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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITIAPATA

8 HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITIAPATA
3unHar, 125 Mr/5 mut, rpaHyJibl I IPUTOTOBIEHHS CYCIIEH3HMH IS IpUEMa BHYTPb.

2. KAUYECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB
ﬂeﬁcmeyromue eeuiecmeda.

5 MJI CycHeH3MH Ul IpHeMa BHYTpb coepxar 125 mr nepypoxcuma* (B Buze 150 Mr nedypoxcuma
aKceTuia).

* DkBuBaJIeHTHO 2,96 % (Bec/Bec) uedypokcuma
Bcnomozamenvrvle seuecmea, nanuyue Komopwvlx HA00 V4UMblEAMb 8 COCMABE IEeKAPCMBEHHO20

npenapama:
5 M1 rotoBoit cycnensun cogepxar 3,062 r caxapossl, 0,021 r acmaprama 1 6 Mr IpONKIEHTTTHKOJIL

(E1520).
ITonHBIA CIUCOK BCIIOMOTAaTEIbHBIX BEIICCTB IIPUBEACH B pa3ziclic 6.1.

3. JJEKAPCTBEHHAS ®OPMA

I"'paHy Bl 17151 IPUTOTOBJIEHUS CYCIIEH3UH [UTS IPUEMa BHY TPb.
Onucanwue:

benple uny noutu Gemnble ChITyYHe rpaHyJIbL.

[Ipu BocCTaHOBIICHMH BOMOM OOpasyercs Oenmast WM OJieHO-)KENTas CYCIEH3Hs C XapaKTEPHBIM
(GpPyKTOBBIM 3amIaxoMm.

4. KIIMHUYECKHUE JAHHBIE
4.1 Iloxa3aHus K NpHMEHEHHIO

JlekapcTBeHHBIM npenapar 3WHHAT MOKa3aH JUIS JICYEHHUS NEPEUUCICHHBIX HUXKE MHQEKIMOHHBIX
3ab05eBaHM y B3pOCTBIX U JeTel oT 3 MecsieB (cM. pasnenst 4.4 u 5.1):

® OCTpPBIM CTPENTOKOKKOBBIM TOH3MWLIAT U (GapUHTHUT,
R ap ’ COTJIACOBAHO
° OCTpBIﬁ 6aKTepHaJII>HI>II71 CHUHYCHT; MHHHCTE‘JPCTBOM 3APABOOXPAHEHUSI
PECIIYBJIUKU BEJIAPYCH
S o 5 IIpukas Munucrepersa a; 1
e PCTBA 3/1PABOOXpaH
SCLPHI CReARIR OTHT, PecnyGauku Be}npycn L
L] 0600Tpe1me XPOHHYECKOTO 6p0Hana; LOT ¢ 1227, A M.&Q
® JIMCTHT,

e nuenoHe(pHT;
® HEOCJIOXHEHHBIE HH(EKIIUU KOXH ¥ MITKHX TKaHEH;
e jeyenue O6one3nu JlaiiMa B paHHel cTauH.

HeobxomuMo y4yuTHIBaTH O(QUIMANBHBIE PYKOBOJACTBA II0 PAUMOHAILHOMY HCIIOIB30BAHHUIO
aHTUOAKTEPUAITBHBIX CPECTB.

4.2  Pexum 103MpoOBaHHSA U CIIOCO0 MPHUMEHEHHS
Pexxum no3upoBanus

CranapTHBIA Kype Tepanul — CeMb JHEH (OT MATH 10 AECATH JHEN).
Tabnuya 1. B3pocnwvie u oemu (>40 x2)

Ilokazanue Pexxum no3upoBanus
OcTperit  TOH3WUTMT W (GapuHTUT,  OCTphIH |250 Mr ABa paza B CyTKU
OaKkTepUuaTbHBIA CHHYCHT

Octpblii cpeaHUit OTHT 500 mr 1Ba pa3a B CyTKH
ObocTpeHne XpOHUYECKOro OpoHXUTa 500 mr aBa pa3a B CyTKH
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[Tuctur 250 mr aBa pa3a B CyTKH
[Tuenonepput 250 Mr aBa paza B CyTKH

HeocnoxxueHHbIe HHPEKITUN KOXH U MATKUX TKaHEH 250 Mr gBa pa3a B CyTKH

Bonesns Jlaiima 500 Mr mBa pa3a B CyTKH B TE€YEHHE
14 mueit (ot 10 go 21 nus)

Tabnuya 2. [lemu (<40 xe)

Ilokazanue Pexxum 103upoBaHus
Octperii  TOH3WLIMT ®  (apuHruT,  ocTpbli |10 MI/Kr qBa pa3a B CyTKH, HO He Oojee
OaKTepUabHBIA CHHYCUT 125 Mr aBa pasza B CyTKH
JleTsiM OT 2 JIET | cTaplie Py CpeIHeM OTHTE MK, Kora |15 Mr/kr aBa pasa B CyTKH, HO He 6osee
YMECTHO, IIpu 60J1ee TSHKETBIX HHPEKIUIX 250 mr gBa pas3a B CyTKH
[uctut ..~ | |15 mr/kr nBa pa3a B CyTKH, HO He Golee
i
o | |250 mr mBa pasa B cyTKH
[Tuenonedpur T, e | - 15 mr/kr 1Ba pasa B CyTKH, HO He Ooiiee
| |250 mr nBa pa3a B cyTku B TedeHHe 10—
14 nuent
HeocnoxxuenHbIe HHPEKITUH KOXKH U MATKUX TKAHEH 15 mr/kr 1Ba pasza B CyTKH, HO He Ooiee

250 mr gBa pasza B CyTKH

Bonesns Jlaiima 15 Mr/kr aBa pasa B CyTKH, HO He Ooee
250 mr 1Ba pasza B CyTKH B TeueHue 14
nued (ot 10 mo 21 mus)

OneIT npMeHEHUS MpenapaTa 3UHHAT y AeTed MiIaime 3 MecsIeB OTCYTCTBYET.

Tabnerku nedypoxcuma akceTwna W TpaHydsl HeQypoKCHMa akceTWsa s TPHTOTOBICHUS
CYCII€H3UH JJIs IIpUeMa BHYTPh HE SIBJISIOTCS OMOSKBUBAJICHTHBHIMM M HE B3aUMO3aMEHSEMBI Ha
OCHOBE «MHJUIMTPaMM Ha MUJLTHTpaMM» (CM. pazzen 5.2).

Munanennam (ot 3 MecsneB) U 1eTsM ¢ Maccoit Tena MeHee 40 K MOXXET OBITh IPEAIIOYTHTETBHBIM
KOPPEKTUPOBATh 103y II0 Macce WM Bo3pacTy. Jo3a /uis MIIafieHIeB W JIeTeid B Bo3pacTe OT 3
mecsneB 10 18 ner cocrasiser 10 Mr/kr aBa pasza B CyTKH HpH OOJBIIMHCTBE HH(QEKIMOHHBIX
3abonepanuii, HO He Gonee 250 mr B cytku. [Ipu cpemHem oTUTE Wi GOJiee TSHKENBIX HHOEKIHSIX
pEKOMEHyeMas 03a COCTABIISIET MO 15 MI/Kr 1Ba pasa B cyTkH, HO He 6omee 500 Mr B CyTKH.

Crenyromue nBe TaOMHMIBI C JENEHHEM IO BO3PACTHBIM IPYIIAaM CIIy)XaT PYKOBOJCTBOM JUIS

YIOPOLIEHHS TpHEMa C MOMOINBIO MEpHOW JIOXKKH (5 MJI) B yNAKOBKE CYCIIEH3HWH JO3HPOBKOM
125 mr/5 mu.

Tabruya 3. Jloza uz pacvema 10 me/ke maccel mena, HA3HAYAEMAS OemMAM C MACCOU MeNA MeHee
40 k2 npu bonvuuncmee ungpexyuil

Bospacrt Jo3a (Mr) nBa pa3a B cyTku |O0bem Ha 103y (M)
oT 3 10 6 MecA1EeB 40-60 2,5

oT 6 Mecs1eB 10 2 JIeT 60-120 2,5-5

ot 2 go 18 net 125 5

Tabnuya 4. Jloza u3z pacuema 15 mz/xe maccer mena, nasnauaemas 0emsm ¢ MAccoi mena MmeHee
40 ke npu cpeonem omume u b6onee MANHCENbIX UHPEKYUIX

Bospacr Mo3a (mr) aBa pa3a B cytkn (O06Bbem Ha 103y (M)
oT 3 10 6 MecsILEB 60-90 2,5

oT 6 MecsIeB 110 2 JeT 90-180 5-7,5

ot 2 1o 18 ner 180-250 7,5-10
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/ -
Iloueunas neoocmamoyHocmy E) 7 Cl L ? D ] F;
BesomacHocTh M 3((GEKTHBHOCTh LeQypoOKCHMa aKceTHjia y MalMeHTOB C ITOYEYHOU
HEJI0CTAaTOYHOCTBIO HE YCTaHOBJIEHA.

IlehypOKcHM BBHIBOAMTCS IIPEUMYLIECTBEHHO MOYKaMu. Y IAIMEHTOB CO 3HAYATCIIBHBIM
HapyIIeHHeM paboThl MOYEK PEKOMEHIYETCs CHIDKATh 103y Hedypokcuma /Uil KOMIEHCAlMH €ro
3ame UIeHHOro BeiBeneHus. Lledypokcum > PEeKTUBHO yIaIIeTCs TUATA30M.

Tabnuya 5. Pexomenoyemvie 003bl npenapama 3uHHAmM npu HaApYUWLeHUU QYHKYUU no4ex

Kaupenc kpeatunnna  |T12 (4) [Pexomenayemas no3a

>30 m/munr/1,73 m? 1,4-2,4 |He TpeOyeTcs KOPpPEKTHpPOBKA O3Bl (CTaHAapTHas 1032
125-500 mr nBa pasa B CyTKH)

10-29 mn/mun/1,73 m? 4,6 CTaHJapTHAs WHINBHIyaTbHas 103a Kaxaple 24 Jaca

<10 mn/mun/1,73 m? 16,8 CTaHJapTHas WHANBHIyaTbHAs 1032 Kaxasle 48 yacoB

Bo Bpems remommanuza  |2-4 B KOHIIE KaXIOro ceaHca Auaim3a TpeOyeTcs BBEICHHE
JIOTIOJTHUTEIFHOM CTaHAapPTHOM HHIUBUIY ATTbHOM Pa30BOM
J103BI

Ileyenounas nedocmamoyHocmo

OTCYTCTBYIOT JaHHBIE y IIAIMEHTOB C HapylIeHHEeM (QYHKIHMH Me4eHW. TaKk Kak nedypoKcuM
BBIBOJIUTCS IPEUMYIIIECTBEHHO MOYKAMH, HE OXKHIACTCS, YTO HApyIICHUE (YHKIUH I€YCHH OKAXKET
BIIUSIHUE Ha (papMaKOKUHETHKY Ie(ypoKcuma. ‘

Crocob npuMeHeHus
Jlg npuema BHYTpb.

Jlns obecneyeHHs ONTUMATBHOTO BCACHIBAHUS CYCIEH3UIO LEPYpPOKCHMa aKCeTHIa CIEAyeT
[IPUHUMATh BMECTE C IUIIEH.

WNHCTpyKIMs 110 IPUTOTOBICHHUIO CYCIICH3UHU NPUBEIeHa B pasaene 6.6.

4.3 IlpoTuBOMOKa3aHUA

e [UnepyyBCTBHTEIBHOCTS K 1€y pOKCHMY HIIH JIFOOOMY BCIIOMOTATEIbHOMY BEIECTBY IIpernapara
(cMm. pazzen 6.1).

e [loBblmeHHAs YyBCTBUTENHFHOCTh K aHTHOMOTHKAM TPYIIIBI 1e(aTIOCIIOPHUHOB.

e Hammyne B  aHaMHe3e  TOKEIOH  peaknWd  THIEPYyBCTBHTEIBHOCTH  (HampUMeEp,
aHa(UITAKTUYIECKOM peakiuu) K JIF0OOMY IpyroMy THIy OeTa-TaKTaMHBIX aHTHOAKTEpHATbHBIX
CpeACTB (HanpuMep, K NeHUIMIUTMHAM, MOHOOaKTaMaM WM KapOarneHemam).

44  OcoOble ykazaHus U MepPbI IPEIOCTOPOKHOCTH NP PUMEHEHHH

Peakiuy runepyyBCTBUTEILHOCTH

Ocoby10 OCTOPOXHOCTH CJIEQyeT NpOSBIATH INPH HA3HAYEHWH I[Iperapara [alUdeHTaM ¢
aJIepruYecKol peaknuel Ha NEeHUIM/LUTHHBL WK ApyTue OeTa-TakTaMHble aHTUOMOTUKY B aHAMHE3€
B CBSI3U C PUCKOM INIEPEKPECTHON UyBCTBUTENHHOCTH. Kak mpy nprMeHeHNH IPYTUX aHTHOUOTHKOB
rpynnsl  Oera-lTakTaMoB, COOOINATOCh O CEPhe3HBIX W HHOTZAA JIETATBHBIX — PEaKIHsX
THIEPUYBCTBUTENIBHOCTH.  BBUTM  TOJNydYeHBl  COOOINEHHMS O  Pa3BUTHH  peaKIuii
TUIEPUYBCTBUTEIBHOCTH, MIPOTPECCHPYIOIMX 10 cuHApoMa KoyHHca (OCTpOro auieprudeckoro
crasmMa KOpOHAapHBIX apTEPHi, KOTOPBIN MOXKET IPUBECTH K HHGAPKTy MUOKapAa, cM. paszen 4.8). B
CIly4ae TSDKEIBIX PEaKIHii THIepIyBCTBUTELHOCTH JIEYEHHE LEDYPOKCHMOM CIIEYET HEMEICHHO
IPEKPATUTh U OKa3aTh aJIeKBATHYIO SKCTPEHHYIO IIOMOIIb.

[lepen HavasoM TepamuM CJlIEeIyeT YCTAHOBHTH, HE OBLIO JIM y TAalMEHTa B aHAMHE3€ TSDKENBIX
peaKkIuii TUIepIyBCTBUTEILHOCTH MIPU IPUMEHEHHUH LedypoKcUMa, IpYrux nedagocropuHOB HIIH
NPYTHUX aHTHOMOTHKOB TIpymnmbl OeTa-nmaktamoB. Cremyer coOmrofaTe OCTOPOXHOCTH IIPH
Ha3HAUYeHWH NepypoKCHMa MAlUeHTaM C HETSHKEIOH TI'MIEepYyBCTBHTEIBHOCTBIO K JPYTHM
AQHTUOMOTHKAM M3 IpyMIbl OeTa-T1aKTaMOB B aHAMHESE.

Tspxenble KOXKHbBIE peaKIIui
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beumn IIOJIy4€HBI COOGIIICHHSI O Pa3sBUTHUU TSDKEIIBIX KOXHBIX HexcenaTeanHx peaxmm BKJHO‘IaSI

curapoM CruBeHca-JKOHCOHA, TOKCHYECKHMH OJIHAepMalbHEI Hekpomus, DRESS-cHHIpOM
(koXHas ChIIb C 303MHOQMWINEH W CHCTEMHBIMH CHMITOMaMH), CBS3aHHBIX C IPHMEHCHHEM
JIEKapCTBEHHBIX CPEINCTB, comepxanmx nedypokcum (cM. paszmen 4.8). JlaHHbIE HEXeElaTelIbHbIC
peaKIuy MPeICTABIISIOT YIPo3y JJIsl )KU3HHU, B TOM YHCIIE, IPUBOJIAT K JIETATTLHOMY HCXOZY.

[TanueHTOB HEOOXOMMMO NPOMH(POPMHUPOBATH O MPHU3HAKAX W CHMITOMAX KOXKHBIX PEaKIUd H
PEKOMEH/I0BaTh TIIATEIFHO KOHTPOJMUPOBAaTh WX MOSBICHME. EcCIM NpH3HAKK W CHMIITOMBI
NPEINONAraloT Pa3BUTHE TDHKETBIX KOXHBIX pEaKIHMid, CIeAyeT HEMEICHHO NpPeKpaTuTh
npuMeHeHre egypoKcMMa W pacCMOTPETh Ha3HAYCHHE albTePHATUBHOIO jedeHHs. Eciu mpu
npuMeHeHHH Le(QypOKCHMa pa3BUIIaCh Cephe3Has peakius, Takas Kak cuHapoMm CTHBEHCa-
JKOHCOHA, TOKCHYECKH#H OJNuAepMaibHbIA Hekponu3, DRESS-CHHIpPOM, y TakuX MalHeHTOB
IOBTOPHOE Ha3zHa4YeHHe IedypoKCcHMa IIPOTHBOIIOKA3aHO.

Peaknus Apuma-I'epkcreiimepa

VYV HEKOTOPBIX IAI[MEHTOB MPH MPUEME JIEKAPCTBEHHOTO CPEACTBAa 3MHHAT JUIA JEe4eHUs OONEe3HH
Jlaiima MoeT HaOMIONATHCS MOBBILIEHHE TeMIeparypsl (JIMXOpajaKa), 03HOO, rojloBHas 0O,
MblIeyHas 00Jb ¥ KOXKHAas Chilb. JlaHHas peaknus u3BecTHa Kak peakuus Spuma-I'epkcreiimepa.
Ona oOycjoBjIeHAa HEMOCPEACTBEHHO OAKTEPUIIMIHON aKTHBHOCTBIO IedypoKcHMMa akceThsia B
OTHOLIEHWH BO30OymuTens Oone3nu Jlaitma, crupoxetsl Borrelia burgdorferi. CUMITOMBI, Kak
OpPaBWIO, JUIATCS OT HECKOJNBKHX 4YacoB JO OJHHUX CYTOK. IlalMeHThl JOJDKHBI OBITh
NpOMH()OPMHUPOBAHBI, YTO JAaHHBIE CHMIITOMBI SBJISIOTCS THIIMYHBIM CJIEICTBHEM IPUMEHEHUS
aHTUOMOTHKOB IIPH TOM 0OJIE3HM U, KaK IPABUIIO, IPOXOIAT Oe3 neueHus (cM. paszen 4.8).

Ype3MepHBIii pOCT HEYYBCTBUTEIEHBIX MUKPOOPTaHU3MOB

Kak u mpu uCmonp30BaHMU JPYTMX AHTHOHOTHKOB, MPUMEHEHHE NedypOoKCHMa aKCeTHIa MOXKET
IPUBECTH K Upe3MepHOMy pocTy rpuboB poaa Candida. J[muTenbHbIH IpHeM MOXET TaKXKe IPUBECTH
K 9pE3MEPHOMY POCTY JPYTHX HEYyBCTBHTEILHBIX MHKPOOPTaHM3MOB (HAIIpUMEp, SHTEPOKOKKOB H
Clostridium difficile), aTo MmoxeT oTpebOBaTh MpeKpaIeHus iedeHus (cM. pasaen 4.8).

Ilpy MCIONB30BaHUU TNPAKTHYECKH BCEX aHTHOAKTEPHATBHBIX CPEACTB, BKIIOYas IedypOKCHM,
COO00IIAIOCh O Pa3BUTUH NICEBIOMEMOPAHO3HOTO KOJIUTA, KOTOPHIH MOXET BApbHUPOBATh 110 CTENIEHA
TSDKECTH OT JIETKOM JI0 YIpOXKAIOWIEH JKU3HUA. DTOT JAMArHO3 CIEAYET PacCMOTPETh Y HMAIlMEHTOB C
quapeei, BO3HUKIIEH BO BpeMs WM IOCiIe mpuMeHeHus nedypokcuma (cM. pasaen 4.8). Cnexyer
pPaccMOTPETh HEOOXOIUMOCTE OTMEHBI JICYEHHUS [ePYpPOKCHMOM M Hayasla JEYCHHs B OTHOLICHUHU
Clostridium difficile. He cnemyer HazHauaTh IeKapCTBEHHBIE CPEICTBA, YTHETAIOIIHE EPUCTATBTHKY
(cM. pasnen 4.8).

BimsHue Ha TMarHOCTHYECKUE TECTHI
[TonoxurensHas mpoba KymOca, cBi3aHHas ¢ mpuMeHeHHEM Ie(ypOKCHMa, MOXXET BIUATH Ha
NEPEKPECTHYIO MPoOy Ha COBMECTUMOCTE KpoBH (cM. pazzen 4.8).

ITpu nmpoBenenny GeppouaHUIHOTO TECTa MOXKET HAOIIOAAThCS JIOXKHOOTPHIIATENILHBINA pe3yJIbTar,
MOSTOMY JUIS OTIPENCTICHHs] YPOBHS TIIFOKO3bl B KPOBH HIIM IIa3M€ IIAllHEHTOB, MPUHMMAIOIIMX.
nedypoKcHMa aKCeTHI, PEKOMEH/IYETCS UCIIOJIb30BaTh IIIOKO300KCHIA3HbIH MM TEKCOKHHA3HBIN |
METO/IBL. ‘

Baxnas undopmanus o BCIoMOraTeIbHbIX BEIECTBAX

[Tpenapar 3uHHAT COAEPXKUT 3 T caxapo3bl B 03€ CYCIIEH3UU 06’beMOM Sm )
JlexapcTBEHHBIH IpenapaT He ClieqyeT NPUMEHSTh NallUeHTaM C BPOKIACHHOM HenepeHochocmo
bpyxTO3BI, MATEAOCOPOLIHEH IIFOKO3bI-TATIAKTO3bI KM Je(QUIMTOM Caxapas3bl-u30MaIbTa3bl.
Crnemyer y4yuThIBaThH CONEPXKAHME CAXapo3bl B CYCIEH3MH IeQypOKCHMAa aKCETHIIA TPU JICUYECHUU
NAIMEHTOB ¢ JHabeTOM M JJaBaTh COOTBETCTBYIOIIUE PEKOMEH IAIIHH.

[Ipu murensHOM NpUMEHEHHWH (IBE Heneau U Oojiee) caxapo3a MOXET BBI3BIBATH IIOBPEXICHHE
3y00B.

[Ipenapat 3unHaT comepxut 6 Mr nmpommienraukonst (E1520) B go3e cycnen3uu 065eMOM 5 M, 4TO
5KBHBaIEHTHO 60 Mr B 50 MJ1 TOTOBOI CycrieH3uu (coaepxutcs B apomaruzarope « TyTTH-GpyTTH?).
[Tpenapar 3uHHAT comepxuT 21 Mr acmaprama B 103€ CyCIIEH3UH 00BEMOM 5 MII, UTO SKBUBAJIEHTHO
210 mr B 50 MJI rOTOBOM CyCIIEH3MH. AcCHapTaM SBIISIETCS UCTOYHMKOM (EHMIIATaHMHA U MOXKET
HaHECTH BPEJI 3/I0POBBIO MAIUEHTOB ¢ (EHUIIKETOHY PHEH, PEIKIMM HACIEACTBEHHBIM 3a00/I€BaHHUEM,
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TIpE KOTOPOM TIPOMCXO/IUT HAKOIUICHHE (peHMITaTlaHMHa BCIIEACTBHE HApYIIEHUS BbIBEICHHS €ro 13
opram3Ma. I103TOMy JaHHBIA Ipemapar CIeIyeT C OCTOPOXKHOCTBIO Ha3Ha4yaTh IAlMCHTaM C
dermkeronypueit. OTCYTCTBYIOT KJIMHMYECKHE W IOKIMHHYECKHE JAaHHBIE, CTIOCOOHBIC OLCHHTH
IpUMEHEHHE acraprama y MIIaJIeHIIeB Miiajme 12 Heaemsb.

4.5 BszaumojeiicTBHe ¢ [APYrMMH JIeKADCTBEHHBIMH @penaparaMM H [Jpyrae BHIbI
B3aHMOJEHCTBHA

HpenapaTLI, YMEHbIIAIOMHNE KHCIOTHOCTBH JXEIIyIOYHOI'0 COKa, MOI'yT CHMIXAaTb 6PIOJIOCTy1'IHOCTL
ue(bypoxcha IIpA CpaBHCHHHU €€ C HaOII01aeMOM TTOCTE Ip¥eMa npenapara HaTOIIaK, a TakKXe
YMECHBIIAKOT 3(1)(1)CKT IOBBIIICHHOT'O BCAChIBAHMS IIpE€napara nmocje npueMa InuiH.

[ledbypokcrmMa akceTHT MOXKET BIMATH Ha MUKPOGIIOPY KHINEYHHWKA, YTO IPUBOIUT K CHUKECHUIO
peabCcopOIMU  3CTPOr€HOB M, Kak CJIEACTBHE, CHIKEHHIO 3(GEKTHBHOCTH IIE€POPATBHBIX
TOPMOHATBHBIX KOMOMHHPOBAHHBIX KOHTPAIIEITHBOB.

LledhypoxcuM BBIBOIUTCS KiIyOOYKOBOM (HIbTpaIeii 1 KaHAIbIEeBOK cekperren. OHOBPEMEHHOE
WCIIOb30BaHMe NpobOeHenuaa He pekomeHayercs. OQHOBpeMEHHOe NpPHMEHEHHE NpoOeHenHuIa
3HAYHUTEHHO YBEIMYMBACT MUKOBYIO KOHIICHTPAIMIO, IUIOMANb IOJA KPHBOH CBHIBOPOTOYHOM
KOHILIEHTPALIUHU U TIEPHOJ MOTYBbIBEACHUS IIeQypoKCcHMa.

ComyTcTByIolIee TNpPHUMEHEHHE C II€POPATbHBIMH aHTHKOAryISHTaMH ~MOXET ~TPHBOIHTE K
nossimeruo MHO. ' '

4.6 PepTHIBHOCTH, 0ePeMEHHOCTH U JAKTALHSA

bepemennocts )
JlaHHBIE TI0 IPUMEHEHHIO NedypoKcHMa y GepeMeHHBIX JKEHINMH OIpaHHYeHbl. Viccienosanus Ha

JKABOTHBIX ITOKasajii OTCYTCTBHE BPEIHOIO JICCTBUS HaA 6epeMCHHOCTI>, Pa3sBUTHUE 3M6pHOHa HITHA
1oJa, poabel U IIOCTHATAJIBHOC Pa3sBUTHE. 3uHHAT CJICOAYECT Ha3HA4YaTb 6epCMeHHBIM XCHIIUHAM
TOJIBKO B TOM Ciiy4dac, €CJId IPECUMYIIECTBA IIPEBBIIIAIOT PUCK.

Kopmiienue rpyabio

Ledypoxcum BeIAESIETCSA B TPYIHOE MOJIOKO B HEOOIBINMX KoTHyecTBaX. HexxenarenpHble SBICHUS
IIPY UCTIOJIB30BAHUH TEPANEBTHUYECKUX 103 HE OXKHUIAIOTCS, XOTS HEJIb3sl UCKITIOUATh PUCK JUAPEU U
rpuOKOBO# MHOEKIUU CITU3UCTBIX 000J109eK. B CBsI3u ¢ 3THMH 3¢ deKTaMu MOXKET NOTPeOOBATHCSA
OTMEHa IPyJHOr0 BckapMiiuBaHus. ClielyeT YYUTHIBAaTh BO3MOXKHOCTh CEHCHOMIHM3amu. Bo Bpems
IPYJHOIO BCKapMIIUBaHHS LEeQypOKCHM CJIEIyeT HCIIOIb30BaTh TOJIBKO IIOCIIE OLEHKHU IOJIB3bI U
pHCKa JIeYaluM BPaduoM.

DepTHIBLHOCTD

OTCcyTCTBYIOT HmaHHBIE 1O JEHCTBHIO medypoKcHMa akceTwiaa Ha (EpTHIBHOCTh y YeIOBEKa.
HccnenoBanusi BIUSHUS Ha PENPOIYKTUBHYIO (QYHKIHMIO y JKHBOTHBIX HE IPOIEMOHCTPHPOBAIU
BIIMSHUS Ha QEePTUIIBHOCTE.

4.7 BausAHHe Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeACTBAMH M paboraTh ¢
MeXaHH3MaMH

He mpoBoaumch uccieoBaHus BIMSHUS Ha CHOCOOHOCTH yIIPABIISATh TPAHCIOPTHBIME CPEICTBAMU
¥ paboTath ¢ MeXaHU3MaMHU. [IOCKONBKY JaHHBIM TpemapaT MOXXET BBI3BaTh TOJOBOKPYXEHHE,
HEOOXOOUMO TNpEIyNpenuTh IIalMeHTOB O Mepax IPEIOCTOPOXKHOCTH MpPH  yIpaBICHAH
TPaHCIOPTHBIM CPEICTBOM MIIU pabOTe C IBIDKYIIMMHECS MEXaHH3MaMH.

4.8 HexenareabHble peaKIHH

Haubonee pacnipocTpaHeHHBIME HEXEATETbHBIME PEAKIMSIMHE SBIISIOTCS YPE3MEPHBIA POCT rprOOB
pona Candida, >03uHOGWINSA, TOJNOBHasA ©00Jb, TOJOBOKPYXCHHE, HAPYIIEHHS CO CTOPOHEI
XKEITy TIOYHO-KHIIEYHOTO TPAKTa ¥ MPEXO/IAIIee TIOBBIIIEHAE YPOBHEH IEYEHOUHBIX (hepMEHTOB.

Kareropuu 4acToT, MpUCBOCHHBIC NPUBEACHHBIM HIDKE HEXEIATEIbHBIM PEaKIHAM, SBIISIOTCS
NPUOIU3UTELHBIME, TaK KaK Ui OOJIBIIMHCTBA PeaKIuii COOTBETCTBYIOIIHE JaHHBIE (HAIpUMED, U3
1ane60-KOHTPOJMPYEMBIX MCCICIOBAHUN) U pacdyeTa 4acTOThl HeJOCTymHhL Ilommmo Toro,
9acTOTa HEXeJaTeIbHBIX PEaKIHii, CBI3aHHBIX C e(pypPOKCHMA aKCETHIIOM, MOXET BapbUPOBATHCS,
HCXO/Is U3 IOKa3aHHi K MPUMEHEHHIO.
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3uHHaT, 125 MI/5 M1, TpaHyJIbl UL IPUTOTOBJIEHHS CYCIICH3UM [UL] PHEMa BHY TPb '_U:l FDE
TekcT 06l XapaKTepPUCTHKH JieKapcTBeHHOro npenapata (OXJIIT)
5794 -2016

JlaHHbIE W3 KPYMHBIX KIMHAYECKHX HCCIEIOBaHMH MCIOJIB30BATHCH [UIS ONPENENICHNS JaCTOTBI
HEXXeNaTeNbHBIX P(EKTOB OT OYEeHb YacTBIX N0 PeaKuX. JacToTa, NPUCBOCHHAA BCEM IPYTHM
HexenaTeqbHBIM d(exraM (HampuMep, Bo3HMKaomuM ¢ dactorod  <1/10 000), Owuta
IIPEMMYIIECTBEHHO OIpPEEeHa ¢ UCIOIb30BaHMEM MOCTPErUCTPAMOHHBIX JAaHHBIX W OTHOCHTCA
cKOpee K 9YacTOTe COOOIIEHHH, 4eM K MCTMHHOM dYactoTe. OTCYTCTBYIOT NaHHbIE W3 ILTanebo-
KOHTPOJIMPYEMBIX MCHBITaHUH. ECIM YacToTa pacCUMTHIBAIACH HAa OCHOBAHMH JIaHHBIX M3
KJIMHAYECKOTO HCIIBITAHMS, OHa ObUIa OCHOBaHA HA JAHHBIX CBS3U C IIpemapaToM (MO OLEHKE
uccnenosarens). B KaXaoi rpymnme 4acToThl HeXeNaTelbHbIE SBIECHHS MPEICTABICHB! B MOPIKE
CHYDKEHHSI CTETICHH CEPHE3HOCTH.

Cas3aHHBIE C TEpaNMEN HeXeaTeIbHbIE PEAKIHHU JTI000T0 YPOBHS EPEUHCIIEHB] HMXKE IT0 CHCTEMHO-
opranHbM kiaccam MedDRA, gacToTe 1 cTeneHH TshkecTH. YacToTa BCTPEYaeMOCTH OTIPEACIIAETCS
creayomuM obpazom: ovens wacmo (>1/10), uacmo (>1/100, uo <1/10), nevacmo (=1/1 000, HO
<1/100), peoxo (>1/10 000, ro <1/1 000), ouens peoxo (<1/10 000) u vacmoma neuszsecmna (Ha
OCHOBaHHH UMEIOIIUXCS TAaHHBIX OI[CHUTH HEBO3MOXKHO). T

Nudexnuu n HHBA3HH:

Yacmo: 4ype3mepHsIi poct Candida

Yacmoma neusgecmua: upe3mepHslil poct Clostridium difficile

HapymeHusi co CTOPOHBI KPOBH H JIUM(PATHIECKOH CHCTEMBI:

Yacmo: 903UHOPUIHS

Heuacmo: nooxxuTenbHas nmpobda Kymbca, TpombonuTonenus, IeHKONEHUs
(uHOTAAa BHIpPO)KEHHAS)

Yacmoma neuzgecmna:  TEMOIUTHYECKAS] aHEMHUS

HapymeHnusi co cTOpOHBI HMMYHHOH CHCTEMBI:
Yacmoma neuzgecmua:  JeKapCTBEHHAs IMXOpaKa, CHIBOPOTOYHAs O0Ie3Hb, aHadHIaKCHs,
peakuus Apuina-I epkcreiimepa.

HapymeHnusi co CTOpOHBI HEPBHO# CHCTEMBI:

Yacmo: roJIOBHas 00JIb, TOJIOBOKPY KEHHE

Hapymenusi co cTOpoHBI cepana:

Yacmoma neuszsecmna:  cunapoM KoyHmuca (aieprudeckuii KOpoHapHBIH CHHIPOM)
KenaynouHo-kumednble HAPYIIEHHS:

Yacmo: napesi, TOIIHOTa, 60JIb B )KHUBOTE

Hewacmo: pBOTa

Yacmoma neuzeecmna:  TICEeBIOMEMOPAHO3HBIM KOIHUT (cM. paznen 4.4)

Hapymelmﬂ CO CTOPOHBI IICYCHH H YKCTYCBBIBOIAIHX HyTeﬁ:
Yacmo: TPaH3UTOPHOC MOBBIIICHUEC aKTUBHOCTH II€YCHOYHBIX (bepMeHTOB
Yacmoma neussecmua: XCIITyXa (npenmy INECTBEHHO XOHCCTaTI/I‘-ICCKaSI), renaTuT

Hapymemm CO CTOPOHBI KOKH H IOJTKOKHBIX TKaHen:

Heuacmo: KOXHasl ChIITb
Yacmoma neuszgecmuna:  KpamuBHHUIA, 3y, MyJIbTU(GOpMHAS 3puTeMa, cuHapoM CTHBEHCa-
JIKOHCOHa, TOKCHYECKHI SMUIEPMATHHBIN HEKpOJIU3

(9K3aHTEMHBII HEKPOIHU3) (CM. HAPYIIEHHUS CO CTOPOHBI UMMYHHOU
CHCTEMBI), @HTHOHEBPOTHYECKMHA OTEK, KOXHas ChIllb C
303uHOGUIMEH U cucTeMHBIMU cuMnToMaMu (DRESS-cunipom).
Onucanue 0TAEILHBIX HeXKeIaTeIbHBIX peaKuii
Iledanocnopunbl Kak Kiacc 06JamaloT TeHACHIMeH abcopOupoBaThCsS Ha MOBEPXHOCTH 000I0YEK
SPUTPOLUTOB ¥ pearupoBarh C aHTUTEAMHU K IIpenapary, IPUBOIL K IOJI0XKUATENLHOMY PE3yJIbTaTy
npo6sr Kym6ca (4T0 MOXET BIMATH HA NEPEKPECTHYIO MpoOy Ha COBMECTHMOCTh KPOBH) M OYEHb
PEIKO — K TEMOJTMTUYECKOH aHEMUH.

Habmonanoch TPaH3UTOPHOE IIOBBIIEHHE [EYCHOYHBIX (EPMEHTOB B CHIBOPOTKE, OOBIYHO
obpaTtumoe.

Jern
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HO PB

3unHart, 125 Mr/5 M, rpaHyibl Ui IPUTOTOBIIEHHS CyCIIEH3UH I MpUeMa BHY TPb
TekcT 00mmEelt XapaKTEPUCTHKH JieKapcTBeHHOTo npenapara (OXJIIT)

IIpoduis Ge30macHoCTH MedypOKCHMa aKCeTHIIA Y AeTeH COOTBETCTBYET NPOUIIIO 6€301aCHOCTH Y
B3pOCIIBIX.

Coo0meHnue 0 Mox03peBaeMbIX HelKeIaTeIbHBIX PeaKIHAX

Baxso coo0mars O M003PEBaEMbIX HEXETATENbHBIX pEaKUMsAX IOC/E pPEerucTpanuu
JIEKapCTBEHHOT0 IIpenapaTra ¢ HeNbl0 00ecrieueHHs: HENPEPHIBHOIO MOHHTOPHHIA COOTHOLICHMS
«I10JIb3a-PHCK)» JIEKAPCTBEHHOTO Ipenapara. MeIuiuHCKuM paboTHUKAM PEKOMEH/TYETCs co00maTh
0 JMOOBIX TI0/I03PEBAEMBIX HEXENATEIbHBIX pEaKIUsIX JIEKapCTBEHHOrO Ipemapara 4Yepes
HAIlMOHATBHYI0 CHCTEMY COOOIICHHS O HEXKENIATEIbHBIX PEeaKIUIX.

Pecnrybnuka benapych

220037, r. Munck, ToBapummeckuii mep., 2a

VII «lleHTp 3KCHEepTHU3 U UCTIBITAHUH B 3PaBOOXPAHCHHI

Tenedon otnena papmakonamzopa: +375(17) 242 00 29; daxc: +375(17) 242 00 29
On noyra: repl@rceeth.by, rceth@rceth.by

Be6-caiiT: www.rceth.by.

4.9 IlepenozupoBka

[lepeno3upoBKa MOXXET TPUBOUTE K HEBPOJIOTHYECKUM MOCIIEICTBHSAM, BKITIOYask YHIE(anIonaTuio,
cynopord u Komy. CHMIOTOMBI TEPEIO3UPOBKHM MOTYT BO3HHKATh, €CIM J03a HE CHIDKEHA
Ha/IIeXaIIUM 00pa3oM y MAIHEHTOB C TOYEYHOM HEAOCTATOYHOCTHIO (CM. pa3aens! 4.2 u 4.4).

Konnentpamuio 1nedypokciMa B CBIBOPOTKE MOMKHO CHH3UTh IIyTEM Te€MOJHMAIM3d U
IIEPUTOHEATHHOTO JUATH3A. . C '

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1 P®apmakogHHAMHYECKHE CBOHCTBA

®apmakoTrepaneBTuyeckas rpynmna: AHTUOAKTepHAIbHBIE Ipenaparbl CHCTEMHOTO JEHCTBHS.
LledamocmopuHBl BTOPOTO MOKOJIEHHS.

Kox ATC: J01DCO02.

Mexanusm neficTBus

[lepypokcuMa akceTHs1 TUAPONM3HUpyeTcs (epMEeHTaMU 3CTepa3aMd B aKTHBHBIM aHTUOMOTHK,
nedypoxcum.

IlebypoxcuM HHrHOMpyeT CHHTE3 KICTOYHOM CTEHKH OakTepii Iocie IPUCOSTUHEHHS K
NEHULUIUIMH-CBs3bIBatomuM 6enkam (PBP). Dto npuBoauT K npephiBaHUI0 GHOCHHTE3a KJIETOYHOM
CTEHKH (TMENTUAOTIMKAHOB), YTO B pPe3yJIbTaTe BEJET K JIM3UCY U THOEIH KIeTKH OaKTepHH.

Mexanu3m GopMUpPOBaHUS PE3UCTEHTHOCTH

PesucrenTHOCTS GakTepuii K 1e)ypOKCHMY MOXXET OBITH CJIEICTBHEM OJHOTO HMJIM HECKOJBKHX

CIIEIYIOIIX MEXaHU3MOB:

e ruponu3 OeTa-nakTamasaMy; BKIIOYas (B TOM 4Hcie) OeTa-TaKkTaMasbl paCIIipPEeHHOTO CIIEKTpa
(ESBL), u ¢epmentamu AmpC, KOTOpble MOIYT WHIYUHPOBATbCS WM YCTOWYIHBO
aKTUBHPOBATHCS y ONPENEICHHBIX BUIOB a9pOOHBIX IPaMOTPHUIIATEIbHBIX OaKTepHid;

® MOHM)XEHHOE CPOJICTBO NNEHHIIMJUTHH-CBA3BIBAIOLINX OSIIKOB K ey pOKCUMY;

® HENPOHMIAEMOCTh Hapy>XHOM 000JI0YKH, KOTOpas OrpaHHYMBAET JOCTYN Iedypokcuma K
NEHUIUIIIAH-CBA3BIBAIOIUM OelIkaM y rpaMOTpHLIaTeIbHBIX OaKTepuii;

® MeXaHHM3MBbI OaKkTepraIbHOro 3¢ ¢uroKca.

Oxupnaercs, 970 MEKPOOPraHU3MBI, KOTOpPBIE IPUOOPEIH PE3UCTEHTHOCTD K IPYTUM HHBEKIIHOHHBIM
nedanocnopunam, 6yIyT PE3UCTEHTHBI K ey POKCHMY.

B 3aBucuMOCTH OT MexaHM3Ma pE3UCTEHTHOCTH, MHKPOOPraHU3Mbl C INPHOOPETEHHOM

PE3UCTEHTHOCTHIO K NEHUIIWUTMHAM MOTYT JJEMOHCTPUPOBATh IIOHIKEHHYIO Iy BCTBUTEILHOCTD MM
PE3UCTEHTHOCTH K Ie(ypPOKCUMY.

[Torpanuynble 3Ha4eHUS e ypoOKCHMa aKCeTHIa
[TorpaHuYHbIe 3HAYCHHWS MHHHMaIbHON mojasistomed koHuneHtpauuu (MIIK), ycraHoBieHHBIE

EBpOneicKuM KOMHUTETOM II0 TECTHPOBAHHIO YyBCTBUTEIBHOCTH K aHTUMMKPOOHBIM IIperaparam
(EUCAST), npuBeneHsI HIXE:
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3unHar, 125 Mr/5 M, TpaHyJIbl UL IPUTOTOBIEHHSA CYCIICH3UH UL1 IPUEMa BHY TPb |_u:1 =
TexcT oeif XapaKTepUCTHKH JleKapcTBeHHOro penapara (OXJIIT)
5794 -2016

Eeponetickuii Komumem N0 MeCMUPOBAHUI0 AHMUMUKDOOHOU 4yBCMEUMENbHOC. Tabnuya
nozpanuunvx  eenuuun  Ons  unmepnpemayuu  3navenuu MIIK.  Bepcus 2], [2012];
http.//www.eucast.org.

Mukpoopranusm Ilorpanu4nbie 3HaYeHHs [Mr/i]

4 P
Enterobacteriaceae'? <8 >8
Staphylococcus spp. IIpumeyanue’ IIpumeyanue’
Streptococcus A,B,Cu G I[Tpumeyanue’ IIpumedanue’
Streptococcus pneumoniae <0,25 >0,5
Moraxella catarrhalis <0,125 >4
Haemophilus influenzae <0,125 >1
[lorpannussle  3Hauenms, He |HJI’ HIT
CBSI3aHHBIE C KOHKPETHBIM BHJIOM
GakTepuii!

! TTorpanuunsie 3navenus nedanocnopuna st Enterobacteriaceae T03BONAT 0OHAPYKUTH BCE
KIMHMYECKM 3HAYMMBble MEXaHH3MBI pesucTeHTHOCTH (Bkmowyas ESBL um omocpemoBaHHBIM
masmuaMd AmpC). HekoTopble mTaMMbl, KOTOPBIE IPOAYLIHPYIOT OeTa-1aKkTamMassl, 0071a1ar0T
qyBCTBHUTEILHOCTRIO MIIM IIPOMEXXYTOYHOM 9yBCTBUTEIBHOCTBIO K IieaocopiuHaM 3-ro uiu 4-
T'0 MOKOJICHHUS | IOJDKHBI COOOIIATHCS IO Mepe 00HApPYKEHHUS, T.€. IPUCYTCTBUE MIIM OTCYTCTBUE
ESBL camo mo cefe He BIMSET Ha ONpeNeNieHHe KaTerOpuH 4yBCTBUTEIBLHOCTH. Bo MHOIrHX
ob6nactsax oOHapyxeHnue u onucanue ESBL pekoMeHIyrOTCS MK SBISIOTCS 0083aTENbHBIMH IS
nenei HPEKIMOHHOTO KOHTPOJIS.

2 TonpKo HEOCIOXKHEHHAs MHPEKITHS MOYETIONOBBIX My Tel (MucTuT) (cM. pasaen 4.1).

3 3aKmodYeHre O UYyBCTBHTENBHOCTH CTaUIOKOKKOB K Ie(aloCropuHaM OCHOBBIBAeTCS Ha
YyBCTBUTEILHOCTH K METHIMUIMHY, 3a HCKIIOYeHHeM nedTasuauMa, NnepukcuMa M
ne¢TuOyTeHa, KOTOpPhIE HE UMEIOT NMOIPAaHWYHBIX 3HAYCHHUU M HE JOJDKHBI NIPUMEHSATHCS NPU
CTaMITOKOKKOBBIX HHPEKIUSIX.

4 3axmoueHne 0 YyBCTBHUTENBHOCTH K OeTa-TakTamaMm 6eTa-TeMOJMTHYECKHX CTPENTOKOKKOB
rpynn A, B, C u G ocHOBBIBa€TCS Ha YyBCTBUTEIBHOCTH K IIEHULIAIUIHHY .

> HemocTaTOYHO JAHHBIX, YTO PACCMATPHBAEMbIE BHJbI SBISIOTCS XOPOINEH MHIIEHBIO U

OIIp€OCIICHUA B KaTETOPHUIO Y wmm P. i COY.

Y=qyBCTBUTEILHBIE, P=pe3rCTEHTHEIE
MukpoOHOJIOrHYeCKas Uy BCTBHTEIHHOCTh g SN i

PacnipocTpaHeHHOCTh TPHOOPETEHHON PE3UCTEHTHOCTH MOJXET paszanch reorpa@u4ecKa U 10
BPEMEHH /I BBIOpDAHHBIX BHUJIOB, ITO3TOMY >KelaTedbHA JOKaTbHAs HMH(GOpMALUs OTHOCHTEIHLHO
PE3UCTEHTHOCTH, OCOOEHHO NpH JIEYEHHH TsDKeNbIX HHOpekuwid. [Ipu HeoOXoauMOCTH ClemyeT
oOpamiatecss 3a KOHCYNIbTAalMed K OKCIIEpPTaM, €CIH JIOK&TbHAs PpaclpOCTPaHEHHOCTh

PE3UCTEHTHOCTH SBIISETCS TAKOM, YTO WCIIONB30BaHUE IIpemapaTa IpH, 0 MEHBIIEH Mepe,
HEKOTOPBIX THIIAX MHPEKIUH SBISETCS CIIOPHBIM.
IlebypokcuM 0OBIYHO aKTHBEH B OTHOIIEHHUH CJIEAYIOIMUX MAKPOOPTaHU3MOB i1 Vilro.

YyBcTBUTEIbHbIE MHKPOOPTraHH3MbI

[ paMmoIoKuTenbHble _a3pobbl:  Staphylococcus aureus (METHLALUIMH-YYBCTBHTEIBHBIN) ¥,
Coagulase negative staphylococcus (MeTHIHITMH-9yBCTBHTENBHBIN), Streptococcus pyogenes,
Streptococcus agalactiae
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3unHat, 125 Mr/5 M1, rpaHyisl Ul IPUTOTOBJIEHHS CyCIIEH3MH /I IpeMa BHY Tpb H D P5
TekcT 06meit XapakTepUCTHKH JieKapcTBeHHOro npemnapata (OXJIIT)

E7Q/ 204 ~
— —J 7 _J 3 20T D
['pamoTpuiaTenbHbIe a3pobbr: Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella
catarrhalis

Cuupoxerst: Borrelia burgdorferi
MHuKpOOPraHU3MbI, 1JIs1 KOTOPHIX BO3MOKHO HAJTH9IHE NPHOOPETEHHOH Pe3HCTEHTHOCTH

['pammonoxuTtensHble a3poObl: Streptococcus pneumoniae

['pamorpunarensabie _aspobsr: Citrobacter freundii, Enterobacter aerogenes, Enterobacter
cloacae, Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis,
Proteus spp. (momumo P. vulgaris), Providencia spp.

I"paMnonoXuTenbHBIE aHadPOOBI: Peptostreptococcus spp., Propionibacterium spp.

['pamoTpuIIaTeNbHbIE aHA3POOL: Fusobacterium spp., Bacteroides spp.

IIpupoaHo ycToiYnBBIe MUKPOOPTaHH3MbI

['pamMnonoXuTeNbHBIE a3pobbl: Enterococcus faecalis, Enterococcus faecium

['pamoTpHIaTenbHEble adpobsl: Acinetobacter spp., Campylobacter spp., Morganella morganii,
Proteus vulgaris, Pseudomonas aeruginosa, Serratia marcescens

["pamoTpunaTensHble aHA3POOLL: Bacteroides fragilis
Hpyrue: Chlamydia spp., Mycoplasma spp., Legionella spp.
* Bce METHIMILIAH-PE3UCTEHTHBIE S. aureus Pe3UCTEHTHHI K IIEQYPOKCHMY.

5.2 ®dapmMakoKHHeTHYECKHE CBOHCTBA

AbcopOrms
ITocie mpueMa BHYTpPh HeQypPOKCHM aKCETHJ BCACBHIBACTCS M3 KEIyJAO0YHO-KMIIEYHOIO TpaKTa H

OBICTPO THAPONU3MPYETCS B CIM3HCTOM 00OJOYKE KHINEYHHWKA M KPOBH C BBICBOOOXKIECHHEM
nedypokxcuma B KpoBOTOK. I{edypokcruma akceTr1 ONTUMAIBHO BCACKIBAETCS IIPH yCIOBUH ITPUEMA
npemnapara cpa3y Mmocie eJibl.

[Tocne nprema TabaeTok nedypoKCHMa akCeTrIIa MMKOBbIE KOHIIEHTPAIUH B CHIBOPOTKE (2.1 MKr/miI
Ut 10361 125 Mr, 4.1 Mxr/mi ot 10361 250 mr, 7.0 Mxr/mot uist 10361 500 Mr 1 13.6 MKr/MIT I O3B
1000 Mr) mocturaroTcs MpUOIM3UTENHLHO dYepe3 2-3 Yaca rocie ImpueMa J03bl BMECTE C MHUINEH.
Crenens BcachiBaHUS IeQypOKCHMA W3 CYCIICH3WH CHIDKEHA IO CPaBHEHHIO C TablETKaMH, 4TO
IPUBOIHT K GOJIee MO3MHUM U HU3KHAM MMHKOBBIM YPOBHSM B CHIBOPOTKE M CHMIKEHHOM CHCTEMHOM
6uonocTynHocTH (MeHbIne Ha 4-17%). Cycnen3us nedypokcuma akceTuia JJid IpueMa BHYTPb HE
Obuta OMOPKBUBATEHTHOW TabieTkam NedypOoKCHMa aKCeTH/a IpPH HCIBITAHHHM Y 3J0POBBIX
J0OPOBOJIBLIEB, TIOITOMY OHM HE B3aMMO3aMEHSIEMBI Ha OCHOBE ""MUJUTUTPaMM Ha MIJUTATpaMM"' (CM.
pazznen 4.2). ®apMakoKuHETHKA IIepypOKCHMa SBISETCS JIMHEHHOHN B JUana3oHe NEPOPATbHBIX 103
ot 125 no 1000 mr. ITocne mpuema BHYTph MHOTOKpATHBIX 103 OT 250 mo 500 Mr HakomieHHs
1edypokcHMa He IPOUCXOIUT.

Pacnpenenenue

Cas3piBanue ¢ 6enkamu cocrasiuseT oT 33 10 50%, B 3aBUCUMOCTH OT UCIIOJIb3YEMOM METOIOIOTHH.
[Tocne mpuema pa3zoBoit m03bI Hedypokcuma akcerwna, Tabnerku 500 mr, 12-10 310pOBBIMH
no6poBosbramMu 06bseM pacrpenenenus coctasui S0 1 (CV%=28%). Konnentpanuu nepypoxcuma,
IIPEBBINAIONIIE MUHUMAIbHBIE TTOJABIISIONINE KOHIEHTPAIMH Ul PACIPOCTPaHEHHBIX IIaTOT€HOB,
MOTyT OBITh MOCTHTHYTHl B MHHIAQJIHHaX, TKAaHAX CHHYCOB, CIIM3UCTOH OpOHXOB, KOCTSX,
[UICBPAJIbHOM ~ JKUIKOCTH,  BHYTPUCYCTAaBHOM  JKHAKOCTH,  CHHOBHAIBHOW  JKMIKOCTH,
MHTEPCTHIMATLHOM JKUIKOCTH, JXETYHM, MOKPOTE€ W BHYTPHIVIA3HOM >xmakocTd. Iledypoxcum
IIPOHUKAET Yepe3 reMaTosHIearndeckuii Gapbep Ipy BOCIATCHAN 000I09€K FOJIOBHOTO MO3ra.

Buotpancdopmanus C A ‘
Lledypokcum HE METaOOTU3UPYETCSL. T ‘ \HEHI151 |
. 1 ¥

DIUMUHAISL -
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3umpar, 125 M/ M1, TPaHyTbl VIS IPATOTOBIICHNS CyCTICH3MH /UTA TIPUeMa BHYTPh | 'El PB
TexkcT o6Imeil XapakKTepPHCTHKH JiekapcTBeHHOro npenapata (OXJIIT)

5794 ~-2016
[lepuros MOMyBEIBEIEHHS. U3 CHIBOPOTKH cocTaBiseT oT 1 g0 1,5 gacos. IledypokcuM BBIBOJUTCS
KITyG0uKOBO# (UIbTpanyeil 1 KaHaIbIeBOH cekpenrei. [logedHbIi KIMPEHC COCTABISCT OT 125 no
148 mi/mun/1,73 M2,

Ocobvle 2pynnbl nAuUeHmos
[Ton
He Habmonanock pasnmuunii hapMakOKUHETHKH IepypOKCHMa MEXIY My>XIMHAMH U XKEHIIUHAMH.

[Toxuiiple NaueHTh

He TpeGyroTcst 0co6bIe MEpHI IPENOCTOPOKHOCTH Y MOXKMIBIX MAIMEHTOB C HOPMAIBHOM hyHKIMEH
TI0YEK MM MCIIOJIB30BAHMM 1103 0 | T' B CyTKH. Y MOXUIBIX MAIIMEHTOB 60JIee BEPOSTHO CHUIKECHHE
(GyHKIMY TOYEK, TO3TOMY 03y Y HOXKHIIBIX ITAlIUEHTOB CIIENYET KOPPEKTAPOBATH B COOTBETCTBHH €
byHskIrei novyek (cM. pasaen 4.2).

eTH

V ojereit B BO3pacTe cTapme 3 MecsiueB (apMakoKMHETHKa Iedypokcmma cXxoxa ¢
(bapMaKOKUHETUKOH y B3POCIIBIX.

OTCYTCTBYIOT JaHHBIE KIMHMYECKHX UCIBITAHUM [0 IPIMEHEHHIO IedypOKCHMa aKCETUIa Yy JeTeH
0 3 MecsIIeB.

Hapymenue ¢yHKIMH TOYEK

BesonmacHocTh W 3QdeKTHBHOCTh IeypOKCHMMa aKceTWIa Yy MalUeHTOB C  IOYCYHOU
HEIOCTATOYHOCTHIO HE YCTAHOBJICHBI.

IledhypoKcrM BBIBOAUTCS MPEUMYINECTBEHHO MOoUKaMH. COOTBETCTBEHHO, KaK IPH MCIOJIb30BAaHUH
BCEX MOJOOHBIX aHTUOHOTHKOB, Y NMAMEHTOB CO 3HAYUTEILHBIMA HapyIICHUAMH QYHKIHMH MOYEK
(T.e. xmMpeHc KpeaTuHuHa <30 MIJI/MHH) PEKOMEHIYETCS CHIDKAaTh 103y LedypoKCHMa, YTOOBI
KOMIIEHCHPOBATh €ro 6oiee MemieHHOe BhiBeneHue (cM. pasnen 4.2). Iledypoxcum sddexTrBHO
BBIBOJMTCS JUATTH3OM.

Hapymenue QyHkimu neyenu

OTCYTCTBYIOT JaHHBIE /Ul IAlMEHTOB C HapylueHWeM (yHKIMH NedeHH. Tak Kak nedypoKcum
BBIBOJIMTCS IPEMMYIIECTBEHHO MOYKAaMH, HE 0KHIAeTCs, YTO HapyleHue QyHKIMHA EYEHH OKaXeT
BIIMSHUE Ha (PapMaKkOKHHETHKY Ie(ypOKCHMA.

dapmakokuHeTHYECKasg-hapMaKoAMHAMUYecKas 3aBUCUMOCTh

Jlns ~ nedanocnopyHoB  OBUTO  TMPOJAEMOHCTPUPOBAHO,  YTO  Haubojgee  BAKHBIM
(apMakoKUHETHYECKAM-(HapMAKOAHHAMIIECKAM MHIEKCOM, KOPPETUPYIOMHUM € 3QPEKTUBHOCTHIO
in vivo, IBISETCS IMPOLEHT HHTEPBAIA MEXKIY TprueMamu 103 npenapara (%T), korjaa KoHIeHTpalus
HECBA3aHHOIO IIperapara OCTAeTCs BbIIE MUHHMAIbHOM mojasisomedt kornneHTpanuu (MIIK)
nedypokcuMa s OTIeNIbHBIX BUIOB-MuLIene# (T.e. %T>MIIK).

5.3 JlaHHbIe NJOKJIHHHYECKOH 0€30MaCHOCTH

HOKJII/IHI/I‘IGCKHC JaHHBIE CBUICTEIIECTBYIOT 00 OTCYTCTBUH 0c000H OITaCHOCTH I 4YEJIOBEKa Ha
OCHOBaHHH MCCIICIOBaHUH (bapMaKonomqecxoﬁ 6e3onacnocm, TOKCHUYHOCTH MHOT'OKPAaTHBIX O03,
TF€HOTOKCHYHOCTH M TOKCHYHOCTH JI PENPOAYKIIUA U PA3BUTHS. HccnenoBanus KaHIIEPOT€HHOCTHU
HE ITPOBOOUIIUCH; OJHAKO KakK#e-IH00 JTI0Ka3aTeIbCTBa KaHIEPOr€HHOIo NOTCHIHAIa OTCYTCTBYIOT.

AKTHBHOCTh TaMMa-IIyTaAMHJITPAHCIENTUAA3bl B MOYE KpBICHI HMHTHOMpYETCS pa3IMYHBIMH
nedarocnopuHaMy, OHAKO yPOBEHb HHTMOMPOBAHKSA MEHbIIE IIPH MCIOIb30BaHUHU eDypOKCHMA.
OTO MOXET MMETh 3HAYeHHE U1 MHTep(EepeHIMH IpH KIMHHYECKHMX JIaOOpAaTOPHBIX TECTax Ha

6. ©®APMALEBTHYECKHUE CBOWCTBA | m ’ |
6.1 TlepeyeHb BCIOMOTATELHBIX BEMIECTB o

Kommnonent KosmuectBo B % (Bec/Bec) | KorngecTBo B 01HOM 103€
(r/5 mu1)

CreapHHOBas KMCJIOTA' 20,19 0,852

Caxapo3a 12,56 3,062

Apomaruzatop TyTTu-¢ppyrTH | 2,37 0,100
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3unHar, 125 Mr/5 M1, rpadyJibl UL IPETOTOBJIEHHS CyCIIEH3UH AJIs1 IpUEMa BHY TPb 1 D' PB
TexcT 06meif XapaKTepUCTHKH JIeKapcTBeHHOTo npenaparta (OXJIIT)

E70/ 204
AnecybhaM Karus 0,50 0,021 - ulb
Acnapram 0,50 0,021
IMoBumou-K30 ' 0,31 0,013
Kamens kcaHTaHOBAs 0,02 0,001

! Iledypokcrma akceTHI M KUCIOTa CTeaPHHOBAs IPHCYTCTBYIOT B BHJIE KOMILIEKCA CTEAPHHOBAsA KHC/IOTA —
uedypoxcuma akcetiwn 15 % (SACA), KOJIMYECTBO KOTOPOTO 3aBHCHT OT KOJMYECTBEHHOIO COACPMKAHHA
neypoKcHUMa aKCeTHIIa B HICXOJHOM CyOCTaHLIMM.

6.2 HecoBmecTHMOCTH
Henpumenumo.

6.3 Cpok rognoctu
2 roja.

6.4  OcoObie MepbI IPEIOCTOPOKHOCTH IPH XPAHEHHH

XpauuTh npu Temneparype He Boime 30 °C.

[IpUroTOBJIEHHYIO CyCIIEH3HIO XPAHST B XOJIOMMIBHEKE Py Temneparype 2-8 °C ne 6omnee 10 quei.
6.5 Xapakrtep u coaep:KHMO€ YIIAKOBKH

['paHyJIbl Ul IPUTOTOBIIEHHS CyCIIEH3HH [UISL IPHeMa BHYTpb, 125 Mr/5 M1, Bo (1akoHax TEMHOTO
CTEKJIa, 3allasHHBIX MEMOpAaHOM ¥ 3aKPHITBIX HABUHYHMBAIOIIEHCS IUIACTMACCOBOM KpBIIIKOH C
YCTPOMCTBOM IPOTHUB BCKPHITUS (iakoHa AeTbMH. [1o 1 prakoHy BMECTE ¢ MEPHBIM CTAKaHUYMKOM C
orMeTkoi 20 M1, MEPHOHM JIOXKKOM oObeMOM 5 M ¢ OTMETKOM 2,5 Myl M JTUCTKOM-BKJIQJBIIIEM B
KapTOHHYIO ITauKy. B MecTax BCKpBITHS KapTOHHOM MauKy UMEETCs IIpO3payHasl HaKJIehKa.

6.6 OcoOble Mepbl TPEAOCTOPOKHOCTH NPH  YHMYTOKEHHHM  HMCIOJb30BAHHOIO
JIeKaPCTBEHHOI0 NpenaparTa WiH 0TX0J0B, MOJy9eHHbIX M0C/Ie IPUMEHEHHS JIeKapCTBEHHOI 0
npenapara, ¥ Apyrue MaHUIYJISIHH ¢ IPenapaTom. ' |

!
{

MHCTPYKIMH IO IIPUTOTOBJICHHUIO CYCIICH3UN
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3unHart, 125 Mr/5 M1, rpaHyibl Ui TPUTOTOBIEHMS CyCIIEH3UH /IS TpUeMa BHYTPb
TexkcT 06IIEeli XapaKTepUCTHKH JieKapcTBeHHOTo npenapata (OXJIIT)

HOPB

220141, r. Munck, yi. Akanemuka Kynpesuda, 3, nomemenue 49. ) I

Ten. +375 (17) 370 16 20, 57 94 70186
daxc +375 (17) 370 16 21,

e-mail: drugsafety.cis@novartis.com.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. JIATA IEPBUYHOM PETMCTPAIIUU (IIOATBEPXKIEHUS PETUCTPALIVH)

10. JATA IIEPECMOTPA TEKCTA
03/2023

YeaoBus ormycka:
OTmyckaeTcs o penenty.
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