ot 30.10.2023 N= 21853

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7003

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hopunenem Kponodapm, 250 Mr, MOpoIIoK Jyisl MPUTOTOBIICHHS pacTBOpa it HHP Y3t

Hopuneaem Kponodapm, 500 Mr, mopomiok Jyisi IpUroTOBIICHHs pacTBOpa IJist HHQY3Huit

2. KAUECTBEHHBIN U KOJITMYECTBEHHbBIN COCTAB
JelicTBytoliee BEIECTBO: TOPUIICHEM.

Jlopunerem Kpornodapm, 250 Mr, MOPOLIOK I IPUTOTOBJIEHUS pPacTBOPa Uil HHDY3UN

Kaxnpriii haakon cogepxut 250 mr gopurieHema (B BHI€ MOHOTHIPATa).

Jlopunenem Kponodapm, 500 mMr, mopoLIoK i IIPUTCOTOBIEHUS PACTBODA Uil UHDV3UN

Kaxxnprit ¢pakon comepxut S00 Mr qopurieHeMa (B BHIe MOHOTHIpATa).

BcnomorarensHbIE BEIeCTBa OTCYTCTBYIOT.

3. JEKAPCTBEHHAS ®OPMA
[Topoiok AJi MPUTrOTOBIEHUS pacTBOpa A HHPY3UH.

KpI/ICTaJ'IJ'II/I‘-ICCKI/Iﬁ IIOpoHIOK OT 6esoro J0 IIOYTH 0€JI0ro UM CJIErKa )KeJITOBATOrO OBECTA.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat JJopunenem Kponodapm mokazaH Kk NpUMEHEHHIO Y B3POCIBIX B Bo3pacTe OT 18 jer
0pu  MHQPEKINOHHO-BOCIIAIUTENBHBIX  3a00J€BaHMAX, BBI3BAHHBIX YYBCTBUTEIBHBIMU K
JIOpUINIEHEMY MUKPOOPTaHU3MaMHU:

- BHYTpHOOIbHIYHAS (HO30KOMHAIbHAs1) THEBMOHUS, BKJIIOUasi THEBMOHUIO, CBA3aHHYIO C
UCKYCCTBEHHOI BeHTH IsIImMe# jerkux (MBJI);

- OCJIOKHEHHBIE UHTpaaOOMUHATIbHBIE MH(EKINY,;

- OCJIO)KHEHHBbIE MH(EKIUN MOYEBBIJCINUTEIbHON CHCTEMBI, BKJIIOYAs OCJIOKHEHHBIH WU
HEOCJIO’KHEHHBIN MUEeNTOHEPUT U CIIydau ¢ COMYTCTBYIOLIEH OakTepuemMueil.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

Pexum go3upoBaHus

Bspocnvie
Hwxe B Tabnuiie nmokasan peKOMEHIyeMbIi CTIOCO0 IPUMEHEHHUS U 10361 npemnapaTa Jlopurnenem

Kponodapm.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.10.2023 N= 21853

Yactold ~ [ Bpehi #hidyshit | Joii beotTs

H *k
Heperu Alosa uHy3Un (9) Tepanuu

BuyTtpubonsHnyHas

(HO30KOMUATIBHAS)
500 mr mu « .

ITHEBMOHHUS, BKJIIOYAs 1000 KaXanle 8 U 1 nu 4 g4 7-14 nueit

. MT

CBSI3aHHYIO C MICKYCCTBEHHOU

BeHTHIIsIIMEH Jterkux (HMBJI)

OcnoXHEHHBIE
WHTpaadAOMUHATbHBIE 500 mr Ka)kaple 8 4 1 5-14 nueii
nHpeKIu

OcnoxxHeHHbIC HH(DEKITUN
MOYEBLIAEIUTEIHLHON ek
500 mr KaXanle 8 U 1 10 mueir” 8
CHCTEMBI, BKJIFOYas

UeIoHE)PUT

IIpumeyanusi.

* — Jlns nedeHus] MAIMEHTOB C HO30KOMHAIIBHOW IMTHEBMOHHEW PEKOMEHIYIOTCS MH(QY3UH C
nosupoBkord 500 mr B Teuenume 1 uw. Ilpm HammuMum pucka WHQHUIMPOBAHUS MeEHeEe
YyBCTBUTEILHBIMH MUKPOOPTaHU3MAaMU PEKOMEHIYIOTCS HH(PY3UU B T€UCHHE 4 U.

Jly1st neyeHus MalyueHTOoB C MOBBIIEHHBIM KiupeHcoM kpeatunuHa (CrCl) >150 mu/mun) wnu (1)
¢ uHGEKUMUSIMH, BBI3BAHHBIMH TPaAMOTPHUIATENbHBIMU HEe()EPMEHTHPYIOIIMMHU OaKTepUSIMU
(manpumep, Pseudomonas spp. uiu Acinetobacter spp.) pekoMeHIYIOTCsSI HHPY3UH C T03HPOBKO
1000 mr B Teuenue 4 u.

Jns nedeHuss NalMEHTOB CO CPEAHEN CTEIEHBIO MOYEYHOM HEAOCTATOYHOCTH PEKOMEHIYIOTCS
uHy3un ¢ no3upoBkoi 500 Mr kaxkaple § 4, U JICYCHUS MAIMEHTOB C TSHKEJIOW CTENEHBIO
MOYEYHON HEJOCTATOYHOCTH PEKOMEHAYI0TCs MH(pYy3uu ¢ 1o3upoBkoit 500 mr kaxasie 12 4.

** — JIIUTEeNbHOCTh TEpanuM BKIIOYAET BO3MOXKHBIA IE€peX0J]] Ha COOTBETCTBYIOIIYIO
NEepOpabHYIO TEPAIUIO TOCe Kak MUHUMYM 3-THEBHOW MapeHTepaTbHON TEpanuu, BhI3BaBIIEH
KJIMHUYECKOe YiydlleHHe (Ipu TMepexoje Ha MepopalbHYI Tepalnuio MOKHO Ha3HadaTh
(TOPXUHONOHBI, TEHUIIWUIMHBI IUPOKOTO CHEKTpa ACHCTBHUS B KOMOWHAIIMU C KJIaBYJIaHOBOM
KHCJIOTOH, a TaK)Ke aHTUOMOTHKH JIF000H (hapMaKoTeparneBTUHIECKOM rPyIIIbI).

§ — ¥V nauueHTOB ¢ comyTCTBYIOIIEH OakTepueMueil IIMTENbHOCTh TEPATUN MOXET JOCTUraTh
14 nueit.

OOblyHast  MPOJOJKUTENIBHOCTh  JICUEHUS  MAIMEHTOB, CTPaJalolIMX  HO30KOMHAJIbHOU
ITHEBMOHMEM, BKJII0Yasl THEBMOHUIO, CBA3aHHYIO C HCKYCCTBEHHOM BeHTUsiuel nerkux (MBJI),
coctaBisieT oT 7 10 14 nHel, W J0DKHA 3aBUCETh OT TSDKECTH 3a00JIeBaHUS, JOKaIM3alluu
MHQEKIMN ¥ KIMHUYECKOrO OTBETa MaleHTa Ha JjedeHue (cMm. pasgen 4.4). Ilo maHHBIM
uccinenosanus |1 ¢ha3sl He ynanock nokazarh, YTO 7-AHEBHBIN Kypc Tepanuu gopurneHemMom (1 r
B BUjie 4-4acoBbIX MH(Y3UN Kax/ple 8 1) He ycTynaer o cBoer apdexkruBHocTH 10-1HEBHOMY
Kypcy UMuIeHeMa-1iuiactatuta (mo 1 r B Buje 1-4yacoBeIX MHGY3UH Kaxkable 8 1) MpH JeYSHUN
NAIMEHTOB C MTHEBMOHUEN, CBA3aHHON C MCKYCCTBEHHOW BEHTHIALMEN serkux. Ha ocHoBaHumM

PE3YIbTATOB MJAHHOI'0 HCCICAOBAHUA CICOHUAINCTaAM B obnactu 3ApaBOOXPAHCHUSA CJIICAYET
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COOTBETCTBYET 3KCNEPTHO
ot 30.10.2023 N= 2185

pPaccMOTPETh BONPOC 00 YCTaHOBJICHHU urenpHOCT- Vetetart | Hdferros” & 'FIBII-

MY OTUETY

ACCOLIMMPOBAHHON MTHEBMOHUEH Oosee 7 THEH.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

Y ManuMeHToB ¢ KIMPEHCOM KpeaTuHUHa >50 Mi/MUH He TpeOyercss KOppEeKUUU I03bl. Y
MAlMEHTOB CO CPEHEH CTENEHBI0 MOYEYHOM HEIOCTATOUHOCTH (KIMPEHC KpeaTuHruHa oT >30 10
<50 mi1/MUH) 1032 TopUTIeHEMA JOIHKHA COCTABIATH 250 Mr Kaxapie 8 4. Y TaIMeHTOB ¢ TSDKeIon
CTEMEHbIO MOYEYHON HEIOCTAaTOYHOCTH (KIupeHC KpeatuHMHa oT >10 mo <30 mu/MuH) mo3a
JIOJbKHA paBHATHCA 250 Mr kaxasie 12 4.

Jlist marueHToB ¢ pekoMeHayeMoit 1o3oi 1000 Mr kaxeie 8 4, B Bue 4-4acoBOi HH(Y3HH, 1032
JIOJDKHA OBITHh TaK)Ke CKOPPEKTHPOBAHA: MPHU CPEAHEH CTENEeHH MOYEUHON HEIOCTATOYHOCTH —
500 Mr kaxxapie 8 4, MPU TSHKEIOM CTENEHH MoYeuyHOM HenocTaTtouyHOCTH — 500 Mr kaxkabie 12 4.
Tayuenmsi, HaxoOawuecs Ha ouanuze

Pekomennmanuu mo go3mpoBaHuio npenapara Jlopumenem KponodapMm y manueHTos,

HaxXoaaIIuXCsa Ha IlJII/ITCJII:HOﬁ 3aMECTUTEIILHOMN IMOYCTHOM TCpaIiu, NpuBCACHLI B Ta6JH/IIIC

JlocTrxkeHue
LIEIIEBOTO
JlmuTenpHast . [IOKa3aTes
OueHeHHbIN Yacrora Bpems
3aMeCTUTEIbLHAs JHo3za 26 | (MMHUManbHas
CrCl BBeZICHUs | HHpY3UH
MoveyHas Tepanus WHTUOUpYIOIas
KOHIICHTpAIus,
MUK)
[IponomxurenbHas
BEHO-BEHO3HAas <30 mu/mMmuu | 250 Mr | kaxnaele 12 44 < 1 MKr/mMi
reMoUIbTpaLus
[IponomxurensHas
BEHO-BEHO3HAast
< 5 mi/MHUH 250 mr | xaxnaeie 12 4 44 < 1 Mxr/mn
reMoauagpuiIbTpa-
st
[IponomxurenbHas
BCHO-BEHO3HAas
5-30 mu/mue | 500 mr | xaxzaele 12 4 44 < 1 MKr/mMi
reMoauapuIbTpa-
st
IIpumeuanus.

¥ — V manueHToB C OCTPOW IMOYEYHON HEAOCTATOYHOCTHIO M HAXOMISAIMIMXCS Ha JTUTEIBHOU
3aMECTHTEIIBHON MTOYEUHOH Teparnu PEKOMEHTyeMOoe BpeMs HH(PY3UH COCTABISIET 4 U, yUUTHIBAs
BO3MO>XHOCTh TIOBBIIICHUS SKCTPApEeHATBHOIO KIUPEHCa KapOarnmeHeMoB y MallueHTOB C OCTPOit
MMOYEYHOH HEJTOCTATOYHOCTHIO.

® _V manueHTos ¢ XPOHUYECKUM HapylIeHHEeM (PYHKIIMH MOYeK U HAXOMISIIUXCS Ha ITUTETbHOM
3aMECTUTENHbHON MOYEYHOW TEepamuyd BO3MOXKHO TMpoBelneHue |- uiam 4-4acoBOl HH(Y3HH.
Cormnacao nanabiM OK/D]], nady3us B TeueHne 4 4 MOKeT ObITh 00JIee TPEAMOYTHTEITHHON ISt
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COOTBETCTBYET 3KCNEPTHO
ot 30.10.2023 N= 21

TOTO, YTOOBI MAaKCHMH3UPOBAThH MPOIICHTHOE BPEMs B fﬂlgﬁ;lg%%ﬁ%ﬁ%ﬁ_ﬂogﬁ%ﬂj%ma

MY OTUETY

KOHIIGHTpalusi JIOpUIIEHEMa B IUIa3M€ MPEBbIIACT MHUHUMAIbHYIO HHTHOUPYIOUIYIO
koHuentpauuto (%T > MUK). Pexomennanuu no nosuposanuto npu MUK >1 mr/mn ve Obutu
YCTaHOBJIEHBI JUIS JUIMTEIIBHOM II0YEYHOM 3aMECTUTENIBHOW TEpalMh H3-3a BO3MOXKHOIO
HAKOIJICHUs JOpHIIeHeMa H MeTabosnrta popuneHeM-M-1. PexoMeHayeTcs TIIAaTENbHBIN
MOHUTOPUHI 0€30IIaCHOCTU JJI MAalMEHTOB, HAXOIAIIMXCS Ha JAJIUTEIbHOH IOYEeYHOH
3aMECTUTENIBHOM TepanuM, H3-32 OrPAHUYCHHBIX KIMHUYECKMX JaHHBIX M BO3MOXKHOI'O
HOBBIIIEHUS] CUCTEMHON SKCHo3uuuu aopuneHeM-M-1 merabonura. B Hacrtosiiee Bpemsi HeT
JOCTAaTOYHOM MHpopManuu Juist GopMyIMPOBAHUS PEKOMEHJALMM 1JIs TAIMEHTOB, HAXOIAIUXCSI
Ha JPYruX BUAAX JUAJINA3A.

Tooicunvle nayuenmul
VY NOXUJIBIX TAIIMEHTOB, (PYHKIUS MOYEK KOTOPBIX COOTBETCTBYET UX BO3PACTY, KOPPEKIIUHU 103bI
He TpedyeTcsl.
Tayuenmoi ¢ napywienuem yHKyuu neveHu
VY Takux ManueHTOB HEe TPEOYEeTCsI KOPPEKIIUH JT03BI.

eTH
bezonacHocts u 3¢ dextuBHOCTH Npenapara JJopunenem Kponodapm y aereit B Bozpacre ot 0 10
18 net He ycTaHOBIEHBI. J[aHHBIE OTCYTCTBYIOT.
[Mpenapar Jopunenem Kponodapm He ciienyer Ha3Ha4aTh (IPUMEHSATH) Yy eTel B Bo3pacte oT
1o 18 ner.

Cnoco6 IIPUMCHCHUA

BuyTtpuBeHHO.

Wn¢ysus npoBoautcs B Teuenue 1 umm 4 gacos.

WMHCTpYKIIMK 110 TPUTOTOBIICHHIO JIEKAPCTBEHHOTO TIpenapaTa nepej IpuMeHEeHHEM CM. B pasjene 6.6.

4.3. IlpoTuBONOKa3aHUS

— T'unepuyBCTBUTENBHOCTh K JOPHUIIEHEMY WIM JAPYIMM KapOameHemaM, a Takxke K Oeta-
JaKTaMHBIM aHTHOMOTHKAM.

4.4. Oco0ble yka3aHus U MepbI MIPeJ0CTOPOKHOCTH NMPHU NPUMEHEeHHUH

VY nanueHToB, MOJy4aromuX OeTa-JlakTaMHble aHTHOMOTHKH, MOTYT BO3HHKATh CEpbE3HBIE, a

MHOTJIa U JIeTaJbHbIE PEaKlUy TUNepyyBCTBUTENbHOCTH (aHadumakTuueckue peakuun). [lepen

HAyaJoM JICYEHHUs JOPUIIEHEMOM TalMeHTa HEOOXOAMMO TIIATEIbHO PACCIPOCUTH O TOM,

HaOJII01aJIHCh JIM y HETO paHee PeaKIMK TUNepuyBCTBUTEIBHOCTH HA Ipyrue KapOaneHeMbl HIn

Ha OeTa-JaKkTaMHble aHTUOMOTUKU. B cilydae BOSHUKHOBEHUS peakluy rUIepYyBCTBUTEILHOCTH

Ha JIOPUIIEHEM €ro HEOOXOIUMO Cpa3y e OTMEHHUTh M IMPOBECTH COOTBETCTBYIOLIEE JICUEHHUE.

Cepbe3Hble peaklMy TUIEPYYBCTBUTEIBHOCTH (aHA(UIAKTUUECKUH MIOK) TpeOyloT MpOBEeIeHUs

HEOTJIOKHOM TepaIny, BKIFOUYAIOLIEH BBEIEHUE INIFOKOKOPTUKOCTEPOUIOB U IIPECCOPHBIX AMUHOB

(oiuHedpuH), a TakXKe TMPOBEIEHUE JPYruX Mep, BKIIOYAIONIMX OKCHI€HOTEpaIHuio,
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COOTBETCTBYET 3KCT EF'TH OMY OTHETY

oT _'|_| 1 U 22 -'
BHYTPMBEHHOE BBEICHUE J>XUAKOCTEW, a TaKke, npirﬂ ;Ie-o%ggzmﬁ)rﬁgﬁ_l I:ﬁff'prr-ll:lc‘réwfrz'lﬁhmx

IIPENapaToB, U NOAAEPKAHUE TPOXOAUMOCTH JbIXaTEIbHBIX IIyTEH.

Bo Bpems Tepanuu kapOarmeHeMamH, BKIIIOYas JOPHUIIEHEM, COOOLIATIOCh O CIIydasiX Pa3BUTHS
cynopor (cMm. pasgen 4.8). B KIMHMYECKMX HCCIEIOBaHMSX JAOpUIIEHEMA CYJOpPOrM 4valle
HaOJII0AaIMCh y NAllMEHTOB C MCXOJHBIMHU 3a00JE€BaHMUAMHU LIEHTPAJIBHOH HEPBHOM CHUCTEMBbI
(IHC) (mampumep, MHCYIBT WM CYJOPOKHbBIE TPUIIAJIKH B aHAMHE3E), HApYIIEHUSAMH (YHKIUU
IIOYEK U IIPU UCII0JIb30BAHUU 103, IpeBblaBmuX 500 mr.

[TceBmomemOpano3ubiii KoauT, Bei3biBacMbiii Clostridium difficile, moxer mosBisThCS Kak Ha
(GoHE UINTENIBHOTO NPUMEHEHMs, TaKk M 4Yepe3 2—3 HeJeNlu Iocie MPEeKpalleHHs JIeUEHUS;
OpPOSIBIIIETCS  IUapeei, JIEHKOIMTO30M, JUXOpPAAKOH, OojsiMH B JKMBOTE (MHOT/A
COIPOBOKAAOIIMMHUCS BbIIEJICHUEM C KQJIOBBIMU MaccaMu KpOBHU U ciu3n). [Ipy BO3HUKHOBEHUHN
9THUX SIBIEHUH B JIETKUX CIIydasX JOCTATOYHO OTMEHBI JICUYEHUS U NPUMEHEHUS HOHOOOMEHHbIX
CcMOJ (KOJECTUPAMUH, KOJIECTHIION), B TSDKENBIX CIIydasX IIOKa3aHO BO3MEILEHUE NOoTepu
KHUJIKOCTH, DJIEKTPOJMTOB M Oeyika, Ha3HAYCHHE BAaHKOMHUIMHA BHYTPbh WJIM METPOHHKIA30Ja.
Henb3a npuMeHsITh 1€KapCTBEHHBIE CPEACTBA, TOPMO3SALINE IEPUCTAIBTUKY KUIIECYHUKA.
Crnenyer m3beraTh AJUTEIBHOIO JIEUCHMs JOPUIIEHEMOM JJsl NPEAOTBPALICHUs H30BITOYHOTO
Pa3sMHOXKEHUSI PE3UCTEHTHBIX K HEMY MUKPOOPIaHU3MOB.

[lepen nprMeHeHueEM npenapara peKOMEHAYETCsl IPOBECTH 0AKTEPHOJIOTHUECKOE CCIIE0BAHNUE.
Heo6xoanMo 0TOOpaTh COOTBETCTBYIOMIME OOPA3Ibl JJS MPOBEACHHUS OaKTEPHUOJIOTHYECKOTO
UCCIIEIOBaHMs C 1IEJIbI0 BBIACTICHUS BO30yAMTENeH, MX HACHTU(UKALMU U OIpeNeeHUs] HX
YyBCTBUTEIBHOCTH K JopuneHemy. IIpu OTCYTCTBMM TakMX HaHHBIX SMIMPHYECKU BbIOOp
[IPEnapaToB ClEAyeT MPOBOJUTh HAa OCHOBAaHMM MECTHBIX JMHAEMUOJIOTUYECKUX IaHHBIX U
MECTHOM CTPYKTYpbl UyBCTBUTEIBHOCTH MUKPOOPTIaHU3MOB.

JUinTenpHas 3aMeCTUTEIbHAS TOUCUHAs Tepanus

Ockno3unust MeTtabonuta jgopuneHeM-M-1 y DanuMeHTOB, HAXOJAIIMXCS Ha JUIMTENbHOU
3aMECTUTEIbHON MOYEYHOU Tepamnuu, MOXKET OBbITh MOHM)KEHA O YPOBHS, JUISI KOTOPOIO HET
JIAHHBIX 0 0E30MaCHOCTH TPUMEHEHHUs mpemapara in Vivo. J[aHHBI METa0ONUT HE MPOSBISET
MHUKPOOHOJIIOTUYECKON aKTMBHOCTH, M JIpyrHe€ BO3MOXKHBIE (hapMakoJorudyeckue 3PQPeKTsl
Heu3BecTHBI. [[03TOMY 1J1 MaleHTOB, HAXOASIMXCS Ha JJIMTEIBHON 3aMECTUTEILHON [TOYEYHON
Tepanuu, peKOMEHYeTCs TIIATeIbHbI MOHUTOPUHT MTOOOYHBIX 3P PEKTOB.

NBJI-accounupoBaHHasl THEBMOHUS

HccnenoBanue ¢ y4acTueM NAlUMEHTOB, FOCIUTAIN3UPOBAHHBIX B TEUEHHUE HE MEHee 5 OHEM, y
KOTOpBIX  auarHoctupoBaHa  MBJl-acconuupoBaHHass  IHEBMOHMs, HE  MOATBEPIUIO
3¢ (HEeKTUBHOCTH 7-THEBHBIX KypcoB jaopuneHeMa (o 1 r B Bujae 4 4acoBbIX MH(DY3UN KaxKIble

8 1) mo cpaBHeHUIO ¢ 10-THEBHBIMU KypcaMH UMUIIEHEMa-1IUIacTaTuHa (1o 1 r B Buae 1-4acoBbIX
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COOTBETCTBYET 3KI
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nH}y3uit kaxapie 8 4). OObIYHAS TPOIODKUTEITBHOCTh Héqé_ﬂl;b;l%ﬂg}ngggEﬁg’Tf?PI@J‘IIBHI/r‘iHOI/I

nHeBMOHMEH, Bkiouas lBJl-acconumpoBaHHyr0 NHEBMOHHIO, cocTaBisieT 7—14 nHel u
OTIpENIeNIIeTCSl CTETEHBI0 THKECTH 3a00JIeBaHUS, JIOKAIM3alued HH()EKIMA U KIMHUYECKUM
OTBETOM IAIlMEHTa Ha JieueHue (cM. pazaen 4.2).

4.5. B3amMmopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBIMH INpenapaTtaMM M JApyrue BH/AbI
B3aUMO/eHCTBUSA

[TpoGeHenn 1 KOHKYpUpyeT ¢ AOPUIIEHEMOM 3a KaHAJBLEBYIO CEKPELHUIO B MOYKAaX U CHHUXKAET
noueyHbl knupeHc nopuneHema. lIpobeneuunn yBenuuuBaer AUC nmopumnenema Ha 75 % u
nepuoj MoyyBeIBeleHUss U3 Iuia3mbl Ha 53 %. [loaToMy He peKOMEHIyeTcsi OJHOBPEMEHHO
IPUMEHSTH POOCHEIUT U IOPUTICHEM.

JlopuneHeM He MHrHOHMpYET OCHOBHBIE M30(EPMEHTHI cUCTeMbI LuToxpoMa P450, u mosromy,
CKOpee BCEero, He B3aUMOJACHCTBYET ¢ MpernaparaMu, KOTOpble METabOIU3UPYIOTCS YKa3aHHBIMU
depmentamu. JlopureHeM, Cyas IO pe3yibTaTaM HCCIeqOBaHWi IN Vitro, He oOmamgaeT
CIOCOOHOCTBIO MHIYLIUPOBATh aKTUBHOCTH (DEPMEHTOB.

VY 310pOBBIX JOOPOBOJIBLIEB TOPUTICHEM CHUKAJI KOHIICHTPAILIMIO BAJILIIPOSBON KHCIIOTHI B IJIa3Me
1o cyorepaneBTruueckoro 3HaueHus (AUC BaibIpoeBoi KUCIOTHI OBICTPO CHUXaNach Ha 63 %),
YTO TaKXe Ccorjacyerca ¢ pe3yiabTaTaMH, I[OJYYeHHBIMH [UIs JAPYrUX KapOaneHeMoB.
dapMaKOKMHETHKA JOpUIIEHEMa MpU ITOM HE HU3MeHsIach. [Ipu OJHOBpEeMEHHOM Ipueme
JIOpUIIEHEMa W BAJIbIIPOEBOM KHUCIOTHl WJIM BajblpoaTa CEMUHATPUS CIEAYET HPOBOJIUTH
MOHMTOPHUHI KOHUEHTPALMU MOCIEAHUX U PAacCMOTPETh BO3MOXHOCTb HA3HAYEHUS APYroro
JICYEHUS.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTH U JIAKTALMSA

bepeMeHHOCTB

HmeroTcs orpaHuueHHblE KIMHUYECKHE JAaHHBIE O MPUMEHEHHM JOpUIleHeMa y OepeMEeHHBIX
xeHIMH. [loTeHnmanbHbIi pucK A 1012 Heu3BecTeH. [Ipu 6epeMeHHOCTH IPUMEHSIIOT TOJIBKO
B Cyyae, €ciiu IpeJroyiaraeMasi mojb3a JUisl MaTepu MpPEBBILIACT MOTEHIUAIbHBIN PUCK IS
wioja.

JlakTanus

[Tpr HeoOXOAMMOCTH MPUMEHEHHsI JIOpUIICHEMA B MEPHUOJ JIAKTallMM HEOOXOIUMO MPEKPaTHTh
Ipy/AHOE BCKapMIIMBAaHUE.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeJCcTBaMU U padorath ¢
MeXaHHU3MaMH

HccnenoBanuii 1Mo BIUSHHUIO JIOPUIIEHEMA Ha CIIOCOOHOCTH YNPAaBIATh TPAaHCHOPTHBIMU
CpEICTBAMU U 3aHATHE IPYTUMH MOTEHIIUAIBHO OMACHBIMU BUAAMHU AESITENbHOCTH, TPEOYIOLTUMU

MMOBBIIIIEHHOM KOHIOCHTpAallMKM BHHUMAHUA U 6I)ICTpOTI)I IICUXOMOTOPHBIX peaKHI/II\/’I, HE
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COOTBETCTBYET 3KCNEPTHO
ot 30.10.2023 N= 21

MIPOBOJIUIIOCH, HO, YUUTHIBast PO IIh 0€30MaCHOCTH Hp%%&&%ﬁﬁJ@%H&H&E 5@&&@03

MY OTUETY

CO CTOPOHBI HEPBHOU CHCTEMBI, CJIeyeT 0OpaTUTh BHUMaHHE Ha BO3MOKHOE BIIMSHUE Ipernapara
HAa BBIIICYKa3aHHBIC (DYHKIIHU.
4.8. HexxesaTesIbHbIE peaKIHUU

Pe3ioMe HexxenaTeabHbIX PEAKIINN

HexxenarenbHble peakyy MPEICTaBICHBl B COOTBETCTBUU C MOPaKEHHEM OPraHOB M CUCTEM
OpraHoB B TIOCJIEJOBAaTEIILHOCTH MEAMIMHCKOTO CIIOBaps Ui HOPMAaTHBHO-TIPABOBOM
nesrenbHocTH (MedDRA). Yacrora BO3HMKHOBEHHUS pacHpeAessulach B COOTBETCTBHU CO
CJICYIOIMMH KaTeropusMu: odeHb yacto (>1/10), gacto (>1/100, Ho <1/10), mHeuacto (>1/1000,
HO <1/100), peaxo (>1/10000, vo <1/1000), ouens penko (<1/10000), gacrora HensBecTHa (Ha
OCHOBAHHHU UMEIOIIUXCS TAHHBIX OI[CHUTh HEBO3MOKHO).

Hngpexyuu u uneasuu. 4acTo — KaHAMJO03 CIU3UCTONH OOOJIOUKM IOJIOCTU PTA, BarMHAJIbHBIN
KaHAMJ03.

Hapywenus co cmopoHnvl Kposu u Jaum@amuyeckou cucmemvl: HEIACTO — HEHUTPOIICHUS,
TPOMOOIIUTOTICHHUSI.

Hapywenusa co cmoponbt ummynHou cucmemyvl: HEYaCTO — PEAKLMUU TMIIEPUYBCTBUTEIILHOCTH
(aHaUIAKTUYECKHUE PEAKIIIH ).

Hapywenus co cmoponwt HepeHOTi CUCHEeMbl. 09eHb YacTO — FOJIOBHAs OOITb; YaCTOTA HEU3BECTHA
— CyZIOpOTH.

Hapywenus co cmoponul cocy0os: 4acto — (iedurT.

Kenyoouno-kuweunvle Hapyuienus: 4acTo — TOUIHOTA, AUapes; HeUYacTo — CeBAOMEMOPaHO3HBIN
KOJIUT.

Hapywenus co cmopoHbl neyenu u sHcenueblo0aujux nymetl: 9acTo — MOBBIIICHUE aKTUBHOCTH
NEUYEHOYHBIX (DEPMEHTOB.

Hapywenus co cmopoHvl Kodcu U NOOKOJNCHbIX MKAHell: 9acTO — 3Yy[, Cblllb, OYE€Hb PEIKO —
TOKCHUYECKHH 3MuepMaibHblii HEKpoau3, cuHipoM CtuBeHca-/[)KoHCOHa.

[Tpumeuanue: * — OO0 3TUX peakUUsaX Bpayd coOOIaIu AOOPOBOJILHO, HE yKa3biBas IPU 3TOM
YHUCIO NAlMEeHTOB, MOJYYaBIIMX JOPUIEHEM, M TIO03TOMY HEBO3MOXHO YCTaHOBUTh HX
OTHOCHUTEJIbHYIO YacTOTY.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6HIaTB 0 MOAO3PCBACMBIX HEKEIATCIbHBIX PCAKIHAX ITOCIIC pErUCTpallvu Iperapara C
OCIIBIO obecneueHus HCTIPECPBLIBHOI'O MOHHUTOPHUHIAa COOTHOLICHUSA  «II0JIb3a — PHCK»
JICKApCTBCHHOT'O IIpCriapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6IJ_I8.TB 0 JIOOBIX
MOoAO03pCBACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IpErapara 4€pe3 HAHMOHAJIBHBIC

CHUCTEMBI COOOIICHUS O HEXENATeNbHBIX PEAKIUAX TOCYAapCcTB — 4WIeHOB EBpasuiickoro
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SKOHOMHYECKOTO COI03a. (MOCNEOOBATENBHOCTE 0003)

Poccniickas @enepanvs

®denepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

109012, r. MockBa, CriaBsiHCKasl TuIomniaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnexkTponHas noyra: pharm@roszdravnadzor.gov.ru

WNurepner-caitr: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMnOTOMBI

Habmopanuce cimydan NOsIBJICHUS Malyjl0-3pUTEMATO3HOM CHIMA IPU BBEICHHUH JOpPUIICEHEMA
BHYTPUBEHHO KalleJIbHO B J03€ 2 I Kaxkaple 8 u B TeueHue 10—14 nueit. [lanyno-spuremaro3nas
CBITb MIpoxouia B Tedenue 10 gHeil mocie mpekpalieHus IpUuMEHEHHs ToOpUIieHeMa.

Jleuenue

B cmywae mepeno3upoBKH cleAyeT TMPEKpaTUTh BBEJACHUE JOPUIICHEMA U IPOBOJUTH
MO/JICPKUBAIOIIYIO TEPAIMIO JI0 €ro MOJHOTO BBIBEACHHS W3 OpraHu3Ma mModkamu. JleueHume
NEepeI03UPOBKHU COCTOUT B IPOBEACHHUH OOIIEH MOAePKUBAIOIICH CHMIITOMATUYECKOM Teparuu,
BKJIIOUAIOLIEH MOHUTOPUHI OCHOBHBIX (DM3MOJOTMUYECKUX T[OKa3aTelell u HalOloleHue 3a
KJIIMHUYECKUM COCTOSTHMEM TalueHTa. JlopumeHem ypajisercss U3 OpraHu3Ma C IOMOIIbIO
reMo/Ialiv3a Wid JUIUTeIbHON 3aMECTUTEIIbHON TTOYEUHOM Tepanuu, OJHAKO B HACTOAIIEE BpEMs
HET JOCTaTo4HOW uH(poOpManuu 00 WCMONB30BAHUM TeMOJUAIM3a WU  JJIUTEIbHON

3aMECTUTEILHON MOYEYHOM TCPpaInu Ipu nNepeao3npoBKE JOpUIICHEMA.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoauHaMHYecKHe CBOiicTBA

dapmakoTepaneBTHUECKasi TpyMna: aHTHOAKTEpUalbHbIE CpPEACTBA CHCTEMHOIO JeHCTBHSA;
Ipyrue 0eta-JaKTaMHble aHTHOAKTepUaIbHbIE CPECTBA; KapOareHEeMBI.

Kox ATX: JOIDHO04

dapmakoauaamuyeckue d3PHeKTol

JlopuneHeM — CHUHTETHUYECKHH KapOarneHeMOBBIH aHTHOMOTHK IIMPOKOTO CIEKTpa JeHCTBUS,
CTPYKTYPHO OJM3KUH IpyruM OeTa-TaKTaMHbIM aHTUOMOTHKAM.

JlopurieHeM 001aaeT BRIPAKEHHOH aKTUBHOCTBIO IN Vitr0 B OTHOIICHUH a3pOOHBIX U aHAIPOOHBIX
IPaMIIONIOKHUTENBHBIX M TPaMOTpULIATENbHBIX Oakrepuil. [lo CcpaBHEHHIO C HMHIIEHEMOM H

MepoIieHeMOM OH B 2—4 pa3a akTHBHee B OTHOIIeHHH PSeudomonas aeruginosa.
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JlopunieneM oka3bIBaeT OAKTEPUIIMIHOE JICHCTBUE ITyTeM HapyIIeHHs: OMOCHHTe3a OaKTepHaIbHOM
KJIETOYHOH cTeHKU. OH MHAKTUBUPYET MHOTHE Ba)KHBIE TEHUIMIUTHH-CBs13bIBatomue 6enku (I1CH),
U 3TO BEAET K HapyIICHHIO CHHTE3a KJIETOYHOW CTeHKH OakTepuil W mocienyromei rudenu
OakTepuaabHBIX KieToK. Jlopumenem oOnanaer HanbonpmmM adduauterom B otHomeHuu [1Ch
Staphylococcus aureus. B kiierkax Escherichia coli u Pseudomonas aeruginosa nopurneHeM npoyHo
cesizbiBaetcs ¢ [ICB, KoTopble y4acTBYIOT B IOJICPKaHUU (POPMBI OaKTEepUaTbHOMN KIICTKH.
OmbIThI IN VItro mokasajiu, YTo JOPUIICHEM C1ab0 yrHETaeT JACHCTBUE IPYrHMX aHTHOMOTHUKOB, H
TaKXe ero JIeHCTBHE HE YTHETAeTCsl IPYTMMU aHTUOMOTHKAMHU.

Onucanbl aJIMTUBHAS AKTUBHOCTH WJIM CJIA0bI CHHEPTH3M C aMUKAIIMHOM U JIEBO(IOKCAIITHOM B
oTHomieHur Pseudomonas aeruginosa, a TakXke ¢ JAaOTOMHIIMHOM, JIMHE30JIHIOM,
7eBO(IOKCAIIMHOM ¥ BAHKOMUIITHOM B OTHOIIIEHUH TPaMIIOJIOKUTEIbHBIX OaKTepuil.

MexaHU3MBbl PE3UCTEHTHOCTH

MexaHu3Mbl pe3UCTEHTHOCTU OAKTEPUI K JOPUIIEHEMY BKIIFOUYAIOT €r0 MHAKTUBALIMIO (pepMeHTaMH,
THIPOJU3YIOUIMMHU KapOalleHeMbl, a TaKKe MyTaHTHBIMU WK nproopereHHbMu [ICB, cHmxenue
IPOHUIIAEMOCTH HApYXKHOM MeMOpaHbl M aKTHBHBIA BBIXOJ| JOpUIIEHEMa M3 OaKTepUalIbHBIX
KjeTok. JlopumeHem yCTOHUMB K TUApoiaM3y OOJBIIMHCTBOM OeTa-lakTamas, BKIJIIOYAs
NEHUIWUIMHA3K M 11e(aJoCOpruHa3bl, KOTOPHIE BBIPAOATHIBAIOTCS TPAMITOIOKHUTEILHBIMU U
IPaMOTPHUIATENIFHBIMA OAKTEPUSIMH; HCKIIIOYCHHE COCTABISIOT OTHOCHUTEIBHO peakue Oera-
JaKTamasbl, CHOCOOHBIE THPOIU30BaTh JOPUIICHEM.

PacripocTpaHeHHOCTh PUOOPETEHHON PE3UCTEHTHOCTH OTJEIbHBIX BHJIOB MOXET BapbHpPOBATH B
pa3HbIX reorpagUuecKuX pernoHax U B pa3HOE BpPeMs, U NO3TOMY OYEHb I0JIe3Ha HH(pOpMAIHs O
CTPYKTYpPE MECTHOM PE3UCTEHTHOCTH, OCOOEHHO NpHU JIEUEHUM TsKeNbIX HMH(pekuui. B ciydae
HEOOXOMMOCTH CclielyeT oOpalaThcs 3a COBETOM K MHUKpPOOMOJIOTaM, €Cl CTPYKTYpa MECTHOU
PE3UCTEHTHOCTH TAaKOBA, YTO NPHUMEHEHHE KOHKPETHOIO IIpernapara, IO KpalHeHd Mepe IIpu
HEKOTOPBIX TUIAX WH(EKINH, BbI3bIBAET COMHEHUSI.

K JOPUIICHEMY YYBCTBUTCJILHBI

Obviuno uyscmeumenvhvle UObL

I pamnonoxcumenvuvie _aspoowi: Enterococcus faecalis, Staphylococcus aureus (mTammbi,

YyBCTBUTENIbHBIE K MeTuiuuinny), Staphylococcus epidermidis (urammbl, 4yBCTBHTENBHBIE K
MeTHIMIUIHHY), Staphylococcus haemolyticus (mramMel, 4yBCTBHTENBHBIE K METHIULINHY),
Streptococcus agalactiae (Bkirowas mTamMMbl, pe3UCTEHTHBIE K Makpoauaam), Staphylococcus
saprophyticus, Streptococcus intermedius, Streptococcus constellatus, Streptococcus pneumoniae

(BKJIFOUAs IITAMMBI, PE3UCTEHTHBIC K MIEHUIMUTHHY WK e Tprakcony), Streptococcus pyogenes;
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Streptococcus viridans (Bkirouast MITaMMBI, \MepeHHJ)H Q&B@%ﬁl{egﬁﬁg EHEQQII&%%& K

o

NEHUIWIUTUHY ).

Ipamompuyamenvnvle aspoowr: Citrobacter diversus, Citrobacter freundii (Bxirouasi mraMmsl,
HEUyBCTBHUTENIbHBIE K Iedrasuaumy), Enterobacter aerogenes, Enterobacter cloacae (Bkiouast
IITAMMBbI, HEYYBCTBUTEIbHBIC K Iedrasuaumy), Haemophilus influenzae (Bkmrouast rmrammer,
MpoaAyHIHpPYyrOIIHEC 6eTa-JIaKTaMaSBI, WKW PE3UCTCHTHBIC K aMIIMIWUIMHY HIITAMMBbI, KOTOPBIC HC
BbIpabaThiBatOT Oera-makramasbl), EScherichia coli (Bkimrouast mTamMmbl, PE3UCTEHTHBIC K
7eBOQUIOKCAIIMHY W IITaMMbI, TMPOIYIHMPYIOIIHME OeTa-jJaKkTama3bl PAaCIIMPEHHOTO CIIEKTpa),
Klebsiella pneumoniae* (Bkirouast mrammel, npoxyiupyrompie ESBL), Klebsiella oxytoca,
Morganella morganii, Proteus mirabilis (Bxirouas mrammel, npoayimpyromre ESBL), Proteus
vulgaris, Providencia rettgeri, Providencia stuartii, Pseudomonas aeruginosa* (Bkiro4as TaMmbl,
pesucteHtHbie K 1edrasuaumy), Salmonella spp., Serratia marcescens (Bkiodasi IITaMMBI,
HEYYBCTBUTENIbHBIC K e Ta3uanmy), Bubl poaa Shigella.

Anaspoowi: Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides uniformis,
Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, Bumsl pona
Clostridium, Peptostreptococcus magnus, Peptostreptococcus micros, Buzasl poaa Porphyromonas,
Bubl poaa Prevotella, Sutterella wadsworthenis.

Pesucmenmmnuie MUKPOOPSAHU3MbL

I'pamnonoocumenvrvie aspodwvr. CTapUIOKOKKH, PE3UCTEHTHbIE K METHMLMIUIMHY; Enterococcus

faecium.

Ipamompuyamenvrnole aspodwr: Stenotrophomonas maltophilia, Legionella spp.

* BI/II[I)I, B OTHOIICHUH KOTOPLIX JOPUIICHEM ObLI1 aKTUBEH B KIIMHUYECKUX HUCCIICAOBAaHUX.
[MpuobpeTenHyro pe3rucTeHTHOCTh MOTYT MMeTh: Burkholderia cepacia, Acinetobacter baumannii,
Acinetobacter spp., Pseudomonas aeruginosa.

5.2. ®apMaKOKHHeTHYECKHE CBOWCTBA

AOcopOuus

KoHuenTpanuu popuneHeMa B mia3Me: CpeHHE KOHIEHTpAIMU B I1a3Me (Mr/i1) popurneHemMa
nocie ofHoM 1-yacoBoil M 4-yacoBoil BHyTpuBeHHOW MH(pYy3un 500 Mr u omHoi 4-uacoBoii
uHOy3uu 1 T moka3zaHbl HUXKE B TAOJIHIIE.

Tabnuna. CpegHue KOHIIEHTPALMK JOPUIIEHEMA B IJIa3Me TI0CTIe BBEACHUS OJHOM J103bI

Bpewms ot Hauana uadpy3uu (4)

Hlosa u MTENbHOCTD CpenHsisi KOHIIEHTpAIUs B Ia3Me (Mr/m)

0,5 1 2 3 4 6 7 8 9
500 mr B TeueHue 1 4 20,2 | 209 |6,13| 269 | 141 | 0,45 — 0,13 —

uHpy3un
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500 mr B TeyeHue 4 4 401 | 570 |7,26]| 8,12 I-i_ié:,l5-'3_iE :ETZ!%“TE,EB'_ i TB U I6,;28

1 r B Teuenue 4 4 780 | 116 |151 | 16,9 | 18,3 | 2,98 | 1,66 - 0,55

®apmakokuHeTuka JqopureHeMa (Cmax — MakcUMalibHast KoHLeHTpanus B 1iazMe u AUC — rutomanp
TI0JT KPUBOM «KOHIICHTPAILMSI-BPEMSI») SBJISIETCS TMHEWHOM B 1030BOM auarnazoHe 500 mr — 1 r mipu
BHYTPUBEHHON MH(Y3un B TedyeHue | wim 4 4. YV manuMeHToB ¢ HOPMAIbHOU (DYHKITEH MOYEK He
O00HAPYKEHO MPHU3HAKOB KyMYJISIIMU JOPUTICHEMA TTOCTIE MHOTOKPATHBIX BHYTPHUBEHHBIX MH(Y3HIA
500 mr wiu 1 1 kaxaplie 8 4 Ha npoTsokeHuu 7—10 nHei.

®apMaKOKMHETHKA JIOPUIIEHEMA HOCUT JIMHEHHBIN Xapaktep B auana3zoHe 103 500 mr — 2 1 npu
BBCJICHUM B BHUJIC BHYTPHMBEHHOW HH(Y3UH TPOAOIDKUTEIBHOCTRIO 1 4 m 500 Mr — 1 r mpu
BHYTPHBEHHOW MH(Y3UH MTPOJIOIDKUTEILHOCTBIO 4 1.

DapMaKOKUHETUYECKHE XapaKTEPUCTUKUA JOpPUIICHEMa IIpU OJHOKPAaTHOM BBeACHUU (T10CTE
4-qacoBoii HMH(QY3UHM) Yy B3pOCIBIX C KHCTO3HBIM (DUOPO30M COOTBETCTBYIOT AHAIOTHYHBIM
napameTpaM Uil B3pOcibix 0e3 kuctozHoro ¢ubposa. He mpoBoauioch Haajexalux XOpOIIo
KOHTPOJIMPYEMBIX HCCIICIOBAaHUN 0e30MacHOCTH U A(PPEKTHBHOCTH JIOPUIICHEMA Yy TAIMEHTOB C
KHCTO3HBIM (prOpo3om.

Pacrpenenenune

Cpenmsist cTeneHb CBA3bIBaHUS IOpUIIeHEMa ¢ OenkaMu Tia3mbl cocTapisiia 8,1 % u He 3aBucena ot
€ro KOHIICHTpalluu B Iu1a3Me KpoBu. OO0beM pacrpeiesieHus paBeH MpHOIU3UTENbHO 16,8 1, 4TO
O5M3K0 K 00bEMY BHEKJIETOUHOW XKUJKOCTH Yy desoBeka (18,2 i1). JlopuneHem XopoIo NpoHUKaeT B
psl TKaHe M OMOJIOTMYECKHX >KUAKOCTEH, HampuMep, B TKaHH MATKd, PETPONEPHUTOHEATHHYIO
JKHUJIKOCTh, TKAHU TIPEICTATENLHON KeJe3bl, TKAHW KETYHOTO MY3bIpSs U MOYy, JIOCTUras Tam
KOHIIeHTpauH, npesbiarmux MUK (MuHUManbHas HHTHOUPYIOIIAs KOHIIEHTPAITHS).

buorpancdopmarmsa

buotpancopmanus gopuneHeMa B MUKPOOHOJIOTHYECKHM HEAKTUBHBIA METa0ONUT MPOMCXOIUT
HPEUMYILECTBEHHO MMOJ JeiicTBUeM neruapornentuaasei-1. In vitro nHabmrogancs Meraboiam3m
nopurieHeMa noj AedictBueM u3zodepmeHToB cucreMbl CYP450 u apyrux ¢epMmeHTOB, Kak B
NPUCYTCTBUH, TaK U B orcyrcTBun HAJID.

OIMMUHALISA

JlopuneneM 31MMUHHUPYETCS B OCHOBHOM ITOYKaMHM B HEM3MEHEHHOM BHJE. Y 3J0POBBIX MOJIOBIX
B3pOCIBIX CPEIHUN KOHEUYHBIN MTEPHUOJT IMOITYBBIBEICHUS JOPUIIEHEMA U3 IIJIa3Mbl COCTABIISIET OKOJIO
1 4, a KIMpeHe K3 MmIasMbl paBeH npumMepHo 15,9 51/4. CpenHuil MOYEUHbIH KIMPEHC COCTABISIET
10,3 51/4. BennunHa 3TOrO0 MOKa3aressi, Hapsily CO 3HAUMMbIM CHH)KEHUEM SIIMMHUHAIIMN JIOPUTICHEMa
IpU €ro BBEIICHWH OJHOBPEMEHHO C MPOOEHELUJIOM CBUAETEIBCTBYET O TOM, YTO JOPUIIEHEM
MoJIBepraercsi Kak KiIyoO4YKOBOW (DMIIBTpAIMM, TaK U MOYEUHOM CEKpelHu. Y 3I0POBBIX MOJOJBIX

B3POCIIbIX, TOTYYUBIIUX OJHY 7103y (500 mr) nopumnenema, 71 % 103bl 0OOHApYKEeH B MOY€E B BUJIE
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ITocne BBEEHNST MOJIOABIM 30POBBIM B3pOCIBIM OHOM 11036l (500 MI) pagMOaKTHBHO MEYEHHOTO
JOpUTICHEMA B Kayie ObLI0 00HapykeHO MeHee 1 % o0Imei paroakTHBHOCTH.

ITareHTHI ¢ MOYEYHON HEIOCTATOYHOCTRIO

ITocne BBeneHus oaHou 10361 (500 MT) HopureHeMa MareHTaM ¢ JIETKOW (KIMpeHC KpeaTHHUHA
51-79 mn/muH), cpenHelt (kupeHe kpeatnHuHa 31-50 MJI/MUH) U TSDKENOH (KIMPEHC KpeaTHHUHA
<30 My1/MUH) CTENeHbIO MmoYedHol HegocTatogHocTi AUC yBenmmumiach COOTBETCTBEHHO B 1,6 pasa,
2,8 paza u 5,1 pasza no cpaBaeHuto ¢ AUC y 30pOBBIX JIFOJIEH ¢ HOPMAIbHOW (DYHKIMEH MOYeK
(kmupenc kpearuauHa >80 mi/mMun). Jlo3y nopurieHeMa ciieyeT CHU)KaTh y MallMeHTOB CO CpeAHE 1
TSDKEJION CTENIEHBIO IOYEYHOM HEIOCTATOYHOCTH.

HaHI/ICHTI)I C HApYHICHUAMAU d)VHKIII/II/I TICYCHHU

B HacTostiee Bpemsi HET TaHHBIX O (h)apMaKOKMHETHKE JOPUIICHEMa Y TAlMEHTOB C HApPYIICHUSIMU
¢GysKIMK nedeHu. JlopurieHeM MPaKTUYecKu He TOJBEPraeTcsi MeTa0oIM3My B TIEYCHH, B TIO9TOMY
IPENoIaraeTcs, 4Yro HapylleHHe (YHKIMM 3TOro oOpraHa HE JODKHO BIUSTH Ha  €ro
(apMaKOKHUHETUKY.

IToxxusble MalMEHThI

ITo cpaBHEHUIO C MOJIOJIBIMH B3pOCIBIMY, Y MOXUIbIX Jitoaeit AUC nopureHnema Oblia yBeIMUYeHa Ha
49 %. OTi W3MEHEHHWs OOBSCHSIOT TJaBHBIM OOpa3oM BO3PACTHHIMH HM3MEHEHHSMH KIHPEHCa
KpeaTHHUHA. Y TOXWIbIX MAlMEHTOB C HOPMAJILHOM (U1 MX BO3pacTa) (yHKIHMEW MOYEK 103y
JIOPUIIEHEMA CHI)KATh HE HYXKHO.

[Tos0oBBIEC pa3IMYMs

V xenmmH AUC nopunenema Obiia Ha 13 % Oonblie, yeM y My>K4uH. My>K4rHaM U JKEHIIMHAM
PEKOMEH/TyeTCsI BBOAUTH OJJMHAKOBBIE JIO3bI IOPHIICHEMA.

PacoBas npuHaICKHOCTD

[Ipy mpuMeHeHMH NAHHOTO TMpernapara Cpeu Pa3HOOOpPa3HBIX PACOBBIX IPYIMIT He HaONI0aaoch
3HAUUTENIBHOTO PAacXOXJIEHHs B KIUPEHCE JOPUIIEHEMA, IO03TOMY KOPPEKTUPOBATH 103y HE

PEKOMEHTyeTCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB

OTCyTCTBYIOT.

6.2. HecoBMecTUMOCTH

JlaHHBIN NEeKapCTBEHHBINH IMpemapaT He CcIeAyeT CMENMBAaTh C APYTUMHU JIEeKapCTBEHHBIMHU

MpernapaTamu, 3a UCKIIOUYECHUEM YIIOMSHYTHIX B paznene 6.6.
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uckiouenurem 0,9 % pactBopa HaTpus XJI0puaa, S % pacTBopa IEKCTPO3bl U BOIBI AJI UHBEKIIUM.
6.3. Cpok roaHocTu (CpoK XpaHeHHs)
2 roja.

Y cnoBusa XpaHeHHs] TOTOBOT'O pacTBOpa

[Tocne nobGaBieHHs K MOPOLIKY JOpUIIEHEMAa CTEpUIbHOM Boabl aisd uHbekuuil win 0,9 %
pacTBOopa HaTpus XJOpHIA CYCIIEH3UI0 MOXXHO XpaHHUThb BO (uiakoHe B TeueHue 1 1 mepen ee
pa3BeJeHnEM HH(Y3UOHHBIM PacTBOPOM.

Hwxe B Tabnuie ykazaHbl CPOKM XpaHEHMs JopuIeHema nocie paseneHus 0,9 % pacrBopom
HaTpus xyopuaa wid 5 % pacTBOPOM AEKCTPO3bl B YCIOBMSIX UX XpPaHEHUs NPU KOMHATHOMN
TEMIIEpAType UIU B XOJIOAWIbHUKE.

XpaHeHue UH(Y3MOHHBIX paCTBOPOB, MPUTOTOBIEHHBIX Ha 0,9 % pacTBOpe HATpHs XJI0pUIa UK

5 % pacTBOpe IEKCTPO3BI:

Bpewms crabunbHOCTH (1)
PazbaBurens
KomHuarnas remneparypa 2—8 °C (XO0JIOANIBHUK)
0,9 % pacTBOp HaTpus XJIOpUAA 2 4
5 % pacTBOp AEKCTPO3BI** 2 4
IIpumeyanus.

* —Tlocrne n3BNIeYEHUS U3 XOJIOIMIbHUKA HH(Y3HOHHBIN PACTBOP IOJKEH OBITH BBEJICH MAIIHEHTY
B TEUEHUE pa3pelICHHOI0 BPEMEHU XpaHEHHsl IMpU KOMHATHOM Temneparype. Ilpu 3Tom
CyMMapHO€ BpeMsl XpaHEHMsI pacTBOpa B XOJOJWJIbHUKE, BPEMs COTpPEBaHMs pacTBopa 10
KOMHATHOW TeMIIepaTypsl U BpeMs BBEIEHHUS pacTBOpa NAILMEHTY HE JOJDKHO IPEBBIIATH B
o011el CII0’KHOCTH JIOIYCTUMOT0 BPEMEHU XPaHEHUs B XOJIOIUIIbHUKE.

** -5 % pacTtBOp JEKCTPO3bl HE [JOJDKEH UCIONb30BaThC s BBeIEHUS HH)Y3uit
JUINTENIBHOCTBIO Oostee 1 u.

s coxpaHeHHMs] MUKpPOOMOJIOTMYECKON YHUCTOTHI MPUTOTOBIEHHOIO PACTBOpA €ro CleAyeT
HCIIOJIb30BaTh HEME/UIEHHO. B ciyyae HeoOX0IMMOCTH XpaHEHUsI pacTBOpa OTBETCTBEHHOCTH 3a
COXpaHEHHE MMKPOOHOJOTMYECKONM YHCTOTHI JIEKHUT Ha JMIE, TOTOBALIEM WIH XpaHSILEM
pacTBop.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

IIpu Temneparype He Boiie 25 °C.

VYcnoBus xpaHeHus mocie MPUroTOBIEHUS JEKapCTBEHHOTO Mpernapara cM. B paszene 6.3.

6.5. XapakTep u cojep:kaHHe NMEPBUYHOI YTAKOBKH

[To 250 mr wmu 500 Mr gelcTByIOLIEro BellecTBa (B MepecdeTe Ha JIOpUIIEHEM) BO (JIaKOH
MEIUIUHCKUI M3 OECHBETHOr0 MpPO3payHOro CTekia 1-ro TUAPOTUTHYECKOro Kiacca,
YKYIMOPEHHBIA MPOOKON PEe3NHOBON OpOMOYTHIIOBOW WM MPOOKOW PE3MHOBOM I YMAKOBKH

J'II/IO(i)I/IJ'II)HI)IX JICKApCTBCHHEBIX CPEACTB, 3aKaTaHHOM KOJIMayKoOM U3 (1)0.]'[1:1"1/1 ATFOMHUHUEBON HJIN
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KOJITAYKOM KOMOWHHPOBAHHBIM (KOJITAYKOM q)onbrﬂjﬁmilaglgm%ﬁg %%noxgaHﬁTéanon

MJIACTMACCOBOM KPBILIKOM).

[To 1 i 10 ¢1akoHOB BMECTE ¢ IEPETOPOJAKAMH U3 KAPTOHA H MHCTPYKIUEH IO METUITUTHCKOMY
MPUMEHEHUIO (JIMCTKOM-BKJIAJBIIIEM) MOMENIAI0T B MAyKy M3 KapTOHA WIHM MO 5 (¢1akoHOB
MOMEIIAIOT B IUIACTUKOBBIN MOAJIOH U3 IJIEHKU NOJUBUHUIXJIOPUIHON UM MOMUATUIICH(TANATA;
10 2 TUTACTUKOBBIX MOJIIOHA BMECTE C MHCTPYKIIMEH TT0 METUITUHCKOMY TPUMEHEHHIO (JTUCTKOM-
BKJIAJIBIIIIEM ) TIOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJH OTXO0J0B, TMOJYYeHHBIX TOcJde NPUMEHEHUs:
JIEKAPCTBEHHOI0 Mpenapara, u Jpyrue MaHUNyJIsiMU ¢ penapaTomM

I/IHCTDVKIII/II/I 110 IPHUI'OTOBJICHHUIO pacTBOpPAa U O6DaHI€HI/IIO C HUM

IIpuzomosnenue 0osvr 500 me pacmeopa 0ns ungysuii:

C ucnoavzosanuem d)]laKOHOG, CanDJfCClWMX 250 me dopuneﬂema:

. Jst mpurotoBieHus 10361 500 M HEOOXOIUMO HCIOIB30BATh COAEPKUMOE 2 (pr1akoOHOB
1o 250 mr.
o B xaxapiii prakoH 100aBISIOT 5 MIT CTEPHIIbHON BOABI Juist nHBeKIwiA wiu 0,9 % pacTtBopa

HaTpUs XJIOpUJA.

o BusyanbHO IpOBEpSIIOT CYCIIEH3UIO0 HA HAJIWYUE B HEW BUIMMBIX ITOCTOPOHHUX YaCTHUIL
(1TaHHAs TOTOBAsI CYCHEH3Us HE UCIIONB3YETCs AJIs IPSIMOTO BBEJICHUS).

. I'oToByto cycnensuto (10 M) Mpu MOMOIIM LINPULIA U UTJIBI TOOABISAIOT B HH(DY3NOHHBIN
naket, conepxamuii 100 v 0,9 % pactBopa Hatpus xyopuaa uin 5 % pacTBopa JEKCTPO3bl, U
AKKypaTHO IIEPEMELINBAIOT 0 IOJHOTO PACTBOPEHHUSI.

C ucnoavzosanuem d)]laKOHOG, CO@@HJ:‘CCZWLDC 500 me dopuneﬂema:

. Bo ¢nakon nob6asnstor 10 mu crepunbHON BoAwl Uit uHbekuuid uinu 0,9 % pactBopa
HATpHs XJIOpUIA.

o BusyanbHO IpOBEPSIIOT CYCIIEH3UIO0 HA HAJIWYME B HEM BUIMMBIX MTOCTOPOHHUX YaCTHUIL
(TaHHAs TOTOBAasl CYCHEH3US HE UCTIONb3YeTCs Ul MPSIMOTO BBEJICHHS).

o l'oToBytO CycrieH3HIo MpU MOMOIIY IIIPULIA U UTIIBl J00ABISIIOT B MH(QY3UOHHBIHN MaKeT,
cogepxanit 100 ma 0,9 % pactBopa Hatpus xyopuaa wid 5 % pacTBopa AEKCTPO3bI, U
aKKypaTHO IIEPEMELINBAIOT 0 OJHOTO PACTBOPEHHUS.

Ilpuecomosnenue 003wt 250 me pacmeopa 013 un@y3utl (015 NAYUEHMO8 co CpeoHell U MIAAHCENOU
CmeneHvio NOYeYHOU He0OCMAmMOYHOCMU):

C ucnonvzosaruem CbJZClK'OHOG, CO@@DO:‘CCIWUX 250 me c)opuneHema.'

o Bo ¢nakon no6aBistoT 5 Mt crepuiibHON BObI st HHbeKIUH win 0,9 % pactBopa HaTpus

xJjiopuaa.
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o BusyanbHO IpOBEpSIIOT CYCIIEH3UIO Ha e B Heit %ﬂﬁi&%gﬂogﬁm q'é!ému

——
LJhl

(aHHas TOTOBAsI CYCIEH3Us HE UCIIONIb3YETCs JJIs IPSIMOTO BBE/ICHUSA).

. T'oToBYIO CyCIIEH3HIO NP MOMOIIY IITPHIIA ¥ UTIBI JOOABISIFOT B MH(QY3UOHHBIN MaKeT,
coaepxarntuit 50 M 0,9 % pacTBopa HaTpus xjaopuaa win S % pacTBopa AEKCTPO3bI, U AKKYPATHO
[EPEMELINBAIOT 0 IIOJHOTO PACTBOPEHMUS.

C ucnoavzosanuem paaxonos, cooepacauwux 500 m2 dopunenema.

) Bo ¢dnakon gobaBnsror 10 mur crepriibHON BOAbl sl mHbeKIMd win 0,9 % pactBopa
HaTpUs XJIOPUJIA.

o BusyanbHO IpoOBEpSIIOT CYCIEH3UIO Ha HAIWYUE B HEMl BUIUMBIX MMOCTOPOHHUX YaCTHUIL
(aHHas TOTOBAsI CYCIEH3MUs HE UCIIONIb3YETCs JJIs IPSIMOTO BBE/ICHU).

o l'oToBytO CycrieH3HI0 MPHU MOMOIIY IIIPULIA U UTIIBI JO0ABISIIOT B UH(QY3UOHHBIHN MaKeT,
coaepxarmmii 100 M 0,9 % pactBopa HaTpus xyopuaa wid 5 % pacTBopa JEKCTPO3bI, U
AaKKypaTHO TIEpeMEeNIMBAIOT J0 NOoJHOro pactBopeHus. OrbOuparor 55 M pactBopa u3
WH(Y3NOHHOTO TTaKeTa W BHIOPAchIBAIOT (B OCTAaBIIEMCS 00beMe pacTBopa coiepkutcs 250 mr
JIOpUTICHEMA).

Undyzus

Boccmanosnenusiii pacmeop

[Tpu npubasnenuu k npenapary 10 M Bozbl 111 MHbEKLIMNA 00pa3yeTcsl OTHOPOAHAS CYCIIEH3Us
0esioro uim noyTH 0enoro 1BeTa.

Hnghy3uonnwlii pacmeop

Wudysuonnsie pactBopsl npenapata JJopunenem Kponodapm BapbHpyrOT OT Mpo3payHOro U
OECIIBETHOTO J0 MPO3PAaYHOTO0 M CJIETKa >EITOBATOr0 pacTBOpa. Bo3MokHBIE paznuyusi B
IIBETHOCTH PacTBOPA HE BIUSAIOT HA KAYECTBO MPOIYKTA.

Wu¢y3noHHBIN pacTBOp Mepell BBEICHUEM BU3YalIbHO MTPOBEPSIOT HA OTCYTCTBUE MEXaHHMUECKUX
BKIIIOUEHUH, U TIPH 0OHAPY>KEHUU TOCIIETHUX, OTOPAKOBBIBAIOT.

Yrunuzauus

Bech ocraBmmiics iekapCTBEHHBIN TTpenapat U OTXObI CIEYeT YHUUTOKUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. JEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

00O «Kponodapm»

119435, r. MockBa, BH. Tep. I. MyHUIIMNaIbHBIN OKpYr XaMOBHHUKH, Ha0. CaBBHHCKad, A. 23,
ctp. 1, aTaxk/moment/komH. 4/XXVI/21.

Ten.: +7 (495) 136-26-40
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7.1. TlpeacraBuTe/Ib JepKATeIsA PErHCTPAMOHHOIO VHoCrotepemnra | =/ 1EHUCTE 0003)

IIperen3un norpedbuTeieil HANPABIIATS 10 AJIPECY:

Poccniickas @enepanus

3A0 «KanoHpapma mpoIaKImH

141100, MockoBckas 00u1., T. lllenkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54;

®akc: +7 (495) 797-96-63.

DnexTponHas moyra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMSI

9. IATA NEPBUYHOM PEI NCTPAIIUU (ITIOATBEPKIEHUSA PEI'NMCTPALIUU,
HNEPEPEI'MCTPALIMN)

Jlara nepBoii peructpanumu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCcTUKa JeKapcTBeHHOTO npenaparta [lopunenem Kponodapm mocrymra Ha

UHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org/
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