COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.01.2025 N2 741

(NMOCNEOOBATENEHOCTE 0006)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA
1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

edrpuakcon Kabu, 500 mMr, mopoIok ajis MPUTOTOBIECHUS PAcTBOpA Il BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOT'O BBE/ICHUSI.
edrpuakcon Kadbu, 1000 Mr, mopomiok Jijisi MpUTOTOBJICHHUSI PacTBOpa JJisi BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOTO BBE/ICHUSI.
edrpuakcon Kadu, 2000 Mr, mopomok jisi MPUTOTOBIICHHUsI PacTBOpa JJIsi BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOTO BBE/ICHUSI.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JeiicTBytoiiiee BemecTBo: HehTpUakcoH

Hed)TDI/IaKCOH Ka6I/I, 500 Mr, TOpOILIOK JUIS IPHIOTOBICHHUS PacTBOpa JJid BHYTPUBEHHOIO M
BHYTPHUMBIIICYHOT'O BBCACHUA

Kaxnpiii  ¢nakon comepxur 500 mr nedrpuakcona (B Buue IedTprakcoHa HATpHs
TPHUCECKBUTH]IPATA).

BcrnomorarenbHbie BEIECTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpui (cM. pazaen 4.4).

Ledrpuakcon Kadu, 1000 Mr, mopoloK Ui IPUTOTOBJICHUS PAacTBOPA JUISL BHYTPUBEHHOIO U
BHYTPHUMBIIIIEYHOI'O BBEJICHUSI

Kaxnprit  gumakon coxepxkutr 1000 mMr mnedrpuakcoHa (B Buae HepTpHakcoHa HATPUs
TPUCECKBUTHIPATA).

BcnomorarenbHble BEIIECTBA, HAJTMYHME KOTOPBIX HAJ0 YUUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cM. pasaen 4.4).

Hedrpuakcon Kadu, 2000 Mr, HOpowIoK Ui MPUTOTOBJICHUS PACTBODA JUIL BHYTPHUBEHHOI'O U
BHYTPHUMBIIIIEYHOI'O BBEJICHUSI

Kaxnpiii  ¢uakon coxepxutr 2000 mr nedrpuakcoHa (B BuAe ULe(TpPUAKCOHA HATPUS
TPUCECKBUTHIPATA).

BcenomorarenbHble BELECTBA, HAJIMYNE KOTOPBIX HAJO YUUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npenapara: HaTpui (cM. pazaen 4.4).

3. JEKAPCTBEHHAS ®OPMA

ITopomok a1t MPUrOTOBIIEHUs PACTBOPA U1l BHYTPUBEHHOI'O U BHYTPUMBILLIEYHOT'O BBEACHUS.
[TouTu Gemnblii WK KENTOBATHIA KPUCTAIITNYECKHUH TOPOIIIOK.
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4. KJIMHUYECKUE JAHHBIE (NOCTEAOBATENBHOCTE 0006)

4.1. lloka3zanusi K NPUMEHEHUIO0

[Ipenapar LledTpuakcon Kabu mokazaH K NPUMEHEHHUIO Yy B3pOCIBIX U JETei, B TOM 4YHCIE
HOBOPO>KJICHHBIX.
e Hudekuuu, BbI3BaHHBIE YYBCTBUTEIBHBIMU K LIEQTPHAKCOHY BO30YIUTEISMHU:
— CeICHuC;
— MEHUHTHT;
— nucceMuHupoBaHHas 0ose3Hs Jlaitma (11 u 111 craguu 3a6oneBanus);
— uHpEeKIUU OpraHoB OPIOUIHON MOJOCTH (MEPUTOHUT, MH(MEKIUU JKETUHBIX MyTeH U
KEyI0YHO-KUIIEYHOTO TPAKTa);
— WH(EKINH KOCTEH, CyCTaBOB, MATKMX TKaHEH, KOXKHU, a TAKXKe paHeBble HHPEKIUH;
— WH(EKIHNH y NAIMEHTOB C OCIA0JIEHHBIM HMMYHHTETOM;
— UH()EKINH MOYeK U MOYEBBIBOIAIIUX MTyTeH;
— uH(pEeKIUH JpIXaTeNbHbIX MyTel, 0co0eHHo mHeBMOHUS U nH(ekuu JIOP-opraHos;
— WH(EKINH TOJIOBBIX OPTaHOB, BKIIIOYAsi TOHOPEIO.
e [lepuonepanuonHas npoUIaKTUKa HHPEKIHIA.

4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

B3pocnvie u demu cmapwe 12 nem >50 xke: mo 1 — 2 r onuH pa3 B cyTku (Kaxable 24 yaca).
B TsprenpIX ciaydasx WM Mpu HHPEKIUAX, BO30OYIUTEIH KOTOPHIX 00JIa/al0T JIMIIL YMEPEHHOU
YYBCTBHTEILHOCTHIO K IIETPHAKCOHY, CYTOYHYIO 03y MOXKHO YBEIMYMBATH 10 4 T.

IIpooondxcumenvnocms neuenus

[TpoaomKUTENEHOCTD JICUEHHS 3aBUCUT OT ITOKa3aHUM U TeueHus 3aboneBanus. Kak u Bcerna npu
aHTHOMOTHKOTEepanuu, BBeAeHue mnpenapara Lledprpuakcon Kabu crnenyer mnponokaTh
NalueHTaM elle B TeYeHWe MHMHUMYM 48-72 4yacoB Mociie HOpMaju3allud TeMIIepaTypbl U
MOJTBEPKJIEHUS dpaTUKaUU BO30OYIUTES.

OObluHO Kypc JieueHusi coctaBiseT 4-14 nHel; NpU OCIOXKHEHHBIX MH(EKIUAX MOXKET
notpeboBaThes 0oJiee MPOJOHKUTEIEHOE BBEICHHE.

Kypc nedyenus npu uH(eKuMax, BbI3BaHHBIX Streptococcus pyogenes, MOHKEH COCTaBIATh HE
MmeHee 10 nHen.

Bonesuw Jlaiima
50 mr/kr (BeICIIasi CyTOYHAs 71032 2 T) B3POCIBIM U JETSIM OJMH pa3 B CyTKHU B TeueHue 14 nHeil.

Tonopes

Bri3BaHHas MEHUIUITMHA3000PA3yIOIUMU U TICHUIIMIUTMHA3000pa3yIONIMMH [IITAMMaMH.
OpnHokpaTHOE BHYTpUMBIIIeYHOEe BBeneHue 250 mr mpemnapara LledTpuakcon Kabu B3pocibim
NaluueHTaMm u aetsMm crapiie 12 ner >50 kr.

Ocmputii cpeonuii omum

[Ipu medyeHnn OCTPOTO CPEAHETO OTHUTA Y JICTEH PEKOMEHIyEeTCSl OJTHOKPATHOE BHY TPUMBIIIIEYHOE
BBe/IeHHe B 03¢ 50 mMr/kr (HO He 6onee 1 T).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OTPaHUYEHHBIM JJAHHBIM, B TSDKEJIBIX CITy4asX MU TPy HeAPPEKTUBHOCTH MPEAbITYIIEH TepanuH,
npenapat Llegrpuakcon Kabu moxer ObITh 3 (EKTUBEH IPU BHYTPUMBIILICYHOM BBEJICHHH B J103€
1-2 r B cyTKku B TeueHue 3 qHEM.

IIpogpunaxmuxa nocneonepayuoHHbIX UHDeKYUuLl
B 3aBucumoctu oOT cremeHM HMHQPEKIMOHHOTO pucka BBoauTcs 1-2 T mpenapara

Iedrpuakcon Kabu ogHokparno 3a 30-90 muH 10 Havyasa onepanuu. [Ipu onepanusx Ha TOICTON
U IPSIMON KHILIKE XOPOILO 3apEKOMEHJIOBAIO ceOsi OJHOBpEMEHHOE (HO pa3/ieNibHOE) BBEICHUE
npenapata Ledprpuakcon Kabu u onHoro us 5-HuTpouMuAa30J10B, HaIpUMeEp, OPHUAA30J1a.

Oco0nlie T'PYHOIIbI TAIMECHTOB

Tlayuenmol ¢ Hapywenuem QyHKyuu nevenu
Her neoOxommmocTn KOppekTHpoBaTh 103y mnpenapara lledtpuakcon Kabu mpu ycnoBum

OTCYTCTBUS HapyIIEHUHN (PYHKIINH ITOYEK.

THayuenmei ¢ HapyweHuem hyHKyuu novex
Her HeoOGxoammocTu KoppekTupoBarh 103y mnpemnapata lledrpuakcon Kabu mpu ycroBuu

OTCyTCTBUS HapylieHus ¢yHkuuu nedeHu. CyTtouHas no3a npemnaparta Llegrpuakcon Kabu ne
nomwkHa mpeBbimaTh 2000 Mr ngumb B Cioyyasx I[MOYEYHOH HETOCTATOYHOCTH C KIMPEHCOM
kpeatnHuHa MeHee 10 wur/mMuH. lledTpmakcoH He BBIBOAWUTCS NpPU TEMOAUAIM3E WU
NEPUTOHEATFHOM JHMAaJH3€, MOTOMY BBEICHHE MNAIMEHTY JOTOJIHHUTENBHOW HO3bI Iperapara
e Tpuakcon Kabu nocie okoH4aHus quanusa He TpeOyeTcs.

VY nanMeHTOB, HaXOJALIMXCS HAa JUalu3e, CyTodHas Jo3a npenapara Llegrpuakcon Kabu ne
nosmkHa npeBbimath 2000 mr.

HGL;MEHmbl C mAHCENOU NOYEYHOU U NeYEHOYHOU HeOOCMAMOYHOCMbIO
HpI/I COUETAaHUU TSDKEIOM MOYEYHOM M IEYECHOYHOM HEAOCTATOYHOCTHU CJIICAYCT THIATCIILEHO
Ha6J'IIO,I[aTB 3a B(I)(l)eKTI/IBHOCTLIO 1 0€30MaCHOCTBIO IMPpUMCHCHUA IIpCliapara.

HCZI/;MEHWZbl NOJMCUTIO20 U cmap4ecKoco 6o3pacma
KOppeKI_II/II/I A03bl Yy MAUCHTOB >65 1mer Ipu yCJIOBHU OTCYTCTBUA TSDKEIOM MOYEYHON U
MIEYCHOYHOH HEAOCTATOYHOCTH HE Tpe6yeTc;1.

CTHu

['pyHBIM 1€TAM U 1€TSAM B Bo3pacTe A0 12 neT BHyTpUBEHHBIE 103bI B 50 MI/KT WM BBILIE CIIEAYET
BBOJMTH KamnelbHO B TeueHue He MeHee 30 MuHyT. HOBOpOXKIEHHBIM BHYTPUBEHHOE BBEJCHHE
clieflyeT MpOBOAUTh B TedeHHe 60 MHUHYT, YTOObI CHU3UTH MOTEHUIHUAIbHBIH PUCK pPa3BUTHUS
OmMpyOMHOBOM PHIIEPATIOTATHH.

Hosopooicoennvie, epyonvie oemu u demu maaoute 12 nem
[Ipu HazHauenum mnpenapata Lleprpumakcon Kabu oauH pa3 B CyTKH pEKOMEHIyeTcs
IPUIEPKUBATHCA CIEYIOIINX PEKUMOB 103UPOBAHUS:
e HOBOpOXkJeHHBIE (10 14 areit): 20-50 MI/KT Macchl Tela OJJUH pa3 B CyTKH; CyTOYHAas 1032
HE JI0JDKHA TpeBblath 50 MI/Kr Macchl Tena;
® HOBOPOXJIEHHBIE, TPYJHBIC AETH U JIETH MIIajamero Bo3pacra (¢ 15 aueit no 12 ner): 20-
80 Mr/Kr Macchl Tena OAMH Pa3 B CYyTKH;
e JIeTsAM C Maccoil Tena cBplle 50 Kr Ha3HAYaroT 4035l AJIs B3POCIIBIX.
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XpOoHONI02UYecKuli 603pacm) NpUMeHeHHe e TprakcoHa IPOTUBOIIOKA3aHO.

Lledrpuakcon Kabu mpoTuBOnoOKa3aH HOBOPOKACHHBIM (<28 mnHEii), KOTOPbIM yXe Ha3HaueHO
WIM TIPEATNOaracTcsi BHYTPUBEHHOE JICUEHUE KaJbLUHCOJEP)KALIMMHU pacTBOPaMH, BKJIOYast
IPOIOJDKUTEIIBHBIC KaNbIMIcoAepIKaIIue NH(PY3UH, HApUMEp, IPYU NapeHTEePabHOM MUTAHUU
U3-3a pUCKa 00pa30BaHMs IPELUIIUTATOB KaJIbIUEBBIX coJel LedTpuakcoHa (cM. pasaen 4.3).

Menuneum

[lpu OakTepuaJlbHOM MEHUHTUTE Yy TPYAHBIX JCTed W JeTed MIIAJIIEro BO3pacTa JICYCHHE
HayuHaroT ¢ 10361 100 mMr/kr (HO He O6onee 4 1) 1 pa3 B cyTku. [Tocie nnentudukamnumu Bo30yauTens
Y OTIPEJICIICHHSI €70 YyBCTBUTEIBHOCTH J03Y MOKHO COOTBETCTBEHHO YMEHBIIIUTH.

Hawnyuymme — pe3ynbraThl TpU  MCHMHTOKOKKOBOM ~ MEHHHTHTE  JOCTHTINCH  TIPU
IPOIOJDKUTEILHOCTH JICUCHHS B 4 JTHs, MPH MeHUHTUTe, BhizBanHoM Haemophilus influenzae — 6
nHeii, Streptococcus pneumoniae - 7 nHei.

Cnoco6 IIPUMCHCHUA

BHYTpI/IBeHHO, BHYTPHUMBIIIICYHO.

Buympumsiweunasn unvexyus

[TpurotoBneHHsii pactBop mnpemnapara lledpTpuakcon Kabu BBOAST rIyOOKO B JIOCTaTOYHO
0oJbIIyI0 MBIIIIY (sAroauia). Pekomenayercs BBOAUTh He Oosiee 1T B OJIHY U Ty YK€ MBIIIILY.
PactBOp, coneprkamuii JUA0KANH, HEJIb3s BBOJUThL BHYTPUBEHHO! (cM. pasnen 4.3).

Buympueennas unvexyus
[TpurotoBnenHsiil pactBop npenapata Ledprpuakcon Kabu BBOAST BHYTPUBEHHO MEIJICHHO B
T€YEHHUE 5 MUHYT, IPEATIOYTUTEIHHO B KPYITHYIO BEHY.

Brympusennas ungyszus
BayTpuBeHHas uHQy3us J0KHA JUINTHCS HE MeHee 30 MUHYT.

['pyHBIM 1€TAM U 1€TSAM B Bo3pacTe A0 12 neT BHyTpUBEHHBIE 103bI B 50 MI/KT WX BBILIE CIIEAYET
BBOJIUTH KamnelbHO B TeueHHe He MeHee 30 MuHyT. HOBOPOXKIIEHHBIM BHYTPHUBEHHOE BBEICHUE
ClIeZlyeT MPOBOAWUTH B TedueHHe 60 MHUHYT, YTOOBI CHU3UTH IMOTCHIMAIBHBIA PUCK pPa3BHTHUS
OmMpyOMHOBOM PHIIEPATIOTATHH.

Henb3st ucnonp30BaTh A MPUTOTOBIEHHUS pacTBOpoB mpenapara lLledrpuakcon Kabu mns
BHYTPUBEHHOTO BBEJCHHUS M HUX MOCIEAYIOIIEro pa3BeleHUs] PacTBOPUTENH, COJEprKallue
KaJbIIM{, Takue Kak pacTBop Punrepa munu pactBop XapTMmaHa, U3-3a BO3MOKHOTO 00pa30oBaHUs
HPELUITUTATOB.

OO0pa3oBaHre MPENUNTUTATOB KaJbIUEBBIX COJEH HMEePTPHAKCOHA MOXKET MPOWCXOJUTH W TIPU
cmemiennn mnpemnapara llebprpuakcon Kabum u kajbiuiicomepalmux —pacTBOPOB — IMPHU
UCTIOJI30BaHUH OJTHOTO BEHO3HOTO J0CTyma. [103TOMYy mpy BHYTPHBEHHOM BBEIIEHHUH Iperapat
[ledpTpuakcon Kabu He crmegyer cmemmMBaThb WM BBOAWTH  OAHOBPEMEHHO  C
KaJbIIMHACOIEpKAIIUMH PAaCTBOPAMH Il BHYTPUBEHHOTO BBeZIeHUs (cM. pasaensl 4.3., 4.4., 6.2.).
He nmocrymano cooOmeHuil o  B3auMOJEWCTBUM  LEePTpPUAKCOHA U MEPOPATBbHBIX
KaJbIIMHACOIEpKAIUX PENapaToB WM B3aUMOJICHCTBUM HEPTPUAKCOHA JUIsI BHYTPUMBIIIIEYHOTO
BBEJCHUS M KaIbLUHCOAEPKAIIMX IMpernaparoB (A7 BHYTPHUBEHHOTO WJIM TEpPOPaIbHOTIO
MIPUMEHEHNS).
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WMHCTpYKIIMM TIO TPUTOTOBJICHHIO (PacTBOPEHHIO) JIEKAPCTBEHHOI'O TpenapaTta Iepen
IIPUMEHEHUEM CM. B pazzeie 6.6.

4.3. [IpoTuBONOKA3aAHUS

e ['umepuyBCTBUTENBHOCTh K Le(TpUAKCOHY, NedanocmopuHaM MM K JH0OOMy U3
BCIIOMOT'aTeNbHBIX BEIECTB, IEPEUHCICHHBIX B pa3zene 6.1.

e Tspkenble peaky THIIEPYyBCTBUTEIBHOCTH (HAaIIpuMep, aHapMIaKTHYECKUE PEAKINN) K
JIpyruM B-TaKTaMHBIM aHTHOMOTHKAM (MEHULMJUTMHBI, MOHOOAKTaMbl U KapOareHeMbl) B
aHaMHese.

HenoHonieHHwle IeTH

e HenonomenusiM nerssM B Bo3pacte a0 41 Hemenw BKIIOYUTEIBHO (CyMMapHO
IeCTAllMOHHBIH W XPOHOJIOTMYECKUH  BO3pacT) INpUMEHEHHe  LedTpHakcoHa
IPOTUBOMNOKA3aHO.

JIOHOIIIEHHBIC HOBOPOXKACHHBIC (528',Z[H6BH01"0 BO3DaCTa)

e [unepOunupyOuHEMus, KeNTyxa WIN aluao3, THI0aTb0yMUHEMHUS Y HOBOPOKICHHBIX
(uccnemoBanust IN VIitro mokasajiv, 4To HEQTPHUAKCOH MOXET BBITECHATh OMIMPYOUH U3
CBSI3M C CBHIBOPOTOYHBIM aJIb,OYMHHOM, IIOBBIIAS PHUCK pa3BUTHS OWINPYyOMHOBOM
SHIE(AIONATHN Y TAKUX MAIEHTOB).

e DBHYTpUMBCHHOE  BBEJCHHE  KAJIBIMHWCOJACPKAIINX  PACTBOPOB  HOBOPOIKJICHHBIM.
HoBopoxnennsie (<28 nHeil), KOTOPBIM YK€ Ha3HAYCHO WJIM IPEAIoaraeTcs
BHYTPUBEHHOE Je4eHue KaJIbLUICONepKAIMMHU pacTBOpamH, BKJTIOYast
HPOJIOJDKUTEIbHBIE KalIbIMICOAep)Kaliue WHPY3UU, HAIpUMEp, NMPH MapeHTEpaTbHOM
NUTAaHUM, W3-32 PUCKAa 00pa30BaHUS IMPELUNUTATOB KaJIbLUEBBIX COJNEH medTpuakcoHa
(cm. paznensi 4.2. 1 4.5).

Ornucanbl oTnenbHBIE (DaTanbHBIE CIy4au OOpa30BaHUS MPEIUINHUTATOB B JIETKHX W MOYKAX Yy
HOBOPOKJCHHBIX, MOMyYaBIIUX HePTPUAKCOH M KalblUHcoepKaniie pacTBopsl. [lpu 3Tom B
OTJICIbHBIX CITy4asX ObLI MCIOJNB30BaH OJMH BEHO3HBINM JOCTYM, U 00pa30BaHHE MPELUNHUTATOB
HAOJTI0/TAIOCh HETIOCPEICTBEHHO B CUCTEME ISl BHYTPHBCHHOT'O BBEJCHUS. TakKe OIMMCaH, KaK
MHWHUMYM, OJIUH cnyqaﬁ CO CMCPTCIBbHBIM HCXOJOM IPHU Pa3JIMYHBIX BCHO3HBIX J0CTyIIax W B
pa3IUYHOE BpeMsl BBEACHHS IePTPHUAKCOHA W KaJIbIHHCOAEpKAmUX pacTtBopoB. [lomoOHBIE
Ciy4au HaOJIOJaIMCh TOIBKO Y HOBOPOXKIEHHBIX (CM. pazzen 4.8).

JInmokanna

[lepen mnpoBeaeHMEM BHYTPUMBIIIEYHOW HWHBEKIUU LEePTpHAKCOHA C HCIOIb30BAaHUEM
JUJ0KaWHA, HEOOXOIUMO  HCKJIIYHMTh HAJIWYMe MPOTHUBOMOKA3aHUM K  JIMJOKaHWHY.
[IpoTnBOMOKa3aHUs K TPUMEHEHUIO JUJOKaWHA MPUBEACHBI B UHCTPYKIMU MO MEIUIIMHCKOMY
IIPUMEHEHHUIO JIHJI0KanHa. PacTBophl nedTpruakcoHa, cojepraliyue JIMJ0KauH, HeNlb3sl BBOJIUTH
BHYTPHUBEHHO.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

C 0CTOPOKHOCTBIO

[lepuon rpyHOTO BCKApMITMBAHUSI.
Herspkenble peakiuu THIEPUYYBCTBUTEIBHOCTH K JAPYTrUM  [(-JIAKTAaMHBIM aHTUOMOTHKAM
(MeHUIMIUIMHBI, MOHOOAKTaMbl M KapOarieHEMbI) B aHAMHE3e.

Peaknum runep4yBCTBUTEIILHOCTH

Kak ¥ mpu npuMEHEHUHM APYruxX [-ITaKTaMHBIX AHTHOMOTHUKOB, OBUIM 3aperUCTPUPOBAHBI
CEpbE3HBIC PEAKIUH TUIMEPUYYBCTBUTEIBLHOCTH, B TOM YHCIE CO CMEPTEIbHBIM HCXOJ0M
(cM. pazgen 4.8). Peakuuu rumnepayBCTBUTEIIBHOCTH TAKXKE MOTYT IIPOTPECCUPOBATH 10 CHHAPOMA
KoyHnuca — cepbe3HOH aiepruueckoi peakiiium, KOTopasi MOXKET MPUBECTH K HH(PAPKTYy MHOKap/a
(cm. pazgen 4.8). Ilpu pa3BUTHM TSOHKEIOHW PEAKLUUM TUNCPUYBCTBUTECIBHOCTH TEPAITHIO
He(TPUAKCOHOM HEOOXOAMMO HEMEUIEHHO OTMEHUTh M TPOBECTH COOTBETCTBYIOIIWE
HEOTJIOKHBIE JieueOHbie MeponpusTus. [lepen Hagamom Tepanuu nedTprakCOHOM HEOOXOIMMO
YCTaHOBHUTH HAOJIOMAIKCH JIM Yy TAIMEHTa PEaKIMKA TMIIEPUYyBCTBUTEIBHOCTH K IEPTPUAKCOHY,
nedasocopuHaM MM TSDKENbIC PEAKIIMA THIIEPYYBCTBUTEIBHOCTH K JPYTUM [-JTaKTaMHBIM
aHTHOHOTHKAM (IICHUIMJUTHHBI, MOHOOAKTaMbI M KapOarieHEMBI).

HeoOxomumo co0mroiaTh OCTOPOXKHOCTh IPH NMPUMEHEHHH NEPTPUAKCOHA Y MAIMEHTOB C
HETSDKEIIBIMA  PEaKIUSIMUA THIICPIYBCTBUTEIHHOCTH K JPYTHM [-JTaKTaMHBIM aHTHOMOTHKAM
(TTeHUIMIUTHHBL, MOHOOAKTaMBbI M KapOarieHeMbl) B aHAMHE3e€.

B cBsi3u ¢ Tepanmeld e TpHAKCOHOM OTMEYAIINCh TSIKEIbIe KOJKHBIE HEKEIAaTEIbHBIC PEaKIINU
(cuampom CruBeHca-/[xoHcoHa wnu cuHApoM Jlaiienna/TOKCHYeCKHA  ATHIepMaIbHBIA
HEKPOJIU3) U JIEKapCTBEHHAas peakius ¢ 303uHopuIneit u cucreMubiMu cumnromamu (DRESS),
KOTOPBIE MOTYT OBITh )KU3HEYTPOXKAIOIIMMHU MU (DaTaIbHBIMHU; OJHAKO YaCTOTA JIaHHBIX SBJICHUN
HEH3BECTHA.

['emMonnTHUecKas aHEMUSI

Kak u nmpu npumeHeHMH ApPyrux 1e(anocnopyHOB, NPU JIEYEHUH Le()TPHAKCOHOM BO3MOKHO
pa3BUTHE AyTOMMMYHHOH TE€MOJINTUYECKOM AHEMHH. 3apErHCTPUPOBAHBl CIy4yau TSDKEIOU
TEMOJINTUYECKOW aHEMUU Y B3pOCIBIX M JETEH, B TOM YHCIE CO CMEpPTEIbHBIM HcxonoM. [Ipu
Pa3sBUTHHU y MallMEHTa, HAXOAALIErocs Ha JeUeHUH 1e(hTPUaKCOHOM, aHEMUH Helb3s UCKIIUYNUTh
JIMarHo3 1e(aaocnoprH-aCCOLMMPOBAHHON aHEMHM M HEOOXOAMMO OTMEHMUTh JIEYCHHE [0
BBISICHEHHUSI [IPUYNHBI.

JHuapes, seizBanHas Clostridium difficile

Kak u npu npuMeHeHuH OOJBIIMHCTBA APYTUX aHTHOAKTEPHAIbHBIX MMPENapaToB, MPHU JCUCHHU
11e(h TPHAKCOHOM 3aperuCTPUPOBAHBI Cilyyan pa3BuTHs auapeu, BeizBanHoi Clostridium difficile
(C. difficile), pasnuuHO#N TSHKECTH: OT JIETKOW JUApEH 10 KOJHUTA CO CMEPTEIbHBIM HCXOJIOM.
Jleyenue aHTHOAKTEPUATBHBIME TIpEMapaTaMy TOAABJISIeT HOPMAIbHYI0 MHUKPOQIOPY TOJCTOM
kuiiku U nposouupyet poct C. difficile. B cBoro ouepens, C. difficile o6pa3yer Tokcuns A u B,
KOTOPBIC ABJISAIOTCS (hakTopamu maroreHesa auapew, seizBantoii C. difficile. Illtammer C. difficile,
THIIEPIIPOAYLIUPYIOIINE TOKCUHBI, SBISIOTCS BO30YIUTENSIMH HH(QEKIHH C BBICOKMM PHUCKOM
OCJIO)KHEHHH ¥ CMEPTHOCTH, BCJIEACTBHE BO3MOXKHOH MX YCTOWYMBOCTH K aHTUMHKPOOHOM
Teparmuy, JICYCHHE )K€ MOXKET MOTpeOOBaTh KOJIIKTOMUH. HeoOX0 MO TOMHUTH O BO3MOXXHOCTH
pasButus nuapeu, Bbi3BaHHON C. difficile, y Bcex mnammenToB ¢ amapeeii mocie
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BO3HHMKHOBeHUs jauapeu, BoizBaHHoi C. difficile, cimycts Gonee wem 2 mecsua mocie Tepanuu
aHTuOMOoTMKamMu. [Ipy TOAO3peHUHM WM MOITBEepXKAeHUHM auapeu, BbiBanHOW C. difficile,
BO3MOYKHO MOTpeOyeTCst OTMEeHA TeKyIel He HanpasienHoi Ha C. difficile antubuoTukorepanuu.
B cooTBeTcTBUM C KIMHUYECKUMH MOKa3aHHSIMHU JODKHO OBITh HA3HAYCHO COOTBETCTBYIOILEE
JICYCHHUE C BBEICHUEM XXHIKOCTH U 3JICKTPOJHUTOB, OCIKOB, aHTHOMOTUKOTEPAITUS B OTHOILICHUH
C. difficile, xupypruueckoe neuenue. Henb3st mpuMeHsITh JJEKapCTBEHHBIE CPEACTBA, TOPMO3SIIUE
NEePUCTAIBTHKY KUIICUHHKA.

CynepuHbekuuu

Kak u mpu neueHWH JpyrdMU aHTUOAKTEPHAIBHBIMH TIperapaTaMd, MOTYT pa3BHBaThCS
cynepuH(pEKIIH.

O0pa3zoBaHue OPELUUIIUTATOB KAJIBLMEBON coiu e TPUAKCOHA

[locne mnpumeHeHuss uePpTpuakcoHa, OOBIYHO B J03aX, MPEBBIIIAIONINX CTaHIAPTHHIC
pexomeHioBaHHbIe (1 T B cyTKHU 1 60s1ee), pH yIbTPa3ByKOBOM HCCIEA0BAHUH KETUHOTO MTy3bIps
BBISIBJISUIMCH MPEIMIMUTATHl KAIbLIMEBON coiu 1edTprakcoHa, oOpa3oBaHHe KOTOPHIX Hanbolee
BEPOATHO Yy TMAIMEHTOB JIETCKOro Bo3pacta. lIpenumnurarsl peako AT KaKyr-JIu0o
CUMITOMATUKY U MCYE3aI0T MOCIIE NMpeKpalleHus Tepanuu nedrpruakcoHoM. B ciydae, ecnu aTu
SBJICHUSI CONPOBOXKJAIOTCA KIMHUYECKONM CHMIITOMATUKOW, PEKOMEHAYETCS KOHCEpPBaTHBHOE
HEXUpPYpPruuecKoe JIeUeHHe, a pelieHHe 00 OTMEHE IpernapaTa OCTaBIISIETCS HAa YCMOTpPEHHE
Jiedaniero Bpaya v JOJKHO OCHOBBIBATHCS HA MHAUBUAYaIbHON OLIEHKE MOJIb3bl U PUCKA.
Hecmotpst Ha Hanmume maHHBIX 00 00pa30BaHWU BHYTPUCOCYIHUCTBIX MPEHUITUTATOB TOJBKO Y
HOBOPOXKJCHHBIX MPH NPUMEHEHUU IepTpUakcoHa U Kajbliicofepxamux HH)Y3MOHHBIX
pPacTBOPOB WJIH JIIOOBIX IPYTUX KaJbIHiicOAepKaIIUX MpernapaTos, npenapat Llegtpuakcon Kabu
HE CleyeT CMEIIMBaTh WM Ha3HayaTh JETAM M B3POCIBIM MAIMEHTaM OJHOBPEMEHHO C
KaJblIMHcoaepKAUMH UH(Y3UMOHHBIMU PacTBOpaMH, JaXKe HCIOJb3Yysl Pa3INYHble BEHO3HbIE
JOCTYIIBI (M. pasziensl 4.3, 4.5, 4.8).

ITankpeaTut

VY nauueHTOB, MONyYaBHIMX LEe()TPUAKCOH, ONMCAHBl pEIKUE CclIydau MaHKpeaTHTa,
Pa3BUBAIOIIETOCS, BO3MOXHO, BCIIECTBHE OOCTPYKIIUH KETYHBIX MyTeH. Y OONBIINHCTBA U3 3TUX
HAIMEHTOB YXKe /10 ATOr0 UMENUCh (PaKTOPBl PHCKa 3aCTOS B JKEIYHBIX MyTsX, HAIpUMeEp, paHee
IIPOBOAMBINIASACA Tepanus, TsKenble 3a00JIeBaHNs U MOJHOCTBIO MapeHTepanbHoe nuranue. [Ipu
9TOM HEJIb3d HCKIIOYUTh IIYCKOBYIO WM KO(QAKTOPHYIO pOJb B DPA3BUTUM MaHKpEaTHUTa
00pa30BaBIIMXCS MOJT BIAMSHUEM LIe€(TpHAKCOHA MPELIUIUTATOB B )KETYHBIX MyTSIX.

MOHHUTOPHUHT aHAIM3a KPOBHU

IIpy nyIMTENTEHOM JIEUEHUH CIEAYET PETYIISIPHO TPOBOINUTD MTOJHBIA aHAJIN3 KPOBH.

Peaximsa SApuma-I'epkcreiimepa (JHR)

Y HEKOTOpBIX MAIUEHTOB ¢ MH(EKIMEH, BBI3BAHHON CIIUPOXETaMU, MOXKET Pa3BUTHCS peakius
Spuma-I'epkcreiimepa (JHR) Bckope mocne Hayana tepanuu uedptpuakconom. JHR o0b14HO
ABJISIETCSL CAMOOTPAHUYUBAIOIIMMCS COCTOSIHUEM MIIM MOYKET KOHTPOJIMPOBATHCS C ITOMOIIBIO
CHUMIITOMAaTUYECKOTO JieueHus. Tepamuio aHTHOMOTMKOM HE CJeayeT MpeKpauarh Ipu
BO3HMKHOBEHUHU JAHHOM pEaKIUu.
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BansHMe Ha pe3yabTaTHI J'Ia6ODaTODHBIX AHAJIN30B

[lpu nedyeHun UEPTPUAKCOHOM Yy MAIMEHTOB MOTYT OTMEYATbCs JIOKHOIIOJIOKUTEIbHBIC
pesyabTatel mpoobl Kymbca. Kak u jgpyrue aHTHOMOTHKH, HEPTPUAKCOH MOXKET JaBaTh
JI0>KHOTIOJIOKHUTEIIBHBIN Pe3yIbTaT MPoOkl Ha TaTaKTO3EMHUIO.

JIO>)KHOTIONIOKHUTEIIFHBIE PE3yJIbTaThl MOTYT OBITH OTY4EHBI ¥ IIPH ONPEICTICHUH TITIOKO3bI B MOUYE
He(epMEHTHBIMU METOJIaMH, IIO3TOMY B XOJ€ Tepanuu HeGTPUaKCOHOM TIIIIOKO3YPHIO IIPH
HEOOXOAMMOCTH HY)XHO OIpPEAETATH TOJIBKO (epMEeHTHBIM MeTonoM. lledrpuakcon moxer
BBI3BIBaTh HEIOCTOBEPHOE CHUKCHHE IOKa3aTeleld TJIMKEMUH, MOJIYYEHHBIX C IOMOIIBIO
HEKOTOPBIX YCTPOMCTB MOHUTOPHHIA COJEP)KaHMs TIIIOKO3bI B KpoBH. IIpu HeoOXxommmocTu
CJIEZyeT UCIIONb30BaTh AIbTEPHATUBHBIE CITOCOOBI ONPEACTICHHS TTIIOKO3bI B KPOBH.

CojgepxkaHue HaTpUs

Hannpiii npenapar coaepxut 3,6 mmonb (uwiau 83 wmr) nHatpus Ha 1000 mr. HeoGxommmo
YUUTHIBATh MALMEHTaM, HAXOSIIMMCS Ha IUETE C OTPAaHUYCHUEM MTOCTYIUICHHS HATPUSI.

CTHu

Besonacuocts u 3ddexTrBHOCTS Tpenapata [ehTprakcon Kabu y HOBOPOKIAECHHBIX, TPYAHBIX
JieTei 1 1eTel MITaIIero Bo3pacTa ObUIH OMpeIeNICHbI /IS JO3UPOBOK, OITMCAHHBIX B pasene 4.2.
HccnenoBanus Mokasaid, 4YTO MOJOOHO APYrMM LedalocrnopuHaM He(PTPUAKCOH MOXKET
BBITCCHSTh OWIMPYOMH M3 CBSI3U C CBHIBOPOTOUHBIM aibOymuHOM. lledTprakcoH Hemb3s
OPUMEHSTh Y HOBOPOXKICHHBIX, OCOOCHHO HEIOHOIICHHBIX, Y KOTOPBIX €CTh PUCK Pa3BHTHS
OmIMpyOUHOBOM DHIICPATOTIATHH.

4.5. B3auMopeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHbBIMHM IpenaparamMM W [pyrue BHIbI
B3auUMOAEliCTBUA

[Ipr 0gHOBPEMEHHOM MPUMEHEHHH OOJIBIIMX /103 HEe(QTPUAKCOHA U «IETIEBBIX» JUYPETHKOB,
(mampumep, (Qypocemuaa) HapymeHHM GyHKOUM Todyek He HaOmoganoch. Mmerotcs
IIPOTUBOPEUYUBBIE JJAHHBIE O BEPOSITHOCTH MOBBIIMIEHUS HEYPOTOKCUYHOCTH aMHHOTIIMKO3UIOB
OpU UX NPUMEHEHUHM C 1edarocnopuHAMHU, MOATOMY HEOOXOAMMO MPOBOAMTH MOHUTOPUHT
NOYeYHO! (PYHKIIMU U KOHIEHTPAIlUd aMUHOTJIMKO3U/IOB B KPOBH.

VYnorpebnenue ankorois nocie BBeneHus npenapara Lledgrpuakcon Kabu He compoBoxaanock
mucynbdupamonoo6Hoi peakuuen. LledpTpuakcon He conepkUT N-METUITHOTETPA30JIbHOM
rpynmnbl, KOTopass Morjia Obl BbI3BaTh HENEPEHOCUMOCTb ASTaHOJAa M KPOBOTOYMBOCTH, YTO
IpUCYIIe HEKOTOpPBIM ApyruM IedanocnopuHam. IIpoOGeHenuy He BiIUsSET Ha BbIBEIECHUE
nedrpuakcona.

bakTepuocrarnueckre aHTHOMOTHUKH CHIDKAIOT OaKTepUIIMAHBINA 3 (PeKT nedTpuakcoHa.

In vitro 611 0OHAPYKEH AaHTArOHU3M MEKIY XJI0paM()EHUKOIOM U e TPHAKCOHOM.

Henp3sa ncronb3oBaTh pacTBOPUTENHN, COJAEPIKALINE KaIbLMM, TaKUe Kak pacTBop PunHrepa win
pacTBop XapTMaHa, NpU TPHUTOTOBIEHUH pacTBopoB mpenapata lleprpumakcon Kabu s
BHYTPUBEHHOTO BBEJICHHUS M UX IOCIEAYIOIIEr0 Pa3BeleHHs] M3-3a BO3MOXKHOTO 0Opa3oBaHUs
IIPELIUITUTATOB.

OO0pa3oBaHre MPENUNUTATOB KAJIbLIMEBBIX COJell LedTpHakCOHa MOXET MPOUCXOAUTh U MpHU
cmemennn mnpenapara lleptpuakcon Kabu B/B M Kanpuuiicomep)kalux pacTBOPOB MpuU
HCIIOJIb30BaHUU OJIHOTO BEHO3HOro JjocTymna. Henb3s wucnonp3oBaTh LEePTpUAKCOH B/B
OJIHOBPEMEHHO C KaJbIMiicoAepKalllUMU PAacTBOpPaMU JJisi BHYTPUBEHHOTO BBEJEHUS, B TOM

Crpanuna 8 u3 20



COOTBETCTEYET 3KCMNEPTHOMY OTYETY
ot 16.01.2025 Nz 743

yucllie € JUIMTENbHBIMU UHQY3UIMU KaJILUHﬁCOﬂedQ%lE%;ﬁﬁg&Q!:ngg;l‘gﬁi\/i:le%l;le :'an

napeHTepaibHOM MUTAaHUHU C UCTIOIB30BaHNEM Y -KOHHEKTOopa. [[11s Bcex rpyIin naiueHToB, KpoMe
HOBOPOXKJIEHHBIX, BO3MOXHO MOCJEI0BaTeIbHOE BBeieHue npenapara Ledrpuakcon Kabu B/B u
KaJIbIMHACOEPKAIIUX PACTBOPOB MPH TIIATEILHOM MPOMBIBAHUN MH(Y3UOHHBIX CUCTEM MEXKITY
BJIIMBaHUSIMU COBMECTUMOM KHJIKOCThIO. MccienoBanus in VItr0 ¢ MCIONb30BaHUEM ILIa3MBbI
KPOBH B3POCJIOTO YEJIOBEKA U TIa3Mbl IyTIOBUHHONW KPOBU HOBOPOXKICHHBIX CBUAETEIBCTBYIOT O
HOBBIIIEHHOM pHCKE 00pa30BaHMs KalbIHEBHIX coJeld Ne(TpUakcoHa Yy HOBOPOXKICHHBIX
(cMm. pazgensi 4.2, 4.3).

Lledrprakcon apmaneBTHUECKH HECOBMECTHM C aMCAaKPHHOM, BAaHKOMHUIIMHOM, ()IIyKOHA30JI0M
¥ aMUHOTIIMKO3uaamMu. Heobxommumo pasnienbHoe BBEICHHE.

[Tpu npumenenun antaronncToB BuTamMuHa K Ha ¢one tepanuu npenaparom Leptpuakcon Kabu
NOBBINACTCS PUCK KpoBoTeueHHs. Crenyer TOCTOSHHO KOHTPOJIHMPOBATH —IapameTphl
CBEPTHIBAHUS KPOBH U NPU HEOOXOAMMOCTH KOPPEKTUPOBATH 03y aHTUKOATyJITHTa KakK B XOJ€,
TaK M MOCJIe OKOHYaHUs Tepanuu npenapatom Leprpuakcon Kaodw.

[lokazaH cuHEprHu3M MEXIy UEPTPHAKCOHOM M aMHHOIVIMKO3UIAMH B OTHOIICHHHM MHOTHUX
rpamMoTpHIaTeNbHbIX OakTepuil. HecMoTps Ha TO, 4TO moBbImeHHAS 3()()EKTUBHOCTH TAKHX
KOMOMHAIMI HEe BCerja MpeicKazyemMa, ee ClelyeT UMETh BBHUIY IPH TSDKENbIX, YTPOXKAIOMINX
KHU3HU MHDEKIMIX, TAKMX Kak 00ycloBiIeHHbIX Pseudomonas aeruginosa.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMSA

bepemeHHOCTD

lledprpuakcon mnpoHukaer yepe3 IUIAlEHTApHBIA Oaphep. be3onmacHOCTh TpUMEHEHUs Mpu
OEpPEeMEHHOCTH y KEHIIUH HE yCTaHOBJICHA. JIOKIMHUYECKHE UCCIIEIOBAHUS PEIPOTYKTUBHOCTH
HE BBISIBUIN SMOPUOTOKCHYECKOTO0, (DETOTOKCHUYECKOTO, TEPATOT€HHOTO BO3ICHCTBUS WU IPYTHX
HeOmaronpusaTHbIX 3 (HEeKToB e TpHaKkCOHa Ha MJI0JOBUTOCTH CAMIIOB U CAMOK, IIPOIIECC POJIOB,
NepUHaTaIbHOE U MOCTHATaNbHOE pa3ButThe 1ioaa. Ilpu GepeMeHHOCTH, OCOOEHHO B MEPBBIi
TPUMECTpP, CIIEAyeT Ha3HayaTh TOJBKO 1O CTPOTMM TIOKa3aHWSIM, IMpPH YCIOBUHU, YTO
mpeJnonaraeMas moJib3a Jijlsl MaTepH MPEeBbIIIaeT NOTEHIIUATbHBIN PUCK IS MJI0/A.

JlakTanus

B manbix KoHIEHTpanusax e TpHaKkCoH MOMagaeT B TPYIHOE MOJIOKO. MalloBEepOsSTHO BIUSHUE
e TprakcoHa Ha pebeHKa, HaXOAIIEerocs Ha TPYJHOM BCKapMIIMBAHHUH, IPU €r0 MPUMEHEHUN
MaTepbl0 B TEPANIEBTUYECKUX J103aX, TEM HE MEHEE, HENb3sI UCKIII0YaTh PUCK PA3BUTHS TUAPEH,
rpUOKOBBIX HH(MEKIUN CITM3UCTHIX 000JI0UEK U PEeaKI[Uil TUIIEPUYBCTBUTEILHOCTH Y PEOCHKA.
HeobOxonuMo mpekpaTtuth rpyiHOE BCKapMJIMBAaHUE WU MPEKPATUTh/BO3AEPKATHCA OT Teparuu
neTpuakCoHOM, TpPHHUMAsT BO BHUMAHHE MPEUMYIIECTBA TPYAHOTO BCKAPMIIUBAHUS TSt
pebeHKa U Moyb3y TEepanuu Ui MaTepH.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeIACTBAMH H pPadoTaTh €
MeXaHU3MaMH

Her nanHbIX, CBUIETENBCTBYIONINX O BIMSHUU MIpeNapaTa Ha BOKJIEHUE TPAHCIIOPTHBIX CPENICTB
¥ paboTy ¢ MalIMHaMM M MexaHu3MaMmu. OZHaKo BO BpeMs Tepanuu npenaparom Lledrpuakcon
Kabu cnenyer coOmonaTh OCTOPOXHOCTH NPH YHPABICHUU TPAHCIOPTHBIMU CPEICTBAMHU U
paboTe ¢ MEXaHU3MaMHU B CBSI3U C BO3MOXKHOCTBIO BO3HUKHOBEHHS TOJIOBOKPYKEHHS U JPYTUX
HE)KeJaTeJIbHbIX PeakKlMid, KOTOpble MOTYT BJIUATh Ha CIIOCOOHOCTH YHPABIATh TPAHCIOPTHBIMU
CpeICTBAaMHU M MEXaHU3MaMHU.
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4.8. HexkennaTeibHbIe peakunuu

Pesrome mpoduist 6e3onacHoCTH

HaunbGosiee yacThiMM HEXENAaTEIbHBIMU PEAKIMAIMH, 3apEeTrUCTPUPOBAHHBIMU Ha (OHE Tepanuu
1eTpUakCOHOM B KIMHHUYECKHUX HCCICIOBAHUSAX, SBISIOTCS DO3WHODUIUSA, JICHKONEHUS,
TPOMOOIIUTONIEHUS, AUAPES, ChIITb U TIOBBIIIEHUE aKTHBHOCTH MEYCHOYHBIX ()EPMEHTOB.

JIyist oncaHus 4aCTOTHI HeXKENIaTeIbHBIX PEaKIIUi UCTIOIBh3yeTCs CIeIyIomas KitacCuDUKaIms:
Ouenp wuacteie (=1/10), wacteie (=1/100 m <I1/10), mewacteie (=1/1000 u <1/100),
penkue (>1/10000 u <1/1000), ouens peaxue (< 1/10000), yacToTa HEU3BeCTHA (HE MOKET OBITH
YCTaHOBJICHA HA OCHOBAaHWY UMEIOIINXCS TAHHBIX).

HexenarenbHple peakiMyd CrpynIUpOBaHbl B COOTBETCTBHHM C KJIAcCaMH CHCTEM OpraHOB
MEUITMHCKOTO CIIOBAps I HOPMaTUBHO-TIPaBOBOM JesarenbHocTd MedDRA.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIINM

CucTeMHO-OpPraHHbIN

YacrTora HexenareabHbIe peakuu
KJ1ace

WNndexunn v nHBazuu HEYacTo MHUKO3BI TIOJIOBBIX OPTraHOB

peako IICEBIOMEMOPAHO3HBII KOJIUT
Hapymenust co  CTOpOHBI | 4acTo 703UHODUITHUS, IEHKOIICHUSI, TPOMOOIIUTOIICHHS
KpOBH ¥  JUM(aTHIECKOM

HEYacTo IpaHyJIOLIUTONIEHUS, aHEMUS, KOaryJIonaTHs
CUCTEMBbI
Hapymenust co  cTOpoHBI

HEYacTo roJIOBHAs 0OJIb, TOJIOBOKPYKECHHE

HepBHOﬁ CHUCTCMbI

Hapymienuss co  CTOpPOHBI | 4acToTa
by P curapom Koynwuca (cMm. pasaen 4.4)
cepaia HEU3BECTHA

Hapymenust co  cTOpoHBI

JBIXATEeILHOM CUCTEMBEI,
. penko OpoHxocmasm
OpPraHOB TPYIHOU KIETKH H
CPENOCTEHUs
XKenynouHo-kuieyHbie 4acTo nuapes, Heo(pOpPMIIEHHBIH CTYI
HapYIICHHS HEYacTo TOIITHOTA, PBOTA
Hapymenust co  CTOPOHBI MTOBBIIIICHHE AKTUBHOCTH MIEYCHOTHBIX
MEYECHU U KEITYEBBIBOASAIINX dbepMeHTOB (acmapraramuHOTpaHCchepasbl
nyTen Hacto (ACT), ananunamuHotpancdepassl (AJIT),
ienouHoi gocdarassr (ILD))
Hapymenust co  CTOpOHBHI | 4acTo CBITIb
KOXH U MOJKOKHBIX TKAHEH | HedacTo 3y
penKo KpanmuBHUIIA
Hapymenust co  cTOpoHBI
MOYEeK ¢ MOYEBBIBOSIIUX | PEIKO reMaTypusl, TIIOKO3ypus
yTen
Oo6mue HapYIICHUS | o uncto ¢bnebut, peakuud B MeCTE€  BBEICHUS,
peaKIy B MECTE BBEICHUS MOBBIIIICHUE TEMITEPATYPHI Tella
peako OTEKH, 03HOO
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CucreMHO-OpraHHbIi
Yacrora HekenraTe1bHBIE peaKINH
KJ1acC
JIaGopatopHsble 51 YBEIIMYCHUE KOHIEHTpAllMh KpeaTMHWHA B
HEYacTo
MHCTPYMEHTAJIbHBIC JaHHBIE KpOBH

ITocTperucTpallmioHHOE Ha6JIIO,IICHI/Ie

Hwxe onucanbl HeXxXenaTelbHbIC PEAKIIUU, HAOIIOIABIIUECS PU MPUMEHEHUH 1epTpruakcoHa B
MOCTPETUCTPAIIMOHHOM Tepuojie. OnpenesieHne 4acToT HAOMIOJaBIIMXCSl PEaKIUi, a TaKXKe HX
CBSI3M C IPUMEHEHHEM IeTpUaKCOHa, HE BCETJa BO3MOXKHO, TaK KaK HEBO3MOXHO YCTaHOBUTH
TOYHBIA pa3Mep MOMYJIALNH ITALIUEHTOB.

Kenyoouno-kuweunvle napyuienus . TaHKPEaTUT, CTOMATHUT, TJIOCCUT.

Hapywenus co cmoponbl Kposu u iumgamuyeckol cucmemyl. yBeIMueHe TPOMOOIIIACTUHOBOTO
U TPOTPOMOMHOBOTO BPEMEHH, TreMOIUTHYecKas aHemusa. OmnHcaHbl OTHCNIBHBIC CIIydau
arpanysonurosa (<500 KIeTOK/MKII), mpu4eM OOJBIIMHCTBO U3 HUX pa3BUBAIKCH nocie 10 nHei
JICUYEHUs U IPUMEHEHUs KyMyJIsTUBHON 10361 20 T 1 6oJee.

Hapywenus co CMOPOHDL UMMYHHOU cucmemvl: aHa(pUIAKTUYECKUN HIOK,
TUIIEPYYBCTBUTEIBHOCTD, peakuus Spuma-I epkcreimepa.

Hapywenusa co cmoponvl Kodcu U NOOKOJCHLIX mMKaHel: OCTPhIA TeHepalu30BaHHBIN
9K3aHTEMATO3HBIN IyCTYyJe3, OTAENbHbIE CIy4Yal TSDKEIbIX NOOOUYHBIX pPeaklUuil (3KCCyaaTUBHAs
MyJabTH(OpPMHas s3purema, cuHIpoM CruBeHca-/[)KOHCOHA, TOKCHYECKHH »NuepMalibHbINA
Hekponu3 (cunapom Jlaiienna)), JiekapcTBEHHAs peakuus C S03MHOPUINEH M CUCTEMHBIMU
cumntomamu (DRESS).

Hapywenus co cmopoHbl HepsHOll cucmembl. CyI0pOTH, SHIE(PAIONaTHSI.

[Tpn mpumeHeHnn 1eaIOCTIOPUHOB, BKIIOYas Ie(PTPHAKCOH, OCOOCHHO B BBICOKHX 033X, Y
NAlUMEHTOB C IOYEYHOM HEIOCTATOYHOCTbIO W JIOMOJHUTEIbHBIMU IIpepacroiaralouiuMu
dakTopamMH, TaKMMM Kak MOXKWJIOM BO3pacT M CYLIECTBYIOIIME 3a00J€BaHUS IIEHTPaJbHON
HEPBHOM CHUCTEMBI, OTMEYAIHCh CIIlydyau 00paTUMOil SHIe(anonaTHH.

Hapywenus co cmoponul opeana ciyxa u 1abupunma: BEpTHIO.

Hngpexyuu u unasuu: cynepuHpeKkImu.

Hzeecmubr  maxowce cnedylowue HedxceramenvHvle peakyuu: oOpa30BaHHE MPELUNNUTATOB
KaJIbIIUEBBIX COJe He(TPUAKCOHA B JKEIUYHOM Iy3bIpE€ C COOTBETCTBYIOIIEH CUMITOMATHUKOM,
OmMpyOMHOBAs SHIIEPATONATHS, OJIMTYPHS, a TAK)Ke aHA(DUITAKTUUECKUE U aHA(PUITAKTOUIHBIC
peakuuu.

Jlnis OLIeHKHU B3aMMOJAEHCTBHS e(TPUAKCOHA U KalbliMs ObUIO MPOBEIEHO JIBAa MCCIEI0BaHUS B
yCIIoBHsAX IN Vitro (0OHO ¢ HMCIOJIB30BaHHEM IUIA3MbI B3POCIBIX U IPYroe ¢ HCIOIb30BAaHUEM
IJ1a3Mbl HOBOPOYXK/IEHHBIX, OJYYEHHOM 13 MyTIOBUHHOI KPOBH).

LlepTpuakcon ¢ KkoHueHTpauusMu Jo0 1 MM (KOTOpble MpPEBBINIAIOT KOHILIEHTPAIUH,
JIOCTHUTAIOIIMECs] B YCIOBHSX IN VIVO mocie BBeaeHust 2 T 1edTpuakcoHa B BHIE HHPY3UU
B TeueHue 30 MUHYT) HCIOJB30BATH B KOMOMHAIIMK C KAJIBIIMEM B KOHIIEHTpamusax a0 12 mM
(48 mr/mn). BoccTanosienue e TpuakCcoHa U3 MIa3Mbl CHIDKAIOCH IPU KOHIIEHTPAITUSAX KaTbI[HsI
>6 MM (24 mr/nn) B mia3me B3pocibiX Wi >4 MM (16 mr/mn) B miaa3Me HOBOPOXACHHBIX. JTO
MOJKET OTpakaTh MPELUNUTALIUIO e TPUAKCOH-KaIbIUI.

Omnwucanbl oTAETbHBIE (haTalbHBIE CIydad 0O0pa30BaHMs MPELUIUTATOB B JIETKUX M MOYKaX IO
pe3yJbTaTaM HCCIEeIOBaHUA ayTOINCHHW Yy HOBOPOXIEHHBIX, MONYYaBIIUX LEeQTPUAKCOH U
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BEHO3HBIH 1OCTYI, 1 00pa30BaHKE MPELUITUTATOB HAOII01a7I0Ch HEMOCPEACTBEHHO B CHCTEME /ISt
BHYTPHBEHHOTO BBEICHHUA. Takke OMUCAaH, KaK MUHHUMYM, OJUH CIIydyail CO CMepTEIbHBIM
MCXOJIOM TIPH Pa3IMYHBIX BEHO3HBIX JOCTYIaX U B PA3IMYHOE BpeMs BBEACHUS LEe(TPUAKCOHA U
KaJbIUHACOIepKAIUX pacTBOPOB. [Ipr 3TOM 10 pe3ynbTaTaM HCCIEI0BAHUS ayTOIICHH Y TAHHOTO
HOBOPOKJICHHOIO MPEUIUTATHI He ObLTH 00Hapy>KeHbl. [Iog00HbIe ciTyuan HaOII01aIUCh TOIBKO
y HOBOPOXIEHHBIX (cM. pasnen 4.4).

3aperucTpupoBaHbl Ciiydan 0Opa3oBaHUS MPEUUIUTATOB IePTpUAKCOHA B MOYEBBIBOISIINX
NyTsX, TJaBHBIM 00pa3zoM, y AeTel, MmojydaBIIuX JuUO0 Ooiblline CYyTOYHBbIE J103bI Mpenapara
(>80 mr/kr B cyTKH), THOO KyMyJIATUBHBIC /10361 O0Jiee 10 T, a Tak)Ke UMEBIIUX JOMOJHUTEIbHbBIC
(axTopsl pucka (00e3BOKMBAHKE, MTOCTEIBHBIN pexxuM). OOpa3oBaHKe NPEIUIUTATOB B MOYKAX
MOXET TPOTEeKaTh OECCHUMIITOMHO WJIM TPOSABIATHCS KIMHUYECKH, MOXXET MPHBOIAUTH K
OOCTPYKIIMM MOYETOYHUKOB M TMOCTPEHAJIBbHON OCTPOM IMOYEUHOM HEJAOCTATOYHOCTH. J(aHHOE
HE)KellaTeJIbHOE SIBJICHHE HOCUT 0OpaTHUMBIN XapaKTep U UCYe3aeT Mocie MPeKpalieH s Tepanuu
e TpUakCOHOM.

Obwue paccmpoticmea u Hapyuienus 6 Mmecme 66e0eHus: B PEIKUX chydasx (iaedbut mocie
BHYTPUBEHHOTO BBe/ieHUs. Ero Mo)KHO n30eXaTh, BBOIS Mpenapar MeAJCHHO B TEYEHHE 5 MUHYT,
NPEMOYTUTEIFHO B KPYITHYIO BEHY.

BryTpuMmbllieuHas UHbEKIUS Oe3 npumeHenust Iu0OKauna 00Je3HEHHa.

COO6H.I€HI/IC O ITOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxno coo01math 0 mo/103peBaeMbIX HEXKeNaTeIbHBIX PEAKIUIX TOCIE PETUCTPALIMU IIperapara ¢
LeNbl0 O0ecleyeHus HENPEPHIBHOIO MOHUTOPUHIA COOTHOLUEHUS «I0JIb3a — PUCK»
JIEKApCTBEHHOTO Tpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIMIaTh O JIHOOBIX
[I0JI03PEBAEMBIX HEXKENIATEIbHBIX PEAKLMSIX JIEKAPCTBEHHOr'O Ipenapara 4epe3 HallMOHaJIbHbIE
CUCTEMBl COOOILEHUS O HEXKEJIaTeJIbHbIX pPEAaKLUsAX TroCyAapcTB — 4iIeHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickasa ®edepayus

®denepanpHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «HTepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

ﬂe{l}T[}I/IaKCOH

[Ipu mnepeno3upoBKe TeMOAMANN3 W MEPUTOHEAIbHBIM JMAIN3 HE CHU3AT KOHIEHTpAlUU
npenapara. B ciaydae nepeno3upoBKH PEKOMEHYETCsl CHMITOMAaTHYECKOE JICUECHUE.

JInmokanHa

Cumnmombi
[Tpu nepeno3upoBKe JHIOKaMHA TOKCHMYECKHE peaklMH HaOJII0JaroTcsl TVIaBHBIM 00pa3oM co
cTOpoHBI LIeHTpasibHOI HepBHOU cuctembl (LIHC) u cepneuno-cocyaucroit cucremsl. [1pu sTom
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HapacTaer.
[Tpu HETIpeTHAMEPEHHOM BBEICHUU TIPETapara B COCYyIUCTOE PYCIIO YKa3aHHBIE JaJiee CUMIITOMBI
BO3HUKAIOT HEMEJUIEHHO (T.€. uepe3 | — 3 MUHYTHI), a IPU NIEPELO3UPOBKE — C 3aAEPKKOM B 20 —
30 MUHYT.

K panHuMM cuMnTOMaM Nepemo3UpOBKH OTHOCSTCS: 3€BOTA, MapecTe3nd (B MEPBYIO OYepelb
BOKpPYI' pPTa), COHJIMBOCTb, BO30Yy’XK/J€HHE, TOJOBOKPYXXCHHE, IIyM B YIIaX, THIIEPAKy3us,
HapylLIeHUE 3pEHUs, TU3apTPHS U aTaKCHS, a TAKKE TOLTHOTA U PBOTA.

[Ipy MHTOKCHKALMK CpPEeTHEW CTENEHH TSHKECTH MOTYT NPHCOCIMHSATHCS MBIIICYHBIE CYI0POTH
WIA MBIIIEYHbIE CMa3Mbl, NPEIIICCTBYIONIME TI'eHepaIn30BaHHBIM cyjaoporam. llpum
OTIpENICICHHBIX OOCTOATENbCTBAX 3a 3TUM MOXKET CJe0oBaTh INOTEPS CO3HAHUS, YTHETCHUE
JIBIXaHUS U KOMa.

B TspkenbIX ciaydasx BO3HUKAIOT TAaKXKe PEAKIUH CO CTOPOHBI CEpAECYHO-COCYIUCTON CHUCTEMBI
(4arie BCero TOJIBKO IOCIIE TOSBJICHUS CHMITOMOB CO CTOPOHBI IEHTPAJIbHOW HEPBHOM CHCTEMBI)
B BHJIC [14/ICHUSI apTEPUAIBHOTO JaBJICHHS, OpaauKapIui U apUTMHMA.

B cny4yae o4eHb TSKEIOHW HMHTOKCHKAIIMM MOXKET HACTYNUTh IOJHAs aTPUOBEHTPUKYJSPHAs
0J0Kajia ¥ OCTaHOBKA Cep/La.

Jleuenue

[Tpu nosiBIIeHNU MPU3HAKOB OCTPOI CUCTEMHOW TOKCUYHOCTHU CIEAYyeT HEMEAJIEHHO MPEeKPATUTh
BBeleHHEe mpemapara. Crnemuduyeckoro aHTtujaora HeT. JledeHWe mNepeno3upOBKH  —
CUMIITOMaTu4eckoe. B ciyuae ocTaHOBKH cepilia CiieyeT HeMEIJECHHO HAaYMHATh CEPIACYHO —
JIETOYHYIO PEaHUMAIlMIO, B TOM YHCJI€ KYTMPOBAaHUE alli103a.

5. PAPMAKOJIOTUYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

dapMakoTepareBTUYECKass TPYIIA: aHTHOAKTEpUAIbHBIC CpPEACTBA CHCTEMHOTO JCHCTBUS;
JIpyrHe OeTa-TaKTaMHbIe aHTHOAKTEpUATbHBIC CPECTBA; Me(PaTOCTIOPHHBI TPETHETO TTOKOJICHUS
Kon ATX: J0O1DDO04

Mexauusm nerictBus U papMakoarnHaMudecKne YD PexTol

Ledrpuakcon — mapeHTepanbHblii 1edarocnopuHoBbli  anTHOWOTHK |lI  mokonenus.
baktepunuanas akTUBHOCTh lLiepTprakcoHa OO0yCIOBI€HA MOJABICHHEM CHHTE3a KJIETOYHOM
creHkd. In Vvitro tedrpuakcon o6namaeT UIMPOKMM CHEKTPOM JEHCTBUS B OTHOIICHUH
TPaMOTPULIATENBHBIX U TPAMIIONOKHUTENBFHBIX MHKPOOPraHu3MoB. OH BBICOKOYCTOWYUB K
OOoNBIIMHCTBY [-MakTaMas (Kak MEeHUIWUIMHA3, Tak W IedallocroprHas), BhIpabaThIBAEMBbIX
TPaMITIOJIOKUTEFHBIMUA U TPAMOTPHUIIATEIbHBIMHA OaKTEPHUSIMHU.

[{edTprakcoH OOBIYHO AKTUBEH B OTHOIICHUH CIICAYIOIINX MHKPOOPTAaHH3MOB.

I'pamnonodxcumenvhvie aspodwi

Staphylococcus ~ aureus  (METHIWJUIMHOYYBCTBUTEJBHBIN),  KOaryjaa3o0-OTpUIATEIbHbIE
crapmiokokku, Streptococcus pyogenes (B-remonmrmueckuid, Tpymnmel A), Streptococcus
agalactiae (B-remonutudeckuii, rpymnisl B), f-reMoauTHYeCKUE CTPENTOKOKKH (TPYIIbI HA A, HH
B), Streptococcus viridans, Streptococcus pneumoniae.
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B ToM uucie K neprpuakcony. Kak mpasuio, Enterococcus faecalis, Enterococcus faecium u
Listeria monocytogenes Takxe yCTOWYHUBBI.

I'pamompuyamenvHuvle aspodvl

Acinetobacter Iwoffii, Acinetobacter anitratus (rmaBueiM oGpaszom, A. baumannii)*, Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankanurenomnono0Hbie 6akrepuu, Borrelia
burgdorferi, Capnocytophaga spp., Citrobacter diversus (8 tom umcie C.amalonaticus),
Citrobacter freundii*, Escherichia coli, Enterobacter aerogenes*, Enterobacter cloacae*,
Enterobacter spp. (mpouwme)*, Haemophilus ducreyi, Haemophilus influenzae, Haemophilus
parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella catarrhalis
(panee nassiBaBmasics Branhamella catarrhalis), Moraxella osloensis, Moraxella spp. (mpoure),
Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitides, Pasteurella multocida,
Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri*, Proteus vulgaris*, Pseudomonas
fluorescens*, Pseudomonas spp. (mpouwre), Providencia rettgeri*, Providencia spp. (mpouue)*,
Salmonella typhi, Salmonella spp. (umerudowmmusie), Serratia marcescens*, Serratia spp.
(mpouwme)*, Shigella spp., Vibrio spp., Yersinia enterocolitica, Yersinia spp. (mpouwue).
>l<HCI(OTOpre HN30JIAThI OTUX BUIO0B YCTOﬁHHBBI K I_IGCI)TpI/IaKCOHy, T'JIaBHBIM o6pa30M, BCJIICOCTBUC
06pa30BaHI/I$I B-J’IaKTaMaS, KOOAUPYEMBIX XpOMOCOMAMHU.

>l<>l<HCI(OTO]C)bIe HN30JIAThI 3THUX BHIOB YCTOﬁqHBBI BCJICACTBUEC 06p8.30BaHI/I}I oejoro psaa
IJIa3MHUJ0-0IIOCPCAOBAHHBIX B-J’IaKTaMaS.

HpI/IMe‘-IaHI/IG. Mmuorue mramMmbl BBINICYKA3aHHBIX MHUKPOOPraHU3MOB, IOJHUPC3UCTCHTHBIC K
Apyrum aHTI/I6I/IOTI/IKaM, TaKUM KaK AMHUHOIICHUITNJIJINHBI u YPECUAOINICHUIIUIIIINHEI,
ue(banocnopHHm IEPBOro M BTOPOro IIOKOJICHHUA W AMHHOITIMKO3W/bI, 4YYBCTBHUTCJIBbHBI K
nedrpuakcony. Treponema pallidum uyscTBuTenbHA K IIETPHAKCOHY IN VItr0 U B 9KCIIEPUMEHTAX
Ha KUBOTHBIX. KIIMHUYECKHE UCHBITaHUS IIOKAa3bIBAKOT, 4YTO I_Ie(l)TpI/IaKCOH 06J1az[aeT XOpOIJ.ICfI
B(I)Q)CKTHBHOCTLIO B OTHOUICHUH NICPBUYHOI'O U BTOPHUYIHOT'O CH(bHHHC&. 3a odueHb HEOOJBITNMA
HCKIIIOYCHUAMH, KIMHUYCCKUC U30IATHI P.aeruginosa yCTOﬁQHBBI K I_Ie(i)TpI/IaKCOHy.

Anaspodul

Bacteroides spp. (;kemueuysctButensHbie)*, Clostridium spp. (kpome C. difficile), Fusobacterium
nucleatum, Fusobacterium spp. (mpoume), Gaffkya anaerobica (panee Ha3bIBaBIIAsICS
Peptococcus), Peptostreptococcus spp.

*HexoTopble U30JIAThI 3TUX BUJIOB YCTOMUYUBHI K IIETPUAKCOHY M3-3a 00pa3oBaHus -IaKramas.
[Mpumeuyanne. MHorHe mTamMMbl [3-1akTama3ooOpasyronux Bacteroides spp. (B wactHocTH, B.
fragilis) ycroituussr. Ycroiuus u Clostridium difficile.

UyBCTBUTENBHOCTH K HEDTPHUAKCOHY MOXKHO OMPEAENATh TUCKO-AU(PPY3HOHHBIM METOIOM MU
METOJIOM CEpPHUMHBIX pa3BEACHMI Ha arape Wi OyJIbOHE, UCIONB3YysS CTaHAAPTHYIO METOIUKY,
MOJOOHYIO TOH, KOTOPYIO peKOMeHayeT MHCTUTYT KIMHHUYECKUX U JabOpaTOPHBIX CTaHAAPTOB
(UKJIC). HUKIJIC ycTaHOBUN CIEAYIONIME KPUTEPUU OIEHKA pPe3yJdbTaTOB MPOOBI JUIs
e TpraKcoHa:
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yegpmpuaxcona)
JlnameTp 30HbI 33JJEPKKU POCTa, MM >21 20-14 <13

Jlns onpeniesieHust CieayeT OpaTh AUCKU C IeTPHUAKCOHOM, TaK Kak B MCCIIEAOBaHUAX IN Vitro
MOKa3aHO, YTO UEe(TPHUAKCOH aKTUBEH B OTHOLICHUH OTAEIBHBIX IITAMMOB, KOTOpbIE
00HapYKUBAIOT YCTOWYUBOCTD IIPH UCTIOIH30BAHUH AUCKOB, IPETHA3HAYCHHBIX JIJISI BCCH TPYIIITHI
11e(haIoCIOPHUHOB.

Bwmecro crangapros UKJIC s onpeneneHuss 4yBCTBUTEIBHOCTH MHUKPOOPTaHU3MOB MOXHO
UCIIONIb30BaTh M JIPYTHE XOPOIIO CTAaHJApTHU30BAHHBIE HOPMATHBBHI, Hampumep, Hemerkoro
uHctutyTa cragmaptuzanuu  DIN  (Deutsches Institut fur Norming) u MexayHapoaHbBIC
pexomennanuu  ICS  (International Collaborative Study), mno3Bonsomue anekBaTHO
UHTEPIPETUPOBATH COCTOSIHUE YYBCTBUTEIHLHOCTH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

MakcumanbHasi KOHIIEHTpaIMA B TUIa3Me TOCie OAHOKPATHOTO BHYTPUMBIIIIEUHOTO BBEACHUS | T
mperapara COCTaBJseT OKoJIO 81 MI/i M JocTUTaeTcs B Ipenenax 2-3 YacoB IMOCIE BBEICHUS.
[lnomanu moA KpPHUBOM «KOHIIGHTpAlMS B TIUIa3ME - BpeMs» TOCIe€ BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOT'O BBEICHUS OJMHAKOBBI. JTO O3HAYaeT, YTO OMOIOCTYMHOCTh IedTpUaKCOHA
110CJI€ BHYTPUMBIIIEUHOTO BBeieHus cocrasiisgeT 100 %.

[Tocne BHyTpuBeHHOro OomtocHoro BBenaeHus 500 mr um 1000 mr uedrtpuakcoHa cpemHss
MaKCHMasbHas KOHIIEHTpAlKs B Tu1a3mMe kpoBu coctaBuia 120 mr/a u 200 Mr/i, COOTBETCTBEHHO.
[Tocne BHyTpuBeHHo# uHby3uu 500 mr, 1 r u 2 r nedrpruakcoHa KOHIIEHTpAIHs Mpenapara B
miasMe KpoBu coctaBuia npubnusurensHo 80, 150 u 250 wmr/a, coorBercTBeHHO. Ilocme
BHYTPHUMBIIIEYHON MHBEKIIUU 3HAYCHUE CPEHEH MaKCUMaJIbHOW KOHIIEHTpAIluu e TpruaKkcoHa
B IUJJa3M€ KpOBM TMPUMEPHO B JBa pa3za HWKE, YE€M IIOCJII€ BHYTPHBEHHOTO BBEICHUS
SKBUBAJICHTHOM J03bI ITpenapara.

Pacnpenenenne

O06nem pacnpenenenus nedrpuakcona paBusercs 7-12 n. Ilocne BHYTPUBEHHOTO MPUMEHEHUS
e()TPHAKCOH OBICTPO TPOHHWKACT B HWHTEPCTUIIHAIBHYIO JKHUIKOCTh, TAe¢ OaKTepUIUIHBIC
KOHIICHTPAIIUU B OTHOIICHUH YyBCTBUTEIILHBIX MUKPOOPTAHU3MOB COXPAHSIOTCS B TeueHUe 24
yacoB. [locne BBeaeHust B no3¢ 1-2 r neTpuakcoH XOpOIIO MPOHUKAET B TKAHH M KHUJIKOCTU
opranmu3Mma. B Teuenue 6omnee 24 4acoB ero KOHIIEHTPAIMU HAMHOTO MPEBBIIIAIOT MUHUMAIBHBIE
MOJIaBIISIONINE KOHIIEHTPAlMU JJisi OOJNBIMMHCTBA BO30ynuTenei mHbekuuid 6onee yem B 60
TKaHSX U )KUJKOCTSIX (B TOM YHCIE B JIETKUX, CEPIIE, )KEMUHBIX MyTAX, IEYCHH, CPEAHEM YXE U
CIIM3UCTON HOCA, KOCTSX, @ TAKKE CIUHHOMO3TOBOM, TIJIEBPATbHOW U CHHOBUAJILHOW KUIKOCTSIX
U CEKpeTe MPEICTaTeIILHOM JKEeIe3bl).

Crpanuna 15 u3 20



025 Nz 743
TENEHOCTE 0008)

oT 16.0

(MOCNEODBA

Cas3bIBaHuE ¢ OeKaMu

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ileprpuakcon oOpaTtuMo cCBsi3bIBaeTCs ¢ anbOyMHHOM. CTENeHb CBS3BIBAHUS COCTABIISET
npuMepHo 95 % npu 3HAYEHUSX KOHIIEHTpauuu nedrprakcoHa B miasme kposu MeHee 100 mr/i.
Jlonst cBsi3aHHOTO € OENKOM IUIa3Mbl KPOBU LE(PTPUAKCOHA YMEHBIIAETCS C POCTOM €ro
KOHIIGHTPALlMH, TaK KaK CBSA3bIBAHME HACHIIAEMO M COCTABISET OKOJIO 85 % mpu 3HAUCHHSIX
KoH1eHTpauuu 300 mr/m.

Ilponuxnosenue 6 omoenbHvle MKaAHU

[ledTprakCOH MPOHHMKAET YEpPe3 MO3TOBbIE OOOJIOYKH, B HAMOONBINEH CTENCHW TPU HX
BociasieHuu. CpenHss MakcHMaiabHas KOHIICHTpaIus IeTpUakcoHa B CIIMHHOMO3TOBOM
KUAKOCTU JTOCTUraeT 25 % OT KOHIIEHTpaluH IeQTprUakcoHa B IUIa3Me KPOBH Yy MAIIMEHTOB C
OaxkTepuaIbHbIM MEHHUHTUTOM, U TOJBKO 2 % OT KOHILIEHTPALMU B IJIa3Me KPOBHU Y MallUEHTOB C
HEBOCMAJICHHBIMH MO3TOBBIMU 000JI0YKaMu. MakcuMalibHasi KOHIICHTpanusi 1nedTpuakcoHa B
CIIMHHOMO3T'OBOH JKUJIKOCTH JJOCTHTaeTCs Yepe3 4-6 4acoB MOCIie BHYTPUBEHHOTO BBEIICHUSI.
[ledTprakcoH MPOXOAUT Uepe3 IareHTapHbiid Oapbep. LledTpruakcoH B MallbIX KOHIICHTPAIHSIX
BBIJICTISICTCS C TPYTHBIM MOJIOKOM (3-4% OT KOHIIEHTPAIMH B TUIa3ME KPOBH Y MaTepu uepe3 4-6
4acoB).

BI/IOTDaHCd)ODMaHI/IH

LledTpuakcon He MOABEpPraerTcsi CUCTEMHOMY METa0OIM3My, a MpPEBpallacTCs B HEAKTUBHBIC
METa0OIHUTHI MOJT ACHCTBUEM KHIIEYHOU MUKPO(IOPHI.

OIMMUHALKSA

OO0muii mna3MeHHbI kinupeHce nedrpuakcona cocrapisieT 10-22 mu/muH. [lodyeunslii KIupeHc
paBusiercs 5-12 mu/mun. 50-60 % nedrprakcoHa BEIBOAUTCS B HEU3MEHHOM BHUJIE TIOYKaMH, a 40-
50 % - B HeM3MEHHOM BHJIe KHIIeYHUKOM. [lepros momyBeiBeIeHUS IETPUAKCOHA COCTABIISIET y
B3POCJIBIX OKOJIO 8 4acoB.

JIn"elHoCTh (HEIUHEHHOCTS)

®dapMakoKMHETHKa IeQTpHaKCOHa HOCHT HENWHEWHBIM  XapakTtep. Bce  OCHOBHBIE
(dhapMaKOKMHETHYECKHE MapaMeTphl, OCHOBaHHBIE Ha OOIIMX KOHIICHTpALMSIX TMpernapara, 3a
WCKIIFOYCHHEM TIEPHOJia TIONYBBIBEICHUS, 3aBHUCSIT OT JI03bI W BO3pPACTAlOT MEHEe 4YeM
MPOTOPIIMOHAIIBHO €€ yBeIu4eHuto. HemumHeWHOCTh XapakTepHa st (papMaKOKMHETUYECKHX
napamMeTpoB, 3aBUCAIINX OT OOIIEH KOHIEHTpAHH 1edTpHaKCOHa B IJIa3Me€ KPOBH (HE TOJIBKO
CcBOOOAHOTO He(TpUakcoHa), U OOBSCHSAETCS HACBHIIIEHUEM CBA3BIBAHUS Tperapara ¢ Oelkamu
J1a3Mbl KPOBH.

[ToyeyHas WM ICYSHOTHAS HEAOCTATOYHOCTH

VY manueHToB ¢ HapyleHueM (GYHKINHU TOYeK WM TIEUYEHH JIETKOM WM CpeTHEeH CTeNeHH TSHKEeCTH
(bapMakoKuHeTHKa Le(TPUAKCOHA U3MEHSETCS HE3HAUUTENbHO. Jake y MalueHTOB ¢ TsHKeIon
[IOYEYHOW HEIOCTaTOYHOCTHIO OTMEYaeTcs JIMIIb HEOOJbIIOE YBEIMYEHHE IEepHOAa
NOJTyBbIBE/IeHUS (MEHee 4eM B 2 pasa).

He3nauntenbHoe yBenWyeHHE TMEpUOJia TOJYBbIBEIEHHUS IepTpHakcoHa TpU MOYSUHOU
HEJ0CTATOYHOCTU MOXKET OOBSICHATHCS KOMIIEHCATOPHBIM MOBBIIIIEHUEM HEIIOYEYHOro KIMpEHca
B pe3yJIbTaTe CHUYKEHUS CTETIEHU CBS3bIBaHUS C O€IKaMU I1a3Mbl KPOBH.
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CBS3M C KOMIICHCATOPHBIM TIOBBIIICHHEM IOYEYHOTO KIUpeHca. [IpuumHOM TakKe CIyKUT
yBEJIMYEHUE KOHIICHTPALUMU CBOOOMHOro Ie(TpHakcoHa B IjIa3Me KPOBH, YTO CHOCOOCTBYET
napaJoKCaIbHOMY TMOBBIIICHUIO 00IEro KiupeHca npenaparta. Hapsay ¢ moBblmeHHeM 001ero
KIIMPEHCa TaK)Ke OTMEYAETCs YBEIUYCHUS 00beMa pacpeeICHHs.

ITanmeHThl CTapYECKOro BO3pacTa

VY manueHToB crapiue 75 JeT mepuo NOIyBbIBEICHHS, B CPEAHEM, B JIBA WM TPHU pas3a Ooiiblie,
YCM Yy B3POCIIbIX MALUCHTOB.

C€THu

Y HOBOPOXKIIEHHBIX JETEW MEPHUOJ MOJyBBIBEACHUS LEe()TPUAKCOHA YBEJIWYEH MO CPABHEHHIO C
JPYTUMHU BO3PACTHBIMH Tpymnnamu. B mepBbie 14 nHeill KU3HM KOHLEHTpAIMsl CBOOOJHOTO
1e()TPHAKCOHA B TUIA3ME KPOBH MOXET OBITh JOIMOJHUTEIHHO IMOBBINICHA Oyiarojaps HU3KOH
KITyOOUKOBOH (puimbTpar 1 0COOCHHOCTSIM CBSI3BIBAHMSA TpernapaTa ¢ OeJIKaMu IJIa3Mbl KPOBH.
VY nanmeHToB IETCKOTO BO3pacTa MEpUO] MOITYBBIBEICHHS MEHbBIIE, YEM Y HOBOPOXKICHHBIX H
B3POCIIBIX.

3HayeHue MJIa3MEHHOI0 KJIHMpeHca M o0beMa pacipelesieHus: oouero neTpuakcoHa BhILIE Y
HOBOPOXICHHBIX, TPYAHBIX IeTeH U IeTed Mutajamie 12 et o CpaBHEHHUIO C TAKOBBIM Y B3POCIIBIX.

6. DPAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTD

[edTprakcon papMarneBTHUECKH HECOBMECTUM C aMCAaKPHHOM, BAHKOMUIIMHOM, (IIyKOHA30JI0M
¥ aMHHOTIIMKOo3u1aMu. HeoOxoaumo paszienbHoe BBeleHuE. (CM. paszzaen 4.5).

Henb3s ncnonb3oBaTh pacTBOPHUTENH, COJEpIKAIINE KabLUN, Takue Kak pacTBop Punrepa umm
pacTBop XapTMmaHa, TpH TPHUTOTOBJICHHH pPAacTBOpOB mpemnapara lledprpuakcon Kabwm mis
BHYTPUBEHHOTO BBEJCHHUS W MX IOCIICAYIOIIECTO Pa3BEJCHUS M3-32 BO3MOXHOTO OOpa30BaHUs
MpeunuTaToB (cM. pazaen 4.5).

OO0pa3oBaHre MPEIUIUTATOB KAIBIUEBBIX COJEH Me(@TpHaKCOHa MOXKET MPOUCXOIUTh W IPHU
cmemmuBanuu mnpenapara lledrpuakcon Kabu wu kamprumiicogepkammx pacTBOPOB IMPHU
MCIOJIb30BAaHUU OJJHOTO BEHO3HOTO JocTyna. Henb3s ncmnonb30Bath e TpuakcoH OTHOBPEMEHHO
C KaJbIUiiCOAEp)KAIIMMHU pPACTBOpAMHU JJii BHYTPUBEHHOTO BBEJEHHUS, B TOM 4YHCIE C
JUTUTETFHBIMUA UH(Y3USIMH KaNbIMHCOAEPKAIIUX PACTBOPOB, HAIIPUMED, MPU MapeHTEPATHLHOM
MUTAHUU C UCTIOIB30BaHUEM Y -KOHHEKTOpa (cM. paszensl.2, 4.3, 4.4, 4.5, 4.8).

JlaHHBIA JIEKapCTBEHHBIH IpernapaT He CJIeAyeT CMEIIMBAaTh C JAPYTHMMH JIEKAPCTBEHHBIMU
mperapaTam, 3a UCKIIFOUYESHUEM YITOMSHYTHIX B pazjene 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

HeBckpuIThlil ditakoH

3 rona.
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ITpuroToBIEHHBIH pacTBOP

CrnenyeT UCTONB30BATh TOJIBKO CBEKEMPUTOTOBICHHBIN pacTBOp MpernapaTa.

6.4. OcoOble Mepbl PE0CTOPOKHOCTH NPU XPAHEHUU

XpaHuTh Npu Temneparype He Bbiiie 25°C B 3alIUMIIEHHOM OT CBETa MECTE.
VYcioBus XpaHeHHsI TOCIE BOCCTaHOBIIEHUS/Pa30aBIIeHUs/TIEPBOTO BCKPBITHS JIEKAPCTBEHHOTO
npernapara cM. B pazaene 6.3.

6.5. XapakTep u cofep:kaHue NePBUYHOH YIIAKOBKH

[To 500 Mr akTHBHOTO BEIIECTBA B CTEKJIIHHOM (PJIaKOHE JJISi HHBEKIMA BMECTUMOCTBIO 15 mul,
YKYIIOPEHHOM PE3MHOBOI MPOOKOH 1 aIFOMMHHUEBBIM KOJIAUYKOM C IUIACTUKOBOM KPBIIKOW ISt
KOHTpOJIs mepBoro BCkpelTusA. 1 mimm 10 (aakoHOB BMecTe ¢ MHCTPYKUHUEH 110 NMPUMEHEHUIO
IIOMEIIAIOT B Ia4YKy KAPTOHHYIO.

ITo 1000 Mr aKkTHBHOTO BEIIECTBA B CTCKISHHOM (DJIAKOHE NI MHBEKITUH BMECTUMOCTBIO 15 MmiI,
YKYTIOPEHHOM PE3MHOBOM NMPOOKOHM 1 aJIOMUHHMEBBIM KOJIIAUYKOM C IJIACTUKOBOW KPBIILIKOM 115
KOHTPOJISl mepBoro BCKpeIThs. | mimm 10 (aakoHOB BMeCTe C MHCTPYKIHEH MO MPUMEHEHUIO
MOMEIIAIOT B AYKy KAPTOHHYIO.

[To 2000 Mr aKTHBHOTO BEIIECTBA B CTEKISTHHOM (DJIaKOHE /ISl HHBEKIUI BMECTUMOCTBIO 15 mut,
YKYIOPEHHOM PE3MHOBOI MPOOKOH 1 aIFOMMHUEBBIM KOJIMAUYKOM C IUIACTUKOBOM KPBIIIKOW /ISt
KOHTPOJIS 1epBoro BCkpbiTUA. | mnm 10 ¢rnakoHOB BMecTe ¢ MHCTPYKLUEH MO NPUMEHEHUIO
IIOMEIIAIOT B Ia4YKy KAPTOHHYIO.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTXO0A0B, TMOJYYEHHBIX IOCjd€e NPUMEHEHUs
JIEKAPCTBEHHOTI'0 NMpPenapara u Apyrue MaHUMyJIAUUHU € PenapaToM

BBenenue npenapara

OO1MM TPaBUIIOM JOJKHO OBITh HCIOJIB30BAHNE PACTBOPOB Cpa3y MocCie MPUTOTOBICHUS.

Hna enympumsiweunou unvexyuu 500 mr npenapara Ledtpuakcon Kabu pactBopsitor B 2 Mi, a
1000 mr — B 3,5 M1 1 % pacTBOpa IMAOKanHa U BBOJAT IIyOOKO B JJOCTATOYHO OOJIBIIYIO MBIIIILY
(sromuia). Pexomenmyercs BBoauth He 6osee 1000 Mr B OHY | Ty e MBIIIILY.

PactBop, coneprkaniuii 1Ma0KauH, HeNNb3sl BBOAUTH BHYTPHUBEHHO.

s enympusennoti unvexkyuu pactBopsaroT S00 mr npenapara Ledprpuakcon Kadu B 5 mit, a 1000
Mr — B 10 MJI cTepusIbHOM BOABI U1 MHBEKLMI; BBOJAT BHYTPUBEHHO MEIJIEHHO B TEUEHUE 5
MHHYT, NPEANOUYTUTEIILHO B KDYITHYIO BEHY.

Buympueennasa ungysua nomxsa mtbes He MeHee 30 MUHYT. J[is mpUrOTOBIEHUS pacTBOpa
pa3BomAT 2 T npenapata nedtpruakcoH B 40 M OJHOTO U3 CIEAYIOMUX HH(Y3UOHHBIX PACTBOPOB,
He cojeprkaiux noHoB Kanblus: 0.9% pacTBop HaTpus xyopuaa, 5% pacTBOp AEKCTPO3bl, BOAA
JUIsT UHBEKUUW. PacTBopel mpemapaTa 1eTpHaKCOH Henb3s CMEIIMBATh WU J00aBIATH B
pacTBOPBI, COAEpKAIINE APYTUE MPOTUBOMUKPOOHBIEC TIperapaThl UIN IPYTHe pacTBOPUTENH, 32
HCKIIIOYCHUEM NICPEUYNCIICHHBIX BBIIIC, U3-3a BO3MO>KHOM HECOBMECTHMOCTH.

Henw3st wucmonp3oBaTh [l MPUTOTOBICHHS PACTBOPOB TMpemapara 1e@TpUakCoH s
BHYTPUBEHHOIO BBEICHUS W HX IMOCIEOYIOIIETO pPa3BEeACHUS PACTBOPHUTENH, COJEpIKAIINE
KaJIBIIMI, TaKhe Kak pacTBOp PuHrepa nmm pactBop XapTMmaHa, u3-3a BO3SMOKHOTO 00pa30oBaHUs
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MMpEUUIINTAaTOB.

OO0pa3oBaHue NPEIUNHUTATOB KaJbIIMEBBIX COJEH Le(TPUAKCOHA MOXET IMPOUCXOAUTH MPHU
CMEIICHUH Tpernapara HePTPUAKCOH U KaJbIMUCOAEPKAIIUX PACTBOPOB MPU HCHOIH30BAHUU
OJTHOTO BEHO3HOro JocTyma. Henb3s wucnonb3oBaTh 1EeYTPUAKCOH OJHOBPEMEHHO C
KaJIbLIUICOIEPKAILIMMH PACTBOPAMH JJIs1 BHYTPUBEHHOT'O BBEJIEHUS, B TOM UHUCIIE C JUINTEIbHBIMU
MHQY3UAMH KaJIbLIMHACOIEP)KALIX PAacTBOPOB, HAMpUMeEp, MPHU MapeHTEepPabHOM MUTAHUH C
UCIIOJIb30BaHUEM Y-KOHHEKTOpa. Jljis BceX TIpynn MalHUeHTOB, KpOME HOBOPOXKIECHHBIX,
BO3MOXXHO IIOCJIEJIOBATEIbHOE MPUMEHEHHE Mpernapara HeQTpUakcoH U KalbLIUHCOIepKaliX
pacTBOPOB NpHU TIIATEIHHOM IPOMBIBAHUU HH(PY3MOHHBIX CHUCTEM MEXKAY BIMBaHUSIMU
COBMECTHMOM JKUAKOCTBIO (cM. pasaenst 4.3, 4.4, 4.5).

He nmocrymano cooOmeHuii o0 B3aUMOJCHCTBUU  HePTpPHAKCOHA U  MEPOPATBHBIX
KaJIbIMHACOIEPKAIIUX PENapaToB WM B3aUMOICHCTBUU EPTPHUAKCOHA JUIsI BHYTPUMBIIIIEYHOTO
BBEJCHUS M KaJbLUICOAEpkKAIIUX [penaparoB (Uid BHYTPUBEHHOTO WM IEPOPAIbHOTO
MIPUMEHEHUS ).

Beck ocTaBmmiics HeKapCTBeHHLIﬁ npenapar 1 OTxXoAbl CJICAYCT YHUUTOXUTL B COOTBECTCTBUHU C
YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe60BaHI/I${MI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA

Opesernyc Kaou Joitunann ['M6X, ['epmanus/Fresenius Kabi Deutschland GmbH, Germany
Else-Kroener-Strasse, 1, 61352 Bad Homburg v.d.H., Germany

7.1. IlpeacTaBuTENb A€PsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

IIpereH3un HOTDC6HTCJI€I>1 HAaImpaBJIATH I10 aApECy.

Poccuiickaa ®@eoepayus

000 «®pezenuyc Kadu»

125167, Mockga, JIenuHrpaackuii mpocnekT, oM 37, kopm. 9, 9T.3, [IOM. XXIV, KOM.15
Temn.: +7 (495) 988-45-78

Onekrponnas mouta: drugsafety-ru@fresenius-kabi.com

8. HOMEP PET'HCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOM PET'MCTPAIIMM (ITOJATBEPXJIEHHS PETUCTPAILIUMH,
INEPEPETUCTPAIIN)

[lata nmepBoii peructpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OGmast xapakTepuCTHKa JieKapcTBeHHoro mpemapara Lledrpuakcon Kabu mocrymHa Ha
UH()OPMAIIMOHHOM MopTaiie EBpasuiickoro 3KOHOMHYECKOTO CO03a B HH(POPMAIMOHHO-
KOMMYHHUKAIIMOHHOM cetu «uTepHeT http://eec.eaeunion.org/
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