COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 17.07.2025 N2 17832

OBIIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TPEHAPATA = 1002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Jlunesomuz, 200 Mr, TabaeTKH, TOKPHITHIC TIIICHOYHON 000JI0UKOH.
Jlnnezonun, 300 mr, TaOJIETKH, MOKPBITHIE MNIEHOYHOW 000JIOYKOM.
Jlnnezonun, 400 mr, TaOJIETKH, MOKPBITHIEC INIEHOYHOW 000JIOYKOA.

Jlunesomuza, 600 Mr, TabaeTKH, MOKPHITHIC TIIICHOYHON 000JI0YKOH.

2. KAUYECTBEHHBIN U KOJJMYECTBEHHBII COCTAB
JelicTByroliee BENIECTBO: JIMHEZO0IU.

JIunezomua, 200 Mr, TabJIETKHU, MOKPHITHIE ILIEHOYHOI 000JI0YKOM.

Kaxxnas Tabnerka, mOKphITas INIEHOYHOU 000J109K0i, coaepkuT 200 Mr TMHE30IU/Ia.
BcnomoratenbHbie BelecTBa, HAJIMYHE KOTOPBIX HAJAO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuit (cM. paszaen 4.4.).

Jlunezomua, 300 Mr, TabJIETKHU, MOKPBITHIE ILICHOYHOI 000JI0UYKOM.

Kaxxnas Tabnerka, MOKphITask IUICHOYHON 000JI09KOM, cofepKuT 300 Mr TuHe30/M/Ia.
BcnomoratenbHbie BelecTBa, HaJIMYHE KOTOPBIX HAJAO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4.).

JIunezomna, 400 Mr, TabJIETKHU, MOKPHITHIE ILICHOYHOI 000JI0UYKOM.

Kaxxnas Tabnerka, MOKphITask IUICHOYHON 000JI09KOM, coaepKuT 400 Mr TuHE30/IH/1a.
BcnomoratenpHbie BelecTBa, HAJIMYHE KOTOPBIX HAJAO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4.).

JIunezomua, 600 Mr, TabJIETKHU, MOKPHITHIE ILIEHOYHOI 000JI0UYKOM.

Kaxxnas Tabnerka, MOKphITask IUNICHOYHON 000JI0UKOM, COepKUT 600 Mr THHE30/IHU/Ia.
BcnomorartenbHbie BelecTBa, HAJIMYHE KOTOPBIX HAJAO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Hatpuid (cM. pazzaen 4.4.).

[TonHbIi epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Jlunesonuo, 200 me, mabremxu, nokpvimole NIEHOYHOU 0O0JOYKOLL.

Kpyrisle, TBOSKOBBINMYKIIBIC, OT CBETIO-KOPHYHEBOTO JI0 TEMHO-KOPUYHEBOTO IIBETA.
Jlunezonuo, 300 me, mabremku, noxpvimsie NIeHOYHOU 0OO0IOUKOU.

Kpyrabie, ABOSKOBBITTYKIIBIE, OT CBETIIO-XKEJITOTO 10 TEMHO-KEITOTO I[BETA.
Jlunesonuo, 400 me, mabremxu, nokpvimule NIEHOYHOU 0O0JOYKOLL.

Kpyrible, TBOSAKOBBIMYKIIBIC, OT CBETIIO-CHHETO JI0 TEMHO-CHHETO IIBETA.

Jlunezonuo, 600 me, mabremku, nokpvimsie NIeHOYHOU 0OO0JOUKOU.
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OBaJsibHbIE, IBOSKOBBINYKIIBIE, OT CBETI0-KOPHUUHEBOIO z[gl Teﬁfplg%giﬁkqggéglfglme i 0002)

_...-

Ha nonepednom paspese TabiieTka 6eioro win 0eoro ¢ KeITOBaThIM OTTEHKOM I[BETA.

4. KJIMHUYECKUE JAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO

Jleyenue MHGPEKINOHHO-BOCTIAUTENIbHBIX 3a00JIEBaHUMN, €CITU U3BECTHO WJIH MOJ03PEBAETCS, YTO
OHM  BBI3BaHbl  YYBCTBUTCIBHBIMA K  JUHE30JIUAYy a’pOOHBIMH W aHadpPOOHBIMHU
TPaMITOJIOKUTETFHBIMA ~ MHKPOOpPTaHW3MaMH  (BKJIIOYasi HMHQEKIUH, COMPOBOKIAFOIIUECS
OakTepueMuen):

. BHEOONbHMYHASI TMHEBMOHUS, BbI3BaHHAs Streptococcus pneumoniae  (BKJIIOYas
MOJIMPE3UCTCHTHBIE INTAMMBI), BKJIIOYAs CIydad, COMPOBOXKIAIONIMECS OaKTepueMuei, wiu
Staphylococcus aureus (TOTbKO METHIIMIUTMHYYBCTBUTEILHBIC IITAMMBI);

. rocluTanbHas ~ MHEBMOHHUS,  BbI3BaHHas  Staphylococcus — aureus — (BKJIIOYas
METUIWITMHYYBCTBUTENbHBIE W METULUWUIMHYCTOMYMBBIE IITaMMbl) WM  Streptococcus
pneumoniae (BKJII0Yasi MOTUPE3UCTEHTHBIEC IITAMMBI);

. OCTIO’)KHEHHBIC MH(PEKIUU KOXKU U MATKUX TKaHEH, BKItouash WH()EKIUMN TpU CUHAPOME
IabeTHYeCKOM CTOMbI, HE COMPOBOXKAAIOIINECS OCTEOMHUEIMTOM, BhI3BaHHBIE Staphylococcus
aureus (BKIIOYasT METHIWUIMHUYBCTBUTENIbHbIE M METUUWUIMHYCTONYMBBIE IITAMMBI),
Streptococcus pyogenes unu Streptococcus agalactiae;

. HEOCIIO)KHEHHBbIE MH(PEKIINH KOXKH U MATKUX TKaHEW, BeI3BaHHBIC Staphylococcus aureus
(TONBKO METULIMJUIMHYYBCTBUTEIbHBIE IIITAMMBI) UIIH Streptococcus pyogenes;

. nH(pEeKIH, BbI3BaHHBIE PE3UCTEHTHBIMH K BaHKOMUIUHY Enterococcus faecium, B TOM
YHCIIe, COMPOBOXK/IAIOIINECS OaKTeprueMuei.

B cocraBe KOMOMHHpPOBaHHOW Tepanmuu TyOepKyje3a JETKUX, BBI3BAHHOIO IITAMMaMH
Mycobacterium tuberculosis ¢ MHO)K€CTBEHHOM JIEKAPCTBEHHON YCTOMYNBOCTHIO.

[Ipu omnpenenenuu, sBISETCA JIM Tpenapar JIUHE30JU[ MOAXOIAIIUM JICUEHUEM, CIeAyeT
MPUHUMATH BO BHUMaHUE PE3yIbTaThl MUKPOOHOJIOTHYECKHUX HCCIEAOBAHUN HIIH MHPOPMAITUIO O
pacipoOCTpaHEHHOCTH  PE3UCTEHTHOCTH K  aHTHOAKTepUANBHBIM  TIpermaparaMm  Cpeau
IPaMIIOJIOKUTEIBHBIX OakTepuil. JIuHe3omua He aKTHBEH NpPOTUB MH(MEKIMI, BBHI3BAHHBIX
rpaMOTpULIATENbHBIMU NTaTOreHamMu. [Ipu mo03peHnny uiu moATBEPKIEHUU IPaMOTPULIATEIbHBIX
MaTOTEHOB JIOJDKHA OBITh HauaTa crenududeckas Tepamusi MPOTUB TPaMOTPHUIATEIbHBIX
MHUKPOOPTaHU3MOB.

4.2. PexxuM 103MPOBAHUSA U CIIOCO0 MPUMEHEHUS

B3pocnbie
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HpOILOJ’I}KI/ITeJ'II)HOCTB JICUCHUS 3aBUCHUT OT BO3( V,HHTGHSE,%IEE]IEQ&E%&HEE[Q)%EE;II/I: ]/_Il?lld;g[gf;/lll/l, a

TakXe OT KIMHUYeckoro ddexTa.

PexxuM 103upoBaHus

Bspocnvie

Pexomennyemas

IHoka3zanus (BKJI0OYass MH(EKIUM,
Pa3zoBas no3a NPOA0JIZKMTETbHOCTD

CONMPOBOKIAIOIIHECS

. JIeYeHUs!
O0akTepuemMuei)

- BHEOOJIbHUYHAS THEBMOHUS,
BbI3BaHHas Streptococcus pneumoniae
(BKJTIOUAsT TTOJIMPE3UCTCHTHBIE IITAMMBI),
BKJIIOYAs CIIy4yau, COMPOBOKIAIOIIUECS
OaxTepuemueit, unu Staphylococcus
aureus (TOJIBKO
METHUIHJUTHHYYBCTBUTEIBHBIE IITAMMBI);
- TOCIIUTAJIbHASI THEBMOHUS, BbI3BAHHAS
Staphylococcus aureus (BKiaro4ast
METUIWUTUHYYBCTBUTEIbHBIC U
METHIWUTMHPE3UCTEHTHBIE ITAMMBI)
unu Streptococcus pneumoniae
(BKJIFOUAsl MTOJIMPE3UCTEHTHBIE IIITAMMBI);
- OCJIOKHEHHBIE HH()EKLIUU KOXKH U 600 Mr BHYTpb 10-14 nueit
MSTKUX TKaHEH, BKJIIOYas HHPEKIIUU TPU KaxJiple 12 yacoB
CHUHIpOME TUabeTUIECKON CTOMBI, HE
COIIPOBOXKAAIOIINECS OCTEOMUEIUTOM,
BBI3BaHHBIC Staphylococcus aureus
(BKJTIOYAst METUIIWJUTMHYYBCTBUTEIbHbBIE
Y METUIMUTMHPE3UCTEHTHBIE IITaMMBbl),
Streptococcus pyogenes nnm
Streptococcus agalactiae;
- HEOCJIO)KHEHHbIE MHPEKIIUN KOKU U
MSITKUX TKaHeW, BbI3BaHHBIC Staphylococcus
aureus (TOIbKO METULWJUTMHYYBCTBH-
TEJIbHBIE IITAMMBbI) WK Streptococcus

pyogenes
- HH(EKINH, Pe3UCTEHTHBIE K 600 Mr BHYTpb 14-28 nueit

BAHKOMHUILIMHY, BbI3BaHHbIE Enterococcus Kaxkaele 12 4
faecium, B TOM 4HCIIE, COIPOBOXKIAIOLITUECS

OakTepuemMuei

IIpu TyOepkyne3e JIerKUX, BBI3BAHHOM InTamMmmamu  Mycobacterium  tuberculosis ¢
MHOKECTBEHHOM JIeKapCTBEHHOW ycToH4YMBOCTBIO — 600 Mr 1 pa3 B CyTKHM € JUINTEIbHOCTBIO

Tepanuy B UHTCHCUBHOW (a3e 24 Hememnu.
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(NOCNEQCBATENEHOCTE 0002)

Oco0nIe I'pynIbl TanMEHTOB

llayuenmul nodxcunoco 6o3pacma
Koppekiuu 10361 He TpedyeTcs.
Tlayuenmul ¢ Hapyuenuem yukyuy novex
Koppekunu no03s1 He TpeOyerca. B cBszu ¢ tem, uto 30 % nuHezonuma ynanusercs Mpu
reMoJualii3e B TEYCHUE 3 4acOB, JIMHE30JIU JIOJDKEH MIPUHUMATHCS TTOCIE MPOBEACHUS THaTN3a
MarueHTaM, HyXTaIOIIMCS B HEM.
Iayuenmul ¢ Hapywenuem Qyukyuu nevenu
Koppekuuu 10361 He TpeOyeTcs.
eTu
Pexxum nozupoBanus y aereit ¢ 12 1o 18 j1eT COOTBETCTBYET peUMY TO3UPOBAHUS Y B3POCIBIX.

Jlemu om 3 0o 11 rem

Ioka3zanus (BkiI04Yast MHPEKUNH, Pa3zoBasn n03a Pexomenayemast
CONMPOBOXKAAIOIINECH OAKTEPUSIMH) MPOJOJKUTETLHOCTD
JedeHns

- BHEOOJIbHUYHAS THEBMOHWUS, BEI3BaHHAS
Streptococcus pneumoniae (BKItouas
MOJINPE3UCTEHTHBIE IITAMMBI), BKITIOYAs
CIIy4au, COMPOBOKAAIOIIHNECS OaKTePHEMHUEH,
unu Staphylococcus aureus (TOTBKO
METUIWLTUHIYBCTBUTEIBHBIE IITAMMBI)

- TOCIIUTaJIbHAs THEBMOHUS, BBI3BaHHAS
Staphylococcus aureus (BKro4as
METHIWUTNHIYBCTBUTEIBHBIC U

METHIIMUTMHY CTOWYHMBBIE IITAMMBI) I
10 Mr/KT BHYTpH

10 — 14 nuent
KaXanle 8 4

Streptococcus pneumoniae (BKItouas
MOJIMPE3UCTEHTHBIE ITAMMBI)

- OCJIO)KHCHHBIE HH(PEKIIUU KOKU U MSATKUX
TKaHEeH, BKIItoUasi THPEKIIUU IPU CHHAPOME
JMa0ETUIECKOM CTOITBI, HE
COIPOBOXKAAIOIIHNECS OCTEOMUETUTOM,
BBI3BaHHBIC  Staphylococcus aureus
(BKJIIOYasi METULIMJUTMHYYBCTBUTENbHBIE U
METULIWJTUHYCTOMYUBBIE IITAMMBI),
Streptococcus pyogenes nnm Streptococcus

agalactiae

- HEOCTIO)KHEHHBIC MH(PEKIIUN KOKU U MATKHUX Hetu (ot 3 1o <5
TKaHEe, BbI3BaHHbIe Staphylococcus aureus ner): 10 mr/kr

(TOTBKO METUIWJITTMHIYBCTBUTEIHHBIC BHYTPb Ka/Ible § . 10 — 14 nueit
ITaMMBI) WK Streptococcus pyogenes Heru (5 — 11 ner):
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10 M/ RI"JJ'VTp'r, ' :
Kaxxnaele 12
- UH(EKIUH, BRI3BAHHBIE PE3UCTEHTHBIMH K
. 10 Mr/kr BHYTpb .
BaHKOMULIUHY Enterococcus faecium, B ToM CAKILIC 8 14 — 28 nueit
. npie 8 4
qHClie, COMPOBOXKIAOIINECS OaKkTeprueMueit

Croco0 IIpuMeHeHus

BuyTps. [IpenapaT MOXHO MPUHUMATH KaK BO BPEMs €J1bl, TaK U MEX/y IpUeMaMH MHILH.

4.3.

4.4.

IIporuBonOKa3ZaHus

['MrepuyBCTBUTENLHOCTD K JIMHE30UTY H/AJIH K TF00OMY U3 BCIIOMOTATEIILHBIX BEIIECTB,
MEepEeUYnCIICHHBIX B pazjene 6.1.

OpHOBpeMEHHBIH ~ TpUEeM  JIMHE30JWAa C  [permapaTamM,  WHTHOUPYIOIIUMU
MoHoamuHOKcuAa3el (MAO) A unu B (Hanpumep, deHen3nH, n30KapOOKca3u), a TaKKe

B T€UEHHUE ABYX HeNEesb MOcie MpeKpalleHus MpreMa Ha3BaHHbIX MTPenapaToB.

[Ipy OTCyTCTBMM TINATETBHOTO HAONIOJACHUS 32 TMAlMEHTAMH ¥ MOHUTOPUHTA
apTepUAILHOTO JaBJICHUS HE CIIEAYEeT Ha3HAYATh JINHE30U/I:
- TAlMEeHTaM C HEKOHTPOJUPYEMOH apTepuallbHOW THIEepTeH3HeH, (EOXpOMOIIMTOMOH,
TUPEOTOKCUKO30M,  KapUMHOUAHBIM  CHHAPOMOM,  OHIOJSPHBIM  PaccTPOMCTBOM,
302 PEKTUBHBIM PACCTPONCTBOM U OCTPBIM COCTOSTHUEM CITyTAHHOCTH CO3HAHHS,
- TAIMEeHTaM, TIOTYYaloINM CIeAYIOIINe TUIIbI MIPETapaToB: afpCHOMUMETHKHU (HAIpUMeED,
nceBnoddenpud, GEHWINPOINaHoJaMuH, »nuHedpuH, HOpINMUHEDPHUH, JO0OyTaMUH),
n10ohaMUHOMUMETHKH (HarpuMmep, 1o(pamMuH), HHTHOUTOPBI OOPATHOTO 3aXBaTa CEPOTOHUHA,
TPUIMKIMYECKUE aHTHICTIPECCaHThI, aroHUCTHI S-HT1 penentopoB (TpunTansl), MENEPUIAH
WIn OyCIIMPOH.
Jlerckuii Bo3pacT 10 3-X JeT (BBHy HEBO3MOXXHOCTHU aICKBATHOTO MOA00pA J036I).
JleTckuii Bo3pacT 70 18 jeT mo mokazaHuio: TyOepKysie3 JIETKUX, BEI3BAaHHBIA IIITAMMaMHU

Mycobacterium tuberculosis ¢ MHO)K€CTBEHHOM JIEKAPCTBEHHOW YCTOWYUBOCTHIO.

Oco0ble yka3aHUusl 1 MepPbl NIPEeI0CTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBLIO

Hauuenmbl C NOYEYHOU HedOCMAMOYHOCMbIO

BcenenctBue HewsyueHHOM KIMHMYECKOM 3HAYMMOCTH JIBYX IEPBUYHBIX METaOOJIMTOB

JUHE30JU[a Y TMAIlHEHTOB C TSHKEJIOW TOYEYHOM HEIOCTaTOYHOCTBIO, JIMHE30JU[l JOJKEH
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NPEBbIIIACT MOTEHIINATBHBIN PUCK.

Taxoke HeT JaHHBIX 10 MPUMEHEHHIO JTMHE30JIM/a y AIIMEHTOB, HAXOIAIIUXCS HA aMOYIaTOPHOM
NEPUTOHECATFHOM JHalM3€ WM JPYTUX ajJbTEPHATHBHBIX METOAAX JICYCHHUS MOYCYHOM
HEJIOCTAaTOYHOCTH.

Iayuenmel ¢ neuenouHol HeOOCMAMOYHOCMbIO

HmeroTcst orpaHMYeHHbIE KIMHUYECKUE JaHHBIC, PEKOMEHIYIOIUE HCIIONb30BaTh JTMHE30IU Y
TaKMX MAIMEHTOB TOJBKO B TOM CIlydae, €CJIM IMpeAroyiaraeMas II0JIb3a IPEBBIIIAET
MOTEHIMATBHBIN PUCK.

Tayuenmer ¢ cucmemHviMU UHGEKYUAMU

JIuHe30MM JOJDKEH UCIOJIb30BaThCSl €  OCTOPOXKHOCTHIO y TAIMEHTOB C CHUCTEMHBIMH
MH(QEKIUAMH, MPEACTABIMIOIINME PUCK JJIS JKU3HU, TaKUMH KaKk WH(EKINHU, CBA3aHHBIC C
BCHO3HBIMH KaTETEpPaMH B OT/CIICHUAX HHTEHCUBHON TEPAITHUH.

Oonoepemennoe npumenenue ¢ 6ynpeHop@puHom (0moenrbHO Ul 8 KOMOUHAYUU C HATLOKCOHOM)
MOJKET IIPUBECTU K PaA3BUTHIO CEPOTOHMHOBOTO CUHpoMa (cM. pa3zaeinsl 4.5. u 4.4.).

Oco0snle yKazaHus

Cmepmuocms y nayuenmoe ¢ kamemep-acCcoyuupo8aHHbiMu UHDeKyuamu

B oTkpbITOM HCCe0BaHUN Cpeau TSKET000NbHBIX MAMEHTOB C BHYTPUCOCYIUCTBIMU KaTeTep-
ACCOLIMMPOBAHHBIMU HH(MEKIUSIMHU OBLJIO OTMEUYECHO IMPEBBINICHUE JIETAIBHOCTH y TAIUEHTOB,
MOy YaBIIUX JTUHE30IUI, o CPaBHEHUIO c MaIMeHTaMH, MOJTy9aBITUMHU
BaHKOMULMH/IUKIOCAMILTUH/oKcaumne - [78/363 (21,5 %) mnpotuB 58/363 (16,0 %)].
OcHOBHBIM  (DaKTOPOM, OKa3bIBAIOIIUM BIUSHUE HA YpPOBEHb CMEPTHOCTH, OBbUI CTaTyc
TPaMITOJIOKHUTETFHOW WH(PEKIIMA B UCXOJAHBIH MOMEHT BpeMeHH. [lokazaTens JeTaaTbHOCTH ObLT
CXO0X CpelH MalUEeHTOB, HHPEKIIUU Y KOTOPHIX OBLIM BBI3BAHBI TOJIHKO T'PaMIOJIOKUTEIHHBIMU
MuKpoopranusmamu (otHomienue mancoB 0.96; 95% nosepurenbubiit uaTepBai: 0.58 —1.59), HO
ObUT0 3HAUMTENBHO BhIMIE (p=0.0162) B rpynme JIuHE30/1M1a, KOT/1a 00HAPYKUBATUCH U JIPYTHE
MUKPOOPTaHU3MBI, T X HE YIaBAIOCh OOHAPYKHUTh Ha HAYaTbHOM dTare (OTHOIICHHE TIAaHCOB
2.48; 95% noseputenbHblil nHTEpBaN: 1.38 — 4.46). Hanbonpmmii qucbanaHc OTMEUYEH BO BpeMs
JIeYEHUs U B TeueHue 7 JHeH Mociie OKOHYaHHs aHTUOMOTUKOTepanuu. B xozae uccrienoBanus B
rpymIe JIMHE30111a OO0JIbIlIe MaleHTOB MpUoOpeTanu rpaMoTpULIaTEIbHbIE MUKPOOPTaHU3MBI U
BITOCJICJICTBUH MOTHOATH OT WH(EKIIMU, BEI3BAHHON IPaMOTPHIIATEILHBIMA MUKPOOPTaHU3MaAMH,
WIN TIOJMMUKPOOHBIX MHGeKknuil. Takum obpa3oM, B ciaydae OCIONKHEHHBIX HH(DEKIUNA KOXKHU U
MSTKUX TKaHEH JIMHE30JM CIeAyeT UCMOIb30BaTh y MAllMEHTOB C U3BECTHOM HJIM BO3MOXKHOMN

KouH(peKuuel rpaMoTpulaTeIbHBIMH MUKPOOPIaHU3MaMH, TOJBKO €CIIM HET ajJbTepHAaTHUBHBIX
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BapUaHTOB JieueHus (cM. pasnen 4.1.). B atux cioyyasx nd@%;i‘c—)l gﬂ%ﬁﬁe@%#ﬁ{o‘ngﬁhﬁréﬂHoe

pUMEHEHHE TpenapaToB, ASHCTBYIONINX Ha IPaMOTPHULIATEIbHYI0 MUKPODIOpY.
Muenocynpeccus

Y  HEeKOTOpBIX MalMeHTOB, NPUHUMAIOIIMX JUHE30JIM], MOXKET pPa3BUThCA oOOpaTuMas
MHUEJIOCYTIpECCHs (C aHEMHUEH, TPOMOOIIMTOIICHHEH, JICHKOTIEHUEH 1 TAaHIIUTOTICHUEH ), 3aBUCIIAS
OT MPOAOJDKUTCIIBHOCTU TCpAIIUU. TpOM6OHI/ITOH€HI/I}I MOKCT Yal¢ BO3HHUKATL Yy MALUCHTOB C
TSOKEJIOU MOYSUHOU HCAOCTATOYHOCTBHIO, HE3aBUCUMO OT IIPUMCHCHHUS Y MalMCHTA IrCMOJUaJIn3a,
M y TIAMEHTOB C MEYEHOYHOW HEIOCTATOYHOCTHIO CPEIHEN MIIU TSAKEIOM CTeNEeHU. Y MOKUIIBIX
MAIMEHTOB TAaK)X€ MOBBIIIEH PUCK Pa3BUTHS JAHHOTO COCTOSHHUA. B cBA3M ¢ 3THUM B mpoiiecce
JICUCHU S H€O6XO,Z[I/IMO MMpOBOAUTH MOHUTOPHUHT oKa3arejei KpOBH y NAIIMCHTOB C MOBLIICHHBIM
PUCKOM Da3BUTHS KPOBOTEYECHMS, MHEIOCYNIPECCHEH B AaHaMHE3€, C TSDKEIOW II0YEeYHOHN
HEJIOCTaTOYHOCTHIO WJIM MEYEHOYHOW HEJAOCTATOYHOCTBIO CPEOHEW WJIM TSKEJIOM CTENeHH, a
TakKe TpU OJHOBPEMEHHOM TPUMEHEHUH TMpEenaparoB, CHIKAIOUIMX TEeMOIJIOOWH WIH
KOJINYECTBO TPOMOOIMTOB WM UX (PYHKIMOHAIBHBIE CBOWCTBA, a TakKkXe Yy NAaIMEHTOB,
MoJIy4aromux JIMHC30JIn 60)166 2 HEACIb. .HI/IHG3OJII/I,Z[ Y TaKUX NaOUCHTOB IIPUMCHSACTCA TOJIBKO
B TOM Clly4ae, KOIJla BO3MOXEH TIIATEIbHBIH MOHHMTOPUHI T€MOIJIOOMHA, KOJIMYecTBa
JEHMKOIMTOB M TpoMOouuTOB. Eciii BO BpeMsi Tepanuu JTUHE30JIMI0OM Pa3BUBAETCS BhIpaKEHHAs
MUCJIOCYIIPECCU, JICUCHUC JOJIZKHO 6I>ITB MMPCKpaliCHO, €CJIN TOJBKO MPOAOJDKCHUC TCPAIIUU HC
cUMTaeTCs abCONIOTHO HEOOXOIUMBIM. B 3TOM cityyae HE0OXOAUM WHTEHCUBHBIA MOHUTOPUHT
MoKasareseil KpoBH UM COOTBETCTBYIoIIee JieueHre. KpoMe Toro, pekoMeHayeTcsl, 4To0bl aHaIu3
KpOBHU (B TOM 4YHCJIE, ONPEACIICHHE TeMOTrI00NHA, KOJMYECTBa TPOMOOIIMTOB M JICHKOIIUTOB (C
pacdeToM JEHKOIUTApHOW (HOPMYIIBI)) MPOBOIUICS €KECHEIEIBHO Y MAIIMEHTOB, MOJIYYAIOIINX
JMHE30JU]] HE3aBUCHUMO OT TOKa3zaTesied MCXOJHOro aHaiau3a KpoBH. boiee BbICOkas yacToTa
pa3BUTHUS TSDKEJIOW aHEMUM OTMEYeHa Y TMAalWEHTOB, MOMy4YaBIIUX JIMHE30JUA OoJblIe
MaKCUMaJIbHO PEKOMEHJOBAHHON MPOJOJLKUTEIBHOCTH B 28 MHEH. DTUM MalMeHTaM Yalle
TpeboBajoch nepenuBanue kKpoBu. Ciryyan cuepoOIacTHONH aHEMUU ObUTH 3apPETHCTPUPOBAHEI B
MOCTPECTUCTPATUOHHOM IICPUOLC. B 60J'IBI_HI/IHCTBG CJIY4acB AJIUTCIIbHOCTDb TCpAIlliU JIMHC30JIUI0M
npeBbIana 28 gHeil. Y OoJIbIIMHCTBA MAIMEHTOB MPOSBICHUS OBLIN MOJHOCTHIO WJIH YaCTUYHO
00paTHUMBI TMOCTIE MPEKPAIICHUS JICUCHHS JIMHE30JIUI0M ¢/0e3 crienru(puIecKoro JICUSHNUS aHEMUH.
AHmubUOMuUK-accoyuupo8anuas ouapes u Koaum

Y ManucHTOB, NPUHUMAKOIINUX aHTI/IGaKTepI/Ia.HBHBIG npemnaparsl, BKJIO4Yast JIMHE30JIUO, CICAYCT
YUUTBHIBaTh PUCK PA3BUTHUS NICEBAOMEMOPAHO3HOTO KOJIUTA PA3IMYHON CTETIEHH TAKECTH.

O cnyuasix nuapeu, cBsizanHoul ¢ Clostridium difficile, cooOmanock B CBSI3M C MUCIOIb30BAaHUEM
NPaKTUYECKH BCEX AHTUOAKTEPHUAJBbHBIX MPENapaToB, BKIIOYAs JHUHE30IMU[. TSDKECTh Hapen

MOYET BapbUPOBATh OT JIETKUX (POpM 110 TsDKeNbIX. JIeueHne aHTHOaKTepHaIbHBIMU IIpenapaTaMu
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HapylIaeT HOPMAaJbHYI0 MHUKPOQIIOPY KHIIEYHHKA, qur?)'" np mﬁ“IEMT(INLBMkf I'IIJI(.I)CTV

Clostridium difficile. Clostridium difficile BpipabaThiBaeT TOKCUHBI A 1 B, KOTOpBIE IPUBOJIAT K
pasBuTHio auapeu, cBsizaHHOM ¢ Clostridium difficile. 130bITOUHOE KOJIMYECTBO TOKCHHOB,
BbIpabaTeiBaemMoe mrammamu Clostridium difficile, MOXeT BBI3BaTh IMOBBIIIEHUE JETATBHOCTH
Cpeau MAalUeHTOB, TaK Kak Takue MHGEKUUH MOTYT ObITh YCTOWYMBBI K IPOTUBOMHUKPOOHOM
Tepanuu, a TakKe MOXKET MOTPeOOBATHCS KOJNOHAIKTOMUSA. Henb3si mpuMEHSITh JIeKapCTBEHHBIC
CPEICTBA, TOPMO3SIIUE EPUCTATBTUKY KHIIIEYHHUKA.

Bo3moskHOCTh pa3BuTus nuapeu, cesizanHou ¢ Clostridium difficile, nomkHa paccMaTpuBaTbCs y
BCEX MAaIMEHTOB C JAWApPEeH, MOCIEAOBABIICH 32 MCIOJb30BaHUEM aHTHUOMOTHKOB. TIIATEIHHOE
MEUIIMHCKOE HAOTIOICHHE B TeUEHUE 2 MECSIIEB HEOOXO0IMMO NAIleHTaM, IEPEHECITUM JUapelo,
csizannyto ¢ Clostridium difficile mociie BBeieHUs1 aHTHOAKTEPHATIBHBIX MTPETIapaTOB.
Ilepugpepuueckas neviponamus u Hetponamus 3pumenbHO20 Hep8d

Coobmanocs 0 mepudepuueckoil HeMponmaTuu, a Tak)Ke HEWpONaTHU 3PUTEITHLHOTO HEpBa W
HEBPHUTE 3pUTEIHHOTO HEPBA, KOTOPHIE MHOTIA MPOTPECCUPYIOT 10 MIOTEPH 3PEHUs, Y TAIUEHTOB,
KOTOPBIC MOTYYaly JICUCHUE JIMHE30IUIOM; 3TH COOOIICHUSI UIMEITU MECTO, B TIEPBYIO O4Yepelb, Y
MAIMEHTOB, MOJIYYaBIIUX JeUeHHUE Ha MPOTSHKEHUH TEPUOIOB BPEMEHHU, KOTOpbIe ObUTH OO0JIbIlIe
MaKCUMaJIbHON PEKOMEH0BAaHHOW MPOAOJIKUTEIIBHOCTH JICUEHUSI, COCTABIISIIONIEH 28 qHEH.

[Ipu nosIBIIEHUM CUMIITOMOB YXY/IIICHUS 3PUTEIBHON (PYHKIIMH, TAKHX KaK U3MEHEHHUE OCTPOTHI
3peHUs], W3MEHEHHE I[BETOBOTO BOCIPHATHS, 3aTYMaHEHHOCThb, Ne(eKTHl TONeH 3peHus,
pPEKOMEHIyeTCsl CPOUYHO 00paTuThesa K odrampMmonory aiasi KoHcyiabTanuu. Cienyer mpoBOIUTD
MOHHUTOPHHT 3PUTEIbHONU (YHKIMH y BCEX IMAlMEHTOB, MPUHUMAIOIINUX JUHE30JIU] B TEUCHUE
JUINTENILHOTO BpeMeHH (Oonee 28 1Heil), a TakkKe Y BCEX MAIMEHTOB C BHOBB IMOSIBUBIIUMHUCS
CUMIITOMAaMU 3PUTEIHHBIX HAPYIICHUN HE3aBUCUMO OT MPOAOKUTEIBLHOCTH Tepanuu. B ciydae
pa3Butus nepudepruueckoil HeWponaTuu W HEHPONaTUU 3PUTEIILHOTO HEpBa, CIEAYET OLECHUTDH
COOTHOILIEHUE PUCK/TONB3a TMPOJOJDKEHUS TEparuy JUHE30JMIOM Yy 3THX MalHUeHTOB. Puck
pa3BHUTHS HEHPONATHH BHIIIIE, €CITU TUHE30JIU] IPUMEHSETCS y TAIUEHTOB, KOTOPBIE HCIIOIB3YIOT
B HACTOsIIIIEE BPEMSsI UM KOTOPBIC HEJJTaBHO MPUHUMATH AHTUMHUKOOAKTepHATIbHBIC TIPerapaThl s
JedeHus TyOepKyesa.

Jlakmoauuoos

B cBsi3u ¢ mpuMeHeHHeM TUHE30JIUa cO00Iaoch O JTakToanuao3e. [1arueHTsl, y KOTOPBIX Ha
dboHEe TpHeMa IMHE30H]a BO3HHKACT MOBTOPHAs TOIIHOTA WJIM PBOTa, OOIb B IKHUBOTE,
HEOOBSICHUMBIA alMI03 WM OTMEYAaeTCs CHIKEHHWE KOHLEHTPAalUU TUApOKapOOHAT-aHHOHOB,
TPeOYIOT TIIATEILHOTO HAOJIOACHHS CO CTOPOHBI Bpaya.

Mumoxouopuanvhas oucgynkyus
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Jlunezonmua WHrUOUpyeT CcuHTE3 Oenka MmOXOH/:mﬂIH.I‘“HAEG—\L{"ﬁ ié'T%é-lléTﬁI,T:fé'}@}é"lKaK

JAKTOAIMI03, aHEeMHUs M HeWpomatus (rnepudepuyeckas WIA 3PUTEILHOTO HEPBAa), MOTYT
BO3HUKHYTH B  pe€3yJbTaTe J3TOT0 TOPMOXEHHUs; OTH 3IPQEKThl ABIAIOTCS  Oosee
pacrpocTpaHeHHBIMH, KOT/Ia MpenapaT UCTob3yeTcs 0obiie, 4em 28 THEei.

Cyoopoeu

Coob1manocs o cyoporax y maiieHTOB, IPUHUMABIIUX JTMHE30JIU, IPU 3TOM B OOJBIIMHCTBE
CJIy4aeB B aHAMHE3€ UMEJIOCh YKa3aHUE Ha CYJOPOTH UM Hannure GaKkTOpOB PHCKA UX PA3BUTHSL.
VY mamueHToB HEOOXOIUMO cOOpaTh MOAPOOHBIM aHAMHE3, KACAIOIIMICS MPEIIIECTBYIONNX
3MU30/0B CyI0pOT.

Huzubumopvl MOHOAMUHOKCUOA3bI

Jlunezonuy siBIseTCST 0OPaTUMBIM HECEIEKTHBHBIM MHTHOMTOPOM MOHOaMHHOKcHAa3sl (MAO);
OIHAaKO B [03aX, MPUMEHSEMbIX [UJIs1 aHTHOAKTepUaIbHOM Teparuu, OH HE MPOSBISAET
aHTHAenpeccanTHblil 3ddext. VMMeroTcs oueHb OrpaHHuYEHHBIE AAHHBIE W3 HCCIEAOBaHUN
JICKapPCTBEHHBIX B3aMMOJCHCTBHI U B OTHOIICHUN 0€30MaCHOCTHU JIMHE30JIU/IA TPU MPUMEHEHUH
y TAIMEeHTOB C OCHOBHBIMH 3a00JCBaHUSIMHU W/WIK TIPH OJHOBPEMEHHOM INPUMEHEHHH
JICKapCTBEHHBIX MPENapaToB, KOTOpPblE MOTYT TOJBEPTHYTh HX PHUCKY, OOYCIIOBICHHOMY
naruouposanreM MAO. CrenoBaTenbHO, MPUMEHEHUE JTMHE30JIMIa HE PEKOMEHIYETCS B ITHX
00CTOSATENILCTBAX, KPOME CIIyYaeB, KOT/Ia BO3MOXKHO NMPOBEACHHUE TIIATEIBHOTO HAOIIOICHHS U
MOHHTOPHHTA MAIMEHTA, MMOTyYaBIIero mpemapart (cM. pazaenst 4.3. u 4.5.)

Cepomonunoswiii CUHOpPOM

CooOmiaioch 0 CIOHTAHHBIX CIIy4asX pa3BUTHUA CEPOTOHHHOBOTO CHUHAPOMA, CBSI3aHHOTO C
OJTHOBPEMEHHBIM TMPUMEHEHHEM JIMHE30JUIa U CEPOTOHHMHEPTHUECKHUX IMPEnapaToB, BKIIIOYas
AHTHUJICTIPECCAHTHI, TaKWe KaK CEJIEKTUBHBIE WHTHOUTOpPHI OOpaTHOro 3axBaTa CEpOTOHHHA
(CHUO3C) u onmouns! (cMm. pazaen 4.3. u 4.5.). [Ipu HEOOXO0IUMOCTH TPUMEHEHUS TIpemnapara B
COUYETaHHH C CEJIEKTUBHBIMU MHTUOUTOpPaMH 0OpPaTHOTO 3aXBaTa CEPOTOHHUHA CIIEYET OCTOSTHHO
HAOO/IaTh 32 TMAIMEHTAMH C LEJIbI0 BBISABICHUS MPU3HAKOB M CHMIITOMOB CEPOTOHHHOBOTO
CHUHAPOMA, TAKUX KaK HAPYIIEHUE KOTHUTHBHOW (YHKIUH, THIIEPIUPEKCHs], THIIeppedieKcus u
HapylLIeHUE KOOPUHAIIMH TBUKCHHM.

B ciydae mosiBneHus JaHHBIX CHMIITOMOB CII€yeT OTMEHUTh OJMH WM 00a MPUHUMAaEeMBbIX
npenapata. [Ipu nmpekpaiieHuy nprueMa CepoTOHMHEPTUYECKOTO CPEACTBa MOTYT HaOII0JaThCs
CUMITOMBI CHHJIPOMA «OTMEHBI».

OnHOBpeMEHHOE TTPUMEHEHHUE JIMHE30JIUa u OynpeHopduHa (OTACIbHO WK B KOMOWHAITMHU C
HAJIOKCOHOM) TaK)K€ MOXKET MPHUBECTH K Pa3BUTHIO CEPOTOHMHOBOTO cuHApoma. Ecnmu Takoe

OOIHOBPCMCHHOC TNPHUMCHCHUC SABJIACTCA KIMHUYCCKU OGOCHOB&HHBIM, CJICOyCT o0ecneyuThb
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MOBBIIICHUIX 10361 (CM. paznen 4.5.).

Paboomuonus

Coobmanocs 0 ciy4asx pa0JoMHOW3a MpU NPUMEHEHUHW JIMHe30ymaa. Ecnu HabmromaroTces
MPU3HAKKA WJIA CUMITOMBI pabJoOMHUONIN3a, IPUEM JIMHE30JuAa ClelyeT NMPeKpaTUTh U HadaThb
COOTBETCTBYIOIIYIO TEPAIHIO.

T'unonampuemus

Y HEKOTOpbIX MAlMEeHTOB, MOJYYaBUIMX JIMHE30JIH], HaONIoAanach THUIIOHATPUEMHUS W/ WK
CHHIPOM HEaJeKBaTHOW cekpenuu aHtuauyperudeckoro ropmona (SIADH). Pekomenmyercs
PETYISIPHO KOHTPOJMPOBATH ypPOBEHb HATPUsS B CHIBOPOTKE KPOBU y TMOXKHWIBIX JIOACH, Y
MAIMEHTOB, TPUHUMAIOIIUX TUYPETUKHU, U Y APYTUX MALNUEHTOB C PUCKOM TMIIOHATPHUEMHH.
Oxkpawusanue 3yOHOU d2MaAIU

Coo0manock 0 ciaydasx 00paTHMOro MOBEPXHOCTHOTO M3MEHEHHMS OKpAIIMBaHUS 3yOHOU dYMaIn
P WCTOJIB30BAHUY JIMHE30IM1a. JIaHHBIE U3MEHEHUs OKPAIIMBAHUS YIASIIUCH TOCPEACTBOM
po(hecCHOHATLHOTO OYHIIEHUS 3YOO0B.

T'unoznukemus

CooOuranocs o city4asiX CUMITOMAaTHYE€CKON TUIIOTIIMKEMHUH Y TAIUEHTOB C CaXapHbIM 1HMa0ETOM,
MOJTy4YaBIITUX JIMHE30JUI OTHOBPEMEHHO C MHCYJIUHOM WJIHM THIOTJIMKEMHYECKUMU TIperapaTaMu.
XOTs MPUYNHHO-CIICJICTBEHHASI CBSI3b MEX/y MPUEMOM JTMHE30JIU/Ia i PA3BUTHEM THITOTTHKEMUN
HE YCTAaHOBJICHA, IMAIMEHTOB C CaXxapHbIM JUabeToM HEOOXOAMMO Mpeaynpexkaarb o
BO3MOXKHOCTH Pa3BUTHUS TUMIOTIMKEMUU. B cilydae BO3SHUKHOBEHHS TUIOTIMKEMHH HEOOXO0IMMO
KOPPEKIHS TO3bI MHCYJTUHA/TUIIOTIMKEMUYECKUX MTPENapaToOB WM OTMEHBI THHE30JIHIA.
Ilpumenenue c npooykmamu numaHnus, 602amviMu MUPAMUHOM

[TaruenTam cregyeT pEKOMEHJIOBaTh OKa3aThCs OT MpueMa OOJbIIMX KOJIMYECTB MUIIH,
coJiepkanieil TupaMuH (Takue, Kak KpacHOE€ BHHO, CO3PEBILUN ChIP, HEKOTOPHIE AKOTOJIbHBIE
HAITUTKH, KOIMYEHOE MSCO, IKCTPAKTHI APOXIKEH, MPOAYKTHI U3 (PEPMEHTHUPOBAHHBIX COEBBIX
0000B, TakHe KaK COEBBII COYC).

Cynepungexyus

Knunnueckux uccrnenoBanuii, n3y4aBmux 3QQPexT NpUMEHEHHUs JIMHE30J11a Ha HOPMAIbHYIO
MUKPOQIIOpY OpraHU3Ma YeJIOBEKa, HE MPOBOIUIOCH.

[Ipumenenne aHTHOAKTEPHATILHBIX MMPENApaTOB WHOTA MOKET MPUBOJIUTH K YCUIICHHOMY POCTY
HEBOCTIPUUMYMBBIX K HEMY MUKPOOPTaHU3MOB. B KITMHUYECKHUX UCCIIeJIOBaHUSIX ObLIO MOKa3aHoO,
YTO IpUMEpHO y 3% MalueHTOB, NOJy4YaBIINX PEKOMEHOBAHHbIE TO3bI TMHE30JI1/1a, pa3BUBAJICS

KaHM]103, ACCOLMUPOBAHHBII C IPHEMOM aHTUOMOTUKOB. [Ipy BO3HUKHOBEHUH CyNepUH(EKIHH

10



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.07.2025 N2 17832
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Xapaxrepa.

Knunuuecxue uccireoosanus

be3onacHocTh M 3()(PEKTUBHOCTH MPUMEHEHHS JTHMHE30/IMIA IITUTEIHLHOCThIO Oosiee 28 aHEl He
YCTaHOBJICHBI.

B KoHTponmupyeMmbIX KIMHUYECKUX HCCIEJIOBAHUSAX HE MNPUHUMAIMA YYacTHsl MAlUEHTHI C
CUHAPOMOM «IMa0ETUYECKOW CTOMBD», MPOJSKHIMHA WM HIIEMUYCCKUMH HapYIICHUSIMH,
TSOKETTBIMH 0’KOTaMH WJIM TaHTPEHO3HBIMH MOpPaXEHUsIMHA. TakuM 00pa3oMm, OIBIT MPUMEHECHHS
JUHE30JIUa B TEPAIMH 3TUX COCTOSSHUMA OTPaHUYCH.

BcrnoMorarenbHBIE BEIIECTBA

Jaunnsblii npenapat coaepxkurt 1,5 mr, 2,3 mr, 3,1 mr, 4,6 mr varpus Ha 200 mr, 300 mr, 400 wmr,
600 Mr auMHE30/1MIa COOTBETCTBEHHO. HEeoOX0MMMO yYWTHIBATh MAIMEHTaM, HaXOSAIIUMCS Ha
JUEeTe C OTPaHUYEHUEM TMOCTYIICHUS HATPUS.

4.5. B3aumopneiicTBHe C JPYrHMH JIeKaADCTBEHHBIMH IpenapataMu M JIpyrue (opMbl
B3aUMO/JAeHCTBUSA

VYcranoBneHo, uyTo n3odepMenTsl uToxpoma P450 He yuacTByI0T B MeTa00IM3Me JIMHE30JIU1A i71
vitro. JluHezonmun He HMHrUOMpPYeT W HE MOTEHIUPYET AKTHUBHOCTh KIMHUYECKH Ba)KHBIX
uzopepmenToB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Taxkum o6pazom, He oxupaercst CYP450-unayiupoBaHHOTO B3aUMOICHCTBUS MPU MTPUMEHEHHH
nuHe3onuaa. [Ipu ogHOBpeMEHHOM NpUMEHEHWHW juHe3onuaa u (S)-BapdapuHa, KOTOPHIA B
3HAUUTENbHON cTeneHu Metabomusupyercs uzopepmentom CYP2C9, dhapmakokuHeTHyecKue
XapaKTepUCTHKN BapdapuHa HE MeHSoTCs. Takue mpenaparbl, Kak BapdapuH u (QeHuTOouH,
apistonecss cyocrparamu u3odepmenta CYP2CY, MOXXHO NPUMEHATH C JMHE30JIUIOM Oe3
KOPPEKLHMHU O3B

I/IHFI/I6I/ITODI)I MOHOAMMHOKCHU a3kl

JIuHe30MM 1 SIBIISICTCSI HECENIEKTUBHBIM 00OpaTUMBIM MHTHOUTOPOM MOHOAMUHOKCH/IA3bl, TIOATOMY
y HEKOTOPBIX MAIlMEHTOB, TOTYYAIOIUX JIMHE30IH I, MOKET OTMEYAThCsl YMEpEHHOe 0OpaTuMoe
YCUJICHUE TPECCOPHOTO ACHCTBUA ncegooagedpuna N penunnponarnoramuna. B cBsi3u ¢ 3TUM
PEKOMEHAYETCS CHIDKATh HadaJIbHBIC JIO3bI CIEAYIOMIMX TPYII MPETapaToB: aapeHOMUMETHKH
(HanpuMmep, niceBnoddenprH, GEeHUIIPONAHOIAMIH, STHUHE(PHH, HOPINUHEPPUH, 100yTaMuH),
n0(haMUHOMUMETHUKH (Hampumep, To(paMuH) M B JaJIbHEHIIEM OCYLIECTBISATH MOAOOP 03B
TUTPOBAHHEM.

B uccnenoanusix I, II u Il ¢a3pl HE oTMeuanoch pa3BUTHS CEPOTOHMHOBOTO CHHApPOMA Y
NAIMEeHTOB, MOJYYaBIIMX JMHE30JH COBMECTHO C CEPOTOHHHEPTHUECKHUMH IperapaTamMH.

OpHako OBLJIO HECKOJIBKO COOOIIEHWH O pa3BUTHHM CEPOTOHWHOBOTO CHHApOMa Ha (QoHe
11
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(noc a1 HOC TR 0002
MPUMEHEHUS IMHE30JIMIA U aHTHACTIPECCAHTOB + CeHeKTPBHLIX—IIEPH'H&I/ITgEC@%DaTEO'FO 3axBaTa

ceporoHuHa (cM. pazzaensl 4.3.,4.4.).

[Ipy omHOBpEeMEHHOM TNPUMEHEHUH C a3TPEOHaMOM U TEHTAMHUIIMHOM H3MCHCHHUS
(hapMaKOKMHETHKH JIMHE30JIU]Ia HE OTMEYaoCh.

Pudamnunun Be3Ban cHmwkeHue Cmax 1 AUC nuuezonmuaa B cpeaHem Ha 21 % u 32 %,
COOTBETCTBEHHO.

JInHe301M I CIeIyeT C OCTOPOKHOCTHIO MPUMEHSITh OJTHOBPEMEHHO ¢ OynpeHOpPUHOM (OTAETHHO
WM B KOMOMHAIIMM C HAJIOKCOHOM), TaK KaK IOBBIIIACTCS PUCK PAa3BUTHS CEPOTOHHHOBOIO
CUHPOMa, MPEICTABISIONIET0 MOTEHIIHAIBHYIO YTPO3Y AJIs XKU3HU (CM. pazaen 4.4.).

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

bepemeHHOCTD

Hccnenoanuii 6€30MacHOCTH NMPUMEHEHHs JTMHE30JIMaa NMpu OEpeMEHHOCTH HE MPOBOAUIIOCH,
MO3TOMY NIpPHUMEHEHHUE JIMHE30JIUJa MpU OEpPeMEHHOCTH BO3MOXHO TOJBKO B CiIydae, €ciiu
mpeJoiaraeMas mojib3a OT TEPANUHU JJII MATEPHU MPEBOCXOIUT MOTEHITUAIBHBIN PUCK IS TUTO/IA.
Jlakramus

HeusBectHo, BbIAENSAETCS JIU JMHE30JIU C TPYAHBIM MOJOKOM KOPMSIIUX >KEHIIMH, MO3TOMY
clelyeT MPeKpaTUTh I'pyJHOE BCKapMJIMBaHUE MpU Ha3HAYEHHM IpernapaTa MaTepu B MEPUOJ
JaKTaIUH.

4.7. BuusiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeACTBAMH MU padoraTh ¢
MeXaHHU3MaMH

Bo Bpems nedeHus TUHE30JUAOM HE PEKOMEHIYETCS YIPaBJIATh TPAHCIOPTHBIMH CPEICTBAMH,
MEXaHM3MaMHU WJIH 3aHUMaThCs JEATENbHOCTHIO, TPeOYIOMIEH MMOBBINICHHOW KOHIICHTPAIUU
BHUMAaHUS U OBICTPOTHI ICKXOMOTOPHBIX PEAKITHIA.

[TareHToB ciemyer npeaynpeauTb O BO3MOKHOCTH Pa3BUTHS TOJOBOKPYKEHUS WIM CUMIITOMOB
HapyIIeHus 3peHus (Kak onmucaHo B pasnenax 4.4. u 4.8.).

4.8. HexenaTejbHble peakunu

Pesrome npoduiis 0esonacHocT

HexxenaTenbHble SIBICHUS, CBA3aHHBIE C MPUEMOM JIMHE30JIM/a, OBIBAIOT OOBIYHO JIETKOM MU
CpenHEel CTeneHU BBIPAXKEHHOCTH. Yalie ocCTaJbHBIX OTMEdaloTcs Auapesi, rojioBHas O0Jib,
TOIIHOTA, PBOTA.

PesroMe HexxenaTeabHbIX peaKIui

[To mamapiM BcemupHoi opranuzanmu 3apaBooxpaneHus (BO3) nexemarenbHble 3P deKTh
KJIacCU(UITUPOBAHBI B COOTBETCTBUY C UX YACTOTON Pa3BUTHS CIEAYIOMIAM 00pa30M: OUY€Hb YacTO

(> 1/10), gacto (> 1/100, vo <1/10), Hewacto (> 1/1000, HO <1/100), penko (> 1/10000, Ho

12
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<1/1000), ouensb pexxo (<1/10000), qacToTa HEH3BECTHA — i 1_'1c; '&ﬁé&lﬁﬁ\l—%ul{;ml VCTaHO'BI/ITB

MY OTYETY

YaCTOTY BO3HUKHOBCHUSA HC MPCACTABJIAIIOCH BO3MOKHBIM.

B3spocnvie nauuernmot

Hngpexyuu u unsasuu: 9acTo — KaHAUIO03 (B TOM YHMCIE, KAHIUA03 TOJOCTH PTa, BarMHAIBHBIN
KaHAW103), TPUOKOBBIE WH(EKIMH;, HEYaCTO — BAarMHWUT, PEAKO — KOJIUT, BBI3BAHHBIN
MPUMEHEHUEM aHTHOUOTHKOB (B TOM YHMCIIE, TICEBJOMEMOPAHO3HBII KOIUT)™*.

Hapywenusa co cmoponvl kposu u aumgamuyeckoll cucmemyl. 4acTO — TPOMOOLUTONIECHUS ™,
aHEeMHUS™*; HEYacTO — MAHIUTONEHUA™, JCHKONMEHUS™, HEHTPOINECHUs, D03MHOPUIHS; PEAKO —
cuaepoOacTHas aHEMUA™; 4acTOTa HEM3BECTHA — MHEIIOCYTIPECCHsT ™.

Hapywenusa co cmoponvl ummyHnot cucmemsl: peIKO — aHapuIakcus™.

Hapywenua memabonusma u numanus: HEYaCTO — TUIOHATPUEMHS, PEAKO — JAKTOAIMI03*.
Tcuxuueckue paccmpoticmea: 4acTo — OECCOHHHMIIA.

Hapywenus co cmopomsl HepeHotl cucmembl: 9aCTO — TOJIOBHAs 00ITb, TOJIOBOKPYKECHHE; HEYACTO
— cynoporu®, nepudepudeckas HeUpomaTus™, U3MECHEHHE BKYCOBBIX OIIYIIECHUH, THUIECTE3Hs,
HapecTe3usi; YacTOTa HEM3BECTHA — CEPOTOHMHOBBINA CHHJIPOM.

Hapywenus co cmoponvl opeana 3peHusi: HEYacTO — HEHpONaTHs 3pHUTEIBHOTO HepBa*,
3aTYMaHEHHOE 3pEHHE™; peIKO — TMOsBIEeHNE Me()EKTOB IMOJCH 3peHus™; yacToTa HEM3BECTHA —
HEBPUT 3PHUTEIBHOTO HEpBa*, MOTeps 3peHHs™, M3MEHEHHUE OCTPOTHI 3PEHUSA™, HM3MEHEHHE
I[BETOBOTO 3pEHUS ™.

Hapywenus co cmopoHbl opeana ciyxa u 1abupunma: He4acTo — 3BOH B yIIax.

Hapywenus co cmopoHbl cepoya: HE4acTO — apUTMHS (TaXUKaPIH).

Hapywenusa co cmoponvl cocy0os: 4acTo — MOBBIIICHUE apTEPHAIBHOIO JaBJICHUS; HEYaCTO —
TpaH3UTOpHAs UIIeMHUYecKas aTaka, piaedut, TpoMO0(pIeOuT.

JKenyoouno-kuuwieynvle Hapyulenus: 9acTo — PBOTA, IUapesi, TOITHOTA, JIOKATM30BaHHAS WA
TeHepalIM30BaHHass O00Jb B 00JIACTH JKMBOTA, BKJIIOYAsl CIIa3Mbl B JKUBOTE, 3aIOp, IMCIICIICHS,
HEYACTO — CMIa3MBbl B )KUBOTE", B3yTHE )KMBOTA, H3MEHEHHE 1IBETA A3bIKa*, MAHKPEaTHT, FACTPUT,
CYXOCTb BO PTY, TJIOCCHUT, XKUAKUH CTYJ, CTOMATHUT, IIPOYNE HAPYIICHHUS COCTOSIHUS S3bIKA; PEIKO
— IMTOBEPXHOCTHOE U3MEHEHHE IBETa 3yOOB*.

Hapywenus co cmopomnsl neueHu u icenuesble00aujux nymeil: 9acTo — U3MCHEHUE Pe3yJIbTaToB
(GYHKIIMOHATBHBIX TECTOB TEUEHU, MOBHIINICHNE aKTUBHOCTH (DEPMEHTOB Te4YeHH (B TOM YHCIIE,
amannHaMuHOTpancdepassl (AJIT), acnapraTaMuHOTpaHCc(epasbl (ACT), LIEJI0YHOM
docdarassl (I1[D)); HEUACTO — MOBBIIICHUE KOHIIEHTPAIUU 00IIero OuinpyonHa.

Hapywenus co cmopoHvl Kod#cU U NOOKOJICHOU KIeMm4amKu: 4acTo — 3y[A, CBIb*; HEYacTO —
OyJuIe3HbBIE TOPAXKECHHS KOKH, TSHKENbIE KOXKHBIE HEXKeNaTelIbHbIC peaKIIiH, aHTHOHEBPOTHUECKUN

OTGK*, KpannMBHHLA, ACPMATUT, ITOBBIIICHHAA TOTJIUBOCTDL; PCIAKO - TOKCHYSCKUH BHHHepMaﬂbeIﬁ
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R S e
Hexpomus*®,  cunapom CrtuBeHca-J[oHCOHATS, acilV AT o B e S G et e+,

aJIoMeLus.
Hapywenusa co cmopoHbl MbluieyHOU, CKelemHOU U COeOUHUMENbHOU: TKAaHU pPEeIKo —
pabmomuonus*”,

Hapywenus co cmoponvl nouex u mMouesvlgo0Auux nymeti: 4acTo — MOBBIIIEHUE KOHIIEHTPAI[UU
MOYEBUHBI B KpPOBHM; HEUYACTO — IMOYEYHAs HEAOCTATOYHOCTb, MOBBIINICHUE KOHIICHTPALUU
KpeaTHHHHA B IJIa3ME KPOBH, MOJIUYPHUS.

Hapywenus co cmoponst penpodyKmugnot cucmembsl U MOJOYHBIX Jicejle3: HEYacTO — HapyIICHUS
CO CTOPOHBI BJIAraJivila U BYJIbBBI.

Obwue napyweHnus u peakyuu 6 mecme 66e0eHus: 9aCTO — JTUXOPaaKa, JOKAJIM30BaHHAs OO0JIb;
HEYaCTO — 03HOO, YTOMIIIEMOCTb, XKaXK/a.

Jlabopamopnvie u uncmpymenmanvbHvle OaHHble: YaCTO — OTKJIOHEHHWE O HOPMBI IMOKa3aremneit
(GYHKIMM TIeYeHHU, TIOBBIIIEHHE KOJMYEeCTBa HEHUTPO(UIOB, HSO3UHO(DHUIOB, CHHKEHUE
reMOIJIOONHA, TeMaTOKPUTA WM YHCIa SPUTPOLIMTOB, TOBBIIICHUE WM CHUKCHHE KOINYECTBA
TPOMOOLIUTOB ~ WM  JICHKOIIMTOB,  TOBBINICHHWE  AKTUBHOCTU  JIAKTATACTHAPOTEHA3HI,
KpEaTHHKUHA3bl, JMMNa3bl, amMWia3bl, MOBBIIIEHWE KOHIEHTPALMM TJIOKO3bl HE HATOILAK,
CHI)KEeHHE o011ero Oenka, aab0yMuHa, HATPUs WK KalbIHsl, TOBBIIIEHUE WM CHIYKEHUE Kalus
WIH THIPOKApOOHATOB; HEYACTO — OTKJIOHEHHE O HOPMBI IeMaTOJIOTUYECKUX MOKa3aTeNei,
MOBBIIICHUE COJEPKAHUS HATPHUS WIM KajblUs B IUIa3ME€ KPOBU, CHUXKEHUE KOHIICHTPALUU
[JIFOKO3bl HE HATOIAK, NOBBIIIEHUE WA CHU)KEHHUE XJIOPUIOB KPOBH, MOBBIIICHUE KOJIMYECTBA
PETUKYJIOIUTOB, CHU)KEHHUE KOJIMYECTBAa HEUTPOPHIIOB.

* HexxenmaTenbHbIC PEaKIU, BBISIBICHHBIE B TIOCTPETHCTPAIIMIOHHOM TIEPUO/IE.

Y YacroTa HeXenmaTeNnbHBIX SBICHHH, NPEICTaBIEHHAs OLEHOYHOH BepXHeil rpaHmuei 95%
JIOBEPUTEIIBHOTO MHTEPBaJia, PACCUMTAaHHOM ¢ Ucnoib30oBanueM «lIpaBuia 3».

# HexemnarenpHbie peaKIMu «CTHa3Mbl B JKUBOTE» OMpenestorcs o kinaccudukaruu MedDRA
KaK TEPMHUH HUKHETO YPOBHS, & HE IPEANOYTUTEIbHBIA TEPMUH.

" Cwm. paznen 4.4.

Crnenytomue noOounble 3QGEeKThl Npy MPUMEHEHUH JIMHE30/IU/Ia B PEAKUX CITydasX OTHOCHIINCH
K KaTeTOpUU CEphE3HbIX: JJOKAIIM30BaHHAs 00JIb B 00JIaCTH )KMBOTA, TPAH3UTOPHAS UIIIEMUYECKast
aTaka, apTephalibHasi TUIIEPTEH3USI.

B KoHTponupyeMbIX KIMHUYECKUX MCCIEOBAHUAX, B KOTOPBIX JIMHE3O0JUJ MPUMEHSIICS
MakcUMyMm 28 nHeH, TOJIbkO y 2 % mnaimueHToB pa3BHBaach aHemus. [Ipu mpumeHeHun
HE3aperuCTPUPOBAHHOIO IperapaTa B paMKax MPOrpaMM paHHEro JOCTYMNa s MalHUeHTOB C

KHU3HEYrpokatomuMu uHpekmmamu, y 2,5 % (33/1326) mnamueHToB, KOTOpBIE IMOIyYald
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. (0o BA HOC TR OO0
auHe3omua < 28 nHel, pa3BuUBanach aHEMHs, B_TO BD@DM’ KJEM'HB—ME@MHTWHGSOHIHHa

Oonbire 28 gHE, anemus pasBuBanack y 12,3 % (53/430) namueHTos.

CooTHOIIIEHNE CITyYyaeB Pa3BUTHsI aHEMHUH, TpeOyroliell nepenuBaHusi KpoBH, cOCTaBUIO 9 %
Cpeau MalKueHTOoB, Moydarouux JuHe3onua < 28 nueit (3/33) u 15 % (8/53) B Tex cimyyasx, korna
JUHE30JU PUMEHsUTH OoJiee 28 mHel.

B xome mposeneHuss MHOIOLICHTPOBOIO, MPOCHEKTUBHOIO, PaHAOMHU3HPOBAHHOIO JIBOWHOIO
cienoro, IUanebo KOHTPOJMPYEMOTO HUCCIEIOBaHHMS IO OIeHKe 3((EeKTUBHOCTH H
MEPEHOCUMOCTHU peXrMa XUMHOTEPANUY, BKIKOYAIOIIEro Mpernapar JIMHE30 1, Y MallueHTOB ¢
TyOEpKYJIe30M JIETKUX C MHOKECTBEHHOM JICKAPCTBEHHOM YCTOMYMBOCTBIO M. tuberculosis, Obumn
BBISIBJICHBI HEJKEJIATEIbHbIE PEAKIUU:

Hapywenusa co cmoponvl kposu u aumgamuyeckol cucmemsl: 4acTOTa HEM3BECTHA — aHEMHUS,
303UHODUITHS.

OHOOKpuHHbIe HapyuleHus: YacTOTa HEW3BECTHAa — THUIOTUPEO3, IIOBBIIIEHUE YpPOBHS
TupeoTponHoro ropmona [TTT].

Tlcuxuueckue paccmpoticmea: 4acToTa HEU3BeCTHA — OECCOHHUIIA, TAPOKCHU3MAIIbLHOE TPEBOKHOE
paccTporCTBO, MNIAKCUBOCTH, TPEBOT'A, PACCTPOUCTBO AMOIUI U MOBEACHUS.

Hapywenus co cmoponsi HepeHOU cucmempl. 4aCTOTa HEU3BECTHA — I'OJIOBHAsI 0OJIb, Cy10POTH,
TPEMOP pyK, UYYBCTBO OHEMEHMS B KOHEYHOCTH, HEBpAJIrWs TPONHUYHOIO HEpBa,
TE€HEpaJIM30BaHHbBINA CYIOPOKHBIA MPUNATO0K, TOTEPS COZHAHUS.

Hapywenus co cmopomnsi opeana cnyxa u 1abupunma: 4acTOTa HEU3BECTHA — CHIIKEHHE CIIyXa,
3BOH B yIlIaX.

Hapywenus co cmoponul cepoya: 4acToTa HEU3BECTHA — CUHYCOBAsl apUTMUS, HAJDKEITYJ0UKOBAs
AKCTPACUCTOJINSA, CHIDKEHUE cerMeHTa ST Ha aJIeKTpoKapAnorpamme.

Hapywenus co cmoponsl OvixamenvHoli cucmemsl, opeano8 2pyoHoU KIemKu U cpe0oCmeHUs:
4acTOTa HEU3BECTHA — Kalllellb C MOKPOTOH, KaTapaibHbIi PUHO(APUHTUT.
Kenyoouno-kuweynvle napyuienus: 4acToTa HeM3BeCTHA — O0OJIb B SMUTACTPUH, TUCHICTICHYECKHE
SIBIIEHUS, TOIIHOTA, PBOTA, SPO3UBHBIN racTpUT.

Hapywenus co cmoponsi neuenu u sxcenuegbleo0aujux nymetl: 4acToOTa HEU3BECTHA — IOBBIIIICHHE
AKTUBHOCTH (DEPMEHTOB ME€YEHH, TeNaTOTOKCUYHOCTb.

Hapywenus co cmoponvl Kodcu u nOOKOJMCHbIX MKAHel: 4acTOTa HEU3BECTHA — 3YyJI KOXKHBIX
IIOKPOBOB, MEIMKAMEHTO3HOE aKHE.

Hapywenus co cmopoHvl MbluieuHol, CKenemHotl u coeOUuHUmenbHoU MKaHU: 4acToTa HeU3BECTHA
— apTpairus, 00JIb B CyXOKUITUX.

Hapywenus co cmoponbl nouek u Mouebl@O0AWUX nymei: YacTOTa HEU3BECTHA —

THIIEPYPUKEMHUS, HEPPOTOKCHUHOCTb.
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Hapywenus co cmoponvl penpodykmusHou cucniembsl u %};Io;:ﬂb%g EECQIEJF_!)TZF ensée—c‘-ma —

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

rajlakTopesi.
Obwue napywenus u peakyuu 8 mecme 86e0eHus: 4acTOTa HEM3BECTHA — OTBPAICHHUE K IMHUIIE,
norepss anmerurta, ¢GeOpuiabHas TeMIleparypa, IMOKPacCHEHHE IO XOJy TIOJKOXKHBIX BEH.
Jlabopamophvie u uncmpymenmanvHble OaHHble: YaCTOTa HEU3BECTHA — CHUKEHHE KOHIIEHTPAII
KaJus B TUIa3Me KPOBH.

CTU
JlanHbIe 110 6€30MACHOCTH, TTOJTYYEHHBIC B KIIMHUYECKUX HUCCIIEIOBAHMAX ¢ ydacTrem Ooisee 500
MalMeHTOB JETCKOTO Bo3pacTa (C poxkaeHuss 10 17 JeT), He YKa3bBaloT, 4TO TPOodHIIb
0€30IaCHOCTH JIMHE30JIUAA Ui AeTell oTiIndaeTcst OT npoduiist 6€30MacHOCTH IS B3POCIBIX.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo61ath 0 mo103peBaeMbIX HexKeNaTeNbHbIX PEaKIUAX MOCe perucTpaluy npemnapara ¢
HeNbl0  OOecreueHus: HENpPepbIBHOTO MOHUTOPUHTA COOTHOILEHHUS «I0JIb3a — PUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIyeTCsl COOOIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATEIBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HallMOHAIbHBIC
CUCTEMBl COOOILEHUS O HEXeJIaTeNbHbIX peakIusiX TrocyJapcTB — ujeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

®denepanbHas ciry:k0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomaib, 1.4, ctp.1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAITTOHHON ceTu «nTepHeT:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnTOMBI

O cnyyasix mepe103upOBKU JTMHE30JIMAA HE COOOIIANIOCH.

JleueHue

PekoMenayercss cuMmTomMaruyeckoe JedeHue (B TOM 4YHCIE HEOOXOJUMO MOAJIEPKUBATH
CKOPOCTh KIIyOOukoBOHM (uibTpanuu). Her naHHBIX OTHOCHUTENBHO YCKOPEHHMsSI BBIBEIICHUS
JUHE30/IMJa TpPH TEPUTOHEANbHOM Auanuie wiu remomnepdysuu. [Ipumepno 30 % 103w

BBIBOJUTCA B TCUCHUC 3y pu reMOoJuain3e.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoJsioruyecKkue cBoiicTBa

16


http://www.roszdravnadzor.gov.ru/

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 17.07.2025 N= 17832

®apMakoTepaneBTUYeCKas Tpynna: aHTUOaKT epnanbﬁﬂéj:caéi%%%“gﬁwéﬁg& :'zl;l'ﬁ ! -I}anﬂ;

IpyTrHe aHTUOAKTEpUaTbHBIE CPEICTBA.
Kox ATX: JO1XXO08

MexauusM aeiictus 1 dhapMakoaruHaMudeckue YO hEKTHI

JIuHE30/M], CHHTETHYECKHI aHTHOAKTEepHAaJIbHBIM Tpernapar, OTHOCHTCS K HOBOMY KIJIAacCy
MPOTUBOMHUKPOOHBIX CPEJICTB, OKCA30JUIMHOHAM, aKTHBHBIX i1 Vitro B OTHOIICHUU a3pPOOHBIX
IPaMIIOJIOKHUTENbHBIX OaKTepuil, HEKOTOPHIX TI'PAMOTPHULIATENIBHBIX OaKTepHi M aHadPOOHBIX
MHUKPOOPTraHu3MOB. JIMHE30/IU CEIEKTUBHO MHTUOMPYET CHHTE3 Oenka B OakTepwsx. 3a cyer
CBSI3BIBAHUS C OAKTEPUATHHBIMH pubocoMaMu OH MpEeA0TBpAIAET oOpaszoBaHue
(YHKIHOHATIBHOTO HHAYIUPYIOIIEro koMiuiekca 70S, KOTOPBIii SBISIETCS BaXKHBIM KOMIOHEHTOM
mporecca TPaHCISAIUY TIPH CUHTE3€e Oelka.

YyBCTBUTEILHOCTD

llpenapam axmueen in vitro u in vivo 8 OMmHOULEHUU.

I pamnonoorcumenvmvix 03D0606

Enterococcus faecium (BKiIt04asi ITAMMbI, PE3UCTEHTHBIE K BAHKOMUIIUHY ),
Staphylococcus aureus (BKITt0Yasi METHIIIUTHHPE3UCTEHTHBIC IIITAMMBI ),
Streptococcus agalactiae,

Streptococcus pneumoniae (BKJIt0Uasi HOJUPE3UCTEHTHBIE IITAMMBI),
Streptococcus pyogenes.

Jlpyaux Mukpoopeanuszmos

M. tuberculosis.
Ilpenapam axmueen in vitro 6 OmHoweHul:

I pamnonoorcumenbrvix 03D0606

Enterococcus faecalis (BkItouasi ITaMMBbI, PE3UCTCHTHBIE K BAHKOMUITUHY ),
Enterococcus faecium (11TaMMbl, 4yBCTBUTEIbHBIE K BAHKOMUIIUHY ),
Staphylococcus epidermidis (Bkito4ass METUIIMJTHHPE3UCTEHTHBIE IIITAMMBI),
Staphylococcus haemolyticus,

Streptococcus spp. epynnul Viridans,

I pamompuyamenvHbix 613170608

Pasteurella multocida.

Pezucmenmuvie k nune3onudy MuKpoopeanusmol.:
Haemophilus influenzae,

Moraxella catarrhalis,

Neisseria spp.,
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(NOCNEQCBATENEHOCTE 0002)

Enterobacteriaceae spp.,

Pseudomonas spp.

Pe3ncTeHTHOCTD

MexaHmM I[eﬁCTBHH JIMHE30JInIa OTJINYACTCA OT MCXAaHU3MOB ,Z[GI>'ICTBI/I$I HpOTI/IBOMI/IKpOGHBIX
npenapaTroB APYruX KIAcCOB (HAMpUMEp, aMHUHOTIMKO3HWIOB, O€Ta-JTakTaMOB, aHTaroHHUCTOB
GoNMeBO  KUCJIOTHI, TJIUKOIENTHUIIOB, JIMHKO3aMHUJIOB, XHHOJIOHOB, pHU(DaMIUIIMHOB,
CTPENTOTPAMHUHOB,  TETPALUKIMHOB M  XJOpaM(EHHUKOJIa), TOITOMY  IEpPEKPECTHON
pGSI/ICTeHTHOCTI/I MG)K,Z[y JIMHC30JINIOM U OJOTHMHU HpenapaTaMH HEC CYH_IGCTByeT. .HI/IH€30.HI/II[
AKTUBCH B OTHOIICHUHN TIIAaTOI'CHHBIX MI/IKpOOpI‘aHI/IBMOB, KaK ‘-IYBCTBI/ITGJIBHBIX, TaK H
PE3UCTEHTHBIX K 3TUM TpenaparaM. Pe3nCTEeHTHOCTH 110 OTHOIIECHHUIO K JIMHE30JIUy Pa3BUBACTCS
MEJUICHHO ITyTeM MHoroctaguiiHon mytanuu 23S pubocomansHo PHK m mpoucxomut ¢

gactoToii menee 1 x 107 —1x 10711,

5.2 dapMaKOKHHEeTHYECKHE CBOIiCTBA

AbGcopbuus

[Tocne mpueMa BHYTPH JHMHE30JIUA OBICTPO M HMHTEHCHBHO BCACHIBAETCS W3 JKETYOYHO-
KHIIIEYHOTO TpakTa. MakcuManbHas KOHIICHTpAIs JIMHe30auaa B rmaa3Me KpoBH (Cmax) — 21,2
MT/JI, CPETHUIN TEeproj BPEMEHU 0 AOCTHKEHHS] MAKCUMAaJIbHON KOHIICHTpAIUH JIMHE30JI1/1a B
KpOBH (TCmax) — 2 4, aGcomoTHass OMOAOCTYNHOCTh cocTaBisieT okoso 100 %. Ilpuem nuiym He
BIMSET HA BCachlBaHUE JIMHE30JUJa. PaBHOBECHas KOHIICHTpAIUS JHHE30JIUIa B KPOBU
JIOCTUTaeTCs Ha 2 IEHb IpUeMa.

Pacnopenenenue

O6beM pacnipeiesieHus TMHE30JUAa MPH JOCTHKEHUN PABHOBECHOM KOHIIEHTPALMH Y 3J0POBOTO
B3pOCIIOTO 4YeloBeKa cocTaBisieT B cpeaqHeM 40 — 50 1, 4TO TpPUMEpPHO paBHO OOMIEMY
COJIep>KaHUI0 BOJIBI B opranu3mMe. CBsi3piBaHMe ¢ OeIKaMu I1a3Mbl KpoBH cocTaBisieT 31 % u He
3aBHCHUT OT KOHLIEHTPALIUU JIMHE30JI1/1a B KPOBH.

Buorpancdhopmarims

YcTaHoBieHo, 4To U30(epMeHThI IUTOXpoMa P450 He ydacTBYIOT B MeTa0OIM3Me JTMHE30IUA in
vitro. JluHe3omua HE MHTHOMPYET W HE MOTCHIMPYET AaKTUBHOCTb KIMHUYECKH Ba)KHBIX
nzodepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Mertabonuueckoe OKHCIEHHE NPUBOJUT K OOPa30BaHUIO JABYX HEAKTUBHBIX META0OIHUTOB —
THIPOKCUATUITIMIMHA (OCHOBHOM MeETa0OMUT y desloBeKa, oOpa3yercsi B pe3ysbraTe
HE(EPMEHTATUBHOTO TIPOLIECCa) U aMHHOATOKCHYKCYCHOM KHCIOTHI (0Opa3yercss B MEHBIIUX

KonnuecTBax). Takke onmucaHbl Apyrue HeaKTUBHBIE METAOOIHTHI.

OIMMUAHALS
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o (O OB L HOCTH 0002
BHenoueuyHslil KIMPEHC COCTaBIseT OKoJIOo 65 Y% Kaupenca HMHJ%@EEJIHJ@P‘IHGMHOBH

JMHE30JIMJa OTMEYAETCsl HeOOIbIIast CTeTeHb HETMHEHHOCTH KIIMPEHCa. DTO MOXKET OOBACHATHCS
CHI)KEHHMEM I10YEYHOI0 M BHEMOYEYHOIO KJIMpPEHCa MPH BBICOKON a03€ nuHezonujaa. OmHako
pa3nuuMsl KIMPeHCca HEBEJIMKY U HE BIUSAIOT Ha KQXYLIHIICS epro.T OTyBbIBEICHUS.
Jlune3onuy y ManMeHTOB ¢ HOPMaJbHON (PYHKITMEH MOYEK W MPH MOYEYHON HETOCTAaTOYHOCTH
JETKOW W CpeJHEHl CTENeHU BBIBOJUTCS IOYKaMU B BHJe TuapokcwdTmirvuuHa (40 %),
aMUHOATOKCUYKCycHOUM KucioThl (10 %) u B HensmenennoM Buze (30 — 35 %). Kumeunukom
BBIBOJIUTCS B BUJE TUAPOKCUATHITINIUHA (6 %) 1 aMUHOITOKCUYKCYCHOM KUCIOTHI (3 %).
JluHe3onu B HEU3MEHEHHOM BUJE MPAKTUYECKH HE BHIBOJAUTCS KUIIEYHUKOM.

[Iepuoa nonyBeIBENCHNS JIMHE30JIM1A B CPEAHEM COCTABIIAET 5 — 7 4.

TloyeyHas HENOCTATOYHOCTD

[Tocne opnokpaTtHOro mnpuema 600 Mr JHMHE30JMa MALMEHTAMH C TSKEJIOW MOYEYHOMN
HEJO0CTAaTOYHOCThIO (KJIMpeHC KpeaTuHUHa < 30 MII/MUH) KOHIIEHTpAIUS JABYX €r0 OCHOBHBIX
MeTaboIuTOB Bo3pacTtaia B 7 — 8 pa3. OlHAKO yBETHMUEHUS IIOMIAAH O] KPUBOH «KOHIICHTPAIHS
—Bpems» (AUC) ucxoaHoro npenapara He Ha0IroAaI0ch. HecMOTpst Ha TO, 4TO TP TeMOIUATTN3e
BBIBOJIUJIOCH HEKOTOPOE KOJIMYECTBO OCHOBHBIX META0OIUTOB, X KOHIIEHTPAIIHS B TIa3Me KPOBU
nocie npueMa 600 Mr IMHE30/111a U TPOBEICHUS IPOLEAYPhI JUATN3a OCTABAIACH CYLIECTBEHHO
BBIIIIC KOHIEHTpPAIlMM B KPOBU Y IMALMEHTOB C HOPMaIbHOW (YHKIMEH IOYEK, JIETKOW WU
CPEAHETSKEIION MMOYEYHON HEJOCTATOYHOCTHIO.

IleueHOYHAS HEJOCTATOYHOCTh

Nmerotcs orpaHnyeHHbIC JaHHBIE, YTO Y MAlMEHTOB C JIETKOW M CPEIHETSIKENION MEeYEeHOYHOM
HelocTaToyHoCThio (Kmacc A u B mo knaccudukanmm Yainn-IIeo) QapmakokuHeTHKA
JTUHE30JIM/IA U IBYX €r0 OCHOBHBIX META00IUTOB He N3MeHseTcsa. DapMaKkOKWHETHKA JIMHE30JIH/ 1a
y TAaIMeHTOB C TSDKEJION TEYeHOYHOW HemocTtaTouyHOoCThi0 (kiace C mo kimaccupukanuu
Yaitnnllero) He nzydanack. OgHAaKO, MOCKOIBKY JIMHE30JU] METa00IM3upyeTcs HehepMEHTHBIM
MyTeM, TO HE OXHUIAeTCs 3HAUYMMOTO HapyIIeHUs ero wmeraboim3ma Mpu TEUYCHOUYHOMH
HEIOCTATOYHOCTH.

JInIa moKMUJIoro Bo3pacra

Y NOXuipIX MAalMEeHTOB B Bo3pacTe 65 yer u crapmie (apMaKOKWHETHKA JIMHE30JIHIa
CYIIIECTBEHHO HE M3MEHSIETCSI.

JKeHIuHbI

V sxeHuIuH OoJiee HU3KKUE 00BEM pacipeeneHus u kiaupenc (Ha 20 % menble) u 6oJiee BbICOKast
KOHIIEHTpaLUs B IUIa3Me, ueM y MykuiH. KoHIleHTpaIus IMHe30I1Aa B I1a3Me KPOBH JKEHILUH
BBIIIC, YCM Y MYXYHUH, YTO MOXCT OTHACTHU O6’b}ICH}ITBC}I pasiinuussMu MaccChbl TCJIa. O,Z[HaKO,

IMOCKOJIBKY TMCpHUOA IMOJIYBBIBCACHUSA JIMHC30JIU[Aa Y MYXYUH H KCHIIUH CYHCCTBCHHO HC
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OTIIMYACTCA, HCT MMOBOJAa OXHAATh ITOBBIIICHUS KOHHGH%HHEMSOE%E$ g Kp B'I/I'}KGHHII/IH

BBIIIIE IEPEHOCUMOT0 YPOBHS, TaK YTO KOPPEKIIUHU 1036l HE TpeOyeTcs.

CTH

VY moapoctkoB (12 — 17 ner) papmMakoKMHETHKA JTHMHE30IMIa, IPUHATOTO B j03¢ 600 mr, HE

OTJIMYANaCh OT KMHETHKHU B3pOCHBIX. Takum 00pa3oMm, MpH Ha3HadeHWH nompoctkam 600 mr

JTUHE30JIMa Kaxaple 12 9 ero KOHIEHTpanus OyIeT TaKOH ke, KaK Y B3pOCIIbIX MPU Ha3HAYCHUU

TOW K€ JI03EL.

VY nereii B Bo3pacTe 10 12 et mpuMeHeHne JTUHe30uaa B 03¢ 10 MI/KT eKeTHEBHO KaXKbie 8

4acoB MO3BOJISIET JOCTUYbL TOM K€ JKCIO3UIMU, YTO U Yy B3POCIBIX NpH npumeHeHuu 600 mr

JIMHE30JIM/J1a IBa pa3a B ACHDb.

6. @®APMAIEBTHYECKHE CBOMCTBA

6.1. IlepedyeHb BcmoMoOrateJibHbIX BellleCTB

JIngesomua, 200 Mr, TaOJIETKH, OKPBITHIE INIEHOYHOH 000I0YKO.

Cocmae aopa:

[emmono3a MUKPOKpUCTAILTHYECKAs

Kpaxman kykypy3Hblid

Kapb6okcumeruiakpaxman HaTpHs

Marnus creapat

Cocmag obonouxu:

[ ApOKCUTTPOTTMIIMETHIILIEILTIOI03a (TUIIPOMEIIO3a)
[TommaTrnenrimukons 6000 (Makporos 6000)
Jnokcua tTutaHa

Tanbk

Kpacutens xene3a OKCU KpacHBIN

Kpacurens xeneza OKCUI KEIThIN

JIunezomua, 300 Mr, TabJIETKHU, MOKPHITHIE ILIEHOYHON 000JI0UYKOM.

Cocmae aopa:

[lemro103a MUKpOKpUCTAIUINYECKAS]
Kpaxman kykypy3HbIil
Kapbokcumerniakpaxmain HaTpUs
Marnus creapat

Cocmas obonouku:

[ ApOKCUTTPOTTMIIMETHIILIECILTIOI03a (TUIIPOMEIIO3a)

[TommaTrnenriukonb 3350 (Maxkporoi 3350)
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Jnokcua TuTaHa

Tanpk
[Mommaexcrposa (E1200)
Kpacurens xeneza OKCUI AKEIThIN

JInresomma, 400 Mr, TabJIETKH, OKPHITHIE INIEHOYHOH 000I0YKO.

Cocmae aopa:

emntono3a MUKpOKpUCTaIIINYECKast
Kpaxman kykypy3HbIil
Kapbokcumeruiakpaxman HaTpHs
Maruus creapat

Cocmag obonouxu:

I'uapokcunpoNnUIMETHIILIEIITION03a (THIIPOMETLIO3a)
Momustunenrmukons 400 (Makporon 400)
[TommaTrnenrimukons 6000 (Makporos 6000)
ITonMBHUHUIIOBBINM CIUPT

Jnokcua TuTaHa

Tanbk

HNuaurokapmun

JIngesomua, 600 Mr, TabJIETKH, OKPHITHIE INIEHOYHOH 000I0YKO.

Cocmae aopa:

Lemntono3a MUKpOKpUCTaIIINYECKast
Kpaxman kykypy3Hblid
Kapbokcumeruiakpaxman HaTpHs
Marnus creapat

Cocmag obonouxu:

[ ApOKCUTTPOTTMIIMETHIIIIEILTIOI03a (THUIIPOMEIIO3a)
[Momustunenrmukons 6000 (Makporon 6000)
Jnokcua TuTaHa

Tanbk

KpacuTrens xene3a okcu KpacHbIH

Kpacurens xeneza OKCUI AKEAThIN

6.2. HecoBMecTUMOCTD

He npumenumo.
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6.3. Cpoxk rognocru (CpoOK XpaHeHHU)

3 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Nipu TemnepaTrype He Boiie 25 °C.

6.5. Xapaxrep M coaepkaHue NEPBUYHON YIIAKOBKH

TabneTku, MOKPHITHIE MIeHOYHOM 0060104K0i 200 mr, 300 mr, 400 mr, 600 Mmr.

[To 10 TabneTok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY M3 IUIEHKHU IOJMBUHMWIXJIOPUAHON U HOJIBIH
ATIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 1, 2 nwau 3 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK BMECTE€ C HMHCTPYKIHUEH MO MPUMEHEHUIO
[IOMEIIAIOT B ITaYKy U3 KapToHa. [lauky momemaror B rpyInoByIO yIaKOBKY.

6.6 OcoOble Mepbl NPeJOCTOPOKHOCTH TPH YHUYTOKEHHWHM HCHOJIb30BAHHOTO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus:
JIEKApPCTBEHHOI'0 MpenaparTa ujim padoTbl ¢ HUIM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIHIMUOHHOI'O YAOCTOBEPEHU S
Poccuiickas @enepanus

000 «DapmKonmenT»

171261, Teepckast 0611., paiton KonakoBckwuii, nrt Penkuno, yi. 3aBoackas, 1. 1b
tenedon: +7 (499) 703-51-15

7.1. IlpencraBuTeb JAep:KaTessi peruCTPAIIMOHHOI0 Y0CTOBEPEHUs

[Iperen3un noTpeOUTENEH HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs
000 «PapmKonuent»
171261, Tepckas 06:., paiion KonakoBckuii, nrt Penkuno, yi. 3aBoackas, 1. 1b

Tenepon: +7 (499) 703-51-15

8. HOMEPA PETUCTPAIIMOHHBIX YIOCTOBEPEHHI

9. JIATA IEPBUYHOM PETUCTPAIIMU (ITOJATBEPKJIEHUS PETUCTPAIIUHN,
INEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:
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10 JATA IIEPECMOTPA TEKCTA

OO01mas xapakTepruCcTUKa JIEKapCTBEHHOTO mpenapara JInnezonua noctynHa Ha THGOPMAITMOHHOM
noprtaiie EBpa3uiickoro ’3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«uTeprer» http://eec.eaeunion.org/
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