OBIIASI XAPAKTEPUCTHUKA JI KAPC%%%IE&F@HT%KPA{A" )04)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Jlunesomua, 2 Mr/mi, pacTBOp I HHGY3HA.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByollee BEECTBO: JINHE30IU.

Kaxnapiit M1 pactBopa cojiepxut 2,0 Mr JIMHE30I1a.

BcnoMmorarenbHbIe BCIICCTBA, HATMYMUEC KOTOPBIX HAJA0 YUYHUTBIBATH B COCTAaBC€ JICKAPCTBCHHOI'O

npemnapara: rrokKo3a (J1ekcTposa), HaTpui (cM. paszaen 4.4.).

[TonHbIi TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MTPHBEIEH B paszaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop st nay3Hid.

[Tpo3paunblii O€CLBETHBIN UM C KOPUYHEBATHIM OTTEHKOM PacTBOp.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

[Tpenapat JInne3omua nokasaH K IPUMEHEHUIO Y B3pOCIBIX U JeTel B Bo3pacTe oT 0 MecsALeB 10

18 mer I JICUCHUA I/IH(I)eKLII/IOHHO'BOCHaJ'II/ITeJ'IBHHX 38.6OJ'ICB8.HI/II\/'I, C€CJIN H3BCCTHO MHIIN

oa03pe€BaACTCA, UTO OHU BbI3BAHBI YYBCTBUTCIIbHBIMU K JIMHC30JINAY aBpO6HHMI/I u aHa3p06HBIMI/I

TpaMIIOJIOXUTCIIBHBIMU ~ MHUKPOOpPTaHU3MaMU (BKJ’IIO‘IaSI I/IH(l)GKHI/II/I, COIIPOBOKAAOIIUECCA

OaxTepueMuent):

BHCOOJBHUYHAS ITHEBMOHHMsS, BbI3BaHHas Streptococcus pneumoniae  (Bkiroyast
MOJIMPE3UCTCHTHBIE MITAMMBI), BKJIIOYas CIy4au, COMPOBOXIAMOIIAECS OaKTepueMHe,
win Staphylococcus aureus (ToIbKO METHIIMIUTHHYYBCTBUTEILHBIE IIITAMMBI);
rocnuTanbHas ~ MHEBMOHWs,  Bb3BaHHas  Staphylococcus — aureus — (Bkirouas
METHIMJUTHHYYBCTBUTEIIBHBIC U METUIIWIIMHPE3UCTEHTHBIE IITAMMBbI) Wi Streptococcus
pneumoniae (BKJtouasi MOJIMPE3UCTEHTHBIC IITAMMBI);

OCJIOKHEHHBbIe MH(DEKINU KOKHM M MITKAX TKaHel, BKIOYas WH()EKIUU MPH CHHAPOME
TUa0CTUYECKOW  CTONBI, HE COMPOBOXKIAIONINECS OCTCOMHEIUTOM, BBI3BAHHBIC
Staphylococcus aureus (BKITFOUAst METHIMUTHHYYBCTBUTEIbHBIC "
METHUIIMILTMHPE3UCTEHTHBIE IITaMMBbI), Streptococcus pyogenes wmu  Streptococcus

agalactiae;
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YHCIIe, COMPOBOXKIAOIINECS OaKTEPUEMHCH.
HpI/I OIIPCACIICHUHU, ABJIACTCA JIM JIMHC3O0JUA MHOAXOLAIINM JICUCHUCM, CICAYCT IMPUHHUMATL BO
BHUMAaHHUE pe3yJIbTaTbl MHUKPOOMOJOTMYECKHX MCCIEIOBaHUN WM  HMHQOPMALUIO O
pacIpoOCTPaHEHHOCTH  PE3UCTEHTHOCTH K  aHTHOaKTepHalbHBIM  IperaparaM  Cpeau
IPaMIIOJIO0KHUTEIbHBIX OAKTEPHIA.
JIuHe30M/] HE aKTUBEH MPOTHB MH(EKIHA, BBI3BAHHBIX IPaMOTPHULIATEILHBIMU NaToreHamu. [1pu
NoAO3pCHHUU WM TOATBCPKACHUNU TI'PaAMOTPULIATCIBHBIX ITATOICHOB JOJIKHA OBITH HauvaTa
cnenuduyeckas Tepanus MPOTUB TPAMOTPHUIIATEITBHBIX MUKPOOPTaHHU3MOB.
4.2. Pe:xkuM 103UPOBAHMS H CIIOCO0 MPUMeEHEHUsI

PexxuM J103upoBanus

JluHe30MMy clenyeT MPUMEHSATh TOJNBKO B YCIOBHSX CTAallMOHApa M IOCIEe KOHCYJIbTALMU C
COOTBETCTBYIOIIUM  CICIMAJIMCTOM, TaKMM KaK MHUKPOOHOJOT WM  CIEIHAIUCT  TI0
MH(EKIIMOHHBIM 3a00JIEBaHUSIM.

[TarieHTOB, KOTOPBIM B Hayajie Tepaluu TpenapaT Ha3Ha4Yalud B/B, B JAJIbHEHIIEM MOXHO
NEPEeBECTH Ha JIOOYIO JIEKapCTBEHHYIO (opMy sl ipueMa BHYTpb. [Ipu 3ToM moxbop 10361 He
TpeOyercs, T. K. OWONOCTYNMHOCTh MpU TpueMe BHYTpb coctaBimsier modtu 100 %.
[Tpom0IKUTETLHOCTD JICYCHUST 3aBUCHT OT BO30YIUTEIIS, JIOKAIN3ALUU U THKECTH MH(DEKInH, a
TaKXe OT KIIMHUYECKOTro AP deKTa.

Bspocnvie

Pexomennyemas
[Tokazanus (BkItouasi HHPEKIUH,
Pa3oBas n03a | MpOAOIKUTENHHOCTh
COTIPOBOXKAAIOIINECS OaKTepreMueil)
JICUCHUS

— BHEOOJbHHUYHAS ITHEBMOHUA, BbI3BaHHAaA
Streptococcus pneumoniae (BKITIOYAs
MOJIMPE3UCTCHTHBIC IHTaMMBI), BKJIFO4asA Cliy4dau,
CONPOBOXKIAOIIIAECS OakTepueMuen, 1581071
Staphylococcus aureus (TONTBKO 600 mr B/B

10-14 nueit
MCTUIHIINIMHYYBCTBUTCIILHBIC IJ_ITaMMBI); KaXabIC 124

— TOoCIUuTaJIbHas ITHCBMOHUA, BbI3BAHHAsA
Staphylococcus aureus (BKITFOUAst

MCTUIHUIIJIIMHYYBCTBUTCIIBHBIC u

MCTUIHUINIMHPE3UCTCHTHBIC IJ_ITaMMLI) nin
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Streptococcus pneumoniae (BKIIIOUAS

MOJIMPE3UCTCHTHLIC I_HTaMMLI);

— OCJIO)KHCHHBIC I/IH(beKI_II/II/I KOXH U MAT'KUX TKaHeﬁ,
BKJIIOYas nHpeKmn npu CUHIpPOME
I1MabEeTUYECKON CTOIBI, HE COINPOBOXKAAIOIINECS
OCTEOMHUENINTOM,  BbI3BaHHBIe  Staphylococcus
aureus (BKJ‘IIO‘IaSI MCTUIU/IJIIMHYYBCTBUTCIIBHBIC U
MCTUIUIIIIMHPE3UCTCHTHBIC HITaMMBI),
Streptococcus pyogenes wmmu  Streptococcus

agalactiae;

— uH(pEeKUUHU, PE3UCTEHTHbIE K BaHKOMUIUHY, 600 Mr B/B

BBI3BaHHEIE Enterococcus faecium, B Tom yuce, 14-28 nuei

Kaxaele 12 g

COIIPOBOXKIAOIIUECCS 6aKTepI/IeMI/ICI71.

Oco0Bble IPVIIILI TAIUEHTOB

Tlayuenmol ¢ napywenuem @yHKYUU NOYex
Koppekuuu 1o3sl He TpeOyercs. B cBsazu ¢ tem, uro no 30 % ymHe3onuaa yjaaiasercs Mpu
reMo/iiain3e B TeUCHUE 3 4acoB, JIMHE30IM/L JOKEH IPUHUMATHCS [TOCTIe MPOBEACHUS TUalln3a
NaUeHTaM, Hy>KJaIOLMMCS B HEM.
Tayuenmol ¢ napywenuem yHKkyuu neyenu
Koppekuuu 10361 He TpedyeTcs.
Tayuenmor noxcunozo eospacma
Koppekuuu 10361 He TpedyeTcs.
eTu
Hemu 6 6o3pacme om 12 0o 18 nem
Pexum noszupoBanus uist nereit ot 12 no 18 ner He oTaM4YaeTcss OT peKUMa JO3UPOBAHUS IS
B3pOCIIBIX.

Hosopooicoennvie® u oemu 0o 12 nem

Pexomennyemas
[Tokazanus (Bkitouasi HGEKIINH,
PazoBas 103a | IpOAOIKUTEIHLHOCTD
COIIPOBOXKAAOIIKECs OakTeprueMueil)
JIeUeHUS

— BHeOOJIBHUYHAS ITHEBMOHUA, BbI3BAHHAas
) 10 Mr/kr B/B
Streptococcus pneumoniae (BKITIOUAS 10-14 gnei
KaXkaele 8 4
MOJIMPE3UCTCHTHEIC HJTaMMBI), BKJIIO4asA Ciiy4dau,
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Staphylococcus aureus (ToNBKO

MCTUIUJIJIMHYYBCTBUTCIIBHBIC H_ITaMMBI);

— TOoCIIUTaJIbHasA ITHEBMOHMA, BBI3BAHHAas
Staphylococcus aureus (BKITROYAS
MCTUIHJIJIMHYYBCTBUTCIILHBIC )41
MCTUIUIIIIMHPE3UCTCHTHBLIC IJ_ITaMMLI) 501058
Streptococcus pneumoniae (BKITFOUAS

MOJMPE3UCTCHTHBIE IITAMMBI);

— OCJIOKHEHHbIE MH(PEKIMUA KOKH M MATKHX TKaHEH,
BKJIFOYAst MHPEKIUK TIPU CHHAPOME JTnabeTHUECKOM
CTOITbI, HE COIPOBOKIAIOIIMECS OCTEOMHEIUTOM,
BbI3BaHHBIe  Staphylococcus aureus (Bkiroyast
METHIMUINHYYBCTBUTEbHBIE u
METHIHUTMHPE3UCTEHTHBIE [IITAMMBI),
Streptococcus  pyogenes wmim  Streptococcus

agalactiae.

— HWH(EKIUHN, PE3UCTCHTHBIC K BAHKOMUIUHY,
10 mr/kr B/B
BEI3BaHHEIE Enterococcus faecium, B Tom uuce, 14-28 nuei
KaX1ple 8 U
COTIPOBOXKTAIOIITUECS OaKTEpUEMHUEH.

* Y HeJIOHOIICHHBIX HOBOPOXK/IEHHBIX B BO3pacTe MeHee 7 AHel (0epeMeHHOCTh MeHee 34 Heflelnb)
CHCTGMHBIfI KJ'II/IpeHC JIMHE30JIMJa HMXC, a 3Ha4YCHUA AUC BBIIIIC, YEM y 60J'II>HII/IHCTBa
HOBOPOXKICHHBIX U neTeil. K 7 aHio mocne pokaeHus kiupeHc aunesonuaa u 3nadeHuss AUC y
HECIOHOIMCHHBIX HOBOpO)K)IeHHI)IX HpI/I6J'II/DKaCTC$I K TaAKOBBIM y JOHOIIICHHBIX HOBOpO)K}leHHI)IX nu
JeTei.

Crooco0 rmpuMeHeHus

BuytpuBenHo uHdy3nonno. PactBop ans uH(y3uil cieayeT BBOAUTH MAIMEHTY B TEUYEHHE
30-120 MuHyT. WHCTpYKIMM 1O NPUTOTOBICHHIO JIEKAPCTBEHHOTO IIpenaparta mepen
IIPUMEHEHUEM CM. B pazzeie 6.6.

4.3. IIpoTuBONOKA3aAHUS

L4 FI/IHCp‘-Iy'BCTBI/ITCJ'IBHOCTL K JIMHEC30J Iy UJIN K J'IIO6OMy 3 BCIIOMOT'aTCIBHBIX BCIICCTB,

MePEUYUCIIEHHBIX B pasnene 6.1.
e OIHOBpPEMEHHBI  MpHeM  JUHE30JMJa C  [pernapaTamMd,  HUHTHOUPYIOIUMHU

MOHOAaMUHOKCHAa3bl A unu B (Hampumep, QeHen3uH, M30KapOOKcazug, CeJerwiuH,

4
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Ipernaparos.
e [lpu OTCYTCTBMM TINATENPHOTO HAONIOAEHUS 3a MAUEHTaMH W MOHUTOPHUHTA
apTEpUANBHOTO JABJICHUS HE CIIEAYyeT Ha3HAYaTh JIMHE30JIU/I:

—  TaIUeHTaM ¢ HEKOHTPOJIMPYEMOH apTepuanbHON TUIIepTeH3UEH, (HeoXPOMOIIUTOMOH,
TUPEOTOKCUKO30M, KapLUUHOUIAHBIM CHUHAPOMOM, OHUIOJSPHBIM PacCTPOMCTBOM,
mm30a¢pHEeKTUBHBIM PACCTPORCTBOM M OCTPBIM COCTOSIHUEM CITyTaHHOCTH CO3HAHMS;

— TauueHTaM, TMOJYyYaloUMM CIEAYIOUIME THIBI IPEenapaToB: aJpeHOMHMETUKU
(Hanpumep, mnceBaodenprH, (HEHUIPONAaHOIAMUH, 3MUHEPPUH, HOPIMUHEPPUH,
no0yTaMuH), 10haMUHOMUMETUKHU (Harpumep, 1o¢gamMuH), HHTHOMTOPEI 0OPaTHOTO
3axBaTa CEpPOTOHWHA, TPHUIMKIMYECKUE aHTUAenpeccaHThl, aroHuctsl 5-HTI
peLenTopoB (TPUIITaHbl), MENIEPUANH UIU OyCIHPOH.

4.4. Ocodble yka3aHus M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Tayuenmsi ¢ noueunoli HeOOCMamMoOyHOCMbIO

BcnenctBue HewsyueHHOW KIMHUYECKOW 3HAYMMOCTH JBYX IEPBUYHBIX METaOOJIUTOB
JUHE30JUJa Yy IAIHMEHTOB C TSDKEIOW II0YEYHOHW HENOCTATOYHOCTBIO JIMHE30JIUJ JIOJIKEH
HCIIOJIB30BaThCs C OCTOPOKHOCTBIO Y TAKUX IALMEHTOB M TOJIBKO €CIIM IIPEAIIoaracMasi 1oJjb3a
MPEBBIIIAET IOTCHIMAJIBHbIA pUCK. TakKe HET JaHHBIX IO NPUMEHEHUIO JIMHE30IuAa Y
MAIMEHTOB, HAXOMAAIIUXCS Ha aMOylaTOPHOM TMEPUTOHEATbHOM JHANM3€ WM JIPYTHX
aJbTEPHATHBHBIX METOAAX JICUEHHS TOYEUHOU HEJOCTATOYHOCTH.

llayuenmul ¢ neuenouHou HEOOCMAMOYHOCMbIO

Nmerorcst orpaHMYeHHbIE KIMHUYECKUE JAaHHbIC, PEKOMEHAYIOINUE UCIIOIb30BaTh JIMHE30IU] Y
TaKMX T[AIMEHTOB TOJBKO B TOM CIydae, €CIM IpearnonaraéMas I0Jib3a IPEBBILIAECT
MOTEHIMAIBHBIN PHUCK.

layuenmul ¢ cucmemHvIMU UHGEKYUAMU

JIuHe30mu OJKEH MCIONIB30BAaThCS C  OCTOPOKHOCTBIO Y TALMEHTOB C CUCTEMHBIMH
UHQEKIHUSIMH, TPEACTABISIONIMMU PUCK NS JKU3HU, TaKUMH KaK WH(MEKIHH, CBSI3aHHBIC C
BEHO3HBIMH KaTE€TepaMH B OTACJICHUAX NHTCHCUBHOW Tepauu.

Oco0ble yKa3aHus

CMEPMHOCWZby nayuermoes ¢ kamemep-acCoyuuposarnHblMu qubeKuu;mu
B OTKPBITOM HCCJIICIOBAHUU CPCAU TSHKEII000JIbHBIX ManUCHTOB C BHYTPHUCOCYIUCTBIMU KATCTCP-
aACCOUMHUPOBAHHBIMU I/IH(I)GKHI/ISIMI/I OBLII0O OTMEUYEHO MOPEBBINICHUC CMEPTHOCTU Yy IMAIMCHTOB,

MMoJIydyaBIINX JIMHE30JUO, 110 CPaBHCHUIO C IIalUCHTaAMH, [OJIyYaBIINMU BaHKOMI/IHI/IH/
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(akTOpOM, OKa3bIBAIOLINM BIHMSIHUE HA YPOBEHb CMEPTHOCTH, OBUI CTATyC IPAMITIONIOKUTEIHHON
UH(EKINH B UCXOIHBIA MOMEHT BpeMeHH. [Toka3zaTens ieTalbHOCTH OBLT CXOK CPEIH NAllUEeHTOB,
UHQEKIUM y KOTOPbIX OBUIM BbI3BaHbl TOJBKO TI'PAMIIOJIOKUTEIBHBIMU MUKPOOpPraHU3MaMHU
(otHOwmeHuu mancoB 0.96; 95 % noBepurensHbid nHTEpBa: 0.58—1.59), HO ObUT 3HAUUTENBHO
Beie (p=0.0162) B rpynmne auMHE301MIa, KOTIa OOHAPYKUBAINUCH M JIPYTHEe MUKPOOPTaHU3MBI,
WIM WX HE yAaBajlochb OOHApYXMTh Ha HayaJbHOM JTane (CooTHouieHue wmwaHcoB 2.48; 95 %
ToBepUTENNbHBIA HHTEpBaT: 1.38—4.46). HanbGonpmmii nucOanaHc OTMEUYEH BO BpeMs JICUCHHUS U B
Te4YeHUe 7 JTHEeH mocie OKOHYaHWsS aHTHUOMOTHKOTepanuu. B xoje uccienoBaHust B IpyIime
JMHE30IMJa OOJbIlle TALMEHTOB NPUOOpEeTand TpaMOTpUIATEIIbHBIE MHUKPOOPTaHU3MBI H
BITOCJICJICTBUH ITOTUOATN OT MH(EKINH, BHI3BAHHOW IPaMOTPHUILIATEIIbHBIMA MUKPOOPTaHU3MaMH,
WIN TOJIUMUKPOOHBIX MHGeKImi. Takum o0pa3oM, B Cilydae OCI0XKHEHHBIX MH(EKIUI KOXHU U
MSTKHX TKaHeH JTMHE30JIU]] CIIeAyeT UCIIOIb30BaTh y NAllMEHTOB C U3BECTHOM MIIM BO3MOXKHOM KO-
UHQEKIMeH TpaMOTPUIATEIbHBIMH MHKPOOPTaHU3MaMH, TOJIBKO €CIH HET albTepHATHBHBIX
BapUAHTOB JieueHus (cM. pa3zaen 4.1). B aTux ciyyasix moka3aHo OJHOBPEMEHHO JIOTOJIHUTEIILHOE
IpUMEHEHHE IpenapaToB, ISHCTBYIOLUINX Ha IPaMOTPULIATENIbHYI0 MUKPO(DIOpY.
Muenocynpeccus

Y  HEKOTOpBIX MAalWEHTOB, NPUHUMAIOIIUX JIMHE30JIM], MOXKET pPAa3BUThCA oOOpaTtuMmas
MHUETIOCYTIpeccus (C aHeMUEH, TPOMOOITUTOTICHHUEH, JTISHKOTIEHHEN 1 TAaHIIUTOTIEHUEH ), 3aBUCAIIAS
OT IPOJOJDKUTEIBLHOCTH TEpanuu. Y NOKWIBIX MAlMEHTOB TAK)KE IOBBIIIEH PUCK pa3BUTHUSA
JTAHHOTO COCTOSIHMA. TpOMOOIMTONEHMs Yalle BO3HHMKAJIA Yy MAlMEHTOB C TSDKENIOM MOuYedHOM
HEJ0CTAaTOYHOCTHIO HE3aBUCUMO OT NMPUMEHEHMs Y MallMeHTa remMoauanusa. B cBa3u ¢ aTum B
Ipolecce JIeYeHUs: HE0OX0AMMO MPOBOJUTH MOHUTOPHUHI TOKa3aTesie KPOBH y MAIEHTOB C
MOBBILICHHBIM PUCKOM Pa3BUTHsI KPOBOTEUEHUS, MUEIOCYNPECCUEN B aHAMHE3€, a TaKXKe IpU
OJTHOBPEMEHHOM IPHUMEHEHHM MpPEernaparoB, CHIDKAIOIIMX TIeMOIVIOOMH MM KOJMYECTBO
TPOMOOILIMTOB U/MIIM UX (PYHKIIMOHAIbHbIE CBOMCTBA, C TSHKEJION OYEYHON HEJIOCTATOYHOCTBIO, a
TaK)Ke y NallMeHTOB, IPUHUMAIOIIMX JINHE30/I1]] Oosiee 2 Heenb. JInHe30mu 1 y TAKUX NalMeHTOoB
IPUMEHSETCS TOJIBKO B TOM Ciydae, KOT/1a BO3MOXEH TIIATEeNbHBIH MOHUTOPUHI FeMOTJIO0MHA,
KOJINYECTBA JIEHKOIIMTOB M TpoMOOLMTOB. Ecii BO Bpemst Tepanuu JMHE30JIUI0M Pa3BUBAETCS
BbIpaXXCHHAsI MUEJIOCYIIPECCHS, JIEYEHUE JTOJKHO OBITh MPEKPAIEHO, €CIIU TOJILKO POJOHKEHNE
Tepanuu He CYUTAaeTcsl aOCOJIIOTHO HEOOXOTUMBIM. B 3TOM ciiydae HEOOXOAMM HWHTEHCHUBHBIN
MOHMTOPHHTI ITOKa3aTeJIe KpOBH M COOTBETCTBYMOIEE JieueHne. Kpome Toro, pekomenayercs,
4yTOOBI aHaJN3 KPOBH (B TOM YHMCIIE, ONpeAeTeHHe reMoriioOnHa, KOJu4ecTBa TPOMOOIIUTOB U
JEHUKOIMTOB (C pacyeToM JIEUKOLUTAPHON (OPMYJIbI)) MPOBOIUIICS €XKEHENEIbHO Y MAIUEHTOB,

MMoJIydaromux JIMHE30JIUA HE3aBUCHMO OT ToKa3aTeseH HCXOJHOTI'0 aHaliu3a KpOBH. bonee
6
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0oJIbIlIe MAaKCUMAJIbHO PEKOMEH]JIOBAHHOW MPOJOJDKUTEILHOCTH B 28 NHEW. DTHUM NalueHTaMm
game TpeOoBaloch TepenuBaHue KpoBu. Cnydam cupepoOiacTHON aHemuw — ObLTH
3apEruCTPUPOBAHBI B MOCTPETUCTPAIIMOHHOM Mepuojie. B OOJbIIUHCTBE ClTydaeB JIUTEIbHOCTh
Teparuy JIMHE30JIUAOM MpeBbiiaia 28 aHei. Y OONbIIMHCTBA MAIMEHTOB MPOSBICHHUS ObLIH
NOJHOCTBI0 WJIM YacTHYHO OOpaTUMBI TOCIE MPEKPAICHUs JICYCHUS JIMHE30JIHIoM c/0e3
CeU(pUYECKOTO0 JICUYCHUS aHEMHUH.

Anmubuomux-accoyuupoeannas Ouapest u Koaum

V nmanueHToB, MPHHAMAMONIMX aHTHOAKTEpUATIbHBIC MTpenaparhbl, BKIOYAs JIUHE30IHI, CICAyeT
YUYUTBIBATh PUCK Pa3BUTHUS IICEBIOMEMOPAHO3HOTO KOJIUTA PA3IMYHON CTEIICHH TSKECTH.

O cayyasx muapeu, ceszannoi ¢ Clostridium difficile, cooOrianock B ¢BsI3u ¢ HCIOJIb30BaHHEM
NPaKTHYECKH BCEX aHTUOAKTEPUAIbHBIX IPENapaToB, BKIIOYAs JIMHE30IUI. TsKECTh auapeu
MOXET BapbUPOBATh OT JISTKUX (OPM J10 TsKeNbIX. JIedeHue aHTHOAKTepUaIbHBIMU ITperapaTaMu
HapyIIaeT HOPMAIBHYI0 MHKPO(DIOPY KHUINEYHHKA, YTO MPHBOAUT K H3OBITOYHOMY POCTY
Clostridium difficile. Clostridium difficile BeipabaTsiBacT TOKCHHBI A U B, KOTOpBIE IPUBOAAT K
passutuio auapeu, cBs3anHoit ¢ Clostridium difficile. M30bTounoe KOIMYECTBO TOKCHHOB,
BeIpabareiBacMoe mrammamu Clostridium difficile, Moxer BbI3BaTh MOBBINICHUE JICTATBHOCTH
Cpelu TAlMEHTOB, TaK KaK Takve WH(EKIHH MOTYT ObITh YCTOWYHMBBI K MPOTHBOMHUKPOOHOMN
TEpanuy, a TAaKKE MOXKET MOTPEOOBATHCS KOJIOHIKTOMUsI. Helb3si MpUMEHSTh JICKapCTBCHHBIC
CpE/ICTBa, TOPMO3SIINE IEPUCTATBTUKY KUIICUHNKA. BO3MOKHOCTD pa3BUTHS TUapeH, CBA3aHHOM
¢ Clostridium difficile, nomkHa paccMaTpuBaThes y BceX MAI[MEHTOB C JUapeeii, mocieoBaBIei
3a HCIOJb30BAaHHEM aHTHOMOTHUKOB. TIIaTellbHOE MEIUIIMHCKOE HAOIIOJCHUE B TCUCHHE 2
MecsIIeB HeOOXOJMMO MalMeHTaM, HepeHeclnM auapero, cBssannyto ¢ Clostridium difficile
10CJIe BBEJICHUS aHTHOAKTEPUAIIbHBIX MPENapaToB.

Tepugpepuueckas neiponamust u Helponamus 3pUMenbHO20 HePea

Coobmanocs 0 mepudepuueckoil HeMpomaTuu, a Tak)Ke HEUpPOMaTHU 3PUTEIHLHOTO HEpBa U
HEBPHUTE 3PUTEIHLHOTO HEPBA, KOTOPhIE HHOT/A POTPECCUPYIOT JI0 TIOTEPH 3PCHUS, Y MAIIMEHTOB,
KOTOpBIE MOJTYYaIH JICUCHHE JTMHE30JIUIOM; STH COOOILEHHSI HMEIIM MECTO B TIEPBYIO OYepelb Yy
NalMEHTOB, MMOJTyYaBIIHX JICYCHUE HA MPOTSHKEHUN MIEPUOJI0B BPEMEHH, KOTOpbIe ObUIH OOJIbIIe
MaKCHMaJIbHON PEKOMEHI0OBAaHHOM MPOIOJHKUTEILHOCTH JISYEHHS, COCTABIISIONICH 28 THEH.

[pu NOSBICHUH CUMIITOMOB YXYIIICHUS 3PUTESIBHON QYHKIIMU, TAKUX KaK H3MEHEHHE OCTPOTHI
3peHUsl, M3MEHEHHE LBETOBOTO BOCIPHSATHS, 3aTyMaHEHHOCTb, AE(EKTHI TIOJIeH 3peHus,
PEKOMEHIYETCsl CPOYHO 00paTuThes K opranbMonory [uis KoHCyabranuu. Cieayer IpoBOANUTh

MOHUTOPHHT 3pHT€J’IBH017I (bYHKIIHI/I Y BCCX MAOMECHTOB, IMMPHHUMAIOMNX JIUHC30JUA B TCUCHHUC
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COOTBETCTEYET 3KCNEPTHI
ot 20.08.2024 N2 17323
JUIMTENILHOTO BpeMeHu (6osee 28 muHel), a TakKe y Bd&'ﬁa@%@ag EHEHOL TR 00041 o

Y OTYETY

CHUMIITOMAaMH 3PUTEIBHBIX HAPYIICHUN HE3aBUCUMO OT MPOJIOKUTEIEHOCTH TEPAIINH.

B cnyuae pasButus nepudepuueckoid HEHpoOmaTHN U HEHPOMATUN 3PUTEIILHOTO HEPBA CIIEAYET
OLIEHUTb COOTHOILLIEHHE PHUCK/TMOJb3a MPOJOHKEHUS Tepally JMHE30IMIOM Yy 3TUX IalMEHTOB.
Puck pas3BuTus HeWpomnaTtuu BbIIIE, €CIM JIMHE30JUJ IMPUMEHSETCS Yy HalMEeHTOB, KOTOpbIE
UCTIOJIB3YIOT B HACTOALIEE BPEMs WIIM KOTOpPHIE HEIaBHO MPUHUMAIN aHTUMHKOOAKTepHaIbHBIC
npenapaThl s JISYeHUs! TyOepKyJiesa.

Jlakmoauyuoos

B cBs3u ¢ mpuMeHeHHeM JIMHEe30/IuAa coo0Lanock o jakroanuaose. IlanuenTsl, y KOTOpbIX Ha
¢doHe mpHeMa JIMHE30IMJA BO3HHMKAET IOBTOPHAs TOIIHOTA WM pPBOTAa, OOJNb B JKUBOTE,
HEOOBSICHUMBIN aIMI03 WM OTMEYAETCSl CHIDKEHHE KOHLEHTPAIMH THAPOKapOOHAT-aHUOHOB,
TpeOYIOT TIATEILHOrO HAOII0IEHUS CO CTOPOHBI Bpaya.

Mumoxonopuanvhas oucghynkyus

Jlunezonmuy wHrHOMpyeT cuHTE3 Oenka MuToxoHApui. IloGounble >(QexTs, Takue Kak
JAKTOAIMI03, aHeMHs M Helpomatus (mepudepudeckas HIM 3pUTEIBHOTO HEPBa), MOTYT
BO3HUKHYTh B  pe3ysibTaTe€ »3TOr0 TOPMOXEHHUs; 3TU 3PQeKThl sABIAOTCI  Oosee
pacrpocTpaHEeHHbIMHM, KOTa [Iperapar UCIoiib3yeTcs 0osblie, yeM 28 aHel.

Cyoopoeu

Coo061manock 0 cyoporax y MnaiueHTOB, TPUHUMABIIUX JIMHE30JIUI, TIPU STOM B OOJIBIITMHCTBE
CJlydaeB B aHAMHE3€ UMEJIOCh YKa3aHUe Ha CyJOPOr'H WM Halnuuue (PaKTOPOB PUCKA UX PA3BUTHUS.
VY nanueHToB HEOOXOOUMO coOpaTh MOJPOOHBIN aHaMHE3, KacaloUuiics MpenniecTBYIOMUX
AMH30I0B CYJI0POT.

Hneubumopol monoamunoxcuoasol

JIunezonuy siBisieTcsl 0OpaTUMBIM HECEIEKTUBHBIM MHIMOUTOPOM MOHOaMHHOKcuAa3sl (MAO);
OJTHAKO B [103aX, MNPHUMEHSAEMBIX [UId aHTHOAKTepUalIbHON Tepamuu, OH HE MpPOSBISIET
aHTHaeTnpeccanTHBId 3¢ dekr. MMeTcs odeHb OrpaHWYCHHbBIE MaHHBIE W3 HCCIIEJOBaHUIN
JIEKApCTBEHHBIX B3aMMOACWCTBUI U B OTHOLICHUH O€30MTaCHOCTH JIMHE30JIUIA TIPU MPUMEHEHHH
y TAalUeHTOB C OCHOBHBIMH 3a00JIEBaHUSMH W/WIM TpPU OJHOBPEMEHHOM IPUMEHEHHU
JIEKapCTBEHHBIX IpEnapaToB, KOTOPbIE MOTYT TIOABEPTHYTh HMX PHCKY, OOYCIIOBIEHHOMY
uHrubupoanneM MAO. CnenoBaTenbHO, IPUMEHEHUE JIMHE30/IMa HE PEKOMEHAYETCS B ATHX
00CTOSTENILCTBAX, KPOME CITydaeB, KOT/Ia BO3MOYKHO MPOBEJACHNE TIIATEIFHOTO HAOIIOJICHUS U
MOHHUTOPHUHTA MAIMEHTa, MOJyYarouero npemnapar (cM. pazaenst 4.3 u 4.5).

Cepomonunoswiti CUHOpOM

Coo0manoch 0 CIIOHTAHHBIX CIIyYasX pPa3BHTHS CEPOTOHHHOBOTO CHHIPOMA, CBSI3aHHOTO C

OIHOBPCMCHHBIM MNPUMCHCHHUEM JIMHE30JIMAa U CCPOTOHHMHCPIUUCCKUX IMPEIapaToB, BKIIHOYAA
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COOTBETCTBYET 3KCNEPTHI
ot 20.08.2024 N2 173

AHTUACTIPECCAHThI, TAKHUC KaK CCICKTHBHBLIC HHFH6H+%I:1%%;1§IOTEE%(§£5 TCTé]gl()'II%ﬁ-III/IHa

(CUO3C) u onmounnst (cMm. paznen 4.3 u 4.5). [lpu HeoOX0AMMOCTH MPUMEHEHHUs Mpernapara B
COYETaHUH C CEJICKTHUBHBIMH HHTHOMTOpAaMH 00pPaTHOTO 3aXBaTa CEPOTOHUHA CIIEIYET MMOCTOSHHO
HAOJI0/IaTh 32 MAIlMEHTAMU C LENbI0 BBISBICHHUS MPU3HAKOB U CHUMITOMOB CEPOTOHHMHOBOTO
CUHAPOMA, TAKUX KaK HApyIIEHUE KOTHUTUBHOU (PYHKIIMH, TUIEPIUPEKCHS, TUIeppedIIeKcHs 1
HapylIeHHe KOOpAMHAIMM [BW)KEHUIH. B cioydae mNOsABICHHS TaHHBIX CHUMIITOMOB CIEIYyeT
OTMEHUTh OAMH WM o00a TpUHUMAeMbIX Impenapara. lIpy npekpameHHH MpHeMa
CEpPOTOHUHEPTUYECKOTO CPEACTBA MOTYT HAOIIOAATHCSI CUMIITOMBI CHHAPOMA «OTMEHBD».
CooOmranocs 0 ciydasx 00paTUMOro MOBEPXHOCTHOTO U3MEHEHUS OKpallluBaHus 3yOHOM dManu
IPY UCHOJB30BAHUY JIMHE30UAA. JlaHHBIE U3MEHEHHS OKPAIIMBaHUS YAASUTUCH TOCPEICTBOM
po¢eCCHOHATBLHOTO OYHIIICHHS 3yOO0B.

Tunoanuxemus

Coo01m1anocs o ciry4asiX CHMITOMAaTHYeCKON THIIOTJIMKEMHH Y TTAIIHEHTOB C CaXapHbIM I1a0eToM,
MOJTYYaBIIUX JIMHE30JIUI OTHOBPEMEHHO C HHCYJTMHOM HJIM THITOTIMKEMHYECKIMH TIpernapaTaMH.
XOTs NPUYNHHO-CJICICTBEHHAS CBS3b MEXKIY IPUEMOM JIMHE30JIUAA U Pa3BUTHEM THITOTIIMKEMHH
HE YCTAHOBJICHA, MAIMEHTOB C CaxapHbIM Aua0eToM HEOOXOAMMO Mpeaynpexaarb o
BO3MOXXHOCTH Pa3BUTHUS TUIIOTIMKEMUU. B ciiydae BOSHUKHOBEHUS! TUIIOTIIMKEMUH HE00X01uMa
KOPPEKIHs 036l HHCYJINHA/TUTIOTIIMKEMUYECKUX MTPETapaToB MM OTMEHA JIMHE30JIU/A.
Ipumenenue c npodykmamu numanusi, 602amvlMy MUPaAMUHOM

[TatmenTam criegyeT pEKOMEHIOBATh OTKa3aThCs OT TMpHeMa OOJBIIMX KOJWYECTB ITHIIH,
coJepxalieil THpaMuH (Takue, Kak KpacCHO€ BHHO, CO3PEBILUH ChIp, HEKOTOPBIE AJIKOTOJbHbIE
HalMUTKH, KOIMYEHOE MSCO, SKCTPAKTHI JIPOXIKEH, MPOAYKTHl M3 (PEpMEHTUPOBAHHBIX COEBBIX
0000B, TakHe KaK COEBBIi COycC).

Cynepungexyus

Knuanyecknx wccienoBannii, n3y4aBmux >(QQeKT mpuMeHeHHs JTHHE30JIMa Ha HOPMAaIbHYIO
MHUKpO(IIOpy OpraHu3Ma 4eaoBeKa, He IPOBOINUIOCH.

[TpuMeHeHne aHTHOAKTEPUAIBHBIX MIPENAPATOB MHOT 1A MOXKET MPUBOJUTH K YCUIEHHOMY POCTY
HEBOCIPUUMYMBBIX K HEMY MUKPOOPTaHU3MOB. B KIMHUYECKUX HCCIIEIOBAaHUSAX OBLIO MOKA3aHO,
YTO MPUMEPHO y 3 % MannueHTOB, MOTYYaBIINX PEKOMEHIOBaHHBIE 1036 IMHE30JINIa, Pa3BUBAIICS
KaH/H]103, aCCOIMUPOBAHHBIN ¢ TPUEMOM aHTHOMOTHKOB. [Ipy BOSHUKHOBEHHH CyTIepHH(DEKINN
Ha (oHe mpuema JHMHE30JIHJa CIeAyeT NMPUHUMATh COOTBETCTBYIOIIHME MEPhl METUIIMHCKOIO
Xapakrepa.

Knunuueckue uccreoosanus

be3zonacHocTh U 3(PPEKTUBHOCTH NMPUMEHEHHS JIMHE30IM1a JUIMTEIBHOCTRIO Oosiee 28 nHel He
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.08.2024 N2 173

(MOCNEOOBATENLHOCT 0004)

YCTAHOBJICHBIL.

B KOHTpOJMpYEMBIX KIMHUYECKUX HCCIEAOBAHUIX HE NPUHUMAIU YYacTHs TAIUCHTHI C
CUHAPOMOM «IMA0ETUYECKOW CTONBI», MPOJCKHIMU WU HWIIEMHUYECKUMHU HAPYIICHUSMHU,
TSDKEJIBIMU 0’KOTaMHU WJIM TaHTPEHO3HBIMH TMOPaKEeHUsSMU. TakuM 0Opa3oM, OIMBIT MPUMEHEHHUS
JIMHE30JIU/Ia B TEPAITUH STHX COCTOSHUI OrpaHHYCH.

Paboomuonus

Coo0manocs 0 ciydasx pabaoMuonn3a Ipu MPUMEHEHUU JuHe3oauaa (cM. pasnen 4.8.). Ecou
HAOJIOMAIOTCS TIPU3HAKK WM CHMIOTOMBI Pa0JIOMHONIN3A, TIPUEM JIMHE30JIHJA CIEIyeT
NPEKPaTHTh U HAYaTh COOTBETCTBYIOIIYIO TEPAITHIO.

BcrnioMmorarensHble BEIECTBA

I nroxo3a (Oexcmposa)

JlanHbplif mpenapar COAEPXKUT 5 T TIIOKO3bI (IeKCcTpo3bl) HAa OyThuiKy 100 mi, 7,5 r riroKo3sl
(mexctpossl) Ha OyThUIKY 150 M1, 10 r rimroko3sl (IekcTpo3bl) Ha OyThuTKy 200 Mit, 12,5 T rimtoko3sl
(mexctpossl) Ha OyThUIKY 250 M1, 15 r rimoko3sl (1ekcTpo3sl) Ha OyThUIKy 300 mit, 20 T TitoK03bI
(mexctpo3sl) Ha OyThUIKYy 400 M, 4TO HEOOXOAMMO YUYUTHIBATH MAIMEHTaM C CaXapHbIM
nadeTom.

Hampuui

Jannsiit nmpenapat cogepkut 1,8 mmons (42,2 mr) narpus Ha OyTeuiky 100 mui, 2,8 mmonb
(63,3 mr) HaTpust Ha OyThUIKY 150 M1, 3,7 Mmmoub (84,5 Mr) HaTpus Ha OyTeIIKY 200 M1, 4,6 MMOJTB
(105,6 mr) nHatpusa Ha OyThuIKy 250 mui, 5,5 mmonb (126,7 mr) Hatpus Ha OyTbuiky 300 M,
7,3 mmonb (168,9 mr) marpus Ha OyThuiky 400 Mi. HeoOxomumMo yduThIBaTH MaIlMEHTaM,
HaXOSAIIUMCS Ha IUETe C OTPaHUYCHHEM MOCTYIUICHHS HATPHSL.

4.5. B3ammopeiicTBHe ¢ IpPYrUMH JIEKAPCTBEHHBIMH NpenapaTamMM © JApyrue BHJBI
B3aMMO/EHCTBUA

YcraHoBieHO, 4TO n30(hepMeHTHl uToxpoma P450 He yyacTBYIOT B MeTabOJIM3Me JIMHE30JIU1a
in vitro. JluHe3omux HE MHTUOMPYET W HE MOTEHIMPYET AKTHBHOCTh KIMHUYECKH Ba)KHBIX
uzodepmeHToB 1uroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum obpazom, He
oxunaercss CYP450-uHaynnpoBaHHOTO B3aUMOJEHCTBUS TNpU mpueMme JuHezonuga. Ilpu
OJTHOBPEMECHHOM TMPUMEHEHUH JIMHE30u/1a 1 (S)-BapdaprHa, KOTOPbIi B 3HAYUTEIILHON CTEIICHH
metabomusupyetrcsi  uzodpepmentom  CYP2C9, ¢dapmakokuHETHUECKHE  XapaKTEPUCTHKU
BappapuHa HE MEHSIOTCA. Takue mpenaparbl, kak BapdapuH U (EHUTOUH, SIBISIOIINECS
cyocrparamu uzopepmenta CYP2C9, MOXKHO NPUMEHATh OJHOBPEMEHHO C JIMHE30JIUAOM 0e3
KOPPEKIIHH J03bI.

I/IHFI/I6I/ITODI)I MOHOAMMHOKCHU1a3blI
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COOTBETCTBYET 3KCNEPTHI
ot 20.08.2024 N2 173

Jlunesomu sIBISETCS HECETICKTUBHBIM 00paTHMbIM HHFPI‘&/II’;IOTDAHBE'(T&MB}EE;I}I&E&H(IIIB'J'[‘IOMV

y HEKOTOPBIX MAIMEHTOB, MOIYYAIOINX JTUHE30H I, MOKET OTMEYAThCsl YMEPEHHOE 00paTuMoe
yYCHUJIEHUE MPECCOPHOro NEHCTBUS IceBaoddenpuna u GpeHuInponatonaMmuta. B cBsa3u ¢ atum
PEKOMEHJIyeTCsl CHU)KAaTh HadajbHbIC J103bI CIEIYIONIMX TPYII MPErnaparoB: afpeHOMUMETHKU
(Hanpumep, niceBnoddenprH, GEeHUIMPONAaHOIAMUH, YMUHEPPUH, HOPIMUHEPPUH, T00yTaMHH),
nohaMUHOMUMETHKY (Hampumep, nodhaMUH) U B JAJIBHEHIIEM OCYIIECTBIATH MOAOOP J03BI
TUTPOBAHUEM.

B uccnemoBanusax I, IT u Il ¢da3el HE oTMEUaNoCh pa3BUTHS CEPOTOHMHOBOTO CHHIpOMA Y
NAIUEHTOB, IOJYYaBUIMX JIMHE30JIMJ COBMECTHO C CEPOTOHMHEPIMYECKMMH IpernapaTraMu.
CooOuranoch 00 04eHb PEAKUX CIIOHTAHHBIX CITydasx Pa3BUTHUS CEPOTOHMHOBOTO CHHAPOMA MPHU
OJIHOBPEMEHHOM NMPUMEHEHHUH JTMHE30JIUAa U CEPOTOHUHEPTUYECKHX MpernaparoB (cM. pasznen 4.3
ud.l).

[Ipy OAHOBpPEMEHHOM TPUMEHEHHH C a3TPEOHAMOM M TEHTAMHUIMHOM HW3MEHEHUS
(dhapMaKOKMHETHKH JIMHE30JIU1a HE OTMEUaIoCh.

Pudamnunun Be3biBan cHmwkeHHE Cmax 1 AUC smne3onmma B cpennem Ha 21 % u 32 %,
COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0ePEeMEHHOCTD H JIAKTALMSA

bepemeHHOCTD

HccnenoBanuii 6€30MacHOCTH MPUMEHEHMSI JTMHE30JuAa NP OEpEMEHHOCTH HE NMPOBOJIUIOCH,
MO3TOMY NMPUMEHEHHE TpenapaTa JInHe3omua nmpu 0epeMEeHHOCTH BO3MOXKHO TOJBKO B cliyuae,
€CJIM MpeAnoiaraeMas mojib3a OT Tepaluy JJIsi MaTepH NMPEBOCXOUT MOTEHIMAIBHBIA PUCK JUIS
wioja.

JlakTanus

HeussectHo, Bbiensercs M JUHE30JU] C FPYAHBIM MOJOKOM KOPMSILIUX >KEHIIMH, O3TOMY
ClelyeT MPEeKpaTUTh I'py/JHOE BCKapMJIMBaHUE MPU Ha3HAYEHWM IpernapaTa MaTepu B MEPUOJ
JaKTaUH.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H padoTath ¢
MeXaHu3MaMH

Bo Bpemsi 5eyeHHs JMHE30JUIOM YIPAaBISATh TPAHCIOPTHBIMH CpPEICTBAMH, CHEIHAIbHON
TEXHUKOW WM 3aHUMAThCA JICATEIBHOCTHIO, CBSI3AHHOM C TIOBBIIEHHBIM PHUCKOM, HE
pexomenayercs. IlanueHToB cienyer npegynpeauTb 0 BO3MOXKHOCTH Pa3BUTHSI FOJIOBOKPYKEHHUS
WJIM CUMIITOMOB HapyIICHUS 3pEHUS.

4.8. He:kesaTesibHbIEC peaKIMU

Pesrome nipoduiist 0e3onacHoCcTH
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COOTBETCTBYET 3KCNEPTHC
ot 20.08.2024 N= 17323

HexenarenpHbie SABJICHH, CBA3aHHBIC C IIPHUENMOM HHHQOTIPI’E? %;l%a}ggggﬂtﬂ-lo Jl_'EiJI;O-% ‘NI

CpGI[HGfI CTCIICHU BBIPAKCHHOCTH. IIame OCTAJIbHBIX OTMCUAKOTCA AUapcd, T'OJIOBHAA 60.]113,

TOIIHOTA, PBOTA.

CJ'IGIIYI-OH_II/IC HCXKECIATCIbHBIC PCAKIUHU IIpU IHIPUMCHCHHUU JIMHE30JIHMAa B PCEAKHX ClIy4dasax

OTHOCHUJIMCH K KaTCTOpHUHU CEPHE3HBIX: JIOKAJIUW30BaHHAA 0o01b B 0o0J1acTu JKNBOTA, TPAH3UTOpPHAA

HIICMHYCCKAad aTaKa, apTepuajibHasA TUIICPTCH3UA.

Tabauunoe pPE3IOME HEXKENATCIbHBIX PEaKIINM

YacToTra HEXeIaTeIbHBIX peaKHHﬁ, IMPUBCACHHBIX HUXCE,

onpeaciaiacb COOTBETCTBECHHO

cnenyromemy (ki1accudukanuss BceMupHOW opraHu3aluu 3paBOOXpPAHEHHS): OUYEHb YacTo

(>1/10), wacro (>1/100, Ho <1/10), Heuacro (>1/1 000, o <1/100), peaxo (>1/10 000, ro <1/1

000), ouensp pemko (<1/10 000), gacTora Hem3BecTHa (HA OCHOBAHMHM HMMEIOIIUXCS JTaHHBIX

OLICHUTH HeBOSMO)KHO).

CucteMHO-OpraHHbIi

Yacrora HexenarenbHas peakuus
KJ1acc
HUnghexyuu u unsazuu 4acTo KaHIu703 (B TOM YHWCIE KaHAHMI03 MOJIOCTH PTa,
BaruHaJIbHbIA KaHIN103), TPHOKOBbIC HH(EKIINH
HEYacTo BarHUT
penko KOJIUT, BBI3BAaHHBIN MPUMEHEHHEM aHTUOMOTHKOB
(B TOM umMcIe ICeBIOMEMOPAHO3HBIN KOIHT)™*
Hapywenus co cmoponwvl | 4acto TPOMOOIUTONICHUS ™, aHEMUST™
KpOBU U TUMpamuyecKkoli | He4acTo MAHIUTOTICHUS®, JIGHKOTNCHUA™, HEUTpONeHHS,
cucmemul 503UHOGUINS
penko cunepobiacTHas aHeMus™*
yacTtoTa MUENO0CYTpeccus ®
HEM3BECTHA
Hapywenus co cmoponul | penko aHadumakcus™*
UMMYHHOU cucmembl
Hapywenus HEYacTo THIIOHATPUEMUS
Memabonuzma u penko JaKTOAUI03*
numaHus
Icuxuueckue napywenus | 4acTto OeccoHHHUIIA
9acTo rojioBHasi 00JIb, TOJIOBOKPYKEHUE
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COOTBETCTEBYET ZKCNEPTHC

ot 20.08.2024 N= 17323

CucreMHO-0OpraHHbIN

(MOCAEQOBATENEROC T 000

Yacrora HexenarenbHas peakuus
KJ1acc
Hapywenus co cmopoHul | HEYacTo cynoporu®,  mepudepuueckas — HeHpomaTHs*,
HEepBHOLL cucmembl W3MEHEHHE BKYCOBBIX OIIYIICHHH, THIIECTE3Us,
napecTe3ust
4acrora CEPOTOHMHOBBIN CUHAPOM
HEU3BECTHA
Hapywenus co cmoponvl | HEHacTo HelpornaTusi 3pUTeNILHOTO HEepBa™®, 3aTyMaHEHHOE
opeaHa 3peHus 3peHue*
penKo nosiBjieHue 1e(eKTOB Mojiei 3peHus™
4acTtoTa HEBPUT 3pHUTENLHOTO HepBa*, moreps 3peHus™,
HEW3BECTHA | U3MEHEHHE  OCTPOTHl  3peHHs*, H3MEHEHHE
[IBETOBOTO 3pEHUS*
Hapywenus co cmoponul | He4acTo 3BOH B yIlIax
opeaHa cnyxa u
nabupunma
Hapywenus co cmoponul | HE4acTo apuTMUS (TaXUKapIus)
cepoya
Hapywenus co cmoponwl | yacto MOBBIIIIEHUE aPTEPHATILHOTO JIaBICHUS
cocyoos HEYacTo TpaH3UTOpHAs HIlleMUYecKas araka, (paeour,
TpomMbodiedouT
Kenyoouno-xkuwieunvie 4acTo pBOTa, TUapesi, TOIIHOTA, JOKAJIM30BAaHHAS WIIH
HapyuwieHus reHepajn30BaHHass Oonb B 00JacTH KHUBOTA,
BKJTIOYAst CIIa3MBblI B )KUBOTE, 3a110p, JTUCTICTICHS
HEYacTo Cra3Mbl B )KUBOTE", B3lyTHE KUBOTA, U3MEHEHUE
[[BETA S3bIKa*, MAaHKPEATHT, TACTPHUT, CYXOCTh BO
PTY, TJIIOCCHT, KUAKHH CTYJ, CTOMaTHT, TIPOYNe
HapyILIEHHUs COCTOSIHUS S3bIKa
peako MMOBEPXHOCTHOE U3MEHEHHE 11BeTa 3yOOB™
Hapywenus co cmoponwl | yacto M3MEHEHHE Pe3yJIbTaTOB (YHKIIMOHATHHBIX TECTOB

nevyeHu u

DfCQﬂQQGbl@O()}lu/}ux nymed

NIECYCHHU, MOBBINICHHUEC AKTHBHOCTH «IICUHCHOYHBIX»

(hepMeHTOB (B TOM 17 () (S

aJlaHMHaAMUHOTpaHcdepasbl (AJIT),
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COOTBETCTEYET 3KCNEPTHO

ot 20.08.2024 N= 17323

CucreMHO-0OpraHHbIN

(MOCAEQOBATENEROC T 000

MY OTUETY

Yacrora HexenarenbHas peaknus
KJ1acc
acnaptatramuHoTpanchepazsl (ACT), menounoun
dbocdarazsr (LLD))
HEYacTo MOBBIIIEHUE KOHIIEHTpAIMK 0011ero ounupyouHa
Hapywenus co cmoponwl | yacto 3y, ChIMb*
KOJHCU U NOOKONCHBIX HEYacTo OyJuie3Hble TOPAKEHUSI KOXKH, TsDKEIIble KOXKHbBIE
mKaueu HEe)XeJaTelIbHbIE PEaKIUH, AHTMOHEBPOTUYECKUN
OTeK®, KpamnuBHMLA, JEPMATUT, IIOBBIIICHHAS
MOTJIUBOCTh
peako BaCKYyJIUT npu TUIEePYYBCTBUTEIHLHOCTU *,
TOKCHYECKUI SMUJAEPMAIIBHBIN HEKpon3™*,
cuanpom CtuBeHca-J»oHcoHa*, anomnenus
Hapywenus co cmoponwl | penko padbaomuonauz* (cm. pazuen 4.4.)
MbIUEYHOL, CKeNeMmHOU U
COeOUHUMENbHOU MKAHU
Hapywenus co cmoponwl | yacto MOBBIIIEHUE KOHIIEHTPAIIMY MOYEBUHBI B KPOBU
NnoYeK U MOUebl800AUUX | HEYACTO noyeyHas HEJ0CTaTOYHOCTb, MOBBIILICHUE
nymeii KOHIICHTPAllMM KpEeaTHHWHAa B IUIa3M€ KpOBH,
TIOJTNY PHS
Hapywenus co cmoponuvl | HE4acTo HapyIleHHUs CO CTOPOHBI BJIarajIMIlia U BYJIbBBI
penpooyKmusHou
cucmemvl U MOJIOYHBIX
JHcenes
Obwue napywenus u 9acTo JMXO0pAaJKa, JIOKAIN30BaHHAs 00JIb
peaxkyuu 8 mecme HEYacTo 03HOO, yTOMJIIEMOCTB, JKaXk1Ia, OO B MecTe
66edeHuUs MHBEKUUH (JU1s1 pacTBOpa AJisi HHPY3Uil)
Jlabopamopnvie u 9acTo OTKJIOHEHHE OT HOPMBI MoOKa3zaTene (yHKIUU

UHCMPpYMeEeHmMAa/llbHble

oamnnvle

NNCYCHHM, IMOBBINICHHUEC KOJIHNYCCTBA HCﬁTpO(I)PIJ'IOB,

503UHO(UIIOB, CHIDKEHUE reMorjo0OuHa,
reMaTOKpHUTa W qucia SPUTPOITUTOB,
MOBBIIICHUE WM  CHUXKEHUE  KOJIMYECTBA
TPOMOOLIUTOB ~WJIM  JIEHKOIIUTOB, TOBBIIICHHE
AKTUBHOCTH JAKTaTACTUAPOTEHA3HI,
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COOTBETCTBYET 3KCMEPTHC
ot 20.08.2024 N2 17323

(MOCAEQOBATENEROC T 000

CucreMHO-0OpraHHbIN

Yacrora HexenarenbHas peakuus
KJ1acc

KpCaTUHKHUHA3GI, JIMIA3bl, aMHUJIa3bl, MOBBIIICHHE
KOHIICHTPALMU TJIFOKO3bI HE HATOIIAK, CHIKCHHE
obmiero Oenka, ambOyMUHA, HATPUS WU KAJIBIIHS,
ITIOBBIIIICHUC NIIN CHHUIXCHHUC KaJiys NI

rUApOKapOOHATOB

HEYacTo OTKJIOHEHHE OT HOPMBI  I'€MaTOJOTMYECKHUX
[I0KA3aTesel, IOBBILICHUE COJEPKaHUSA HaTpUs
WIM  KalblUs B IIA3ME€ KPOBU, CHM)KCHHE
KOHIICHTPALIMHU TJIFOKO3bI HE HATOLLAK, ITOBBIIICHUE
WU CHWXEHHE XJIOPUIOB KpOBH, IIOBBIIICHUE
KOJIMYECTBA PETUKYJIOLIUTOB, CHIKEHUE

KOJIMYECTBA HEUTPOPIIOB

*HexenarelbHbIe PEaKIMH, BBISBICHHBIE B TOCTPETUCTPALIMOHHOM IIEPUO/IE.
# HexenaresbHbIC PEAKIIMH «CIIA3MbI B )UBOTE» onpeaesstores mo knaccupukainmu MedDRA kak TepMHH HHKHETO

YPOBHSI, a HE IPEAIIOYTHTEILHBII TEPMHH.

OnwncaHue OTACIBHBIX HEXKEIATSIbHBIX PeaKITUM

B KOHTponMpyeMbIX KIMHMYECKHX MCCIEOBAHUAX, B KOTOPBIX JIMHE30JIUJ HPUMEHSIICS
MakCUMyM 28 nHe#, Toiapko y 2 % manuMeHTOB pa3BuBajach aHemwus. [lpu mpuMeHeHHH
HE3aperuCTPUPOBAHHOTO TpenapaTa B paMKax IpOTpaMM PaHHETO JIOCTYyTMa JUis MAalMeHTOB C
KHU3HEYTpoKaromuMu uHpekmmsavu y 2,5 % (33/1326) nauueHToB, KOTOpbIE MOIy4Yaiu
auHe3oMu < 28 nHel, pa3BHBajach aHEMHs, B TO BpeMs Kak IPHU MPUMEHEHHUH JIMHE30JIUAA
Oosbie 28 qHel, anemus pazBuBaiach y 12,3 % (53/430) narueHToB.

CooTHoIIEHHE CIy4yaeB pa3BUTHS aHEMMM, TpeOyroIle nepennBaHus KpoBH, cocTaBuio 9 %
Cpeau MalMeHTOB, MoTyJaromux auHe3onua < 28 nueii (3/33), u 15 % (8/53) B Tex ciydasix, Koraa
JIMHE30JIU]] PUMEHSIN OoJiee 28 nHel.

eTn

JlanHbIe 110 6€30MaCHOCTH, TTOJIyYEHHBIE B KIIMHUYECKUX MCCIIENOBaHMIX C yaactueM Oomee 500
MAIMEeHTOB JIETCKOTO Bo3pacta (C poxkaeHus a0 17 7er), He yKa3blBalOT, YTO NPOQHIH

0e30ImacHOCTH JIMHE30JI1Aa JjIs AeTeH OTINYaeTCsS OT HpO(I)I/IJ'ISI 0e30IMacHOCTH AJI B3pOCIIBIX.

Co0011eHne 0 MOI03PEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX
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Baxxno coo0mare 0 MOJ03pEBAEMbIX HE enaTenLﬁ&:::'%%Qéﬁ iﬁixTEglmg: C ge_halc{'ll)'tahnn

JICKapCTBEHHOTO TIperapara ¢ 1eibio 00eCredeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOIO Tpernapara. MeTuIuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIFOOBIX IOJI03PEBACMBIX HEXKENIATSIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
Yyepes HaIMOHAJIbHBIC CHCTEMbI COOOIEHHS O HEXKEIATeIbHBIX PEaKIniX — WICHOB EBpasuiickoro
SKOHOMHUYECKOI'O COI03a:

Poccniickas @enepanvs

®denepaiibHas Ci1yx0a 1Mo Ha3OPY B chepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. MockBa, CriaBsiHCKas IIoIanp, 1. 4, ctp. 1

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

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTn «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

O ciydasx nepeo3upoOBKH JTUHE30IUIa He COO0Ianoch.

Jleuenue

PekoMeHyeTcss cHUMITOMATHYECKOE JieueHHE (B TOM 4YHCIIE HEOOXOJMMO IOIJIEPKUBATH
CKOpPOCTh KIIyOOUKOBOM (uibTparuu). Her maHHBIX OTHOCUTENBHO YCKOPEHHUS BBIBEIACHUS

JIMHE30JIa ITPU IMEPUTOHCATIbBHOM JUAIN3C UIN FCMOHep(I)Y?»I/II/I.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOICTBA

dapmakoTepaneBTHUECKass TIpymnna: aHTHOAKTepUalbHbIE CpPEACTBA CHCTEMHOIO JEeHCTBHUSA;
Jpyrue aHTUOAKTEepHAIbHbBIE CPEJICTBA.

Kox ATX: JO1XXO08.

Mexanusm aelictBus U dhapMakoauHaMudeckre dhGheEKThI

JIuHe30muA, CHUHTETUYECKUH aHTHOAKTepHalbHBIN MpenapaT, OTHOCHUTCA K HOBOMY KIJaccCy
NPOTUBOMHKPOOHBIX CPEICTB, OKCA30JIMJINHOHAM, aKTHUBHBIX IN VIr0 B OTHOLIEHWUH a’pOOHBIX
TPaMITOJIOKUTENBHBIX OakTepuil, HEKOTOPHIX TI'PaMOTPHUIATEIbHBIX OakTepuil U aHa’POOHBIX
MUKpPOOpPraHu3MoB. JIMHE3011 CeIeKTUBHO MHTHOUpYEeT cUHTe3 Oenka B OakTepusix. 3a cuer
CBA3bIBaHUS ¢  OakTepuaJbHBIMH  pubOCOMamMM  OH  IpenoTBpamaer  oOpa3oBaHHE
(YHKIMOHAIBHOTO HHULIMUPYIOIEro koMiuiekca 70S, KOTOpbIii ABIsIeTCs Ba)KHBIM KOMIIOHEHTOM
mpolecca TPAHCISILMU [IPU CUHTE3€e OerKa.

YyBCTBUTEILHOCTE
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JIuHe3omu akTUBEH IN VItro u in vivo.

I'pamnonoscumensvHuie aspoodwl:

Enterococcus faecium (Bkitoyast mtaMMbl, pe3UCTEHTHBIC K BAHKOMHIIUHY )
Staphylococcus aureus (Bkjro4as METHIIMILIHHPE3UCTEHTHBIE IITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJIro4as IOJIMPE3UCTEHTHBIC IITAMMBI)
Streptococcus pyogenes

JIuHe3onu akTUBEH IN Vitro.

I'pamnonosicumenvuvie aspodbvl:

Enterococcus faecalis (Bkitodast mraMmbl, pe3UCTCHTHBIE K BAHKOMUIIMHY )
Enterococcus faecium (mramMMbl, 4yBCTBUTEIIBHBIC K BAHKOMUIIUHY )
Staphylococcus epidermidis (Bkirouast METHIHIIMHPE3UCTEHTHBIC IITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. rpymmst Viridans

I'pamompuyamenvHvle aspobbi:

Pasteurella multocida

Pe3ucTenTHbIE K JIMHE30JIUly MUKPOOPTaHU3MBbI:

Haemophilus influenzae

Moraxella catarrhalis

Neisseria spp.

Enterobacteriaceae spp.

Pseudomonas spp.

PesncreHTHOCTD

MexaHu3M JeMCTBUS JIMHE30JIUAa OTJIIMYAETCS OT MEXAHU3MOB JIEHCTBHUS MPOTHMBOMHUKPOOHBIX
IpenapaToB JAPYrMX KJIaccoB (Hampumep, aMMHOIJMKO3HMJIOB, OeTa-laKTaMOB, aHTarOHHWCTOB
¢donmeBoil  KUCIOTHL, TJIUKONENTH]IOB, JIMHKO3aMUJOB, XHUHOJOHOB, pU(AMUIINHOB,
CTPENTOrpaMHHOB,  TETPALMKIMHOB M  XJIOpaM(eHHKoJia), TMOITOMY  IEpPEKPECTHOMN
PE3UCTEHTHOCTH MEXAY JIMHE30JIMIOM W 3THMHU IpenaparaMd HeE CyLecTBYyeT. JInHezommn
AKTUBEH B OTHOLIEHMHM NATOTE€HHBIX MMKPOOPIaHM3MOB, KaK UYBCTBUTENIBHBIX, TaK U
PE3UCTEHTHBIX K 9TUM IIpenaparaM. PE3nCTEHTHOCTh IO OTHOLIEHUIO K JINHE30JIUly Pa3BUBAETCS
MEIJIEHHO TyTeM MHorocraauiiHo wmyrtauumu 23S pubocomansHoit PHK u mpoucxomur c
gacToTo# Menee 1 x 10° -1 x 1071,

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus
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Cpenuss makcumaiibHasi KOHIEHTpAUs (Cmax)| 1 cpenﬁgﬂ—hﬂﬁr&é&ﬁiﬂﬁQ&h‘fe’ﬁ-ﬂ&éﬁﬁsﬂ-‘("@mm)

Y OTYETY

JUHE30JIM/a B MJIa3Me KPOBU B PaBHOBECHOM COCTOSTHUU TTOCJIC BHYTPUBEHHOTO (B/B) BBEICHUS
JBaXIBI B IeHb B 03¢ 600 mr paBHsumuch 15,1 mr/a u 3,68 Mr/i, COOTBETCTBEHHO.
PaBHOBecHast KOHIICHTpAIIUS JIMHE30JIH/Ia B KPOBH JJOCTUTACTCS Ha 2 ICHb BBEACHHS Mperapara.

Pacopenenenue

O0BeM pacnpenesieHus JTMHE30I1/1a IPYU JOCTHKEHHH PABHOBECHOI KOHIIEHTPALUU Y 30pPOBOI0
B3pOCJIOT0 YEJIOBEKA COCTaBIsAET B cpeHeM 40—-50 11, yTO NpUMEPHO paBHO O0LIEMY COAEPIKAHUIO
BOJIbl B opranusmMe. CBsi3pIBaHHE C OelIKaMu IU1a3Mbl KpoBH cocTaBisieT 31 % M He 3aBHCHUT OT
KOHLIEHTPALIUH JTMHE30JIM/1a B KPOBH.

Buorpancdopmarus

YcraHoBIIEHO, 4TO U30(pepMeHTHI uToXpoma P450 He yuacTBYIOT B MeTa0OIM3Me JIMHE30IU/1a iN
vitro. JluHe3onmua He HMHrHOMPYEeT W HE IMOTCHLHUPYET AKTUBHOCTh KIMHHUYECKH BaKHBIX
uzopepmentoB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

MeTaboaruecKkoe OKUCIIEHUE TPUBOIUT K OOpa30BaHUIO ABYX HEAKTUBHBIX META0OIHMTOB —
THIPOKCUATHITININHA (OCHOBHOM METa0OJIUT Yy 4YeloBeKa, oOpasyeTcss B pe3yibTare
He(EepMEHTATUBHOIO IPOLIECCa) U aMMHOATOKCHUYKCYCHOM KHCIOTBI (00pa3yeTcsi B MEHBIIMX
KosinyecTBax). TakxKe OMUCaHbl Jpyrue HEaKTUBHBIE META00IMTHI.

OJIUMUHAIMSA

BuenoueuHslil KJIMpEHC cocTaBisieT 0Koio 65 % knupeHca auHe3onuaa. C yBeIMYeHHEM 1036l
JIMHE30JIM/1a OTMEYaeTCsl HeOOobIIast CTeNeHb HETMHEHHOCTH KIIMpeHca. DTO MOKET O0BSCHIAThCS
CHM)KCHHEM IIOYEYHOTO0 M BHEMOYEUHOIO KJIMPEHCA IPHU BBICOKOW 03¢ nuHe3oauaa. OgHako
pa3nuuMsl KIMPEHCca HEBEJIMKU U HE BIUSIOT HA KQXKYIIUICS epro]l OTyBbIBEICHUS.
Jlune3onuy y malMeHToB ¢ HOPMaJIbHOW (PYHKIMEW MOYeK W MPH MOYEYHON HEAOCTATOYHOCTU
JeTKOM W cpeAHed CTeNeHW BBIBOJUTCA MOYKAMH B BHJE THIpoKcudTUArIMuIuHA (40 %),
aMHHOATOKCUYKCYCHON KucioThl (10 %) u B HemzmeHeHHoM Buje (30-35 %). Kumeunukom
BBIBOJMTCS B BUJIE THAPOKCHATUITIIUIMHA (6 %) M aMHHOITOKCUYKCYCHOM KUCIOTHI (3 %).

B HensmMeHeHHOM BuUi€ TMHE30IU ] MPAKTUYECKH HE BHIBOJUTCS KUIIEYHUKOM.

ITepuon nomyBBIBEACHUS TMHE30JINA B CPEAHEM COCTABIISAET 5—7 u.

[ToyeyHas HEJOCTATOYHOCTh

ITocne onHokpatHoro mnpuema 600 Mr mnpemapara MNAlMEHTAMU C TOKEIOW MOYEYHOM
HEJ0CTAaTOYHOCThIO (KiIMpeHC KpeaTuHuHA <30 MJI/MUH) KOHUEHTpalus JIBYX €ro OCHOBHBIX
MeTaboJIUTOB Bo3pacTana B 7—8 pa3. OHaKo yBeIHueHHs TUIOIAAN IO KPUBOM «KOHLIEHTpALHsI-
BpeMs» (AUC) ucxonHoro npenapara He Ha0mo1anock. HecMoTps Ha To, 4TO MpU TeMoIuann3e
BBIBOJIUJIOCH HEKOTOPOE KOJIMYECTBO OCHOBHBIX METAOOIUTOB, MX KOHIIEHTPAIH B I1a3Me KPOBU

nocsie npuema 600 Mr JIMHE30JIM1a U IPOBEICHUS TPOLIEAYPBI IHATN3a Y TAUEHTOB C TSKEJION
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NAllMeHTOB C HOPMalIbHOM (yHKIHMEH TOYeK, JEerKOM WIM CpPeAHETSHKEIOW MOYeyHOH
HEZ0CTAaTOYHOCTBIO.

IleyeHOYHAS HEAOCTATOYHOCTD

NMeroTcs orpaHWyYeHHBIE JaHHBIE O TOM, YTO y TAIUEHTOB C JIETKOH W CPEIHETSKEIOU
MEYCHOYHOH HeAoCTaTOYHOCThI0 (kimaccel A m B mo kiaccudukamuum  Yaina-Isto)
dapMakOKMHETHKA JIMHE30JIUJa M JIBYX €ro OCHOBHBIX METa0OJHMTOB HE W3MEHSETCS.
dapMaKOKMHETHKA JIMHE30JIM/Ia Y TTAIIMEHTOB C TSHKEJION MEYCHOYHON HETOCTaTOYHOCTRIO (KJ1ace
C mno xnaccudpukanmu Yainna-Ilpro) He wu3ydanack. OIHAKO TOCKOJBKY JIMHE3O0JIH
MeTaboMu3upyeTcs: HEPEPMEHTHBIM ITyTEM, TO HE OXKHIACTCS 3HAYMMOIO HApYIICHHUS €ro
MeTaboM3Ma Py EYCHOYHON HEIOCTATOYHOCTH.

JInia mo)Kujaoro Bo3pacra

Y NOXWUIBIX MaIlMEeHTOB B Bo3pacTe 65 yer u crapiie (apMakOKMHETHKA JIMHE30JIHMIa
CYLIECTBEHHO HE U3MEHAETCS.

KeHmmael

VY xeHIuH 00beM pacrpeaeneHus npernapara HeCKOIbKO HIDKE, YeM Y MYXKUHH; Y HUX TaKKe Ha
20 % cHuXKeH cpeHuH KIUPEHC TP pacyeTe Ha Maccy Tena. KoHueHTpauus npenapara B riasme
KPOBHU JKCHIIUH BBIIIE, YeM y MY KYHMH, YTO MOXKET OTYACTH OOBICHATHCA PA3THMUUSIMU MACChHI
tena. OJHAKO, TOCKOJBKY TIEpPUOJ TOJYBBIBECHUS JIMHE30JUAa Y MYXYUH W SKCHIIUH
CYLIECTBEHHO HE OTJIMYAETCS, HET IOBOJA OXKWJATh MOBBIIIEHUS KOHLEHTPALMM IIpenapara B
KPOBH >KEHIIMH BBIIIE TEPEHOCUMOTO 3HAUCHUS, TaK UTO KOPPEKIIUH JT03bI HE TpeOyeTcs.

JleT’ ¥ MOJAPOCTKH

VYV moapoctkoB (12—-17 ner) dapmakokuHeTHKa JTWHE30JUIA, MPUHATOTO B 1o3e 600 mr, He
OTIIMYANIaCh OT KUHETHKHU y B3pocibix. Takum oOpa3om, mpu HazHaueHUH nogpoctkam 600 mr
JIUHE30NMaa Kaxaple 12 4 KOHIIEHTpamus mpernapara OyJeT Takou ke, KaK y B3pOCHIbIX MpHU
Ha3HAYE€HHUH TOM K€ J103bI.

VY neteii B Bo3pacte oT 1 Henenu 10 12 et mpuMeHeHue TMHe301u1a B 103 10 MI/KT eXeTHEBHO
KaXKJIble 8 4acoB MO3BOJISIET JOCTUYL TOW K€ 3KCHO3ULIUU, YTO U Y B3POCIBIX NPU TPUMEHEHUU
600 Mr 1mHe30/1M1a 1Ba pa3a B JACHb.

Y HOBOPOXKJIEHHBIX CHCTEMHBIM KIMPEHC JMHE30JIMJa OBICTPO HapacTaeT B TEYEHHE IEepBOM
HEJIEJH KU3HM (M3 pacdeTa Ha KT Macchl Tena). Takum oOpa3om, mpu HazHa4eHUH B 103¢ 10 Mr/Kr
KaXK7ble 8 4 MaKCUMaIbHAS KCTIO3HIIHSI JIMHE30IH 1a OyIeT JOCTUTAThCS Y peOCHKA MIEPBBIX CYTOK
JKU3HU OBICTpEe B MIEPBBIN JCHD MOcIe poxkaeHuss. OTHaKo N30BITOYHOTO HAKOTUIEHUS TIpernapara
B MIEPBYIO HEJIENIO MpUeMa MpU TaKOH cXeMe Ha3HAYeHMs BCE PaBHO HE MPOU3OMIET B CBSI3U C

OBICTPBIM YBEJTMUEHHUEM KIIMPEHCA.
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6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeyeHb BCIOMOraTe/bHBIX BelIECTB

JlekcTpo3bl MOHOTHUIPAT

JIumoHHas kucnota 6e3BoAHAS

Harpwust iutpaTa muruapar

Bopa miig nabekiui

6.2. HecoBMecTUMOCTH

Jannuplif mpenapar He cleAyeT CMENIMBaTh C JPYTMMH JIEKapCTBEHHBIMH IperapaTamu, 3a
MCKIIIOUEHHEM YIIOMSHYTBIX B pazjene 6.6.

JluHe3omu JUIsi UHBEKIUH (papMaIieBTUYeCKH HECOBMECTUM CO CIEAYIOIMMH IpenaparaMu:
amborepuniuH B, xmopmpoMasuH, auazenaMm, (EHUTOUH, SPUTPOMHIIMHA JaKTOOWOHAT, KO-
TPUMOKCa301 (Cynb(pamMeToKkca3oi + TPUMETONPUM), eDTPUAKCOH, ICHTAMUIUHA U3ETHOHAT.
6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roga.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTe Ipu Temmneparype ot 2 o 25 °C.

He 3amopaxuBats.

6.5. XapakTep u cofep:kaHue NEPBUYHON YNAKOBKH

IIepBuuHas ynakoBKa JIEKapCTBEHHOIO IIpenapara

ITo 100, 150, 200, 250, 300 u 400 Ma B OyTHUIKM MOTUATUICHOBBIC U3 MOJUAITUIICHA HU3KON
IUIOTHOCTH, WM W3 TMOJHATWICHAa 0e3 J00aBOK JJIg IMapeHTepaIbHBIX NPErapaToB H
OPTATLMOJIOTHYECKUX ~TIperaparoB, 0Oe3 KoJMadyka WId C HaBAPUBAEMBIM KOJITAYKOM
(EBpOKOJIMIAYKOM), WU KOJIMAYKOM YKYMOPOYHBIM, WM KPBIIIKOM TOJUMEPHON C ABYMS
MOpTaMH.

Ha xaxayro MoJIMATHICHOBYIO OyTBIIKY HAKJIEHBAIOT dTUKETKY CAMOKJICSIIYIOCS WM dTUKETKY
u3 OyMaru 3TUKETOYHOM, UM OyMaru Juist ne4atu oCeTHOM.

BropuuHas ynakoBKa JIEKapCTBEHHOrO Mpemapara

[To 1 OyThUIKE B Mavke W3 KapToOHA KOPOOOYHOTO WIIM XPOM-3p3all BMECTE ¢ UHCTPYKIMEH MO
PUMEHCHHIO.

6.6. Oco0ble Mepbl NPEIOCTOPONKHOCTH TPU YHHYTOKEHHMH WCHOJbH30BAHHOIO
JIEKAPCTBEHHOr0 Tpenapara WIH OTXO0J0B, MOJYYEeHHBIX TMOCJde TNpPUMEHEeHUs
JIEKAPCTBEHHOT0 Npenapara, i Ipyrue MaAaHUMYJISIHH C PenapaToM

CoBMeCTHMBIE PACTBOPLI UL NHGV3HIA

5 % pacTBOp AEKCTPO3BI ISl HHBEKIIUN
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0,9 % pacTBOp HaTpuUA XJIOpUAA I UHBEKIUI

PacTBOop Punrepa nakrar 1t UHbEKIUI

Tonbko st OHHOKpATHOrO puMeHeHus. M3BinekuTe OyThUIKY U3 TAYKU HEMOCPEJCTBEHHO Mepe/T
IIPUMEHEHUEM IIperapaTa, 3aTe€M IIPOBEPbTE HA HAIMYME HE3HAYMTENIbHBIX MPOTEYEK IyTEM
CHWJIBHOTO CXXUMaHHUS OyThUIKH. B ciyyae mpoTedek He HUCHOJb3YHTE OYTBUIKY, MOCKOJBKY
CTEpUIIBHOCTh MOXET OBITh HapyimieHa. HeoOXOAMMO BBIIOJHUTH BU3YAIBHYIO IPOBEPKY
pacTBopa Iepe] MPUMEHEHHEM, CIEIyeT HCIOJIb30BaTh TOJBKO IPO3PadyHbIE PACTBOPHI O€3
MEXaHUYECKUX BKIIOUeHUU. He ncnonb3yiiTe OyTHUIKM B MOCIIEN0BATENbHBIX cOeqUHEeHMIX. He
MOJICOEIMHANTE MOBTOPHO YaCTUYHO HCIIOJIb30BAHHBIE OYTHUIKU. 3arpeniaeTcs Mocae0BaTeabHO
COCIUHSATh MH(PY3UOHHBIC OYTHUIKH U JA00ABISTH APyTHUe Mperaparsl K pacTBOPY sl HHDY3UH.
Ecnun HeoOXoIMMO BBOIWTH JMHE30NHA C JIPYTUMHU Ipenaparamu, TO BCE JICKapCTBEHHBIC
CpeiacTBa cieAyeT Ha3HayaTh MO OTIEIbHOCTH B COOTBETCTBUM C PEKOMEHAYEMBIMHU J103aMH U
NyTSMH BBEJCHHS. AHAIOTUYHBIM O0pa3oM, €CIM OJIMH U TOT K€ BHYTPUBEHHBIM KaTeTep
UCTIONIB3YIOT JUIS TTOCIICAOBATEIbHOW MH(Y3UM PA3IMYHBIX TPENapaTroB, TO MEpe]l BBEICHUEM
JUHE30JIUa U TTOCIIe HETO KaTeTep CIEAYET IMPOMBITh COBMECTHMBIM PAacTBOPOM ISt HH(Y3UH.
C MUKpOOHOJIOrMYECKON TOUYKH 3pEHHs, 3a HCKIIOUEHHEM CIyuyaeB, KOTJa METOJ BCKPBITHS
IpeIynpexaaeT pUCK MHUKPOOHMOIOTHYECKOTO 3arpsi3HEHHS, MperapaT CilelyeT HCIOJIb30BaTh
HemeieHHo. Eciii oH He ObUT HeMeJIEHHO MCIIOJIb30BaH, OTBETCTBEHHOCTD 332 BPEMS U yCIIOBUS
XpaHEHHs 1O MOMEHTA MCIOJIb30BaHUS HECET MOIb30BATENb.

Becp ocraBmmiics 1€KapCTBEHHBINM IIpenapaTr U OTXO/bI CJIEAYET YHUUTOXKUTh B YCTAHOBIIEHHOM

MOPSIZIKE.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YOCTOBEPEHUSA

Poccuiickas ®enepanus

000 «UCT-OAPM»

FOpuouueckuii aopec: 692525, ITpumopckuii kpai, T. Yccypuiick, yi. Bomodaesckas, 1. 120-b
Ten.: +7 (4234) 31-83-31, +7 (4234) 33-69-88

Azpec >IeKTpOHHOM MOUTHI: Secret@eastpharm.ru

7.1. IIpeacTaBUTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs!

[Mperen3un norpedUTENEH HAOPABIATH 10 aIPECY:

Poccuiickas @enepanus

000 «CT-OAPM»

Aopec: 692525, Ilpumopckuii kpaii, r. Yccypuiick, yi. Bonouaesckas, 1. 120-b
Ten.: 8-800-100-15-50

Azipec 3NeKTpOHHOM MouThHI: Secret@eastpharm.ru
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.08.2024 N2 17323

(MOCNEODBATENBEHOCTE 0004)

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJEHUS PETMCTPALIMU,
INNEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO01as xapakTepucTHKa JICKapCTBEHHOT 0 penapara JInHe30111 A0CTyHa Ha UH(OPMALUOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 CO03a B MHPOPMAIMOHHO-KOMMYHUKALIMOHHON CETU

«Hurepuer» http://eec.eaeunion.org/
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