COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.01.2025 N2 741

NMHCTRYKUUA 1 OCNEOOBATENEHOC TS 0006&)

10 MeAUIMHCKOMY NPUMEHEHHIO JIeKAPCTBEHHOI 0 NMpenapara

HE®TPUAKCOH KABU

PerncrpannonHblii HOMep:

Toprosoe naumenoBanue: Lleprpuakcon Kabu

Me:kayHapogHOe HeMATEHTOBAHHOE UJIH I'PYNNHPOBOYHOE HAMMEHOBaHUeE  1Ie()TPHUAKCOH
(ceftriaxone)

JlekapcTBeHHass ¢opMa: MNOpOLIOK /Il NPUTOTOBIIEHHS PACTBOpA Il BHYTPUBEHHOI'O H

BHYTPHUMBIIICYHOI'O BBCACHUA

Cocras:
1 pnakoH comepxut:
[edTprakcona HaTpHsI TPUCECKBUTHAPAT 596,5 mr 1193 mr 2386 mr

(4TO COOTBETCTBYET LIE(PTPUAKCOHY) 500 mr 1000 mr 2000 mr

Onucanue: MOYTH OCIBIA UITH JKEJITOBATHIN KPUCTAIUTMYECKHUIA TOPOIIIOK

dapmakoTepaneBTHYeCKasi TPyNna: aHTHOAKTEPUALHBIE CPEICTBA CHCTEMHOTO JICHCTBHS,
Ipyrue 6eTa-maKTaMHble aHTHOAKTepUaIbHbIE CPEACTBA; 11e(PaTOCTIOPUHBI TPETHEr0 OKOJIEHUS

Koa ATX: J01DD04

DapMaKoJIOrHyecKue CBOMCTBA

®dapMakoAHHAMHKA

LlepTpuakcon — mapeHTepanbHbI 1edanocriopuHoBbli  aHTHOMOTHK |l moKonmeHwMs.
baktepunuanas akTUBHOCTh LiepTprakcoHa OO0yCIOBI€HA MOJABICHHEM CHHTE3a KJIETOYHOMN
creHku. In Vitro uedrpuakcoH oOnagaeT IIUPOKMM CHEKTPOM JEHCTBUS B OTHOIICHUH
IPaMOTPULIATENIBHBIX W TIPaMIOJIOKHUTEIbHBIX MHUKPOOPraHu3sMoB. OH BBICOKOYCTOWYHMB K
OONBIIMHCTBY [-1akTaMa3 (Kak MEHUIMJUIMHA3, TaKk U IedallocriopuHas), BbIpadaThIBaEMbIX
IPaMIIOJI0KHUTEIBHBIMHA U TPAMOTPUIIATEIIHHBIME OaKTEPUSIMH.

[{edTprakcoH 0OBIYHO aKTUBEH B OTHOILIEHUU CIIETYIOIIUX MUKPOOPTaHU3MOB.



COOTBETCTEBY (CMNEPTHOMY OTUYET
o7 16.01.2025 N2 743
I'pamnonoscumenvhuvie azpoowt (MOCNEOQBATENEHOCTE 000E&)
Staphylococcus aureus (METUITMIUNTMHOYYBCTBUTEIHHBIN ), KOaryJa3o-oTpHIlaTeIbHbIC

cradunokokku, Streptococcus pyogenes (B-remonuthueckuii, rpynmsl  A), Streptococcus
agalactiae (B-remonutnueckuid, rpynmsl B), B-reMoiauTHYECKHE CTPENTOKOKKH (TPYIIIBI HE A,
uu B), Streptococcus viridans, Streptococcus pneumoniae.

Ilpumeuanue. MeTunumimHOYy CTOMYMBBIE Staphylococcus Spp. PE3UCTEHTHBI K
nedamocnopuHam, B ToMm umcie Kk 1nedrpuakcony. Kakx mnpaswio, Enterococcus faecalis,

Enterococcus faecium u Listeria monocytogenes taxxe yCTOHYUBBI.

I'pamompuyamenvnuvie aspoowt

Acinetobacter Iwoffii, Acinetobacter anitratus (rmaBueim o6pazom, A. baumannii)*, Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankanureHomnoa00HbIe OaKTEepHH,
Borrelia burgdorferi, Capnocytophaga spp., Citrobacter diversus (8 Tom uuciie C.amalonaticus),
Citrobacter freundii*, Escherichia coli, Enterobacter aerogenes*, Enterobacter cloacae*,
Enterobacter spp. (mpouume)*, Haemophilus ducreyi, Haemophilus influenzae, Haemophilus
parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella
catarrhalis (panee naswiBaBmasics Branhamella catarrhalis), Moraxella osloensis, Moraxella
spp. (mpoume), Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitides,
Pasteurella multocida, Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri*, Proteus
vulgaris*, Pseudomonas fluorescens*, Pseudomonas spp. (mpouwme), Providencia rettgeri*,
Providencia spp. (mpoume)*, Salmonella typhi, Salmonella spp. (merudouansie), Serratia
marcescens*, Serratia spp. (mpouwme)*, Shigella spp., Vibrio spp., Yersinia enterocolitica,
Yersinia spp. (mpouwue).

*HekoTopble U30JAThl 3TUX BUI0B YCTOMYMBHI K [IETPUAKCOHY, IVIaBHBIM 00pa3oM, BCIIEACTBHE
oOpa3oBaHus B-1akTamas, KOIUPYEMBIX XPOMOCOMaMH.

>l<>kHeI(OTOpI)Ie HN30JIAThI 3THUX BHIOB YCTOﬁqHBBI BCJICOCTBUC 06pa30BaHHe neJjioro psaa
MJI1asMHUJ0-0IIOCPCAOBAHHBIX B-J’IaKTaMaS.

HpI/IMeLIaHI/Ie. Mmuorue mraMmbl BBIIICYKA3aHHBIX MHUKPOOPraHU3MOB, IHOJUPE3UCTCHTHBLIC K
Apyrum aHTI/I6I/IOTI/IKaM, TaKUM KaK AMHUHOIICHUITNTJINHBI n YPEUOOTNICHUIUIIJIINHEL,
LIC(I)aHOCHOpI/IHLI NepBOro M BTOPOro IOKOJCHHUA W aMUHOIIIMKO3UAbI, YYBCTBUTCIIbHBI K
nedrpuakcony. Treponema pallidum wuyBcTBUTENBHA K 1edTpuakcoHy in Vitro um B
SKCIICPUMCHTaX Ha XHBOTHBIX. Knuanueckne ucnbITaHUS IIOKa3bIBAKOT, YTO He(l)TpI/IaKCOH
obnanaer xopoueil 3p¢GeKTUBHOCTHIO B OTHOIIEHUU NEPBUYHOTO M BTOPUYHOTO cudummuca. 3a
OYEHb HEOOIBIINMU HCKIIIOUYCHHUAMH, KIMHHUYCCKHUEC H30JIAThI P. aeruginosa YCTOﬁqHBBI K

e TPUAKCOHY.
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Anaspoou (MOCNEOQBATENEHOCTL 0008)

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

*HeKoTophIe H30JIAThI 3THX BHIOB YCTOMYMBBI K IIe(DTPUAKCOHY H3-3a 00pa3oBaHus B-TaKTamas.
[Mpumeuyanne. MHorue mramMel -rakramasoodpasyrommx Bacteroides spp. (B wactHocTH, B.

fragilis) ycroituuser. Ycroituus u Clostridium difficile.

UyBCTBUTENBHOCTh K HE(TPUAKCOHY MOXKHO ONPEIENATh TUCKO-AU(PPY3HOHHBIM METOIOM MU
METOIOM CEpPUUHBIX pa3BEJCHUI Ha arape Wih OyJlbOHE, UCIONb3Ysl CTaHAAPTHYIO METOIUKY,
NOJOOHYIO TOH, KOTOPYIO peKOMeHayeT MHCTUTYT KIMHUYECKUX M JTAOOpaTOPHBIX CTaHIApPTOB

(MKJIC). HUKIJIC ycraHoBUI CIEAYIOIIME KPUTEPUU OLEHKH pPE3yJbTaTOB MPOObI IS

nedTpruakcoHa:
UyBCTBUTEIBHEI YMepeHHO YcTon4uBbL
qYBCTBUTEIIHHBI
Memoo pazeedenuti
[TomaBnstomias KOHIIEHTPAIKS, MI/JT <8 16-32 >64
Memoo ouckos (ouck ¢ 30 mxe
yepmpuaxcona)
JlnameTp 30HBI 3aACPIKKH POCTa, MM >21 20-14 <13

Jlns onpenienieHust CieayeT OpaTh AUCKU C eTPHUAKCOHOM, TaK Kak B MCCIEAOBaHMAX IN VItro
[OKa3aHO, 4YTO MLe(TPUAKCOH aKTUBEH B OTHOIIEHUH OTJENbHBIX IITAMMOB, KOTOpBIE
OOHapy’KUBAIOT YCTOHYMBOCTb MPU MCIOJIb30BAaHUU JIUCKOB, MNpPEJHA3HAYEHHBIX s Bcel
rpynmsl 1edaaocnopruHOB.

Bwmecro crangapros UKJIC st ompeneneHus: 4yBCTBUTEIBHOCTH MHUKPOOPTaHU3MOB MOXHO
UCMOJIBb30BaTh M JPYTHMe XOpOIIO CTaHAAPTH30BaHHBbIE HOPMATHBBI, Hampumep, Hemerkoro
uHctutyTa crangaptuzanun DIN (Deutsches Institut fur Norming) u MexayHapoIHbIC
pexomenpauuu  ICS  (International Collaborative Study), mno3Bossitomue  aaeKBaTHO

WHTEPIPETUPOBATH COCTOSIHUE YYBCTBUTEIBHOCTH.

DapMaKOKHHETHKA

®apMakOKMHETHKa Le@TpHakcoOHa HOCHT  HENMHEWHbI  xapaktep. Bce  ocHoBHbIE
(apMakOKMHETHUYECKHE IapaMeTphbl, OCHOBaHHbIE Ha OOIIMX KOHIEHTpAIUSAX IMpernapara, 3a
UCKIIIOUCHUEM IIEpHOJa IIOIYBBIBEICHHMs, 3aBUCAT OT JO3bI U BO3PACTAIOT MEHEE 4YeM

MMPOMNMOPHUOHAJIBHO €€ YBCIIMYCHUILO. HenuneiHocts XapaKTepHa IJId q)apMaKOKI/IHCTI/I‘-ICCKI/IX
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ot 16.01.2025 N2 743
IapaMeTpOB, 3aBUCALIMX OT OOIIel KOHIEeHTpauu e TPAaKqoHa BEiaBNE., KPOBA {HE TO/IbKO

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CcBOOOIHOTO TIe()TpUAKCOHA), U OOBSACHSICTCS HACHIIIICHUEM CBS3BIBAHMS TperapaTta ¢ OelKaMu
IJ1a3Mbl KPOBH.

Bcacvisanue

MaxkcuManbHasi KOHIIEHTpAlKsl B IJIa3Me MOCJIe OJIHOKPATHOT'O BHYTPUMBIIIEYHOTO BBEeJIeHUs 1 T
mpernapara COCTaBJsieT oKoJio 81 MI/i M JocTuraercs B mpenenax 2-3 4acoB IOCIE BBEICHUS.
[Inomanyn nox KpUBOM «KOHLEHTpauuss B IUIA3ME€ - BPEMsD» II0CI€ BHYTPUBEHHOIO U
BHYTPHUMBIIIEYHOTO BBEIEHUS OAMHAKOBBL. JTO 03HAUYAET, YTO OMOJOCTYIMHOCTh Le(TpUaKCOHA
MOCJIC BHYTPUMBIIIEUHOTO BBeeHHs cocTaBisieTr 100 %.

[Tocne BHyTpuBeHHOro OomrocHoro BBeaeHus S00 mr m 1000 mr medTpuakcoHa cpemHss
MakCHUMajbHasi KOHIIEHTpaluss B IUia3Me KpoBu coctaBuiaa 120 wmr/m u 200 wr/m,
coorBercTBeHHO. [locnme BHyTpuBeHHOW wuH(QY3um 500 mr, 1 r mw 2 1 wneprpuakcona
KOHIICHTpaIlys IpernapaTta B Ila3Me KpPOBH cocTaBmiia npuonusuteasHo 80, 150 u 250 mr/m,
cooTBeTcTBeHHO. [lociie BHYTPUMBIIIEUHON WHBEKIMH 3HAYCHHE CpEAHEH MaKCHMalbHON
KOHIIGHTpauu Le(TpUakCOHa B IUIa3ME KPOBH TNPUMEPHO B JIBa pa3a HIDKE, YeM IIOCIe
BHYTPHUBEHHOI'O BBEJICHUSI SKBUBAJICHTHOM J103bI IIpenapara.

Pacnpeoenenue

O6bem pacnpenenenus nedrpuakcona pasusierca 7-12 1. Ilociae BHYTpUBEHHOTO MpPUMEHEHUS
ne(TPUAKCOH OBICTPO TMPOHHUKAET B HHTEPCTULHUATBHYIO JKUIKOCTb, TIe OaKTepULIUIHBIC
KOHLEHTPAllUU B OTHOLIEHUM YyBCTBUTEIIbHBIX MUKPOOPIAaHU3MOB COXPAHSIOTCA B TeueHue 24
yacoB. [locie BBeneHus B no3e 1-2 T 1HeTpUakcoH XOpOIIO MPOHUKAET B TKAHU U KUAKOCTU
opranu3ma. B TedeHue 6osnee 24 4acoB ero KOHIIEHTPAIIMU HAMHOTO MPEBBIIIAIOT MUHUMAIbHbBIE
NOJABJIAIONINE KOHIEHTPALMU JUisd OOJIBIIMHCTBA BO30yauTened uHpekuunu Oonee yeM B 60
TKAHSIX U )KUJIKOCTSX (B TOM YHCIIE B JIETKUX, CEP/IE, )KETUHBIX MYyTAX, IEYEHU, CPEAHEM YXE U
CIIM3UCTON HOCA, KOCTSX, @ TAKKE CIMHHOMO3TOBOM, TJIEBPATTbHON U CUHOBUAJIBHOM HKHUJKOCTIX
U CEKpeTe MPEeCTATEIbHOM Kee3bl).

Cesazvlsanue ¢ berkamu

[ledprpuakcon oOpaTtumMo cBsi3bIBaeTcs ¢ anbOyMuHOM. CTENeHb CBS3BIBAHUS COCTABIISET
npuMepHo 95 % npu 3HaYEHUSIX KOHIEHTpaluu e TpuakcoHa B muia3me kpoBu meHee 100 mr/i.
Jlonst cBsi3aHHOTO ¢ OENKOM IUIa3Mbl KPOBH LEe(TPUAKCOHA YMEHBIIAETCS C POCTOM €ro
KOHIIGHTpAllMK, TaK KaK CBS3bIBAHME HACHIIIAEMO M COCTaBIIAET OKOJO 85 % mpu 3HAUYEHMSIX
koHueHTpauuu 300 Mr/im.

IIponuxnosenue 6 omoenvHvie MKAHU

Lle¢TpuakcoH mNpOHHKAET dYepe3 MO3roBble OOOJOYKM, B HaWOOJbIIEH CTENeHH MNpH HX
BocrnanieHuu. CpenHss MakcUMaibHas KOHIIGHTpaIus IeQTpuakcoHa B CIIHHHOMO3TOBOM

JKUJKOCTH JTOCTUTAaeT 25 % OT KOHIEHTpanuu IedTpuakcoHa B IUIa3Me KPOBU Y TAI[MEHTOB C
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OakTepuaIbHBIM MEHUHTUTOM, U TOJBKO 2 % OT KOHIICHTPAHHEE I 3ME-K[loB ¥ TIRIUEHTOB C

HEBOCIAJICHHBIMA MO3TOBBIMH 000JI0YKaMU. MaKCHMaibHasi KOHIICHTpamus IedTpHaKCoHa B
CIIUHHOMO3TOBOM KHJIKOCTH JIOCTHTAeTCs uepe3 4-6 4acoB 1MOCiie BHYTPUBEHHOTO BBEICHUSI.
[ledTprakcoH MPOXOAUT yepe3 IMianeHTapHbiid Oapbep. LledTpruakcon B Mambix KOHIIEHTPAIHSIX
BBIJICJISICTCS C TPYIHBIM MOJIOKOM (3-4% OT KOHIIEHTPAILIMH B IIa3Me KPOBH Y MaTepH vepe3 4-6
4acoB).

Memabonuszm

[ledTpriakcoH HE MOABEpPracTcs CUCTEMHOMY METa0OJIM3My, a MPEBpAIaeTCs B HEAKTHBHBIC
MeTaOOJIMTHI MO IEHCTBUEM KHUIIICYHOW MUKPOQIIOPHI.

Buviseoenue

OO0muii mIa3MeHHbI KiupeHe nedrpuakcona cocrapusieT 10-22 mur/muH. [TodeuHblil KIUpeHC
paBusiercs 5-12 m/muH. 50-60 % nedrprakcoHa BHIBOIUTCS B HEM3MEHHOM BHJE TMOYKAMH, a
40-50 % - B HeusMeHHOM Bujae kuiiedyHukoMm. Ilepmon mnomyBbiBeneHus edTpPHAKCOHA

COCTAaBJIAICT Y B3POCIIBIX OKOJIO 8 yacos.

Dapmakokunemuxa 6 0COObIX KIUHUYECKUX Caydasiax

Hosopooicoennvie, epyonvie oemu u demu maaoute 12 nem

Y HOBOPOXKJEHHBIX J€TEeH MEpPUOJ MOJIyBBIBEACHUS LEe(TPUAKCOHA YBEJIMYEH [0 CPABHEHHUIO C
JpYyTUMHU BO3pAacTHBIMU TIpynnamu. B mnepsble 14 nHel >KU3HM KOHLEHTpalus CBOOOIHOIO
neTpuakcoHa B IJIa3Me€ KPOBH MOXKET OBITh JOMOJHHUTEIBHO MOBBIINIEHA Ojaromaps HU3KON
KITyOOUKOBON (pMIIbTpAIlMM U OCOOEHHOCTSAM CBSI3bIBAHUS Mpenapara ¢ OeJKaMy IU1a3Mbl KPOBH.
VY nmanmeHTOB AETCKOro BO3pacTa MEpHOJ MOJyBBIBEIECHUS MEHBIIE, YEM Y HOBOPOXKIEHHBIX U
B3POCJIBIX.

3HaueHue MJIa3MEHHOTO KJIMpeHca M o0beMa pacrpezeneHus: oOIero negrpuakcoHa BbILIE Y
HOBOPOXKJCHHBIX, TPYIHBIX JeTell W naered miaame 12 jeT 1Mo CpaBHEHHIO C TaKOBBIM Yy
B3POCIIBIX.

Hapywenue ¢ynxkyuu nouex unu neuenu

VYV nanueHToB ¢ HapylieHueM (YHKIUU MOYeK WM TNEeYEeHU JIETKOW WM CpeJHeil cTeneHu
TSKECTH (hapMaKOKUHETHKA LeTpHaKCOHAa U3MEHSETCs] He3HAYUTeNnbHO. Jlaxke y maliueHToB ¢
TSDKEJIOW TOYEYHON HEIO0CTaTOYHOCThIO OTMEYAETCs JHIIb HEOOJbIIOE YBEIWYEHHE IMepHoja
NOJTyBbIBEeIEHUS (MEHee 4eM B 2 pasa).

HesnauntenbHoe yBenuWyeHHE TepUOAa TONYyBbIBEACHUS IepTpUAaKCOHA IMPH MOYEUHOH
HEJ0CTATOYHOCTU MOXKET OOBSICHITHCS KOMIIEHCATOPHBIM MOBBIIIEHUEM HETIOYEYHOT0 KIMpEeHca
B pe3yJIbTaTe CHU)KEHUS CBSI3bIBAHUS C OeNTKaMU IJ1a3Mbl KPOBH.

VY nanueHToB ¢ NMEYEHOYHOW HEJOCTATOYHOCTHIO NMEPUOJ MOJIYBBIBEICHUS HE YBEINYUBAETCS B

CBA3M C KOMIICHCATOPHBIM IOBBIMICHUEM IMOYCYHOI'O KIIHMPCHCA. HpI/I‘IHHOﬁ TAaK¥XE CIIYKUT
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
oT 16.01.2025 Nz 743
yBEIMYEHNE KOHLEHTPALUU CBOOOAHOro LedTprakcoHd| BTN a3Me KpoBH] L0 (CTIoc000EByeT

napajgoKCcaJlbHOMY MOBBILIICHUIO 00IIEro KiupeHca npenapara. Hapsay ¢ moBslieHHEM 0011ero
KIIMPEHCA TAaKXKE OTMEYAETCsl yBEJIIMYEHHE 00beMa pacIpeieIeHusl.

Tlayuenmur cmapueckozo éo3pacma

VY manueHToB cTapiie 75 JeT nepuoj NoJyBbIBEICHHS, B CPEAHEM, B JBa WM TPU pa3za OoJbllle,

YEM Y B3POCIIBIX TAIUCHTOB.

IMoka3anusi K NPUMeHEHHIO

WMHudexnuu, BhI3BAHHBIC YYBCTBUTEIBHBIMH K Ie(QTpHAaKCOHY BO3OYIUTEISIMHU: CEIICHC;
MEHUHTUT; AuccemMuHupoBaHHas Oosnesnp Jlaiima (II m III cramum 3aboneBanus); mHOEKIUU
OpPraHoOB OPIONIHOHN MOJIOCTH (IEPUTOHUT, MHPEKIIUHU KETIHBIX MYTEH U KEITyT0THO-KHIIIETHOTO
TpakTa); MHPEKIUH KOCTEH, CYyCTaBOB, MSTKUX TKaHEH, KOXKH, a TaKKe paHEBbIC HH(CKIUU;
UHPEKIMH y OOJIbHBIX C OCJIA0JICHHBIM MMMYHHTETOM; WHQEKIUH MMOYEK U MOYCBBIBOJISIIMX
nyTel; MH(EKIUH ObIXaTeNbHBIX MMyTel, ocoOeHHO mHeBMOHUsA U uHGpekuuu JIOP-opraHos;
WH(DEKIIMA TTOJIOBBIX OPTaHOB, BKJIFOYAsi TOHOPEIO.

[Tepuonepannonnas npoduiakTHKa HHOEKINH.

IIpoTuBONOKAa3aHMS
T'unepuyscmeumenvrocms
[ToBbIIEHHAS] YYBCTBUTEIBHOCTD K IEPTPUAKCOHY U JIIOOOMY JPyroMy KOMIIOHEHTY Tperapara.
[ToBbIIeHHAS] YyBCTBUTEILHOCTH K IIe(PaTOCTIOPHHAM.
Tsokenple peakuu TUMEPUYBCTBUTENBHOCTH (HAampuMmep, aHaQUIaKTUYeCKHEe peakluu) K
IpYruM [-JTaKTaMHBIM aHTHOMOTHKAM (TEHUIMJUIMHBI, MOHOOAaKTaMbl W KapOareHeMbl) B
aHaMHe3e.
Heoonouwennvie demu
HenonomienHbIM eTsM B Bo3pacTe 10 41 Henenu BKIIOYUTENHHO (CYMMAapHO TeCTAllMOHHBIA U
XPOHOJIOTUYECKUI BO3PACT) MPUMEHEHHE 11e(pTPHAKCOHA MTPOTUBOMOKA3aHO.
Jonowennvle Hogopodcoennvie (<28-0nesHo20 o3pacma)
o [unepOuMpyOHHEMHS, KENTyXa WIH aluj03, TUIOATEOYMUHEMHUSI Y HOBOPOXKICHHBIX
(uccnmemoBanust IN Vitro mokasajii, 4To HeTPHUAKCOH MOXET BBITECHATh OMIMPYOHWH U3
CBS3M C CBHIBOPOTOYHBIM alIb,OYMHHOM, TIOBBIIIAsl PHUCK PAa3BUTHSA OHIUPYOHMHOBOM
sHIleATONATHH Y TAKUX MAIUEHTOB).
e DBHyTpUBEHHOE BBEACHHME  KaIBIUHCOJEPKAIINX  PACTBOPOB  HOBOPOKICHHBIM.
HoBopoxnenusie (<28 nHeil), KOTOPBHIM YK€ Ha3HAYCHO WM MPEAroIaraercs
BHYTPHUBEHHOE JIeYeHUE KaJIBITUHCOIEPIKAIIMHE pacTBopamH, BKJIIOUAst

NPOJODKUTENbHBIE KallblIUHcoIepKalie UHPY3UH, HampuMep, MpU HapeHTepalbHOM
6



ot 16.01.2025 N= 743
NUTAaHUM, W3-332 PUCKa 00pa30oBaHUsS NPeUUNUTaTOB (KAFEIACBEXECONEI ) NGhrpAakcoHa

COOTBETCTBYET ZKCNEPTHOMY OTUETY

(cm. pasmens «Crmoco06 mpuMeHEHHMsT W J03b» W «B3ammomeiicTBue ¢ Japyrumu
JICKapCTBEHHBIMU cpelicTBaMu»). Onucanbl OTJENbHBIE (DaTanbHBIE CIy4an 00pa3oBaHUs
NPEIUIUTATOB B JIETKUX M TOYKAaX y HOBOPOXKACHHBIX, MOTYYaBIIMX HEPTPUAKCOH U
KaJplIuiicoepkanme pactBopbl. [Ipu 3TOM B OTHENBHBIX Ciiy4asx ObUT HCIOJNb30BaH
OJIMH BEHO3HBIHN JOCTYI, U 00pa30BaHUE MPEUIUTATOB HAOII0AaTI0Ch HETIOCPEICTBEHHO
B CHCTEME JJIsl BHYTPUBEHHOTO BBEJICHMUSI, TAKXKE OMKMCAH, KAK MUHHUMYM, OJUH ClIy4ail co
CMEPTEJIbHBIM HCXOJOM IPHU Pa3IUYHBIX BEHO3HBIX JIOCTYNaxX U B Pa3IMYHOE BpeMs
BBeJeHUSI LedTpHakcoHa U KaiblMiicogepxamux pactBopoB. [logoGHble ciayuyan
HAOJI0/IATMCh TOJIBKO Y HOBOPOKIEHHBIX.

Jluooxaun

[lepen mpoBeneHUEM BHYTPUMBIIICYHOH WHBEKIUH IMePTPUAKCOHA C HCIIOIB30BAHHEM

JAUJ0KAaWHA, HEOOXOJAMMO HCKIIOYUTh HallM4Me MPOTUBOMOKA3aHUM K JIMJAOKauHY.

[IpotuBomOKa3aHusi K MPUMEHEHHUIO JIMJOKaWHA TMPUBEACHBI B HWHCTPYKIHUHU TIO

MEIUIIMHCKOMY TIPUMEHEHHUIO JMJOKanHa. PacTBopsl 1eTpuakcoHa, coaepiKalue

JIMAOKAaWH, HEJIb3s BBOAUTH BHYTPHUBCHHO.

C 0CTOPOKHOCTBHIO
[Tepuox rpyHOTO BCKapMIIMBAHUS.
Hetspkenple peaknuy THIIEPYYBCTBUTENBHOCTH K JPYTUM  [-IakTaMHBIM aHTHOMOTHKAM

(MeHULIWIUTMHBI, MOHOOAKTaMBbl U KapOareHeMbl) B aHaMHE3e.

IIpumenenne npu 0epeMEHHOCTH M B IIEPHO/ I'PYAHOI0 BCKAPMJINBAHHSA

bepemennocmo

[ledTpriakcoOH TpOHUKAET uepe3 IUIalleHTapHbI Oaprep. be3omacHOCTh NpUMEHEHHS Npu
OEpEeMEHHOCTH Y JKEHILMH HEe YCTaHOBJIEHA. JJOKIMHUYECKHE UCCIIE0BAaHUS PENPOYKTUBHOCTH
HE BBIABUIM 3MOPHOTOKCHYECKOT0, (PETOTOKCHYECKOTo, TEpPaTOreHHOro BO3JCHCTBUS WM
Ipyrux HeOnaronpusaTHelX 3(@exToB HedTpHakcoHa Ha IJIOJOBUTOCTh CaMIOB U CaMOK,
IPOLECC POJOB, INEpHUHATAIbHOE M TOCTHaTaJbHOE pa3BuTHE Iioga. I[lpu OGepemeHHOCTH,
0COOEHHO B TEPBBIA TPUMECTp, CIEAyeT Ha3Ha4daTh TOJBKO IO CTPOTUM IOKa3aHUSAM, HpU
YCIOBMHM, YTO TpeAroyiaraemMasi 1mojib3a JUIsi MaTepu MpPEBbIIACT MOTCHUIUAIBHBIA PUCK JUIS
wioza.

Ilepuoo epyonoeco eckapmauearus

B manbix KOHIEHTpanusax 1HeTpUaKkCoH MONaiaeT B TPyAHOE MOJIOKO. MajoBEepOsSTHO BIUSHUE

LIC(I)TpI/IaKCOHa Ha peGeHKa, Haxoodgmerocd Ha rpyJHOM BCKAapMIIMBAHUU, IIPU €TI0 MPUMCHCHUN
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MaTephl0 B TCPANCBTUYECCKUX J103aX, TEM HE MgHEE, HEThBE) M CKATaTs [P Ck Ha3BITH A JiHapeu,

rPUOKOBBIX HH(MEKITUN CITU3UCTHIX 000JI0YEK M PEeaKIuii THIIEPUyBCTBUTEILHOCTH Y peOCHKA.
Heo6xoanMo mpekpaTHTh TPYJHOE BCKAPMIIMBAHUE WM MPEKPATUTH/BO3ACPIKATHCS OT Tepaliu
LIe(l)TpI/IaKCOHOM, npuHrMasas BO BHUMAHHUC TIPCUMYIICCTBA TI'PyAHOTO BCKapMJIMBaHUWA JJIA

peOeHKa U MOoJIb3y Tepalluu AJis MaTepu.

Cnocod npuMeHeHus U 103bl

Cmanoapmuulil pescum 003uposanusl

BuytpuBenHo, BHyTpuMbllieuHo. He uncnonb3oBaTh [uisl pa3BeleHMs KallbLuiicoaepikaiiue
pactBopbI!

Bspocnvie u oemu cmapwe 12 nem >50 xe: no 1-2 r onuH pa3 B CyTKH (kaxiabple 24 yaca). B
TSOKENBIX CIy4asX WM Npu MHQEKUUSIX, BO30YAUTENN KOTOPBIX OOJNAJaloT JIMIIL yMEPEHHOU
qyBCTBUTEIBHOCTHIO K LIE(YTPUAKCOHY, CYTOUHYIO 103y MOKHO YBEJIUYNBAaTh J10 4 T.
IIpooondxcumenvrnocms evenus 3aBUCUT OT MOKa3aHUK M TeueHus 3abonieBanus. Kak u Bcerna
npu aHTHOMOTHUKOTEpanuu, BBeAeHue mpenapara Lleprpuakcon Kabu criemyer mpomoinkarb
NalUeHTaM eIlle B TeYeHHe MHMHUMYM 48-72 4YacoB IOCJ€ HOpMaju3alud TEMIIEpaTypbl U
HOJTBEPXKIEHUS dpaJUKAILIMH BO30YIUTEISL.

OObluHO Kypc JiedeHus: cocrtaBiseT 4-14 nHel; Npu OCIOKHEHHBIX HH(EKIHUAX MOXKET
notpe0oBaThcs 0oJiee NPOJOHKUTEIIBHOE BBEJICHHE.

Kypc nedyenus npu mH(EKIHIX, BBI3BaHHBIX Streptococcus pyogenes, MOKEeH COCTaBIATH HeE

menee 10 aneit.

Beeoenue

[IpaBusiia TpPUTrOTOBIEHUS W  BBEICHUS PACTBOPOB: CIEAYyeT HCIOJb30BaTh  TOJBKO
CBEXKENPUTOTOBIIEHHBIE PACTBOPBHI.

Hna enympumviuweunou unvexyuu 500 mr npenapara Ledtpuakcon Kadbu pactBopsior B 2 M, a
1000 mr — B 3,5 ma 1 % pacTtBopa JMIOKaMHA U BBOZIAT INIYOOKO B JOCTaTOYHO OOJIBIIYIO
mbiy (sromuima). Pexkomenmyercs BBoauTh He Oosnee 1000 Mr B ogHY M Ty JK€ MBIIIIY.

PaCTBOD, conepmamnﬁ JIMJOKAaWH, HEJIb34 BBOAUTH BHVTDI/IBGHHO!

Hna enympueennoni unvexyuu pactBopstor 500 mr npenapara LledTpuakcon Kabu B 5 mi, a
1000 mr — B 10 MJI CTEpHIIBHOM BOJIBI JIJISI HMHBEKIIHIA; BBOJIAT BHYTPUBEHHO MEJICHHO B TCUCHHE

5 MHMHYT, IPEANOYTUTENBHO B KPYITHYIO BEHY.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.01.2025 N2 741
Buympueennas unghysua nomxHa JummTthea He MeHee 3() NMEHYTE JIE OpEOECRICHNS PA0EBOpa

pasBomat 2 r mpenaparta llebrpuakcon Kadu B 40 M ogHOrO M3 CIEAyrONIMX WH(Y3HMOHHBIX
pacTBOpOB, HE cojepkalmux HMOHOB Kanblus: 0.9% pactBop HaTpus xjopuna, 5% pacTBOp
JIEKCTPO3bI, BOAA JJIsl MHBbEKIMUA. PacTBOpHI mpemapara e TpHakcoOH Henb3a CMEIINBATh WIH
N00aBJIATE B PacTBOPBI, COZAEpKAIIME Jpyrue MNPOTUBOMUKPOOHBIEC Ipenaparsl WM ApYTUe
pPAcTBOPUTEIH, 38 UCKIFOUEHUEM [IEPEYMCICHHBIX BBILIE, N3-32 BO3MOXHON HECOBMECTUMOCTH.
Henb3st wcmonp3oBaTh Ui  MPUTOTOBIICHHS PAcTBOPOB Ipenapata Ue)TPUAKCOH IS
BHYTPHBEHHOTO BBEJCHHS M HUX IMOCJIEIYIOIIEro pa3BeACHUs PACTBOPHUTENH, COJAEpIKaIlIne
KaJbLIM{, TaKUe Kak pacTBOp PuHrepa mim pactBop XapTMmaHa, U3-3a BO3MOXHOI'O 00pa30BaHMs
IPELUIINTATOB.

OO0pa3oBaHue NPEIUNHUTATOB KaJbIIMEBBIX COJEH LEe(TPUAKCOHA MOXET IMPOUCXOAUTH MPHU
CMEIICHUH Tpernapara HePTPUAKCOH W KaJbIMHUCOIEPKAIUX PACTBOPOB MPHU HCIOJIH30BAHUU
OJTHOTO BEHO3HOro joctyna. Henp3ss wucnonb3oBaTh LEeYTPUAKCOH OJHOBPEMEHHO C
KaJbLMHACOACPKAIMMHE  PACTBOpaAaMHM JJIi BHYTPUBEHHOI'O BBEJIEHHUS, B TOM 4HCIE C
JUTMTENIbHBIMUA WHQY3USIMU KaJIbIIHICOIEPKAIINX PACTBOPOB, HApUMeEp, NPU MapeHTEPATbHOM
OUTAaHUU C HWCHOJb30BaHWEM Y-KOHHEKTOpa. Jlias Bcex Tpynm MamudeHToB, KpoMe
HOBOPOXKJICHHBIX, BO3MOXKHO IIOCJIEIOBaTeIbHOE IPUMEHEHHE Ipenapara LeQTpUakCoH U
KaJblLUHACOepKAIUX PACTBOPOB MPH TIIATEIBHOM HMPOMBIBAHUM MH(Y3UOHHBIX CUCTEM MEXKIY
BJIMBAHUSMHU COBMECTUMOM KUAKOCTBIO (cM. paznensl «IIpoTuBonokasanusy», «B3anmoneiicteue
C IpyTMMHU JIEKApCTBEHHBIMU CpesicTBaMU», «OcoOble yKa3aHUA»).

He nmnocrymano coobmenuid o0  B3auMoAecTBUM  He(dTpUAKCOHA U HEPOPATBHBIX
KaJblIMHCOepKAIUX IPEnapaToB WK B3aUMOIEHCTBUU LEPTPHUAKCOHA JUIsl BHYTPUMBIIIIEYHOTO
BBEJCHUS M KalbLUHCOAEPKALIIMX IpernaparoB (A BHYTPUBEHHOTO WM IE€POPATIHLHOIO

PUMEHEHNS).

ﬂO3MDO6aHu€ 8 0coObLX CAy4da:iax

Tayuenmoi ¢ napywieHuem yHKyuu neveHu
Her neoOxomumoctu koppekTupoBarh 103y mnpenapara Lledprpuakcon KaOu mnpu yciaoum

OTCYTCTBHS HApYIIEHUN (PYHKIUH ITOYEK.

Tayuenmoi ¢ napywenuem hyHkyuu novex

Her HeoGxoaumocTu KoppekTupoBarh 103y mpernapata lLlepTpuakcon Kabu mnpu ycnoBuu
OTCyTCTBHS HapymeHus QyHkiuu nedenu. Cytounas gosa npemnapata lledTpuakcon Kadbu ne
JIOJIKHA MPEBBIIIATH 2 T JIMIIb B CIIy4asX IOY€YHOW HEJJOCTATOUHOCTH C KIIMPEHCOM KPEaTHHHUHA

Menee 10 mur/mMuH. HC(I)TpI/IaKCOH HC BBIBOAUTCA HNpU TI'EMOAUATIN3C WK TMCPUTOHCAIIBHOM
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IHann3e, IO3TOMY BBEACHHUE NMALMEHTy NONOIHUTENbHOH| Ho3HEperapata Hedhnpiaxcor Kadu

nocJie OKOHYaHUs Tuanu3a He TpeOyercs.
VY nanuMeHToB, HAXOAAILIMXCS Ha JUAM3e, CyTOYHas /103a IpenapaTta ne(TpruakcoH He TOJDKHA

IpeBbILIaTh 2 T.

Tayuenmol ¢ msdxicenoi NOYEYHOU U NeYeHOUHOL HeOOCMamoYHOCHbIO
[Ipr codeTaHWM TSKEIOW IMOYEYHOM M MEYEHOYHOW HENOCTATOYHOCTH CIEAYET TIIATEIbHO

Habr0aTh 32 3(p(PEeKTUBHOCTHIO U 6€30MaCHOCTHIO TPUMEHEHHSI ITperapara.

Tlayuenmul nodxcunozo u cmapuecko2o 603pacma
Koppekunu 103b1 y MauuMeHTOB >65 JE€T OpU YCIOBUM OTCYTCTBHUS TSKEJION IOYEYHOM U

[IEYEHOYHON HEI0CTATOYHOCTH HE TpeOyeTcs.

Ilayuenmur 0emckozo ¢o3pacma

Hoeopoowcoennvie, epyonvie demu u demu maadute 12 nem

[lpu Haznayenum mnpenapata Llegrpmakcon Kabum omuH pa3 B CYTKH pEKOMEHAYETCS
HNPUIEPKUBATHCS CIEAYIOIINX PEKUMOB JO3UPOBAHU!

- HOBOpOKAeHHBbIE (10 14 mneit): 20-50 MI/Kr Macchl Tela OAWH pa3 B CYTKH; CyTOYHasl 7032 HE
JIOJDKHA MpeBbImath 50 MI/KT Macchl Tena;

- HOBOPOJKICHHBIE, TPYAHBIC JE€TH W JeTH miaamero Bo3pacta (¢ 15 ameir mo 12 ner): 20-80
MI/KT Macchl T€Ja OAMH pa3 B CyTKHU;

- JIETSIM ¢ Maccoi Tena cBbliie 50 KT Ha3HAa4aroT 10361 IS B3POCTIBIX.

HenonormenHbIM 1eTsIM B Bo3pacTe 10 41 Hepenu BKIIOYUTEIBHO (CyMMAapHO TeCTallMOHHBIN U
XPOHOJIOTUYECKUI BO3PACT) MPUMEHEHHE 11e(pTPHAKCOHA TPOTUBONOKA3aHO.

[ledTprakCOH NMPOTHUBOIOKA3aH HOBOPOXKJIEHHBIM (<28 1HEl), KOTOPbIM YK€ Ha3HAYeHO WJIU
IIPENIoJIaracTcsd BHYTPUBEHHOE JICUEHHE KaJbLUMCOAECPKAIIMMUA DPACTBOPAMH, BKIIIOYAs
IPOIOJDKUTENbHBIE KallbIMiicoAepKaliue NHPY3uu, HallpuMep, IpyU NapeHTepabHOM MUTAHUU
u3-3a pucka 00pa3oBaHUS MPEIUNHUTATOB KalbLIUEBBIX coJiel LedTpuakcoHa (cMm. paszzaen
«IIpoTHBOIIOKa3aHU).

['pyaHBIM JIETSIM U JIeTsIM B Bo3pacTe A0 12 jeT BHyTpHUBEHHBIE 103bI B 50 MI/KI WM BbIIIE
CleyeT BBOAMTH KaleiabHO B TeueHue He MeHee 30 mMuHyT. HOBOpOXIEHHBIM BHYTPUBEHHOE
BBEJICHUE CJIEAyeT MPOBOJIUTH B TeueHHe 60 MUHYT, YTOOBI CHHU3UTH NMOTEHIMAIBHBIA PHCK

pa3BUTHs OMITMPYOHMHOBOM SHITE(paTonaTHH.
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Menuneum (NMOCNEOOBATENEHOCTE 0006)

[Ipu 6axmepuanvrom menuneume y epyoHviX Oemel u Oemel MIAOWLe20 603paAcma JICUCHHUE
HaunHAtOT ¢ 1036l 100 mr/kr (Ho He Gonee 4 1) 1 pa3 B cyrku. I[locne unenTuduxanum
BO30YAMUTENS M ONPECIICHHUS €r0 YyBCTBUTEIBHOCTH /103y MOXKHO COOTBETCTBEHHO YMEHBIIUTb.
Hawnyuymme — pe3ynbraThl TpU  MCHHHTOKOKKOBOM ~ MEHHHTHUTE  JOCTHUTAIHCh  TpU
IPOJIOJDKUTEILHOCTH JIEUeHUs B 4 JIHS, MpH MeHUHruTe, Bei3BanHOM Haemophilus influenzae —

6 nueii, Streptococcus pneumoniae - 7 aHei.

Bonesuw Jlaiima
50 mr/kr (BeICIIas CyTOYHas /1032 — 2 T) B3POCIJIBIM M JIETSM OJHMH Pa3 B CyTKH B TeueHue 14

THEH.

I'onopes (BbI3BaHHasE MEHUIMUIMHA3000pa3ylOIIMMU ¥ MEHULIMLIMHA30HE00pa3yoIUMU
mTaMMaMu)
OpHOKpaTHOE BHYTpUMBIIIeuHOE BBeneHue 250 mr mpenapata LledTpuakcon Kabu B3pocibim

ManydeHTaMm u JeTsMm crapiie 12 mer >50 kr.

Ocmpuiii cpeonuii omum

[lpy neyeHMM OCTPOro CpeAHEro OTUTAa y JeTell PEeKOMEHIyeTcs  OJHOKPaTHOE
BHYTPHMBIIIIEYHOE BBeJIeHHE B 03¢ S0 mMr/Kkr (HO He Oonee 1 1).

B3pocneiM pekoMeHIyeTcss OTHOKPAaTHOE BHYTPHMEBIIIIEYHOE BBeneHUe B j03e 1-2 1. CoriacHo
OTPaHUYEHHBIM JIaHHBIM, B TSDKENBIX CIy4yasX WIM TNpU HeIPPEKTUBHOCTH NpeabLayIIe
tepanuu, npenapar Lledprpuakcon Kabu moxer ObITh 3PQPEKTHBEH NPH BHYTPUMBIIICUHOM

BBEJICHHH B J103€ 1-2 I B CyTKU B TeUeHUE 3 THEH.

Ipogpunaxmuxa nocieonepayuoHHwvIX UHDeKYULl

B 3aBucumocT 0T cTemeHM MH(EKIMOHHOTO pHCKa BBOAMTCA 1-2 T mpemapara
[edTpuakcon Kabu omnokpatHo 3a 30-90 muuH no Hayana onepauuu. [lpu omepanusx Ha
TOJICTON M IIPSIMOM KHUIIIKE XOPOIIO 3apPEKOMEH/I0BATIO ce0sI OTHOBPEMEHHOE (HO pa3AeibHOE, CM.
pazznen «Cnoco0 nmpuUMeHEHUs U 103bl») BBeAeHue npenapara Llegrpuakcon Kadu u ogHoro us

5- HUTPOHUMUA30JI0B, HAITPUMCEP, OpHHUAA30JIa.

IToGouHOe neiicTBUE
Haubonee dacTeiMM HeXeNaTeIbHBIMUA PEAKIUSMU, 3aPETUCTPUPOBAHHBIMU Ha (OHE Tepamnuu
He(pTPHAKCOHOM B KJIMHMYECKUX HCCIEIOBAHUSAK, SBISIOTCS DS03WHO(HINSA, JIEUKOMEHUS,

TpOM6OIII/ITOHeHI/I$I, auapes, CbIIlb U IMOBBIMICHUEC aKTUBHOCTH IICYCHOYHBIX q)epMeHTOB.
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JI1st ommcaHus 9acTOThl HEeXKeIaTeIbHBIX peak1y 7| HCHOJF@@GEQ}@MLE@EW@@ﬁ@L{@j{W:

Ouenv uacmole (>1/10), wacmore (>1/100 u <1/10), neuacmoie (>1/1000 u <1/100), peoxue
(=1/10000 <1/1000), ouenv peokue (< 1/10000), yuacmoma neuzgecmua (He modicem OblmMb
YCMAHOBNIeHa HA OCHOBAHUU UMEIOUWUXCS OAHHDIX).

Heoicenamenvhvle peakyuu cecpynnuposamvl 8 COOMEEMCMEUU ¢ KIACCAMU CUCHEM OpP2aHO8
MeOUYUHCKO20 CNI08APSL 05l HOPMAMUBHO-NPAB06oL OesmenvHocmu MedDRA.

Hngpexyuonnvie u napazumaphvie 3a001€6aHUs: HEUACMO — MUKO3bI TIOJIOBBIX OPTaHOB; peoKo —
IICEBJOMEMOPAHO3HBII KOJIUT.

Hapywenus co cmopoHbl cucmemul KpoGu U TUM@PAMUYecKol CUCIEeMbl: 4acnmo — S03UHOPUIINS,
JICUKOTICHHSI, TPOMOOIIUTOIICHUS; Heuacmo — TPaHyJIONUTOIICHUS, aHEMHSI, KOAryJIOTaTHsI.
Hapywenus co cmoponul HepeHOUl cucmemsl: Heuacmo — TOJI0OBHAst 00JIb U TOJIOBOKPYKEHHE.
Hapywenus co cmoponul cepoya: yacmoma Heuzgecmua - cuHapom Koynuca (cm. paszumen
«Oco0ble yKa3zaHHsD»).

Hapywenus co cmopomusl 0bixamenbHol cucmemvl, 0peano8 epyOHOU KIemKU U CPeOOCmeHUs.:
peoko — OPOHXOCTIA3M.

Hapywenue co cmopoHbl #ceny00uHo-KUWMEeYH020 mpaKkma: yacmo — nuapesi, Heo(popMIICHHBIH
CTYJI;, Heyacmo — TOIHOTA, PBOTA.

Hapywenue co cmoponsl neyenu u Jcenuesbl8o0sumux nymeil.: 4acmo — MOBBIIICHHE aKTUBHOCTH
ne4YeHouHbIX (GepMeHToB (acmapraramuHorpaHcdepassl (ACT), amannHamuHOTpaHChEpas3bl
(AJIT), menounoii pocdarazsr (LL[D).

Hapywenus co cmoponsl Koxcu U HOOKONCHbIX MKAHell. YaCMo - CBIIlb, HeYacmo — 3y.; peoKo —
KparMBHHUIIA.

Hapywenus co cmoponbl nouex u Mo4esvbig00aux nymeti: peoko — reMarypus, TIIOKO3ypHs.
Obwue paccmpoiicmea u HapywieHus 8 mecme 68edeHus; Heyacmo — (puedut, 60Jb B MecTe
BBEJICHHSI, MIOBBIIIICHUE TEMIIEPATYPHI TEJA, peOKO — OTEKH, 03HOO.

Brusnue na pezynomamoei 1a00pamopHbiX U UHCMPYMEHMATbHBIX UCCIe008AHULL: HeYacmo —

YBCIMUCHUC KOHLICHTPAIUN KPECaTUHNHA B KPOBH.

Ilocmpezucmpayuonnoe naoawoenue

Huxe onucanbl HexenaTeabHbIEe peakiiy, HaOMI01aBIIMeCs IPU IPUMEHEHUH ePTPHAKCOHA B
HOCTPErHCTPALMOHHOM nepuoze. OnpeaeneHne 4acToT HAOMIOAABIINXCS PEaKIMi, a TaKkKe UX
CBSI3M C IPUMEHEHUEM IeTPUaKCOHa, HEe BCEra BO3MOKHO, TaK KaK HEBO3MOXHO yCTaHOBUTh
TOYHBIN pa3Mep MOMyJIsALIUU TallMeHTOB.

Hapywenusa co cmoponul dceny0ouno-KuueyHo2o0 mpakma: NaHKPEaTUT, CTOMATUT, TIIOCCHT.
Hapywenua co cmoponvl cucmemvl Kposu u JIUM@AmMuyeckou cucmemvl: yBEIUUCHHUE

TPOMOOIIJITACTUHOBOTO W TPOTPOMOMHOBOTO BPEMEHH, TeMOJUTHYecKas aHemus. OmucaHbI

12
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OTAebHBIE cloy4aun arpa”ynonutoza (<500 kinetox/MKIT)_ MpAMeM ., DOMUHBCTRe (M35 HUX

COOTBETCTBYET ZKCNEPTHOMY OTUETY

paszBuBaiuch nociie 10 qHel JedeHns 1 MPUMEHEHHS KyMyJIsaTuBHOM 10361 20 T 1 Gosee.
Hapywenus co CMOPOHbL UMMYHHOU cucmemvl: aHa(puIaKTHYECKUI 1IOK,
TUIIEPYYBCTBUTENIBHOCTD, peakuus Spuma-I epkcreimepa.

Hapywenus co cmoponvl Kodcu u NOOKOJCHLIX mMKaHeu: OCTPBbId T'eHEepaIU30BaHHbII
9K3aHTEMAaTO3HBIN MyCTYyse3, OTAEIbHBIC CIIy4au TSKEJbIX MOOOUHBIX pPeaKIHil (IKCCyIaTUBHAS
MynbTU(OpMHAsS dpureMa, cuHapoM CrtuBeHca-/[PKOHCOHA, TOKCHYECKUU SMUIEpPMAaTbHBINA
Hekponu3 (cuHapoMm Jlaiienna)), JieKapCTBEHHAsT peaknus C J03WHOPIIMEH W CHUCTEMHBIMHU
cumniromamu (DRESS).

Hapywenus co cmoponvl Hep6Hoti cucmembl: Cya0pOrH, SHIEhaT0NaTHs.

[Tpu mpumeHeHnH 1EepaIOCTIOPUHOB, BKIIOYas HEe(PTPHAKCOH, OCOOCHHO B BBICOKHX 033X, Y
NAlUEHTOB C IOYEYHOM HEIOCTATOYHOCTbIO W JIOTOJHUTEIBHBIMU IIpepacroiaralouuMu
dakTopaMu, TaKMMHU Kak IOXHUIOW BO3pAaCT M CYIIECTBYIOIIHE 3a00JIeBaHMs LIEHTPAIbHOM
HEPBHOW CHUCTEMBbI, OTMEYAIUCH ClTydyan oOpaTUMOH 3HIle(anonaTuu.

Hapywenus co cmopoHbl opeana ciyxa u 1abupunmusie HapyuleHus: BEPTUTO.

Hnghexyuonnvie u napasumapnsvie 3a601e6anus: CynepuHOEKIU.

Hzeecmubl maxoice cnedyowue HedceramenvHbvle peakyuu: 00pa3oBaHUE MPELUIUTATOB
KaJbIIUEBBIX COJEeH HedTPHUAKCOHA B KETUYHOM Iy3bIpe C COOTBETCTBYIOIICH CUMITOMATHUKOMH,
OwnupyOuHOBast ~ SHuedanonatus, OIUTYpHs, a Takke aHaQUIAKTUYECKHE WU
aHa(UIAKTOUIHBIE PEAKIUH.

Jlist o1leHKH B3auMOJIEHCTBUS LeTpUaKcoHa U KajbIusl ObLIO MPOBENEHO JBA MCCIEAOBAHUS B
yCIoBHsX IN Vitro (0HO ¢ MCIHOJB30BaHHEM IUIA3Mbl B3POCIBIX U JIPYroe ¢ HCIOJIb30BaHUEM
IJ1a3Mbl HOBOPOYXK/IEHHBIX, OJYYEHHOM U3 MyTIOBUHHOI KPOBH).

[ledpTprakcon ¢ KOHUEHTpauusMu A0 1 MM (KOoTopble MpPEBBIIAIOT KOHIIEHTPALHH,
JIOCTHUTAOLIMECs] B YCIOBHAX IN VIVO mocie BBeJCHUS 2 T HedTpuakcoHa B BHIC MH(DY3HH B
TedeHue 30 MUHYT) HMCIOJB30BAIM B KOMOMHAIMU C KalbliMeM B KOHLEHTpanusx ao 12 mM
(48 mr/mn). BoccraHoBiieHre IedTpuakcoHa W3 IUIA3Mbl CHIDKAIOCh TPH KOHIIEHTPAIUSIX
Kanpiuas >6 MM (24 mr/mn) B 1uiazmMe B3pocibix Wi >4 MM (16 Mr/mn) B 1uiazme
HOBOPOXKJEHHBIX. DTO MOXET OTPaXKaTh MPELUIUTALNIO LIePTPUAKCOH-KaTbIIHA.

Onwucanbl OTAETbHBIE (haTaTbHBIE CIy4ad 0Opa3oBaHMs MPELMIUTATOB B JIETKUX M MOYKaX IO
pe3yJbTaTaM HCCIEeOBaHUA ayTOINCUHW y HOBOPOXJIEHHBIX, MOMYYaBIIUX LEeQTPUAKCOH U
KaJplLuiicoepkamye pactBopbl. IIpu 3TOM B OTHENbHBIX Ciay4asX ObLT HCHOJIB30BaH OJUH
BEHO3HBIM J0CTYyI, U 00pa3oBaHUE MPEIUNUTATOB HAOIIOAATOCh HEMOCPEACTBEHHO B CHCTEME
JUIsl BHYyTPUBEHHOI'O BBEJEHMS. Takke onucaH, KaK MUHUMYM, OJMH ClIydail CO CMEPTEIbHBIM
UCXOJIOM TIPH Pa3IMYHBIX BEHO3HBIX JOCTYIaX U B Pa3IMYHOE BpeMs BBEACHUS Le(TpUaKCOHA U

KaJIbLIMMcoepKauX pacTBopoB. [Ipm 3TOM 1O pe3ynapTaTaM HCCIEIOBAHHUS AyTOICHH Y
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 16.01.2025 N2 743
JAHHOTO HOBOPOKACHHOIO INPEHMIUTAaThl He Obul | OOHa yskeHEl.E [THo00H e (Cify1an

HaOJTIOJATMCh TOJIBKO Y HOBOPOXKIEHHBIX (CM. pazaen «OcoOble yKa3aHus ).

3aperucTpupoBaHbl Ciiydaw 0Opa3oBaHUsS MPEHUIUTATOB IE(TPHAKCOHA B MOYCBBIBOISIINX
NyTAX, TJIABHBIM 00pa3oM, y JeTel, MOIy4aBIINX JIMOO OONbIIME CyTOYHBIC JO3bI Ipernapara
(>80 mr/kr B cyTkHM), MO0 KyMynaTHBHBIE 036l Oomee 10T, a TakKe HMMEBIIMX
JIOTIOJTHUTEIbHBIE (aKTOphl pHCKa (00E3BOKMBAaHME, TOCTEIbHBIN pexuM). OOpa3oBaHue
NPELUUIIUTATOB B TOYKAX MOXKET MPOTEKAaTh OSCCUMNOTOMHO WJIM TPOSIBISATHCS KIMHUYECKH,
MOXET MPHUBOAMTH K OOCTPYKIIMM MOYETOYHHMKOB M MOCTPEHAIBHOM OCTPOH MOYEYHOMH
HEJOCTAaTOYHOCTU. JlaHHOE HeXellaTelnbHOe SBJICHHE HOCUT OOpaTUMBIM XapakTep M Hcuye3aeT
nociie MpeKpamieHus Tepanuu nedTpruakcoHa.

Obwue paccmpolicmea u HapyuwieHus 8 mecme 66edeHus. B PEIKUX cCiydasx (uedHuT mocie
BHYTPHBEHHOTO BBeleHUs. Ero MoxHO wn30exarh, BBOJS NpenapaT MEIJICHHO B TEUYCHHE
5 MUHYT, IPEANOYTUTEIBHO B KPYIIHYIO BEHY.

BHyTpuMbIlIeyHast HHbEKIUS Oe3 npumeHeHus MIu0oKaurHa 00Ie3HeHHa.

Ilepeno3upoBka

Llepmpuakcon

IIpu nepeno3upoBKE TIeMOJAManu3 M NEPUTOHEATbHBI JUANIU3 HE CHU3SAT KOHLEHTpaluu
npenapara. B ciiydyae nepeno3upoBKU pEKOMEHIyETCsl CAMITOMATHYECKOE JIEUEHUE.

Jluookaun

[Tpu nepeno3mpoBKe JHJOKaMHA TOKCHYECKHE peaklMM HaOII0JaroTcsl TNIaBHBIM 00pa3oM co
CTOpOHBI LIeHTpanbHO# HepBHOU cucteMbl (LIHC) u cepneuno-cocyaucroit cucremsl. [lpu aTom
TOKCHMYHOCTH co cTopoHbl LIHC mporpeccupyer, Takum 00pa3oM, CTENEeHb TSHKECTH CUMIITOMOB
HapacTaer.

IIpn HempeaHaMEpeHHOM BBEICHUM IIpenapara B COCYJUCTOE pYyCIO YKa3aHHbIE Jaliee
CHUMIITOMBI BO3HHMKAlOT HEMEMJIEHHO (T. €. uepe3 1-3 MHMHYTHI), a IpU MEPEJO3UPOBKE - C
3anepxkoi B 20-30 MUHYT.

K panHuM cumnToMaM nepeao3HMpOBKH OTHOCSTCS: 3€BOTA, MapecTe3ud (B MEPBYIO OYEpE]b
BOKpPYI' pTa), COHJIMBOCTh, BO30YXJEHHE, TOJOBOKPYKEHHE, IIyM B YylIaX, TUIEpaKy3us,
HapylUIEHUE 3PEHUS, IU3apTPUs U aTAKCUs, a TAKXKE TOLIHOTA U PBOTA.

IIpy MHTOKCHKAIMU CPENHEN CTENEHU TSKECTH MOTYT NMPUCOCIUHATHCS MBILIEYHBIE CYJIOPOrU
WIM  MBIIICYHbIE  CMAa3Mbl, MNPEIUIECTBYIOIIME T€HEpaJu30BaHHbIM  cygoporaMm. [lpm
OTIpe/IeNIEHHBIX OOCTOATENbCTBAX 33 ATHUM MOXKET CJel0BaTh IMOTEpsl CO3HAHUS, YTHETEHHE

JbIXaHUA U KOMaA.
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ot 16.01.2025 N2 743
B TspkenbIx cilydasix BO3HMKAIOT TaKKE PEAKI[MU CO CTOPOHET E%E@Eﬂ)@yﬂjﬂ@ﬂbﬁ CHoTEeMBI

COOTBETCTBYET ZKCNEPTHOMY OTUETY

(vamie Bcero TOJIBKO IOCTE TMOSBIEHUS CHUMITOMOB CO CTOPOHBI IIEHTPAJbHON HEpPBHOM
CHCTEMBI) B BHJIE MTaJICHHSI apTEPHATIBHOTO IaBJICHUs, OpauKapIuu U apUTMHIA.

B cinyuyae oueHb TSDKENOM MHTOKCUKALlMM MOJKET HACTYNUTh IOJHAs aTPpUOBEHTPUKYJISIpHAs
0JI0KaZia 1 OCTaHOBKA Cep/la.

IIpu nosiBiIeHNH TPU3HAKOB OCTPOM CUCTEMHOM TOKCUYHOCTH CJIENYET HEMEIJIEHHO MPEKPaTUTh
BBeZieHHe mpemnapara. Crneuupuyeckoro anTupora Her. JledeHwe — mepeno3upoBKU
cuMITOMarudeckoe. B cirydae ocTaHOBKM cep/lia ciielyeT HEMEAJIEHHO HaYuHaTh CEpIeYHO-

JIETOYHYIO p€aHMMalMI0, B TOM YHUCJIC KYIIMPOBaHUEC alli03a.

B3aumopeiicTBHe ¢ APYTUMHU JIEKAPCTBEHHBIMH CPeACTBAMH

[Ipr oIHOBpPEMEHHOM NPUMEHEHUH OOJIBIINX /103 HEe(PTPUAKCOHA U «IIETIEBBIX)» ITUYPETHKOB
(manpumep, pypocemuia) HapyeHU GyHKIIUU MTOYEK HE HA0JII01aJI0Ch.

HmeroTcss MOpOTHBOpPEYMBBHIE JIaHHBIE O BEPOSTHOCTH IMOBBIIIEHUS HE(PPOTOKCHUYHOCTH
AMHHOTIIMKO3H/IOB TP UX MPUMEHEHUH € [e(aIoCTIOpUHAMH, TOITOMY HEO0OXOAUMO NMPOBOJANUTH
MOHHUTOPHHT MOYEYHOH (PYHKIIMHM W KOHLIEHTPAIMH aMHHOTIIMKO3HUIOB B KPOBU. YTIOTpeOIeHNE
ankoronss mocie BBeneHusi npemapata llepTpuakcon Kabm He  compoBoxkIanoch
mucynbhupamornonobnoi peakuuend. llegTpuakcon He comepkuT N-MeTUITHOTETPa30JIbHOM
rpynmnbl, KOTopass Morjia Obl BbI3BaTh HENEPEHOCHMOCTh 3TaHOJA M KPOBOTOYUBOCTb, YTO
NPUCYIE HEKOTOPBIM npyruM mnedanocnopunam. [IpoOenenua He BIHMsET Ha BBIBEICHHE
nedrpuakcona.

baktepuoctarnyeckue aHTUOMOTUKH CHKAIOT OAKTepUIIUAHBIN dPPEKT e TprakcoHa.

In vitro 6611 0OHAPYKEH aHTArOHM3M MEXIY XJIOpaM(pEHUKOIOM U e TPUAKCOHOM.

Henb3s wicrionb30BaTh pacTBOPUTENH, COAEPIKAIINE KAIbIMA, TaKue KaKk pacTBop Punrepa mmm
pactBop XapTmaHa, MpH TPUTOTOBICHWH pacTBOpoB mpemnapara lledprpuakcon Kabm mms
BHYTPHBEHHOTO BBEJIEHHUS M UX IOCIEAYIOIIET0 pa3BEelEeHUs M3-32 BO3MOXKHOIO O0pa3oBaHMS
HPELUITUTATOB.

OO0pa3oBaHrE TMPENUNUTATOB KaJIbIIMEBBIX COJICH HEePTpUAKCOHA MOXKET MPOUCXOIUTh U TPH
cmemennn mnpenapara lleptpuakcon Kabu B/B u KanpuuiicogepiKalluXx pacTBOPOB IMpHU
UCTOJIb30BAaHUM OJHOTO BEHO3HOro Jocrtyna. Henb3s ucnosib3oBaTh HePTPUAKCOH B/B
OJTHOBPEMEHHO C KaJbIMICOAEpKAIIMMU PacTBOPaMHU Ul BHYTPUBEHHOTO BBEAEHHUS, B TOM
quciIe C JUIMTENbHBIMH HMH(Y3UIMH KaNbIUHCOACP)KAIIMX pPAacTBOPOB, HANpUMeEp, IpH
napeHTepalbHOM TMUTAHWU C HCIIOJb30BaHWEM Y-KOHHeKTopa. [lJiss BceX Tpymi MaIMeHTOB,
KpOME€ HOBOPOXJIEHHBIX, BO3MOXHO IOCIeIoBaTeIbHOE BBeJeHHe mpenapata LlepTpuakcon
Kabu B/B M KanbpLMicOJEpXAIIUX PACTBOPOB NPHU THIATEIHHOM MPOMBIBAHUHM HH(Y3MOHHBIX

CHUCTEM MEXIy BIHBAaHUSIMH COBMECTHMOW JKHAKOCThIO. McciaemoBanus in - Vitro ¢
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 16.071.2025 N= 743
UCIIONB30BAaHUEM IUIa3Mbl KPOBHM B3pOCIOrQ 4enoBARa) (M| E MiagMeT E My oBAAHON ] (KDOBU

HOBOPOXKJICHHOTO CBUJETENIBCTBYIOT O IOBBIIIEHHOM PHCKE O0pa30BaHMs KaJIbLUEBBIX COJIEH
ne()TpHaKCOHAa Yy HOBOPOXACHHBIX (cM. pazgensl «Crnoco0d TpPUMEHEHHS U JI03bI»,
«IIpoTHBOIIOKa3aHUAN).

IledTpuakcon dpapMaieBTUUECKH HECOBMECTHM C aMCAaKpUHOM, BAHKOMHUIIMHOM, (DIIyKOHA30J10M
U aMuHorMKo3uaamMu. Heo6xomumo paszienbHoe BBEICHHE.

[Ipu nmpumenenun aHtaroHuctoB ButamuHa K Ha ¢one Tepanmum mnpenapatom Lledrpuakcon
Kabu mnoBblmaercst puck kpoBoTeueHHs. CiemyeT MOCTOSHHO KOHTPOJIMPOBATH IapameTphl
CBEpPTHIBAHUS KPOBH U IPU HEOOXOAMMOCTH KOPPEKTUPOBATh 103y aHTUKOAryJisHTa Kak B XOJ€,
TakK ¥ 1ocJie OKOH4aHus Tepanuu npenaparom Ledrpuakcon Kadwu.

[Toka3an cuHEpPru3M MexIy He(pTPHaKCOHOM M aMUHOTJIMKO3WIAAMU B OTHOLIEHHHM MHOTHX
rpaMOTpHIATENbHBIX OakTepuil. HecMoTpss Ha TO, 4TO mMOBBIMIEHHAS 3(PPEKTHBHOCTH TaKUX
KOMOMHAIMK He Bcerja mpejackasyema, ee CleJyeT UMETh BBHY IPHU TSDKENbIX, YTPOXKAIOLIMX

XKHU3HUA HHOEKIUSIX, TAKUX Kak 00ycaoBieHHbIx Pseudomonas aeruginosa.

Oco0ble ykazanust

Peakumy runepuyyBCTBUTEIBHOCTH

Kak u npu npumeHeHuu Apyrux [-JakTaMHBIX AaHTHOMOTUKOB, OBUIM 3aperuCTPUPOBAHBI
Cepbe3Hble peaKlUU T'MIIePYYBCTBUTEIBHOCTH, B TOM YMCJIE CO CMEPTEIbHBIM HCXOAOM (CM.
pazgen  «lloGounoe  nelictBue»). Peakuumum  TUNEpUYyBCTBUTENBHOCTH  TAKXKE  MOTYT
nporpeccupoBath A0 cuHapoma KoyHuca — cepbe3HOil ajiepruueckoi peakiiiu, KOTopas MOKeT
NpUBECTH K MH(apKTy MHOKapaa (cM. paznen «Ilobounoe aerictue»). [lpu pa3Butum Tsxkenon
peaKkuMy THUIEepYyBCTBUTENIBHOCTH Tepanuio mnpenaparoMm Lledprpuakcon Kabu Heobxomumo
HEMEIJIEHHO OTMEHUTh M MPOBECTU COOTBETCTBYIOLUE HEOTJIOXKHBIE JieueOHbIE MEpPONPUSATHS.
[lepen wnauanom Tepanuu mpenaparoM lleprpuakcon Kabu HeoOXoauMoO YCTaHOBUTH
HaOMIo#anMch JM Yy MalMeHTa pPeakUMH TUIEePYYBCTBUTEIBHOCTH K  I€PTPUAKCOHY,
nedanocnopuHaM MM TsKENble PEeakIMM TMIEepPUyBCTBUTEIBHOCTU K JPYTUM [-TaKTaMHBIM
AHTUOMOTHKAM (TMIEHULIUJUIMHBI, MOHOOAKTaMbl U KapOareHeMbl).

HeobxonuMo coOummroaTh OCTOPOXKHOCTh IMPH NPUMEHEHUHM LeQTpUakcoHa Y MalUEHTOB C
HETSDKENBIMU  PEAKIMAMU TUIEPYYBCTBUTENBHOCTH K JPYTMM [3-JIAKTaMHBIM aHTHOMOTHKAM
(MeHUIMIUTMHBL, MOHOOAKTaMbl M KapOarieHeMbl) B aHAMHE3e.

B cBsi3u ¢ Tepanueil negTpuakcoHOM OTMEUAINCh TSXKEble KOXKHbIE HE)KeJIaTelbHbIE PeaKuu
(cungpom CruBeHca-/[»xoHcoHa wunu cuHApoM Jlalenna/TOKCHYECKH  AIuaepMallbHbIN
HEKPOJIU3) M JIEKapCTBEHHAsl peakius ¢ 303uHoduinel u cucreMusiMu cumntomMamu (DRESS),
KOTOpbIE MOTYT OBITh >KU3HEYTPOXKAIOIUMH WIN (aTadbHbBIMM; OJHAKO YacTOTa JaHHBIX

SIBJICHUU HEM3BECTHA.
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025 Nz 743
TENEHOCTE 0008)

ot 16.0
lemonuTHYECKas aHEMUS (MOCNEODBL

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Kak u nmpu npumeHeHuu Apyrux 1edanocnopyHOB, MPU JICYCHUH HEPTPUAKCOHOM BO3MOKHO
pa3BUTHE AyTOMMMYHHOH T'€MOJINTUYECKOM aHEMUHU. 3aperucTpUpOBaHbl Cilaydau TsKEIOU
FEMOJMTUYECKON aHEMUU y B3pPOCIBIX U JIeTed, B TOM YMCIE CO CMEPTEIbHBIM HcxoaoM. [lpu
pPa3BUTUU y MAIMEHTA, HAXOSIIET0Cs Ha JIeYeHUH e(TPUaKCOHOM, aHEMHUU HEJIb3sI UCKITIOUUTh
JIUarHo3 1edanocrnopuH-acCOLMUPOBAHHON aHEMUU W HEOOXOIMMO OTMEHUThH JIeUeHHUe 0
BBISICHEHMSI IPUYHHBI.

JTnapes, ser3BanHasg Clostridium difficile

Kak ¥ nipu npuMeHeHHH OOJIBIIMHCTBA JPYTHX aHTHOAKTePHATbHBIX MPENAapaToB, MPHU JCUYCHUH
e TPUAKCOHOM 3apETHCTPUPOBAHBI CIIy4an pa3BUTHs auaped, BeizBanHoi Clostridium difficile
(C. difficile), paznuuHoii TsKECTH: OT JIETKOW JUApEd O KOJHMTA CO CMEPTEIbHBIM HCXOIOM.
JleueHne aHTHOAKTEPHAIBHBIMU MPEIAPATAMHU MOJABIISCT HOPMAIbHYI0O MUKPO(IOPY TOJICTOM
kuiiku U nposouupyet poct C. difficile. B cBoro ouepens, C. difficile o6pasyer Tokcunsr A u B,
KOTOpbIC sBISIOTCS (hakTopamu matoreHe3a auapew, BeiBanHoii C. difficile. IItammer C.
difficile, runepnpoayuupyromme TOKCUHBI, SBISIOTCS BO30YAUTEIIMA HH(EKIHUHA C BBICOKHM
PHUCKOM OCJIO)KHEHUH W CMEpPTHOCTH, BCIEACTBUE BO3MOXHOM MX YCTOMYHMBOCTH K
AQHTUMHUKPOOHOH Tepanuu, JIeYeHHEe >K€& MOXeT MoTpeboBaTh KodKTOMHHA. Heobxomumo
IOMHHTh O BO3MOXHOCTH pa3BuTHs auapeu, Bbi3BanHoit C. difficile, y Bcex marmeHToB C
nuapeeit mociie antuOnoTHKoTepanuu. Heo6xomum TimatenbHblil cOOp aHaMHe3a, T.K. OTMEUCHBI
cllyyan BO3HHMKHOBeHHWs nuapew, Boi3BaHHOU C. difficile, cycrs Oonee yem 2 mecsna mocie
Tepanuyd aHTHOMOTHKAMH. IIpH IMOJO3PEHHMH WM TOATBEPKICHUM IWaped, Bbi3BanHOM C.
difficile, Bo3moxHO moOTpeOyeTcss oTMeHa Tekymiedi He HampasieHHoi Ha C. difficile
AQHTHOMOTHUKOTEpanki. B COOTBETCTBHM C KJIMHHYSCKMMH [MOKA3aHUSIMA JIOJDKHO OBITH
HAa3HAYCHO COOTBETCTBYIONICE JICUCHHE C BBEJCHHEM KHUIAKOCTH W DJIEKTPOIUTOB, OEIKOB,
antuOuorukorepanus B orHourenun C. difficile, xupypruueckoe neuenue. Hemb3si npuMeHsTH
JIEKapCTBEHHBIE CPE/ICTBA, TOPMO3SIIUE IEPUCTATBTHKY KHIIICUHUKA.

CynepuHdekuuu

Kak u npu nedeHuu JpyrumMu aHTHOAKTEpHATbHBIMM IpenapataMy, MOTYT pa3BUBATbCS
cynepuHQpeKInH.

O6Da3OBaHI/IC NPESHUNINUTATOB KaJbIIMEBOM COJIN HCd)TDI/IaKCOHa

[Tocne mnpumeHeHHuss Ue(PTPUAKCOHA, OOBIYHO B J103aX, MPEBBIIIAIOMIUX CTaHJIAPTHBIE
pexomeHioBaHHble (1 T B cyTku u Oosee), Mpu yJIbTPa3ByKOBOM HMCCIEIOBAHUU KETIHOTO
My3bIpsl BBISBISUINCH MPELUIIUTAThl KalbIIMEBOM COJIM LePTpUakcoHa, oOpa3oBaHHE KOTOPBIX
HanOoJiee BEpOSATHO y MAlMEHTOB JETCKOro Bo3pacTa. IIpenunurarel penko AaiT Kakyo-110o
CHUMIITOMATUKY U MUCUE3al0T Mocye MpeKpalleHus Tepanuu nedTpuakconoM. B ciyuae, ecinu 3tu

SABJICHUS COIIPOBOXKIAIOTCA KIUHAYECKOM CI/IMHTOMaTI/IKOI\/'I, PEKOMCHAYETCA KOHCECPBATHBHOC
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ot 16.01.2025 N2 741
HEXUpPYprH4ecKoe JIeYeHHe, a pelieHne o0 OoTMeHe N{RIADAa/|0CEABTACTCH [HA THeMOTpoHIe

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Jiedaniero Bpaya v JOJKHO OCHOBBIBATHCS HA MHIMBUAYaIbHON OLIEHKE MOJIb3bI U PUCKA.
HecMmotpst Ha Hanmuuue DaHHBIX 00 00pa30BaHWU BHYTPHCOCYIUCTBIX MPEIHUITUTATOB TOJIBKO Y
HOBOPOXXJCHHBIX TPH MPUMEHCHHH Ne(TPUAKCOHA M KaIbIUUCOJEPKAMX HH(PY3HOHHBIX
pacTBOPOB WM JIOOBIX APYTUX KajblMiicoAepxaliux mpenaparos, npemnapaT Lledrpuakcon
Kabu He cienyer cMemmuBaTh WJIM Ha3HA4YaTh JIETSAM U B3POCIBIM MallMeHTaM OJHOBPEMEHHO C
KaIbIUHCOEepKAMMHA UH(QY3UOHHBIMH PACTBOPAMHU, JAXKE HCIOIb3YS PAa3IHMYHBIC BEHO3HBIC
noctynbl (M. pasaensl «IIpoTuBonokazanusy, «B3anMoaelicTBrue ¢ IPYrUMH JIEKAPCTBEHHBIMU
CpEICTBaAMM).

[Tankpeatut

Y  OONbHBIX, TOJYYaBIIUX IEPTPUAKCOH, OMHCAHBI pPEIKHE CIydau [aHKPEaTHTa,
Pa3BHBAIOIIECTOCS, BO3MOYKHO, BCIICJICTBHE OOCTPYKIIMH JKCITYHBIX IyTeH. Y OOJBIIMHCTBA U3
3TUX OOJBHBIX YK€ JI0 3TOTO UMENHUCh (PAKTOPHI PHCKA 3aCTOSl B KEIYHBIX MYTSAX, HAPUMED,
paHee MPOBOJUBIIASICS Tepamus, TsOKeIble 3a00JieBaHUS W TOJHOCTBIO TMapeHTepaibHOe
nutaHue. [lpu 5TOM HeNb3s HCKIIOYUTh ITyCKOBYIO pOJb B Pa3BUTHH TAHKPEATHUTA
00pa30BaBIIMXCS MO BIUSHUEM e TpHaKCOHA MPEIUITUTATOB B )KEITYHBIX ITyTSIX.

[IpuMeHeHne v aeTe

besonacuocts u 3¢ dexTuBHOCTS npenapata Ledrprakcon Kabu y HOBOPOXKIEHHBIX, TPy IHBIX
JeTeil U aereil Miaamero Bo3pacta ObUIM ONpPENeIeHbI Ul J03UPOBOK, OMUCAHHBIX B paslele
«Crnoco6 mnpumeHeHuss © J03b». MccnemoBaHuws —TMOKasalid, YTO MOJO0HO APYTHM
nedanocnopuaMm 1eHTPUAKCOH MOXKET BBITECHSITh OWUIMPYOUMH M3 CBSI3U C CHIBOPOTOUYHBIM
ansOymuHoM. IIpenapar LledTpuakcon Kabu Henb3st IpUMEHATh Y HOBOPOXKJIEHHBIX, 0COOEHHO
HEJIOHOIIEHHBIX, Y KOTOPBIX €CTh PUCK pa3BUTHs OWIMPYOMHOBOM sHIEdanonaTuu (CM. paaein
«IIpoTHBOIIOKa3aHU).

MoHuTOpHHT aHAIN3a KPOBU

HpI/I AJIATCIIBHOM JICUCHUH CIICAYCT IIPOBOJUTDH MOJIHBIA aHaIIu3 KpOBH.

Peaxkimsa Apuma-I'epkcreiimepa (JHR)

VY HEKOTOpBIX MAIMEHTOB C MH(EKINEH, BbI3BAHHON CIIUPOXETaMU, MOKET Pa3BUTHCS peaklus
Apuma-T'epkcreiimepa (JHR) Bckope mocne nHawana tepanum nedrpuakconoM. JHR o6puHO
ABJIAETCS CaMOOI'PAHUYMBAIOLIMMCSI COCTOSTHUEM HWIJIM MOYKET KOHTPOJIMPOBATHCS C HMOMOLIBIO
CHUMIITOMAaTUYECKOTro JieueHHus. Tepamuio aHTMOMOTMKOM HE CleAyeT MpeKpamarh Mpu
BO3HUKHOBEHUH JIAHHOM peakiuu.

Bansgane Ha PE3YIBTATHI J'Ia6ODaTODHBIX AHAJIM30B

[Ipu nedyeHuu u1EPTPUAKCOHOM Yy TMAIMEHTOB MOTYT OTMEYaTbCs JIOXKHOIOJIOKUTEIIbHBIE
pesyabTatel mpoObl KymbGca. Kak u apyrume aHTHOMOTHKH, Le()TPUAKCOH MOXKET JaBaThb

JIO’KHOTIOJIOXKUTENbHBIM pe3ysIbTaT MPoObl Ha FaJIaKTO3EMHUIO.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.01.2025 N2 741
JI0’)KHOTIONOKUTENBHBIE PE3YIbTAaThl MOTYT OBITH MOJTYYIeHEI [ VE OPYE OITPen eI BI0KO3bl B

Moue HehepMEHTHBIMU METOJIaMH, TO3TOMY B XOJI€ Tepanuu He@TPHaKCOHOM TIIIOKO3YpHIO MPU
HEOOXOIMMOCTH HY>KHO OIPENENATh TOJNBKO (epMEHTHBIM MeTonoM. LlegTpmakcoH Moxer
BbI3bIBaTh HEJOCTOBEPHOE CHI)KEHHE II0Ka3aTeleil TIJIMKEMHMM, IIOJIYYEHHBIX C IIOMOIIbIO
HEKOTOPBIX YCTPONCTB MOHUTOPHHIA COJEpXKAaHUS TJIIOKO3bI B KpPOBH (CM. YyKa3aHHs B
PYKOBOJICTBE IO NPHUMEHEHHUIO HCIOIb3yeMOro ycTpoiictBa). Ilpu HEoOX0oAMMOCTH ciexyer
MCII0JIb30BaTh AJIbTEPHATUBHBIE CIIOCOOBI OIIPEIETIEHMSI IIIFOKO3bI B KPOBU.

CopaeprxaHue HATpUs

B xaxgom d¢umakoHe nekapctBeHHoro mnpenapata lledprpuakcon Kabu mosuposkoit 500 mr
coxepxutcs 1,8 mmonb (41 mr) HaTpus; B KaxaoM diakoHe gpo3upoBkoit 1000 mr — 3,6 MmoIib
(83 mr) Harpust; B kaxkaoM (urakone po3upoBkoit 2000 mr — 7,2 mmonb (166 mr) Hatpus.

9t0 CJICOAYCT MMIPHUHATHL BO BHUMAHUC MMAlITUCHTAM, HAXOAAIIUMCA Ha JUCTC C KOHTPOJICM HATPH.

Binsinne 1ekapcTBEHHOT0 Npenapara Ha CHOCOOHOCTb YNPABJIATH TPAHCIIOPTHHIMH
CpeACcTBAaMH M MeXaHU3MaMH

Her naHHBIX, CBUIETENBCTBYIONIUX O BIHMSHUU Mpenapara Ha BOXKJICHUE TPAHCTIOPTHBIX CPEICTB
u paboTy ¢ MamMHaMu ¥ Mexanu3mamu. OJIHaKo BO BpeMs Tepanuu npernapatoM LlegTpruakcon
Kabu cnenyer cobmtoaTh OCTOPOXKHOCTH MPH YIPABICHUU TPAHCIOPTHBIMHU CPEICTBAMH U
paboTe ¢ MexaHM3MaMH B CBS3H C BO3MOXHOCTHIO BOSHUKHOBEHHS TOJIOBOKPYKEHUS U JAPYTUX
HEXEJNAaTeNbHBIX PEaKIMi, KOTOPhIE MOTYT BIUATH HA CIIOCOOHOCTh YIPABISITH TPAHCIIOPTHBIMU

CpeacTBaMu U MCXaHU3MaMU.

dopMa BbINIYCKa

[Topomiok s MPUTOTOBIIEHUST PAacTBOpa /Il BHYTPUBEHHOTO M BHYTPHUMBIIIEYHOIO BBEJICHUS
500 mr, 1000 Mmr, 2000 mr.

[To 500 Mr akTHBHOTO BeIIECTBAa B CTEKJIIHHOM (PJIAKOHE JJIS1 HHBEKIMIA BMECTUMOCTBIO 15 M,
YKYTIOPEHHOM pPE3MHOBOM MPOOKOH 1 aJTIOMHUHHMEBBIM KOJITAYKOM C MJIACTUKOBOM KPBIMIKOHN Jis
KOHTpOJIsI iepBOro BCKpbITHs. 1 mnu 10 ¢akoHOB BMecTe ¢ MHCTPYKLUMEH MO MPUMEHEHUIO
MOMEIIAIOT B NAUYKy KAPTOHHYIO.

[To 1000 Mr akTMBHOTO BEIIECTBA B CTEKJISTHHOM (DJIaKOHE JJIs1 HHBEKIUIl BMECTUMOCTBIO 15 mul,
YKYTIOPEHHOM PE3MHOBOM MPOOKOH 1 aJIOMHUHHUEBBIM KOJIIAYKOM C MJIACTUKOBOM KPBIIIKON IS
KOHTpOJIsl mepBoro BCKpbITHs. 1 mnu 10 ¢akoHOB BMecTe ¢ MHCTPYKLUMEH MO MPUMEHEHUIO
MOMEIIAIOT B NAUYKy KAPTOHHYIO.

[To 2000 Mr aKTUBHOTO BEIIECTBA B CTEKJISIHHOM (hJIaKOHE JIJIsi MHBEKIIUI BMECTUMOCTBIO 15 M,

YKYTIOPEHHOM pE3WHOBOM MPOOKOH M aTIOMHUHHMEBBIM KOJIAYKOM C IJIACTUKOBOM KPBIIKON IS
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KOHTpOJIS 1epBOro BCKpbITUsA. 1 mnm 10 duakoHOB BMECTE [¢EHCFRYKEAHHHITO TPUMEHEHHTO

MOMEIIAIOT B TAUYKy KAPTOHHYIO.

YciaoBust XxpaHeHUs
IIpu Temnepatype He Bbiie 25 °C B 3alIUILIEHHOM OT CBETa MECTE.

XpaHUTb B HEOCTYITHOM JUIS IETEH MeECTe.

Cpox rogHoctTu
3 rona.

He MNPUMCHATH 1O UCTCUYCHUU CPpOKa rOAHOCTHU.

YcaoBus ornycka

OTITyCKarOT MO pelenTy.

Jlep:kaTesib PerucTPAIHOHHOTO Y10CTOBEPeHUsl

Dpesennyc Kaodu Joiunang ['M6X, I'epmanus/Fresenius Kabi Deutschland GmbH, Germany
Else-Kroener-Strasse, 1, 61352 Bad Homburg v.d.H., Germany

IIpousBoauTeab

JIabecai - JTabopatopuoc Anmupo C.A., TTopryranus/ Labesfal - Laboratorios Almiro, S.A.,
Portugal

3ona Unpactpuan ao Jlareno, Cantesiro ae becreiipoc, 3465-157, Topryramus/ Zona Industrial
do Lagedo, Santiago de Besteiros, 3465-157, Portugal

3a mo0oit nHpoOpMaIeil o mpenapare, a TAkKe B CIydasX BOZHUKHOBEHUSI IPETCH3UN CIIeIyeT
00pamaTbesi K MECTHOMY TIPEICTABUTEIIO IEPKATENsl PErHCTPAIMOHHOTO YIOCTOBEPEHHS.

IIpencraBuTesb AepKkaTess perucTPaiOHHOIO YA0CTOBEPECHHS

[IpereH3un HOTDe6I/ITeJ'IeI71 CJICAYET HAIpPaBJIITh IO aApecy.

Poccuiickasa ®edepayus

000 «Dpezennyc Kadu»

125167 r. Mocksa, Jlenunrpaackuit mpocmekt, 1om 37, kopm. 9, 9T.3, [IOM. XXIV, KOM.15
Ten.: +7 (495) 988-45-78

Dnextponnas nmoura: drugsafety-ru@fresenius-kabi.com
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