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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Amvmzonun, 300 Mr, TaOIETKH, TOKPHITHIC TNICHOYHOU 000JIOYKOM.

2. KAUECTBEHHBIN U KOJINYECTBEHHBI COCTAB

JlelicTBytolIee BEMIECTBO: JIMHE30IMI.
Kaxnas Tabnerka, mOKpbITas MICHOYHON 0005109K0ii, conepkut 300 Mr TUHE30IH 1.

[TonubIi IepeyeHb BCIIOMOTaTeIbHbBIX BEIIECTB MPUBEIICH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOU 000I0UKOIA.

Kpyrible, 1BOSKOBBINYKJIbIE TAaOJIETKH, TOKPHITHIE MJIEHOUYHON 000JI0UYKON OT CBETIO-KOPUYHEBOTO
710 TEMHO-KOpHUYHEBOro IBeta. Ha monepedHom paspese siipo 6enoro uiam 0esioro ¢ *eaToBaThIM

OTTCHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHUIO

[IpemapaT AMu307U MTOKa3aH K MPUMEHEHHUIO y B3POCIBIX U MOAPOCTKOB OT 12 meT no 18 jer mo

IIOKa3aHUsAM:

o JleueHue MHQPEKIUOHHO-BOCTIAIIUTEIBHBIX 3a00J€BaHUM, €CIIM M3BECTHO WM TOJ03PEBACTCA,
YTO OHHU BbI3BaHbl YYBCTBUTEIBHBIMH K JIMHE30JUAY ad’pOoOHBIMH U aHa’pOOHBIMU
TPaMIIOJIOKUTEIIbHBIMA ~ MUKpPOOpPraHU3MaMu (BKJIOYasi HMHGEKIUU, COMPOBOXKIAIONINECS

OakrepuemMueil):

— BHeEOOJIbHUYHAs THEBMOHHUS, BbI3BaHHAs  Streptococcus pneumoniae  (BKIOYas
MOJIMPE3UCTEHTHBIE IITAMMBI), BKJIFOUAs CIy4Yau, COMPOBOXKIAIONTNECS OaKTepUeMHe, nin

Staphylococcus aureus (TOJIbKO METUIIMJTUHIYBCTBUTEIBHBIC IITAMMBI);

— TOCNUTalbHas  THEBMOHMs,  BbI3BaHHas  Staphylococcus  aureus  (BKJIIOUYas
METHIMJUTMHYIYBCTBUTEIBHBIE U METUIMJUIMHPE3UCTEHTHBIE IITAaMMBI) WIH Streptococcus

pneumoniae (BKJ'II-OLIaH MOJIMPE3UCTCHTHDBIC IJ_ITaMMBI);

— OCJIOXKHCHHBIC I/IH(i)eKIII/II/I KOXHU U MATKHX TKaHCﬁ, BKJIrO4as I/IH(i)CKIII/II/I npu CHUHAPOMC
HHa6eTquCKOﬁ CTOIIHI, HC COIIPOBOKAAOIIUCCA OCTCOMUCIIUTOM, BbBI3BAHHBIC

Staphylococcus aureus (BKITIOUAsS METUIIWJUTHHIYBCTBUTEIILHBIC

METULWUTMHPE3UCTEHTHBIE IITaMMBbl), Streptococcus pyogenes WM Streptococcus

agalactiae;

— HCOCJIOXXKHCHHBIC I/IH(I)CKI_II/II/I KOXHU U MATKHX TKaHCI\/'I, BBI3BAHHBIC Staphylococcus aureus

(TONBKO METULMJUIMHYYBCTBUTENbHBIE IITAMMBI) WIH Streptococcus pyogenes,

— I/IH(I)CKI_[I/II/I, PE3UCTCHTHBIC K BAHKOMUIIMHY, BBI3BAHHBIC Enterococcus faecium, B TOM

YKCIIe, COMPOBOXKIAIOIINECS OaKTEpUEMHEH.
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e B cocraBe KOMOMHHMpPOBaHHOW Tepanuu TyOepKysie3a JIerKHX, BbI3BAHHOTO IITaMMaMHU
Mycobacterium tuberculosis ¢ MHOK€CTBEHHOM JIEKAPCTBEHHON yCTOWYHUBOCTHIO.

IIpu onpenenennu, sSBisieTcs U rnpenapat AMU30JINA] MOAXOAAIINM JIEYEHUEM, CIIElyeT IPUHUMATD
BO BHMMAaHHUE pe3yJbTaTbl MHUKPOOMOJOTMYECKUX HCCIEAOBAaHMM MIM HMHQOpMAIHUIO O
pacrpoCTpaHEHHOCTH  PE3UCTEHTHOCTM K aHTHOAKTepUAIbHBIM  TIpenaparaMm  Cpeau
IpaMIIOI0KUTEIbHBIX OaKTEePUH.

JluHe3onu He aKTHBEH NMPOTHB MH(EKLNH, BBI3BAHHBIX TPaAMOTPUIATEIbHBIME maTtoreHamu. [Ipu
MOJIO3PEHUHN WM TOATBEPXKICHUHM TI'paMOTPULATEIbHBIX IIATOI€HOB JOJKHA OBITh Hayara
cnienu(puyeckas Tepanus MIpOTHB rPAMOTPHUIIATEIBHBIX MUKPOOPTaHH3MOB.

4.2. Pe:xuM 103MPOBAaHUSA U CIIOCOO MPUMEHEeHMsI

PexxuM o3upoBaHus

Bspocnvie

[TareHTOB, KOTOPHIM B Ha4aje TEpaluy MpenapaT Ha3HAYMIN BHYTPHUBEHHO (B/B), B JaJbHEHIIEM
MOJKHO TIEPEBECTH Ha JIFOOYIO JIGKApCTBEHHYIO (OpMY Mperapara Juis MpueMa BHYTpPb, IPU 3TOM
no00p 1036l HE TpeOyercs, T. K. OMOAOCTYITHOCTh JIMHE30JIUA TIPU MIPUEME BHYTPh COCTABIISCT
noutu 100 %. IIpomomKUTENbHOCTD JI€UEHUSI 3aBUCUT OT BO30YAWUTENs, JIOKATU3alUU U TSHKECTH
WH(DEKIHH, a TAKKE OT KIMHUYIecKoro 3 dekTa.

Ioka3anus (BkiI4as napexuum, Pa3zoBas no3a n Pexomennyemas
CONPOBOXIAIOIIUECH DaKkTepueMueii) KPAaTHOCTH BBe/IeHUS NMPOI0KMTETLHOCTh
JIeYeHMsI
BHEOOJTFHUYHAS [IHEBMOHUS, BbI3BaHHAs | 600 MI BHYTpb Kaxable 10—14 nueit
Streptococcus pneumoniae (BrITIOUAs 1249
MOJIMPE3UCTEHTHBIE IITAaMMBbI), BKIOYas CilIydaw,
COIIPOBOKIAIOIINECS OaKkTeprueMHeH, nn
Staphylococcus aureus (Tompko
METHIWJTMHYYBCTBUTEIBHBIC IITAMMBI)
FOCIIUTAIIbHAS [THEBMOHUS, BbI3BaHHas | 600 Mr BHYTpb Kax/ble 10—14 nuei
Staphylococcus aureus (BrITFOUAS 124
METHIWITHHIYBCTBUTEIbHBIC u
METHIWTMHPE3UCTEHTHBIC HITaMMBbI) WIN
Streptococcus pneumoniae (BruTIOYaAs
MOJIMPE3UCTEHTHBIEC ITAMMBI)
OCJIO)KHEHHbIE MH(EKIINU KOKU U MITKUX TKaHeH, | 600 Mr BHYTpb KaX/ble 10—14 nuei
BKITIOYast MHPEKIUU TIPH CHHIIPOME THa0eTHIECKOM 124

CTOIIBI, HE COMNPOBOKAAIOIIUECS OCTCOMHEINUTOM,
BbI3BaHHbBIE Staphylococcus aureus (BKIIOYast

METHIWITMHIYBCTBUTEIbHBIC u

METHLWJTMHPE3UCTEHTHBIE LITaMMBI),

Streptococcus  pyogenes wmm  Streptococcus

agalactiae

HEOCII0KHEHHBIE MHPEKIINN KOXKH U MATKHUX TKaHeH, | 600 Mr BHYTpb Ka)Kable 10—14 nueit
BbI3BaHHbBIe  Staphylococcus — aureus  (TOJBKO 124

METHLWIIMHIYBCTBUTEIbHBIE  IITaMMBl) WU
Streptococcus pyogenes

nH(pEKIn, pPe3UCTeHTHbIE K  BaHKOMHIHWHY, | 600 M BHYTpb Ka)Kable 1428 nneii
BBI3BaHHBIC FEnterococcus faecium, B TOM YHUCIE, 1249
COIIPOBOXKJIAIOIINECS DaKTepHeMue
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MHO>KECTBEHHOM JIEKapCTBEHHOM ycTONYUBOCTBIO — 600 Mr 1 pa3 B CyTKH C AJIUTENBHOCTBIO TEPAUU
B MHTCHCUBHOM (aze 24 Hemenu.

Oco0ble rpynisl MalueHToB

Jluya nosicunozo eo3pacma
Koppexiuu 10361 He TpedyeTcsl.
Tayuenmul ¢ noueyHol HeOOCMAamouYHOCMbIO

Koppexkmuu 10361 He TpeOyeTcs. B cs3u ¢ Tem, uto 30 % nuHe30nmuaa yaaasieTcs Ipy TeMoIuanu3e
B TEYEHHE 3 4acoB, JIMHE3OJIU] JOJDKEH NPUHUMATHCS TMOCJIE MPOBEACHHS AMaIM3a MalueHTaM,
HYXJIQIOIUMCS B HEM.

llayuenmul ¢ neuenouHou HeOOCMAMOYHOCMbIO
Koppekuuu no3s1 He TpedyeTcs.
eTu

Pexxum no3upoBanus A7t OAPOCTKOB OT 12 10 18 jeT He oTnYaeTcs OT peXuMa J03UPOBAHUS JUIS
B3pOCIIBIX.

Ilemu om 0 0o 12 nem

[Ipenmapat Amwu3onuj HE cielyeT Ha3HayaThb y jAereid B Bospacte oT 0 mo 12 ner B cBsi3U C
HEBO3MOYKHOCTBIO 00ECIICUUTh PEKHUM JT03UPOBAHMUSL.

Cooco0 nmpuMeHeH st

BayTps. [Ipenapatr MoKHO IPUHUMATB KaK BO BPEMs €/Ibl, TAK U MEKIY IIPUEMaMHU TTHIIIH.
4.3. [IporuBonoOKa3anusi

L4 FHHGp'—IyBCTBI/ITeJIBHOCTI) K JIMHC30JIMAYy HWIHN K JIIO6OMy N3 BCIIOMOI'aTCJIbHBIX BE€HICCTB,
MEPCUUCIICHHBIX B pa3aciic 6.1.

e OnHOBpEMEHHBII MPUEM JIMHE30JIU/1a C IIpernapaTaMy, MHTHOUPYIOIIMMHA MOHOAMUHOKCHIa3bl A
win B (Hanpumep, GpeHensun, n3okapOOKca3u/, Celeruing, MoKJIoOeMuI), a TakKe B TeUEHUE
2 HeJelnb Moclie MPeKpalieHys! IpueMa Ha3BaHHBIX IPEnapaTos.

L4 HpI/I OTCYTCTBHUH THIATCIILHOT'O Ha6J'IIOI[€HI/I$I 3a MaUMCHTAMM WU MOHUTOPHHTA apTCpUAJIBLHOIO
AaBJICHUS HC CICAYCT Ha3HAYATh JIMHC3O0JIUI:

— TMalnueHTaM ¢ HEKOHTPOJIUPYEMON apTepHalbHOM THMEpTEeH3UeH, (EOoXpOMOIUMTOMOM,
TUPEOTOKCUKO30M,  KapIUHOUIAHBIM  CHHIPOMOM,  OWIONSIPHBIM  PAacCTPOHCTBOM,
mn30aPEKTUBHBIM PACCTPONCTBOM U OCTPBIM COCTOSIHUEM CITyTaHHOCTH CO3HAHUS,

— TalMeHTaM, MOJYYaroIllUM CIEeAyIOIIUe THUIbI MpenapaToB: aJpeHOMHUMETUKU (Hampumep,
nceBaoddenpus, (eHunnponaHoJaMHUH, SNUHE(PUH, HOpPANUHEPpPUH, HT00yTaMUH),
n0(haMUHOMUMETHKH (HampuMmep, 10(paMuH), THTMOUTOPBI 0OPaTHOTO 3aXBaTa CEPOTOHUHA,
TPULMKJINYECKHE aHTHIeTIpeccanThl, aroHucThl S-HT1 penenTopos (Tpunrtansl), MEnepuInH
WIn OyCIMPOH.

e Jlerckuii Bo3pact a0 12 net (11t 1aHHOM (POPMBI BBIITYCKA).

e Jlerckuit Bo3pacT 10 18 ner mo mokaszaHuio: TyOepKyye3 JIerKHX, BBI3BAHHBIA MITAMMaMH
Mycobacterium tuberculosis ¢ MHOK€CTBEHHOU JIEKapCTBEHHOM YCTOWYHUBOCTHIO.
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4.4. OcoOble yka3zaHusi U MepPbI NPET0CTOPOKHOCTH

ITarmeHThl ¢ MOYeYHOM HEIOCTATOUYHOCTHIO

BCJ'ICI[CTBI/IC HCHSYHCHHOfI KJIMHUYECKON 3HAUMMOCTHU JABYX IIEPBUYHBIX MeTa00IUTOB JIMHE30J/InJa y
MMAlIMEHTOB C TSDKEIIOM IIOYEYHOM HEOOCTaTOYHOCTHIO JIMHE30JUJ JOKEH HCIIOJIb30BaThCI C
OCTOPOXHOCTBIO Yy TaKWX ITaDUCHTOB, MW TOJIBKO €CJIIM IIpEamnojiaracéMasa I10jJb3a IIPEBBIIIACT
MMOTEHIIMAIbHBIN PHUCK. Takxe HET JaHHBIX IIO MNPUMCHCHUIO JIMHEC30JIMAa Y IMallUCHTOB,
Haxoasamuxcs Ha aM6YJ'IaT0pHOM NEPUTOHCATIbHOM JUAIN3C W APYTHUX AJIbTCPHATUBHBIX METOJaX
JICYCHMS IOYCUHON HEJOCTaTOYHOCTH.

IlanmueHTHl ¢ ISYEHOYHOM HEIOCTATOYHOCTRLIO

Nwmerorcss orpaHvyYeHHbIE KIMHUYECKUE JIaHHBIE, PEKOMEHJYIOIIME MHCII0JIb30BaTh JIMHE30JU] Y
TaKUX MAIMEHTOB TOJIBKO B TOM Clly4ae, €l IperoaracMas ojb3a NPeBbIIaeT MOTEeHIUATbHbINA
PUCK.

IlanmueHTHl ¢ CHCTEMHBIMH I/IH(beKI_[I/IHMI/I

.HI/IHG?;OJII/II[ JOJIKCH UCIIOJIB30BATHCA C OCTOPOKHOCTBIO Y MAIIMCHTOB C CUCTCMHBIMU I/IH(i)eKIII/IHMI/I,
OpeaACTaBJIAOIUMUA PUCK IJIA )KU3HHU, TAKUMHU KaK I/IH(I)GKI_II/II/I, CBs3aHHbIC C BCHO3HBIMH KaTCTCpAMHA
B OTACICHUAX WHTCHCHBHOM TCpaIrunu.

CMEPTHOCTH Y ITAIMEHTOB ¢ KATETEeP-aCCOIIMMPOBAHHLIMH I/IHd)eKI_II/IHMI/I

B OTKpeITOM WUCCIEIOBaHMHM CpeAW TSDKEIOOONBHBIX TAMEHTOB C BHYTPHCOCYIHCTHIMU
KaTeTep-acCOLUNPOBAHHBIMU UHPEKIUSIMHU ObIJIO OTMEYEHO IPEBBIILIEHHE CMEPTHOCTHU Y NAILIUEHTOB,
10JTy4aBIIUX JIMHE30JIUI, 1o CPaBHEHHUIO C HalUEeHTaMU, [10JTy4aBIIUMU
BaHKOMUILIMH/UKIOKCAUIUTMH/ OKcauiuH [78/363 (21,5 %) npotus 58/363 (16,0 %)]. OcHOBHBIM
(akTOpOM, OKa3BIBAIOUIMM BIHUSHHE HAa YPOBEHb CMEPTHOCTH, OBUI CTAaTyC TPaMIIOJIOKUTEIIbHON
MHGEKIUHN B UCXOJHBI MOMEHT BpeMeHHU. [loka3arens jeTanbHOCTH ObLT CXO0X CPEeIH MAalEeHTOB,
MHOQEKIMH y KOTOPHIX OBUIM BBI3BAaHBI TOJBKO T'PAMIIONIOKHUTEIBHBIMA MHKPOOPTaHHU3MaMU
(otHomenue mancoB 0,96; 95 % noseputenbHbI HHTEpBAT: 0,58—1,59), HO OBLIT 3HAYUTEIHHO BHIIIIC
(p=0,0162) B rpynne nuHe30auAa, Korjaa oOHApYKUBAJINUCh U IPYTUE MUKPOOPTraHU3MBbI, WIH UX HE
yJlaBaJIoChb OOHApYXHUTh HAa HAuyaJbHOM 3Tane (OTHoIleHHe maHcoB 2,48; 95 % moBepuTeNbHBIN
untepBai: 1,38-4,46). Haubonbmmii qucbanaHc OTMEYEH BO BpEMs JIEUEHUS U B TE€UEHUE 7 JHEU
rocjae OKOHYaHHUs aHTUOMOTHKOTEpanuu. B Xozae uccienoBaHus B Ipymie JMHE30auaa OoJblie
MAlUMEHTOB MpUOOpeTaii IPaMOTPULIATENbHbIE MUKPOOPIaHU3Mbl U BIOCJIEACTBUU MOTHOAIN OT
MHQEKIY, BbI3BAHHOM TI'pPaMOTPHULATEIbHBIMM MHUKPOOPIaHU3MaMH, WM TOJUMHUKPOOHBIX
nHpexuuii. TakuM o6pa3oM, B Cilydae OCI0KHEHHBIX MH(PEKINNA KOXKH U MATKUX TKaHEW JTMHE30JI1]
ClleAyeT UCHOJb30BaTh Yy TALMEHTOB C UW3BECTHOM MM BO3MOXHOM  KO-MH(EKIuen
IpaMOTPULIATEIbHBIMU OPraHU3MaMH, TOJIBKO €CJIM HET ajlbTEPHATUBHBIX BapUAHTOB JIEUYEHUS (CM.
pazznen 4.1). B aTux ciydasx Moka3aHo OJHOBPEMEHHO JOMOJHUTEIbHOE IPUMEHEHNE MIPENapaTos,
JEHCTBYIONIMX HAa IPaMOTPULIATENIbHYIO0 MUKPOQIIOpY.

Muesnocynpeccus

Y  HEKOTOpHIX MAIMeHTOB, TMPUHUMAIONINX JMHE30JHA, MOXKET pa3BUThCA OOpaTumMas
MUenocymnpeccus (C aneMuen, TPOMOOIIMTONIEHUEH, JISHKOTIEHUEH U MAHIIUTOTICHHUEH ), 3aBUCSIIIAs OT
MIPOJIOJKUTEIIEHOCTH Teparuu. TpOMOOIIMTOIICHHSI MOYKET Yallle BOZHUKATh Y TAIMEHTOB C TSHKETOH
MOYEYHOM HEAOCTATOUYHOCTHIO, HE3aBUCHUMO OT NPUMEHEHHMS Yy IalMEeHTa TeMOJHalIn3a, U Yy
MAIMEHTOB C TEYEHOYHOW HEIOCTATOYHOCTHIO CPEIHEH WM TSHKEIOW CTENEeHH. Y TMOMKUJIBIX
MALMEHTOB TAK)XE IOBBIIEH PUCK Pa3BUTHS JTaHHOIO COCTOSHUA. B CBSA3M € 3TUM B Ipouecce
JIeYSHUST HeOOXOAMMO MPOBOAUTHF MOHUTOPHHT TIOKa3aTelieid KPOBU Y TAIMEHTOB C MOBBIIIICHHBIM
PHUCKOM pa3BUTHUS KPOBOTECUECHHS, MHEIOCYNPECCUEN B aHAMHE3E, C TSDKEIOW ITOYEYHOU
HEJIOCTaTOYHOCTHIO WJIM TEYEHOYHON HEAOCTATOUYHOCTBIO CPEAHEN WIIM TSKEJION CTENEHH, a TAKXKe
IpU OJHOBPEMEHHOM MPUMEHEHHH IMPENapaToB, CHUXKAIOMIMX T€MOTTIOOWH WM KOJIUYECTBO
TPOMOOIIUTOB WU UX (PYHKIIMOHATHHBIE CBOMCTBA, a TAK)KE Y MAIMEHTOB, MOYYaONTUX JIMHE30JIH]T

4
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BO3MOKEH TIIATEIHHBIH MOHUTOPUHT T€MOTIIOOMHA, KOTMYECTBA JICUKOIIMTOB M TPOMOOUUTOB. Eciu
BO BpEMs TEpaluy JHHE30JMIOM Pa3BUBACTCS BhIPAKEHHAs MHEIOCYIIPECCHUs, JICUYCHUE JIOJKHO
OBITh MPEKPAILCHO, €CJIA TOJIBKO MPOJOJIKEHIE TEPAITUU HE CUUTACTCS a0COTIOTHO HEOOXOTUMBIM.
B sTrom ciyuae HEOOXOIUM WHTCHCHUBHBI MOHHTOPUHI IOKa3aTeliell KPOBU M COOTBETCTBYIOIICE
nedenue. KpoMe Toro, peKOMEHyeTcs, 9TOObl aHaIu3 KPOBU (B TOM YHUCIIE, ONPEACICHUE YPOBHS
reMorjo0rnHa, KOJIWYECTBA TPOMOOIIUTOB U JIGHKOIMTOB (C PAcYETOM JICHKOIUTAPHOU (POPMYIIBI))
MIPOBOMIICS €KEHECIFHO Y MallMeHTOB, MOMYYaIONINX JIMHE30JIUI, HE3aBUCUMO OT TOKa3aTeliei
HCXOJIHOTO aHajW3a KpOBU. bojee BBICOKAas 4YacTOTa pPa3BHTUS TSHKEIOW aHEMHHM OTMEUYCHA Y
MAIUEHTOB, MOJTy9aBIINX JTUHE30JTU T OoJbIIe MaKCHMaJIbHO PEKOMEH/I0BaHHOM
MIPOIOJDKUTEILHOCTH JICYCHUS B 28 THEH. DTUM MalMeHTaM Yaile TpeOoBaioCch MepeIMBaHue KPOBH.
Cnyuyau cunepo0IacTHOM aHeMHUH OBLITU 3apETUCTPUPOBAHBI B TIOCTPETUCTPAIIMOHHOM Tepuoje. B
OOJIBIITMHCTBE CIIy4YaeB JJIMTEILHOCTh TEPANUH JIMHE30IMIOM IIpeBhimaa 28 qHel. Y OONbITNHCTBA
MAIUEHTOB TIPOSBICHUS OBUIM MOJHOCTHIO WJIM YaCTUYHO OOPATUMBI TIOCIIEC TIPEKPAIICHHS JICUCHUS
JIUHE30JU0M ¢/0e3 crerupuIecKoro JeUCHUS aHEMUH.

AHTI/I6I/IOTI/IK-aCCOIII/II/IDOBaHHaSI Anapesa U KOJUT

Yy MMangueHTOB, IPUHUMAOIHUX aHTI/I6aKTepI/IaJIBHLIe npenaparsbl, BKIKOYad JIMHE30JIU[, CICAYCT
YUYUTBIBATh PUCK PA3BUTHA HCGBIIOMGM6paHO3HOFO KOJIUTa paBJII/I‘IHOfI CTCIICHU TSXKCCTH.

O cnyuasx auapeu, cBsizanHoil ¢ Clostridioides difficile, coo01manoch B CBSI3U C HUCIOJIb30BAaHUEM
MIPAKTUYECKH BCEX aHTUOAKTEPHAIILHBIX TPEIapaToB, BKIIOYAs TUHE30IU . TsHKECTh TUApPEed MOXKET
BapbHPOBATH OT JIETKUX (POPM JI0 TsDKEINbIX. JIedeHne aHTHOAKTepUaIbHBIMU ITperiapaTaMy HapyliaeT
HOPMAJIBHYI0O MHUKPOQIIOpY KHIIEYHUKA, YTO MPHUBOAUT K U30bITOUHOMY pocty Clostridioides
difficile. Clostridioides difficile BbipabaThiBaeT TOKCHHBI A U B, KOTOpble MPHUBOJAT K Pa3BUTHUIO
nuapeu, cesizannoi ¢ Clostridioides difficile. I30bITOYHOE KOJIMYECTBO TOKCHHOB, BBEIPA0ATHIBAEMOE
mrammamu Clostridioides difficile, MOXeT BbI3BaTh MOBBIIICHUE JIETAIBHOCTH CPEIU MALIMEHTOB, TaK
KaK Takue WHQPEKIUU MOTYT OBITh YCTOWYMBEI K MPOTHBOMHUKPOOHOW TEpamuu, a TAKKE MOMKET
noTpeOOBaThCs KOJOHAKTOMHUS. Henb3ss TpPUMEHSTh JICKApCTBEHHBIC CpPEICTBA, TOPMO3SIIIHE
MIEPUCTATBTUKY KUIIICYHHKA.

Bo3MokHOCTh pa3BuTHs Auaped, csizaHHol ¢ Clostridioides difficile, nomxHa paccMatpuBatbes y
BceXx OOJIBHBIX C JMapeel, MmociefoBaBlIel 3a HCIOJIb30BaHHMEM AaHTHUOMOTHUKOB. TmiareiabHOE
MEIULMHCKOE HAOMI0/IeHHE B TE€UEHHE 2 MECALEB HEOOXOIUMO MalMeHTaM, NTEPEHECIIUM JTHapero,
ceszannyto ¢ Clostridioides difficile mocne BBeeHUs] aHTUOAKTEPUATILHBIX MPENapaToB.

Hepnd)epnqecxaﬂ HeHponaTHs U HeMpomaTus 3puTeIbHOr0 HEPBa

CooOmanocs 0 nepudeprudeckoil HeHponaTuy, a TakKe HEHponaTHH 3pUTEIHHOIO HEPBA U HEBPUTE
3pUTEIBHOTO HEpBa, KOTOPbIE MHOI 1A MPOTPECCUPYIOT 10 MOTEPH 3PEHUs, y MAlUEHTOB, KOTOphIE
HOJTy4Yal JIe4eHUe JTMHE30JIMI0M; 3TH COOOIIECHHS UMETH MECTO, B IEPBYIO OUepe/ib, Y MallUCHTOB,
MOJTyYaBIUX JICUEHHE Ha MPOTSHKEHUH MEPUO0B BPEMEHH, KOTOpbIe OBUIM JI0JIbIIIE MaKCUMaIbHON
PEKOMEHIOBAaHHOH MPOJIOJDKUTEIIEHOCTH JICYSHUS, COCTABIISIONIEH 28 THEH.

ITpu MOsIBIEHMH CUMIITOMOB YXYAUIEHUS 3pUTEIbHON (DYHKIMM, TAKMX KaK M3MEHEHHE OCTPOTHI
3peHusi, HM3MEHEHHE IIBETOBOTO BOCIPUATHUS, 3aTYMAaHEHHOCTb, Je(QEeKThl TMOJeH 3peHus,
PEKOMEHYETCS CPOYHO OOpaTUThCs K O(TaIbMOJIOTY Al KOHCYyJbTauuu. Cienyer MpoBOAMTH
MOHHUTOPHHT 3pUTENBbHON (YHKIMH Yy BCEX NAllMEHTOB, MPUHUMAIOIIUX JIMHE30JIM] B TEUYEHHE
JUIMTeNnsHOrO BpeMeHHu (Oonee 28 nHeEi), a Takke y BCeX MAllMEHTOB C BHOBb MOSBHUBIIMMHUCS
CUMIITOMAaMU 3pUTEIBHBIX HAPYIIEHUH HE3aBUCUMO OT MPOJOJKUTEIBHOCTH TEPAITUH.

B cinydae pa3BuTus nepudepuydeckol HeHponmaTHM W HEWPOIATHH 3PUTENLHOTO HEpBa CIEAYET
OLCHUTH COOTHOILICHUEC pHCK/HOJ'IB?;Zl MPOAOJIKCHUA TCPAIIUX JIMHE30JINIO0M Y OTUX IMAIIUCHTOB. Puck
pa3BUTHS HEWPOIIATUU BBIIE, €CIU JIMHE30IU ] MPUMEHSETCS Y MallMeHTOB, KOTOPhIE MOTYYaloT B
HACTOAIICEC BPpEMS HUIJIM HEAABHO IMOJIyYalil TEpalnuto aHTI/IMI/IKO6aKTepI/IaJ'IBHBIMI/I npemnaparaMu IJisd
nedeHus TyOepKyesa.
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JlakToamummo3

B cBs31 ¢ mpuMeHeHueM TUHE30JIMIa COO0IIAIOCh O JaKkToanu03e. [[annenTsl, y KOTOphIX Ha (OHE
npreMa JIMHE30JIM1a BO3HUKAET MMOBTOPHAS TOLIHOTA UM PBOTA, O0JIb B KUBOTE, HEOOBSICHUMBIN
aIu/103 WM OTMEYACTCS CHIDKEHUE KOHIIEHTPAITUU THIPOKApOOHAT-aHUOHOB, TPEOYIOT TIIATEIHHOTO
HaOJII0/IEHUsI CO CTOPOHBI Bpaya.

MuroxouapruaiabHas JUchVHKIUS

Jlure3onua MHruoupyeT cuHTe3 Oesika MUTOXOHIpUH. [To6ouHbIE 3P PEKTHI, TAKKE KaK JaKTOAIHI03,
aHeMus 1 HelporaTus (mepudepudeckas Hii 3puTeIbHOT0 HEPBa), MOI'YT BOBHUKHYTh B pe3yJIbTaTe
ATOTO TOPMOXKEHUS; 3TH JPQPEKTHl SBISAIOTCA 00Jiee PacIpOCTPAHCHHBIMH, KOTJAA Iperapar
UCTIOJIb3yeTCs Ooublie, ueM 28 THel.

Cynoporu
Coo0mmanoch 0 Cynoporax y MamueHTOB, MPUHUMABIINX JTUHE30JIU, TIPU 3TOM B OOJIBIIUHCTBE

CJIlyyaeB B aHAMHE3€ UMEJIOCh yKa3aHHe Ha CyJIOpOrH WK Halnuue GakTOpOB pUCKA UX pa3BUTH. Y
MAIMEHTOB HEOOXOJMMO COOpaTh MOIPOOHBIM aHaMHE3, KaCAIOIIUICS MPEAIIECTBYIOMINX HU3010B
CYZOpOT.

I/IHFI/I6I/ITODI>I MOHOAMMHOKCH 1a3bl

Jlunezonupa sBiseTcsT OOpaTUMbBIM HECEJIEKTUBHBIM MHTMOMTOpOM MoHOaMmuHOKcHuaaszbl (MAO);
OJIHAKO B J03aX, IPUMEHSIEMBIX Ul aHTHUOAKTEpUAIbHOM Tepamud, OH HE MPOSBIAET
aHTujenpeccaHTHoll 3¢ ¢exT. lmeroTcs oO4YeHb OrpaHUYEHHbIE JaHHbIE W3 MCCIEJOBaHUI
JIEKapCTBEHHBIX B3aUMOJICHCTBUN U B OTHOIICHHWU OE30MACHOCTH JIMHE30JIMJa MPU IPUMEHEHUU Y
HAIMEHTOB C OCHOBHBIMH 3a00JI€BAaHUSAMU U/WIIN IPH OJTHOBPEMEHHOM IPUMEHEHUH JIEKAPCTBEHHBIX
IIpernapaToB, KOTOpPble MOTYT IOJBEPTHYTh UX PHUCKY, 00yClIOBI€HHOMY MHTuOupoBanueM MAOQO.
CrnenoBarenbHO, IPUMEHEHUE JIMHE30JMJ1a HE PEKOMEHAYETCS B 3THUX OOCTOSTEIbCTBAX, KPOMeE
Clly4aeB, KOI/Ia BO3MOXKHO IIPOBEJIEHHUE TIIATEIHOTO HAOJIIOJEHHSI U MOHUTOPHHIA MNAIMEHTA,
MOJTy4arolero npemnapar (cM. pasaensi 4.3 u 4.5).

CepOTOHMHOBEIA CHHIPOM

Coobmanoch O CIHOHTAHHBIX CIIydasiX pa3BUTHS CEPOTOHMHOBOTO CHUHAPOMA, CBSI3aHHOTO C
OJTHOBPEMEHHBIM TPUMEHEHHEM JIMHE30JUAa U CEPOTOHMHEPrHYeCKUX IIpernapaTroB, BKIOYas
aHTUJIETIPECCAHTBI, TAKHUE KaK CEJIEKTUBHBIE HHTMOUTOPHI 00paTHOro 3axBata ceporonnHa (CMO3C)
u onuouibl (cM. pazzaensl 4.3 u 4.5). [Ipn HeoOXoaUMOCTH PUMEHEHUS Mpenapara B COUETaHUH C
CEeJIEKTUBHBIMU MHTHOMTOpaMHU 0OpaTHOTO 3aXBaTa CEPOTOHHHA CIIEyeT MOCTOSHHO Ha0I0aaTh 3a
MaUEHTaMHU C IIeJIbIO BBISBJIECHUS MIPU3HAKOB U CUMITOMOB CEPOTOHMHOBOIO CUHAPOMA, TAKHX Kak
HapyllleHHe KOTHUTUBHOHN (QyHKIMH, THIEpIUpPEKCHUsi, runeppedIiekcus U HapyleHHe KOOpIuHAIUN
TIBYKCHUH.

B ciywyae mosiBieHHMsI JAHHBIX CHMIITOMOB CJEAyeT OTMEHHTh OJMH WM 00a MPHUHUMAaeMbIX
npenapara. [Ipu mpekpaiieHuu npueMa CEpOTOHHMHEPTUYECKOTO CPEACTBA MOTYT HaOIIOIATHCSA
CUMITOMBI CHHIIPOMa «OTMEHBD».

OpHOBpeMEHHOE NPHUMEHEHHUE JIMHE30JIuAa U OynpeHopduHa (OTAENbHO WJIM B KOMOMHALIUU C
HAJIOKCOHOM) TaK)K€ MOXET IPUBECTH K DPAa3BUTHIO CEPOTOHMHOBOro cuHapoma. Ecnmu Takoe
COBMECTHOE JIeUEHHUE SBIIAETCS KIMHUYECKH OOOCHOBAHHBIM, CJeIyeT 00eCHe4MTh TIIATEIbHbBIN
KOHTPOJIb 32 COCTOSIHUEM MAIMEHTOB, OCOOEHHO B Hayaye JICYEHUS! U TPH MOBBIIICHUAX 035l (CM.
pasnen 4.5).

PabaomMuonns

Coobmanock 0 ciy4asx pabaoMuonu3a Npu MpUMEHEHWW JuHe3onmnaa (cMm. pasaen 4.8). Ecmou
HAONMOAl0TCA  TPU3HAKA WM CHMIITOMBI padaoMuonu3a (MbliedHas 0oib, OoJie3HEeHHAs
YYBCTBUTCIIbBHOCTD nJin cj1aboCTh MBIIIIII, TEMHAas Mo4a 501051 IIOBBIIIICHUEC YPOBHA
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KpeaTuHPOCPOKHHA3Bl B KPOBH), TMPUEM JIMHEBOJIW/IA 'Q&eﬂ@%egﬁﬁﬂ—lg 'Haqafb

MY OTUETY

COOTBETCTBYIOILYIO TEPAIIUIO.

I'unonarpuemusa

Y HEKOTOPBIX MMAIUEHTOB, TOTYUYaBIINX JTUHE30JIHUT, HAOII0IATHCh TUITOHATPUEMUS U / WIIA CHHIIPOM
HeaJIeKBaTHOW ceKpelnuu aHTtuauyperndeckoro ropmona (SIADH). Pexomenmyercs peryssipHO
KOHTPOJIUPOBATh ypPOBEHb HATPUs B CHIBOPOTKE KPOBU Yy TOXWIBIX JIOJEH, y MaIlMeHTOB,
MPUHUMAIOIIUX AUYPETUKU, U Y JPYTUX MAIIUEHTOB C PUCKOM T'HIIOHATPUEMHUH.

OxpaimuBanue 3yOHOU dMaiIu

Coo0mianoch o cirydasix 00paTUMOTro MOBEPXHOCTHOTO U3MEHEHUS OKpalIuBaHUs 3yOHOM 3Malu pu
MPUMEHEHUU JIMHE30JMJa. JlaHHble UW3MEHEHUs OKpalluBaHUs YJAISUINCh  IOCPEICTBOM
npoeccrnoHaTbHOTO OYHILEHUS 3yOO0B.

T 'unornmukemus

Coo6manocr, 0 clIydasax CHUMIITOMaTHYSCKOM THITOTJIMKEMHUHU Yy NalUMCHTOB € CaXapHbIM ,Z[I/Ia6eTOM,
MMoJIyd4aBIIMX JIMHE30JIU OAHOBPECMCHHO C MHCYJIMHOM WJIM THUIIOTTIMKCMUYCCKHUMU IIpCIiapaTaMu.
Xots IMPUIUHHO-CIICACTBCHHAA CBA3b MCIKAY IPUEMOM JIMHC30JINJa U PA3BUTUEM T'HIIOTJIMKEMHHU HE
YCTaHOBJICHA, MAOUCHTOB C CaxapHbIM IH/Ia6eTOM H606XOILI/IMO npeaynpexkiaarb 0 BO3MOKHOCTHU
Pa3BUTHUA TUIIOTJIMKCMUH. B CJIyda€ BO3BHUKHOBCHUA T'HIIOTTIMKEMUU H606X0,I[I/IM3. KOPPCKIHUA OT03bI
I/IHCyJII/IHa/FI/IHOFJII/IKeMI/I‘-IeCKI/IX npenaparoB WJIM OTMCHA JIMHC30JI1aa.

IIpuMeHeHMe ¢ IPOAYKTAMM IMUTAHMS, 0oraTeIMHU THPAaMHUHOM

[TanuenTam cieyeT pEKOMEHJI0BaTh OTKAa3aThCsl OT IpueMa OOJbIIMX KOJIMYECTB MUIIH,
coZiepKallel TUpaMuH (Takue, KaKk KpacHO€ BHMHO, CO3PEBIUUI ChIp, HEKOTOpBIE AJIKOTOJIbHBIE
HAIUTKH, KOITYEHOE MSCO, SKCTPAKTHI IPOXOKEH, MPOIYKTHI U3 (hePMEHTHPOBAHHBIX COEBBIX 000OB,
TaKue KaK COeBbIH COycC).

Cynepundexuus

Knuanueckux wuccienoBaHui, n3ydaBUIMX 3((EKT NMpUMEHEHHUs JUHE30JMJa Ha HOPMAJbHYIO
MUKpPO(DIIOPY OpraHu3Ma 4ejloBeKa, He IPOBOAUIIOCH.

[TpumeHeHHe aHTHOAKTEpUAIBHBIX MPENapaToB MHOTJAa MOXKET MPUBOJIUTH K YCHJICHHOMY DPOCTY
HEBOCIPUUMYMBBIX K HEMY MUKPOOPTraHU3MOB. B KIIMHUYECKHX UCCIIEJOBAHUAX OBLIO MMOKAa3aHO, YTO
npuMepHO y 3 % NAnUEHTOB, IMOJIYYaBIIMX DPEKOMEHIOBAHHBIE J03bl JMHE30JUAA, pPa3BUBAJICA
KaHJIUJ03, aCCOLIMMPOBAHHBIN C IPUEMOM aHTUOMOTUKOB. [Ipy BO3HUKHOBEHUH CylepuH(EKIINH Ha
(doHe npuema JIMHE30U/1a CIelyeT IPUHUMATh COOTBETCTBYIOILINE MEPBI METUIIUHCKOTO XapaKTepa.

KinHnueckue ucciie10BaHusa

bezonacHocTh M 3 (HEKTUBHOCTh MPUMEHEHMs JIMHE30JUa JUIMTENbHOCThIO Oosiee 28 nHel He
YCTaHOBJIEHBI (110 BCEM IOKA3aHUAM, 3a UCKIIIOYEHUEM TyOepKye3a JETKUX).

B KOHTpOJIMpYyEMBIX KIMHUUYECKUX UCCIEA0BAHUAX HE TPUHUMAIIHN YYACTHUsI ITALIMEHTHI C CHHAPOMOM
«1Ma0eTUYECKON CTOTBD», MPOICKHIMHU WIH UIIEMUYECKUMHU HAPYIICHUSMHU, TSHKEIBIMH 0XKOTaMU
WM TaHTPEHO3HBIMH TOPaKEHUSAMU. TakuM 00pa3oM, OMBIT MPUMEHEHHS JIMHE30JHM/1a B Tepanuu
ATUX COCTOSIHUM OTpaHUYEH.

4.5. BzaumogeiictBue ¢ JPYrHMH JIEKADCTBEHHBIMH INpenapaTamMM W Jpyrue BHIbI
B3aMMOJAeHCTBUSA

YcTaHoBneHO, 4yTO H30QepMeHTHl IUTOoXpoma P450 He ydacTBYIOT B MeTaboiM3Me JIMHE30JUaa
in vitro. JluHe3omMI He WHTHOMPYET W HE WHAYIUPYET AaKTHBHOCTh KIMHUYCCKH BaKHBIX
uzopepmenTtoB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum 006pazoMm, HE OKUTAECTCS
CYP450-unaynupoBaHHOrO B3aUMOJICHCTBUSL TpHU TNpueMe JuHezonuja. [Ipu oIHOBpeMEHHOM
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MpUMEHEHNHU JInHe3o0auaa U (S)-BapdapuHa, KOTOPHIi B 3HaIII/II1Q}'I’IB;r(-)|g'El’[I;E'eHHm

nzopepmentom CYP2C9, papmakoknHeTHUECKHE XapaKTepUCTUKH BapdapuHa He MeHstoTcs. Takue
npenaparsl, Kak Bapdapus u heHuTouH, sSBistomuecs cyocrpatamu uzodpepmenta CYP2C9, MoxHO
IIPUMEHSTHh OHOBPEMEHHO C JIMHE30JIMJIOM 0€3 KOPPEKLHUH JJO3BI.

I/IHFI/I6I/ITODBI MOHOAMHWHOKCHU1A43bI

JluHe30mu ABNSETCA HECENEKTUBHBIM OOpaTUMBIM HHIHOUTOPOM MOHOAMHHOKCH/IA3bI, TIOATOMY Y
HEKOTOPBIX MAaIMEHTOB, MOJYYArOIIUX JIMHE30JIUA, MOXET OTMEYaThCsl yMEPEHHOEe o0paTtumoe
YCHJICHHE TPECCOPHOTO JACHCTBHS ncegdodgheopuna M ¢penunnponanoramuna. B cBs3u ¢ 3TUM
PEKOMEH/IYeTCS CHUXATh HavajbHBIC J03bI CIEAYIONIMX TPYII IPENapaTtoB: aJPCHOMHUMETHUKU
(marmpumep, nceBaodheapuH, (EHUIIPONAHOIAMHH, SMUHEPPUH, HOpANUHEPPUH, NOOYTaAMHH),
n0(paMUHOMHUMETHUKH (HarmpuMep, AodhaMHH) U B JAIbHEHIIEM OCYIIECTBIISTh TMOI00pP 03I
TUTPOBAHUEM.

B uccnenosanumsix I, Il u 11l ¢a3sl He oTMeUanoCch pa3BUTHS CEPOTOHUHOBOTO CHHIPOMA Y TTAI[UEHTOB,
MOJTyYaBIIUX JIMHE30JIM] COBMECTHO C CEpOTOHMHEpPruueckuMu mpemnaparamu. Coobmianock 00
OUYEHb PEAKUX CIOHTAHHBIX CIydyasX Pa3BUTUS CEPOTOHMHOBOTO CHUHAPOMA MPHU OJHOBPEMEHHOM
MIPUMEHEHUHU JIMHE30JIM/1a U CEPOTOHUHEPTUYECKUX npemnapaToB (cM. pasnen 4.3 u 4.4).

Jlunezonuy cieayer ¢ OCTOPOKHOCTBIO MPUMEHATh OJHOBPEMEHHO ¢ OynpeHOpGUHOM (OTAETHHO
WM B KOMOHMHAIIMM C HAJOKCOHOM), TaK KakK TOBBIIIAETCS PHUCK PA3BUTUS CEPOTOHHHOBOTO
CHUHIPOMA, TIPEICTABIISIFOIIETO MOTEHIMATBHYIO YIPO3y IS KU3HU (CM. paznen 4.4).

HpI/I OAHOBPEMCHHOM MIPUMCHCHUU C asmpeonHamom 41 CEHMAMUYUHOM HU3MCHCHHUA
(bapMaKOKHHCTHKH JIMHE30JInAa HC OTMCYAJIOCh.

Pudammunun Be3bBan cHmkeHHE Cmax U AUC nuHesonmmpma B cpemneM Ha 21 % wu 32 %,
COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

HccnenoBanuii 06e30naCHOCTH NPUMEHEHUsS JHMHE30JIMAa IpU OCpEeMEHHOCTH HE MPOBOIMIIOCH,
[I09TOMY TPUMEHEHHUE JIMHE30JMla HpU OEepeMEHHOCTH BO3MOXHO TOJBKO B CIllydae, €Cid
IpeJroiaraemMas 1oJyib3a OT Tepanuu A MaTepy MPEBOCXOANT MOTEHIIMAIbHBIA PUCK JIJIS TII0/1A.

JlakTanus

HCI/I3B€CTHO, BBIACIICTCA JIM JIMHE30JIUA C TPYAHBIM MOJIOKOM KOPMANIUX JKXCHIIWH, IMO3TOMY
CICAYCT NPCKPATUTb T'PyAHOC BCKAPMIIMBAHUC TIPH HA3HAUCHUH IIPCIlapaTa MATCPU B INECPUOL
JJaKTaluu.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMHM M padorath ¢
MeXaHU3MaMH

Bo Bpems1 nedeHns TMHE30IUA0M YIIPaBIISTh TPAHCIIOPTHBIMU CPEACTBAMM, CIIELIUAIBHON TEXHUKOU
WIK 3aHUMATbCsl JIEATEIbHOCTHIO, CBA3aHHOM C TIOBBIIIEHHBIM DPHCKOM, HE PEKOMEHIYeTCs.
[TanueHTOB ClleyeT NpeayNnpeanTh O BO3MOKHOCTU Pa3BUTHSI TOJIOBOKPYKEHUS UM CUMIITOMOB
HapyuleHus 3peHus (Kak onucaHo B pazzaenax 4.4 u 4.8).

4.8. HexxennaTesbHbIE peakuu

Pesrome nmpodmiig 0e30ImacHOCTH

HexenatenbHble sIBIEHUS, CBS3aHHBIE C MPHEMOM JIMHE30JMa, OBIBAIOT OOBIYHO JIETKOW WITU
CpeIIHEH CTENeH! BEIPAKEHHOCTH. Yalie oCcTabHBIX OTMEYAIOTCS TOIIHOTA, TOJIOBHAS 00JIb, AUapes,
pBOTAa.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

B rtabmuiie mpencTaBieHbl HEXeIATeNbHBIE PEAKIUU MO CUCTeMHO-opraHHbIM Kiaccam (COK) u
yacTtoTe. BHYyTpH Ka)k0i 4aCTOTHOM IpyMIIbl HeXeNaTeIbHbIE PEaKI[UU PACIIONAraloTCs B MOPSAKE
yObIBaHUsI BBIpaKeHHOCTU. YacToTa MOOOYHBIX 3(PQPEKTOB, MPUBEACHHBIX HIDKE, OMPEACIsIach
COOTBETCTBEHHO cienyiouemMy (kinaccudukanus BcemupHOW opranuzanuu 3ApaBOOXpPaHEHUs):
oueHb yacto (>1/10); wacto (>1/100, o <1/10); HewacTo (>1/1 000, Ho <1/100); penko (>1/10 000,
Ho <1/1 000); ouens peako (<1/10 000), vacroTa HeM3BeCTHA (HA OCHOBAHWU MMEIOIINUXCS JAHHBIX

OIIEHUTHh HEBO3MOKHO).

CucreMHO-OpraHHbIi
KJ1acc

KaTeropI/m HaCTOTHI

HexenarensHbie p€akuuu

Hngpexyuu u unsazuu Yacto KaHaAua03 (B TOM 4MCIE, KaHAWI03 MOJOCTH
pTa, BarMHANbHBIA KaHAW03), TPUOKOBHIE
nHbeKIH

Heuacto BarviHUT
Penxo KOJIUT, BBI3BAHHBIN MIPUMEHEHUEM
QHTUOMOTHKOB (B T.4. MCEBIOMEMOpPAHO3HBIN

KOJIuT)*

Hapywenus co cmoponwi Yacro TPOMOOIIUTOTICHHST ¥, aHEMHUST

Kposu u aumpamueckoi Hewacro MaHIUTONIEHUs *, JeKoneHus ™,

cucmenst HEHTPOIIECHUSI, 203UHOPIIHS

Penxo cuaepoOnacTHas aHeMus ™
YactoTa HEU3BECTHA | MUEJIOCYTIPECCHS*

Hapywenus co cmoponwi Penxo aHa(uITaKCcHs*

UMMYHHOU CUCmeMbl

Hapywenus Heuacto TUIIOHATPUEMHUS

Memaboauzma u

P ——— Penxo JaKkToanuao3™*

Tcuxuueckue napywenus Yacto OeccoHHUIA

Hapywenus co cmopoHnul Yacto TOJIOBHAsI 00Jb, TOJIOBOKPYKEHHE

HEPBHOU cuUCmeMbl

Heuacto cynoporu®, mepudepuyeckas HeWpomaTus®*,
W3MEHEHUE BKYCOBBIX OILYIICHUH,
TUTIOCTE3M s, TapacTe3us
YacToTa HeW3BeCTHA | CEPOTOHMHOBBIN CUHAPOM
Hapywenus co cmoponui Heuacro HeWponaTus 3PUTEIBHOTO HepBa*,
opeana 3peHus 3aTYMaHEHHOE 3pEeHHe™
Penko nosiBjieHue 1edeKToB Mojei 3peHus™

YactoTa HEU3BECTHA

HEBPUT 3pUTENILHOTO HEpBa™, MOTeps 3peHUs ™,
U3MEHEHHE OCTPOTHl 3peHUs™®, HU3MEHEHHE
LIBETOBOT'O 3peHUs™

€0cy008

Hapywenusa co cmoponwi Heuwacro 3BOH B YIIax

opaana cnyxa u

Jaabupunma

Hapywenus co cmoponwi Heuacto apuTMus (TaXuKapaus)

cepoya

Hapywenus co cmopoHbl Yacro MOBBILLIEHUE APTEPUATHLHOTO JaBICHUS
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Heuacro
TpoMOODIeOUT
Hapywenus co cmopoHul Yacro pBOTa, Juapesi, TOIIHOTA, JOKAaJU30BaHHAs
HCENYOOYHO-KUULEUHO20 WIM TeHepalu3oBaHHas O00db B oOJacTw
mpakma KUBOTA, BKJIIOYAs CIa3Mbl B KMBOTE, 3amop,
JMCTICTICHSI
Heuacto cna3Mbl B JKHMBOTE#, B3JIyTHE JKHBOTA,
W3MEHEHHE 1BeTa s3bIKa™, MaHKpeaTur,
racTPUT, CyXOCThb BO DTy, TJIOCCHUT, KHUJIKUN
CTyJ, CTOMAaTHT, TMpOYHME  HaAPYIICHUS
COCTOSIHUSI SI3bIKA
Penxo MMOBEPXHOCTHOE H3MEHEHHE OKPACKH SMaiH
3y0oB*
Hapywenus co cmopoHul Yacro W3MEHEHHE pEe3yJIbTaTOB (PYHKIIMOHAIbHBIX
neyeHu u TECTOB TIEYCHH, TIOBBIIICHHE aKTUBHOCTH
JHCenUeblBO0AUUX NYymell «TICYCHOYHBIX» (PEPMEHTOB (B TOM YHCIIC,
aJlaHMHAMHUHOTpaHchepass (AJIT),
acmapraTaMHHOTpaHc(epasbl (ACT),
menoyHoi gocdatassl (ILD))
Hewacro MOBBILICHHUE KOHIIEHTpallUU o0riero
OounnpyOuHa
Hapywenusa co cmoponwi Yacro 3y, ChIMb*
KOJICU U NOOKOMCHIX Heuacto OyJUle3HbIE TOPAXKEHUS KOXKH, TSOKEIbIe
mKaneu KO>KHBIC HEXKeJIaTeIbHbIC peakuuu,
AQHTHMOHEBPOTUYECKUI OTEeK®, KpamuBHUIIA,
JICPMATHT, ITOBBIIIICHHAS TOTIUBOCTh
Penxo TOKCHYECKHH SIHAEpPMANbHBI  HEKpOIu3*?,
cungpom CruseHca-JIKoHCOHA*S, BacKyJUT
[IPY TUIIEPYYBCTBUTEIBLHOCTU ™, allonenus
Hapywenus co cmoponwi Penko pabaomMuoauz*”*
MbIUEYHOU, KOCIMHOU U
CcoeOUHUmMeNbHOU MKAHU
Hapywenus co cmopoHnul Yacro MOBBIIIICHUE KOHIIGHTPAllUd MOYEBUHBI B
NOYeK U MOUeBbl80OAUUX KpPOBH
nymeii Heuacto moyeyHasi HeIOCTaTOYHOCTh, ITOBBIIICHUE
KOHIIEHTPAIllUM KpeaTUHUHA B IJ1a3Me KpPOBH,
TIOJINY pUsI
Hapywenus co cmopoHnul Hewacrto HapyIISHHsI CO CTOPOHBI Baraiuiiia U BYJIbBBI
penpooyKmueHoU
cucmemvl U  MOJOYHBIX
arcenes
Obwue Hapywienus u Yacro TUXOpaJKa, TOKaTu30BaHHas 00Jb
peaxkyuu 6  Mmecme
Heuacto 03HOO, YTOMIIIEMOCTb, KK
66e0eHsl
Jlabopamopnvie u Yacto OTKJIOHEHHE OT HOPMBI TOKa3aTenell pyHKINH
UHCMPYMEHMAbHbLE NeYeHH, MOBBIIIIEHHUE KOJIMYECTBA
OoamnHvle HEUTpPO(UIOB, 303MHOPUIOB,  CHUKEHHE
reMoryioOnHa, TeMaTOKpHTa WJIM 4YHCcla

SpUTPOUOUTOB, MOBBINICHUC HWJIW CHHXCHUC
KOJIHMYCCTBA TpOM6OI_[I/ITOB niIn HCﬁKOHHTOB,
TIOBBIIIICHUEC AKTUBHOCTHU
JIAKTATACTUAPOTCHA3BI, KPCATHUHKUHA3GI,
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KOHIIEHTpPAaLlMd  IJIIOKO3bl HE  HATOLIAK,
CHIDKEHHE 00111ero 0emka, aibOyMuHa, HaTpHst
WIA KaJbLUs, IOBBIINIEHUE WIN CHUXXEHUE
KaJIHsl WM THIPOKapOOHATOB

Heuacto OTKJIOHEHHE OT HOPMBI I'€MaTOJOTHYECKUX
[I0Ka3aTelie,  MOBBIIEHUE  COACPKAHUSA
HaTpusi WJIM KalbLus B IUIa3M€ KpOBH,
CHIDKEHHE  KOHLIEHTPAIlMM  TJIIOKO3bl  HE
HaTOIIAK, [OBBIIIEHUE WM  CHUXKECHUE
XJIOPU/IOB KPOBH, TIIOBBIIICHHE KOJINYECTBA
PETUKYJIOLMTOB,  CHI)KEHHE  KOJIMYEeCTBa
HelTpoduon

* HexemaTeabHbIe PCaKuu, BbIABICHHBIC B IOCTPETUCTPALIMOHHOM NIEPHUOJAC

§ YacToTa HexxenaTeIbHBIX SBICHUN, IpeAcTaBICHHAsI OLICHOYHOM BepxHell rpanuLieit 95 % noBepuTeIb»HOrO HHTEpBaa,
paccuuTaHHOH ¢ ucnoab3oBaHueM «lIpaBuna 3».

# HexxenatenbHble peakUH «CIIa3Mbl B XXHBOTE» OINpeAesstorcs mo knaccudukanun MedDRA kak TepMHH HH)KHETO
YPOBHS, @ HE IPEIIOUTHUTEIbHBIN TEPMHUH.

~ Cwm. pazgen 4.4.

B xome mnpoenenus MHOTOLEHTPOBOrO, IPOCHEKTUBHOIO, PAaHIOMHU3UPOBAHHOTO JBOWHOIO
CJIETIOrO, IIaned0 KOHTPOIMPYEMOTO UCCIIE0BAaHUS MO OlleHKe 3()(HEKTUBHOCTH U IEPEHOCUMOCTH
peKrUMa XUMHOTEPAINH, BKIIOYAIONIETO IpenapaT JUHE30I11a, Y O0JIBHBIX TyOepKyIe30M JIETKHUX C
MHOYKECTBEHHOM JIEKapCTBEHHOH YCTOMUMBOCTBIO M. tuberculosis, ObU1N BBISIBICHBI HEXKEJIATEIIbHBIE
peakuuu:

CucremHo-opranublii kjace | Yacrora Heu3BecTHA

Hapywenus co cmoponvl kpogu | aneMusl, 503HHOPIITUSL
u aumMpamuyeckou cucmemol

DOHOoKpuHHbIE HAPYWEHUs. TUIIOTUPEO03, NOBbIIIeHUE ypoBHS TTIT

Ilcuxuueckue napywenus 0ecCOHHHUIA, MAPOKCU3MAIBHOE TPEBOXKHOE PacCTPOMCTRO,
IJIAKCUBOCTh, TPEBOTA, PACCTPOMCTBO AMOLIMHI U MTOBEICHUS
Hapywenus  co  cmoponul | TonoBHas 00Jb, CyIOpPOTH, TPEMOP PYK, UyBCTBO OHEMEHHS B
HEepBHOU CucmeMbl KOHEYHOCTH, HEBpaJIrus TPOMHUYHOTO HepBa,
TeHEPAIM30BAHHbIN CYJJOPOKHBIM IPUNAIOK, IOTEPS. CO3HAHUS
Hapywenuss  co  cmoponwl | CHUXKEHHUE CIyXa, 3BOH B yIIax

op2ama cuyxa u 1abupurma
Hapywenuss ~ co  cmopownwvl | CHHycOBass apUTMMsl, HaJDKEIyJO4YKOBas 3KCTPACUCTOJIMS,
cepoya cHIKeHue cerMenTa ST Ha anekTpokapauorpamMmme

Hapywenusa  co  cmoponul | Kalllenb ¢ MOKPOTOH, KaTapaJlbHbI pUHO(DAPUHTUT
ObIXamenvbHol cucmemul,
op2ano8 2pyoOHOU KIemKu U

cpedocmenust

Hapywenus  co  cmoponwl | 001 B SNUTACTPUH, AUCHIETICHYECKHE SIBJICHHS, TOIIHOTA, PBOTA,
JHCeNyOOUYHO-KULUEUHO20 9PO3HUBHBIN TaCTPHUT

mpakma

Hapywenus  co  cmoponbl | TIOBBIIIICHNE AKTUBHOCTH (bepMeHTOB TICYCHH,
neueHu U  JHcenyesbl8o0AUUX | TETTATOTOKCHYHOCTh

nymeu

HapymeHuﬂ CO CMOPOHBL KOJHCU | 3YJ KOKHBIX IIOKPOBOB, MCANKAMCHTO3HOC aKHC
U NOOKOJNCHBIX MKAHEll
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1t
Hapywenus  co  cmoponst | apTpanrus, 6016 B CYXOKHIIH

MbIULEYHOT, KOCmHOU u
COeOUHUMENbHOU MKAHU
Hapywenus co cmoponwsl nouex | runepypuxkemusi, HepOTOKCUIHOCTh
U MOYEBbIBOOAUUX nymell
Hapywenus  co  cmoponwl | ranakropes
PENPOOYKMUBHOU cucmemvl U
MOJIOUHbIX Jicenle3

Obwue napyuwienus u peakyuu ¢ | OTBpallleHUE K TMUIIEC, TMOTEps anmeTuTa, QeOpuibHas
Mecme 86e0eHus. TEeMIEepaTypa, HOKPACHEHHUE MO XOAY MOJIKOKHbBIX BEH
Jlabopamopuvie nokazamenu CHIDKCHHE KOHIICHTPAIUH KAJIHS B IJIa3Me KPOBH

OnuncaHue OTACABHBIX HEXKEIATSIbHBIX PEaKITH

Crnenyronmue mobounbie 3GPEeKThl TpU TPUMEHEHUH JIMHE30JIUIA B PEIKUX CIydasX OTHOCUIIUCH K
KaTeropuu CEPbE3HBIX: JIOKATM30BaHHAs 0OJIb B OOJIACTH JKMBOTA, TPAH3UTOpPHAS HWIIEMHUYECKast
aTaka, apTepuagbHas TUTICPTCH3US.

B KOoHTpoONMMpyeMbIX KIMHUYECKUX MCCIEAOBAHUAX, B KOTOPHIX JTUHE30IU] TPUMEHSIIICS MAKCUMYM
28 nHei, Tonbko y 2 % ManueHToB pa3BUBaliach aHeMus. [Ipu npuMeHeHun He3aperuCTPUPOBAHHOTO
mpernapaTa B paMKax MpOrpaMM paHHEro JOCTyla s NalMeHTOB C >KU3HEYIPOKAIOIIUMU
uHpexmame, y 2,5 % (33/1326) mauneHToB, KOTOPHIE MOXYYasIH JIMHE30Iua < 28 1Hel, pa3BUBajIach
aHeMusi, B TO BpeMs KaK IpU NMPUMEHEHHH JIMHe30uaa Oobiie 28 nHell, aHeMus pa3BUBalach y
12,3% (53/430) manueHToB.

CooTHolIeHHE CTy4YaeB pa3BUTHUSI aHEMUH, TPEOYIOIIEeH epeTuBaHus KPOBH, COCTaBMIIO 9 % cpenu
MAIUEHTOB, moiy4aromux JuHesommn < 28 mueit (3/33), u 15 % (8/53) B Tex ciydasx, Korjaa
JIMHE30JIU] PUMEHSUTH OoJiee 28 mHel.

€T

JlanHble 1O 0€30MaCHOCTH, IOJyYCHHBIE B KIMHUYECKUX HCCICIOBAaHMAX C YydacTHeM Oosee
500 manueHToB JETCKOro Bo3pacTa (¢ poxaeHus 1o 17 7er), He yKas3bIBalOT, 4YTO Hpoduib
0€301acHOCTH JIMHE30JIUAA JJIS IeTeH OTiIu4aeTcs OT mpoguiis 6e30MacHOCTH Ui B3POCIbIX.

Coo011enune 0 mMoI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0marh O TMOJ03PEBAaEMBIX HEKENATENbHbIX pEeaKkIHUsIX IOCJIe perucTpanuu
JIEKapCTBEHHOI'O TIperapara C LEeIbl0 O0eCHeueHus: HENPEPhIBHOIO MOHUTOPHHIA COOTHOLIEHHS
«T0JIb3a — PHUCK» JIEKApCTBEHHOro mpenapaTta. MeAMLIUHCKUM pPa0OTHUKAM pPEKOMEHIYeTCs
coo0MIaTh O JHOOBIX MO03PEBAEMBIX HEKEJIATEIIBHBIX PEAKIMAX JEKAPCTBEHHOIO IIpenapaTa 4epes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMS O HEXENaTeNbHbIX pPEaKLUUsAX T[OCylapcTB — YIEHOB
EBpazniickoro 5KOHOMHUYECKOTO COKO3a.

Pocculickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Apnpec: 109012, r. MockBa, CnaBsiHcKast miiomanib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
CaiitT B m”HGOpPMaAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTH «IHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

O ciyyasx nepeno3upoOBKH JIMHE30JM1a HE COOOIIANIOCh.
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JleyeHne

PexoMeHnayercsi cuMnToMaTH4ecKOe JiedeHre (B TOM YHCIe HEOOXOIUMO MOAAECPKUBATH CKOPOCTh
KITyOOuKOBOW (miibTpanuu). HeT JaHHBIX OTHOCUTEIBHO YCKOPECHUsS BBIBEICHHS JIMHE30JIMIa TIPU
MEPUTOHEATHHOM Juanu3e win remonepdysun. [Tpumepro 30 % nuHe30M1a BRIBOAUTCS B TEUCHUE
3 4acoB MpH reMoAnaIn3e.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTeparneBTUIecKasi Tpynmna: aHTHOAKTepUAIbHBIE CPEACTBA CHCTEMHOTO JCHCTBHUS; APyTUe
aHTHOAKTepUAIbHBIC CPEJICTBA.
Kox ATX: JO1XXO08.

MexanusM aeiictBus U hapMakoauHaMuueckne 3O GheEKTHI

Jlune3onuya, cUHTETMYECKUII aHTHOAKTEpUAJIbHBIM Ipenapar, OTHOCUTCS K HOBOMY KJacCy
IIPOTUBOMHUKPOOHBIX CPEICTB, OKCA30JMAMHOHAM, AKTUBHBIX in Vitro B OTHOIIEHUH a3pOOHBIX
IPaMIIOJIOKUTENBHBIX OaKkTepuii, HEKOTOPHIX TI'PaMOTPHUIIATENBHBIX OaKTepuil M aHadIPOOHBIX
MHUKPOOPIraHu3MoOB. JIMHE301M]l CEeIeKTUBHO MHIMOUpYeT cuHTe3 Oenka B OakTepusx. 3a cyer
CBSI3bIBaHUS ¢ OAaKTEpUATBHBIMA pUOOCOMaMH OH MPENOTBpAIaeT 00pa3oBaHue (GyHKIIHOHAIEHOTO
MHULUUPYIOLEro KoMmiuiekca 70S, KOTOpbIi ABIIAETCS BaKHBIM KOMIIOHEHTOM IPOLEcca TPaHCIIALAN
IIpU CUHTE3€ OeliKa.

YyBCTBUTEIHLHOCTh

JInHe30mx aKTUBEH in Vitro U in vivo

I'paMnoNIOKUTEIBHBIC 33D06BI

Enterococcus faecium (BKirouasi iTaMMbl, PE3UCTEHTHBIE K BAHKOMUIIMHY )
Staphylococcus aureus (BKI04as METULMIUTMHPE3UCTEHTHBIE ILITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJIt04asi NOJIUPE3UCTEHTHBIE ILITAMMBI)
Streptococcus pyogenes

Apyrue MUKpOOpPraHu3Mbl

M. tuberculosis
IIpenapar akTuBEH in vitro

I'paMmoI0oKUTEIBHBIE a3POOBI

Enterococcus faecalis (Bkio4as IITaMMbl, pE3UCTEHTHBIE K BAHKOMUIIUHY )
Enterococcus faecium (1uTaMmbl, 4yBCTBUTEIbHBIE K BAHKOMULIUHY )
Staphylococcus epidermidis (BkiTtouasi METUIMIITMHPE3UCTEHTHBIC IIITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. rpynnsl Viridans

I'pamoTpuiiaTensHbIe a3P00BI

Pasteurella multocida
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Pe3ncTeHTHBIC K IMHE30JIMAY MHUKPOOPTaHU3MEL:

Haemophilus influenzae
Moraxella catarrhalis
Neisseria spp.
Enterobacteriaceae spp.
Pseudomonas spp.

Pe3ucTeHTHOCTD

MexaHu3M JEHCTBUS JTMHE30JIMA OTJIMYACTCS OT MEXAaHHM3MOB JCHCTBHS MPOTUBOMHUKPOOHBIX
MpenapaToB JIpPYrux KiIaccoB (HampuMmep, aMHUHTJIMKO3HMJIOB, O€Ta-JIaKTaMOB, AaHTarOHUCTOB
¢donreBol  KHUCIOTHI,  TJIMKONENTUAOB,  JIMHKO3aMHUJIOB, XHHOJIOHOB, pubaMUIITHOB,
CTPENTOrPAaMUHOB, TETPAIMKIMHOB U XJIOPaM(EHUKOJIA), TIOITOMY MEPEKPECTHON PEe3UCTEHTHOCTH
MEXy JIMHE30JIMIOM M 3TUMU IpernapaTaMu HE CyllecTByeT. JIMHe301u] akTUBEH B OTHOILICHUU
MaTOTCHHBIX MUKPOOPTaHW3MOB, KaK YYBCTBUTEIBHBIX, TAK M PE3UCTEHTHBIX K ATUM IIperaparam.
Pe3ucTeHTHOCTh MO OTHOUIEHUIO K JIMHE30JIUIY Pa3BUBACTCS MEUICHHO IyTEM MHOTOCTaAUITHOM
myTtauuu 23S pudocomansHoit PHK u npoucxomut ¢ yacrotoii Mmenee 1x 10° — 1x1071,

5.2. apmakoknHeTHYECKHE CBOIiCTBA

AOGcopOumst

[Tocne mpuema BHYTPb JIMHE30JIU]T OBICTPO M MHTEHCHUBHO BCACHIBACTCS M3 KEIYJOUHO-KUIIEYHOTO
TpakTa. MakcuMasbHas KOHIICHTpaLMsl JIMHE30JMaa B 1mia3Me KpoBU (Cmax) — 21,2 Mr/mn, cpennuit
MIEPUOJI BPEMEHU JI0 JOCTHKCHHSI MAKCUMaIbHOM KOHIIeHTpauuu JIMHe30Ju/1a B KPOBU (TCmax) — 2 4,
abcomoTHast OMOIOCTYITHOCTH cocTaBisgeT okoso 100 %.

HpI/IeM WU HE BJIMACT HAa BCACBIBAHUC JIMHC30JIM/IA. PaBHoBecHas KOHLCHTpaluAd JIMHE30JInJa B
KpOBH JOCTHI'aCTCA Ha 2 JACHDb IIpUcMa.

Pacnopenenenne

OO0beM pacrpeneneHus JTUHE30IUAa IPU JOCTH)KEHUH PaBHOBECHOW KOHIICHTPAIUU Y 3J0POBOTO
B3POCJIOTO YeJoBeKa cocTaBisieT B cpenneM 40—50 1, 4To0 mpUMEPHO PaBHO OOIIEMY COJIEPIKAHUIO
BOoAbl B opranu3Mme. CBs3bIBaHHE ¢ OelkaMu Iia3Mbl KpoBU cocTaBisieT 31 % u He 3aBUCHUT OT
KOHIOCHTpAUX JIMHC30J1M1a B KPOBH.

BI/IOTDaHCd)ODMaHI/IH

YcraHoBneHo, yTo u30pepMeHThl HuToxpoma P450 He ydacTBYIOT B MeTaOosM3Me JIMHE30JIMa

in vitro. JluHe301MMJ HEe WHIUOMpPYeT M HE MOTEHIHUPYET AaKTHUBHOCTh KIMHUYECKU BaKHBIX
nzopepmentoB uToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

Mertaboanueckoe OKHCICHHE NPUBOAUT K OOpa30oBAaHUIO JBYX HEAKTHBHBIX META0OJIUTOB —
TUPOKCUATUITIUIMHA (OCHOBHOW MeTa0OJUT Yy ueloBeKa, o0pa3yercd B  pe3ysbTare
He(EpMEHTAaTUBHOTO TPOLIECCa) U AMUHOITOKCHYKCYCHOM KHCIIOTHI (0Opa3zyercs B MEHBIIMX
KoJnuecTBax). Takke omucaHbl Apyrue HeaKTUBHbIE METaOOIHTHI.

ONUMUHALMS

BrHenoueuHsIil KIMpeHC COCTAaBISIET OKOJI0 65 % KiupeHca JuHe3oauaa. JInHe30mu ] y maiueHToB C
HOpMaJIbHOW (PYHKIHMEW MOYEeK U MPHU MOYEYHOW HEIOCTATOYHOCTH JIETKOM W CpelHel CTerneHu
BBIBOJIUTCS TIOYKAMHU B BUJIE TUAPOKCHATIIITIIHITNHA (40 %), aMHUHOATOKCHYKCYCHOM KUCIOTHI (10 %)
1 B Hen3MeHeHHOM Buje (30-35 %). Kumeunukom BBIBOJUTCA B BUI€ THAPOKCHAITUITIIUIMHA (6 %)
1 aMUHOATOKCUYKCYCHOM KHCIOTHI (3 %).

JIuHe301Ma B HEU3MEHEHHOM BHE MPAaKTUYCCKU HEC BBIBOAUTCSA KUIICUYHUKOM.
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T
[Tepuon moayBBIBEICHHS JTMHE30JIU/Ia B CPETHEM COCTABIISICT 5—“7*1‘

MY OTUETY

JInHeNHOCTh (HEINHEHHOCTD)

C YBCIIMUYCHUEM 036l JIMHE30JIMAa OTMECUACTCA HeOOJIbIIIAS CTENEHh HEJTMHEHHOCTH KIIMpCHCA. 910
MOKET OOBSCHATHCS CHIDKEHHEM IIOYEUYHOr0 U BHEIIOYCYHOT'O KIIMpCHCa IpHUu BBICOKOH J103¢€
JJMHC30JI1a. O,Z[HaKO pas3inuuAa KIUPEHCAa HEBCIMKKM M HE BIIMAIOT Ha KaH(YHIHfICH nepuon
IMOJIYBBIBCICHMU .

Oco0Oble T'PYIIIBI ITAITWMEHTOB

Tloueunas neoocmamounocmo

[Tocne opgHokparHoro mnpuema 600 Mr JMHE30JdMJA MAIMEHTAMH C TKEJIOW MOYEYHOU
HEJOCTATOYHOCThIO (KiHMpeHC KpeatuHuHA < 30 MJI/MUH) KOHIICHTpAIUsl JIBYX €ro OCHOBHBIX
MeTaboJMTOB Bo3pacTanma B 7-8 pa3. Opmnako yBenuueHus AUC (twoiom@azps 107 KPHUBOM
«KOHIICHTpAIHsI-BpEeMsD») HCXOJHOTO Mpenapara He Habmogamoch. Hecmorps Ha TO, 4TO mpu
reMojfalin3e BBIBOJIUJIOCH HEKOTOPOE KOJIWYECTBO OCHOBHBIX META0OJIUTOB, UX KOHIEHTpalUs B
ma3Me KpoBH mocie npuema 600 Mr JTMHE30/IM/1a U TPOBEACHUS MPOLIEYPhI AHalii3a OCTaBajlach
CYIIECTBEHHO BBIII€ KOHIIEHTPAIIMH B KPOBU y TAIIMEHTOB ¢ HOPMAIbHON (yHKIMEH TTOYEK, JTeTKOI
WJTU CPETHETSDKEIION MOYEeYHON HEeOCTATOYHOCTHIO.

Ileyenounas neoocmamounocms

Nmerorcst orpaHMYeHHBIE JAHHBIE, YTO y MAUKUEHTOB C JIETKOM W CPEAHETSIKEIION IMEYEHOYHOU
HEJ0CTaTOYHOCThIO (Ki1acc A u B mo knaccudukanuu Yaitna-I1p10) hapMakOKMHETHKA JTMHE30JIU1a
Y JIBYX €r0 OCHOBHBIX METa0OJIUTOB HE N3MeHseTcsl. DapMaKkOKWHETHKA JIMHE30JIM/1a Y MaIUEeHTOB C
TSDKEJON MeYeHOYHOM HepocTaTouHoCThIo (Kiace C no knaccudukanuu Yaitna-I1s10) He nzydanace.
OpHaKo, MOCKOJIBKY JIMHE30JIH]T METa0OIM3UpyeTcss He(hepMEHTHBIM ITyTeM, TO HE OXKHJIASTCS
3HAYUMOTO HAPYIIEHHUS ero MeTaboIM3Ma IpU MEYCHOYHON HETOCTATOYHOCTH.

ﬂuua nooaicus1oco so3pacma

YV NOoXXuJbIX IMalMEeHTOB B BO3pacTe 65 meT n cTapme Q)apMaKOKI/IHeTI/IKa JIMHE30JIn[a CYHICCTBCHHO
HE U3MCHSACTCA.

Ilon

VY xeHIIMH 00BEM pacnpeziesieHus IMHE30/IM/1a HECKOIbKO HUXKE, YEM Y MYKUHMH; Y HUX TakKe Ha
20 % cHUXEH cpeaHUN KIMPEHC MPU pacueTe Ha Maccy Tena. KoHIeHTpanus IMHE30I11a B IIa3Me
KpPOBH JKEHILMH BBIIIE, YEM Y MYXKUHH, YTO MOXKET OTYACTU OOBACHATHCS Pa3IUUYMUSIMU MacChl Tela.
OpnHako, NOCKOJBKY IEPUOJ NOJNYBBIBEICHUS JINHE30/IMIa Y MY>KUUH U KEHIIUH CYIECTBEHHO HE
OTJIMYAETCS, HET NMOBO/Ia 0’KUJIATh TOBBIIIEHNS KOHLEHTPALMU JIMHE30I1/1a B KPOBU JKEHILUH BBIIIE
MEPEHOCUMOT0 YPOBHS, TaK YTO KOPPEKIMH JI03bI HE TpeOyeTcs.

eTH
VY moapoctkoB (12—-17 ner) QapmMakoKMHETHKAa JHHE30JUAa, MpuHATOro B jpo3e 600 mr, He
OTIMYaJach OT KMHETHKH y B3pociblX. TakuM oOpa3oM, mpu HazHaueHUH mnompoctkaMm 600 mr
JMHE30JIMa Kaxable 12 4 ero KOHIEeHTpaus OyJIeT TakoH ke, Kak y B3pOCIIbIX MPU Ha3HAYEHUH TOH
AK€ JI03bl.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Anpo
beranekc (OeTa-LMKIOAEKCTPUH)
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Komnosunon

Kpaxman npexxenaTHHU3UPOBAHHbBIN

Kpemuns nuokcua kosmonaHbii (a3pocun mapka A-300)
Hatpus creapundymapar

Marnust ruApOKCUKapOoOHaT

I'unpomennosa E-15

O6on0uka

T'omosas éooopacmeopumas obonouxa
l'unpomennosa (rUIPOKCUITPONHIMETHIILIEIUIION03a)
Kpacurenp xeneza OKCUI AKEAThII

Kpacurens xene3a okCcul KpacHbIN

Maxporon 6000

Tanbk

Tutana TMOKCU]

6.2. HecoBmMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs )

3 rona.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NPU XPAHEHUH
XpaHUTh B 3alIMIIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boitie 25 °C.
6.5. Xapakrep u coaepkaHue yIaKOBKH

ITo 10 TabneTok B KOHTYpPHYIO SIMEHKOBYIO YIIaKOBKY M3 IUIEHKH MOJMBUHUIXJIOPUIHON U (OIbru
JIFOMUHHUEBOM I1€YaTHOM JIAKUPOBAHHOM.

ITo 10, 14, 20, 24, 30, 50, 60 wi 100 TabneTok B OAHKY W3 MOJUAITHIIEHA HU3KOTO JABJICHUS C
KPBIIIKON HATSITMBAEMOM C KOHTPOJEM IEepBOr0 BCKPHITHS. Ha OaHKM HaKJIEHBAIOT ITUKETKH M3
OyMaru 3TUKETOYHOMN MM MHUCUYeH, WIN U3 MOJMMEPHBIX MaTEPUAJIOB, CAMOKJIESIIUECS.

Ilo 1,2, 3,5, 6 uin 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C JINCTKOM-BKJIAbIILIEM TOMEIIAOT
B MAYKy M3 KapTOHA JIJISl MOTPEOUTENBCKOM Taphl MOJATPYIIIT XPOMOBBINM WM XpoM-3p3ail. Ha mauky
MOXET HAKJIEUBAThCA CAMOKJIEAIAsACS STUKETKAa ¢ MapKUPOBKOM. [lauku momemarT B rpynmnoByro
YIIaKOBKY.

ITo 1 Ganke BMecTe ¢ JIMCTKOM-BKIIAJIBIIIEM [TOMELIAIOT B AYKy U3 KapTOHA JJIsl MOTPEOUTENhCKON
Tapel MOArPYIIT XPOMOBBIM WIM XpoM-3p3an. Ha mauky MOXKET HakJIeuBaThbCs CAMOKIIESINASICS
JTUKETKA C MapKHUpPOBKOW. JIONOJHWUTENBHO HAa IA4Ky MOXKET HAKJICUBATHCS OAWH WU JIBa
MPO3pavyHbIX (PUKCUPYIOUINX cTHKepa. [lauku moMeniaroT B TpPaHCHOPTHYIO Tapy.

He Bce pPa3sMEphbI YITAKOBOK MOTYT OBITh AOCTYIIHBI JIA pCaJIn3alluu.
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npenapara MM OTXO0H0B, MOJYYEHHBIX MOCJ€e NMPUMEHEHUS JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MAHMIYJISIIMU € penapaToM

Bech ocraBmmiics JeKkapCTBEHHBIM Mpenapar U OTXOAbl CIEAYET YHUUTOXKUTH (YTHJIM3HPOBATh) B
YCTaHOBJICHHOM IOPSJKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanust

AO «DapmacuHTE3»

664007, Upkytckas o6i1., r. UpkyTck, yi. KpacHorBapaeiickas, a. 23, opuc 3
Ten.: 8 (395) 255-03-55

AJpec 35eKTpoHHOM mouThl: info@pharmasyntez.com

7.1. [IpeacTaBUTEb IEPKATENS] PETHCTPALHMOHHOTO Y10CTOBEPEHHS

[Iperensun notpeduTeseil HaMpPaBIATh MO AAPECY:

Poccuiickas @enepanns

AOQO «PapmacuHTE3»

664040, Upkyrtckas 001, r. UpkyTck, yi. Po3sr JIrokcemOypr, 1. 184
Ten.: 8-800-100-15-50

Anpec amekTpoHHOM ouThl: info@pharmasyntez.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlexapcTBEeHHBIN MTpenapaT OTHOCUTCS K KATETOPHUM OTITYCKa 10 PELENTY.

OOmass xapakTepuCTUKa JIEKApCTBEHHOTO TMpemapaTa AMH30MHI JOCTYIIHA B €IUHOM peecTpe
3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpPa3sWiiCKOr0 SKOHOMHYECKOTO COI03a M Ha
oduIMaTEHOM caiite YHIOJTHOMOYEHHOTO oprana (axcrepTHOM OpTaHHU3aIIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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