3uHHart, 125 mr u 250 Mr, TabJaeTKH, MOKPHITbIE 060J0UKOM
TexcT 06meii XapaKTepUCTHKH JiekapcTBeHHOro npenapata (OXJIIT)

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

i

[l |
1. HAMMEHOBAHUE JIEKAPCTBEHHOTI' O IIPEIIAPATA

3unHaT, 125 Mr, TabIeTKH, MOKPHITHIE 000T0UYKOH; ‘
3unHar, 250 Mr, TabIETKH, TOKPBITHIE 000TOYKOH.

2. KAYECTBEHHBINA Y KOJIMYECTBEHHBIN COCTAB

Heticmeylowue eewjecmea:

3unHat, 125 Mr, TabIEeTKH, HOKPBITHIE 000I0YKOM:

Kaxxnas Tabnerka, MOKpwITas 06004YKOM, comepxur 125 mr nmepypoxcuma (B Buae 150,36 mr
neypoKkcuMa aKCceTua).

3unHar, 250 Mr, TaGIEeTKH, OKPHITHIE 000IOYKOM:

Kaxnas TabneTka, MOKpHITas IUIEHOYHOM 060s104Ko0i, comepxkut 250 Mr nedypokcuma (B BUIE
300,72 mr nedypokcuma akceTuia).

BcnomozamenvHule 6ewjecmea, Hanudue KOMopvlx HA0O Y4UmMbléams 6 cocmaee 1eKapcmeeHH020
npenapama:

3uHHAT, 125 Mr, TabIeTKH, MOKPHITHIE 000I0YKO¥H:
Kaxxnas taberka comepxxut 0,00152 mr Harpus 6enzoara, 0,06 Mr MeTHIIIaparuApoOKCHOEH30aTa U

0,04 Mr nponunmaparugpokcudeH3oarta.

3unHaT, 250 Mr, TabaeTKH, NOKPHIThIE 000I0YKOH:
Kaxcnas Tabnerka conepoxut 0,00203 mr Hatpus 6ensoara, 0,07 Mr MeTH/ImaparuipoKcuben3oara u
0,06 Mr nponumaparugpokcudeH3oara.

[TonHBIH CIUCOK BCIIOMOTaTEIbHBIX BCIIECTB IIPUBEACH B pa3aciic 6.1

3.  JIEKAPCTBEHHASI ®OPMA |  COTIACOBAHO |
TabneTKu, MOKPHIThIE 060IOUKOIA. “PECTVE, <0 | ]
Onucanue: BaRpves. ko . |
3unHaT, 125 Mr, TabJIETKH, IOKPHITHIE 000T0YKOII: mmm?»&US— 2023 R 4%/10

TabNEeTKH OT GENIOro 10 MOYTH GENIOro [BETA, MOKPHITHIE MIIEHOYHOM 060J109KO0#, OBAIbHON (OpMBI,
JIBOSIKOBEIITYKJIBIE, C OJTHOM CTOPOHBI KOTOPBIX BeirpaBupoBaHo GXESS.

3unHaT, 250 Mr, TabJaeTKH, HOKPBIThIE 000I0YKO¥:
TabseTKu OT 6eIoro 10 MoYTH GENIOro I[BETA, MOKPHITHIE IUIEHOYHOH 000J109K0#, OBaJIbHOM HOpPMBI,
JIBOSIKOBBIITYKJIBIE, C OZTHOW CTOPOHBI KOTOPBIX BhIrpaBupoBano GXES7.

4. KIIMHUYECKHUE JAHHBIE
4.1 Iloxa3aHusi K NpUMeEHEHHIO

JlexapcTBeHHBINH mpenapaT 3WHHAT IOKa3aH Ui JICYCHHsS HUDKETICPEYHCICHHBIX HHQEKIuH y
B3pOCJIBIX U JIETEH B BO3pacTe OT TpexX MecsleB (cM. pasaen S5.1):

® OCTpbIH CTPENTOKOKKOBBIH TOH3UJUTAT U (DapHHTHUT;
® OCTpbIH OaKTepHATIbHBINA CUHYCHT;

® OCTpBIN CpEeIHUI OTHUT;

e 000CTpeHHE XPOHUYECKOTO OPOHXHUTA;

® [UCTHT;

e nuenoHepuUT;

® HEOCIOXHEHHBIE HHPEKIMH KOXXH U MATKUX TKAaHEH;
e Je4yeHue Ooppenuosa JlaliMa Ha paHHUX CTAUAX.

CIICI[yCT IIPUHUMATh BO BHUMAHHUE Oq)I/II_[PIaJIbeIC PYKOBOJCTBA I10 pallAOHAIbHOMY HCII0JIb30BAHHIO
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3unHaT, 125 Mr u 250 Mr, TableTKH, MOKPBIThIE 000JI0YKOH
TexkcT 06mieit XapaKTepUCTHKH JiekapcTBeHHOro npenapara (OXJIIT)

aHTHGaKTepHaﬂbeIX CpE€ACTB.

4.2
PexuM 103UpOBaHUS

Pesxum 103MpOBAaHHUS U CIIOCO0 MPUMEHEHHS

Yy [

[IpOIOIKHTEIBHOCTD JIeYeH s 0OBIYHO COCTaBIseT 7 AHEH (MOXKET BapbupoBarh ot 5 110 10 nHek)

Jlo3upoBaHue y B3POC/IbIX H eTeil ¢ Maccoii Te1a He Menee 40 Kkr:

OcTpblif TOH3WLIMT U (apUHTHT, OCTPBIA
OaKkTepUaIbHBINA CHHYCHT

250 mr 2 pa3a B CyTKH

OcTpblii cpeIHUNA OTUT

500 mr 2 pa3a B CyTKH

ObocTpeHre XpOHHYECKOT0 OpOHXUTA

500 mr 2 pa3a B CyTKH

[{uctuT

250 Mr 2 pa3a B CyTKH

[Tuenonedput

250 Mr 2 pa3a B CyTKH

HeocnoxxHeHHble MH)EKIUH KOXH W MSITKUX
TKaHEH

250 Mr 2 pa3a B CyTKH

boppennos Jlaiima

500 mr 2 paza B cyTku B TeueHHe 14 nquei
(JUTATETEHOCTD JICYEHHSI MOXKET BApbHPOBATh OT
10 o 21 nus)

Jo3upoBaHue y aereii ¢ Maccoii Tesia menee 40

KI':

OcTpelii  TOH3WUIUT M (APUHTUT, OCTPBIH

OaKkTepUaNbHBIA CHHYCHUT

10 mr/kr 2 pa3a B cyTkH, HO He Gonee 125 mr 2
pasa B CyTKH

JleTu B BO3pacTe ¢ IBYX JIET CO CPEHUM OTHTOM
WK ¢ 60J1ee TSOKETBIME HHPEKIUAMHE (B ClTydyae
HEOOXOUMOCTH)

15 mr/kr 2 pasa B cyTKH, HO He Gonee 250 mr 2
paza B CyTKH

[uctut 15 mr/kr 2 pa3a B cyTkH, HO He Gonee 250 mr 2
pasa B CyTKH
[Tuenonedpur 15 mr/kr 2 pa3a B cyTkH, HO He 6osee 250 mr 2

pa3a B cyTkH B TeueHue 10—14 quei

HeocnoxxneHHble WHPEKIUN KOXH M MSITKHUX
TKaHeH

15 mr/kr 2 pasa B cyTkH, HO He Gonee 250 mr 2
pasa B CyTKH

boppennos Jlaiima

15 mr/kr 2 pasa B cyTkH, HO He Oonee 250 mr 2
pasa B cyTku B Teuenue 14 nqueit (ot 10 mo 21

JIHS)

Hert onbiTa IMPUMCHCHHUS JICKAPCTBECHHOI'O IIp€IiapaTra 3uHHAT y JeTeH B BO3pacTe n0 3 MecsIeB.

HpﬂMeHeHHe Y NanueHToB € NMOYeYHOH HEJ0CTATOYHOCThIO

besonacHocTe M 3¢ peKTHBHOCTH
HEJJOCTaTOYHOCTHIO HE YCTaHOBJICHBI.

IlepypokcuM TNpPEHMYIIECTBEHHO BBIBOJUTCS

negypokcumMa axkceTunga Yy IalUEHTOB

C TOYEeYHOH

MoykamMu. Y TMAlHEHTOB CO 3HAYUTEIBHBIM

HapylIieHHeM (pyHKIIMH MOYeK PEKOMEHIyeTCs CHUKEHHE 10361 ey pOKCHMa JUIsi KOMIIEHCALUH €T0
6onee mennenHoro BeiBeneHus. Lledypokcum 3¢ GeKTHBHO BBIBOAUTCS THATHAZOM.

,[[omponamle Y NalMEeHTOB C MO4Y€49HOH HEJ0CTATOYHOCTHIO

Kanpenc kpeatununa | [lepuon moayBbeiBenenus | Pexomenayemasi 103a
(4acki)
> 30 ma/mun/1,73 m? 1,4-24 Koppekuuu 10361 He  Tpebyercs
(crammaptHas mo3a 125 mr — 500 mr 2
pasa B CyTKH)
10 - 29 m/mun/1,73 M> | 4,6 CranjapTHas MHIMBHIyalbHas pa3oBas
J03a Kaxple 24 yaca
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3unHart, 125 mr u 250 Mr, TabNeTKH, MOKPHITbIE 060104KOMH
TekcT 001Iei XapakTepUCTUKH JiekapcTBeHHOTo npenapata (OXJIIT)

< 10 ma/mun/1,73 m? 16,8 CranjmapTHass WHAMBHAyalbHAs pa30Bas
- ,. - J103a Kaxple 48 yacoB
Bo Bpems remoauanusza | 2-4 e B KoHmEe Kaxaoro ceaHca auaians3a

TpeOyeTcsi BBEIEHHE JIONOJIHUTEIBHOM
CTaHJAApPTHON WHIUBHAYAJILHON pa3oBOH
J103BL.

IlppMeHeHHe y NANHEHTOB C NeYeHOYHOH HeJ0CTATOYHOCThIO

JIaHHBIX O MPUMEHEHHH MAIMEHTAaMH C [I€YEHOYHOH HEAOCTAaTOYHOCTBIO HE IONy4eHO. B cBs3u ¢
TeM, 4YTO HEe(PYPOKCHM IPEUMYIIECTBEHHO BBIBOJAMTCS IOYKAMH, OXHMIAETCSA, YTO HapyIIECHHs
(GyHKIMY TIeYeHH He OKXYT BIUSHUSA Ha (apMaKOKHHETUKY HedypoKcHMa.

Cnocob npuMeHEHHs
3uHHAT PUMEHSIETCS BHYTPb.
JI1si ONTHMAJILHOTO BCAChIBAHUS TAOJIETKH ClIeyeT IPUHUMATh IOCIIE €IbI.

TabneTkyn 3MHHAT HE CIIEAYET pa3MesbyaTh, ¥ IIOTOMY OHH HE MOIXOMAT IS JIEYECHH Mal[HEHTOB,
TaKMX Kak JETH MJAIIIEro BO3pacTa, KOTOpPblE HE MOTYT INpOIVIOTUTH Lednyro Tabnetky. B
3aBHCHMOCTH OT JI03bl JIOCTYIIHBI JAPYTHE JIEKapCTBEHHbIE (GOpPMBL. VY JeTel MOXXKHO IPUMEHSThH
3uHHAT B (hOpME CyCIIEH3HH.

Iledypoxcuma akceTws B BU/ie TabJIETOK HE SBJISETCS OHOPKBUBATIEHTHBIM LEQYPOKCHMY aKCETHITY
B (popMe rpaHyII Uil HIPUTOTOBICHHS CYCIIEH3HH U HE MOXET 3aMEHATHCA Ha OCHOBE MUJLIATPAMM
Ha MuutATpamMMm (cM. paszaen 5.1).

4.3 IlpoTuBONOKa3aHHA

e ['MIep4yBCTBHTEIBHOCTh K I€(YPOKCHMY MM BCIIOMOTraTENbHBIM BEILIECTBAaM Iperapara (CM.
pazznen 6.1).

e [ UIepYyBCTBUTEIHLHOCTD K e(aToCIOPHHOBBIM aHTHOHOTHKAM.

e Hajmmyue B aHamMHe3e  TDKEJOW  pEaKIMH  THIEPYYBCTBHTEIBHOCTH  (Hampumep,
aHaMIIAKTHYECKOW peaKiyu) K To00My ApyroMy THIy OeTa-JaKTaMHbIX aHTHOAKTE€pHATbHBIX
Cpe/ICTB (HarpuMep, K MeHAIMUIMHAM, MOHOOaKTaMaM MITH KapbaneHemam).

4.4  Oco0ble yka3aHHsA H MepbI NIPEAOCTOPOKHOCTH NPH NPHMEHEHHH
Peakiiuu runep4yBCTBUTENILHOCTH

KpaifHIO0 0CTOPOXKHOCTB HajI0 MPOSBIIATH IPH HA3HAYEHUH ITPENapara NalueHTaM ¢ ajIeprudecKoi
peaknuell Ha NEHUIWUIMHBI WK JIpyrue OeTa-lakTaMHble aHTHOMOTHKA B aHAMHE3€ B CBA3M C
PUCKOM TIEPEKPECTHON YyBCTBUTENBHOCTH. Kak M NpH NpUMEHEHHMH JpYruX Oera-IakTaMHBIX
aHTHOAKTEPUAIIBHBIX CPEICTB, MOCTYNAIN COOOLIEHHS O CEPLE3HBIX M MHOT/IA JIETAIBHBIX PEaKIUsIX
THIIEPYyBCTBUTEILHOCTH. N30 IOJydeHbl  COOOIIEHHS O  pa3sBUTHM  peaKuui
TUIIEPYYBCTBUTENILHOCTH, IPOrpeccupyiomux a0 cuHapoma Koynuca (ocTporo amieprayeckoro
clla3zMa KOPOHApHBIX apTepHii, KOTOPBIH MOXKET MPUBECTH K MH(aApPKTy MHOKap/a, cM. pasaen 4.8). B
cilyyae HACTYIUIEHHS TSDKEJIOM peakiiy THIepuyBCTBUTEILHOCTH HEOOXOMMMO Cpa3y e OTMEHHTh
neyeHue nepypoKCHMOM U MPUHSATH HEOTIIOXKHBIE MEPHI.

[lepen HayaaoM JieYeHUs HEOOXOIMMO BBIACHHTH, ObUIM JIM y IAlMEHTa TSDKENble PEeaKIuH
THIEPYyBCTBUTENBHOCTH MIOCIE IIPUMEHEHHs nedypoKcuMa, ApyTrux 1edanoCrnopuHOB MM JIHOOBIX
Jpyrux OeTa-TakTaMHbIX CpeAcTB. OCTOPOXHOCTh CIEAYET MPOSBIATH IPH HA3HAYCHHH
nepypoKcHMa MaieHTaM ¢ HATHYHEM B aHAMHE3€ HETSIKEJIOH peaKiuy MHIepYyBCTBUTEIIBHOCTH K
JIpyrum OeTa-aKkraMam.

Tsxenble KOXKHBIE PEAKIIUU

BbUM MOJTydeHbl COOOIIEHHs. O Pa3BHTUH TKETBIX KOXHBIX HEXENATENbHBIX PEaKIMi, BKIIIOYast
cuaapoM CruBeHca-J/[KOHCOHA, TOKCHYECKHH SNUIepMalbHBIi HEKpoiu3, DRESS-cuHapoM
(KoXHas ChIllb C Y03MHO(GWIMEH M CHCTEMHBIMH CHMIITOMAaMmH), CBS3aHHBIX C NPUMCHCHHEM
JIEKapCTBEHHBIX CPEJCTB, cofepxkaimmx nedypokcum (cM. paszgen 4.8). JlaHHble HEXeNaTeNbHBIE
peaKIiy MPEACTABISAIOT YTPo3y JUIS XKHU3HH, B TOM YHCJIE, IPUBOJAT K JIETAILHOMY HCXOJY.
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B 1y |
3unHaT, 125 Mr u 250 Mr, TabieTKH, NOKPLIThIE o6olt e

TekcT 0611Iei XapaKTepUCTHKH JieKapcTBeHHOro npemnapata (OXJIIT)
r N 11
3 |

[laneHTOB HEOOXOAMMO NPOUH(POPMHUpUBATH U LPU3HAKAX K CHMIITOMaX KOXXHBIX PEaKuMid H
PEKOMEH/IOBATh TINATEJIFHO KOHTPOJMpPOBAaTh HX IOsiBIeHHE. Eciu mpu3HaKd W CHMITOMBI
NpENONaraloT pasBUTHE TSDKENBIX KOXHBIX pEaKIHH, CJIEIyeT HEMEUICHHO MPEKPaTHTh
npuMeHeHre NedypoKCHMa M PAacCMOTPETh Ha3HAYECHME albTepPHATHUBHOrO JedeHus. Ecmm mpu
npuMeHeHMH IepypOoKCHMa pa3BHIAch Cepbe3Has peakuus, Takas Kak cuHapom CruBeHca-
JI>KOHCOHA, TOKCHYECKHM SHHUAepMalibHBIl HeKpoiam3, DRESS-CHHAPOM, y TakKuX MNAlUCHTOB
IIOBTOPHOE Ha3HAYeHHUE L1eypOKCHMA IPOTUBOIIOKA3aHO.

)

Peakuusa Apuma-I'epkcreiiMmepa

V HEKOTOpPBIX NAIMEHTOB MPH IIPUEME JICKApCTBEHHOrO Npenapara 3UHHAT JUIs JleYeHus G0JIe3Hu
JlaiiMa MOXeT HaOMIOJAThCs IOBBIIIEHHE TeMIlEpaTypbl (JIMXopajka), 03HOO, roigoBHas 60ib,
MBIIIeYHas 001b ¥ KOXKHas chblllb. JIaHHAs peakius W3BecTHa Kak peakius Spuma-I'epkcredmMepa.
OHa 00yc/IOBlIeHa HEMOCPEACTBEHHO OAaKTEPHLMIHOW AaKTHBHOCTBIO HE(YpOKCHMA akceTHia B
OTHOIIEHUH BO30ymuTens Gosesnu Jlaitma, crupoxersl Borrelia burgdorferi. CuMNTOMBI, Kak
MpaBUIIO, JUIATCS OT HECKOJBKMX YacoB 10 OJHMX CyTOK. [lamueHTsl J0/DKHBI OBITH
npouH()OPMHPOBAHBI, YTO JAHHbIE CHMITOMBI SBJISIOTCS THIHMYHBIM CJIEACTBHEM NPHMEHEHHS
AaHTHOMOTHKOB TIPH TOM GOJIE3HH H, KaK IIPABUIIO, IPOXOAAT O3 nedeHus (cM. paszen 4.8).

Ype3sMepHbIA pOCT HEYYBCTBUTEIbHBIX MUKPOOPTraHU3MOB

Kak ¥ npy HCIIOJIb30BaHKH APYTHX aHTHOMOTHKOB, IIPUEM 1Ie(yPOKCHMA aKCETHIIA MOXKET IIPUBECTH
K upe3smepHoMmy pocty Candida. JITMTENbHBIH NPHEM MOXET NPUBECTH K YPE3MEPHOMY POCTY
JIPYTHX PE3MCTEHTHBIX Opranu3MoB (Hanpumep, Enterococci u Clostridium difficile), ato MOXeT
notpe6oBaTh MpeKpalieHus tedenus (cM. paszaen 4.8).

[Ipy MCIOJB30BAaHMHM MPAKTHYECKH BCEX AHTHOAKTEpHAIbHBIX CPEJICTB, BKIKOYas LE(ypOKCHM,
c0006IIaI0Ch O Pa3BUTHH MICEBIOMEMOPAHO3HOTO KOJIMTA, KOTOPBIA MOXET BAPLHUPOBATH 110 CTENIEHH
TSOKECTH OT JIETKOM 10 yrpoaromei >xu3Hu. HeoOXxoquMo MMeTh B BHIY BO3MOXXHOCTH JaHHOIO
JMarHO3a y MAlMEeHTOB ¢ Hapeeii, BO3HHUKINEH BO BpeMs HIIM II0CIIE Kypca JIEYeHHs IedypPOKCHMOM
(cm. pasaen 4.8). Ciienyet paccMOTPETh HEOOXOIUMOCTh OTMEHBI JIEYEHHS ey POKCHMOM U Havaa
neuenus B otHomeHuH Clostridium difficile. He cnemyeT npuMeHsTh IpenapaTsl, KOTOPHIE yTHETAIOT
NEPUCTATBTHKY (CM. pa3zen 4.8).

BinsgHue Ha JUarHOCTUYECKUE TECThI

JloxHo-mionoxuTenbHas npoba KymGca Ha ¢Qone mnpuema nedypokcuma MOXET BIHMATH Ha
pe3yJIbTaThl IPOO Ha COBMECTHMOCTB KPOBH (CM. paszen 4.8).
B cBS13H ¢ BO3MOXHOCTBIO MOJTyYEHHS JIOKHOOTPUIIATEIBHOTO pe3ybTaTa (eppoIMaHuIHOIO TeCTa

Yy DNanUMEHTOB, IMOJYYarolux ueq)ypoxcha aKCE€THJI, PEKOMCHAYETCA HCIIOIb30BaTh JIA
OIIpEACIICHUS YPOBHS I'NTFOKO3bI B KpOBPI/l'[J'IaBMe METOJ C ITIOKO300KCH/1a301 HIIH C reKCOKHMHA30H.

Baxxnas wHGOpMaIns 0 BCOOMOTaTENIbHBIX BEIIECTBAX
Kaxxnas Tabnerka nexapcTBeHHOro mpenapara 3unHHaT 125 mMr u 250 mr cozepxut 0,00152 mr u
0,00203 mr HaTpusi OeH30aTa COOTBETCTBEHHO.

Kaxmas TabneTka JekapcTBeHHOro mpemapara 3uHHat 125 wMr  coxepxut 0,06 wMr
MeTumaparuapokcubensoara u 0,04 Mr mponuinaparuApoKCuben3oara.

Kaxnmas Tabnerka jekapcTBeHHoro mpemapara 3uHHat 250 wMr coxepxur 0,07 wmr
MeTuimaparuapokcubensoara u 0,06 Mr mponmiImaparuApokcuben3oara.
MeTunnaparuipokCHOeH30aT U MPONUIIIAParuIpOKCHOEH30aT MOIYT BBI3BIBATH AIEPIHYECKUE
peakuuy (BO3MOXHO, C OTCPOYEHHBIM HAa4aJloM).

JlaHHBIH JIEKapCTBEHHBIN TpeEMapar CoAepXXUT MeHee 1 MMoIb (23 Mr) HaTpus B KaX/I0# TabeTke
(06erx JO3UPOBOK), TO €CTh MOXET CHUTATHCS «OE3HATPHEBLIMY.

4.5 BzauMoaeiicTBHe ¢ [APYrHMH JIEKAPpCTBEHHBIMH IIpenaparaMd M [pyrue BHIbI
B3aHMOJeHCTBHS

JlexapCTBEHHBIE NPEMapaThl, CHIKAIOIHE KMCIOTHOCTD XKEIYJA0YHOI0 COKa, MOTYT NPUBOAUTH K

CHIDKEHHIO OMOJOCTYIMHOCTH IeypoKCHMa akceTH/a MO CPaBHEHHIO C TaKOBOM IIOC/E NpHEMa

HATOIAK ¥ YMEHBINAIOT 3()(heKT MOBBIIIEHHOr0 BCaChIBaHMs Ipenapara nocie npuemMa muiiy.
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3unHart, 125 mr u 250 mr, TabeTKH, nokprTble 060l ) Al

TekcT 00mIeit XapaKTEPUCTUKH JIEKAPCTBEHHOTO MPEitapusw (JAJLLL)
I~

__("I ._’70

- ] )
Iledypokcuma akceTHnn MOXKET OKasblLarb BIUSHUE Ha xnul€YHYI0 MUKPO(IOpY, YTO MPHBOAMUT K
HHU3KOM  peaOCoOpOIMM  SCTPOT€HOB M, KaK  CIEACTBHE, CHHXEHHIO 3((HEKTHBHOCTH
KOMOHWHHMPOBAHHBIX MEPOPAILHBIX KOHTPALIETITHBOB.

Ilepypokcum BbimenseTcs myTeM KiIyOoukoBOM (uIbTpauuu M KaHaIbLEBOM cekperuu. He
PEKOMEH/IyeTCsl COBMECTHBIH IpueM ¢ npobeHenuaoM. OIHOBPEMEHHBIH NMPHEM C IPOOCHEIHIOM
3HAQYUTEJHbHO YBEJIMYMBACT MAKCHUMAIbHYIO KOHIIEHTPAIMIO B IUIa3Me, IUIOMIAAb IOJ KPUBOM
CBIBOPOTOYHOM KOHIICHTPAIIMH U TIEPHO/I IOy BBIBEICHHS L1eypOoKCUMa.

O/HOBPEMEHHBIH MPHEM C MEPOPATbHBIMH AHTHKOATYJITHTAMHU MOXET NMPHBOAUTH K MOBHIIIECHUIO
MEJK[y HapOHOTO HOPMATM30BAHHOTO OTHOIICHUS

4.6 @epTHABHOCTH, 0€PEeMEHHOCTh H JAKTAIHSA

bepeMeHHOCTD
JlaHHBIE O MPHUMEHEHUIO HedypokcuMa y OGepeMEeHHBIX KEHINUH orpaHuydeHsl. MccnenoBanus Ha

YKHMBOTHBIX TIOKA3aJId OTCYTCTBHE BPETHOTO BO3/ICHCTBUS Ha OEPEMEHHOCTH, pa3BUTHE SMOPHOHA HITH
IUI0Ja, POJBI U TIOCTHATAJIPHOE pa3BUTHE. 3WHHAT ClelyeT Ha3HayaTb OEpEMEHHBIM >KCHIIMHAM
TOJILKO B TOM CJTy4ae, €CJIH MOJIb3a MIPEBBIIIAET PUCK

KopMiieane rpyibo

LleypoKcuM BBIIENSETCS B IPYIHOE MOJIOKO B HEOOIBIIMX KOMHUYeCTBaX. HexenarenbHple SBIeHUSA
IIPH UCIIOJIb30BAHUH TEPANIEBTHYECKUX 103 HE 0XKHIAIOTCS, OJJHAKO HEJIb3s HCKIII0YaTh PHCK AMapen
U rpuOKOBOM HMHGEKIMH CIM3UCTBIX 000sioueKk. B cBA3M ¢ 3TUM MOXET MOTpeOOBaThCS OTMEHA
rpyaHoro BckapmimBaHus. CleayeT yuMThIBaThb BO3MOXHOCTH CEHCHOMiM3anuu. Bo Bpems
IPYJIHOTO BCKapMJIMBaHHs 1EPYPOKCHM CIIEAYyEeT HUCIOIb30BaTh TOJBKO IIOCIE OLICHKH MOJb3Bl H
pHCKa JIeYaluM BpayoM.

DepTHILHOCTH
Her naHHBIX 0 BiIUsHHM HedypoKCHMMa aKceTwia Ha (epTHIBHOCTh y 4enoBeka. MccnenoBanus
BIIMSHUS HA PENPOAYKTHBHYIO (YHKIHMIO y >KMBOTHBIX HE IPOJAEMOHCTPUPOBAIH BIMSHHS Ha
(bepTUIBHOCTD.

4.7 Biausinde HA CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeACTBAMH H paboraTth c
MeXaHHu3MaMH

UccnenoBanuii BiusHUS IeGypoKCHMa akCeTHJIa Ha CIIOCOOHOCTH YMPaBIATh TPAHCHOPTHBIMH
cpeicTBaMH M paboTaTh ¢ MEXaHH3MaMH He NpoBoauiock. Ilockomeky medypokcuMa akCeTHII
MOXET BbI3bIBATH TOJIOBOKPY)XCHHE, HEOOXOIUMO MpeayNpeIuTh MalUeHTOB O Mepax
NPENOCTOPOXKHOCTH MPH yTIPABICHUH TPAHCTIOPTHBIM CPEICTBOM HMJIH paboTe ¢ MEXaHU3MaMH.

4.8 HexenaTeJbHbIe peaKIHH

Haubonee wYacTeIMM HEXeJaTEeJIbHBIMH pEaKIUsIMH SBISIOTCS W30bITOUHBI poct Candida,
203UHO(MINSA, TOJOBHAs OO0JIb, TOJOBOKPY)XEHHE, IKEIYJOYHO-KHINCYHbIE HapyIIeHHs H
TPAH3UTOPHOE MMOBBIIIEHHE AKTUBHOCTH «II€4EHOYHBIX» (HEPMEHTOB.

Vka3zanHas HUXE 4acTOTa BO3HUKHOBEHHS HE)XXEJATEIbHBIX PEAKIMH SBISETCS NPUOIM3UTEIBHOM,
TaKk Kak /s OOJIBIIMHCTBA pEaKIMii COOTBETCTBYIOINHME JaHHBIE (Hampumep, U3 Iutanedo-
KOHTPOJIMPYEMBIX HCCIIEJOBAHMI) JUIS pacyeTa 4acTOThI OMy4eHkl He O6putn. Kpome Toro, yacrora
BO3HMKHOBEHHUS HEXeENATeJIbHbIX PEaKIWii Npu NPUMEHEHHH NedypoKCHMa aKCeTH/a MOXET
BapbHPOBATH B 3aBUCHMOCTH OT ITOKa3aHHUs.

JlanHble, TOJIyYeHHbIE B XOJ€ KPYNHBIX KIMHHYECKHX HCCIEIOBAHUH, HCIOIb30BAIUCH I
onpe/eieHus YaCcTOThl HEXENATeIbHBIX PEaKIMii OT «04YEHb YacThIX» 0 «peaKux». YacTora Beex
JpyTHX HeXelaTenbHbIX peakiuii (Hanpumep, <1/ 10 000) ompenensnack B OCHOBHOM Ha OCHOBE
MOCT-PErUCTPAIMOHHBIX JaHHBIX M CKOpee OTpakaeT 4YacCTOTy IOCTYIUIEHHS COOOIEHHH o
HeXeNaTeIbHBIX PEaKIHiaX, HEXEeId PEeAIbHYI0 4acTOTy MX BO3HHMKHOBEHHMs. JlaHHBIX miane6o-
KOHTPOJIMPYEMBIX UCCIIEI0BAHUH M0Ty4eHo He Obpu10. B ciydasx, Kkorja 4acToTa pacCYMThIBaIach Ha
OCHOBE JIaHHBIX KJIMHHYECKHX HCCIIEJOBAaHWH, OCHOBOM CIIy>XWJIM pEaKLMH, KOTOPBIE, 110 OLEHKE
uccienosarens, ObUIM CBS3aHBI ¢ MPUMEHEHHEM JIEKapCTBEHHOrO cpeicTBa. B paMkax Kaxmoi
KaTeropuH YacTOThl HEXENATEIbHBIE PEaKIMM IPENCTABICHbl B IOPSAKE CHMIKEHHS CTEIECHH
CepBE3HOCTH. '
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HexenaTebHbIE PEAaKIMU BCEX CTEHEHEH TSHKECTH, CBA3AHHBIE C MPHMEHEHHEM JIEKAPCTBCHHOTO
CpE/CTBa, NEPEYHCICHBl HWXKE B COOTBETCTBHH C CHCTEMHO-OPraHHOH KiaccHukauued # B
3aBHCAMOCTH OT YacTOThl BCTPEYAaEMOCTH M CTENEHH TKECTH. YacToTa BCTPEYaEMOCTH
ompezenseTcs cleayromuM o6pasom: ouens yacmo (>1/10), gacto (= 1/100, HO < 1/10), mewacro (>
1/1 000, O < 1/100), pexxo (> 1/10 000, Ho < 1/1 000), ovensv peoxo (<1/10 000) u vacmoma
Heuséecmua (Ha OCHOBAHMH MMEIOIUXCS JTaHHBIX OLEHUTH HEBO3MOXHO).

Nndexnuu u HHBA3HHU:

Yacmo: u30bITOuHBIN pocT Candida

Hacmoma neusgecmua: u30bITounbii poct Clostridium difficile

HapymeHusi co CTOpOHBI KPOBH H JTUM(paTHIECKOH CHCTEMBI:

Yacmo: 303UHODIITUS

Heuacmo: JOXKHONOJOXKUTENbHas mpoba KymOca, TpoMOomMTONEHHS,
neiikoneHus (MHOT/Ia TsKeas)

Yacmoma Heuzéecmna:  TEMOJIMTHYECKAs aHEMUS

[leanocnopiHBl MPOSBISIOT TEHIEHIHMIO K a0COPOUPOBaHUIO HA MOBEPXHOCTH MEMOpaHbI
SPUTPOLMTOB U PEarHpOBaHHIO C AHTHTENAMH K IeaJoCiopyHaM, YTO MOXKET MPUBOAUTH K
JI0XKHOIIOJIOXKHUTENEHOMY pe3yibTary npobbli KymGca (i BiamsTh Ha pe3ysbTaThl mpo6 Ha
COBMECTHMOCTH KPOBH) M B OU€Hb PEIKHX CIIydasX — K TeMOJIMTHYECKON aHEMHH.

HapymeHusi co cTOPOHBI HFMMYHHO#H CHCTEMBbI:
Yacmoma neuséecmna:  J€KapCTBEHHAs JIMXOPAJIKa, CBIBOPOTOYHAS 60J1e3Hb, aHaduIaKcusl,
peakius SApuma-I'epkcreiimepa.

HapymeHusi co CTOpOHBI HEPBHOH CHCTEMBI:

Yacmo: rosioBHasi 60Jib, TOJIOBOKPYKEHHE

Hapymenus co cTopoHbI cepaua:

Yacmoma neuséecmua:  cunapom KoyHuca (auieprudeckuii KOpPOHapHBIH CHHIPOM)

KeaynouHo-kumevyHble HAPYMIeHHA:

Yacmo: JMapesi, TOIHOTa, 60J1b B )KUBOTE

Heuacmo: pBOTa

Yacmoma neuzeecmua: NceBIOMEMOPaHO3HBIH KOJUT (cM. paszaen 4.4)

Hapymenusi co cTOPOHBI IeYeHH H KeT4YeBbIBOAAMMX ITyTeH:

Yacmo: TPaH3UTOPHOE  TOBBIIIEHHE  AKTUBHOCTH  IIE€YEHOYHBIX)
(hepMeHTOB

Yacmoma neuzeecmua:  entyxa (IPEeUMYIIECTBEHHO X0JIeCTaTUYECKast ), TeaTHT

TpaH3uTOpHOE MOBBIINIEHHE AKTUBHOCTH MEYEHOYHBIX ()EPMEHTOB B CHIBOPOTKE, KaK IIPaBHIIO,
ABISIETCS 0OPATUMBIM.

Hapymemm €O CTOPOHBI KOXKH H IMMOAKO>KHBIX TKaHen:

Heyacmo: KOXKHasi ChIITb
Yacmoma neusgecmna:  KpanuBHHIA, 3y], MyJIbTHGOpMHAas s3puTeMa, cuaapoM CTUBEHCa-
JIxoHCOHa, TOKCHYECKUHN SMUAECPMATBHBIA HEKpOJIN3

(9K3aHTEMHBIH HEKPOJIHU3) (CM. HAPYILIEHHUS CO CTOPOHBI HMMYHHOM
CHUCTEMBI), AHTMOHEBPOTHYECKHH OTEK, KOXHas Chbllb C
303uHO(HIIHEH U CHCTEMHBIMU cuMIiToMaMu (DRESS-cuuipom).

Hexenare/bHble peakuu y Aerei
[Ipoduns 6e30macHOCTH HEdypoKCHMa aKCETHIa Y AETEH COOTBETCTBYET TAKOBOMY Y B3POCIIBIX.

CoobOmenne 0 mo03peBaeMbIX HelKeJIATEAbHBIX PeaKIHAX

BaxxHo coo0m@ars O TOJ03pEeBAaEMBIX HEXENATElIbHBIX PEaKIMiX MOCjIe PErucTpaluu
JIEKapCTBEHHOTO TIperapara ¢ Ieblo 00ecred4eHHss HENpPEPhIBHOIO MOHHTOPHHIA COOTHOLICHHS
«TI0JTb3a-PHCK» JIEKAPCTBEHHOTO Mpenapara. MeMIMHCKIM paboTHHKaM PeKOMEH/TyeTcs co00maTh
0 JMOOBIX I003pEBaEMbIX HEXENATEIbHBIX pEaKIHsiX JIEKAPCTBEHHOIrO IMpermapara 4epe3
HAIHOHATBHYIO CUCTEMY COOOIIEHHS O HEXEIATEIbHbIX PEAKIHsIX.

Pecny6inka benapych
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4.9 Ilepeapo3upoBka

Ilepeno3upoBKka MOXET BBI3BATh HEBPOJIOTHYECKHE IOCIEACTBHS, BKJIIOYas JHIE(DANonaTuio,
CyJIOPOTH U KOMY.

CUMITOMBI NEPEIO3UPOBKH MOTYT Pa3BUTHCS Y MALMEHTOB € IOYEYHOM HEIOCTATOYHOCTHIO, €CIH
11032 He OblIa CHI)KEHA COOTBETCTBYIOIIUM 00pa3oM (cM. pasnen 4.2).

Konmenrpaiuss mnegypokcuMa B CBHIBOPOTKE MOXET OBITh CHHXKEHAa IIyT€M TIeMOoJualiu3a H
HNEPUTOHEAILHOTO JHATH3a.

s ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1 ®apmakoJHHAMHYECKHe CBOHCTBA

dapmakoTepaneBTHyeckas rpynna: AHTHOAaKTepUalbHBIE Ipenaparsl CHCTEMHOIO JICHCTBHSL
IledanocnopuHbl BTOPOTO MOKOIEHHUS.

Koxg ATC: JOIDCO02.

Mexanusm JeicTBUS

[edypokcrma akceTWs1 THAPOJIU3HPYETCS (epMEHTaMH 3CTepa3aMH B AKTHBHBIH aHTHOHMOTHK,
nedypoxcum.

IlebypokcuM HHrHOMpyeT CHHTE3 KIETOYHOW CTEHKHM OaKTepwil Mmocjie MNpHUCOEIUHEHHs K
neHUIMUTHH-cBs3biBatonmM 6enkam (IICB). DTo mpuBOIUT K pephIBaHHIO OMOCHHTE3A KIETOYHOM
CTeHKH (TIENTHIOTJIMKAHOB), YTO B pe3yJIbTaTe BEJET K TM3UCY U THOENH KIETKH OaKTepuH.

Mexauu3m GopMHPOBAHUS PE3UCTEHTHOCTH

Pe3ucteHTHOCTH OakTepuil K 1EPYpPOKCHMY MOXET OBITh CIEICTBHEM OJHOIO MM HECKOJIBKHX
MEXaHU3MOB, YKa3aHHBIX HUXKE:

* ruaApon3 Oera-laKkTaMasamu; BKItO4Yas (B TOM 4Hclie) Oera-nakramasbl pacllMPEHHOIO CIIEKTpa
(BJIPC), u pepmentamu AmpC, KOTOpbIe MOTYT HHIYLIUPOBATHCS WJIM YCTOWYUBO aKTHBHPOBATHCS
y OIIpeJIeJICHHBIX BH/IOB a3POOHBIX IPaMOTPHIIATENILHBIX OaKTEPHIA;

* TIOHM)XEHHOE CPOJICTBO MEHUIMUTHH-CBA3BIBAIONINX OEJIKOB K 11e(yPOKCHMY;

* HENPOHHWIIAEMOCTh HApPYXHOW 00O0JI0OYKHM, KOTOpas OrpaHHYMBAET JOCTYN NedypoKcHMa K
NEHUIUTHH-CBSA3BIBAIOIMM O€JIKaM y rpaMOTPHIIATEIbHBIX OaKTepHit;

* MeXaHu3MbI OakTepuanbHOro 3¢ dirokca.

O>xupnaercs, 4T0 MUKPOOPTaHU3MBI, KOTOPbIE IIPHOOPETH PE3UCTEHTHOCTD K APYTUM HHBEKIIHOHHBIM
nedanocnopuHam, Oy IyT pe3UCTEHTHHI K 1IEQypPOKCHMY.

B 3aBUCHMOCTH OT MeXaHHW3Ma pPE3UCTEHTHOCTH MHKPOOPraHW3MBl C TNpPHOOPETEHHOM
PE3UCTEHTHOCTHIO K MEHUIIMJUTMHAM MOTYT JeMOHCTPHUPOBATh NOHUKEHHYIO YyBCTBUTEIILHOCTD HIIH
PE3UCTEHTHOCTH K ey pOKCHMY .

ITorpanuunsele 3HauYeHUs 11eypOKCHMA aKCeTHIa

Huxe npuBeneHsl NOrpaHUYHbIE 3HAYEHHS] MHHUMAIbHOU nozasistomeit koHuentpamuu (MIIK),
yCTaHOBIEHHbIE  EBpomeiickuM  KOMHUTETOM 10 TECTHUPOBAHMIO  YyBCTBHUTEIBHOCTH K
anTuMukpoOHbM npenapatam (EUCAST, Bepcus 10.0 ot 01.01.2020):

Muxkpoopranusm Ilorpanu4nsbie 3HaYeHHus [Mr/i]
49 P
Enterobacteriaceae'?, E. coli, <8 >8

Klebsiella spp. (xpome K.
aerogenes), Raoultella spp. u P.
mirabilis

Staphylococcus spp. IIpumeyanue’ I[Ipumeyanue’
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'S | ! ™~
Streptococcus A, B, Cu G Ipumedanue’ IIpumedanue’
Streptococcus pneumoniae <0,25 >0,5
Moraxella catarrhalis <0,001 >4
Haemophilus influenzae <0,001 >1
[orpanuunsie  3Hadenus,  He [HJT HJTP
CBSI3aHHBIE C KOHKPETHBIM BHIOM
Gakrepmii'

! [lorpanuunsle 3Hauenns uedanocnopuna wis Enterobacteriaceae mo3BonsaT oOHapyXHUTh BCE
KIMHMYECKH 3HAYMMBble MeXaHu3Mbl pesucteHTHOCTH (BKmodas BJIPC m omocpenoBaHHBIM
miasmugamMa AmpC). HekoTophle IITaMMBbl, KOTOPBIE IPOAYIUPYIOT OeTa-1akTamMasbl, 001a1aroT
YyBCTBHTEILHOCTHIO HJIH IIPOMEXYTOYHOM Y4yBCTBUTENBHOCTHIO K IiedanocnopuHam 3-ro uim 4-
r0 MOKOJIEHHUS U IOJDKHBI COOOIAThCS 10 Mepe 0OHapy KEHHS, T.€. IPUCYTCTBHE MJIM OTCYTCTBHE
BJIPC camo no cebe He BIHMSET Ha ONpEEiCHHE KaTerOpUH yBCTBUTENBLHOCTH. Bo MHOrmx
obnactsx oOHapyxeHnue u onucanue BJIPC pekoMeHIyI0TCS WM SBIISIOTCS 00sA3aTeIbHBIMH IS
1eneid HHPEKIUOHHOTO KOHTPOJIS.

2 TonbKo HEOCIOKHEHHBIE HH(EKITMH MOYEBBIBOISINMX MyTe (UCTHT) (cM. paszen 4.1).
33aKiII0YeHHe O UYyBCTBHTENBHOCTH CTaQHIOKOKKOB K I€(alocliopuHaM OCHOBBIBAaETCS Ha
4yBCTBHUTEILHOCTH K IEOKCUTHHY, 32 HCKIIFOUeHHEM lepukcuma, nedrasuauma, nedrasumm-
aBubOaktama, nedrudyrena u uedrono3an-razodbakrama, KOTOpblE HE HMEIOT MOrPAHHYHBIX
3HAYEHHH U HE JIOJDKHBI IPUMEHSTHCS TPH CTaQUIOKOKKOBBIX HHpeKImsaX. [l 1eKapCTBEHHBIX
CPEACTB, NPHMEHSEMBIX MEPOpabHO, CIEAYeT YIENATh 0c0o00€ BHHUMAaHHE JOCTHXKEHHIO
JIOCTATOYHOT0 aHTHOAKTEPHATIBHOTO IEHCTBHS B 04are HHGeKIuH. Ecii norpaHu4HbIe 3HAaYCHHS
nedTprakcona u neporakcuma cooOIarOTCs T METHIMJLIHH Y4y BCTBUTEIBHOTO CTAQHIIOKOKKA,
TO MX CIIelyeT HHTEPIPETHPOBATH KaK «UyBCTBUTEIbHBIE, IPH MOBLIIIEHHOM BO3JICHCTBHHY.

4 3axmoueHHe 0 YYBCTBHTENHHOCTH K 6eTa-TakTamMaM GeTa-TeMOIMTHYECKHX CTPENTOKOKKOB
rpynn A, B, C u G ocHOBBIBaeTCs Ha 9yBCTBUTEILHOCTH K NEHUIHJUIHAHY .

> HemocTaToOYHO JAHHBIX, YTO PACCMATPUBAEMBIE BHJIBI SABJISIOTCS XOPOLIEH MHINEHBIO UL
Tepanuu npemnaparom. Moxet 6b1Th ykazana MITK ¢ koMmeHTapreM, HO 6€3 COITPOBOKAAIOLIETO
onpeneneHus B kareroputo Y unu P.

Y=uyBCcTBUTENbHBIE, P=pe3ucTeHTHBIE
Muxkpo6HoIoruyecKas 4yBCTBUTEIbHOCTh
PacnipocTpaneHHOCTh NPHOOPETEHHOM PE3UCTEHTHOCTH MOXET pa3in4aThcsi reorpaduyecku U 1o

BpPEMEHH Ui BBHIODAHHBIX BHIIOB, [OJTOMY JKelaTelIbHA JIOKaJIbHAas MH(GOpMALHUs OTHOCHTEILHO
PE3UCTEHTHOCTH, OCOOCHHO TpH JieueHHH TsoKenbix uHpekuumit. [Ipu HEoOXomumocTH ciemyer

oOpamatecss 3a KOHCyJIbTAllM€ K OKCIIEpTaM, €CJIH JIOKaJbHAs paclpoCTPaHEHHOCThH
PE3UCTEHTHOCTH SIBISETCS TAKOM, YTO HCIOJb30BaHWE Ipernapara Ipd, MO MEHbIIEH Mepe,
HEKOTOPBIX THIIAX HH(EKIUi ABJIAETCA CIIOPHBIM.

I{edypokcum 0OBIYHO AKTHBEH B OTHOIICHUH CIIETYIONIUX MUKPOOPTaHU3MOB in Vilro.

YyBcTBHTEIbHbIE MHKPOOPTraHH3MBbI

I"paMnoIoKUTEIbHBIE a3PO0bL:

Staphylococcus aureus (METUIMILTMH-Yy BCTBUTEJILHBIH ) *
Coagulase negative staphylococcus (METHIIUILTAH-1Y BCTBUTEIIHHBII )
Streptococcus pyogenes

Streptococcus agalactiae

['paMoTpuIaTETbHBIE A3PO0BI:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis

CrnupoxeTsl:
Borrelia burgdorferi
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MuKpoopranu3mMsl, I KOTOPBIX BO3MOKHO HAJTHIHE npnoﬁpennno%&féﬁnocw

['paMIIOI0KUTEIBLHBIE adPOOBI: = : .
Streptococcus pneumoniae ) U

['pamMoTpHULIaTENbHbIE a9POOBL:
Citrobacter freundii

Enterobacter aerogenes
Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (momumo P. vulgaris)
Providencia spp.

["pamMnosioxuTeNbHbIE aHA3POOKL:
Peptostreptococcus spp.
Propionibacterium spp.

['pamoTpuIaTeIbHBIE aHA3POOKIL:
Fusobacterium spp.
Bacteroides spp.

IIpupoaHo ycToiYHBbBIE MHKPOOPraHU3MbI

["paMnooKUTENbHBIE a9POOBI:
Enterococcus faecalis
Enterococcus faecium

['pamMoTpUIaTENBHBIE a3POOBI:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii

Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens

I'pamoTpHIIaTENbHEBIE aHAZPOOEI:
Bacteroides fragilis

rue:
Chlamydia spp.
Mycoplasma spp.
Legionella spp.

* Bce METHIIMIUTHH-PE3UCTEHTHBIE S. aureus pe3UCTEHTHBI K 1y poKCUMY

5.2 ®dapmakokuHeTHYeCKHE CBOHCTBA

Abcopbuus
[Tocne mpuema BHYTph 1edypoKCHMa aKCETHJI BCACHIBAETCSA M3 KEIYJOYHO-KUIIEYHOTO TPaKTa U

OBICTPO THAPONU3YETCS B CIM3UCTONM O00OJIOYKE KHIEYHHMKA M KPOBH C BBICBOOOXICHHEM
nedypokcuma B KpoBoTOK. Iledypokcrma akceTHs1 ONTHMAIBLHO BCACKIBAETCS TPH YCIIOBHHU ITPHEMa
npemnapara cpasy mnocjie e/pl.

[Tocye mprema TabeTok nedypoKCcHMa akCeTHIIa TMKOBBIE KOHIIEHTPAIIHH B CHIBOPOTKE (2,1 MKT/MII
st 10361 125 mr, 4,1 mxr/mi uis 1o3sl 250 mr, 7,0 mxr/mit uist 1o3s1 500 mr u 13,6 MKr/Mit Uit 70361
1000 Mr) ocTUraroTcs MpUOIU3UTENBLHO Yepe3 2 -3 yaca mocie mpHeMa J03bl BMECTE C IHINEH.
Crenenp BcachiBaHMsl LedypoKCHMa W3 CYCIIEH3HH CHH)KEHA IO CPABHEHHIO C TabJeTKaM, 4TO
IPUBOJUT K 60Jiee MO3HUM M HU3KHMM [TMKOBBIM YPOBHSM B CHIBOPOTKE M CHM)KEHHOH CHCTEMHOM
ouomocTynHocTH (MeHbiie Ha 4—17%). Cycnensus nedgypoxcuma akceTHa Jjisi piemMa BHyTpb HE
Obula OMOIKBHMBAJIEHTHOW TablieTkaM IegypoKcHMa akCeTHsia IPH HCIBITAHHH Ha 30POBBIX
706 POBOIBIIAX, TOITOMY OHH HE B3aMMO3aMEHSIEMbI Ha OCHOBE "MUILIMIPaMM Ha MHJUTATpaMM” (CM.
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pazznen 4.2). ®apmakokuHETHKA [IeQypoKcUMa SBIISETCS nnHeﬁHoifr'? AMA3QHE TEPOPabHBIX /103
ot 125 mr go 1000 mr. [Tocne npuema BHy Tpb MHOT'OKPATHBIX /103 OT 250 mr 710 500 Mr HaKOIJIEHH
nedypoxcumMa He IIPOUCXOTUT. E A 7 8
Pacnipenenenue

Ces3biBanue ¢ Oenkamu coctapiseT oT 33 10 50%, B 3aBUCHMOCTH OT HCIIOJIb3YEMOH METO/IOIOTHH.
[Tocne mprema pa3oBoit 1036l Hedypokcruma akcetuna B Buze Tadbnerku 500 Mr 12-10 310pOBBIMH
nobpoBobliaMi  00beM  pacmpenenenuss coctaBua 50 5. KoHuenTpauum nedypoxcuma,
NPEBBIAOIINE MUHUMAIbHBIE TO/IABJISIONNEe KOHIIEHTPAIUY JUIsS paclpOCTPaHEHHBIX I1aTOr€HOB,
MOTYT JIOCTUTaThCs B MUHJAIHHAX, TKAHAX CHHYCOB, CIIM3UCTOH OPOHXOB, KOCTSX, IIEBPAIbHOM
XUKOCTH, BHY TPHUCYCTaBHOM JXUAKOCTH, CHHOBHAILHOM JKU/IKOCTH, HHTEPCTHUIIHATBHON JKHIKOCTH,
KEI4M, MOKpPOT€ ¥  BHYTpHUriasHoW kuakoctH. lledypokcum  npoHukaer — 4epes
remMatosHuedanueckuii 6apbep MpH BOCHAIICHHHA 000JI09€K TOJIOBHOTO MO3Tra.

buorpancdopmarus
Iledpypokcum He MeTabOTU3UPYETCS.

DIMMHUHALHS
Ilepron nmomyBbIBeIeHUsI U3 CBIBOPOTKH cocTaBiseT oT 1 mo 1,5 gacos. LledypokcuM BBIBOAUTCS

KTyOOuKOBOH (UIbTpaIyeii 1 KaHaIbLEeBO# cexperueii. [Toyeunsiit KimpeHe cocrasiuser ot 125 1o
148 mu/mun/1,73 M2

Ocobble zpynnbl nayuenmos
Ilon

He nabmopanocs pasnuunii papMakoKMHETHKH edypoKCHMa MEXIY MY XYHHAMHE U KEHIIHHAMH.

[ToXuJIbIE TAlMEHTHI

He tpebyroTcs ocoOble Mephbl IPeI0CTOPOIKHOCTH Y MOXKHJIBIX ITAIHEHTOB ¢ HOPMAIBLHOM (yHKIHEH
MOYEK IIPH UCIOJIB30BAHUHU 7103 10 1 T' B CYyTKH. Y MOXHJIBIX MAIUEHTOB 00Jiee BEPOATHO CHIKEHHE
(GyHKIHM TOYEK, TOITOMY /103y Y NOXKHIIBIX MAIIHEHTOB CIIEYET KOPPEKTHPOBATH B COOTBETCTBHH C
bynkImeii movek (cM. paszuen 4.2).

€TH
Y nereii B Bo3pacte crapme 3 MecsaueB (papMakOKHHETHKA LeGypOKCHMMa CX0Xa C
(apMaKOKMHETUKOMN Y B3POCIIBIX.

OTcyTCTBYIOT JaHHbIE KIMHUYECKUX HUCIIBITAHUH 110 MPUMEHEHHUIO NeypOKCHMa aKCEeTHIIa y JeTel
10 3 MecCHIIEB.

Hapymenue GyHKIIMH 104eK

besonacHocTs ¥ 3Q¢ekTHBHOCT, edypOKCHMAa aKCeTWIa Yy IaUeHTOB C  I0YEYHOM
HENOCTaTOYHOCTHIO HE YCTAHOBJICHBI.

IledypokcuM BBIBOIUTCS MPEUMYIECTBEHHO MoYKaMi. COOTBETCTBEHHO, KK MPH MCIOJIb30BAHUH
BCEX NOM0OHBIX AaHTHOHMOTHKOB, Y MALMEHTOB CO 3HAYUTEIBHBIMH HApPYIICHHAMH (QYHKIHH MMOYEK
(T.e. xnmupeHc kpeaTuHMHa <30 MIJI/MHH) pEeKOMEHIYETCS CHHXKATh 103y LEe(ypOKCHMa, 4TOOBI
KOMIICHCHPOBATh €ro Oonee MeuieHHOe BbiBeneHue (cM. pasaen 4.2). Ilepypokcum 3¢dekTuBHO
BBIBOJIUTCS JIHAJIH30M.

Hapymenne Q!HKH[/IH INCYCHHU

OTCyTCTBYIOT NaHHbBIE Ul NMAMEHTOB C HapylleHHeM (QyHKIWM nedeHd. Tak Kak nedypoKcHm
BBIBOJIMTCS IPEUMYIIECTBEHHO MOYKAaMHU, HE 0XKHIAETCS, YTO HapyIIeHHe QYHKIMH TIEYEHH OKaXKeT
BIIMsHHME HA (PapMaKOKUHETHKY 1€y pOKCHMA.

DapmakoKHHETHYECKasA-(PapMaKoIMHAMUYECKas 3aBUCUMOCTh

Beuio IPOIEMOHCTPHPOBAHO, 4TO JUTS 1edasocnopuHOB Haunbonee BaXXHBIM
(apmakoKkHHETHYECKUM-(PapMaKOAHHAMHUYECKIM HHIEKCOM, KOPPETUPYIOMEM ¢ 3()(GEKTHBHOCTHIO
in vivo, SBISETCS UHTEPBAT BPEMEHH MEXIy IpueMamu 103 npenapara (%7T), koraa koHIeHTpanus
HECBS3aHHOI'O IIpernapara OCTaeTcs BbIIE MUHHUMAIbHOW momaBisitomei koHuentpamun (MIIK)
nedypokcuMa JUis OTIebHBIX BUIAOB-MHKPOOPraHu3MoB (T.e. %T>MIIK).

5.3 /laHHble JOKJIMHHUYECKOH 0€30MmacHOCTH
JIOKJIIMHUYECKUE JTaHHBIE CBHUJIETEIBCTBYIOT 00 OTCYTCTBHH OCOOOH OMAacHOCTH Ui YelIOBEKa Ha
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3uHHart, 125 Mr 1 250 Mr, TabNeTKH, MOKPHITEIE 060I0UKOl
TekcT 00LIel XapaKTepUCTUKH JieKapcTBeHHOro npenapata (OXJIIT)

OCHOBAHHH HCCJICJIOBAaHUI (bapMaKonomqecxoﬁ 6CSOH&CHOCTH, TOKCHYHOCTH MHOTI'OKpPAaTHBIX 03,
IF'€HOTOKCHYHOCTH M TOKCHYHOCTH IS PENIPOAYKIIUN U PA3BUTHUA. UccnenoBanus KaHII€POIr€HHOCTH
HE IPOBOAUIIMCH, OJHAKO KakHe-JIH00 JI0Ka3aTelIbCTBa KaHIOCPOTr€HHOI'O NNOTEHIHAJIa OTCYTCTBYIOT.

AKTHBHOCTb TaMMa-TJIyTAMHJITPAHCHENTHAA3bl B MOYE KpPbICHI HHIHOMpPYETCS pa3IM4YHBIMH
nedanocnopuHaMy, 0JJHAKO YPOBEHb HHTHOMPOBaHHs MEHBIIE IIPH UCHOJIb30BaHUMH Le(ypoKCHMa.
ITO MOXXET MMETh 3HAYEHHE JUIS MHTEepPEepeHIMH NMpH KIMHUYECKHX JabOpaTOpHBIX TeCTax Ha
TFO/ISIX.

6. ®APMALEBTHYECKHUE CBOMCTBA

6.1 IlepeyeHb BCIOMOraTe/IbHBIX BelEeCTB

Aopo mabnemxu:

[{emtr0103a MUKPOKPUCTAJIITHYECKa,

KpockapMmeruio3a Hatpus Tum A,

HaTpUs Jay pUiICyIbdar,

I'H/IPOTEHU3UPOBAHHOE PACTUTENILHOE MACIIO,

KPEMHHUS UOKCHJL KOJUIOUHBIH,

Ob6onoyka mabnemxu:

METHJITHIPOKCUIIPONHIILIEIUIION03a,

POMHJIEHTJTMKOJIb,

METHIINaparupoKCUOEH30ar,

IpOMHINaparuIpoKCuOeH30arT,

omacnpeil 6Genblii (METHITHAPOKCHIIPOIMIIIEILIION03a, JHOKCHA THTana E171, matpus Gensoar,
NPOMBIILIEHHBIA MeTHIMPOBaHHBIH crupT (74 OP), Bona ouninenHas). .

6.2 HecoBMecTHMOCTH
Henpumenumo.

6.3 Cpok roaHocTn
3 roxa.

6.4  Oco0Obie MepbI PeIOCTOPOKHOCTH NIPH XPAHEHHH
Xpaunuts npu Temnepatype He Boie 30 °C.

6.5 XapakTep M cOAepPKHMOE YNIAKOBKH

Ta6merku o 125 mr u 250 mr. ITo 10 Tabnerox B Aw/TIBX-An 6mucrep. Ilo 1 6iaucrepy BmMecTe ¢
JIMCTKOM-BKJIAIGIIIEM B IIAaYKy KapTOHHYI0. B MecTax BCKpBITHS KapTOHHOM IaYKH HMEETCH
npo3payvHas HaKJIehKa.

6.6 Ocobble Mepbl TNPEeIOCTOPOKHOCTH NPH  YHHYTOKEHHM  HMCIO/JIb30BAHHOIO
JIeKAPCTBEHHOI0 NMpenapaTa WiH 0TX0/10B, NOJyYeHHbIX 10C/1e IPHMEHEHHS JIeKAPCTBEHHOI0
npenapara, 1 Apyrae MaHHIY/ISIHH ¢ NPenapaToM.

OcTaBmMiicS HEUCIIOIB30BAHHBIM JICKAPCTBEHHBIM IIpenapaT H OTXOJbl YIAKOBKH CJICIyeT
YHHYTOXHTH B COOTBETCTBHM C YCTaHOBJICHHBIMH HAl[HOHAIBHBIM  3aKOHOJATEIHCTBOM
TpeOOBaHUSIMH.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUSA

CnoBenus,
Canyio3 ®apmaceroTukans 1.1., Beposmkosa 57, JlioOnsHa.

7.1 IlpeacTaBuTeb JepkaTe/is PErHCTPANHMOHHOIO YI0CTOBepEeHHS B Pecnybsnke beaapyeb:

I[peren3uun noTpedUTENEH HANPABIATE 110 aIPeECy:

IIpencraurensctBo AO «Canzo3 @apmackrotukans 1. 1.» (Cnosenus) B Pecybmnvke benapycs,
220141, r. Munck, yi. Akanemuka Kynpesuya, 3, nomemenue 49.

ten. +375 (17) 370 16 20,

¢axc +375 (17) 370 16 21,

e-mail: drugsafety.cis@novartis.com.
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3uHHart, 125 Mr u 250 Mr, TabJIeTKH, MOKPBIThIE 000JI0YKOMH
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8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
9. JIATA IEPBUYHOM PET’MCTPAIIMM (TIOATBEPKAKLHHUS PETUCTPALIAN)

10. JATA NEPECMOTPA TEKCTA
03/2023

YcaoBus oTmycka:
OTtnyckaercs 1Mo peuenTy.
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