COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 18.02.2025 Nz 3876

P

OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOFOTTPENAPATA= 1002

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Mepornenem, 500 Mr, HOpPOIIOK JJIsl IPUTOTOBIIEHHS pacTBOPA JAJIsl BHYTPUBEHHOT'O BBEACHMUS

Meponenem, 1000 Mr, mopo1Iok Asisi HPUTOTOBICHUS PacTBOpa JUIsi BHYTPUBEHHOT'O BBEJICHUS

2. KAUECTBEHHbBII 1 KOJTMYECTBEHHBIN COCTAB

JlelcTBy1O11IEE BEMIECTBO: MEPOIICHEM.

MGDOHGHGM, 500 MI', HOPOIIOK AJIA IMMPUTOTOBJICHHUA paCTBOpa AJIsd BHYTPHUBCHHOI'O BBCACHUA

Kaxxnprit dpakon comepxut 500 Mr meporieHema (B BUAEC TPUTHAPATA).
BcnomoraTenbHble BellecTBa, HAJIMYUE KOTOPBIX HAI0 YYHTHIBATH B COCTaBe IMpemnapara:
HaTpus KapOoHaT (cM. pazaen 4.4.)

Meporenem, 1000 mMr, TOPOIIOK JUISA IIPUTOTOBIIEHIMS PACTBOPA JUISI BHYTPUBEHHOTO BBEACHUSI

Kaxnprit dakon comepxut 1000 Mr meporieHema (B BHI€ TPUTHAPATA).
BcenomoraTenbHble BelllecTBa, HAJIMYME KOTOPBIX HAI0 YYHTHIBATH B COCTaBe Ipenapara:
HaTpus KapOoHaT (cM. pazaen 4.4.)

[TonHbIH TepeyeHb BCIIOMOTATENIFHBIX BENIECTB IPUBECH B passene 6.1.
3. JEKAPCTBEHHASA ®OPMA

HOpOIlIOK JJI IIPUTOTOBJICHUA paCcTBOpA Il BHYTPUBCHHOI'O BBCIACHU .

[Topomrok ot 6e10ro 10 CBETIO-KENTOTrO IIBETA.
4. KIMHUYECKUE JAHHBIE

4.1 Tloka3aHusl K NPUMEeHEHHI0

MeporneneM MokaszaH AJisi JieUEHHUs y JeTeil crapiie 3 MeCsIeB M B3pOCIBIX CIEAYIOIMIHUX
UHQEKIIMOHHO-BOCTIAINTEILHBIX  3a00JI€BaHNH, BBI3BAHHBIX OJHUM WM HECKOJIBKUMHU
YyBCTBUTEILHBIMU K MEPOIIEHEMY BO30YIUTEISIMU:

- THEBMOHUH, BKITI0Yasi HO30KOMHAaJIbHbIE THEBMOHUU;

- HH(EKIIUN MOYEBBIBOISIIEH CUCTEMBI,

- nH(peKK OPIOIIHOM MONOCTH;

- NH(EKIMOHHO-BOCTIAIUTENIbHBIE 32001€BAHNS OPTaHOB MAJIOT0 Ta3a, TAKME KaK3HIOMETPUT;
- HHPEKIUH KOXHU U €€ CTPYKTYD;

- MCHHUHTHUT;

- CCIITULOCMUAA.
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(eOpHITbHOM HEeHTPONIeHNH B PEXUME MOHOTEPANUHU WA B KOMOWHAIMK C TPOTHBOBHPYCHBIMH
WM TIPOTUBOMUKPOOHBIMH TIpENapaTaMH.

D¢ dexTrBHOCTS Npenapara MeponeHeM JoKa3aHa Kak B PEKMME MOHOTEPAINUH, TaK U B
KOMOMHAIIMM C JAPYTMMH AHTUMHKPOOHBIMHM CPEICTBAMH IPH JICYCHUH HOJIMMHUKPOOHBIX
uHpeknuii. [IpuMeHeHne MmeporeHeMa BHYTPUBEHHO ObUIO 3((EKTUBHBIM Ui JICYCHUS
MYKOBHCIIM/I032 U XPOHHUYECKUX MH(EKIMHA HWKHHUX JBIXaTEIbHBIX IyTeH KaK B PEKUME
MOHOTEpanuy, TaKk M B KOMOWHAIMU C JPYTHMH aHTHOAKTEpPHAIbHBIMH HperapaTaMH.

Spa,I[I/IKaI_II/ISI MHUKPOOPIraHU3MOB HE BCCT1a ObL1a IIOATBCPIKACHA.

4.2 Pe:xuM 103MPOBAHUS U CIIOCO0 MPUMeEHEeHHUs

PexxuM 03upoBaHus

B3pocnvie

Jlo3a 1 POJOIDKUTEIHHOCTh TEPANUU JO0JDKHBI YCTAaHABIMBATHCS B 3aBUCHMOCTH OT THIIA U
TSOKECTH MH(EKIIUY ¥ COCTOSIHUS MAIEHTA.

PexoMeHyt0TCS cieyIomuye CyTOYHbIe JO3bI:

500 Mr BHYTPMBEHHO KaXIbple &8 4YacoB NpU JIEYCHUH I[THEBMOHUH, WH(EKINU
MOYEBBIBOJISAIIMX IyTeH, TMHEKOJIOTHUECKIX MH(EKINH, TAKMX KaK dHJIOMETPUT, HHPEKIHIA
KOKH U CTPYKTYP KOXKH;

1000 mMr BHYTpHUBEHHO KakIbpleé 8 4YacoB MpH JIEYEHUH HO30KOMUAIBHOM MHEBMOHHH,
NEPUTOHNTA, TTOI03PEHHN Ha OaKTepHATbHYI0 HMHQEKIHIO y TAalHeHTOB C CHMITOMaMHU
HEUTPOIIEHNH, a TAKIKECETITUIIEMHH.

[Tpu neyeHnn MeHWHTHUTA peKOMeHayemast o3a coctaisier 2000 mMr kakpie 8 yacos.

[Ipn neyeHNH HEKOTOPHIX WH(EKIWH, B YaCTHOCTH, BBI3BAHHBIX MEHEE UyBCTBUTEIHHBIMH
Bo30yaurenssmu  (TakumMu  kak  Enterobacteriaceae, Pseudomonas  aeruginosa,
Acinetobacter spp.), wiaum Tpu  OYeHb TOKENBIX HMHQPEKIMIX, pPEKOMEHayeMas [103a
coctaBisieT 1o 2000 Mr kaxkasie 8 yacos.

bezonacnocts BBeneHus 10361 2000 Mr B BUJIe OOIIOCHOM MHBEKIIUM HEJOCTATOYHO M3yueHA.

Oco0bIe T'PYIIIBI TAITWMCHTOB

Ilayuenmui noscunozo 6ospacma

VY NOXWIIBIX TAIMEHTOB C HOPMAIBbHOW (yHKIHMEW TOYEeK WM KIMPEHCOM KpeaTHHHHA
6051ee50 MJI/MUH KOPPEKLIUH J103bl HE TpeOyeTcs.

Iayuenmel ¢ Hapywenuem QyHKyuu novex

Jlo3a y 83pocavix nayuermos npu_ HapyueHuu d)ylmuuu no4yex

Y nmanuMeHTOB C KJIMPEHCOM KpeaTuHWHa MeHee 51 wu/mMuH 103a JomkHA OBITH

YMEHbIIIEHA CIICTYIOINUM 00pa3oMm:
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Kaupenc kpeatnnuna | Jlo3a MOCTTEOUT A 5¢TbTa Betaeni
(M1/MUR) (Ha ocHOBE eMHMUIIBI 10361 SO0 Mmr,

1000mr, 2000 mr)
26-50 OJIHA €IMHUIIA JI03bI Kaxpie 12 gacoB
10-25 0,5 equHUIIBL O3B Kaxaele 12 yacos
<10 0,5 equHUIIBL O3B Kaxaele 24 yaca

MeporieHeM BBIBOAWTCS MPU TeMoauanu3e U reModuibTpanuu. Ecmum  TpeOyercs
NPOJIOJDKUTEIIPHOE JICUCHHE MpernapatoM MeporeHeM, PEeKOMEHIyeTcsl, YTOObl Iperapar
(B 3aBHCHMOCTH OT THIAa M TSKECTH WHQEKIMH) BBOAWUJICS IO 3aBEPUICHUU MPOIECHYPHI
reMOIUaIIN3a, YTOOBI BOCCTAHOBUTH AP (EKTUBHYIO KOHIICHTPAIUIO B IJIa3Me KPOBH.
B Hacrosimiee Bpemsi HET JaHHBIX 00 OIBITE NMPUMEHEHHS IMpemnapara MeporneHeM Jyis
BBC/ICHUS TAIIMEHTAM,HaXOISIIMMCS Ha IIEPUTOHECATHPHOM JIHAIN3E.
Tayuenmoi ¢ napywenuem QyHKyuu nevenu
Y nanueHToB ¢ HeIOCTATOYHOCTHIO (DYHKITUU TICUCHU HET HEOOXOIUMOCTH B KOPPEKIIHH JI03bI
(cm. paznen 4.4.).

eTU
Jns nerelr B Bo3pacTe OT 3 MecsleB 10 12 ner pekoMeHayemas J03a AJi BHYTPUBEHHOTO
BBeneHus coctaBnsgeT 10-20 Mmr/kr kaxkasie 8 4acoB B 3aBUCMMOCTH OT THIA U TSKECTU
WH(DEKIINN, YyBCTBUTEIFHOCTH MATOTEHHOTO MUKPOOPTaHW3Ma U COCTOSIHHS TTAIUeHTA.
VYV nereii maccoil Tena Oosee 50 Kr cieayeT MCHONB30BaTh J03bl JUIsl B3pocibiX. [Ipu
MEHUHTHTE PEKOMEHIyeMas o3a cocTaBisieT 40 Mr/Kr Kaxk/pie 8 yacosB.
[Tpu neyeHNH HEKOTOPHIX MH(EKIMH, B YACTHOCTH, BBI3BAHHBIX MEHEE UYBCTBUTEIHHBIMU
BO30OymuTesiMu (Takumu kak Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter
SppP.), WIIK TIPU OYCHB TSDKENBIX MH(EKIUAX, peKOMeHayemast j103a cocraBiser a0 40 Mr/kr
KaXxJple 8 4acos.
besomacHocth BBenmeHuss m03b1 40 Mr/mi B BHAe OONIOCHOW HWHBEKIMH HEIOCTATOYHO
u3ydeHa. Her ompiTa mpuMeHeHHs Tperapara y JeTed ¢ HapyleHUsMU (YHKIHH TIEYCHU U
MOYeK.

Crroco0 nmpuMeHeHns

MepomneneM A BHYTPUBEHHOTO TNPUMEHEHHS MOXKET BBOJIUTHCS B BUJAEC BHYTPUBEHHOMN
0OJIOCHOM MHBEKIMHM B T€YEHHE HE MeHee 5 MUH, JU00 B BUAEC BHYTPUBEHHOU MHQY3UU B
teueHue 15-30 wmumH; UIsI  pa3BeACHUS CIAEAYET HCIOJIb30BaTh COOTBETCTBYIOIIHE
UH(Y3HOHHBIE PacTBOPBI. MHCTPYKINH TIO MPUTOTOBIICHUIO JIEKAPCTBEHHOT'O Tpernapara mnepes
NpUMEHEHUEM CM. B pazzere 6.6.

B03MOXXHOCTh NpUMEHEHHsI MEpOIeHEMa B PEKHUME MPOJICHHONW MH(DY3uH (10 3-X YacoB)
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(cM. pazaen 5.2.).K HacrosiieMy BpeMEeHU KJIMHAYECKUE JaHHBIC U IaHHBIC 10 O€30MaCHOCTH,

MOATBCPKAAOIUC ITOT PCIKHUM, OITPAaHUYCHBIL.

4.3. IlpoTHUBONOKA3aAHHS

['MnepuyBCTBUTENILHOCTE K MEPOIICHEMY HIIM K JIFOOOMY W3 BCIIOMOTaTEIIBHBIX BEIIECTB,
NEPEYHCIICHHBIX B pa3zaene 6.1., K Apyrum npemnaparam rpynmnsl KapOarieHeMOB B aHAMHE3E.
BrlpaskeHHass TUINEPUYYBCTBUTENBHOCTh (aHA(QMIAKTHUECKUE PEAKIUH, TSDKENbIe KOXKHBIC
peakiuu) K JF000OMYy aHTHOAKTePHAIBbHOMY CpEJICTBY, HMEKIEMy OeTa-JTaKTaMHYIO
CTPYKTYpY (HampuMmep, K NCHUIIWLIHHAM U 11e(haToCTIOpHHAM).

Hetu 10 3-X MecsIIeB.

4.4. OcoOble yka3aHHMs M MepPbl IPEA0CTOPOKHOCTH NPU NPHUMEHEeHUH

C 0CTOPOKHOCTBIO

OnHOBpEeMEHHOE Ha3HAYEHHWE C TMOTEHIMAIbHO HEPPOTOKCHYHBIMU IMpenaparamu  (CM.
pasaen 4.5.).

[TanmeHtam ¢ aao0aMu CO CTOPOHBI KEIYJAOYHO-KHUIIEUYHOrO TpakTa (auapes), 0COOEHHO
CTPAJAIOIIUM KOJIUTaAMHU.

Oco0ble YKa3aHusa

OmnbiTa MpUMEHEHHs Mpenapara B MeAMaTPUUYECKON MPaKTUKE Y MalMEHTOB ¢ HEeHTpoIreHnen
WINC TIEPBUYHBIM WM BTOPUYHBIM UMMYHOJIE(PHUIIUTOM HET.

Kak 1 nmpu ncnonp30BaHUM APYTUX aHTUOMOTHUKOB, IPY MMPHUMEHEHHH MEPOIIEHEMAa B PEXKIME
MOHOTEpANUK Y TalUEHTOB, HAXOMAUIMXCS B KPUTHYECKOM COCTOSIHUM C BBISBICHHOM
uH(DeKIMeil HIKHIX JbIXaTelIbHbIX MyTel, BbI3BaHHOH Pseudomonas aeruginosa wimu mpu
MOJI03PEHUH Ha Hee,peKOMEHYEeTCsl peryJIsipHOe ITPOBECHUE TeCTa Ha UyBCTBUTEIBHOCTb.
Tsokenble KOKHBIE HEXeNaTelbHbIE PEakIiu, Takue Kak cuHapoM CtuBeHca-/[)kKoHCOHa,
TOKCHYECKUI SIUJICpPMAaTIbHBI HEKpPOJU3, JICKapCTBEHHAs peakmus ¢ 203uHoduimerd u
cucremMHbiMu  cunapomamu  (DRESS  cumapom), wmyneTH(QOpMHas dpuTeMa, OCTpBIH
reHepaTM30BaHHbIM SK3aHTEMATO3HBIM MyCTyJe3, HaOMIOAATUCh Y MAIlEHTOB, MOJIyYaloINX
meporieneM (cMm. pasgen 4.8.). B cioyuae MOSIBIIEHHS TPH3HAKOB W CHMIITOMOB,
CBUJICTENIbCTBYIOIINX O PAa3BUTHUHU YKa3aHHBIX PEAKINU CIIeIyeT He3aMeIUTUTEITbHO OTMEHUTH
IpUMEHEHHE MepOoTIeHEMa U PacCCMOTPETh aJIbTEPHATUBHOE JICUCHHE.

B penkux ciyuyasx npu NpUMEHEHHMH MEpOINeHeMa, Kak U MpPU MPUMEHEHUH MPAKTUYECKH
BCEX AHTUOWOTUKOB, HAOJIOMAETCS pa3BUTHE IICEBIOMEMOPAHO3HOTO KOJIUTA, KOTOPBIH
MOJKET BapbUpOBaTh IO TSDKECTH OT JIETKMX J0 YrpoKaoommx Xu3HH (opMm. Baxno
IOMHUTH O BO3MOXXHOCTH Pa3BUTHsI ICEBAOMEMOPAHO3HOTO KOJUTA NMPH BO3HUKHOBEHHHU

nuapen Ha poHe mpuMeHeHus npenapara Meponenem. [lpu pa3Butuu nceBgoMeMOpaHO3HOTO
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TOPMO3AIIUX [IEPUCTAIBTUKY KUIIEUHUKA.
Ha ¢one npumenenuss kapOaneHeMOB, B TOM YHUCIIE MEpOIEHEMa, HEYaCTO COOOIIaNoch O
BO3HUKHOBEHUU cyaopor. Cienyer co0iroaTh OCTOPOKHOCTh MpU MPUMEHEHHH Tperapara
MeporneHeM y NalueHTOB CO CHU)KEHHBIM [TIOPOrOM CYJOPOKHOM TOTOBHOCTH.

HmeroTcs KIMHUYECKHE U TaOOpaTOpHbIE MPU3HAKU MEPEKPECTHBIX aJUIEPTUYECKUX PEaKIUi
MEXIYy OpyTMMHU KapOanmeHeMamu M OeTa-JIaKTaMHBIMU aHTUOMOTHKAMH, MEHUIWUIMHAMH U
nedanocnopuHaMu. Nmerotcs peaxue coo01IeHus 0 ClIyvasx peakiuit
TUIEPYYBCTBUTEILHOCTH (B TOM 4ucie, ¢ (aTalIbHBIM HCXOJOM) IMpPU MPUMEHEHUU
MeporneHeMa, Kak M JpyTrux OeTa- JIAKTaMHBIX aHTHOMOTHKOB (cM. pasmen 4.8.). Ilepen
HAYaJIOM TEpalud MEPONeHEMOM HEOOXOAMMO TIIATENIBFHO OMPOCUTH MalueHTa, o0paTuB
0co00€e BHUMAaHHE HA PEaKIUU TUIIEePUyBCTBUTEIILHOCTH K O€Ta-TaKTaMHBIM aHTHOMOTHKAM B
aHamHese. [Ipenapar MeponeHeM OJKEH NPUMEHSATHCS ¢ OCTOPOXKHOCTBIO y MAalUEHTOB C
yKa3aHUSMM B aHaMHE3€ Ha pPEaKIUM T'UIIEPUyBCTBUTEIBHOCTH K OeTa-JTaKTaMHbIM
aHTHOMOTHKAM (T.€. K TICHHIWUTMHAM U 1edanocrnopuaam). Eciin BO3HHKIIA ajuteprudeckas
peakiusi Ha MEpOINEeHEM, TO HEOOXOJUMO MpPEeKPAaTUTh BBEJEHUE Mpenapara M MPUHATH
COOTBETCTBYIOIIIAE MEPBI.

[Ipumenenue npenapara MeporeHeM y MAUEHTOB C 3a00JIEBaHUSMU IEUEHU JOJIKHO
IPOBOAMTHCA IO/ TUIATEIBbHBIM KOHTPOJEM AaKTUBHOCTH TpPaHCAMMHA3 M KOHLEHTPALUU
OounmupyOuHa.

Kak u B ciydyae npuMEHEHMs JpYrMX aHTHMOMOTHMKOB, BO3MOXKEH W30BITOUHBIA POCT
HEYYyBCTBUTEIbHBIX MUKPOOPTaHU3MOB, B CBSI3U C Y€M HEOOXOAMMO MOCTOSTHHOE HA0JII0IeHNE
3ananeHToM.

PacnipoctpaneHHOCTH npruoOpeTeHHOM AHTUOMOTHUKOPE3UCTEHTHOCTH pa3IMYHBIX
BO30yAMTENEeH MOXKET M3MEHSTHhCA B 3aBUCHMOCTH OT PErMoHa M C TEYEHHEM BPEMEHH,
JKEeJaTelbHO HalM4Yhe aKTyaJbHOM HWH(OpPMalKUU O PE3UCTEHTHOCTH PacHpOCTPaHEHHBIX
BO3OyIUTENe B KOHKPETHOM PETHOHE, OCOOEHHO TpH JICYCHHH TSKENbIX WHpeknui. B
cilydae, €M pe3UCTEeHTHOCTh TaKoBa, 4To 3(h(eKTHBHOCTH Mpernapara B OTHOLIICHUH XOTS Obl
HEKOTOPBIX HH(EKIUI CTaHOBUTCSA COMHHTEIBHOHM, CIIEAyeT MPOKOHCYIbTHPOBATHCA Yy
JKCIIepTa.

He pexomeHnayercs COBMECTHBIN MPUEM MEPOIIEHEMA U INPENapaToOB BAIBIIPOEBON KUCIOTHI
13-32 BO3MOXHOI'O CHMKEHMSI KOHLIEHTPALUU BaJIbIIPOEBOIM KHUCIOTHI B CHIBOPOTKE KPOBH. Y
HEKOTOPBIX TAIIUEHTOB MOXET OBbITh JOCTUTHYTa KOHIICHTPALUS HUXKE TEPAaleBTUUECKON (CM.
paznen 4.5).

[Ipumenenue nmnpenapata 0pu HHPEKUUAX, BBI3BAHHBIX METHIMJIUH-PE3UCTEHTHBIM



5N N ble 3070

= E F, el i LERr)
oT 18,02 2020 N2 38

(NOCNEOQCOBATENBHOC T;u 0002)

CTapUIOKOKKOM, HE PEKOMEHIYETCSl.

COOTBETCTBYET 3KCNEPTHOMY OTYETY

BcrniomorarenbHble BelIecTBa

Kaxnprit ¢urakon mpenapara Meponenem B go3e 500 mr comepkut 1,96 Mmoib (45 Mr)
HaTpUsg. DTO HEOOXOJMMO YUUTHIBATh MallMEHTaM, HaXOSIIMMCS Ha JAMETE C OrpaHUYCHHEM
MOCTYTUICHUSTHATPUS.

Kaxnpiii ¢uakon npenapara Meponernem B goze 1000 mr comepxkut 3,91 mons (90 wmr)
HaTpUsg. DTO HEOOXOJMMO yUUTHIBATh MallMEHTaM, HaXOSIIMMCS Ha AMETE C OrpaHUYCHHEM

IMOCTYILUICHHUA HATPUA.

4.5. B3aumojeiicTBHe ¢ JPYIrMMH JIEKAPCTBEHHBIMH NpenapaTamMM M JApyrue BHIbI
B3aMMO/ el CTBUA

[TpoOeHenu KOHKypUpYeT C MEpOIEHEMOM 3a AaKTHUBHYIO KaHAJbIEBYIO CEKPELHIO,
UHTUOMPYS NOYEUHYIO HKCKPELHI0O U BbI3bIBAas YBEIMUYEHHUE MEpUOJa IOJIYBBIBEICHUS U
KOHIICHTPALMM MepoleHeMa B Iuta3me. Tak Kak 3(QPEeKTUBHOCTh U JIUTEIBHOCTH ACUCTBUS
MepoIieHeMa, BBOJAUMOTO 0e3 MPOOCHEUIa, SIBISIOTCS aJleKBaTHBIMH, COBMECTHOE BBEJICHHE
npobeHeruia ¢ npernaparoM MeporneHeM He PeKOMEH Ty eTCsl.

Bo3MmorkHOe feficTBIe MeporieHeMa Ha CTENEeHb CBSI3U JIPYTHUX MPEnapaToB ¢ OeKaMu IJ1a3Mbl
KpPOBH WJIM METAa00JIM3M He u3yyanuch. CBs3b MeporieHeMa ¢ OeKaMu IU1a3Mbl KPOBU HU3Kas
(okono 2 %), mosTOMYy B3aMMOJCHCTBUS C JAPYTMMH IpenapaTraMd, OCHOBAaHHOTO Ha
MeXaHU3ME BBITECHEHUS U3 O€JIKOB IJIa3Mbl, HE MPeJIoIaracTcs.

CoBMecTHBI TpueM KapOareHeMOB M TNpenapaToB BaJbIPOEBON KUCIOTHI MPUBOAMI K
CHI)KEHMIO KOHIIEHTPAIMK BaJbIIPOEBOM KUCIOTHI B I1azMe KpoBu Ha 60-100 % uepes 2 nHs
Tepanui. B CBS3M ¢ OBICTPHIM W 3HAYUTEIHHBIM CHUIKCHHEM KOHIIEHTPAIMH BaJbIIPOEBOI
KHUCJIOTBl HE PEKOMEHJyeTCs COBMECTHBIM NpueM mpenapaTa MepoleHeM M IpenapaToB
BaJILIIPOEBOM KHCIIOTHI.

[IpumeHneHue MeporieHeMa BO BpeMs IpueMa APYTUX MpernapaToB HE COMPOBOXKIAIOCH
pa3BUTHEM HEOJIAronpHUATHBIX (papMakoJIOrMuecKux B3auMojaencTBui. VccnepoBanus 1o
U3YyYEHHUIO B3aUMOJCHCTBUS MepoleHeMa C JAPYTUMH IpernaparaMu (3a HUCKIIOUYEHHEM
npoOeHeIy1a) He IPOBOIMIUCE.

HeonnokpatHo cooOmanock o ciaydyasX YCWIEHHS aHTHUKOAryJssHTHOro »s@dekra mnpu
COBMECTHOM IIpUE€ME€  HENpsSMBbIX  aHTUKOAryJsHTOB (Hampumep, BapdapuHa) U
aHTHOAKTepUAIbHBIX MpenapaToB. PHUCK ycuileHus aHTHKOAryJlIssHTHOro s¢ddexra MokeT
3aBHCETh OT XapakTepa MH(EKIMH, BO3pacTa U OOLIEr0 COCTOSHHUS MAalMeHTa, MO3TOMY
OLICHUTb BIIMSHHE aHTHOAKTEpUAIbHOIO Ipernapara Ha YBEJIWYEHHE MEXIYHapOJHOTO
HOopMann3oBaHHOTO oTHOoMeHus1 (MHO) crnoxHo.

Bo Bpems coBMecTHOro mpuemMa aHTHOAKTEpUANbHOTO TIpemapara W HENpSIMOTro
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mouutopuar MHO.

4.6. ®epTHIBHOCTDH, 6EPEMEHHOCTD H JIAKTALUSA

bepemeHHOCTD

Be3onacHOCTh MpUMEHEHHS MepoIleHeMa y KEHIIMH BO BpeMsi OEpEMEHHOCTH HE M3y4aslach.
HccnenoBanust Ha >KMBOTHBIX HE TOKa3alM KakUX-JIMOO HeOiarompusTHeIX 3(@exkToB Ha
Pa3BUBAIOIIMICS IO,

[Ipenmapat MepoHeHeM HE JOJDKEH NMPUMEHSATHCS BO BpeMsl OEpeMEHHOCTH, 332 UCKIIOUCHHEM
CJIydaeB, KOTJa MOTEHIHAIBHOE TPEUMYIIECTBO /ISl MAaTepPH OT €ro MPUMEHEHHsSI TPEBBIIIACT
BO3MOXHBIH PHCK Ui TUIofa. B KakmoMm ciydae mpenapar TOJDKEH MPUMEHSTHCS IO

CTpOIrumM Ha6J'IIOI[eHI/IeM Bpaya.

JlakTauus

IlomyyeHnsl JaHHBIE O BBIIEICHUN MEPOIIEHEMA ¢ TPyAHBIM MOJIOKOM. IIpenapar Meponenem
HE JOJDKEH IPUMEHSTHCS B IEPUOJ TPYTHOTO BCKaPMIIMBAHHUS, 3a UCKIIIOUEHUEM TEX CIIy4aes,
KOI'Zla MOTEHIMAIBHOE IPEUMYIECTBO Il MaTepu OT NPUMEHEHMs Mpenapara IpEeBbIIIAET
BO3MOXHBIN pUCK Ui peOeHka. ONEHHMB NPEUMYIIECTBO Ui MaTepH, CIEAYyeT MNPUHSTH
pelieHre O TMpeKpallleHuu TpPyAHOro BCKapMiIMBaHMs JuOO 00 OTMEHe I[pemnapaTa

Meponenem.

4.7. BausiHMe Ha CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMM CPeICTBAMHU M PadoTaTh C
MeXaHUu3MaMHu

He npoBoaunocs nccnenoBanuil BIusHUA npenapata MeporneneM Ha ciocOOHOCTb YIPABIIATh
aBTOMOOMJIEM U JIpyrod TexHukoil. TeM He MeHee, clieayeT NPUHUMATh BO BHUMaHHUE, UTO
npu mpueme mnpemnapara MeporneHeM MOryT HaOoJaTbes TOoBHas 0o0Jb, mapecre3us U

CYIOPOTH.

4.8. HexkesaTeibHbIE peaKkuu

Pesrome npoduist 6e3onacHocTH

B nenom, meporeHeM XapaKTepHU3yeTcsi XOpOoIlel MepeHOCHMOCThI0. B penkux ciydasx
no0ouHble 3¢ (eKTs MPUBOAUIN K OTMeHE Tepanuu. Cepbe3Hble HEOIAronpUsITHBIE PeaKuu
PEIKH.

Tabauunoe pe3roMe HeXKellaTeIbHbIX peaKIIni

Yacrora MoOOYHBIX peakIuii MpUBEJcHA B TAaOJHMIIE B BHUJE CICAYIONICH Tpagaliiu: O4YeHb
gacto (> 1/10); wacto (> 1/100, < 1/10); megactro (> 1/1000, < 1/100); penko (= 1/10000,
< 1/1000); ouenp peako (<1/10000); HEyTOUHEHHON YacTOTHI (YacTOTa HE MOXKET OBITh

onpeaciicHa Ha OCHOBaAHUH UMCHOIIUXCS I[aHHBIX).
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CucreMHO-OpraHHbIH HeskenarenabHble peakiium MTULITEOUBATEINTBRHUL TE UUUL)

KRJI1acC

WNudexmuu v uaBazun | Heuacmo: BaruHAIBHBIA KAaHINU03 U KAHTUA03 CIIU3UCTON

000JIOUKH MOJIOCTH pTa

Hapymenus co Yacmo: TpoMOOLINTO3

CTOPOHBI KPOBU U Heuacmo: TpoMOOLIMTOTIEHUS, HEUTPOTICHUS, ICHKOIIEHUS,

TMM(paTHIECKOM 503UHOPUINS

CHCTCMBI Heymounennoii uacmomoi. arpaHyIolUTO3>, FeMOTUTHYECKas
aHeMUS®

Hapymenus co Yacmo: TonoBHas 00Jb

CTOPOHBI HEPBHOM Heuacmo: cylopory, MapecTesus, 06MOPOK?, TalTIOIHHAIMNZ,

CHCTEMBI JleTipeccus?, TpeBOKHOCTh?, OBBIIIEHHAS BO30YAUMOCTD?,
6ecCoHHHIIA

Peoko: z[eJlI/IpI/Iﬁ3

Kenynouno- Yacmo: TOIHOTA, pBOTA, 1HAPES], TOBBIIIEHUE aKTUBHOCTH
KHIICYHBIC HAPYIICHUS | «TICUCHOYHBIX)» TpaHCAMHUHA3, EJI0IHON (hocdaTassl,
JaKTaTAECTHAPOTEeHA3bl U KOHIEHTpAIMU OMnupyOuHa B

CBIBOPOTKC KPpOBH

Heuacmo: 3an0p2, XOJIECTATHYECKUH TeaTHT?, TOBBIIIICHIE

AKTUBHOCTH raMMa-TJIyTaMUITpaHcepasbl

Heymounennoii uacmomui: ICEBIOMEMOPAHO3HBIA KOTHT

Hapymenus co Yacmo: cpilb

CTOPOHBI KOXKU U Heuacmo: xpanuBHULIA, KOKHBIN 3y 1

TIOIKOXKHBIX Heymounennoti  yacmomwi:  TOKCHYECKMH  SIHJIEPMaTIbHBIN
TKaHeu Hexpomms®, cmHmpoMm CrueHca-/Ikonca®, MympTHOpMHAS

3pI/ITCMa3, JICKApCTBCHHAA pCaKkuus C 303HHO(1)HJIHCI>1 u

cucteMHbiMd  cumntomamu  (DRESS CI/IH,[[pOM)?’, OCTpBIN

reHepaTN30BaHHBINA SK3aHTEMATO3HEIH IMyCTyTe3’

Hapymenus co Ouenb pedko: IPosBICHNS aHADUIAKCHN®, AHTHOHEBPOTHIECKHI
CTOPOHBI UMMYHHOM oTex’
CHCTEMBI

2

Hapymienust co croponsl| Heuacmo: cepiedHas HeIOCTaTOYHOCTh, OCTAHOBKA cepz{uaz,

cepaua TaXuKapausa>, OpaguKapans’, HHQApKT MHOKapaa’
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COOTBETCTEBYET 2KCNEFPTHOMY OTYETY

CTOPOHBI COCY/IOB (AJ1)?, TPOM60SMOONMS BETBEH IETOUHOI apTepHu?
Hapymenuss  co Heuacmo: noBbIlLIEHNE KOHLIEHTPALUU KPeaTUHUHA B KPOBH,
CTOPOHBI ITOYEK U IOBBIIIEHNE KOHIIEHTPALUU MOYEBHHBI B KPOBH
MOYEBBIBOISIINX

yTen

Hapymenue co | Hewacmo: mucmiHO3?

CTOPOHBI JbIXaTEIbHON
CUCTEMBI, OpraHOB
IPyIHOH KIETKH U

CpCaAOCTCHUA

OO6mme nHapymienus U | Yacmo: MECTHBIE PEAKIIUU - BOCTIAJICHHE

peakiuu B MecTe | Heuacmo: Tpom0O0dIieduT, 6016 B MECTE BBEICHUS

BBCACHUA

1 Coobmianocs 0 crmydasx MONOKMTENBHON TpsAMOM MmM Hempamoil mpodsr Kymbca, a
TaKXe OCIyYasxX CHUKCHUS YaCTHYHOTO TPOMOOIIIACTUHOBOTO BPEMEHH.

2 [IpuuMHHO-CIEICTBEHHAS CBA3b C MPUEMOM MpemapaTa MeporeHeM He YCTaHOBJIEHA.
[ToGouHbIe s ekt HaOI0 11 B HCCIIE0OBaHUH, BKJIFOYaBIIEM 2904
UMMYHOKOMIIETEHTHBIX ~ B3pOCJBIX  MAIMEHTa, I[IOJyYaBIIMX TEPAIHIO  IPErapaToM
Meponerem (500 mr mimm 1000 mr kaxzpie 8 4) BenencTBue MHGEKIMN, HE 3aTPAarBaIOIINX
I[IHC. V 36-Tu manueHToB Tepanus ObUlanpeKpalieHa BCJIEACTBUE HEXENAaTeNbHbIX SBICHUH.
B 5-Tm cimyuyasx He HCKIIIOYEHA CBS3b JICTAJBHOIO HMCXOJa C NMPOBOAMMON Tepamueil. Ha
(GOHE TSHKEIOTr0 COCTOSHUS TAIMeHTOB, MHOTOUMCIICHHBIX 3a00JI€BaHUN M MHOYKECTBEHHOU
COITyTCTBYIOIIEH TEparmuy IPyTUMH JIEKapCTBEHHBIMH IperaparaMy, He MPeCTaBIsIIOCH
BO3MOYKHBIM CJIEJIaTh BBIBOJ O CBSI3MHEKENATEIHHON PEaKIMU C IPIMEHEHHEM MEpOTICHEMa.

3 [To6ounble 5 deKThI, HIeHTHGUIIPOBAHHbIE B TOCTPETUCTPAIIHOHHOM HEPUOJIE.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIIMAX

BaxxHO cooOmare o0 TMOI03peBaeMBbIX HEXKENATeIbHBIX PEAKIHIX TI0CIIe PErHCTpaluu
JIEKapCTBEHHOTO TIpernapaTa MeporeHeM ¢ Mebio 00ecTIedeHrsT HEMPEPHIBHOTO MOHUTOPHHTA
COOTHOIIEHUS "TOJIb3a - PHUCK" JIEKapCTBEHHOTo NpenapaTta. MeAMIMHCKUM pPaOOTHUKAM
pexoMeHayeTrcss coolmars O JIHOOBIX  IOA03PEBAEMBIX  HEXKENATENIbHBIX  pPEeaKIUsIX
JIEKapCTBEHHOI0 Tmpernapara MeponeHeM uepe3 HalMOHAIbHYI0 CHCTEMY COOOIIEHUs O
HE)KeNaTeJIbHbIX PeaKIHsIX.

Poccuiickas ®edepayus
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DeepanbHas ciyk6a o Haazopy B cdepe 3apaBooxpaHetis( Pocarpabhansop)- - | = 10021

Anpec: 109012, r. MockBa, CnaBssHCKas TUIOIIAb, 1. 4, cTpoeHue 1

Tenedon «ropsaas muuus» Poc3npasranzopa: +7 800 550 99 03

DJIeKTpOHHAs TOYTA: IS JepiKaTeIe peruCTPAllMOHHBIX YIOCTOBEPEHUI W TPOU3BOAUTENCH
JIeKapCTBEHHBIXITpenapaToB: pharm@roszdravnadzor.gov.ru

JUIs MEIMIIMHCKHUX OpraHu3anuii: npr@roszdravnadzor.gov.ru

Wurepuer-caidt: Www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Bo3MokHa ciydaliHas Tepeno3MpOBKa BO BpEMsi JICYCHHUS, OCOOCHHO Yy IalMEHTOB C
HapylIeHHeM (PyHKIHUU TOYEK.

Jledenue B cirydae mepero3upOBKH JODKHO OBITh CHMIITOMATHYECKUM. B HOpME mpoucxoauT
ObICTpast ANMMMMHALIMA Tperapara 4yepe3 MOYKH. Y MAlMeHTOB C HapyHICHUIMH (QYHKIUU

oYyeK remMoauanu3 3pGEeKTUBHO yJalIieT MEPOIICHEM U €ro MeTa0oIuT.
5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOIICTBA

dapmakoTepaneBTHUECKasi TpyIma: aHTHOAKTepUalIbHbIE CPEJCTBA CHUCTEMHOTO JEHCTBUS,
npyrue OeTa-1akTaMHble aHTHOAKTepUalIbHbIE CPECTBA; KapOaneHEMBI

Koxg ATX: JOIDHO02

Mexauusm nerictBus U papMakoanHaMudeckiie YO GEKTHI

MeponeHeM — aHTHOMOTHK Kiacca KapOaneHeMOB, MpeAHa3HAuYeH NJs MapeHTEepPalIbHOTO
BBEJICHHS, OTHOCUTEJILHO yCTONYMB K aeruapornentunaze-1 (JI'TI-1) genoBeka, He Tpedyer
JIOTIOJTHUTENHLHOTO BBeneHust uaruouropa JqI'TI-1.

MeporieHeM OKa3bIBaeT OaKTEPUIIMIHOE JEHCTBHUE 3a CUET BO3ACHCTBUS HAa CHHTE3 KIETOYHOU
CTeHKH OakTepuil. Bbicokas OakTepHIMJHAs aKTUBHOCTh MEpPOINEHEMa B OTHOIICHUU
IIUPOKOTO  CIIEKTpa a’dpOOHBIX ©  aHAIPOOHBIX OaKkTepuii OOBICHSIETCS  BBICOKOM
CITOCOOHOCTBIO MEpOTIEHEMa MPOHUKATh dYepe3 KIETOYHYI0 CTEHKY OaKTepuid, BBICOKUM
YpOBHEM CTaOUIBLHOCTU K OONBIIMHCTBY OeTa-lakTamas W 3HAYUTeIbHOW a(PUHHOCTHIO K
pa3iauuHbIM TeHUIWUIMHCBs3bIBatomMM OenkaM (IICH). MunuManbpHble OaKTEpUIIUIHBIC
koHnentpanuu (MBK) o00pHO Takume Ke, KaKk M MHHUMAJIbHBICE WHTHOMPYIOIINE
koHneHtpanuun (MUK). Jlns 76 % mnpoTecTHpOBaHHBIX BHIOB OaKTEpUil COOTHOIICHUE
MBK/MUK 65110 2 WIu MEHBIIIE.

Tectsl N VItr0 MOKa3bIBAIOT, YTO MEPOICHEM JCHCTBYET CHHEPIETHUCCKH C Pa3IMUHBIMU
aHTHOMOTMKamMu. B Tectax in vitro u in Vivo mmoka3zaHo, YTO MeporeHeM o0amaeT

MOCTAaHTHOMOTHYECKIM P PEKTOM.
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MCXAaHU3MOB PE3UCTCHTHOCTH K MCPOICHCMY: HAPYHICHUC IIPOHUIACMOCTHU KJICTOUYHOM

CTCHKH TPaMOTpPUIATEIbHBIX OaKTEpUil W3-3a HApyIIEHUS CHUHTE3a MOPUHOB; YMEHBIIECHHUE

cpoactBa K 1eneBbiM [1CB; akTuBanus mexanu3mMoB 3¢ dIrokca; MPoayKIHs OeTa-lakTamas,

nona ,I[CﬁCTBH@M KOTOPBIX IPOUCXOOUT ' APOJIN3 Kap6aHeHeMOB.

EI[I/IHCTBCHHBIe PCKOMCHAYCMBIC KPUTCPUH HYBCTBUTCIBbHOCTH K MCPOIICHEMY OCHOBBIBAIOTCA

Ha (hapMaKOKWHETHKE TperapaTa U Ha KOPPENSIHUUA KIMHUYECKUX M MHUKPOOHOJIOTHYECKUX

JaHHBIX

— nuametp 30HbI 1 MUK, onpenensieMpIx Al COOTBETCTBYIOIINX BO3OYAUTENCH.

Kareropusi Bo3oyaurens

JAuameTp 30HbI (MM)

UyBCTBUTEIBHBIN >14
[IpomexxyTOouHBIN ot 12 no 13
PesucrenTHbIM <lI1

B cnenyromeii Tabnuue mpuBenensl npuHsATEE B EBpomeiickom coroze (EC) moporosbie

3HaueHus MUK MCPOIICHEMA B OTHOMICHUHU PA3JIMYHBIX 6aKTepI/IaHLHHX IIaTOIr¢HOB B

KIIMHUYCCKUX YCIIOBUAX:

ITaTorenst YyBCcTBUTEIBHOCTh (Mr/71) | Pe3UCTEeHTHOCTH
(mr/n)

Enterobacteriaceae <2 >8
Pseudomonas <2 >8

Acinetobacter <2 >8

Streptococcus rpynn A, B, C, G <2 >2

Streptococcus pneumoniae’ <2 >2

Jpyrue cTpenToKOKKU 2 2

Enterococcus® - -

Staphylococcus?

3aBUCHUT OT HaJINYHS 9YBCTBUTCIIbHOCTU K MCTULIUIIJINHY

3HAaYeHHs"

Haemophilus inﬂuenzael, <2 >2
Moraxella catarrhalis

Neisseria meningitidis?? <0,25 >0,25
['pamnionoxxkurenbHble aHAIPOOBl | <2 >8
I'pamoTpunaTebHBIE aHAAPOOBI <2 >8
Hecnenuduueckue noporopeie <2 >8

11
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L Tlopor uyBctBuTENBHOCTH I Streptococcuis pneumgdgEg'::ﬁ&Jr%hH&': -L'_rr_ﬂ';lér'z%e

npu MeHuHrure — 0,25 mr/m.

2 [lITamMMBI, 17151 KOTOpbiX MUK BbIIlIe TIOPOra 4yBCTBUTEILHOCTH, PEIKH MM HE BHIABISIOTCS
B Hacrosiuee BpeMs. [Ipu BeisiBIeHHH Takoro mramma tect Ha MUK npoBoaurces noBTopHO,
IIPYU MOJATBEPXKAECHUN pe3yJbTaTa IITAMM OTIPABISIOT B CIPABOYHYIO J1abOpaTopuio, a
IITaMM CYHMTAETCSl PE3UCTEHTHBIM JI0 TOJYYECHHUS TOATBEP)KICHHOTO KIMHHYECKOTO
3¢ (hekTa OTHOCUTETHHO HETO.

3 3Hayenus, UCHIONb3yeMbIE TONBKO P MEHUHIHUTE.

4Jlns  BceX  OCTalmbHBIX  BO30OyauTenel, cormacHO  (hapMAaKOKMHETHYECKHM U
(dapMakoIMHAMHYECKUM  JaHHBIM, 0e3 ydera coemuduku pacnpeaenenus MUK
KOHKPETHBIX ITaTOTEHOB.

>TecT 4yBCTBUTENLHOCTH HE PEKOMEHJIOBAH, MIOCKONBKY JaHHBIH BO30Y/MTENb HE SBISAETCS
ONTUMAJIHOM 1IeJIBIO ISl MEpPOIICHEMA.

UyBCTBUTETBHOCTh K MEPONECHEMY JOJDKHA ONPEACTAThCS C IOMOIIBIO CTaHIAPTHBIX

MeTonoB. MHTepnperanmus pe3yslbTaTOB JIOJDKHA BBINONHATBECS B COOTBETCTBHH  C

JIOKaJIbHBIMH PYKOBO/ICTBAMH.

O¢ddexkTuBHOCTH MpenapaTa B OTHOIIEHUH NTaTOTEHOB, EPEUHUCICHHBIX HIKE, OATBEPXKICHA

OTIBITOM KIIMHUYECKOTO MPUMEHEHHSI U PyKOBOACTBAMH 10 aHTHOAKTEPHAIBHOMN TEpaInu:

[TaToreHbl, 9yBCTBUTEIBHBIE K MEPOTICHEMY:

FDaMnOﬂOchumeﬂbele a3D06bl N

Enterococcus faecalis®

Staphylococcus aureus (MeTHITMIUTHH-UyBCTBUTETBHBIN )

Pon Staphylococcus (MeTunmiinH-4yBCTBUTENBHBIN ), BKto4as Staphylococcus epidermidis
Streptococcus agalactiae epynner B

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

Streptococcus pneumoniae

Streptococcus pyogenes epynnoi A

FDCZMOWZDMMCZme]Zbele a3DO6bZ .

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

Klebsiella oxytoca

12
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Klebsie”a pneumoniae ||_|D:.-| E.:l.': EIJETEHIZFHCETD ':I:DE:I

Morganella morganii
Neisseria meningitidis
Proteus mirabilis
Proteus vulgaris
Serratia marcescens

I pamnonoorcumensvvie aH619p06bl .

Clostridium perfringens
Peptoniphilus asaccharolyticus,
Pox Peptostreptococcus (Bxiarouast P. micros, P. anaerobius, P. magnus)

I pamompuyamenvhsie dHCl3DO6bl .

Bacteroides caccae

Bacteroides fragilis

Prevotella bivia

Prevotella disiens

HaTOI‘eHLI, JJIs1 KOTOPBIX aKTyaJlbHa npo6neMa HpPIO6peTeHHOI>'I PE3UCTCHTHOCTU:

FDaMHOﬂOOfcumeﬂbele 03D06bl N

Enterococcus faecium?!

I pamompuyamenvhsie 613p06bl.'

Pon Acinetobacter Burkholderia cepacia Pseudomonas aeruginosa
HaTOFCHLI, o6na,ua}01une l'IpPIpO,Z[HOfI PE3UCTCHTHOCTBIO:
I'pamompuyamenvrovle aspoodul.

Stenotrophomonas maltophilia

Legionella spp.

Jlpveue 6036voumenu:

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetii

Mycoplasma pneumoniae

! Bo30ynuTenu, o6anaromnme mpoMeKyTOUYHOW YyYBCTBUTEIHHOCTHIO.

2 Bcee MCTUIUJINIMH-PE3UCTCHTHBIC CTa(i)I/IJ'IOKOKKI/I PE3UCTCHTHBI K MCPOIICHEMY.

5.1. ®apMakOKHHeTHYECKHE CBOHCTBA

AOGcopbuus

BryTtpuBerHoe BBeneHue B TeueHue 30 MuH mpemnapata MeporneHem 310pOBbIM 100pOBOJIBIIAM

MIPUBOJIUT K MakCUMabHON KoHIeHTpanuu (Cmax) B TUIa3Me KpPOBH paBHOUM mpumepHO 11

13



MKT/MI [u1s1 10361 250 Mr, 23 MKI/MJI 1S I03BI 5
Opnnako, B

HET

COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 18.02.2025 Nz 3876

0 SDREERRRATETRIPET 0002)

orHomrenn Cmax w momamd 1ox  (papMaKOKMHETHYECKOM KpPUBOM

abCOIFOTHON

«KOHIICHTpAIU-BPEMSD» (AUC) (hapMaKOKMHETHICCKOM

NPONOPIMOHATFHON ~ 3aBUCHMOCTH  OT  BBEJIEHHOM J103bl. OTMEYEHO yMEHbILIEHHE
1a3MeHHoro kiaupenca ¢ 287 no 205 mu/mus it 103 ot 250 mr 10 2000 mr.

BuyTtpuBeHHas OoitocHass MHBEKIUS Mpernapara MeponeHeM 340pOBbIM J00pOBOJIbLIAM B
T€UEHHE 5 MUH MPUBOJIUT K MAaKCUMAJIbHOM KOHLIEHTPAIIMU B IUIa3M€, PAaBHOW MpUMEPHO 52
MKr/M Jutst 10361 500 mr 1 112 Mxr/ma — st 70361 1000 mr.

Uepes 6 yacoB mocie BHyTpuBeHHOTO BBeneHUst S00 MI KOHIIEHTpaIKsl MepoTieHeEMa B TIJIa3Me
KPOBH CHIIKAETCS J10 3HAUEHUN | MKT/MIT M HUXKE.

[Tponnennas (mo 3-x yacoB) MHQY3US KapOareHEMOB MOXET MPUBECTH K ONTUMHU3AIMHU UX
(dapMaKkOKMHETHYECKHX M (apMakoguHaMuyecknx mnapamerpoB. [lpm cranmaptHoii 30-
MUHYTHOH HHQY3UM y 370pOBBIX J00poBosbleB AByx m03 500 m 2000 mMr xaxnasie 8
yacoB 3HaueHue % T>MUK (cooTHouUIEeHHE MEXTY IEPUOJOM BpEMEHH, KOT/1a KOHLIEHTpaLUsI
npenapata npesbiiiaer MUK, u untepBanom nosupoBanus; MUK = 4 Mkr/mi) coctaBuio
coorBercTBeHHO 30 % m 58 %. Ilpu BBeacHMM JOOPOBOJBIIAM TEX K€ J03 METOJOM 3-
yacoBo wH(Qy3un Kaxnpie 8§ dacoB mokazarenb %T>MUK yeemuuwmncs mno 43 u 73 %,
cootBercTBeHHO st 500 m 2000 mr. Cpeassisi Iuia3MeHHas KOHILIGHTpAlMsl y 3J0POBBIX
JTOOPOBOJBIIEB MOCJE BHYTPHUBEHHOTO OontocHOro BBeneHus B TedueHue 10 mun 1000 mr
npesbimasia MUK 4 mxr/mn 1 42 Y%unTtepBana 103UpOBaHUA 10 cpaBHEHHUIO ¢ 59 % mpu
3-gacoBoit nHpy3un 1000 mr.

Pacnpenenenue

MeporneHemM Xopouio MpOHHMKAaeT B OOJIBIIMHCTBO TKaHEH M KHMJIKOCTEH OpraHu3Mma, B TOM
yuciae B 1epeOpOCHUHAIBHYIO JKUIKOCTh MAIMEHTOB C OaKTepHalbHBIM MEHHHTUTOM,
JOCTUTas KOHIICHTPAIMi, MPEBHIIAIONNX TpeOyeMble Ui TOJABICHUS OOJBIIMHCTBA
OaxTepuil.

Buorpancdhopmarims

Cas3bIBaHue ¢ OeKaMHU M1a3Mbl IpuMepHo 2 %.

EnvHCTBEHHBI METa0OIUT MEpOTIEHEMa MUKPOOHOJIOTHUECKH HEAKTUBEH.

DJIMMUHALNS

VY manueHToB ¢ HOPMalbHOM (YHKIMEW TIOYeK NepuoJi TIOJYyBBIBEICHUS COCTABISET
npumMepHo 1 ygac.

Okonmo 70 % BHYTpMBEHHOW /03Bl IpenapaTra MeporeHeM BBIBOAUTCS TIOYKaMH B
HEU3MEHEHHOM BHJI¢ B TeueHHe |2 yacoB, MOCi€ YEro OIpeaesseTcss He3HayuTelbHas

noyeyHasi dKckperus. KoHIeHTpauun MeporeHema B Moue, mnpesblmatonie 10 mkr/mo,

14
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MO/JICPKUBAIOTCS B TEUEHHE 5 YaCcOB MOCIIC BBEICHUS ZEEL‘E'I%BEQI'F %ﬁ%g&Tﬁé%H

COOTBETCTBYET 3KCNEPTHOMY OTYETY

500 mr kaxzasle 8 yacoB mim 1000 Mr xaxaele 6 yacoB He HAOIIOAATIOCH KyMYJISIIIHU
MeporieHeMa B IJIa3Me KPOBU M B MOY€ y JIOOPOBOJIBIIEB C HOPMAILHOUM (PyHKIMEH TIEYCHH.

IloyeyHas HEIOCTATOYHOCTh

HccnenoBanust papMakOKMHETUKH Yy MALMEHTOB C MOYEYHOW HEAOCTATOUYHOCTBIO MOKA3aiH,
YTO KJIMPEHC MEpPOIIEHEMa KOPPEIHUPYET C KIUPEHCOM KpEeaTHMHMHA. Y TAKUX [AlUEHTOB
HE00X0IMMaKOPPEKLIUS JO3bI.

MeporneHemM BBIBOAUTCS HpPU TIeMOAMAIM3E C KIMPEHCOM OpPHUEHTUPOBOYHO B 4 pasa
IIPEBBILLIAIOIIMM KIUPEHC MEPOIIEHEMA Y MALlUEHTOB C aHypUEH.

IIeueHouHAas HEAOCTATOYHOCTD

I/ICCJIGIIOBaHI/ISI Q)apMaKOKI/IHeTI/IKI/I Yy HangucHTOB C 3a00JICBAaHUSMHU TICUCHHU IIoKa3ajJu, 4ToO
JAaHHBIC IIaTOJIOTHYCCKHMEC HN3MCHCHHUA HC OKa3bIBAIOT BJIHWJIHHA Ha (bapMaKOKI/IHeTI/IKy
MCPOIICHEMA.

JInna moyKmJioro Bo3pacra

W3ydenne GpapMakKOKHHETUKH y TIOXKWIBIX JIUI BBISBHJIO CHIDKEHHE KIIMPEHCA MEPOTICHEMA,
KOTOPOE KOPPEIUPOBAIO C BO3PACTHBIM CHIDKCHHEM KIMPEHCA KpeaTHHHHA.

eTH
UccnenoBanus y nereit nmokasaiu, 4to (papmMakoOKMHETHKa mpenapara MeporneHeMm y AeTei u
y B3pOCHBIX cxonmHas. [lepwos mONyBBIBEACHWS MeEpoleHeMa y JAeTred g0 2 Jier
npubnu3utensHo 1,5-2,3 waca, B aumamasone o3 10-40 mr/kr HabmiomaeTcs JHMHEWHas

3aBUCHUMOCTb.
6. PAPMAIIEBTUYECKHUE CBOVICTBA
6.1. IlepeueHb BCIOMOraTeJIbHbIX BElIECTB

Hatpus xapOoHar.

6.2. HecoBMecTUMOCTH
JlaHHBIN JIEKapCTBEHHBIM IpernapaT He CIEAyeT CMEIINBaTh C JPYTHMH JIEKAPCTBEHHBIMU

npenapaTami, 3a UCKIIFOYCHUEM YITOMSHYTHIX B paszene 6.6.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

HeBckpuIThlil ditakoH

3 rona.

ITpuroToBIEHHBIN paCTBOD

Pacmeop ons enympuseennvix 60I10CHbIX UHbEKYUL

PactBOp, IpUrOTOBIEHHBIN, KaK yKa3aHO B pa3zaeine 6.6, MOKHO XpaHUTh B TEUEHUE 3 4acoB
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npu Temmepatype 10 25 °C i B Tedenue 16 wcos B xOnommsHuke (218D TE 0002

COOTBETCTEYET ZKCNEPTHOMY OTUETY

Pacmeop ons unghysuii

PactBop, mpuroroBieHHbld ¢ ucnonb3zoBanueMm 0,9 % pacTtBopa HaTpusi XJOpUIAa MOXKHO
XpaHUTh B Te€ueHHE 3 4acoB npu Temmeparype a0 25 °C unu B TeyeHue 24 4acoB B
xonoamibHUKE (2-8 °C).

PacTBOp, MpHUroTOBIIEHHBI C HCHOJB30BaHHWEM 5 % pacTBOpa AEKCTPO3BI, TOJKEH OBITH
UCIIOJIb30BaH Cpa3y HEMENJIEHHO.

PacTBop MepornieHema He JOJIKEeH 3aMOPaKUBAThCA.

[TpuroToBneHHBIH pPAcTBOpP PEKOMEHAYETCS BBOAWTH Cpa3y IOCIEe MPUTOTOBICHUSA (C
MHUKPOOHMOJIOTUYECKON TOYKH 3pEHUs), €CIM YCJIOBHS MPHUTOTOBICHHUS pacTBOpa HE

HCKIYalT BO3MOXHOCTH MI/IKpO6I/IOJIOFI/I‘-IeCKOI>'I KOHTaMHMHalluU.

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NPH XPAHEHUH
[Tpu Temneparype He Bbiie 25 °C.

YcnoBus XpaHeHUs Iperapara mociie pa3Be/IeHus cM. B pasjene 6.3.

6.5. XapakTep u coiep:KUMoe NePBUYHON YIIAKOBKH

ITo 500 mMr mmun 1000 mr mepomeHema BO ¢uakoHbl BMecTUMOCTbIO 10 it mwimm 20 ma
pO3payHoro crekia 1-2 rugponuTudeckoro Kiacca, repMEeTHYHO YKYIOpPEHHbIE MPOOKaMH
PE3MHOBBIMH OyTUIIKay4YyKOBBIMH, 00KaThle KOJIMAYKaMU aIIOMUHUEBBIMU WM KOJIauKaMH
KOMOMHHPOBAaHHBIMU (aFOMUHHEBBIMU KOJIMauyKaMu C Mpe10XpaHUTEIbHBIMU
IJIACTMACCOBBIMHU KPBIIIKAMH).

Ha xaxapiit (py1akoH HaKJIEUBAIOT AITUKETKY CaMOKJIESIIYIOCS.

1 ¢nakoH ¢ mpenmaparoM U MHCTPYKUHUEH [0 MEIUIUHCKOMY IPUMEHEHHUIO MOMEUIAloT B
KapTOHHYIO MauKy.

Hns cmayuonapos: ot 10 mo 50 ¢uakoHOB ¢ mpemnapaToM U paBHBIM KOJIHMYECTBOM
UHCTPYKIMH MO0 METUIIMHCKOMY IPUMEHEHUIO MTOMEIIAI0T B KOPOO U3 KapTOHA.

Ha xopo0 Hak/IenBaloT ITUKETKY.

6.6. OcoOble Mepbl TPETOCTOPOKHOCTH TPH YHHYTOKEHHM HCIOJIH30BAHHOIO
JIEKAPCTBEHHOT0 MPenapaTa Win 0TX0/I0B, MOJYYeHHBIX MOCJIe MPUMEeHEeHHsl penapara
U IPyTrue MAHUITYJISIIAN C IPenapaToM

HDI/IFOTOBJ'IeHI/Ie pacTBoOpa 1JId BHYTPUBEHHBIX OOJIFOCHBIX HHB@KHHﬁ.

[Mpenapat cieayeT pacTBOPUTH CTepWIbHOW BojoW it uHbeKiUi (5 Min Ha 250 Mr
MeporeHeMa),lTPU 3TOM KOHIICHTpaIusl pacTBopa cocTtaBiseT 50 Mr/miL.

[IpuroroBiaeHne pacTBopa g HHP Y3

[Tpenapat cnexyer pactBoputs 0,9 % pactBopom HaTpus xjiopuaa Juist HHPy3uit 1mbo 5 %
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY

oT 18.02_2025 Nz 3876

PacTBOPOM JEKCTPO3BI (TIFOKO3bI) JUisi MHPY3HUil, TpU 3%%'&01%%@5&%@&6&:ﬁ6n%a

coctaBuTh OT 1 10 20 Mr/mi.

[Ipu pa3BeacHmm Tpenapara MepomeHeM ClieyeT COONI0IaTh CTAaHIAPTHBIA PEKUM
acenTuku. Bece QuiakoHbl MpeHa3HaueHbl TOJIBKO AJI OTHOKPATHOTO TPUMEHEHUSI.

Becb ocraBmumiics JeKapcTBEHHBIH IMpemapaT U OTXOIbl CIEAyeT YHHUYTOXKUTh B

COOTBETCTBUH CYCTaHOBJICHHBIM HAIIHOHAJIEHBIM 3aKOHOAATEIbCTBOM TPEOOBAHUSIMH.
7. IEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanus

OO611ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «Py3dapmay (OO0 «Py3dapmar)
143132, MockogBckas 00:1., Py3ckwuii p-s, r.m. TyukoBo, yi1. Komcomonbckas, 1. 12, crp. 1
Ten.: +7(496)273-27-71

On. noura: info@ruzpharma.com

7.1. IIpeacraBuTe b AepKATE/S PErHCTPALMOHHOIO Y/10CTOBEPEHHS

[Iperen3nn noTpeOUTENIEN HAIPABIIATE 110 aJIPECY:

Poccuiickas @eneparus

OO011ecTBO ¢ OrpaHUYEeHHON OTBETCTBEHHOCThIO «Py3dapma» (OO0 «Pysdapmar) 143132,
MockoBckast 06071., Py3ckuii p-H, r.1m. TyukoBo, yi. Komcomonbckas, 1. 12, ctp. 1

Ten.: +7(496)273-27-71

On. noura: info@ruzpharma.com

8. HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. IATA IEPBUYHOM PETUCTPAIIUA

10. JATA NEPECMOTPA TEKCTA

OOmast  xapakTepUCTHKa JIEKApCTBEHHOTO Tmpemapara MeporeHeM  JIOCTyliHa — Ha
UHPOPMALIMOHHOM TopTanie EBpa3wiickoro 3KOHOMHYECKOTO COr03a B WH(POPMAIMOHHO-

KOMMYHUKaIMoHHO# cetn «HTepue» http://eec.eaeunion.org/.
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