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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBILAS XAPAKTEPUCTHKA JIEKAPCTBEHHOIO HPEIAPATA = “005)

HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
Hopunenem, 250 Mr, OPOLIOK Uil IPUTOTOBJICHUS PAcTBOpa JUIs HHY3HUI

Hopunenem, 500 Mr, mOPOLIOK Il IPUTOTOBJICHUS PAcTBOpa JUIs HHY3HUI

KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1O11I€€ BEUIECTBO: IOPUIICHEM.

Jlopunenem, 250 Mr, TOPOIIOK JUIsI IPUTOTOBJICHUS PACTBOPA Il MHGV3UI

Kaxnprit pnaxon cogepxut 250 Mr nopuneHema (B BUA€ JOpUIIEHEMAa MOHOTUAPAT).

Jlopunerem, 500 Mr, TOPOIIOK JUISI IPUTOTOBJIEHUS PACTBOpA UL NHG V3N

Kaxnprit daakon comepxut SO0 Mr qopurieHema (B BUAE TOpUIICHEMA MOHOTHIPAT).

JIEKAPCTBEHHAS ®OPMA
[Toporok A1t MPUTOTOBIICHUS pacTBOPA JJIst HHDY3Hil.

MenkokpucTaIn4ecKuil MopoIIoK 0enoro uin 6esoro ¢ KeITOBaThIM OTTEHKOM IIBETA.

KJIMHUYECKUE JJAHHBIE
Ioka3anusi K NpUMEHEHUI0
[Ipenapar JlopuneneM mokasaH i MPUMEHEHHS Y B3POCIBIX cTapiieH 18 et ¢ nH(EeKInoHHo-
BOCTIAJIMTEIbHBIMU ~ 3a00JICBAaHUSIMK,  BBI3BAHHBIMH  YYBCTBUTEIBHBIMH K JOPHIICHEMY
MUKPOOPTaHU3MaAMH:

— BHYTpUOOIbHUYHAS (HO30KOMHAIIbHAS) THEBMOHHUS, BKIIFOUAsl THEBMOHUIO, CBS3aHHYIO C

UCKyCcCTBeHHOM BeHTHsiuei erkux (MBJI);
—  OCJIO)KHEHHBIE MHTpaaOIOMUHATBHBIC HH(EKIINH,
— OCIIO)KHEHHBIC WH(EKIUU MOYEBBIACIUTEIHHON CHUCTEMBI, BKJIIOYAs OCIOKHEHHBIH M

HEOCJIO)KHEHHBIN MUEJIOHEPPUT U CIIydau C COMyTCTBYIOIIEH OakTeprueMueii.

4.2. PexxuM 103UPOBAHMS M CTIOCO0 NMPUMEHEHUS

PexxuM 103upoBaHus

Hwxe B Tabnuiie moka3aH peKOMEHIyEeMbIi PeKUM U CIIOco0 MPUMEHEHUs IpenapaTa

Hopunenem
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Nudeximun Ioza Yactord - 1 Bpemsa uHdyiii | AnATenbHOCTh
uHOy3ui (9) Tepanuu**
BrayTpubonsHnuHas
(HO30KOMUATIBHAS)
500 mr wiu
ITHEBMOHHUS, BKJIIOYas KaXkaple 8 4 1 niu 4 g* 7-14 puei**
1000 mr

CBA3aHHYI0 C MCKYCCTBEHHOM

BeHTHIIsAHEH Jterkux (MBJI)

OcJito’)kHEHHBIE
WHTpaadJOMUHATHHBIE 500 mr KaXkaple 8 4 1 5-14 pueir**

nHpeKIH

OcII0)KHEHHBIC HHPEKITUU
MOYEBBIJCIUTEIIFHON cUCTeMEBL,| 500 mr KaXkaple 8 4 1 10 mHen™*§

BKJIIOYast TUEIIOHEPPUT

Jnst nmedeHusT TAIMEHTOB C HO30KOMUAJIBLHOW ITHEBMOHHUEH PEKOMEHIYIOTCS HH(Y3UU C
nosupoBkorr 500 mMr B Teuenume | u. Ilpm HammuuuM pucka WHQHUIMPOBAHUS MEHEe
YyBCTBUTEIHHBIMH MUKPOOPTAaHU3MaMH PEKOMEHAYIOTCS HH(Y3UU B TeUeHUE 4 .

Jls1 meyeHust MalMeHToB ¢ MOBBIIEHHBIM KiupeHcoM kpeatuHuHa (CrCl) > 150 mur/mun) unu (1)
¢ uHOGEKUMSIMH, BBI3BAHHBIMU TPaMOTPHUIATENFHBIMU HE(PEPMEHTUPYIOUIUMH OaKTepusIMu
(mampumep, Pseudomonas spp. miu Acinetobacter spp.) peKOMEHIYIOTCS HHPY3UH C JO3UPOBKOMH
1000 mr B TeueHue 4 u.

Jns nedeHuss MalMeHTOB CO CPEOHEH CTENEHBbI0 NMOYEYHOM HEIOCTATOYHOCTH PEKOMEHIYIOTCS
uHpy3un ¢ po3upoBkor 500 Mr Kaknaple 8 4, IJIs JICUYCHHs MAIMEHTOB C TSHKETION CTETECHBIO
MOYEYHON HEAOCTATOYHOCTH PEKOMEHIYIOTC MH(PY3uH ¢ 1o3upoBkoit S00 Mr kaxasie 12 4.

*# JIMMTeNhbHOCTH TEPAMK BKIFOYAET BO3ZMOXKHBIHN MePEX0/1 Ha COOTBETCTBYIOMIYIO IEPOPATHHYIO
TEpAINHUIo M0CIIe KAK MUHUMYM 3-THEBHOW NAapeHTEPabHOM Tepanuy, BbI3BaBIIEH KIMHUYECKOE
yiydiieHue (Ipu Tmepexojie Ha MepopalibHYI0 Tepamnuio MOXKHO Ha3HayaThb (DTOPXUHOJIOHBI,
NEHUIWLINHBI ITUPOKOTO CIIEKTpa ASHCTBHS B KOMOMHALIUY C KJIaBYJIAHOBOW KHCIIOTOM, a TaKKe
AHTUOMOTHUKY JII000H (hapMaKOTeparneBTUIECKOM rpyIIbl).

§ Y mamueHTOB C COMYTCTBYIOUIEH OakTepueMueil MIUTETBHOCTh TEpalud MOXKET JOCTUTATh
14 nuen.

OObIYHas TPOJOJIKUTENBHOCTD JICUEHHUS MAllHeHTOB C HO30KOMHAJIbHOM MHEBMOHUEH, BKIIIOYast
MHEBMOHMIO, cBsizaHHY10 ¢ BJI, cocraBnsier ot 7 10 14 anHei, u AOMKHA 3aBUCETH OT TSKECTU
3a00JIeBaHUs, JOKAIM3ANA WH(PEKIUU U KIMHUYECKOrO0 OTBETa NalleHTa Ha JiedeHwe. Ha

OCHOBAaHHUH PE3YIIBTATOB KIMHHUYECKUX I/ICCJ'IGI[OBaHI/Iﬁ crrieguajaucram B obOnacTu
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3IpaBOOXPAHEHUs CJEAyeT PAacCMOTPETh BOMPOC 00 sQTaH'o-Ilgl'g’mﬁh E%HEHO TH - JiequI/m

narueHToB ¢ MBJI-accorumpoBanHoii MHEBMOHUEH Ooiee 7 THEH.

Oco0ble rpyInel NALKUEHTOB

Iayuenmoi ¢ Hapywenuem QyHKyuy novex

VY manueHToB ¢ KIUpPEHCOM KpeatmHuHa™> 50 MiI/MUH HE TpeOyeTcss KOPpPeKIUU J03bl. Y
MAlMEHTOB CO CPeIHEN CTENEHbIO MOYEYHOM HEIOCTATOYHOCTH (KIMPEHC KpeaTuHuHa oT > 30 10
<50 mi1/MUH) 1032 TopUTIeHEMA JOJKHA COCTaBIATh 250 Mr Kaxkaple 8§ 4. Y MaIMeHTOB C TSHKEOoM
CTEMEHbIO MOYEYHON HEIOCTATOYHOCTH (KJIHMpeHC KpeaTuHUHA oT > 10 mo < 30 mi/MuH) no3a
JIOJbKHA paBHATHCA 250 Mr kaxasie 12 4.

Jliist marueHToB ¢ pekoMeHyeMoit 1030# 1000 mr kaxkeie 8 4, B Bue 4-4acoBoit uHQy3uH, 103a
JOJKHA OBITh TAK)KE€ CKOPPEKTUPOBAHA: MPU CPEAHEH CTENCHH MOYEYHON HEJOCTATOUHOCTH —
500 Mr kaxxzaple 8 4, MPH TSHKEIOW CTENEHH MOoYeYHON HenocTatouHocTh — 500 Mr kaxabie 12 4.
Tayuenmowl, naxoosauwuecs Ha ouanuse

Pexomenpanuu mo no3upoBaHUI0 Tpenapara JlopuneHeM y MalMeHTOB, HAXOJALIUXCS Ha

JUTUTETTLHON 3aMECTUTEIILHON MOYSUHOM Teparnuu, MPUBEACHbI B TA0JIHIIE:

JnurenbHas OneHeHHBIN Hoza Yacrora Bpewms Joctmxenue
samectutenbHas | CrCl (mu/mMuH) BBE/ICHHS nHDy3nH 11EeJICBOTO
MoYcyHast IoKa3aTelst
Tepanus (MuUHMMAaNBHAS
WHTUOUMpYIOIIast
KOHIICHTpAIIUs,
MUK)
[IponomxkurtenbHas
BE€HO-BEHO3HAas < 30 mur/MUH 250 Mmr | xaxnaele 12 4 4q <1 MKr/mi
reMopuIbTPAIIHS
[IponomxkurtenbHas
BEHO-BEHO3HA4 < 5 Ma/MUH 250 Mmr | xaxnapie 12 4 44 <1 MKr/mi
reMoiua b Tpanus
[IponomxurensHas
BEHO-BEHO3HAas
5-30 mi/MHUH 500 Mmr | kaxmaele 12 4 4q <1 MKr/mi
reMoinaQuiIhb-
Tparms

¥V manmeHToB C OCTPOM IMOYEYHOW HEIOCTATOYHOCTHIO M HAXOMSIIMXCA HA JITUTEIHHOU

3aMECTUTENIbHOM MOYEUHOM Tepanuy peKOMEeHIyeMoe BpeMs HH(Y3UU COCTaBIseT 4 4, yUUThIBas
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MOYEYHOMN HEJOCTaTOYHOCTHIO.

® V manueHToB ¢ XpOHMUECKUM HapylIeHHeM (yHKIMH MOYeK U HAXOIAIIMXCS HA JUTHTENbHOM
3aMECTUTEIIPHOW TMOYEYHOM Tepalud BO3MOXKHO TMpoBelaeHue 1- wiam 4-4yacoBol WHEOY3HH.
Cornacao nanabiM OK/D]], nuady3us B TeueHne 4 94 MOKET ObITh OoJiee MPEANOUYTUTEIBLHOMN IS
TOT0, YTOOBI MAKCUMHU3HUPOBATH MPOIICHTHOE BPEMsI B TCUCHUE MHTEpBaja JO3MPOBAHMUS, KOTAA
KOHI[EHTpallMsl JOpPUICHEMa B IIa3M€ TMPEBBIIIACT MHUHUMAJIBHYI) HHTHOHPYIOUIYIO
koHueHntpanuto (%T> MHUK). Pexomenganmu o go3uposanuto npu MUK > 1 mr/min He Obun
YCTAHOBJICHBI [UJISl JUIMTEIBHOW TIOYCYHOW 3aMECTUTEIBHOW Tepanmuu W3-3a BO3MOXKHOTO
HAaKOIJICHUA JOpHIIeHeMa M Merabomnurta popurneHeM-M-1. PexoMmenayercs TIIaTelIbHbIN
MOHHTOPHHT O€30MAaCHOCTH JJisi TAIMEHTOB, HAXOIIIIMXCS Ha JUIMTEIbHOW MOYCYHOU
3aMECTHTEIIBHOW TEepamnuy, W3-3a OTPAaHUYCHHBIX KIMHUYCCKUX JaHHBIX M BO3MOXKHOTO
MOBBIIICHUS] CHCTEMHOW SKCHO3WIIMU nopurneHeM-M-1 merabonuta. B HacTosimee Bpems HeET
JOCTaTOYHOM nH(OpMALUU AJist POPMYTUPOBAHUS PEKOMEHIAINH IS TAITUEHTOB, HAXOISIIUXCS
Ha JpYyrux BUAAX JUATH3A.

Tayuenmul nosxcunoeo so3pacma

YV MOKHIIBIX TAIIUEHTOB, (YHKIIHS MMOYEK KOTOPBIX COOTBETCTBYET MX BO3PACTY, KOPPEKIIUH JTO3bI
He TpeOyercsl.

Tayuenmoi ¢ Hapywenuem QynKyuy neveHu

VY Takux ManueHToB He TPeOyeTCss KOPPEKIIUU JTO3BI.

Croco0 IIpuMeHeHus

BnyTtpusenHo.

Wndys3nonHbie pacTBOpHI npenapata JlopureHeM BappUpyIOT OT IPO3PAuYHOro U OECIIBETHOTO J10
IIPO3PAaYHOrO U CJIETKA XKEJITOBATOrO pacTBOpa. Bo3MoKHBIE pa3inyus B IIBETHOCTU PACTBOPA HE
BJIMSIOT Ha KA4E€CTBO MPOAYKTA.

HNHcTpyKuy 10 pacTBOPEHUIO JIEKAPCTBEHHOIO Ipernapara Inepel IpUMEHEHUEM CM. B pas3felie

6.6.

4.3. IlpoTruBonoOKa3ZaHus
['unepuyBCTBUTENHHOCTH K JOPUIICHEMY WITH JPYTUM KapOareHemam, a Takke K OeTa-TaKTaMHbIM
AHTHUOMOTHKAM.

Herckuii Bo3pact 10 18 jer.
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4.4. OcoOble ykazaHusi 1 MepPbl IPEI0CTOPOKHOCTH n%%}&p{%EEHEHG CTb 0005

VY manueHToB, MOMyYaromux OeTa-TaKTaMHble aHTHOWOTHKH, MOTYT BO3HUKATh CEPhE3HBIE, a
WHOTJIa U JIeTaJbHbIC PEaKIUU TUNEPUYyBCTBUTENbHOCTH (aHadumakTudeckue peakmun). [lepen
HAYaJoOM JICYCHMsI JTOPUIIEHEMOM TalleHTa HEeOOXOIMMO TIIATEIbHO PACCIPOCUTH O TOM,
HaOJI0TATMCh JI Y HETO paHee PEeaKIMi TMIIepUyBCTBUTEIHHOCTH Ha JIpyrHe KapOarneHeMbl Hin
Ha OeTa-JTaKTaMHbIe aHTUOMOTHKH. B ciydae BOSHUKHOBEHUS PEAKIIMU TUIEPIYBCTBUTEILHOCTH
Ha JIOPUTICHEM €ro HeoOXOAUMO Cpa3y K€ OTMEHUTh U MPOBECTH COOTBETCTBYIOIIEE JICUCHHUE.
Cepbe3Hble peakii TUTIEPIYBCTBUTEIHHOCTH (aHA(DMIIAKTHIECKUH TIOK) TPEOYIOT MPOBEICHUS
HEOTJIOKHOM Teparuu, BKIIIOYAIOIIEei BBeIEHUE MNTIOKOKOPTUKOCTEPOUI0B U IPECCOPHBIX AMUHOB
(oniuHepuH), a TakKe TMPOBEICHUE JPYTUX Mep, BKIIOYAIONINX OKCHTEHOTEPAIHIo,
BHYTPUBEHHOE BBEJECHUE JKHJIKOCTEH, a Takke, MpU HEOOXOIUMOCTH, AHTUTHCTAMUHHBIX
MpenapaToB, U NOAepKaHHe MPOXOIUMOCTH JbIXaTeIbHbIX MyTEH.

Bo Bpemst Tepanuu kapbarneHeMaMu, BKJIIOYas JOPHUIIEHEM, COOOLIANOCH O CIydasX pa3BUTHUS
cynopor (cM. pazgen 4.8). B KIMHUYECKHUX HCCIEAOBAHUSAX JAOPUIIEHEMA CYJOpPOTH Yalle
HAOMIOIANMCh Yy TAIMEHTOB C HMCXOMHBIMH 3200JICBaHUSMH IEHTPATBLHOW HEPBHOW CHCTEMBI
(IIHC) (mampumep, HHCYJIBT WIH CYJIOPOXKHBIC TIPUIAJAKH B aHAMHE3€), HApYIICHUSIMHU (PYHKITUN
MOYEK U MPHU UCIOJIB30BAHUU 1103, TpeBbIaBmuX S00 mr.

[IceBnomemOpano3Hblii KOMUT, BbI3bIBaeMblil Clostridium difficile MOXeT MOSBIATbCA Kak Ha
dboHE MIUTENHHOTO TPUMEHEHHS, TaK W uepe3 2-3 Hemenw IMOocie MPEKpalleHUs JICUCHUS;
MPOSIBJISIETCSL  JUApeei, JICWKOIIMTO30M, JIUXOpPaAKOW, OoasIMH B JKMBOTE (MHOT/IA
COTIPOBOKAAIOIIMMHUCS BbIIEJICHHEM C KAJIOBBIMH MaccaMu KpOBHU U ciu3n). [Ipy BO3HUKHOBEHUHN
ITHX SBICHUH B JIETKUX CIIy4asX JOCTATOYHO OTMEHBI JICUYCHUS U IPUMEHEHUS MOHOOOMEHHBIX
cMoll (KOJEeCTUpaMHUH, KOJECTHUIION), B TSDKENBIX CIydasX I[TOKa3aHO BO3MEIIEHUE MOTepH
KUJKOCTH, DJIEKTPOJUTOB W Oelika, Ha3HAYeHHE BaHKOMHULMHA BHYTPh WM METPOHHAA30Ja.
Henb3s npuMeHATh JeKapCTBEHHBIE CPEICTBA, TOPMO3SIIIHE MEPUCTAIBTUKY KUIIIEYHUKA.
Crnenyer usberath JIUTEILHOTO JICUCHHUS TOPUIICHEMOM JIJIsi MPEIOTBPAILEHUS HW30BITOYHOTO
Pa3MHOXEHHS PE3UCTEHTHBIX K HEMY MHUKPOOPTaHU3MOB.

[lepen nmpuMeHeHueM npenapara peKOMEHIYeTCsl IPOBECTH 0aKTEPHUOJIOTHYECKOE UCCIIEOBAHUE.
Heobxoammo 0ToOpaTh COOTBETCTBYIOIIHME OOpPAa3Ibl JJISI MPOBEACHUS OaKTEPUOIOTHYECKOTO
WCCJICIOBAHMSI C TENbI0 BBIICICHUS BO3OyAMTENCH, WX HICHTUPUKANUUA U OINPEACTCHHUS HX
YYBCTBUTEIBHOCTU K JopurieHeMy. [Ipu OTCYTCTBMM TaKMX NaHHBIX SMIIUPHUYECKHHA BBIOOD
[pernapaToB ClEAyeT MPOBOJUTH HA OCHOBAaHMM MECTHBIX ASIUAEMHUOJIOTHYECKUX JaHHBIX U

MECTHON CTPYKTYpPbI UyBCTBUTEIILHOCTH MUKPOOPTIaHU3MOB.
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JUmTenpHas 3aMeCTUTEIbLHAS TOYSYHAS TSPaITHi

DKCHo3uNMsl MeTa0onuTa JopurnieHeM-M-1 y TalMeHTOoB, HaXOASIIUXCS Ha IIATETHHON
3aMECTUTENHHON TMOYEYHOW Tepamuu, MOXKET ObITh MOHWXKEHA 0 YPOBHS, IS KOTOPOTO HET
JTaHHBIX O 0E30MacHOCTH MPUMEHEHMs Npemnapata in vivo. JIaHHBIH MeTa0OIUT HE TMPOSIBIISIET
MHUKPOOHOJIOTHYECKOW aKTUBHOCTH, W JPYTHE€ BO3MOXHBIC (hapmakojgorndeckue 3P eKTsI
HeU3BeCTHBI. [103TOMY [UIs MALIMEHTOB, HAXOIALLIMXCS HA JUIUTEIIBHON 3aMECTUTEIIBHOM IMTOYEYHOMN
TEpanuy, peKOMEHIyeTCs TIATeNbHBIE MOHUTOPUHT TOOOYHBIX 3(h(HEKTOB.

MBJI-accounnpoBaHHas THEBMOHUS

HccenenoBanue ¢ ydacTueM MAallMEHTOB, TOCIUTAIN3UPOBAHHBIX B TEUEHUE HE MEHee 5 OHeH, y
KOTOpbIX  auarHoctupoBaHa MBJI-acconuupoBaHHas  IHEBMOHHMs, HE  IOATBEPAUIIO
s dexTuBHOCTH 7-THEBHBIX KypcoB AopuneHema (1o 1 r B Buae 4 4acoBbIX HH(Y3Hid Kaxkable 8
4) 110 cpaBHeHUIO ¢ 10-AHEBHBIMU KypcaMy UMHUIIEHEMa-TTuIactaTiHa (o 1 r B Buae 1-4acoBbIX
nH}y3uit kaxaeie 8 4). OObIYHAS TPOIOJDKUTEILHOCTD JICYCHHS MTAIIUEHTOB C BHYTPHUOOILHUIHOM
HEBMOHMEW, Bkmrodas IBJl-accounnpoBaHHY!0 THEBMOHHIO, cocTaBisieT 7-14 nHel u
OTIpEeNIeNIeTCSl CTENEHbI0 TSDKECTH 3a00sieBaHUs, JIOKANM3aluedl WHQPEKIMH M KIMHUYECKHM

OTBETOM TAaIMeHTa Ha JieueHue (cM. pazaen 4.2).

4.5. BzanmopaeiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH NPeNapaTaMu M Apyrue BUIbI
B3aMMO/EHCTBHUA
[TpoGenenn 1 KOHKYpUpYyeT ¢ AOPUIIEHEMOM 32 KaHAJbLEBYIO CEKPELHIO B MOYKAX U CHHXKAET
MOYeYHbIN KiaupeHc nopurieHema. IIpoGenenun yenmuuunBaer AUC mopuneHema ma 75 % wu
Nepuoj IMOoNyBbIBEAEHU W3 IutasMbl Ha 53 %. Iloaromy HEe pekoMEHAYETCs OAHOBPEMEHHO
IPUMEHSTH TPOOCHEIU/T U IOPUTICHEM.
JlopunieHeM He MHTHOMPYET OCHOBHBIE M30(EPMEHTHI cucTeMbl HuToXxpoma P450, u mostomy,
CKOpee BCEero, He B3aUMOJACHCTBYET ¢ IpernaparaMu, KOTOpble METa0OIU3UPYIOTCS YKa3aHHBIMU
depmentamu. JlopumeHeM, cyns IO pe3ysibTaTaM MCCIENOBAaHUN in Vitro, He o0nagaer
CIOCOOHOCTHIO MHIyLIMPOBATh AKTUBHOCTDH (DEPMEHTOB.
VY 310pOBBIX JOOPOBOJIBLIEB JOPUIIEHEM CHI>KAJ KOHIIEHTPALIMIO BaJIbIIPOEBOM KUCIOTHI B IJIa3Me
1o cyorepaneBtuueckoro 3HaueHus (AUC BanbIpoeBoil KUCIOTHI ObICTPO CHUKaach Ha 63 %),
4TO TaKXKe COrjacyercs C pe3yidbTaTaMu, I[OJYyYEHHBIMH [UIS JAPYrUX KapOaneHEeMOB.
dapMaKOKMHETHKA JOpUIIEHEMA IPU 3TOM HE HU3MEHsuIach. lIpu OIHOBpEMEHHOM mpHUEMe
JOpUTIEHEMa W BaJbIIPOEBOM KHUCJIOTHl WM BajblpoaTa CEMUHATPUS CIEAYET MPOBOJUTH
MOHHUTOPHUHTI KOHIEHTPALMU MOCIEIHUX U PACCMOTPETh BO3MOXKHOCTh HAa3HAYEHHUS JIPYroro

JICUCHMUA.
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4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTD U JAKTALMS

bepemeHHOCTD

Nwmerorcs OrpaHUYCHHBIC KIIMHUYCCKUC JAHHBIC O MPHUMCHCHHUU NOOPUIICHCMA Y 6epeMeHHbIX
JKCHIIIHH. HOT@HHH&HBHBIﬁ PHUCK I 1T104a HCU3BCCTCH. HpI/I 6€pCM€HHOCTI/I MNPUMCHSAIOT TOJIBKO
B CJIydac, CCJIU IpcanojiaracMas I1oJib3a IJid MAaTCpu IIPCBLIIIACT HOTeHHHaHBHBIﬁ PUCK U1
iaoaa.

HGDI/IOI[ I'PYAHOI'O BCKapMJIMBaHUA

HpI/I H€O6XOHI/IMOCTI/I NPpUMCHCHHA OOPUIICHCMA B IICPHUOJ JIAKTAIUN H€O6XOHI/IMO MMPpCKPATUTDH

I'pyaAHOC BCKAPpMJIMBAHUC.

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBLIMHU CPeACTBAMHU M padoTaTth C
MeXaHHU3MaMH

HccnenoBanuii 1mo BIMSHUIO JOpUIIEHEMa HAa CIIOCOOHOCTh YHPABIATH TPAHCHOPTHBIMH
cpeacTBaMiu U 3aHATHEC APYTUMHU IMTOTCHIUAJIbBHO OITACHBIMU BUIAMU JCATCIBHOCTH, Tpe6YIOH_[I/IMI/I
MOBBIIICHHOU KOHIOCHTpAallUK BHUMAHUA U 6BICTpOTBI INCUXOMOTOPHBIX peaKHHﬁ, HEC
MMpOBOANJIOCH, HO, YUUTHIBAS HpO(l)I/IJ'[B 0€e30MMacHOCTH npcriapara 1 HaJIM4IUe MOOOYHBIX 3(1)(1)€KTOB
CO CTOPOHBI HCpBHOﬁ CUCTCMBbI, CIICAYCT 06paTI/ITB BHHMAHHUC HAa BO3MOXHOC BJIMSHUC IIPCIIapaTa

Ha BbIIIICyKa3aHHbIC (DYHKIIUH.

4.8. HesxenarenbHble peakuuu

PesroMe HexemaTeabHbIX peakIini

YacTtoTa HEXeNaTeNbHBIX peaknuid Kiaccu(UIMpPOBaHA CIEAYIOIUM O0pa3oM: OYEHb YacTo
(>1/10); gacto (>1/100 — <1/10); newacto (>1/1000 — <1/100); penxo (>1/10000 — <1/1000);
odeHb penko (>1/100 000 —<1/10 000); yacToTa HEM3BECTHA (YACTOTA HE MOKET OBITH ONIPECIICHA

Ha OCHOBaHWH UMEIOIINXCS JTaHHBIX ).

beutn oTMeueHEBI CIICAYyIOmUEC HCXKCIIATCIIbHBIC PCAKIIUN:

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemvl.

HeuacTo (mepros mocTperucTpaiioHHOr0 MPUMEHEHUs): HEUTPOTICHUS, TPOMOOIIUTOIICHHUS.
Hapywenusa co cmopoHbl UMMYHHOU cucmembl: HEYACTbIE: PEAKLIUU THIIEPUYyBCTBUTEIBHOCTH
(aHadumakTHYECKUE PEaKIuh); OYeHb peakKue (TEpHoj] MOCTPErUCTPAIMOHHOTO TTPUMEHEHUS):
TOKCUYECKUH ANUIEPMATIbHBIN HEKpOIU3, cuHApoM CTuBeHca-/[)KoHCOHA.

Hapywenus co cmoponuvl HepéHoii cucmembl.

OY€Hb YaCTO: T'OJIOBHAsS OOJIb;

4acTOTa HEM3BECTHA: CYJOPOTH ™.
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Hapywenus co cmoponul cocyoos:

yacTo: (aeour.

Hapywenusa co cmoponul dceny0ouno-KumeyHo2o0 mpakma:

4acTo: TOITHOTA, TUapes;

HEYacTo: TICEBJIOMEMOPAHO3HBIN KOJIHUT

Hapywenus co cmopoHul Kodcu u NOOKOMCHBIX MKaHeu

4acThIe: 3y, ChIb

Co cmopoHbvl Kposu u TUM@BaAmMuYecKoll CUCmembl.:

HEYacTO: HEUTPOIICHHSI, TPOMOOIIUTOIICHUSI.

Iipouue:

4acTo: KAHIWUJ03 CIM3UCTON OOOJIOYKH TOJIOCTH PTa, BArMHAIBHBIA KaHAHMI03, TOBBIIICHHE
AKTUBHOCTH MEYCHOYHBIX ()EPMEHTOB.

*(0 3THUX peakIsIX Bpadu cooOany J00pOBOJIBHO, HE YKa3bIBast TPH TOM Ha YHCJIO TTAIUEHTOB,
MOJTy4YaBIIUX JOPUTICHEM, U TIO3TOMY HEBO3MOKHO YCTAHOBHUTH UX OTHOCHTEIHHYIO YACTOTY.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Baxxno cooOmath 0 TMOJ03pPEBAEMBIX HEXKENATENbHBIX pEaKUUAX [OCIe PEerucTpaluu
JIEKapCTBEHHOro MpenapaTta JlopuneHeM c 1enbio 00ecnedyeHus HENpPEepbIBHOTO MOHUTOPUHTA
COOTHOIIEHUS '"Monb3a - pHUCK" JEKapCTBEHHOro mpemnapara. MeAMIUHCKUM pabOTHHKAM
pEeKOMEHAyeTCs COOOIIATh O JTIOOBIX MM0103PEBAEMBIX HEXKENATEIBHBIX PEAKIIUAX JIEKAapCTBEHHOTO
npenapata JlopuneHem yepe3 HalMOHAIBHYIO CUCTEMY COOOILIECHHS O HEKENATeIbHBIX PEaKIUIX.
Poccuiickas @enepanns

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

Anpec: 109074, r. Mocksa, CraBstHCKas IJI0IIa1b, 1. 4, cTpoeHue 1

Tenedon: +7 (495) 698-45-38

DnekTpoHHas rnoyta: pharm@roszdravnadzor.ru

Caiir: http://roszdravnadzor.gov.ru/

4.9. IlepenosupoBka

Habmroganuch ciyyan TOSIBICHHS MAaIlyJIO-3PUTEMATO3HOW CHIMM NPH BBEACHUU TOpHUIIEHEMA
BHYTPUBEHHO KaleiabHO B J03€ 2 I kaxable 8 4 B TeueHue 10-14 guent. [lamyno-spuremaTo3Has
ChINb IpOXoauiIa B TeueHue 10 aHel nocne npekpameHus IpUMEHEHUs JOPUIIEHEMA.

B cnyuae mnepeno3upoBKM cIeAyeT IPEKpPaTUTh BBEICHUE JOPUIICHEMA U IPOBOAMTH
MOJAJICPKUBAIOILYIO TEPANMIO 0 €ro IIOJHOIO BBIBEACHHUS M3 OpraHu3Ma IOo4kaMHu. JleueHue
NepeI03UPOBKHU COCTOUT B IPOBEACHUH 001IEH MOAepKUBAIOIIEH CHUMIITOMATUYECKOM TepanuH,

BKJIIOYAIOIIE] MOHUTOPUHI OCHOBHBIX (DM3MOJOTMYECKHUX TIOKa3aTelled M HaOlioJeHue 3a
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reMoJuann3a Wil JJIMTEIbHON 3aMECTUTEIbHON ITOYEYHON TEPANUU, OJHAKO B HACTOSIIEE BPEMSI
HET JIOCTaTOYHOW uH(pOpManuu 00 WCIOJNB30BAHUM T'eMOJUAIN3a WU  JUIUTEIHHON

3aMECTUTEIBEHON ITOYEYHOH TCpalinu 1pu Nnepcao3upoOBKEC TOPUIICHECMA.

5. ®APMAKOJIOTHTYECKHUE CBOMCTBA

5.1. @apmakoauHaAMH4YeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass TpyMa: aHTUOAKTepuadbHbIE CPEIACTBA CHCTEMHOTO JIEHCTBUS;
Ipyrue OeTa-TakTaMHbIe aHTHOAKTepUATIbHBIE CPEICTBA; KapOOmeHEeMbI

Kox ATX: JOIDFO1

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

JlopurieHeM — CHHTETHYECKHH KapOareHEMOBBIM aHTHOMOTHK IIUPOKOTO CIIEKTpa JEHCTBHS,
CTPYKTYPHO OJIM3KUN IPYTUM OeTa-TaKTaMHBIM aHTHOUOTHKAM.

JopuneHem o01aiaeT BEIPAKEHHONW aKTUBHOCTBIO i1 Vitro B OTHOIICHUH a3POOHBIX U aHADPOOHBIX
TPaMITIOJIOKHUTEIFHBIX W TPaMOTPHUIATENbHBIX OakTepuid. [lo cpaBHEHWIO C HWMHUIIEHEMOM U
MEpOIICHEMOM OH B 2-4 pa3a akTHBHEE B OTHOIICHUU Pseudomonas aeruginosa.

Mexanuzm oeticmeus

JopuneHem oka3piBaeT OaKTepUIMJAHOE JACWCTBHE IyTeM HapylleHHWs OHOCHHTE3a
OakTepuanbHOW KIETOYHOW cTeHKH. OH WHAKTHBUPYET MHOTHE BaXHbIC TCHUIIMILINH-
ces3piBatomue O0enku (IICH), uro BeneT kK HapyIIEHUIO CUHTE3a KJIETOYHON CTEHKH OaKTepHil u
nocienyromed rubenu  OakTepuandbHBIX KJIeTOK. JlopurneHem oOnagaer HaWOOJIBIIAM
adpdunurerom B otHomenuu IICBH Staphylococcus aureus. B xnerkax Escherichia coli n
Pseudomonas aeruginosa nopunenem npouHo cBs3biBaerca ¢ IICh, koTopsle y4yacTBYIOT B
nojazepxkaHuu (HOpMbI OaKTepUaTBLHON KIETKH.

OneITHI in Vitro TOKa3aiy, YTO JOPHUIIEHEM CJ1a00 yTHETaeT NeHCTBUE IPYrMX aHTHOWOTHKOB, U
TaK)Ke ero JIEHCTBUE HE YTHETAeTCs APYTUMU aHTHOUOTHKAMMU.

OnucaHbl aJINTUBHAS AKTUBHOCTh WJIH CIIA0BI CHHEPTU3M C aMUKAIIMHOM U JIEBO(DIOKCAIIMHOM
B OTHOIIEHUU Pseudomonas aeruginosa, a TaKke C JalTOMHUIIMHOM, JIMHE30JIH]IOM,
71eBO(IIOKCATMHOM U BAHKOMUILIMHOM B OTHOILLIEHUH IPAMITONIOKHUTENBbHBIX OaKTepUH.
Mexanuzmbvl pesucmenmuocmu

MexaHu3MBbl PE3UCTEHTHOCTH OakTepwii K JOPUINCHEMY BKJIIOYAIOT €ro WHAKTUBAIUIO
dbepMeHTaMu, THAPONIM3YIOIUMHI KapOarneHeMbl, a TakKe MYTaHTHBIMU HJIM MPUOOPETEHHBIMU
[ICh, cHMWXEeHHE MPOHUIIAEMOCTH Hapy>KHOW MeMOpaHbl M aKTHBHBIN BBIXOJ JOpPUIICHEMa W3
OaKkTepHaIbHBIX KJIETOK. JlopuIIeHeM YCTOHYMB K THUAPOIU3Y OOJBUIMHCTBOM OeTa-JaKTamas,

BKJIO4Yas INCHUIINITIINHA3bI n ue(banocnopHHasH, KOTOPBIC BblpaGaTbIBaIOTC}I
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

OTHOCHUTEIILHO peikue OeTa-IakTaMasbl, ClIOCOOHBIE THAPOIN30BATh JOPUIICHEM.
PacripocTpaHeHHOCTH PUOOPETEHHON Pe3UCTEHTHOCTH OTJEIBHBIX BUIOB MOXKET BApPhUPOBATH B
pa3HBIX reorpadUuecKuX PeTHOHAX U B pa3HOE BPEeMs, M IO3TOMY OYEHB MoJie3Ha HH(OpMAIIHS O
CTPYKTYpPE MECTHOW PE3UCTCHTHOCTH, OCOOECHHO IpH JICUYCHHU TsDKENbIX WHpeKuil. B ciaydae
HEOOXOIUMOCTH CIIeAyeT 00paIiaThes 3a COBETOM K MUKPOOHOJIOTaM: HaIpUMep, €CITH CTPYKTypa
MECTHOW PE3MCTEHTHOCTH TaKOBa, YTO MPUMEHEHHE KOHKPETHOTO Tperapara, Mo KpaiHei mepe
NIPY HEKOTOPBIX THUTIAX UH(EKIMH, BHI3HIBAET COMHEHHUSI.

K nopurienemMy 4yBCTBUTEIBHBI:

Obvluno uyecmeumenvhvle 8UO0bI

I'pammonoxxkurensHbie  adpo0bl:  Enterococcus faecalis, Staphylococcus aureus (IITaMMBlI,
YyBCTBUTEIBHBIE K METUIWLUIMHY), Staphylococcus epidermidis (11TaMMbl, 9yBCTBUTEIBHBIE K
METUIWUINHY), Staphylococcus haemolyticus (IITaMMbl, YyBCTBUTEIbHBIE K METHIMJUIAHY),
Streptococcus agalactiae (BkItouasi MITaMMBI, PE3UCTEHTHBIE K Makpoiuaam), Staphylococcus
saprophyticus, Streptococcus intermedius, Streptococcus constellatus, Streptococcus pneumoniae
(BKJIFOUAs IITAMMBI, PE3UCTEHTHBIE K TEHUIWUIMHY WM 1edTpuakcony), Streptococcus
pyogenes, Streptococcus viridans (BKJIIOYash INTaMMBI, yMEPEHHO UYBCTBUTEIBHBIC U
PE3UCTEHTHBIC K IEHUITWILITNHY ).

I'pamotpuniatensubie a’poOwl: Citrobacter diversus, Citrobacter freundii (BKIo4asi MITaMMBI,
HEYYBCTBUTEIbHBIC K nedTazumumy), Enterobacter aerogenes, Enterobacter cloacae (Bxmtouas
ITaMMBbI, HEYYBCTBUTEIbHBIE K nedTazunumy), Haemophilus influenzae (BKItodas IITaMMBI,
IpoAyLUpYOIIKe OeTa-TaKTaMasbl, WM PE3UCTEHTHBIC K aMIUIIMJUTHHY [ITAMMBI, KOTOpPBIE HE
BbIpa0aThiBaloT Oera-laktamasel), Escherichia coli (BkIOuYas IITaMMBI, PE3UCTEHTHBIE K
7AeBO(IIOKCAIIMHY W IITaMMbl, TPOAYIHpPYONe OeTa-TaKTaMasbl PaCHIMPEHHOTO CIIEKTpa
(ESBL)), Klebsiella pneumoniae* (Bxmrouasi mrammbl, npoxyrupywomme ESBL), Klebsiella
oxytoca,

Morganella morganii, Proteus mirabilis (Bkirodasi mrammbl, npoayrupytome ESBL), Proteus
vulgaris, Providencia rettgeri, Providencia stuartii, Pseudomonas aeruginosa™® (BKato4as
ITAaMMBI, PE3UCTEHTHBIC K medTazunumy), Salmonella spp., Serratia marcescens (BKIIOUas
[ITAMMBI, HEYYBCTBUTENbHBIC K 1epTazuanmy), BUIsI poaa Shigella.

AHa’poObl:  Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides
uniformis, Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, BuabI
pona Clostridium, Peptostreptococcus magnus. Peptostreptococcus micros, BHUAB poja
Porphyromonas, Bunsl pona Prevotella, Sutterella wadsworthenis.

Pezucmenmmnole MUKPOODP2AHU3MbIL
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Enterococcus faecium.

I'pamoTpunaTenbHbIe a3pOOHI:

Stenotrophomonas maltophilia, Legionella spp.

[TproOpeTeHHY0 PEe3UCTEHTHOCTh MOTYT UMETh:

Burkholderia cepacia, Acinetobacter baumannii, Acinetobacter spp., Pseudomonas aeruginosa.

* Buibl, B OTHOIIICHHH KOTOPBIX JOPHUIICHEM ObLJT aKTUBEH B KIIMHUYECKUX UCCIICIOBAHUSIX.

5.2. ®apmakoOKHHeTHYECKHE CBOIiCTBA

KoHrieHTpanuu nopureHemMa B jia3Mme: CpeIHHe KOHIECHTpAIMKU B IuIa3me (Mr/J1) AopuIieHeMa
nocyie omaHou l-yacoBoit m 4-yacoBoil BHyTpuBeHHOW WMH(DY3um 500 mMr m omHOW 4-4acoBOi

nH(]y3un 1 T moka3zaHbl HUKE B TAOIHUIIE.

Cpez[HHe KOHICHTpAalUKU JOPUIICHEMA B IJIa3M€ IMOCJIC BBECACHU A OJTHOM JIO3BI

Jlo3a 1 IIUTETLHOCTH Bpewms ot Hauana uadys3uu (1)

uHDy3un

CpenHsisi KOHIIEHTpAIHUs B Ia3Me (Mr/m)

0,5 1 2 3 4 6 7 8 9

500 mr B Tewenne lu | 20,2 | 20,9 | 6,13 2,69 1,41 0,45 - 0,13 -
500 mr B Teuenne 44y | 4,01 | 5,70 | 7,26 8,12 8,53 1,43 0,78 - 0,28
1 r B TeueHue 4 7,80 | 11,6 | 15,1 16,9 18,3 2,98 1,66 - 0,55

®dapmakokuHeTrka aopurneHeMa (Cmax — MakcMMalbHas KoOHIEHTpanus B 1miaasme u AUC —
IJIOIIAJb TOJ] KPUBOM «KOHIIEHTPALMSA-BPEMS») SIBISETCA JIMHEMHOW B J030BOM JMaIla30HE
500 mr - 1 r npu BHyTpUBEHHOU MH(}Y3uM B TeueHue 1 wim 4 4. Y manueHToB ¢ HOPMaJbHOU
byHKIMEN moyek He OOHAPYKEHO NMPU3HAKOB KyMYJSLUU JOPHUIIEHEMa MOCIe MHOTOKPAaTHBIX
BHyTpuUBEeHHBIX HWHGQy3uit 500 mr wimm 1 T kaxaeie 8 4 Ha mnpoTsikeHun 7-10 mHEH.
®apMaKOKMHETHKA TOPUIIEHEMA HOCUT JIMHEHHBIA XapakTep B auana3zone 03 500 mr - 2 r npu
BBEJCHUU B BUJE BHYTPUBEHHOW HMH(QY3UH TpORoKUTENbHOCTBIO 1 4 u 500 mMr - 1 r mpu

BHYTPUBEHHOM MHPY3UH IPOJAOIKUTEIHLHOCTHIO 4 4.

DapMaKOKHHETUYECKUE XapPaKTEPUCTUKHU JIOPUIICHEMa MpPH OJHOKPATHOM BBEACHHUH (NOCIHe
4-vyacoeoul uH@y3uu) y B3POCIBIX C KHCTO3HBIM (UOPO30M COOTBETCTBYIOT aHAIOTUYHBIM
napameTpamM I B3pOCibIX 0e3 KucTto3Horo ¢puodposa. He mpoBoaMiioch HaIeKamumx XOpoIio
KOHTPOJIMPYEMBIX MCCIIEIOBaHUIN 0e30macHOCTH U 3(PPEKTUBHOCTH JTOPUTICHEMA Y TTAIUEHTOB C

KHCTO3HBIM (prrOpo30M.
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Pacnpenenenue

CpenHsisi cTeneHb CBA3bIBAHUS JOPUTICHEMA ¢ OeNkaMmu I1a3Mbl coctaBisiia 8,1 % u He 3aBucena
OT ero KOHIIGHTPaluH B Iu1a3Me KpoBu. O0beM pacnpeseneHus paBeH npuoiau3urensHo 16,8 i,
9TO ONM3KO K 00bEMy BHEKJIETOYHOW JKUIKOCTH y dYenoBeka (18,2 i). JlopumeHem Xxoporno
IPOHUKAET B ps TKaHed U OWOJIOTMYECKUX JKUIKOCTEH, HampuMmep, B TKaHM MAaTKH,
PEeTPOINEpUTOHEATBHYIO KUJIKOCTh, TKAHU MPEACTATENIbHON JKeJe3bl, TKAHU JKETYHOTO ITY3bIps U
MOUy, JIOCTHTasi TaM KOHIEeHTpamwuii, npesbimarommx MUK (MuHMManpHas WHTHOUpYROIIas

KOHIICHTpAITWsA).

buotpanchopmanms: OGuoTpanchopmanus JOpUTICHEMA B MHKPOOMOJIOTHYECKH HEAKTUBHBIN

METabOUT TPOUCXOAWT MPEUMYIIECTBEHHO IO ACHCTBHEM JAeruaponentuaasbi-1. In vitro
HaOmoaIcss MeTabonu3M JopurieHemMa moj aeictBueM uzodepmeHToB cuctembl CYP450 u
JTPYTHX (hepMEeHTOB, KakK B MIPUCYTCTBUH, TaK 51 B OTCYTCTBUH

HUKOTHHaMuaaeHuHauHyKiIeotuadochar (HAJLD).

ODIMMUHALS

JlopuneHem 3IMMUHUPYETCS B OCHOBHOM MMOYKaMU B HEU3MEHEHHOM BUJIE. Y 3JJ0POBBIX MOJIOIBIX
B3POCJBIX CPEIHUN KOHEUYHBIM IMEPUOJ MOJIYBBIBEJCHUS JOPUIIEHEMA W3 IJIa3Mbl COCTABIISET
okojio 1 4, a KIMpeHC W3 Ma3Mbl paBeH mpuMepHo 15,9 n/u. CpenHuil movedHbI KIMpeHc
cocrapmsier 10,3 /4. BenuumHa ATOTO TMOKa3aTens, HapsAAy CO 3HAYUMBIM CHUKCHUEM
AMMMHMHALIMY JOPUIIEHEMA TTPU €0 BBEIEHUU OJTHOBPEMEHHO € MPOOEHENIOM, CBUIETEILCTBYET
0 TOM, 4TO JIOPUIICHEM ITOJIBEPTaeTCs KaK KIyOOUKOBOHM (PUIBTpalNK, TaK U TOUEYHON CEKPEIIHH.
VY 310pOBBIX MOJIOABIX B3POCIBIX, MOMYyYUBIINX OAHY 103y (500 mr) mopumnenema, 71 % 03w
oOHapy»eH B MOU€ B BUIe HEU3MEHEHHOT0 ToputieHemMa 1 15 % — B Buie MeTabouTa ¢ OTKPHITHIM
KOJIBIIOM COOTBETCTBEHHO. [lociie BBEIeHNS MOJIOIBIM 3J0POBBIM B3POCIIBIM OTHOM 710361 (500 MT)
paZMOaKTUBHO MEYEHHOTO JOpUIIeHEeMa B Kaie Obulo oOHapyxkeHo MeHee | % oOmieit
PaauOaKTUBHOCTH.

Tlayuenmul ¢ noueunoll HeOOCMamMoyHOCMbIO: TIOCIIE BBEAEHUS 01HOH 10361 (500 MT) mopuneHema
MalydeHTaM ¢ JIeTKOM (KJMpeHc KpeaTuHuHa 51-79 mu/mMuH), cpenHed (KIUpPEeHC KpeaTMHHHA
31-50 mu/muH) M TsKeno (kmupeHc KpeaTuHHMHAa < 30 MIJI/MHH) CTENEHBIO MOYEYHOU
HegocraroyHoct AUC yBenumumnach cooTBercTBeHHO B 1,6 pasza, 2,8 pasa u 5,1 paza mo
cpaBuenuto ¢ AUC y 3110pOBBIX JII0/IeH ¢ HOpMaJbHON (YHKIIMEH MOYeK (KIMPEHC KpeaTHHHHA
> 80 mu/mun). Jlo3y mopurieHema cClieyeT CHUXaTh y TAIlMEHTOB CO CPEIHEH U TKEIOM

CTEIICHBIO ITIOUCUHOM HEAOCTATOYHOCTH.

Tayuenmoi ¢ HapywieHuaAMYU HYHKYUU NeYeHU
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¢yHKIMY IedeHu. JJopurnieHeM NpakTUYEeCKH He MO/IBEpPraeTcs MeTaboIn3My B IEUEHH, U I03TOMY
OperoiaraeTcsi, 4ro HapylleHHe (QYHKIMHM 3TOr0 OpraHa HE JOJDKHO BIHATH Ha €ro
(hapMaKOKHHETHKY.

Tayuenmor nosicunozo eo3pacma.

o cpaBHEHHIO ¢ MOJIOJIBIMHU B3POCIIBIMH, Y NOKMIbIX Jfogei AUC nopunenema Obuia yBelnuyeHa
Ha 49 %. OTH n3MeHeHus1 OOBSCHSIOT IIIaBHBIM 00pa30M BO3PACTHBIMH H3MEHEHUSIMH KIMpEHCa
KpEeaTUHUHA. Y MOXKWIbIX MAllMEHTOB ¢ HOPMalbHOH (U1 MX Bo3pacTa) QyHKIMEN MOYeK 103y
JIOpHUIIEHEMA CHUXKATh HE HYKHO.

Ilonosvie paznuuus

VY sxenmun AUC nopunenema 6buta Ha 13 % Oonbiie, yem y My»XuuH. My>KUrHaM | KEHIITHAM
PEKOMEHAYETCsl BBOAUTh OJUHAKOBBIE JO3bI IOPUIICHEMA.

Pacoesas npunaonesxicnocmeo

[Ipu npuMeHeHnU TAHHOTO Iperapara cpely pa3Ho0Opa3HbIX PACOBBIX TPYII HE HAOIIOAIOCH
3HAUUTENBHOIO PACXOXKJEHUS B KJIMPEHCE JOPUIIEHEMA, MO3TOMY KOPPEKTHMPOBATh 03y HE

peKOMeHayeTCsl.

6. ®APMAIIEBTUUYECKHE CBOVCTBA

6.1. IlepedeHb BcnoMOrareJbHbIX BellleCTB

OTCYyTCTBYIOT

6.2. Xapaxrep M coaeprkaHue YIIAKOBKHU

JlaHHBIA NEeKapCTBEHHBIM MpemnapaT He CIeayeT CMENIMBATh C APYTHMMHU JIEKApCTBEHHBIMU
IpernapaTam, 3a HCKJIIOUEHUEM YIIOMSHYTHIX B pazzaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEeHU)

3roga

YcnoBus XpaHeHUsi TOTOBOTO PACTBOPA: MOCie JOOABICHHS K MOPOIIKY JOPUIICHEMA CTEPUITBLHOM

BoAbl Juid uHbekMi wim 0,9 % pacTBopa HaTpus XJIOpHAA CYCHEH3UI0 MOXHO XPAaHHUTH BO
(iakoHe B TeueHue | 4 nepen ee pa3BeeHUEM HH(Y3UOHHBIM PACTBOPOM.

Huxe B Tabnune yka3zaHbl CPOKM XpaHEHUsl JopuneHema mocie pasBeaeHus 0,9 % pactBopom
HaTpus xyopuzaa wid 5 % pacTBOPOM AEKCTPO3bl B YCIOBMSX HUX XpaHEHMs] NPU KOMHATHOM
TEMIEPATYPE WIH B XOJOINUIbHUKE.

Xpanenne nHGY3UOHHBIX PACTBOPOB, IPUTrOTOBIEHHBIX Ha 0.9 % pacTBOpe HATPUA XJIOPHUIA WIN

5 % pacTBOpE AEKCTPO3LI:

Pazb6aBurens Bpewms ctabunsHOCTH (4)
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Komuarnas remrreparypa 2=8-°C(XOMOMITFHUK)
0,9 % pacTBOp HaTpus xJu0puaa 12 72%
5 % pacTBOp IEKCTPO3BI** 4 24%*

*Tlocne u3BIeUEHUS U3 XOJIOAMIbHUKA UH(Y3UOHHBIN PACTBOP OJDKEH OBITH BBEJICH MAIIMCHTY B
TE€UYEHHE Pa3pelIeHHOr0 BPEMEHU XpaHeHUsI [TPpH KOMHATHOM Temnepatype. [Ipu sTom cymmapHoe
BpeMsl XpaHEHMsI pacTBopa B XOJIOAMJIBHUKE, BpEMs COTpEeBaHUS pacTBOpa A0 KOMHATHOM
TEMIIepaTypbl M BpeMs BBEACHUS pacTBOpa MAIMEHTYy HE JOJDKHO IPEBHILATh B OOIIEH
CJI0KHOCTH JI0ITyCTUMOI'O BPEMEHHU XPAaHEHUS B XOJIOAWIbHUKE.

*# 5 % pacTBOp JEKCTPO3bI HE JOJIKEH HUCIOJIb30BaThCS AJI BBEICHUS MHPY3UM IIIUTETbHOCTHIO
6onee 1 4.

Jnis coxpaHeHus: MHUKpOOMOJIOTHUECKOM YHMCTOTHI HPUTOTOBICHHOTO PAacTBOpa €ro CIleayer
UCIIOJIb30BaTh HEMEJICHHO. B ciiyuae HE00X0IMMOCTH XpaHEHHs pacTBOPa OTBETCTBEHHOCTH 32
COXpaHEHHE MMKPOOHOJIOTHYECKON YHCTOTHI JIEKHUT Ha JMIE, TOTOBALIEM WJIH XpaHsIIIEeM
pacTBop.

6.4. Oco0Oble Mepbl NPETOCTOPOKHOCTH NPU XPAHEHUH

B 3amumienHom ot cBera Mecte, pu Temneparype He Boiie 25 °C.

VYcnoBus XxpaHeHus npenapara 1nocie pa3BefeHus cM. B paszaene 6.3.

6.5. Xapaxrep u coaepKuMoe NePBUYHOI YIAKOBKH

[Toporok A1t MPUTOTOBIICHUS pacTBOPA st HHDY3HiA.

[To 250 mr unm 500 Mr IeHCTBYIOIIETO BEIIeCTBA TOMEIIAIOT BO (PIIAKOHBI U3 MPO3PAYHOTO CTEKIA
1 ruaponuTHYECKOTO Ki1acca BMecTUMOCThIO 10 mitm 20 M1, TepMETHYHO YKYITOPEHHBIE TPOOKaMu
PE3UHOBBIMH, O0XKaTble ATIOMUHUEBBIMU KOJIMAYKAMU WM KOJMaykKaMd KOMOWHHPOBAHHBIMHU
(aITIFOMHUHHEBBIMH KOJITIAYKaMHU C MTPEeI0XPaHUTENbHBIMU IJIACTMACCOBBIMH KPBIIIKaAMH).

1 ¢nakoH c mpemaparoM BMECTE C JIMCTKOM-BKJIAJbINIEM (MHCTPYKLMEH MO MEIUIIMHCKOMY
IPUMEHEHHUIO) IOMELIAIOT B NAYKy KAPTOHHYIO.

s cmayuonapos:

ot 10 1o 50 h;makoHOB ¢ TpenapaToM ¢ paBHBIM KOJIMYECTBOM HHCTPYKIIUN IO MEAUITTHCKOMY
IPUMEHEHHIO TOMENIAI0T B KOPOOKY KapTOHHYIO.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TNPH YHUYTOKEHHUHM HCHOJIb30BAHHOTO
JIEKApPCTBEHHOI'0 NMpenapara WM 0TX0J10B, MOJYYeHHbIX Mocje NPUMEHEeHUs npenapara u
Apyrue MaHUMYJISIINHU € IPenapaToM

MHCTpYKIIMHK [0 TPUTOTOBJICHUIO pacTBOpa U O6DaH_I€HI/IIO C HUM
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500 me oopunenema):

— Ilopomok nopunenema pactBopsitoT B 10 M crepriibHON Bobl sl MHbeKuMi uinu 0,9 %
pacTBopa HATpUs XJIOpHUA.

— BusyanbHO NpoBEpSIIOT CYCIEH3UI0 Ha HAJM4YKME B HEW BUAMMBIX MOCTOPOHHHUX YACTHI]
(maHHAs TOTOBASI CyCIEH3MUS HE MCIIONB3YETCs IS IPSIMOTO BBEJICHUS).

— T'oToBYyIO CyCNeH3UIO MpY MOMOIIM LIMPULIA U UTJIBI 100aBISAIOT B MH(Y3MOHHBIN MaKeT
(OyThIKY), comepxkamuit 100 M 0,9 % pactBopa Harpus xnopuna win 5 % pacTBopa
JEKCTPO3bl, U aKKypaTHO MEPEMELINBAIOT 10 MOJIHOTO PACTBOPEHUSI.

Ilpuecomosnenue 0ozvl 250 me pacmeopa 0ns uHy3uil 051 NAYUEHMOB CO CPeOHel U MANCENOU
CMeNnenvry NOYeyHOU HedOCMAamouYHOoCmuy (UCnoav3ys @rakoHuvl, codepaxcawue 500 me
dopunenema):

— Ilopomok nopunenema pactBopsitoT B 10 M cTepuiibHON BOAbI 111 MHbeKUHUNA uiu 0,9 %
pacTBopa HaTpus XJIOpUaa.

— BusyanbHO NpoBEpSIIOT CYCIEH3UI0 Ha HAM4YKME B HEH BUAMMBIX MOCTOPOHHHUX YACTHI]
(maHHas TOTOBAs CyCIEH3US HE UCTOIb3YeTCs ISl IPSMOTO BBEACHMUS).

— T'oToBYyIO CyCNeH3HIO Py MOMOIIM LIMPULIA U UTJIBI 100aBISAIOT B MH(Y3MOHHBIN MaKeT
(OyThIIKY), comepxamuit 100 ma 0,9 % pactBopa HaTpus xyopunga win 5 % pacTtBopa
JEKCTPO3bl, U aKKypaTHO MEPEMEIIUBAIOT 10 MOJHOTO pacTtBopeHus. Otbuparor 55 mi
pacTBopa U3 HHPY3MOHHOTO NTaKeTa WK OYTHIJIKY U BRIOPACKIBAIOT (B OCTABIIIEMCSl 00beMe
pactBopa coaepxkutcs 250 Mr JopurieHema).

[Ipurorosienne no3b6l 250 Mr pactBopa g MHGY3UNA JUIL ITAIIMEHTOB CO CPEIHEN W TSHKEIIOH

CTENEHBI0 IMOYEYHOM HENOCTATOYHOCTH (HMCIoab3yst  (uiakoHBI, couxepxkanme 250 wmr

JOPUIICHEMA):
. ITopomok nopuneHeMa pacTBOPSIOT B 5 MJI CTEPUIIBHOM BOAbI sl nHBbeKIUN uinn 0,9 %

pacTBopa HaTpHs XJIOpUIA.
. BusyanbHO TIPOBEPSIOT CYCIIEH3HI0 HA HAJMYWE B HEW BUIUMBIX MOCTOPOHHUX YACTHIL
(maHHAs TOTOBASI CYCIEH3MUS HE MCIIONB3YETCs IS TPSIMOTO BBEJICHUS).

. ['oTOBYIO CYCHIEH3HUIO TIPH MMOMOIIY IIMPHUIA U UTIBI JOOABISIOT B MH(PY3UOHHBIN MMaKeT
(OyThIIKY), conepxkamuii 50 mi 0,9 % pacTBopa HaTpus XjIopuaa Ui 5 % pacTBopa AEKCTPO3bI,
¥ aKKypaTHO MEPEMEIIHBAIOT JI0 TIOJTHOTO PACTBOPEHUSI.

Unghysus

BoccraHOBIIEHHBIN PacTBOp.
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MPO3PAUYHOro U CIErKa XKeIToBaToro pacteopa. Bo3MoxHbIe pa3nuuus B IIBETHOCTH PacTBOpa He
BIIUSIOT Ha KAYECTBO MPOAYKTA.

NHudy3noHHBIN pacTBOP Mepe/ BBEICHUEM BU3YaJIbHO ITPOBEPSIOT HA OTCYTCTBUE MEXaHUUECKHUX
BKJIFOUCHUH, ¥ IPY OOHAPYKECHUU TTOCIICTHUX, OTOPAKOBBIBAIOT.

Ymunuzayus

Hewncrnonb30BaHHBIA pacTBOp JOpUIIEHEMA W JIPYTHE OTXOABI HEOOXOIMMO YTHIM3HPOBATH B

COOTBETCTBUH C MCCTHBIMU ITPaBUJIAMHU.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

000 «An®apmar

127247, r. MockBa, BH. T€p. I'. MyHHIIUIIAJIbHBIA OKpYT BocTouHnoe Jlerynuno, ui. JIMUTpoBCKOE,
a. 100, ctp. 2, moment. 4541R4

Temn.: +7(495) 744-30-00 (MHOTOKaHATbHBIN)

e-mail: info@al-farma.com

7.1. IlpeacTaBUTeNb AEPsKATESI PETHCTPALMOHHOIO YI0CTOBEPEeHHA

IIperen3un HOTD€6I/ITGHH HamnpasJIATh IO aaApPECy

Poccuiickas @enepanus

O6mectBo ¢ orpanmdeHHOW oTBeTcTBeHHOCThIO «AI'EHTCTBO T10 ®APMAKOHA/I30PY
«DAPMKOMIIITAEHC»,

117186, r. Mocksa, yn. Haropuas, 1. 15-8, mom. I, od. 61

Ten.: +7 (495) 142-24-87

Mo0.: +7 (901) 369-45-95

e-mail: pv@farmakonadzor.com

8. HOMEP PET'UCTPAIMOHHOTI'O YAOCTOBEPEHHUA

9. JATA NEPBUYHON PETUCTPAIIMA (IIOATBEPXJIEHUSA PETMCTPAIINN,
INEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:

10. IATA IIEPECMOTPA TEKCTA
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(NMOCNEOOBATENEHOCTE 000%)

OOmass ~ xapakTepuCTUKa  JIEKapCTBEHHOro  mpemnapata  JlopuneHeM — JOCTyIHa  Ha
UHPOPMALIMOHHOM TopTajie EBpa3suiickoro SKOHOMHUYECKOTO coo3a B HWH(POPMAIMOHHO-

KOMMYHUKaIMoHHOM cetu "MuTepHeT" http://eec.eurounion.org.
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