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Me:kayHapogHOe HeMATEHTOBAHHOE MJIH I'PYNIIHPOBOYHOE HAMMEHOBaHHUE: 1Ie()TPHAKCOH
JlekapcTBennasi popma:

HOpOH_IOK AJI IIPUTOTOBJICHUA paCTBOpa AJid BHYTPUBCHHOI'O U BHYTPUMBIIICYHOT'O BBCACHUA

Cocras:

1 (haaKoH COIEPIKHUT:
JlelicTByto11€€ BEIIECTBO: 10r
[edTprakcoH HATPHS TPHCECKBUTHIPAT 1193 mr
(B mepecuere Ha e TPHUAKCOH) 1000 mr

Onucanue:

HOpOIJ_IOK 0eJ10ro M 6eI0ro ¢ KEITOBATHEIM OTTEHKOM OBECTA.

dapmakoTepaneBTHYECKasi TPYNIAa: aHTHOAKTEpUaJIbHBIE CPEACTBA CUCTEMHOIO ACUCTBUS; IpyTrHe
Oera-nakTamMHble aHTHOAKTEpUAJIbHBIE CPEACTBA; 11€(haTOCIIOPUHBI TPETHETO MOKOIEHHUS.
Kon ATX: [J01DDO04]

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

LledTpuakcon - mapeHTepaibHbIil HedanocnopuHoBbiii aHTHOMOTHK [II mokonenus. bakrepunmanas
aKTHBHOCTh IeTpHakcoHa OOYCIIOBIICHAa TMOJABICHHEM CHHTE3a KJICTOYHOH CTeHKH. In Vitro
ne(TpUaKCOH 00NafaeT MIUPOKUM CHEKTPOM JEHCTBHS B OTHOLIEHHUM TPaMOTPHUIATENbHBIX U
TPaMITIOJIOKUTEIBHBIX MUKpPOOPraHu3MoB. OH BBICOKOYCTOWYHMB K OOJIBIIMHCTBY [-nakTama3s (Kak
NeHUIWJUIMHA3, TaKk W  [edaloCopuHa3), BbIPa0AThIBAEMBIX  T'PAMIIOJIOXHUTEIBHBIMH U
IpaMOTPULIATEIbHBIMU OAKTEPHUSIMHU.

[{edTprakcoH 0OBIYHO AKTUBEH B OTHOILIEHUH CJIEAYIOIIUX MUKPOOPTaHU3MOB.
I'pamnonorcumensvnuie azpoouvt.

Staphylococcus aureus (MeTHIIMIUTMHOYYBCTBUTENIBHBIN), KOAryla30-0TpUIATeIbHbIE CTaA(QUIOKOKKH,
Streptococcus  pyogenes  (B-remonmutmueckuii, rTpymmel A), Streptococcus agalactiae (-
TEMOJINTHYECKHH, Tpynmbl B), B-remonuTrueckue cTpenTokokku (rpynmsl HU A, Hu B), Streptococcus

viridans, Streptococcus pneumoniae.


http://www.rlsnet.ru/atc_index_id_3429.htm
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Ipumeuanue. MetunmmuHoycroiunssie Staphylocqgccus spﬁrbeénggegiﬂeﬁh: Ere_d;aﬁbdﬂgﬁﬂﬂak{h TOM

uncie, K nedprpuakcony. Kak mpasuio, Enterococcus faecalis, Enterococcus faecium wu Listeria
monocytogenes Tak:ke yCTOMYHBBI.

I'pamompuyamenvhsie aspoowt.

Acinetobacter Iwoffii, Acinetobacter anitratus (rmaBusiM o6paszom, A. baumannii)*, Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankamureHononoOHbsie Oaktepuu, Borrelia
burgdorferi, Capnocytophaga spp., Citrobacter diversus (8 Tom uucne C. amalonaticus), Citrobacter
freundii*, Escherichia coli, Enterobacter aerogenes*, Enterobacter cloacae*, Enterobacter spp.
(mpoume)*, Haemophilus ducreyi, Haemophilus influenzae, Haemophilus parainfluenzae, Hafnia alvei,
Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella catarrhalis (panee Ha3bIBaBIIAsICS
Branhamella catarrhalis), Moraxella osloensis, Moraxella spp. (mpouue), Morganella morganii,
Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides,
Proteus mirabilis, Proteus penneri*, Proteus vulgaris*, Pseudomonas fluorescens*, Pseudomonas spp.
(mpoume), Providencia rettgeri*, Providencia spp. (mpouue), Salmonella typhi, Salmonella spp.
(metudouannie), Serratia marcescens*, Serratia spp. (mpoume)*, Shigella spp., Vibrio spp., Yersinia
enterocolitica, Yersinia spp. (mpoure).

*HCKOTOpHe HU30JIAThI 3TUX BHUIAOB YCTOI\/'ILII/IBBI K He(prHaKCOHy, T'JIaBHBIM 06pa30M, BCJICACTBHUC
o0Opa3oBaHus - 1akTamas, KOOAUPYEMBIX XPOMOCOMAaMHU.

** HekoTopble M30JAThl 3TUX BHUJOB YCTONYMBBI BCIEJACTBUE 00pa30BaHUs 1LIE€JIOTO psijia MIa3MUI0-
OMOCPCAOBAaHHBIX B- JJaKTaMas.

HpuMeanue. MHorue nrraMmmsbl BBIICYKA3aHHBIX MUKPOOPIraHU3MOB, IMOJIMPE3UCTCHTHLIC K APYTr'UM
aHTI/I6I/IOTI/IKaM, TaKMM KaK aMUHOIICHUIWJUIMHBI U YPECUIOTICHUINJIJINHBI, ue(banocnopnm,l IEPBOro u
BTOPOT'O IMOKOJICHHUA U aMUHOTJIMKO3UAbI, YYBCTBUTCIIbHBI K He(prI/IaKCOHy.

Treponema pallidum gyBcTBHTENBFHA K LEePTpHAKCOHY IN VIr0 M B SKCIIEPUMEHTaX Ha >KUBOTHBIX.
Knunuueckue HcObITaHUA IIOKa3bIBAIOT, 4YTO I_IC(I)TpI/IaKCOH 06J1a;[aeT XOpOH.ICfI B(I)(I)CKTI/IBHOCTLIO B
OTHOIICHHWU IIECPBUYHOTIO HW BTOPUYHOIO cmi)mmca. 3a oueHsr HEOOJBIINMU HUCKIIIOYCHUAMU,
KJIMHHYECKHE U30JIAThI P. aeruginosa ycToi4yuBel K IIETPHAKCOHY.

Anapoowt:

Bacteroides spp. (xemueuyBctBuTensubie)*, Clostridium spp. (kpome C. difficile), Fusobacterium
nucleatum, Fusobacterium spp. (mpoune), Gaffkya anaerobica (panee maswiBaromiascs Peptococcus),
Peptostreptococcus spp.

*HekoTopbie U30JATHI 3TUX BUAOB YCTOWYMBHI K IIe(pTPHAKCOHY M3-3a 00pa3oBaHusl -ITaKkTamas.
Ilpumeuanue. Muorue mramMMbl 3-1akramazoodpasyromux Bacteroides spp. (B uactaoctu, B. fragilis)

ycroiuussl. Ycroiuus u Clostridium difficile.
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YyBCTBUTENBHOCTD K LE(TPHAKCOHY MOXKHO OIICIEISTE ”ﬁ%éﬂﬁ%i%ﬂ%ﬂﬁ' Mé‘rg,&gl:l:l WIH

METOZIOM CEpUHHBIX pa3BEJCHUI Ha arape WM OyJbOHE, HCIOJIb3YS CTaHIAPTHYIO METOJUKY,
NOJOOHYIO TOM, KOTOPYIO peKOMeHAyeT MHCTUTYT KIMHHYECKHMX M JaOOpaTOPHBIX CTaHIApTOB

(MKJIC). UKJIC ycTaHOBHII ClIEAYIONMINE KPUTEPUHU OIICHKU PE3YJIBTATOB MPOOBI I e TpHaKCOHA!

qYBCTBUTEIHHBI YMEpPEHHO YCTONYHBBI
YYBCTBUTEIHHBI
Memoo pazeedenuti
IMomasnsaromas <8 16-32 > 64

KOHIICHTPAIUSs], MI'/JI

Memooduka ouckos
(mucx ¢ 30 Mkr nedrpuakcona) >21 20-14 <13
JluaMeTp 30HBI 3aICPIKKU

pocrta, MM

Jlns ompeneneHust cieayer Oparh AMCKH ¢ HEPTPHAKCOHOM, TaK Kak B HCCIEAOBaHHIX IN Vitro
MOKa3aHo, YTO e TPHAKCOH aKTHBEH B OTHOIICHWHU OTAEIBHBIX IITAMMOB, KOTOPBIE OOHAPYKUBAIOT
YCTOHYHMBOCTH MIPH UCIIOJI30BAHUU JUCKOB, IPEIHA3HAUCHHBIX JJIsl BCEH TPYIIbI 11e(hamoCcoprHOB.
Bmecro cranmaproB UKJIC nans ompeneneHuss 4YyBCTBUTEIBHOCTH MHUKPOOPTAHHU3MOB MOXKHO
UCIIOJIb30BaTh U JPYTHUe XOPOIO CTaHIapTU30BaHHbIE HOPMATUBBI, HaripuMmep, Hemernkoro nuctutyra
crangaptusanu DIN (Deutsches Institut fur Normung) u mexaynapoansie pexkomenganuu ICS
(International Collaborative Study), mo3BonsitomIMe ageKBATHO WHTEPIPETHPOBATH COCTOSHUEC
qyBCTBUTEIBHOCTH.

DapmakoKkunemuxa

dapMakOKMHETHKa  LeTpuakcoHa  HOCUT  HEIMHEHHBIH  Xapakrep. Bce  ocHOBHBIE
(bapMaKkOKMHETHYECKHE TapaMeTpbl, OCHOBaHHbIE Ha OOIIMX KOHIEHTpalUMsAX Ipernapara, 3a
WCKJIIOYEHHEM IEPHO0/1a MTOJIYBBIBEIEHUS, 3aBUCST OT O3Bl U BO3PACTalOT MEHEE YEM ITPONOPIIMOHATIBHO
e¢ yBenuueHuto. HenmHeHOCTh xapakTepHa JUIsl (hapMaKOKMHETUYECKHUX ITapaMeTpOB, 3aBUCSIIUX OT
o0miell KOHIICHTpalMK MePTpPHAKCOHA B IJIa3Me KPOBHU (HE TOJIBKO CBOOOAHOTO IedTpuakcoHa), u
00BSICHAETCS HACBHILIICHUEM CBSI3bIBAHUS IpenapaTa ¢ 0eiIKamMH I1a3Mbl KPOBH.

Bcacvisanue

MaxkcuManbHasi KOHLEHTpAlMs B IUIa3Me IOCJIE€ OJHOKPATHOIO BHYTPUMBIILIEYHOTO BBEACHHUS 1 T
mpemnapara CoCTaBJsieT OKOJIO 81 MI/J B TOCTUTAeTCsl B Tpeieax 2-3 4acoB MOCIJIE BBEACHUSI.
[Inomann mnox KpUBOHM «KOHIEHTpanuss B IIa3M€ — BpeMs» [OCIE€ BHYTPUBEHHOIO H
BHYTPHUMBIILIEYHOTO BBEACHUS OJIMHAKOBBI. DTO 03HAYAET, YTO OMOJOCTYIMHOCTh e TpUaKCOHa Mocie
BHYTPHUMBIILIEYHOTO BBeeHUs cocTaBisieT 100%.

[Tocne BHyTpuBeHHOTO OOM0ocHOTO BBeneHHs S00 mr u 1 r nmedTpuakcoHa cpeaHsss MaKCUMaJIbHAs

KOHIIEHTpaLus B 11azme kpoBu coctaBuia 120 mr/m u 200mr/n. [Tocne BHyTpuBeHHOM HHDY3HH
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500 mr, 1 1, 2 r nedTpraKcoHa KOHIIEHTPALUs Ipendpara B rffB&Mﬁ]&%gB;IEébg%gﬁﬁ'I'pr];G.'J'Ir/ESHTéHBHO

80, 150 u 250 wmr/m, coorBercTBeHHO. [locie BHYTPUMBIIIEYHONW HMHBEKIUH 3HAYECHUS CpeIHEH
MaKCHUMaJIbHON KOHLEHTPAIMK [eTPHAKCOHA B [Ia3Me KPOBU MPUMEPHO B JIBA pasa HIDKE, YeM IOCTe
BHYTPUBEHHOI'O BBEJICHHsI SKBUBAJIEHTHON J03bI NIpenapara.

Pacnpeoenenue

O0bem pacnpenenenus nedrpuakcona papusiercs 7-12 . [Tocne BBeaenus B go03e 1-2 r nedrpuakcon
XOPOUIO MPOHUKAET B TKAHU M KHUJIKOCTH OopraHu3ma. B teuenue Oonee 24 4acoB ero KOHICHTPALUU
HaMHOTI'O IPEBBIIAIOT MUHUMAJIbHBIE [TOJIABIISIFOIME KOHLIEHTPALMH JUIsl OOJIBIIMHCTBA BO30yIUuTENEH
uHpekuii 0onee yeM B 60 TKaHAX U KUIKOCTIX (B TOM UHCIE B JIETKUX, CEPILE, JKEIYHBIX MYTSX,
MIEYECHH, CPEIHEM yX€ M CIU3UCTOM HOCA, KOCTIX, a TaKKe CIMHHOMO3IOBOH, IUIEBPAJIbHOW H
CHUHOBHAJIbHOM KUIKOCTAX U CEKPETE NPEACTATEIbHOM Kee3bl).

[Tocne BHYTpUBEHHOIO MPUMEHEHUS LIEPTPHUAKCOH OBICTPO NPOHUKAET B CIUHHOMO3TOBYIO )KHIKOCTb,
rze OakTepHuIMIHble KOHIIEHTPAIlUU B OTHOLIEHUH YYBCTBUTEIbHBIX MUKPOOPTraHU3MOB COXPAHSIOTCS
B Te€4eHUE 24 4acos.

Cesazvleanue ¢ benkamu

LledTpuakcon obpaTuMo cBsA3bIBaeTcs ¢ albOyMUHOM. CTeneHb CBA3BIBAHMS COCTABIISET MPUMEPHO
95% nipu 3HaYEHMUAX KOHLEHTpAIMK LeTpUaKCcoHa B Mmiiazme kpoBu MeHee 100 mr/i.

Jlonst cBSI3aHHOTO € OEJIKOM I1a3Mbl KPOBH LI€(PTPHAKCOHA YMEHBILIAETCS C POCTOM €r0 KOHIIEHTPAaLlnHy,
TaK KaK CBSI3BIBAHUE HACHIIIAEMO M COCTABIISICT OKOJIO 85% mipu 3HaueHnn KoHneHTpamuu 300 mr/m.
Ilponuxnosenue 6 omoenvHvle MKaHU

LledTpuakcoH mpoHUKaeT yepe3 O0O0O0JOYKH I'OJOBHOTO M CIIMHHOIO MO3ra (MO3roBble 00OJIOYKH), B
HauOOoJIbIIEH CTETIEHU NpU UX BocnajgeHuu. CpeaHss MakCUMallbHasi KOHLIEHTpalus nedTpruakcoHa B
CIIMHHOMO3TOBOW JKUIKOCTH JOCTHraeT 25% OT KOHILIEHTpalMM IeQTpuakcoHa B IUIa3Me€ KPOBH Yy
NAalMEeHTOB ¢ OakTepuanbHbBIM MEHMHTMTOM, U TOJIBKO 2% OT KOHIEHTpalMW B IJa3Me KpPOBH Y
NAllMeHTOB C HEBOCHAJIEHHBIMH MO3TOBBIMH  000J0YkaMu. MakcuMmainbHas —KOHIIEHTpPAIUs
e TprakCoHa B CHMHHOMO3TOBOM YKUJIKOCTH IOCTUTAETCs yepe3 4-6 4yacoB MOCIIe €ro BHYTPUBEHHOTO
BBEJICHUSI.

LledTpuakcoH NpOXOAUT uepe3 IUIAleHTapHbI Oapbep. LledhTpuakcoH B MajbIX KOHIIEHTPALUSIX
BBIJICJIACTCS] C TPYAHBIM MOJIOKOM (3 — 4 % OT KOHLEHTpalMy B IIa3Me KpOBH Yy Marepu uepes 4-6
YacoB).

Memab6onusm

LlepTpuakcoH He NOJBEPraeTcs CHUCTEMHOMY MeETabolIM3My, a TpeBpallacTcsi B HEAKTUBHBIC
METa0OIHUTHI MO/ ACHCTBUEM KHIIEUHOU MUKPO(IOPHI.

Buiseoenue



COOTBETCTBYET 3KCMEPTHQ

ot 06.10.2023 N= 19763
OO0mmii MmIasMeHHBIN KJIMpeHC IedTpuakcoHa C crapmset | 1025 et | A bcdunsir :f;'ﬁFﬂpeHc

MY OTHETY

paBHsieTcs 5-12 mu/muH. 50-60% nedTpruakcona BRIBOAUTCS B HEU3MEHHOM BuUje moukamu, a 40-50%
- B HEM3MEHEHHOM BHUJAE KHIIEYHUKOM. [lepwoa mosyBbIBeZeHHS LEe()TPUAKCOHA COCTaBISIET Y
B3pOCJIBIX OKOJIO 8 4acoB.

DapmaKkoKuUHemMUKa 6 0COObIX KTUHUYECKUX CYUAAX

THayuenmeoi 0emckozo 6o3pacma

Y HOBOPOKJICHHBIX JIETEH MEPHOJ OTYBBIBEICHUA e TPHAKCOHA YBEIMUEH MO0 CPAaBHEHHUIO C IPYTHUMHU
BO3PAaCTHBIMHU Tpynnamu. B mepBble 14 JHEH KU3HH KOHIEHTpalus CBOOOJHOTO nedTprakcoHa B
IUIa3Me KPOBU MOYKET OBITh JIOTIOJIHUTEIILHO MOBBIIIEHA O1aroapsi HU3KOH KIIyOOUKOBOW (HIIBTpALIUU
¥ OCOOCHHOCTSIM CBSI3BIBAHMS MIperiapaTta ¢ OeIKaMH IIa3Mbl KPOBH.

VY manueHToB JAETCKOTO BO3pacTa IMEPHOJ TOJTYBBIBEICHHS MEHBIIE, YeM Yy HOBOPOXICHHBIX W
B3pOCJIBIX.

3HavyeHUs IUIA3MEHHOTO KIUpeHca W o0bema pacmpeseneHuss oOlmiero medrprakcoHa BBIINIE Y
HOBOPOXKJICHHBIX, TPYAHBIX A€TeH  AeTeil miaame 12 jeT mo CpaBHEHHIO ¢ TAKOBBIMH Y B3POCIBIX.
Tayuenmoi ¢ HapyweHuem QyHKyuy novex uiu neveHu

Y mnanuMeHTOB C JIETKOW WM YMEPEHHOW TIOYEYHOW WM TICUCHOYHOH HEJOCTATOYHOCTHIO
dapmakokHeTHKa UedTPUAKCOHA H3MEHSETCSl HEe3HAYWTeNnbHO. Jlake y MalMeHTOB ¢ TsKeIou
MOYEYHOW HEAOCTATOUYHOCTHIO OTMEYAETCS JIUIIh HEOOJBIIOE YBEIUMYCHHUE TTEPHO/Ia TTOTyBBIBEICHUS B
m1asMe KpoBU (MeHee 4eM B 2 paza).

YMepeHHOe yBeNMYEHHE Mepro/ia MoNyBbIBEICHUS e(TPUAKCOHA MPH MOYEYHOW HEJOCTAaTOYHOCTU
MOYET OOBSICHATHCS KOMIIEHCATOPHBIM MOBBIIIEHHEM HETIOUYEYHOT0 KIMpeHca o01ero nedTpuakcoHa
B pPe3yJIbTaTe CHU)KEHUS CBSI3BIBAHUS C OEITKaMHU.

VY manueHToB ¢ TEYEHOYHOH HENOCTaTOYHOCTHIO TMEPHOJ TIONYBBIBEACHHS Le(TpUAKCOHA HE
YBEJIMYUBACTCS B CBS3M C KOMIIEHCATOPHBIM TOBBIIICHHEM TMOYEYHOTO KiupeHca. [IpuuuHoii Takxke
CIIY’)KUT YBEIMYEHHE KOHLIEHTPAIIMK CBOOOJHOrO Le(TpHUaKCOHA B IIa3Me KPOBH, UYTO CIIOCOOCTBYET
napaJoKCATbHOMY TOBBIIICHHIO OOMIET0 KIMpEeHca Mpemapara. Hapsay ¢ TOBBIMIEHHEM O0IIero
KIIMPEHCa TaK)Ke OTMEYAETCs YBEITMUCHHE 00heMa pacipeiesieHHs.

Tayuenmoi nodcunozo u cmapueckozo 603pacma

VY marueHToB crapiie 75 IeT IepUuo/ MOTyBLIBEACHHUS, B CPETHEM, B JIBA WIIK B TPU pa3a OoJbIlle, YeM
y B3pOCIBIX MTAIUEHTOB.

Iloka3zaHus K NIPUMEHEHHIO

Wudekunn, BBHI3BaHHBIE YYyBCTBUTEIBHBIMH K IE(PTPUAKCOHY BO30YIUTENSIMH: CETICHC; MEHUHTHT;
muccemuaupoBanHas 6one3ns Jlaiima (11 u 11l cranuu 3aboneBanus); nHGEKIH OPraHOB OPIOIIHOM
1oJOCTH (MEPUTOHHUT, MHOEKIMH KETUYHBIX MYTeH W IHKEITyIOYHO-KHMIICYHOrO TPAKTa); MHPEKIMU

KOCTEH, CycTaBOB, MATKUX TKaHEH, KOXH, a TakkKe paHeBble MH(EKIHU; MHPEKIUU y OOJIBHBIX C

5



COOTBETCTBYET SKCNEFTHOMY OTHETY
ot 06.10.2023 N= 19763

0CJIa0JICHHBIM UMMYHHUTETOM; WH(DEKIINN TIOYEK U N 0quLIBthq&n;(Ergff£ﬁ" %@Eﬁr br Eﬁ'l)éz;"f:é%LHHx

nyteil, ocobenHo nmHeBMOHUS, U uHpekuuu JIOP-opraHoB; MH(EKIMH MOJIOBBIX OPraHOB, BKIIOYAs

TOHOPEIO.

[TepuonepannonHas npopuIakTUKa HHPEKIUH.

IIporuBonokazanusi

Funepuyecmsumeﬂbyocmb

[ToBbIlIeHHAs] YYBCTBUTEIBHOCTh K HE(TPHAKCOHY W THOOOMY IPYroMy KOMIIOHEHTY IIperapata.

IToBeImeHHas YYBCTBUTCIIBHOCTD K He(baJ'IOCHOpI/IHaM.

Tsokenple peakliMy TUIEPYyBCTBUTENBHOCTH (HApuUMep, aHa(QUIAKTUYECKUE PEaKIMK) K Apyrum [-

JIAKTAaMHBIM aHTHOHMOTHKAM (HGHI/IIII/IJIJII/IHI)I, MOHOOAKTaMbI U Kap6aHeHeMI)I) B aHaAMHCE3¢€.

Heoonowennvie oemu

HenoHomeHHBIM JIETSIM B BO3pacTe a0 41 HECACIN BKIOYUTCIBHO (CyMMapHO reCTaHHOHHLIﬁ u

XPOHOJIOTUYECKUI BO3PACT) MPUMEHEHHE 11e(pTpHaKCOHA MPOTUBOMOKA3aHO.

Honowennvle Hogopodcoennvie (< 28-0neernoco 6ospacma)

['unepOounupyOuHeMHUsl, JKeNTyXa WM alua03, TUI0aJTbOYMUHEMHUS Y HOBOPOXKIEHHBIX
(uccnemoBanus in Vitro mokasanu, 4To HeGTPHUAKCOH MOXKET BHITECHATh OMIIMPYOHH U3 CBSI3U C
CBIBOPOTOYHBIM allbOyMHUHOM, TMOBBIIIAs PUCK Pa3BUTUS OMIMPYOMHOBOM 3HIE(aonaTuu y
TaKUX MAIEHTOB).

BHyTpHBeHHOE BBeICHHE KATBbIMICOAEPKAILUX PACTBOPOB HOBOPOKAECHHBIM.
HoBopoxnenuslie (< 28 qHeil), KOTOPBIM YK€ Ha3HAUYE€HO WM MPEATNoIaraeTcsi BHyTPUBEHHOE
JIeYeHue KaJIbLIUHCOIEPKALIUMHU pacTBopamy, BKJIIOYast MIPOJOJIKUTEIbHBIE
KaJpLuico/iepKalie HUHPY3UHM, HalpuMep, NpU MapeHTepalbHOM IUTaHUM, H3-3a pPUCKA
0o0pa3oBaHMs MPELUIUTATOB KaJbI[MEBBIX coJied uedTpuakcona (cM. paszgensl «Crocobd
NPUMEHEHHS U 103bD» U «B3aumoelicTBue ¢ ApyruMu JIEKapCTBEHHBIMHU CPEICTBAMU).
Onucanbl OTAENbHBIE (aTajbHBbIE Cllydyan 0O0pa30BaHUs MPEUUNUTATOB B JIETKUX U MOYKAX Y
HOBOPOJKJECHHBIX, MMOJIy4aBIIUX LEe(QTPHAKCOH U KalbliMiicoaepkaiiue pacTBopsl. [Ipu sTom B
OTJENbHBIX CITy4yasx ObLT UCIOJB30BaH OJIMH BEHO3HBIN JOCTYI, U 00pa3oBaHUe MPELUITUTATOB
HaOJII0AaTI0Ch HEMOCPEACTBEHHO B CUCTEME Il BHYTPHUBEHHOTO BBEICHUS, TAK)KE OMUCAH, KaK
MUHUMYM, OJIUH CIy4ail CO CMEpTEeNbHBIM UCXOJOM IMPU PA3TUYHBIX BEHO3HBIX JIOCTYyINaxX U B
pa3nMyHOe BpeMsl BBEIEHUS IpernapaTa HePTPUAaKCOH U KaJIbLUHCOAEP)KalIUX pPacTBOPOB.
[TogoOHbIe crmydam  HAOMIOJAMNCh  TOJABKO Yy  HOBOPOXACHHBIX  (CM.  TOApa3aen

«IToctperucrpanioHHOE HAOIIOICHHUEY).

Jluookaun

[lepen mpoBeneHMEM BHYTPHUMBIIMIEYHOM MHBEKIHUH IEePTpPUAKCOHA C HCIIOJIB30BAHUEM JIMJOKAMHA,

HCO6XOI[I/IMO HCKIIIOYUTh HaJIU4YHueC HpOTI/IBOHOKaSaHI/Iﬁ K JIMJOKaWHy. HpOTI/IBOHOKa?;aHI/I?{ K
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MPUMEHEHUIO JIMJOKaNHA MPUBEIACHBl B MHCTPYKIMU T10 M&gﬁdﬁ%Qﬁ%EﬁgﬁhézﬁﬁﬁéngHa

Pacmeopwi yegpmpuaxcona, cooepicawjue 1ooxkaun, Heav3s 6600UMb GHYMPUEEHHO!

C 0CTOPOKHOCTHIO

[Tepuoxa rpyaAHOro BCKapMIIMBAHUSI.

Hersokenple  peakuuu — TUNEPUYBCTBUTENBHOCTHM K OPYTMM — [-JaKkTaMHBIM  aHTUOMOTHKAM
(TTeHUIIUJUTHHBI, MOHOOAKTaMBbI U KapOarieHeMbl) B aHaMHE3e.

IIpumeHenne npu 6epeMEHHOCTH M B IIEPHO/I TPYAHOI0 BCKAPMJIMBAHUA

bepemennocmo

[ledTprakcOH TpPOHHKAET dYepe3 IUIAllEHTapHbIA Oapbep. be3omacHOCTh MNpUMEHEHUS MpU
OepeMEeHHOCTH y JKEHIIMH HE yCTaHOBJIEHA. JIOKIIMHUYECKHE MCCIEI0BAaHUS PENPOJTYKTUBHOCTU HE
BBISIBIJIM  AMOPHOTOKCHYECKOTO, (PETOTOKCUYECKOTO, TEPATOreHHOTO JICHCTBHSI WM  APYTUX
HeOnmaronpusaTHeIX 3G (EeKToB mpenapara Ha IJIOJOBHUTOCTh CAaMIIOB M CaMOK, IPOILIECC POJOB,
NepUHaTaIbHOE U MOCTHATAIbHOE pa3BUTHE 1ojaa. [Ipu 6epeMeHHOCTH, 0COOEHHO B IIEPBHIi TPUMECTD,
cllelyeT Ha3Ha4aTh TOJIBKO MO CTPOTUM MOKa3aHUSIM, IPU YCIOBUHU, UTO IpeAronaraeMas mojib3a ajs
MaTepy MpeBbIIIAeT MOTEHIMAIBHBIA PUCK /TS TUI0/1A.

Ilepuoo zpyonozo eckapmausanus

B ManbIx KOHLEHTpanusx LedTpUAKCOH IOMagaeT B TPYAHOE MOJOKO. MasloBepOATHO BIIMSHUE
neTprakcoHa Ha peOeHKa, HAaXOJALIErocss Ha TPyJHOM BCKapMIIMBaHMM, NPU €0 NPUMEHEHHH
MaTepbl0 B TEPANEeBTHUECKHUX /033X, TEM HE MEHee, Helb3s UCKIIOYUTh PUCK Pa3BUTHS JHAPEH,
IpUOKOBBIX HMHQEKIUH CIM3UCTBIX OO0OJOYEK M peaklUH TUIEepUyBCTBUTEIBHOCTH Y peOeHKa.
Heo0xonuMo mpekpaTtuTh TpyAHOE BCKapMIMBAHWE WIJIM MPEKPAaTHTh/BO3JEPKATHCA OT Teparnuu
e TpUaKCOHOM, MPUHUMAasl BO BHUMaHHE MPEUMYIIECTBA IPYJHOTO BCKapMIIMBAHUA JUIsl peOeHKa U
M0JIb3Y TEpAIUu JJIsl MaTepu.

Cnocod npuMeHeHus U 103bl

Cmanoapmnmuulii pexcum 003Uuposanus

BHYTpHUBEHHO, BHYTPHMBIIICYHO.

B3pocnvie u 0emu cmapwie 12 nem > 50 xe: no 1-2 r onuH pa3 B CyTKH (Kaxple 24 yaca). B Tspkenbix
clydasx WIM Tpu  HUHQEKUusAX, BO3OYIUTENHM KOTOPBIX  OONagaroT JHMIIb  YMEPEHHOH
qyBCTBUTEIBHOCTHIO K IE()TPUAKCOHY, CYTOUHYIO /103y MOKHO YBEITMUMBATH J10 4 T.
IIpooonsicumenvrocms neyenuss 3aBUCUT OT TOKa3zaHUM W TeueHHUs 3a0oseBanud. Kak u Bcernma npu
aHTHOWOTHKOTEepanuy, BBeleHue Tpenapara lleprpuakcon-JJEKCBM® crienyer mpomomskaTh
OOJIbHBIM e1lle B TeueHHEe MUHUMYM 48-72 4acoB MOCiIe HOpMaJIM3alluU TEMIIEPATYPHI U TOATBEPKACHUS
dpaauKaly BO30OyIUTENS.

OOBIYHO KypC J€UeHHs COCTAaBIsIeT 4-14 AHEH; IPU OCIOKHEHHBIX HHPEKIUIX MOXKET MOTPeOOBATHCS

0oJiee MPOI0JDKUTEITLHOE BBEICHHUE.



COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 06.10.2023 N= 13763

Kypc neuenus npu nHpeKIusax, BbI3BaHHBIX Strepto¢occus pyﬁg%ﬁel',fnli%%ﬁ cocRaTh T1E MEHee 10

THEH.

Beeoenue

OOumMM 1paBUIOM JOJDKHO OBITh HCIOJNB30BAaHUE DPACTBOPOB Cpa3zy IOCI€ HPUTOTOBICHUS. B
3aBHCHUMOCTH OT KOHILICHTPALMH U IIPOAOJKATEIBHOCTH XPaHEHHS LIBET PaCTBOPOB MOYKET BAPbUPOBATH
or OnenHo-xenToro 10 sHTapHoro. Okpacka pacTBopa He BiMAeT Ha 3(QeKTHUBHOCTD WU
IIEPEHOCUMOCTb IIpernapara.

JIna enympumviueunoii unvexyuu 1 v npenapara ledrpuakcon-JIJEKCBM® pactsopsior B 3,5 M 1%
pacTBOpa JINJIOKauHA U BBOIT IIIyOOKO B JOCTATOYHO OOJIBIIYIO MBI (siroauna). Pekomenayercs
BBOJIUTH HE Oosiee | T B OJIHY U Ty K€ MBIIIILY.

PactBop, coneprxaiiuii 1ua0KauH, HeNNb3s1 BBOJAUTH BHYTPUBEHHO.

s enympusennoii unvexyuu pactBopsioT 1 r mpemapata lledrpuakcon-JEKCBM® B 10 mn
CTCpUJIBHOM BOABI JJISi HMHBEKIWM, BBOISAT BHYTPUBEHHO MENJIEHHO B TEYEHHE S5 MUHYT,
IPEIIOYTUTENBHO B KPYITHYIO BEHY.

Brympusennas unghysus nomkHa 1nmutbes He Menee 30 MuHyT. {1 mpUroToBIEHHS PacTBOpa Pa3BOIAT
2 r npenapara Lledgrpuakcon-JIEKCBM® B 40 mMn oHOro U3 cleayromux HH(GY3HOHHBIX PACTBOPOB,
He coaepxamux noHoB Kaneuus: 0,9% pactBop Hatpus xnopuna, 0,45% pacTBop HaTpus Xjaopuaa +
2,5% pacTtBop neKkcTpo3bl, 5% pacTBop aekcTpo3bl, 10% pacTBop AekcTpo3bl, 6% pacTBOp AeKCTpaHa B
5% pactBOope neKkcTpo3bl, 6-10% pacTBOp THAPOKCUITUIIKpaxMaia, BOJa i WHBEKIH. PacTBopbl
npenaparta Lleprpuakcon-JEKCBM® nenv3s cMemuBarh Wil J00aBIsATh B PACTBOPHI, COAEPKAIIUE
Jpyrue NpoTUBOMUKPOOHBIE MTPenapaThl WK APYrHe pacCTBOPUTENH, 3a UCKIIOUEHUEM MTePEUHCICHHbIX
BbIIIIE, M3-32 BO3MO>KHON HECOBMECTUMOCTH.

Henb3s UCIONb30BaTh Ul NPUTOTOBJIEHHs pacTBopoB npemapara Lledrpuakcon-JIEKCBM® nns
BHYTPUBEHHOT'O BBEACHUS U MX MOCIEAYIOUIETO pa3BENCHUs PACTBOPUTEIH, COAEPIKALIUE KaJbLIHM,
Takue Kak pacTBop Punrepa unu pactBop XapTMmaHa, u3-3a BO3MOKHOTO 00pa30BaHus MPELUIIUTATOB.
OOpa3zoBaHre MPEUUNUTATOB KaJbI[MEBBIX cOJIeW He(TPHAKCOHA MOXKET TMPOUCXOIUTh M MpH
cmemmupanuu  npenapata  Lledrpuakcon-IEKCBM® u  kanbumiicomepskamux —pacTBOPOB —HpH
HCIIOJB30BAHUM OJHOTO BEHO3HOTo jocTyna. Henbss wucnonw3oBath Lledrpuakcon-IEKCBM®
OJIHOBPEMEHHO C KaJIbLIUHCOAEPKALUMHU pacTBOPAaMHU JJIi BHYTPUBEHHOTO BBEICHMSI, B TOM UHUCIIE C
JUIMTETIbHBIMA MHQY3USIMH  KaJbIUICOAEpKAIIMX pPAacTBOPOB, HANpUMEp, NpU MapeHTepaIbHOM
MUTaHUM C UCIOJIb30BaHUEM Y-KOHHEKTOpa. {7 Bcex Tpymi HalleHTOB, KpOME HOBOPOXIECHHBIX,
BO3MO3KHO MOC/IeIoBaTeIbHOe BBeieHue npenapara Iedprpuakcon-JEKCBM® u kansuuiicoaepsamux
pPacTBOPOB MpPH TIIATEIFHOM MPOMBIBAHMM MH(PY3MOHHBIX CUCTEM MEXy BIMBAHUSMHU COBMECTUMOMN

KHUJIKOCTBIO (CM. paznen «B3zauMmozaeicTBre ¢ APYTUMHU JIE€KapPCTBEHHBIMU CPEACTBAMUY).
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He noctymnano cooOmieHnii 0 B3auMOeHCTBUH 11e(] rpnaxcoﬂg';i%@E&figﬁm}:ﬁ%ﬁﬁﬁngébﬂeﬂ;;{bmmx

IpermapaToB WM  B3aWMOJCHCTBHHM  IePTpUAKCOHA /I BHYTPUMBINICYHOTO BBEACHHUS W
KaJIbLUICOEpIKAIMX IIPENapaToB (/111 BHYyTPUBEHHOTO WU IIEPOPAIbHOIO IPUMEHEHHUS).
/o3uposanue 6 ocobvix cnyuanx

Ilayuenmut c Hapyuwenuem pynKyuu neuenu

Y 0GonbHBIX ¢ HapylieHHeM (YHKIMU TEUYEHU HEeT HEOOXOTUMOCTH yYMEHBIIATh 103y MPHU YCIOBUU
OTCYTCTBHS HAPYIIEHUH (YHKIUH TOYCK.

Ilayuenmut c Hapyuenuem QynKyuu nouex

Her HEOOGXOIMMOCTH KOPpEKTHpOBaTh 103y mnpemapata lledrpuakcon-JEKCBM® npu ycnosuu
OTCYTCTBHUs HapylleHnit Qynximu nedenn. CyTounas no3a npenapara Lledrpuakcon-JIEKCBM® ne
JIOJIKHA ITPEBBILIATH 2 T JIMILD B CIy4asX MOUYEYHON HEIOCTATOUHOCTH € KIIMPEHCOM KpeaTUHUHA MEHEe
10 mn/mun. LedTpuakcon He BHIBOAUTCA MPU IEMOIUATH3E UM MIEPUTOHEATILHOM JUANIN3€E, TTOITOMY
BBEJIEHHE MAllMeHTy JOMOIHUTENLHON 103b1 Ipenapata Lledrpuakcon-IEKCBM® nocne okoHyanus
JTUai3a He TpeOyercs.

YV HalnueHToB, HAXOASIMXCS HA JMANM3e, CyTodHas jno3a mpemapata Lledrpuakcon-JJEKCBM® ne
JIOJI’KHA MIPEBBIIIATD 2 T.

Ilayuenmut c majxcenoi noueyHoU U NeYeHOYHOU HeOOCMAmOYHOCH bIO

[Ipu coueTraHuu TSHKETOM MOYEYHOM U MEUSHOYHOM HEIOCTATOUYHOCTH CJIEYET TIIATeIbHO HAOII0IaTh
3a 3()(peKTUBHOCTHIO U OE30MACHOCTHIO IPUMEHEHUS Ipernapara.

Ilayuenmut noxcun020 u cmapyecKozo 03pacma

Koppexkuuu 10361 y TaMEHTOB > 65 JET NpU YCIOBUU OTCYTCTBHS TSAKEIOW MOYEYHON U MEYEHOUYHOU
HEJ0CTaTOYHOCTH HE TpedyeTcs.

Ilayuenmur 0emckozo éo3pacma

Hosopooicoennvie, epyonvie oemu u demu maaoue 12 nem

[lpu HasHauenuum mnpenapata lleprpuakcon-JEKCBM® omun pas B CyTKH peKOMEHIyeTcs
MPUIEPKUBATHCA CIEYIONINX PEKUMOB JI03UPOBAHUS:

- HOBOpOKJeHHbIe (10 14 aneii): 20-50 MI/Kr Macchl Tela OJIMH pa3 B CYTKH; CYTOYHasI 103a HE JI0JKHA
npeBbIaTh S0 MI/KT Macchl Tena;

- HOBOPOXK/ICHHBIE, TPYAHBIC IETH U JIETH MIaamero Bozpacta (¢ 15 nueit 1o 12 ner): 20-80 Mr/kr maccsl
Teja O/IUH pa3 B CYTKH;

-IeTsM ¢ Maccoi Tena cBbiie S0 KT Ha3HAYaroT J03bI IS B3POCIIbIX.

Heoonowennvim demsam 6 6o3pacme 0o 41 nedenu exaouumenvHo (CyMMapHO T'€CTAllMOHHBIA M
XPOHOJIOTUYECKUI BO3PACT) MPUMEHEHHE e TpHaKCOHa MPOTUBOIIOKA3aHO.
HedTpuakcon-JEKCBM® npoTiBonoka3aH HOBOPOKIEHHBIM (< 28 jHeit), KOTOPHIM yKe Ha3HAueHO

WIM TPEAroaraeTcsi BHYTPUBEHHOE JI€UEHUE KaJbIUHCOAEpKAIMMH pPAacTBOPaMHU, BKJIOYAs
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MPOJODKUTENbHBIE KajblUiicoaepxkaiiye nHPYy3un, HaHpHMgB;'ﬁpllEr;d%gt{TE%ﬂgﬂgﬂéﬁﬁﬁ hu3-3a

pucka O0pa3oBaHMs  TNPEIUIUTATOB  KalbIMEBBIX  coyiel  nedTpuakcoHa (cM.  pasfmen
«IIpoTHUBOIIOKa3aHUS).

['pyaHbIM OeTSM U AETSIM B BO3pacTe 10 12 JieT BHYTpUBEHHBIE 1036l B 50 MI/KT WU BBIIIE CICAYET
BBOJMTH KarenpHO B TeueHue He MeHee 30 MuHyT. HOBOpOXA€HHBIM BHYTPUBEHHOE BBEICHHE CIIETYET
NpoBOANTH B TeueHUe 60 MUHYT, 4TOOBI CHU3HUTH MOTEHIUATBHBIA PUCK Pa3BUTHS OWIMPYyOMHOBOU
SHIIEATOTIATHH.

Menunzum

Ilpu 6baxmepuanvrom meHuneume y epyoHvix oemeti u 0emel MAaouLe2o 803pacma Je4eHNe HAYNHAIOT
¢ 03wl 100 mr/kr (HO He Oonee 4 1) 1 pa3 B cytku. [Tocne naeHTHPUKAITIN BO30OYTUTEIIS M OTIPECIICHUS
€r0 4yBCTBUTEJIBHOCTH /103y MOXKHO COOTBETCTBEHHO YMEHbILIUTb.

Haunyuiue pe3yiabTaThl IpU MEHUHTOKOKKOBOM MEHUHTUTE JOCTUTAIUCH MPU MPOAOHKUTEIHLHOCTH
neucHuss B 4 gus, npu MeHuHrute, BeizBanHoM Haemophilus influenzae - 6 mueii. Streptococcus
pneumoniae — 7 nHei.

bonesns Jlaiima

50 mr/kr (BbIcIIasi CyTOYHAs 7032 — 2 T') B3POCIBIM U JACTSAM OJHMH pa3 B CYTKH B TeueHue 14 qHeil.
T'onopes (BbI3BaHHAs IEHULIMIUIMHA3000pa3yIOMUMHU U IEHUIMITHHA30HE00pa3YIOIIMMH IIITAMMAMH).
OpHOKpaTHOE BHYTpHMMBIIIeuHoe BBeaenue 250 mr npenapara Ledrpuakcon-JEKCBM® B3pociasim
nanueHTam U Jetsm crapiue 12 ner >50 kr.

Ocmpuiit cpeonuit omum

[Tpy nedeHuM OCTPOro CpPEAHEro OTUTA Yy JETel PEKOMEHAYETCS OAHOKPAaTHOE BHYTPUMBILIEYHOE
BBe/IeHHe B 03¢ 50 mMr/kr (HO He 6onee 1 1).

B3pocibiM pekoMeHayeTcs OJHOKpaTHOE BHYTPUMBIIIEYHOE BBeAeHHEe B ao3e 1-2 1. CornacHo
OTPaHWYEHHBIM JIaHHBIM, B TSDKETBIX CIy4asX WM Tpu Hed(D(DEKTHBHOCTH MpenbIAyIleld Tepanuu,
npenapar Leprpuakcon-JJEKCBM® moxer 6bITh 53Q(eKTUBEH NPU BHYTPHMBIIIEYHOM BBEJCHHU B
no3e 1-2 T B CyTKHM B TeueHUe 3 THEN.

Ilpogunakmuxa nocneonepayuonnvx unghexyuii

B 3aBucuMocTH OT cTemeHM HMHQEKIIMOHHOTO pUCKa BBOAUTCA 1-2 r mpemapara lledTpuakcon-
JIEKCBM® oanokpatHo 3a 30-90 MuH [0 Hauana onepaiuy. IIpu oneparusx Ha TOICTOH U MpAMOi
KHIIIKE XOPOIIO 3apeKOMEHIOBANIO ce0s OJHOBpEMEHHOEe (HO paszaenbHoe, cM. paszaen «Crocob
NpUMeHeHHs M [03b1») BBeleHue npenapata Lledrpuakcon-IEKCBM® wu ogmoro u3 5-
HUTPOMMUAA30JI0B, HAIIPUMEP, OPHUAA30JIa.

ITo0ouHOE neiicTBHE
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Haubonee dYacTbIMM HeXelaTeNbHBIMU pEaKLUANH, 3apéHié£p;I§Qé%§mTlglp Byh- 'd)-BHe— “repanmn

He(PTPUAKCOHOM B  KIMHUYECKUX  HCCIEAOBAHMSX, SBIAIOTCA D03MHO(DHUIMS, JIEUKONCHHUS,
TPOMOOIIMTONEHNUS, TUapesi, ChIIb U TOBBIIICHHE aKTUBHOCTH MTEYEHOYHBIX (DEPMEHTOB.

Jl1s onMcaHust YacTOTHI HEXKeJIaTeIbHBIX PEaKIMH HCIIONIb3YETCs CIIEAYIONIas KiaccuGuKamus:

odeHpb vacteie (>1/10), wacteie (>1/100 u <1/10), newactoie (>1/1000 u <1/100), peaxue (=1/10000 u
<1/1000) u ouens peaxue (<1/10000), BkIt0Yast eAUHUYHBIE CITyYaH.

HexxenarenbHble peakuuy CrpyNmndpoBaHbl B COOTBETCTBUM C KJIacCaMH CHCTEM OpPTraHOB
MEIUIUHCKOTO CIIOBaps JJIsi HOPMaTHBHO-IIPaBOBOM aesrenbHoctd MedDRA.

Hngpexyuonnvie u napasumapmvie 3a601e6aHusi: HEUYACTO — MHUKO3bI MOJOBBIX OPIraHOB; PEIKO —
MICEBIOMEMOPAHO3HBIN KOJIUT.

Hapywenus co cmopoHnvl cucmemvl Kpou U JUM@PAMUYECKOU CUcmemsl: 9acTo - S03UHO(HIHS,
JICUKOTICHHSI, TPOMOOIIUTOIICHUS; HEYAaCTO - TPAaHYJIOLUTOICHUS, aHEMHSI, KOAryJIOMaTHsI.

Hapywenus co cmoporul Hep6HOUL cucmempl: HEYACTO - TOJIOBHAsI 00JIb M TOJIOBOKPY)KEHUE.
Hapywenus co cmopomnst cepoya: yacrora HemsBecTHa — cuHapoM Koynuca (cm. pazaen «OcobObie
yKa3aHUN).

Hapywenus co cmoporwvl ObixamenvHol cucmemvl, OpeaHo8 2pyoOHOl KIemKU U Cpe0OCneHUs . HedacTo
— OpoHxOCMa3M.

Hapywenus co cmopousl d#eny0ouHo-KUWeyHo20 mpakma: 4acto - nuapes, Heo()OpMIICHHBIN CTYT,
HEYacTo - TOUTHOTA, PBOTA.

Hapywenus co cmopouvl neuenu u iHcenuebleoosawux nymeil: 9acTo - TOBBIINICHUE AKTHBHOCTH
neuyeHOYHbIX (epMeHTOB (acmapratamuHoTpaHcdepasbl (ACT), amannHamuHoTpaHcdepassl (AJIT),
miesiouHoi gocdarasel (ILD)).

Hapywenus co cmopoHbl KOXCU U NOOKONCHLIX MKAHel. 9aCcTO — CBIIlb, HEYACTO — 3y, PEIKO —
KpalM1BHHUIIA.

Hapywenus co cmoponvl nouex u mouesvigo0sauwux nymeil: peiko — reMaTypHus, TIIOKO3ypHsl.

Obwue paccmpoucmea u HapyuleHus 8 Mecme 66e0eHus; HedacTo - QIICONT, peakins B MECTE BBEACHNS,
MIOBBIIIIEHUE TEMIIEPATYPhI TENa; PEIKO — OTEKH, 03HOO.

Bruanue Ha pesynrbmamsli 1a00PAMOPHLIX U  UHCPYMEHMANbHLIX UCCIe008AHUU: HEYACTO —
YBEJIMUEHUE KOHIICHTPAIIMH KPEaTHHUHA B KPOBH.

Ilocmpezucmpayuonnoe naonrooenue

Hwxe ommcanbl moOOYHBIC SBICHHSI, HAOIOJaBIIMECS TIPU MPUMEHEHWH TpenapaTa e TprHakcoH B
MOCTPErHUCTPALIMOHHOM Tiepuoie. OnpeaeneHne 4acToT HabII0AaBIINXCS PEAKLIUi, a TaKKe X CBSI3U C
IpUMEHEHHEM TpenapaTa Le(TPUAKCOH HE BCErJa BO3MOXKHO, TaK KaKk HEBO3MOXKHO YCTAaHOBUTH
TOYHBIN pa3Mep MOIMYIISIUH MTAIlUSHTOB.

HapyweHuﬂ CO CMOpPOHbL ofceﬂydouno-Kuweqﬂoeo mpaxkma. MaHKpeaTuT, CTOMaTUT, I''TIOCCHUT.
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Hapywenuss co cmoponvl cucmemvl Kposu |u ﬂuﬂi@%]zgc%g@“zg%éji;fT:y'ﬂefrﬁfieHHe

MY OTHETY

TPOMOOTIIACTUHOBOTO U MPOTPOMOMHOBOTO BPEMEHH, reMOJIUTHYecKas aneMusi. OnucaHbl OTJEIbHBIC
ciydau arpanysonutosa (<500 KJIeToK/MKI), MpuueM OOJBIIMHCTBO W3 HHUX Pa3BUBAIUCH mocie 10
JTHEH JICYCHMsI ¥ IPUMEHEHUsSI KyMYJISITUBHOU 7103b1 20 T 1 OoJee.

Hapywenus co cmoponvl ummynHou cucmemvl’. aHAQUIAKTUYECKUN MIOK, THIIEPYYBCTBUTEIHHOCTD,
peakuus Spuma-I epkcreimepa.

Hapywenus co cmoponsi Kodxcu u HOOKOICHbIX MKaHel: OCTPBIA reHepaln30BaHHbIN AK3aHTEeMaTO3HBIH
MycTylie3, OTAENbHbIE CIIydal TSDKENBIX MMOOOYHBIX peakiuil (9KccyaaTuBHas MyJIbTH(GOpPMHAs
spurema, cuHapoM CruBeHca-/[DKOHCOHA, TOKCUYECKUH SHUICpMalbHBI HEKPOIH3 (CHHAPOM
Jlaiiesnna)), iekapCcTBEHHAsI peakius ¢ 303uHoduarei u cuctemubiMu cumnromamu (DRESS).
Hapywenus co cmopoHbl HepsHOll cucmembl. CyI0pOTH, SHIEhAIONaTHsI.

[Tpu npumMeHeHuu 11ehaIoCnoOpruHOB, BKIIIOUYas 11e(TPHAKCOH, 0OCOOEHHO B BEICOKHX J103aX, Y TAI[HCHTOB
C MOYEYHOM HEJOCTATOYHOCTHIO U JOTIOJIHUTEIHHBIMU MPEAPACTIONATAIOIINMEU (PaKTOpaMU, TAKUMHU KaK
MOKUJIOW BO3pAcT M CYIIECTBYIOLIME 3a00J€BaHUS LIEHTPAJIbHON HEPBHOM CUCTEMBI, OTMEYAJIUCh
ciydan 00paTUMOU dHICATOTIATHH.

Hapywenus co cmopoHvl opeana ciyxa u 1abupunmmvle HapyuieHus. BEPTUTO.

Hngpexyuonnvie u napasumapmule 3a601e6aHus: CynepuHPEKIum.

H3zeecmubl makowce credyroujue Hedxceramenvhsle peakyuu: o0pa3oBaHUE MPEUNUTATOB KaIbIIUEBBIX
coyieil neTpuakcoHa B JKETYHOM ITy3bIpE C COOTBETCTBYIOIIEH CHUMIITOMATHUKOM, OMIMpyOMHOBAs
sHIleaNonaTHs, OJIUTYPHS, a TAaK)Ke aHAPIIAKTUYECKUE W aHA(DUITAKTOUTHBIC PEAKITUH.

s olleHKM B3aMMOJAEHCTBHS Le(TpUaKCOHa M KajbIs OBLIO NMPOBEAECHO JIBa HCCIEAOBAaHUS B
yCIOBUSX IN VItro (0HO C MCIOIB30BAHMEM I1Ia3Mbl B3POCIBIX U JPYroe ¢ UCIOJIb30BAHUEM TIa3Mbl
HOBOPOJKJICHHBIX, TOJIyY€HHOM U3 MYNOBUHHON KPOBH).

LledTpuakcon ¢ KoHLIEHTpausiMu 10 | MM (KOTOpbIe PEBBIIAI0T KOHIIEHTPAIUHU, JOCTUTAIOIUECS B
ycioBusX IN VIVO mocie BBeneHHs 2 r nedrpuakcoHa B Buiae HH(QY3uH B TedeHue 30 MHUHYT)
MCITOJTH30BAIM B KOMOWHAIIUY C KAJIBIIMEM B KOHIIEHTparusax 10 12 MM (48 mr/mn). Boccranosienne
e TpUakCoHa U3 IIa3Mbl CHHUXKAJIOCh MPU KOHIEHTpAUUsAX Kaiublusg >6 MM (24 mr/mn) B mia3zme
B3pocibIX Wi >4 MM (16 Mr/am) B muia3Me HOBOPOKIACHHBIX. DTO MOXKET OTpaXkaTh MPELUITHTALIUIO
e TPUAKCOH-KAJIBLUI.

Ornucanbl oTnedbHBIE (haTalbHbIE Cllydad OOpa30BaHUS MPELMIUTATOB B JIETKUX M TMOYKaxX I10
pe3ysbTaTaM UCCIEOBaHUS ayTONCHM Yy HOBOPOXKIEHHBIX, MOJIy4aBIIMX Le(THAKCOH B/B U
KaJblMKcoepKalue pacTBOpbL. [Ipu 3TOM B OTIENBHBIX CiIydasix ObUT UCIOIb30BaH OJMH BEHO3HBIN
JOCTYTI, ¥ 00pa30BaHue MPEILUIUTATOB HA0II0JaJI0Ch HEMTOCPEICTBEHHO B CUCTEME Il BHYTPUBEHHOTO
BBeJeHUs. Takke onucaH, Kak MUHUMYM, OJIMH Cly4ail cO CMEpTEeNbHBIM HCXOJOM MPHU Pa3IHMUHBIX

BEHO3HBIX JOCTYNaX © B pa3IMyYHOE BpeMs BBEACHMs Ipernapata LHeQTpUakcoH B/B U B
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MY OTHETY

HOBOPOXKJICHHOTO MPELUUNHUTATHl HEe ObUIM oOHapykeHbl. [lomo0HbIE c1yyan HaOMIOJAUCH TOJBKO Y
HOBOPOXKICHHBIX (CM. paznen «Oco0bie yKazaHUs»).

3aperucTpupoBaHbl Cllydyad OOpa30BaHHS MPEHUMUTATOB IEPTPHAKCOHA B MOYCBBIBOISIIMX ITYTSX,
IJIaBHBIM 00pa3oM, y AeTeH, MoJIydaBIIKX MO0 OOJbIIME CyTOYHBIC J103bI mpemnapara (> 80 Mr/kr B
CYTKH), TNOO KyMYJSTUBHBIE 03Bl Oosiee 10 r, a Tak)Ke MMEBIIUX JOMOTHUTEIbHBIC ()aKTOPBI pHUCKA
(0Oe3BOKHMBaHKE, TOCTENBbHBIN peknM). OOpa3oBaHWE MPELHUIUTATOB B MOYKAX MOXKET MPOTEKATh
0ECCUMIITOMHO WJIU TPOSBIATHCS KIMHUYECKH, MOXET NMPUBOAUTH K OOCTPYKIIMM MOYETOYHHKOB M
MOCTPEHAIBHOM OCTPOW TOYEYHOW HEAOCTATOYHOCTH. JlaHHOE HEKeNaTelbHOE SBJICHHE HOCHUT
00paTUMBIN XapaKTep U UCUE3aET MOCIE MPEKPALICHUS TePAIHH MTPETapaToM HedTPUaKCOH.
BuyTpuMmbliieuHas HHbEKIUS Oe3 npumeHenust Iu0oKauna 00Je3HEHHa.

Ilepeno3upoBka

Lepmpuakcon

[Tpu mepeno3upoBKe reMoIMaN3 U IEPUTOHCANTLHBIA TUali3 HE CHU3AT KOHIIEHTpAlUHU mpenapara. B
ClIydae Mepeo3upOBKH PEKOMEHYETCsl CHMITOMAaTHYECKOE JICUCHHUE.

Jluooxaun

[Tpu mepeno3upoBKe THA0KanHA TOKCUYECKUE PeaKlIuy HaOII0Jar0TCs, TIIaBHBIM 00pa3oM, CO CTOPOHBI
nentpanbHoii HepBHOU cuctembl (LIHC) u cepneuno-cocymuctoit cuctemsl (CCC). Ilpu stom
TokcHYHOCTh co croponsl I[HC mporpeccupyer, Takum 00pa3oM, CTENEHb TSHKECTH CHUMIITOMOB
HapacTaer.

[Ipu HempegHamMepeHHOM BBEACHHH Mperapara B COCYAHMCTOE PYCJIO YKa3aHHbIE Jaliee CHMIITOMBI
BO3HHUKAIOT HEMEUIEHHO (TO €CTh, uepe3 1-3 MHUHYTHI), a PH MEPEI03UPOBKe — ¢ 3aaepxkoi B 20-30
MUHYT.

K panHuUM cuMmnToMaMm mepeno3upOBKH OTHOCSTCS: 3€BOTA, MapecTe3nu (B MEPBYIO OYePeb, BOKPYT
pTa), COHIMBOCTh, BO30YXKACHHE, TOJIOBOKPYKEHHUE, IITYM B yIllaX, THIEpaKy3us, HApYIICHHE 3pEHUs,
JU3apTPHUS U aTaKCHs, a TAKXKE TOITHOTA M PBOTA.

[Tpy MHTOKCHKAIMW CPETHEH CTENEHU TSHKECTH MOTYT HPHCOCIAWHSATHCS MBIIICYHBIE CYJIOPOTH HIIH
MBIIIEYHBIE CIIa3Mbl, MPEANIECTBYIONIME TeHepaan30BaHHBIM cyaoporam. [lpu ompeneneHHbIX
00CTOSITENECTBAX 32 3TUM MOXKET CIIE0BATh MOTEPsI CO3HAHMSI, YTHETCHHE JIBIXaHUE U KOMa.

B TsoKenbIX ciydasix BO3HUKAET TAKXKE PEAKIUsl CO CTOPOHBI CEPJCYHO COCYAMCTON CHUCTEMBI (Jarre
BCET0, TOJIGKO TMOCTe TOsBICHUs cuMOTOMOB co ctopoHbl [[HC) B BHIme mameHus aprepHaibHOTO
TABJICHUSI, OpaIuKapAUy U apUTMUH.

B cnyuae oueHb TSKENOM HHTOKCUKAIIMK MOKET HACTYIHUTH MOJTHAS aTPUOBCHTPUKYIISIpHAsS OJIOKaaa U

OCTaHOBKa CepIIia.
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BBeZicHHE mpemnapara. Crnenuduueckoro anTua0Ta HeT. JledeHne nepeo3upoBKH CUMIITOMAaTHYECKOE.
B ciyuae ocraHoBKM cep/lia cieayeT HEMEUIEHHO HAUMHATh CEP/IE€YHO-IETOUHYI0 peaHUMAIIUIO0, B TOM
4yucie, KymupoBaHUE allu103a.

B3aumopneiicTBue ¢ IPyruMu JIeKapCTBEHHBIMH CPeACTBAMHU

IIpy 0fHOBPEMEHHOM PUMEHEHKH GombIKX 103 npenapara Lledgrpuakcon-IEKCBM® u «ieTieBbIx»
TUYPETUKOB (Hampumep, (ypocemuaa) HapylmeHUH (GYHKIMU TOYEeK He Habmomanock. Mwmerorcs
MIPOTUBOPEUYMBBIC TaHHBIE O BEPOSITHOCTH MOBBIMICHHSI HEHPOTOKCUYHOCTH aMUHOTIIMKO3UI0B MPU UX
MPUMEHEHHUU ¢ 11e(haaocroprHaMu, TOITOMY HE00X0IMMO MPOBOIUTH MOHUTOPHUHT MOYEYHON (PyHKINN
Y KOHLEHTPALlMM aMMHOIJIMKO3UJOB B KPOBU. YTIOTpeOIEHHUE alIKOrojsl MOCe BBEIEHUS Npenapara
Hedrprakcon-JEKCBM® ne conpoBoxkaanock aucynbdupamononobHoii peakmueii. Iedrpuakcon He
coniepkuT N-MEeTUNTHOTETPa30IbHOM IPYIIIBI, KOTOpasi MOrJia Obl BBI3BATh HEMEPEHOCUMOCTh 3TaHOJIA
U KPOBOTOYUBOCTb, UTO MPUCYIIIE HEKOTOPHIM Ipyrum nedanocnopunam. [Ipobenenuns He BIuseT Ha
BEIBe/IeHHeE TpenapaTa e rpuakcon-JEKCBM®,

bakrepuocrarnyeckue  aHTUOMOTHKM  CHIDKAIOT  OaKTepUIMIHBIA  3pdekr medrpuakcoHa.
In vitro 66U1 0OHApYKEH aHTArOHU3M MEX]Y XJI0paM(PEHUKOIOM U 11e(TPHAKCOHOM.

OO6pa3oBaHue MPELUIUTATOB KAIbLUEBBIX COJeH nedTpruakcoHa MOXKET MPOUCXOANUTH MIPU CMEIIEHUU
npenapara Iledrpuakcon-JEKCBM® B/B u Kanbluiicofepikalux pacTBOPOB MPH HCMOIb30BAHUHU
OJIHOTO BEHO3HOro focTyna. Henbss mcnonb3obath llegrpuakcon-JIEKCBM® B/B ofHOBpEMEHHO C
KaJIbLIUICOAEP/KAIIMMH PAacTBOPAaMHU JUIsl BHYTPUBEHHOTO BBEJEHUS, B TOM 4YHCIE C JUIMTEIbHBIMH
UHQY3UAMU  KalbLIMHCOJEPXKALIMX PACTBOPOB, HANpUMeEp, MpH MAPEHTEPATbHOM IUTaHUU C
UCIIOJIb30BaHUEM Y-KOHHEKTopa. [[si Bcex rpynn ManueHTOB, KpOME HOBOPOKIAECHHBIX, BO3MOXKHO
TnoclenoBaTeNnbHOe MpuMeHeHne npenapata lledTtpuakcon-JEKCBM® B/B u kanblumiicomepkamux
pPacTBOPOB MpPH TIIATETFHOM MPOMBIBAHUM MH(PY3MOHHBIX CUCTEM MEXy BIMBAHUSMH COBMECTUMOMN
XKHUIKOCThIO. VccnmemoBanus in Vitro ¢ ucmoab30BaHUEM IJ1a3Mbl KPOBU B3POCIIOTO YEJIOBEKA M TIA3MBbI
MyIIOBUHHOM KpPOBH HOBOPOXKJIEHHOTO CBUJETENLCTBYIOT O TIOBBIIIEHHOM pHUCKE O00pa30BaHUA
KaJIbIIUEBBIX COJIEH IeTpUaKCOHA Y HOBOPOXKJIEHHBIX (CM. pa3aenbl «Croco0 MpUMEHEHUS U J103b1»,
«IIpoTHBOIIOKa3aHUS).

LledTpuakcon QapmaneBTHYECKH HECOBMECTHUM C aMCAKpUHOM, BAHKOMHUIIMHOM, (UIYKOHA30JIOM U
amuHorMKo3uAaMu. Heo0xoamumo pa3zenbHoe BBEICHHUE.

[Ipu npumeHenun anTaroHuctoB BuTamuHa K Ha Qone Ttepanmum mnpenapatom lledTpuakcon-
JIEKCBM® mnosbimaercs puck KpoBoTeueHus. CieayeT MOCTOSHHO KOHTPOIMPOBATH MApaMeTphl
CBEPTHIBAHUS KPOBH U MPH HEOOXOJMMOCTH KOPPEKTUPOBATh 103y AHTUKOAryJIsTHTa KaK B XOe, TaK U

TocIie OKOHUaHMs Tepanmuu npenaparom Ledrpuakcon-JEKCBM®.
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rpaMOTpHULaTeNbHBIX OakTepuil. HecmoTps Ha TO, 4YTO mMOBBIMEHHAa 3((EKTUBHOCTh TaKUX
KOMOMHAIMI He BCerja Mpeacka3zyema, ee clielyeT UMETh BBUY MPU TKENbIX, YIPOXKAIOIUX KU3HU
uHEKIMIX, TAKUX Kak 00ycroBieHHbIx Pseudomonas aeruginosa.

Oco0ble ykazaHus

Peaxyuu eunepuyecmeumenvnocmu

Kak u npu npuMeHeHun qpyrux § — JakKTaMHBIX aHTHOMOTHUKOB, OBLITH 3apETUCTPUPOBAHBI CEPhE3HBIC
pEaKIMK TMIIEPUyBCTBUTEIIBHOCTH, B TOM UYHUCIIE CO CMEPTEIbHBIM HCX0J0M (cM. pazaen «IloGounoe
JeicTBUey). Peakiiny runepuyBCTBUTEIBHOCTH TAK)KE MOTYT IIPOrPecCHpoBath 10 cuuapoma Koynuca
— CEpbE3HOH aNIEPrHUecKO peaklnuu, KOTopas MOXeT IMPUBECTH K HH(ApPKTy MHOKapaa (CM. paszeln
«[lobounoe neiictBue»). [lpu pa3BUTUM TSHKEIOW pPEAKIMHU THIIEPUYBCTBHTEIBHOCTH TEPAIHUIO
npenapatoM  Lledptpuakcon-IEKCBM® Heo6XoauMo HeMEJIEHHO OTMEHHTh U IIPOBECTH
COOTBETCTBYIOILIME HEOTJIOKHBIE JieueOHble MeponpusaTusa. [lepen Hauanom Tepanuu mpenapaTom
Hedrprakcon-JEKCBM® HeoOXOAMMO YCTAaHOBUTH, HAOMIONANNCh JH Y TAIHMEHTa pEeaKIHH
THIEPYYBCTBUTEIBHOCTH K He@TpHakcoHy, IedalocropuHaM, WM  TKENble  PeaKIuu
TUIIEPUYBCTBUTENIBHOCTU K JIPYTUM 3 — JaKTaMHBIM aHTHMOMOTHKAM (NEHULMIUIMHBI, MOHOOAKTaMbl U
KapOaneHeMsl).

Heobxonnmo cobmroaaTh 0OCTOPOKHOCTD MPU MPUMEHEHNH 1IE€(PTPHAKCOHA Y MALIMEHTOB C HETSHKEIIBIMU
peakuusMU TUMEPUYBCTBUTENBHOCTH K JPYIMM [} — JIaKTaMHBIM aHTHUOMOTHKAM (NEHUIWIIMHBI,
MOHOOAKTaMbl, KapOarneHeMbl) B aHaMHe3e.

B cBa3u ¢ Tepanmel 1eTpHAKCOHOM OTMEUANNCh TSKENbIe KOXKHBIE HeE)KeslaTelIbHbIE peakluu
(cungpom CtuBeHca-/[)xoHcoHa win cuHIpoM Jlaiienna/Tokcuueckuil 3MuaepMaabHbIi HEKPOIU3) U
JIeKapCTBeHHAsl peakuus ¢ 303uHopmmmel u cucteMHbiMu cumnromamu (DRESS), xotopeie moryt
OBITH KU3HEYTPOKAIOIIMMH MM (paTadbHBIMH; OJTHAKO YacTOTA JAHHBIX SIBIICHUI HEM3BECTHA.
Cooeporcanue nampus

B 1 r npenapara Lledrpuakcon-IEKCBM® conepsxutcs 3,6 MMOJIb HaTpHs. DTO CliefyeT HPUHATh BO
BHHUMaHUE MalMeHTaM, HaXOASIUMCS Ha TUETEe C KOHTPOJIEM HaTpHsl.

I'emonumuueckas anemus

Kak u npu npumeHeHuu Jpyrux unedasocnopuHoB, Hpu JeueHHH npenapatoM LledTpuakcon-
JIEKCBM® BO3MOHO pa3sBUTHE ayTOMMMYHHOM TI'eMOJHTHYECKOH aHEMUM. 3aperucTpUpPOBAHbI
CIly4au TSDKEJIOM TeMOJMTHYECKONM aHEeMUHU Y B3pOCIbIX U JAETed, B TOM YHCIE CO CMEPTENIbHBIM
ucxonoM. IIpu pa3BUTUM aHEMHMH Y TAIMEHTa, HaXOJAIIErocs Ha JICYCHUU LEePTPUAKCOHOM, HEJb3S
UCKJIIOUUTH JUAarHo3 1e¢anocrnopuH-acCOLUNPOBAHHON aHEMHUH, U HEOOXOAMMO OTMEHUTH JICUCHHE 10
BBISICHCHMSI IPUYHHBI.

Huapes, svizeannas Clostridium difficile
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npenapaToM HeTPUAKCOH 3aperHCTPUPOBAHBI ClaydaW pa3BUTHsS auaped, BbizBanHou Clostridium
difficile (C. difficile), pa3znu4noii TspKECTH: OT JIETKOH AMApEd O KOJIHUTA CO CMEPTEILHBIM UCXOJIOM.
JleyeHnue aHTHOAKTEPHATIBHBIMHU MPEMapaTaMy MOJABIIACT HOPMATbHYIO MUKPO(MIOPY TOJICTOM KUIIKA
u nposouupyer poct C. difficile. B cBoro ouepenn, C. difficile obpasyer Tokcunsr A u B, kotopsie
sBIstOTCSL  (pakTopamu maroreHe3a auapew, BbiBanHow C. difficile. IHrammer C. difficile,
TUIEPIPOIYLHUPYIOIINE TOKCHHBI, SBISIOTCA BO30YIUTEISIMH HMH(EKIHMA ¢ BBICOKUM PHCKOM
OCJIO)KHEHHUH M CMEPTHOCTH, BCIIEJACTBHEC BO3MOXHOM MX YCTOHYMBOCTH K aHTUMHUKPOOHOW Teparuw,
JICYCHUE K€ MOXKET MOTpebOoBaTh KOJIIKTOMHH. HeoOXO0AMMO MOMHHTH O BO3MOYKHOCTH Pa3BUTHS
nuapeu, BeizBanHoii C. difficile, y Bcex manueHToB ¢ quapeeit nociie antnonorukorepanuu. Heodxoaum
TIATEbHBIH cOOp aHaMHEe3a, T.K. OTMEYCHBI CIIyual BOSHUKHOBEHUs jauapeu, BoizBanHoi C. difficile,
crycts OoJiee yeM 2 MecsIa rmocjie Teparnui aHTHOMOTHKAMH.

[lpu momo3peHHH WM MOATBep)KIAeHUHU auaped, BeiBanHou C. difficile, Bo3amoxHO, motpedyercs
oTMeHa Tekymied, He HampasienHnoi na C. difficile anTmOnorukorepanuu. B cooTBeTcTBHE C
KJIMHUYCCKHUMHU TTOKA3aHUSMH JIOJDKHO OBITh HAa3HAYEHO COOTBETCTBYIOIICE JICYCHHUE C BBEJCHUEM
KHUKOCTH U DJICKTPOJIMTOB, OeNkoB, anTHOMOTHKOTepanus B otHotneHuu C. difficile, xupypruueckoe
neueHue. Henmb3s NpUMEHSTh JICKapCTBEHHBIE CPEICTBA, TOPMO3SIINE MEPUCTATBTHKY KUIIICYHHKA.
Cynepungerxyuu

Kak ® nmpu JedeHUM JOPYyrMMH aHTHOAKTEpHAIbHBIMU IperapaTtaMH, MOTYT pa3BUBAThCS
cynepruHQpEKINU.

Ob6pazosanue npeyunumamos Kaibyuesou coiu yempuakcona

[Mocne npuMeHeHus e TPHAKCOHA, 0OBIYHO B J103aX, MPEBBIIIAIONINX CTAHAAPTHBIC PEKOMEH/I0BAHHBIC
(1 r B cyrku u Ooiyee), MPH YIbTPA3BYKOBOM HCCIICAOBAHUN JHKEITYHOTO ITY3bIPSI BBISBIISUIMCH
NPEIUIUTATEl KAJIBIUEBOW COJIM [e(TpUaKCOHa, OOpa3oBaHME KOTOPBIX HauOoJiee BEPOSTHO Y
NAIMEeHTOB JIETCKOTO Bo3pacTa. [IperunuraTel peaKo JarT KaKyH-THO0O0 CHMITOMATHKY U HCUE3a0T
Tnocre TpekpanieHus Tepanuu npenapatom Lledrpuakcon-JIJEKCBM®. B cnyuae, ecnu 5Tu sBIeHUS
COMPOBOXKIAFOTCS KIIMHUYECKOH CUMITTOMATHKOMN, PEKOMEHIYEeTCSl KOHCEPBATHBHOE HEXUPYPIHUYECKOE
JeYeHue, a penieHue 00 OTMEHe Ipernapara OCTaBIsEeTCs Ha YCMOTPEHHE JieUalllero Bpaya U JI0JHKHO
OCHOBBIBAThCSI HA WHAWBUIYaJIbHOM OIIEHKE MOJIB3BI H PHCKA.

HecmoTpss Ha Hanu4yue AaHHBIX 00 OOpa30BaHUHM BHYTPUCOCYIMCTBHIX MPEHUIHUTATOB TOJBKO Y
HOBOPOKICHHBIX MPH MPUMEHEHUH [eTPHAKCOHA U KAJBIIUICOAEPKAIINX HHPY3HOHHBIX PaCTBOPOB
WM JI0OBIX JPYrUX Kanbluicoep:Kalux mpenapartos, npemnapar lledrpuakcon-JEKCBM® me
ClielyeT CMCIIWBaTh WJIM Ha3Ha4YaTh JIETIM MW B3POCIBIM MAI[MCHTAaM OJHOBPEMEHHO C

KaJbIuiicoepKaliMMH HHGY3MOHHBIMHI PACTBOPAMH, 1a)KE UCIIOJIb3YS pa3InYHbIE BEHO3HBIE JOCTYIIbI
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nozpaszaen «l[loctperucrpaimoHHOE HAOIIOICHUEY).

lankpeamum

V 6onbHBIX, Hoay4yaBmux rnpenapat Lledrpuakcon-JEKCBM®, onucansl pexue crydan MaHKPeaTHTa,
pa3BUBABILErOCs,, BO3MOXHO, BCJIEICTBHE OOCTPYKLHUHU JKEIYHBIX IyTeH. Y OOJBIIMHCTBA U3 3THX
NAIMEHTOB YK€ JI0 TOr0 MMENUCh (PAKTOphl PUCKa 3acTOSl B JKEIYHBIX IYTSX, HAlpuMep, paHee
IPOBOUBIIASCS TEPAIus, TSHKEIbIE 3a00J€BaHNs M TIOJTHOCTBIO apeHTepalibHOe muTanue. [Ipu sTom
HEJIb3s UCKJIIOUUTh ITYCKOBYIO WM KOQAKTOPHYIO POJIb B Pa3BUTUHU MMaHKpeaTuTa 00pa30BaBLIMXCS MO
BiusHKeM Tpenapara Liegrpuakcon-JIEKCBM® npenunuTaToB B JKeT4HBIX MyTSX.

Ilpumenenue y oemet

BesonacHocTh U dddexTuBHOCTH mpenapara leprpuakcon-JEKCBM® y HOBOPOKIEHHBIX, TPYIHBIX
JeTelt U 1eTeil Mitajiiero Bo3pacra ObLIM OIpeIeNIeHbl A1 JO3UPOBOK, OIIMCAaHHBIX B pasjene «Crnocod
OpUMeHeHus U J03bl». lccnenoBaHus nokasaiu, 4YTO MOAOOHO JpyruM LedanocrnopuHaM,
1e(pTPUAKCOH MOXKET BBITECHITh OWJIMPYOMH W3 CBS3M C CHIBOPOTOUYHBIM aibOymuHOM. Ilpemapar
Ledrpuakcon-JEKCBM® Henbss IpUMEHATH Y HOBOPOKIEHHBIX, OCOOEHHO Yy HEJOHOMIEHHHIX, Y
KOTOPBIX €CTh PUCK pa3BUTHsI OMIMpYyOHMHOBOH 3HIIedanonaTtuu (cM. pazzaen «IIpoTuBonokasanusy).
Monumopune ananuza kposu

[Tpu 1IUTETHEHOM JICUEHUU CIIEYET PETYISIPHO IPOBOAUTD MOJIHBIN aHAIU3 KPOBH.

Peaxyus Apuwa-I'eprceetivepa (JHR)

Y HEKOTOpBIX MAIMEHTOB ¢ HH(EKIMEH, BBI3BAHHOM CTUPOXETaMU, MOXKET Pa3BUThCS PEaKLIUs
Spuma-TI'epkcreitmepa (JHR) Bckope nocne Hayana tepanuu nedgrpuakconoM. JHR o0b1uHO siBisieTcst
CaMOOTPaHUYMBAIOIIMMCS COCTOSTHUEM, MUJI MOKET KOHTPOJIIMPOBATHCS € MTOMOIIBIO
CUMITOMATUYECKOT0 JieueHus. Tepanuio aHTHOMOTUKOM HE CJelyeT MpeKpalaTh npu
BO3HUKHOBEHUU JAHHOHN PEaKILINH.

Bruanue na pesynomamot 1a00pamopHbiX aHAIU308

Ipu neuenuu npenapatoM lLleprpuakcon-JEKCBM® y mnamuMeHToB MOTYT — OTMEYaThCs
JIO’)KHOTIOJIOXKUTENbHbIE pe3ynbTaThl mpoObl KymOca. Kak u napyrue aHTHOMOTHMKM, mpenapar
Ledrpuakcon-JEKCBM® MoskeT 1aBaTh T0/KHOIONOKUTENBHbIH Pe3ybTaT IPOOHI Ha TalTaKTO3EMHUIO.
JIOKHONOJIOKHUTEIbHBIE PE3YIbTAaThl MOTYT OBITH IOJYYEHBI M MPU OINpPENIENCHUH TIIIOKO3bI B MOYE
HeepMEHTHBIMUA METOJaMM, HO3TOMy B Xoje Tepanuu mnpenapatoMm Lledrpuakcon-JTEKCBM®
[IIIOKO3YPUIO ITPU HEOOXOIMMOCTH HYKHO OINPENENSATh TONIBKO (PEPMEHTHBIM METOOM.

LledTprakcoH MOXKET BBI3BIBATH HEJOCTOBEPHOE CHM)KEHHUE IMOKa3aTeNed TIMKEMHHM, MOJYUYEeHHBIX C
MOMOIIIBI0 HEKOTOPBIX YCTPOICTB MOHUTOPHHIA KOHIIEHTPALUMH TIJIIOKO3BI B KPOBU (CM. yKa3aHHS B
PYKOBOJCTBE II0 IPHUMEHEHHIO MCIOJIb3yeMOro ycrpoiictBa). Ilpm HeoOxomumocTn ciexyer

HCII0JIB30BAaTh AJIbTCPHATUBHBIC CIIOCOOBI OIPECACIICHUS I'TTFOKO3bI B KPOBH.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 06.10.2023 Ne 19763

Hucmpykyuu no yHuUumoIiceHu0 Heucnonb306anio2o npé”&}gi;lg%hg }_;E)ILEJZJ a Zu'?:" reluum

CPOKOM 200HOCmU
[Toraganue 1eKapCTBEHHBIX MPENapaToB B OKPYKAIOLIYIO CPEIy JODKHO OBITH CBEACHO K MUHUMYMY.

He CICAYCT YTUIM3UPOBATh IIperiapaT ¢ IIOMOIIBIO CTOYHBLIX BOJ UK BMECTEC C OBITOBBIMU OTXO0JdaMHu.

Crnenyet UCIIONIb30BaTh YCTAHOBJIEHHBIE CUCTEMBI YTUIIN3ALIMHY, €CJIM OHU JIOCTYIIHBI B BalllEM PETHOHE.
Ymunuzayus wnpuyee/uen
Heo6xonumo cobintogaTh clieAyronye peKOMEeHJaluy 0 UCIIOJIb30BaHUIO U YTUIM3ALUK IIIIPULIEB U
pPacXoIHbIX MaTEPHUAIIOB.

e Urisl ¥ WIIpULIBI HEJIB3S UCIIOJIB30BATh IOBTOPHO.

e llcnonb3oBaHHBIE UIJIBI U IUIPHUIBI [TOMEMIAIOT B 3AIIMILEHHBIA OT IPOKOJIOB KOHTEHHEp

(EeMKOCTB).

e JlaHHBIN KOHTEHHED XPaHAT B HEAOCTYITHOM JIJIS JIETEN MECTE.
YHUYTOXKEHHE HEUCIIOJIb30BaHHOIO Mpenapara WIA PacxXOIHbIX MaTEpUaIoB JOJKHO IIPOBOAMTHCS B
COOTBETCTBUH C JIOKAJTHHBIMHA TPEOOBAHUSMH.
Binsinne Ha cIOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPEJACTBAMH, MEXaHU3MAMM
HeTt naHHbIX, CBUIETENBCTBYIOIIMUX O BIMSHUY IIpENapaTa Ha yIpaBiIeHUE TPAHCIIOPTHBIMU CPEACTBAMU
U paboTy ¢ MallMHaMH U MexaHuzMamu. OjHako, BO BpeMms Tepanuu mpenaparoMm Lledrpuakcon-
JIEKCBM®, cnemyer cobmofaTh OCTOPOKHOCTh IIPU YIPaBJIEHMH TPAHCHOPTHBIMM CPEICTBAMHU U
paboTe ¢ MeXaHM3MaMHU B CBSI3U C BO3MOKHOCTHIO BO3HHMKHOBEHHS TOJIOBOKPYXEHHS U JPYruX
HE)KEJIATeNbHBIX PpEeaKIMif, KOTOpble MOTYT BIMATh Ha CHOCOOHOCTH YHPAaBIATh TPAHCHOPTHBIMU
CpEICTBaMH, MEXaHU3MaMHU.
dopMa BbIITYCKa
Ilopowiok 0151 npueomognenusi pacmeopa 01 6HYMPUBEHHO20 U BHYMPUMblULEUH020 66edenus 1,0 2.
ITo 1,0 r nedTprakcoHa nomemaOT B NpO3payHblil CTEKISHHBIN (1akoH | ruapomuTHUECcKOro Kiacca,
repMETUYHO YKYIOPEHHBIH MPOOKOH pe3uHOBOM, 00KaTOM KOJIMAauYKOM aTFOMUHUEBBIM.
[To 1 ¢pnakoHy BMecTe ¢ MHCTPYKIUEN MO0 TPUMEHEHUIO TOMEIIAI0T B KAPTOHHYIO MauKy.
Ynaxoexa ona cmayuonapos:
[To 50 ¢makoHOB BMeCTe C paBHBIM KOJIMYECTBOM MHCTPYKIMHA MO MPUMEHEHHUIO B KOpoO M3 KapTOHA
KOpOOOYHOTO.
YciaoBust XxpaHeHust
B 3amuiieHHOM OT cBeTa MecTe Mpu TeMiieparype He Boiie 25 °C.
XpaHUTb B HEOCTYIIHOM JUIs IETEU MECTE.
Cpok rognocTu

2,5 roga. He npuMeHSTh 110 UCTE€UEHUHU CPOKA TOJTHOCTH.
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COOTBETCTBYET SKCNEPTHOMY OTYETY

ot 06.10.2023 Nz 19763
Yci10Bas 0THYCKA (NOCNEOQCBATENBEHOCTL 0003)
OTIyCKalT MO peuenTy.
IIpousBoaurenn
000 «UuTepdpapmar»

Poccus, 300004, r. Tyna, TopxoBckuii mpoes, a. 8.

000 «Py3papmar»

Poccus, 143132, MockoBckast 00:1., Py3ckuii paiion, r.m. TydkoBo, yin. Komcomonbckas, a. 12, ctp. 1.
Baanenen perucTpauMoHHOro ynaocroBepenusi / Opranm3anusi, NPUHUMAKOIIAS NPeTEH3UH
norpeoduTeIei:

115201, Poccust, Mocksa, Kamipckoe 1., a. 22, kopi. 4, ctp. 7, Ten.: (495) 231-28-61,

e-mail: info@protek-svm.ru.
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