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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIOFO TIPEITAPATA °

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

JleBuHOKC, 5 Mr/mi1, pacTBOp 111 HHDY3HIA.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTBytO1IIEE BEMIECTBO: JICBO(IOKCAIIHH.

Kaxxaplit M1 pacTBopa coaep uT 5 Mr jeBodiokcanuHa (B BUJIe TeMUTHAPATA).

Kaxxnprit dpnaxon 50 M cogepskut 250 Mr sieBoduiokcamnHa (B BUAE TEMUTHIPATA).

Kaxnapiii dpmaxon 100 mut comepskut S00 Mr ieBodaokcanuna (B BUAC TEMUTHIPATA).

BcnomorarennHbie BCIICCTBA, HAJIMYMUC KOTOPLIX HAJA0 YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npemnapara: HaTpuil (cM. pasaen 4.4.).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop 11 undyszuii.

HpO3p3.‘lHBIfI PaCTBOP KECJITOI'O UJIN 3CJICHOBATO-KCJIITOI'O LIBCTA.

Teoperuueckas ocMosipHOCTB: 305 MOcm/I.

4. KIMHUYECKUE JAHHBIE

ITpenapat JIeBUHOKC NOKa3aH K IPUMEHEHUIO y B3pOCIbIX crapiie 18 yier.

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Ipenapat JIeBUHOKC TMOKa3aH K NIPUMEHEHHUIO Yy B3pPOCHBIX MJi JIEYEHUS HH(EKIMOHHO-

BOCTTIAJIUTCIIbHBIX 3a6OJIeBaHI/II71, BBI3BAHHBIX YYBCTBUTCIIbHBIMU K JICBO(I)J'IOKC&I_[I/IHy

MHUKPOOpPTaHU3MaAMU:

OCJIO’)KHEHHBIE NH(EKIIMY MOYEBBIBOAIIUX MTyTeH U MUENTOHEDPUT;
XPOHUYECKHM OaKTepHalbHbIN MPOCTATHUT;
JUIS. KOMIUIEKCHOTO JIEYEHHUSI JIEKAPCTBEHHO-YCTOMUUBBIX (POpM TyOepKyIiesa;

HpO(I)I/IJ]aKTI/IKa H JICUCHUC CH6HpCKOﬁ SA3BBI IPHU BO3AYUIHO-KAIICJIIbHOM ITIYTH 3apaKCHUA.

st nedeHust creayronmx nH(PEKIMOHHO-BOCTIAIUTEIbHBIX 3a00JIeBaHIH JIEBO(MIOKCAIIUH MOXKET

MPUMCHATBCA TOJIBKO B KAUYCCTBE aJIbTCPHATHBLI IPYTHUM HpOTI/IBOMI/IKpO6HI)IM npemnaparam:

BHEOOJbHUYHAS ITHCBMOHHMA,
OCJIO)KHCHHBIC I/IH(bCKI_II/II/I KOXH U MATKHUX TKaHCﬁ;

HEOCIOKHEHHBIN ITUCTHT.

[Tpu npuMeHeHUN Ipernapara ciaeayeT YYUThIBaTh o(UlMaIbHbIE HAIIMOHATIbHBIE PEKOMEHIAlluU

M0 HaJIC)KAIEeMy MMPUMCHCHUIO aHTI/IGaKTepI/IaJILHLIX npenapaTroB, a TaAKKC UYBCTBUTCIIbBHOCTb

MHKpPOOPTaHU3MOB B KOHKPETHO¥ cTpaHe (cM. pazzen 4.4.).
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4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHeHHs

PexxuM J103upoBaHus

Pexxum  nmo3upoBaHUS  OMpENENICTCS XapaKTepoM U THKECThI0 WHGEKIHH, a Takke
YYBCTBUTEIHHOCTBIO MPEATNOIaracMoro Bo30yauTess.

[TponomKUTENHLHOCTD JICUEHUS! BApbUPYET B 3aBUCMMOCTU OT TeueHUs 3aboneBanus. Kak u npu
NPUMEHEHUU JPYTUX aHTHOMOTHKOB, JICYCHHWE MpPErapaToM PEKOMEHIyeTCs MPOJ0JKATh B
TeueHue He MeHee 48—72 4 rmocie HOopMalu3allMu TeMIlepaTypbl Tejla WA JIOCTOBEPHOM
SpaauKaluy BO30YyIUTEIS.

Jledyenue npemnapaToM Hellb3s MPepbIBaTh WIKM JOCPOUYHO MpeKpaliaTh 0e3 yKa3aHus Bpaya.

B 3aBucMMOCTH OT COCTOSIHMS MALIMEHTA YEPE3 HECKOJIBKO JHEH JICUEHUS MOXKHO NEPEUTHU OT
BHYTPUBEHHOTO WH(Y3MOHHOTO BBEICHHS HAa MPUEM TOW e JI03bI Mpenapara B TaOJeTKax
(B cBSI3U € TeM, YTO OMOAOCTYMHOCTH JIEBO(JIOKCAIIMHA TMPH MpueMe TabIETOK COCTaBIISIET
99-100 %) (cMm. paznmen 5.2.).

Ecnu cnydaitHO mpomylieHO BBEJEHHE IIpernapara, TO HaJI0 KaK MOXHO CKOpee BBECTH
MPOIYLIEHHYIO 103y M Jajiee MPOJ0JDKAaTh BBOIUTH IMpeErapaT COIJIACHO PEKOMEHJIOBAHHOMY
pEXKUMY T03UPOBAHUS.

Pexomendyemvie pesicum 003uposanus u NPOOOHCUMENbHOCMb JleYeHUs Y NAYUEHMO8 C
HOpMAanbHOU QyHKYuetl nouexk (kaupernc kpeamununa (KK) > 50 mn/mun)

- Ocnooicnennvle ungexyuu mouesvigodsawux nymeti: 1o 500 mr neBogaokcannna 1 pas B CyTKu

(cooTBeTcTBEHHO cyTouHas j03a 500 mr neBodnokcaruna) — 7—14 nHei.

- Iuenonegppum: no 500 mr neBodokcanuHa 1 pa3 B CyTKH (COOTBETCTBEHHO CyTOYHas /103a

500 mr neBoduiokcanuna) — 7—10 gHEH.

- Xponuueckuu 6Oaxkmepuanvhvii npocmamum: 500 Mr neBoduiokcanuHa 1 pa3 B CyTKH
(cooTBeTcTBEHHO cyTouHas n103a 500 mr neBodaokcanunaa) — 28 qHEi.

- Komnaexchoe jneuenue 1eKapCmeeHHO-YCIMOUYUBLLX d)ODM mv6epi<wze3a: mo 500 wmr

neBodokcanmHa 1-2 pa3a B CyTKHM (COOTBETCTBEHHO cyTouHas jgo3a 500-1000 wmr
neBodIIoKcaHa) — 10 3 MECSIICB.

- Hpod)wzakmuka U eyenue cubupckoll sa36bl npu 803()VWHO'KCU’Z€JZbHOM nymu 3apasicerus. 1o

500 mr neBoduiokcanmHa 1 pa3 B cyTku (COOTBETCTBEHHO cyTouHas 1032 S00 mMr neBoduiokcanuHa) —

B T€UEHHE JI0 & HENEIIb.

- Bnebonvnuunas nnesmonus: o 500 mr neBodokcanuaa 1-2 pa3a B CyTKH (COOTBETCTBEHHO
cyrounas no3a 500-1000 mr neBoduiokcanuua) — 7—14 nHew.

- OcnooicHenHbvle UHQeKYUU KOJUCHLIX NOKP0808 u mazkux mkxateti: 10 500 Mr neBodIiokcanuHa

1-2 pasa B cyTku (COOTBETCTBEHHO cyTo4Has a03a S00—1000 mr neBodmokcannna) — 7—14 qHei.

- Heocnooicnennvui yucmum: no 250 mr neBodokcanuaa 1 pa3 B CyTKH (COOTBETCTBEHHO
2
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cyTtouHas jo03a 250 mr neBodiokcannHa) — 3 JTHSL

Ilponyck npuema 0OHOU UlU HECKOILKUX 003 npenapama

Ecnu ciywaiiHO mpomylieHO BBEICHME Ipermapara, TO HaJ0 KaKk MOXKHO CKOpee BBECTH
MPOMYIIEHHYIO 03y M Jajiee MPOoJoJKaTh BBOJUTH IpErapar COINIACHO PEKOMEHJIOBAaHHOMY
PEKUMY J103UPOBAHMUS.

Oco0Bble IPVIIILI MAIUEHTOB

Tlayuenmwi noswcunoeo 6ospacma

JIns manMeHTOB IOXHUJIOTO0 BO3pacTa HE TpeOyeTcs KOPPEKIMH peXuMma JT03WPOBaHUS, 3a
uckiroueHreM cirydaeB cHmxeHuss KK go 50 mi/mMun u HIoke.

Tayuenmoi ¢ Hapywenuem GynKyuu novex

Tak kak JeBOQUIOKCAIMH TIPEUMYINECTBEHHO BBIBOJMUTCA IOYKAMH, JMJIsI MAIUCHTOB C

HapyHIeHUSIMH (PYHKIIUU TTOYeK TpeOyeTcsi CHUKEHHE TO3bI IpernapaTa (CM. TaOIuIly HUXe).

Pexum no3upoBanus npemnapata

KK

Pexomennyemas nosa
npu KK > 50 mi/mun:
250 mr/24 g4

Pexomennyemas nosa
npu KK > 50 mn/MuH:

500 mr/24 4

Pexomennyemas no3za
npu KK > 50 mi/mun:

500 mr/12 4

50-20 mu1/mMuH

niepBas go03a 250 mr,

3areM 1o 125 mr/24 4

nepBas 1o3a 500 mr,

3areM 110 250 Mr/24 4

nepBas 103a 500 mr,

3areM 110 250 mr/12 4

19-10 mu/mMun

nepBas 1o3a 250 mr,

3areM 1o 125 mr/48 gy

nepBas 1o3a 500 mr,

3ateM 1o 125 mr/24 gy

nepBas 1o03a 500 mr,

3arem o 125 mr/12 gy

< 10 mur/mMuH (BKITIOYAs

IreMoaualins u

niepBas j03a 250 mr,

3areM 1o 125 mr/48 g4

nepBas 1o03a 500 mr,

3ateM 1o 125 mr/24 g

nepBas 103a 500 mr,

3areMm 1o 125 mr/24 gy

TTATIT*)

* Tlocne remouain3a WK MOCTOSSHHOTO aMOyJIaTOpHOro neputroneansHoro auanusa (ITAIT]) ne
Tpe6yeTC51 BBCJIACHUA NOIIOJIHUTCIIBHBIX 103.

Iayuenmer ¢ napywienuem @yHKyuy nevenu

[Tpu HapymieHnH GYHKIMK NIEUYEHH He TpeOyeTcss KOPPEKIMU PeXUMa JJO3UPOBAHUS, TOCKOIIBKY
71€BO(IIOKCAIMH JIMIIb HE3HAYMTEIBHO META00IU3UPYETCS B IEYEHHU.

Crrocob nmpruMeHeHus

[Ipemapat crneayeT BBOAUTH MEIJICHHO ITyTeM BHYTPUBEHHOU KarenbHON uHGY3uu, 1 wim 2 pasza
B cyTku. [IpomomxurensHocTh MHOY3UM 1 QuiakoHa pacTBopa mpemnapara odbemom 100 mm
(500 mr neBoduiokcammHa) OJDKHA COCTaBJIATH HE MeHee 60 MUHYT, B Clydae BBEICHHS
npenapara oosemom 50 mut (250 mr neBodoKcanuHa) MPOAOHKUTEIILHOCTE HHPY3UU JTOJDKHA
cocTaBisATh He MeHee 30 MuHyT (cM. paszen 4.4.).

B 3aBUCHMOCTH OT COCTOSTHUS TALIMEHTA Yepe3 HECKOJIbKO JHEH JIeUeHHs BHY TPUBEHHbIC HHPY3HU
3
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OMOI0CTYTHOCTS JIeBO(IOKCAIlIMHA TIPHU MpreMe Ta0JIeToK mpemnapara cocrasiser 99—100 %) (cm.

paznen 5.2.).

4.3. IlpoTUBONOKA3aAHHS

- ['unep4yBCTBUTEIBHOCTh K JICBOIIOKCAIIMHY HIIM K JAPYTHM XUHOJIOHAM, WJIHM K JIIOOOMY W3
BCIIOMOT'aTeJIbHBIX BEIIECTB, IEPEUUCIIEHHBIX B pa3zaeine 6.1.;

- OIWJICTICHUS;

- TceBONMapaIMTHYeCcKas MUacTeHus (myastenia gravis) (cm. paszgensi 4.4., 4.8.);

- TIOpaXCHHS CYXOXHIIMH MPH MPUMEHEHHH (PTOPXUHOJIIOHOB B aHAMHE3E;

- JIETCKHUI M MOJPOCTKOBBIN BO3pacT 10 18 yeT (B CBsI3U ¢ HE3aBEPIIEHHOCTHIO POCTA CKeJeTa,
T.K. HEJIb3$1 TIOJTHOCTBIO UCKITFOUUTH PUCK TIOPAKEHUS XPSIIEBBIX 30H POCTA);

- OepeMEeHHOCTb (HEIb3s OJTHOCTHIO UCKITFOYHUTH PUCK TTOPAXKESHUS XPSIIIEBBIX 30H POCTA Y TUI0/IA);

- TEpHoJ| TPYIHOTO BCKApPMIIMBAHHUs (HENB3Sl MOJHOCTHIO HCKIIOYHUTh PHCK MMOPAKECHUS
XPALIEBBIX 30H POCTa KOCTEH y TPYAHOTO peOeHKa).

4.4. OcoOble yka3aHusl M MepPbI NPEeT0CTOPOKHOCTH NMPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

- Y nanueHToB, NpeipacioyioKeHHbIX K Pa3BUTHIO Cy10por (Y MAIMEHTOB C MPEALIECTBYOIIUMHU
nopaxeHusiMu 1ieHTpanbHoi HepBHOW cuctemsl (LIJHC), y mnamnueHtoB, 0JHOBpPEMEHHO
MOJTyYaIoLUX IpenapaThl, CHIKAIOLIUE MOPOr CYAOPOKHOM IOTOBHOCTH TOJIOBHOTO MO3Ta,
Takue kak ¢peHOydeH, TeoprinH) (cM. pa3zaen 4.5.);

- Yy TAaIMeHTOB C JIATEHTHBIM WM  MaHU(ECTHUPOBAHHBIM  JEQUIUTOM TIIIOKO030-6-
docharnernnporeHasbl (MOBBILIEHHBIM PUCK TEMOJUTUYECKUX pEAaKUUN MpH JIEUYCHUH
XUHOJIOHAMHU );

- Yy HAalMeHTOB ¢ HapyumeHueM (QyHKIOMM MouyeKk (TpeOyercss oO0s3aTeNbHBI KOHTPOJIb 3a
(byHKIIKEH MoYeK, a TaKKe KOPPEKLUs pexXrMa J103UpOBaHusL, cM. pa3zien 4.2.);

-y DAIMeHTOB C U3BECTHBIMHU (haKTOpaMU pucCKa yJUIMHEHUs uHTepBaia QT: y manueHTOB
MOKUJIOTO BO3pAcTa; MAllMEHTOB >EHCKOTO I0Jia; MAalMeHTOB C HECKOPPEKTHPOBAHHBIMU
AIIEKTPOJIMTHBIMU HAPYLICHUSMHU (C TUIOKATMeMUeH, TUIOMarHueMHuen); ¢ CHHIPOMOM
BpOXKJIEHHOTO yanuHeHuss wuHTepBana QT; ¢ 3aboseBanusiMM cepaua  (ceplaedHas
HEJOCTaTOYHOCTh, MH(APKT MHOKapAa, Opaaukapaus); Npd OJAHOBPEMEHHOM IpUEME
JIEKapCTBEHHBIX CPECTB, CIIOCOOHBIX YNIMHATH uHTepBall QT (aHTHapuTMUYECKHEe Ipenaparhbl
kmacca [A wu I, TpUIMKIMYeCKHWE AaHTUACTIPECCAHTHI, MAaKpOJIHbl, HEHPOJIENTHKH)
(cm. paznensi 4.5., 4.9.);

- Yy DAlMEeHTOB C caxapHbIM AuMabeToM, MOJYYaIOUIMX I[epOopalbHble T'MIOITMKEMUYECKUE

CpeCTBa, HAPUMED, MNIUOSHKIAMU/I MIIK UHCYJIMH (BO3pAacTaeT PUCK PA3BUTHUS TUIIOTTTUKEMUH );
4
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KaK TSOKEIIbIe HEBPOJIOTHUECKHUE peaKiuy (MTOBBIIICHHBIA PUCK BOSHUKHOBEHHS aHAJIOTUIHBIX
HE)KEJIaTEeNbHBIX PEeaKUil MPH MPUMEHEHUH JIEBO(IIOKCAIINHA);

- Y TAlHMEeHTOB C TICHMXO03aMH WJIH Yy TMallMCHTOB, HMMEIONIMX B aHaMHE3€ IICUXHYECKUE
3a00JIeBaHUS;

- Yy TMAalUeHTOB IMOXXWJIOTO BO3PacTa, y MAIMEHTOB IOCIE TPAHCIUIAHTALWHU, a TaKXkKe IMpu
COITyTCTBYIOIIEM TNPUMEHEHUH TJIIOKOKOPTUKOCTEPOUIOB (MOBBIIICHHBIA PUCK DPa3BUTHUSA
TEHIWHUTOB U pa3pbIBa CyXOXKUIHN);

- Yy HaIMEeHTOB C aHEBPU3MOW aOpThI, C BPOXKICHHBIM TIOPOKOM KIIallaHa Cepjlla B CEMEHHOM
aHaMHe3e, WM y MallMeHTOB C JUAarHOCTUPOBAHHOW aHEBPU3MOW aOPTHI W/WJIH PACCIOCHHEM
aopTHI, ¢ 3a00JIEBaHMEM KJIallaHa cepia WIH MPHU HAIMYUKA APYTUX (AaKTOPOB PHCKA WIH
COCTOSIHUH, IPEPACTIONArarolluX K pa3BUTHIO aHEBPU3MbI 20PThI WJI PACCIOCHUS a0PThI, WIIN
perypruTaiyu/HeIOCTAaTOYHOCTH KlalaHa cepaua (Hampumep, cuaiapom Mapdana, cuHapoM
Onepca-Jlannoca, cunapom Tepuepa, Oone3nb bexuera, aprepuanbHas THIEPTEH3US,
PEBMATOMIHBIA apTPUT, COCYAHMCThIE 3a00JE€BaHUS, TaKWe Kak apTepuuT Taxasicy,
TMTAaHTOKJICTOYHBIA ~ apTEPUUT, TOATBEPKICHHBIM aTepockiiepo3, cuHapom Illerpena,
UH(EKIHOHHBIN SHIOKAPIUT);

- Yy TAaIMEHTOB C TTAHKPEATUTOM B aHAMHE3E.

[ociuranbHbie WHOEKIIWH, BBI3BaHHBIC CHHETHOWHOW mamoukoi (Pseudomonas aeruginosa),

MOTYT MOTPeOOBaTh KOMOMHHUPOBAHHOTO JICUEHUSI.

Puck pa3BUTHUS PE3UCTEHTHOCTH

PacnipoctpanenHocTh IPUOOpPETEHHOM PE3UCTEHTHOCTH BBICEBAEMbIX LITAMMOB
MHUKpPOOPTraHU3MOB MOJKET HU3MEHATHCS B 3aBUCHUMOCTH OT Teorpauyeckoro peruoHa M C
TE€YeHUEM BpeMeHH. B cBs3u ¢ 3TuM Tpelyercs nHpopMalys 0 pe3UCTEHTHOCTHU K Ipenapary B
KOHKpETHOU cTpaHe. s Tepanuu TsokenblXx MHGEKUUd uiu npu Hed(PPEeKTUBHOCTU JIeUEHUs
JOJIKeH OBbITh YCTAaHOBJIEH MHUKpPOOHOJIOTMYECKUN IUarHo3 ¢ BbIIEJICHUEM BO30YyIUTENs U
OTIpeZIeNIEHUEM €T0 YyBCTBUTEIBHOCTH K JIEBOPIIOKCALIUHY.

MeuuTHIIMHPE3UCTEHTHEINA 30JI0TUCTRIN CTa(bI/IJ'IOKOKK

Hmeercst BBICOKAsi BEPOSATHOCTh TOTO, YTO METHUIIMIUIMHPE3UCTEHTHBIE mTaMMbl Staphylococcus
aureus OyayT pE3UCTEHTHBIMH K (TOPXWHOJIOHAM, BKIO4as JjeBodiokcanuH. [losTomy
JIeBO(IIOKCAIIUH HE PEKOMEHIYeTCs JUIsl JICYCHHS] YCTAHOBJIICHHBIX WM TIPEIojIaraeMbIxX
UHQEKIMA, BbI3BIBAEMBIX METHIIMJUIMHPE3UCTEHTHRIMU ITammamu Staphylococcus aureus, B
cjIydyac cci J1a60paT0prle HCCIICAOBaHMA HC TMOATBCPAUTIN YYBCTBUTCIBHOCTH 3TOIO

MUKpPOOPraHu3Ma K JeBO(IIOKCAIIUHY.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

n0004YHBIE peakiuu, 00YCIOBIEHHBIE OTPUMEHEHUEM (HDTOPXHUHOIOHOB

[IpumeHenne (PTOPXMHOIIOHOB, B T.4. JIEBO(IIOKCAllMHA, OBUIO CBA3aHO C TOTEpen
TPYAOCTIOCOOHOCTH ¥ Pa3BUTHEM HEOOPATHUMBIX CEPhE3HBIX MOOOYHBIX PEAKIHMH CO CTOPOHBI
Pa3IMYHBIX CHCTEM OpPraHHW3Ma, KOTOPBIE MOTYT Pa3BUTHCS OJJHOBPEMEHHO y OJTHOTO M TOTO K€
nanuenTta. [To0o4HbIe peakiyu, BhI3BaHHBIE (PTOPXUHOIOHAMH, BKJIIOYAIOT TCHAWHHUTHI, Pa3phiB
CYXOXKUJIUH, apTPAIITHIO, MUAITHIO, TEPUPEPUICCKYIO HEBPOIIATHIO, a TAKKE MOO0YHBIE (D (PEeKTHI
CO CTOPOHBI HEPBHOH CHUCTEMBbI (TAJLTIOI[MHALIMYU, TPEBOTa, ACTpeccusi, OECCOHHMIIA, TOJIOBHBIC
00JIM ¥ CIYTAaHHOCTh CO3HaHHWs). JlaHHBIE peaKIUy MOTYT Pa3BUTHCS B MEPHOJ] OT HECKOIBKHX
YacoB JI0 HECKOJBKHMX HENeNb IOCIe Hadyajla Teparnud JIeBOQIOKCAMHOM. Pa3BUTHE 3THX
NOOOYHBIX PEAaKUUH OTMEYaloCch Yy MAIMEHTOB JIIOOOr0 Bo3pacTa Wi 0e3 HaIuyusl
NPEIIECTBYIONMX (aKTOPOB pucka. [IpM BOSHUKHOBEHHUHU TEPBBIX MPU3HAKOB UM CUMIITOMOB
JOOBIX CEPhE3HBIX TOOOYHBIX pEAKIUH CIeAyeT HEMEIUICHHO MPEKPaTHUTh MPUMEHEHHE
neBoduiokcanmHa. Crnemyer u3deraTh NpUMEHEHHUsT (PTOPXUHOJIOHOB, B T.4. JieBO(IOKcaIMHa, Y
NAIMEHTOB, Y KOTOPBIX OTMEUYAITUCH JIFOOBIC U3 ITUX CEPhE3HBIX TTOOOUHBIX PEAKIIUI.

[IpogomxuTenbHOCTE HHDY3UN

CrnenyeT cTporo mpuaepKUBaTHCS PEKOMEHIYEeMOUN MPOAOIKUTEIHLHOCTH BBEACHUS Mpenapara,
KOTOpasi JOJKHA cocTaBisaTh He MeHee 60 muH (mms 100 mu mHPY3MOHHOTO pacTBOpa) WU
30 muH (g 50 M pactBopa). ONBIT MpUMEHEHUS JIeBO(DIOKCAIIMHA TTOKA3bIBAET, UTO BO BPEMsI
UHQY3UH MOXET HaONMoJaTbcs YCUICHHOE cepaueOueHre W TPaH3UTOPHOE CHUXKEHHE
aprepuanbHoro aasineHus (AJl). B penkux ciryuasx MOKeT pa3BUTbCS COCYAMCTHIN Kosanc. Ecnu
BO BpeMs MH(Qy3uM HaAOMI0JaeTCsl BbIpa)KEHHOE CHUXeHHe AJl, BBeieHME mpenapara cienyeT
HEMEJUIEHHO NTPEKPATHTh.

[TanmeHThl, IPeAPaACHOI0KEHHBIE K PA3BUTUIO CYI0POT

Kak u apyrue XHHOJOHBI, JIEBOGIIOKCAIIMH CIEAyeT ¢ OONBIION OCTOPOKHOCTHIO MPUMEHSTh Y
MAIMEHTOB C MPEAPACIIONIOKEHHOCTIO K Cyoporam. K TakuM manueHTaM OTHOCSTCS MAIIMEHTHI
¢ mpeamrectByoummMu mopaxenusmu [[HC, TakuMu Kak HHCYIIBT, TSDKEIask Ye€PErHO-MO3TOBast
TpaBMa; MAlUCHTHI, OJJHOBPEMEHHO MOJYYAIOIe MPEnaparThl, CHUKAIOIIKE MTOPOT CyI0POKHOM
AKTUBHOCTH TOJIOBHOTO Mo3ra (Hampumep, TeodwuinH, GpeHOydeH U Apyrue HECTEPOUIHbBIC
npotuBoBocnanutenbhbie cpenctea (HIIBC)) (cm. paznen 4.5.).

[Ipu pa3BUTHH CYAOPOT JieUeHHE JTEBODIOKCAIHOM CIIeIyeT MPEKPATUTb.

HCCBZ[OMCMGD&HOSHBII‘/JI KOJIUT

Pa3BuBmIasicss BO BpeMsl WM TOCIE JICUCHHs JIEBO(IOKCAIIMHOM Jauapes, 0COOEHHO TKEIION
CTENEHH, YNOPHAas W/WIA C KPOBBIO MOKET ObITh CUMITOMOM IICEBIOMEMOPAHO3HOIO KOJIUTA,

Bei3eiBacmoro Clostridium difficile. B ciay4yae mogo3penust Ha pa3BUTHE MICEBIOMEMOPaHO3HOTO
6
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KOJIUTa JICYHCHUC J'ICBO(i)J'IOKC&HI/IHOM CIIEOy€CT HCMGI[J'ICQH_'O- 'HE&E;H/II]JEJJII: UDH?VT '}Ke Ha‘IaTI)

cnenu(rUyYeckyr0o aHTUOMOTUKOTEpAnHio (BaHKOMHUIMH, TEHKOIUIAHMH WM METPOHHIA30Il
BHYTpb). [Ipenaparel, TOpMO341IME IEPUCTAIBTUKY KUIIIEUHUKA, IPOTUBOIIOKA3aHBbI.

TeHIUHUT U Pa3pEIB CYXOXKIINU

TenauHUT, peAKo BO3HUKAIOIIUI Ha (POHE IPUMEHEHUS XMHOJIOHOB, MOKET MHOTa IPUBOAUTH K
pa3pbIBY CYXOXKWJIMH, BKIIOYAs aXWIJIOBO CYXOXXKHIIME, U MOXET OBbITh JIBYCTOPOHHHM. JTOT
00O0YHBIN AP PEKT MOKET Pa3BUTHCS B TEUCHHE 48 4 TI0CIIe Havyasia JISYCHHUS WM Yepe3 HECKOJIBKO
MECSILIEB MIOCIIE 3aBEPILIECHUS Tepanuu GTOPXUHOIOHAMH.

[TanMeHTh! TOXKUIIOro Bo3pacTa 0oJiee MPeapacnooKeHbl K Pa3BUTHIO TEHIUHNUTA; Y AllUEHTOB,
NPUHUMAIOIIUX (TOPXMHOJIOHBI, PUCK pa3pblBa CYXOXKWIMA MOXXET TMOBBIIATECS TPU
OJIHOBPEMEHHOM IPUMEHEHUU TIIOKOKOPTUKOCcTepouaoB. Kpome 3TOro, y mamueHToB Iociie
TPaHCIUIAHTALUU TOBBILIEH PUCK Pa3BUTUS TEHAMHUTOB, MO3TOMY PEKOMEHIYETCsl COOJII0ATh
OCTOPOKHOCTh NPU Ha3HAYEHUU (PTOPXUHOJIOHOB JAHHOM KaTEropuu MalMeHTOB. Y MAIlMEeHTOB C
HapymeHusIMA (YHKIMM TI0YEeK CYTOYHYIO 03y CIEAyeT CKOPPEKTHPOBaTh Ha OCHOBAHUU
KJIMpEHCa KpeaTUHHHA.

[TanrenTam cieayeT peKOMEH0BAaTh OCTABAaTHCS B MOKOE NPHU MOSBICHUM MEPBBIX INPU3HAKOB
TEH/MHUTOB MJIM PA3phIBOB CyXOKWJIMH U 00paTUThCs K jevamieMy Bpady. [Ipu mogo3penun Ha
pa3BUTHE TEHIUHHUTA CIIEJyeT HEMEUIEHHO NpPEeKpaTUTh JICYEHUE IMpenapaToM M Haydarh
COOTBETCTBYIOIIIEE JICUEHUE TTOPAKEHHOTO CyXO0KUJIUS, HAIPUMEpP, 00ECIIEUNB €My JJOCTaTOUHYIO
umMMoOmm3aIuio (cM. pasaensi 4.3., 4.8.).

Peakiiuy rTunep4yBCTBUTEILHOCTH

JleBoduiokcanuH  MOXKET  BBI3BaTh  CEPbE3HBbIC, IOTEHIMAIBbHO JIETaJbHbIE  pEaKLUUU
TUIEPYYBCTBUTEIBLHOCTH (AaHTMOHEBPOTHYECKHM OTEK, aHaQWIAKTUYECKUH WIOK), AaXKe Ipu
IIPUMEHEHUN Tpenapara B HadaJbHbIX a03ax. [lanueHTtam cienyer HEMENIEHHO NPEKpaTUTh
IpUeM Ipenapara u 00paTUThCS K Bpauy.

Tspxenple KOKHBIE He)KellaTeTbHbBIE PCaAKIINHU

[Tpu nmpumenennn JgeBodIoKcarmHa ObUTH 3apEeTUCTPUPOBAHBI TSKEIbIE KOYKHBIE HeXKeIaTeIbHbIC
peaklMM, BKIIOYass TOKCHYECKUW 3MHUAEpMalbHbI Hekponu3 (cuHiapom Jlaitenna), cuHApoM
Crusenca-J[>xoncona 1 DRESS-cunapom, koTopble MOTYT OBITh KHU3HEYTPOKAIOIMIMMH WIN
netanbHBIME (cM. pasnmen 4.8.). Ilpu Ha3HaueHWH Tpemapara MaIUEHTHI JOJKHBI OBITH
MpOorH(GOPMHUPOBAHKI O TIPU3HAKAX U CUMIITOMAX TSHKEIBIX KOKHBIX HEXKETATSIbHBIX PEaKIil 1
HAXOAWTHCS TOJ THIATENBHBIM MEIUIIMHCKUM HaOmrofeHueM. [Ipu MosBICHWH MPU3HAKOB U
CHMIITOMOB, CBHUAECTENbCTBYIOIIMX O PA3BUTUU OTHUX HEXKENATEIbHBIX pPEAKLUN, CIEAYET
HEMEJUIEHHO MpPEKpaTUTh IPUEM Ipernapara U PpacCMOTPETh BO3MOXKHOCTh HA3HAYEHUS

anbTepHaTUBHOTO JiedeHus. Ecnu mpu mpuMeHeHHu JeBOQUIOKCallMHa y MalMeHTa pa3BUiIach
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TOKCUYECKHI snuaepMaibHblil Hekponu3 win DRESS-cunzapom, He ciienyer BmociencTBuu
BO300HOBIISATH MPUMEHEHHE MIperapara y 3TOro MaienTa.

Hapynienus co cTOpOHBI ISYCHU M SKETYEBBIBOJISIINX NYTCH

CooOmiasioch 0 ciIy4asx pa3BUTUS HEKpo3a II€YeHHW, BKJIIOYAs pa3BUTHE MEYCHOUHOMH
HEIOCTaTOYHOCTH C JICTaJbHBIM HMCXOJOM, NpU HPUMEHEHHU JEBO(IIOKCAIIMHA, TJaBHBIM
00pa3oM, y NAIUEHTOB € TAKEJIBIMU OCHOBHBIMU 3a00JIEBAHUSAMHU, HAIPUMEP, C CEIICUCOM (CM.
paznen 4.8.). IlanmeHThl MOJDKHBI OBITH TPEIYNPEXKICHBI O HEOOXOAMMOCTH IPEKpaIeHUs
JICYEHUsT U CPOYHOro oOpallleHHs K Bpady B cliyyae MOSBJICHHS NPU3HAKOB U CHMIITOMOB
MOpa)KEeHUs IEYCHHU, TAKUX KaK aHOPEKCHSI, JKEJITyXa, MOTEMHEHHE MOYH, 3y/1, O0JIN B )KUBOTE.

HaHI/IeHTI)I C HApYUICHUAMU d)VHKIII/II/I IIOYCK

T.k. 71eBO(IIOKCAIIMH SKCKPETUPYETCs], INIaBHBIM 00pa3oM, 4epe3 MOYKH, TO y MAIUEHTOB C
HapyleHrueM (YHKIMU Ho4yek TpeOyercs o0sf3aTesIbHbIM KOHTPOJb (PYHKLMH IOYEK, a TaKKe
KOPPEeKIHsl pekuma Jo3upoBaHus (cM. pasgen 4.2.). Ilpu nedeHMn ManMEHTOB MOXHIIOTO
BO3pacTa CleAyeT yYUThIBaTh, YTO y MAlMEHTOB 3TOM IPYIIBI YaCTO OTMEYAIOTCS HAapYLICHUS
byukiun novek (cM. pasgen 4.2.).

[IpenoTBpalieHre pa3BUTHS peaKIHi d)OTOC@HCI/I6I/IJ'II/ISaHI/II/I

Xots poToceHcnOMIM3anMs IpU TPUMEHEHUH JIEBO(IIOKCAllMHA PAa3BUBAETCS OUEHb PEAKO, IS
NPEOTBPALICHUS €€ Pa3BUTHS NAlMEHTaM HE PEKOMEHAYETCS BO BpEMsl JICUEHUS U B TEUEHHUE
48 4 mocie OKOHYaHUS JieueHHs! JeBO(IOKCAL[MHOM I0/IBEpraThest 6e3 0co60it He0OOXOUMOCTH
CHJIBHOMY COJIHEYHOMY HWJIM MCKYCCTBEHHOMY YJbTpaHOJIETOBOMY OOJydyeHHIO (Hampumep,
MOCEIIATh COJSIPHIL).

Cynepundeknus

Kak 1 mpu nmpuMeHeHMM OpyTUX aHTUOMOTHUKOB, NMPUMEHEHHUE JIeBO(IIOKCAllMHA, OCOOCHHO B
TEYEHHE JUIUTEIIBHOTO BPEMEHHM, MOXET MPUBOJIUTh K YCHIECHHOMY pPa3MHOKEHUIO
HEYYBCTBUTEJIbHBIX K HEMY MHUKPOOPraHuU3MOB (OakTepuil W rpuOoB), YTO MOXKET BbI3bIBATH
M3MEHEHHUs MUKPO(]IIOphI, KOTOpasi B HOpME IMPUCYTCTBYET Y UEIOBEKa, B pe3yIbTaTe YEr0 MOKET
pa3BuThcs cynepungekuus. [lostomy B Xojae JiedeHus ciexyer o0sS3aTelbHO MPOBOIUTH
MOBTOPHYIO OLIEHKY COCTOSIHUSI MalMeHTa M, B CilIy4dae pa3BUTHS BO BpEMs JIEUCHUS
cynepuHQeK1nH, clieyeT IPUHUMATh COOTBETCTBYIOIINE MEPHI.

Y uraenue narepsaga QT

Coobmanocs 006 0YeHb PeKuX Ciydasx yuiMHeHus uHtepBana QT y manueHToB, MOTy4aBIIMX
(TOPXUHOIOHBI, BKIIOYAst JIEBO(IIOKCAIIHH.
[Ipu npumeHeHnn (TOPXUHOJIOHOB, BKJIIOYAs JIEBOQIIOKCAIIMH, CIEAyeT COOMI0aaTh

OCTOPOXKHOCTh y MAllMEHTOB C M3BECTHHIMH (paKTOpaMu pHCKa yJiIuHeHus uHrepBana QT: y
8



el

L

ManucHTOB C HCECKOPPECKTHUPOBAHHBIMU OJJICKTY] OJ'II/ITHI)H\H/I Ham

TUTIOMarHUEeMHEe); ¢ CHHIPOMOM BpOXJIeHHOTro y/unHeHus uHTepBaia QT, ¢ 3aboneBaHusIMU
cepana (cepaedHas HeJJOCTaTOYHOCTh, MH(APKT MUOKap/Ia, OpaarKapIus), IPpYU OJHOBPEMECHHOM
IpUeMe JIEKAPCTBEHHBIX CPEJICTB, CIOCOOHBIX yanuHATh, uHTepBan QT, Takux Kak
anTuaputMudeckue cpeactna [A u Il knacca, TpUIUKINYECKHE aHTUCTIPECCAHThI, MAaKPOIUIDI,
HEHUPOJICIITUKH.

[TateHThl TMOXWIIOTO BO3pacTa M MAalMEHTHl JKEHCKOro Toja MOryT ObITh Ooisee
YyBCTBUTEJIBHBIMH K mpemnaparaM, yumHstommM uHtepBan QT. Ilostomy cnenyer c¢
OCTOPOKHOCTBIO IPUMEHATH Y HUX (TOPXUHOJIOHBI, BKIIOYas JIeBOQIIOKCalluH (CM. pa3aens! 4.2.,
45.,48.,4.9.).

[ManueHTsl ¢ AeUIMTOM TIHK030-6-hocharaeruiporeHassl

Y manuMeHToB C  JIATEHTHBIM WM MaHU(ECTUPOBAHHBIM  JIEPHUIIMTOM  TIHOKO030-6-
docharaeruaporeHasbl UMEETCs MPEAPACIIONOKEHHOCTh K PA3BUTHIO TEMOIUTHUCCKUX PEaKI[Hii
npu JICHCHWUM XHWHOJIOHaMH, 4YTO CJICAYCT IMPUHUMATL BO BHHMAHUC IIpU JICHCHHUU
TeBOQIIOKCAITTHOM.

JIucrimKkeMus ( T'MIIO- U FI/IHeDFJ'II/IKeMI/IH)

Kak u npu npuMeHeHuu Apyrux XUHOJOHOB, IIPU NMPUMEHEHHUH JIeBO(IIOKCAIIMHA HAOII0JAJINCh
cllydau pa3BUTHS TUIEpPrIMKeMUH M TunornukemMuu. Ha ¢one Tepanum neBodokcanHOM
JUCTIIMKEMHS Yallle pa3BUBajach y MallMEHTOB MOKHWIJIOTO BO3pacTa M MAIlMEHTOB C CaxapHbIM
nabeToM, MOJIyYaloUIMX COMYTCTBYIOIIYIO TEPaNui0 MepOpalbHBIMH THIIOTTTMKEMHUYECKUMU
npenapatamMu  (Hampumep, TTUOEHKIaMMIOM) WIM  UHCYAMHOM. [Ipm  mpumeHeHuun
neBoQIIOKCAllMHA y TAKUX IAllMEHTOB BO3PAacTaeT PUCK Pa3BUTUS TUIOTIMKEMHH, BIUIOTH 0
TUIOIIMKEeMUYecKol Kombl. Heob6xoaumo uWHQPOpMUPOBATH MAUMEHTOB O CHMIITOMax
TUITOTJIMKEMHHU (CITyTaHHOCTh CO3HAHMS, TOJIOBOKPYKEHUE, «BOJIUUID) alleTHT, ToJI0OBHAs O0Jb,
HEPBO3HOCTB, OLIYIICHNE CepALeONeHNs UIH yJallleHue IyJibca, O0JIeTHOCTh KOXKHBIX MTOKPOBOB,
UCIapuHa, JIpoXb, ciabocTh). Ecnm y mamueHTa pa3BUBAaeTCsl TMIIOTTIMKEMHS, HEOOXOAUMO
HEMEJUIEHHO MPEKPATUTD JIEYEHUE JIEBOIIOKCAIIMHOM M HayaTh COOTBETCTBYIONIYIO Tepanuto. B
TUX CIy4asX PEKOMEHIYyeTCsl MEepedTH Ha Tepamnuio JAPYrdM aHTHOMOTHUKOM, OTIMYHBIM OT
(TOPXUHOJIOHOB, €CIM 3TO BO3MOXHO. [Ipu mnpoBeneHMM JeueHUsS JIEBO(IIOKCAIIMHOM Y
MAlMEHTOB TOXWJIOTO BO3pacTa W MAlMeHTOB C CaXapHbIM JMa0eTOM pEeKOMEHAYeTCs
THIATEIBbHBI MOHUTOPUHT KOHIIEHTPAIIUH TITFOKO3bI B KPOBU.

HCDI/Id)CDI/ILIeCKaSI HelponaTus

VY narueHToB, MoJIyYalouX Tepanuio GTOPXUHOIOHAMH, BKIIIOYAs JIEBO(IIOKCAIIMH, COOOIIAIOCH
0 ClIydyasx CEHCOPHOM M CEHCOPHO-MOTOPHOU Nepu(epruecKoi HEeHpOormaTuu, Ha4ajlo KOTOPOU

MOKeT ObITh ObICTpHIM. Ecnu y manueHTa pa3BUBAIOTCS CUMIITOMBI HEHpPOIMATUH, TPUMEHEHUE
9
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neBO(IOKCAIIMHA TOJDKHO OBITH MPEKpaIieHo. DT0_MUH m};l:vgr %ﬁ%mﬂéx DA3BUTHUA

HEOOpaTUMBIX U3MEHEHUM.

[TareHTh! AODKHBI OBITH WHPOPMHPOBAHBI O HEOOXOAMMOCTH COOOMIATH JIEHAlIeMy Bpady O
HOSBJICHUHU JIIOOBIX CUMIITOMOB HeliponaTiy. OTOPXUHOIOHBI HE CIeyeT Ha3HayaTh HallueHTaM,
MMEIOIMM B aHaMHe3€ yKa3aHus Ha nepuepuyecKyro HelponaTuo.

O0ocTpeHne nceBaonapaiIMTUIecKor Muactennu (myasthenia gravis)

DTOPXMHONOHBI, BKIOYasg JIEBO(IOKCALMH, XapaKTepU3yIOTCS OJOKHMPYIOLIEH HEpBHO-
MBILIEYHOE POBEJCHHE aKTUBHOCTBIO U MOTYT YCYT'YOJIATh MBIIIEUHYIO Cl1a00CTh y NAlIMEHTOB C
IICEB/IONAPAIUTUUECKON MHAacTeHHeH. B  mocTperucrpallioHHOM Iepuojie HalJIoJaINCh
HEOJMaronpusITHbIE pPEaKIMM, BKJIOYas JIETOYHYIO HEJOCTATOYHOCTb, IMOTPEOOBABILIYIO
IIPOBEJCHUE HMCKYCCTBEHHOM BEHTWISLMM JIETKUX, M JIETAIbHBIA HCXOJ, KOTOpbIE
aCCOLIMMPOBATINCH C NPUMEHEHHEM (PTOPXMHOJIIOHOB Yy HAIMEHTOB C IICEBIONAPaTUTUYECKON
muacteHuei. IlpumeHeHue JeBoQIIOKCallMHA Yy MALMEHTOB C YCTAHOBJIEHHBIM JHMarHO30M
TNICEBI0NAPATUTUYCCKON MUACTCHUHU HE peKoMeH tyeTcs (cM. pasen 4.8.).

HDOd)I/IJIaKTI/IKa H JICYCHUC CI/I6I/IDCKOI71 A3BbI IIPW BO3AYITHO-KAIICJIbHOM ITYTH 3apa’KCHUA

[IprmMenenwue JeBoIIOKCAIIMHA TS TIPOMHIAKTUKH U JICYCHHUS CHOMPCKOW A3BBI IIPH BO3YIIHO-
KareJabHOM MyTH 3apakKeHUsl OCHOBAHO Ha JaHHbBIX 10 4yBcTBUTEabHOCTH Bacillus anthracis
J€BO(IIOKCAIIMHY, IOJYYEHHBIX B HCCIAEIOBaHUAX 1IN VItr0 W B OKCIHEPHUMEHTAIBHBIX
UCCIIEOBAHMSX, TIPOBEJIECHHBIX HA XMBOTHBIX, a TAK)KE Ha OTPAHWYEHHBIX JAHHBIX TPUMEHEHHSI
JeBodIIOKCaIlHa y YenoBeka. Jleuanine Bpadn MODKHBI 00pAIlaThCs K HAIIMOHAIBHBIM H/HITH
MEKTyHAPOAHBIM JIOKYMEHTaM, KOTOPBIE OTPAXKAIOT BBIPAOOTAHHYIO OOIIMMHU YCHIHSIMHU TOUKY
3pEHUs 1O JICUEHUIO0 CUOMPCKOM S3BBI.

[IcuxoTHuecKkne peakiiuu

[lcuxoTnyeckue peakluuu, BKIOYas CyUIUAATbHBIE MBICIIN/TIONBITKH, OTMEYAJIKNCh Y MALUEHTOB,
OPUHUMAIOIIUX PTOPXUHOJIOHBI, BKIIIOYast IEBO(IOKCAIIMH, HHOT 1A TIOCIe TPHeMa pa3oBoil 103bI.
B cnyuae pasButus mo0bix mo6ouyHbIx 3ddextoB co croponbl IHHC, Bkitowas HapymieHUs
NICUXUKH, JIEYCHHE JIEBO(MIOKCAIIMHOM CleAyeT MPEeKpaTUTh M HA3HAYUTh COOTBETCTBYIOLIYIO
Tepanuio. B 3THX ciydasx pekoMeHAyeTcs NeperTH Ha Tepamnuio JAPYyrdM aHTUOMOTHKOM,
OTJIMYHBIM OT (PTOPXUHOIOHOB, €CITU 3TO BO3MOKHO.

Crnenyer ¢ OCTOPOXHOCTBIO Ha3zHauaTh IIpenapar MalUeHTaM ¢ [ICUX03aMH WIH IalueHTaM,
MMEIOLIIM B aHAMHE3€ NICUXUYecKHe 3a00JIeBaHNUs.

AHeBpHu3Ma M paCCIOCHUE a0PThI, DCTVDI‘I/ITaHI/IH/ HEAOCTATOYHOCTD KjallaHa CEpala

ITo JAaHHBIM 31T ACEMHUOJIIOTHYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ cooﬁmanocs O IMOBBIIICHHOM PHUCKC Pa3BUTHA
AQHEBPU3MBI W PACCIOCHHS aOpThl, OCOOCHHO Yy MAIMEHTOB IIOKHUJIOTO BO3pacTa, a TaKKe

perypruTaiyy aopTajJbHOTO U MUTPAIBHOTO KJIAMaHOB IOC/IE MPUMEHEHUS (PTOPXUHOJIOHOB. Y
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MAIMEHTOB, MOJY4YaBUIMX (TOPXUHOJOHBI, OBIIN OTMeJI-le;IL:rm% J%%; -'a-ll-—IGB‘DI:IC;I;/I.BI u

paccioeHHs A0PThI, MHOT/Ia OCJIOKHEHHBIE Pa3phIBOM (B TOM YHCIE C JICTaJbHBIM UCXOJIOM), a

TaKXe perypruTaliui/He0CTaTOYHOCTH JIF000ro KiamaHa cepana (cMm. paszaen 4.8.).

B cBs3u ¢ 3TUM (PTOPXHMHOJIOHBI CJEQYeT MPUMEHSATh TOJBKO IIOCIE TIIATEILHOW OLECHKU

COOTHOIIICHUS «II0JIb3a — PUCK» M PACCMOTPEHHS JPYTrUX BapUaHTOB TEPAIUU Y TMAIUCHTOB C

AHEBPHU3MOU aOpPTHI UM BPOKJICHHBIM TTOPOKOM KJIallaHa Cep/lla B CEMEHHOM aHaMHE3e, WK Y

NAlMeHTOB C JWAarHOCTHPOBAaHHOW aHEBPU3MOH aopThl W/WIM PACCIOCHHEM aOpTHI, WU

3a00JIeBaHMEM KJIallaHa Ccep/ila, WIM NpU HAJIUYUU IPYTHX (aKTOpPOB PUCKA HITU COCTOSHHIA,

NpepacIoiararoliuX K pa3BUTHIO:

- KaK aHEeBPU3MBI H PACCIIOCHHS a0PThI, TAK ¥ PEryPrUTAIIUN/HETOCTATOYHOCTH KJIallaHa cepa
(HammpuMep, 3a00IeBaHNS COSTMHUTEILHON TKAHH, TaKKe Kak cuHApoM Mapdana ninm cuaapoM
Onepca-Jlannoca, cunapom Tepuepa, Oone3nr bexuera, aprepualibHas THUIEPTEH3US,
PEBMATOMTHBIN apTPHUT);

WM JTOTIOJTHUTEIIBHO:

- AHEBPU3MBI U PACCIOCHUS a0pThI (HAIPUMEpP, COCYTUCTHIC 3a00JIeBaHMS, TAKUE KaK apTePUUT
Takasicy, THTaHTOKJICTOYHBIIH apTEPUUT, TOTBEPKICHHBIN aTepockiiepos, cunapom lllerpena);

- peryprutanuu/HeI0CTaTOYHOCTH KJIallaHa cep/na (Hanpumep, MHPEKIIMOHHBIN SHIOKAPIUT).

Puck Pa3BUTHA aHCBPU3MBI U PACCIIOCHHA aOPTHI, 4 TAKKEC UX pa3pbiBa MOXKET OBITE ITOBBIIIEH y

NanuceHTOB, OAHOBPEMECHHO MOJYYAaOMIUX CUCTEMHBIC TTTFOKOKOPTUKOCTCPOUIBI.

B cnydae mosiBieHus BHE3amHOW OONMM B JKUBOTE, TPYIU WU CIHUHE MAllMEHTaM CIeayeT

HEMEIJIEHHO 00paTUTHCS K Bpauy B OT/AETICHHE HEOTIOKHON TTOMOIIIH.

[TarueHTaM clieAyeT PeKOMEHIIOBATh HEMEIJICHHO OOpaTUTHCS 32 METUITMHCKOW ITOMOIIBI0 B

cIydyac TIIOSABJICHUA OCTpOfI OJBIIIKH, BIICPBBIC BO3HUKIICTO OMIYMICHUA Y4YalICHHOTO

cepaeOneHns UM Pa3BUTUS OTEKa KUBOTA WIIM HIKHUX KOHEUHOCTEH.

Hapyiienus 3perus

[Ipu pa3BuTHM JIOOBIX HApyLIEHWH 3peHHs HeoOXoJMMa HeMeJIeHHass KOHCYJbTalus
odrangemorora (cMm. paszaen 4.8.).

OcCTphIil TaHKPEaTUT

VY mnanueHToB, NPUHUMAIOMIMX JIEBO(MIOKCAIIMH, MOXET pPAa3BUTbCS OCTPbI MaHKPEaTHT.
[TarueHToOB cienyer MHPOPMUPOBATH O XapaKTEPHBIX CUMITOMax OCTpOro maHkpearurta. [lpu
MOSIBJICHUH TOUTHOTBI, HEIOMOTaHUs, TUCKOM(OpTa B )KUBOTE, OCTPON OOJIH B )KMBOTE WIIU PBOTHI
NalMeHTy ClieAyeT HeMEeUIEHHO OOpaTHThCA K Bpauy A MEIUIMHCKOTo oOcienoBanus. Ilpu
MOJO3PEHUH Ha OCTPBIA MAHKPEATUT CIEAYeT NMPEKPaTUTh MPUMEHEHUE JIEBO(IIOKCAllMHA U HE
BO300HOBIIATH €ro NpuMeHeHue. [Ipenapar cienyer NpUMEHATh ¢ OCTOPOKHOCTBIO Y MALIUMEHTOB

C TaHKPEaTUTOM B aHaMHe3e (cM. paznen 4.8.).
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Bansgane Ha J'Ia6ODaTODHBIe TECTHI

VY nanueHToB, MPUHUMAOIIMX JEBO(IIOKCAIMH, ONPEICICHUE OMIMATOB B MOYE MOXKET IPUBOIUTH
K  JIOXKHOIOJOXKUTEIFHBIM  pe3yjibTaraM, KOTOpPBIC  CIICAyeT  MHOATBEpXKAaTh  Ooiee
crieru(UIECKUMHI METOIaMH.

JleBodhiiokcaniH MokeT HHruOmposath poct Mycobacterium tuberculosis u mpuBoguTh B
JMadbHEHIIEM K  JIOKHOOTPHIATEIBHBIM  pe3yjbTaTaM  OaKTEPHOJOTHYECKOrO  JHarHo3a
TyOepKyesa.

BcnoMorarebHEIC BEIECTBA

[Ipenapar coxmepkut meHee yem 1 MMonb (23 Mr) Hatpus B 1 MII, TO €CTh MPAKTUYECKU HE
COJICPXKUT HATPHSL.
4.5. B3anMojgeiicTBMe C JAPYrMMHM JIeKAPCTBEHHbIMH IMpenapaTaMyM W JApyrue BH/bI
B3aNMOJeliCTBUSA

BzanmoeiicTBus, TDC6VIOI_HI/IC CO6J'IIOI[€HI/I$I OCTOPOKHOCTHU

C meogunnunom, ¢henbyghenom unu Opysumu J1eKAPCMBEHHbIMU CPEOCMBAMU U3 2PYNNbl
HeCmepoOUOHbIX NPOMUBOBOCHANUMENLHBIX NPENnApamos, CHUNCAIOWUMU NOPO2 CYOOPOIHCHOU
20MOBHOCMU 20]I08HO20 MO32d

dapMaKOKHHETUYECKOTO B3aMMOJICHCTBHS JeBO(IIOKCAIIMHA C TEO(PHJUIMHOM HE BBISBIICHO.
OpHako Mpy OTHOBPEMEHHOM Ha3HAYCHUN XHHOJIOHOB U Teoduumaa, HIIBC u npyrux cpeacTs,
CHIKAIOIIUX TOPOT CYAOPOXHOW AKTUBHOCTH TOJIOBHOTO MO3Tra, BO3MOXXHO BBIPAKCHHOE
CHI)KEHHE TTOpOTa CyIOPOKHON aKTUBHOCTU TOJIOBHOTO MO3Ta.

Konnentpanus neBodaokcairia mpu OJHOBPEMEHHOM pueMe ¢peHOy(deHa MOBhIIaeTCsl TOJIbKO
Ha 13 %.

C Henpsamvimu aumuxoazyiaumamu (aumazonucmol eumamuna K)

Y mnanMeHToB, MONYYaBIIMX JieUeHHE JIeBO(IOKCAIMHOM B KOMOHWHAIIMA C HENPSMBIMU
AHTUKOAryJIsIHTaMu (Hampumep, BappapuHOM), HAOIIOJANIOCh TOBBIIIEHHE MTPOTPOMOMHOBOTO
BPEMEHH/MEKTYHAPOTHOTO HOPMAJIM30BAHHOTO OTHOIICHUS W/WIIM Pa3BUTHE KPOBOTCUCHUS, B
T.4. B TsDKenoro. [losToMy mpu OJHOBPEMEHHOM NMPUMEHEHUH HENPSIMBIX aHTHKOATyJISTHTOB W
neBodIIoOKCaIMHA HEOOXOAUM PETYJISPHBINA KOHTPOJIb IMOKa3aTeeii CBEpThIBAHUS KPOBU.

C npoberneyuoom u yumemuouHom

[Tpr ogHOBpEMEHHOM MPUMEHCHHH JICKAPCTBEHHBIX IPENaparoB, HAPYIIAIOMUX ITOYCUHYIO
KaHAJBIEBYIO CEKPEIHI0, TaKUX KaK MPOOCHEIHI M IUMETHIUH, U JeBO(IOKCAIlMHA CIIeayeT
coOIOAAaTh OCTOPOIKHOCTH, OCOOCHHO y MAIMEHTOB C TIOYEYHON HETOCTATOYHOCTBIO.

BriBenenue (oYeuHbIi KITUPEHE) JeBO(IOKCAIIUHA 3aMe ISIETCS TI0]] ICHCTBIEM ITUMETHIMHA Ha
24 % u npoOenenuaa Ha 34 %. MajoBeposSITHO, YTO 3TO MOXKET UMETh KIMHUYECKOE 3HAUCHUE

IIPU HOPMaJIbHOU (QYHKIIUU TOYEK.
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C yuxnocnopurnom

JleBoduiokcanuu yBenuuuBas Ti, nukinocnopuaa Ha 33 %. T.K. 3TO yBEIWYCHHE SIBJISCTCS
KIIMHUYECKH HE3HAYUMBbIM, KOPPEKIMH JI03bl IIUKJIOCIOpHWHA IMPU €ro OJIHOBPEMEHHOM
MPUMEHEHHUU C JIeBO(IIOKCALIMHOM He TpeOyeTcs.

C anrokoxopmuxocmepouoamu

OHOBpPEMEHHBIN MPUEM IMTIOKOKOPTUKOCTEPOUIOB MOBBIIIAET PUCK PA3PhIBA CYyXOKHUIHIA.

C nexapcmeennvimu npenapamamu, yonursrowumu unmepsanr QT

JleBodiokcanuH, Kak U Japyrue (TOPXUHOJOHBI, CIEAYyeT MPUMEHSTh C OCTOPOXHOCTBHIO Y
NAlMEHTOB, MOJydYaloUMX  MpemnapaTel, yuauHsonme uHTepBan QT  (Hampumep,
MpoTUBOApUTMUYECKHE TmpernapaTel kiacca [A wu 1Il, Tpunukindeckue aHTHUACTIPECCAHTHI,
MaKpOJIHUIbl, HEHPOJIEITUKH ).

Ilpouue xkombunayuu

[IpoBeneHHbIE KIMHUKO-(ApPMAaKOJIOTUYECKHE MCCIEAOBAHUA [UIsl HM3YyUYEHHUS BO3MOXKHOTO
(bapMaKOKMHETHYECKOTO  B3aMMOJICUCTBHUS  JIeBOQUIOKCAIMHA C  KalblUs  KapOOHATOM,
JUTOKCHHOM, TNIHOSHKIIAMHJIOM, PAaHUTHIAHOM U BapPaprHOM ITOKA3ald, 4TO (PapMaKOKWHETHKA
neBoQIIOKCallMHA MPU OJHOBPEMEHHOM IMPUMEHEHUU C 3TUMH MpernaparaMyd He U3MEHsIeTCsS B
JIOCTaTOYHOM CTENEeHH, YTOOBI 3TO UMEJO0 KIMHUYECKOEe 3HAUCHHE.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHA

bepemeHHOCTD

[IpemapaT npoTUBOIIOKA3aH K MPUMEHEHHIO PU OEPEMEHHOCTH.

JlakTanus

[Ipenapat npoTUBONIOKA3aH K MTPUMEHEHUIO B MIEPUOJ JIAKTAIMH (TPYTHOTO BCKapMJIMBAHUS ).
4.7. BausiHde Ha CNOCOOHOCTH YIPABJIATHL TPAHCHOPTHBIMHM CPeACTBAMH H PadoTaTh C
MeXaHNU3MaMH

Takue mobounble 3¢ (deKThl MpemapaTa, Kak TOJOBOKPYKEHHE WM BEPTUTO, COHIMBOCTh U
paccTpoiicTBa 3peHus (cM. pasnen 4.8.), MOTyT CHUYKATh IICHXOMOTOPHBIE PEaKITUH U CTIOCOOHOCTh
K KOHIICHTPAIIMN BHUMAHHUSI. DTO MOXET MPEACTABIISITHE COO0OH OMpeIeTICHHBIN PUCK TIPH 3aHATHN
NEeSTENIbHOCThIO, TpeOylomel OBICTPOTHI TMCUXOMOTOPHBIX PEAKIM W  CIOCOOHOCTH K
KOHIIEHTpAllMd BHUMaHUs (HApUMep, MpPU YIPaBIEHUU aBTOMOOWJIEM, MPU OOCITYKUBAHUU
MaIlTiH ¥ MEXaHU3MOB, TP BBHITIOJHEHUN PaOOT B HEYCTOMYUBOM ITOJIOKEHUN).

4.8. HexkesiaTeibHbIE peaKiuu

PesromMe HexenaTeabHbIX peaKIuil

HexxenarenbHble peakru pacCrpeaciICHbl B 3aBUCUMOCTU OT YaCTOTHI KX BOSHUKHOBCHUA: OUYCHDb
gacto (= 1/10); wacto (ot = 1/100 mo < 1/10); mewacto (ot > 1/1000 mo < 1/100); penxo

(ot > 1/10000 mo < 1/1000); ouens pemko (< 1/10000); wacToTra Hem3BecTHa (Ha OCHOBAaHUU
13
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UMCIOIINXCS JaHHBIX OICHUTH HEBO3MOKHO).

Hannvie, nonyyenuvie 6 KIUHUYECKUX UCCIEO0BAHUAX U NPU NOCMMAPKEMUHLO80M NPUMEHEHUU
npenapama

HHd)eKuuu U UHBA3UU .

HEYacTo — l"pI/I6KOBBIe I/IH(beKI_[I/II/I, Pa3BUTUC PE3NCTCHTHOCTU MTATOICHHBIX MUKPOOPIaHU3MOB.

Hapywenus co cmoponwl Kposu u szwqbamuqeawﬁ cucmembi.

HEYacTo — JICHKONeHHs (yMEHbIIEHHE KOJMYECTBA JICHKOIMTOB B MepH(EpUUECKO KpOBH),
203UHOGWITHSA (YBEITMYCHHE KOJMYECTBA 303UHO(DUIIOB B Tepr(epruIecKOi KPOBH);

penko — HeuTporieHus (YMEHBIICHUE KOJMYECTBA HEHUTPOPHIOB B IMepUPEpUIECKOl KPOBH),
TPOMOOIIUTONICHUS (YMEHBIIICHHE KOJTMIECTBAa TPOMOOIIMTOB B IIEpH(PEPUIECKON KPOBH);

YacTOTa HEM3BECTHA — MAHIUTOINCHUS (YMEHBILICHHE KOJMYECTBA BCEX (POPMEHHBIX 3JIEMEHTOB B
nepuQepruueckoil KpoBH), arpaHyjolHuTO3 (OTCYTCTBHE WM PE3KOE YMEHBIICHHE KOJIMYeCTBa
TPaHyJIOLIUTOB B nepudepudecKoil KPOBH), FTEMOIIUTHYECKAsT aHEMHSL.

Hapywenus co cmopombl MMMVHHOZZ cucmembi.

PENKO — aHTMOHEBPOTUYECKUN OTEK;

4acTOTa HEU3BECTHA — aHA(MIIAKTUUECKUH 1IO0K, aHA(UIIAKTOUIHBIHN LIOK.

AnapuakTryecKre U aHaQpUIAKTOUIHBIC PEAKLUM MOTYT HHOIJa Pa3BUBAThLCS JJaXKe 10CIe IepBOit
JI03bI IIpenapara.

DOHOOKDUHHBIE HADYULeHUSL:

PEAKO — CHHAPOM HeaJeKBaTHOM CCKpCUHU aHTUANYPECTUICCKOI'O TOPMOHA.

HapvmeHuﬂ MemadonUIMA U NUMAHUL:

HEYaCTO — aHOPEKCHS;
PEAKO — THIIOITIMKEMU, 0C06eHHO Yy NAayEHTOB C CaxapHbIM I[I/Ia6CTOM (BOSMO)KHBIC IMMPU3HAKN
THIIOTJIMKEMHH: «BOJTYMID aIlllIeTUT, HEPBO3HOCTD, UCTIApUHA, IPOXKD);

Y4acTOTa HEM3BECTHA — TUIICPIIIMKEMUS], THIIOTJIMKEMHSI, BILUIOTh JI0 Pa3BUTHUS TMITOTTMKEMHUYUECKOM
KOMBbI (OCOOEHHO y TMAI[MEHTOB IIOKWIIOTO BO3pacTa, y TAIMEHTOB C CaxapHbIM JIHabeToM,
MoydJaromux JICHCHUEC TIIpfliaparaMyd MWHCYJIMHA WKW T[EPOPAJTbHBIMHA TUIIOTIIMKEMHUYCCKUMU
cpenctBamu) (cMm. pazaen 4.4.).

Tcuxuueckue HCZDVW@HM}Z*:

JacTo — OECCOHHMIIA;

HEYacTo — YyBCTBO OCCITOKONCTBA, TPEBOTa, CITyTAHHOCTh CO3HAHNS;

PEIKO — MCUXUYECKUE HapylleHus (HalpuMep, TaJUTIONWHALINY, TTApaHos), TEeNpeccusi, aXKUTaIus
(BO30YKICHNE), HAPYIIICHHS CHA, HOYHBIC KOIIIMApPBI;

YacTOTa HEM3BECTHA — HAPYIIICHUS IICUXUKHY C HApyIICHUSIMH TIOBEICHHS C PHYMHEHUEM ceOe Bpea,

BKJIFOYasd CYHMIHUAAIBHBIC MBICIIM W CYMIIUAAIBHBIC IIOIBITKH, HCPBO3HOCTH, HAPYLICHHS ITaMATH,
14
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Hapywernus co cmoponbwl H€D6H01/7 cucmemvt’™:

YacTo — TOJIOBHAs1 00JIb, FOJIOBOKPYKECHHE;

HEYacTo — COHJIMBOCTh, TPEMOD, TUCTEB3Hs (M3BpalllEHHE BKYCa);

penKo — mapecresus, cyaoporu (cM. pasaen 4.4.);

4acTOTa HEMW3BECTHA — Nepudepudeckas CeHCOpHas HeWpomnaTus, nepudepudeckas CEHCOPHO-
MOTOpHas Heiponatus (cM. paszznen 4.4.), TUCKUHE3Us, SKCTpalHUpPaMUIHBIE PACCTPOMNCTBA,
areB3us (IMOTeps BKYCOBBIX OIIYIICHMI), TapocMHus (pacCTPONCTBO OIIYIIEHUS 3araxa, 0COOCHHO
CyOBEKTHUBHOE OIIYIIEHUE 3araxa, 00bEKTUBHO OTCYTCTBYIOIIETO), BKIIOYAsl MOTEPIO OOOHSHUS,
OOMOpPOK, TOBBIIICHHE BHYTPUUEPEITHOTO JaBJeHUs (I0OpOKAaYeCTBEHHAs BHYTpUUYEpEITHAs
TUTIEPTEH3US, TICEBI0OIYX0JIb MO3Ta).

HGDVLbleHu}Z CO CMOPOHbL Opeara 3D€Hu}l*:

PCAKO — HapYyLICHUS 3pCHUS, TAKUEC KAK PACIUIBIBYATOCTb BUAUMOI'O I/I306pa)KeHI/I$I;
JacToTa HCU3BCCTHA — MPCXOaa1Iast 1MoTeps 3pCHUsA, YBCUT.

Hapywenus co cmopouwl opaana cayxa u Jza6upuHma*:

HEYacTO — BEPTUTO (4YBCTBO OTKIIOHECHHMS WM KPYKESHUSI HJTH COOCTBEHHOTO TEJIa WITH OKPYKAIOIINX
MIPEIMETOB);

PEIKO — 3BOH B YIIIax;

YacTOTa HEM3BECTHA — CHIDKEHHE CITyXa, TIOTeps CIIyXa.

Hapyvwenus co cmoponwl cepoua™™:

PEIKO — CHHYCOBasl TAXUKAP/IHsl, OIIYIICHUE CePIICONCHHS;

YacTOoTa HeW3BECTHA — YIMHEHNe nHTepBaia QT, )Key10YKOBbIE HAPYIIICHUS PUTMA, KETYI0UKOBas
TaxXyuKapaus, KEJIyJ0UYKOBad TaXUKapAus THIIA KIIHPYIT», KOTOPLIC MOTYT IIPUBOJUTHL K OCTAHOBKE
cepaua (cm. pazaensl 4.4.,4.9.).

Hapywenus co cmoponwl cocyooe™™ :

4gacTo — (predur;
PEAKO — CHHKCHUE apTCPUAIBHOT'O JaBJICHHS.

Hapywenus co cmoporbl ObIXAMEIbHOU cucmembnvl, OpeaHos zpvdnoﬁ KiemKu u cpec)ocmenuﬂ:

HEYacTo — OJIIIIKa;
4acToTa HEM3BECTHA — OPOHXOCTIA3M, AIIEPrUUECKUIl THEBMOHMT.

JKenyoouno-kuwieunvie HapyuieHus:

4acTo — Mapes, pBOTa, TOIIHOTA;
HEYacTo — OOJIM B KHUBOTE, TUCTICHCHS, METEOPHU3M, 3a110p;
YacToTa HeM3BECTHA —TeMOpparuyeckast Auapest, KOTopast B OYeHb PEIKUX CITydasX MOKET ObITh TIPU3HAKOM

SHTEPOKOJINTA, BKITFOUAs ICEBIOMEMOPAHO3HBIN KOJUT (CM. pazzien 4.4.); maHkpeatuT (cM. pasnen 4.4.).
15
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Hapywenus co cmopounsl neyenu u HCENYEBIBOOSAUUX nym

YacT0 — T[IOBBIIIEHHE aKTHBHOCTH «IIEYEHOYHBIX» (EPMEHTOB B KpOBH (Hampumep,
anmannHaMuHOTpaHchepassl (AJIT), acnapratamunorpancdepassl (ACT), yBenuueHne akTHBHOCTH
menouHoi ¢ocdaraszel (I1P) u ramma-rimyramunrpanchepasst (ITT);

HEYacTo — MOBBIIICHNE KOHIIEHTpaIMy OnupyOrHa B KPOBH,

Y4acTOTa HEM3BECTHA — TsDKeNas MEeYeHOYHas! HeJJOCTaTOYHOCTb, BKIIIOYAst CIIy4au Pa3sBUTHS OCTPOH
NEYCHOYHOW HEOCTATOYHOCTH (MHOT/IA C JIETaIbHBIM UCX0JI0M), 0COOCHHO Y MAIMEHTOB C TSKEIBIM
OCHOBHBIM 3a00JIeBaHHEM (HAIIPUMED, IIPU CETICHCE); TeMaTUT, KEITyXa.

Hapywenus co cmoponsl Kooicu u NOOKOIICHBIX MKAHEU:

HEYaCTO — KOKHas ChIIlb, KOKHBIN 3y, KpalliBHULIA, TUTICPTUIPO3;

pEeOKO — JIEKAapCTBEHHAs peakiys ¢ 303uHOGMIMeld W cucrteMHOM cumnromarukor (DRESS-
CHUHIPOM), (GPUKCHPOBAHHAS JIEKAPCTBEHHAS CHIIIb.

YacTOTa HEM3BECTHA — TOKCHYECKHUN SMUAEPMAaIbHBIN Hekponu3, cuHapoM CtuBeHca-/l>KOHCOHA,
OKCCYIAaTHBHAs MHOTO(OpMHAsl JpHTEMa, peakuud (HOTOCCHCHOMIM3AMK  (TOBBIIICHHON
YYBCTBUTEIILHOCTH K COJTHEUHOMY U Y D-m3nyuennio) (cm. pazzaen 4.4.), TIeHKOIUTOKIACTUYECKUI
BACKYJIUT, CTOMATHT.

Peakimu co CTOPOHBI KOYKH M CIIM3UCTBIX 000JI0YEK MOTYT UHOTIA Pa3BUBAThCS JaXKe TOCIIE BBEICHUS
MIEPBOM J03bI IIpErapara.

Hapyvuenus co cmoponvl MbliieyHou, CKeIemHOoU U COeOUHUMENIbHOU MKAHU:

HEYacTo — apTPAITHs, MUAITHSL,
PEIKO — MOpa’KeHUE CyXOXKUINH, BKITFOUasi TEHIMHUT (HarpuMep, aXWjioBa CyXOXKHWINs ), MbIIIEUHAast
c1abocTh, KOTOpasi MOXET ObITh OCOOEHHO ONacHa y NAalMeHTOB C IICEBIONapaIUTUUYECKON
muactenueit (myasthenia gravis) (cm. pazaen 4.4.);

4acTOTa HEM3BECTHA — pabIOMHUOIN3, Pa3pblB CyXOXKWINSA (HAlIpUMEp, aXHUIOBA CyXOXKWIUS; 3TOT
noOouHbIA 3(dekT MokeT HaOmoaaThes B TedeHue 48 4 mocie Hayaja JISYeHUs] U MOXKET OBbITh
JIBYCTOPOHHHUM (CM. Takxke paszen 4.4.), pa3pbIB CBSI30K, Pa3phIB MBIIIIL, apTPHT.

Hapywenus co cmoponsl nouex u MO‘le@blGOaﬂWMx nymeu.

HCYACTO — MOBLIICHUEC KOHICHTPAIIUN KPECATUHUHA B CbIBOPOTKE KPOBH,
PEAKO — OCTpadA NMovcHHas1 HEAOCTATOUYHOCTD (HaanMep, BCJICACTBUC pa3BUTUA HHTCPCTUIHUAIIBHOT'O

HedpHTa).

061/L{M€ HAPYWEeHUA U pedKyuu 6 mecme 66e0eHUs.

YacTO — peaKiysi B MecTe BBe/IeHHs (00Ie3HEHHOCTD, THIIEPEMUSI KOXKH);
HEYacTo — aCTCHHUS;
PEnKO — MUPEKCHs (TIOBBIIICHUE TEMIIEPATyPhI TEa);

4acTOTa HEM3BECTHA — O0JIb (BKIIFOUAst 00JIb B CIIUHE, TPy, KOHEYHOCTSIX ).
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OYEHb PEIKO — MPUCTYTIBI TOPHHUPHHU Y IAIIMEHTOB C HOPHUPHEH.

* B oueHb peAKuX cIy4asx Mpy NPUMEHEHUN XUHOJIOHOB B (PTOPXUHOIOHOB, HHOTIa HE3aBUCUMO
OT HCXOHO UMEIOIINXCS PaKTOPOB PHCKa, OBLIN 3apETUCTPUPOBAHBI ITTUTEIHHO COXPAHSIONIHECS
(10 HECKOJIbKMX MECAILEB WM JIeT), WHBAJHIWZHUPYIOUIME W MOTCHIMAIBLHO HEOOpaTUMbIe
Cepbe3HbIe HEXKENaTeNbHbIE pPEeakMM Ha TpenapaT, 3aTparuBarollie HECKOJIbKO, a MHOTAA U
MHO€ECTBO, KJIACCOB CUCTEM OPTraHOB U OPTaHOB UyBCTB (BKJIIOUYAs TAKUE PEAKLINH, KaK TEHIWHUT,
pa3phIB CyXOXXWJIHsS, apTpayirusi, O0JIb B KOHEYHOCTSX, HApPYIICHHE TMOXOAKH, HEHpOIAaTHH,
CBSI3aHHBIC C TAPECTE3USIMH, ICTPECCHS, IMOBBIIICHHAS YTOMISIEMOCTh, HAPYUICHHUE MaMSTH,
HapyIICHHUE CHA, a TAK)KE HAPYIICHUS CITyXa, 3peHusl, BKyca U 000HsSHUS) (CM. pasnen 4.4.).

** 'V manueHToB, MOJMYYaBIIUX (PTOPXUHOJIOHBI, OBLIM OTMEYEHBI CIIy4ad AaHEBPH3MBI H
paccioeHusl a0pThl, HHOT/IA OCJIOXHEHHBIX Pa3pbiBOM (B TOM YHCIIE C JICTAIbHBIM HCXOJOM), a
TaKXe PerypruTaliui/He0CTaTOYHOCTH JIF00O0T0 KiamnaHa cepaua (cM. paszaen 4.4.).

COO6HI€HI/I€ 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O TMOA03pEBAEMBIX HEXKENATeNbHBIX PEAKIHUAX II0CIEe PETUCTPAINH
JIEKapCTBEHHOTO Iperapara C LeJIblo 00eCeyeHNs HeNPEepbIBHOIO MOHUTOPUHIa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOIrO Mpenapara. MeAMLMHCKUM pPaOOTHUKAM PEKOMEHIyeTcCs
coo0mare O JIOOBIX MOJ03PEBAEMBIX HEKENIATENBHBIX PEaKIHMIX JIEKAPCTBEHHOTO Iperapara
Yyepe3 HaIMOHAJIBHBIE CHCTEMBI COOOIICHUST O HEXEJIAaTeIbHBIX PEAKIUAX TOCYyIapCTB — YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccuiickas @enepanus

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PocznpaBruanzop)

109012, r. MockBa, CriaBsiHCKasl TUIOIIab, 1. 4, cTpoeHue 1

Tenedon: +7 800 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpMaIlMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «HTepHEeT»:!
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMOTOMBI

Ha ocHOBaHWM JaHHBIX, TIOJYYEHHBIX B WCCICIOBAHUAX Ha JKABOTHBIX, Ba)KHEHIINMHU
OKUTAEMBIMU CUMIITOMAaMH TIEPEIO3UPOBKH TIperapara sBISIOTCS CHMIITOMBI co ctoponbl [IHC
(HapyIIeHUs! CO3HAHUs, BKIIIOYas CIyTAHHOCTh CO3HAHWs, TOJIOBOKpYKeHHe u cynoporn). Ilpu
MOCTMApKETUHTOBOM NPHUMEHEHUH Tperapara Mpu mepeno3upoBke Halmonanuck 3hdekTsr co
cropousl [[HC, Bkito4asi CHOyTaHHOCTh CO3HAHWS, CYJOPOTd, TAJUTIOIUHALIMK W TPEMOP.

Bo3moxxknubl TomHoTa W 3po3um JKKT. B  xinmHuKO-papMakoJIOrH4ecKux HCCISAOBAHUSX,
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yanuHeHnue uarepBaia QT.

Jleuenue

[IpoBeneHne CUMOTOMATUYECKOW Tepamnuu, TIIATEIbHOE HAOIIOIEHUE 3a MAllMEHTOM, BKIIOYas
OKI'-monutopupoBanue. Jledyenue cumnromarudeckoe. JleBoduiokcaluH HE BBIBOJIUTCS
MOCPEJICTBOM  Avanu3a (reMojaualiu3a, IEePUTOHEATbHOTO  JIMaju3a U MOCTOSHHOIO

MEPUTOHEATLHOTO Muanu3a). Crenuuaeckoro aHTHI0Ta He CYIECTBYET.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOCTBA

dapmakoTepaneBTHUECKass TIpymnmna: aHTHOAKTepUalbHbIE CpPEACTBA CHUCTEMHOIO JeHCTBHUSA;
IPOM3BOJIHBIE XUHOJIOHA; PTOPXUHOIOHBI.

Kox ATX: JOIMA12.

Mexanusm aeiictBus, dapMakoauHaMmuyeckue 3hheKTol

CuHTeTHYeCKHi aHTHOAKTEPHATIBHBIN Mpernapar MIHPOKOTO CIEKTpa JACHCTBHS W3 TPYIIIBI
(TOPXUHOJIOHOB, COJAEP)KAIIMKA B KadecTBE [CHCTBYIOIIErO BeLIECTBAa JIEBO(IOKCALUH —
JeBoBpamarolinii  uzomep oduokcauuHa. JleBoduokcauun OGnokupyer JHK-rupasy wu
tornionzoMepasy 1V, Hapymaer cynepcnupanuzanuio v ciuBky paspsiBoB JIHK, nnrubupyer
cunte3 /IHK, BbI3biBaeT rimyOokue MOpQojaornyeckrue U3MEHEHHUs B LMTOIUIa3Me, KIETOYHOMN
CTEHKE U MeMOpaHaX MUKPOOHBIX KJIETOK.

JleBo(IOKCAIIMH aKTHBEH B OTHOILEHHHM OOJBIIMHCTBA IITAMMOB MHKPOOPIaHU3MOB, Kak B
yCIOBHSX IN VItro, Tak u in vivo.

Yyscmeumenvnvie mukpoopeanuzmol (MIIK < 2 me/mn; 30na uneubuposanus > 17 mm):

- avpobuvie 2pamnonoscumenvhvie muxpoopeanusmei: Bacillus anthracis, Corynebacterium

diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (8 T.4. Enterococcus faecalis), Listeria
monocytogenes,  Staphylococcus coagulase-negative  methi-S(I) [koaryma3zoHeraTuBHBIE,
METHIM/UTMHYYBCTBUTEIbHBIC/-yMEPEHHO 4yBCTBUTEIbHBIC], Staphylococcus aureus methi-S
(METULMJUIMHYYBCTBUTEIHHBIC [ITAMMBI), Staphylococcus epidermidis methi-S
(MeTHIIMIUTHHYYBCTBUTEIbHBIE), Staphylococcus spp. CNS (koaryna3zoneratuBHsbie), Streptococci
epynnet C u G, Streptococcus agcdactiae, Streptococcus pneumoniae peni 1I/S/IR
(MeHULIMJUTMHYMEPEHHOUYBCTBUTENIbHbIE/-UyBCTBUTEIbHbBIE/-PE3UCTEHTHBIE), Streptococcus

pyogenes, Viridans streptococci peni-S/R (meHUIMIUTHHYYBCTBUTEIBHBIC/-PE3UCTEHTHBIC);

- aspobHble epamompuyamenvhvle Mukpoopeanuzmul: Acinetobacter spp. (B T.u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,

Enterobacter aerogenes, Enterobacter spp. (8 t.u. Enterobacter cloacae), Escherichia coli,
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Gardnerella  vaginalis, Haemophilus  du an'T'pth/R

(amnunmUIMHYYBCTBUTEIbHBIC/-pe3ucTenTHbie), Haemophilus parainfluenzae, Helicobacter
pylori, Klebsiella spp. (8 T.u. Klebsiella oxytoca, Klebsiella pneumoniae), Moraxella catarrhalis
[+IB- (mpoayiupyromye ¥ HepoAyupyomue B-rakramasy), Morganella morganii, Neisseria
gonorrhoeae non PPNG/PPNG (mpoayuupyomue W HEMpOIyUUPYIOIINE MEHUIIWILINHA3Y),
Neisseria meningitidis, Pasteurella spp. (8 t.u. Pasteurella multocida, Pasteurella dagmatis,
Pasteurella canis), Proteus mirabilis, Proteus vulgaris, Providencia spp. (8 T.4. Providencia
rettgeri, Providencia stuartii), Pseudomonas spp. (B T.u4. Pseudomonas aeruginosa
[rocnuraneubie wHpeknuu, Be3BaHHBIE Pseudomonas aeruginosa, MoryTt moTpeboBaTh
KoMOuHupoBanHoro JiedeHus|), Salmonella spp., Serratia spp. (B T.4. Serratia marcescens);

- awnaspobuvie mukpoopeanusmei: Bacteroides fragilis, Bifidobacterium spp., Clostridium

perfringens, Fusobacterium spp., Peptostreptococcus spp., Propionibacterum spp., Veillonella spp.;

- Opveue mukpoopeanusmsi. Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,

Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (B T.u.
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvnvie mukpoopeanuzmsl (MIIK =4 mr/n; 30na nunrubuposanust 16—14 mm):

- avpobuvie _epamnonodcumenvhvie mukpoopeanusmsl:  Corynebacterium  urealiticum,

Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(METHIIITHHPE3UCTEHTHBIE), Staphylococcus haemolyticus methi-R

(MCTI/II_II/IJ'IJ'II/IHp CBI/ICTeHTHHC);

- aspobuble epamompuyamenvvle mukpoopeanuzmor. Campilobacter jejuni, Campilobacter coli;

- anaspobuvie mukpoopeanusmbl: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k nesogonoxcayuny mukpoopeanuzmor (MIIK > 8 mr/n; 30Ha MHrHOMpPOBaHUS
<13 mm):

- aopobuvie _epamnonoxcumenvhvie mukpoopeanusmei:  Staphylococcus aureus methi-R

(METHIMIUTHHPE3UCTEHTHBIE), Staphylococcus coagulase-negative methi-R
(KoaryyiazoHeraTHBHbBIE METUIIMIUTMHPE3UCTeHTHBIE); Corynebacterium jeikeium;

- aspobuvle epamompuyamenvhvle mukpoopeanuzmul. Alcaligenes xylosoxidans;

- anaspobuvle mukpoopzanuzmol. Bacteroides thetaiotaomicron;

- Opyeue muxpoopeanuzmor. Mycobacterium avium.

Pezucmenmnocmuo
Pe3ucTeHTHOCTD K JeBO(DIOKCAIIMHY pa3BUBACTCA B Pe3yJIbTaTe MO3TAITHOIO MpOoIecca MyTalui
TeHOB, Koaupyomux obe tomonzomepasbl Tuna Il: JIHK-rupazy u tomouzomepasy IV. JIpyrue

MCXaHU3MBblI PE3UCTCHTHOCTH, TAKUC KaK MCXaHU3M BJIMAHUA Ha MNCHCTpAMOHHBLIC 6apbepLI
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HIEY
eX‘a'HI/ISM

a¢darokca (AaKTUBHOTO BHIBEICHHS HpOTI/IBOMI/IKpO6HOI‘O CpeICTBA U3 MUKPOOHOM KIIETKH), MOTYT
TaK)Ke YMEHBIIATh YyBCTBUTEIILHOCTh MUKPOOPTAaHU3MOB K JIEBO(IIOKCAIIUHY.

B cBsi3u ¢ 0COOEGHHOCTSIMH MEXaHW3Ma JCUCTBUS JIeBO(IIOKCAIMHA OOBIYHO HE HAOIIOJAeTCS
NEPEKPECTHOM PE3UCTCHTHOCTH MEXKIY JIEBO(PIIOKCAIIMHOM M JPYTHMH MPOTUBOMHKPOOHBIMHU
CpeACTBaMHU.

Kinnanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Knunuueckasn sagpgpexmusnocmo (3¢hpexmusnocmos 8 KAUHUUECKUX UCCIe008AHUAX NPU JleUeHUU
UH@eKyUIl, 8bI3bI6AEMBIX NEPEYUCTEHHBIMU HUINCE MUKPOOPLAHUSMAMU):

- avpodubie epamnonodcumenvhvie mukpoopeanusmsi: Enterococcus faecalis, Staphylococcus

aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

- avspobHble 2pamompuyamensvivle mukpoop2anusmol: Citrobacter freundii, Enterobacter cloacae,

Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae,
Moraxela (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis, Pseudomonas
aeruginosa, Serrcitia marcescens;

- opyeue: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

AOcopOuus

[Tocne BHyTpuBeHHOU 60-muHYTHOW HHGY3uUU JeBoduiokcanmuHa B go3e S00 Mr 3710pOBBHIM
T00pOBOIbIIAM MaKCUMalbHas Mia3MeHHass KOHIEHTpalus (Cmax) B TJIa3Me KPOBU COCTABIISAIIA B
cpenHeM 6,2 MKT/MII.

[Tpu BBegenuu neodaokcanuna B 103¢ S00 mr 1 wim 2 paza B CyTKU paBHOBECHAsI KOHIIEHTPAITUS
B IUIa3M€ KPOBHU JOCTUTAETCs B TeueHue 48 4acos.

Ha 10 nens BHyTpuBeHHOro BBeaeHMs npenapara B ao3e 500 mr 1 pa3 B CyTkM Cmax
neBo(IOKcaHa B I1a3Me coctasisiia 6,4 + 0,8 Mkr/mi, a Cmin JIeBodioKcalinHa (KOHLEHTPAIH
nepe1 BBEJACHUEM OUepEeIHOM /103b1) B TU1a3Me KpoBu coctaBisiia 0,6 + 0,2 MKr/mit.

Ha 10 nmenp BHyTpuBeHHOro BBeaeHMs npemnapara B o3¢ 500 Mr 2 paza B CyTKM Cmax
neBoduiokcanuHa B miuasme coctapisiia 7,9 £+ 1,1 mxr/mit, Cmin coctaBisina 2,3 £ 0,5 MKr/miL.

Pacnpenenenue

CeszpiBanne c¢ Oenkamu mia3mbl kpoBu coctaBiasier 3040 %. OObem pacnpeneneHus
neBoduiokcanmHa B cpeaHeM coctapiser 100 1 mociie OJHOKPAaTHOTO M MHOTOKPaTHOIO
BHYTpUBEHHOTO BBeZeHUsI 500 Mr, 4yTO yKa3blBae€T Ha XOpOIIee NPOHUKHOBEHNUE (TIEHETPALUIO)

JeBO(IIOKCAIIMHA B OPTaHbl U TKAHU OPraHU3Ma YeJIOBEKa.
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IIponuxnosenue 6 causucmyro 000104Ky OpPQHX08, 9.'&'15'1&1;]);!; %urx%bﬁanw :eb'z;n—r-blmku

anveeosipvie Makpogacu

JleBoyiokcanuH  XOpOIIO TPOHUKAET B  CIU3HCTYI0 O000JOYKYy OpOHXOB, KHUIKOCThH
SMUTENNATbHON BBICTHIIKH, alibBeosisipHble Makpodaru. Kosdduiuentsl neHerpanum B
CIIM3UCTYI0 O00JIOYKY OPOHXOB W JKHMJKOCTh SMUTEIHATBbHOM BBICTHIIKH, IO CPaBHEHUIO C
KOHIIEHTpaluel B rmia3me Kposu, coctasisitor 1,1-1,8 u 0,8-3,0 cooTBeTCTBEHHO.
IlponuxHnosenue 6 1e204UHy0 MKAHL

JleBohmokcalH XOpoIIo MPOHUKAET B JIETOYHYIO TKaHb ¢ KodddunuenTamu nenerpanuu 2,0-5,0
10 CPABHEHUIO C KOHIIEHTPALMEH B I1a3Me KPOBH.

Tlponuxnosenue 6 anvb8eoNAPHYIO HCUOKOCTL

JleBodrokcanuH X0opoIIo MPOHUKAET B aTbBEOJISIPHYIO )KHIKOCTh ¢ KO3(DPHUIIMEHTOM MTEHETpaIuN
1,0 mo cpaBHEHUIO C KOHIIEHTPALUAMU B 1a3Me KpoBu. [Ipu BBegeHuu neBoduiokcalta B 103€
500 mr 1 unm 2 pa3a B CyTKH B TeUeHHE 3 JHEH MaKCUMalbHbIe KOHIIEHTPAIMH JIeBO(DIOKCAIITHA
B QJIbBEOJIIPHON KUJKOCTU JOCTHUTAIMCh depe3 2—4 4 mocie BBeAeHUs u coctaBisuid 4,0 u
6,7 MKI/MJI COOTBETCTBEHHO.

IIpoHukHoBeHUe 8 KOCMHYI0 MKAHD

JleBoyioKcanuH XOpPOIIO MPOHUKAET B KOPTUKAIBHYIO M TyOuyaTyl0 KOCTHYIO TKaHb, Kak B
MPOKCUMAJILHBIX, TAK M B TUCTATBHBIX OT/CNIaX OCIPECHHON KOCTH ¢ KO3()PHUIIMEHTOM TTEHETpaIliu
(kocTHas TKaHb/TmazMa kposwu) 0,1-3,0.

IIpoHukHoBeHUe 8 CNUHHOMO3208)10 HCUOKOCTD

JleBorioKcaIuH MI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO JKUIKOCTb.

IIponuknosenue 6 mxanv npeodcmamenbHOU Heele3bl

JleBodrokcaiia XOpOIIIo MPOHUKAET B TKAaHb MPEACTATEIHHON JKeJe3bl (CpeHee COOTHOIICHUE
KOHIIEHTpaIui MpecTaTebHas jkene3a/miasmMa KpoBu coctapisuio 1,84).

Konyenmpayuu 6 moue

B Mode co3maroTcs BRICOKHE KOHIIEHTPAUU JIeBO(IIOKCAIIHA, B HECKOJIBKO pa3 MPEBHIIIAOIINE
KOHIIEHTPAITNH JIeBO(IOKCAIIMHA B TTa3Me KPOBH.

Buorpancdopmarnus

JleBoriokcaniuH B HE3HAYUTENBbHOU creneHu (5 % TpUHATON [103bI) METa0ONU3HpYyeTCS C
oOpa3zoBaHueM AuMeETHIUIeBO(IIOKcaHa U JeBOQUIOKCAliH N-OKCHJIa, KOTOPHIE BBIBOISATCS
noukamu. JIeBoIOKCAIIMH SBISCTCS CTEPECOXUMHUYECCKH CTAOWIBHBIM W HE TIOJBEPraeTcs
XUPATBHBIM MTPEBPAIICHHUSIM.

DJIMMUHAIMS

[Tocne BHYTPHUBEHHOTO BBEICHHUS JIEBO(PIIOKCAIIMH OTHOCHUTEIFHO MEIJICHHO BBIBOJUTCS W3

I1a3Mbl KpOBU (TIEpUOJ MONTyBbIBeAeHUS T1/2 cOCTaBisieT 6—8 4acoB) MPEUMYIIECTBEHHO Yepe3
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nouku (6omee 85 % mpunsATON A03b1). OOIIMIA JmpeHc' ge_Bc-) -ljll?d%ga%ﬁggggéﬁllé E)EHOKpaTHoro

BBenenus 1036l 500 mr coctasista 175 + 29,2 Mi/MuH.

OTcyTcTBHE CYIICCTBEHHBIX pa3nuuuii B (papMaKOKWHETUKE JIEeBO(JIOKCAIIMHA TIPU €ro
BHYTPUBEHHOM BBCJICHHUM W IPUEME BHYTPh IOATBEPIKIACT, YTO IPHEM BHYTPb M B/B IyTh
BBEJCHUS SIBISIOTCSA B3aMMO3aMEHSIEMBIMH.

JInHeHHOCTh (HEIUHEHHOCTD)

dapMaKOKHHETHKA JIEBO(IIOKCALIMHA SIBJISCTCS JTMHEWHOM B Anana3zone 103 ot 50 mr 1o 1000 mr.

dapMaKOKMHETHKA Y 0COOBIX I'pyHaiIl DannueHTOB

dapMakOKMHETHKA JIEBO(IIOKCALIMHA Y MYXUUH U XKEHIUH HE pa3nyaeTcs.

PapMaKOKMHETHKA y IMALIMEHTOB IMOXKUJIOTO BO3PACTAa HE OTJIMYAETCA OT TAKOBOM Y MOJIOABIX
MAIMEHTOB, 32 UCKIIIOUYCHUEM Pa3iINuuil (apMaKOKHHETUKH, CBSI3aHHBIX ¢ paznmnuusvmu B KK.
[Tpr mouyeuHOW HEAOCTATOYHOCTH (papMaKOKMHETHKA JieBOoduioKcanMHa u3Mensercsa. Ilo mepe
yXyAUIeHus: QyHKIUHM NOYEK BbIBEIEHUE Yepe3 MOYKU U IOYEUHbIN KIMPEHC YMEHbIIAoTCs, a T172

YBCINYNBACTCA.

6. PAPMALIEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTe/IbHBIX BelllECTB

Harpus xiopun

XITOpUCTOBOJOPOAHAS KACTIOTA KOHIICHTPUPOBAHHAS UITH

Hatpus ruapoxcun (s koppekuuu pH)

Bopaa ans nabeKIuii

6.2. HecoBMecTHMOCTH

JlaHHBIA JIEKapCTBEHHBINH IMpemapaT He CJIeAyeT CMEIINBAaTh C JPYTHMMH JIEKAPCTBEHHBIMU
npenapaTam, 3a UCKIIOYEHHUEM YIOMSHYTHIX B pazjaene 6.6.

PacTBop mpemnapara Henb3s cMEUINBaTh C TEapHHOM WM PaCTBOPAMHU, HMEIOIIUMH IIEJIOYHYIO
peakuuio (Hampumep, ¢ pacTBOpoM OukapOoHaTa HATPHS).

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

HeBckpuIThlil ditakoH

2 rona.

Ilociie mepBOro BCKPBITUSI

[Tocne wu3BnedyeHust QuiakoHa U3 TMOTPEOUTENHCKON YMAaKOBKM HHQY3MOHHBI pPacTBOp MpHU
KOMHAaTHOM OCBELICHUU MOXET XPaHUTHCS 0€3 CBETO3alIUThI He Oosee 5 aHei!

Jnst npeoTBpaliieHus 6akTepuaibHON KOHTAMHHAIIMN PACTBOP ISl MH(DY3UH ClleTyeT UCIIOIb30BaTh
HEMEJUIEHHO (B TeYeHHE 3 4acoB) MOCIE MPOKATBIBAHUS TOPTA IPUBAPEHHOIO MOJIUIPOIIIIEHOBOTO

KoJmavka (prrakoHa. 3alumThl pacTBOpa OT CBETA MPH MPOBEIACHUN HH(Y3UU HE TpeOyeTcsl.
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6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH X

B norpebutenbekoii ynakoBke npu temneparype He Boiuie 25 °C.

VYcnoBus XxpaHeHus OCie EPBOT0 BCKPBITUS JIEKAPCTBEHHOTO Ipenapara cM. B paszeine 6.3.

6.5. XapakTep u coaep:kaHue NEPBUYHOI YIIAKOBKH

ITo 50 nmu 100 M1 Bo dirakoHBI TOJIUNIpONIHIICHOBBIE (He conepxkaT [IBX) u3 momunpornuieHa ajis
UH(Y3MOHHBIX 1 MHBEKLIMOHHBIX IPEIapaToB B COOTBETCTBHH C TpeOoBaHusMU EBponeiickoit
®apMakorien JEHCTBYIOIIETO0 HU3JaHMs, C 3alasHHOM TOpPJIOBHHOM, C C€aMOCIHAJaIoLIUMCS
KOPIyCOM CO WIKaJOMl U neTiei-nepxkareyieM, C I[PUBAPEHHBIMU MOJUIIPONHICHOBBIMU
konmaykamu. Konmayku MoryT ObITh € 2-Msl OTJICIbHBIMU CTEPUIIBHBIMU MOPTAMHU, 3aKPBITHIMU
3alUTHBIMU TOJIUIIPONIUIIEHOBBIMH 3arilyllIKaMH, JU00 UMETh 2 CTEPUIIbHBIX IOPTA, 3aKPBITHIX
3alIUTHON AIFOMUHUEBOU (QOIBroi. B ciydae ¢ 2-Msa OTACTBHBIMU CTEPUIIBHBIMHA TIOPTAMU TIPH
BCKPBITUU OJHOTO IOPTa CTEPUIIBHOCTD APYTOr0 COXPAHSAETCS.

[To 1 ¢pnakoHy BMECTe ¢ MHCTPYKIIMEH MO TPUMEHEHHIO B MAYKe U3 KapTOHA.

JIJ1s1 cTarimoHapoB

I[To 36 ¢maxonos o 50 unu 100 Mt BMecTe ¢ HHCTPYKIKEH IO TPUMEHEHHIO B TOPPOKOpoOe 13
KapToHa.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM HMCIOJIB30BAHHOIO
JIeKAPpCTBEHHOr0  MpenapaTra WJIH  OTXOJA0B, MOJYYeHHBIX TOCJie NPUMEHEHHUs
JIEKAPCTBEHHOI0 Mpenapara Wik padoTsl ¢ HUM

[Tpenapat coBMecTUM cO clenyromuMu HH(pY3HOHHBIMU pacTBopamu: 0,9 % pacTtBOp HaTpus
xyopuaa, 5 % pactBop AEKCTpo3bl, 2,5 % pacTBop Punrepa c nexctpo3oii, KOMOMHUPOBAHHBIE
PacTBOPHI [T TAPEHTEPATBHOTO MUTAHUS (AMUHOKHUCIIOTHI, YTIIEBO/bI, JJIEKTPOJIHTHI).

Her oco0bix TpeOoBaHUil K yTUIM3ALUH.

7. AEPKATEJIb PETUCTPALIUOHHOI'O YIOCTOBEPEHUS

Poccuiickas ®@enepanns

000 «I'poTekcy

195279, r. Canxr-IlerepOypr, MHayCTpUanbHbIi IPOCHEKT, A. 71, Kopi. 2, muT. A

Ten.: +7 812 385 47 87

dakc: +7 812 385 47 88

grtx@grotexmed.com

7.1. IlpeacTaBuTe/b AepiKaTelisi perucTPAMOHHOIO YA10CTOBepeHusi Ha TeppuTopuu Coroza

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccuiickas @enepanus

000 «I'potekcy
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195279, r. Cankr-IletepOypr, UnaycTpranbHb npocnéllgrl:lzl:}’f_":kggﬁ”EEW ';{': T5 0003

Tenedon: +7 800 700 04 73

ccc@grotexmed.com

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

9. IATA NEPBUYHOMN PETUCTPAILIMM (IIOATBEPXIEHUE PETMCTPAIIUU,
NEPEPEI'UCTPALIUS)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHUKA JICKAPCTBCHHOI'O IIpCIiapara JIeBHHOKC AOCTYIIHA Ha PIH(bOpMaI_II/IOHHOM
nopTajic EBpaSHﬁCKOFO 9KOHOMHNYECCKOI'O COI03a B I/IHq)OpMaI_II/IOHHO'KOMMYHHK&HHOHHOﬁ CCTHU

«UuTepuer» https://eec.eaeunion.org.
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