COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 05.03.2025 Ne 6063
OBIIIAS] XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPETAPATA = 004

1. HAUMEHOBAHMUE JIEKAPCBEHHOI'O IIPEITAPATA:
LedTpuakcon, TMOPOIIOK JUIi NPUTOTOBICHHMS  pacTBOpa Ui  BHYTPUBEHHOTO |

BHYTPUMBIIICYHOI'O BBECACHUA 1r.

2. KAUYECTBEHHbBINA U KOJJUYECTBEHHBII COCTAB:

JleiicTByo11Iee BEMecTBO: e TPUAKCOH

Kaxnprii  ¢makon comepxkur 1 T uedrpuakcona (B Buae UePTPHAKCOHA HATPHS
TPUCECKBUTHIPATA).

BemectBa, Hanmuuue KOTOPBIX HA/l0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Iperapara: HaTpHil

(cMm. pazmen 4.4).

3. JIEKAPCTBEHHAS ®OPMA:
[Toporiok as1si IPUTOTOBIIEHUS PAaCTBOPA AJIE BHYTPUBEHHOTO U BHYTPUMBILICYHOTO BBEACHHUS IT.

KpI/ICTaJIJII/I‘{eCKI/Iﬁ IMOPOIIOK MOYTHU 0eJI0ro MUiau 0eIoro C XKEJITOBATHIM OTTEHKOM OBCTa

4. KJIMHUYECKHUE JTAHHBIE:

4.1. Tloka3aHusi K NPUMEHECHUIO

Wubekimu, BI3BaHHBIC 9YBCTBUTEIBLHBIMU K IIe()TPHAKCOHY BO30Y IUTEIISIMH: CETICHC; MCHUHTHUT;
muccemuHupoBaHHas Oone3np Jlaiima (II u III cragum 3aboneBanHus); MHGEKIHUHU OPraHOB
OpIOIIHOM MONOCTH (IEPUTOHUT, MH(MEKIINH JKETUYHBIX IMyTeH U Ky T0YHO-KUIIIEUHOTO TPAKTa);
WHQPEKIIMHA KOCTEH, CYyCTaBOB, MATKUX TKaHEH, KOKH, a TAK)KE paHeBble MH()EKINH, NHPEKINN Y
MAIUCHTOB C OCJIA0JICHHBIM WMMYHHTETOM; WH(GEKIMH TIOYEK M MOYEBBIBOIAIIMX ITyTEH;
UH(EKINUN JbIXaTeIbHBIX MyTei, 0cOOeHHO MHEeBMOHUS, U uHPpekuu JIOP-opranos; nndexunuu
MIOJIOBBIX OPTaHOB, BKJIFOYAsi TOHOPEIO.

[lepronepanronnas mpopuIakTHKa HHEKITHIA.

4.2. PexuM 103MPOBAaHUS H CIIOCO0 NPHMEHEHHS

PexxuM 103upoBaHUs

B3spocavie u demu cmapwe 12 nem >50 ke: mo 1 — 2 r onuH pa3 B cyTku (Kaxasie 24 yaca). B
TSDKEJIBIX CIy4asX WU NPy UHPEKIUSX, BO3OYAUTETN KOTOPHIX O0JIAAIOT JIUIIhL YMEPEHHOU
YYBCTBUTEIBHOCTHIO K LIETPUAKCOHY, CYTOUHYIO 103y MOKHO YBEIHUYUTH /10 4 T.
IIpooonscumenvrocmo neuenus

[IpoaomKUTeNnsHOCTD JI€UEHUS 3aBUCUT OT MOKa3aHUW U TeueHus 3adoneBanus. Kak u Bceraa mpu
AHTUOUOTHKOTEpANH, BBEJICHUE e TPHUAKCOHA CIIEAYET MPOOIKATH MAI[IEHTaM €Ille B TCUCHUE
MUHUMYM 48 — 72 4acoB MOCJI€ HOpPMAJIM3AIUU TEMIMEPATypbl U MOATBEPKIACHUS dpaJaUKaAIIIN

BO30OYIUTEISI.
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OObpuHO Kypc JedeHus cocraBiser 4 — 14 |aHEH; ﬁ%‘%&%&ﬁé{ﬂﬁ%ﬁ&&ﬂﬁ’&:% breT

notpeboBaThcs 6ojee MPOJOIKUTEILHOE BBEICHHUE.

Kypc nedyenust npu mH(EKIUIX, BBI3BAHHBIX Streptococcus pyogenes, TOMKEH COCTABIATH HE
meHee 10 nHeit.

bonesns Jlaiima

50 mr/kr (BbICIIasi CyTOYHAs /1032 — 2 T) B3POCIBIM U IETAM OJIMH pa3 B CYTKH B TeueHue 14 nHen.
T'onopes

BrI3BaHHas MEHUIMIUTMHA3000pa3yIOIIUMHU U IEHAIWUTHHA30HE00Pa3yOIIMMHU IITAMMaMH.
OnHOKpaTHOE BHYTPUMBIIIEYHOE BBeIeHHE 250 MT e TprakcoHa B3pOCIIbIM MAIMEHTaM U JETIM
crapie 12 net > 50 kr.

Ocmpwiil cpeonuit omum

[Ipu neueHnn OCTPOTO CPETHETO OTHTA y JIETEH PEKOMEHIYETCS OJHOKPATHOE BHYTPUMBIIIICYHOE
BBejeHHE B 03¢ 50 mMr/kr (HO He 6onee 1 T).

B3pocabiM pekomMeHayeTcsl OHOKpAaTHOE BHYTPUMBIIIEYHOE BBeneHue B 10o3¢ 1 — 2 r. CormacHo
OTpPaHHYEHHBIM JIAHHBIM, B TSOKEJIBIX CITyqastX WU pu HedPPEKTUBHOCTH MPEABITYIIEH Teparnu,
e TPHAKCOH MOKET OBITh () (DEKTHBEH MPU BHYTPUMBIIIICYHOM BBEJICHUU B J103¢ | — 2 T' B CYyTKH
B T€UEHUE 3 JHEMN.

IIpogunaxmuxa nocreonepayuoHuvix UHGexyut

B 3aBucumocTu ot crenenu HHGEKIUOHHOTO prcka BBOAUTCS 1 — 2 T e TpuakcoHa OJHOKPATHO
3a 30 — 90 muH 1o Havana onepauuu. Ilpyu onepanusax Ha TOJICTON M MPSAMOM KHUIIKE XOPOLIO
3apEeKOMEHI0BaJI0 ce0sd OJHOBPEMEHHOE BBeJeHUE LedTpHakcoOHa M OJHOTO U3 5-
HUTPOMMU/Ia30JI0B, HAIIPUMEpP, OPHHIA30]a.

Oco0bIe T'PYIIIBI ITAITMCHTOB

THayuenmoi ¢ HapywieHuem QYHKYUU neveHu

Het HE0OX01MMOCTH KOPPEKTHPOBATH 103y e TPHAKCOHA IPU YCIOBUH OTCYTCTBUS HAPyIICHHUH
(GYHKIIMH TTOYEK.

Tayuenmoi ¢ HapywieHuem yHKyuu novex

Het Heo6X01MMOCTH KOPPEKTHPOBATH 103y LIePTPHAKCOHA IPU YCIOBUHM OTCYTCTBUS HApyIICHHUH
¢ynkun neuyenu. CyTtodHas 103a 1neTpUaKCOHa HE JOJKHA MPEBBIIIATh 2 T JIMIIb B CIydasx
MOYEYHON HEIOCTATOYHOCTH C KJIMpEeHcoM KpeaTtmHuHa MmeHee 10 mu/mun. lledTpuakcon He
BBIBOJIUTCSl TP TE€MOAMATN3€ WM TMEPUTOHEATHLHOM AHaliu3e, MOITOMY BBEIACHHE MAIUEHTY
JIOTIOJTHUTEIHHOM J103bI IIe)TPHAKCOHA ITOCJIe OKOHYAHUS Tualin3a He Tpedyercs.

VY nmanueHToB, HaXOAAIINXCS HA JAUAIHN3€, CyTOYHAs 7032 ne(TprakcoHa He JODKHA MPEBhIIATh
2r.

Hal{ueHl’l’lbl C MAXMCENOU NOYEUHOU U NEeYCHOYHOU HeOOCMamo4YHOCMbIO
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HaOM01aTh 32 3P GEKTUBHOCTHIO M 0€30MAaCHOCTHIO IPUMEHEHHUSI TTpenapara.
Tayuenmoi nodxxcunozo u cmapuecko2o 8o3pacma
Koppekuuu 103pl y namueHToB > 65 J€T NpU yCIOBUU OTCYTCTBHSI TSDKEIOW IMOYEYHOW U
MEYEHOYHON HEeI0CTATOYHOCTH HE TpeOyeTcs.

eTH
['pynHBIM E€TSM U AETSAM B Bo3pacTe 10 12 et BHyTpUBEHHBIE 10351 B 50 MI/KT WU BBIIIIE CIIETyeT
BBOJWUTH KamejlbHO B TedeHne He mMeHee 30 mMuHyT. HOBOpOXKICHHBIM BHYTPHUBEHHOE BBEICHUE
clielyeT MpoBOAUTH B TeueHHe 60 MUHYT, 4TOObI CHHM3UTH MOTEHLMAIbHBIM PHUCK pPa3BUTHUS
OunupyOUHOBOH SHIEhANTONATHH.
Hoeopoowcoennvie, epyonvie demu u demu mnadue 12 nem
[Tpu Ha3HaYeHUN TIEPTPUAKCOHA OJIMH Pa3 B CYTKH PEKOMEHIYCTCS IPHUICPKUBATHCS CIICTYFOIINX
PEXUMOB JTO3UPOBAHUS:
- HOBOpOXxIeHHbIe (0 14 mueit): 20 — 50 MI/KT Macchl Tena OJIMH pa3 B CYTKH; CyTOYHAs 1032 He
JOJKHA MPEBBIMAaTh 50 MI/KT Macchl Telna;
- HOBOPOKJIEHHBIE, TPYAHbIE I€TU U JIeTH Miajuiero Bo3pacta (¢ 15 nueit go 12 ner): 20 — 80
MT/KT Macchl Tejia OJMH pa3 B CYyTKHU;
- IeTSIM C Maccol Tena cBbie 50 Kr Ha3HAYaIoT A03bI AJIS1 B3POCIBIX.
Heoonowennvim oemam 6 eospacme 00 41 nedenu 8KIOUUMENbHO (CYMMAPHO 2eCMAYUOHHBIU U
XpoHono2uieckuil o3pacm) NpuMeHeHne epTPpUaKCOHa MPOTUBOIOKA3aHO.
HedTprakcoH MpOTUBONIOKAa3aH HOBOPOKIACHHBIM (< 28 mHEi), KOTOPBHIM YK€ Ha3HAYCHO HIIH
npearnoyiaraeTcs BHYTPUBEHHOE JIEUEHHE KaJbIUIICOAEpKAIlMMKU PAacTBOpPaMH, BKIIOUas
MPOAODKUTENbHBIC KalblIuicoIepsKalie HHPy3un, HapuMep, Ipy MapeHTepaIbHOM MUTAHUU
U3-3a pUCKa 00pa30BaHMs MPELUUIINTATOB KAJIBIIMEBHIX CoJel nedTpuakcona (cM. paszaen 4.3).
Menuneum
[Ipu OaxTepuanbHOM MEHUHTHTE Yy TPYIHBIX JeTe M JeTel MIlajiiero Bo3pacra JIeUeHHE
HaunHAIOT ¢ 10361 100 mMr/kr (HO He Oonee 4 1) 1 pa3 B cyTku. [locne naentuduxaiu Bo30yuTens
U OTIPEJICIICHUS €r0 YyBCTBUTEIBHOCTH 103y MOKHO COOTBETCTBEHHO YMEHBIIUTD.
Haunyumme  pe3ynbrarbl NpU  MEHHHTOKOKKOBOM ~ MEHUHTHTE  JOCTHTAIUCh  TIPH
MPOJOKUTEIHLHOCTH JIeueHus B 4 THS, IPU MEHUHTUTE, BbI3BaHHOM Haemophilus influenzae — 6
nHeH, Streptococcus pneumoniae — 7 THEN.

Cnooco0 nmpuMeHeHus

BHYTpHBEHHO, BHYTPUMBIILIEYHO.

BHympMMblM/leqHaﬂ UHBEKUUA
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[IpuroToBieHHBIN pacTBOp HEPTPHAKCOHA BBOJST rnvl&llzl(:):'g %'gﬁfgﬂgt&%%ﬂg%ﬁfmw

COOTBETCTBYET 2KCNEPTHOMY OTYETY

(sromuia). Pexomenayercs BBOauTh He Ooiiee 1 T' B OAHY U Ty K€ MBIIIIILY.
PactBop, conep:xamiuii TM10KanH, HENMb3s BBOJAUTh BHYTPUBEHHO (CM. pazzaen 4.3.).
Buympueennas unvexyus
[TpurotoBieHHBIN pacTBOP LEPTpUAKCOHA BBOJAT BHYTPUBEHHO MEIJICHHO B TEUEHHE 5 MUHYT,
MPEIMOYTUTENBHO B KPYIIHYIO BEHY.
Brympusennas ungyszus
BryTpuBeHHnas nHyY3us JODKHA IATHCS HE MeHee 30 MUHYT.
['pyaHBIM 1E€TSIM U JETSM B BO3pacTe 70 12 1eT BHyTpUBEHHBIE 10361 B SO MI/KT WX BBIIIE CIEAYET
BBOJWTH KameibHO B TeueHue He MeHee 30 MuHyT. HOBOPOXAEHHBIM BHYTPUBEHHOE BBEICHUE
CleflyeT NMpOBOAUTH B TeueHue 60 MUHYT, YTOOBI CHU3UTH NMOTCHUUAIBHBIA PUCK Pa3BUTHUS
OmTMpyOMHOBO HIIEDaTOTATHH.
Henb3s ucnonp3oBaTh Uisi MPUTOTOBIICHHS PacTBOPOB IepTpUAKCOHA Jii BHYTPUBEHHOIO
BBEJICHUS M WX MOCIEIYIOIIEr0 Pa3BEACHUS PACTBOPHUTENH, COACPIKAIUE KaNbLIUNA, TaKUe Kak
pactBop Punrepa mmm pactBop XapTMaHa, M3-3a BO3MOXHOTO OOpa3OBaHMs IMPELUITUTATOB.
OO0pa3oBaHre TMPEHUITUTATOB KaJbIIMEBBIX COJICH HEePTPUAKCOHA MOXKET MPOUCXOIUTh U TPH
CMEIICHUH IHePTpUakcoHa M KaJbLUIICOAEPKAIIMX PACTBOPOB IMPHU HCIOIH30BAaHUH OJHOTO
BEHO3HOr0 Joctyma. [loaToMy mpH BHYTPHUBEHHOM BBEICHHHM LE(TPHAKCOHA HE CIEAyeT
CMEIIMBAaTh WM BBOJUTH OJHOBPEMEHHO C KalbIMICOAEpKAIIMMU pacTBOpaMu IS
BHYTPUBEHHOTO BBeZIeHMsI (CM. pasnensl 4.3.,4.4., 6.2.).
He nmocrymano cooOmeHuii o0 B3auMOJCHCTBUM  HedTpUAKCOHA W TEPOPATBHBIX
KaJbIUIicOAepKAIINX IPENapaToB WK B3aUMOJICHCTBUY 1Ie(pTpHUaKCOHA ISl BHYTPUMBIIIEYHOTO
BBEJICHUS M KaJbIUIICOJAEPKAIIMX MpenaparoB (Iisi BHYTPUBEHHOTO WU TEPOPATHHOTO
IIPUMEHEHU).
WHCTpyKIIMM TO  TIPUTOTOBIICHHIO (PACTBOPEHHIO) JIEKAPCTBEHHOTO IIperapara Iepes
MIPUMEHEHUEM CM. B pazzene 6.6.
4.3. IlporuBomoka3aHusi
e [ UmepyyBCTBUTEIHLHOCTh K IepTpuakcoHy, uedamocnopuHaM WM K Jo0oMy U3
BCIIOMOTaTeJIbHBIX BEIIECTB, MEPEUNCICHHBIX B pa3jene 6.1.
e Tspkenble peakuy THIIEPUYBCTBUTEIHHOCTH (HapUMep, aHaAPUIAaKTUYECKHE Peakluu) K
JIpyTuUM B-TaKTaMHBIM aHTUOMOTHKAM (NMEHULIMJUTUHBI, MOHOOAKTaMbl U KapOareHEeMbl) B
aHaMHe3e.

Heoonowennvie oemu
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EITAEN
e HenoHomeHHbIM JA€TAM B BO3pPACTE |10 41 He):[;lnEpi:l BKJTI-I{-)‘-II/ITI-E TI%T?CQ’WTﬁidDHO

TeCTAllMOHHBIA W XPOHOJIOTMYECKWH  BO3pacT) TNpUMEHEHHe  IedTprakcoHa
POTHBOIIOKA3aHO.
Honowennvle nosopocoennvle (< 28-0neeHozo 6o3pacma)
o [unepOmmpyOrHEMUS, KENTyxXa WM al|103, THI0aTb0yMUHEMHS Y HOBOPOKICHHBIX
(MccnemoBaHus in Vvitro MOKa3aiu, YTO He(TPUAKCOH MOXKET BBITECHSATh OMIUPYOHH U3 CBSI3U C
CBIBOPOTOYHBIM QJILOYMHHOM, TOBBIIIAS PHCK PAa3BUTHS OWIMPYOMHOBOHW JHICAIONATHH Y
TaKUX MMaIlMCHTOB).
o BryTpuBeHHOE BBEJICHHE KAIBIIUNACOIECPIKAIUX PACTBOPOB HOBOPOXKICHHBIM.
HoBopoxaenusie (< 28 mHeEi), KOTOPBIM YK€ HA3HAUYCHO WJIM MPEAINOJaraeTcsi BHYyTPUBEHHOE
JICUCHHE KaJIbIMICOICPIKAIIUMHU pacTBopamu, BKJTIOYAsI MIPOJIOJKUTEIIBHBIC
Kanmpluiicoepkamme WHQY3uH, HampuMmep, NpH MapeHTepaIbHOM MUTAHUHM, H3-32 PHUCKa
00pa3oBaHUS MPEIUITUTATOB KATBIIUEBBIX COJicH medrpruakcona (cM. pasneincHsl 4.2 u 4.5).
OmnwcaHbl OTHENbHBIC (paTanbHBIC CiTy4an 00Opa30BaHUsS MPEIHUITUTATOB B JIETKUX M IOYKAX Y
HOBOPOJXKJICHHBIX, MOJIyYaBIIMX HEe()TPUAKCOH W KaJbIMiicoepKaliue pacTBopbl. [Ipu 3Tom B
OTJICNBHBIX CIy4asX ObLI MCIONB30BaH OJMH BEHO3HBIN MOCTYN, U 00pa3oBaHUE MPEIUIMUTATOB
Ha0JII0/1a7I0Ch HETIOCPEICTBEHHO B CHCTEME JUIsl BHYTPUBEHHOTO BBEACHUS, TAK)KE OIMUCAH, Kak
MUHHMYM, OJMH CITy4ail CO CMEPTEIbHBIM MCXOJOM NpPU Pa3IMYHBIX BEHO3HBIX TOCTYINax U B
pa3inyHOe BpeMs BBEICHUS HePTPUAKCOHA M KalbIUICOAEpKaMx pacTBOpoB. [logoOHbIC
cJlydau HaOJII0JAJIMCh TOJIBKO Y HOBOPOXKJCHHBIX (CM. pazzen 4.8).
Jluookaun
e [lepen mpoBeneHHEM BHYTPUMBIIICYHOW WHBEKIIUU HEPTPUAKCOHA C HUCIIOIB30BAHUEM
JHMIOKanHa, HEOOXOIMMO HWCKIIOYHTh HaJUYWe TPOTHUBOIOKA3aHUN K JIMIOKaWHY.
[lpoTuBONOKa3aHUs K TPHUMEHEHHWIO JIMJAOKAaWHA TPHBEICHH B WHCTPYKIMH IIO
MEIUIUHCKOMY TPUMEHEHHIO JIMJI0KauHa. PacTBOpbI 1edTpuakcoHa, coaepKaiue
JUI0KaWH, HEellb3sl BBOJIUTH BHYTPUBEHHO.
4.4. OcoOble yka3aHusi 1 MepbI IPEJIOCTOPOKHOCTH NPH NPHUMEHEHHH

C 0CTOPOKHOCTBIO

[lepron rpy1HOrO BCKapMIIMBaHMUS.
Hetspkenple peakiy THIEPUYBCTBUTENBHOCTH K JAPYTUM  [-JIAKTaMHBIM ~ aHTUOMOTHKAM
(MeHUUMIUIMHBL, MOHOOAKTaMBbl U KapOareHeMbl) B aHaMHE3E.

Oco0ble yKa3aHus

Peaxyuu eunepuyscmeumenvrnocmu
Kak m mpu npumeHeHHu Jpyrux [-JaKkTaMHBIX AHTUOWOTHUKOB, OBUIM 3aperMCTPHUPOBAHBI

CCPLC3HLIC PCAKIUHN TUINCPUYBCTBUTCIBHOCTH, B TOM YHUCIIC CO CMCPTCJIBHBIM HCXOJ0M (CM.

5
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paznmen 4.8). Peaknuu TUnepyyBCTBUTEILHOCTH TAKKE 'nggir—l %g&z%@fﬁﬂcﬂ-oj%%bMa

Koynuca — cepbe3Hoit auiepruyeckoil peakifu, KoTopasi MOKET MPUBECTH K HHPAPKTy MUOKapaa
(cM. pasgen 4.8). Ilpu pa3BUTHM TSKENIOW pPEAKLUUU TUIEPUYBCTBUTEIBHOCTH TEPANTUIO
HeTPUAKCOHOM HEOOXOJMMO HEMEIUICHHO OTMEHHTh W TMPOBECTH COOTBETCTBYIOIIHE
HEOTJIOKHBIE JieueOHble MeponpusaTus. [lepen HauanoMm Tepanuu neTPHUAKCOHOM HEOOXOAMMO
YCTaHOBUTH HAOIIOANKCH JIM y MAIMEHTa PEAKINH TUIEPUYyBCTBUTEILHOCTH K IIe(TPUAKCOHY,
e aioCnopuHaM WM TSDKEIbIe PEaKIUU TUIEPUYYBCTBUTEIHHOCTH K JIPYTHM [-TaKTaMHBIM
AHTHOMOTHKAM (TICHUIIMJUIMHBI, MOHOOAKTaMbl U KapOAIICHEMBI ).

Heobxomumo coOm0gaTh OCTOPOKHOCTh TPHU TNPUMEHEHHH Ie)TpHAKCOHA y TAIMEHTOB C
HETSDKENBIMU  PEaKUUsIMU THIEPYYBCTBUTEIBHOCTH K JPYTUM [-JTaKkTaMHBIM aHTHOMOTHKAM
(MeHUIMIUTMHBI, MOHOOAKTaMBbI U KapOareHeMbl) B aHAMHE3E.

B cBsi3u ¢ Tepanmeil neTpUaKCOHOM OTMEUYAIIUCh TSKENbIE KOXKHBIE HEXENaTeIbHbIE PEaKIuu
(cuagpom CruBeHca-/[pkoHcona wnu cuHapoM Jlaliemna/TOKCMYECKUH  STUACpMalIbHBIN
HEKPOJU3) U JIEKapCTBEHHAs peakius ¢ r03uHodunueii u cucremubiMu cumnromamu (DRESS),
KOTOPBIE MOTYT OBITh JKU3HEYTPOKAIOIINMU WU (PaTaTbHBIMU; OJTHAKO YACTOTA NAHHBIX SIBJICHUN
HEH3BECTHA.

T'emonumuueckas anemus

Kak u npu npumeHeHun apyrux 1edarocnopuHOB, MPH JEUECHUU IEPTPUAKCOHOM BO3MONKHO
pa3BUTHE AYTOMMMYHHON TE€MOJMTUYECKOM aHEMHUHU. 3aperucTpUpOBaHBl CIy4daW TsDKEIOU
TEeMOJUTHYECKONH aHEMHUU y B3POCIBIX U JIeTeH, B TOM YHCIIE CO CMEPTEIbHBIM HcxonoM. [lpu
Pa3BUTHH Y MAIMEHTA, HAXO/SAIIErOCs Ha JICYCHUH [ePTPUAKCOHOM, aHEMHH HEJb351 UCKITIOUUTh
JarHo3 1edanocrnopuH-acCOMUPOBAHHON aHEMUU U HEOOXOJUMO OTMEHUTh JI€UeHHUe 0
BBISICHCHHUSI IPUYUHBI.

Juapes, svizeannas Clostridium difficile

Kak u mpu npuMeHeHHH OOJBIIMHCTBA APYTUX aHTHOAKTEPHATBHBIX MPENapaToB, MPHU JICICHUH
e TpUaKCOHOM 3aperuCTPUPOBAHBI CITy4an pa3BUTHs auapeu, BeizBaHHou Clostridium difficile
(C.difficile), pa3nu4HO# TSHKECTHU: OT JIETKOW AMAPEU 10 KOJIUTA CO CMEPTEIHHBIM UCXOAO0M.
Jledenue aHTHOAKTEPHAIBLHBIME TpENapaTaMu MOJABISIET HOPMaJIbHYI0O MUKPOQIOPY TOJICTOU
kuky 1 npoonupyet poct C. difficile. B mepByto ouepens, C. difficile obpa3yeT TOKCHHBI A 1
B, xortopwie sBisitorcs (akTopamu matoreHe3a nuapeu, Bbi3BaHHOU C. difficile. Illtammbl
C.difficile, runepnpoayMpyoIe TOKCUHBI, SBJISIOTCS BO30YAUTENIMU MHPEKIHMH ¢ BHICOKUM
PHUCKOM OCJIOXKHEHUHW W CMEpPTHOCTH, BCJIEACTBUE BO3MOXHOM UX YCTOWYHMBOCTH K
AHTHUMUKPOOHOH Teparuu, JeUeHHE )K€ MOXKET IOTPeOOBaTh KOJIIKTOMIH. HeoO0X01MMO ITOMHHUTH
0 BO3MOXXHOCTHU pa3BHUTHs nuapeu, BbizBaHHOU C. difficile, y Bcex MAIMEHTOB C auapeei mocie

aHTI/I6I/IOTI/IKOTCpaHI/II/I. H606XOI[I/IM TIHIATEIbHBIN C60p dHaMHE€3a, T.K. OTMCYCHBI CJIy4dau
6
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BO3HMKHOBEHHUs nuapeu, BoizBanHOU C. difficile, cnyc%P%b%Qgéé}PZT@JEM%Iﬂéj%éb iy

AHTUOMOTUKAMH.

[Ipu nmomo3peHnu uiu MoATBEPKACHUU Auapeu, BbizBaHHOU C. difficile, BO3MOXXHO MOTpeOyeTcs
OTMEHa Tekyulell He HampaBieHHOM Ha C. difficile antubuotukorepanuu. B coorBercTBUU €
KJIMHUYECKMMH MOKa3aHUSAMH JOJDKHO OBITh HA3HAYEHO COOTBETCTBYIOILEE JIEUCHHE C BBEICHUEM
KHUJIKOCTM M DJIEKTPOJIUTOB, OenkoB, aHTHOMOTHKOTepanuss B oTHomeHnun C. difficile,
XUpyprudeckoe JedeHue. Henb3s MNpUMEHSATh JIEKAPCTBEHHBIE CPEICTBA, TOPMO3SIIHE
NEePUCTATBTHKY KAIICYHHKA.

Cynepunghexyuu

Kak u mpu nedeHum JpyrMMu aHTHOAKTepUaJbHBIMU MperapaTtaMH, MOTYT pa3BUBATbCS
CyTnepUH(pEKIUH.

Obpa3zosanue npeyunumamog Kaibyuesol conu yeihmpuakcona

[Tocne mnpumeHeHuss UedTpPUAKCOHA, OOBIYHO B J103aX, IPEBBIIAIOIIUX CTaHIAPTHBIE
pekoMeHioBaHHbIe (1 I B cyTKH U 60s1€ee), IpH yJIbTPa3ByKOBOM HCCIIEIOBAHUH KEITYHOTO MY 3bIPsI
BBISIBIISUTMCH MIPELMIIMTATHI KaJbIIMEBOH COMM LedTpUakcoHa, o0Opa3oBaHHE KOTOPBIX Hanbosee
BEPOSITHO Yy TAIMEHTOB JETCKOTO Bo3pacta. llpenumuraTsl peako MHaT KaKyo-In0o
CUMIITOMATHKY M MCU€3al0T I0Ccye MPEeKpalleHus Tepanuu nedTpuakcoHoM. B ciyuae, ecinu 3tu
SBJICHUS CONPOBOXKAAIOTCSA KIMHUYECKOM CHUMIITOMAaTHKOM, PEKOMEHIYeTCsl KOHCEPBAaTHBHOE
HEXUPYpPruueckoe JeYeHHe, a pelieHne o0 OTMEHE IMpemnapaTa OCTaBISIETCs HAa YCMOTpEHHE
Jleyalero Bpava 1 JI0JKHO OCHOBBIBAThCS HA MHIUBHUIYabHON OLIEHKE MOJIb3bI M PHCKA.
Hecmotps Ha Hanmmume AaHHBIX 00 00pa30BaHWM BHYTPUCOCYIUCTHIX MPEIHUITUTATOB TOJBKO Y
HOBOPOXKJICHHBIX INpPU MPUMEHEHUM Le(TpHaKCcOHAa M KalbLMHCOAEpKAIIUX HH(Y3HOHHBIX
pPAacTBOPOB HJIM JIIOOBIX JIPYIMX KalbLUHCOAEpKALIMX NpenapaToB, LEePTPUAKCOH HE CIeayeT
CMeIIMBaTh WJIM  Ha3HayaThb JETAM W B3pOCIBIM  TAlMEHTaM  OJHOBPEMEHHO C
KaJTbIUHCOEPKAIMUMEI HH()Y3MOHHBIMHA PAcTBOPAaMH, Ja)XXe HCIIONB3YSl Pa3NYHbIC BEHO3HBIC
JOCTYTIBL.

Hanxpeamum

Y mauueHToB, MONy4YaBHIIMX Ie(TPHAKCOH, OMNHMCAaHBl pEIKUE CIydyad [aHKpeaTuTa,
Pa3BUBABIIETOCS, BO3MOXKHO, BCIIEJICTBHE OOCTPYKIIMH JKEITUHBIX ITyTeH. Y OOJIBIIMHCTBA U3 ITUX
NALMEHTOB YXKe /10 3TOr0 UMENUCh (PaKTOPbl PUCKa 3aCTOS B JKEIUHBIX IYTAX, HAIPUMeEp, paHee
NPOBOJUBILASCS TEpaIus, TsSKeble 3a00J1eBaHNs U MTOJHOCTBIO NMapeHTepaibHoe nutanue. [Ipu
3TOM HEJb3s HCKIIOYUTH IYCKOBYIO WM KO(AKTOPHYIO pOJIb B PAa3BUTHUM MNaHKPEaTHTa
00pa30BaBIINXCS MO/1 BIMSHUAEM Ie(pTpHaKCcOHa MPEIUITUTATOB B KEITIHBIX MY TAX.

Monumopune ananuza Kpogu

HpI/I JJIUTCIIBHOM JICUCHUU CIICAYCT PCTYJIAPHO IIPOBOJAUTH MOJHBIN aHAIU3 KpOBH.



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 05.03.2025 N= 6063

(NOCNEOCBATENEHOCTE 0004)

Peaxyus Apuwa-I'eprceeiimepa

Y HEKOTOpBIX MAIMEHTOB ¢ MH(EKINeH, BHI3BAHHONW CIUPOXETaMU, MOKET Pa3BUTHCSA peaKlus
Spuma-I'epkcreiimepa BcKope TMociie Havajga Tepanuu nedrpuakcoHoM. Peakuus Spuia-
lepkcreiimepa 0OBIYHO — SABJISETCS CaMOOIPAHUYMBAIOLUIMMCS COCTOSTHUEM WJIM  MOXET
KOHTPOJIUPOBATHCSI C MOMOIIBIO CHMIITOMATUYECKOTO JiedeHHs. Tepamnuio aHTUOMOTHKOM HeE
ClelyeT MpeKpamaTh Npyu BOZHUKHOBEHUH JaHHOMN peaKInu.

Bausnue na pezynemamoi 1a60pamopHuIX aHaiu3os

[Ipn nedeHun uUEPTPUAKCOHOM Yy TMALMEHTOB MOIYT OTMEYaTbCs JIOKHOIOJIOKHUTEIbHBIE
pesyabTathl mpoOsl Kymbca. Kak m apyrue aHTHOMOTHKH, IeTPUAKCOH MOXKET J1aBaTh
JIO’KHOTIOIOKHUTENBHBIN Pe3yIbTaT MpoObl Ha TaTaKTO3EMHUIO.

JIOKHOTIOJOKHUTEIBHBIEC PE3yJIbTATHl MOTYT OBITh OJTYYEHBI U IIPH OTIPEICIICHUH TTIIOKO3bI B MOYE
He(EpMEHTHBIMH METOJIaMH, TIOTOMY B XOJ€ Tepanmud IeQTPHAKCOHOM TIIOKO3YPHIO MpPH
HEOOXO0JMMOCTH HY>KHO ONPEIENSITh TOJIBKO ()EPMEHTHBIM METOOM.

HedTprakcon MOKeT BbI3bIBAaTh HEAOCTOBEPHOE CHIKEHHUE MTOKa3aTes e TTUKEMHUH, MTOJTyYeHHBIX
C TOMOIIBIO HEKOTOPBIX YCTPOMCTB MOHHUTOPHUHIA COJCpXaHUS TJIIOKO3bl B KpoBH. [lpu
HEOOXOJUMOCTH CIIEAYET HCIOJIb30BATh AJbTEPHATUBHBIE CIIOCOOBI ONpPEAENECHUS TIIIOKO3bl B
KPOBH.

Cooeporcanue nampus

B 1 r uedrpuakcona comepxkutcs 3,6 MMOIb HATpUs. DTO CIeAyeT MPHUHITh BO BHHMAaHUE
naryeHTaM, HaXoIAIIMMCS Ha TUeTe C KOHTPOJIEM HaTPHUS.

Hemu

WccnenoBanus in vitro mokasaiy, 94TO TO00HO ApyTruM ledanocrnopuHaM e TpuakCoH MOKET
BBITECHSATH OMIMPYOUH U3 CBSA3H C CHIBOPOTOYHBIM allbOyMHUHOM.

HedTprakcoH Helb3sI IPUMEHSTH Y HOBOPOXKJICHHBIX, 0COOCHHO HEJOHOIICHHBIX, Y KOTOPBIX €CTh
PHUCK pa3BUTHUS OMITUPYOHMHOBOH 3HIIE(aIOMaTHH.

4.5. B3aumoneiicTBHe C JPYTHMH JIEKADCTBEHHBIMH IpenaparamMm W JApyrue ¢opmbl
B3aMMO/EHCTBUA

[Ipu omHOBpEeMEHHOM NPUMEHEHHMH OONBIIMX 703 HEe()TPUAKCOHA U «IIETIEBBIX» JAUYPETHKOB
(mampumep, ¢dypocemuaa) HapymeHUH GyHKIMA ToYek He Habmoganock. Mmerorcs
MPOTUBOPEUYUBBIE JaHHBIE O BEPOSTHOCTU MOBBIIICHHUS HE(PPOTOKCUYHOCTH aMUHOTJIMKO3HUI0B
Opy UX NPUMEHEHHH C Ie(alloCIOPUHAMH, MOATOMY HEOOXOJUMO MPOBOJIUTH MOHHTOPHHT
NOYeUyHOW (PYHKUMU W KOHLEHTPAIlMM aMHUHOTJIMKO3UIOB B KPOBH. YTOTpPEOJICHHE allKOTOJIs
1ocjae BBEACHHS ULePTPUAKCOHA HE COMPOBOXKIAIOCH TUCYIb(PHPAMOINOIO0HONW peaKIuei.

[edTprakcon He comep UT N-METHITHOTETPa30JbHOM TPYIIIbI, KOTOpas Moria Obl BbI3BAaTh
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nedanocnopunam. [IpobeHenna He BIUSET HA BhIBEICHHE I TpUAKCOHA.
BakTeprocrarnyeckrne aHTHOMOTUKY CHIDKAIOT OAKTepUIIUAHBIN 2P PeKT e TpuakcoHa.

In vitro 6p1u1 0OHApY’KEH aHTArOHU3M MEXKIy XJIOpaM(pEHHKOIOM U e TPUAKCOHOM.

Henp3s ucnonp30BaTh pacTBOPHUTENH, COIEPKAIINE KAIBIMHA, Takue Kak pacTBop PuHrepa wmimm
pacTBOp XapTMaHa, NPH MPHUTOTOBICHHH pPAacTBOPOB Ie(TpHakcOoHa Ui BHYTPHBEHHOTO
BBEJICHUS U UX MOCIIEAYIOIIETO Pa3BeIeHHs U3-32 BO3ZMOXKHOTO 00pa30BaHMs MIPELUITUTATOB.
OO0pa3oBaHrEe TPEIUIHUTATOB KAaJbIIMEBBIX COJNEH medTpHakcOHa MOXKET MPOUCXOAHWTH MpPH
CMeUIeHUH Ie(TpUaKkcoHa M KalbLUHCOICPKAIIMX PACTBOPOB MHPH HCIIOJIB30BAHUU OJHOTO
BEHO3HOTO  JocTyma.  Henp3st  ucmons30oBaTh  HE(PTPUAKCOH  OJHOBPEMEHHO  C
KaJIbIUHACOACPKAITUMH PACTBOPAMH JIJIsl BHYTPUBEHHOTO BBEJICHHS, B TOM UHUCIIE C JTTUTEIbHBIMU
UHQY3USIMHA KaJbIIMICOAEPKAIIMX PACTBOPOB, HANPUMEp, MPH TAPEHTEPATHLHOM IMUTAHUU C
UCTIONB30BaHUEM Y -KOHHEKTOpa. I BceX Tpymm MalUeHTOB, KPOME HOBOPOJXKACHHBIX,
BO3MOJKHO ITOCJIEIOBAaTEIbHOE BBEICHHE EPTPHAKCOHA U KaIbLUICOIEPKAIIUX PACTBOPOB TPH
TIIATEJIbHOM TPOMBIBAHUM HWHQY3HOHHBIX CHCTEM MEXIY BIMBAaHMSAMH COBMECTHMOM
KHUIKOCTBIO. VccieioBaHus in Vvitro ¢ MCIOJIb30BaHUEM IUIa3Mbl KPOBH B3pPOCIIOTO YeJIOBEKA H
I1a3Mbl IIYHOBUHHOM KpPOBHM HOBOPOXIEHHOTO CBUAETENBCTBYIOT O TIOBBIIIEHHOM pHCKE
00pa30BaHUs KaJbIUEBBIX COJNEH e()TpUaKCOHa y HOBOPOIKICHHBIX.

[Tpn npumeneHnn aHtaroHncroB ButamuHa K Ha (oHe Tepamuu neTpHaKCOHOM IOBBIILIACTCS
puck KpoBoTeueHHs. CieayeT MOCTOSHHO KOHTPOJIMPOBATH MapaMeTphl CBEPTHIBAHUS KPOBH H
pY HEOOXOTUMOCTH KOPPEKTHPOBATH /103y aHTHKOATYJISIHTA KaK B XOJI€, TaK M MOCJIe OKOHYAHHUS
Tepanuu e TPUaKCOHOM.

[Tokazan cuHEpru3sM MexIy HePTPHAKCOHOM M aMHUHOTJIHMKO3WAaMH B OTHOIIEHHH MHOTHX
rpaMoTpuLaTeNbHbIX Oakrepuil. HecMoTpss Ha TO, yTO mOBbIMIEHHas 3()(PEKTUBHOCTH TaKUX
KOMOWHAIMK HE BCeTJa MpeacKasyema, ee ClIeIyeT UMETh BBHIY IPH TSHKEJBIX, YTPOKAFOIINX
KHM3HN HHPEKIHIX, TAKKX Kak 00ycIOBIeHHBIX Pseudomonas aeruginosa.

4.6. @epTWIBLHOCTDH, 0epPeMEHHOCTDb U JAKTALMS

bepemeHHOCTD

LedTprakcon mNpoHMKAET uepe3 IUIAlEHTApHBINH Oapbep. be3omacHOCT NPUMEHEHUsS IpH
O0EepeMEHHOCTH y JKEHIIMH HE yCTAaHOBJIEHA. JJOKIMHNYecKne UCCIeOBaHNUS PEPOAYKTHBHOCTH
HE BBIIBHIIM AMOPHOTOKCHYECKOTO, (DETOTOKCHYECKOTO, TEPATOTCHHOTO JEHCTBUS WU APYTHX
HeOnaronpusaTHEIX 3()(eKkToB mpemnapara Ha IUIOJAOBUTOCTh CAMIIOB M CaMOK, IPOIIECC POJIOB,
NepuHaTaIbHOE W TIOCTHATANBbHOE pa3BUTHE Mwiona. [Ipu OGepeMeHHOCTH, OCOOCHHO B TEPBBIN
TPUMECTpP, CJeQyeT Ha3Ha4aTh TOJBKO 110 CTPOTMM TIIOKAa3aHUSAM, TIPH YCJIOBUH, YTO

npeamogaracMas 1moJjib3a JJjis1 MaTepu IMpeBbIIIAcT MOTECHIIMATLHBIN PHUCK IJId IJ1044a.
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JlakTanus

B Manbix kKoHIEHTpanusax e TPHUaKCOH MOMagaeT B IPyIHOE MOJIOKO. MallOBEpOSTHO BIHSHHE
e TpuakcoHa Ha peObeHKa, HaXOSIIErocsl Ha IPyIHOM BCKapMJIMBAHMU, IIPU €r0 MPUMEHEHUU
MaTCphIO B TCPAINICBTUYCCKUX J03aX, TCM HEC MCHCC, HCJIL3 NUCKIIIOYUTL PUCK PAa3BUTHUA JHAPCH,
TpUOKOBBIX MH(MEKIUNA CIUZUCTHIX O0O0JIOYEK W PEAKIUH TUIEPUYBCTBUTEIBHOCTH y peOCHKa.
HeobxonuMo mpekpaTtuTh rpyIHOE€ BCKApMIIMBAHHUE WIIM MPEKPATUTH/BO3EPKATHCS OT TEparuu
I_Ie(l)TpI/IaKCOHOM, InpuHuMass BO BHHUMAHHC IIPCUMYIICCTBA TPYAHOI0 BCKAPMIIMBAHUA JIA
pebeHKa ¥ MMoJIb3y Teparuu JJIsl MaTepH.

4.7. BuausiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH M padorath ¢
MeXaHHu3MaMH

Her AaHHBIX, CBUACTCILCTBYIOIIUX O BJIMAHHU IPCHapaTa Ha BOXIACHUC TPAHCIIOPTHLIX CPCACTB
¥ paboTy ¢ MamMHaMy U MexaHm3Mamu. OJTHAKO BO BpeMs Tepanmuu He()TPUAKCOHOM CIIETyeT
coOJroaaTh OCTOPOXKHOCTH TMPH  YIPABJICHUU TPAaHCIOPTHBIMU CpeICTBaMU U paboTe ¢
MEXaHM3MaMH B CBSI3U C BO3MOXHOCTHIO BO3HHUKHOBEHHS TOJOBOKPYKEHUS U JIPYTHX
HE)KEJIaTeNNbHBIX PEAKIUH, KOTOPbIE MOTYT BIMATH HA CHOCOOHOCTH YNPaBIATh TPAHCIIOPTHBIMH
CpeICTBaMHU, MEXaHU3MAaMHU.

4.8. HexenarejbHble peakunu

PesromMme HexenaTeabHbBIX peaKIni

Haubosiee 4acThIMU HEXKENATEILHBIMU PEAKIUSIMH, 3apETUCTPUPOBAHHBIMU Ha (DOHE TEparuu
e(pTPUAKCOHOM B KJIMHHYECKHUX WCCIEAOBAHUAX, SIBISIOTCS J03WHOPWINSA, JICUKOTICHUS,
TPOMOOIIUTOTICHHSI, TUAPEsI, CHIITb U TIOBBIIIICHHE AKTUBHOCTH IMEYCHOYHBIX ()EPMEHTOB.

Jlnist ommcaHus 9aCTOTHI HEXKEATeIbHBIX PEAKIMA UCTIOIB3YETCs CIEAYIONIasi KIIacCUPUKAIIHS:
oueHb yactele (>1/10), wacteie (>1/100 u <1/10), newacteie (>1/1000 u <1/100), pemxue
(>1/10000 1 <1/1 000) u ouenn peakue (<1/10000), BKIrOUasT €TUHUYHBIC CITy4Yau.
HexenarenpHple peaknuyd CrPYIIAPOBAHBI B COOTBETCTBHUU C KJIacCaMH CHCTEM OPTraHOB
MEUITMHCKOTO CIIOBAps JJIsI HOPMATUBHO-TIPaBOBOM nesarenbHOCcTH MedDRA.

Hngpexyuu u uneazuu: HEIACTO — MUKO3bI TIOJOBBIX OPraHOB; PEIKO — MCEBIOMEMOPaHO3HBIN
KOJIHT.

Hapywenus co cmopoHbl Kposu u JauUM@BAmuyecKol cucmemvl. 4YacTo — DSOZHHOPUINS,
JICUKOTICHHSI, TPOMOOIIUTOIICHUS; HEYaCTO — IPAHYJIOIIUTOIICHUS, AaHEMHSI, KOAryJIOTIaTHsI.
Hapywenus co cmopoHul HepeHOUl cucmembl: HEYaCTO — TOJIOBHASL O0JIb U TOJIOBOKPYIKEHHE.
Hapywenus co cmopoHbl 0bixamenbHOU CUCmembl, Opeanos epyOHOU KIemKU U CPeOOCMeHUs.:
HEYacTO — OPOHXOCIa3M.

JKenyoouno-kuuweynvle HapyuieHus.: 9acTo — nuapes, Heo(pOpMIICHHBIH CTYIT; HEYacTO — TOITHOTA,

pBOTA.
10
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HeuyeHOUYHbIX (epMeHToB (acmapratamuHoTpaHcdepaszbl (ACT), anaHuHaMHHOTpaHC(epasbl
(AJIT), menounoit pocdarassl (ILID)).

Hapywenus co cmoponsl Kodtcu u noOOKOIHCHbIX MKAHell: 4aCTO — ChIllb; HEYaCcTO — 3YJ; PEIKO —
KpanuBHUIIA.

Hapywenus co cmopoHbvl nouex u Mo4esblgo0auux nymeii: peIKko — reMaTypus, TIIOKO3YpHsl.
Obwue napyuenus u peakyuu 8 mecme 8gedeHus. He4acTo — (paeduT, peakiuu B MECTE BBEICHUS,
MIOBBIIIIEHUE TEMIIEPATYPhI TEJa; PEIKO — OTEKH, 03HOO.

Jlabopamophnvie u uncmpymenmanvHvle OdaHHble: HEYACTO — YBEIWYEHHE KOHIICHTpAluU
KpeaTHHHHA B KPOBH.

Tlocmpecucmpayuonnoe nabaroO0eHue

Hwxe onmcanbl HexenaTenbHbIE PEaKIK, HAOIIONABIIMECs IPH TPUMEHEHUH IIe)TPHAKCOHA B
MOCTPETUCTPAIMOHHOM Tiepuojie. Onpenenenrne 4acToT HaOMI0JaBIINXCS Peakui, a TaKkkKe UX
CBSI3M C MPUMEHEHHEM IleTpUaKCOHa, HEe BCEr/la BO3MOXKHO, TaK KaK HEBO3MO>KHO YCTaHOBUTH
TOYHBIN pa3Mep MOIYJISAUH MMAIUEHTOB.

Kenyoouno-kuwieunvie HapyuieHus: TaHKPEATUT, CTOMATUT, TJIOCCHUT.

Hapywenus co cmoponvl kposu u iumghamudeckot cucmemyl. yBelIndeHHE TPOMOOIUIACTUHOBOTO
U TPOTPOMOMHOBOTO BpEMEHH, TreMoiluTHdeckass aHemwus. OmucaHbl OTHENbHBIE CIydau
arpanynonuro3a (<500 KJIeTOK/MKIT), Mpu4eM OOJBIIMHCTBO U3 HUX pa3BUBANIUCH nocie 10 quei
JIeYCHHsI U IPUMEHEHUS KyMyJIASTUBHOH 10361 20 T 1 Oonee.

Hapywenus co CMOpoHbl UMMYHHOU cucmemvl. aHa(pUIAKTHYECKUI 10K,
TUIIEPYYBCTBUTEIBLHOCTD, peakius Spuia-I'epkcrerimepa.

Hapywenus co cmoponvl Kodicu U NOOKOMCHBIX MKAHeU: OCTPBI TeHepaTu30BaHHbBIN
HK3aHTEMAaTO3HBIN MyCTYyJIe3, OTACIbHBIE CIy4YaH TSDKEIBIX MOOOYHBIX peaklUuil (IKCCyIaTHBHAS
MynbTHGOpMHAS 3puTeMa, cuHapoM CTuBeHca-/[)KOHCOHA, TOKCHYECKUN SIUAEPMATbHBIN
Hekponu3 (cuHapoMm Jlaliemna)), JieKapcTBEHHAs PEaKius C J03MHOPUIMEH W CHCTEMHBIMU
cumntomamu (DRESS).

Hapywenusa co cmoponul nepeHoll cucmembl: CyA0POTH, SHIEPATONATHSI.

[Ipu npumeneHnn nedasoCIOPUHOB, BKIIOUYAs IePTPHAKCOH, OCOOCHHO B BBICOKHX 032X, Y
NAlMeHTOB C TMOYEYHOM HEIOCTATOYHOCThIO W JOMOJHUTEIBHBIMU IpeApacioaraiomuMu
dakTopaMu, TaKUMHU Kak MOXHUIOW BO3pacT M CYIIECTBYIOLIHE 3a00JeBaHUs IEHTPAIbHON
HEPBHOM CHUCTEMBI, OTMEYAJIMCh CIIy4an 0OpaTUMOH HIE(aIONaTHH.

Hapywenus co cmoponul cepoya: yactota HeusBecTHa — cuHapoM KoyHuca.

Hapywenus co cmoponvl opeana ciyxa u nabupunma: BEPTUTO.

Unghexyuu u unsasuu: cynepuHdeximm.
11
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KaJbLIMEBBIX cosiell eTPUAaKCOHA B JKEIYHOM ITy3bIpe C COOTBETCTBYIOUIEH CHUMIITOMATHKOM,
OunpyOnHOBast SHIE(AIONATHS, OUTYPUS, a TAKXKE aHAPHUIAKTHUECKUE WIIN aHA(UITAKTONIHBIE
peakuuu.

JUis OLIeHKH B3aMMOJAENCTBHS Le(TPpUaKCOHA M KajbliUsg ObUIO MIPOBEACHO J[BA UCCIIECOBAHUS B
YCIOBHSX 17 Vitro (OJHO C MCHOJb30BAHUEM IJIa3Mbl B3POCIBIX U JIPYroe ¢ UCIOJIb30BaHUEM
IU1a3Mbl HOBOPOX/IEHHBIX, TOJYYCHHOM U3 MyTIOBUHHON KPOBH).

HedTpuakcon ¢ xoHueHTpamusiMu 10 | MM (KOTOpble TPEBHIIAIOT KOHIICHTPALUH,
JOCTUTAIOIIMECS B YCJIOBUAX in Vivo TOCie BBeACHUS 2 I Le(pTpUaKCOHAa B BuAe MHQY3UH B
TedeHre 30 MUHYT) MCIIONB30BAM B KOMOMHAIIUY C KaJbIIeM B KOHILIEHTpamusx 10 12 MM (48
mr/mn). BoccranoBienue e TpuakcoHa U3 Iiia3Mbl CHHXKAJIOCh MPH KOHIIGHTPALUAX Kalblus >6
MM (24 mr/mim) B mia3me B3pocbix win >4 MM (16 mr/m) B mia3me HOBOPOXKICHHBIX. DTO MOXKET
OTpakaThb MPELUITUTALNIO EPTPHUAKCOH-KAJIBLIUI.

Omnwucanbl OTAEIbHBIE (DaTalbHBIE CIy4yau OOpa30BaHMs NPELUINHUTATOB B JETKUX M MOYKaxX IO
pe3yibTaTaM HCCIEAOBAaHHUS ayTONCHM y HOBOPOXKACHHBIX, IOJyYaBIIMX [Ee(PTPHAKCOH H
KaJbIUHACOepKAIIUe pacTBOPEL. [Ipy 3TOM B OTHENBHBIX CIydasx ObUT MCIIOJNIB30BaH OIHMH
BEHO3HBIH 10CTyI, M 00pa30BaHKE NPELUITUTATOB HAOII0AATI0Ch HEIIOCPEACTBEHHO B CUCTEME IS
BHYTPHBEHHOIO BBEICHHSA. TakxkKe OINUCAH, KaK MUHUMYM, OJUH CIy4ail CO CMEpTEJIbHBIM
HCXOJIOM TIPH Pa3IMYHBIX BEHO3HBIX JOCTyIaX U B Pa3INyHOE BpeMs BBEACHUS LIehTpUAKCOHA U
KaJpLuiicoaepKamx pacTBopoB. [Ipu 3ToM o pe3yabTaTaM UCClIeJOBaHUS Ay TOIICUH y JaHHOTO
HOBOPOKJICHHOTO NPEIUIUTATHI He ObLIH 00HapY KeHbI. [I0004YHbIe ciTydan HaOII0AaIICh TOIBKO
Yy HOBOPOXXKJICHHBIX (CM. paznen 4.4).

3aperucTpupoBaHbl ciaydau OOpa3oBaHMs MPELUIMTATOB LEPTPUAKCOHA B MOUYEBBIBOASIINX
MyTSX, TJIABHBIM 00pa3oM, y JeTeld, MoyyaBInX JJ100 OoJblre CyTOYHbIe 036! Ipenapara (>80
MI/KT B CyTKH), JTHOO KyMyJSTHBHBIE 1036l Oonee 10 T, a Takke MMEBIIMX JIOTIOJHUTEILHBIC
dakTopsl pucka (00e3BOKMBAHUE, MOCTEILHBIN pexuM). OOpa3oBaHHE MPEIUITUTATOB B MOYKAX
MOXET NPOTEeKaTh OECCHUMITOMHO WJIM TPOSBIATHCS KIMHUYECKH, MOXET NPUBOJIUTH K
OOCTPYKIIMM MOYETOYHUKOB M TMOCTPEHAIBHON OCTpOI MOYEeYHOUW HemocTaTodHOoCTH. [laHHOE
HE)KEJIaTEJIbHOE SIBJIEHME HOCUT 0OpaTUMBIN XapaKTep U UCUYE3aeT MOCe MPEKPALLEHUS TEpATUU
e TpUaKCOHOM.

Obwue HapywieHusi u peakyuu 6 mecme 66e0enus: B PEIKUX ciaydasx ¢ueOuT mocne
BHYTPHBEHHOTO BBeZIeHUs. ET0 MOKHO M30€exaTh, BBOJS MIpenapar MeJIEHHO B TeUECHHE 5 MUHYT,
IPEIINOYTUTENIBHO B KPYIIHYIO BEHY.

BHyTpumbliieyHas nHbeKnus 6€3 NpUMEHEHHs JTUI0KanHa O0JIe3HEHHA.

COOGH.[CHI/IC 0 IMOA03PCBACMBIX HCKCIIATCIIbHBIX PCAKITHAX
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[ENblI0 O0ECTeueHUs] HEMPEPHIBHOITO MOHUTOPUHTA COOTHOIIEHUS «IOJIb3a — PUCK»
JIEKapCTBEHHOTO Mpernapara. MeIuIMHCKIM pa0OTHHUKAM PEKOMEHAYETCs COOOIIaTh O JIHOOBIX
M0JI03PEBAEMBIX HEXKENATEIbHBIX PEAKLMAX JIEKApCTBEHHOrO Ipenapara 4yepe3 HalMOHaJIbHbIE
CUCTEMBl COOOIIEHHS O HEKeJIaTeNbHbIX peaKkIUsIX TrocydapcTB — ujeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @enepanys

®denepasibHas CiTy)0a 1Mo Ha30Py B chepe 3ApaBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKast miomanis, a. 4, ctp. 1

Ten.: +7 800 550 99 03

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMaLIMOHHO-TEIEKOMMYHUKAITUOHHOMN cetn «HTepHeT:!
https://www.roszdravnadzor.gov.ru/.

4.9. Ilepeno3dupoBka

[{edbTprakcon

[Ipn mepeno3wpoBKe TeMOTUAIHM3 W TEPUTOHCATBHBIA JWAN3 HE CHU3AT KOHIICHTPAIUU
npenapata. Crneuuduueckoro aHTHIOTa HeT. B ciydyae mnepeno3upoBKH pPEKOMEHIYeTcs
CUMIOTOMAaTUYECKOE JICUCHHUE.

JInpokanH

Cumnmombi

[Ipu mepeno3upoBKe JTHIOKAMHA TOKCHYECKHE PEAKIIMH HAOIIOJAIOTCS TIaBHBIM 00pa3oM co
CTOpOHBI LIeHTpanbHOM HepBHOU cuctemsbl (IIHC) u cepneuno-cocyauctoii cucteMsl. [Ipu aToM
TOKCUYHOCTH co cTopoHsl [IHC mporpeccupyet, Takum o0pa3oM, CTENEHb TSKECTH CUMITOMOB
Hapacraer.

[Ipu HenmpetHaMEpEHHOM BBEACHUH Mpenapara B COCYIUCTOE PyCIIO YKa3aHHbIE JJallee CUMIITOMBI
BO3HHMKAIOT HEMEJICHHO (T.€. uepe3 1-3 MUHYTHI), a P Mepeo3upoBKe — ¢ 3aaepxkkor B 20-30
MUHYT.

K panHuM cumnToMaM nepeno3MpOBKHM OTHOCSTCS: 3€BOTA, MAPECTE3UM (B IEPBYIO Ouepelb
BOKPYT pTa), COHJIMBOCTb, BO30YXICHHUE, TOJOBOKPY)KEHHE, IIyM B yIIaX, TUIEPaKy3us,
HapylLIeHHE 3pEHUs, TU3apTpUs U aTaKCHs, a TAK)Ke TOIIHOTA U PBOTA.

[Ipn MHTOKCHKAIIUU CpelHEH CTENEHU TSHKECTH MOTYT MPUCOEAUHATHCA MBIIICUHBIE CYIOPOTH
WIM MBIIICYHBIE CMa3Mbl, NPEIIICCTBYIONIME TI'eHEPaTu30BaHHBIM cynoporam. llpu
OIpEIECNIEHHBIX OOCTOATENbCTBAX 3a ATHUM MOXKET CJEI0BaTh IMOTEPsl CO3HAHUS, YIHETEHHE

JbIXaHUs U KOMa.
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B tskensix ClIydasaxX BO3HHUKAIOT TAKXKC pCaKnuu _CO C%g{;g&B? %%%%JOE&I-CUII%EJO?I I:]C%’%'EMH
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(garie Bcero TOJIBKO MOCIE MOSIBICHUS CUMITOMOB CO CTOPOHBI LIEHTPAJIbHOI HEPBHOM CUCTEMBI)
B BUJIC MAJICHUS apTEPUATILHOTO JIaBlIeHUs, OpaJuKap Ui U apUTMHIA.

B crmydae oueHb TSHKENOW MHTOKCHKAIMKM MOKET HACTYIUThH TIOJHAS aTPUOBCHTPUKYIISIPHAS
0JI0Ka/a U OCTAaHOBKA Cep/lla.

Jleuenue

[Ipu nosiBlIeHUM MPU3HAKOB OCTPON CHCTEMHOW TOKCHYHOCTH CIIEAYeT HEeMEJICHHO MPEKPATUTh
BBeneHue mpemnapara. Crenuuyeckoro aHTHAO0Ta HET. JIedeHWe Tmepelno3upoBKH —
CUMIITOMaTH4ecKoe. B ciiydae ocTaHOBKHM cepima cienyeT HEeMEIICHHO HAauWHATh CEepJeYHO-

JICTOYHYIO p€aHnMalurio, B TOM YHUCJIC KYIIUPOBAHUEC allU/1034.

5. ®APMAKOJIOTHYECKHE CBOMCBA

5.1. ®apmakoJioruyeckue cBOMCTBA

dapmakoTepaneBTUUecKas TIpylna: aHTHOAKTEpUalbHblE CpPEACTBA CHCTEMHOIO JEHCTBHSA;
npyrue OeTa-1akTaMHble aHTHOaKTepualIbHbIE CPEACTBA; EePaToCIIOPUHBI TPETHETO OKOIECHUS.
Koxg ATX: JO1DDO04.

Mexanusm nerctus ¥ dpapMakorHamMudeckue 3O heKThI

[leprpuakcon — mapeHTepanbHbIN 1edanocmopuHOBeI  aHTHOMOTHK [II  mokoseHus.
BakTtepuninaHas akTUBHOCTh HeTpuakcoHa OOYCIOBJIICHA IMOAABICHUEM CHHTE3a KICTOYHOU
cTeHKu. [n vitro uedTpuakcoH o0JafaeT MIUPOKUM CIEKTPOM JEHCTBUS B OTHOIICHUU
rPaMOTPULIATEBHBIX W TPAMIIOJIOKHUTEIBHBIX MHUKPOOPraHu3MoB. OH BBICOKOYCTOHYHMB K
OoNBPIMHCTBY [ — JMakTama3 (Kak MEHUIWDINHA3, TaK U 1edarocnoprHas), BeIpadaThIBAEMbIX
IPaMIIOJIOKUTEIBbHBIMUA U TPAMOTPHUIIATEbHBIMUA OaKTEPHUSIMH.

Hedtpuakcon 0ObIYHO aKTUBEH B OTHOIICHUH CJIETYIOIIUX MUKPOOPTaHU3MOB.
I'pamnonoscumenvuvie aspodul

Staphylococcus aureus (METUIMIUTMHOYYBCTBUTEIHHBIN ), KOaryJia3o-oTpUIIaTeIbHbBIE
cTaUIIOKOKKH, Streptococcus pyogenes (P-remonutudeckuid, rpymmbl A), Streptococcus
agalactiae (B-reMonuTHYECKHA, TpyIIIEI B), f-reMonuTudecke CTpenTOKOKKY (TPYIIbl HU A, HU
B), Streptococcus viridans, Streptococcus pneumoniae.

Ipumeuanue. MeTuIIIUITHHOY CTORUMBEIE Staphylococcus spp. pe3UCTEHTHBI K 11e(aTocoprHaMm,
B TOM uucie K nedrpuakcony. Kak npasuno, Enterococcus faecalis, Enterococcus faecium n
Listeria monocytogenes Take yCTOWYUBBI.

I'pamompuyamenvhvie aspoodul

Acinetobacter Iwoffii, Acinetobacter anitratus (rmaBHbBIM o0Opa3om, A. baumanni)*, Aeromonas

hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankanurenonono0OHbIe OakTepun, Borrelia
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burgdorferi, Burkholderia cepacia, Capnocytophaga sbglzléﬁ%gc%é“r-rg?l\j%t(g :’rglgi':lf}l}lcne

C.amalonaticus), Citrobacter freundii®, Escherichia coli, Enterobacter aerogenes®, Enterobacter
cloacae®, Enterobacter spp. (npouune)*, Haemophilus ducreyi, Haemophilus influenzae,
Haemophilus parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumonia™*,
Moraxella catarrhalis (panee HaspIBaBIIasics Branhamella catarrhalis), Moraxella osloensis,
Moraxella spp. (npouue), Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis,
Pasteurella multocida, Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri*, Proteus
vulgaris, Pseudomonas fluorescens®, Pseudomonas spp. (npouue)®*, Providencia rettgeri,
Providencia spp. (npouune), Salmonella typhi, Salmonella spp. (wetudounnsie), Serratia
marcescens, Serratia spp.(npouue), Shigella spp., Vibrio spp., Yersinia enterocolitica, Yersinia
spp. (mpouwue).

*HekoTopble N30JIATHI TUX BUIOB YCTOHUMBHI K IIE(PTPHAKCOHY, TIIaBHBIM 00pa30M, BCIIEACTBUE
oOpasoBanHus P-makTamas, KOIUPYEMBIX XPOMOCOMaMH.

**HekoTopble W30JATHI ATHX BHIOB YCTOWYMBBI BCIICACTBHE OOpa30BaHUsS IIEJIOTO psaa
IUIa3MUJI0-0MTOCPEIOBAaHHBIX [-TaKTaMas.

Ilpumeuanue. MHOTHE ITaMMBI BBINICYKAa3aHHBIX MHUKPOOPTaHW3MOB, IMOJHPE3UCTCHTHBIE K
JIpyTAUM  aHTUOMOTHKAM, TaKMM KaK aMUHONCHHIWIUIMHBI W  yPEWJIOTICHUIIWIIINHEI,
e aoCIOpUHBl  TIEPBOTO W BTOPOTO TOKOJICHHSI W aMHUHOTJIMKO3UIbI, YYBCTBUTEIIBHBI K
uedtpuakcony. Treponema pallidum ayBcTBUTEIbHA K () TPUAKCOHY in Vi{ro U B SKCTIEPUMEHTAX
Ha XHUBOTHBIX. KIIMHWYECKHE HCTIBITaHUS MOKA3bIBAIOT, YTO IEPTPHUAKCOH 00JaJaeT XOpouIen
3G (EKTUBHOCTHIO B OTHOIICHUH MEPBHYHOTO M BTOPUYHOTO cH(minca. 3a 09eHb HEOOIbITUMHU
UCKITFOUSHHSIMH, KITHHUYECKHUE U30JISTHl P. aeruginosa ycTOMYMBHI K IIETPHAKCOHY.

Anaspobul

Bacteroides spp. ()xemueuyBctButensHbie)*, Clostridium spp. (xkpome C. difficile), Fusobacterium
nucleatum, Fusobacterium spp. (npouue), Gaffkya anaerobica (panee Ha3bpIBaBIIASCS
Peptococcus), Peptostreptococcus spp.

*HekoTopbie U30JIATHI ITUX BHIOB YCTOHUUBEI K IIE(TPUAKCOHY HM3-3a 00pa30BaHus -lakTamas.
Ilpumeuanue. MHorue mramMmbl [-nmakrama3zoobpasyromux Bacteroides spp. (B 4acTHOCTH,
B.fragilis) ycroituusl. Y ctoituus u Clostridium difficile.

YyBCTBUTEIBHOCTh K E(YTPUAKCOHY MOXKHO ONPEICISATh AUCKO-TU(PPY3HOHHBIM METOIOM WIIH
METOJIOM CEPHUUHBIX pa3BEJCHUI Ha arape WM OyJbOHE, MCIIOJIb3Ysl CTAaHAAPTHYI0 METOIUKY,
NOJOOHYIO TOM, KOTOPYIO peKOMEHAyeT MHCTUTYT KIMHUYECKUX M JJAOOPAaTOPHBIX CTAHAAPTOB
(MKJIC). HUKIJIC ycTaHOBHI CIEAYIOIIAE KPUTCPUU OLEHKH pPE3yJIbTaTOB MPOOBI s

nedTpruakcoHa:
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YYBCTBUTEIHHBI
Memoo pazeedenuii <8 16 — 32 >64
[Monmassiromast KOHIEHTPAIHS, MT/JT

Memoo ouckos (auck ¢ 30 MKT e TprakcoHa) >21 20-14 <13

JlnameTp 30HBI 3aJEPKKU POCTA, MM

Jnist ompeneneHust cieayeT Opath AUCKH ¢ IeQTPHAKCOHOM, TaK KaK B MCCIEIOBAHUAX in Vitro
IIOKA3aHO, 4YTO LEe()TPUAKCOH aKTUBEH B OTHOIIEHUWH OTAENbHBIX IUTAMMOB, KOTOpBIE
00Hapy’KUBAIOT yCTOMUMBOCTB MPH UCIOJIb30BAaHUH AUCKOB, IPEAHA3HAYSHHBIX JUIsl BCEH TPYIIIbI
11eanoCcropruHOB.

Bwmecto crangaproB UKJIC s onpeneneHuss 4yBCTBUTEIBHOCTH MHUKPOOPTaHU3MOB MOYHO
UCMOJIb30BaTh M JpPYTHE€ XOpOLIO CTaHAAPTH30BAaHHbIE HOPMATUBBI, Hampumep, Hemenxoro
uHctutyTa crangaptuzauud DIN (Deutsches Institut fur Normung) u MeXayHapogHbIC
pekomenmanuu  ICS  (International Collaborative  Study), mo3BossFOIIMEe  aAEKBATHO
UHTEPIIPETUPOBATH COCTOSIHUE YYBCTBUTEIbHOCTH.

5.2 dapMaKOKHHETHYECKHE CBOICTBA

AGcopbuus

[locne ODHOKPATHOrO BHYTPUMBIIIEYHOTO BBeneHUs 1 T 1edTprHakcoHa MaKCHUMabHas
KOHIICHTpAIUs B Tu1azme 81 Mr/i Jocturaiack B mpeenax 2-3 4acoB IMOCIe BBEICHUS.

[Inomaau mnoj KpUBOM «KOHLEHTpalUss B IUIa3M€ — BpeMs» I0C/ie BHYTPUBEHHOIO H
BHYTPHMBIIIEYHOTO BBEIECHUS OJMHAKOBBL. JTO 03HAYaeT, YTO OMOAOCTYHMHOCTh Le(hTPUAKCOHA
1ocjie BHyTPUMBIIIEYHOT 0 BBeeHUs cocTaBisieT 100%.

[Tocne BHyTpHuBeHHOrO O0t0cHOTO BBeieHus 500 Mr u 1 T ierpuakcoHa cpeiHss MakCUMallbHast
KOHIIGHTpaIlisg B IUIa3M€ KpOBH cocTaBuia mnpubiamsurenbHo 120 mr/m w200 wmr/m,
cooTBeTcTBeHHO. [locne BHyTpuBeHHOM nHOY3un 500 Mr, 1 1 2 1 e TprakcoHa KOHIEHTpaLus
npemnapara B Ia3Me KpoBu coctaBuiia npubnusutensHo 80, 150 u 250 mr/mn, cOOTBETCTBEHHO.
[locne BHYTpUMBIIIEYHOW MHBEKIUU 3HAYEHUA CpPEJHEH MAaKCUMaJIbHOW KOHIICHTPALMH
e TpuaKkCcoHa B IJ1a3Me KpOBH IIPUMEPHO B J[Ba Pa3a HUXKE, YEM I10CJIE€ BHYTPUBEHHOT'O BBEICHUS
9KBHBAJICHTHOMN J03bI ITpenapara.

Pacnpenenenue

O0beM pactpeneneHus e Tpuakcona papusercs 7 — 12 1.
[Tocne BBeenus B 1o3e 1 —2 r nedTprakcoH XOpOoIIo MPOHUKAET B TKAHH M KUIAKOCTH OpraHU3Ma.
B Teuenme Oonee 24 dYacoB €ro KOHIIGHTPAllUM HAMHOTO TMIPEBBINIAIOT MUHHUMAJIbHBIC

MOJIAaBJSIONINE KOHIEHTpAlUU AJsi OONbIIMHCTBA BO3OyauTeneil mHpeknuii 6oiee yem B 60
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TKaHAX U XKHUIKOCTAX (B TOM 4YHCJIC B JICTKHUX, CEPAILIC, X&QJ{QHHB?)E%&)E%&H{;EDEEP%%I%&G u

CIIM3UCTON HOCA, KOCTSIX, & TAK)KE€ CIIMHHOMO3TOBOM, MIEBPAIbHON U CUHOBUAIBHON KUAKOCTAX
U CEKpeTe MPEACTATEIbHOM Kele3bl).

[locne BHYTPHUBEHHOTO MpPHUMEHEHHS IIEPTPHAKCOH OBICTPO MPOHUKAET B CIHHHOMO3TOBYIO
KUAKOCTh, THe  OaKTepUUUAHbIE  KOHILIEHTpAllMM B  OTHOUIEHHMH  YYBCTBUTEJbHBIX
MHUKPOOPTaHU3MOB COXPAHSIIOTCS B TeUeHUE 24 4acos.

Hedrpuakcon oOpatuMo cBsi3bIBaeTCss € anbOyMuHOM. CTENEHb CBS3BIBAHUS COCTABIISICT
npuMepHO 95% Tpu 3HAYEHUSX KOHIEHTpauu 1eTpuakcoHa B mia3me kpoBu meree 100 mr/m.
Jlonst cBsi3aHHOrO C OEJNKOM TIUIa3Mbl KpOBU Le(PTPHAKCOHA YMEHBIIAETCSI C POCTOM €ro
KOHIICHTpAIIUU, TaK KaK CBS3bIBAHUE HACBIIAEMO M COCTaBIseT OKOJO 85% mpu 3HAUCHUIX
KoHueHTpauu 300 mr/m.

IIponuxnosenue 6 omoenvHvle MKAHU

[leTprakcon mpoHUKaeT yepe3 000TOUYKH TOJIOBHOTO M CITMHHOTO MO3Ta (MO3TOBBIE 000JIO0UKH).
[IpoHukHOBeHHE Hanboee BEICOKO TP BOCTIAIICHUN TIOCTIEAHUX.

Cpennsisi MakCUMasbHasl KOHLIEHTpAUs e(TpUaKCOHa B CTMHHOMO3TOBOM KHJIKOCTH JOCTHTaeT
25% or KoHIEHTpauuu nedTpuakcoHa B IJIa3Me KPOBH Y MAIMEHTOB C OaKTepUabHBIM
MEHUHTUTOM, U TOJIBbKO 2% OT KOHIIEHTpAIlMH B IJIa3Me KPOBH Yy MAlIMEHTOB C HEBOCMAJICHHBIMU
MO3TOBBIMH 000JI0YKaMHu (0€3 MEHUHTHUTA).

HedTpuakcon mpoxoauT uepes IaleHTapHbIi 0apbep.

HedTpuakcon B MajblX KOHIIEHTPALMSAX BBIACNACTCS € TPyAHBIM MoyiokoM (3 — 4 % ot
KOHIICHTpAIIMH B IJIa3Me KPOBH Y MaTepu uepe3 4 — 6 4acoB).

Buorpancdhopmaris

Hedtpuakcon He moaBepraeTcsi CUCTEMHOMY MeETa0OIM3My, a IpEeBpallaeTcs B HEAKTHUBHBIC
METa0OIUTHI MO/ ACHCTBUEM KHILIEYHON MUKPODIOPHI.

DJIMMUHALIHS

OO6mwmit ma3MeHHbIH KupeHc nedrpuakcona cocrapisier 10 — 22 mur/muH. [Todeunsrit kimpeHe
paBusieTcs 5 — 12 mu/muH. 50 — 60% nedTprakcoHa BEIBOJUTCS B HEU3MEHEHHOM BUJIE MMOYKAMH,
a 40 — 50% — B HeM3MEHEHHOM BHJE KHUIIEYHHKOM. [leproa mosyBbiBeneHUs LedTpUaKCOHA
COCTaBJISIET Y B3POCJIBIX OKOJIO 8 4aCOB.

JInHeHHOCTh (HEIMHEHHOCTE)

dapMakOoKMHETHKAa Le()TpPUAKCOHa HOCUT  HENMHEeHWHbIM  Xapaktep. Bce  ocHOBHBIE
(apMaKOKMHETHYECKHE TapaMeTpbl, OCHOBaHHbIE Ha OOIMIMX KOHILIEHTpALUSAX Ipernapara, 3a
UCKJIIOYEHHEM II€pHOoJa IIOJYBBIBEJIEHUS, 3aBUCAT OT J03bl M BO3pACTalOT MEHEE YeM
NPONOPLUOHATIBHO €€ yBeJn4eHuto. HenmHeWHocTh XapakTepHa Ul (PapMaKOKMHETHUECKUX

apaMeTpoOB, 3aBUCAIINX OT 06Hleﬁ KOHICHTpAaIuu I_Ie(1)TpI/IaKCOHa B IUIa3ME€ KpOBU (He TOJIBKO
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CBOOOJIHOTO TIe()TPUAKCOHA), U OOBICHICTCS cmmeH%fv_I' %QE’E{E%E‘&I %Ei‘f&%&g%géé%'aw

IJ1a3Mbl KpOBH.

IToueyHas UM IICYCHOYHAS HEJIOCTATOYHOCTD

Y nanmueHToB C JIETKOM WM yMEPEHHOM IIOYEYHOM WM II€YEHOYHOM HEIOCTaTOYHOCTBIO
(apMakOKUHETHKA LEePTPUAKCOHA W3MEHSETCS HEe3HAUUTENbHO. [lake y MalueHTOB C TsHKEIon
[OYEYHOW HEIOCTaTOYHOCThIO OTMEYaeTcs JIMIIb HEOOJbIIOE YBEIMYEHUE IEepHoAa
IIOJTyBBIBEJICHUS B IUIa3Me KPOBU (MEHEE YeM B 2 pasa).

YMepeHHOe  yBENMUYEHHE TIEepPHOAA  IOJNyBBIBEACHUS LEPTPUAKCOHA TPH  IMMOYCHHOM
HEI0CTaTOYHOCTH MOXET OOBACHATHCA KOMIICHCATOPHBIM MOBBIIIEHUEM HENIOYEYHOTO KIMPEHCa
o01iero e TpuakcoHa B pe3yJibTaTe CHUXKEHHsI CBA3BIBAHUS ¢ OETIKaMH.

VY NanueHToB ¢ MEYEHOYHOW HEJOCTAaTOYHOCTHIO IEpPHO]| MOJMYBBIBEACHUS LieQTpUaKcOHa He
YBEIIMYUBACTCA B CBSI3M C KOMIICHCATOPHBIM IIOBBIIIEHUEM IOYEYHOro KiupeHca. [IpuuuHoit
TaKXKe CIYXHUT yBEJIMYEHUE KOHLEHTpAlMHU CBOOOJHOro LepTpUaKCOHA B IUIa3M€ KPOBH, UTO
CHOCOOCTBYET MapaJoKCaJbHOMY MOBBIIMIEHUIO O00IIero kiupeHca mnpenapara. Hapsny c
MOBBIIIEHUEM OOIIET0 KIMPEHCa TaK)Ke OTMEYAETCs YBEIMYeHHE 00beMa pacipeaeICHHS.

JIniia moyKMJIoro Bo3pacra

VY mamueHToB cTapine 75 JIeT mepuo] NOJTyBBIBEICHUS, B CPETHEM, B JIBAa HIIM TPU pas3a OoJbIIe,
YeM y B3POCIIBIX MMAIUCHTOB.
eTH

Y HOBOPOXXJIEHHBIX JETEeW MEPUOJ MOTYBBIBEACHUS LE(PTPUAKCOHA YBEJINYEH MO0 CPABHEHUIO C
JpYTMMH BO3pacTHbIMHM Tpynnamu. B mepBbie 14 1nHel XU3HM KOHLIEHTpalMsi CBOOOIHOIO
e TpUaKCOHa B IUIa3ME KPOBU MOXET OBITh JOMOJHUTEIHHO MOBBINICHA OJlarogapsi HU3KOM
KIIyOOUYKOBOW (pubTparu 1 0COOCHHOCTSIM CBSI3BIBAHHS TpenapaTa ¢ OelIkaMu I1a3Mbl KPOBH.
Y ManuCHTOB ACTCKOTO BO3pacTa MEpHUOA MOJYBBIBCACHUSA MCHBLIIC, YCM Y HOBOPOXIACHHBIX U
B3pOCIIBIX.

3HaveHHs TUTa3MEHHOTO KIHMpeHca W o0beMa pacrpeiesieHus o0mero nedTpuakcoHa BBIIIEC Y

HOBOPOXIACHHBIX, I'PYAHBIX JieTelt u JeTeu Miaaiie 12 et o CpPaBHCHHIO C TAKOBBIM Yy B3POCJIbIX.

6. ®APMAIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BCcnOMOraTeIbHBIX BelIeCTB

OTCYyTCTBYIOT.

6.2. HecoBmecTuMoOCTH

Hedrpuakcon papmareBTHIECKH HECOBMECTUM C aMCAKPUHOM, BAHKOMUITUHOM, (hTyKOHA30JI0M

¥ aMUHOTIIMKO3u1aMu. HeoOxoaumo pas3ienbHoe BBEICHUE.
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Henb3s MCIOIB30BaTh PACTBOPHUTENH, COAEPIKALIME xartb it akhe Kak paCiBop PRELaDa a

pacTBOp XapTMaHa, NPH IPHUTOTOBICHHH pPAaCcTBOPOB Ie(TpHakcOoHa Ui BHYTPHBEHHOTO
BBEJICHUS U HX TOCJIEIYIOLIETO pa3BelEHHs H3-32 BO3MOXHOIO OOpa30BaHUS MPELUIHTATOB.
OO0pa3oBaHre MPEHUITUTATOB KaJbIIMEBBIX COJICH HEePTPUAKCOHA MOXKET MPOUCXOIUTh U TPH
CMEUIMBaHNH e(QTpPHaKCOHA M KaJIbLUICOAEPKALINX PAaCTBOPOB IPU HCIIOIB30BAHHH OHOTO
BEHO3HOTO  JocTyma.  Henp3st  ucmons30oBaTh  HE(PTPUAKCOH  OJHOBPEMEHHO  C
KaJIbIUHACOACPKAITUMH PACTBOPAMH JIJIs1 BHYTPUBEHHOTO BBEJICHHS, B TOM UHUCIIE C JITTUTEIbHBIMH
UHQY3USIMA KaJbIIMICOAEPKAIIMX PACTBOPOB, HANPUMEp, MPH TMAPSHTEPATHLHOM IMUTAHUU C
WCITOJIb30BaHUEM Y -KOHHEKTOpa (cM. pazaeinsl 4.2, 4.3, 4.4, 4.5, 4.8).

JlaHHBIN JIeKapCTBEHHBIH TpermaparT He CcJeayeT CMEIIMBaTh C JPYTHMMHU JIEKapCTBEHHBIMHU
IpenapaTamu, 3a UCKJIIOUEHUEM YIIOMSHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEHHUsI)

HeBckpoeIThIN (haakoH

3 rona.

IIpuroToBiIeHHBINA PACTBOD

[IpuroToBneHHbI pacTBOp XpaHUTh B TeueHHUE 6 YacOB MPU KOMHATHOW TemmepaType (Wih B
TeueHue 24 yacoB npu temreparype 2-8°C).

6.4. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIUIIEHHOM OT CBETa MecTe Ipu TeMiieparype He Boie 25 °C.

6.5. Xapaxrep u coaepkaHue NEPBUYHON YIIAKOBKH

[Topomiok Ay MpUTOTOBIEHUS PAacTBOpA JJii BHYTPUBEHHOTO U BHYTPHMBIIIEUHOTO BBEICHUS
lr.

ITo 1,0 r nedrpuakcoHa BO (UIaKOHBI CTEKJISIHHbIE U3 OECLBETHOIO CTEKJIA, TePMETHUYHO
YKYTIOpeHHbIE TPOOKaMU pPE3HMHOBBIMU WM MPOOKAaMH PE3WHOBBHIMH OpOMOYTHIIOBBIMH C
nocJIeNyIomed OOKaTKOM KojmaukaMu amtoMUHUEBBIMU. Ha kaxawiii ¢uiakoH CTEKJISHHBINA
HAKJICUBAIOT ATHUKETKY W3 camokiesiierocss mMarepuana. [lo 1 ¢uakoHy ¢ MHCTpyKuImed mo
MEIUIUHCKOMY ITPUMEHEHHIO BKJIQJBIBAIOT B NMAYKy U3 KapTOHA KOPOOOUHOTO.

Hna cmayuonapos: Ilo 50 ¢rakoHOB BMecTe € pPaBHBIM KOJIMYECTBOM MHCTPYKIHH IO
MEIUIIUHCKOMY TPUMEHEHHUIO MOMEMIAI0T B KOPOOKY M3 KapToHa KopobowyHoro. Ha kopoOky
HaKJIEUBAIOT ITUKETKY U3 OyMaru 3TUKETOYHON WIIM MUCYEH, WIN ITUKETKY U3 CaMOKJIESAIIEerocs
matepuana. KopoOku momenaoT B AUMK U3 KapToHa roppupoBaHHoro. Ha smuk HakiaeuBaroT
ATUKETKY M3 OyMaru STUKETOYHOM WIIM MUCUEH, MM STUKETKY U3 CAaMOKJIEAIIerocs MaTepuaa.
6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TNPH  YHMYTOKEGHHMH  HCIOJIL30BAHHOIO
JICKApCTBEHHOI0 MNpenapara WJIH  OTXOA0B, TMOJYYEHHBIX IOCJde TPHUMEHEeHUs

JIEKAPCTBCHHOI'O IIpermapaTa, u IPYru€ MaHUIIYJISIIUMHA C IIpeapaTomM
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BBenenue npenapara

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OOmuM MpaBUIOM [OJKHO OBITHh HCHOJIB30BAaHUE PACTBOPOB Cpa3y IOCIE MPUTOTOBICHUS.
[IpuroroBieHHBIE PACTBOPHI COXPAHSIOT CBOIO (PU3MUECKYIO M XHMHUYECKYIO CTaOMIBHOCTH B
TedeHue 6 yacoB MpU KOMHATHOW TemmepaType (Wiu B TeueHue 24 4acoB Ipu Temueparype 2-
8°C). B 3aBUCMMOCTH OT KOHIIEHTPAIMH U TPOIOJDKUTEIIBHOCTH XPAaHEHUS IIBET PACTBOPOB MOYKET
BapbUPOBATH OT OJIETHO-3KENTOr0 110 sHTapHOTr0. OKpacka pacTBOpa He BIUsAET Ha 3 (HEeKTUBHOCTH
WM IEPEHOCUMOCTbD IIpernapara.

I enympumviueynou unvexyuu 1000 mr nedTpuakcona pactsopsitor B 3,5 mi 1% pactBopa
JTUJOKaWHA M BBOIAT TIYOOKO B JIOCTATOYHO OONBIIYIO MBIy (sroauia). Pexomenmyercs
BBOJUTH He OoJiee 1 T B OIHY U Ty K€ MBIIIILY.

PactBop, coneprkaiuil 1Ma0KauH, HENb3s1 BBOAUTH BHYTPUBEHHO.

s enympueennoil unvexyuu pactsopsror 1000 mr nedrpuakcona - B 10 M1 CTEpUIBLHON BOJIBI
JUISL MHBEKIMI; BBOAST BHYTPUBEHHO MEIJIEHHO B TEUYEHHE 5 MMHYT, HPEINOYTHUTEIHHO B
KPYMHYIO BEHY.

Brympusennas ungysus nomkHa JuuThest He MeHee 30 MuHyT. [[ns nmpuroroBiieHUs pacTBOpa
pazBomsat 2000 mr nedrpuakcona B 40 M1 OHOTO U3 CIEAYIOUINX WH(PY3HOHHBIX PACTBOPOB, HE
coaepxkaniux noHoB Kanbius: 0,9% pactBop HaTpus xiaopuaa, 0,45% pacTBop HaTpus xjopuaa +
2,5% pactBop nekctpossl, 5% pactBop nekcTposbl, 10% pacTtBop nekcrpossl, 6% pacTBOp
nexkcrpaHa B 5% pactBope nekcTpossl, 6-10% pacTBOp TMAPOKCHMATWIKpaxmala, BoAa AJIs
uHbEKIMH. [ Bcex rpynn NanueHToB, KPOME HOBOPOKIEHHBIX, BO3MOKHO IIOCIIEA0BATEIBHOE
IPUMEHEHNE IeTPUaKCOHa U KaJIbLIMKHCOAEP KAIUX PACTBOPOB IPU TIIATEIHHOM MPOMBIBAHUU
WH()Y3MOHHBIX CHCTEM MEXK/Ty BIMBAHUSIMU COBMECTUMOM KUIKOCTHIO (CM. pa3aensl 4.3, 4.4, 4.5).
He nmocrymamo cooOmenuid o0 B3auMoAecTBuM  He(TpPHUAKCOHA U MEPOPATbHBIX
KaJbIUHCOASpKAIUX PENapaToB WIK B3aUMOJICHCTBUHU 1Ie(pTPHAKCOHA JUIsl BHY TPUMBIIIEYHOTO
BBEJICHUS M KaJbLUIlCOAEpKAIIMX MpenaparoB (Uisi BHYTPUBEHHOIO WJIU IEPOPATbHOIO
MIPUMEHEHUS).

MHCTpYKIIMH IO YHMYTOXKEHUIO HEHCIIOJL30BAHHOTO MpenapaT MIM Ipernapara ¢ HWCTEKIINM

CPOKOM I'OAHOCTH

[Tonaganue nekapCTBEHHBIX MPEMAPATOB B OKPYKAIOIIYIO CPEIy MOKHO OBITh CBEIEHO K
MuHUMYMy. He crieayioT yTHIM3upoBaTh Mpenapar ¢ MOMOIIbIO CTOYHBIX BOJ WJIM BMECTE C
ObITOBBIMU OTXOAaMH. ClelyeT HCIOIb30BaTh YCTAHOBICHHbBIE CUCTEMbI YTHIN3AIUU, €CITH OHU
JIOCTYIIHBI B BalllEM PETHOHE.

Ymunusayus wnpuyes/uen

HeoOxoaumo ctporo cobioiaTe cienyioniye peKoMeHAAlNY 110 UCTIOIb30BaHUIO U yTHIIN3ALUN

HIIMPUNEB U paCXOAHbIX MATCPUATIOB.
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o VIriie1 1 MIMpUObLI HEJIb34 UCIIOJIB30BATh ITOBTOPHO

e lcnosb30BaHHBIE WIJIBI M IIMPHULBI MOMEIMIAIOT B 3allUIICHHBIM OT MPOKOJIOB KOHTEHUHED
(eMKoCTB).

e JlaHHBII KOHTEHHEP XPAHAT B HEJAOCTYIIHOM JIJIA JIETEN MECTeE.

YHHAUYTOKEHHE HEHCHOJb30BAHHOIO MpernapaTa WIM pPacXOIHBIX MAaTEpUaJoB JOJDKHO

MMPOBOAUTLECA B COOTBETCTBUU C JIOKAJIbHBIMU Tpe6OBaHI/I${MI/I.

7. JAEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

000 «PapmKonment

171261, Tepckas 0611., paiion Konakosckuii, nrt Peakuno, yi. 3aBoackas, 1. 1b.
tenedon: +7 (499) 703-51-15

anekTpoHHas nouta: redkino@pharmconcept.ru

7.1. IlpeacraBuTesb Jep:KaTess PerucTPAlMOHHOIO YI0CTOBEpPEeHHs
[IpeTen3un noTpedurtene HapaBIATh MO aJIPECy:

Poccuiickas @enepanus

000 «PapmKonuenm»

171261, Teepckast 0011., paiion KonakoBckwid, irt Penkuno, yii. 3aBojackas, . 1b.
tenedon: +7 (499) 703-51-15

anexkTpoHHas noyta: redkino@pharmconcept.ru
8. HOMEP PETUCTPAIMOHHOTI'O YAOCTOBEPEHUSA

9. JIATA MIEPBUYHOM PETUCTPAIIUU (ITIOJATBEPXKJIEHUS PETUCTPALIUU,
INEPEPETUCTPAIIN)

Jlata nepBoii perucrpanuu:
10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucTHKa JIeKapcTBEHHOro mnpemnapara lledprpuakcon goctynmHa Ha
nHpopmanmoHHOM TopTane EBpa3milckoro 3KOHOMHYECKOTO coro3a B HH(OpMannoHHO-

KOMMYHHKAIMOHHOM ceTtn «HTepHEeT» https://eec.eaeunion.org.

21



