COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 30.03.2026 N 6416

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT' O IPEAAPATA" "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Amvmzonun, 200 Mr, TaOIETKH, TOKPHITHIC INIEHOYHOW 000JI0UKOM.
Awmuzomma, 400 Mr, Ta0NIeTKH, MOKPHITHIC TICHOYHONH 000JIOUKOH.

Ammzonun, 600 Mr, TaOJIETKH, TOKPHITHIC INIEHOYHONW 000JI0YKOM.

2. KAYUECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BEMIECTBO: JIMHE30IHI.

Awmuzomua, 200 mr, Ta0JIEeTKU, HOKPHITHIE IVICHOYHOM 000J104YKON

Kaxknas TabieTka, moKphITas INIEHOYHOUW 000109KOM, cogepkuT 200 Mr THHE30J 1A,

BemecTBa, HaTM4re KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mpernapara: HaTpui (CM.
pasnen 4.4).

Awmuzomua, 400 mr, TabieTKH, HOKPHITHIE IJICHOYHOM 000J104YKON

Kaxknas TabieTka, moKphITas INIEHOYHOUW 000109KOM, coaepuT 400 Mr TuHe30 1A,

BemecTBa, HaTM4re KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mpernapara: HaTpui (CM.
pasnen 4.4).

Awmuzomua, 600 mr, TabIeTKU, HOKPHITHIE IVICHOYHOM 000J10YKON

Kaxknas TabieTka, mOKphITas INIEHOYHOUW 000109KOM, cogepuT 600 Mr TuHe30I1a.

BemecTBa, Hamu4re KOTOPHIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO Mpemnapara: HaTpuid (cM.
paznen 4.4).

ITonHbIit MEpCUCHL BCIIOMOTAaTCIIbHBIX BCIICCTB IIPUBCACH B PA3/1CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku, MOKPHITHIE MIICHOYHOM 000JI0UKOIA.

Amuzomni, 200 Mr, TaOJIETKHU, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

TabneTku KpYTJIbIC, ABOSAKOBBIITYKIIBIC, OT CBETJIO-KOPUYHEBOI'O 1O TEMHO-KOPHUYHCBOI'O IIBETA.

Amuzomni, 400 Mr, TaOJIETKHU, TOKPBITHIE INIEHOYHOU 000JI0UYKOM

TabneTku KarcylOBUAHBIE, BOSKOBBLIMYKIbIE, OT CBETIO-KOPUYHEBOTO J0 TEMHO-KOPHYHEBOTO
IIBETA.

Awmuzomua, 600 Mr, Ta0JIETKH, HOKPLITHIE ILIEHOYHON 000JI0YKON

Tabnerku OBAJILHBIC, IBOAKOBBIITYKIIBIC, OT CBETJIO-KOPUYHEBOT'O 1O TEMHO-KOPUYHEBOI'O IBETA.

Ha MOIICPCUHOM pa3pe3C TabJeTKa 0eJIOro MUiIu OEJIOro C JKEJITOBAaThIM OTTEHKOM OBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K IPUMEHECHHUIO

[IpenmapaT AMH30U ITOKa3aH K IPUMEHEHHUIO Y B3pOCIBIX U AeTel oT 12 10 18 neT no nokasaHusm:
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OHHU BbI3BAHbI YYBCTBUTCIIbHOCTBIO K JIMHE30JINAY aBpOGHBIMI/I u aHaBp06HBIMI/I
IPaMITOJIOKHUTEIBHBIMI  MUKPOOPTaHW3MaMH  (BKJIIOYass HWHQEKIUH, COMPOBOXKIAIOIINECS
OaxTepueMueit):

— BHEOONBPHUYHAs ITHEBMOHHUS, BbI3BaHHas  Streptococcus pneumoniae  (BKIIOYast
MOJMPE3UCTCHTHBIC IITAMMBI), BKIIFOUas CITy4au, COMPOBOXKIAIOIINECS OaKTeprueMue, nim
Staphylococcus aureus (TOTbKO METUIIMJUTMHYYBCTBUTENbHBIE IITAMMBI);

— TOCHUTAJIbHAS [MHEBMOHUSI, BbI3BaHHAas Staphylococcus aureus
(METULMJUIMHYYBCTBUTEIbHBIE M METULIMJUIMHPE3UCTEHTHBIE ITAMMBI) WIH Streptococcus
pneumoniae (BKJIIOYas OJIUPE3UCTEHTHBIE IITAMMBI);

— OCJIO’)KHCHHBIC I/IH(beKI_[I/II/I KOXHN U MATKHX TKaHefI, BKJIIO4as I/IH(i)CKI_[I/II/I IIpu CUHAPOME
I[PI&6€TH‘-I€CKOFI CTOIIHI, HC COIIPOBOKAAOIUCCA OCTCOMUCIIUTOM, BBI3BAHHBIC

Staphylococcus aureus (BKITFOUAs METHIWUTMHIYBCTBUTEIIbHbIC u
METULWJUTMHPE3UCTEHTHBIE IITaMMbl), Staphylococcus pyogenes wnm  Staphylococcus
agalactiae;

— HEOCIIO)KHEHHBbIC MH(PEKIIMU KOXKU W MITKHX TKAaHEW, BBI3BaHHBIC Staphylococcus aureus
(TOJIBKO METULIMJUIMHYYBCTBUTEIbHBIE IITAMMBbI) WK Staphylococcus pyogenes;

— WH(EKIHH, Pe3UCTeHTHbIE K BAaHKOMHIWHY, BBI3BaHHBIE Enterococcus faecium, B TOM
quciIe, COMPOBOXKAAOLIMECS OaKTeprueMueH.

Jns B3pocibix oT 18 et u crapiie:

e B cocraBe KOMOMHUPOBaHHOW Tepanuu TyOepKysie3a JIETKHX, BBI3BAHHOTO MITAMMaMH
Mycobacterium tuberculosis ¢ MHOK€CTBEHHOU JIEKAPCTBEHHON YCTONYHUBOCTBIO.

[Ipu onpenenenun, ABISIETCS JIM IIpenapar AMU30JINL TOAXOASIINM JICYEHUEM, CIIEyeT IPUHUMATh
BO BHMMaHHE pe3yJbTaTbl MHKPOOMOJOIMYECKUX HCCIEAOBAaHMM WM HHGPOpMALUIO O
pacnpoCTpaHEHHOCTH  PE3UCTEHTHOCTH K  aHTHOAKTepUalbHBIM  [penaparaM  Cpeau
IPaMIIOJI0KUTEIbHBIX OaKTEPUH.

JIlune3onua He aKTHUBEH MPOTHB MH(EKINH, BBI3BAaHHBIX I'PaMOTpULIATENIbHBIMU NTaToreHamu. [Ipu
MOJIO3PEHUN WM TOATBEP)KICHUHM TIpaMOTpUIATEIbHBIX IaTOr€HOB JOJDKHA OBITH Hadara
creruguueckas Tepanus IpoTUB IPAMOTPULIATEIbHBIX MUKPOOPTaHU3MOB.

4.2. Pesxum 103MpPOBaHNUs U CNIOCO0 MPUMMEHEHUs

PexxuM 1o03upoBaHus

[TarmeHTOB, KOTOPBHIM B Hayalle TepaNuu MpenapaT Ha3HAYUIN BHYTPUBEHHO (B/B), B JalbHEUIIEM
MOHO TIEPEBECTH Ha JIFOOYIO0 JIeKapCTBEHHYIO0 (OpMy TMperapara il prueMa BHYTPb, TIPU 3TOM
nmoadop o3kl He TpeOyercs, T. K. OMOJOCTYMHOCTh JTUHE30IUa MPU MpUeMe BHYTPb COCTaBISET
moutr 100 %. IIpogoKUTEeTbHOCT JISYCHHUST 3aBUCUT OT BO3OYIUTEINS, JTOKAIM3AIUN U THKECTH
MH(DEKINH, a TaKKe OT KIMHUYecKoro s dexTa.

B3pocavie u oemu (12 nem u cmapuie)

Hoka3zanus (BkiI04asi nHpeKunu, Pa3oBas no3a u Pexomenapyemas
CONpoBOXKAAKIINECH OaKTepuemMueil) KPATHOCTH BBEJACHUSA | NPOJOJIKUTENbHOCTD
JIeYeHus
BHEOOJbHUYHAS ITHEBMOHHS, BbI3BaHHAs 600 mr BHYTpB 10-14 nuen
Streptococcus pneumoniae (BKITIOUAst
Kaxkaple 12 4
MOJINPE3UCTEHTHBIE IITAMMBbI), BKJIIOYAsl CIy4aH,
COIIPOBOKAAIONIMECS]  OakTepueMuei,  Wiu
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Staphylococcus aureus (ToNBKO

MCTUIHUJIIIMHYYBCTBUTCIIBHEIC H_ITaMMI)I)

rOCIUTAJIbHAS ITHEBMOHUS, BbI3BaHHAas 600 Mr BHYTpb 10-14 nueit
Staphylococcus aureus (BKITIOUAS

Kaxaele 12
METHLMUTMHYIYBCTBUTEIbHbIC u
METUIWJUTUHPE3UCTEHTHBIE  IITAMMBI)  WJIU
Streptococcus pneumoniae (BKITIOUAS

IMOJIUPE3UCTCHTHEIC H_ITaMMBI)

OCJIO)KHEHHBIE MH(MEKIMU KOXHU M MITKUX 600 Mr BHYTpb 10-14 nueit
TKaHel, BKIIouYas HMH(EKUMH OpU CUHIPOME
I1MabeTUYECKOU CTOIIbI, HE COIIPOBOXKIAIOLIUECS
OCTEOMUEIINTOM, BbI3BaHHBIE Staphylococcus
aureus (BKJIOYas METHIWIJIMHYYBCTBUTEIIbHbBIE
u METULWIINHPE3UCTEHTHBIE HITaMMBl),
Streptococcus pyogenes wunu  Streptococcus
agalactiae

Kaxaele 12

HEOCIIO)KHEHHbIC WMH(MEKIHH KOXH W MArkux| B3apocnbie: 400 mMr 10-14 nuent
TKaHel, BbI3BaHHblE Staphylococcus aureus| BHYTpPb Kaxable 12 4
(TOTBKO METUIIMJUIMHYYBCTBUTEIbHBIE IITAMMBI)

Hetu 12 net u crapiue:
Streptococcus pyogenes

600 Mr BHYTpb KaK]Ible
124

WH(EKIUK, BBI3BAaHHBIE PE3UCTCHTHBIMH K 600 mr BHYTpB 14-28 nueit
BaHKOMHILIUHY Enterococcus faecium, B TOM

. Kaxaele 12 4
4HCclie, COMPOBOXKatoIIuecs: 6akTepueMueit

Bspocnvie

[Tpu TyOepKyIese Jerkux, BI3BAaHHOM IITamMMaMu Mycobacterium tuberculosis ¢ MHOXECTBEHHON
JIEKapCTBEHHOM ycTounBOCTBIO — 600 MT 1 pa3 B CyTKH C JUIMTEIbHOCTHIO TEPANTUU B MHTEHCUBHON
¢baze 24 Henenu.

Oco0ble TPYIIIBEI ITAIMEHTOB

ﬂuua nOJHCUNI020 s03pacma
Koppekuus 10o3e1 He Tpedyercs.
HauueHrnbl C NOYeuHol HedoCmamo4HoOCmbIo

Koppexkuust 10361 He TpeOyeTcs. B cBsi3u ¢ Tem, uto 30 % IuHe30m1a yaanseTcs Mpy TeMoInaan3e
B TE€UCHHE 3 YacoB, JIMHE3OJH]l JOJKEH MPUMEHSTHCS IMOCIe MPOBEASHUS Halii3a MallueHTaM,
HYXJIQIOITIMCS B HEM.

Iayuenmoi ¢ neuenouHOU HEOOCMAMOYHOCMbIO
Koppekuus 103s1 He Tpebyercs.

eTH
Jlemu om 0 0o 12 nem

[Ipemapat AMu3onua He ciaeayeT NPUMEHATh y nereil B Bozpacte or 0 g0 12 ner B cBA3M C
HEBO3MOXKHOCTBIO 00€CIIEUNUTh PEKUM JO3UPOBAHMUS.

[Ipenapat AMU30IU HE CIelyeT IPUMEHSATH y ieTeit 10 18 j1eT 1o mokasaHusM: TyOepKyIies JIETKHX,
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YCTOWUYUBOCTBIO.

Cnocob IIPUMCHCHU A

BnyTps.

[Ipenapat MOXHO MPUHUMATH KaK BO BPEMsI €1Ibl, TaK U MEKIY IPUEMaMHU TTHIIH.
4.3. [IporuBonoOKa3aHus

'mnepuyBCTBUTENBHOCTE K JIMHE3OJIMAY WIM K JIIOOOMY W3 BCIIOMOTAaTEIbHBIX BEIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1.

OHOBpPEMEHHBIH ITPHUEM JIMHE30JIU1a C IpernapaTaMy, THrHOUPYIOIMMIA MOHOAMHUHOKCHIa3bl A MITH
B (manpumep, ¢penensut, n3okapOOKcas3m, CeNEruiInH, MOKIOOEMI), a TAKXKe B T€UCHUE 2 HEAETb
MOCJIe TIPEeKpaIleHHs IPUeMa Ha3BaHHBIX IPEIapaToB.

HpI/I OTCYTCTBHU TIIATCIBHOI'O Ha6JIIOIleHI/I$I 3a NaoueHTaMu W MOHUTOPUHIA APTCPHUAIIBHOTO
AABJICHUSA HC CJICAYCT Ha3HA4YaThb JIMHC30JIUI:

— TalMeHTaM C HEKOHTPOJIUPYEMOHl apTepuanbHOW TUnepTeH3ueld, (peoXxpoMOLUTOMOH,
TUPEOTOKCUKO30M, KApUHUHOUHBIM CUHIPOMOM, OUIOISPHBIM paccTpouCTBOM,
302K TUBHBIM PACCTPONCTBOM U OCTPBHIM COCTOSTHUEM CITyTAHHOCTH CO3HAHHS,

— TManueHTaM, TMOJYYalolluM CJIeAyIOIIue THIBI TpPEenapaToB: aApEHOMUMETHKH (Hampumep,
nceBaoddenpu,  (QEHWINPONAHOIAMUH, ANUHEPPUH, HOpIMUHEDPHUH, JAOO0YTaMUH),
nohaMUHOMUMETHKH (Hampumep, nodaMuH), HHTHOUTOPBI 00paTHOrO 3axBara CEPOTOHUHA,
TPUIMKIMYECKUE aHTHAeNpeccanThl, aroHuctsl 5-HT1 pernentopoB (TpunrtaHbl), MENEpUINH
i OyClUpoH;

—  JIeTCKH# Bo3pacT 10 18 ser mo mokazaHWsM: TyOEpKyJie3 JIETKHX, BBI3BAaHHBIN IITaAMMaMH
Mycobacterium tuberculosis ¢ MHOX€CTBEHHOM JIEeKapCTBEHHOH yCTONUNBOCTBIO.

4.4. OcoOble yka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

ITanueHThl ¢ MOYEYHON HEAOCTATOYHOCTHIO

BCJ'IGI[CTBI/IG HGI/I3y‘-ICHHOI71 KIMHUYECKOM 3HAUMMOCTH JABYX IIECPBUYHBIX MeTa00JIUTOB JIMHE30JIMa Y
alMCHTOB C TSOKEIOH MOYEYHOM HEOAOCTATOYHOCTBIO, JIMHE30JHUA JOJIKCH HCIIOJIb30BATHCA C
OCTOPOXHOCTBIO Yy TaKuX ITAaUCHTOB, MW TOJIBKO CCJIIM MpcArojiaracMas I110jJb3a IMPEBBIIIACT
HOTCHHH&HBHBIP’I pHUCK. Taxxxe HeT JaHHBIX 110 MTPUMCHCHHUIO JIMHC30JMUJAa Y IMMallUCHTOB,
HaxoasaIuxcs Ha aM6YJ'IaTOpHOM NEPUTOHCATIBHOM JUAJIN3C WM JPYTUX AJIbTCPHATUBHBIX METOJaX
JICYECHUS IOYCUHOMN HEAOCTAaTOYHOCTH.

TTarmeHTEl ¢ IEYEHOYHON HETOCTATOYHOCTRIO

NMerorcss orpaHvyYeHHbIE KIMHUYECKUE JIaHHbIE, PEKOMEHIYIOIINE HCIOJIb30BaTh JIMHE30IU] Y
TaKMX MAallMeHTOB TOJBKO B TOM CIIydae, €Clid IpenoiaraeMas moJjib3a MpeBbIIaeT MOTeHIIMATbHbIN
pHCK.

ITarMeHThl ¢ CHCTEMHBIMHA MH(EKIIMSIMU

.HI/IHC3OJ'II/II[ JOJIKCH UCTIOJIB30BATHCA C OCTOPOKHOCTBIO Y MAIIUCHTOB C CUCTCMHBIMHA I/IH(I)GKI_[I/IHMI/I,
MpEACTABIAIOIIUMUA PUCK IJIA )KU3HHU, TAKMMH KaK I/IH(i)eKHI/II/I, CBA3aHHBIC C BCHO3HBIMU KaTCTCpaMUn
B OTACICHUAX WHTEHCUBHOM TCpaIrunu.

CMCDTHOCTB Y IIannMEHTOB C KAaTECTCP-aCCOINMHMPOBAaHHBIMHU I/IHd[)eKI_II/ISIMI/I

B OTKPBITOM HCCJICAOBAaHHUU CPECAU TSHKEII000IbHBIX ManueHTOB C BHYTPHUCOCYAHUCTBIMU KATCTCP-
ACCOMUPOBAHHBIMHA I/IH(l)eKHI/ISIMI/I OBUI0 OTMEUYEHO IOBBIIICHUE CMCPTHOCTU y MMAIMCHTOB,
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BaHKOMUIIMH/TUKIOKCAIMIUTHH/ OKcaumiuinH [78/363 (21,5 %) mpotus 58/363 (16,0 %)]. OcHOoBHBIM
(hakTopoM, OKa3bIBAIOIIMM BIIMSHHE HA YPOBEHb CMEPTHOCTH, OBLI CTATyC TPaMIOIOKUTEIbHON
MH(EKIMH B UCXOJAHBIII MOMEHT BpeMeHH. [lokaszarens IeTalbHOCTH OBLI CXOXK CPEIH MAIlUEHTOB,
MHGEKIMH Yy KOTOPBIX OBUIM BBI3BAaHBI TOJIBKO TI'PAMIOJIOKUTEIBHBIMU MHKPOOPraHHU3MaMu
(orHomenue mancoB 0,96; 95 % nosepurenbHbI HHTEpBAT: 0,58—1,59), HO OBLT 3HAYUTETHHO BHIIIIE
(p=0,0162) B rpymnme JuHE30JM1a, KOTJa OOHAPYKUBAIUCH U IPYTHE MUKPOOPTaHU3MBI, UJIU UX HE
yAaBaJIOCh OOHAPYKUTh HA HAdaJlbHOM dTare (OTHoIleHue maHcoB 2,48; 95 % noBepuTenbHBIM
untepBai: 1,38-4,46). HauGonpmmii nucbanaHc OTMEUEH BO BpeMs JICUECHUS W B TCUYCHHE 7 JTHEH
MoCJie OKOHYAHUsI aHTUOMOTHUKOTEpanuu. B Xoje ucciaenoBaHusi B TPYINIE JTUHE30JIUIA OOJIbIIe
MAlUMEHTOB MPUOOpETAIM IPaMOTPULIATEIbHbIE MUKPOOPTaHU3Mbl U BIOCJEACTBUU MOTHOAIN OT
WH(EKIMH, BBI3BAHHON T'PaMOTPHUIATEILHBIMA MHUKPOOPTAaHM3MAMH, WA MOJIUMUKPOOHBIX
uHpexuuii. Takum 06pa3om, B cilydae OCI0KHEHHBIX HHPEKIUN KOKU U MIATKUX TKaHEH JTMHE30JIU/]
ClleyeT WCIOJb30BaTh Yy TAIMEHTOB C WM3BECTHOW WM BO3MOXHOW  KO-MH(EKIHeH
IpaMOTPULIATEILHBIMH MUKPOOPTaHU3MaMHt, TOJIbKO €CIIM HET aIbTE€PHATUBHBIX BAPUAHTOB JICUCHUS
(cm. pasgmen 4.1). B sTux chnydasx NOKa3aHO OJHOBPEMEHHO OMOJHUTEIBHOE MPUMEHEHNE
MpernapaToB, JEHCTBYIONINX HAa TPaMOTPHUIIATENIbHYI0 MUKpOdIIOpY.

Muenocynpeccus

Y  HEKOTOphIX TAIMeHTOB, MPUHUMAIONIMX JIMHE30JH]l, MOXET pa3BUThCA oOOpaTumas
MHUEJIOCYTIpeccus (C aHeMUEH, TPOMOOIIMTOIICHUEH, JICMKOTIEHUEN 1 TAHIIUTONIEHUEH ), 3aBUCSIIAS OT
MIPOJOJKUTENFHOCTU Tepanuu. TpoMOOLIUTONIEHUS MOKET Yallle BOSHUKATh Y MAlMEHTOB C TsHKETION
[IOYEYHOH HEJOCTaTOYHOCTbIO, HE3aBUCHMO OT IMPHUMEHEHUs y MalueHTa TeMOojAuanu3a, U y
MAalUEHTOB C IIEYEHOYHOW HEIOCTATOYHOCTBIO CPEAHEH WM TSDKEJIONM CTENeHU. Y MOXKHIBIX
MAlMEHTOB TaK)Ke TMOBBIIIEH PUCK Pa3BUTHS JTAHHOTO COCTOSIHUA. B CBA3M ¢ 3THUM B mpoiiecce
Jie4eHUs HeoOXO0IMMO MPOBOJUTH MOHUTOPUHT TOKa3aTelleld KPOBH Y MAIMEHTOB C MOBBIIICHHBIM
PUCKOM pa3BUTHsSI KPOBOTEUEHUS, MHEJIOCYIIpecCUeld B aHaMHe3e, C TSDKEJOM IOoYeyHou
HEJOCTATOYHOCTBIO WJIM IIEYEHOYHON HEJOCTATOYHOCTBIO CPEHEN UIIM TSKENIOM CTENEHHU, a TaKXKe
NPy OJHOBPEMEHHOM TPUMEHEHHMM TMPENapaToB, CHIKAIOIIUX TEeMOTJIOOMH WM KOJIHYECTBO
TPOMOOIIMTOB WM UX (PYHKIIMOHATBHBIE CBOWCTBA, a TAKXKE Y MAIIMEHTOB, MOTYYAIOIINX JTMHE30IH]
Oonee 2 Henenb. JImHezonmua y TakuX NAIMEHTOB NPHUMEHSETCS TOJBKO B TOM Ccilyyae, KOrja
BO3MO’KEH TIIATEIbHBI MOHUTOPUHT T€MOTTIOONHA, KOTUYECTBA JICUKOIMTOB U TpoMOoIuTOB. Ecnin
BO BpeMs TE€paluu JIMHE30JIMJI0M DPAa3BUBAETCS BBIpAKEHHAs] MHEIOCYIpPECCHs, JIEUEHHE IOHKHO
OBITH MPEKPAILECHO, €CIIU TOIHKO MPOJOHKEHHUE Tepaii He cUYUTaeTcs abCONMIOTHO HEOOXOAUMBIM.
B 3TOM cnyyae He0OXOJUM HMHTEHCUBHBIM MOHHUTOPUHI INOKa3aTesleld KPOBU M COOTBETCTBYIOIEE
nedyenue. Kpome Toro, pekoMmeHayercs, 4TOOBl aHalW3 KpOBH (B TOM YHCIE, OMpeAelieHUe
reMorJioOnHa, KOJIM4ecTBa TPOMOOLIMTOB U JIEUKOLUTOB (C pacueToM JIeHKOIUTapHON (opMyIIbl))
MIPOBOJIMJICS €XKEHEEIbHO Yy MAlMEHTOB, MOJYYarOUIUX JIMHE30JIM] HE3aBUCUMO OT IOKa3aTesen
UCXOJHOrO aHanu3a KpoBU. boiee BbICOKas yacToTa pa3BUTUS TSKEIOW aHEMUU OTMEuYEHa y
MalHUEHTOB, MOJIy4aBUINX JIMHE30JIU ] OosbIie MaKCUMaJbHO PEKOMEHI0BaHHOM
MPOJIOJDKUTENILHOCTH B 28 MHEH. DTUM marpeHTam Jaie Tpe0oBaioch nepenuBanue kposu. Ciydan
cuepo0IacTHON aHeMUU ObUTM 3apeTUCTPUPOBAHBI B IMOCTPETUCTPAIMOHHOM TMepuone. B
OOJIBIITMHCTBE CITy4YaeB JJIUTEIbHOCTh TEPANUH JTUHE30IUA0M TpeBbImIana 28 qHei. Y O0IbITHHCTBA
MAIMEHTOB MPOSBJICHHS OBUTH MOJHOCTHIO WJIM YaCTUYHO OOpATUMBI MOCIE MPEKPAIICHUS JICUYSCHHUS
JTUHE30JUI0M ¢/0e3 crerupuIecKoro JeUCHHS aHEMHH.

AHTI/I6I/IOTI/IK-8.CCOHI/II/IDOBaHHaSI AUapeia U KOJUT

v ManucHTOB, MPUHUMAIOIINX aHTI/I6aKTepI/Ia.]'H)HI)Ie npenaparbl, BKIKOYasg JIMHE30JIW[I, CICAYCT
YUUTBIBATH PUCK PA3BUTUSA HCGBI[OMCMGpaHOBHOFO KOJIUTa pEB.HPI‘-IHOﬁ CTCIICHU TAXCCTH.

O cnyuasx auapewu, csizanHou ¢ Clostridioides difficile, cooOmanock B CBA3U C MUCIOJIb30BAHUEM
MPAKTUYECKH BCEX aHTUOAKTEPHUATBHBIX MPENapaToB, BKIIOYAs TMHE30IU . TSKEeCTh JUaper MOKET
BapbUpPOBaTh OT Jerkux (opm n0 Tsokensix. JleyeHwe aHTHOAKTEpUAIbHBIMU IperapaTaMu
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Clostridioides difficile. Clostridioides difficile BoipabaTbiBaeT TOKCHHBI A U B, KOTOpBIE IPUBOISAT K
pasBuTuio nuapeu, cBszaHHo ¢ Clostridioides difficile. V30bITOYHOE KOJWYECTBO TOKCHHOB,
BbIpabateiBaemoe mrammamu Clostridioides difficile, MOXeT BBI3bIBaTh MOBBIIICHUE JIETAILHOCTH
Cpe/H MaIMeHTOB, TAK KaK TaKue HHPEKIIMH MOTYT ObITh YCTOMYMBBI K IPOTHBOMHKPOOHOI Teparnuw,
a TaKkKe MOXKET MOTpeOOBaThCS KOJOHAKTOMHS. Hemb3si MpUMEHSTh JIeKapCTBEHHBIC CPEJCTBA,
TOPMO3SIIUE TEPUCTATBTUKY KUIICYHUKA.

Bo3MokHocTh pazButust auapeu, csizanHoil ¢ Clostridoides difficile, nomxHa paccMaTpuBaThCs y
BCEX MAIMEHTOB C JHApeH, IMOCIEeJ0BaBIICH 3a HCIOJIb30BAaHHEM aHTHOMOTHUKOB. TmiareiabHOE
MEIUIMHCKOE HAOMI0IeHHE B TEUCHHE 2 MECAIEB HEOOXOAMMO MalleHTaM, IePEeHECIINM JHapero,
ces3annyto ¢ Clostridioides difficile mocne BBeeHUs aHTUOAKTEPHUAIILHBIX ITPENapaToB.

Iepudepuueckas HeliponaTus U HEHPOIIATHS 3PUTEILHOTO HEPBA

CooOmanocs 0 nepudepudeckoi HeHponaTHH, a TAKKe HeMPOMmaTuu 3pUTEILHOTO HEPBA U HEBPUTE
3pUTENBHOTO HEPBA, KOTOPHIE MHOT/IA MIPOTPECCUPYIOT 10 MOTEPU 3PEHHUS, Y MALUEHTOB, KOTOPHIC
TMIOJTy4ajiy JICYCHHE JTIMHE30JIUIOM; 3T COOOIIEHUSI UMEIH MECTO, B TIEPBYIO OUEPE/ib, Y MAIUEHTOB,
MOJTy4YaBIIUX JICUEHUE HA MPOTSHKEHUU TIEPUOJI0B BPEMEHU, KOTOPBIE ObUIH J10JIbIIIE MAaKCHMAIbHOM
PEKOMEHI0BAaHHOM MPOIOIKUTEILHOCTH JICUCHUS, COCTABIISIIONIEH 28 qHEH.

[Ipy MoOsSBICHUM CHMITOMOB YXYJIICHHS 3PUTEIBHON (YHKIMH, TAaKUX KaK H3MEHEHHE OCTPOTHI
3peHusi, HM3MEHEHHE IIBETOBOTO BOCIPHUATHUS, 3aTYMaHEHHOCTb, Je(PEKThl TMOJEH 3peHus,
PEKOMEHJIyeTCSl CPOYHO OOpaTUThCs K odrambmonory uisi KOHCyJbTanuu. CleayeT MpOBOAHTH
MOHHUTOPHHT 3pUTENBbHON (YHKIMH Yy BCEX MAllMEHTOB, MPUHUMAIONIMX JUHE30JIU] B TEUCHHUE
JUTUTEIIBHOTO BpeMeHu (Oosee 28 mHel), a TakKe y BCEX MAI[MEHTOB C BHOBb IOSBUBIIMMUCS
CUMITOMaMH 3pUTENIbHBIX HAPYIICHUH HE3aBUCUMO OT MPOJAOJKUTEIHHOCTH TEPAITHH.

B cinyudae pasButus nepudepuyeckoil HelponmaTuM U HEWPOIATUU 3pUTENILHOTO HEpBa, CIEAyeT
OLIEHUTh COOTHOIIEHUE PUCK/TI0NIb3a IPOAOJKEHHS TepavM JIMHE30JIUA0M Y 3TUX NAllMEeHTOB. Puck
pa3BUTHUS HEUPOIATUH BBIILIE, €CIIU JIMHE30IU IPUMEHSIETCS y NallUEHTOB, KOTOPBIE UCIIOJIB3YIOT B
HacTosIee BpeMsl WM KOTOpbIE HEAABHO NMPHUHUMAINM aHTUMHUKOOAKTEpUalIbHbIE MpenapaTsl JUIs
nedyeHus TyoepkyIesa.

JlakToanuao3

B cBs31 ¢ npuMeHeHueM JMHe30I1a coO00IIanoch o JakToannao3e. [lanuenTsl, y KoTopbIX Ha oHe
npueMa JIMHE30JIU/1a BO3HUKAET MMOBTOPHAs TOUIHOTA UM PBOTA, OOJIb B KUBOTE, HEOOBSICHUMBII
alyua03 WIM OTMEYaeTcs CHIDKEHHE KOHILIEHTpAallMM THIpOKapOOHAT-aHHMOHOB, TPeOyIOT
TIIATEIBHOTO HAOJIOICHUsI CO CTOPOHBI Bpaya.

MuToxoHIpHuaibHasg AUCHYHKINS

Jlunezonua MHTUONpYeET cHHTE3 Oenka MUTOXOHApUiA. [ToOouHbIe 3P PEeKThI, TaKHe KaK JTAKTOAINI03,
aHemus 1 Helponartus (nepudeprueckast Wi 3pUTEIbHOIO HEPBA), MOTYT BO3ZHUKHYTh B PE3yJIbTaTe
3TOTO0 TOPMOXKEHHsI; 3TH AI(P(EKTH SBIAIOTCS OoJee pachupoCTpaHEHHBIMH, KOT/a IMpemapaT
HCIIONB3YETCs OOTBINE, ueM 28 THEH.

Cynoporu

Coo0manoch 0 cyaoporax y MalUeHTOB, MPUHUMABIIUX JUHE30JUI, MPU STOM B OOJBIIMHCTBE
CIIy4aeB B aHAMHE3€ UMENIOCh YKa3aHHe Ha CYJOPOTH WU Hamu4ne (PakKTOpOB PUCKA UX Pa3BUTHUA. Y
MalMEeHTOB HEOOXO0IMMO cOOpaTh MOIPOOHBIN aHaMHE3, KaCAIOIIMICS MPEAMIECTBYIOIINX THU30/10B
CyJIOpOr.

I/IHFI/I6I/ITODI)I MOHOAMHMHOKCH 1a3bI

JIune3omuy sIBIISETCS O6paTI/IMLIM HCCCIICKTHUBHBIM I/IHFI/I6I/ITOpOM MOHOAMHMHOKCHJAa3bl (MAO),
OAHAKO B [A03ax, MNPUMCHIACMBIX IJIA aHTI/I6aKTepI/IaJ'II)HOI7I TE€parnd, OH HE TMPOABIACT
aHTI/I,Z[CHpCCCB.HTHIJﬁ B(I)(bCKT. HNmMmeroTcs oueHb OTpaHUYCHHBIC JAHHBIC U3 HCCIIeJOBaHUM
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IIalTUEHTOB C OCHOBHbBIMU SaGOHCBaHI/IHMI/I I/I/I/IJ'II/I npu OJHOBPEMCHHOM NPUMCHCHUHU JICKAPCTBCHHBIX
MperapaToB, KOTOPbIE MOTYT MOJBEPTHYTh UX PUCKY, 00YCJIOBICHHOMY MHTHOUpoBanueM MAO.
CrnenoBarenbHO, TPUMEHEHUE JIMHE30JMIa HE PEKOMEHAYETCS B ITHX OOCTOATENbCTBAX, KpoMe
Clly4aeB, KOTJla BO3MOXXHO IPOBEJCHHE TINATEIHHOTO HAONIONEHHMS W MOHUTOPHHIA MAIMCHTA,
noJtyyaroiero npenapar (cM. pazzaenst 4.3 u 4.5).

CepOoTOHUHOBLIA CHHAPOM

Coo01anoch 0 CHOHTAHHBIX CIy4yasx pPa3BUTHS CEPOTOHMHOBOIO CHUHJIPOMA, CBSI3AHHOTO C
OJTHOBPEMEHHBIM TPUMEHEHHEM JIMHE30JMa U CEPOTOHMHEPrHYeCKHX IpenaparoB, BKIOYas
AHTHJICTIPECCAHTHI, TAKHUE KaK CEJICKTUBHBIC MHTUOUTOPBI 00paTHOTrOo 3axBara cepotonnna (CHO3C)
u ormroubl (cM. pasnensl 4.3 u 4.5). [lpu HeoOX0AMMOCTH TPUMEHEHHUS TIpernapara B COYETaHUH C
CEJICKTUBHBIMU MHTHOMTOPAaMHU OOpaTHOTO 3aXBaTa CEPOTOHHMHA CIIEAYET IMOCTOSHHO HAOIIOIaTh 3a
MAUEHTaMH C LIEeJbI0 BBIBICHUS IPU3HAKOB U CUMITOMOB CEPOTOHMHOBOIO CHHAPOMA, TAKUX KaK
HapyIICHHE KOTHUTUBHOHN (DYyHKIIUU, TUTIEPIIUPEKCHS, TUTIEpPEIICKCHUS U HApyIICHUE KOOPINHAIIUU
IBWKECHUH.

B CjIydac IOABJIICHHA OJAaHHBIX CHUMIITOMOB CJIICAYET OTMCHUTHL OJUH WA 00a IMPUHHUMACMBIX
npcIiapara. HpI/I MNPpEKpalICHUN IIpHeMa CCPOTOHHUHCPIrUUCCKOro CpCACTBa MOTYT Ha6J'IIOI[aTbC$I
CUMIITOMBI CHHAPOMA «OTMCHBD.

OpHoBpeMEHHOE NpPUMEHEHHUE JIMHe3oiuaa U OymnpeHopduHa (OTAENbHO WIM B KOMOWHALUU C
HAJIOKCOHOM) TaKXE€ MOXET IMPUBECTH K Pa3BUTHIO CEPOTOHMHOBOrO cHHApoma. Ecimm Takoe
COBMECTHOE JICUCHHE SIBIISICTCS KIMHUYECKA OOOCHOBAaHHBIM, CIIEAYET OOCCIICYHMThH TIIATEIBbHBIN
KOHTPOJIb 32 COCTOSTHUEM TAIMEHTOB, OCOOCHHO B HaYaJe JICYCHUS M MPH MOBBIMICHUSIX J036I (CM.
pasnen 4.5).

Pa6gommuonms

CooOmanoch 0 ciydasx pabaoMuonv3a IMpU NpUMeHeHuu nuHezonuaa (cMm. pasgen 4.8). Ecnwm
HaONMoal0TCAd MpPHU3HAKM WIM CHUMIOTOMBI pabaomuonu3a (MbllieyHass Oonb, OoJje3HEeHHas
qyBCTBUTEIBHOCTh WM  CJIA0OCTh MBI, TEMHas MOYa WJIM TOBBIIEHHE YPOBHSA
KpeaTuHPOCPOKHWHA3Bl B KPOBH), TMpUEM JIMHE3OJUJa CIEIyeT TNPEeKpaTUTh MW HavaTh
COOTBETCTBYIOILYIO TEPAIHUIO.

T'unonarpuemusa

Y HEKOTOPBIX MAI[MEHTOB, MOJIyYaBUIMX JUHE30JIN, HA0II0JaIUCh THIIOHATPUEMUS U / UITH CUHAPOM
HEeaJIeKBaTHOW cekpeuuu aHTtuaumyperudeckoro ropmona (SIADH). Pekomenayercss peryisipHO
KOHTPOJIMPOBaTb YPOBEHb HATPHUsS B CBIBOPOTKE KPOBU Yy MOXKWIBIX JIIOJEH, y MalUEHTOB,
MPUHUMAOIINX TUYPETUKU, U Y APYTUX MALUEHTOB C PUCKOM T'MIIOHATPUEMHUH.

OxkpammuBanue 3V6HOI>1 oMaJin

Coo0m1anocs o citydasix 00paTuMOro MOBEPXHOCTHOTO U3MEHEHUSI OKpaLIMBaHUs 3yOHOM aMalu npu
UCMOJb30BAHUU JIMHE30MJa. JlaHHbIE W3MEHEHHs OKpAIIMBAaHUS YAAUIUCH TOCPEACTBOM
npoeccnoHaNTbHOTO OYHILIEHUS 3yOO0B.

I unornmukemus

CooOmianoch 0 ciiydasx CUMOTOMAaTHYECKOW TMIIOITIMKEMUN y MAlMEeHTOB C CaXapHbIM JuabeToM,
MI0JIy4aBIIUX JIMHE30JU OJHOBPEMEHHO C MHCYJIMHOM WM TMIIOINIMKEMUYECKUMU IIpenapaTaMu.
XOTs IPUYMHHO-CIIEAICTBEHHAS CBA3b MEXKIY IPUEMOM JIMHE30JI1/1a M pa3BUTHEM TMIIOTTIMKEMUU HE
YCTAQHOBJICHA, MAI[MEHTOB C CaxapHbIM JHMa0ETOM HEOO0XOIUMO MpenyNnpexaaTb O BO3MOXKHOCTH
pa3BUTHA TUMIOTIMKEMUU. B ciiydae BOSHUKHOBEHHS TUIOTIMKEMHH HEOOXOAMMa KOPPEKIIUS 03I
MHCYJIMHA/TUIOTJIMKEMUYECKHUX MpenapaToB WK OTMEHA JIMHE30JIHIA.

HDI/IMeHeHI/Ie C IPOAYKTAMU ITMTAHUA, 0orarsIMHi THUPAMUHOM
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coJiepKariel TupaMuH (Takue, Kak KpacHO€ BUHO, CO3PEBIINI CHIP, HEKOTOPHIC AaJTKOTOJIBHBIE
HAIMTKH, KOITYEHOE MSICO, SKCTPAKTHI IPOAOKEH, MPOTYKTHI U3 (DePMEHTHPOBAHHBIX COEBBIX 0000B,
TaKHe KaK COEBbIH COYC).

Cynepundexius

Knuanueckux wuccienoBanuii, m3ydaBmuX d3((GEeKT NpUMEHEHUs JIMHE30JHJa HAa HOPMAIIBHYIO
MHUKpPO(DIIOpY OpraHu3Ma 4yejoBeKa, He IPOBOAUIIOCH.

[Tpumenenne aHTHOAKTEPUATBHBIX IMPENApPaTOB MHOTJA MOXKET MPHUBOJUTH K YCUICHHOMY POCTY
HEBOCIPUUMYMBBIX K HEMY MUKPOOPTraHU3MOB. B KIIMHUYECKUX HCCIe0BaHUAX ObLIO TOKa3aHO, YTO
puMepHO Yy 3 % NAIMEHTOB, IOJIy4aBIIMX PEKOMEHJOBAHHBIE J103bl JIMHE30JMJa, Pa3BUBAJICS
KaH/I1J103, aCCOLIMUPOBAHHBIN ¢ IpueMoM aHTUOMOTHKOB. ITpy BO3HUKHOBEHUH CynepHUH(EKIIUN Ha
¢doHe npuema JIMHE30JI1/1a CIeyeT MPUHIUMATh COOTBETCTBYIOIINE MEPHI MEUIIMHCKOTO XapaKTepa.

KimHngeckne ucciueIoBaHus

bezonacHoCTh M 3P PEKTHBHOCTh NPUMEHEHHUs JIMHE30JMIA [UIUTEIBHOCTRI0 Oonee 28 mHEH He
YCTaHOBJICHBI (II0 BCEM ITOKA3aHMAM, 38 UCKIIIOYEHHEM TyOepKyIe3a JICTKHX).

B KOHTPOJIMPYCMBIX KIMHUYCCKUX UCCICAOBAHUAX HC IIPUHUMAIIN YIaCTHUEC IMMAIIMCHTBI C CHHAPOMOM
«I[I/Ia6eTI/ILIeCKOI71 CTOIIbD), POJICKHAMU WM UIIEMHUYCCKUMHU HAPYIICHUAMU, TAKCIIBIMH OXKXOIaMU
HJIM T'aHTI'PCHO3HBIMU MMOPAKCHUAMMU. Taxkum 06pa30M, OIBIT NPUMCHCHUS JIMHE30J/IMJa B TCpallunu
9THX COCTOSHUM OI'paHUYCH.

BcnomMorarensHble BellecTBa

JlaHHBIH JIeKapCTBEHHBIN Ipenapar coaep XUt MmeHee 1 Mmoub (23 Mr) HaTpust Ha TabJIeTKY, TO €CTh,
10 CYTH, «HE COJICPKUT HATPHUSD.

4.5. B3aumoaeiictBue ¢ JpPYrMMH JIEKAPCTBEHHBIMH INpenapaTtamMM M JApyrue BH/IbI
B3aUMOIeHCTBUA

VYcraHoBieHO, 4To M30(pepMeHThl uToxpoma P450 He yyacTBYIOT B MeTabosIM3Me JIMHE30JIua in
vitro. JIuHE30IMA HE WHTUOMpPYeT M HE NOTEHUUPYET aKTUBHOCTh KIMHUYECKH Ba)KHBIX
uzohepmenToB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum oOpa3om, HE 0KUIAETCS
CYP450-unaynupoBaHHOTO B3aUMOJIEUCTBUSL NpU IpueMme nuHe3zonuga. [Ipu ogHOBpeMeHHOM
NPUMEHEHHUHU JHHe30mua U (S)-BapdapuHa, KOTOPbI B 3HAUUTENILHON CTETIEHU METa00IU3UPYETCs
nzopepmerntoM CYP2CY9, papmakoknHeTHUECKUE XapaKTEPUCTUKHU BapdapuHa He MeHstoTCs. Takue
npemnaparsl, Kak BapdapuH 1 GeHUTOMH, sBIstoLHecs cyocrparamu nzopepmenta CYP2C9, moxHo
MPUMEHSTHh OJHOBPEMEHHO C JIMHE30JIUJIOM 0€3 KOPPEKIIUHU J03bl.

I/IHFI/I6I/ITODH MOHOAMHMHOKCH 1A3bI

JIuHe30MM 1 ABISETCS HECEIIEKTUBHBIM OOpAaTHMBIM MHTHOMTOPOM MOHOAMHWHOKCH/IA3bI, IO3TOMY Y
HEKOTOPBIX MAaIlMEHTOB, MOJYYAIOIIUX JIMHE30JHI, MOXKET OTMEYaThCs yMEpeHHOe oOpaTumoe
YCHJICHUE TPOIIECCOPHOTO NEUCTBHS nces00dedpuna N penurnponanoramuna. B cBsizu ¢ 3TuMm,
PEKOMEHAYEeTCS CHUXaTh HadalbHbIE 03Bl CIEAYIONIMX TPYII IPErnaparoB: aJpeHOMHUMETHUKU
(manpumep, nceaoddeapuH, (GpeHUIIponaHOJaAMHUH, SMUHEPPUH, HOp3MUHEDPHUH, AOOyTaMUH),
n0haMUHOMUMETHUKH (Hampumep, nopaMHH) W B JajbHEWIIEM OCYIIECTBIATH MOAOOp 03Bl
TUTPOBAHHEM.

B nccnenosanusix I, I u 111 ha3br He oTMeuanoch pa3BUTHS CEPOTOHMHOBOTO CUHAPOMA y MAllUEHTOB,
MOJTYy4YaBIIUX JIMHE30JIUJ, COBMECTHO C CEpOTOHHMHEPTrHYecKUMH mpernapatamu. CooOmanocs 00
OUEHb PEAKUX CIOHTAHHBIX CIy4yasX Pa3BUTUS CEPOTOHMHOBOIO CHUHAPOMA IPHU OJHOBPEMEHHOM
MPUMEHEHUN JTMHE30JIMIa U CEPOTOHUHEPTUIECKUX MperapaToB (cM. paznensl 4.3 u 4.4).

JIuHe30MU/I CNIeYET C OCTOPOXKHOCTBIO Ha3HAYaTh OIHOBPEMEHHO ¢ OynpeHOophUHOM (OTAETBHO WIIN
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MPEICTABIISIONIETO MOTSHIIMAIBLHYIO YTPO3Y 7S )KU3HH (CM. pasaen 4.4).

HpI/I OAHOBPEMCHHOM ITPUMEHEHUH C a3TPCOHAMOM U I'CHTaMUIIUHOM U3MCHCHUA (bapMaKOKI/IHeTI/IKI/I
JIMHE30/JIMJa HE OTMEYAJI0Ch.

Pudammuuun Bb3biBan cHukeHHE Cmax U AUC nunezonmupma B cpenHeM Ha 21 % u 32 %,
COOTBETCTBEHHO.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

HccnenoBanuii 06e30maCHOCTH NPUMEHEHUS JIMHE30IMJa NpU OEepeMEHHOCTH HE IPOBOJMIIOCH,
[03TOMY INPUMEHEHUE JIHMHE30JHJa INpH OEpPEeMEHHOCTH BO3MOXHO TOJIBKO B CIydae, €clld
npearnosaraeMas nojb3a OT Tepanuu A MaTepy IPEeBOCXOJUT MOTEHIUAIBbHBINA PUCK IS IJI0/A.

JlakTanms

HeI/ISBeCTHO, BBLACICTCA JIM JIMHC30JIUA C TI'PYAHBIM MOJIOKOM KOPMIIIUX KCHINHWH, IMO3TOMY
CICAYyCT HNPCKPATUTh I'PyAHOC BCKApMJIMBAHHWC IIPU HA3HAYCHHUMU IIpCIiapara MaTC€pu B IICPUO/
JJaKTalluH.

4.7. BiusiHue Ha CHOCOOHOCTH YIpPaBJIATh TPAHCIOPTHBIMH CpeaACTBAMHU H paﬁoTaTL C
MeEXaHU3MaMHu

Bo Bpems jedenus TMHE30UI0M YIIPABIISATh TPAHCTIOPTHBIMH CPEJCTBAMU, CIICIIUATIBHON TEXHUKOU
WIM 3aHUMATbCSl JIeATEIbHOCTHIO, CBS3aHHOW C TIOBBIIICHHBIM PHCKOM, HE PEKOMEHIYETCs.
[TanineHTOB cienyeT MpeaynpeauTh O BO3MOXKHOCTU PA3BUTUS TOJOBOKPYKEHUS WU CUMIITOMOB
HapylIieHus 3peHus (Kak omrcaHo B paznenax 4.4 u 4.8).

4.8. HexenaTeJibHbIe peaKIMu

Pesrome nmpoduiist 0e300acHOCTH

HexenartenbHble sBIEHUS, CBA3aHHbIE C MPUEMOM JIMHE30JIMJa, OBIBAIOT OOBIYHO JIETKOW WIIU
CpeAHel cTeneH! BhIpaKeHHOCTH. Yalle ocTanbHbIX OTMEYar0TCs TOIIHOTA, TOJIOBHAs 0011, Tuapes,
pBOTA.

Tabnuunoe pEe3IOMe HEeXKellaTelIbHbIX peaKIINi

B tabnuue npencraBieHbl HEXeIaTeNbHbIE pEeaKlUK MO0 CUCTEMHO-OPraHHBIM KJlaccaM M 4acToTe.
BHyTpH Ka)10i1 4acTOTHON TpyIIIBI HEXeNaTeIbHbIE PEaKIIUN paclioaraoTcs B MopsaKe yObIBaHUs
BbIpaK€HHOCTHU. YacToTa pa3BUTHS ONpeesieTcs Kak:

oueHb yacto (>1/10);

yacto (=1/100, o <1/10);
HeuacTo (>1/1 000, Ho <1/100);
penko (>1/10 000, Ho <1/1 000);
oueHsb peako (<1/10 000);

qacToTa HEM3BCCTHA (Ha OCHOBAaHHMH UMCHKOINUXCSA JaHHBIX OICHUTH HeBO3MO)KHO)Z

CucremHo-oprannblii kiaace | Yacrora HeskenarenbHas peakumst

Hngexyuu u uneazuu 4acTo KaHauma03 (B TOM 4YHCIIE€ KaHAUA03
MOJIOCTH PTa, BATHHAIBHBIN KaHAU03)
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(MOCAEOCBATEREROC TS 000E)

CucremHo-opranssblii kjaacc | Yacrora HexeraTensHast peakns
rpuOKOBBIC HH(EKIIUU
HEYacTo BaruHUT
peako KOJIUT, BBI3BAHHBI  MpPUMEHEHUEM
AHTUOMOTHKOB (B T.4.
TCceBIOMEMOPaHO3HBIN KOJIUT)™*
Hapywenus co cmoponwl | 4acTo TPOMOOIIUTOTICHUS *
Kpogsu u aumpamuyeckou
P ¢ aHeMus*
cucmemul
HEYacTo MAHIUTOTICHUS ™
JekoneHus™
HEUTPOTICHUS
203UHODHUITHS
penKo cuaepoOnacTHas aHeMus ™
4acTOTa HEM3BECTHA | MHEJIoCymnpeccus™
Hapywenus co cmoponwsl | peaxo aHadumakcus™®
UMMYHHOU cucmembl
Hapywenus memabonrusma u | He4acTo TUIOHATPUEMHUSI
nUmMaHus
penko JIaKToanuaos*
Icuxuueckue HapyweHnus 4acTo OeccoHHUIIA
Hapywenus co cmopousi | 94acto roJioBHasi 00Jb
HepBHOLL cucmembl
TOJIOBOKPY>KEHUE
HEYacTo cynoporu*
nepudepuyeckas HelponaTus ™
M3BpAIeHHE BKYCOBBIX OIIYIIEHUN
TUTIOCTE3HSI
napecres3us
JacTOTa HEM3BECTHA | CEPOTOHHHOBHIN CHHIIPOM
Hapywenusa co cmopomnwsi | HEUAaCTO HEHpOoIaTus 3pUTEILHOTO HEepBa™
opeaHa 3peHus *
3aTyMaHEHHOE 3peHUe
penko nosiBjieHue neeKToB MoJei 3peHus™

qaCcTOTa HEM3BCCTHA

HEBPUT 3pUTEIHHOrO HEpBa™

norepst 3peHus ™

10
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CucremMHO-OpraHHblii Kjace

YacrTora

(MOCAEOCBATEREROC TS 000E)

T
HAC/ARCTATCIbHaA PCAKIIUHA

HU3MEHCHUEC OCTPOTEI 3pCHI/I$I*

N3MCHCHUEC LIBETOBOI'O 3peHI/I$I*

Hapywenus co cmoponwi
opeama cuyxa u 1adupuHma

HEYacTo

3BOH B yHIax

Hapywenus co
cepoya

CMOpPOHbL

HEYacTo

apuTMUS (TaXuKapIus)

Hapywenus co
cocy008

CMOpPOHbL

qacTo

IOBBIIICHUE APpTECPHUAJIIBHOT'O JaBJICHUA

HECYaCTO

TPaH3UTOPHAS UIIIEMUYECKas aTaKa
haedbut
TpoMOodIeOuT

Hapywenus co cmoponwi
JHCeNYOOYHO-KUUUEUHO20
mpakma

qacTo

pBOTa
muapest
TOIIHOTA

JIOKAJIM30BaHHAs WM T€HEPaJn30BaHHAs
00JIb B 00J1aCTH JKHBOTA, BKIIFOYAs CITA3MBbI
B JKUBOTE

3amnop

JUCIICTICHUA

HEYacTo

cIa3Mbl B )KUBOTEH
B3/yTHE KUBOTA
H3MEHEHHE 1IBeTa SI3bIKa*
MaHKPEeaTuT

racTpUT

CYyXOCTb BO PTY

TJIOCCHT

JKUAJIKUHN CTYJ

CTOMATHUT

IpOoYrC HAPYIICHHUA COCTOSAHUA A3bIKA

penKo

TMOBEPXHOCTHOE U3MEHEHHE IBETa 3y0OB™

Hapywenua co cmoponsi
neueHu U JHcenuesvl8o0AUUX
nymetu

qacCTo

HU3MEHEHUE pe3yabTaToOB
(YyHKIMOHATBHBIX TECTOB IIEUEHU

HOBBIIICHUEC AKTHUBHOCTH «IICYCHOYHBIX)

(dbepmeHTOB (B TOM 4ucIe,
aJlaHMHaAMHUHOTpaHcdepasbl (AJIT),
acnapraTaMHUHOTpaHc(epasbl (ACT),
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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CucremMHO-OpraHHblii Kjace

YacrTora

(MOCAEOCBATEREROC TS 000E)

T
HAC/ARCTATCIbHaA PCAKIIUHA

mienouHou gocdaraszsl (ILD))

HECYaCTO

MOBBIIICHUE
OmMpyOrHa

KOHIIGHTPAlMi  00ILero

Hapywenus co cmoponvl
KOJICU U NOOKONCHBIX MKAHEl

qacTo

3y4

CBIIb*

HECYaCTO

6yJIJICSHBIe MOPAKCHHUA KOXU

TSDKEIIbIE
peakiuu

KOXXHBIC HEXCIIaTCIIbHBIC

AHTMOHEBPOTUYECKHIT OTeK™
KpanuBHUIIA
JIepMaTUT

IIOBBIIIICHHAA IIOTINBOCTD

penKo

TOKCUYECKUH
HEKponm3*§

SMUICPMAIbHBIN

cunapom CtuseHca-/[xoncona*§
BaCKYJIUT MIPU TUIIEPUYBCTBUTEILHOCTH

AJIOIIC A

Hapywenus co cmoponwi
MbIUEYHO, KOCMHOU u
COCOUHUMENbHOU MKAHU

penKo

pabaomuoauz*”*

Hapywenus  co
nowex u
nymeu

CMOpPOHbL
Moqeebmodﬂmux

qacTo

MOBBIILIEHNE KOHIIEHTPAI[M MOYEBUHBI B
KpOBH

HEYacTo

noyceyHasd HEJOCTAaTOYHOCTh

TOBBINICHUEC KOHICHTpAIUU KpCaTUHUHA
B IJ1Ia3M€ KpOBH

MOJINY pHSI

Hapywenus co cmoponwi
PEnpoOYKMuUBHOU cucmemvl U
MOJIOUHBIX Jfcenle3

HEYacTo

HApYyUIEHUSI CO CTOPOHBI BJAraJivila |
BYJIbBBI

Obwue HapywieHus u peaxyuu
8 Mecme 86e0eHUs

qacCTo

JIMXopaakKa

JIOKaJIU3UpOBaHHas 00JIb

HCYaCTO

03HOO
YTOMJ'IH EMOCTH

JKaxkaa

12




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.03.2026 N 6416

(MOCAEOCBATEREROC TS 000E)

CucremHo-opranssblii kjaacc | Yacrora HexeraTensHast peakns
Jlabopamopnvle u | 4acto OTKJIOHEHHE OT HOPMBI TIOKa3aTelen
UHCmMpyMenmaivHovle OaHHbLE (YHKIMY TIeYSHH

HOBBIIICHHE KOJIUYECTBA HEHTPOQUIIOB,
503MHO(PHUIIOB

CHHIXCHHC FGMOFJ'IO6I/IH3, I'EMaTOKpUuTa
HJIA YUCJia SPUTPOLUTOB

MOBBIIICHUE WM CHH)KEHHE KOJIMYECTBA
TPOMOOIIMTOB WJIH JICHKOIIUTOB

TIOBBIIIICHUC AKTHUBHOCTH
JIAKTaTACTUAPOTrCHAa3bl, KPCATUHKHWHA3LI,
JINIIa3bl, aMHJIa3bl

MOBBIIICHNEC KOHUCHTPALUMK TI'JIFOKO3bI HE
HaToIIaK

CHIDKeHHE o0miero Oenka, amb0yMuHa,
HATPUS WK KaJIbIUs

TOBBIIICHUE WM CHUXXCHUE KaJlUig WA
TUAPOKapOOHATOB

HEYacToO OTKJIOHCHHEC oT HOPMBEI
reMaToJIOTHYECKHMX TT0Ka3aTelIe

IOBBIIICHUEC COACPIKAHUA HATpUA WU
KaJIblIYA B IJIa3MC€ KPOBH

CHMXXCHUC KOHLOCHTpalWW TJIFOKO3bI HE
HaToIIaK

MOBBIILIEHUE WM CHUXXEHHE XJIOPHUJIOB
KpOBH

MOBBIIICHNEC KOJINMYCCTBA PETUKYJIOIUTOB

CHHMXXCHHEC KOJIMYCCTBA HeﬁTPO(bHHOB

*HesxenareabHbIC peaKkuuru, BIABJICHHBIC B TOCTPETUCTPAIMOHHOM MIEPHUOJC.

$ YacToTa HexenaTenbHbIX ABJIEHUM, IPE/ICTABIEHHAS OLIEHOYHOM BepXHEil rpanuiieii 95 % N0BEpPUTENBHOTO HHTEPBAIA,
paccuuTaHHOM ¢ ncnonb3oBanueM «IIpasuna 3».

# HexxenarenbHble peakluy «ClasMbl B )KHUBOTE» omnpeaenstores no kiaccupukaunn MedDRA kak TepMUH HH)KHETO
YPOBHS, & HE NIPEANIOYTUTENbHBINA TEPMUH.

~ Cwm. pazaen 4.4.

Hayuenmvl ¢ mybepKyne3om JecKux ¢ MHONCECMBEHHOU NeKAPCMBEHHOU YCMOUYUBOCbIO
M. tuberculosis

B xome mnpoBeneHuss MHOTOLEHTPOBOIO, IPOCIEKTHBHOIO, PaHIOMHU3UPOBAHHOIO JBOMHOIO
CJIENIOrO, TUIaled0 KOHTPOIMPYEMOrO HCCIIEOBAHUS MO OLIEHKE 3(PPEKTUBHOCTU U NEPEHOCUMOCTH
pe)kuMa XHMHUOTEpAIlWM, BKIIIOYAIOLIET0 MpenapaTr JMHE30JIU[, Y OOJBbHBIX OBUTH BBISBICHBI
HeKeJlaTeJIbHbIE PeaKLIuu:

CucremHo-oprannslii kjaace | Yacrora HesxkenarenbHas peakumst
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Ly

I.HI—I.:—|I— — I;.'I-I—l_ll =0 - I-\.:I—I:.I
aHeMI/ifl_ JTEAU DA TENERWUAL TS U0US)

Hapywenue co cmoponbl | 4acTOTa HEU3BECTHA

Kposu u Jaumghamuyeckou 203UHODUITHS
cucmembl

Hapywenus co  cmopomusl | 4acTOTa HEU3BECTHA | TOJIOBHAs 0O0Jb

H€p6H011 cucmnemyl

cynoporu
TPEMOP PYK

YyBCTBO OHEMEHMS B KOHEYHOCTHU
HEBpAJITUsl TPOMHUYHOIO HEPBA
reHEPAIN30BaHHBIN CyZIOPOKHBIN
IIPUIAI0K

IIOTEPs. CO3HAHUS

DHOOKpUHHbLEe HapYULeHUs.

qacToTa HEM3BCCTHA

TUIIOTUPEO3
noBbleHue yposus TTI

Tcuxuueckue Hapywuerus

qacToTa HECM3BCCTHA

OeccoHHMIA

MapOKCU3MAIBHOE TPEBOKHOE
paccTporcTBO

TJIAKCUBOCTh

TpeBora

paccTpOMCTBO 3MOLIMH MTOBEJICHUS

Hapywenusa co  cmopoHul | 4acTOTa HEM3BECTHA | CHWIKEHHE CITyXa

cnyxa u 1abupunma 3BOH B YIIaX

Hapywenusa co  cmopowwl | 4acTOTa HEM3BECTHA | CHHYCOBAs apUTMUS

cepoya HaJUKEITyA0YKOBAast IKCTPACUCTOIIUS
cHIKeHue cermeHTa ST Ha
IEKTPOKAPANOTpPAMMeE

Hapywenus co cmopoHul | 4acTOTa HEM3BECTHA | Kalllelb ¢ MOKPOTOM

ObIXamenvbHol cucmemul, KaTapaJibHbBII PUHODAPUHTUT

0peanoe 2pyOHOU KiemKu U
cpedocmenust

Hapywenus co cmoponwi
JHCeNYOOYHO-KUUUEUHO20

qaCcTOoTa HECM3BCCTHA

00J1b B 3MIUracTpuu
JMCTICTICUYECKHUE SIBIICHUS

mpakma TOIITHOTA
pBOTa
9PO3UBHBIN T'ACTPUT

Hapywenus co cmoponwsl | 4acTOTa HEU3BECTHA | MOBBIIIEHUE AKTUBHOCTH  (DEpMEHTOB

neyeHu U JHCenyesbl8oOAUUX MeYeHU

nymetl r'eNaTOTOKCUYHOCTh

Hapywenus co cmopomusl | 9acTOTa HEU3BECTHA | 3y KOXKHBIX TIOKPOBOB

KOJCU U NOOKONCHBIX MKAHell MEIMKaMEHTO3HOE aKHe

Hapywenus co cmopomusl | 9acTOTa HEU3BECTHA | apTPaITHA

MbIUEYHOU,  KOCMHOU U 00JIb B CyXOXKHITUSAX

COeOUHUMENbHOU MKAHU

Hapywenus co cmoponwsl | 4acTOTa HEU3BECTHA | TMIIEPYPUKEMHUS

nouex U MOYeBbl8OOAUSUX He(POTOKCUIHOCTh

nymeu

Hapywenus co  cmopomnsl | 9acTOTa HEU3BECTHA | TaJlaKTOPEst

PEnpoOYKMUBHOU cucmemvl U
MOJIOUHBLX Jfcenle3

Obwue napywieHus u peaxyuu
8 Mecme 86e0eHUs

4aCTOTa HCM3BCCTHA

OTBpAILEHHSI K MHUIIIEe
MoTeps anmneTuTa
(bebpuiibHas TeMmepaTrypa

ITOKPACHCHHUC 110 X0y NOAKOXKHEIX BCH
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Jlabopamopnuvie u 4aCTOTA HEU3BECTHA CHHnggﬁﬁé‘Kb'ﬁﬂéiﬁﬁalLﬁM'ipaﬁﬁln BTutasme

UHCmMpyMeHmaivHble OaHHbLE KpOBH

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKHI/Iﬁ

Crnenyrouue nob6o4nsie 3pPexTsl Tpyu IPUMEHEHUHU JTUHE30JIMa B PEIKUX CIydasx OTHOCUIHCH K
KAaTerOPUU CEPhE3HBIX: JIOKAIM30BaHHAs OOJIb B OOJIACTH XKUBOTA, TPAH3UTOpPHAS HIEMUYECKas
aTaka, apTepuaibHasi TUIIEPTEH3HSI.

B koHTpoOsMMpyeMbIX KIMHUYECKUX HCCIIEIOBAHUAX, B KOTOPBIX JIMHE30JIU/]] IPUMEHSIICS MAaKCUMYM
28 nHe, ToabKo y 2 % nanueHToB pa3BuBajack anemus. [Ipyu npuMeHeHn He3aperucTpUpOBAHHOIO
mnpenapara B paMKax MpOrpaMM paHHETO JOCTyma JJisi TMalMEeHTOB C KU3HEYIPOXKAIOIUMU
unpexuusmu, y 2,5 % (33/1326) narueHToB, KOTOPHIE MOTyYalu JUHe301ua < 28 qHei, pa3BUBaach
aHeMWsl, B TO BpeMsl KaK IpU MPUMEHEHHH JTUHE30JMaa Oonbine 28 mHEl, aHeMus pa3BUBANACh Y
12,3 % (53/430) nanueHTOB.

CooTHOIICHNE CTyYacB pa3BUTHUSI aHEMUH, TPEOYIOIIEH NIepeTuBaHus KPOBH, COCTaBMIIO 9 % cpemu
MaUeHToB, noiyyatrommx guHesonun < 28 nmueit (3/33), u 15 % (8/53) B Tex ciydasax, Korjaa
JIMHE30JIU] MPUMEHsUTH OoJiee 28 mHEeH.

CTH

JlarHble TI0O OE€30TMACHOCTH, IOJYYCHHBIE B KIMHHUYECKHX HCCICAOBAHUAX C ydacTHeM Oojee
500 marueHTOB JETCKOro Bo3pacTa (¢ poxaeHus 10 17 ner), He yKas3blBalOT, YTO MNPOQUIb
0€30MaCHOCTH JIMHE30JIUAA IS IeTEH OTIMYaeTcsi OT Mpoduiist 6€30MacHOCTH IS B3POCTIBIX.

COO6H.I€HI/IG O ITOJ03PCBACMBIX HCXKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0mare O TOAO3PEBAaEMBIX HEKENATENbHBIX pEaKIHUSIX II0CIe PErucTpanuu
JICKapCTBEHHOI'0 IIpernapara ¢ Leibio 00ecreyeHHs] HeNpPepbIBHOIO MOHUTOPUHIA COOTHOLICHUS
«10J1b3a — PHUCK» JIEKAPCTBEHHOrO Ipernapara. MeIUIUMHCKUM pabOOTHUKAM pEKOMEHAYETCs
coo01IaTh O JHOOBIX MM003PEBAEMBIX HEXKEJIATENIbHBIX PEAKIUAX JIEKAPCTBEHHOTO MpernapaTa uepes
HalmTMOHAJIbHBIE CHCTEMbI COO6HIGHI/I$I 0 HCXKCIATCIBbHBIX PEAKIHUAX TOCYJAapCTB — YJICHOB
EBpasuiickoro 5KOHOMUYECKOTO COHO3a.

Poccniickas @enepanns

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKas II0IIaib, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
CaiitT B mHGOPMAITMOHHO-TETIEKOMMYHUKAIIMOHHOM ceTH « IHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMOTOMBI
O cnydasix mepeao3upOBKH JTMHE30IUAA HE COOOIIANOCH.
Jleuenue

PexomeHyeTcss ciMOTOMaTHYECKOE JIedeHHe (B TOM YHUCIIe HEOOXOUMO MOAJIEPKUBATh CKOPOCTh
KJIyOOukoBOW (punbTpanun). HeT TaHHBIX OTHOCHUTEIBHO YCKOPEHHUS BBIBEACHHS JTUHE30JIUAA TPH
NEepUTOHEANBHOM Juanu3e uian remonepdysun. [Ipumepno 30 % nuHe30muaa BEIBOAUTCS B TEUCHHE
3 4acoB P reMOANAIIN3E.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA
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dapmakoTeparneBTUyecKas rpymnna: aHTHOaKTepHalbHbIe cpez'-tlglll‘gé; JE&%B]:EJHE%;&E: yiie

aHTHOaKTepualIbHbIE CPEICTBA.
Kon ATX: JO1XXO08.

Mexanusm aeiicteus U hapMakoauHamMuueckue 3O GhEKThI

JIuHe30/M], CUHTETUYECKUH aHTHOAKTEPUAIBHBIA TIpenapar, OTHOCHTCS K HOBOMY Kjaccy
MIPOTUBOMUKPOOHBIX CPEIICTB, OKCA30JIMIUHOHAM, AKTHBHBIX in Vifr0 B OTHOLICHHH a3pOOHBIX
IPaMIIOJNIOKHUTEIBHBIX OaKTepui, HEKOTOPhIX TI'PAMOTPHIIATEIBHBIX OaKkTepuii M aHadPOOHBIX
MUKpPOOPTaHU3MOB. JIMHE301U ] CENEeKTUBHO WHTHOWMpYET CHUHTE3 Oeiika B OakTepusx. 3a cyeT
CBSI3bIBaHUS ¢ OaKTEpUATBHBIMA PUOOCOMaMH OH MPEIOTBpaIacT 00pa3oBaHue (PYHKIIMOHAIHHOTO
WHUIUUPYIONIEro Komiuiekca 70S, KOTOpBIi SBIISETCS BAXKHBIM KOMITOHEHTOM IPOIIECcCa TPAHCIISAIIUN
MIpU CUHTE3E OeKa.

YyBCTBUTEILHOCTD

JInHe30M T akTUBEH in Vitro U in vivo

I pamnonosicumenvivie a3p06bl

Enterococcus faecium (BKJIr04asi IITAMMBI, PE3UCTEHTHBIE K BAHKOMHIIMHY )
Staphylococcus aureus (BKJII0Yasi METUITUUIMHPE3UCTCHTHBIC IIITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJI0O4asi NOJUPE3UCTEHTHHIE ILITAMMBI)
Streptococcus pyogenes

Llpyeue Mukpoopeanuzmbi

M. tuberculosis
JIMHEe30Mq aKTUBEH in Vitro

FDCIMI’ZOJZO.?fCMme]Zbele 09p06bl

Enteroccocus faecalis (Bkitouasi ITaMMbI, PE3UCTEHTHBIE K BAHKOMUIMHY )
Enteroccocus faecium (11TaMMbl, 9yBCTBUTEIbHBIEC K BAHKOMUIIMHY )
Staphylococcus epidermidis (Bktouass METUIIMITAHPE3UCTEHTHBIE IIITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. Tpynnsl Viridans

FpaMompuuameJleble 613D06bl

Pasteurella multocida

Pezucmenmunbie JluHeB’OﬂuaV MUKPOOP2AHU3MbL

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

PesncreHTHOCTD

Mexaau3m )IGﬁCTBI/ISI JJMHE30JInJa OTINYacTCA OT MCXaHU3MOB )IeflCTBHSI HpOTI/IBOMI/IKp06HI)IX
npenapaTroB JApyTrux KJI1aCCOB (HaanMep, AMHUHOTI'JIMKO3U 0B, 6CTa-HaKTaMOB, AHTaroHucCToOB
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dbonueBol  KUCJIOTHI,  TJIUKOMENTHUIOB,  JIMHK 03aM1/1z[0'%_,| g ::Q%ﬁg}%og?n Hﬂ%&al&#&ﬁ'&é

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CTPENTOrpaMMHOB, TETPALMKIMHOB U XJI0PaM(EHHKOIA), TI03TOMY IIEPEKPECTHOM PE3UCTEHTHOCTH
MeXLy JHHE30IMI0OM U THMH IIperapaTaMi He CyllecTByeT. JIMHEe30/MI aKTHBEH B OTHOIICHHH
IIATOreHHBIX MUKPOOPTaHU3MOB, KaK YyBCTBUTEIbHBIX, TAK M PE3UCTEHTHBIX K STHM IIPENapaTaM.
Pe3MCTEHTHOCTD 110 OTHONIEHHIO K JIMHE30JIMY Pa3BUBAETCA MEMICHHO MyTeM MHOTOCTaIMHHOI
myTaruu 23S pubocomansroit PHK u poucxoaut ¢ yactoroii menee 1x107 — 1x10°!!,

5.2. ®DapmMakoOKHHETHYECKHE CBOCTBA

AOGcopOrms

[Tocne npuema BHYTPb JIMHE30JIUL OBICTPO M MHTEHCUBHO BCACHIBACTCS U3 HKEITYIOYHO-KUIICYHOTO
TpakTa. MakcuManbHas KOHIIEHTpalus JinHe30iuAa B twiasMe KpoBU (Cmax) — 21,2 mMr/mn, cpenauit
HEePHOJ BpEMEHH JI0 TOCTHKECHHS MAKCUMAITbHOM KOHLIEHTpaluu JrHe30uaa B KPOBH (TCrax) — 2 4,
abcomroTHast OMOIOCTYITHOCTH cocTaBisieT okoio 100 %.

HpI/IeM MUIIY HE BIMSET Ha BCacklBaHUE JUHe30aua. PaBHOBecHas KOHIOCHTpalusg JUHC30JIMaa B
KpOBH JOCTUIaCTCA HA 2 JACHb IIpucMma.

Pacnpenenenue

OO0BeM pacrmpenecHus JTHHE30JUAa IPH JOCTHKCHUN PAaBHOBECHOW KOHIICHTPAIMH y 3I0POBOTO
B3pOCJIOT0 YeIOBeKa cocTaBisieT B cpeaneM 40—50 1, 4To MPUMEPHO PaBHO OOIIEMY COACPIKAHUIO
BoAbl B opranm3Mme. CBs3bIBaHHE C OEKaMu IUIa3Mbl KpoBU coctaBisieT 31 % W He 3aBHUCUT OT
KOHIICHTPALIUH JIMHE30JIM/1a B KPOBH.

buorpaucdopmaris

YcTtanoBneHo, yTo u30(pepMeHThl nuToxpoma P450 He ydyacTBYIOT B MeTa0OIU3ME JTUHE30JIMa
in vitro. JluHE30IUJ HE WHTHOMPYET W HE TOTEHIUPYET AaKTUBHOCTHh KIMHUYCCKU BaKHBIX
nzopepmentoB ruToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).

MeTtabonuueckoe OKHUCIEHHE MPUBOAUT K OOpa3oBaHHUIO JBYX HEAKTHBHBIX METa0OJIUTOB —
THJIPOKCUATWITIMIMHA (OCHOBHOW MeTaboiuMT y 4eloBeka, oOpasyeTcss B  pe3yibTare
He(epMEHTATUBHOIO MpOIIecca) U AMUHOATOKCUYKCYCHOM KHUCIIOTBI (00pa3yeTcsi B MEHbBILINX
KonuyecTBax. Taxke onmucaHbl Ipyrue HeaKTUBHbIE METa0OTUTHI.

OnMMUHALNS

BHenodeuHslil KIMPEHC COCTABIIAET OKOJIO 65 % KiIupeHca MHe30auaa. JInne3omu y naiueHToB ¢
HOpMaJbHOW (PYHKIMEW MOYEeK W MPU MOYEYHONW HEJOCTATOUHOCTH JIETKOM M CpelHEeH CTeleHu
BBIBOJIUTCS ITOYKAMHU B BUJE TUAPpOKCHITUITINIIHA (40 %), aMIHOATOKCUYKCYCHOM KUCIOTHI (10 %)
1 B Hen3MeHeHHOM Buje (30-35 %). KumeunnkoM BBIBOJUTCS B BUJIE TUIPOKCUATUIATIUIIMHA (6 %)
Y aMUHO3TOKCHYKCYCHOM KHCHOTHI (3 %).

.HI/IHG?;OJ'II/II[ B HCU3MCHCHHOM BUJIC NTPAKTUYCCKHU HC BBIBOAUTCA KUIIICYHUKOM.
HCpI/IO,Z[ IMOJIYBBIBCACHUS JIMHC30JIMAAa B CPCAHCM COCTABJISACT 5-7 u.

JInHeHHOCTh (HEITUMHEHHOCTS)

C YBCIMYCHUECM 03Bl JIMHEC30JIN[Jda OTMCYACTCA HeOOoJIbIIas CTCIICHh HEJTUHEHHOCTH KIIMpCHCA. 910
MOXET OOBICHATHCI CHHI)KCHHEM IIOYEYHOIrO0 M BHEMOYEUHOTO KJIIMpCHCa IpHU BBICOKOH J03€
JIMHEC30JIua4a. O,Z[HaKO pa3inuusa KIHMPEHCA HCBCIMKU MW HC BJIUAKOT Ha Kamymnﬁc;l nepuon
ITOJIYBBIBCICHH .

Oco0nIe T'PYIIIBI TAITWUCHTOB

Toueunas neoocmamounocme

Ilocne opgHokpatHoro mnpuema 600 Mr suHE30IMJAa MALMEHTaMU C  TKEIOM IOYEHYHOH
HEJ0CTAaTOYHOCThIO (KJIUpeHC KpeaTMHHHA < 30 MJI/MUH) KOHLEHTpalus IBYX €ro OCHOBHBIX
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MeTa0oJMTOB BoO3pactaia B 7-8 pa3. OmHako VBem/Iqe}'iHé:'::A—%':(%%JE%H'%SJ K %'33)1‘71

«KOHIEHTpALMUA-BpEeMs») HMCXOIHOro IMpemnapara He Habmromanock. HecMmoTps Ha To, 4TO mpH
reMoJialii3e BBIBOJUJIOCH HEKOTOPOE KOJIMYECTBO OCHOBHBIX META0OJIUTOB, UX KOHIEHTpaLUs B
1asMe KpoBu nocie npueMa 600 Mr JIMHe30/111a U MPOBEACHUS IPOLEAYPbl AMaIn3a 0CTaBalach
CYILIECTBEHHO BbIII€ KOHLIEHTPALMU B KPOBU y MAIIUEHTOB C HOPMAJIbHOM (YHKIIHEH MOYeK, JIErKOM
WM CPEIHETSKENON IOYEUHOM HEJOCTaTOUHOCTHIO.

Ileyenounas neoocmamounocmos

HNmerorcss orpaHUYEeHHBIE JAHHBIE, YTO y MALUUEHTOB C JIETKOM M CPEAHETSKEIION IEYEHOYHOMU
HeZocTaToOuHOCThIO (Kiacc A u B o knaccuduxanuu Yaitna-I1si0) hapmakokuHeTHKa JTMHE30I11a
U JIByX €r0 OCHOBHBIX METa0O0JIUTOB HE 3MeHseTCsa. DapMaKOKMHETHKA JTUHE30JIM/1a Y TAI[MEHTOB C
TSDKEJIOH IMeUYeHOYHOM HeZlocTaTouHOCThIO (Kinace C mo knaccudukanuu Yaina-I1s10) He n3yyanace.
OpnHako, MOCKOJIBKY JIMHE30JIH]T METa0OIM3UpyeTcsi He(DepMEHTHBIM ITyTeM, TO HE OXKHIAETCS
3HAYUMOT'0 HAPYIIEHHUS ero MeTaboIu3Ma IpU MeYCHOYHONH HEJOCTATOYHOCTH.

./]ub;a nooaicus10co so3pacma

YV NOoXUJbIX MallMeHTOB B BO3pacTe 65 et n cTapme q)apMaKOKI/IHeTI/IKa JIMHE30JIMJa CYIICCTBCHHO
HEC U3MCHACTCA.

Kenuwunoi

VY xeHIIMH 00BEM paclpeesieHus IMHE30JIU1a HECKOIbKO HUXKE, UYEM Y MYXYMH; Y HUX TaKXkKe Ha
20 % cHuXKEH CpelHUN KIIMPEHC NIPU pacyeTe Ha Maccy Tena. KoHneHTpauys quHe30nn1a B Iia3sme
KPOBH JKEHIIIUH BBIIIE, YEM Y MYXKYMH, YTO MOKET OTYACTH OOBSCHITHCS Pa3IMYUSIMUA MAcChI Tela.
OpHako, NOCKOJIBKY MEPUOJ NOJYBBIBEICHUS JIMHE30IM1a Y MYKUYUH U KEHIIHUH CYLIECTBEHHO HE
OTJINYAETCS, HET NIOBOJIA 0KMAATh IOBBIIIEHUS KOHIICHTPALUY JIMHE30IM/1a B KPOBY JKCHILMH BBIIIE
MIEPEHOCUMOT0 YPOBHS, TaK YTO KOPPEKILMHU J03bI HE TpeOyeTcs.

CTHU

VY mnoapoctkoB (12-17 ner) ¢dapmakoKMHETHKa JMHE30JuAa, HpuHsATOoro B no3e 600 mr, He
OTJIMYaJach OT KMHETHKH y B3pocibiX. Takum o0pas3oM, mpu HasHaueHuM noapoctkam 600 mr
JIMHE30JIM/1a KaXable 12 4 ero KoOHLEeHTpaus OyIeT TaKoH e, Kak y B3pOCJIbIX IPH Ha3HAYEHUH TOH
e JJ03Bl.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcmoMoraTe/ibHbIX BelECTB

Anpo

beranekc (OeTa-LMKIOAEKCTPUH)

Konosuaon

Kpaxmai npexenaTHHU3UPOBaHHBIN

Kpemuus auoken kosnongHeli (a3pocui mapka A-300)
Hatpus creapundymapar

Marnus ruipokcukapooHat

I'mnpomennosa E-15

Ob6osouka

[MaapokcUpONMIMETHIIIEIITION03a (TUIIPOMEIITIO3a)

Tansk
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TTonuATUIEHIITNKOIb

Turana TMOKCU]
Kpacurens xene3a OKCUl KpacHBIN

Kpacurens xene3a OKCU KEATHII

6.2. HecoBmecTHMOCTD

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHU)

3 roga.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuUTh B 3alIMIIEHHOM OT CBETa MECTE IPHU TeMIiepaType He Boite 25 °C.

6.5. Xapakrep u coaep:kaHue YIaKOBKH

ITo 10 TabneToOK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 TUICHKH MOJMBUHUIXJIOPUAHON U (HOJIBIU

ATIOMUHUEBOU NI€YaTHOM JJaKUPOBAHHOM.

ITo 10, 14, 20, 24, 30, 50 wim 100 TabneTox B 0aHKY MOJUMEPHYIO C KPBIIIKON HATATUBAEMOM C
KOHTPOJIEM MEPBOT0 BCKpBITHsA. Ha OaHKM HAKJIEWBAIOT ITUKETKU M3 OyMaru 3TUKETOYHOU WIIU W3
MTOJIMMEPHBIX MaTEPHAIIOB, CAMOKJICSIIIACCS.

Ilo 1,2, 3,5, 6 uin 10 KOHTYPHBIX TYEHKOBBIX YIIAKOBOK BMECTE C JINCTKOM-BKJIa/IbIIIEM IIOMEIIAIOT
B [MAYKy U3 KapTOHA.

ITo 1 OGanke BMecTe C JIMCTKOM-BKJIQJbIIIEM MOMEIAIOT B MayKy M3 KapToHa. J[OMOJIHUTENBbHO Ha
nayky ¢ OaHKOM HaKJIEMBaIOT JIBa MPO3PauHbIX (PUKCUPYIOMIUX CTUKEPA.

6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH NPH YTHIN3ALUH HCIO0JIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXO0J0B, MOJYYEHHBIX Moc/e NMPUMeHEeHUs JIEKAPCTBEHHOIr0 Mpenapara,
Apyrue MAHUMYJISIUHU € IPenapaTom

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSA

Poccniickas @enepanns

AO «DapmacuHTE3»

664007, Upkytckas o611., r. UpkyTck, yin. KpacHorsapaeiickas, 1. 23, odpuc 3
Tenedon: 8 (395) 255-03-55

Anpec anekTpoHHOM mouTkl: info@pharmasyntez.com

7.1. IIpeacraBuTeNb AEPAKATE/ISI PETHCTPALMOHHOIO YA10CTOBEPEeHUS!

[IpeTen3un motTpedbuTene ciaeayeT HapaBiIsaTh IO aJIPeCy:

Poccuiickas @enepanus

AO «DapmacuHTE3»

664040, r. Upkytck, yi. P. JlrokcemOypr, n. 184
Ten: 8-800-100-15-50
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Anpec 3neKTpoHHOM mouThl: info@pharmasyntez.coni

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPSA OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapcTBEHHBIH MpenapaT OTHOCUTCS K KaTErOpUHU OTITYCKa MO PELenTy.
OOmiast XapakTepHCTUKa JICKApCTBEHHOTO Npenapata AMH30JIUA JOCTYIIHA B €IWHOM peecTpe
3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMHYECKOTO COK03a M Ha

ounmansHOM caiite YIOJIHOMOYEHHOTO oprana (9KcTrIepTHOI OpraHu3aIH)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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