COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.01.2025 N= 436
(NOCNEQCBATENEHOCTE 0002)

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHE JIEKAPCTBEHHOI'O IIPEITAPATA

LledTpuakcon, 0,5 r, MOPOMIOK M NPUTOTOBICHHUS pacTBOpa s BHYTPUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBEICHUS

edTpuakcon, 1 r, NOpPOIIOK [UIsi TNPUTOTOBIEHUS pacTBOpa HJsi BHYTPUBEHHOTO U

BHYTPHUMBIIICYHOI'O BBEACHHUA

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIA COCTAB
JleiicTByro1Iee BEMIECTBO: IIEPTPUAKCOH

Hed)TDI/IaKCOH, 0,5 T, TOpPONmIOK JUId NPUIOTOBJICHHUS pacTBOpa JUI BHYTPHUBCHHOIO U

BHYTPHUMBIINICYHOT'O BBCACHUA

Kaxnprit paakon conepxur 0,5 T riedrpuakcona (B Buae HATPUEBOI COM TPUCECKBUTHPATA).
BcnomorarensHple BEIECTBA, HATMYKUE KOTOPBIX HY)KHO YYUTBIBaTh B COCTABE JIEKAPCTBEHHOIO
npenapara: Hatpui (cM. pazzaen 4.4.).

Hed)TDI/IaKCOH, 1 I, TIOPOIIOK [AJId IMPHUI'OTOBJIICHHS pPAaCTBOpa AJId BHYTPHBCHHOI'O H

BHYTPUMBIIIIEYHOI'O BBEJICHUS

Kaxnpriit paaxon cogepxut 1,0 r nedrprakcona (B BiIe HATPHEBOI COJIM TPUCECKBUTUAPATA).
BcnomoraTenbHbIe BEECTBA, HAIMYNE KOTOPHIX HY)KHO YYHUTBHIBaTh B COCTABE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cM. paszaen 4.4.).

[TonHbIN TIepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

HOpOHIOK AJI IPUTOTOBJICHUA paCTBOpa AJId BHYTPUBCHHOI'O U BHYTPUMBIIICYHOI'O BBCACHUA.

HOpOH.IOK 0eJI0ro Miu OCJIOro C JKEITOBAaThIM OTTEHKOM OBCTA.

4. KIMHUYECKHUE JJAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHUIO

WNudexun, BbI3BaHHbIE YyBCTBUTEIBHBIMH K 11€()TPUAKCOHY BO30YAUTEISIMU: CENICHC; MEHUHTUT;
nuccemuHupoBaHHas Oone3nb Jlaiima (Il u Il cragum 3a0oneBanus); mHEKUUH OpPraHoB
OprOIIHOM MOJ0CTH (MEPUTOHUT, HHMEKIIMU JKETUHBIX IMyTeH U jKeTyI0UHO-KUIIIEYHOTO TPAKTa);
UHQEKINHU KOCTeH, CyCTaBOB, MATKHX TKaHEH, KOXKH, a TaKKe paHeBble HHPEKINH; UHPEKIUU Y

NalfMCHTOB C oca0JIeHHBIM HUMMYHUTCTOM; I/IH(I)CKI_[I/II/I IIOYCK W MOYCBBIBOAAIINX HyTefI;
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(NOCNEQCBATENEHOCTE 0002)

MH(pEKINN JbIXaTeIbHBIX MyTeH, 0cOOeHHO MHEeBMOHUS, U uHpekuu JIOP-opranos; nndexkuuu
MOJIOBBIX OPTaHOB, BKJIKOYAasi FOHOPEIO.

[Tepuonepannonnas npoduiakTHKa MHOEKIUH.

4.2. Pe:kuM 103MPOBAaHNS M CIOCO0 NPUMeEHEeHUs!

PexxuM 1o3upoBaHus

B3pocnvie u 0oemu cmapwe 12 nem ¢ maccou mena >50 xe:.

no 1-2 v oguH pa3 B cyTku (Kaxasle 24 yaca). B TSOKenbIX ciydasiX WM OpU WHQEKIUX,
BO30yAMTENM KOTOPBIX OOJIAZAIOT JIMIIb YMEPEHHOH YyBCTBUTEIBHOCTHIO K IHEe(TpHAKCOHY,
CYTOYHAs /1032 MOXET OBITh YBEIMUYEHA /10 4 T.

[TponomKUTENbHOCTh JICYEHUS 3aBUCUT OT TedyeHHs 3aboneBanus. Kak u Bcerma mpu
AHTHOMOTUKOTEPAIINH, BBEJICHHE TIpernapaTa HeTPHAKCOH CIEAYeT IPOI0JDKATh MAllMEHTaM eIle
B TeUE€HHME MHUHUMYM 48-72 4acoB MOCIE€ HOPMaJIM3alUMU TEMIIEpaTypbl U MOATBEPKICHUS
IpaguKaluy BO30YyIUTEIS.

OObIyHO Kypc JeueHusi coctaBiseT 4-14 paHell; mpu OCIOKHEHHBIX HHQPEKIUAX MOKET
notpebdoBaThes OoJiee MPOJOIHKUTEIIEHOE BBEJICHHUE.

Kypc nedenuns npu mH(EKIHAx, BbI3BaHHBIX StreptocoCccus pPyogenes, MOKeH COCTaBISTH HE
menee 10 naeit.

bonesnw Jlaiima

B3pocasiM 1 getsm HazHavaroT 50 MI/KT OJUH pa3 B CyTKHM B TeueHue 14 nHeil. MakcumainbHas
CyTOYHas j03a — 2 T.

I'onopes (BbI3BaHHasl MEHUIMUIMHA3000pa3yOIIUMU M MEHULMJUIMHA30HE00pa3y oMU
mTaMMaMu)

OpnHokpaTHOE BHyTpuUMbIIeuHOe BBejneHue 0,25 r mpemapara B3pOCIbIM MallMEHTaM M JIETAM
crapme 12 net > 50 kr.

Ocmpuuii cpednuti omum

[Tpu neyeHnn OCTPOro CPEeTHEro OTUTA y JETEW PEKOMEHIYETCS OHOKPATHOE BHYTPUMBIILIEYHOE
BBe/IeHHe B 03¢ 50 Mr/kr (HO He 6onee 1 1).

B3pocnbiM pekoMeHyeTcs OJHOKpaTHOE BHYTPHUMBIIIEUHOE BBeAeHHE B J03e 1-2 r. CoriacHo
OTPaHUYEHHBIM JJAHHBIM, B TSDKEJIBIX CITy4asX MU IpU HedPEKTUBHOCTH MPEAbITYyIIEH TepanuH,
HeTPUAKCOH MOXKET ObITh 3 PEeKTUBEH MPU BHYTPUMBIIIIEYHOM BBEJICHUH B /103€ 1-2 T B CyTKH B
Te4eHue 3 THEN.

IIpoghunaxmuka nocneonepayuonnvix ungexyui
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COOTBETCTEBYET. -'I-I’_EF'TH
ot 14.0 - :
(NOCNEOC EuuTEJ'II: HOCTE 0002)

MY OTUETY

B 3aBucuMocTH OT cTerneHr HHPEKIIMOHHOTO pUCKa BBOAUTCS 1-2 T neTprakcoHa OJHOKPATHO
3a 30-90 mMuH 1o Hadana omepauuu. IIpu omepanusx Ha TOJCTOW M NPSAMON KHUIIKE XOPOIIO
3apeKOMEHI0BANIO ce0sl OHOBPEMEHHOE, HO pa3feibHOe BBEICHUE e()TPUAKCOHA U OAHOTO W3
S-HUTPOUMUIA30JI0B, HAIIPUMEP, OPHUIA30IIA.

Oco0nIe I'pYHOIIbI TAMEHTOB

Tayuenmoi ¢ napywienuem yHKyuu neveru
VY mauueHToB C HapylleHWeM (QYHKUIUM TEYEHH HEeT HEOOXOAMMOCTH B KOPPEKIHMU O3B
e TpUaKCoHa MPH YCIOBUH OTCYTCTBUS HAPYIICHUHA (DYHKIIMU TIOYEK.
Tayuenmui ¢ napywenuem ¢hynkyuu novex
VY mNanueHToB ¢ HapylleHWeM (QYHKLUM IOYeK HET HEeoO0XOAMMOCTH B KOPPEKLIMU J103blI
neTpuakcoHa TPH YCIOBHM OTCYTCTBUS HapymeHuil ¢yHkium nedeHn. CyTouHas mo3a
Ipernapara He JOJDKHA IIPEBbIIATH 2 T JIMIIb B CIIydasx OY€YHON HEIOCTATOUHOCTH € KIINPEHCOM
kpeatuHuHa MeHee 10 wi/MuH. lledTprakcoH He BBIBOAUTCS HpU TEeMOAMANIN3E WU
HNEPUTOHEAIBHOM JMAaHM3€, MOITOMY BBEICHHME NAlMEHTY AONOJIHUTENBHOW J03bI Ipernapara
1ocjie OKOHYaHUs 1uanusa He TpeOyeTcs.
Tayuenmor ¢ couemarnuem msgicenou NOYeYHol U NeYeHOYHOU HeOOCMAamoYHOCmU
[Ipr couetaHuu TsKEIOM MOYEYHONH M TEYEHOUHOW HEJOCTATOYHOCTU CJeNyeT TUIATelIbHO
Ha01r0aTh 3a 3(p(PEeKTUBHOCTHIO U 0€30MaCHOCTHIO IPUMEHEHHUS IIpenapara.
Tayuenmor nodcuno2o u cmapuecko2o o3pacma
Koppexkuuu n03bl negTpuakcoHa y MalMeHTOB >05 JET MPH YCIOBUU OTCYTCTBUS TSXKEJION
MOYEYHO! U MEYEHOUYHOM HEI0CTaTOYHOCTH He TpedyeTcsl.
€TH
Hoeopoowcoennvie, epyonvie oemu u demu maadue 12 nem
[Tpu Ha3HaYeHNHU LIepTpUAKCOHA OJIUH pa3 B CYTKH PEKOMEHAYETCS IPUAECPHKUBATHCS CIETYIOIMINX
PEKUMOB JO3UPOBAHMUS:
— HOBOpOXJeHHBIe (10 14 qHeit): 20-50 Mr/Kr Macchl Tena OAWH pa3 B CYyTKU; CyTOYHAs 1032 HE
JIOJDKHA MpeBbIaTh 50 MI/KT Macchl Tena;
— HOBOpOXKJIEHHBIE, TpPYJIHBIE JE€TH M JETH Miaamero Bo3pacta (¢ 15 nuelt no 12 ner):
20-80 Mr/Kr Macchl Tena OJIuH pa3 B CyTKH;
— JIeTSM ¢ Maccoil Tena cBbile 50 KT Ha3HA4YaroT 10361, IPEAHA3HAUYEHHBIE JUIS B3POCIIbIX.
HenoHomeHnHubIM ieTsiM B Bo3pacte 10 41 Henenu BKIIOUUTENBHO (CyMMapHO IeCTallMOHHBIN 1
XPOHOJIOTHYECKH BO3PACT) MPUMEHEHHE epTPHaKCOHA MPOTUBOMOKA3aHo (cM. paznen 4.3).
[ledTprakcoH MPOTHBOMOKAa3aH HOBOPOXKIACHHBIM (< 28 nHei), KOTOPhIM YK€ Ha3HAUE€HO WJIU

npeamnojgaracrcd BHYTPHUBCHHOC JICHCHUC K&HLHHﬁCOﬂGpK&HIHMH pacTBOpaMu, BKIOYad
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MPOJODKUTENbHBIC KallbIIUiCcoIeprKaliie HHPy3un, HapuMep, Mpu NapeHTepaIbHOM MUTAHUU
13-3a pUCKa 00pa30BaHMs MPEUIIMTATOB KaIbI[HEBBIX COJIel e Tpruakcona (cM. pasaen 4.3).
['pyIHBIM AETSM U IETSM B BO3pacTe A0 12 neT BHyTpUBEHHBIE 103561 B 50 MI/KT WX BBIIIE CIIEAYET
BBOJIUTh KamneibHO B TeueHue He MeHee 30 MuHyT. HOBOpOXIEHHBIM BHYTPUBEHHOE BBEICHUE
clenyeT MpOBOAWTH B TedeHne 60 MUHYT, YTOObI CHHU3UTH MOTEHIMAIBHBIM PUCK DPAa3BUTHS
OMMpPyOMHOBOM SHITe(haTonaTHH.

Menuneum

[Tpu OaxkTepuanbHOM MEHUHIHMTE Yy TPYAHBIX AET€d M JeTed MIaJLIero BO3pacTa JIEUEHHE
Ha3Ha4arT ¢ 10361 100 MI/Kr onuH pa3 B CyTKH. MakcuMmalibHasi cyTouyHas no3a - 4 1. Ilocne
uAeHTU(PUKAIIMK BO3OYIUTENS] W ONpENeJCHHs] €ro YyBCTBUTEIBHOCTH 103y MOXKHO
COOTBETCTBEHHO YMEHBIINTh. Hawmrydmme pe3yabTaThl NP MEHUHTOKOKKOBOM MEHUHTHTE
JOCTUTAIINCh TIPH TIPOJOJDKUTEIBHOCTH JICYCHWs] B 4 JIHSA, TPH MCHHHTUTE, BBI3BAHHOM
Haemophilus influenzae — 6 gueii, Streptococcus pneumoniae — 7 aHel.

Cnoco6 IIPUMCHCHUA

BHYTpHBEHHO, BHY TPUMBIIICYHO.

Buympumviweunasn unvexyus

PactBop mnedtpuakcona BBoAAT TiyOOKo B MbImily. Pekomenayercs BBoauTh He Oonee 1 r
mpernapara B OJIHY U Ty )K€ MBIIIILY.

PactBop, conepskammumii TMI0KanH, HEMb3s BBOJUTH BHYTPUBEHHO! (cM. moapaszaen 4.3).
Buympueennas unvexyus

PactBop nedrpuakcoHa BBOAST BHYTPUBEHHO MEIJIEHHO B T€UCHHE 5 MUHYT, MPEAMNOYTUTEIHHO
B KPYIHYIO BEHY.

Buympueennas unghysus

Bryrpusennast uH(py3us ToJDKHA JUTHTHCS HE MeHee 30 MUHYT.

['pyHBIM I€TAM U IETSM B BO3pacTe A0 12 neT BHyTpUBEHHBIE 103bI B 50 MI/KT WX BBIIIE CIIEAYET
BBOJWTHh BHYTPUBEHHO KamenbHO B TeueHue He MeHee 30 MuH. HOBOpOXIEHHBIM BHYTPUBEHHOE
BBEJICHUE CIICAYET MPOBOJUTH B TeueHUe 60 MHUHYT, YTOOBI CHU3UTH MOTSHIMAIBHBIA PHUCK
pa3BUTHs OHITHPYOMHOBOM 3HIeanmonatuu (cM. paszaeinst 4.3. u 4.4.).

Henp3s wucmonb3oBaTh ISl MPUTOTOBJICHHUS PACTBOPOB IeTpUAKCOHA Jii BHYTPHBEHHOTO
BBEJICHUSI M WX TOCIEAYIOIIEr0 pa3BEeICHUs PACTBOPHUTENH, COACPIKAIIUE KAIbLIUN, TaKhe Kak
pactBop Punrepa unu pactBop XapTMmaHa, u3-3a BO3MOXXHOT'O 00pa30BaHUs MPEIUITUTATOB.
OO0pa3oBaHre MPEIUITUTATOB KAIBIIHMEBBIX COJIeH IMe(TpHaKkcoOHa MOXKET MPOUCXOTUTh W IPHU
CMEIICHNN TePTPUAKCOHA M KaJTBIIUHCOJCPIKAIIMX PACTBOPOB IPHU HCIIOIH30BAHUH OJIHOTO

BCHO3HOI'O A0CTyIIa. Henp3s HCIIOJB30BAaTh I_Ie(i)TpI/IaKCOH OIHOBPCMCHHO C
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COOTBETCTEBYET. -'I-I’_EF'TH
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(NOCNEOC EuuTEJ'II: HOCTE 0002)

MY OTUETY

KaJbLIMHACOIEpKAIUMH PACTBOPAMH /17151 BHYyTPUBEHHOT'O BBEJICHU S, B TOM UHCJIE C JUIUTEIbHBIMU
UHQY3USAMU KalbLMHCOIepKaIlMX pacTBOPOB, HAIpUMeEp, NpPHU MAPEHTEPaIbHOM HUTAHUU C
UCIIOJIb30BaHUEM Y -KOHHEKTOpa. Jljis Bcex TIpynn MAalMEHTOB, KPOME HOBOPOXKIEHHBIX,
BO3MOXHO IOCJIEI0OBATEIbHOE BBEJCHUE Ie(hTPUAKCOHA U KAJIBIIUICOAEPIKAIIUX PACTBOPOB MIPU
TIIATEIbHOM IPOMBIBAHUU HH(Y3MOHHBIX CUCTEM MEX/1y BIMBAHUSAMHU COBMECTUMOM )KUIKOCTBIO
(cMm. pasgen 4.5.).

He nmocrymano cooOmeHuii o0 B3aUMOJCHCTBUU  HePTpPHAKCOHA U  MEPOPATBHBIX
KaJIbIMHACOIEPKAIIUX PENapaToB WM B3aUMOICHCTBUM EPTPHUAKCOHA JUIsI BHYTPUMBIIIIEYHOTO
BBEJCHUSA M KaJbLUHCOAEP)KAIMX IpenaparoB (A7 BHYTPUBEHHOTO WJIHM IEPOPaIbHOIO
MIPUMEHEHUS ).

WHCTpyKIMM 1O pacTBOPEHUIO  JIEKApCTBEHHOTO  Mpenapara Iepel]  IPUMEHEHUEM

cM. B pazzene 6.6.

4.3 IIpoTBONOKA3AHUA

I'unepyyBCTBUTEILHOCTD

— I'mnepuyyBCTBUTENHHOCTD K e TPHAKCOHY WIIH JTFOOOMY JIPYrOMYy KOMIIOHEHTY Ipernapara.

— I'unepuyBCTBUTENBLHOCTS K 1e(aIOCIOPHHAM.

— Tspkenble peakiMyd TUIEPUYBCTBUTEIBHOCTH (HAmpuMep, aHa(QWUIAKTUYECKHE PEaKIuh) K
IpYTUM [-TaKTaMHBIM aHTUOMOTHUKaM (NMEHUIIINHBI, MOHOOAKTaMbl U KapOameHEeMbl) B
aHaMHe3e.

HenoHortieHHble IeTH

Henonomennble netu n0 41 Hemenau BKIIOYUTENBHO (CyMMapHO TI€CTAllMOHHBIA U
XPOHOJIOTHYECKUN BO3PACT).

JloHOIIEHHBIE HOBOPOXKAEHHBIE (< 28-THEBHOI'O BO3PAacTa)

— TI'unepOunupyOuHeMUs, >KeNTyxXa WIM aluj03, TUHOATbOyMHUHEMHS Yy HOBOPOXKJICHHBIX
(uccnmemoBanusi IN VItro mokaszaiu, 4YTO HEPTPUAKCOH MOXKET BBITECHITH OWIUPYOUH WH3
CBSI3M C CHIBOPOTOYHBIM albOyYMHUHOM, TMIOBBIIIAs PHCK pa3BUTHS  OMIMPYOMHOBOMN
sHIIe(aTONaTUH Y TAKUX MAllUEHTOB).

— BuyTpuBeHHOE BBEEHNE KAIBLIMICOAEPKALIUX PACTBOPOB HOBOPOXKIEHHBIM.
HoBopoxnennsie (< 28 qHeil), KOTOPhIM YK€ Ha3HaYeHO WJIM MPEIoaraeTcsi BHyTPUBEHHOE
JedyeHue KaJIbLIUHCO/IepKAILIUMHU pacTBopamy, BKJItOYast MPOJOJKUTEIbHBIE
KajblMuicoepxKalme MHPY3UH, Hanmpumep, NpU HapeHTepallbHOM IMUTAaHUM, U3-32 pHCKa
00pa3oBaHus MPEIUIUTATOB KaJbIIMEBBIX cojiel nedrpuakcona (cm. pasaenst 4.4., 4.5., 6.2.).

Omnucansl OTACTIBbHBIC (baTaJ'II)HI)Ie clydyan o6pa301saHm[ OpeUUIIMUTATOB B JICTKUX U IMOYKAX Yy

Crpanwura 5 u3 23



COOTBETCTEBYET. -'I-I’_EF'TH
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MY OTUETY

HOBOPOKJCHHBIX, MOJIYYaBIIUX IIePTPUAKCOH U Kajbluiicoaepxkaiue pactBopsl. [Ipu 3Tom B
OTJIEIbHBIX CIIy4asixX ObLI UCIIOJI30BAH OJMH BEHO3HBIH TOCTYII, U 00pa3oBaHue MPEIUITUTATOB
HAOJTI0/1AI0Ch HETIOCPEICTBEHHO B CHCTEME JIJIsl BHYTPUBEHHOTO BBE/ICHUS, TAK)KE OMMCAH, KaK
MUHUMYM, OJMH CIIy4ail CO CMEPTEIbHBIM MCXOJIO0M IPHU PA3THMYHBIX BEHO3HBIX JOCTyIaX U B
pas3iryHOe BpeMsl BBEJICHHS ITperapaTa 1 Kajbluiicogaepxaimux pactBopoB. [logo6Hbie ciiyuan
HaOJIF0IaJIMCh TOJIBKO Y HOBOPOXKIEHHBIX (cM. paszen 4.8).

Jlunokanu

— Ilepen mpoBeneHHEM BHYTPHUMBIINICYHOW WHBEKIUH [e()TPHAKCOHA C HCIOJIB30BAHUEM
TUJI0KaWHA, HEOOXOMUMO WCKIIOYHUTh HAJUYWe MPOTHUBOINOKA3aHWUU K  JIMJOKaWHY.
[TpoTuBOTIOKa3aHUS K PUMEHEHHIO JINOKAHMHA TIPUBEICHBI B MHCTPYKIIUHU 110 MEIUIIUHCKOMY
MPUMEHEHHUIO Ju10KkanHa. PacTBopbl e TpuakcoHa, coiepikaiue TuA0KauH, Hellb3sl BBOJUTh

BHYTPHUBCHHO.

4.4. OcoOble yKka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

— Ilepuon rpyanHoro BckapmiimBaHus (cM. paszuen 4.6).
— Herspkenble peakMM TUIEPYYBCTBUTEIBHOCTH K JPYTMM [-JaKTaMHBIM aHTHOMOTHKaM
(TTeHUIMIUTHHBL, MOHOOAKTaMBbI M KapOarieHeMbl) B aHAMHE3e.

Oco0ble yKazaHus

T'unepuyscmeumenvrHocmo

Kak 1 mpu npuMeHeHnu ApYyTuX -IIakTaMHBIX aHTHOMOTHKOB, OBUTH 3apETUCTPUPOBAHBI TSKEIbIC
peakLuy rTunepyYyBCTBUTEILHOCTH, B TOM YHUCIIE CO CMEPTEIbHBIM UCX0JI0M (cM. paznen 4.8.). [Ipu
PasBUTHU TSDKENOW peaKIMM THIEePUYyBCTBUTEIBHOCTH TEPAIUIO IpernapatoM LedTpUaKCOH
HEOO0XOIMMO HEMEJIEHHO OTMEHUTh U IMPOBECTH COOTBETCTBYIOLINE HEOTJIOXKHBIE JieueOHbIE
mepomnpusTus. [lepen Hadanom Tepanuu e TprakcoHOM HEOOX0AUMO YCTAHOBUTH HAOIOIAINCH
JM Yy TAIMEeHTa PeaKkIud TUIMEPUYYBCTBUTEIHFHOCTH K HE(TPUAKCOHY, me(alocropuHaM HIIH
TSOKENIble  PEaKLUUW TUNEPYYBCTBUTENBHOCTH K JAPYIMM  [(-JIaKTaMHBIM ~ aHTHOMOTHKaM
(MEeHULIUIUTUHBI, MOHOOAKTaMBbl U KapOareHeMbI).

HeoOxomumo coOmroiaTh OCTOPOKHOCTh TPH MPUMEHEHWH IePTPUAKCOHA Y MAIMEHTOB C
HETSDKENBIMA  PEAKIMSAMU THUIIEPYYBCTBUTEIFHOCTH K JPYTUM [(-JIAKTAMHBIM aHTHOMOTHKAM
(MeHUIMIUTMHBL, MOHOOAKTaMbl M KapOarieHeMbl) B aHAMHE3e.

[Ipyu npumeHeHun uUePTPUAKCOHA OTMEYAIUCH TSKEIIbIE KOXHbBIE HEXKENaTeNbHbIe pPeaKluu
(cunapom CtuBeHca-J[koHcoHa wuaM cuHIpoM Jlalenna/TOKCHYEeCKUi  3MuAepMalbHbIN

HEKPOJIU3) U JIeKapCTBEHHas peakius ¢ r03uHodunueii u cucremubiMu cumnromamu (DRESS),
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OMY OTYETY

KOTOPBIE MOTYT OBITh )KU3HEYTPOXKAIOIIMMHU WK (paTaTbHBIMK, OJJHAKO YaCTOTA IAHHBIX SIBJICHUI
HensBecTHa (cM. pasnen 4.8).

T'emonumuyeckas anemus

Kak u npu npumeHeHHH JApYrux 1easoCcropuHOB, NPU JCUYCHUU LEPTPHAKCOHOM BO3MOXKHO
pa3BUTHE AYyTOMMMYHHOH T'€MOJHMTHYECKOW aHEMHH. 3aperHCTPUPOBAHBI CIydau TSHKEIOH
TeMOJIMTUYECKOW aHEeMHUHU Y B3POCIbIX U JIETeH, B TOM YHCIIE CO CMEPTEIbHBIM HCXOI0M. [Ipu
Pa3BUTHUH Y NIALIMEHTA, HAXOAIIErOCs Ha JICYCHUH e()TPUAKCOHOM, aHEMUHU HEJb3s1 HCKITIOUUTh
JMarHo3 1easocnopruH-acCCOMUPOBAHHON aHEMHH W HEOOXOJMMO OTMCHHUTH JICUCHHE JIO
BBISICHCHUS IPUYHHBI.

Huapes, svizéannas Clostridium difficile

Kak u nipu npuMeHeHHH OOJIBIIMHCTBA JPYTHX aHTHOAKTEPHAIBHBIX MPENapaToB, MPH JCYCHUH
e TPHAKCOHOM 3apEeTHCTPUPOBAHBI CiTydan pa3BuTus auapeu, BeizBanHoi Clostridium difficile
(C. difficile), pasnuuHOil TsKECTH: OT JIErKOH AUMApEd IO KOJIHMTA CO CMEPTEIbHBIM HCXOIOM.
Jleyenue aHTHOAKTEPUATBLHBIME IpENapaTaMy IOAABJISIET HOPMaIbHYI0 MHUKPOQIIOPY TOJCTOM
kuuiku U nposouupyet poct C. difficile. B cBoro ouepens, C. difficile o6pasyer Tokcunst A u B,
KOTOpBIC ABJISIOTCS (hakTopaMu maroreHesa auape, Beizpannoii C. difficile. IlItammer C. difficile,
THIIEPIIPOAYUPYIOIIHE TOKCUHBI, SBJISIOTCS BO30YIUTEIIMH HHQPEKIMHA C BBICOKHM PHCKOM
OCJIO)KHEHHH W CMEPTHOCTH, BCJIEJACTBHEC BO3MOXKHOH HMX YCTOWYMBOCTH K AHTHMHKPOOHOM
Teparuy, JICUCHHE K€ MOXKET MOTpeOoBaTh KOJIIKTOMUH. HE0OX0AMMO MOMHHUTE O BO3MOKHOCTH
pasButusi jguapeu, BbiBaHHOW C. difficile, y Bcex mamumenToB ¢ muapeed mocie
aHTHOMOTHMKOTepanuu. HeoOXomuMm THIaTenbHBI cOOp aHamHe3a, T.K. OTMEYEHBI CIydau
BO3HUKHOBeHUsI nuapeu, BbizBanHou C. difficile, cmycrs Gonee uem 2 mecsina mocne Tepamnuu
anTuOMoTukamu. [lpu momo3peHMH WM TOATBepXkaeHMM auapeu, BbizBanHoi C. difficile,
BO3MOYKHO MTOTpeOyeTcst OTMEeHA TeKyIei He HanpasienHoit Ha C. difficile antubuoTukorepanuu.
B cooTBeTCTBHM C KIMHUYECKUMH TOKa3aHHSIMHU JOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOIIEE
JICYCHUE C BBEICHHEM XXHJIKOCTH U DJIEKTPOJIUTOB, OSITKOB, aHTHOMOTHKOTEPAIUS B OTHOILICHUN
C. difficile, xupypruueckoe sieuenue. Heltb3si pUMEHSTB JIEKapCTBEHHBIE CPEICTBA, TOPMO3SIIUEC
NEePUCTAIBTHKY KUIICUHUKA.

Cynepunghexyuu

Kak ©u mpu JedeHHH JPYrHMMH aHTHOAKTEPUATbHBIMHU IpEMapaTaMi, MOTYT pa3BHBAThCS
cynepuH(peKIny.

Hzmenenust npompomounosoeo epemenu

Y  nanueHToB, MOJy4YaBIIMX [E(TPUAKCOH, ONUCAHBI PEIKHE CIy4al H3MCHEHHSI

HpOTpOM6I/IHOBOFO BPCMCHHU. ITanmmenTaM ¢ HEZOCTaTOYHOCTHIO BHUTaMHHA K (HapymeHHe
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CUHTE3a, HapyIlIeHUE TUTaHUSI) MOKET OTPEOOBATHCSA KOHTPOJIb MPOTPOMOMHOBOTO BPEMEHU BO
BpeMsl Tepanuu U HazHaueHue ButamuHa K (10 Mr/Hesnemnto) npu yBearueHUU NPOTPOMOUHOBOTO
BPEMEHH JI0 Ha4yalla WA BO BPEMs TEPAITHH.

Obpaszosanue npeyunumamos Kaibyuesoll Colu yepmpuakcona

Ornucanbl ciydyaud (aTalbHBIX peakiil B pe3ylbTaTe OTJIOKEHUS HePTPUAKCOH-KaIbIUEBbIX
MPELUIIUTATOB B JIETKUX M MOYKAX HOBOPOXKJIEHHBIX. TEOPETHUECKU CYHIECTBYET BEPOSITHOCTh
B3aMMOJICHCTBHS [e(PTPHAKCOHA C KAIBLIUHACOACPKANIUMHU PACTBOPaAMH ISl BHYTPUBCHHOTO
BBEJICHUS M Yy JAPYTUX BO3PACTHBIX TPYMNN MAIUEHTOB, MOITOMY HEe()TPHAKCOH HE TOJIKCH
CMEIINBAThCS C KaJbLUHUCOIEPKAIIMHI pacTBOpaMu (B T.4. JJIs MApPEHTEPAIbHOIO MUTAHUS), a
TaKk)Ke BBOAUTHCS OJHOBPEMEHHO, B T.U. Uepe3 OTIENIbHbBIE JOCTYIIbI 11 HH(PY3HUI Ha pa3IMuHbIX
ydacTkax. TeopeTHdecKku Ha OCHOBaHHMH pacdeTa S-TH MEePHOJIOB ITOTYBBIBEICHUS e TpHaKcoHa
WHTEPBAJl MEXKJIy BBEICHHEM IePTPUAKCOHA U KAIBIUHCOJACPKAIINX PACTBOPOB JIOJDKEH
cocTaBlATh HE MeHee 48 yacoB. [laHHBIE IO BO3MOKHOMY B3aMMOEHCTBUIO Le(TpHAKCOHA C
KaJbIUCOAEp)KAIMMH TIperapaTaMy JUIsl IEpOpabHOrO IMpHUeMa, a Takke LedTpruakcoHa s
BHYTPUMBIIIICYHOTO BBEICHUS C KAJIBIUHCOMCPKAIMMHE TIpernapaTaMu (BHYTPUBEHHO WITH JUIS
MEePOPATLHOTO TIPHEeMa) OTCYTCTBYIOT. Ilocime mpumeHeHUs nedTprakcoHa, OOBIYHO B 032X,
MPEBBIIIAIOIINX CTaHIAPTHBIE pekoMeHoBaHHbIe (1 T B cyTku U Oojee), MpH YIbTPa3ByKOBOM
MCCJIETIOBAHUH KEITYHOTO MY3bIPS BBIABISIMCH MPEIUIUTATHI KabLUEBOM CONU IeTpHUaKCcoHa,
o0pa3oBaHNe KOTOPHIX HaWOoJee BEpOSITHO y MAIMEHTOB JETCKOro Bo3pacTa. llpemumuraTs
PEAKO AT KaKyH-JIHOO CHMIITOMATHKY W HWCUE3al0T TOCJC 3aBEPIICHUS WIIH TPEKPAICHHS
Tepanuu TmpenapatoM nedrpuakcoH. B crmydae, ecniu AITH  SIBICHHUS COMPOBOKIAIOTCS
KIIMHUYECKOW CUMIITOMATUKON, pEKOMEHAYETCsl KOHCEpBAaTUBHOE HEXUPYPrU4YecKoe JeueHue, a
pemeHre 00 OTMEHE IMperapara OCTaBIseTCS Ha YCMOTPEHHE JIeYallero Bpaya U JOJDKHO
OCHOBBIBAThCS HA WHIUBUAYaTbHON OIICHKE ITOJIB3BI U PHUCKA.

HecmoTps Ha Hanmuuue AaHHBIX 00 00pa30BaHUM BHYTPUCOCYIUCTHIX MPEUUIUTATOB TOIBKO Y
HOBOPOXKJCHHBIX TPH MPUMEHEHUU IeTpUakcoHa U KajblHiicofepxamux HH(Y3MOHHBIX
PACTBOPOB WJIH JIOOBIX JAPYTUX KaJbIMHCOICPKAIIUX TPeraparoB, MeTPHAKCOH HE CIEIyeT
CMEIIMBAaTh WJIA Ha3HA4YaTh JIETAM H  B3pPOCIBIM  TAIIMCHTaM  OJHOBPEMEHHO C
KanbpIUiicoepKallMMi MH(PY3HOHHBIMH PACTBOPAMHU, AK€ HCIONB3YS PAa3IMYHBIE BEHO3HBIE
noctytsl (cM. pasnenst 4.3, 4.5).

lankpeamum

Y TmanmueHToB, TOJYYaBIIUX IMEePTPUAKCOH, OMUCAHBI PEAKUE CIlydad MaHKPEaTHTa,
Pa3BHUBABIIIETOCS, BO3MOKHO, BCJICJICTBHE OOCTPYKIIHH KEITIHBIX ITyTeH. Y OOJBIIMHCTBA U3 ITHX

ManuCHTOB YiKE 0 3TOIr0 UMCIIUCH (I)aKTOpBI pHUCKa 3aCTOA B KCIIYHBIX MYTAX, HAIIPUMCEP, PaHEC
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IIPOBOJUBIIASACS TEpaIus, TSHKENble 3a001€BaHMs M IOJHOCTBIO MapeHTepanbHoe nutanue. [pu
9TOM HENb35 HCKIIOYHUTh IyCKOBYIO pOJb B Pa3BUTHUU IAaHKpeaTuTa OOPa30BaBIIMXCS MOJ
BIIMSIHUEM IIe(pTPHAaKCOHA MPELUITUTATOB B KEITYHBIX MYTAX.
Hnumenvroe neuenue
[Tpy 1IMTENEHOM JIEYEHUH HEOOXOAUMO PETYJIIPHO KOHTPOJIMPOBATh KapTUHY Nepudepuyeckon
KPOBH, MOKa3aTesn (yHKIHOHAIBHOIO COCTOSHUS IIEYEHU U ITOYEK.
Monumopune ananuza kpoeu
[Tpu 1IUTENBPHOM JIEUEHUU CIIELYET PETYJIPHO IPOBOAUTD IOJIHBIM aHAIU3 KPOBH.
Peaxyus Apuwa-I'eprceetimepa (JHR)
VY HEKOTOpBIX NAllMEHTOB ¢ MH(EKIUEH, BEI3BAHHON CIMPOXETaMHU, MOXKET Pa3BUTbCS PEaKIU
Spuma-TI'epkcreiimepa (JHR) Bckope mocne nayana tepanuu uedtpuakconom. JHR o0br4HO
ABJIIETCS CaMOOIPAHUYMBAIOLIMMCSI COCTOSTHUEM WJIM MOYKET KOHTPOJIMPOBATHCS C MOMOIIbIO
CUMIITOMAaTUYECKOro JieueHus. Tepamuio aHTMOMOTMKOM HE clelyeT Npekpamarb pu
BO3HUKHOBEHUH JJTAHHOH peaKIyH.
Ceponocuueckue ucciedosamus
[Ipu nedeHun UHEPTPUAKCOHOM Yy TMALMEHTOB MOIYT OTMEYAThCSA JIOKHOIIOJIOKHUTEIbHBIE
pe3yabTathl IpoObl KymOca. Kak u npyrue antuOuotuku, npenapar LlegTprakcon MoxeT JaBaThb
JI0KHOIOJIOKHUTEIbHBIN pe3yIbTaT NPoObl Ha FaJIAKTO3EMHUIO.
JI0’)KHOMONOXKUTENBHBIE PE3YIbTATHI MOTYT OBITh IIOJIYUYEHBI U IIPU ONPEIEIIEHNH [IIFOKO3bI B MOUE
He(epMEHTHBIMH METOJaMH, II0ATOMY B X0Jie Tepanuu npenapatoM LledTpuakcon riaoko3ypuio
pU HEOOXOIUMOCTH HYKHO ONPEAEIATh TOJIbKO (PEPMEHTHBIM METO/IOM.
LledTprakcoH MOKET BbI3bIBATh HETOCTOBEPHOE CHUKEHUE [TOKa3aTee IIIMKeMHH, OTYyYeHHbIX
C IOMOIUIbIO0 HEKOTOPBIX YCTPOMCTB MOHUTOPUHTA COAEPIKAHMSI TIIFOKO3bI B KPOBU (CM. YKa3aHUs
B PYKOBOJCTBE 10 IPHUMEHEHHUIO HCIOJb3yeMoro yctpoiicta). [Ipu HeoOXonumocTu ciemayer
UCIIOJIb30BaTh aJIbTEPHATHBHBIE CIIOCOOBI ONIPEIENIEHUS TITIOKO3bI B KPOBH.

eTu
be3onacHocTh U 3P PeKTUBHOCTD LEePTPHUAKCOHA Y HOBOPOXKICHHBIX, IPYAHBIX AETeH U JeTeil
MITQJIIIIETO BO3pacTa OBLUIM ONPEACTCHBl Il JTO3MPOBOK, OMHCAHHBIX B pasnene 4.2.
HccnenoBanust moOKas3add, 4YTO MNOJOOHO JpyruM LedansocrnopuHaM HedTPUAKCOH MOXKET
BBITECHSTH OMJIMPYOUH U3 CBSI3U C CBIBOPOTOUYHBIM AbOYMUHOM.
LledTprakcoH HeNnb3si IPUMEHSTh Y HOBOPOKJCHHBIX, 0COOEHHO HETOHOIIEHHBIX, Y KOTOPBIX €CTh
PHCK pa3BUTHsI OMIMPYOHHOBO# SHIIedanonaTuu (cM. paszaen 4.3).

ConepxaHie HATpus

B 1 r npenapata cogepxurcs 3,6 mmonb (82,9 Mr) HaTpus. ITO cleayeT NPUHATh BO BHUMaHHE

Crpanwura 9 u3 23



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.01.2025 N= 436
(NOCNEQCBATENEHOCTE 0002)

nanyueHTaM, HaXOAAIMUMCA Ha JUETC C KOHTPOJIEM HATpHUs.

4.5. B3auMojeiicTBHMe ¢ JAPYIrHMH JIEKAPCTBEHHBIMHM CpeICTBAMH U Jpyrue (opmbl
B3aUMO/AeHCTBUS

[Ipy ogHOBpEeMEHHOM NPUMEHEHHH OOJBIIUX 703 He(PTPUAKCOHA U «IETJIEBBIX» TUYPETHKOB
(nanpumep, pypoceMuaa) HapyIeHUH QYHKIIMH TOYEK HEe HAOII01aI0Ch.

HmeroTcss  NPOTHUBOpPEUMBBIE  JAHHBIE O  BEPOATHOCTH  MOBBIMICHHS  HE(YPOTOKCHUYHOCTH
AMUHOTJIMKO3WA0OB IIpU HUX IPUMCHCHHUU C I_[e(l)aJIOCHopI/IHaMI/I, IIO3TOMY H606XOI[I/IMO IpOBOAUTH
MOHHMTOPHUHT NMOYE€YHON (QYHKIIUH U KOHIIEHTPAIIMH aMUHOTIIMKO3UI0B B KPOBH.

VYnorpebiienne  ankoroiss — TOCi€  BBEJACHHWSA ~— LePTPHAKCOHA  HE  COMPOBOXKIAIOCH
mucynbshupamononoOHoit peakuueii. Llegrpuakcon He conepkut N-METHITHOTETPA30IHON TPYIIIHI,
KOTOpasi MOTJ1a ObI BEI3BATh HETIEPEHOCHUMOCTD 3TaHOJIa i KPOBOTOUUBOCTD, YTO MPUCYIIE HEKOTOPHIM
JOpyruM nedasocrnopuHam.

[IpoGenenn He BIUSET HAa BBIBEACHUE IIEPTPUAKCOHA.

bakreprocraTnueckue aHTHOMOTHKY CHIDKAIOT OakTepuaHbi 2pdekt nedrpruakcoHa.

In vitro OpuT OOHAPY’KEH aHTArOHU3M MEXIY XJIOPaM(EHUKOIOM U He()TPUAKCOHOM.

OO0pa3oBaHue MPEUIUTATOB KABIIUEBBIX CONeH e TpHaKCOHa MOYKET MPOUCXOAUTh IIPU CMEILICHUN
npenapata lledTpuakcon B/B M KaJbIMHCOJAEPXKALIMX PACTBOPOB TNPH HCHOIH30BAHUH OJHOTO
BEHO3HOT0  goctynma. Hemp3s  ucmomp3oBate  lledrpuakcoH  B/B OJHOBpPEMEHHO ¢
KaHBHHﬁCOHep)KaIHI/IMH pacTBOpaMu [Jis1 BHYTPUBCHHOI'O BBCJACHUA, B TOM YHUCJIC C NIMUTCIbHBIMA
UHQY3UAMH  KaJIbLUICOACPKAIINX PACTBOPOB, HANpPUMEp, TNPH MAPSHTEPATBHOM IUTAHUU C
HUCIIOJIB30BaAHHEM Y-KOHHCKTOpa. I[JISI BCEX TI'pyIIl MAallMEHTOB, KPOME HOBOPOKACHHBIX, BO3MOXHO
HOCJIeI0BaTeNIbHOE NpuMeHeHue rnpenapara Lledrpuakcon B/B M KanbluiicoepKalux pacTBOPOB
Opyd  TIIATETILHOM TPOMBIBAHUM HHQPY3HOHHBIX CHCTEM MEXAy BIUBAHUSAMU COBMECTHMOM
KHUIKOCTHIO. MccneqoBanus in Vitro ¢ MCIoIb30BaHUEM IITa3Mbl KPOBU B3POCIIOTO YETOBEKA H IITa3MbI
MYIOBUHHOW KPOBH HOBOPOXKJEHHOT'O CBHJETENbCTBYIOT O IOBBIIIEHHOM pHUCKE 00pa3oBaHUs
KaJbIHEBBIX COJei 1eTpUaKCOHa Y HOBOPOXKICHHBIX (cM. pazaensl 4.2 u 4.3).

[Ipy npumeneHum aHTaroHucToB BUTamuHa K Ha ¢one Tepanum mnpemnapatoMm lLledTpuakcon
IMOBBIIACTCA PUCK KPOBOTCUYCHUS. CJICZ[yeT IMOCTOAHHO KOHTPOJIMPOBATH MApaMETPbl CBECPThIBAHUA
KpOBM U NpPH HEOOXOAMMOCTH KOPPEKTUPOBATh 103y AHTHKOAryJIsiHTa KaK B XOJe, TaKk M IOCie
OKOHYaHMS Tepanuu npernapatoM LledTprakcon.

[lokazan cuHeprusM Mexay UIePTPUAKCOHOM U AaMHUHOTJMKO3UAAMHU B OTHOLIEHUM MHOTHX
rpaMoTpuuaTenbHbix Oakrepuil. HecMoTps Ha TO, 4TO mnoBbILEHHas 3((EKTUBHOCTh TaKUX
KOMOWHAIINN HE BCET/a Mpeicka3zyemMa, ee CIeyeT UIMETh B BUIY IPH THKENBIX, YTPOKAIOIINX KU3HU

uHDEKIHIX, TAKKX Kak o0ycinoBieHHbIXx Pseudomonas aeruginosa.
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4.6. ®epTHIBHOCTb, 0€PEMEHHOCTDb M JIAKTALMS

bepemeHHOCTD

[ledTprakCOH TPOHUKAET depe3 IUIAIICHTAapHBIH Oaphep. be3omacHOCTh TMPUMEHEHUS MPHU
OEpEeMEHHOCTH y KEHIIUH HEe yCTaHOBJIEeHA. [JOKIMHUYECKHUE UCCIIeIOBAaHUS PEIPOTYKTUBHOCTH
HE BBIABUJIN dMOPHOTOKCHYECKOTO, (PETOTOKCHYECKOTO, TEPATOTEHHOIO JCHCTBUS WU JIPYTUX
HeOmaronpusaTHEIX (G (EeKTOB mpemapara Ha IJIOJIOBUTOCTh CaMIIOB M CaMOK, IIPOIIECC POJIOB,
MEPUHATATHPHOE U TOCTHATALHOE pa3BUTHE TuioAa. [Ipw OepeMEeHHOCTH, OCOOCHHO B TEPBBIH
TPUMECTpP, CJIEAYET Ha3HayaTh TOJBKO IO CTPOTMM IIOKa3aHWSIM, IPH YCIOBUHU, 4YTO
npeamnonaraeMas 1noJjb3a JJisi MaTepy MPEBBIIIACT NOTCHIUAIBbHBIA PUCK IS TUI0/1A.

JlakTauus

B MaipIx KOHIIEHTpanusx neTpruakCoH MOMagaeT B TPYJAHOE MOJIOKO. MajoBEepOSITHO BIIMSTHHE
e TprakcoHa Ha peOCHKa, HAXOAAIIErocs Ha TPYJHOM BCKApMIITMBAHUM, TIPH €r0 IPUMEHEHUT
MaTepblO B TEPANIEBTUYECKUX J103aX, TEM HE MEHEE, HEJb3sl UCKIIOYUTh PUCK PA3BUTUS THAPEH,
rpUOKOBBIX MHGEKIMHA CIU3UCTBIX O0OJOUEK U PEeaKIUil TUIIEPUyBCTBUTEIBHOCTH y peOCHKA.
HeobxommMo mpekpaTuTh TPyIHOE BCKApMIIMBAHUE HITU MPEKPATHTH/BO3ACPKATHCS OT TEPAITUN
neTpuakCoHOM, TpPHUHUMAsT BO BHUMAHHE MPEUMYIIECTBA TPYAHOTO BCKAPMIIMBAHUS TSt

pe6eHKa U IIOJIB3Y TCpaInuu JIs MaTCpu.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMM M PadoTaTth ¢

MEXaHU3MaMHU

Her nannbIx, cBUIETENBCTBYIONIUX O BIMSHUU MpernapaTa Ha BOKJIEHUE TPAHCIOPTHBIX CPENICTB
U paboTy ¢ MamMHaMH U MexaHu3MaMu. OJHaKoO BO BpeMs Teparuu HeQTPHaKCOHOM CIeIyeT
coOJII0JIaTh  OCTOPOXKHOCTh MPHU  YIPABICHUH TPAHCIOPTHBIMU CpeAcTBaMH M paboTe ¢
MEXaHW3MaMH B CBSI3M C BO3MOXKHOCTBIO BO3HHUKHOBEHHSI TOJIOBOKPY)KEHUS M JPYTHX
He)KelaTeNIbHbIX peakiuil (cM. pa3zaen 4.8), KOTopble MOTYT BIUSATh Ha CIIOCOOHOCTh yHPAaBISATh

TPAHCIIOPTHBIMHU CPpCACTBAMU, MCXAHU3MAMMU.

4.8. Hexenare/JibHbIE peaKINU

Pesrome mpodmnsg 6e30mmacHOCTH

Haubonee yacTbIMU HeKeNaTEIbHBIMU PEAKIMSIMH, 3apEerUCTPUPOBAHHBIMU Ha (DOHE Tepanmuu
He(PTPUAKCOHOM B KJIMHUYECKHX MCCIEOBAHUAX, SBIAIOTCA 303MHO(DUINS, JEHKONEeHMS,
TPOMOOIIMTONEHNUS, TUapesi, ChIlb U MOBBIIIEHHE AKTUBHOCTH NEYCHOUYHBIX (PEPMEHTOB.

PesromMe HexenaTeabHbIX pPeaKIuil

Jlnst omucaHusl 4aCcTOTHI HEXKENATEIBHBIX PEAKIIMA MCIOJIB3YETCs CIEeMYIomas KiacCupuKaIius:
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oueHp yacto (>1/10), wacro (>1/100, mvo <I1/10), medacro (=1/1000, HO <1/100), penko
(>1/10000, wo <1/1000), ouenp peaxo (<1/10000), uacrora Hem3BecTHa (Ha OCHOBAHUHU
UMEIOIINXCS JJAHHBIX OIEHUTh HEBO3MOKHO).

Hngpexyuu u unsazuu

Hewacmo: MAKO3bI TTOJIOBBIX OPTaHOB

peoKo. TICEBIOMEMOPAHO3HBIA KOJIUT

Hapywenus co cmopoHuvl cucmemul Kpogu u tumpamuueckou cucmembl

yacmo: 303UHOPUINS, JTCUKOTICHHS, TPOMOOLIUTONICHUS

Heuacmo: TPaHyJIOUUTOIICHHS, aHEMHSI, KOAryJIOmaTHsI

Hapywenus co cmoponvl neperotl cucmemvl

Heuyacmo: TOJIOBHAs 00JIb, TOIOBOKPYKEHHE

Hapywenus co cmopoHbl 0bixamenbHOU CUcmembl, opeanos 2pyOHOU KIemKU U Cpe0OoCHenus
Heuacmo: OPOHXO0CIa3M

JKenyoouno-kuuieynvle Hapyuienus

yacmo: nuapest, Heo(hOPMIICHHBIN CTYI

Heuyacmo: TOIIHOTA, PBOTA

Hapywenus co cmoponvl neuenu u scenuebleooauux nymei

yacmo: TIOBBIIICHHE aKTUBHOCTH MEYeHOUHBIX (hepMmeHToB (acnapratamuHoTpancdepasbl (ACT),
anannHaMmuHoTpaHcgepassl (AJIT), menounoit pocdarassl (LLID))

Hapywenus co cmopoHbl Kodicu u NOOKONHCHBIX MKAHel

4acmo: Chilb

Heyacmo: 3yJ

peoKo. KparuBHUIIA

Hapywenus co cmopoHbl nouex u Mouegbleo0AWuUx nymeu

peoKo. TeMaTypHsl, TIIOKO3ypuUs

Obwue Hapywenus u peakyuu 6 Mmecme 86e0eHus

Heuacmo: (pneduT, peakii B MECTE BBEICHNS, IIOBBIIICHUE TEMITEPATYPHI Tella

peoKo. OTEKH, 03HOO

Jlabopamopnvle u uncmpymenmanbHbvle OaHHblE

Heyacmo. YBEINYEHUE KOHIICHTPAINH KpeaTHHIUHA B KPOBU

IlocTperucrpalimnoHHOE Ha6J'IIOI[eHI/Ie

Hwxe onmcanbl HexenaTenbHbIE peakIuu, HaOMI0IaBIInecs Py TPUMEHEHUH e TpHaKCOHa B

MOCTPETUCTPALIMOHHOM Tepuojie. OnpeieneHne 4acToT HaOI0IaBIINXC peaklui, a Takxke UX
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CBSI3M C IPUMEHEHHEM IeTpUaKCOHa, HE BCEr/a BO3MOXKHO, TaK KaK HEBO3MO>KHO YCTaHOBUTH
TOYHBIHN pa3Mep MOMyJIAIUU TallUeHTOB.

Hnghexyuu u unsazuu: cynepuHpeKIum.

Hapywenus co cmoponul Kposu u aumgpamuueckoti cucmemvl: yBeTUIEHUE TPOMOOIIIIACTUHOBOTO
U TOPOTPOMOMHOBOTO BpPEMEHH, TreMoJuTHYecKass aHemusa. OMNucaHbl OTAENbHBIE CIy4Yau
arpanyonuTosa (<500 KJIeTOK/MKIT), TpuYeM OOJIBITMHCTBO U3 HUX Pa3BHBAIHUCH mocie 10 qHei
JICYCHHSI U IPUMEHEHUS KyMyJIITUBHOHU 10361 20 T 1 Oonee.

Hapywenus co CMOPOHUL UMMYHHOU cucmemvl: aHa(puIaKTHYECKUI IIOK,
TUIIEPUYyBCTBUTEIBLHOCTD, peakuus Spuia-I'epkcreiimepa.

Hapywenus co cmopoHwvl HepsHOU cucmembl. CyAOpOTH, dHIIedamonaTus.

[Tpu mpuMeHeHUU TePaTOCTIOPUHOB, BKIOYAs IEPTPUAKCOH, OCOOCHHO B BBICOKHX 03X, Y
MAlMeHTOB C TIOYEYHOM HEJOCTATOYHOCTHIO U JIOMOJHHUTEIBHBIMU IPEapacoararoiuMu
dakTopaMy, TaKUMHU Kak IOXHUIOW BO3pacT M CYIIECTBYIOIIME 3a00JeBaHUS IIEHTPATbHOMN
HEPBHOW CUCTEMbI, OTMEYAIUCH ClTydyan oOpaTUMO 3HIle(anonaTuu.

Hapywenus co cmopoHbl opeana ciyxa u 1abupunma: BepTHTO.

Kenyoouno-kuuieunvie napyuieHus : TaHKPEATUT, CTOMATUT, TJIOCCHUT.

Hapywenus co cmoponvl Kodcu U NOOKOJCHBIX mKaHel: OCTPBbIA T'eHepaTu30BaHHbBIN
9K3EMAaTO3HbIHN MTyCTYyJIe3, OTJACNIbHBIE CIIyYan TSHKEJIbIX HeKeNaTeNIbHbIX peakluii (9KCcCy1aTuBHAs
MybTHGOpPMHAs dpuTeMa, cuHApoM CTuBeHca-/[)KOHCOHA, TOKCHYECKUN SIUIAEPMaIbHBIN
Hekponu3 (cuHapom Jlaiienmna)), JieKapcTBEHHAsh PEAKIUS C Y03MHOPUIMEH M CHCTEMHBIMHU
cumntomamu (DRESS).

Hzeecmubl maxoice cnedyowue HedceramenvbHble peakyuu: 00pa3oBaHHE MPELUUNUTATOB
KaJIBIIUEBBIX COJIeH Ie()TPUAKCOHA B YKEITYHOM IY3BIpE C COOTBETCTBYIOIIEH CHUMIITOMATUKOM,
OmMpyOMHOBAs SHIIEPATONATHS, OJIMTYPHS, a TAK)Ke aHA(DUITAKTUUECKUE U aHA(PUITAKTOUHBIC
peaKkIuu.

Jlst OlIeHKH B3aUMOJICHCTBUS eTpUaKCcOHa U KalbIUs OBLIO MPOBEICHO JBa UCCIEIOBAaHUS B
yCIOBHSX IN VItro (0JHO ¢ MCIOJB30BAHUEM ILIa3Mbl B3POCIBIX M JPYroe C HMCIOJb30BaHHEM
TJ1a3Mbl HOBOPOXKICHHBIX, TIOJYYSHHON U3 IMYTTOBUHHON KPOBH).

[ledTprakcoH ¢ KoHIEHTpauusMu a0 1 MM (KOTOpble TPEBBIIIAIOT KOHIIEHTPAIIUH,
JIOCTUTAIOIIMECs B YCIOBUAX IN VIVO mociie BBeAeHUs 2 T neTpUakcoHa B BUjC UHPY3UH B
tedenre 30 MUHYT) UCHOIB30BATM B KOMOWHAIIMHM C KalblM€M B KOHIIEHTparusx g0 12 MM
(48 mr/m). BoccranoBnenue e TpuakcoHa 13 ia3Mbl CHIDKAJIOCh MPH KOHIICHTPAIMSIX KaIbITUS
>6 MM (24 mr/nn) B mia3me B3pocibiX win >4 MM (16 Mr/ai) B masMe HOBOPOXKJIEHHBIX. DTO

MOKET OTpPAXKaATh NPCHUIIUTALIUIO I_Ie(I)TpI/IaKCOH-KaHLLII/II\/II.
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Ornucanbl oTAenbHbIe (haTanbHbIE Cay4yaun 0Opa30BaHUS MPEIUIUTATOB B JETKUX M MOYKaX IO
pe3ylbTaTaM HCCJIEIOBAaHUS AayTOIICHM Y HOBOPOXKIEHHBIX, IMOJy4aBIIUX edTPUAKCOH
BHYTPUBEHHO W KaJbIMiicoJepKamue pacTBOpbl. [Ipm 3TOM B OTHENBHBIX CIOydasx OBLI
UCTIOJNB30BaH OJUH BEHO3HBIK JOCTYH, M 0Opa3oBaHUE MPEHHUIUTATOB HAOII0AaI0Ch
HEIMOCPEJICTBEHHO B CUCTEME JJI1 BHYTPUBEHHOTO BBe/IeHUs. Takke onucad, Kak MUHUMYM, OJIUH
CIIy4ail cO CMEpTENbHBIM MCXOJ0M IPU Pa3INYHbIX BEHO3HBIX JOCTYNAaxX U B Pa3IMYHOE BpeMs
BBEJICHUSI Ie()TPHAKCOHA BHYTPUBEHHO M KaIBIMICOACPKAIMUX pacTBOpoB. llpu sTom mo
pe3ylibTaTaM HCCIEAOBAaHUS ayTONCUH Y JAHHOTO HOBOPOXKIACHHOTO MPEHUIUTATHl HE ObUIN
obHapyxeHbl. [Togo0HbIe ciTydan HaOII01aTUCh TOJIBKO Y HOBOPOXKICHHBIX (CM. pasaen 4.4).
3aperucTpupoBaHbl Ciiydan OOpa3oBaHUS MPEHUNUTATOB IePTpUAKCOHA B MOYEBBIBOISIINX
MyTsX, TJIABHBIM 00pa3oM, y JAeTel, MoJydaBIIuX JuO0 OONBIINE CYTOYHBIC JTO3bI Mpernapara
(>80 Mr/KkT B CyTKH), THOO KyMYJISITUBHBIC 0361 O0siee 10 T, a Tak:ke MMEBIIHNX JIOTOJHUTEIIEHBIC
dakTopbl pucka (06€3BOKMBaHUE, TOCTENBHBIN peskuM). OOpa3oBaHNEe MPELUUTATOB B MOYKAX
MOKET TMPOTEeKaTh OECCUMITOMHO WM MPOSBISATHCS KIMHUYECKH, MOXKET MPHUBOJIUTH K
OOCTPYKIIMM MOYETOYHUKOB M TOCTPEHAJIBHON OCTPOW MOYEUHON HEIOCTATOUYHOCTH. JlaHHOE
HEKeJaTeJIbHOE SBJICHUEC HOCUT OOpaTHUMBIN XapaKTep U UCYE3aeT MOCTe MPEKPANICHHS TeparTuu
e TpUakCOHOM.

BHyTpuMbIlIeyHass HHbEKIUS Oe3 npumeHeHus TIu0oKaura 00Ie3HeHHa.

Coo01reHne 0 moJ03pEBAEMBIX HEXKETATEIBHBIX PEAKIIHIX

BaxxHo coo0mare O TMMOA03pEeBAEMBIX HEXENATeNbHBIX PEAKIHUAX II0CIe PETUCTPAINU
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecredeHns: HepepbIBHOIO MOHUTOPUHIA COOTHOILICHHUS
«TI0JIB3a-PUCK» JIEKAPCTBEHHOI0 Ipenapata. MeIUIMHCKUM paOOTHUKAM pEKOMEHayeTcs
coo0maTte 0 JOOBIX MOJO3PEBACMBIX HEKENIATeNbHBIX PEAKIHIX JICKApPCTBEHHOTO Iperapara
Yyepe3 CUCTEMY COOOIICHHI O HEeXeaTeIbHBIX PEaKIsIX TOCyJapcTB — WICHOB EBpa3zniickoro
HKOHOMHUYECKOTO CO03a!

Poccuiickasa ®edepayus

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBuanzop)

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Wutepner-caiit: https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

! !efl!T[!I/IaKCOH
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[Ipu nepeno3upoBKE TeMOAMANN3 U MEPUTOHEAIbHBIM JUATN3 HE CHU3AT KOHICHTpAlUU
npenaparta. B ciayuae nepeno3upoBKU peKOMEHIYETCs CUMITOMAaTHYECKOE JICUCHUE.

Jluniokanu

[Ipu mepeno3upoBKE JIMJOKAWHA TOKCHYECKHE pPEaKIUU HaOJII0AAr0TCs TIIaBHBIM 00pa3oM Co
CTOpOHBI eHTpaabHOi HepBHOM cucteMsl (ITHC) u cepaeuno-cocymuctoit cucteMsl. IIpu sTom
TOKCUYHOCTH co ctopoHsl [IHC mporpeccupyer, Takum 00pa3oM, CTENEHb TSKECTH CUMIITOMOB
HapacTaer.

[Ipu HenpegHaMepeHHOM BBEACHUU MpENapaTa B COCYIUCTOE PYCIIO YKa3aHHbIE Jajiee CUMIITOMBI
BO3HUKAIOT HEMEMJIeHHO (T.e. yepe3 1-3 MHHYTHI), a IpU NEPeJO3UPOBKE — C 3aIEPKKOH B
20-30 MuHYT.

K panHuM cumrnromaM mnepeno3upOBKH OTHOCSTCS: 3€BOTa, MapecTe3uu (B IMEPBYIO OYepeb
BOKPYT' pTa), COHJIMBOCTb, BO30YXXJECHHE, TOJOBOKPY>KEHHE, IIyM B yIIaX, THIEPAKY3HUS,
HapyLICHUE 3pEHUsl, TU3apTPUs U aTaKCHs, a TAK)Ke TOLTHOTA U PBOTA.

[Tpy MHTOKCHUKAIIMKM CpeIHEH CTEHNEHH TSAKECTH MOTYT MPUCOCTUHSATHCS MBIIICYHBIE CYAOPOTH
WM  MBIIICYHBIE  CMa3Mbl, MPEAUICCTBYIONIME TEeHEpaTu30BaHHBIM  cyaoporam. [lpu
ONPENIETICHHBIX O0CTOATENHCTBAX 3a ITUM MOXKET CJIEIOBATh IOTEPs] CO3HAHUS, YTHETEHUE
JBIXaHUS ¥ KOMA.

B TspkenpIx ciydasx BO3HUKAIOT TaKkKe PEAKIMH CO CTOPOHBI CEPIAEYHO-COCYAMCTON CHUCTEMBI
(gariie BCEro TOJIBKO MOCIIE TOSBICHHS CHMITTOMOB CO CTOPOHBI IIEHTPATbHOW HEPBHOM CUCTEMBI)
B BH/JIC MaJICHUS apTEPUAIIBHOTO JIaBJICHUS, OpauKapIuu U apUTMUH.

B cinydyae ouyeHb TSKENOM MHTOKCUKALIMM MOKET HACTYNUThH MOJHAs aTPUOBEHTPUKYJISIpHAs
0JI0KaJa 1 OCTaHOBKA Cep/la.

[Ipu mosiBIieHUM TPU3HAKOB OCTPON CUCTEMHOU TOKCUYHOCTHU CJIETYET HEMEJICHHO MPEKPaTUTh
BBegeHue mpenapara. Crneunuduyeckoro aHtugora HeT. JledeHue nepeno3UpOBKH  —
CUMIITOMaTu4yeckoe. B ciiyyae ocTaHOBKHM cepala clieqyeT HEMEIJIEHHO HAYMHATh CEplIeYHO-

JICTOYHYIO p€aHnMalrio, B TOM YUCJIC KYIIMPOBAHUEC allU1034a.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1 ®apmakoaMHaMH4YecKHe CBOMCTBA

®dapMakoTepaneBTUYECKas TPYIMIa: aHTUOAKTepUaldbHBIE CpPEACTBA CHUCTEMHOTO JCHCTBUS;
npyrue OeTa-TaKTaMHbIe aHTHOAKTepUaTbHbBIE CPEACTBA; 11e(DaTOCTIOPUHBI TPETHETO TOKOJICHHUS.
Kon ATX: JOIDDO04.

MexauunsM JercTBus U hapMakoaruHaMudeckue YO EKThI

Crpanwumna 15 u3 23



COOTEBETCTBYET 2KI
ot 14.01.2025 N= 436
(MOCNEOCBATENEHDCTE 0002)

CMEPTHOMY OTUETY

Ileprpuakcon — mapeHTepanbHbI IedamocnopuHoBbIl  aHTHOMOTHK |lI  mokomeHus.
bakrepuninaHas akTHBHOCTB Ipernapara o0ycIOBIeHA MMOAaBICHHEM CHHTE3a KICTOUYHOW CTEHKU
Oaktepuii. In Vvitro medrpuakcon o0nagaeT MIMPOKHM CIEKTPOM JICHCTBHS B OTHOIICHUH
IPaMOTPHULIATENIBHBIX W IPaMIOJIOXHUTEIbHBIX ~MHUKPOOPTraHU3MOB. BBICOKOYCTOWYHB K
OOJBIIMHCTBY [-llakTamas (Kak MEeHHMIWIIIMHA3, TaKk W I1edarocropruHas), MPOAYHHUPYEMBIX
IPaMIIOJI0KHUTEIBHBIMHA U TPAMOTPHUIIATEIIBHBIMH MUKPOOPTaHU3MaMH.

AKTHBEH B OTHOIICHUH CJIEIYIOIUX MUKPOOPTaHU3MOB:

I'pamnonosicumenvruvle a3poosi

Staphylococcus aureus (METHIMJUTMHOYYBCTBUTEIILHBIN ), KOaryJa3o-oTpuIaTeIbHbIe
ctapuinokokku, Streptococcus pyogenes (B-remonutuueckuid, rpynmsl A), Streptococcus
agalactiae (B-remonutudeckuii, rpymisi B), f-reMoauTH4ecKkue CTpenTOKOKKY (TPYIIIbl HA A, HH
B), Streptococcus pneumoniae, Streptococcus viridans.

[Ipumeuanne. MeTHIMILIMHOY CTOMUKMBBIE StaphyloCOCCUS SPP. pe3ucTeHTHBI K 11e(halOCTIOpHHAM,
B ToM uucie K neprpuakcony. Kak mpasuio, Enterococcus faecalis, Enterococcus faecium u
Listeria monocytogenes taxxe yCTOHYHUBHI.

I’ pamompuyamenvuole aspooul

Acinetobacter Iwoffii, Acinetobacter anitratus (riaBHsiM 00pazom, A. baumannii)*, Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankanurenomnomno0Hbie 6akTepuu, Borrelia
burgdorferi, Capnocytophaga spp., Citrobacter diversus (8 tom umcie C. amalonaticus),
Citrobacter freundii*, Escherichia coli, Enterobacter aerogenes*, Enterobacter cloacae*,
Enterobacter spp. (mpoume)*, Haemophilus ducreyi, Haemophilus influenzae, Haemophilus
parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella
catarrhalis (panee HazsiBaBmasics Branhamella catarrhalis), Moraxella osloensis, Moraxella spp.
(mpoume), Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella
multocida, Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri*, Proteus vulgaris*,
Pseudomonas fluorescens®, Pseudomonas spp. (mpouwe), Providencia rettgeri*, Providencia spp.
(mpouwue), Salmonella typhi, Salmonella spp. (neTudonansie), Serratia marcescens*, Serratia spp.
(mpoune)*, Shigella spp., Vibrio spp., Yersinia enterocolitica, Yersinia spp. (mpouwe).

* HexoTOopbl€ U30JIAThI 3TUX BUJIOB YCTOMUYUBEI K I€(PTPUAKCOHY, TJIaBHBIM 00pa3oM, BCIIEACTBHE
o0Opa3oBaHus B-1akTamas, KOIUPYEMbIX XPOMOCOMaMH.

** HexoTopble H30JATHI STUX BHUJOB YCTOWYMBBI BCJEACTBHE OOpa30BaHUs IEJOTO psiaa
MJIa3MHI00TIOCPEIOBAaHHBIX [B-TaKTamas.

HpI/IMe‘{aHI/IC. MHorue IITaMMBI BBINICYKA3aHHBIX MHUKPOOPraHU3MOB, IOJHUPCIUCTCHTHBIC K
Apyrum aHTI/I6I/IOTI/IKaM, TaKUM KakK AMHWHOINICHUITHUIIJIMHBI n YPEUAOINICHUTIUIIIINHEI,
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nedamocnopunbl | u |l mMoOKoNeHWs W aMHMHOTJIMKO3WIbI, YYBCTBHTEIIbHBI K IEe(TpHUAKCOHY.
Treponema pallidum gyBcTBHTENBbHA K IEQTPHAKCOHY IN VItr0 ¥ B 9KCIIEPUMEHTAX Ha KHBOTHBIX.
KnrHu4yeckre uCTbITaHus MIOKa3bIBAIOT, YTO ETPUAKCOH o0IagaeT Xxopomei 3 (HeKTHBHOCTHIO
B OTHOIIICHUU MEPBUYHOIO U BTOPUYHOTO cudminca. 3a 04eHb HEOOIBIIUMH HCKITFOUCHHUSIMHU,
KJIMHHYECKHE N30JIAThl PSeudomonas aeruginosa ycToiuuBbl K e TpUaKkcoHy.

Anaspodul
Bacteroides spp. (kemueuyscrBurenbubie)*, Clostridium spp. (kpome Clostridium difficile),
Fusobacterium nucleatum, Fusobacterium spp. (mpoume), Gaffkya anaerobica (pance

HasbIBaBIIascs Peptococcus), Peptostreptococcus spp.
* HekoTopble N30JIATHI THX BHIOB YCTOHYMBHI K Ie(hTPUAKCOHY M3-3a 00pa3oBaHus B-1aKTaMas.

[lpumeuyanne. MHorue mrtamMbl [-nakramasooOpasyrommx Bacteroides spp. (B wacTHOCTH,
Bacteroides fragilis) ycroituussl. Ycroituus u Clostridium difficile.

UyBCTBUTENBHOCTh K HEDTPHUAKCOHY MOXKHO ONPEIENATh TUCKO-AU(PPY3HOHHBIM METOIOM MU
METOJIOM CEpPHUMHBIX pa3BEACHMI Ha arape Wid OyJlIbOHE, UCIIONB3YsS CTaHAAPTHYIO METOIUKY,
MOJTIOOHYIO TOM, KOTOPYIO peKOMEHAyeT MHCTHTYT KIMHUYECKHX U Jab0paTOPHBIX CTaHIAPTOB

(MKJIC). UKIJIC ycTaHOBWJI CIEAYIONIME KPUTEPUH OLIEHKH pPE3yJbTaTOB MPOOBI IS

nedTpruakcoHa:
UyBCTBUTEIBHBI YMepeHHO Y cToiunBbI
qyBCTBUTEIHHBI
Memoo pazeedenuti
[TonaBnsromas KOHIEHTPAIHSL, MI/JT <8 16-32 > 64
Memoo ouckoe (nuck ¢ 30 MKT e TpraKkcoHa)
JlameTp 30HBI 33JIEPKKU POCTa, MM >21 20-14 <13

Jlns onpenienieHust CieayeT OpaTh AUCKU C EeTPHUAKCOHOM, TaK Kak B MCCIEAOBaHUAX IN Vitro
MOKa3aHO, 4YTO UE(PTPHAKCOH AaKTUBEH B OTHOIICHHU OTICIBHBIX I[ITAMMOB, KOTOPBIE
00HapYKHUBAIOT YCTOHYNBOCTH IIPU UCTIOJIL30BAHUH IUCKOB, MTPEIHAa3HAYECHHBIX ISl BCEH TPYTIIIbI
1e¢anoCcrnopruHOB.

Bmecro cranmaproB UKJIC nnst ompeneHuss 4yBCTBUTEIBHOCTH MHUKPOOPTaHU3MOB MOKHO
UCIIOJIb30BaTh W JIPYTHME XOPOIIO CTaHIApTH30BaHHbIE HOPMATHBBI, Hampumep, Hemerkoro
uHctutyta cranpapruzaiun DIN  (Deutsches Institut fur Normung) u mexayHaponHbIe
pexomenmanmu  ICS  (International  Collaborative  Study), mo3Bosstonue — ajekBaTHO

HHTCPHPECTUPOBATL COCTOSIHNEC YyBCTBUTCIILHOCTH.

5.2. apmakoKUHETHYECKHE CBOHCTBA
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®apMakoKMHETHKa Le(TpHakcoHa HOCHT  HEJMHEWHBIM  xapakrtep. Bce  ocHOBHbIE
(bapMakOKMHETHYECKHE IapaMeTphl, OCHOBaHHbIC Ha OOLIMX KOHIICHTpAIUSAX IMpernapara, 3a
UCKJIIIOYEHUEM II€pHOJa IIOJYBBIBEJEHUS, 3aBUCAT OT [J03bl M BO3pAcCTalOT MEHEE 4YEM
NPOTNOPIMOHATIBHO €€ yBeNu4eHuio. HenmHelHocTh XapakTepHa i (apMaKOKMHETHYECKHX
apaMeTpoB, 3aBUCSIINX OT OOIIe KOHLEHTpauuu 1nedTprUakcoHa B IIa3Me KPOBU (HE TOJIBKO
cBOOOAHOTO HEePTpUakcoHa), U OOBSCHSAETCS HACBHIIIEHUEM CBA3BIBAHUS IIperapara ¢ Oelkamu
IJ1a3Mbl KPOBH.

AOGcopouus

MaxkcuManbHasi KOHIIEHTpAlLKsl B IJIa3Me MOCJIe OJIHOKPATHOT'O BHYTPUMBIIIEYHOTO BBEeJIeHUs 1 T
mpernapaTa COCTaBJsieT Okojio 81 MI/i M JocTuraercs B Impenenax 2-3 4acoB IMOCIE BBEACHUA.
[Inomanyu noa KpUBOW «KOHLEHTpalus B IUIA3ME — BpeMs» I[I0C/I€ BHYTPUBEHHOIO U
BHYTPHUMBIIIEYHOTO BBEIECHUS OJMHAKOBBL. JTO O3HAYAET, YTO OMOJOCTYIMHOCTh HePTpUAKCOHA
110CJI€ BHYTPUMBIIIEUHOTO BBeieHus cocrasiisgeT 100 %.

[Tocne BHyTpuBeHHOTO GomtocHOro BBeAeHus 0,5 r u 1 r nedTpuakcoHna cpeanssi MaKCUMalbHas
KOHIICHTpaus B 1y1azme KpoBu coctaBmia 120 mr/m u 200 Mr/i, COOTBETCTBEHHO.

[Tocne BayTpuBenHoU nHy3un 0,5 T, 1 r 1 2 T nedTprakcoHa KOHIIEHTPAIHA Ipenapara B Ijia3zMe
KpoBHU cocTaBuia npubauszutenbHo 80, 150 u 250 Mr/i1, COOTBETCTBEHHO.

[Tocne BHYTPUMBIIICYHON WMHBEKIMHM 3HAYEHHUS CpEAHEW MaKCUMaJbHOW KOHLIEHTPALUU
e TpHaKCoHa B IJIa3Me KPOBU IIPUMEPHO B JIBa pa3a HUXKE, UEM 10CJI€ BHYTPUBEHHOTO BBEJICHUS
AKBUBAJIEHTHOM J03bI ITpenapara.

Pacnpenenenue

O60bem pacmpeneneHus: nedrpuakcoHa pasusiercs 7-12 n. Ilocne BBemenus B goze 1-2 r
e TpUakCoOH XOpOIIO MPOHUKAET B TKAHHU U KHUAKOCTH opranu3ma. B teuenue 6omee 24 yacoB
€ro KOHIIEHTpalMd HAMHOI'O MPEBBIIIAIOT MHUHMMAJbHBIE IOAABISAIONINE KOHIEHTPALUHU IS
OonbiMHCTBA BO30yauTenelt nHdekuuit 6onee yem B 60 TKaHIX M KHUAKOCTAX (B TOM 4YHCIE, B
JIETKUX, CEpALE, )KETYHBIX IMYyTSX, MIEUYEHU, CPEIHEM YXE€ MU CIM3UCTOM HOCA, KOCTAX, a TAKKe
CIIMHHOMO3TOBOM, IUJIEBPAJbHOW W CHHOBHAJIBHOM MKHUJKOCTSIX M CEKpPETe MPEACTaTEeIbHOU
JKEJe3bl).

[Tocne BHYTPMBEHHOrO NpUMEHEHHs LEePTPHUAKCOH OBICTPO MPOHMKAET B CIHMHHOMO3TOBYIO
KUAKOCTh, THe  OaKTepUIMAHBIE  KOHIIGHTPAIlMM B  OTHOLIEHHWH  YyBCTBUTENIBHBIX
MUKPOOPTraHU3MOB COXPAHSIIOTCS B TeUEHUE 24 4acoB.

Cesazvieanue c benkamu

Iledprpuakcon oOpaTtuMo cBsi3bIBaeTcss ¢ anbOyMuHOM. CTENeHb CBS3BIBAHUS COCTABIISET

npuMepHO 95 % mpu 3HaAUEHHUSIX KOHLIEHTPAMK e TpruakcoHa B miazMe kpoBu menee 100 mr/m.
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Jonst cBsi3aHHOTO ¢ OENKOM IUIa3Mbl KPOBU HE(PTPUAKCOHA YMEHBIIAETCS C POCTOM €ro
KOHIICHTPAIlMH, TaK KaK CBS3bIBAHME HACHIIIAEMO M COCTaBISET OKOJO 85 % mpu 3HAYCHHSIX
KoH1eHTpauuu 300 mr/m.

IIponuxnosenue 6 omoenvHvle MKAHU

LledTpuakcoH NpPOHHKAET dYepe3 MO3rOoBbIe OOOJOYKH, B HAMOOJBIICH CTENEHU TP UX
BocriasieHnu. CpeiHsss MaKCHUMalibHas KOHIGHTpanus IeTpHakcoHa B CIHHHHOMO3TOBOM
KUJKOCTUA JOCTHTAeT 25 % OT KOHIIEHTpaluu IeQTpUakcoHa B TUIa3ME KPOBH Y MAIIMEHTOB C
OaKTepHUaTbHBIM MCHHHTUTOM, W TOJBKO 2 % OT KOHIIEHTPAIMU B IJIa3Me KPOBHU Y MAIIMEHTOB C
HEBOCMAJIICHHBIMH MO3TOBBIMU 000JI0YKaMu. MakcuMalibHasi KOHIICHTpanusi mnedTpuakcoHa B
CIIMHHOMO3TOBOH JKUJAKOCTH JJOCTUTAETCs Yepe3 4-6 4acoB TOCIIe €ro BHYTPUBEHHOTO BBEICHUSI.
LledTprakcoH MpoXoauT Yepes3 IIareHTapHblid 0apbep. LlegTprakcon B MambIx KOHIIEHTPALUSIX
BBIJICJISIETCSI C TPYIHBIM MOJIOKOM (3-4% OT KOHIICHTpAllUM B IJIa3ME€ KPOBHM y MaTepu yepe3
4-6 yacos).

BI/IOTDaHCd)ODMaHI/IH

LledTpuakcoH He MOABEpPraeTcsi CUCTEMHOMY METa0OIM3My, a MpPEBpallacTCs B HEAKTUBHBIC
METa0OIHUTHI MO/ JCHCTBUEM KHIIEYHOW MUKPODIIOPHI.

DJIMMUHALNS

OO0muii mna3MeHHbI kiupeHce nedrpuakcona cocrapisieT 10-22 mu/muH. [loyeunslii KaupeHc
paBusietcs 5-12 mu/mun. 50-60 % nedTpuakcoHa BEIBOAUTCS B HEM3MEHEHHOM BHJI€ TIOYKAMH,
40-50 % - B HeW3MEHEHHOM BHJE KHUIIEYHHKOM. [leprmon momyBbeiBeneHHs HedTpHUaKCOHA
COCTABIISIET Y B3POCIIBIX OKOJIO 8 4acoB.

JInHENHOCTh

Iloueunas u neuenounas HeOOCMAMmMoOYHOCMb

VY nanueHToB ¢ HapyleHueM (GYHKINHU TOYEK WM TIEUYEHU JIETKOM WM CpeTHEeH CTeNeHH TSHKECTH
(bapMakoKuHeTHKa Le(TPUAKCOHA M3MEHSETCS He3HAUUTENbHO. Jake y MalueHTOB ¢ TshKEIon
[IOYEUHOW HEIOCTaTOYHOCThIO OTMEYaeTcs JMIIb HEOOJbIIOE YBEIMYEHUE IEepHOAa
MOJTyBBIBE/IEHUS (MEHEE YeM B 2 pasa).

He3nauntenbHoe yBeNMYEHHE T[E€pUOJa TMOJNYBbIBEACHUA LeQTpUakcoHA MpH TOYEHHOMN
HEI0CTaTOYHOCTH MOXET OOBSACHATHCS KOMIIEHCATOPHBIM MOBBIIIEHUEM HEMOYEUHOTO KIMpEHCa
B pe3yJIbTaTe CHU)KEHUS CTENICHH CBSA3BIBAHMS C O€IKaMHM IU1a3Mbl KPOBH.

VY nanueHToB ¢ NMEYEHOYHOW HEJOCTATOYHOCTHIO MEPUOJI MOJIYBBIBEICHNS HE YBEINYUBAETCS B
CBA3M C KOMIICHCATOPHBIM IIOBBIIIEHHEM IOYEYHOro KiupeHca. [IpuumHOM Takke CIyKUT
yBEJIMYEHUE KOHLEHTPALUU CBOOOJHOTO LedTpHakcoHa B IJIa3Me€ KPOBM, UYTO CIHOCOOCTBYET

napajokCajJbHOMY IMOBBIIICHUIO 0611161“0 KJIIMpCHCA IMperapara. Hapsmy C ITIOBBIIICHUEM O6II_ICFO
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KIIMPpCHCA TaK)KE OTMEYACTCA YBEIIMYCHUC obbeMa pacnpeacicHus.

Jluya noosicunozo éozpacma
VY manueHToB crapiue 75 IeT mepuo/] NOdyBbIBEICHH, B CPEIHEM, B JIBa UM TPHU pas3a Ooublie,
YCM Yy B3POCIIbIX MALUCHTOB.

eTH
VY HOBOPOXXJEHHBIX J€Tel MEepUuoJl MOJYBbIBEIECHU LEePTPHUAKCOHA YBEIMUYEH IO CPABHEHUIO C
JpYIMMHM BO3pacTHbIMM TIpynnamu. B mnepBeie 14 qHEHl XKU3HUM KOHLEHTpalus CBOOOJHOIO
1e()TPHAKCOHA B ITUIa3ME KPOBH MOXET OBITh JOIMOJHUTEIHHO IMOBBINMICHA Oyiarojgapst HU3KOH
KIIyOOUKOBOH (puibTpariuu 1 0COOEHHOCTSIM CBSI3bIBaHMS IpernapaTa ¢ OeJIKaMH I1a3Mbl KPOBH.
VY manueHToB JETCKOro BO3pacTa NEPUOJ MOJIYBBIBEACHUS MEHBILE, YEM Y HOBOPOXKICHHBIX U
B3POCIIBIX.
3HaueHMs IUIA3MEHHOTO KJIMpEHca W 00beMa paclpeneneHus oOmero nedTpuakcoHa BhIIIE Y

HOBOPOXKACHHBIX, TPYAHBIX I[eTeﬁ u z[eTeﬁ MJ1aamuic 12 et no CpaBHCHHIO C TAKOBBIM Y B3POCJIbIX.

6. DPAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BEIIECTB

OTCYyTCTBYIOT.

6.2. HecoBMeCcTUMOCTH

[edTpuakcon gapMareBTHYECKH HECOBMECTUM C aMCAaKpUHOM, BAHKOMHIIMHOM, (hTYKOHA30JI0M
u aMmuHOTIIMKO3uaaMu. Heobxoaumo pazaenbHoe BBeaeHue. PactBopsl penapara Lledtpuakcon
HE CJIelyeT CMEIINBaTh WU A00aBISATh B PACTBOPHI, COJEPKAIIME IPYTHe MPOTHBOMUKPOOHBIE
npenaparsl.

Henb3s ucnonb3oBaTh pacTBOPUTENH, COAEPKAIIUE KANbLIMUNA, TaKue Kak pacTBop PuHrepa umnum
pactBop XapTmaHa, TIpH TPUTOTOBJICHUU pacTBOpoB mpemapara lledTpuakcon mist
BHYTPUBEHHOTO BBEACHHUS W UX IMOCJIEIYIONIEr0 Pa3BEACHHUS M3-32 BO3MOXKHOTO 0Opa30oBaHUs
npeuunutatoB (cM. pazaen 4.5.). O6pazoBaHue MPEIUITUTATOB KAbIIMEBIX CONeH e TprakcoHa
MOJKET MPOMCXOAUTh M TMpH cMemmuBaHuM mpemnapata lledTpuakcon u kampluiicomepxkamumx
PacTBOPOB MIPH UCTIOIB30BAHUH OTHOTO BEHO3HOTO JocTyna. Hemb3s ucmonp30Bath e TpuakcoH
OOIHOBPEMCHHO C KaHBHHﬁCOHep)KaMHMH pacTBOpaMu JI1 BHYTPUBCHHOI'O BBCJICHHSA, B TOM
quclie C JIUTEIbHBIMH HHPY3USIMH  KalbIMICOAEPKAIINX PACTBOPOB, HAmMpUMep, MpHU

MapeHTepabHOM MMUTAHUU C UCIIOB30BaHUEM Y -KOHHEKTOpa (cM. pa3aenst 4.3, 4.4, 4.5, 4.8).
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JlanHbIil JIeKapCTBEHHBIN IMpernapaT He CcJeayeT CMEIIMBaTh C APYTMMHU JIEKapCTBEHHBIMU

mpernapaTami, 3a UCKIIIOYEHHEM YIOMSIHYTBIX B ojpaszene 6.6.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 rona.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Bbiiie 25 °C.

6.5. XapakTep u coep:kaHie NEPBUYHON YNIAKOBKHU

[To 0,5 r wmm 1,0 T geiicTByromero BemecTsa (e Tpruakcona) Bo GJrakoHbI BMECTUMOCTBIO 10 M,
TEPMETUYHO YKYNOPEHHBbIE MPOOKAMH pE3WHOBBIMH M OO0XKaThle AIIOMHHUEBBIMU WA
KOMOWHUPOBAHHBIMH KOJITTAYKAMH.

1 ¢rakoH ¢ HHCTPYKIHEH 110 MEUIIMHCKOMY IPUMEHEHUIO IIOMENIAI0T B UHIUBHUIYIBHYIO MTAYKy
U3 KapTOHA.

JIs cTaloHapoB

50 ¢pmakoHOB ¢ paBHBIM KOJIWYECTBOM HMHCTPYKIHUH 110 MEAMIUHCKOMY IIPUMEHEHUIO TIOMEIAI0T
B KOpOOKY M3 KapTOHa.

KommekTHas d)ODMa BBIITYCKA

1 ¢nakon c mpenapatom (0,5 r naeiicTByromiero BemlecTBa) B KOMIUIEKTE ¢ | ammyioif
pactBopuTens «Bona s uabekuuit» no 5 mi wim 1 ¢utakon ¢ npenaparom (1,0 r neficTByromiero
BElIECTBa) B KOMIUIEKTE ¢ 2 ammyJjamu pactBopurens «Boma s uHbeknuil» mo 5 miu c
MHCTPYKLUUEH MO0 MEAMIIMHCKOMY NMPUMEHEHHUI0 M CKapU(PHUKATOPOM MM HOXKOM aMITyJIbHBIM
MOMEIIAIOT B IAUYKy U3 KapTOHA.

[Tpy KOMIUIEKTALMKU aMITyJIaMH € KOJIBLIOM M3JI0Ma WJIM HaJpe30M U TOYKOW cKapu(pHUKATOp WU

HOX aMHYHBHBIfI HE BKJIaJIbIBAIOT.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHHHM  HMCIOJH30BAHHOTO
JICKAPCTBEHHOI0 Npenapara WJIH  OTX0A0B, TMOJYYEHHBIX IOCJA€¢ NPHMEHEHUs!
JICKapPCTBEHHOI'0 Npenapara ujiM padoTsl ¢ HUM

HDaBI/IJ'Ia IIPUTOTOBJICHHUA PAaCTBOPOB

s enympumbvliueynou UHbeKyuu
0,5 r npenapara pacTBOpsitoT B 2 MiI, a 1 T - B 3,5 MJI cTepriIbHOM BOABI U1 MHBbEKIMNA uiu 1 %
pacTBOpa JIUA0KauHa.

na enympueenHou uHvexkyuu
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0,5 r mpenapara pacTBOpsArOT B S Mi1, a I r — B 10 M1 cTepriibHOM BOJBI 1J11 UHBEKIIHIA.

s snympusennot unghyzuu

2 r mpenapara pa3BoiaT B 40 MI OJHOrO W3 CIEAYIONIMX WH(Y3UOHHBIX PAcTBOPOB, HE

COJIEpXKAIINX UOHOB KaJIbIIMSI:
— 0,9 % pactBOp HaTpus Xjaopuaa,
— 0,45 % pactBop Hatpus xsopuaa + 2,5 % pacTBop AEKCTPO3BI,
— 5 % pacTBOp JEKCTPO3HI,
— 10 % pactBOp AEKCTPO3HI,
— 6 % pactBOp JekcTpaHa B 5 % pacTBope JEKCTPO3HI,
—  6-10 % pacTBOp rUAPOKCUITHIIKpAXMaa,
— BOJA Ui UHBEKLHUH.

YHHYTOKEHIE HEUCIIOIL30BAHHOTO npérapara u 0OTX010B

Becyr ocraBmmiics JIeKapCTBCHHHﬁ npemnapar Wik OTXO0Abl CJICAYCT

YCTaHOBJICHHOM IIOPAOKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

000 «KOMITAHUA «IEKO»

129344, r. Mockga, yi. Enucelickas, a. 3, k. 4.
Ten. (499)189-63-25

7.1. IlpencraBuTe/ib AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEHHUS

[IpereH3un HOTD66I/IT6J'IH HalnpasJATHh 110 aaApeCy:

Poccuiickas enepanus

000 «KOMITAHUA «JJEKO»

129344, r. Mockga, yi. Enucetickas, 1. 3, k. 4.
Ten. (499)189-63-25

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

YHUYTOXKUTL B

9. TATA NMEPBHYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETMCTPAIIAMH,

HEPEPETUCTPALINN)

10. JATA IEPECMOTPA TEKCTA
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OOmast  XapakTepuUCTHKa JIeKapcTBeHHoro mpenapata llegTpmakcoH  moctymHa  Ha
UHPOPMALIMOHHOM TopTanie EBpa3suiickoro HSKOHOMHYECKOTO COK3a B HH(OPMAIMOHHO-

KOMMYHUKaIMoHHO# cetn «HTepuer» https://eec.eaeunion.org
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