COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 25.08.2023 N2 16438
HUHCTE YKHI/I}IH QCNEOOBATENBEHOCTL 0002)

O MEJULUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O IIPEITAPATA
dapMAMeponeH

PerncrpannonHbiii HOMep:
Toprosoe HaumenoBanune: ®apMAMepoIeH
MesxkayHapoHOe HelIATEHTOBaHHOe WJIH IPYNIIHPOBOYHOEe HAaMMeHOBaHue: Meponenem
JlekapcTBeHHass ¢opma: [OpPOMIOK A IIPUIOTOBICHUS pacTBOpa Il BHYTPUBEHHOIO
BBEJIEHUSI.

CocraB 05r 1,0r

KaXKIbIiA (PITaKOH COACPIKUT

delicmayoujee 8euecmao.

MeporneHeMa TPUTHAPAT -570,0 mr - 1140,0 mr
9KBHBAJIEHTHO MEPOIIEHEMY

-500,0 mr - 1000,0 mr
0€3BO/IHOMY
8CNOMO2AMENbHOE BEUeCmBO:
HaTpHs KapOoHAT O0E3BOIHBIN - 104,0 mr - 208,0 mr

Omnmcanne: ot 6€10r0 10 0ENIOT0 ¢ )KEATOBATHIM OTTEHKOM 1IBETA OPOLIOK.
dapmakoTepaneBTHYecKasi IPYNNa: aHTUOAKTEPUAIBHBIC CPEJICTBA CHUCTEMHOTO JICHCTBUS;
Jpyrue 0eTa-nakTaMHbIC aHTHOAKTEpUATIbHBIC CPE/CTBA; KapOaneHEMbl

Koa ATX: JO1DHO2

dapMako/JI0rniecKkne cBOicTBa

Dapmakoounamuxa

MeponeHem — aHTHOMOTHMK Kjacca KapOareHEeMOB, TNpEAHA3HAUCH /Js TAPEHTEPAILHOTO
BBC/ICHUS, OTHOCUTEIHHO ycTOW4uB K aeruaponentuaaze-1 (JAI'TI-1) uenosexa, He Tpedyer
JIOTIOJTHUTEIBHOTO BBeaeHus nHruouTopa AITI-1.

MepormneHeM OKa3bIBAaeT OAKTEPULUIHOE AEUCTBUE 3a CUET BO3AECUCTBUSA Ha CHUHTE3 KJIETOYHOH
CTCHKM OakTepuil. Bricokast GakTepHuIInIHAS aKTHBHOCTh MEPOTICHEMA B OTHOIIICHUH TITHPOKOTO
CMEKTpPa a’pOOHBIX U aHAIPOOHBIX OaKTEpH OOBACHAETCS BBICOKOI CIIOCOOHOCTHIO MEpONIEHEMA
IPOHHMKATh 4Yepe3 KICTOYHYI0 CTEHKY OaKkTepuii, BBICOKMM YPOBHEM CTaOMJIBHOCTH K
OO0JIBLIMHCTBY [-makrama3 U 3HAUUTEIILHON apPUHHOCTHIO K pa3IM4HbIM
neHuipuIuHeBsa3bBatonmM Oenkam (IICB). MunuManbHble OGakTEpUIUIHBIE KOHIEHTPAIUU
(MBK) o0bIuHO Takue e, Kak 1 MUHUMallbHble HHruOupyomue konneHnTpauu (MUK). [{ns 76
% mpoTtecTupoBaHHBIX BHI0B OakTepuii cootHomenrne MBK/MUK 6b110 2 1 MeHblIte.

Tectel in vifro 1OKa3pIBalOT, YTO MEPOIEHEM JACUCTBYET CHHEPIUYECKH C Pa3jIM4YHbIMH
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agTuOnoTukaMu. B Tecrax in vitro u in| vivo %%&M'%T%&féﬁﬁ:‘ '%%%%}[aeT

MOCTAaHTUOMOTUYECCKUM (D PEKTOM.

Mukpoopranu3Mbsl MOTYT 00J1a/1aTh OJHUM HIIM HECKOJIBKUMH W3 MEPEUYUCICHHBIX MEXaHHU3MOB
PE3UCTEHTHOCTH K  MEpOIEeHeMy: HapylleHHe TPOHUIAEMOCTH  KIETOYHOH  CTEHKU
rpaMOTPULIATENBHBIX OaKTEPHH M3-3a HApYIIEHHsS CUHTE3a MOPUHOB; YMEHBILIEHHE CPOJCTBA K
uenesbiM [1CB; akTrBanms MexaHu3MoB P QuIrokca; NpoayKuus Oera-nakraMmas, o ACHCTBUEM
KOTOPBIX IPOUCXOAUT THIPOIN3 KapOareHeMOB.

EnuHCTBEHHBIE PEKOMEHIyeMbIe KPUTEPHH YyBCTBUTEILHOCTH K MEPOTICHEMY OCHOBBIBAIOTCS Ha
(bapMaKOKUHETHKE TMpernapara U Ha KOPPeJIIUN KIHHHISCKHX U MHKPOOHOJIOTHYECKUX JaHHBIX

— nuametp 30HbI 1 MUK, onpenensieMbIX 1715l COOTBETCTBYIOMIMX BO30Y IMTEICH.

Karteropusi Bo30yauresst JAunamerp 30HbI (MM)
YyBCTBUTEIBHBIN > 14
[IpoMexxyTOUHBII or 12 1o 13

PesucTenTHBIM <1l

B cnenyromieii Tabauie npuBeaeHbl npuHsaThIe B EBponeiickoM cotoze (EC) moporoeie 3HauUeHUs

MMHUK MCPOIICHEMAa B OTHOLICHHH PA3JIMYHBIX 6aKTCpI/IaJ'II>HBIX [IaTOITCHOB B KIMHHYCCKHX

YCIIOBUSX:
YyBCTBUTEIbHOCTH Pe3ncreHnTHOCTH
IIaTorennl
(mr/n) (mr/)
Enterobacteriaceae =2 >8
Pseudomonas <2 >8
Acinetobacter <2 >8
Streptococcus tpynn A, B, C, G <2 >2
Streptococcus pneumom'ael <2 >2
/lpyrue cTpenToKOKKU o) 2
Enterococcus’ - -
Staphylococcus’ 3aBUCHUT OT HATUUUS YYBCTBUTEIHHOCTHU K
METUITWILTAHY
Haemophilus influenzae’, <2 >2
WMoraxella catarrhalis
Neisseria meningitidis 4 <0,25 >(,25
["paMIonoKuUTEIbHBIC aHAIPOOBI <2 >8
["paMOTpHIIaTETIbHBIE AHAIPOOHI <2 >8
Hecnenndpudeckne moporosbie =2 >8
3HAUCHUS"
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I Tlopor uyBcTBUTENBHOCTH 0114 Streptocdccus pné%%%ﬁa“e%k% ';hyﬁk%%:'npn

MeHuHIHuTe cocraBisaer — 0,25 Mr/i.

[rammsr, juiss xkoropbix MUK Beimie mopora 4yBCTBUTEIBHOCTH, PEAKM WIH HE
BBIABJISIIOTCSL B Hactosimiee BpeMs. [lpu BbIABIEeHMH Takoro wmramma TecT Ha MUK
IIPOBOAMUTCA IIOBTOPHO, IIpU IOATBEPKIAEHUM pe3yibTara IUTAMM OTIPABIAIOT B
CIIPaBOYHYIO JIAOOPATOPHUIO, a INTAMM CHHUTACTCA PE3UCTEHTHBIM JO I1OJIyHEHHS
HOATBEPKICHHOTO KIMHUYECKOTo 3(h(hexTa OTHOCUTEIBHO HETO.

3HaueHUs, UCIIONIb3YEMBIE TOJIBKO TP MEHUHTUTE.

4 Jlns  Bcex OCTalbHBIX BO3OymWTeneil, corgacHO  (papMaKOKHHETHYECKHM U
dapMakoIMHAMHYECKHM JaHHBIM, 0e3 ywera crenudukn pacnpeaencans MUK
KOHKPETHBIX I1aTOT€HOB.

TecT 4yBCTBUTENBHOCTH HE PEKOMEHIOBAH, MOCKOJIBKY TaHHBIN BO30YAUTENb HE SBISAETCSA
ONTUMAJIBHON LENBIO I MEPOIIEHEMA.

YyBCTBUTEIBHOCTH K MEPOIICHEMY JIOJDKHA OIPE/IENIATHCS € TIOMOIIBIO CTaH/[APTHBIX METO/I0B.
WuTeprperanysi pe3ysbTaroB JIOJDKHA BBIIOJIHATHCS B COOTBETCTBUM C  JIOKAJIBHBIMU
PYKOBOJICTBAaMH.

D¢ hexkTUBHOCTh MpenapaTa B OTHOIIEHUHU NATOMEHOB, MEPEUMCIECHHBIX HUXKE, MOATBEPXKACHA
OIIBITOM KJIMHUYECKOIO IIPUMEHEHHNS U PYKOBO/ICTBaMU 110 aHTUOAKTEpHUaIbHON TEpaInu:

IlaToreHsl, YYBCTBHUTEIBHBIC K MEPOIICHEMY:

prwnonoa;cumeﬂbybze a3p06bz a

Enterococcus faecalis’

Staphylococcus aureus (METHIIAITNH-TyBCTBUTEIbHbII)

Pon Staphylococcus (MeTMIMIIMH-YYBCTBUTENBHBIN), BKMtouas Staphylococcus epidermidis,
Streptococcus agalactiae rpynmsl B

I'pynna Streptococcus milleri (S. anginosus, S. constellatus, S. intermedius)

Streptococcus pneumoniae

Streptococcus pyogenes rpynnsl A

FpaMompuuameﬂbele Cl3l?06bl.'

Citrobacter freundii
Citrobacter koseri
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Haemophilus influenzae

Klebsiella oxytoca



Klebsiella pneumoniae
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Morganella morganii
Neisseria meningitidis
Proteus mirabilis
Proteus vulgaris
Serratia marcescens

I'pamnonoscumenvhvie anaspooduvl:

Clostridium perfringens

Peptoniphilus asaccharolyticus,

Pon Peptostreptococcus (Bkitovasi P. micros, P. anaerobius, P. magnus)

Ipamompuyamenvrbie aHa3po0bL:

Bacteroides caccae
Bacteroides fragilis
Prevotella bivia

Prevotella disiens

IlaToreHsl, JJIsl KOTOPBIX aKTyalbHa HDO6J'ICM8. HDHO61’)€TCHHOI>1 PEC3UCTCHTHOCTH .

FpamnOﬂoofcumeﬂbeze 03D06bl -

Enterococcus faecium’

Ipamompuyamenvrbie a3podol:

Pon Acinetobacter
Burkholderia cepacia

Pseudomonas aeruginosa

ITaTtorensl, 00naaaIoMe OPUPOIHON PEIUCTEHTHOCTRIO:

Fpamompuuameﬂbnbze Cl3p06bl o

Stenotrophomonas maltophilia,
Legionella spp.

Jpyrue BO30YIUTENN:

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetii

Mycoplasma pneumoniae

'Bo30yauTenun, 061aat01ie MpoMeKy TOYHON YyBCTBUTEIBHOCTBIO.

2BCG MCTULUIUIMH-PC3UCTCHTHLBIC CTa(bI/I.HOKOKKI/I PE3UCTCHTHBI K MCPOIICHCMY.

@apmakoxunemuxa

BHyTprBeHHOE BBEICHHE MepolieHeMa B TeueHne 30 MUH 3/I0pOBBIM TOOPOBOIbIAM MPUBOIUT K
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot EE-_GE{:ECIES hZ j E_4':- N
MaKCHUMaJIbHOM KOHIEHTPALMH B IIa3Me KPOBHU paBHoﬁ"H'Jy'IZNIe-E{g"-I' @"‘f\'ﬂ%&%%ﬁ#&&éﬁ@% MT,

23 mkr/mu guist 10361 S00 mMr u 49 Mir/mit auis qo3st 1 r.

Opnako, B OTHOUICHMHM MakCHMMalJbHOW KoHUEHTpauuh (Cmax) W IUIOIIAAU  TOJ
(bapMaKOKMHETHYECKOH  KpUBOM  «KoHIeHTpamus-BpeMs» (AUC) Her  aOCOMOTHOU
(apMaKOKUHETHYECKOH MPOMOPUUOHATBHON 3aBUCUMOCTH OT BBENEHHOM m03bl. OTMEUeHO
YMEHBILICHHE IIa3MEeHHOTO KiupeHca ¢ 287 mo 205 mu/mun mnsg no3 or 250 mr go 2 r.
BayTpuBeHHas OOIIOCHAS MHBEKIHS MECPOIICHEMA 3I0POBBIM JAOOPOBOJIBIIAM B TEYCHUE 5 MUH
MIPUBOIUT K MAKCUMAIBHON KOHIIEHTPALIUHU B TUIa3Me, paBHON MpUMepHO 52 MKT/MIT 1t 70361 SO0
mr 1 112 mMxr/mn — st 1o3se1 1 T.

Uepes 6 dacoB mocie BHYTPUBEHHOTO BBeAeHUs: S00 Mr KOHLICHTpaUUsi MEpOICHEMa B ILIA3ME
KPOBY CHIDKACTCS JIO 3HAYCHUN | MKT/MJI U HIDKE.

[IpoanenHas (mo 3-x yacoB) wHGY3Us KapOareHEMOB MOXET MPUBECTH K ONTHMH3ALUU HUX
bapMakoKMHETHUECKUX U hapMakoIuHAMUYECKUX napaMeTpoB. Ilpu crangaptHoit 30-MUHYTHOM
nHQYy3Un y 3710pOBBIX J00poBoiiblieB ABYX Jj103 500 m 2000 Mr kax/aele 8 4acoB 3HAUYCHHE
%T>MUK (cooTHOlIIEHHE MEXJy II€pUOJIOM BPEMEHM, KOIJla KOHIIEHTpallMsi IIperapara
npesbiaer MUK, u uatepanoM gosupobanus; MUK=4 Mxr/mir) coctaBmio coorseTcTBeHHO 30
% u 58 %. lIpu BBeneHUH NOOPOBOJIBIIAM TEX K€ 03 METOIOM 3-4acoBON HMHGY3UU KaXKIable 8
qacoB nokazarenb % T>MUK ysenuumiics 10 43 % u 73 %, coorserctBenHO Just 500 1 2000 wmr.
Cpemusis 1U1a3MEHHAsE KOHIIGHTPAIMS Yy 3JI0POBBIX JIOOPOBOJIBIIEB 1IOCIE BHYTPUBEHHOTO
6omtocHoro BBeneHusi B teueHue 10 muH 1000 mr mpesbimana MUK 4 mxr/mn ana 42 %
UHTEpBaJa JI03UPOBaHUs [0 CpaBHEHUIO ¢ 59 % npu 3-vyacoBoit uHdy3uu 1000 mr.

Mepormnenem XOpoIIo NPOHUKAET B OOIBIINHCTBO TKAHEH M KUAKOCTEH OpraHu3Ma, B TOM YHCIIE
B 1IepeOpPOCIIUHATIBHYIO JKUIKOCTh MAIMCHTOB € OaKTEepHaTbHBIM MEHHHTUTOM, JOCTUTAs
KOHIEHTpalUi, MPEeBIIAIOIINX TpebyeMble s MOoAaBIeHUS OONBIINHCTBA OaKTepuil.

[Ipu MHOTOKPAaTHOM BBEJEHHM MepOoTleHeMa ¢ MHTEPBAIOM B 8 4acoB MallHeHTaM ¢ HOPMAIbHOM
GbyHKIMEH MOYeK KyMYJISIIIUU TIpernapara He HaOmroaacTCs.

VY nanueHToB ¢ HopMaiabHON (PyHKIMEH MOYEK MEePHO/1 MOTYBBIBEIEHUS COCTABIAET MPUMEPHO |
yac.

Ces3piBanMe ¢ O€ITKaMU [U1a3MBbl IPUMEPHO 2 %.

EnuHcTBEeHHBII METa0OIUT MEPOTICHEMA MUKPOOUOJIOTHYECKA HCAKTHBCH.

Oxkosio 70 % BHYTPHUBEHHOH J103bI MEPONIEHEMA BBIBOJUTCSA MOYKAMH B HEM3MCHCHHOM BHJIE B
TeueHue 12 4, mocie yero ornpeAeseTcss He3HaUuTeNbHas oueyHas dKckpeuus. Konmnenrpauuu
MeporieHeMa B MO4e, mnpeBbimaronue 10 MKr/mil, MOAAEPKMBAIOTCA B TCYCHHUE 5 4acOB MOCIE
BBeieHMs 10361 500 mr. [Ipu pesxxnmax BBeaeHnsa S00 Mr kaxasie 8 4acoB wiM 1 r kaxabie 6 4acoB

HC H36J'IIOIlaJ'IOCI) KyMyJisiliikd MCpPOIICHCMa B TJIA3MC KPOBU WM B MOUYC Y ﬂO6pOBOJ’IBHCB C
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HOpMaJIbHOW (DyHKIIMEN MeUeHH.

VccnenoBanust y AeTei MOKa3aid, 4To (papMaKOKMHETHKA MEPOICHEMA y JICTEH U y B3POCIIBIX
cxonuas. [lepuos nomyBsbIBeieHUs MepoOIIeHEMa y AeTeit 10 2 et npubimsurtensho 1,5 —2,3 gaca,
B Auamnazone 103 10 — 40 Mr/kr HaOmogaeTcs TMHEHas 3aBUCUMOCTb.

Toueunasn neoocmamounocms

HccnenoBanust GpapMakOKMHETHKU Y NALUEHTOB € [I0YEYHOM HEI0CTaTOYHOCTBIO [10KA3aJId, YTO
KJIMPEHC MEPOIICHEMA KOPPEIUPYET C KIIMPEHCOM KpeaTHHUHA. Y TaKuX HALMEHTOB He00X0auMa
KOPPEKLHUS JO3BI.

N3yuenne (papMakOKMHETHKH Y TMOXWIBIX JHIl BBUIBIJIO CHID)KEHUE KIHPEHCA MEpOIEHeMa,
KOTOpPOE KOPPEIUPOBAIO C BO3PACTHBIM CHUKCHUEM KIIMpPEHCa KpeaTHHUHA.

MeponieHeM BBIBOJUTCS IIPU [EMOJHUAIN3E C KIUPEHCOM OPHEHTHPOBOYHO B 4 pasa
IIPEBBILIAIOINNM KIMPEHC MEPOIIEHEMA Y TALIUEHTOB ¢ aHypHEH.

lleuenounasn nedocmamoynocmo

HccnenoBanust papMakOKMHETUKY Y NAIIMCHTOB € 3a00JICBaHMSIMH TICUCHH TIOKA3aJId, YTO JTAHHBIC
[IATOJIOTNYECKUE U3MEHEHMSI HE OKA3bIBAIOT BIMSIHUS HA (DApPMaKOKUHETHKY MEPOIIEHEMA.
IToxa3zaHusi K NPUMECHECHUIO

MeponeHem moka3zaH A7 JieueHus y AeTedl (cTapuie 3 MecsleB) M B3pOCIBIX CIETYHOLIUX
MH(EKIIMOHHO-BOCTIAJINTENIbHBIX ~ 3a00JIeBaHMi{, BBI3BAHHBIX OJHUM WJIM  HECKOJIBKUMU
4yBCTBUTEIILHBIMU K MEPOIIEHEMY BO30Y/IUTEISIMU:

— ITHEBMOHMH, BKIIFOUYasi HO30KOMUAIbHBIE THEBMOHUU;

— HH(EKIMH MOYEBBIBOIAILEH CHCTEMBI;

— MH(EKIUK OPIOIIHOM MOJIOCTH;

— UH(EKIMOHHO-BOCTIATUTEIbHBIC 3a00JIEBaHIS OPraHOB MaJIOro Ta3a, TAKUE KaK YH/JOMETPUT;

— UH(EKLHU KOXKU U €€ CTPYKTYP;

— MEHMHIUT;

— CENTUIIEMUS.

DOMnupudeckas Tepanus B3pOCibIX MAIMEHTOB C MpearnosaracMoi MHQEKIUel ¢ CHMITOMaMU
(beOprnbHON HEUTPOIICHUH B PEKMME MOHOTEPAIMH WIM B KOMOMHAIMK C MPOTHBOBHPYCHBIMU
WIM TIPOTUBOTPHOKOBBIMHU TIPEHIapaTaMH.

D¢ deKTUBHOCTL MEpONeHeMa J0Ka3aHa Kak B peXUME MOHOTEpANuH, Tak U B KOMOMHAIIMU C
JIPYTMMH aHTUMUKPOOHBIMU CPE/ICTBAMU TPU JIEUEHUH TTOTUMUKPOOHBIX HH(EKITHH.
[Ipumenenne MeponeHeMa BHYTPHUBEHHO ObUIO 3(PPEKTUBHBIM IS JICYCHUS MYKOBHCUMI03a U
XPOHHUYECKUX MH(EKIUI HIDKHUX AbIXaTeIbHBIX IYTEH KaK B Pe)KMME MOHOTEpAIMH, TaK U B
KOMOMHAIMK ¢ JPYTrMMH aHTHOAKTEpHaIbHBIMU MpenaparaMu. DpaJnuKaiys MUKPOOPTaHU3MOB

HC BCCraa Onl1a MOATBCPIKIACHA.
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IIporuBonOKa3anusi

['unepayBCTBUTEIBHOCTE K MEPOICHEMY WM APYTHM IIperapaTaMm IpyHibsl KapOareHeMOB B
aHaMHe3e.

BbeipakeHHass TUNEpYYBCTBUTENBHOCTh (aHA(PUIAKTUYECKHE PEAKUUHM, TSDKENIble KOXKHBIE
peakinuu) K Jo00My aHTHOAKTEPHATBHOMY CPEJCTBY, UMEKIIEMY O€Ta-TaKTaMHYK CTPYKTYpY
(T.e. K NEHUIMUIMHAM WM LHedaloCIIOprHaM).

Hetu 1o 3-x mecsues.

C 0CTOpPOXKHOCTBIO

OnHOBpeMeHHOE Ha3HAYEeHUE ¢ MOTEHIHATIBHO HEPPOTOKCHUHBIMHU MpenapaTamMu.

[MarmenTam ¢ jxkanmo0aMu CO CTOPOHBI JKENYAOYHO-KHMIICYHOTO TpakTa (Auapes), 0COOCHHO
CTpaJIaloIIUM KOJIUTAMHU.

IIpumeHeHHne NpH 6epeMEHHOCTH U B IIEPHO/] TPYIHOTI0 BCKAPMJIHBAHHUS

bepemennocms

be3onacHocTh NpUMEHEHUSI MEPOIICHEMA Y XCHIIMH BO BpeMs OCPEMECHHOCTH HE H3ydasiach.
HccirenoBanusi Ha JKHBOTHBIX HE TOKA3adW KaKUX-THOO HEOIaronpusaTHeIX 3(QexToB Ha
pa3BUBAIOIIUKCS MO,

MeponeHeM He TOKEH IPUMEHATHCS BO BpeMsl OepeMEHHOCTH, 3a UCKITIOYEHUEM CITyJaeB, KOT1a
HNOTCHIUAIBHOE MTPEUMYIIIECTBO /IS MATEPH OT €0 MPUMECHEHHS MPEBBIIIACT BO3MOKHBIN PUCK
Juts 11013, B Kak1oM cityuae npenapar J100KeH TPUMEHATHCS 110]1 CTPOTUM HaOJIIOICHUEM Bpaya.
Ilepuoo epyoHozo eckapmauearus

IlomydeHbl AaHHBIE O BBIAEIEHUM MepoleHeMa ¢ FPYAHBIM MOJOKOM. MeponeHeM He OONKEeH
OPUMEHATHCSI B NEPHUOJ TPYAHOTO BCKAPMJIMBAHMS, 3a HCKIIOUEHMEM TEX CIydaeB, KOTrjJa
MOTEHIIMATHHOE MPEUMYIIIECTBO /ISl MAaTEPU OT TPUMEHECHHUS MTpemnapaTa MpeBbIacT BO3MOXKHBIN
puck ans pebenka. OLIEHHB NPEeUMYIIECTBO TS MaTepu, CleAyeT MPUHATh pelleHHe o
IpeKpaleHuH TPy JHOro BCKapMIHBaHUs 00 06 oTMeHe mpenapata @apMmAmeporneH.

Cnocod npuMeHeHHs U 103bI

Bspocabie

Jlo3a ¥ TpOJOIKUTENBHOCTh TEPANMK JOJDKHBI YCTAHABIMBATHCA B 3aBUCHMOCTHA OT THUIA H
TSOKECTH MH(EKIIUKM U COCTOSHUS MAIHCHTA.

Pexomenoyromesa credyrowjue cymounsie 003vl.

0,5 T BHYTPUBEHHO KaX/blc § HYACOB NPH JICUCHUM TTHCBMOHHUU, WHOCKIIUH MOYCBBIBOIAIINX
IyTeH, THHEKOJOTHYCCKUX WH(EKUUH, TAKUX KaK 3HIOMETPHUT, MH(MEKIUH KOXKU U CTPYKTYp
KOXKHU;

] © BHYTPUBEHHO KaXJble 8§ 4aCOB MpPH JICUCHUU HO30KOMHUATIHHOM MHEBMOHHUH, MEPUTOHUTA,

MOJ03PCHUH Ha 0aKTEPUATbHYIO HH(PEKIIUIO Y MAIIMEHTOB C CHMIITOMAMH HEUTPOIICHUH, a TAK¥KE
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CCNITHULICMHH.

Ilpu n1e4eHnn MEHUHTUTA PEKOMEHAyeMast 103a COCTaBIISIET 2 T KaXIble 8 4acoB.

HpI/I JICHCHUHU HCKOTOPBIX HH(bCKHHﬁ, B YAaCTHOCTH, BBI3BAHHBIX MCHCC YYBCTBHUTCIBHBIMH
BO30OyauTENSIMH (TaKUMHU Kak Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter spp.),
WIY TIPY OYEHb TSDHKETIBIX MHPEKIUAX, pEKOMEHyeMast 103a COCTaBISIET 0 2 T KaKIble 8 4acoB.

be3omnacHocTs BBeieHUS A036I 2 T' B BUIE OOIIOCHOM MHBEKLUN HEIOCTATOYHO U3y4CHA.

Jlo3a y B3pOCIbIX NAMEHTOB IIPH HAPYIICHUN d)VHKHI/II/I IMOYCK

N NanUuEHTOB C KIIMPEHCOM KpCaTHMHHHA MCHECC 51 mn/mMuH J03a JOJDKHa OBITH YMCHBIICHA

ClleyoImuM o0pa3zom

Ho3a
KanpeHc kpeaTuHHA
(Ha ocHOBE eaMHMIBI 10361 0,5 T, HacroTa BBeNEHUS
(Mn/MuH)
Ir,2r)
26-50 OJIHA CHAMHHIIA JIO3bI KaxJpie 12 gacoB
10-25 0,5 enuHMIBI 1036 Kaxaele 12 gacoB
<10 0,5 eqUHUITEL JO3bI KaxKJIpIe 24 yaca

MeponieHeM  BBIBOJUTCS IpU  TeMojuManusze M reMmo¢puibsTpanuu. Eciu  Tpebyercs
IIPOJIOJDKUTEIILHOE JICUEHUE MEPOIIEHEMOM, PEKOMEH/IY€ETCsl, YTOOBI IIperapar (B 3aBUCUMOCTHU OT
TUNA U THKECTH HHQEKUWH) BBOAWICA IO 3aBEPLICHUM MpPOLETypbl I'€éMOAUaln3a, 4YTOOBI
BOCCTaHOBUTH 3()(DEKTHBHYIO KOHLIEHTPALMIO B IIa3Me KPOBH.

B Hacrosiiee Bpemst HET IaHHBIX 00 ONbITE MPUMEHEHHS MEPOTICHEMA I BBE/ICHUS TTAIlUEHTaM,
HaXOJAIIMMCS HA TICPUTOHEATILHOM JUAIIN3E.

Jlo3upoBaHUEe vV B3POCbIX NAIMEHTOB ¢ HAPYIISHUSIMU d)VHKUI/II/I INEYCHU

VY nauueHTOB ¢ MEYEHOYHOU HEAOCTAaTOUHOCTBIO HET HEOOXOIUMOCTH KOPPEKIHH 03Bl (CM.
pazaen «Ocobble yKazaHusm»).

Tlokunple DalMedThl

VY NOXHUIBIX NAlMEHTOB ¢ HOPMaNbHOH (hyHKLMEH MOYeK WK KIMPEHCOM KpeaTuHHHa Honee 50
MJI/MUH HE TPeOYyeTCsi KOPPEKLUS J103BI.

eTH
Jns nmereir B Bo3pacte oT 3 mecsaueB A0 12 nmer pekoMeHayemas J103a s BHYTPHUBEHHOTO
BBeZeHust cocrapnsier 10 — 20 mr/kr kaxaple 8 4acoB B 3aBUCHUMOCTH OT THIIA U TSKECTH
UH(PEKIUH, YyBCTBUTEIBHOCTH NATOI€HHOTO MUKPOOPTaHU3Ma H COCTOSIHUS TTALIUCHTA.
V nereii ¢ Mmaccoii Tena 6onee 50 Kr cieyer UCIoIb30BaTh 10361 AU B3POCIIBIX.
IIpn MEHUHTHUTE peKOMEHTyeMast 103a cocTaBisieT 40 MI/KT Kax/ble 8 4acoB.

HpPI JICUCHUN HCKOTOPBIX HH(l)GKHHfI, B YaCTHOCTH, BBI3BAHHBIX MCHCC YYBCTBUTCIIBHBIMU

8



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot EE_GE[:ECIEEE hZ ] E_4:u N
BO30yauTENsIMH (TaKUMHU Kak Enterobacteriacede, Pseud%:ﬁ%%%%g@ ;llzliri'etgﬁbgtérl‘slbp),

WIH TIPH OYEHB TSHKEIBIX MH(EKIUAX, peKOMeHAyeMas 103a coctaisier 10 40 Mr/kr xaxuapie 8
4acoB.

besonacHocTh BBeAeHU N03bI 40 MI/KT B BUJE OOIIOCHON HHBEKLINH HETOCTATOUYHO H3yYeHa.
Her onbiTa mpuMeHeHHs mpemnapara y AeTel ¢ HapylmeHUsIMH (GYHKIUY TIEYeHH U TIOYEeK.
Memoo eeedenusn

MeponieHem i BHYTPUBEHHOI'O IIPUMEHECHMSI MOKET BBOJWUTHCS B BUJE BHYTPUBEHHOM
00 TIOCHOU HHBEKIIUY B TEYSHHE HEe MEHee 5 MUH, TH0O0 B BUE BHYTPUBEHHON HHOY3UH B T€UEHHE
15 — 30 muH; And pasBeleHUs CcIeAyeT HCIHOJIb30BaTh COOTBETCTBYIOLIHE WH(Y3HOHHBIE
KUIKOCTH.

B03MOKHOCTS NPUMEHEHHST MEPOIICHEMa B PEXHMME NpojicHHON wH)Y3unm (10 3-x 4YacoB)
OazupyeTcss Ha (apMaKOKMHETHUYECKUX U (apMaKoJMHAMUYECKHX MapaMeTpax (CM. pasien
«®apmakokuHeTHKay). K HacTosmeMy BpeMeHM KIMHUYECKHE JaHHble U JaHHBIE [0
0€3011aCHOCTH, 110/ITBEPIK/IAIOIIIE ITOT PEXKUM, OTPAaHUUEHBI.

Jl1s IpUroToBIIEHUsI PAcTBOPA JUISl BHYTPUBEHHBIX OOJIOCHBIX MHBEKIIMH MEPOIIEHEM ClIEAyeT
PacTBOPHUTH CTEPHJIBHON BOJOW mIa MHBEKUUH (5 mMia Ha 250 Mr MepomneHema), MpU 3TOM
KOHIIEHTpauus pactBopa coctapiseT 50 mr/mia. [lomyueHHBIH pacTBOp coOXpaHsieT CTaOUIBHOCTD
B TeueHue 3 yacoB npu temmeparype jgo 25 °C u B TeueHue 16 4HacoB Ipu XpaHCHUU B
xonoawibHuke (2 — 8 °C).

J1ns npUroToBIeHUs pacTBOpa JJisi BHYTPUBEHHBIX HH(Y3HI MepolieHeM creayeT pacTBopuTs 0,9
% pacTBOpOM HaTpus xjopuaa aas uH(y3ui 1u6o 5 % pacTBOPOM AEKCTPO3bl (TIFOKO3bI) A
UH(Y3U, IPU TOM KOHIIEHTPAIIHSI pacTBOpA JIOJDKHA COCTaBUTH OT 1 10 20 mr/mu. [TomyueHHsIi
PacTBOP COXpaHSET CTA0MIBLHOCTh B TCUCHHE 3 9acoB mpu Temriepatype 10 25 °C u B TeueHue 24
9acoB MMPU XpPaHEHUH B XoJoaunbHuKe (2 — 8 °C), eciu )1 ero MPUroTOBIEHHUS ObLI UCITOJIB30BaH
0,9 % pactBOp HaTpus xjnopuaa. PacTBop, NpUTOTOBIEHHBIH ¢ HCMOIb30BaHUEM 5 % pacTBOpa
[IIOKO3BI, OTKEH OBITh MCMOIh30BaH HEME/ICHHO.

PacTBOp MeponeHema He TOMKEH 3aMOPaKUBAThCA.

[IpuroToBNeHHBIA PACTBOP PEKOMEHAYETCS BBOAHUTHL Cpa3y I[IOCIE MPHUTOTOBICHHUS (C
MUKPOOHUOIIOTMYECKON TOYKYU 3PCHHSI), €CIIM YCIOBUS MPUTOTOBJICHHS PACTBOPA HE MUCKITIOYAIOT
BO3MOXXHOCTH MUKPOOHOIOTMYECKOH KOHTAMUHAIINH.

IToGounoe neiicTBHE

B nenom meporienem XapakTepu3yercsi Xopoluei HepeHOCUMOCThIO. B peaknx ciyyasx mododHsle
3 PeKTh NPUBOAMIM K OTMEHE Tepanuu. Cepbe3Hble HEOIATONPUATHBIC PEaKIIUU PEAKH.
YactoTa noOOYHBIX peakilvil MpUBEACHA B TAONHIIE B BUJIC CICAYIONICH rpaaliii: OYCHb YacTo

(=1/10); wacto (=1/100, <1/10); neuacto (=1/1000, <1/100); penxo (=1/10000, <1/1000); oueHs
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 25.08.2023 N= 16432

peaxo (<1/10000), HEyTOYHEHHOM YacTOTHI (4a¢TOoTa nellibker %ﬁ&%ﬁﬁ%@ﬁ%ﬁ%&é&%&mn

MMCIOLINXCS IAHHBIX ).

Opranbl 4 cucTeMbI [HoGounbIe 3pderThI

HNHudexnnoHHbie U Hevacmo: BarHadbHBIM KaHAWAO3 W KAaHOWOO3 CIHU3UCTOU
napa3utapHble 000JIOYKY TIOJIOCTH PTa

3a00JICBaHUS

Cucrema kposeTBopeHUs™ | Yacmo: TpoMOOIMTO3

Heyacmo: TpoMOOLUMTONICHHS, HEHTPOIICHUS, JICHKOIICHHUS,

303MHOPIITUS

Heymounennoii yacmomwi: arpanyIonuTo3™**, reMonuTadeckas

aHeMU* **
Hepshas cucrema Yacmo: rojsoBHas 00I1b
Heuacmo: Cy/I0poru, napecres3us, 00MOpOK™*,

TAUTIOIUHAUU **, nenpeccus™*, TpeBOXKHOCTH**, MOBBIIICHHAS

BO30yauMOCTh **, OeccoHHuIIa™*

Peoko: nenmpuit***

KenynouHo-KHIIEYHBIN Yacmo: TOWIHOTA, pPBOTA, AWapes, IOBBILIEHHE AKTHBHOCTH
TPaxT «IEYEHOYHBIX» TpaHCaMHUHa3, LIEJIOYHOU docdarassl,
JAKTAaTACTUAPOTEHA3bl W KOHIEHTpauuu OwimpyOuHa B

CBIBOPOTKE KPOBH

Heuacmo: 3anop™*, xomectaTHueckui renaTUT**, MOBBIIIEHHE

AKTHBHOCTH FaMMa-rHYTaMI/IHTpaHC(i)epaBbI

Heymounennoti yacmomei: TICEBJOMEMOPAHO3HBIN KOTUT***

Koxa u noaxoxuas Yacmo: ChIIb

KJI€TUYaTKa Heuacmo: KpalliBHHUIIA, KOXHBIN 3y

Heymounennoti vacmomoi: TOKCUYECKUM SNUAepMaNbHbBIN
Hekponuz™** cunapom Ctusenca-JxoHcoHna***,
MyJbTH(GOPMHAs 3puTeMa™™**  jekapcTBeHHAs peakLus C
s03uHOMINEH 1 cucteMubiMu cuMiitomamu (DRESS-
CHHIPOM)™**  O0CTpBII TeHepaTN30BaHHBIN YK3aHTCMATO3HBIH

MyCTyJie3™***

NmMmyHHas cucrema Ouenw pedxo: IPosSIBICHUS aHAPHUIAKCHI* ¥,

AQHTMOHEBPOTUYECKUI OTEK™**
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CNEPTHOMY OTYETY
b M2 JE_4::. N
Cepaeuno-cocyaucras Heuacmo: cepaeqnas Heﬁééﬁ*éim%bﬁ*’ﬁ,gclﬁﬁbﬁxé Eéf)ﬂ'rlré-’*‘*,

COOTBETCTEYET 3K

cucrema Taxukapausa®™*, Opanukapaus®*, nnpapkr muokapaa**,
CHIDKEHHE WJIM TOBBILIEHHE apTepuanbHoro aasiaeHus (AJ)**,

TpoMO0IMOOJIHS BETBEH JIErOUHOU apTepun™*

IToukn u MmoueBwIBOAsAIINE | Heuacmo: OBBIICHUE KOHLOCHTPALUU KPCATUHHHA B KPOBH,

nyTH MOBBILICHHE KOHLICHTPALIMK MOYEBUHEI B KPOBU
PecniupaTopHbIil TpakT Heuacmo: qucnHo»™*
[Mpoune Yacmo: MECTHBIC PEAKLIUU — BOCTIAIICHUE

Heyacmo: tpom060dIie6uT, 60JIb B MECTE BBEICHUS

*Coo0Imanoce 0 cilydasx MOJOXKHTEIbHON MpAMOH WM HempsiMod mpobsl KymoOca, a takke o
CIlydasx CHIKEHUS YaCTUYHOTO TPOMOOIIACTUHOBOTO BPEMEHHU.

** TIpUUMHHO-CIIC/ICTBEHHASI CBSI3b C IIPUEMOM MEpOIIEHEMA HE YCTaHOBJICHA.

[To6ounbie 3¢ deKTh HAOIIOATHCH B UCCIICIOBAHIH, BKIIIOYaBIIeM 2904 UMMYyHOKOMITCTEHTHOTO
B3POCJIOTO MalMeHTa, MoJyJariiero tepanuio MeporneHeMoM (500 mr wim 1000 Mr kaxapie 8
4yacoB) BciencTBue uHdekuii, He 3aTparuBatonmx [[HC. YV 36-Tu namueHToB Tepamusi Oblia
[IpEKpalleHa BCICACTBUEC HEXKEIATEIBHBIX SABICHUNH. B 5-TM ciaydasx HE HMCKIIOYEHA CBS3b
JETATBHOTO HWCX0/1a C NPOBOJAMMOM Tepamueir. Ha Qone TSKEIoro cocTosHUS NaIMeHTOB,
MHOTOUHCJIEHHBIX 3a00l€BaHMM M MHOXXECTBEHHOH COMYTCTBYIOLIEH Tepanmuul ApYyTrUMU
JIEKapCTBEHHBIMHU TIpenaparaMu, HE MPEeACTaBIAIOCh BO3MOXKHBIM CHIeJaThb BBIBOA O CBSI3U
110004HOTO 3P deKTa ¢ Tepanuei MEpOIICHEMOM.

*#% Tlo6ounble ¢ dEeKThI, UASHTU(GUIINPOBAHHBIC B TOCTPETUCTPAIIMOHHOM TIEPHO/IE.
Ilepexo3upoBka

Bo3MoxxHa cityuyaiiHas mepe1o3upoBKa BO BpeMs JIeUeHHs,, 0OCOOCHHO Y MallUEHTOB C HApYLIEeHHEM
GYHKITUH TOYEK.

JleueHnue B cimydae Mepepo3UpPOBKU JIOMKHO OBITH CUMIOTOMAaTH4YeckuM. B HOpMe mpoucxonut
ObICTpas ANMUMHUHALIKSA TIpenapara yepe3 Moukd. Y MalUeHTOB ¢ HapyIIeHUAMHU (YHKIMH MOYeK
remoauanus 3h$ekTUBHO yaaaseT MeporieHeM U ero MeTaboIuT.

B3aumojeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CPe/ICTBAMH

IIpoGeneny1 KOHKYpUPYET C MEPOIIEHEMOM 3a aKTHBHYIO KaHAJIBIIEBYIO CEKPEIMIO, UHTUONPYS
MOYCUHYIO KCKPCLHIO M BBI3bIBAS YBEIWYCHHUE IIEPHUOAA NOJIYBBIBEACHUS M KOHLICHTPALUU
MeporeHema B 1iazMe KposH. Tak kak 3()(peKTuBHOCTE U ANUTEIBLHOCTH ACHCTBHS MEPOIICHEMA,
BBOAMMOro 0e3 rmpoOeHenuaa, ABIA0TCA aeKBATHBIMU, COBMECTHOE BBE/ICHUE MPOOEHEIHA C
MEpPOINEHEMOM HE PEKOMEHyeTcs. Bo3MokHOE ielicTBHE MEpoNieHEMa Ha CTENEHb CBSI3U APYTHUX
penapaToB ¢ OeJIKaMH IUIa3Mbl KPOBHM MM METa0OJIM3M HE M3ydanoch. CBs3b MepoleHema ¢

Oenkamu 11a3Mbl KpoBU Hu3Kag (0xkomo 2 %), MODTOMY B3aMMOIEHCTBUSL C IPYTUMHU
) y Y
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COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 25.08.2023 N= 164398

]
npenapaTtaMy, OCHOBAHHOTO Ha MEXaHU3ME BBIT] scHeHus 13-Ge ko HHA3Mel, HE TpeAronareTcs.

CoBmecTHBIN IpUEM KapOarieHEMOB U IIPEHapaTOB BAILIPOCBON KHCIOTHI IPUBOAMI K CHHXKEHUIO
KOHLIEHTPALMHU BaJIbIIPOEBOM KHUCIIOTHI B I1azMe kpoBu Ha 60 — 100 % uepes 2 aus tepanuu. B
CBSI3U C OBICTPBIM U 3HAYUTENBHBIM CHIDKEHHEM KOHLIEHTPALUH BaJbIIPOEBOH KHUCIOTBHI HE
PEKOMEHYETCS COBMECTHBIN NPHEM MEPOIIEHEMA U IIPENapaToB BaJIbIIPOECBOH KHCIIOTHI.
IIpuMmeHneHne MepoIIeHEMa BO BpeMs IIpUeMa JPYI'uX IIPEnapaToB HE COIIPOBOXKIAIO0CH Pa3BUTHEM
HEOIaronpusTHEIX  (APMAKOIIOTUYCCKUX — B3aUMOZACHCTBUI. MccnenoBanusi 1O  HM3YYCHUIO
B3aMMOJICHCTBUSA MepoIleHeMa ¢ APYTUMH IpenapaTaMu (3a HUCKIIOUYEHHEM NpoOeHeunaa) He
IPOBOJMIIUCE.

HeoaHokpaTtHO CO00MIANOCE O CITy4asx yCUICHUS aHTHKOAryITHTHOTO (G deKTa Ipyu COBMECTHOM
[IpUEME HEIPSIMBIX AaHTHUKOAryJsHTOB (Hampumep, BapdapuHa) M aHTHOAKTEPHAILHBIX
npenapatoB. PHCK yCHIEHHMs aHTHKOAryJsHTHOrO 3(dekra MoxkeT 3aBHCETh OT Xapakrepa
UHOpEKIUM, Bo3pacTa W OOLIETO COCTOSHHUS TNAalMeHTa, T[O03TOMY OLIEHUTh BIMSHHE
aHTHUOAKTEPUAIBHOTO IIperapara Ha YBEJIMYEHHE MEXJYHapOJHOr0 HOPMaJIM30BaHHOTO
ornomienus (MHO) cioxno.

Bo BpeMs coOBMeCTHOrO MpreMa aHTHOAKTEPUAIBHOTO Mpenapara i HENpsAMOTO aHTHUKOATyJISIHTA
¥ HEKOTOpOE BpeMs MOCIIE €ro MpeKpalleHus peKoMeHayercs yacTolii Moautopunr MHO.
Oco0ble ykazanus

OmnbiTa IpUMEHEHUS IIperapara B [1e/IMaTPUUECKON IPAaKTHKE y IAIIMEHTOB ¢ HEUTPOIICHUEH WIIH
C NIEPBUYHBIM WM C BTOPUYHBIM UMMYHOIS(PUIIUTOM HET.

Kak u mpu HCHONb30BaHUM APYTUX aHTUOMOTHKOB, NIPH NMPUMEHEHUHU MEpOIleHEMa B pEeKHUME
MOHOTEpAIUH y NAIMEHTOB, HAXO/SIINUXCSA B KPUTUUECKOM COCTOSIHMM C BBISBICHHON HH(EKIHeH
HIDKHUX JIBIXaTeIbHbIX Ty TEeH, BBI3BAHHOM Pseudomonas aeruginosa Uiy Npy NOJI03PEHUH Ha Hee,
pPEKOMEHAYETCs PETYISIPHOE MPOBEAEHUE TECTAa HA UyBCTBUTEIBHOCTb.

Tsokenble KOXXHBIE HeXeTaTelbHble peakuud, Takue Kak cuHiapoM CrtueHca-/[)koHCOHa,
TOKCHUYECKHI dSMuJepMaibHBId HEKPOJU3, JIEKAPCTBEHHasl peaklus C D303MHOGUIMEH U
cucteMHbiMu  cupapomamu  (DRESS  cunapom), myasTHdOpMHAs dpuTeMa,  OCTPbI
ICHEPAIM30BAHHBIA 3K3aHTEMATO3HBIA ITyCTYJE3, HAOMIOJAINCh y TNALUCHTOB, HMOIYYAIOIIUX
Tepanuio MeporieHeMoM (cM. pazaen «lloGouHoe neiictBue»). B cirydae mosiBiIeHUs MPU3HAKOB U
CUMIITOMOB, CBUJIETENILCTBYIONINX O Pa3BUTHM YKA3aHHBIX PEaKIMH, clieAyeT He3aMeUTUTENbHO
OTMEHUTH TEPAIUIO0 MEPOMIEHEMOM U PACCMOTPETH AIbTEPHATUBHOE JICUCHHE.

B peaxux ciayvasix Npy IPUMEHEHUU MEPOICHEMA, KAK M [P IPUMEHEHUHU IIPAKTHUUYECKU BCEX
aHTHOMOTHKOB, HAONMIOJACTCST Pa3BHTHE IICEBIOMEMOPAHO3HOTO KOIHMTA, KOTOPBIH MOXKET
BapbUpPOBaTh MO TSHKECTH OT JETKMX A0 YIpOXKAIOIIMX KM3HU (opMm. BaxkHO mOMHHUTH 0O

BO3MOXXHOCTH Pa3BUTHUS NCEBJOMEMOPAHO3HOTO KOJIUTAa NPHU BO3HMKHOBEHUM AMAapeu Ha (oHe
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COOTBETCTBYET 3K

ot 25.08.2023

CNEPTHOMY OTYETY
o -08. N=16438
npuMeHeHus meporeHeMa. [lpu pa3Butuu 1mc B,HOMeM%Ia‘[ﬁ & %ostirrd Eéﬂbﬁygf' OTMEHUTH

MeponieHeM. [IpOoTHBOIIOKA3aHO INPUMEHEHHE I[IpenaparoB, TOPMO3SIUUX [IEPUCTAIBTUKY
KUILIEYHHKA.

Ha ¢one npumeneHus kapOarneHeMOB, B TOM 4YHCJe, MEPOIEHEMa, HEeYacTo COOOIIANoch O
BO3HHMKHOBEHUH cyaopor. Cieayer co0nogaTh OCTOPOKHOCTD TP NMPUMEHEHUH MepoIleHeMa y
HALUEHTOB CO CHUKEHHBIM IIOPOIOM CyHOPOKHON FOTOBHOCTH.

MmeroTest KIIMHUYECKHE M J1a00paTOpHBIC MPU3HAKKM IEPEKPECTHBIX AUICPTUUCCKUX PEaKLUi
MEXIYy AOpYyTUMH KapOarneHemMaMu M OeTa-NaKTaMHbIMH aHTHOMOTHKAMH, NMEHULWUIMHAMUA U
uedanocnopuHamu. ViMerotes peaxue cooOUIeHUs 0 Cilydasx peakluil MMIepyyBCTBUTENBHOCTH
(B ToM umciie, ¢ GararbHBIM HCXOIOM) MPHU HCIIOIB30BAHIUM MEPOIICHEMA, KaK U Apyrux Oera-
JaKTaMHBIX aHTHOMOTHKOB (cM. pazjyen «lloGounoe neiictBue»). Ilepen HawamoMm Teparuu
MEPONEHEMOM HEOOXOAMMO TLIATENBHO OINPOCHUTH MAalMeHTa, 00paTuB 0co00€ BHHUMAHUE Ha
peaKLMK TUIEepPYYBCTBUTENBHOCTH K OeTa-TaKTaMHbIM aHTHOMOTHKAaM B aHaMHe3e. MeponeHeM
JIOJDKEH IPUMEHATHCS C OCTOPOXKHOCTBIO Y IalIMEHTOB C YKa3aHUSIMU B aHaMHE3€ Ha peakluu
TUIIEPYYBCTBUTEIBLHOCTH K O€Ta-JIaKTaMHBIM aHTUOMOTHKAaM (T.e. K IIEHMLIMWUIMHAM U
uedanocnopuHaMm). Ecau Bo3HMKIA aniepruyeckas peakUusi Ha MepoIleHeM, TO HEeoOXOIUMO
IIPEKPATUTh BBEJEHUE NIpENapaTa v NPUHATh COOTBETCTBYIOLNE MEPHL.

IIpuMmeHeHne MepolleHeMa Y MAllMEHTOB C 3a00JIEBAHUSAMHU IICUCHU JIOJDKHO IIPOBOJMUTHCS I10/]
THIATEJIbHBIM KOHTPOJIEM aKTUBHOCTH TPaHCAMUHA3 U KOHIIEHTpaly OuiupyOuHa.

Kak u B ciayyae mNpuUMeHEHUs JpYrHX aHTHOMOTHUKOB, BO3MOXE€H H30BITOUHBIH pPOCT
HEUyBCTBUTENIBHBIX MUKPOOPTaHU3MOB, B CBS3H € YeM HEOOXOJUMO IOCTOSHHOE HAOII0ACHUE 3a
HAIUEHTOM.

PacnipocTpaneHHOCTh NPHOOPETEHHON aHTMOMOTHUKOPE3UCTEHTHOCTH Pa3InYHBIX BO30yauTENeH
MO’KET U3MEHATHCS B 3aBHCHUMOCTH OT PErMOHa U ¢ TEUEHHEM BPEMEHHU, )KENaTeNbHO HaIU4ue
aKTyalbHOH HH(pOpMALMK O PE3UCTEHTHOCTH PACHPOCTPAHEHHBIX BO30YIUTENEeH B KOHKPETHOM
perrnoHe, 0ocoOEHHO NpHU JICUCHNUHN TSKENbIX HHpEeKIuid. B ciydae, ecniu pe3sMcTeHTHOCTh TaKoBa,
470 3G (}EeKTHBHOCTH Mpenapara B OTHOIICHHH XOTA Obl HEKOTOPHIX MH(EKIHMH CTaHOBUTCSA
COMHUTEJIbHOH, ClIeAyeT [IPOKOHCYIbTUPOBATLCS Y IKCIEPTA.

He pexomenayercss COBMECTHBIN IIPUEM MEPOIICHEMA U IIPENAPATOB BaJIbIIPOCBOU KUCIIOTHI M3-3a
BO3MOXXHOT'O CHHKEHHSI KOHIIEHTPAIMH BalbIIPOEBOM KHUCIOTHI B CHIBOPOTKE KPOBU. Y HEKOTOPBIX
MAIlMEHTOB MOXET ObITh JOCTUIHYTA KOHIIGHTpAallMs HMXKE TeparneBTHUecKod (CM. pasjen
«B3aumozneiicTBrE C IpyrUMH JIEKAPCTBEHHBIMU CPEJCTBAMUIY ).

[Ipumenenne mnpemapata npu  HMHOEKUMAX, BBI3BAHHBIX  METHULMJUIMH-PE3UCTCHTHBIM
CTa(hUIOKOKKOM, HE PEKOMEH/YETCSl.

BconoMoratensHbIE BEIIECTBA
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
 o125082023N: 16498
JIaHHBIH TIpenapaT comepsKuT 2 MMoJIb (miu 45)1 mr) Hdﬂ)’ﬂ’ffg %:3'%%%I@QEJE&“—&%T&MB&E(HHH

90,2 mr) varpus B 1 r npenapara. Heo0xoaumMo y4uTHIBATH HAIUEHTAM, HAXOISIIUMCS Ha JUCTES
C OIpPaHUYECHHUEM IIOCTYIUICHUS HATPUS.

Buinsinue Ha c1IOCOOHOCTH YIPABJISTH TPAHCHOPTHBIMHU CPEACTBAMH, MEXaHU3MAMH

He npoBoauiocs nccnenoBaHuil BIMSHUS MEPONIEHEMA Ha CIIOCOOHOCTh YIIPaBIATh aBTOMOOMIEM
u apyroi texHukoi. TeM He MeHee, cieqyeT NpUHMMAaTb BO BHMMAHHE, 4TO IIPU IIPUEME
MEpOIICHEMa MOTYT HAOII0AATLCS TOJIOBHASL 00JIb, HAPECTE3HSI U CYIOPOTH.

®opma BBINIYCKA

[Topomok a1t IPUTOTOBIICHHS pacTBOPA U151 BHYTpUBeHHOTO BBeaeHus 0,5 r, 1,0 r.

Ilepsuunas ynakoeka 1ekapcmeenHo20 npenapama

ITo 0,5 1, 1,0 r npenapaTa B cTekisiHHbIE (i1akoHb! THIA | BMecTuMocThio oT 10 10 30 mut (0,5 1)
u or 20 mo 30 mx (1,0 T), TepMETHYHO YKYNOPEHHbIE PE3WHOBBIMH TIPOOKaMH, O0KaTHIMHU
AFOMUHUEBBIMU KOJIMAYKAMU C MPEAOXPAHUTENBHBIMU TJIACTMACCOBBIMH KPBIIIIEUKAMHU.

Ha xaxaplit (akoH HaKJIEMBAIOT JTUKETKM M3 OyMaru STUKETOYHOM WIM IIMCYEH, WIM U3
IIOJIMMEPHBIX MaTEPHAIIOB, CAMOKJIESIIIUECS.

Bmopuunas ynaxkoska nekapcmeeHnozo npenapama

Ilo 1 ¢nakoHy ¢ mpemaparoM BMECTE C UHCTPYKLMEH MO MPUMEHEHUIO MOMELIAIOT B MadKy U3
kapToHa. Ha nauky MO’KeT HaK/IeUBaTbCA CaMOKJIEANIASCS dTUKETKA ¢ MAPKUPOBKOM M3 Oymaru
STUKETOYHOW WM NUCYEH, MM U3 ITOJIMMEPHBIX MaTepuaaoB. JIONOIHUTEIBLHO HA I1AYKy MOTYT
HaKJIeUBaTh OJUH WU JBa MPO3pauHbIX (PUKCUPYIOIIUX CTHKEPA U3 MOJKMMEPHBIX MAaTepHaIOB.
[layky moMemaoT B IPYNIIOBYIO YIIAKOBKY.

ITo 5, 10, 15, 25 unu 50 ¢dnakoHOB ¢ mpenapaToM U BMECTE C MHCTPYKIMEH MO MPUMEHEHUIO
MOMENIAIOT B KOPOOKY C MEPEropoIKaMu U3 KapToHa /ISl MOTPEOUTENIbCKOM Tapel. Ha kopoOky u3
KapTOHa MOXXeT OBITh HakleeHa JTHKeTKa W3 OyMard JTUKETOYHOW WM MHCcUel WM U3
MOJIMMEPHBIX MaTEepHAllOB, caMOKJeslnyocs. JoMoMHUTeNbHO HA KOPOOKY M3 KapToHa MOTYT
HaKJIEUBaTh OJMH WU JIBa MPO3PAYHBIX (PUKCUPYIOIMIUX CTHKEPA U3 MOJUMEPHBIX MaTEpHAIOB.
Kopobky 13 kapToHa MOMEIIAIOT B IPYIIIOBYIO YIIAKOBKY.

ITo 5, 10, 15, 25 umu 50 ¢nakoHoB ¢ mpenapaToM M PaBHBIM KOJUYECTBOM WHCTPYKLHMH IO
IPUMCHEHHIO NOMEIIAI0T B KOPOOKY C IEPEropoIKaMu) U3 KapTOHA Ul MOTPEOUTEIECKOM Taphl
(st cranimoHapoB). Ha kopoOKy HaKJIEHBAIOT DTUKETKY U3 OyMaru dTUKCTOUHOMN WK MACUCH, NN
13 MOJUMEPHBIX MaTEPHUaIOB, CAaMOKIEANIy0cs. JJoMOITHNTENBHO Ha KOPOOKY U3 KapTOHA MOTYT
HAKJICUBATh OJUH HIIK [BA MPO3PAYHBIX (PUKCHPYIOIIHX CTHKEPA U3 MOJIMMEPHBIX MATCPUAIIOB.

KopoOku n3 kapToHa OMEMIAIOT B TPYIIIIOBYIO YIIAKOBKY.

YcioBusa XxpaHeHust
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COOTBETCTBYET 3KCNEPTHOMY OTHYETY
ot 25.08.2023 N= 164398

XpaHUTh B 3aIMIIEHHOM OT CBETA MECTE IPH T MriepaType ire Beiure 28 gl IBHOCTE 0002)

XpaHuTh B HEAOCTYITHOM TSI IETCH MECTE.

Cpoxk rognocT

4 ropa.

He npuMeHATs 0 HCTEUYEHUHN CPOKA TOJHOCTH.

Yci10BuS OTILYyCKA

OTmycKaroT 10 peLenTy.

IIpousBoauTeb

Poccuiickas @enepanus

AO «DapmacuHTe3»

Aopec npouzsodocmeennot niowaoku. r. Upkyrck, yi. P. JlrokcemOypr, 1. 184.
Buiajesen perucTpauiuoHHOIO y10CTOBEPEHUsI

Poccuiickas ®enepanys

AO «DapmacuHTE3»

FOpuouueckuii aopec: 664007, Vpkyrtckas o6i., r. UpkyTtck, yi. Kpacnorsapeiickas, . 23, oduc
3

Ten.: +7 (3952) 55-03-55

Anpec 3nekTpoHHO#M mouTsl: info@pharmasyntez.com

Opranuzanus, IPUHAMAKOLIAS NPETEeH3UH NoTpeduTeiei
Poccuiickas ®@enepanus

AO «PapmacuHTE3»

Aodpec: 664040, r. UpkyTck, yu. P. JltokcemOypr, 1. 184
Ten.: 8-800-100-15-50
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