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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHITOFO TPEMAPATA “00-)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Hedpenmum-AJIBUJIC, 1 r, mopomok s TPUTOTOBJIICHHWS pacTBOpa JJII BHYTPUBEHHOTO U

BHYTPHUMBIIICYHOI'O BBEACHU.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB
JeticTByroee BemecTBo: 1edenum
Kaxnprii (hakon comepskut 1 1 nedenrma (B Buae nedenuma ruapoXIopuia).

[TonHbIN NIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Topo1ok 1J1s IPUrOTOBIEHUS pacTBOPA AJI1 BHYTPUBEHHOTO U BHYTPUMBIIIEUYHOT'O BBEICHUS.

[Topomrok oT 6e1oro 10 CBETJIO-KENITOTO [[BETA.

4. KIMHUYECKHUE JJAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO
[Tpenapar Llepenum-AJIBUJIC nokazaH K NpUMEHEHUIO MPHU HMH(EKIIMOHHO-BOCHIAIUTEIbHBIX
3a00JIEBAHUSX Y B3POCIbIX:
WNHdexun BbI3BaHHBIE YyBCTBUTENIBHBIMU K IIe(eUMy MUKPOOPTaHU3MaMHU:

® H(pEKIUN HUKHUX JIbIXaTeIbHbIX MyTeH, BKIIIOYast THEBMOHUIO U OPOHXUT;

e HH(EKIUM MOYEBBIBOISALINX MyTeH, KaK OCIOXKHEHHbIE, BKIIOUas MUENOHEPPUT, Tak U
HEOCJIO)KHEHHBIE;

® HH(EKIUN KOXH U MATKUX TKaHEH;

e H(pEKIUN OPIOIIHON MOJIOCTH, BKIIOYAs NEPUTOHUT U UHPEKIMH KETUHBIX TyTeH;

® THHEKOJIOTUYECKUE NHPEKIUY;

® CENTULIEMMUS;

o peOpunbHasT HEUTPOTICHUS;

¢ IPO(UITAKTHKA BO3MOXHBIX MHQEKIUH MPH MPOBEACHUU TMOJOCTHBIX XHUPYPTUUYECKUX
onepauui.

[Ipenapar Ledenum nokazan kK IPUMEHEHUIO Y JIeTel MPpU HHPEKIIMOHHO-BOCTIATUTEIbHBIX
3a00J1€BAHUSAX, BBI3BAaHHBIX UyBCTBUTEIBHBIMU K LIe()EeIMMY MUKPOOPTraHU3MaMHU:

® [THEBMOHUS;

e HH(pEKIUN MOYEBBIBOJALINX MyTEH, KaK OCIOXHEHHBIE, BKJIIOUYas MUEIOHE(PPUT, TaK U

HCOCJIOKHCHHBIC,
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® I/IH(l)eKHI/II/I KOXHU U MATKUX TKaHefI;

® CETITHIIEMUS;
o peOpUbHAsT HEUTPOTICHUS;

¢ QaKTepHAIbHBIN MCHUHTHT.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHU s

PexxuM o3upoBaHus

I[O?:BI U IIYTb BBCICHHUA I_[e(beHI/IMa 3aBUCAT OT YYBCTBUTCIIBHOCTHU B036YI[HTeﬂefl, TAXKCCTHU

UHQEKINH, COCTOSHUS (PYHKIUH ITOYEK U OOIIEro COCTOSHUS MalleHTa.

B3pocnvie
Wudexun MOUYEBBIX MyTEH, 500mr-1r Ka)K/Ible
JIETKOM M CpeTHEN TAKECTH: B/B WJIU B/M 12 yacoB
Hpyrue nHdexnuu, 1erkou u Ir KaXIble
CpeaHen TAKECTH: B/B WIY B/M 12 yacoB
Tsoxenble nHpEKIUN: 2rB/B KaX/ble
12 gacoB
OueHb TSDKEbIEe u 2 B/B KaXKJIble
yIposKarolme KU3ZHU 8 yacoB
MH(pEKINHU:

OO0bIyHas TPOAOHKUTEIBHOCTD JICUeHUS cocTaBisieT 7-10 quelt; mpu TsKenbIX HHPEKIUIX MOKET
notpeboBaThcs 6oJee MPOIOKUTENLHOE JICUCHHUE.
B cnyuae neuenus ¢eOpWIbHOW HEUTpONEHWH OOBIYHAS TPOJODKUTEIBHOCTh JICUCHUS

COCTaBJISIET 7 THEW WM 10 NCUYE3HOBEHUSI HEUTPOIICHHH.

IIpogpunaxmuxa ungexyuii npu RPoGedeHUU XUpypeuieckux onepayui

3a 60 MUHYT 10 Hayana XUPYPrUYecKoil onepaiuu BBOAAT 2 T Ipemnapara B/B B BUJie HUH(Y3UHU B
teyenue 30 MunyT. Cpasy nocie oKoH4YaHus! HHQY3uH nanueHty BBoaat 500 Mr MmeTpoHHua305a
BHYTPUBEHHO. PacTBOp MeTpoHHAa30jla TOTOBAT B COOTBETCTBUM C HMHCTPYKIHUEH IO €ro
npuMeHeHuto. BenenctBue apMareBTHUECKOW HECOBMECTUMOCTH METPOHKIa30M1a U Iedenuma
UX HE cJIeayeT CMeluBaTh B oAHOM cocyae. WHdy3uoHHylo cucreMy mnepes BBEACHHEM
METPOHHUA30J1a CIEAYET POMBITE.

Bo Bpemst nnutenbHbIX (6onee 12 1) xupyprudyeckux omnepanuii uepes 12 4 mocie nepBoi 10361
pEKOMEH/IyeTCsl TIOBTOPHOE BBeIEHHUE IedernrMa B TOW K€ J103€ ¢ MOCIEAYIOUIMM BBEACHUEM

MCTPOHHUAA30J1a.
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Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

bonbubIM ¢ HapymieHueM (yHKIMU MoYek TpeOyeTcs KOPPEeKTUPOBKA JO3UPOBKU Iedernuma C
LEJIbI0 KOMIIEHCAlMH YMEHBIICHHOW CKOPOCTH BBIBEJICHUS Ipenapara ¢ MoO4You. Pexum
JIO3MPOBAHUSL 3aBUCUT OT CTENEHM HapyIIeHUs (QYHKUUU TIOYEK, TSHKECTH HHPEeKIud u
qyBCTBUTEIBLHOCTH MHKpPOOPraHu3MoB. [Ipu crnalObiX WM yMEpEHHBIX HApYHICHUSAX (QYHKIUU
MOYEeK HavyallbHas J03a MpernapaTa Takas ke, Kak Py HOPpMaJIbHON (YHKIIMU MOYEK.
Pexomendyemvie nodoeporcusaroujue 003vl yeghenuma 6 3a8UCUMOCIU OM KIUPEHCA KPeAMUHUHA
npeocmasiensvl 6 madauye Hudice.

Kimmpenc kpeaTnHHHA 71 MY>KYHMH PacCUUTBIBAIOT, HCXOMAsl U3 KOHLIEHTPALUHA CBIBOPOTOYHOTO
KpeaTHHHHA IO cleAyroleil popmye:

Macca Tena (kr) X (140 — Bo3pacrT)

KnupeHc kpeaTuHrHa (MJ/MUH) =
P P (u/ ) 72 X CbIBOPOTOYHBIM KpeaTUHUH (MT /1)

KimupeHc kpeaTnHUHA 1S )KEHIIIMH PaCCYMTHIBAIOT 110 TOH ke Gopmyie, ucnoibiys daxrop 0,85.

Kiupenc
KpeaTHHHUHA Pexomenayemblie moa1ep>KMBAIOIINAE JTO3bI
(MJ1/MUR)
(OGpIyHas 1033, KOPPEKTUPOBKA JI03bI HE TpedyeTcs)
>60 500 mr Ir 2r 2 T KaXJple
Kaxaele 12 4 Kaxaple 12 4 Kaxaele 12 4 8 uq
500 mr Ir 2T 2T
30-60
Kaxkaple 24 4 Kaxaple 24 4 Kaxkaple 24 4 Kaxaple 12 4
500 mr 500 mr Ir 2T
11-29
Kaxkaple 24 4 Kaxaple 24 4 Kaxaple 24 4 Kaxaple 24 4
250 mr 250 mr 500 mr Ir
<10
Kaxkaple 24 4 Kaxaple 24 4 Kaxaple 24 4 Kaxaple 24 4
ITanmenTr! Ha Te- 500 mr 500 mr 500 mr Ir
Moaguanuze* Kaxkaple 24 4 Kaxaple 24 4 Kaxkaple 24 4 Kaxaple 24 4

* 171 MallMeHTOB Ha TEMOUANIN3E PEKOMEHYETCsl YMEHBIIICHHE J103bI TIpemnapara: 1 r B mepBbIil
JIeHb JiedeHus U 3ateM 1o 500 Mr B IeHb NMPpHU BCeX MHQEKIHIX, 32 UCKIIIOUeHHEeM (peOpuIbHOi

HEUTPOTICHHUH, TJE /1032 COCTABISIET 1 T B IeHb. B mHM auanm3a mpemapar cieayeT BBOAUTH 10
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OKOHYAHMHM auanu3a. 11o Bo3MOXXHOCTH mnmpemngpar CHG%’IQ:M%HJ%HEEI%C%D)QQ I:Eif;leMﬂ

KaXXIbIi ICHb.

[Ipu remonuanuse B Te4eHUE 3 4 U3 OpraHu3Ma yjaaisercs npubinsutensHo 68 % BBEICHHOM
JIO3bI TIperapara.

[Tpu HEmpepbIBHOM aMOyJIaTOPHOM IEPUTOHEATHFHOM JIHATU3€E MperapaT MOKHO HCIIOIb30BaTh B
UCXOIHBIX PEKOMEHI0OBaHHBIX 033X 500 Mr, 1 r win 2 1, B 3aBUCUMOCTH OT TSDKECTH HH(EKIINH,

C MHTEpBaJaMH MEXIy BBEIEHUSAMU — 48 yacos.

HGI/!MEHmbl C HapyuieHuem qbyHKl/;l/llxl ne4yernu

Koppekmwst 10361 1151 MaIMeHTOB ¢ HapymeHHeM (GYHKIUY TICYeHH HEe TpeOyeTcs.

eTn

Pexxum nmo3upoBaHus Ui eTeld OT 2-X MecsleB ¢ Maccod Tena Oonee 40 Kr ¢ HOpMaabHOMN
(GyHKIMEH MOYeK He OTIIMYACTCS OT PeKUMa JO3UPOBAHUS JJIs B3POCIBIX.

Jlo3a 151 iereit He JOJIKHA MPEBBIILIATh MAaKCUMAIbHYI0 PEKOMEHAYEMYIO 103y JUIsl B3pOCIBIX (2

T B/B, K&XJIbIe 8 4acoB).

Jlemu om 2 mecsayes c maccoii mena 0o 40 ke

[Ipu wHpEKIUAX MOYEBBIX TMyTeH, HHQPEKIUSIX KOXMU W MATKMX TKaHEW, TTHEBMOHHUU
pexoMmeHayemas 103a coctaBiseT 50 Mr/kr kaxaple 12 yacoB B Teuenue 10 gneil. B ciyuae
TSOKENBIX WH(EKIHA — Kaxk/Ible 8 4acoB.

[TaruenTam ¢ peOpriIbHON HEHTpONEHUEH, cenTulieMrel, 0akTeprualIbHBIM MEHUHTUTOM CIIEAyeT

BBOIUTH 50 MI/KT Kaxkaple 8 uacoB B Teyenue 7-10 maHem.

Hemu c napywenuem ynkyuu novex

Jetsim npu HapymeHHOW (GYHKUIUU MOYEK PEKOMEHAYETCS YMEHbIIEHHE J03bl WIIH yBEJIUYCHHE
MHTEpBaJia MEKy BBEICHUAMHU, KaK yYKa3aHO BbIILE B TAOIHIIE.

KnupeHc kpeaTuHUHA BBIYMCIAIOT MO CIEAYIOUUM (hopMyiam:

0,55 X poct (cm)
CbIBOPOTOYHBINA KpeaTUHUH (MT /A1)

Kinupenc kpearununa (Ma/Mun/1,73%) =

501041

0,52 X poct (cm)
CbIBOPOTOYHBIN KpeaTHUHUH (MJ1/ 1)

Knupenc kpeatununa (Ma/Mun/1,73%) = 3,6
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Cnoco0 IIpuMeHeHus

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

BuyTtpuBenno (B/B), BHyTpuMmblliedyHO (B/M). Jlo3bI M TyTh BBEACHUS 3aBHCAT OT
qyBCTBUTEIHHOCTH BO30ynuTeneil, TsokecT MH(GEKIUU, COCTOSHUS (YHKIHUU MOYEK U OOIIEero
COCTOSIHUS MALUEHTA.

BHyTpuBeHHOEe BBEJEHHME PEKOMEHIYETCs Ul NAlMEHTOB C TSXKEJIbIMU WU YTPOXKAIOIUMU
KHU3HU UHPEKIUIMHI, 0COOEHHO NPU YIp03€ BOSHUKHOBEHHS CEMTUYECKOTO IIOKA.

WMHCTpYKIMY 110 TPUTOTOBJICHHUIO JIEKAPCTBEHHOT'O IIperapara rnepeji IpuMEeHEHHEM CM. B pa3jierie

6.6.

4.3. [IlpoTuBONOKA3aHMS

o [UmnepuyBCTBUTENHHOCTh K HedenuMy, eQalloCTIOPUHOBBIM, TEHUIMUIMHOBEIM U
IpyruM OeTa-TaKTaMHBIM aHTHOMOTHKAM, ApTHHUHY WU K JIIOOOMY M3 BCIOMOTAaTEIbHBIX
BEIIIECTB, IEPEYNCIICHHBIX B pasnene 6.1;

® JICTCKUI BO3PACT J10 2 MECSIICB.

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTEIO

3a0oieBaHUs HKETYIOYHO-KUIIIEYHOTO TpaKTa B aHaMHe3€ (OCOOEHHO KOJIUT), MOYedHas Hello-
CTaTOYHOCTH (KJIMPEHC KpeaTHHUHA MeHee 60 MJ1/MUH).

Oco0ble yKazaHus

T'unepuyscmeumenvrocmuv

[lepen HayamoM JieyeHUs CIIEIyeT YCTAaHOBUTh HAJIMYKME B aHAMHeE3€ y O0JIBHOIO aJuIeprUuecKux
peakiuit Ha e enum, Ipyrue 1nedaaocnopuHOBbIE aHTUOMOTUKY, ICHUIIWJUIUHEI U ApyTHe OeTa-
JaKTaMHbIe aHTHOMOTHKH, a Takke Apyrux ¢opM amnepruu. [Ipu npruMeHeHun Bcex BUIOB OeTa-
JAKTaMHBIX ~ AQHTHOMOTHKOB  OTMEYAJIWCHh  CIydaul  Pa3BUTHUS  TSDKENBIX  PeaKIuid
TUTIEPYYBCTBUTEIHBHOCTH, MHOT/IA C JICTAIbHBIM HCXOJIOM.

[Ipu pa3BuUTHU aIEPTUYECKON pEaKIUH CJIEAYeT TMPEKPATHTh JICYCHHE MpenaparoM |
NPEANPUHITh COOTBETCTBYIOUIME Mephl. [Ipu pa3BUTHM TSXKEIOM aiepruueckoll peaxkuuu
(Hampumep, aHAPWIAKTHYECKON peakiliy) HEMOCPEICTBEHHO BO BpeMs BBEJEHHUS Tperapara
MOXKET IMOTPEOOBATHCS MPUMEHEHNE dUHEGPUHA U APYTON MOIIECPKUBAOIICH TepaInu.
Heupomoxcuunocmo

Bo BpeMs MOCTpErucCTparMOHHOTO HAOMIONCHUS OBbUTH 3aperUCTPUPOBAHBI  CIICAYIOIINE
CEpbE3HbIE HEXKENATENbHbIE PEAKIMU, B TOM YHCIIE YTPOXKAIOLIUE KU3HU WU MPUBOIAIINE K

JIeTaTbHOMY UCXOAY: dHIedasionaTus (HapylIeHne CO3HaHUs, BKII0Yasl CITyTAHHOCTh CO3HAHUS,
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craryc. BONBIIMHCTBO CilydyaeB OTMEYAJINCh Yy MAIMEHTOB C MOYEYHOW HEIOCTATOYHOCTHIO,
KOTOPBIM HE MPOBOANIACH KOPPEKIHUs 103bl. TeM He MeHee, B HEKOTOPBIX CIIydasx HEHPOTOKCHY-
HOCTh OTMeYaJlach y IAI[IEHTOB, KOTOPHIM IPOBOIMIACH KOPPEKIHS J03bI B 3aBUCHMOCTH OT
CTENCHN MOYEYHOH HETOCTaTOYHOCTH. B OONBIIMHCTBE ClTyyaeB CUMIITOMBI HEHPOTOKCHYHO-CTH
ObUIM 0OpaTUMBI M MiCYE3aJIU [TOCTIe OTMEHBI IIpenapaTa Uu/Wid Mocie IpoBeISHHs TeMOIUalIN3a.
Ecnu HeWpOTOKCHMYHOCTH CBs3aHa ¢ MPUMEHEHHEM Iiedennuma, CIeayeT pacCMOTPETh BOIIPOC O
NpEKpalleHu Tepanuu Ie(enrMoOM WM KOPPEKTHPOBaTh J03y Y MAMEHTOB C MOYECYHOM
HEJIOCTaTOYHOCTHIO.

[Tpu Hanuuuu (HakTOpOB, MOTYIIMX BBI3BATh HApyIIEHHE (PYHKIIUH ITOYEK, TPEOYEeTCS KOPPEKIUs
J103bI IIe(eTMa ¢ LEeNTbI0 KOMITEHCAN YMEHBIIEHHOW CKOPOCTH BBIBEICHUS ITperapara ¢ MOYOH.
Pexxum 103MpOBaHMs 3aBUCUT OT CTETIEHH IOYEYHONW HEIOCTATOYHOCTH, TSDKECTH MH(EKIUU H
qyBCTBUTEILHOCTH MUKPOOPTaHU3MOB. [IpH JIErKUX MM CpeHEH CTeTEHH TSHKECTH HapyIIeHUSIX
(GyHKIMM TIOYEeK HavyallbHAs /1032 MpenapaTa Takas e, Kak NP HOPMaIbHON (YHKIUHU TTOYEK.
Puck pa3sBUTHS TOKCHYECKMX PEAKIUH OCOOCHHO YBEIUYMBACTCS Y TOXKHJIBIX TTAllUEHTOB C
HapylIeHHOH (QyHKIMEH moYexk.

Clostridium difficile-accouuuposannas ouapesn

[lpr mpuMEeHEHUN MPAKTUYECKH BCEX AaHTUOMOTHKOB IIMPOKOTO CIEKTpa JEHCTBUS BO3MOXKHO
BO3HUKHOBeHHE auapew, accormuponannoii ¢ Clostridium difficile (CDAD - Clostridium difficile-
associated diarrhea), koTopast MOXeT MpoTeKaTh Kak B JIETKOH (opMme, Tak U B TAXKEIOU, BIJIOTh
JI0 JIETAJIBHOT'O UCXO0/a.

[Tpy BOSHUKHOBEHHH JIUAPEN BO BpEMs JICUEHUS MTPErapaToM HE0OX0IMMO TIOATBEPAUTH THAaTrHO3
CDAD. Cnenyer TiiaTenbHo Habmo1aTh 32 00JIbHBIM Ha npenMeT pazsutus CDAD, nockonbky
PETUCTPUPOBAIIUCH CIyyaHl €€ BOSHUKHOBEHUS CITyCTs 0ojee ABYX MECALEB MOCie MPEeKpaIleHus
npuMeHeHus aHTUOuoTukoB. Ilpu momo3penmn wnm noxarsepxkaeHud CDAD HeoOxoanmo
NPEeKpaTHTh TPUMEHEHHE aHTUOMOTHKOB, KPOME TeX, KOTOpble Ha3HAYeHBI Ui TOJABJICHUS
Clostridium difficile. Henb3st mpiMeHSTB JIeKapCTBEHHBIE CPECTBA, TOPMO3SIIUE EPHUCTATBTHKY
KUIICYHUKA.

[Tpy Ha3HAUEHHM SMIMPHUYECKOTO JIEYEHHUsS HEOOXOIMMO MPUHUMATh BO BHUMAaHHE JaHHBIE O
pUOOpPETEHHOM YCTOMYNBOCTH MHUKpPOOPTraHU3MOB-BO30Y IUTENEH. YceroiunBoCTh
MHUKPOOPTaHU3MOB MOYKET U3MEHSTHCS C TCUCHHEM BPEMEHH M TeOorpa(pmuecKoro IMOI0KEHUS.
Jns uaeHTuUKAM MUKPOOPTaHU3MAa-BO30YAMTENs] M ONpPEIENICHHs] YyBCTBUTEIBHOCTU K
nedenuMy clieyeT IpOBECTH COOTBETCTBYIOIIME TeCThl. Lledennm MoxeT MpUMEHsTHCS B BUIE
MOHOTEpaNuu AaXe 10 WACHTH()UKAIME MUKPOOPTraHW3Ma-BO30YAMTENs, TaK KaKk OH o0iamaer

IIUPOKHUM CIICKTPOM aHTI/I6aKTepI/IaJ'IBHOFO I[GI\/'ICTBI/IH B OTHOIICHHU TI'PaMIIOJOXUTCIIBHBIX M
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uHpekuu (0COOCHHO, KOTJa MOTYT TPUCYTCTBOBAaTh HEUYBCTBUTENbHBIE K Ledenumy
MHUKPOOPIaHU3MBI) JIUeHUE penapaToM nedenum B KOMOMHALIMY C TIPenapaToM, AeHCTBYIOIUM
Ha aHa’poO0bl, MOXKHO HAYMHATH A0 UJEHTU()UKALUU BO3OYIUTENS.

[Tocne wmpeHTHGUKAMM BO3OYAMUTEN W ONPEAETICHUS YyBCTBUTEIBHOCTH K aHTHOMOTHKAM
JICYECHUE CIIELYET IPOBOAUTH B COOTBETCTBUU C PE3YyJIbTaTaAMH TECTOB.

Kak u npu mnpuMeHeHMH [pYyrux aHTHOMOTHKOB, JIEYEHHE IpernaparoM Iedenum MOoKeT
IPUBOUTH K KOJIOHU3ALIMU HEUyBCTBUTEIbHON MUKpO(h0psl. [Ipu pazButuu cynepuHgpexuuii Bo
BpeMs JIEYeHHs. HE0OXO0IUMO MIPUHATHE COOTBETCTBYIOIINUX MED.

B uccnenoBanmsx Ha KpbIcax He ObIJIO OTMEYEHO BIMSHUSA Ha (DEePTUIIBHOCTD. JJaHHBIE O BIMSHUA
Ha (pepTHIBLHOCTB Y JIIOJCH OTCYTCTBYIOT.

AHTHOMOTUKM TIpynibl 1e(}aloCIOPUHOBOB MOTYT OBITh MPUYMHOHN JIOKHOIIOJIOXKUTEIbHON
pEaKIMU Ha IJII0K03Y B MOYE B TECTaX, OCHOBAHHBIX Ha BOCCTAHOBJIEHMM MOHOB Me/H (C pacTBO-
pamu benenukra nin @enunra uinn ¢ Tabnerkamu KnuaurecT), HO He B (hepMEHTHBIX TecTax (C
[JIIOKO30KCH1a301). B cBsi3u ¢ 3TUM A ompeneneHusl IJIIOKO3bI B MOYE PEKOMEH]yeTCs

IMPUMCHATDb (bepMeHTHLIe TCCTHI C I‘J'IIOKO3OKCI/II[8.3OI7L

4.5. B3aumojeiicTBue ¢ APYruMH JIEKAPCTBEHHBIMHU NpenapaTaMu W Jpyrue BUAbI B3aM-
MojaeiicTBUS

[Tpu ogHOBpEMEHHOM MPHUMEHEHUU Iedenuma ¢ aMUHOTIUKO3UIaMH TTOBBIIIEH PUCK Pa3BUTHUS
OTOTOKCHMYECKOTO M HepoTokcuueckoro aeiictBus. I[losTomy mnpu mNpUMEHEHMH 3TOM
KOMOWHAIUKA HEOOX0IUMO HaO0IeHNne 3a (GYHKITMEH TTOYEK U opraHa cliyxa.

[Tpu 0THOBpEMEHHOM MPUMEHEHUH APYTUX 1e(aTOCITIOPUHOB C CHITBHBIMU JUYPETHKAMHU, TAKUMHU
Kak (ypocemua, cooOmianocr 00 YBeNTUYEHUH pUCKA Pa3BUTHUS HEPPOTOKCUYECKOTO ACHCTBUS
nedanocnopuHoB. HeoOxomumo HaOmroaeHue 3a (yHKIUEH MMOYEK NpHU OJHOBPEMEHHOM
MPUMEHEHUH TieeruMa ¢ CHIIbHBIMU JHYPETHKAMH.

CoBMecTHOE TpUMEHEHHE C OaKTepUOCTATUYCCKUMH AaHTUOMOTHKAMU MOXKET CHH3HUTHh

3¢ (HeKTUBHOCTH OeTa-IaKTaMHBIX aHTHOMOTHKOB.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

AJIEKBaTHBIX U KOHTPOJHPYEMBIX KIMHHYECKUX HCCIEAOBAHUNA y OEpEMEHHBIX JKCHIIUH HE
npoBOAMIOCH. [Ipu GepeMEeHHOCTH cleyeT MPUMEHATh Ipenapar TOJIbKO B TOM Ciydae, €Ccliu
npeJoiaraeMas 1moJib3a Jiylsi MaTepH MPEeBbIIIaeT NOTEHIIUANbHBIN PUCK JUIA IJI0/a.

JlakTamus
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

IPYAHOIO BCKApMIIMBAHMSI CJIEAYET MPUMEHATH Ipenapar TOJbKO B TOM Cllydae, €CIu

mpeJoiaraeMas 1moJib3a JijIsi MaTepy MPEBHIIIAST MOTCHIIMATBHBIN PUCK TS peOCHKA.

4.7. BausiHue HAa CNOCOOHOCTH YINPABJATHL TPAHCINOPTHBIMHU CpeICTBAaMHM W padorarthb ¢
MeXaHNu3MaMu

I/I3yquHe BJIMAHUA Hpcriapara Ha CHOCO6HOCTB K KOHIICHTpallkui BHUMaHHA HE MPOBOAUJIOCH,
OJIHAKO, YYHUTHIBAs BO3MOXKHOCTb Pa3BUTHUA MOOOUYHBIX 3(P(HEKTOB CO CTOPOHBI LIEHTPAIBHOM
HEPBHOW CHUCTEMBI, CIIEAYET BO3AEPKATHCS BO BpeMsl JICUCHUsS OT YIPABJICHUS TPAHCIOPTHBIMU
cpeacTBaMu 1 3aHSTHU APYT'UMHA NOTCHIMUAJIBHO OIMACHBIMU BUaMU ACATCIIBHOCTH, Tp€6y10HII/IMI/I

MTOBBIIIICHHOM KOHLCHTpAallMW BHUMAHUSA U 6I>ICTpOTI)I IICUXOMOTOPHBIX peaKuHﬁ.

4.8. HexkennaTeibHbIE peakunu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Hauboiee yacto orMevarotcst mo604HbIE 23PPEKTHI CO CTOPOHBI JKEITYT0YHO-KHILIEYHOTO TPAKTA U
QIUIEPTUYECKHUE PEAKIIHH.

Pe3roMe HeXeIaTeIbHbIX PEeaKIUui

Knaccugukanus ydactorsl pa3Butus nmobouyHsix 3¢ ¢dexktoB BecemupHON opraHuzanuu 34paBo-
oxpanenus (BO3): ouenp uacto (>1/10); uwacto (>1/100, no <1/10); Hewacto (=1/1000, HO
<1/100); peaxo (=1/10000, no <1/1000); ouyenn penko (<1/10000), yacTora HeusBecTHa (Ha
OCHOBAHMHU MMEIOLINXCS JTaHHBIX OLEHUTh HEBO3MOXKHO). [Ipu rpynmupoBke 1o yactore BCTpe-
YaeMOCTH HEXKeJaTeJIbHbIE PEaKMu IPUBEICHBI B TOPSAIKE YMEHBILIEHUS UX TAKECTH.
Hngpexyuu u uneazuu: HEYaCTO — KAHIUIO03 CIU3UCTON OOOJOYKU MOJOCTH PTA, BarHaJIbHbIE
UHQEKINH; PEIKO — KaHIUA03bI.

Hapywenusa co cmoponbt UMMYHOU cucmembl: PEIKO — aHA(DUIAKTHUECKUE PEAKIIMU; YacToTa
HEU3BeCTHa — aHAQWIAKTUYECKUH IIOK, TOKCHUYECKHH 3MNHAEpMallbHBI  HEKpOJIH3,
MyIbTH(GOpMHAS dpuTeMa, cuHapoM CTuBeHca-/[)KOHCOHA, aHTHOHEBPOTHYECKUN OTEK.
Hapywenus co cmopoHuvl Hep6HOU cucmembl: HEYACTO — TOJIOBHAs 00JIb; PEAKO — CyIOpOTH,
[apecTe3UH, JUCT€3UH, TOJIOBOKPYKEHHE, HW3MEHEHUE BKyCa; YacTOTa HEW3BECTHA —

TIOCTPETUCTPAIMOHHBIN OMBIT . dHIE(haNonaTHs (HapylIeHHe CO3HAHMS, BKIIOYAs CITyTAaHHOCT

’ H€CMOmp}1 Ha mo, 4mo OONLUIUHCINEO crydaes ommedaiucsv 'y nayuennoe C noveunou
HeOOCWlaWLOLlHOCWlblO, Komopble noydaiu L;eqbenww 6 ()OS’CDC, ebvluie pekomendoeauﬂblx, 6
HEKomopbslx Ciaydasix Heﬁp0m0KCMVHOCmb ommeuanlacsb y nayueHmos, Komopvim npoeoduﬂaCb
KoppeKkyus 003bl 8 3a6UCUMOCIU OM CIMeneHU NOYEeYHOU He0O0CmMamo4YHOCHU.
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SIMUWJICITUHYECKHUI CTaTyC.

Hapywenus co cmoponbl cocy0og: peiko — Ba30IMIIaTallHs, YaCTOTa HEU3BECTHA — KPOBOTEUEHUSI.
Hapywenus co cmopoHvl OvixamenvbHOU cucmemvl, Op2aHo8 2pyOHOU KIemKU U CPe0OCmeHUs:
PENKO — OJBIIKA.

Kenyoouno-kuweynvle HapyuieHus: 4acTo — IUapes; HeYacTo — TOIIHOTA, PBOTA, KOJIUT (BKIIIOYAst
MICEBIOMEMOPAHO3HBIN KOJIHT); peaKko — abJoMHUHAIbHBIC OO0JIH, 3amop; YacTOTa HEM3BECTHA —
HapYyUICHUS MUIIEBapEHUsI.

Hapywenus co cmoponwl Kodtcu u nOOKOICHbIX MKAHell: 9aCTO — BBICHIIAHUS HAa KOXKE; HEYaCTO —
spUTEMa, KPAITMBHHIIA, 3Y/I.

Hapywenus co cmopoHvl novex u mMouesvlgo0awjux nymeti. 9acTOTa HEU3BECTHA — IOYECYHAS
HEJ0CTaTOYHOCTh, TOKCHYECKask HedponaTusl.

Hapywenus co cmoponvl penpodykmugHou cucmemvl U MOJIOYHBIX Jicesle3. PEAKO — TeHUTAIIbHBII
3y/, BATUHUT.

Obwue Hapywenus u peakyuu 6 mecme 68e0eHus: 4acTo — QJIEOUT B MECTE BBEICHHUS, OO B
MECTe BBEJICHUSI; HEUYaCTO — IMOBBIIICHUE TEMIIEPATyPbl U BOCHIAJIEHHUE B MECTE BBEACHHS; PEAKO —
03HO0.

JlabopamopHnvle u  uHcmpymenmanbHvle OAHHble: YacTO — TIOBBIIICHHE aKTHBHOCTH
aJaHMHAMUHOTpaHcdepasbl, acnapraraMuHoTpaHcdepasbl, mieaouHoi (docdaraser, o06mIETO
OunupyOuHa, aHeMHsl, 203MHOGUIHS, YBETHYEHHE TPOTPOMONHOBOTO BPEMEHH HIIM YACTHUYHOTO
TPOMOOIIIIACTHHOBOTO BPEMEHHU; HEYaCTO — TMOBBIINIEHHWE a30Ta MOYEBHUHBI KPOBU, KpeaTWHWHA
CBIBOPOTKH, TPOMOOITUTOIICHUS, JICHKOTICHUSI U HEUTPOIICHHUS, PEIKO — JIOXKHOIOJIOKHUTEITbHAS
npoba KymOca 6e3 remonmn3a; yacToTa HEM3BECTHA — arIaCTUYECKasi aHEMUS, TEMOJIUTUYECKAast
aHEMHUs, arpaHyJIOIUTO3.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

Baxxno coo0mate 0 TMOAO3pEBAaEMBbIX HEKEIATeNbHBIX pEAKIUsAX I[OCle pPerucTpauuu
JIEKapCTBEHHOTI'0 Iperapara ¢ 1eJIbl0 00ecTeueHs] HePEePbIBHOIO MOHUTOPUHTA COOTHOIIEHUS
1OJIb3a — PHUCK» JIEKapCTBEHHOIO mpemnapata. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEHIYyeTCs
coolmare O JOOBIX MOJ03pEBAaEMbIX HEXENaTeNbHBIX PEAKIMIX JICKApCTBEHHOTO Ipernapara
yepe3 HallMOHaJbHBIE CHUCTEMBbl COOOIIEHMSI O HEXKENaTeIbHBIX PEAKIHSIX ToCcydapCTB-4JIEHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccniickas @enepanvs

DenepanbHas ciryx0a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

109012, r. Mocksa, CrnaBsiHCKas MIIoWaap, 1. 4, crp. 1

Tenedon: +7 800 550 99 03
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daxc: +7 800 550-99-03 |:|_||:|::.-|E.|:|.': BATENEHOCTE 'j:|:|3:|

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru
Caiit B UH(POPMALTMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepHeT:

http://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMITOMBI

OHiedanonarus (CIyTaHHOCTh CO3HAHMUS, TAJUTIOIMHAIIMU, CTYMOp, KOMa), MHOKJIOHUYECKHE
CYJIOpOTH, TIOBBIIIICHHAS] HEPBHO-MBIIIEYHAs! BO30YIUMOCTb.

JleueHme

CHUMIITOMATHYECKOE, B CITydasX 3HAYUTEIHLHOTO MPEBBIMICHUSI PEKOMEHIOBAHHBIX J103, 0COOCHHO

y OOJILHBIX C HapymeHHoﬁ (I)YHKI_IPICI;'I IIOYCK, ITIOKa3aH reMoJuaans.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHaMHYecKHe CBOIiCTBA

®dapMakoTepaneBTUYECKas TpyMna: aHTHOAKTepUANbHbIE CPEACTBA CUCTEMHOIO JEWCTBHUS;
npyrue Oera-lIakTaMHbIE aHTHOAKTepUANbHBIE CPEICTBA; 1e(aToCIOPUHBI  YETBEPTOTO
MOKOJICHUSI.

Kon ATX: JOIDEO1

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)d)eKTBI

Llepennum sBnsercss 1ehanoOCIOPUHOBBIM AaHTUOMOTUKOM IIMPOKOIO CIEKTpa JeHCTBUS.
edamocnopunoBeiit  antubuotuk IV moxonenus. Iledbennm mnomaBnser cuHTE3 OEIKOB
KJIETOYHOM CTEHKH OakTepuu, 00JaZjaeT IIUPOKUM CHEKTPOM OaKTepUIUAHOIO JIEHCTBUS B
OTHOIIEHUM PAa3UYHbIX TPAMIIONIOKHUTENbHBIX W TpPaMOTPUIATENbHBIX OaKkTepHii, B T.u.
OOJNBIIMHCTBA IITAMMOB, PE3UCTEHTHBIX K AaMUHOIVIMKO3WIaM U 1e(aloCTIOpUHOBBIM
antubuotukam I11 mokonenus, Takum kak nedrazuaum. Lledenum BEICOKO YCTOHYUB K THAPOTU3Y
OonbpIIMHCTBA OeTa-TaKTaMas, UMeeT HU3KOe CPOJACTBO K OeTa-lakTamMa3aM U ObICTPO MPOHUKAET
B KJIETKM I'paMOTpHLIATENbHBIX OakTepuil. JlokazaHo, 4Tto nedenum ob6iaasaeT oYyeHb BBHICOKUM
CPOJICTBOM K NMEHHUIIMIUINH-CBA3BIBAIOIIEMY O€JIKY

(IICB) tuna 3, Beicokum cpoactBoM — k IICh tuna 2 u ymepenusim cpojctBoM — k [1Ch Ttunos
la u 16. Ledenum oka3piBaeT OaKTEPUIMIHOE NEHCTBHE B OTHOIIEHHM HIMPOKOTO CHEKTpa

OaKTepHii.

[IpenapaT akTHUBEH B OTHOLLIEHUH CIEAYIOLIUX MUKPOOPTaHU3MOB:

10
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I'pamnonoscumenvuvie aspodul:

Staphylococcus aureus, (Bkirodas ImraMMbl, IIPOyHUpPYIOIIHe OeTa-iakramasy); Staphylococcus
epidermidis, (Bkjrouas MITaMMbI, HPOAYIHPYIOIIKWE OeTa-laKTamasy); APyrde I[TaMMbI
Staphylococcus spp., Bkmouas Staphylococcus hominis, Staphylococcus saprophyticus;
Streptococcus pyogenes (crpentokokku rpymmsl A); Streptococcus agalactiae (crpentokokku
rpynnsl B); Streptococcus pneumoniae (Bkito4asi IITaMMBbI CO CPEIHEH yCTOW-YMBOCTHIO K
NEHUIIMITMHY — MUHUMAabHast oaBstomnias konnertparus (MIIK) ot 0,1 1o 1 Mxr/min); npyrue
6era-remosutuyeckue Staphylococcus spp. (rpymmsr C, G, F), Streptococcus bovis (rpymma D),

Staphylococcus spp. rpymnmsr Viridans.

[Ipumeuanue: OONBLUIMHCTBO IITAMMOB 3HTEPOKOKKOB, Hampumep, Enterococcus faecalis u
cTaQUIIOKOKKH, DPE3MCTEHTHBIE K METHIMUINHY, YCTOWYMBBI K JCHCTBUIO OOJBIIMHCTBA

He(ba.]'IOCHOpI/IHOBHX aHTI/I6I/IOTI/IKOB, BKJIIO4Yas He(beHHM.

I'pamompuyamenvrvle aspodul.

Acinetobacter calcoaceticus (mommrammer anitratus, lwofii); Aeromonas hydrophila; Capno-
cytophaga spp.; Citrobacter spp., Bkirouass Citrobacter diversus, Citrobacter freundii; Cam-
pylobacter jejuni; Enterobacter spp., Bkiatouas Enterobacter cloacae, Enterobacter aerogenes,
Enterobacter sakazakii; Escherichia coli; Gardnerella vaginalis; Haemophilus ducreyi; Hae-
mophilus influenzae (Bxmrowas mTammel, npoayuupyrounme Oera-nakramasy), Haemophilus
parainfluenzae; Hafnia alvei; Klebsiella spp., Bxmouas Klebsiella pneumoniae, Klebsiella ox-
ytoca, Klebsiella ozaenae; Legionella spp.; Morganella morganii; Moraxella catarrhalis
(Branhamella catarrhalis) (Bxitouast mrammel, mpoAylHMpyomue Oera-irakramasy); Neisseria
gonorrhoeae (Bkirovasi IITaMMBbI, MPOAYLHpPYIOIIHe Oera-makrtamasy), Neisseria meningitidis;
Pantoea agglomerans (panee u3BecTHbIi kak Enterobacter agglomerans); Proteus spp., Bkito-
qast Proteus mirabilis, Proteus vulgaris; Providencia spp., Bkiatouas Providencia rettgeri, Prov-
idencia stuartii; Pseudomonas spp., Bkmouas Pseudomonas aeruginosa, Pseudomonas putida,
Pseudomonas stutzer; Salmonella spp.; Serratia, Bkirouast Serratia marcescens, Serratia lique-

faciens; Shigella spp.; Yersinia enterocolitica.

[Mpumeuanue: lledennm HeakTHBEH B OTHOIIEHHWH HEKOTOPHIX mITaMMOB Stenotrophomonas

maltophilia, panee n3BectHbix kak Xanthomonas maltophilia u Pseudomonas maltophilia.

Anaspoowi:

11



COOTBETCTBYET 3KCTNEPTHOMY OTHETY

o1 13.02.2025 N= 3436

Bacteroides spp., Clostridium perfringens; Fu ;obacterl-Llj_H;'gp})'?,%@b%‘ﬁ%"kﬁ&?Pg&ggf?ep-

tococcus spp.; Prevotella melaninogenica (u3sectubiii kak Bacteroides melaninogenicus);

Veillonella spp.

[Mpumeuanue: Iedhenum HeaktuseH B oTHomrenuu Bacteroides fragilis u Clostridium difficile.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Abcopbrus

CpenHue KOHUEHTpalMU LedenrmMa B I1a3Me KPOBH B3POCIIbIX 3/I0POBBIX MY>KUMH B pa3IUyHbIe
CPOKM IIOCJIE€ OJHOKPATHOTO BHYTPHUBEHHOro BBejaeHUss B TeueHue 30 mMuH 10 12 4 u
MaKcUMalbHast KoHIeHTpanus (Cmax) npuBeAeHbI HUKE B TaOIHIIE.

Cpennue KOHIEHTpaluu edenuma B miazMe (MKI/MIT) ociie BHYTPUBEHHOTO BBEJICHUS

JHoza neperruma | 0,59 la 24 44 8a 12 4 Cmax, MKI/MJI
500 mr B/B 382 | 216 | 116 5,0 1,4 0,2 39,1£3,5
1 rB/B 78,7 | 445 | 243 10,5 2,4 0,6 81,745,1
2T B/B 163,1 | 858 | 448 19,2 3,9 1,1 163,9+£25,3

[Tocne BHYTPUMBIILIEYHOTO BBEJCHUS LIEPENUM BCACHIBAETCSI MOJTHOCTBIO.
Cmax W BpeMsl JOCTHXKEHHMS MaKCUMajdbHOM KOHIEHTpauuu (Tmax) Mociae OJHOKPAaTHOTO
BHYTPHMBIIIEYHOTO BBEJICHUS NTPUBEICHBI HIKE B TaOJIHUIIE.

Cpennue KOHIEHTpaluu 1edenuma B miazMe (MKI/MIT) oce BHYTPUMBIIIEUHOTO BBEACHMUS

Ho3a neernruma | 0,5 4 1ug 24 44q 8u 1249 | Cmax, MKI/MIT | Tmax ,4

500 mr 8,2 12,5 12,0 6,9 19 0,7 13,943.4 1,4+0,9

Ir 14,8 25,9 26,3 16,0 |45 14 29,6+4.4 1,6+0,4

2T 36,1 49,9 51,3 315 |87 2,3 57,549,5 1,5+0,4
Pacnpenenenue

TepaHeBTquCKHe KOHIOCHTpaIun ue(benHMa O6H3py>I(I/IBaIOTC$I B CICAYIOIINX XUIAKOCTAX U
TKaHAX: MOYE, JKEIT4H, TEPUTOHEATHHON, OYJUIE3HOM KUIKOCTH, CIIM3UCTON 000JI0uKe OPOHXOB,
MOKpPOTE, MpOoCTaTe, ammeHANKCE U >KeMYHOM Ty3bipe. CBs3biBaHHe ledenuMa ¢ Oenkamu
CBIBOPOTKHM KPOBH COCTaBJIsIET B cpeaHeM 16,4 % u He 3aBUCUT OT KOHILIEHTPALIUU Ipenapara B

CBIBOPOTKE KPOBH.

Buorpancdopmarus

Llepenum meTabonuzupyercs B N-METHIIUPPOIUINH, KOTOPBIH OBICTPO MPEBpAIACTCS B OKCU/T

N-MeTUITTUPPOTUINHA.

12
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(MOCNEOOBATENEHOCTE 0003)

DJIMMUHALHS

[ledenmuM BBIBOAWTCS MPEHMYIIECTBEHHO TIMOYKAMHU, IyTeM KIyOOYKOBOW (UIBTpAIIUU
(moueyHBI KIUpPEHC cocTaBiasier B cpeagHeM 110 mi/mMuu). B Moue oOHapy)uBaercs
npubim3uTenbHO 85 % OT BBeACHHOM 03kl Hew3MeHHoro nedenuma, menee 1 % N-
METUIINUPPOINANHA, OKOolIo 6,8 % okcuma N-metwinuppoiuauHa U okoiio 2,5 % snumepa
nedenuma.

[Tocne BBenmenus 103 ot 250 mr 1o 2 r nepuon noiyeeiBeaenus (T1/2) nedpenuma u3z opranuzma
COCTaBIISieT B cpeAHEeM OKojo 2 4. O0muil kiupeHc coctaiser B cpenneM 120 miu/muH. [pu
BHYTPUBEHHOM BBEJICHUH IIpernapara 3J0pOBbIM I0OPOBOJIbIIAM B 103€ 2 T KaXK/IbIe 8 4 B TE€UEHUE

O mHel KyMyJIsIIMU Ipenapara He HaOIIoAaI0Ch.

IlouyeuyHas HETOCTATOYHOCTh

[Tepuon monyBeiBeaeHus (T1/2) U3 opranu3ma Mpu MOYEYHON HEJOCTATOYHOCTH YBEIIMUUBACTCS,
pu 3TOM HaOJ0aeTcs JUHEHHAs 3aBHCHUMOCTh MEXIY OOIIUM KIUPEHCOM U KIUPEHCOM
KpeaTuHHHA. [Ipy TsDKeNbIX HapylIeHHsIX (QYHKUUU MOYEK, TPeOYIOIIUX MPOBEICHUS CEaHCOB
muanusa, T1/2 coctaBnser B cpeaHem 13 4 mpu remoauanuize u 19 4 mpu HempepbIBHOM

neputoHeanbHoOM nuanuse. [Ipu HapymeHHON QpyHKIMK ToYeK TpeOyeTcst KOPPEKTUPOBKA JO3bI.

[IeyeHOYHAs HEAOCTATOYHOCTh

dapmakoKHHETHKA IedenruMa y NalueHTOB ¢ HapyIIeHHOW (QyHKIMEH MeuyeHH He U3MEHSeTCs.

KoppekTupoBku 10361 17151 TAKMX OOJIBHBIX HE TpeOyeTcs.

[TanMeHTHI TOKUIIOr0 BO3pacTa

[Tocne oMHOKPATHOTO BHYTPHUBEHHOTO BBEACHHUS | T IIpemapaTa 310pOBbIM TI0OPOBOJIBIIAM CTapIIe
65 J1eT 0TMEYasoCh YBEJIMYEHWE TUTOMIAIAH TOJ] KPUBOM 3aBUCUMOCTH «KOHIICHTPAIIHS -BPEMSD
(AUC) 1 yMeHbIIIEHHE TTOY€YHOTO KJIUPEHCA 10 CPAaBHEHHIO C MOJIOIBIMU 0OpoBobIiamu. [1pu

HapymeHHoﬁ (I)yHKI_II/II/I MOYCK MAallMCHTAM CTapUICro BO3pacTa Tpe6yeT05{ KOPPECK-TUPOBKA NO3bI.

eTH
®apMaKOKMHETHKA Iledernrma ucciefoBaiach y aeTell B Bo3pacte oT 2 mec. 1o 11 ser mocie
OJTHOKPATHOT'O BBEJICHUS 103bI 5O MI/KT Macchl Tejla BHYTPUBEHHO MM BHYTPUMBIIIIECUHO, 8 TAKKE
1ocjie IOBTOPHOI'O BBEJEHUs Ipenapara (Kaxasle 8 - 12 4, B TeueHue He meHee 48 u). Ilocne
OJIHOKPaTHOTO BHYTPHUBEHHOT'O BBEACHUS OO KIUPEHC U 00BEM PACIPEENIEHUs COCTABIISLIIN

3,3 mur/mun/kr u 0,3 5/kr. T1/2 u3 opraau3ma coctasisut B cpeadeM 1,7 4. BeiBenenue nedenuma

13
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B HEM3MEHEHHOM BH e MOYKaMHu cocTaBisiao 604 % ot é@ﬂ&ﬁ%ﬁ?&ﬁ@%&@@&k Igﬁ/{%%}{c B

cpenHeM - 2,0 MJI/MHH/KT.

[Tocrie MHOTOKPAaTHOTO BHYTPUBEHHOTO BBEACHUS KOHIIGHTpamus nedenumMa B mia3Me KPOBH B
PaBHOBECHOM COCTOSIHMH, a TaKxke Jpyrue (papMakOKHMHETUYECKUE MapaMeTphbl HE OTJINYa-JIUCh
OT TaKOBBIX IIOCJIE€ OJHOKPATHOrO BBeACHMS. Bo3pacT W MOJN NAIMEHTOB HE OKa3bIBAIH
CYIIECTBEHHOTO BIUSHUS HAa OOIIUI KIMPEHC U 00BEM paCHpeeNICHHUs, C YIeTOM IONPABKU HA
Maccy Tena.

[Tocne BHYTpPUMBIIIEYHOTO BBEIeHUSI MakcuMalibHas KoHIEeHTpalus (Cmax) nedenuma B miasme
KpPOBH B PaBHOBECHOM COCTOSIHMH COCTaBJIsijla B CpeIHEM 68 MKI/MII U IOCTUTANIaCh B CPEHEM 3a
0,75 4. Yepes 8 1 mociie BHYTPUMBIIIEYHOTO BBEICHUS KOHIICHTPALWH [Ie(enrMa B TIa3Me KPOBU
COCTaBIsSUTM B cpeaHeM 6 MKr/mi. AOCONIOTHAas OHOMOCTYHNHOCTh IeernuMa Tocie
BHYTPHUMBIIIEYHON UHBEKIIUU COCTABIIsUIA B cpeHeM 82 %.

Konyenmpayuu npenapama 6 cnunnomos2osoii scuoxkocmu (CMIK) u 6 niasme kpoeu y oemeii ¢

6Cle€puaJleblM MEHUH2UNOM

Bpewms nocie BBe- Konuenrpanus B KoHuenrpanus B OtHolueHne
JIeHUs, 4 I1a3Me, MKI/Mir* CMXK, Mxr/mir* KOHIIEHTpaluii B
CMX /mna3me
KpoBH*
0,5 67,1£51,2 5,7+0,14 0,12+0,14
1 44,1+7,8 4,3£1,5 0,10+0,04
2 23,9+12,9 3,6+2,0 0,17+0,09
4 11,7£15,7 42 +1,1 0,87+0,56
8 4,9+5,9 3,3+2.8 1,02+0,64

* pospact marueHToB: 3,1 mec. - 12 ner, cpeauuit Bo3pact: 3 roxa. [{o3a npenaparta 50 Mr/kr
MacChl TeJla MPYU BHYTPUBEHHOM BBEJICHUH B T€UEHHE OT S5 10 20 MUH KaxJple 8 4.
Konnenrpanuu B mnasme u CMXK onpeneneHsl B KOHIE BBEACHUS HA 2 WM 3 JIEHb JICUCHUS

IIPENapaToM.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

L-apruanna

6.2. HecoBMecTHUMOCTD
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PactBO opemnapara apMaleBTUUCCKH HeCOBMeCT%j::ch'QéE]-Pﬁ%E%'H%gTEBiPHﬁﬁ:%{ma,
p mpenap dap

BaHKOMMIIMHA, TEHTAMUIIMHA, TOOpaMUIIMHA CyJb(aTa, HETHIMHINMHA CyJIb(aTa, MOITOMY HX
Henb3st cMmemuBaTh. OJHAKO TNPH OJHOBPEMEHHOM Has3HAauYeHWHU Iedernuma M yKa3aHHBIX
AHTUOMOTHKOB KaX/IbIil U3 HUX MOYKHO BBOJUTH Pa3JIEIbHO.

JlaHHBII JE€KapCTBEHHBIM MpernapaT HE CIEIyeT CMEIIMBATh C JAPYTHUMH JIEKapCTBEHHBIMU

npenaparami, 3a MICKJIIIOUEHHEM YIOMSHYTBIX B pasjene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHHUTh B OPUTHMHAIBHOM yrakoBKe ((pIakoHBI B KAPTOHHOHN Mayke) JUIS 3alUTHl OT CBETA MPH

teMiiepatype He Bbiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[Topo1ok AJis MPUTrOTOBIEHHS PacTBOPA JJIsi BHYyTPUBEHHOTO Y BHYTPUMBIIIEYHOTO BBEICHUS
[To 1,0 r (B mepecuere Ha nedenuM) Bo (uakoHbI U3 OECIIBETHOTO MPO3PAYHOTO CTEKIa 3-TO
TUAPOIUTHIECKOTO Ki1acca BMECTUMOCThIO 10 M1 uu Bo ¢j1akoH U3 OECIBETHOTO MPO3PAYHOTO
cTeksia 1-ro TUAPOTUTHYECKOTO KJacca BMECTUMOCTHIO 10 MII, TEPMETHYHO YKYHOpPEHHBIE
npoOKaMu  pPE3MHOBBIMH, OOXKAaThble KOJMAuKaMH  QIIOMHHHEBBIMH HIIM  KOJTMAYKaMHU
QITIOMUHHMEBBIMU C TJIACTMACCOBOM KPBIIIKOM, MM KOJIMauYKaMu MOJMMEPHBIMHU YKYIIOPOUYHBIMU
3aIIeTKUBAIOIIUMHUCS I MEUITMHCKUX (DJIIaKOHOB.

Ha xaxxnprit hj1akoH HAKJIEUBAIOT dTHKETKY CaMOKJIESIIYIOCS.

[To 1 unu 5 ¢nakoHOB BMecTe ¢ MHCTPYKIMEH MO METUIIMHCKOMY MPUMEHEHUIO MOMEIIAIT B
MayKy U3 KapTOHa.

[To 10 ¢makoHOB BMECTE€ C KapTOHHBIM BKJIAIBIIIEM i (PUKCAIIMH W WHCTPYKIHUEH IO

MCIUIUHCKOMY NPUMECHCHHNIO ITOMEIIAIOT B MMTAYKYy M3 KapTOHA.

6.6 OcoOble Mepbl NPEeIOCTOPOKHOCTH TNPH  YHUYTOKEHUHM  HCIOJb30BAHHOIO
JIEKAPCTBCHHOI'0 npemnapara nJIN 0TX0/10B, IMOJYYCHHBIX mnmocJje NMPpUMEHECHUSA
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUMYJIsIHHE ¢ TIpenapaTomM

HpI/II‘OTOBHeHI/IG HHBCKIUMOHHBIX paCTBOPOB

Buympueennoe eeedenue pexoMeHAyeTcs il NMAUEHTOB C TSHKENBIMU WM YTPOXKAIOIIUMHU
KU3HH WHPEKIUSAMH, 0COOCHHO TPU YIp03€ BOSHUKHOBEHHS CEMITUYECKOTO MIOKA.

Ilpuzomoenenue pacmeopa 014 6HYmMpuUEEHHO20 66€0€HUA
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UL
IIpenapar pactBopsroT B 10 M cTepuiabHOM BPABL Imﬂ[ Eh@&gﬁ: %%Tﬁﬂjf%'ﬁg Eé'{(g%ﬁ%'m u

0,9% pacTtBOpe HATpHs XJIOpUIA [l UHBEKIUN, KaK YKa3aHO B MPUBEIACHHOMN HUKE TabiuLe, U
BBOJIAT B T€UEHHUE 3-5 MUHYT MO0 HEMOCPEIACTBEHHO B BEHY, JINOO B CUCTEMY JJIs1 BHYyTPUBEHHOTO
BBEJICHMSI, UEPE3 KOTOPYIO B OPraHU3M IALMEHTA IOCTyaeT COBMECTUMBIN pacTBOP

JUIsl BHyTPUBEHHOT'O BBEJICHUS.

Ilpuzomoenenue pacmeopa 011 6HYmMpUGEHHOU UHPY3UU

[TpuroToBneHHBI pacTBOpP (CM. BBINIE) NEPEHOCAT B HMH(PY3MOHHBIA COCYJ C JpyrUMHU
COBMECTUMBIMHU PACTBOPAMHU JIJIsl BHYTPUBEHHBIX MH(DY3UN (CM. HMKE) M BBOJAT B TEUCHHUE HE

MeHee 30 MUHYT.

O0nem pacTBopa

JJIA Pa3BCACHUA

[TpuOnu3uTeNnbHBIN

00BeM IMMOJIYYCHHOTI'O

[Tpubnm3urenbHas

KOHIIEHTpanus nede-

(M) pactBopa (M) nuMa (Mr/mi)
BuyTrpuBeHHOe BBe-

10 11,4 90
aenue: 1 r/pnaxon
PactBopel mpemapata ¢ KkoHueHTpauued 1-40 MI/MI  COBMECTUMBI CO  CIEAYIOUIUMH

napeHTepaibHbIMu pactBopamu: 0,9% pacTBop HaTpus xyopuaa ajus uHbekuuid; 5% wumm 10%
pacTBOp ACKCTPO3BI I HHBEKIUMI; 1/6 M pacTBOp HaTpus JJakTaTa JJIsl MHBEKIHH, pacTBop 5%
nexkctpo3bl u 0,9% HaTpus xjopuaa Juisi HHbEKIUN; pacTBop PuHrepa nakrar.
Buympumviueunoe esedenue: no3a 1o 1 r (oobem <3,1 mu1) MokeT ObITh BBe/IE€HA B BUJE
OJIHOKPATHON MHBEKIIUH. MakcuMalbHyto 103y (2 1/6,2 M) clieayeT BBOJUTH B BUJIE BYX UHbB-
EKIIUI B pa3HbIE MeCTA.

Ilpucomoenenue pacmeopa 014 6HYMPUMBIUIEYHO20 66COEHUSA

[IpenapaTt pacTBOpSIOT B CTEPUIBLHOM BOZE JUIsl MHBEKINN, 5% pacTBope nekctpo3sl uin 0,9%
pacTBope HaTpus XJOpUAa AN HHBEKIUN, OaKTepHOCTATUYECKOW BOJE ISl UHBEKIUH C

napabeHamu Wi 6eH3uI0BbIM ciupToM, 0,5% umu 1% pacTBope JaHuI0KanHa, KaKk YKa3aHO HUXKe

B TabnuIe.
[Tpubnu3uTenbHbIH [TpubnusurensHas
O6beM pacTBOpa IS
00BEM TMOJIy4EHHOTO | KOHIeHTpaus 1ede-
pasBeaeHus (MI1)
pacTBopa (M) nuMma (Mr/mi)
BuyTpuMmbIIeYHOE
BBe/ICHHeE: 3,0 4,4 230
1 r/dpakon

Kak u Bce pacTBOpbI Uil NapeHTEPAIbHOTO IMPUMEHEHUS, NIEpPE]l BBEACHUEM IPUTOTOBIICHHBIE

PpacTBOPLI IpCrapaTta CJICAYCT MPOBCPUTH HA OTCYTCTBUC BUANMBIX MCXAHUYCCKUX BKIIHOYC-
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o (10 DB H Il 0003
HUl. B IpOTMBHOM cily4ae 3anpelaeTcsi UCIoab30BaTh FBPEOMH};%QHEI@C Th 0003)

[Tpr ogHOBpEMEHHOM MPUMEHEHHH edenrMa ¢ aMUHOTTIMKO3U/IaMH TIOBBILICH PUCK Pa3BUTHS
OTOTOKCHYECKOTO U HEPPOTOKCHUECKOTo AeicTBUsA. [loaToMy npu NMpUMEHEHUH 3TOW KOMOU-
HaIlMK He0O0X0IMMOo HalroieHue 3a QyHKIMel OYeK U OpraHa ciryxa.

[Tpu oTHOBpEMEHHOM PUMEHEHUH JAPYTUX e(HATOCTIOPHHOB C CHIIbHBIMU JUYPETUKAMH, TAKUMHU
Kak QypoceMu]; cooOmaioch 00 YBETHYCHUH PUCKA Pa3BUTHUS HE(YPOTOKCUUECKOTO ICHCTBHUS
nedanocnopuHoB. Heobxoaumo HaOmoneHne 3a (GyHKIHEH NOYEK NpPU OJHOBPEMEHHOM
NpPUMEHEHHH Tieernma ¢ CHIIbHBIMU Ny PETHKAMH.

PactBop mpemnapata (apmaneBTHYECKM HECOBMECTHM C pPacTBOpaMH METPOHHUA30I1a,
BaHKOMMIIMHA, TEHTAMUIIMHA, TOOpaMUIIMHA CyJb(ara, HETHIMHINHA Cyib(]ara, TOAITOMY HX
Henmb3st cMmemuBaTh. OJHAKO TPH OJHOBPEMEHHOM Ha3HAa4YeHWHW Iedernuma M yKa3aHHBIX
AHTHOMOTUKOB KKIIBIH M3 HUX MOKHO BBOJMTH Pa3JICIIbHO.

I[aHHBIe II0 COBMCCTUMOCTH PaCTBOPOB He(bel'[I/IMa U Jpyrux JICKAapCTBCHHBIX IIPCIapaToB

IIPUBE/ICHBI B TA0JINIIE HUXKE.

Ha3zBanue/KoHIIEHTpaIHS
Konuentpanus nedenuma WNudy3uonuslit pactBop
Jpyroro mpernapara B CMecu
0,9% uatpust xmopug wim 5%
40 mr/mn AwmukarHa 6 Mr/mi
JIEKCTPO3a
40 mr/mn AmrnunuiH 1 Mr/mot 5% nexctposa
40 mr/mn AwmnununaH 10 mr/mi 5% nexctposa
40 mr/mn AmMnunuidH 1 Mr/mn 0,9% naTpus xyopun
40 mr/mn Avrnurmmmg 10 Mr/mi 0,9% natpus xnopug
4 mr/mn Amvnurmmg 40 Mr/Mit 0,9% natpus xnopug
Knunnamunina 0,9% natpus xmopun wim 5%
4-40 mr/min
0,25-6 Mr/mi JIEKCTPO3a
0,9% natpus xnopug wim 5%
4 Mr/mn I'emapun 10-50 EJI/mn
JEKCTPO3a
Kanus xnopun 0,9% natpust xmopun win 5%
4 mr/mMn
10-40 moxB/1 JIEKCTPO3a
4 Mr/mn Teopwmmnun 0,8 Mr/mi 5% nexcrposa
CoBMecTHOE TpUMEHEHHE C OaKTepUOCTATUYCCKUMH AaHTUOMOTHKAMU MOXKET CHH3HUTh

3¢ (HeKTUBHOCTH OeTa-IaKTAMHBIX aHTHOMOTHKOB.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccuiickas @enepanus
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000 «AJIBUJICY |: |_| I:I ::.-l E.:l.': EF'-'TE” I:H ': ': T o ':l : I:I 3 :|

109316, r. MockBa, OcranoBckuii mpoesf, 1. 5/1, ctp. 1, atax 6, odpuc Ne650.
Ten.: +7-495-775-71-61

7.1. llpeancraBuTeib AepKaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

IIperen3un HOTDC6I/ITGJICI71 HaIpaBJIATH 110 aApECy:

Poccniickas @enepanvs

000 «AJIBUJIC»

109316, r. MockBa, OcranoBckuii mpoes, 1. 5/1, ctp. 1, atax 6, opuc Ne650
Ten: +7-495-775-71-61

Onexrponnas moyra: pharmacovigilance@alvils.ru, pv@alvils.ru

8. HOMEP PEIT'UCTPAHIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOH PETMCTPAIIMM (IIOATBEPXIEHUS PETUCTPAIINU,
INEPEPETUCTPAIIN)

JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO11ast xapakTepUCTHKA JIEKapCTBEHHOT 0 npenaparta Llegennum goctynHa Ha MHGOpMAIIMOH-HOM

noprane EBpazuiickoro 3KOHOMHYECKOI0 CO03a B MH(OPMAIMOHHO-KOMMYHUKAIIMOHHON CETH

«uTepuer» http://eec.eaeunion.org/.
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