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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Hopunenem-AJIBUJIC, 250 mr, HOpOIIOK AJIsi MPUTOTOBJICHUS PacTBOpA I HHPY3UH.

Hopunenem-AJIBUJIC, 500 mr, mopomok Jyisi IpUrOTOBIICHUS pacTBOpa i HHQY3Hid.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolI€e BENIECTBO: TIOPUIICHEM.

Jlopunenem-AJIBMJIC, 250 Mr, DOpOILIOK Ul IPUTCOTOBJIEHUS DACTBOPA Iuid MHDY3UN

Kaxnapiii ¢akon cogepxut 250 Mr qopurneHema (B BUIE MOHOTHIPATA).

Jopunesem-AJIBHJIC, 500 Mr, DOpOLIOK Ul IPUTOTOBJIEHUS PAcTBOpa 1l MHG Y3Uid

Kaxxnprit ¢pakon comepxut 500 Mr qopurieHeMa (B BHI€ MOHOTHIpATa).

3. JEKAPCTBEHHAA ®OPMA

[Topomiok AJi MPUTrOTOBIEHUS pacTBOpa AJisi HHPY3H.

[Toportrok 6emoro wiv MoYTH 0EI0T0 I[BETA C KEITOBATBIM OTTCHKOM.

4. KIMHNYECKUE JAHHbIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Ipenapar [lopunenem-AJIBUJIC mnoka3aH K TNpPUMEHEHHIO Yy B3pOCIBIX Ui JI€UEHUs

MHQEKIIMOHHO-BOCTIAIUTENBHBIX 3a00JI€BaHUSAX, BbI3BAaHHBIX UYBCTBUTEJIBHBIMU K JOPUIIEHEMY

MHUKPOOPTaHU3MaMHU:

e BHYTpuUOOJbHHUYHAs (HO30KOMHAJIbHAs) MHEBMOHMS, BKJIIOYash IMTHEBMOHMIO, CBSI3aHHYIO C
UCKyCCTBEHHOU BeHTWsiuen aerkux (MBJI);

® OCJIOXXHEHHBIC NHTPAa0 0MUHANIbHBIE UH(EKITNH;

® OCIIO)XHEHHbIE HWHQEKUUU MOYEBBICIUTEIBHON CHUCTEMbI, BKJIOYAas OCIOKHEHHBIM WU

HEOCJIOKHEHHBIN MUETOHE(PPUT U CIy4au C COMYTCTBYIOIIEH OakTeprueMuei.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

Bspocnvie
Pexum nosupoBanus npenapata Jopunenem-AJIBIJIC y nanueHToB ¢ HopMasibHON DyHKIIHEH

IIOYEK C YYETOM MOKa3aHMM:
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uHy3ul uHOpy3uu (49) Tepanuu**
BrayTpubonsHuuHas 500 mMr
(HO30KOMUATbHAS]) ITHEBMOHHMS, 1501051 Ka)XKIple 8 4 1 win 4 g* 7-14 nuei**
BKJIIOYas CBsA3aHHYI0 ¢ IBJI 1000 mr
OCIIO)XKHECHHBIC
WHTpaabIOMUHAIIbHBIE 500 mr Ka)XIple 8 4 1 5-14 puen**
nHpeKun
OcnoXxHEeHHbIE UHEKIUH
MOUYEBBIACIUTEILHON CHCTEMEL, 500 mr Ka)XIple 8 4 1 10 mmeir**°
BKJIFOYAs TUEIOHEPpUT

* JI7st nedeHusl MalUeHTOB C HO30KOMHAJIbHON ITHEBMOHHEH PEKOMEHIYIOTCS HH(QY3UH ¢
nosupokoir 500 Mr B Teuenue 1 wyaca. Ilpm Hamuuumm pucka HHGUUUPOBAHHUS MeEHee
qyBCTBUTEIbHBIMI MUKPOOPIaHU3MaMHU PEKOMEHIYIOTCS HH(PY3UU B T€UEHHE 4 4acOB.

Jis1 meyeHrs MalMeHToB ¢ MOBBIIEHHBIM KiupeHcoM kpeatrnarHa (KK) > 150 mur/mMun i (1) ¢
UHQEKIUSIMH, BBI3BAaHHBIMH ~ TI'PAaMOTPHULIATENIHBIMU  HE(EPMEHTHPYIOUIMMH  OaKTEepUsIMHU
(manpumep, Pseudomonas spp. uiu Acinetobacter spp.) pekoMeHIyIOTCsS HHY3UH C T03UPOBKO#
1000 mr B Teuenue 4 4yacos.

Jlns neyeHus MaluMeHTOB CO CPEJHEH CTENEeHbI0 MOYEYHOM HEeAOCTATOYHOCTH PEKOMEHAYHOTCS
uH(y3uu ¢ 103upoBKoit 500 Mr KakJple 8 4acoB, /IS JIEUEHUS MAIMEHTOB C TSXKEION CTENEHBIO
MOYEYHON HEI0CTaTOYHOCTH PEKOMEHAYIOTCS HH(Y3UH ¢ 103upoBKoit 500 Mr kaxkasie 12 yacos.
** JITUTEeIbHOCTh TEpAMK BKIFOUAET BO3MOXHBIHN MEPEX0] Ha COOTBETCTBYIOIIYIO IEPOPAIbHYIO
TEPAIHUIO N10CJIE KAK MUHUMYM 3-JHEBHOW NapeHTEpaIbHON Tepanuy, BbI3BaBLUIEH KIMHUYECKOE
yiydiieHue (Ipu IMepexoie Ha NEepOopalbHYI0 TEpalrio MOXKHO Ha3zHayaTh (TOPXUHOJIOHBI,
NEHULWIINHBI IIUPOKOTO CIIEKTpa AEUCTBUS B KOMOMHAIIMY C KJIaBYJIAaHOBOI KUCJIOTOM, a TaKxkKe
AHTUOMOTHUKY JIF000H (hapMaKoTeparneBTUIECKOM rPyIIb).

° V NanueHToB C COMYTCTBYIOLIEH OakTepueMHeW [UIMTENbHOCTh TEPANUU MOXKET JTOCTUTaTh
14 nuen.

OOblyHast  MPOJOJDKUTENIBHOCTh  JIEYEHHUS  MAIMEHTOB, CTPAJarolIMX  HO30KOMHAIbHOMN
MTHEBMOHMEM, BKIIIOUasi MHEBMOHMIO, cBsi3aHHYt0 ¢ MIBJI, cocraBnser ot 7 go 14 nneil, u nomkHa
3aBHCETh OT TSDKECTH 3a00JIeBaHUS, JIOKAIN3AUN HHPEKIUH ¥ KIMHUYECKOTO OTBETa MalueHTa
Ha jieyeHre. Ha ocHOBaHMM pe3ynbTaToOB KIMHUYECKUX MCCIIEOBAaHUM CelIMaIucTaM B 001acTu
3/[paBOOXPAHEHUS CIEAYyeT PacCMOTPETh BOMPOC 00 YCTAHOBJIEHUU JIUTEIBHOCTH JI€UEHUS

narueHToB ¢ BJI-acconmmpoBanHoii MHEBMOHMEH Ooree 7 AHEH.
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HauueHmbl NnO2HCUTIOC0 803pacma

Y MOXWJIBIX TAITUEHTOB, (YHKIIHS MOYEK KOTOPBIX COOTBETCTBYET MX BO3PACTY, KOPPEKIIHH O3B
He TpeOyercsl.

eTH
bezonacHocTh u 3 dexruBHOCTH Tpenaparta Jopunenem-AJIBUJIC y nereii B Bo3pacte j0 18 et
Ha JaHHBIM MOMEHT HE YCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT (CM. pa3zzein 4.4.).

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmwi ¢ Hapywenuem ynKyuu novex

VY namuentoB ¢ KK > 50 mu/mun He TpeOyercss KOppPEKIHMH J103bl. Y TMAallUeHTOB CO CpeaHei
crenenpio noyeuHoi HepocratoyHocTH (KK ot > 30 mo < 50 mu/MuH) 103a JOopUIIeHEMa T0JKHA
cocTaBiATh 250 Mr kaxkaple 8 4YacoB. Y IMAllMEHTOB C TSOKEJIOW CTEINEHBIO IMOYEYHOM
HenocraroyHoctH (KK ot > 10 mo <30 mu/MuH) mo03a JODKHA paBHATHCA 250 MT KaxKible
12 yacos.

Jnis maneHToB ¢ pekomenyeMoid 10306 1000 Mr kakasie 8 4acos, B Bue 4-4acoBoii HH(y3uH,
MMOYCUHOM

OBITh  TAKXKE

500 mr

7032 JOJDKHA CKOpPpEKTHpOBaHA: TMpPU CPEAHEH CTENEHU

HEOOCTAaTOYHOCTH — KaXXIabIC 8 4acoB, IIpH TSDKEJOH  CTEIIEHH IMOYSYHOM

HenoctaTouHoCTH — 500 Mr kaxkasie 12 yacos.

Tayuenmol, Haxooswuecs Ha ouaiuse

PeKOMeHI[aIII/II/I o OO3UPOBAHHIO AOPUIICHEMA Y MAUMCHTOB, HaXOAANIUXCA Ha I[J'IHTGJ'ILHOﬁ

3aMECTUTEILHON MOYEYHOM TCpaIruu, NpuBCACHLI B Ta6n1/1ue.

JlnmurenpHas O1ieHEeHHbIN Jloza Yacrorta Bpewms Jloctuxenue
3aMECTUTENIbHAs KK BRenieHns | uH(y3unt 2 LIEJIEBOT'O
Io4eyHas (MJ1/MUR) ITOKa3aTest
Tepanus (MUHUMAJTEHAS
MHTUOMpYIoIast
KOHIICHTpaIus
(MHUK))
[IponomxurenbHas
Kaxble
BEHO-BEHO3Has <30 ma/mun | 250 Mr 4y <1 MKr/mn
1249
reMouIbTpaLus
[IponomxurenbHas
Kaxble
BEHO-BEHO3Has <5wmn/mun | 250 mr 4y <1 MKr/mn
124
reMoauapuIbTpausl
[TponomxurenbHas KaXKbIe
5-30 ma/mua | 500 Mr 4y <1 MKT/™MIT
BEHO-BEHO3HAA 124
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

1V nanmenTOB ¢ OCTpOi MOYEUHON HENOCTATOUHOCTBIO M HAXOASIIMXCS HA JUIATETBHOI
3aMECTUTENIbHON TMOYEeUHOH Tepanuu peKOMEHJyemoe BpeMsi HH(]y3uu cocraBiseT 4 yaca,
YUUTBIBasi BO3MOXHOCTD IOBBIIIEHUSI 3KCTPAPEHAIBHOIO KJIMPEHCa KapOareHeMOB y NAI[UEHTOB
C OCTPOM MOYEUYHOU HETOCTATOYHOCTHIO.

2 V NManMeHTOB ¢ XPOHHYECKUM HapylleHHeM (GyHKIMH MOoYeK ¥ HAXOMAIMXCA Ha JUTHTETbHON
3aMECTHTEIIBHOW IMOYEYHOW Tepaluyd BO3MOXKHO IpoBeAcHue |- wiam 4-4acoBol WH(Y3UH.
CornacHo nanaeiM OK/D]1, uady3us B TeueHre 4 9aCOB MOXKET OBITH OOJIee MPEAMOYTHTEITLHON
JUIL TOTO, YTOOBI MAaKCHMMH3HMPOBATh MPOLIEHTHOE BpPEMs B TEUEHUE HHTEPBaja JTO3UPOBAHMS,
KOrJla KOHLIEHTpalus JAOpPUIIEHEMa B IUIa3ME MPEBHIIIAET MHHHMAIbHYIO WHTHOUPYIOLIYIO
koHueHtpanuto (%T > MHUK). Pekomennanuu 1o no3upoBanuto npu MUK > 1 mr/mi He Obun
YCTAHOBJIEHBl JJI1 JUIUTEIbHOW ITOYEYHONW 3aMECTUTEJIBHOM Tepaluu M3-3a BO3MOXHOTO
HAaKOIJICHHUS JOpHIIEHeMa © MeTabosimTta popuneHeM-M-1. PexoMeHayercs TIIAaTeNbHBIN
MOHHUTOPUHI 0€30MAaCHOCTH JJsi TAIMEHTOB, HAXOISIIMXCS Ha JJIUTEIBHON TOYeYHOU
3aMECTUTENIbHOW TEepamnuu, W3-32 OrPAaHUYECHHBIX KIMHUYECKUX JIAaHHBIX U BO3MOYKHOTO
MOBBILICHUS] CUCTEMHOM AKcro3uiuu gopuneHeM-M-1 merabonuta. B Hacrosiiiee Bpemsi HeT
JOCTaTOYHOM MH(pOpMannu Tt GOPMYITHPOBAHUS PEKOMEHIAIMN IS TAIIMEHTOB, HAXOISIINXCS
Ha ApYruX BUAAX AUaINA3a.

Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu

VY Takux manueHToB He TpeOyeTcss KOPPEKIHUU JO3bI.

WHCTpyKIIMU IO MPUTOTOBICHUIO PACTBOPA U OOpAILEHHUIO C HUM CM. B paszene 6.6.

Cnooco0 nmpuMeHeHus

BuyTtpuBeHHO.
WMHCTpyKIUU 110 IPUTOTOBIIEHUIO JIEKAPCTBEHHOIO IIpenapara nepe IpuMeHEHUEM CM. B paseie

6.6.

4.3. IlpoTuBONOKA3aHUS
e [ uUmepuyyBCTBUTENBHOCTh K JOpPUIIEHEMY WJIM JpYyrUM KapOarmeHemaMm, a Takxke K

OeTa-JIaKTaMHBIM aHTUOUOTUKAM.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHUH
VY nanueHToB, MOJIyyarolux OeTa-JaKTaMHbIe aHTUOMOTHKH, MOTYT BO3HMKAaTh CEPbE3HbIE, a
MHOTJIa U JIeTaJbHbIe peaKluu UIepyyBCTBUTEIbHOCTH (aHadminakTHueckue peakuun). Ilepen

Ha4YaJiIOM JICUCHUA JOPUIICHEMOM ITallMCHTA HeO6XO)II/IMO THIATCIIBHO PACCIIPOCUTE O TOM,

4
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Ha OeTa-JTaKTaMHbIe aHTUOMOTUKH. B ciiydae BOSHUKHOBEHUS PEAKIIUU THIIEPIYBCTBUTEIHHOCTH
Ha JIOPUIICHEM, €r0 HEOOXOIMMO Cpa3y K€ OTMEHHUTh U MPOBECTH COOTBETCTBYIOIEE JICUCHHUE.
CepbesHble peakiuu TUIEepPYyBCTBUTENLHOCTH (aHA(PMIAKTUUECKUN IOK) TPEOYIOT POBEICHUS
HEOTJIOKHOM Teparnuu, BKIIFOYAIOLIeH BBEICHUE TNIFOKOKOPTUKOCTEPOUIOB U MPECCOPHBIX aMUHOB
(oniuHepuH), a TakKe TMPOBEACHUE JPYrUX Mep, BKIIOYAIONINX OKCHTE€HOTEPAIHIo,
BHYTPUBEHHOE BBEJCHHE JKHJIKOCTEH, a Takke, NMpPU HEOOXOIUMOCTH, aHTUTHCTAMHUHHBIX
[pernapaToB, U NOJAepKaHUe MPOXOJIUMOCTH JbIXaTeIbHbIX MyTEH.

Bo Bpems Tepanuu kapbarneHemMaMu, BKJIIOYas JOPUIIEHEM, COOOLIANIOCH O CIIydasx pa3BUTHUS
cynopor (cm. pasgen 4.8). B KIMHMYECKHX HCCICIOBAHMSIX JOpUIICHEMAa CYJOPOTH dYarlie
HAOJIO/TAINCh Y TMAIMEHTOB C HMCXOMHBIMH 33a00JIEBAaHUSMHU ICHTPATHHONW HEPBHOW CHCTEMBI
(THC) (nampumep, HHCYIBT WM CYJOPOKHBIE MPUTIATKU B aHAMHE3€), HApYIICHUAMU (PYHKIIMH
MOYEK U MPU UCIIOJIb30BaHUU /103, IpeBbIaBmuX 500 mr.

[TceBnomemOpano3HbIii kKoauT, Bhi3biBacMbii Clostridium difficile, moxer mosiBisATHCS Kak Ha
dboHE NTUTENHHOTO MPUMEHEHHMs, TaK U dYepe3 2-3 HeNeau IOcCje MPEKpalleHUus JICUCHHUS;
NPOSBISICTCS  AMapeei, JEeMKOLMTO30M, JHMXOpaakoil, OonsMu B  KuBOoTe (MHOTIA
COTPOBOKAAIOIIMMHUCS BbIIETICHUEM C KQJTOBBIMH MaccaMu KPOBH U ciiu3n). [Ipy BO3SHUKHOBEHUU
9THX SBJICHUH B JITKUX CIIy4asx JOCTATOYHO OTMEHBI JICYCHUS W TPUMEHEHUS MOHOOOMEHHBIX
cMOJ (KOJEeCTUpaMHH, KOJECTUIION), B TSDKENBIX CIy4yasX IOKa3aHO BO3MELICHHE IOTepu
KUAKOCTH, DIEKTPOIUTOB W Oenka, Ha3HAUeHHE BAaHKOMUIIMHA BHYTPb WJIM METPOHHUIA30JIa.
Henb3s npuMeHATh JeKapCTBEHHBIE CPEICTBA, TOPMO3SIINE MEPUCTATBTHKY KHIICYHHUKA.
Cnenyer uzberaTh JJIMTEIBHOTO JICUCHUS JOPUIICHEMOM i MPEIOTBPAIICHUS] W30BITOYHOTO
Pa3MHOXCHHSI PE3UCTEHTHBIX K HEMY MHUKPOOPTaHU3MOB.

[lepen mpuMeHeHUEM Mpenapara peKOMEHAYeTCs IPOBECTH 0AaKTePHOJIOTHIECKOE HCCIe0BaHNE.
HeoOxonumMo oToOpaTh COOTBETCTBYIOIIME OOpa3Ilbl IS MPOBENEHUS OaKTEPHUOIOTHYECKOTO
WCCIICJIOBAHMS C TENBIO BBIJICIICHUS BO30yIUTENCH, WX HMICHTU(PUKAIMKA U ONPEICICHHS HX
YYBCTBHTEIHLHOCTH K JOpuTieHeMYy. [IpW OTCYTCTBHM TaKMX JaHHBIX SMITMPHUYCCKHA BHIOOD
MpernapaToB CleyeT MPOBOJUTh HAa OCHOBAHMHM MECTHBIX JMHAEMHUOJIOTHUYECKUX ITaHHBIX U
MECTHOU CTPYKTYPhI UyBCTBUTEILHOCTH MUKPOOPTaHU3MOB.

HHI/ITeHLHaﬂ 3aMCCTHUTCIIbHAA IMOYCYHAadA TCpauia

Ockno3unusi MerabonuTa JopurnieHeM-M-1 'y DanueHTOB, HaXOASIIMXCS Ha JUIMTEIbHOU
3aMECTUTEIbHON MOYEYHON Tepamuu, MOKET ObITh MOHMXKEHA J0 YPOBHA, U KOTOPOrO HET
JaHHBIX 0 0E30MaCHOCTH MPUMEHEHHWs mpernapata in Vivo. J{aHHBII METa0ONUT HE MPOSBISET
MUKpPOOHOJIOTUYECKON aKTUBHOCTH, W Jpyrue BO3MOXHBIE (apmakonoruueckue 3hQexTs

Hen3BeCTHBI. [103TOMY /1Sl MAIIMEHTOB, HAXOASIIMXCS HA JUIUTEIIbHON 3aMECTUTEIIbHOM MTOYEYHOM
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Tepanuu, peKOMEHyeTCs TIIATeIbHbI MOHUTOPUHT . g%&?&f‘“ bHOCTG 0003)

HUBJI-accoyuuposannas nnesmoHusl

HccnenoBanue ¢ y4acTueM MAlUMEHTOB, FOCIUTAIN3UPOBAHHBIX B TEUEHUE HE MEHee 5 IHEM, y
KOTOpbIX  auarHoctupoBana  VBJI-acconmuupoBanHass  NHEBMOHHS, HE  MOATBEPAUIO
3¢ pexkTUBHOCTH 7-THEBHBIX KYpCcOB AopuiieHeMa (1mo 1 r B Buae 4-4acoBbIX HHPY3UI KaKIbIe 8
4acoB) IO CpaBHEHHIO C¢ 10-AHEBHBIMM KypcamMM HMHUIEHEMa-LuiactatuHa (mo 1r B BuIe
1-vacoBbix uH(pYy3uil kaxapie 8 yacoB). OObIYHAS MPOJOIDKUTEIBHOCTD JICUCHHS NAIlMEHTOB C
BHYTpHOOJILHUYHOW IMHEBMOHHMEH, BKiIrovas MBJI-acconmupoBaHHYl0 IMHEBMOHHIO, COCTaBIISCT
7-14 nHeW M ompenensercs CTENEHbIO TSHKECTH 3a00JieBaHUs, JIOKadu3anueil MHQEeKIuu u
KJIMHUYECKUM OTBETOM MAIMEHTa Ha JedeHue (cM. paszaen 4.2).

eTH
[Ipenapar Hopunenem-AJIBIJIC npoTuBonokaszan k IpUMEHEHUIO y IeTel B Bo3pacTte 110 18 ser,

TaK KaK 0€30IacHOCTb U 3(1)(1)6KTI/IBHOCTI> Ha ,HaHHBIfI MOMCHT HE YCTAHOBJICHBI.

4.5. B3aumojeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM NpenaparamMu H JApyrue BH/bI
B3aNMOJAEeHCTBUSA

C opoOeHermmaom

[TpoGeHenn 1 KOHKYpUpYeT € JOPUIIEHEMOM 3a KaHAJBLEBYIO CEKPELHUIO B MOYKAaX U CHHXKAET
MOYEUYHBI KJIUPEHC JopurieHema. [IpoOeHenus yBenIWYWBaeT IUIOMIAAb IO KPUBOU
«koHueHtpanusi-spems» (AUC) nopunenema Ha 75 % W mepHoJl MONTYBBIBEACHHS U3 IUIa3Mbl Ha
53 %. IloaToMy He pPEKOMEHIyeTCs OJHOBPEMEHHO HPUMEHSTh NMPOOEHEUU] M JOPUIICHEM.
JlopuneHem He MHTHOMpPYET OCHOBHBIE M30(EPMEHTHI CUCTEMBbI uToXpoma P450, u mostomy,
CKOpee BCEero, He B3aUMOJAEHUCTBYET ¢ MpenaparaMy, KOTOpble METa0OIU3UPYIOTCS YKa3aHHBIMU
¢depmentamu. JlopurneHeM, cyas MO pe3yiabTaTaM HCCIeIOBaHUA N Vitro, He oOnamaer
CHOCOOHOCTBIO MHIYLIUPOBATh AKTUBHOCTb (DEPMEHTOB.

C BaJIBIIPOEBON KHUCIOTONU

VY 310pOBBIX JOOPOBOJIBLIEB TOPUIIEHEM CHHMKAJ KOHIEHTPALIMIO BAaIbIIPOEBON KUCIIOTHI B IJIa3Me
1o cyorepaneBTuyeckoro 3HayeHus (AUC BanbnpoeBoil KUCIOTHI ObICTPO CHIKANAch Ha 63 %),
4TO TaKXe COorjacyercs C pe3yiabTaTaMH, MOJYYEHHbIMH I JPYTHX KapOareHeMOB.
dapMaKOKMHETHKA JOpUIIEHEMa NpU 3TOM HE HU3MeHsIach. [Ipu OJHOBpPEMEHHOM Ipueme
JOpUIIeHEMa W BAJbIIPOEBOM KHUCJIOTHl WM BajblpoaTa CEMUHATPUS CIIEAyeT HPOBOJIUTH
MOHMTOPHUHI KOHLEHTPALMU MOCIEAHUX U PacCMOTPETh BO3MOXHOCTb HAa3HAYEHUS APYroro

JICUCHUA.
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTALMS

bepemeHHOCTB

HmeroTcst orpaHWYCHHBIE KIMHUYECKUE JAaHHBIC O MPUMEHEHUH JOpUIICHEMa y OepeMEHHBIX
skeHIuH. [loTeHIManbHBIN PUCK JIJIS TUT01a Hen3BecTeH. [Ipu 6epeMeHHOCTH MPUMEHSIIOT TOJIBKO
B Clly4ae, €ClId MpejroyiaraeMas mojib3a Uil MaTepH IPEBBIMIACT MOTEHIUAIBHBIA PUCK IJIS
IJIOJIA.

JlakTanms

[Ipn HEOOXOIUMOCTH MPUMEHEHHUS JAOPUIICHEMAa B MEPHOJI JIAKTAIMH HEOOXOIUMO MPEKPATUTH

TpyaHOEC BCKapMIIMBAHUC.

4.7. Biusine Ha CNOCOOHOCTH YNPABJATH TPAHCINOPTHBIMU CPeICTBAMH M PadoTaTth ¢
MeXaHU3MaMH

HccnenoBanuii 1Mo BIUSHUIO JOpUIIEHEMA HAa CIOCOOHOCTH YIPAaBIATh TPAHCHOPTHBIMU
CpeICTBaMU M 3aHSATUE IPYTUMU MOTCHIIUAIBHO OIMIACHBIMU BUJIAMU ACSITEIBHOCTH, TPEOYIOITUMU
MOBBIIICHHOW KOHIEHTpAIlMd BHUMAHUA M  OBICTPOTHI TICUXOMOTOPHBIX pEaKIHi, He
MPOBOAMIIOCH, HO, YUUTHIBasl MPOQ b O€30MMaCHOCTH Mpernapara U Hanuurue moooyHbIx 3¢ dexTo
CO CTOPOHBI HEPBHOM CHCTEMBI, ClielyeT 0OpaTUTh BHUMAaHKUE HAa BO3MOXKHOE BIIMSHUE Mpernapara

Ha BBINICYKa3aHHBIC (DYHKIIHU.

4.8. Hexkenare/jibHbIE peakKUUU

Pe3roMe HeXeIaTeIbHbIX PEeaKIuid

HexenaTesbpHbIC JISKAPCTBEHHBIC PEAKIIUKM CTPYIIHUPOBAHBI HA OCHOBAHMU CHCTEMHO-OPTaHHBIX
kiaccoB MedDRA. YacToTa HexemaTelIbHbIX PEeaKIHii MPUBECHA B BUIC CICTYIONICH IPpaIallium:
oyeHnb yacmo (> 1/10); wacmo (= 1/100, vo < 1/10); Hewacmo (= 1/1000, o < 1/100); peoxo (=
1/10 000, HO < 1/1000); ouenv peoxo (< 1/10000); wacmoma neuzsecmna (He MOXKET OBITH
OILICHEHA Ha OCHOBE MMEIOIIMXCS TaHHBIX ).

Hnpexyuu u uneasuu

Yacmo: KaHIUI03 CIU3UCTON 000JIOYKH MOJIOCTH PTa, BaTMHAIBHBIN KaHANI03.

Hapywenus co cmoponvl Kpogu u tumgamuueckou cucmemsl

Heuacmo (nepuoo nocmpecucmpayuionHo2o npumeHeHus,). HeHTpONeHU s, TPOMOOITUTOTICHUS.
Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl

Heuacmo: peakuuy runepuyBCTBUTEIBHOCTH (aHA(MIIAKTHUECKHE PEaKIIin);

Ouenb peodko (nepuod nNocmpecucmpayuoHHo20 NPUMeHeHUs). TOKCUYECKUH SIuaepMaibHbIN
HeKposn3, cuHIpoM CtuBeHca-/[)oHCcoHa.

Hapywenus co cmoponvl nepenoti cucmembl
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(NOCNEQCBATENEHOCTE 0003)

Ouenb yacmo: TOJOBHAsS 00JIb;

Yacmoma neuzgecmna™: cynopor.

Hapywenus co cmoponul cocyoos

Yacmo: dnedur.

Kemyoouno-kuuieunvie HapyueHus

Yacmo: TOWIHOTA, AUapes;

Heuacmo: niceBnoMeMOpaHO3HBIN KOJIUT.

Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti

Yacmo: noBBILIEHNE aAKTUBHOCTHU TIEUEHOUHBIX (DEPMEHTOB.

Hapywenus co cmoponbvl Kodtcu 1 nOOKOICHBIX MKAHEl

Yacmo: 3y1, Chillb.

* 00 3TUX peakIHsaX Bpayl cooOman J0OpOBOJIBLHO, HE YKa3bIBasi IPU 3TOM YHCIIO MAIlEHTOB,
MOJTYYAIOLUX JOPUTICHEM, U TTO3TOMY HEBO3MOKHO YCTAHOBUTH UX OTHOCUTEIBHYIO YacTOTY.

COO6III€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O TMOAO03pEBACMBIX HEXKENATSNbHBIX PEAKIHAX IIOCIE PETUCTPAINH
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecrnedeHrs HeMPEepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIuHCKUM pabOTHUKAM pEeKOMEHAYEeTCs
coo0maTte 0 JIOOBIX MOJ03PEBAEMBIX HEKEIATEIBHBIX PEAKIUIX JIEKAPCTBEHHOTO Iperapara
Yyepe3 HAIMOHAJIBHBIE CHCTEMBI COOOMICHUSI O HEXENATENbHBIX PEaKIUAX TOCYJapCTB — YJICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr'0 COI03a.

Poccuiickas ®enepanus

®denepanbHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

Ten.: +7 (800) 550 99 03

OnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»!

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

4.9. Ilepeno3npoBka

CuMITOMBI

Habmronanuch ciiydad MOSIBIEHUS MaIyl0-3pUTEMAaTO3HON CHIMM MpU BBEACHUU JOpUIIETIEMa
BHYTPUBEHHO Kal€JIbHO B J03¢ 2T Kaxaele 8 wyacoB B TedueHue 10-14  ngHei.
[Tanyno-spuremaro3Has cblllb Ipoxoawia B TeueHue 10 qHeil nocie npekpamieHusi IpUuMeHEHus
JIOpUIIEeHEMa.

Jleuenue


mailto:pharm@roszdravnadzor.gov.ru

COOTBETCTEYET 3K li_: __ EPTHOMY OTUETY

ot 29.05.2025 N= 13650

B cinydae mnepemo3wpoBKH CleIyeT MPEKPATUTh ﬁ@ﬁmﬁgﬂﬁ&iﬁml' 'ﬁT:l'Ii)lé):llsl(ig/f'[HTb

MOAEP>KUBAOLLYIO TEPAITHIO JI0 €TI0 IMOJHOTO BBIBEACHUS U3 OPraHU3Ma OYKaAMHU.
[IpoBenenue oOmIeH MOANCPKHUBAIOIIEH CHMITOMATUYECKOM  TEpamuy, BKIIOYAOLICH
MOHUTOPHUHT OCHOBHBIX (DHU3HOJOTHUUECKHX IIOKa3aTeie M HaOII0JIeHWe 3a KIMHHUYECKUM
COCTOSIHMEM TaiueHTa. [JopuneHeM ynansercs U3 OopraHu3Ma ¢ MOMOIINbI0 TeMOJHAIN3a WIH
JUIMTEIIbHOW 3aMECTUTEIBHOM MTOYEYHOM TEPANIMU, OJHAKO B HACTOSAILEE BPEMS HET JOCTATOYHOMN
uH(popMalui 00 HCIOJB30BAHMH TE€MOAHMANN3a WIH JJIUTEIBHON 3aMECTHTEIBHOW MOYEYHON

Tepanuu Mpy nepe03uPOBKe JOPUIICHEMA.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA
®apMakoTepaneBTUYECKass TpyIa: aHTUOAKTEpUaIbHbIE CpPEJICTBA CHCTEMHOIO JIEHCTBUS;
Ipyrue 6eta-JaKTaMHble aHTUOAKTEpUaIbHbIE CPECTBA; KapOareHEMBI.

Kon ATX: JO1IDHO04

MexaHu3M ASHCTBHUS 1 d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

JlopuneHeM — CUHTETHYECKUN KapOareHEMOBBIH AHTUOMOTUK LIMPOKOTO CIEKTpa IEHCTBUS,
CTPYKTYPHO OJNM3KHUI IpyruM OeTa-TaKTaMHBIM aHTHOMOTHKAM.

JlopunieHeM 00J1a/1aeT BEIPAXKEHHOH aKTUBHOCTBIO IN VItro B OTHOIICHUH a3POOHBIX ¥ aHA3POOHBIX
IPaMIOJIOKHUTENbHBIX M TpaMOTpULATEIbHBIX OakTepuil. [lo cpaBHEHHIO ¢ MMHUIIEHEMOM U
MepOIIeHEeMOM OH B 2-4 pa3a akTHBHee B OTHOIIeHHH Pseudomonas aeruginosa.

Jlopunenem okas3piBaeT OaKTEpUIMIHOE JEHUCTBUE IyTeM HapylleHUs OHOCHHTE3a
OaxTepuaabHOU KJIETOYHOU CTEHKHU. On WHAKTUBUPYET MHOTHE Ba)KHBIE
neHMIWTHH-cBsA3bIBatomue 6enku (IICB), uTo BeAeT k HapylIeHHIO0 CHHTE3a KJIIETOYHOM CTEHKU
OaxTepuii 1 mocienyromei rudenn GakTepuabHbIX KieTok. [lopunenem o6aanaer HanGoIbIIUM
adppunurerom B otHorrenuu I[ICBH Staphylococcus aureus. B kimerkax Escherichia coli u
Pseudomonas aeruginosa mopuneneMm npo4Ho cBsizbiBaeTcs ¢ [ICB, KOTOpbie y4acTBYIOT B
nojep>kxaHu popMbl OaKTepUATbHON KIETKH.

OmneITHI IN Vitro moka3anu, 4To TOPHUIIEHEM C1a00 YrHEeTaeT JISHCTBUE IPYTUX aHTHOMOTHKOB, U,
TaK)Ke, ero JeHCTBUE HE YTHETAETCs IPYTUMH aHTHOUOTHKAMH.

Onucanbl aJINTUBHAS aKTUBHOCTb WUJIM CJIA0BI CHHEPTU3M C aMUKAIIMHOM U JIEBO(IOKCALIMHOM
B OTHoOmIeHWH Pseudomonas aeruginosa, a Takke C JanTOMUIMHOM, JIHHE3OIHJIOM,
71eBO(IOKCAITTHOM M BAHKOMHIIMHOM B OTHOILIEHUU TPaMIIOJIOKUTEIIBHBIX OaKTEpUil.

MexaHan3Mbl PE3UCTECHTHOCTHU

MexaHnu3mMbl PE3UCTEHTHOCTH OakTepuil K JOPUIEHEMY BKIIOYAIOT €ro HHAKTUBAIMIO

(I)epMCHTaMI/I, TUAPOJIU3YOIUMHA Kap6aHeHeMBI, a TaKKC MYTAHTHBIMH WJIA HpI/IO6peTCHHBIMI/I

9



IICh, cHMKEHME NMPOHUIIAEMOCTH HAPYKHOH N

OaKkTepHaIbHBIX KJIETOK. JlopuIieHeM yCTOMYMB K THUAPOIN3Y OOJBIIMHCTBOM OeTa-JaKTamas,
BKJItOUast HNEHULWIIMHA3BI u 1edanocrnopruHassbl, KOTOpBIE BbIpa0aTHIBAIOTCS
PaMIIOJIOKUTEIIBHBIMA U TPaMOTPULIATEIbHBIMU  OAKTEpUSMHU; HCKIIOUYEHUE COCTABJISIOT
OTHOCHUTEIIbHO peikue OeTa-lakTaMasbl, ClIOCOOHbIE THAPOIN30BaTh JOPUIICHEM.
PacnpoctpaneHHOCTh TPHOOPETEHHOIN PE3UCTEHTHOCTH OT/ICJIBHBIX BHIOB MOKET BApbUPOBATh B
pas3HbIX reorpaMuecKux peruoHax U B pa3HOE BpeMs, M TO3TOMY OYEHb MOJIe3Ha HHPOpMAaLUs O
CTPYKTYp€ MECTHOI PE3UCTEHTHOCTH, OCOOCHHO IMPH JICUCHUHU TKENbIX MHpekuuid. B ciaydae
HEO0OXOIUMOCTH clieyeT 00paIiaTbes 3a COBETOM K MUKPOOHOJIOraM: HallpuMep, €CIH CTPYKTypa
MECTHOH PE3MCTEHTHOCTH TAKOBAa, YTO IPUMEHEHHE KOHKPETHOIO Mpenapara, 1o KpaiHel mMepe
IIPY HEKOTOPBIX TUTIAX MH(EKIMH, BBI3HIBACT COMHEHHUSI.

K mopuiieHeMy YyBCTBUTEIILHBI

Obvluno yyscmeumenbHvle 8UObL

['pammoniokutenbHbie  a3poObl:  Enterococcus faecalis, Staphylococcus aureus (mrramMmbi,
YyBCTBUTEIIbHBIC K METHLIWLIMHY), Staphylococcus epidermidis (muramMbl, 4yBCTBUTEIBHBIC K
metuiuinay), Staphylococcus haemolyticus (mrammbl, 4yBCTBUTENbHBIE K METHIMILIHHY),
Streptococcus agalactiae (Bkirouast mrTamMMbl, Pe3UCTEHTHBIE K Makponuaam), Staphylococcus
saprophyticus, Streptococcus intermedius, Streptococcus constellatus, Streptococcus pneumoniae
(BKJTFOYAsl IITaMMBI, PE3UCTEHTHBIC K TICHUIWUIMHY WM 1nedrpuakcony), Streptococcus
pyogenes; Streptococcus viridans (Bkjrouas IITaMMbI, YMEPEHHO YYBCTBUTEJIbHBIC W
PE3UCTEHTHBIE K MEHUIHWUIAHY ).

I'pamoTpuniatensHbie a3poosr: Citrobacter diversus, Citrobacter freundii (Bkmrogast mramMMsi,
HEUyBCTBHUTENBbHBIE K HedTasuaumy), Enterobacter aerogenes, Enterobacter cloacae (Bxrouas
IITAMMBI, HEUyBCTBUTEbHBIE K Hedrasuaumy), Haemophilus influenzae (Bxirodasi mrammer,
POAYIHPYIOIIHE OeTa-TaKTaMasbl, WM PE3UCTCHTHBIC K aMITUIWIINHY IITAMMBI, KOTOPbIE HE
BbIpa0aThIBalOT OeTa-nmakramasbl), Escherichia coli (Bkimrowyas mTamMMmbl, PE3HCTCHTHBIE K
7eBO(MIOKCAIMHY W IITaMMBbI, MPOAYIUPYIOIIHUE OeTa-lakTamasbl PacIIMPEHHOTO CIEKTpa),
Klebsiella pneumoniae* (Bxirouast mrammelr, npoayuupytomue ESBL), Klebsiella oxytoca,
Morganella morganii, Proteus mirabilis (Bxirouas mrammel, npoayuupyrone ESBL), Proteus
vulgaris, Providencia rettgeri. Providencia stuartii, Pseudomonas aeruginosa* (Bkioyast
HITAMMBI, PE3UCTEHTHbIC K edrazuaumy), Salmonella spp., Serratia marcescens (Bkiarouas
HITaAMMbI, HSYYBCTBUTEIIbHBIC K TledTasuaumy), Bubl pona Shigella.

Amnaspo0Osi: Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides uniformis.
Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, Buasr pona

Clostridium,  Peptostreptococcus magnus, Peptostreptococcus micros, Buasl  poja
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Porphyromonas, el pora Prevotella, Sutterella wadsWorhenis— - =/ TEITEHOLTS 0003

Pezucmenmuvie muxpoopeanuzmol

['pammionoxuTenbHbie a’3po0bl: CTaUIOKOKKH, PE3UCTEHTHBIE K METHIMJUIMHY; Enterococcus
faecium.

I'pamoTpuiiaTensHbie a3poObl: Stenotrophomonas maltophilia, Legionella spp.

[TpuoOpereHHyto pe3ancTeHTHOCTH MOTYT UMeTh: Burkholderia cepacia, Acinetobacter baumannii,
Acinetobacter spp., Pseudomonas aeruginosa.

* Bunpl, B OTHOLIEHUH KOTOPBIX JOPUIIEHEM ObLIT aKTUBEH B KJIMHUUYECKUX HCCIIEI0BAHUSX.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouust

KonnenTpanum gopureHemMa B IUIa3Me: CpeJHHE KOHIEHTPAIMU B TUia3Me (MI/J) JopurieHeMa
nocne ogHoi 1-yacoBoit M 4-yacoBoil BHyTpuBeHHON uH(Y3uu 500 Mr u onHON 4-yacoBoi
uH(y3uu 1 T Moka3aHbl HIKE B TaOIHIIE.

CpeZ[HI/Ie KOHILCHTpAaUKU JOPUIICHEMA B IJIa3MCE IMOCJIC BBCACHUA 0I[HOI>1 J03bI

Jo3za u Bpems ot Havana nndy3un (9)
JUTUTEIBHOCTD

uHpy3un

CpenHsisi KOHIIEHTPAIWS B TU1a3Me (Mr/I1)

0,5 1 2 3 4 6 7 8 9
500 MT B

20,2 20,9 6,13 2,69 1,41 0,45 - 0,13 -
TeyeHue 1 9
500 MT B

401 5,70 7,26 8,12 8,53 1,43 0,78 - 0,28
TeyeHue 4
lrBreyenue 4u | 7,80 11,6 15,1 16,9 18,3 2,98 1,66 - 0,55

dapmakokuneTnka ngopurneHeMa (Cmax — MakcuMaibHas KoHIeHTpauus B ruiasme u AUC
ABJISIETCA JIMHEHHON B 1030BOM AuarnazoHe 500 mr-1 r npu BHYTPUBEHHOH MH(Y3UH B TEUCHHE
1 wnu 4 4dacoB. Y MalMeHTOB ¢ HOPMaJbHOM (yHKIMEH MOoYek He OOHApY>KEHO MPHU3HAKOB
KyMYJISILIUU IOpUTIEHEMA 110CIe MHOTOKPATHBIX BHYTPUBEHHBIX HHQY3HM 500 Mr unu 1 1 kaxabie
8 yacoB Ha npoTskeHUH 7-10 nHel. dapMaKOKMHETHKA JOPUIIEHEMA HOCUT JIMHENHBINA XapaKTep
B JuanazoHe 03 S00Mr-2r mnpu  BBEAEGHMM B BHJAE BHYTPHUBEHHOH HH()Y3uu
npofonkuTenbHocThio 1 yac u 500 Mr-1 r npu BHYTpUBEHHON MH(Y3UU MPOIOIKUTEIBHOCTHIO
4 4aca.

dapMaKOKMHETHYECKHUE XapaKTePUCTUKU JIOpUIIEHEMa INpPH OJHOKPATHOM BBEICHUHU (TOCIe

4-qyacoBol HMH(Y3MU) Yy B3POCIBIX C KHCTO3HBIM (PUOPO30M COOTBETCTBYIOT aHAJIOIMYHBIM
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KOHTPOJIMPYEMBIX MCCIIEOBaHUH Oe30macHOCTH U 3()(PEeKTUBHOCTH TOpUIIEHEMA Y MAIIIEHTOB C
KHCTO3HBIM (prrOpo30oM.

Pacopenenenue

Cpennsisi cTeneHb CBA3bIBaHUSA JOpUIIEHEMa ¢ OellkaMH I1a3Mbl cocTaBisiia 8,1 % u He 3aBHcena
OT ero KOHIICHTpAIMK B Tu1azmMe kpoBu. OOBEM pacmpeselieHus: paBeH MpuOIu3uTebHo 16,8 1,
910 ONU3KO K 00bEeMy BHEKJICTOYHOW >KHIKOCTH y ueioBeka (18,2 ). JlopureneM Xoporio
NPOHUKAET B psi TKaHed U OWOJIOTMYECKUX JKUAKOCTEH, HAmpuMep, B TKaHU MAaTKH,
PETPONEPUTOHEATILHYIO KUAKOCTh, TKAHHU MPEICTATEIbHOM KeJe3bl, TKAaHHU KEeTYHOrO MY3bIps U
MO4Y, JOCTUTasl TaM KOHLEHTpauui, npesbimaromux MUK.

Buorpancdhopmariusa

buotpanchopmaiiug gopuneHemMa B MUKPOOHOIOTUYECKU HEAKTUBHBIM META0O0IUT MPOUCXOIUT
NPEUMYIIECTBEHHO MO JCHCTBHEM neruapornentuaasbi-1. In vitro mabmromancss Metaboau3m
JopureHemMa moa neiicteueM uzodepmerToB cuctemMbl CYP450 u npyrux ¢epMeHToB, Kak B
IPUCYTCTBHUH, Tak U B orcyTcTBUU HAJ[D.

DJIMMUHALNS

JlopureHnem 3 TMMUHUPYETCsI B OCHOBHOM [TOYKaMU B HEU3MEHEHHOM BUJIE. Y 3/10pPOBBIX MOJIOBIX
B3pPOCJIBIX CPEJHHUI KOHEYHBIN IEpPHOJ IMOIYBBIBEICHUS JOPUIIEHEMA W3 ILJIa3Mbl COCTaBISET
okoJio 1 yaca, a KIMpeHC U3 IUIa3Mbl paBeH npumepHo 15,9 n/4. CpenHuil moYeuHbI KIMpEHC
cocrapisger 10,3 1/u. BenuumHa >TOro mnokaszaTens, HapsJy €O 3HAYUMBIM CHHKCHHEM
3IIMMUHALIMY TOPUIIEHEMA IIPU €T0 BBEIEHUHU OJTHOBPEMEHHO C MPOOSHULIUAOM, CBUECTEIbCTBYET
0 TOM, 4TO JIOPUIIEHEM MOJBEPraeTcs Kak K’1yOOuKoBOM (pUIbTpalUY, TaK U TOYEYHON CEKPELIUU.
VY 310pOBBIX MOJIOJIBIX B3pOCIBIX, HOMYYUBHIMX OJHY 103y (500 mr) nopunenema, 71 % no3sl
oOHapy’KeH B MOY€E B BUJI€ HEU3MEHEHHOT0 AopurieHeMa 1 15 % — B Bujie MeTaboa1Ta ¢ OTKPHITHIM
KOJIBLIOM COOTBETCTBEHHO. [Tocie BBe1eHNsI MOJIOIBIM 3/I0POBBIM B3pOCIIBIM OJHOH 70351 (500 Mr)
pPaAMOAaKTUBHO MEUEHHOro JopuleHeMa B Kaje Obulo oOHapykeHO MeHee 1 % oOmieit
PaAMOAKTUBHOCTH.

Iloueunasn nedocmamounocmuy

[Tocne BBeaenust ogHoi 10361 (500 mr) mopurnenema manueHTaM c Jerkoit (KK 51-79 mn/mun),
cpenert (KK 31-50 mi/mun) w  1spkenod (KK <30 Mii/MuH)  cTeneHBIO  MOYCYHOU
HenocraroyHoct AUC yBenuumnach cooTBeTcTBeHHO B 1,6 pasza, 2,8 pasa u 5,1 pasa mo
cpasaeHuio ¢ AUC y 310poBbIX Jitojielt ¢ HopManbHOU QyHkImel nouek (KK > 80 mi/mun). [lo3y
JIOpUIIEHEMA CIIElyeT CHUXAaTh y MAalMEHTOB CO CPEAHEHW W TSHKEIOW CTENEeHBIO MOYEYHOM
HEJ0CTaTOYHOCTH.

Ileuenounas neoocmamournocms

12



COOTBETCTEYET 3K li_: __ EPTHOMY OTUETY

ot 29.05.2025 N= 13650

B HacTosiiee BpemMst HET JaHHBIX 0 (apMaKOKHHETHKE ﬂd&/fﬁeﬁ—égrglvﬁ'éﬁ%%'c 'H;_ﬁfi:[li‘elﬁiir';mn

¢ynkunu nedeHu. JlopunenemM npakTUYecKy He MOIBEPraeTcss MeTaboIn3My B TICUEHH, U TIO3TOMY
OperoiaraeTcsi, 4ro HapyleHHe (YHKIUM STOrO0 OpraHa He JO0DKHO BIMATH HA €ro
(bapMaKOKUHETHUKY.

Jluya nodxcunozo eospacma

I[To cpaBHEHHIO C MOJIOBIMU B3POCIBIMH, Yy TOXKMIBIX Jtoaei AUC nopureHema Obliia yBeIn4eHa
Ha 49 %. DTu u3MEeHEeHus: OOBACHSIOT IIaBHBIM 00pa3oM Bo3pacTHhIMU M3MeHeHusMu KK. VY
HOXXWIBIX MAallMEHTOB C HOPMaJbHOM (JUIsl MX Bo3pacTa) (yHKLIMEH IOYeK 103y JOpHIIeHeMa
CHMIKaTb HE HY)KHO.

Ilonosvie paznuuus

VY sxenmmu AUC nopunenema 6buta Ha 13 % Oosbine, yem y My»kuuH. My>KYrHaM | KEHIITHAM
pPEKOMEH/1yeTCsl BBOJIUTh OJJMHAKOBBIE J03bI IOPUIICHEMA.

Pacosas npunaonesxcnocmeo

[Ipu1 mpuMeHeHUH JaHHOTO IpenapaTa Cpear Pa3sHOOOpPa3HBIX PACOBBIX I'PYIIT HE HAOII0AaI0Ch
3HAYUTEIBHOTO PACXOXKICHHUS B KIMPEHCE IOpHIIEHEMA, MO3TOMY KOPPEKTHpPOBATH 03y HE

PCKOMCHAYCTCA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB

OTCyTCTBYIOT.

6.2. HecoBmecTuMOCTD

JlaHHBI NEeKapCTBEHHBINM IMpemapaT He cJeayeT CMEMMUBAaTh C APYTUMHU JIEKapCTBEHHBIMHU
npenaparami, 3a UCKIIOUEHUEM YIOMSIHYTHIX B paszzene 6.6.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

HeBckpoIThI (haakoH

3 rona.

I'0TOBEII pacTBOP

[Tocne noGaBneHWs K TOPOIIKY JOpPUINEHEMA CTEPUIBLHON BOABI i wHBeKnud wm 0,9 %
pacTBopa HaTpUs XJIOpUIa CYCIIEH3UI0 MOKHO XpaHUTh BO (IakoHE B TedeHHe | "aca mepen ee
pa3BeqieHuEeM HH(PY3MOHHBIM PACTBOPOM.

Hwxe B Tabnuile ykazaHbl CpOKHM XpaHEHHUs jJopunieHeMa mocie paspenenus 0,9 % pactBopom
HaTpusl xjopuga wik 5 % pacTBOPOM JEKCTPO3bl B YCIOBHUSAX WX XPAHEHHS MPH KOMHATHOW
TEMIIepaType WU B XOJOAUIIbHUKE.

Xpanenne UH(Y3MOHHBIX PaCTBOPOB, MPUTOTOBICHHBIX Ha 0,9 % pacTBOpe HaTpUs XJIOpUIA WIIN

5 % pacTBOpE AEKCTPO3BI:
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PasGasurets Bpol SR A TOC T5 0003)
Komnartnas temmieparypa 2-8 °C (X0NOaMIbHUK)

0,9 % acTBO HaTpUs

o P P Tp 5 5
XJIopua
5 % pacTBOp IEeKCTPO3BI** 2 5*

* [1ocrne n3BIEYEHUS U3 XOJOAUIBLHUKA HH(Y3UOHHBIN PACTBOP JOJKEH OBITH BBEJICH MAIUEHTY
B TEUEHUE pa3pEIICHHOIO BPEMEHU XpaHEHWsl INpU KOMHATHOM Temneparype. Ilpu 3Tom
CyMMapHO€ BpeMsl XpaHEHMsI pacTBopa B XOJIOAWUJIbHUKE, BPEMs COTpPEBaHMs pacTBopa 10
KOMHATHOW TeMIlepaTypbl U BpeMsl BBEJCHHUS pacTBOpa MNAIMEHTY HE JIOJDKHO MPEBHINIATH B
001I1e# CIOKHOCTH JOITYCTUMOTO BPEMEHH XPAHEHHUSI B XOJIOIUIbHUKE.

** 5 % pacTBOp JEKCTPO3BI HE JOJIKCH UCITOJIb30BATHCS IS BBEICHUS UHPY3UH UTUTEILHOCTHIO
6onee 1 gaca.

Jns coxpaHeHHs] MUKPOOMOJIOTMYECKON YHCTOTHI MPUTOTOBIEHHOTO PacTBOpa €ro Cieayer
UCIIOJIb30BaTh HEMEUICHHO. B ciyyae HeoOX0IMMOCTH XpaHEHHs PacTBOPa OTBETCTBEHHOCTH 3a
COXpaHEHHE MMKPOOHOJIOTMYECKONM YHUCTOTBHI JIEKHUT Ha JMIE, TOTOBALIEM WIM XpaHSILEM
pacTBop.

BoccraHoBneHHBIH pacTBOp: OAHOPOJHAS CYCIEH3US O€loro Wik MOYTH Oenoro IBera ¢
JKEJITOBATBIM OTTEHKOM, CBOOOIHO Mpoxoasimas yepe3 uriry Ne08x40.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B OpUTHMHAIBLHOM ynakoBKe ((hJjlakoH B KapTOHHOM IMadyke) JAJs 3alUThl OT CBETa MpuU
Temneparype He Boie 25°C.

VYcnoBus XpaHeHuUs NOCIe IPUTOTOBIIEHUS JIEKaPCTBEHHOTO Mpernapara cM. B paszaene 6.3.

6.5. Xapakrep u coaepxaHue NEPBUYHOH YIIAKOBKH

ITo 260,7 mr nnu o 521,4 Mr JeKapCTBEHHOTI'O Ipenapara Bo (JIakoHbl BMECTUMOCTBIO 10 M1 nitu
20 mut u3 GecrBeTHOTrO cTekia 1-ro wim 3-ro THAPOTUTHIECKOTO Kilacca.

dakoHbI YKYNOPEHbl MPOOKaMU PE3UHOBBIMHM METUIIMHCKMMHU U3 OpomOyTmikaydyka. [Ipooku
PE3NHOBBIC U3 OPOMOYTHIIKAYydyKa OOKaTHIBAIOT KOJIMAUYKaMH aTFOMUHHUEBBIMU WIIH KOJIMTAYKaMU
ATIOMUHHUEBBIMHU C IJIACTMACCOBOM KPBIIIKON, WJIM KOJIMAYKaMH MOJIMMEPHBIMU YKYTIOPOYHBIMU
3aIENKUBAIOUTUMHUCS TSI METULIMHCKUX (PIIaKOHOB.

Ha xaxapiii ¢y1akoH HaKJIEHBAIOT ITUKETKY CAaMOKJIESIIYIOCS.

ITo 1, 5 wnu 10 pnakonos (o 260,7 Mr unu o 52 1,4 Mr IeKapcTBEHHOTO Mpenapara Bo GIakoHe)
BMECTE C JTUCTKOM-BKJIAJIbIIIIEM TOMEUIAIOT B MMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOKEHUM  HMCIOJb30BAHHOIO

JICKAPCTBEHHOI'O npemapara HJIHN 0TX0/10B, IMOJTYYC€HHbBIX mocJje NPUMCHCHUSA
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J€eKapCTBEHHOI'0 Npenapara u Apyrue MaHuIl V.lmlmn'-ghlﬁe;lllirlt;lﬁlt:)iﬁTEﬂl:'H'-- CTb 0003)

I/IHCTDVKI_[I/II/I 110 IMPUTOTOBJICHHUIO paCTBOpa U 06pameHmo C HUM

Ilpucomosnenue 003wl 500 me pacmeopa 01 ungysuii

C ucnoavsosanuem paakonos, cooeparcawux 250 m2 dopunenema

e Jlnsa mpurortoBieHus 10361 SO0 Mr HEOOXOIUMO MCIOJIB30BaTh COJEP)KUMOE 2 (PIIaKOHOB IO
250 mr.

e B xaxnplii QuiakoH J00aBISIOT 5 MJI CTEPUIIBHOM BOJIBI st uHBbeKImi wim 0,9 % pactBopa
HATpPUSL XJIOPHJIA.

e BusyanbHO MNPOBEPSIOT CYCIEH3WI0O HA HAIW4YME B HEH BHUIAMMBIX I[OCTOPOHHUX YaCTHI]
(maHHas TOTOBAs CYCIEH3Us HE UCTIONIb3YETCs AJIs IPSIMOTO BBEJICHU).

e ToroByr cycrnen3uto (10 mr) mpu MOMOIIM MINPUIIA W UTIBI JOOABISIOT B WH(Y3HOHHBIH
naket, conepxkamuid 100 M 0,9 % pactBopa Hatpust xjopuaa uin S % pacTBopa AEKCTPO3BI,
Y aKKypaTHO MEPEMEIIMBAIOT JI0 MOJTHOTO PACTBOPEHUSI.

C ucnoavzosanuem d)]laKOHOS, CanDJfCClWMX 500 me dopuneHeMa

e Bo ¢nakon nobasnsroT 10 mi crepuiibHOM Boab! Aiist uHbeKuui uiu 0,9 % pactBopa HaTpus
XJIOpUJIA.

e BusyanbHO HpOBEpSIOT CYCIEH3MI0 Ha HajJM4Me B HEW BUAMMBIX MOCTOPOHHHX YACTHII
(maHHas TOTOBas CYCHEH3MUs HE HCIIONIb3YETCs AJIS MIPSIMOTO BBEJICHUS).

e [0OTOByI0O CYCHEH3MIO MpHU MOMOIIM INMNPULA U Wbl J00aBISAIOT B MH(Y3MOHHBIM IaKerT,
comepxkammii 100 ma 0,9 % pactBopa Hatpus xiopuzaa uiau 5 % pacTBopa AEKCTPO3bl, H
aKKypaTHO IEPEMEIINBAIOT /10 TIOJHOIO PACTBOPEHMS.

Ilpuecomosnenue 003vl 250 me pacmeopa 01 unghy3uti (015 nayueHmo8 co cpeonell u msdxceaou

cmenenblo NOYeyHol He0OCMAamo4HOCMu)

C ucnoavzosanuem d)]laKOHOG, COd@DDfCClWLDC 250 me dopuneHeMa

e Bo ¢nakoH 100aBisoT 5 MIT cTepUIbHON BOABI A1 MHBeKIMHA win 0,9 % pacTBopa HaTpus
XJIOpHJIA.

e BusyanbHO NpOBEpSIOT CYCIEH3UI0 Ha HajJMuMe B HEW BUAMMBIX MOCTOPOHHHUX YacCTHII
(1aHHas TOTOBAsI CYCIEH3Us HE MCIIONb3YETCS AJIs IPSIMOTO BBEJICHU).

e [oTOByIO CycClEH3MIO MpPH MOMOINM IINPULIA U WIJIBI JOOABISIIOT B WH(QY3MOHHBIN MaKeT,
congepxkammii 50 M 0,9 % pactBopa Hatpus xjopuaa uiam 5 % pacTtBopa IEKCTPO3bI, H
aKKypaTHO MepeMENIMBAIOT /10 TIOJIHOTO PACTBOPEHHS.

C ucnoavzosanuem aakonos, cooeparcawux 500 m2 dopunenema

e Bo ¢uakon nobasisror 10 M1 crepuiibHOM Boab! 11 uHbeKUui i 0,9 % pactBopa HaTpus
XJIOpHU/a.
e BusyanpbHO NpOBEPSIIOT CYCIIEH3MI0 Ha HaJM4M€ B HEW BUAMMBIX IOCTOPOHHMX YacCTHIL
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TMaHHAs TOTOBAs CYCIICH3US HE UCITONIb3YETAs JIIs nﬁ%’fojﬁs%}:&ﬂﬁ”b""-’ CTb 0003)
( y y

e TOTOBYIO CyCIEH3HMIO TPU MOMOIIM IIMPHUIA U UTIBI JT0OABISIOT B WH(Y3UOHHBIN MaKeT,
conepxammii 100 mn 0,9 % pactBopa Hatpusi xjopujaa wid 5 % pacTBopa JIEKCTPO3bl, U
aKKypaTHO TEpPEMEIIMBAIOT JI0 MOJHOTrO pacTBopeHus. OtOuparoT 55 M pacTBOpa H3
WH(Y3MOHHOTO MTAKeTa ¥ BEIOPACKIBAIOT (B OCTABIIEMCSI 00beMe pacTBOpa coaepskutes 250 mr
JIOpUTICHEMA).

Wu(y3noHHBIE pPacTBOPHI JOpUIIEHEMA BAPBUPYIOT OT MPO3PAYHOr0 U OECIBETHOTO JIO

IPO3PavyHOro U CIIETKa KEJITOBATOrO pacTBOpa. Bo3MokHbIE pa3nuymsi B IBETHOCTH PacTBOpa HE

BJIMSIFOT HA KQ4ECTBO MPOIYKTA.

WH}y31OoHHBII pacTBOp Nepe]] BBEICHUEM BU3YaIbHO IMPOBEPSIOT HA OTCYTCTBUE MEXaHHUECKUX

BKIIFOUCHUH, U TIPH OOHAPYKEHUU TIOCIICTHUX, OTOPAKOBBIBAIOT.

OcobbIe MEpPBI TIPEAOCTOPOKHOCTH IIPH  YHHUYTOXCHHMH HMCIIOJIB30BAHHOI'O IIpfriapara HJIN

OTXO0A0B, ITOJYYCHHBIX ITPHU ITPUMCHCHHUH JICKAPCTBCHHOI'O MIPCIiapara MJin Da6OTBI C HUM

Hewncnonb30BaHHBIN pacTBOp AOPUIICHEMA U APYIrU€ OTXOHbL HCO6XOI[I/IMO YTUIIU3UPOBATL B

COOTBCTCTBHH C MCCTHBIMU ITPpABUJIAMMU.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

000 «AJIBUJIC»

Anpec: 109316, r. MockBa, OctanoBckuii npoes, A. 5/1, ctp. 1, ataxk 6, opuc Ne650
Ten./dakc: +7 (495) 775 71 61

E-mail: pharmacovigilance@alvils.ru, pv@alvils.ru

7.1. IlpeacraBuTe b JepsKaTe/Isi pETHCTPALMOHHOIO YI0CTOBEPEHH S

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO agpPeECy:

Poccniickas @enepanns

000 «AJIBUJIC»

Anpec: 109316, r. MockBa, OctanoBckuii ipoesn, a. 5/1, ctp. 1, ataxk 6, opuc Ne650
Ten./dpaxc: +7 (495) 775 71 61

E-mail;: pharmacovigilance@alvils.ru, pv@alvils.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA
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9. JIATA TIEPBHYHOW PErUCTPATHIU-"“TIOHTREPHKAEHUS

PETUCTPALIUMU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0masi xapakTepucTHKa JekapcTBeHHOTo mnpemnapara Jlopunenem-AJIBUJIC npoctymHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHYECKOTO COr03a B HH(OPMAlMOHHO-

KOMMYHHUKaIMOHHOM cetn «MuTepueT» http://eec.eaeunion.org/.
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