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MUHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJIEPALINN

MHCTPYKL A
IO MEJIMIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEIIAPATA
3UH®OPO® (Zinforo®)

Perucrpannonnbiii Homep: JII1-001912

Toprosoe HanmeHoBanue: 3uHGOPO®

Me:kayHapogHOe HeNMATEHTOBAHHOE WJIM TPYNIUPOBOYHOE HAMMEHOBaHME. IedTaposMHA
dbocamun

JlekapcTBeHHasi (popMa: TMOPOIIOK MAJisi MPUTOTOBIICHUS KOHIIEHTpaTa MAJisi MPUTOTOBIICHUS

pactBopa st UHPY3Hid

Cocras

B 1 ¢nakone comepxuTcs:

Jeiicmeyiowee  sewecmso. uedraponmnHa ¢docamuia anerar MoHoruapar 6684  wmr,
SKBHUBaJIEHTHBIN e Taponuny gpocamuiy 600,0 mr

Bcnomocamenvhoe sewgecmeso’ L-aprunun 395,0 mr

Onucanue

HOpOIHOK OT JKEJITOBATO-0EI0TO J10 CBETJIO-KCJITOIO IBETA

dapmakoTepaneBTHYECKasi FPyNNAa; aHTUOMOTHK, Le(harocCnopuH

Koa ATX: JO1DI02

DapMaKoJIOrHYecKue CBOMCTBA

dapMakOAHHAMHKA

[Tocne BHYTpUBEHHOTO BBEACHUS MPOJIEKapCTBO LedTaposnHa (hocaMuil ObICTPO MpEBpaIIaeTcs
B aKTUBHBIN 11eTapOIIHH.

MexaHn3M IeiCTBUS

[ledTaponua — aHTHOMOTHK Kiacca IeQaJIOCIOPUHOB C AaKTHUBHOCTHIO B OTHOIICHUU
TpaMIIOJIOKUTCIIbHBIX U I'PAMOTPULATCIILHBIX MUKPOOPTraHU3MOB.

B uccnenoBanusax in Vitro mokasaHo GakTepuiuaHoe aeicTBHe medrapoiinHa, 00yCIOBICHHOE
WHTUOMpPOBaHWEM OHOCHHTE3a KIETOYHOW CTEHKHM OaKTepui 3a CUeT CBS3BIBAHHS C
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neHnnwIMHCBs3bIBatomuMu - Oenkamu  (IICB).  lledraponuu mnposiBiseT OaKTEPUIMIHYIO
AKTUBHOCTh B OTHOIICHHWH METHHIMIUTMH-pe3uctenTHoro Staphylococcus aureus (MRSA) u B
OTHOIIICHUH TCHUIMIUTMH-HEUyBCTBUTEIbHOTO Streptococcus pneumoniae (PNSP) B cBsizu ¢ ero
BBICOKHM CPOZCTBOM K M3MeHeHHBIM [ICB 3THX MHKPOOPraHU3MOB.

CBs3b (baDMaKOKI/IHeTI/IKI/I n d)a]f)MaKOHI/IHaMI/IKI/I

AHTUMHUKpOOHAsi aKTUBHOCTh HedTaposMHa, TaKke Kak M Jpyrux Oera-JlaKTaMHBIX
AHTUOMOTHKOB, JIydIlle BCETO KOPPEIUPYET C HHTEPBAIOM BPEMECHH, B TEYCHHE KOTOPOTO
KOHIICHTpAIIUs Iperapara OCTAeTCs BBIIIEe MUHUMAIBHOUM moaaBisitoned konnenTpanuu (MIIK)
uHunupyromero mukpoopranusma (% I > MIIK).

Mexanusm pe3ucTEHTHOCTHA

Lledraponuu He akTHBEH B OTHOLICHMH ITaMMOB Enterobacterales, mpoayumupyrommx Oera-
naktamasbl pacmupenHoro crekrtpa (BJIPC) cemeiicte TEM, SHV unmu CTX-M, cepuHOBBIC
kapOanenemasbl (Ttakue kak KPC), wmeramno-Oera-nmakramassl kiacca B wmnm kmacca C
(medamocmopurazer AMpPC). Pe3ncTeHTHOCTh TakKe MOXKET OBITh CBS3aHA C HAPYIICHHEM
MPOHUIIAEMOCTH KJIETOYHOW CTEHKH OAaKTepUH WM C aKTUBHBIM BBIBEJICHUEM aHTHOMOTHKA
(@ddarokc). MukpoopraHusmM MOXKET 00Ja7aTh OJHUM MM HECKOJIBKHMMH MEXaHU3MaMH
PE3UCTEHTHOCTH.

IlepekpecTHasd PE3UCTEHTHOCTD

HecmoTpss Ha BO3MOXKHOE pa3BUTHE MEPEKPECTHOM PE3UCTEHTHOCTH, HEKOTOPHIE HITAMMBI,
PE3UCTEHTHBIE K IPYTUM Iie(anocriopuHaM, MOT'YT ObITh YyBCTBUTEIbHBI K LIE(PTapOIHHY.
Mukpoopranusmel, 06J1a4ar0IIKe TPUPOIHON PE3UCTEHTHOCTHIO:

Chlamydophila spp.

Legionella spp.

Mycoplasma spp.

Proteus spp.

Pseudomonas aeruginosa

BSaI/IMO]IeI\/’ICTBI/Ie C ApyrumMu aHTI/IMI/IKDO6HBIMI/I openaparamMmu

HccnenoBanus in VItro He BBIBWIM aHTaroHW3Ma IpH TNPUMEHEHUH LedTapoivHa B
KOMOMHAIMK C JPYTUMH YacTO Ha3HAYaeMbIMH aHTUMHKPOOHBIMHU IpernaparaMu (TaKUMH Kak
aMUKalllH, a3UTPOMUIIMH, a3TPEOHaM, JANTOMHUIIMH, JE€BOQIIOKCAIIMH, JTUHE30JIM/I, MEPOIIEHEM,
TUTEIMKJINH U BAaHKOMHIIVH).

YyBCTBUTEILHOCTh

YyBCTBUTEIBHOCTh AHTHOMOTUKOB IN VIO MEHsSETCS B 3aBHCHMOCTH OT Ieorpapuueckoro
peruoHa W C TEYEHHEM BPEMEHM, IO3TOMY IpU BBHIOOpE aHTUOAKTEpUALHOM Tepanuu

HEO0OXO0JMMO YUYUTHIBATh MECTHYIO HH(POPMAIUIO O PE3UCTEHTHOCTH.
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Ecnn nokanbHasi pe3MCTEHTHOCTh TaKoBa, 4YTO 3()(EKTHBHOCTh Mpemnapara B OTHOIIEHUU
HEKOTOPBIX MH(PEKINI CTAaHOBUTCS COMHUTEIILHON, HEOOX0IUMO OOpAaTHTHCS 32 KOHCYJIbTaluel
K JKCIIEPTY.

YyBCTBUTENBHOCTD K LIe()TapOIIMHY JOIKHA ONPENENAThCSA ¢ IIOMOIIBI0 CTAaHAAPTHBIX METOJIOB.
WuTepnperannio pe3yibTaToOB ClEQyeT MPOBOAMTH B COOTBETCTBUM C  JIOKAJbHBIMHU
PYKOBOJICTBaMH.

Ta6auna 1. IlorpanuyHble 3HAYEHHUS AJI51 ONpeAeeHUsl YyBCTBUTeAbHOCTH EBponeiickoro
KOMHMTETa 10 TEeCTHPOBAHMID AHTUMHMKPOOHOH uyyBcTBHTEeJdbHOCTH (EUCAST)

NnpeacraBjJaCeHbl HUXKE

MuKpoopranu3mMbl Horpanuunsie 3Hauyenuss MIIK (mr/o)
YyBCTBUTEIbHbIE Pe3ucrenTHbIe
(=9) (R>)

Staphylococcus  aureus  (mokaszammss  kpome | 11 > 22

ITHEBMOHHH )

Staphylococcus aureus (HeBMOHUS) 1t 1t

Streptococcus pneumoniae 0,25 0,25

Streptococcus rpynnst A, B, C, G [pumeuanue® [pumeuanue’

Haemophilus influenzae 0,03 0,03

Dumepodbaxkmepuu 0,5 0,5

1. OTHOCHTCS K BBEJIEHHIO LEePTapOIMHA B3POCIBIM MM moapocTkaM (¢ 12 xer u ot 33 Kr)
Kaxapie 12 yacoB B Buze 1-uacoBbix nHOY3uit (cM. paznen «Crnocod MprUMEHEHHs U J03bD»).
OOpatuTe BHHMaHuE, YTO HET JAaHHBIX MO KJIMHUYECKUM HCCIEJOBAHUSIM IPUMEHEHUS
neTapoiarHa IS JieueHWs BHEOONBHWYHOW THEBMOHHH, BBI3BAaHHOM S. aureus, mis
koTopbix MIIK nedraponuna cocrasisier > 1 mr/m.

2. OTHOCHUTCS K BBEJCHMIO Le(TapoiMHa Ui JICYCHHsS OCIOXKHEHHBIX HH(EKIMH KOXU U
MSITKHX TKaHEW B3POCIIBIM HITH ToApocTKaM (¢ 12 sret u oT 33 Kr) Kakaple 8§ 9acoB B BHIE 2-
yacoBelXx HMH(DY3ui (cM. pasgen «Croco06 mpuMeHeHHs W 103bD»). COrilacHO JTaHHBIM
(apMaKOKUHETHYECKOTO M (papMakoJMHAMUYECKOTO aHAJIM30B €CThb OCHOBAHHE IOJIaraTh,
uyro m30iaThl ¢ MIIK 4 Mr/m MOXXHO JIEeYUTh BBHICOKUMH J103aMH. S. aureus, Ui KOTOPBIX
MIIK nedraponrna coctaBiaseT > 4 MI/J1, BBIICISIIOTCS PEIKO.

3. qYBCTBI/ITeJ'[BHOCTI) OMpPEACIIACTCA 110 YyBCTBUTCIBHOCTHU K 6eH3I/IJ'IHeHI/IIII/IJ'IJ'II/IHy.

Knnanueckas 3d)d)€KTI/IBHOCTB B OTHOICHUH OTACIIbHBIX IMMATOICHHBIX MUKPOOPIraHUu3MOB

Huxe mnepeuncienbl mnaTOreHHbIE MHMKPOOPTaHU3MBI (MO TMOKa3aHUSIM K MPHUMEHEHUIO),
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qyBCTBUTENbHBIE K 1edTaponuHy in Vitr0, B OTHOUICHHH KOTOPBIX B KJIMHHYECKHX

UCCIIeIOBaHMX Obliia mokaszaHna 3()peKTUBHOCTD e TapoIHHA.

Ocnosicnennnle HH¢8KL(MM KOJCU U MAZKUX MKAHEU

I"paMII0JIOKUTENBLHBIE MUKPOOPTaHU3MEI

Staphylococcus aureus (Bkiro4asi METHIIMILTHH-PE3UCTEHTHBIC IITAMMBI)

Streptococcus pyogenes

Streptococcus agalactiae

I'pymma Streptococcus anginosus (Bkiarogaet S. anginosus, S. intermedius u S. constellatus)
Streptococcus dysgalactiae

FDaMOTDI/IIIaTCJII)HI)IG MHUKPOOPIaHHUu3MbI

Escherichia coli
Klebsiella pneumoniae
Klebsiella oxytoca
Morganella morganii

Buebonvnuunas nneemonusn

FDaMHOJ'IO)KI/ITeJ'II)HI)IG MHUKPOOPIaHHU3MBbI

Streptococcus pneumoniae (Bkirouas Ciiydau, COMPOBOXKIAIOIINECST OaKTEpUEMHUECH )
Staphylococcus aureus (ToJibko METHIIHIITMH-4YBCTBHTEIbHBIC IITAMMBI)

['pamMoTpuIIaTEIbHEIE MUKPOOPTraHU3MbI

Escherichia coli
Haemophilus influenzae
Haemophilus parainfluenzae

Klebsiella pneumoniae

ad)d)eKTI/IBHOCTB B OTHOHICHUMU APYIUX 3HAYMMBIX IMMATOT'CHHBIX MUKPOOPIraHU3MOB

Knuanyeckast 3¢ ¢pekTUBHOCTH Le(TapoinHa B OTHOILIEHHH NEPEUYHCICHHBIX HUXKE MAaTOT€HHBIX
MHKPOOPTaHU3MOB HE Oblla YCTAaHOBJIEHAa, OJHAKO pe3yJbTaThl MCCIENOBaHUK IN  Vitro
MO3BOJIAIOT IMpeArnoiaraTh, YTO OHU YYBCTBUTEIbHBI K ILEPTapOIMHY B OTCYTCTBHE
MPUOOPETEHHBIX MEXaHU3MOB PE3UCTEHTHOCTH.

['paMIIOI0KUTEILHBIS aHaSDOGH

Peptostreptococcus spp.

['pamoTpuIIaTEeILHBIC aHAYPOOI

Fusobacterium spp.
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Kmanyeckast 53 heKTUBHOCTE IPU BTOPUYHOIN OaKTeEpHeMHUHU

OrpanuyeHHOE KOJHMYECTBO MAIMEHTOB C BTOPUYHON OakTepueMueil ObLIO BKIIOYEHO B
KJIMHUYECKHE UCCIICIOBAHUS, TPOBOAMBIINECS IO MOKA3aHUAM OCIIOKHEHHON MH()EKIINU KOXKHU U
MSATKUX TKaHe MU BHeOONbHUYHOW mnHeBMOHMU. Cpeau 6 HCCIeIOBaHUN Cpelu B3POCIBIX
85/1446 (5,9%) mamueHTOB C OCJIOKHEHHOW MHGEKIHed KOXH U MATKUX TkaHed u 53/530
(10,0%) manueHTOB ¢ BHEOOJIHPHUYHON THEBMOHHUEH UMENN OaKTEepUEeMHIO Ha UCXOIHOM YPOBHE,
U3 KOTOPBIX 72 manueHTa noiaydainu uedrapoinus ¢pocamui. YacToTa KIMHHUYECKOTO H3JICUECHUS
y MalMeHTOB ¢ BTOPUYHON OakTepuemueit cocrapunu 76,4% B rpyimrme nedraponuna gocamuia
u 77,3% B rpynne cpaBHeHHs (a3TpeoHaM / BAHKOMUIIUH ISl OCIIOKHEHHON MH(EKIUN KOXKHU U
MSTKHX TKaHeH ¥ 1edTpuakcoH s BHEOOJbHUYHOW MHEBMOHMH). YacToTa KIMHHYECKOTO
W3JICUEHUs y MAlMEHTOB, HE CTpajaromux OakTepuemueit, coctaBuiu 85,1% u 82,2% B rpymre
nedraponuHa pocamuiia U B TpymIe cpaBHeHUs, (a3TpeoHaM / BAHKOMUIIUH NIl OCTIO>KHEHHOU
UHQEKIUH KOXKH M MITKAX TKaHeW © 1e(TpUaKCOH i BHEOOJbHUYHOW ITHEBMOHHH)
COOTBETCTBEHHO.

DapMaKOKHHETHKA

Makcumaspaas koHeHTpanus (Cmax) U IUIOIIAAb IO KPUBOU «KOHIEHTparus-Bpemsn» (AUC)
nedTapoirHa YBETUYMBAIOTCS TMOYTH MPOMOPIMOHATIBHO J103€ MPH OJHOKPATHOM BBEICHUU
npenapata B auanasone 103 ot 50 mo 1000 mr. He HaOmiogamochk 3aMETHON KyMyJISIIIHA
nedTraposiMHa TOCIIe MHOTOKpPAaTHOTO BHYTPHMBEHHOTO BBEACHHS mperaparta B go3e 600 mr B
Tedyenne 60 MUHYT Kaxaple 12 yacoB B TeueHue 14 1HEH 310pOBBIM J0OpPOBOIBIAM C
HOpMaJIbHOU (DyHKIIMEH MOYeK.

Habmroganuch aHamoruuHble ToOkazatenn cucremHoro BosueiictBus (AUC), mnepuona
noayBbiBeieHus nedTaponuda (Ti2) ¥ KaupeHca nedTapoiuHa mocie BeeaeHus 600 wmr
nedTaponrHa ¢pocaMuia 310pOBBIM T00pOBOIBIIAM B 00beMe 50 M KaXkIble 8 4acoB B TEUECHUE
SnHei B BUAe 5 MUHYTHOM mwiu 60 MMUHYTHOM MH(Y3UH, U BpeMs TOCTH)KEHUS MaKCHUMAaJIbHON
koHrentpanuu (Tmax) medraposdHa COCTaBWIO S5 MHHYT TIOCIA€ OKOHYAHHS HWHQY3UH
nedraponuna Gocamuna s o6eux MpojonKUTeNbHOCTeH nHQy3uu. Cpennee 3Hadenue (SD)
Cmax nedraponmna coctaBmwio 32,5 (4,82) mr/n npu mpoaoDKUTEIBHOCTH MHOY3HMH 5 MUHYT
(n=11) u 17,4 (3,87) Mr/n npu npoa0JKUTEIbHOCTH HHPY3uH 60 MuHyT (N=12).

Pacnpeoenenue

Crenens cBs3bIBaHUS 1edTapoinHa ¢ Oemkamu 1mia3mbl HU3Kas (mpumepHo 20%), mpemnapart He
MPOHUKAET B APUTPOLUTHL. Meamana oObeMa pachpenelieHUus] B PAaBHOBECHOM COCTOSIHHH Y
3I0POBBIX B3POCJBIX MY)KUHMH IIOCJI€ OJHOKPAaTHOIO BHYTPUBEHHOro BBeAeHHs 600 wr
nedraponmaa (docamuiaa, MEUEHHOTO HM30TOINOM, cocTaBuia 20,3 1, MOYTH Kak W 0OBEeM

BHEKJIETOYHOM KHUIOKOCTH.
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Memabonusm

B mnasme kpoBu moxa naeiictBuem ¢ocdaras mposiekapcTBo medraponuHa (ocammsl OBICTPO
npeoOpas3yeTcsi B aKTUBHBIN e(TapoIuH; KOHLIEHTPAIMK POJIEKaPCTBA OIAI0TCS U3MEPEHUIO
B IUJJa3Me, NPEUMYIIECTBEHHO, BO BpeMsi BHyTpuBeHHOM uHGy3uu. llpu rumponuse Oerta-
JAKTaMHOTO KOJIblla HedTapoinHa 00pa3zyeTcsi MUKPOOMOJIOTHYECKH HEaKTHBHBIA METabOoNHT,
nedraponua M-1. CoorHomenue cpeaaux 3nauenuit AUC nedraponnna M-1 k nedraponuny B
IUIa3Me KPOBH IOCTIE OJJHOKPATHOTO BHYTpUBEHHOTO BBeAeHus 600 mr nedraponuna pocamuia
3I0POBBIM JOOPOBOJIbIIAM cocTaBiisieT mpumMepHo 20-30%.

Mertabonu3m 1edrapoiinHa mpoTeKkaeT 6e3 yuyacTus n30epMeHTOB cUCTeMBbI ITuToxpoma P450.
IKckpeyus

LledTaponuH BBIBOAUTCS, MPEUMYIIECTBEHHO, MOYKaMmH. llodeuHblii KiMpeHc UedTapoInHa
OPUMEpPHO pPAaBEH WM HEMHOTO HHXE CKOPOCTH KIyOOYKOBOM (UIbTpallid B MOYKaX.
HWccnenoBanus TpaHCIIOPTEPOB iN VItr0 MOKa3bIBAIOT, YTO aKTHBHASI CEKPEIMs HE CIIOCOOCTBYET
no4yeyHoW snuMuHaimu nedraponuHa. CpeaHMH TNEpUoa MONYBBIBEACHHA HedTapoinHa Y
37I0POBBIX B3pPOCJBIX JIIOACH cocraBisger mnpuMepHo 2,5 wuyaca. Ilocie omHOKpaTHOTrO
BHYTpUBEHHOTO BBeneHuss 600 Mr ME4eHHOro M30TONoM nedraponuHa (ocamuia 310POBBIM
B3pPOCJIBIM MY>KUMHAM HpuMepHO 88% paanoakTUBHOCTU OOHAPYX UBAIOCh B Mo4ye U 6% — B
dexanusx.

Ocooble 2pynnvl nayueHmogs

Hapywenue ¢ynxyuu novex

[Tocne omHOkpaTHOM BHYTpuBeHHOH MH(y3un 600 mr nedraponuna docamuia B TeueHue 60
MUHYT Cmax TledTaposmaa B Tuiazme cocrapmia 28,4 + 6,9 mxr/mi, 28,2 + 5,4 mxr/mn u 30,8 £
4,9 MKT/MJ1 y TTaIMEHTOB C HOPMAaJIbHOHN (PYHKIMEH MoYeK, HapyleHneM (QyHKITH MTOYeK JETKOH
CTETIEHU U HapylleHHeM (QYHKLUU MOYEeK CpEeIHEH CTeNneHH TSHKECTH, COOTBETCTBEHHO. Cmax
e TapoiarHa JoCTUTanack MpuOIM3uTeNnbHO depe3 60 MMHYT mocie Hadana uHoysun. AUC
e TapoiIrHa YBEIMYMBAIACH MPOMOPIHOHAIBFHO CTENEHH HApyHMIeHHS (QYHKIUW IOYeK H
cocraBmia 75,6 + 9,7 mxrxu/mi, 92,3 + 25,3 mxrxu/mn u 114,8 £+ 14,1 MKrx4/Mi1 y TaliieHTOB C
HOpMaJIbHOU (yHKIMEH MOYeK, HapylIeHneM (YHKLMHU MOYEK JIETKOH CTENEeHH M HapylleHUEeM
(YHKIINU TIOYEK Cpe/lHEH CTeNeH! TSHKECTH, COOTBETCTBEHHO.

Koppekmust 10361 mpemnapara TpeOyeTcsl OeTsSM, HMOAPOCTKaM W B3POCIBIM MAIlMeHTaM, eCId
knupenc kpeatuHuHa (KK) < 50 m/mus (eM. paznen «Crnocod npUMEHEHUs U 103b1»).
HenocTtarouHo naHHBIX, TO3BOJISIIOIIUX PEKOMEHOBATh KOPPEKLHUIO J103bl MPU TEPMUHAIBLHOU
CTaJIuM MOYEYHON HENOCTATOYHOCTH Y MOJPOCTKOB B Bo3pacte oT 12 no 18 ser ¢ maccoit Tena
MeHee 33 Kr U neredl B Bo3pacte or 2 g0 12 jer. HemocTtaToyHO MAaHHBIX, MO3BOJISIOIIMX
PEKOMEH/I0BaTh KOPPEKLUIO J03bl y MALMEHTOB JETCKOro BO3pacTa 0 2 JIET C HapylleHUEM
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GYHKIIMHA TIOYEK CPeIHEH M TSHKEJIOW CTENEeHU TSHKECTH, a TaKKe C TePMUHAIBHOM cTaguei
MMOYEYHON HEJOCTATOYHOCTH.

Hapywenue ¢pynkyuu nevenu

Hccnenoanus hapMakOKUHETHKY LeTapoIrHa Y MalMEeHTOB C HapylIeHHeM (YHKIIUU EeYeHU
He mnpoBoawiIM. Tak Kak HeQTapoiMH HE MOJBEPraercs IMEeYEHOUYHOMY MeTadolu3My B
3HAUUTEBHON CTETICHU, HE OKHUJACTCSI, YTO HapylIeHne QyHKIUHU MeYeHH OyaeT CYIIECTBEHHO
BIUATh HA CUCTEMHBIA KiIupeHc nedraponuHa. [Io3ToMy He peKOMEHIyeTcs KOPPEKTHPOBATh
103y IpernapaTa y NalleHToB ¢ HapylleHneM QyHKIUHU [eUeHU.

Tooicunvie nayuenmot (> 65 1em)

[Tocne ogHOKpaTHOTrO BHYTpUBEHHOro BBeneHus 600 mr nedraponuHa ¢ocamuiia napaMmerpbl
(apMaKOKMHETHKH Tpernapara ObUIM CXOXHMH Y 3J0POBBIX MOXHIBIX Jonei (> 65 jer) u
3I0POBBIX MOJIOJABIX ManKeHTOB (18-45 meT). Y moXuibiX 10OpOBOJIBIIEB OTMEUEHO HEOOIBIIOe
yBenuuenne AUCo.. (Ha 33%), uYTo 0OyCIOBICHO, TJaBHBIM 00pa3oM, BO3PACTHBIMHU
W3MCHEHUSMU (QYHKIUH Todek. He TpeOyeTcs KOpPpEeKIUH [03bI Tperapara y IMOKHIIBIX
MAIMEHTOB ¢ KJIMPEHCOM KpeaTHHUHA BbIIIe 50 MII/MUH.

Iemu

HoBopoxneHHbIM, MIIaZieHIIaM, JETSIM M MOAPOCTKAM C Maccoil Tena meHee 33 kr Tpedyercs
KOPPEKIHst 10361 (cM. pa3zen «Crocod MpruMeHEHHs U JT03bD»).

Llon

[TapameTtpsl (hapMakOKWHETHKU MedTapoidrHa OBLTH CXOXXKHUMH Yy MYXXYMH M JKeHIIMH. He
TpeOyeTcst KOPPEKIMH JI03bl B 3aBUCUMOCTH OT T0J1a MalieHTa.

Paca

He wnaGmromanock CymecTBEHHBIX pa3iMuuii MapameTpoB (HapMakOKMHETHKH IedTaposiuHa Yy
MAIMEHTOB, MIPUHAICKAIINX K pa3HBIM dTHHYECKUM rpynmnaMm. He TpeOyeTcst KoppeKTHpOBaTh

A03Yy nperapara B 3aBUCUMOCTH OT pacChl IMMAallUCHTA.

Iloka3zaHus K NIPUMEHEHHIO

[penapar 3undopo® TNOKa3aH K NPUMEHEHHIO Y HOBOPOXKICHHBIX, MIIAJEHIEB, JeTel,
MOJPOCTKOB U B3POCIIBIX JJIsI ICUCHUS CIIeTYIOIUX WHPEKIUil:

OCJIOKHEHHBIE HH(PEKITNH KOKH U MIATKUX TKaHEH;

BHEOOJTHLHUYHAS THEBMOHMUSI.

[Ipenapar 3uH(OPo® MOXKET NPUMEHATHCA MPU JIEYEHHH B3POCIBIX NAIMEHTOB C BTOPUUHOM
OakTepueMuei, acCOIMUPOBAHHOW C OCIIO)KHEHHOW WH(MEKIHeld KOXHM U MSITKHX TKaHeH |
BHEOOJbHUYHON MHEBMOHUEH. HenocratouHo pmaHHBIX, NO3BOJSIOIIMX PEKOMEHAOBATh

npuMeHenue npenapara 3uH(opo® MpH JedeHHH MalUeHTOB JEeTCKOr0 BO3pacTa ¢ BTOPUUYHOIM
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OakTepueMuel, acCOIMUPOBAHHONW C OCJIOKHCHHOW WH(MEKIMeH KOXH M MATKHUX TKaHEH u
BHEOOJLHUYHON ITHEBMOHUEH.

UyBCTBUTEIBHOCTh aHTHOMOTUKOB IN VIIr0O MEHsSETCs B 3aBHCHMOCTH OT reorpapuueckoro
peruoHa W C TEYEHHEM BPEMEHM, I03TOMY MpU BbBIOOpEe aHTHOAKTEPHANILHOM Tepanuu

H606XOI[I/IMO YUYUTBIBATb MCCTHYIO I/IH(l)OpMaHI/IIO O PC3UCTCHTHOCTH.

IIpoTuBonoka3aHus

[ToBbIIIEHHAst YYBCTBUTEIBHOCTS K 1epTaponnHa Gpocammny wim L-apruauny.

[ToBbIIEHHAst 4YYBCTBUTEIBLHOCTS K 1e(haocriopruHam.

Tsoxensle pCakuuu MOBEIIIICHHOU YYBCTBUTCIIBHOCTH HCMCIAJICHHOTO THIIA (HaHpI/IMCp,
aHaUITAKTHYECKask PeaKIus) Ha JII000e APYyroe aHTHOAKTEPHAILHOE CPEJICTBO, UMEIOIIee OeTa-

JaKTaMHYIO CTPYKTYpY (Harmpumep, NEHULIUIMHBI WK KapOarieHEMBbI).

C 0CTOPOKHOCTBHIO

CyIOpOXHBIM CUHIPOM B aHAMHE3E.

IIpumeHeHnne Npu 6epeMEHHOCTH M B MEPUO/I I'PYAHOT0 BCKAPMJIUBAHUSA

bepemennocmeo

Knunuueckue naHHble O TpUMeHeHHH IedTaponnHa Qocamuna y OepeMEHHBIX IKEHIIUH
OTCYTCTBYIOT. VccienoBanuss Ha JKUBOTHBIX HE BBISBHJIM HEOJATONPHATHOTO BO3JICHCTBUS
nedraponmnaa pocamuina Ha GEePTUIBLHOCT, OEPEMEHHOCTD, POJIBI UJIU MOCIEPOIOBOE PA3BUTHE.
[penapar 3undpopo® He cileqyeT NPUMEHATH BO BPEMs OEPEMEHHOCTH, 33 HCKIIOUEHHEM
CIIy4aeB, KOT/Ia MOTEHIIMAaIbHAas MOJIb3a A1 MAaTepU MPEBBIIIACT BOSMOXKHBIA PUCK JIJIS TTO/IA.
Ilepuoo zpyonozo éckapmauganus

JlaHHBIE O TPOHUKHOBEHUH IehTaposiiHa B TPYAHOE MOJIOKO OTCYTCTBYIOT. OIHAKO, B CBSI3U C
TeM, YTO MHOTHE OeTa-TaKTaMHble aHTHOWOTHKYU BBIICTSIOTCS C TPYJHBIM MOJIOKOM, B ClTydae
HEOOXOMMOCTH Tepanuu mpenapatoM 3uHpopo® peKkoMeHAyeTcs NpeKpalieHHe IPyaHOro

BCKapMJIMBaHHA.

Cnocod npuMeHeHHs U 103bl

Ipenapar 3uHpopo® BBOAUTCS BHYTPUBEHHO B Buje UH(Y3uM B Tedenue 5-60 umu 120 MunyT
(cM. «IIpuroroBienue pactTBopa Aisi HHPY3HI).

[TpomOKUTETHHOCTh TEPANTMU JTOJDKHA yCTAHABIMBATHCS B 3aBHCHMOCTH OT THIA U TSDKECTH
MH(EKINH, OTBETA MAllMeHTa HA TEPAIHIO.

PexxuM go3upoBaHus y B3POCILIX U NAIIMEHTOB ASTCKOTO BO3pacTa
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PexoMeHioBaHHas /103a Mpenapara 31/1H(1)0po® coctaBisteT 600 mMr kaxnasle 12 4acoB B BHUIE
BHYTPHUBCHHOM HH(Y3UH MTPOAOIDKUTEIBHOCThIO 5-60 MuHYT (CTaHIapTHas J103a), C
COOTBETCTBYIOIIUM CHUKEHHEM JI03bI JUIs MTALIMEHTOB JIETCKOT0 BO3pPacCTa.

JUis  Jle4eHust OCJIOKHEHHBIX MH(PEKIMA KOXM M MATKMX TKaHEH, JI0OKa3aHO WM
IPENOI0KHUTENRHO BeI3BaHHBIX Staphylococcus aureus (S. aureus) ¢ MIIK nedraponuna < 2
mr/n, no3a mpenapata 3undopo® cocraBaser 600 Mr Kax/ple 12 4acoB B BHIE BHYTPUBEHHOI
UH(QY3UU TPOJOJDKUTENBHOCTRIO 5-60 MHUHYT (cTaHAapTHas J103a), C COOTBETCTBYIOIIUM
CHIIKEHHEM J03bI JUIsl MAIIMEHTOB JETCKOI0 BO3pacTa.

Jlis neyeHus NalueHToB ¢ OCIOXKHEHHBIMU HHPEKIUAMHI KOXKHU U MATKUX TKaHEH, JOKa3aHO UIIH
HPENOIOKHUTENIFHO Bbi3BaHHBIME S. aureus ¢ MIIK nedraponuna paBrHoi 2 mr/n wiu 4 mr/i,
no3a npenapara 3undopo® cocrasnger 600 MI Kaxble 8 4acoB B BHjie BHYTPUBEHHOH MHY3HH
IPOAOIDKUTENBHOCTIO 120 MUHYT (BBICOKAsl 03a), C COOTBETCTBYIOIIUM CHUKEHUEM JI03bI JUIS
NalMEeHTOB JIETCKOI'0 BO3pacTa.

Pexomenyemast UM TENbHOCTD JICUSHHS COCTABISCT S5-14 mHEH A 0CI0KHEHHBIX WHPEKITHHA

KOXXU U MATKUX TKaHel U 5-7 nHell i BHEOOJIBbHUYHOM THEBMOHUU.

Ta6auna 2 Jlo3upoBKa y B3pOcCjbIX ¢ HOPMAJIbHOH GyHKIMeH MoOYeK, KIUPEHe
kpeatunHa (KK) > 50 ma/mun

Iloxka3anus Jo3upoBka JuureabHocTh HHGY3UH
(mr/undysus) (MuUHYTBI)/yacToTa

Crangapraas go3a?

OcoxHeHHbIE HHEKITNH KOXXH U MATKUX TKaHel (0MMIKMT) 5 — 60%/kaxnpie 12 yacos

600 mr
Buebonpanunas nHeBMonus (BIT)

Bricokas g03a’

120/xaxpie 8 yacos
oMKMT , noka3aHO WM NPEANOIOKHUTEILHO BbI3BAaHHBIE

S. aureus ¢ MIIK = 2 mr/n vnu 4 mr/n st uedraposraa ®

2 Jlns ManueHToB ¢ KIMPEHCOM KpEeaTHHHHA, MIPEBHIMAIONIM HOPMAaJIbHEIC 3HAYCHHS, TTOTyJaIOINX CTAaHIAPTHYIO
JI03y TIperapara, MOXKeT ObITh MPEAIOYTUTENbHES JITUTSIFHOCTh HHY3uH 60 MUHYT.

% PexoMEHAALMH 110 JIUTEILHOCTH HH(Y3HU MeHee 60 MUHYT ¥ IIPUMEHEHHIO BEICOKHX 1103 OCHOBAHBI TOIBKO HA
pe3ynpTarax (hapMaKOKHHETHYECKHUX U (hapMaKOoIUHAMUYECKUX aHanm30B. CM pasnensl OcoOble yKa3aHus,
dapMaKoJOrHuecKue CBONCTBA.

B Jlns neuenus uH(EKIMIA, BRI3BAHHBIX S. aureus, mist kotoporo MITK uedraponuna cocrasisier < 1 mr/,
pEKOMeHAyeTCsl CTaHJapTHas J103a Mpenapara.

Ta6auuna 3  /[03MpoBKa y NaMEHTOB IETCKOI0 BO3PacTa ¢ HOPMAaJIbHOM GyHKIHEH
nouek, kaupenc kpearnnuna (KK) > 50 ma/mun*

Ioxazanus Bospacrhas rpynna Jo3upoBka JautensHocTh HHGY3HUN
(Mr/undy3usn) (MunyThI)/4acToTa
CranjaptHas no3a? IMoapocTku B BO3pacre OT
12 net o < 18 ner ¢ maccoit 600 mr 5-60%/kaxxapie 12 gacos
Tesa > 33 Kr
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OcI10)KHCHHBIC HHPEKITUH
KOH U MATKUX TKaHEH
(oIKMT)

BueboapHUYHAS THEBMOHUS

IoxpocTku B BO3pacTe OT

12 net no < 18 ner ¢ maccoit
Tena < 33 KT M IETH B BO3pacTe
oT > 2 ner o < 12 ner

12 mr/xr o
MaKCHUMaJIbHOH
10361 400 Mr

5-605/kaxxaplie 8 yacoB

MnaneHusl B BO3pacTe OT

-~
(BIT) > 2 MeCSIIEB 10 < 2 1T 8 Mr/KT 5-60%/kaxpic 8 yacoB
HoBopoxneHHsble ¢ poxxIeHus
110 < 2 MecAIeE 6 Mr/kr 60/kaxpIe 8 wacos
Bsicokas mo3a’ ety ¥ MOIPOCTKH B BO3PACTE 12 mr/kr go
oT > 2 net a0 < 18 et MaKCHUMaJIbHOK 120/xaxnpie 8 yacoB

oKMT , noka3aHo Wiu
MPEANOI0KUTETBHO
BBI3BaHHEIC S. aureus c

MIIK = 2 mr/n wiu 4 mr/n os
nedraponrHa ®

o361 600 Mr

MiazeHus! B BO3pacTe OT
> 2 MecH1eB 10 < 2 JIET

10 mr/xr

120/xaxnpie 8 yacoB

2 Jlns ManueHToB ¢ KIMPEHCOM KpeaTHHHUHA, PEBHIIAIONIAM HOPMAaJIbHEIC 3HAYCHHUS, ITOTyYaIOMIAX CTAaHIAPTHYIO
JI03y TIperapara, MOKeT ObITh IPEATIOYTUTEIbHEE JITUTEIHHOCT HHPY3UN 60 MUHYT.

% PexoMEHIALWH II0 JIUTENLHOCTH HHDY3HU MeHee 60 MUHYT ¥ IIPUMEHEHHIO BEICOKHX 03 OCHOBAHBI TOJIBKO Ha
pe3ynpTaTtax (hapMakKOKHHETHIECKHUX U (hapMaKOAWHAMHYCCKUX aHaim30B. CM. pa3gensl OcoOble yKa3zaHuUs,
®apMaKoJOrHYeCKHe CBOMCTBA.

B Jlns neuenus nHbEKIMH, BRI3BaHHBIX S. aureus, ot kotoporo MITK nedraponuna cocrasiser < 1 mr/m,
PEKOMEHyeTCsl CTaHAapTHas 103a IpenapaTa.
* PaccumTano no Gopmysie Illsapua (B Ma/mMun/1,73 M?) 115 NALKUEHTOB JETCKOIO BO3PACTA.

Hpumenenuey 0coobIx 2pynn nayuenmaoe

Hapywenue ¢ynxyuu novex

Ecim KK < 50 mn/muH, 103y mnpemnapara cieayeT KOPpPEKTUPOBATh B COOTBETCTBUU C

uHdopmarmeit, npusenenHoi B Tadbmumax 4 u 5 (cm. pazgen «DapMakOKHHETHKAY ).

Pexomengyemast JyIMTEIBHOCTD JICUEHUSI COCTABIACT 5-14 mHel N71sl OCIOKHEHHBIX WH(EKIUT

KOYKH M MATKHUX TKaHeH u 5-7 JHEW 11 BHCOOJIEHUYHOM ITHEBMOHUMU.

Taoauua 4

kpeatunnHa (KK) <50 ma/mun

Jlo3upoBKa y B3pOCJIbIX ¢ HApylIeHHeM (GyHKIMHU MOYeK, KIUPEeHC

Hoxka3anus Kanpenc kpearununa Jo3upoBka JuanrteabHocTh MHGY3UH
(ma/mun)? (mMr/undy3usn) (MUHYTBI)/9aCcTOTA
CranjaprHas /1032 >30u<50 400 mr
Octo)XxHEHHbIE HHPEKITUH
KOPKHU 1 MATKHX TKaHEH =15u=30 300 wr 5-60%/kaxxapie 12 yacoB
(oIKMT)
TepmuHambHas CTAIUS 200 mr
BreOonpHUYHAS ITHEBMOHHS I0Y€IHON
(BIN) HEJI0CTATOYHOCTH, B TOM
yycie reMo uanu3’
Bricokas go3a® >30u <50 400 mr
>15u<30 300 mr
oMKMT, nokasano wiu
TepMuHaTIbHAS CTa U
MPEAIOJIOKUTETHHO - 120/xaxnple 8 yacos
BBI3BaHHEIE S. aureus ¢ 200 mr
HEJIOCTATOYHOCTH, B TOM
MIIK = 2 mr/in unu 4 mr/n qns & 5
- YHUCJIe TeMOIUAIN3
e TapoIrHa
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2 Paccuntano no gopmyie Kokpopra — I'onra st B3pocnbix. Jloza ocnoBana Ha KK. KK cnenyer TmarensHo

KOHTPOJIUPOBaTh, a 7103y Mpernapara cleayeT KOPPEeKTUPOBATh B COOTBETCTBUH C (DYHKLIMEH TTOYEK.

LledTaposnH BEIBOAMTCS PH FEMOAHAIIN3E, TTO3TOMY Ipenapar 3uH(opo® HE06X0MMO BBOIHUTE MOCIIE

BBINTOJTHEHHS TEMOAMANIN3a B THA FeMOIAIIHN3a.

® PekoMeHalHH 110 [UINTEeIbHOCTH NHPY3un MeHee 60 MUHYT M IPUMEHEHHUIO BEICOKHX JI03 OCHOBAaHBI TOJIBKO Ha
pe3yibrarax (papMakOKHHETHYECKUX U (papMaKoJHHAMUYECKUX aHann3oB. CM. pazaenst OcoOble yKa3aHus,
®apMaKkoIOruuecKre CBOMCTBA

T Jlns nevyeHust MHQEKIMIA, BEI3BAHHBIX S. aureus, mis kotoporo MIIK nedraponuua cocrasiser < 1 mr/i,
PEKOMEHIYETCs CTaHAapTHAs 1032 TIpenapaTa.

Pekomennmanuu 1O JIO3UPOBAHMIO y JeTed M MOJIPOCTKOB OCHOBAHbI HAa JIAHHBIX
(apMaKOKMHETHYECKOTO  MOJENUpoBaHUSA.  HemocTaroyHo — JaHHBIX,  HO3BOJISIOIINX
PEKOMEHIOBaTh KOPPEKLHUIO J103bI MPH TEPMHHAIBHON CTaJWU MOYEYHOH HEZOCTATOYHOCTH Y
MOJIPOCTKOB B Bo3pacte oT 12 1o 18 net ¢ maccoit Tena MmeHee 33 Kr U jeTeil B Bo3pacTe oT 2 10
12 ner. HegocTtaTouyHO NaHHBIX, NO3BOJIAIOIIMX PEKOMEHA0BAaTh KOPPEKLMIO J03bl y JIeTeil B
BO3pacTe 10 2 JIeT C HapymeHueM (YHKIMHU MOYEK CPEIHEH M TSHKENOH CTENeHM, a TaKkKe C

TepMHHaHLHOﬁ CTaﬂHCﬁ MOYEYHOM HEJIOCTAaTOYHOCTH.

Ta6auua 5 Jlo3MpoBKa y NAIIMEHTOB AeTCKOr0 BO3PAcTa ¢ HapyuleHueM GpyHKIUH
nouek, kiaupenc kpeatnnuna (KK) < 50 mu/muu

Hoxa3anus Bo3pacthas rpynna | Kiupenc Jo3upoBka JaureabHOCTD
KpeaTHHMHA (Mr/mndysus) uHpy3uu
(Ma/mMun)? (MMHYTBI)/4acToOTa
C >30u <50 400 mr
TaHJApTHAS 71034
HapIHas X >15n<30 300 mr
[oapoctku B
TepmuHanbHast
BO3pacte oT 12 1o . "
o CTa/IHs TOYEYHOM 5-60%/kaxnsie 12 uacos
OcC0XXHEHHBIE < 18 ner ¢ maccoit
megocratounoctd, | 200 mr
MH(EKIUH KOKH 1 Tena > 33 kr
. B TOM YHCIIE
MATKUX TKaHeH S
(oMIKMT)
IMoxpocTku B 8 mr/kr no
Bo3pacre oT 12 et o | >30u <50 MaKCHUMaJIbHOMN
< 18 ner ¢ mMaccoif 10361 300 Mr .
5-60%/kaxpie 8 yacos
Tena < 33 KT M IETH B 6 mr/kr 1o
BueboabpanuHas .
BO3pacTe OT > 2 JieT >15u<30 MaKCUMallbHOI
nHeBMonwus (BIT)
o <12 ner o361 200 Mr
Bricokas no3a® 10 mr/kr g0
>30u <50 MaKCHUMAaJIbHON
oMKMT, noka3aHo 10361 400 Mr
WA
JleTd ¥ MOIPOCTKH B
MPEIIOIOKUTEITFHO
BO3pacTe OT > 2 JeT 8 mr/kr 1o 120/xaxipie 8 uacoB
BBI3BAHHBIE N
10 < 18 nmer >15u<30 MaKCHUMaJIbLHOMI
S. aureus c 0361 300 mMr
MIIK = 2 mr/n ninu o
4 mr/n gas
nedraponunaa "
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Ioxa3zanus Bospactnas rpynna | Knupenc Jo3npoBka J1uTeabHOCTD
KpeaTHHHHA (Mr/undys3ns) uHpy3uu
(ma/mun)? (MMHYTBI)/4acToTa

Paccuurano 1o gpopmyie IllBapua ms NalueHToB AeTckoro Bo3pacra (B Miu/mun/1.73 m?). Jloza ocHoBana Ha KK.
KK crienyer TmaTenpHO KOHTPOJIMPOBATh, @ J03y Mpernapara cileAyeT KOPPEeKTHPOBaTh B COOTBETCTBUH C
(byHKIHMEH MoYeK.

LledTapoIMH BEIBOAMTCS TIPY TEMOAHAIN3E, IO3TOMY Ipenapar 3uHpopo”™ HEOOXOAMMO BBOJMTH MOCIIE
BBIITOJTHEHHS TEMOANAIN3a B THA TEMOIHAIIH3A.

PexoMeHnganmy 1o AnUTENSHOCTH HHPY3UN MeHee 60 MUHYT M IPUMEHEHHIO BBICOKHX /103 OCHOBAHBI TOJIBKO Ha
pe3ynpTaTax (hapMaKOKHHETHICCKHUX H (hapMaKoAWHAMHYECKUX aHamim30B. CM. pa3nensl OcoOble ykazaHus,
®apMaKkoJIOrHuecKue CBOICTBA.

* Hns nedeHus nHOEKINH, BEI3BAaHHBIX S. aureus, ms kotoporo MIIK nedraponmaa cocrasisier < 1 mr/m,
PEKOMEHIyeTCs CTaHapTHas J103a Ipernapara

Hapywenue ¢ynxyuu neuenu

Her HeoOxomuMocTH KOPPEKTUPOBAThH 03y IMpernapara y MalUeHTOB ¢ HapylieHneM (GpyHKIuu
TICUCHH.

Tooicunvie nayuenmot (> 65 1em)

Her HeoOXxomuMocTH KOPPEKTHpPOBATh JI03y Mpenapara y NoXWwibix manueHTtoB ¢ KK

> 50 mir/mMuH.

Ilpuzomoenenue pacmeopa ona unghyzuii

[Tpy mpuroTOBIIEHMU M BBEACHUU IIpernapaTa HEOOXOAWMO COOJIIO/IaTh CTaHAAapTHBIE MpaBUiIa
acenTuku. Kaxplil uiakoH npegHazHaueH TOJIBKO AJIs OJTHOKPATHOTO IIPUMEH EHUS.

[penapat 3undopo® NopouoK s IPUrOTOBIEHNS KOHIIEHTpaTa Jisl IPUTOTOBIEHHS PacTBOpa
st uHGYy3ud ciaenyeT pacTBOpUTh B 20 MJ CTEpUIBHOM BOABI UIs MHBEKIUH. OmuH M
KOHIIeHTpaTa conxepxkuT 30 wmr unedraponunHa ¢docamuna. [lomydeHHBIH KOHIIEHTpAT
MPEACTABISIET CO0OM pacTBOp OJETHO-)KEATOrO0 IBETA, CBOOOJIHBIM OT BHUJIMUMBIX YACTHII.
KoHueHTpar Heo0X0AMMO HEMEJIEHHO HCIOJb30BaTh, HE XpaHUTh (BpeMs OT Hauaia
pacTBOpPEHHS MOPOIIKA 70 MOJHOTO MPUTOTOBJICHUS PacTBOpa ISl BHYTPUBEHHBIX MH(Y3HUI He
JOJIKHO TpeBbIIaTh 30 MUHYT).

Jnsg npurotoBieHus pactBopa s WH(QY3UH TMOTYYEHHBIH KOHLEHTPAT BCTPSAXHUBAIOT U
NepeHocAT B UHQY3HMOHHBIH (IAKOH, COAEpXKAIIMA OJHY U3 MEPEeYHCICHHBIX HIKE
COBMECTHMBIX HH(PY3HMOHHBIX KHJIKOCTEH:

0,9% pacTtBOp HaTpUs XJIOpHUIA,

5% pacTBOp AEKCTPO3HI,

0,45% pacTtBOp HaTpus xnopuaa u 2,5% pacTBop IEKCTPO3BI,

pactBop Punrep nakrar.

[Ipu mnpumenenun n03b1 mpenapata 600 Mr Bo (yakoH C COBMECTUMON WH(PY3MOHHOU
KUAKOCTBIO NIEPEHOCAT BECh MOJy4YEHHBIM KOHIeHTpaT (20 mu1), mpu npuMeHeHnu 10361 400 mr
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— 14 mn xonnenTparta. [{ns npumenenus no3sl 300 Mr cineayet nepeHectu 10 M1 KOHIIEHTpaTa, a
11t 10361 200 Mr — 7 MJT KOHIIEHTpAaTa.

PacTBop mns mHQY3UH MOXHO HMPUTOTOBUTH MyTeM J100aBICHHS KOHIEHTpaTa BO (IAKOH C
UH(]Y3MOHHON KUAKOCTBI0 00beMoM 50 M1, 100 mut um 250 mot.

O6beM uH(GY3MOHHON >KUIKOCTH Y TAlMEHTOB JETCKOTO0 BO3pacTa 3aBUCHUT OT MAacChl Tela.
Konuenrpanus pactBopa g nH(y3uil B mporecce ero NpuroToBICHHS U BBEIACHUS HE JOJDKHA
npeBbImaTh 12 mr/mi nepraponuna gpocamuia.

[Tocne mpuroToBiieHus: pacTBopa sl UHQY3UN €ro CleqyeT UCIOIb30BaTh B TEUEHUE 6 YacoB C
MOMEHTa npurotosieHus. [IpuroroBneHHblt pacTBOp A MHPY3UI cOXpaHSIET CTaOUIBHOCTD B
TedyeHue 24 wyacoB npu XpaHeHMHM B xonogwibHuke (2-8°C). Ilocne wu3BnedeHus wu3
XOJIONMJIbHUKA PACTBOpP sl MHQPY3UH HEOOXOAMMO HCIIOJIb30BaTh B TeUeHUE 6 4acoB INpu
KOMHATHOU TemrepaType.

Heucnonp3oBanHblil npenapaT WM OTXOAbl HEOOXOAMMO YTHIU3UPOBATh B COOTBETCTBUU C

MECTHBIMU Tpe6OBaHI/IﬂMI/I.

ITo0ouHOE nelicTBHE

Haubonee pacnpocTpaHeHHBIMH TOOOYHBIMHM pEaKIMSIMH, BO3HHKaOmMMH y > 3% wus
npu6au3uTENbHO 3242 MalMeHTOoB, HOyYaBIIMX mpenapaT 3uH(Opo® B  KIMHHYECKUX
WCCJIEIOBAHUSX, OBLITN IUapesi, TOJIOBHAsI 00JIb, TOITHOTA U 3y, KOTOPbIE OOBIYHO OBUIN JIETKOU
WINA CpeHeH CTEeNeHU TshKeCTH. Takke MOTyT BO3HHKHYTh NMOOOUYHBIE pEaKIMH, CBSI3aHHBIE C
Clostridium difficile, u peakiuu runep4ayBcTBUTEIBHOCTH.

bonee BricOKas yacToTa MOSABIECHUS KOKHOM CBHINK Y a3UaTCKUX MAI[MEHTOB (CM. HUXKeE) U Ooliee
BBICOKAsI 4acTOTa TMOJIOKUTEIHHOU TpsiMoii mpoOsl KymOca (cMm. pasnen «OcobOble yKazaHHs)
HaOJII01aIMCh B UCCIIEIOBAaHUM Y B3POCIIBIX MAIIMEHTOB C OCI0XHEHHBIMU HH(EKIUIMHI KOXU U
MSTKUX TKaHel, moiydaBmue npemapat 3uHpopo® B n03e 600 Mr B BUAE BHYTPHBEHHOM
MH(QY3UU TPOAOKUTENBHOCTHIO 120 MUHYT KaX/ple 8 4acoB.

Onenka 0e30MacHOCTH y MAlMEHTOB JETCKOro BO3pacTa OCHOBAHA HA JAHHBIX MO 0€30MacHOCTH
2 KJIMHUYECKUX MCCIIEJOBaHUH, B X0/1e KOTOPhIX 227 MalMeHTOB B Bo3pacTe oT 2 Mecsles 10 17
JIeT C OCJIOKHEHHBIMH MH(PEKIUAMH KOXKH U MATKUX TKaHEH MM BHEOOIBHUYHOM MTHEBMOHUEH
npuHuManu npenapat 3uadopo®. B menom, npoduns GeszomacHocTH mpenapata 3unH(opo® y
ATUX 227 MalMEHTOB ObUT CXOKUM C HAOIIOJaEMbIM Y B3POCIBIX MAIIUEHTOB.

Kpome Toro, orenka 06e30mMacHOCTH y HOBOPOXKAECHHBIX M MJIaJICHIIEB OCHOBaHA HA JaHHBIX IO
0€301aCHOCTH 2 HCCIE0BaHUM, B KOTOPhIX 34 manueHTta (BO3pacT OoT poxaeHus no 60 nHeil)
nosyyany npenapat 3uadopo™; 23 U3 3TUX NALUEHTOB MOJTYYHIN TOJILKO OJHY 103y Hpernapara
3unadopo®. B nenom, mo6ounsie 3PdEKTH, 0 KOTOPHIX COOOIIATOCh B ITHUX HCCIIENOBAHHUSIX,
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COOTBETCTBOBAIIM M3BECTHOMY MPOdIIIO 6€30MacHOCTH npenapaTa 3uHpopo®.

Hixe MMPEACTaBJICHBI HEXKCIIATCIIBHBIC PCAKIIMN, OTMCUABIHIUCCA B KIIMHUYCCKUX UCCICAOBAHUAX

¥ TIPU OCTPETHCTPALOHHOM IPUMEHEHHH Tipenapara 3ungopo®.

YacToTa HeKenaTelIbHBIX peaKHI/Iﬁ npeacraBjicHa B BUOC CJ'ICIIYIOI_Heﬁ Irpajganuyu: O4YCHb 4acTo

(> 1/10), gacro (> 1/100, < 1/10), mewacro (> 1/1000, < 1/100), penko (> 1/10000, < 1/1000),

JacToTa HCU3BCCTHA (HGBOSMO)KHO OLCHUTH HAa OCHOBAHWHU MMCIOIINXCA IIaHHBIX).

Taﬁ.lmua 4. YacroTa PA3BUTHUA HEKECJIATCTbHBIX peakunifl Mo KJIaCCy CHCTEMbI OPraHoOB

Opranbl 4 cucTeMbl

HesxkenarenbHas peakuus

JlaGopaTopHble okazarenu

Ouenb uacmo: NOJOXUTENIbHAS TIpsiMast ipoba Kym6cal

Heuacmo: ~ ynnuHeHWe  HpPOTPOMOMHOBOIO  BPEMEHH,
yAJIMHEHUE AKTUBUPOBAHHOTO YaCTUYHOTO
TPOMOOIIACTUHOBOTO BpPEMEHU, yBEJIMYEHUE

MCKAYHAPOAHOI'O HOPMAJIIM30BAHHOTO OTHOLICHUS

JKenmyno4yHO-KUIIEYHBIN TPAKT

Yacmo: nuapesi, TOITHOTA, PBOTA, 00JIb B )KHUBOTE, 3aI10p

HepBHaH CHUCTCMa

Yacmo: ToI0BHAS 6OJ'IL, T'OJIOBOKPYKCHUC

Heuacmo: cynoporu. suuiedanonatus™

Koxa u IIOAKOKHBIC TKaHU

Yacmo: chillb, 3y

Heuacmo: kpanuBHULA

Ileuenr m KEIIYCBBIBOIAIIIUE

Iy TH

Yacmo: TOBBIIICHUE aKTUBHOCTH TpaHCaMHHa3

Heuacmo: renatut

Cepaeuno-cocyaucrast

Yacmo: pnedut, Opaguxapaus

cucrema Heuacmo: omyuienue cepaueOneHus

JpixaTenpHas cucrema, | Yacmoma ne uzeecmna: 303MHO(PUILHAS THEBMOHUSA™
OpraHbl TPYIOHOM KIETKH U

CPEIOCTEHHUS

OOMEeH BElIECTB U [IUTaHNE

Yacmo: THIICPIIIMKEMHUSA, TUTTIOKAJIMEMH A

Heuacmo: THUIICPKATTUCMUSA

OOume  paccrpoiictBa U

PC€aKkn B MECTEC BBCIACHUA

Yacmo: nuxopajika, peakuuu B MecTe HMHQY3un (dpuTema,

¢ebur, 60I1b)

KpoBp u  numdarnueckas

CHUCTEMA

Heuacmo: aHeMus, JICHKOIICHHS, HEUTPOTICHUS ™,

TPOMOOIIUTOTICHHS

Peoko: r03uHOGUIHS™*, arpaHyI0IUTO3™

NmmyHHas cuctema

1,2

Heuacmo: runepuyBCTBUTENBHOCTh / aHa(UIAKCUS ™ “, OTEK

ry0 u nuna
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Wudexkunu 1 nHBA3UU Heuacmo: xonut, Ber3Banubiil Clostridium difficilet

IToukn u MOYECBBIBOIAIIUEC Hevacmo: HapyuIcHue (bYHKI_II/II/I II0YECK (HOBBIH_IGHI/IG

nyTH KOHIIEHTPALlUU KpeaTUHUHA KPOBH)

Cwm. pasznen «OcoObie yKa3zaHUs.

Cwm. paznen «IIpoTuBonokazaHus.

*HesxenarenbHbIe PeaKIMK BBISIBICHHBIE IPH TOCTPETUCTPAIIIOHHOM PUMEHEHUH.

Onucanue omoenbHbIX HEHCEAMENbHBIX PeAKUUIL

Traoicenvle KodicHble Hedceamenbhble peakyuu

[lpu npumeHeHnn OeTa-TAKTAMHBIX AHTHUOMOTHKOB, B TOM YHCIE Ie(aloCIIOPUHOB, OBLIN
3aperucCTpUpOBaHbl  TsDKEIble KOXHble HexenarenbHble peakuuud (SCARs)  (cunzpom
CruBeHca — J[)KOHCOHA, TOKCHYECKUN SMUACPMAlIbHBIM HEKPOJM3, JIEKApCTBEHHAsl peakius ¢
303MHOGWINEHl U CHUCTEMHBIMH CHMIITOMaMH, OCTPbI T€HEpalM30BaHHBIA 3K3aHTEMAaTO3HBIN
nyctyie3) (cm. pazaen Ocobble yKa3aHus).

Couins

ChInb 4acTO OTMEYAJIach y NAlMEHTOB C OCI0KHEHHBIMU MH(EKLIUAMU KOXKU U MIATKUX TKaHEH,
noiay4aBmux LepraponuHa ¢gocamuna B go3e 600 Mr kak B BUAE BHYTPUBEHHOH HH)Y3uu
POJOKUTENBHOCTBI0 60 MUHYT Kax/ble 12 yacoB (B 00bEIMHEHHBIX UCCIIEeI0OBaHUAX (a3bl 3),
TaKk ¥ B BHUJE BHYTPUBEHHOW HMH(Y3UM MPOAOIDKUTENBHOCTbIO 120 MHUHYT Kaxkable 8 4acos.
OpHako B MOArpyMNIe MAalMEeHTOB MOHTOJIOMIHONW Pachl, MOJy4aBIIUX HeTapoianHa GocaMuil

KaXJIbIe 8 4acoB, CHINIb OTMeYaIach oueHb 9acto (18,5%).

Ilepeno3supoBka

OrpaHuyeHHble JaHHbIE [0 TAalMEHTaM, NOJIy4aBIIUM mpenapaT 3uH(pOpo® B 103aX,
IIPEBBINIABIINX PEKOMEHIyEMbIE, TIOKAa3bIBAIOT HEKEIATEIbHbIE pEaKLHUH, aHAJOTHYHBIE
HaOJMIOAAaBIIMMCA Yy TAIMEHTOB, IOJyYaBUIMX Mpernapar B PEKOMEHIYEMBIX J103aX.
OTtHocuTeIbHBIE TIEPEO3UPOBKH MOIJIM BO3HUKATh y TMALMEHTOB C YMEPEHHBIM HApYyIIEHUEM
¢byaknun nouek. [Ipum nedeHun nepeno3upoBKH HEOOXOAMMOCThH CIEA0BaTh CTaHIAPTHOMN
MEAMIMHCKON MIPAKTHKE.

LledTaponrH MOXHO YIaluTh C TMOMOIIbIO I'eMOJAMANIN3a; B TEUEHHE 4-4acoBOTrO IEpHOAa

Jrann3a npuoIM3uTENbHO 74 % MOTy4eHHON 03Bl BBIBOJIUIIOCH C TUATTH3aTOM.

B3anmopeiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CPeACTBAMH
Knuanyeckue ucciaenoBaHus MO U3YUYCHHUIO JIEKAPCTBEHHOT'O B3aUMOICHUCTBUS ¢ 1e(TapOIMHOM

HE IPOBOJUIINUCE.
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B wuccnemoBanmsx in Vitro medraponuH He HHruOMpoBan u3opepMeHTHI IUTOXpoma P450
CYP1Al, CYP1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u
CYP3A4 u ve ungyuuponan uzopepmentsl CYPLA2, CYP2B6, CYP2C8, CYP2C9, CYP2C19,
win CYP3A4/5. B ¢cBsi3u ¢ 3THM BEPOSATHOCTh B3aUMOJICHCTBHUS HEPTApOIMHA C IperapaTaMH,
KOTOpBIE METa0OIU3UPYIOTCS MO AeicTBUEM U30(hepMEHTOB cucTeMbl uToxpoma P450, Huska.
LledTaponun He MeTaboIM3UpyeTCs MO AeicTBreM n3odepMenToB nuroxpoma P450 in vitro,
MO3TOMY, MAJIOBEPOSTHO BIHUSHUE HAa MapaMmeTpbl (ApMAKOKUHETHKH IePTapoiiHa TpU
COBMECTHOM ITPUMEHEHUHU C UHIYKTOPAMH WJIM HHrHOUTOpaMu n3odepMenToB nuroxpoma P450.
In vitro uedrapoaun He mepenocurcs 3(darokcHbBIME TpaHcmoprepamu P-gp wim BCRP.
Ledraponun ne nurubupyer P-gp, ciemoBareinbHO, B3aUMOJICHCTBUE C CyOCTpaTamu, TaKUMHU
KaK JUTOKCHH, He oxkuaaercs. Lledraponun seisercs ciadbiM narnouropom BCRP, HO manHbIi
3hdeKT He uMeeeT KIMHMYECKOW 3HauuMmocTd. VcciaemoBanust In Vitro mokasamu, dYTO
neTapoIrH HE SABISETCS CyOCTpaTOM, M HE HHTHOMPOBAI TPAHCHOPTEPHl OPraHUYECKHX
katnoHoB (OCT2) wu anumonoB (OAT1, OAT3) B moukax; I[O3TOMY, MAaJIOBEPOSTHO
B3aMIMOJICHCTBHE C IMpernapaTaMd, KOTOpPbIE WHTHOUPYIOT AaKTHUBHYIO ITOYCYHYIO CEKPCIHIO
(Hampumep, TpoOEHeUM]) HIM C TpernapaTamMH, KOTOpbIE SIBISIOTCS CyOcTpaTaMH 3TUX
TPAHCIIOPTEPOB.

B3aI/IMOI[€I\/’ICTBI/Ie C ApYIruMu aHTI/I6aKT€DI/IaJ'II>HI:IMI/I IpenaparamMu

TecTsl i VItro He BBISIBUIM aHTarOHU3Ma IPU COBMECTHOM MTPUMEHEHUH LIe)TapoJInHa U IPYTUX
YacTO  HUCHOJBb3YyEeMBIX  aHTHOAKTEpUAIbHBIX  MpernaparoB  (HampuMep,  aMHUKaIMHA,
a3UTPOMMIIMHA, a3TpeOHaMa, MJAlTOMULMHA, JEeBO(IIOKCAIMHA, JIMHE30JUAa, MepolleHeMa,

TUTEIUKIIMHA U BAHKOMUITUHA).

Oco0ble ykazanus

[lpy  npumeHeHMM  mpenapaTa  HEOOXOIUMO  PYKOBOJACTBOBaTbci  O(UIIMATIBHBIMU
PEKOMEHIallMsIMU 0 HaJIeXkKAIIEeMy HCIOIb30BaHUIO aHTHOAKTepUAIbHBIX MTPENapaToB.
Peaxyuu eunepuyscmeumenvrnocmu

Kak u npu npumeHeHun Bcex OeTa-TaKTaMHBIX aHTUOMOTHKOB, BO3MOXKHO Pa3BUTHE CEPbE3HBIX
peaxkiuil THIIEPUyBCTBUTEIBHOCTH (MHOT/AA C JIETAJIbHBIM UCXOA0M).

VY nanueHToB, MPUHUMAIONMINX OeTa-JIaKTaMHble aHTUOMOTHUKH, ObUTN 3aperuCTPUPOBAHbI TaKKe
TsDKeNble KOoXKHble HexenaTenbHble peakiuu (SCARs), kak cunapom CrtuBeHca-/[»oHCOHa,
TOKCHYECKUH ANHJEpPMalbHbI HEKPOJIM3, JIEKapCTBEHHAs peakius ¢ 2303uHO(UIMed U

cucteMHbIMU cuminitoMamu (DRESS-cuHapoM), oCTphIii TeHEpaIn30BaHHBINA YK3aHTEMATO3HbIH

nycryine3 (AGEP).
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VY NanmeHToB ¢ TMIEPYYyBCTBUTEIBHOCTHIO K IIe(arocriopiHaM, MEHUIWIIHHAM HIU JPYTUM
Oera-TakTaMHBIM aHTHOMOTHKAM B aHAMHE3€ MOXKET TaKXKe Pa3BUTHCS aJUIEPrHUEcKasi peaKius
Ha uedraponmuua ¢ocammwi. Ilepen HauanoM Tepanumu mnpenapaToM 3undopo® cremyer
TIIATETIbHO ~ WM3YYUTh  JaHHBIC  [AlMeHTa  Ha  NpPeaAMeT  BBIABICHUS  pEaKkIui
THIIEPYYBCTBUTEIIFHOCTH K OeTa-TakTaMHbIM aHTHOMOoTHKaM. [Ipemapar mpoTHMBONOKa3aH
NalMeHTaM C TOBBIIICHHON YyBCTBHTEIBHOCTBIO K IledaiocropuHaM B aHamHe3e. Takke
npenapar MPOTHUBOMNOKA3aH NAaIMEeHTaM, y KOTOPBIX paHee OTMEYAUCh TSKENbIe PEaKIIUU
HOBBIIIEHHON YyBCTBUTEIBHOCTH HEMEIJICHHOTO THIIA (HAapUMep, aHa(UIIaKTHIeCKasi peaKiiys)
Ha Jr000e Jpyroe aHTHOAKTEpHAIBHOE CPEACTBO, HMeollee OeTa-TaKTaMHYIO CTPYKTYpy
(HanpuMmep, NEHUIWIINHBI WK KapOarleHEMBbI).

HpI/I Pa3sBUTHUH TSDKEIION anneprnquKoﬁ PCaKMu MWW TSIKCIBIX KOXHBIX HEKCIATCIbHBIX

peakiuii (SCAR) HE0OX0IUMO HPEKpPaTUTh BBEACHHE JICKAPCTBEHHOI'O Mpenapara U NPUHATH

COOTBCTCTBYIOIINEC MCPHI.

Huapes, accoyuuposannas ¢ Clostridium difficile

[Ipy TpUMEHEHWU TMOYTH BCEX AHTHOAKTEPUANBHBIX IPEIapaToB, B TOM 4YHCIE Ipernapara
3undopo®, coobmIaoch O  Pa3sBUTHM  AHTUOMOTHKOACCOIMMPOBAHHOTO  KOJWTA |
NICEBIOMEMOPAHO3HOTO KOJIUTA, KOTOpPblE MOTYT BapbHUpOBaTh IO TSDKECTH OT JIETKUX [0
yrpoxaromux xu3Hu popm. Cienyer npuHUMaTh BO BHUMaHHE BO3MOXKHOCTh Pa3BUTHS KOJIUTA
IIpY BO3HMKHOBEHUHU Auaper Ha (hoHe mpuMeHeHus ledraposnnHa ¢ocamuna. B atom cimyuae
HEOOXOJUMO TPEKPaTHTh TEPANMIO HpernapaToM 3uHPOPO®, HPOBOAMTH MOAEPKUBAIOIIME

MEpOTpUATHS U Ha3HAuuTh crieruduueckoe jgeuenue Clostridium difficile.

Tlayuenmul ¢ cyOoOpoI*CHLIM CUHOPOMOM 6 AHAMHE3e

Kak u npu npumeHeHuum Jpyrux 1edaloCHOpUHOB, B HCCIEAOBAHMUSIX TOKCHUYHOCTH
nedTapoiarHa HabI0AAI0Ch Pa3BUTHE CYAOPOT MIPU MIpUEME MpenapaTa B 033X, MPEBHIIAIOIINX
Cmax B 7-25 pa3. OnbIT npuMeHeHus 1nedraposivHa y MalueHTOB ¢ CY0POKHBIM CHHIPOMOM B
aHaMHe3€ OrpaHHUYeH, B CBSA3M C YEM CIeQyeT COOJI0JaTh OCTOPOKHOCTh MPH MPUMEHEHUU

npenapara 3uHGopo” y 3TOi IpyMbl NAUEHTOB.

Ipsamoti anmuenodynunogwiii mecm (npoba Kymoca)

[TonoxxurenpHbId TpsiMON aHTUTIO0YIMHOBBIA TecT (ITAT) moxer ObITh mModydeH Ha (oHe
npumeHeHus uedanocnopuroB. Yacrora monoxkutenpHoro I[TAT y manueHToB, MOTyYaBIIMX
nedraponuna ¢pocamuia B 1o3e 600 Mr B Buae BHYTPUBEHHON MH(Y3UH MPOJOIHKUTEIBHOCTHIO

60 MuHyT Kaxkasie 12 gacos, coctaBmia 11,2% B AT 00beAMHEHHBIX UCCIEIOBAaHUAX (a3bl 3 U
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32,3% B uccnepoBanuu, rae nedraposnHa (ocamua HazHaydaics B jgo3e 600 mr B BHIE
BHYTPUBEHHOW HH(Y3UU MPOAOIDKUTEIBHOCThIO 120 MuHYT Kaxnabie 8 yacoB. Hu y omHOro
nanueHTa ¢ nonoxutenbHbiM [TAT Ha ¢oHe npumeHeHus 1edTaponnHa ¢ocaMuia He
BBISIBJICHBI IIPU3HAKU remoin3a. OQHaKo, BO3MOXKHOCTh Pa3BUTHS T€MOJIUTUYECKON aHEeMUU Ha
¢one npumenenus uedanOCHOPUHOB, BKiItoyas mpenapar 3uH(opo®, HeIb3s HCKIIOYUTH.
Takyro BO3MOYKHOCTb HEOOXOJUMO YUHUTHIBaTh y IALIUEHTOB C aHEMHEH, HaOJOJAIOLIEICS BO
BpeMs MM HOCIIe IPUMeHeHus rpernapara 3undopo®.

HeuyecmeumenvHvle MUKpoOopeanusmbl

[Tpu npumenenuu nedrapoivHa pocamuia, Kak U JPYrUX aHTHOMOTHKOB, MOXET Pa3BUTHCS
cynepuHQpeKuus.

OzcpanuienHocms KIUHUYECKUX OaGHHbIX

OddexTuBHOCTh Tepanuu HePTapoIUHOM (OCAMUIOM B3POCIBIX IMAIUEHTOB C BTOPUYHOU
OakTeprueMueil ObUIa TPOAEMOHCTPUPOBAHA HA OTPAHUYCHHBIX KIIMHUYECKUX JAHHBIX, BKIIIOYas
OTJENbHBIE COOOIeHHss 00 OmbITe IOCTPETUCTPAIIMOHHOTO TPUMEHEHHS W JaHHBIC
PETPOCIIEKTUBHBIX HCCIeA0BaHUI. OTCYTCTBYET ONBIT MPUMEHEHUS nedTaposnHa Ui JCUCHHS
BHEOOJTPHUYHONH  MHEBMOHHHM B  CJHEIYIONIMX Tpynmax MalMeHTOB:  MalueHThl ¢
UMMYHOJE(PUIIUTOM C TSHKEJIBIM CEIICHCOM/CENTUYECKUM IIOKOM, TsKenol (OHOBOM 00JIe3HBIO
JIETKUX, NalMeHThl ¢ V kiaccoM pucka no mkaie PORT u (unu) ¢ BHeOONbHUYHONW THEBMOHHEH,
TpeOyIomel WCKyCCTBEHHOW BEHTHWJISIMM JIETKUX HAa MOMEHT IIOCTAaHOBKH JMarHo3a, C
BHEOOJTPHUYHON TMHEBMOHHUEH, BBI3BAHHON METUIILIUH-PE3UCTEHTHBIMU S. aureus, wiu
HalMeHThl, TpeOyIolre WHTEHCHUBHOM Tepanmuu. Y TaKUX MNAIMEHTOB MPUMEHSTH Ipernapar
CJIETyeT C OCTOPOKHOCTBIO.

Her ompiTa nedenus mnedTaponnHOM OCIOKHEHHBIX WHQEKIUH KOXH M MSITKHX TKAaHEH B
CIEAYIOUIMX Tpynmax MalUdeHTOB: MalUeHThl C HUMMYHOAE(DUIMTOM, C  TSKENbIM
CENCHUCOM/CeNTUYECKUM IIOKOM, HEKPOTUYECKUM (hacCIIMMTOM, MEPUPEKTAIbHBIM a0CIeccoM U
MAIMEHTHI C 0KOTaMH TPEThEH CTENEeHW W OOMIMPHBIMHU OKOTaMu. OTpaHHYEH OTBIT JICUCHHS
MAIMEHTOB ¢ WHPEKIMAMH JUa0eTUYECKON CTOMBI. Y TaKUX MAlMEHTOB NMPUMEHATH IMperapar
CJIEYET C OCTOPOKHOCTBIO.

Ocnooichennvie UHGexyuu Koxicu u MsaeKux mxawnel, evizeanHvle S. aureus ¢ MIIK > 1 me/n x
yepmaponuny

CyIecTBylOT OrpaHWUYEHHBIE KIMHHYECKHE JAaHHBIE O JICYEHUH Me(TapOIUHOM  B3POCIBIX
MAIUEHTOB C OCIOKHEHHBIMH WH(MEKIMSIMH KOXU M MSATKUX TKaHEH, BBI3BaHHBIX S. aureus c
MIIK > 1 Mr/n x ueTapoiauHy, ¥ OTCYTCTBYIOT KIMHUYECKHE JaHHBIE O JICYEHUH OCIIOKHEHHBIX
nHpeknuit koxu u Miarkux Tkade npu MIIK k nedraponuny, paBHoi 2 Mr/a wim 4 mr/a. Tem
HE MeHee pPeKOMEHJALMU 10 J03MPOBKe mHpenapara 3UHPOpo® 1 JedeHHs OCIOKHEHHBIX
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WH(]EKIUH KOXU M MIATKMX TKaHEH, BbI3BaHHBIX S. aureus ¢ MIIK > 1 mr/a k nedraponauny,
OCHOBBIBAIOTCS Ha  (DapMaKOKMHETHYECKOM/(PapMaKOJUHAMUYECKOM  MOJCIMPOBAHUU U
cumynsamuu (cMm. paszen «Crnocob mpuMeHeHHs W 103bI»). Ilpemapar 3undopo® He ciexyer
UCTIOJIB30BATh JUIS JICYCHUS! OCIIOKHEHHBIX MH(MEKIUH KOXHM M MSITKHX TKaHEH, BBI3BAHHBIX S.
Aureus ¢ MIIK > 4 mr/a x nedraponuny.

Tayuenmoi demckozo 6o3pacma < 2 mecayes

PexomentyeMsblii pexxuM J03upoBaHus mpenapaTta 3uH(opo®, mpuUBeneHHBINH B Tabmuie 3 i
netell B Bo3pacTe < 2 MecsIeB, OCHOBaH Ha ()apMaKOKWHETHYECKOM U (apMaKoMHAMUYECCKOM
MOJICIIUPOBAHUH U CHMYJISIIUH.

Pexomennaryu no nimMtenbHOCTH HHQPY3un MeHee 60 MHHYT OCHOBAHBI TOJBKO Ha pe3yJbTaTax

q)apMaKOKI/IHeTI/I‘IeCKI/IX u (1)apMaKOIH/IHaMI/I‘~I€CKI/IX AHaJIN30B.

Bansinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MeXaHU3MaMU

He mpoBoamioch ucciea0BaHuil o U3ydeHHIO BIMAHUS mpenapara 3uHdopo”® Ha CHOCOOHOCTH
K BOXJCHUIO aBTOTPAHCIIOPTA M YIIPABJICHUIO MHBIMH MeXaHu3MaMu. Bo Bpems Tepanuu MOTyT
BO3HHUKATh HEXeJaTelbHbIC SBICHHS (HANpUMEp, TOJIOBOKPY)KEHHE), TO3TOMY CICIYeT
coONI0AaTh OCTOPOXKHOCTh MPU YIPABJICHUU TPAHCIIOPTHBIMU CPEACTBAMU U TPU 3aHITHUIX
JPYTUMU TIOTEHIIMAJIbHO OMACHBIMU BHJIAMH JACSTEIHHOCTH, TPEOYIOIIUMHU TOBBIIIICHHOM
KOHIIEHTPAIlMM BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX peakuuid. [Ipu mosiBJI€HUU ONMMCaHHOTO
BBIIIE HEXEJATEJIbHOTO SIBIICHUS CIIEAYEeT BO3JEP)KATHCS OT BBINOJIHEHHUS YKa3aHHBIX BUJIOB

ACATCIIBHOCTH.

dopMa BbIIIYCKa

[Topomiok st MPUTOTOBJIEHUSI KOHIIEHTpaTa Ui MPUTOTOBIIEHUsS pacTBopa A uHy3ui, 600
MT.

[To 600 Mr neicTByroLIEro BeUiecTBa B MPO3pavyHble CTEKISHHbIE (DIaKOHBI BMECTUMOCTHIO 20
mia (tun 1 EBp.®apm.) 3akpbiTble OpoMOyTHIIOBOW pPE3WHOBOW MPOOKON C TMOKPBITHEM U3
(GTOpUpPOBAaHHOTO  TOJMMEpPA,  3aKPHITOM  CBEpPXy  QJIIOMHUHUEBBIM  KOJMAykOM  C
HOJUNPONUIeHOBON KpbIKoH (“dmum-odd™). Ilo 1 mam 10 ¢rakoHOB ¢ MHCTpYKUMEH IO

MIPUMEHEHHUIO B KAPTOHHYIO MMaYKy ¢ KOHTPOJIEM IIEPBOTO BCKPBITHS.

YciaoBus XxpaHeHUs

[Tpu Temmeparype He Boimie 30 °C. XpaHuTh B MecTaX, HEOCTYITHBIX /IS ICTEH.

Cpox rogHocTu
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3 roga. He mpuMeHATh MO NCTEYECHUHN CPOKA TOAHOCTH.

YcaoBus ornycka

OTnycKaroT 1Mo peLernTy.

HaumeHoBaHue M aJpec OPUIMYECKOr0 JIMIAa, HA HMS KOTOPOr0 BbIIAHO
perucTpaluoOHHOE YI0CTOBEpEeHHe

[aitzep Unk., CILIA

Anpec: 235 Ucr 42-as Ctput, Heio-Mopxk, mrrat Heto-Hopk, 10017, CLLIA
IIpousBoaurenn

D1iCudc lobdap C.m.A.,

Buane Annerra 2a/12-3/5, 20067 Tpubuano, Munan, Mramus

IIperen3un norpedureneii HanpapiasaTh o agpecy OO0 «Ilgaiizep UnHOBanMM»:
123112 Mockaa, [Ipecnenckas nao., a1.10

b1l «bamus va HabepexHoi» (biok C)

Tenedon: (+7 495) 287-5000

dakc: (+7 495) 287-5300/287-5067
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