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I[1O MEJUIMHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O IIPEITAPATA

JJAMHE3-IIAHBHO

PerucrpanmoHHbId HOMEP:

Toprosoe nanmenoBanue: JJANTHE3-TTAHBHO

MexayHapoaHOe HENMATEHTOBAHHOE WJIH IPYNIIUPOBOYHOE HAUMEHOBAHME
JIMHE30JIA T

JlekapcTBenHasi gopMa: TaOJIETKH, OKPBITHIE IJIEHOYHON 000JI0YKON
Cocras

1 TaGiaeTka, MOKphITas IEHOYHOM 00071049K0i, 100 MT, COTEDIKUT:

oeticmsyrowee sewgecmeo. maaezonua — 100 mr;

gcnomozameinbhble gewjecmea. 1E0N03a MUKpokpucramnueckas (PH 101) —
41,42 wr; KpaxMaJl  KyKypy3wsmi  — 20,0  wr; HU3KO03aMeUIECHHAs
THAPOKCUTTPONUIIIEIUTI0NI03a — 1,66 Mr; HaTpust naypui cyibdat — 0,42 MT; TOBUIOH
(PVP-K30) — 4,17 wmr; Hartpusi Kpockameruio3a — 2,5 Mr, KpeMHHS JHOKCHU]
KOJUIOMAHBIN Oe3BOAHBIN — 1,67 Mr, nonudtwieHrukonb (6000) — 0,50 Mr, Tambk
1,33 mr, maraus creapat — 1,33 mr.

Inenounas obonouka: Onanpaii |l 6enprit 85F18422 — 5,0 mr

(moMMBUHWIOBBIA cUpPT — 2,0 M, TONMUATHICHIIMKONL (Makporoa 4000) — 1,01 wmr,
tutana auokcu (E171) — 1,25 mr, tansk — 0,74 mr).

1 TabieTka, DOKpHITAsd IIEHOYHOU 000109K0i, 200 MT, COJIEPIKHUT:

oeticmayrowee gewgecmao. muuezonun — 200 mr;

scnomozameibHble seujecmaa. 1eono3a Mukpokpuctaumueckas (PH 101) — 82,83
MT, Kpaxmai KYKYPY3HBII — 40,0 MT, HU3KO3aMELICHHAs
TUAPOKCUTTPONUIIIEIUTI0N03a — 3,33 Mr, HaTpust Jaypui cyibdat — 0,83 Mr, moBu10H
(PVP-K30) — 8,33 wmr, HaTpus Kpockamesmio3a — 5,00 Mr, KpeMHHS JTUOKCH]
KOJUIOUHBIN Oe3BoAHbIN— 3,34 Mr, monudTuiaeHTmKoib (6000) — 1,00 Mr, Tanbk —

2,67 Mr, Maraus creapar — 2,67 Mr.



IInenounasn obonouxa: Onanpaii |l Genblid 8518495 154G i

(moMMBUHKUIOBBIHA crUPT — 4,0 MT, MOJUATHICHIIUKOIL (Makporoi 4000) — 2,02 wr,
tutana auokcun (E171) — 2,50 mr, tanek — 1,48 mr).

1 tabneTka, MOKPHITAA INICHOYHON 0007104K0i, 300 MT, CONEPIKHUT:

oeticmayrowee sewpecmeao. maaezonua — 300 mr;

6cnomozameinbhble gewecmsea. 1enono3a Mukpokpucrammueckas (PH 101) —
124,25 wmr, kpaxman  KykKypy3Hbli — 60,0 wMr, HU3KO3aMelleHHas
TUAPOKCUTIIPOITHIIIIEIUTION03a — 5,0 MT, HaTpus Jaypui cyibdat — 1,25 Mr, moBUIOH
(PVP-K30) — 12,50 mr, Hatpusi Kpockamesmtoda — 7,50 Mr, KpeMHHS THOKCH]I
KOJUIOUJHBIN 0€3BOAHBIN — 5,0 Mr, momudTwieHraukoiab (6000) — 1,50 mr, Tanbk —
4,00 mr, maraus cteapat — 4,00 mr.

Inenounas obonouxa: Onanpait |l 6enpiit 85F18422 — 15,0 mr

(TOTMBUHKITOBBIN CITAPT — 6,0 MT, TOMMATHICHTIMKOB (Makporoi 4000) — 3,03 wmr,
tutana auokcu (E171) — 3,75 mr, Tanbk — 2,22 wmr).

| Ta6H€TKa, MOKPBITAs IJICHOYHOM 06OHO‘IKOﬁ, 400 MI', COACPKHT.

oeticmsyrowee sewgecmao.: maaezonua — 400 mr;

gcnomozameinvHble Geujecmea’ 1EIono3a Mukpokpucraumyeckas (PH 101) —
165,67 wmr, kpaxman  Kykypy3welii — 80,0 Mr, HU3KO3aMellIeHHas
TUAPOKCUTIPONTUIIIIEIITI0N03a — 6,67 Mr, HaTpus Jlaypui cyiabdat — 1,67 mr, moBUI0H
(PVP-K30) — 16,67 wmr, Hatpust kpockamerao3a — 10,0 Mr, KpeMHHUS JIHOKCH]
KOJIUIOMIHBIN O0e3BOAHBIN — 6,66 Mr, momudTrieHraukob (6000) — 2,00 mr, Taabk —
5,33 mr, Maruus cteapat — 5,33 Mr.

Inenounas obonouxa: Onanpaii |l 6ensrit 85F18422 — 20,0 mr

(mommuBUHWIOBKIH cupT — 8,0 MTr, TOMMATHICHTIMKONIL (Makporoi 4000) — 4,04 wmr,
tutana quokcun (E171) — 5,00 mr, Tagpk — 2,96 mr).

1 TaGiaeTka, MOKPHITAs IIEHOYHOM 00071049K0il, 600 MT, COTEDIKUT:

Oeticmsyroujee gewecmeo. mane3onu — 600 mr;
6cnomozameinbhble gewecmea; 1EoN03a Mukpokpucrammueckas (PH 101) —
248,5mr,  kpaxman  Kykypy3weii —  120,0 wmr,  HuM3KO3aMelleHHas

ruapokcunponuieuionosa — 10,0 Mr, HaTpust taypun cyiabdar — 2,5 MT, IOBHJIOH
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(PVP-K30) — 25,0 mr, HaTpust KpOCK
KoJuTouaHbIN 6e3BoaHbI — 10,0 Mr, monmmaTrieHrmukons (6000) — 3,0 mr, Tabk —
8,0 mr, maruus creapat — 8,0 mr.

Inenounas obonouxa: Onanpait |l 6enpiit §5F18422 — 32,0 mr

(TOTMBUHMITOBBIN cITAPT — 12,8 MT, MOMMATHIICHNITHKOITE (Makporon 4000) — 6,464 wr,
tutaHa auokcun (E171) — 8,00 mr, taisk — 4,736 mr).

Onucanue

Jnsa no3upoBku 100 Mr: TaOJeTKH, MOKPHITHIE IJICHOYHOM OO0O0JIOYKOM, KPYTJIOi

(GopMBbI, ABOSIKOBBITYKJbIE OEIOr0 WM MOYTH OeJoro IBeTa, INajJkue ¢ 00enx

CTOpOH.

Jna nozupoBkr 300 mr: TaOMETKH, MOKPBITHIE IJIEHOYHON OO0OJOYKOM, KPYTriiou

(OpMBbI, ABOSIKOBBITYKJIbIE O€IOr0 WM MOYTH O€Joro IBeTa, INaJKkue ¢ 00enx

CTOPOH.

s nmozupoBku 200 wMr: TaONETKH, MOKPBIThIE IUICHOYHOH 00OJOYKOM,

KarcyJIoBUAHON (OpMbI O€JI0ro Wi MOYTH OENOoro IBeTa, ¢ PUCKOM Ha OJHOM U3

CTOPOH.

Hns  nosupoBku 400 wmr: TaOleTKH, TMOKPBHIThIE TIJICHOYHOM  000JIOUKOM,

KarncyJoBUAHOU (popMbl O€I0ro WM mo4ytu Oenoro 1BeTa, C pUCKOW Ha OJHOU H3

CTOPOH.

Hns  nosupoBku 600 wmr: TableTKH, TMOKPBHITHIE TIJICHOYHOM  000JIOUKOM,

KarcyJoBUAHOU (popMbl O€0ro WM mo4ytu Oenoro 1BeTa, C pUCKOW Ha OJHOW M3

CTOPOH.

Ha nonepeunom pazpese 6emnas mepoxoBaras Macca.

dapMmakoTepaneBTHYECKasi TPyNNa. aHTUOAKTEPUATBLHBIE CPEICTBA CHCTEMHOTO
JENUCTBUS;, IpyTHe aHTUOAKTEpUAIbHBIC CPEACTRA.

Koa ATX: J01XX08

dapMaKoJI0ru4ecKue CBOMcTBa

Dapmakoounamuxa

Mexanuzm oeticmeus




JIuHe30nua, CHHTETUYECKU aHTHOAKTeNUAILH

KJIacCy MPOTUBOMHUKPOOHBIX CPEJICTB, OKCA30JIMAMHOHAM, AKTUBHBIX IN Vitro B
OTHOIIICHUH a’pOOHBIX TPaMIIOJIOKUTEIbHBIX OakTepuii, HEKOTOPBIX
IpaMOTPUIIATENIbHBIX OaKTEepUii M aHA’POOHBIX MHUKPOOPTaHU3MOB. JIMHE30mH
CEJICKTUBHO HHTUOUPYET CHUHTE3 Oeika B OakTepusx. 3a CUET CBS3bIBAHUS C
OakTepuaIbHBIMU pUOOCOMaMH OH MpeAOTBpaIaeT o0pa3oBanre GyHKIIMOHATHLHOTO
WHULMUpPYIONIEro kKomiuiekca 70S, KOTOpBIM SIBISIETCS BaXHBIM KOMIIOHEHTOM
npolecca TPaHCISILUKY PU CUHTE3€ OemKa.

YyBCTBUTEIILHOCTD

Jlunesomua akTuBeH IN VItro u in vivo

rDaMHOJ'IO)KI/ITeJ'IBHBIC 33[)0651:

Enterococcus faecium (Bkirouast mTaMMbl, pe3MCTEHTHBIE K BAHKOMHUIIUHY ),
Staphylococcus aureus (BkiIr04ast METHITMILTHHPE3UCTCHTHBIC ITAMMBI),
Streptococcus agalactiae,

Streptococcus pneumoniae (Bkiro4as MOJIUPE3UCTEHTHBIC IIITAMMEI),
Streptococcus pyogenes.

JIpyrne MUKpOOPTaHU3MEI

Mycobacterium tuberculosis
JIune3oaua akTUBEH N Vitro

I'paMIIoI0KUTEIBLHBIE A3PO0HI:

Enterococcus faecalis (Bkirouas imraMMbl, pe3UCTCHTHBIC K BAHKOMUITUHY ),
Enterococcus faecium (mramMmel, 9yBCTBUTENBLHBIE K BAHKOMHIIAHY ),
Staphylococcus epidermidis (Bkaroyass METHIMUIMHPE3UCTEHTHBIC IITAMMBbI),
Staphylococcus haemolyticus,

Crpentokokku rpymisi Viridans.

I'pamoTpuIaTeIbHbIE A3POOHI:

Pasteurella multocida.

Pe3ncTeHTHBIC K JIMHE30JIMAY MUKPOOPTaHU3MBI.

Haemophilus influenza,

Moraxella catarrhalis,



Neisseria spp.,

Enterobacteriaceae spp.,
Pseudomonas spp.

MexaHu3Mbl PE3UCTCHTHOCTH

MexaHu3M JACUCTBHSA JIMHE30JMAAa OTJIMYACTCS OT MEXaHM3MOB JICHCTBUSA
MIPOTUBOMHUKPOOHBIX TPEMapaToOB APYTUX KJIACCOB (HANpUMEpP, aMUHOTJIMKO3HUIOB,
OeTa-JIaKTaMOB, aHTarOHUCTOB (POJIMEBOM KMCIIOTHI, TTMKOIEIITH/IOB, IMHKO3aMHU/IOB,
XHHOJIOHOB, puhaMITUIIHOB, CTPENTOTPAMHUHOB, TETPALUKINHOB u
xJIopaM(PeHnKoJ1a), TOITOMY MEPEKPECTHON PE3UCTCHTHOCTH MEXK Ty JIMHE30IUI0OM 1
ATHUMH IpenapaTaMy He CyIIeCTBYeT. JIMHE30/M1 aKTUBEH B OTHOIICHUH MTAaTOT€HHBIX
MUKPOOPraHU3MOB, KaK YYBCTBUTEJIbHBIX, TAK U PE3UCTCHTHBIX K 3TUM IIpenapaTam.
Pe3UCTEHTHOCTh 10 OTHOIIEHWIO K JIMHE3OJIMAY Pa3BUBACTCS MEIJICHHO ITyTEeM
MHoOrocTaguitHoi MyTtanuu 23S pubdocomansHoit PHK u mpoumcxomut ¢ gactortoii
meree 1x107° — 1x101,

Dapmakokunemuka

BcacniBanue

[Tocne mpuemMa BHYTPb JIMHE30JHMJ OBICTPO M HMHTCHCHBHO BCAaChIBACTCS W3
YKETyI0YHO-KUIIIEYHOTO TpakTa. MakcumanbHas KOHIICHTpAlMs JIMHE30JIMIa B
mwiazMe KpoBH (Cmax) — 21,2 MI/m, cpeHHH IMEPHOJ BPEMEHH O JIOCTHKCHHS
MaKCHMaJbHOW KOHIeHTpauuu juHe3oauaa B KpoBH (TCrax) — 2 4, abCoaroOTHAs
onogocTynHocTh cocTanisieT okosno 100%. Ilpuem nuim He BAUSET HA BCACHIBAHUE
JMHE30uaa. PaBHOBECHAss KOHIIEHTpAIU JTMHE30/IUa B KPOBU JIOCTUTaeTCs Ha 2
JICHb TIpueMa.

Pacopenenenne

O0bem pacrpeneseHus: TUHE30 U IPU JOCTHIKEHNH PAaBHOBECHOW KOHIICHTPAIIUU
y 3J0pOBOTO B3pPOCIIOr0 YEJI0BEKa cocTaBisgeT B cpeanem 40—-50 11, 4To MpUMEPHO
paBHO 00IIEMy COJEp)KaHUIO BOABI B opraHu3Me. CBs3pIBaHHE ¢ O€NKaMU TIa3Mbl
KpoBH cocTaBisieT 31% 1 He 3aBUCUT OT KOHIIEHTPALIMK JIMHE30JIK/1a B KPOBHU.

MeTtaboJm3m




1y OTUETY

)

JBATENLLOCTS 00021
YcraHoBieHo, yTO M30(epMEHTHI [IUTOXpOMA PASO-H ‘% '_'TRVI-OT B MeTa60fiu3me

JauHe3omuaa N Vitro. JIuae3omua He MHTHOUMPYET W HE MOTCHIUPYET aKTUBHOCTH
KIIMHAYECKH BAXXHBIX n30(epMenToB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1,
3A4).

MeTtabonuyeckoe OKUCICHHE TMPUBOJUT K OOpa30BaHHUIO JBYX HEAKTHBHBIX
METabOIUTOB — TUAPOKCHUATHITIIMLIMHA (OCHOBHOW METa0OJIUT y YeNOBEKa,
oOpa3zyeTcsi B pe3yJibTaTe He(pepMEHTAaTUBHOTO MPOIECCa) U AaMUHOITOKCUYKCYCHOM
KUCJIOTHl (OOpa3yeTrcss B MEHBIIMX KOJIMYECTBax). Takye OmUcCaHbl JApyrue
HEaKTUBHbIE META0OJIMTHI.

BoiBesicHue

BHenodeuHslld KIIMPEHC COCTaBIIET OKOJMO 65 % xnupeHca nuHe3ommpa. C
YBEJIMUEHUEM JI03bl JIMHE30JU/1a OTMEYAeTCs HEOOJbIIasi CTENEHb HEITMHEHHOCTH
KJIIMpEHCa. DTO MOXKET OOBSICHATHCS CHUKEHUEM IOYEYHOIO W BHEMOYEYHOIO
KJIMPEHCA IPH BBICOKOU J103€ JuHe30auAa. OIHAKO pa3inyusl KINPEHCA HEBEJIMKH U
HE BIUAIOT HAa KOKYLIUICS IEPUOJ TIOJyBBIBEACHUS.

JIune3zonua y NANMEHTOB C HOPMaJbHOM (YHKIMEH MOYeK M MpH IMOYEUHOMN
HEJOCTAaTOYHOCTH JIETKOW M CPEIHEW CTENEHW BBIBOJUTCS II0YKAMH B BUJC
ruapokcudTUArIuuuHa  (40%), ammuHO3TOKCMYKCycHOM Kuciaotrel (10%) u B
HeusMeHeHHoM  Buje  (30-35%). KuimieyHukom — BBIBOJUTCS B BHUJE
TUAPOKCHATUITIUIMHA (6%) 1 aMUHOATOKCUYKCYCHOM KUCIOTHI (3%).

JIuHe3011 B HEM3MEHEHHOM BUJIE IPAKTUYECKU HE BBIBOJAUTCS KUILIEUHUKOM.
[Ieprox mosryBBIBEICHUS JTMHE30JIMIA B CPEAHEM COCTABIIAET 5—7 4.

[larmeHTsl ¢ MOYEeYHOU HENOCTATOYHOCTELIO

[Tocne onHOKpaTtHOTrO NpréMa 600 Mr TMHE30IMIa NAUEHTAMH C TSKETON MOYEUHOU
HEJI0OCTAaTOYHOCThIO (KIMpeHC kpeaTHHHA <30 MJI/MHH) KOHIIGHTpAIUs JIBYX €ro
OCHOBHBIX METa00IMTOB Bo3pacTajna B 7—8 pa3. Oxnako yBenuuenus AUC (miomans
MO/ KPHUBOM «KOHLIEHTpALUs-BpEMs») HCXOJHOrO Ipernapara HE HaOI0AalIoCh.
HecmoTpss Ha TO, 4TO IpU TEeMOJUANN3E€ BBIBOJWIOCH HEKOTOPOE KOJIHUYECTBO
OCHOBHBIX META0OJUTOB, X KOHIIEHTpAIUs B IJIa3Me KpoBH mociie mpuema 600 mr

JIMHC30JIna U MPOBCACHUSA IPOHCAYPHI AWaiM3a OCTaBaJIaChb CYIMICCTBCHHO BbLIIIC
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COOTBETCTBYET 3K(
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(NOCNEAOBATENBHOCTE 0002
KOHIICHTPALIUU B KPOBH Y MAIMEHTOB C E opmam,l;lmﬁ 'Aﬁ%mmen MOUEK, Merkoi unu

CpCI[HCTH)KGJIOﬁ MMOYCUYHOM HCOOCTAaTOYHOCTEIO.

[TaneHTsI ¢ MEYEHOYHON HEAOCTATOYHOCTBIO

HMeroTcst orpaHUYEeHHbIEC JaHHBIC, YTO Yy MAIMEHTOB C JIETKOM U CPEIHETSIKENON
MEYCHOYHON HEA0CTaTOYHOCThIO (KiMacc A u B mo kmaccudukanmm Yaina-I1sio)
dhapMaKOKMHETHKA JTMHE30JIU/IA U ABYX €0 OCHOBHBIX META0OJIUTOB HE N3MEHSICTCS.
dapMakOKMHETHKA JIMHE30JUJa Yy TAalMEeHTOB C  TSDKEJIOW  TEeYeHOYHOM
HegocTaTrogHOCThIO (Kimacc C mo knaccudukaruu Yaing-I1st0) He wu3ydanace.
OpnHako, MOCKOJIbKY JMHE30JIH]T META0OIU3UPYyeTCsT HEPEPMEHTHBIM IyTEM, TO HE
OKMJIAETCS 3HAUYMMOIO HapyIlIeHHWs ero Merabonu3Ma TpU  MEYCHOYHOMU
HEJJOCTATOYHOCTH.

JleTu ¥ moApOCTKHU

Y moapoctkoB (12-17 net) ¢papMakOKHHETHKA TUHE30JIUIA, PUHITOTO B 103¢ 600
MI, HE OTJIMYaJaCh OT KMHETUKHU Yy B3pOCibIX. Takum oOpa3om, mpu Ha3HAUYCHHUHU
noapoctkaM 600 Mr JTrHE30IHMIa KaKaple 12 4 ero KOHIeHTpalus OyIeT TaKoH Ke,
KaK y B3pOCJBIX MPU Ha3HAYEHUU TOM ke J03BI.

[Toxubie

VY noxuiIbIX NalMeHTOB B Bo3pacTe 65 jeT u crapiie hapMakOKUHETHUKA JIMHE30JIU1a
CYIIECTBEHHO HE U3MEHSETCS.

KeHImHbI

VY KeHIH 00beM pacrpe/ielieHUs JIMHE30IUa HECKOJIBKO HIKE, YEM Y MYXKUUH; Y
HUX Takoke Ha 20 % cHWXKEH CpelHUi KIMPEHC MpU pacyeTe Ha Maccy Tena.
KoHuenTpanus JuHe30/111a B MIa3Me KPOBU JKEHIIWH BbIIIE, YEM Y MYKUHH, 4YTO
MOXET OTYACTH OOBSICHATHCS pa3TudusIMU Macchl Tena. OHaKo, TOCKOJIbKY MEPHUO/T
MOJTYBBIBEJACHUS JIMHE30IUA Y MY>KUMH M KEHILIWH CYIIECTBEHHO HE OTJIMYAeTCH,
HET MOBOJIa OXHUJATh TMOBBIIICHUS] KOHIECHTPAIMU JIMHE30JMJa B IIa3Me KpPOBU
YKEHIILIUH BBIIIE MEPEHOCUMOT0 YPOBHSI, TaK YTO KOPPEKIUH J03bl HE TpeOyeTcs.
IHoxa3aHusl K NPUMEHECHUIO

Jleyenve WHGEKIIMOHHO-BOCTIAIMTENbHBIX 3a00J€BaHUM, €CIM HW3BECTHO WIIU

moao3peBacTCA, 4YTO OHU BbI3BAHbBI HYBCTBUTCIIbHBIMHU K JIMHC3O0JIUIAY 33p06HLIMI/I "
7
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(MOCHEAOBATENEHOCTR §
aHadPOOHBIMHM TPAMIIOJIOKUTEIbHBIMA MUKPOOPLAHUIMAMU (BKIF0UAs. HH

COIPOBOXKTAFOIIHECT OAKTCPHUEMHUCH ):

— BHeOOJIbHUYHAS ITHCBMOHUS, BbI3BaHHas Streptococcus pneumoniae (BkIrouas
MOJIMPE3UCTCHTHBIC  ITaMMBI),  BKJIIOYas  CIIy4aW,  COIPOBOXIAFOIIHCCS
OakTepuemueit, wim Staphylococcus aureus (ToapKo METHIMILTMHIYBCTBUTCIIBHBIC
ITaMMBbl );

— TrocmMTajbHas IHEBMOHHsS, BbI3BaHHas Staphylococcus aureus (Bkirouas
METHUIMIIMHIYBCTBUTSIIBHBIE W MCTHIMUIMHPE3UCTCHTHBIE — ITAMMBI) A
Streptococcus pneumoniae (BkJIro4ast MOJIUPE3UCTEHTHBIC IIITAMMEI);

— OCJOXHEHHBIE MH(MEKIMH KOXH W MATKHX TKaHEW, BKIOYas HHOEKIUH TpH
CHUHJIPOME JMA0CTUYCCKOW CTOIBI, HE COMPOBOXKIAIOIIMECS OCTCOMHUCIUTOM,
BbI3BaHHbIC Staphylococcus aureus (Bkimrouas METHIMUIMHYYBCTBHUTCIBHBIE U
METUITJUTHHPE3UCTEHTHBIC MTaMMBbI), Streptococcus pyogenes wiam Streptococcus
agalactiae;

— HeoCJIOKHEHHBIE MH(EKIIMKU KOXKM U MATKHX TKaHel, BeI3BaHHBIC Staphylococcus
aureus (TONBKO METHIMIUIMHYYBCTBUTENBHBIC INTaMMbI) WK  Streptococcus
pyogenes;

— uH(EeKINN, Pe3UCTCHTHBIC K BAHKOMHUIIMHY, BbI3BaHHBIE Enterococcus faecium, B
TOM YHCJIE, COMPOBOXIAIOIINEC OaKTEpUEMHUEH.

B cocTaBe KOMOMHMPOBAHHOM Tepanuy TyOepKyJie3a JeTKHIX, BRI3BAHHOTO IIITAMMaMU
Mycobacterium tuberculosis ¢ MHOkKeCTBEHHOH JIEKAPCTBEHHOW YCTOWYUBOCTHIO.
IIporuBonoOKa3zaHus
[ToBbINEHHAs] YYBCTBUTEIBHOCTh K JIMHE3OJIMIY W/WIM JPYTUM KOMITOHEHTaM
npernapata. OTHOBPEMEHHBIN MPUEM JIMHE30JIUA C TIperapaTaMu, HHTHOUPYIOITUMHU
MOHOaMUHOKCHIa3bl A Wi B (Hampumep, heHen3nH, n30kapOOKca3uI, CEICTHIINH,
MOKJIOOEMHJT), a TaKKe B TEUEHHE JBYX HEAENb IOCJC IMPEeKpalleHUus Mnpuema
Ha3BaHHBIX MTPEMapaToOB.

[Tprr OTCYTCTBMM MOHHUTOPWHTA apTEPHAILHOTO JABJICHUS HE CIEAyeT Ha3HayaTh

JIMHE30IUL



—  NalMeHTaM  C  HEKOHTPOIMpPYeMOii

(heoXpPOMOIIMTOMOM, THPEOTOKCUKO30M, KAPIIMOHOUTHBIM CHHIPOMOM, 6I/IHOJIHpHBIM
paccTpoiicTBOM, IMMM30aPGEKTHBHBIM PACCTPOUCTBOM U OCTPBIM COCTOSTHUEM
CIIyTaHHOCTH CO3HAHWSI,;

— TMAalMeHTaM, MOJYyYarolluM CJEeAYIONIHE THUIBl MPernapaToB: aapPCHOMUMETHKU
(mampumep, ncenoddenput, GEeHUINPONAHOIAMUH, STUHEPPUH, HOPIMUHEPPUH,
n00yTamMuH), 10haMUHOMUMETHKHY (HarpuMmep, no(amMuH), HHTHOUTOPBI 0OPATHOTO
3axBaTa CEPOTOHMHA, TPULIMKINYECKUE aHTHJICMIPECCAHTHI, arOHUCTHI PELENTOPOB
ceporonnHa 5—HT1 (TpunTaHsl), MEepUANH WK OYCIIUPOH;

— IE€TCKHUIA BO3pAcT 110 3 JIeT (J1s JTaHHOM JIeKapCTBEHHON (OPMBI);

— JIeTCKU Bo3pacT A0 18 yer mo mokasaHuio: TyOepKyJie3 JErKuX, BbI3BAHHBIN
mrammamu  Mycobacterium  tuberculosis ¢ MHOXeCTBEHHOH JieKapCTBEHHOM
YCTOWYHUBOCTBIO.

C 0CcTOPOKHOCTHIO

[IalMeHTHI ¢ TOYEYHOM HEAOCTATOYHOCTBIO

BcnenctBue  HEM3y4e€HHOM — KIIMHUYECKOM  3HAYMMOCTH  JBYX  IEPBUYHBIX
METa0O0JMTOB JMHE30JIM/Ia Y TIAIUEHTOB C TSKEJIOW MOYEUHON HEJ0CTaTOYHOCTHIO,
JIMHE30JIU]] TOJKEH MMPUMEHSITHCA ¢ OCTOPOKHOCTBHIO Y TAKUX MAIUEHTOB, U TOJIBKO
€CIM Tpearnojiaraemasi Iojb3a MPEBBIINIAET MOTCHIMAIbHBIA PUCK. Takke HeT
JaHHBIX I[I0 NPUMEHEHHUIO JIMHE30JIMJAAa Y TMAUUEHTOB, HaxXOIALIUXCS Ha
aMOyJIaTOPHOM TIEPUTOHEATLHOM JUaU3€ WIM JIPYTUX ajJbTePHATUBHBIX METOJaxX
JICYEHHUS TI0YEYHOM HETOCTATOYHOCTH.

[larmeHTsl ¢ IEYEHOYHOU HENOCTATOYHOCTRIO !

Nmerotcs OI'PaHUYCHHBIC KIMHHUYCCKUC IOAaHHBIC, PCKOMCHAYIOIIUE IIPUMCHATDH
JIMHC30JINJ Y TaKUX IMAalMCHTOB TOJIbKO B TOM CJiy4ac, €CJIM IIpcaIiojaracMasi 1mojib3a
IMPCBBIMIACT HOTCHHH&HBHBIﬁ PHUCK.

[TarMeHTsl ¢ CUCTEMHBIMU HHDEKITUAMU:

JInHe30mMI TOMKEH NPUMEHSTBCS ¢ OCTOPOKHOCTBIO Y MAIlUEHTOB C CUCTEMHBIMU
WHPEKIUAMU, TPEICTABISIIOIMIMMU PUCK JUIS KU3HM, TaKUMH Kak WHQEKIUH,

CBA3aHHBIC C BCHO3HBIMU KAaTCTCPAaMH B OTACIICHUAX WHTEHCUBHOU TCpaIlnu.



AY OTUETY

(NOCNEOQBATENEHOL 1002
OnHOBpEeMEHHOE MPUMEHEHHUE C OyIpeH )p(’punm\r/ll 'f(')'T-,lrré;rr;ﬁh' WO B KOMOUAATIMKA C

HAJIOKCOHOM) MOXET MPHUBECTH K PAa3BUTHIO CEPOTOHHHOBOTO CHHApPOMA (CM.
paznensl «B3anMmoeicTBre ¢ IpyruMu JIEKApCTBEHHBIME cpeacTBaMu» U «OcoObie
YKa3aHUs»).

IIpumeHeHue Npu GepeMEHHOCTH U B MEPUO TPYTHOT0 BCKAPMJIUBAHUS

bepeMeHHOCTE

HccnenoBanuili 0€30MacHOCTH NMPUMEHEHUs JIMHE30JUAA NpPU OEpEMEHHOCTH HE
IIPOBOIMIIOCH, O3TOMY HpuMeHeHme npenapata JIAMHE3-TIAHEMO 1pu
OepeMEHHOCTH BO3MOKHO TOJIBKO B Cllydae, €Clid MpeArojaraeMas Iojb3a OT
Tepanuu JJIs1 MaTepu NPEBOCXOANUT MTOTEHIUAIBHBINA PUCK VIS IIO/A.

HGDI/IO,Z[ I'PYAHOI'O BCKApMJIMBAHUSA

HeusBecTHo, BhIIENSACTCS JIU JIMHE30JU] C TPYIHBIM MOJIOKOM KOPMSIIIHUX >KEHIIUH,
MO3TOMY CJICTyET MPEKPATUTh TPYAHOE BCKapMIIMBAHUE TIPU Ha3HAYCHHUH TIpernapaTa
MaTepH B TIEPHO]T JIAKTAITUH.

Cnocod npumeHeHMsI M 103bI

«BuyTpb». JIMHE30MM MOXXHO TNPHHMMATh KaK BO BpEeMs €1bl, TaK U MEXKIY
nprueMamMu TUIIIH.

[TarueHTOB, KOTOPBHIM B Havajie Tepamuy MpernapaT Ha3HAUYUId BHYTPUBEHHO (B/B), B
JagbHEUIIeM MOKHO MEPEBECTH Ha JIFOOYIO €ro JIEKapCTBEeHHYIO (popMy Jj1s TpuemMa
BHYTPb, IIPH 3TOM II0I00P 1036l HE TpeOyeTCs, T.K. OMOAOCTYITHOCTD JTMHE30JI1/1a ITPU
npueMe BHYTpb cocTaBisieT noutu 100%. ITponomKuTenbHOCTh J€4eHUs 3aBUCHUT OT
BO3OYAMTENSA, JIOKAIM3AIUU M THKECTU WHOEKIUU, a TakKe OT KIMHUYECKOTO

s dexra.

B3pociasie u netu (12 et u crapiie)

Pexomennyemast
IHoka3zanus (BkiIw4as uHdexkumnu, PazoBasn
’ NMPOJO0JLKUTEIbHOCTD
CONPOBOKAAIONINECH DaKTepueMuei) n03a
JICUEHM S

— BHEOOJIbHUYHASI THEBMOHMS, BEI3BAHHAS 600 mr 10 — 14 nuent
Streptococcus pneumoniae (Bxirouast BHYTPb
MOJIMPE3UCTEHTHBIC IITAMMBI ), BKJTIOUas

10



COOTBETCTEYET 3_' K li_: __ EPTHO H ¥ OTUETY

ot 29.07.2025 N 18846

O CREQCBATEREHOCTE 0002
ClIy4dau, COIPOBOXKIAIOIIUECS KasK bl

oakTepuemueii, niau Staphylococcus aureus | 12 u
(TOJ'IBKO MCTHIUJIJIMHYYBCTBUTCIILHBIC
IITaMMBl );

— I'oCIiTaJIbHasa ITHCBMOHUA, BEI3BaHHAsA
Staphylococcus aureus (Bkirouast
MCTUIUIIIMHYYBCTBUTCIIbHBIC U
MCTULUIIJINH PEC3UCTCHTHLIC H_ITaMMBI) NN
Streptococcus pneumoniae (Bkrouast
IMOJIUPC3UCTCHTHEIC IHTaMMLI);

— OCJIOJKHEHHBIE I/IH(I)CKI_[I/II/I KOXHU U MATKUX
TKaHefI, BKJIFO4Yas HH@)GKHHH IIpu CHHAPOMC
THA0CTHYCCKON CTOMBI, HE
COIIPOBOKIAAIOIIUCCA OCTCOMUCIINTOM,
BeI3BaHHBIC Staphylococcus aureus
(BKJ’HO‘{aSI MCTHUIUIINIMHYYBCTBHUTCIILHBIC U
MCTHUIHUJIIIN PC3UCTCHTHBIC HITaMMBI),
Streptococcus pyogenes wim Streptococcus
agalactiae;

— HEOCTIO)KHEHHBIE MH(DEKITUU KOXKH U
MATKHMX TKaHeH, BeI3BanHbIe Staphylococcus
aureus (ToJIbKO
MCTUIUIINIMHYYBCTBHTCIIbHBIC IHTaMMBI) i

Streptococcus pyogenes;

— UH(EKINH, PE3UCTEHTHBIE K BAHKOMUIIUHY, | 600 Mr 14 — 28 nuent
BbI3BaHHBIC ENterococcus faecium, B ToM | BHYTpb

YuCJie, COMPOBOXKIAIOIIMNECS OaKTEepUEMHUEH. | KaXK]Ible

124

11



B3pocabie: npu TyOepkyese Jerkux,

(10T EH
BERIZBAHHOM. 1T

OBATENLHOL Tk, 0002).
P MyEoHACterium

tuberculosis ¢ MHOXeCTBEHHOH JICKAPCTBEHHOM ycTOHYMBOCThIO — 600 Mr 1 pa3 B

CYTKH C JJIMTEIBHOCTHIO TEpallii B MHTEHCUBHOM (pa3e 24 HelemH.

Jletm ot 3 mo 11 et

Ioka3anus (Briro4as nuHdexkuum,
CONPOBOKIAIOIINECH DaKTepueMuei)

Pexomenayemas
NMPOJAOIKUTEIbHOCTD
JeYeHHus

Pa3oBas 103a

— BHEOOJILHUYHAS ITHCBMOHMNA,
BbI3BaHHas Streptococcus pneumoniae
(BKJIFOYAsS TTOJIMPE3UCTCHTHBIC I TAMMBI),
BKJIIO4as ClIydan, COIIPOBOKAAOIINUCCA
oakTepuemuei wim Staphylococcus
aureus (ToJbKo
MCTUIUIIIMHYYBCTBUTCIIbHEBIC IHTaMMBI);
— I'OCIIMTaJIbHAasA ITHCBMOHMA, BbI3BaHHAs
Staphylococcus aureus (Bxirouast
MCTUIUIINIMHYYBCTBHUTCIILHBIC 1
MCTHUILUIIINH PE3UCTCHTHLIC IJ_ITaMMBI)
wim Streptococcus pneumoniae (Bkirouast
IMOJIMPE3UCTCHTHLIC HITaMMBI);

— OCJIO’)KHEHHBIC MH(DEKITUU KOXKH U
MATKHX TKaHEH, BKIroYask HH(QEKIUU IpH
CUHJIpOME AUA0ETUYECKON CTOIIbI, HE
COIMPOBOKIAOITUCCA OCTCOMUCIINTOM,
BbI3BaHHBIC Staphylococcus aureus
(BKJ’IIO‘-Iaﬂ MCTUIWINIMHTYBCTBUTCIILHBIC
U MCTUIUJINIMHPC3UCTCHTHBIC HITaMMLI),
Streptococcus pyogenes wiu

Streptococcus agalactiae;

10 mr/kr
BHYTpPb 10 — 14 nueit

Ka)kaple 8 1

12




— HEOCJIOKHEHHBIE HHPEKIIUU KOXKU U
MSITKUX TKQHEW, BI3BAaHHBIC <5 ner): 10
Staphylococcus aureus (Tonbko MT/KT BHYTDPb
MCTUIUIIIMHYYBCTBUTCIIbHEBIC IHTaMMBI), KaXXJIbIC 8 q,
Streptococcus pyogenes; neru (5-11 10 — 14 ngnent
JIeT):

10 mr/kr

BHYTpPb

Kaxaple 12 4

— UH(EKINH, BI3BaHHBIE PE3UCTEHTHBIMU | 10 MI/KT 14 — 28 nuen
K BaHKoMUIIMHY Enterococcus faecium, B | BHYTpb
TOM qucIe, COIIPOBOXAAIOIINECS | Kaxable 8 U

OakTepuemMuei.

[Toxxuiible TalMeHThl: KOPPEKLUHU J03bI HE TPEOyeTCs.

[1amueHTHI ¢ MOYEYHOM HEAOCTATOYHOCTRIO: KOPPCKIUHU JO3bI HC Tpe6yeTc5I. B cBs3u

¢ teM, uTto 30% nuHe30MMaa yAanseTrcss Npu TeMOAUANIN3€ B TEUEHUE 3 4YacoB,
JIMHE30JIU]T JIOJKEH MPUHUMATHCA TOCJIE TPOBEACHUS TeMOAWaIN3a MaleHTaM,
HY>KJIAIOIIMMCSI B HEM.

[TalMeHTHI ¢ MEYEHOYHOU HEJIOCTATOYHOCThIO: KOPPEKIIUU JI03bl HE TpeOyeTcs.

ITo0ouHoe nelicTBHE

HexenarenbHble SBJICHHS, CBA3aHHBIE C MPUEMOM JIMHE30JIU]1a, OBIBAIOT OOBIYHO
JIETKOW WA CPEAHEW CTENEHW BBIPAKEHHOCTH. Yalle OCTAIBbHBIX OTMEYaIOTCA
Juapesi, TOJIOBHast 00JIb, TOIITHOTA, PBOTA.

YacToTta mo004YHBIX 3(PheKTOB, MPUBEICHHBIX HUXKE, OMPEACIIsIaCh COOTBETCTBEHHO
cnenyromiemy (kinaccudukanus BceMupHol opraHu3alyy 31paBoOXpaHEHUs): OUCHb
gacto (>1/10), gacro (>1/100, vHo <1/10), Hewacto (>1/1000, HO <1/100), peaxo
(=1/10000, wo <1/1000), ouenp peaxo (<1/10000), uvactoTra Heu3BecTHa (Ha
OCHOBAHUH UMEIOIIUXCA TAHHBIX OIIEHUTh HEBO3MOKHO).

B3pocnbie nalmeHTsl

Unghexyuonnvie u napazumapnvle 3a001e6anus
13



yacmo: KaHauno3 (B TOM 4ucie, KaHau
rpuOKOBbIE HH(DEKIINH;

Heyacmo: BaruHUT;

pedko.  KOJUT,  BbI3BaHHBIA  NPUMEHEHUEM  aHTUOMOTHMKOB (B T.4.
NICEBAOMEMOPAHO3HBIN KOJIHT)™.

Hapywenus co cmoponul kposu u aumgamuyeckoii cucmeml

yacmo: TPOMOOLIUTOIICHUS *, aHEMUA™;

Heyacmo: TTAHIUTOTICHUS *, ICHKOTIEHUS ™, HEUTPOTIEHUS, 203MHO(IITHS;

peodko. cuniepoOIacTHasi aHeMuUs™;

yacmoma Heu3eecmHa: MUEIOCYIIPeCcCHus ™.

Hapywenus co cmopoHnvl umMmynHou cucmembl

pedko. aHapunakcus™.

Hapywenus co cmoponwvl obmena ewjecme u numanus

Heyacmo: TUTIOHATPUEMUS;

peoKo. NaKToaua03*.

Hapywenus ncuxuxu

yacmo: OECCOHHUIIA.

Hapywenus co cmoponul nepénoti cucmemol

yacmo: TOJOBHAs 00Jb, TOJIOBOKPYKEHHUE;

Heyacmo: cynoporu*, mnepudepuueckas HeWpomaTus™®, U3MEHEHHE BKYCOBBIX
OIIYIICHHH, TUTIOCTE3MS, TaPECTE3MS;

yacmoma HeussecmHa: CEPOTOHUHOBBIM CHHIPOM.

Hapywenus co cmoponwl opeana 3penus

Heyacmo: HEWpOoIaThs 3pUTEIILHOTO HepBa*, 3aTyMaHCHHOE 3peHne™;

peoko: nosiBieHne 1edeKTOB Moei 3peHus™;

yacmoma Heuz8eCmua: HEBPHUT 3PUTEIBHOTO HEpBa™®, MOTEPs 3peHUT™, N3MCHCHHE
OCTPOTHI 3pEHUS*, U3MEHEHHE IIBETOBOIO 3pEHUS™.

Hapywenus co cmoponul opeana ciyxa u 1abupunmHvle HapyuleHusl

Heyacmo. 3BOH B yIIIax.

Hapywenus co cmoponsl cepoya
14



Heuacmo: apuTMus (TaxuKapaus).

Hapywenus co cmoponwl cocyoos

yacmo: TIOBBIICHUE apTEPUATBHOTO JABJICHUS;

Heuacmo: TPaH3UTOPHAs UIIeMHYecKas aTaka, pyiedut, TpoMmoodIeouT.
Hapywenus co cmoponul siceny00uno-KumeuHo2o mpakma

yacmo: PBOTA, AUapes, TOIIHOTA, JTIOKAIW30BaHHASA WU T€HEepalIn30BaHHAs OO0Jb B
00JIaCTH >KMBOTA, BKJIIOYAs CIIa3Mbl B )KHUBOTE, 3a110p, AUCIICTICHS;

Hewacmo: CIA3Mbl B SKMBOTE”, B3JyTHE JKUBOTA, W3MEHEHHEC LBETA S3BIKA™,
MAaHKPEaTUT, TaCTPUT, CYXOCTh BO PTY, IJIOCCUT, KUJKUMA CTYJ, CTOMATHUT, MPOUYHE
HapYIIEHUSI COCTOSHUS SI3bIKA;

peoKo: TIOBEPXHOCTHOE U3MEHEHHE 1IBETa 3y0OB™ .

Hapywenus co cmoponwl newenu u scenyesvlgoosawux nymetl

yacmo: W3MEHEHWE PEe3yNIbTaTOB (DYHKIMOHAIBHBIX TECTOB TICYCHH, ITOBBHIIICHHEC
aKTUBHOCTU (DEpMEHTOB TeUYeHHU (B TOM uuciie, ataHnHaMuHoTpaHchepassl (AJIT),
acnapraramuHoTpancdepassl (ACT), menounoit pocdarazsl (I1[D));

Heyacmo: TIOBBIIICHUE KOHIICHTPAIIMX 001Iero OunupyonHa.

Hapywenus co cmopoHbl Kodtcu 1 noOKOINCHBIX MKAHEL

uyacmo: 3yJ, ChbIllb*;

Heyacmo: OyJUIe3HBIE TOPAKECHHUSI KOXKH, TSDKEIbIE KOXXHBIC HEXKeaTeIbHbIC
peaKkiny, aHTMOHEBPOTUYECKHM OTEK™, KpaluBHMIIA, JEPMATUT, TOBBIIICHHAS
MOTJINBOCTB;

PeoKo: TOKCUYECKUH SIIUIepMabHbIN HeKkposu3 °, curapoM Ctusenca-Jxoncona’™,
BaCKYJIUT TIPY TUTIEPUYBCTBUTEIILHOCTU ™, aomerusl.

Hapywenus co cmoponvl ckenemuou MolueyHoU U COeOUHUMENbHOU MKAHU

peoko: pabIoMHOTU3* ",

Hapywenus co cmopomnsl nouexk u Mouegvbi800sauux nymei

yacmo: TIOBBIIICHHE KOHIICHTPAIIUA MOYEBUHBI B KPOBH,

Heyacmo: TIOYeYHasi HeIOCTATOYHOCTh, MOBBIIICHUE KOHIICHTPAIlMU KpeaTHHUHA B
1a3Me KpOBH, TIOJTAYPHSL.

Hapywenuﬂ CO CMOPOHbL NOJIOBLIX OP2caAHOB U MOJIOYHOLL dcenie3nl
15



(DOCHEOOBATENBHOK
Hewyacmo. HapyLIEHUs CO CTOPOHBI Bilaraiuina. u RyJ‘lBRBf:l'

Obwue paccmpoticmea u HapyuieHus 6 Mmecme 68e0eHUs

yacmo: TUX0PaJKa, JOKAIM30BaHHas 00JIb;

Heyacmo: 03H00, yTOMIIIEMOCTb, KaX/1a.

Brusinue na pezynomamoi 1a60pamopHuix u UHCMPYMEHMATbHBIX UCCIe008AHUL
ygcmo: OTKJIOHEHHWE OT HOPMBI TIOKaszareled (YHKIIMU TI€YEHHU, TIOBHIIICHUEC
KOJIMYEeCTBA HEUTPOPUIIOB, 303MHO(PUIOB, CHI)KEHHE T'eéMOIrJI0o0MHA, FeMaTOKpUTa
WJIU YKCJIa SPUTPOLIUTOB, TOBHIIIIEHNE WU CHIXKEHUE KOJTMYECTBA TPOMOOILIMTOB UITH
JICUKOLIUTOB, TIOBBIIICHHE AaKTUBHOCTH JAKTATAECTUIPOTE€HA3bl, KPEATUHKUHA3bI,
JIUIIa3bl, aMUIa3bl, NOBBIIIEHUE KOHIICHTPAIMU TJIFOKO3bl HE HATONIAK, CHH)KCHUE
oO1iero Oenka, aibOyMUHA, HATPUS WIIA KAJIbITUs, TOBBIIIICHUE UIU CHUKEHUE KaJIHs
WM TUIPOKapOOHATOB;

Heyacmo: OTKIOHEHUE OT HOPMbI TI'eéMaTOJOTMYECKHX IOKa3aTeNei, MOBBIIICHUE
COJICpKaHMSl HATpUsl WM KaJlbllus B IUIa3ME KPOBHU, CHUKEHUE KOHIICHTPAIIMU
TJIFOKO3bl HE HATOIIAK, MOBBIIIEHUE WM CHI)KEHUE XJIOPHUJIOB KPOBH, MOBBIIICHUE
KOJIMYECTBA PETUKYJIOLIUTOB, CHIDKEHUE KOJIMUECTBa HEUTPOPUIIOB.

* HexenarenbHbIe peakIluy, BBISIBJICHHBIC B TOCTPETUCTPAIIMOHHOM MIEPUO/IE.

Y YactoTra HEXKENATENbHBIX SBICHUM, IPEICTABIEHHAs OLIEHOYHOM BepXHEN
rpanunen 95% [OBEpPUTENBHOTO HWHTEPBAia, PACCUMTAHHOW C MCIOJIb30BAHUEM
«IIpaBuna 3».

# HexenaTenbHbIE PEAKIIUU «CIIa3Mbl B 5KUBOTE» OMPEIEIISIIOTCS M0 KilacCupUKaIuu
MedDRA kak TepMUH HUKHETO YPOBHS, @ HE MPEANOYTUTEIHHBIN TEPMUH.

A Cu. pazzaen «OcoOble yKazaHUs».

Crnenyromue nodouHbie 3P GeKThl TPU MPUMEHEHUHU JIMHE30IUAa B PEAKUX CIIydasx
OTHOCHJINCh K KaTeTOPUU CEPbE3HBIX: JIOKAJTU30BaHHAsI 0O0Jh B 00JIACTH JKWUBOTA,
TpaH3UTOpPHAS UIIEMUYECKasl aTaka, apTepualibHasi TUIIEPTEH3USI.

B KOHTponIMpyeMbIX KIMHUYECKUX HCCICTOBAHUIX, B KOTOPBIX JIMHE30JIHUT
MPUMEHSUICS MAKCUMYM 28 THEM, TOJIbKO y 2% MalyeHToB pa3BuBaiack aHeMus. [Tpu
MPUMEHEHUU HE3aperucTPUPOBAHHOTO TMpernapaTta B paMKax MPOrpamMM pPaHHETO

JIOCTyTIA IS TAIMEHTOB C KU3HEYTpoKaromumMu uHpekmusmu, y 2,5% (33/1326)
16



AY OTUETY

GIOCNEOOBATENEHOCTE 0002
MAaIUEeHTOB, KOTOPhIC MOJyYaId JIMHE30IUA < ! THe ':ll‘)a?RI/IRaJTaCB AHEMUY, B_TO

BpeMs Kak MpU NPUMEHEHUH JIMHEe30IuAa Oobiie 28 Hel, aHeMusl pa3BUBAIach y
12,3% (53/430) manueHToB.
CooTHollIEHUE CIIy4aeB pa3BUTUS aHEMUH, TPEOYIOIIeW TMepenuBaHus KpOBH,
cocTaBmwiIo 9% cpeau MmanueHToB, MoTyJaromux JuHe3ommn < 28 nueii (3/33), u 15%
(8/53) B Tex cimyvasx, Koraa JIMHE30JU ] MPUMEHsUTHA OoJiee 28 mHEH.

eTH
JlaHHbIE 110 0€30TTACHOCTH, TTOJTYYEHHBIC B KITMHUYECKUX HCCIICOBAHUSIX C YUaCTHEM
6onee 500 manueHTOB JIETCKOTO BO3pacTta (C pokaeHus A0 17 neT), He YKa3bIBaloT,
4yTo npoduiab 0E30MacHOCTH JIMHE30JuAa I JIeTed OTJIMYaeTcs OT MpOoQuiIs
0€30MacHOCTH ISl B3POCIIBIX.
B xone mpoBeneHuss MHOTOLIEHTPOBOTO, MPOCIEKTUBHOTO, PAHIOMU3HUPOBAHHOTO
JBOMHOTO CIIENOTO, IUIaed0 KOHTPOJUMPYEMOIO HCCIEAOBAHMS 10 OLIEHKE
3(QPEKTUBHOCTH U TEPEHOCUMOCTH pPEXKUMa XUMHUOTEpaANuu, BKJIIOYAIOIIETO
npenapar JHMHE30JUJ, Y OOJbHBIX TYOEpKyJIe30M JIETKUX C MHOXECTBEHHOM
JIeKapCTBEHHOM ycToitunBocThio M. tuberculosis Obutn BBISABICHBI HEXeNaTeIbHbIE
peaKuuu:
Hapywenus co cmoponsl kposu u aumgpamuueckoui cucmemsl
yacmoma Heu3eecmHa: aHeMuUsl, 303MHOUITHS.
Hapywenus co cmopomnsl nepeHou cucmemol
yacmoma Heu3eecmHa: TOJI0BHas 00Jb, CyA0POTU, TPEMOP PYK, YyBCTBO OHEMEHHSI B
KOHEYHOCTH, HEBPAITUs TPOWHUYHOIO HEPBA, T'€HEPAJIM30BAHHBIN CYAOPOKHBIN
MPUMIAJIOK, TOTEPSI COZHAHUSI.
Hapywenus ncuxuxu
yacmoma Heuzéecmua: OECCOHHMIIA, MTAPOKCU3MAIbHOE TPEBOKHOE PACCTPOUCTBO,
TUIAKCUBOCTh, TPEBOTA, PACCTPOMUCTBO SMOLIMMN Y MOBEICHUS.
Hapywenus co cmoponul ckenemHo-mbluledHoU CUCEMbL U COeOUHUMENIbHOU MKAHU
yacmoma Heu3eecmua: apTpairus, 60JIb B CyXOXKMIHAX.
Hapywenus co cmopoust opeana cuyxa u 1aOupuHmusle HapyueHus

yacmoma reuzeecnHa: CHUKCHHC CJIyXd, 3BOH B yIIaX.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.07.2025 N= 13846

H . (MOCNEOCBATENEHDCTE 0002)
apyueHus co cmopoHbvl SHOOKPUHHOU CUCHLeMBL

yacmoma Heuszgecmua. TUIIOTUPEO3, NOBbIICHNUE YpoBHS TTT.

Hapywenus co cmoponsl OvixamenvHou cucmemvl U 0p2aHo8 cpeooCmeHUs.

4acTOTa HEM3BECTHA: KallleJh C MOKPOTOM, KaTapalbHbI pUHO(DAPUHTHUT.
Hapywenus co cmoponsl cepoeuno-cocyoucmotri cucmemvl

ygcmoma Heu3eecmua: CUHYCOBAs apUTMUS, HAJDKEITYJIOYKOBAsI dKCTPACUCTONIMS,
CHIKEHHE cerMeHTa ST Ha 3JeKTpoKapIuorpamMmMe.

Hapywenus co cmoponwl drceny0ouno-kuuieuno2o mpakma

yacmoma Heu3gecmHa: 0O0JIb B DIHUTACTPUH, JUCIICTICUYECKHUE SIBJICHUS, TOIIHOTA,
PBOTa, 3pO3UBHBIN raCTPUT.

Hapywenus co cmoponsl neuenu u scenuesvigooswux nymetl

yacmoma  Heu3geCmHa:.  TIOBBIIIICHUE  aKTUBHOCTH  (PEPMEHTOB  TEYCHH,
renaTroTOKCUYHOCTbD.

Hapywenus co cmoponsl kodtcu u noOKOINCHBIX MKAHeLl

yacmoma Heu3eecmua: 3y KOXKHbIX IIOKPOBOB, MEJUKAMEHTO3HOE AKHE.
Hapywenus co cmoponsl nouex u Moyeswvlgo0suux nymetl

yacmoma Heu3eecmua: TUNEPypUKeMusi, HePPOTOKCUYHOCTb.

Hapywenus co cmoponsl nonogvix op2anog u MOI0YHOU dicene3vl

yacmoma Heu38ecmua: TaIaKTopesl.

Obwue paccmpolicmea u HapyueHus: 8 Mecnme 66e0eHuUs

yacmoma HeusgecmHa: OTBpAllCHHE K THIIE, MOTeps amnetrurta, (eOpuiibHas
TeMIepaTypa, HOKPACHEHHUE N0 XOAY MOJKOKHBIX BEH.

JlabopamopHuie noxazamenu

yacmoma Heus8ecmua: CHIKEHNE KOHLIEHTPAUH KaJlus B IUIa3Me KPOBH.
Ilepeno3upoBka

O cayyasx Tepelo3UpOBKH JIMHE30JMJa He coolmanock. PexomeHayercs
CUMIITOMATHYECKOE JIeueHHE (B TOM YMCJI€ HEOOXOIUMO TOAJEPKUBATH CKOPOCTh
KITy0OuKOBOM (unbTpanuu). HeT maHHBIX OTHOCHUTENHLHO YCKOPEHHUS BBIBEICHUS
JIMHE30JIU/1a MPY TIepUTOHEATbHOM Juaiu3e win remornepdysuu. [Ipumepno 30 %

J103bI BRIBOJUTCS B T€UCHHUE 3 4 IIPU T'€MOIUAIIN3E.
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Ycra"orneHo, uto uzodepMeHTsl nutoxpoma P450 He ydyacTByroT B MeTaboIM3Me
auHe3oauAa In Vitro. JIuHe3oim He MHTHOMPYET W HE MOTCHIMPYET aKTHBHOCTH
KIIMHUYECKU BaXXHBIX M30(epMeHTOB 1uToxpoma P450 (1A2, 2C9, 2C19, 2De6, 2E1,
3A4). Takum o0paszom, He oxuaaercss CYP450-unnyunpoBaHHOTO B3aUMOIEHCTBUS
Npu OPUMEHEHUM JuHe3ouaa. [Ipu olHOBpeMEHHOM MPUMEHEHUU JIMHE30JIUJla U
(S)-Bapdaprna, KOTOpBIH B  3HAYUTCIBHOH  CTENEHH  METabOIM3HPYyETCs
uzopepmerntom CYP2C9, papmakoknHeTHUECKHE XapaKTEPUCTUKU BapdapuHa He
MeHsoTCsl. Takue mpenapaThl, Kak Bappapud u (DEHUTOWH, SIBJISIOIIMECS
cyoctparamu  uzodepmenta CYP2C9, MOXHO MNpPUMEHSATH OJHOBPEMEHHO C
JIMHE30JIUJIOM 0€3 KOPPEKIUHU JO3bI.

Wur I/I6I/ITODI>I MOHOAMHHOKCHU1Aa3bI

JInnesonnn SABJISIETCS HECEJIEKTUBHBIM 00paTUMBIM UHTUOUTOPOM
MOHOAMHHOKCHAA3bl, TO3TOMY Y HEKOTOPBIX MMALIMEHTOB, MOJYYalOIIHNX JINHE30UI,
MOKET OTMEUaTbCs YMEPEHHOE OOpaTUMOE YCHIIEHHWE IIPECCOPHOIO JeHCTBUS
ncesdodedpuna u peHurnponaroiamura. B cBsi3u ¢ ’TUM peKOMEHyETCSl CHUXKATh
HaYyaJIbHBIC JI03bl CIEAYIOIIMX TPYyNN IpEenapaToB: aIpeHOMHMETHKH (HampHUMep,
nceBo3peaprH, (peHMInponaHoJaMuH, snuHe(puH, HopanuHepprH, J0OyTaMuH),
nohaMUHOMUMETUKH (HapuMep, J0TIaMUH) U B TAJIbHEHIIIEM OCYIIECTBIIATH TOA00D
J103bl THTPOBAHUEM.

B wuccnenoBanusax I, II u IIl ¢a3sl HEe oTMedanoch pa3BUTHUS CEPOTOHMHOBOTO
CUHApPOMa y  MAalMeHTOB,  MOJYYaBIIMX  JIMHE30JIMJ  COBMECTHO  C
CEPOTOHMHEPTUYECKUMH MpenapaTamMu.

OpHako ObUIO HECKOJIBKO COOOIIEHUH O pa3BUTHUU CEPOTOHMHOBOIO CHUHApPOMA HA
¢doHe mpUMeHEeHUs TMHE30JIMIa U aHTUACTIPECCAHTOB — CEJIEKTUBHBIX HHIMOUTOPOB
oOpaTHOTro 3axBaTa CEpOTOHUHA.

Jlunezonua  ciaeayeT € OCTOPOKHOCTBIO — NMPUMEHSATh  OJAHOBPEMEHHO  C
OynpeHoppuHOM (OTACNBPHO WJIM B KOMOWHAIIMM C HAJOKCOHOM), TaK Kak
MOBBIIIAETCA PHUCK Pa3BUTUS CEPOTOHMHOBOTO CHUHJIPOMA, IIPEICTABIIAIONIETO

MOTEHITMAIBHYIO YTPO3Y IS )KU3HH (CM. pazfen «OcoObie yKazaHus ).
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(hapMaKOKMHETUKH JIMHE30JIM/1a HE OTMEYaJIOCh.

Pudammurua Bei3biBan cHmkeHUE Cmax 1 AUC nuHe3onmma B cpeaneM Ha 21% wu
32% COOTBETCTBEHHO.

OcoOble ykazanus

CMCDTHOCTB Y HannMeHTOB C KATCTCP-aCCOIITMNPOBAHHBIMUA I/IHd)eKLII/ISIMI/I

B OoTkpbITOM  HUCCIEIOBAHMM  CPEIUd  TSDKENOOOJBHBIX — MAllUEHTOB  C
BHYTPHUCOCYAUCTBIMHA KaTETEP— aCCOIMUPOBAHHBIMH MHQPEKIHUSIMHU OBLJIO OTMEUEHO
MPEBBIIECHUE JIETAIbHOCTH Y MAlUEHTOB, MOJyYaBIINX JTUHE30IUI, IO CPABHEHUIO C
MalnueHTaMu, TOJIyYaBIIMMH BaHKOMMITUH/IUKJIOKCAIIUIIINH/OKCauuIiH [78/363
(21,5%) mpotus 58/363 (16,0%)].

OcHOBHBIM (haKTOPOM, OKa3bIBAIOIIIUM BIIMSTHUE HAa YPOBEHb CMEPTHOCTHU, OBLII CTATYC
IPAMIOJOKUATEIbHON HH(EKUMH B HMCXOAHBIM MOMEHT BpemeHHu. [lokazarensb
JIETATLHOCTU OBLIT CXOX CPey MAlMeHTOB, MH(PEKIMHU Y KOTOPHIX ObUIM BbI3BAHbI
TOJIBKO IPaMITOJIOKUTEILHBIMU MUKPOOpTraHu3Mamu (oTHoleHue mancoB 0.96; 95%
noBeputenbHbI wHTepBal: 0,58-1,59), HO ObLT 3HAauMTENBHO BHITIE (p=0.0162) B
rpyIIe JMHE301a KOT1a OOHAPYKUBAIUCH U IPYTHE MUKPOOPTAHU3MBI, WIIH UX HE
yAaBajioch OOHAapyKUTh Ha HadalbHOM 3Tane (oTHoueHue wmaHcoB 2.48; 95%
noBepuTenbHbIN nHTepBat: 1,38—4,46). HanbGonpmmii tucbanaHc OTMEYEH BO BpeMs
JICYCHHUS U B TEUYCHHE /7 JIHEW TOoCJie OKOHYAaHUA aHTUOMOTHKOTepanuu. B xoze
UCCIIEIOBaHUSI B TPYyIIE JIMHE30JHuAa OOoJblle TAalMEeHTOB MNpUoOpeTaIn
rpaMOTPUIIATEIbHBIE MUKPOOPTAHU3MbI U BIIOCJEACTBUM MOTHOANN OT WH(EKIINH,
BBI3BAHHOW TPaMOTPUILIATEIILHBIMH MUKPOOPTaHW3MaMH, WIH TOJUMUKPOOHBIX
uHpexuuii. Takum 00pa3oM, B ciiydae OCIO0XHEHHBIX MH(MEKIUNA KOXKU U MSITKUX
TKaHEW JIMHE30JIHJ CJIEAyeT MHCHO0JIb30BaTh Yy MAlMEHTOB C U3BECTHOW WIIU
BO3MOXXHOM KO-WH(EKIMEH rpaMOTpUIIaTEIbHBIMU OpraHU3MaMu, TOJIBKO, €CJIM HET
aJbTEPHATUBHBIX BApUAHTOB JieueHus (cM. pasnaen «Ilokazanus k mpuMeHeHuo»). B
ATUX CIy4asX IMOKa3aHO OJJHOBPEMEHHO JIOMOJIHUTEILHOE TPUMEHEHHUE TPENapaToB,
JNEUCTBYIONIUX HA TPAaMOTPHUIIATEIIbHYIO MUKPO]IIOpY.

Muenocyrpeccus
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Y HEKOTOpBIX MALUEHTOB, TPUHUMAIOLIU]
Muenocynpeccus (¢ aHeMued,  TpOMOOIMTOTNCHUEW,  JICMKONEHHEeW U
NAHIIUTONICHUEH ), 3aBUCSIIAS OT MPOJOIKUTEIFHOCTU Tepanuu. TpoMOOIIMTONICHHS
MOKET Yallle BO3HUKATh y MAallMEHTOB C TsHKEJION MOYEUYHON HEJ0CTaTOYHOCTHIO,
HE3aBUCUMO OT IPUMEHEHUS y TAlMEHTA FEMOINAIIN3A, U y TAIUEHTOB C NEYEHOYHON
HEJIOCTATOYHOCTBIO CPEIHEN MIIN TSKEIION CTENEHU. Y MOKWIBIX MALIMEHTOB TAKKE
MOBBIIIEH PUCK PAa3BUTHA IAHHOTO COCTOSIHUS. B CBSI3M € ATUM B MpoIecce JeUeHHUs
HEOOXOJUMO TMPOBOAUTH MOHUTOPHHI TIOKa3aTesled KpPOBH Yy TAIMEHTOB C
MOBBIIIEHHBIM PUCKOM pPa3BUTHUSl KPOBOTEUECHUS, MUEJIOCYIIPECCUEN B aHAMHE3E, C
TSDKEJIOW I0YEYHOM HEJOCTATOYHOCTBIO WM II€YEHOYHOM HEJOCTATOYHOCTHIO
CpEHEW WIM TSDKEJIOMW CTENEeHH, a TaKKe IpPU OJHOBPEMEHHOM NPUMEHEHHH
MpenaparoB, CHIKAIOMIMX T€MOTJIOOMH WJIM KOJUYECTBO TPOMOOIIMTOB WM MX
(yHKLIHMOHAJIBHBIE CBOMCTBA, a TAKXKE Y MAlMEHTOB, OJIyYAIOIINX JUHE30I1 ] Ooee
2 Henenb. JIuHe30aua y TakuX MalMEeHTOB MPUMEHSIETCS TOJIBKO B TOM ClIy4ae, Koraa
BO3MOYKEH TINATEIbHBII MOHUTOPUHI TE€MOTJIOOMHA, KOJIMYECTBAa JICHKOIMTOB H
TpoMmOonuToB. ECii BO BpeMs Tepanuu JIMHE30JUIO0M Pa3BUBAETCA BBbIpAKEHHAs
MUEJOCYTIPECCHS], JIE€UEHUE JOJKHO ObITh MPEKPAIEHO, €CIU TOJIKO MPOJI0JKEHUE
TEepanuu HE CYUTAETCs a0COJIIOTHO HEOOXOAUMBIM. B 3TOM ciydae HeoOXoaum
MHTEHCHUBHBIA MOHUTOPUHI TMOKA3aTeJIel KPOBU M COOTBETCTBYIOLIEE JICUEHUE.
Kpome Toro, pekoMmeHayercs, 4ToObl aHaiIM3 KPOBH (B TOM 4YHCIIE, ONpEAENCHUE
reMorjio0uMHa, KOJIMYeCTBa  TPOMOOLMTOB U JIEMKOIMTOB (C  pacyeToMm
JEHKOIUTAPHOU (POPMYJIBI)) MPOBOAMICS €KEHEIETBHO Y MAIIMEHTOB, MOTYYaOIIUX
JIMHE30JIU]T HE3aBUCUMO OT MOKa3aTelIel HCXOJHOrO aHalIn3a KpoBH. boiiee Bbicokas
4acToTa pa3BUTUS TSDKEJIOM aHeMHMM OTMEYEHAa Yy TMAlMEHTOB, MOJIy4YaBLIUX
JMHE30UT OOJIbIIIE MAaKCHMAJIbHO PEKOMEHIOBAHHOW MPOJIOJDKUTEILHOCTH B 28
OHeH. OTUM MalnMeHTaMm daie TpeOoBanoch mnepenuBanue kposu. Ciyyau
CUAEpO0JIACTHON aHEeMHUHU OBbUIM 3aperucTPUpPOBaHbl B TOCTPETUCTPALIMOHHOM
nepuosie. B OonbIIMHCTBE Cily4aeB JUIMTEIBHOCTh TEPANHUH  JIMHE30JUIOM

npeBbliaia 28 aHei. Y 00NbIIMHCTBA NAMEHTOB MPOSIBICHUS OBLITN MOJTHOCTHIO WU
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YaCTUYHO OOpaTHUMbl TIOCIE MPEKp
cnenuduyIecKoro JeYeHUs] aHEMUHU.

AHTHONOTHUK-aCCOLIMUPOBAHHAS AUAPES U KOJIUT

Y DanMeHToB, NPUHUMAIONIMX AaHTUOAKTepUAIbHBIC Iperaparhbl, BKJIIOYas
JMHE30JIM, CIEAyeT YYUTHIBATh PUCK Pa3BUTHS IICEBIOMEMOPAaHO3HOIO KOJIHMTA
Pa3IMYHOM CTETIEHU TAKECTH.

O cnyuasx auapeu, cBszanHor c¢ Clostridium difficile, cooGmiamocs B cBs3u ¢
UCIIOIb30BAHUEM TPAKTHYECKH BCEX aHTHOAKTEPHUAIbHBIX MpPENapaToB, BKIIIOYAs
JauHE30MH . TSHKeCTh JUaped MOXKET BapbHpPOBATh OT JIETKMX (OPM 10 TSIKEIIBIX.
JleueHue aHTHOAKTEPUAILHBIMY MPEMapaTaMy HapyIliaeT HOPMaIbHY0 MUKPODIOpyY
KUIICYHHUKA, YTO MPUBOIUT K m30bITouHoMy pocty Clostridium difficile. Clostridium
difficile BerpabaTbiBacT TOKCHHBI A M B, KOTOpbIC PUBOJIAT K Pa3BUTHIO THAPEH,
cesgsannor ¢ Clostridium  difficile.  30bITouHOE  KOIHMYECTBO TOKCHHOB,
BeIpabateiBacMoe mramMamu Clostridium difficile, moxxer BbI3BaTh mOBBIIICHHE
JIeTaIbHOCTH CPE/IH MAIMECHTOB, TaK KaK TaKHE WHPCKIIUK MOTYT OBITh YCTOWYHMBBI K
IPOTHBOMHUKPOOHON Tepamuu, a TakKe MOKET MOTPeOOBAaThCA KOJOHIKTOMHUS.
Henb3st TpPUMEHSTH JICKAPCTBEHHBIC CPEICTBA, TOPMO3AIIME TEPUCTAIBTUKY
KHIIEYHHKA.

Bo3moxkHocTh pazButus auapeu, cBs3anHoit ¢ Clostridium difficile, momxna
paccMaTpUBaThLCS Y BCEX MAIMEHTOB C IUapeei, oCIeI0BaBIIeH 3a HCIOIb30BaHUEM
aHTUOMOTUKOB. TIIaTeTbHOEC MEIUIIMHCKOE HAONIOJeHHEe B TEYeHHE 2 MECSIIEB
HEOOXOIMMO MaIMeHTaM, MepeHecMM auapero, cBs3annyio ¢ Clostridium difficile
10CJIe BBEJICHHS aHTHOAKTEpUATBbHBIX TIPEnapaToB.

[lepudepuueckas HelponaTUsa M HEWPOIIATHS 3PUTEILHOIO HEPBA

Coobmanoch o nepudepuueckord HeMponmaTHu, a TakKe HEHPONAaTUU 3PUTEIHHOTO
HEpBa M HEBPUTE 3PUTEIBHOTO HEPBA, KOTOPHIE MHOTIA MIPOTPECCUPYIOT 10 TTOTEPHU
3peHHs, y MAMEHTOB, KOTOPbIE MOJyYalli JICUEHUE JTUHE30IUI0M; 3TH COOOIIECHHUS
MMEJIM MECTO, B IEPBYI0 OYEpelb, y IMAIMEHTOB, IOJYyYaBIIMX JIEYECHHUE Ha
NPOTSHKEHUU TIEPUOJIOB  BPEMEHM, KOTOpble ObUIM OOJIbIlIE MaKCUMaJbHOMN

PEKOMEHI0OBaHHOW MPOJIOIKUTEIIBHOCTH JICYEHHS, COCTABIISIONICH 28 THEH.
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[Ipy MOSIBIEHWH CHMIITOMOB YXY/AIICHUS 3PUTCHRHON — (QhYHKIIMHA, T

AKX Kak

M3MEHEHHUE OCTPOTHI 3PEHUS, NI3MEHEHUE [IBETOBOTO BOCHPUATHUS, 3aTYMAaHEHHOCTb,
nedeKThl Moyiel 3peHHs], PeKOMEHYeTCS CPOYHO OOpaTUTHCA K OPTAIbMOJIOTY JIJIst
KoHCysbTanuu. CrenyeT MPOBOJUTH MOHUTOPUHI 3pUTEIBHON (YHKIHMUA Yy BCEX
NAlMEHTOB, IPUHUMAIOUIUX JIMHE30JI1] B TEUCHHUE IITUTENBHOTO BpeMeHH (Oonee 28
JTHEN), @ TAK)KE Y BCEX NAIMEHTOB C BHOBB MOSBUBIIMMUCS CHMIITOMAaMH 3pUTENbHBIX
HapylIeHUH HE3aBUCUMO OT MIPOJOJLKUTENBHOCTH Tepanuu. B ciaydae pa3BUTHS
nepudepruIecKol HeMpoaTHN M HEUPOTIaTHHU 3PUTEIHHOTO HEPBA, CICAYET OIICHUTH
COOTHOULIEHHE PUCK/TI0Ib3a TPOJOJIKEHHSI TEPAITUU JTMHE30JIUAO0M Y ITUX MALUEHTOB.
Prck pasBuThs HeWpomaTHM BBILIE, €CIU JIMHE30JIUJ IPUMEHSETCS y NalUEHTOB,
KOTOPBIE HCIIOJB3YIOT B HACTOSIIIEE BPEMS WM KOTOpPHIE HENABHO NPUHUMAIN
aHTUMHMKOOAKTepHaJIbHbIE MTpenapaThl JUIsl JeUeHUs TyOepKyJiesa.

JlakToannmuos

B cBsi3u ¢ mpuMeHeHueM JIMHE30JH1a CO00IIanoch o akToanuaose. [lamuenTsl, y
KOTOpBIX Ha (pOHE MpHEMa JIMHE30JUIa BOSHUKAET MOBTOPHAS TOITHOTA WJIM PBOTA,
00Jb B KUBOTE, HEOOBSICHIUMBINA aITU03 WM OTMEYACTCS CHIDKEHHUE KOHIICHTPAINH
TUIPOKapOOHAT-aHUOHOB, TPEOYIOT TIIATEILHOTO HAOIIOIEHHS CO CTOPOHBI Bpaya.

MuTtoxoHapuanabHas AUchYHKIN

JIune3zonua uHruOupyer cunre3 Oenka MutoxoHapui. [lobounsie 3hdexTrl, Takue
KaK, JaKTOAalWJI03, aHEeMHusi M HeWpomnaTus (mepudepuyeckas HIM 3pUTEILHOTO
HEpBa), MOTYT BO3HUKHYTh B pe3yJbTaT€ 3TOr0 TOPMOXKEHUS; 3TU 3S(PPEKThI
SBIISIIOTCA O0JIee paclpOCTPAHEHHBIMHU, KOT'/1a ITpernapaT UCHOJb3yeTcs O0JIbIIE, YeM
28 nHew.

Cynoporu

Coobmianoch 0 cyaoporax y MalMEeHTOB, MPUHUMABIIMX JIMHE30JIUI, TIPU 3TOM B
OOJBIIMHCTBE CIyYyaeB B aHAMHE3€ MMEJOCh YKa3aHUE Ha CYJIOPOTH WM HaJIUudue
(bakTOpOB pHCKa WX pa3BUTH. Y MAIMEHTOB HEOOXOIUMO COOpaTh MOJAPOOHBIN
aHaMHE3, KacaroLUICs NPeAIECTBYIOIUX 3TU30/10B CyA0POr.

I/IHI‘I/I6I/ITODBI MOHOAMHUHOKCHUIA3bI
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MoHoamuHOKcuAa3zsl  (MAQO); oaHako B J03aX, HOPUMEHSEMBIX Ui
aHTUOAKTEPUAIBPHON Tepariyd, OH HE MPOSBISCT AHTHICTIPECCAHTHBIM A(QEKT.
NMeroTcss O4YeHb OrpaHUYECHHBIE [AaHHBIE W3 HUCCICOOBAHUN JIEKAPCTBEHHBIX
B3aMMOJICHCTBUN M B OTHOIICHHHM O€30MACHOCTH JIMHE30JUJa MPU MPUMEHEHUU Yy
MAIMEHTOB C OCHOBHBIMH 3a00JICBAHUSIMU W/WJIH TIPH OJJTHOBPEMEHHOM TPUMCHCHHH
JIEKApCTBEHHBIX  IpPEnapaToB, KOTOPbIE MOTYT TMOJBEPrHYTh HUX  PHUCKY,
oOycnoBneHHoMy  wHruOupoBanuemM MAQO. CrnemoBarenbHO, TMPUMCHCHHE
JMHE30/IM/Ia HE PEKOMEHAYETCS B ITHX OOCTOSITENIbCTBaX, KpOME CIydaeB, KOTJa
BO3MOYKHO TPOBEJICHHUE TIIATEILHOTO HAOMIOJCHUS U MOHMUTOPHHIA TMAallMeHTa,
nojyvaroniero npenapat (cMm. pasaeinsl «IIpotuBonokazanus» u «B3zaumoneiicTBue ¢
JIPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMM).

CepOTOHUHOBBIA CHHJIPOM

CooOmanoch O CHOHTAHHBIX CIIy4asX pPa3BUTHS CEPOTOHHMHOBOTO CHHJIIPOMA,
CBSI3aHHOT'O C OJJHOBPEMEHHBIM IPUMEHEHUEM JIMHE30JIN1a U CEPOTOHUHEPIMYECKUX
IpenaparoB, BKJIKOYAs aHTUICIPECCAHThl, TAKHME KAK CEJEKTUBHbIE HHTHOUTOPHI
oOpatHoro 3axBata cepotonnHa (CHMO3C) wu omnuouasl (CM. paslesbl
«IIporuBonokazanuss» u «B3aumomencTBue C APYTMMH  JIEKAPCTBEHHBIMHU
cpenctBamu»). Ilpu HEOOXOOUMOCTHM NPHUMEHEHHs MpernapaTta B COYETAHHH C
CEJICKTUBHBIMU MHTHOUTOpPaMU OOPAaTHOTO 3aXBaTa CEPOTOHMHA CIIEAYET MOCTOSHHO
HaOMIOAaTh 3a MAlMEHTAMM C UENbI0 BBISBICHUS NPU3HAKOB U CUMIITOMOB
CEpOTOHMHOBOTO CHHApPOMA, TaKUX Kak HapylIeHHEe KOTHUTUBHOM (DYHKIIUH,
TUIEPIUPEKCHs, TUIIeppeIIeKCHs U HapyLIeHHE KOOPAUHAIIMY IBUKEHHI.

B ciyyae mnosiBIeHUS JAHHBIX CHUMITOMOB CJIEyeT OTMEHHMTh OJIMH WU 00a
NpUHUMaeMbIX mnpenaparta. [Ipu mnpekpanieHuu npueMa CEpOTOHHHEPIHYECKOro
CpelICTBa MOTYT HAOIIOAATHCSI CUMITOMBI CHHIPOMA «OTMEHbBD.

OpHOBpeMEHHOE TpPUMEHEHHWE JIMHe30duAa U OynpeHoppuHa (OTAEIBHO WIA B
KOMOHMHAIIUY C HAJIOKCOHOM) TaKK€ MOXKET NMPUBECTH K Pa3BUTHIO CEPOTOHUHOBOTO
cugapomMa. Ecnu Takoe OJHOBPEMEHHOE NPUMEHEHHE SBISIETCS KIMHUYECKH

O6OCHOBaHHBIM, ciaenyer o0ecreynTh THIaTeJIBHBIﬁ KOHTpPOJIb 3a COCTOSHHCM
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«B3anmoelicTBUE ¢ APYTUMH JICKAPCTBEHHBIMH CPEICTBAME).

PaGaomMuosms

CooO1anoch 0 ciiydasix padbioMuoin3a npyu NpUMEHEHUH JIMHE30Juaa (CM. pa3fen
«HexenarenpHbie peakiuu»). Ecoum HaOmMomaroTCs NPU3HAKKA WM CHMITTOMBI
pabgomuonid3a, TNpUeM  JIMHE30JUAa  CIeayeT  NpeKpaTUTh W HayaTh
COOTBETCTBYIONIYIO TEPAIUIO.

['unmonarTpuemus

VY HEKOTOpBIX MAlMEHTOB, MOJIyYaBIINX JUHE30IUA, HAOIIOAAINCh TUIIOHATPUEMHUS
W/WIA CUHAPOM HEaJeKBAaTHOM CeKkpeluu aHTtuanyperuyeckoro ropmona (SIADH).
PekomeHnmyeTcst peryiasipHo KOHTPOJIUPOBATh YPOBEHb HATPHUSI B CBIBOPOTKE KPOBH Y
NOKWJIBIX JIFOJIEH, Y TAlUEHTOB, IPUHUMAIOIINX JUYPETUKH, U Y IPYTUX NAllUEHTOB
C PUCKOM TUIIOHATPUEMHUH.

OxpamuBanre 3yOHOU dMaJIN

CooOmanoch 0 ciiydasx oOpaTUMOTO MOBEPXHOCTHOTO HM3MEHEHHUS OKpAaIMBAHMS
3yOHOM AMaJv MPHU UCIOJIB30BaHUHU JIMHE30JM1a. JJaHHbBIe U3MEHEHUST OKpaIllMBaHUs
YAQISITUCH TTOCPEICTBOM MTPO(PECCHOHATEHOTO OUYHUIIEHUS 3y0OB.

['unornmukemus

CooOmanoch 0 ciayyasx CHMOTOMATHYECKOW THUIOIJIMKEMUM Y TAIUEHTOB C
caxapHbIM JAMa0eTOM, MOJYYaBUIMX JIMHE30JIU] OJHOBPEMEHHO C MHCYJIUHOM WU
TUITOTJIMKEMUYECKMMH TIpenapaTaMi. XOTs IPUYMHHO-CIIEACTBEHHAS CBSI3b MEXKIY
IIPUEMOM JIMHE30JIJAa U Pa3BUTHEM THIIOINIMKEMUU HE YCTAaHOBJICHA, ITALIMEHTOB C
caxapHbIM JMa0ETOM HEOOXOJUMO MpPEeayNpexaaTb O BO3MOXKHOCTH Pa3BUTHS
TUIOTINKEeMUU. B cilydae BO3HUKHOBEHHMS TUIIOTJIMKEMUN HEOOXOAUMa KOPPEKIIUS
7103bl MHCYJIUHA/TUTTOTIIMKEMUYECKUX MPENapaToB WUJIM OTMEHBI JIMHE30IUIA.

HDI/IMCHGHI/IC C MPpOAYKTAaMU ITMTAHW, OoraTeIMH TUPAMHWHOM

[TanenTaM cieayeT peKOMEHJ0BaTh OTKA3aThCs OT MpueMa OOJBIIUX KOJIHYECTB
MUILIK, COJepX aled TUpaMuH (Takuhe, KaK KpacHO€ BHUHO, CO3PEBIIMHI CBIp,
HEKOTOPBIE aJIKOT0JIbHBIE HAITUTKHU, KOITYEHOE MSICO, SKCTPAKTHI JIPOXKIKEH, IPOTYKThI

13 (pepMEHTUPOBAHHBIX COEBBIX O00OB, TAKKE KaK COEBBINA COYC).
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Cvynepundexnus

Knuanueckux wnccienoBaHuil, u3ydaBlIuX 3(Q@eKT NpUMEHEHUs JUHe30Juaa Ha
HOpPMaJIbHY10 MUKPO(DJIOpY OpraHu3Ma 4eloBeKa, He IPOBOIUIOCH.

[TpumeHeHrne aHTHOAKTEpUAIBHBIX IIPENApaTOB HHOTJA MOXET NPUBOAUTH K
YCUJIEHHOMY POCTY HEBOCIIPUMMYHUBBIX K HEMY MUKPOOPTaHU3MOB. B KITMHUYECKHX
UCCIIENOBAaHMIX OBUIO IMOKA3aHO, YTO NMPUMEPHO y 3% MALMEHTOB, IOJIyYaBIIUX
PEKOMEHIOBAHHBIE 03Bl JUHE30JUAA, PA3BUBAICA KaHAMI03, aCCOLMUPOBAHHBIN C
IpUeMOM aHTUOMOTUKOB. [Ipy Bo3HMKHOBeHHH cynepuHpekund Ha (HoHEe mpuema
JUHE30/IMIa  CIEAyeT IPUHUMATh COOTBETCTBYIOIIME MEpbl MEIUIMHCKOIO
XapakTepa.

Knnanueckue ucciaeaoBaHus

be3onacHocTh ¥ 3(PhHEeKTUBHOCTh TPUMEHEHHS JIMHE30IUAa JUITUTEIBHOCTRIO OoJiee
28 NHEN HE YCTAHOBJICHBI.

B KOHTpOMMpyeMBIX KIMHUYECKHX MCCICAOBAHUSAX HE NPUHAMAIN y4acTHE
MalMeHThl C  CHHJIPOMOM  «JIHAa0ETHYECKOM  CTONBI», MPOJCKHIMH WU
WIIEMUYECKUMHU HApPYUICHUSIMHU, TSKEJIBIMU OXOTAaMU WJIM TaHTPEHO3HBIMU
nopakeHUsIMH. TakuM 00pa3oM, ONBIT MPUMEHEHHUS JIMHE30JIMAa B TEPaluu dTUX
COCTOSIHUM OTPaHHUYEH.

BcriomoraresinbHble BENIECTBA

JlaHHBIN JeKapCTBEHHBIN Mpenapar conepXuT MeHee 1 mmonb (23 Mr) HaTpus Ha
€AUHUILY JO3UPOBAHUS, TO €CTh [0 CyTH, HE COJICPIKUT HATPUS.

Bausinue Ha CcHOCOOHOCTH YNPABJASATHL TPAHCHOPTHBIMH  CpeICTBaMM,
MeXaHu3MaMH

Bo Bpems npumeHeHHs JIMHE30/UAa YIPaBJISATh TPAHCHOPTHBIMU CPEJCTBAMH,
CIEIUATbHOM  TEXHUKOW WM  3aHUMAThCS  JICATEIBHOCTHIO,  TpeOyroIiei
MOBBIIICHHOTO BHUMAHHUS W OBICTPOTHI  TICHXOMOTOPHBIX  pCakluid, He
pekomenayetcs. IlaniMeHTOB cieayeT MpeaynpeauTh O BO3MOXHOCTH Pa3BUTHUS
TOJIOBOKPYIKEHUSI WJIM CHMIITOMOB HapyIIEHUs 3pEeHHs (KaK OMHUCAHO B pasieliax
«Oco0ble ykazanusi» u «Ilo6ouHoe nercTBUEY ).

dopMma BbIIyCKa
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TabneTku, TOKPHITHIEC TICHOYHOU 00010

MT.

Ilpu npouzeoocmee npenapama na npeonpuamuu « Cumnexc @apma Ilem. ;imo.»,
Hnous:

10 TaGnetok B Gmmctep u3 mieHku 6enoit Hermpospaunoi [1B/IX/amom. Gombru.

1 6iucTep BMeCTe C MHCTPYKIKEH MO0 MPUMEHEHHUIO TOMEIAIOT B KAPTOHHYIO MaYKy.
Ilpu npouszeoocmee npenapama na npeonpuamuu 000 «3I0eanco Dapmay,
Poccus:

[To 10 Tabnerox B 6ymmctep u3 mieHku [I1BX u anmromunueBoit Ghosbru.

[To 1 GaucTepy BMecTe ¢ MHCTPYKIMEH 1O MEAUIIMHCKOMY MPUMEHEHHIO B TTAYKy U3
KapTOHA JJIsl TOTPEOUTENBCKOM Tapbl THIAa XPOMOBBIN MJIM XPOM-3p3all.

[To 10 TabneTok B MJIACTUKOBBIE OAHKH W3 MOJMATUIEHTEepedTanaTa, yKynopeHHbIE
IJIACTUKOBBIMU  KPBIIIKAMU U3 TOJIMAITHIECHA BBICOKOM IUIOTHOCTH M HHU3KOTO
JABJICHUS, C KOHTPOJIEM IMEPBOr0 BCKpbITHA. Ha OaHKy HaKJIEMBAIOT 3TUKETKY W3
OyMaru muc4eu, Uiu dTUKETOUYHOM, MJIH CAMOKJICSIIYIOCS STUKETKY.

1 6aHKy BMeCTe C MHCTPYKLHMEN 0 MEAUIIMHCKOMY TPUMEHEHUIO B [TAYKY U3 KAPTOHA
JUTSI TOTPEOUTENIBCKOM Taphl TUITA XPOMOBBIN HIJIM XPOM-3P3all.

YcaoBusi XpaHeHUdA

[Ipu Temneparype He Bbie 25°C.

XPpaHUTh B HEJOCTYITHOM JUJISI IETEU MECTE.

Cpok rogaocru

2 roga

He npuMeHsTh 110 UCTEUEHUH CPOKA TOAHOCTH.

YciaoBus ornycka

OTiycKaroT 1o penenty

BuaneJien perucTpaliioHHOrO y10CTOBEPEHMS

00O «ITAHBHO ®APM», Poccus

143960, MockoBckas o01acTb, TopoAckoii okpyr PeyTos, r. PeyTos, yin. ®abpuynas,
oM 8A, cTp. 2, moMelieHue 14.

IIpousBoaureib:
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
9.07.2025 N2 18846

oT £

(MNOCNEQL Z:_é-.i."E,‘ EHOCTE 0002)

CUMIIEKC ®APMA IIBT. JT/.

ITomenienue Ne 302, bamusa Aucanb, 3-if atax, Hepy I1netic, 38, FOxubiit enu,
Hpro-/lenu, Jdenn, Uuaus, 110019.

3aBoj: Yuactok C-7 o C-13 u C-59 o C-64, Llentp Pazsutusa Curagou, CUIAKVYJI,
Curannu, Kotnsap — 246149, Mucr. [laypu ['apxBan, YTrapakxaun, Uaaus.

unu

000 «9aBanca ®apmay, Poccust

Aodpec mecma npouzeoocmea:

benropoackas 061., benropoackuii paiion, nrr. CeBepHbii, yi. bepesoBas, 31. 5,
Ten.: +7 (4722) 20-23-19.

Opranuszanus, NPUHAMAIOIIAA NIPETEH3UH NOTPeduTeIei:

B cayuae npouszeoocmea npenapama na npeonpuamuu «Cumnexc @apma Ilem.
JImo.», Hnous:

000 «ITAHBHUO ®APM», Poccus

119530, r. MockBa, OuakoBckoe mocce, 10M 34, od. A303

ten.: +7 (495) 225-57-87,

e-mail: info@panbio.ru

B cnyuae npouszeoocmea npenapama na npeonpuamuu Q00 «3I0eanco @apmay,
Poccus:

00O «2aBancn ®apmay, Poccus

FOpuouueckuii aopec: 308010, benropoackas o007., MyHUUIUNAIbHBIA pailoH
benropoackuii, r.m. nocenok CeBepHbii, irt. CeBepHbIi, yi1. bepe3osas, 31. 5.

O pazeumuu HedceramenbHblX peaxkyull, CEA3aAHHbIX C NpUeMom, npenapamad,
coobuams:

00O «2aBancn ®apmay, Poccus

308010, benroposckas 0611., benropoackuit paiion, nrr. CeBepHsiii, yi. bepe3onas,
3. 5.

Ten.: +7 (4722)20 23 19

e—mail: factory@atcl.ru
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