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10 MEJULIMHCKOMY TTIPUMEHEHHIO JTEKAPETBEFHIOTO TPEHAPATA'!

JInne3zoaua Kanon

PerucrpanuoHHbIi HOMeEP:

Toprosoe Ha3Banue npenapara: Jlunezonua Kanon

MeskayHapoaHOe HENATEHTOBAHHOE HJIH I'PYNIIHPOBOYHOE HAMMEHOBAHME: JINHE30JIH
JlekapcTBeHHas ¢opma: pacTBop A UHDy3uit

Cocras:

1 MJI pacTBOpa COIEPKHUT:

Oeticmeyowee seujecmeo: mane3onun 2,00 mr;

ecnomozamenvhvie geujecmsa: NEKCTpo3sl MoHOTUApAT 50,24 Mr, TMMOHHAS KUCJIOTa O€3BOIHAS
0,85 mr, Harpus uutpat 1,64 mr, tumonHo#M kuciotsl pactBop S0 % no pH 4,4 — 5,2, Bona ans
HHBEKIUNA — 10 1 MiI.

OnucaHue: Mpo3pavyHbId PACTBOP OT OECIIBETHOTO JIO KEJITOTO IIBETA.
dapmakoTepaneBTHYecKas rpynna: AHTHOAKTEpUAIbHBIE CPEICTBA CUCTEMHOIO JIEHCTBUS;
IpyTrHue aHTHOAKTepUaTbHBIE CPEICTBA.

Kox ATX: JO1XX08

DAPMAKOJIOIT'MYECKHUE CBOMCTBA

Dapmarkoounamuka

JIuHe30/M]], CHHTETUYECKUN aHTUOAKTEPHATIbHBIN Mpernapar, OTHOCUTCS K HOBOMY KJIaccy Ipo-
TUBOMUKPOOHBIX CPE/ICTB, OKCA30JIMIUHOHAM, aKTUBHBIX i7 Vitro B OTHOIIEHUH a3pOOHBIX IrpaM-
HOJIOKHUTEIBHBIX OaKTEpU U aHA3POOHBIX MUKPOOPraHU3MOB. JIMHE30/In]] CEEKTUBHO HHIUOU-
pyeT cuHTe3 OenKa B OakTepHusaX MOCPEACTBOM YHUKAIBHOTO MEXaHU3Ma JEHCTBH. 3a CUET CBS-
3bIBaHMS ¢ OakTepuaIbHBIMH prOocomamu (23S u3 cyobenunuibl S0S) oH mpeaoTBpamiaer oopa-
30BaHME (PYHKIIMOHATHHOTO HHUITUUPYIOIIETO KoMIuiekca 70S, KOTOPBIN SABISETCS BaXKHBIM KOM-
IIOHEHTOM IIpoliecca TPAHCISILIMY IIPU CUHTE3€ OelnKa.

IlorpannuHble 3HaYECHUS

[Torpannunseie 3Hauenuss MUK, yctanoBienHbsie EBponelickuM KOMUTETOM 10 ONPEETCHUIO YyB-
CTBUTEILHOCTH MUKPOOPraHU3MOB K aHTHOaKTepHuaibHbIM nipenaparaM (European Committee on
Antimicrobial Susceptibility Testing — EUCAST) mist cTahuioKOKKOB U SHTEPOKOKKOB, CIIEITy-
IOIUE: YYBCTBUTENbHBIE < 4 MI/I M pe3UCTEeHTHBbIC > 4 Mr/n. | CTpenTOKOKKOB (BKIItOUas
S. pneumoniae) IOrpaHUYHbIC 3HAUEHUSI COCTABIISIIOT < 2 MI/J JIsl YyBCTBUTEIbHBIX U > 4 MI/N
JUJIS1 PE3UCTEHTHBIX MUKpOoOprann3MoB. [lorpannunsie 3HaueHuss MUK, He CBsI3aHHBIE ¢ KOHKPET-
HBIM BHJIOM MHKPOOPTaHU3MOB, COCTABIISIOT < 2 MI/JI JUIsl YyBCTBUTEIBHBIX U > 4 MI/I IS pe3u-

CTCHTHBIX. HOFpaHI/I‘-IHBIG 3HA4YCHHA, HC CBA3AHHBIC C KOHKPCTHBIM BUJIOM MUKPOOPTaHHU3MOB,



COOTBETCTBYET ZKCNEPTHOMY OTYETY
OIpPENENSAINCh IPEUMYIIECTBEHHO Ha OCHOBaHUM JaHHbIX OK/D Howrpe-sapuest QT pacipeee-

Huii MUK koHKpeTHBIX BU10B. OHU TIOAJIeKAT chonbs'&'e;'}:rhm;&%-rﬂg WE&OBBI%AH';'I‘;MOB,

KOTOPBIM HE ObLTH IIPHUCBOCHEIL Cl'IeI_[I/I(l)I/I‘IeCKI/Ie IOIrpaHUYHbIC 3HAYCHUS, HO HC IJId TEX BUOB,
IJId KOTOPBIX HEC PCKOMCHIOBAHO MPOBCACHUC TCCTUPOBAHUA IJIA OTIPCACIICHHUA YyBCTBUTCIIbHO-
CTH.

YyBCTBUTEILHOCTD

PacnpocTpaneHHOCTh MPUOOPETEHHON PE3UCTEHTHOCTH MOKET BApbUPOBATHCA B 3aBUCUMOCTHU OT
reorpapMuecKoro peruoHa U BO BPEMEHH, U KeJaTebHO UMETh B PacoOpsHKEHUH UH(OPMAIIHIO
0 PETMOHANILHBIX OCOOCHHOCTSIX M30PaHHBIX BUIOB MUKPOOPTaHW3MOB, B YACTHOCTH, MPH JieUe-
HUU TsOKeNbIX HHPeKkiuil. [Ipy HeoOXoauMOoCcTH cieyeT NoayduTh 3aKII0UeHNe dKCIepTa, eClin
pPacipoCTpaHEHHOCTh PE3UCTEHTHBIX BUIOB B PErMOHE CTABUT IOJI BOIIPOC MPUMEHUMOCTh Cpel-

CTBa IJId JICUCHUA KaK MUHUMYM HCKOTOPBIX BUAOB I/IH(beKI_[I/II\/'I.

IIpenapar akTUBEH in vitro U in vivo

I'paMII0JIOKUTEIBLHEIS 33D06I)I

Enterococcus faecium (exntouas wumammsl, pe3ucmenmmuvie K AHKOMUYUHY)
Staphylococcus aureus (6xnouas MemuyuiIuHpe3uCmeHmHvle Wmammol)
Streptococcus agalactiae

Streptococcus pneumoniae (6Kn0uas NOIUPE3UCTNIEHMHbLE WUMAMMbL)

Streptococcus pyogenes

IIpenapar akTuBeH in vitro

I"paMII0JIOKUTEIBLHEIC 33D06I)I

Enterococcus faecalis (6xnouas wumammol, pesucmenmuvle K 6aAHKOMUYUHY)
Enterococcus faecium (wumammoi, uyscmeumenvHvle K 6AHKOMUYUHY)
Staphylococcus epidermidis (sxntouas MmemuyuiiuHpe3sUcCmeHmHuvle UWmammbl)
Staphylococcus haemolyticus

Streptococcus spp. tpynnsl Viridans

I'pamoTpuiaTenbHbIe a3p00bI

Pasteurella multocida

Pe3ucTenTHbIE K TMHE30JIUTy MUKPOOPTaHU3MbI

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ucTeHTHOCTD
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IpenaparoB JPyrux Ki1accoB. MccienoBanus in vitro ¢ KTMHUYECKUMH H30JIITaMH (BKITIOYasi Me-
TULWJUTMH-PE3UCTEHTHBIE CTa(UIOKOKKH, BAHKOMULIMH-PE3UCTEHTHBIEC SHTEPOKOKKH, a TAKXKE Ie-
HULOWIIMH- ¥ 3PUTPOMUIIMH-PE3NCTEHTHBIE CTPENTOKOKKH), YKa3bIBAIOT Ha TO, YTO JIMHE30JIH]
OOBIYHO AKTHBEH B OTHOIICHHHM MHUKPOOPTaHHW3MOB, KOTOPBHIE PE3HCTCHTHBI K OJHOMY WJIH He-
CKOJIBKUM JIPYTUM KJIaCCaM aHTUMHKPOOHBIX MpernapaToB. Pe3UCTEHTHOCTh K JIMHE30IUIY acCO-
[IUMPOBaHA C TOUECHYHOI MyTarueit 23S pudocomansHoit PHK.

Kaxk onmcano npu npuMeHEeHHH APYTUX aHTHOMOTHUKOB, IPUMEHSAEMBIX Y MAI[EHTOB C TPYIHOU3-
JeYUMBIMA HHPEKIUAMA U (WJIM) HAa TPOTSHKCHUH O0Jiee UTUTENBHBIX TIEPHOIOB BPEMEHHU, TIPH
IPUMEHEHUH JIMHE30 1112 HabJII0AaJI0Ch BHE3AIMHO BO3SHHUKAIOIIEE CHIDKEHUE UYBCTBHUTEIBHOCTH
B030yauTeneit k mpemnapary. CooOuianock O pe3UCTEHTHOCTH SHTEPOKOKKOB, Staphylococcus
aureus W KOAryJna3o0TPUIATEFHBIX CTA(QMIOKOKKOB K JINHE301My. OHa 0OBIYHO ObLiIa aCCOINU-
poBaHa ¢ OoJyiee ITUTETBHBIMU KypCcaMy TE€PAlluH ¥ HAJIMYMEM IPOTE3HBIX MAaTepHaOB MIIM He-
JpeHUpOBaHHbIX adciieccoB. [Ipu oGHapyKeHUH PE3UCTEHTHBIX K aHTUOMOTUKAM MHUKPOOPTaHU3-
MOB B CTallHOHAPE BAXXHO YCHIJIUTH MepPbl HHPEKIIMOHHOTO KOHTPOJIS.

HNudbopMmanusg u3 KIMHUYECKUX UCCIEN0BAHNUNA

HccnenoBanus ¢ yuacTueM NallEHTOB AETCKOTO BO3pacTa:

B otkpriToM uccnenoBanuu 3¢dekrnBHOCTh MuHe30auAa (10 Mr/kr Kaxapie 8 1) CpaBHUBAIH C
3 peKkTUBHOCTHIO BaHKOMUIIMHA (10—15 Mr/kr kaxnaele 6—24 1) npu jedyeHun UHQEKIHi, 00y-
CJIOBJICHHBIX [10/103P€BAEMBIMU WIIM TIOJITBEPKACHHBIMU PE3UCTEHTHBIMH IPAMIIONOKUTEIbHBIMU
naToreHamHu (BKJIoYasi BHYTPUOOJIbHUYHYIO THEBMOHMIO, OCJIO)KHEHHbBIE MH(DEKIINN KOKU U MO/~
KOXKHOM KJIETYATKH, KaTeTep-aCCOLMMPOBAHHYIO OaKTepUeMHIO, OAKTEpUEMHIO HEU3BECTHOTO
IPOMCXOXKACHUS U Jpyrue nHpeKkuun) y aereit ¢ poxaenus u 1o 11 ner. YacToThl KITMHUYECKOTO
W3JICUYEHUS B IPUTOTHOM /TSI KIMHUYECKOW OLICHKH monyssinun coctaBsum 89,3 % (134/150) u
84,5 % (60/71) nnst TuHE30/IM1a M BAHKOMUIIMHA COOTBETCTBEHHO (95 % JAU: — 4.9, 14,6).
DapmakoKuHemuxa

[Ipenapat Jlunezonun KaHOH MPEeMMYIIECTBEHHO COIEPKUT (S)-JTMHE30TU, KOTOPBIA OMOIOTH-
YECKU aKTUBEH U MEeTa0O0JIM3UpYyeTCs C 00pa30BaHUEM HEAKTUBHBIX MPOU3BOIHBIX.

Bcacvisanue

JInne3zomu OBICTPO U B OOJBIINX KOJMUECTBAX BCACKIBACTCS MOCIE IpUeMa BHYTph. MakcuMab-
Hasl KOHLEHTpalus B IJa3Me JOCTUIAeTCs B TEYEHHE 2 4acoB IIOCIIE IIpUEMa J103bl Mpernapara.
AOconroTHass OMOOCTYITHOCTh JTMHE30UAa TIPU IpUEMe BHYTPh (IepopajabHOE MPUMEHEHUE U
BHYTPUBEHHOE BBEJCHHE B MEPEKPECTHOM HCCIEIOBAHUU) SABISETCS MOJHOMN (MPUOIUZUTETHHO
100 %). [Inia HE3HAUUTENBHO BIUSET HA BCAChIBAHUE, & BCAChIBAHHUE ITPU IPUMEHEHUH CYCIIEH-
3UHM JUI IpUeMa BHYTPb TaKoe ke, KaK U IpU IprueMe TabJIeTOK, MOKPHITHIX IUIEHOYHOM 000I104-

KOU. Cmax ¥ CpeaHsIss MUHUMaNbHas KoHIIEHTpausa Cmin (cpennee u [SD]) nune3onuaa B miazme
3
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KpPOBH B PABHOBECHOM COCTOSIHHH T1OCJIC B/B BBGICHHS JBaK/IB]-B TIeHE B 1086, 600:MR paBHAIMCH

15,1 [2,5] mr/a i 3,68 [2,68] mr/, cootsercraemno. || CIEAUBATENEHOCTE 0002)

Eme B o1HOM mccnenoBaHuu mocie nepopajibHoro npueMa no3el 600 Mr Ba paza B CYTKH 10
JOCTH>KEHHUSI paBHOBECHOTO COCTOSIHUSI onpeAessiid Cpax U Cmin, U MX 3HAYEHHUS COCTABUIHU
21,2 [5,8] mr/m u 6,15 [2,94] mMr/n cooTBeTCTBEHHO. PaBHOBECHas! KOHIIGHTpAIHsI TMHE30IUIa B
KpPOBH JIOCTHTrajiach Ha 2 JIeHb BBECHUS MIpernaparta.

Pacnpeoenenue

OO0beM pacrpesieNieHus THHE30IUAa PH JTOCTHKEHUN PABHOBECHOM KOHIICHTPAINH Y 37J0POBOTO
B3pOCJIOr0 YelioBeKa cocTaBisieT B cpeaneM 40—50 j1, 9To MpUMEpHO PaBHO 00IIEMY COACPIKAHUIO
BOJIBI B opranusme. CBsi3bIBaHUE C OesKamM I1a3Mbl KpoBH coctaBiisieT 31 % u He 3aBUCHUT OT
KOHIEHTpaluu JuHe3onuaa. KoHIeHTpaus JMHe30Iua onpeaensiiach B pa3IMuHbIX )KUIKOCTSIX
y OrPaHUYCHHOTO YHCIIa JOOPOBOJIBIIEB B HCCIIEIOBAHUSIX ITOCIIE MHOTOKPATHOTO MIpHEeMa Mperna-
para. COOTHOIIIEHHUE JTMHE30JUJa B CIIOHE U MOTE OTHOCUTEIHHO IUIa3Mbl KPOBU COCTABIISLIO
1,2:1,0m 0,55 : 1,0 coorBercTBeHHO. COOTHOIICHNE JJIS KUIKOCTH SITUTEINAIIFHOM BEICTUIIKA B
aJbBEOJIAPHBIX KJIETOK Jierkux cocTtaBisio 4,5 : 1,0 u 0,15 : 1,0 my1st Cmax P U3MEPEHUU B paB-
HOBECHOM COCTOSIHUU COOTBETCTBEHHO. B HEOOIBIIIOM MCCIIEOBAHUH Y MAIIUEHTOB C BEHTPHUKY-
JIOTIEPUTOHEATHHBIMU IITYHTAMU W MPEUMYIIECTBEHHO HEBOCIAJICHHBIMU MO3TOBBIMU 000JI0Y-
KaMH COOTHOIIIEHUE JTUHE30I11a B CMUHHOMO3T0BOM kuikoctr (CMIK) 1 miazme kpoBu pu Crnax
coctasisuio 0,7 : 1,0 mociae MHOTOKpPaTHOTO MpHeMa JTMHE30JIHIA.

Memabonusm

JluHe3onmu MeTaboIu3UPyeTCsl MPEUMYIIECTBEHHO ITYTEM OKHCIECHUS MOP(GOINHOBOTO KOJbIIA,
YTO NMPUBOJUT, B OCHOBHOM, K 00pa30BaHUIO JBYX HEAKTHBHBIX MPOU3BOAHBIX KapOOHOBOW KHC-
JIOTHI C PA30OMKHYTBHIM KOJIBIIOM: METa00IUTa aMHHOATOKCHYKCYcHOM KucioTel (PNU-142300) u
metabomura rtugpokcwdTHIrIHIEHA (PNU-142586). MeTta0omuT TUAPOKCHUATHIITIAIINHA
(PNU-142586) siBisiercst mpeo01aaroiuM MeTab0IUTOM Y YeJIOBEKa, U MOJIaraloT, YTo OH 00pa-
3yeTcsl B pe3yibTare HeepMEHTATUBHOIO mpoiiecca. MeTaboauT aMUHOITOKCUYKCYCHOM KHC-
notel (PNU-142300) menee pactipoctpaneHHbIH. OnECaHbl APYTHe MEHEE 3HaYUMbIC HEAKTUBHBIE
METaOOHTEHI.

Buviseoenue

JIluHe30MM] y MAMEeHTOB C HOPMAJIbHON (DYHKIMEH MOYEK W MPU MOYEYHOH HEeIO0CTaTOYHOCTH
JIETKOM W CpeHEeH CTETICHH BBIBOJMTCS MOYKAMU B BUJIE TUAPOKCHATIIITIHMIMHA (40 %), amMmuHO-
sTokcuykcycHoi kucnotsl (10 %) u B Heusmenennom Buje (30-35 %). KumeyHnkom BHIBOAUTCS
B BUJIE TUPOKCUATIIINIHIINHA (6 %) 1 aMHHOATOKCUYKCYCHON KUCTOTHI (3 %).

B HenzMeHEHHOM BHI€ TMHE30JIU] MPAKTUYECKN HE BHIBOJAUTCS KUIIEYHUKOM.

[lepron monyBBIBECHUS JIMHE30JIM/Ia B CPEIHEM COCTABIIAET 5—7 4.

BrenoueuHslil KIMPEHC COCTaBIsAET OKOJIO 65 % knupeHca nuHe3onuaa. C yBEeIMYEHUEM J103bl

JIMHE30/JI1Ja OTMEYACTCA He0O0IbIIas CTEIICHb HETUHEHHOCTH KJIMPCHCA. DTO MOXKET OOBICHATHCS
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CHIIKCHHEM [I0YEYHOTO M BHEIIOYEIHOTO KIMPEHCa [IPH BHICOKQH 03¢ THHe30M AR QAHaKO pa3-
. fnaac B L Hi o022
JNIMYKS KIMPEHCa HEBEIUKU U He BIUSIOT Ha Ka yimiics Tepro b yibiseneimsy - | = H002]

Dapmakokunemuxa 6 OMOEIbHbIX zcpynnax ndyueHmoe

Tayuenmsi ¢ noueuHol HedOCMamouHOCmMuio

[Tocne ogHokpatHOrO Npuéma 600 Mr npenapara NaMEeHTaMH € TSHKEJIOW TOUYEYHON HEOCTaTO-
HOCTBIO (KIHpeHC KpeaTuHUHA <30 MJI/MUH) KOHIICHTpAllUs ABYX €r0 OCHOBHBIX METa0OJIUTOB
Bo3pacTana B 7—8 pa3. OmHAKO YBEIWYEHHUS IUIOMIAIUA IMOJ KPHUBON «KOHUEHTPALUSA-BPEMSI»
(AUC) ucxoanoro npemnapara He Ha0monan0ck. HecMoTpst Ha TO, YTO PH reMOINANIN3€E BBIBOAM-
JIOCh HEKOTOPOE KOJIMYECTBO OCHOBHBIX META00JINTOB, UX KOHLEHTPAIHS B IJIa3Me KPOBU MOCTE
npuema 600 Mr TuHE30JIMAa U TPOBEACHUS TPOLIEAYPHI JUain3a y NalueHTOB C THKEION movyey-
HOM HEJIOCTaTOYHOCTHIO OCTABaJaCch CYIIECTBEHHO BhIIIE KOHLIEHTPALMH B KPOBU Y MAIIUEHTOB C
HOpMaTbHOU (PYHKIIMEH MMOYEK, MOYSUHON HETOCTATOYHOCTBIO JIETKOW WITU CPpEeIHEN CTETeHH Tsi-
HKECTH.

VY 24 manuMeHToB C TSHKEIOW MOYEYHOW HEJO0CTaTOYHOCTHIO, 21 M3 KOTOPBIX OBLT HA PETYIISIPHOM
reMouain3e, MMKOBbIE KOHIIEHTPAIMH B IJIa3Me KPOBH JIBYX OCHOBHBIX METa0OIMTOB MOCIE He-
CKOJIBKHX JIHEH IpUMEHEHHs Ipernapara Obutn npuMepHo B 10 pa3 Bbilie, yeM Te, KOTopble HalIto-
JIANTUCh y MIALMEHTOB ¢ HOpMAJIbHOM (pyHKIKeH noyek. Ha miKkoBbie ypOBHU JTHMHE30JIM/IA B II1a3Me
KPOBH BJIMSIHHE HE OKa3bIBAJIOCh.

Knunuueckast 3HaUMMOCTb 3TUX HaOJI0IeHH He Obllla YCTaHOBIIEHA, TaK KaK B HACTOSIIEE BpeMs
JOCTYITHBI OTpaHUYECHHBIE TaHHBIE TI0 6e30macHOCTH (cM. paszen «Crocod MPUMEHEHUS U JI03b1»).
Tayuenmsi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

HmeroTcst orpaHUYEeHHbIE JAHHBIE O TOM, YTO Y AI[UEHTOB C IIEUEHOYHOM HETOCTATOYHOCTHIO JIeT-
KOU W cpefHel crenenu TshkecTH (kimaccel A u B mo kmaccudukanuu Yaitna-I1st0) dpapmakoku-
HETHKa JIMHE30JIM/Ia U JIByX €r0 OCHOBHBIX METa0OJIUTOB HE U3MeHsaeTcs. PapMaKOKMHETHKA JTH-
HE30JI1/1a Y MMAlMEHTOB C TSHKEJION MeYeHOUYHOM He1ocTaTouyHOCThIO (Kiace C 1o KiaccupuKaIim
Yaitna-ITe10) HE n3ydanack. OqHAKO, TOCKOIBKY JIMHE30JIU]T METa00IM3UPYETCss HePEepPMEHTHBIM
MyTEM, TO HE 0’KHJIaeTCsl 3HAUMMOT0 HapyUIeHHsI €ro MeTaboIu3Ma Mpu MeYEeHOYHOM He10CTaTou-
HOCTH.

Jemu u noopocmku

VY noapoctkoB (12—17 net) hapMakOKMHETHKA JIMHE30JIUAA, IPUHATOTO B 03¢ 600 Mr, HE OTIH-
yajach OT (papMaKOKHMHETUKHU Y B3pocibIX. Takum o0pa3om, mpu Ha3HaYeHUHU noapoctkam 600 mr
JUHe30/Ma Kaxable 12 4 KoHIIeHTpalus rpenapaTa OyaeT Takoil ke, Kak y B3pOCIbIX pU Ha3Ha-
YEeHUH TOU K€ TO3EL.

V nerteii B Bo3pacte oT 1 Hepenu 10 12 et npuMeHeHue JInHe30auAa B 103¢ 10 MI/Kr exxeIHEBHO
KaXKple 8 4acoB MO3BOJSET JOCTUYDL TOM K€ 3KCIO3ULMH, YTO U y B3POCIBIX IPU IPUMEHEHUHU

600 Mr 1MHE30JIM1a 1Ba pa3a B JICHb.
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YV HOBOPOXJIEHHBIX B BO3PACTe 0 | HeenM CUCTEMHbIN KIMPEHC FIHC30/IMAA OBICTPOHAPACTAET
¥ s LS A ' nnrnas
B TEUCHHE TMEPBON HEJEIH KU3HU (M3 pacuéra Ha KT Mac&ﬂ'-r"enlg-‘%’ aIéa“Mng%E%M';]Io%gp& CH-

HbIE, KOTOpbIE Mostydainn 10 MI/Kr kax/jple 8 4acoB €KeAHEBHO, OyI1yT UMETh HauOOJBIIYIO CH-
CTEMHYIO IKCIO3UIIUIO B MIEPBBIi ACHb Tocie poxkaeHus. OqHAKO N30BITOYHOTO HAKOIIJICHHS TIpe-
rapara B IIEPBYIO HEJIEJII0 )KU3HHU IIPU TAKOM CXeMe Ha3HAYCHUs BCE PaBHO HE IPOU3OUIET B CBSI3H
¢ OBICTPBIM YBEIHUEHUEM KIHPEHCA.

YV nmanueHToB I€TCKOro BO3pacTa ¢ BEHTPUKYJIONEPUTOHEATbHBIMU IIIYHTaMHU, KOTOPBIE MTOITYYaJIHd
auHe3omu B go3e 10 mr/kr nubo kaxasie 12 gacos, 1100 Kaxaple 8 4acoB, HAOIIOAATUCEH BapH-
abenpHbIC KOHIIGHTPAIMK JTUHE30JIMa B CIIMHHOMO3T0oBO# xuakocti (CMIXK) mocne ero ogHo-
KpaTHOT'O MJIK MHOTOKPATHOTO BBEACHUS. TepaneBTHUeCKre KOHIEHTPAuU YCTOMYNBO HE JOCTH-
rainuchk ¥ He noanepxuaiuck B CMXK. CinegoBaTenbHO, MPUMEHEHHUE JTMHE30M 1A 1JI1 SMIIUPHU-
YECKOT0 JICYCHHUS MAIUEHTOB JETCKOTO BO3pacTa ¢ HHPEKIIUIMHU IIEHTPATBHON HEPBHON CHCTEMBI
HE PEKOMEHOBAHO.

Ilayuenmul nodxxcunozo eozpacma

VYV MOoXuibIX MAlMeHTOB B Bo3pacTe 65 jeT u crapmie (papMakOKWHETHKA JIMHE30JIMIa CYIIIe-
CTBEHHO HE U3MEHSETCH.

Hayuenmui xcenckoeo nona

VY xeHIIMH 00beM pacrpeaeseHus mpenapaTa HECKOJIbKO HIKE, YeM Y MY)KUUH, Y HUX TaKXkKe Ha
20 % cHMXKEH cpeaHUI KIMPEHC IPU pacyeTe Ha Maccy Tena. KoHleHTpanus npenapara B riasme
KPOBH KCHIIMH BBIIIE, YeM Y MYKYHH, YTO MOXET OTYACTH OOBSCHATHCS PA3TUYUSIMH MacCChl
tena. OJIHaKO, MOCKOJIBbKY MEPUOJ] MOJYBBIBEACHUS JIMHE30JIMIa Y MYKUMH U KEHIIUH CYyIIle-
CTBEHHO HE OTJIMYAETCs, HET MOBOJA OKWJATh IMOBBIIIEHUS KOHLIEHTPALMU Mpenapara B KpOBU

YKEHIIMH BbIIIIE IEPEHOCUMOT0 3HaUEHUs, TaK YTO KOPPEKIUH 103bI HE TpeOyeTcs.

Iloxka3zaHus K NPUMEHEHHIO

JleueHue I/IHq)eKI_II/IOHHO-BOCHaHI/ITG.HBHBIX 3360H€BaHHﬁ, €CJIM U3BCCTHO HUJIU MMOAO03PCBACTCA, YTO
OHM BBI3BaHbI UyBCTBUTEJILHBIMU K JINHE30JIUTY a3pOOHBIMHU U aHA3POOHBIMU TPaMIIOIOKUTEb-
HBIMH MUKPOOpPTaHU3MaMH (BKJII0UYasi MHPEKIINU, COTPOBOXKIAIOIITHECS OaKTepueMueH ):

— BHEOOJbHUYHAS THEBMOHUS, BBI3BaHHAs Streptococcus pneumoniae (6Kno4as noaupesu-
CcmeHmHuble Wmammsl), BKIIOYas clydad, CONpPOBOXKIAIOLIUECs OakTepueMuen, Wi
Staphylococcus aureus (moabko MemuyuIIUHYy8CMEUmMenbHule Wmammbl);

— TrochuTallbHAs MHEBMOHUS, BbI3BaHHAA Staphylococcus aureus (8Knouas Memuyuiiun4ys-
cmeumenvhvie U MeMUyuIIUHpe3sUCmeHmuvle wmammsl) Unu Streptococcus pneumoniae
(6KtOUASA NOTUPEIUCMEHMHbBLE WIMAMMDL);

— OCIOXKHEHHBIE MH(PEKIUU KOXKU U MSITKUX TKaHEW, BKIOYas MHPEKUUU MPU CUHAPOME

I[I’I&GGTH‘-IGCKOFI CTOIIHI, HC COIMPOBOKAAOIIUCCA OCTCOMUCIIUTOM, BBI3BAHHBIC
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Staphylococcus aureus (6Kmouas MemuyuIIUHYLYECMGUINETEHEIET Y WM EIMUYIIIUHPE3U-

cmeHnmusle wimammol), Streptococcus pypgenes dELFS%E»QFd%ﬁJ@}EMQ%? 0002)

— wuH(eKUNY, BbI3BaHHbIE PE3UCTEHTHBIMU K BAaHKOMULIUHY Enterococcus faecium, B TOM
YHClie, COMPOBOXKAOIIMECs OaKkTepueMuei.

HpI/I OIMPCACIICHUU, ABJIACTCA JIM JIMHC3OJUA MNOAXOAAIUM JICUCHUCM, CICAYCT IMPUHHUMATL BO
BHUMAaHHE PE3yJIbTAaThl MUKPOOMOJIOTHUECKUX MCCIIEI0BAaHUHA MM MH(POPMALIMIO O PacIpocTpa-
HEHHOCTHU PE3UCTEHTHOCTHU K aHTHOAKTepUaIbHbBIM IIpenapaTaM Cpeid rpaMIIoI0KUTEIbHbBIX OaK-
TEepUl.
JIuHe3omu He aKTUBEH MPOTUB MHPEKLUH, BBI3BAHHBIX TPaMOTpHUIATeIbHBIMU NaTOoreHaMu. [pu
MOoAO3pCHUHU HUJIM NMOATBCPIKACHUU T'PaMOTPHUIATCIBbHBIX MMATOICHOB OOJIKHA GBITB Hayarta CIICIH-
¢dudeckas Tepanus NPOTHB rPaMOTPHUIATEIBHBIX MUKPOOPTaHHU3MOB.
CnenyeT nmpuHMMAaTh BO BHUMaHHE O(QUIMANbHBIE PEKOMEHIAINK TI0 HaJyIekKalleMy MpUMeHe-

HUIO aHTUOAKTEpUAIbHBIX CPE/ICTB.

IIporuBonokasanus

['unepuycTBUTENBFHOCTD K JIMHE30JUAY U/UIH JPYTUM KOMIIOHEHTaM Ipernapara.

OpnHoBpeMEeHHBIH MPUEM JIMHE30JIMIa C MpernaparaMy, WHIHOUPYIOIUMU MOHOAMUHOKCHIA3bl

(MAO) A wm B (manpumep, peHensuH, n3okapOokcasu, CeIeTmiInH, MOKJIOOEMHU]T), a TAK)KE B

Te4eHHUe 2 HeJelb T0CiIe IPeKpaIleHus preMa Ha3BaHHBIX MPErapaTosB.

[Ipu oTCYTCTBHM TIATETHHOTO HAOIIOACHNUS 32 MALlMEHTAMU U MOHUTOPUHTA apTEPHAIIbHOTO JIaB-

JICHUs HE CJelyeT Ha3HauyaTh JIMHE30JH/ y MallueHTOB CO CIEAYIOIMMU OCHOBHBIMH KIIMHUYE-

CKUMHU COCTOSHUSIMU WM Ha ()OHE OJHOBPEMEHHOI'O NMPHUMEHEHHUS CIEIYIOIIUX BUIOB JEKap-

CTBEHHBIX MpPENapaToB:

— TaluueHTaM ¢ HeKOHTPOJIMPYEMOH apTepuabHOM runepTeH3ne, eoxpoMOIUTOMON, KapLu-
HOUJHBIM CHHIPOMOM, THPEOTOKCHUKO30M, OHIIOJISIPHBIM PACCTPOMCTBOM, MIN30a(deKTrB-
HBIM PacCTPOWCTBOM U OCTPHIM COCTOSTHUEM CITYTaHHOCTH CO3HAHUS;

— TalnueHTaM, MOJy4arolluM CJIeIyIOIINe TUIIbI IPernapaToB: HHIHOUTOPEl OOPATHOIO 3axBaTa
cepoToHHHA (cM. paznien «Ocobble yKa3zaHUs»), TPUIUKINUYECKUE aHTHIEIPECCAHThI, arOHH-
ctel 5S-HT1 penenTopoB (TpumTanbl), IEUCTBYIOIIKE HATPSIMYIO WM OMOCPEIOBAHHO CUMITA-
TOMHUMETHUYECKHE CPEICTBa (BKIIOYAs aJpeHEepruyeckue OpOHXOIUIIATATOPHI, mceBaodden-
pUH ¥ (QEHWINPONAHOIAMUH), Ba30MPECCOPHBbIC TpenapaTsl (HampuUMep, SHUHEPPUH,
HOpAMUHEPPHH), JopaMuHEpPTUUECKHE TTpenaparTsl (Hanpumep, 1ohamMuH, 100yTaMuH), IETH-

JIUH WK OYCITUPOH.

JlaHHBIE, OJyYEHHBIE B UCCIIEIOBAHMIX HA KUBOTHBIX, YKa3bIBAIOT HA TO, YTO JIMHE30JIU/ U €T0
MeTabOIUThI MOTYT MIPOHUKATh B TPYAHOE MOJIOKO, U COOTBETCTBEHHO IPYJHOE BCKapMIIMBAHUE
ClIelyeT IPEeKpaTUTh A0 IPUMEHEHMSI IIpEnapaTa U Ha IEPUOJ €ro IpuMeHeHus (cM. pazaen «IIpu-

MEHEHHUE MpU OEpPEeMEHHOCTH U B TIEPUO]] TPYAHOTO BCKAPMIIMBAHUS).



ot 28.07.2025 N= 18743

(NOCNEOCBATENEHOCTE 0002)

C 0CTOPOKHOCTBIO

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ITaruedTrl ¢ MOYEYHOW HEIOCTATOYHOCTBIO

JIluHe30mu] ciaenyeT NPUMEHSTh ¢ 0CO00M OCTOPOKHOCTBIO Y MAIIMEHTOB C TSKEJION MOYEHHOM
HEJOCTATOYHOCTBIO U TOJIBKO B TEX CIIy4asiX, KOrJa CYUTACTCS, YTO OKHMAAaeMasi 10Jb3a IPEBOC-
XOJUT MOTEHIUAJIBHBIN PUCK.

ITaredTrl ¢ IEYEHOYHON HETOCTATOUYHOCTRIO

HNwmerorcs OrpaHUYCHHBIC KIIMHUYCCKUC NAHHBIC, pCKOMCHAYIONINUEC HCIIOJIB30BATh JIMHC3O0JIU Y
TAKUX MMAaMUCHTOB TOJILKO B TOM CJIy4dac, €CJIU IMpCcArojIaracMas 1mojib3a nmpeBbIIacT MNOTCHIUAJIb-
HBIN PUCK.

ITanMeHTHl ¢ CUCTEMHBIMH I/IHd)eKI_[I/IHMI/I

.HI/IH€30.HI/I,Z[ AOJIKCH HCIIOJIB30BATHCS C OCTOPOKHOCTHIO Y MAIIUCHTOB C CUCTCMHBIMU HH(bGKHH-
SAMHA, OPCACTABJIAIONIUMHU PUCK JIA ) KU3HU TAKMMHU KakK I/IHq)eKI_II/II/I, CBA3aHHBIC C BCHO3HBIMH Ka-
TETCPpaMU B OTACIICHUAX WHTCHCHUBHOM TCparnu.

OnHOBpEMEHHOE IIPUMEHEHHUE ¢ OyIIpeHOPHHUHOM

OnHOBpeMeHHOE puMeHeHue ¢ OyrnpeHopGuHOM (OTAETBHO WIM B KOMOMHAIIUH C HAJIOKCOHOM)
MOYET MPUBECTHU K PA3BUTHIO CEPOTOHUHOBOTO CHHIpOMa (CM. paszensl «B3aumozeiicteue ¢ apy-

TUMH JIEKAPCTBEHHBIMU cpecTBaMu» U «OcoOble yKazaHUs»).

IIpumeHeHnne npu 6epeMEHHOCTH M B EPHO/I IPYAHOI0 BCKAPMJIMBAHUS

bepemeHHOCTD

HNMmeroTcst orpaHYeHHbIC JaHHBIE O PUMEHEHHUH JIMHE30JIuaa Y OepeMeHHbBIX JKeHIuH. Mcce-
JIOBAHUS HA )KUBOTHBIX BBISBIIIM PETPOAYKTUBHYIO TOKCUYHOCTb. JIMHE30/11/1 HE ClIeTyeT IPUHHU-
MaThb BO BpeM}I 6epeM€HHOCTI/I, 3a UCKIIFOUCHUEM cnyqaeB, Koraga 5TO ABHO H€O6XO,Z[I/IMO, TO €CTh
TOJIBKO €CJIN npeﬂnonaraeMaﬂ I10JIb3a OT TepaHI/II/I JJI MaTepI/I HpeBOCXO,Z[I/IT HOTGHI_II/IaJIBHI:Jﬁ
PHCK ISl TII0/1A.

Ilepuoa rpyTHOr0 BCKapMIIMBAHUS

JlaHHBIE, TIOJIy4EHHBIE B UCCIIENOBAHMAX HA KUBOTHBIX, YKa3bIBAKOT HA TO, YTO JIMHE30JIU U €TI0
METa0O0IUTHI MOTYT IPOHHUKATH B TPYJHOE MOJIOKO, TOSTOMY TP Ha3HAUEHUH Iperapara MaTepu
ClenyeT IMPEeKPATUTh IPyJHOE BCKAPMIIMBAHUE [0 U HA MPOTSHKECHUU BCEro IPUMEHEHUs IIpera-
para.

DepTUILHOCTE

B HCCICAOBAHUAX HA ) KUBOTHBIX JIMHC30JIMA BBI3bIBAJI CHUKCHHUC q)epTI/IJIBHOCTI/I.

Cnoco6 npuMeHeHus U 103b1



COOTBETCTBYET KCNEPTHOMY OTYETY
Jlunesonuy cnesyeT NPUMEHATh TONBKO B YCIIOBUAX CTAIMOHAPA HAITOEIIE|KOHEYJBTALIMH C COOT-

BETCTBYIOIIUM CIICIIHAIUCTOM, TAKUM KaK MHUKP )6HOHOFI:%:QQAQ%&%¥%Q 'E[Hd;eg(aﬁ’d%;f%%\’[ 3a-

6oneBanusM. [Ipenapar Ha3HauaeTcs B BUJE BHYTPUBEHHOW MH(Y3UHM NPOJOKUTEIBHOCTBIO
30-120 munyT. 3ampemniaercs Mociae10BaTeIbHO COSAUHATh HH(PY3UOHHBIE TTAKETHI U JOOABIISATH
JpyTHUe Mpenaparsl K pacTBopy st nHGy3uil. Ecin Heo0X0 MO BBOJUTH JTMHE30IU C JPYTUMHU
npernapaTami, TO BCe JICKapCTBEHHBIE CPECTBA CIEAYeT Ha3HayaTh MO OTAEIHHOCTH B COOTBET-
CTBMM C PEKOMEHIYEMBbIMHU J103aMH U MyTSIMU BBEACHUSA. AHAIOTUYHBIM 00pa3oM, €CIM OJIUH U
TOT K€ BHYTPUBEHHBII KaTeTep UCHOIb3YIOT IS IOCIEI0BATENbHON NH(PY3UN pa3IMUYHBIX IIpe-
napaToB, TO NEpe BBEACHUEM JIMHE30JIM/a U M0CIe HEro KaTeTep CIEAYET IPOMBITH COBMECTH-
MBIM PacTBOPOM ISl HH]Y3HUHi.

Cosmecmumvie pacmeopbel 05l UHQY3ul:

5 % pacTBOp AEKCTPO3BbI 151 UHBEKIINM,

0,9 % pacTBOp HaTpUs XJIOPHUJIA AJI1 UHBEKIU,

pactBop PuHrepa nakrar it MHbEKLIUMN.

Jlune30mu g UTIst UHBEKIMHA (hapMalieBTHUECKH HECOBMECTUM CO CIICAYIOIIMMY IpenapaTamMu: aM-
(dorepunuH B, x10pnpomMasuH, nuaszenam, GEeHUTOUH, SPUTPOMULIMHA JTAKTOOMOHAT, KOTPUMOKC-
a30J1 (TpuMeTonpUM+CyibhaMeToKca3ol), e TPUaAKCOH, IEHTAMUINHA U3€THOHAT.

[Ipenapar Jlunezonun Kanon B popme pactBopa it HHPY3Uit WM TaOIETOK, TOKPBITHIX TJIEHOY-
HOU 000JI0YKOH, MOYKET MPUMEHATHCS B KaueCTBE HayaJIbHOM Tepanuu. [1alueHToB, KOTOPHIM B
HauaJjie Tepanuy mpenapar Ha3HauYWIn MapeHTePalIbHO, B JaIbHEHIIIEM MOXKHO IIEPEBECTH HA JIO-
Oyro JeKapcTBeHHYIO (hopMy Tpemnapara Jjis IpreMa BHYTPb, IIPU 3TOM MOAOO0pP 1036l HE Tpedy-
eTcd, T. K. OMOI0CTYITHOCTh JIMHE30JIM/a MIPH ITpreMe BHYTpb cocTtaBisieT moutu 100 %.
Pexomenoyemas 0o3uposxa u npooonicumenbHoCmsy iederus 0 63POCbIX.:
[TpooIKUTENBHOCTD JIEYEHNS 3aBUCUT OT BO30YIUTENS, JTOKAIU3ALUN U TSKECTH MH(EKIuH, a
TaK)Ke OT KIMHUYECKOro A dexra.

Pexomenoayuu no 0ozam ons pacmeopa 05t uH@hy3uil u madiemox, HOKPbimuvlX NIeHOYHOU 000-

A0YKOU UOECHMUYHbBL U npedcmaeﬂeHbl HuUuasfce.

IHoka3zanus (BK/I0O4Yasi HHPpeKUHU, CO- Pa3zoBas no3a Pexomennyemasi npoaoJi-
NMPOBOKAANOIINECS DaKTepueMHuei) JKUTEJbHOCTD JICYCHUS
- BHCOOJILHUYHAS ITHEBMOHMS, BBI3BaHHAS

Streptococcus pneumoniae (6xnrouas noau-
pe3ucmeHmHuvle Wmammsl), BKIOYAs CIy-
Yau, COMPOBOXKIAIOIINECS OaKTepueMHEH,
unu Staphylococcus aureus (monvko memu-

600 Mr B/B Ka)KIble 10-14 nuent
YULTUHYYBCMBUMENbHbIE UMAMMbL); 124
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- TOCIHTaNbHAs ITHCBMOHHMS, BBI3BaHHAS oT 28 07.2025 N 18748

(NOCNEOQBATENEHOCTE 0002)

Staphylococcus aureus (exnouas memu-

¥

YUTTUHYYBCMBUMENbHbIE U MEMUYUTTUHDE-
3UCMeHmHble WMammsl) U Streptococcus
prneumoniae (8K104As NOIUPEIUCTIEHMHbLE
wmammol);

- OCJIO)KHEHHBIE MH(PEKIINN KOKU U MITKHX
TKaHeW, BKJIOYAas WHQPEKUUU TPU CHUH-
IpoMe ArabeTU4eCKOW CTOMbBI, HE COIpPO-
BOXKJIAIOIIMECS] OCTEOMHENIMTOM, BbI3BaH-
Hble Staphylococcus aureus (sxaouas me-
MUYULTUHYYBCIMEUMENIbHBIE U MeMUYUT-
JIUHpe3UCmeHmHble WMAammbl),
Streptococcus pyogenes nnm Streptococcus

agalactiae;

I/IH(beKI_II/II/I, BBI3BAHHBIC PC3UCTCHTHBIMH K

BaHKOMULUHY Enterococcus faecium, B ToM

600 Mr B/B KaxKable 14-28 nueii

quCclie, CONPOBOXKIAIONIUECS OaKTepue- 1
q

MHEN.

Oco0rIe I'pYyHOIbl TAaKMEHTOB

Ilayuenmur nodcunoco eospacma

Koppekmus 1o3sl npenapata He TpeOyeTcs.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Koppekuust 10361 mpenapara He TpedyeTcs.

Taxcenas noveunas Heoocmamoyrnocmo (m. e. kaupeuc kpeamurnuna (CLCR) <30 ma/mun)
Koppekmus 1o3s1 ipenapaTa He TpedyeTcs. Y MallueHTOB C TSKEIbIM HapylieHueM (pyHKIUH T10-
YeK JIMHE30JU/I CIIeyeT MPUMEHSTH C 0CO00H OCTOPOIKHOCTHIO B CBSI3U C HEM3BECTHOM KIIMHUYE-
CKOH 3HAUMMOCTBIO JIBYX MEPBUYHBIX METAOOIUTOB JIMHE30JIU/Ia Y KOTOPBIX UMeeTcs OoJiee BbI-
COKHH ypOBEHb BO3JeUCTBUS (10 10 pa3), U NpUMEHSTh TOJBKO B TOM CIlIydae, €CIM CUUTAeTCs,
YTO OXKHUJAaeMasi 10JIb3a IPEBBIIIAET NOTEHIIUAIbHBIA PUCK.

B cBsi3u ¢ Tem, uto 30 % nuHe30uaa yaausieTcs Ipyu reMoAuain3e B TEYEHUE 3 4acoB, TMHE30IU]
JIOJKEH MTPUHUMATBCS 1OCHE MPOBECHUS TUaIn3a MallueHTaM, HYKIAIOIIMMCS B HEM.
[TepBruHbIe METAOOTUTHI TMHE30IUAA BHIBOAITCA B HEKOTOPOIl CTENIEHU TeMOINATIN30M, HO KOH-
LEHTPALUU 3TUX METa0OJIMTOB BCE €I€ 3HAYUTENBHO BBIIIE MOCJIE AUATU3a, YEM T€, KOTOphIE
HaOJII01al0TCS Y MTAIMEHTOB ¢ HOPMaJIbHOHN (DYHKIMEH OYeK UM JIETKOW MM YMEpEeHHOH 1moved-

HOU HEIOCTAaTOYHOCTEIO.
10




Cl1e10BATENBHO, TUHE30IUA CIIEAYET IPUMEHSTH ¢ 0CO00H OCTOPOIKHPETEIO  HAHCHTOB C TSKE-
o o O B L Hi 0027
70# TOYEYHOH HEOCTATOYHOCTHIO, KOTOPBIM npOBonHTd{ﬁmlgﬁiﬁ%nJMk&%d}x; koraa

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CUMTAETCS, YTO 0XKMIaeMasl I0JIb3a MPEBOCXOAUT MOTEHIUAIBHBIN PUCK.
Ha cerogusimuuii 1eHb He UMEETCS OIbITA IPUMEHEHM JIMHE30J11a Y TallUeHTOB, KOTOPBIM IIPO-
BOJIUTCSI TIOCTOSIHHBIM amOynaTopHblii neputoneanbublidi auanus (ITAII/]) wim xotopsie mosy-
YaroT QJIbTEPHATUBHBIC BU/IbI JICYUEHUS 110 TOBOJY MOYEYHON HEAOCTATOYHOCTH (IOMUMO I'€éMO/IU-
anmsa).
Iayuenmel ¢ napywienuem @ynKyuu nevenu
Koppexkiun 10361 npenapara He Tpedyercs (cM. pazaen «PapMakoIOTHYecKUe CBOUCTBAY).

€T’
Jlemu cmapwe 12 nem
Pexxum 103upoBaHUs COOTBETCTBYET PEKUMY AO3UPOBAHUS Y B3POCIIBIX.

Hemu (noeopooicoennvie™ u demu 0o 11 nem)

IHoka3zanus (BK/I0O4Yasi HHPpeKIUHU, CO- PazoBas no3a Pexomenayemasi
NMPOBOKAAIOIIUECS DaKTepueMueil) MPOJOJIKUTETbHOCTD
JeYeHus

- BHEOOJIbHUYHAs TTHEBMOHUS, BbI3BaHHAs
Streptococcus pneumoniae (6xnouas noau-
pe3ucmenmuvle Wmammsl), BKIOYAs CIIy-
Yyau, COIMpPOBOXKAaoIIuecs OakTepuemuei,
wuu Staphylococcus aureus (moavko memu-
YUTTUHYYBCMBUMENbHbIE UMAMMbL);

- TOCHUTalbHAas THEBMOHMS, BbI3BaHHAas
Staphylococcus aureus (exnouas memu-
YUTTUHYYBCMBUMENbHbIE U MEMUYUTTUHDE-
3UCmMeHmHbvle Wmammsl) U Streptococcus
pneumoniae (8xkouas noaupezucmenmusie | 10 Mr/kr B/B kaxapie 8 u | 10—14 quei
wmammol);

- OCJIO)KHEHHBIE HHPEKITNU KOKU U MTKHX
TKaHeW, BKJIOYAass WHQPEKIUU TPU CHH-
npomMe Aua0eTU4eCcKOW CTOMbI, HE COIpPO-
BOXKJIAIOIIMECS] OCTEOMHENIMTOM, BbI3BaH-
Hble Staphylococcus aureus (sxnouasn me-
MUYULTUHYYBCIMEUMENIbHBIE U MeMmUYU-
JIUHpe3UCMEeHMHble wWmammol),
Streptococcus pyogenes nnm Streptococcus

agalactiae;

11
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—

I/IH(beKHI/II/I, BBI3BAHHBIC PE3MCTCHTHBIMH K

0 mr/kr B/B kaxaABIei 8T 1428 mpeiii
(MOCNEOOBATENEHOCTE 0002)

BaHKOMULUHY Enterococcus faecium, B ToM

¥

YUCJIC, COMPOBOXIAANOIMUCCA 6aKTepHe-

MHUEMN.

* HoBopo:kIeHHBIe B BO3pacTe MeHee 7 JHell: y HEOHONICHHBIX HOBOPOXKICHHBIX B BO3pacTe MeHee 7 mHeil (Ge-

peMeHHOCTh MeHee 34 Hellellb) CHCTEMHBIN KITMPEHC JIMHE30JIM/1a HIDKE, 8 3HAYSHUS! YBETHMUCHUS TUTOIIA M 10| KpH-
BoW «koHueHTpanus-spems» (AUC) Bblle, 4eM y OOJBIIMHCTBAa HOBOPOXKJICHHBIX U AETEH. DTHM HOBOPOXKICHHBIM
cJle/lyeT HauMHATh JICYEHUE ¢ pekiMa J1o3upoBanus 10 Mr/kr kaxzapie 12 9acoB. MOYKHO paccMOTpPETh BOBMOYKHOCTh
UCTIONIB30BaHMA peknMa 1036l 10 MI/KT Kakaple 8 4acOB Y HOBOPOXKICHHBIX C HEONTUMAJIbHBIM KINHUYECKAM OTBE-

TOM. Bce HOBOpOXIEHHBIE JOJHKHBI TIOy4YaTh 10 MI/KT KaKple 8 4acoB B TeUCHHE 7 THEH TOCIe POKIACHUS.

TonbKO J71s1 OMHOKPATHOTO IPUMEHEHHUS. Y JAIUTE HAPYKHYIO YITAKOBKY TOJILKO €CJIM BCE TOTOBO
K TPUMEHEHHIO TperapaTa, 3aTeM IMPOBEpPhTE Ha HATMYUE HE3HAYMUTEIBHBIX MPOTEYEK ITyTEM
CHUJILHOTO CXKMMaHUs IMakeTa. B ciaydae mpoTedek He UCIMOJIB3YUTE MaKeT, MOCKOIbKY CTEPHIIb-
HOCTH MOXKET OBITh HapyieHa. HeoOX0oaruMO BHIMIOTHUTH BU3yalbHYIO IPOBEPKY PAcTBOPA Mepet
MPUMEHEHHUEM, CIIeIyeT HCIOIh30BaTh TOJBKO MPO3PAYHBIE PACTBOPHI O€3 MEXaHMYECKHUX BKITIO-
yeHuil. He ucnonb3yite makeTsl B MOCIEA0BATEIbHBIX COCAUHEHHAX. Bech HEMCIIONb30BaHHBIN
JIEKAapCTBEHHBIA TpemapaT WIH OTXOAbI CJIENYET YTHIM3UPOBAThH B COOTBETCTBUM C MECTHBIMH
TpeOOBaHUSIMHU.

He noacoenuusiiTe MOBTOPHO YaCTUYHO UCTIOIB30BAHHbBIC MTAKETHI.

C MUKpOOHOJIOTUYECKON TOUKH 3PCHHS, 32 HCKIIOUYEHUEM CITydaeB, KOT/1a METOJl BCKPBITHS TIpe-
TYTIPEKIAET PUCK MUKPOOHOIOTHIECKOTO 3arpsi3HEHUS, TIPETapar ClielyeT UCIIOIh30BaTh HEME]I-
neHHo. Ecnu oH He ObUT HEMeITIEHHO UCTIONB30BaH, OTBETCTBEHHOCTH 32 BPEMs U YCIIOBUS XpaHe-

HUA 10 MOMCHTA HCIIOJIB30BaHUA HECCT I10JIb30BaATCIIb.

ITo0ouyHOE nelicTBUE

B Tabnune Huke mpeacTaBieH MepeueHb HeKeIaTeNbHbIX JIEKAPCTBEHHBIX peakUuil ¢ 4acTOTON
HA OCHOBAHHH JAHHBIX TI0 BCEM MPUYUHHO-CIIEJACTBEHHBIM CBS35SM M3 KIIMHUYECKUX UCCIIECI0BA-
HUH, B KOTOpbIe ObUT0 BKIIOUEeHO O0siee 6000 B3pOCIBIX MAIIMEHTOB, MOJIYYaBIIMX PEKOMEH10BaH-
HBIC JI03BI JIMHE30JIMa Ha MPOTSHKeHUH mepuoja a0 28 maaeit. Hambonee yacto coobmaeMbiMu
peakuusamu 0w 1uapest (8,9 %), TomHora (6,9 %), pBota (4,3 %) u ronosHas 6016 (4,2 %).
Haubonee gacto coobmaeMbiMu HEXENATEILHBIMU PEAKIIUSMHU, CBSI3aHHBIMU C JIEKAPCTBEHHBIM
IpernapaToM, KOTOPbIE MPUBEIH K MPEKPALICHUIO Tepariy, ObUTH TOJOBHAS 00Jb, qUapes, TOII-
HOoTa U pBoTa. OK0110 3 % MaIMeHTOB NPEKPATHIIN TEPAINIO, TAK KaK OHU UCIIBITHIBAIH CBSI3AHHYIO
C JIEKApCTBEHHBIM ITPEMapaTOM HEXKEJIATEIbHYIO PEaKIHIO.

JlomomTHUTETbHBIC HEXENATENbHBIE PEAKIINN, KOTOPhIE OBLIN 3apETUCTPUPOBAHBI B XOJI€ TIOCTpPE-
TUCTPAIMOHHOTO IPUMEHEHUS TIperiapara, BKIFOUEHBI B TAOIHUITY.

TabauyHOoE PEe3IOME HEXKENATEIbHBIX DEAKIINI

12




B Ta6J'II/II_[e MNpCACTABJICHBI HCKCIIATCIIBHLIC pCal

yacrote. YacToTra Ppa3sBUTUA ONIPCACIACTCA KaK:

J-Ii-hld-h
i el ol

TBETCTEYET 2KCNEPTHOMY OTYETY
KK 110 cHCTeMHozopTanubiM Kigeeam (COK) u
bucnp udtho (= HH0)Edabrd 002 L1)10),

Hevacto (> 1/1 000, vo <1/100), peaxo (= 1/10 000, vHo <1/1 000), ouenr peako (<1/10000) u

qaCToTa HCU3BCCTHA (Ha OCHOBAHHMH UMCHOIIUXCA JaHHBIX OICHUTD HGBO3MO)KHO)Z

Cucremuo-op- | Yacro Heuacto Penxo Ouens | Hen3BecTHO
CAHHLL KIace (=1/100, no (=1/1 000, o (=1/10 000, | penxo | (HeBO3-
<1/10) <1/100) HO (<1/10 | Mo:kHO ycTa-
<1/1 000) 000) HOBHUTb 110
UMeI0LIUMCS
JAHHbIM)
Nndexuu u KaHJU03, KaH- | KOJUT, BBbI3BaH-
WHBa3HH U103 TIOJIOCTH | HBI ~ MIpUMEHe-
pTa, BaruHaib- | HUIEM aHTUOUO-
HBI KaHIU03, | THKOB (B T.4.
IrpUOKOBbIE UH- | TICEBJIOMEM-
dexun OpaHO3HBIA KO-
nuT) *, BATMHUT
Hapymienusi co | TpOMOOLUTO- | MAHIUMTONEHHUS , | CUAEPOO- MUENOCY-
CTOPOHBI TIeHHS , aHe- JNeHKOTICHNS , JNacTHas aHe- npeccus’
KPOBHU M IUM- | MHUS | HEUTpomneHus, Mus
(dharnueckoi 203UHODUITHS
CHCTEMBI
Hapymenns co aHa(uIaK-
CTOPOHBI HM- cus
MYHHOMU CH-
CTEMBI
Hapymenus TUIMOHATPUEMHUS | JTaKTOALIU-
MeTabonu3ma 103"
Y TUTaHUS
[Ncuxuueckue | GeccoHHUIA
HapyIICHUS
Hapymienusi co | rogoBHas 60Ib, | CyAOpOTH , HepH- CEpOTOHUHO-
CTOPOHBI HEPB- | U3BpaIlleHUE bepuueckas BbIIl CHHJIPOM
HOIf cucTeMbl | BKyca (MeTan- | Heifpomarus , ru- **
JWYECKUH NpU- | MOCTE3HUsl, mape-
BKYC), TOJIOBO- | CTE€3Us
Kpy>KEHUE
Hapymenus co HEUpONaTHs 3pu- | MOSIBICHUE HEBPUT 3pU-
CTOPOHBI Op- TeNHFHOTO HepBa ', | AedeKToB TEJIBHOTO He-
raHa 3peHus 3aTyMaHEHHOE noneit 3pe- pBa’, moTeps
3peHne” HUS 3peHNUs , N3-
MEHEHUE
OCTPOTHI 3pe-
HUs | U3Me-

HEHHE 11BETO-
BOT'O 3pEHUs

Hapymenus co
CTOPOHBI Op-
rasa ciyxa
nabupHHTa

3BOH B yIIax
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COOTBETCTEVET 3KCNEPTHOMY OTUE

¥

Hapymenus co apuT™Mus (Taxu- or 28.0712025 N2 18748
CTOPOHBbI KapJIust) (MOCNEOQOEBATENEHPCTE 0002)
cepana
Hapymienwnst co | moBbIieHUE TpaH3UTOpHAS
CTOPOHBI COCY- | apTEPHAITBLHOTO | UIIEMUYeCKast
JIOB JIaBJICHUS ataka, (reour,
TpomMbOodIeOuT
Hapymenwust co | auapesi, Tor- CHa3MbI B KU- MOBEPXHOCT-
C CTOPOHBI e~ | HOTa, PBOTA, sore™” maHkpea- | Hoe m3MeHe-
JTyTIOYHO-KH- JIOKAJIM30BaH- | TUT, TaCTPUT, HUE IBETa
[IEYHOTO Hasl UJIM TeHe- | B3yTHE XHBOTA, | 3yOOB
TpakTa palli30BaHHAs | CYXOCTh BO PTY,
0o0JIB B 00J1a- TJIOCCHUT, KUIKHI
CTH JKUBOTA, CTYJ, CTOMATHUT,
BKJTIOY s WU3MEHECHHE
CIa3MbI B )KU- | OKPACcKH WK
BOTE, 3a110D, HapYIIEHHS CO-
JTUCTICTICHS CTOSIHUS SI3BIKA
HapyteHust co | OTKJIOHEHHsSI OT | MOBBIIICHUE KOH-
CTOPOHBI IIe- HOPMBI OMOXU- | IIEHTpaLuu 00-
YCHU U JKeJTYe- | MHYECKHUX MO- | IIero OMIupy-
BBIBOISIIINX KasaTelen ounHa
nyTei GyHKIIHOHATB-
HBIX TECTOB TIie-
YCHH, TIOBBIIIIE-
HUE YPOBHS
QJIaHUHAMUHO-
TpaHcepasbl
(AJIT), acnap-
TaTaMHUHOTpA-
Hcdepasbl
(ACT), menou-
HOM docda-
tassl (L[D)
Hapymenwust co | 3yn, chinb OyJIe3HBIE TIOpa- | TOKCHYECKUI oIS
CTOPOHBI KOXKHU KCHHS KOXKH, TsI- | DMHACPMAIIb-
Y TIOZIKOXKHBIX JKEJIbIe KOJKHBIE | HBI HEKPO-
TKaHeH HeXeNaTenbHele | 3’ cuH-
peakuuu, auruo- | apom Ctu-
HEBPOTUYECKUN | BEHCA -
OTeK, KpaIuB- J>xoHCOHA",
HUIa, OyIies- ajiepruye-
HBIW IEPMATHUT, CKHMH BaCKy-
JICPMATHUT, TIOBBI- | JIUT
IICHHAs TIOTJIU-
BOCTh
Hapymenns co pabaommo-
CTOPOHBI MBI- 3
IIeYHOM, CKe-
JIETHOU H CO-
€IUHUTEILHOU
TKaHH
Hapymenust co | moBeImeHne noyeyHasi HeJ10-

CTOpPOHBI I10-

YpOBHS a30Ta

CTaTO4YHOCTD, I10-
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COOTBETCTEVET 3KCNEPTHOMY OTUE

¥

CUCTEMBI U MO-
JIOYHBIX KCJIC3

YeK ¥ MOYEBBI- | MOUEBUHBI B BBIIIIEHNE KOH- oT 280712025 Nz 18748
BOJAIINX ITY- kposu (AMK) | nenrpaumy kpea- | (MOCNEOOBLTENEHPCTS 0002)
TeH THHUWHA, TTOJH=

ypud
Hapymenus co MOpaK€HHE BIIa-
CTOpPOHBI pe- rajiviia u
MPOIYKTUBHOU BYJIbBBI

O6mue Hapy-

JIMXOpPaJKa, JIO-

03HO0, yToMJIsie-

U UHCTPYMEH-
TaJbHBIEC 1aH-
HBIE

IIEHUsS] U peak- | KaJlu30BaHHAs | MOCTb, OOJIb B
OUH B MECTC 60.]11: MECCTC UHBCKIIUU,
BBEJICHUS yCHUJIEHHAs
Kakaa
Jlabopartopupie | buoxummuye- buoxumuyeckue

CKHCE I10Ka3a-

OoKa3arciau: II0-

TEJIH: TTOBBIIIIe-
HHUEC aKTUBHO-
ctu JIAL, kpe-
ATUHKHWHA3hbI,
JIMIIa3bl, aMU-
JIa3bl U T'JIH0-
KO3bI HE HATO-
IIaK, TOHUXKE-
HHUE aKTUBHO-
CTH 00IIIero
Oenka, ap0y-
MUHA, HATPHUA
WIIH KaJIbIIUs,
IIOBBIIIICHUEC
VI TIOHWKE-
HHUEC aKTUBHO-
CTH KaJIUsI WJTH
OukapOoHaTa.
OO06mwmit ananm3

BBIIIICHUE AKTHB-
HaTpus
WJTH KaJIBITHS, T10-
HIDKCHUE aKTHB-
HOCTH TJIFOKO3BI
HE HATOIIAK, II0-
158107
aK-
TUBHOCTH XJIOPH-

HOCTH

BBIIICHUC
ITOHHNXKCHHUEC

J0B.

Ooumit

adHaJln3

KpOBH: ITOBLI-
MICHUEC KOJINYC-

CTBa HEUTPO-
buIoB WK
’03MHO(HIIOB,
CHU)KEHHUE Te-
MOTIJI00MHa, Te-
MaTOKpUTa WIH
KOJIMYECTBA
SPUTPOLIUTOB,
MOBBIIIICHHE
WM TTOHMKE-
HUE KOJINYe-
cTBa TpoMOO-
IIUTOB WUJTN
JIEUKOIIUTOB.

KpOBH: ITOBBIIIC-
HUE KOJIHNYCCTBaA

PETHUKYJIOLUTOB,
MTOHIKCHHE
JTUYeCTBa
HEUTPOPHUIIOB

KO-

* Cwm. pasnen «Ocolble yKaszaHus».

** Cwm. pasgensl «IIpoTHBoNnoKaszanus» u «B3auMoIeHCTBHIE C APYTHMU JIEKAPCTBEHHBIMH CPEICTBAMI.

15




COOTBETCTBYET 2KCINEPTHOMY OTYETY

#YacToTa pasBUTHs HEXeJATeNbHBIX JIEKAPCTBEHHBIX peakimii (HJIP) PaCCHUTLIBAGTCS, O, EDUHLATY MIpaBHiIa 3-x.

(NOCNEOCBATENEHOCTE 0002)

T Cwm. HIXE.

##HC)KCJ'IaTeJ'ILHI)IG PpeaKnn «Cra3Mbl B JKUBOTC)» ONPECACIAOTCA 11O maccm’pnmunn MedDRA kak TCPMHUH HUKHETO
YpOBH#, a HC Hpe[lHO‘lTI/ITCJILHHﬁ TCPMUH.

Onucanue OoTACILHBIX HEXKEIATEIbHEIX PEAKIINT

Crenyromue no6o4ynsie 3G PeKTsl Npyu NTPUMEHEHUN JTHHE30/IM/Ia B PEAKUX CIYy4asX OTHOCUIIMCH
K KaTerOpuu Cepbhe3HbIX: JOKAIM30BaHHas 00k B 00JaCTH )KUBOTA, TPAH3UTOPHAS UIIEMUYECKast
aTaka, apTepuagbHasi TUIIEPTEH3USI.
T B KOHTpOMMpPYEMBIX KIMHHYECKUX HCCIEN0BAHUAX, B KOTOPBIX IMHE30IU ] IIPUMEHSIICS MaKCH-
MyM 28 AHeH, TonbKOo y 2 % malnueHToB pa3BuBaiach aHeMus. [Ipu npuMeHeHun He3aperucTpu-
POBaHHOTIO Iperapara B paMKax MporpaMM paHHEro JOCTYIa IS MalUeHTOB C KU3HEYTPOXKaro-
muMH uHbekuusMy, y 2,5 % (33/1326) nauneHToB, KOTOpPbIE MOJIy4aau JUHE30u < 28 JAHe,
pa3BHUBaJiach aHEMHs, B TO BpeMs Kak MpU NPUMEHEHUU JIMHE30/1HAa O0ojbiie 28 AHel, aHeMUs
pasBuBanace y 12,3 % (53/430) manueHToB.
CooTHolIIEHHE CITyyaeB Pa3BUTHsI aHEMHUH, TpeOyrolel IepernBaHus KpPOBH, cOCTaBUIO 9 %
Cpeau MalueHTOoB, ModyJaromux JuHe3onua < 28 nueit (3/33), u 15 % (8/53) B Tex ciyuasx, koraa
JUHE30JU ] PUMEHsUTH OoJiee 28 mHel.

eTH
JlaHHbIe 10 6E€30MTaCHOCTH, MOJIyYCHHBIC B KIMHUUECKUX MCCIEI0BAHUAX C ydactueM 6onee 500
MAIMEHTOB JETCKOr0 BO3pacTa (¢ pokaeHus 10 17 jer), He YKa3bIBatoT, 4To Mpoduiib 6e30macHo-

CTH JIMHE30JIH/1a JIS ICTeH OTJIMYaeTcs OT Mpoduiist 6€30MacHOCTH TSl B3POCIIBIX.

Ilepeno3upoBka

CuMOTOMBI

O cnyyasix epe103upOBKHY JIMHE30IUAa He coodmanock. OMHaKo npencTaBieHHast HUxe HHPop-
MalMsi MOKET 0Ka3aThCsl MOJIE3HOM.

[Ipu3HakaMyu TOKCHUYHOCTH y KpbIC Tocnie momydeHus 103 3000 Mr/Kr/CyTKu JTHHE30/H1a ObLUTH
CHIDKEHHE AaKTHUBHOCTH M aTaKCHs, TOrJa Kak coOaku, MOJy4aBIIME IMpernapar B 03¢
2000 Mr/Kr/CyTKH, UCIIBITBIBAJIH PBOTY U TPEMOD.

Jleuenune

Cnenuduyecknii aHTHI0T HEU3BECTEH.

Pexomenryercs moaaepKuBaoIue JeueHne (B TOM YUClie HeOOXOAMMO MOIIEPKUBATH CKOPOCTh
KI1y0ouKkoBo# punbrparmn). [pubnuzurensno 30 % 1036l TUHE30MIA BEIBOJUTCSA B T€UeHUE 3
4acoB reMOAMAIN3a, OJTHAKO HE UMEETCS HUKAKUX JOCTYIIHBIX JAHHBIX OTHOCUTEIBHO YCKOPEHHUS
BBIBEJICHMSI JIMHE30JINa TIPU IEPUTOHEATBHOM JUANIN3€ UK reMonepdy3ui. /IBa nepBUYHBIX Me-

TadoIHNTa JIMHE30JIMa TaKKC YAAIIAOTCA B HGKOTOpOI\/'I CTCIICHU IIPpU NMPOBCACHUU I'CMOANAIIN3A.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

B3zaumogeiicTBae ¢ IPYTHMH JIEKaPCTBEHHBIMH CPEIACTBAMH, 775 (17 20175 Me 18748

G Qg0

(NOCNEOCBATENEHOCTE 0002)

I/IHFI/I6I/ITODI)I MOHOAMMHOKCHU a3kl

Jlune3omu ABIAETCS HECEIEKTUBHBIM 00OPaTUMBIM HHTHOUTOPOM MOHOAMUHOKCH1a3bl. ImMeroTcs
OUYCHb OI‘paHI/I‘IeHHBIG JAHHBIC N3 I/ICCJIG,Z[OBaHI/Iﬁ MG)K.HGKapCTBeHHOFO BBaHMOHeﬁCTBHH 1 B OTHO-
HICHUH 6630HaCHOCTI/I JIMHE30JIn1a HpI/I HpI/IMeHeHI/II/I y nNannucHTOB, HOJIy‘-IaIOH_II/IX COHYTCTByIO-
IIMe JIEKAPCTBEHHBIC MPETapaThl, KOTOPhIE MOTJIM OBl TIOJIBEPTHYTh UX PUCKY, 00YCIOBICHHOMY
uaruouposanreM MAO. CnenoBarenbHO, TPUMEHEHNE JTMHE30/IMIa HE PEKOMEHIOBAHO B ITHX
O6CTO$IT€JIBCTB3.X, KpOMe cnyqaeB, Koraga BO3MOXHO HpOBGI[eHI/Ie THIATCIIBHOI'O Ha6JIIOI[eHI/I}I nu
MOHUTOPUHTA MAllMEHTa, MOJIy4arolero npemnapar (cM. pazaensl «lIporuBonokazanus» u «Oco-
ObIC yKa3aHUs»).

IloTeHIMaTbHEIC B3aUMOJICHCTBHS, BEI3BIBAIONINE TOBLINICHIE apTSPHATbHOI0 JaBICHUS

VY 310pOBBIX TOOPOBOJIBIEB C HOPMAIBHBIM apTEPHATIHHBIM JTABICHUEM JIMHE30JIN]] YCUIIUBAI T10-
BBILLICHUE apTEPHATIBHOTO JaBJICHUS, BBI3BAHHOE ICEBAOA(PEAPHHOM U (EHUIIPONAHOIAMUHA
ruapoxsopuaoM. OTHOBpEMEHHOE MPUMEHEHHE JTUHE30JUIa JTU00 C TceBa0d(heIpuHOM, JTHOO0 C
(eHUINPOnaHoIaMUHOM MPUBOAUIIO K MOBBIIIEHUIO CUCTOJIIMYECKOTO apTEpUAIbHOTO JaBIICHUS
B cpenHeM Ha 30—40 MM pT. CT. B CPaBHEHMH C MOBBIILIEHUEM Ha 11—-15 MM pT. cT. npu npuMeHe-
HUH TOJIBKO JIMHE30JIna, HA 14—18 MM pT. CT. IpH MPUMEHEHUH JIMO0 TOIBKO TceBA0ddeapuHa,
7100 TOJIBEKO (heHUIITPOIIaHOIaMiHA, U Ha 8—11 MM pT. cT. mpu mpuMeHeHuu miane6o. [Togo0HbIe
HCCJIEIOBaHMsl y MAlMEHTOB C apTepHabHON TUIIEPTEH3UEH He MPOBOAMINCH. PekoMeH10BaHO
IPOBOJIUTH OCTOPO’KHOE TUTPOBAHUE J103 JIEKAPCTBEHHBIX IMPENAPATOB C BA30MPECCOPHBIM JIeHi-
CTBHEM, BKJIIOYasi J0(haMUHEPIUYeCKHe JIeKapCTBEHHbIE MPENapaThl, 10 JOCTHXKEHHS KEJIaeMOTo
OTBETAa MPU OJHOBPEMEHHOM MPUMEHEHUH C JINHE30IHIOM.

IToTeHIMAIbHEIE CEPOTOHMHEPTHYECKHIE B3AaUMOAEHCTBUSA

[ToTeHnManbsHOE MEXKICKAPCTBEHHOE B3aMMOJACHCTBHE C JeKcTpoMeTopdaHoMm OBUIO HCCIeno-
BaHO Ha 37I0POBBIX A0OpoBObLAX. VcnbpITyeMble MPUHUMAIN ASKCTpoMeTopdaH (ABe M03bI MO
20 Mr, MpUHUMAaEeMbI€ C UHTEPBAJIOM 4 Yaca) ¢ JIMHEe30110M min 0e3 Hero. He Habmomanoch HU-
KaKWX TMPU3HAKOB CEPOTOHUHOBOTO CHHJIpOMa (CITyTaHHOCTh CO3HAHMS, ACIUPHUH, BO3OYKICHHE,
TpeMop, HOKpaCHeHI/Ie, ITIOBBIIIICHHOC ITOTOOTACICHUEC U I‘I/IHepHI/IpeKCI/IH) y 3I[OpOBBIX JINII, HOJ'Iy-
YaBIIUX JIMHE30JUI U AEKCTpOMETOpdaH.

[TocTperucTpalimoHHOE IPUMEHEHHUE TIpernapaTa: ObLIO MOTYYSHO OJHO COOOIICHHE O MAalMeHTE,
KOTOPBIN UCTIBITHIBAI A (PEKTHI, CXOTHBIE C CEPOTOHMHOBBIM CUHIPOMOM, BO BPEMsI TPUMEHEHUS
JUHE30JUAa U JeKCTpoMeTopdaHa, KOTOPhIE Pa3pelIriiuch MPU OTMEHE 00OUX JICKaPCTBEHHBIX
MperapaToB.

B X04€ KIIMHUYECKOI'O HpI/IMeHGHI/I}I JIMHE30JIn1a C CepOTOHI/IHepFI/I‘-IGCKI/IMI/I HpenapaTaMH, B TOM
yucie antuaenpeccanTamu, TakumMu kak CMO3C, n onmrouHbIME TIpenapaTamMmu, COO0IIaIoch O

CIIy4asiX CEpOTOHMHOBOIO cHHJIpoMa. HecMOTps Ha TO, YTO COBMECTHOE MPUMEHEHUE 3TUX TIpe-
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

IIapaToB IPOTUBONOKa3aHo (cM. pasnen «lIpoTHBonokasanusy); BEACHNE) NALHECHTOB, /IS KOTO-

PBIX JICUCHUEC JTUHE30JIUI0M U CepOTOHI/IHepFI/I‘[eCKI/IMI/II:%ﬁ%%ﬁﬁ'Lﬁgﬁ%%ge%%HM,

onucaHo B pazneine «Ocolble yKazaHUs».

HDHMGHGHI/IG C MPpOAYKTAMHU ITNUTAHUA, OoraTeIMHU THUPAMHUHOM

Hukakux 3HAUUMBIX ITPECCOPHBIX PEAKIMA HE HAOII0aIOCh Y JIMII, TIOTYYaBIINX OJJHOBPEMEHHO
JMHE30JIU U TUpaMuH B KoinudecTBe MeHee 100 Mr. 9To CBUIETENbCTBYET B MOJb3Yy TOrO, YTO
HEO0OXOAMMO JIHIIb U30eraTh ynoTpeOaeH!sT H30BITOYHOTO KOJUYESCTBA MMUIIHA M HAITUTKOB C BBI-
COKHUM CoJiep>KaHHeM THpaMuHa (HalpuMep, CO3PEBIIUN ChIP, SKCTPAKTHI APOXIKEH, HEUCTHILIH-
POBaHHBIE AJIKOTOJIbHBIC HAITUTKU U MPOIYKTHI U3 (hePMEHTHPOBAHHBIX COEBBIX 0000B, TaKue KaKk
COEBBII COYC).

JlekapcTBEeHHBIE IpenapaTsl, META00IN3UPYEMBIE cCHCTEMON 1tmToxpoMa P450

JIluHe3omu He METa0OIM3UPYETCsl Ha OTPEIENIIEMOM YPOBHE MPU YUACTUU CUCTEMBI ()EPMEHTOB
utoxpoma P450 (CYP), u oH He UHTHOUPYET Kakue-Tu00 U3 KIMHUYECKU 3HAYUMBIX U30(opM
CYP uenoseka (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Ananoru4asiM 00pa3om, TUHE30IUI HE UHTY-
nupyet nzodepments P450 y kpric. CiienoBaTenbHO, HE OKUIACTCS HATMYHS KaKUX-THOO0 WHITY-
upoBaHHbIX CYP450 MexekapCcTBEHHBIX B3aUMOAEHCTBUN C JIMHE30IUIOM.

Pudamnunmn

Bnusinue pudpamnuiyaa Ha papMaKOKHMHETUKY JTMHE30JIM/]1a U3Y4aioCh Y IIECTHAALATH 3/10POBbIX
B3pOCIIBIX T0OPOBOJIBIIEB MYKCKOTO T10J1a, KOTOpbIE MoTydain auHe3onua no 600 mr n8a pasza B
CYTKHU Ha MPOTSHKEHHUHU 2,5 nHel 6e3 pudamnuurza u ¢ pudamMnuiuuHoM B 1o3e 600 Mr oguH pas
B CyTKH B TeueHue 8 nueil. Pudammummn canxan Cmax 1 AUC nuHe3onuaa B cpenneM Ha 21 %
[90 % AU, 15, 27] u B cpeanem Ha 32 % [90 % AU, 27, 37] coorBeTCTBEHHO. ME€XaHU3M 3TOTO
B3aMMOJICHCTBUS U €r0 KIIMHUYECKasi 3HaUUMOCTh HEU3BECTHBI.

Bapdapun

Korma Baphapun 100aBisiiiv K Tepanuy JMHE30IUIOM B PABHOBECHOM COCTOSIHUU, UMEIO MECTO
cHmkeHue Ha 10 % cpennero MakcumansHoro 3HaueHnss MHO nipu oTHOBpeMEHHOM TPUMEHEHUH
u cHmkeHue Ha 5 % AUC MHO. Nmeercs HeAOCTaTOYHO JAHHBIX, MTOJYYEHHBIX Y MAIllMEHTOB,
KOTOpBIC TIOydaid BaphapuH U TUHE30JIUT, YTOOBI OLIEHUTh KIIMHUYECKYIO 3HAYMMOCTh 3THUX pe-
3yJbTaTOB, €CJIM TAKOBAsI UMEETCHI.

[Ipu oJHOBpEMEHHOM NPUMEHEHUHU C A3MPEOHAMOM W 2eHMAMUYUHOM U3MEHEHUS (apMaKOKu-
HETHKH JIMHE30JI1/1a HE OTMEYaJioCh.

JluHezonuy caeayeT ¢ OCTOPOKHOCTHIO IPUMEHSTh OTHOBPEMEHHO C OynpeHopgurnom (OTAEIHHO
WIH B KOMOWHAIINH C HAJIOKCOHOM), TaK KaK MOBBIIIACTCS PUCK PA3BUTHSI CEPOTOHUHOBOTO CHH-

JpoMa, IPEACTABIISAIONIET0 MOTEHIIUAIBHYIO YTPO3Y VIS )KU3HU (CM. pazzen «OcoOble yKazaHHs»).

Oco0ble ykazaHust

Muenocyopeccus
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Yy HCKOTOPBIX MAIIMCHTOB, IPUHHUMAIOIIUX JIMHCFOJIN T, MOXKCT IW%T@GHMI&@IE]QW_OEHH (C aHC-

MUEH, JICUKOTICHUEH, MAHIIMTOIICHUEH U TPOMO )umoneﬂﬂ%;@Q{Fé%lg&'%%gﬁ%éﬁﬁo-

CTU Tepanuu. B ciaydasx, B KOTOPBIX UCXOJ U3BECTEH, IPU OTMEHE JIMHE30J11/1a U3MEHEHHBIE I'e-
MaTOJIOTHYECKUE TTOKA3aTeN MOBBIIIAIUCH JO YPOBHEH, MPEANIECTBYIONINX JIEUeHUI0. PUCK 3THX
3¢ (HeKToB, MO-BUIUMOMY, CBSI3aH C MIPOJOKUTEILHOCTHIO JieueHus. [10Kuble manueHThl, KOTo-
phI€ TIOJIYYArOT JICYCHHUE JTMHE30IMI0M, MOTYT UMETh 00JIee BHICOKUM PUCK Pa3BUTHS JTUCKPA3ZHH
KpOBH, 4eM 00Jiee MOJIOABIC TTAIMEHTHI. TPOMOOIIMTONIEHUS MOXKET Yallle BOSHUKATD y MAllUCHTOB
C TSDKEJION MOYEeYHOM HEJOCTATOYHOCThIO, HE3aBUCHUMO OT IPUMEHEHHUS y MallueHTa reMoInalum3a,
1y IAIJMEHTOB C IEYEHOYHOW HEJOCTATOYHOCTBIO CPEIHEN UITH TSAKEIIOMN CTENEHU. B CBsI3U € 3TUM
B IIPOIIECCE JICUCHHS HEOOXO0IMMO MIPOBOIUTH MOHUTOPUHT IMOKa3aTeIe KPOBH Y MAIlMEHTOB, KO-
TOpBIC: B aHAMHE3€ UMEIOT AaHEMHIO, TPAHYJIOIUTOTICHUIO UJIM TPOMOOIIUTONIEHUIO; TTOTY4YaloT CO-
MyTCTBYIONINE JICKAPCTBEHHBIE MpemapaThl, KOTOPbIE MOTYT CHUXXATh yYpOBEHb I'€MOIJIOOHMHA,
YMEHBINIATh KOJIMYECTBO (POPMEHHBIX JIEMEHTOB KPOBH HIIM OTPUIATEILHO BIUATH HA KOJIWYE-
CTBO TPOMOOIIMTOB WJIM UX (PYHKITHIO; UMEIOT TSDKEIYIO TMTOYEUHYI0 HEJOCTAaTOYHOCTh WM yMe-
PEHHYIO WY TSOKETYIO TTEYSHOUYHYIO HEIOCTATOYHOCTD; MOJIYJYaloT TeParuio Ha MPOTSHKEHUH 00-
nee 10—14 gueil. JInne3onua y Takux MallMEHTOB IMPUMEHSETCS TOJIBKO B TOM Ciy4ae, KOraa BO3-
MO>KEH TIHIATeNbHBI MOHUTOPUHT T€MOTJIO0MHA, KOJIMYECTBa (DOPMEHHBIX JJIEMEHTOB KPOBU U
TPOMOOITUTOB.

Ecnu Bo BpeMs Tepanuu JIMHE30JUIOM Pa3BUBACTCSA BBIPAXKEHHAS MHUEIOCYNPECCHUs, JICUCHHE
JOJIKHO OBITH MPEKPAILIEHO, €CIIA TOJIBKO MPOIOJIKEHHIE TEPANIUY HE CYUTAETCS a0COIFOTHO HEOO-
XOIUMBIM. B 3TOM citydae He0OXOIUM WHTEHCHBHBIA MOHUTOPHHT MOKa3aTeleil KPOBH U COOT-
BeTCTBYyOIIEE JieueHne. Kpome Toro, pekomMeHyeTcst, 4ToObl aHaju3 KPOBH (B TOM YHCIIE, OTIpe-
JIeJICHUE TeMOTJI00MHA, KOJMYECTBa TPOMOOIIMTOB M JICHKOITUTOB (C pacueToM JIEHKOIUTApHON
(dbopMyITb)) TPOBOAMIICS €KECHEEIHHO Y MAIIMEHTOB, OMYYaIONINX JTUHE30JIU]] HE3aBUCUMO OT
MoKa3aTesie UCXOAHOTO aHalin3a KPOBH.

Bonee BricOKas yacToTa pa3BUTHUS TSHKEIOW aHEMUHM OTMEYEHA Yy AIIMEHTOB, MOIYYaBIINX JIMHE-
30711 00JIbIIIE MAKCUMAILHO PEKOMEH/I0BAHHON MTPOJIOJDKUTEILHOCTH B 28 qHEH. DTUM MalueH-
TaM yaiie TpeOoBalloCch nepenruBanue KpoBu. O ciydasx aHEMHUH, B KOTOPBIX TPeOOBAIOCH MPOBE-
JICHUE TIEPETMBAHMS KPOBU, TAKXKE COOOIMIANIOCH B MMOCTPETHCTPAIIMOHHOM Tiepuoie. B GonbimH-
CTBE CJIy4aeB JUIMTEIbHOCTD JICUCHUS JTMHE30JIMI0OM IIpeBbIiana 28 Heil.

B mocTpeructpaninoHHOM MEpHOIe COOOIIAIOCH O CITydasiX cuaepoOIacTHOW aHeMuu. B Tex ciy-
qasx, KOrja ObLIO M3BECTHO BpEeMs BOSHUKHOBEHHS, OOJIBITMHCTBO MAI[MEHTOB MOJIy4alid Tepa-
MU0 JIMHE30JUA0M Ha MPOTSHKEHUU Teproa oomee 28 qHeil. Y OOIbIIMHCTBA TAITUEHTOB MPOSIB-
JeHUs OBLTU MOJHOCTBIO MIIM YaCTUYHO OOPaTUMBI TOCIE MPEKPAIICHUS JICUYCHHS TUHE30JIUIOM
c/6e3 criennupuIECcKOTo JCUCHUS] AHEMUH.

Jucnponopus cCMEPTHOCTH B KJIIMHUYECKOM HMCCIICAOBAHMH YV HNAIIMEHTOB C KaTETEPaCcCOIMUPO-

BAaHHBIMHU I'PAMITOJIOXUTCIbHBIMHA I/IHd)eKI_[I/IHMI/I KpOBHU
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

B OTKPBITOM HCCJIICAOBAHHUU CPCAU TSKETO0O0IBHBIX HaI_II/IeHT%];?f ELBIHY’IE@E%C‘-HZ[P[ETB_IE[H KaTcTC-

0 IBL Hi 0027
paccouMupOBaHHBIMU I/IH(beKuI/IﬂMI/I OBLIO OTMEYEHO Hpeﬂmeagejém%pm;:{ﬂ ' OB,-' 1o-

Jy4aBIIMX JTUHE30JIU]I, TIO CPAaBHEHUIO C NMallMeHTaMH, OJyYaBIIMMH BAaHKOMUIIMH/ AUKIOKCALUII-
nuH/okcanmuH [78/363 (21,5 %) npotus 58/363 (16,0 %)]. OcHOBHBIM (hakTOpOM, OKa3bIBAIO-
MM BJIHSIHHE HA YPOBEHb CMEPTHOCTH, OBLIT CTATyC IPAMITOIOKUTEIBHON WH(M)EKIIMH B UCXOTHBIN
MOMEHT BpeMeHH. [loka3aTenp JeTaabHOCTH OBbLI CX0XK CPEAU MALUEHTOB, MHPEKIUU Yy KOTOPBIX
OBLIM BBI3BAHbBI TOJIBKO IPAMIIONIOKHUTEILHBIME MUKPOOPTaHu3MaMu (oTHoIIeHue maHcoB 0.96;
95 % noBepurenbHblil nHTEpBAN: 0.58—1.59), HO ObLT 3HAauMTENBHO BhIIE (p=0.0162) B rpymme
JTMHE30JIMa, KOT1a OOHAPYKUBAIUCH U JPYTHEe MUKPOOPTaHU3MBI, WJIH WX HE YJaBAJIOCh OOHApY-
KUTh Ha HavaJbHOM 3Tane (oTHolleHue maHcoB 2.48; 95 % noepurtenbHbId HHTEpBaN: 1.38—
4.46). HanGonpmmii nucOaiaHc OTMEYECH BO BpeMs JICUCHHUS U B TEUCHHE 7 JTHEH MOCIIe OKOHYAHUS
aHTUOMOTUKOTEpanuu. B xo/e uccienoBanus B rpyImie JMHE30IuAa O0IbIIe MalueHTOB MPUoo-
peTany rpaMoTpHIATeIbHbIE MUKPOOPTAaHU3MbI U BIIOCIEICTBUU MOTHOATH OT UH(EKIUH, BbI-
3BaHHON I'PaMOTPHULIATEIILHBIMH MUKPOOPTraHU3MaMH, WIH MOJUMHUKPOOHBIX MHGekuui. Takum
00pa3om, B cllydae OCIO0KHEHHBIX HH(EKINI KOXKH U MATKUX TKaHEH JTMHE30U] CIeAyeT MpumMe-
HSTH Y NAIMEHTOB C U3BECTHON MM BO3MOXXHOU KO-UH(DEKIHEH TpaMOTpUIIaTeIbHBIMA MUKPOOP-
TaHU3MaMHU, TOJIBKO €CJIH HeT allbTEPHATHBHBIX BapHAHTOB JieueHUs (cM. pasznen «lloka3zanus k
IPUMEHEHHUIO»). B 3THX ciyyasx mokazaHo OJIHOBPEMEHHO JOTOIHUTEILHOE MPUMEHEHHE Mperna-
paToB, JEHCTBYIONIUX HA IPaMOTPULIATENIbLHYI0 MUKPO]IIOpY.

IIalueHThl ¢ CUCTEMHBIMU I/IHd)eKI_[I/I}IMI/I

JImHe30/Im g JOMKEH MCIIOJIh30BaThCs C OCTOPOKHOCTBIO Y MAlITUCHTOB C CUCTCMHBIMU I/IH(beKI_[I/I-
AMHU, MPEACTABIAIOMIUMHA PUCK IJIA )KU3HU, TAKUMH KaK I/IH(beKI_[I/II/I, CBs3aHHBIC C BEHO3HBIMHU Ka-
TETCpaMU B OTACIICHUAX WHTCHCHUBHOM TCparnu.

AHTI/I6I/IOTI/IK-aCCOHI/II/IDOBaHHaH Auapeia U KOJIUT

Coobmanoch 00 aHTHOMOTHUK-aCCOLIMMPOBAHHON Mapee U aHTHOMOTHUK-aCCOIMMPOBAHHOM KO-
JUTE, BKJIIOYAs TICEBJOMEMOPAHO3HBIM KOJIUT U Auapero, cBsazannyto ¢ Clostridium difficile, B
CBSI3W C MPUMEHEHHEM MPAaKTUYECKH BCEX aHTHOAKTEPHAJBHBIX MPENapaToB, BKIFOYAs JTMHE30-
JHI.

TspxecTb Tuaper MOXKET BapbUPOBATH OT JIETKUX (HOPM JI0 JIeTalbHBIX KOTUTOB. ClleI0BaTEeNbHO,
Ba)XHO YUMTBHIBATh 3TOT AUArHO3 y MAIMEHTOB, Y KOTOPHIX BO BpPEMs WM TOCJIE€ TPUMEHEHUS JIH-
HE30JIU/Ia pa3BUBACTCS TsDKeTas Auapes. B ciydae momo3peHus Ha aHTHOMOTHK-aCCOLMUPOBAH-
HYIO JTHApEI0 MM aHTUOMOTHK-aCCOIIMUPOBAHHBIN KOJIUT WMJIM MPH MOATBEPKACHUU 3TOTO TUa-
THO3a CJeNyeT MPEeKPaTUTh NMPOBOJMMOE JICYCHHE AHTUOAKTEpPHAJIbHBIMH CpPEACTBAMHU, B TOM
Yrciie JTMHE30IMI0M, M HEMEIJICHHO HayaTh Ha/jiexalue JeueOHble Mepornpustus. Henb3s npu-

MCHSTD JICKAPCTBCHHLBIC CPEACTBA, TOPMOIAIIHNE IICPUCTATIBTUKY KUIIICYHUKA.

JlakToammo3
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COOTBETCTBYET 3KCNEFTHOMY OTHETY
B cBs3u ¢ IpuMEHEHHEM JIMHE30/H1a COOOMANOCh O JaKToauuAose [ Haupennam, sy KQTOPEIX Ha
N

(boHe TpHEMa ITMHE3ONHIA PA3BHBAIOTCS TIPU3HAKK 1 CHMITTOMH- METAGOMHdeckord 03a,

BKJIIOYasi TOBTOPHYIO TOIIHOTY WJIM PBOTY, O0JIb B )KUBOTE, CH)KEHUE KOHIIEHTPAIK THAPOKap-
OOHAT-aHMOHOB WJIM TUNCPBEHTUIIAINUS, HEOOXOIUMO HEMENJICHHO OKa3aTh MEIUIIMHCKYIO TIO-
Molib. Eciiu pa3BuBaeTcs JaKTOALN 103, MTOJIb3Y OT MPOAOKEHUSI TPUMEHEHHUS JIMHE30JIUa Cie-
JTyeT COMOCTaBUTh C MOTEHIIMATLHBIMUA PUCKAMHU.

MuToXOHIpHUAILHAS I[I/ICd)VHKHI/IH

Jlunezonu MHrHOMpyeT cuHTe3 Oenka MuToxouapuil. [lo6ounbIe 3P PeKThI, TaKue KaK JJaKTOALU-
7103, aHeMHUs ¥ Helponatus (mepudepudeckast UM 3pUTEIbHOTO HEPBA), MOTYT BO3HUKHYTH B pe-
3yJbTaTE ATOTO TOPMOXKEHNUS; 3TH 3 (HeKThI ABIAIOTCS OoJIee pacIpoCTpaHEHHBIMH, KOT/a Tperia-
pat mpuMeHsieTcs 0oJIbIe, 4eM 28 THEH.

CepOoTOHUHOBBIN CHHAPOM

Co00111a110Ch 0 CIIOHTAHHBIX CIYYasX Pa3BUTHUS CEPOTOHUHOBOTO CHHPOMA, CBSI3aHHOT'O C OJIHO-
BpPEMEHHBIM IIPUMEHEHUEM JIMHE30JI1/1a M CEPOTOHUHEPTHUECKIX TPEnapaToB, BKIIOYAast aHTH/IC-
MIPECCaHThI, TAKKE KaK CEJICKTUBHBIE MHTHOUTOPHI 0O0paTHOTO 3axBaTa ceporoHuHa (CMO3C) u
onuousl (cM. paszaen «B3zaumoseiicTBre ¢ ApyruMu JIEKapCTBEHHBIMU cpeficTBaMu»). CienoBa-
TEJIbHO, OJTHOBPEMEHHOE NIPUMEHEHHUE JTMHE30JI11a 1 CEPOTOHUHEPTHUECKUX MPENapaToB MpPOTHU-
BOITOKa3aHo (cM. paznen «IIpoTuBonokasanusy»), KpoMe ciaydaeB, KOT/ia IPUMEHEHHE JINHE30ITH/1a
Ha ()OHE COIMYTCTBYIOIIETO MPUMEHEHHS CEPOTOHMHEPTHYECKUX TPENapaToB SIBISETCS KpaliHe He-
o0xoauMbIM. [Ipn HEOOXOIMMOCTH TPUMEHEHHS IIperapaTa B COUYETAHUH C CEIEKTUBHBIMU MHTH-
O6utopamMu 0OpaTHOTO 3aXBaTa CEPOTOHMHA CIIEIyeT MOCTOSIHHO HAa0I0aTh 3a MAIllHeHTaMH C Iie-
JIbIO BBISIBIICHUS TPU3HAKOB M CHMIITOMOB CEPOTOHHHOBOTO CHHIPOMA, TAKUX KaK HAPYIICHUE KO-
THUTUBHOW (DYHKIINH, THIIEPITUPEKCHSI, TUTIEpPE(ISKCUS U HAPYIICHUE KOOPAMHAIIUY JTBHKCHUIA.
B ciydae nosiBieHus: JaHHBIX IPU3HAKOB WJIM CUMIITOMOB CIIElyeT OTMEHUTh OJIMH MM 00a Ipu-
HUMaeMbIX mpenapata. llpu mpekpamieHHH MpueMa CepOTOHWHEPTHUECKOTO CPEICTBa MOTYT
HaOJFO1aTHCSl CHMITTOMBI CHHIPOMA «OTMEHBD».

OnHOBpeMEHHOE TTPUMEHEHHUE JIMHE30JIUa U OynpeHopduHa (OTACIbHO WM B KOMOWHAITUHU C
HAJIOKCOHOM) TaK)K€ MOXET MPUBECTH K PA3BUTUIO CEPOTOHMHOBOTO cuHApoma. Eciin Takoe coB-
MECTHOE JICUCHHUE SABIISETCS KIMHUYECKH 000CHOBAHHBIM, CIIEIyeT 00ECIIeUUTh TIATEeIbHbII KOH-
TPOJIb 32 COCTOSIHUEM IallMEHTOB, OCOOCHHO B Hayaje JeUeHHs] U NPU MOBBILIECHUSIX 035l (CM.
pa3znen «B3anMoeicTBrE C IPYTHMMH JIGKAPCTBEHHBIMU CPEACTBAMUY).

Pabaomuonus

Coo0manock 0 ciaydasx padJoMHOM3a MPYU MpUMEHEHUHN auHe3omuaa (cMm. pazaen «Ilo6ounoe
neiictBuey). JIMHE30u A cleyeT MPUMEHSTh ¢ OCTOPOKHOCTBIO Y TTAIIMEHTOB C MpeIpacioiara-
IOIMMHU akTopaMu K padaoMuonu3zy. Ecian HabmogaroTes Npu3Haky UM CUMIITOMBI pabIoMUO-

Jin3a, IpyuEM JIMHEC30JIMAa CICAYCT NPCKPATUTh U HAUYATh COOTBCTCTBYIOIIYIO TCPAIIHIO.
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COOTBETCTBYET 2KCNEPTHOMY QOTYETY

I'unonaTpueMus M CHHIPOM HEaJCKBATHON CEKPEIIMU aHTI/IHI/I\LD,eTﬂ%’CKQT@:FQQMGH& fCHC )

Y HEKOTOpHIX NAIMEHTOB, MOJYYABIINX JTHMHE30JIH]I I-%a@MF'T%BﬁLIT%ﬁQHUH)HHH

CHCALI'. PexoMmenayetcs peryyisipHO KOHTPOJUPOBATH YPOBEHb HATPHS B CHIBOPOTKE KPOBH Y TTO-
JKUJIBIX JIIOJIEH, Y MALIMEHTOB, IPUHUMAIOIIUX JIEKAPCTBEHHBIE MPENapaThbl, KOTOPbIE MOI'YyT CHU-
3UTh YPOBEHb HATPHSI B KPOBHU (HANpuUMep, THa3UAHbIC TUYPETUKH, TAKUE KaK TUAPOXIOPOTHAZHN)
U y APYTUX NAallMeHTOB C PUCKOM TUIIOHATPUEMUHU.

[lepudepuueckass HeMpollaTUs ¥ HEUPOIIATU 3PUTENLHOIO HEPBA

Coobmanocs 0 nepudepuieckoil HeHponaTuu, a TakkKe HEHpONaTuu 3pUTENLHOTO HEpBa U He-
BPUTE 3PUTEIBHOTO HEPBA, KOTOPHIE MHOI/IA MIPOIPECCUPYIOT 10 MOTEPU 3PEHUS, Y NALMEHTOB,
KOTOPBIE MOJIyYalIy JEUYSHUE JTMHE30IUI0M; 9TH COOOLIECHHSI UMEIM MECTO, B IIEPBYIO OYEPE/lb, Y
NalMEHTOB, MMOJIyYaBIIMX JEUCHUE Ha MPOTSKEHUN NIEPUOA0B BPEMEHHU, KOTOPbIE ObUIM 0OJIbIIIE
MaKCHMaJIbHOW PEKOMEHI0BAHHON MTPOJOJKUTEILHOCTH JIEUEHUS, COCTABIISIIOIIEH 28 nHEl.

[Ipu MosBICHNU CUMIITOMOB YXY/IICHUS 3pUTEIbHON (DYHKIIMH, TAKUX KaK U3MEHEHHE OCTPOTHI
3pEHUs, U3MEHEHHUE [[BETOBOTO BOCIIPHUATHS, 3aTYMaHEHHOCTh, JE(PEKTHI 110JIeH 3peHHsl, pPEKOMEH-
JyeTCsl CPOYHO 0OpaTUTHCS K OPTaIbMOJIOry sl KoHCynbTanuu. Cienyer npoBOAUTE MOHHUTO-
PHUHT 3pUTENbHON (PYHKIIUHU y BCEX MALMEHTOB, MIPUHUMAIOIINX JIMHE30JIU B TEUCHUE TUTEIb-
HOro BpeMeHH (Oosee 28 nHeil).

B cnydae pasButus nepudepudeckoil HeMponaTHu U HEMPONaTUH 3PUTEIHHOTO HEPBA, CIACAYET
OLIEHUTb COOTHOILIEHHE I10JIb3a/PUCK MPOJOJIKEHUS TEPAlUK JIMHE30JIUA0M Y 3THX MAIEHTOB.
Puck pa3Butus HeliponaTuy BBIILIE, €CIIN JIMHE30IU] IPUMEHSETCS Y MAllMEHTOB, KOTOPbIE MIPU-
HUMAIOT B HACTOSIIIEE BPEMS WJIM KOTOPBIE HEJAABHO MPUHUMAIN aHTUMUKOOAKTEpUaIbHbIE Tpe-
napaThl 71 JIeYeHUs TyOepKyJesa.

Cynoporu

Coob1manocs o cyroporax y HalleHTOB, IPUHUMABIIUX JTMHE30JIU, IPU 3TOM B OOJBIIMHCTBE
CJlyyaeB B aHAMHE3€ MMEJIOCh YKa3aHUe Ha CyJJOPOTH WK HaJH4uue (PakTOPOB PUCKA UX Pa3BUTHSL.
VY manueHToB HE00X0IUMO COOpaTh MOAPOOHBIN aHAMHE3, KaCAIOIIUICS TPEIIIECTBYIONUX dTH-
30710B CyJIOPOT.

I/IHI‘I/IGI/ITODBI MOHOAMHWHOKCHIAa3bI

Jlune3onup ABIseTCS OOpAaTUMbBIM HECETIEKTUBHBIM HHIHOMTOpoM MAOQ; oHaKo B 103ax, IpUMe-
HSEMBIX JJIs1 aHTUOAKTEPHUAIBHOM TEepaIuy, OH He MPOSBIIIET aHTUACTIPECCAaHTHBIHN A dekT. me-
I0TCSL OYEHb OTPAHUYCHHBIE JaHHBIC U3 UCCICIOBAHNN JIEKAPCTBEHHBIX B3AUMOACUCTBUN U B OT-
HOLIEHUU 0€30I1aCHOCTH JIMHE30JIM/1a IPU IPUMEHEHUH Y TAIIUEHTOB ¢ OCHOBHBIMH 3a00JI€BaHU-
SIMU ¥/MJTH TIPU OJTHOBPEMEHHOM MPUMEHEHUH JICKApPCTBEHHBIX MPenapaToB, KOTOPbIE MOTYT MO~
BEPrHYTh UX PUCKY, 00ycioBIeHHOMY nHrnOupoBanueM MAQO. CrnenoBaTenbHO, TPUMEHEHHE JH-
HE30JI1/1a HE PEKOMEHIYeTCsl B 3TUX 00CTOSTENbCTBAX, KPOME CIy4aeB, KOTJa BO3MOXKHO IPOBE-
JICHHE THIATEIBHOT0 HAOIIOIEHUSI 1 MOHUTOPUHIA MALMEHTa, MOJIyYarollero mpemnapar (cMm. pas-

nensl «IIpotuBonokasanus» u «BzanMozaelcTBye ¢ APYTUMU JIEKAPCTBEHHBIMU CPEACTBAMMU).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

Coo0manoce 0 ciry4asx 00paTUMOro NOBEPXHOCTHOIO M3MEHECHUAOKPATNBAHNUS SyOHON dMau

MIpU MPUMEHEHHUH JInHEe30aua. J[aHHbIe n3MeHeHUS OKpémﬁ%ﬂ%ﬁJm%EJﬁ%Mﬁpo-

(heccHoHATBHOTO OYHIIICHUS 3yOOB.

I'unornukemMust

Coonanocs 0 ClIy4dasax CUMIOTOMATHYSCKOM TMIIOTINKEMUH Y IalfMCHTOB C CaXapHbIM I[I/IaGGTOM,
IMOJIy4aBIIHUX JTUHE30JIHUI OJHOBPEMCHHO C HHCYJIMHOM WM THIIOTTTMKEMHUYCCKUMU IIpCriapaTaMu.
Xots IMPUYUHHO-CIICACTBCHHAA CBA3b MCXKY IIPUCMOM JIMHE30JIMAa U Pa3BUTHEM T'HITIOTTIMKEMUHU
HC YCTAHOBJICHA, MAIlUCHTOB C CaXapHbIM ,Z[I/Ia6eTOM HGO6XOI[I/IMO npeaynpexiaarb O BO3MOKHO-
CTU pa3BUTHUSA TUIIOTTIMKCMUH. B CJIyda€ BOBHUKHOBCHH A T'MITIOTIMKEMUN HGO6XOI[I/IMa KOppCKIHA
J0O3bI I/IHCYJ'II/IHa/FI/IHOFJ'II/IKGMI/I‘IGCKI/IX nmpemnaparoB UJIKM OTMCHEI JIMHE30JIU 1A.

[IpuMeHeHHE ¢ MPOAYKTAMU ITUTAHHUS, OoraTbIMH THpAMHUHOM

[TanenTam cieayeT peKOMEHI0BaTh OTKA3aThCs OT MpHeMa OOJIBIINX KOJHMYECTB IMHIH, COAEP-
Jalel TupaMuH (cM. pazaen «B3zanMonelicTBre ¢ IpyTruMU JIEKAPCTBEHHBIMU CPEICTBAMUI).

Cynepundexuus

Knuanueckux uccnenoBannii, n3ydaBmux 3((GEeKT MpUMEHEHUs JMHE30JH1a HA HOPMAJIbHYIO
MHUKpO(IIOpY OpraHu3Ma 4enoBeKa, He MPOBOAUIIOCH.

[IpumeneHne aHTUOAKTEPUATIBHBIX MPEAPATOB MHOT/IA MOXKET IMPUBOIUTH K YCUIICHHOMY POCTY
HEBOCIPUUMYMBBIX K HEMY MHUKpoopranusmos. Hampumep, npumepHo y 3 % manueHToB, M0Jy-
YaBIINX PEKOMEHJIOBAaHHBIE JI03bI TMHE30JIM/1a, Pa3BUBAJICA KaHANI03, ACCOIMUPOBAHHBIN C TIPH-
€MOM aHTHOMOTHKOB. [Ipy BOZHUKHOBEHUU CyNepHUH(EKINN Ha (HOHE MpHeMa JIMHE30ua Clie-
JyeT MPUHUMATh COOTBETCTBYIOIINE MEPhI MEAULIMHCKOTO XapaKTepa.

CHmxenue QepTIEHOCTH

JIunezonug oOpaTUMO CHUXKal (PEPTUIBHOCTD U BBI3BAJ OTKJIOHEHHS OT HOPMbI B MOP(OIOTHH
CIIEpMBI y B3pOCIIBIX CaMIIOB KPbIC ITPU YPOBHAX BO3AEHCTBHS, KOTOPHIE MPUOIU3UTEIHHO PABHBI
YPOBHSIM, O’KHUIAEMBIM Y YEJIOBEKA; BOZMOXKHBIE 3(h(DEKThI TMHE30I 112 Ha PENPOAYKTUBHYIO CH-
CTEMY MYKYMH HEU3BECTHBI.

Knnandeckue uccieIoBaHus

BbezonacHocth u 3¢h(heKTHBHOCTH MPUMEHEHHS JTMHE30IMIa JAIUTEIbHOCThIO Oosiee 28 nHel He
YCTAHOBJICHBI.

B KOHTpOMUpyEeMbIX KIMHUYECKHX MCCIEIOBAHUAX HE IPUHUMAIN Y9aCTHs MallUeHTHI ¢ CHHJIPO-
MOM «IMA0ETHYECKON CTOIBI», MPOJCKHAMH WIN HIIEMUYECKUMH HAPYLIICHUSMH, TSDKEIBIMU
0YKOT'aMH WJIM TaHTPEHO3HBIMH MOPAKEHUSIMU. TakuM 00pa3oM, OMBIT MPUMEHEHNUS JTHHE30IHIa
B TepaIMu 3TUX COCTOSHUIA OTpaHUYEH.

BcrnioMorarennbHBIC BEIIECTBA

[Ipenapar comepkut aexcTposy. Kaxasiii Mi pactBopa comepxut 45,7 mr (T. e. 4,57 1/100 mu,

9,14 /200 mut m 13,7 1 /300 MuT) IEKCTPO3BI, UTO HEOOXOAUMO YUYUTHIBATH MAI[UEHTAM C CaXapHBIM
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

nuabeToM. [lanuenTtam ¢ peaKko BCTpedarolelics rrK030-TalgkTo3HOH MansaQeqpOuuei He cie-
(MOCNEOOBATENEHOCTE 0002)

JyeT IPUHUMATh 3TOT Ipernapar.

[Tpenapar coaepxut HaTpuii. Kaxkaprit Mot pactBopa coaepxut 0,38 mr (38 mr/100 M, 76 mr/200
v u 114 mr/300 mi) HaTpus (OCHOBHOW KOMITOHEHT MHUIIIEBOW/CTOIOBOM COJNM). DTO DKBHUBA-
aeHTHO 0,02 % OT peKOMEHyeMOro /sl B3pOCIIOr0 YEJI0BEKa MaKCUMAJIbHOIO €KETHEBHOIO T10-
cTyruieHus conu ¢ nuuieid. Conepxanue HaTpHs caeyeT IPUHUMATh BO BHUMAaHKE y NAllUEHTOB,
HaXOJALIMXCS Ha AUETE CO CHUKEHHBIM COJICPKAHUEM HATPHSL.

Jlunezomug Kanon B popme pactBopa 11 nHG Y3 MOKET JOMOJIHUTENFHO IPUMEHSTHCS C pac-
TBOpaMH, COJEpKallMMHU HaTpuil (cM. paznen «Crnocod MpUMEHEHHs W J103bI1»), U 3TO CIEAyeT
YUUTBIBATh B OTHOILIEHUH OOIIETO COAEPKaHUS HATPHsI BO BCEX pacTBOPAX, KOTOpbIE OyAyT BBO-

TUTHCS TTAIIUCHTY.

Bunsinne Ha cIOCOOHOCTD YIIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMH, MEXaHU3MaMHU
JIuHe30/1M]] OKa3bIBa€T YMEPEHHOE BIHMSHHUE HAa CIIOCOOHOCTH YIPABIISATH TPAHCIIOPTHBIMH CPEI-
CTBaMHU M paboTaTh ¢ MexaHu3MaMHu. [lalueHToB cieayeT nmpeaynpekaarh 0 BO3MOKHOCTH pa3-
BUTHSI TOJIOBOKPY>KEHUS HJTM CHMIITOMOB HapyIIEHUs 3peHus (Kak onucaHo B pasaenax «Ocolble
ykazanusi» u «IlobouHoe neiictBue»). PekoMenayercs Bo3aep)kaThCs OT YIpaBICHUs aBTOTPAHC-
HOPTHBIMM CPEICTBAMHM M PabOThl ¢ MEXAaHU3MAMHU B Cly4yae BOSHUKHOBEHHMHM JIIOOOrO M3 3TUX
CUMIITOMOB.

dopMa BbINTYCKa

PactBop 11t uHGy3mii 2 Mr/mit.

Ilepsuunas ynaxosxa.

ITo 100 mu1, 200 M v 300 M1 B KOHTEHHEP MOJMMEPHBINA U3 noaunponuieHa tuna I-1 ¢ ogHoit
TPYOKOH M3 MOJHUIPOIUIIEHA M CTOIIOPOM M3 MOJIMKapOoHaTa ¢ pe3nHOBOM MPOOKOH U aTIOMHHU-
€BOW 0OKATKOW MJTM B KOHTEHHEP NOIMMEPHBII U3 MOJUITPONHIICHA A1l UHPY3MOHHBIX PAaCTBOPOB
omHokpatHoro npuMmenenus Tuna KII-1T ¢ ogHOM TpyOKOi M3 MOMUMIPONUIICHA U TTIOPTOM U3 TIO0-
JAUKapOOHaTa ¢ KOJMauKOM M3 NOJIMIPONUIICHA U TPOOKOM pe3nHOBOI.

Bmopuunasa ynaxoexa.

VYIakoBKa B MHIMBUAYAIbHBIM NIAKET: KAKAbIi KOHTEHHEP MOJIMMEPHBIA BMECTE ¢ UHCTPYKLIMEH
10 IPUMEHEHHIO TOMEIIAIOT B MTAKET, U3TOTOBJICHHBINA U3 MaTepHaia ynakOBOUHOIO KOMOMHUPO-
BaHHOT'O Ha OCHOBE ATFOMUHUEBOU (hOIbTH (IOMMATHIICHTEPEePTaNaT/hoIbra/ MIeHKa MOJUITHIIC-
HOBas NMOJINOJIC(UHOBAS) HJIM B MAKET U3 KOMOMHUPOBAHHOTO MaTepuaa (oJu3TUIeHTepedTa-

nat/onbra/mieHka MoJMITUICHOBAs HU3KOTO JaBICHHUS).

VYnakoBka B Mayky: KaKJbli KOHTEHHEP MOJUMEPHBINM BMECTE C MHCTPYKIUEH MO MPUMEHEHUIO

IIOMEIIar0T B ITIAKET, H3TOTOBJICHHBIN U3 Marcpuraia ymakoOBO4YHOIO KOM6I/IHI/IpOBaHHOFO Ha OCHOBEC
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aTIOMHHHEBON (honbru (momusTuiaeHTepedTanar/gonsbra/ mwIeHka HOIHITIICHOBIA HOIHOTIEpH-

HOBAas) WJIM B IMaKET U3 KOMOMHUPOBAHHOTO MaTepHaia (HEEM%JMH%EEFQ;gEéHKa

MOJIMATUIIEHOBAs] HU3KOT'O JIaBJICHUS).
[To 10 makeToB MOMEMIAIOT B MAYKy U3 KapTOHA TOPPUPOBAHHOTO.

YciaoBus XxpaHeHUs
IIpu Temneparype He Bbie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHocTu
2 roxa.
He npuMeHsATh 0 HCTEYEHUH CPOKA TOTHOCTH.

[Tocne BCKpBITHSA KOHTEIHEPA COAEPKUMOE CIeNyeT HCIOIb30BaTh HEMEJIEHHO.

YcaoBus ornycka

OTIyCcKalT MO peuenTy.

Baanesien perucTpanMoHHOro yaocropepeHuss/Opranusanus, NpUHAMAKOIIAS NTPeTeH3UH
norpeoduTesiei

3A0 «Kanondapma npogaxiiny, Poccuiickas deneparusi.

141100, MockoBckast 0011., r.0. lI[&nxoBo, T. [I{énkoBo, yu. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54.

DNeKTpOHHBIN anpec: safety(@canonpharma.ru

Tonyuums oononnumenvbHovle OaHHble 0 nNpenapame, HANPABUMb NPEMEH3UI0 HA e20 KA4eCmeo,
be30nacHocmy, cooOWUMb O HeXHCeameNbHbIX IeKAPCMBEHHBIX PEaKyUusax MONCHO HO mene@oHy:
+7 (800) 700-59-99 (6ecninaTHas nuHUSA 24 Yaca) WK Ha cailTe www.canonpharma.ru B pasesne

«ITonuTuka B 00J1aCTH KauecTBay - «be3omacHoCThb nmpemnapaTroB.

IIpousBoauTesn

benopyccko-rosianckoe COBMECTHOE MPEANPUITHE OOIIECTBO C OTPAaHUYEHHOM OTBETCTBEHHO-
cteio «DAPMIIDH» (CIT OO0 «dAPMIIDH/»), Peciybnuka benapycs.

IIpou3BOaCTBO rOTOBOI J1EKAPCTBEHHOH (DOPMBI:

MuHnckas 00:1., p-H. HecBmxkckuii, r. HecBuxk, yn. Jlennnckas, 124/1.

IlepBuyHasi ymakoBka:

Mumuckas 0611., p-H. HecBuxkckuit, r. HecBuk, yn. Jlenunckas, 124/1.

Bropnunasi (moTpeduTebCKas1) yHAKOBKA:

MuHckas 0611., p-H. HecBrkckuii, r. HecBuk, yi. Jlennnckas, 124/1.

Brinyckawimuii KOHTPOJIb Ka4yecTBa:

MuHckas 0611., p-H. HecBuxkckuit, r. HecBuk, yn. Jlenunckas, 124, 124/1.
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