COOTBETCTEYET 3KCNEPTHOMY OTYETY
or 28.07.2023 N2 14417
NHCTPYKIMA 110 MEJULMHCKOMY IIPVEMIEHEHHEEO.H O CTE 0005)

JEKAPCTBEHHOI'O ITPEITAPATA
JOPUITEHEM

PerncrpanuoHHblii HOMeEp:
Toprosoe HamMeHoBaHue: /[opurieHeEM
MexkayHapoaHOe HeATEeHTOBAHHOE WJIHM IPYNIIHPOBOYHOE HAMMEHOBAHME: JOPUIIEHEM
JlekapcTBeHHasi (popMa: MOPOIIOK JJIsl IPUTOTOBIICHUSI pacTBOpa Jisi HHPY3Hid.
Cocras:
OnuH (QrakoH COIEPKUT:
Heticmeyrowee geujecmeo.
Jlopunenema MOHOTHIpAT *260,7 mr *521,4 mr
SKBHUBAJIEHTHO JOPUIIEHEMY 250 mr 500 mr
*(hakTHUeCKOe KOJIMYECTBO MI IOpUIICHEMa MOHOTHIpaTa BO (pilakoHE 3aBUCHUT OT COJICPIKAHUS
JeWCTBYIOIETO BEIIECTBA U BOJbI B CyOCTAHIIMAX JOPUIIEHEMAa MOHOTHApATa
Onucanue
MenkokpucTaminyecKuil MOpoUIoK 0eI0ro uiK OeNoro ¢ KeATOBATHIM OTTEHKOM IIBETA.
dapmakoTepaneBTHYecKasd Tpynna: aHTHOAKTEpHAIbHBIE CPEJICTBA CHUCTEMHOIO JEHCTBUS;
npyrue OeTa-1akTaMHble aHTHOAKTepUaAIbHBIE CPEACTBA; KapOareHEeMBbI
Kon ATX: JOIDHO04
dapMakoJIOrHiecKne CBOiCcTBa
Dapmakoounamuka
JlopurieHeM — CHHTETHYECKUI KapOaneHeMOBBIH AaHTUOMOTHK IIMPOKOIO CIEKTpa JeHCTBHA,
CTPYKTYpPHO OJM3KHUI qpyrum OeTa-1akTaMHbIM aHTHOMOTHKAM.
Jlopunienem o0iaiaeT BbIPa)KEHHOM aKTUBHOCTBIO i1 Vitro B OTHOUICHUH a3pOOHBIX M aHAIPOOHBIX
IPaMIIOJIOKUTEIIBHBIX W TpaMOTpUIaTeNbHbIX OakTepuil. [lo cpaBHEeHHIO € HMUIIEHEMOM H
MEpOIIEHEMOM OH B 2-4 pa3a akTHBHEE B OTHOIICHUU Pseudomonas aeruginosa.
Mexanuszm Oeticmeus
JlopuneHeMm oka3blBaeT OAKTEpULIMAHOE ACHCTBUE MyTeM HapylleHHs] OMOCHHTE3a OaKTepHalbHON
KJIETOYHOU cTeHKH. OH MHAKTUBUPYET MHOTHE BaXXHbIC IEHUIIMIUTHH-CBsI3bIBaronue 6enku (I1CH),
YTO BEJET K HaApYyIIEHUIO CHUHTE3a KJIETOYHOM CTEHKHM OakTepuil M mocienyromedl rudenu
OakTepHaIbHBIX KIETOK. Jlopunenem obOmagaer HanOonpmmM adduaureToM B oTHoueHuu I[ICh
Staphylococcus aureus. B xnerkax Escherichia coli n Pseudomonas aeruginosa IOpHUIICHEM

npouHo cBs3biBaeTcs ¢ [ICH, koTopeie y4acTBYIOT B moaaepKaHuu (HOpMbI OaKTepHUaTbLHON KIETKH.
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OMNBITHL in Vitro TOKa3aJid, YTO JOPUIICHEM CIlIa0p yFHeTa_ﬂ]:@ﬁE@%mﬁﬂ}g.H@tﬂﬁgmA@B, u

TaK)Ke €ro JIeUCTBUE HE YTHETaeTCs APYTUMU aHTUOUOTHKAMHU.

Onucanbpl aqAUTHBHAS AKTUBHOCTh WJIM CIA0BI CHHEPTU3M C aMHKAIMHOM U JIEBO(IOKCAITUHOM B
oTHoweHUH  Pseudomonas  aeruginosa, a Takxke ¢ JaNTOMHIIMHOM, JIUHE30JIHIOM,
JeBO(IIOKCAIMHOM U BAHKOMULIMHOM B OTHOILIEHUH IPAMITOJIOXKHUTENIbHBIX OaKTEpU.

Mexanuzmvl pezucmenmuocmu

MexaHu3MBbl PE3UCTECHTHOCTH OAKTEPHil K TOPUIIEHEMY BKIIFOYAIOT €0 WHAKTHUBALINIO (pepMeHTaMH,
THIPOIU3YIONIMME KapOareHeMbl, a TakKe MyTaHTHBIMU Ui nipuodpereHHbIMU [ICBH, cHUXeHHE
MIPOHUIIAEMOCTH HApy>KHON MEMOpPaHbI U aKTUBHBIN BBIXO/ JOpPHUIIEHEMA 3 OaKTepUaIbHbBIX KIETOK.
JlopuneHeM ycToOMYMB K THAPONNU3Y OONBIIMHCTBOM OeTa-JlakTamas, BKIIoYasi MEeHULWUINHA3H U
1ehasocnoprHasbl, KOTOPbIe BBIPAOATHIBAIOTCS TPAMITIOIIOKHUTEIBHBIMA U TPaAMOTPHUIATETEHBIMU
OaKkTepusMU; WUCKIIOYCHHE COCTABJISIIOT OTHOCUTEIBHO peakue OeTa-lakTaMasbl, CIIOCOOHBIC
TUIPOJIU30BaTh JTOPUIICHEM.

PacmipocTpaHeHHOCTh MPUOOPETEHHOM PE3UCTEHTHOCTH OTIEIbHBIX BHUJOB MOKET BapbUpOBaTh B
pa3HbIX TeorpauyecKux peruoHax U B pa3HOE BpPEeMsi, U MOITOMY OYEHB IMOJIe3Ha WH(OPMALIUS O
CTPYKTYpPE MECTHOW PE3HCTEHTHOCTH, OCOOCHHO MpH JICUEHUH TsKENbIX uH(pekuuil. B ciydae
HEOOXOIUMOCTH CIIEyeT 0OpaIaThCs 32 COBETOM K MHKPOOMOJIOTaM: HallpuMep, €CiIu CTPYKTypa
MECTHOM pEe3UCTEHTHOCTH TaKOBa, YTO MPUMEHEHUE KOHKPETHOTO Mpernapara, o KpaiHei Mepe npu
HEKOTOPBIX TUMAaX MHPEKINH, BBI3bIBAET COMHEHUSI.

K dopunenemy uyscmeumebiol:

Obvbiuno uyecmeumenvhvie 8U0bL

I'pammonoxurensuple  adpoObl:  Enterococcus  faecalis, Staphylococcus aureus (IITaMMBI,
YyBCTBUTEIbHBIE K METUNWILINHY), Staphylococcus epidermidis (mTaMMbl, 9yBCTBUTEIbHBIE K
METHLWINHY), Staphylococcus haemolyticus (IITaMMBI, YYBCTBUTENIbHBIE K METULMUIUHY),
Streptococcus agalactiae (BKJIOYas IITaMMBI, PE3UCTEHTHBIE K Makpomuuam), Staphylococcus
saprophyticus, Streptococcus intermedius, Streptococcus constellatus, Streptococcus pneumoniae
(BKJIIOYAsl IITAaMMBbl, PE3UCTEHTHBIE K MEHUIIMIUTMHY WU LepTpuakcony), Streptococcus pyogenes,
Streptococcus viridans (BKJIOYas IITaMMBI, YMEPEHHO UYYyBCTBUTEIbHBIE M PE3UCTEHTHBIC K
MEHULWUTUHY ).

I'pamorpuniatensusie adpoObl: Citrobacter diversus, Citrobacter freundii (BKItodas IITaMMBI,
HEUYBCTBUTEIbHBIE K TedTazuaumy), Enterobacter aerogenes, Enterobacter cloacae (Bkmrodas
IITAMMBI, HEUYyBCTBUTENbHBIE K medrazuaumy), Haemophilus influenzae (BKIOYasi IITaMMBI,
MPOayIUPYIOIIKUe OeTa-TakTamasbl, WIM PE3UCTCHTHBIE K aMIUIUJUIMHY I[ITaMMbI, KOTOPBIE HE
BBIpa0ATHIBAIOT OeTa-akTamasbl), Escherichia coli (Bkmodas IITaMMbl, PE3UCTCHTHBIE K
NeBO(DIIOKCAIMHY 1 MITaMMBI, MPOAYIHUPYIOIIHEe OeTa-TakTamasbl pacmupenHoro crekrpa (ESBL)),

Klebsiella pneumoniae* (Bkimouass mrammsel, npoayuupytoume ESBL), Klebsiella oxytoca,
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Morganella morganii, Proteus mirabilis (Bxio4as mramyplJipeAyi@Epyremue! BSBE )] Proteus

vulgaris, Providencia rettgeri, Providencia stuartii, Pseudomonas aeruginosa™ (BKJIfo4asi IITaMMBbl,
pesucteHTHBIE K nedTazuaumy), Salmonella spp., Serratia marcescens (BKIIOYas IITaMMBI,
HEYYBCTBUTEJIBHBIC K e Ta3uIuMYy), BUABI poaa Shigella.

AHa’poObI:  Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides uniformis,
Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, Bumel pona
Clostridium, Peptostreptococcus magnus. Peptostreptococcus micros, Bunbl poga Porphyromonas,
BUbI pona Prevotella, Sutterella wadsworthenis.

Peszucmenmuvie mukpoopeanuzmul

I'pammionoxxuTenbHbIe a3pOOBI: CTAQHIIOKOKKH, PE3UCTEHTHBIE K METHUIHIUINHY

Enterococcus faecium.

I'pamoTpuLiaTeNbHBIE a3POOHI:

Stenotrophomonas maltophilia, Legionella spp.

[TproOpeTeHHy0 PEe3UCTEHTHOCTh MOTYT UMETh:

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

* BuJpl, B OTHOIICHUU KOTOPBIX IOPUIIEHEM ObUT aKTUBEH B KIIMHUYECKUX HCCIICIOBAHUSIX.
DapmakoKkunemuka

KoHneHTpanuu nopumnenema B mia3mMe: cpeiHie KOHIICHTPAIUH B Tu1a3Me (MT/J1) JopHIIeHeMa TI0CIIe
oHOM 1-dacoBoit u 4-yacoBoi BHyTpuBeHHOU nH(PY3uu 500 Mr u ogHOM 4-dyacoBoi nHdy3uu 1000
MT MTOKa3aHbl HIKE B TaOIUIIE.

Cpeonue koHyenmpayuu 0opuneHema 6 niasme nocie 68e0eHusi 0OHOU 003bl

Jlo3a 1 I TETBHOCTH Bpewmst ot Havaia nuadysuu (4)

uHpy3Un

CpenHsisi KOHIIGHTpAI¥s B 1ia3Me (Mr/m)

0,5 1 2 3 4 6 7 8 9
500 mr B Teuenue 1u | 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
1000 mr B Teuenue 4 4| 7,80 | 11,6 | 15,1 16,9 18,3 2,98 1,66 - 0,55

dapmakoknHeTuka fopuneseMa (Cmax - MAaKCUMalbHas KoHIeHTpanus B iazme 1 AUC - miomniaas
II0J1 KPUBOM «KOHIIEHTpALUSA-BpPEMs») SBISIETCS JIMHEHHOM B 1030BOM Auana3one 500 mr - 1000 mr
MIpU BHYTPUBEHHOU MH(Y3UH B TeueHHne | i 4 4. Y manueHToB ¢ HOpMalbHOU (YHKIIMEH TTOYeK
He OOHApYXEHO INPU3HAKOB KyMYJIALUU JOPUIIEHEMa IIOCIE€ MHOTOKPAaTHBIX BHYTPUBEHHBIX
uHpy3mii 500 mr wim 1000 mr xaxnasle 8 4 Ha nporsokeHuu 7-10 nueit. dapMakOKWHETHKA

JIOpUTIEHEMa HOCHUT JIMHEHHBIN Xapaktep B Auana3zone 103 500 mr — 2000 Mr ripu BBEACHUU B BUJE
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BHYTPMBEHHOM MH(Y3UM IPOJOLKMTENBHOCTBIO (I 9 1 SO0781 E11000, NaT | apH) BAYT pHBEHHON

MH()Y3UU TPOAOIKUTEIBHOCTHIO 4 4.

DapMaKOKMHETHUYECKUE XapaKTEPUCTHKU JIOPUIIEHEMA IMpU OJHOKPATHOM BBEICHUU (nocie
4-uacoeou unghy3uu) y B3POCIBIX C KHUCTO3HBIM (PUOPO30M COOTBETCTBYIOT AaHAJTOTUYHBIM
nmapamMeTpam i B3pocibix 0e3 kucro3Horo ¢ubposza. He mpoBoauiioch Hamjiexalmx XOpOIIO
KOHTPOJIMPYEMbIX HCCleAoBaHUN Oe3onmacHOCTH U 3(G(EKTUBHOCTH AOPHUIICHEMA y MAIMEHTOB C
KHCTO3HBIM (PrOpO30M.

Pacnpeoenenue

Cpennsis cTETIeHb CBS3BIBAHMS TOpUIIEHEMA C OelTkaMu Tu1a3Mbl cocTasiisiia 8,1 % u He 3aBucena OT
€ro KOHIIEHTpaluu B TuiazMe kpoBu. OO0bEM pacmpeneseHus paBeH MpHOIU3UTENbHO 16,8 1, 94TO
OIM3K0 K 00beMy BHEKJICTOYHOMH KUAKOCTH y uenoBeka (18,2 m). JlopuneHem XOpoIIo MpoOHUKAET B
psia TKaHeW W OMOJOTHMYECKHX >KUIKOCTEH, HApUMep, B TKAHH MAaTKH, PETPOIEPUTOHEATHHYIO
KHUJKOCTb, TKAHU MPEACTAaTeNIbHOM KeNe3bl, TKaHW >KETYHOrO My3bIps U MOy, AOCTHTas TaM
KOHIIeHTpanui, pesbimarnmx MUK (MuanMansHas HHTHOMPYIOIIast KOHIICHTPAIIHS ).
Memabonusm

buotpanchopmanust mopurieHeMa B MUKPOOHMOIIOTMYECKH HEAKTUBHBIM METa0OIUT TPOUCXOIUT
MPEUMYIIECTBEHHO MOJ JeHCTBUEM AeruaponenTtuaassi-1. In vitro Habmogancs MeTaboIu3M
nopurieHemMa moxa AeiictBueM u3zodepmeHToB cuctembl CYP450 u apyrux ¢epmMeHTOB, Kak B
MPUCYTCTBUH, TaK U B OTCYTCTBHHM HUKOTHHaMUIaAeHUHANHYKIeoTuadochar (HALD).
Buiseoenue

JlopurieHeM 3TMMUHUPYETCS B OCHOBHOM MOYKAaMU B HEM3MEHEHHOM BHUJIE. Y 3/I0POBBIX MOJIOJBIX
B3pPOCJIBIX CPEHUIM KOHEUHBIN MEPHO/I MOTyBBIBEICHUS JOPUTIEHEMA U3 IIJ1a3Mbl COCTABIISIET OKOJIO
1 4, a KIIUPEHC U3 TIa3Mbl paBeH IpuMepHo 15,9 /4. Cpegauii modeuHbiit KimpeHe coctasisier 10,3
1/4. BenmudrHa 3TOro mokasarelis, Hapsiay CO 3HAYMMbIM CHIDKEHUEM dITUMUHAIINY TOpUTICHEMA TTPU
€ro BBEJICHUM OJHOBPEMEHHO C MPOOSHEIUAOM, CBHAETEIHCTBYET O TOM, YTO JIOPUIICHEM
no/iBepraercs Kak KiyOouKoBOH (MIbTpaliy, Tak U MOYEYHOU CEKperuu. Y 310pPOBBIX MOJIOABIX
B3pPOCJIbIX, MOTYYUBIINX OJHY A03Y (500 mr) nopunenema, 71 % 1o3bl 0OHapy»eH B MOUY€ B BHJIE
HEU3MEHEHHOTO JopurneHeMa u 15 % — B Buje MeTaboJIUTa C OTKPBITHIM KOJIBIIOM COOTBETCTBEHHO.
[Tocne BBeACHHSI MOJIOIBIM 3I0POBBIM B3pOCIBIM OAHOHN 1036l (500 MTI) paAOaKTUBHO MEUYEHHOTO
JopuIieHeMa B KaJie Obu10 oOHapyxkeHo MeHee 1 % oO1ieil paanoakTUBHOCTH.

Ilayuenmol ¢ noueunoli HeOOCMAMOUHOCMbIO

[Tocne BBenenus ogHoM 10361 (500 Mr) nopuneHeMa nmaueHTaMm ¢ Jerkou (KIMpeHe KpeaTuHuHa 51-
79 Mn/muH), cpeaneil (knupeHc KpeaTwHuHA 31-50 Mi/MHH) U TsDKenoOW (KIMPEHC KpeaTMHHHA
< 30 mu/muH) creneHbplo TodeyHol HemoctaTouHocTd AUC yBenwumiach COOTBETCTBEHHO B

1,6 paza, 2,8 paza u 5,1 paza o cpaBueHuto ¢ AUC y 310pOBBIX JIt0JIel ¢ HOPMAIbHOU (hyHKITHEH



COOTBETCTEBYET ZKCNEFTHOMY OTUETY
ot 28.07.2023 N2 14417
noyek (knupeHc kpeatuHuHa > 80 mui/muH). [lo3y| nopuneHema CiiefyeE cHBKATH (YIAHHEHTOB co

CpeAaHEN U TSHKEJION CTENEHBIO TOYEYHOM HEJOCTATOUYHOCTH.

Iayuenmsi ¢ HapyweHuAMU DYHKYUU NeYeHU
B HacTos1ee BpemMsl HET TaHHBIX O (papMaKOKHMHETHKE JOPUIEHEMAa Y MAlleHTOB C HapyLICHUSIMHU
¢byHKIMY nedeHu. JlopurneHeM npakTUYecKu He MojABepraeTcs MeTaboIn3My B MEYEHH, U TO3TOMY
IpearnoiaraeTcs, YTo HapylleHHe (YHKIHMHM OSTOrO0 OpraHa HE JOJDKHO BIHUATH Ha €ro
(apMaKOKUHETHKY.
Ilayuenmul nodxcunozo eospacma
[To cpaBHEHHIO C MOJIOJBIMU B3POCIBIMU, y MOXKMIBIX Jojned AUC nopurneHema Obuta yBETHYCHA
Ha 49 %. DOTu U3MEHEHUs! OOBACHSIOT TJIaBHBIM 00pa3oM BO3PAaCTHBIMHU M3MEHEHUSMH KJIHpEHCa
KpeaTHHUHA. Y TOXWJIBIX MAIMEHTOB C HOPMAlIbHOU (M1 MX Bo3pacta) (QyHKIMEH MOouYeK 03y
JOpUIIEHEMA CHUXKATh HE HYXKHO.
Ilonosvie paznuuus
V sxenmuH AUC nopunenema 6bu1a Ha 13 % Oomnbiie, yeM y My>X4uH. My>XYMHAM U JKEHIIMHAM
PEKOMEHYETCSI BBOJUTD OJIMHAKOBBIE J103bl JOPUIIEHEMA.
Pacosas npunaonescnocmo
[Ipy mpuMeHEeHUM NaHHOTO TMpenapara Cpeau Pa3HOOOpa3HBIX PACOBBIX I'PYHI HE HaOII0AaIoCh
3HAQUUTEJIBHOIO PAcCXOXACHUS B KIMPEHCE JOPUIIEHEMa, MO3TOMY KOPPEKTHPOBATH 03y HE
PEKOMEHIYETCSL.
IToxka3zaHus K NPUMEHEHHIO
WueknronHo-BocnanuTeiabHble 3a00JieBaHUs, BbI3BAHHBIE YYBCTBUTEIBHBIMH K JIOPUIIEHEMY
MHKPOOPTraHU3MaMu:

— BHYTpUOOJbHHUYHASA (HO30KOMHANbHAs) MTHEBMOHHMS, BKJIIOYas MTHEBMOHHIO, CBSI3aHHYIO C

WCKYCCTBEHHOU BeHTWsIuel jgerkux (MBJI);
—  OCJIO’)KHEHHBIE MHTPaadIOMUHAIbHbIE HHPEKINH;
— OCJIO)KHEHHBbIE HWH(EKIMH MOYEBBIICIUTEIBHON CHCTEMBI, BKIIOYas OCJIOXHEHHBIH U
HEOCJIO)KHEHHBIN MTUETOHEe(PPUT U CITydau ¢ COMYTCTBYIOMIECH OaKTeprueMUeH.

IIporuBoNOKa3aHUA
['unepyyBCTBUTENBHOCTD K TOPUIICHEMY WM JAPYTHM KapOameHeMam, a Takke K OeTa-TaKkTaMHBIM
aHTHOUOTHKAM.
Herckuii Bo3pact 10 18 ner.
IIpumenenne npu 6epeMEHHOCTH M B IIEPHOJL TPYAHOI0 BCKAPMJINBAHHUSA

bepemennocmo
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HmeroTcs OrpaHMYeHHBIE KIMHUYECKUE JaHHBIE O NPUMEHEHHH [HOPATEHEMa| (Y '6§,p§3/1§t§_1{blx

*eHIIUH. [ToTeHnnanpHbIi pUCK AJIA 1102 Heu3BecTeH. [Ipu 6epeMeHHOCTH TPUMEHSIOT TOJIBKO B
cjiyduac, CCJI npearnojaracmas 1rnmojib3a Ijist MaTCpu MpeBLIIACT HOTGHI_[I/IaJIBHHﬁ PUCK IJId IJ10144a.
Ilepuoo epyoHozo eckapmausanus

[Ipy HEOOXOAMMOCTH TMPUMEHEHMsI TOpUIIEHEMa B IEPHUOJ JIAKTAIlMM HEOOXOJUMO MPEKPaTUTh
rpyAHOE BCKapMIIUBAaHUE.

Cnoco6 npuMeHeHus U 103b1

BnyTtpusenHo.

Hwxe B Tabnuiie mokazaH peKOMEHIyEMBIH CIIOC00 MPUMEHEHHS U 1036l IIpenapara Jlopurenem.

Wndexnun Jo3a Yacrora | Bpems undysuu | nmuTensHOCTh
UHY3Ul (1) Tepanuu**
BrayTpubonsHrUHAS
(HO30KOMUATIHEHAS)
500 mr unu
ITHEBMOHUS, BKJTFOYAsT Ka)kaple 8 41 1 wim 4 y* 7-14 nuei**
1000 mr

CBA3aHHYIO C MCKYCCTBEHHOH

BeHTWIsAIMEH Jierkux (MBJI)

Oci0XHEHHBIE
WHTpPaadJOMUHAITBHBIE 500 mr Ka)kaple 8 1 1 5-14 guei**

uH(peKIuu

OcoxHEHHBIC MHPEKITUN
MOYEBBIICIUTEIBHON cucTeMbl, 500 mr Ka)kaple 8 1 1 10 qHeh**§

BKJIIOYas MUENOHEe)PUT

* Jlns ;medeHusT MAIMeHTOB C HO30KOMHAIBHOW TTHEBMOHWEHW PEKOMEHAYIOTCS HWH(Y3Uu ¢
no3upoBkoit 500 mr B Teuenwne 1 4. [Ipu Hamu4uu pucka MHGUIUPOBAHUS MEHEE YYBCTBHTEIbHBIMU
MUKPOOPTaHU3MaMH PEKOMEHIYIOTCSI HHPY3UH B TCUCHHE 4 .

JL1st iedeHust marMeHToB ¢ MOBBIIICHHBIM KiupeHcoM kpeatuHuHa (CrCl) > 150 ma/mMun) unu (1) ¢
MHQEKUUSIMH,  BbI3BAHHBIMM  TI'PaMOTPULATEIBHBIMU  He(DEepMEHTHPYIOIIMMH  OaKkTepUsIMU
(naripumep, Pseudomonas spp. nnm Acinetobacter spp.) peKOMEHIYI0TCS UHPY3UH C JJO3UPOBKON
1000 mMr B Teuenue 4 u.

Jlisg nedeHus MalnUMeHTOB CO CPEJHEH CTENeHbI0 MOYEUHOH HEIOCTAaTOYHOCTH PEKOMEHAYIOTCS
nHy3un ¢ mozupoBkord 500 Mr Kakaple 8 9, IS JICUEHUS MAIMEHTOB C TSKEIOW CTENEHbBIO
MOYEUHOM HEJOCTATOYHOCTH PeKOMEHAYIOTCS MH(Y3uH ¢ 703upoBkoit 500 mMr kaxsie 12 4.

** JIMMTeTbHOCTh TEpAMK BKJIFOYAET BO3MOXKHBIN MEPeX0]] Ha COOTBETCTBYIOIIYIO MEPOPATHHYIO

TEpaNUIo0 MOCJIe KaK MUHUMYM 3-IHEBHOW MapeHTEpaIbHOW TEpaluu, BbI3BABIIECH KIMHUYECKOE
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ylydileHue (IOpu Iepexojie Ha MepopallbHYIO |Tepanuid|(MOKHO] HAAHAHAkEH (DITOPXAHOIOHBI,

NEHULMUIMHBI HIMPOKOTO CHEKTpa AECHCTBUS B KOMOMHAIMM C KJIABYJAaHOBOM KHCIIOTOM, a Takxke
aHTUOMOTHUKH JII000H (hapMaKoTepareBTUIECKOM IPyIIIb).

§ VY mamueHToB C COMyTCTBYIOIIEH OakTepueMHEW UIMTENbHOCTb TEpaluyd MOXKET JOCTHraTh
14 nuen.

OObIuHas TPOAOIIKUTEIBHOCTh JIEYEHHs IMAlMEHTOB C HO30KOMHAJIbHOW IHEBMOHHEH, BKIIOYas
MHEBMOHMIO, cBsizaHHyl0 ¢ MBJI, cocraBnsier or 7 no 14 aHeil, U HOMKHA 3aBUCETh OT TSIKECTH
3a0o0JeBaHus, JOKATU3alMM HMH()EKIMH M KIMHUYECKOTO OTBETa MaleHTa Ha JjeudeHue. Ha
OCHOBAHUU PE3YJIbTATOB KIMHUYECKUX MCCIIEA0BAaHUM CIENUAINCTaM B 00JIACTH 3paBOOXPAHEHUS
CIIElyeT PacCMOTPETh BONPOC OO0 YCTAHOBJICHWM JUIMTENBHOCTH JieueHUs nanueHtoB ¢ HBJI-
acCOIIMMPOBAHHOW THEBMOHUEH Oosee 7 JHEH.

ITarmueHTHI ¢ HApYIICHHUEM d)VHKHI/II/I IMOYCK

Y namueHTOB C KIMpPEHCOM KpeatmHWHa > 50 mi/MuH He TpeOyeTcss KOPPEKIMH JT03HI.
VY manueHToB co CPEeIHEH CTEIEeHBIO MMOYEUYHON HEA0CTaTOYHOCTH (KJIIMPEHC KpeaTuHUHA oT > 30 1o
< 50 mu/MUH) 032 HopUIieHeMa JOHKHA COCTABISTh 250 Mr Kak/pie 8 4. Y MalueHTOB C TSHKETIOoM
CTETIEHBIO MMOYEYHOM HEJOCTATOYHOCTH (KIUpeHC KpeatmHUHa oT > 10 mo < 30 mu/mmH) 1o3a
JOJKHA paBHATHCSA 250 Mr kaxasie 12 4.

Jlst maneHToB ¢ pekomeHnayemoi ao3o0i 1000 mr xkaxasie 8 4, B Buae 4-4acoBoi mHGY3HH, 1032
JOJDKHA OBITh TAaKXKE CKOPPEKTHPOBAaHA: MPU CPEAHEH CTENEHW IMOYEYHON HETOCTaTOYHOCTH —
500 mr kaxxaple 8 4, MpU THKETON CTeneHn nouedHo HepocTaTouHoCTH — 500 Mr kaxabie 12 u.

ITarueHThl, HaXOAAIIUECS HA IHAJIN3E

Pexomenpanmu 1o mo3upoBaHWIO mpernapata JlopulieHeM Yy TAIMEHTOB, HAXOJANIUXCS Ha

JUTUTEIIbHON 3aMECTHTEIIbHON MTOYEUHOMN TepaIuy, MPUBEICHBI B TAOIHUIIE:

JnutensHas O1ieHEeHHBIN Joza YacrtoTta Bpewms Hoctuxenue
3aMECTUTEIbHAS CrCl BBEICHUSA nH}y3un a6 LIETIEBOTO
nmoveyHast (Mn/muH) TOKa3aTes
Teparus (MUHUMAaIbHAS
MHTUOHMPYIOIIAs
KOHIICHTpAIIUs,
MUK)
[IponomxurenbHas
BCHO-BCHO3HAs <30ma/muH | 250 Mr | kaxzaeie 12 g 44 < 1 MKr/MI
reMouIbTpaIus
[IponomxurenbHas
BEHO-BEHO3HA <5 mi/mMuH 250 Mmr | xaxmapic 12 4 44 < 1 MKr/MI
reMonapuIbTPALH




COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 28 07 2023 N= 14417
[TponomxurenbHas (MNOCNEOOBATENRHOCTE 0005)

BEHO-BEHO3HAas
5-30 mir/MuH 500 mr Kaxaele 12 4 44 < 1 MKI/MI
remMoinauIIb-

Tpauus

? 'V manmueHToOB € OCTPOM TOYEYHOM HEAOCTATOYHOCTHIO W HAXOMSIIUXCS HA JTUTEIHHON
3aMECTHUTEIbHON MOYEYHOH Tepanuu peKoMeHayeMoe BpeMsl MHPY3UH cOCTaBiseT 4 4, yUuThIBas
BO3MOKHOCTh TOBBIIICHUS! KCTPAPEHATBHOTO KIMpEHca KapOareHEeMOB y MAalMEHTOB C OCTpPOM
MMOYEYHON HEOCTaTOYHOCTBIO.

° V manmeHTOB ¢ XPOHMYECKHAM HapyIIeHHeM (yHKIHH TOYeK ¥ HAXOMAMMXCA Ha JUTHTETBHON
3aMECTUTEIPHOM MMOYSUHON TEPAIMK BO3MOXKHO TIpoBeieHne |- ninu 4-yacoBoit nHdpy3uu. CoracHo
nanHbM OK/DJ1, undysus B TeueHre 4 4 MOKET ObITh OoJiee MPEANOUYTUTEIBHOMN ISl TOTO, YTOOBI
MaKCHUMU3UpPOBaTh IPOLIEHTHOE BpeMs B TEUEHUE HWHTEpBajla  JO3UPOBaHUA, KOraa
KOHIEHTpaLUs JOPUIIEHEMA B IJIa3Me MPEBBIIIAeT MUHUMAJIbHYI0 HHTUOUPYIOIIYIO0 KOHIIEHTPALIUIO
(%T > MUK). Pexomennanuu no nosuposanuto npu MUK > 1 mr/mi He ObLIM yCTaHOBIEHBI AJIs
JUINTEIBHON TOYEYHOM 3aMECTUTENBHOM Tepaluu M3-3a BO3MOXKHOT'O HAKOIUIEHHs JOPHUIIEHEMA U
Metabonuta nopuneHeM-M-1. PekoMeHayeTcs TIIATENbHBIE MOHUTOPHUHI O€30MacCHOCTH IS
MMaMEHTOB, HAXOMAIIMXCS HAa JUIMTEIbHOM ITOYEYHOM 3aMECTUTEIBbHOM TEepanuu, u3-3a
OTPAaHUYEHHBIX KIMHUYECKUX JAHHBIX W BO3MOXXHOT'O IIOBBIIMIEHUS CHCTEMHOW HKCIIO3HMIIMHU
nopunieneM-M-1 wmerabonura. B Hacrosimee Bpems HET JOCTaTOYHOM HMH(POpPMALUU UIs
(bopMyIHpOBaHUs PEKOMEHIAIMH /I TAllMEHTOB, HAXOSAIINXCSA Ha IPYTUX BUJAX AUAJIH3a.

IlammeHTH MOKUJIOTO BO3pacTa

VY NOXWIBIX MAIUEHTOB, QYHKIHS TOYEK KOTOPBIX COOTBETCTBYET UX BO3PACTY, KOPPEKIUU JI03bI
He TpeOyercsl.

ITarmueHTHI ¢ HApYIICHHUEM d)VHKHI/II/I INCYCHHU

VY Takux ManueHToB He TpeOyeTcss KOPPEKIUU JO3bI.
Hucmpykyuu no npuzomosienuro pacmeopa u 00pauieHuio ¢ Hum

IIpurorosinenue 10361 500 Mr pacteopa Uit nHdVY3Ui (Mcnonb3ys GaakoHbl, coaepxaie 500 mr

IopUIeHeMa):
. [Topomok nopurnenema pactBopstoT B 10 M cTrepriibHON BOAbI 1 nHbeKud win 0,9 %

pacTBopa HaTpHsI XJIOPUA.
. BusyanbHO NpOBEpAIOT CYCHIEH3MI0 HAa HAJIM4Me B HEM BUIUMBIX ITOCTOPOHHUX YACTHIL
(I[aHHaH ToTOBad CyCIICH3HA HC UCTIOJB3YCTCA JIA MMPSAMOTro BBGI[GHI/IH).

. ['0TOBYIO CYCHEH3HIO MPH MOMOIIM HITNPHUIA W UTIBl J00ABISIOT B WH(PY3HMOHHBIN MaKeT
(OyTBLIKY), conepskammii 100 mut 0,9 % pactBopa HaTpus xiaopuaa win 5 % pacTBopa AEKCTPO3bl, U

AKKYpPAaTHO NCPEMCIINBAIOT 40 ITOJHOI'O PAaCTBOPCHUS.
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[Tpurorosienne 10361 250 Mr pacrBopa anasd MHQY3UH UG MAACHTOR! €6 [ChEAHEH M (IHHaI0i

CTEINEHBIO ITOYEYHOH HENOCTATOYHOCTH (MCI0Ib3ys (hIakoHEL, coaepkammpe 500 Mr gopuiieHeMa):

. [Topomok nopunenema pactBopsaoT B 10 M1 ctepunbHOM BoAbl 1y uHbeKuMid uim 0,9 %
pacTBopa HaTpHs XJIOPUAA.

. BusyanbHO MpOBEpSIOT CYCNEH3HIO HAa HajdWMuuWe B HEMl BUAMMBIX MOCTOPOHHUX YaCTHII
(maHHas TOTOBAs CYCIEH3Us HE UCIONb3YeTCs Ul IPSIMOTO BBEICHNUS).

. l'oToBYI0 CycneH3HIO MpH MOMOLIM IINPUIA U UTIBl J00aBISAIOT B MH(PY3MOHHBIH MaKeT
(OyThuIKY), conepxamtuii 100 M 0,9 % pacTBopa HaTpus Xiopuaa uian S % pacTBopa IeKCTPO3bl, U
aKKypaTHO MePEMENTUBAIOT JI0 TTOJIHOTO pacTBopeHus. OTOuparot 55 mit pactBopa U3 HHPY3HOHHOTO
rmakeTa Win OYTBUIKM W BBIOpachiBaloT (B ocTaBiiemMcsi oObeMe pacTBopa coaepkutcs 250 mr
JIOPUIICHEMA).

ITpurorosinenne 1036l 250 mr pactBopa juis uHAY3UN JUIS MALMEHTOB CO CPEIHEN U TSHKEIOU

CTEINEHBIO ITOYEYHOH HENOCTATOYHOCTH (MCI0IB3ys (hIaKOHEL, coaepskamme 250 Mr gopuiieHeMa):

. [Topomok nopuneHemMa pacTBOPSIIOT B 5 MIJI CTEPUIBHOW BOAbI i MHBbEKIMM min 0,9 %
pacTBopa HaTpUs XJIOPHUAA.

. BusyanbHO NpOBEpSAIOT CYCHEH3UI0 HAa HAJIM4Me B HEM BUIUMBIX ITOCTOPOHHUX YACTHIL
(maHHas TOTOBAsI CYCHEH3Us HE UCIONb3yeTCs Ul IPSIMOTO BBEICHNUS).

. ['oTOBYIO CycneH3WIO MPH MOMOIIM LINPULIA U UTJIBI 100aBIsAIOT B MH(QY3HMOHHBIA MaKeT
(OyTBLIKY), comepxkamuit 50 M 0,9 % pacTBopa HaTpus xjopuaa win 5 % pacTBopa IeKCTPO3bl, U

AKKYpPATHO NCPEMCIINBAIOT 40 ITOJHOI'O PAaCTBOPCHUS.

YcnoBusl XpaHeHHsI TOTOBOTO PAacTBOpA: MOCIIE A00ABICHHS K MOPOIIKY JOpUIIEHEMa CTEPUIIbHOM
BOJBI 17151 HHbeKIMH uin 0,9 % pacTtBopa HaTpUs XJIOpUJIA CYCIIEH3UI0 MOYKHO XPaHUTh BO (IakoHE
B TeueHue | 4 mepes ee pazBeeHUEM HHPY3HOHHBIM PACTBOPOM.

Hwmwxke B Tabiuie ykasaHbl CpOKM XpaHEHHUs JopurieHema mocie pasBeneHus 0,9 % pactBopom
HaTpus xjopuzaa win 5 % pacTBOPOM JEKCTPO3bl B YCIOBUSX HMX XPAHEHUS IPU KOMHATHOU
TEMIIEpaType WIH B XOJIOAUIbHUKE.

Xpa"enne MHOY3HOHHBIX PACTBOPOB, MPUroToBIeHHBIX Ha 0.9 % pacTBOpe HAaTPUA XJIOPHUAA WIIH

5 % pacTBOpE IEKCTPO3LI:

Paz6aButenn Bpewmst crabunsHOCTH (1)
Komuarnas Temneparypa 2-8 °C (XO0JIOIUIBHUK)
0,9 % pacTBOp HaTpus xJu0puaa 12 72%
5 % pacTBOp IE€KCTPO3BI** 4 24%*

* [locne u3BIEUEHUS U3 XOJOIMIbHUKA MH(Y3MOHHBINH pacTBOP AOJDKEH OBITH BBEJCH MAIUEHTY B

TEUEHHUE Pa3pEIICHHOT0 BPEMEHU XpaHEHHUs NMPU KOMHATHOU Temmeparype. [Ipu aTom cymmapHoe
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BpeMsl XPaHEHMs pacTBOpa B XOJOAMJIBbHHUKE, [BpeMs (OLPEBHHMAL) aCEE0pa] (JI0 T KOMHEFIHOIMI

TEMIIEpaTyphbl U BpeMs BBEICHUS pacTBOpa MalMEHTy HE JOJDKHO MPEBHINIATH B OOLIEH CIO0XKHOCTH
JIOMTYCTUMOT'O BPEMEHH XPAHECHUS B XOJOIUITbHHKE.

* 5 % pacTBOp HEKCTPO3bI HE JOJHKEH HCIOIB30BATHCS I BBEACHHS MH(Y3UN IITUTETHHOCTHIO
oonee 1 u.

s coxpaHeHuss MHUKPOOHOJOTHYECKOW UHCTOTHI MPUTOTOBIECHHOIO pPacTBOpa €ro Cleayer
WCIOJIb30BaTh HEMEMIEHHO. B ciayyae HEOOXOMMMOCTH XpaHEHHsS PacTBOpPa OTBETCTBEHHOCTH 3a
COXpaHEHHE MUKPOOHOIIOTUYECKOW YUCTOTHI JICKUT HA JIUIE, TOTOBSIIEM HIIA XPAHSIIEM PacTBOpP.
Uudysus

Wudy3nonnsie pacTBopsl npenaparta JlopuneHeM BapbUPYIOT OT MPO3PAYHOro M OECLBETHOTO 10
MPO3PavHOrO M CIIETKa YKEeNTOBATOrO pacTBopa. Bo3MOXKHBIE pa3nyus B IBETHOCTH PacTBOpa HE
BIUSIIOT HA KAYECTBO MPOAYKTA.

WNu¢y3noHHBIN pacTBOp mepesa BBEICHUEM BHU3YaJbHO MPOBEPSIOT HA OTCYTCTBHE MEXaHUYECKUX
BKJIIOUEHUH, U NTPU 0OHAPYKEHUHU MOCIEAHUX, OTOPAKOBBIBAIOT.

Heucnons30BaHHBIA pacTBOp JOpPUNEHEMAa W JIPYTHE OTXOJbI HEOOXOIWMO YTHUIM3UPOBATH B
COOTBETCTBUH C MECTHBIMH ITPABUIIAMHU.

IToGouHOeE nelicTBUE

YactoTty HexenareabHbIX 3(QPEeKToB KiIIacCUPUITUPOBAIIN CIAEAYIOIMIMM 00pa3oMm:

oueHb yacto > 1/10;

gacto > 1/100 —< 1/10;

HegacTo > 1/1000 — < 1/100;

peaxo > 1/10 000 — < 1/1 000;

oudeHb peako > 1/100 000 — < 1/10 000;

9acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIIMXCS JTaHHBIX OIICHUTH HEBO3MOXKHO).

Beutn oTMEUeHBI ceyIole HexenareabHbie 3PHEKTHI:

Hapywenus co cmoponul kposu u numghamuieckotl cucmempl:

HeYacTo (MeproJ] MOCTPETUCTPALMOHHOTO TPUMEHEHNU): HEUTPONeHUsI, TPOMOOLIUTOIICHHUS.
Hapywenus co cmoponvl uMMyHHOU cucmembl:

HEYACTO: PeaKIMH TUIEePIYBCTBUTEILHOCTY (aHAPMIAKTHUECKUE PEAKIIHH );

OYeHb peNKo (Tepuoja MOCTPErHCTPAIMOHHOTO NPHUMEHEHHUs): TOKCHUYECKHUH SHuiepMaibHbIN
HEKpoJin3, cuHIpoM CTtuBeHca-/[>KOHCOHA.

Hapywenus co cmoponul Hepénoti cucmemoi:

OYEHb YaCTO: TOJIOBHAS 0OOJIb;

4acTOTa HEU3BECTHA: CYAOPOrH™.

Hapywenus co cmoponul cocyoos:

gacTo: Geour.
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Hapywenus co cmoponul dicenyoouno-kuuieurnoz2o mpaxmai[1JCNENCBATENEHOCTE 0005)

At sl

4acTo: TOUIHOTA, AUapes;
HEYacTO: IICEBIOMEMOPAaHO3HBIN KOJIHUT

Hapywenus co cmopoHul Kodcu u N0OOKOMCHBIX MKAHel

qacThle: 3y, ChIIb

Ilpouue:

9acTo: KaHAWI03 CIHU3UCTONH OOONOYKM TOJNIOCTH pPTa, BarMHAIbHBIA KaHIWA03, IOBBIIICHHE
AKTUBHOCTH MEYCHOYHBIX ()EPMEHTOB.

* OO0 2THX peakIusAX Bpayd COOOIIaIH JOOPOBOJBHO, HE YKa3bIBas MPHU 3TOM YHUCIO MAIUCHTOB,
MOJIyYaBIIUX JOPUIIEHEM, U TO3TOMY HEBO3MOXKHO YCTAaHOBUTH UX OTHOCUTEIBHYIO YaCTOTY.
Ilepeno3upoBka

HaGmonanice ciiydad MOSBICHHS TAMyJIO-)pUTEMATO3HOW CHIMM TPU BBEIECHUU JOpUIICHEMA
BHYTPHUBEHHO KaresibHO B 103€ 2000 mr kaxkapie 8 4 B Teuenue 10 - 14 quei. [lanyno-sputemaro3nas
ChINb Mpoxoauiia B TeueHue 10 qHei mocie npekpanieHusi IpPUMEHEHHS JOpUIeHEMA.

B cnywae mnepeno3uMpoBKM CIIEIyeT IPEKpaTUTh BBEACHUE JIOPUIIEHEMAa M IPOBOAMTH
MOA/ICPKUBAIONIYIO TEpANUI0 JI0 €ro IMOJHOTO BBIBEACHUS U3 OpraHu3ma mnoukamu. Jleuenume
MEePE03UPOBKH COCTOUT B MPOBEJACHUU OOIIEH MOIEPKUBAIONIEH CHMITOMATHYECKOW Tepamuw,
BKJIIOYAIONEl MOHUTOPUHI OCHOBHBIX (DM3MOJOTMYECKHX TOKa3aTeled u HaOmoaeHue 3a
KIIMHUYECKUM COCTOSIHMEM TMalueHTa. JlopurneHem ypnansercs W3 OpraHu3mMa ¢ IOMOUIBIO
reMo/iainu3a Wi JJIMTEIbHON 3aMEeCTUTENIbHOW MOYEYHOW Teparuu, OJHAKO B HACTOSILEE BPEeMsi
HET JIOCTAaTOYHOW WHQpOpMAMU 00 HCIOJB30BAHWM TeMOJUAIN3a WM JUTUTEIHHOM
3aMEeCTUTENIbHON OYEHYHOHN Tepanuu Mpu Nepejo3UPOBKE JOPUTICHEMA.

B3anMmopaeiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CpeICTBAMH

[TpoGenenua KOHKYPHPYET C JOPHUIIEHEMOM 32 KaHAJBIEBYIO CEKPELHIO B IMOYKAX WU CHHIKAET
MOYEeUHBIN KiupeHc nopuneneMa. [Ipodenennyn ysennuusaer AUC nopunenema na 75 % u nepuon
MOJTyBbIBEIEHHUs U3 Mu1asMbl Ha 53 %. [loaToMy HE peKOMEHIyeTcsi OJJTHOBPEMEHHO INPUMEHSTh
poOCHEHT U JIOPUTICHEM.

JlopurieHeM He HMHTHOUpPYEeT OCHOBHBbIE M30()epPMEHTHI CHCTeMBbl IToXpoMa P450, u mostomy,
CKOpee BCEro, HE B3aUMOJICHCTBYET C MpernapaTramMH, KOTOpble METa0OIM3UPYIOTCS YKa3aHHBIMU
dbepmentamu. J[lopureHnem, cyAs 1O pe3yibTaTaM HCCIEAOBaHUU in vitro, He o00Jaaaer
CIIOCOOHOCTBIO HHTYITUPOBATh AKTUBHOCTH (DEPMEHTOB.

VY 310pOBBIX TOOPOBOJIBIEB JOPUIICHEM CHMYKAJI KOHLIEHTPAIMIO BAJIBIPOECBOIM KUCIOTHI B IIa3Me
no cyorepaneBTrueckoro 3HaueHUs (AUC BasbIIpoeBOM KUCIOTHI OBICTPO CHUXkajach Ha 63 %),
YTO TaKKe Corjlacyercs C pe3yJbTaTaMH, IOJyYeHHBIMM s JpYyrux KapOaneHEeMOoB.
dapMakOKMHETHKA JOpPHUIIEHEMa IpU 3TOM HE H3MeHsutach. llpu OgHOBpeMEHHOM TmpueMe

AOoOpUInICcHEMa U BaJ'IBHpOGBOI\/'I KHCJIIOTBI WKW BaJblpOaTa CCMUHATPUA CICAYCT NPOBOAUTH
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MOHHUTOPHUHI KOHIICHTPAMX IIOCICAHUX M PACCMOTPETH |[BOSNOKHOCEH FHaBHAUCHIS [J ApFTroro

JICUYEHUSI.

IIpenmapaT Henb3sd CMEMMBATH C JPYTMMH JIEKaPCTBEHHBIMH CpEACTBAMU M pacTBOpamu, 3a
uckmoueHueMm 0,9 % pactBopa HaTpus Xjaopuaa, S % pacTBopa IeKCTPO3bl U BOJBI 711 MHBEKIIUH.
Oco0ble ykazaHus

VY mnanueHToB, MOJyyaroUIMxX OeTa-TakTaMHble aHTHOWOTHKH, MOTYT BO3HUKATh CEpbe3HbIE, a
MHOT/Ia U JIeTalbHBbIC PEaKIUU TUIEPUyBCTBUTEIBHOCTH (aHaduimakTHueckue peaxiuu). llepen
HAyajoM JICUEHHs] JOPUIIEHEMOM IMAlMeHTa HEOOXOAMMO TIIATEIBHO pACCIPOCUTH O TOM,
Ha0JII01aJIKCh JIM Y HETO paHee peakuu TMIepUyBCTBUTEIHHOCTH Ha JApyTrue KapOaneHeMbl Wik Ha
OeTa-JakTaMHble aHTHOUOTHKHU. B ciyyae BOSHMKHOBEHHS PEaKIMHU THIEPYYBCTBUTEIHLHOCTU Ha
JOpPUIIEHEM €ro HeoOXOIMMO cpa3y K€ OTMEHUTb M IPOBECTH COOTBETCTBYIOIIEE JICUEHHE.
Cepbe3Hble peakIMy TUNEPYYBCTBUTEIBHOCTH (aHA(UIAKTHUECKUI HIOK) TpeOyroT MpOBEACHUS
HEOTJIOKHOM Tepanmuu, BKIIOYAIONIeH BBEACHHUE TIIOKOKOPTUKOCTEPOUIOB U MPECCOPHBIX aMHHOB
(aninHedpuH), a TakKe MPOBEIECHUE JPYTUX MEpP, BKIIOYAIOIIUX OKCUT€HOTEPANUIO, BHYTPUBEHHOE
BBEJICHUE IKMJIKOCTEH, a Takxke, NPH HEOOXOJUMOCTH, AHTUTHCTaAMUHHBIX IpENaparoB, W
MOJEPKaHUE IPOXOANMOCTH JIbIXaTEIbHBIX ITyTEH.

Bo Bpemsi Tepanuu kapbameHemMamu, BKIIOYas IOPUIIEHEM, COOOIIANIOCh O CIIy4asX pa3BUTHUS
cynopor (cm. paszzmen «IlobouHoe neiicTBue»). B KIMHHYECKHX HCCIENOBAaHUSAX JIOpUIIEHEMA
CYJIOpOTH Halie HaOJI0JaIiCh y MAlMEHTOB C UCXOAHBIMU 3a00J€BaHUSIMH LIEHTPATbHON HEPBHOM
cucrembl (IHC) (Hampumep, MHCYIBT WM CyIOpPOXKHBIC NMPHUIIAJKA B aHAMHE3€), HapyIICHUSMHU
(GYHKIMU TIOYEK U IPU UCTIONIb30BaHUM 103, peBbImaBmux 500 mr.

[TceBmomeMOpaHO3HBII KOJIUT, BbI3biBaeMblit Clostridium difficile. MOXXeT TOSIBIATHCS Kak Ha GOHE
JUIUTEIBHOTO MPUMEHEHHS, TaK U uepe3 2-3 HelleNu Mocje MPEeKpalleHUs JeUeHus; MposBisieTcs
auapeei, JIEWKOLMTO30M, IUXOPAaAKOW, OONSMU B IKUBOTE (MHOTIA COMPOBOKIAFOIIHMMHUCS
BBIJIEJICHUEM C KAJIOBBIMM MaccaMH KpoBH U ciau3n). [Ipy BOZHUKHOBEHUU 3TUX SIBJIEHHUM B JIETKUX
Clly4asX JOCTaTOYHO OTMEHBI JICUEHUS M MPHUMEHEHUS HMOHOOOMEHHBIX CMOJ (KOJIECTUPAMUH,
KOJIECTUIION), B TSKENIBIX CIIydasx IOKa3aHO BO3MEIIECHHE MOTEPH KHUAKOCTH, SJIEKTPOJIUTOB U
OerKa, Ha3HAaYeHHWE BAHKOMUIIMHA BHYTPh WM METPOHH1a30i1a. Henb3s MpUMEHATh JIeKapCTBEHHBIE
CPEICTBA, TOPMO3AIIUE NEPUCTAIBTUKY KUILIEYHHKA.

Cnenyer m3beraTh UIMTENBHOIO JICUEHHUS JOPUIICHEMOM Ui TMPEAOTBpALEHUS H30BITOYHOTO
Pa3MHOXKEHUS PE3UCTEHTHBIX K HEMY MHUKPOOPTaHU3MOB.

[lepen mpuMeHeHHEM TpenapaTa PeKOMEHAYeTCs MPOBECTH OAKTEPUOJIOTHYECKOE HCCIICIOBaHUE.
Heo6xonnMo 0TOOpaTh COOTBETCTBYIOIIME OOpPa3lbl [Jsl MPOBEACHHA OaKTEpHUOJIOTHYECKOTO
UCCIIEIOBaHMS C IENIbI0 BbIAETCHUS BO30yauTened, MX HACHTU(UKAIMM UM OINpeAeseHUs HuX

YyBCTBUTEJILHOCTH K JopurnieHemy. [Ipu OTCyTCTBMM TakuMX [AaHHBIX HSMIUPUYECKUN BBIOOD
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IIPENapaToB CIEAYET MPOBOAUTE HA OCHOBAHUU MECTHBIX JIIAIeMA SO TIiX Zid AHBIM NMEETHOM

CTPYKTYPbl UyBCTBUTEIbHOCTH MUKPOOPTaHU3MOB.

JUtnTenpHas 3aMEeCTUTEIbHAS MoYeUYHAs TSpaIHs

Okcnio3unust MeTabonurta jgopurneHeM-M-1 y TanWeHTOB, HAaxXONAIIMXCA Ha JUIUTEIHHON
3aMECTUTENbHON MOYEUHOM Tepannu, MOXKET ObITh MOHMKEHA 0 YPOBHS, JJIsl KOTOPOT'O HET JaHHBIX
0 0e30MacHOCTH MpUMEHEHUs Tmpemnapata in vivo. JlaHHBIH MeTaOONIUT HE MPOSBIAET
MHUKPOOHOIOTUYECKOH aKTHUBHOCTH, W JApPYrHe BO3MOXKHBIE (apMakonorudeckue 3¢PQeKTs
HEU3BECTHBI. [103TOMY 111 MALIMEHTOB, HAXOAAIIMXCSA HA JJIMTEIBHOW 3aMECTUTENBHON MTOYEYHOMN
Tepanuu, PeKOMEHIYETCs TIATEIbHBI MOHUTOPUHT MOOOYHBIX () (PEKTOB.

HBJI-acconupoBadHHas TIHEBMOHUS

UccnepoBanue ¢ ydyacTheMm MAlMEHTOB, TOCHUTAIIU3UPOBAHHBIX B TEUEHHE HE MEHee 5 IHeH, y
KOTOpBIX AuarHoctupoBana MBJI-acconuupoBaHHasi THEBMOHUS, HE TOATBEPAUIO 3P PEKTUBHOCTH
7-mueBHBIX KypcoB gopuneHeMa (mo 1000 mr B Buae 4 4acoBBIX MH(Y3WH KaxkIple 8 4) 1O
cpaBHeHUIO ¢ 10-mHEBHBIMU KypcamMu uUMHUIeHeMa-imiactatuHa (mo 1000 mr B Bujae 1-4acoBhIX
nHpy3ui kaxapie § 4). OObIYHAS TPOJOHKUTEIHLHOCTD JICUCHHS MAlMEHTOB C BHYTPUOOIBHUYHOM
IIHEeBMOHMEN, Bkmodas HMBJI-acconuupoBaHHyr0 DTHEBMOHMIO, cocTaBiseT 7-14 nHell u
OTIpe/IEIISIeTCS CTENEHBIO TSHKECTH 3a00J1eBaHMsL, JIOKaTH3aueil HGEKINH U KIMHUYECKIM OTBETOM
ManKeHTa Ha jedeHue (cM. pasaen «Crnocod mpuMeHEHUs U J03bD»).

Biausinne Ha ciocOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHM3MaAMHU
HccnenoBannii 1Mo BAMSIHWIO JOpUIIEHEMa Ha CIOCOOHOCTh YMOPAaBIATh TPAHCHOPTHBIMU
CpeICTBAMH U 3aHATHE APYTUMHU MOTECHIMAIHHO OMACHBIMU BUIAMH JCATEIHHOCTH, TPEOYIOIUMU
MOBBIIICHHONW KOHIIEHTPAIlM BHUMaHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIHii, He MPOBOAMUIIOCH,
HO, YYUTBIBas po(driib O€30MacHOCTH Tpernapara U HaIM4ue MoOOYHBIX (P(HEKTOB CO CTOPOHBI
HEpPBHOW CHCTEMBI, CIEAyeT OOpaTWTh BHHMaHWE Ha BO3MOXKHOE BJIHMSHHUE IMpenapara Ha
BBIIIICYKa3aHHBIE (PYHKITHH.

®opMa BBINLYyCKA

[Toporox my1st mpUroTOBIEHUs pacTBopa st uHpy3uii, 250 mr, S00 mr.

[To 250 mr unm 500 Mr nefcTBYIOIIETO BEIIeCTBa MOMEMIAIOT BO (hJIAKOHBI U3 TPO3PAYHOTO CTEKIIA
1 ruaponuTHYecKOro Kiaacca BMecTUMOoCThi0 10 mmm 20 Mil, TepMEeTHYHO YKYTIOPEHHBIE MPOOKaMu
PE3UHOBBIMH, O0XKaTble AITIOMHUHHEBBIMU KOJIMAUKAaMU WM KOJMauykaMd KOMOWHHPOBAHHBIMHU
(aIFOMHUHHEBBIMH KOJIMTAYKaMU C MPEA0XPAHUTEIBHBIMH IJIACTMACCOBBIMH KPBIIIIKAMHU).

1 prmakon c mpenaparom BMeCTe ¢ MHCTPYKIIUEH M0 MEAUIIMHCKOMY MPUMEHEHUIO TTOMEIIAIOT B
Mayky KapTOHHYIO.

Jlns cmayuonapos: ot 10 no 50 pmakoHOB ¢ mpenapaToM ¢ paBHBIM KOJMYECTBOM MHCTPYKITUH 10

MEAUIIMHCKOMY MPUMEHEHHUIO MTOMEIIAIOT B KOPOOKY KapTOHHYIO.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 28.07.2023 e 14417
VetoBus xpanenus (NOCNELOBATENEHOCTL 0005)

B 3amuiieHHom oT cBeTa MecTe, MpH TeMiieparype He Boiie 25 °C.
XpaHUTh B HEIOCTYITHOM JUIsl IETEHN MecTe.

Cpok roguocTu

3 roxa.

He npuMeHATH 10 UCTEYeHUH CpOKa FOTHOCTH.

YcaoBus ornycka

OTmyckarT Mo penenty.

JepkaTe/ib perucTPAllHOHHOTO Y10CTOBEPEHUsI

Poccuiickas @enepanust

000 «Andapma»

127247, r. Mocksa, BH. Tep. I'. MyHULIMIIAIbHBIN OKpyT Bocrounoe Jlerynuno, m. JIMUTpoBCKOE, 1.
100, ctp. 2, nmomemnt. 4541R4

Ten.: +7(495) 744-30-00 (MHOTOKaHAJILHBIN)

e-mail: info@al-farma.com

IIpousBoauTenn

Poccuiickas @enepanus

00O «Py3dapmar

MockoBckas 0611., r. Py3a, pn. TyukoBo, yi. Komcomomnsckas, 1. 12, cp. 1

YnakoBuwk (BTOpUYHAsA/IOTPEOUTEIBCKAS VIAKOBKA) M BEINYCKAIOIINN KOHTPOJIb KAUECTBA

Poccuiickas @enepanus

00O «Py3dapmar

MockoBckas 061., r. Py3a, pn. TyukoBo, yi. Komcomonnckas, 1. 12, cp. 1
W

Poccuiickas @enepanus

AO «AJITET'PA»

141983, MockoBckas 00u1., T.0. JIyoHa, r. Jlyona, npocriekt Haykwu, 1. 33
Opranu3anus, NPUHUMAKOLIAS PeTeH3UU NoTpeduTe el

Poccus

OO011ecTBO ¢ OTPAaHUYEHHON OTBETCTBEHHOCTHIO

«ATEHTCTBO I10 ®PAPMAKOHAI30PY «®APMKOMITAEHC».
117186, r. Mocksa, yn. Haropnas 1. 15-8, mom. I, 0. 61.

Ten.: +7 495 142 24 87

Mo0. ten.: +7 901 369 45 95

e-mail: pv@farmakonadzor.com
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