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OBIIASI XAPAKTEPHCTHKA JJEKAPCTBEHHOTO TIPEAAPATA "

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

3eHuKC, 2 MI/MII, pacTBOP ISl HHDY3HIA.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTBytolIee BEMIECTBO: JIMHE30IMI.
Kaxnp1it M1 pactBopa aist HH(Y3Uil COAEPIKUT 2 MT JIMHE30JIUAA.

BemecTBa, Ham4ne KOTOPBIX HA/I0 YYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO IpernapaTa: AeKCTpo3a,
HaTpuil (cM. pasaen 4.4.).

[TonHbIi TepeyeHb BCIIOMOTaTeIbHbIX BELIESCTB MPUBEIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop 11 ungy3uit.

[Ipo3paunblii pacTBOp OT OECIIBETHOTO JI0 KEJITOTO C KOPUUHEBATHIM OTTEHKOM LIBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

HpenapaT 3eHUKC NOKa3aH K MNPpUMCHCHUIO Yy B3POCJIBIX H ,Z[CTCI‘/'I JJIA JICUCHUA I/IHCI)CKI_[I/IOHHO'
BOCHIAIUTCIIbHBIX 3a6OJI€BaHI/H\/JI, €CJIM HU3BCCTHO WJIM IOAO3PECBACTCA, UYTO OHH BbI3BAHbI
YYBCTBUTCIIBHBIMU K  JIMHC30JIUAY a3pO6HI>IMI/I u aH33p06HI)IMI/I TpaMIIOJIOXUTCIIBHBIMU
MHUKPOOpPTraHU3MaMUn (BKJ'II-OLIaSI I/IH(l)CKI_II/II/I, COITPOBOXKAAOIIHUECS 6aKTepHeMHeI>’I)Z

- BHeOOJBHMYHAsS  THEBMOHHS,  BbI3BaHHas  Streptococcus — pneumoniae  (sxmouas
nOIUpPe3UCMEeHmHble WMAaMMbl), BKIOYas CIy4ad, COMPOBOXKIAIOIIHECS OaKTepueMuer, Win
Staphylococcus aureus (moabko memuyuiiunyuyecmeumenvusie UMammbl);

- TOCIHTAaIbHAS THEBMOHWUS, BbI3BaHHAS Staphylococcus aureus (exnrouasn
MEMUYUIUHYLYECMEUMETbHbIE U MEeMUYyuiLIUHpesucmenmuvle  wmammel) win  Streptococcus
pneumoniae (exmouas norupesucmeHmHole UWMammol);

- OCIIOKHEHHBIE WH(OEKIMU KOXM M MATKUX TKaHEH, BKIOYas HMHPEKIUH TIPU CUHAPOME
IMabeTHYECKON CTOMbI, HE COMPOBOKAAIOIIMECS OCTEOMHETMTOM, BbI3BaHHBIE Staphylococcus
aureus (gkrmouas MemMUYULIUHYYECMEUMENbHbIE U MEMUYULIUHPESUCTEHMHblEe  WUMAMMbL),
Streptococcus pyogenes unu Streptococcus agalactiae;

- uH}EKIMY, BhI3BaHHBIC PE3MCTCHTHBIMH K BaHKOMHUIIMHY Enterococcus faecium, B tom uymcie
COIIPOBOKAAOIINECS OaKTepUEeMHUEH.

[Ipn omnpenenenuun, sBIAETCS JIM 3€HUKC MOAXOMAIIMM JIEYEHUEM, CJEAyeT IPUHUMATH BO
BHUMaHME  pPE3yJbTaThl  MHUKPOOMOJOTHUECKMX  HCCIEAOBAaHMM  wWin  HHQOpMAIUi O
pacnpoCTpaHEHHOCTH  PE3UCTEHTHOCTM K  aHTHOaKkTepuaibHBIM  IpernaparaMm  Cpeau
IPaMIIOJIOKUTENbHBIX OaKTEPUH.

Jlune3onu He aKTUBEH MPOTUB MH(MEKIHNH, BBI3BAaHHBIX I'PaMOTPHUIATEIbHBIMU MaTtoreHamu. [Ipu
MOJIO3PEHUH WJIM TIOATBEPXKICHUM TpaMOTpPUIATEIbHBIX IaTOr€HOB JOJDKHA OBITh Hadyara
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cnenuduyaeckas Tepanus MPOTUB TPAMOTPHUIIATETHHBIX MHKpongl‘zltﬁI/Mﬁf BATEINBHOCTS 0003)

CHGI[yGT IMPUHHUMATh BO BHUMAHUC O(I)I/II_[I/IaJIBHI:Ie PCKOMCHAAIUU IO HAaJIC)KAIICMY ITPUMCHCHUIO

aHTHOAKTEpUAIIbHBIX CPEJICTB.
4.2. Pe:xuM 103MPOBaHUS U CI0CO0 NPUMeEHEeHHU s

PexxuM mo3upoBanus

Jlunesonuy cieqyer HNPUMEHSTh TOJNBKO B YCIOBHMSX CTalMOHAapa M IIOCIE KOHCYJIbTALUU C
COOTBETCTBYIOLIUM CHELMATMCTOM, TAKMM KaK MUKPOOHOJIOT WM CIEUUAIUCT 10 MH(PEKIIMOHHBIM
3aboseBanusM. [lalieHTOB, KOTOPHIM B Hayaje Tepanuy IpenapaTr Ha3HAYWIM BHYTPUBEHHO (B/B),
B JaJbHEHIIEM MOXKHO IEpeBECTH Ha JIOOYIO JIEKapCTBEHHYI0 (hopMy Ipenapara Juisl Ipuema
BHYTPb, IIPU ATOM IOAOOp J03bI HE Tpebyercs, T. K. OMOJOCTYIHOCTh JIMHE30JU1a TPU TPHEMe

BHYTpb coctaBiisieT noutu 100%.

Pexomenoyemasn 0o3uposxa u npooondcumensHOCmy AedeHus 01 83POCbIX

HpOI[OJ'DKI/ITCJ'IBHOCTB JICUCHHUA 3aBUCUT OT B036y,Z[I/ITeJI${, JJOKaJIM3alluu U TAXKCCTU I/IHq)eKI_[I/II/I, a

TakXe OT KIMHUYIecKoro a3 dekTa.

[Tokazanus (Biro4yast HGEKIUH,
COTIPOBOXIAIOIITUECS OaKTepUEMHUECH )

Pa3oBas nosa

Pexomennyemas
MPOJIOJKUTEIIbHOCTh
JICYEHUSI

- BHEOOJILHUYHAS ITHCBMOHU, BbI3BaHHAas
Streptococcus pneumoniae (sKxniouast
NOJUPE3UCMEHRIMHbLE WmaMMbl), BKJIFO4as Ciiy4dau,
COIPOBOXKIAIOIINECS OaxkTepueMuei, W
Staphylococcus aureus (monvko
MemuyuiiunvyecmeumelbHovle mmaMsz) ;

- rocrnuTajlbHas ITHCBMOHUA, BbI3BAHHAasA
Staphylococcus aureus (sxmouas
MemuyuiiunvyyecmeumelbHovle u
MEMUYUNTIURDESUCIMEHMHbLE mmaMsz) NI
Streptococcus pneumoniae (6xnrouas
nojaupe3ucmernmmusvle WmaMMbl) ;

- OCJIO)KHEHHBIE MH(EKINN KOXXU U MIATKUX TKaHEeH,
BKJItOYass MH(QEKIMHM TNPU CHHIPOME IUabeTHYecKou
CTOIbI, HE CONPOBOXIAIOIIUECS OCTEOMHUEIUTOM,
Bb3BaHHbIie  Staphylococcus — aureus  (sxmouas
MEMUYUTLTUHYYBCMEUMENbHbLE u
MEMUYULTUHPEIUCEHMHbLE wWmammbt),
Streptococcus pyogenes uu Streptococcus agalactiae.

600 mr B/B

Kakaple 12 4

10-14 nueit

- I/IH(l)eKIII/II/I, BbI3BAHHBIC PE3UCTCHTHBIMU K
BankomuiHy Enterococcus faecium, B tom umcie
COIPOBOXKAAIOIIKECS OaKTepUeMueH.

600 mr B/B

Kaxxaple 12 4

14-28 nuen

Oco0nie T'PYIIIBI HATWMCHTOB

THayuenmur nodcunozo eo3pacma
Koppekiuu 10351 penapara He TpedyeTcs.

Hab;ueHMbl C NOYEYHOU HeOOCMAamo4HOCHbIO

Koppexkiuu 10361 npenapara He Tpedyercs (cM. pa3aenst 4.4 u 5.2).
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Koppekuu 103b1 mpenapara He TpeOyeTca. Y MAIMEeHTOB C TSDKENbIM HapylieHHeM (YHKIHUU
MOYEK JIMHE30JIUA CIeIyeT HPUMEHATh C 0CO0OH OCTOPOXKHOCTBIO B CBS3M C HEU3BECTHOU
KIMHUYECKOW 3HAYMMOCTBIO JBYX TMEPBUYHBIX META0OIMTOB JIMHE30JHIA, Y KOTOPBIX HMEETCs
Oonee BBHICOKMI ypoBeHb Bo3aelcTBHA (10 10 pa3), U NPUMEHATH TOJIBKO B TOM Cllydae, €Cliu
CUMTAETCS, YTO OXKHUAaeMasl 10JIb3a MPEBBIIIACT MOTEHIIUATBHBIN PUCK.

B cBsi3u ¢ Tem, uto 30 % nuHe3onuaa yiangaeTcs npyu reMoauain3e B TeUeHUEe 3 4acoB, JTMHE30JIH/
JOJKEH MPUMEHSTHCS 1OCIe MPOBECHUS TUaIn3a MallueHTaM, HY X IAIOIIUMCS B HEM.

[lepBuuHble MeTaOOJMTHI JIMHE30JIMJA BBIBOJIATCS B HEKOTOPOH CTENEHH TI'e€MOJMAIM30M, HO
KOHIIGHTPALUU 3TUX METAa0O0JUTOB BCE €I€ 3HAUUTENLHO BBINIE MOCE AUAIN3a, YEM T€, KOTOPhIC
HaOIOJAIOTCS Yy TAIMEHTOB C HOPMAJbHOW (PYHKIHMEW TOYeK WM JIETKOM WM YMEpPEHHOM
MOYECYHOM HEJOCTATOYHOCTBIO.

CJ'ICI[OBaTeJ'IBHO, JIMHE30JIN CICAYCT IPUMCHATH C ocoboii OCTOPOXHOCTBIO Yy IMIAIMCHTOB C
TSDKEJION ITOYeYHOM HEAOCTATOYHOCTBIO, KOTOPBIM IMPOBOAUTCA JUAJIN3, U TOJIBKO B TCX Cllydadx,
Korga CHuTacTCA, 4TO OKHUAacMasd I110JIb3a ITPEBOCXOJNUT HOTCHI_[I/IaHBH]EJﬁ PHUCK.

Ha cerogmsmHul JIeHH HE MMEETCS ONbITa MPUMEHCHHS JIMHE30JIHJIA y IAIMEHTOB, KOTOPBIM
MPOBOJIUTCST TIOCTOSIHHBIA aMOyiaTopHbld TneputoHeanbhblid auanu3 ([TAITJ]) wnmm xotopsie
MOJIyYal0T ATGTEPHATUBHBIC BHJBI JICUYCHHS IO TIOBOJY IOYCYHON HEIOCTATOYHOCTH (ITOMHMO
reMOINaJIN3a).

Ilayuenmul ¢ neuenouHou HeOOCMAMOYHOCMbIO
Koppekuuu no3s1 npenapara ne Tpedyercs (cM. pa3aenst 4.4 u 5.2).
eTu
Jlemu cmapwe 12 nem
Pexxum 103upoBaHusi COOTBETCTBYET PEKUMY JIO3UPOBAHUS Y B3POCIBIX.

Jlemu (nosopooicoennvie™ u demu 0o 11 nem)

ITokazanns (BKITIOYast uH(pekuuy, | PazoBas no3a Pexomennyemast
COIMPOBOKAAOIIHNECCH 6aKTepHeMHefI) MpOAOJIKUTCIIbHOCTD
JICUCHUA
- BHEOOJIbHUYHAS ITHEBMOHUA, BbI3BaHHAA
Streptococcus pneumoniae (6xnouas
nojaupe3ucmernmmusvle Wma/l/l/l/lbl), BKJIIO4asA Ciiydau,
COIPOBOKAAIOIIHECS OakTepueMueii, HITA
Staphylococcus aureus (monvro
MemuyuiiunvyyecmeumelbHole mmaMMbl);
- rocCruTaJibHas ITHCBMOHUA, BbI3BAaHHAasA
Staphylococcus aureus (sKmouas
MemuyuiiunvyyecmeumelbHovle u 10 MF/KF B/B 10-14 I[Heﬁ
MEMUYUNTIURDESUCIMEHMHbLE mmaMMbl) NI
. KaXIple 8 JacoB
Streptococcus pneumoniae (6xnrouas

ROIUPE3UCTNEHMHbLE UMAMMbL);

- OCJIOKHEHHBIE HH(DEKIINU KOXKH U MATKHX TKaHEH,
BKJIFOYast UH(pEKIUH pu CHHIPOME
IMabeTHYECKON CTOIBI, HE COMPOBOKIAFOIIHECS
OCTEOMHENIUTOM,  BbI3BaHHBIe  Staphylococcus
aureus (skurouasi MEemuyuiIUHYY6CMEUMenbHble U
MEMUYUTIUHPE3UCTEHIMHbLE wmammo),
Streptococcus ~ pyogenes  mmm  Streptococcus
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agalactiae;

- wuH(pEKIuU, BBI3BaHHBIE pPE3UCTEHTHRIMH K | 10  wMr/kr  B/B
BaHKOMUIIMHY Enterococcus faecium, B Tom ymcie | Kaxipie 8 4acoB
COIPOBOXKAAIOIIKECS OaKTepUeMHUeH.

* HoBopoxaeHHbIe B Bo3pacTe MeHee 7 AHeii: Y HEIOHOIICHHBIX HOBOPOXKICHHBIX B BO3pacTe MeHee 7 aHEH
(bepemenHOCTh MeHee 34 HeNeNb) CHCTEMHBIM KIMPEHC JMHE30JUAa HIDKE, a 3HAUCHHS YBEIWYCHHUS IUIOMIaTU II0]
KpuBo# «koHIeHTpanusa-BpeMs» (AUC) Bbilie, 4eM y OOJBITHHCTBA HOBOPOKIACHHBIX M IETCH. DTUM HOBOPOKICHHBIM
ClelyeT HaYMHATh JICUCHUE C pexuMa mgo3upoBanust 10 Mr/kr kaxmasie 12 yacoB. M0OKHO pacCMOTPETh BO3MOXKHOCTh
HCTIOJIB30BaHUs PexKUMa T03UpoBaHus 10 MI/KT Kaxple 8 4acOB Y HOBOPOXICHHBIX ¢ HEONTUMAIBHBIM KIMHUYECKUM
oTBeTOM. BCe HOBOPOXKICHHBIC TOJDKHBI OAYYaTh 10 MI/KT KaXable 8 4acoB B TeUCHUE 7 JHEH MOCIE POKICHUS.

Cnoco0 mpuMeHeHus

BuytpuBenHo nH(Y3UOHHO.
PactBop anis undy3uii cinenyet BBOAUTH nanueHTy B TedeHue 30—120 MuHyT.

WHCTpyKIIMM TIO TPHUTOTOBICHUIO JIGKAPCTBEHHOTO IMpernapara meped NPUMEHEHHEM CM. B
pasnene 6.6.

4.3. IlpoTuBONOKA3aHUS

['Mnep4yBCTBUTEIBHOCTh K JIMHE30JIMAY WM JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIECTB IpernapaTta,
IIEPEYUCIICHHBIX B pa3zene 6.1

OnHOBpeMEeHHbIN NpUEM JMHE30JIMJA C MpernaparaMd, WHTHOMPYIOUIMMU MOHOAMHMHOKCH/A3bl
(MAO) A unmu B (manpumep, heHens3nH, n30kapOOKCa3m, CEIEeTHIINH, MOKIOOEMHT), a TaKXKe B
Te4eHue 2 HeJellb I0CiIe MPeKpalleHus NpruéMa Ha3BaHHbBIX IIPENapaToB.

HpI/I OTCYTCTBHU TIIATCIBHOI'O Ha6JIIOl[€HI/I$I 3a aguCHTaMXW W MOHUTOPUHIA APTCPUAIIBHOIO
AABJICHUA HE CICAYCT HA3HA4YAThb JIMHE30JIW[ Yy TIMalUCHTOB CO CICAYHOIINMHU OCHOBHBIMH
KIMHUYCCKUMH COCTOAHUAMHU HIJIM Ha (i)OHe OOAHOBPEMCHHOI'O NPUMCHCHHA CICAYIOIUX BHUIOB
JICKapCTBCHHBIX IIpEIapaToB.

— TAUeHTaM C HEKOHTPOJIMPYEMOH apTepHalibHOM TUINepTeH3uei, (eoXpOoMOLMTOMOMH,
KapLIMHOUIHBIM CUHIPOMOM, TUPEOTOKCUKO30M, OUIIOJIIPHBIM paccTpOUCTBOM,
130aQPEKTUBHBIM PACCTPONCTBOM U OCTPBIM COCTOSTHUEM CITyTaHHOCTH CO3HAHUS;

— TalMeHTaM, MOJYyYarollluM CIIeAYIOIIMe THUIbl IpenapaToB: HMHTHOUTOPBHI OOpPAaTHOrO 3axBaTa
cepoToHuHa (CcM. pasnen 4.4), TPUIUKINYECKUE aHTHACTPecCcanThl, aroHucThl S-HT1-pernentopos
(TpunTaHbl), NEMCTBYIOIIME HAMPSIMYIO HJIM ONOCPEJOBAHHO CHUMIIATOMMMETHYECKUE Cpe/ICTBa
(BkiroYas aJpeHepruyYecKue OpPOHXOAWIIATATOPHI, MCEBAOIPEIPUH U  (ESHUINPONAHOIAMUH),
BA30MPECCOPHbIC Tpernaparbl (Hampumep, 3nuHe(puH, HOpInuHedpuH), aodaMHUHEPTUUSCKUEC
npenapartsl (Hanpumep, JopaMuH, 100yTaMUH), IETUIUH UK OyCIIUPOH.

HaHHHe, IMOJIYUYCHHBIC B UCCIICAOBAHUAX HA XKUBOTHBIX, YKA3bIBAIOT HA TO, YTO JIMHE30JIUA U €TO
METa0OIUTEI MOr'yT INPOHHUKATh B I'pyaAHOC MOJIOKO, U COOTBETCTBCHHO I'PYJHOC BCKAapMJIMBAHHC
CJICAYCT MPCKPATUTDL OO IIPUMCHCHU MPEIIapaTa U Ha IICPUOJ €ro MpUMCHCHUA (CM. pa3acit 46)

4.4. OcoOble yKka3aHusl U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

Muesnocynpeccus

VY HEKOTOpHIX MAalMEHTOB, MPUHUMAIOIINX JIMHE30JU, MOXKET Pa3BUThCA MHUEIOCyIpeccus (c
aHeMHel,  JeHKONEHHEH, MAHIUTONIEHUE U TpOMOOIMTONEHUEeH),  3aBHcAlas  OT
MPOAOJKUTEIIBHOCTH Tepanuu. B ciaydasx, B KOTOPBIX MCXOJ W3BECTEH, IPU OTMEHE JIMHE30JIU1a
W3MEHEHHBIE TI'e€MATOJOTMYECKHE I10KA3aTelId IOBBIIAIUCH JO0 YPOBHEH, MNPEALIECTBYIOIINX
nedeHuto. Puck 3Tux 3¢ ¢deKkToB, MO-BUAUMOMY, CBSI3aH C TMPOJOJDKUTEIHLHOCTHIO JICUCHUSI.
[Toxxunple MAIMEHTHI, KOTOPBIE MOJYYalOT JeUeHUE JTUHE30JIUI0M, MOTYT UMETh 0oJiee BBICOKUUN
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(NOGHENOBRATENEHOC T 0005)
PHUCK pa3BUTHS AUCKPA3UU KPOBH, YeM Oosiee MOJIOAb HaHI/IeHl;‘lL'I. 'Tgmgéoﬂmoﬂeﬁnﬂ' MOKET Haille

BO3HUKATh y MAIEHTOB C TSHKEJOW MOYEYHON HEJOCTATOYHOCTHIO, HE3aBUCUMO OT IPUMEHEHHUS Y
ManueHTa reMoualn3a, U y HalMeHTOB C MeYCHOYHONH HEeIOCTATOYHOCTBIO CPETHEH UITH TXKEIon
cTereHu. B cBs3M ¢ 3THM B Ipolecce JIeYeHus He0OOXOAMMO MTPOBOIUTH MOHUTOPHHT MTOKa3aTeNeH
KpOBM Yy TMallMEHTOB, KOTOpbIE: B aHAMHE3€ MMEIOT AaHEMHIO, TPaHYJOLMUTONCHUIO WU
TPOMOOIIMTONICHUIO; TIOJIyYalOT COIYTCTBYIOIIME JIEKAPCTBEHHBIE IpENaparbl, KOTOPbIE MOTYT
CHIDKAaTh YPOBEHb I'eéMOIJIOOMHA, YMEHbBIIATh KOJUYECTBO (POPMEHHBIX AJIEMEHTOB KpPOBU WIIU
OTPHLIATENIFHO BIUATh HAa KOJMYECTBO TPOMOOIMTOB WIM HUX (DYHKIHIO; HUMEIOT TKEIYIO
MOYEYHYI0 HEJOCTaTOYHOCTh WM YMEPEHHYIO WM TSKENyH IEYEHOUYHYI0 HEAOCTaTOYHOCTH;
MOJIyYaloT Tepamuio Ha mnporsokeHuu Oosiee 10—14 nmueii. JIuHe30nMMa y TakuX MAIMEHTOB
MPUMEHSIETCS TOJBKO B TOM Cllydae, KOrJla BO3MOXKEH TIIATEIbHBIH MOHUTOPUHI T'€MOIJIOOMHA,
Ko4yecTBa (POPMEHHBIX 3JIEMEHTOB KPOBH U TPOMOOIIUTOB.

Ecnu Bo BpeMsi Tepamuu JIMHE30JIMJIOM Pa3BUBAETCS BBIPAKEHHAs MUEIOCYNPECCHs, JICUEeHHE
JOJDKHO OBITh TPEKpAIIeHO, €CIU TOJBKO MPOAODKEHHE TEpalud HE CUYUTACTCS aOCOIIOTHO
HeoOxoauMbIM. B 3TOM cinyyae HEOOXOAMM HMHTEHCHUBHBII MOHUTOPHUHI IOKaszaTejeil KpoBU U
COOTBETCTBYIOIIEE JieueHue. Kpome TOro, peKoMeHayeTcsi, YTOObl aHaJIN3 KPOBH (B TOM YHCIE,
orpezieNieHue TeMOrao0nHa, KOJInYecTBa TPOMOOIMTOB U JIEMKOLUTOB (C pacueToM JIEHKOIUTapHOI
(bopMyIIBl)) TPOBOIMIICS €XKEHECNBHO y MAIMEHTOB, MOJYYAIOUINX JIMHE30JIH][ HE3aBHCUMO OT
MOKa3arese HCXOJHOTO aHaIn3a KPOBH.

Bonee BBICOKas 4YacToTa pa3BUTHS TSKEIOM aHEeMHM OTMEYEHA Y TMAIlMEHTOB, MOJYYaBIINX
JUHE30J1 ] OOJbIlle MaKCUMaJIbHO PEKOMEHJIOBAHHOW NPOJOJDKUTEILHOCTH B 28 MHEH. DTHM
MalKueHTaM vaiie TpeOoBaioch nepenuBanue KpoBu. O ciaydasx aHEMHUHU, B KOTOPBIX TPeOOBaIOCH
MIPOBEACHUE TIePEIMBAaHUS KPOBH, TaKKe COOOMIANIOCHh B TOCTPErHMCTPAIMOHHOM mepuojae. B
OOJIBIIMHCTBE CIIyYaeB JUTMTEIHLHOCTD JICUCHUS JIMHE30JIMIOM TIpeBhIIIaia 28 THei.

B mocTtpeructpallmoOHHOM TEpuoje COOOIIaNnoch O Clydasx cuaepoOnacTHOM aHemuu. B Tex
cllydadax, Korga OBLJIO H3BECTHO BpE€MA BO3HUKHOBCHHA, OOJIBIIMHCTBO MaUCHTOB IIOJYyYaJInk
TEparnuio JIMHE30JIMIOM Ha MPOTSHKEHUH nepuozaa Oomee 28 nHeil. Y OONBIIMHCTBA NAlMEHTOB
IIPOABJICHUA ObIJIM TOJHOCTRIO MJIHA YaCTUYHO O6paTI/IMI)I MoCJIC TMPCKpallCHUd JICUCHUA
JIMHE30JIMI0M ¢/6e3 crerupUuuecKoro Je4eHns aHeMHUU.

I[I/ICHDOHODHI/ISI CMCPTHOCTH B KJIMHHYCCKOM HCCICAOBAHMHM YV TIAINMCHTOB C KaTCTCp-
ACCOIMMPOBAHHBIMH I'PAMITIOJIOXKHUTCIbHBIMN I/IH(beKLII/I}IMI/I KpPOBHU

B oTKpbITOM HCCIIEJOBAHUM CPEIU TSXKEIOOOJIBHBIX MALIMEHTOB C BHYTPUCOCYAMCTHIMH KaTeTep-
acCOIIMMPOBAHHBIMU HMH(EKIHUAMU OBbUI0O OTMEYEHO IPEBBIILIEHHE CMEPTHOCTH Yy MalUEeHTOB,
MOJTy4aBIINX JIMHE30JIUI, 1o CPaBHEHHUIO c MalUEeHTaMH, MOJTy4aBIINMHU
BaHKOMUIIWH/UKIOKCAIUIUTMH/ OKcauuinuH [78/363 (21,5%) npotus 58/363 (16,0%)]. OcHoBHBIM
(akTopoM, OKa3bIBaIOIIMM BIIMSHHE HAa YPOBEHb CMEPTHOCTH, OBLI CTATyC TPamMIOIOKUTEIbHON
MHQEKIUY B UCXOJHBI MOMEHT BpeMeHH. [lokazaTenpb JeTaabHOCTH OBLT CXOXK CpEeU MalUeHTOB,
MH(QEKIMH Yy KOTOPBIX OBbUIM BBI3BAHBl TOJBKO TI'PAMIIONIOKHUTEIBHBIMU MHUKPOOPTraHU3MaMu
(otHomrenue mancoB 0,96; 95% noBepurensHbld uHTepBal: 0,58—1,59), HO OBUT 3HAYUTEITHHO
BhIe (p=0,0162) B rpymnmne auHE30111a, KOTJa OOHAPYKUBAIUCH U IPYTHe MUKPOOPTaHU3MBbI, TN
UX HE YAaBaJOCh OOHAPYXUTh Ha HadaJbHOM »JTane (oTHomeHue ImaHcoB 2,48; 95%
noBepuTeNbHBIA nHTEepBal: 1,38—4,46). Hanbonpmmii gucbamanc oTMEYeH BO BpeMs JICUCHHUS U B
TeyeHue 7 JHEW IMocie OKOHYAaHUS aHTUOMOTMKOTepanuu. B Xone wuccienoBaHus B Ipymie
auHe30iuaa Oonbllle  MAlUEeHTOB MPHOOpETasd TIpaMOTpULATENIbHbIE MHKPOOPTaHU3MBl U
BIIOCJIC/ICTBUM MOTHOAMM OT MH(EKUUHU, BBI3BAHHOH TI'paMOTPHULIATEIbHBIMH MUKPOOpPTaHU3MaMHU
WIN TOJIUMHUKPOOHBIX MHPeKiui. Takum oOpa3oM, B ciayyae OCIOKHEHHBIX MH(GEKIUHA KOXH U
MATKHAX TKaHEW JMHE30JUJ CIENYyEeT NPUMEHATh Y NALMEHTOB C M3BECTHOW WIIM BO3MOXHOM KO-
nH(peKure TIpaMOTPULATEIbHBIMH MHUKPOOpPTaHU3MaMH, TOJIBKO €CIIM HEeT aJbTepPHAaTUBHBIX
BapUaHTOB JiedeHus (cM. pazzen 4.1). B aTux ciaydasx mokazaHo OJHOBPEMEHHO JOIMOJHUTEIbHOE
MIPUMEHEHUE MTPEenapaToB, AUCTBYIOIUX Ha IPaMOTPULIATENIbHYI0 MUKPOdIIOpY.
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IlanmeHTHl ¢ CHCTEMHBIMH I/IH(beKI_[I/IHMI/I

.HI/IHGBOJII/II[ JOJIKCH UCIHOJIB30BATHCA C OCTOPOKHOCTBIO Y MAITUCHTOB C CUCTCMHBIMU I/IH(beKI_[I/ISIMI/I,
NpeaACTaBAIOIIMMA  PUCK  IJIs1 KUM3HHU, TAKHMMH KakK I/IH(i)eKI_[I/II/I, CBsJA3aHHBIEC C BCHO3HBIMU
KaTeTCpaMu B OTACIICHUAX HHTEHCUBHOM TCpaIuu.

AHTI/I6I/IOTI/IK-aCCOHI/II/IDOBaHHaH AUapesa U KOJUT

Coobmanocs 00 aHTHOMOTHK-aCCOLIMUPOBAHHOM AMapee U aHTHOMOTHUK-aCCOLMUPOBAHHOM KOJIUTE,
BKJIIOYasl IICEBIOMEMOpPAHO3HBIN KOJIMT M auapero, cBsazannyio ¢ Clostridium difficile, B cBsi3u ¢
NPUMEHEHHEM MPAKTHYCCKU BCEX aHTHOAKTEPHATIBbHBIX TPEMAPATOB, BKIIFOYAS THHE30IHUI.

TsxecThb JUuaper MOXKCET BaApbHUPOBATH OT JICTKUX (bOpM J0 JICTaJIbHBIX KOJHTOB. CJ'IC,Z[OB&TGJ'IBHO,
BAXHO YYHUTBIBATH 3TOT AJHUArHO3 Yy MAOMUCHTOB, Y KOTOPBIX BO BpPCMA WM IOCJIC IMPUMCHCHHA
JUMHE30JIMJa pPa3BHUBACTCA  TsKEIasds  AUapes. B cIydyac IIOOO3pCHHUA  Ha AHTHOMOTHK-
ACCOLIMMPOBAHHYIO JUAPCIO HUIIN aHTI/I6I/IOTI/IK-aCCOLII/II/IpOBaHHHﬁ KOJIUT WJIA IPU IMOATBCPKACHUHN
OTOro Auartosa CJICAYET NPEKPATUTH IMPOBOAUMOC JICYHCHUC aHTI/I6aKTepI/IaHBHHMI/I cpeacrsamu, B
TOM YHCJIC JIMHEC30JIMAOM, U HCMCIJICHHO HadaThb HaJICKaAIIHUC JIeucOHBIC MCPONPUATHUA. Henp3s
IMPUMCHATH JICKAPCTBCHHBIC CPCACTBA, TOPMOIAIINUC IICPHUCTAIIBTUKY KUIIICYHUKA.

JlakTOoanmmmos

B cBs3u ¢ MMPUMCHCHHUEM JIMHE30JIM1a COO6H.[8.J'IOCB O JIaKTOalua03¢€. HaLII/ICHTaM, Y KOTOPBIX Ha
(1)OH€ npueMa JIMHC30JIuJa Pa3sBUBANOTCA MNPU3HAKKW W CHMIITOMBI METa00INIECKOr0 anuao3a,
BKJIFOYas TIOBTOPHYIO TOLIHOTY WX PBOTY, 0onp B JKHUBOTC, CHHMIXCHHC KOHLOCHTpAIUH
I‘I/II[pOKap6OHaT-aHI/IOHOB WJIM TUIICPBCHTUIIALMA, H€06XOI[I/IMO HEMCIJICHHO OKa3aTb MCAUIINMHCKYIO
nomMonib. Ecau Pa3BUBACTCA JIAKTOALUA03, II0JIB3Yy OT HPOAOJLKCHUS INPHUMCHCHHA JIMHC30JIUIA
CJICOAYCT COIIOCTAaBUTH C IMOTCHUUAIbHBIMUA PUCKAMM.

MuToXOoHapHalIbHAs I[I/ICd)VHKI_[I/ISI

Jlune3onuny WHrHOUMpyeT cuHTe3 Oenka wMuTOXOHIpHHA. I[loGounpie 3¢ddekTs, Takume Kak
JaKTOaUua03, aHeMHs W Helponatus (mepudepudeckas HIM 3pUTEIBHOTO HEpBa), MOTYT
BO3HUKHYTh B  pE3yJlbTaTe »d3TOr0 TOPMOXeHHs; OTH d3pdekrsr  sBisitorcss  Oosee
pacrpocTpaHEeHHBIMH, KOTa ITpenapaTr NpuMeHsieTcst 0oiblile, 4eM 28 THel.

CepOTOHMHOBEIA CHHIPOM

Coo0manoch O CHIOHTAaHHBIX CIydasx pa3BUTHS CEPOTOHWHOBOTO CHHJIPOMA, CBS3aHHOTO C
OAHOBPEMCHHBIM TPHUMCHCHUEM JIMHC30JUAa W CCPOTOHHHCPIrHYCCKUX IMPEIapaToB, BKIKOYAsd
aHTHJICTIPECCAHTHI, TAaKUE KaK CeJeKTHBHbIE MHTHOMTOPHI OOpaTHOrO 3axBaTa CEPOTOHWHA
(CHUO3C) u onuounpsl (cM. pazaen 4.5). CinenoBarenbHO, OTHOBPEMEHHOE TPUMEHEHUE JTMHE30JIH/ 1A
U CepOTOHMHEPTHYECKHUX IMpenapaToB MPOTUBOMOKa3aHo (cM. pasaen 4.3), kpoMe ciaydaeB, Korja
MPUMEHEHHE JIMHE30JIMa Ha (POHE COIMYyTCTBYIOMIETO MPUMEHECHHS CEPOTOHUHEPTHYCCKHIX
MpernapaToB sBIAETCS KpailHe HeoOXxoaumbIM. [Ipu HeoOXOoIMMOCTH NMPUMEHEHHs TMpernapara B
COUYCTAHWH C CEIICKTHBHBIMU WHTHOUTOpaMU OOpATHOTO 3aXBaTa CEPOTOHWHA CIICTYET ITOCTOSTHHO
HaOMOIaTh 3a TMAIMEeHTaMU C IENbI0 BBISABICHUS MPU3HAKOB M CHUMIITOMOB CEPOTOHHHOBOTO
CHUH/IpOMA, TaKMX KaK HapylIeHHEe KOTHUTUBHOM (YHKIMM, THIEPIUpPEKCUs, runeppeduiekcus u
HapyIIeHHE KOOPIUHAIINH TBUKCHHM.

B cJiydac IIOABJIICHHUA JOaHHBIX ITPU3HAKOB WKW CHMIITOMOB CJICAYET OTMCHUTHL OJWH HIIN 00a
MPUHUMACMBIX IIpCIriapara. HpI/I NpeKpamcHun MnpueMa CCPOTOHUHCPTHYCCKOIO CPEACTBA MOTYT
Ha6J'IIOJIaTI)C$I CHUMIITOMBI CHHAPOMAa «KOTMCHBI».

OnHOBpeMEHHOE TNPHMEHEHHE JHHe30Iuaa U OynpeHopduHa (OTHENbHO WM B KOMOWHAIMU C
HaJIOKCOHOM) TakKXK€ MO’KeT NPUBECTH K pPa3BUTHIO CEPOTOHMHOBOro cuHapoma. Ecim Taxoe
COBMECTHOE JIEYCHHE SBIISETCS KIMHUYECKM OOOCHOBAaHHBIM, ClIEAyeT OOECIEeUHUTh TIIATeIbHBIN
KOHTPOJIb 32 COCTOSTHUEM IMAIllMEHTOB, OCOOCHHO B Hayajie JICYEHUs U MPH MOBBIIMICHUSX J103bI (CM.
pazznein 4.5).
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PabaomMuonms

Coobmanocy 0 ciydasx pabdaoMHoNIM3a NpU TNPUMEHEHUH JHHe3onmuaga (cMm. pasgen 4.8).
Jlune3onup crueayer MPUMEHATh C OCTOPOXKHOCTBIO y MAlMEHTOB C IpelpacloiaraloliuMu
¢dakropamu Kk pabaomuonuzy. Ecnu HaOdIromaroTcss MpH3HAKK WIM CHUMOTOMBI pablOMHOIIN3A,
IIPUMEHEHME JIMHE30JIU/1a CIIeAyeT IPEKPAaTUTh U Ha4yaTh COOTBETCTBYIOILYIO TEPAIIHUIO.

I'unonarpueMust 1 CHHAPOM HEaJAeKBATHON cekpennu antuanyperundeckoro ropmona (CHCAI)

Y HEKOTOPBIX MAIMEHTOB, OJYYaBIINX JUHE30U 1, Habmonanuck runoHarpuemust u/unu CHCAT .
Pexomenayercs peryisipHO KOHTPOJUPOBATh YPOBEHb HATPUSI B CHIBOPOTKE KPOBU Yy MOXKHIIBIX
JIOJIeH, Y TaIMEeHTOB, NMPUHUMAIOIIUX JICKAPCTBEHHBIC IIperaparhl, KOTOPbIE MOTYT CHU3HUTh
YPOBEHb HATpHsl B KPOBH (HAMpUMEp, TUA3UAHBIC JTUYPETUKHU, TAKUE KaK TUIPOXJIOPOTHA3UI) U Y
JIPYTUX MAlMEHTOB C PUCKOM THIIOHATPUEMHUH.

[lepudepuueckas HeliponaTus U HEHPOIIATHS 3PUTEILHOTO HEPBA

CooOmianocs o nepudeprudeckoil HeHpoNaTuy, a Takke HEHponaTHH 3PUTEIHHOTO HEPBA U HEBPUTE
3pUTENFHOTO HEPBA, KOTOPHIE MHOTIA MIPOTPECCUPYIOT 0 MOTEPH 3PEHUS, Y MAIMEHTOB, KOTOPHIC
MOJTy4aJy JICYCHHE JIMHE30JIUIOM; 3TU COOOIICHUS UMETN MECTO, B TIEPBYIO O4Yepellb, Y MAIUEHTOB,
MOJTy4YaBUIUX JICUEHUE HA MPOTSKEHUHU MIEPUOIOB BPEMEHH, KOTOPbIE OBLIN OOJIbIIIE MAKCUMAIbHOM
PEKOMEHI0BAaHHOM MPOIOIKUTENLHOCTH JICUCHUS, COCTABIISIONIEH 28 qHEH.

[Tpu MOSIBNICHUM CHMIITOMOB YXYAUICHUS 3PUTENBHON (DYHKIMH, TAKMX KaK M3MEHEHHE OCTPOTHI
3pCHHUs, HW3MCHEHHE IIBETOBOTO BOCIPHUSATHS, 3aTyMAaHEHHOCTb, JAC(PEKTHI MOJEH 3peHHs,
PEKOMEHIYETCSI CPOYHO OOpaTHTBhCS K OPTAIBMOJIOTY il KOHCynbTamuu. CiemyeTr MpOBOAMTH
MOHHUTOPUHT 3PUTEIBHON (DYHKIMH Yy BCEX MAIMECHTOB, NPUHUMAIOIIUX JIMHE30JHU] B TCUCHHE
JUTATEITHFHOTO BpeMeHH (Oonee 28 mHek).

B cnyuae pa3Butus nepudepuyeckol HeMpomaThud U HEWPOIaTUU 3PUTEILHOTO HEpBa, CIEAyeT
OIICHUTh COOTHOIICHHUE II0JIh3a/PUCK TPOJIOJDKEHUSI TEPAllUU JIMHE30JIHIOM Y 3THX TAIMCHTOB.
Puck pa3Butus Heilponatuu BbIINIE, €CITU JIMHE30JM]l TIPUMEHSETCS Yy NAallMeHTOB, KOTOpPbIE
MPUHUMAIOT B HACTOAIICE BPEMS WM KOTOPHIE HEJABHO MPHHUMAIU aHTUMHUKOOAKTEpHUATbHBIC
mpemnapaTsl JJis JeueHus TyOepKynesa.

Cynoporu

Co001manoch 0 CyJ0porax y MalMeHTOB, MPUHUMABIIUX JHUHE30JMI, TIPH 3TOM B OOJBIIUHCTBE
CllyyacB B aHaAMHE3€ MMEJIOCh YKa3aHWe Ha CyJOpOTH WM Haiudne (pakTOpOB PHCKA UX Pa3BHUTHS.
Y nanueHToB HEO0OXOAMMO COoOpaTh MOAPOOHBIH aHAMHE3, KACAIONIMKCS MPEIIIECCTBYOMIIX
3MH30/I0B CYIOPOT.

I/IHFI/I6I/ITODLI MOHOAMHMHOKCH 1a3bI

Jlunezonmuyn sBsieTcss OOpaTUMBIM HECENEeKTHBHBIM HHTuOuTOopoM MAOQO; omHako B 033X,
MPUMEHSIEMBIX ISl aHTUOAKTEPUATbHOM TEpauu, OH HE TPOSBISET aHTUICTPECCAaHTHBIN P PEKT.
Nmerotrcst oueHb OrpaHUYEHHBIE TAHHBIE W3 HMCCIIEIOBAHUMN JIEKAPCTBEHHBIX B3aWMOJICVCTBUN U B
OTHOIIEHUH OE30MacCHOCTH JIMHE30JuAa TMpPH TMPUMEHEHHH Y TMAalUeHTOB C OCHOBHBIMU
3a00J1€BaHUSAMH W/WJIM TIPU OJHOBPEMEHHOM MPUMEHEHUH JIEKApCTBEHHBIX MPEMapaToB, KOTOPHIE
MOTYT TIOJIBEPTHYTh HUX pHUCKY, 0OycioBieHHOMY wuHruOupoanueM MAOQO. CnemoBarenbHO,
MIPUMEHEHHUE JIMHE30JUa HE PEKOMEHJIYETCS B 3THX OOCTOSATEThCTBAX, KPOME CIIydaeB, KOT/a
BO3MOXXHO TIPOBEJCHHE TIIATETLHOTO HAONIOJACHUS W MOHUTOPWHTA TMAallMEHTa, IMOJIyYaroIIero
npenapar (cM. paznenst 4.3 u 4.5).

Coobmanoch 0 ciayyasx oOpaTUMOIO MOBEPXHOCTHOTO M3MEHEHMs OKpaIIMBaHUs 3yOHOW sMalu
Ipy TNPUMEHEHHHM JuHe30inaa. JlaHHble W3MEHEHHUs OKpAIIMBAaHUS YIAISIIUCh IOCPEACTBOM
poheCCHOHATILHOTO OYHILIEHHS 3y0O0B.
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I'unornukeMus

COO6IJ.[8..IIOCB 0 ciIydasax CUMIOTOMATUYECKON THUIIOTJINKEMHHU Yy NaluCHTOB C CaxapHbIM ,[[I/Ia6eTOM,
IoJIydaBIIMX JIMHE30JIUJA OJHOBPEMEHHO C MHCYJIIMHOM HWJIM THIIOITIMKEMUYCCKHMU IIpCIiapaTaMu.
Xots MNPUYUHHO-CIICACTBCHHAA CBA3b MCKAY IMPUCMOM JIMHC30JIUAa U PASBUTUCM T'HIIOTIIMKECMHUU
HC YCTaHOBJICHA, ITIAUCHTOB C CaxXapHbIM ,Z[I/Ia6eTOM HCO6XO,Z[I/IMO npeaynpexiaarb 0 BO3SMOXKXHOCTHU
Pa3BUTHA THIIOTJTIMKECMUU. B CJ1yda€ BO3BHUKHOBCHUSA T'HIIOTTIMKEMUA H€06XOI[I/IMa KOppCKIUA O03bI
I/IHCy.]'II/IHa/l"I/IHOFJ'II/IKeMI/I“IeCKI/IX npenapaToB UK OTMEHA JIMHE30J1aa.

HDI/IMGHGHI/IG C IPOAYKTaMHU INIUTAHUA, OoraTeIMHU THUPAMHUHOM

[TaneHTamM clemyer pEKOMEHIOBATh OTKAa3aThCsl OT MpHEeMa OOJbIIUX KOJIMYECTB IHIIIH,
cojiepKaIieit TupaMuH (cM. paszzaen 4.5).

Cynepundexius

Knuanueckux wuccienoBanuii, m3ydaBmux 3((EeKT MpuUMEHEHUs ITUHE30JHMJa Ha HOPMAIbHYIO
MHUKpPO(DIIOpY OpraHu3Ma 4yejnoBeka, He IPOBOAUIIOCH.

HpI/IMeHeHI/IG aHTI/I6aKT€pI/IaJIBHI>IX IpernapaTroB MHOTJa MOKCT IMPUBOJUTH K YCHJIICHHOMY POCTY
HCBOCIIPUUMYUBLIX K HEMY MHUKPOOPIraHU3MOB. HaanMep, y 3% ManueHTOB, II0JIy4YaBIINUX
PECKOMCHAOBAHHBIC OO3bl JIMHEC30JIW[A, Pa3BUBAJICA KaHAWUI03, aCCOIII/II/IpOBaHHI)If/'I C HIpueMomM
AHTHOMOTHKOB. HpI/I BO3HUKHOBCHHUH CynepI/IHCI)eI_II/II/I Ha (1)OHC npuemMa JMHE30JIMda CICAYCT
IMPUHHUMATh COOTBCTCTBYIOIINUE MCPbI MCAUIIMHCKOI'O XapaKTepa.

Oco0ble I'PpYHIIBI MAalIMCHTOB

Jlune3onmuy cienyeT MPUMEHSTh ¢ 0COOOH OCTOPOXKHOCTHIO Y IMAIMEHTOB C TSKEION IMOYE4HOU
HEJIOCTAaTOYHOCTBIO M TOJIBKO B TeX CiydasX, KOTJAAa CYHMTACTCs, 4YTO OXHJaeMasl II0JIb3a
IIPEBOCXOIUT MOTEHIUAIBHBIN pUcK (cM. pa3zaeinsl 4.2 u 5.2).

PekoMenzoBaHo, 4TOOBI JIMHE30JMJ Ha3HA4Yalcid MAlUEHTaM C TSDKENOM  IeYeHOYHOH
HEJ0CTaTOYHOCTHIO TOJIBKO B T€X ClIydasx, KOrja MpeirojaraeMas mojib3a Je4eHUs MPEBOCXOIUT
MOTEHITUATBHBIA pUCK (cM. pa3aensl 4.2 u 5.2).

CHmxenne GpepTUIbHOCTH

Jlunezonun oOpatuMo cHHKal (EpPTUIBLHOCTh W BBI3BaJ OTKJIOHEHHS OT HOPMBI B MOPGOIOTHUU
CHEpPMBbI Y B3pOCIBIX CaMIIOB KPBIC MPH YPOBHSX BO3AEUCTBUSA, KOTOPbIE MPUOIU3UTEIBLHO PaBHbI
YPOBHSIM, OXXHUIA€MBIM Yy 4YeJIOBEKa; BO3MOXHBbIE A((EKThl JHMHE30JUAa Ha PENpOTyKTUBHYIO
CUCTEMY MY>KYHH HEU3BECTHHI (CM. pazzen 5.3).

Kauandeckue ucciaeoBaHus

besonacHocTh U 3(pPEeKTUBHOCTh NMPUMEHEHUS JIMHE30JIMJa JUITUTENbHOCThIO Ooiyee 28 aHe He
YCTAQHOBJICHBI.

B KOHTPOJUPYCMBIX KIMHHUYCCKHUX HCCICAOBAHUAX HC IMNPUHUMAINM Y4YaCcTusd IMAlMCHTBI C
CHUHAPOMOM (():[I/Ia6CTI/I‘IeCKOI\/'I CTOIIbD», TMPOJIC)KHAMU WKW HHICMUYCCKHUMU HAPYUICHUAMU,
TAKCIIBIMHA OKOT'aMU WJIM TAHT'PCHO3HBIMU IMMOPAKCHUSAMMU. Taxum O6p2130M, OIIBIT IMPUMCHCHHA
JIMHE30JIMJa B TCPAIIUU 3THX COCTOSIHUH OIrpaHUYCH.

BcrnoMmorarensHble BElIecTBa

Hexcmposa (entokosa)

Kaxnpiit M1 pactBopa copepxut 45,7 mr (1. e. 4,57 /100 ma u 13,7 1/300 M) rIrOKO3bI, YTO
HE00XO0/IMMO YUUTHIBATh MALUEHTAaM C CaXapHBIM THA0ETOM.

Hampuu

Kaxnpiit mi1 pactBopa Takxe cogepxut 0,38 mr (38 mr/100 ma u 114 mr/300 mi) HaTpusi, 4TO
skBuBaieHTHO 0,02 % oT pexkomenmyemoro BO3 st B3pocioro uenoBeka MaKCHUMaJIbHOTO
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BHHUMaHUE y MAIlMEHTOB, HAXOAAIIUXCS HA JUETE CO CHIXKCHHBIM COJCPKAHHEM HATpusl. 3CHUKC B
dbopme pactBopa st HHPY3UH MOXKET JOMOTHUTEIBHO PHUMEHSTHCS C PACTBOPAMH, COJEPKAIUMH
HaTpuii (cM. pazmensl 6.2 U 6.6), ¥ 3TO ClEAyeT YYUTHIBATH B OTHOIICHUHU OOIIETO COJEpIKAHUS
HATpUs BO BCEX PACTBOPax, KOTOPhIC OYAYyT BBOJUTHCS MAIIUCHTY.

4.5. B3aumojaeiictBie ¢ JPYrUMH JIEKAPCTBEHHBIMH TMpenapaTaMd W Jpyrue BHUAbI
B3aMMOJAEHCTBUSA

I/IHFI/I6I/ITODBI MOHOAMHWHOKCHUIa3bl

Jlune3onuy SBISETCS HECENEKTHUBHBIM OOPAaTHMBIM MHTMOMTOPOM MOHOAMHUHOKCHAa3bl. MMmeroTcs
OUEHb OIPAaHUWYECHHbIE [AHHBIE M3 MCCIEIOBAHUNM MEXKIEKapCTBEHHOI'O B3aUMOACHUCTBUS U B
OTHOIICHWH O€30MacHOCTH JIMHE30JIMJa I[P MPUMEHEHMH Yy TAlMeHTOB, MOJIyYarollux
COITyTCTBYIOIIME JIEKAPCTBEHHBIC MpEnapaThl, KOTOPHIE MOIJIM Obl TOJBEPrHYTh HX PHCKY,
oOycnoBineHHoMy wuHruOuposanueM MAQ. CrnenoBarenbHO, NPUMEHEHHE JIMHE30JUAAa HE
PEKOMEH/IOBAaHO B 3THUX OOCTOATENbCTBAX, KpPOME CIy4yaeB, KOIJa BO3MOXXHO IIPOBEJCHHE
THIATELHOTO HAOIIOACHUS] 1 MOHUTOPUHTA MAlUEHTa, MOJIyYaoIero npemnapar (cM. pa3aenst 4.3 u
4.4).

IloTeHIMATbHEIC B3aUMOJICHCTBHS, BEI3BIBAIOIINE OBBIIICHUE apTEPHATLHOI0 JABICHUS

VY 3710pOBBIX JOOpPOBOJIBLIEB C HOPMAJbHBIM ApTEPUAIBHBIM JABJICHUEM JIMHE30JIW] YCHIIMBAI
MOBBIIIEHUE apTEPUAIBHOIO JAABJICHMS, BBI3BAHHOE ICEBI0A(GEAPHUHOM U (DeHmInponaHoIaMruHa
ruapoxsiopuioM. OTHOBpEMEHHOE NPUMEHEHHE JIMHE30/IUAa JTU00 C IceBroddenpuHoM, b0 ¢
(beHUIIpPOnaHoIaMUHOM IPUBOAMIO K MOBBIIICHUIO CUCTOIMYECKOIO apTepPUaIbHOIO JABICHUS B
cpeasem Ha 30—40 MM pT. CT. B CpaBHEHUHU C NOBbIIIEHHEM Ha 11-15 MM pT. CT. pu IpUMEHEHUU
TOJIBKO JIMHE30JM1a, HAa 14—18 MM PT. CT. Ipu NpUMEHEHUH JIMOO TOJIBKO MceBao3deapuHa, 100
TONBKO (peHmImponaHoidaMuHa, 1 Ha 8—11 MM pr. cT. mpu mpumeHeHun iane6o. IlogoOHbIe
UCCIIEIOBaHMsl y MAIMEHTOB C apTepUalbHOW TUIEPTEH3UEeH He MpOBOAMIMCH. PekoMeHn1oBaHO
IIPOBOJAUTH OCTOPOKHOE THUTPOBAHHE J103 JIEKAPCTBEHHBIX IPENapaTroB C Ba30IPECCOPHBIM
AeicTBueM, BKIOyas JAopaMUHEPrUYecKHe JIeKapCTBEHHbIE Ipernaparbl, [0 JOCTH)KEHUs
KEJIaeMOro OTBETA MPU OJTHOBPEMEHHOM MPUMEHEHUU C JIMHE30JIUIOM.

IloTeHIIMaTbHEIE CEPOTOHMHEPTUUECKUE B3aUMOJACHCTBUS

[ToTeHManbHOE MEXKJIEKApPCTBEHHOE B3aUMOJAEHCTBHE C JEKCTPOMETOpPaHOM OBbLIO MCCIIEOBAHO
Ha 370pOBbIX J0OpoBosbLax. VcneiTyemble mpuHUMaNK AekcTpomeTopdan (aBe 1036l o 20 Mmr,
MIPUHUMAaEMbIe ¢ UHTEpBaJIOM 4 yaca) ¢ JIMHE30JuI0M uiu 6e3 Hero. He Habmomanochr HUKaKUX
MPU3HAKOB CEPOTOHMHOBOTO CHHAPOMA (CITyTaHHOCTh CO3HAHMSI, ACNUPHiA, BO30YKICHHUE, TPEMOP,
IMOKPACHCHHUEC, IMOBBIIICHHOC IMOTOOTACICHUC U FI/II'IepHI/IpeKCI/ISI) Y 3A0POBBIX JIWI, IMOJYyYaBHIUX
JTUHE30JIU] U IeKcTpoMeTopdaH.

[TocTperucrpaliioHHOE NMPUMEHEHHE IpernapaTta: ObUIO MOJIYYEHO OJHO COOOIIEHHE O MalUeHTe,
KOTOPBIM HCTIBITHIBAN (G (HEKThI, CXOAHBIE C CEPOTOHMHOBBIM CHHJIPOMOM, BO BpEMs MPUMEHEHUS
JUHE30JInJa U JEeKCTpoMeTopdaHa, KOTOpbIE pa3pelIMIMCh MPU OTMEHE 00OUX JIEKapCTBEHHBIX
Mpenaparos.

B X0J€ KIMHHUYCCKOTO IMPUMEHECHUA JTMHE30JINAa ¢ CCPOTOHUHCPTUICCKUMU IIpCriapaTraMu, B TOM
grcne aHtuaenpeccantamu, Takumu kak CMO3C, u onmuonaHbIME TpenapaTamMu, COOOIIaIoch O
CIIy4asiX CEpOTOHWHOBOTO CHHJpoMa. HecMOTps Ha TO, YTO COBMECTHOE IPHUMEHEHHE 3THX
MpernapaToB MPOTUBOMOKa3aHO (cM. pasnen 4.3), BelAeHHE MAlMEeHTOB, Ui KOTOPBIX JIeUYEeHHE
JIUHE30JIMAOM H CCEPOTOHUHCPTHYCCKUMH IIpCriapaTaMu ABJIACTCA HeO6XOJII/IMI)IM, OIIMCaHO B
paznene 4.4.
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WM B KOMOWHAIMU C HAJIOKCOHOM), TaK KakK IMOBBIMIAETCS PUCK Pa3BUTHS CEPOTOHMHOBOTO
CUH/IpOMA, IIPEJICTABIISIFOIIETO MOTEHIMATBHYIO YIPO3y IS KU3HU (CM. paznen 4.4).

HDI/IMGHGHI/IG C IPOAYKTaMHU INIUTAHUA, OoraTeIMHU THUPAaMHUHOM

Hukakux 3HAYMMBIX MPECCOPHBIX PEaKMi HE HAOIIOIATIO0Ch Yy JIMII, TOJYyYaBIIUX OJHOBPEMEHHO
JIMHE30JU U TUpaMUH B KosinuecTBe MeHee 100 Mr. DTo CBUAETENBCTBYET B IOJB3Y TOTO, YTO
HEOOXOAMMO JIMIIb H30eraTh YIOTPeOJeHUs H30BITOYHOTO KOJIMYECTBA MHUINM W HAIUTKOB C
BBICOKUM COJIEpKaHUEM THpaMHHa (HampUMEp, CO3PEBIIMI ChIp, HSKCTPAKTHI JIPOXKKEH,
HEJIMCTUUTMPOBAHHBIE aJIKOTOJIbHBIC HAIMUTKU W TIPOIYKTHI U3 (DEPMEHTUPOBAHHBIX COEBBIX OO0OB,
TaKue KaK COEBBIN COYC).

JlekapcTBEeHHEBIE OpenapaTsl, META00IN3UpYEMBIE ccTEMON rtuToxpoMa P450

Jlunezonua He MeTabOIM3UpPYETCs Ha OINpPEeNesIeMOM YPOBHE MPHU YYaCTUU CUCTEMBbI (DEPMEHTOB
nuroxpoma P450 (CYP), u on He MHrHOMpYyeT Kakue-Tu00 W3 KIMHUYECKH 3HAYMMBIX H30(OpM
CYP uenoseka (1A2, 2C9, 2C19, 2D6, 2E1, 3A4). AnanornuHbiM 00pa3oM JIMHE3OJIHI HE
unayuupyer uzopepmentsl P450 y kpeic. CrieoBareibHO, HE OKUIACTCS HATUYUS KaKUX-JIHOO
uHayurpoBaHHbiX CYP450 mexiiekapcTBEHHBIX B3aUMOIEHCTBUMN C JIMHE30JIUIOM.

Pudamnuiiun

Brusinue pudammmnyiaa Ha GapMakOKHHETHKY JIMHE30JIMIa U3YJaJlOCh Y MIECTHAAIATH 3I0POBBIX
B3pPOCJIBIX JT0OPOBOJIBIEB MYKCKOTO T0JIa, KOTOpBIE Moydanu auHe3onua mo 600 mr nBa pasza B
CYTKH{ Ha MPOTsDKEHUH 2,5 nHel 6e3 pudamnuiaa u ¢ pudamnunrHoM B 1o3e 600 Mr oauH pa3 B
cyTku B TeueHue 8 aneil. Pudamnunun cHmkan Cmax 1 AUC nunesonuaa B cpeaneM Ha 21 %
[90 % U, 15, 27] u B cpenuem Ha 32 % [90 % JAU, 27, 37] cooTBeTcTBEHHO. MEXaHH3M 3TOTO
B3aHMMOJICHCTBHSA M €r0 KIMHUYECKas 3HAYMMOCTh HEM3BECTHEI.

Bapdapun

Korna Bapdapus 100aBisuid K TEpanuM JIMHE30JUI0M B PaBHOBECHOM COCTOSHHM, UMEJIO MECTO
cHmkeHue Ha 10 % cpennero makcumanbHoro 3HaueHuss MHO nipu 0lHOBpEMEHHOM NPUMEHEHUU
n cHmwkenue Ha 5 % AUC MHO. Nmeercs HEZOCTAaTOYHO JaHHBIX, MOJYYEHHBIX Yy HNAlUEHTOB,
KOTOpBIE MOJIy4adu Bap(apuH M JIMHE30JIMJ, YTOObl OLEHUTh KIMHUYECKYI) 3HAYMMOCTh ATHX
pe3yabTaTOB, €CJIM TAKOBAask UMEETC.

HpI/I OOIHOBPEMCHHOM MMPUMCHCHUU C asmpeonHamom u CEHMAMUYUHOM HN3MCHCHUA

(I)apMaKOKI/IHeTI/IKI/I JJMHE30JInga HE OTMCYAJIOCh.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDb M JAKTALUSA

bepemeHHOCTD

HNmeroTcs OrpaHUYCHHBIC OJAHHBIC O MPUMCHCHHUMU JIMHE30JIW[A Y 6epeMeHme JKCHIIIHH.
HCCJ’ICI[OB&HI/ISI Ha JXUBOTHLIX BBISABUJIN PECIIPOAYKTUBHYIO TOKCUYHOCTDb (CM. pasaci 53)

JIuae3omu He CJICOAYCT IPUHUMATDb BO BpEMs 6epeMeHHOCTI/I, 34 UCKIIFOYCHUEM CJIYy4acB, KOrja 3TO
SIBHO HGO6XOI[I/IMO, TO C€CTb TOJIBKO C€CJIM MpcArojiaracMas I10Jib3a OT TCpalluu JId MAaTCpUu
MPEBOCXOOUT MOTCHITHAILHBIN PUCK IJId T10JA.

JlakTaius

HaHHBIe, IMMOJIYUYCHHBIC B UCCIICAOBAHUAX HA XMBOTHBIX, YKA3bIBAIOT HA TO, YTO JHMHE3O0JIUI U €TO
MEeTa0OJIUTHI MOT'YyT IPOHHUKATh B I'pyAHOC MOJIOKO, ITO3TOMY IPHU HA3HAYCHUU NpCriapaTa MaTCpu
CICOYCT MPEKPATUTDh I'PyAHOC BCKAPMJIMBAHHUE 10 U HA IIPOTAKCHHUU BCETO ITPUMCHCHUA ITpeIiapara.

DepTHIbHOCTD

B nccnenoBanusax Ha )KMBOTHBIX JIMHE30JIH]T BBI3BIBAT CHUKEHUE QepTHIIBHOCTH (CM. pazzen 5.3).
10



COOTEBETCTEYET .
ot 12.12.2025 N= 30910

(O IR HOCTEH (005)
4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH Tpa cnopTHbrlIMpr'%c S G 'pagcr'r Th- ¢

(CMEPTHOMY OTUYETY

MEXaHM3MaMHu

Jlune3omu OKa3bIBA€T YMEPEHHOE BIHUSHHE HAa CIOCOOHOCTH YNPABISATh TPAHCIOPTHBIMU
cpeAcTBaMU M paboTaTh ¢ MexaHu3MaMHu. llanMeHTOB ciedyeT mpenynpenuTb O BO3MOXKHOCTH
Pa3BUTHUS TOJIOBOKPY)KEHHS MJIM CHUMIITOMOB HapyIICHHs 3peHus (Kak omucaHo B pasnenax 4.4 u
4.8). Pexomenayercs Bo3iep>KaTbCs OT YIPABICHHUS aBTOTPAHCHIOPTHBIMU CPEICTBAMH U paboTHI ¢
MEXaHW3MaMH B ClIy4ae BOSHUKHOBEHUH JIFOOOTO M3 THX CUMIITOMOB.

4.8. HexkesaTeJibHbIE peaKINU

Pesrome mmpoduiist 0e3onacHOCTH

B tabuuie HuKe MmpescTaBlieH MepedeHb HEeXeNaTeNbHBIX JIGKAPCTBEHHBIX PEAKIUN ¢ YaCTOTON Ha
OCHOBAHMH JIAaHHBIX 10 BCEM NPHYMHHO-CJICACTBEHHBIM CBSA3SIM M3 KIMHUYECKHX HMCCIICTOBAHUM, B
KoTOpble ObLI0 BKIOYeHO Oosiee 6000 B3pOCHBIX MAIMEHTOB, IMOJIYYaBIIMX PEKOMEHOBAHHBIC
7036l JIMHE30JIU/Ia Ha NPOTSHKeHMH mepuona no 28 naneil. Hambomee wacto cooOmaeMbiMu
peakuusimu ObuTH rapes (8,9 %), romnHoTa (6,9 %), pota (4,3 %) u ronosHast 60:b (4,2 %).

Haubonee yacto cooOmiaeMpIMU HEXeNaTeIbHbIMU PEAKIMUIMHU, CBA3aHHBIMU C JIEKAPCTBEHHBIM
[IpernapaToM, KOTOPbIE MPUBEIH K MIPEKPAILIEHUIO TEPANNUU, ObLIIM TOJI0BHAs 00JIb, AMApes], TOLUIHOTA
u psora. Oxos0 3% NanUEeHTOB NPEKPATUIM TEPalHio, TaK KaK OHU UCIBITHIBAIA CBSA3AHHYIO C
JICKapCTBEHHBIM IIPENAapaToOM HEKEIATECIbHYI0 PEAKIIHIO.

HOHOJ’IHI/ITGHBHLIC HCXKCIIATCIIbHBIC PCAKIHWH, KOTOPLIC ObLIH 3apCruCTpupOBaAHbI
MOCTPErUCTPAIMOHHOI'O ITPUMCHCHUS ITPCIiapaTa, BKIIOYCHBI B Ta6n1/1uy.

B XOJE

Tabnuynoe pEe3rOMe HEXKENIaTeIbHBIX peaKIMi

B rtabimie mpencTaBieHbl HEKENAaTeIbHbIC PEAKIUU 1O CUCTeMHO-opranHbiM kiaccam (COK) u
gactoTe. YacToTa pa3BUTHA OMPEENaeTcs KaK:

oueHsb gacto (>1/10);

gacto (>1/100, Ho <1/10);
Heyacto (>1/1000, vo <1/100);
penko (>1/10000, vHo <1/1000);
oueHb peako (<1/10000);

qaCcTOTa HCM3BCCTHA (Ha OCHOBAHHMH UMCHOINUXCA JaHHBIX OICHUTD HCBOSMO)KHO).

CucremHo- Yacro (> 1/100, Heuacro Penxo Ou4eHb peako | 4YacToTa
OpraHHbIi Kjiace Ho <1/10) (>1/1000, uo | (=1/10000, Ho (<1/10000) HEH3BECTHA
<1/100) <1/1000) (na
OCHOBaHMH
UM EOLIUXCS
AaHHBIX
OLIEHHUTb
HEBO3MO3KHO)
WNudexunu u KaHOU103, KOJIUT,
WHBA3UU KaHIIU103 BBI3BaHHBIN
HIOJIOCTH PTa, PUMEHEHHUEM
BarvHaIbHBIN aHTHOMOTHKOB
KaHIU103, (B T.4.
rpuOKOBEIC nceBioMeMOpa
UHEKIHN HO3HBIN
KOJIUT)*,
BaruHUT
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Hapymenuns co TpomGormToneH | nanmuronenus*| lcumepoGihbre | = EA TETE Mg 1 5eyiped!
CTOPOHBI KPOBH M | msi*, anemus* ' JIeWKOTIeHus ™, | as aHeMus™ cus™
muMdaTuaeckon HEUTPOIICHHUS],
CHCTEMBI 903MHO(PHITHSE
Hapymenns co aHadrmakcus™
CTOPOHBI
MMMYHHOHI
CHCTEMBI
Hapymenus TMIIOHATPUEMHUS |[TAKTOALUI03*
MeTtabonmu3ma u
MUTaHUs
[cnxuaeckue OeccoHHUIA
HapyLICHUs
Hapymenns co roJioBHas 00Jb, |[cymoporum™, CEepPOTOHMHOBBIH
CTOPOHBI HEPBHOW | M3BpallleHUE nepugepudeckas CUHIpOM™™*
CHCTEMBI BKyCa HelporaTua™®,
(MeTanIMyecKuil [THIoCTe3Hs,
MIPUBKYC), rnapacresus
TOJIOBOKPYKEHHE
Hapyuienus co HelponaTus MOSIBJICHUE HEBPUT
CTOPOHBI OpraHa 3pUTEIHLHOTO nedexToB 3pUTEIBHOTO
3peHHs HepBa*, oJie HepBa®,
3aTyMaHEHHOE | 3peHHs™ noreps
3penune™ 3peHus™,
U3MCHCHHEC
OCTPOTHI
3peHus*,
HU3MEHEHUE
BETOBOT'O
3peHus*
Hapyuienus co 3BOH B ylIax
CTOPOHBI OpraHa
clryxa
nabupUHTA
Hapymenus co aApUTMHUS
CTOPOHBI CEpALA (Taxukapnaus)
Hapywenus co MOBBIIIEHHUE TpaH3UTOpPHAsA
CTOPOHBI COCY/IOB | apTEepUAILHOTO  [MIIEeMUYECcKast
JIaBIICHUS ataka, QJieour,
TpoMOOodIeOUT
Hapymenus co nuapest, TOIIHOTA, | CIa3Mbl B [MOBEPXHOCTHOE
CTOPOHBI pBOTAa, KUBOTE™, N3MEHEHUE
KEITyJOUHO- NTOKaNM30BaHHAsl | MAHKpEaTHT, |OBeTa 3yOoB
KHOICYHOT'O TPaKTa |UJIN racTpur,
reHepaIn30BaHHAs| B3OyTHE
00J1b B 00J1aCTH JKHBOTA,
JKMBOTA, BKJIIOYas | CyXOCTb BO pTY,
Cra3Mbl B )HBOTE, | TJIOCCHT,
3a1op, JUCTICIICHS | )KUIKHUH CTYII,
CTOMATHUT,
N3MCHCHUC
OKPAaCKH WJIH
HApyLICHUSA
COCTOSAHHUA
SI3BIKA
Hapymienus co OTKJIOHEHHS OT MOBBIILICHHE
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(MOCHEQCEATENEROC T 000D,
CTOPOHBI IICYCHU U [HOPMBI KOHIIEHTPAITUH
JKEITYEBBIBOJAIINX |[OMOXMMHAYECKHUX | OOIIero
myTen MoKaszaTeJei owupyOouHa
(hyHKITMOHATBHBIX
TECTOB IIEYCHH,
MTOBBIIIICHHE
YPOBHS
QTaHMHAMHUHOTPA
Hehepass
(AJIT),
acrapTaTaMHHOT
paHchepasbl
(ACT),
[ETTOYHON
dhocdaraspl
(D)
Hapymenus co 3y, ChIIb OyJlUIe3HBIC TOKCUYECKHIA AJIOTICIIHS
CTOPOHBI KOXH H MTOPAXKCHHUS AMUICPMAIILHBIHN
TTOIKOXHBIX KOXH, TSDKEIbIe | HeKpomu3™®,
TKaHeH KO>KHbIE CUHIPOM
HexxenarensHble | CTHBEHCa-
peaxiu, J>xoHcona*,
AHTHOHEBPOTHY | AJIEPTHISCKUN
€CKHI1 OTEK, BAaCKYJIUAT
KpalnuBHUIIA,
OyIUTe3HBII
JICPMaTHT,
JICPMaTHT,
TTOBBIIIICHHAS
MIOTIIUBOCTh
Hapymenuns co pabnomuonmz*
CTOPOHBI
MBIIICYHOH,
KOCTHOU 1
COEJIMHUTENILHOU
TKaHH
Hapymenus co TTOBBIIIICHHE TToYeYHast
CTOPOHBI ITIOYEK U | YPOBHS a30Ta HEI0CTATOYHOC
MOYEBBIBOJISIINX MOYEBHHEI B Th, TIOBBIILICHUAE
myTen kpoBu (AMK) KOHIICHTpaIu’
KpEeaTHHUHA,
MOJINYpUs
Hapymenus co MOpaXeHHe
CTOPOHBI BIIATaJHUINA 1
PEIPOTYKTUBHOM BYJIbBBI
CUCTEMBI U
MOJIOYHBIX JKeJie3
OOmue JTUXOpajKa, 03HO00,
HapYIICHUS U JIOKAJIN30BaHHAs | YTOMIISIEMOCTb,
peakuuu B MecTe 001b 0oJb B MecTe
BBEJICHUS VHBEKIHH,
yCHUJICHHAS
Kakaa
JlaGoparopusie 1 |buoxummdeckne |buoxumuueckue
WHCTPYMEHTAIbHBI |[I0KA3aTEIIH: [MOKA3aTEJIH:
¢ JIaHHbIC [TOBBIIIICHHUE [TOBBIIIICHUE
AKTUBHOCTH AKTUBHOCTH
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o o W

Py e

el Pl k]

(MOCHEQOBATENEROCTE 0005)
JTAKTATACTUIPOTCH [HATPHS WITH
a3k, KaJIbLIMS,
KPCATUHKUHA3BI, |[[TOHMKCHUE
JTHATIa36l, aMUJIa3bl [AKTHBHOCTH
WJIU TIIOKO3BI HE  [TIIFOKO3BI HE
HATOIIIAK, HATOIIIAK,
[MOHMKCHUE MOBBIIICHNE UIH
AKTHBHOCTH MOHIKCHUE
ob1ero Oenka, AKTHBHOCTH
anp0yMHHa, XJIOPUJIOB
HaTpUs WIN OOuwmii aHamM3
KaJIbLIMS, KPOBH:
[TOBLIIIEHNE WM  |[[TOBBILICHUE
[MOHMKCHUE KOJHUYECTBA

AKTHUBHOCTHU KaJTUsl
iy OnkapOoHaTa
OO0t ananu3

KpOBHU:
TIOBBIIICHUC

KOJIMYEeCTBa
HEHUTPODUITOB HITH
P03MHO(DUIIOB,
CHIDKEHHE
reMorioonHa,
reMaTOKpHUTA HIIH
KOJIYEeCTBA
SPUTPOIIUTOB,
MOBBIILICHUE WITH
TOHIDKCHUE
KOJIMYeCTBa
TPOMOOIIMTOB WIIN

JIEHKOIIMTOB

PETUKYJIOINTOB,
HOHIKCHUE
KOJINYeCTBa
HEHTpOUITOB

* Cwm. paznen 4.4.

** Cwm. pazgenst 4.3 u 4.5..

# YacToTa pasBuTHs HEXeENATENBHBIX JIEKAPCTBEHHBIX peakimii (HJIP) paccunThIBaeTCS MO NPUHIIMITY TTPaBHia 3-X.

T Cum. HIXE.

# HexenarenbHble PEAKIMH «CTA3Mbl B )KHBOTE» ONPEAENAOTCs No kiaccupukaruu MedDRA kak TEpMUH HHKHETO
YPOBHS, @ HE IPEIIOUTUTEILHBIN TEPMHUH.

Onucanue OTACIBHBIX HECXCIIATCIbHBIX DCaKHI/Iﬁ

CHCI[yIOH_[I/IC MOOOYHbBIE B(I)(beKTH IIpu MPUMCHCHHUHU JIMHE30JINJa B PECAKUX CIIydasaX OTHOCHIIMCH K
KaTCropuu CCPbE3HBIX: JIOKAJIMN30BaHHAA 0oip B o0yacTh JKMBOTA, TPAH3UTOpPHAd HIICMHUYCCKasd
aTakKa, apTepruajibHas rTUIICPTCH3UA.

"B KOHTPOJMPYEMBIX KIMHUYECKUX HCCIICIOBAHUAX, B KOTOPBIX JIMHE3OJHUJ MPUMEHSIICS
MakCUMyM 28 naHel, Toapko y 2 % mnanueHToB pas3BuBanachk aHemus. Ilpu mnpumeHeHun
HE3aperucTPUPOBAHHOTO Mpenapara B paMKaxX MpOrpaMM pPAaHHEro JOCTyIa JUisl HallMeHTOB ¢
KHU3HEYTpOKAIOMMMHI HHPeKusamMu, y 2,5 % (33/1326) narnueHToB, KOTOpbIE MOTyYaiu JIMHE30TH/]T
< 28 nHeW, pa3BUBaNaCh aHEMHUS, B TO BpeMs Kak MpH MPUMEHEHUH JHHE30auAa Oombiie 28 nHei
aHeMus paspuBaiach y 12,3 % (53/430) nmanueHToB.

CoOTHOIIICHNE CITy9YacB pa3BUTHS aHEMHH, TPEOYIOIIEH mepeTnBanue KpoBH, coctaBmio 9 % cpenn
MAlUeHToB, monydarommx auHezonun < 28 aueit (3/33), u 15 % (8/53) B Tex ciydasx, Korjaa
JTUHE30JU/] PUMEHsUTH OoJiee 28 mHel.
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(MOCNEQOBATENEHOCTE 000%)

CTH

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JlaaHble 10 0€30MacHOCTH, MONYYCHHbIE B KIMHUYECKUX HCCIEAOBAaHUAX ¢ ydacTrem Oomnee 500
MAIMEeHTOB JETCKOTO Bo3pacta (¢ poxaeHus g0 17 1eT), He YyKas3bIBalOT, YTO HPOQHIL
0€30IaCHOCTH JIMHE30JIUAA JJIs1 IETEH OTIM4aeTcst OT npoduiist 6€30MacHOCTH IS B3POCTIBIX.

COO6I_HCHI/IC O ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxHo coo0miare 0 M0A03peBacMbIX HEXKEIATEIbHBIX PEAKIUAX MOCIE PErucTpaluy mpernapara ¢
[eJbl0  O0CCICUCHHsT  HEMPEPHIBHOTO  MOHHUTOPUHTA  COOTHOIICHHSI  «IOJb3a —  PHUCK»
JIEKapCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHAYEeTCS COO0O0IIaTh O JIFOOBIX
[0JI03PEBAEMbBIX HEXKEJIATEIbHBIX PEAKIHUAX JIEKAPCTBEHHOIO Iperapara 4epe3 HaIMOHAJIbHbIC
CHCTEMBI COOOIIECHUS O HEXKEIATEIbHBIX pEaKIHUsIX TOCylapcTB — UICHOB EBpa3uiickoro
KOHOMHYECKOTO COr03a.

Poccuiickas @enepanus

denepanbHas ciry:x0a 1Mo Haa30py B cdepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IIIomiaab, 1. 4, crpoenue 1

Tenedon: +7 800 550 99 03

DnektponHas moura: pharm@roszdravnadzor.gov.ru uwiu npr@roszdravnadzor.gov.ru
Caiir: https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMIITOMBI

O crayuasx TmepeAo3UpOBKM JIMHE30JduAa He coolOmanock. OIHAKO TMPENCTaBlICHHAs HIDKE
HHpOPMAIIHS MOXKET 0OKa3aThCsI MOJIC3HOM.

[Tpu3HakamMu TOKCHYHOCTH Yy KpbIc mocie mosydeHust 103 3000 mr/kr/cyTku nuHE30IHMaa ObUH
CHIDKCHHE aKTHMBHOCTM W aTakCHs, TOrAa Kak co0akW, TIOJNydYaBIIME Npenapar B J03€
2000 Mr/KT/CyTKH, UCTIBITBIBAIIA PBOTY U TPEMOD.

Jleuenue
Crnenunduyeckuil aHTUIOT HEU3BECTEH.

PexoMenayercsi moaep:kuBarolee Je4eHrue (B TOM YHCIIe HEOOXOIUMO MOJIIEPKUBATh CKOPOCTh
KkiyooukoBor (uibrpanuu). [MpubmuzurensHo 30 % m03bI TUHE30JUIA BBIBOAUTCS B TEYCHHUE 3
4acoB reMOJuaNn3a, OJHAKO HE MMEETCS HUKAKUX OCTYMHBIX JAHHBIX OTHOCHUTEIHHO YCKOPEHHUS
BBIBEJICHHS JIMHE30JUIa TIPU TEPUTOHEATHHOM JHaiu3e Wiau Tremorepdys3uu. JlBa MEepBUYHBIX
MeTaboIHTa TMHE30IUAa TAKXKe YIAISIOTCS B HEKOTOPOU CTETIEHU TIPH MTPOBECHUH IeMOINaIH3a.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. dapmakoaUHAMHYECKHUE CBOHCTBA

dapMmakoTepaneBTUYecKas rpynna; aHTHOaKTepHallbHbIe CPEACTBa CUCTEMHOTO AEUCTBUSI; Ipyrue
aHTHOaKTepUalIbHbIE CPE/ICTBA.

Kox ATX: JO1XXO08.

MexaHHn3M AelCTBUS

Jlunezonmua, CUHTETUYECKUN AaHTHOAKTEpHAIBHBINA TIIpenapar, OTHOCHUTCS K HOBOMY KJaccy

MPOTHBOMUKPOOHBIX CPEJCTB, OKCA30JUJAMHOHAM, aKTHUBHBIX IN VIO B OTHOIIEHWUH a’dpPOOHBIX

TPAMIIOJIOKUTEIBHBIX OaKTepUid W aHA’POOHBIX MHUKPOOPTaHWU3MOB. JIMHE30JMJ CEIEKTUBHO

MHTHOUpYET CUHTE3 Oelka B OaKTepUAX MOCPEICTBOM YHHKAIBHOTO MEXaHU3Ma JIEHCTBUS. 3a CUeT

CBS3BIBaHUSI C OakTepHalbHbIMU puOocomamu (23S u3 cyOwseauHuiel 50S) oH mpemoTBpamiaet
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oOpa3oBaHHe (PYHKIHMOHAIBHOTO HWHUIUUPYIOLIETO BOMHJIGK(I:Q I#OQER%&'&EIBEMéTEJ BasKHBIM

COOTBETCTBYET ZKCNEPTHOMY OTUETY

KOMITOHCHTOM IPOHCCCa TPAHCIIIIHUU ITPU CUHTE3C Ocka.

IlorpaHnYyHbBIC 3HAYCHHUS

[Torpannunbie 3HaueHus MUK, ycraHoBieHHble EBpONEHMCKMM KOMHUTETOM II0 OIIPENEICHUIO
qyBCTBUTEILHOCTH MHKPOOPraHM3MOB K aHTHOakTepuanbHbIM npenapataMm (European Committee
on Antimicrobial Susceptibility Testing — EUCAST) ans cTaduiIoKOKKOB M 3HTEPOKOKKOB,
CIIEAyIOLIME: YyBCTBUTEIbHbBIE < 4 MI/J U PE3UCTEHTHBIE > 4 MI/i1. J{j1sl CTPENTOKOKKOB (BKJIFOYasI
S. pneumoniae) nmorpaHNUYHbIC 3HAYCHUS COCTABIISIOT < 2 MI/JI JJIsl YyBCTBUTEIBHBIX U > 4 MI/1 JUIs
PE3UCTEHTHBIX MUKpOOpranu3moB. [lorpannynsie 3Hauenuss MUK, He cBsi3aHHBIE C KOHKPETHBIM
BUJOM MHKPOOPTaHM3MOB, COCTaBIAIOT <2 MI/I Ui YYBCTBHTEIBHBIX H >4 Mr/n s
pe3nucTeHTHbIX. [lorpannyHble 3HaYEHMS, HE CBSI3aHHBIE ¢ KOHKPETHBIM BHJIOM MHUKPOOPIaHU3MOB,
OTIPEACIISUINCH MPEUMYIIECTBEHHO Ha OCHOBaHMUU JaHHBIX OK/DJ] u He 3aBUCAT OT pacnpeaeieHuit
MUK xoHkpeTHbIX BHIOB. OHHM MNOJIEXKAT HCIOJB30BAHUIO TOJBKO JUISI MHUKPOOPIAHHU3MOB,
KOTOPBIM HE OBLIM MPUCBOEHBI Crienn(pUyecKre MOrpaHnYHbIe 3HAUSHHsI, HO HE IS TeX BUIOB, IS
KOTOPBIX HE PEKOMEHI0BAHO NIPOBEICHNE TECTUPOBAHMS IS OIIPEEICHHS] YyBCTBUTEIbHOCTH.

YyBCTBUTEILHOCTD

PacnipocTpaHeHHOCTh MPUOOPETEHHOW PE3UCTEHTHOCTH MOXET BapbHUPOBATHCS B 3aBUCHMOCTH OT
reorpa)MuecKoro peruoHa U BO BPEMEHH, U KEJIATSIIbHO UMETh B PACIOPsHKEHUN HH(DOPMAIHIO O
PErHOHAIBHBIX OCOOCHHOCTSIX M30paHHBIX BUOB MUKPOOPTaHHW3MOB, B YAaCTHOCTH, MPHU JICUYCHUU
TsoKenbIX uHpeknuid. [Ipr HEoOXOAMMOCTH CIeAyeT IONYYHTh 3aKJIIOUEHUE JKCIepTa, eCIH
pacipoCTpaHEHHOCTh PE3UCTEHTHBIX BHUIOB B PETHOHE CTABUT IMOJ BONPOC NPUMEHUMOCTH
CpeICTBa IS JICYCHHS] KAK MUHUMYM HEKOTOPBIX BUIOB HH(EKITHIA.

JIuHe3onu akTUBEH iN Vitro u in vivo

I'pamnonosxcumenvrvle azpoowl

Enterococcus faecium (Bkito4asi IITaMMbl, pE3UCTEHTHBIC K BAHKOMHUIUHY )
Staphylococcus aureus (Bkirouasi METUIMIIMHPE3UCTEHTHBIC ITAMMBI)
Streptococcus agalactiae

Streptococcus pneumoniae (BKJIro4as MoJUPE3UCTEHTHBIC I TAMMBI)
Streptococcus pyogenes

I'pamnonosxcumenvrvle azpoowl

Enterococcus faecalis (Bkirouasi mraMmbl, pe3UCTEHTHBIC K BAHKOMHIIUHY)
Enterococcus faecium (irrammbl, 4yBCTBUTEIbHBIE K BAHKOMHIIHHY )
Staphylococcus epidermidis (Bxirouast METHITMIUTMHPE3UCTEHTHBIC IITAMMBI)
Staphylococcus haemolyticus

Streptococcus spp. rpynmsr Viridans

I'pamompuyamenvhuvie aspoowl

Pasteurella multocida

Pe3ucTeHTHBIE K JIMHE30JIHy MUKPOOPraHU3MBbI

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

PesncreHTHOCTD

HeperecmHa}z PESUCMEHMHOCMb

Mexaau3m )IGfICTBI/ISI JJMHE30JIMJa OTINYacTCAd OT MCXaHHU3MOB HGfICTBI/ISI HpOTI/IBOMI/IKpO6HI)IX
npenaparoB APYrux KJacCoB. I/ICCJ'ICIIOBaHI/IH iN VItro ¢ KIMHUYECKUMH H30JIITaMHU (BKJ'IIO‘{a}I
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COOTEBETCTBYET 3KCNEPT
ot 12.1 125 N2 30910

(DOCNEOOBATENEHOCTE QQ05)
METULWLTHHPE3UCTEHTHBIE CTa(PUIOKOKKH, BaHKOM:4HI/IH-pe3HCTeH-JfH1;|re' 'éHTGUOkOKKI/l', a_Takxke

MEHULWUIMH- U SPUTPOMULIMH-PE3UCTEHTHBIE CTPENTOKOKKH), YKa3bIBalOT HA TO, YTO JIMHE3OJIU
OOBIYHO AaKTHBEH B OTHOIIEHUU MHKPOOPTaHU3MOB, KOTOpPBIE PE3UCTEHTHBI K OJHOMY WIIU
HECKOJIBKUM JIPYTUM KJIacCaM aHTUMHUKPOOHBIX TIperapaTroB. Pe3WCTEHTHOCTh K JUHE30IUIY
acCOIMMPOBAHA ¢ TOYeuHOM MyTaruei 23S pudbocomanpHoit PHK.

Kak ommcaHo mnpu mnpuUMEHEHHH JAPYTHMX AaHTUOMOTHKOB, MPHMEHSEMBIX Yy NAIHEeHTOB C
TPYIHOM3JICUMMBIME HH(EKIMIMH © (WIM) Ha TPOTSHKEHHH OoJice UIMTENBHBIX IEPHOIOB
BPEMCHH, NpPH MPUMEHCHHH JIMHE30JIMAa HAOJIOMANI0Ch BHE3AIIHO BO3HUKAIOIIEE CHU)KCHHE
JyBCTBUTEIILHOCTH BO30yauTeneii K npenapary. Coo0IIanoch 0 pe3HCTEHTHOCTH YHTEPOKOKKOB,
Staphylococcus aureus u Koaryyia3ooTpHIATEIbHBIX CTa(QUIOKOKKOB K JHHE30Iuy. OHA OOBIYHO
OblTa accOUMHMpOBaHa C 0oJiee JUIMTENBLHBIMH KypcaMH Teparmud W HaJIMdueM IPOTE3HBIX
MaTepUalioB WM HEIPEHUPOBAaHHBIX abcrieccoB. Ilpu  0OHApYKEHHH PE3HCTCHTHBIX K
AHTHOMOTHKAM MHKPOOPIaHU3MOB B CTAIIMOHAPE BAKHO YCHIMTH MEPHI MHPEKIIHOHHOTO KOHTPOJIS.

HNudopmarns U3 KIMHAYECKUX UCCIIENOBAHNI

HccnenoBanus ¢ Y4aCTUECM MAlUCHTOB ACTCKOI'O BO3pacTa:

B otkpeitom uccnenoBanuu 3PdexTuBHOCTh JmHEe30auAa (10 MI/Kr xKaxkasie 8 4) CpaBHHUBAIH C
a¢pexTuBHOCTRIO BaHkomuImHA (10—15 wMr/kr kaxnaple 6—24 49) npu JedeHUH WHQPEKIUH,
00YCJIOBJICHHBIX M0JI03PEBAEMBIMHU 170171 HOTBEPIKICHHBIMH PE3UCTEHTHBIMU
IPaMITONIOKUTEIPHBIMUA TAaTOreHaMH (BKJIIOYas BHYTPHOOJBHUYHYIO MMHEBMOHHIO, OCIOXHEHHbBIE
MHPEKIUH KOXH U TIOJKOKHOW  KIIETYATKH, KaTeTeP-aCCOUMUPOBAHHYIO OaKTEPHUEMHIO,
OaKTepUEeMHUI0 HEU3BECTHOT'O MPOUCXOXKICHHS U Apyrue MHGEKIHHu) y JAeTed ¢ POXKACHUS U JI0
11 ner. YacTOoThl KIMHUYECKOTO W3JICUCHHSI B MPUTOAHON Ui KIMHUYECKON OICHKH MOITYJISIIUH
cocraBisuiu 89,3 % (134/150) u 84,5 % (60/71) nns nuHe30IUAa U BAHKOMUIIMHA COOTBETCTBEHHO
(95 % On: 4,9, 14,6).

5.2. @apMakoKHHeTHYeCKHe CBOiicTBA

[Tpenapat 3eHUKC MPEUMYIIECTBEHHO COACPKHUT (S)-IUHE30JIU I, KOTOPbIiH OMOJIOTHYECKA aKTHBECH
1 MeTabonu3upyeTcst ¢ 00pa3oBaHUEM HEAKTHBHBIX MPOU3BOIHBIX.

AOGcopOrus

Jlunezonup ObICTPO W B OONBIIMX KOJIMYECTBAX BCACBHIBAETCS IIOCIE IpUEMa BHYTPb.
MaxkcuMmanbHast koHLEeHTpauus B miaa3Me (Cmax) HOCTHraeTcsi B T€UEHUE 2 4acoB IoOcie IpuemMa
7036l Ipenapara. AGcostoTHas OMOJOCTYIHOCTh JMHE30IMa PU MpUeMe BHYTpPb (TepopajabHOe
IPUMEHEHUE M BHYTPUBEHHOE BBEJEHHE B IIEPEKPECTHOM MCCIIEJAOBAHNUN) SBISETCS IOJTHON
(mpubnusurensHo 100 %). [luma He3HauWTENbHO BIMSET Ha BCAChIBAHME, a BCAChIBAaHUE IPHU
NPUMEHEHUN CYCIEH3UU AJIs NpUeMa BHYTPh TaKoe )K€, KaKk U MpHU IpueMe TaOJIETOK, MOKPBITHIX
IUIEHOYHOU 000JI0YKOH.

Cmax 1 cpenusist MuHIManbHas KoHeHTpaiws (Cmin) (cpennee u [SD]) nuHe3o1maa B 1ia3Me KpOBH
B PAaBHOBECHOM COCTOSIHUHM TIOCJI€ BHYTPHUBEHHOIO BBEIEHHS JABaXAbl B JeHb B go03e 600 wmr
paBusuuch 15,1 [2,5] mr/n u 3,68 [2,68] Mr/it cOOTBETCTBEHHO.

Eme B ogHOM HccienoBaHUM TOCHE MepopaibHOro mpuema no3el 600 Mr nBa pa3a B CyTKH JIO
JOCTHKCHHSI PAaBHOBECHOTO COCTOSHUS omnpenesuid Cmax U Cmin, U MX 3HAYCHHS COCTABHIIA
21,2 [5,8] mr/m u 6,15 [2,94] Mr/n cooTBeTCTBeHHO. PaBHOBECHAs] KOHIIGHTpAIMs JTMHE30JIHUIa B
KpPOBH JIOCTHTAJach Ha 2 IcHb BBEACHHSI Iperapara.

Pacnpenenenue

OObem pacmpeneneHus JTMHE30JIUAA IpU JOCTH)KEHUH PABHOBECHOM KOHILIEHTPALUH y 3JJ0POBOTO
B3pOCJIOTO YeloBeKa cocTaBisieT B cpeaneM 40-50 11, 4To mpUMEpHO paBHO OOIEMY COAEPIKAHUIO
BoAbl B opraHusMme. CBs3piBaHMe C OenkamMu ImiasMmbl cocTaBiser 31 % u He 3aBHCUT OT
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COOTBETCTBYET 3K(
ot 12.12.2025 N2 30910

(MOCTNEOOBATENLHOCTL 0005)

KOHICHTpAIUHX JIMHE30J1Ja B KPOBH.

KoHnenTpanus nuHE30MIa OMpeAesiach B Pa3IUYHBIX JKUIKOCTSIX Y OTPAaHUYCHHOTO 4YHCIa
JTOOpPOBOJIBIICB B HCCJICNIOBAHMIX II0CIIE MHOTOKpaTHOro Impuema mnpemnapata. CoOTHOIICHHE
JIMHE30JIua B CIIOHE U IMOTE OTHOCHUTEIBHO IIa3Mbl KpoBu cocrtasisio 1,2 : 1,0 u 0,55 : 1,0
cooTBeTCTBEHHO. COOTHOIICHHE JIJIs1 KUIKOCTH MUTESIUATLHON BBICTHIIKH M AJIbBEOJIIPHBIX KJIETOK
nerkux cocrtasisuio 4,5 @ 1,0 u 0,15 : 1,0 1t Cmax IpU U3MEPEHUH B PABHOBECHOM COCTOSIHUH
COOTBETCTBEHHO. B HEOOIBIIOM HMCCIIEIOBAHUM Yy TAIMEHTOB C BEHTPHKYJIONEPUTOHEATbHBIMU
IIYHTAaMHU M TPEUMYIIECTBEHHO HEBOCMAJEHHBIMU MO3TOBBIMH OOOJIOYKAMH COOTHOILICHHE
JMHE30J1a B CTMHHOMO3T0BOH )uakoctu (CMIK) u mumazme kpoBu nipu Cmax coctasisuio 0,7 @ 1,0
MOCJIE MHOTOKPATHOTO MprUeMa JIMHE30Iu1a.

BI/IOTDaHCd)ODMaHI/IH

Jlune3omm g MeTaboIu3UPyeTCss IPEUMYIIIECTBEHHO MyTEM OKHCIICHUSI MOP(OIMHOBOTO KOJIBI[A, UYTO
MIPUBOJIUT, B OCHOBHOM, K 00pa30BaHUIO JABYX HEAKTHBHBIX NMPOU3BOJHBIX KapOOHOBOW KUCIOTHI C
Pa30MKHYTBIM ~ KOJBIIOM: MeETa0oJIMTa aMUHOATOKCUYyKCycHOW kucinorel (PNU-142300) w
Merabosmta  rugpokcudTHIrIMIMHA — (PNU-142586). Meraboiutr  rUAPOKCUATHIITIUIIMHA
(PNU-142586) sBisercst mpeoOiagaromM MeTabOJMTOM y YeJNOBeKa, W IMOJaralT, 4TO OH
oOpa3yercsa B pe3yibTare He(epMeHTaTHMBHOrO Impoiecca. MeTaboluT aMHUHOITOKCHYKCYCHOM
kuciotel (PNU-142300) Menee pacnpocTpaneHHblid. OmnucaHbl JApyrue MeHee 3HAYUMbIe
HEaKTHUBHBIE META0OIUTHI.

OnUMUHALMS

JluHe301M y TAIMEHTOB C HOPMAJIbHOW (PYHKIUEH MOYEK W IMPH MOYCYHOW HEJOCTATOYHOCTHU
JICTKOM M CpeJHEH CTENeHW BBIBOAMTCSA TIMOYKAMHU B BHJE ruapokcudTHiaraumuaa (40 %),
aMuHOSTOKCUYKCcycHOM Kuciotel (10 %) um B HemsmeHeHHoM Buue (30-35 %). Kumeunukom
BBIBOJMTCS B BUJIC THAPOKCHATHINIIUAIIMHA (6 %) M aMHHOATOKCUYKCYCHOM KHCIOTHI (3 %).

B Hen3zMeHeHHOM BuUJIe JIMHE30JIN]] TPAKTUYECKH HE BBIBOJUTCS KUILIEYHUKOM.
[Iepuon nonyBbIBEICHUS JINHE30JIMA B CPEHEM COCTABISAET S5—7 4.

BHenoueunsli KIIMPEHC COCTaBJIACT OKOJIO 65 % KIIMpEHCA JIMHE30JI1IA. C YBCIUMYCHUEM O3Bl
JIMHE30/I1MJa OTMEYacCTCs HeOOJIbIIAs CTENEHb HEJINMHESHHOCTH KJIIMPCHCA. OTO MOXKET O0BICHITHCI
CHMKCHUCM ITIOYCYHOI'0O MW BHCIIOYCYHOTI'O KIHUPCHCA IIpHU BBICOKOH J103€ JIMHE30JIMA. O,I[HaKO
pasiiniuuAa KIMpPCHCAa HCBCJIUKH U HEC BIIMAIOT HaA KaX(YHIHﬁCH nepruoa NMOJIyBbIBCACHUA.

IloyeuHass HEAOCTATOYHOCTh

Ilocne opnokpatHoro mnpuemMa 600 Mr mnpemapata mamUMEHTaM C TSOKEJIOH MOYEYHOU
HE/I0CTaTOYHOCThIO (KiaMpeHc KpeaTuHMHa < 30 MJI/MUH) KOHLIEHTpAIMsl JABYX €ro OCHOBHBIX
MeTaboJIUTOB Bo3pacTana B 7—8 pa3. OHaKO yBETUYCHUS TUIOMIAAM O] KPUBON «KOHIICHTpAIIMSI-
BpeMs» (AUC) ucxomnoro mpemnapara He HaOmonanock. HecMoTpst Ha TO, 4TO NMpU reMoualIn3e
BBIBOJMUJIOCHh HEKOTOPOC KOJIMYECTBO OCHOBHBIX MeTa6OJ'II/ITOB, HNX KOHLCHTpalus B IJIa3ME KPOBU
nocie npuema 600 Mr aMHe30NIMa M MPOBEIEHUS MPOLETyphl TUAIN3a Yy MAIMEHTOB C TSHKEIOH
MOYEYHOW HEIOCTaTOYHOCTHIO OCTaBajlach CYIIECTBEHHO BBIINIE KOHIIGHTPAIMM B KPOBU Y
NAIMEeHTOB C HOPMaJIbHOM (yHKIHElH MoYek, NOYeYyHOH HEeJT0CTaTOYHOCTBIO JIETKOM MM CpeaHen
CTCIICHU TSXKCCTH.

VY 24 nmanyeHToB C TSDKEIOM MOYEYHOM HEJOCTAaTOYHOCTHIO, 21 M3 KOTOPBHIX OBLI Ha PEryssipHOM
reMojifain3e, MUKOBbIE KOHIEHTPalMU B IJIa3M€ KPOBU JIBYX OCHOBHBIX METaOOJMTOB IOCIIE
HECKOJIbKUX JIHEH NpUMeHeHus mpenapara ObuM mpumepHo B 10 pa3 Bbllle, 4eM Te, KOTOpbHIE
Ha0JI01aIiCh Y MAIlMeHTOB ¢ HOpMaJIbHOM (yHKIMel modyek. Ha nmukoBble YpOBHM JTMHE30JIMJA B
IIJ1a3M€ KPOBU BJIIMSIHUE HE OKAa3bIBAIOCh.

Knuandeckas 3Ha4uMOCTh 3THX HaOIOJIeHU He ObUTa yCTAaHOBJIEHA, TaK KaK B HACTOAIIEE BpeMs
JOCTYTHBI OTPaHUYEHHBIE JaHHbIE 10 Oe30macHoCTH (cM. pa3aensl 4.2 u 4.4).
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COOTBETCTBYET 3K(
ot 12.12.2025 N2 30910

(MOCTNEOOBATENLHOCTL 0005)

IleuéHouHas HEJOCTATOYHOCTh

NmeroTcs orpaHndeHHbIE JaHHBIE O TOM, YTO Yy MAlMEHTOB C NEYEHOYHON HEIOCTATOUYHOCTHIO
Jerkol | cpemaHedt cremeHu Tsokect (kiacckl A m B mo knmaccudpukanuu  Yainng-ITsro)
(dhapMakOKWHETHKA JMHE30JMJa W JIBYX €ro OCHOBHBIX METaOONHMTOB HE HW3MEHSETCS.
dapMaKOKMHETHKA TUHE30JIU/Ia Y MAMEHTOB C THKENON MEYeHOYHON HeI0CTaTOYHOCThIO (Kiace C
nmo knaccudukarmuu  Yaidnn-Ilero) He m3ywyamack. OpHAKo, TOCKOJBKY  JIMHE3OJH]I
MeTabonu3upyercss HepepMEeHTHBIM IIyTeM, TO HE OXKHJIAeTCS 3HAYMMOIO HapylIeHUsS €ro
MeTaboJiu3Ma P MeYCHOYHOM HEIOCTATOUYHOCTH (CM. pasnensl 4.2 u 4.4).

JInIia moXua0ro Bo3pacra

Y NOXWIIBIX MAlMEHTOB B BO3pacTe 65 jeT u crapiie papMaKOKMHETHKA JIMHE30JIM/1a CYIIECTBEHHO
HE U3MEHSEeTC .

TlanmeHThl Y)KEHCKOI'0 oJ1a

VY xeHIIMH 00BEM pacripesiesieHusl Mpenapara HeCKOJIbKO HIDKE, YeM y MYXKYMH; Y HUX TaKKe Ha
20 % cHMXKEH CpeTHHI KIMPEHC IPU pacdeTe Ha Maccy Tena. KoHneHTpanys TMHe30/1M/1a B Iia3Me
KPOBH JKEHILUH BHIIIE, YEM Y MYXKYUH, YTO MOXKET OTYACTU OOBIACHATHCS PA3TUUYMSIMH MAcChl Tela.
OpHako, NOCKOJIBKY MEPUO]T NOJYBBIBECHUS JINHE30/IM/Ia Y MY>KUYMH U KEHIIHUH CYLECTBEHHO HE
OTJIMYAETCs, HET MOBO/Ia OKUIATh MOBBIIICHUS KOHIIEHTPALIMY JIMHE30I11a B KPOBH KCHILUH BBIIIE
MEPEHOCUMOT0 3HAYEHUSI, TAK YTO KOPPEKLIUH J103bI HE TpeOyeTcsl.

CTH

Y mnompoctkoB (12-17 ner) dapmakoknHETHKa IHHE30JUAA, NPHHITOrO B go3e 600 wmr, He
OTJIMYAJIaCh OT KWUHETUKHU B3POCIBIX. TakuMm o0pa3oMm, MpW Ha3HA4YeHUH mojpoctkam 600 mr
TUHE30JIMaa Kaxaple 12 9 KOHIEHTpalus mpemapata OyAeT TakoW jKe, KaK Yy B3POCIbBIX TpH
HA3HAYCHUH TOM KeE JT03bI.

VY nereit B Bo3pacte ot 1 Hexenu qo 12 neT npuMeHEHHE JIMHE30auaa B 103¢ 10 MI/KT exXeTHEBHO
KaXJIble 8 4acoB MO3BOJSET JOCTHYL TOW YK€ IKCIIO3UIIUH, YTO U Y B3POCIBIX MPH HMPUMEHEHUU
600 mr MHEe30/1H/1a IBa pa3a B JICHb.

Y HOBOPO’KIEHHBIX B BO3pacTe 10 1 Helean CUCTEMHBIN KIMPEeHC JIMHE30I1/1a ObICTPO HapacTaeT B
TE4YEeHHE MEePBOM HelleH KU3HM (U3 pacdyeTa Ha KT Macchl Tena). TakuM o0pa3om, HOBOPOKIACHHBIE,
KoTopble moiy4anu 10 Mr/kr kaxzaple 8 4 eXeAHEBHO, OyayT MMETh HauOOJIbLIYI0O CHCTEMHYIO
AKCIIO3UIUIO B MEPBbIN JIeHb mocie poxkaeHus. OaHako M30bITOYHOIO HAKOIUIEHUS INpenapara B
NIEPBYIO HEJENI0 JKU3HM INPU TaKOM CXeME€ Ha3HA4YEHHs BCE PaBHO HE IPOU3OMAET B CBSI3U C
OBICTPBIM YBEIMUYEHHUEM KIIUpPEHCA.

VY manueHToB JIETCKOTO BO3pacTa ¢ BEHTPUKYJIONEPUTOHEATbHBIMH IIYHTAMU, KOTOPbIE MOTyYalln
yuuesong B go3e 10 mr/kr numbo kaxknaple 12 yacoB, nub0 Kakaple 8 4YacoB, HaAOJIIOIAIHCH
BapualenbHbIe KOHIICHTpPAI[MM JUHE30JIMJa B CHUHHOMO3roBod >kuiukoct (CMIK) mocne ero
OI[HOKpaTHOFO NN MHOFOKpaTHOFO BBCIICHUNAI. TepaHCBTI/I‘IeCKI/IC KOHHGHTpaHI/II/I YCTOI\/'I‘-II/IBO HC
gocturanuck u He mnomnepxkuBanuch B CMIXK. CriemoBaTenbHO NPUMEHEHHE JMHE30JUAA s
SMIUPUYECKOTO JIEUEHUS MAIMEHTOB JIETCKOIO BO3pacTa ¢ MHQPEKUUSIMU LIEHTPaJbHOM HEpBHOMN
CUCTEMBI HE PEKOMEHI0BAHO.

5.3. JIokJIMHHYeCKHe JaHHbIE 10 0€30MaCHOCTH

Jlunezonua cHUXKan (GepTUIBHOCTD U PETIPOSYKTUBHBIA MOTEHIMAN Y CaMIIOB KPBIC MIPU YPOBHSIX
AKCTIIO3HIINHU, TMPUOIU3UTEIFHO PaBHBIX YPOBHSM y 4YeJOBEKa. Y IMOJIOBO3PENBIX KHUBOTHBIX JTH
spdexTsl 0buM 00paTuMbl. OnHaKo 3TH 3(PQEKTh HE MOJBEPrajuch OOpaTHOMY pPa3BUTHIO Y
MOJIOJIBIX JKUBOTHBIX, KOTOpBIE TOJIyYald JICUCHUE JIMHE30JMIOM Ha MPOTSHKEHUH TPaKTUIECKU
BCEro Iepuojia MOJOBOTr0 co3peBaHus. OTMeYaauch OTKJIOHEHHs OT HOpPMBI B Mopdonoruu
CTIEpPMATO30HIOB B SIMYKE Yy B3POCIBIX CaMIIOB KpBIC, a TaKXKe TUIEPTPOPUS W THIEPIUIa3us
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COOTBETCTEYET :
oT 121

(MOCENOBATED
SNUTEIMANBHBIX KJIETOK B NpHUAATKe sudka. OKa3aipch, 4TO rJ]II/IHCJOTI%I[

CO3PEBAHUE CIEPMATO30MI0B KphIC. JlOMOIHUTENBHOE MPUMEHEHUE TECTOCTEPOHA HE OKA3bIBAJIO
HUKAKOTO BJIMSHMS Ha OIOCPEJOBAaHHBIC JIMHE30JUI0M H3MEHEHHs PEeNpONYKTUBHOM (DyHKIMH.
I'uneprpodust npuaaTka suyKa He HaOJII0JaIach y co0aK, KOTOPHIE MOMyYalld JIedeHrne B TeueHue 1
Mecslla, XOTS M3MEHEHMsI MacChl IpPEeACTaTeNbHOW JKele3bl, SIMYeK M IPHUAATKOB sMYKa ObUIM
OYEBU/IHBI.

HccnenoBanusi penpoayKTUBHOM TOKCHMYHOCTH HAa MBIIIAX M KPbICAX HE JaJIM HUKAKUX JaHHBIX,
CBHJIETEIILCTBYIOLINX O TEPATOTEHHOM d(PQEeKTe MPH YPOBHIX IKCIO3HUIINHU, KOTOpBIe ObUIH B 4 paza
BBIILIC WJIM SKBUBAJCHTHBl YPOBHEH Yy uelloBeKa COOTBETCTBEHHO. AHAJOTMYHbIE KOHIEHTpalUU
JMHE30JIMJa OKa3bIBAJIM TOKCHYECKOE JCHCTBHE HA OPraHM3M CaMOK MBIIIEH U OBUIM CBS3aHBI C
HOBBIIIEHHONW 4acTOTOW rubesnn 3MOpHOHOB, BKJIIOYAs MOTEPIO BCEro IMOMETA, CHUKEHHE MaccChl
TeNa IJIOJAOB M YCYryOJieHHEe OOBIYHOM TE€HETHYECKOW MpeapacHoOKEHHOCTH K pPa3IMYHBIM
BapUaHTaM CTPOCHMsI IPYAUHBI Y OJHOM JIMHUM MbIILEH. Y KpbIC HE3HAUUTENbHasi TOKCUYHOCTD IS
OpraHM3Ma CaMOK OTMeuasach [P YPOBHE SKCIIO3ULIMU HUXKE YPOBHS KIMHUYECKUX IKCIIO3ULUI.
bbuta orMedeHa serkas (eToTOKCMYHOCTh, KOTOpask MPOSBISIACh CHUKEHUEM MaccChl Tella II0/I0B,
CHIDKEHHOM occuduKkanyeil CerMeHTOB TIpyIUHbI, CHM)KEHHOH BBDKHMBAEMOCTHbIO IOTOMCTBA U
JETKUMHU 3a/iep’KkaM B co3peBaHud. Ilpu cmapuBaHum 3TO K€ MOTOMCTBO JEMOHCTPHUPOBAJIO
IIPU3HAKK OOpaTUMOro M 3aBUCHUMOIO OT JI03bl INOBBILIEHMS] YAaCTOThI MPEAMMILIAHTAL[MOHHBIX
[OTEPb C COOTBETCTBYIOLIUM CHM)KEHHEM (DEPTUIBHOCTH. Y KpPOJUKOB CHMXKEHHE MAacChl Tela
IUIOJIOB MMEJI0 MECTO TOJBKO IPHU HAaJUYUU TOKCUYHOCTH JJIs OpraHu3Ma caMmoK (KJIMHUYECKUe
IPU3HAKYM, CHW)KEHUE NpUOaBKM Macchl Tejla W MNOTPeOJeHUs MUIIM) HPU HU3KHX YPOBHSX
JKCIo3uuuu, Koropble Obuim B 0,06 pa3za MeHbIIE O0XHAAEMOM SKCHO3ULIMHM Yy 4YEJIOBEKa Ha
ocHoBaHuu 3HadeHud AUC. M3BeCTHO, 4TO HEKOTOpbIE BMJIbl UYYBCTBUTENBHBI K 3(deKTam
AHTHOWOTHKOB.

.]II/IHCSOJII/I,Z[ H €ro MeTadOJIMTHI BBIACIAAKOTCA B MOJIOKO JIAKTUPYIOINHUX KPBIC, a Ha6JIIO,Z[aCMLIC
KOHICHTpaluu ObLIH BBIIIC, YEM TAKOBLIC B I1JIA3ME KPOBU CaMOK.

JInHe30/M1 BEI3LIBAII 06paTI/IMy10 MHCJIOCYIIPECCUIO Y KPBIC U co0ax.

VY KpbIC, KOTOpbIE MOJy4ald JIMHE30JIUJ IEpOpaibHO B TeueHue 6 MecsleB, HalIoAanach
HeoOpaTUMas MUHUMaJbHas WJIM JierKas aKCOHaJbHasl JIereHepalusl CEeJAJIMIIHbIX HEpBOB INpHU
MOJIy4eHUHU Tperapara B Jo3e 80 MI/KI/CyTKM; MMUHMMAaJbHas JereHepalus CeJaJUIIHOIo HepBa
TakXke HaOmojanach y 1 camiia Ha 3TOM YpPOBHE J03bI IO JIaHHBIM MPOMEXYTOYHOM ayTOICHH,
BBITIOJTHEHHOMU uepe3 3 Mecsiia nojydyeHus npenapara. YyBcTBUTENbHAsE MOp(oIornyecKkas OleHKa
TKaHel, (UKCHUpPOBAHHBIX Nepdy3uel, MPOBOIWIACH A TOr0, 4TOOBI MCCIENOBAaTh MPU3HAKH,
CBUJETEILCTBYIOIINE OO0 JIereHepaly 3pUTENbHOrO0 HepBa. MUHHManbHas WIM yMepeHHas
JleTeHepanys 3pUTEIbHOr0 HepBa OblIa OYEBHAHOM y 2 M3 3 caMIOB KpbIC mocie 6 MecsleB
MOJIy4EHHUsl JIMHE30JIMa, HO MpsiMasi 3aBUCUMOCTh OT Ipenapara Obljja HEOJHO3HAYHON B CBSI3U C
OCTpOIl MpUPOJON TaHHOTO M3MEHEHHUS U ero aCMMMETPUYHBIM pactpenenenueM. Halmronaemas
JIereHepalnsl 3pUTEIbHOIO HEpBa ObUIa MMKPOCKONMYECKH CONOCTaBUMa CO CIIOHTaHHOMU
OJTHOCTOPOHHEH JereHepanueit 3puTeIbHOI0 HEPBa, O KOTOPOH COOOIANOCH y CTApEIOIUX KPhIC U
KOTOpasi MOTJia MPeJICTABISATE CO00M yCcyryoiieHne 001ero OHOBOro U3MEHEHHUS.

JIOKIMHUYECKUE JTaHHbIE, MOJTYYEHHbIE B CTAaHAAPTHBIX MCCIEAOBAHUSIX TOKCUYHOCTH MOBTOPHBIX
7103 ¥ TEHOTOKCUYHOCTH, HE BBISIBIJIM HUKAKUX OCOOBIX OMACHOCTEH ISl YeJIOBEKa 32 paMKaMH TeX,
KOTOpBIE pacCMaTPUBAIUCh B JIPYrux paszaenax 3Tod OOmmIel XapakTepUCTHKU JEKapCTBEHHOTO
npenapara. MccnenoBanus KaHIEPOT€HHOCTH/OHKOTE@HHOCTH HE TPOBOJMIN B CBS3H C KOPOTKOM
MPOJIOJKUTENIbHOCTHIO IPUMEHEHHUSI MPerapaTa U OTCYTCTBUEM F€HOTOKCUYHOCTH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcIOMOraTeIbHbIX BelIeCTB
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(MOCTNEOOBATENLHOCTL 0005)

JIeKCTpO3bl MOHOTHIPAT

Harpus nurpar

JlumonHas kucnorta

1 M pacrtBop Hatpus ruapokcuaa 1o pH 4,6-5,0

1 M pactBop XJIOPHCTOBOAOPOAHOM KucaoThl 10 pH 4,6-5,0
Bonma miist uHLeKImin

6.2. HecoBMecTUMOCTH

B nanHbIli pacTBOp He ciemyeT A00aBIATH AOMONHUTEIbHBIE KOMIIOHEHTHI. [lpu HazHaueHHMH
JMHE30JIM/1a OJHOBPEMEHHO C IPYTHMMH JIEKApCTBEHHBIMHU ITperapaTaMy KaKIbli Ipenapar ciaenryer
IPUMEHSATH OTJIEJIFHO B COOTBETCTBUM C MHCTPYKIHEH IO MPUMEHEHUIO. AHAJOIMYHBIM 00pazoM,
€CIi OJIMH W TOT >K€ BHYTPUBEHHBIM KaTeTep HCIIOJIB3YIOT Ui IOCIEA0BAaTEIbHON HHQY3UH
Pa3IUYHBIX IIpernapaToB, TO IEpea BBEACHHUEM JMHE30JHMIa M I0CIe HEero KaTeTep CleayeT
MIPOMBITH COBMECTUMBIM PAacTBOPOM st HH(py3uit (cM. pazzaen 6.6).

Jlunesonun Ui MHBEKIMN (apMalleBTUUECKU HECOBMECTHUM CO CIEAYIOIMIMMH IIperapaTaMu:
amorepuiid B, xJopmpomasuHa THUAPOXJIOPWZ, AHMA3enaM, IEHTAMHUIMHA W3ETHOHAT,
SPUTPOMHUIIMHA JIAKTOOMOHAT, (DEHUTOMHA HATPHEBas COJb, TPUMETONPUMCYIbPaMeTOKCca30il.
Kpome Toro, oH XUMHUYECKH HECOBMECTUM C LIEPTPUAKCOHOM HATPHUS,.

JlaHHBIN JIeKapCTBEHHBIM TMpemapaT He CcleAyeT CMEMIMBaTh C APYTMMH JIEKapCTBEHHBIMU
npenaparamu, 3a UCKIIFOUEHHUEM YIIOMSHYTBIX B paszzeine 6.6.

6.3. Cpok roaHocTu (CpOK XpaHeHus)

3 roza.

ITocne BCKpBITUS

C MHKpOOHOJOrMYECKOM TOUYKHM 3pEHMsI, 3a HUCKIIOYEHHEM CIy4yaeB, KOIJa METOJ BCKpPBITHS
IPENypekaaeT PUCK MHUKPOOMOJIOTMYECKON KOHTaMUHALMM, Mpernapar ciedyeT HCHOJIb30BaTh
HeMmeasieHHo. Eciu oH He OblT HEMEAJIEHHO HMCIMOJIb30BaH, OTBETCTBEHHOCTDh 3a BPEMsI M YCIIOBHS
XPaHEHMS 10 MOMEHTA UCIIOJI30BAaHUs HECET M0JIb30BATENb.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH

XpaHI/ITB B OpHFHH&J’IBHOﬁ YIAaKOBKC B 3allIUIIICHHOM OT CBETA MECTC IPH TEMIICPATYPC HE BBIIIC
25 °C.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

ITo 100 mnu 300 mu1 B makeThl U3 MOJUIPONUICHA JUIsl MH(Y3UOHHBIX PACTBOPOB OJHOKPATHOTO
IIPUMEHEHHS C OJHUM WIHM ABYMsI CTEPWJIBHBIMHM IOPTaMHU: OJWH 3aKPBIT IMOJIAIIPONUIIEHOBBIM
CbEMHBIM 3alUTHBIM KOJMA4yKoM (TBUCT-0(@d), Apyroil (B cilydyae Makera C ABYMs MOPTaMHU) —
npoOkoi u3 mnonukapOoHarta. KaxIplii makeT ymakoBaH B MNakeT M3 (OJbIM alFOMUHUEBOH,
JTAMUHUPOBAHHOW MOJIUIIPONIUICHOM U MOJIUATUIICHTEPEPTAIATOM.

YnakoBKa JJIsl CTallMOHAPOB

10 ayFOMHUHUEBBIX TMAKETOB BMECTE C PAaBHBIM KOJIMYECTBOM JIMCTKOB-BKJIAQJBIIICH MOMENIAIOT B
KOPOOKY M3 TPEXCIOWHOTO KapToHa.

6.6. Oco0ble MephI MPETOCTOPOKHOCTH NMPH YTHJIN3AIUH MCNOJIB30BAHHOTO JE€KAPCTBEHHOTO
npenapara MM OTXO0J0B, IOJYYECHHBIX INOC/Je NMPUMEHEHHs JEKAPCTBEHHOIr0 Npenapara, u
Apyrue MAHMIYJSILMHU € IPenapaTomM
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TosbKO A1 OJHOKPATHOTO MPUMEHEHHS. Y TAJIUTh H V)KHVIOI: er;ﬁitt;mq&ilgg&ﬁ%cg fb%]glor::'l(

MPUMEHEHUIO TIperapara, 3aTeéM MPOBEPUTh HA HAJWYME HE3HAUUTENBHBIX MPOTEUEK IyTEM
CWIBHOIO CXXMMaHHUs Nakera. B ciaydae mpoTedyek He CleAyeT HMCHOJb30BaTh IMAKET, MOCKOJBKY
CTEpUIIBHOCTh MOXET OBITh HapymieHa. Heo0X0uMo BBIMOTHUTH BU3YaIbHYIO IPOBEPKY pacTBOpa
nepes MpUMEHEHHEM, CIIeyeT MCIOJb30BaTh TOJBKO IMPO3pavyHble PAacTBOPHI 0€3 MEeXaHMYEeCKHX
BKJIOUCHUH. He crenyeT ucnonap30BaTh MAKETHI B TOCIEA0BATEIbHBIX COEUHECHUSX.

He CICOYCT IOACOCAUHATE ITOBTOPHO YaCTHUYHO HUCIIOJIb30BaHHEBIC ITAKCTHI.

Cosmecmumbie pacmeopul 05t UHQDY3UL:

5 % pacTBOp IJIIOKO3bI 17151 HHY3HiA,

0,9 % pacTBop HaTpus xJ0puAa A HHPY3UH,
pactBop PuHrepa iakrara Jiist HHBEKITHA.

Yruausanus
Bech ocraBmmiicst 1eKapCTBEHHBIM MpenapaT U OTXOJbI CIAEAYeT YHHYTOKUTHh B YCTAaHOBJICHHOM

MOPSIIKE.

7. IEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU A

Poccuiickas ®@enepanns

AO «Hmxdapm»

603105, r. Huxuauit Hosropoa, yin. Canranckas, 1. 7
Temn.: (831) 278-80-88

e-mail: med@nizhpharm.ru

7.1. IIpeacraBuTeIb A€pPrKATE/IS] PETHCTPAIMOHHOTO YA10CTOBEPEHUsI

[IpeTeH3uy NOTPSOUTENCH HAIPaBIIATh IO aJIPECY:
Poccuiickas ®enepanus

AO «Hwmxdapm»

603105, r. Huxuuit Hosropog, yn. Canranckas, 1. 7
Tem.: (831) 278-80-88

e-mail: med@nizhpharm.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JITI-Ne(004344)-(PT-RU)

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa 110 PCLCIITY.

OOmiasi xapakTepuCTHKa JIEKapCTBEHHOIO TMpenapara 3eHUKC JOCTYIIHA B €AMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zniickOro »KOHOMHUYECKOTO COK3a M Ha
ouIMaTEHOM canTe YIIOJITHOMOYEHHOTO oprasa (axcrepTHOM OpraHHU3aI1H)
https://lIk.regmed.ru/Register/EAEU_SmPC
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