COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 14.02.2024 N= 2768

(NOCNEOCBATENE H"_l"l:u 0003)

OBIIASI XAPAKTEPUCTUKA JTEKAPCTBEHHOFO-HPEHAPA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
JIMHE3OJIU/, 2 mr/mit, pacTBOp 11t HHDY3UA.

2. KAUYECTBEHHBIN U KOJJMYECTBEHHBII COCTAB

JelicTBytoliee BENIECTBO: JIMHEZOIUI.

Kaxxaplii M1 pacTBOpa COIEPKUT 2 MT JIMHE30JIM/1A.

BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOTO
mperapara: HaTpuii, rroko3a (B popme nexctpossl) (cM pazaen 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBop mist undy3uid.
[Tpo3payHast OT 6ECBETHOTO 0 KOPUYHEBATO-)KEITOTO IIBETA KUAKOCTb.

Teopernueckast OCMOISIPHOCTD - 286 MOcMm/T1.

4. KJIMHUYECKHUE JTAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO

[Ipenapar nmoka3aH K NPUMEHEHHUIO y B3POCIBIX U AeTed B Bo3pacte oT 0 JeT s JedeHus
WH(EKIIMOHHO-BOCTIAIUTENIBHBIX 3a00JICBaHMA, €CIIM WM3BECTHO WJIM IOJ03PEBaeTCs, YTO OHU
BBI3BaHbI UYBCTBUTEILHBIMH K JIMHE30JIUAY a3pOOHBIMH M aHa POOHBIMU TPAMIIOIOKUTEITHHBIMU
MHUKpPOOpraHu3MamMu (BKIIt0Yast HHPEKINH, COITPOBOXKIAIONINECS OaKTEepUEMHEH ):

e BHcOOJILHMYHAS THEBMOHHUS, BbI3BaHHAas Streptococcus pneumoniae  (BKIIOYas
MOJIMPE3UCTEHTHBIE MITAMMBbI), BKJIIOYas CIy4yau, CONPOBOXKIAIONIMecs OakTepueMuen,
unn Staphylococcus aureus (TOTbKO METHIIMIUTMHYYBCTBUTEIBHBIC IITAMMBI);

e TrocmnuTajgbHas  THEBMOHHUSA,  BbI3BaHHas  Staphylococcus — aureus  (BKIIOuYas
METHUIMILTHHIYBCTBUTEIBHBIE M METUIIMUIMHPE3UCTCHTHBIE IITAMMBI) WIH Streptococcus
pneumoniae (BKJIIOYask TOJUPE3UCTEHTHBIE IIITAMMBI);

® OCJIOXHECHHBIE MH(DEKINH KOXH M MATKUX TKaHEH, BKIItoUas MH()EKIUU TIPU CHHIPOME
MUabeTUYeCKOW  CTOMBI, HE  COMPOBOXKIAIOUIMECS OCTEOMHEIMTOM, BBI3BAaHHBIC
Staphylococcus aureus (BrITIOUAs METHUIMILTNHYYBCTBUTEIbHbBIE u
METUIMITMHPE3UCTEHTHBIE IITaMMbl) Streptococcus pyogenes Wnu  Streptococcus
agalactiae;

e uH(EKIUHN, Pe3UCTEHTHbIE K BaHKOMUIIMHY, BbI3BaHHbBIE Enterococcus faecium, B TOM

YHCIIe, COMPOBOXKIAIOIINECS OaKTepUEMHEH.
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[Ipu onpenenenuu, SBISICTCS JIA JTMHE30IH]T HXOHH&Q:%Q@;@{%'T(%WQ hgﬁﬁﬁ%&éﬁ BO

BHUMaHME pe3yJbTaTbl MHUKPOOMOJOTMYECKMX  HMCCIEJOBAaHMN MM  WHPOpPMALUIO O
paclpoCTpaHEHHOCTH  PE3UCTEHTHOCTH K  aHTHOAKTepUANBHBIM  TpermapaTaMm  Cpeau
TPaMIIOJIOKUTEIbHBIX OakTepuil. JIMHe3omua He aKTHBEH NpPOTUB MH(MEKIMH, BBHI3BAHHBIX
rpaMOTpULIATEIbHBIMU MaToreHaMH. [Tpu MOJI03PEHUU W MOITBEPKICHUHN
IpaMOTPULIATENIHBIX MATOICHOB JOJDKHA OBITh Hayara cHeru@uueckas Tepanus MpOTHB
IpaMOTPUIIATENbHBIX MUKPOOPTaHU3MOB.

4.2. PexxuMm 103MPOBAHUSA U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

JluHe30mu cienyeT MPUMEHSATh TOJBKO B YCIOBUSX CTAallMOHApa W TOCIE KOHCYJIbTALUU C
COOTBETCTBYIOIIUM  CIHEIHMAJIMCTOM, TAaKHUM KaK MHMKPOOMOJOT WM CIEUUAIUCT IO
MH(pEKIMOHHBIM 3a0o0ieBaHusAM. [lalieHToB, KOTOPHIM B Hayalie Tepanuu mnpenapar HazHaYMIn
BHYTPHBEHHO (B/B), B JaJbHEHIIIEM MOXKHO TIEPEBECTH Ha JIOOYIO JICKAPCTBEHHYIO (OpMy
mpernapara Jijis IprueMa BHYTpPb, IIPU 3TOM MOI00p 036l HE TpeOyeTcs, Tak KaKk OMOIOCTYITHOCTh
JUHe30JMAa Opu npueme BHYTpb coctaBiser noutd 100 %. IlpomomkuTenbHOCTh JI€UEHHUS
3aBHCUT OT BO30OYIUTENs, JIOKATM3AUUU U TKECTH MHQPEKLIHH, a TakkKe OT KIMHHYECKOIrO

s dexra.

Bspocnvie

[Tokazanus (BkiItOUast HHPEKINH, Pa3osas no3a Pexomenayemas
COTIPOBOXKTAFOIITHECS OaKTepUEMHUeH ) MIPOJIOJDKUTEITEHOCTh
JICUCHUS

o BHEOOJIEHUYHAS MTHEBMOHMUS,
BbI3BaHHAS Streptococcus pneumoniae
(BKJIFOYAsT ~ TOJUPE3UCTEHTHBIE  IIITAMMBbI),
BKJTIOY st clrydaw, COIPOBOKAAIOIIHECS
Oaktepuemuen, wiu Staphylococcus aureus
(TONBKO METUIVILTUHIYBCTBUTEIbHBIE
IIITAMMBl );

o TOCIHUTaJIbHAs THEBMOHWsI, BBI3BaHHAsS
Staphylococcus aureus (BKITFOUAS 600 Mr B/B

METULWIIINHYYBCTBUTEIbHbBIE u 10-14 nuen
Kaxaele 12 4
METUIILTNHPE3UCTCHTHBIC ~ IITAMMBI) WU
Streptococcus pneumoniae (BrITIOUAs
MOJINPE3UCTEHTHBIE ILITAMMBbI);
o OCTIO)KHEHHBIE WHGEKIUH KOXH U
MSTKUX TKaHeHW, BKIOYas WH(DEKIUU Tmpu
CHHIpOME  JIMabeTHYecKoil  cTombl,  HE
COTIPOBOXKIAIOIIHECS OCTEOMHEIIUTOM,
BbI3BaHHBIC Staphylococcus aureus (BKIrOYas

MCTUIHUJINIMHYYBCTBUTCIILHBIC n
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Streptococcus pyogenes wunm Streptococcus
agalactiae.

Nudexnunu, BbI3BaHHBIE PE3UCTEHTHBIMU K 600 /
i MTI B/B .
BaHKOMUIIMHY Enterococcus faecium, B TOM 14-28 nueu
. Kaxxnaele 12
YHUCJIe, COMPOBOKIAIONINECS OaKTEpUEMHUECH.

Oco0nIe I'pYHOIbI TAaMEHTOB

Tlayuenmul nodcunozo eospacma
Koppekmun 10361 ipenapata He TpeOyeTcs.
Ilayuenmul ¢ Hapywenuem ynKyuu novex
B cBa3u ¢ tem, uro 30 % nuHe3onuAa yaanseTca NpU IFeMOJualv3€ B TEYEHHWE 3 YacoB,
JUHE30JIU]] JODKEH MPUHUMATHCS TOCHE MPOBEICHUS AUalli3a MaldeHTaM, HYXIAIOIMUMCS B
HEM.
Koppeknuu no361 npemnapata He Tpedyercs (cM. paznenst 4.4. 1 5.2.).
Ilayuenmul ¢ Hapywenuem ynKyuu neveHu
Koppekuuu no3st mpemapata He Tpedyercs (cM. paznens 4.4. u 5.2.).
eTu
Jlemu cmapwe 12 nem
Pexum 103upoBaHus HE OTIMYAETCS OT PEKUMA JO3UPOBAHUS Y B3POCIBIX.

Hemu (noopooicoennvie™ u demu 0o 11 n1em)

[Tokazanus (BkiItOUast HHPEKINH, PasoBas no3a Pexomenayemast
COTIPOBOXKTAFOIITHECS OaKTepUeMHUeH) MPOJIOKUTEIIEHOCTh
JICYEHHUS

o BueOonbpHUYHAS MTHEBMOHUS,
BbI3BaHHAas Streptococcus pneumoniae
(BKJIFOYAsT ~ TOJUPE3UCTEHTHBIE  IIITAMMBI),
BKJIIOYast clly4au, COIPOBOXKAAIOIINECS
Oaktepuemuen, wiu Staphylococcus aureus
(TONBKO METUIVILTUHIYBCTBUTEIbHBIE
IIITAMMBl );
o roCIuTaNbHasl MHEBMOHUS, BbI3BaHHAA
10 mr/kr B/B .
Staphylococcus aureus (BKITFOUAS 10-14 nueit
Kax/JIple 8 4
METHUIILTUHIYBCTBUTEIbHBIE "
METUIIWILTNHPE3UCTCHTHBIC  IITAMMBI)  WJIU
Streptococcus pneumoniae (BrITIOUAs
MOJIMPE3UCTCHTHBIE I TAMMBI);
o OCTIO)KHEHHBIE WHGEKIUH KOXH U
MSTKUX TKaHeHW, BKIOYas WH(DEKIUU Tpu
CUHApOME  JMa0eTUYEeCKOW  CTOMBI,  HE

COIIPOBOXKOAOIIUECA OCTCOMUCIIUTOM,
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BbI3BaHHbIE Staphylococcus aureus (BKItOYas
METULWUIMHYYBCTBUTEIbHBIE u
METULMIUIMHPE3ZUCTEHTHBIE HITAMMBI),
Streptococcus pyogenes wunm  Streptococcus
agalactiae.

JCNEODBATENBHOT

Nudexnun, BbI3BaHHBIE PE3UCTEHTHBIMU K
BaHKOMUIIMHY Enterococcus faecium, B TOM 14-28 nuen
YHClIe, COMPOBOXK/IAIOIINECS OaKTeprueMuei.

10 mr/kr B/B
KaXXIple 8

* 'V HeIOHOIIEHHBIX HOBOPOXKICHHBIX B BO3pacTe MeHee 7 mqHel (OepeMeHHOCTh MeHee 34

HEJeJIb) CUCTEMHBIM KJIUPEHC JMHE30JuJa HUKe, a 3HA4YeHHs IUIOIIAJd TOJ KpPUBOU

«xoH1eHTpamnusa-spems» (AUC) Briiie, yeM y OOJIBIIMHCTBA HOBOPOXACHHBIX U nerei. K 7 gHio

MoCJIe POXKIEHUs KIMpeHc JnHe3oimaa 1 3HadeHus: AUC y HEeOHOIICHHBIX HOBOPOKIEHHBIX

npuOJINKAETCS K TAKOBBIM Y JOHOIIICHHBIX HOBOPOXKJICHHBIX U JICTEH.

Cnooco0 nnpuMeHeHus

BryTpuBeHHO MH(]Y3HOHHO.

PactBop ans undy3uit cnenyer BBOAUTH NanueHTy B Teuenune 30—120 MunyT.

HNHcTpyKIiMM 10 IPUTOTOBJICHHMIO JIEKAPCTBEHHOI'O IIpernapara Iepel INPUMEHEHHEM CM. B

paszene 6.6.

4.3.

IIpoTuBONOKA3aAHUSA

rHHGp‘{yBCTBI/ITeHBHOCTB K JIMHC30JINAY WU K JIIOGOMy U3 BCIIOMOT'aTCIBbHBIX BCIICCTB,
MEepEUYUCIICHHBIX B pazzene 6.1.;

OnHOBpEeMEHHBIN  MpueM  JUHE30JHMJa C  [pernaparaMd,  HWHTHOMPYIOIIUMH
MOHOAMHHOKCHa3pl A wnmu B (Hampumep, deHen3uH, n30kapOOKca3ui, CEJIerHIHH,
MOKJIOOEMHT), a TAaK)KE B TEUEHHUE JIBYX HEAEIb MOCIE MPEKPAICHUs TpreMa Ha3BaHHBIX

IpenapaToB.

[Ipu oTCyTCcTBHMM THIATENBLHOTO HAOMIOJEHMS 3a MAlMEHTAaMM M MOHUTOPUHIA apTepUaibHOIO

JaBJICHUS HE CIICAYCT Ha3HA4YaTh JIMHC30JIU !

NalyveHTaM ¢ HEKOHTPOJIMPYEMOW apTepHalIbHOM THUIEpTEH3UEH, (eoXpOoMOIMTOMOM,
TUPEOTOKCUKO30M, KapUUHOUIHBIM  CHHAPOMOM, OWIIOJIAPHBIM  pacCTPOMCTBOM,
m130a¢pHEeKTUBHBIM PACCTPOUCTBOM U OCTPBIM COCTOSIHUEM CITYyTaHHOCTH CO3HAHMS,

NanUeHTaM, MOJIy4alolluM  CIEAYIOIIWe THUMBl IPENaparoB:  aApPEHOMHMETHKH
(Hanmpumep, niceBnod3denpuH, (QEHUINPONAHOIAMUH, SMUHEPPUH, HOPINHUHEDPHH,
no0yTamMHH), 10(paMHUHOMMMETHKHM (Hampumep, AohaMuH), MHTUOMTOPHI OOPaTHOTO
3axBaTa CEPOTOHUHA, TPUIUKIMYECKHE aHTUIeTpeccanThl, aroHUCThl S-HT1 penentopon

(TpunTaHbl), MENEPUANH U OYCITUPOH.
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4.4. Oco0Oble yKa3aHHsl H Mepbl IIPeI0CTOP anocTi Hpu wprnettenm = 0L TE 0003)

C 0CTOPOKHOCTBLIO

Tlayuenmul ¢ noweyroll HEOOCMaAMoOYHOCMbIO

BcenencTtBue HEmM3ydeHHOW KJIIMHMYECKOM 3HAYMMOCTH JIBYX TIEPBHYHBIX METa0OJIMTOB
JUHE30JUAa Y TMAIMeHTOB C TSHKEJIOW TOYEeYHOM HEIOCTaTOYHOCTBIO, JIMHE30JU]l JIOJKEH
HpI/IMeHHTI:CH C OCTOpO)KHOCTI:IO y TaKMX IMaMUCHTOB, U TOJBKO CCJIN npe;[nonaraeMa;I I10J1b3a
npeBHmaeT HOTGHI_II/Ia.HI:HI:II\/'I pI/ICK. TaK)Ke HET OAaHHBIX IIO HpI/IMeHeHI/IIO JIMHE30JIn1a y
MAalMCHTOB, HAXOJAIIUXCS Ha aMOyJIaTOPHOM TEPUTOHEATHLHOM JHAIM3€ WIH JPYTHX
aTbTEPHATHUBHBIX METOAaX JICYCHHS TTOUCUYHON HETOCTATOUHOCTH.

Tlayuenmul ¢ neueHouHol HedOCMAamoYHOCMbIO

I/IMGIOTC}I OI‘paHI/I‘IeHHBIQ KIMHHUYCCKHUC JAaHHBIC, peKOMeHI[YIOH_II/IG HUCIIOJIB30BATh JIMHE30JINU I y
TaKUX TMMallMEHTOB TOJBKO B TOM ClIydae, €CIMd TMpeArnojiaracMasi I0Jb3a IPEBHIIIACT
MOTEHIMAIBHBIN PUCK.

Tayuenmoi ¢ cucmemuviMu UHGEKYUIMU

.HI/IH€30.HI/I,Z[ JOJIDKEH HUCIIOJb30BATLCA C OCTOpO)KHOCTI:IO y IIaIgMCHTOB C CHUCTCMHBIMHU
WH(EKIUAMH, TPEACTABISIONIUMA PUCK IS JKU3HU, TAaKUMU KaK HMH(EKINH, CBS3aHHBIC C
BEHO3HBIMH KaTETEPAMH B OT/ICJICHUSX HHTCHCUBHOMN TEPAITHH.

Oco0ble yKazaHus

CmepmHocmy y nayuenmos ¢ Kamemep-accoyuuposanHblMu UH@eKyusmu

B oTKpbITOM HCCIeI0BaHUU CPEaU TSHKETO00IbHBIX MAMEHTOB C BHYTPUCOCYIUCTHIMU KaTeTep-
ACCOLMHMPOBAHHBIMU MHQPEKUUAMU OBLJIO OTMEUEHO MPEBBIIIEHHE CMEPTHOCTH Y MAIMEHTOB,
MOJTy4aBIITUX JTUHE30IU]I, 1o CPaBHEHUIO c MaIMeHTaMH, MOJTy4aBITUMHU
BaHKOMUIIMH/UKIOKcau/uiH/okcanmume - (78/363 (21,5 %) mnpotuB  58/363 (16,0 %)).
OcHOBHBIM (DaKTOPOM, OKa3bIBAIOLIMM BIUSHHE HA YPOBEHb CMEPTHOCTH, OBLI CTaTyC
TPaMITIOJIOKUTETbHON MH(GEKIINHU B UCXOAHBIH MOMEHT BpeMeHu. [lokazaTens eTaabHOCTH ObLI
CXO0X Cpedy MAIMEeHTOB, HHPEKIIUU y KOTOPHIX OBLIM BBI3BAHBI TOJIHKO T'PaMIOIOKUTEIHHBIMU
MUKpoopranusmamu (oTHomeHue mancoB 0,96; 95% noeeputenbubiii uatepsai: 0,58—1,59), Ho
Ob11 3HAUMTENBbHO BhIme (p=0,0162) B rpynmne auHe30duaa, Koraa oOHAPYKUBAIUCHh U JIPyTHE
MUKpPOOPTraHU3MbI, HJIM UX HE YyAaBaJoCch OOHApY)XUTh Ha HayallbHOM »JTare (OTHOIIEHHE
mancoB 2,48; 95 % noepurenbublii uaTepBai: 1,38—4,46). HanbGonpmmii qucbananc oTMedeH
BO BpeMsl JICYCHHS M B TEYCHHE /7 JHEW IOCIe OKOHYAHMS AaHTUOMOTHUKOTepamuu. B xome
UCCJIEIOBaHMS B TPYIIE JIMHE30/IMIa OOJblIe MAI[MeHTOB MpUOOpeTalii IrpaMOTpUlIaTeIbHbIE
MUKpPOOPTraHU3MbI U BIIOCIEACTBUH MOTUOANN 0T MHPEKIUHU, BI3BAHHON IPaMOTPULIATEIbLHBIMU
MHUKpPOOpPTaHU3MaMH, WM TOJIMMUKpPOOHBIX wuH(pekuuit. Takum oOpaszoMm, B ciydae

OCJIOXKHCHHBIX I/IH(beKI_[I/II\/'I KOXXM W MITKHMX TKaHeH JIMHEC30JIN CJICAYCT HUCIOJIb30BaATh Yy
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MAallMEHTOB C  W3BECTHOM WJIM  BO3MOKHOM kUQ&@&QE&“T%ﬁkBﬁh{%ﬂ%mMn

MUKpPOOPraHW3MaMH, TOJIbKO €CJIM HET aJbTEPHATUBHBIX BapUaHTOB jieueHus (cM. paszaen 4.1.).
B »TuX ciydasx mnoka3aHO OJHOBPEMEHHO JONOJHUTEIBHOE IPUMEHEHHUE IpEenaparos,
JEUCTBYIOIMX HA TPAMOTPHULIATEIBHYIO MUKPO]IIOpY.

Muenocynpeccus

Y HEKOTOpBIX TNAalMEHTOB, MPUHUMAIOUIMX JMHE30JMJ, MOXET pPa3BUThCI OOpaTUMast
MUeNnocynpeccuss (¢ aHeMuel, TPOMOOLMTOIICHUEH, JIEUKONeHUeH W TaHIUTOINEHUEH),
3aBUCSAIIAsA OT MPOJOJDKUTEIBHOCTH Tepamuu. Y MOKWIBIX MAlMEHTOB TaKXe IMOBBIIIEH PUCK
pa3BUTHUS JTAHHOTO COCTOSAHUA. TpoMOOLMTONEHHS Yallle BO3HMKAJIA Yy MALUEHTOB C TSHKEIOH
[IOYEYHON HEJIOCTATOYHOCTHIO, HE3aBUCUMO OT IPUMEHEHMS y NALMEHTa reMoauanusa. B cBssu
C 3THUM B TIIpollecCce JICYeHUs HEOOXOIMMO IMPOBOJUTH MOHUTOPHHI IIOKa3zaTeleil KpOoBHU Y
[AlMEHTOB C MOBBIIIEHHBIM PUCKOM Pa3BUTHSA KPOBOTEUEHMS, MUEIOCYIIPECCUEH B aHAMHE3E, a
TaKXKe IpPU OJHOBPEMEHHOM IIPUMEHEHUHU [PENnapaTroB, CHIDKAIOUIMX TIeMOIVIOOMH WM
KOJINYECTBO TPOMOOIMTOB W/WIM UX (YHKIIMOHAJIBHBIE CBOWCTBA, C TSHKEIOW MOYEUHOU
HEIOCTaTOYHOCTBIO, @ TaKKe Y MalMeHTOB, NPUHUMAIOUIMX JIMHE301IMJ Oosee 2 Heaemb.
JluHe3omuJ y TakMX MAalUEHTOB INPUMEHSETCS TOJIBKO B TOM Cilydae, KOIZla BO3MOXEH
TIIATEJIbHBI MOHUTOPUHI T€MOIVIOOMHA, KOJMYECTBa JIEMKOIUTOB U TpoMOonuToB. Eciu BO
BpEMs TEpalMM JIMHE30JIMI0M pa3BUBAETCS BBIPAXKECHHAS MHUEJIOCYIPECCHS, JEUEHUE TOJIKHO
OBITh TPEKpAIICHO, €CIM TOJBKO TPOJNOJKEHHE TEpaluu HE CcuuTaercs abCoIIOTHO
HeoO0XoauMbIM. B 3TOM ciydyae He0OXOAMM MHTEHCHBHBII MOHUTOPHHI ITOKa3aTeleil KpOBU U
COOTBETCTBYMOLIEE JeueHue. Kpome toro, pekoMenayercs, 4ToObl aHAJIU3 KPOBU (B TOM YHCIIE,
OlpeNieieHne TreMOrioOMHa, KOJMYEeCTBA TPOMOOIMTOB M JIGMKOIUTOB (C  pacdyeTroM
JEUKOLUTApHON (POPMYIIBI)) MIPOBOAMIICS €KEHENEIbHO Y MAIlMEHTOB, MOTYYAIOUINX JINHE30IU/
HE3aBUCHMO OT IOKa3aTeJed MCXOAHOro aHaiau3a KpoBH. bosiee BbICOKas 4acTOTa pa3BUTHS
TSOKEJIOW aHEeMHHM OTMEYEHa y MAalMEHTOB, MOJyYaBUIMX JIMHE30JIMJ OOJbIlleé MaKCUMAJIbHO
PEKOMEHJOBAaHHON TMPOJODKUTENBHOCTH B 28 1HEH. DTHUM MamueHTaM dyaie TpeboBasloch
nepenuBanue KpoBu. Cryyanm cuuepoOIacTHOM aHeMuu OBLIM  3apEeTHCTPHPOBAHBI B
IOCTPETMCTPALIMOHHOM — TepuoAe. B OoibIIMHCTBE CilydaeB JUIMTENIBHOCTh  TEpanuu
JMHE30JUI0M TIpeBbImIaia 28 mHel. Y OOJIBIIMHCTBA MAIUEHTOB MPOSIBICHHS ObUTH TTOJIHOCTHIO
WIA YaCTMYHO OOpaTHMBI MOCHE MPEKPALICHUs JICYCHUS JTHUHE30JIUI0M ¢/0e3 CreruruecKkoro
JIEYEHUS] aHEMUH.

Anmubuomux-accoyuuposannas ouapest u Koaum

VY nanueHToB, NPUHUMAIOIINX aHTHOAKTEpHAIbHbIE NpenapaThl, BKIOYAs JTUHE30IMU, CIEAYeT

YUYUTBIBATH PUCK PA3BUTUA HCGBI[OMGMGpaHO3HOI‘O KOJIUTa p%HHqHOﬁ CTCIICHU TAXCCTH.
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O cnywasix nuapeu, cBszanHoul ¢ Clostridium difficile, é%ﬁmg%%g%ﬁtﬁh—c'ﬂgﬁh%ﬁhﬁneM

NPaKTUYECKH BCEX AHTUOAKTEPHUAJbHBIX MpEnapaToB, BKIIOYAs JHUHE3O0IHU[I. TSDKECTh IHaper
MOXET BapbUpOBaTh OT JIETKUX (opM 10 TsoKenbiX. JleyeHne aHTHOAKTEpUATbHBIMU
npenapaTaMy HapylaeT HOPMAIbHYI0 MUKPOQIIOPY KHUILIEYHHUKA, YTO MPUBOAUT K U3OBITOUHOMY
pocty Clostridium difficile. Clostridium difficile BeipabaThiBaeT TOKCHHBI A u B, KoTopbie
NPUBOJAAT K Pa3BUTHUIO nuapeu, cBsizanHou ¢ Clostridium difficile. VI30bITOUHOE KOTUYECTBO
TOKCHHOB, BbIpabareiBaeMoe wmrtammamu Clostridium difficile, MoxeT BbI3BaTh MNOBBIIICHUE
JETaNbHOCTH CpPEOu TMalMeHTOB, TaK Kak Takue HWHGEKIMH MOTryT ObITh YCTOWYMBBEI K
MPOTUBOMHUKPOOHOW Tepamuu, a TakkKe MOXKeT MoTpedoBaTbcs KOJOHIKTOMUs. Henb3s
IPUMEHSTH JEKapCTBEHHBIE CPEACTBA, TOPMO3SIINE NMEPUCTATBTUKY KHIICUHUKA. BO3MOXXHOCTD
pasButust nuapew, cBszaHHou c¢ Clostridium difficile, nomkHa paccMaTpuBaThCs y BCEX
MAalMeHTOB C JWapeei, MOCJIeNOBaBIICH 3a WCIIOIb30BAHHEM AaHTHOWOTHKOB. TIAaTelbHOE
MEAMIIMHCKOE HaONI0/IeHue B TeueHue 2 MecsleB HeoOXOAuMO MalueHTaM, IepeHeCIIuM
nuapero, cBazannyio ¢ Clostridium difficile nocne BBeZieHHs aHTHOAKTEPUAIBHBIX IPEMapaToB.
Ilepughepuueckan netiponamus u Hetlponamus 3puUmenIbHO20 Hepea

Coobmanocs 0 mepudepuueckoil HeMponmaTuu, a Tak)Ke HEWpONaTHU 3PUTEITHLHOTO HEpBa W
HEBPUTE 3pUTEIBHOIO HEPBA, KOTOPHIE MHOTIA MPOTPECCUPYIOT JI0 MOTEPU 3PEHUs, Y TAIlUEHTOB,
KOTOPBIE MOJIyYaIt JIeUeHHE JTMHE30IMIOM; 3TH COOOILEHHS IMEIH MECTO, B TIEPBYIO O4epeib, y
NAIMEHTOB, MOJIYYaBIIMX JEUCHHE HA MPOTSHKEHUU NIEPHOJ0B BPEMEHHU, KOTOPBIE ObUIH OOJbIIIE
MAaKCUMaJIbHON PEKOMEHI0BAaHHOW MPOAOJIKUTEIIBHOCTH JICUEHUSI, COCTABIISIONIEH 28 qHEH.

[Tpu nosiBIIEHUU CUMIITOMOB YXYAILLIECHUS 3pUTEIbHON (PYHKIIMH, TAKUX KaK U3MEHEHHUE OCTPOTHI
3peHHs, W3MEHEHHE I[BETOBOTO BOCHPUATHUS, 3aTYMAaHEHHOCTb, Je(pEeKThl TMOJeH 3peHus,
PEKOMEHAYETCS CPOYHO OOPAaTUTHCA K OPTAIBMOJIOTY Al KOHCyNIbTaluu. Cienyer mpoBOIUTh
MOHHUTOPHHT 3pUTEIbHONU (YHKIIMH y BCEX IMAlMEHTOB, MPUHUMAIOIIUX JUHE30JIU] B TEUECHUE
JUIUTENbHOTO BpeMeHu (Oosiee 28 mHeil), a Takke y BCeX MalMEHTOB C BHOBb IOSIBUBIIMMHUCS
CHUMIITOMAaMH 3PUTEIbHBIX HAPYIICHUN HE3aBUCHMO OT NMPOJODKUTEIIEHOCTH TEPAItu.

B ciydae pa3Butus nepudepruueckoil HeHponaTuu U HeUPONaTHH 3PUTEIBHOTO HEPBA, CIEAYeT
OLICHUTh COOTHOIICHHUE PUCK/TIONb3a MPOAOKEHUS Tepanuy JIMHE30IUIOM y 3TUX MaIlMeHTOB.
Puck pa3BuTHs HelponaTuM BBILE, €CIM JIMHE30JIU] MPUMEHSETCS Yy MallueHTOB, KOTOpbIE
UCTIOJIB3YIOT B HACTOSAIIEE BPEMs WIIM KOTOpPbIE HEaBHO MPUHUMAIIM aHTUMUKOOAKTEpUaIbHbIE
npenapatsl AJIs JISYeHUs: TyOepKyesa.

Jlakmoauuoos

B cBs3u ¢ mpuMeHeHneM JMHE30JuAa COO0IIanoch O JIakToanuao3e. [lanuenTsl, y KOTOpbIX Ha

q)OHe npuemMa JIMHC30JIMAa BO3HHUKACT IIOBTOpHAsA TOIIHOTA WKW PBOTA, 0o/ B KHBOTC,
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HEOOBSICHUMBINA alMI03 WM OTMEYaeTCs CHIDKECHUE K@E&;@g%‘?ﬁ% ¢ gIIa_‘T-%;II;/Ilﬁi{OB,

TpeOYIOT TIIATETHFHOTO HAOIIOIEHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvuas oucgynkyus

Jlunezonmua wuHruOupyer cuHTe3 Oenka MuToxoHApwid. I[loOGounbie S(dekTh, Takue Kak
JAKTOAIM03, aHeMUsi W Heupomnarus (nepudepuveckas WM 3PUTEIBHOTO HEpPBa), MOTYT
BO3HUKHYTh B  pe3ylbTaTe 3TOT0 TOPMOXEHHUs; OTH 3IPQEKThl  ABIAOTCS  Oojee
pacnpocTpaHeHHBIMH, KOT/1a Mperapar UCIOIb3yeTcs 0oJbIle, yeM 28 qHEH.

Cyoopoeu

CooOuranocs 0 cyqoporax y MalMeHTOB, IPUHUMABIINX JMHE30JM, IPU 3TOM B OOJIBIIMHCTBE
CllyuacB B aHaMHe3€ HMEIIOCh yKa3aHHE Ha CyJOpOTM WM Hainuyhe (aKTOpOB pHCKAa HUX
pa3BHUTHSL.

VY mamueHToB HEOOXOIUMO cOOpaTh MOAPOOHBIM aHAMHE3, KACAIOIIMICS MPEIIIECTBYIONUX
SMU30/10B CYJIOpOT.

Huzubumopvl MOHOAMUHOKCUOA3bI

JIunezonuy siBIsETCST 0OPaTUMBIM HECEJICKTUBHBIM MHTHOUTOPOM MOHOaMuHOKcHAa3sl (MAO),
OIHAaKO B [03aX, MPUMEHSEMbIX [Js aHTHUOAKTepUaIbHON Teparuu, OH HE MPOSBISAET
aHTHAenpeccanTHbIl 3¢ddexT. MMeroTcs oueHb OrpaHUuYEHHBIE AAaHHBIE M3 HCCIEAOBaHUN
JICKapPCTBEHHBIX B3aMMOJICHCTBHI U B OTHOIICHUN 0€30MaCHOCTHU JIMHE30JIU/IA TPU MPUMEHEHUH
y TMalMeHTOB C OCHOBHBIMH 3a00JICBaHUSIMHU W/WIK TIPH OJHOBPEMEHHOM IPUMEHEHHH
JICKapCTBEHHBIX MPENapaToB, KOTOpPbIE MOTYT TOJIBEPTHYTh HX PHUCKY, OOYCIOBJICHHOMY
uaruouposanreM MAO. CrenoBaTenbHO, MPUMEHEHHE JIMHE30JIM/Ia HE PEKOMEHIYETCSl B 3THX
00CTOATENLCTBAX, KPOME CIIy4aeB, KOT/Ia BO3MOXKHO NMPOBEICHHUE TIIATEIBHOTO HAOIIOICHHS U
MOHUTOPUHTA MAIMEHTAa, TIOJIy4aloniero npemnapar (cM. paszaenst 4.3. u 4.5.).

Cepomonunoswiii CUHOpOM

CooOmianioch 0 CIOHTAHHBIX CIIydasX pa3BUTHUA CEPOTOHHHOBOTO CHHAPOMA, CBSI3aHHOTO C
OJTHOBPEMEHHBIM TPUMEHEHUEM JIMHE30JIMJa U CEPOTOHMHEPTUYECKHUX IPErnaparoB, BKIOYAs
AQHTUJCTIPECCAHThI, TAaKWE KaK CEJNEKTUBHBIE WHTUOMTOPHI OOpaTHOrO 3axBaTa CEPOTOHHHA
(CHUO3C) u ontmoussl (cM. pazaensl 4.3. u 4.5.). [Ipu HEOOXO0IMMOCTH TPUMEHEHHS MperapaTa B
COYETAaHUM C CEJEKTUBHBIMH HMHTUOMTOpaMH OOpaTHOTO 3axBaTa CEPOTOHUHA CIIEAyeT
MOCTOSTHHO HaOMI0gaTh 3a TMAalMeHTaMd C IIeNbI0 BBISIBJICHUS TPU3HAKOB U CHMIITOMOB
CEpPOTOHMHOBOTO CHHJPOMA, TaKUX KaK HApyIIeHWE KOTHUTUBHON ()YHKIUHU, TUMIEPIHPEKCHUS,
runeppedIekcus U HapyluleHHe KOOPIUHAIIUH JIBHKEHUH.

B cnydae mosiBneHus JaHHBIX CHMIITOMOB CIIEyeT OTMEHUTh OJMH WM 00a MPUHUMAaEeMBbIX
npenapata. [Ipu npekpaiieHun nprueMa cepoTOHHHEPTUYECKOTO CPEACTBa MOTYT HaOII0JaThCs

CUMIITOMBI CUHAPOMA «OTMCHBD.
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Coo06manock 0 caydasx 06paTHMOro MOBEPXHOCTHOTO ﬁ%ﬁ%'@%a%'& . '%;61{';5%1':55\31\%14

Ipu MPUMEHEHUH JIMHe30uaa. J[aHHbIe M3MEHEHHsI OKpAlIMBaHHS YIAISIUCH MOCPEICTBOM
po(hecCHOHATLHOTO OYHIIEHUS 3YOO0B.

T'unoenuxemus

CooOmanioch 0 ciaydyasix CHMIITOMAaTHYECKON THIOIIMKEMHH Yy TMAlUEHTOB C CaXapHbIM
nuabeToM, MONTYYaBIIUX JIMHE3O0JIHI OJHOBPEMEHHO C WHCYJIHMHOM WJIM THUIOTTHKEMHUYECKHMHU
npenapaTamu. XOTsl MPUIUHHO-CICACTBEHHAS CBS3b MEXy IPUEMOM JIMHE30JIMa U Pa3BUTHEM
TUMOIIMKEMUH HE  YCTaHOBJIEHAa, MAllMEHTOB C caXxapHbIM JuabeToM  HeoO0XOIuMO
Ipenynpexnarh O BO3MOXKHOCTH Ppa3BUTHsS TUIOTJIUMKeMUU. B cioyyae BO3HUKHOBEHUS
TUTOTJIMKEMUH HEOO0XOAMMa KOPPEKITUS 036l HHCYINHA/TUITOTIMKEMUYECKUX TPENapaToB WK
OTMEHBI JIMHE30JIHU/IA.

IIpumenenue c npodykmamu numanus, 602amvlmu MUPAMUHOM

[TaruenTam crnenyeT peKOMEHJOBAaTh OTKAa3aThCS OT IMpUeMa OOJBIIMX KOJWYECTB MUIIH,
coJlepkamiel TupaMuH (Takue, Kak KpacHOE€ BUHO, CO3PEBIIUN CHIP, HEKOTOPHIE AKOTOJIbHBIC
HAITUTKH, KOMMYEHOE MSICO, DKCTPAKTHI JAPONIKEH, MPOMYKTHI U3 (HEPMEHTHPOBAHHBIX COEBBIX
0000B, TaKH€ KaK COEBBII COYC).

Cynepungexyust

Kimandeckux wuccnenoBaHuii, u3ydaBmux 3QQGeKT MPUMEHEHUS JTUHE30JUAa Ha HOPMATbHYIO
MUKPOQIIOPY OpraHru3Ma YeJIOBeKa, HE MPOBOIUIOCH.

[TpumeHeHre aHTHOAKTEPUATBHBIX MTPENapaToOB HHOTAA MOXKET IPUBOJUTH K YCUIEHHOMY POCTY
HEBOCIIPUUMYMBBIX K HEMY MHKPOOPraHM3MOB. B KIMHHYECKHX HCCIEOBaHUSAX OBLIO
MOKA3aHO, YTO MPUMEPHO Y 3 % MalMeHTOB, MOTYYaBIIMX PEKOMEHIOBAaHHbBIE 036l JIMHE30IH/Ia,
pa3BHBAJICS KaHAMI03, ACCOLMHUPOBAHHBIN C MPHEMOM aHTUOMOTUKOB. [Ipr BO3HUKHOBEHUH
cynepuHdexuuu Ha (oHE MpUeMa JIMHE30/IHUa CleAyeT MPUHUMATh COOTBETCTBYIOIINE MEpPhI
MEAMIIMHCKOTO XapaKTepa.

Paboomuonus

Coo0manock 0 cinydasx pabaoMuoian3a npu NpuMeHeHnn TuHe3zonuaa (cM. pasaen 4.8.). Ecnu
HAOMIOAIOTCA MpPHU3HAKW WM CHMIITOMBI Pa0JOMUONIN3a, TPUEM JIMHE30JIMJa CIETyeT
IPEKPATUTh U HAYaTh COOTBETCTBYIOLIYIO TEPAIMHIO.

Knunuueckue uccneoosanus

BezonacHocth u 3¢)(heKTHBHOCTH MPUMEHEHHS JTMHE30IMIa JAIUTEIBHOCThIO Oosiee 28 nHel He
YCTaHOBJICHBI.

B KOHTponHMpyeMmbIX KIMHUYECKUX HCCIEJIOBAHUAX HE MPUHUMAIW Yy4YacTHsl IAlHUeHThl ¢

CUHAPOMOM ((,Z[Ha6eTI/I‘IeCKOI>'I CTONbI», MPOJIC)KHAMU HIIM HWIICMHUYCCKUMU HAPYHICHUAMMU,
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TSAXKCIIBIMH OXKOraMH HJIM I'aHTI'PECHO3HBIMHA I10P ameHH;n\'/[QCﬁaﬁﬁ@%éﬁa@@@ﬁ&f&% -II'IT)II/;II\:IQI;IIéHI/IH

JIMHE30JIM[a B TCPAIlUU 3THUX COCTOSIHUH OrpaHUYCH.

BcnomorarenbpHbI€ BellecTBa

Kaxnprit it pactBopa cogepxut 45,7 mr (T. e. 4,57 1/100 M, 9,14 /200 v u 13,71 /300 mur)
[IIOKO3bI, YTO HEOOXOAMMO YUYUTHIBATh MAllMEHTaM C caxapHbIM auadbetoM. [lanmenTtam ¢ penko
BCTPEUAIONICICS TIIIOKO30-TAIaKTO3HON ManbabcopOimelt He cleayeT MNpUHUMATh JTOT
npemapat. Kaxnapiit mi pactBopa takxke coaepxut 0,38 mr (38 mr/100 mm, 76 mr/200 mn u 114
mr/300 mi) Hatpus. HeoOXoaumMo yuuTHIBaTH TAaIlMEHTaM, HaxXOMSIIMMCS Ha JUETe C
OTpaHUYEHUEM MOCTYIIJICHUS! HATPUSL.

4.5. BzaumoneiicTBHe ¢ JAPYIrMMH JIEKADCTBEHHbIMH TMpenaparamMéd W JApyrue BHJbI
B3aUMO/JAeHCTBUSA

VYcranoBneHo, uTo u3ohepMeHThl uToxpomMa P450 He y4acTBYIOT B MeTa0oIM3Me JTMHE30IHMIa
in vitro. Jlunezonun He WHTUOUPYET U HE MOTEHLUHMPYET AKTUBHOCTh KIMHUYECKH Ba)KHBIX
uzopepmentoB nuroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum oOpa3om, He
oxupaercs CYP450-uHaynupoBaHHOrO B3aUMOJEHCTBUS IpHU Ipueme JuHezonuua. llpu
OJIHOBPEMECHHOM TIpUMEHEHWH JHHe3oimnaa u (S)-BapdapuHa, KOTOPHIM B 3HAYUTEIHHOU
crenenn Metadbonusupyetcs uzopepmentom CYP2C9, papmakoknHEeTHUECKHE XapPaKTEPUCTUKH
BapapuHa He MeHstoTcs. Takue mnpenapaTsl, Kak BapdapuH U (EHUTOHH, SBISIOLIHECS
cyocrparamu n3odepmenta CYP2CY9, MOKHO MPUMEHSATh OJHOBPEMEHHO C JIMHE30JIUAOM 0e3
KOPPEKLHHU O3B

[Ipy oAgHOBpEMEHHOM MPUMEHEHMH C a3TPEOHaMOM M TIEHTAMHUIIMHOM  HW3MEHEHUs
(hapMaKOKMHETHKH JIMHE30JIU]Ia HE OTMEYaIoCh.

Huzubumopvl MOHOAMUHOKCUOA3bI

JIlunezonu sBIIsSIETCA HECEIEKTUBHBIM 00paTUMbIM HHTMOUTOPOM MOHOAMUHOKCHA3bl, TO3TOMY
Yy HEKOTOPBIX MAlMEHTOB, MOJYYAIOUIUX JHUHE30JIM/I, MOXKET OTMEUYaThCsl YMEpPEHHOEe 00paTHMoe
YCHJIEHUE TIPECCOPHOTO JIEHCTBUS TceBaoddenprra u (EeHWINpPOonaHoiaMuaa. B cBsizu ¢ 3TuM
PEKOMEHIYETCSl CHUXKATh HAYallbHBIC J03bl CIEAYIOUINX TPYII MPenapaToB: aJpeHOMUMETHKH
(manmpumep, nceBaoddenpuH, GeHUWINponaHoIaMuH, duHePpruH, HOpINMUHEDPUH, JOOYTaMUH),
nohaMUHOMUMETHKY (Hampumep, nohaMuH) W B JAIbHEHIIIEM OCYIIECTBISATH MOI00p 03bI
TUTPOBAHUEM.

Cepomonunepeuueckue npenapamul

B uccnenoanmsax I, II u III ¢a3el HE oTMeuanoch pa3BUTHS CEPOTOHMHOBOTO CHHApPOMA Y
NAIMEHTOB, TOJY4YaBIIMX JIMHE30JH COBMECTHO C CEPOTOHMHEPTHMYECKMMH TMpernapaTaMu.

Coob1manocs 00 0OYeHb PEIKUX CHOHTAHHBIX CIIy4asX Pa3BUTUS CEPOTOHMHOBOTO CHHAPOMA MPH
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OJIHOBPEMEHHOM MPHUMEHEHUU JINHE30I11a U capommfﬂ%'f%rqgc%g)gﬁg%fﬁgﬁ: a::i'q.'j];g'siﬂenm

43.u44.).

C pugpamnuyurom

Pudamnuiiua BBI3BIBANI CHUKEHUE MAKCHUMAJIBHOW KOHIIGHTpanuu B Tia3Me KpoBH (Chax) U
AUC nune3onuaa B cpeaaem Ha 21 % u 32 % COOTBETCTBEHHO.

4.6. @DepTHIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

bepemeHHOCTD

HccnenoBanuit 6€30macHOCTH MPUMEHEHHUS JIMHE30IUAa MpU OEPEMEHHOCTH HE MPOBOJIUIIOCH,
MO3TOMY NMPUMEHEHHE JIMHE30JIU/Ia PU OEPEMEHHOCTH BO3MOYKHO TOJIBKO B TOM Cjydae, €Cliv
npejanojaraemasl Mojib3a OT Tepanuu Uisi MaTepu MPEBOCXOIUT TMOTEHUUATBHBIA PUCK IJIA
IJIOJIA.

JlakTamus

HewnsBecTHO, BBIIENSETCS JU JIMHE30JIU]I C TPYAHBIM MOJOKOM KOPMSIIMX XEHIUH, TTOITOMY
cienyeT MpeKpaTUTh T'PYAHOE BCKapMIIMBaHUE MPU HA3HAYEHUHU Mpenapara Marepu B MEPUOJ
JAKTaI[UH.

4.7. BausiHHe HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeACTBAMHU U padoTaTthb C
MeXaHH3MaMH

Bo Bpems nedeHus JTUHE30JUIOM YOPABIATh TPAHCIOPTHBIMH CPEACTBAMH, CHEIUATBHOMN
TEXHUKOW WM 3aHUMAThCAd JICSITEIIbHOCTBbIO, CBS3aHHOM C TIOBBIIICHHBIM PUCKOM, HE
pekomennyercs.  [lamweHTOB  ciemyeT — MpPeaynpeauTb O  BO3MOXHOCTH  Pa3BHTH
TOJIOBOKPY>KEHHS 1 CAMIITOMOB HapYIICHUS 3pPEHUS.

4.8. HexenatejbHble peakunu

Pesrome npoduiis 0esonacHocT

HexenarenbHple sIBICHUsI, CBSI3aHHBIC C MPUEMOM JIMHE30JIM1a, OBIBAIOT OOBIYHO JIETKOW WM
CpPEIHEH CTENEeHH BBIPAXCHHOCTH. Yale OCTaTbHBIX OTMEYAIOTCS Juapesi, roJIOBHas O0Jib,
TOIIHOTA, PBOTA.

PesroMe HexxenaTeabHbIX peaKInui

HesxenarenbHble peakiiy pacrpe/IesieHbl B 3aBUCUMOCTH OT YaCTOTHI MX BO3HUKHOBEHHS: OYCHb
gacto (>1/10), gacto (>1/100, Ho <1/10), Heuacto (>1/1 000, Ho <1/100), peaxo (>1/10 000, HO
<1/1 000), ouens peaxo (<1/10 000), gactora HEeM3BeCTHA (HA OCHOBAHHH MMEIOIIUXCS JAHHBIX
OIIEHUTHh HEBO3MOYKHO).

B3spocavie nayuenmoi

Hnd)ekuuu U UHBAsUU

Yacro - kaHaua03 (B TOM YHCIE, KaHIU03 MOJIOCTH PTa, BATHHAIBHBINA KaHAWI03), TPUOKOBEIC

WH(EKIINY;
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(NOCNEQCBATENEHOCTE 0003)

HEYaCTO - BarmHUT,

PEAKO - KOJIUT, BBI3BAHHBIA MPUMEHEHUEM aHTHOMOTHKOB (B TOM YHUCIIE TICEBIOMEMOpPaHO3HBII
*
KOJIUT) .

Hapywernus co cmoponsl kposu u JzuMd)amuquKoﬁ cucmemsl

Yacro - Tp0M60HI/ITOHeHI/I5[*, aHeMI/Ifl*;

HEYacTo - HaHI_[I/ITOHeHI/IH*, HeﬁKOHeHHH*, HEUTpOTICHMSI, S03UHOPHITHS;
penKo - cuuepodmacTHas aHeMI/IH*;

4aCcTOTa HEM3BECTHA - Mnenocynpeccm*.

Hapyuwenus co cmoporbl UMMYHHOU CUCEMDbL

k
Penko - anapunakcus .

Hapywenus MemadonUIMa U NUMAaHusl

Heuacro - runonarpuemusi;
sk
PEAKO - JTAKTOALUIO3 .

Icuxuueckue napyuierus

Yacto — OecCOHHUIIA.

Hapyuwenus co cmoponsl Hepsroil cucmembi

YacTo - rojoBHas 00J1b, TOJIOBOKPYKEHHE;

HEYaCTO - CYIOpOTH , mepudepHuecKas HEHpONMaTHs , W3MEHEHHE BKYCOBBIX OILYIICHHIT,
TUIIOCTE3Us], TapECTE3Ns;

4acTOTa HEM3BECTHA - CEPOTOHUHOBBINA CHHIPOM.

Hapywenus co cmoponsl opeana spenus

HeuacTo - HelipomaTHs 3pUTETLHOTO HEPBA , 3aTYMAHEHHOE 3PEHHE ;

PEJIKO - TIOSBIICHHE Te(peKTOB MONCH 3PEHHS

YaCTOTAa HEM3BECTHA - HEBPHUT 3PHUTEIBHOTO HEpBA , MOTEPS 3PEHHS , M3MEHEHHE OCTPOTHI
3PEHNS , M3MEHEHHE [IBETOBOTO 3PCHHS .

Hapyuwenus co cmoponbwl opeana ciyxa u Jza6ummma

Heuacto - 3B0H B ymax.

Hapywernus co cmoponst cep()ua

HeuwacTo - aputmus (Taxuxapamsi).

Hapywenus co cmopoust cocyoos

YacTo - MOBLIIICHHE APTCPHUATIBHOI'O JABJICHUS
HEYaCTO - TPAaH3UTOPHAs HIIeMHUYEcKas aTaka, (haeouT, Tpomo0odIeOunT.

JKenyoouno-xuwieunvle Hapyuenus

Yacto - pBOTa, Auapes, TOMIHOTA, JIOKAJIMW30BaHHAsA WJIKM T'CHCPAIN30BaHHAA 0oyib B 0o0OnacTu

’)KABOTA, BKJIFOYAs CIIa3Mbl B )KUBOTE, 3aI10p, JUCIICIICHS;
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HEYACTO - CrIasMbl B XKHUBOTE B3/yTHE KUBOTA, I/ISMeHeﬁlﬂgi}B %Eiﬁgﬁgmgéa¥ﬂ',ll:éb'rbm,

CYXOCTb BO PTY, ITIOCCUT, )KUJIKUM CTYJ, CTOMaTUT, IPOYUE HAPYILIEHUS COCTOSIHUSA SA3bIKA;
*
PEIKO - TOBEPXHOCTHOE U3MEHEHHE 1[BETA 3y0OB .

Hapywenus co cmoponsl neuenu u cheﬂ’{QGbZGOOﬂWMX nymei

YacTo - M3MEHEHHE pe3ynbTaToB (PYHKIIMOHAIBHBIX TECTOB IEYCHH, IMOBBIIICHUE aKTHBHOCTH
«MIEYCHOYHBIX»  (epMeHTOB (B TOM  d4ucie, amaHMHamuHOTpaHcdepazsl  (AJIT),
acnapratamuHoTpancdepassl (ACT), menounoii pocdarazsr (LLD));

HEYaCTO - OBBIIICHUE KOHIICHTPAIIMK 00IIeTro OMmnpyOrHa.

Hapywernus co cmoponsl koowcu u NOOKONCHLIX MKAHEU

Yacro - 3yx1, CHHB*;

HEYAaCTO - OyJJIe3HbIE TMOPAKEHUS KOXHU, TOKENIble KOXHBIE HEXKeNaTelIbHbIE pPEeaKInH,
AQHTMOHEBPOTHYECKUM OTGK*, KpanuBHUIA, JEPMATHUT, TOBBIIEHHAS TOTJIMBOCTD;

pEIKO - BAacCKyJUT MpH FI/IHep‘IyBCTBI/ITeHBHOCTH*, TOKCUYECKUH HIUEepPMaTIbHBIN HGKpOJ'II/IS*,
CHUHJIPOM CTI/IBGHC&-I[)KOHCOHa*, aJonenus.

Hapywenus co cmoponst MbluteyHoU, CKeNemHOol U COCOUHUMENbHOU MKAHU

Penko — pabgomuonuz* (cm. pazuen 4.4).

Hapywenus co cmoponsl nouex u MOU@Gbl@OOﬂmMX nymeu

YacTo - NOBBIIIEHHE KOHIIEHTPALIMK MOYEBUHBI B KPOBU;
HEYAaCTO - TOY€YHasi HEJOCTATOYHOCTb, IMOBBIIICHUE KOHIUEHTpAIMd KpeaTHHWHA B IUJIa3Me
KpPOBH, MOJINYPUS.

Hapywenus co cmoponst penpodykmueﬂoﬁ cucmemsbl U MOJIOYHbBIX JHCeNnes3

Heuacro - HApyYHICHUA CO CTOPOHELI BJIarajviia U BYJIbBBI.

O6WI/£€ HApyuweruAa u peakyuu 6 mecme 66e0eHUs.

YacTo - Tuxopaka, JOKaTr30BaHHas 00Jb;
HEYaCTO - 03HOO, YTOMIIIEMOCTb, XKaX/1a, 00JIb B MECTe MHBEKITUHU (IJ1 pacTBOpa It HHDY3HIA).

ﬂa6opamopnble U UHCMPYMEHRNIAIbHbLE OaHHble

YacTto - OTKIOHEHHWE OT HOPMBI TOKa3arenei (yHKIHUM TEYeHH, IMOBBIIICHHE KOJIWYECTBA
HEHTPO(DUIIOB, 03UHO(PHIIOB, CHIDKCHHE IeMOTIOOMHA, TeMaTOKPUTA WJIM YHCiIa 3PUTPOIUTOB,
MOBBIINICHUE WJIM CHW)KCHHE KOJMYECTBA TPOMOOIIMTOB WJIM JICHKOIIMTOB, ITOBBHIIICHUC
AKTUBHOCTH  JIAKTATACTHAPOTEHA3bl, KPEAaTHHKWHA3bl, JIAIMA3bl, aMUJa3bl, TOBHIIICHUE
KOHIIEHTPAIlMU TJIFOKO3bI HE HATOINAK, CHIDKEHUE oOmiero Oeika, anpOymMuHa, HATpUS WA
KaJIBIUS, TIOBBIIICHUE WJIH CHUKCHHUE KIS WA THAPOKapOOHATOB;

HEYACTO - OTKJIOHEHHE OT HOPMBI I'eMaTOJIOTHYCCKUX ITOKa3aTelieH, IMOBBIIMICHUE COJICPIKaHuUs

HAaTpusa WKW KaJlbOWA B IIJIA3ME KPOBHU, CHMIKCHUC KOHLCHTpAIIMU TJIFOKO3bI HC HATOIAK,
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MOBBIIEHNE MM CHIDKEHHE XJIOPHIOB KPOBH, MOBLNIGHUE onfdeerta | peTHRyIOTHTOB,

CHI)KCHHE KOJIMYECTBA HEUTPOPHIIOB.
: HexenarenbHele peaKkuunu, BbIABICHHBIC B IOCTPETUCTPALIMOHHOM IEPUOJLC
# HexenarenanHele pCakun «CIla3Mbl B JKHMBOTEC» ONPCACIAIOTCA 110 Knaccn(bmcaunn MedDRA kax TEPMUH

HUKHETO YpPOBHS, a HC Hpe,HHO‘ITI/ITe.HLHHﬁ TCPMUH.

Onucanue OTACIBHBIX HEKEIATCIbHBIX PEAKIIHI

Crenyromue no6o4ynsie 3G PeKTsl Npyu TPUMEHEHUN JTHHE30/IM/a B PEAKUX CIy4asX OTHOCUIIHMCH
K KaTeropuu Cepbe3HbIX: JIOKaJM30BaHHas Oo0db B 00JacCTH JKUBOTA, TPAH3UTOpPHAs
UIIeMHUYecKas aTaka, apTepuaibHasi TUIIEPTEH3US.
B KOHTpONIMpyeMbIX KIMHUYECKUX HCCICIOBAHUSAX, B KOTOPBIX JIMHE3OJUJ MPUMEHSIICS
MakcuMyMm 28 nHeH, ToJbko Yy 2 % manuMeHToB pas3BuBajach aHemus. Ilpu npumeHeHun
HE3aperucTPUPOBAHHOTO IpernapaTa B paMKaxX MPOrpaMM paHHEro IOCTyIHa AJis MalUeHTOB C
KU3Heyrpoxaoummn uHekmusamu, y 2,5 % (33/1326) namueHToB, KOTOpbIE MOJIy4ald
nuHe3omu < 28 mHeH, pa3BUBANIAcCh aHEMUsS, B TO BpeMs KaK MpU MPUMEHEHUU JHHE30JIUAa
Oonbire 28 gHE, aneMus pasBuBanach y 12,3 % (53/430) narueHToB.
CooTHoIIeHHE CTy4yaeB pa3BUTHUS aHEMHH, TpeOyroulell mepeiauBaHUS KpOBH, cocTaBuio 9 %
Cpeau MalueHTOoB, Mojyyaromux guHezonua < 28 aneit (3/33), u 15 % (8/53) B Tex ciyyasx,
KOT'J1a JIMHE30JIU/I IPUMEHsITN Oosiee 28 qHEi.

eTu
JlaHHbIe 110 6E30MTACHOCTH, MOJIyYCHHBIC B KIMHUUECKUX MCCIEIOBAHUAX ¢ ydacTtueM 6onee 500
MalMeHTOB JETCKOTO Bo3pacTa (C poxkaeHwss 10 17 JeT), He YKa3bIBalOT, 4TO NPOdHIIb
0€30MacHOCTH JTMHE30JIM A I IeTel oTirdaeTcs oT nmpoduis 0e30MacHOCTH AJIsi B3POCIIbIX.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01mare 0 mo03peBacMbIX HEXENaTeIbHbIX PEAKLUAX MTOCIIe PETUCTPALIH
JIEKapCTBEHHOI'0 IIperapara ¢ 1eJIblo 00ecreueHus: HeMpepbIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«I10J1b3a — PUCK» JIEKaPCTBEHHOT' 0 IpernapaTta. MeAuIMHCKUM pabOTHUKAM PEKOMEHyeTCs
coo0mIaTk o JIOBIX OJ03PEBACMbIX HEXKEIATEIbHBIX PEAKLUAX JEKApCTBEHHOTO Mpernapara
Yyepe3 HallMOHAIbHBIE CHCTEMBI COOOIICHUS O HEXKENATEIbHBIX PEAKIUSIX TOCYIapCTB—UIICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas @enepanus.

®denepanbHas Ciryx0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUS

Anpec: 109012, Mocksa, CnaBsiHCKas 1J1011a/ib, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEICKOMMYHUKALMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

CHMIITOMBI

O cnydasx nepeo3upoOBKH JTUHE30IMa HE COO0IIAIOoCh.

JleueHue

Pexomenayercss cuMnTOMaTHYECKOE Jie4eHHE (B TOM YHCIIE HEOOXOAMMO TOHIEPKUBATH
CKOPOCTh KIyOOUKOBOHM (uibTpanuu). Her MaHHBIX OTHOCHUTENHHO YCKOPEHHS BBIBEICHUS

JIMHE30JIMJa ITPU MICPUTOHCAIIbBHOM UAJIN3C UIN reMonep(bymH.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. @apmakoanHaAMH4YeCKHe CBOWCTBA

dapmakoTepaneBTHUECKasi TIPyMNa: aHTUOAKTEpUAIbHBIE CPEACTBA CHUCTEMHOTO JEHCTBHUSA;
Jpyrue aHTUOAKTEpHATIbHBIE CPEJICTBA.

Kon ATX: JO1XXO08

Mexanusm aeiictBus u hapMakoauHaMudeckue 3 hEKThI

JIuHe30/M], CUHTETUYECKHH aHTHOAKTEepUalbHbIM INpernapar, OTHOCHTCS K HOBOMY KIJAcCy
IPOTUBOMHUKPOOHBIX CPE/ICTB, OKCA30JUAMHOHAM, aKTUBHBIX i1 Vitro B OTHOLIEHUM a3pOOHBIX
IPaMIOJI0KHUTENbHBIX OaKTepuil, HEKOTOPhIX TI'PaMOTPHULATENBHBIX OakTepuil M aHa’pOOHBIX
MHUKPOOPTraHu3MoB. JIMHE30/IU ] CENIEeKTUBHO MHTUOMpYeT cuHTe3 Oenka B OakTepHsx. 3a cyer
CBs3BbIBaHUSA C  OakTepuanbHBIMH  pHOOCOMaMU OH  MPENOTBpamiaeT  oOpazoBaHUE
(GYHKIMOHATBLHOTO  MHUIMUPYIOIIETo  KomIiuiekca 70S, KOTOpBIA  SBISETCS  BaKHBIM
KOMIIOHEHTOM IpOLECCca TPAHCIIALUY NIPU CUHTE3€e OellKa.

YyBCTBUTENbHOCTD

Ilpenapam axmueen in vitro u in vivo

I pamnonoorcumenvuoie 09p06bl.'

Enterococcus faecium (BKJItOUYasi IITAMMBI, PE3UCTEHTHBIE K BAHKOMUIIHHY )
Staphylococcus aureus (BKITt0Yasi METHIIMIUTHHPE3UCTEHTHBIC IIITAMMBI )
Streptococcus agalactiae

Streptococcus pneumoniae (BKJIIOYasi TIOJTHPE3UCTCHTHBIE IITAMMBI)

Streptococcus pyogenes.

Ilpenapam axmueeH in vitro

I pamnonoorcumenvuvie 03D06bl N

Enterococcus faecalis (BkJIto4ast TaMMbl, pe3UCTEHTHBIC K BAHKOMHITUHY )
Enterococcus faecium (IITaMMBbI, 9yBCTBUTEIbHBIC K BAHKOMUIIHHY)
Staphylococcus epidermidis (BKIIt0O4as METUIMILTHMHPE3UCTEHTHBIC IIITAMMBI)

Staphylococcus haemolyticus
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Streptococcus spp. Tpynnsl Viridans.

I pamompuyamenvHble a3p06bl N

Pasteurella multocida.

Pezucmenmusie k 1une301udy MUKpoopeanusmol.:
Haemophilus influenzae

Moraxella catarrhalis

Neisseria spp.

Enterobacteriaceae spp.

Pseudomonas spp.

Pe3ncTeHTHOCTD

MexaHu3M NEHCTBUS JIMHE30JUAa OTIUYACTCS OT MEXAHH3MOB JIEHCTBUS MPOTHBOMUKPOOHBIX
IpernapaToB JAPYTrUX KIAcCOB (HANpuUMep, aMHUHOIJIMKO3MIOB, OeTa-TakTaMOB, aHTaroHHCTOB
¢donueBoil  KUCIOTHL, TJIUKONENTHIIOB, JIMHKO3aMUJOB, XHUHOJOHOB, pU(aMHUIINHOB,
CTPENTOTPAMHHOB,  TETPAIIUKIMHOB W  XJOpaM(eHHKOoNa), TOITOMY  IEpPEeKPECTHOU
PE3UCTEHTHOCTH MEXKIY JUHE30JIUIAOM M J3THUMH MpernapaTaMud He cyuiecTByeT. Jlunezomup
AKTUBEH B OTHOUIEHMHM MATOTE€HHBIX MHKPOOPTaHM3MOB, KaK UYBCTBUTENIbHBIX, TaK U
PE3UCTEHTHBIX K 3TUM IpernapaTam.

Pe3ucTeHTHOCTD 1O OTHOLIEHUIO K TUHE30IUAY Pa3BUBAETCS MEIJICHHO TyTeM MHOTOCTaAUITHOM
mytanuu 23S pubocomansHoit PHK 1 mpoucxomuT ¢ yactoToii MeHee 1x10°- 1x107™".

5.2. ®apmakoKHHeTHYECKHE CBOHCTBA

AbGcopbuus

Cpennsisi Cpax ¥ cpenHsss MUHUMabHAS KOHIEHTpaus (Cyin) JTUHE30IUAa B IUIa3ME KPOBH B
PaBHOBECHOM COCTOSIHUU IOCJ€ BHYTPUBEHHOTO BBEJIEHHMS JABaXIbl B JIeHb B ja03e 600 mr
paBrsuuch 15,1 mr/m u 3,68 Mr/a, cooTBETCTBEHHO. PaBHOBECHAsI KOHIICHTpAIMS JIMHE30JMIa B
KpPOBH JIOCTHTaeTCs Ha 2 IeHb BBEJICHUS Mpernapara.

Pacrnpenenenue

OO0beM pacrpeieNieHus THHE30IUAA MPHU JTOCTHKEHUN PABHOBECHOM KOHIICHTPAIMH Y 37J0POBOTO
B3POCJIOTO YeJlOBeKa cocTaBisieT B cpemHem 40-50 71, 49To TOpUMEPHO paBHO OOIIEMY
CoOJIep’KaHuIo BOJIbI B opranu3Me. CBsi3biBaHHe ¢ OeIKaMu M1a3Mbl KpoBH cocTtaBisieT 31 % u He
3aBHUCHUT OT KOHIICHTpAIWU JIMHC30JINJa B KPOBHU.

Buorpancdopmarus

VYcranoBneHo, uTo u3ohepMeHThl uToxpoma P450 He ydacTBYIOT B MeTa0oIM3Me JTMHE30IHIa
in vitro. Jlunezonun He WHTHOUMPYET W HE MOTEHIHUPYET AKTUBHOCTb KIMHUYECKU BaXKHBIX

uzopepmenToB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).
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MeTabonuyueckoe OKHCICHHE TPHUBOJUT K O azoBaHf/ﬁB:'ﬁﬁﬂg@%@ﬁyﬁé¥%gﬁf;@% -

TUAPOKCUATHITIUIIMHA (OCHOBHOW METabONUT Yy dYeloBeKa, o0pa3yercs B pe3yibrare
He()EPMEHTATUBHOTO MPOIECCa) U aMHUHOITOKCUYKCYCHOW KHCIOTHI (0Opa3yeTrcs B MEHBIIHX
KoMuecTBax). Takke onmucaHbl Apyrue HeaKTUBHBIE METAaOOIHTHI.

OJIMMUHALNA

BrenoueuHslil KIIMPEHC COCTABIIAET OKOJI0 65% KiIMpeHca IMHE30INUA.

JIluHe30/MM] y MAIMEHTOB C HOPMAJIbHON (DYHKIMEH MOYEK W MPU MOYEYHOH HEeIO0CTAaTOYHOCTH
JIETKOM M CpeIHeW CTENeHW BBIBOJIUTCA TOYKAMH B BHJE TUApOKcHAITHITIUIMHA (40 %),
aMUHO3TOKCUyKCycHOM KkucnoThl (10 %) u B HeusmeneHHoMm Buzae (30-35 %). Kumeunukom
BBIBOJIUTCSL B BHUJI€ THAPOKCHATUITIUIMHA (6 %) M aMHMHOATOKCHYKCYCHOU KucioThl (3 %). B
HEM3MEHEHHOM BHUJE JIMHE30JIUJl NPAKTUYECKU HE BBIBOJUTCSA KullleyHUKOM. [lepuon
MOJTYBBIBEICHUS JIMHE30JIM1a B CPETHEM COCTaBIsAET 5—7 U.

JIngelHoCTh (HEIMHEHHOCTE)

C YBCIMYCHUCM J103bl JIMHC30JIMAa OTMECHYACTCA HeOOoJIbIIas CTCIEHh HEJIMHEHHOCTH KJIMpCHCA.
DTO MOXKET O0BSACHATHCS CHIDKCHHEM IOYEUHOrO U BHETIOUEUHOIO KIIMPpCHCA IIpU BBICOKOM J03€
JIMHE30J/I1Ma. OHHaKO pa3inunuAa KIWpEHCa HCBCIIMKKW W HE BJIMAIOT Ha Ka)KyqufIc;[ nepuon
IMOJIYBBIBCACHUS.

IloyeyHas HEAOCTATOUYHOCTD

Ilocne opHokpaTtHOro mnpuema 600 Mr mnpemnapara MDAalMEHTaMU C TDKEIOW IOYEYHOU
HEI0OCTaTOYHOCTBIO (KJIMpEHC KpeaTHHHHAa < 30 MJI/MUH) KOHIIEHTpaLus JBYX €ro OCHOBHBIX
MeTabomuToB Bo3pactasia B 7-8 pa3. Omnako yBenuuenuss AUC HMCXOMHOTO Tperapara He
Habmronanocs. HecMoTpst Ha TO, 4TO IpU reMOAMAIN3€ BBIBOAMIIOCH HEKOTOPOE KOJIUYECTBO
OCHOBHBIX METa0OJIMTOB, MX KOHIIEHTpALUs B TJIa3Me KpoBH mocie npuema 600 Mr 1uHe301uaa
U TPOBEACHHS IPOLEAYpPBl AMAIN3A y MAUEHTOB C TSDKEIOW IOYEYHOM HENOCTATOYHOCTBIO
0CTaBaJIaCh CYLIECTBEHHO BbIIIE KOHIIEHTPALUU B KPOBH Y MALIUEHTOB ¢ HOPMAJIbHOM (pyHKIIMEH
IIOYEK, JIETKOU UJIM CPEIHETSIKEI0U I0YEYHON HEJOCTATOYHOCTBIO.

IleyenouyHas HEJOCTATOYHOCTh

NmeroTcst orpaHMveHHbIE JaHHBIE O TOM, YTO y MAIMEHTOB C JIETKOM W CPEIHETSKEION
MEYECHOUYHON HeIoCTaToOuyHOCThI0 (kmacckl A w B mo knaccubukamum  Yaitna-ITs1o0)
dbapMakOKMHETHKA JIMHE30JIMJIa M JIBYX €ro OCHOBHBIX METa0OJUTOB HE W3MEHSETCS.
@apMaKOKMHETHKA JIMHE30JIMAA Y MAUUMEHTOB C TSDKEIOM NEYEHOYHOW HEIOCTaTOYHOCTHIO
(kmacc C mo knaccudukaruu Yaitnna-I1er0) He m3ydanack. OaHAKO, MOCKOJBKY JIMHE3OJIH/]I
MeTabom3upyercs HePEepPMEHTHBIM TyTEM, TO HE OXKHMJAeTCSd 3HAYUMOTO HAPYIICHUS €ro

MeTaboa13Ma npu IICYCHOYHOM HEAOCTATOYHOCTH.
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JINIta MoKMUJIOro Bo3pacTa

Y NoXuibIX TAIMEHTOB B Bo3pacTe 655eT u crapiie ¢GapMaKOKMHETHKA JIMHE30JIUa
CYILIECTBEHHO HE U3MEHAETCS.

JInia )KeHCKOro moJia

VY xeHIKH 00beM pacrpeesieHus IpernapaTa HECKOJIbKO HIDKE, YeM Y MYKUMH; y HUX TaKke Ha
20 % cHWXEH CpeJHUIl KJIMpEHC IpU pacuere Ha Maccy Tena. KoHIeHTpauus mnpenapara B
IUIa3Me KPOBM KCHIIUH BBIIIE, YEM y MY)KUHH, YTO MOXET OTYACTH OOBACHATHCS Pa3IUuyUsIMU
Mmacchl Tena. OgHaKo, MOCKOJIbKY MEPHOJ] MONTYBbIBEICHUS JIMHE30IMIa Y MYKUYUH U KEHIIUH
CYILIECTBEHHO HE OTJIMYAETCs, HET MOBOJA OXKUIATh IMOBBIIICHUS KOHIEHTpAlMU Mpernapara B
KPOBH JKCHIIMH BBIIIE IEPEHOCUMOT0 3HAYCHHSI, TaK YTO KOPPEKIMH JI03bI HE TpeOyeTcs.

eTn
Y moapoctkoB (12—-17 ner) dapmakokmHeTHKa JMHE30JMIa, MPUHATOrO0 B o3¢ 600 mr, He
OTJINYajgach OT KMHETHKH Y B3pOCIbIX. TakuM 00pa3om, Impu HazHaueHUH mojpoctkam 600 mr
JMHE30/IMJa Kaxkaple 12 4 KOHIEHTpauus mpernapara OyneT Takod ke, KaK y B3pOCHbIX IMpH
Ha3HAYEHUH TOU K€ JT03BI.
VYV nereit B Bo3pacte oT | Hemenm g0 12 jeT mpuMEHEHHE JMHE30MAa B o3¢ 10 mr/kr
€XeJITHEBHO KaXKble 8§ 4acoB IMO3BOJISIET TOCTHYb TOH K€ SKCIO3HMIMH, YTO U Y B3POCHBIX MpHU
npuMmeHennn 600 Mr IMHe301M1a ABa pa3a B JACHb.
Y HOBOPOXIEHHBIX CHCTEMHBIH KIMPEHC JIMHE30JuAa ObICTpO HapacTaeT B TEUYEHHUE IEepBOM
HEJIeNH XKU3HM (M3 pacdeTra Ha Kr Macchl Tena). Takum oOpa3om, Ipu Ha3HadeHWH B 03¢ 10
MI/KT Kaxaple 8 4 MakcHMaibHas SKCHO3UIMS JIMHE30JHuAa OyneT AOCTUratbes y pebeHka
NEepPBbIX CYTOK JXU3HU ObICTpee B TEpBbI JeHb Mocie poxaeHus. OaHako H30BITOYHOTO
HAKOIUIEHHUs Iperapara B IEPBYIO HEJENIO IIpUeMa IIPU TaKOM CXeMe Ha3HAa4YeHMs BCE PaBHO HE

MIPOU3OMIET B CBA3U C OBICTPHIM yBEJIMYEHHEM KIIUPEHCA.

6. ®APMAIIEBTUUYECKHE CBOVCTBA

6.1. IlepedeHb BcoMOraTeJbHbIX BelIECTB

JlekcTpo3bl MOHOTHAPAT

Hatpus uutpara quruapar

JIMMOHHOW KHCIIOTBI MOHOTHIPAT

Hatpus ruapoxcuna 1 M pactBop (1 koppekiuu pH)

XIopucTOBOAOPOAHOM KHCIOTHI 1 M pactBop (s koppekuuu pH)

Bona o1 nabexkimin

6.2. HecoBmecTHMOCTH

JluHe3omu s MHbEKIHA (papMaIieBTHYeCKH HECOBMECTHM CO CIEAYIONUMU TperiapaTaMu:
e amdorepuuuH B;
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MY OTHETY

e  XJIOPIpPOMAa3uH;

e JMa3zenam;
e (eHUTOUH;
® DPUTPOMHIIMHA JIAKTOOMOHAT;
®  KO-TPUMOKCa30J] (TpUMETONPHUM + Cyab(aMeToKcason);
e 1e()TPUAKCOH;
® T[IEHTAMHUJMHA U3ETHOHAT.
JlaHHBIA JIeKapCTBEHHBIM Mpenapar He CIEAyeT CMENIMBATh C JIPYTMMHU JICKapCTBECHHBIMU
IpernapaTam, 3a HCKJIIOUEHUEM YIOMSIHYTHIX B paszaene 6.6.
6.3. Cpok roaHocTH (CpoK XpaHeHHs)
2 roxa.

ITocne mepBOro BCKPLITHS

C MHKpOOMOJIOTHYECKOH TOYKM 3pEHUs, 3a UCKIIOUECHHEM CIy4yaeB, KOTJa METOJ| BCKPBITHS
OpeIyNpexaIaeT PUCK MHUKPOOHMOIIOTHYECKOTO 3arps3HEHUs, Mpernapar cieayeT HCIOJIb30BaTh
HemeanieHHo. Eciu oH He ObUT HEMEUIEHHO MCTOJIb30BaH, OTBETCTBEHHOCTD 3a BPEMS U YCIIOBUS
XpaHEHHUs 10 MOMEHTA UCIIOJIb30BAaHUS HECET MOJIb30BATENb.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

B 3amunieHHoM ot cBeTa MecTe Ipu TeMiieparype He Boie 25 °C. He 3aMmopakuBarts.

6.5. Xapakrep u cogep;kaHHe EPBUYHON YIIAKOBKH

ITo 100 m, 200 mu mwam 300 M B KOHTEHHEPHI MOTUMEPHBIC TSI MHPY3HOHHBIX PACTBOPOB U3
MOJIMIIPONIUIICHA.

ITo 100 mi1, 200 M1 nam 300 M1 B KOHTEHHEPHI MONINOIe(UHOBBIE 11 HUHPY3UOHHBIX PAaCTBOPOB.
Ha xaxnplii KOHTEWHEp HAKJIEMBAIOT STHKETKY M3 OyMaru WM HAHOCAT TEKCT ATHKETKH
TepMorpadUueCKM METOJIOM.

[To 1 KoHTelHepy YMakOBBIBAIOT B MAaKET M3 MOJUITUICHOBOM IUUICHKM WJIM W3 TUJICHKH
MHOT'OCJIOIHOH, WM U3 MaTepraja KOMOMHUPOBAHHOTO HAa OCHOBE aJTIOMUHHEBOM (POJIBIH.

Ha xaxxp1ii maker ¢ KOHTEMHEPOM HAKJIEMBAIOT ATUKETKY CAMOKJIEALIYIOCS C MHCTPYKLUHEN 1O
MEJUIMHCKOMY MPUMEHEHHI0 WM IAKeThl W3 NOJIMATUJICHOBOM IUIGHKM WU IUJICHKH
MHOTOCJIOMHOM C KOHTEMHEpaMHU C PABHBIM KOJMYECTBOM HHCTPYKIUMUA MO MEAUIMHCKOMY
NPUMEHEHHIO TOMEIIAOT B SIIUK U3 TOGPUPOBAHHOTO KapTOHA.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TPH YHUYTOKEHHH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  INpemapara WIH OTX0A0B, IOJYYEHHBIX [I0CJie TIPHUMEHEHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIYJIALHMHU € PenapaToM

Tonpko [UIs1 OJHOKPATHOTO NPUMEHEHMs. YJAIUTE HAPYKHYIO YIAKOBKY TOJBKO €CIH BCE

TOTOBO K NPpUMCHCHHIO IpfCrapara, 3aTCM MPOBCPHTC HA HAJIWYHUC HC3HAYUTCIIBHBIX IMPOTCUCK
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MyTeM CUJIBHOTO C)KMMaHUs mnakera. B ciydag npOTeﬁQR-'He-l %&I’B%L?)%J;Q: Hajkel]_ 'HéCI%G)JIBKy

CTEPWJIBHOCTh MOXET OBITh HapymeHa. Heo0X0oauMO BBINOJHUTH BU3YaJbHYIO IPOBEPKY
pacTBopa mepen NpPUMEHEHHEM, CJIEQyeT MCIONb30BaTh TOJBKO MPO3payHbIC MAaKeThl 0e3
MEXaHWYEeCKUX BKIIOUeHUH. He ncnonp3yiiTe makeTsl B MOCIEJ0BATEIbHBIX COCTNHEHUSIX.

He npucoennHsiiTe MOBTOPHO YaCTUYHO UCIOIB30BAHHBIC TTAKETHI.

3ampeniaercsi IOCIEAOBAaTEIbHO COEAMHATh HMH(QY3MOHHBIE TIAKEeThl W J00aBNIATH JpYyrue
npenaparsl K pactBopy g uH(Qy3uil. Eciu HeoOXoauMo BBOAWTH JIMHE3ONUA C JIPYTHMMHU
npemnapatamM, TO BCE JICKAPCTBEHHBIE CPEICTBA CIEAyeT Ha3Ha4aTh IO OTAEIHHOCTH B
COOTBETCTBUH C PEKOMEHIYEMBIMH J03aMH M MyTSAMH BBEICHHS. AHAIOTUYHBIM 00pa3oM, eciu
OIMH M TOT >X€ BHYTPUBEHHBIH KaTeTep HCIOJB3YIOT JUIs IIOCIEAOBAaTEIbHON HWH(Y3UU
pa3IMyHBIX IPEnaparoB, TO MEpel] BBEICHHEM JHMHE30JIMJa U TOCIE HEro Karerep CledyeT
HPOMBITH COBMECTHMBIM PACTBOPOM ISt HHY3HH.

CoBMeCTUMBIE PACTBOPLI UL NHG Y3UIL:

e 5 % pacTBOp AEKCTPO3bI AJIsl UHBEKIUH;
e 0,9 % pactBop HaTpus XJIOPHUAA JJIs1 UHBEKIIUA;
e PactBop Punrepa nakrar juist UHbEKIUN.

Bech octaBuuniics mpenapar Uiy OTXO/bI CIeyeT YTHIN3UPOBATh B YCTAHOBIEHHOM IOPSIJIKE.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHUS
Poccniickas @enepanys

000 «ABekcuma Cubupb»

652473, Poccust, Kemeporckas 061 - Ky30acc, r. Amxkepo-CymkeHck, yiu. ['epriena, . 7.
7.1. IlpeacraBuTe/b J1ep:KaTess PeriHCTPALMOHHOIO Y10CTOBEpPeHu s

IIperen3uun norpedbuTeiell HANPABIATD 10 AJIPECY:

Poccuiickas @enepanus

000 «ABekcuma Cubupb»

652473, Poccus, KemepoBckas o6i. - Kyszbacce, r. Amxepo-CymkeHck, yiu. ['eprena, 1. 7.
Temn./akc: (38453) 5-23-51.

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHMUSA
9. JIATA IEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUA PETUCTPAIINN,

IHNEPEPETUCTPALINN)

JlaTa nmepBoii perucTpanuu:
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10. JIATA IEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0003)

OOmass xapaktepucTuka JekapctBeHHoro mpemapata JIMHE3OJIMI  nmoctymHa Ha
uH(pOpMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO cOl03a B HH(DOpPMAIMOHHO-

KOMMYHUKaIMOHHOM cetu «uTepHEeT» http://eec.eaeunion.org/.
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