MHH3 IPAB POCCHH

MHUHUCTEPCTBO 3JIPABOOXPAHEHUS ROCCUMCKOMN ®EJEPAIIU

COTJIACOBAHO B
HHCTPYKIUA
11O MEJIMIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
SEHUKC

Perncrpannonubiii Homep:

Toproeoe HaumMeHoBaHHe: 3eHUKC

MezxynapoaHoe HENATeHTOBAHHOE H/IH IPYNITHPOBOYHOE HAMMEHOBAHHE: JINHE30JIU]]
JlekapcTBennas popma: TabieTKH, MOKPHITHIE TIEHOYHON 000JI0UKOMH

Cocras

1 TabneTka, MOKpbITast MICHOYHON 000JIOUKOM, COAEPIKHT:

oeucmesyrowee éeuyecmeo: maHe30u1 — 600 Mr;

6CNOMO2ameNbHble  6eujecmed: TIPOCOJB  [LEJUTI0N03a  MHMKPOKPHUCTAJUIHYECKast, KPEMHHUS
JIMOKCHJI KOJUIOM/IHBIN |, KapOOKCHMETHIKpaXMall HaTpHsl, LeJUTI0I03a MUKPOKPHCTATHYECKAS,
noBunoH-K 90, maruus creapar; ob6orouka mabiemku: THIPOMEIIO3a, MPOIMMIEHITHKOIIb,

TuTana auokcua E171, ranbk, kpacutens nynuossli [[Torco 4R] E124.

Onucanue
JIBOSKOBBINYK/IbIE TaOJIETKH OBAILHOW (DOPMBI, MOKPHITHIE [IEHOYHOH 00O0JOYKON PO30BOrO

BE€Ta, HA U3JIOMEC OT Oesnoro 10 noutu 6e0ro [BE€TA.

d)apmaKOTepaneBTuqecKaﬂ rpymma: AHTHOMOTHK-OKCA30JIMIHHOH.

Koa ATX: JO1XX08

PapmMako/I0rHYecKHe CBOMCTBA

DapmakoouHamuka

Jlune3onua, cUHTETHYECKMH aHTHOAKTEpHANbHBIH Ipernapar, OTHOCHTCS K HOBOMY KJaccy
NPOTHBOMHUKPOOHBIX CPEJICTB, OKCA30JIMAMHOHAM, aKTUBHBIX in Vitro B OTHOLIEHHH a’pOOHBIX
IPaMIIOJIOKUTENIbHBIX OaKTepHii, HEKOTOPBIX IPaMOTPULIATENBHBIX OakTepuil ¥ aHa’pOOHbBIX
MHUKPOOPraHu3MoB. JIMHE30/1M/1 CeIeKTHBHO MHTHOUpYyeT cuHTe3 Oeska B OakTepusx. 3a cyer
CBA3bIBaHMs ¢  OakTepHalbHBIMM  pubOCOMaMM  OH  INpeJOTBpali@aeT  oOpa3oBaHHE
GynkunoHanrbHOro  MHMUMHpYIOWIEro Komiuiekca 70S, KOTOpbIi  sBifeTcs  BaXKHBIM
KOMIIOHEHTOM ITpoLiecca TPAHCIISILIMM IIPH CHHTE3e Oelika.

YyBCTBUTEILHOCTD

Ilpenapam akmueen in vitro u in vivo

[ paMIos10KUTEIBbHBIE a9PO0bI




Enterococcus faecium (BKII0Yasi IITAaMMbl, PE3UCTEHTHBIE K BAHKOMHIIHHY )

Staphylococcus aureus (BKI0Yasi METHIIMJUTHHPE3UCTEHTHBIE IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJIIOYAst MOJUPE3UCTEHTHBIE IIITAMMBI)
Streptococcus pyogenes

Ilpenapam akmueen in vitro

I'pam110J105KUTENBHBIE a3DO0BI

Enterococcus faecalis (BKJIIOYasi ITaMMBbl, Pe3UCTEHTHBIE K BAHKOMHIIUHY )
Enterococcus faecium (mTaMMbl, 4yBCTBHTEJIbHBIE K BAHKOMHIIHHY )
Staphylococcus epidermidis (BKJt0Yasi METHIIMJLIMHPE3UCTEHTHBIE IITAMMBI)
Staphylococcus haemolyticus

CrpenTokokku rpynmnsl Viridans

I’ pPaMOTPHUIIATEIbHbBIE a3P0O0bI

Pasteurella multocida

Pe3ucmenmmusie K 1une301udy MUKpoopzanusmol
Haemophilus influenzae

Moraxella catarrhalis

Neisseria spp.

Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ncTeHTHOCTD

Mexanu3m neHCTBUS THHE30IMIAa OTIIMYACTCS OT MEXAaHHW3MOB JEHCTBUS NMPOTHBOMHKPOOHBIX
NpenaparoB JPyruX KIaccoB (HampuMep, aMHHOTIIMKO3HIOB, OeTa-JakTaMOB, aHTArOHHUCTOB
(onueBod  KHCIOTBI,  IJIMKONENTHAOB,  JIAHKO3AMHIOB,  XHMHOJOHOB,  pH(pAaMHIMHOB,
CTPENTOrPAaMHMHOB,  TETPALMKIMHOB M XJIOpaM(EHHMKOJIA), MOITOMY  [EPEKPECTHOM
PE3UCTEHTHOCTH MEX/y JHMHE30JHJIOM M ITHMH INpernaparaMu He cymectByer. JInHe3oma
AKTHBCH B OTHOLIECHMH I1aTOME€HHBIX MMKPOOPraHM3MOB, KaK YyBCTBHUTEJIbHBIX, TaK H
PE3UCTEHTHBIX K 3THUM IpenaparaM. Pe3sucTeHTHOCTb 0 OTHOIICHHIO K JIMHE30JIM/LY pa3BHBACTCS
ME/UICHHO IyTe€M MHOrocTtaauiHoi myrtaumm 23S pubocomansroit PHK u npoucxoaur ¢
yactotoii menee 1 x 107-1x 107",

DapmaKoKkuHemuKka

Bceacwvieanue

[Tocne mnpuema BHYTPh JIMHE30JMA OBICTPO M HMHTEHCHBHO BCACHIBAETCH M3 IKETYI0UHO-
KHIIEYHOrO TpakTa. MakcumasbHas KOHIEHTpalMs JHHe30auaa B IuiasmMe kposd (Cmax) -
21,2 Mr/n, cpenHMH NEpHOJ BPEMEHH JI0 JIOCTHXXEHHMS MaKCHMAJbHOH KOHIIEHTpAIHH
JuHe3ommaa B kKpoBH (TCmax) — 2 4, aGcomorHas OHOAOCTYIHOCTDL cocTaBisgeT 0koao 100%.

aneM IUIIHA HE BIIMSET HA BCachblBaHHWE JIMHE30M/1a. PaBHOBeCcHas KOHICHTpalus JIMHE30JIM1a




B KPOBH JIOCTUTraeTcsi Ha 2 JIeHb IpueMa.

Pacnpeoenenue

OO6beM pacripeiesieHHs JIMHE30JIH/1a TPU JTOCTHKEHHH PAaBHOBECHOM KOHIIEHTPAIIMH Y 3/10POBOIO
B3pOCJIOro 4esioBeka cocrapisger B cpeaHeM 40-50 s, 4TO mnpuMepHO paBHO 00IEMy
COJIEPXKAHHUIO BOJBI B opranusme. Cpsa3biBaHHe ¢ OekaMH 1U1a3Mbl KpoBH cocTtaBiseT 31% u He
3aBUCHT OT KOHIICHTPALIUH JINHE30JIH/1a B KPOBH.

Memabonuzm

YcranosiieHo, yto uzodepmenTsl nuToXpoMa P450 He yyacTBYIOT B MeTabo/IM3Me JTHHE30/IH/1a
in vitro. JInHe3onmua He MHrHOMpPYeT M HE TMOTEHIHMPYET aKTHBHOCTh KJIMHHYECKM BaXKHBIX
n3odepmentoB uutoxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Merabonmuueckoe OKUCIEHHE NPUBOIUT K 0Opa3OBaHWIO JIBYX HEAKTUBHBIX META0OJIMTOB -
TUIPOKCUATHIITIIMIIMHA  (OCHOBHOH MeTaboiMT y ueloBeka, obOpasyercs B pe3yjbTaTe
He(epMEHTaTHBHOTO Ipollecca) H aMHHOITOKCHYKCYCHOM KHCIOTBI (0OpasyeTcs B MEHBIIHX
KoyinyecTBax). Takxke onucaHbl Apyrue HeaKTHBHbIE METAOOIUTHI.

Buvigeoenue

Brenoyeunslii kaupenc cocrtapiser okono 65% kiupenca nune3onuaa. C yBeJIHUYEHHEM J103bl
JIMHE30/IM/Ia  OTMEYaeTcss HeOojblnas CTeNeHb HEJIMHEWHOCTH KJIMpeHca. JTO  MOXKET
OOBACHATHCA CHMIKEHHEM II0YEYHOTO M BHEIOYEYHOrO KJIMPEHCAa MpH BBICOKOH J103€
nuHe30maa. OIHAKO pa3jinuMs KIMPEHCAa HEBEJIWKH M He BIMSIOT Ha KaXYIIHHCS TEpHOJL
TOJTYBBIBEICHHSL.

JInHEe30/M/1 Yy MalMEHTOB ¢ HOPMAJIbHOM (DYHKIMEH 10YEeK W NP MOYEYHON HEA0CTATOUHOCTH
JIETKOM M Cpe/iHel CTENEHM BBIBOAMTCS IMOYKAMH B BHIE THAPOKCHAITHIrIMIMHA (40%),
AMHHOITOKCHYKCYCHOH Kuciotel (10%) u B HensmenenHom Buje (30-35%). Kumeunukom
BBIBOJIMTCS B BH/IE THAPOKCHITHIITTIHIIMHA (6%) U aMMHOATOKCHYKCYCHOM KHCIIOTHI (3%).
JIuHe30/11/1 B HEM3MEHEHHOM BHJIE NIPAKTHYECKH HE BBHIBOAUTCS KHIIEYHHKOM.

Ilepnon nosyBbIBeICHHS JINHE30JIM/Ia B CPEHEM COCTABJISET 5-7 u.

d)ap,uah'oxwlemuka 8 0MOECNIbHLIX 2PYNNAX DOIbHBIX

[TanMeHThl ¢ NOYeYHOM HEIOCTATOYHOCTHIO

[Tocne oanokparHoro mnpuema 600 Mr iuHE30JMJa NAIMEHTAMH C TSOKEJIOH IOYEUHOH
HE/IOCTATOYHOCTBIO (KIMpEeHC KpeaTHHMHA <30 MJI/MHH) KOHIIEHTpAlUs JBYX €r0 OCHOBHBIX
metaboimMToB Bo3pactana B 7 - 8 pa3. Oxnako ysenmuenus AUC (miomans 1moja KpHBOif
«KOHILIEHTpALUsA-BPEMsi») HCXOJHOro Inpenapara He Habmonanock. HecMoTpst Ha To, 4To npH
TeMO/IHaJIN3€ BBIBOAMIIOCH HEKOTOPOE KOJTHUYECTBO OCHOBHBIX META0OIMTOB, HX KOHLIEHTpAIUs B
miasmMe KpoBu nocie mnpuema 600 Mr smHe30/NMAa M TPOBEIACHHS NPOLEAYPHl JMaN3a
OCTaBaJlaCh CYIIECTBEHHO BbIIE KOHIIEHTPALMH B KPOBH y MAIMEHTOB ¢ HOPMAIBbHOM (GyHKIIHEH
NI0YEK, JIETKOH WM CPEAHETSKEIION MOYEYHOH HEJ0CTATOYHOCTHIO.

[TanMeHTh! ¢ NeYeHOYHOM HEZIOCTATOYHOCTHIO




Wmerorcst orpaHuYeHHBIE JIaHHbIC, YTO Y MALMEHTOB C JIETKOW M CPEJIHETSDKENION MeYeHOYHON
HeoCcTaTOYHOCThIO (Kimace A u B mo kinaccudukaumm Yaina-Ilsio) ¢apmakokuneTHka
JMHE30JIHJla M JIByX €ro OCHOBHbIX MeTaboJMTOB He u3MeHsercs. PapMaKkOKHHETHKA
JMHE30JIHa y TAIMEeHTOB C TKEJIOH NEeYeHOYHOH HeaoctaroyHocThio (kiace € mo
knaccupukauun  Yaina-Ilslo)  He  w3ydanach.  OaHaKo,  MOCKOJBKY  JIMHE3OJH
MeTabonu3upyercs HePEepMEHTHBIM IIyTeM, TO HE OXKHJIAeTCS 3HAYMMOIO HaApYIIECHHS €ro
MeTabosin3Ma MpH NeYeHOUYHON HeJ0CTaTOYHOCTH.

JleTH ¥ IoApOCTKHU

VY noapoctkoB (12 - 17 ner) dapmakoKHHETHKA JIMHE30JIHAA, TPUHATOro0 B jo3e 600 Mmr, He
OT/IHYaJIaCh OT KMHETHKH Yy B3pociibiX. TakuM oOpa3oMm, npu HazHayeHUH noapoctkam 600 mr
JIMHE30JIM/1a Kax/iple 12 4 ero KoHueHTpauus OyeT Takoi je, KaK y B3pOCIIbIX TP Ha3HAYEHHH
TOM ke J103bl.

[Toxunpie

VY NOXHIBIX MAlMEeHTOB B Bo3pacte 65 71eT W crapuie (apMakOKHHETHKA JIMHE30JINja
CYIIECTBEHHO HE H3MEHSETCS.

KeHiunel

YV JKEeHIMH 00beM pacrpe/ie/IeHUs! JIMHE30JIH/Ia HECKOJIbKO HHYXKE, YeM Yy MYXKUHMH; Y HHX TaKxKe
Ha 20% cHMXKEH cpelHHMil KJIMpEHC NpH pacyeTe Ha Maccy Tesa. KOHIEHTpalus JTHHe30/M/1a B
I1a3Me KPOBH JKEHIIHH BBIIIE, YEM y MYKYHH, YTO MOJKET OTYACTH OOBACHATHCS pa3IHYUsAMU
maccel Tea. OHaKo, MOCKOJIbKY MEpPHO MOJTYBBIBEICHUS JTHHE30JIM/IA Y MYKYHH H KECHIIUH
CYUIECTBEHHO HE OTJIMYAETCs, HET MOBOJAA OKMUIAATh MOBBIIIEHUs KOHIIEHTPALMH JIHHE30JIM/1a B

KPOBH JKCHIIIMH BBILIE IIEPEHOCUMOI'0 YPOBHS, TaK YTO KOPPEKIIHHU J03bl HE Tpe6yeTc;1.

Iloka3zanus K npUMeHEHHIO

Jleyenne MHQPEKIHOHHO-BOCTIAJIMTENbHBIX 3a00JIeBaHKM, €CJIH M3BECTHO MM IO03DPEBAETCH,
4YTO OHHM BbI3BaHbl YYBCTBMTE/ILHBIMH K JIMHE30JIMAY a’pOOHBIMH M aHA3POOHBIMH
IPaMIIOJIOKHUTEIIbHBIMK ~ MHKPOOPraHM3MaMu  (BKJIIOYass HMHQEKIHH, COMPOBOKAAOIIUECS
OaxkTepueMuen):

- BHeOOJIbHMYHAs  THEBMOHMS, BBI3BaHHas  Streptococcus  pneumoniae  (BKIIOYAs
MOJIMPE3UCTEHTHBIE IITAMMBbI), BKJIOYas Cly4ad, CONpPOBOXKIAOIIKECs OaKkTepueMHen, Wi
Staphylococcus aureus (TOJIBKO METHUIHJUIMHYYBCTBUTE/ILHBIE IITAMMBI);

- rocruTalbHas ITHEBMOHMSI, BbI3BaHHas  Staphylococcus — aureus — (BKiovas
METHIIH/UIMHYYBCTBHTEJIbHBIE W METHIHM/UIMHPE3HCTEHTHBIE IITaMMbI) WIH Streptococcus
pneumoniae (BKJIK04as NOJUPE3UCTEHTHBIE IITAMMBbI);

- OCJIO)KHEHHbIE MHOEKIMH KOXH M MATKHX TKaHeH, BKIOYas MHPEKIHMH NPH CHHIPOME
AHa0ETHYECKOH CTOMBI, HE CONPOBOXKIAIOLINECS OCTEOMHMENMTOM, BbI3BaHHbIE Staphylococcus

aureus (BKIII'O'{aﬂ MCTHIMJUIMHYYBCTBUTEJIBHBIC W METHIHUIUIMHPE3UCTCHTHBIC IIITaMMbl),

4




Streptococcus pyogenes unu Streptococcus agalactiae;

- HEOCJIO)KHEHHble MH(EKIMH KOXH M MATKHX TKaHeW, BbI3BaHHbBIE Staphylococcus aureus
(TOJIBKO METHIIHJUIMHYYBCTBHTEILHBIE IITAMMBI) WK Streptococcus pyogenes;

- HH(DEKINH, BbI3BAHHBIE PE3UCTEHTHBIMH K BAHKOMHIIMHY Enterococcus faecium, B TOM 4HCIIE,

CONIPOBOXK/IatOIHECs OaKTepHEeMHEH.

IlpornBonoka3zanus

[ToBbIIEHHAs YyBCTBUTEIBHOCTD K JINHE30JIH/TY H/HJIN IPYTHM KOMIIOHEHTaM Ipernapara.
OHOBpeMeHHBIH MPHEM JIHHE30JIUIa C pernapaTaMu, HHrHOUPYIOIIMMHE MOHOAMHHOKCH 1a3bl A
1 B (nanpumep, penensun, u3okapObokcasua), a TakxKe B TeUEHHE 2 HeJlellb 10CIIe MPeKpalieHus
NpUeMa Ha3BaHHBIX MPENaparos.

IIpu oTCyTCTBMM TIATENbHOrO HAOMIOJEHHS 3a MAlMEHTAMH M MOHMTOPHHIA apTepPUaIbHOIO
JIaBJICHUS HE CJIEyeT Ha3Ha4yaTh JIMHE30IUL:

- MAllHeHTaM ¢ HEKOHTPOJMPYEMOH apTepHaIbHOH runepreH3ueil, (eoXpoMOIMTOMOM,
THPEOTOKCHKO30M, KapUHHOUIHBIM CHHJIPOMOM, OUMOISAPHBIM paccTpOHCTBOM,
mu30apGEeKTHBHBIM PacCTPOHCTBOM H OCTPBIM COCTOSHHEM CITYTAHHOCTH CO3HAHHS

- TalMeHTaM, TOJYYalolMM CJIe/IyIOLIME THIIbI MPEnapaTtoB: aApPeHOMHUMETHKH (HarmpuMmep,
nceBioddenpus,  GeHWINponaHoNAMHUH,  SNHHePPUH,  HOpaNMHe(pPHH,  A0OYTaMHUH),
n0haMHHOMHMMETHKH (HarnpuMep, JONaMHH), HHIHOMTOPBHI OOPAaTHOrO 3axBaTa CEpPOTOHHHA,
TPULMKIIHYECKHE aHTujenpeccanTbl, aronuctel S-HT1-penentopoB (TpunTanbl), Menepw/uH
WM OyCnupoH.

Hetckuii Bospact 10 12 et (Juist JaHHO# JIeKapCTBEHHOM HOpMBbI).

C 0cTOPOKHOCTHIO

YV  nauMeHTOB ¢ THKEJIOH  IOYEYHOHW  HEJOCTATOYHOCTBIO, TSDKEJIOH  MEeYeHOYHOM
HEJIOCTaTOYHOCTBIO  (TOJBKO B CIydae, €CJM [pearolaraemas I10jb3a [pPEeBHIIIACT
NOTEHIHAIbHBIA PUCK).

VY NalMeHTOB ¢ CHCTEMHBIMH MH(EKLHAMH, NPEACTABISIONMME PUCK JUIS )KH3HH, TAKUMH Kak

PlHq)CKHPlH, CBA3aHHBIC C BEHO3HBIMU KAaTE€TEPAMH B OT/ICJICHHUAX UHTEHCUBHOM TEpalriuu.

Ilpumenenne npu GepeMeHHOCTH M B IEPHO/L I'PY/IHOI0 BCKAPMJIMBAHHS

Wccneroanuit 6€30nacHOCTH NPUMEHEHHUS! JIMHE30JIHAa IPH OEPEMEHHOCTH He TPOBOMIIOCE.
[IpumeHenre sMHe30aMAa 1pH  OEPEeMEHHOCTH BO3MOXHO TOJNBKO B  cjydae, €ClH
npernoaraemMas 1oJjib3a OT TepanuH /Ul MaTepy MpeBbIlIaeT MOTEHIHATbHBIH PUCK /UIS T1JI0/1A.
[Ipy  HEOOXOAMMOCTH mNpHMEHEHHs B MEPHOJ JIAKTALMH CJEAyeT MPEKPaTHTh IPyaHOE

BCKapMJIMBaAHHC.




pRTEREET T

Cnocob npuMeHeHHS H 103b1

BHayTps. [IpenapaT MOXHO IpHHUMATH KaK BO BpeMs €JIbl, TAK H MEX/1y TPUEeMaMH MTHIIIH.
[TanmenTOB, KOTOPHIM B Hayalle TepanvM JHHE30JIM/I Ha3HAYWIA BHYTPUBEHHO, B JalIbHEHIIIEM
MOJKHO IIEpEeBECTH Ha M00Y10 JIeKapcTBeHHY0 GopMy Ipenapara IS ipuemMa BHYTPb, IIPH 3TOM
noa0op 10361 He TpedyeTces, T. K. OHOOCTYIHOCTD JIMHE30JIH/1a TIPU NTPHEME BHYTPb COCTABJISET
no4tu 100%. ITpo1oKUTENbHOCTD JICYEHUS 3aBUCHT OT BO30OYIUTEJIS, JIOKAIHU3AINH U TSHKECTH
HH(DEKIHH, a TaKKe OT KIHHUYeCKoro 3¢ dekra.

B3pocibie u ety (12 et u crapiie)

Pexomennye-

ITokaszanus (Bimoyast MHGEKIMH, COMPOBOKAAIOLIHECS Masi  IpoJioJi-
PasoBas n03a
OaxkTepuemueit) KHUTEITBbHOCTh

JICYCHUS

— BHEOOJIbHUYHAs NTHEBMOHHUS, BbI3BaHHas Streptococcus
pneumoniae (6KNI04AA  NOIUPEIUCMEHMHBIE UMAMMbL),
BKJIHOYasl CJIy4ad, CONpOBOXAAroUIHecs OakTepueMHei,
WIIH Staphylococcus aureus (monvko
MEMUYUITUHYYECMBUMENbHBLE UIMAMMBbL);,

— TOCIHTaJbHAs TTHEBMOHMS, BbI3BaHHas Staphylococcus
aureus  (6K10YAA  MEMUYWIIUHYYBCMBUMENbHbIE U |
MEMUYUNIUNPEIUCMEHMHbBLE WMAMMbL) WITH Streptococcus

pneumoniae (6K1104as NOIUPEIUCMEHMHBLE UMAMMBbL);,

— OCJIOKHEHHble MHOEKIMH KOXKHM M MArKHX TKaHei, | 600 Mr kaxbie 5
10 - 14 nueii
BKIIOYas MHGQEKIMH T0pH  CcHHApoMme auaberwyeckoit | 124

CTONbI, HE  CONPOBOXKJIAIOIIHECH  OCTEOMHEIIUTOM,
BBbI3BaHHBIC Staphylococcus aureus (6xnouas
MEMUYUNIUHYYBCMBUMENbHBLE u
MeMUYWINUHpe3UCmenmuele  wmammol),  Streptococcus
pyogenes WM Streptococcus agalactiae;

— HEOCJIO)KHEHHble MH(EKIHMH KOXKH M MATKHX TKaHeH,
BbI3BaHHbBIE Staphylococcus aureus (monvko

MeMUYUITUHYYBCMBUmMENIbHblE wmamsz) HJIH

Streptococcus pyogenes;

— UH(QEKIMH, PEe3UCTEHTHbIE K BAHKOMHIIMHY, BbI3BAHHbBIE
600 Mr xkaxmable

Enterococcus faecium, B TOM 4HCIie, COMPOBOKAAIOIIHECS 5 14 - 28 nueit
g

OakTepHeMHeii.
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I1oxKuIIble NAlMEHThL: KOPPEKIIUH 11031 He TpebyeTcsl.

[TanmeHThl ¢ MOYeYHOM HEAOCTATOYHOCTBIO: KOPPEKIIUH J103bI HE Tpe6yeTca. B cBs3u ¢ TEM, 4YTO

30% JIMHE30JIn/1a YAAIAETCA IIPH I'EMOIHAJIU3€ B TCUCHHUE 3 4acoB, MNallMECHTaM, HYXIarOHUMCH
B HEM, JIMHE30JIU/ JOJDKEH BBOJMUTHLCA MMOCJIC ITPOBEACHUS IHAJIN3a.

[TanueHThl ¢ IeYEHOYHOM HEAOCTATOYHOCTBIO: KOPPECKIIHH 03Bl HE Tpe6yeTc;l.

ITo6ounoe neiicTBHe

Yacrora 1no6GouHbIX 3(deKTOB, NPHBEIEHHBIX HHXKE, ONPeesAiach COOTBETCTBEHHO
caeayromemy (knaccubukauus BeceMHpHO#H opraHu3aiMu  31paBOOXpAHEHMs): OYEHb YacTo
(> 1/10), gacto (> 1/100 - < 1/10), newacro (> 1/1000 - < 1/100), peaxko (> 1/10000 - <1/1000),
odeHb peako (< 1/10000), vacrora HeusBecTHa (IO MMEIOLIMMCS JAHHBIM OLEHHTH YacTOTY
pPa3BUTHUSI HEBO3MOKHO).

HexenarenbHple SBICHHS, CBS3aHHBIE C MPHEMOM JIMHE30JIM/Ia, OBIBAIOT OOBIYHO JIETKOW WIIH
Cpe/IHe#l CTENEeHHM BBIPAKEHHOCTH. Yalme OCTaIbHBIX OTMEHArOTCs JMapes, rojioBHas O00JIb,
TOIIHOTA, PBOTA.

B3pocible nauueHTsl

Hugpexyuonnvie u napasumapnvie 3a601e6anus; 4acto - KaHaua03 (B T. 4. KAHIMAO3 MOJOCTH
p pra, BarMHAJIbHBIA KaHJH/103), rPUOKOBBIE MH(MEKIMH; HEYACTO - BArMHHUT; PEIKO - KOJHT,

BBI3BAHHbBIM IPUMEHEHHEM aHTHOMOTHKOB (B T. Y. NICEBIOMEMOPAHO3HBIN KOJIUT).

Hapywenus co cmoponvl kposu u numgamuueckou cucmemvi: 4acto - aHEMHS; HEYacTo -

ﬂeﬁKOHCHHﬂ, HCﬁTpOl’ICHHH, TpOM6OIIHTOHeHHﬂ, 303HHO¢)HHH${; PEAKO - NNAHIUTOIICHUS, YaCcTOTa

HEH3BECTHA - MUEJIOCYIIPECCHS, CHIepoDIacTHas aHEMHUS.

Hapywenus co cmoponbl umMmMyHHOU cucmempi. 4acTOTA HEU3BECTHA - aHA(QUIIAKCHS.
Hapywenus co cmoponel obmena éewjecme u numanus. HEYacTo - MIIOHATPHEMHS; 4acToTa
HEH3BECTHA - JIAKTOAIIH/103.

Hapywenus ncuxuku: 4acto - 6ecCOHHHIIA.

Hapywenus co cmopownsr nepenoll cucmemvi. 4acTo - rojioBHas 00Jb, M3BpallleHHE BKYyca
(«meTaiHuecKuit» TNPHBKYC BO PTY), TOJOBOKPYXKEHHE; HEYacTo - Cy/AOPOTH, THIIECTE3Hs,
MapecTe3uns; YacTOTa HEU3BECTHA - CEPOTOHHHOBBINH CHHPOM, nepudepuyeckas HeHponaTus.
Hapywenus co cmoponwvl opeana 3penus: He4acTo - 3aTyMaHEHHOE 3PEHME; PEKO - MOSBIICHUE
NeeKTOB Mojiel 3peHMs; YacTOTa HEH3BECTHA - HEHpONaTHsi 3PUTENLHOTO HEpBa, HEBPUT
3pUTEIBHOIO HEpBa, MOTEPs 3PEHHUs,, MU3MEHEHHE OCTPOThbI 3PEHHS, H3MEHEHHE IIBETOBOIO
3PEHHUS.

Hapywenus co cmopownel opeana ciyxa u 1a6upunmmvle HapyuieHus: HedacTo - 3B0H B yIIaX.

Hapywenus: co cmoponwi cepoeyno-cocyoucmoi cucmempl: 4acto - NOBbIIEHHE apTEPHAILHOTO




JIABJICHUS; HEYacTO - apuTMHs (TaXuKapaus), TPAH3UTOpHAs HIIEeMHYecKas araka, ¢ueOur,
TpoMOOd1eOHT.

Hapywenus co cmoponvl jcenyoouHo-kuuiedHo2o0 mpakma: 4acto - juapesi, TOUIHOTA, PBOTA,
JoKanu3oBaHHas win auddysHas G6onp B 0o0nacTH KHMBOTA, 3amop, JMCHENCHS; HEYacTo -
NaHKPEAaTHT, IaCTPUT, B3JlyTHE JKMBOTA, CYXOCTb BO PTY, IJIOCCHT, XHUAKHH CTYJ, CTOMATHT,
M3MEHEHHE OKPACKH CIIM3MCTON 000JI0UKH SA3bIKA M IIPOYNE HAPYLICHUS! COCTOSIHUS S3bIKA; PEIKO
- IOBEPXHOCTHOE U3MEHEHHE OKPACKH MaJH 3y00B.

Hapywenus co cmoponbl nevenu u jHcenuesvi600suyux nymeu: 4acto - U3MEHEHHE Pe3yJIbTaToB
(GyHKIMOHAIBHBIX TECTOB NEYEHH, MOBBIICHHE AKTHBHOCTH «IIEYEHOYHBIX» (PEPMEHTOB (B TOM
yucie, anannHamuHotpancgepassl (AJIT), acnapraramuuorpancdepassr (ACT), menodnoi
docdaraspr (I11P)); HeyacTo - MOBbIIEHHE KOHIIEHTPALUH 0011ero GumMpyoHHa.

Hapywenus co cmoponvl kodcu u NOOKOJMCHbIX MKaWeu: 4YacTo - 3y, Chillb; HEYacTo -
KpanuBHHIA, JEPMATHT, [OBBIIIEHHAs MOTJIMBOCTh; YAacTOTa HEWU3BECTHA - OyJUle3HbIe
nopaxeHus: KOXH (Takue Kak cuuapoM CtuBeHca-/KOHCOHA, TOKCHYECKHil SIHAepMalibHbIH
HEKPOJIM3), aHTHOHEBPOTHYECKHUH OTEK, aJloNelus.

Hapywenusi co cmoponvi nouex u Mo4esbi6005ujux nymeii: 4acTo - MOBbIIEHHE KOHIEHTPAINH
MOYEBHHBI KPOBHM; HEYacTo - II0Y€YHas HEJ0CTATOYHOCTh, MOBBIICHHE KOHIIEHTPAIMHU
KpeaTHHHHA B IJIa3Me KPOBH, MOJIMYPHSL.

Hapywenus co cmoponvl nonoevlx opeanoé u MONOYHOU Jcere3bl: HEYacTo - HApYIIEHHs CO
CTOPOHBI BJIArajiviNa U BYJIbBBI.

Obwgue paccmpoiicmeéa u Hapywienus 6 mecme 66e0eHus. 4acTo - JMXOpPajKa, JOKaTH30BaHHAS
Oonb; HewacTo - 03HOO, crmabocTh, kaxaa; 0OJb B MecTe HHBEKIMHM (/U1 pacTBOpa JUls
UHYy3HUi).

Jlabopamopnvie noxazamenu: 4acTo - MOBBILIEHHE KOJMYECTBA HEHTPODHIIOB, 203MHO(HIOB,
CHH)KEHHME TeMOIJIOOMHA, TeMaTOKPUTa WIIH YKMCJIa SPUTPOLMTOB, TOBBILIEHHE WM CHUKCHHE
KOJIMYECTBA TPOMOOLMTOB WIIH JICHKOIMTOB, MOBBIICHHE aKTHBHOCTH JIAKTAT/IETHPOreHasbl,
KpEaTHHKHHA3bl, JIMIa3bl, aMHJIa3bl, IOBBILEHHE KOHIEHTPAIMH IJIOKO3bl HE HATOIIAK,
CHHXKeHHe obmiero Oeska, anbOyMHHA, HATPHS WM KaJblMs, OBBIIEHHE MM CHHKEHHE KaJIUs
HJIH THAPOKapOOHATOB; HEYACTO - MOBBILIEHHE COJCPIKAHHsS HATPUS WM Kadblid B IUIa3Me
KPOBH, CHHKEHHE KOHLEHTPALIMK TIFOKO3bl HE HATOIIAK, TOBBILICHHE MM CHHKEHHE XJIOPHJIOB
KPOBH, TOBBILICHHE KOJIMYECTBA PETUKYJIOHMTOB, CHUKEHHE KOJIHYEeCTBA HEUTPOPHIIOB.
Crenyiomue nodounsle 3pHeKThl MPH MPUMEHEHHH JIMHE30IM1a B PEJKUX Cy4asX OTHOCHIIHCH
K KaTeropud Cephe3HbIX: JIOKaIW30BaHHas Ooib B 001aCTH KMBOTA, TPAH3UTOpHAs
MILEMHYECKas aTaKka, apTepHaIbHasi THIIEPTEH3HS.

B KOHTPOJIMPYEMbIX KIIMHHUYECKUX HMCCICAOBAHUAX, B KOTOPBIX JIMHE30JIHU IIPUMCHSAJICS




MakcuMyM 28 nHei, ToibKo y 2% NalMeHTOB pa3BHBalach aHeMHs. B Jpyrom uccliiel0BaHUH
CpeJiu MalMEHTOB C ONACHBIMH JUIs XKU3HU HHPEeKIHsIMH, Y 2,5% (33/1326) nanueHToB, KOTOpbIE
NOJTy4alii JIMHE30/IM/1 MeHble 28 JIHelH, pa3BUBaaCh aHEMHsl, B TO BpeMsi KaK MPH MPUMEHEHHH
nuHe30auaa 6onbine 28 qHel, anemus pasBuBaiach y 12,3% (53/430) naumeHToB.
CooTHomeHne ciydaeB pa3BUTHs aHEMHH, TpeOyIOleH nepenuBaHus KPOBH, cOCTaBUIO 9%
CpeiH NMalKeHTOB, MOJIy4arolMX JuHe30au1 MeHee 28 nueit (3/33), u 15% (8/53) B Tex cinyuasx,
KOr/1a JIMHE30JIM/1 IPUMeHsH Oonee 28 Hei.

ITo6ounble 2 deKThl y 1eTelt He OTINYAI0TCA OT TAKOBBIX Y B3POCIIBIX MAIHEHTOB.

Ilepeno3unpoBka
O ciyyasx nepeo3MpOBKH JIMHE30JIMIA He COOOMIAnoch. PeKOMEHIyeTCs CcHMIITOMaTHYecKas
Tepanus (B TOM 4YHCIEe HEOOXOIMMO IOIEPKHBATh CKOPOCTh KJIyOOYKOBOW (GHIBTpAIMH).

[TprmepHO 30% /10361 BBIBOJUTCS B TEYEHHE 3 Y [IPU FEMO/IHATIN3E.

B3aumoaeiicTBHe ¢ IPYrHMH JIEKAPCTBEHHBIMH CPeICTBAMH

YcranosieHo, 4to u3odepmenTsl nuToxpoma P450 He yyacTByioT B MeTaboM3Me JTMHE30HIA
in vitro. Jlune3onmua He MHrHOMpYeT W HE MOTEHUMPYET AKTHBHOCTh KJIMHHYECKH BaXKHBIX
u3opepmenToB urToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

MHrubuTOophl MOHOAMHHOKCHIA3H]

JluHe30/m /1 ABJISETCS HECEIEKTHBHBIM 00PaTHMBIM HHIHOUTOPOM MOHOAMHHOKCH/IA3bl, TOITOMY
Y HEKOTOPBIX MALMEHTOB, MOJIYYarOIHX JIHHE30IH]l, MOKET OTMEUaThCsl YMEPEHHOe 0OpaTuMoe
YCHJICHHE TPECCOPHOIo AEHCTBUS ncesdosghedopuna u ¢henurponanoramuna. B cBi3u ¢ UM
PEKOMEH/IyeTCsl CHH)KaTh HadallbHbIe J103bl CIIEAYIOUIMX TPYII MpenapaTtoB: aIpeHOMHUMETHKH
(Hanpumep, nceBo3depHH, GeHHIIPONaHOIaMKH, SMHHePHH, HOPINUHEDPHH, 100YTaMHH),
n0GaMHHOMMMETHKH (HalpuMep, JONMaMHH) U B JIbHEHIIEM OCYLIECTBIATH MOAOOp /03Bl
TUTPOBAHUEM.

B uccnenopanuax I, II u Il daser He oTMedanoch pasBHTHS CEPOTOHMHOBOTO CHHAPOMA Y
MALHEHTOB, MOJYYaBIIMX JIMHE30JIMI COBMECTHO C CEPOTOHHHEPIHYECKHMH IIpernapaTamy.
OpmHako ObUIO HECKONBKO COOOIIEHHH O pa3sBUTHH CEPOTOHHHOBOIO CHHApOMa Ha (oHe
NPUMEHEHHs JIMHE30JIM/la W aHTU/ICNIPECCAHTOB - CEJIEKTHBHBIX HHIMOMTOPOB 0OpaTHOrO
3axBaTa CepOTOHHMHA.

Ilpy  OIHOBPEMEHHOM NPHUMEHEHHH C d3MPEOHaMOM W  2CeHMAMUYUHOM W3MEHEHHUS
(apMaKOKHHETHKH JIHHE30JIH/1a HE 0TMEYAJIOCh.

Pudamnunun BeisbBan cuwkenne Cmax u AUC juuesomuaa B cpeaseM Ha 21% u 32%,

COOTBETCTBCHHO.




Ocobbie yka3anus

B OTKpBITOM HCCIEI0BAaHHH CPE/IN TSHXKET000IbHBIX MAIlHEHTOB C BHYTPUCOCYIUCTHIMH KaTeTep-
acCOLMMPOBAHHBIMH HHQEKIMAMH OBbUIO OTMEYEHO NPEBBIIIEHHE CMEPTHOCTH Yy MAIUEHTOB,
MOJTyYaBIIMX JTMHE30JIU]I, no CPaBHEHHIO c nalueHTaMH, MOJTy4aBUIUMH
BaHKOMHIIMH/IMKJIOKCalWUTHH/okcautne - [78/363  (21,5%) mnporu  58/363  (16,0%)].
OcHOBHBIM (aKTOPOM, BIHSIOHNIUM Ha CMEPTHOCTb, ObUI IPaMIIOJIOKHTEIbHBIH BO30YIHTENb
HHQEKIMH Ha HadaubHOM otane. [lokazarenb cMepTHOCTH ObUT CXOX CpeId MalMeHTOB,
HH(EKIMH Y KOTOPBIX OBbUIH BBI3BaHBI TOJBKO I'PAMIIOJIOKHTEIBHBIMH MUKPOOPTAHM3MAMH, HO
ObUI 3HQYMTENBHO BBINIE B TPYNNE JIHHE30JMAA, KOrja OOHAPYXHBAIHCh M JPYrHeE
MHKPOOPIraHU3Mbl, WJIM UX HE yJaBajJloch OOHapyXHMTh Ha HayalbHOM dTane. HauGosbimii
aucbanaHec OTMEYeH BO BpeMsi JIeYeHHss W B TeYeHHe 7 JHeH [ocjie OKOHYaHHs
aHTHOMOTHKOTEpanuu. Y MHOTHX TNaIMEHTOB TPYIIbI JHHE30IH/Ia OOHAPYKHBAIHCH B XOJIE
MCCIIC/IOBAaHHMs TPaMOTPHLIATE/IbHbIE MMKPOOPraHW3Mbl, M OHH HOrubasu OoT HHOEKIHH,
BBI3BAHHOH TIPAaMOTPUIATEIbHBIMH MHMKPOOPraHM3MaMH HIIH  TOJUMHKPOOHBIX HH(EKIHI.
Takum obpa3om, B ciaydae OCIIOKHEHHBIX HHQEKIMH KOXKHM M MATKHX TKaHeH JIMHE30H]
ClIe/lyeT HCIOJIb30BaTh Y [AIlMEHTOB C MW3BECTHOH WM BO3MOXHOH KO-HH(pEKIHeH
rpaMOTPULIATE/IbHBIMH MHKPOOPraHM3MaMH, TOJBKO €CJIH HeT aJIbTePHATHBHBIX BapHAHTOB
nedenus. B 9THX cirydasx moka3aHo 0JJHOBPEMEHHO JIONOJHHTEILHOE TIPUMEHEHHE TIPEeNapaTos,
JEHUCTBYIOIIMX HA IPaMOTPHLIATEIbHYIO MHKPOQIIOpY.

Y HEKOTOpHIX MAalMEHTOB, NPHHUMAIONIMX JIMHE30JHI, MOXET pa3sBUTbCS oOpaTumas
Muenocynpeccus (¢ aHemMHei, TpoMOOLMTONEHHWEH, JIeHKONMEHHeH M NaHIMTONEHHEH),
3aBUCSINAS OT MPOIODKMTEIBHOCTH TEPanuu. Y MOXKWIBIX MAlHEHTOB TAKXKe MOBBIIIEH PHUCK
Pa3BHTHs JAHHOTO COCTOSIHHS. TpoMOoLMTONEHHUs yalle BO3HHKAlA y MAIMEHTOB C TSKEIOM
NOYE€YHOM HEJOCTATOYHOCTHIO, HE3aBUCUMO OT NPUMEHEHHS y MalMeHTa reMoauanisa. B cesasu
C 9THM B TIpoIecce JieYeHHs HEOOXOAMMO TNPOBOIMTH MOHHUTOPHHI IOKa3aTelied KpPOBH Y
NAlUEHTOB C MOBHIIIEHHLIM PHCKOM Pa3BUTHS KPOBOTEUCHHS, MHEIIOCYIIPECCHEl B aHaMHe3e, a
TaKXKe IMpH OJHOBPEMEHHOM IIPUMEHEHHH [IpernapaTtoB, CHHKAIOUIMX TIeMOIJIO0MH HIIH
KOJIMYECTBO TPOMOOLMTOB M/WIHM HMX (YHKIMOHAIbHBIE CBOMCTBA, C TSKEIONW [OYEUHOM
HEJIOCTATOYHOCTBIO, @ TAaKXKe Yy IAllMEHTOB, NPHHUMAIOUIMX JIMHE30JM Oosiee 2 HEIENb.
JIuHe3onm y TakuX TNAlMeHTOB NPHMEHSAETCS TOJIBKO B TOM Cilydae, KOIJla BO3MOJMKEH
TIIATE/IbHbIH MOHMTOPHHI IeMOIj00HHaA, KOJIHYeCTBA JICHKOIMTOB MW TpomboumToB. Eciu BoO
BpeMsi TEpariyi JIMHE30JIMJI0M Pa3BUBAETCS BBIPAKEHHAS MHEIOCYIPECCHs, JIEYEHHE J0JDKHO
OBITb NPEKPAICHO, €CIH TOJBKO MPOJO/DKEHHE Tepalud He CYMTaeTcs abCOIOTHO

HeoOXoiuMbIM. B 3TOM ciy4yae HEOOX0IMM MWHTEHCHBHBIN MOHHTOPHUHI' roKasarejeu KpOBH H

10




cooTBeTCTBYIONIEE JledeHHe. Kpome Toro, pekomenayercs, yToObl aHaIM3 KPOBH (B TOM YHCIIE,
OmpeJie/ieHHe  reMorio0MHa, KoJH4ecTBa TPOMOOLMTOB M JICHKOUMTOB (C  pacyeTom
JIEHKOIMTAapHO# HOPMYJIBI)) IIPOBOIMIICS €KEHE/IeTbHO Y MAIMEHTOB, MMOJIyYarOMX JTHHE30 UL,
HE3aBHCUMO OT I0Ka3aTejled MCXOIHOro aHaiu3a KpoBH. bonee BbicOkas 4acToTa pa3BHUTHS
TSOKEJIOW aHEeMMHM OTMeYeHa Y MalMEHTOB, MOJIyYaBIIUX JIHHE30JHA OOJIble MaKCHMAIbHO
PEKOMEH/IOBAHHOW TIPOJAOJDKMTENILHOCTH B 28 jHell. DTuM maunmeHtaMm daime TpeOoBaloCh
nepenuBanne KpoBH. Ciyuam cuaepoOnacTHOM aHeMuH ObUIM  3aperHCTPHPOBAHBI B
NOCTPErUCTPALIMOHHOM — niepuojie. B GonpluMHCTBE  cydaeB  JUIMTENBHOCTH — TEpanuu
JIMHE30JIMJIOM TpeBblnana 28 qHeil. Y OOJbIIMHCTBA NAIMEHTOB MPOSBICHHUS ObLIH MOJHOCTHIO
WM 4aCTHYHO OOpaTUMBI 10CIIE MPEKpPAIeH s JICUCHUS JIMHE30JIHI0M ¢/6e3 crnennduyueckoro
JIEYEHHUS] AHEMHUH.

YV NalnMeHToB, NPHHUMAIOIIMX aHTHOAKTepHAIbHbIE MpenapaThl, BKII0OYas JIHHE30IM, CIEIyeT
YUYHTBIBATh PHCK Pa3BUTHS I1CEBAOMEMOPAHO3HOIO KOJIMTA Pa3IMYHONW CTeneHH TskecTH. O
ciaydasx jauapew, ceszanHon ¢ Clostridium difficile, coobmanochk B CBS3M ¢ HCIOJIb30BAHHEM
NPAKTHYECKH BCEX AHTHOAKTEPHAIbHBIX TPENapaToB, BKIIOYAS JIMHE30JIM/. TSOKECTh JMapew
MOXXET BapbUpoBaTh OT JIerkuX GopM 0 TspkenbiX. JledeHue aHTHOAKTEpHATBLHBIMH
npenapaTamMu HapylmaeT HOpMaJbHyI0 MUKPO()IOPY KHIIEUHHKA, YTO NPUBOIUT K H3OBITOYHOMY
pocty Clostridium difficile. Clostridium difficile BbipabatbiBaeT TOKCHHBI A W B, KoTopble
NPUBOJIAT K Pa3sBUTHIO JuapeH, cBsizaHHOH ¢ Clostridium difficile. N36bITOYHOE KOJIMYECTBO
TOKCHHOB, BbIpabaTtbiBaemoe wmtammamu Clostridium difficile, MoxeT BbI3BaTh TNOBBIIEHUE
JeTAIbHOCTH CPeld TAlMEHTOB, TaK KaK Takue WH(EKIHH MOryT ObITh YCTOWYMBBI K
NPOTHBOMUKPOOHOM Tepanuu, a TakkKe MOXKeT MoTpeboBaThesi KOJIOHIKTOMHUS. Henb3s
NPUMEHSTD JIEKAPCTBEHHBIE CPE/ICTBA, TOPMO3SIINE NEPUCTAIBTHKY KHIIIEYHHKA. BO3MOXKHOCTD
pa3BUTHS JMapeu, cBazanHoi ¢ Clostridium difficile, 1o/mkHa paccMaTpuBaThCs Y BeeX OOJILHBIX
C JMapeei, IOC/IeN0BaBIIEH 3a MCIOIb30BAaHMEM AHTHOMOTHKOB. TiaTebHOE MEIMIMHCKOE
Ha0JI0/IeHHe B TeYeHHe 2 MeCsleB He0OXO0AMMO MalMeHTaM, IIEPEHECINM JHapero, CBA3aHHYIO
¢ Clostridium difficile nocne BBeseH!s aHTHOAKTEPHATILHBIX IPENAPATOB.

[Ipu nosiBieHMH CUMNTOMOB YXY/IIICHUS 3PUTETLHON (PYHKIIMH, TAKHX KaK H3MEHEHHE OCTPOTHI
3peHUs, HM3MEHEHHE LIBETOBOIO BOCIPHATHS, 3aTYMAaHEHHOCTb, Je(EKThl MOJIeH 3peHHs,
PEKOMEH/IYeTCsl CPOYHO 00paTHThCA K odTaabMOJIOry Juisi KoHCy braun. CiielyeT mpoBOIHTh
MOHHUTOPHHI 3PUTEIbHON (QYHKIMH y BCEX MALMEHTOB, MPUHUMAIOLIMX JMHE30JIU1 B TEUYEHUE
JUIATEIbHOTO BpeMeHH (Oosnee 28 1qHeill), a Takke y BceX MAlHEHTOB ¢ BHOBb IOSBHBIIMMHCS
CHMIITOMAMH 3PUTEJIbHBIX HAPYLIEHHH, HE3aBUCHMO OT MPOJIO/DKHTEIbHOCTH TEPAITHH.

B ciydae pa3utus nepudepuueckoil HelponaTtHi W HEMPONATHH 3PUTEILHOTO HEPBA, CIEAYET

OLCHUTL COOTHOIICHHE pucx/nomﬂa IPOAOJDKEHHUSA TECpalluH JIMHE30JIM/JIOM Y STHX MNAlUCHTOB.
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Puck pa3BuTus HeHponmaTuM BbllE, €CJIM JIMHE30JH]| NPHMEHSETCS y MNalMeHTOB, KOTOpbIE
HCIIOJIBL3YIOT B HACTOSIIEE BPEMs HIIM KOTOPbIE HEJaBHO MPUHUMAIH aHTHMHKOOAKTepHaIbHbIE
npenaparsl JUisl JiedeHus TyOepkyJiesa.

B cBsA3u ¢ npuMeHeHHeM JIMHE30MAa coobImanock o Jakroanuao3e. [launeHTsl, y KOTOphIX Ha
done npuema IMHE30JMIAa BO3HHKAET IMOBTOPHAS TOIIHOTA WM pPBOTA, 0OJb B JKHBOTE,
HEOOBACHUMBIH alMI03 WM OTMEYaeTCsi CHW)KEHHE KOHIIEHTPAIMH I'MIpOKapOOHAT-aHHOHOB,
TpeOyIOT TIIATEIbHOTO HaOII0IeH S CO CTOPOHBI Bpaya.

Jluneszonua uHruOupyer cuute3 Oenka MuTOXOHApHHA. [ToGounble >((eKThl, Takue Kak,
JIaKTOAIM/I03, aHeMust ¥ Helponatus (nepudepuueckas HIH 3PUTEILHOrO HEpBa), MOTYT
BO3HHKHYTb B pe3yJibTaTe 3TOr0 TOPMOXKEHHUs; 93TH  3dexTsl  gBIAiOTCS  Oosee
pacnpocTpaHeHHBIMH, KOT/Ia IIpenapar uenosib3yercs Oosbiie, yeM 28 aHei.

Coobmanock 0 cyoporax y naiMeHTOB, IPUHUMABIIHMX JIHHE30JIU/L, IIPH 3TOM B OOJIBIIMHCTBE
Cly4acB B aHaMHE3€ HMMEJIOCh YKa3aHHE Ha CyJ0pOTrH MM Haiuuhe (AKTOpPOB pHCKA HX
pa3BUTHA. Y [ALMEHTOB HeoOXoauMo coOpaTh NOAPOOHBIM aHaMHE3, Kacaloluiics
NPEAECTBYIOUIMX MHU30/0B CYA0pOT.

[Ipn HEOOXO0MMMOCTH NMpUMEHEHMs MpernapaTta B COYETAHWH C CEJNEKTHBHBIMH MHTHOMTOpaMH
obpaTHOro 3axBaTa CEpOTOHHMHA CIIEAyeT IOCTOSHHO Ha0MI0JaTh 3a NALMEHTAMH C LEJbI0
BBISBJICHHS TPH3HAKOB M CHMIITOMOB CEPOTOHMHOBOIO CHHJPOMA, TaKMX KaK HapylleHHe
KOHUTHBHOM (DYyHKIMH, TUNEpnupeKcusi, runeppedieKCcHs W HapylleHHe KOOpAMHAILMH
JBHKEHHH. B ciydae mnosiBlieHHs JIaHHBIX CHMIITOMOB CJEIyeT OTMEHHTh OJMH WM 00a
NpUHUMAEMBIX npenapara. [Ipu npekpaiieHuu npueMa cCepoTOHHHEPrHYECKOr0 CPeICTBA MOT'YT
HaOJII01aThCsl CUMITTOMBI CHH/IPOMA «OTMEHBIY.

Coobmanock 0 cayyasx oOpaTHMOro MOBEPXHOCTHOIO H3MEHEHHs OKpalllMBaHHs 3yOHOM sMaiu
MPH MCIIOJIb30BaHUM JIMHE30HM/1a. JlaHHBIe H3MEHEHUs OKpAIWBAHUS YIASUIHCh MTOCPEICTBOM
npodhecCHOHATBHOTO OYHILEHHUS 3YOO0B.

Coobmanoce 0 ciydasx CHMITOMAaTHYECKOH TIHIOITIMKEMHH Y MAlMEHTOB C CaxapHbIM
AMabeToM, MOJTyYaBIIUX JIMHE30JH/ OJJHOBPEMEHHO C MHCYJHHOM MJIM THIIOTIHKEMHYECKHMH
npenaparaMu. XoTs IPUYHHHO-CIICICTBEHHAS CBSA3b MEXKJy IPHEMOM JIMHE30JIH/Ia H Pa3BUTHEM
THIIOTJIMKEMHH  HE  YCTAHOBJICHA, MAIlMEHTOB C  caxapHbIM  JauabeToM  HeoOX0UMO
Npeaynpexiath O BO3MONKHOCTH pa3BUTHS TIUNOINIMKEMHH. B ciy4yae BO3HHKHOBEHUS
TUIIOTTIMKEMHUH HEOOXO0/IMMa KOPPEKIUS 103bl HHCYJIMHA/THIIOTJIMKEMUYECKUX TTPenapaToB MK
OTMEHa JIMHE30/I1/1a.

[lanenTam ciaeayeT peKOMEeHJOBaTh OTKa3aThCsi OT TMpHeMa OOJIBIIKX KOJMYECTB IHIIH,
CoJepXKalllel TUPaMUH (Hanpumep, KpacHOE BHMHO, CTapbli CBIP, HEKOTOPBIE AaTKOTOJIbHBIE

HAIUTKH, KOITYEHOE MSICO).
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Kimanueckux uccneoBaHui, u3ydaBmuX 3QQekT MpUMEHEeHHs JTHHE30H/1a Ha HOPMAIbHYIO
MHKpO(dI0py OpraHu3Ma 4esioBeka, He IPOBOJINIIOC.

IIpumenenne aHTHOAKTEPHAIBHBIX [PENapaToB HHOTIAa MOXKET MPHBOANTD K YCHIEHHOMY POCTY
HEBOCIIPHMMYMBBIX K HEMY MHUKpPOOPraHu3MoB. B KJIMHHYECKHMX HCCIEAOBAHUAX OBLIO
MOKa3aHo, YTO NPUMEPHO Y 3% MalMeHTOB, NOJyYaBUIMX PEKOMEHI0OBAHHBIE JI03b] JIMHE30JIN/IA,
pa3BMBAJICS KaHJM/03, aCCOLMMPOBAHHBIH C NMPUEMOM aHTHOMOTHKOB. [IpH BO3HMKHOBEHHH
cynepudexu Ha GoHe mpueMa JHMHE30JUAA CIIeAyeT MPUHUMATh COOTBETCTBYIOLIHE MEPHI
MEIMIIMHCKOT 0 XapakTepa.

KiimHuyeckue uccne1oBaHus.

besonacHocTs ¥ 3 (HEeKTHBHOCTH NPUMEHEHHUS JIMHE30JIH/Ia JUTHTEILHOCTRIO Oosiee 28 nHell He
YCTaAHOBJICHBI.

B KOHTpOIMpYyeMBIX KIMHHYECKHX MCCIIEJOBAHUSAX HE TNPHHHMAIM Y4acTHs [alHeHThl C
CHHJIDOMOM  «/IMa0ETHYECKOH CTOMbI», MNPOJICKHIMH WIM HIIEMHYECKHMH HapyIICHUSIMH,
TSOKEJIBIMM 0XKOI'aMH WJIM TaHTPEHO3HBIMH MOpaxeHUussMU. TakuM o0pa3oMm, ONbIT NPUMEHEHHUS

JIMHE30JIn/1a B TEpaIruy 3THX COCTOSIHUM OIr'paHH4€CH.

Biausinue Ha cniocoOHOCTH YupaBJisiTb TPAHCIIOPTHBLIMH CpeACTBAMH, MEXaHH3MaAMH
Bo BpEMs JICYCHUS JIMHE30JIHJIOM HE PEKOMEHYETCS YIIPABJISATH TPAHCIIOPTHBIMH CPEJ/ICTBAMH,
MECXaHHU3MaMHU HWJIK 3aHUMATLCA JCATCIIBHOCTBIO, Tpe6y1ou1e1"4 MOBBILIEHHOM KOHIICHTpalluH

BHMUMaHHS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIHii.

®opma BbIyCKa
Tabnerku, nokpbIThIE MIEHOUHOM 0007104KOM, 600 MT.
[To 10 Tabnerox B 6muctep [IBX/TIBJ/IX u amomMunureBoii Goabru. 1 GimcTep ¢ HHCTPYKIUEH 110

I[IPUMCHCHHIO B MAYKy KAPTOHHYIO.

YcioBusi xpaHeHust
B 3ammmenHoM oT cBeTa Mecte, npH Temmnepatype ot 15 o 25° C.

XPpaHUTb B HEJIOCTYITHOM JUIs JIeTei mecTe!

Cpok roaHocTH
5 ner.

He ucnosib30BaTh 110 HCTEYEHHUH CpOKa roiHOCTH.



YceaoBus ornycka

OTnyckaroT 1o perenty.

IIponssoaurens/ ®acoBmuk

Xemodapm A.Jl., Cepbus

26300 r. Bpman, beorpaackuii nyts 66, Cepbus

Ten.: 13/803100, daxc: 13/803424

YnakoBmuk

Xemopapm A.Jl., Cepbus

26300 r. Bpwan, beorpanckwuii nyts 66, Cepous

WIN

000 «Xemodapm», Poccus

249032, Kanyxckas 06:1., r. Obuunck, Kuesckoe mocce, 1. 62
HaumenoBanne ®  ajapec IOpHAMYECKOr0 JIMIA, HA UMM
PerHcTpalHOHHOE YI0CTOBEpPEeHHE

Xemodapm A.J1., Cepbus

26300 r. Bpman, beorpanckuii nyts 66, Cepous
Opranusanus, NPHHAMAKIAS NPETEH3HH

AO «Hwxdapm», Poccus

603950, r. Huxuuit Hosropoa, yn. Canranckas, 1. 7

Ten.: (831) 278-80-88

Daxkc: (831) 430-72-28

E-mail: med@stada.ru

5
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ITo noBepennoctu AO «Huxdapm»

KOTOpOro

C.B. 3bixoBa

BbI/IAHO
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