NHCTE

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Jlopunenem

PerucrpaunonHblii HOMep:

Toprosoe HaumeHoBaHue npenapara: /{opuneHem

Me:xayHapoaHoe HeNaTeHTOBAHHOE WJIM TIPYNNMPOBOYHOE HAMMEHOBAHUE
npenapara: JJopuneHeM

JlekapcTBeHnHasi gopMa: OPOIIOK JIJIsi IPUTOTOBJICHHS pacTBOpa AJisi MHDY3Uid
Cocras:

eticmsyrowee sewecmso: nopuneHema MoHoruapaTt — 521,4 Mr (3KBUBaJIEHTHO
nopurieaemy — 500,0 mr).

Omnucanue: 6€JI0T0 WIM KEITOBATOTO I[BETA TOPOIIOK.
dapmakoTepaneBTHYECKAs IPYNNA: aHTUOAKTEPUAIbHBIE CPEJICTBA CUCTEMHOTO
JENUCTBUS; IpyTue OeTa-TaKTaMHbIe aHTUOAKTepUaIbHbIE CPEACTBA; KapOarieHEMBI
Kox ATX: JO1DHO4

dapmakoJ0ruyecKme CBoMcTBa

Dapmaxkoounamuka

JlopurieHeM — CUHTETUYECKHI KapOarneHeMOBbId aHTHOMOTUK IIMPOKOr0 CIEKTpa
JNEeUCTBUS, CTPYKTYPHO OJIU3KUM JIPYyTHM OeTa-JIaKTaMHBIM aHTHOMOTHKAM.
JlopuniecHeM 00JiagaeT BBIPAKCHHOW AaKTUBHOCTBIO (N VItr0O B  OTHOLICHUH
a’pOOHBIX U aHAIPOOHBIX TPAMIIOJIOKHUTEIBHBIX U TPAMOTPHUIIATEIILHBIX OAKTEPHIA.
[To cpaBHEHHIO C MMHUIIEHEMOM M MEPONEHEMOM OH B 2—4 pa3a akTUBHEE B
orHomeHnuu Pseudomonas aeruginosa.

Mexarnuzm oeticmeus

JopurieHeM oOKa3bIBaeT OaKTepUILIMIHOE JCHUCTBUE ITyTeM HapylleHUsT OMOCHHTE3a
OaKTepUaTbHOW KJIETOYHOM CTeHKU. OH MHAKTUBHUPYET MHOTME BaKHbIC MEHUIIMILIIMH-
cesibiBatore O6enxu (IICB), u 310 Bemer kK HapyIIEHUIO CHHTE3a KIETOUYHOW CTEHKU
OakTepuil U TOCTEAyrome ruoenm OakTepuaibHbIX KiIETOK. JlopureHem oOnaaaer

HanOoimM adunurerom B otHommennu [ICH Staphylococcus aureus. B kiiertkax
1



Escherichia coli u Pseudomonas aeruginbsa o
KOTOPBIC YYaCTBYIOT B MOJJICPKaHUK (hOPMbI OaKTepHUabHOM KieTkH. OMbITH IN VItro
MIOKa3aJIi, YTO JOPUIICHEM CJ1a00 YTHETaeT ACHCTBUE IPYyTrHX aHTUOMOTHUKOB, U TAKXKE €TI0
JICUCTBHE HE YTHETACTCS APYTUMH aHTUOMOTHUKAMHU.

Omnucasbl AIIUTUBHAA AKTHUBHOCTb WJIU CJI&6BII>1 CUHCPIru3M C aMHUKAIIMHOM H
JeBoduIoKcalliHOM B OTHOIeHWW Pseudomonas aeruginosa, a Takxke
JaIITOMHUIIMHOM, JIMHC30JINA0M, JIGBO(i)J]OKcaHI/IHOM u BAHKOMUIIUHOM B

OTHOIIIEHUH TPAMIIOJIOKUTEIBHBIX OAKTEPHIl.

Mexanuzmol pezucmenmnocmu

Mexanu3mMbl  PE3UCTEHTHOCTH OakTepuil K JOPUIEHEMY BKJIIOYAIOT  €ro
WHAKTUBALMIO (EepMEHTaMH, THAPOJU3YIOUIMMH KapOameHEeMbl, a TaKxKe
MyTaHTHBIMH WK TiproOpeTeHHbIMU [ICh, CHH)KeHHE TPOHULIAEMOCTH HAPY>KHOU
MeMOpaHbl W AaKTHUBHBIA BBIXOJ JOpPUIIEHEMa U3 OaKTepUANbHBIX KIIETOK.
JlopunieHeM yCTOMYMB K TUAPOJIM3Y OOJBIIMHCTBOM Oe€Ta-lakTaMas, BKJIIOYas
NEHULUJUTMHA3BI U uedanocnopruHassl, KOTOpbIE BbIPA0ATHIBAKOTCS
IPaMIIOJIOKUTEIBHBIMU U TPAMOTPULIATEIbHBIMU  OAKTEPHUSIMH; HUCKIIOYCHHE
COCTABJISIIOT OTHOCUTENIBHO pelKHe OeTa-laKkTamasbl, CIIOCOOHBIE THAPOIN30BAThH
JIOPUTICHEM.

PacnipocTpaHeHHOCTh MPUOOPETEHHON PE3UCTEHTHOCTH OTAEIBHBIX BUAOB MOXET
BapbUPOBaTh B Pa3HbIX reorpauueckux peruoHax U B pa3HOE BPeMsl, U TIO3TOMY
OYeHb MOJe3Ha MHPOpMAIUs O CTPYKType MECTHOW PE3UCTEHTHOCTH, OCOOEHHO
Npu  JICUCHUU TSOKEIbIX HUHQpeknuid. B ciaydae HEoOXOAMMOCTH ClEAyeT
oOpamiatbCsi 3a COBETOM K MHKPOOHMOJIOTaM, €ClId CTPYKTypa MECTHOU
PE3UCTEHTHOCTU TAKOBA, YTO IPUMEHEHHE KOHKPETHOTO Ipenapara, no KpaiHen
Mepe, MPU HEKOTOPBIX TUIMAX UH(EKIMH, BbI3BIBAET COMHEHHS.

K JOPUTICHEMY YYBCTBUTCIILHEL.

Obviuno yyscmeumenvHole UObL
I'pammnoJioxkureabubie: Enterococcus faecalis, Staphylococcus aureus (mrammel,
4yBCTBUTENIbHBIE K MeTUIWUIMHY), Staphylococcus epidermidis (mramMmsi,

4yBCTBUTEIbHBIE K MeTHIWLIMHY), Staphylococcus haemolyticus (mramwmsbr,
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pesucTeHTHBIE K Makpoiumam), Staphylococcus saprophyticus, Streptococcus

intermedius, Streptococcus constellatus, Streptococcus pneumoniae (BkiaroYas
ITaMMBbI, PE3UCTEHTHBIE K TMEHUIWUIMHY WM 1edTpruakcony), Streptococcus
pyogenes, Streptococcus viridans (Bkirodast IITaMMbl, YMEPEHHO YYBCTBHUTEIHHBIC

N PC3UCTCHTHLIC K HCHI/II_[I/IJIJII/IHY).

I'pamorpunarenbubie a3podbl: Citrobacter diversus, Citrobacter freundii (Bxmrouas
IITAMMBI, HEUYBCTBHTEIIbHBIC K IIedTasuanumy), Enterobacter aerogenes, Enterobacter
cloacae (Bmodas INTaMMBI, HEUYBCTBHTEIBHBIC K IedTasumuMmy), Haemophilus
influenzae (Bkirouast IITAMMBI, TIPOTYIIMPYIOIIHE OETa-TaKTaMasbl, WM PE3UCTCHTHBIC K
aAMIMIMJUTMHY ITAMMBI, KOTOpPbIC HE BBIpaOaThIBAIOT Oera-JlakTtamasel), Escherichia
coli, BrmoOuYas IITAMMBI, pPE3UCTCHTHBIE K JICBOQJIOKCAIIMHY M  IITAMMBI,
NponyIMpyrole Oera-naktamassl  pacimpenHoro crektpa (ESBL), Klebsiella
pneumoniae (Bkmodvas mrammbl, npoxyrmpyromme ESBL), Klebsiella oxytoca,
Morganella morganii, Proteus mirabilis (Bxmouas mrammel, npoaytwpyrorme ESBL),
Proteus vulgaris, Providencia rettgeri, Providencia stuartii Pseudomonas
aeruginosa (Bkimouas INTaMMBI, PE3UCTEHTHBIC K IedTasmmumy), Salmonella spp.,
Serratia marcescens (BKJIFOYasi IITAMMbI, HCUYBCTBUTEIIbHBIC K HETAa3UANMY), BHIbI
poma Shigella.

Anaspoobr: Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides
uniformis, Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia,
Buzpl poma Clostridium, Peptostreptococcus magnus, Peptostreptococcus micros, Bujpl
poma Porphyromonas, suzps poma Prevotella, Sutterella wadsworthenis.

Pe3zucmenmmuple Mukpoopzanuzmol

['paMIionoKuTEIBHBIE a9POOBIL:

CraMI0KOKKH, pE3UCTEHTHBIC K METUIMIIINHY;

Enterococcus faecium.

["pamoTpHLIaTENBHBIE a9POOHI:

Stenotrophomonas maltophilia, Legionella spp.

[IprnoOpeTeHHy10 pe3UCTEHTHOCTh MOTYT UMETh:
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Burkholderia cepacia, Acinetobacter baumann
aeruginosa.

Dapmakokunemuka

KoHueHnTpanuu nopurieHeMa B IJIa3Me: CpeHUE KOHIICHTPALMU B Tu1azMe (Mr/i)
JopUIieHeMa Tocje OaHOW 1-4acoBoil M 4-4acOBOW BHYTPUBEHHON HH(QY3UH
500 mr u onHOM 4-yacoBoit nH(Y3uHU | T TOKa3aHBI HIKE B TAOIHUIIE.

Cpeonue konyenmpayuu 0opuneHema 8 niasme nocjie 68e0eHuss 00OHOU 003bl

Jlo3a u JyTTeILHOCT Bpems ot Hauana undysuu (1)
nH}y3un

Cpenssisi KOHIIGHTpAIHS B Iia3Me (Mr/1)

0,5 1 2 3 4 6 7 8 9

500 mr B reyenne 1 u | 20,2 | 20,9 6,132,691 1,41/045| - |0,13| -
500 mr B reuenne 44 | 4,01 |5,70| 7,26 | 8,12 | 853|1,43 0,78 | - |0,28
1 r B Teuenue 4 4 780(116(151(16,9(18,3 298 |166| - |0,55

®apmakokuHeTrka aopuneHemMa (Cpax — MaKCHMallbHasl KOHIIEHTpALUs B IJIa3Me
u AUC — miomans noa KpUBOH «KOHLEHTPALUS-BPEMS») ABIISETCS JTUHEHHON B
n030B0oM nuarnazone 500 mMr—1 r npu BHyTpUBEHHON MH(Y3uM B TeueHue 1 uium
4 4. YV manyeHToB ¢ HOpMaJbHOW (DyHKIMEN Mo4YeKk He OOHapy’>KEHO MPHU3HAKOB
KyMYJISILMU JOPUIIEHEMA T1OCJI€ MHOTOKpPATHBIX BHYTPUBEHHBIX MH(pY3ui 500 mr
v 1 r kaxasie 8 4 Ha npoTsbkeHnn 7—10 gHen.

@apMaKOKMHETHKA JOPUIIEHEMAa HOCHUT JIMHEHHBIM XapakTep B JIWAMA30HE 103
500 Mr—2 r pu BBE€JICHUH B BHJI€ BHYTPUBEHHOU MH(PY3UU MPOIOKUTEIEHOCTHIO
1 4 1 500 Mmr—1 r npu BHYTpUBEHHON MH(Y3UH POIOTKUTENBHOCTHIO 4 .
DapMaKOKMHETUYECKHE XapaKTEPUCTUKU JOpPUIIEHEMA IpU  OJHOKPATHOM
BBEJICHUH [nocie 4-uacogoil ungysuu] y B3pOCIBIX C KHCTO3HBIM (HOPO30M
COOTBETCTBYIOT AHAJIOTMYHBIM TapaMmeTpaM JUIsi B3pOCHbIX 0€3 KHUCTO3HOTO
¢bubpoza. He mpoBomunoch  HaaIEKAMHMX  XOPOMIO  KOHTPOIUPYEMBIX
uccieoBaHu O6e30nacHOCTH U 3(G(EKTUBHOCTH JOpPUIEHEMA Yy MAalMEHTOB C

KHCTO3HBIM (prOpo30M.

Pacnpez[eneHI/Ie: CpCaHsiad CTCIICHD CBA3BIBAHHA AOPHUIICHCMA C OeJIKaMH IIJIa3MBbI
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coctaBisia 8,1 % u He 3aBucena OT erd KOHI_IeI]pl"pHI 1B :ifna_'«:‘Mlé_Kp

pacnpeneneHuss paBeH npuOiausutTenbHo 16,8 1, uyTto OAM3KO K 00bEMY
BHEKJIETOYHOM XUAKOCTH y uenoBeka (18,2 ). Jlopunenem xoponio NpoOHUKAET B
psAa TKaHe M OMOJOTMYECKMX HKHUAKOCTEH, HampuMmep, B TKAaHU MAaTKH,
PETPONEPUTOHEANIBHYIO KUJKOCTb, TKaHU NPEACTATEIbHON JKelle3bl, TKaHU
JKEIYHOIO TY3bIpd M MO4YY, JOCTUrass TaM KOHLEHTpPAUuM, MPEBBIIIAIIINX
MHHHAMAIIbHYI0 HHTHOUpYoITyto KoHneHTpanuto (MUK).

Mertabonusm:  OuorpaHcopmarus — JOpUIeHEMAa B~ MHUKPOOHOJOTHYECKH

HEAKTUBHBIA META0OJUT TMPOUCXOJUT IPEUMYIIECTBEHHO TIOJ JICHMCTBUEM
aeruaponenTuaasei-l. 1N vitro HaOmomajiacs MeTaOonM3M AOpHUIICHEMA IO
neiicteuem uszopepmentoB cuctembl CYP450 um npyrux QepMeHTOB, Kak B
NPUCYTCTBUM, TaK M B OTCYTCTBMU HUKOTHMHAMHIAJICHUHIUHYKIeoTHaAochaTa
(HA1D).

BriBenieHre: qOpUIleHeM IMMHUHUPYETCS B OCHOBHOM IMOYKaMU B HEM3MEHEHHOM
BUje. Y 3IIOPOBBIX MOJIOJBIX B3pPOCIBIX CPEJHUN KOHEUHBIH IEpUOJ
MIOJTYBBIBEJICHUST JOPUIICHEMa W3 TUTa3Mbl COCTABIISIET OKOJO | 4, a KJIMpEeHC U3
wia3Mbl paBeH npumepHo 15,9 i/u. CpemHuid MOYCUHBIH KIUPEHC COCTABIISACT
10,3 n/4. BenmuumHa 5TOTO TOKa3aTeNdss HapsAAy CO 3HAYUMBIM CHIDKCHHUEM
DIIMMHUHAITIN JIOPUTICHEMa TIPH €ro BBEJCHHHM OJHOBPEMEHHO C TPOOEHEIHIOM
CBUJIETEIBCTBYET O TOM, YTO JOPUIIEHEM TOJIBEpraeTcsi Kak KIyOOuKOBOU
buIbTpaMKM, TaK W TOYEYHOM CEKperuu. Y 3I0POBBIX MOJIOABIX B3POCIBIX,
noJiyduBIINX onHy 103y (500 mr) nopunenema, /1% mo3e1 0OHApYKEeH B MOYE B
BHJIC HEM3MEHEHHOro jmopurneHema u 15% — B Bujae MeraboiuTa ¢ OTKPBITBIM
KOJIBIIOM COOTBETCTBEHHO. [locie BBeIEHWS MOJOIBIM 3J0POBBIM B3POCIBIM
omHo 70361 (500 Mr) pagnoakTMBHO MEYCHOTO JIOPUIICHEMa B Kaje OBLIo
oOHapyxeHo MeHee 1 % o011eit paIoaKTUBHOCTH.

[lanmmeHTsl ¢ MOYEYHOM HeAOCTAaTOUHOCTBIO: Ilocie BBegeHUA OIHOM HO3BI

(500 mr) nopurneHema maruMeHTaM ¢ JIETKO# (KIMpeHC KpeatuHuHa 5179 Mi1/MuH),
cpennelt (kmupenc kpeatnHuHa 31-50 Mu/MUH) U TsDKeNON (KITMPEHC KpeaTHHUHA

< 30 mu/mMuH) cTeneHbl0 mo4yeyHoM Henoctarounoct AUC  ypennuuiack
5



MY OTUETY
&

P T
S UULA

COOTBETCTBEHHO B 1,6 pa3a, 2,8 pazau 3, BIX
JI0JIE ¢ HOpMaJIbHOM (PyHKIIMEW mouek (KiaupeHc KpeatwHuHa > 80 mul/MuUH).
Jlo3y pnopurieHeMa CiemyeT CHIDKATh Yy TAIMEHTOB CO CpPeAHEH W TsDKEIoi
CTETNIEHBIO MOYEUHON HEJOCTATOYHOCTH.

HaHI/IeHTBI C HApYHICHUAMM d)VHI(I_[I/II/I MCUCHHU: B HACTOAIICC BPCM HCT JAHHBIX O

(dapMaKOKHMHETHKE JOPUIICHEMA Y TAIIEHTOB C HAPYIICHUSIMU (PYHKIUH MEYCHH.
JlopuneHeM IpakTUYECKH HE IMOJABEpraercs MeTaboin3My B IEYEHHU, U TOITOMY
IpenoiaraeTcs, YTo HapylieHue (yHKIMH 3TOTO OpraHa He JOJDKHO BIMSTH Ha
ero (apMaKOKHUHETHUKY.

[Ioxujple HAMEHTHI: IO CPaBHCHHUIO C MOJIOABIMH B3pPOCIIBIMH, Yy IIOXKHUJIIBIX

monert AUC nopumenema Obuta yBenmdeHa Ha 49 %. DT W3MEHEHHUS
OOBSCHSIOTCS TJIaBHBIM OOpa3oM BO3PACTHBIMH H3MEHEHUSMU KJIMpEHCa
KpeaTUHUHA. Y MOXWIbIX MalUEHTOB C HOPMaJbHOM (111 UX Bo3pacTa) GyHKLIHUEH
MOYEK /103y JOPUIIEHEMA CHUYKATh HE HY>KHO.

[TonoBeie paznuuus: y sxkeHuH AUC nopunenema 6bi1a Ha 13 % OGosbliie, yem y

MY»X49UH. My>XUWHaAM | JKCHIIIMHAM PEKOMEHAYETCS BBOJIWUTH OAMHAKOBBIC J103BI
JOpUIIeHEMA.
PacoBas mpuHaIeKHOCTD: TP IPUMEHEHHUH JIOPUIICHEMa CPEIN pa3HO0Opa3HbIX
PAacoOBBIX IPYIN HE HAOIIOAAT0Ch 3HAUYUTEIBHOTO PACXOXKIACHUS B KIUPEHCE JI0PU-
MIEHEMA, IMOATOMY KOPPEKTUPOBATH /103y HE PEKOMEHTyETCS.
IHoka3aHus K NPUMEHECHUIO
HNHpeKkmmoHHO-BOCTIATUTEIbHBIC 3a00JICBaHUs, BBI3BAHHBIE UYBCTBHTEIBLHBIMU K
JTOPHUIICHEMY MUKPOOPTaHU3MaMU:
— BHYTpuUOOIbHUYHASA (HO30KOMHAIbHAsI) ITHEBMOHUS, BKJIIOYas IMTHEBMOHUIO,
CBSA3aHHYIO C MICKyCCTBEHHOM BeHTMisinuen erkux (MBJI);
— OCJIO)KHEHHBIE MHTpaadJoOMHUHAIbHBIC UH(DEKIINH;
— OCJIO)KHEHHbIe HMH(MEKIUU MOYEBBIJACIUTEILHON  CUCTEMBI, BKJIIOYAs
OCJIO)KHCHHBIM ¥ HEOCJIOKHEHHBIM  MHUeToHehpPUT ¢ ClAydam C

CONYTCTBYIOIIEH OaKTEpUEMUECH.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.12.2023 N2 25805

(MOCNEOOBATENBHOC Th 0002 )

IIpoTuBonokazanus

['MnepuyyBCTBUTENBHOCTh K JIOPUIIEHEMY WM JIPYTUM KapOarmeHemam, a Takke K
OeTa-JaKTaMHBIM AHTUOMOTHKAM.

Hetckuii Bo3pact g0 18 mer.

IIpuMeHneHue npu 6€epeMEHHOCTH U B MEPHO/I IPYIHOT0 BCKAPMJIMBAHUSA
bepemennocmo

NMeroTcst orpaHUYeHHbIE KIIMHUYECKUE JJAHHBIE O IPUMEHEHUH JJopUurieHema y oe-
peMeHHBIX >KeHIWH. [loTeHmanpHeIi pUCK IS Tuioga HeusBecTeH. Ilpu Gepe-
MEHHOCTH IIPUMEHSIOT TOJIBKO B CIIy4ae, €Clid Mpearoiaraemas noJjib3a s Mare-
Y MIPEBBIIAET MOTEHIHAIBHBIA PUCK JJISI TUIOJA.

Jlakmayus

[Ipu HEOOXOUMOCTH MIPUMEHEHHUS JOPUIIEHEMA B MEPUOJI JaKTalluud HE0OX0AUMO
MPEKPATUTH TPYAHOE BCKapMIIMBAHHUE.

Cnocod npumMmeHeHHs U 103bI

BryTpuBeHHO.

Huxe B Tabnuie mnoka3aH PEKOMEHIYEMbId CHOCOO TNPUMEHEHHS U JI03bI

npenapara JlopureHem.

Nudexun Ho3sa Yacrora Bpems JnuTenbHOoCTh
uHpy3uil | nHdy3un Tepanuu™*
(@)
BraytpubonsHuuHas 500 mr i | kaxnaele | 1 wim 4 a* | 7-14 maei**
(HO30KOMUATbHAS) 1000 mr 8y

ITHEBMOHMS, BKJTFOUas
CBA3aHHYIO C UCKYCCTBEHHOMU
BeHTHIIsIMen serkux (MBJI)

OcIoXHEHHBIE 500 mr Ka)KIble 1 5-14 guei**
MHTpaabAOMUHaIbHbIE 84

MHQEKIUH

OcnoxxHeHHbIe UHDEKITUN 500 mr KaXK/ble 1 10 mueir**§
MOYEBBIIETUTELHOMN 849

CHCTEMBI, BKITFOUas

nuesnoHepur

* Jlns medeHusl MalMeHTOB C HO30KOMHUAIBHOW IMHEBMOHHMEW PEKOMEHIYIOTCS
uHpy3un ¢ go3upoBkoir 500 mr B Teuenme 1 u. llpm Hammuum pucka

I/IH(l)I/II_[I/IpOBaHI/IH MCHCC YYBCTBUTCIIbHBIMU MHUKPOOPTraHU3MaMH PCKOMCHIAYIOTCA
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QCTENQBATENRHOCTE 0002)
uHQy3uu B TeueHue 4 4. J{nsa neueHus nalme'}HOH 'l_H'O'B'BTIIIE‘H bIM “KJIMPCHCOM

kpeatuauHa (CrCl) > 150 mu/mmH) wim (1) ¢ MHQEKIUAMH, BBI3BAHHBIMHU
TPaMOTPUIATEIPHBIMA ~ HEPEPMEHTHPYIONUMUA  OakTepusMu  (Harpumep,
Pseudomonas spp. wumm Acinetobacter spp.), pekomenayiooTcs HHOPY3UH C
no3upoBkoit 1000 mr B Teuenue 4 u.

Jns nedeHus MAlMEHTOB CO CPEAHEH CTENEeHBI0 MOYEYHOM HEIOCTATOYHOCTH
pekoMeHytoTca uHby3un ¢ ao3upoBkoid 500 Mr kaxzable 8 4, AN JICUCHUS
MAlMEHTOB C TSHKEJIOW CTENEHBIO MOYEYHON HEJOCTATOYHOCTU PEKOMEHIYIOTCS
nH(py3uu ¢ 1o3upoBkoit 500 Mr Kaxkaeie 12 4.

** IMMTeNbHOCTh TEpaliy BKIIIOYAE€T BO3MOKHBIN MEPeX0] Ha COOTBETCTBYIOIIYIO
MEPOPAJbHYI0 TEpalHI0 IOCJI€ KaKk MHUHUMYM 3-IHEBHOW IMAapEeHTEPaIbHOU
Teparvy, BbI3BaBUICH KIMHUYECKOE YIy4llIeHUE (TIPU MEpPEX0/ie Ha NEPOPAIbHYIO
Teparui MOXXHO Ha3HauyaTh (PTOPXUHOJIOHBI, MEHUIIWJUIMHBI IIUPOKOTO CIIEKTpa
JEUCTBUS B KOMOUHAIIMM C KJIABYJIAHOBOM KHCIIOTOM, a TakKKe aHTUOMOTUKU
100011 papMakoTepareBTUUYECKOM TPYIIIbI).

§ ¥V mamueHToB C COMYTCTBYIOUIEH OAKTEPHEMHUEN NITUTEIBbHOCTh TEPANUA MOXKET
nocturath 14 nneit.

OObIuHast MPOAOKUTEILHOCTh JICUCHUS] TALMEHTOB C  HO30KOMHUAJIBLHOMU
MMHEBMOHMEHN, BKJIKOYas MHEBMOHMIO, CBs3aHHyr ¢ WMBJI, coctaBnsier or 7 mo
14 nHelt u MOJDKHA 3aBUCETh OT TSHKECTH 3a00JIeBaHUs, JIOKATM3ANK HHPEKINU U
KJIIMHAYECKOT0 OTBETa MalMeHTa Ha JiedeHue (cM. pasnen «OcoOble yKa3aHUs»).
Ha ocHOBaHuM pe3yibTaTOB KIMHUYECKUX MCCICAOBAHUNA CHEUUATUCTAM B
00JIaCTH 3/IpaBOOXPAHEHUs CIIEIyeT PAcCMOTPETh BOMPOC 00 YCTaHOBJICHUHU
JUTUTEILHOCTH JieueHus marnueHToB ¢ MIBJI-acconunpoBanHoil mHEBMOHUEH OoJiee
7 mHEn.

HaHI/IeHTBI C HAPYIICHHUEM d)VHKI_[I/II/I ITOYCK

VY manueHToB ¢ KJIMPEHCOM KpeaTuHWHA > 50 MJI/MUH HE TpeOyeTCsi KOPPEKIIHH
J103b1. Y TAIIMEHTOB CO CPEIHEH CTEMEHBIO MOYEUYHOM HEI0CTAaTOYHOCTH (KIUPEHC
kpeatuHuHa ot > 30 go < 50 Mi/MHH) J03a AOpUIIEHEMA JOJKHA COCTAaBJIATH

250 Mr xkaxaele & Y. YV DOaiMeHTOB C TKEJIOW CTEIEHBI MMOYEUYHOM
8



COOTBETCTEYET 3KCNEPTHO

ot 07.12.2023 N= 25805

HEJI0OCTAaTOYHOCTU (KJIIMPEHC KPEeaTWHUHA OT > 10510 'SR M A frdsa Hoftkna

MY OTUETY

paBHATHCA 250 Mr kaxasie 12 u.

Jlns mauueHToB ¢ pekoMmeHnayemMoil 1o30i 1000 mr kaxapie 8 4 B BUJIe 4-4acOBOM
WH(Y3Un 11032 JOJKHA OBITh TAKXKE CKOPPEKTHUPOBAHA: MPU CPEIHEH CTENeHH
nodyeyHoil HemoctaTodHOCTH — 500 Mr xaxkaeie 8 9, MpU TSKEIOW CTEICHU
rmoyevHoi HegoctatouHocT — 500 mr kaxkawie 12 4.

[lIanMeHThl, HAaXOASAIIMECs Ha JUAJIM3E

Wudopmanms 1o Jgo3upoBaHuio Tmpemapata JlopumeHem y  MalUMEHTOB,

HaXoJAIINXCA Ha ,HHHTGHLHOﬁ 3aMECTUTEIBHON MOYCUHOM TCpalinu, MpuBCcIACHA B

TabnuIe.

JnutenpHas OneHeHHBIN Hoza Yacrtorta Bpewms JlocTrxenue
3aMecTUTENbHAas CrCl BRefienns | uH(pysun *° LIEJIEBOTO
MoYeYHasl Teparnus (Mu1/MuH) MoKazaress

(MuHHMaTBHAS
MHTHOUpYoLas
KOHIICHTpaIUs,
MUK)
[Iponomxurensuast | < 30 mi/mun | 250 mMr Kaxapie 124 | 44 < 1MKT/™Ma
BEHO-BEHO3HAs
reMopuIbTpanus
[IponomxurenbHast | <5 mu/mua | 250 mMr Kaxaple 124 | 44 < 1MKr/ma
BEHO-BEHO3Has
remoauapuIbTpaus
[IponomxurensHast | 5-30 mur/mun | 500 Mr Kaxaple 124 | 44 < 1MKr/ma
BEHO-BEHO3HAs
remoauapuIbTpalus

YV mamueHToOB C OCTPOM IMOYEYHOW HEAOCTATOYHOCTHIO M HAXOHALIMXCA Ha
JUTUTEIIBHOM 3aMECTUTEIbHOM TMOYEYHOM TEpalnuu pPEKOMEHAYEMOE BpeEMs
nHPy3un  coctaBiasieTr 4 4, YUUTHIBaS  BO3MOXXHOCTh  ITOBBIIICHUS
AKCTPAPEHAIBHOTO KJIMPEHCA KapOareHeMOB y TAIMEHTOB C OCTPOM MOYCYHOU

HEOO0CTAaTOYHOCTbBIO.




°V mauMeHToB ¢ XpOHMYECKUM HapyIleHUEM
JUIUTEIBbHON 3aMECTUTEIIBHOM MOYEYHOW TEpanuy BO3MOYKHO MPOBEAECHUE |- win
4-yacoBoit mH(Gy3uu. CornacHo NaHHBIM (apMaKOKHHETHKH/(apMaKoINHAMUKA
(PK/DM), undysus B TeueHne 4 4 MOXKET ObITh OoJiee IMPEANOYTUTSIBHON s
TOTO, YTOOBI MaKCHMH3UPOBATh MPOIIGHTHOE BpeMs B TEYCHHE HWHTEpBasa
JIO3UPOBAHMs, KOTJA KOHIIEHTpALMs JIOPUIIEHEMA B IUIA3ME IPEBBIIIAET
MUHUMAaJIbHYI0 UHIHOupyomyo konuentpanuio (% T > MUK). Pekomenaamnuu
o go3upoBanuio nmpu MUK > 1 mr/mi He OBUTH YCTAHOBJICHBI IS TUTEIHHOU
MOYEYHOU 3aMECTUTENIbHOW TEpaIliy M3-3a BO3MOKHOTO HAKOIUIEHUS JOpUIIEHEMA
u Mertabonmuta npopuneHeM-M-1. PexkoMeHayeTcsi TIIATeIbHbII MOHUTOPHUHT
0e30IMacHOCTH i1 MAIMEHTOB, HAXOJAIIUXCS Ha JUIMTCIBHONM IOYECYHOH
3aMECTUTEJIbHOW Tepalvy, Uu3-3a OrPAaHWYEHHBIX KIMHUYECKUX JaHHBIX H
BO3MOXXHOTO TIOBBIIICHUSI CUCTEMHOM 3KCMO3UIMU JopunieHeM-M-1 meTtabosura.
B Hacrtosimiee Bpemsi HET J0CTaTOYHOW HHGOpManUu [Js (PopMyTupoBaHUS
pEeKOMEHIAIMK 7151 TAUEHTOB, HAXOASIINXCS Ha APYTUX BUAAX THAIN3A.

[1oknible HalMeHTEI

VY NOXWIBIX MAallMEHTOB, (PYHKUUS MOYEK KOTOPHIX COOTBETCTBYET UX BO3PACTY,
KOPPEKLUHU J03bl HE TpeOyeTcs.

HaHI/ICHTBI C HAPYIICHHUEM (bVHKI_[I/II/I IICYCHU

VY Takux manueHToB He TPeOyeTCs] KOPPEKIIUH JT03bI.
Hucmpykyuu no npuzomosienuio pacmeopa u 00pauwienuro ¢ Hum

ITpurorosieaue 10361 500 Mr pacTtBopa Uit HHDY3UI:

° [Topomok popuneHema pactBopsitoT B 10 M cTepuiabHOW BOABI s
nabekui numm 0,9 % pactBopa HaTpus XJIOPHUJIA.

o BuszyanbHO MNpOBEPSIIOT CYCNEH3UI0O HA HAJIMYUMEe B HEU BUIAMMBIX
MOCTOPOHHMX YaCTHIl (JaHHAsI TOTOBAsl CYCIEH3USI HE UCIIOIb3YETCs JJIsl MPSIMOTO
BBCJICHUSA).

o ['oTOBYIO CyCHeH3WI0 TpW TOMOIIM IIMPULla W WGl JI00ABJISIOT B

nH(py3noHHBIN makeT (OyThUIKY), comepxkamuit 100 mu 0,9 % pacTBopa HaTpus
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xJjiopuaa unu 5 % pacTBopa JeKCTPO3bl, U aKKyﬁgLfﬁU-H;eil) MEE)T'H]E) 'r'r|0J'I'Hc')ro

pacTBOpEHHUS.

[IpuroToBJICHUE AO3bI 250 mr pacTBOpa 1A I/IHd)VSI/Iﬁ JUISL TAIMEHTOB CO CPEIHEM

U TSHKEI0M CTENICHBIO NOYEYHOW HEJOCTATOYHOCTH

e [lopomok popuneHemMa pacTBOpsitoT B 10 M1 CTepUIbHOM BOABI JUIS
uabekuui i 0,9 % pactBopa HaTpus XJIOpUAA.

e BusyanpHO mnpoBepSIOT CYCIEH3WIO HA HaaW4Yue B HEH BHIUMBIX
MOCTOPOHHUX YaCTHI] (JaHHAs TOTOBAs CYCIIEH3US HE UCTIOIB3YETCs AJIs MPSMOTO
BBCJICHUA).

e [oTOByI CyCHEH3WIO TpHU TOMOIIM INMPULIA W WIIBl JTOOABISIOT B
uH(}Y3HOHHBIN makeT (OyThUIKY), coaepxkaumi 100 ma 0,9 % pacTBopa HaTpus
xJjiopuaa uim 5 % pacTBopa JEKCTPO3bl, M aKKYpaTHO NIEPEMEIIUBAIOT JIO MOJTHOTO
pactBopenusi. OTOuparoT 55 mi pacTBopa U3 UHPY3MOHHOTO MakeTa (OYThUIKK) U
BBHIOpachIBalOT (B OcCTaBIIeMCS o0BbeMe pacTBopa coaepxkutcs 250 wMr

JIOpUTICHEMA).

YcnoBus XpaHEHHs] TOTOBOIO pacTBopa: IMociae A00aBle€HUsS K MOPOUIKY
JOpUTICHEMa CTEPWJIbHON Bonbl Juisi mHbekmui mmm 0,9 % pactBopa HaTpus
XJIOpUJa CYCIIEH3WI0 MOKHO XpaHUTh BO (IakoHEe B TeueHue | 4 mepen ee
pa3BeqieHueM WH(QY3MOHHBIM pacTBOpoM. Huke B Talnuile yka3zaHbl CpPOKU
xpaHeHus npenapara Jlopunenem mnocne passenenus 0,9 % pactBopoMm HaTpus
xjopuga umm 5 % pacTBOpOM JIEKCTPO3bl B YCIOBUAX HX XPAaHEHUS MpU
KOMHATHOM TeMIiepaType WIH B XOJOAUIbHUKE.

XpaHeHrue WHOY3UOHHBIX DPACTBOPOB, INPUIOTOBJIEHHBLIX HA 0.9 % pactBope

HaTpUd XJopuaa wik 5 % pacTBOpe NEKCTPO3EI.

Paz6aBurens Bpewms crabunbHOCTH (1)
KomHuarnas remneparypa 2—8 °C (X0JIOTNITBHHUK)
0,9 % pacTBop HaTpus 12 72*
xJiopuaa
5 % pacTBOp IEKCTPO3BI** 4 24*

11



BBCJICH ITAIMCHTY B TCUCHHUC PA3PCHICHHOIO BPEMCHH XPAHCHUA ITPHU KOMHATHOM

temriepatype. [Ipu 3ToM cymMmapHOe BpeMsi XpaHEHHsI PacTBOPa B XOJIOAMIBHHKE,
BpEeMsl COTpEBaHHWs pacTBOpa 10 KOMHATHON TemIepaTypbl W BpeMs BBEICHHS
pacTBopa MalUEeHTY HE JOJDKHO MPEBHINIATh B OOIMIEH CIOKHOCTH JOIYCTUMOTO
BPEMCHHU XPAHCHHS B XOJIOIUIBLHUKE.

** 5 % pacTBOp JACKCTPO3bl HE JOJKEH HUCIOJIb30BAThCS ISl BBEACHUS MHAY3UMA
JUIUTEJIBHOCTBIO Oosiee 1 4.

JlJis coxpaHeHus: MUKPOOHOJIOTHYECKONH YUCTOTHI IPUTOTOBJICHHOTO PACTBOPA €T0
CIIelyeT WCIONb30BaTh HEMEUIEHHO. B cinydyae He0OXOAMMOCTH XpaHEHUs
pacTBOpa OTBETCTBEHHOCTh 32 COXPAHCHHE MUKPOOMOIOTHYECKONW YUCTOTHI JICHKHUT
Ha JIMIIE, TOTOBSIIIEM WM XPaHAIIEM PacTBOpP.

Nudy3us

Wudy3ronHbIe pacTBOpHI mpemnapaTta JlopumneHemM BapbUPYIOT OT MPO3PAYHOTO U
OECIIBETHOTO JI0 NPO3PAayHOTO M CJIETKa MKEJITOBATOro pacTBopa. Bo3mokHbie
pas3Tuyus B IBETHOCTH PACTBOpA HE BIUSIIOT HAa KAYE€CTBO MPOTYKTA.
Nudy3roHHbIN pacTBOp Mepe]] BBEACHUEM BU3YaJbHO MPOBEPSIOT HA OTCYTCTBUE
MEXaHWYCCKUX BKIIFOUCHUM, U TIPU OOHAPYKEHUHU TTOCIICTHUX, OTOPAKOBBIBAIOT.
Hewncrionb30BaHHBI pacTBOpP JOpUIICHEMa W JAPYTHE OTXOABI HEOOXOIMMO
YTHJIU3UPOBATH B COOTBETCTBUH C MECTHBIMU TTPaBUJIAMHU.

Ilo6o4yHOe nelicTBHe

YacToTty HexenarenbHbIX 3 (PEKTOB KIacCuGUIMPOBATIHN CICTYIOIIIM 00pa3oM:
o4eHb yacto: > 1/10;

gacro: > 1/100 — <1/10;

Heuyacrto: > 1/1000 — <1/100;

penko: > 1/10 000 — <1/1000;

oueHb peako: > 1/100 000 — <1/10 000.

Bemn oTMeueHsI crieAyoIre HesKenaTenbHbIe (D (DEKTHI:

Co cmopoHbl HEPBHOLL CUCEMbL:

OYE€Hb YaCTO: roJI0OBHas 00JIb
12




COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.12.2023 N2 25805

(MOCNEOOBATENBHOC Th 0002 )

qacToTa HCU3BCCTHA: CyA0pOIru

Co cmopoHbl cepOetHO-coCYOUCTOT CUCTEMbL.
gacTo: ¢edur

Co cmopombl JHceyO0UHO-KULUEUHO20 MPAKMA.:
9acTo: TOIIHOTA, TUapes;

HEYacTO: NCEBJIOMEMOPAHO3HBIN KOJIUT
Co cmoponbl Kodtcu U NOOKOIHCHOU KAEMUAMKU.
4acTo: 3y, ChIIb

Annepeuueckue peakyuu:

HEUYACTO: PEAKIIUU TUIEPUYBCTBUTEIBHOCTH (aHADUIAKTUYECKUE PEAKIIUN);

OYEHb PEAKO: TOKCHUYECKH SNUAEPMalbHBIM HEKponau3, cuHApoM CTUBEHCa-
JI>xoHCOHA

Co cmoponbl 2enamoouIuapHot CUCIeMbl.

YacTO: MOBBIIICHUE AKTUBHOCTHU «II€UCHOYHBIX» (DEPMEHTOB

Co cmoponbl Kpo8eHOCHOU U TUMPAMUYECKOU CUCTEMDbI

HEYacTo. HGﬁTpOHGHPIiI, TpOM6OI_[I/ITOHCHH51

Ilpouue:

4acTo: KaHAUA03 CIU3UCTON 000JIOUKH MOJOCTH PTa, BarHHAJIBHBINA KaHAUI03.
Ilepeno3upoBka

HabGmroganuch ciyyau MOSIBIICHUS TAIyJIO-DPUTEMATO3HOM CHIMIA MPU BBEIECHUU
JOPUIICHEMA BHYTPUBEHHO KalelbHO B J03€ 2 I KaxIple 8§ 4 B TEUCHUE
10-14 nueii. [1amyno-spuremMaro3Has cbilib Ipoxoauiia B Teuenue 10 qHel mocie
IIPEKpALIECHUs] TPUMEHEHNS JOPUIICHEMA.

B caydae mnepeno3MpoBKM CIIEyeT MNPEKPATUTh BBEICHUE JIOPUIICHEMA U
MIPOBOJIUTH TOJJACPKUBAOIIYID TEPANUIO [0 €ro IOJHOIO BBIBEACHUS U3
opraHu3Ma Mnoykamu. JleueHue mnepeo3upOBKU COCTOUT B IMPOBEAECHUU OOIIeH
MOJJIEP)KUBAIOIIEH CUMIITOMATUYECKOW TEPANUM, BKIIOYAIOIMIEH MOHUTOPUHT
OCHOBHBIX (DU3MOJIOTMUECKUX TIOKa3aTeneld M HaOMIONCHHE 3a KIMHUYECKUM

COCTOAHHUEM IIallKICHTA. I[OpI/IHeHCM YAAACTCA M3 OpraHu3Ma C IIOMOIIBIO
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reMoAuann3a Wid JIUTEIbHON 3aMECT TeBHOM -
HACTOsIIIeE BpeMsl HEeT JIoCTaTouyHOM wuHdopmamuu 00 HUCHIOIb30BAHUU
reMoJuann3a WIA JUINTEIIbHOW 3aMECTUTENIbHOM IIOYEYHOM TEpaluh IpH
NepE03UPOBKE JOPUIICHEMA.

B3aumopeicTBue ¢ APYruMM npenaparamMu 1 Apyrue (popmMbl B3auMOACCTBUA
[TpoGenenn 1 KOHKYpUPYET C TOPUTIEHEMOM 32 KaHAJIBIIEBYIO CEKPEIUIO B TOYKAX
U CHUXAeT MOYeYHBIM KiupeHc nopuneHema. [Ipobenenmn ysenuuuBaer AUC
nopuneHeMa Ha 75 % u nepuo noayBbIBeIeHHs U3 11a3Mbl Ha 53 %. [losTomy He
PEKOMEHJyeTCsl  OJIHOBPEMEHHO MPUMEHATh MPOOCHENUA U  JIOPHUIICHEM.
JlopunieHeM He MHTHOHpPYET OCHOBHBIE M30(hepMEHTHI CUCTEMBI ITuTOXpoMa P450
U TOATOMY, CKOpEe BCEro, HE B3aMMOJICUCTBYET C IMpenaparamMu, KOTOpbIE
METaOONU3UPYIOTCS  yKa3aHHbIMU  (epMmeHTamu. [lopunenem, cynas 1o
pe3ysibTaTaM UcCIIeoBaHMi IN Vitro, He o0agaeT CroCOOHOCThIO MHIYIIUPOBATH
AKTUBHOCTh (PEPMEHTOB. Y 310pOBBIX JOOPOBOJIBLIEB JOPUIIEHEM CHUXKA
KOHIICHTPALlMIO BaJbIIPOEBOW KHUCIOTHI B IIJIa3Me€ /O CyOTepaneBTUYECKOTO
sHayeHus (AUC BaabIpoeBOi KHCIOTHI OBICTPO CHIDKAJAch Ha 63 %), 4TO TakkKe
corjacyercsi C pe3ysibTaTaMH, MOJIYYEHHBIMH MJIs JAPYyTUx KapOareHeMOoB.
dapMaKOKUHETHKA JTOPUIIEHEMA MPU 3TOM HE U3MeHsiachk. [Ipu ogqHOBpeMeHHOM
IpueMe JOpUIIEHEMa M BaJbIPOEBOM KHCIOTHl WM BallbllpoaTa CEMUHATPUS
ClIelyeT NPOBOAUTH MOHHUTOPUHI KOHILIEHTPALMU NOCIEIHUX M PacCMOTPEThH
BO3MO>KHOCTh Ha3HAYEHUS JPYTroro JICYEHUsI.

[Ipenapar Henp3sl CMeEWIMBaTh C JPYTMMHU JIEKAPCTBEHHBIMM CpPEICTBAMH U
pactBopamu, 3a uckiaroueHueMm 0,9 % pactBopa HaTpus xjopuna, S % pacTBopa
JEKCTPO3bI U BOJBI JIJIs1 UHBEKLIUM.

OcoOble ykazanus

VY nauuMeHToB, MOdyYarolux OeTa-TaKTaMHble aHTHUOWOTHUKU, MOTYT BO3HHUKATb
CEepbEe3HblE, a HWHOIJA U JIeTAIbHbIE PEAKUUU TUIEPUYBCTBUTEILHOCTH
(anadunaktuyeckue peakiun). [lepea HauaaoM JieyeHHUs] JOPUIIEHEMOM IallEHTa
HEOOXOMMO THIATENIbHO PACCIPOCUTH O TOM, HAOIIOJAIUCH JIM Y HEro paHee

p€akuun THUICPYYBCTBHUTCIIbBHOCTH Ha JpPYyIruc Kap6aHeHeMBI Wi Ha Oeta-
14




JJaKTaMHBIC AHTUOMOTHKH. B cnvqae lUQTWHO'Eell-:H/ISI - p aKIIT/H/I

TUNEPYyBCTBUTEILHOCTH HA JIOPUIIEHEM €r0 HEOOXOIUMO Cpa3y e OTMEHUTh U
MIPOBECTH COOTBETCTBYIOIIIEE JICYCHHE. CepbesHble peakuuu
TUNEPUYyBCTBUTENLHOCTH  (aHA(UIAKTUYECKHM IIOK) TpeOyroT MNpOBEACHUS
HEOTJIOXKHOW Tepanuu, BKIIOYAIONIEH BBEACHUE TIIFOKOKOPTHKOCTEPOUAOB H
MPECCOPHBIX aMHWHOB (dMUHE(PpPUH), a TakkKe TMPOBEACHUE JAPYTUX MeEp,
BKJIFOUAIONINX OKCUTEHOTEPAIlIO, BHYTPUBEHHOE BBEJICHUE KUIKOCTEH, a TaKxKe,
Mpyu  HEOOXOAUMOCTH, AHTUTUCTAMUHHBIX TIPEMapaTtoB, ¥  MOJCpPKAHUE
POXOJIUMOCTH JAbIXaTEIbHBIX MYTEH.

Bo Bpems Tepanuu kapbaneHeMaMu, BKJIIOYAs JOPUIIEHEM, COOOIIAIOCH O CITydasix
pasButus cymopor (cMm. pasmen «I[loOounoe neficTBue»). B  KIMHHYECKHX
UCCJICIOBAHUSIX JIOpPUIIEHEMA CYJIOpPOTH dYallle HaOMI0JaINCh Y TMalMEeHTOB C
WUCXOTHBIMH 3a00JICBaHUSIMUA IICHTPAIBHOW HEPBHOW CHCTEMBl (HAmpUMep,
WHCYJIBT, CYJIOpPOTHM B aHaMHe3€), HapyHmieHUSIMHA QYHKIAA TIOYeK W TpHU
UCII0JIb30BAaHUU 03, MpeBbIatonmx S00 mr.

[TceBnomemOpano3ublii  konut, BbI3bIBaeMblid  Clostridium  difficile, moxer
MOSIBISITECA KaK Ha (POHE JUIMTENIHOTO MPUMEHEHHs, TaKk U 4epe3 2—3 Hejenu
MOC/IE  MPEKpAICHUs JICUCHUSA; TMPOSBISIETCS  AUApPEEH,  JEHKOIUTO30M,
JUXOPAJIKOM, OOJIIMU B KUBOTE (MHOTAA COMPOBOXKIAIOIIMMUCS BBIJICICHUEM C
KaJIOBBIMU MaccaMu KpOBU U ciu3u). [[py BOZHUKHOBEHUH ITHX SBJICHHUM B JIETKHX
ClydasX JIOCTaTOYHO OTMEHBI JIEYEHUS M TPUMEHEHUS HOHOOOMEHHBIX CMOJI
(kKoJiecTUpaMUH, KOJIECTUIION), B TSHKEJIBIX CIIy4asx MOKa3aHO BO3MEIICHUE TTOTEPU
KUIKOCTH, OJICKTPOJIUTOB U Oenka, Ha3HauYe€HHWE BAHKOMHUIIMHA BHYTPb WU
MeTpoHHa3oia. Henb3si NpUMEHSTh JE€KapCTBEHHBIE CPEICTBA, TOPMO3SIINE
NEPUCTAIBTUKY KUIICUHUKA.

Cnenyer u30eratb JJIMTENBHOIO JIEYEHUS JOPUIIEHEMOM ISl MPEAOTBpALICHUS
U30BITOYHOTO PA3MHOKEHHS PE3UCTEHTHBIX K HEMY MUKPOOPTaHU3MOB.

[lepen mpuMeHeHHEM TpenapaTa PeKOMEHAYETCS MPOBECTH 0AKTEPUOIIOTHIECKOE
uccienopanne. HeoOxonumo oToOpaTh COOTBETCTBYIOLIME OO0pa3ubl s

IIPOBCACHUA 6aKTepI/IOJ'IOFI/ILIeCKOFO ucciacaoBanusa C OCIbIO  BbIACIICHUA
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B036yI[I/ITCJICI/I, ux I/I,IIGHTI/I(I)I/IK&HI/II/I u OHpeHg;IIeHPI—LI'q/IX"II}/'B'C BUTEJIBHOCTH K

nopurieneMy. [Ipu oTCyTCTBUM TaKMX JAHHBIX SMIIMPUYECKUI BBHIOOP MperapaToB
CJeyeT MPOBOJUTH HAa OCHOBAHWU MECTHBIX SMUAEMHUOJIOTUYECKUX ITaHHBIX H
MECTHOM CTPYKTYpPbl HYyBCTBUTEIHLHOCTH MUKPOOPTaHU3MOB.

I[J'II/ITCJ'IBHaH 3aMCCTUTCIIbHAA IMTOYCYHAA TCPaIms

Dkcno3uiuss MeTtadoyimTa JopurieHeM-M-1 y manueHToB, HAXOMSIIUXCS Ha
JUIMTEIIbHON 3aMECTUTENIbHOM TMOYE€YHON Tepanuu, MOXKET ObITh MOHMXEHa 10
YPOBHS, JUISI KOTOPOTO HET JaHHBIX O OC30IMACHOCTH NMPHMEHEHHUs mpernapara in
Vivo. JlaHHBI MeTaOOJUT HE MPOSBISICT MHUKPOOHMOJOTHYECKON aKTUBHOCTH, M
JIpyrue BO3MOXKHBIE (hapMakojornyeckue 3Pp¢heKkTsl Heu3BecTHbI. [loaToMy st
MAIMEHTOB, HAXOASIIUXCA HA JUIUTEIbHON 3aMECTUTEIIbHOM MOYEHYHOU TEeparvu,
PEKOMEHTyeTCsl TIIATEeIbHBII MOHUTOPUHT TOOOYHBIX 3 (HEKTOB.

[Io nmaHHBIM KIMHWUYECKOTO MCCIEIOBAaHUS Yy TMAIMEHTOB C ITHEBMOHHEH,
CBA3aHHOW C UCKYCCTBEHHOM BEHTHJISIIMEH JIETKUX, /-THEBHBIA KypC JOPUIIEHEMA
(1 r B Buae 4-yacoBblx MH(Y3UN Kaxaplie § 1) HE Mokazai 3¢G(HEKTUBHOCTH IO
cpaBHeHMIO ¢ 10-IHEBHBIMU KypcamMu MMUIICHEMa-lujactatuHa (mo 1 r B BUE
1-yacoBbiX MH(GY3uil Kaxaple 8 u). OObIYHAS MTPOJOJDKHUTEIBHOCTh JICUCHHS
MAIMEHTOB C HO30KOMHAJILHOW ITHEBMOHMEN, BKJIIOUAs] THEBMOHUIO, CBA3aHHYIO C
MBJI, cocraBnseT oT 7 10 14 mHEH M NOJDKHA 3aBHCETH OT TSKECTH 3a00JICBaHM,
JIOKAMU3aluy MHQEKIMU U KIMHUYECKOTO OTBETA MaIleHTa Ha JISYCHHE.

Bausinue Ha CHOCOOHOCTH YHNPAaBJATHL TPAHCHOPTHBIMU CpPeIACTBAMU,
MeXaHU3MaMH

HccnenoBanuii 1Mo  BAMSHUIO JOpPUINIEHEMa Ha CIOCOOHOCTh  yHIPABISTH
TPAHCIIOPTHBIMU CPEACTBAMH M 3aHATUSI JPYTUMH TMOTCHIIMAIBHO OIMACHBIMU
BUJIAMU JICSITEIIBHOCTH, TPEOYIOMIMMH TOBBIIIICHHOW KOHIEHTPAIIMN BHUMAaHUS U
OBICTPOTHI MICUXOMOTOPHBIX PEaKIui, HE MPOBOAWIIOCH, HO, YUUTHIBAs MPO(IIIb
0e30MacHOCTH MpernapaTta U Haluuue nmoOoYHbIX 3(PPEKTOB CO CTOPOHBI HEPBHOM
CUCTEMBI, CJIeyeT 0OpaTUTh BHUMaHWE HA BO3MOXXHOE BIUSHUE Tpermapara Ha

BbIIIIEyKa3aHHbIE (DYHKITUU.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.12.2023 N2 25805

(MOCNEOOBATENBHOC Th 0002 )

dopma BbINyCKA

[Topouok AJis IPUTOTOBJIEHUS pacTBopa Ajid uHQPy3uit, 500 mr.

500 Mr aeWcTBYIOIIETO BeHIECTBA BO (PIAKOH HHBEKIMOHHBIA HMMIIOPTHBIH
BMecTUMOCTbIO 10 My, 20 Mi1 WM U3 TPYOKM CTEKIIIHHOW JUISl JIEKApPCTBEHHBIX
CPEIICTB, TEPMETHUYHO YKYIIOPEHHBIA PE3WHOBON MPOOKOH, 00KATHIA KOJIMAYKOM
AJTIOMUHUEBBIM.

[To 1; 5 wiu 10 daakoHOB yKIJIaAbIBAIOT B MHAMBUAYAJbHYIO MAuKy W3 KapTOHA
BMECTE C MHCTPYKIIMEH N0 MEIUIIMHCKOMY MpUMeHeHUt0, niH mo 50 (hiakoHOB ¢
MPUIOKEHUEM PABHOT'O KOJIMYECTBA MHCTPYKIIUH 10 MPUMEHEHHIO YKIIabIBAIOT B
KOpPOOKY M3 KapTOHa (1711 CTallHOHAPOB).

YcaoBusi XxpaHeHUA

He xpanuts nipu temneparype Boiiie 25 °C. XpaHuTh B OPUTHUHAIBHON YIIaKOBKE
(mauke/KopoOKe).

XpaHUTh B HEJIOCTYITHOM JIJISI IETEH MecTe.

Cpok rogaocTu

3 roja.

He npuMeHsTh 110 UCTEYEHUH CPOKA TOAHOCTH.

YcaoBus oTmycka

OTnyckarT Mo peuenTy.

Jlep:xaresib perucTpauiMOHHOI0 YA10CTOBEPEeHUs

000 «ITPOMOME/] PYCx», Poccust

129090, r. Mockaa, mpociekT Mupa, nom 13, crpoenue 1, oduc 13
IIpousBoaureib:

AO «buoxumuky, Poccus

FOpunnueckuii agpec: 430030, Peciy6mka MopaoBusi, r. Capanck, yi. BaceHko,
15A

Anpec wmecta mnpousBoactBa: 430030, Pecny6mmka Mopaosus, 1. CapaHck,
yia. Bacenko, a. 15A

Tenedon: +7 (8342) 38-03-68

DnexTponHas mouta: biohimic@biohimic.ru,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.12.2023 N= 252805

(NMOCNEOOBATENEHOCTE 0002)

Anpec B unTepHeTe: WWw.biohimic.ru

Opranuszanus, NPUHAMAIOLIAA IPETEH3UH NOTpeduTe el
000 «ITPOMOME]I PYC», Poccus

129090, r. Mockga, mpocnekt Mupa, 1om 13, crpoenue 1, oduc 13
Tenedon: 8-800-777-86-04 (6ecrutatHo), +7 (495) 640-25-28

DJIeKTpOHHAs ToYTa: reception@promo-med.ru
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