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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITIPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Buopaued® 125 mr tabnerky, MOKpPBITHIE 000104KOH
Buopaued® 250 Mr TabreTku, NOKpeIThE 0607104KOM
Bropaued® 500 Mr TabeTku, NOKpHITEE 060104KOM

2. KAYECTBEHHBIN 1 KOJINYECTBEHHBIN COCTAB

Bropaned® 125 mr comepxut 150,36 mr ueypoKcHMa aKkCeTHIIa, YTO 3KBHBATEHTHO 125 Mr
nepypokcuma Ha TabneTKy;

Buopaued® 250 mr comepxur 300,72 mr ey pOKCHMa aKCETHIIA, YTO SKBUBANEHTHO 250 Mr
uedypoxcuMa Ha TabieTKy;

Bropaued® 500 mr conepuT 601,44 Mr HedypokCHMa aKCETHIA, YTO IKBUBANEHTHO 500 M
uedypokcuma Ha TabieTky;

Iepeuenb BcnoMoraTenbHBIX BEIIECTB, CM. IYHKT 6. |

3. JEKAPCTBEHHASI ®OPMA
Tabnetku, NOKphITEIE 060J0YKOI,

Tabnetkn NpoAOJIrOBaTEIE, ABOSKOBBIMTYKIIBIE, 6enoro JO XEATOBATOro LBETA, C OIIHOpO,ZIHOﬁ
[NOBEPXHOCTEIO.

4. KINHUWYECKHME JIAHHBIE
4.1. IlokazaHus K NpuMeHEHUIO
TabneTxku npeaHasHayeHs! 4715 AeueHns HHbEKUHI Terkoi u CpemHeN THKECTH, BBI3BAHHBIX
OakTepusimMu, 1yBCTBUTENBHBIMA K LiedypOKCHMY, ¥ B3pOCTIBIX U AeTeit OT 5 Jer.
*  OcCTpbI#t CTPENTOKOKKOBBIH GapUHIUT U TOH3MILIUT
* Octpoe GaKTepHanbHOE BOCIANSHHE OKOIOHOCOBBIX nasyx
e  OcTpslit cpeauuit OTUT
OG6ocTpenne XpoHHYECKOro HpoHXHTa
I{nctur
[Tuenonedpur
HeocnoxxneHHble MHPEKIMH KOXKH 1 MATKAX TKaHeH
Jleuenue panneit cranuu 6onesnu Jlaiima (6oppennosa)

HCO6XOIIHMO NPUHUMATh BO BHUMAaHHE O(I)PIIIPIaJIBHBIC PEKOMEHOAOWH, Kacarolluecs
NpaBUJIBHOIO NMPUMEHEHUS aHTHGaKTepHaHBHBIX TpenapartoB.

HCQY[ZOKCHM& AKCEeTHIT ABIAETCS BQDQEKTHBHBIM B KQ4ECTBE NPOJO/DKECHUS TEpanuy 1nocie
JICYEHUS NapPECHTEPAIbHBIM LIEDYPOKCUMOM HaTpHi B JICYCHHH BOCIAICHHUS JIETKUX

¥ obocTpennit XPOHHYECKOTO OpoHxuTa.

4.2. PexxuM JO3HPOBAHUS H CrIOco6 NpUMeEHeHHUst
PexuMm no3uposanus

O6brano nevenne miutes 7 auedt (MOXKET TMTHCA OT 5 1o 10 gueit).
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TaGnuua 1. B3pociisle, B TOM Ynciie MOXKHIbIE TNIAUKCHTEIL, H IETH cTapiue 5 et (Macca Tea

>40 xr)

IIOKaSHHHel(ﬂ[HHWCHeHHH)

Ho3za

OcTpetit TOH3HANKT U dapuHrHT,
OCTPBI CHHYCHT

250 mr aBa pasa B fenb

OcTpelit cpeauuit otur

500 Mr gBa pasa B genb

Obocrpenne xponnyeckoro OponxuTa

500 mr xBa pasa B genn

HUCTHUT

250 Mr Ba pasa B geHb

[Tuenonedbpur

250 Mr 1Ba pasa B [eHb

HeocnoxxHeHHbBIE HUHQEKUHH KOXKH U MACKHX
TKaHeH

250 Mr nBa pasa B genn

Bonesns Jlaiima

500 mr gBa pasa B neHb B TeueHHe 14 nueit
(8 npeaenax 10-21 JHST)

Tabnuua 2. letu CTapiue 5 siet (Macca Tena <40 KI)

IlokasaHue K NpuMeHeHH 1o

Ho3a

Octpslit ToH3HTNT, hapuHryT
OCTpEIH 6akTepuanbHEIi CHHYCUT

10 mr/xr Maccel Tena gpa pasa B eHs,
MaKcHManeHO 125 Mr 1Ba pasa B feHp

Cpeauuit otut umm, ecnu NOKAa3aHo,
Gosee Tsensie HHGeKLHH y AeTel o1 S ner

15 Mr/kr maccel Tena apa pasa B Jiens,
MaKkCUManbHO 250 Mr 1Ba pasa B [eHb

Huctur

15 Mr/kr maccsl Tena nga pasa B JeHE,
MakcHManbHO 250 Mr aBa pasa B feHb

Iuenoneppur

15 mr/kr maccsl Tena gsa pasa B JieHs,
MaKcHuManpHO 250 Mr aBa pasa B neHp
B TeueHue [0-14 nueit

HeocnoxxHennsle HHOEKUMH KOXH M MATKHX
TKaHeil

15 mr/kr Macce! Tena gpa pasa B JicHb,
MakenmaneHo 250 Mr gBa pa3a B eHb

Bonesus Jlaiima

15 Mr/kr macce! Tena nsa pasa B AeHb,
MakcumaneHo 250 Mr 1Ba pasa B ieHb B
TeyeHue 14 nneit (ot 10 go 21 JUHS)

Hayuenmuor ¢ noyeyno Heo0CmamoyHocmuio

besonacHocts u adexrrBHOCTS pPUMEHEHMS
€ HApYIEHUAMH YHKUMH TIOYeK He Onpeens

ueypokcuma akceTmia y TNalHeHTOB
TTHCB.

Hedypokcum BeiBoguTes 13 OpraHu3Ma B OCHOBHOM MOYKaMH. Y HalMeHTOB co
SHAYHTENBHBIMU HAPY LIEHUSAMH QYHKLHM OYeK PEKOMEHAYETCA CHUXKEHHUE 03Bl
1epypoKCHMa, ISt TOTO YTOHHI KOMIICHCHPOBATD €ro 3aMeIEHHOE BEIBEEH e, Hedypokcum
3¢ deKTHBHO ynansercs us OpraHu3Ma BO BpeMs AManu3a.

Tabnuua 3. JTo3sr npenapara buopaued, PCKOMEHyEMEBIE /IS MALMEHTOB C HapyleHUAMHU

byHKuMHM noyex

Tir
Kanpenc kpeatnnuna (4ach) Pexomenayemnle 10361
230 Ma/mun/1,73 m? 1,4-2,4 | Heo6xoaumocTs KOPPEKLHHU A03b]
OTCYLCTBYET PN

T A LTS SO
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(TMnuyHas nosa 125-500 MT, IpPUHUMaeMast
[IBa pa3a B IeHB)

10-29 m/mun/1,73 m? 4,6 THIMYHAA 1033, NPUHUMAaeMas pas B CYTKH

<10 mn/mun/1,73 m? 16,8 THIHYHas 1033, NPHHUMaeMas pas B JBoe
CYTOK

[MauuenTs! Ha reMomuanuse 24 O1EPEAHYIO 03y CIIEAYeT NPUHUMATE

B KOHUE Kaxaoh NMpoLCAYPhI AUaIN3a

ayuenmor ¢ nevenoynoi HeodoCmamoyHocmoio

[laHHble, KacarolUuecs NauueHTos ¢ HapyIUEHUAMH QYHKLUH NEYeHH, OTCYTCTBYIOT.
Hedypoxcum BeiBOmMTCS M3 Opraln3Ma B OCHOBHOM IOYKaMH, [O3TOMY CUHTAETCS, YTO
HapyUIeHHs (GYHKUMM TIEYEHH HEe OKAa3bIBAIOT BIHAHHS Ha (apmMaKOKMHETUKY uedypoxcuma.

Hayuenmer noocunozo eospacma: wer HEOOX0AUMOCTH B MoaudHKaL MU AO3MPOBaHHS.

IIpumenenue 6 neouampuyeckoil npakmuxe

Buopaned nokasan getsam or 5 et u cTapiue.

Y Mnanenues (8 Bospacre >3 MECSALEB) U AeTeit papMaKOKHHETHKa LedypoKkcuMa Takas xe,
KaK H B3poC/eIX. HeT naHHBIX KIMHHYECKUX MCIBITAHMI OTHOCHTENLHO IPUMEHEHHUS
LeypoKcHMa aKkceTHNa y aeTeit B Bo3pacre 110 3 Mecsues. TabneTku Bbuopaueda nenrss
H3MEIEYaTk, IO3TOMY y NETeH, KOTOpEIE He MOT'YT IPOTTIOTUTE TabMeTKy, cenyer
IPUMEHSTE NIpENapar B popMe CycneH3u, JAOCTYNIHOMH Ha pHIHKeE.

Croco6 npumenenus

BHyTps.

Buopaued B dopme tabnerox C/ICRYCT IPUHUMATD NOCIE EBI C LENbIO 06eceYeHus
ONTHMAIBHOIO BCACKLIBAHHS.

TaGnerku, noxperreie obonouxkoi, He cnenyer ApoGHUTS, MO3TOMY OHH He NOOXOMAT IIs
NPUMEHEHHS Y NAlMEHTOB, KOTOPIE HE MOTYT [JOTATH TAGNETKH LIESTUKOM.

4.3. IlpornBonokaszanus
I'unepuyBcTBUTENBHOCTD K ACHCTBYIOLUEMY BELIECTBY HIH MI06OMY M3 BCIIOMOTaTe bHBIX
BELIECTB.

YcTanoBneHHas panee THNIEPTYBCTBUTENBHOCTD K Le(aloCHOpHHOBEIM aHTUOHOTHKAM.
BeipaxkenHas runepuyBcTBHTEIBHOCTE (Hanpumep, aHadunaKTHYeCKas peakuus) K Jiro6sm
ApyruM GeTa-1aKTaMHBIM aHTHGHOTHKAM (MeHHUUMATHHEEL, MOHOGAKTAMBI 1 KapbaneHemer)
B aHaMHese.

4.4. OcoGble ykazanus u Mepor NPEAOCTOPOKHOCTH NPH IPHMEHEHUU

Peakuuu runepuysctutensuoct

AHTHOHOTHK ClleryeT pUMEHSTH ¢ 0c060ii OCTOPOXKHOCTBIO Y MALMEHTOB, y KOTOPBIX Gbia

AIMarHOCTHPOBAHA AIEPrUYecKas PeakiMs Ha NEHHIWIITHHE! ik Apyrue OeTa-naKTaMHbIe

aHTHOHOTHKH, MOCKONILKY CYLUECTBYET PUCK NEPEKPECTHON HUyBCTBUTENBbHOCTH, Kak

M B CllyHae BCeX GeTa-TaKTaMHbIX aHTHOHOTHKOB, OTMEYaoc TNIOSIBJICHHE TAXENBIX

A/MEPTHYCCKUX PeaKUMH, B €AMHHYHBIX CITyYasX, TIpUBOAAIKX K cMepTH. B cnyyae

HaCTYILICHUS TSOKEION peakLuy rHIepyyBCTBUTENBHOCTH CIIENYET He3aMeTUTENBHO

HPEPBATE JICYCHUE LePYPOKCHMOM H TP ATIPHHSTE COOTBETCTBYIOLIHE HEOTIOXKHBIE MEPEL.

Iepen Havanom nevenus cnenyer BBISACHHTB, HE MMENIHCH JIH B IPOLWIOM Y NaliHeHTa

TSDKCJIBIC alleprudeckue peakiunH Ha Ledypokcum, Apyrue uehanocnopruHsl WK moboit

Apyroi GeTa-naKTaMHbI aHTHEHOTHK. G A NPH Ha3HAYEHUH
N

MHHHCTEPCTY
PECIT
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uedypoKcHMa MalKMenTy, y KOTOpOro paHbIle OTMEYANach Ierkas il yMepeHHast
THNCP1yBCTBUTEIBHOCTD K APYTrHM GeTa-TaKTaMHBIM aHTHOMOTHKAM.

Peakuus Apwnma-T'epkcreiiMepa

Bo Bpems npumenenns uedypokcrma akcetuia ¢ LeJbto eyeHus 6onesuu Jlaiima
(Goppenuosa) MokeT pazBUTBCS peakuus Spuma-I'epkcreiimepa. OHa BO3HHKaeT Kak
Pe3ybTaT AEHCTBHSA LHedypOKCHMa Ha Bo3ByauTeneit 6o/1e3Hu Jlaiima, ciupoxeTsl
Borrelia burgdorferi. Cnenyer TNPOHH(}OPMHUPOBATE NIALKEHTA O TOM, YTO 3TO YacTas K
OOBIYHO CAMOCTOSATENBHO NPOXOASLIAN PeaKius, ABJISIOIAACS CIIEACTBHEM IIPUMEHEHHS
aHTHOWOTHKA npu Gone3nu Jlaiima (cm. myHKT 4.8).

quC&MeQHBIﬁ DOCT HEYYBCTBUTEILHEIX MHKPOOPTaHHU3MOB

Kax u npu nevennn apyrumu aHTUOHMOTHKAaMH, PUMEHEHHE uedypokcuma akceruna Moxer
BBISBATE upesmepheLit poct Candida. [inutensHoe npumenenne Takke MOXET BBI3BaTh
PE3MEPHBIH POCT HE4YBCTBHTENBHBIX MHKPOOPTAHH3MOR (Hanpumep, Enterococcus

u Clostridium difficile), B PE3YNIbTATE 4Ero MOXET NOTPeGOBATECH NPEKpALIEHHE JTCYSHUS
(cM. myHkT 4.8).

[Ipu npumenenuyn mouru scex aHTMOaKTepHaNbHBIX NPeNapaTos, BKIIOYas uedypokcum,
OTMEHAIHCE Clly4an pasBUTHS [ICEBAOMEMOPAHO3HOIO KONHTA, CBA3aHHOIO ¢ NIPUMEHEHHEM
aHTHOAKTepHaNBHEIX MpenapaTos. Ero TeyeHme Moxer OBITB OT JIETKOTO O yrpoXxarowero
KM3HH. JIaHHBIH THArHO3 ClefyeT uMeTh B BHIY ¥ NALIMEHTOB C Mapeeii, pa3sBUBLIEHCS BO
BPEMI HJIM MIOC/IC 3aBEPILCHHs IPUMEHEHHS LEedyPOKCHMa (cM. myHKr 4.8). Heo6x0aumo
pacCMOTpPETb BONPOC O NMpeKpalleHUH JIEYEHUs 1ehypOKCHMOM, a TaKKe 0 Hayase JIEYCHUH,
HalpasJieHHoTo npoTus Clostridium difficile. Jlekapctaennsie npenaparTel, TOpMO3SLIHe
NEPUCTaNbTHKY, HA3HAYATD HE CeayeT (CM. MYHKT 4.8).

Bo Bpems npuMeHeHus nocnenoBaTensHoM TEpaNu HEOOXOAUMOCTh H3MEHEHHS
aHTHOMOTHKA Ha NIEPOPabHYIO (bopMy 3aBUCHT OT TsKECTH MHQEKILNH, KIHHHIECKOro
COCTOAHMA NALMCHTA U 1yBCTBUTENLHOCTH BO36ynuTens. Takoe H3MeHeHHe BO3MOXHO
TOJIBKO B CiTy4ae IBHOTO YJIyYIIEHUS KIHHHYECKOTO COCTOSHHUS nanuenTa. [1pu otcyTcTBun
KJIMHUYECKOrO YIyYIIEHHs B Te4eHHe 72 4acoB NapeHTEPAILHOTO JIEYEHHS], JICYEHHE [JOIKHO
GBITE nepecMoTpero. Heo6X0muMo 03HAKOMHUTECS ¢ nHopMaLHeit 0 npuMeHeHHH
ueypoKcHMa HaTpust Asis TNapeHTEPanbHOTO BBEACHHUS MEPES HAYANIOM TOC/IEAOBATEBHOI
Tepanuu.

Biystne Ha pesynbTate! naGopatopHeix mecesoBanwmi

HosBnenue nonoxurensuoro pesynetata npobel KymGea, cBsizanHoro ¢ NIpPUMEHEHHEM
uedypoKcuMa, MOXKET NIPUBOUTE K HENPAaBUILHBIM PE3yJIbTaTaM NEPEKPECTHRIX TPo6
(cM. myHKT 4.8).

Moryt nossnsatecs noxHOOTpHUATENEHBIE pe3ynbTatel npoGsl ¢ uHaHodepparamy, NI03TOMY
¢ UCJIBIO ONPEACNCHNS KOHLEHTPALMH ITOKO3! B KPOBH HITH CBIBOPOTKE y NaleHTOB,
NMOJTyYaIOWHX LedypOKCHMa aKCeTHII, PEKOMEHNYeTCs IPUMEHATH METObI

C MCIIONIb30BAHHEM TIIOKOOKCHAA3b! T FeKCOKHHA3EL,

Baocnas ungpopmayus o 6Cnomo2amenvHbIX 8eugecmeax

IIpenapar Buopaued comepxut narpuii:

Bropaued 125 mr conepxur 3,85 mr HaTpusl. JlaHHBI nipenapaT conepkuT menee | MMOE
(23 mr) Hatpus Ha | TabIeTKy, TO €CTh 10 CYTH He COACPMKHT HATPHS.

Bropaued 250 mMr conepxur 7,7 mr HaTpus. [aHHBIN npenapat conepxut menee | MMos
(23 Mr) Hatpus Ha 1 TabneTky, TO ecThb Mo CYTH He CONEDKHUT HATpUd

i COrYNACDT
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Buopaued 500 mr comepsxur 15,41 mr HaTpus. JlaHHbIH npenapar coaepxuT menee | MMOJE
(23 Mr) Hatpus Ha 1 Tabnerky, To ecTh Mo CYTH HE COAEPXKHT HaTpHsl.

4.5. B3aumopneiicTBue ¢ APYTHMH JIEKaAPCTBEHHBLIMH NpenapaTamMu 1 apyrue GpopMbl
B3aHMOOeHCTBHS

[penapats!, cHUXAIOLIKE KMCIIOTHOCTE KCJIyROYHOTO COKa, MOTYT yMEHBILATD
OuonocrynHocTh uedypokcuMa akceTua no CPaBHEHHIO ¢ OMOJOCTYIHOCTHIO HaToUaK

H MOTYT NPpHBOAUTE K HCUE3HOBEHUIO 3¢ deKkTa NOBEILEHHOrO BCACHIBAHKS JIEKapCTBEHHOIO
npenapara, NPUHATOrO MOCJIE ebl.

Lledypoxcum BriBoauTCS M3 Opranusma B PE3YJIBTaTe NpOUECCOB Kiy604YKOBOH QrnbTpauyu
1 KaHaNlbLIeBOM Ccekpeunu. He pekoMennosano OJHOBPEMEHHOE NPUMEHEHHE

¢ npobexeun oM. OHOBpeMEHHOE IpHMEHeH e npoGeHeyIa B 3HAYMTENBHOM CTeneHn
YBEIIMYHBACT MAKCHUMATbHYIO KOHLEHTPALMIO, MIOWAAb N0/ KPHBOH «KOHLIEHTPALIKA

B CRIBOPOTKE — BPEMS», @ TAKXKE MEPHO/ NOITYBbIBEACHHS ueypoKcHMa B (ase MUMHHALKL.

OnHoBpeMeHHOe NpHUMeHEHHE ueypoKCHMa ¢ epopanbHBIMH @HTUKOAryJIsiHTaMH MOXET
TIPUBOZUTH K NOBBILICHHIO MEXKIYHAPOIHOTO HOPMAIH30BAHHOIO oTHowenus (MHO).
Hedypoxcum MoxeT BT Ha KHIIEYHYIO GIIOpY, YTO NPHBOAKMT K CHUXKEHHMIO peabcopbuun
SCTPOreHa U CHIKEHHIO S (PeKTHBHOCTH KOMGHHHPOBAHHDIX OpaNbHBIX KOHTPALEIITHROB.

4.6. BepemeHHOCTD M JaKTaUHs

m  bepeMeHHEIM XeHIIHMHaM creyeT cobmoaate 0coGyro 0CTOPOKHOCTE npu
NPUMEHEHHH npenapata bruopaued, ocobenno B neppom TPHUMECTpE, XOTS 0 3TOTO
BPEMEHH He OBUIO YCTAHOBIEHO SMBPHOTOKCHYHOIO 1 TE€PaTOreHHOro AeHCTBHUS.
[Ipenapat MoxeT npumensTecs Bo BpEM GEPEMEHHOCTH TOJIBKO B ClTyyae KpaitHei
Heo6X0qUMOCTH.

m  ledypokcum npoHMUKaeT B rpysHOE MOTOKO B HeGOMBIINX KONHYECTBAX.
B TepanesTuyeckux 103ax nosiBiIeHHE HexXenaTeNbHEX 3¢ dexToB He oxMpmaeTcs,
OAHAKO PHCK BOSHHKHOBEHHA IpHOKOBOM HH(EKLMH WK AMapEH MONTHOCTBIO
MCKIIIOYHTH Helb3A. [IpH BO3HMKHOBEHHH 3THX 3 ¢eKTOB KOpMIIEHHE IPYABIO HOMKHO
OBITh MpekpameHo. Takke CJICAYCT MPUHATE BO BHUMAHKE PHCK BOIHHKHOBEHHS
THNEPYYBCTBATENBHOCTH. Kopmawum Matepsam He CJIEAYeT NPUMEHSATH TIpeNnapar, eciu
OH He ABJIETCS abCOMOTHO HEOOXOAUMBIM.

4.7. Bansinue na cnoco6HocThb YIpaBJIATE TPAHCIIOPTHLIMH CPEACTBAMH H paboTaTh

€ MeXaHU3MaMH

buopaned moxer BbI3bIBATE TOJIOBOKpYKEHHE, HEOGX0AMMO MPOHHGOPMUPOBATE MalHeHTa
0 HEOOXOAUMOCTH COGMIOAEHMUS OCTOPOXHOCTH NPH YNPABJICHUH aBTOMOGHIEM H ApYFUMH
ABHXKYUTUMHUCS MEXaHHU3MaMHM.

4.8. HexxenaTenbHble peakunu

Hau6onee uacto BosHukanu: pe3MepHEIH poct rpubkos Candida, S03HHOPHIIHS,
FOMIOBOKPYXKEHHE, rON0BHast 6016, HAPYILEHHS CO CTOPOHBI KMy NOYHO-KHIIEYHOTO TPaKTa
1 TPaH3UTOPHOE NOBBILICHHE YPOBHS (hEPMEHTOB HeYeHH.

YacToTa BOHUKHOBEHUS HEXeNaTeTbHbIX 3bPexToB onMcana npuGIM3MTENEHO, TAK Kak s
OONBLUIMHCTBA ONMKMCAHHEBIX HEXKENATENbHBIX a¢dexToB naHHbIe, MO3BONAIOLIME TOUHO
OLCHHUTB 4aCTOTy (Hanpumep, Niane6o-KOHTPOTHpyeMble HccenoBanus), OpUTH
HEOCTYNHEI. TaKke 4acTOTa BO3HUKHOBEHHS HEXeNaTeNbHAIX 3¢ pexToB MOXKeET
pasInyaThes B 3aBUCUMOCTH OT NMOKa3aHHUA, MO KQ : ePypokcuma
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AKCETHIIL.
Jlist onpeNeNeHns YacTOTEl HeXKeNnaTebHbIX 3¢ dexToB 0T «OuEHB YacTO» nO «penko» OpuIH
HCTIO/Ib30BAHBI IAaHHBIE KPYITHBIX KIIMHHYECKMX Mccnenosanuii. Yactora OCTaJbHBIX
Kateropuii (T.e. <1/10 000) onpexensnace no AAHHBIM MOCTPETUCTPAIMOHHOIO HabIOAEHHUS
1 MOXET CBHACTENLCTBOBATE TOJIBKO O YACTOTE COOBLIEHHUH, HO He peanbHOl YacToTe
BO3HHUKHOBEHUS. J[aHHEIE M1ale00-KOHTPOIHPYEMBIX HCCIeA0BAHMIH GELTH HEIOCTYIHEL

B cnyyae, xoraa yactors! 6sutH OTPEACIICHBI B XON€ KIIMHHYECKUX HCCIEN0BAHMIM, OHM
OCHOBBIBAIIHCH Ha JIEKAPCTBEHHO OIOCPENOBAHHBIX AAHHBIX (KITMHHYECKOH oLeHKe
uccnenosatens). B xaxnoit rpynne no yactore noGounsie 3¢ dekTr! pacnonararorcs

B MIOPSIAKE CHIKEHHUS THKECTH. ’
HexenarensHuoie peakuuu 6p11u K1aCCH(ULMPOBAHEI COrTNACHO YacToTe BO3HUKHOBEHMS:
OYEHB 4acTo (=1/10); yacto (>1/100 mo <1/10); newacro (>1/1 000 o <1/100); peako
(21710 000 no <1/1 000); ouens penko (<1/10 000).

Hudexuunonnsie n napasurapxele 3a6oeBanus
YacTo: kauau03.
YactoTa HeusBecTHa: upe3Mepuslit poct Clostridium difficile.

Hapymenus co croponni KpOBHU H TUMpaTHYeCKOl CHCTeMBI

Yacro: s03uHO MMM

Heuacro: nonoxurensuerit Tect Kym6ca, netixonenus (nxorna TSDKeNast), TPOMOGOLUTONEHHS.
YactoTa HensBecTHa: reMONUTHYECKAS AHEMMUS.

AHTHOHOTHKY U3 rpymEl LedanocnopuHos Moryt aIcOpOUPOBATECS Ha NOBEPXHOCTH
MeMOpaHEI KIIETOK SpUTPOLUTOB H BCTYNATh B pEAKLHIO C aHTHTEIaMH, HANPABIEHHBIMH Ha
9aCTHLE! nipenapata. 3To BeAeT K BO3HUKHOBEHMIO MIONIOKHTEBHOIO Tecta Kym6ea (uto
MOXKCT HMCTh 3H4YCHHUE NP BHITIONHEHUH TIEPEKPECTHBIX npo6 KpoBH), a TaKxKe OYeHp penko
K F€eMOJIMTHYECKOH aHEMMUH.

Hapywmenus co cropons: HMMYHHOH CHCTEMbI
YacToTa HeusBecTHa; /ICKapCTBCHHAS JINXOpaJKa, ChIBOPOTOYHAS GoNe3Hb,
aHaQHIIAKTHYECKHIT IOK, peakuus Spuw-T'epxcreitmepa.

Hapyuwienusi co croponsr HepBHoit cueremsr
Hacto: ronosnas Gonb, rosoBokpyxenue.

Hapymenus co cropouni EJYAOYHO-KHIUEYHOr0 TPaKTa

Yacto: guapes, TOWIHOTA, GOJIH B )XHBOTE.

Heuacro: psora.

YacToTa HeM3BecTHa: TCEBAOMEMOPAHO3HBIN KOMHUT (KaK U ¢ APYTHMHU aHTHOHOTHKAMHU
C WUHPOKHUM CNIEKTPOM AEHCTBHS).

Hapymenns co ctopons: neuenu u HKeTIeBbIBOASIMX MyTeil
Yacto: npexonsmee yennuenne aKTHBHOCTH MEYCHOYHBIX pepmentos (ACT, AJIT u JIan),
OOBIYHO pasperaeTcs caMoCTosTeNbHO.

YacroTa HEHU3BECTHA: Kenryxa (HpeHM}’H.IeCTBCHHO XOHCCT&TH'—[CCKa}I), re€rnaTmr.

Hapymenus co CTOPOHDbI KOKH ¥ NOAKOKHBIX TKaHeli
Heuacrto: koxxHas cuinb.

Yacrora HeusBecTHa: KpanMBHMUA, MYNETH(GOpPMHas SpUTEMa, 3y, cuHApoM CTHBEHCa-
JDKOHCOHA, TOKCHYECKHi SMUACPMANBHBIA HEKPONIU3 (IK3aHTEMATO3HBII HEKpO3),

0
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AHTMOHECBPOTHYECKHUM OTEK.

Heouampuueckue nayuenme
IIpodune GezomacHocTr HedypoxcHM akceTnna Yy Aetelt nogoGen npoduimo y B3pocibIX.

Coobwenue o neacenamenvruix pearyusx

BaxxHO coo61maTh 0 nono3peBaeMbIX HexenaTeTbHEIX PEaKUHAX [OCNIE PErUCTpaLuH
JICKapCTBEHHOTO NpenapaTa ¢ LUeMbIo 06ecTeYeHHs HENPEPBIBHOTO MOHHTOpPHHTra
COOTHOLUCHHS (I10JIb32 — PHCK) JIEKAPCTBEHHOTO IpenapaTa. MeXulMHCKUM paboTHuKam
PCKOMEHIYETCs COOBIATE O JIIOGBIX NON03PEBAEMEIX HEKENIATENBHEIX peakuusx
JICKapCTBEHHOTO MpenapaTa 4epe3 HaHOHAIBHBIE CHCTEMBI COOBIICHHUS O HeXeNaTeNbHEIX
peaKkuAX rocyaapcTs wieHos Eppasuiickoro skoHoOMHYeckoro corosa.

4.9. Ilepenosuposka

[Tepesio3nposka MOXeET BBI3BATH HapyIEHUS LEHTPaNbHON HEPBHOMN CHCTEMBI:
JHLEeanonaTHo, Cyaoporu, komy. CUMOTOMBI NEPE103UPOBKH MOTYT TaKXKe MPOSBUTHCS
NpH Ha3HAYCHUM HECKOPPEKTHPOBAHHOM 103bl MALMEHTAM C TIOYSYHOM HEI0CTaTOYHOCTEIO,
KOTOPBIM HE MIPOBOANNACE COOTBETCTBYIOMIAA KOPPEKUHMS JO3BI (CM. nyHKT 4.2. Crioco6
NPUMCHCHUS U 103b1). [Ij1sl CHUKEHHS KOHUEHTPaUuH LedypokcHMa B CBIBOPOTKE
HE0OX0AMMO BBIMOSHUTE FeMOAHAIH3 HITH NEPUTOHEATBHBIA AHATH3.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

PapMakoTepaneBTHYeCKas Ipymnma; AHTHGaKTepHaBHbIE CPEACTBA A1 CHCTEMHOIO
npuMeneHus. [Ipodne Gera-naktaMHuble aHTHEGHOTHK. Hedanocnopunsl BToporo nokonenus.

Kon ATX: JOIDC02

Mexanunsm aeitcTeus

Hedypokcuma akcerun THOPONH3YeTCS HEPMEHTAMH 3CTEPA3aMH B AKTHBHBIIA aHTHOHOTHK
uedypoxcum. Liedypokcum GIOKMpYeT CHHTE3 KIETOYHBIX CTEHOK Gakrepuii BcneacTere
COCAMHEHHS C MEHUUHIUTUH-CBA3BIBAIOLIUMH nporenHaMu. Ilpouecc GHocunTesa KieTouHoi
CTEHKH (NIENTHAOTIUKAHA) MPEPBIBAETCH, YTO NPUBOJHUT K JU3UCY GakTepuanbHOi KeTKH

U ee rubenu.

Mexanusm yeroiuuBoctu
YcroituuBocTs GakTepuii K 1edypOKCHMY MOXKET BO3HHKATB BCIIECTBHE OJTHOTO HJTH
HECKOJIbKUX U3 CIEAYIOIINX MEXaHU3MOB:

* THApONM3 OeTa-NaKTaMa3aMH, B TOM YHCNE 6eTa-aKTaMa3aMu pacIiHpEHHOro
cnexrpa (ESBL), a Takke pepmentamu AmpC, kotopsie y HEKOTOPEIX BHIOB
a’pOBHBIX rPaMOTPHLIATENBHBIX Gaxrepuii MoryT NOABEPraTbCsa MHAYKUHH HIIH
YCTOHYMBO#H Aepenpeccuy;

¢ CHHXCHHOC CPOACTBO NEHHLM/IIMH-CBA3BIBAIOIHX NPOTEHHOB K Ue)ypPOKCUMY;

¢ HCNPOHHMUACMOCTH BHELIHErO CJI0S CTCHKH, OrPaHHYMBAIOILEro AoCTYM uedypokcuma
K NEHUUH/ITMH-CBA3BIBAIOLUMM NPOTEHHAM Yy TpaMOTpHLATENbHEIX GaKTepuit;

® HacoCHl y GaKTepHit, aKTHBHO BHIBOAALIHE 1ue¢ypOKCHM M3 KIETKH.

Cnenyer oxunars, 4to 6aktepun, NpHOGpETLINE YCTOMYHBOCTD K APYTUM MHBEKLHOHHBIM
nedanocnopunam, 6yayT o6nagars YCTOHYHBOCTBIO K ey poKCHMY.
B 3aBucumMocTH ot MexaHu3Ma ycToi4nBocTH, 6akTepru, npuoSperiu
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K ICHAUAJLTHHAM, MOTYT IEMOHCTPHPOBATH NOHIKEHHYIO 1YBCTBUTENbHOCTD MK
YCTOHYHMBOCTE K ey pOKCHMY.

HQCQCHBHLIG KOHLHEHTpauUH QCQ! POKCHMa aKCceTuaa

IpencrasienHsie HuKe NpeaeNbHbIE 3HAYEHHA MHHIMAJTEHEIX HMHIHOHPYIOLIMX
KOHUCHTpauui (aHrn.: minimum inhibitory concentration — MIC) 6s111 onpenenenst
EBpornefickumM KOMHUTETOM 10 TecTHpOBaHHIO HYBCTBUTEJIBHOCTH K aHTHMHMKPOGHBIM
npenaparam (auri.: European Committee on Antimicrobial Susceptibility Testing —
EUCAST).

Lv] Ipenenbnbie KoHneHTpanuu (Mr/a)

HKPOOpraHuim 4 y
Enterobacteriaceae -2 <8 >8
Staphylococcus spp. 3 3
Streptococcus A, B, C u G A 4
Streptococcus pneumoniae <0,25 >0,5
Moraxella catarrhalis <0,125 >4
Haemophilus influenzae <0,125 >]
[IpenensHsle KoHUEHTpaLuHy, IE® IE>
HECBSI3aHHBIE C BUAOM '

! TIpenensHbie KOHUEHTpaluy uedanocnoputos ans Enterobacteriacae YUYHTBIBAIOT BCE
IJIHHUYECKH 3HATMMBIE MEXaHU3MBl YCTORIHBOCTH (B TOM YHCIe OMOCPEeIOBAHHOM
SBL 4 nnasmMugHeiMu AmpC). Mcnons3ys BellleyKa3aHHbie KpUTEpHH, HEKOTOpBIE
[TaMMBI, PONYLUPYIOILHE GeTa-TaKTaMa3bl, MOXKHO CYHTATE YYBCTBHUTENBHEIMH WK
MEPEHHO YyBCTBUTE/BHEIMH K LIEDANOCTIOPHHAM 3 U 4 IOKONEHUS U TaK 1 crenyer

X 0003Ha4YaTh, HE3aBUCHMO OT TOro, coaepxat yim oHn ESBL uian Het. Bo MHOruX
peruonax oGHapy)xeHHe H onpenenenne ESBL ¢ Lenbto 3¢ PeKTHBHOrO Neyenus
MHGEKUMI HOCUT PEKOMEHATENBHBIH WK 00s13aTeNBHBIA XapakTep.

F TONBKO HEOC/OKHEHHEIE HHQEKLHMH MOYEBBIX IMyTei (UMCTHT); cM. myHKT 4.1.

P O 4yBCTBHTENBHOCTH CTaHIOKOKKOB K Ledanocnopunam CYIAT 1o ’
[1YBCTBUTE/IBHOCTH K METHLMJIINHY ; HCKTIOUEHUS! COCTABIISIOT uedrasuaum, nedukcum
M 1edTHOYTeH, ISt KOTOPEIX MpeaeNbHbIE 3HAYCHHS HE YCTaHOBJICHEI H KOTOpEIE He
CJACAYET NPUMEHSATE NPU UHOEKUMAX, BBI3BAHHBIX CTaHIOKOKKAMH.

* O uyBcTBHTENBHOCTH 0eTa-reMONIMTUYECKHX CTPENTOKOKKOB rpynnel A, B,Cu G

K OeTa-TaKkTaMHEIM aHTHOHOTHKAM CYZAT IO 1yBCTBUTENBHOCTH K IICHULM/LTHHY.
Henocratouno nokasarenscrs, uto Bun GakTepuit aBnseTCa noaxoaAwed Henbio
PICICHNA OMTUCAHHBIM IIPENapaToMm.

MoxeT ykasbiBatbcs MIC ¢ KOMMCHTapHeM, HO 6e3 OTHOBPEMEHHOIO OTHECEHHS
llirpynne Yum V.

Y = uyscTBUTENBHEIE, Y = yCTORUMBDIE

Mukpobuonoruyeckas YYBCTBUTENBHOCTD

Hactota npruoGpereHHoi YCTOHYHBOCTH BBIOPAaHHBIX BHAOB MOXKET H3MEHATHCA

B 3aBHCHMOCTH OT reorpagHuecKoro MecTonoNoKeHHs 1 BpemeHu. Tlokasan cGop
peruoHansHoH HHGOpMaumy, Kacarowecs YCTOMYMBOCTH, 0COOEHHO TIPH JIEYEHUH TAKENBIX
uHdexumi. B cnyyae Heo6xoaumocTH crnenyeT oOpaTHTBCA 3a COBETOM K CreUalucTam,
0COOEHHO KOra MECTHas 4acToTa BCTPEYaEMOCTH YCTOHYHBOCTH TaKOBA, 4TO
LEnecoo0pasHOCTh NPUMEHEHHUS uedypokcuma akceTua COMHWTEJIBHA, [0 MEHBIIEH Mepe,
TIpU HEKOTOPBIX BUAAX HH(EKIHIA.
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In vitro uedypoxcum 06BIMHO feicTByeT Ha creyromue MHKPOOPTaHH3MBEl.

H]bl, OOBIYHO YYBCTBUTEIbHBIE

3pOGHEIE rPaMIONOKUTENBHEIE GaKTePHH

Staphylococcus aureus (4yBCTBUTENBHBIH K METHLMIUIMHY )*
Koarynaso-HeratusHsiit Staphylococcus (4yBCTBUTENBHEIH K METHUUMIITHHY)
Streptococcus pyogenes

Streptococcus agalactiae

A3pOGHEIE rpaMOTpHULIaTENBHEIE GaKTepHH

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

CnMpoxeTsl

Borrelia burgdorferi

HKPOOPraHU3MBI, CPei KOTOPBIX MOXeET BO3HHKHYTh npoGJema
NpHOGpeTEeHHOM YCTOHYHBOCTH

A9pOGHEIE rpaMIIONOKHTENBHBIE Gakrepun

Streptococcus pneumoniae

A3po6HBIE TPaMOTPHLIATENBHEIE bakrepun
Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Proteus spp. (xpome P. vulgaris)

Providencia spp.

AHa3pO6HbIE rPaMIIOI0KHTENbHEIE GAKTEPHH
Peptostreptococcus spp.

Propionibacterium spp.

AHa3pO6HEBIE rPAMOTPHLIATENBHEIE b6akrepuu
Fusobacterium spp.

Bacteroides spp.

MHKDOOPraHH3MBI ¢ TPHPOXHO YCTOHYHNBOCTLIO
A3poGHEIE IPaMIOIOKHTENbHbIE GAKTEPHH
Enterococcus faecalis

Enterococcus faecium

A3po6HEIe rpaMOTpHIIaTEIBHBIE Bakrepun
Acinetobacter spp.

Campylobacter spp. ™
Morganella morganii BMHHCT - AT A
Proteus vulgaris '

Pseudomonas aeruginosa

Serratia marcescens

AHa9pOOHEIE rpaMOTpHIATENBHbIE GaKTepHH
Bacteroides fragilis

Jlpyrue

Chlamydia spp.

Mycoplasma spp.

Legionella spp.

Gl NN
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* Bee S. aureus, ycToMYNBEIE K METHIMIITHHY, YCTOHYHBBI TakKe K HedypoKcHMy.

5.2. ®apmakokuHeTHYeCKHe CBOICTBA

Abcop6uus

Iocne npuema BHYTpB LEdypOKCHMa akceTHN BCackIBaeTCs U3 JKEJIy JIOYHO-KHIIEYHOI O
TPaKTa U OBICTPO FHAPONU3YETCS B CU3UCTOM 0GOOUKE KHIICYHHKA U B KPOBH, B pe3yJIbTare
H€ro B UPKYIALHAIO NOCTynaeT cBoboauslii uedgypokcum. BeackiBanue npenapara
NMPOUCXONUT ONTUMAJIBHO B CITy4ae €ro MpHeMa BCKOPE TOCIE e/Ibl.

Ilocne npuema nedypokcuma akcetnna s ¢opme Tabnetox MakcuManbHBIe KOHLIEHTpaUHH

B CBIBOPOTKE (2,9 MKI/MN nocine n03sl 125 Mr, 4,4 MKr/Mi nocie o361 250 mr, 7,7 Mxr/mn
nocne no3el 500 mr u 13,6 Mxr/ma nocne go3sr 1000 MT) IOCTHTAIOTCS NPUGITH3UTENBHO
4uepes 2,4 yaca nmocjie npueMma, B CIIy4ae eciu npenapaTt NpUHAMAETCA BMECTE C €0,
CkopocTts BeackiBanus Hedypokcuma 3 CYCTICH3UH MEHBIIIE, B CPABHEHHH C TabNeTKaMu,
9TO NPUBOIMT K GOslee NO3AHEMY JOCTHXEHHIO MEHbIIEH N0 Be/IHYMHE MaKCUManbHOH
KOHLICHTpALMH B CBIBOPOTKE M K YMEHBILEHHIO GHONOCTY THOCTH (Ha 4-17%). Lledpypokcuma
aKCETHNI B OpPME CYCNIEH3MH IS IpHeMa BHYTPDb BO BPEMs HUCCIIE0BAHUS Y 3A0POBBIX
B3POCIBIX JIML HE GBLT GHO3KBHBAIEHTEH LedypOKCHMA aKceTuiy B popMe TabieTok,
MOSTOMY HEJIB351 €r0 3aMEHATh, NPOCTO EPEBOA MULTATPAMMEI B MHJITUTPaMMBI

(cM. nyHKT 4.2). ®apMaKkOKHHETHKA uedypoKcHMa ABJAETCS NHHEHHOH BO BCeM Jnana3oHe
AO3HPOBOK B Clly4ae NpueMa BHYTph: oT 125 mr ao 1000 mr., IIpy noBTOpHEBIX MpremMax
BHYTPb 1103 0T 250 Mr 0 500 Mr KymysLus 103 He HacTymnana.

Pacnpenenenue

CaasbiBanue ¢ 6e1KaMu COCTABIISET OT 33 A0 50%, B 3aBUCUMOCTH OT UCIIONB3yeMoit
Metoauky. ITocse npueMa oqHOKPaTHOM JO3BI uedypoxcuma akcetuna 500 mr B dopme
TabeTok y 12 300poBEIX [0GPOBONBLEB Kaxyuuics o0veM pacnipeneneHns coctasnan 50
(CV%=28%). Konuentpanuu uedypokcHMa, MPEBBIAIONIHE MUHUMATEHELE MHrHbUpYOLIHe
KOHLCHTPALIMK 15 IOBCEMECTHO PacpOCTPAHEHHBIX GaKTepHuit, MOTYT AOCTHIaThCs

B MHHJANIMHAX, TKaHAX OKOJIOHOCOBBIX Ma3yX, CIM3UCTOM 060/104Ke OpoHX0B, KoCTAX,
MICBPA/IbHOH XKHUIKOCTH, CYCTAaBHOM XHUAKOCTH, CYCTABHOM CMas3Ke, XUAKOCTH B GpromrHoi
TOJIOCTH, JKET1H, MOKDOTE, CTEKIIOBHAHOM Tene. B ciyyae BocnaneH s MO3roBx obomnouek
Le(YPOKCHM TMPOHUKAET Yepes remaTo3Huedannyeckuit Gaprep.

Mertaboauszm
Hedypokcum He noaBepraercs Meraboausmy.

BriBenenue
[Tepnon nonyssiBenenus us CBIBOPOTKH cocTasiser 1-1,5 yaca. Lledypokcum BeiBOmuTCS

13 Oprani3Ma B pe3yNbTaTe NPOLECCOB KUTyGO4KOBOM GHNBTPALMH H KaHaJIbLIeBOH
cexpeuuH. Iloveunslit kiupenc cocrabnser 125—148 mu/mun/ 1,73 M%.

Ocobvie zpynnsr nayuenmog
ITon

Pasnnuus B papmakokuueTyke 1eyPOKCHMA Y MY>KUHH H KEHIIMH He HabmoJanuCh.

[TaunenTH noXxuIoro Bo3pacta

Y NauueHToB NoKMIIOro BO3pacTa ¢ HOPMANbHO! (yHKUMEH NOYeK NP NPUMEHEHHH 03
RO 1 T' B CyTKH OTCYTCTBYET HEOGXOAUMOCTE cobmonate 0coGyto ocTopoxHoCTs. [Toueynas
(YHKIUHS y TIALHEHTOB MOXKHMIIOTO BO3PAcTa MOXKET GhITh CH . C YeM J03Y

. TAE
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fipeniapata y MalMeHTOB TOXHIIOro BO3pacTa ClIEAYeT KOPPEKTHPOBATH B COOTBETCTBHU
CO CTENCHBIO COXPAHHOCTH (yHKUMH NOYEK (CM. MyHKT 4.2).

eTH
Y nereii crapuie 3 Mecsiues hapMakoKHHETHKA LedypoKcHMa CXO/IHA ¢ TaKOBOH Y B3pOCIEIX.
JlOCTYNHbIE NaHHEBIE 110 Pe3y/BTATaM KIHHHYECKHX HCCNIEOBaHMH, KacaroIuxcs
NPUMEHEHUS LePypOKCcHMa aKCeTUa y JeTeil Miuanme 3 MECSLIEB, OTCYTCTBYIOT.

Hapymienns dynkuuu nouex

BesonacHocTs u 3¢ dexTuBHOCTS NpUMEHEHHA [edyPOKCHMa aKCETHIA Y NTALHEHTOB

C HApYIIEHHAMU YHKUHH TTOYEK HE OTIPEENSITHCE.

Ledypokcum BeIBOgUTCS M3 OpraHH3Ma B OCHOBHOM noukami. [Tostomy, kak u B ciiy4ae
C aHAJIOTHIHBIMM AaHTHOHOTHKAMH, Y IALMEHTOB CO 3HAYHTE/bHBIMU HapyLUECHUAMH
(YHKUMH noyex PEKOMEHIYeTCA CHIDKEHHE 03B! LiedypOoKCHMa, IS TOro YTO6E
KOMINICHCHPOBATD €T0 3aMeNIEHHOE BhiBeAieH e, Liedypokcim s¢dexTHBHO yransercs 3
OpraHM3Ma BO BpeMs JUaju3a. '

Hapyienus dynkunu neyenn _
HocTynnble naHHble, KacarowLHecs NALHEHTOB C HapylICHHUAMH GyHKLUHY NTeYeHH,
OTCYTCTBYIOT. Lledypokcum BEIBOAMTCA U3 OpranuaMa B OCHOBHOM MOYKAMH, ITO3TOMY
CHUTACTCA, YTO HANMHYME HApYIIEHHH QYHKLMM NI€YeHH He OKA3bIBAIOT BJIMSIHUSA Ha
apmakokuHeTHKy Uedypokcuma.

DapMakoKHHETHYECKH-(HapMAKO IMHAMHYECKHE 3aBucumoctH (PK/PD)

B otHOwenny nepanocnopuuos TI0Ka3aHO, YTO CaMbIM BaXXHBIM (hapMaKOKHUHETHYECKH-
(hapMakoMHAMHYECKUM MOKA3aTeNEM, CBI3AHHBIM G 3¢ deKTHBHOCTEIO in vivo, sBnsteTcs
BBIPAXXCHHAs B BUJIE NPOLIEHTA YaCTh BPEMEHHOrO NpoMeXyTKa Mex Ay nozamu (%T),

B KOTOPO# KOHUEHTPAlLIHU HECBA3AHHOTO npernaparta 0CTaeTCs BBIIE MUHUMAJBHOM
MHTHOHpYyIOLIeH KOHLEHTpaLHH (MIC) uedypokcuma mis neneBoro Bua 6akTepuii (To ecth
%T>MIC).

5.3. loxnuHu4ecKkne naHHbIe 0 OesonacHocTn

HccnenoBanus Ha )XUBOTHBIX He MOKazanu MYTareHHOro, KaHIEPOTEHHOTO U TEPATOTEHHOTO
AeHCTBHS LedYPOKCHMa, a TAKIKE HEFAaTHBHOLO BO3JEHCTBHA Ha POXAAEMOCTE U
bepTHIBHOCTS. '

He 651110 BRISIBICHO BNMAHUA Ha POXJaEMOCTb ¥ (PEPTHIBHOCTE KPBIC MOC/E BBEJICHUS
CYTO4YHOM 103kl | I/KT Macchl Tena, nocne CYTOUHOH 03B! 3,2 I/KT MaccHI Tefa He 65110
BBISABJICHO BIMSHHA Ha IUIOI.

Paznnynnie 1e(anocnopuHE! HHTUOHPYIOT aKTUBHOCTD raMMa-rilyTaMu/ TpaHCIENTHAA3EI

B MOY€ KpBIC, OHaKO LedypoKcHM ACMOHCTPHPYET 6oJiee HU3KHUIA YPOBEHb HHTUOHPOBaHHS.
3ITO MOXET HMETh KIMHUYECKH 3HAYMMOE BJIMAHHE HA NIPOBEJCHHE 1aGOPaTOPHEIX
HCCIIEIOBaHUH Y YenoBeka.

6. PAPMAINEBTHYECKHE CBOMICTBA
6.1. Ilepeyen» BcnoMoraTeabHbIX BelIeCTB

KapGoxcumeTnnkpaxman narpus
KpemHus anokena xonmonauslit g
Kpockapmennosa natpus Frosmmme
Kpaxman npexenatuHuznposanubiit JE——
Hatpus naypuncynsgar
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Cocras o6onouku: (Opadry white 03Y28739) runpomennosa, TuTana JHOKCH, KaCTOPOBOE
macro.

6.2 HecoBMecTHMOCTD
He npumenumo.

6.3. Cpok rogsocTu (cpok XpaHeHHus )
2 roga

6.4. Oco0ble MephbI MpesocTOpoXKHOCTH NPH XpaHeHHH
XpaHHUTB B 3aIUIIEHHOM OT CBETA M BJArU MecTe, npu Temneparype ao 25°C.

6.5. XapaxTep u conep:xanus [IEPBUYHOMN YNIAKOBKH

TaGnerku ynakoBsiBatot B 61ucTeps! us doneru AL/OPA/AL/PVC 1o 10 wu 14 Tabnetok
(2 6nuctepa o 5 wnm 7 Tabnerok), KOTOpBIC NIOMEIIAIOT BMECTE C JINCTKOM-BKJIAABILIEM

B KAPTOHHYIO KOPOOKY.

6.6. OcoGbie MepbI IIPeNOCTOPOKHOCTH IPH YHHYTOKEHHH HCIIOIB30BAHHOIO
JIEKAPCTBEHHOI 0 NPeNapaTa UK 0TX00B, NOJNY4eHHBIX HOC/Te NpUMEHEHHS
JIEKapPCTBEHHOr0 Npenapara uid paboTebl ¢ HUM .
Jlxo6Ble HEMCTIONB30BAHHEIE IEKAPCTBEHHbIE CPEACTBA MM OTXOAB! JOJIXKHBI GBITD
YTATH3HPOBAHBI B COOTBETCTBHH C MECTHEIMH TPEGOBAHUAMH.

6.7 Ycnorus ornycka:
Otnyckaercs o peuenty.

7. JEPYKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Gapmanestuueckui 3asox «[I0JIbOAPMAy» AO
ya1. Ilenennunscka 19, 83-200 Craporapa I'nanscku, [onsima

8. IPON3BOJAUTE.JIH

Dapmauestnyeckuit 3asox «[TOJIbOAPMA» AO
[IpousBoacTBEHHOE OTAENEHME B HyxHunax

ya. Oxapogcka 28/30

05-850 Oxapys Masosewuky, [onsia
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