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OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Jlunezomuz, 300 mr, TaOIETKH, MOKPBITHIC MJICHOYHOU 000IOUKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: JIMHE30IUI.
Kaxxnas TabneTka, HOKphITas INIEHOYHOU 000J109koi, coaepkut 300 Mr MHe30uIa.

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOM.
Kpyribie nBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOH OOOJOYKON OENoro WiM IOYTH

0esoro nsera. Ha IMOIICPCUYHOM Pa3pe3€ AAPO 0eJI0ro Ui IMOYTH OEIoro OBCTA.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

Jleyenue MHQPEKINOHHO-BOCTIATUTENIBHBIX 3a00JIeBaHUMN, €CITU U3BECTHO WM MOI03PEBAETCS, YTO
OHM  BBI3BaHBl  YYBCTBUTEIBHBIMH K  JMHE30JHIYy a’3pOOHBIMH ¥ aHadPOOHBIMH
IPaMIIOJIOKUTEIBHBIMA ~ MUKPOOpPraHM3MamMH  (BKJIOYasi HMHQPEKLUUH, COMPOBOXKAAIOIINECS
OaxkTepueMueit):

e BHeOOJBHMYHAS ITHEBMOHHWS, BbI3BaHHas Streptococcus pneumoniae  (BkiroYas
HOJMPE3UCTEHTHBIE IITaMMBbI), BKIIOYas Clyyad, COINPOBOXKAAOLIMecs OakTepueMuei,
wim Staphylococcus aureus (ToabKO METHUIIMIUTHH-4YBCTBUTEIbHBIC IIITAMMBI);

e TOCIUTaJbHAs NMHEBMOHHMS, BbI3BaHHas Staphylococcus aureus (Bxirouas: METHUIMIUIAH-
YYBCTBUTEJIbHBIC U METHIIM/UTMH-PE3UCTEHTHBIC MITAMMBI) Wi Streptococcus pneumoniae
(BKJIOYAsl MOJIMPE3UCTEHTHBIE IIITAMMBI);

® OCJOXXHEHHble MH(EKIMN KOXH M MITKUX TKaHeW, BKIJItoyas MHPEKIHUU MPH CHHIPOME
IMabeTHYecKo CTONbl, HE COMPOBOXKIAIOIIMECS OCTEOMHUETUTOM, BBI3BAHHBIE
Staphylococcus aureus (Bkirouass METHIIMUIMH-YYBCTBUTEIIbHBIC W METHIIWJUIMH-
pe3UCTEeHTHBIE MTaMMBbI), Streptococcus pyogenes wiu Streptococcus agalactiae;

® HEOCIOXHEHHBbIe MH(DEKIINU KOKHM M MITKHX TKaHEH, BeI3BaHHBIe Staphylococcus aureus

(TOJIBKO METUIUILTUH-UYBCTBUTENBHBIE IITAMMBI) I Streptococcus pyogenes;
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YHUCIIE, COIIPOBOXKAAOIIUECCA 6aKTepHeMHeﬁ;

® B COCTaBe KOMOMHHMPOBAHHOW Tepanuu TyOepKylie3a JIETKHX, BBI3BAHHOTO IITAMMaMH

Mycobacterium tuberculosis ¢ MHOKeCTBEHHOI JIEKAPCTBEHHOM YCTOHYHUBOCTBIO.

4.2. Pe:kuM 103MPOBaHNUS M CIOCO0 NPUMeEHEeHUs!

PexxuM 1o3upoBaHus

HaHI/ICHTOB, KOTOPBIM B HadaJi€ TEpaAlU JIMHC30JIUA Ha3HAUYNWJIN BHYTPUBCHHO, B I[aJ'IBHCfIH.ICM

MOKHO IIEPEBECTH Ha JIF00YIO JIEKAPCTBEHHYIO (hOpMY JIMHE30JI1/1a IS [IPUEMa BHYTPb, IIPH 3TOM

noa0op 103kl HE TpedyeTcs, T.K. ONOJOCTYITHOCTD JIMHE30JIUAA [IPU IPHEME BHYTPb COCTaBIISAET

noutu 100 %. [Tpo1o/KUTENTbHOCTD JICUSHHS 3aBUCUT OT BO30YIUTES, JTIOKAIU3AIUN U TSHKECTH

WH(]EKIMHY, a TaK)Ke OT KIMHUIECKOro 3¢ deKTa.

B3pocibie: mo 600 Mr kaxasie 12 gyacos.

[Tokazanus (BkiIrO4ast
nHpeKuu,
COTPOBOXKIAIOIINECS

OakTepreMuei)

Pa3oBas nosa

Pexomennyemas

IpOAOJIKHUTCIIbBHOCTD

- BuebonpHuuHas
MTHEBMOHMUS, BbI3BaHHAs
Streptococcus  pneumoniae
(BKJIIOYast MOJIMPE3UCTEHTHBIE
LITAMMBbI), BKJIIOYasl CiIydau,
COIIPOBOXKAAIOIINECS
OaktepreMuei, W
Staphylococcus aureus
(TONBKO METUIIUJUTHH-
YYBCTBUTEJbHBIEC IITAMMBI);

- I'ocruTaneHas ITHCBMOHUA,

BbI3BaHHas  Staphylococcus
aureus (BKITIOUAst
MCTULIUIIIINH-

YYBCTBUTCIILHBIC u

METUIIUTNH-PE3UCTCHTHBIC
mraMmbl) Wik Streptococcus

pneumoniae (BKITIOYAs

600 Mr BHYTpH Kaxable 12 u

10-14 nuein
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MOJINPE3UCTCHTHBIE
ITaMMBI);

- OcnoxHeHHble WHPEKIUN
KOXHM M MATKAX TKaHEeH,
uHpEKIUU

BKJIFOYast pu

CUHApPOME  JMa0eTHYeCKOU
CTOIIbI, HE
COIMIPOBOXKAAOIINECA
OCTCOMUCINTOM, BBI3BAHHBIC
Staphylococcus aureus
(BKJ’II-OLIaSI MCETULINTJIINH-
YYBCTBUTCIIbHBIC u
MCTUIHIIMH-PE3UCTCHTHLIC
[ITaMMBl), Streptococcus
pyogenes wmm Streptococcus
agalactiae;

- HeocnoxxHeHHbIe I/IH(l)eKI_II/II/I
KOXHN MU MIATKUX TKaHeﬁ,
BbI3BaHHbIe  Staphylococcus
aureus (TOJ'ILKO MCTULIUIIJIUH-
YYBCTBUTCIILHBIC I_HTaMMLI)

wm Streptococcus pyogenes.

(TTOCTE

FOOBATENEHOCTE 0003)

WNudexnum, BEI3BaHHbBIE
PE3UCTEHTHBIMU K
BaHKOMHUIIMHY Enterococcus
faecium, B TOM umcIe,
COIPOBOKTAFOTIIAECS

OakTepreMueil.

600 Mr BHYTpb Kaxable 12 u

14-28 nuei

B3pocnbie: npu TyOepkynese
JICTKUX, BBI3BAHHOM
mrammamu  Mycobacterium
tuberculosis c
MHOKECTBEHHOM
JIEKapCTBEHHOM

YCTOMYUBOCTBIO

600 mr 1 pa3 B cyTku

JUTUTEIIBHOCTh TE€paruu B
WHTEHCUBHOU (aze 24

HCACIN.
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(MOCNEQCBATENEHOC T:u- 0003)

Oco0nie T'pYHOIIbI TAaMEHTOB

Tlayuenmul nodcunozo eospacma
Koppekuu 10361 He TpedyeTcsl.
Tlayuenmoi ¢ neueHoyHol HEOOCMAMOYHOCIBIO
Koppekuuu 10361 HE TpeOyeTcs.
Tayuenmsi ¢ noueunol HedOCMamouHOCMuio
Koppekuuu no3e1 He TpeOyercs. B cBsa3u ¢ tem, uro 30 % nuHezonuaa yaaasercs Mpu
reMoJualn3e B TeUeHHUEe 3 4acoB, JMHE30JIU]] JOKEH IPUHUMATHCS T0Cie MPOBEACHUS 1Ualn3a
HanUeHTaM, Hy>KIAloIUMCS B HEM.

eTH
Pexxum no3upoBanus y nereit ¢ 12 1o 18 neT cOOTBETCTBYET pEKUMY JTIO3UPOBAHUS Y B3POCIBIX.
be3zonacHocth u 3 dextuBHOCTh MpenapaTa Jlunesonuyg y aetreit B Bozpacte ot 0 1o 12 ner Ha
JAHHBIA MOMEHT HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BnyTps.

HpenapaT MOKHO IPUHUMATD KaK BO BpEMs €bl, TAK U MCKY IPpUCMAMU IIUIIIH.

4.3. IIpoTuBONOKA3aHUSA

® THIEPUYYBCTBUTEIHLHOCTh K JIMHE30JUAY WU K JIOOOMY U3 BCIIOMOTATEIIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.

e (OJHOBpPEMEHHBbI  TNpHeM  JUHE30JuMJa C  [pernapaTamMHd,  HWHTHOUPYIOLIUMU
MoHoamuHokcuaassl (MAO) A u B (manpumep, ¢peHensus, n3okapOoKcasznj), a TakxKe B
TE€YEHHE JBYX HENEIb IOCIE NPEKPAILEHUs IPUEMa TaKUX IIPENapaTos.

[Tpu oTcyTCTBUM THIATEIBHOrO HAOMIOAEHUS 3a MalMEHTaMH U MOHUTOPUHIA apTepHaIbHOIo
JTaBJICHUSI HE CIIeTyeT Ha3HAayaTh JIMHE30IH I

® TIAI[MEHTaM C HEKOHTPOJIMPYEMOH apTepHalbHOM TUNEpTeH3UEH, (HEeoXpOMOIIMTOMOMH,
TUPEOTOKCUKO30M, KApUHWHOMIHBIM  CHHJIPOMOM, OHWIIOJIPHBIM  PaccTpOMCTBOM,
1302 PEKTUBHBIM PACCTPONCTBOM U OCTPBIM COCTOSTHUEM CITYTaHHOCTH CO3HAHMUS.

e [AIMEHTaM, NOJYYaloIUM CIIeyIOIMe TUIIBI IPENapaToB: APEHOMUMETHUKH (HapuMep,
nceBaoddenpuH, (GEeHWINPONaHoJIaMuH, S3NUHeQPUH, HOpANUuHEDPHUH, A00yTaMuUH),
n0aMUHOMUMETHKHM  (HampuMmep, JONaMHH), WHTHOUTOpbI 0OpaTHOTO  3axBaTa
CEpOTOHMHA, TPULMUKINYECKHE aHTHAeNpeccaHTbl, aroHucTtsl 5-HT1 penentopos
(TpunTaHbl), METIEPUINH WIH OYCIUPOH.

e Jlerckuii Bo3pact a0 12 neT (BBUIY HEBO3MOXKHOCTH aJIeKBAaTHOTO TOI00pa A03HI).

e Jlerckuit Bo3pacT 10 18 jeT no nokazaHuio: TyOepKyJse3 JerkuX, BbI3BAHHBIN IITaMMaMu
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Mycobacterium tuberculosis ¢ MuoskecTBerHO# AKAbCTBERHOH Y CTORUHBOCTEIO. L

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH PUMEHEHUH

C 0CTOPOKHOCTBIO

Tayuenmoi ¢ noueunoii HedoCmMamouHoOCmuio

BenenctBue HenW3ydeHHOW KIMHMYECKOW 3HAYMMOCTH JBYX IEPBUYHBIX METabOIUTOB
JUHE30JIM[a y NALUEHTOB C TSDKEIOM IIOYEYHOM HEIOCTaTOYHOCTBIO, JIMHE30JUJ JOJDKEH
IIPUMEHATHCA C OCTOPOXKHOCTBIO Y TAKUX IMALUEHTOB, M TOJBKO €CIIM IpeArosaraeMas 1ojb3a
IIPEBBILIACT NOTCHIIMAIBHBIA PUCK.

Iayuenmel ¢ neyenouHol He0OCMamoyHOCMbIO

MMeroTcst orpaHMYeHHBbIE KIMHUYECKUE JAHHBIE, PEKOMEHIYIOLIUE IPUMEHATH JIMHE30JIu[ Y
TaKUX [AalMEHTOB TOJBKO B TOM Cily4yae, €CIM IpeanonaracMmas I0Jb3a IIPEBbIIIAET
NOTEHLIMAJIbHBIN PHUCK.

Tlayuenmol ¢ cucmemHuiMU UHGEKYUAMU

JIune3omuy JODKEH MCIOJIB30BaThCS C  OCTOPOKHOCTBIO Yy IAUEHTOB C CHUCTEMHBIMHU
UHQEKIUAMY, MPEICTABIAIOUIMMUA PUCK JUIS JKU3HU, TaKUMM Kak HMH(EKLIUH, CBSI3aHHBIE C
BEHO3HBIMM KaTeTepaMy B OTAEICHUSAX NHTEHCUBHOW TEPAIINU.

Oco0ble yKka3auus

CmepmHocmyb y nayuenmos ¢ kamemep-accoyuupo8anHblMu UH@eKyusmu

B oTKpBITOM HCCIEI0BAaHUU CPEIU TSHKETOOO0IBHBIX MAIUEHTOB C BHYTPUCOCYAUCTHIMH KaTeTep-
ACCOLIMMPOBAHHBIMU HMH(GEKIHUSIMH OBLJIO OTMEUYEHO MPEBBINICHUE JETATbHOCTU Yy TMAlMEeHTOB,
MOJTyYaBILINX JMHE30JUI, o CPaBHEHHUIO c MaleHTaMH, MOJTYYaBITUMHU
BaHKOMUITMH/TUKJIOKCaWJUTHH/oKcaunutie  [78/363 (21,5 %) mnpotuB 58/363 (16,0 %)].
OcHOBHBIM (DaKTOpPOM, OKa3bIBAIOIIUM BIUSHUE HA YPOBEHb CMEpPTHOCTH, OBUI CTaTyc
TPaMITIOJIOKHUTENHHON MH(PEKIIUN B UCXOAHBI MOMEHT BpeMeHU. [loka3aTens neTaabHOCTH ObLI
CXOX CpelH MAIMEeHTOB, HH(PEKIIMU y KOTOPBIX OBUTH BBI3BAHBI TOJIHKO IPaMIIOIOKHUTEIHHBIMU
MUKpoopranu3mMamu (oTHomeHue mancoB 0,96; 95 % noeepurensHblil uatepsat: 0,58-1,59), Ho
Ob11 3HaunTensHO BhIIE (p=0,0162) B rpymnme auHE30IuAa, KOTJa 0OHAPYKUBAIHUCH U JAPYTUE
MUKPOOPTaHU3MBI, UJTU MX HE YAaBaJlOCh OOHAPYKUTh HA HAUYAIbHOM dTare (OTHOIICHHE IIIaHCOB
2,48; 95 % noseputenbHbIA nHTEpBaN: 1,38-4,46). Hanbonpmmii qucbamanc OTMEYEH BO BpeMs
JIeYeHUsl U B TeUeHue 7 JHEH Mmociie OKOHYaHUs aHTHOWOTHKOoTepanuu. B xone uccnenoBanus B
rpymIne JWHe30111a OOJbIle MalMeHTOB MPUOOPETaTU TPaMOTPHUIIATEIbHBIE MUKPOOPTaHU3MBI U
BITOCJICJICTBUH MOTHOATH OT WH(PEKIIUHU, BEI3BAHHOM IPaMOTPUIIATETHHBIMU MUKPOOPTaHU3MaMH,
WM MOJIMMUKPOOHBIX MHpekuui. Takum o6pa3oM, B ciiydyae OCIOKHEHHBIX MHPEKIUN KOXU U

MSTKHUX TKaHeH JIMHE30JIN CJICAYET UCIIOJb30BaTh Yy NalUCHTOB C HW3BECTHOM MIJIH BO3MOKHOI KO-
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MY OTHETY

nedenuss (cMm. paszmen 4.1). B aTux cioydasx TOKa3aHO OJHOBPEMEHHO JIOTIOJHHUTEIHHOE
pUMEHEHHE TPenapaToB, IEHCTBYIOIINX HA TPAMOTPULIATENEHYIO MUKPOQIIOpY.
Muenocynpeccus

Y HEKOTOPBIX MAIEHTOB, MPUHUMAIOIINX JIMHE30JIU, MOKET Pa3BUThCS 0OpaTHUMasi MUEIOCYIIPECCHs
(c anemmeil, TpOMOOLMTONICHUEH, JICUKONEHWEW ¥  MAHIMTONICHHWEW), 3aBHUCAIIAs  OT
NPOIOIDKUTENIBHOCTH Tepanuy. Y MOXKWIBIX MAIMEHTOB TAKKE MOBBIMICH PUCK PA3BUTHS JTAHHOTO
cocTosiHUsl. TpOoMOOLMTONEHHsI 4Yallle BO3HMKala Yy TMAlMEHTOB C TSHKEIOW MOYEeYHOU
HEJIOCTaTOYHOCTHIO, HE3aBUCHMO OT IPUMEHEHUS Y MallieHTa r'eMoinaiu3a. B cBs3u ¢ 3TuM B rporiecce
JIe4eHUsT HeoOXOMMO MPOBOIUTH MOHUTOPUHI TOKa3aTeNleil KPOBU Y MAIMEHTOB C MOBBIIICHHBIM
PUCKOM pa3BUTHSI KPOBOTEUEHHUS, MHUEIIOCYIIPECCHEH B aHaMHE3e, a TaKXkKe INpU OJHOBPEMEHHOM
NPUMEHEHUH TIPENapaToB, CHIDKAIOUIMX TeMOITIOOMH WM KOJIMYECTBO TPOMOOLMTOB W/HIHM HUX
(YHKIMOHAIILHBIE CBOWMCTBA, C TSDKEJIONM MOYEYHOW HEIOCTaTOYHOCTBIO, a TAKKE Yy MAIUeHTOB,
TMOJTYYAFOIINX JIMHE30JM T Oostee 2 Heenb. JIMHE30I1 T y TaKuX MalieHTOB TPHUMEHSETCS TOJBKO B TOM
Cllydae, KOTJla BO3MOJKCH TIIATEbHBIA MOHUTOPHHI TeMOTJIOOMHA, KOJMYECTBA JICWKOLMTOB H
TpoMOOIMTOB. ECci BO Bpems Teparnuu JMHE30JIUIOM Pa3BUBAETCS BBIPAKEHHAS MHEIOCYIIPECcCHs,
JIe4eHHEe JTOJDKHO OBITh MPEKPAIICHO, €CIIHM TOJIBKO MPOIOHKEHUE TePalui He CYMTAETCs aOCOMIOTHO
HEOOXOMMMBIM. B 3TOM ciydae HEOOXOIMM WHTEHCHBHBII MOHHUTOPHHI IIOKa3aTelied KpPOBH H
COOTBETCTBYIOIIEE JieueHne. Kpome Toro, pekoMeHmyeTcsi, 4ToObl aHalM3 KpPOBU (B TOM UHCIE,
OIpeieieHne TeMOTIO0MHA, KOIMYECTBA TPOMOOIIMTOB U JIEHKOIMTOB (C PacyeToM JIEWKOLUTAPHON
(opMyIibl)) HPOBOAMIICS €XKEHEJENbHO y MAIMEHTOB, MOJMYyYAlOUMX JIMHE30JM]] HE3aBUCHMO OT
TMIOKa3aTeNei NCXOTHOTo aHAIM3a KPOBH. bolee BBICOKast 4acToTa pa3BUTHS TSDKEIOW aHEMUH OTMEYEHA
y  TAOUEHTOB,  TMOJYyYaBUIMX  JIMHE30IWA  OONbIIE  MAaKCHMAaJbHO  PEKOMEH/IOBAHHOM
NPOODKUTENBHOCTH B 28 JHEH. DTHM HalyeHTaM varie TpeOoBajioch nepenyuBanue kposu. Ciayyan
cuaepoOIacTHOM aHeMuM OBUIM  3apETMCTPUPOBaHbl B MOCTPErMCTPAallMOHHOM mepuoze. B
OOJIBIIIMHCTBE CITy4aeB JUTUTEIBHOCTh TEPAIUY JIMHE30JIMAOM TpeBbImaia 28 aHei. Y OONbIIMHCTBA
MIAIMEHTOB TIPOSIBIICHUS OBUTH TTOJTHOCTHIO WJIM YaCTUYHO OOpAaTHMBI TIOCTIE MPEKPAIICHUS JICUSHHS
JIMHE30IUAOM c/6e3 crel(UUECKOro JICUSHHUsI aHEMUH.

AHMUOUOMUK-ACCOYUUPOBAHHAS OUApes U KOUM

VY manueHToB, TPHHUMAIONIMX AHTHOAKTEPHABHBIC TPENapaThl, BKIIFOYAs JMHE3OMHI, CIEAyeT
YUYHUTBIBATH PUCK PA3BUTHS TICEBIOMEMOPAHO3HOTO KOJIMTA PA3JIMYHON CTETIEHH TSHKECTH.

O cayuasx muapew, cszanHoi ¢ Clostridium difficile, coobmanock B cBsi3u ¢ ucnonbp30BaHUEM
NPAKTHYECKH BCEX aHTMOAKTEPUATbHBIX MPENapaToB, BKIOYAs JIMHE30MUA. TsDKECTh THaper MOXKEeT
BapbUPOBATh OT JIETKUX (HOPM JI0 TsDKembIX. JIeueHne aHTHOaKTepHATbHBIME TTperapaTaMy HapyIiaeT

HOPMAaJTbHYIO MHUKPO(IIOPY KHIIIEUHHKA, YTO MPUBOAUT K u30bIrouHomy pocty Clostridium difficile.
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cesizannoii ¢ Clostridium difficile. M30prrouHOe KOMMYECTBO TOKCHHOB, BhIpadaThIBAEMOE [IITAMMAMU
Clostridium difficile, Mmo>xeT BbI3BaTh MOBBIIICHHUE JICTAIBHOCTH CPEM TMALMEHTOB, TaK KaK TaKUe
MHQEKIMH MOTYT OBITh YCTOWYHMBBHI K IPOTUBOMUKPOOHOW TEparm, a TAKKe MOXKET MOTPeOOBaThC
KOJIOHIKTOMUA. Henp3st npUMeHATh JICKapCTBEHHBIC CPEACTBA, TOPMO3SIIME MEPECTAIBTUKY
KUIICYHUKA.

BosmokHocTh passutust quapeu, cszannoi ¢ Clostridium difficile, nomkna paccmarpuBatbest y Bcex
NAlMeHTOB C JMapeei, IOClIeoBaBIIeH 3a WCHOJb30BAaHMEM AaHTHOMOTHKOB. TIiaTenbHOe
MEIMIIMHCKOE HAOJIOJICHHE B TEUeHHE 2 MECSleB HEOOXOAMMO MalleHTaM, MEPEHECIINM THapero,
cesizannyto ¢ Clostridium difficile mociie BBeeHMs aHTHOAKTEPUATBHBIX ITPENAPATOB.
Ilepugpepuueckas netiponamus u Hetiponamus 3pumenbHo20 Hepea

Coobmanock o nepudepruyeckoll HeWponaTHy, a TaKKe HEWPONaTHH 3PUTEIIBHOTO HEPBa U HEBPUTE
3PUTEIBHOTO HEPBAa, KOTOPbIE MHOTJA MPOIPECCHPYIOT 10 MOTEPH 3PEHHMS, y MAlMEHTOB, KOTOPBIC
HOJTyYaJIn JICUCHUE JIMHE30JIMIOM; 3TH COOOIICHUSI UMEIIM MECTO, B TIEPBYIO O4epe/lb, Y MAIMCHTOB,
HOJTY4YaBIIUX JICYCHUE HA MPOTSHKCHUH TIEPHOJIOB BPEMEHH, KOTOPhIC ObUTH OOJIbILE MAKCUMAIBLHON
PEKOMEHJIOBAHHOM TPOJAOJKUTENILHOCTH  JieueHus, cocTapisitonied 28 nueil. Ilpu mossieHun
CHMITTOMOB YXY/IIICHUS 3PUTEIBHON (YHKIMH, TAKUX KaK M3MEHEHHE OCTPOTHI 3PEHHUS, H3MECHEHHE
IIBETOBOT'O BOCTIPHSITHS, 3aTyMaHEHHOCTb, IC(EKThI ITOJICH 3PSHH S, PEKOMEH/TYETCsl CPOYHO OOPATHTHCS
K 0 TaIbMOJIOTY 11 KOHCYbTanuu. CiieyeT POBOJMTh MOHUTOPUHT 3pUTENIBHON (DYHKIIMH Y BCEX
HAIMEeHTOB, MPHHUMAIOIIHX JMHE30JIH] B TSUYCHHE JTUTEIILHOTO BpeMeHH (Oomee 28 aHeil), a Takke y
BCEX TAIMEHTOB C BHOBb IOSBUBIIMMHUCS CHMITOMAaMU 3PUTEIBHBIX HAPYIICHHH HE3aBHCHMO OT
NPOJOJDKUTENIBHOCTH Tepanuu. B cimydae pa3Butus nepudepuyueckoil HeflponaTuv M Helponathuu
3pUTENIBHOTO HEpPBa, CIEAYeT OICHUTh COOTHOIICHHUE PHCK/TONB3a TIPOMOJDKEHHS —Tepariu
JIMHE30JIIOM Y 3THX TallMeHTOB. PHCK pa3BUTHS HEHPOMaTHH BBIIIE, €CIIM JIMHE3O0IU] IPHMEHSIETCS y
NAIMEHTOB, KOTOPBIE HCIIONB3YIOT B HACTOSINEE BpPEMS WIIM KOTOPBbIE HEIaBHO NPHHUMAIU
AHTUMUKOOAKTEpUAIbHBIC MPEerapaThl IS JICUeHHs TYOepKyJie3a.

Jlakmoayuoos

B cBsi3u ¢ mprMEHEeHNeM JIMHE30JHAa COOOMIANoCch O JlakToaruao3e. [laimenTsl, y KOTophIX Ha (oHe
npreMa JIMHE30JIMIa BO3HMKAET MOBTOpHAs TOIIHOTA WM PBOTA, OO B JKMBOTE, HEOOBSICHUMBIN
alUI03 WA OTMEYACTCsl CHIDKECHUE KOHIICHTPAIIMU THPOKapOOHAT-aHUOHOB, TPEOYIOT TINATEILHOTO
HaOJTIO/ICHUSI CO CTOPOHBI Bpaya.

Mumoxonopuanvras oucgyrkyus

JInre3onu MHrHOUpyeT CuHTe3 Oenka MUTOXOHIpH. [1000uHbIe (P dEKThI, TaKue KaK JaKTOAIHI03,

aHeMus U Heliporniatus (nepudepuyeckast Wik 3puTeIbHOrO HEPBa), MOTYT BO3HUKHYTh B Pe3yJbTaTe
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.11.2023 N= 22843

ek Wpar

3TOT0 TOPMOKEHMS; 5TH SdeKTsr  sBisoTcsy Goree %&ﬁﬁ@%ﬁﬁggﬁﬁ K

UCTIONB3YeTCst O0IbIIIe, YeM 28 THEi.

Cyoopoeu

Coo0rianock 0 cyoporax y HaieHTOB, IPUHUMABILIUX JIMHE30JH /I, [TPY 3TOM B OOJIBIIIMHCTBE CITy4acB
B aHAMHE3€ UMEJIOCh YKa3aHHe Ha Cy/IOPOTH WK HaJI4uKe (DaKTOpOB pUCKA UX Pa3BUTHSL. Y MalMEHTOB
HE00X0AMMO cOOpaTh MOPOOHBII aHAMHE3, KaCAIOIIMIACS TIPE/IIECTBYIOIIMX SMH30/0B CY/I0POT.
Hneubumopvl MoHoamunokcuoasvl

Jlunesonupa sABIAETCS OOpPATUMBIM HECEJEKTUBHBIM WHTHOMTOpOM MOHOamuHOKcuaassl (MAO);
OJJHAKO B JI03aX, MPHUMEHAEMbIX JJIs AaHTUOAKTEpHAIbHOM Tepalmud, OH HE MPOSBIISIET
aHTUIeNpeccaHTHhId  ddekT. HMeTcs odYeHb OrpaHUuYeHHBbIE JaHHBIE W3  HCCIICIOBAHHIN
JIEKapCTBEHHBIX B3aMMOJACHCTBUI M B OTHOIIEHWU OE€30IIaCHOCTH JMHE30JIMAA IPU NPUMEHEHUH Yy
MAlMEHTOB C OCHOBHBIMH 3a00JI€BaHUSMH W/WITU TIPU OJJHOBPEMEHHOM MPHUMEHEHHH JIEKapCTBEHHBIX
MpenapaToB, KOTOpbIe MOTYT HOABEPIHYTh HMX PHUCKY, 0OycloBIeHHOMY HHruoupoBanueM MAO.
CreioBatenibHO, NPUMEHEHHE JIMHE30JIM/Ia HE PEKOMEHIYETCS B JTHX OOCTOSATEIbCTBAX, KpOME
CIIy4aeB, KOI7la BO3MOXKHO IIPOBEIECHHE TIIATEIbHOIO HAOJIONEHUS M MOHMTOPHHIA MAlMeHTa,
MOTyYaroIero npenapar (cM. paszaenst 4.3 u 4.5).

CepomoHunosulii cunopom

Coo0mianoch O CHOHTaHHBIX CIIy4asX pasBUTHS CEPOTOHMHOBOTO CHHIPOMA, CBSI3aHHOTO C
OJJHOBPEMEHHbIM IPUMEHEHUEM JIMHE30JMJa U CEPOTOHMHEPIrMYECKUX IIPErnaparoB, BKIIOYAs
AHTUJIETIPECCAHTHI, TAKUE KaK CEIEeKTHBHBIE MHTUOUTOPBI 00paTHOro 3axBata ceporonnta (CMO3C) u
ononzbl (cM. paszensl 4.3 u 4.5). Ilpu HeoOXOIMMOCTH NMPUMEHEHUs Mperapara B COYETaHUU C
CEJIEKTUBHBIMU MHTHOMTOpaMu OOpaTHOrO 3aXBaTa CEPOTOHMHA CIEAYET MOCTOSHHO HAOMIoaTh 3a
MALMEHTAMH C LEJbI0 BBISIBJICHUSI ITPU3HAKOB U CUMIITOMOB CEPOTOHMHOBOIO CHHIPOMA, TAKHUX KaK
HapylleHHe KOTHUTUBHOM (DYHKLUM, TMIEepIUpeKcHs, runeppeduieKcus u HapylleHne KOOpIMHALIUH
JBIDKCHUI.

B ciydae nosiBneHus JaHHBIX CHMITOMOB CJIETyeT OTMEHUTh OJIMH WK 00a MPUHUMAEMBbIX Iperapara.
[lpu npekpaiieHUM NpHeMa CEPOTOHUHEPIMYECKOrO CpEICTBA MOTYT HAOMIOIAThCSl CHMITTOMBI
CHHZPOMA «OTMEHBD».

Tunonampuemus

YV HEKOTOpHIX MAalMEHTOB, MOTYYaBIIMX JIMHE30JIU]I, HaOIr01aachk TUIIOHATPUEMUST W/WITH CUHIIPOM
HEaJIeKBaTHOW CeKkpenun aHTuanmyperndeckoro ropmona (SIADH). Pexomenmyercst peryisipHO
KOHTPOJIMPOBAaTh YPOBEHb HATPHUs B CHIBOPOTKE KPOBH Y MOXWIBIX JIIOJEH, y TAlLEHTOB,

MpUHUMAKOIUX JTUYPECTUKU, U Y JPYTUX MALIUCHTOB C pPUCKOM I'MITIOHATPUCMUU.
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COOTBETCTEYET 3KCINEPTHO |'--"|"_'-"' OTUETY
ot 10.11.2023 N2 . ]
Oxpawusarnue 3y6HOoU sManu (NOCNEOOBATENBHOC b

Coo0mranock 0 caydasx 00paTHMOro MOBEPXHOCTHOTO M3MEHEHHMsI OKpAIMBAHUS 3yOHOH SMany pH
UCTIOJIB30BaHUM  JIMHE30/Ma. JlaHHble W3MEHEHMs OKpAIMBAaHUS YIAJSUICh OCPEICTBOM
po¢)eCCHOHATLHOTO OUHIIICHHSI 3yOOB.

T'unocnuxemus

Coo01manocs o cirydasix CHMITOMAaTHYECKOW TUIIOTJIMKEMUH Y TTAIIUEHTOB C CaXapHbIM T1a0eTOM,
MOJTyYaBIIUX JIMHE30JIU OJTHOBPEMEHHO C MHCYJIMHOM HJIU THIIOTJIMKEMHUYECKUMHE MIperiapaTaMH.
X 0T NPUYMHHO-CJIEICTBEHHAS CBSI3b MEKIY IIPUEMOM JINHE30JIUAa U Pa3BUTHEM IMIIOTIIMKEMUU
HE YCTAHOBJIEHA, IIAIUEHTOB C CaxapHbIM JAMa0ETOM HEOOXOAMMO MNpeaAynpexiaarb o
BO3MOXKHOCTH Pa3BUTHUS TUIOTIIMKEMUH. B ciydae BOSHUKHOBEHUS TMITOTIIMKEMUH HEOOXOMMa
KOPPEKIHs J03bl HHCYINHA/TUTIOTTIMKEMHUYECKUX MTPETapaToB WK OTMEHA JTMHE30JIH /1A,
Ilpumenenue c npooykmamu numanus, 602amviMu MUPAMUHOM

[TauvenTam creayeT pEKOMEHJIOBAaTh OTKA3aThCsl OT IMpHeMa OOJBIIMX KOJIWYECTB IHIIH,
cojepXkamiel TUpaMuH (Takue KaK KpacHO€ BHWHO, CTapblii CHIP, HEKOTOPBIE AalKOTOJILHBIC
HAIUTKHA, KOIMYEHOE MSICO, DKCTPAKTHI JIPOAOKEH, MPOAYKTHI M3 (PEPMEHTHPOBAHHBIX COEBBIX
060008, TakKe KaK COEBBIH COYC).

Cynepunghexyus

Knuanyecknx uccienoBannii, n3ydaBmux 3(QQeKT mpuMeHeHHs JTUHE30IHIa Ha HOPMAaJIbHYIO
MHUKpO(IIOpY OpraHu3Ma 4YeloBeKa, He MpOBOAWIOCH. [IprMeHeHMe aHTHOAKTEpUATbHBIX
IpenapaToB HMHOTAA MOXET NPUBOJUTH K YCHUJICHHOMY POCTY HEBOCHPUUMYHUBBIX K HEMY
MHUKPOOPIaHU3MOB. B KIMHMUYECKHX HCCIEeOBaHMUAX OBUIO IMOKa3aHO, 4TO HmpumMepHo y 3 %
NAIMEeHTOB, TOJIYYaBIINX pPEKOMEHIIOBAHHBIC O3Bl JIMHE30JIMIA, Pa3BUBAICS KaHAWIO3,
ACCOIIMMPOBAHHBINA C IPUEMOM aHTHOMOTUKOB. [Ipy BO3HMKHOBeHHMH cynepuH(peKnnu Ha GoHe
nprema JIMHE30JIM/1a CIelyeT IPUHUMATh COOTBETCTBYIOIINE MEPbl MEUIIMHCKOTO XapaKTepa.
Knunuueckue uccneoosanus

besonacHocTh M 3(QEKTUBHOCT NMPUMEHEHUs JIMHE30JMJa JUIMTEIbHOCTBIO Oosee 28 naHel He
YCTaHOBJIEHBI (10 BCEM MOKA3aHUsIM, 33 UCKITIOUEHUEM TyOepKyIie3a JIETKHX ).

B KOHTpOIMpyeMbIX KIMHUYECKUX MCCIIEIOBAHUSIX HE MPUHUMAIIN Yy4acTHs MAlUEeHTbl C CHHIPOMOM
«InabeTHYECKOH CTOMBDY, MPOIEKHIMH WM UILIEMUYECKUMU HApYIIEHUSMH, TSHKEIIBIMU 05KOraMu HITH
TaHTPEHO3HBIMH TTOPAKEHUSMH. TakuM 00pa3oM, OIBIT TPUMEHEHUsSI JIMHE30JIMIa B TEpPAITH STHX

COCTOSTHUM OIpaHWYEH.

4.5. BzaumojeiicTBue ¢ JPYrHMH JeKAPCTBEHHbIMHM TMpenaparaMu M JApPyrue BH/bI
B3aNMO/1eCTBUA

YcraHnoBieHo, 9to u3odhepMeHTHI IuToxpoMa P450 He yuacTByOT B MeTa0OIM3ME JIMHE30M 1A iN Vitro.
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COOTBETCTEYET 3KCMNEPTHC
oT 10.11.2023 M2 22

Jlune3onua He MHTHOMPYET U HE TMOTEHIUPYET AKTHBHOGTE KITHFreCkt] BAMHDIX [‘I/I-Eéql)‘é];.)ll\,[éi{TOB

MY OTHETY

muroxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). Takum obpazom, He oxumaercs CYP450-
WH/YIIMPOBAHHOTO B3aUMOJICHCTBHS TPH TpueMe JImHe3omaa. [Ipu oJHOBPEeMEHHOM MPUMEHEHHUH
ymHe30mMaa | (S)-BapdaprHa, KOTOPbIA B 3HAUMTEILHON CTEIIEHH METa00IM3UPYETCs H30(DEPMEHTOM
CYP2C9, dpapmakoknHeTHIECKHE XapaKTEPUCTUKN Bap(aprHa He MEHSIOTCS. Takue mpernaparhl, KaK
BapbaprH u ¢GeHUTOMH, sBisronecs cyocrparamu m3odepmernta CYP2C9, MoXHO TpUMEHSTH
OJTHOBPEMEHHO C JIMHE30JIUI0M 0€3 KOPPEKIIMH 0351

Hneubumopvt MOHOAMUHOKCUOA3bL

Jlunezonua SBISETCS] HECENEKTUBHBIM OOpaTUMbIM MHTHOMTOPOM MOHOAMHHOKCH/IA3bl, IOATOMY Y
HEKOTOPBIX TIAIMEHTOB, TIONYYAIONIUX JIMHE30JUIl, MOXET OTMEUaThCsl yMEpEHHOe OOpaThuMoe
YCHJICHHE TIPECCOPHOTO ACHCTBUSL ncegdoagedpuna W enunnponanoiamuna. B cBs3U ¢ 3TUM
PEKOMEHIIyeTCsl CHIDKATh HauyajbHbIe JO3bl CIEAYIOIIMX TPYIN MPernaparoB: aJpeHOMUMETHKH
(nammpumep, miceBnodpenpuH, (EHWIPONAHOIAMUH, SMUHEPPHUH, HOpPAMUHEDPUH, JOOYTaMHH),
nohaMUHOMUMETUKY  (HampuMmep, JONaMUH) W B JATGHCUIIEM OCYHICCTBISTH ITOI00p O3B
TUTPOBAHUEM.

B uccrnenoBanusx He 0TMEYANIOCh Pa3BUTHUsSI CEPOTOHMHOBOIO CHHJIPOMA Y MAIMEHTOB, MOTYyYaBIINX
JIMHE30JIU/I COBMECTHO C CEPOTOHMHEpruueckuMu mpernapatamu. Coolmiagock 00 O4eHb PEIKHX
CIIOHTaHHBIX CIy4asX Pa3BUTHS CEPOTOHMHOBOTO CHHAPOMA TPH OJHOBPEMEHHOM INPHMEHECHHU
JIMHE30JT1/1a ¥ CEPOTOHMHOBBIX IpernaparoB (cM. paznensi 4.3 u 4.4).

[Tpu oTHOBpEMEHHOM MPUMEHEHUH C A3MPEeoHaMoM U 2eHmamMuyuHom n3MeHeHNs (PapMaKOKMHETHKH
JIMHE30JIM/1a HE OTMEYaJIOCh.

PudamruimH BeI3bIBAI CHIDKCHHE MaKCUMAaTbHOW KOHIEHTPAIMU (Cmax) M IUIOIIAIM O KPUBOW

«xontentparmsi-spems» (AUC) nmuHesommaa B cpeaneM Ha 21 % u 32 %, COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JAKTALUS

bepeMeHHOCTB

HccnenoBanmii 6€30MaCHOCTH TPUMEHEHHUS JIMHE30J 112 TP OEpEeMEHHOCTH HE MPOBOJIUIIOCH.
[TpuMeHeHne TUHE30IM1a IPU OEPEMEHHOCTH BO3MOKHO TOJIBKO B ClTy4yae, €CiM IpeAroiaraeMas
10JIb3a OT TEpAIUu JJIsl MaTepy MPEBBILIAET MOTEHIMAIBHBIN PUCK JUIS IUI0AA.

Jlakranms

HewsBecTHO, BBIIENSETCS M JIMHE3OJHI C TPYIHBIM MOJIOKOM KOPMSIIUX KCHIIHH, TTOATOMY
ClleflyeT MPeKpaTUTh I'PyJHOE BCKapMJIMBAHWE NMPH HA3HAYEHUH Ipernapara MaTepu B MEpUOJ

JJaKTalluH.
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 10112023 N2 22843
4.7. BiusiHMe HAa CIOCOOHOCTHL YNPaBJATh pancné%ﬁﬂﬁﬂ'cﬁﬁzm - i Tp’-h@oi"&ialb c

MeEXaHu3MaMHu

Bo BpEMs JICUCHHUA JIMHC30JIMAOM YIPABJIATH TPaHCIHOPTHBIMHU CPEACTBAMU, CHeLHuaIbHOM
TEXHUKOH WM 3aHUMAaThCS JACATCIIbHOCTBIO, CBS3aHHON C IIOBBIICHHBIM PUCKOM, HE
PEKOMEHAYCTCA. HaHI/IeHTOB CICAYCT MPEAYNPEANUTE O BO3SMOXHOCTH Pa3BUTHUA I'OJIOBOKPYKCHUA

WIM CUMIITOMOB HapyIIeHUsI 3peHus (Kak onucaHo B paszzienax 4.4 u 4.8).

4.8. HexxesaTesIbHbIE peaKIIUU

PesroMe HexxenaTeabHbIX PEAKIIUN

YactoTa moOOYHBIX peaKIuii, MPUBEICHHBIX HUXKE, OMPECIIsIach COOTBETCTBEHHO CIEAYIONIEMY
(knmaccudukanus BceMupHOi opraHu3anuu 37paBOOXpaHeHus): odeHb dacto (> 1/10); gacto
(>1/10 - < 1/100); meyacro (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); oueHp peako (<
1/10000); gactora Hen3BeCTHA (HE MOXKET OBIThH OILIEHEHA Ha OCHOBE MUMEIOIINUXCS JAHHBIX ).
HexenatenbHbie sBICHMS, CBS3aHHBIE C MPUEMOM JIMHE30JIM1a, OBIBAIOT OOBIYHO JIETKOW WIIK
CpPEIHEW CTENEeHM BBIPAXXEHHOCTHU. Yalle OCTalbHBIX OTMEYAIOTCS Juapesi, ToJIOBHAs OOJb,
TOIIHOTA, PBOTA.

B3pocable nanueHThl

Hnpexyuu u uneasuu. yacmo — KaHaU03 (B T.4 KAHIUI03 MTOJIOCTH PTA, BATMHAIBHBIN KaHAUI03),
rpuOKOBbIC WH(EKIUH; Hewacmo — BaruHUT, peoKo — KOJIUT, BBI3BAHHBIN MPUMCHEHHUEM
AHTUOMOTHKOB (B T.4. TICEBIOMEMOPAHO3HBIN KOJIUT)*.

Hapywenus co cmoponvl kposu u aumgamuueckol cucmemsl: 4acmo — TPOMOOLUUTONICHUS™,
aHEeMUS™; Heuacmo — TAHIUTONEHUSA™, JICUKONEHUS™, HEUTPOINECHHS, Y03MHODUINS;, pedko —
cuziepoOIacTHas aHEMUS™; yacmoma Heuzeecmua — MAEJIOCypeccus ™.

Hapywenus co cmoponvt ummyrHoU cucmemul. pedko — aHapUIaKCUs™.

Hapywenus memabonuzma u numanus. Heuacmo — TAMIOHATPUEMHS; peOKo — NAKToaIa03™*.
llcuxuueckue HapyweHnus: yacmo — 6ECCOHHULA.

Hapywenus co cmopomnvi Hepsnou cucmemvl. uyacmo — TOJIOBHas 00Jib, TOJIOBOKPYKEHHE;
Heyacmo — cynoporu®, mepudepuueckas HeHponaTHs®, W3MEHEHHE BKYCOBBIX OIIYIICHUH,
TUIOCTE3USI, TAPACTE3US; YACMOmAa Heu38ecmHa — CEpOTOHHHOBBIN CHHIPOM.

Hapywenus co cmopoHvl opeana 3penus: Heyacmo — HEWPONATHs 3PUTEIBHOTO HepBa*,
3aTyMaHEHHOE 3peHue™; pedko — NnosiBjIeHue 1e(heKTOB Moyel 3peHus™; vacmoma neuzgecmua —
HEBPHUT 3PUTEIHHOTO HEpBa*, MOTeps 3PEHUA™, M3MEHEHHE OCTPOTHI 3PEHUS™, U3MEHEHUE
I[BETOBOTO 3peHUS ™.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma: Heuacmo — 3BOH B yIIax.

Hapywenus co cmoponul cepoya: neuacmo — apuTMus (TaXUKapaus).
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Hapywenus co cmoponwl cocyoog: uacmo — 1o BIm@HHé@%%%%‘J%MﬂIE@Q&@%b -,

TpaH3UTOpHAs UIIIeMHUYecKas aTaka, piaedut, TpoMO0pIeOuT.

JKenyoouno-kuueunvle HapyuieHus: 4acmo — nuapesi, TOUIHOTA, PBOTA, JIOKAJTM30BAaHHAS HIIH
reHepal30BaHHass O00JIb B 00JIACTH JKMBOTA, BKJIIOYAsl CIIa3Mbl B JKUBOTE, 3aIOp, JMCIICIICHS,
Hewacmo — Cua3Mbl B )KUBOTE, B3JIyTUE )KUBOTA, N3MEHCHHUE IBETA S3bIKa*, ITAHKPEATUT, TaCTPHT,
CYXOCTb BO PTY, [JIOCCUT, KHKUH CTYJ, CTOMaTHT, IPOYHE HAPYILICHHUS COCTOSHHUS S3bIKA; PeOKO
— MOBEPXHOCTHOE U3MEHEHHE OKPACKH IMan 3y00B™.

Hapyuwenus co cmoponbl neueHu u sHcenueblo0aumux nymelil: 4acmo — N3MEHEHHE Pe3yiIbTaToB
(YHKIIMOHATIBHBIX TECTOB TICUCHH, MOBBIIICHUE aKTHBHOCTH (DEPMEHTOB IEYCHH (B TOM YHCIIE,
amannHamuHoTpancgepassl (AJIT), acmapraramurorpancdepassl (ACT), menounoit Gpocdarassl
(ILI®D)); Hewacmo — MOBBIIICHUE KOHIIEHTPAILIMU O0IIero OMinpyouHa.

Hapywenus co cmopoHnvl Kodcu u NOOKOJNCHbIX MKAHEl. wacmo — 3yl, CBIb*; Heuacmo —
OyJIIe3HBIC TOPAXKEHUS KOXKH, TSDKEIIBIC KOYKHBIC HEXKEIATEIbHBIC PEaKIH, aHTHIOHEBPOTUYCCKUI
OoTeK*, KpaluBHHIA, JCPMATUT, TMOBBIIICHHAS MOTIMBOCTh; pedKo — BacKyJIHT TpHU
THIIEPYYBCTBUTEIBHOCTUY;  uacmoma Heuzgecmua — cunapoM CrueHca-/[xoHcoHa*,
TOKCHUYECKHUH dIUIePMaIbHBII HEKPOIU3*, allomelusl.

Hapywenus co cmoponsl nouex u Mouesbl800suux nymeii. 4acmo — MOBBIIICHUE KOHIICHTPAIIUN
MOYEBUHBI KpPOBH; Heuacmo — TIOYCYHAsl HEJIO0CTATOYHOCTh, IOBBINICHUEC KOHIICHTPALUH
KpEeaTHHUHA B TIa3ME KPOBH, MTOJTHYPHSL.

Hapywenus co cmopoHvl penpooyKmu6Hot cucmembvl U MOJIOYHBIX Jcele3. Heuacmo — HapyIICHUs
CO CTOPOHBI BJIarajiniia U BYJIbBHI.

Obwue HapyuleHus U peakyuu 8 mMecme 66e0eHUs. 4acmo — JINX0pajKa, JOKaTu30BaHHas 00Jb;
Heuacmo — 03HOO, YTOMIIIEMOCTb, JKaX/Ia.

JlabopamopHvle u uHcmpymenmanbHvle OaHHble: Yacmo — OTKIOHEHHS OT HOPMBI IOKa3aTeei
(YHKIIMM TIEYCHW, TOBBIIICHUE KOJMYECTBA HEUTPO(MIOB, HO3MHO(DUIOB, CHH)KECHHE
reMorio0NHa, TEMaTOKPUTA MM YKCJIa SPUTPOLUTOB, MOBBIIICHHE WA CHIKCHUE KOJMYECTBA
TPOMOOIIUTOB ~ WJIM  JICHKOIIMTOB,  MOBBIIICHWE  AKTHBHOCTH  JIAKTATJCTHUAPOTCHA3bI,
KpPCaTUHKWHA3bI, JIMMA3bl, aMHJIa3bl, TOBBINICHHE KOHIICHTPALMU TJIIOKO3bl HE HATOIIAK,
CHIDKEHHE 001Iero Oenka, albOyMruHa, HATPHSI IIK KaJIbIIHsl, TIOBBIIICHUE WIH CHIKCHHUE KaJTUs
WM THIPOKapOOHATOB; Heuacmo — OTKJIOHEHHE OT HOPMbI FeMaTOJOTMYECKUX IOKa3aTeeH,
MOBBIIIICHUE COJCP)KAHKSI HATPHs WM KalbIMsi B IJIa3M€ KPOBH, CHM)KEHHE KOHIICHTPALUH
[IFOKO3bI HE HATOIIAK, TIOBBINICHUE WM CHUXKCHUE XJIOPHIOB KPOBH, TOBBIIICHHE KOJIMYECTBA
PETUKYJIOIMTOB, CHKEHUE KOJIMYECTBAa HEUTPOPUIIOB.

*HexenarenbHble peaKilii, BEISIBICHHBIC B TOCTPETUCTPAIIMOHHOM TIEPHOJIE.

HesxenarenbHble peakilnu «CIa3M B KHBOTE» ompeaessatorcs mo kiaccupukaun MedDRA kak
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TEPMHH HUKHETO YPOBHS, a HE MPEANOYTUTEIbHBIN TepMQH' CIEQOBATENBHOC T ULl

Crenyromue no6ounsie 3 (eKTsl pu NPUMEHEHNH JIMHE30JIUAa B PEAKHUX CIydasiX OTHOCHIINCH
K KaTEerOpuu Cephe3HbIX: JOKATM30BaHHAas 00k B 00JaCTH )KUBOTA, TPAH3UTOPHAS UIIIEMUYECKast
aTaka, apTepuanbHas TUIIEPTEH3USI.

B KOHTpONHMpYyeMBIX KIMHHYECKHX HCCICIOBAHUAX, B KOTOPBIX JIMHE3OJIUI TPUMEHSIICS
MakcuMyM 28 aHel, Toabko y 2 % NanueHTOB pa3BUBajiach aHeMus. B napyrom uccnegoBaHuu
Cpeay MAIMEeHTOB C ONMACHBIMHU ISl )KU3HU HH(pekuusamu, y 2,5 % (33/1326) nauneHToB, KOTOpPHIE
MIOJTyYaJIi JIMHE30JIUI MEHbIIIe 28 THEH, pa3BUBAJIaCh aHEMUSsI, B TO BpeMsl KaK MPH IPUMEHEHUT
auHe3onuaa 6onblie 28 qHei anemus pasBuBanach y 12,3 % (53/430) nanuenTtoB. CooTHOIIEHKE
CIIy4aeB pa3BUTHS aHEMHH, TPEOYIOIICH nepenruBaHie KPOBH, COCTABIIIO 9 % cpeau MaueHToBs,
nosrydaronx JuHezonu Mmeree 28 nueit (3/33), u 15 % (8/53) B Tex cimydasix, KOraa JTUHE30JIU]]
pUMeHsIN Oosee 28 nHE.

JlaHHbBIe 1O OE30MMacHOCTH, TOJYYCHHBIC B KIMHMYECKHX MCCIICOBAaHUSAX C ydacTHeM Ooliee
500 mamueHToB AETCKOTO Bo3pacTa (¢ pokaeHus 10 17 Jer), He YKa3bIBalOT, YTO MPOQHIHL
0€30IaCHOCTH JIMHE30JIUAA IS IeTeH OTINYaeTcst OT MpoduIist 6€30MacHOCTH IS B3POCIBIX.

B xome mpoBeneHUsT MHOTOIICHTPOBOTO, IMPOCIEKTHBHOTO, PaHIOMHU3UPOBAHHOTO JBOHHOIO
CJICTIOr0,  IUIAaNe00-KOHTPOIIMPYEMOTO  HCCIICJOBaHUS MO  OIeHKe 3(PQEeKTHBHOCTH U
NEPEHOCUMOCTH PEXHMa XHMHUOTEPAINNH, BKIIOYAIONIETO MPernapar JIMHE30JIN]], Y TTalueHTOB C
TyOEpKYJIe30M JIETKUX C MHOXKECTBEHHOM JICKapCTBEHHOM ycToitunBocThi0 M. tuberculosis, 6putn
BBISIBIICHBI HE)KEJIATEIIbHBIC PEAKIINU:

Hapywenus co cmopoHvl Kposu u tum@amuseckoil CUCeMbL: YACmoma Heu36ecmua - aHeMus,
703UHO(UIHS.

DHOOKpUHHbLE HAPYWEHUs: YACmOoma Heu36eCmHa - TATIOTAPEO3, oBkimenne ypoBHs TTI .
THcuxuyeckue napywenus: yacmoma Heu3gecmua - OECCOHHHUIIA, TAPOKCU3MAIBHOE TPEBOKHOE
paccTpoiicTBO, MIAKCUBOCTh, TPEBOTA, PACCTPOMCTBO AMOLIMH 1 TTOBEACHUS.

Hapywenus co cmopoHvl Hep8HOU CUCeMbl: YACTNOmAa Heu38eCmHa - TOJIOBHAas 00JTb, CY/I0pOTH,
TPEMOp pPYK, UYYBCTBO OHEMEHHs B KOHEYHOCTH, HEBpPAITHS TPOWHUYHOTO HEPBa,
TeHEepaTM30BaHHBIN CYJOPOXKHBIN MPHUIAJOK, HOTEPsl CO3HAHUS.

Hapywenus co cmoponuvl opeana ciyxa u 1aOupuHma: 4acmoma Heu3eecmua - CHIDKESHHE CITyXa,
3BOH B yIIIaX.

Hapywenuss co cmoponvl cepoya: uacmoma Heu3gecmHa - CUHYCOBas apHTMUs,
HaJDKEITyTOYKOBas SKCTPACUCTONHNSA, CHIKEHHE cerMeHTa ST Ha 3lieKTpoKapIuorpaMmme.
Hapywenusa co cmoponvl ObixamenvHol cucmemvl, 0p2ano8 cpyOHOU KIemKU U CPedoCmeHUs:
yacmoma HeuzgecmHa - Kaleidb ¢ MOKPOTOH, KaTapalbHBIH PHHOPAPUHTHUT.

}Keﬂydoqﬁo-immequbze HapyuieHus. yacmoma  Heus3eecnmHda - 6ons B OIIUTaCTpHH,
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Hapywenua co cmopoubl neuenu u oHcenueblgOOAWUX NYmell: 4Yacmoma Heuseecmua -
MOBBIIIICHUE aKTHBHOCTU ()EPMEHTOB MEUEHU, T€NaTOTOKCUIHOCTD.

Hapywenus co cmoponsl Kodtcu u noOKONCHbIX MKAHEU. 4acmoma HeuzeecmHua - 3yJ KOXKHBIX
MOKPOBOB, MEIMKAMEHTO3HOE aKHE.

Hapywenus co cmoponvl mbluieyHoll, CKelemuou u CcOeOUHUMENbHOU MKAHU: Yacmoma
HeusgecmHa - apTpairus, 60JIb B CyXOXKHITHIX.

Hapywenus co cmoponsl nouek u Mouegubl8O0AWUX Nymel: uYacmoma Heu3eecmua -
TUIEePYypUKEeMHUs], He(POTOKCUIHOCTb.

Hapywenus co cmoponst penpooykmueHotl cucmembvl U MOJIOYHBIX JHcele3. Yacmoma Heu38ecmua
- TAJIAKTOPES.

Obwue HapyweHus U peakyuu 6 Mecme 66e0eHUs: YACMOmMA Heu3eecmua - OTBpaIleHHEe K THIIE,
noTeps anmnerura, GedpuibHas TeMIeparypa, MOKpaCHEHUE 10 XOAY MOJKOKHBIX BEH.
Jlabopamopnvie u uHCmMpyMeHmanbHble OaHHble: 4acmoma HeuzeecmHa - CHUKEHUE
KOHIICHTPAIlUX KaJIUs B TJIa3Me KPOBH.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX I[OClie PETUCTpaluu
JICKapCTBEHHOTO TIperapara ¢ Meiibio 00eCreYeHnsT HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«IoNMb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
coo0IaTe O JIIOOBIX MOI03PEBACMbBIX HEXKENATEIbHBIX PEaKIUsAX JIEKApCTBEHHOTO IMpemnapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIICHUS O HEKEIaTeNbHBIX PEaKIHIX TOCyIapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanus

109012, r. Mocksa, CrnaBsiHCKasl Iiiomanip, 1. 4, ctp. 1

®denepanbHas ciryx0a 1Mo Ha30py B cdepe 31paBOOXpaHEHUs

Tenedon: +7 800 550 99 03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

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

4.9. lepeno3npoBka

O cnyyasix epe103upOBKU JIMHE30JIUAA HE COOOIANOCH.

Jleyenue

PeKOMeHJIyeTCSI CUMIITOMAaTUYCCKaA TCpaIms (B TOM HHUCJIE HCO6XO}II/IMO moaacpKuBaTb CKOPOCTh

KIIyOO4uKOBOH (puibTpammu ). HeT maHHBIX OTHOCUTENTEHO YCKOPEHUS BRIBEACHUS JIMHE30JUa IPU
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TE€4EeHHE 3 U IPU FreMOUAIIN3E.
5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYecKHe CBOICTBa
@®apMakoTepaneBTUYECKass TpyIIa: aHTUOAKTEpUAIbHBIE CpPEACTBA CHUCTEMHOIO JEHCTBUS;
Jpyrue aHTUOAKTEepHUAIbHbBIE CPEJICTBA.

Kon ATX: JO1XX08

Mexanuswm aeiictBus u hapMakoauHaMudeckue dhheKTh

JIuHE30/MM]], CHHTETUYECKHH aHTHOAKTEepHUANbHBIM INpemnapar, OTHOCHTCS K HOBOMY KJIACCy
IPOTHBOMUKPOOHBIX CPEJICTB, OKCA30JHIMHOHAM, aKTHBHBIX IN VItr0 B OTHOLICHHH a’pOOHBIX
IPaMIOJI0KHUTENbHBIX OaKTepuil, HEKOTOPBIX I'PaMOTPULIATENBHBIX OaKTepU M aHAIPOOHBIX
MUKpPOOPraHu3MOB. JINHE30/11 1 CEeNEKTUBHO 10/IaBIIsieT CUHTE3 OeKa B OaKTepUsaX MOCPEICTBOM
CBA3BIBaHUA C  OakTepuaJbHBIMM  puOOCOMaMU M MPENOTBPALICHUS  0Opa3oBaHUs
(YHKLIMOHAIBHOIO MHUIUHUPYIOLEro KoMmiulekca 70S, sBISAIOLIErocs BaKHBIM KOMIIOHEHTOM
npoliecca TpaHCISLUY [IPU CUHTE3e Oerka.

YyBCTBUTEIBHOCTh

Axmueen In VItro u in vivo ¢ omnowenuu:

['paMnonoxuTenbHbIX adpoboB: Enterococcus faecium (Bkirodasi mTaMMbl, PE3UCTECHTHBIC K

BaHKOMHIIMHY), Staphylococcus aureus (BkIOYas METHIHWIIMH-PE3UCTEHTHBIC MITAMMBI),
Streptococcus agalactiae, Streptococcus pneumoniae (BKirouasi MOJUPE3UCTECHTHEIE IITAMMBI),
Streptococcus pyogenes.

Hpyrue mukpoopranu3msl: M. tuberculosis.

AxmueeH in Vitro 6 OmHoOweHUU:

['pammonoxuTenabpHbIX a3poboB - Enterococcus faecalis (Bkmtowas mTamMmbl, pe3UCTEHTHBIC K

BaHKOMUIIMHY); Enterococcus faecium (muTamMMmbl, 4YyBCTBUTEIbHBIE K BaHKOMHIUHY);
Staphylococcus epidermidis (Bkitouasi METHIIMIITHH-PE3MCTEHTHBIE mTamMMbl); Staphylococcus
haemolyticus, Streptococcus spp. rpymimst viridan.

['paMoTpHUIIATENBHBIX a3p000B - Pasteurella multocida.

Peszucmenmuvie ¥ nuHe3omuay wMukpoopranusmel - Haemophilus influenzae, Moraxella
catarrhalis, Neisseria spp., Enterobacteriaceae spp., Pseudomonas spp..

Pezucmenmnocms

Mexanuszm ﬂeﬁCTBHH JIMHE30JI1naa OTJINYacTCad OT MECXAHHU3MOB ﬂeﬁCTBHH HpOTI/IBOMI/IKpO6HLIX
MpenapaToB APYruX KIAcCOB (HampuMep, aMHHOTJIMKO3HIIOB, OeTa-TakTaMOB, aHTAarOHHUCTOB
GbonMMeBO  KUCIOTHI, TJIMKOMENTHAOB, JIMHKO3aMHUJIOB, XHHOJIOHOB, pHU(PaAMHUIIUHOB,

CTPCIITOIPaMHUHOB, TCTPAUUKIIMHOB u XJ'IOpaM(I)CHI/IKOHa), O3TOMY HeperCCTHOﬁ
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MY OTHETY

AKTUBEH B OTHOIICHUM T[ATOT€HHBIX MHUKPOOPTaHU3MOB, KaK UYyBCTBUTEIIbHBIX, TaK H
PE3UCTEHTHBIX K 3TUM IIpenapaTaM. PE3UCTEHTHOCTD 110 OTHOILIEHUIO K JIMHE30JIUY Pa3BUBAETCS
MEJUICHHO ITyTe€M MHOTOCTaAuHHON MyTanuu 23S prubocomManbHOU PUOOHYKIEHHOBON KHUCIOTHI
(PHK) 1 nporcxoaurt ¢ yactotoif Menee 1x10°— 1x1072,

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Tocne mpuema BHYTPh JIMHE30JHMJ OBICTPO M HHTEHCHUBHO BCACBIBACTCS U3 >KEIYAOYHO-
kumredyHoro TpakTta (JKKT). Cmax TuHE30IMAa B IJ1a3Me KPOBU IIPH MPUMEHEHHH B 03¢ 600 Mr
Kaxapie 12 9 cocraBmnser 21,2 Mr/i; cpeHuil nepuo] BpEMEHU 10 AOCTIKEHHSI MaKCUMaJIbHON
KOHIICHTpaluu JuHe3oauaa B 1ia3Me KpoBU (TCmax) — 2 4, abcoroTHass OHOJOCTYITHOCTH
cocrtapmsieT okono 100 %. [Ipuem mumu He BIUSET Ha BcachlBaHUE JHHE30NuAa. PaBHOBecHas
KOHIIEHTpAIUsl JIMHE30JI1/1a B TUIa3Me KPOBU JOCTUTAETCS Ha 2 JICHb MIpUEMA.

Pacnpenenenne

O6wem pacnpeaencaus (Vd) auHE30MMIa TPU JAOCTHIKCHHH PABHOBECHOW KOHIICHTPAIIUH Y
3JI0POBOTO B3POCIIOTO YeJI0OBEKa COCTaBisieT B cpeaHeM 40-50 i1, 4To mpUMEpHO paBHO OOIIEMY
COJIep>KaHuI0 BOJbI B opranu3me. CBs3pIBaHHE ¢ OelKaMu I1a3Mbl KpoBuU coctasisieT 31 % u He
3aBHUCHUT OT KOHICHTpAWU JIMHC30JIW/ia B I1J1a3ME KPOBHU.

Buorpancdhopmariusa

YcTaHoBieHO, YTO M30(epMEHTBl cucTeMbl IuToxpoMa P450 He ywyacTBYyHOT B Merabosn3me
nauHe3onuaa in Vitro. Jlune3onu He MHTHOMPYET W HE MOTCHUIUPYET aKTHBHOCTh KIIMHUYECKH
BaXHBIX N30(hepMeHTOB cucteMsl IurToxpoma P450 (1A2, 2C9, 2C19, 2D6, 2E1, 3A4).
Merabonuueckoe OKHCIEHHE MPUBOJUT K OOPa30BAHMIO JABYX HEAKTHUBHBIX METaOOJIUTOB —
THJIPOKCUATUIATIMIMHA (OCHOBHOM MeETa0oiIMT y uYesloBeka, oOpasyercs B pe3yibTare
He(EepMEHTATUBHOIO IPOLIECCa) U aMMHOATOKCHMYKCYCHOM KHCIOTHI (00pa3yeTcs B MEHBIIMX
Koym4ecTBax). TakyKe OMMCaHbl Jpyriue HEaKTUBHBIE META0OJHTHI.

OJIUMUHAINS

BHenoueuHslit KMpeHe cocTaBiseT okono 65 % kimupeHca auHe3onuaa. C yBelIUYeHHEM J103bl
JMHE30JIM/Ja OTMEYaeTCsl HeOObIIast CTeTEeHb HETMHEHHOCTH KIIMpeHca. DTO MOXKET OOBSACHAThCS
CHIDKEHHEM IMOYEYHOTO W BHEMOYEYHOTO KIMpPEHCa NMPH BBICOKOH J03e yimHe3zonuaa. OmHako
pa3nuUusl KIMpPEHCa HEBEITMKY U HE BIHMSIOT Ha KaXKYIIUKCS ITEPHOJI OTYBhIBEIeHHS. JINHE30TH T
y MalUEeHTOB C HOPMaJbHOM (YHKLIMEH MOYeK M MPH MOYEYHOH HEJOCTATOYHOCTU JIETKOM U
CpelHEeH CTeNeHW TSHKECTH BBIBOAMTCS TOYKaMU B BHJAE ruapokcudTirannuHa (40 %),
aMUHOITOKCUYKCycHOW KucioTel (10 %) m B HemsmenenHoMm Bujue (30-35 %). Kumednnkom

BBIBOJAWTCSA B BHAC THAPOKCHITHINMIMHA (6 %) M aMHHOITOKCHYKCYCHOM KHCIOTHI (3 %).
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MTOJTYBBIBEJCHHS JIMHE30JIM/1a B CPETHEM COCTABIIAET S-7 4.

OTI[CHLHBIC T'PVYIIIIBI TAITMCHTOB

Tayuenmoi ¢ noueunoli HeOOCMamMoOyHOCMbIO

[Tocne omHokpatHOoro mnpuema 600 Mr JMHE30JMJa NAUUEHTAMU C TSHKEIOHW MOYEUHOU
HEI0CTaTOYHOCTHIO (KIMpeHC KpeaTnHuHA <30 MJI/MHUH) KOHIICHTpALHUs B TUIa3Me KPOBH JIBYX €ro
OCHOBHBIX MeTa0OJMTOB Bo3pacTaeT B 7-8 pa3. Omnako yBenmuenus AUC nmHe3onuma He
HaOmoaeTcs. HecMoTpst Ha TO, YTO NpH reMoJAMaIn3€ BBIBOJUTCS HEKOTOPOE KOJIUYECTBO
OCHOBHBIX METa0O0JIUTOB, UX KOHLIEHTPALIUS B TUIa3Me KpOBH nocie npuema 600 Mr uHe3onuaa u
IIPOBEEHUS IPOLEAYPHI JUAIN3a OCTAETCS CYLIECTBEHHO BBILIE KOHIIEHTPALMH B IIJ1a3Me€ KPOBHU
y TalueHTOB C HOPMaJbHOW (YHKIHMEH NOYeK, JIETKOW WM CPEOHETSHKEIOW IMOYeqHOM
HEJ0CTaTOYHOCTHIO.

Tlayuenmsi ¢ neueHoyHol HEOOCMAMOYHOCTBIO

HmeroTcss orpaHUuYEHHbIE JAaHHBIE O TOM, YTO Yy IMAlMEHTOB C JIETKOM M CPEIHETSKEION
MEYCHOYHOH HemocTaTodHocThio (kmacc A uw B mo kmaccudukamum  Yaina-Isro)
dbapMakOKMHETHKA JIMHE30JIU[a M JIBYX €ro OCHOBHBIX METabOJIMTOB HE H3MEHSETC .
dapMaKOKMHETHKA JTMHE30JUIa Y MallMEHTOB C TSHKETIOW MEYeHOYHON HEIOCTaTOUHOCThIO (KJ1ace
C mo wraccupukanmmu Yaina-Iler0) He w3ydamack. OpHAKO, TOCKOJBKY JIMHE3OJIH/
METa0OIM3UpPyeTCss HEPEPMEHTHBIM IIyTEM, TO HE OXHJIAETCS 3HAYMMOIO HApYyLICHHS €ro
MeTabonu3Ma Mpy NeYeHOYHON HeTOCTATOUHOCTH.

Hemu u noopocmxu

VY mnoapoctkoB (12-17 ner) dbapMakokuHETHKA JIMHE30JMA, TpUHATOTO B go3e 600 Mmr, He
OTJIMYAETCS OT KMHETUKH Y B3pOCibIX. Takum oOpa3oM, pu NpUMEHEHUH y o ipocTkoB 600 mr
JMHE30/IMJa Kax/iple 12 4 ero KOHLEHTpalus B IUIa3Me KPOBH OyZeT Takol ke, KaK y B3pOCIbIX
IIpYU IPUMEHEHHH B TOM e 103€.

Tlayuenmul nodxxcunoco 6o3pacma

Y NoXuiblX ManUMeHTOB B Bo3pacte 65 yer M crapiie (papMakOKMHETHKA JIMHE30JIM1a
CYILIECTBEHHO HE U3MEHAETCS.

Kenwunoi

VY sxeHIIMH 00BEM pacrpeiesieHus JINHE30/I1M/1a HECKOJIbKO HUXKE, YeM Yy MY>KUHH; Y HUX TaKXKe Ha
20 % cHWXEH CpeJHMH KIMPEHC NpU pacdeTe Ha Mmaccy Tena. KoHIeHTparus JTMHe30I1Ia B
IUIa3Me KPOBM KEHIIMH BBIIIE, YeM y MYKYHMH, YTO MOXKET OTYACTU OOBICHATHCS PA3TUUUSIMU
Macchl Tena. OgHako, MOCKOJIbKY MEPHOJ MOJIYBBIBEICHUS JINHE30IM1a Y MY)KUMH M JKCHIIUH
CYILIECTBEHHO HE OTJINYAETCsl, HET MOBOJIa OKUJATh MOBBIIICHNUS] KOHLIEHTPALUU JTMHE30JIua B

IJ1a3M€ KPOBH KCHIIWH BBIIIEC IIEPEHOCUMOT'O YPOBHS, TaK YTO KOPPCKIHNHU JO3BI HE Tpe6yeTC$I.
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6. PAPMAIIEBTUYECKHE CBOMATBA MPCTIEAUBATENBHOCTE 0003

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
o Ilemmono3a mukpokpructammmdeckas (MKII-101)
o Kpaxman Kkykypy3HbIil
e KapOokcuMmeTuikpaxman HaTpust
e ['mmpomnosa
e Marnus creapar

CocrtaB 000JI0YKH:

e ['mmpomeruiosa

e ['mmpomnosa

e Makporon-4000

e Turana guoOKcHU
6.2. HecoBmMecTHMOCTDH
He npumenumo.
6.3. Cpok rognocTu (CpoOK XpaHeHus1)
3 rona.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH
XpaHuTth npu Temneparype He Boiie 25 °C.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU
ITo 5, 7, 10, 14, 20, 28 umu 30 TabneToKk B KOHTYPHYIO SYEHKOBYIO YITAKOBKY W3 TUICHKH
HOJMBUHUIIXJIOPUIHON M (DOJIBIM aTFOMUHHUEBOM MeUYaTHOMN JIAKHPOBAHHOM.
ITo 7, 10, 14, 20, 24, 28, 30, 40, 50, 56, 60 unu 100 TabneTok B 6aHKH U3 MOAMITUICHTEpedTaNIaTa
JUISL  JIGKQPCTBEHHBIX CPEACTB WM TOJHUIPONUIICHOBBIE [UJISl JIGKAPCTBEHHBIX CPEJICTB,
YKYIMOPEHHBIE KPBIIIKAMHU W3 MOJUITHUIICHA BBICOKOTO JIABJIEHUS C KOHTPOJIEM MEPBOTO BCKPHITHS
WM KPBIIIIKAMU TIOJUIIPONIJICHOBBIMUA C CHUCTEMOM «HAXXaTh-TIOBEPHYTH» WJIM KPBIIIKAMH W3
MOJIM3TUIIEHA HU3KOTO JABJICHUS C KOHTPOJIEM MEPBOTO BCKPBITHSL.
1,2,3,4,5,6,7,8,9 win 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK WM OJIHY OaHKY BMeCTE C
WHCTPYKIIMEH MO0 MEAUIIMHCKOMY MPUMEHEHUIO (JINCTOK-BKJIAIBIII) MOMENIAIOT B KapTOHHYIO
YIaKOBKY (IIAYKY).
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, IOJYYEHHBIX TOCJe NpPUMEHEeHHus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMyJISAUHUHU ¢ IPenapaToM

Het ocoObix TpeOoBaHUi K yTHIM3AIIH.
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7. IEPJKATEJIb PETUCTPAIIMOHHOTO YIOETOBEPE Hyts V- "= 1002

Poccuiickas @enepanus
000 «ATomm»

445351, Camapckas 00:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.

7.1. IlpeacraBuTtenb AepKaTesisi PperiCTPALMOHHOIO YA0CTOBepPeHHUs

[IpeTeH3un HOTDC6HTCJ'I€I>1 HaIrpaBJIATH IO aApPECy.

Poccniickas @enepanys

000 «O308»

445351, Camapckas 00:1., T.0. XKurynesck, 1. XKurynesck, yi. ['mapocrpoureneit, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHMUS
JITI-Ne(001071)-(PT-RU)

9. JIATA TIEPBUYHOM PEIUCTPALIUUM (IIOATBEPXKIEHUS
PETUCTPALIMMU, IEPEPETUCTPALIUN)

Hata nepBuyHoii peructpauun: 26 utons 2022 r.

10. JATA IIEPECMOTPA TEKCTA

OO11ast XapakTepUCTHKA JIEKapCTBEHHOT O Ipernapara JInHe3omu g qocTynHa Ha HHGOPMalMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CETH

«MuTepuer» https://eec.eaeunion.org/.
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