COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 18.09.2023 N= 128030

HUHCTE yKHHﬁH QCNEOOBATENBHOCTL 0002)

IO MEJUITUHCKOMY ITPUMEHEHUIO IEKAPCTBEHHOT O IIPEITAPATA
IedocymsoakxT

PerucrpaimioHHbIil HOMep:
Toproeoe HaumenoBanue: I{edocynbOakt
MexayHapoHoe HelTATEHTOBAHHOEe WM TPYIIUPOBOYHOEe HAMMeHOBaHMe: [[e(PTPHUAKCOH +
[cynbGakTam]
JlekapcTtBeHHasi ¢opMa: TOPOMIOK JUIsI IPHUTOTOBJICHHUS] PacTBOpa Uil BHYTPUBEHHOIO H
BHYTPUMBIIISUHOTO BBE/ICHHUSI.
CoctaB
Cocrae Ha 1 daakoH:
JlecTRyIOMME BEMISCTRA!
nedpuakcona Harpus Tpuceckpuruapat 1,193 r B nepecuete Ha nedrpuakcon 1,000 r
cynbOaktam Hatpus 0,547 r B epecueTe Ha cyap6akTam 0,500 r.
Onucanue
ITopomok Gestoro win NoyTH OeJI0ro 1BETA.
dapmakoTepaneBTHUeCKAsl TPYyNIa: aHTHOAKTEpHAIbHBIE CpPEICTBA CUCTEMHOTO JICHCTBUS,
Opyrue GeTa-JakTaMHble aHTUOAKTepHaAIbHbIC CPeACTRA; 11e(haloCTIOPHUHBI TPETHETO MOKOJICHHSI.
Koxg ATX: JO1DD63
dapmakosoruiecKue cBoiicTBa
QapmakoIMHAMUKA
KoMOuHMpoOBaHHBIN TIpenmapar.
[TeTpHuakcon — MoTyCUHTETHUSCKHH TeaiocTiopuHOBBIH aHTHOHOTHK 111 MoKoIeHUS MUPOKOTO
CIIEKTpa JSHUCTBHUSL
BaktepuiiuaHas akTHBHOCTh IeTpHakcOoHa OOYCIIOBJIGHA IOJIaBJICHHEM CHHTE3a KJICTOUHBIX
MeMOpaH.
CynpbakTaM — TpOU3BOJAHOE OCHOBHOTO siipa NEHUUIMWUITMHA. SIBIsieTcs HeoOpaTUMBIM
HHTUOUTOpOM OeTa-TakTaMa3, KOTOPhIS BBIJSIISIOTCS MUKPOOPTaHU3MAMHU, YCTOMUHUBBIME K OeTa-
JIAKTaMHBIM aHTUOMOTHKAM;, MPEAYNPeKIacT JSCTPYKIHIO NEeHUIIWUIMHOB U 11e(aJIoCIOPpUHOB
moja  jAeWicTeueM  Oera-jlakTama3 — YCTOWUYMBBIX — MHUKPOOPTaHM3MOB;,  CBSI3BIBAsiICh €
MeHUITAUTHHCBSI3BIBAIONTUMHE OeJIKaMHU, TPOSIBIISIET CHHEPTU3M MIPHU O/THOBPEMEHHOM IIPUMEHEHUHU
¢ ICHUITUTHHAMH U 1[eaToCTIOpUHAMHE.
Cynpbakram He o0dagaeT KIMHUYSCKH 3HAYMMOM aHTHOAKTepUAJIbHOW aKTHUBHOCTHIO
(McKIIrOUeHHEe COCTaBJISIIOT Neisseriaceae v Acinetobacter spp.). CyapbakTaM B3aUMOJACHCTBYET C

HCKOTOPBIMH TICHUIIHJIMHCBAZBIBAIOIITUMH 6CJIKaMPI, IMO3TOMY KOM6HH3HI’IH I_Ie(i)TpI/IaKCOH +
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OJIUH e(PTPHAKCOH.

KomGunamust nedTpuakcon + [cyiabpOakTaM| aKTHBHA B OTHOIISHHH BCEX MHKPOOPTAHHU3MOB,
qyBCTBUTEIIBHBIX K Ie(TPHAKCOHY, B JICHCTBYET CHHSPTHIHO (CHIIKACT /10 4 pa3 MUHHUMAJIbHYIO
noAaBsTony o kKoHnenTparuio (MIIK) komOuHaIu o cpaBHEHHUIO C TIePTPHAKCOHOM).
AKTHUBEH B OTHOIIECHUH CJIeYOIUX MHKPOOPIaHU3MOB:

I'pamompuyamenvrole aspobul: Acinetobacter Iwolffii, Acinetobacter anitratus® Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, Borrelia burgdorferi, Capnocytophaga
spp., Citrobacter diversus, Citrobacter freundii**, Escherichia coli, Enterobacter aerogenes*,
Enterobacter cloacae*, Enterobacter spp.* Haemophilus ducreyi, Haemophilus influenzae,
Haemophilus parainfluenzae, Hafnia alvei, Klebssiella oxytoca, Klebssiella pneumoniae**,
Moraxella catarrhalis, Moraxella osloensis, Moraxella spp., Morganella morganii, Neisseria
gonorrhoeae, Neisseria meningitidis, Pasteurella multocida, Plesiomonas shigelloides, Proteus
mirabilis, Proteus vulgaris* Proteus penneri*, Pseudomonas fluorences®, Pseudomonas spp.,
Providencia spp., 8 1.4. Providencia rettgeri*, Salmonella spp. (Hetudounnsie), Salmonella typhi,
Serratia spp. *, B T.4. Serratia marcescens*, Shigella spp., Vibrio spp., Yersinia spp., B T.4. Yersinia
enterocolitica.

*HEKOTOpbIE M30JIATHI STUX BUAOB YCTOMUUBHI K IIeTpHAKCOHY, IJIABHBIM 00pa3oM, BCIISCTBHE
oOpazoBanus OeTa-1aKkTaMas, KOJJUPYSMbIX XpOMOCOMAaMH.

**HeKOTOpbIE H30JIATHI HTHX BHUIAOB YCTOHYMBBI K Ie(TpHAKCOHY BCISACTBHE 0OpazoBaHHS
ISJIOTO psijia IUTa3MUI00TIOCPETIOBAHHBIX GeTa-JIakTamas.

Psa mTaMMOB BhINIENIEPEYUCTICHHBIX MHKPOOPTaHU3MOB, KOTOPbIE MPOSIBILIIOT YCTOHUYUBOCTD K
JPYTUM aHTHOMOTHMKAM, TAaKUM KaK [EHHUIWUIMHBL, LedaloCIOPUHBI, aMUHOIJIUKO3H/bL,
qyBCTBUTEIIBHBI K epTpuakcony. 7reponema pallidum qyBCTBUTENBHA K IIeQTPUAKCOHY in Vitro.
Knuauueckue mrammel Pseudomonas aerugenosa yecTOMUHUBHI K IIeTpHAKCOHY.
I'pamnonooicumensvusie aspobui: Staphylococcus aurens (B TOM YHCIE MTaAMMBI, 00pa3yIonIue
NeHUNWUTHHA3Y), Staphylococcus spp. (Koaryinazo-oTpulaTeNbHbIe), Streptococcus pyogenes
(Gera-reMoIMTHYECKHE  CTPeNTOKOKKM rIpymnbl  A), Streptococcus agalactiae  (Geta-
TeMOJIMTHUSCKUE CTPeNTOKOKKM rpynmel B), Streptococcus pneumoniae, Streptococcus spp.
TPYIIILI Viridians.

[TpumMedanue: METHITMIUIMH-YCTOWUHBEIE Staphylococcus spp. pe3UCTEHTHBI K e aIoCTIOpUHAM,
B T.4. K nedrpuakcony. Kak npasuio, Enterococcus faecalis, Enterococcus faecium wm Listeria
monocytogenes TakKe yCTOWUHBHIL.

AnaspobHuvie MUKPOOPSAHUZMbL:
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Bacteroides spp. (3keT4euyBCTBUTEINbHBIC)*, "lostr:dihl;p;'s.‘p}E%l't})":dMgE@{éﬂ}:z‘gzZﬁ l:!c;"f%'“;(;‘ile),

Fusobacterium spp. (B T.4. Fusobacterium nucleatum), Peptococcus spp., Peptostreptococcus spp.
*HEKOTOpBIE M30JIATHI DTHX BHJIOB YCTOMUMBHI K IeTpuakcoHy H3-3a oOpa3oBaHus Oeta-
JaKTaMas.

DapMaKOKHHETHKA

MakcumanbHasi KOHIEHTpaHs! (Cmax) HeTpHAKCOHA TOCE OJHOKPATHOTO BHYTPHUMBILIICUHOTO
(B/M) BBesienus B o3¢ 1,0 T cocTaBisieT npuOIu3uTebHO 81 MI/JI, U TocTHTaeTes depes 2-3 daca
MOCJie BBEJICHHUS, B TO BpeMsl Kak y cyjbOakTaMa OHa COCTaBysieT 6,24 MI/i, U JOCTHUTaeTCs
MpUOIU3UTEIBHO Uepe3 1 1 mociie BBeICHUS.

[Imomaas mox (apMakoKHHETHUSCKOW KpHBOM  “kKoHmeHTparusg-ppems” (AUC) nnd
nedTpuakcoHa mociie B/M BBEJIGHHSI TaKasi K€, KaK IIOCJie BHYTPUBEHHOTO (B/B) BBEJACHHS
SKBHUBAJICHTHOH J03bI, 9TO yKa3biBaeT Ha 100% OHOTOCTYITHOCTS MOCIIE B/M BBEICHUS.

OO0neM pacnpeiesieHus e TpuakcoHa coctapisieT 7—12 1, a cyapbaktama — 18-27,6 1.
[{edTpuakcoH u cyJibOaKTaM XOPOIIO PACIPENICIISIOTCS B PA3IMUHBIX TKAHSIX H KHJIKOCTSX
OpraHu3Ma, BKJIIOUAsl aCIUTHUYECKYIO JKUIAKOCTh, CIIMHHOMO3TOBYIO JKUIKOCTh (Y HAIUEHTOB C
BOCHAJIEHUEM MO3TOBBIX 000JI09€K), MOUy, CIIOHY, MUHJAIUHBI, KOXKY, (aUIoNueBbl TPYOBL,
SIMYHUKHU, MATKYy, JISTKHE, KOCTH, XKeJIUb, JKSJUHBIH My3bIph, anmneHauKe. [IpemnapaT npoHukaeT
Yyepes IJIalleHTapHbINA Gaphep.

[TedpTpuakcon Ha 70-90%, cyasOakTam Ha 38% 0OpaTUMO CBSI3BLIBAIOTCS ¢ OCJIKAMH TUTa3MBI.
[{edTpuakcoH He MOABEpracTCS CHCTEMHOMY MeTaboJIU3MYy, a MPEBpalacTcsl B HeaKTHBHBIS
MeTaOOTUTRI IO ISUCTBHEM KUIISUHOW MUKPOQIOPHI.

[Tepuon momyesiBeaeHus (T12) cyapbakTaMa COCTABISICT B cpeHEM 0KoJo 1 4, rieyTpHakcoHa —
okoJ10 8 yacos. [InazMennsiii kimpenc nedrpuakcona — 10—20 M1/MUH, TOUSYHBIH KIHUPEHC — 5—
12 v1/MHH.

[Ipumepro 84% mo3bl cynbbakTamMa U 50-60 % m03bI MepTpHAKCOHA BBIBOJHTCS MOYKAMH B
HEU3MEHESHHOM BHUJIE, OCTAJIbHAS YacTh e TPHAKCOHA PKCKPETUPYETCS C JKEJIUbIO B KHIISYHHK.
[Ipu noBTOpHOM MPUMEHEHHUH 3HAUUMBIX M3MEHEHUN (hapMaKOKMHETHUESCKUX ITapaMeTpOB 000UX
KOMIIOHEHTOB Ipemapata He oTMeueHo. llpu BBegeHuMm mnpemapara Kaxaple 8-12 dacos
KyMYJISIIUSL He HaOJII0/1a1ach.

IIponuxHoeenue 6 CNUHHOMO3206Y10 JICUOKOCL: Y HOBOPOIKICHHBIX U Y JIeTeH MPH BOCTIAJICHUU
MO3TOBOH 000J0YKH e TPHAKCOH TPOHUKAET B JIMKBOP, TPU TOM B CiIydae GaKTepHAIBLHOTO
MEHUHTHTAa B cpefgHeM 17% oOT KOHI[CHTpalu IedTpHakcoHa B IuiazMe JUpGyHAHpYET B
CIIMHHOMO3TOBYIO JKMJIKOCTh, YTO TpUMEpHO B 4 paza OoJibllle, YeM TPH aCCHTHUYSCKOM
MeHuHTHTE. Uepes 24 yaca nocie B/B BBeAeHUS edTpuakcoHa B go3e 50—100 mMr/kr Macchl Tena

KOHIOCHTpAalluu B CIIMHHOMO3TOBOH JKUJAKOCTH IIPCBBINIAIOT 1,4 Mr/m Y B3pPOCIIbIX OOJILHBIX
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MEHHUHIUTOM uepe3 2—24 4aca, IIOCJe BBEISHMUS I[OSbf: %’Q ﬁ?ﬁ@'%ﬁ%‘é&gqg ‘3—¢§J§HQ§%§;{HHH

e TpHakcoHa B CIOHHHOMOZTOBOW JKHJKOCTH BO MHOTO pa3 MPEBOCXOAST MHHHMAJIbHbBIS
MOJABJISTIONIHAE KOHIIEHTPAITUH JJISI CAMBIX PaclpOCTPaHEHHBIX BO30YIUTENICH MEHUHTHUTA.
Ocobbvie epynnvl NAyUeHmos

Y HOBOpOKICHHBIX JIETEH MOYKAMHU BBIBOJUTCA oKosio 70% BBeqeHHOH JT03HI IeTpHakcoHa. Y
JeTeH B MepBble 8 THEH JKU3HHU, a Takke y JimIl ctapine 75 et T2, B cpeHem, B 2—3 paza GodbIie,
YeM Y B3pOCIIBIX.

VY manueHToB ¢ HapynieHHeM (PYHKIMHM TMOYeK WK TeUeHH (GapMaKOKHHETHKA IedTpHakcoHa
MEHSIETCSI He3HAUUTEJIHLHO, OTMEeYaeTCsl JIMITh He3HAUUTENIbHOE yBenuueHue T1. Ecnu Hapymena
(PYHKITUSA TOJBKO TMOYCK, BO3pAcTaeT BHIBEJCHUE C JKEIUbIO, €CIIM HapylieHa (QYHKIUS TOJIbKO
MICUSHH, BO3PACTACT BHIBSICHUE TTOUKAMH.

Y OanueHTOBR ¢ pa3iMuHOM CTeNeHBIO HApYIIeHUH (QYHKIMM [OUYSK BHISBICHA BBICOKAS
KOPPeJISIIHS MeXTy OOMMM KIUPEHCOM CyJibOakTamMa U3 OpraHU3Ma U pacueTHBIM KIHPEHCOM
KpeaTHHHHA. Y TAllMeHTOB ¢ TEPMHUHAJIBHOW IMOYSYHOM HEJOCTATOUYHOCTHIO BBISIBICHO
3HauuTeIbHOS yuiauHeHue Tin cynpbaktama (o 9,7 4). I'eMoamnanu3 BBI3BIBAJ 3HAUUTEIIEHOE
HU3MEHEHHUE Mepuo/ia MOIYBBIBEICHHUS, 00IIero KIUpeHca 1 o0beMa pacipe/ie/ieHus cyib0akTama.
IokazaHus K IpUMEeHEeHHIO

HndexnmonHo-BOCHATUTEIbHbIE 3a00/IeBaHUS, BHI3BAHHBIC UYBCTBUTEIBHBIMU K KOMOMHAIIUU
e Tpuakcona ¢ CyIb0aKTaMOM BO30Y/TUTEIISIMHU:

-UHQESKIUH TTOYSK U MOUYCBBIBOSAIMIUX My TEH;

-UHQESKIUHA OPTAaHOB OPIOMIHOMN MOJOCTH (TICPUTOHUT, HHPESKIIUU KETUHBIX MMyTeH U JKeITyJ0UHO-
KHUIIEYHOT O TPAKTa);

-MH(EKIUH HUKHUX JIBIXaTeJIbHBIX MTyTeH (B T.4. THEBMOHUA);

-uHdpeknun JIOP-opranoB (B T.4. OCTphIH CpeTHUN OTHUT),

-GaKkTepUaTHbHBIA MCHUHTHUT,

-CeIITUIICMUST,

-UH(pEKIUU KOCTEH, CYCTaBOB;

-UHQEKIUU KOXKH U MATKUX TKaHeH (B T.4. paHeBbIe HH(DEKIINN);

-0oJtesns Jatima;

-MH(EKIHUU TTOJIOBBIX OPTaHOB, BKJII0YAs HEOCIOKHEHHYIO TOHOPEIO.

Hndexnuonnbie 3a00IeBaHUS Y MAUESHTOB CO CHIIKEHHBIM UMMYHHUTETOM.

[IpodunakTrka mocieonepaioOHHbIX HHPEKITHHI.

IIpoTuBoONIOKA3ZaHNA

FI/IHGD‘{VBCTBI/ITeJ'II)HOCTb
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['unepayBCTBUTEIBHOCT K e TPHAKCOHY, CYJ LGaKTaM{/—l et E%%%&J@E?E&'&ﬁ&%@hﬂmlx

BEIIECTB.
['unepuyBCTBUTEILHOCTS K Te(haociopruHaM.

Tspkesbie peakIliy THIIePUYBCTBUTEILHOCTH (HATIpUMep, aHAQIIAKTHUSCKUE PEAKITHH) K IPYTUM
B-1akTaMHBIM aHTUOMOTHKAM (IICHUIIMJUTMHBL, MOHOOAKTAMBbI U KapOOIIeHEMBI ) B aHAMHE3E.
HesloHOICHHBIE ISTH

HenoHomeHHBIM J1eTAM B Bo3pacTe 10 41 Helelu BKIIOUUTENILHO (CYMMapHO I'eCTallMOHHBIN U
XPOHOJIOTHYECKUH BO3pacT) NpUMEHEeHHe IlepTpraKkcoHa IPOTHBOIIOKA3AHO.

JloHOIIEHHLIE HOBOPOKASHHBIE (< 28-THEBHOTO BO3pacTa)

—  T'unepOunupyOuHeMHusi, >KeITyxa WM aly103, THHO0aJbOyMHUHEMHUSI Y HOBOPOXKISHHBIX
(ucciemoBaHus in vitro moKazaiiy, 4To 1e)TPHAKCOH MOJKET BBITECHSITh OWIMPYOUH U3 CBSI3H
C CHIBOPOTOUHBIM aJIbOYMHHOM, HOBBIIIASl PUCK Pa3BUTHA OWIMPYOHHOBOH sHIIe(asionaTuu
y TAaKHX IIAI[UEHTOB).

— DBuyTpuBeHHOe  BBeJeHHEe  KaJIbIUHCOAEpXKAIIMX  PAacTBOPOB  HOBOPOJXK/ICHHBIM.
HopopoxneHnsle (< 28 qHel), KOTOPBIM yiKe Ha3HAYEHO WM IIPEIII0JIaraeTCs BHYTPHBEHHOE
JICUEHUE KaJIbIIUHCOIepKAIUMHU pacTBOpaMH, BKJIIOUAS IIPOOJDKUTEIIBHBIE
KaJibIuiicoiep kamue UHQY3UH, HAIpUMep, NPU MapeHTEpabHOM IMHUTAHUHU, U3-3a PUCKA
00pazoBaHUs TNPEIMIIUTATOR KIBIUEBBIX cojled IedTpuakcoHa (cM. paszjgenbl «Crocod
IIPUMEHEHHs M J03bI» M «DB3auMoJeHCTBHE € JIPYTUMH JICKapCTBEHHBIMHU CPEICTBAME).
Omnwucanbl OT/IeJIbHBIE (paTabHBIE CIydyan 0Opa30BaHUS NPSIUIUTATOB B JISTKUX U MOYKaX Y
HOBOPOJKJCHHBIX, TOJyYaBMIMUX Ne(PTpHAKCOH [UII BHYTPHUBCHHOTO BBEJACHHUS H
KaJIbIIMHCOIepaKalie pacTBOphL. 1Ipu 5TOM B OT/AEIBHBIX CIIydasix ObLI UCIOJIB30BAH OUH
BEHO3HBIH JI0CTYIL, U 00pa30BaHUe NPESIUIUTATOB HAOII01aJI0Ch HETIOCPEACTBEHHO B CUCTEME
JUIs1 BHYTPUBEHHOTO BBE/ICHHUs], TAKOKE ONMCAH, KAK MUHUMYM, OJIMH CJIy4al cO CMepTeIbHBIM
HUCXOJOM TIIPH pa3JIMYHbIX BEHO3HBIX JIOCTYNIaX M B pa3M4HOE BpeMs BBEJSHUS
neTpUuakCoOHa BHYTPHBEHHO M KaJIbIUHCOAEpIKamMUX pacTBopoB. IlomoGHble ciyuau
HaOJII0JaJTUCh TOJIKO Y HOBOPOJKCHHBIX.

JIunokaun

ITepen BHYTpUMBINICUHOW MHBEKIMEH ¢ UCIOJIB30BAaHUEM JIMOKaHHA HEOOXOJIMMO HCKIIIOYHUTH

HaJIM4ue IPOTHUBOIIOKA3aHUM K JIMAOKaWHY. IIpoTHMBOmOKa3aHMsI K NPUMEHEHHIO JIMJIOKAaHWHA

IIpUBE/IeHbl B MHCTPYKIMH 10 MEJIUIIMHCKOMY NIPUMEHEHHMIO JIMJ0OKauHa. PacTBOpHI Iipenapata,

coJleprKalliie JUAOKAHH, HeJIb35l BBOJUTH BHYTPUBEHHO.

C ocTOopoKHOCTHIO

Ilepuon rpyiHOTO BCKapMJIMBAHHUSL.



COOTBETCTBYET 3K(

ot 18.09.2023 N2 18030
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CMEPTHOMY OTYETY

(MeHUITMJUTHHBI, MOHOOAKTaMbI M KapOanieHEMbI) B aHAMHE3E.

IIpumeHeHIe IPU GepeMeHHOCTH U B TIePHO/I TPYTHOT0 BCKAPMIIMBAHUS

bepemMeHHOCTD

[MepTpuakcon u cyapbakTaM TPOHUKAIOT Uepes IUIalleHTapHbIH Oapbep. besomacHocTh
MIpUMEHEHHUSI TIPH OSPEMEHHOCTH Yy JKEHIUH HE YCTaHOBJICHA. J[OKIMHHUYECKHE HCCICTOBAHUS
PEIPOAYKTHBHOCTH HE BBIABWIH SMOPHOTOKCHYECKOTO, (PETOTOKCHYECKOTO, TepaTOreHHOIo
JEUCTBUS WIH JPYTUX HeOMaronpusTHhIX 3¢ dekToB e TpuakcoHa Ha IJIOJOBHTOCTH CAMIIOB U
CaMOK, TIPOIECC POJIOB, MIEPUHATAIILHOE U MOCTHATAILHOE pa3BuTHe TUioda. [lpu GepeMeHHOCTH,
O0COOCHHO B MEPBbIA TPUMECTp, TpenapaT cieayeT Ha3HAuaTh TOJHKO MO CTPOTUM IMOKA3aHUSIM
MIpU YCIIOBUH, UTO IpeJIoiaraeMas mojib3a JJisi MaTepu MPeBbIiaeT MOTSHITHATIBHBIN PUCK IS
IIoaa.

Ilepuoa IpyAHOrO BCKAPMIMBAHUS

B MajibIx KOHIEHTpAlUIX MeQTPHUAKCOH TOMaaeT B TPYAHOES MOJIOKO. MaloBepOSTHO BIUSHHUE
e TprHakcoHa Ha peGeHKa, HAXO/MIErocs Ha TPYJHOM BCKapMIIUBAHUH, MPHU €ro MPUMEHEHUU
MaTephI0 B TEPANEBTUUYECKUX J103aX, TEM He MEeHee, HeJlb3sl UCKIIIOUUTh PUCK Pa3BUTHUSA JHAPEH,
IpUOKOBBIX HH(PEKITUN CIIM3UCTHIX 000JI0USK U PEAKITHH THIIEPUYBCTBUTEILHOCTH Y peOSHKA.
Cynp0akTaM MPOHHUKAET B IpyaHOE Mosioko. HeoGXoaumo npekpaTuTh ITpyAHOE BCKApMIITUBAHUE
WIN TIPeKpaTUTH/BO3AEPIKATHCS OT Tepalnuu HeTPHUAKCOHOM M CyJIbOaKTaMoOM, TPUHHUMASI BO
BHUMAaHHUE MPESUMYIIECTBA IPYIHOTO BCKAPMIIMBAHUS JIJIs1 peOeHKA U TTOJIb3Y TepAIUH JIJII MaTePH.
Crioco0 nmpyMeHeHUs U T03bI

[IpenapaT BBOAST MapeHTepaIbHO: BHYTPUMBINISYHO UM BHY TPUBEHHO.

Bspocnvie u oemu cmapuie 12 nem: oObluHast no3a cocTapigeT 1-2 r nedrpuakcona (0,51 r
cyJb0akTamMa) OJMH pa3 B CYTKH WK pas/iejieHHas Ha JIBa BBeJeHUs (Kaxkapie 12 ).

B TskenpIx caydasx Wi npu HHQEKIHIX, BO3OYAUTEIN KOTOPHIX 00IaIaloT JIMIb YMEepeHHOU
YYBCTBUTEIBLHOCTHIO K MIe(PTPUAKCOHY, CYTOUHYIO JO3Y MOMKHO YBEJIMUUBATH J10 4 T.
MakcumanbHasi CyToOYHas 103a CyJIbOaKkTaMa COCTABIISET 4 T.

[IpoomKUTENPHOCTh JICUEHUSI 3aBUCHUT OT TeueHusi 3abosneBanus. Kak u Beerma mpu
AaHTUOMOTUKOTEpAIIuH, BRe/IeHUe npenapata [{edocynbpbakT ciieyeT NpoJorKaTh el B TeUeHHe
MUHUMYM 48—72 4acoB MOCie HOPMAIM3ALMHM TeMIIEPATyphl U TMOATBEPIKICHUS SPATUKALUU
BosOyutens. Kype nedenusi oOpiuHO cocTapisieT 4—14 nHelt; nMpH OCIONKHEHHBIX HHPEKITHIX
MOKeT MoTpeboBaThcsi Oosiee MPOTODKUTENILHOS BBeMeHHe. Kypc JedueHus npu HHPEKIUIX,

BBI3BAHHBIX Streptococcus pyogenes, NOJDKEH COCTAaBIIATh He MeHee 10 nHel.
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(PYHKITUS TIEUSHH OcTaeTcsd HopMalbHOH. [Ipu XpoHHUecko# modeuHod HemocTaTouHoCcTH (KK
MeHee 15 Mu/MHH) — CyToUHas J103a He JOJDKHA MpeBhImaTh 2 r nedTpuakcona u 1 r cyip0akrama.
Y MalHMeHTOB ¢ HapyuieHueMm QyHKyuyu nedeHu HET HEOOXOJMMOCTH YMEHbBINATh 103y, €ClIH
(YHKIHS TOUSK OCTAETCS HOPMATBHOU.

IIpu couemanuu nouedHoli u neueHOUHOU HEOOCMAMOYHOCMIY CIEAYET PETYJSIPHO ONpeesiTh
KOHI[SHTpAIHIO 1Te) TPHAKCOHA B TUIa3Me U TPH HEOOXOJUMOCTH KOPPEKTHPOBATH ero JI03Y.
CyTouHas 032 He JOJDKHA MPeBbIMaTh 2 T Ge3 olpe/esieHus] KOHIIGHTpalliu e TpHakcoHa B
IJIa3Me KpPOBH.

[TaneHTaM, HaXOMSAIMMMCS Ha TeMOJualiu3e, He TpeOyeTcs BBEJACHHUE JOMOJHUTEIBLHOU T03bI
mocje ceaHca TIeMOJIMaliu3a, OJHAKO, HEeoOXOJMMO KOHTPOJUPOBATh  KOHICHTPAIHIO
e TpHUaKkcoHa B IUIa3Me, MOCKOJIBKY €r0 BBIBEJCHHE Y TAKHX MAIUEHTOB MOJKET 3aMe/UISATHCS
(MO3KeT MOTPeOOBATHCS] KOPPEKITUS TO3BI).

Hayuenmur nosicunozo eéospacma: oObITHBIE TO3BI JIJISL B3POCIBIX, O3 MOTPaBoK HA BO3PACT.
Iemu 0o 12 nem

IIpu npumeHeHHH IpenapaTa OJUH pa3 B CYTKH PEKOMEHAYETCS NMPUACPKUBATHCS CIIEIYIOMUX
PEKUMOB JIOBUPOBAHMUS:

Hosopooicoennvie (0o 14 oweii): 20-50 wr/kr maccel Tena nedrpuakcoHa (10-25 mr/kr
cynb0akTamMa) oJIH pa3 B cyTKU. CyTouHas J03a e TpHaKCOHA He JTOJDKHA NMpeBbImaTth S0 Mr/Kr
Macchl TeJa.

HemonomeHHbIM eTsIM B Bo3pacTe A0 41 Heelu BIIIOYUTENIBHO (CYMMAapHO TeCTAIlHOHHBIA U
XpOHOJIOTHYECKHH BO3pacT) IpUMEHeHHe MedTpHakcoHa MPOTUBOMOKAa3aHO (CM. pazjien
«IIpoTuBOTIOKAZAHUS ).

[TedTprakcoH MPOTHUBOMOKA3aH HOBOPOKICHHBIM (< 28 JHEH), KOTOPhIM yiKe Ha3HAUCHO WIIH
IpeAnoaraeTcsi BHYTPUBEHHOE JIUSHHE KaJbLIIUHCOACPIKANIUMHU pAcTBOPAMHM, BKJIOYAs
MIPOJIOJDKUTENIbHBIE KaJIBITUUCOIepIKalue UH(Y3UH, HallpuMep, MpH NapeHTepATbHOM MUTAaHUU
W3-3a pucKka oOpa3oBaHUS MPEIUIUTATOB KaJbI[UEBLIX CoJled medTpuakcoHa (CM. pazieibl
«IIpoTuBonokazanus», «Ocobble yKkazaHUs», «BzauMoJelcTBHE ¢ APYTUMH JICKAPCTBECHHBIMU
CpPEACTBAMUY ).

Hosopooicoennvie, epyonvie Oemu u Oemu maaouieco eospacma (¢ 15 oOweti oo 12 nem):
peKoMeH TyeMasi cyTouHasi fgo3a e Tpuakcona — 20—80 mr/kr (10-40 Mr/kr cyiabpOakTaMa) oJIUH
pa3 B CYTKM WM pazJiejieHHass Ha 2 mnpuema (kaxaple 12 u). CymmapHas CyTouHast Jo3a
nedTpuakcona y ieTel He JIOJDKHA MPEeBBIMATh 2 T; MaKCUMaIbHAs CYyTOUHAs J1o3a CyJb0akTamMa
He JgopkHa npesblmath 80 mr/kr. Jlozy B 50 mr/kr maccel Tena u OGonee (e TpUAKCOH)

HeoOX0IUMO Ha3HauaTh B BU/JC B/B HH(Y3uH B TeueHue 30 MUHYT.
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(MOCNEOCBATENBHOCTL 0002)

Ocmpwlii cpeonuii omum

[Ipu JiedeHUH OCTPOTO CPEJIHErO OTHTA V JeTeH PEeKOMEH/IYEeTCsl OJHOKPATHOE B/M BBEJCHHUE B
mo3e 50 mr/kr (Ho He Goryee 1 1). Y nmeteid ¢ maccoi Tena 50 kr u OoJiee MPUMEHSIOTCS JO3bI IS
B3pOCIIbIX.

Baxmepuanvnviti menunzum

IIpu GakTepuadbHOM MEHHUHTUTE Yy TPYOHBIX JeTed M JeTed MIIAQJIIEro Bo3pacTa JICUSHHUE
HauuHaOT ¢ Ao03bl 100 mr/kr medrTpuakcona (Ho He Gomee 4 1) 1 paz B cytku (50 Mr/kr
cynbbakTtamMa, Ho He Gojyee 2 r). [locie uaeHTHPHUKAIUU BO3OYAHUTENSI W OMpECNICHUS €To
YYBCTBUTEILHOCTH JI03Y MOJKHO COOTBETCTBEHHO YMEHBIIHTh. Hawmiydmue pesyiabTaThl MpH
MEHHMHTOKOKKOBOM MEHHHTHTE JOCTHUTAJIUCh MPH MPOJOJDKUTEIBHOCTH JICUSHUS B 4 JIHS, TpH
MEHUHTHTE, BbI3BaHHOM Haemophilus influenzae — 6 nuen, Streptococcus pneumoniae — 7 NTHeH.
Fonesnv Jlaiima (boppenuos): B3pociabiM U AeTsiM — 50 Mr/Kr (BbIcHIasi CyToyHas Jo3a — 2 T)
e TpuakcoHa oJUH pa3 B CYTKH B TeUeHHE 14 THEH.

Heocnooicnennas conopes — ofHoKpaTtHoe B/M BBeAeHHe 250 Mr (e Tpuakcona).
Ipogunaxmuxa nocrneonepayuOHHbIX UHGeKyui, B 3aBUCUMOCTH OT CTENEeHH HH(EKITHOHHOTO
pucka, peoautcs 1-2 r nedrpuakcona (0,5-1 r cyasbaktama) onHokpaTHo 3a 30-90 mMuH 10
Hayajia onepanui. [Ipu onepanusx Ha TOJICTOHN U MPSAMOM KUIIKE XOPOIIO 3apeKOMEH/I0BaJIO celst
OJIHOBpeMEeHHOe (HO pa3/ielibHOE) BBeJeHUE IeTpUakcoHa/Cyap0aKkTaMa H OJHOTO U3
IpenapaToB U3 IPYIIbl S-HUTPOUMHU/IA30JIOB.

Ipasuna __npucomosiienus 1 86e0eHUs _ PACMBOPOS. CIICAYECT HCIIOJIB30BAaTh  TOJIBKO

CBEKEIPUTOTOBJICHHBIE PACTBOPBI.
Jna 6HympuMmviiedno2o 66€0eHUs

Kak ¥ npu Jpyrux BHYTPHMBIIIESUYHBIX HHBEKIHAX, IIpeNapaT BBOJST B OTHOCHTEJIBHO KPYIIHYIO
MBINIIY; @poOHas acmupaiys [oMoraeT u30ekaTh HENpPeJHAMEPSHHOTO BBEJICHUS B
KPOBEHOCHBIN COCY/I.

Pexomennyetcs BBoauth He OGosee 1000 mr medtpuakcona (500 mr cyiabpOakTama) B OJIHY
OTHOCHUTEJIBHO KPYIIHYIO MBIIIILY.

Henw3s BBOAUTH pacTBOp, COACPIKAIMH JIU/IOKauH, BHYTPUBEHHO!

Jna 6Hympueennoeo 66edenus

PacTBOp BBOAAT ME/UICHHO B TeUeHHE 2—4 MHH, IIPE/IIOYTUTEIIHO B KPYIIHYIO BEHY.

Jna 6HympueeHHot ungyzun

PactBop BBOZAT B TeueHHe 30 MUHYT.

I'pyHBIM ATSAM U JeTsIM B Bo3pacTe 10 12 jieT BHyTpHUBEHHBIE /1035l B 50 MI/KT e TpuakcoHa

WK BbIIIC CJACAYECT BBOAWUTL KAaIICJIBHO B TCUCHHC HE MCHCEC 30 MHUHYT. HOBOpO)K,ZIeHHbIM
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HNOTEHIHAJILHBIN PUCK pa3BUTHUS OUIMPYOUHOBOU SHIIe(ATONIATHH.

Henw3ss wucnonb3oBaTh JUIsi IPUTOTOBJICHHSI pacTBOopoB mpemapara lledocynpbakt mis
BHYTPUBEHHOTO BBEACHHMSI M HUX IMOCJSAYIOMETO pa3BeJeHUs PpacTBOPHUTEIIH, cojepiKaliue
KaJIbIIMH, TaKKue KaK pacTBop PuHrepa mim pactBop XapTMaHa, U3-3a BOZMOKHOTO 00pazoBaHMUs
npenunuratoB. OOpa3zoBaHHe MPEIMIUTATOB KAJbIUEBBIX COJIeH IleTpHAKCOHA MOXKET
IPOUCXOIUTh U IpU CMelleHuH mnpenapara I{edocynbbakT U KaabIMHCOISPIKANIUX PACTBOPOB
IIPH HCIIOJIB30BAHMM OJIHOTO BEHO3HOTO JocTymna. IloaToMy INpu BHYTpHBEHHOM BBEJCHHH
npenapata lledocynpbakT He cleayeT CMeMMBATh WM BBOJMTH OJHOBPEMEHHO ¢
KaJIbIUHCOJePIKAIMMHE  PAacTBOpPaMU  JUISI  BHYTPHUBEHHOIO  BBEACGHMSI (CM.  pazJielibl
«IIpotuponokazanus», «OcoOble yYKa3zaHUD? ).

IIpaBWiia IPpUTOTOBJICHHSI PACTBOPOB

Jna enympumviuiednHo2o 6eedenus: couep;kumoe gpaakona (1,5 r) pacteopsaroT B 3,5 M BOABI TSI
uHbeKIUH uinu 1% pacteope JunokanHa. [locie NpUroToBICHUS KaXK/IbIH MJI pacTBOpPA COASPIKUT
okoJ10 250 MT B mepecueTe Ha MeTPHUAKCOH.

IIpu He06X0TUMOCTH MOXKHO HUCTIOJIB30BaTh OoJiee pa3baBIeHHBIM pacTBOP.

Jna enympueennozo 66edenus; coaepkumoe GaakoHa pacTBopsitoT B 10 M1 BOJABI 1JIs1 HHBEKITUH.
[locne mpuroToBICHUA KaXAbIH MIJI pacTBopa coAepKHUT okoyso 100 Mr B mepecdeTe Ha
e TpUaKCOH.

Jlnst enympusennoti ungysuu pactopsior 2 1 nedtpuakcona (1 r cympbaktama) B 40 MII OTHOTO
W3 CIeAYIOIMIUX pacTBOPOB, He cojepxkamux kaubius (0,9% pactBop HaTpus xjopuaa, 5% uimm
10% pacTBOp AeKCTpO3bl, 6% pacTBOp JAeKCTpaHa B 5% pacTBOpE ASKCTPO3bI).

Io6ounoe elicTBHE

Annepeuueckue peaxyuu: xap WiId 03HOO, aHapUIAKTHISCKHAES WM aHA(DHIAKTOU/HBIC PeaKIUH
(mampumep, OpoHXOCNA3M), Cblllb, 3YJ, AJUISPTHUSCKUH JepMaTHUT, KpallUBHUIA, OTEKH,
SKCCYJIaTUBHAsI MyJbTUdOpMHas dputeMa, cunapom CrtuBeHca-/[xoHcona, cunapom Jlaiieia,
aJUIepTUYECKUHN ITHEBMOHHUT, CHIBOPOTOUYHAsI O00JIC3Hb.

Co cmopoHbt HepeHOTi cucmemul: TOI0BHAs 00JIb, TOJOBOKPYIKEHHUE, CY/IOPOTH, BEPTUTO.

Co cmoponul dicenyoouHO-KuedHo20 mpaxma: abgoMUHaIbHas 601b, JUapesl, TONIHOTA, PBOTA,
HapylleHHe BKyca, [HCIIEIICHS, B3JyTHE JKMBOTa, CTOMATHT, IJIOCCHT, IIaHKPEaTHT,
ICeBIOMEeMOPaHO3HBIH KOJIUT.

Hapyuwienus co cmopoHvi nedenu i Jceniesvi600auux nymeii. XoJIIUTHA3, «CIaK-(PeHOMEH»
JKEJTUHOTO ITY3BIPS, JKEJITyXa.

Co cmoponbl Kposu 1 tTum@amuueckoli cucmemsi: aHeMUsI (B T.4. TeMOJIUTHYSCKAs), T HKOTICHHUI,

TAMQOTICHHS, JIGHKOIUTO3, JHUMQOIHUTO3, MOHOIIUTO3, HEUTPOICHHS, TPOMOOITUTOIICHHUSI,
9
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TPOMOOIINTO3, HO3UHOMUINS, TPAHYJOIHUTOIIGHHUSI, 6@%&3@'%}%&%{?@@&%: 'Eylip\iéig};ﬂéﬁue)

MPOTPOMOHUHOBOTO BpeMEHH, YBEIMUSHUE TPOMOOTIIACTHHOBOTO BPEMEHH, arpaHyJIOIUTO3.
Hapywenus co cmoporst nouex u Mo4esvble00auux nymeil: MUKO3bI TIOJIOBBIX OPTaHOB, OJIUTYPHSL,
BAarHHHUT, He)POTUTHAS.

Mecmmuvie peaxyuu: ipu B/B BBeJIeHUU — (PyieOUT, GOIE3HEHHOCTD, YIUIOTHEHUE 110 XOJIY BEHBI;
B/M BBeJcHHE — OOJIC3HEHHOCTh, OIYHICHHE TeIUIa, CTAHYTOCTH WM YIUIOTHEHHE B MeECTe
BBE/ICHHUSL.

Jabopamopnvie noxazamenu: MOBBINIEHAES AKTUBHOCTH "TICUSHOUHBIX" TpAaHCAMHUHA3 U MEJIOTHON
dochatazpl, runepOWIMPyOUHEMHS, TUMECPKPEATUHWUHEMHS, TOBBINICHUE KOHIICHTPAIIUU
MOYEBHUHBI, HATMYUE 0CaJIKa B MOUE, TJIFOKO3YPHSL, TEMaTyPHSI.

IIpoune: OBBINIEHHOE MMOTOOT/ACIICHUE, "TIPUIIUBBL" KPOBU, HOCOBOE KpPOBOTEUEHHE, OLIYLICHUE
cepaiebueHus:, o0pazoBaHUE MPEIUIUTATOB B JISTKHX.

Ilepeno3upoBka

Cumnmomul HEBPOJIOTHISCKUE HAPYIICHUS, BKITIOUAs CYIOPOTH, TONHOTA, PBOTA U JIHAPESI.
JledeHue: JeueHUE TepeTO3ZUPOBKU CUMIITOMaTHYecKoe. CrielupuIecKoro aHTUA0TA HeT.

IIpu mnepeno3upoBKe TeMOJMAIA3 M IIEPUTOHEAJbHBIM JHAIM3 HE CHU3AT KOHIEHTpalluu
e TprUaKkCcoHa.

BzaumoneiicTBHie ¢ APYTUMHU JIeKAPCTBEHHBIMH CpeIcTBAMHU

bakrepuoctarnueckue AHTUOUOTHUKHU CHUKAIOT GakTepUIUTHBIN spdexT
e TprHakcoHa/cyabpOakTama.

AHTaroHU3M ¢ XJIopaMpeHUKOIIOM i#1 Vitro.

HmeroTcss TpOTHBOpeUHMBBIE JIAHHBIE O BEPOSITHOCTH IOBBINICHUS] HE(PPOTOKCHYHOCTH
AMUHOTJIMKO3UAOB NIPH X IPUMEHEHHUH ¢ IeaIoCTIOPpUHAMH, [TO3TOMY HEOOX0AUMO IIPOBOIUTH
MOHHUTOPHHT MOYSYHON (PYHKIIMH U KOHI[CHTPAIINH AMHHOTJIUKO3H/IOB B KPOBH.

[TokazaH CHHEpPTH3M MeXKAY [ePTPHAKCOHOM M AMHHOTJIMKO3HIAMHU B OTHOIICHHH MHOTHX
rpaMOTpUIATeIbHBIX OakTepuil. HecMmoTpsi Ha To, uTO moBbImeHHAA >(PPEeKTUBHOCTh TaKHUX
KOMOHWHAIIMHM He BceTJa IpejickazyeMa, ee CJIeAyeT UMETh B BUY MPHU THKEIBIX, YIPOMKAIOIUX
JKU3HU UH(PEKIUIX, TAKUX KaK 00YyCIOBICHHBIX Pseudomonas aeruginosa.

OOpaszopaHue MPEIHUIHUTATOB KaJbIMEBHIX CoJied IepTpHakcoHA MOMKET MPOUCXOJUTH IIPH
cmemenun mpenapata Iledocyib0akT BHYTPUBEHHO U KaJbIMHCOCpIKAIUX PACTBOPOB IPHU
HCIIOJIb30BAHUH OJHOTO BEHO3HOT0 JocTymna. Henmp3s ucnonszoBath [ledocynbbakT BHYTPUBEHHO
O/JTHOBPEMEHHO ¢ KaJbIUUCOJEPIKAIUMU PACTBOPAMHU JUISI BHYTPUBEHHOTO BBEJCHHS, B TOM
Yuciae € JUIMTENIbHBIMH MHQY3USAMH KaJbIIUHUCOJSpIKAIUX pPACTBOPOB, HalpuUmMep, IMpH
MapeHTEPAIILHOM ITUTAHUH C UCTIONIB30BaHUEM Y -KOHHEKTOpa. JJIsl BceX TPy MAallUeHTOB, KpoMe

HOBOPOKJACHHBIX, BO3MOXHO ITOCJICAOBATCIIBHOC IIPUMCHCHHUC IIpCIIapara Heq)OCYJ'IBGaKT B/B U
10
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BIIUBAHUSIMH COBMECTHUMOM JKHJKOCThIO0. MccnenoBanus in vitro ¢ WUCHOIB30BAHHEM ILIA3MBI
KPOBH B3pOCJIOTO YeJIOBEKA U TUIA3MbI ITYIOBUHHON KPOBH HOBOPOKIACHHOTO CBHJISTEIBCTBYIOT O
MOBBIMICHHOM pHCKe 00pa30BaHHs KaJBIUCBBIX COJIeH IeTpHAKCOHA Y HOBOPOIKISHHBIX (CM.
paznensl «Crocol npuMeHeHHU U 103bD», «1IpoTHBOMOKAZAHUD ).

IIpn npumeHeHun aHTaroHucToB BUTamMuHa K Ha done Tepammu mpemnapatom Iledocyinbakt
MOBBIMIACTCS PHUCK KpoBoTeueHwsi. CleqyeT MOCTOSIHHO KOHTPOJIHPOBATh TMapaMeTphI
CBepTHIBAHUS KPOBH M MIPH HEOOXOAUMOCTH KOPPEKTHPOBATH JI03Y AaHTUKOATYJISIHTA KaK B XOJIe,
TaK | MMOCJIe OKOHYaHusI Tepanuu npenapatoM [ledocynpbaxT.

(I)aDMaIIeBTI/I‘IeCKOG B3aHMOﬂeﬁCTBHe

PactBop nedrpuakcona + [cynpbakTama] He cie/lyeT CMEIUBATh WIH BBOJUTH OJTHOBPEMEHHO C
JPYTUMH aHTUMUKPOOHBIMHU MIpeHapaTaMu.

QapMaleBTHUSCKM HECOBMECTHM € AMCAKPHUHOM, BAHKOMHIIMHOM, (IyKOHA30J0M H
AMUHOTJIMKO3U/TAMH.

(DapMalrleBTUYSCKH HECOBMECTUM ¢ PACTBOPAMH, COJIEPIKAIMUMHI HOHBI KaJblius (B T.4. pacTBOP
Xaptmana u Punrepa) — Bo3MmoxHO oOpazoBaHue mpenunuTaToB. Henw3st ucmosib30BaTh
ITepocynpbakT BHYTPUBEHHO OJIHOBPEMEHHO C KaJbIUUCOACPIKANIUMU pACTBOpPAMHU UL
BHYTPUBCHHOTO BBEJCHHS, B TOM YHCIEC C JUITHTEIBHBIMU HHPY3UAMU KaJIbITUHCOICpPIKAIINX
pPAcTBOPOB, HAIlPUMEp, NPH NAPEHTEPAJIBHOM MUTAHUM C UCIOJIL30OBAHUEM Y -KOHHeKTopa. [t
BCEX TpPYI HAIlUEHTOB, KPOME HOBOPOMKICHHBIX, BOBMOIKHO IMOCJIEOBATEILHOS MPUMEHEHUE
npenapata [{edocyab0akT BHYTPHUBEHHO U KATBIIHHCOACPIKAINUX PACTBOPOB IPH TIATEIHLHOM
IPOMBIBAHUM HH(PY3MOHHBIX CHCTEM MEKJY BJIMBAHUSMU COBMECTUMOM JKHUIKOCTBHIO (CM.
pazgemsl  «lIpotuBomnokazanus», «Cnoco® mnpumeHeHuss u J03bl», «lloGounHoe neHcTBHEY,
«Oco0bIe yKazaHHS»).

Ocolble yKazaHHU s

PeakIuy runepuIyBCTBHTEILHOCTH

Kak 1 nipu npuMeHeHUHU JIPYTUX [3-TaKTaMHBIX aHTUOHOTHKOB, OBLIH 3apeT HCTPUPOBAHBI TSIKEIIbIE
pPeaKIMM TUIIEPUYBCTBUTEIBHOCTH, B TOM UHCIE €O CMEpTeJbHBIM HMcxojoM. llpu passutum
TSDKEJION peaklMU TUIEePUyBCTBUTEILHOCTH Tepanuio npenapatoM IledocynbbakT HeoOXoauMO
HEeME/UICHHO OTMEHHMTh M IIPOBECTH COOTBETCTBYIOIIME HEOTIOJKHBIE JIeueOHbIe MEpONPHUITHSL
ITepen HayasmoM Tepanuu npenapatoMm lledocyapbakT HEOOXOIUMO YCTaHOBUTD, HAOIIONAIMCh
U y TNAlMeHTa pPeaKlUU THUIepUYYBCTBUTESIHFHOCTH K LedTpHUAKCOHY, NedaIocHopUHaM HIN
TSDKEJIIE  PeaKIMHM TUICPUYYBCTBUTECJIBLHOCTH K JIDYTHM  [-JIAKTaMHBIM ~ aHTHOMOTHKAM

(MeHUITMWIUTHHBI, MOHOOAKTaMBI M KapOareHeMbI).
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CNEPTHOMY OTYETY

HeTSDKEJIBIMH PEaKIUSIMU TUMEPUYBCTBUTEILHOCTH K JPYTUM [-JaKTaMHBIM AaHTUOMOTHKAM
(MCHUITMIUTHHBI, MOHOOAKTAMBI M KapOarieHeMbl) B aHAMHe3e.

B cesi3u ¢ Tepanueit e TpHAKCOHOM OTMEUAIHCH TSKENbIe KOJKHBIC HelKelaTelbHbIE PEeaKIHu
(cuaapom CtuBeHca-/[)koHcoHa WM cHHApoM Jlalera/TOKCHYSCKUH — DIUASpMaIbHBIN
HEKpOJIH3) U JISKApCTBEHHAS peaKIus ¢ do3uHoune u cucteMubiMu cumntTomamu (DRESS),
KOTOpBIE MOTYT ObITh JKU3HEYTPOIKAIOIUMH WK GaTaTbHBIMH, OJHAKO YACTOTA JJAHHBIX SIBJICHUU
HEH3BECTHA.

I'eMonuTHUECKAsT aHEMHS

Kak u npu npumeHeHUH JpyTUX LedaIocnopuHOB, MpH JeueHuu npenapatoMm Iledocynpbakt
BO3MOXKHO pa3BUTHE AayTOMMMYHHOH TeMOJIMTUYECKOH aHeMHH. 3aperHCTPUpPOBAHBI CIIydyaH
TSDKEJIOH TeMOJIMTHYECKOW aHEMHUH Y B3POCJIBIX U JIeTEH B TOM YHCJIE CO CMEPTEIbHBIM HCXOOM.
IIpy pa3BUTHM y MalUeHTa, HAXO/MIETOCs] Ha JICUeHUHM LedTpUAKCOHOM, AHEMHUHU HeJb3s
UCKJIFOUUTH JIHATHO3 I1e(ajOCIOPHH-ACCOITUUPOBAHHON aHEeMMM H HEOOXOJUMO OTMEHMTH
JIeYeHHUE /10 BBISICHEHHMSI IPUYHHBI.

Juapest, serzpaunas Clostridium difficile

Kak u npu npuMeHeHHH OOJIBIIMHCTBA JPYTUX aHTHOAKTEPUATBHBIX IpeTIapaToB, MPH JCUCHUU
e TPUAKCOHOM 3apeTUCTPUPOBAHBI CIIyUYaHW Pa3BUTHS JTHapeH, BuIzBauHOU Clostridium difficile
(C. difficile), pa3mu4HON TSDKECTH: OT JIeTKOM Juapen J0 KOJIHTAa CO CMEPTEJIbHBIM HCXOJOM.
Jleuenue aHTHOAKTEPHAIBLHBLIMH TpeTapaTaMH TOAABJISICT HOPMAJIbHYIO MHUKPOQIOPY TOJICTOU
KHUIIKH 1 mipoBonupyeT poct C. difficile. B cBoto ouepens, C. difficile obpasyeT TokcuHsl A U B,
KOTOpbIE SIBJISIFOTCS (pakTOpaMu naToreHesa quapeu, eeizBannou C. difficile. llltammel C. difficile,
TUIEePIPOIYHHUPYIONHE TOKCHHBI, SIBJISIFOTCS BO3OYIUTESIMH MH(EKINH ¢ BBICOKHMM PHCKOM
OCJIOJKHEHHH W CMEPTHOCTH BCIJISJICTBHE BO3MOXKHOW HX YCTOWUYMBOCTH K AHTUMHUKPOOHOU
TepaIuH, JCUSHUE Ke MOXKeT MoTpeGoBaTh KoMyKToMun. Heo6xo 1Mo MTOMHUTE O BO3MOKHOCTH
pasBuTusi Juaped, BbBaHHOW C. difficile, y BcexX malMeHTOB ¢ JHapee mocie
aHTUOHOTHKOTepanui. HeoOxomauMm TmaTeNbHBIM cOOp aHamMHe3a, T.K. OTMEUEHBI CIydYaH
BO3HUKHOBEHHS UapeH, BbizBanHoU C. difficile, cmycTs Gonee ueM 2 MecsIa Mocje TEpanuu
AHTUOMOTHUKAMHU.

[Ipu mogo3peHUH WIN OATBEPKACHUN quapeH, BeizpanHon C. difficile, BoaMokHO moTpeOyeTCs
OTMeHa Tekymied He HampaBieHHoW Ha C. difficile aHTUOMOTHKOTEpaNuU. B COOTBETCTBHH C
KJIMHAYECKUMHU MMOKA3aHUSMHU JIOJDKHO OBITh HA3HAUEHO COOTBETCTBYIOINIEE JICUSHUE C BBEICHUEM
JKUJKOCTH W DJIGKTPOJIUTOB, OeikoB, aHTHOMOTHKOoTepanus B oTHomenuun C. difficile,
XHUpypruvyeckoe JieueHWe. Henp3s MNPUMEHSTH JIGKapCTBEHHBIE CPEJICTBA, TOPMO3SITHE

[EPUCTAIBTHKY KHIISUYHHKA.
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COOTBETCTBYET 2K(
ot 18.09.2023 N2 18030

(MOCNEOCBATENBHOCTL 0002)

Cvynepundeknuu

CMEPTHOMY OTYETY

Kak u mpu JeueHUH JpYTUMH aHTUOAKTepHAIBHBIMH IIpelapaTaMH, MOTYT pa3BHBAThLCS
cynepuHQpEKIHH.

O0OpaszoBaHHe MPEIHUITATATOB KAJIBIIHEBOH COJIH I_Ie(b’I‘DHaKCOHa

ITocne mpumeHeHHsT LedTpUakcoHa, OOBIYHO B J103aX, MPEBBINIAIONIUX CTaH/ApTHBIE
pexoMeHtoBaHHbIE (1 I B cyTKH U 60J1ee), IIpHU YJIbTPa3ByKOBOM HCCIIEJOBAHUH XKETTHOTO IIYy3bIpsI
BBISIBJBLIMCH MIPELUIIUTATHI KAJIBIIUEBOH CoulM e TpUakcoHa, oOpazoBaHue KOTOPHIX Haubouiee
BEpOSITHO Yy MAI[MeHTOB JeTCKOro BospacTa. IlperumuraTel peako JaoT KaKyroo-aMbo
CHMIITOMATHUKY U HCUE3AI0T MOCTIe peKpalieHus Tepanuu npenapatoM [ledocynpbakt. B ciydae,
€CIIM DTH SIBJIGHUSI COINPOBOXKAAIOTCS KJIMHUYECKOM CHMIITOMATHKOH, PpEKOMEHIYeTCs
KOHCEpBAaTUBHOE HEXUPYPTHUUECKOE JICUSHHUE, a pellleHue 00 OTMeHe IperapaTa OCTaBJIsIeTCs Ha
YCMOTPEHHE JISHallero Bpada M JIOJDKHO OCHOBBIBATHCS HA MHUBHYAJbHOH OLICHKE IOJIB3BI U
pHCKa.

HecMmoTps Ha HanMuue JaHHBIX 00 00pa30BaHUU BHYTPUCOCYAMCTHIX MPELIUIHUTATOR TOJIBKO Y
HOBOpPOXK/ICHHBIX IIpH MPUMEHEHHM Ie(pTpHAKCOHA M KaJbIMHCOepKalUX HH(PY3HOHHBIX
PACTBOPOB WJIM JIOOBIX JAPYTUX KaJbIUHCOepIKAIIUX MpenapaToB, npenapat Iledocyabbakt He
clelyeT CMeNIMBaTh WIHM Ha3HadyaTh JeTAM M B3pOCJIbBIM IAllUeHTaM OJIHOBPEMEHHO ¢
KaJIbIMHCOIepIKAIUMH UH(Y3HOHHBIMHA PAcTBOpaMH, JaXkKe HCIOJIb3YSI pazjduHble BEHO3HbIS
JocTynsl (cM. paszfens! «lIpoTuBonokazanusa» U «B3auMoeHCTBUE € IPYTUMU JIEKAPCTBEHHBIMHU
CpPEACTBAMM ).

Ilankpeatut

Y manuMeHToB, MOJYYaBIIMX ULedTpHakcoH + [cyiabOakTaM|, ONHCAHbI peJKHe CIydaH
IIAaHKpeaTUTa, Pa3BHBABIIEIOCS, BO3MOJKHO, BCJIEJCTBHE OOCTPYKIMM JKeIYHBIX IyTeH. VY
OOJIBIIUHCTBA U3 DTUX MAIUSHTOB YK JIO ATOTO UMEJHCH (PAKTOPBI PUCKA 3aCTOSI B JKEITIHBIX
OyTsX, HapUMep, paHee IPOBOJMBIIASICS Tepamlusl, TspKeble 3a00JeBaHMS M IOJTHOCTBHIO
napeHTepajibHoe MHUTaHue. 1Ipyu >ToM Heslb3sl HCKIIOUUTH IIyCKOBYIO MIH KO(aKTypHYIO poJib B
pPa3BUTHHM INIaHKpeaTHTa oOOpa3oBaBIIMXCS IOJ BiaWsHHeM mpemapata lledocynbbakt
IIPEIUIIUTATOB B JKEJIYHBIX Iy TSIX.

IIpuMeHenne v IeTel

bezonacHocTh U 3ddekTuBHOCTS Ipenapata LledocyabbakT y HOBOPOIKISHHBIX, IPYAHBIX JeTeH
U JIeTel Mila/iiiero Bo3pacta ObIIM ONIpe/IesIeHbl ISl TO3UPOBOK, OMMCAHHBIX B pasjieie «Crnocod
IOpUMEHEHHUsT W J103bl». HMcciaenopanus mokasajiu, 4To HOJoOHO ApyruM IedasocnopuHam
1e(PTPUAKCOH MOJKET BBITECHATH OWIIMPYOUH U3 CBSA3H ¢ CHIBOPOTOUHBIM albOymunom. [Ipemapar
ITedocynpbakT HeMb3sl MPUMEHATH Y HOBOPOXKICHHBIX, OCOOCHHO HEJOHOIMIEHHBIX, Y KOTOPBIX

€CTh PUCK pa3BUTHS OWIHPYOUHOBOU sHIIeasionaTuu (cM. pazieln «lIpoTuBomokazanus» ).
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COOTBETCTBYET 3K(
ot 18.09.2023 Ne 18030

(MOCNEOCBATENBHOCTL 0002)

MOHHUTOPHUHT aHAIN3a KPOBH

CNEPTHOMY OTYETY

HpI/I JUIMTCIIBHOM JICUCHHUH CIICAYCT PETryJIAPHO IIPOBOAUTD MOJIHBIN aHaIH3 KpOBH.

Peakiua dpuma-I'epkcreiivmepa (JHR)

Y HEKOTOpBIX MAIUSHTOB ¢ MH(EKITHEH, BHI3BAHHON CITUPOXETAMH, MOJKET Pa3BUTHCS PEaKITUs
Spuma-I'epkcreiimepa (JHR) Bckope mocie Hauana Tepanuu medTpuakconom. JHR oObruno
SABJIIETCS CAaMOOTPAHUUUBAIOMIUMCSI COCTOSIHUEM HJIM MOJKET KOHTPOJIMPOBATHCS € MOMOIIBIO
CHMIITOMATHUYECKOTO JieUeHHs. Tepamuio aHTHOMOTHKOM HE CJeAyeT MpeKpamaTh TMpU
BORHUKHOBESHHH JJAHHOH peaKIlHuH.

Bausane Ha PE3VYJIbTATHI JIa60DaTODHbIX AHAJIU30B

JIOKHOTIOIOKHUTEIBHBIC PE3YJILTATHI MOTYT OBITH OTYUYSHBI U IIPH OTIPE/ISIICHUH TIIIOKO3bI B MOYE
HeepMEHTHBIMH METO/IaMH, ITO3TOMY B X0J1e Tepanuu npemnapatoM [{edocynb0akT rIFoKO3ypHIO
IIpU HeOOXOJUMOCTH HYXKHO OIIPEJesATh TOJIbKO (pepMeHTHBIM MeTooM. IledTprakcon mMoxkeT
BBI3BIBATh HEJOCTOBEPHOE CHIJKCHHE IIOKa3aTesled IJIMKEMMH, IOJIYYeHHBIX ¢ IIOMOIIBIO
HEKOTOPBIX YCTPOWCTB MOHMTODHHTA COJICp)KAaHHSI TJIFOKO3I B KpPOBH (CM. VKa3zaHHS B
PYKOBOJICTBE IO NMPUMEHEHHUIO HCMOJIb3yeMoro ycrpoicTra). Ilpu HeoOxogumocTH cieayet
HCIIOJIb30BaTh AJIbTePHATHBHBIE CIIOCOOBI OIIPe/IeIeHUS TTII0KO3bI B KPOBH.

I/IHCTDVKHI/IH 110 VHHUYTOXKCHHIO HCHUCITIOJIB30BAHHOTO IIpCIiapaTa HJIHW IIpcliapara ¢ HCTCKIIHWUM

CPOKOM I'OAHOCTH

Ilonaganue JICKApPCTBCHHLIX IIPCIIapaTOB B OKPYIKAOIIYIO CpeaAy JOJDKHO OLITH CBCACHO K
MHHUMYMY. He CICAYECT YTHIIHU3HUPOBATH IIpe€IiapaT ¢ IMOMOINBIO CTOYHBIX BOJ HIIM BMECTC C
OLITOBLIMH OTXOJaMHM. C.]'IeﬂyeT HCIIOJIB30BAaTh YCTAHOBJICHHBIC CUCTEMBI YTHJIM3alluH, €CJIH OHU
JAOCTYIIHLI B BallICM PECTrHOHC.

YV Tuamszanus MOpyHIeB/ Il

Heo6xoaumo cTporo coboIaTh CIeIyIONHe peKOMEHIAIUHN M0 UCTIOIb30BAHUIO U Y THITH3AIUH
MITIPUICB U PACXOTHBIX MaTSPHAIIOB:

— Vel ¥ MINpHUIB! HeJTb3ST UCTIOIB30BATh TIOBTOPHO.

— Hcnmonp3oBaHHbIe UTJBI W IIMNPHUII TOMEMIAIOT B 3alIHINSHHBIH OT MPOKOJIOB KOHTCHHEp
(€MKOCTB).

— JlaHHBIA KOHTEHHEp XpaHAT B HEJOCTYITHOM JIJISI JISTeH MecTe.

YHHUTOXKECHHE HEUCIOJB30BAHHOTO TpemapaTta WM PAacXOJHBIX MaTepHAIOB  JIOJKHO
MIPOBOJUTHCS B COOTBETCTBHH C JIOKATTHHBIMU TPEOOBAHUSIMH.

CojnepsxkaHue HaTpUs

JlanHbI# nipenapaT coiepkuT 5,7 mmouib (132,2 mr) Hatpus B 1 daakone npenapata. Heobxomaumo

YUHUTLIBATH IMAallTUCHTAM, HAXOSIUMCH HA JUETE C OTPAHHUYCHUCM ITOCTYIUICHUA HATPHUSL.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 18.09.2023 N= 18020
BimsiHie Ha cImocOGHOCTH YIIPABJIATH TPAHC opmﬂdpll%ii&ﬁ san ‘ﬁTglk sMann 1<)

Yuutbipasg nmpowib HeKENATeIbHBIX pPEaklMi, B MepHOJ JeUeHHs HeoOXOIUMO cOOIIOIATh
OCTOPOJKHOCTb TIPU YIPABJICHUU TPAHCIOPTHBHIMU CpeACTBAMHU, paboTe ¢ MEXaHU3MAMHU H
3aHATHSX JIDYTUMH  TOTEHIHATBHO OMACHBIMH  BHJIAMH  JISATSIBHOCTH, TpeOYIOMUMHU
MOBBIMIEHHOTO BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUH.

dopma BhITyCKA

[Topomok i1 IPUTOTOBJICHUS pacTBOPA U1l BHYTPUBEHHOTO M BHY TPUMBIIIEUHOTO BBeIeHU 1 T
+0,5r.

Il epeuunas ynaxoexa i1exapcmeeHHozo0 npenapama

ITo 1,0 r + 0,5 r pgelicTByromux BemecTB Bo duiakoHbl THna | BMmecTMocThio 20 MO 3
OEeCIBETHOTO TPO3PAvyHOTO CTEKJIa IMEPBOTO THAPOJUTHUYECKOTO KJIacca, TepMETHYHO
VKYHOpeHHbIE MpOOKaMH  pEe3UHOBBIMM, OOKATHIMM  AIOMUHHUEBBLIMH  KOJIMMauKaMu ©
MIpeJOXPAHUTEIBHBIMH ILIACTMACCOBBIMYU KPBIIIEUKAMH.

Ha xaxapiii ¢aakoH HAKICHBAIOT STUKETKH W3 OyMaru STHKETOYHOM WM MHCYSH, WIH U3
MOJIUMEPHBIX MATEPHUAJIOB, CAMOKJICSIIIUECS.

Bmopuunan ynakoexa nexapcmeentozo npenapamad

ITo 1 ¢nakony ¢ mpemapaToM BMECTE ¢ HHCTPYKITUEH MO MPUMEHEHHUIO MOMEMAIOT B MAaUKy W3
KapTOHa JUIsl MOTpeOuTeIbckol Tapbl. Ha mauky MokeT HaKJIeHUBAThHCS CAaMOKJISSIIASICS] STUKETKA
¢ MapKHpoBKOH Hu3 OyMaru STHKSTOUYHOW WJIM TMHCYSH WIM W3 TMOJMMEPHBIX MaTepHAJIOB.
JIOTIOMHUTEIPHO HA TAYKy MOTYT HAKJICHBATh JIBA MPO3PAYHBIX (PUKCHPYIOIUX CTHKEepa H3
MOJIUMEPHBIX MaTepuasioB. [lauku momMenmaroT B IpyIoByIO YIAKOBKY.

ITo 5, 10, 15, 25, 50, 100 ¢makoHOB ¢ TpemapaToM BMECTe ¢ MHCTPYKIHEH MO MPUMEHEHHIO
MOMEIAIOT B KOPOOKY ¢ Meperopo/iIkaMH U3 KapToHa U HoTpebuTeabckoi Tapbl. Ha kopoOky u3
KapTOHA HAKJICHBAIOT STUKETKY W3 OyMaru STUKETOUHOM WM MUCYeH WIM W3 TOJHUMEPHBIX
MaTepUAJIOB, CAMOKJICAMYIocs. J[oTOTHUTEIbHO Ha KOpOoOKY W3 KapToHa MOTYT HaKJICHUBATh JIBa
Mpo3pauHbIX (PUKCHUPYIONUX CTHKEpa W3 MOJUMEPHBIX MaTepuasioB. KopoOku momemaioT B
IPYIIIOBYIO YIAKOBKY.

ITo 15, 25, 50 wim 100 ¢aakoHOB ¢ TpemapaToM W PaBHLIM KOJHMYSCTBOM HHCTPYKITHH IO
IPUMEHEHHIO TOMEIAIOT B KOpOOKY ¢ MeperopoIkaMy U3 KapToHA ISl MOTPeOUTEILCKON Taphl
(i crarmoHapoB). Ha kopoOKy U3 KapToOHA HAKJIEUBAIOT STUKETKY U3 OyMaru STUKETOYHOU WIIH
OUCYEeH WM W3 MOJHMMEPHBIX MAaTEepPHAJIOB, CaMOKJIESIYIOCA. J[OTMOMHUTENFHO HAa KOpOOKY W3
KapTOHa MOTYT HaKJIeMBaTh [Ba MPO3PAUHBIX (PHUKCHPYIOMHMX CTHKEpa W3 TOJIHMEPHBIX
MatepuaioB. KopoOGku momMemaroT B IpyImoByIo YIIaKOBKY.

Y ciioBusA XpaHeHUs

B zamuimeHHoM OT cBeTa MecTe MPH TeMIiepaType He Boimie 25 °C.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
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. e e
XPpaHHUTH B HEAOCTYITHOM [ IeTeH MeCTe. (MOCNEAOBATENBHOCTE 0002)

Cpok rogHoct!

2 rona.

He npuMeHSTh IO HCTCUSHUH CPOKA T'OJTHOCTH.

YcaoBus oTnycka

OTIyCKaroT 1O PelenTy.

IIpomzBoauTe IH

Poccutickaa Qenepanus

AO «DapmacuHTE3»

FOpuouueckuii aopec: 664007, UpkyTckas o6, r. UpkyTek, yi. KpacHorBapaetickas, 1. 23, odpuc
3

Aopec npouzeoocmeennoi niowjaoxku: r. Upkytek, yi. P. JlrokcemOypr, 1. 184

Baaneseny perucTpalHoHHOro yaoctoBepeHus/ OpraHmzanysi, MPUHUMAOIIAsS TTPeTeH3HH
ToTpeduTeTei

Poccutickasa Qenepanus

AO «DapmacuHTE3»

Aopec: 664040, r. UpkyTck, yi. P. JlrokcemOypr, 1. 184

Temn.: 8-800-100-15-50

AJpec dIeKTpoHHOM mouThl: info(@pharmasyntez.com

16



