COOTBETCTEYET 2KCNEPTHOMY OTUYETY
ot 14.05.2025 N= 12232

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOFO TIPEITAPATA “702)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITIPEITAPATA
Hopurnenem, 250 MT, MOPOIIOK IS IPUTOTOBIICHUSA pacTBOpa AJs UHDY3Ui

Hopunenem, 500 Mr, mMOpOIIOK ISl MPUTOTOBIICHUS pacTBOpa i UHPY3UH

2. KAMECTBEHHBII U KOJIMYECTBEHHBII COCTAB
JlelicTByro1Ee BEIECTBO: JOPUIIEHEM

Jlopunenem, 250 Mr IOpOIIOK JUISL IPUTOTOBJIEHUS PACTBOPA UL NMHG V3

Kaxnpiii (hakon comepskut 250 mr gopureHema (B BHIe MOHOTHAPATa).

Jlopunenem, 500 Mr mopoIok Uit OPUroTOBJICHUS PACTBOPA Ul nHbY3UM

Kaxnprit paakon conepxut 500 Mr qopunenema (B BUIE MOHOTHIPATA).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Topo1iok 11 MPUTrOTOBIEHUS pacTBOpa A HHDY3UH.

MeJ’IKOKpI/ICTaJ'IJ'II/I‘ICCKI/Iﬁ IMOPOIIOK 0eJ10ro 1in 0eIoro ¢ )KEJITOBATHIM OTTEHKOM OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. IloxkazaHusl K NPUMEHEHHU IO

NH}peKkmoHHO-BOCTIaIUTENNbHbIE 3a00JI€BaHUs, BbI3BaHHbIE UYBCTBUTEIBHBIMH K JIOPUIIEHEMY
MUKPOOPTaHU3MaMU:

- BHYTpUOOJbHUYHASA (HO30KOMHUAJIbHAs) MHEBMOHHMS, BKJIIOYas MHEBMOHHIO, CBSA3aHHYIO C
UCKyCCTBEHHOU BeHTWsinuen jgerkux (MBJI);

- OCJIO)KHEHHbIE MHTPaa0l0MUHAIbHbIE HHPEKINH;

- OCJIO)KHEHHbIE HWH(MEKIMH MOYEBBICTUTEIbHON CHCTEMBI, BKJIIOYash OCJOKHEHHBIH U

HEOCJIO’KHEHHBIN MUeToHePUT U CIIydaH C COMyTCTBYIOIIEH OakTepueMuei

4.2. Pe:xxuM 103MPOBaHUsI ¥ CIOCO0 MPUMeEHEeHUs!

PexuM no3upoBaHus

Bspocnvie

Hwxe B Tabnuiie mokazaH peKOMEHIyEMBIH CIIoco0 MPUMEHEHHUsI U JI03bI Tipenapara JJopumnenem.
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Nudexunn Ho3za Yacrora | Bpems undysuu | JInurenbHOCT
uHOy3ui (9) Tepanuu**
BayTpubonsHuUHAs
(HO30KOMUATBHAS)
ITHEBMOHHUS, Brarovas | 500 mr mwan
CBSI3aHHYIO c Kaxable 8 4 1 vmu 4 g* 7-14 nuein**
. 1000 mr
HCKYCCTBCHHOM
BenTwisAnuent nerkux (MBJI)
OcClIO)XKHEHHbBIC
HUHTpaabIOMUHAIbHbBIC 500 mr KaXaple 8 1 1 5-14 guei**
nHpeKIun
OcnoxHeHHble  MH(EKIUU
MOUYEBBLIEIIUTEILHON 500 mr KaXIple 8 4 1 10 qHei**§
CHCTEMBI, BKJIIOYAst
UeIoHE)PUT

* Jlng neuyeHHsl MalUMEHTOB C HO30KOMMAJIbHOM IMHEBMOHHMEW PEKOMEHAYIOTCS MH(Y3uu c
no3upoBkod 500 mr B Teuenme 1 u. Ilpm Hammuum pucka WHOUIMPOBAHUS MEHEE
YyBCTBUTEILHBIMU MHUKPOOPTaHM3MaMH PEKOMEHAYIOTCS HH(Y3UH B TeueHHE 4 4.

Jl1s neyeHus MalMeHTOB ¢ MOBBIIIEHHBIM KinpeHcoM KpeatuHuHa (CrCl) > 150 ma/muH) nnm
(1) ¢ MHpEeKIUsIMH, BbI3BAaHHBIMH TPaMOTPULIATEIbHBIMI HE(PEPMEHTUPYIOIIUMHU OaKTepUSIMU
(mampumep, Pseudomonas spp. wmm Acinetobacter spp.) pexkoMeHIylOTCs HUHQY3UH C
no3upoBkoi 1000 mr B Teuenue 4 u.

Jls neyeHus MalMeHTOB CO CPEAHEN CTENEeHbI0 MOYEYHOM HEeAOCTAaTOYHOCTU PEKOMEHIYIOTCS
uHdy3uu ¢ go3uposkoit 500 mMr kaxaple 8 4, Ui JIeUeHUs NAlMEHTOB C TSKEJIOW CTENEeHbIO
MOYEUHON HEI0CTaTOYHOCTH PEKOMEHAYIOTCS MH(DY3uH ¢ 103upoBKoil 500 Mr kaxasie 12 u.

*#  JIMMTEeNBbHOCTh TEpalnuy BKIIOYAET BO3MOXKHBIM MEpPEXoJ Ha COOTBETCTBYIOLIYIO
MEPOpPaIbHYI0 TEpAlMI0 IIOCII€ KAaK MHHHMYM 3-JHEBHOM IAPEHTEPAIbHOM TEpAINH,
BbI3BaBIIEH KIMHHYECKOE YIydlleHHe (IIpU Mepexo/ie Ha MEepopajbHYI0 TEparuio MOXKHO
Ha3HayaThb (TOPXMHOJIOHBI, NMEHUIMJUIMHBI HIMPOKOTO CIEKTpa OeHCTBUS B KOMOMHALIUU C
KJIaBYJIaHOBOM KHCIJIOTOM, a TaK)Ke aHTHOMOTHKH JIF000# PpapMakoTepaneBTUYECKON IPyIIIbl).

§ V nmanmeHToB C comyTcTBYIOLIEH OakTepueMuedl JUIMTENbHOCTh TEpaluud  MOXKET
nocturars 14 gHen.

OObI4Has MPOJOHKUTEILHOCTD JICUEHUS MAIMEeHTOB ¢ HO30KOMUAIbHOM MHEBMOHUEH, BKIIIOYast
MMHEBMOHUIO, cBa3aHHyl0 ¢ MBJI, coctaBnsier oT 7 no 14 aHel, U NOMXKHA 3aBUCETh OT TSKECTH
3a00s1€BaHUs, JIOKAIM3AUUU MHQPEKIMM M KIMHUYECKOro OTBETa MalieHTa Ha JiedeHue. Ha
OCHOBAaHMM  DPE3yJbTAaTOB  KIMHUYECKUX  MCCIENOBAaHUN  crnenualucTaM B objacTu
3/IpaBOOXPAHEHHS CIIEAYET PAcCMOTPETh BOMPOC 00 YCTAHOBJICHUH [UIMTEIBHOCTU JICUEHUS

narueHToB ¢ BJI- acconmmupoBanHoii MHEBMOHUEH Ooee 7 qHEH.
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Oco0bnIe I'pynIibl TaMEHTOB

Tlayuenmui nodcunozo eospacma

VY MOXWIBIX TAIMEHTOB, (DYHKIUS TOYEK KOTOPBIX COOTBETCTBYET HMX BO3PACTy, KOPPEKIUU
J03bI HE TpedyeTcs

Tayuenmol ¢ Hapyuwenuem gyHKyuu novex

VY manMeHToB ¢ KIUpeHcOM KpeatnHuHa > 50 mu/mMuH He TpeOyercs KOpPpeKIUH J03bL. Y
MAlMEHTOBCO CPEIHEH CTENEHbI0 MOUYEYHON HEIOCTATOYHOCTH (KIMPEHC KpeaTuHuHa oT > 30
10 < 50 Mi/MUH) 1032 IOpUIIEHEMA JODKHA COCTaBIATh 250 Mr Kaxkapie 8 4. Y MalueHToB ¢
TSDKEJION CTEMEeHBIO IMMOYCYHOHM HEI0CTaTOYHOCTH (KiupeHc kpearmHuHa oT > 10 mo < 30
MJI/MUH) 1032 JOJDKHA paBHATHCS 250 Mr kaxasie 12 4.

Jnis manueHToB ¢ pekomenayemon no3oir 1000 mr kaxzasie 8§ 4, B Buae 4-4yacoBoil MH(Y3HH,
n03a JOJKHA OBITh TaKKe€ CKOPPEKTUPOBAaHA: TpPU CpPeJHEH  CTeMmeHH  IOYE4HOM
HegoctatoyHoctd —500 Mr kaxapie § 4, mpU TSHKENOW CTENEHU MOYeYHOM HEeJO0CTaTOYHOCTU —
500 mr kaxapie 12 g

Tlayuenmel, Haxooswuecs Ha ouanusze

PekoMenpannu 1o [103upoBaHUIO Tpemnapara JlopurieHeM y ManueHTOB, HAXOMIALIUXCA Ha

JINTENIbHOM 3aMECTUTEIIFHOM ITOYEeYHOM TCpalnu, NpUBCACHLI B Ta6J'II/II_IeZ

JlmutenpHas O1ieHEeHHbIN Jloza |Yacrora Bpewms JlocTmxenue
3aMeCTUTENbHas CrCl BBEJICHUS uapy3un *° LIEJIEBOTO
MoYeyHas Tepanus (M11/MUH) TMOKa3aTes

(MMHUMAaITBHAS
MHTUOUpYHOIIAs
KOHIICHTPAITHSI,
MIUK)
[TponomxurensHas
BEHO-BEHO3HAas <30 mi/muH | 250 Mr | xaxnaele 12 4 44 <1 MKI/mi
reMo(puIbTpanus
[IponomxurensHas
BE€HO-BEHO3Has < 5 MiI/MHH 250 mr | xaxnaere 12 g 44 <1 MKI/mi
reMoauauIbTpaus
[IponomxurenbHas
BEHO-BEHO3HAS
reMoinaQuiIh- 5-30 m/muH | 500 Mr | kaxgeie 12 a 44 <1 MKr/mn
Tparms

'V manmueHToOB ¢ OCTPOM TMOYEYHON HEIOCTATOYHOCTHIO M HAXOANIUXCS Ha JTUTEIHHOU
3aMECTHTEIIPHOW ITOYEYHOW Tepamuu pEeKOMEHayeMoe Bpemsi WH(Qy3uHm cocTraBiser 4 d,
VYUTHIBAS BO3MOXKHOCTH TIOBBIIICHHSI JKCTPApPEHAIBLHOTO KJIMpPEHca KapOarmeHeMoB Y

NalucCHTOB C OCTpOI\/JI MMOYEYHOM HEIOCTATOYHOCTBIO.
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3aMECTHTEIBHON IMOYEYHOM Tepanmuyd BO3MOXKHO mpoBeaeHue 1- wmmm 4-uacoBoil mH(py3um.
CornacuoganasiM OK/D/1, nHdy3us B TeueHue 4 4 MOKeT ObITh O0JIee MPEAIOYTHTESILHOMN st
TOr0, YTOObI MAaKCHUMHU3HUPOBATh MPOLIEHTHOE BPEMs B TEUEHHE MHTEpBajla JO3UPOBAHUS, KOTAA
KOHIIGHTpalusi JIOpUMIIEHEMa B IUIa3M€ MPEBHILIACT MHUHUMAIbHYIO HHTUOUPYIOLIYIO
koHuentpauuio (% T > MUK). Pexomennanuu no gozuposanuto npu MUK > 1 mr/mn He Obun
YCTAaHOBJIEHBl I JUINTEIbHOW II0YEYHOM 3aMECTUTENbHOM TEpalUU H3-3a BO3MOXHOTO
HAaKOIJICHUs JOopHuIleHeMa M MeTabosuta popuneHeM-M-1. Pekomenayercs TIIaTelbHbIN
MOHUTOPUHI 0€30IaCHOCTU I NAllMEeHTOB, HAXOMALIMXCS HA JUIMTENbHOM IOYEYHOI
3aMECTUTEIbHON Tepanmuu, Hu3-3a OrPAHUYEHHBIX KIWHUYECKUX JaHHBIX U BO3MOXHOTO
NOBBILICHUS] CUCTEMHOM SKcro3uuuu JopuneHeM-M-1 merabGonurta. B Hacrosimiee BpeMs HeT
JOCTAaTOYHOM  MHpopManuu s (GopMynupoBaHHs pEeKOMEHJAIMH Ul  IalKeHTOB,
HaXOAIIMXCS HAa JPYTUX BUAAX AUATIU3A

Tlayuenmel ¢ napywenuem @ynKyuu nevenu

VY Takux nauueHToB He TpeOyeTcs KOPPEKIMH J103bI.

Cnoco6 IOPUMCHCHUA !

BuyTtpuseHHo.

MHCTpyKIMK 10 pacTBOPEHHUIO JIEKAPCTBEHHOT'O IIpenapaTa rnepej NpUMEeHEHHEM CM. B pasjere 6.6.

4.3. IIpoTuBONOKA3AHUSA
['MnepuyyBCTBUTENBHOCT K JOPHIIEHEMY WIM JpyrMM KapOameHemaM, a Takke K OeTa-
JaKTaMHBIM aHTHOMOTHKAM.

Hetckuii Bo3pact 110 18 ner.

4.4. OcoOble yka3aHusi 1 Mepbl MIPeI0CTOPOKHOCTH NPH NPUMEHEHUHU

Oco0ble YKa3aHusa

Peaxyuu eunepuyscmeumenvnocmu

VY mnanueHToB, MOMYYaromMX OeTa-TaKTaMHble aHTHOMOTHKH, MOTYT BO3HHUKATh CEphE3HBIC, a
WHOTJIa U JIeTalbHbIe PEaKlMy TUIEepYyBCTBUTENbHOCTH (aHadmiIakTHUecKue peakuun). [lepen
HAYaJIOM JICYCHHS JIOPUIICHEMOM TIAIlMeHTa HEOOXOJIUMO TINATSIBHO PACCIPOCHTH O TOM,
HaOJII0/IATHMCh JIU Y HETO paHee PeakI[My IMIepUyBCTBUTEIBHOCTH Ha Ipyrue KapOarneHeMbl Uin
Ha OeTa-JTaKkTaMHbIe aHTUOMOTUKH. B cilydae BOBHUKHOBEHUS PEAKIIUU TUIEPIYBCTBUTEIHLHOCTH
Ha JIOPUTICHEM €ro HeoOXOAUMO Cpa3y K€ OTMEHUTh U MPOBECTH COOTBETCTBYIOIIEE JICUCHUE.
Cepbe3Hble peakiyi TUIEePIYBCTBUTEIHHOCTH (aHA(DUIAKTHYECKUHN IIOK) TPEOYIOT MPOBEACHUS
HEOTJIO)KHOM Tepamnuy, BKIIOYAIOIIEH BBEJICHHE TIIFOKOKOPTHKOCTEPOUIOB M MPECCOPHBIX
aMHHOB (SNMHE(PHUH), a TaKKe MPOBEAEHUE IPYTUX MeEp, BKIIOYAIOUIMX OKCUTEHOTEPAIUIO,

BHYTPUBCHHOC BBCICHUC )KI/IIIKOCTGP'I, a TakKiKe, Ipu H€06XO,Z[I/IMOCTI/I, AHTUT'UCTaMHUHHBIX
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[penaparToB, ¥ NOAAEP)KAaHUE TPOXOAUMOCTH I[B[X&TGJ‘II:}I"]!:II)ICII:TVTLLEPI:.L OBATENBHOCTDL 0002)

MY OTUETY

Cyoopoeu

Bo Bpems Tepanuu kapOameHemMamu, BKJIOYas JOPHUIIEHEM, COOOLIAIOCH O CIIydasX Pa3BUTHS
cynopor (cm. pasgen 4.8.). B KIMHHMYECKMX HCCIIEJOBAaHMSIX JOpPHUIIEHEMa CYJIOpPOTH 4alle
HAOJIOIATNCh Yy MAllMeHTOB C HUCXOJHBIMU 3a00JIEBaHUSMU LEHTPAJbHOW HEPBHOW CUCTEMBbI
(IHC) (manpumep, MHCYIBT WK CYyJOPOXKHBIE TPUTIAJIKA B aHAMHE3€), HApYIICHUSIMH (PYHKIIUU
IIOYEK U IIPU UCII0JIb30BAHUU /103, ipeBbimaBmux 500 mr.

Tcesoomembpanosnwiii konum, evizvisaemwiti Clostridium difficile

ITceBnomeMOpaHo3HbIi KoHT, BbI3bIBacMbIli Clostridium difficile. MokeT mosBIATHCS Kak Ha
(dboHE NTUTENBHOTO MPUMEHEHMs, TaK M 4epe3 2-3 HeAenu Moclie MPEeKpalleHHs JICUCHUS;
OpOSIBIIIETCS  [Uapeei, JIEHKOIMTO30M, JIMXOpPAAKOH, OoJsiMH B JKHBOTE (MHOT/A
COMPOBOXKIAIOMIMMHUCA ~ BBIICIEHUEM C KaJIOBBIMH MaccaMd KpoBH ©  ciusu). llpum
BO3HUKHOBEHUU JTUX SIBICHUN B JIETKUX CIy4asX JOCTATOYHO OTMEHBI JICYCHUS U TIPUMEHEHUs
MOHOOOMEHHBIX CMOJ (KOJECTHUPaMHUH, KOJECTUIION), B TSDKEIBIX CiydasX I10Ka3aHo
BO3MEILEHHE MTOTEPH KUIKOCTH, JIEKTPOIUTOB U O€JKa, Ha3HAUYCHHE BAHKOMUIIMHA BHYTPb WIH
MeTpoHUAa30Ma. Henb3ss MpUMEHSTh JEKapCTBEHHbIE CPEACTBA, TOPMO3AIINE MEPUCTAIBTUKY
KHIIIEYHHUKA

Paszsumue 6baxmepuanvrou pesucmenmuocmu u cynepurgexyui

Cnenyer uz0erarb AJUTENBHOTO JICUYEHUS JOPUIIEHEMOM JUIsl MPENOTBPALIECHUS HM30BITOYHOIO
Pa3MHOYKEHHUS PE3UCTEHTHBIX K HEMY MUKPOOPTaHU3MOB.

[lepen  mpumMeHeHHMeM  @pemapara  pPEKOMEHAyeTcs  IMPOBECTH  OaKTEpHUOJIOrMUYECKOe
uccienoBanre. HeoOxoaumo o0ToOpaTh COOTBETCTBYIOLIME 00paslbl JUIsl  [POBEIEHUS
0aKTEepHOIOrMUECKOT0 UCCIEA0BAHNS C LIEJIbI0 BbIIETICHUS BO3OyAUTENEH, UX UACHTU(UKALUY U
ONpeNieNIeHusl MX 4YyBCTBUTENBHOCTH K JjopurneHeMmy. IIpu OTCYTCTBMM TakuX JIaHHBIX
OMIUPHYECKUII  BBIOOp  MpernaparoB  CleAyeT MNpPOBOJUTh Ha OCHOBAHWU  MECTHBIX
SMUAEMHOJIOTHYECKHUX JaHHBIX U MECTHOM CTPYKTYPhl YyBCTBUTEIbHOCTH MUKPOOPTaHU3MOB.
JnumenvHas samecmumenbHas no4euHas mepanus

Okcno3unust MeTabonuta jgopurieHeM-M-1 y TalnueHTOB, HAXOJAIIMXCS Ha JUIMTENbHOM
3aMECTHTEIbHON MOYEYHOM Tepamnuu, MOXKET OBITh MOHMXKEHA 10 YpPOBHA, A KOTOPOrO HET
JAaHHBIX O 0€30MacHOCTH MPUMEHEHHUs Tpemnapara in vivo. J[aHHBIH MeTa0OJUT HE TPOSBIISIET
MUKpPOOHOJIOTUYECKON aKTUBHOCTH, U JpyrHe BO3MOXHBIE (papmakonoruueckue 3(QexTs
HeusBecTHbI. [loaTOMy [ NalMEHTOB, HAXOASIIMXCS HAa JUIMTEIBHOW 3aMECTUTEIbHOMU
MOYEYHOW Tepany, PEKOMEH IyeTCs TIATeIbHBI MOHUTOPUHT MTOOOYHBIX 3¢ (PEeKTOB.
HUBJI-accoyuuposannas nnesMoHUsl

I/ICCJ'IG,I[OBEIHI/IG C yd4aCTueM IaluCHTOB, T'OCIIUTAIM3UPOBAHHBIX B TCYUCHUC HC MCHEC 5 ,Z[HCP'I, y
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3¢ (hEeKTUBHOCTH 7-THEBHBIX KypcoB aopuneHema (o 1 r B Buae 4 4acoBbIX MH(DY3HI KaKIbIe
84) mo cpaBHeHHmio c¢ 10-IHEBHBIMH KypcaMH HMMHIICHEMa-IiuiactaTuHa (mo | r B BHje
1-yacoBeix MHGY3uil Kaxiapie § u). OObUHAS MPOJOHKUTEIBHOCTh JICUEHHUS MAlMEHTOB C
BHYTPUOOJBLHUYHOW IMHEBMOHHKEH, BKIovyas MBJI-acconmupoBaHHYO IMTHEBMOHHIO, COCTaBIISET
7-14 nHeWd W ompeneNseTcs CTENCHBIO THKECTH 3a00JIeBaHUs, JIOKaMM3alued WHOEeKIuu u
KJIMHUYECKHM OTBETOM MAI[MEeHTa Ha JieueHue (cM. pasaen 4.2).

4.5. BzaumoaeiicTBue ¢ JpPYrMMH JIeKAPCTBEHHBIMH MpenapaTtaMH W Jpyrue BH/bI
B3aUMO/AeCTBUS

[TpoGenennn KOHKYpUPYeT ¢ AOPUIICHEMOM 32 KaHANBIEBYIO CEKPELHI0 B MOYKAX U CHHXKAET
noueyHbl KkiupeHc nopuneHema. [Ipobeneunn ysennuuBaer AUC nmopumnenema Ha 75 % u
Mepuol TMONyBbIBeeHUS W3 1wia3Mbl Ha 53 %. [loaTomMy He pekoMeHayeTcs OJIHOBPEMEHHO
MPUMEHSTH MPOOCHEIN]T U JJOPUTICHEM.

JopuneHeM He MHTHOMPYET OCHOBHBIE M30(EPMEHTHI CUCTeMbl nutoxpoma P450, u mostomy,
CKOpee BCEero, He B3aUMOJCHCTBYET ¢ IpenapaTamMu, KOTOpble METaO0IU3UPYIOTCS YKa3aHHBIMU
depmentamu. JlopumneHem, cyas IO pe3yJbTaTaM UCCICIOBaHHWA in vitro, He oOjamaer
CIOCOOHOCTBIO MHIYIIUPOBATh AKTUBHOCTH (DEPMEHTOB.

Y 310pOBBIX JOOpPOBOIBIEB JOPUICHEM CHUKAJI KOHIEHTPALMIO BalbIIPOEBO KHUCIOTHI B
ia3me 10 cyorepaneBtudeckoro 3HaueHus: (AUC BanbnpoeBoi KUCIOTHI OBICTPO CHUXKANIACh Ha
63 %), 4TO TaKXe COTrjacyercs ¢ pe3yjbTaTaMH, MOJYUYEHHBIMHU JUJISl PYTUX KapOareHEeMOB.
dapMaKOKMHETHKA JOPUIICHEMAa TPU 3TOM HE H3MeHsyach. [Ipu OTHOBpEMEHHOM TMpHeMe
JIOpUIIEHEMa W BaJIbIIPOEBOM KHUCJIOTHl WJIM BajiblipoaTa CEMHUHATpPUS CJIEAYeT HIPOBOJIUTH
MOHUTOPUHI KOHIIEHTPALlUU MOCIEAHUX M PacCMOTPETh BO3MOKHOCTh HA3HAYEHUS JPYroro

JICUYCHUA.

4.6. ®epTUIBLHOCTDH, 0€PEMEHHOCTh M JIAKTALHS

bepemeHnHoCTL

NMeroTcsi orpaHrYeHHbIC KIMHUYECKHUE JaHHBIE O MPUMEHEHUM JOpHUIIeHEeMa y OepeMEeHHBIX
keHIuH. [loTeHIManbHBIA pUCK I TUIOAa Hew3BecTeH. [Ipu OepeMEeHHOCTH TPHUMEHSIOT
TOJIBKO B Cllydae, €CJIM MpeArnoiaraeMas mojib3a i MaTepH MPEBBIIIAET MOTEHIUATBHBINA PUCK
JUIA THI0IA.

JlakTanus

[Ipyn HEOOXOUMOCTH TTPUMEHEHHUS JOPUIICHEMAa B MEPHOJ JIAKTAIMA HEOOXOIUMO MPEKPATHUTh

IrpyAHOE BCKapMIIMBAHUE.
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MeXaHHU3MaMH

HccnenoBaHuii 10 BIMSHHUIO JIOPUIIEHEMA HAa CHOCOOHOCTh YNPaBIATh TPAaHCIOPTHBIMU
CpeAcTBaMU UM 3aHATHE JAPYIMMH IOTCHIMAJBHO ONACHBIMM BUJAMHU  JCATEIbHOCTH,
TPeOYIOUMMH MOBBIIICHHOW KOHIIGHTPALUU BHUMAHUS M OBICTPOTHI TICHXOMOTOPHBIX PEaKIuii,
HE MPOBOJMIOCH, HO, Y4WUThbIBasg Mpo¢uib O€30MacHOCTH Ipernapara ¥ Hajaudue HOOOYHBIX
3¢ (}eKTOB CO CTOPOHBI HEPBHOU CUCTEMBI, ClIeAyeT OOpaTHUTh BHUMaHHE HAa BO3MOXHOE BIIUSHUE

npernapara Ha BbIIIeyKa3aHHbIEC ()yHKIIHH.

4.8. HexkesiaTeJibHBbIE peaKIMH

Pe3roMe HexxenaTenbHBIX PEaKIUn

HexxenarenbHble JeKapCTBEHHbBIE PEAKIIMU CTPYIIIMPOBAHBI HA OCHOBAHUU CHCTEMHO-OPTaHHBIX
knaccoB MedDRA. Yacrtota HexenaTeNbHBIX pEakIUil MpHUBEJICHAa B BHJIE CIEXyrOIIeiH
rpaganuu: o4eHb yacto (> 1/10); wacro (> 1/100, HO < 1/10); HewacTo (> 1/1000, HO < 1/100);
peako (> 1/10 000, vo < 1/1000); ouenpb peako (< 1/10 000); yacTora HEU3BeCTHA (HE MOXKET
OBITh OIICHEHA Ha OCHOBE UMEIOIINXCS JAHHBIX).

Hnpexyuu u uneasuu

yacmo: KaHIU/103 CIM3UCTON 00O0JI0YKH MOJIOCTH PTa, BarMHAJIbHbBIN KaHIU103.

Hapywenusi co cmopoHbl Kposu u tumpamuieckoii cucmembl

Heuacmo (nepuoo nocmpe2ucmpayuoHHo20 NPUMeHeHUs1). HEUTPOTICHUS, TPOMOOITUTOIICHHS.
Hapywenus co cmopoHbl uMMYHHOU CUCTeMbl

Heuacmo' Peakluu THIepUyBCTBUTEIBHOCTH (aHA(DUIAKTUUECKUE PEaKIINN);

oueHb peoKko (nepuod NOCMpPe2UCmMpayuoHHO20 NpUMeHeHUs). TOKCUYECKHH SMHIepMalbHbIHI
Hekponu3, cuHapoM CtuBeHca-/[>KoHCOHa.

Hapywenus co cmopoHbl Hep8HOU cucmembl

OueHb Yacmo: ToJ0BHas 00JIb;

yacmoma Heu38ecmHa™:. CyJJOporH.

Hapywenus co cmopoHbl cocy0os

yacmo: ¢pnedur.

Kenyoouno-kuweunvle napyuienus

yacmo: TOLTHOTA, TUapes;

Heuacmo: TICEBIOMEMOPaHO3HBII KOJIHT.

Hapywenus co cmopoHbl neuenu u scenuebleo0auux nymet

Yyacmo: TIOBBIIICHNE aKTUBHOCTH MEUYEHOYHBIX (DEPMEHTOB.

Hapywenus co cmopoHbl Kodtcu u NOOKOIHCHbIX MKaHel

4acmo:. 3yJ, ChIIIb.
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* 00 3TUX peakIusIX Bpayu coOOIan T0OPOBOJIBHO, He'ucazm—llfxlz:w;rﬁ)ﬁh“ ]}Eﬁ' IEIE'C;'IO Eam/re'}'rfOB

MoJIiyJaromux JOPUIICHEM, U IMTIO3TOMY HEBO3MOKHO YCTAHOBUTH UX OTHOCUTCIIbHYIO YaCTOTY.

COO6H.I€HI/IC 0 IMMOJO03PEBACMBIX HEKEIATCIIbHBIX PCAKITUAX

Baxxno coo0miate 0 MOJ03pEeBAaeMbIX HEXKENATENbHBIX PEaKIUsAX I0CJI€ PEerucTpaluu
JICKApCTBEHHOTO Iperapara ¢ HeNbl0 00eCTeYeHUs HEMPEPHIBHOIO MOHUTOPUHTA COOTHOILICHHS
"monmp3a - pHCK" JEKapCTBEHHOrO mpemapara. MeTuIMHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0IIaTh O JIIOOBIX MOJI03PEBAEMbIX HEXEJIaTeIbHBIX PEaKIUAX JIEKapCTBEHHOIO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIICHHS O HEXENATeNIbHbIX PeakIUsiX rocydapCcTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOr0 COI03a.

Poccuiickasa ®@eoepayus

OenepanibHas ciryx0a 1o Ha30py B chepe 3ApaBOOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKas I101ab, 1. 4, cTp. 1

Temedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B nH()OPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOW ceTh «HTepHeT»: WWW.roszdravnadzor.gov.ru

4.9. llepeno3upoBKa

CumMnromsl

HabGmonanucey ciiydan NOsIBIEHUS MAaIyl0-3pUTEMATO3HOW CHIMU MPH BBEACHUH JOpPUIIEHEMA
BHYTPUBEHHO KalleJIbHO B J103€ 2 T Kaxple 8 4 B TeueHue 10-14 nueit. [lamyno-sputemarosHas
CBIINb ITpoXouiIa B TedeHue 10 qHei rmociie npekpaiieHus IpUMEHEHNsS! JOPUIIEHEMA.

Jleuenune

B cmyuae mnepeno3supoBKHM cleAyeT NpPEKpaTUTh BBEIEHUE JOpPUIIEHEMAa U IPOBOAMTH
MOJJEPKUBAIOLIYI0 TEPANNIO 0 €ro IOJHOIO BBIBEJEHUS W3 OpraHu3Ma mnouykamu. Jleuenue
NEePe03UPOBKH COCTOMT B TPOBEIEHUHM OOLICH MOAdepKHUBAIOIIEH CHUMITOMAaTHYECKOM
Tepanuu, BKIIYAIOEed MOHUTOPUHT OCHOBHBIX (PM3MOJIOTUYECKUX TOKa3aTeNel u HaOIoieHre
3a KJIMHUYECKUM COCTOSHHMEM IMaiueHTa. JlopurneHeMm ynaisieTcs U3 OopraHu3Ma C IOMOIIbIO
reMoJualn3a WM JUINTEIbHOW 3aMECTUTENIbHOM IOYEYHOW Tepanuy, OJHAKO B HACTOSILIEE
BpeMs HET JOCTaTOYHOM HH(POpPMALUU 00 HCIOJIb30BAaHUM TE€MOJUANIN3a WIH JUIMTETbHOU

3aMECTUTENIBHON ITOYEYHOM TEPANMNH MPH MTEPEA03UPOBKE JOPUIIEHEMA.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoguHaAMHUYeCKHUe CBOiiCTBA

dapmakoTepaneBTHUECKasi TpyMa: aHTHOAKTEPUAIbHBIE CpPEACTBA CHCTEMHOTO JICHCTBHS,
Ipyrue OeTa-TakTaMHbIe aHTUOAKTepHUATIbHBIE CPEICTBA; KapOareHeMbl

Kon ATX: JO1DHO04
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MY OTHETY

MexaHu3M IeHCTBUSI

JopunieHeM  oka3piBacT  OaKTepUIMJHOE JCWCTBHE IyTeM HapylIeHUs OWOCHHTE3a
OakTepuanbHOW KIETOYHOW CTeHKM. OH WHAaKTUBHPYET MHOTHME BaXKHBIC TCHHUIIMIUIHH-
ces3piBatomue Oenku (IICH), uro BeaeT K HapyIIEHUIO CHHTE3a KJIETOYHOM CTEHKH OaKTepwid u
nocienyromed rubenn  OakTepuanbHBIX KJIeTOK. Jlopurenem oOnagaeT HaWOOJBIIUM
adpounurerom B otHorrenuu [ICBH Staphylococcus aureus. B kmerkax Escherichia coli u
Pseudomonas aeruginosa mopuneneMm npo4Ho cBsizbiBaeTcs ¢ I[ICB, KOTOpbie y4yacTBYIOT B
noaJep>KaHuu GopMbl OaKTEPUATLHON KIIETKU.

OmbITHI IN VItro mokasaiu, 4To JOpUIIeHEM Cl1abo yrHeTaeT ACHCTBUE APYTMX aHTHOMOTHUKOB, H
TaK)Ke ero JICHCTBUE HE YTHETACTCS APYTUMU aHTHONOTHKAMH.

OrnucaHbl aJINTUBHASI AKTUBHOCTh MJIM CJIA0BIA CHHEPTU3M C aMUKAIIMHOM | JICBO(IOKCAIIMHOM
B oTHomeHnn Pseudomonas aeruginosa, a Takke ¢ JaOTOMULUHOM, JIUHE30IUIOM,
7eBO(IIOKCATMHOM U BAHKOMUIIMHOM B OTHOILIEHUH IPAMIIONIOKHUTEIBHBIX OAKTEpHUH.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

JlopuneHeM — CUHTETHUYECKUN KapOalneHEeMOBBIM aHTUOMOTHUK LIMPOKOTO CIIEKTpa AecTBUS,
CTPYKTYpPHO OM3KHUil Ipyrum OeTa-JaKTaMHbIM aHTHOMOTHKAM.

JopurneHem o0nagaeT BBIPAKCHHOW aKTHBHOCTBIO IN VIO B OTHONICHWH ad’pOOHBIX U
aHa’pOOHBIX TPAMIIOJIIOKHUTEIBHBIX M TpaMoTpHUIaTeNnbHbIX OakTepuil. Ilo cpaBHeHuio c
UMHIICHEMOM M MEPOTICHEMOM OH B 2-4 pa3a akTHBHee B oTHomieHnu Pseudomonas aeruginosa.
Mexanuzmovl pesucmenmnocmu

MexaHu3MBbl PE3UCTEHTHOCTH OakTepuil K JOpUIIEHEMY BKIIOYAIOT €ro HWHAKTHBALUIO
(dbepMeHTaMu, TUAPOJIN3YIOIIUMHU KapOaneHeMbl, a TaKKe MyTaHTHBIMU WJIM MPUOOPETEHHBIMU
[1Ch, cHM)xeHuEe MPOHUIAEMOCTH HapyHOW MeMOpaHbl M aKTUBHBIM BBIXOJl JOpUIIEHEMa W3
OaKkTepHalbHBIX KJIETOK. JlopuneHeM ycTOHYMB K THAPOJU3Y OOJBIIMHCTBOM OeTa-aKTamas,
BKJIIOUast MEHULWIJIMHA3BI u 1edaocropruHasbl, KOTOpBIE BbIpabaThIBAIOTCS
TPaMIIOJIOKUTEIBHBIMA U TPaMOTPHULIATEIbHBIMUA  OaKTEpPHUSIMH; HUCKIIOYEHHE COCTaBIISIOT
OTHOCHUTEIIbHO peikue Oera-lakTaMasbl, ClIOCOOHBIE THAPOIN30BaTh JOPUIICHEM.
PacnpoctpaneHHOCTh TPUOOPETEHHON PE3MCTEHTHOCTU OT/ENBHBIX BHIO0B MOXET BapbHUPOBATH
B Pa3HBIX Teorpauyeckux peruoHax 1 B pa3Hoe BpeMs, U [T03TOMY OYEHb oJIe3Ha HH(OpMAIHs
0 CTPYKTYp€ MECTHOM PE3UCTEHTHOCTH, OCOOCHHO TIPH JICYCHUH TOKENbIX MHpekuil. B coydae
HEOOXOJUMOCTH ClIe[lyeT oO0pamarhCcsi 3a COBETOM K MHUKpPOOMOJIOTaM: HampuMep, €ecliu
CTPYKTypa MECTHOM PE3MCTEHTHOCTH TaKOBa, YTO IPUMEHEHUE KOHKPETHOIO Ipernapara, Io

KpaifHell Mepe MPH HEKOTOPBIX THIaX WH(EKIUH, BEI3BIBACT COMHEHUS

O6viuHO yyscmeumenvHole 8UObL

Ipamnonoxcumensnole _aspodwr. Enterococcus faecalis, Staphylococcus aureus (mramMmsi,
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SOOCHEOCOBATE - HOC TH 00027
YyBCTBUTEIbHBIE K MeTHIMIUIHHY), Staphylococcus eplﬂ-elﬁmalis*%mrhMmJ, I:‘{VBCTBI/ITGHBH'BIG K

metunwuuHy), Staphylococcus haemolyticus (mTamMMbl, 4yBCTBUTENIBHBICE K METHIMUIMHY),
Streptococcus agalactiae (Bkmrouast mTamMMmbl, pe3UCTCHTHBIC K Makpoiuaam), Staphylococcus
saprophyticus, Streptococcus intermedius, Streptococcus constellatus, Streptococcus
pneumoniae (BkIKOYas INTaMMBbI, PE3UCTEHTHbIE K MEHUIWUIMHY WIH UCPTPHAKCOHY),
Streptococcus pyogenes, Streptococcus viridans (Bkitouasi TaMMbl, yMEPEHHO 4yBCTBUTEIIbHbIC
N PC3UCTCHTHLIC K HGHI/ILII/IJIJII/IHy).

Ipamompuyamensuvie aspoobwur: Citrobacter diversus, Citrobacter freundii (Bkirouast mrammel,

HEYYBCTBHUTENBHBIC K 1edTazunumy), Enterobacter aerogenes, Enterobacter cloacae (Bkirouas
HITAaMMBbI, HEYyBCTBUTEIbHBIC K ledrasuaumy), Haemophilus influenzae (Bxirouasi mramMmbl,
npoaynupyromue 66Ta-HaKTaMaSLI, HJIN PE3UCTCHTHBIC K aMIIMIWIUJIMHY HITaMMbI, KOTOPBIC HEC
BbIpabaTeIBalOT Oera-nmakramasel), EScherichia coli (Bkmrowas mTamMMbl, pE3UCTEHTHBIE K
NeBOQIIOKCAIIMHY ¥ IITaMMBI, TPOAYIUPYIONME OeTa-JaKTamMa3bl pPaCHIMPEHHOTO CIEKTpa
(ESBL)),Klebsiella pneumoniae* (Bxirouast mrammsbl, npoxayuupyromnme ESBL), Klebsiella
oxytoca, Morganella morganii, Proteus mirabilis (Bkirouast mrramMmmsl, ipoayipyromne ESBL),
Proteus vulgaris, Providencia rettgeri, Providencia stuartii, Pseudomonas aeruginosa*
(BKJIFOUAsl IITaMMBI, pe3UCTeHTHBIe K IedTasumumy), Salmonella spp., Serratia marcescens
(BKJIFOUAs ITAMMBI, HEUYBCTBUTEIbHBIC K edTazuaumMy), Buabl poaa Shigella.

Anaspoowi: Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides uniformis,
Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, Bumsr pomaa
Clostridium,  Peptostreptococcus magnus.  Peptostreptococcus micros, Buabl  poja
Porphyromonas, Buast poaa Prevotella, Sutterella wadsworthenis.

Pezucmenmuuvie MUKPOOP2ARU3MbL

FpaMnOﬂoofcumerbele 613170661: CTa(l)I/IJ'IOKOKKI/I, PE3UCTCHTHBIC K MCTUIHUIIJINHY ;

Enterococcus faecium.

I pamompuyamenvhsie a3p06bl .

Stenotrophomonas maltophilia, Legionella spp.

Ilpuobpemennyio pe3ucmeHmHOCHb MO2YM UMEMb.
Burkholderia cepacia, Acinetobacter baumannii, Acinetobacter spp., Pseudomonas aeruginosa.

* BI/I)IBI, B OTHOIICHUHN KOTOPBIX TOPUIICHEM ObLI aKTHBEH B KIIMHUYECKUX HUCCIICIOBAHUAX

5.2. ®apMaKkOKHHeTHYECKHE CBOWCTBA

AOGcopOnus

KonnenTpanuu nopurieHeMa B IUTa3Me: CPeHHE KOHIICHTPAIMH B TUIa3Me (MI/J) AOpHUIIeHEeMa
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nocjue ogHou 1-dyacoBoil M 4-4acoBOW BHYTPUBEHHOM 'M%%J%&&E%'Uﬁég:ﬂqammﬁ

uH}y3un | T MoKa3aHbl HIDKE B TaOIUIIE.

Cpeonue konyenmpayuu 0opunenema 8 niasme nocie 88e0eHusi 0OHOU 003bl

JHlo3a n Bpewms ot Havyania nuady3uu (1)
JUTUTENILHOCTh
nH}py3Un

CpenHsist KOHIIEHTpaIUs B Ij1a3me (Mr/7)

0,5 1 2 3 4 6 7 8 9

500 mr B Teyenue 1y | 20,2 | 20,9 | 6,13 2,69 1,41 0,45 - 0,13 -
500 mr B teuenne 4 u| 4,01 | 5,70 | 7,26 8,12 8,53 1,43 0,78 - 0,28
1r B Teyenue 4 u 780 | 11,6 | 15,1 16,9 18,3 2,98 1,66 - 0,55

Pacupenenenue

Cpennsisi cTeneHb CBA3BbIBaHUS JOPUIIEHEMa ¢ OelkaMH I1a3Mbl cocTaBisiia 8,1 % u He 3aBucena
OT €ro KOHIICHTpAallUM B I1a3Me KpoBu. OOBEM pacripesiesieHus] paBeH npudau3uTensHo 16,8 i,
4TO OJM3KO K 00bEeMy BHEKJIETOYHOW XKUAKOCTH y uenoBeka (18,2 m). [dopumenem xoporio
IMPOHUKACT B pPAn TKaHed u 6I/IOJIOFI/I‘I€CKI/IX )KI/II[KOCTef/'I, HalpumMep, B TKaHHU MAaTKH,
PETPOIEPUTOHCATBHYIO KHUJIKOCTh, TKAHU MPEICTATSIBLHON JKEJIEe3bl, TKAHH KEIUHOTO IY3bIPs U
MOUy, JOCTHTas TaM KOHIeHTpauuii, npesbimatonmx MUK (MuHMManpHas WHTHOUpYOIIAs
KOHIIEHTpaLus

BI/IOTDaHC(bODMaHI/IH

buotpanchopmarus nopuneHemMa B MUKPOOHOJIIOTHYECKH HEAKTHBHBIN METaOOIUT MPOUCXOIUT
PEUMYIIECTBEHHO MOJ JAeWcTBUEM neruaponentuaasbl-1. In vitro Habmromancs meraboian3Mm
nopuneHema mnoj AeiictBueMm usodepmenton cucreMbl CYP450 u npyrux ¢epmeHTOB, Kak B
HPUCYTCTBUM, TaK U B OTCYTCTBUM HUKOTUHAMUaleHUHIuHYKIeoTuadochar (HA D).
DJIMMHUHALNS

JlopurieHeM SITUMHHHAPYETCS B OCHOBHOM TIOYKaMH B HEM3MEHEHHOM BHC. Y 3I0pOBBIX
MOJIOJIBIX B3POCJBIX CpPEAHWN KOHEYHBIH TEepHOJ TMOJYBBIBEICHUS JOPHIICHEMAa W3 ILIa3MBbI
COCTaBJIIET OKOJIO | 4, a KIMpEeHC U3 IUIa3Mbl paBeH npumepHo 15,9 /4. CpenHuit moyeuHbId
kiupeHc cocraiger 10,3 n/4. BennunHa 3T0ro mokaszaTensi, Hapsay CO 3HAUUMBIM CHHXKCHHEM
NMMUHAIIMKA ~ JOpUTIEHEMa TIpU €ro  BBEISHHH OJHOBPEMEHHO C  TPOOCHEIHIIOM,
CBHUJICTEIILCTBYET O TOM, YTO JIOPUIICHEM ITOJIBEpPTaeTcs Kak KiyOOYKOBOW (puibTparyu, Tak H
MOYEUHOW CeKpeluu. Y 3I0pOBBIX MOJIOJBIX B3pOCIBIX, MOJYYHMBIIUX OAHY 103y (500 wMr)
nopunieHema, 71 % 1mo3el 0OHApPYKEH B MOYE B BHJIE HEM3MEHEHHOTO nopurieHema u 15 % — B
BUJIE META0O0JIUTA C OTKPBITHIM KOJIBIIOM COOTBETCTBEHHO. [lociie BBeIeHUsI MOJIO/IBIM 37J0POBBIM
B3pOCIBIM OfHOM 10361 (500 MTI) pagMoakTUBHO MEUYEHHOTO JOpUIIEHEMa B Kaje ObLIO

oOHapyxeHo MeHee 1 % o01ieit paarnoakTUBHOCTH.

11



COOTBETCTBYET 3KCMEPTHO
ot 14.05.2025 Ne 12232
(NOCNEQOBATENBHOCTE 0002)

JINHEWHOCTE

MY OTUETY

®apmakokuHeTHKa aopuneHeMa (Cmax - MakcuMainbHas KoHLeHTpauus B miuazme u AUC -
IUIOLIA/lb O/l KPUBOM «KOHILIEHTpALUs-BPEMs») ABJIAETCS JIMHEHHON B 1030BOM auamnaszone 500
Mr - 1 r npu BHYTpUBEHHOW WMHGY3uM B TeueHue | wim 4 4. Y TalMEeHTOB ¢ HOPMaJIbHOM
(GyHKLIMEH MoYeKk He OOHapy)KEHO MPHU3HAKOB KyMYJISLUU JOPUIIEHEMA I10CJIeé MHOTOKPATHBIX
BHYTpUBEHHbIX HHOY3uid 500 mr wmm 1 1 kaxzasle 8 4 Ha mnporsokeHuun 7-10 nHeit.
®apMaKOKMHETHKA JOPUIIEHEMA HOCUT JIMHEHHBINA XapakTep B Auanasone 103 500 mr - 2 r npu
BBEJICHHHM B BHJIC BHYTPUBEHHOW WMH(Y3UH MPOAOIDKUTENBHOCTRIO 1 4 m 500 mr - 1 T mpum
BHYTPUBEHHOM NMHPY3UU IPOJOIKUTEIBHOCTHIO 4 4

[TanueHThl ¢ KUCTO3HBIM (hHOpO30M

DapMaKOKHHETUYECKUE XapPAKTEPUCTUKH JOPHUIICHEMa TPU OJHOKPATHOM BBEJIEHUU (Tocie 4-
4acoBOM WH(Y3HH) Yy B3POCIBIX C KHCTO3HBIM (HUOPO30M COOTBETCTBYIOT aHAJIIOTUYHBIM
napameTpam JijIsl B3pocibiX 0e3 KucTto3Horo (uodpo3a. He mpoBoamiiocs Haluiekamux XOpoIio
KOHTPOJIMPYEMBIX UCCIICIOBAHUI 0€30MacHOCTH U 3PPEKTUBHOCTH JOPUIICHEMA y TAIUEHTOB C
KHCTO3HBIM (prrOpo30M.

IloyeuHas HETOCTATOYHOCTh

[Tocne BBeneHus oHoM 10361 (500 Mr) nopuneHeMa naueHTaMm ¢ JIETKOH (KJIMPEeHC KpeaTHHUHA
51-79 wn/mMuH), cpeaneil (kaupeHc kpeaTuHuHa 31-50 Mi/MHH) M TsDKenoW (KIMpEHC
kpeatuHuHa < 30 MI/MHH) cTeneHbl0 nouyeyHol HenocrarouHoctd AUC  yBenuuuiach
COOTBETCTBEHHO B 1,6 pasa, 2,8 pasa u 5,1 pasa no cpaBHeHuto ¢ AUC y 310pOBbIX JIIOJIEH €
HOpMaJibHOU (DyHKIMEH nmouek (KiIupeHe kpeaTuHuHa > 80 mu/MuH). Jlo3y gopurieHema cienyer
CHIKATh y MALIUEHTOB CO CPEIHEN U TSKEIION CTENEHBIO TOYEUYHON HEAOCTaTOYHOCTH.

IleueHOUHAS HEAOCTATOYHOCTD

B Hacrosiiee BpeMs HET TaHHBIX O papMaKOKHMHETUKEJOPUIIEHEMA Y AIIMEHTOB ¢ HAapyIIEHUSIMU
¢yHkuun neuveHu. JlopureHeM NpakTUYECKH HE IOJABEpraeTcss MeTradoiau3My B IEUeHH, U
MIOATOMY TIPEATIONIaraeTCsl, YTO HapylleHue (YHKIUU 3TOTO OpraHa HE JOJDKHO BIIHMATH HA €TO0
(bapMaKOKHMHETHKY.

[Toxkxuiible MaIMEHThI

[To cpaBHeHMIO C MOJOIBIMH B3pOCIHbIMH, y mNOoXuibix jojaeii AUC nopunenema Oblia
yBenuueHa Ha 49 %. DTu u3MeHeHus1 O0BSICHAIOT TJIABHBIM 00Pa30MBO3PACTHBIMU H3MEHEHUSIMH
KJIMpEeHCca KpeaTHHHHA. Y MOKUJIBIX MAalleHTOB ¢ HOPMAaJIbHOM (71 MX Bo3pacta) (pyHKuHen
IIOYEK 103y JOPUIIEHEMA CHUXKATh HE HYKHO.

ITosnoBEIE pa3aInyns

V sxenmun AUC nopurnenema 6bu1a Ha 13 % Gombie, ueM y My>K4uH. My)KUYMHaAM U SKEHIIMHAM

PCKOMCHAYCTCA BBOAUTH OJJUHAKOBBIC JO3bI JOPUIICHCMA.
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(NOCNEOQCBATENBEHOCTL 0002)

PacoBas npuHa IeKHOCTD

[Tpu mpuMeHeHUN JaHHOTO Mperapara cpeau pasHoOOpa3HBIX PACOBBIX TPYII HE HAOIIOIANIOCH
3HAUUTENIBHOIO PACXOXACHUS B KIMPEHCE TOpPUIIEHEMA, II03TOMY KOPPEKTHpPOBaTh 103y HE

PEKOMEH]TyeTCs.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeuyeHb BCIOMOTaTeJIbHBIX BelllECTB

OTCYTCTBYIOT.

6.2. HecoBMecTUMOCTH

JlaHHbIil NEKapCTBEHHBIN IMpemapaT He CleAyeT CMENIMBaThb C JPYTHMMH JIEKapCTBEHHBIMH

npenaparamMu, 3a UCKJIKOUYCHUEM YIIOMAHYTBIX B pa3Ziciic 6.6.

6.3. Cpok rogHoCTH (CPOK XpaHeHMS)

HeBCcKkpBITHIN d)J'IaKOH

3 rona.

ITpuroToBJIeHHBINA pacTBOP

st coxpaHeHHsT MUKPOOHMOJIOTHYECKON YHCTOTHI MPUTOTOBICHHOTO PAacTBOpa €ro CieayeT
UCIIO0JIB30BaTh HEMEIUICHHO. B cilydae HE0OX0AMMOCTH XpaHEHHs PACTBOPA OTBETCTBEHHOCTH 32
COXpaHEHHE MHKPOOHOJIOTHYECKOW YHUCTOTHI JIKUT Ha JIHIE, TOTOBALIEM WIM XpaHsIIIeM
pacTBop.

Yenosus xpanenus comosoco pacmeopa

[Tocne moGaBieHUS K TOPOIIKY TOpUIIEHEMa CTepuibHOW Boabl Ans uHbekumii wiu 0,9 %
pacTBopa HaTpus XJIOPHAA CYCIHEH3UI0O MOXXHO XPaHHUTh BO (IakoHEB TedeHue | 4 mepen ee
pa3BesieHneM MH(PY3UOHHBIM PACTBOPOM.

Hwxe B Tabnuiie ykazaHbl CpOKM XpaHEHHs nopurneHema mnocie passegaeHus 0,9 % pactBopom
HaTpus XJjopuaa wid 5 % pacTBOPOM JEKCTPO3bI B YCIOBUSAX WX XPaHEHUsS MPU KOMHATHOM
TEMIEPaType WIH B XOJIOIUITHHHKE.

Xpanenue unghysuonnvix pacmeopos, npucomosnennvix na 0,9 % pacmeope nampus xnopuoa

unu 5 % pacmeope oexcmposoi:

Bpewms crabunbHOCTH (1)
PazbaBurens
Komuarnas Temneparypa 2-8 °C (X0JIOTUITLHUK)
0,9 % pacTBOp HaTpHs XJIOpUIA 12 72*
5 % pacTBOp IEeKCTPO3BI** 4 24*

* Tlocnme wW3BIIGUEHUS W3 XOJOAWIbHMKA HH(Y3MOHHBIM pPAacTBOpP MOJDKEH OBITH BBEIEH
MAlMECHTY B TEYEHUE PA3PELICHHOIO0 BPEMEHU XpaHEHUs IIpM KOMHATHOU Temneparype. [lpu

3TOM CyMMapHOE BpeMsI XpaHEHUsI pacTBOpa B XOJOIUIIbHUKE, BPEMs COTPEBaHMSI pacTBOpa 110
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o (MO DBL HOC TR D002
KOMHATHOW TeMIEpaTypbl U BPeMsl BBEICHUS )aCTBODarlI'IaLI'H-éE € E@M ‘HDEB"BILH&TB B

001IEH CII0)KHOCTH JOIYCTUMOI'O BPEMEHHU XPaHEHUSI B XOJI0IUIbHUKE.

* 5 % pacTBOp AEKCTPO3bI HE JIOTHKEH UCTIONB30BATHCS TS BBECHMSI HH(DY3HI NTHTEIIHHOCTEIO Oortee 1 4.

6.4. OcoOble MepbI MPETOCTOPOKHOCTH MPH XPAHEHUH
XpaHuTh pH Temnepatype Hke 25°C.
VYciioBuUs XpaHEHHs TI0CIIE PUTOTOBICHHUS PACTBOpA JICKAPCTBEHHOTO Iperapara CM. B pasjere

6.3.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 250 mr wmu 500 Mr AEHCTBYFOIIETO BEIIECTBA MOMEIIAIOT BO (DIAKOHBI U3 MPO3PAYHOTO CTEKIIA
1 ruaponuTHYECcKOro Kiacca BMeCTUMOCThIO 10 mnu 20 MiI, TepMETUYHO YKYTIOpEeHHbIE TPoOKaMu
PE3MHOBBIMU, OOXKAThble KOJMAYKaMH AFOMUHUEBBIMU WJIM KOJIMAYKaMU KOMOWHHPOBAHHBIMU
(aJIIOMI/IHI/IeBI)IMI/I KOJIMMa4YKaMu € IpC€AOXPaHUTCIIbHBIMU ITJIACTMACCOBBIMU KpI)IIHKaMI/I).

Ha xaxpiii 1akoH HAKJICHBAIOT STHKETKY CAaMOKJICSIIITYFOCSL.

1 ¢grakoH ¢ mpenapaToM U UHCTPYKIMEH MO MEIUIIMHCKOMY MIPHUMEHEHHIO MOMEUIAI0T B TAUKy U3
KapToHa.

JI71s cTalimoHapoB:

ot 10 mo 50 ¢makoHOB ¢ mMpenapaTtoM ¢ PaBHBIM KOJIHMYECTBOM WHCTPYKIHUN MO METUITUHCKOMY
MPUMEHEHHIO MTOMEIIAI0T B KOPOOKY U3 KapTOHA.
6.6. OcoOble  Mepbl  MPEIOCTOPOKHOCTH  NPH  YHHYTOKEHHM  HMCHOJIb30BAHHOIO

JIEKApPCTBEHHOI'0 Npenapara WM 0TX010B, MOJYYEeHHBIX M0cJe NIPUMEeHEeHus npenapara u
ApPYrue MAHUIYJISIMY € MIPenapaTomM

HMHCTPYKIINY 110 IIPUTOTOBIIEHHUIO PACTBOPA U HHDV3U

Tpucomoeanenue 003wl 500 me pacmeopa ons ungy3uil (ucnonwvsys graxonsi, cooepaicawue 500 me
odopunerema)

«  Ilopomok nopuneHema pactBopsitoT B 10 mMi1 crepriibHON BoAbl 11 nHbekuui uimu 0,9 %
pacTBOpa HaTpHs XJIOpHUAA.

* BuzyanbHO IpOBEpSIOT CYCNEH3UIO HAa HAJIM4M€ B HEW BUAMMBIX IOCTOPOHHUX YaCTHI
(aHHas TOTOBAsI CYCIEH3MUs HE MCTIONb3YETCA IS IPSIMOTO BBE/ICHU).

« ToToByl0 cycreH3uI0 MpU MOMOIIY MIMPHUIIA U UTJIbI JO0ABISIIOT B MH(PY3UOHHBIN MakeT
(OyTthuKy), conmepxkamuit 100 mim 0,9 % pactBopa HaTpusi xyopuga wim S5 % pactBopa

ACKCTPO3bI, U AKKYPATHO IIEPEMCIHINBAIOT A0 IMOJIHOTO paCTBOPCHU.

Tpucomoenenue 003wt 250 me pacmeopa 01 uH@y3ull 01 NAYUEHMO8 CO CPeOHell U MANHCEeNol
CMenenbio NOYEYHOU HeOOCMAMOYHOCHU (UCNONBL3YSL (hiakoubl, codeprcawue 500 me dopunenema)
« Ilopomoxk nopuneHema pactBopsitor B 10 M cTepuiabHON BOIBI Il MHBEKIUH WIH

0,9 % pactBopa HaTpHsl XJIOPUAA.
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*  BusyasbHO NIpOBEpSIOT CYCIIEH3UIO HA HajIN4ue B r}lllei’r‘-slgﬂ;fm i'ﬁ"'(Tlll?chftj)_Bdll'{}Ipﬁ'("lfl'all'lc‘i‘hu

(aHHas TOTOBAsI CYCIIEH3Us HE MCIIONIBb3YETCA Ul IIPSIMOTO BBEJICHU).

« ToToByl0 cycneH3uI0O MpH MOMOIIY IMINPHIA U Wbl JOOABISIOT B MH(Y3UOHHBINH MaKeT
(OyTbuIKy), comepxamuii 100 mu 0,9 % pactBopa Hartpusi xiopuza wid 5 % pacTtBopa
JEKCTPO3bl, HAKKYPATHO [IEPEMEINBaIOT A0 MOJHOro pacTBopeHus. OTéuparot 55 mi pactBopa
U3 MH(Y3MOHHOTO aKeTa Wik OyTHUIKM W BHIOPACHIBAIOT (B OCTaBIIEMCS OOBEME pacTBOpa

conepxkurcs 250 MraopuneHema).

Tlpuecomoenenue 003t 250 me pacmeopa 01 uH@y3uil 01 NAYUEHMOB CO CPeOHell U MANCENOU
CMeneHbI0 NOYeUHOU HedOCMamo4YHOCMU (UCNOb3Ys rakousl, cooepacawue 250 me dopunenema):

« Ilopowok nopuneHeMa pacTBOPSIIOT B 5 MJI CTEpUIbHON BOAbI A uHbekuil win 0,9 %
pacTBopa HaTpHsI XJIOPUA.

+ BusyanbHO TpPOBEPSIOT CYCHCH3UIO HA HAJMYWE B HEW BHIUMBIX MOCTOPOHHHMX YaCTHII
(TaHHAsI TOTOBAsI CYCIICH3US HE UCIIOJIb3YETCS JUIsl IPSIMOTO BBEJICHHS ).

« ToTOByIO CYyCHEH3HWIO TPU IMOMOIIY IITIPHIIA W UTIBI JOOABISIOT B HH()Y3MOHHBIA TaKET
(O6yTeuiky), comepxammii 50 mu 0,9 % pactBopa Hatpusi xyopuaa wim 5 % pactBopa
JICKCTPO3bl, H aKKYPAaTHO MEPEMEIINBAIOT JIO IOJIHOTO PACTBOPEHHUSL.

Jnst coxpaHeHHsT MUKPOOMOJOTHYECKON YHCTOTHI MPUTOTOBIEHHOTO pacTBOpa €ro CleayeT
UCTIOJIB30BaTh HEMEUIEHHO. B ciydae HeoOXOAMMOCTH XpaHEHHsS pPacTBOpa OTBETCTBEHHOCTH
3a COXpaHEHHEe MHUKPOOHMOJIOTUYECKON YHCTOTHI JISKUT Ha JIAIE, TOTOBSIIEM WM XPaHAIIEM
pacTBop. Y CIOBHS XpaHEHUs MOCie MPUTOTOBIEHHUS PACTBOPA JIEKAPCTBEHHOT'O TIpernapara cM. B
paznene 6.3.

Wudy3noHHbIe pacTBOPHI MpernapaTta JopurnieHeM BapbUPYIOT OT MPO3PAYHOTO U OECIIBETHOTO
0 TPO3pPauyHOTO M CIIETKa KEITOBAaTOr0 pacTBopa. Bo3MOKHBIE pPa3nUyusi B ILIBETHOCTH
pacTBOpa HE BIHUSAIOT Ha KAYeCTBO MPOAYKTA.

WH)y3noHHBIIT pacTBOp Tiepea  BBEIACHHWEM BH3yaJlbHO MPOBEPSIOT HA OTCYTCTBHE
MEXaHWYECKUX BKIFOUCHHMA, U TIPU 00HAPYKCHHUH MTOCIICAHIX, OTOPAKOBBIBAIOT.

Bech ocraBmmiics JekapcTBEHHBIN MpenapaT U OTXOAbI CIEAYeT YHUUTOKHUTh B COOTBETCTBUU C

YCTaHOBJICHHBIMH HAIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe6OBaHI/IHMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys
OO011eCTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Py3dapmay (OO0 «Py3dapmar)

143132, MockoBckas 00u1., T. Py3a, pm. TyukoBo, yi1. Komcomonbckas, a. 12, k. 1
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Tenedon/paxc (495) 797-11-52 (MOCNELOBATENBHOCTE 0002)

Anpec snekTponHO# mouThl: info@ruzpharma.com

7.1. IlpeacTaBUTENb AeprKATE/IS] PErHCTPAIMOHHOIO Y/10CTOBEPEeHHS

[Iperen3uu noTpeOUTENEH HAIPABIISITE O APECY:

Poccniickas @enepanus

OO011ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Py3dapma» (OO0 «Py3zdapmay)
143132, MockoBckast 0011, r. Py3a, pn. Tyukoso, yi. Komcomonsckas, a. 12, k. 1
Tenedon/dpakc (495) 797-11-52

Anpec snekTponHo# mouThl: info@ruzpharma.com

8. HOMEP PETUCTPALHIUOHHOI'O YAOCTOBEPEHUSA

9. IATA TEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUS PETUCTPAIINN,
INEPEPETUCTPAIIN)

[laTa nepBoi perucrpanuu:

10. JATA IEPECMOTPA TEKCTA
OOmast ~ xapakTepuCTHKa  JIEKapCTBEHHOTo  mpenapata JlopumeHeM  JOCTymHa  Ha
UHPOPMALIMOHHOM TiopTaje EBpa3uiickoro 5KOHOMHUYECKOro coo3a B HH(GOPMAIMOHHO-

KOMMYHUKaImoHHoOU cetu «IHTepHeT» http://eec.eurounion.org./
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