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OBIIASA XAPAKTEPUCTUKA JIEKAPETBEHHOFO-HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Meponenem, 500 Mr, HOPOIIOK /Jisi IPUTOTOBJICHUS PAcTBOPA ISl BHYTPUBEHHOT'O BBEJICHUSI.

Meponenem, 1000 mMr, mOpOLIOK /17151 IPUTOTOBJIEHUS pacTBOpa JJIsl BHYTPUBEHHOT'O BBE/ICHUS.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB
JleiicTByto111ee BEIIECTBO: MEPOIIEHEMA TPUTHUIPAT.

MCDOHCHCM, 500 MI', HOPOIIOK AJIA IMPUTOTOBJICHUSA paCTBOPA AJIA BHYTPHUBCHHOI'O BBEACHUA

Kaxxapiii ¢urakon cogepkut 570 Mr MepornieHemMa Tpuruapara B nepecuere Ha mepornerem 500 mr.
BcnomoraTenbHbIe BElIeCTBA, HATUYME KOTOPHIX HA/I0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: HaTpui — 88,2 mr.

Meporenem, 1000 mr, TOPOIIOK JUISA IIPUTOTOBIIEHIS PACTBOPA JUISI BHYTPUBEHHOTO BBEACHUSI

Kaxnapiii ¢umakon comepxkut 1140 mMr meporneHema TpHUTHApATa B IMEpecUeTe HA MEPOICHEM
1000 mr.

BcnomoraTenbHble BElIeCTBa, HATUYME KOTOPHIX HA/I0 YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara: Hatpuil — 176,4 mr.

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
ITopomok a1t MPUTOTOBIIEHUS PACTBOPA JUUIsl BHYTPUBEHHOTO BBEICHUS

MGDOHGHGM, 500 MI', TOPOIIOK AJIA IMMPUTOTOBJICHUA paCTBOpa AJIs1 BHYTPUBCHHOI'O BBEACHHUA

[Toporok 6eoro uau 6€0To C )KEITOBATHIM OTTEHKOM IIBETA.

Meponenem, 1000 MT, HOPOIIOK JJIs MPUTOTOBIASHMS PACTBOPA JJI1 BHYTPUBESHHOTO BBEICHUS

HOpOIlIOK 0eJI0ro UiIu OCJIOro C JKEITOBAThIM OTTCHKOM OBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHUIO

Mepormnenem rmoka3aH K IPUMEHEHUIO Y B3pOCIBIX U IeTel B BO3pacTe oT 3 Mecs1eB 10 18 et npu
ciaenyromux — WHGEKIIMOHHO-BOCTIATUTEBHBIX ~ 3a00JI€BaHUM, BBI3BAHHBIX  OJHUM  WJIU
HECKOJBKMMHU YyBCTBUTCIIbHBIMU K MCPOIICHEMY B036YJII/ITCJ'I$IMI/IZ

- THEBMOHUHY, BKIIIOYasi HO30KOMHAaJIbHbIE ITHEBMOHUH;

- HH(EKIUN MOYEBBIBOISAIIECH CUCTEMBI;

- nH(eKK OPIOIIHOM MON0CTH;

- I/IH(l)GKHI/IOHHO'BOCHaJ'II/ITeJ'IBHI)Ie 3a00/1eBaHUs OpraHoB Majioro Tasa, TaKu€ Kak SHIOMCTPHT,
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- HH(EKIUHN KOXKH U €€ CTPYKTYD;
- MCHHUHTHUT;

- CETITUIIEMHUSL.

OMmnupryeckas Tepanusi B3pOCIbIX MAIEHTOB C MperoiaraeMoil nH}eKnuei ¢ cuMnToMamMu
(beOprIbHON HEUTPONCHUU B PEKUME MOHOTEpANHUH WM B KOMOWHAIIMH C MTPOTHBOBUPYCHBIMHU
WM TIPOTUBOTPHOKOBBIMHU IpenapaTaMu.

D¢ deKTHBHOCTH MEpOIICHEMA J0Ka3aHa KaK B PEXXMME MOHOTEPANHH, TaK U B KOMOWHAIIUU C
JIPYTUMU aHTUMUKPOOHBIMHU CPECTBAMH IIPU JICUCHUH TTOIUMHUKPOOHBIX MH(EKITHH.
[IpumeHeHrne MepornieHeMa BHYTPUBEHHO ObUIO A(PQPEKTHUBHBIM JJIS JICYCHUS MYKOBHCLUUI03a U
XPOHMYECKMX MH(EKIMH HWKHUX JBIXaTeNbHBIX MyTeH KaK B PEKMME MOHOTEpANHH, TaK M B
KOMOUHAIMK € APYTUMH aHTUOAKTEpUAIbHBIMU IpenaparaMu. DpaguKalus MUKPOOPraHU3MOB
He Bceraa Oblia MoITBepIK/ICHA.

4.2. Pe:kuM 103MPOBaHUS U CIOCO0 MPUMeEHEHHUs

PexxuM J103upoBanus

Jlo3a ¥ MPOJOIKUTENBHOCTh TEpaluu JOJKHBI YCTAaHABIUBATHCS B 3aBUCUMOCTH OT THUIA U
TSOKECTH MH(PEKIIUKA U COCTOSTHUS TIAIlUEHTA.

PexoMeHayr0TCs CIIEAYIONIME CYTOYHBIE T03bI:

500 Mr BHyTPHMBEHHO KaXJble 8 4acOB MPH JICUCHUU MHEBMOHHUH, HH(EKIMI MOYEBBIBOISIINX
MyTel, THHEKOIOTUYECKUX HH(EKIUH, TaKUX KaK SHIOMETPHUT, MHPEKIUI KOXKHU U CTPYKTYpP
KOXH;

1000 Mr BHYTpMBEHHO Ka)K]Ibl€ 8 4acOB MIPH JIEUEHUU HO30KOMHAJIbHON THEBMOHUH, IEPUTOHNUTA,
MOJI03PEHUH Ha OAKTEPUATbHYIO0 HH(PEKIINIO Y MAIIMEHTOB C CUMITOMAMH HEUTPOIIEHNH, a TAaKXKe
CENTUIICMHH.

[Ipu neueHnn MeHUHIUTa pekoMeHayemas 103a cocrapisier 2000 Mr kakible 8 4acos.

[Ipu neueHun HEKOTOPHIX WH(MEKIMH, B YACTHOCTH, BBI3BAHHBIX MEHEE YYBCTBUTEIbHBIMU
BO30ymuTessiMu (Takumu kak Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter spp.),
WIH TP OY€Hb TSDKENBIX MH(DEKIUsIX, pekoMeHayemas 1o3a coctaBiseT 10 2000 Mr kaxasie
8 uacos.

bezonacHocth mpuema 10361 2000 Mr B BUE OOTIOCHON WHBEKIIMHA HEIOCTATOYHO U3yYeHa.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmoi ¢ Hapywenuem hyHKkyuu novex
VY manMeHToB ¢ KIUPEHCOM KpeaTHMHWHA MeHee 51 MII/MHMH 1032 JOKHA OBITh yMEHbIIIEHA

CJIEYIOIIUM 00pa3oM:
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Kiaunpenc kpeaTuHnHa Ho3a YacToTa BBEACHUN
(M1/MUH) (Ha OCHOBE EIWHMIIBI J103bI

500 mr, 1000 mr, 2000 mr)
26-50 OJIHA €IMHHUILIA JIO3bI Kakiple 12 yacoB
10-25 0,5 equHUIIEL JO35I Kaxkple 12 yacoB
<10 0,5 equHUIIBI 7035 Kaxaple 24 daca

MeporieHeM  BBIBOAMTCS Tpu Temoamanuize u remodunbTpanumu. Ecmm  Tpebyercs
MPOJIOJDKUTENIBHOE JIeUeHUE TMpernapatoM MeporeHeMm, peKoMeHAyeTcs, 4ToObl mpemnapar (B
3aBUCUMOCTH OT THUINAa U TSHKECTH HWHGEKIMH) BBOJWICA IO 3aBEpUICHUH MPOIEAYPbI
reMOUalN3a, YTOObl BOCCTAHOBUTH 3 (HEKTUBHYIO KOHIIEHTPAIUIO B I1a3Me KPOBU.
B HacTos1ee BpeMs HeT JaHHBIX 00 OIbITe MPUMEHEHHUS MEPOTIeHEMa I BBEICHUS MAI[eHTaM,
HaXOJIAIMMCS Ha MEPUTOHEATHBHOM JTUATH3E.
THayuenmoi ¢ HapywieHuem yHKYuU neveHu
Y m[anuMeHToB C TNEYEHOYHOM HEJAOCTATOYHOCTHIO HET HEOOXOAWMOCTH KOPPEKIUU JI03bI
(cm. paznen 4.4).
THayuenmsr nodxcunozo 6ospacma
VY MOXWIIBIX MAIMEHTOB C HOPMAaJIbHON (DYyHKIMEH MOYEK WM KIMPEHCOM KpeaTuHHHA Oomee 50
MJI/MHUH He TpeOyeTcs KOPPEKIUU 035l

eTH
Jns nereir B Bo3pacte OT 3 MecsiueB 10 12 yieT pekoMeHayeMmas J103a JJisl BHYTPUBEHHOI'O
BBeeHHs cocTaBisieT 10-20 Mr/Kr kaxaple 8 4acoB B 3aBUCUMOCTH OT THIIA U TSKECTU UH(PEKIINH,
YYBCTBUTEIBHOCTH MATOT€HHOTO MUKPOOPraHU3Ma U COCTOSIHUS MAllMEHTA.
VY nereit maccoit Tena 6omee 50 Kr cieyeT UCMOoIb30BaTh JO3bI AJIs B3POCIbIX.
[Tpu MeHUHTHUTE peKOMeH1yeMast 103a cocTaBisieT 40 MI/Kr Kaxable 8 4acoB.
[Ipu neueHun HEKOTOPHIX WHEMEKIMH, B YACTHOCTH, BBI3BAHHBIX MEHEE UYBCTBUTEIbHBIMU
BO30ymuTessiMu (TakuMmu kKak Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter spp.),
WIM TPU OYEHb TSDKENBIX WHQPEKIUAX, PEKOMEHayemas mgo3a cocraBisieT g0 40 wr/kr
Ka)kJble 8 9acoB.
be3onacHocTh mpuema 10361 40 MT/KT B BUJIe OOJFOCHOW UHBEKITUN HEAOCTATOYHO U3yUYeHa.
Her omnbiTa npumeHeHwus npenapara y AeTeid ¢ HapylmeHusMA QYHKIUY TIeYeHU U MOYeK.

Cnooco0 nmpuMeHeHus

Meponenem i1 BHYTPUBEHHOI'O TIPUMEHEHMSI MOJKET BBOJWTHCS B BHJIE€ BHYTPUBEHHOU
00JI0CHOM MHBEKIINY B T€UEHHE HE MEHee 5 MUH, JIM0O0 B BUJI€ BHYTPUBEHHON UH(Y3UU B TEUEHUE

15-30 MUH; JJId pa3BCACHUS CICAYCT UCIIOJIB30BATh COOTBECTCTBYIOIINEC I/IH(i)YBI/IOHHBIe KHUAKOCTH.
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WHCTpyKIIMY IO IPUTOTOBIICHUIO JIEKAPCTBEHHOTO TipeHapaTta mepea IPIMCHCHICM CMV: B-Pas3zciic
6.6.

4.3. IlpoTUBONOKA3AHHS

— 'UnepuyBCTBUTEIBHOCTh K MEPOINECHEMY WM K JHOOMY M3 BCIIOMOTAaTElIbHBIX BEIIECTB,
MIEPEYUCIICHHBIX B pazzaene 6.1, uiu K Ipyrum mpenaparaM Ipymibl KapObarneHeMoB B aHAMHE3E.
— BeIpakeHHasi TUNEPUYYBCTBUTEIBLHOCTh (aHAQUIAKTHYECKHE PEAKIUH, TSKENIBIE KOXKHBIC
peakiuu) K JI000My aHTHOAKTEPHUATLHOMY CPEIICTBY, UMEIOIEMY OeTa-ITaKTaMHYIO CTPYKTYpPY
(T.€. K MCHUIIMILTHHAM WJIH 11 ajJoCcIiopuHam).

4.4. OcoOble yKka3aHHus ¥ MepPbI MPETOCTOPOKHOCTH NMPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

OpnHoBpeMeHHOE TPUMEHEHHE C MOTEHIIMAIbHO HEPPOTOKCUYHBIMHU MTpermapaTamH.
[Taruentam ¢ jkamo0aMu CO CTOPOHBI SKEITYJOYHO-KHILIIEYHOIO TpakTa (Auapesi), 0COOCHHO
CTpaJaoUIMM KOJIUTaMHU.

Oco0ble yKa3zauus

Kak u npu ucnonp30BaHUM IPYrHMX aHTUOMOTHUKOB, MPU MPUMEHEHUU MEPOIEHEMa B PEXHUME
MOHOTEPAINUHU Y MAIIUEHTOB, HAXOASIINXCS B KPUTHUECKOM COCTOSIHUY C BBISIBIICHHOM MH(bEKInen
HIDKHUX JIbIXaTeIbHBIX IyTeH, BRI3BaHHOM PSeudomonas aeruginosa wiu npu no103peHuH Ha Hee,
PEKOMEHAYETCs peryyIsipHOE NPOBEACHHUE TECTa Ha YyBCTBUTEIbHOCTb.

TsoKenple KOXKHBIE HEXKENATENIbHBIE DPEaKIUH, Takue Kak cuHapoMm CruseHca-/[)KOHCOHa,
TOKCHYECKUH SMHUIEepPMalbHbI HEKPOJIM3, JIEKapCTBEHHas peakuus ¢ HS03uMHOpMmInedl u
cucreMHbiMu  cuHapomamu  (DRESS-cunapom), wmynprudopmuas — sputema,  OCTpHIA
reHepaIM30BaHHbIA SK3aHTEMATO3HbIM MycTyle3, HAOMIOAANUCh y MAlUMEHTOB, MOIYyYarolIux
Tepanuio meporieHeMoM (cM. pasnen 4.8). B ciydae mosiBIeHUS NMPU3HAKOB U CHUMITOMOB,
CBUJETEJBCTBYIOIIMX O Pa3BUTHM YKa3aHHBIX PEAKLMH, CIEIyeT HE3aMENJIUTEIbHO OTMEHMTH
TEPANHI0 MEPOIIEHEMOM U PaCCMOTPETH aJIbTEPHATUBHOE JICUECHUE.

B peaxux cimyuasix npu IpUMEHEHHUU MEpOINeHeMa, KaK U IpU MPUMEHEHUH MPaKTUYECKH BCEX
AHTUOMOTHKOB, HAOJIIO/IaeTCsl Pa3BUTHE IICEBAOMEMOpPAHO3HOTO KOJUTA, KOTOPBIH MOXKET
BapbUpOBaTh MO TSHKECTU OT JIETKUX JI0 YTrPOXKAIOUMX >KU3HU (GopM. BakHO NMOMHHUTH O
BO3MOXKHOCTH Pa3BHUTHUS MCEBJIOMEMOPAHO3HOIO KOJMTA MPU BO3HUKHOBEHHUHU JUaper Ha (oHe
npuMeHeHus mnpenapata Meponenem. [Ipu pa3BuTHHM 1CeBIOMEMOPAHO3HOTO KOJUTA CIEAYET
OTMEHUTH npenapar. [IpoTuBonoka3zaHO MPUMEHEHUE MPENapaToB, TOPMO3AIIUX MEPUCTAIBTUKY
KHILIEYHHKA.

Ha ¢one npumeHenus kapOaneHeMOB, B TOM 4YHCIE, MEPOINEHEMa, HEYacTo COOOINaIoCh O
BO3HUKHOBEHUU cyaopor. CieayeTr coOaoaTh OCTOPOKHOCTh MpU MPUMEHEHUH MEpoIieHeMa y

NManucHTOB CO CHUXXCHHBIM ITOPOTOM Cy,[[OpO)KHOﬁ T'OTOBHOCTH.
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COOTEBETCTBYET ZKCNEPTHOMY OTUETY

HmeroTcs KIMHUYECKHE M J1a0OpaTOpHBIE NMPU3HAKI-TICPEKPCCTHBIX ~aTTCPTIYCCKIX —PCaKkit
MEXIy IPYyTMMH KapOarmeHemMamMu M OeTa-JTaKTaMHBIMH aHTUOMOTHKAMH, NMEHUIWUIMHAMH WU
nedanocnopuHamu. ViMerorcs peaxue cooOIIeHUs O Clydasx peakiuil TunepuyBCTBUTEILHOCTH
(B TOM uymcie, ¢ ¢aTalbHBIM UCXOAOM) IPU KCIIOJIIB30BAHUU MEpOIleHEeMa, Kak U Ipyrux Oera-
JAaKTAaMHBIX aHTUOMOTUKOB (cM. pazgen 4.8). Ilepen HayaloM Tepamuu MEPOTICHEMOM
HEOOXOMMO TINATENFHO OINPOCUTHh MAIMeHTa, oOpaTuB o0co0oe BHUMAaHHWE HA pPEAKUUU
TUIEPYYBCTBUTEIBLHOCTU K O€Ta-TaKTaMHBIM aHTUOMOTHKAM B aHAMHe3e.
MeporneHeM T0JIKEH IPUMEHATHCS C OCTOPOKHOCTBIO Y TALIMEHTOB C YKa3aHUSAMH B AHAMHE3€ Ha
PEaKIMU TUNIEPYYBCTBUTEIBLHOCTH K OeTa-IakTaMHBIM aHTUOMOTHKAM (T. €. K MEHUIMIIMHAM H
nedanocnopuHam). Ecinu Bo3HUKIIA ajulepruyeckas peaklus Ha MEpOIEHEM, TO HEOOXOIMMO
MPEKPaTUTh BBEICHHE IIpenapaTa v MPUHITh COOTBETCTBYIOLLINE MEPBI.
[Ipumenenue mpemapata MeporneHeM Yy TMAalKUEHTOB C 3a00J€BaHHUSIMH I€YEHU JIOJDKHO
IPOBOAMTHCA IO/ TIIATENbHBIM KOHTPOJIEM AaKTUBHOCTH TpaHCAMUHA3 U KOHIEHTpallUu
OwmpyOuHa.
Kak u B ciayyae mnpumMeHeHHS JpPYTrUX aHTHOMOTHKOB, BO3MOXEH H30BITOYHBIM POCT
HEYYBCTBUTEIbHBIX MUKPOOPTAHU3MOB, B CBSI3U C YeM HEOOXOIMMO MOCTOSIHHOE HAOI0IeHUE 32
HAlUEHTOM.
PacripocTpaHeHHOCTh MPUOOPETEHHON aHTHOMOTUKOPE3UCTCHTHOCTH Pa3IMYHbBIX BO30YyAUTEICH
MOJKET U3MEHATHCS B 3aBUCUMOCTH OT PETMOHA U C TEYEHHWEM BPEMEHHU, JKEJIATEIbHO HAINYNE
aKTyaJbHON MH(OpPMAIMK O PE3UCTEHTHOCTH PACHPOCTPAHEHHBIX BO30YIUTENEH B KOHKPETHOM
peruoHe, 0COOEHHO IMpH JICYEHUH TsDKEbIX MHpekuuid. B ciydae, ecinu pe3suCTEeHTHOCTh TaKOBa,
yTO 3((PEKTUBHOCTH IpernapaTa B OTHOUIEHMHM XOTS Obl HEKOTOPHIX HMH(EKIUIl CTaHOBUTCS
COMHUTEJILHOM, CJIEyeT NPOKOHCYJIBbTUPOBATHCS Y IKCIIEPTA.
He pexomeHnyeTcsi COBMECTHBIM IpHEM Ipenapara MepolneHeM M IpenapaTroB BallbIIPOEBOM
KHCJIOTBI M3-32 BO3MOJYKHOIO CHWKEHMSI KOHLIEHTPALlMM BaJbIIPOEBOM KHCIOTBHI B CBHIBOPOTKE
KpOBH. Y HEKOTOPBIX MAallMeHTOB MOXET ObITh JOCTUTHYTa KOHLEHTpalus HUXKe
TepaneBTUUYeCKou (cM. pazzaen 4.5).
[Ipumenenue mpemapata TNpu  HMH(PEKIUSAX, BBI3BAHHBIX  METHIIMJUTHH-PE3UCTEHTHBIM
CTa(pUIOKOKKOM, HE PEKOMEHTy€eTCSl.

eTH
OrnbITa IpUMEHEHUS ITpenapara B NeANaTPUIECKON NMPAKTHKE y MAl[UEHTOB C HEUTPOIIEHUEW UITN
C TMEPBUYHBIM WJIM BTOPUYHBIM UMMYHOJIE(PHUIIUTOM HET.

BcnomoraTensHbI€ BelllecTBa

B xaxngom ¢akoHe nekapcTBEHHOTO Tpenapara MeponeneM no3upoBkoi 500 Mr comepKuTcs

3,84 mmoub (niu 88,2 Mr) HaTpus, B KaxaoM ¢uiakoHe go3upoBkoit 1000 mr — 7,67 mmoinb (uiu
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176,4 mr) Hatpus. Heo0X0aMMO yUUTHIBATh MALCHTAM; HaXOASIHIMCS Ha AFICTC C OTPAHNICHICM
NOCTYIUIEHUS HATPHSL.

4.5. B3amMmopeiicTBHe ¢ [PYrMMH JIEKAPCTBEHHBIMH IIpenapaTamMM H JApyrue BH/AbI
B3aHNMOJAEeHCTBUSA

[TpobGenenu1 KOHKYpUPYET ¢ MEPOIIEHEMOM 3a aKTUBHYIO KaHAIIBLEBYIO CEKPELHI0, HHTHOUPYs
IIOYEYHYIO SKCKPELMIO U BbI3bIBAsl yBEIMUEHUE IEpHOJa IOJYBBIBEJEHUS W KOHLEHTpaLUU
MepornieHemMa B IutazMme. Tak Kak 3(G(eKTUBHOCTh U JJIUTEIBHOCTH JEHCTBHS MEpOIIeHEMa,
BBOAMMOr0 0e3 mpoOeHeIuaa, ABIsAI0TCA aeKBaTHBIMH, COBMECTHOE BBeJIeHHE MPOoOeHenua ¢
MEPONEHEMOM HE PEKOMEHYETCSl.

Bo3moxHoe nelficTBue MeponeHeMa Ha CTENEHb CBS3U APYTUX IpernapaTroB ¢ OelKamMH IUIa3Mbl
KPOBH WM MeTaboin3M He u3ydanoch. CBsi3p MeporieHeMa ¢ OelkaMy Mia3Mbl KPOBU HH3Kast
(oko50 2 %), m03TOMY B3aMMOCHCTBHSI C IPYTUMH MpenapaTaMi, OCHOBAHHOTO Ha MEXaHU3Me
BBITECHEHUS U3 CBSI3U C O€JIKaMM I1J1a3Mbl, HE IIPEII0JIaraeTcs.

CoBMecTHBIN TpueM KapOareHeMoB U [IPernapaToB BaIbIIPOEBON KUCIIOTHI IPUBOINI K CHUKEHHUIO
KOHLICHTpAllUK BaJIbIIPOEBOM KHUCIOTHI B mia3me kpoBu Ha 60-100 % uepe3 2 nus tepanuu. B
CBS3M C OBICTPBHIM M 3HAYUTENIBHBIM CHU)KCHHEM KOHIIGHTPAIlMM BaJIbIIPOCBOM KHCIOTHI HE
PEKOMEH/1yeTCsl COBMECTHBIN ITPHUEM MEPOIIEHEMA U MPENapaToOB BalIbIIPOEBONM KUCIOTHI.
[TpumeHeHne MeporieHeMa BO BpeMs IipreMa Ipyrux MpenapaTroB HE COMPOBOXKIAI0CH Pa3BUTHEM
HEONMaronpusaTHBIX  (apMaKOJIOTHYECKHX B3auMoJeicTBuil. lccrnenoBaHus 1O M3YUYEHHIO
B3aMMOJICHCTBHS MEpoINeHeMa C APYTMMHU TpenaparaMu (3a HCKIIOUEHHEM MpoOeHelua) He
IPOBOAMIIUCE.

HeomanoxpaTHO cOO0IIAIOCH O CITyYasiX yCHJICHHs] aHTUKOATYJITHTHOTO () (eKTa npru COBMECTHOM
IpUEME HEMNpsIMbIX AaHTUKOAryJsHTOB (Hampumep, BapdapuHa) M aHTHOAKTEPHATBHBIX
npemnapaToB. PUCK ycHIEHUS aHTUKOAryJIsSHTHOTO 3(deKkTa MOXKET 3aBHUCETh OT XapakTepa
uH(pEeKInU, BO3pacTa U OOMIETO COCTOSHUS TMAallMeHTa, I[I03TOMY OILIGHUTh BIIHUSHUE
aHTHOAKTEpUAIbHOIO IIpernapaTa Ha YBEJIWYEHHE MEXIYHApOJHOTO HOPMAIN30BAHHOTO
otnoumenust (MHO) cioxHo.

Bo Bpemsi coBMECTHOTO mpremMa aHTHOAKTEpUAIBHOTO MIpernapaTa U HEMPSIMOTO aHTUKOAryJIsTHTa
Y HEKOTOPOE BpPEMsI IIOCIIE €r0 MPEKPALEHUs] peKoMeHayeTcs yacTelii MoHuTopuHr MHO.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALUSA

bepeMeHHOCTB

Bbe3onacHOCTh NMpHMEHEHHs] MEpOoIleHeMa y JKEHIIWH BO BpeMsi OEpEeMEHHOCTH HE H3y4alach.
HccrnenoBanusi Ha >KMBOTHBIX HE TMOKa3alM KaKUX-THOO HeOIarompusTHeIX 3(QexToB Ha
Pa3BUBAIOIIMIICS TLTO/.

MeponeHem He TOJIKEH MPUMEHSITHCS BO BpeMsi 0epeMEHHOCTH, 32 UCKITIOYEHHEM CITydaeB, KOraa
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MNOTCHIUAJILHOC MPCUMYIICCTBO IAJII MaTCpU OT'CFﬁ—H'pWCHCfHﬂ—H'p'CB'BHﬂ'aCT—BﬁSMWKnplﬁ PHCK

JUTs TUTOo/1a. B Kax oM cirydae mpenapar JoJKeH IPUMEHSThCS O] CTPOTUM Ha0JII0ICHUEM Bpayda.
JlakTamus

[TomyuyeHsl gaHHBIE O BBIACICHHH MEPOIICHEMa C TPYAHBIM MOJIOKOM. MeporeHeM He JI0JDKEH
MPUMEHATHCST B TEPHUOJI TPYJHOTO BCKapMIIMBaHUS, 32 MCKIIOYECHHUEM TEX CIIy4yaeB, Korja
MOTEHIIMATBHOE MIPEUMYIIIECTBO JJIsl MATEPU OT MIPUMEHEHHUSI Mpernapara MpeBhIIIacT BO3MOKHbBIN
puck s pebeHka. OIEHUB NPEUMMYIIECTBO IS MAaTe€pH, CICAyeT NPHHATh PEIICHHUE O
MIPEKpaICHUH TPYAHOTO0 BCKapMIIMBAHUs JTU00 00 OTMEHE Ipernapara.

4.7. BuusiHde Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CPeACTBAMH M PadoTaTh C
MeXaHHu3MaMH

He npoBoauiiocs nccienoBaHuil BIUSHUS MepOIieHeMa Ha CIIOCOOHOCTD YIIPABIISTh aBTOMOOHIIEM
u Apyroil TexHukod. Tem He MeHee, ciieyeT NMPUHUMATh BO BHHMAaHHE, YTO MpPH MpUEME
MepoIieHeMa MOTYT HaOJt01aThCsl TOJIOBHAS 00JIb, MTAPECTe3us U CYI0POTH.

4.8. HexenarejibHbIE peaKINU

Pesrome mpoduiist 0e3onacHOCTH

B menom wmeporeHeM XapaKTepH3yeTcsi XOpOIled IepeHOCUMOCThI0. B pemkux cimydasx
HCXKCJIATCIbHBIC PCAKIIUN TPUBOAWIIM K OTMCHEC TCpalluu. Cepbe?;HI)Ie HCKCJIATCIIBHBIC PCAKIINH
penKu.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YacToTa pa3BUTHs HEKENIATEIBHBIX PEaKIIUi MOCIIe IPUMEHEHHUS ITperapara KiaccuuIlMpoBaHa
10 CHCTEMHO-OPTaHHBIM KJIACCaM B COOTBETCTBUH CO CJIOBApeM Uil PETYJISPHON eI TebHOCTH
MedDRA ¢ yka3aHuMeM 4acTOTbl MUX BO3HMKHOBEHHS, COTJIaCHO peKkoMeHAauusM BcemupHoi
Opranmsanuu 3apaBooxpanerus (BO3): ouens yvacto (> 1/10); gacro (> 1/100, vo < 1/10);
Heyacto (> 1/1000, Ho < 1/100); peaxo (> 1/10 000, Ho < 1/1000); ouens pemxo (< 1/10 000),

JaCcTOTa HCU3BCCTHA (Ha OCHOBAHHWHU UMCHOIIUXCS OJAaHHBIX OICHUTDH HCB03MO)KHO).

CHCTCMHO-OpFaHHLIﬁ KJ1accC HexenaTeabHble PC€aAKIHH

HHQ()@KL}MM u uHeasuu Heuacmo: BaruHalbHBIM KaHAWI03 U KaHAWA03 CIM3HUCTOMH

000JI0YKHU TIOJOCTH PTA.

Hapywenus co cmoponwl kposu | Yacmo: TpoMOOIIHTO3.

u aumepamuyeckou cucmemvr™ | Heuacmo: TpOMOOUMTOIIEHUS, HEHTPOIIEHUS, JIEHKOTICHNS,
HO3MHO(UITHSL.

Ouenb peoxo: MUM(POLUTOTICHUSI.

Yacmoma Heu3eecmHa: arpaHyJoMHUTO3***,

TEMOJINTHYECKAS aHEMMUS ***,




COQOTBETCTEYET JKCMNEPTHOMY OTYETY
ot 26.01.2026 N= 1150 8

(NOCNEAOBATENEHOCTE Q008

Hapywenus  co  cmopouwt | Yacmo: TonoBHas 6076:

HEepBHOU CUCmeMbl Heuacmo: Cy/10pOrH, rnapecres3us, 00OMOpOK™*,
raJTIoLHALAN ¥ *, Jlerpeccus ™, TPEBOKHOCTH**,
MOBBIIICHHAS BO30YIUMOCTh**, GeccoOHHMIa™**.
Peoxo: nemupuit***,

Hapywenus  co  cmoponwl | Ouenv peoko: hpotododus.

opeaHa 3peHus

JKenyoouno-kuwieunvie

HapyweHus

Yacmo: TOIIHOTA, pBOTA, AUAPCA, MMOBBINICHUC AKTUBHOCTH

«TEYCHOUHBIX» TpaHCAaMHMHA3, MIETOYHOH  Qocdartassl,
JAaKTaTACTHAPOreHa3bl W KOHLEHTpAlMU OWIMpyOuHa B
CBIBOPOTKE KPOBH.

Heuacmo:  3amop**,  xomecraTH4ecKWii  remaTht™*,
MOBBIIICHUE aKTUBHOCTH raMMa-IITyTaMiITpaHchepassbl.

Yacmoma Heuzgecmua. ICEBIOMEMOPAHO3HBIA KOTUT***,

Hapywesz CO CIMOPOHbBL KOISHCU

U NOOKOIICHBIX MKAHel

Yacmo: ChbIIb.
Heuacmo: kpanuBHUIA, KOKHBIN 3Y/I.
TOKCUYECKHUU

Yacmoma Heuszsecmua: BHHI[epMaJH)HI)If/i

HEKpONMU3™**, CHUHIPOM CruBeHnca-J[>koHCOHA™ **,
MyJIbTH(QOpPMHas spuTeMa™**  jekapcTBeHHas peakuus C

so3uHOUIMe ¥ cuctemMHbIMH cumnrtomamu (DRESS-

CHHJIPOM ) **%*, OCTpBIN reHepaIn30BaHHbIN
HK3aHTEMATO3HBIN MyCTyIe3***,
Hapywenuss  co  cmoponwvl | Ouens peoko: IIPOSIBJICHUS aHaumakcuu™**,
UMMYHHOU CUCmeMbl AHTUOHEBPOTUUYECKHM OTEK™**,
Hapywenus  co  cmoponvl | Hewacmo: cepiedHas HEIOCTaTOYHOCTH**,  OocTaHOBKa
cepoya cepaua*™*,  rtaxukapaua®**, Opagukapaus**,  uHapKT
MUOKapaa™*.
Hapywenus  co  cmoponvl | Hewacmo: CHWKEHHE WM TIOBBIICHHE apTEPUATBHOTO

cocy008

nmasiaenust (AJl)**, TpomOoSMOOnMsS BETBEH JIETOYHOM

aprepun™®*.

HapymeHu}z CO CMOPOHbL NOYEK

U MOYeBbl8OOAWUX nymell

Heuacmo: noBblllIeHUE KOHIIEHTPAIIMN KPEaTHHUHA B KPOBH,

IMOBBIIICHUEC KOHOCHTPAIUH MOYCBUHBI B KPOBHU.

Hapywenuss  co  cmoponwi

ObIXamenbHOl cucmemol,

Heuacmo: nucrHod**.
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Op2amHo8 2pyoHOU KIemKu U

cpedocmeniist

061/14146 HApyuweHus u peakyuu 6 Yacmo: MeCTHBIE PCaKru - BOCIIAJICHUC.

Mecme 66e0eHuUs Heuacmo: Tpom60¢ne6uT, 6016 B MECTE BBEACHUS.

*Co00Imanocs 0 CiyJasx ITOJOXUTEIFHOH NpsIMOH MK HenpsiMol mpoOsl KymOGca, a Taoke 0 Cilydasx CHIDKEHUsSI 9aCTUYHOTO
TPOMOOIIIIACTHHOBOTO BPEMEHH.

**[IpUuMHHO-CIIEACTBEHHAS CBA3b C MIPUEMOM MepoIieHeMa He ycraHoBieHa. [lo6ounble 3(heKxThr HabMoIaMy B NCCIIEI0BaHN,
BKIOYaBIeM 2904 NMMYHOKOMIETEHTHOTO B3pOCIIOTO IAI[MEHTa, TTOJydaBIIero Tepamnuio MepornesemMoM (500 mr wmm 1000 mr
Kaxasle 8 1) BcreacTsue nHdeknuil, He 3arparusaromux [IHC. ¥V 36-Tu mauueHTOB Tepamus Obula IpeKpalieHa BCIeICTBHE
HE)KeNaTebHBIX ABJICHUH. B 5-TH cilyyasx He HCKITIOUEHA CBSI3b JETAIFHOTO HCX0/1a ¢ MpoBoAUMOM Tepanueil. Ha ¢poHne Tsokenoro
COCTOSIHUSI TALlIEHTOB, MHOTOUHCIICHHBIX 3200JI€BaHNI1 1 MHO)KECTBEHHOH COIYTCTBYIOILEH Tepauy IPYTHMH JIEKapCTBEHHBIMU
npenapaTaMH, He IIPEACTABISUIOCH BO3MOXKHBIM CIETaTh BBIBO O CBS3H IMOOOYHOTO 3(deKTa ¢ Teparnueid MeporneHeMOM.

***[Tobounsre 3(h(eKThI, HACHTH(GUIPOBAHHBIC B TIOCTPETUCTPALMOHHOM MIEPUOIE.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX I0Clie PETUCTpalluu
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCreYeHNs HEeMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«TO0JIb3a — PHUCK» JIEKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIyEeTCs
coo0IaTe O JIIOOBIX TMOJ03PEBACMbIX HEXKENATEIbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIaTeNbHBIX PEaKIHIX TOCyAapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOTr0 COI03a.

Poccuiickaa ®@eoepayus

®OenepanbHas ciyx0a 1Mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBruanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miomaab, 1oM 4, ctp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru
Pecnyonuxa Kazaxcman

PI'TI Ha IIBX «HauuoHanbHBIA LEHTP 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB U MEIULMHCKUX
u3nenuity Komurera MeaMuumHCKOro U ¢apMaleBTUYECKOro KOHTpoJist MuHHCTepcTBa
3npaBooxpanenus Pecnyonmku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. Mmanosa, 13 (BL] «Hypcayner 2»)
Tenedon: +7 7172 78-99-11

OnektpoHHas nouta: farm@dari.kz

www.ndda.kz

Kuipavisckas Pecnyonuxa
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I[eHapTaMeHT JICKApCTBCHHBIX CPCACTB U MCAMOUHCRKIX uo/_u,uyua apm }V{Ylnlﬂblbl_}blbb
3npaBooxpanenus Keiproizckoi PecriyOnuku.

Anpec: 720044, r. bumikek, yi. 3-a JIuaus, 25
Tenedon: +996 312 21-92-78
OnektponHas noura: dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3npoBka

Bo3moxkna ciydaiiHas mepeno3MpoBKa BO BpeMs JIEYEHUS, OCOOCHHO Yy TAlUCHTOB C
HapynieHueM (YHKIIUH HOYeK.

Jleuenne B citydae MepeIo3uPOBKU JOJDKHO OBITh CHMITOMAaTHYECKHUM. B HOpMe mpoucxoaut
ObICTpas SIMMHHALIUS TIpernapara yepe3 MouKu. Y MaleHTOB C HapyIICHUSIMH (PYHKIIUH TTOYEK

réeMmoauajini 3(1)(1)6KTI/IBHO YAAJIACT MEPOIICHEM U €TI0 METa0O0IHT.

5. DPAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

dapmakoTepaneBTHUECKasi TIpylna: aHTHOAKTEpUalbHbIE CpPEACTBA CHUCTEMHOIO JeHCTBHUSA;
npyrue OeTa-1akTaMHble aHTUOAKTepUalIbHbIE CPEACTBA; KapOareHeMBI.

Kox ATX: JO1DHO02.

Mexanusm neficTBus

MepornieHeM — aHTHOMOTHK KJjlacca KapOarneHeMOB, NpeJHa3HayeH /s MapeHTepaIbHOTro
IPUMEHEHHsI, OTHOCUTENIBHO ycToitunB K auruaponentuiaze-1 (AI'TI-1) yenoseka, He TpeOyer
JIOTIOJTHUTENIBHOT 0 BBeieHus: uHruoutopa JAI'TI-1.

MeponieHeM OKa3bIBaeT OAKTEPUIIMIHOE JIEUCTBHE 3a CUET BO3JCHCTBUS HA CUHTE3 KJICTOYHOM
cTeHKu Oaktepuil. Boicokas OakTepuIiHas aKTUBHOCTh MEPOIIEHEMa B OTHOILLIEHUH LIUPOKOTO
CHEKTpa a3pOOHBIX U aHAIPOOHBIX OaKTepuil 0OBACHSIETCSA BHICOKOM CITIOCOOHOCTBIO MEpOIIEHEMa
NPOHMKAaTh 4Yepe3 KIETOYHYI0 CTEHKY OakTepui, BBICOKHM YPOBHEM CTaOWJIBHOCTH K
OonpmIMHCTBY ~ OeTa-makrama3 M 3HAYUTENbHOM  ad(UHHOCTBIO K Pa3IMYHBIM
neHuiuMHeBs3bBatonM Oenkam (IICH). MunumanbHble OakTepuULUIHBIE KOHIEHTpPALUU
(MBK) 00bruHO Takue ke, Kak 1 MUHIMallbHbIe HHTHOUpyomue konteHTpanuu (MUK). Jlns 76
% mpoTecTUpoBaHHBIX BUAOB OakTepuii cootHomenne MBK/MUK 6p110 2 unu mMenbie. TecTb
in  Vitro TOKa3pIBalOT, YTO MEPOICHEM JEHCTBYeT CHHEPreTHYEeCKH C pa3IMYHBIMU
anTHOnoTHKamMu. B Tectax in Vvitro m in VIVO moka3aHO, YTO MeporeHeM o0Oagaer

MOCTAaHTUOMOTHIECKUM (P PeKTOoM.
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Mukpoopranu3Mel MOTYT 00JIaZiaTh OJTHUM I

OUVURUJIDRMIMIIT YIS HIVPUAMIUIIVHODIA - MUAAIISMUD

PE3UCTEHTHOCTH K  MEpONEHEMY: HapylIeHHWE MPOHUIAEMOCTH  KJIETOYHOM  CTEHKHU
rpaMOTpPULIATENIbHBIX OaKTepuil M3-3a HApYILICHHsS] CHHTE3a IMyPUHOB; YMEHBIICHHE CPOJACTBA K
uenesbM [1CB; akTuBanus mexanuzMoB 3¢ dirokca; npoayKuus 0eTa-l1akraMas, Mo AelCTBUEM
KOTOPBIX TPOUCXOUT THIPOIU3 KapOareHeMOB.

EnuncTBEeHHBIE pEKOMEH/IyEeMbIE KPUTEPUH YyBCTBUTEILHOCTH K MEPOIIEHEMY OCHOBBIBAIOTCS Ha
(dbapMakOKMHETHKE Iperapara U Ha KOPPeJsilii KIMHUYECKUX U MUKPOOMOJIOTHYECKUX JTaHHBIX

— nquameTp 3086l 1 MUK, onpenenseMpIx 1Ji1 COOTBETCTBYIOITUX BO30YIUTEICH.

Kareropusi Bo30yaurens JAuametp 30HBI (MM)

UyBCTBUTEIBHBIN > 14
[IpomexxyTouHbIN or 12 no 13
Pe3ucrenTHEIN <11

B cnenyromieit Tabiuie npuBenensl npunsTeie B EBpomneiickom coroze (EC) moporossie 3HaUeHUS

MUK MCpPOIICHEMA B OTHOLICHHU PaA3JIMYHBIX 6aKTepI/IaJ'IbHBIX IIaTOIrCHOB B KIHMHHUYCCKHUX

YCIIOBUAX:
IIaTorenst YyBCcTBUTEIBHOCTH (MI/71) | Pe3ucTeHTHOCTH
(mr/a)

Enterobacteriaceae <2 > 8
Pseudomonas <2 > 8
Acinetobacter <2 >8
Streptococcus rpynn A, B, C, G <2 >2
Streptococcus pneumoniae? <2 >2

Jlpyrue cTpenToOKOKKH 2 2

Enterococcus® - -

Staphylococcus? 3aBHCHT  OT  HAIWYMs  YYBCTBUTEIBHOCTH K
METHILUIHHY

Haemophilus influenzae!, Moraxella | <2 >2

catarrhalis

Neisseria meningitidis®® <0,25 > 0,25

['pammionoxuTenbHbIE aHAIPOOBI <2 >8

I'pamoTpuaTeTbHBIE aHAPOOBI <2 >8

Hecnenmguueckne nmoporosele | <2 >8

3HaveHus"

Mopor uyecTBUTENBEHOCTH 715 Streptococcus pneumoniae u Haemophilus influenzae npu menunrute - 0,25 mr/m.

2 [Itammel, juist KoTopbix MUK BBINIE MOpPOTa YyBCTBUTENLHOCTH, PEIKH WM HE BHISABJISAIOTCS B HACTOSIIEE BPEMSI.
Ipu BeIsiBIEeHMU Takoro mramMma TecT Ha MUK mpoBomuTcsi MOBTOPHO, NPH MOATBEPIKACHUH Pe3yibTaTa [ITAMM
OTIPABIISAIOT B CIIPABOYHYIO JTAGOPATOPHIO, & MITAMM CYHTACTCS PE3UCTEHTHBIM 10 TIOMYYCHHUS MMOTBEPIKICHHOTO
KIMHAYECKOTO 3((heKTa OTHOCUTEIHHO HETO.

8 3HaquI/IH, HCII0JIB3YEMBIC TOJIBKO IMPHU MEHUHTUTE.
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ydera crieruduxu pacnpeneneHnst MUK KOHKpETHBIX TaTOTEHOB.

€CT YYBCTBUTCILHOCTH HE PEKOMEHIOBAH, IIOCKOJIbKY JaHHBIM BO30YIUTE/Ib HE SBJISCTCS ONTUMAaIbHOM HEIbIO IS
5 T s 0

MepoIieHeMa.

I‘I}/BCTBI/ITCJ’ILHOCTI) K MEPOIICHEMY AO0JIKHa OIMPCACIATHECA C IIOMOIIBIO CTaHAAPTHBIX MCTOOB.

HHTepHpeTaHI/Iﬂ PE3YIbTATOB AOJDKHA BBIIIOJHATBECA B COOTBETCTBHM C  JIOKAJIBHBIMH

PYKOBOJACTBaMHU.

DddexTuBHOCTh Mpenapara B OTHOIICHUH MMAaTOTCHOB, MEPEYHCICHHBIX HUXKE, MOATBEPKIICHA

OIIBITOM KIMHHUYECKOI'O IIPUMCHCHHUA U PYKOBOJACTBAMMU I10 aHTI/I6aKTCpI/IaJ'IBHOI71 TEpaInu:

IlaToreHsl, YyBCTBUTEILHEIC K MEPOIICHEMY:

I pamnonoorcumensvvie Cl3l706bl N

Enterococcus faecalis?!

Staphylococcus aureus (MeTHITMIINH-UYBCTBUTENbHEII )2

Pon Staphylococcus (MeTuiminH-4yBCTBUTENBHBIN ), BKIto4as Staphylococcus epidermidis

Streptococcus agalactiae epynner B

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

Streptococcus pneumoniae
Streptococcus pyogenes epynnot A

I'pamompuyamenvhsie a3l?06bl:

Citrobacter freundii
Citrobacter koseri
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Morganella morganii
Neisseria meningitidis
Proteus mirabilis
Proteus vulgaris
Serratia marcescens

I pamnonoorcumenvuvie aHa3D06bl .

Clostridium perfringens

Peptoniphilus asaccharolyticus




COOTBETCTBYET 2K
oT 26.01.2026 N2 1150 13

(NMOCNEOQCBATENEHOCTE 0008)

CMNEPTHOMY OTUETY

Pon Peptostreptococcus (sxrrouas P. micros, P.'anaerobius;P-magnus)

I pamompuyamenvhsie CZH613p06bl .

Bacteroides caccae
Bacteroides fragilis
Prevotella bivia
Prevotella disiens

IlaTorensl, s KOTOPBIX aKTyaIbHA HDO6J’ICM3 HDHO6DCT€HHOI>'I PE3UCTCHTHOCTH.

I pamnonoorcumenvuvie 09D06bl N

Enterococcus faecium?!

I pamompuyamenvhsie 613p06bl.'

Pon Acinetobacter
Burkholderia cepacia
Pseudomonas aeruginosa

[TaTorensl, 00JaIA0IINE TPUPOIHON PE3IUCTEHTHOCTRIO:

FDCIMOMDMMame]Zbele a3p06bl N

Stenotrophomonas maltophilia
Legionella spp.

Jlpyaue 86036youmeni:

Chlamydophila pneumoniae
Chlamydophila psittaci
Coxiella burnetii

Mycoplasma pneumoniae

1 BosGynurenu, 061aiaronme NpoMeXyTOUHOM 1yBCTBUTENBHOCTBIO.

2 Bcee MCTHUHUJUINH-PE3UCTCHTHBIC CTa(i)I/IJ'IOKOKKI/I PE3UCTECHTHBI K MEPOIICHEMY .

5.2. apmakoKuHEeTHYeCKHUE CBOHCTBA

AOcopOuus

BuyTtpuBenHoe BBeneHue B TeueHrne 30 MUH MepoIieHeMa 3J0POBBIM JJOOPOBOJIBIIAM MPUBOIUT K
MaKCHMaJIbHOW KOHIIEHTPAIIMU B TUIa3Me KPOBH paBHOM mpumepHo 11 Mkr/mu amns no3st 250 wr,
23 Mxr/mn g 10361 500 mr u 49 mxr/mut st 1o3sl 1000 mr.

Opnako, B OTHOIIEHHMHM MakcUMalbHOM  KOHUEHTpauuu (Cmax) ¢ IUIOW@AM  TOJ
(dbapMakOKMHETHUECKON  KpuBOMl  «koHueHTpauus-BpeMs» (AUC) Her  abcomroTHOU
(bapMaKOKMHETHUECKON MPOMOPIHUOHAIEHON 3aBUCUMOCTH OT BBEIEHHOW 103bl. OTMeueHO
yMEHBIIIEHNE TIa3MEeHHOT0 KimpeHca ¢ 287 1o 205 mu/mun aiis 103 ot 250 mr g0 2000 mr.
BryTpuBeHHast 60110CHasT UHBEKIMS MEPOTIEHEMa 3I0POBBIM JI0OPOBOJIBIIAM B TE€YCHHE 5 MUH

MMPUBOJUT K MaKCHMaJIbHOM KOHIOCHTpAIlUH B IIJIa3MC, paBHOﬁ IpHUMEPHO 52 MKr/min I 1O3bI
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500 mr u 112 mkr/mi - gast 10361 1000 wmr.
Uepes 6 yacoB mocie BHYTPUBEHHOro BBeJeHUs 500 Mr KOHIIEHTpalus MEpOIeHEMa B IJIa3Me
KPOBH CHIIKAETCS J10 3HAUeHUN | MKI/MJI U HUXKE.

[Ipomniennas (mo 3-x yacoB) MHGY3us KapOareHEMOB MOXKET MPUBECTH K ONTUMH3ALUU HX
(apMaKOKMHETHYECKHX U (hapMaKoIMHAMUYECKHX mapaMeTpoB. [Ipu crangapTHoit 30-MuHYTHOU
UHQY3UH y 30pOBBIX 00poBOJbIEeB ABYX 103 500 mr u 2000 mMr kaxaple 8 yacoB 3HAYCHHE
%T>MUK (cooTHOUIEHHME MeXAy TI[EpUOIOM BpEMEHH, KOI/a KOHIEHTpalusl Ipenapara
npesbimraer MUK, u untepBanom pozupoBanus; MUK=4 MKr/mir) cocTaBHIO COOTBETCTBEHHO
30 % u 58 %. IIpu BBeneHnH JOOPOBOIBLIAM TEX XKE 03 METOIOM 3-4acoBOi HH(Y3UH Kax/ble 8
yacoB mokazaresib % T>MUK ysenuuuincs no 43 % u 73 %, coorBerctBeHHO miig 500 mr u
2000 mr. CpenHsis 1a3MeHHas KOHIICHTPAIHS Y 310POBBIX T0OPOBOJIBIEB MOCIE BHYTPUBEHHOTO
6omocHoro BBeneHus B reueHue 10 mua 1000 mr npessimana MUK 4 mxr/mon aiis 42 % uHTepBaia
JO3UPOBAHUS TI0 CpaBHEHHIO ¢ 59 % mipu 3-uacoBoii napy3un 1000 mr.

Pacnpenenenne

MeponeHem XOpoIIo MPOHUKAET B OOJIBIIMHCTBO TKAHEH U KHUAKOCTEH OpraHu3Ma, B TOM YHCIIe
B 11epeOpOCIHUHATBHYIO JKUIKOCTh MAIMEHTOB C OaKTepHalbHBIM MEHHHTUTOM, OCTUTAs
KOHIICHTPAIWH, MPEBHIIIAIONIUX TPeOyeMbIe IJIs MTOIaBIICHUS OOIBIINHCTBA OAKTEPHUH.

Buorpancdhopmarimsa

[Tpr MHOTOKpAaTHOM BBEJCHHH MEpPOIEHEMa C MHTEPBAJIOM B 8 4acOB MAaI[MEHTaM C HOPMAJIbHOM
byHKIMEH ToueKk KyMyJISIUM Tpernapara He HaOmogaercs. Y TalMeHTOB C HOPMAalbHOM
(GYHKITUEH MOYeK Mepro/I OTyBBIBEICHUS COCTABIISET MPUMEpHO | Jac.

Casi3pIBaHME ¢ O€TKaMHU TJ1a3Mbl IPUMEPHO 2 %.

DIMMUHALUA

Oxkono 70 % BHYTPHUBEHHOI [103bI MEPOTIEHEMAa BBIBOJAMUTCS MOYKAMH B HEM3MEHEHHOM BUJIE B
TedeHue 12 4acoB, OCJe Yero onpeaenseTcss He3HaUuTeIbHas MoYeuHast IKCKPEIHsl.
KonrnenTpanuu MeporieHeMa B Moue, mpeBbimaroniie 10 MKr/min, MoaIepKUBalOTCS B TCUCHUE
5 yacoB mocie BBeaeHus 10361 S00 mr. [Ipu pexxumax BBemenus 500 Mr xkaxiasie 8§ 4acoB WIIH
1000 mr kaxkasie 6 yacoB He HAOMIOAATIOCH KyMYJISIIUN MEPOTICHEMA B IJIa3Me KPOBU U B MOUE Yy
JOOPOBOJIBIIEB ¢ HOPMATIBHOM (QPYHKIIMEH MTeUeH .

EnMHCTBEHHBIN MEeTa0OIUT MEpOTICHEMa MUKPOOHOJIOTHYECKH HEAaKTHBEH.

IToyeyHast HETOCTATOYHOCTD

HccnenoBanust (apMakOKMHETHKU Y MALMEHTOB € MOYEYHON HETOCTaTOYHOCTBIO MMOKA3alld, YTO
KJIMPEHC MEpONeHEeMa KOPPEIUPYET C KIMPEHCOM KpeaTHHUHA. Y TaKHUX MalieHTOB HEOOX0MMa
KOPPEKLUsS JO3BI.

Nzydyenue (apMakOKMHETHKH Yy TOXHWIBIX JIMII BBIIBUJIO CHUXKEHHE KIHMPEHCa MepoIleHeMa,
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KOTOPOC KOPPCIUPOBATIO C BO3PACTHBIM CHUKCHUCM KANPCHCA KPCaTHHITHA.
MeponeHeM BBIBOJJUTCA IIPpU TEMOAHAIU3E C KIMPEHCOM OpPHUCHTUPOBOYHO B 4 pasa
IPEBRIMIAONINM KIUPEHC MEPOIICHEMA Y ITAITMCHTOB C aHypHeﬁ.

IleyeHOYHAS HEAOCTATOYHOCTD

HccnenoBanust papMaKOKMHETUKHU Y MAIIMEHTOB C 3a00JI€BaHUAMU MIEYEHH NTOKA3aJI1, YTO JaHHBIC
NaTOJIOTUYECKHE U3MEHEHHUSI HE OKA3bIBAIOT BIHMSHUA Ha (PapMaKOKMHETHKY MEpOTIEHEMA.

eTu
HccnenoBanus y nerell mokasanu, 4yTo (apMakOKMHETHKA MEPOICHEMa y JIeTeld U Y B3pOCIBIX
cxonHas. [lepron momyBbIBeICHUS MepoIieHeMa y ieTe 1o 2 net npubmusurensHo 1,5-2,3 yaca,

B nquanaszoHe 103 10-40 mr/kr HabroaaeTes JIMHEHHAS 3aBUCUMOCTb.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTeJbHBIX BellleCTB

HaTpusi KapOoHAT 0€3BOIHBIN

6.2. HecoBmecTUMOCTH

JlanHbIil NEKapCTBEHHBIN IpenapaT He cJeayeT CMEIMBaTh C APYTUMHU JIEKapCTBEHHBIMU
nperapaTamu, 3a UCKIIFOYSHUEM YIIOMSIHYTBIX B pazjene 6.6.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

HeBckpoIThI haakoH

2 roza.

ITpuroToBIIeHHBINA pacTBOP

PactBOp, MpUTOTOBIIEHHBI C MCIIOJNB30BAHMEM CTEPHJIBHOM BOAbI A MHBeKuui, win 0,9 %
pacTBOpa HaTpus XJIOpUAa, WK 5 % pacTBOpa IITHOKO3bI, JOHKEH OBITh HCIIOJIb30BaH HEMEJIEHHO.
PacTBop npenapara He JOKEH 3aMOPAKUBATHCA.

6.4. Oco0ble Mepbl NPE0CTOPOKHOCTH NPH XPAHEHUH

[Tpu Temneparype Huxe 25 °C, B OpUruHaIbHON yrnakoBke ((pyakoH B mauke/(uiakoH B
KOpoOKe).

VYcnoBus XxpaHeHus OCIe pa3BeleHUs JIEKapCTBEHHOT0 Mpenapara cM. B paszaene 6.3.

6.5. XapakTep U coaep:kaHHe MePBUYHOI YIAKOBKH

[To 500 mMr meponieHema Bo (prrakoHbl BMecTUMOCTBIO 10 M1 vtk 20 Mut (Tipo3pavyHoro crekia 1-2
TUAPOJIMTHYECKOTO Kjlacca), FepMETUYHO YKYIOPEHHBbIE MpOOKaMU PE3WHOBBIMU Ha OCHOBE
XJIOpOYTHIIKaydyKa WM OpoMOYyTMIIKaydyKa, OOXKAaTbIMH KOJIMAa4KaMH alFOMUHUEBBIMU HIIH
KOJIMaYKaMi KOMOWHUPOBAHHBIMU QJIFOMUHUEBBIMH C IJIACTMACCOBBIMU KPBIIIKAMHU.

[To 1000 mr meporeHema BO (uakoHBl BMecTUMOCThIO 30 M (mpo3payHoro crekina 1-2

TUAPOJIMTHYECKOTO Kjlacca), FepMETUYHO YKYIOPEHHBbIE MpPOOKaMU PE3WHOBBIMU Ha OCHOBE
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XJIOpOYTHIIKaydyKa WM OpoMOyTHIIKAydyKa,
KOJIMaYKaMyi KOMOWHUPOBAHHBIMU AJIFOMUHUEBBIMU C TIACTMACCOBBIMHU KPBIIIKAMHU.

ITo 1 nu 10 pmakoHOB € JTMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B MTAYKy U3 KapTOHA.

50 (nakoHOB C JHMCTKOM-BKJIAQJBIIIEM MOMEHIAIOT B KOPOOKY M3 KapTOHA Uil MOCTaBKU B
CTaIlMOHAPBI.

6.6. OcolOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUUYTOKEHHM HMCIOJH30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara Wil 0TX0/J10B, OJy4YeHHBIX MOcJie NIPUMeHeHNs npenapara, u
Apyrue MAHUIYJSILHMU € NPenapaToM

IIpaBuiia OpuUroTOBJIEHNS PACTBOPA

JIJist IpUTOTOBJICHHSI PacTBOPA ISl BHYTPUBEHHBIX OOJIFOCHBIX MHBEKIIHA Tperapar MeporneHeM
CJIelyeT pacTBOPUTH CTepuiIbHON BoAoH i unbekuui (10 mu Ha 500 mr umm 20 mut Ha 1000 mr
MeporeHemMa), IpU ITOM KOHIIEHTpalus pacTBopa coctasiseT S0 Mr/mi.

Jl1s npuroToBieHUs pacTBOpa JUIsl BHYTPUBEHHBIX MH(Y3UH ITpenapar cienyet pactBoputs 0,9 %
pacTBOpOM HATpHs XJjopuaa st uHpy3ud mmbo 5 % pacTBOpoM IEKCTPO3bI (TIIFOKO3BI) IS
uH(Yy3UH, IPU 3TOM KOHIIEHTpAIHs pacTBOpa A0JDKHA COCTaBUTH OT 1 10 20 Mr/mut.

[Tpu pa3zBenenun npenapara MeporneHem ciaeayeT coOt01aTh CTAaHIAPTHBIN PEKUM aCETTUKH.
Bce ¢dnakonsl npegHazHaueHbl TOIBKO JUIsI OJJHOKPATHOTO TPUMEHEHHUSI.

[IpuroToBiIeHHBI pPAacTBOP PEKOMEHIYETCS BBOAUTH Cpa3y IIOCJIE€ MPUTOTOBICHUS (C
MUKpPOOHOJIIOTUYECKON TOUKHU 3PEHHUSI), €CIIM YCIOBHUS MPUTOTOBJICHUS PACTBOPa HE MCKIIOYAIOT
BO3MO>XHOCTH MUKPOOHOJIOTHYECKONH KOHTAMHHAIINU.

Oco0bnlie MEpPBI TIPEAOCTOPOKHOCTH IIPH  YHUYTOXCHHMH HMCIIOJIB30BAHHOI'O IIpfriapara HJIN

OTXOJA0B, MONYYCHHBIX MMPpHY NTPUMCHCHHUH JICKAPCTBCHHOT'O IMperiapaTa ujn Da6OTBI C HUM

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEP’)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccuiickas @enepanus

I[TAO «Cunres»

Anpec: 640008, Kyprauckas 0611., . Kypran, npocnekt Koncrurymum, 1. 7.
Tenedon: +7 (495) 646-28-68

OnekTponHas noyra: info@binnopharmgroup.ru

7.1. IlpeacraBuTe/Ib A€PrKATEISI PETHCTPAIMOHHOIO Y10CTOBEPEHUsI

[Mperen3un norpedUTENEH HANPABIATH 10 aAPECY:

Poccuiickaa @eoepayus
I[TAO «Cunres»

640008, Kypranckas o0:1., r. Kypran, npocnext Koncturymuu, a. 7.
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Tenedon: +7 (495) 646-28-68
Anpec anekrponHoit moutsl: info@binnopharmgroup.ru

Pecnyonuxa Kazaxcman

TOO «LEKARSTVENNAYA BEZOPASNOST (JIekapcTBeHHast 0€3011aCHOCTb )»

Anpec: 050047, Kazaxcran, ropoa AnMatel, Anatayckuit paiton, Mukpopaiion Casiisl, 1.16, KB.8
Tenedon: +7 777 064 27 02, +7 499 504-15-19

DnexkTponHas moyra: adversereaction@drugsafety.ru

Koipevizckas Pecnybauka

AHO «HanuoHanbHBIN HAYyYHBIN TIEHTP hapMaKOHAI30pa»

Anpec: 105005, Poccust, r. MockBa, yi. baymanckasi, 1.6, ctpoenue 2, stax 9, opuc 923
Tenedon: +996 99 901-50-45, +7 499 504-15-19

OnekrponHas moura: adversereaction@drugsafety.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(000766)-(PT-RU)

9. IATA NEPBUYHOH PETMCTPAIIMUA (IIOATBEPXKJIEHUSA PETMCTPAIIMN,
NEPEPET'UCTPALIUN)
Jara nepsoii peructpanun: 05.05.2022

10. JATA HEPECMOTPA TEKCTA
OOmass  xapakTepHCTHKa  JIGKAPCTBEHHOTO  mpemapara  MepomeHeM  JIOCTyIlHa  Ha
MHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO Cor03a B HWH(GOPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» http://eec.eaeunion.org/
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