIENsATh TOJIBKO
(epMEHTHBIM METOIOM.

LedTprakcoH MOXKET BbI3bIBaTh HEIOCTOBEPHOE CHIDKEHHE IOKa3aTeseld TIMKEMUH,

MOJIYYEHHBIX C TOMOUIbIO0 HEKOTOPHIX YCTPOWCTB MOHMTOPHUHTA KOHLIEHTPALIUU TIIIOKO3bI B KPOBU
8
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(cM. yKazaHHMd B PYKOBOJCTBE IO IpHU eHeHmo'i”E&SE@%%I@”?H%E&%&%&DEhpn

HEOOXOJUMOCTH CJIEAYET HCIIOJIb30BaTh AJIbTEPHATUBHBIE CIIOCOOBI ONpEAENEHUS TJIIOKO3bl B
KpPOBH.

BemectBa, Hamuuue KOTOPBIX HA/IO YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOTI'O IIpenapara:

Cooepoicanue nampust

B 1 r npenapara Iedtpuakcon-JIEKCBM conepxkutcs 3,6 mmois (82,8 mr) Hatpus. D10
clelyeT IPUHUMAaTh BO BHUMAHUE MAllMEHTaM, HAXOAAIIUMCS Ha JTUETE C KOHTPOJIEM HaTpPHsL.

eTu

besonacHocth u 3 pextuBHOCTh penapara LledTpuakcon-JIEKCBM y HOBOPOKIECHHBIX,
TPYAHBIX J€TeH U AeTel MIIaJIIero Bo3pacTa ObLIM ONpENeeHbl M J03UPOBOK, OMMCAHHBIX B
pasnene 4.2. MccnenoBanusi mMoka3ajm, 4TO MOAOOHO JpyruM IedaiocrnopuHam, nedTpuakcon
MOKET BBITECHATh OWIUPYOMH U3 CBS3M C CBIBOPOTOYHBIM anbOymuHoMm. [Ipemapar
LedTpuakcon-JIEKCBM Henb3s NpUMEHSITh Y HOBOPOXKACHHBIX, OCOOCHHO y HETOHOIICHHBIX, Y
KOTOPBIX €CTh PUCK Pa3BUTHs OMIMPYOMHOBOI dHIIe(anonaTuu (cM. pasnen 4.3.).

4.5. BzaumojeiictBue ¢ JPYrMMH JIeKAPDCTBEHHbIMH INpenaparamMM W Jpyrue BH/bI

B3aNMOJAEHCTBUSA

[Ipu onHOBpeMEeHHOM MpUMeHeHuH Oonbiux 103 npenapara Llegrpuakcon-JIEKCBM u
«TIETJEBBIX» JTUYPETHUKOB (Hampumep, ¢Gypocemuaa) HapylmleHUd (QYHKIUUM TIOYEK He
HaOmonanock.  VMeTcssT  NMpPOTUBOpPEYMBBIE  JaHHBIE O  BEPOSTHOCTH  IOBBIIIEHUS
HE(PPOTOKCUYHOCTH aMMHOTJIIMKO3MJIOB MPH UX MPUMEHEHUM C I11e(aJoCopUHAMHU, TMOITOMY
HE00X0/IMMO POBOIUTH MOHUTOPHHT NTOYE€YHOM (DYHKIIMM U KOHIIEHTPALUU aMUHOTJIMKO3UIOB B
KpoBU. YmoTpeOiieHne aikoroysi mocie BBeaeHus mnpenaparta lledprpuakcon-JIEKCBM He
COTMPOBOXKAAIOCH AUCYyIb(upamornioqodHoit peakmueit. llebTpuakcon ©He comepxut N-
METUIATHOTETPA30JbHON TpYNIbI, KOTOpas Morja Obl BbI3BaTh HENEPEHOCHMMOCTb 3TaHONA U
KPOBOTOYMBOCTb, UTO MPUCYIIE HEKOTOPBIM pyruM Iedanocnopuram. [IpoGeHenua He BiauseT
Ha BbIBesleHue npenapara Ledrpuakcon-JIEKCBM.

bakTepuocrarnyeckue aHTUOMOTUKY CHUYKAIOT OaKTEpULIUIHBIN 3P deKT nedTprakcoHa.
In vitro 66U1 OOHAPY)KEH aHTArOHU3M MEXIY XJI0paM(EHUKOIOM U e TPHaKCOHOM.

Henb3s ncnonbp3oBaTh pacTBOPUTEINHN, COAEPKAIINE KaIbIUi, TaKue Kak pacTBop Punrepa
WIM pacTBOp XapTMaHa, MpHU MPUTOTOBJICHWU PAcTBOPOB LiepTpuakcoHa Al BHYTPUBEHHOIO
BBEJICHUS M MX MOCIIEAYIOUIEr0 pa3Be/IeHUs N3-3a BOZMOKHOTO 00pa30BaHUs MPEIUITUTATOB.

IIpy npuMeHeHMHM aHTaroHUCTOB BHTamMuMHa K Ha QoHe Tepamuu mnpenapaTom
Lleptpuakcon-JIEKCBM  noBbimaercs  puck  KpoBoTedeHus.  CrneayeT — MOCTOSHHO

KOHTPOJIMPOBATh NapaMeTPbl CBEPTHIBAHUS KPOBU M IIPU HEOOXOAMMOCTH KOPPEKTUPOBATH 103y
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AHTUKOAryJsiHTa Kak B XOJe, TaK U TOcie 0];0H‘IaHI/Ikﬂ’;é1-Séa'gf;l r%p‘éﬁﬂlf(m HE@T(!)HAK&OH-

JIEKCBM.

[Toka3zan cuHEpru3M Mex 1y e TpHakCOHOM M AMUHOTIIMKO3UJAMH B OTHOLIICHUH MHOTHX
rpaMoTpuLaTeNbHblx Oakrepuil. HecMoTpss Ha TO, uTO mMoOBbIMIEHHas 3()()EKTUBHOCT TaKUX
KOMOMHAIMK He Bcerja mpejackasyema, ee CleJyeT UMEThb BBHUJY IPH TSKEINbIX, YIPOKAIOIIUX
KHM3HU MHOEKIMIX, TAaKMX Kak 00ycioBieHHbIX Pseudomonas aeruginosa.

4.6. @epTHUIBbHOCTDH, 0EPEMEHHOCTD H JAKTALUSA

bepemenHocTh

IedTpuakcoH MpoHUKAET yepes3 MialneHTapHblid 6apeep. bezonacHocTh npruMeHeHus pu
OepeMEeHHOCTH Yy JKEHIIMH HE yCTaHOBJIEHA. /[oKIMHMYECKHEe HCCIe0BaHus PENPOyKTUBHOCTU
HE BBISIBIJIM SMOPHOTOKCHYECKOTO, (PETOTOKCHYECKOTO, TEPATOrCHHOTO ACWCTBUS WM APYTHX
HeOnaronpusATHeIX 3¢ ¢eKToB Mnpenapara LeTPUAKCOH HA IIOAOBUTOCTh CAMLIOB U CaMOK,
npolecc poJoB, IMEpUHATAIBHOE M IIOCTHaTalbHOE pa3ButTHe miona. Ilpu OepemeHHOCTH,
0COOEHHO B MEPBBII TPUMECTp, Mpenapar ClieyeT Ha3HayaTh TOJIBKO IO CTPOIMM IMTOKA3aHUSAM,
IIPY YCJIOBHUH, YTO MpeIionaraeMas 1ojiab3a JUisi MaTEpU MPEBBIIACT MOTEHIUAIBHBIN PUCK IS
107a.

Jlakranus

B ManbIx KOHLEHTpauMsx HeQTpUaKCOH MOMNaJaeT B TPyJHOE MOJIOKO. ManaoBeposSTHO
BIUSIHUE LlepTpuakcoHa Ha peOeHKa, HaXOMSIIErocss Ha TPYJAHOM BCKapMIIMBaHWM, MpPHU €ro
IIPUMEHEHUN MAaTephl0 B TEPAEBTHUECKHUX /033X, TEM HE MEHEE, HENIb3s HCKIIYHUTH PHUCK
pasBUTHS ~ JUaped, TpUOKOBBIX  MH(EKUMH  COIU3UCTBIX  O0OJIOYEK M PeaKIHu
TUIEPYYBCTBUTEIBHOCTU Yy pebeHka. HeoOxonuMo mpekpaTuTh IpyJHOE BCKAPMIIMBAHUE WM
MPEKPATUTH/BO3/IEPIKATHCS OT TEPANUU LIEPTPUAKCOHOM, IPUHUMAs BO BHUMAHUE PEUMYILECTBA
IPYJIHOTO BCKapMJIUBaHUs Ul peOeHKa U NOJIb3y Tepaluu Ul MaTepH.

4.7. BiansiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpPeACTBAMH H
padoratb ¢ MeXaHU3MaAMU

Her [1aHHBIX, CBUAETENBCTBYIOIIMX O BIWSHUM IIpernapara Ha yOpaBICHUE
TPAHCHOPTHBIMU CPEJICTBAMH U paboTy ¢ MalIMHAMK M MexaHu3MaMu. O/IHaKo, BO BpeMsl Tepanuu
npenapatoMm LlepTpuakcon-JIEKCBM, cnenyer cobmofaTe OCTOPOKHOCTh TPH YIPaBICHUU
TPAHCIIOPTHBIMU CPEJICTBAMU U pabOTe C MEXaHU3MAMHU B CBSA3H C BO3MOKHOCTHIO BOSHUKHOBEHHUS
TOJIOBOKPY)KEHHUS U JIPYTUX HEXeNaTEeNbHbIX PeaKkuil, KOTOpble MOTYT BIUATH Ha CIIOCOOHOCTH
YIPaBIATh TPAHCIOPTHBIMU CPEJICTBAMH, MEXAHU3MaMHU.

4.8. HesxeaTeJibHbIE peaKINU

Pesrome mpoduirst 0e30nacHOCTH
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Hawnbonee yacTeiMu HEXeTaTEIbHBIMU peaxudm;'f,:-g%g%fﬂ_@aﬁﬁ{ﬂmMﬁ -h-a{'-(ﬁOHe

TCpannun I.[C(I)TpI/IaKCOHOM B KIMHUYCCKUX UCCIICAOBAHUAX, ABJISIOTCA 303I/IHO(1)I/IJ'II/I$I, JIGFIKOHCHPISI,
TpOMGOI_II/ITOHeHI/ISI, Anapes, Cblllb U MOBBIMICHUC AKTUBHOCTH IICYCHOYHBIX q)epMeHTOB.

Pe3roMme HexeaaTenbHbIX PEAKIIUNI

Jlnsi  omucaHMsS YacTOThI HEXKEJIATENbHBIX PEaKIUH HCIOJB3YeTCs  CIeAYroInas
KJaccuuKanus: o4eHp yacto (> 1/10), gacto (> 1/100, Ho <1/10), HewacTo (> 1/1000, Ho < 1/100),
penko (= 1/10000, Ho < 1/1000) u ouens penko (> 1/100000 , Ho < 1/10000), BKIFOUAS e AMHUYHBIC
cITydam.

HesxenarenbHble peakiuu CrpyIIUPOBAHbI B COOTBETCTBHH C KJIACCAMH CHCTEM OpPT'aHOB
MEUIIMHCKOTO CJIOBaps JJIsl HOpMAaTUBHO-TIpaBoBoi aesiteabHocTd MedDRA.

Hugpexyuu u napasumapmvie 3a001e6anus: HEYACTO — MUKO3BI TIOJIOBBIX OPTAHOB; PEIIKO
— ICEeBJJIOMEMOPAHO3HBIH KOJIUT.

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemul. 4acTo - S03MHOPUINSA,
JICUKOTICHHSI, TPOMOOIIUTOIIEHHS; HEYACTO - T'PAaHyJOLUTOICHUS, aHEMHSI, KOAryJIOMaTHsI.

Hapywenus co cmoponvl HepeHOU cucmemsl: HEYaCTO - TOJOBHas Oo0ib W
TOJIOBOKPY)KEHHUE.

Hapywenus co cmoponwl cepoya: yactora HeusBecTHa — cuHapoM Koynwuca (cMm. pazgen

4.4).

Hapywenuss co cmoponvl Ovixamenvhol cucmemsl, 0peaHo8 2pyOHOU KIemKU U
cpedocmenus: He4acTo — OpOHXOCHa3M.

Hapywenus co cmoponvl  dtceny0ouHo-KuueuHo2o mpakma. 4Yacto -  Jauapes,
HEO(OPMIICHHBIN CTYII; HEYACTO - TOITHOTA, PBOTA.

Hapywenus co cmoponvl neuenu u dcenyegbleoOAwux nymeti: 4acTO - IOBBIIICHUE
AKTUBHOCTH IIEYEHOYHBIX (bepMeHTOB (acmapraTamMuHOTpaHchepasbl (ACT),
anannHamuHoTpancdepassl (AJIT), menounoit pocdarassr (IL[D)).

Hapywenus co cmoponsi Kodicu u NOOKOINCHbIX MKAHell: 9acTO — ChIlb, HEYacTo — 3y,
pEelKO — KparuBHUIIA.

Hapywenus co cmoponvl nouek u MmouesvbigoOAwuUx nymei: PEIKO — TeMaTypus,
TITIOKO3YpHSI.

Obwue napywenuss u peakyuu 6 mecme 68edeHus; HedacTo - (HIeOuT, peakius B MECTe
BBEJICHUS, MIOBBILIICHUE TEMIIEPATYPHI Tea; PeAKO — OTEKH, 03HOO.

Jlabopamopnvie u uncmpymenmanbHvle OaHHble. HEYaCTO — YBEIMUYCHHE KOHIICHTPALUU
KpeaTHHUHA B KPOBH.

[TocTperncrpaimOHHOE HAOIIOICHHE
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He(TPUAKCOH B MOCTPErHCTPALMOHHOM Tnepuoae. OmpeneneHue YacToT HaOIIOAABIINXCS
peaKIuii, a TaKKe UX CBSI3U C MPUMEHEHUEM Tpenapara e TpUuakCoH He BCEria BO3MOXKHO, TaK
KAaK HEBO3MOKHO YCTaHOBUTH TOYHBIA pa3Mep MOMYJISLINN [TallUEHTOB.

Hapywenus co cmoponvl dcenyoouno-kuuieyHo2o mpakma: TaHKPEaTUT, CTOMATHT,
[JIOCCHT.

Hapywenus co cmoponsl cucmemvl Kpou U aum@pamuieckol cucmemvl. yBEITUUCHHUE
TPOMOOIIJIACTUHOBOTO ¥ MPOTPOMOMHOBOTO BpEMEHH, TreMojuTHdeckass aHemus. OmucaHbl
oTIeNbHbIE ciydan arpanynonurto3a (<500 KIETOK/MKI), HpuueM OOJBIIMHCTBO U3 HHX
pa3BuBasiich nociue 10 nHel jeueHus U IpUMEHEHUs] KyMyJISTUBHOM 10361 20 T 1 Oosee.

Hapywenus co  cmoponvl  ummymHou  cucmemvl:  aHAQWIAKTUYCCKUH  IIIOK,
TUIIEPUYYBCTBUTENIBHOCTD, peakuus Spuma-I epkcreiimepa.

Hapywenus co cmoponsl Kodcu u NOOKONCHbIX MKAHel: OCTPBHIA T'e€HepaIU30BaHHBIN
HK3aHTEMATO3HBIN MyCTYJIE3, OTAEIbHBIE ClIydyan TSKENbIX MOOOUHBIX peakuuil (3KCCyqaTUBHAs
MynbTU(OpMHAs dputeMa, cuHapoM CrtuBeHca-/[PKOHCOHA, TOKCHYCCKUN SIUIEPMATbHBINA
Hekponu3 (cunapoM Jlaienna)), NekapcTBEHHas peaklus C S03UHOPHUINEH U CUCTEMHBIMU
cumnromamu (DRESS).

Hapywenus co cmoponul nepénoti cucmemvol: Cyaoporu, sHuedaionaTus.

[Ipu npumeHneHnu 1edanocrnopuHoB, BKIOYas EPTPUAKCOH, 0COOEHHO B BBICOKUX J103aX,
y TAlMEHTOB C IOYEYHOM HEIOCTATOYHOCTBIO M JIOTMOJHUTEIBHBIMU IPEAPACIOJIAraAI0IUMU
(dakTOopamMH, TaKMMM Kak MOXKWJIOM BO3pacT M CYLIECTBYIOIIME 3a00JI€BaHUS IEHTPaIbHOM
HEPBHOM CHUCTEMBI, OTMEYAIIUCH CITydan 00paTuMoi sHIedaronaTuu.

Hapywenus co cmoponul opeana ciyxa u 1abupunmmuvle HapyuieHus: BEPTUTO.

Hugpexyuonnvie u napasumaphwle 3a601e6anus: CynepuHQpeKIum.

Hszeecmubl makoice crnedyrowue Hedceramenvhvle peakyuu: 00pa3oBaHUe MPEIUITUTATOB
KaJIbIIUEBBIX COJe He(TpHUaKCOHA B JKETYHOM ITy3bIpE€ C COOTBETCTBYIOLIEH CHMITOMATHUKOM,
OmMpyOrHOBAs SHIIEPATONATHS, OJUTYPHS, a TAK)Ke aHADUITAKTUIECKHE WU aHA(PUITaAKTONTHBIS
peaxkuu.

Jlnis oLleHKHM B3auMOJEHCTBHA Le(TpPUAKCOHA W KaiblMg OBUIO MPOBEIEHO [Ba
UCCIIeIOBaHMs B YCJIOBHSIX IN VItro (0HO ¢ HCIOJIh30BaHHEM IUIAa3Mbl B3POCIBIX U JIPYroe C
HCIIOJIb30BaHUEM ITJIa3Mbl HOBOPOXICHHBIX, TOJYYEHHON U3 MYTIOBUHHOMN KPOBH).

LedTpuakcon ¢ koHueHTpauusMud 10 1 MM (KOTOpble MPEBHINAIOT KOHIEHTPAIUH,
JOCTHUTAIOLIMECs] B YCIOBHUAX IN VIVO mocie BBeneHHs 2 T 1edrpuakcoHa B Buae MHOY3HH B
teueHue 30 MUHYT) UCITOIH30BAIM B KOMOWHAIIUM C KAJIBIIMEM B KOHIEHTparusax 10 12 MM (48

mr/nm). BoccranoBienue nedTpruakcoHa U3 Mia3Mbl CHUKAJIOCh MPU KOHLIEHTPALMSIX KaIbLUS >6
12
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OTpakaTh MPEUUITUTALNIO HEePTPUAKCOH-KATbLINH.

Omnwucansl oTAETbHBIE (paTanbHBIEC ClTydyan 00pa30BaHus MPEIHUITUTATOB B JETKUX U MOYKAX
IO pe3yJIbTaTaM MCCJIEeOBAHUS ayTOICUM Yy HOBOPOKACHHBIX, OJYYaBIIUX IE(PTPHAKCOH B/B U
Kajbluiicoaepxamue pactBopbl. IIpy 3TOM B OTHENbHBIX Ciaydasx ObLI HMCIOJIB30BaH OJWH
BEHO3HBIH 1OCTYII, 1 00pa30BaHKE MPEUUITUTATOB HAOII01aTI0Ch HEMOCPEACTBEHHO B CHCTEME /TS
BHYTPUBEHHOTO BBEACHHUA. Takke OMUCAaH, KaK MUHHUMYM, OJHMH CIy4ail CO CMepTEIbHBIM
UCXOJIOM IIPHU PA3JIMYHBIX BEHO3HBIX JOCTYNaXx M B PA3JIM4YHOE BpEMs BBEJIEHUS Ipernapara
e TPUAKCOH B/B U B KaJIbLIMIicOAepKalMX pacTBopax. [Ipy 3ToM 1o pe3ynpTaTaM UCCIe0BaHUS
AyTOIICHH Y JaHHOTO HOBOPOXKJICHHOTO MPEIHITUTATHI He ObUT 00HapyxkeHbl. [lomo0HbIe cirydan
HaOJII0JAITMCH TOJIBKO Y HOBOPOXKIEHHBIX (CM. pazzaen 4.4.).

3aperucTpupoBaHbl  ciay4ad — OOpa3oBaHMsl ~ NPEUUIMTATOB  LEePTpUAKCOHA B
MOYEBBIBOIALINX IYTSX, IVIABHBIM 00pa3zoM, y AeTeH, Moay4yaBIIuX JUOO0 OOJNbILINE CYyTOYHbIE
1036l Tipenapata (> 80 MI/Kr B CyTKH), THOO KyMyJISSTHBHBIC 10361 O0see 10 T, a Tak:Kke UMEBIIHX
JOTIOJTHUTENbHBIE (pakTOpbl pricka (00€3BOKMBaHHME, NOCTENBHBIA pexkuMm). OOpazoBaHHe
IPELUIIMTATOB B IOYKAX MOXKET IPOTEKaTh OECCUMIITOMHO WJIU MTPOSBIIATHCS KIMHUUECKU, MOXKET
IPUBOAUTH K OOCTPYKLIMU MOYETOYHUKOB U IIOCTPEHATILHON OCTPOM MOYEYHOM HEI0CTaTOYHOCTH.
JlaHHOE HEXeNnaTeNbHOE SBICHNE HOCUT OOpAaTHMBI XapakTep W MCUE3aeT MOCie MpeKpameHHs
TEpanuy MpernapaToM HedTPUaKCOH.

BHyTpuMbIIeYHass UHBEKIMS 6e3 npumeHeHus IuooKauna 00JIe3HEHHA.

COO6H_IGHI/IG 0 MOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKIIHAX

BaxxHo cooOmarh 0 MOJ03peBAaEMbIX HEXKENATEIbHBIX PEAKIMIX I0CJIE PErucTpaluu
npernapara ¢ 1esblo 00ecredeHnsl HeMPEepPbIBHOITO MOHUTOPUHIAa COOTHOIIEHHUS «I10JIb3a — PUCK)
JIEKapCTBEHHOTO Mpernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MIOJI03PEBAEMBIX HEKENATEIbHBIX PEAKLMAX JIEKAPCTBEHHOI'O Ipenapara 4epe3 HalUMOHAJIbHBIC
CHUCTEMBI COOOILEHUSI O HEXKeJaTeNbHbIX pEeaKIUsIX TrocyAapcTB — uieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanus

Anpec: 109012, Mocka, CnaBsiHCKas Mjiomajp, 1. 4, crp. 1

MununcrepcTBo 31paBooxpanenus Poccuiickon @enepannn

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Tenedon: +7(499)-578-06-70; +7(499)-578-02-20, +7-800-550-99-03

OnektpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit: http://www.roszdravnadzor.gov.ru

49. TIlepeno3dupoBka
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[Ipu nmepeno3upoBKe TeMOUAIN3 U MIEPUTOHECABHBIA JTUAIN3 HE CHU3ST KOHIEHTPALIUU
npenapara. B ciyyae nepeno3upoBKy peKOMEHYETCS CUMITOMAaTUYECKOE JIEUEHUE.

Jluooxaun

[Ipu nepeno3upoBKe TUI0KaMHA TOKCUYECKUE PeaKIIUi HabII0Jal0TCs, TTIABHBIM 00pa3oM,
co ctopoHbl HeHTpasibHOM HepBHOU cuctembl (LIHC) u cepaeuno-cocynucroit cuctemsl (CCC).
[Ipu stom TokcuuHocth co croponbl LIHC mporpeccupyer, Takum o0pa3oM, CTENEHb TKECTU
CUMIITOMOB HapacTaer.

[Ipyn HenmpenHamMepeHHOM BBEACHUM IIpernapara B COCYIUCTOE PYCIO yKa3aHHBIE Jajee
CUMIITOMBI ~ BO3HHKAIOT HEMEJJICHHO (TO €CTh, 4epe3 1-3 MUHYTHI), a IPU NEPEIO3UPOBKE — C
3aznepkkoit B 20-30 MUHYT.

K pannum cumnmomam mnepeno3upoBKH OTHOCSATCS: 3€BOTA, MapecTe3uu (B MEPBYIO
ouepelib, BOKPYT pTa), COHIMBOCTh, BO3OYKIEHUE, TOJOBOKPYKEHHUE, ITyM B yIIaX, THUIIEPaKy3us,
HapyIlIeHNE 3pEHUs, TU3apTPHUS U aTAKCHs, a TAK)KE TOIITHOTA U PBOTA.

[pu unmoxcukayuu cpeoneu cmenenu msdcecmu MOTYT HPUCOEAMHSTHCS MBIIICUHBIE
CyJIOPOTHM WJIM MBIIIEUHbIE CHa3Mbl, MPEAUIECTBYIOIIME TI€HEepPaIN30BaHHbIM cynoporam. [lpu
OTIpe/IeIEHHBIX OOCTOATENBCTBAX 3a ATHM MOXKET CJIEeI0BaTh IOTEPs CO3HAHWUS, YTHETEHHE
JIBIXaHUS U KOMa.

B msascenvix cnyuasx BO3HHMKAaeT TakXe peaklus CO CTOPOHBI CEPAEUHO COCYIUCTOU
CUCTEMBI (4alle BCero, TOJIbKO Mocie MosBIeHUs: cMMITOMOB co ctoponbl LIHC) B Buae mageHus
apTepHallbHOTO JaBleHUs, OpauKapaus U apUTMHUSI.

B chnyuae ouwenv  maxcenou  ummokcukayuu — MOXKET — HACTYNHUTh  IIOJIHAs
aTPUOBEHTPUKYJISIpHAs OJI0Ka a U OCTaHOBKA cepAlia.

[Ipy mosiBNEHMH MPU3HAKOB OCTPOM CEPAECYHON TOKCUYHOCTH CIEAYEeT HEMEIJIEHHO
MPEeKpaTuTh BBeleHue mpenapara. Crenuduueckoro aHTUAOTa HeT. JleueHue nepeno3upoBKU
cuMnToMaruyeckoe. B cimyyae ocTaHOBKM cepilia cilelyeT HEMEUICHHO HayMHaTh CEepAEeYHO-
JIETOYHYIO PeaHUMAITMIO, B TOM YHCIIe, KYITHPOBaHUE aIlu03a.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapmakoTepaneBTHIECKas TPyIa: aHTHOAKTepUATbHBIE CPEJICTBA CHCTEMHOTO JCHCTBUS,
JIpyrue 6eTa-TakTaMHbIe aHTHOAKTEpHATIbHBIE CPEICTBA; Ie(PaTOCTIOPUHBI TPETHETO MOKOJICHHUSI.

Koxn ATX: JO1DD04

MexaHu3M OSUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/IC Bd)d)eKTBI

Hedrpuakcon - mapeHTepanbHbI 1edarociopuHoBb aHTHOMOTUK Il TOKONICHMS.

bakrepunuanas akTHBHOCTH Ie()TpHakcoHa OOYCIOBJICHA IOJABJICHHUEM CHHTE3a KICTOYHOU
14
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T'paMOTPHULATCIBHBIX W T'PAMIIOJIOKHUTCIBHBIX MHUKPOOPraHU3MOB. On BbICOKOyCTOfI‘IPIB K
OONBIIMHCTBY [-nmakTamMas (Kak MEeHUIWUIMHA3, TaK W IealloCTIOPUHA3), BBIPAOATHIBACMBIX
I'PaMITIOJIOKUTCIIbHBIMHA U I'PaMOTPHUIATCIIbHBIMHA 6aKTepI/I$IMI/I.

He(prI/IaKCOH 0OBIYHO aKTUBEH B OTHOIIEHUHU cIeayromunux MUKpOOPTraHU3MOB.

I'pamnonoscumenvuvie aspoowl.

Staphylococcus aureus (METHLIMJUTMHOYYBCTBUTEIbHBIN), KOAryja3o-OTPHUIIATEIbHBIC
craduiiokokku, Streptococcus pyogenes (B-remonutuyeckuid, rpymmbl  A), Streptococcus
agalactiae (B-remonutideckuii, rpyisl B), B-reMoIuTHUECKHE CTPEITOKOKKHU (IPYIIIBI HA A, HA
B), Streptococcus viridans, Streptococcus pneumoniae.

Ipumeuanue. MetunmnnHOoycTOWYMBBIe — Staphylococcus  Spp.  pe3HcTeHTHBI K
nedanocnopuHaM, B ToM uumcie, K medrpuakcony. Kak mpasumo, Enterococcus faecalis,
Enterococcus faecium u Listeria monocytogenes takxe yCTOHYHBHI.

I’ pamompuyamenvuoie aspoodwi.

Acinetobacter lwoffii, Acinetobacter anitratus (rmaBueiMm oOpazom, A. baumannii)*,
Aeromonas hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankanmureHonogo00HbIE
oakrepun, Borrelia burgdorferi, Burkholderia ceracia, Capnocytophaga spp., Citrobacter
diversus (B Tom uucne C. amalonaticus), Citrobacter freundii*, Escherichia coli, Enterobacter
aerogenes*, Enterobacter cloacae*, Enterobacter spp. (mpouwme)*, Haemophilus ducreyi,
Haemophilus influenzae, Haemophilus parainfluenzae, Hafnia alvei, Klebsiella oxytoca,
Klebsiella pneumoniae**, Moraxella catarrhalis (panee HaspiBaBIasicss Branhamella
catarrhalis), Moraxella osloensis, Moraxella spp. (nmpouue), Morganella morganii, Neisseria
gonorrhoeae, Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus
mirabilis, Proteus penneri*, Proteus vulgaris*, Pseudomonas fluorescens*, Pseudomonas spp.
(mpouwue), Providencia rettgeri*, Providencia spp. (mpouue), Salmonella typhi, Salmonella spp.
(metudouannie), Serratia marcescens®, Serratia spp. (mpouue)*, Shigella spp., Vibrio spp.,
Yersinia enterocolitica, Yersinia spp. (mpouwe).

>kI‘IeKOTOpBIe HU30JIATBI 3TUX BHUIOB YCTOﬁqHBLI K LIG(I)TpI/IaI(COHy, TJIaBHBIM 06p3.30M,
BCJIICOCTBUC O6pa3OBaHI/I$I B- JIaKTaMa3, KOAUPYEMbIX XpOMOCOMAaMHU.

** HexoTopble M30JSTHI ’TUX BUAOB YCTOMYMBBI BCIEACTBHE 00pa30BaHUS IIEJIOTO psiaa
MI1a3sMUJ0-0IMOCPCA0BAHHBIX B- JJaKkTamMas.

prweltaﬁue. MHorue mTaMMBbI BBINICYKAa3aHHBIX MUKPOOPIraHU3MOB, MOJIUPE3UCTCHTHLIC
K Jpyrum aHTI/I6I/IOTI/IKaM, TaKUM KaK aMUHONCHUIHWIUIMHBI W  YPCUAONCHUIIUIIJINHEI,
He(i)aJ'IOCHOpI/IHI)I IEpBOro M BTOPOro IOKOJCHHA W aAMHUHOITIMKO3HJbI, 4YYBCTBUTCIBHBI K
e Tpruakcony.
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Treponema pallidum uyscTBHTETBHA K uetbmmﬁ%éﬁ&@ﬂﬁ%ﬂgg bﬁﬂéﬁeﬂﬁh&éﬂ'ﬁk Ha

KUBOTHBIX. KIMHHMYECKHE HUCHBITAHUSA TOKa3bIBAIOT, YTO HEe(YTPHAKCOH 00JamaeT XOopouien
3 PEKTUBHOCTHIO B OTHOIIEHHH NEPBUYHOTO U BTOPHYHOTO cuduimca. 3a oueHb HEOOIbIIUMU
UCKITIOYCHUSIMU, KITHHUYECKUE U30JIAThl P. @eruginosa yctoiyuBbl K e TPHAKCOHY.

Anaspoowt.

Bacteroides spp. (xemueuysctButenbHbie)*, Clostridium spp. (xkpome C. difficile),
Fusobacterium  nucleatum, Fusobacterium spp. (mpoume), Gaffkya anaerobica (panee
HasbIBaromasics Peptococcus), Peptostreptococcus spp.

*HekoTopble M30JIATHI 3TUX BUAOB YCTOHYMBHI K IeTpHakcoHy HM3-3a oOpa3oBaHUs [3-
JaKTaMas.

IIpumeuanue. MHOTHE 1ITAMMBI J-TakTamazoobpasyronux Bacteroides spp. (B wacTHocTH,
B. fragilis) ycroituussl. Ycroituus u Clostridium difficile.

UyBCTBUTEIBHOCTh K LE(TPUAKCOHY MOXKHO ONpEACHsaTh AUCKO-au(dy3noHHBIM
METO/IOM WJIM METOZOM CEpUIHBIX pa3BEIACHUI Ha arape Win OylIbOHE, UCIONIb3Ys CTAaHAAPTHYIO
METOAMKY, MOJOOHYI0 TOH, KOTOPYIO peKoMeHayeT VHCTUTYT KIMHMYECKHX W J1a00OpaTOpHBIX
crangaptoB (MKJIC). UKJIC ycTaHOBWII CIIEAYIONINE KPUTCPUH OIICHKH PE3yJIbTaTOB MPOOBI IS

nedTpruakcoHa:

YyBCTBUTEJIbHBI YMEPEHHO YCTOWYNBBI
YyBCTBUTEIIbHBI

Memoo pazeedenuii
IMomasnstromas <8 16-32 > 64
KOHIEHTpaLus, MI/J
Memooduxa ouckos
(nuck ¢ 30 mMkr >21 20-14 <13
e TprHaKkcoHa)
JlnamMeTp 30HBI 3aACPKKU
pocTta, MM

Jlns ompeniesieHus ciaeayeT OpaTh AUCKU ¢ e(TPHAKCOHOM, TaK KaK B MCCIICAOBAHUIX IN
VIitro moka3aHO, 4TO HE(PTPUAKCOH AKTUBEH B OTHOIICHHUW OTIENIBHBIX IITAMMOB, KOTOPBIC
00HApPY)KUBAIOT YCTOMYUBOCTH MTPH MCIIOJIb30BAaHUH IUCKOB, IPEAHA3HAYCHHBIX IS BCCH TPYIIIBI
11e(haoCIIOprUHOB.

Bwmecto cranmaproB MKJIC mia onpeneneHuss 4yBCTBUTEIBHOCTH MHKPOOPTaHW3MOB
MOYKHO WCIIOJIb30BaTh W JIPYTME XOPOIIO CTaHIAapTH30BAHHBIC HOPMATHBBI, HAIPUMED,
Hemenkoro wuHctutyta crangaptusamuu  DIN - (Deutsches Institut  fur Normung) w
mexxayHapoansie  pekomenmamuu  ICS  (International Collaborative Study), mosBosstomue
aJICKBaTHO MHTEPIIPETUPOBATH COCTOSTHUE YYBCTBUTEIHHOCTH.
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5.2. dapMakoKHHeTHYECKHE CBOMCTBA

Dapmakokunemurxa USHTPHAKCOHA HOCHT HEIWHEHHBIM Xapakrep. Bce OCHOBHBIC
(apMaKOKMHETHYECKHE TapaMeTphl, OCHOBAaHHBIE Ha OOIIMX KOHLEHTpAalMAX Npenapara, 3a
UCKJIIOYCHHEM T[epHOoJia IONYBBIBECHUS, 3aBUCAT OT [J03bl M BO3pPACTAlOT MEHEE 4YeM
MPOMOPLUUOHANILHO €€ yBenuueHuto. HennueliHOCTh xapakTepHa A (apMaKOKHHETHUECKUX
napaMeTpoB, 3aBUCSIINX OT OOILIEH KOHIEHTpauuu HeTpruakcoHa B Ijia3Me KpoBH (HE TOJIBKO
cBOOOHOTO 1eTpHaKCcoHa), U OOBACHSICTCS HACBHIIICHUEM CBSA3BIBAHUS Iperapara ¢ OelkaMu
IJ1a3Mbl KPOBH.

Ab6copbuus

MaxkcruMaibHasi KOHLIEHTpalMs B IUIa3ME II0CJI€ OJHOKPAaTHOIO BHYTPUMBIIIEYHOIO
BBEZICHUs | T mpemapara cocTaBisieT 0koJio 81 MI/i v JocTuraeTcs B mpejaesax 2-3 4acoB MOCIe
BBeJleHUs. [lmomaay moa KpuBOil «KOHIIEHTpAIUS B IJIa3Me — BPEMs» IOCJie BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOTO BBEJICHUS OJMHAKOBBIL. DTO 03HAYAET, YTO OMOAOCTYMHOCTH IeTpHUaKCOHa
1ocjie BHYTPUMBILIEYHOTO BBeJeHUs cocTaBisieT 100%.

[Tocne BHyTpuBeHHOTO OOMocHOrO BBeaeHuss S00 mr m 1 r medrpuakcoHa cpemHss
MaKCHUMaJlbHasi KOHIIGHTpalus B IutasmMe KpoBu coctaBuia 120 mr/m m 200 wmr/a. Ilocme
BHyTpuBeHHOI uHGpy3uu 500 mr, 1 1, 2 r nedTprakcoHa KOHIIGHTpAIlHs IpernapaTa B IUIa3Me
KpoBH cocraBuia mnpubnusutensHo 80, 150 wu 250 wmr/a, coorBerctBeHHo. Ilocne
BHYTPHUMBIIIEYHON WHBEKIINN 3HAYCHHS CPEAHEH MaKCHUMAIbHOW KOHIIEHTPAIlUH Ie(TpHaKCOHa
B IJJa3M€ KpPOBM IPUMEPHO B JBa pa3a HIDKE, 4YeM I0CiIe€ BHYTPHUBEHHOI'O BBEIEHUS
HKBUBAJIEHTHOH J103bI IIpenapara.

Pacnopenenenne

O6bem pacnpenenenus uedTpuakcona papusietcs 7-12 n. Ilocme BHYTpUBEHHOTO
NPUMEHEeHUS IHePTPUAaKCOH OBICTPO TPOHUKAET B HWHTEPCTUIHAIBHYIO JKUIKOCTh, TJIE
OaKTepUIIUIHbIC KOHIIEHTPAIIUY B OTHOIIIEHUH YYBCTBUTEIHHBIX MUKPOOPTaHU3MOB COXPAHSIOTCS
B T€UeHHE 24 4acoB.

[Tocne BBemeHus B o3¢ 1-2 T medTpUaKkCOH XOPOIIO MPOHWKACT B TKAHW U YKUJKOCTH
opranu3ma. B Tedenue 6omnee 24 4acoB ero KOHIIEHTPAIMU HAMHOTO MPEBBIIIAIOT MUHUMAIBHBIE
MOJIABIISIONINE KOHIIEHTpAlUU JJisi OONBIMMHCTBA BO3OynuTenel mHbekuuid 6onee yem B 60
TKaHSX M KHJIKOCTSX (B TOM YHCJIEC B JIETKUX, CEPIIIE, )KCITIHBIX MyTAX, IEYCHH, CPSITHEM yXe U
CIIM3UCTON HOCA, KOCTSX, @ TAKKE CIUHHOMO3TOBOM, TIJIEBPATTbHOW U CHHOBUAIIBHOM KHUIKOCTSIX
U CeKpeTe MPeICTaTebHOM JKeIe3bl).

Cesasviganue ¢ benkamu

Hedrpuakcon obpatuMo cBs3bIBaeTCS ¢ albOyMUHOM. CTENEHb CBSI3bIBAHUS COCTABIISICT

npuMepHO 95% Tpu 3HAYEHUAX KOHIIEHTpaIMK eTpuakcoHa B miazMe kposu Menee 100 mr/im.
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Jlonis CBSI3aHHOTO C OEJNKOM IIa3Mbl KPOBU ueq%ﬁa'xlgpﬂa%heﬁgﬂéé&l J poé:r'_o';[' €ero
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KOHIIGHTPALlMM, TaK KaK CBS3bIBAHWE HACBHIIIAEMO M COCTAaBJIACT OKOJO 85% mpu 3HAYEHUU
KoHueHTpauuu 300 mr/m.

IIponuxHoseHue 6 omoenvHvle MKAHU

LledTpuakcon mpoHHKaeT 4epe3 OOO0JOYKH TOJOBHOTO W CHMHHOTO MO3ra (MO3TOBBIE
obomnoukn). IlpornkHOBeHHE HanboJee BBICOKO NpU MX BocmajgeHuu. CpenHss MaKCHUMalbHas
KOHIIEHTpalus e TpuakcoHa B CIMHHOMO3TOBOM KUAKOCTU JTOCTHTaeT 25% OT KOHIICHTPAIIUU
nedTprakcoHa B IiIa3Me KPOBU Y MAMEHTOB ¢ OaKTepHaIbHBIM MEHUHTUTOM, M TOJIBKO 2% OT
KOHILIEHTPALMK B IUIa3Me KPOBH Y ITAllMEHTOB C HEBOCHAJCHHBIMH MO3TOBBIMH OOOJIOUKaMH.
MaxkcumanbHasi KOHIEHTpanus HepTPUAKCOHA B CIIMHHOMO3TOBOM KHJIKOCTH JOCTHTAETCS Yepe3
4-6 4acoB 10CJI€ €ro BHYTPUBEHHOI'O BBEJICHHUSI.

LledTpuakcoH mnpPOXOOUT dYepe3 IUIAllEHTAapHbIH Oapwrep. LledpTpmakcoH B MaibIx
KOHLIEHTPALUSX BBIIEISACTCS C TPYIHBIM MOJOKOM (3—4 % OT KOHIIEHTpAlWH B IJIa3Me KPOBU Y
Martepu uepe3 4—6 4acoB).

Buorpancdopmarus

LledTpuakcon He moOABepraercs CUCTEMHOMY MeTaboin3My, a IpeBpallaercs B
HEaKTHBHbIE METa0O0JIUTHI MO JIeHCTBUEM KUIIEYHON MUKPO(IOPHI.

DIUMUHAIMS

OO0muit mnasMeHHbI KiIupeHc medTpuakcoHa coctaBisier 10-22 mu/mun. [lodeunslit
KIUpeHc paBHseTcd 5-12 mu/muH. 50-60% nedTpruakcoHa BBIBOJUTCS B HEU3MEHHOM BHJIE
noukamu, a 40-50% - B HEHW3MEHEHHOM BHJE KHIIeUYHUKOM. Ilepmoj mosyBbIBEAEHUS
e TpruakcoHa COCTaBISET y B3POCIBIX OKOJIO 8 4acOB.

IloyeuHas wIM ICYCHOYHAS HEAOCTATOYHOCTD

VY nmauMeHToB ¢ JIETKOW WM YMEPEHHOW MMOYEYHOU WM MEYEHOYHON HEIOCTATOYHOCTHIO
dapmakokHeTHKa IeTpUAKCOHA U3MEHSIETCS HEe3HAUUTENbHO. J[ake y MAIlMEeHTOB C TSXKENOH
MOYEYHON HEJOCTATOYHOCTHIO OTMEUAeTCs JIMIIbL HEOOJIBIIOE YBEIMYCHHE TEepHojia
MOJTYBBIBE/ICHHUS B IJIa3Me KPOBH (MEHEE ueM B 2 pasa).

YMepeHHOe YBeIMYeHHE TIepuoia TMONYBBIBENCHUs IE(TPHAKCOHA TIPU MOYCYHOU
HEJOCTAaTOYHOCTH MOXKET OOBSICHITHCS KOMIIEHCATOPHBIM TOBBIIIICHHEM HETIOYEYHOTO KIMpPEHca
obmero e TpuakcoHa B pe3yabTaTe CHUKEHHUS CBSI3bIBAHUS C OEIKaMU IJIa3Mbl KPOBH.

VY manueHToB ¢ MEYEHOYHON HEOCTATOYHOCTHIO MEPUO/ TIOJTYBBIBEACHUS 1IePTpPHaKCOHA
HE YBEJIMYMBACTCA B CBSI3H C KOMIIEHCATOPHBIM ITOBBIIEHUEM IOYEYHOTO KiupeHca. [Ipuunnoit
TaKk)Ke CIY)XHT YBEIMUEHHE KOHIICHTpAIMM CBOOOJIHOTO IeTpHUaKkcoHa B TUIa3Me€ KPOBHU, YTO
CIOCOOCTBYET TapaJ0KCATbHOMY TOBBIINICHUIO OOIIEro KIMpeHca mpemnaparta. Hapsay c

MOBBILICHHEM O0IIEro KJIMPEHCa TaKkKe OTMEYaeTcsl yBelndeHne oobeMa pacrpeaeeHusl.
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JIWI1a MOKUIIOro BO3pacTa

VY nmanueHToB crapiue 75 JIeT nepuo/ MOIYBBIBEICHU, B CPEIHEM, B JBa WIN B TPU pasa
0oJibllIe, YeM Y B3pOCIIBIX MAIMEHTOB.

eTH

VY HOBOpOXAEHHBIX JeTeld Iepuo]| IOJIyBbIBEACHUS ILe(TpHakcoHa YyBEIUYEH I10
CPaBHEHMIO C JPYrUMH BO3pacTHBIMU IpymnnaMu. B mepBbie 14 nHel >KM3HM KOHLEHTpaLus
CBOOOTHOTO HEPTPUAKCOHA B TJIa3ME KPOBU MOXKET OBITH JIOTIOJIHUTEIHHO MOBBINIEHA Oarofapst
HU3KOH KI1IyOOUKOBOM (pUIBTpallui 1 OCOOCHHOCTSAM CBSA3bIBAHUS MpernapaTa ¢ OeJIKaMu I1a3Mbl
KPOBH.

Y nanuMeHToB JETCKOTO BO3pacTa IIEPHOJ IIOJYBBIBEACHUS MEHBIIE, YEeM Yy
HOBOPOJKJCHHBIX U B3POCIIBIX.

3HayeHus IUIa3MEHHOro KJIHMpeHca U o0beMa paclpelesieHuss o0Iero uedrpuakcoHa
BBIILIE Y HOBOPOKJICHHBIX, TPYJAHBIX J€TEH U feTel Miiajiie 12 JeT 10 CpaBHEHUIO ¢ TAKOBBIMU Y
B3POCIIBIX.

®APMAIEBTUYECKHUE CBOMCTBA

6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

OTCyTCTBYIOT.

6.2. HecoBmecTUMOCTH

HedTpuakcon He cieayeT cMemMBaTh C APYTMMHU JIEKAPCTBEHHBIMU IpenapaTamMu, 3a
WCKJIIOYEHHEM YIIOMSHYTBIX B paszene 6.6.

PactBops! mpenapara Ledtpuakcon-JIEKCBM He cnenyeT cmemmuBarh uin 100aBIsTh B
PacTBOPBI, COJIeprKalie IPyriue NPOTUBOMUKPOOHBIE TpenapaThl.

Hedrpuakcon QapManeBTUYECKH HECOBMECTUM C  AMCAKPUHOM, BAHKOMUYUHOM,
@nykonasonom u amunoenuxozuoamu. Heodxonumo pasnenbHOe BBEICHHE.

OO0pa3oBaHue MPELUIUTATOB KaIbLIUEBBIX COJIeH 1ieTprakcoHa MOXKET MPOUCXOUTD MPH
cmemenun npemnapara Ledrpuakcon-JIEKCBM B/B u kampuuiiconepkaniyx pacTBOPOB, MpU
MCIIOJIb30BaHUU OJHOTO BEHO3HOro nocryna. Henb3s ucnonb3oBats Llegrpuakcon-JIEKCBM
BHYTPUBEHHO OJHOBPEMEHHO C KaJIbLUHCOJAEPKAIIMMHU pacTBOpaMu MJii BHYTPUBEHHOTO
BBEJICHHUS, B TOM YHCJIIE C ITTUTEIbHBIMU HH(PY3UIMH KaIbLUICOASPIKAIIMX PACTBOPOB, HAIIPUMED,
IIpYU NapEeHTEPATLHOM MUTAHUU C UCIOJb30BaHUEM Y-KOHHEKTOpa. [l Bcex Tpymi MaiueHToB,
KpOME HOBOPO’KIEHHBIX, BO3MOXKHO MOCJeI0BaTeIbHOE MpUMeHeHue npenapara Lledrpuakcon-
JIEKCBM BHYTpPHUBEHHO M KaJbLMHCOAEPXKAIIUX PACTBOPOB IPH TILATEIHHOM MPOMBIBAHUU
UH(Y3MOHHBIX CUCTEM MEXIY BIMBAHUAMU COBMECTHMOM >KUIKOCTHIO (cM. pazzaensl 4.2., 4.3.,
4.4.,4.8.).

6.3. Cpok rogHocTH (CpOK XpaHeHus1)
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e
y I

HeBckpbIThil Qi1akoH (MOCNEOQOBATENBEHOCTE 0003)

2,5 rona.

IIpuroroBiIeHHBINA PaCTBOP

OO0muM TpaBWIIOM JIOJDKHO OBITh HCIIOJNIB30BAHME PACTBOPOB cCpa3zy TMocCie HX
MPUTOTOBJICHHUS. B 3aBUCHUMOCTH OT KOHIIEHTpPALMM M MPOAOKUTEIBHOCTH XPAaHEHHUS IBET
pPacTBOPOB MOKET BAPHUPOBATH OT OJIEIHO-KENTOro 10 sHTapHoro. OKpacka pacTBOpa HE BIHUSET
Ha 3()()eKTUBHOCTH WU IEPEHOCUMOCTD IIperapara.

6.4. OcoOble Mepbl MPET0CTOPOKHOCTH MPH XPAHEHUH

B 3amuiiieHHoM OT cBeTa MecTe pH TeMiieparype He Boiie 25 °C.

VYcnoBus XpaHeHHs 10CJIE€ BOCCTAHOBJIEHUS U pa30aBiI€HMsI JIEKAPCTBEHHOT'O IIpernapara
cM. pazzen 6.3.

6.5. XapakTep u cojep:kaHue NePBUYHONH YIAKOBKH

I[lo 1 r uedprpumakcoHa TmOMEmMIAlOT B MPO3PAUHBIM  CTEKISHHBIA QuakoH |
THIPOJIMTHYECKOTO KJlacca, TEePMETHYHO YKYIOPEHHBIM TIPOOKOW pPE3MHOBOH, O00KaTou
KOJIMAYKOM aJIlOMHUHHUEBBIM.

Ha ¢nakon HakienBarOT CaMOKIIESAIYIOCS 3TUKETKY.

ITo 1 dpnakony BMECTe ¢ MHCTPYKLKEH IO TPUMEHEHHUIO MTOMEIIAIOT B KAPTOHHYIO MAuKYy.

VYnaxoexa ona cmayuonapos:

ITo 50 ¢akoHOB BMecCTE ¢ paBHBIM KOJIMYECTBOM MHCTPYKLIUN MO MPUMEHEHHIO B KOPOO
U3 KapTOHa KOPOOOUHOTO.

Ha xopo0 HakIenBaroT STUKETKY.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI JUJISl peaiu3aiiu.

6.6. OcoOble Mepbl MNPEeIOCTOPOKHOCTH MPH YHHYTOKEHHH MCIOJIH30BAHHOTO
JIEKAPCTBEHHOr0  Ipenapara MWJIH  OTX0JA0B, MOJYYEHHBIX IOCJie NPUMEHeHHUs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJISINMH C MIPenapaTom

OO0muM TpaBWIOM JIOJDKHO OBITh HCIIOJI30BAHME PACTBOPOB cpa3dy IMOCie HX
IPUTOTOBJIEHUS. B 3aBUCHUMOCTH OT KOHILIEHTpAalMM M TPOAOKUTEIBHOCTH XPAaHEHHUS IBET
pPacTBOPOB MOKET BAPHUPOBATH OT OJIETHO-KENTOro /10 sHTapHoro. OKpacka pacTBOpa HE BIUSET
Ha 3()()eKTUBHOCTH MU IEPEHOCUMOCTD IIpernapara.

I/IHCT]I)VI(HI/ISI 1O ITPUTOTOBJICHHUIO JICKAPCTBCHHOTO ITpC€riapara 1nepeJ BBEACHHUECM

s snympumvlueunoti unvexkyuu 1 T npenapara Leptpuakcon-JIEKCBM pacTtBopsioT B
3,5 M1 1% pacTBOpa IugoKanHa.
Jna enympusennou unvexkyuu 1 v npenapara Lledrpuakcon-JIEKCBM pactBopsitor B

10 M1 cTepuIbHOM BOMBI 1T UHBEKITUH.
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s enympueennou unghysuu pa3Boasar 2 r npen%@réiﬁe\%g&ﬁ;&gtﬁfﬁ{ #8940 Mn

OJTHOTO M3 CIIEAYIOIIMX HH(Y3MOHHBIX PAcTBOPOB, HE cojaepkamux HoHOB Kambuus: 0,9%
pacTBop Hatpus xjopuna, 0,45% pactBop Hatpusi xsopuaa + 2,5% pactBop nekcTposbl, 5%
pacTtBop AekcTpo3sl, 10% pacTtBOp nekcTpo3bl, 6% pacTBOp AeKcTpaHa B 5% pacTBOpE AEKCTPO3HI,
6-10 % pacTBOp THIPOKCUATHIIKPAXMaJIa, BOJA JJII HHBEKITHI.

Yrunuzanus

[Tonaanue JieKapCTBEHHBIX MPEMAPATOB B OKPYKAIOIIYIO CPEY TOJKHO OBITh CBEICHO K
MuHuUMyMy. He crienyer yTuiau3upoBarh npemnapaT ¢ MOMOIIBI0 CTOYHBIX BOJI MM BMECTE C
ObITOBBIMU OTXOAaMH. ClieIyeT UCII0Ib30BaTh YCTAHOBIICHHBIE CUCTEMbI YTUIIU3AIluH, €CII OHU
JIOCTYITHBI B BallleM PETHOHE.

Becy ocraBmimiicss NE€KapCTBEHHBIA TMpenapar MW OTXOAbl CJIEAYeT YHUUYTOXHTH B
YCTaHOBJICHHOM MOPSIKE.

Ymunuzayus wnpuyes/uen

Heo6xoanMo cobmoaTh cienyronme peKOMEHIAINH 110 UCTIONb30BaHUI0 U yTHIIN3ALUN
HITIPUIIEB U PACXOHBIX MAaTEPUAJIOB.

o Wrnel v mpuUisl Hedb3s UCHOIB30BaTh TOBTOPHO.

. Hcnonp3oBaHHbIE WIJIBI U IIMPUIBI TOMEMIAIOT B 3alIUIIEHHBIA OT IMPOKOJIOB
KOHTEIHep (EMKOCTB).

. JIaHHBII KOHTEHHEP XPaHAT B HEJOCTYITHOM I JE€TEN MECTE.

1. JAEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccus.

00O «ITPOTEK-CBM», 115201, r. Mocksa, Kammupckoe 1. a. 22, kopr. 4, ctp. 7.

Ten. +7 (495)-231-28-61 (n06. 20-11)

e-mail: info@protek-svm.ru

7.1. IlpeacTaBuTe/IU Aep:KaTe/Isl PerMCTPAIHOHHOIO YA0CTOBEPEeHus

IIperen3un HOTDC6PITCJ'ICI>1 HampaBJIITh 10 aApecam:

1. Poccus.
000 «MuTepdapmar, 300004, Tynsckas obmacts, T. Tymna, TopxoBckuii mpoesn, 1. 8.
Temn.: +7 (4872) 41-02-39

e-mail: interpharma@inbox.ru

2. Poccusi.

00O «Py3dapmar, 143132, MockoBckas o6sacth, Py3ckuii paiion, r. m. TydkoBo, yi.
Komcomonnsckas, a.12, ctp. 1. Ten. +7 (495) 797-11-52

e-mail: info@ruzpharma.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
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9. JIATA TEPBUYHON PETHCTPAIIMA  (IIOATBEPXKIEHUS
PETMCTPALINM, IEPEPETUCTPALIAN)

09.10.2023

10.  JIATA MMEPECMOTPA TEKCTA

OO01mmas xapakTepucTHKa JekapcTBeHHOTo npemapata Lledrpuakcon — IEKCBM nocrymnna
Ha HUH(OpMaLMOHHOM TopTasie EBpa3uiickoro 3KOHOMUYECKOro cor03a B HH(MOPMAalMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org/.
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