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OBLIASI XAPAKTEPUCTHKA JI APCTREGABRORPERRBRTRE 0004

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

LledTpuakcon, 0,5, MOPOMIOK /Ui NPHUTOTOBICHHUS pAcTBOpa s BHYTPUBEHHOTO H
BHYTPHUMBILLIEYHOT'O BBEICHU.

LlepTpuakcon, 1r, MOpOIIOK i HPUTOTOBICHHS pPacTBOpa JUIsi BHYTPUBEHHOTO W
BHYTPHUMBILLIEYHOT'O BBECHU.

2. KAUECTBEHHbBIN U KOJJMUYECTBEHHBIN COCTAB

JleiicTBytolee BEmecTBO: e TPHAKCOH.

LledTpuakcon, 0,5 T TNOPOMIOK JUlsi TPUTOTOBICHHS DPACTBOpA JUIS BHYTPUBEHHOTO H
BHYTPUMBIIICYHOI'O BBCACHU .

Kaxnpiit paakon comepxut 0,5 T nedTprakcoHa HaTpUS TPUCECKBUTUAPAT (B mepecyere Ha
e TPUaKCOH).

LlepTpuakcoH, 1 r MOpPOIIOK Juis TPUTOTOBJICHUS PACTBOPA JIIS BHYTPHUBEHHOIO U
BHYTPUMBIIIICYHOI'O BBCACHH .

Kaxnapiii dhakon comepxut 1 1 nedrpuakcoHa HATpHUsl TpUCECKBUTHApPAT (B mepecyere Ha
e TPUAKCOH).

BcrnoMoraTenpHbIe BEIIECTBA, HATMYUE KOTOPBIX HAJI0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuil (cM. paszaen 4.4.).

[TonHbIH MepeueHb BCIIOMOTAaTENIbHBIX BEIIECTB MPHUBEIEH B pa3zaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
ITopomok 11 TPUTrOTOBJIEHUS PacTBOPaA JIJIsl BHYTPUBEHHOT'O U BHYTPUMBIILIEYHOT'O BBEICHUS.
Kpucrannuueckuii mopomok 0ei10ro Uiy nouty 0enoro 1BeTa ¢ KeJITOBAThIM OTTEHKOM.

4. KIMHUYECKHUE JAHHBIE

4.1. IloxkazaHus K NPMMEHEHUI0

WNHdexnuy, BBI3BaHHBIE YYBCTBUTENBHBIMU K I€PTPUAKCOHY BO30YIUTENSIMU: CEIICHC;
MEHUHTUT; nucceMuHupoBanHas O6ose3ns Jlaiima (II u Il ctagum 3aboneBanus); nHbEKITUN
OpraHoB OpIOIIHONW MOJOCTH (NEPUTOHUT, WHQPEKIUH >KEIYHBIX IyTeH M JKEeIyI0YHO-
KHILIEYHOI'O TPaKTa); HHPEKLUNN KOCTEH, CyCTaBOB, MSATKUX TKAaHEH, KOXKH, a TaK)KE€ PAHEBbIE
UHPEKIMHY; UHPEKIUU Yy MalUeHTOB C OCHabJeHHbIM UMMYHHTETOM; MHQEKIUH MOYeK U
MOUEBBIBOIAIIMX MyTel; NHPEKLNHU IbIXaTeIbHbIX yTel, 0COOEHHO MHEBMOHUS, U HHPEKIIUU
JIOP-opranoB; MH(EKINN TOJIOBBIX OPraHOB, BKJIOYAsi TOHOPEIO.

[TepuonepanronHas npopuIakTUKa HHPEKIUH.

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHHU S

Pexxum no3upoBanus

CmanoapmHuuwlii pexcum 003upo8aHus

B3spocnvie u demu cmapuie 12 nem > 50 ke: o 1-2 r onuH pa3 B cyTku (kaxasie 24 yaca). B
TSDKEJBIX CIIydasX WU NMPU UHQEKIUIX, BO30YAUTETN KOTOPHIX 00Iaal0T UMb YMEPEHHOU
qyBCTBUTEIBHOCTHIO K IE()TPUAKCOHY, CYTOUHYIO /103y MOKHO YBEJIMUUBAThH J10 4 T.
IIpodondicumenvHocmsy aeyenus 3aBUCUT OT NTOKa3aHUH U TeueHus 3aboseBanus. Kak u Bcerna
py aHTHOMOTUKOTEpaNuu, BBeIeHUE 1leTpHakcoHa MallMeHTaM ClieayeT MPOoJoDKaTh ellle B
TeYeHHe MUHUMYM 48—72 4acoB MOClie HOpMaJIHM3ald{d TEMIEPaTypbl M TIOATBEPIKICHHS
dpaauKaliy BO30OyIUTENS.

OObIyHO Kypc JiedeHHs! cocTaBisieT 4—14 nHel; NMpU OCIOKHEHHBIX HHQEKIHAX MOXKET
notpedoBaThcs OoJiee MPOJOHKUTEIEHOE BBEJICHHE.

Kypc neuenus npu nHpekuusax, BI3BaHHBIX Streptococcus pyogenes, T0KEeH COCTaBIATh He
meHee 10 nHeil.
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50 Mr/kr (BbIcIIasi CyTO4Hasi 70332 — 2 T') B3POCIBIM U JIETSAM OJUH pa3 B CYTKH B TECUCHHE
14 nuein.

lonopes (8vi36aHHAs  NEHUYUITUHAZ000PASYIOWUMU U NEHUYULTUHAZOHEoOpaA3VIouUMU
wmammamu)

OnHokpaTHOE BHYTpHMBIIIeUHOEe BBeaeHue 250 mr mpemapata lledTpuakcoH B3pOCIBIM
nanueHTam u aetsm crapiie 12 et > 50 kr.

Ocmpuiii cpeOHull omum

[lpy 7neyeHMM OCTPOrO CpemHero OTHTa Yy JAeTed pPEeKOMEHAYeTCS OIHOKpaTHOE
BHYTPHUMBIIIEYHOE BBeJIeHHE B 03¢ 50 mMr/kr (HO He Oonee 1 r).

B3pociieiM pekoMeHyeTcs OTHOKPAaTHOE BHYTPHMBIIIIEYHOE BBeieHHE B 103¢ 1—2 1. CornacHo
OTPaHUYECHHBIM JAHHBIM, B TSDKEIBIX CIy4asX WIA TpU HEdPPEKTHBHOCTH MPEIbITYyIICH
Tepanuu, NeGTPHUaKCOH MOKET OBITh 3()(h)EeKTHBEH ITPH BHYTPUMBILIIEYHOM BBEICHUH B J103€ 1—
2 T B CyTKU B TCUCHHE 3 THEH.

IIpogunaxmuka nocnreonepayuoHHvix UH@Dexyuil

B 3aBucuMocCTH OT cTeneHn HH(EKIIMOHHOTo prcka BBoautes 1-2 r npenapata Lledrprakcon
onHokpaTHO 3a 30-90 MuH 10 Havyana onepanuu. [Ipu onepanusix Ha TOICTON M MPSIMOM KUIIIKE
XOPOLIO 3apEKOMEH/I0BAIIO ce0sl OJJHOBPEMEHHOE (HO pa3/iesibHOE) BBEACHHE LIehTPHAKCOHA U
OJIHOTO M3 5-HUTPOMMHIA30JI0B, HAIIPHMEDP, OPHHUA30JIa.

OcoOble rpynnbl NalMeHTOB

Tayuenmoi ¢ napywienuem yHkyuu nevenu

Her HeoOXxoaMMocTH KOppeKTHpoBaTh 103y npemnapara lledpTpuakcon npu yciaoBUH
OTCYTCTBUS HapyIIEHUH (QYHKIUHU MOYEK.

THayuenmol ¢ napywenuem @yHKYuu novex

Her HeoOXoIuMOCTH KOpPpEeKTHpoBaTh J03y mpenapara lledpTpuakcoH mnpu yciaoBuu
OTCYTCTBUSI HapylieHui QyHkumu nedeHu. CyrouHas no3a mnpenapata LlegTpuakcoH He
JOJDKHA TIPEBBIIATh 2 T JIMIIb B CIy4asX IIOYEYHON HENOCTATOYHOCTH C KIMPEHCOM
kpeatuHuHa MeHee 10 mi/muH. LledTprakcoH He BBIBOAWUTCA NpU TEeMOAUAIM3E WU
NEPUTOHEAIBHOM  JUAJIN3€, II09TOMY BBEACHHE TALMEHTY JONOJHUTEIBHONW  J103bI
e TpraKkcoHa Nocie OKOHYaHMSI Tuann3a He TpeOyercs.

VY manueHToB, HaXOASIIMXCS Ha IMann3e, CyTo4YHas J103a npenapara Llegpruakcon He 10imKHA
peBbIIIaTh 2 T.

Tayuenmoi ¢ magcenou noueuHoll u neyeHoYHoU HedoCMamoyHOCMbIO

[Ipyu coueTraHum TSKETON MOYEYHOM W MEUYEHOYHOM HENOCTAaTOYHOCTH CIEAYEeT THIATEIbHO
HaOr0AaTh 32 3(p(PEeKTUBHOCTHIO U 6€30MaCHOCTHIO TPUMEHEHHUS MTperapara.

Tayuenmul nodxcuno2o u cmapuecko2o 603pacma

Koppekiuu 103pl y HanueHToB > 65 JeT MpH YCIOBUM OTCYTCTBHS TSDKEIOH MOYEUHOW U
MEYEHOYHON HEI0CTaTOYHOCTH He TpedyeTcs.

eTH

Hoesopooicoennvie, epyonvie oemu u demu maaoue 12 nem

[Ipu wazwmauenun mpemnapata IlepTpuakcoH oauH pa3 B CYTKH PEKOMEHIYETCS

MPUACPKUBATHCS CIECIYIOLIUX PEKUMOB JO3UPOBAHUS:

— HOBOpOXIeHHBIE (0 14 mgueit): 20—-50 Mr/Kr Macchl Tela OJMH pa3 B CyTKH; CyTOYHAsI 1032
HE JIOJDKHA TpeBbImath 50 MI/KT MacChl Tena,

— HOBOPOXKJCHHBIC, TPYAHBIC IETH W JETH MIIaaIIero Bo3pacra (¢ 15 muenr mo 12 mer): 20—
80 Mr/Kr Macchl TeJa O/IMH pa3 B CYTKH;

— JIeTAM C MaccoM Tena cBbimie S0 Kr Ha3Ha4yaloT A03bI 1JIS B3POCIBIX.
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¥ XPOHOJIOTHYECKHUI BO3pAcT) IPUMEHEHHUE IIeTpUaKkcoHa MPOTHBOIIOKA3aHO.

I{epTprakcon mpOTHBOIIOKAa3aH HOBOPOXKICHHBIM (< 28 mHEl), KOTOPBIM YK€ Ha3HAYCHO WIIN
MPEIoJIaracTCs BHYTPHUBCHHOE JICUCHUE KaJbI[MHCOAEPKAIIMMHA pPACTBOPAMH, BKIIOYAs
NPOJIOJDKUTEIIbHBIC  KAJbIMICOACpKAIINE WH(Y3UU, HapUMep, NpU TapeHTEpPaTbHOM
MUTAaHUM W3-32 pPUCKAa 00pa3oBaHUS MPEIUIUTATOB KaJbIIMEBBIX COJei medrpuakcoHa (cwm.
paznen 4.3.).

Menuneum

[Ipu 6axmepuanvrom menuneume y epyonsvix oemetl u Oemell MIaodwe20 803pacma JIEUCHUE
HauuHatoT ¢ 10361 100 mr/kr (Ho He Oosnee 41) 1pa3 B cyrku. [locne maeHTuduKamn
BO30yIUTENII W OMPEACIICHUST ero YyBCTBUTEIBHOCTH J03y MOXKHO COOTBETCTBEHHO
YMEHbIIIUTb.

Hamnydmme pe3ynbTaThl NPU  MCEHHHTOKOKKOBOM — MCHHHTUTE  JIOCTHUTAINCh  TIPU
NPOJO/DKUTEIBHOCTH JieueHHss B 4 JHsA, 0NpPUH MEHUHruTe, BbI3BaHHOM Haemophilus
influenzae — 6 aueit, Streptococcus pneumonia — 7 gHeid.

Cnoco6 npuMeHeHus

BHyTpHBEeHHO, BHYTPUMBIIIEYHO.

Brympumviweunas unvexyus

[TpuroroBneHHslil pacTBop npenapara LledpTprakcon BBOIAT IN1yOOKO B JOCTATOUHO OOJIBIIYIO
MbIy (siroauna). PekoMenryeTcst BBOOUTh He 6ojiee 1 ' B OIHY U TY YK€ MBIIIILY.

PacTtBOp, coaeprkaiuii IMI0KanH, HElIb3s1 BBOIUTh BHYTPUBEHHO (CM. paszaen 4.3.).
Brympusennas unvexyus

[TpuroroBnenuslii pactBop mnpemnapara lLledTprakcoH BBOJASAT BHYTPUBEHHO MEUIEHHO B
TE€YEHHUE 5 MUHYT, IPEANOUYTUTEIBHO B KPYITHYIO BEHY.

Brympusennas ungyszus

Buyrpusennast undy3us nomkHa JyuThes He MeHee 30 MUHYT.

I'pyaHbIM JIeTsIM U JeTSM B Bo3pacTe 10 12 jieT BHyTpUBEHHBbIE 1036l B 50 MI/KI WM BBILIE
ClIelyeT BBOJUTH KaleJIbHO B TeueHUE He MeHee 30 MUHYT.

HoBopo>xIeHHBIM BHYTPUBEHHOE BBEACHUE CIIEYeT MPOBOIUTH B TeueHne 60 MUHYT, 4TOOBI
CHU3UTh NOTEHUIUAIbHBIN PUCK pa3BUTHS OMIIMPYOMHOBOM SHIIEQaIONaTHH.

Henb3st ucnosnb3oBaTh s TNPUTOTOBJIEHUS pacTBOpoB mnpenaparta lLledprpuakcon s
BHYTPUBEHHOTO BBEACHMS M HX IOCJIEIYIOIIEr0 pa3BeJeHHUS] PAaCTBOPUTENIH, COAEpIKallue
KaJIbLUli, Takhue Kak pacTBop PuHrepa wim pactBop XapTMaHa, H3-3a BO3MOXKHOI'O
oOpa3zoBaHus npeuunuTaroB. O6pazoBaHue NPEHUNTUTATOB KAJBLIUEBBIX COJIeH IIeTpUaKCcoHa
MOJET MPOUCXOJUTh M NMpHU cMeleHuH npenapara lledpTpuakcon M KaiabLuicoaepKaIUX
pPacTBOPOB IPH HCIOJIB30BAHUU OJHOTO BEHO3HOTo noctyna. [loaToMy mpu BHYTPUBEHHOM
BBeZieHnn mpenapaT Lledrpuakcon He crieayer cMemMBaTh MM BBOJHUTH OJHOBPEMEHHO C
KaJIbIIMHACOIEPKAIUME PAacCTBOPAMH JUII BHYTPUBEHHOTO BBeleHHs (cM. pazuensl 4.3., 4.4.,
6.2.).

He mnocrymano coobmeHuid o B3auMOAEHCTBUM LedTpHakcoHa U MEepOpaIbHBIX
KaJbIMHACOJEpKAIMX  [pernaparoB  WJIM  B3aUMOJEHCTBMM  Le(pTpUAKCOHA  JUIs
BHYTPUMBIILIEYHOT'O BBEACHMS U KaJIbIIUHCOIEPIKAIINX MpenapaToB (A1 BHYTPUBEHHOIO WIIH
NEPOPATILHOTO PUMEHEHMUS).

WHCTpyKIIMM TIO MPUTOTOBIEHUIO (PacTBOPEHHUIO) JIEKAPCTBEHHOrO Ipenapara Imepen
IIPUMEHEHUEM CM. B pazfeie 6.6.

4.3. IIpoTuBONOKA3AHUSA

'MnepuyBCTBUTENEHOCTD

['MnepuyBCTBUTENBHOCTh K LE(QTPUAKCOHY HIIM JIIOOOMY APYroMy KOMIIOHEHTY Tpernapata.
['mnepdyBCTBUTENBHOCT K 11e(aIOCTIOPHHAM.
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OpyruM [-IakTaMHBIM aHTHOMOTHKaM (TMEHUIMUIMHBI, MOHOOAKTaMbl W KapOameHEeMbl) B
aHaMHe3e.

HenonouieHHble getu
Henonomenubm feTsiM B Bo3pacte 10 41-i1 Heieny BKIIOYUTENBHO (CyMMapHO reCTallMOHHBIN
U XPOHOJIOTHYECKU BO3pacT) NpUMEHEHUe IeTpruaKkcoHa MPOTHUBOIIOKA3aHO.

JloHo1IeHHbIE HOBOPOXk/IeHHBIE (< 28-1HEBHOTO BO3pacTa)

— Tl'unepOunupyOuHeMusi, >KeNTyxa WM alua03, THIMOATbOYMUHEMHUST Yy HOBOPOXKIAECHHBIX
(uccnmemoBanus iN VItro mokasanu, 4to HeGTPUAKCOH MOXKET BBITECHATH OMIMPYOMH U3
CBSI3M C CBHIBOPOTOYHBIM aTbOyMHWHOM, WOBBIIAS PHUCK pa3BUTHS OWIMPYOMHOBOM
9HIIe(ATIONIATHH Y TAKUX MAI[HCHTOB).

— BHyTrpuBeHHOE  BBEACHHE  KaJbIMWICONEPXKAIIMX  PACTBOPOB  HOBOPOXKICHHBIM.
HoBopoxxnennbie (< 28 gHei), KOTOPhIM YK€ Ha3HAYCHO WM IPEAINOJIaracTcs
BHYTPHUBEHHOE JICUCHHE KAJBIIHICOIEPIKAIUMHI PACTBOPAMH, BKJIFOUYAs TPOIOJKUTEIbHbIC
KaJblMKcoiepKamue MHPY3Uu, HapuMep, Npy MapeHTEpaTbHOM ITUTAHWUH, U3-3a PUCKA
00pa30BaHUs MPEIMITUTATOB KAIBIUEBBIX coyieil nedrpuakcona (cMm. pasuenst 4.2., 4.5. u
6.2.). Onucanbl oTnenbHbIE (DaTanbHbIe Clydyad 0Opa3oBaHUs MPELUUIUTATOB B JIETKUX H
MOYKaX Y HOBOPOXKJCHHBIX, NOTYYaBIINX HEe(TPUAKCOH IS BHYTPUBEHHOTO BBEICHUS U
KaJIbIIMHACOIEpKAIUE PACTBOPHI. [Ipy 3TOM B OT/EIBHBIX CITydasx ObLT UCIIOJIB30BaH OJIUH
BEHO3HBII JOCTYyIN, W 00Opa30BaHWE MPEIMUIIUTATOB HAOIIOJAIIOCH HEMOCPEICTBEHHO B
cUCTEeMe JUIsi BHYTPUBEHHOTO BBEJICHUS, TAK)KE ONMMCAH KaK MUHHUMYM OJHMH CIIy4all co
CMEpTENBbHBIM HMCXOJOM IPH PAa3IMYHBIX BEHO3HBIX JOCTYNMAaxX M B Pa3IM4HOE BpeMs
BBE/ICHUS IepTpHaKCOHAa BHYTPHUBEHHO U KaJBLUHCOIECpPKAIIMX pacTBOpoB. [lomoOHbIC
cllydan HaOJIOJaIiCh TOJILKO Y HOBOPOXKICHHBIX (CM. pasnen 4.8.).

JInmokanna

[lepen mnpoBenaeHHEM BHYTPUMBIIIEYHON WHBEKIUU IePTpUAKCOHA C MCIOIb30BAaHUEM
JTUJOKAaWHA HEOOXOAMMO HCKIIOYUTh HAJIWYME TMPOTHBOMOKA3aHUM K  JIMJIOKAWHY.
[IpoTrBONOKa3aHUsI K MPUMEHEHUIO JIMI0KauHa MPUBEICHBI B UHCTPYKIIMU 10 METULIUHCKOMY
MIPUMEHEHUIO JTuJ0KanHa. PacTBopsI e TpuakcoHa, comepkaline Jug0KanH, HeJlb3s BBOJUTH
BHYTPHUBEHHO.

4.4. Oco0ble yka3aHusi 4 Mepbl MPeI0CTOPOKHOCTH MPHU NPUMEHEeHUH

C OCTOPOXKHOCTBIO

[lepuon rpyaHOro BCKapMIIMBAHMUS.

Herspkenpie peakmuu THIEPUYYBCTBUTEIBHOCTH K JPYrUM [B-JTaKTaMHBIM aHTHOMOTHKAM
(MeHULIUIUTUHBI, MOHOOAKTaMBbI U KapOareHeMbl) B aHaMHE3e.

OcoOble yKazaHus

Peaxyuu eunepuyecmeumenvrocmu

Kak u mpu mpumeHeHun Apyrux [-TaKTaMHBIX AHTUOMOTHKOB, OBLIM 3aperHCTPHUPOBAHBI
Cepbe3HbIe PEAKIIMU THIIEPUYBCTBUTEIBHOCTH, B TOM YHCIIE CO CMEPTEIbHBIM MCXOJOM (CM.
pasnen 4.8.). Peakiuu runepuyBCTBUTEIBHOCTH TaKXKe MOTYT IPOTPECCUPOBATH 10 CHHIPOMA
KoyHuca — cepbe3HOW auiepruyecKoil peakiuu, KOTOpas MOXET MPUBECTH K HHQAPKTY
Muokapaa (cm. pasmen 4.8.). Ilpu pa3BUTHH TSDKENON peakiuyl THIEPUYyBCTBUTEITHHOCTH
Tepanuio HeTPUaKCOHOM HEOOXOJMMO HEMEUIEHHO OTMEHUTH U IIPOBECTH COOTBETCTBYIOLIHE
HEOTJIOKHBIE JIeueOHbIe MeponpusTHs. [lepen Hayamom Teparnuu npenaparom e TpuakcoHOM
HEO0OXOUMO YCTAaHOBUTH HAOIIOANKCh U Y MAIUEHTa PeaKIUyd THIePIyBCTBUTEIHHOCTH K
e TpUaKCOHY, eQaloCIOPUHAM WIH TSKENble PEaKUi THIIEpUYBCTBUTEIBHOCTH K IPYTUM
[-1akTaMHBIM aHTHOMOTHKAM (TIEHUIIUIUIMHBI, MOHOOAKTaMBI U KapOareHeMbI).

Heobxomumo co0t01aTh OCTOPOKHOCTh MPU NPUMEHEHUH HePTPUAKCOHA y TAIUEHTOB C
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(MTeHUIIUIUTHHBI, MOHOOAKTaMBbI U KapOarieHeMbl) B aHaMHE3e.

B cBs3u ¢ Tepanueil e TpHakCOHOM 0TMEYAIHNCh TSDKEIIBIC KOXKHBIC HeXKeIaTeIbHbIC PeaKIINU
(cunnpom CruBeHca — JbkoHcOHa Wi cuHapoM Jlaieria / TOKCHYECKUil 3MuaepMaibHBINA
HEKPOJIN3) U JICKApCTBCHHAS peaKius ¢ 203uHoduneii u cucreMusiMu cumnromamu (DRESS),
KOTOpPBIC MOTYT OBITh >KU3HEYIPOXKAIOUIMMHU WM (DaTaJbHBIMU; OJHAKO YacTOTa JAHHBIX
SIBJICHUH HEH3BECTHA.

T'emonumuyeckas anemusi

Kax u npu nprMeHeHnn Ipyrux 1edaloCrnopuHoOB, MpyU jJedeHnu npenapatom LledTprakcon
BO3MOXKHO Pa3BUTHE ayTOMMMYHHOH T'€MOJHMTHYECKOW aHEeMHUHU. 3aperHCTPUPOBAHBI CIy4au
TSDKEJION TeMOJIMTUYECKOH aHEeMHH Yy B3pOCIBIX M JETCi, B TOM YHCIE CO CMEpPTEIbHBIM
ucxojoM. [Ipu pa3BuTHH y NalMEHTa, HAXOMAIICIOCs Ha JICYCHHH e TPUAaKCOHOM, aHEMHH
HEJB3sl MCKIFOYHTh JHArHo3 11e(aloCIIOPUH-aCCOLMUPOBAHHON aHEMHH W HEOOXOAMMO
OTMCHUTb JICUCHHUE JI0 BBIICHEHUS] TPUYHHBI.

Huapes, svizeannas Clostridium difficile

Kaxk u npu npuMeHeHnn OOJIBIIMHCTBA PYTHX aHTHOAKTEPUAITBHBIX [TPENapaToB, MPH JICUCHUN
1e()TPUAKCOHOM 3aperuCTPUPOBaHbI CIIy4ad pa3BUTHs Juaped, Bbi3BaHHO# Clostridium
difficile (C. difficile), paznuuHoi TsXKecTH: OT JIETKOW AMApPEH 10 KOJIHUTa CO CMEPTEIbHBIM
ucxonoM. JledyeHne aHTHOAKTepHANBHBIMU  IIperaparaMH  IOJABISCT  HOPMAIbHYIO
mukpodopy Toscroii kumku u nposouupyer poct C. difficile. B cBoro ouepens, C. difficile
oOpasyer TOKCHHBI A u B, KOTOpbIe SBISIIOTCS (haKTOpaMu MaToreHe3a JAuaped, BhI3BAaHHON
C. difficile. HItammer C. difficile, runepnipomyiupyromiye TOKCUHBI, SIBISIOTCS BO30YIUTEIIIME
UHQEKIHMHA C BBICOKMM PUCKOM OCJIOKHEHHH M CMEPTHOCTH, BCICICTBHE BO3MOXHOW HX
YCTOWYMBOCTH K aHTUMHKPOOHOH Teparuu, JEYCHUE K€ MOXKET MOTPeOOBaTh KOJIIKTOMHH.
Heo0xoauMo MOMHUTH O BO3MOXKHOCTH pa3Butus auapeu, Bei3BanHoit C. difficile, y Bcex
MAaIMEeHTOB C uapeel mocie antubuotukorepanuu. Heo6xoauM TimarensHblil cOOp aHaMHe3a,
T. K. OTMEYCHBI CITy4ad BO3HUKHOBeHUs auapeu, BbizBanHoil C. difficile, crycrs Gonee yem
2 Mecs1a mocJie Tepanui aHTHOMOTHKAMHU.

[lpn mnomo3peHnu wiu mnOATBepkAeHMH nauapen, BbizBanuou C. difficile, Bo3moxHO
notpebyercst oTMeHa Tekyieil He Hanpasiennoit na C. difficile anTuOnorukorepanuu. B
COOTBETCTBUH C KIMHUYECKUMH TTOKa3aHHSMH JOJDKHO OBITh Ha3HAYEHO COOTBETCTBYIOIIEE
JICYCHUE C BBEJCHUEM IKHJKOCTH U DJICKTPOJIHMTOB, OEJKOB, aHTHOMOTHKOTEpAINus B
ornomenun C. difficile, xupypruueckoe neuenne. Henmp3sh HpUMEHSTH JI€KAPCTBEHHBIC
CpE/ICTBA, TOPMO3SIIIHE TEPUCTAIBTHKY KHIICYHHUKA.

Cynepunghexyuu

Kak u mpu nedeHMH APYrMMHU aHTUOAKTEPUABHBIMH TperapaTaMu, MOTYT pa3BUBAThCS
cynepuHQpEKINU.

Obpaszosanue npeyunumamos Kaibyuegoll cou yepmpuakcouna

[Tocne mnpuMeHeHus: nedTpUakcoHa, OOBIYHO B J03aX, NPEBBHINAIONIMX CTaHJAPTHHIC
pexomeHioBaHHble (1 T B cyTku U Oojee), IpU yIbTPa3ByKOBOM HCCJIEIOBAHUU KETYHOTO
NY3bIPs BBISBISUTUCH TMPEIUIUTATHI KaTbLIUEBON CONMM 1eTpuaKcoHa, 00pa3oBaHue KOTOPHIX
HanOoJIee BEPOSTHO y MAIMEHTOB JIETCKOTO Bo3pacTa. [Iperunurarsl peako JarT KaKyo-1u00
CHMIITOMATHUKY W MCYE3aI0T TOCIIE MPEKPAIeHNs Teparuy HeTpruakconoM. B ciydae, ecin
9TH  SIBICHHS  CONMPOBOXKIAIOTCSA  KJIMHUYECKOW  CHUMITOMATHKOW,  PEKOMEHIYeTCs
KOHCEPBAaTHBHOE HEXMPYPrHUECKOe JICUCHHUE, a pelIeHne 00 OTMEHE Iperapara OCTaBISIeTCS
Ha YCMOTpEHHE Jieyallero Bpada U JIOJDKHO OCHOBBIBATHCS HA WMHIAMBUAYATbHON OIIEHKE
TIOJIB3BI U PUCKA.

HecMmoTpst Ha HaJM4Ke TaHHBIX 00 00Pa30BaHUN BHYTPHCOCYIUCTHIX MPEIUMTUTATOB TOJIBKO Y
HOBOPOX/ICHHBIX NPU NPUMEHEHHH LEPTPHAKCOHA M KAIBIUHCOACPKAIINX HH(Y3HOHHBIX
PacTBOPOB WJIH JTIOOBIX IPYTUX KaJTbLUICOepKAINX IIpenaparos, npemnapat LledpTprakcon He
CllelyeT CMEUIMBAaTh WM Ha3HA4aTh JETSIM W B3POCIBIM MalMEHTaM OIHOBPEMEHHO C
KaJIBIIMHCOIep KAIIMU HH(Y3UOHHBIMU PAaCTBOPAMH, JIAXKE HCIIOJIB3Ysl PA3INYHbIC BEHO3HBIC
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lankpeamum
Y nNauueHToB, MOJYyYaBIIMX UEPTPUAKCOH, OIMCAHbl pEAKHE CIydad [aHKpeaTuTa,
Pa3BUBABILIETrOCS, BO3MOXKHO, BCIIEICTBHE OOCTPYKIIUH JKEITYHBIX IMyTed. Y OOJBIIMHCTBA U3
9THX MaLUEHTOB YK€ /10 3TOr0 UMENUCh (DAKTOPBI PUCKA 3aCTOS B KEIYHBIX MYTSIX, HATPUMED,
paHee NTPOBOIUBINASCS Tepamlus, TSOKEIble 3a00J€BaHUS U TOJHOCTBIO IapeHTEpaIbHOE
nutanue. [Ipu 3TOM Henb3sl UCKIIOYUTh MYCKOBYHO MM KO(GAKTOPHYKO pOJIb B Pa3BUTHU
MaHKpeaTHTa, 0O0pa30BABIIUXCS IMOJ BIMSHUEM LE(PTPUAKCOHA NPEIHIIUTATOB B KETYHBIX
yTSAX.
Monumopune ananuza kpoeu
[Tpu AIUTENTHEHOM JIEYEHUH CIIEAYET PErYJISIPHO IPOBOIUTH MOJIHBIA aHAJIM3 KPOBH.
Peaxyus Apuwa — I'eprceetimepa (JHR)
VY HEKOTOPBIX MALMEHTOB C MHPEKIUEH, BBI3BAHHONW CIIMPOXETaMHU, MOXKET Pa3BUTHCSI PeaKLus
Spuma — I'epkcreiimepa (JHR) Bckope mocie Havana tepanuu neprpruakconom. JHR o0br4HO
SBJISICTCS CaMOOIPAHMUYMBAIOIIMMCS COCTOSIHUEM MJIM MOKET KOHTPOJIMPOBATHCS € IMOMOIIBIO
CUMITOMATUYECKOr0 JieueHHs. Tepanuio aHTHOMOTHKOM HE Clle[yeT NpeKpalarb Mpu
BO3HUKHOBEHUH JJTAHHOH peaKIyH.
Brnuanue na pesynomamot 1a00pamopHuixX aHAIU308
Ilpu  neuenun npemaparom llepTpumakcoH y  MaUMEHTOB  MOTYT  OTMEYaTbCs
JIOKHOMOJIOKHUTEIbHBIE pe3ynbTaThl MpoObl Kymbca. Kak u gpyrume aHTHOMOTHKW,
He(TPUAKCOH MOXKET JaBaTh JIOXKHOMOIOKUTEIbHBIA Pe3yJIbTaT MPOObI Ha FAJIaKTO3EMUIO.
JIOKHOTIOJIOKHUTEIBHBIE PE3YIIBTATHl MOTYT OBITH MOJYYCHBI U MPHU ONPEACICHUN TIIOKO3BI B
Moye He(epMEHTHBIMU METOJAaMHU, IO3TOMY B XOJ€ Tepaluu LHePTPUAKCOHOM TIIIOKO3YpPHUIO
Ipu HEOOXOJUMOCTH HY)KHO OINPEACISATh TOJBKO (epMEHTHBIM MeToaoM. lledTpuakcon
MOJKET BbI3bIBaTh HEJOCTOBEPHOE CHIDKEHHE IIOKa3aTeNel TINIMKeMHUH, IOJIY4E€HHBIX C
MOMOIIbI0 HEKOTOPHIX YCTPOMCTB MOHUTOPUHTA COIEP KAHUS TTIFOKO3bI B KPOBHU (CM. YKa3aHUS
B PYKOBOJICTBE IO MPUMEHEHHIO UCIOJIb3YeMOro ycTpoiicTBa). [Ipu HeoOXxoaumMocTu cienyer
MCIIOJIb30BaTh AJIbTEPHATUBHBIE CIIOCOOBI OINPEIeIeHMSI TITFOKO3bI B KPOBU.
WMHCTPYKIIMHU 110 YHUYTOKEHUIO HEHCIIOIb30BAHHOIO MpenapaTa Win Mpenapara ¢ HCTeKIINM
CPOKOM TOJIHOCTH TIPUBEJIEHBI B pazzene 6.6.
ConepxaHue HaTpus
B 1r npenapara llegTpuakcon coaepxkutcs 3,6 MMOJIb HaTpusi. JTO CIENYeT MPUHATH BO
BHUMaHME NalleHTaM, HaXOJAIIUMCS Ha JUeTe C KOHTPOJIEM HaTpusl.

eTn
bezonacHocTh 1 3(h(heKTUBHOCTD LIEPTPUAKCOHA Y HOBOPOKACHHBIX, TPYAHBIX JIETeH U JeTel
MITQJIIIET0 BO3pacTa OBUTM OIpENeNeHbl JUIS JO3MPOBOK, ONMCAaHHBIX B pasaene 4.2,
HccnenoBanusi mokasajid, 4TO IMOAOOHO APyruM IledanocrnopuHaM HePTPUAKCOH MOXKET
BBITECHATh OWJIMPYOMH M3 CBSI3U C CHIBOPOTOYHBIM anbOymuHoM. lledTpuaxcon Henb3s
OPUMEHATHh Y HOBOPOXKICHHBIX, 0OCOOEHHO HEJIOHOIIEHHBIX, Y KOTOPBIX €CTh PUCK Pa3BUTHUS
OuIMpyOMHOBOI HHIIEeanonaTuu (cM. pazaen 4.3.).

4.5. B3aumopaeiicTBue ¢ JPYrdMH JIEKAPCTBEHHBIMHM TMpenapataMd H [pyrue BHIbI
B3aMMO/EHCTBHUA

[Tp ogHOBpEMEHHOM NMPUMEHEHUH OOJIBIINX /103 NEPTPUAKCOHA U «IIETIEBBIX» TUYPETUKOB
(HampuMmep, Gpypocemuia) HapyIIeHuH QYHKIIUH [T0YeK He HabII0anoch.

HMeroTcss TPOTUBOpPEUMBHIC JTAaHHBIE O BEPOSATHOCTH TMOBBIMICHUS HEPPOTOKCHIHOCTH
AMHHOTJIMKO3UIOB TpPU HMX MPUMEHEHMH C IedarocrnopuHaMy, IMO3TOMY HE0O0XOAUMO
MIPOBOIUTH MOHUTOPUHT TIOYEYHOH (YHKIIUU ¥ KOHIICHTPAIUU aMUHOTJINKO3UIOB B KPOBH.
VYnorpebnenue anmkoroiss mocie  BBeISHHs —Le(TpUakcoOHa HE  COIMPOBOXKIAIOCH
nucynbdupamonoqoonoi peakuueit. LledTpruakcon He coaepKUT N-METHITHOTETPA30IbHOM
IPYMIIbI, KOTOpasi MOryia Obl BhI3BaTh HENEPEHOCHMMOCTb 3TaHOJa M KPOBOTOYHMBOCTH, UTO
HPUCYILE HEKOTOPBIM JIPYTUM Le(aJIOoCTIOpUHAM.
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[IpoGeHenua He BAMSAET Ha BhIBEEHHE LEPTPUJKCOHA. (MOCINEAOBATENBEHOCTE 0004)

BakTepruocrarnueckne aHTHOMOTHKY CHIDKAIOT OAKTePUIIUIAHBIN d3PPEeKT e TprakcoHa.

In vitro 611 0OHAPY)KEH aHTArOHU3M MEKIY XJI0paM()EHUKOIOM U e TPHaKCOHOM.

Henb3s ncnonap30BaTh pacTBOPUTENH, COACPIKAIINE KAJIBILIUH, TaKie Kak pacTBop Punrepa nim
pactBop XapTMaHa, TpPU IMPHUTOTOBICHHH PACTBOPOB Ie(TpHakcoHa il BHYTPHUBEHHOTO
BBEJICHUS M UX IOCIEIYIOIIEr0 pa3BeACHUs U3-32 BOZMOKHOTO 00pa30BaHUs MPELUTUTATOB.
OO0pa3oBaHrEe MPEHUITUTATOB KAJIBIUEBBIX COJNECH HEePTPUAKCOHA MOMKET MPOUCXOAMUTH MPH
CMEIICHUH HEePTPHAKCOHA M KaTbLUHCOASPKAIIUX PACTBOPOB MPU HCIIOIB30BAHUH OJTHOTO
BEHO3HOTO  Joctyna. Hemnp3s  uwcmoib3oBaTh  HETPUAKCOH  OJHOBPEMEHHO €
KaJIbIIMACOACPKAIUMHI PAaCTBOPaMHU Il BHYTPUBEHHOI'O BBEJCHMSA, B TOM 4HCIE C
JUINTEIIbHBIMA ~ MHQY3USMH ~ KaJbIIMHCOJACPXKAINIMX  PacTBOPOB,  HAmpuMep,  IpH
napeHTepaIbHOM MHUTAHUM C MCIIOJIb30BAaHHEM Y -KOHHEKTopa. [ljis Bcex IpyI MarieHToB,
KpPOME HOBOPOXKICHHBIX, BO3MOXKHO IOCJICIOBATEIbHOE BBEICHHE LEPTPUAKCOHA W
KaJIbIIMHACOICPKAIIUX PACTBOPOB MPH TIIATEIHHOM IPOMBIBAHMHM WH(PY3MOHHBIX CHCTEM
MEX/y BIMBAaHHSIMH COBMECTUMOM XHIKOCThIO. MccmemnoBanus in VItro ¢ MCmoib30BaHUEM
IUTa3Mbl KPOBHM B3POCJIOTO YEJIOBEKAa M IUIa3Mbl IYIMIOBUHHONW KPOBH HOBOPOXIEHHOTO
CBUJICTEIILCTBYIOT O MOBBIIICHHOM PHCKE 00pa30BaHUs KaJbIMEBBIX COJCH HEPTPUAKCOHA Y
HOBOPOXJICHHBIX (CM. pasnensl 4.2., 4.3.).

[Tpu npuMeHeHnn aHTaroHucToB BUTaMuHa K Ha oHe Tepanuu 1eTpuakCOHOM MOBBIIIASTCS
puck kpoBotedeHus. ClieyeT MOCTOSIHHO KOHTPOJIMPOBATh MTapaMeTPbl CBEPTHIBAaHHUS KPOBH U
pU HEOOXOTUMOCTH KOPPEKTHPOBATH 103y AHTUKOAryJasHTa Kak B XOJle, TaK M IIOCIE
OKOHYaHUS Teparnuu HeQTPHAKCOHOM.

[Tokazan cUHEPrU3M MEXIY e(GTPHAKCOHOM U aAMUHOTJIMKO3UIAMU B OTHOIICHWH MHOTHX
rpaMOTpHIIATENbHBIX OakTepuii. HecMoTpst Ha TO, YTO MOBBIIEHHAS 3(()EKTUBHOCTh TAKUX
KOMOUWHAIIHMIA HEe BCEr/ia MpecKa3yeMa, ee CIeIyeT UMETh B BHJLY IIPU TSDKEIBIX, YTPOXKAFOIIUX
KHU3HU MHOEKIUIX, TAKMX Kak 00ycioBieHHbIX Pseudomonas aeruginosa.

4.6. ®epTWIBLHOCTD, 0EPEMEHHOCTh M JIAKTAUS

bepemeHHOCTD

[ledptprakcon mpoHUKAET uepe3 IUIAllEHTApHBIN Oapbep. be3omacHOCTH MpUMEHEHHS TPHU
OepeMeHHOCTH Y  JKEHIIMH He  YyCTaHoBNeHa. JIOKIMHWUYECKHE  HWCCIIECTOBAHUS
PENPOYKTUBHOCTH HE BBISIBUIM IMOPHUOTOKCHYECKOTO, (PETOTOKCHYECKOTO, TEPaTOTE€HHOTO
NEHCTBUS WK OpYrux HebmarompusTHbIX 3(pQeKxToB mpenapara Ha IUIOJOBUTOCTh CAMIIOB U
CaMOK, TIpPOILIECC POJIOB, TNEpPUHATAIBPHOE W TIOCTHATAJIbHOE pa3Butue I1ona. I[lpum
OepeMeHHOCTH, OCOOCHHO B TEpBBI TPUMECTp, CIeAyeT Ha3HayaTh TOJBKO MO CTPOTUM
MOKa3aHUsIM, TIPU YCIOBUHU, YTO TMpearnojiaraeMasi Tojib3a JUIsi MaTepH TMPEBBIIIAET
MOTEHIUAIBHBIA PUCK IS TUIOJA.

JlakTarms

B ManbIx KOHIIEHTpausx e TPHAKCOH MONaAaeT B TPYAHOE MOJIOKO. MalloBEpOsSTHO BIUSHUE
nedTpruakcona Ha peOCHKa, HaXOIAIIETOCs Ha TPYTHOM BCKapMIITMBAHUU, IPU €T0 TPUMEHEHU N
MaTephIO B TEPANIEBTUUECKUX J03aX, TEM HE MEHEE, HEMb3s UCKIIFOUUTh PUCK PA3BUTHS IUAPEH,
TPUOKOBBIX HH(PEKIIMI CITU3UCTHIX 000JI0YEK M PEaKIUi THIIEPUyBCTBUTEILHOCTH V¥ PEOCHKA.
HeobxonmuMo mpekpaTtuTh TPYAHOE BCKApPMIMBAHUE WIW TMPEKPATUTH/BO3ACPKATHCS OT
Tepanuu e TpUakCOHOM, IPUHUMAsT BO BHUMAaHUE MTPEUMYIIECTBA TPYTHOTO BCKAPMIIMBAHUS
JUTsE peOCHKA U TIOJIb3Y Teparuu A MaTepu.

4.7. BiusiHMe Ha cOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHU CPeACTBAMHM U padoTaTh ¢
MeXaHU3MaMHu

Her naHHBIX, CBHIETENBCTBYIOIIMX O BIMSHMM IIpernapara Ha BOXJIEHUE TPaHCIOPTHBIX
CPEeACTB U paboOTy ¢ MallMHAMM U MexaHu3MaMmu. OIHaKo BO BpeMs TepaIuu e TprHakcoHOM
ciefyeT coOI01aTh OCTOPOKHOCTD TPU YIPABICHUU TPAHCIIOPTHBIMHU CPEICTBAMU U paboTe ¢
MEXaHU3MaMH B CBSI3U C BO3MOXXHOCTBIO BO3HMKHOBECHHS TOJIOBOKPYXKCHHMS M IPYTHX
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HEKENaTeNIbHbIX  peakiHii, KOTOpble MOT BIMATE :};IEE‘]CT%'@E%JEL"C;L[R)QB'

TPAHCIOPTHBIMH CPEJCTBAMHU, MEXaHU3MaMu (cM. paszen 4.8.).

4.8. HexkesiaTeJibHbIE peaKIMH

Pestome npoduist 6e300acHOCTH

Haunbosiee yacThIMu HEKENATEIBHBIMU PEAKIMSIMU, 3aPETUCTPUPOBAHHBIMU Ha (DOHE TEparuu
He(pTPUAKCOHOM B KIMHUYECKUX HCCIEIOBAHUSX, SBISIOTCS 303UHOQIINA, JIEUKOIEHUS,
TPOMOOIIMTONEHNUS, TUapesi, ChIllb U TOBBIICHHE aKTUBHOCTH ITEYEHOYHBIX (DEPMEHTOB.
Pe3tome HekenaTesIbHbIX PeaKIUn

Jis onrcaHus YacTOThI HEXKENATeNIbHBIX PEAKIIUN NCIIOIB3YeTCs CIIEAYIonIast Ki1acCu(pUKaIus:
oueHb yacto (>1/10), gacto (ot >1/100 mo <1/10), Hewacro (ot >1/1000 mo <1/100), peako (ot
>1/10000 mo <1/1000) u ouenb peako (<1/10000), BkIrOYasT EIUHUYHBIC CIy4Yau.
HexxenaTenbHble peakluy CrpyNIHUPOBaHbl B COOTBETCTBUU C KJIACCAMU CHUCTEM OPraHOB
MEIUIIUHCKOTO CIIOBAps /Il HOPMAaTHBHO-TIPaBOBOH jaestenbHoct MedDRA.

Hnghexyuu u uneazuu: HEYaCTO — MUKO3BI TIOJIOBBIX OPTaHOB; PEIKO — MCEBAOMEMOPaHO3HBIH
KOJIUT.

Hapywenusi co cmopousl Kposu u jaumgpamuyeckol cucmemvl: YacTo — d03uHO(UIHS,
JICUKOTICHHSI, TPOMOOIIUTOTIEHUS; HEYaCTO — TPAHYJIOIUTONICHUS, aHEMHUSI, KOAryJIOTaTHsI.
Hapywenus co cmopoHul HepaHoll cucmeMbl: HEYaCTO — FOJIOBHAsI 0OJIb U TOJIOBOKPYKEHHE.
Hapywenus co cmopoHvl ObixamenvHou cucmemvl, Op2aHos epyOHOl KIemKu U cpeooCmeHuUsl.
HEYacTo — OpPOHXOCTa3M.

Kenyoouno-kuwieunsvie HapyuleHus: 94acTo — nuapes, HEO()OPMIIEHHBIN CTYIL;
HEYacTo — TOLIHOTA, PBOTA.

Hapywenuss co cmoponvl neuenu u dHcenuesvblgoOAWUX nymeli: 4YacTo — HOBBILICHHUE
AKTHBHOCTH MEYECHOYHBIX dbepMeHTOB (acmapraramMuHOTpaHCchepasbl (ACT),
ananmHamuHoTpancdepassl (AJIT), menounoit pocdarassl (IL[D)).

Hapywenus co cmopomnvl KOdXMCU U NOOKOJMCHBIX MKAHeU: 4YacTo — Chlllb;, HEYacTo — 3Y/;
PEIKO — KparnuBHHULIA.

Hapywenus co cmoponbl nouek u MOYe8blBOOAWUX Nymel. PelKo —reMaTypus,
TITIOKO3YpHSI.

Obwue Hapywenus u peakyuu 6 mecme 68edeHus. He4acTo — (puedut, peakuu B MecTe
BBEJICHUS, TIOBBIIIICHUE TEMITEPATYPHI TeJa; PEAKO — OTEKH, 03HOO.

Jlabopamopnvie u uncmpymeHmanvhvie OaHHble. HEYacTO — yBEIMUYEHHE KOHILEHTpaluu
KpeaTHHUHA B KPOBH.

[TocTperucrpalinoHHOE HAabII0ICHUE

Hwxe onmcanbl HexXeNaTeIbHBIE pEeaKIuK, HAOII0AaBIINECS TPH IPUMEHEHUH 11epTprakcoHa
B [IOCTPETUCTPALIMOHHOM niepuojie. Onpenenenne 4acToT HaOMIOAABIINXCS PEAKINM, a TaKxKe
UX CBSI3W C TPUMEHEHHEeM IeTpHaKCcOHAa, HE BCETJa BO3MOXHO, TaK KaK HEBO3MOXKHO
YCTAHOBUTH TOYHBIH pazmMep MOMYJISAIUH MMAIUEHTOB.

Ungpexyuu u unsazuu’. cynepuHpeKIum.

Hapywenusa co cmoponvl  Kposu u  aumgamuyeckou  cucmembvi:  yBEIUYCHHE
TPOMOOTIUIACTHHOBOTO M MPOTPOMOMHOBOTO BPEMEHH, TeMOJIMTHYecKas aHeMusi. OmucaHbl
OTJeNnbHbIe chay4dau arpanynonuro3a (< 500 KJIeTok/MKI), mpudeM OOJBIIMHCTBO U3 HHUX
pa3BuBanuch nociue 10 nqHel iedyeHus 1 MpUMEeHEeHUsI KyMyJIaTUBHOM 10361 20 T u Oosee.
Hapywenua  co  cmopomvi  ummynHou  cucmemvl.  aHAQUIAKTUYECKHH  IIOK,
TUIIEPYYBCTBUTENIBHOCTD, peakuus Spuma — ['epkcrerimepa.

Hapywenus co cmoponul HepeHoll cucmembl: CyJOPOTH, dHIIe(aTonaTus.

[Tpn npumeHeHnn 11e(haTOCTIOPUHOB, BKITIOYAs MEPTPUAKCOH, OCOOCHHO B BBICOKHX 033X, Y
NAaIMEeHTOB C TMOYEYHOW HEeIOCTATOYHOCTHIO M JIOMOJHHUTEIBHBIMH IpeIpacnosaraloiuMu
dakTopaMy, TaKUMH Kak IMOXHIION BO3pacT M CYIIECTBYIOLIUE 3a00JieBaHUS LIEHTPAIbHOMN
HEPBHOM CHUCTEMBI, OTMEYAIHCh CIIy4yau 0OpaTUMOIl SHIe(anonaTi.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma: BEPTUTO.
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Hapywenus co cmoponul cepoya: cuanpom Koynuca ( CMHJUaSIHE%‘Jr%EQ ATEIEH ﬁ': T:' 0004)

Kenyoouno-kuweynvle napyulenus’ TAHKPEATUT, CTOMATHUT, TJIOCCHUT.

Hapywenus co cmopomuvl Kodcu u NOOKOJNCHBIX MKAHeU: OCTPBI TeHepalIn30BaHHBIN
9K3aHTEMATO3HBI IyCTyNe3, OTACIbHBIC CIIy4al TSDKENbIX HEKEIAaTeNbHbIX pPeaKIuii
(okccynmatuBHass MynbTH(OpMHAs sputemMa, cuHApoM CrtuBeHca-/[)KOHCOHA, TOKCHYECKHI
SMUIePMATBHBIN HeKpon3 (cuHapoM Jlaiienna)), TekapcTBeHHAs peakius ¢ Y03uHO(rINeH 1
cucremubiMu cumntoMamu (DRESS).

Hz6ecmnbl makce credyrowue HedxceramenvHvle peakyuu. OOpa3OBaHUE IPEIMITUTATOB
KaJIbIIMEBBIX COJICH e()TPUAKCOHA B KEITYHOM ITy3bIPE C COOTBETCTBYIOIIEH CUMITTOMATHKOM,
OwnnpyOmHOBast ~ dSHIedanonaTusi, OJUTypUsi, a Takke aHaQUIAKTUYECKHE WU
aHA(QHMIIAKTOUTHBIE PEAKITHH.

Jiist o1leHKH B3aMMOACUCTBHS HepTpHaKCOHa M KAJIbLUsS OBUIO MPOBEIEHO JBA UCCIICAOBAHUS
B YCIHOBHAX IN Vitr0 (0JHO — C WCMOJB30BAHUEM ILIa3Mbl B3pPOCIBIX W JPyroe — C
UCTIOJIB30BaHUEM I1Ia3Mbl HOBOPOXKACHHBIX, ITOJYYCHHOM U3 ITyTIOBUHHON KPOBH).
LlepTpuakcon ¢ KoHIEHTpamusMu 10 | MM (KOTOpbIe TPEBBINIAKT KOHIICHTPAIUH,
JIOCTHUTAOLIMECs] B YCIOBHUAX IN VIVO mocie BBeneHus 2 T nedTpuakcoHa B Bujae MHDY3HH B
tTeyeHue 30 MUHYT) UCIOJB30BAIM B KOMOWHAIIMN C KAJBIIUEM B KOHIICHTpanusx mo 12 MM
(48 mr/mn). BoccranoBienue mnedTprakcoHa M3 IIa3Mbl CHIDKAIOCH MPH KOHIEHTPAIMIX
Kajgplusg > 6 MM (24 mr/mn) B 1utasme B3pocinbix wian >4 MM (16 Mr/mn) B miasme
HOBOPOXKJIEHHBIX. TO MOXKET OTPaXKaTh MPEHUMTUTALNIO e TPHAKCOH-KaTbIINH.

OnwucaHbl OT/EIbHBIC QaTalbHbBIC Clydan 0Opa30BaHUS MPEIUITUTATOB B JICTKUX M IMOYKAX IO
pe3yabTaTaM HMCCIEAOBAaHUS AyTONCHH Y HOBOPOXKIEHHBIX, IMOJNYyYaBIIUX IEPTPHAKCOH H
KaJbIIMHACOIEpKAIUe PAcTBOPBL. [Ipr 3TOM B OT/AEIBHBIX CIy4asx ObLI MCIOJIB30BAH OJHMH
BEHO3HBIH JTOCTYII, M 00pa30BaHKUE MPEIUIINTATOB HA0II0JaJI0Ch HEMOCPECTBEHHO B CUCTEME
JUIsS. BHYTPUBEHHOTO BBeJIeHHs. TaKke onmucaH, Kak MUHUMYM, OJIMH CITy4ail CO CMEPTEIIbHBIM
MCXOJIOM TIPH PA3JIMYHBIX BEHO3HBIX JIOCTYIIAX U B pa3IMYHOE BpeMs BBEICHUS e TprakcoHa
BHYTPUBEHHO U KaJbLMHCOAEPKAIMX pacTBOpoB. [Ipu 3TOM 1o pe3ynpTaTaM Hcciael0BaHUs
ayTOIICHU Yy JAHHOTO HOBOPOXKIIEHHOTO IPEIMITUTAThl He OblIH oOHapykeHbl. [lomoOHBIE
clly4au HaOJIOAINCh TONBKO Y HOBOPOXKACHHBIX (cM. paszen 4.4.).

3aperucTpupoBaHbl CIydan 0Opa30BaHUs MPEIHUIUTATOB HEe()TPUAKCOHA B MOYEBBIBOISIINX
NyTSAX TJIaBHBIM 00pa3oM y jAeTel, MolydaBUIMX JHO00 OOJbIMe CYTOYHBIE /03Bl Mpernapara
(>80 mMr/xr B cyTkH), JHOO KyMyJISATHUBHBIE J03bI Oonee 10T, a Takke HMMEBIIUX
JIOTIOJTHUTENbHBIE (DAaKTOphl pHUCKa (00e3BOXKHMBAHME, MOCTEIbHBIM pexum). OOpazoBaHHe
NPEIUIUTATOB B TTOYKAX MOXKET MPOTEKaTh OSCCHMIITOMHO WJIM TPOSBISATHCS KIMHHYECKH,
MOXET TNPHUBOJUTh K OOCTPYKIIMM MOYETOYHMKOB M IOCTPEHAJIbHOM OCTpOH mOYeyHOH
HEIOCTaTOYHOCTH. JJaHHOE HeXenaTelbHOE SIBIIEHUE HOCUT OOpaTHMBII XapakTep W cye3aeT
1ocJje MpeKpalieHus Tepanuu 1eTpruakcoHOM.

BHyTpuMEbIIIeYHass UHbEKIHS 0€3 MPUMEHEHHsI JIIOKarnHa O0JIe3HEHHA.

Obwue napywenus u peakyuu 8 Mecme 66edeHus: B PeAKUX ciydasx (uedbut mocne
BHYTPUBEHHOTO BBeJeHHsA. Ero MoXHO m30ekarh, BBOJS Iperapar MEUICHHO B TEUCHHE
5 MUHYT, IPEANOYTUTEIILHO B KPYITHYIO BEHY.

Coo0111eH1e 0 1M0/103PEBAEMBIX HEXENaTeIbHbIX PEAKIIUIX

BaxHo coo0marh 0 m0M03peBaeMbIX HEXKENATEIbHBIX pEAKIMSIX IMOCle pPETUCTpalun
JeKapCTBEHHOTO TMperapara ¢ LeNblo OO0ECleYeHHUs HEeNpephbIBHOIO MOHUTOPHHIA
COOTHOILEHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOTO Mpenapara. MeIuuuHCKUM paOOTHHKAM
pekoMeHayeTrcs cooOmare O JIOOBIX  IO03PEBAEMBIX  HEXENAaTeIbHBIX  PEaKLUsIX
JIEKapCTBEHHOI'0 Mperapara 4yepe3 HallMOHAJIbHbIE CHUCTEMBbI COOOIICHMSI O HEXKeTaTelbHbIX
peakuusax rocyAapcTB — WIEHOB EBpa3uiickOro 5KOHOMHYECKOTO CO03a.

Poccuiickas ®eoepayus
®denepanbHas ciayx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)
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Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:
https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBKa

[{edTpuakcon

[Ipn nepeno3upoBKe TeMOAUANN3 M MEPUTOHEAIbHBIA JHANIN3 HE CHU3AT KOHUEHTPAIUU
npenaparta. Creun(uyeckoro aHTUAOTa HET. B ciaydyae mepeso3upoBKH PEKOMEHAYeTCs
CUMIITOMAaTUYECKOE JICUCHHUE.

Jluniokanu

[Tpu nepeno3upoBKe JIMJOKaNHA TOKCUYECKHE peaKly HaOII0Jat0TCs TIaBHBIM 00pa3oM co
cTtoponbl 1eHTpasibHOM HepBHOU cuctembl (LIHC) u cepaeuno-cocynuctoit cucremsl. [Ipu
3TOM TOKCHYHOCTH co cTopoHbl IIHC mporpeccupyer, TakuM 00pa3oM, CTENEHb TSHKECTH
CUMIITOMOB HapacTaer.

[Ipn HenmpenHaMEepeHHOM BBEICHHMM IIpenapara B COCYAMCTOE pYyCIIO YKa3aHHbIE Jaiee
CHUMIITOMBI BO3HHMKAIOT HEMEUIEHHO (T.e. 4epe3 1-3 MHUHYTBHI), a MPH MEPEJO3HPOBKE — C
3afepkkoit B 20—30 MUHYT.

K panHuM cumnToMaMm Iepero3upOBKU OTHOCSITCS: 3€BOTa, MapecTe3uu (B MEPBYIO OYEpPEb
BOKpPYI' PTa), COHJIMBOCTb, BO30YXJECHHE, TOJOBOKPY)XEHHE, IIyM B YIIax, THIIEpaKy3us,
HapyIlIeHNUE 3peHus, TU3apTpUs U aTaKCus, a TAK)Ke TOLUTHOTA U pPBOTA.

[Ipu MHTOKCUKALIMK CpEeHEN CTENEHU TSKECTH MOTYT IIPUCOEAUHATHCS MBIIIEUHBIE CYIOPOTH
WIM MBIIIEYHbIE CHA3Mbl, MPEAUIECTBYIOIIME TIeHEpaIu30BaHHbIM cynoporam. [lpu
OTpeIeIeHHBIX O0CTOSITENHCTBAX 32 ATHM MOXET CJIE0BaTh MOTEPs] CO3HAHMS, YTHETEHUE
JIBIXaHUS U KOMA.

B TsKenbIX ciaydyasx BOSHMKAIOT TAKXKE PEaKLUU CO CTOPOHBI CEPIEYHO-COCYANCTON CUCTEMBI
(damie BcCero TOJIBKO TOCJE MOSIBIEHHS CHUMIITOMOB CO CTOPOHBI LEHTPajJbHOW HEPBHOM
CUCTEMBI) B BHJIE TIQJICHUSI apTepUaIbHOTO JaBICHUS, OpafuKapAuy U apUTMUH.

B cinydae odeHb TsKeNOM MHTOKCHKAIIMM MOYKET HACTYNUTh IOJIHAs aTPUOBEHTPHUKYJISpHAs
0J10Ka/ia ¥ OCTaHOBKA Cep/La.

IIpn mnosiBIEHUMM TPU3HAKOB OCTPOM CHUCTEMHOM TOKCHYHOCTH CIEAYET HEMEJIEHHO
NpeKpaTuTh  BBeAeHHe  mnpemapara. Crnemududeckoro  aHTuaora Her. JledeHue
Nepe03UPOBKH — CUMIITOMaTHYeCKoe. B cilydae OCTaHOBKM cepAlia cieiyeT HEMEUIEHHO
HAaYMHATh CEPJICUYHO-JIETOUYHYIO PEAaHUMALIUIO, B TOM YUCJE KYITUPOBAHKE AIN1034.

5. ®APMAKOJIOTHMYECKHUE CBOMCTBA

5.1. dapmakoanHaMHYecKHe CBOHCTBa

dapmakoTepaneBTHUECKasi TpyIa: aHTHOaKTepHallbHBIE CPEICTBA CHUCTEMHOTO JEHCTBHUSA;
apyrue OeTa-TakTaMHble aHTUOAKTEpHUaJbHBIE CpENCTBA; 1e(aJOCIOPUHBI  TPETHEro

[IOKOJICHUSL.
Kon ATX: JO1DDO04.

MexaHu3M JIeCTBUS

[ledTprakcoH — mapeHTepanbHblii  1edanocnopuHoBeld  aHTHOHOTUK Il mokoneHus.
bakrepunuanas akTUBHOCTh Le(TpHaKcOHa OOYCIIOBJIEHA MOJIaBJIEHUEM CHHTE3a KJIETOYHOMN
cTeHKH OakTtepuwid. In Vitro nedTpmakcoH o0magaeT MIMPOKUM CIIEKTPOM JCHUCTBHS B
OTHOLIEHWH TPAMOTPULATEIBHBIX W  I'PAMIIOJIOKUTEIBHBIX  MHKPOOpranusmMoB. OH
BBICOKOYCTONYMB K OONBIIMHCTBY [-1aKTama3 (Kak MeHHIMIUTMHA3, TaK U 1edaaocnopruHas),
BbIpa0aThIBAEMbIX I'PAMIIOJIOKUTEILHBIMU U TPAMOTPHUIATEIbHBIMUA OaKTEPUSIMH.
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LledTprakcoH 0OBIYHO AKTHBEH B OTHOLICHUH CIIEAYIOIINX MUKPOOPTaHU3MOB:

I'pamnonosicumenvruvle a3poowi

Staphylococcus — aureus  (METHIMJUTMHOYYBCTBHTENBHBIN),  KOArylia3o-OTpHIATEIbHbIC
cradmiokokku, Streptococcus pyogenes (B-remonurtudeckuii, rpymmbel A), Streptococcus
agalactiae (B-remonutuueckuii, rpymmsl B), B-reMonuTnyeckre CTPENTOKOKKH (TPYIIIBI HUA A,
uu B), Streptococcus viridans, Streptococcus pneumoniae.

Ipumeuanue.  MetunmnHoycTodumBele  Staphylococcus — spp.  pesucTeHTHBI K
nedanocnopuHam, B ToM uucie k nedrpuakcony. Kak mpaswmio, Enterococcus faecalis,
Enterococcus faecium u Listeria monocytogenes take yCTOHUYHUBBIL.

I'pamompuyamenvrvle aspoovl

Acinetobacter lwoffii, Acinetobacter anitratus (rmaBasim oopa3om A. baumannii)*, Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankaaureHomnomo0HbIe OaKTEPHH,
Borrelia burgdorferi, Burkholderia cepacia, Capnocytophaga spp., Citrobacter diversus (B Tom
gquciae C. amalonaticus), Citrobacter freundii*, Escherichia coli, Enterobacter aerogenes*,
Enterobacter cloacae*, Enterobacter spp. (mpouue)*, Haemophilus ducreyi, Haemophilus
influenzae, Haemophilus parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella
pneumoniae**, Moraxella catarrhalis (panee HaswiBaBmIascs Branhamella catarrhalis),
Moraxella osloensis, Moraxella spp. (mpoure), Morganella morganii, Neisseria gonorrhoeae,
Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus mirabilis,
Proteus penneri*, Proteus vulgaris, Pseudomonas fluorescens*, Pseudomonas spp. (mpoure)*,
Providencia rettgeri, Providencia spp. (mpouue), Salmonella typhi, Salmonella spp.
(metudouannie), Serratia marcescens, Serratia spp. (mpouwme), Shigella spp., Vibrio spp.,
Yersinia enterocolitica, Yeisinia spp. (mpouwe).

* HekoTopble H30JATHI J3THX BHAOB YCTOMUMBBI K I[EPTPUAKCOHY TIaBHBIM 00pazoMm
BCJe/icTBHE 00pa3oBaHus B-1akTamas, KOIUPYEMbIX XPOMOCOMaMH.

** HeKOTOpHe HU30JIAThI 3TUX BHIOB YCTOﬁqHBLI BCJIICOCTBHUEC O6pa3OBaHI/I}I HEJIOoTro pdaaa
MI1a3sMUJ0-0IMOCPCA0OBAHHBIX B-J’IaKTaMaS.

ngMeanue. MHorue mTamMMbl BBIIICYKA3aHHBIX MUKPOOPIraHUu3MOB, INOJIMPEC3UCTCHTHLIC K
APyrum aHTI/I6I/IOTI/IKaM, TaKMM KaK aMHUHOINCHUIWIUIMHBL W YPCUAONCHUIUIIIINHEIL,
I_Ie(l)aJ'IOCHOpI/IHI)I INEPpBOro M BTOPOI'0 IMOKOJICHHUA W aMHWHOITIMKO3WAbI, YYBCTBUTCIIbHBI K
nedrpuakcony. Treponema pallidum uyBcTBHTenbHAa K medTpuakcoHy in Vitro u B
OKCIICPUMCHTAaX Ha KUMBOTHBIX. Kinnanueckrne MCIBITaHUS IIOKAa3bIBAIOT, 4YTO I_Ie(I)TpI/IaKCOH
oOnanaer xoporei 3¢ (HEeKTUBHOCTBHIO B OTHOILIEHUH MIEPBUYHOIO U BTOPUYHOIO cuduinca. 3a
OUY€Hb HEOOJBIINMHU HUCKIIIOYCHUAMHU, KIIMHHYCCKHEC HU30JIAThI P. aeruginosa YCTOP'I‘II/IBBI K
e Tpruakcony.

Anaspoowi

Bacteroides spp. (kemueuyBctButenbhbie)*, Clostridium spp. (kpome C. difficile),
Fusobacterium nucleatum, Fusobacterium spp. (mpoume), Gaffkya anaerobica (panee
Ha3bIBaBIasics Peptococcus), Peptostreptococcus spp.

* HekoTopble HM30JSTHI 3THUX BUAOB YCTOWYUBBI K IepTPUAKCOHY H3-3a 0OpazoBaHus [3-
JaKTamas.

IIpumeuanue. MHuorue mrammMsl B-makramasoobpasyroniux Bacteroides spp. (B wactaocty, B.
fragilis) ycroituussel. Ycroituus u Clostridium difficile.

YyBCTBUTENBHOCTh K HMEPTPUAKCOHY MOYKHO OIPENENATh TUCKO-TU(PPY3HOHHBIM METOJI0M
WIA METOJIOM CEpUHHBIX pa3BeleHUH Ha arape WM OylbOHE, HCIOJb3Ys CTaHIAPTHYIO
METOJIUKY, TOJOOHYIO TOW, KOTOPYIO PEKOMEHyeT MIHCTUTYT KIMHUYECKUX U JTa0OpaTOPHBIX
crangaptoB (MKJIC). UKJIC ycTaHoBuI ciieAylonie KPUTEPUH OLIEHKU PEe3yIbTaTOB MPOOBI
JU1s Tie TpUaKCoHa!
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YYBCTBUTEIIHHBI
Memoo pazeedenuti
[TonaBnsronias KOHIICHTPAIIUS, MT/JI <8 16-32 > 64
Memoo ouckog (auck ¢ 30 MKT
e TpraKkcoHa)
JluameTp 30HBI 33JIEPKKU POCTa, MM >21 20-14 <13

Jliist onpeesieHus cienyeT OpaTh JUCKHU ¢ e TPUAKCOHOM, TaK KaK B MCCIEAOBAaHUIX IN VItro
MOKa3aHO, 4YTO IE(PTPUAKCOH AaKTHBCH B OTHOIICHHHM OTICJIBHBIX IITAMMOB, KOTOpPBIE
00HapyXUBAIOT yCTOMYMBOCTh TPU HWCIOJIB30BAHWU AMCKOB, IMPEIHA3HAYCHHBIX IS BCEH
rpynis 1ehaaoCnoOpuHOB.

Bwmecto cranpaproB UKJIC miis onpeneneHus 4yBCTBUTEILHOCTH MUKPOOPTaHU3MOB MOKHO
MCII0JIb30BaTh M JPYTrHe XOPOIIO CTaHIAapTH30BaHHBIC HOPMATHBBI, Hampumep, Hemerkoro
uHctutyra crangaptuszaiuu DIN (Deutsches Institut fur Normung) m MexIyHapoIHbIC
pexomennanuu ICS (International Collaborative Study), mno3Bonsfomue aaeKBaTHO
UHTEPIPETHPOBATH COCTOSTHUE YYBCTBUTEITHHOCTH.

5.2. apmaKkoKUHEeTHYeCKHUe CBOHCTBA

AOGcopOuus

[Tocne onmHOKpaTHOW BHYTpMBEHHOW WHQY3unM 1T nedTpuakcoHa ero KOHIEHTPAIHS
nocturana 168,1 + 28,2 mr/n uepe3 30 munyt. [locne ogHOKpaTHON BHYTpUBEHHON MH(DY3UN
2 T neprpuakcoHa ero KOHIEHTpanus gocturana 256,9 + 16,8 mr/n uepe3 30 MuHyT.

[Tocne OIHOKPATHOTO BHYTPUMBIIIEYHOrO BBeAeHHs | T uedTpuakcoHa MaKcUMajibHas
KOHIIGHTpalus B 1miazme §1 Mr/i mocturanach B mpejenax 2—3 4acoB MOCIE BBEACHUS.
[Inomann nox KpUBOM «KOHILIEHTpalMs B IUIA3ME — BPEMs» II0CJIE€ BHYTPUBEHHOIO U
BHYTPUMBIILIEYHOTO  BBEJCHHUS OJAMHAKOBBL. OJTO O3Ha4yaeT, uYTO OHOJOCTYIHOCTh
e TpuaKkcoHa Mocjie BHyTpUMBIIIEUHOro BBeJieHHs coctaniser 100 %.

[Tocne BHyTpuBeHHOro OoitocHOro BBeaeHus S5S00Mr u 11 HepTpuakcoHa cpeaHss
MaKCHUMajibHasi KOHIIEHTpalUsl B IUIa3M€ KPOBHM cCOcCTaBWja NpuOmu3urensHo 120 mMr/m u
200 mr/n cootBercTBeHHO. [locne BHyTpuBeHHON MHOY3un 500 mr, 1 u 2 T nedrpuakcona
KOHIIEHTpalus IpenapaTta B Ijia3Me KpoBU cocTaBuia npubiamusurensHo 80, 150 u 250 mr/a
COOTBETCTBEHHO. [lociie BHYTPUMBIIIEYHON WHBEKIMM 3HAYEHUS CPEIHEH MaKCHMalbHOU
KOHIIEHTpaluu Le(dTpUakcoHa B IJIa3Me KPOBM NPUMEPHO B JiBa pa3za HIXKE, YeM I0cCIie
BHYTPUBEHHOT'O BBEJICHUSI SKBUBAJICHTHOM J103bI ITperapaTa.

Pacnipenenenue

O0beM pacripeeneHus e Tpuakcona paBasercs 7—12 .

[Tocie BHYTpUBEHHOI'O MPUMEHEHUS HEPTPUAKCOH OBICTPO MPOHHUKAET B MHTEPCTUIIHATILHYIO
KUAKOCTb, THe OakTepUIMAHbIE KOHILEHTpAallMd B  OTHOIIEHHWH YYBCTBUTEIbHBIX
MUKPOOPTraHU3MOB COXPAHSIIOTCS B TeUEHUE 24 4acoB.

[Tocne BBemeHust B mo3e 1-2T medTpHakCOH XOpOMIO NMPOHUKAET B TKAHH W KHUIKOCTH
opranuzMa. B TedyeHune Oosiee 24 yacoB €ro KOHLEHTpPAllMM HAMHOTO IPEBBIIIAIOT
MUHUMAaJbHbIE MOJABISIONINE KOHUEHTPAUU JUis OONBIIMHCTBA BO30OynuTene HHQPEKIuit
6oee yem B 60 TKaHSIX U KUAKOCTSX (B TOM YUCIIE B JIETKUX, CEP/ILIE, XKETUHBIX ITYTSX, IEUCHH,
CpeHEM yX€ U CJIU3UCTOM HOCa, KOCTSX, a TaKKe CIMHHOMO3TOBOW, IJIEBPAJIbHOW U
CHHOBHAJIBHOM KUIKOCTAX U CEKPETE NPEACTATEIBbHOM KENE3BI).

[ledprpuakcon obOpaTuMo CBsi3bIBaeTCs C anbOymMuHOM. CTENEHb CBSI3BIBAHUS COCTABIISIET
npuMepHo 95 % npu 3HauUEHHMSIX KOHIEHTpaluu Le(TPUAKCOHA B IUIa3ME KPOBH MEHee
100 mr/m.

Jonst cBsi3aHHOTO C OEJNKOM IUIa3Mbl KpOBH LEe()TPUAKCOHA YMEHBLIAETCS C POCTOM €ro
KOHIICHTpAIlUHU, TaK KaK CBA3BIBAHUE HACBIIIAEMO M COCTABIISIET OKOJIO 85 % IMpu 3HAYEHHUSX
koHueHTpauuu 300 mr/m.
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[ledTpriakCOH TMPOHUKAET 4Yepe3 OOOJOYKH TOJIOBHOTO M CIIMHHOTO MO3ra (MO3TOBBIE
o0onouku). IlpoHnkHOBeHHEe Hambosee BBICOKO MpH BocmaleHUW mnocineanux. CpemHss
MaKCHUMaJbHasi KOHLIEHTpaIus e TprakcoHa B CHMHHOMO3TOBO JKUIKOCTH JocTUraeT 25 %
OT KOHIEHTpaluuu IepTpuakcoHa B IUIa3Me€ KPOBU Yy TAIMEHTOB C OaKTepHabHBIM
MEHMHTHUTOM, M TOJNBKO 2 % OT KOHIEHTpalUW B IUIa3ME€ KpPOBH Y NAIMEHTOB C
HEBOCIMAaJIEHHBIMUA MO3TOBBIMU 000J104KaMu (0e3 MeHUHTHUTa). MakcuManbHasi KOHIICHTPAIUs
e TpUaKCcoHa B CIMHHOMO3TOBOM JKUAKOCTH JOCTUTACTCsl IPUMEPHO yepes3 4 — 6 4acoB mocie
€ro BHYTPUBEHHOT'O BBE/ICHHUS.

LlepTpuakcon mpPOXOAWUT depe3 IUIAlleHTapHbl Oapbep. LledTpmakcon B Mambix
KOHIEHTPALUSAX BBIICISIETCSA C TPYAHBIM MOJIOKOM (3—4 % OT KOHIIEHTpallMu B IJIa3Me KPOBU
vy mMarepu uepe3 4—6 gacos).

buotpanchopmanus

LledTprakcoH He MOABEPraeTCs CUCTEMHOMY METa0OJIM3My, a MPEBPAIIACTCs B HEAKTHBHBIC
MeTabOIUTHI MO IEHCTBUEM KUIIIEYHOU MUKPOQIOPHI.

DJIMMUHALHS

OO01muii ma3MeHHbIN KiupeHe e Tpuakcona cocrabnsier 10-22 mn/mun. [loueunsiii KiupeHc
paBusiercss 5-12 mi/mun. 50-60 % mnedrprakcoHa BBIBOAMTCS B HEM3MEHEHHOM BHJIE
noukamu, a 40-50 % —B Hew3MeHEHHOM BHJE KuIIeYHHKOM. [lepron mnomyBbIBEICHUS
e TpruakcoHa COCTaBISET y B3POCIBIX OKOJIO 8 4acoB.

JInHEHHOCTD (HEMTUHEHHOCTB)

QdapmMakoKMHETHKAa Le(TPUAKCOHA HOCHT HEJIMHEWHBId Xxapakrep. Bce OCHOBHEBIE
dbapMakOKMHETHUECKHE MapaMeTphbl, OCHOBAaHHbIC Ha OOIIMX KOHIIEHTpALMSX IMpernapara, 3a
UCKJIIOUEHHEM TIepHOJa TOJTYBBIBEICHHS, 3aBUCIT OT 036l W BO3pPACTAIOT MEHEE YeM
MPOIMOPLMOHANILHO €€ yBenudyeHuto. HemmHeiHOCTh XapakTepHa i (papMaKOKMHETHYECKIX
napameTpoB, 3aBUCSIINX OT OOIIEeH KOHIIEHTpaluu e TpuakcoHa B TIa3Me KpOBH (HE TOJIHKO
cBOOOJIHOTO LEe(TPUAKCOHA), OOBACHAETCS HACBIIICHUEM CBS3bIBAHUS Ipernapara ¢ Oenkamu
TUTa3MbI KPOBH.

[ToyeuHas uiu neYeHOYHas HEJIOCTAaTOYHOCTh
Y nmanueHToB C JIETKOM WIM YMEPEHHOM IOYEYHOM WIIM NMEYEHOYHOW HENOCTATOYHOCTHIO
(dhapmakoKHHETHKA IIe(h TPUAKCOHA U3MEHSIETCS] HE3HAUUTENBHO. J[a)ke y MalueHTOB C TSHKEI0M
MOYEYHOW HEJAOCTATOYHOCTHIO OTMEUaeTcsl JUIIb HEOONBIIOe YBEIWYEHHE MepHoaa
MOJTYBBIBEJICHHUS B IJIa3Me KPOBH (MEHEE ueM B 2 pasa).
YMepeHHOe yBEeNWYEeHHE TMepuojia IMOJNyBbIBeIEHUS Le(@TpHaKCOHa TMPU MOYCYHOU
HEJIOCTATOYHOCTH MOKET OOBSCHATHCA KOMIICHCATOPHBIM TIOBBIIIEHUEM HETOYEYHOTO
KITUpeHca o0miero neTpuakcoHa B pe3ylbTaTe CHIKEHUS CBA3BIBAHUSA C OETTKaMHU.
VY MmanueHToB ¢ MEUYEHOYHOW HEOCTATOYHOCTBIO MEPUO]] TOTYBRIBEACHUS 11e()TpUaKCOHA HE
YBEJIMYUBAETCS B CBA3U C KOMIIEHCATOPHBIM MOBBIIIEHUEM MMOYEUHOT0 KinpeHca. [Ipuunnoit
TaK)Ke CIY)KUT yBEIIMUEHHUE KOHIIEHTPAIIMKU CBOOOTHOTO Ie(TpHaKCOHA B TJIa3Me KPOBHU, UYTO
CIocOOCTBYET TMapaJoKCcalbHOMY TMOBBIIIEHUIO OOIIero KiupeHca mpemapaTta. Hapsgy c
MOBBIICHHEM OOIIETO KIMPEHCa TAKKE OTMEUACTCS YBETHUEHUE 00beMa pacpeieICHuUsI.
Jluia noXkusioro Bo3pacra
VY manueHToB crapiie 75 JIeT Iepro/1 MOTYBBIBEICHUS B CPETHEM B JIBa UJIU TPU pasa OoJIbIIIe,
YeM Yy B3POCIBIX MalUEHTOB.

eTH
Y HOBOPOXKACHHBIX JETEH MepHo] MOTYBhIBEACHUS lIe(PTPUAKCOHA YBEIUYEH 10 CPABHEHHUIO C
JIpYTMMH BO3PAaCTHBIMM TpymnaMu. B mepBbie 14 gHel >kKM3HM KOHIIEHTpAIUsi CBOOOIHOIO
e TpHaKCoHa B TUIa3Me KPOBU MOXKET OBITh JOTOJTHHUTEIHHO MOBBIIIEHA Olaronaps HU3KOM
KJIIyOOUKOBOM (PHIIBTpallid W OCOOEHHOCTSIM CBSI3BIBaHMs TIpemapara ¢ OelkamMH TiIa3Mbl
KpPOBHU.
VYV ManuMeHToB IETCKOro BO3pacTa NEPHOI MTOITYBBIBEICHNSI MEHBIIIE, YEM Y HOBOPOXICHHBIX U
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3HaueHus MJIa3MEHHOTO KIUPEeHca U 00beMa pacrpeaencHus o0mero neTpuakcoHa BhIIIE Y
HOBOPOXICHHBIX, TPYIHBIX JIeTed W JeTed muiamamie 12 leT 1Mo CPaBHEHHIO C TAKOBBIM Y
B3POCJIBIX.

6. ®APMAIIEBTUUYECKHUE CBOVMCTBA
6.1. Ilepeyenb BcmoMoraTeibHbIX BellECTB
OTCyTCTBYIOT.

6.2. HecoBMeCTHMOCTDH

JlaHHBIN JIEKApCTBEHHBIA IIpenapaT HE CIEeQyeT CMEIIMBAaThb C IPYIMMH JIEKapCTBEHHBIMU
IpernapaTam, 3a HCKJIIOUEHUEM YIIOMSHYTBIX B paszeie 6.6.

PactBopsl mpenapara LledTpuakcon He cienyeT CMEIIMBATh WM J00ABISATH B PacTBOPSI,
coJiepiKallye Ipyrue NpoTHBOMUKPOOHBIE MTpenapaThl.

LlepTpuakcon  QapmalneBTUYECKM  HECOBMECTHUM C  aMCAKpPUHOM, BAHKOMHIIMHOM,
¢dykoHa30510M ¥ aMuHOIIMKO3ugaMu. Heobxonumo pasnienbHoe BBECHHE.

OO0pa3oBaHue NPELUIUTATOB KAJIbLUHUEBBIX CONEH LEPTPUAKCOHA MOXKET MPOUCXOAUTH MpPU
cMemeHnnn mpernapara LlepTpuakcoH B/B M KaNbIHMICOAEP)KAIIMX PACTBOPOB  IPH
MCII0JIb30BaHUU OJJTHOTO BEHO3HOT'O JIOCTYIIA.

Henb3st wucnonp3oBaTh A TPUTOTOBJICHHS pacTBOpoB mpemnapara lLledrpuakcon s
BHYTPUBEHHOI'O BBEACHMS M HX IOCIECAYIOIIETO pa3BEIEHUS PAaCTBOPUTEIH, COACPIKALLUE
KaJIbLIMM, Takue Kak pactBop PuHrepa wim pactBop XapTMaHa, H3-3a BO3MOYKHOIO
oOpa3oBanus npenunuraroB. Henb3s ucnonb3oBath npemnapat LlegTpruakcoH BHYTPUBEHHO
OJIHOBPEMEHHO € KaJIBLIUICOAEPKAIUMH PAacTBOPaMU JUIsl BHYTPUBEHHOTO BBEJICHMS, B TOM
qyuciae C JJIUTEIbHBIMH HHQY3USIMU KaJbLUICOAEPKAIIUX PACTBOPOB, HANpUMEp IpH
MIapEHTEPAIBHOM MMUTAaHUM C MCIOJb30BaHUEM Y -KOHHEKTOpa. JlJIg BCcex IpyII MalUeHTOB,
KpOME  HOBOPOXIEHHBIX, BO3MOXHO  IIOCIEJOBATEIIbHOE IPUMEHEHUE  IIperapara
[ledpTprakcOH BHYTPUBEHHO U KaJbIMiiCOAEpXkalllUX pacTBOPOB TMpHU  TIIATEIBHOM
IPOMBIBAaHUHM WH(QY3HMOHHBIX CHUCTEM MEXIY BIMBAHUSMHU COBMECTHMOM MKHJIKOCTBIO (CM.
pasaensi 4.3.,4.4.,4.5.,4.8.).

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

HeBckphIThIH (uiakoH

3 rona.

IIpUroTOBIEHHBINA PACTBOP

OO01mKM IpaBUIIOM JIOJKHO OBITh MCIIOJIb30BaHUE PACTBOPOB Cpasy MOCIE MPUTOTOBICHUS.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHUH
B 3amumieHHOM OT cBeTa MecTe MpH TemnepaType He Bbitie 25 °C.

6.5. XapakTep U coaep:KaHHe MEPBUYHOI YIAKOBKH

I[To 0,5965r (coorBerctByer 0,51 unedrpmakcona) wmmu 1,193 (coorBercTByeT 1T
neTpuakcoHa) mpenapara BO (pIakoHbl OECIBETHOTO HEWUTPaJbHOIO CTekiaa Tl |
BMECTUMOCTBIO 10 MJI, YKYITOpEHHbIE PE3WHOBBIMH MPOOKAMHU U 00KaTbhle aTIOMHUHHUEBBIMU
KOJITAaYKaMH, CHAOKEHHBIMH IJIACTMACCOBBIMHU KPBIIIKAMH.

Ha xaxnplii (rakoH HakJIEWBAaIOT 3TUKETKY M3 OyMmaru STUKETOYHOM WM NHCUYeH, WIH
CaMOKIJIESIIIYIOCS ITUKETKY.

1 pnakoH BMecTe ¢ HHCTPYKIMEH IO MPUMEHEHHIO TOMEIIAIOT B MaYKy U3 KapTOHA.

Hna cmayuonapog: 25 wnu 50 (IakoHOB C paBHBIM KOJMYECTBOM HMHCTPYKLIMH IO
IPUMEHEHHIO TOMEIAI0T B KOPOOKY C KApTOHHOM Meperopokoil U3 KapToHa.

Ha kopoOKy HakJIIeMBAIOT JTHKETKY M3 OyMard OSTUKETOYHOM WJIM THUCYeH, WIn
CaMOKJICSINYIOCS ITUKETKY.
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6.6. Oco0ble Mepbl MNPEIOCTOPOKHOCTH TMPH YHUUYTOKEHUH WCHOJb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara WIH OTX0A0B, [MOJYYEHHbIX IOcjde TNpPUMeHEeHHUs
JIEKAPCTBEHHOT'0 MPenapara, v Apyrue MAaHUILYJISIHN ¢ IPenapaToM

[IpaBuiia TPUTOTOBICHUS PACTBOPOB

Mna enympumsrieunon unvexyuu 0,5 r npemapara LledTpuakcon pactBopsitor B 2 M, a 1 T
npenapara — B 3,5 mn 1 % pacTBopa n1uaokanHa;

Ina enympusennoti unvexyuu 0,51 mpemaparta IledTpuakcon pacTBopsitoT B Swmi, a 1T
npenapara — B 10 Mi1 CTEpUIILHON BOJIBI 1J1SI UHBEKIIUI;

s enympueennou unghyzuu pasomsat 2 r mpenapara Lledprpuakcon B 40 M ogHOrO U3
clenyrmux MHQY3HOHHBIX PacTBOPOB, HE colepikaimux HoHOB kambuusa: 0,9 % pactBop
HaTpus xiopuna, 0,45 % pactBop HaTpus xnopuna + 2,5 % pactBop nekcTpossl, 5 % pacTBop
nekctpo3bl, 10 % pactBop aekctpossl, 6 % pacTBop AekcTpaHa B 5 % pacTBope AEKCTPO3BI,
BOJIA JUISl UHBEKLIHM.

Yunnsanms
Huempykyuu no yHUUmMOoNCceHUur Heucno1b308aHH020 NPenapama Uil npenapama ¢ UCmexkuum

CPOKOM 200HOCMU

[Toraganue J1eKapCTBEHHBIX MPENapaToB B OKPYXKAIOIIYK CpeAy JOJDKHO OBITh CBEICHO K

MUHHMYMY. He cienyer yrunusnpoBaTh Ipenapar ¢ MOMOLIBIO CTOYHBIX BOJI MM BMECTE C

ObITOBBIMU OTXOzaMu. ClielyeT UCMOIb30BaTh YCTAHOBJICHHbBIE CHCTEMBbl YTHJIU3ALUH, €CIH

OHH JIOCTYIIHBI B BAllIEM PETHOHE.

YTunuzanus mWnpunes/uri

Heobxonumo ctporo cobmronaTh ClEAyIOIIME PEKOMEHAAIMM 110 MCHOJIb30BAaHHUIO U

YTUJIM3ALKN LIIPULEB U PACXOJHBIX MATEPHAIIOB.

— Wriel ¥ mnpune! HeNMb3s UCIIONIB30BaTh IOBTOPHO.

— Hcnonb30BaHHBIE UIUIBI U LINPULBI TOMEILAIOT B 3aLIUIICHHBIA OT IIPOKOJIOB KOHTEHHED
(eMKoCTB).

— JlaHHBIA KOHTEWHEP XPAHAT B HEIOCTYITHOM JUIsl IE€TE€U MECTe.

YHHUYTOKEHHE HEHUCIIOIb30BAHHOIO IIpenapara WM PacXOJHBIX MaTepUaloB JOJIKHO

IPOBOJUTHCS B COOTBETCTBUU C JIOKATbHBIMU TPEOOBAHUSIMH.

7. JEPXATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHMUSA
Poccuiickas ®@eoepayus

AO «Padapmar

399540, Jluneukas 061., TepOyHckuit paiion, c¢. TepOynsl, yi. JlopoxHas, 1. 6A
Ten.: +7 (47474) 2-16-72

OnekrponHas noura: rafarma@rafarma.ru

7.1. IlpencraBuTeJIb AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHUs
[Iperen3un norpeduTeseil HAPABIATH M0 AJPECY:

Poccuiickas ®@eoepayus

AO «Padapmar

399540, Jluneukas 061., TepOyHckuit paiton, c¢. TepOynsl, yi. JlopoxHas, 1. 6A
Ten.: +7 (47474) 2-16-72

DnexkTponHas moyra: pharmacovigilance@sotex.ru

8. HOMEP PETMCTPALIMOHHOI'O YAOCTOBEPEHHUS
JITT-Ne(003977)-(PT-RU)

9. JIATA NEPBUYHOM PETMCTPAIIUU (IOATBEPXKIEHUS PETUCTPAILIUN,
IHEPEPETUCTPAIIUN)
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10. JATA HEPECMOTPA TEKCTA

OOmasi XapakTepuCTUKa JieKapcTBeHHOro mnpenapara LledpTpuakcoH jgocTymHa Ha
UH(POPMAIMOHHOM TopTae EBpa3uiickoro SKOHOMHYECKOrO COK3a B HH(POPMAIMOHHO-
KOMMYHUKAIIMOHHOM cetn «HTepHeT»: https://eec.eaeunion.org
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