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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEIHOPSTIPENAPATA™ U00%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
JleBodnokcanun DxoneBum, 250 Mr, TaOIETKH, TOKPHITHIC TIIICHOYHON 000JI0UKOH.
JleBodnokcanun DxoneBua, S00 Mr, TabIeTKH, MOKPHITHIE TIIICHOYHON 000JI0UKOH.
2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JleiicTByromee BeecTBO: JIEBO(IIOKCAIIHH.

JleBodokcarmma DxoaeBua, 250 Mr, TaOJIETKH, IOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxnas Tabnerka comepxut 250 mr neBodokcaniiaa (B BUI€ TEMUTHAPATA).

JleBodnokcaiml DkoxeBua, 500 Mr, TabJIETKH, MOKPLITHIE INIEHOYHON 000JI0YKOU

Kaxnas Tabnerka cogepxut 500 Mr neBodaokcanuHa (B BUAE TEMUTHIPATA).
BcrnomorarenbHble BellecTBa, HATMYUE KOTOPBIX HA/I0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JakTuTod (cMm. pazaen 4.3, 4.4).

[TonHbIit mepedeHb BCIoMOraTeIbHBIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIC TNIEHOYHOU 000JTOYKOM.

JleBomokcarmme  OxoseBua, 250 Mr, TaOJdEeTKM, IIOKPBITHIE IUIEHOYHON 000JIOYKOH

KarncynoBuaabie TBOSKOBBIMYKIIbIE TAOJIETKH, TOKPHITHIC IIJICHOYHOW 000JI0YKOM Oeoro miu
ouTH OENoro IBeTa, ¢ PUCKOM Ha 0JJHOU cTopoHe. Ha monepedHoM pa3pe3e BUIHBI JBa CIIOS,
BHYTPEHHUH CIJIOI OT CBETIIO-XKEJITOrO 0 JKEJTOro LIBETA, 0MYyCKatoTCs Oelble BKpaIljIeHHUs.

JleBookcarmme  OxoseBuna, 500 wMr, TaOJdEeTKM, IIOKPBITHIE IUIEHOYHON 000JIOYKOH

KarcynoBuaHble ABOSKOBBITYKIIbIE TA0IETKH, MOKPHITHIEC MJICHOYHOH 0007I04YKON O€JI0ro Mt
noutu Genoro 1Beta. Ha monepeynom paspese BUIHBI 1Ba CIIOsI, BHYTPEHHUH CIIOM OT CBETJIO-
AKEJITOrO 10 JKEJITOr0 LBETa, JOMYCKAI0TCs Oelble BKPANJICHHUS.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

JleBodokcanH DKOJEBHU/I MTOKa3aH K MPUMEHEHHUIO y B3POCIBIX B Bo3pacTe oT 18 mer s
JeYeHHUs] MHQPEKIHMOHHO-BOCHIAINTENIBHBIX 3a00J€BaHUN, BBI3BAHHBIX YYBCTBUTEIbHBIMU K
1€BO(IOKCAMHY MUKPOOPTaHU3MaMH:

- OCJIOKHEHHbIE NHPEKIIMY MOUYEBBIBOAAIIMX IyTEH U MUETOHEPUT;

- XPOHUYECKHUH OaKTepHalIbHBIA IPOCTATHT;

- JUI KOMILIEKCHOTO JICYSHHUSI JIEKAPCTBEHHO-YCTOMYUBBIX (POPM TyOepKyIiesa;

- npopMIakTUKa ¥ JIeYeHHE CHOMPCKOM SI3BBI MHpPU  BO3AYIIHO-KANEIbHOM ITYTH

3apaKCHUsI.
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MO>KET MIPUMEHATHCS B KAUYECTBE alIbTEPHATUBHI IPYTUM MPOTHBOMHUKPOOHBIM TIperiapaTam:

- BHEOOJbHUYHAS THEBMOHMUS;

- OCJIO’KHEHHbIE NH(EKINH KOXKU U MITKUX TKaHEeH;

- OCTpBIN OaKTEepUATBHBIA CUHYCHUT;

- 000CTpeHne XPOHUYECKOT0 OPOHXUTA,

- HEOCJIO)KHEHHBIN LIUCTUT.

[Tpu nmpumenenuu npemnapara JleBodaokcaa DKoaeBu clieAyeT YUUThIBaTh odulinaIbHbIe
HAI[MOHAJbHBIE PEKOMEHJAIMK MO0 HaJIekalleMy M[PUMEHEHHI0 aHTHOaKTepHaTbHBIX
MpernapaToB, a TaKKe YYBCTBUTEIHHOCTh MATOTCHHBIX MHUKPOOPTaHW3MOB B KOHKPETHOMH
ctpase (cM. paznen 4.4).

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

YuuTheiBass TO, 4TO OMOJOCTYMHOCTH JieBO(pJIOKCAIMHA TIPH TpUeMe JieBOoIIOKcalHa B
tabnerkax paBHa 99-100 %, B ciywae mepeBoja MalMeHTa C BHYTPUBEHHOH HHQY3UH
neBodIioKcanHa Ha MPHEeM TabJIEeTOK CIeAyeT MPOI0JKATh JICUSHUE B TOHM Ke J03€, KOTopas
MIPUMEHSJIACh TIPU BHYTPUBEHHOUW MH(Y3UU (CM. pazaen 5.2).

PexxuM 103upoBaHus

PexxuM 03MpOBaHUS OMNPEHENIETCS XapaKTepoM U TSDKECThIO HMH(DEKIMH, a TakKe
YYBCTBUTEIBHOCTHIO  MPEAINOaraeMoro Bo30yautens. [IpoJo/mKUTEIbHOCTD — JICUCHUS
BapbUpPYET B 3aBUCUMOCTHU OT T€UCHHsI 3a00IeBaHHUSI.

Pexomenoyemvie pedicumvl 003uposanusi u NPoOOJHCUMENIbHOCHb JIeYeHUs. Y NAYUEHMO8 C
HOpMabHOU GyHKyuell noyek (knuperc kpeamununa (KK) >50 mn/mun)

Ocnooicrennbvie unpexyuu mouesbleooauux nymeu: 1o 2 tabnerku 250 mr 1 pa3 B CyTku wiu

o 1 Tabnerke 500 mr 1 pa3 B cytku (coorBercTBeHHO o 500 Mr neBodokcanuna) — 7-14
THEHN.

Huenonedppum: mo 2 Ttabnerku 250 mr 1 pa3 B cyrku wim mo 1 Ttabmerke 500 wmr
1 pa3 B cytku (coorBeTcTBeHHO 110 500 Mr sieBoduiokcannna) — 7-10 qHei.

Xponuueckuil _baxmepuanvublll _npocmamum. 10 2 Tadbmerku 250 Mr wim 1o

1 tabnerke 500 mr 1 pa3 B cyrku (coorBercTBeHHO 1O 500 Mr neBodiiokcanuHa)
28 mHeEn.

Komunnexcrnoe neuenue nexapcmeenno-yCcmouyusblx d)ODM mV6€DKWZ€3a.' mo | tabimerke

500 mr 1-2 pa3a B cytku (coorBercTBeHHO To 500-1000 Mr meBodnokcammaa) — 10 3-X
MECSIIICB.

Hpod)uﬂakmuka u jedernue cu6upc;<0ﬁ A36bl npu 6030VLMHO—Kal’lejle0M nymu 3apasicernus. 1mo

2 rtabmetkm 250 wmr wmimum mo 1 rtabiaerke 500 Mr  (COOTBETCTBEHHO IO
2
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500 mr neBodokcarua) 1 pa3 B CyTKH B TEUEH

Bueboavuuunas nueemonun: 1o 2 Tabmerku 250 mMr wiau no 1 Tabmerke 500 wmr

1-2 paza B cytku (coorBercTBeHHO 10 500-1000 Mr neBogokcanuna) — 7-14 nueit.

Ocnooicuennvie qu)eKuuu KOJICHbIX _NOKPOBOG8 U MASKUX _mMKaHeu. 1o 2 TaOJIETKU

250 mr umu o 1 tabmerke 500 mr 1-2 pasza B cytkum (coorBercTBeHHO mo 500-1000 mr
neBogokcanuHa) — 7-14 nHeit.

Ocmpoiil_bakmepuanvublil _cunycum.: 10 2 Tabimetkn 250 mr wmwm mo 1 Tabierke

500 mr 1 pa3 B cytku (cooTBercTBeHHO 110 500 MT neBodmokcanuna) — 10-14 gaei.

Obocmpenue xporuyecko2o bpouxuma. 1Mo 2 tadnerku 250 mr win no 1 tabiaerke 500 mr 1

pa3 B cyTkH (cooTBeTcTBeHHO 10 500 Mr neBogiokcanuna) — 7-10 gueit.

Heocnooicnénnoui yucmum: no 1 tabnetke 250 mr 1 pa3 B cyTku (COOTBETCTBEHHO 110 250 Mr

neBodIoKcanaa) — 3 aHsl.

IIponyck npuema 00HOU UnU HECKOILKUX 003 Npenapama

Ecnu cnyuaiiHo mpomyieH MpueM mperapara, TO CIeAyeT, KaKk MOXXHO CKOpee, MPUHSTH
OUEPEIIHYIO 103y M Jajiee MPOJOJKATh MPHEM COTJIACHO PEKOMEHIOBAaHHOMY PEXHMY €ro
JIO3UPOBAHUS.

Oco0nIe I'pYHOIbI TAaMEHTOB

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Peoicum 0031/11708617-11/{}1 Yy nayuernios ¢ Hapyuienuem d)VHKMMM nouex (KK <50 MJZ/MMH)

.HGBO(bJ'IOKcaI_[I/IH BBIBOAUTCA NPEUMYIICCTBCHHO IMOYKaAMH, ITO3TOMY IIPHU JICUCHUH ITIAIUCHTOB

C HapyIIeHHON QYHKIUEH MoYeK TpeOyeTcsi CHMIYKEHUE J03bI MperapaTa (CM. TaOIuIly HUKE).

KK Pexwum no3upoBanus npenapara JleBoguiokcana JK0IeBU]

PexoMennmyemas no3a
npu KK > 50 mn/mun:
250 mr/24 4

Pexomennyemas nosa
mpu KK > 50 mn/mMuH:

500 mr/24 4

Pexomennyemas nosa
mpu KK > 50 mn/mun:

500 mr/12 4y

50-20 mi/MHUH

nepas go3a — 250 wmr,

3ateM — o 125 mr/24 g

nepas go03a — 500 wmr,

3arem o 250 mr/24 g

nepas go03a — 500 wmr,

3arem o 250 mr/12 g

19-10 mur/MuH

niepBas go3a — 250 mr,

3ateM o 125 mr/48

nepBas 1o3a — 500 mr,

3arem o 125 mr/24 g

nepBas 1o03a — 500 wmr,

3arem o 125 mr/12 g

< 10 mn/mMuH
(BKITFOUAS
reMoauaIn3 u

AT

nepas go3a — 250 wmr,

3ateM 1o 125 mr/48

nepas go03a — 500 wmr,

3areM 110 125 mr/24 g4

nepas go03a — 500 wmr,

3areM 110 125 mr/24 g4

- IOCJIC TeMoauaani3a HJIN IIOCTOAHHOIO aM6ynaTopHor0 NEPpUTOHCAIILHOTO AHaJIN3a
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(ITATT) me TpeOyeTcst BBEICHUS TOTIOJHUTEIBHBIX J103.

Iayuenmoi ¢ HapywieHuem QYHKyuU neveHu
[Ipn wHapymeHun QYHKOUH TICUEHU HE TpeOyeTcs KOPPEKIUU peKUMa O3UPOBAHUSA,
MOCKOJIBKY JIEBO(IOKCALIMH JIMIIIb HE3HAYUTEIIbHO METa0OIU3UPYETCS B TICUCHHU.
Tlayuenmuol nodxcunoco 6o3pacma
JIJis manueHTOB MOKWIIOTO BO3pacTa He TpeOyeTcss KOPPeKIHH PeKMMa JT03WPOBAaHHUS, 3a
uckKIroYeHneM cinydaeB cHkeHus KK 1o 50 mi/mMuH u HIDKe.

eTu
[Ipenapar mpoTHBOIOKa3aH 1Jis JAeTei B Bo3pacTe oT 0 10 18 jeT mo BceM moka3zaHusiM (CM.
paznen 4.3).

Cnooco0 rnpuMeHeHus

Buytps, 1 unu 2 pa3a B CyTKu.

TabneTku crienyer MporjaTbiBaTh, HE Pa3KeBbIBasg M 3alUBasi JOCTATOYHBIM KOJIUYECTBOM

xuakoctu (ot 0,5 no 1 crakana).

[Ipenapat MOXKHO MPUHUMATH TIEPE]] €0 WK B JTH000E BpeMs MEXIy IPUEMaMH THIIH, TaK

KaK TIpUEM THUIIHM HE BIMSIET Ha aOcopOIuio mpemapara (cMm. pazaen 5.2).

[Ipenapar cneayeT mpuHUMAaTh HE MEHEE YeM 4epe3 2 4 JI0 WM 4epe3 2 4 Mocie mpuema

MpernapaToB, COMEPKANIUX MAarHUM W/WIU aIFOMHHHN, Kelle30, [IUHK, WU CyKpanbdaTa (CM.

paszen 4.5).

4.3. [IpoTuBONOKA3aHUS

— l'mnepuyyBCcTBUTENBHOCTh K JIEBO(DIOKCAIIMHY WJIM K JIPYTMM XHHOJOHAM, a TaKkke K
J1000MYy M3 BCIOMOTaTEIbHBIX BEIIECTB, IEPEYUCIEHHBIX B pa3zaene 6.1;

— DIUJICTICHS,

— TOpaXEHUs CYXOXKUJIHHA MPH MpuemMe PTOPXUHOJIOHOB B aHAMHE3E;

— JIETCKUH U MOJIPOCTKOBBIM Bo3pacT 10 18 ter (B CBA3M C HE3aBEPILICHHOCTHIO pPOCTa
CKeJIeTa, TaK KaK HEeJb3s MOJHOCTHIO UCKIIOYUTH PUCK MOPAKEHUsS XPAIIEBBIX 30H POCTa
KOCTeH);

— OEepeMeHHOCTh (HEeJb3s MOTHOCTHIO HCKIIOYUTH PHUCK TOPAKEHUS XPSIIEBBIX 30H pOCTa
KOCTEeH y iofa);

— MepHoJ TPYTHOTO BCKApPMIIMBaHUs (HENb3sl TMOJHOCTHIO HUCKIIOYHTHh PHUCK TOPaKCHUS
XPSIIEBBIX 30H POCTa KOCTEH y peOeHKa);

— PEAKO BCTpedarolascs HacJeICTBEHHAs HEMEePeHOCUMOCTb (PPYKTO3bl, HEMEPEHOCUMOCTh
raJlakTO3bl, FAIAKTO3EMHUSI UJTU TJII0K030-TajlaKTo3Hask MaababcopOLus.

4.4. OcoOble ykazaHHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

l'octnuTansable HHOEKINN, BEI3BAHHBIE CHHETHOWHON HAJIOYKOH
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MOTYT MOTPeOOBaTh KOMOMHUPOBAHHOTO JICYCHHUS.

Puck pa3BuTHSA pe3UCTEHTHOCTH

PacripocTpaHeHHOCTH ~ NPHOOPETEHHOM  PE3UCTEHTHOCTH  BHICEBAGMBIX  IITaMMOB
MHKPOOPTaHU3MOB MOKET M3MEHSTHCS B 3aBHCHMOCTH OT Teorpauyeckoro pernoHa u ¢
TE€UYEHUEM BpeMeHH. B cBs3u ¢ 3TUM TpedyeTcst HHpOpMaIus 0 pe3UCTEHTHOCTH K Ipernapary
B KOHKpETHOW cTpaHe. Jlns Tepanmuu TsDKENbIX WHOGEKIUH WM 1pH HedPPEKTHBHOCTH
JE€YCHUS JIOJDKEH OBITh YCTaHOBICH MHUKPOOMOJOTHYECKUI JHAarHO3 C BBIACICHUEM
BO30YIHUTENS M ONPEICIICHIEM €T0 YyBCTBUTEIBHOCTH K JICBO(IIOKCALINHY.

MeTuimnnH-pe3uCcTeHTHBIN 30J0TUCTRIN cTadUIOKOKK (Staphylococcus aureus)

HNmMmeercs BBICOKas BCPOATHOCTL TOro, 4YTO MeTHHHHHHH-pe3HCTeHTHBIﬁ 30JI0TUCTBIN
CcTaOUIIOKOKK OYAET PEe3UCTEHTHBIM K (PTOPXMHOJIOHAM, BKIItOUas JeBodaokcanuH. [ToaTomy
71eBO(MIIOKCAIIMH HE PEKOMEHAYETCS JUIsl JICYCHHUS YCTAHOBJICHHBIX WM IPEIIoiaracMbIX
I/IH(l)eKI_[I/II\/'I, BBI3BIBACMBIX MCTHHUJUIMH-PC3UCTCHTHBIM 30JIOTUCTBIM CTa(bI/IJ'IOKOKKOM, B
ciIydac c€Clin HaGOpaTOpHBIG AHaAJIN3bl HC MNOATBCPpAWIN YYBCTBUTCIBHOCTH 3TOrO
MHUKPOOPTaHu3Ma K JIEBO(IIOKCALINHY.

[MoTepsa TpynocnocoOHOCTH (MHBATWAM3ANSA) W IMOTEHIIMAILHBIE HEOOpaTUMBIE CEPLE3HBIE

HCXKCIAaTCIbHBIC PCAKIINH, O6VC.HOBJI€HHI:I€ IIPUEMOM d)TODXI/IHOJIOHOB

[Ipumenenne (TOPXUHOJIOHOB, B TOM 4YHCIE JeBO(IOKcalMHa, ObUIO CBA3aHO C TOTepeit
TPYIOCHOCOOHOCTH M Pa3BUTHEM HEOOPAaTHMBIX CEPbE3HBIX MOOOYHBIX PEAKIUil CO CTOPOHBI
Pa3IMYHBIX CHCTEM OPraHW3Ma, KOTOPbIE MOTYT Pa3BHBATHCS OZTHOBPEMEHHO Y OHOTO U TOTO
e TmanueHTa. HexenarenbHble peakIMH, BbI3BaHHBbIC (TOPXWHOJOHAMH, BKJIIOYAIOT
TEH/UHUTBI, Pa3pblB CyXOKWINH, apTPaNITHI0, MUAITHIO, TIepUPEpUIecKyI0 HeponaTuio, a
TaKOKe HEXENaTeNbHbIE PEaKIMH CO CTOPOHBI HEPBHOW CHCTEMBI (TaJUTIOIMHAIMN, TPEBOTa,
Jerpeccus, 0ECCOHHMIIA, TOJIOBHBIC OO M CIIYTAHHOCTh CO3HaHMU:A). JlaHHbIE peaKkuy MOTYT
Pa3BUTHCS B MEPHOJ, OT HECKOJIBKHX YacOB JI0 HECKOJBKUX HENEeNb IOCiIe Hayalla Teparuu
7eBO(DIOKCAITTHOM.

Pa3BuTne 3THX HEXeIaTeNbHBIX PEeaKIMii HaOII0JaIoCch Y MAEeHTOB JII000T0 BO3pacTa WU
0e3 Hanmuuus mpeanecTByomuXx (GakTopoB pucka. [Ipy BO3SHHKHOBEHUH NEPBBIX MPH3HAKOB
WIA CUMITOMOB JIIOOBIX CEPbE3HBIX HEXKEIAaTeNbHbIX pPEAKIUHA CleayeT HEeMEeJIEHHO
OpeKpaTuTh  NpuUMeHeHue  JeBoduokcaumua.  Crmenyer  u3beraTb  IpUMEHEHHUS
(TOPXMHOJIOHOB, B TOM YHCIE JIEBO(QIOKCAMHA, y MAIMEHTOB, Y KOTOPBIX OTMEYAIHCh
Tr00BIE U3 3THX CEPhE3HBIX HEXKENATEIbHBIX PEaKIUii.

IlanuenThl, IPeaPacnoa0KEHHBIC K PA3BUTHUIO CYAOPOT
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IPUMEHSTHCS Yy MALUEHTOB C MPEAPACIOIOKEHHOCThIO K cyaoporam. K Takum manueHtam
OTHOCATCA MAUCHTBI C NPCAIICCTBYIOIINMU IMMOPAKCHUAMUA I_[eHTpaJ'H:HOI\/'I HepBHOI\/'I CHUCTCMBI,
TAKUMH KaK HWHCYJIBT, TsDKeJas YeperHO-MO3roBas TpaBMa; HAalUCHTHI, OIHOBPEMEHHO
IPUHUMAIOIIUE TperapaThl, CHUKAIONIHE TTIOPOT CYJAOPOKHONW aKTUBHOCTH T'OJIOBHOT'O MO3ra
(manpumep, Teopunauy; (eHOydeH M ApPyrHMe HECTEPOUJIHBIE NPOTHBOBOCIANUTEILHbIE
npenapatsl (cM. pasaen 4.5)).

[1pu pa3BUTHHU CYIOPOT JICYCHHE JICBOPIOKCAIIMHOM CIIETYeT PEKPATHTb.

[IceBnoMeMOPAaHO3HBINA KOJIUT

Pa3BuBmIasicst BO BpeMsi WM TOCIE JICYCHUS JIEBO(DIOKCAIIMHOM JUapesi, OCOOCHHO TSKENIOH
CTETIEHHU, YINOpHas W/WIM C KpPOBBIO, MOXXET OBbITb, CHUMITOMOM IICEBIOMEMOPAHO3HOTO
KonuTa, BbI3bIBaeMoro Clostridium difficilee. B cnydae momo3peHus Ha pa3BUTHE
NICEBIOMEMOpPAaHO3HOTO  KOJIUTA JICYCHHE JICBOQIOKCAIIMHOM  CIIEAYET HEMEIJICHHO
NPEeKPaTUTh U Cpa3y Ke HavaTh Crheuu(puuecKyr0 aHTHOMOTHUKOTEPANUi0 (BAaHKOMHUIIHH,
TEHKOIJIAHUH WJIM METPOHMIA307 BHYTpPb). llpemapaTsl, TOpPMO3AIIME MEPUCTAIBTUKY
KHIICYHUKA, TPOTHBOIIOKA3aHbI.

TeHIUHUT U pa3phIB CYXOKWINU

TeHAUHUT, PEIKO BO3HHUKAIONIMK Ha (OHE NPUMEHEHHS XUHOJIOHOB, MOXET HHOI/IA
NPUBOJIUTh K pa3pbhiBy CYXOXKHWIWN, BKIIOYAs aXWIJIOBO CYXOXUIHE, M MOXKET OBbITh
JIBYCTOPOHHUM. OTa HEXKeJaTelibHas peaklUsi MOKET pa3BUThCSA B TeueHue 48 4 mocie
Hayaja JICYEHHUS WIM 4Yepe3 HECKOJbKO MECSIeB I[OClie 3aBEpIlEHUs Tepanuu
(TOPXUHOIOHAMH.

[TaneHTsl MOXHUIOTO BO3pacTa OoJiee MPEaPACIONOKEHBl K Pa3BUTHUIO TEHIUHUTA; Y
MAIMEHTOB, IPUHUMAIOIIUX (HTOPXUHOJIOHBI, PUCK pa3phbiBa CYXOKUJIUS MOXET MOBBIILIATHCS
IpU OJHOBPEMEHHOM MPUMEHEHUU TIIOKOKOPTUKOCTEpOouAoB. Kpome 3Toro, y manueHToB
MOCJI€ TPAHCIIAHTALMK TOBBIIIEH PHUCK Pa3BUTUS TEHIUHUTOB, MO3TOMY PEKOMEHIYETCS
coOIOAaTh OCTOPOKHOCTH MPHU HA3HAYEHUH (DTOPXUHOJIOHOB JTAHHOW KaTErOpHH MaI[MEHTOB.
VY nmanueHToB ¢ HapyLIEHUSIMH (PYHKIIMU [TOYEK CYTOUHYIO J103Yy CIeAYyeT CKOPPEKTHPOBATh Ha
OCHOBaHUU KJIMPEHCA KpeaTHHHHA.

[TaurenTam ciieyeT peKOMEHA0BaTh OCTABATHCS B MIOKOE MPU MOSBJIECHUHU MEPBBIX MPU3HAKOB
TEHAVMHUTOB WA Pa3phIBOB CYXOXKUIUN U 00paTUThCA K JieyamieMmy Bpady. [lpu momo3perun
Ha pa3BUTHE TEHAWHUTA UM Pa3pbIB CYXOKUJIHUS CIeAyeT HEMEUICHHO NMPEKPaTUTh JeUeHUe
npenapatoM JleBoduiokcannn DKoIeBU U Ha4aTh COOTBETCTBYIOIIEE JICUEHHE OPaKEHHOTO

CYXOXKHJIUS, HAaIpUMep, 00ecrieunB eMy JAOCTaTOUYHYI0 HUMMOOMIM3anuio (cM. pasaens! 4.3 u

4.8).
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CMEPTHOMY OTUETY

.HGBO(I).HOKC&I_[I/IH MOKCT BbI3bIBATh CCPLC3HLIC, MOTCHHOUAJIBHO JICTAJIIBHBIC PCAKINUA
THIIEPUYBCTBUTEIBHOCTH (aHTMOHEBPOTHYECKHM OTEK, aHa()UIAKTHUECKUH IIOK), Jake MpH
MPUMEHEHUN HadallbHBIX 103 (cM. pasnen 4.8). B ciydae ux pa3BUTHS MalMEHTaM CIEIyeT
HEMEIJICHHO MPEKPaTUTh MPHUEM IpernapaTa U 00paTUTHCS K Bpauy.

Tsoxenple KOKHBIE HeXKEIAaTSIbHbBIC PeaKIINU

I[Ipu npumeHenun neBodaoKcamHa OBUIM  3apErHMCTPUPOBAHBI  TSDKENBIE  KOXKHBIC
HE)KENNaTeJIbHbIE pEeaKIUM, BKIOYas TOKCHYECKMM SNuAepMalbHBI HEKpOIH3 (CHHAPOM
Jlatienna), cungpom CtuBeHca-/[)KOHCOHA M JIGKQPCTBECHHYIO PEAKIUIO C DO3WHODUINEH U
cucremMHoi cumnromatukoit (DRESS-cunpom), KOTOpbIe MOTYT OBITh JKU3HEYTPOKAIOIIMMHU
WIN JIeTalbHBIMU (cM. pazzaen 4.8). Ilpu Ha3HayeHMM npenapaTa MAlMEeHTHl JOJKHBI OBITH
IPOMH()OPMUPOBAHBI O MIPU3HAKAX U CUMITOMAX TSKEJIBIX KOKHBIX HEXENATeJIbHbIX PEAKIUH
U HaXOJUTbCS O] TIIATEIbHBIM MEAULIMHCKUM HaOmoneHueM. [1pu nosiBieHu npu3HakoB U
CUMIITOMOB, CBHUJAETEIbCTBYIOIIUX O Pa3BUTUM JTUX HEXKEIATENIbHBIX PEAKLUH, CIeAyeT
HEMEJUIEHHO TMpeKpaTUTh IpueM mpenapara JleBodmokcanuuH DKoNeBUA U PacCMOTPETh
BO3MOXHOCTh  HAa3HAYCHMsI  aJbTepHATUBHOro JeueHus. Ecim 1npu  npuMeHEeHHH
neBo(IOKCallMHa y MalMeHTa pa3BUIIACh TsDKENas HEKeNaTesbHas KOJKHAsl PeaKius, Takas
kak cuHapoM CtuBeHca-/[)KOHCOHA, TOKCHMUYECKUN 3MUAepMaibHbli Hekponau3 win DRESS-
CHHJIPOM, BO30OHOBIIATH IPUMEHEHUE Mperapara y 3TOTo MalueHTa He CIeIyerT.

Hapynieans co cTOpOHBI ISYCHU M JKETYEBBIBOJISIINX TYTSH

CooOmaioch 0 Ccllydasx pa3BHTHsS HEKpO3a IICYCHM, BKJIIOYAs Pa3BUTHE IECYCHOYHOMN
HEJOCTATOYHOCTH C JIETAIBHBIM HCXOJIOM, MPU MPUMEHEHHH JIeBO(IOKCAIMHA, TJIABHBIM
o0pa3oM, y TaIMeHTOB C TSKEIBIMH OCHOBHBIMU 3200JICBAHUSIMH, HANIPUMEpP, C CETICUCOM
(cm. pazmen 4.8). IlanmeHTBI JOJDKHBI OBITH TMPEAYNPEXKACHBI O HEOOXOIUMOCTH
MIPEKPAIICHUS JICYCHUS U CPOYHOTO OOpaIlleHUs K Bpady B CIIydac MOSBICHUS MPU3HAKOB U
CUMIITOMOB TIOPXCHHsSI TEUYCHHM, TAKUX KaK aHOPEKCHUs, KENTyXa, MMOTEMHEHHE MOYH,
KO>KHBIH 3y11 1 OOJTU B )KUBOTE.

ITanmeHTHl ¢ HapYIICHUSIMH (bVHKHI/II/I ITOYCK

Tak kak neBo(dIOKCAIIMH 3KCKPETUPYETCS, TJIaBHBIM 00pa3oM, yepe3 MOYKH, Y MAlUEeHTOB C
HapyleHUIMU QYHKIIMU TIOoYeK TpeOyeTcst 00s13aTeNbHbIA KOHTPOJIb (DYHKIIMH MOYEK, a TAKXKe
KOpPpeKLHUs pexuma ao3upoBaHus (cM. pazgen 4.2). Ilpu nedeHMU NaUEHTOB MOXKUIIOTO
BO3pacTa cjielyeT YYUThIBAaTh, YTO y MAIMEHTOB 3TOM TPYIIIbI YaCTO OTMEYAIOTCS HapyIIECHUS
byHKIMH MoYeK (CM. pazzaen 4.2).

IIpenoTBpalnieHre pa3BUTUS PEaKIUA d)OTOCGHCI/IGI/IHI/IBaHI/II/I
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AJid OpCaOTBpalllCHUA €C Ppa3sBUTUA MALMCHTAM HC PCKOMCHAYCTCA BO BPCMs JICUHCHHUA U B
TeyeHue 48 U mocine OKOHYAHHUS JICUEHHs JIEBO(IIOKCAIIMHOM IIOABEPTaThCsl CHIBHOMY
COJTHEYHOMY MJIM MCKYCCTBEHHOMY YIbTpaHOJIETOBOMY OOJIyUeHUIO (HarpuMep, Mmocenarhb
COJISIpUNA).

Cynepundekuus

Kak u npu npuMeHeHHH APYruxX aHTUOMOTHKOB, IPUMEHEHHUE JIeBO(IOKCAI[THA, OCOOCHHO B
TEYEHUE JUTUTEIBHOTO BPEMEHH, MOXET TPUBOIUTh K YCHICHHOMY pPa3MHOXCHHIO
PE3UCTEHTHBIX K HEMY MHKPOOPraHU3MOB (OakTepuii W TrpuOOB), YTO MOXKET BBI3BIBATH
U3MEHEHUS HOPMAJIbHOM MHKpOQIIOphl YelnoBeKa. B pe3ynpTare MOXET pa3BUTHCA
cynepun¢ekuus. [loaromy B Xozae JiedeHUs: 00s3aT€IBHO NMPOBOAMUTH MOBTOPHYIO OICHKY
COCTOSIHUSI TIAIIMEHTA, W, B CIIy4ae Pa3BUTHUS BO BpEeMs JICUCHHS CyNepHH(EKINHU, CIeayeT
NPUHUMATh COOTBETCTBYIOIINE MEPHI.

Y unuuenne nuarepsaga QT

Coobmanocr 00 OYeHb pEOKuX ciaydasx yuimHeHuss wuHTepBaga QT y maueHTos,
MPUHUMAIOIINX (TOPXUHOJIOHBI, BKIIOUAs JIEBO(IOKCALIHH.

[Ipyu mnpumeHeHUH (TOPXUHOJIIOHOB, BKJIIOYas JEBOGIIOKCAIIMH, CIEIYyeT COONIoAaTh
OCTOPOKHOCTh Y MALMEHTOB C U3BECTHBIMU (paKTOpaMu pucka yinuHeHus uHTepBana QT: y
NAIMEHTOB ¢ HECKOPPEKTUPOBAHHBIMU 3JICKTPOJIMTHBIMU HApYyHICHUSMH (C THIOKaJIHEMUeH,
TUTIOMarHueMuei); ¢ CHHIAPOMOM BpOXACHHOTO ymiuHeHus uHTepBama QT; ¢
3a00eBaHUSAMH cepiria (cepaeyHasi HeJJOCTaTOYHOCTh, HHPAPKT MUOKapia, Opagukapiaus);
IpU OJTHOBPEMEHHOM IpPHEME JIEKAPCTBEHHBIX MPENapaToB, CIIOCOOHBIX YAJIHHITH WHTEPBAI
QT, Takux Kak aHTHapuTMHueckue cpeacrBa kiacca [A wu I, Tpunmxinuyeckue
AQHTHUICTIPECCAHTHI, MAKPOJIUIbI, HEHPOIETITUKH.

[TarueHTHl TOXXWJIOTO BO3pacTa M MAlMEHTHl JKEHCKOro Tojla MOryT ObITh Ooiee
YyBCTBUTEIBHBIMU K IIpenaparaM, yummHsommM uatepBan QT. IloaTomy y HuX cieayer ¢
OCTOPOKHOCTBIO IMPUMEHSTHh (PTOPXMHOJIOHBI, BKJIIOYas JIeBO(IIOKCauH (cM. paszzuensl 4.2,
4.5,4.8,4.9).

[NanueHTh! ¢ AeUIIMTOM IIIIOK030-6-hocdaTaernaporeHasol

Y mnmauuMeHToB C JIATGHTHBIM WJIM  MaHU(ECTUPOBAHHBIM  JEPHUIMTOM  TIIFOK030-6-
docdarmernporeHazbl HMEETCS MPEAPACIOIOKEHHOCTh K Pa3BUTHIO TEMOJIUTHYECKUX
peaknuii pH JICYCHUH XHWHOJIOHAMHM, YTO CJICAyeT NMPHUHHMATh BO BHUMAaHHE INPH JICUCHHH
7eBO(DITIOKCAITUHOM.

I[I/ICI‘JII/IKGMI/IH (FI/IHO- n FI/IHGDFHI/IKGMI/IH)

Kak u mnpu npumeHeHHMH Ipyrux (TOPXHHOIOHOB, TPU MPUMEHEHHH JeBO(IOKcallMHa
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CMEPTHOMY OTUETY

HGBO(bHOKcaI_[I/IHOM AUCTIIMKCMUS YalllC pa3BUBAJIACh Yy IHAIUCHTOB IIOXKHJIOTO BO3pacCTa U
NAIMEHTOB C CaxapHbIM JHAa0ETOM, MOIYYAIOUINX COMYTCTBYIOIIYIO TEPANHIO MEPOPATbHBIMU
THITOTJIMKEMHYECKUMHE TIperapataMu (HarpuMep, TIIMOCHKIAMHIOM) WM WHCYTHHOM. [lpu
NpUMEHEHHH JIeBO(pJIOKCallMHA y TaKMX IAllMEHTOB BO3pAcTaeT pPHCK  Pa3BUTHSA
TUTOTJIMKEMHH, BIUIOTH 10 THIOMIMKEeMHUYECKOl Kkombl. HeoOxomumo wuHGOpMUPOBATH
INalfMEHTOB O CHUMIITOMax THUIIOTJIIMKEMHUN (CHYTaHHOCTB CO3HAaHUs, TOJIOBOKPYIKCHUC,
«BOJTYMIN» aIMETHT, TOJIOBHAsI 00JIb, HEPBO3HOCTH, ONIYIICHUE CEPAIICONCHUS WIH yJallleHHE
myJibca, OJETHOCTh KOXKHBIX IMOKPOBOB, MCHApHWHA, NIPOXb, cladocTh). Ecam y mamumenta
Pa3sBUBACTCA THITIOI'TIMKCMUA, HGO6XO,Z[I/IMO HEMCIJIICHHO MMPCKPATUTDH JICUCHUC
71eBO(IOKCAIITHOM M Ha4aTh COOTBETCTBYIOLIYIO TEPaNuio. B 3TuUX ciiydasx peKOMEHIYyeTCs
NepeiTH Ha Tepamnuio IPYyTMM aHTHOMOTHUKOM, OTIMYHBIM OT (DTOPXHHOJIOHOB, €CIIH OSTO
BO3MOXHO. [Ipy mpoBeneHNnN JIedeHUs JIEBOPIIOKCAIIMHOM Y MAIlUEHTOB TTOXXHUIIOT0 BO3pacTa
U Yy TMAUEeHTOB C CaxapHbIM JMAa0ETOM pEKOMEHAYeTCs TINATeNbHbIH MOHUTOPUHT
KOHIICHTPpAIUX I''TFOKO3bI B KPOBH.

[Nepudepuueckast HeEUpomaTus

VY manueHToB, MPUHUMAIOMUX (TOPXUHOJIOHBI, BKJIIOYAs JICBOQIIOKCAIIMH, COOOIIAIOCh O
CllyyasiX pa3BUTHUsI CEHCOPHOM M CEHCOPHO-MOTOPHOM Mepu(epruuecKoil HelponaTHu, Ha4ajio
KOTOPOH MOXET ObIThb OBICTphIM. Eciu y manueHTa pa3BUBAIOTCS CHMOTOMBI HEHpomaTuw,
IPUMEHEHHE JIEBO(IIOKCALMHA JODKHO OBITh IPEKPAIeHO. DTO MUHUMH3HPYET BO3MOXKHBIN
PHUCK pa3BUTHUSI HEOOPATUMBIX U3MEHEHUH.

[ManeHTsl AOKHBI OBITH UHPOPMHUPOBAHBI O HEOOXOAUMOCTH COOOIATh CBOEMY JIeUaIleMy
Bpauy O MOSIBJICHUHU JIOOBIX CHMOTOMOB Helponatuu. OTOPXUHOIOHBI HE CleyeT Ha3HaYaTh
nalnyveHTaM, UMEIOIUM B aHaMHEe3€ yKa3aHus Ha nepuepruyecKyro HeMponaTuio.

O0ocTpenne nceBnonapaJIuTHUYecKo Muacteanu (myasthenia gravis)

DTOPXHUHOJNIOHBI, BKIIOYas JIEBO(DIOKCAIINH, XapakTEpU3YIOTCsS OJIOKHPYOIIEeH HEpBHO-
MBINICYHOC TMPOBCACHHUC AKTHUBHOCTBO W MOTYT YCWJIMBATH MbBINICUHYIO cna6ocn, y
MalMEHTOB C ICEBAONAPATUTUYECKON MHAacTeHuel. B mocTperucrpalliOHHOM MEpHOJIe
HAOMIOlaMMCh ~ HEXKeNaTeJdbHble  peakluu, BKIOYas  JIETOYHYI0  HEJOCTaTOYHOCTb,
noTpeOOBABIIYIO MPOBEJCHUE HCKYCCTBEHHOW BEHTHWJISIMM JIETKUX, W JIETAIbHBIM HMCXO],
KOTOPBIC aCCOMMUPOBAIUCH C IMPUMCHCHUCM q)TOpXI/IHOJIOHOB y IIaIMEeHTOB C
MCeBIONAPAIUTUYECKOW MuacTeHuen. [Ipumenenue neBoduiokcaliHa y TAlMEeHTa C
YCTAaHOBJIEHHBIM JIMArHO30M IICEBOMAPATUTUYECKON MHUACTEHHMM HE PEKOMEHIYyeTcs (CM.
paszen 4.8).

ITpumeHeHue pu BO3AVIIHO-KANEILHOM IIYTH 3aPAKEHUS CUOUPCKON SA3BOU
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YYBCTBUTENBHOCTH K HeMy Bacillus anthracis, olTy4YeHHBIX B MCCIEOBAHUSAX in Vitro U B
HKCIIEPUMEHTAIBHBIX HMCCIECOBAHMUAX, IPOBEJACHHBIX Ha JKMUBOTHBIX, a TaKXkKe Ha
OTPaHMYCHHBIX JAaHHBIX TPUMEHEHUS JIeBO(IIOKCAIMHA y YeToBeKa. Jleyamnie Bpaun JOIKHBI
oOpamarbcss K HAIMOHAIBHBIM W/HMIM MEXIyHapOIHBIM JOKYMEHTaM, KOTOPBIE OTPaKaloT
BBIPAOOTaHHYIO OOLIMMH YCUIHSIMUA TOUYKY 3pEHHSI 10 JICUCHUIO CUOMPCKOM S3BHI.

IlcuXoTHYECKHE PEAKIINHU

[lcuxoTnyeckue peakuuu, BKJIOYAs CYUIUAAIBHBIE MBICIH/TIONBITKA, OTMEUYAINUCh Y
NAalMEeHTOB, MPUHUMAIOMIUX (TOPXUHOJIOHBI, BKJOYas JIEBO(JIOKCALMH, HHOIAA IOCie
npruemMa pa3oBoil 03bl. B ciydae pazBuTHs JIOOBIX HEXETATEIbHBIX PEAKUUH CO CTOPOHBI
LEHTPaJIbHOW HEPBHOW CUCTEMBI, BKJIIOUasl HAPYIICHH ICUXUKH, JICYCHUE JIEBO(IOKCALUHOM
CIeNyeT HEMENJIEHHO IPEKPAaTHTh W HA3HAYUTHh COOTBETCTBYIOIIYIO Tepamuio. B 3Ttux
cllydasix PEKOMEHJYeTCsl NMEepedTH Ha Tepanuio APYruM aHTHOMOTHUKOM, OTJIMYHBIM OT
(TOPXUHOJIOHOB, €CIU 3TO BO3MOXKHO. CIelyeT ¢ OCTOPOXKHOCTBIO Ha3HayaTh Ipernapar
NalMeHTaM ¢ IICUX03aMHU WY MaldeHTaM, IMEIOLM B aHAaMHE3€ NICUXUYeCKHe 3a001eBaHusl.

AHEBpH3Ma U PacCI0CHNE a0PThI, PEr'YPTrUTAIUS/HEA0CTATOYHOCTh KJIallaHa cepra

[lo maHHBIM SMUAEMUOIOTHYECKUX HCCIEIOBAaHHIA COOOMIAJIOCh O TOBBIIICHHOM pHCKE
pa3BUTHS aHEBPHU3MBI AOPThl U PACCIOCHHS aOpPThl, OCOOEHHO Yy MAIMEHTOB IOXKUJIOTO
BO3pPACTa, a TAKXKE PErypruTalui a0pTaIbHOTO M MUTPAJIHHOTO KJIAaHOB MOCIIE TPUMEHEHHS
(TOPXUHOJIOHOB. Y TMAaIMEHTOB, IMOJY4YaBIIUX (DTOPXHHOJIOHBI, OBLIM OTMEYEHBI CIIy4au
pa3BUTHS AHEBPU3MBI U PACCIIOCHHSI A0PThI, HHOT/Ia OCIIOKHEHHBIX Pa3pbIBOM (B TOM YHCIIE C
JeTalbHBIM HCXOJOM), a TaKXe pPErypruTaliy/HEeJOCTaTOYHOCTH JII00Oro M3 KJIaraHoB
cepaua (cM. pazzaen 4.8).

B cBsi3u ¢ 3THM, (QTOPXWHOJIOHBI CIEAyeT MPUMEHSTHh TOJILKO TIOCNE TIIATEILHOW OIICHKH
COOTHOIIICHUS TOJIb3a-PUCK M PACCMOTPEHUSI JPYTUX BapHAaHTOB TEpAlMH y IAIUEHTOB C
AQHEBPU3MOM aOpThI HJIM BPOXKIEHHBIM MTOPOKOM KJIallaHa cep/ia B CEMEHHOM aHaMHe3e, WIH
y TalMEHTOB C JUAarHOCTHPOBAHHOW aHEBPU3MOH aOPTHI W/WIIM PAcCIOCHUEM aopThl, MU
3a00JIeBaHMEM KJIAllaHa CEep/lla, WIH TMPU HATHYUH APYrHUX (aKkTOPOB PUCKA WIIH COCTOSHUH,
NpeIpacIoiararoIiuX K pa3BUTHIO:

- KaK aHeBpPHU3MBI M PACCIOEHHUS aOpThl, TAK U PErypPruUTAllMK/HEAOCTATOUYHOCTH KIaraHa
cepaua (Hampumep, 3a00JIeBaHUs COSAMHUTENBHON TKaHU, TAKHE KaK CHHAPOM Mapdana nin
cuHapoMm Onepca-llannoca, curapom TepHepa, Oomne3nbp bexdera, aprepuanbHas
THIIEPTECH3HS, PEBMATOUIHBIN apTPUT);

WIN JOTOJIHUTENBHO:

- QHEBPU3MBl M PACCIOCHHMS aopThl (HAaNpHUMEp, COCYIHMCThIe 3a00JIeBaHUs, TaKUe Kak
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[llerpena);

- perypruTanuu/HeJOCTATOYHOCTH  KiamaHa cepaua  (Hampumep, HMH(EKIMOHHBIN
SHJIOKAP/INT).

Purck pa3BUTHS aHEBPU3MBI H PACCIIOCHHSI A0PTHI, a TAK)KE WX Pa3pbiBa MOXKET OBITh IMOBBIIICH
y NannucHTOB, O,Z[HOBpeMeHHO HOHy‘I&IOH.[HX CUCTCMHBIC I‘JIIOKOKOpTI/IKOCTepOI/II[BI.

B cnyqae ITOSIBJICHUSL BHeBaHHOI\/'I 6OJ'II/I B JXHUBOTC, FPYI[I/I HJIX CIIMHC MallMCHTaM cnezlyeT
HEMEIJICHHO 00paTUTHCS K Bpayy B OT/ICJICHHE HEOTIOKHOHN ITOMOIIIH.

[TarueHTam ciieyeT peKOMEHI0BaTh HEMEIJICHHO OOPATUThCS 32 MEIUIIMHCKOMN ITOMOIIBIO B
cnyqae ITIOSIBJICHUSL OCTpOﬁ OJBIIIIKH, BHepBbIe BO3HHUKIICTO OH_IYH_IGHI/I}I yanHeHHOFO
CepI[I_IGGI/IeHI/I}I NN paBBI/ITI/IH OTCKa XXUBOTA UJIN HUXHUX KOHeqHOCTeﬁ.

Hapvyiienus 3penns

[lpn pa3BuTHH JHOOBIX HapyIICHWH 3peHUs HEoO0XoauMa HEeMeUICHHas KOHCYJIbTAIUs
odrameMoiora (cm. pazzaen 4.8).

OcCTphIii MTAaHKPEATUT

VY manueHTOB, MPUHUMAIONINX JIEBO(IIOKCAIIMH, MOXET pPa3BHTBCS OCTPHIH ITaHKPEATHUT.
[TarmenTOB ciieayeT HHPOPMUPOBATH O XapaKTEPHBIX CUMIITOMAX OCTPOTo maHkpearuta. [Ipu
INOABJICHUHU TOIIHOTHI, HCAOMOI'aHH A, I[I/ICKOM(bOpTa B XKHUBOTC, OCTpOﬁ 6OJ'II/I B JXUBOTC HUJIN
PBOTBI, MAUCHTY CJICAYCT HCMCIJICHHO O6paTI/ITBC$I K Bpady ojd MCAULUHCKOTIO
oOcienoBanus. [lpu MOMO3pEHMH HA OCTPHIA MAHKPEATUT CIEAYET NPEKPATHTh IPHEM
neBo(IOKCAIMHA U HE BO3OOHOBIISITH €r0 IPUMEHEHUE.

[Ipenapat cnexyeT NPUMEHSITh C OCTOPOKHOCTBIO Y MAIIMEHTOB C MTAHKPEATUTOM B aHAMHE3€
(cMm. pazzmen 4.8).

Bausane Ha J'Ia60]f)aTODHBIe TCCTHI

VY manueHToB, NMPUHUMAIONIMX JEBO(IOKCAIINH, ONpEACICHHEe ONMHATOB B MOYE MOXKET
MPUBOJUTH K JIOKHOTIOJOXKHUTEIBHBIM pe3yiIbTaTaM, KOTOPhIE CIEAyeT MOATBEPKIaTh Oolee
crenupuIeCKUMI METOTAMHU.

JleBodmokcaniuH MOXET WHTHOUpPOBaTh pocT Mycobacterium tuberculosis M TpUBOIUTH B
JaTbHEHIIEM K JIO)KHOOTPHUIATENFHBIM pe3yiabTaTaM OaKTEPUOJIIOTUYECKON IHArHOCTHKH
TyOepKyIesa.

BcnomorarenbpHbIE€ BelllecTBa

[laniueHTaM C peaKo BCTpEYaroUIeHCss HACIEICTBEHHOW HEMEePEHOCUMOCThIO (PPYKTO3HI,
HEIMEePEHOCHUMOCTHIO TATAKTO3bI, TaJJaKTO3EMHEH WIIH TITIOKO30-TATAKTO3HON MababcopOoIuei

Ipenapar NpoTUBOIIOKA3aH.
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B3auMO/eliCTBUSA

BsaumoneiictBus, Tpedyromue coOar0IeHUS OCTOPOKHOCTH

C npenapamamu, codepaircaujumu MacHull, ATIOMUHUL, Hcene30 U YUHK, OUOAHOZUHOM
[Ipenapatsl, comepikamiie TBYXBAICHTHBIC WM TPEXBAJCHTHBIC KATHOHBI, TAKUE KaK COJH
[IMHKAa WK >Kene3a (JIeKapCTBEHHBIC Mperaparbl JUisl JICUCHUS aHEeMHHW), MarHWii- W/Wiu
ATIOMUHMM-cOZiEpKalue Tmpenaparbl  (Takue Kak aHTaluIbl), JUAAaHO3UH  (TOJBKO
JIeKapCcTBeHHBIE (OPMBI, COJEp)Kamue B KadecTBe Oydepa aqrOMUHHMA WM MarHui),
pEKOMEHAyeTCS TMPUHAMATh HE MEHee 4YeM 3a 2 4 0 WIM 4Yepe3 2 U TOocie Tpuema
neBo(IOKcauHa.

Counn KaJbIUsl OKa3bIBAIOT MUHUMAIBHBIN 3P QeKT Ha abcopOIuio JeBodIOKCaI[Ha TIPU €T0
npreMe BHYTPb.

C cykpanvgpamom

JleiictBue seBo(dIoKcaliHa 3HAYUTENHHO OCTAOSETCS MPH OJHOBPEMEHHOM MPHUMEHEHUU
cykpanbdata (CpencTBa JUIst 3alUThI CIU3UCTON 000IOUKH JKETyIKa).

[TanmeHTam, MONYYAIONIMM JIEBOPIIOKCAIMH M CYKpaib(ar, pEeKOMEHIYeTCsl NMpPUHUMAThH
cykpasbdaT uepe3 2 9 mocie nprema JieBorokcammHa.

C meoguinunom, pendyghenom unu Opyeumu 1eKapCmeeHHbIMU CPeOCm8aMu U3 2pynnsl
HeCmepouOHbIX NPOMUBOBOCNANUMENbHBIX NPENAPAMO8, CHUNCAIOWUMU NOPO2 CYOOPOIHCHOU
20MOBHOCMU 20]I08HO20 MO32d

DapMaKOKHHETUYECKOTO B3aMMOACHCTBUS JIEBO(IIOKCAIMHA C TEO(OUIUTMHOM HE BBISIBIICHO.
OnHako TpU OJHOBPEMEHHOM TPUMEHEHUH XHHOJIOHOB W TEOPWIIMHA, HECTEPOUTHBIX
MPOTUBOBOCTIATTUTENILHBIX ~TPENapaToB W JPYrUX MPEnapaToB, CHUKAIOMIMX IOPOT
CYIOPOXXHOH TOTOBHOCTH TOJIOBHOTO MO3Ta, BO3MOXXHO BBIPQKEHHOE CHIDKEHHE MOopora
CYIOpPOXXHOH TOTOBHOCTH TOJIOBHOTO Mo3ra. KoHIeHTpamus JieBOQIIOKCAllMHA MpH
OJTHOBPEMEHHOM IpreMe GpeHOydeHa noseimaercs Toabko Ha 13 %.

C nenpamvimu anmuxoazyiaumamu (anmazonucmol gumamuna K)

VY manueHTOB, MONyYaBIIMX JICYCHHE JIEBO(IOKCAIIMHOM B KOMOWHAIIMH C HEMPSMBIMHU
AHTUKOATYJISTHTaMH (Hampumep, BappapuHoM), HaOII0AT0Ch MOBBIIIEHNE TPOTPOMOUHOBOTO
BPEMEHH/MEKTyHAPOTHOTO HOPMATM30BAaHHOTO OTHOIIEHUS W/WIHM Pa3BUTHE KPOBOTEUCHUS,
B TOM 4YHCIE, W Tskenoro. [loaTromMy mpu OJHOBPEMEHHOM NPHUMEHEHHUH HEMPSMBIX
AQHTHKOATYIITHTOB W JIEBO(IIOKCAIIMHA HEOOXOMUM PETYISPHBIA KOHTPOJb TIOKa3arenen
CBEpPTHIBAHUS KPOBH.

C npobeneyuoom u yumemuouHom

[Ipu ogHOBpEeMEHHOM MPUMEHEHHWH JICKAPCTBEHHBIX MPEMapaToB, HAPYIIAOIIUX MOYCUHYIO
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KaHAJIBIIEBYIO CEKPEIINI0, TAKUX KaK MPOOCHEINI U uHM@f;}:(;rEEP;LEe%ﬁ&;E&IEHi;IhJ '_énlezlrls;e'r

YET 3K

co0JII0IaTh OCTOPO’KHOCTh, OCOOCHHO Y MAllMEHTOB C MOYEYHOI HEJOCTATOYHOCTHIO.
BoiBenenue  (MOuYEUHBIM  KJIMPEHC) JIeBO(IIOKCAlIMHA 3aMEAJIsieTcs IMOJa  JelcTBUEM
nuMmetunrHa Ha 24 % u mpoOeHenuaa Ha 34 %. MamoBeposiTHO, YTO 3TO MOXET HMETh
KJIIMHUYECKOE 3HaYCHHE NMPU HOPMAIbHOM (YHKIIMU MOYEK.

C yuxnocnopurom

JleBodokcane yBenuuuBai nepuona nonysbiBeaeHust (T),) muxiocnopuna Ha 33 %. Tak
KaK 3TO yBEIMYECHHE SIBJSETCS KIMHUYECKH HE3HAYUMBIM, KOPPEKIMHU J103bl IUKIOCIOPUHA
IIPU €ro OJTHOBPEMEHHOM MPUMEHEHUH C JIEBO(IIOKCAIIMHOM HEe TpeOyeTcs.

C enroxokopmuxocmepouoamu

OnHOBpeMEHHBIN IPUEM INIFOKOKOPTUKOCTEPOHI0B IIOBBIIIAET PUCK Pa3pbiBa CYXOKMINH.

C nexapcmeennvimu npenapamamu, yonrunaowumu unmepsai QT

JleBodiokcanuH, Kak U Apyrue GTOPXUHOJIOHBI, JOJKEH MPUMEHSITHCS C OCTOPOKHOCTHIO Y
NAlMEeHTOB, TMOJYYalOUIMX IMpenaparbl, yanuHstomue wuHTepBan QT  (mampumep,
aHTHapuTMudeckue cpeacrsa knacca IA wu IIl, Tpunuxinyeckue aHTUIENPECCAHTHI,
MaKpOJIUAbl, HEUPOJIENTHKN).

IIpouue

[IpoBeneHHbBIE KIMHUKO-(PapMaKOJIOTHUYECKUE HCCICIOBAaHUA Ui H3YYEHHS] BO3MOKHBIX
(apMaKOKMHETUYECKUX B3aHMMOJCHCTBHH JIEBOQIIOKCAIMHA C OUCOKCUHOM, 2TUDEHKIAMUOOM,
PAHUMUOUHOM W 6apgapuHom TOKa3alu, 4To (apMaKOKMHETHKA JIeBO(MIOKCAIMHA TIPH
OJIHOBPEMEHHOM NPUMEHEHHWU C JTHUMH MpernaparaMd HE HU3MEHSAETCS B JOCTaTOYHOM
CTETIEHH, YTOOBI 3TO UMEJIO KIIMHUYECKOE 3HaYCHHUE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDH U JAKTAUMS

bepemeHHOCTD

[Ipumenenue npenapara npu 6€peMEeHHOCTH MPOTUBOTIOKA3aHo (cM. pazaen 4.3).

JlakTanus

[Ipumenenue npenapara B IEpUOJ JTaKTallMM IPOTUBOIIOKA3aHO (CM. paznen 4.3).

4.7. BiusiHne HA CIIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeCTBAMHU U PadoTaTh C
MeXaHM3MaMH

Takue  HexenatenbHble  peakuuu  npenapara  JleBoduiokcanuH — DKOleBHJ, — Kak
TOJIOBOKPY>KEHHE WJIM BEPTUTO, COHIIMBOCTh U PacCTPOMCTBA 3peHus (cM. pasnen 4.8), moryr
CHMJKaTh IICUXOMOTOPHBIE PEAKIIMM U CIIOCOOHOCTh K KOHLIEHTPALMU BHUMAaHMs. DTO MOXKET
IPEACTaBIATh COOON ONpPENENCHHbI PUCK B CUTyalUsAX, KOTJAa 3TU CIIOCOOHOCTH HMEIOT
ocoboe 3HaueHue (HarpuMep, pU yIpaBIeHUH aBTOMOOWIEM, ITPU OOCITYKUBAaHUU MAIIHH U
MEXaHU3MOB, IIPU BBIIIOJHEHUH PA0OT B HEYCTOHUMBOM IMOJIOKEHHH).
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(NOCNEQCBATENEHOCTE 0005)

4.8. HexkennaTeibHbIe peakuuu

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIINI

VYka3zaHHbBIe HUKE HEXKEIaTeIbHbBIC pcaknuuu NpeACTaBJICHBI B COOTBECTCTBHUU CO CICAYIOIIUMU
rpajlaliisiIMHd 9aCTOTHl WX BO3HMKHOBEHHWs: OoueHb 4dacto (>1/10); wacto (>1/100, <1/10);
Hevacto (>1/1000, <1/100); penko (>1/10000, <1/1000); ouyens peako (<1/10000); gacrora
HEU3BECTHA (Ha OCHOBAHUHU UMCHOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

I[aHHBIe, MOJIYUYCHHBIC B KIMHHUYCCKHUX HCCICAOBAHUAX U IPU MNOCTPETUCTPATUOHHOM

IPUMEHEHUH JIeBO(IIOKCaIHA.

CucremMHo- Yacto Heuacto Peako Yacrorta
OpPraHHbII HEU3BECTHA
KJ1ace

Hughexyuu u IpUOKOBBIC
UHBA3UU WH(EKINH,
pa3BuTHe
PE3UCTEHTHOCTH
MATOTeHHBIX
MUKPOOPTaHU3MOB

Hapywenus  co JICUKOTICHHUS, HEUTPOIICHUS, nocmpeaucmpayu-
CMOPOHLL  KPOSU S03UHO(PHITHS TpoMOoIHTOIIE- OHHble OaHHbIE:

u HUS MAHIUTOTICHUS
auMpamuieckou (yMeHbIICHUC
cucmemul KOJINYECTBA BCEX
(hopMEeHHBIX
3JIEMEHTOB B
nepudepruIecKom
KpOBH),
arpaHyJIoIUTO3
(oTCcyTCTBHC WK
peskoe
YMCHBIIICHUE
KOJIMYECTBA
IPaHYJIOIMTOB B
nepudepruIecKom
KpPOBH),
reMOJINTHYECKast
aHeMust

Hapywenus  co AQHTMOHEBPOTHYEC | noCmpecucmpayi-
CMOPOHDL KHH OTEeK OHHble OaHHbIE:
UMMYHHOU aHa(IaKTHIeCKII
cucmemul HIOK,
aHapUIaKTOUTHBIN
TIOK.
AHaduaakTHyec-
KHE U
aHaGUIaKTOUTHBIC
peaKIuu MOTYT
WHOT A
Pa3sBUBATHCS TAXKE
nocJie npuema
TIepBOM J103bI
npemnapara.
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Dnookpunnuie cﬂrljll):_rb;)'i\_jE"l: BATENEHOCTE 0005
HapyuieHus. HeaJIeKBaTHOM
CeKpeInH
aHTUINypETHYIEC-
KOTO TOPMOHA
Hapywenus aHOPEKCHs THITOTIIHKEMHUS, nocmpezucmpayu-
Mmemabonusma  u OCOOCHHO Y OHHble OaHHbIE:!
numanus TIAI[UCHTOB C TUTEPTIINKEMUS,
caxapHbIM TsDKeTast
nrabeToM THITOTIIHKEMHUS,
(BO3MOXKHBIC BILIOTH JIO
NPU3HAKU pasBUTHS
THITOTIIMKEMUU: TUITOTJIHKEMHUYeC-
«BOJTYUI» KOU KOMBI
aTTeTHT, (ocobenHo y
HEPBO3HOCTb, TIOXKHITBIX
UCTIapyHa, MAIMCHTOB, Y
JIPOXKB ) MIAI[UCHTOB C
caxapHbIM
nradeToM,
MIPUHAMAIOIITUX
nepopayibHbIE
TUITOTJIHKEMUYeC-
KHE CPEJICTBA WU
TIOJTYYaIOTIIX
JIeUcHHe
MHCYJIMHOM) (CM.
paznen 4.4)
Tcuxuueckue OecCcOHHUIA YYBCTBO TICUXUYECKHUE nocmpezucmpayu-
Hapyutenus* OECIIOKOWCTRA, HapyIIeHUS OHHble OanHble:
TpeBora, (Hammpumep, HapYIICHUS
CIIyTaHHOCTh TaJLTIOIUHAIIAH, TICUXUKH C
CO3HAHMUS napaHous), HapyIICHUSIMH
Jienpeccus, TIOBEJICHUS C
QKUTAIHS MpUYUHEHUEM cebe
(BO30OYXIeHHE), Bpeza, BKIToYas
HApyIICHUsS CHA, | CYHMIUJabHbIC
HOYHBIC MBICITH H
KOIIIMaphbI CYUIMIATbHBIC
TIOTTBITKH,
HEPBO3HOCTb,
HapYIICHUS
MaMsITH, AeJIUPUM
(BKITFOUAS
HapYIICHUS
BHUMaHWUSI,
JIE30PUCHTAITHIO)
Hapywenuss  co | ronoBHas COHJIMBOCTS, napecTesus, nocmpezucmpayu-
CMOPOHbL 00I1b, TPEMOP, JUCTEB3US | CYIOPOTH (CM. OHHble OaHHbIE:!
HepeHOU TOJIOBOKPYIKe- pasnen 4.4) nepudepuaeckas
cucmemvl * HUE CeHCOpHas
Helpomnartus,
nepudepuaeckas
CEHCOPHO-
MOTOpHAs
Heliponatus (cM.
pasnen 4.4),
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IKCTpaNPaMHTHBI
€ paccTpoiicTBa,
areB3us (ToTeps
BKYCOBBIX
OTIYIIICHHH ),
napoCMus
(paccTpoiicTBO
OIIYIIICHUS 3araxa,
0COOCHHO
CyOBEKTUBHOE
OIIYIIICHUE 3araxa,
00BEKTUBHO
OTCYTCTBYIOIIIETO),
BKITIOYast TIOTEPIO
00OHIHU,
00MOpOK,
MOBBINICHHE
BHYTPUYEPEITHOTO
JIABJICHHUS
(mob6pokavecTBEHH
ast BHyTpHUepeIHast
TUITEPTEH3US,
TICEB0O0IYXO0JIb
MO3ra)

Hapywenus  co

CIMOpOHbL Op2aHa
*

3penus

HapyIICHHS
3peHHUS, TAKHUE KaK
PacIIBIBUATOCTD
BUJIUMOTO
H300paskeHUs

nocmpezucmpayu-
OHHble OaHHbIE:
pexoIsIas
TOTePs 3pEHUS,
YBEHT

Hapywenus  co
CMOPOHBL Op2aua

BEpPTUTO  (IyBCTBO
OTKJIOHEHHS  WIH

3BOH B ymax

nocmpezsucmpayu-
OHHblEe OaHHble:

cnyxa u KPYKCHUS 170101 CHIDKEHHE CITyXa,
nabupunma’ COOCTBEHHOTO TeJia HOTeps Cllyxa
WIA  OKPYXKAIOIHX
MIPEIMETOB)

Hapywenuss  co CHUHYCOBast nocmpezucmpayu-

CMOPOHDL TaxuKapIusi, OHHble OaHHbIE:

cepoya** OIIYIIICHUE VIJINHCHUE

cepaneOneHus uaTepana QT,

KEITYTOUKOBBIC
HApYIICHUS PUTMA,
KEIyIOUKOBAs
TaxuKapus,
KENyTOUKOBast
TaXUKapIUs TUTIA
«IUPYIT», KOTOPHIC
MOTYT MPUBOANUTE K
OCTaHOBKE Cep/Ia
(cM. paznmensr 4.4,
4.9)

Hapywenus  co CHIDKCHHE

CMOPOHDL apTepUaNTbHOTO

cocy006** TABJICHUS

Hapywenuss  co OJIBITIIKA nocmpezucmpayu-

CMOPOHDL OHHble OaHHbIE:

ObIXAMEeNbHOU OpoHxOCIasm,
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cucmembl,
0peano8 2pyoHou
Knemxu u
cpedocmenust

NTEOOEAT

':ilfﬂ'éﬂmqe' RI/l‘I/I‘ 03]

ITHEBMOHHT

Kenyoouno-
KuueyHvle
HapyuleHus

Japesi, pBoTa,
TOIITHOTA

0ol B
JIACTIETICHS,

JKHBOTE,

METCOpU3M, 3aIlOpP

nocmpezucmpayu-
OHHble OaHHbIE:
reMopparuJdeckas
Juapes, KoTopas B
OUYEHb PEIIKUX
CITydasiX MOXeT
OBITH IPU3HAKOM
SHTEPOKOIIUTA,
BKJTFOYast
TICEBAOMEMOPaHO3H
BIF KOJIUT (CM.
pasnen 4.4),
MNaHKpeaTHT (CM.
paznen 4.4)

Hapywenus  co
CMOPOHLL NeyeHU
U Jcenuesvi8o0si-
wux nymet

TIOBBIIIICHHE
AKTUBHOCTH
«IIEYCHOY-
HBIX)»
(hepMEeHTOB B
KpPOBHU
(nampumep,
AJIJaHUHAMHUHO-
TpaHchepasbl
(AJIT),
acrapTar-
aMHHOTpaHC-
(epaszsl
(ACT),
TIOBBINIICHHE
AKTUBHOCTH
HIETOYHOU
dhocdarassl
(D) u
ramma-
riryraMuii-
TpaHchepasbl
(TTT)

HOBBIIICHHE
KOHIICHTPAINU
OunpyOuHa
KpPOBHU

B

nocmpezucmpayu-
OHHble OaHHbIE:
TsDKENast
neYeHOYHas
HEJI0CTATOYHOCTb,
BKJIIOYasl Clly4yau
pa3BUTHUS OCTPOH
MIEYEHOYHOMN
HEJI0OCTATOYHOCTH,
MHOTIA C
JeTaIbHbIM
HCXOJIOM,
0COOEHHO Y
MAIKEHTOB C
TSOKEITBIM
OCHOBHBIM
3a0oyieBaHuEM
(mampumep, y
MAIUEHTOB C
CEIICHCOM) (CM.
paznen 4.4);
TelaTuT, JKeNTyxa

Hapywenus  co
CIMOPOHBL KOXCU U
NOOKOMNCHBIX
mKawueu

CBIIIb,
KpannBHUIIA,
TUIEPTUIPO3

3yX4,

JICKapCTBEHHAS
peaKIus ¢
303UHOGUITUEH 1
CHCTEMHOM
CUMIOTOMAaTHKOU
(DRESS-
CUH/IPOM) (CM.
paznen 4.4),
(ukcupoBaHHOE
JICKapPCTBEHHOE
BBICHITIAHHE

nocmpezucmpayu-
OHHble OaHHbIE:
TOKCHYECKHU
AMUICPMATBHBII
HEKPOJIH3,
CUHJIPOM
CruBeHca-
JxoHCcoHa,
9KCCYyJaTHBHAS
MYJIbTH(DOPMHAS
JpuTEeMa, peaKIuu
(hOTOUYBCTBUTEIIb-
HOCTH
(moBBILIIEHHOH
YYBCTBUTEIBHOCTH
K COJIHEYHOMY U
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(MOCHAEQOEAT

Vikiphgn e rone:

My W3ITYYICHHUIO )
(cMm. pazmen 4.4),
JICHKOIMTOKIIACTH-
YEeCKUWA BaCKYJIHT,
CTOMATHT.

Peaxuuu co
CTOPOHBI KOXH H
CITM3UCTHIX
000JI0YeK MOTYT
WHOT/Ia BO3HUKATh
rocIie mpuemMa
MIEPBOM 103b1

mpernapara

Hapywenus  co apTpairus, Nopa’keHHe nocmpezucmpayu-

CMOpOHbI MUAITHUS CYXOKHUJIHH, OHHble OaHHble:!

MbIUEUHOL, BKJIIOYASI pabmomMuonm3,

CKelemHoU u TEHAWHUT Pa3pbIB CyXOKUITHS

COeOUHUMENbHOU (mampumep, (mampumep,

mranu’ axHWJUIOBa axHWJUIOBa
CYXOXKHUITHSA), CyXOXKWiHs. JTa
MBIIICYHAS HEe)KeNaTelbHas
c1abocTsb, peaxIus MOXeT
KOTOpasi MOXET HAOIIOIaTHCS B
OBITH 0COOCHHO TeueHue 48 1 nocie
oracHa y Hayvaja JICYCHUs U
TIAI[UEHTOB C MOKET HOCHUTH
TICEBAONAPATUTH- | JTBYXCTOPOHHUI
4eCKou xapaxrep (CM.
MHacTeHUEH TaKke pasznen 4.4)),
(myasthenia pa3pbIB CBA3OK,
gravis) (cMm. Pa3phIB MBIIIIII,
pasnen 4.4) aApTPUT

Hapywenus  co TIOBBIIIICHHC ocTpasi movyeyHas

CIMOPOHbL NOYEK U KOHILICHTpaINK HEJ0CTATOYHOCTh

MOUeBbIBOOAUSUX KpeaTHHHUHA B | (Hampumep,

nymeii CBIBOPOTKE KPOBH BCJIEICTBUE
pasButus
WHTEPCTUIHAIb-
HOTO HedhpHUTa)

Obwue aCTEHHMS MUPEKCHS 00b (BKITIOYAS

HapyuwieHus u (ToBEIIIEHNE 00Jb B CcIIUHE,

peaxkyuu 8 mecme TEeMIEPaTypHI Tpyau U

8edenus’ TETa) KOHEUYHOCTSIX)

E3
B oueHp peakux ciaydasx NpUd NPUMEHEHHH XUHOJIOHOB M (DTOPXMHOJIOHOB, HMHOTIA

HE3aBUCHMO OT UCXOJHO UMEIOIUXCs (PaKTOpOB prcKa, ObUIN 3aperuCTPUPOBAHBI JITUTEIBHO

COXpaHsomHecs (10 HeCKOIbKUX MECSIIEB WJIU JIET), MHBAIUIN3UPYIONINE U MMOTSHIIUAIBEHO

HEOOpaTHMBIE Cepbe3HbIe MOOOYHBIC PEaKIMU Ha Tpenapar, 3aTparuBarolllie HECKOJIBKO, a

HHOTrJa U MHOXXCCTBO, KJIACCOB CUCTCM OPraHOB U OPraHOB YYBCTB (BKJ’IIO‘IaH TAaKHUC pCAKIIUH,

KaK TEHJMHUT, pa3pblB CYXOXKWUJIHs, apTpairus, 001b B KOHEUHOCTSAX, HapyIIEHUE TMOXOAKH,

HeliponaThH, CBSI3aHHBIE C TMAapECTE3UsSMHU,

JeTpeccus,

IMOBBIIICHHAA YTOMIISIEMOCTD,
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HapylleHUE MaMsATH, HapyIICHUs CHa, a TaKxke Hawmeﬁllgﬂ'bjﬁ}X'lE%hﬂj TB'KISllca'II/I

obOonsHUSA) (cM. pazaen 4.4).

"V naunuentos, NOJY4aBIINX (PTOPXUHOJNOHBI, OBUIM OTMEYEHBl CIIy4au pa3BUTHS
AQHEBPU3MBI W PACCIOCHHUS aOPThI, MHOT/A OCJIOXKHEHHBIX pa3phiBOM (B TOM 4YHCIE C
JCTAIbHBIM HCXOJ0M), a TaK)Ke PerypruTaliH/HeI0OCTaATOYHOCTH JIFOOOTO KJIalaHa cepira
(cMm. pazmen 4.4).

pyaue 603modicHble HedwceramenbHble 3 hexmpl, OMHOCAUWUECs KO 6CeM PMOPXUHOIOHAM

Ouenb penako: mpuctynsl nopdupun (oUeHb peakoi 6071e3Hn 0OMEHA BEIIECTB) Y MAIMEHTOB

¢ mopdupuei.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxHo coo0marh 0 mOI03peBaeMbIX HEXKENATEIbHBIX PEaKIMSIX IMOCIe pPEerucTpanuu
mpenapaTta ¢ LEeJIbl0 OOecreueHus: HENPEPHIBHOIO MOHUTOPUHIA COOTHOIICHMS «I10JIb3a —
PHUCK» JIEKapCTBEHHOIO Mpenapara. MeAUIMHCKUM pabOTHUKAM PEKOMEHAYeTCsl COO0IaTh O
JTIOOBIX T0J03PEBAEMBIX HEXKEIATEIbHBIX PEaKIUsAX JIEKapCTBEHHOIO IIperapara uepes
HAI[MOHAJIbHBIE CHUCTEMBI COOOUICHHS O HEXEJIaTeNbHBIX PEeaKIUsiX TOCYJapCTB-YJIEHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas @enepanns

®enepanbHas ciryx0a o Haa30py B cepe 31paBoOXpaHEHUS

109012, r. MockBa, CiaBgaHcKas miomanis, 4. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «MHTepHeT:!
https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMOTOMBI

Hcxons u3 AaHHBIX, MOJYYEHHBIX B TOKCHKOJOTMYECKUX HCCIIEIOBAaHUAX, IPOBEACHHBIX Y
KUBOTHBIX,  BAXHEHIIMMHM  OXHUJAEMBIMH  CHUMITOMaMH  OCTPOM  Mepeao3HpOBKU
JeBO(IIOKCAIMHOM SIBJISIIOTCS. CUMIITOMBI CO CTOPOHBI IIEHTPAJIbHOM HEPBHOW CHCTEMBI
(HapylIeHus: CO3HaHMs, BKJIIOYasl CYTAHHOCTb CO3HAHUS, TOJIOBOKPYXEHHUE U CYIOPOTH).
[Ipy  mOCTPETrUCTPAllMOHHOM NPUMEHEHHWU JIEBOQUIOKCAIIMHA MpPHU  MEPEeI03HPOBKE
Ha0mro1aMuCh 3P (HEKTHI CO CTOPOHBI IIEHTPATHFHOW HEPBHOM CUCTEMBI, BKIIFOYAsi CITyTaHHOCTh
CO3HaHMSI, CyIOpPOTH, TAJUTIOUHAIIUN U TPEMOP.

B03M0HO pa3BUTHE TOIIHOTH U BOZHUKHOBEHUE IPO3UH CIIM3UCTON 0O0IOUKH JKETYA0UHO-
KMILEYHOI'O TPAKTA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MPEBBIILIAIOIIMMYI TepareBTUYecKre, Ha0moAanoch yaauHenne narepsaia QT.

JleueHnne

B cinyuae mepeno3upoBku TpeOyeTcss TIIATENbHOE HAONIOJEHHE 3a MAalMEeHTOM, BKJIIOYast
MOHHUTOPUPOBAHUE AIIEKTPOKapANOrpaMmbl. JledueHue cumnromarniyeckoe. B ciydae octpoi
Mepe03UPOBKU MPENAPATOM IMOKA3aHO MPOMBIBAHUE KEIYJIKA U BBEJCHUE AHTAIMAOB IS
3alIUTHl CIM3UCTOM 00050ukK kenyaka. JleBodiaokcalmH He BBIBOAMTCS IOCPEIACTBOM
ouanusa (reMoaManu3a, TMEePUTOHEATbHOrOo JAHadu3a M IMOCTOSHHOTO aMOyJaTOPHOTO
MEePUTOHEAITBHOTO Auanu3a). Crnenupuueckoro aHTHA0Ta HE CYIECTBYET.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuUYecKHe CBOHCTBA

®apMakoTepaneBTUYECKas TpyIa: aHTHOAKTepUaIbHBIE CPEJICTBa CUCTEMHOTO JIEHCTBUS;
IIPOU3BOIHBIE XMHOJIOHA; (PTOPXUHOIOHBI.

Kon ATX: JOIMA12

Mexanuszm geiicTBus

[Ipenapar JleBogokcanud OKOJIIEBUA — CHHTETHMUYECKHH aHTHOAKTEpHAJIbHBIA MpenapaT
IIMPOKOIO CHEKTpa MACHUCTBUS U3 TIPYMNIbl (TOPXUHOJIOHOB, COJEpXallMii B KayecTBe
JICMCTBYIOILETO BEIIECTBA JeBO(DIOKCAIIMH — JIEBOBPALIAIOIINI H30Mep O(IIOKCALIMHA.
Jlesopnokcaniua  Omokupyer  JIHK-rupazy wu  Tomomsomepazy IV,  wapymaer
cynepcnupanu3anuio u cmmBKy paspeiBoB JIHK, wmarubupyer cunrtes JIHK, BwI3BIBacT
riryookue Mopdosornyeckre U3MEHEHHUs B IUTOIUIA3ME, KJIETOYHOM CTEHKE M MeMOpaHax
MHUKPOOHBIX KJIETOK.

dapmakognaamMuyeckue P PeKTel

JleBo(hIOKCAaIIH aKTUBEH B OTHOIICHWW OOJBIIMHCTBA IITAMMOB MHKPOOPTaHM3MOB, KaK B
YCIOBUSX in Vitro, TaK U in vivo.

Yyecmeumenvhvie — MUKPOOP2AHUBMbL  (MUHUMANbHASL — NOOAGIANOWAA — KOHYEHMPAYUsl
(MIIK) < 2 me/n; 30na uneubuposanusn > 17 mm).

- a’poOHBIC TPAMITOJOKUTEIbHBIE MUKPOOpPTaHu3Mbl: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (B T.4. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(I)
[Koaryna3oHETaTWBHBIC,  METHIWUTUH-YYBCTBUTCIbHBIC/-yMEPEHHO  YYBCTBHUTEIBHBIC)],
Staphylococcus aureus methi-S (MeTHIIMIUIMH-9yBCTBUTENbHBIC), Staphylococcus epidermidis
methi-S (METHIIMIUTHH-9YBCTBUTENbHBIC), Staphylococcus spp. CNS (koaryna3oHETraTUBHEIE),

Streptococci rpynnsl C u G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R
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pyvogenes, Viridans streptococci peni-S/R (IeHUIUIUTHH-IyBCTBUTEIIbHbIE/-PE3UCTEHTHBIC);

- a3pOOHBIE TPaMOTPHUIATEIILHBIE MUKPOOPTAHU3MEL: Acinetobacter spp. (B T.4. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, FEikenella
corrodens, Enterobacter aerogenes, Enterobacter spp. (B T1.4. Enterobacter cloacae),
Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-
S/R  (aMOUIWIIMH-YyBCTBUTENbHBIC/-pE3UCTEHTHBIC),  Haemophilus  parainfluenzae,
Helicobacter pylori, Klebsiella spp. (B 1.4. Klebsiella pneumoniae, Klebsiella oxytoca),
Moraxella catarrhalis [+/p- (npoaynupyroIiye W HEOPOIYIHUPYIOMUE OeTa-JaKkTamasbl),
Morganella morganii, Neisseria gonorrhoeae non PPNG/PPNG (Henpoaylmupyroume u
NpoAYLMpYIOLINEe TEeHULWINHA3Y), Neisseria meningitidis, Pasteurella spp. (B T.4.
Pasteurella multocida, Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis, Proteus
vulgaris, Providencia spp. (B T.4. Providencia rettgeri, Providencia stuartii), Pseudomonas
spp. (B 1.4. Pseudomonas aeruginosa [rocnurtanbHble HH(EKLINHU, BbI3BaHHBIE Pseudomonas
aeruginosa, MOTYT TOTpeOOBaTh KOMOWHHPOBAHHOTO JieueHus]), Salmonella spp., Serratia
spp. (B 1.4. Serratia marcescens);

- aHa’poOHBIE MUKpOOpraHU3MbL: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus spp., Propionibacterium spp.,
Veillonella spp.;

- Opyrue MukpoopraHusmsel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (B T.4.
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyecmeumenvuvie muxpoopeanusmor (MIIK = 4 wme/n; 30ma uneubuposauus
16-14 mum):

- adpoOHBIE TPaMIIOJIOKUTENIbHBIE MUKpoopraHnusmel: Corynebacterium — urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(METUIIMIUTMH-PE3UCTEHTHBIC),  Staphylococcus — haemolyticus  methi-R  (METHIIWILTAH-
PE3UCTCHTHBIC);

- a’poOHBIE TpaMOTpUIIATENbHBIE MUKpoopraHu3mer: Campylobacter jejuni, Campylobacter
coli;

- aHA’POOHBIC MUKPOOPTaHU3MBbL: Prevotella spp., Porphyromonas spp.

Pezucmenmuvie k nesoghroxcayurny muxpoopeanuzmol (MIIK > 8 me/n; 30na uneubuposanus

<13 mm):
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- a’pOOHbBIC TPaMIIOIOKUTEIBHBIE MHKPOOD
(METHULIUIUTUH-PE3UCTCHTHEIE), Staphylococcus coagulase-negative methi-R

(Koaryna3oHeraTUBHBIC METHUIWILTHH-pe3ucTenTHoIe), Corynebacterium jeikeium;
- a’poOHBIe TPaMOTPHUIIATENIbHBIE MUKPOOPTaHU3MBL: Alcaligenes xylosoxidans;
- aHa’poOHbIE MUKPOOPTaHU3MBIL: Bacteroides thetaiotaomicron,

- Jpyrue MUKpoopraHusMmbl: Mycobacterium avium.

Pezucmenmuocmo

Pe3ncTeHTHOCTh K JIeBOQUIOKCALIMHY pa3BUBAETCSl B pe3ylbTaTe IO3TAlHOTO Mpoliecca
MyTallii TeHOB, Koaupyromux ode Tononzomepassl tuna II: JIHK-rupasy u ronouszomepasy
IV. [Ipyrue MexaHU3MbI pE3UCTEHTHOCTH, TAKUE KaK MEXaHU3M BJIHSHHS HA MEHETPAIMOHHBIC
Oapbepbl MUKPOOHOW KIETKH (MEXaHW3M, XapaKTepHBbIN misi Pseudomonas aeruginosa) m
MexaHu3M 3 ¢urrokca (aKTUBHOTO BBIBEICHHS IPOTHBOMUKPOOHOTO CPEICTBA U3 MHUKPOOHOMH
KIETKH), MOTYT TaKX€  YMEHbBIIATh  YyBCTBUTEIBHOCTh  MHKPOOPTaHU3MOB K
7eBO(IOKCAITUHY.

B cBsi3u ¢ 0COOCHHOCTSIMH MEeXaHW3Ma JICUCTBUS JIeBO(IIOKcalHa OOBIYHO HE HAOIIOAACTCS
MEPEKPECTHON PE3UCTEHTHOCTH MEXKY JIEBOGIOKCAIIMHOM U IPYTUMH MPOTUBOMHUKPOOHBIMU
CpEICTBaMHU.

Kimmanueckas 3¢ heKTUBHOCTD ¥ 0€30IIaCHOCTD

Knunuyeckas sggpexmusnocmo  (3¢hghexmunocmv 6  KIUHUYECKUX UCCIEO08AHUAX NPU

Jle4eHuu umj)ekuuﬁ, Bbl3bl6AEMDBIX NEPEHUUCIIERHbIMU HUINCE MMKpOOpZCZHMS‘MaMM)

- a’3poOHBIC TPAMIIOJIOKHUTENBHBIE MUKPOOPTaHU3MBL: Enterococcus faecalis, Staphylococcus

aureus, Streptococcus pneumoniae, Streptococcus pyogenes.

- a’pobOHble TpamoTpuLaTenbHble Mukpoopranmsmel: Citrobacter freundii, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens.

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

5.2. apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

JleBodiokcaniH OBICTPO M MPAKTHYECKH TOJTHOCTHIO BCACHIBACTCS TOCJE NMPHEMa BHYTPb,
MpUEM THIIKA MaJI0 BIUAET HA €ro adcopOuum. AOGCOMOTHAS OMOJAOCTYITHOCTh MIPH TIPHEME
BHYTpb coctaBiger 99-100 %. Ilocne onmHokpatHOoro mnpuema mpemnapara B jnoze 500 mr
MaKCUMaibHas KOHIIHTpamus JieBodiokcanuHa B 1azMe KpoBH (Cpax) JOCTHTAETCS B

teueHue 1-2 4 u cocraBiser 5,2+1,2 Mxr/mi. @apMakOKHHETHKA JIEBO(IIOKCAITUHA SBIISETCS
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IuHelHo! B quanasone 103 oT 50 mo 1000 mr. aBHOBeéEIa{;I“;comg "&E@Jlféilg&;%ﬁ&umh

B IIJ1a3Me KpoBU npu npueme B go3e 500 mr 1 wim 2 pa3a B CyTKM JOCTUIAETCs B TEUEHUE
48 4.

Ha 10-#i nenp mpuema BHYTpH JieBoduiokcarmumHa B go3¢ 500 mr 1 pa3 B CyTKH Cix
neBodIoKcanMHa  cocTaBimsia  5,7€1,4  MKr/miu, a  MUHUMAaJdbHAas ~ KOHIICHTpAIUS
neBodiokcanHa (KOHIIEHTpamus mepea npueMoM odepeaHol 103b1) (Cpin) B TUIa3Me KPOBH
coctanisuia 0,5+0,2 MKI/MiI.

Ha 10 nens npuema BHYTpb JieBoduiokcaruHa B 103¢ 500 Mr 2 pa3a B CyTKU Cpax COCTaBIISIIA
7,8+1,1 Mxr/mi, a C g - 3,0£0,9 MKr/mit.

Pacnpenenenue

Ces3piBanue ¢ OenkamMu ChIBOPOTKH KpoBu coctaBisier 30-40 %. Ilocie omHOKpaTHOrO M
noBTopHoro mpuema 500 Mr meBodokcaniHa O0BEM pachpeaesieHus JeBogIIOKcalluHa
coctaBisieT, B cpeaeM, 100 1, 94To yka3pIBaeT Ha XOpolllee MPOHUKHOBEHHE (TICHETPAIIHIO)
neBoIIOKcaliHa B OPTaHbl U TKAHU OPTaHU3Ma YeI0BeKa.

Ilponuknosenue 8 ciuzucmyio 000N0YKY OPOHXO08, HCUOKOCMb INUMENUANHOU BbICMUTKU,
anveeoisipuvlie Makpogacu

[Toce ogHOKpaTHOTO TIpHEMa BHYTPh JieBoduiokcarmta B 103€¢ 500 Mr C,x TeBodIIOKCaIIHA
B CIM3UCTONH 000JI0YKE OpPOHXOB M KUAKOCTU AMHUTEIUATHHON BBICTUIKU JOCTUTAIUCH B
teuenue 1 4 unu 4 9 u cocraisau 8,3 Mkr/r u 10,8 MKr/mi.

Koaddurmentsr neHeTpanuu B CIM3UCTYIO 000JI0YKY OPOHXOB M KHIAKOCTh IMHUTEIHATBHON
BBICTWJIKHM, TIO CPABHEHMIO C KOHIIEHTpalue B ma3me KpoBu, coctasisator 1,1-1,8 u 0,8-3,0
COOTBETCTBEHHO.

[Tocne 5 nmueit mpuema BHYTpbH JieBo(diokcanuHa B n03e 500 Mr cpeaHue KOHIEHTPALUU
neBoduiokcanuHa dYepe3 4 4 [MOcle TMOCIEOHEro IpHemMa Mpenapara B KHAKOCTH
SIUTETUATHHON BBICTUIIKH COCTaBISIM 9,94 MKI/MI M B albBEOJSIPHBIX Makpodarax —
97,9 MKI/MIL

IIponuknosenue 6 1e20uny0 MKAHb

Crnax J€BO(IIOKCAIIMHA B JIETOYHOW TKAaHM IOCJE MpHeMa BHYTPH JIeBOGJIOKCAIlMHA B J103€
500 Mmr pocturanach uepe3 4-6 4 uW cocTaBisuia mpubausuTenbHo 11,3 MK/ ¢
ko3 uurentamu nenerpauuu 2,0-5,0 Mo cpaBHEHHUIO C KOHIEHTpAUEH B IJ1a3Me KPOBH.
IIponuknosenue 6 anb8eoIsApHYIO HCUOKOCTD

[Tocne 3-x nmHeit mpuema jeBodiokcarmaa B mo3e 500 mr 1 wmmm 2 pasa B CyTKH Cpax
neBO(IOKCAIIMHA B aJIbBEOJIIPHON JKHUIKOCTH JOCTUTANAach d4epe3 2-4 94 W COCTaBiisia
4,0 Mxr/Ma u 6,7 MKI/MJ, COOTBETCTBEHHO, ¢ Kod(duuuentoMm nenerpauuu 1,0 1o
CPaBHEHHUIO C KOHIIEHTPALMSIMU B IJIa3M€ KPOBH.
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(NOCNEQCBATENEHOCTE 0005)

Hponulmoeenue 6 KOCMHYIO MKAHb

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JleBodrioKcanuH XOpOIIO MPOHUKAECT B KOPTUKAIBHYIO U T'yOUaTyl0 KOCTHYIO TKaHb, KaK B
NPOKCUMANbHBIX, TaK M B JUCTAIBHBIX OTAENAaX OEIpPEeHHOW KOCTH, ¢ KO3(p(HUIHEHTOM
neHeTpanuu (KocTHasi TKaHb/mutazma kposu) 0,1-3,0.

Cimax JI€BOQUIOKCAIIMHA B TY0YaTOW KOCTHOM TKaHM IMPOKCUMAJIBLHOTO OT/AeNa OenpeHHOM
KOCTH Tocjie mpuema JseBodnokcanmuaa B go3e 500 Mr cocraBimsia TPHOIH3UTEIBHO
15,1 MK/ (4epe3 2 4 mocse npremMa JieBo(pIOKCaluHa).

IIponuxHnosenue 6 CHUHHOMO3208V10 HCUOKOCb

JleBo(yioKCanH TJI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO KUJIKOCTb.

IIponuknosenue 6 mkanb npedcmamenbHoll Hcenesvl

[Tocne mpuema BHYTpb neBoduiokcanmua B go3e S00 mr 1 pa3 B CyTKu B Te€4eHHE 3-X JHEH,
CpenHsisi KOHIIEHTpalus JeBOQIIOKCAllMHA B TKAHU NPENCTATEIBbHOM Kelle3bl COCTaBIIsa
8,7 MKT/T, cpeaHee COOTHOIICHHE KOHIICHTPAIMKM MpeacTaTeNbHas jKele3a/mia3Ma KpOBU
cocTaBisio 1,84.

Konyenmpayuu 6 moue

CpenHue KOHUEHTpalMM B Modye uepe3 8-12 4 mocne mnpuema BHYTPb 1036l 150 mr,
300 mr u 600 mr nmeBodyokcanmHa coctaBisid 44 Mkr/mu, 91 mxr/ma w162 Mkr/mo,
COOTBETCTBEHHO.

Buorpancdopmarnus

JleBodiokcanuH MeTaboIM3MpyeTcsl B He3HAUUTENIbHOM creneHu (5 % npunaroit no3sl). Ero
MeTabonuTaMu SIBJISIOTCS JeMeTuiieBoGIoOKcauH U N-oKcug J1eBO(IOKCAIlMH, KOTOPbIE
BBIBOJATCA IIOYKaMU. HGBO(l)JIOKcaI_II/IH ABJISICTCA  CTCPCOXUMUUCCKH CTaGI/IJ'IBHBIM U HE
MoABCPTracTCA XUPAJIbHBIM IMPCBPALICHUSAM.

DJIMMUHALMS

[Tocne mpuema BHYTPH JIEBO(MIOKCAIIMH OTHOCUTEIBHO MENJICHHO BBIBOJIUTCS W3 ILIa3Mbl
KpoBu (mepuona monyBbiBeneHus [T),] — 6-8 9), mpeumyniecTBeHHO, yepe3 mouku (6osee
85 % mnpuHsATONM 103b1). OOHMI KIMpEHC JeBOQUIOKCAllMHA TOCIEe OAHOKPATHOTO IMpHeMa
500 mr coctaBist 175+29,2 ma/MuH.

OTcyTCcTBHE CYIIECTBEHHBIX pa3NUuuii B (hapMaKOKMHETHKE JIEBO(IIOKCAIIMHA TIPU €ro
BHYTPUBEHHOM BBEJICHUHU U IMPHEME BHYTPh MOATBEPXKIAET TOT (PakT, YTO MPHEM BHYTPb U
BHYTPUBEHHBIH ITyTh BBEICHHUS SIBISIIOTCS] B3aUMO3aMEHSIEMBIMHU.

IloyeyHas HEAOCTATOUYHOCTD

[Ipu nmodeuHoii HeOCTATOYHOCTH (PapMAKOKMHETHKA JIeBOduIoKcainHa uaMensercs. [1o mepe
yXyIIeHuss (QYHKLIUU T[0Y€K BbIBEIEHHE uyepe3 MNouku M moueuHslid kiupeHc (I1K)

YMEHBIIAIOTCS, a T/, yBEIIMUNBACTCS.
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500 mr neBodIioKcaIMHA.

KK (Mi1/mMuH) <20 20-49 50-80
[1K (ma/MuH) 13 26 57
T2 (9) 35 27 9

JInna mosKmjioro Bo3pacra

PapMaKOKMHETHKA Y MALMEHTOB II0KUJIOT0 BO3pacTa HE OTJIMYAETCA OT TAKOBOM Y MOJIOABIX

IMallMCHTOB, 3a HCKJIIIOYCHHEM paznnqnﬁ q)apMaKOKI/IHeTI/IKI/I, CBA3aHHBIX C pas3jIM4vusIMHU B

KIIUpEeHCce KpeaTHHHUHA.

IMon

dapMaKOKHHETHKA JIEBO(IIOKCAIIMHA Y MYKUMH U KCHIIUH HE Pa3INYacTCs.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JaKTUTOI

KpOCTIOBUIOH (THT B)

HaTpus cTeaprwidymapar

TUIPOJIo3a

KPEMHUS TUOKCHU]]

TaabK

HaTpHs JTaypriICcyiabdar

LEJUTI0N03a MUKPOKPHUCTAIITMYECKast

BcnomorarenbpHbIE€ BellecTBa 000JI0YKH

TUIIPOMEILI03a
TUTaHa TUOKCU]]

Makporoia-4000

TaabK

noBu0H K-17.

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

2 rona.

6.4. OcoOble MepblI MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHUTh B OPUTHUHAJIBHOHN yITaKOBKE (ITauke) MpHu Temmeparype He Boime 25 °C.
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6.5. XapakTep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

[lo 5, 7 wmum 10 Tabnerok B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY U3 IUICHKH
MOJMBUHUIIXJIOPUTHON/TIOTMBUHUINICHXJIOPUIHOW ¥ (OJNBrH  aJIOMHUHHMEBOM IE€4aTHOM
JTAKUPOBAHHOM.

[To 1 wim 2 KOHTYpHBIE SYEHKOBBIE YIMAKOBKM BMECTE€ C HMHCTPYKIMEW MO MPUMEHECHHIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH YHHUYTOKEHUM MCIOJb30BAHHOIO
JIeKAPCTBEHHOI0 Mpenapara MJIM OTXO/A0B, TMOJY4YEHHbIX IOcjde NPHMEHEeHUus:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Het oco06bix TpeGoBaHUH K YTHIU3AIUH.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

AO «ABBA PYC»

121614, r. Mocksa, yi. Kpeutatckue Xoawmsl, a. 30, kopr. 9

Ten.: + 7 (495) 956-75-54

drug.safety@avva-rus.ru

7.1. [IpencraBuTeib AepKaTesl PErHCTPALMOHHOIO YA0CTOBEPEHUS

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

AO «ABBA PYC»

121614 r. Mocksa, yi. Kpeutarckue Xonmsl, a. 30, kopi. 9
Ten.: + 7 (495) 956-75-54

OnextponHas noura: drug.safety@avva-rus.ru

8. HOMEP PETUCTPAIMOHHOTI'O YAOCTOBEPEHMUA

9. JATA NEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUSI PETUCTPAIINY,
MNEPEPET'UCTPALIUN)
JlaTa nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mas XxapakTepUCTHUKa JICKAPCTBEHHOTO Tpenapara JleBodmokcanuH DKOJIEBU JTOCTYITHA
Ha WHGOPMAIMOHHOM MopTane EBpa3uiickoro SKOHOMHUYECKOTO COr03a B MH(POPMALMOHHO-
KOMMYHHKaIMOHHOHU cetn «MHTepHeT» https://www.eaeunion.org/
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