COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.07.2025 N= 13846

(NOCNELOBATENBHOCTb 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITIAPATA

JIAVMHE3-ITAHBHO, 100 mr, TabiaeTk, MTOKPBITHIC TUICHOYHOH 000JI0UKOMH
JIAMHE3-ITAHBHO, 200 mr, TabneTtky, MTOKPBITHIE TUICHOYHOM 000JI0UKOM
JIAVMHE3-ITAHBHO, 300 mr, TabiaeTkH, MTOKPBITHIC TUICHOYHON 000JI0YKOMH
JJAMHE3-ITAHBMO, 400 mr, Tabnerky, MTOKPBITHIE TUICHOYHOM 000JI0YKOM
JIAVMHE3-ITAHBHO, 600 mr, TabiaeTk, MTOKPBITHIC TUICHOYHOH 000JI0UKOMH

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JelicTBytoliee BEUIECTBO: JIMHEZO0IU.

JJAMHE3-ITIAHBHO, 100 mr, TaGIeTKu, OKPBITHIE INICHOYHOM 060I09KOi

Kaxxnas Tabnerka, mokpbITas INIEHOUYHOM 000710uK0H, coaepxuT 100 Mr nuHe3omuaa.
JJAMHE3-ITAHBHO, 200 mr, TabJIeTKH, TOKPBITHIE INICHOYHOMN 060I0YKOi

Kaxxnas Tabnerka, mokpbITas INIEHOUYHOM 00010uK0H, coaepxkuT 200 Mr aTuHe30IMAA.
JJAMHE3-ITAHBHO, 300 mr, TabIeTKH, IOKPBITHIE INICHOYHOMN 060I0YKOi

Kaxxnas Tabnerka, mokpbITas INIEHOUYHOM 00070uK0H, coaepxuT 300 Mr auHe30IMaA.
JJAMHE3-ITAHBHO, 400 mr, TabIeTKH, IOKPBITHIE INICHOYHOMN 060I0YKOi

Kaxxnas Tabnerka, mokpbITas INIEHOUYHOM 0000uK0l, conepxuT 400 Mr auHe30IMAA.
JJAMHE3-ITIAHBHO, 600 mr, TabIeTKH, IOKPBITHIE INICHOYHOMN 060I0YKOi

Kaxxnas Tabnerka, mokpbITas INIEHOUYHOM 00010uK0H, coaepxuT 600 Mr auHe30IMAA.
BcnomoraTenbHble BEleCTBa, HATUYME KOTOPHIX HAJ0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapata: Hatpuii (cM. pasaen 4.4.).

[TonHbIi IepedeHb BCIOMOTaTeIbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE TIIEHOYHOU 0007I0YKOM

JIAMHE3-ITAHBHO, 100 Mr, TabIeTKH, IOKPBIThIE ICHOYHOM 060I0UYKOi

TabneTku, MOKPHITHIE TUICHOYHON 000JI0UKON, KPYTJIOH (hOPMBI, TBOSKOBBIMYKIIbIE O€JI0T0 MU
nmouTu OeNoro IBeTa, riaakue ¢ obenx ctopoH. Ha momepeunom paspese Oemasi mepoxoBaTas
Macca.

JIAMHE3-ITAHBUO, 200 Mr, TabIeTKH, IOKPBIThIE IUICHOYHOM 060I0UKOi

TabneTKu, MOKPHITHIE TNIEHOUHOM 000JI04KOMA, KaTICYJIOBUIHOM (hOPMBI OEIIOT0 MU MTOUTH OEJI0T0
I[BETa, C PUCKOW Ha OJTHOM M3 cTOpoH. Ha momnepedroM paspese Oenmas mepoxoBaTtas Macca.
JJAMHE3-ITAHBUO, 300 Mr, TabIeTKH, IOKPBIThIC UICHOYHOH 060I04KOi

TabneTku, NOKPHITHIE TUIEHOYHON 000JI0UKON, Kpyriaol (opMbl, ABOSKOBBITYKIIbIE OO0 MK
nouTu Oenoro mBeTa, riaajkue ¢ obenx cropoH. Ha momepeuHoM paspese Oenasi miepoxoBaras
Macca.

JJAMHE3-ITAHBUO, 400 Mr, TabIeTKH, IOKPBITHIC IUICHOYHOM 060I0UKOi

TabneTku, MOKPHITHIE TUIEHOYHOM 000JI04KOM, KaNCyJI0BUAHON (hopMbI O€10r0 Uik MovTH 0e10ro
I[BETa, C PUCKOM Ha OJIHOM U3 cTOpoH. Ha momnepeynoM paspese Oenas miepoxoBaTtasi Macca.
JIAMHE3-ITAHBUO, 600 Mr, TabIeTKH, IOKPBIThIE IUIEHOYHOM 060I0UKOM

TabneTKu, MOKPHITHIE TUIEHOYHOM 000JI0YKOMA, KaNICYJIOBHIHOM (hOPMBI OEJI0TO UITH MTOYTH OeJI0T0
I[BETa, C PUCKOW Ha OJTHOM M3 cTOpoH. Ha momnepednoM paspese Oenas mepoxoBaTtas Macca.
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4. KIMHUYECKUE JAHHBIE (MOCNEOQCBATENEHOCTE 0002)

4.1. IToka3aHus1 K IPUMEHEHHUIO

Jleuenue MHPEKINOHHO-BOCTIATUTENILHBIX 3a00JIEBaHUMN, €CITU U3BECTHO WJIM MO103PEBAETCS, YTO
OHM  BBI3BaHbl  YYBCTBUTEIBHBIMU K  JIMHE30JIUJy ad3pOOHBIMH W  aHadPOOHBIMU
PaMIIOJIOKUTEIBHBIMA ~ MUKPOOpPraHM3MaMH  (BKJIOYas HMHQEKLUUH, COMPOBOKAAIOIINUECS
OakTepueMueil) y B3pOCIIbIX U JIeTel cTapiie 3 JIeT:

- BHcOONBHMYHAS  ITHCBMOHHS, BbI3BaHHas  Streptococcus  pneumoniae  (Bkirouas
MOJIMPE3UCTCHTHBIE IITAMMBI), BKJIIOYAs CIydad, COMPOBOXKAAMOIIHMECS OaKTepUeMHEH, WU
Staphylococcus aureus (TOJIBKO METHIIMIIMHYYBCTBUTEIILHBIE IIITAMMEI);

- rocmMTalbHas ~ MHEBMOHHWs,  BbI3BaHHas  Staphylococcus — aureus  (Bkirouas
METHUIMITMHYYBCTBUTENbHBIE U METHIMUIMHPE3UCTEHTHBIE INTaMMbl) wiu  Streptococcus
pneumoniae (BKJtouast MOJIMPE3UCTCHTHBIC ITAMMBI);

- OCJIO)KHEHHbIE HH(EKIUU KOXKM U MITKUX TKaHEW, BKIOYas MHPEKIUU TPU CUHAPOME
«1MabeTHYECKOM CTOIBI», HE COMPOBOXK/IAIOIIMECS OCTEOMHUEIMTOM, BhI3BaHHBIe Staphylococcus
aureus (BkJtouass METUIWUIMHYYBCTBUTEIbHBIE W METHUIMUIMHPE3UCTEHTHBIE ILITAMMBI),
Streptococcus pyogenes unu Streptococcus agalactiae;

- HEOCJIO’KHEHHBIC HH(EKIINU KOXKH 1 MATKHUX TKaHe#, Bei3BaHHbIe Staphylococcus aureus (Tosibko
METHUIMILTMHIYBCTBUTEIIBHBIE MITaMMBI) HIIH Streptococcus pyogenes;

- nHGEKIMU, PE3UCTCHTHBIE K BAHKOMMIIMHY, BbI3BaHHbIe ENnterococcus faecium, B Tom uucre,
COIPOBOXKAAIOIINECS OaKTEpUEMHUEH.

B cocraBe KOMOMHUpPOBaHHOW Tepamuu TyOepKylie3a JEerkuX, BBI3BAHHOTO IITAMMaMH
Mycobacterium tuberculosis ¢ MHO)keCTBEHHO#! JIEKaPCTBEHHOH yCTOWYHBOCTBIO.

[Ipu omnpenenenuu, ABISETCS A Tpenapar JJAMHE3-ITAHBHUO noaxoasimmm JICUCHHUEM,
cielyeT NpPUHUMATh BO BHHUMAaHHUE pE3yJbTaThl MHUKPOOMOJIOTHUECKUX HWCCICAOBAHUN WU
MH(GOPMALIMI0O O PACHPOCTPAHEHHOCTH PE3UCTEHTHOCTH K aHTHOAKTEepHANbHBIM IpernapaTam
cpem TpaMIoNoKuTeIbHEIX Gaktepuit. JAMHE3-ITTAHEUO He akTUBEH MPOTHB MH(EKIHIA,
BBI3BAHHBIX TI'PAMOTPUILIATEIBHBIMU MaToreHaMu. [Ipu TOMO3peHHMH WU TOATBEPKICHUU
rpaMOTPHUIIATEIBbHBIX TATOTEHOB JOJKHA OBITh HavaTa crenuduyeckass Tepanus MPOTHB
rpaMOTPULIATEIbHBIX MUKPOOPTaHNU3MOB.

4.2. Pexxum 103MpOBaHNs U c1IOCO0 NPUMEHEHUs!

PexxuMm n103upoBaHus
[TanineHTOB, KOTOPBIM B Hayalie Teparuu JIMHE30JU]] HA3HAUUIIU BHYTPUBEHHO, B JaJIbHEHIIIEM
MO>KHO MIEPEeBECTH Ha JIeKapCTBEHHbIE ()OPMBI THHE30IUAA AJIsl IpUeMa BHYTPb, IIPU 3TOM MO100p
JI03bI HE TpebyeTrcs, T.K. OMOJOCTYIMHOCTh JIMHE30JMa TIPU MIPUEME BHYTPh COCTABISET MOYTH
100%.
[TpoOKUTETEHOCTD JICUEHHUS 3aBUCUT OT BO30YIUTENS, JIOKATU3ANH U TSHKECTH MHPEKIINH, a
TakKe OT KIIMHU4IEeCKoro ¢ dekTa.
Bspocnvie

[Tokazanus (Bkitouas UHGEKIINH, PazoBas no3a Pexomenayemas
COTIPOBOXKTAFOIITHECS OaKTepUEMHUEH ) MPOJIOKUTEIIEHOCTh
JICUCHHUSI
- BHeOONBPHWUYHAS THEBMOHUS, Bb3BaHHas | 600 wmr BHyTph | 10-14 guei
Streptococcus pneumoniae (Bxirouas | Kaxzasle 12 u
MTOJTMPE3UCTEHTHBIC IIITAMMBI), BKJIIOYAs CIIyJaw,
COIIPOBOXKAAIOIINECS OakTepueMuei, WIH
Staphylococcus aureus (TONTBKO
METULWJJIMHYYBCTBUTEIbHBIEC IITAMMBI);
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- roCiiuTajabHas ITHCBMOHUA, BbI3BaHHAA

JCAEQOBAT

Staphylococcus aureus (BKITFOUAst
MCTUIHJIJIMHYYBCTBUTCIILHBIC n
MCTUIUIIIIMHPE3UCTCHTHBIC IJ_ITaMMbI) HIIN
Streptococcus pneumoniae (BKITFOUast
MOJIUPE3UCTCHTHEIC H_ITaMMBI);

- OCJIO)KHCHHBIC I/IH(i)eKI_[I/II/I KOXHU U MIAT'KHUX
TKaHeH, BKIOYas WH(PEKIUH TP CHHAPOME
«auabeTnuecKon CTOMNBD, HE
COITIPOBOXKAAOIIHNECA OCTCOMUCIIUTOM,
BbI3BaHHBIe Staphylococcus aureus (Bkiroyast
MCTUIUJIIIMHYYBCTBUTCIIBHEIC u
MCTUIHIINIMHPE3UCTCHTHBLIC H_ITaMMBI),
Streptococcus pyogenes wmm  Streptococcus
agalactiae;

- HCOCJIOKHCHHBIC I/IH(I)GKI_II/II/I KOXH U MIATKHUX
TKaHeld, BbI3BaHHBIC Staphylococcus aureus
(TOJ‘IBKO MCTUIUJNIMHYYBCTBUTCIILHBIC H_ITaMMLI)
win Streptococcus pyogenes;

600 Mr BHYTpb
Kaxkple 12 9

10-14 nueit

- WH(EKIMH, PE3UCTEHTHbIE K BAaHKOMHIMHY,
BbI3BaHHBIE Enterococcus faecium, B Tom uucie,
COIPOBOXKIAIOLIKECS OAKTEPHEMUEH.

600 mMr BHYTpb
Kaxpie 12 u

14-28 nHeit

[Ipu TyOepkynese JErkux,

BbI3BAHHOM mraMmmMamMu

Mycobacterium

tuberculosis ¢

MHO’KECTBEHHOMH HeKapCTBeHHOﬁ YCTOIZHHBOCTBIO — 600 mr 1 pa3 B CYTKH C JJIUTCIBbHOCTBIO

TEpanuy B UHTCHCUBHOM (a3e 24 Hexemn.

Oco0nIe T'pYIHIIBI NAIIMCHTOB

Toowcunvie nayuenmoi
Koppexuuu 10361 He TpedyeTcs.
Tayuenmo ¢ noueunol HeOOCMAMoOUHOCMbIO

Koppekuuu no3et He Tpebyercs. B cBs3um ¢ Tem, uto 30% nuHe3onmuaa ynaaiseTcs Mpu
reMOoIMalIu3€ B T€UEHUE 3 YacOB, JTMHE30IHU/ JODKSH IPUHUMATHCS MOCIIE TPOBEACHUS JUATN3a

HalMeHTaM, HyKAaloLMCS B HEM.
Tayuenmol ¢ neyeHoUHOU HEOOCMAMOYHOCHbIO
Koppexuuu 10361 He TpedyeTcs.

cTHu

JluHe3omu[ He celyeT MPUMEHATh Y ieTei B Bo3pacte ot 0 10 3 j1eT 11 JaHHOH JeKapCTBEeHHOM
(OpMBI B CBSI3U C HEBO3MOXKHOCTBIO 00€CTIEUUTh PEXXUM JO03UpoBaHus (cM. paszaen 4.3).

Jlemu om 3 0o 11 nem

MCTUIHUJIIIMHYYBCTBUTCIIBHEBIC IHTaMMI)I);

- rocruTaJibHas ITHCBMOHUA, BbI3BAHHAsA
Staphylococcus aureus (BKITFOUAst
MCTUIHJIJIMHIYBCTBUTCIILHBIC u

[Tokazanus (Biro4ast HHGEKITNH, Pazosas noza Pexomennyemas
COIIPOBOKAAONINECS OaKTeprueMueil) MIPOJOJIKUTEIBHOCTD
JeueHus

- BHEOOJbHUYHAS IHEBMOHHS, BbI3BaHHAsA | 10 MI/KT BHYTpb 10-14 nueit
Streptococcus pneumoniae (BKITIOUAs Kaxaple 8 4

MIOJINPE3UCTEHTHBIE ITAMMBI), BKJIKOYAsl CIy4aH,

CONPOBOXKIAOIIAECS OakTepuemMuen, W

Staphylococcus aureus (TONBKO
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METHLMJUIMHPE3UCTEHTHBIE  INTAMMBI) WU U TUAITEAUBA TENEAUL T UUls)
Streptococcus pneumoniae (BKITFOUAS
MOJINPE3UCTCHTHBIE ITAMMBI);
- OCIIO)KHCHHbIE HMH(MEKIUU KOXKU M MATKUX
TKaHeW, BKJIOYAas WHMEKIWH TPH CUHAPOME
«uabeTHIeCKon CTOIBD», HE
COITPOBOKIAIOIIIUECS OCTEOMUEIIUTOM,
BbI3BaHHBIC Staphylococcus aureus (Bkirouast
METUIWLTUHIYBCTBUTEIbHBIE u
METHIMUTMHPE3UCTCHTHBIC IITaMMBI),
Streptococcus pyogenes wmmu  Streptococcus
agalactiae;
- HEOCIIO)KHCHHbIe MH(EeKuu Koxku u msarkux | Jeru (ot 3 mo <5 10-14 nueint
TKaHeld, BeI3BaHHBIE Staphylococcus aureus aer): 10 mMr/kr
(TONBKO METHIMJUTMHYYBCTBUTEIILHBIC IITAMMBI) | BHYTPh KaXIble 8 U
uu Streptococcus pyogenes; Hetu (5-11 ner):
10 Mr/kr BHYTpb
Kaxapie 12 u
- WH(EKIHH, PE3UCTEHTHBIE K BaHKOMHUIMHY, | 10 MI/KT BHYTpb 14-28 nueit
BbI3BaHHBIE Enterococcus faecium, B Tom vucrre, Kaxiple 8 4
COIIPOBOKAAIONINECS OaKTEPUEMHUEH.

PexxuM 1o3upoBanust st geteid oT 12 1o 18 jier He oTiIMYaeTcs OT pexxuMma J03UPOBAHUS IS
B3pocibix. [Ipemapar He ciefyeT MPUMEHSTh y jaeTedl 10 18 jer mo mokasaHwio: TyOepKyie3
JIETKHX, BBI3BaHHBIN mTammamu Mycobacterium tuberculosis ¢ MaOkecTBEeHHOI J€KapCTBEHHOM
YCTOMYHUBOCTBIO.

Cnoco6 IIPUMCHCHUA

Bnytps. [Ipenapar MOXHO NPUHUMATh KaK BO BpeMs €/1bl, TaK U MEXK]ly IpUEMaMy ITUIIH.
4.3. IlpoTuBONOKA3aHUSA

['MnepuyBCTBUTENBHOCTh K JIMHE30JUAY W/WIM K JIIOOOMY W3 BCIIOMOTaTENbHBIX BEIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

OpnHOBpeMEeHHBIN MPUEM JIMHE30JIM 1A ¢ MTpenapaTaMyi, MHTMOMPYIOIIMMHA MOHOAMUHOKCHIA3bl A
win B (manpumep, ¢eHen3uH, uM30kapOOKca3u[J), a TakkKe B TEUEHHE JBYX HEJeNb Iocie
IPEeKpaleHHs IpueMa Ha3BaHHBIX Iperaparos.

[Tpu oTcyTCcTBUM TIIATEIBHOrO HAONIONEHUS 3a MALMEHTaMHU U MOHUTOPHHTA apTepHalbHOTO
JTaBJICHUSI HE CIIeTyeT Ha3HayaTh JIMHE30JIH /I

- TMalueHTaM C HEKOHTPOJIMPYEMOM apTepHalibHOW THMepTeH3uel, (eoXpoMOIMTOMOMH,
TUPEOTOKCUKO30M, KapIUHOUTHBIM CUH/IPOMOM, OUIOISPHBIM paccTpoiicTBoM,
mu30a¢pHEeKTUBHBIM PACCTPORCTBOM U OCTPBIM COCTOSIHUEM CITYyTAHHOCTH CO3HAHMS;

- TAlUEeHTaM, MOJYYalol[UM CJIEAYIOUIMEe THUIIbl MpPernapaToB: aAPEHOMUMETHKHU (HampHUMep,
ncepnoddenpus,  QeHWwINponaHOJaMHUH,  SUUHEPpPUH,  HOpAMUHEPpPUH,  10OyTaMuH),
nopaMUHOMUMETHKN (Harpumep, aodaMuH), MHIMOUTOpPH OOpaTHOrO 3axBaTa CEPOTOHMHA,
TPULIMKIIMUECKUE aHTHIepeccanThl, aroHucThl S-HT1 penentopoB (TpUmTansl), MEEpUIUH UITH
OycrpoOH.

Jerckuit Bo3pacT 10 3 net (1711 JaHHOM JIeKapCTBEHHON (GOPMBI).

Jerckuii Bo3pacT 10 18 7neT mo moka3zaHUIO: TyOepKyJe3 JIErKUX, BbI3BAaHHBIA IITaMMaMU
Mycobacterium tuberculosis ¢ MHOKeCTBEHHOI JIEKAPCTBEHHOM YCTOHYHUBOCTBIO.

[ToBbIlIeHHAs! YyBCTBUTENIBHOCTD K CO€ HJIM apaxucy.

4.4. OcoOble yka3aHHMsl 1 Mepbl NPEeJ0CTOPOKHOCTH NPH NPUMEHEHUH
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C 0CTOPOKHOCTBIO

Tayuenmoi ¢ noueunol HedoCmMamouHOCmMuio

BcenenctBue HeusyueHHOW KIMHMYECKOM 3HAYMMOCTH JBYX TEPBUYHBIX METaOOJIMTOB
JUHE30JIMJa y TAlUEHTOB C TSDKENOW IOYEYHOH HEeIOCTaTOYHOCTHIO, JIMHE30JUI JIOJKEH
MPUMEHSTHCS C OCTOPOXKHOCTBHIO Y TAKUX MAlMEHTOB, U TOJBKO €CIIM MpeAroiaraeMas moib3a
NPEBbIIIACT TOTEHIHMAJIbHBIN pHCK. Takke HET NaHHBIX IO TPUMEHEHHUIO JIMHE30JHaa Y
MNAlMEHTOB, HAaXOAAIIUMXCA Ha aMOyJaTOPHOM MEPUTOHEAIbHOM JHANM3€ WM JIPYrHX
QIBTEPHATUBHBIX METOAX JICYCHUS TOYEYHON HEJOCTATOYHOCTH.

Tlayuenmsi ¢ neueHoyHol HEOOCMAMOYHOCIBIO

HmeroTcs orpaHuveHHbIe KIMHUYECKHE JaHHBIC, PEKOMEHIYIOUINE NPUMEHSTHh JHHE30IU] Y
TaKUX MalMeHTOB TOJBKO B TOM Cilyyae, €ClH [peanoyiaraemMas TIojib3a IPEeBbIIIAeT
MOTEHLMAIBHBIN PHUCK.

THayuenmsi ¢ cucmemubiMu uHGeKyuamu

JInHe30/M ] TOJHKEH IPUMEHSITHCS C OCTOPOKHOCTHIO Y TTALIMEHTOB C CUCTEMHBIMUA WHEKIUSIMH,
MPEJICTaBISIIOIIMME PUCK JUISl JKU3HU, TaKUMH KaK WH(QEKIHH, CBA3aHHBIE C BEHO3HBIMU
KaTeTepamMy B OTJCJICHHUSIX MHTEHCUBHOM Teparuu.

OpnHoBpeMeHHOE MTpUMEHEeHHE ¢ OynpeHOpGUHOM (OTIEIBHO WM B KOMOWHAIIUN C HATIOKCOHOM)
MOKET MPUBECTH K PAa3BUTHUIO CEPOTOHHMHOBOTO CHHApoMa (cM. pazzaeinsl 4.5. u 4.4. noapasaen
«Oco0ble yKazaHHsD»).

Oco0ble yKa3auus

CmepmHocmy y nayuenmos ¢ Kamemep-accoyuuposanHblMu UH@eKyuamu

B oTKpBITOM HCCIEI0BAaHNYN CPEN TSHKET000IBHBIX TAIIMEHTOB ¢ BHYTPUCOCYAUCTHIMU KaTeTep-
ACCOLIMMPOBAHHBIMUA HMH(MEKUUAMU ObUIO OTMEYEHO IPEBBIIIEHHE JIETAILHOCTU y HallUEHTOB,
MOJTy4aBILINX JIMHE30JIN ], 1o CPaBHEHUIO c MaUueHTaMH, [10JIy4aBIIUMU
BaHKOMUIIMH/IUKIOKCAIUUTUH/ OKcaumuH [78/363 (21,5%) mpotus 58/363 (16,0%)].
OcHOBHBIM (DaKTOPOM, OKa3bIBAIOLIUM BJIUSHHE Ha YPOBEHb CMEpPTHOCTH, OBLI CTaTyc
IPaMIOI0KHUTENbHON HHPEKIIUN B UCXOIHBI MOMEHT BpeMeHH. [loka3aTens neTanbHOCTH ObLI
CXO0X CpeaM MalKUeHTOB, MHPEKIUN Y KOTOPBIX ObUIM BBI3BaHbI TOJIBKO I'PaAMIIOIOKUTEIbHBIMU
MHUKpoopranuzMamu (otHomrenue mancos 0.96; 95% noseputensbHbiit naTepBa: 0.58—1.59), Ho
Ob11 3HaunTenbHO BhIE (p=0.0162) B rpymnmne nuHe301Maa, KOrjna oOHapyKUBAIUCh U Jpyrue
MHUKPOOPTaHU3MBI, WIIM UX HE yJIaBAJIOCh OOHAPY>KUTh Ha HA4YaJIbHOM 3Tare (OTHOIIEHHE LIaHCOB
2.48; 95% noseputenbubiii nHTEpBAT: 1.38—4.46). Hanbonpmmuit nucbamanc oTMEUEH BO BpeMs
JIeYeHHsI M B TeUeHHe 7 JHeH mocie OKOHYaHHs aHTHUOMOTHKOTepanuu. B xone uccnenoBanus B
rpynie JIMHe30111a O0JIbIlIe MalueHTOB NPUOOpEeTaIu rpaMOTpULaTeIbHbIE MUKPOOPTaHU3MbI U
BIIOCJIE/ICTBUH MOTUOAIN OT MH(EKIINH, BBI3BAHHONW IpaMOTPULIATEIbHBIMU MUKPOOPTraHU3MaMH,
WM MOJIMMUKPOOHBIX MHpekuuid. Takum o06pa3oM, B cilydyae OCIOKHEHHBIX MHPEKIUN KOXU U
MSATKUX TKaHE! JIMHE30JIN]] CIIEyEeT UCIIOIb30BaTh y MALMEHTOB C U3BECTHOM MJIM BO3MOXKHOM KO-
uH(peKInel rpaMoTpUIaTeIbHBIMA OPraHU3MaMHU, TOJIBKO, €CJIH HET aJIbTepHATUBHBIX BApUAHTOB
neuenust (cMm. pasgen 4.1.). B 3Tux ciydasx MoOKa3aHO OJHOBPEMEHHO JIOMOJHUTEIBHOE
IPUMEHEHUE MPernapaToB, AUCTBYIONIUX Ha TPaMOTPUIIATENIbHYI0 MUKPOdIIOpYy.
Muenocynpeccus

Y  HEeKOTOpBIX MalMEeHTOB, NPUHUMAIOIIUX JIMHE30JIM], MOXKET pPa3BUThCA oOOpaTuMas
Muenocynpeccus (¢ aHeMuei, TpOMOOIIUTONICHUEH, JTIEUKOTIEHUEN U TaHIIUTONIeHUEH ), 3aBUCSIIAs
OT MPOAOKUTEIBHOCTH Tepanuu. TpoMOOLMTONEHHUSI MOKET Yallle BO3HUKATh y MallUEHTOB C
TSDKEJION IOYEYHON HEAOCTATOYHOCTHIO, HE3aBUCUMO OT NIPUMEHEHMS Y NTallUEHTa TEMOANAIIN3A,
Y y TAMEHTOB C MEYEHOYHON HEJOCTATOYHOCTBIO CPEAHEN WM TSHKEJIOW CTENEHU. Y MOKHUIIBIX
NAIMEHTOB TAK)KE MOBBIIIEH PUCK Pa3BUTHs JAHHOTO COCTOSHUA. B CBsi3M ¢ 3TUM B mporecce
Jie4eHus1 He0OXOAMMO MPOBOIUTH MOHUTOPUHT MTOKa3aTesiel KPOBH y MAI[UEHTOB C MOBBIIICHHBIM
PUCKOM Ppa3BUTHS KPOBOTEUYEHMS, MHEIOCYIIPDECCHEH B aHaMHE3€, C TSKEJION MOYEYHOU
HEJOCTATOYHOCTHK) WJIM I€YEHOYHOM HEAOCTATOYHOCTHIO CPEJHEH WM TSKEJIOW CTENEHH, a
TaKKe TMpPU OJHOBPEMEHHOM NPUMEHEHHUHM IIPENapaTroB, CHIKAIOUIMX TIeMOIJIOOWH WM
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COOTBETCTEBY

(MOCNENOBATE
KOJIMYECTBO TPOMOOIIMTOB WM HUX (PYyHKIH HaJ'II)HBIé-l 'CBo}rcijBa,"'a T

NOJTy4aroIuX JuHe30au]] Ooee 2 Heenb. JIMHE30/M A y TaKuX MAlMEHTOB MPUMEHSIETCS TOJIBKO
B TOM cCiydae, KOTJAa BO3MOXKEH TIHIATCIBHBII MOHHUTOPHUHI TE€MOIJIOOMHA, KOJMYEeCTBa
JICUKOIUTOB M TPOMOOIMTOB. ECiii BO BpeMsi Teparuu JTHHE30JIMIOM Pa3BUBACTCS BBIPAKCHHASI
MHEJIOCYIIPEcCHs, JIEYCHUE JOJDKHO OBITh MPEKPAICHO, €CIIA TOJIBKO MPOAOIDKEHUE Teparuu He
CUUTAETCS a0COJIOTHO HEOOXOAMMBIM. B 3TOM cityuae HE0OXOIUM MHTCHCUBHBI MOHHUTOPHHT
HOKa3aTelell KpOBH M COOTBETCTBYIOIIEE JieueHHe. Kpome Toro, pekoMeH 1yeTcst, 4TOObl aHan3
KpOBHU (B TOM YHCIIE, OIpeesieHHe reMoryioOnHa, KOJMYECTBa TPOMOOLUTOB U JICHKOLUUTOB (C
pacdyeToM JEHKOIMUTapHOIH (hOPMYIIBI)) TPOBOIMIICS €KEHEACIbHO y MAlMEHTOB, MOIYYarOlIHX
JIMHE30JIM]I He3aBUCHMO OT IOKa3aTejeld MCXOJHOI0 aHaiu3a KpoBW. boiee BbICOkas 4yacToTra
pa3BUTHS TSDKEIOH aHEeMUH OTMEYEHa Yy MAIMeHTOB, MOJYyYaBIIMX JIMHE30JH] OoJble
MaKCHMaJbHO PEKOMEHJOBAHHON NPOJOLKUTEIBHOCTH B 28 OHEH. DTUM INanueHTaM Yalle
TpeboBasiock nepeiauBanue kpoBu. Cirydan cuepo0acTHOW aHEMHUH ObUTH 3apeTUCTPUPOBAHEI B
HOCTPETUCTPALIMOHHOM Ieproie. B OONIBIIMHCTBE ClTyYaeB JUIMTEILHOCTD TEPATHH JINHE30JIUI0M
npesbimana 28 gHeil. Y OONbIIMHCTBA MAIIMEHTOB MPOSBICHUS OBUTH TOJIHOCTHIO MIIM YaCTUYHO
00paTHMBI TIOCIIE IPEKPALICHUS JICYCHUS TMHE30JIMIOM ¢/0e3 crieln(pUUSCKOro JCUCHUS aHEMUU.
Anmubuomux-accoyuuposanmas ouapest u Koaum

VY manueHToB, NPUHUMAIOIIUX aHTUOAKTEPUAIIBHBIC MperapaThl, BKIOYAs JIUHE30IH], CICAyeT
YUUTBHIBATh PUCK Pa3BUTHUS IICEBIOMEMOPAHO3HOTO KOJIUTA PA3IMYHOI CTEIICHH TSKECTH.

O cayyasx muapeu, ceszannoi ¢ Clostridium difficile, cooGrianocs B ¢BsI3u ¢ HCIIOIB30BaHHEM
NPaKTHYECKH BCEX aHTHOAKTEpHAJbHBIX IPENapaToB, BKIIOYAs JIMHE3ONUA. TSHKECTh Auapew
MOET BapbUPOBATh OT JIETKUX (POPM 10 TsKeNbIX. JIedeHue aHTHOAKTepUaIbHBIMU ITperapaTaMu
HapylIaeT HOPMAJbHYI0 MHKpPO(IOpY KHUIICYHHKA, YTO IMPHBOAUT K H30BITOYHOMY pOCTY
Clostridium difficile. Clostridium difficile BeipabaTsiBacT TokcuHBI A 1 B, KOTOpBIC IPUBOAAT K
passuTHio auapen, cBszannoit ¢ Clostridium difficile. M306pITouHOE KOMMYECTBO TOKCHHOB,
BeIpabareiBacMoe mrammamu Clostridium difficile, Moxer BbI3BaTh MOBBIINICHUE JIETAIBHOCTH
Cpelu TMalMeHTOB, TaK KaK TakWe MH(EKIUH MOTYT OBITh yCTOWYMBHI K MPOTHBOMHKPOOHOM
Tepanuy, a Tak)Ke MOXKET MOTPeOOBaThCs KOJIOHIKTOMHS. Henmb3si MpUMEHSTh JIeKapCTBEHHBIC
CpE/CTBa, TOPMO3SIIIHE EPUCTAIBTHKY KUIICYHHKA.

Bo3moxHOCT pa3ButHst quapew, cBsizannoit ¢ Clostridium difficile, nomkna paccmarpuBatbes y
BCEX TALMEHTOB C JMAapeci, MOCIeA0BaBILICH 3a NCIONB30BaHUEM aHTHOMOTHKOB. THIaTenbHOE
MEAMIMHCKOE Ha0II0IeHNE B TeUEHHUE 2 MECSIIEB HEO0X0JUMO MallMeHTaM, IEPEHECLINM JHapero,
ces3annyto ¢ Clostridium difficile mocie BBeneHus aHTHOAKTEpUATTBHBIX PEMAPATOB.
Ilepughepuueckasn Hetiponamus u HeUponamusl 3pUMenbHO20 Hepaa

Coobmianoch 0 mepuepudecKkorl HEeHpOomaTHH, a TakKe HEHpONmaTHH 3PHUTENFHOTO HEpBa H
HEBPHUTE 3PUTEILHOTO HEPBa, KOTOPhIE HHOTA POTPECCUPYIOT JI0 TIOTEPH 3PCHUS, Y MAIIMEHTOB,
KOTOPBIE TIOJTyYaJi JICYCHHE JIMHE30IUI0OM; 3TH COOOIIEHUS UMEITU MECTO, B IIEPBYIO O4Yepeb, Y
NAIMEHTOB, MOJyYaBIINX JICYCHUE HA MPOTSHKCHUN MEPUOJIOB BPEMEHH, KOTOpbIe ObUIH OOJIbIIIe
MaKCHMaJIbHOH PEKOMEHI0OBAaHHOH MPOIOJKUTEILHOCTH JICYEHHSI, COCTABIIIONICH 28 THEeH.

[pu NOSBICHUH CUMIITOMOB YXYIIICHUS 3PUTEIBHON QYHKIIMH, TAKUX KaK H3MEHEHHE OCTPOTHI
3peHHsl, W3MEHEHUE LBETOBOTO BOCIPUSATHS, 3aTyMaHEHHOCTb, AE(EKTHl TIOJIeH 3peHus,
PEKOMEHIYeTCsl CPOYHO 00paTUTHhCS K OPTAIBMOJIOTY Ui KOHCYIbTalu. CleayeT mpoOBOANTh
MOHUTOPHUHT 3pUTENbHON (PYHKIMM y BCEX MAIMEHTOB, MPHHUMAONINX JTHHE30JH]l B TEUCHUE
JUTUTEIBHOTO BpeMeHu (Ooree 28 mHei), a TakkKe y BCEX MAIMEHTOB C BHOBH MOSBUBIITUMUCS
CHMIITOMaMU 3PUTENBHBIX HAPYIICHUH HE3aBHCUMO OT TPOJIODKUTEIBHOCTH Tepanun. B ciryuae
pa3BuTHs nepudepruueckor HEMpoONmaTUu U HEHPOIMATUU 3PUTEIBHOTO HEPBA, CIEAYET OIEHUTH
COOTHOUICHUE PHCK/TIONb3a TPOJOIDKEHUSI TEeParuy JIMHE30JIUJIOM y OTHX MalUueHTOB. PuCK
pa3BHUTHUS HEWPONIATUH BBIIIIE, €CITU JIMHE30JIH]T IPUMEHSETCS Y TTAIUSHTOB, KOTOPbIC HCIOIb3YIOT
B HACTOSIIEE BPEMs WIIM KOTOPBIE HETAaBHO IIPUHUMAIT aHTUMHKOOAKTepUaIbHBIE ITPETapaThl IS
JedeHus TyOepKyesa.

Jlakmoayuoos
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¢doHe mpueMa JIMHE30JIMIA BO3HHKAECT IMOBTOPHAs TOIIHOTa WM pPBOTa, OO B JKUBOTE,
HEOOBSACHUMBIN alM103 WIK OTMEYAETCS CHH)KEHHE KOHLEHTpAIlMM THMApPOKapOOHAT-aHHOHOB,
TpeOyIOT TIATENBHOI'O HAOIIOEHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvras ouchyukyus

Jlunezonmuy WMHrHOUMpyeT cuHTe3 Oenka MHUTOXOHApHWHA. [loOouHble A(PQEeKTH, TakHe Kak,
JAKTOAIM103, aHeMUs M HelpomnaTus (mepudepudeckas MIM 3pUTEIBHOIO HEpBa), MOTYT
BO3HUKHYTH B  pe3yJibTaTe »3TOr0 TOPMOXEHHUS; O3TH d(PPexTsl sABIs0TCT  Ooee
pacrpoCcTpaHEHHBIMHM, KOTa MIpernapar UCIoib3yeTcs 0osblie, yeM 28 1Hel.

Cyoopoeu

Coob1manocs 0 cyoporax y HalMeHTOB, IPUHUMABIINX JIMHE30JIUA, TP 3TOM B OOJIBLIIMHCTBE
CJlydaeB B aHAMHE3€ UMEJIOCh YKa3aHUe Ha CyJOPOTH WIIM Halu4yKe (JaKTOPOB PUCKA UX PA3BUTHUS.
VY nanMeHToB HEOOXOAMMO cOOpaTh IMOJPOOHBIM aHaMHE3, KacaroIMMCS HpPEeIIeCTBYIOLINX
AIU30/10B CYI0pOT.

Hneubumopol monoamunoxcuoasol

JIunezonuy siBisieTcs 0OpaTUMbIM HECEIEKTUBHBIM MHTMOMTOPOM MoHOamMHHOKcHa3bl (MAO);
OJIHAKO B [103aX, INPUMEHSAEMBIX [UId aHTHOAKTepUalIbHON Tepanuu, OH HE MPOSBISIET
aHTuaenpeccanTHeId d3ddekr. MMerTcs odeHb OrpaHWYCHHBIC IaHHBIE W3 HCCIEIOBaHHUN
JIEKapCTBEHHbIX B3aUMOACHUCTBUI U B OTHOLIEHUH 0€30MaCHOCTH JIMHE30JIU1a PU IPUMEHEHUN
y TAaIUeHTOB C OCHOBHBIMH 3a00JIEBaHUSIMH W/WIM TPU OJHOBPEMEHHOM MPUMEHEHHU
JIEKapCTBEHHBIX IpenapaToB, KOTOPbIE MOTYT IOABEPTHYTb HMX PHUCKY, OOYCIIOBIEHHOMY
uHruouposanneM MAO. CnenoBaTenbHO, IPUMEHEHUE JIMHE30JIUAa HE PEKOMEHIYETCSl B 3TUX
00CTOATENILCTBAX, KPOME CIIyyaeB, KOI/la BO3MOXKHO IPOBEACHUE TIATEIBLHOIO HAOIIOACHUS U
MOHUTOPUHTA MAIIMEHTA, TIOJy4aroiero npemnapar (cMm. pazaenst 4.3. u 4.5.).

Cepomonunogwiti CUHOpoM

Coo0manoch 0 CIOHTAHHBIX CIIyYasX pPa3BHTUS CEPOTOHHHOBOTO CHHIPOMA, CBSI3aHHOTO C
OJTHOBPEMEHHBIM NPUMEHEHUEM JIMHE30JIUa U CEePOTOHMHEPTUYECKUX MpPEenapaToB, BKIIOYAs
AQHTHJIETIPECCAHTBI, TaKWe KaK CeJIEKTUBHBIE WHTHOMTOPHI OOpaTHOTO 3axBaTa CEPOTOHHHA
(CUO3C) u onmounsl (cM. pasznen 4.3. u 4.5.). Ilpu HeoOX0AMMOCTH IPUMEHEHHUs Mpenapara B
COYETaHUH C CEJICKTUBHBIMA HHTHOUTOpAaMH 00pPaTHOTO 3aXBaTa CEPOTOHUHA CIIEIYET MMOCTOSTHHO
HaOJII0aTh 3a MalMEHTaMU C LENbI0 BBIABICHHMS MPU3HAKOB U CUMITOMOB CEPOTOHHHOBOTO
CHHJIIpOMa, TAKMX KaK HapyIIeHWE KOTHUTUBHOW (YHKIWH, THIIEPIUPEKCHS, TUnieppedaexcus u
HapyleHHe KOOPAUHAIMU JIBMKEHUH.

B cnmyuae mosiBneHHs NaHHBIX CHMIITTOMOB CJIEYET OTMEHHUTHh OJMH WM 00a MPUHUMAEeMbIX
npenapata. [Ipu npekpaiieHun mpueMa cepoTOHMHEPTrHYECKOro CpesicTBAa MOTYT HaOIr0aThCs
CHUMIITOMBI CHHIPOMA «OTMEHBD».

OnHOBpeMeHHOE MPUMEHEHHE JIMHE30Iu1a U OynpeHopduHa (OTAENbHO WIM B KOMOMHALIUU C
HAJIOKCOHOM) TaK)K€ MOXET MPUBECTH K Pa3BUTHIO CEPOTOHHMHOBOTO CHHAPOMA. (CM. TIOJpa3/el
«OcoOble ykazanusi» u paszgen 4.5). Ecam Takoe OJHOBpEMEHHOE NPUMEHEHHE SIBISETCS
KJIMHAYECKH OOOCHOBAaHHBIM, CIIEAyeT OOECHeunTh TINATEIBHBIH KOHTPOJb 3a COCTOSHHEM
NalMEeHTOB, 0COOEHHO B Hayalle JICUSHHUs U MPH MOBBIIIEHUAX 10361 (CM. pa3zaen 4.5.).
Paboomuonus

Coobmanocs o ciyyasx padaoMHuoIM3a MpH NPUMEHEHUH JUHe30uaa (cM. paszaen 4.8.). Ecnu
HAOJIOMAIOTCS TPU3HAKK WM CHMOTOMBI  Pa0JOMHONN3a, TIPUEM JIMHE30JHIa CIEeIyeT
IPEKpPaTUTh U HAYaTh COOTBETCTBYIOLIYIO TEPAITHIO.

T'unonampuemus

VY HEKOTOpBIX NalMEeHTOB, MOJYYaBIIUX JUHE30JM], HaOIIOJaNUCh THUIOHATPUEMHUS W/WIN
CHUHIPOM HeaJeKBaTHOM cekpenuu antuauyperudeckoro ropmona (SIADH). Pekomennyercs
PETYJSIPHO KOHTPOJIMPOBaTh YPOBEHb HATPUS B CHIBOPOTKE KPOBU Yy MOXKHWIBIX JIIOJCH, Y
MAIMEeHTOB, TPUHUMAIOIINX JUYPETHKH, U Y APYTUX NAIIMEHTOB C PUCKOM THIIOHATPHEMHH.
Oxpawusanue 3y0HOU SManU
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IPY MCHOJB30BAHUU JIMHE30MUAA. JaHHBIE N3MEHEHHS OKPAIIUBaHUS YAAUIUCH TOCPEICTBOM
npodecCHOHAIBHOTO OYHIICHUS 3y0OB.

T'unoenuxkemus

Co0011anoch 0 cay4asx CHMOTOMATHYECKON THITOTJIMKEMHH Y TAIIMEHTOB C CaXapHBIM A1a0eToM,
MOJTYYaBIIUX JIMHE30JIU OJJHOBPEMEHHO C MHCYJIMHOM WJIM THITOTIIMKEMUYECKIMHU MperapaTaMi.
X 0TSl IPUYMHHO-CIICICTBEHHAS! CBSA3b MEX/y IPUEMOM JIMHE30JIM/1a U Pa3BUTHEM TUIIOTIIMKEMUH
HE YCTAaHOBJICHA, TMAllMCHTOB C CaxapHbIM JAMabeToM HEOoOXOAMMO MpEeaAynpexaaTb o
BO3MOXKHOCTH Pa3BUTHS THIIOTIMKEMHUH. B cilydae BO3HUKHOBEHHMS THIIOTIIMKEMHH HEOOX0IUMa
KOPPEKIH J03bI HHCYJTUHA/TUTIOTIIMKEMUYECKUX MPENapaToB WM OTMEHBI JIMHE30JIUAA.
Ilpumenenue c npodykmamu numanus, 602amvlmMu MUPAMUHOM

[TanmenTam creayeT pPEKOMEHIOBATh OTKA3aThCsl OT MpHeMa OONBIIMX KOJWYECTB IHUIIH,
coieprkaieil THpaMuH (Takue, Kak KpaCHOE€ BHHO, CO3DPEBIIMH CBIP, HEKOTOPBIC AIKOTOJIbHBIC
HAIUTKH, KOIMYEHOE MSCO, SKCTPAKTHI IPOXIKEH, MPOAYKTH M3 (PEPMEHTHPOBAHHBIX COEBBIX
0000B, TakHe KaK COEBBIi COYC).

Cynepunghexyus

Knuanueckux uccnenoBanuii, n3y4aBmmx 3GQGEKT NPUMEHEHHs JIMHE30JIMa Ha HOPMAaJIbHYIO
MHUKpO(IIOpY OpraHu3Ma 4eioBeKa, He MPOBOANIOCH.

[IpumeneHne aHTHOAKTEPUANIBHBIX MTPENApaTOB UHOTA MOKET IIPHBOIUTH K YCHIICHHOMY POCTY
HEBOCIPUUMYHBBIX K HEMY MHUKPOOPTaHU3MOB. B KIIMHUYECKUX UCCIIEIOBAaHUSIX OBLIO IMTOKA3aHo,
4TO MPUMEPHO y 3% MaIMEeHTOB, MOIy4YaBLUIMX PEKOMEHI0BaHHbIE 103bI IMHE30JIM/1a, PA3BUBAJICS
KaHM]103, aCCOLMUPOBAHHBIN ¢ TPUEMOM aHTHOMOTUKOB. [Ipy BOSHUKHOBEHHH CyTIepUH(EKINT
Ha (OHE MpUeMa JIMHE30JUAA CIEeNyeT MPUHUMATh COOTBETCTBYIOIIHE MEPBhl MEIMIIMHCKOIO
Xapaxrepa.

Knunuueckue uccneoosanus

bezonacHocTh 1 3 (EKTHBHOCTh MPUMEHEHUS JIMHE30IU/Ia JUIMTELHOCTRIO Oonee 28 mHel He
YCTAQHOBJICHBI.

B KOHTpONmMpyeMbIX KIMHUYECKHX HCCIICOBAHUSAX HE TNPUHUMAIHM YYacThUEe TalUeHTHl C
CHUHJIPOMOM «JIMa0ETUYECKOH CTONBI», MNPOJESKHAMH WIM HUIIEMHYECKUMHU HapyIlICHUSIMH,
TSDKETIBIMU 0)KOTaMH WJIM TAHTPEHO3HBIMU MOpaKEHUSAMH. TakuM 00pa3oM, ONBIT NPUMEHEHHUS
JMHE30JIM/Ia B TEPATUK 3TUX COCTOSHUI OrpaHUYEeH.

BcrnoMmorarensHble BellecTBa

JlaHHBIN JIeKapCTBEHHBIN Mpenapar CoJIepKUT MeHee | MMmoib (23 Mr) HaTpus Ha €IUHUILY
JIO3UPOBaHUs, TO €CTh 110 CYTH, HE COJIEPIKUT HATPUS.

4.5. B3ammopeiicTBMe ¢ JPYIrHMH JE€KAPCTBEHHBbIMHM IpenapaTtamMM W [Jpyrue BHIbI
B3aMMO/AEHCTBUA

YcraHoBieHO, 4TO H30(epMeHTHI uToXpoMma P450 He ydacTBYIOT B MeTa0OIM3Me JIMHE30I1/1a iN
vitro. JluHe3osua He HMHIHOMpPYET W HE MOTCHIUPYET AaKTUBHOCTh KIMHUYECKH Ba)KHBIX
uzopepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum obOpazom, He
oxunaerca CYP450-nHaynupoBaHHOTO B3aMMOJEHCTBUS NPU NPUMEHEHUH JuHezonuaa. [lpwm
OJTHOBPEMEHHOM MPUMEHEHHH JIMHe301uAa U (S)-BapdaprHa, KOTOPBIH B 3HAYUTEIHHOMN CTENIEHN
metabomusupyetrcsi  uzodpepmentom  CYP2C9, (¢dapmakokuHeTHUECKHE  XapaKTEPUCTHKHU
BapdapuHa He MeHstoTcs. Takue mnpemaparbl, Kak BaphapuH M (EHUTOMH, SBISIOIIMECS
cyocrpatamu uzodepmenta CYP2C9, MOKHO PUMEHSATH OJHOBPEMEHHO C JIMHE30JIUJIOM 0O€3
KOPPEKLUHU JO3BI.

I/IHFI/I6I/ITODI)I MOHOAMMHOKCHU1a3blI

JIMHE30M /T SIBJIICTCSI HECEIEKTUBHBIM 00OPaTUMBIM HHTHOUTOPOM MOHOAMHUHOKCH/Ia3bI, TIOATOMY
y HEKOTOPBIX MAIMCHTOB, TOJTYYAONMX JTHHE30IH I, MOKET OTMEYAThCA YMEPEHHOE 00paTuMoe
YCHUIIEHUE TPECCOPHOTO JCUCTBUS nceddodghedpuna U Genurnponarnoramurda. B cBsi3u ¢ 3TuM
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(Hanpumep, niceBnoddenpuH, GEeHUINPONaHOIAMHH, MUHEPPUH, HOPINUHEPPUH, 100yTaMuUH),
no(paMUHOMUMETHKU (HampuMep, JONaMHH) U B JalbHEHIIEM OCYIIECTBISATh MOI00p H03bI
TUTPOBAHUEM.

B uccnepoanusax I, II u 11l ¢a3ber HE oTMewanoch pa3BUTHS CEPOTOHHMHOBOTO CHHIpPOMA Yy
NAIMEeHTOB, MOJTYYaBIINX JIMHE30JIU COBMECTHO C CEPOTOHUHEPTHUECKUMH ITperapaTaMu.
Opnnako OBLJIO HECKOJIBKO COOOILIEHHII O pa3BUTUM CEPOTOHMHOBOIO CHHApOMa Ha (oHe
MPUMEHEHUS JIMHE30JIHM/1a ¥ aHTUACTIPECCAHTOB — CEJICKTHBHBIX MHTHOUTOPOB 0OpAaTHOTO 3aXBaTa
CEpOTOHHHA.

JIuHe30MM ] CIIETYET C OCTOPOKHOCTHIO IPUMEHSTH OJHOBPEMEHHO ¢ OynpeHOp(hUHOM (OTAEITBHO
WM B KOMOHMHAIIUM C HAJOKCOHOM), TaK Kak IOBBIIIAETCS PHUCK Pa3BUTHUSI CEPOTOHHMHOBOTO
CHUHJPOMA, MPEACTABIISIONIEIO MOTEHIMAIBHYIO YIpo3y s KU3HU (CM. pazzaen 4.4. moapasjaen
«Oco0bIe yKazaHHsI»).

[Ipy OJHOBpPEMEHHOM MPUMEHEHUM C a3MPeoHAMOM W 2eHMaMuyuHoM W3MEHEHUs
(dbapMaKOKMHETHKH JIMHE30JIU1a HE OTMEUaIoCh.

Pudammummu BeieBan cHkeHHE Cmax U1 AUC nuHesonmma B cpemneM Ha 21% wu 32%
COOTBETCTBEHHO.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMSA

bepeMeHHOCTH

HccnenoBanuii 6€300acHOCTH MPUMEHEHUS JIMHE30/IM/1a IPU OEPEMEHHOCTH HE IPOBOINUIOCH.
[IpumeneHue npenapara npu OEPEeMEHHOCTH BO3MOKHO TOJIKO B TOM ClIydae, €CiH OKuaaeMast
M0JIb3a ISl MaTePHU MPEBOCXOAUT MOTCHIIMAIBHBIN PUCK IS IJI0/1A.

JlakTaims

HCI/I3B6CTHO, BBIACIAACTCA JIM JIMHE30JIM B TIPYyAHOC MOJIOKO, B CBsA3M C 4YCEM, I'PyIAHOC
BCKapMJIMBAHUE CJICAYCT MNPCKPATUTh Ha NCEPUOJ JICHCHHA IIp€raparoM MaTCcpu B IIEPHUOA
JJaKTalluH.

4.7. BausiHue HA CIOCOOHOCThH YupaBJisdiTb TPAHCHOPTHBIMHU CpEACTBaAMHU H paﬁoTaTb C
MEXaHU3MaMHU

Bo BpeMs NnpuMEHEHMS JIMHE30JIMJa YIPABIITH TPAHCIIOPTHBIMHU CPEJICTBAMHM, CIIELHAIBHON
TEXHUKOW WJIM 3aHUMAThCSI ACSITEbHOCTHIO, TPeOYIOIIel MOBHIIIEHHOTO BHUMAHUS U OBICTPOTHI
IICUXOMOTOPHBIX pe€akiui, He pekoMeHayercs. [lanueHTOB cienyer mNpeaynpeauTs o
BO3MOXXHOCTH Pa3BUTHUS TOJIOBOKPY>KEHHUS WJIM CUMITOMOB HapyIIeHUs 3peHHsl (KaK OMUCAaHO B
pasznenax 4.4. u 4.8.).

4.8. HexxenaTesibHbIE peaKIUU

Pesrome mpodumnsg 6e30macHOCTH

HexenarensHbie SABJICHUA, CBA3AaHHBLIC C NMPHUEMOM JIMHE30JIMa, OBIBAlOT OOBIYHO JIETKOM WIIH
CpG}IHeI\/’I CTCIICHU BBIPAXKCHHOCTH. ‘-Iame OCTAJIBHBIX OTMEYAKOTCA aOuapes, IOJIOBHasd 6OHB,
TOHIHOTA, pBOTA.

Pe3roMe HexennaTeabHbIX PEAKIIUM

Yacrora mo00uHBIX 3¢ (HEKTOB, TMPHUBEACHHBIX HIDKE, OINPEAENsiaach COOTBETCTBEHHO
cienyromemy (knaccudukanust BcemupHOW opraHu3anuy 3ApaBOOXPAHEHHs): OUYEHb YacTo
(>1/10), gacto (>1/100, Ho <1/10), HEwacto (>1/1000, Ho <1/100), peaxo (>1/10000, no <1/1000),
oueHb penko (<1/10000), gactrora HeusBecTHa (HA OCHOBAaHWUU WMEIOIIMUXCS JAHHBIX OIEHUTH
HEBO3MOYKHO).
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o

B3p00]lbl€ nayuermol

Hnghpexyuonnvle u napasumapnvie 3a001€6anUs

yacmo: KaHAu03 (B TOM 4Mcie, KaHAM03 MOJIOCTU PTa, BArMHAIBHBINA KaHAW03), TPUOKOBBIE
WH(EKINY;

Heuacmo: BarMHUT;

PeoKo. KOJINT, BBI3BAHHBIA IPUMEHEHNEM aHTUOUOTHKOB (B T.4. TICEBIOMEMOPAHO3HbII KOJIUT)*.
Hapywenus co cmoponsl Kposu u tumpamuiecko cucmembl

yacmo: TPOMOOIIUTONICHUS *, aHEMUST*;

Heuacmo. TAHIUUTONEHUA™, TelKoneHus™, HeUTponeHus1, 303MHOPUIIUS;

peoxo: cuepodIacTHas aHEMUS ™,

yacmoma Heu3gecmHa: MUEJIOCYIIPECCHs ™.

Hapywenus co cmoporvl uMMyHHOU cucnembl

peoko. aHapuIaKcus ™.

Hapywenus co cmoponvl 00Mena ewjecms u numanus

Heuacmo: TUTIOHATPUEMUS,;

peoKo: TaKToaIua03*.

Hapywenusa ncuxuku

yacmo: OECCOHHULA.

Hapywenus co cmoponul nepgnoui cucmembi

yacmo: TOJOBHasI 00JIb, TOJIOBOKPYKECHHUE;

Heuacmo: cyaoporu®, mnepudepuueckas HeHponaTus®, U3MEHEHHE BKYCOBBIX OILYLICHHH,
THITOCTE3HsI, TApeCTe3 s,

yacmoma HeuzgecmHa: CEPOTOHUHOBBIA CUHIPOM.

Hapywenus co cmoponvl opeana 3penus

Heuacmo: HeMponaTus 3puTeIbHOI0 HepBa™, 3aTyMaHEHHOE 3peHue™;

peoKo: osIBIICHNE AC(PEKTOB MOJICH 3peHUs™;

yacmoma HeuzgecmHa: HEBPUT 3PUTEIILHOTO HepBa*, MOTEeps 3pEeHUA™, U3MEHEHHE OCTPOTHI
3peHus*, I3MEHEHHUE [IBETOBOTO 3PEHUS .

Hapywenus co cmoponul opeana cayxa u iabupunmmusie Hapyulenus

Heuacmo. 3BOH B yIIIax.

Hapywenus co cmoponul cepoya

Heuacmo. apuTMHUsl (TaXuKapIus).

Hapywenus co cmoponul cocyoos

yacmo: TIOBBIIIIEHUE apTEPHATHLHOTO JIaBJICHHUS;

Heuacmo: TPAaH3UTOPHAs MILIeMHUYecKas aTaka, (piaedut, TpoMO60¢pIeOuT.

Hapywenus co cmopoHbl 2icey00uHo-KUWeyHo20 mpakma

yacmo: PBOTA, AMapes, TOIIHOTA, JIOKAIW30BaHHAs WJIM TeHepalu30BaHHas 00jb B 001acTu
YKMBOTA, BKJIFOYAs! CIIa3MBbI B )KHBOTE, 3aI10p, TUCTICTICHUS;

Heuacmo: Cia3Mbl B )KMBOTE", B3[lyTHE KUBOTA, U3MEHEHHUE 1[BETA A3bIKa*, TAHKPEATHT, FACTPHT,
CYXOCTh BO PTY, TJIOCCHUT, KHUJIKHI CTYJI, CTOMATHUT, IPOYHE HAPYIICHHS COCTOSIHHS SI3bIKA;
PpeoKo. IOBEpXHOCTHOE N3MEHEHHE I[BETa 3yOOB™.

Hapywienus co cmopoHbl neuenu u scenyesbigo0auux nymet

yacmo: W3MEHEHHE pe3yNbTaToB (DYHKIIMOHAJIBHBIX TECTOB IEYEHH, MOBBIIIEHHE AKTUBHOCTH
bepmMeHTOB NIEYCHU (B TOM qucie, aJlaHMHaMUHOTpaHCc(epasbl (AJIT),
acriapraramuHoTpancdepasbl (ACT), menounoit pocdarassl (LLD));

Hewacmo: TIOBBIIICHNE KOHIIEHTpAIH 0011ero ounpyOnHa.

Hapywenus co cmoporbl K0dicu U n0OKOUCHbIX MKAHEl

yacmo. 3y, ChIMb ™,

Heuacmo: OyJUIe3HbIE TMOPAKEHUS KOXKH, TSDKEIbIe KOXHBIC HEeXelaTeJIbHble peaKIuH,
AQHTMOHEBPOTUYECKUN OTEK*, KpalMBHUIIA, IEPMATHT, TIOBBIIICHHAS TIOTJIMBOCTB;

peoko: TOKCHYECKHH sIuaepManbHbli Hekponus °, cunapom CTuBeHca-JIKOHCOHA S, BACKYIHT
IPY TUIIEPUYBCTBUTEIILHOCTH *, aJlONELusl.
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peoko: padbaoMuoIHU3* .

Hapywenus co cmoponvl nouek u mMouesbi800auux nymeti

yacmo: TIOBBIIICHHE KOHIICHTPALUU MOYEBUHBI B KPOBH;

Heyacmo. IOYeYHas HEI0CTAaTOYHOCTD, MOBBIIIEHNE KOHIIEHTPALUY KPeaTUHHHA B IJIa3Me KPOBH,
TOJIY U

Hapywenus co cmoponsl noi08bix op2eanos u MoJI04HOU Jcene3bl

Heuacmo.: HapyIICHUS! CO CTOPOHBI BIIATaJIHINA U BYJIbBHI.

Obwue paccmpoucmea u HapyueHus 8 Mecme 66e0eHus

yacmo: NTUXOPaJKa, JOKATN30BaHHAsL O0JIb;

Heuacmo. 03H00, yTOMIISIEMOCTb, JKax/a.

Bruanue na pesynibsmamol 1a00pamopHbix U UHCMPYMEHMATbHBIX UCCTIe008AHUL

yacmo: OTKJIOHEHHWE OT HOPMBI IOKa3aTeled (YHKIMM MEYEeHU, TMOBBIIICHUE KOJIWYEeCTBa
HEUTPO(UIOB, F03MHOPHUIIOB, CHI)KEHUE TeMOTJIOONHA, TeMAaTOKPHUTA WK YKCIIa 3PUTPOLIUTOB,
MOBBILICHHUE WIIM CHUKEHHUE KOJIMYeCTBa TPOMOOIIMTOB WITH JIEMKOLIUTOB, IOBBIIIIEHUE aKTUBHOCTHU
JAKTaTAETUAPOTEHA3Bl, KPEaTHHKUHA3HI, JINTIA3bl, AMUJIA3b], IOBBIIICHUE KOHIICHTPALUH TIFOKO3BI
HE HATOIIAK, CHIDKEHHE olmiero Oenka, anbOyMHUHA, HATPHsl WIM KalblMsl, MOBBIINICHUE WU
CHIDKEHHE KaJIHsl WM THAPOKapOOHATOB;

Heuacmo. OTKIIOHEHHE OT HOPMbI I'€MaTOJIOTMYECKUX TOKa3aTeNied, MOBBIIICHUE COACPKAHUS
HATPUS WM KaJbIMsl B IUIa3ME€ KPOBM, CHIDKCHHE KOHIIGHTPAI[MHM TJIFOKO3bI HE HATOIIAK,
MOBBIIICHHE WJIM CHIDKEHHE XJIOPUJIOB KpPOBH, IOBBIIICHHE KOJIWYECTBA PETUKYJIOLUTOB,
CHI)KCHHE KOJIMYECTBA HEUTPOPHUIIOB.

* HexxenaTenbHbIe pEaKkllii, BBISIBICHHBIE B IOCTPETHUCTPAIIIOHHOM MEPHO/IE.

Y Yacrora HexenmaTeNbHBIX SIBICHUIA, MIPE/ICTABJIICHHAS OIEHOYHOM BepxHed rpanuneid 95%
JIOBEPUTEIHHOTO HHTEPBaJa, pACCUUTAHHOU ¢ ucnoiab3oBanueM «lIpaBuma 3».

# HexenarenbHble pEaKIUK «CIIa3Mbl B KHBOTE» ONpenensroTcs no kinaccupukamun MedDRA
KaK TEpMUH HUYKHETO YPOBHS, @ HE MPEANOUYTUTEIbHBIA TEPMUH.

A Cwm. pazaen 4.4. nonpasnen «OcoObie yKazaHUsD.

Crenyromue no6ounsie 3 eKTsl Npu NPUMEHEHNUHN JIUHE30JIUa B PEAKUX CIIydasiX OTHOCHIINCH
K KaTerOpUH CepPhEe3HBIX: JOKATH30BaHHAs 00k B 00JaCTH )KUBOTA, TPAH3UTOPHAS UIIEMUYECKast
aTaka, apTepuanbHas TUIIEPTEH3Us.

B KOHTpOJHMpYEeMBIX KIMHHUYECKUX WCCIEIOBAHHUAX, B KOTOPBIX JIMHE3OJIH] TPUMEHSIICS
MakcUMyM 28 nHeH, Toiabko y 2% malnuMeHTOB pa3BuBajachk aHeMus. [lpu npumeHeHun
HE3aperuCcTPUPOBAHHOTO TpenapaTa B paMKax MPOTpaMM PaHHETO JOCTYIa i MAalUeHTOB C
KHU3HEYTpOKalomMUMu  MHpekumsaMu, y 2,5% (33/1326) mnauueHTOB, KOTOpbIE MOJydYalld
auHe30MH < 28 JHEW, pa3BHBaiach aHEMHs, B TO BpeMsl Kak MpPH MPUMEHEHHWH JIMHE30JIU/a
6onbie 28 aHel, anemus pa3zBuBanack y 12,3% (53/430) nanueHTos.

CooTHOIIIEHHE Cy4YyaeB pa3BUTHS aHEMUH, TPEOYyIOIeH MepenuBaHusl KPOBH, COCTaBUIO 9%
Cpeu MalreHToB, olyJaronux auHe3omun < 28 nueit (3/33), u 15% (8/53) B Tex cayuasx, Koraa
JTUHE30JU] MPUMEHsUTA OoJiee 28 mHel.

Jemu

JlanHbIe 110 6€30MaCHOCTH, TTOJIYYEHHBIE B KIIMHUYECKUX MCCIIENOBaHMIX C ydactueM Oomee 500
NAalMEeHTOB JIETCKOro Bo3pacta (¢ poxkaeHus a0 17 7er), He YKa3bIBalOT, 4TO NPOQPHIbL
0€30MacHOCTH JTMHE30JIUAa ISl IeTeil oTinyaeTcst OT mpoduist 6e30MaCHOCTH /7Sl B3POCIBIX.

B xonme mpoBeneHus MHOTOLEHTPOBOTO, MPOCHEKTHBHOTO, PaHAOMH3UPOBAHHOTO JIBOWHOTO
CJIETIOro, Iulalebdo KOHTPOJUPYEMOTO HCCIENOBaHUS IO OLeHKe A(pQekTUBHOCTH U
NEPEHOCUMOCTH PEXKUMa XHMHUOTEPAINuH, BKIIOYAIOLIEr0 MNpenapar JUHE30IH], y OOJNbHBIX
TyOEepKYJIe30M JIETKUX C MHOXKECTBEHHOH JIeKapCTBEHHOH ycToitunBocThio M. tuberculosis 6butu
BBISIBJICHBI HEXKEJIATENIbHBIE PEAKLIUU:

Hapywenus co cmoponvl kposu u iumpamuyeckoii cucnmemul

yacmoma Heu3gecmHa: AHeEMUsl, S03UNHOPUITHS.
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COOTBETCTBYET 2K MY OTUETY
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. TOC OBA HW —.. 00N 21
Hapywenus co cmoponvl HepeHol cucmembl (NOCNEOCQBATENBHOCTL 0002)

o

yacmoma Heuzgecmua: TOJIOBHAs 00JIb, CYAOPOTH, TPEMOP PYK, YyBCTBO OHEMEHHS B KOHEYHOCTH,
HEBpaJIr¥sl TPOMHUYHOTO HEPBA, F€HEPATN30BaHHBIN CyIOPOKHBIN MPUIIAT0K, IOTEPS. CO3HAHMUS.
Hapywenusa ncuxuxu

yacmoma neuzgecmna: OECCOHHUIIA, TAPOKCU3MATIBHOE TPEBOXKHOE PACCTPONUCTBO, MJIAKCUBOCTD,
TPEBOTI'a, PACCTPOMCTBO AMOLUHI U MIOBEICHMUS.

Hapywenus co cmoponul ckenemuo-muliueyHou cucmembpl U cOeOUHUMENbHOU MKAHU

yacmoma Heuzgecmna: apTpairus, 00JIb B CyXOXKUIUSAX.

Hapywenus co cmoponul opeana ciyxa u 1abupunmmusie Hapyulenus

yacmoma Heuzeecmua: CHIKEHUE ClIyXa, 3BOH B YIIaX.

Hapywenus co cmopoHbl 9HOOKPUHHOU cUCHeMbl

yacmoma Heusz8ecmua: TANIOTUPEO3, NoBbleHue ypoBHs TTT.

Hapywenus co cmoponul ObixamenbHou cucmembvl U 0p2anos cpedoCmeHsl

yacmoma HeuzgecmHa: Kauelb C MOKPOTOH, KaTapajabHbI pUHO(APHHTHT.

Hapywenus co cmoponul cepdeuno-cocyoucmotui cucnmembi

ygcmoma HeuzeecmHa: CUHYCOBas apUTMMs, HAJDKEIyJAOYKOBAasl DKCTPACUCTOJIMS, CHUKCHHUE
cerMeHTa ST Ha AEeKTpoKapAHOrpaMMe.

Hapywenus co cmopoHbl 2icey00u4HO-KUWEeyH020 mpakma

yacmoma Heuzgecmua: 00Jb B OSIUTACTPUM, TUCIIEIICUYECKUE SBJIEHHS, TOIIHOTA, PBOTA,
APO3UBHBII raCTPUT.

Hapywenus co cmoponul neuenu u sicenuegulooawux nymei

yacmoma Heu3eecmua: TIOBBIILIEHNE aKTUBHOCTH (DEPMEHTOB MEYEHU, I'€IaTOTOKCUYHOCTb.
Hapywenus co cmoponul kKodicu u noOK0HCHBIX MKanel

yacmoma Heus8ecmHua: 3yJi KOKHBIX IIOKPOBOB, MEMKAMEHTO3HOE aKHE.

Hapywenus co cmoponul nouek u mouesvbigoosauux nymetu

yacmoma Heu3eecmua: TANEpPypUKeMusi, HeppOTOKCUYHOCTb.

Hapywenus co cmoponsl no106bix 0peanos u MOJIOYHOU dicenesbl

yacmoma Heuseecmua: TalaKTopesl.

Obwue paccmpoiicmea u HapyuileHus 8 Mecme 86e0eHus

yacmoma HeusgecmHa: OTBpAIEHME K MHINE, NoTeps anmneTtura, (edpuiabHas TemIieparypa,
IIOKPACHEHHUE 110 X0y MOJKOKHBIX BEH.

Jlabopamopnule noxazamenu

yacmoma Heu3eecmua: CHUKEHUE KOHIIEHTPAIMK Kallus B IUIa3Me KPOBH.

CooO11eHne 0 MoJ03peBAEMbIX HEXKEIATENIbHbBIX PEAKIUAX

BaxHo coo01mate 0 mo103peBaeMbIX HEXKeNaTEIbHBIX PEAKIIUAX TOCIE PETUCTPAIIMU TIperapara ¢
LEeNbl0 O0EcreueHus] HENpPEepPHIBHOITO MOHUTOPUHIA COOTHOLIEHUS «I0JIb3a — PUCK»
JIEKapCTBEHHOTO Tpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYeTCs COOOIIaTh O JFOOBIX
MOI03PEBACMBIX HEXKEJATEIbHBIX PEAKIUAX JIEKAPCTBEHHOTO Tperapara 4yepe3 HallMOHAIbHbBIC
CHUCTEMBI COOOIIEHHMSI O HEXKeNaTeIbHBIX pPEaKIUsAX TOoCyIapcTB — wieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®edepayus

®denepanpHas cayx0a 1Mo Haa30py B cdhepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomaip, 1. 4, ctp. 1

Ten.: +7 800 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uH(GOpMaIlMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «HTepHEeT»:!
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMOTOMBI

O cnyyasix IepeI03upOBKH HE COOOIIAIOCH.
12


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

||‘_.|

JleueHune

PGKOMGHI[yeTCH CUMIITOMATHYCCKOC JICUCHUC (B TOM YHUCIIC HeO6XOI[I/IMO MMOAACPIKUBATH
CKOpPOCTh KIIYOO4YKOBOHM (QuubTpanuu). HeT naHHBIX OTHOCHTEIBHO YCKOPEHHS BBIBEICHUS
JUHE30JIMa IPH TIEPUTOHEATLHOM auanu3e wiu remornepdysuu. [Ipumepro 30% nunezonuma
BBIBOJIMTCSI B TCUYCHUE 3 YaCOB MPH FeMOIHAIIH3E.

5. PAPMAKOJIOT'MYECKUE CBOMCTBA
5.1. ®apmakoauHaAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUCCKass Tpyla: aHTHOAKTEpUAIbHBIC CPEACTBA CHCTEMHOIO JCHCTBHUS,
JpyTue aHTHOAKTepHaIbHBIC CPEICTRA.
Kon ATX: JO1XX08

MexaHu3M ASHCTBHUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC Bd)(beKTLI

JluHE30/M]], CHHTETUYECKH aHTHOAKTEpUaIbHBIA Ipernapar, OTHOCHUTCS K HOBOMY Kilaccy
POTHBOMHUKPOOHBIX CPEJICTB, OKCA30JMIMHOHAM, aKTHBHBIX IN VItr0 B OTHOLICHWH a3pPOOHBIX
IPaMIIOJIOKUTEIbHBIX OaKTEepHil, HEKOTOPBIX I'PaMOTPULATENbHBIX OaKTepuil U aHadPOOHBIX
MUKpPOOPTraHU3MOB. JIMHE30/IM]I CEeNEeKTUBHO MHTUOMPYET CUHTE3 Oenka B OakTepusax. 3a cueT
CBS3BIBAHUSA C  OaKkTepUANTbHBIMH  pHOOCOMaMH  OH  TpeaoTBpamiaer  oOpa3oBaHHE
(bYHKIIMOHATIBLHOTO MHUIIMHUPYIOIIETo KomIuiekca 70S, KOTOPBI SBIsSETCS BaKHBIM KOMIOHEHTOM
nporiecca TPaHCISIUY IIPH CUHTE3e Oerka.

YyBCTBUTEIBHOCTh

JIuHe30mm1 aKTUBEH 1N VILro u in Vivo B OTHOIICHHUH CIICIYIOUIMX MUKPOOPTaHU3MOB:

— IpaMIIoNIOXKUTEIbHBIE adpo0bl — Enterococcus faecium (Bkitrodasi mITaMMbl, PE3UCTEHTHBIE K
BaHKOMHIIMHY); Staphylococcus aureus (BkaYas METHIIM/UIMHPE3UCTECHTHBIE —IITAMMBI);
Streptococcus agalactiae, Streptococcus pneumoniae (BkJrouasi MOJIHPE3UCTEHTHBIC ITAMMBI);
Streptococcus pyogenes;

— apyrue Mukpoopranusmsl — M.tuberculosis

JIvuHe30M1 aKTUBEH IN VItr0 B OTHOIICHUH CIIEIYFOIMX MUKPOOPTaHH3MOB:

— rpamIonoXuTeIbHbIe adpobsl — Enterococcus faecalis (Bkimrouast mraMMbl, pe3UCTEHTHBIE K
BaHKOMUIIMHY); Enterococcus faecium (iuTamMMbl, YyBCTBUTEIbHBIE K BaHKOMHIIMHY);
Staphylococcus epidermidis (Bkirouass MeTHIMILTMHPE3UCTEHTHBIC MTaMMbl); Staphylococcus
haemolyticus, Streptococcus spp. rpymisr viridans;

— rpaMoTpuIaTenbHbIie a3poob1 — Pasteurella multocida.

PesuctenTHbIe K THHE30My MUKpoopranu3Mbl: Haemophilus influenzae, Moraxella catarrhalis,
Neisseria spp., Enterobacteriaceae spp., Pseudomonas spp.

Pe3ucTeHTHOCTh

MexaHu3M JIeHCTBUS JIMHE30JIMAa OTIMYAETCS OT MEXaHM3MOB JEHCTBHS MPOTUBOMUKPOOHBIX
IpernapaToB JAPYrux KIaccoB (HAampuMep, aMHHOIJIMKO3HMJIOB, OeTa-JTakTaMoOB, aHTarOHHCTOB
¢donreBoil  KHMCIOTBHI, IJIMKOMENTUAOB, JHMHKO3aMHUAOB, XHHOJIOHOB, pPH(DAMIIUIMHOB,
CTPENTOrpaMUHOB,  TETPAlMKIMHOB M  XJIopaM(eHHKoja), TMOITOMY  IEpPEKPECTHOM
PE3UCTEHTHOCTH MEXAY JIMHE30JIMJIOM U 3THMHU IpenaparaMH HE cyliecTByeT. JInHe3omun
aKTUBEH B OTHOIIEHMHM NATOT€HHBIX MHMKPOOPIaHU3MOB, KaK UYBCTBUTENIBHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IIpenapaTaM. PE3UCTEHTHOCTD 110 OTHOILEHUIO K JIMHE30JINY Pa3BUBAETCS
MEJIEHHO MyTeM MHOTOCTaJuiHON MyTanuu 23S pubocoManbHOM pUOOHYKIEHNHOBOM KUCIIOTHI
(PHK) n npoucxomuT ¢ yactoToii menee 1x10° — 1x1072,

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus
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o

[locne npuema BHYTPh JMHE30JH] OBICTPO |U HHTC}QI;B;{EE‘EC;EBIﬂ_é%H 3 >15envz[Uqu-

kumieunoro tpakta (JKKT). MakcumainbHash KOHIEHTpaIusl JuHe30uaa B mwiazmMe KpoBH (Cmax)
npu npuMeHeHnu B 1o3e 600 mr kaxasie 12 9 cocraBmsieT 21,2 Mr/i, a Ipu NPUMEHEHUU B J103€
400 mr xaxzasie 12 4 — 11 mr/n; cpenHuil mepuoj BpeMEHH 10 JOCTHXKEHHS MaKCUMallbHOU
KOHLeHTpauuK juHe3omuaa B riazMe KpoBH (TCmax) — 2 4, aObcostoTHas OHOMOCTYMHOCTb
coctaBisieT okojo 100%. Ilpuem nuim He BIMSET HA BcachblBaHUE JMHE30Juaa. PaBHOBecHas
KOHLICHTpalUs JUHE30I1/1a B IJIa3Me KPOBU JOCTUTAETCS Ha 2 JIEHb [IpUEMa.

Pacnopenenenne

O0BeM pacnpenesieHus JTMHE30IM/a IIPU JTOCTIXKEHHH PaBHOBECHOM KOHIIEHTPAIMHU Y 30POBOTO
B3pOCJIOT0 YeJIOBEeKa cocTaBisieT B cpenHeM 40-50 11, 4To MpUMEpHO paBHO OOIIEMY COAEPIKAHUIO
BOJIbl B opranusme. CBsi3pIBaHHE ¢ OeiIKaMM IJ1a3Mbl KpOBHM cocTaBisieT 31% M He 3aBUCUT OT
KOHICHTPpALUHX JIMHC30JI1/1a B IJIa3MC KPOBHU.

BI/IOTDaHC(bODMaHI/IH

YcraHoBIIEHO, 4TO M30(EPMEHTHI CHCTEMBI ITUTOXpoMa P450 He y4acTBYIOT B MeETa0OJM3MeE
auHe3oauaa in Vitro. JluHe301ua He HHTHOMpPYET W HE MOTEHIUPYET aKTHBHOCTh KJIMHUYECKH
BaXXHBIX M30()epMEHTOB cucTeMbl uToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).
Metabonnueckoe OKHCIEHHE MPUBOIUT K OOpa3OBaHUIO JIBYX HEAKTHUBHBIX METaOOIUTOB —
THAPOKCUATHITIIUIIMHA (OCHOBHOW METa0ONMMT y 4YelloBeKa, o0pa3yercs B pe3ysbTare
He(EepPMEHTATUBHOTO MPOIIECcCa) U aMHUHOSTOKCHYKCYCHOM KHCIOTHI (00pa3yercs B MEHbBIIUX
KomuecTBax). Takke OMUCaHbI APYTrue HEAKTUBHBIC METAOOIHTHI.

OIUMUHALKA

Buenoueunslil KIMpeHC coCTaBisieT 0KoJIo 65% wkmupenca nuHezonuaa. C yBelInyeHUEM 1036l
JMHE30JIMIa OTMEUYaeTCsl HeOOMbIIas CTENeHb HETMHEHHOCTH KIIMPEHCa. DTO MOKET O0BACHATHCS
CHI)KEHHMEM I10YE€YHOTO0 M BHEMOYEUHOIo KJIMpPEHCA MPH BBICOKON a03€ juHezonunaa. OmHako
pa3anyns KJIMPEHCa HEBEIMKHU U HE BIUAIOT Ha KaKYIIUKUCS IEPUOJ TTOTYBBIBEACHHUS.
JluHe3onuy y MalMeHTOB ¢ HOpMalIbHOW (PYHKLMEH MOYEeK U MPH MOYEUHOH HEeJI0CTaTOYHOCTH
JIETKOM M cpeiHeH cTeneH! TAKECTH BBIBOAUTCS MOYKaMU B BUJE TUApOoKcHITIITIUIMHA (40%),
aMUHOATOKCHYKCycHOM KucnoThl (10%) u B HemsmeneHHoM Buze (30-35%). Kumeuynukom
BBIBOAMTCS B BUJI€ THAPOKCHATUIINIUINHA (6%) 1 aMUHOATOKCUYKCYCHOM KUCIOTHI (3%).
JIuHe3onu B HEU3MEHEHHOM BUJIE TPAKTUYECKH HE BHIBOJUTCS KUIICUHUKOM.

ITepuon nonyBEIBEACHUS TMHE30JINA B CPEAHEM COCTABIIAET 5—7 U.

IToyeyHas HETOCTATOYHOCTD

[Tocne opHokpatHOro mnpuema 600 Mr nMHE30dIMJA MAIMEHTAMHM C TSDKEJNOM moyeuyHoU
HEJ0CTAaTOYHOCTHIO (KIMpEeHC KpeaTuHUHA <30 MJI/MHH) KOHIIEHTpAIHs B IUIa3Me KPOBH JIBYX €T0
OCHOBHBIX METabOJIMTOB Bo3pacTaeT B 7—8 pa3. OnHaKO yBeNUYEHUS 3HAYECHHUs IJIOLIAJU IMOJ
KpuBOM «KoHIeHTparus-BpemMs» (AUC) nuHe3zonuaa He HabmogaeTcsi. HecmoTps Ha To, 94TO mpu
reMOo/IMaIn3€e BBHIBOJUTCS HEKOTOPOE KOJIMYECTBO OCHOBHBIX METa0OIUTOB, MX KOHIEHTpAIUs B
m1asMe KpoBu nocie npueMa 600 Mr InHe30111a U IPOBEACHHS MPOLEAYPhl AUATU3a OCTAETCs
CYLIECTBEHHO BBIIIIE KOHILEHTpAIMM B IUIa3Me€ KPOBU Yy MAIMEHTOB C HOPMaJbHOW (hyHKIMEH
MOYEK, JIETKOW WIIA CPETHETSHKENION MOYEYHON HEIOCTATOYHOCTHIO.

[IeueHOYHAs HEAOCTATOYHOCTh

NmeroTcsi orpaHnyeHHBIE JaHHBIE O TOM, YTO y TAIMEHTOB C JIETKOH W CPEIHETSKEION
MEYCHOYHON HeAoCcTaTOYHOCThI0 (kimaccel A u B mo knaccudukamuum  Yainn-Iero)
(dhapMaKOKMHETHKA TUHE30IUIa U JIBYX €r0 OCHOBHBIX META0OIUTOB HE U3MEHSIETCS.
dapMaKOKMHETHKA JIMHE30JIM/Ia Y MTAlIUEHTOB C TSHKEJION EYeHOYHOM HeJIOCTaTOUYHOCTHIO (Ki1acc
C mno wraccudpukanmu Yaitnna-Ilpro) He w3ydanmack. OjHAKO, TOCKOJBKY JIMHE30JHU/T
MeTabonu3upyeTcs: HEePEepPMEHTHBIM IyTEeM, TO HE OXKHJAETCS 3HAYMMOTO HapYIIEHHUS €ro
MeTaboM3Ma Py MEYeHOYHOW HEeIOCTAaTOYHOCTH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.07.2025 N= 13846

(NMOCNEOOBATENEHOCTE 0002)

JleTH ¥ IOAPOCTKH

Y noapoctkoB (12—17 ner) ¢gapMakoKMHETHKA JTHMHE30JIUAa, MPHUHITOTO B no3e 600 mr, He
OTJIMYAETCS OT KHHETUKH Y B3pOCHBIX. Takum oOpa3oM, NMpU MPUMEHEHHH y TTOAPOCTKOB 600 mr
JTUHE30JIMaa Kaxaple 12 4 ero KOHIIEHTpalus B T1a3Me KPOBH OYJIET TaKOM ke, KaK Yy B3POCIIBIX
MIpU PUMEHEHHUH B TOM ke J103e. Y neTelt 1o 12 neT npuMeHeHue auHe3onuaa B go3e 10 Mr/kr
€XKETHEBHO KaXK/]IbIe 8 4acOB MO3BOJISET JOCTHYb TOW )K€ KOHIEHTPAIMHU, YTO U Y B3POCIBIX MPHU
npuMmeHenuu 600 mr MHE30IMAa IBA pa3a B JICHb.

[TanmeHThI OYKMJIOT0 BO3pacTa

YV  noXuIbIxX INanyMceHTOB B BO3pPacTe 65 ner m cTapaie q)apMaKOKI/IHCTI/IKa JIMHC30JInJa
CYHICCTBCHHO HC U3MCHSACTCA.

ITanmmeHTKH JKEHCKOT0 1oJia

Yy KCHIIMH 00beM pacnupeCaACIICHUA JIMHC30JIMAa HCCKOJIBKO HUKC, YCEM Y MYIKUYMH, Y HUX TAaKKC Ha
20% cHmKXeH CpeI[HI/Iﬁ KIIMPCHC ITPU paCyYCTC HA MACCY TCJIA. KOHHGHTpaLII/IH JIMHEC30J1MJa B I1J1a3M€C
KPOBH JKCHIIIMH BBIIIC, YEM Yy MYXKXYHUH, YTO MOXKCT OTYHACTU O00BACHATHCSA pasiiniusiMu MacCChbl
TCIa. O,I[HaKO, INIOCKOJIBKY ICpUOJ TMOJYBBIBEACHHUA JIMHC3O0JIUAA Yy MYXYUMH MW KCHIIUH
CYHICCTBCHHO HE OTJIMYACTCA, HET ITOBOJAA OXHWAATh IMOBBIIICHWA KOHLUCHTpAIWU JIMHC30JIMAa B
IJ1a3M€ KPOBHU KCHIIUH BbIIIC [ICPEHOCUMOT'O YPOBHS, TdK YTO KOPPCKIHNU NO3bI HE TpeGyeTCH.

6. PAPMAIEBTHNYECKHUE CBOICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

HesToa03a Mukpokpuctauueckas (PH 101)
Kpaxmall KyKypy3HbIii

HU3KO3aMellleHHas! THIPOKCUIIPOTIUIILIEIIII0I03a
HaATpUA Jaypui cynbdar

nosuoH (PVP-K30)

HATpUS KPOCKaMeio3a

KPEMHHUSI TUOKCH]T KOJUTOUTHBIN O€3BOIHBIN
MOJIUATUIIEHTIIUKOIB (6000)

TaIbK

MarHus creapar

[Inenounast o6osnouka Onazpaii |1 Genbrit 85F18422:
MOJIMBUHUJIOBBIN CIIUPT

MOJIMATUIIEHTIIUKOJTB (Makporoi 4000)

TUTaHA TUOKCHU]T

TaIbK

6.2. HecoBMecTUMOCTB

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

2 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh 1pu Temneparype He oime 25 °C.
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6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKH

IIpu mpousBoacTBe npenapara Ha npeaupustru «Cumnexkc @apma Ist. JITm.y», Mugus:

ITo 10 Tabmerok B O1ucTep M3 TUICHKHU Oenoit Henpo3paunoit [1B/[X/amomuaneBoi ¢hobru.
1 OmucTep BMecTe ¢ MHCTPYKIIHMEH MO METUIIMHCKOMY MPUMEHEHHIO MOMEMIAIOT B TMAuYKy W3
KapToHa.

[Tpu opousBonacTee npemnapara Ha npeanpusatun OO0 «Dasauca @apmay., Poceud:

ITo 10 Tabnerok B 6uctep u3 [IBX mieHku v amoMUHUEBOH (OJIBTH.

[To 10 Tabnerok B TUIACTHKOBbIE OaHKM W3 NOJMITWICHTepedTanaTa, YKyNOpEeHHBIE
IUTACTUKOBBIMU KPBIIIKAMH U3 TOJHUATUIICHA BBICOKOM IUIOTHOCTH M HU3KOIO JaBJICHUSA, C
KOHTPOJIEM NEPBOro BCKpbITUsA. Ha OaHKy HakieuBarOT 3TUKETKY M3 Oymaru nucueil uiau
3TUKETOYHOM.

1 Onmcrep BMecTe C MHCTPYKLUHMEH MO MEIWIUHCKOMY NMPUMEHEHHUIO MOMEMIAIOT B MAYKy W3
KapTOHa Ji1 MOTPEOUTEIHCKOM Taphl THUMA XPOMOBBIA WIM XpoMm-3p3ail. | OaHKy BMecTe C
MHCTPYKIHEH 10 MEIUIIMHCKOMY NPUMEHEHUIO B TIAYKy M3 KapTOHA JUIs MOTPEOUTETLCKOM Taphl
THUIIa XPOMOBBIIM MU XpOM-3p3all.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  TpenapaTra WJIH  OTXO0J0B, MOJYYeHHBIX TOCJe NPHMEeHeHUsl
JIEKAPCTBEHHOT0 MpenapaTa u Apyrue MaHUMYJIsSIUU ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccus

000 «ITAHB1O ®APM»

143960, MockoBckas 061acTb, ropockoit okpyr PeyTos, r. PeyTos, yi. ®abpuunas, 1om 8A, cTp.
2, nomemienue 14.

7.1. IIpeacTaBuTeNb AEPKATEIS] PETHCTPANMOHHOIO YI0CTOBEPEHHUA

[IpeTeH3UM NOTPSOUTENECH HAIPABIIATE 110 aJIPECY:
Poccuiickaa ®edepayus

000 «(ITAHB1O ®APMy, Poccus

119530, r. MockBa, OuakoBckoe mocce, oM 34, od. A303
ten.: +7 (495) 225-57-87,

e-mail: info@panbio.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A

9. JATA NEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHUS PETHUCTPAIIUMH,
HEPEPETUCTPALINN)

10. JATA IEPECMOTPA TEKCTA

O6mas XapakTepuCTHKa JekapcTBeHHoro mpenapara JIAMHE3-TIAHBUO noctymHa Ha
UHPOPMALIMOHHOM TmopTane EBpa3uiickoro SKOHOMHYECKOrO0 COK03a B HH(OPMAIMOHHO-
KOMMYHHUKAIIMOHHOM cetu «HTepHe™ http://eec.eaeunion.org/
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