COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.10.2023 N2 18

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEITHOFO TIPENAPATA= 1002)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
JleBodmokcanun, 5 mr/mit, pactBop it HHGY3UH

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB

JeiicTBytollee BEIIeCTBO: JIeBODIOKCAIIHH.

Kaxzp1ii M1 pacTBOpa COAEPIKUT 5 MT JIeBOGIIOKCAIMHA (B BUJIE TEMUTHIPATA).

Kaxxnas 6yreuika 100 Mo cogepkut 500 Mr ieBoduiokcariuia (B BUIAE TEMHUTHIpaTA).
BcrnomorarenbHbie BelecTBa, HATMYUE KOTOPHIX HAJI0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: Hatpui (cMm. pazaen 4.4.).

[TonHbIi nepeueHb BCIIOMOIaTeNIbHBIX BEIIECTB NPHBEEH B pa3zaene 6.1.
3. JEKAPCTBEHHAS ®OPMA

PactBop s nady3uii.
[Tpo3pauHas )KUIKOCTb 3€JIEHOBATO-KEITOI'O 1[BETA.
Teopetuyeckast ocMossspHOCTh 348 MOcm/11.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapat JIeBodmokcanuy mokazaH K IPUMEHEHUIO y B3POCIBIX JUIs JIeUeHUs] HH()EKIIMOHHO-
BOCTIQJIUTENbHBIX 3a00J€BaHUM, BBI3BAHHBIX UYBCTBUTEIBHBIMU K JI€BO(IOKCAIIUHY
MUKPOOPTaHU3MaMHU:

- OCJIOKHEHHbIE MH(PEKIIMH MOUEBBIBOASIINX MyTEH U MHUETOHE(PUT;

- XpOHUYECKHI OaKTepHalbHbIM IPOCTATHT;

- JU11 KOMILJIEKCHOT'O JIEYEHUs1 JIEKAPCTBEHHO-YCTOMUUBBIX POpM TyOepKyIiesa;

- Ipo(uIaKTHKA U JJeueHHne CUOMPCKON A3BBI TP BO3AYIIHO-KANEIbHOM IIYTH 3apaskeHUSI.
Jis nedeHus CleAyHOIIHMX HHQPEKIMOHHO-BOCHAIUTENbHBIX 3a00J€BaHUN J1€BO(IOKCAIMH
MOKET MPHUMEHSTHCSI TOJBKO B KAuyeCTBE aJbTEPHATUBBI APYTUM IMPOTHUBOMUKPOOHBIM
npernapaTam:

- BHEOOJIbHUYHAs THEBMOHUS;

- OCJIO’KHEHHbIE MHPEKIIUN KOXH U MATKUX TKaHEH;

- HEOCJIO)KHEHHBIN LIUCTUT.

[lpu npumenenun mnpenapata JleBoduiokcalMH cleayeT Y4YUThIBaTh O(QUIHAIBHBIC
HAI[MOHAJbHBIE PEKOMEHJAIMM M0 HaJJieXalleMy [PUMEHEHHIO aHTHOaKTepHUaIbHBIX
[IPENapaToB, a TaK)K€ YYBCTBUTEIBHOCTb MATOI€HHBIX MHUKPOOPTaHM3MOB B KOHKPETHOMN
ctpane (cM. pasznen 4.4.).

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum no3upoBanus

Pexxum [103upOBaHUS OMpEAENSETCS XapaKTepoM U THKECThI0O HWHQPEKIHH, a TaKKe
YyBCTBUTEIHLHOCTHIO MPEAIOJIAraeMOTO BO30YAUTEIIA.

[TpoaOomKUTENTFHOCTD JICYSHHSI BaphUPYET B 3aBHUCHMOCTH OT TedeHHs 3a0oneBanus. Kak u
Npyd TPUMEHEHUH JPYyrux AaHTUOWMOTHUKOB, Jie4eHHWe mpernapatoMm JleBodmokcanun
PEKOMEHIyeTCsl NpOJ0JDKaTh B TeueHHe He MeHee 48 - 72 9 mociie HOpMalld3aluu
TEMIEPaTyphl TeJla UK JOCTOBEPHOU dpauKaluy B30y IUTENS.

Ecnu cnydaifHO mpomylieHO BBEIAEHHUs Ipenapara, TO HaJo, KaK MOXXHO CKOpee, BBECTU
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PEKOMEHI0BAHHOMY PEXUMY JO3HUPOBAHUS.

Pexomendyemvie pedicum 003uposanusi u NPOOOJHCUMENIbHOCTb JIeYeHUsl ) NAYUCHMO8 C
Hopmanvhol gyukyueti novex (KK > 50 ma/mun)

Ocnoocnuénuvie ungexyuu mouegvrgoosuux nymeti: mo 500 mr neBodnokcanmaa 1 pas B
CYTKH (COOTBETCTBEHHO cyTouHas 03a 500 mr neBoduiokcanuHa) - 7-14 qHei.
Tuenonegppum: no 500 mr nesodmokcanuHa 1 pa3 B CyTkH (COOTBETCTBEHHO CYTOUYHAs J103a
500 mr neBodokcaruua) - 7-10 qHei.

Xponuueckuii 6axkmepuanvhoii npocmamum: 500 mr neBodiokcanmHa 1 pas B CyTKH

(cooTBercTBeHHO cyTouHas g03a S00 Mr neBodIokcanuna) - 28 qHei.

Komnnexcnoe neuenue nexapcmeenno-ycmouuugvix Gopm mybepkyaesa: 1o 500
neBoduiokcanmHa 1-2 paza B CyTKH (COOTBETCTBEHHO cyrtouHas no3a 500 - 1000
neBOQIIOKCAIIMHA) - 10 3-X MECSIICB.

Ipogpunaxmuxa u nevenue cubUpCKol A36bl NPU 8030VUIHO-KANETILHOM NYMU 3APANHCEHUSA. TIO

500 wmr neBoduiokcammHa 1 pa3 B CyTKM (COOTBETCTBEHHO cyTouHas no3a 500 wr
neBoQIIOKCAIIMHA) - B TEUCHUE /10 8 HE/IETIb.

Brebonvnuunas nnesmonus: no 500 mr neBodiokcanuHa 1-2 pa3a B CyTKH (COOTBETCTBEHHO
cyrounas fo03a 500 - 1000 mr neBodnokcanuna) - 7-14 nHei.

Ocnoocnennvie unghekyuu xodcu u msekux mraneu: mo 500 mr neBoduiokcanuna 1-2 pasa B
CYTKH (COOTBETCTBEHHO cyTo4Has 103a 500 - 1000 mr neBoduiokcanuua) - 7-14 gHei.
Heocnooicnénnwiti yucmum: no 250 mr neBodiokcanmHa 1 pa3 B CyTKH (COOTBETCTBEHHO
cyrouHas f03a 250 mr neBoduiokcanuna) - 3 Hs.

Mmr
Mmr

OcoOble rpynmnbl NaMEeHTOB

Iayuenmul ¢ Hapywenuem gyHkyuu novex (kiupenc kpeamunurna < 50 mi/mun)
JleBorioKcanuH BBHIBOAUTCS MPEUMYIIECTBEHHO MOYKAMU, AJIs MAIUEHTOB C HapYIICHUSIMHU
GYHKIMM TOYEK TPeOYeTCsl CHUYKEHUE JI03bI MpernapaTa (CM. TaOIHILy HIKE).

PexxuMm no3upoBaHus npenapara

Knmpenc kpearnnuna
(KK)

Pexomenmyemas noza
npu KK > 50 mn/muH:
250 mr/24 4

Pexomenmyemas nosa

npu KK > 50 mn/muH:

500 mr/24 g4

Pexomenyemas o3a
npu KK >50 mi/muH:
500 mr/12 4

50-20 mir/mMuu

nepBas go3a - 250 mr,
3ateM 1o 125 mr/24 4

nepBas go3a - 500 mr,
3ateM 110 250 mMr/24 4

nepBas j03a - 500 mr,
3ateM 110 250 mr/12

19-10 mn/mMun

nepBas g03a - 250 mr,
3areM 1o 125 mMr/48 u

niepBas 1o03a - 500 mr,
3ateM 1o 125 mr/24 4

niepBas 103a - 500 mr,
3areM 110125 mr/12 u

< 10 mu/muH (BKITFOUAS
remoxuamms u ITATITY)

nepsast fo3a - 250 mr,
3arem 1o 125 mMr/48 u

nepBas 1o3a - 500 mr,
3areM 1o 125 mr/24 g4

nepsas fo3a - 500 mr,
3areM 1o 125 mr/24 4

- TIOCJIe TeMOJANANN3a WM IMOCTOSHHOTrO amOyiaTopHoro neputoHeansHoro auainmusza (ITAIL]) we
TpeOyeTcs BBEACHUS IOTIOTHUTENBHBIX J103.

Tlayuenmul ¢ napywenuem Qynkyuu neveru

[Ipu nHapymieHun QyHKIUM TEYEHH HE TpeOyeTcs KOPPEKIMH peXuMma JO3UpOBAHUS,
MOCKOJIBKY JIEBO(IOKCALIMH JIMIIb HE3HAYUTEIbHO METa00IU3UPYETCs B [IEUEHHU.

Tlayuenmur nodcunozo eospacma

JIns manueHTOB MOKMJIOTO BO3pacTa He TpeOyeTcs KOPpPeKLIHMH peXuMa TO3UPOBaHUSA, 32
uckIoueHneM ciaydaeB cHrkeHus KK mo 50 mu/MuH 1 HiKe.
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[Ipenapar JleBoduiokcanuu cieayeT BBOAUTh MEIJICHHO MYyTeM BHYTPHUBEHHOW KarleIbHOMN
uH}y3uu | wim 2 pasza B CyTKH.

[IponomxkurensHocTs MHGY3UU 1 OyThUIKH pacTBopa npenapara 500 mr (100 ma ¢ 500 mr
neBodIIOKCaIMHA) JO0DKHA COCTABJISITh HEe MeHee 60 MHUH, B cilydyae BBEJICHUS TOJOBHHBI
oyreuikn (50 mim ¢ 250 Mr meBodIoKcanMHA) TPOJOJDKUTEIRHOCTh HMH(Y3UU JIODKHA
coctaBiisATh He MeHee 30 muH (cM. pasnen 4.4.).

B 3aBucHMOCTH OT COCTOSIHMS MalM€HTa 4Yepe3 HECKOJIbKO JHEW JieYeHHs] BHYTPUBEHHBIC
WH(QY3UU MOKHO 3aMEHUTH Ha MEPOPATBHBIN MPHEM Tperapara B TeX K€ J03aX (B CBS3H C
T€M, UTO OHOJIOCTYNHOCTb JeBOQIIOKCAllMHA TMpu npueMe TabJIETOK Mpemnapara
JleBoduokcaruu cocrasisier 99 - 100 %) (cm. pasmen 5.2.).

4.3. IlpoTuUBONOKA3AHUS

- TUIIEPYYBCTBUTEIBHOCTD K JIEBO(DIOKCAIIMHY MM K JIPYTHM XHHOJIOHAM, WK K JIIOOOMY U3
BCIIOMOTaTENIBHBIX BEIIECTB, IEPEUHCIIEHHBIX B pasjene 6.1.;

- DIIHJIETICHS,

- IICeBIOMapanuTHuecKas muactenus (myasthenia gravis) (cm. pasaenst 4.4., 4.8.);

- HOPaXEHUE CYXOXKMJIMI TP IPUMEHEHHH (hTOPXMHOJIOHOB B aHAMHE3E;

- JIETCKUH M TIOJPOCTKOBBIN BO3PAcCT 10 18 eT (B CBSI3M C HE3aBEPIIEHHOCTHIO POCTa CKEJeTa,
TaK KaK HeJb3s MOJHOCTHIO HCKIFOUUTD PUCK ITOPAKEHHS XPSAIIEBBIX 30H POCTa KOCTEM);

- GepeMEeHHOCTh (HEJb3sl TMOJHOCTBIO MCKIKOYHMTh PUCK TOPAKEHUS XPAIIEBBIX 30H pOCTa
KOCTEeH y mioja);

- IEpHOJ TPYIHOTO BCKAPMJIMBAHMA (HEIb3s MOJHOCTHIO HMCKIIOYMTH PHCK TTOPaKEHUS
XPSIIIEBBIX 30H POCTa KOCTEH y peOeHKa).

4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

- 'y TAalWEeHTOB, MPEAPACHOJNOKEHHBIX K Ppa3BUTHIO CyIOpOr [y DAamUEeHTOB C
MPEIIECTBYIOUMMH MMOPa)KEHUsIMU IieHTpanbHOM HepBHOU cuctemsl (LIHC), y manneHTos,
OJIHOBPEMEHHO IPUHUMAIOLIMX Ipenaparbl, CHUXKAIOIIME NOPOr CYJOPOKHOM aKTHMBHOCTH
TOJIOBHOTO MO3ra, Takue Kak penoydeH, reodpmmnmn] (cM. pasaen 4.5.);

- Yy DAIMeHTOB C JIATEHTHBIM WM MaHU(ECTHUPOBAHHBIM JE(GHUIMTOM TJIHOK030-6-
docharnernnporeHasbl (MOBBIIIEHHBIH PUCK PA3BUTUS TEMOJIMTUYECKUX peakUuuil Npu
JI€YCHUH XMHOJIOHAMH);

- Y DAIMEeHTOB C HapyHIeHMsIMH (QYHKIUM Modek (Tpedyercss oOs3aTenbHBI KOHTPOJIb
(GYHKIMM TIOYEK, a TAKKe KOPPEKIHS peXKUMa JO3UPOBaHUs, cM. pasnen 4.2.);

- y MAlUEHTOB C M3BECTHBIMU (paKTOpaMu pUcKa y[IMHEHUs uHTepBana QT: y manueHToB
MIOKUJIOTO BO3pAcTa; y MalUEHTOB KEHCKOTO M0Ja; Y MallMeHTOB C HECKOPPEKTUPOBAaHHBIMU
JEKTPOJIMTHBIMU HapyLIEHUSIMU (C THUIOKaTUeMHeH, TUIOMarHueMHen); ¢ CHHIPOMOM
BpOXKIEHHOTO yanuHeHus wuHTepBana QT; ¢ 3aboseBaHusiMu  cepauna (cepaedHas
HEJ0CTAaTOYHOCTh, UH(APKT MHOKapja, Opaaukapius); Mpu OAHOBPEMEHHOM MPHUMEHEHUU
JIEKapCTBEHHBIX MpPENapaToB, CHOCOOHBIX YAIMHATH uHTepBan QT (aHTHapUTMHUYECKHE
cpenctna kinacca [A u IIl, TpunukiInyeckue aHTHAETIPECCAHTHI, MAKPOJIUIbl, HEUPOJIENTHKH)
(cM. pasgens 4.5., 4.9.);

- y MalMEeHTOB C CaXxapHbIM AMA0ETOM, MOJYYAIOUIMX MepOopasibHble THUIOTIMKEMHYECKHE
npenapartsl (Hampumep, TIUOEHKIAMMI) WM Mpernaparsl MHCYJIMHA (BO3pacTaeT pHUCK
pa3BUTHUS TUIIOTJIMKEMHUN );

- y TAlMEHTOB C TSDKEIBIMH HEXKEJIaTeIbHBIMH PEAaKUUSIMU Ha Jpyrue (TOPXUHOJIOHHI,
TaKUMH Kak TsDKeJIble HEBPOJOIMYECKHEe peakUud (TMOBBILIEHHBIM PpUCK pa3BUTHA
AQHAJIOTUYHBIX HEXeNaTeIbHBIX PEaKIHii MpU NPUMEHEHUH JIEBO(IIOKCALINHA);
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3aboneBanus (cM. moapasaen «OcoObie yKazaHUs»);

- y TMalMEeHTOB IMOXXUJIOTO BO3pacTa, y MAIMEHTOB IOCJIE TPAHCIUIAHTAIMH, a TaKKe MpHU
COIYTCTBYIOIIEM HNPUMEHEHUU TJIFOKOKOPTUKOCTEPOUIOB (TIOBBIIICHHBI PHUCK DPa3BUTHS
TEHJWHUTOB U pa3pbiBa CYXOKWINN) (cM. mozapasaen «Ocodble yKazaHusm»);

- y MAI[MEHTOB ¢ opdupuci (puck obocrpenus nopdupuu, cM. pasaen 4.8.);

- y MaLMEHTOB C aHEBPU3MO aOPThI, C BPOXKIECHHBIM ITOPOKOM KJIaraHa cep/iia B ceMeiHOM
aHaMHe3e, WU Y MallMeHTOB C JUAarHOCTUPOBAHHOM aHEBPU3MOI aOpThl U/UIU PACCIOCHUEM
aopThl, ¢ 3a00JIEBaHMEM KJIallaHa cepla WIM MPU HAIMYUU APYruX (aKTOPOB PHUCKA WU
COCTOSIHUH, MpeApacHoaraloliuX K Pa3BUTHIO aHEBPU3MblI AOPThl WM PACCIOCHHS aOPThHI,
WIA peryprutanuy/ HEJZOCTaTOYHOCTH KIamaHa cepaua (Hampumep, cuHapoMm Mapdana,
cuHapoM Onepca-llannoca, cuHapom TepHepa, OosesHb bexdera, aprepuanbHas
THIEPTEH3Us, PEBMATOMAHBIN apTPUT, COCYIUCTHIE 3a00NIeBaHMs, TaKHE KaK apTePHUHT
Takasicy, TUTaHTOKJIETOYHBIH apTEPUHUT, MOATBEPXKICHHBIM aTepPOCKIEPO3, CHUHAPOM
lerpena, nHPEKIMOHHBIN SHAOKAPIUT) (cM. ToApazaen «OcoObie yKa3aHus»).

Oco0ble ykazaHus
TocnuranbHble HHGEKINK, BhI3BAaHHBIC CHHETHONHOM manoukor (Pseudomonas aeruginosa),
MOTYT [IOTPe0OBaTh KOMOMHUPOBAHHOTO JICYEHHUS.

Puck pazeumus pesucmenmnocmu

PacnipocTpaHeHHOCTh ~ NPUOOPETEHHOM  PE3UCTEHTHOCTH  BBICEBAEMBIX  IITAMMOB
MHUKPOOPTaHU3MOB MOXET H3MEHSTHCS B 3aBUCHMOCTH OT reorpa)M4eckoro permoHa u ¢
Te4eHUEeM BpeMeHH. B cBs3u ¢ 3TuM TpebyeTca nHdopMaius 0 pe3sUCTEHTHOCTH K Ipenapary
B KOHKpETHOW ctpane. J{is Tepamuu TsDKeNbIX WHPEKnuid wim npu HeddekTuBHOCTH
JeYeHHUsI [JOJDKEH OBbIThb YCTAHOBJIEH MHUKPOOHOJIOIMYECKHH JHarHo3 ¢ BbIJEJICHHEM
BO30YAUTEIIS U OIPEJEIICHUEM €r0 UyBCTBUTEIIBHOCTH K JIEBO(IIOKCALIUHY.

Memuyunnun-pezucmenmuoiii 3010mucmeiil cmaghunoxoxx (Staphylococcus aureus)

NmeeTcss BBICOKask BEPOATHOCTh TOTO, YTO METHUIHMUIMH-PE3UCTEHTHBIA 30J0THCTBIN
cTaOUIIOKOKK OYAET PEe3UCTEHTHBIM K (PTOPXUHOJIOHAM, BKJItOoUas jeBoduiokcanu. [loatomy
J€BO(IIOKCAIIMH HE PEKOMEHIYETCS Ui JICYEHUS YCTAHOBJCHHBIX WM MPEANOJaracMbIX
UH(EKINH, BBI3BIBAEMBIX METHIMUIMH-PE3UCTEHTHBIM 30JIOTUCTBIM  CTa()UIIOKOKKOM, B
ciydae ecid J1abopaTOpHbIE aHaIM3bl HE TOATBEPIMIN YYBCTBHTEIBHOCTH 3TOTO
MHKPOOPTaHU3Ma K JICBO(IIOKCAIIUHY.

Ilomepsa mpyoocnocobnocmu (unearuouzayus) u NOMeHYualbHble HeoOPaAMmuUMbvle CepbesHble
nobouHvle peakyuu, 00yclosNeHHble NpUMeHeHUeM GMOPXUHOTIOHO8

[IpumeHneHue (TOPXUHOIOHOB, B TOM 4YHCIIE JIeBO(IOKcalllHa, ObLIO CBSA3aHO C MOTepei
TPYAOCIIOCOOHOCTH M Pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX MOOOYHBIX PEAKIUN CO CTOPOHBI
Pa3IMYHBIX CUCTEM OpPraHu3Ma, KOTOPhIE MOTYT Pa3BUTHLCS OJTHOBPEMEHHO Y OJTHOTO M TOTO
ke manueHTta. [To6ouyHbIe peakiuu, BbI3BaHHBIE (DTOPXUHOJIOHAMHU, BKIIOYAIOT TEHIUHUTHI,
pa3phlB  CYXOXKWJIHHA, apTPaTHIO, MHUAITHIO, MEepUPEPHUSCKYI0 HEUPOINATHI0, a TaKkKe
no6ouHble 3((HEKTH CO CTOPOHBI HEPBHOW CUCTEMBI (TaJTIONWHAIIMN, TPEBOTa, MEMpeccus,
OeccoHHUIIa, TOJIOBHbBIE 0OJIM U CITYTAaHHOCTh CO3HAHUS). JlaHHbIE peaKuu MOTYT Pa3BUTHCS
B TIEpUOA OT HECKOJBKMX YacOB JI0 HECKOJbKHUX HEJelb IIoCle Hayala Tepanuu
neBoduiokcaiiuHOM. Pa3BuTHE 3THUX MOOOYHBIX pPeaKIUil OTMEYaJoch y MAalMEeHTOB JII0OOTO
BO3pacta U 0e3 HAIMYUS MpeaIIecTBYIONMX (akTopoB pucka. [Ipu BOSHUKHOBEHHUU TEPBBIX
MPU3HAKOB WJIM CHMIITOMOB JIFOOBIX CEPHhE3HBIX MOOOYHBIX PEAKIMHA CIIeIyeT HEMEIJICHHO
NPEeKpaTuTh  NpuMeHeHHe  JeBoduiokcanmHa.  Crmegyer — u3beraTh  MPUMEHEHHS
(GTOPXMHOIOHOB, B TOM 4HCJE JIEBO(DIOKCAIMHA, Y MAlUEHTOB, Yy KOTOPHIX OTMEYAIUCh
T00BIE U3 ATUX CEPHE3HBIX MOOOYHBIX PEAKIIUH.
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Cnexgyer CTpOrO NPHUIEPKUBATHCA PEKOMEHAYEMOW MPOJOJKUTENIBHOCTH  BBEICHUS
mperapara, KOTopas JOJbKHA cocTaBisaTh He meHee 60 muu (mns 100 min uH(Y3HOHHOTO
pactBopa) wiu 30 muH (mis 50 mu pactBopa). OnbIT NpUMEHEHHs JeBOQIIOKCAIlMHA
MOKA3bIBAET, YTO BO BpeMs WH(QY3UU MOXKET HAONIOAATHCS YCHUICHHOE CEepIleONCHHE |
TPAH3UTOPHOE CHIKEHHE apTepUajbHOro NaBleHUS. B peikux ciydasx MOXKET pa3BUTHCS
cocyaucTeiii komtarnc. Ecimu Bo Bpems WH(QY3MM HAOMIOJACTCS BBIPAXKCHHOE CHIDKEHUE
apTepHalIbHOTO JIaBJIEHUS, TO BBEJCHHE MIpernapaTa cleayeT HeMEIJICHHO IPEKPaTUTh.

Tayuenmoi, npedpacnonodcenuvie K pazgumuio cyoopoe

Kak u gpyrue XWHOJOHBI, JIEBO(QIJIOKCAIMH JOMDKEH C OOJIBIION OCTOPOKHOCTBIO
NPUMEHSTHCS y TAIIMEHTOB C MPEAPACIIONIOKEHHOCThIO K cymoporam. K TakuMm manueHTam
OTHOCSTCS MAIIUEHTHI C MPEANISCTBYIOIIUMHI MOPAKEHUSIMH IICHTPAJIbHONH HEPBHOM CHCTEMBI,
TAaKUMHU KaK HHCYJIBT, TSDKEIas 4YEpeIHO-MO3roBas TpaBMa; MAIMCHThI, OJHOBPEMEHHO
NPUHUMAIOIINE TIPEnapaThl, CHIKAIOIINE MOPOT CYAOPOKHON aKTHBHOCTH T'OJIOBHOTO MO3Ta
(nanpumep, TeoduuMH, ¢GeHOydeH u apyrue HECTepOUJIHBIE MPOTUBOBOCHAIUTEIbHBIC
npenapartsl (cM. pazzen 4.5.).

[Tpu pa3BUTHHM CYIOPOT JICYCHHE JIEBOPIIOKCAIIMHOM CJICTyET IPEKPATUTh.

Tlcesdomembpanosmwiii Koaum

Pa3BuBmIasicst BO BpeMsi WIIM TIOCIIE JICYCHHUS JIEBOGIIOKCAIITHOM JTUapesi, OCOOCHHO TSKEION
CTETICHU, YIIOPHASL U/WJIH C KPOBBIO MOXKET OBITh CHMIITOMOM IICEBJJOMEMOPAHO3HOTO KOJIUTA,
Bei3eiBacmMoro  Clostridium  difficille. B cmyuae  momo3peHuss Ha — pa3BUTHE
NICEBJIOMEMOPAaHO3HOTO  KOJIUTA JICYCHUE JICBOQUIOKCAIIMHOM  CIEAYeT HEMEJICHHO
MPEKPaTUTh M Cpa3y Ke HayaTh CHCHU(PUUYECKYI0 AHTHOMOTUKOTEparuio (BaHKOMHIIUH,
TEHKOIJIAHWH WJIM METPOHMIA30J1 BHYTpPb). [lpenapaTbl, TOPMO3AIIHE MEPUCTATBTHKY
KHIIIEYHHUKA, TPOTUBONIOKA3aHBI.

Tenounum u pazpulé cyxoxHcuiutl

TeHAuHUT, peaKo BO3HHUKAIOUIMK Ha (OHE MPUMEHEHHS XUHOJIOHOB, MOXET WHOTI/a
MPUBOAUTH K Pa3pbIBYy CYXOXKWJIUHM, BKJIIOYAS aXUIUIOBO CYXOXHUJIHE, U MOXKET OBITh
JIBYCTOPOHHUM. DTOT MOOOYHBIA A(P(HEeKT MOKET pa3BUThCS B TeueHue 48 4 mocrie Havamna
JICYCHUS WIIH Yepe3 HECKOJIBKO MECAIIEB TOCTIEe 3aBepIeHUs Tepanuu (GTOPXUHOIOHAMH.
[TarueHTHl TOXUIIOTO BO3pacTa Ooyiee MPEApacHoNOKEHbl K Pa3BUTHIO TEHAWHUTA; Yy
MAalMEeHTOB, TPUHUMAIONIUX (PTOPXUHOJIOHBI, PUCK Pa3pbIBa CYXOKIJIHSI MOYKET TOBBIIIATHCS
pU OJHOBPEMEHHOM MPUMEHEHUHU TIIOKOKOPTUKOCTEpOuAOB. Kpome 3TOro, y mamnueHToB
MOCJIE TPAHCIJIAHTAIIMW TIOBBIIIEH PHUCK Pa3BUTHS TEHIUHUTOB, MO3TOMY PEKOMEHAYETCS
coOIOaTh OCTOPOKHOCTH MPHU HA3HAYEHUH (HTOPXUHOJIOHOB JAHHOW KAaTErOpUU MAIIMEHTOB.
VY manueHToB ¢ HapyMIeHUSIMU (QYHKIIMH MTOYEK CYTOYHYIO JTO3Y CJIETYET CKOPPEKTUPOBATh Ha
OCHOBAHUU KIIMPEHCa KpeaTHHUHA.

[TaniueHTam creayeT peKOMEHI0BaTh OCTABATHCS B TTIOKOE TIPH MOSBJICHUH TEPBBIX TPU3HAKOB
TEHAWHUTOB UM Pa3phIBOB CYXOKUJINI, M 00paTUThCA K JedaliemMy Bpauy. [Ipu mogo3peHun
Ha Pa3BUTHE TEHIWHUTA WA PA3pbIB CYXOXKHUIHS CIETyeT HEMEIJIEHHO MPEKPATUTh JICUCHHE
npemapatoM JleBoJoKcalliH W HadaTh COOTBETCTBYIOIIEE JICUCHHWE TOPaKEHHOTO
CYXOXWJIHS, HallpUMep, 00eCreurB eMy JOCTAaTOYHYI0 HMMOOMIH3aIuio (cM. pasaensl 4.3. u
4.8.).

Peaxyuu eunepuyscmeumenvnocmu

.HeBO(bJ'IOKcaHI/IH MOXET BbI3BIBATH CCPBC3HBIC, IMOTCHIHUAJIBHO JICTAJIBHBIC PCAKIIHNU
THIIEPUYBCTBUTEIBHOCTU (QaHTMOHEBPOTHUECKUI OTEK, aHA(DUIAKTHUECKUM IIOK) Jake MpU
MPUMEHEHUN HavalbHBIX 703 (cM. pazzaen 4.8.). B ciydyae ux pa3BuTHA ClIeyeT HEMEIJICHHO
MPEKPATUThH BBEJCHHE MpernapaTa i CPOUYHO OOPATUTHCS K Bpady.
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Tadwcenvie KodCHbLE HedcenamelbHble PeaKyuu (MOCTEOOBATENEHOCTE 0002)

[Ipu mnpumeHeHnuun jeBodioOKcanMHa ObUIM  3apPETUCTPUPOBAHBI  TSDKETbIE  KOKHbBIE
HE)KEJIaTEJIbHbIE PEAKIMM, BKIIOYAs TOKCHUYECKHM ANHUAEPMaJIbHBI HEKpOJIu3 (CUHAPOM
Jlatierna), cuaapom CtuBeHca — J[PKOHCOHA M JIEKAPCTBEHHYIO PEAKIUIO ¢ P03WHODUINEH U
cucremHoi cumnromarukoil (DRESS-cunnpom), KOTOpbie MOTYT OBITH JKU3HEYTPOKAIOIIMMU
WM JetanbHeIMH (cM. pasznen 4.8.). Ilpu Ha3HadueHMH mpenapara MaldeHTHhl JOJDKHBI ObITh
UH(GOPMHUPOBAHBI O MPHU3HAKAX M CUMIITOMAX TSDKENBIX KOXKHBIX HEXEIAaTeIbHBIX PEaKUui U
HAXOJUTHCS O] TIIATEIbHBIM MEIUIIMHCKUM HabOmoeHueM. [lpyu mosBieHUN NpU3HAKOB U
CUMITOMOB, CBHUJAETEIbCTBYIOIIUX O Pa3BUTUU 3TUX HEXKEIATENbHBIX DPEAKLUH, CIeayeT
HEMEIJICHHO TMpEeKpaTUTh IMpUMEHeHHe mnpernapara JleBoduiokcaluH ©  paccMOTPETh
BO3MO)XKHOCTb ~ HA3HAY€HUs  aJIbTEPHATHUBHOIO JiedeHMs. Eciau 10pu  OpuUMEHEHUu
JleBodiokcanuHa y manueHTa pa3BUiIach TsKelas HeXelaTellbHas KOXKHasg peakius, Takas
Kak cuHapoMm CtuBeHca-/[)KOHCOHA, TOKCHYECKUH snuaepMaibHbIil Hekponu3 wim DRESS-
CUHPOM, BO3OOHOBIISATH MPUMEHEHHUE Mpenapara y 3TOro naueHTa He cieayer.

Hapywenus co cmoporvl neuenu u scenueblooauux nymei

CooOmasioch 0 Ccllydasx pa3BHTHS HEKpO3a IICYCHH, BKJIIOYAs pPA3BUTHE IECYCHOYHOUN
HEJOCTATOYHOCTH C JICTAJbHBIM HCXOJOM IPH NPUMCHEHHH JeBO(IOKCAIlMHA, TJIABHBIM
00pa3oM, y TAIMEHTOB C TSKEIBIMH OCHOBHBIMU 3a00JICBAHHUSIMH, HAIIPUMEpP, C CEIICHCOM
(em. pazmen 4.8.). IlamueHTsl [MOMKHBI OBITH MPEAYHNPEXKICHHI O HEOOXOAUMOCTH
MPEKPAIICHUS JICYCHUS U CPOYHOTO OOpallleHus K Bpady B CIIy4ae IMOSBICHUS NMPHU3HAKOB U
CHUMIITOMOB TIOPQKCHHS TICUCHHM, TAKUX KaK AaHOPEKCHs, JKEJITyXa, MOTEMHEHHE MOYH,
KOXXHBIN 3y]1 U OOJIH B )KUBOTE.

Tayuenmol ¢ HapywenuaMu GYHKYUY novex

Tak kak JeBO(IOKCAIMH YKCKPETUPYETCs TJIaBHBIM 00pa3oM uepe3 MOYKH, Yy MAIMEHTOB C
HapylIeHHeM (QYHKIIMH [ToYeK TpeOyercs 00s3aTelbHbI KOHTPOJIb (QYHKIIMH MOYEK, a TaKXKe
KOPPeKIHs pexuMa no3upoBaHus (cM. pasnen 4.2.). [Ipu JiedeHUH NAIMEHTOB MOXHIIOTO
BO3pacTa cjlelyeT YUUThIBAaTh, YTO y MAllMEHTOB 3TOM IPYIIbI YaCTO OTMEYAIOTCS HApyLICHUS
(GyHKIMM movek (cM. paszen 4.2.).

IIpeoomepawenue passumus peaxyuii homocencubunruzayuu

Xots (poToceHcnOMIM3alKs IpyU NPUMEHEHUH JeBO(IOKCcal[MHa Pa3BUBAETCS OYEHb PEJIKO,
JUIsl TIPEAOTBPAILEHUSI €€ Pa3BUTHs MAallMEHTaM HE PEKOMEHAYETCS BO BpEMs JICUEHUS U B
TedeHue 48 4 1ocie OKOHYAHUS JIeUEHHUs JIEBO(IIOKCALMHOM IIOJIBEPraThCsi CUIBHOMY
COJTHEYHOMY MJIM MCKYCCTBEHHOMY YJbTpauOJIETOBOMY OOJyYeHHIO (HapuUMep, MOCEeIIaTh
COJISIpUA).

Cynepungexyust

Kak u npu mpyUMeHEeHUHU IPYruX aHTUOMOTUKOB, MPUMEHEHHE JeBO(IOKCAIIMHA, OCOOCHHO B
TEYCHHE JUTUTCIIBHOTO BpPEMEHH, MOXKET TMPUBOJHWTE K YCWICHHOMY Pa3MHOXCHHIO
PE3UCTEHTHBIX K HEMY MHUKpPOOPTraHW3MOB (OakTepuii W TpUOOB), YTO MOXKET BHI3BIBATH
U3MCHEHUS HOPMAJIbHOH MHKpOQIIOpPHl dejloBeKa. B  pe3yiapTaTe dYero CymecTByeT
MOBBIIICHHBIA PUCK pa3BUTHS cynepuHpeknuu. [losTromy B xone JiedeHHS 00s3aTEIBHO
MIPOBOJIMTH ITOBTOPHYIO OIICHKY COCTOSHUS TAIlMeHTa W, B Cllydae Pa3BUTHS BO BpeMs
JiedeHus CynepuHQPEKINH, CIeAyeT MPUHUMATh COOTBETCTBYIOIIUE MEPHI.

Yonunenue unmepsana QT

CooOmanioch 00 O4Y€Hb pEeAKUX ciay4yasX YuIMHeHus wuHTepBasa QT y mnanueHTos,
MOJTYYAIONIUX TePAui0 PTOPXUHOIOHAMH, BKIIFOUAs JIEBO(IOKCAIIHH.

[Ipu npumeHeHUH (GTOPXUHOJIOHOB, BKJIIOYas JIEBOQIIOKCAIIMH, CIEAyeT CoOJ0aaTh
OCTOPOXKHOCTh y TIAIIMEHTOB C U3BECTHHIMH (DaKTOpamu pUCKa y/uiMHeHus uHTepBaia QT: y
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MAlUEHTOB C HECKOPPEKTUPOBAHHBIMU SHCKTpCJII/ITHBIMWI;a;)‘QEQH;E'MII F(J;'Hfhdk

TUTIOMarHueMuei); ¢ CHUHAPOMOM  BpPOXAEHHOTO YJIMHEHHs HWHTEpBaja QT, c
3a00JeBaHUAMU Cepala (cepledHas Hel0CTaTOYHOCTh, MH(PAPKT MHOKapHa, OpaauKapus);
IIPU OJJHOBPEMEHHOM NMPUMEHEHHH JIEKAPCTBEHHBIX CPECTB, CIIOCOOHBIX YITUHATH HHTEPBAJ
QT, Takux Kak aHTHapuTMHueckue cpeacrBa kiacca [A wu Il Tpunukimyeckue
AHTHJICTIPECCAHTHI, MAKPOJIU/IbI, HEHPOJIECTITUKH.

[TaneHTHl TOXHIJIOTO BO3pacTa M MAIMEHTBl JKEHCKOTO TIojia MOryT ObITh Oonee
YyBCTBUTEIBHBIMH K TMpenapartam, ymuiuHsiommM uHTepBan QT. Ilostomy cnemyer ¢
OCTOPOKHOCTHIO HA3HAYATh JAAHHBIM IMAllMEHTaM (PTOPXUHOJIOHBI, BKIIIOUAs JIEBO(IIOKCAIIMH
(cMm. momapaszaen «C 0CTOPOKHOCTBION, cM. paszaensl 4.2., 4.8.,4.9.,4.5.).

Tayuenmui ¢ depuyumonm enroko30-6-gpocghamoezudpozenasvi

Y mnauuMeHTOoB C JIATEHTHBIM WJIM MaHU(ECTHPOBAHHBIM  JEPHUIUTOM  TIIOK030-6-
dochaTaerniporeHasbl MUMeEETCS IMPEIPACIONOKECHHOCTh K Pa3BUTHIO TE€MOJHTHUYCCKHX
peaKIuii mpy JICYCHUH XWHOJOHAMHM, YTO CJIEAyeT NMPUHUMATh BO BHUMAHHUE TP JICUCHUH
7eBO(DIOKCAITTHOM.

Hucenukemus (cuno- u cunepenuxemus)

Kak u mpm mnpumeHeHuM ApYrux (TOPXHWHOJIOHOB, NMPH TPUMEHEHUH JIEBO(IIOKCAIIMHA
HaOJIoAaMMCh Cllydyad pa3BUTHS TUIEpriauKkeMuu M runoriaukemud. Ha ¢done Tepanun
J1eBO(MIOKCAIITHOM JTUCTIIMKEMHUs Yalle pa3BHBAJach y MAIMEHTOB MOXKWJIOTO BO3pacTa U
HAIMEHTOB C CaxapHbIM J1Ma0eTOM, MOIYYaIOLUIMX COMYTCTBYIOIIYIO TEPAIMIO IEPOPAIbHBIMU
TUIOTIMKEMUYECKUMHU TpenapaTamMu (Harnpumep, MHOeHKIaMuaI0M) Win uHcyauHoM. [lpu
OPUMEHEHUH JIeBO(pJIOKCAallMHA y TaKMX [alMEeHTOB BO3pacTaeT pPUCK  Pa3BUTHUSA
THIOTJIMKEMHH, BIUIOTH JIO THUIOTIIMKEMHUYEcKoi Kombl. HeobOxommmo wuHpOpMUPOBATH
NAllMeHTOB O CHMIITOMAaxX THUIOTJIMKEMUHU (CIYTaHHOCTb CO3HAHMs, TOJIOBOKPYXEHHUE,
«BOJYMI» aIlMETUT, TOJIOBHAS 00JIb, HEPBO3HOCTD, OIIYIIEHHUE CEpALICONEHUsI UK YJallleHue
nysibca, OJeIHOCTh KOXKHBIX TMOKPOBOB, HCHApuHAa, APOb, ciabocts). Ecnm y manumenrta
pa3BUBaeTCsd  TUINOIVIMKEMHS,  HEOOXOAMMO  HEMEMJIEHHO  MpEeKpaTUTh  JICUEHUE
71eBO(IOKCAIIMHOM M Ha4yaTh COOTBETCTBYIOUIYIO Tepamuio. B 3TuX ciyuyasx pekoMeHayercs
NepelTH Ha TEeparui JPYrMM AHTUOMOTHUKOM, OTIMYHBIM OT (PTOPXHMHOJOHOB, €CIH 3TO
BO3MOXkHO. [Ipu npoBeneHnu sedeHus J1eBOIIOKCAIIMHOM Y MAIlMEHTOB MOKUJIOr0 BO3pacta
U Yy TAalMeHTOB C CaxapHbIM JMa0ETOM pPEKOMEHIYeTCs TINATEIbHBI MOHUTOPUHT
KOHILICHTpALUHU TJIFOKO3bI KPOBHU.

Ilepughepuueckasn netiponamus

Y DanueHToB, NOJy4arOIMX Tepanuioo (QTOPXUHOJOHAMH, BKJIIOYas JIeBO(IIOKCAIIMH,
coolIanock O CiIy4asx pa3BUTHS CEHCOPHOW M CEHCOPHO-MOTOPHOW IepHudepruuecKoi
HelponaTHH, Havyajlo KOTOpOM MokeT ObITh ObIcTpbiM. Ecnu y mamumeHTa pa3BHBaroTCs
CHUMIITOMBI HEWpONaTHH, MPUMEHEHUE JeBO(IOKCcAalMHA JTOMHKHO OBITh MpeKpameHo. ITo
MUHUMU3UPYET BO3MOKHBIN PUCK Pa3BUTHUSI HEOOPATUMBIX H3MEHEHUH.

[TareHTh! 10JKHBI OBITH MHOOPMUPOBAHBI O HEOOXOJUMOCTH COOOIIATH CBOEMY JieHaleMy
Bpauy O MOSBJIEHUU JIIOOBIX CUMIITOMOB Helponatuu. GTOPXUHOIOHBI HE ClIeAyeT Ha3HavyaTh
MalMeHTaM, UMEKIIMM B  aHaMHe3€ KIMHHUYECKME CIydad  yKas3blBalOUIME HA
nepudeprudecKyro HeMponaTuio.

Obocmpenue ncesdonaparumuyeckou muacmenuu (Myasthenia gravis)

DTOPXUHOIOHBI, BKJIIOYast JI€BO(IIOKCAIIMH, XapaKTEPU3YIOTCS OJOKHUPYIOIIEH HEPBHO-
MBIIIEYHOE IPOBEIEHHE AaKTUBHOCTHIO, M MOTYT YCHJIHMBaTh MBIINIEYHYIO CIAabOCTh Yy
MAlMEHTOB C IICEBAONAPAIUTUYECKON MHMACTEHHEW. B mocTperucTpalMOHHOM MEpUOAE
HAOMIOATUCh ~ HEXeJaTebHble  PEaKlUH, BKJIIOYAs JIETOYHYI0  HEJOCTATOYHOCTb,
OTPeOOBABIIYIO TPOBEJICHNE HMCKYCCTBEHHOW BCHTWIIAIMM JIETKHX, W JICTAJBHBIA HCXO[,
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KOTOpbIE  aCCOIMUPOBAINCH C NPUMEHEHUEM dﬁ% gb“ T%ﬂl: Ha—ﬁ;dgﬁ‘rchs“ J

NceBIONapaIUTUUECKOW MuacteHuen. I[lpumeHenue neBoduiokcanmwHa y mMalUeHTa ¢
YCTAaHOBJICHHBIM ~JMArHO30M IMCEBIONAPAIUTUYECKOM MHUACTEHUU HE PEKOMEHIYETCS
(cMm. pasgen 4.8.).

IIpogpunaxmuka u revenue cubUpCcKoU A36bl NPU 6030YUHO-KANETbHOM NYMU 3APAAHCEHUS
[Ipumenenue neBoduIOKcaMHa Ui NPOQWIAKTUKA W JIEYCHHS CHUOMPCKOW SI3BBI TpHU
BO3JIyLITHO-KAIIEILHOM ITyTH 3apa)KCHUSI OCHOBAHO HA JIAHHBIX 110 YYBCTBUTEIBHOCTH K HEMY
Bacillus anthracis k neBoduokcanuHy, MOAy4eHHBIX B IN VIO uccieaoBaHUSIX U B
SKCIIEPUMEHTAIBHBIX ~ WCCIEJOBAaHMSX, NPOBEJCHHBIX HA JKHUBOTHBIX, a TaKkXke Ha
OTpPaHUYEHHBIX JIAaHHBIX MPUMEHEHHs JIeBO(IOKcaluHa y uenoBeka. Jlevamnie Bpaun JOIKHBI
oOpamaTbcss K HAIMOHAIBHBIM /MM MEXIyHapOIHBIM JOKYMEHTaM, KOTOPBIE OTPaKaroT
BBIPA0OTAHHYIO OOIIUMH YCUIIUSIMH TOYKY 3PEHHSI 1O JICYCHHEO CUOUPCKOIA S3BBI.

Ilcuxomuueckue peaxyuu

[lcuxoTuueckre peaklUuy, BKIIOYAs CYULIUJAIBHBIE MBICIH/TONBITKH, OTMEYAIUCh Yy
NAIMEeHTOB TNPH NPUMEHEHUH (TOPXUHOIOHOB, BKIIOYAsi JIEBO(IOKCAMH, MHOTJA TIOCIE
BBEJICHUS Pa30BOi 1036l IeBoduiokcalnHa. B ciydyae pa3BuTus ar00b1x MOOOYHBIX 3P HEeKTOB
CO CTOpPOHBI IIEHTPaJIbHOW HEPBHOW CHUCTEMbI, BKJIIOYas HApYyIIEHUS ICUXUKH, JIEUYECHUE
7eBO(IIOKCAIMHOM ClieAyeT HEMENJCHHO MPEKPaTUThb W Ha3HAYUTh COOTBETCTBYIOIIYIO
Tepanuio. B 3THX cioyyasx peKOMEHIYyeTcsl NMeperTH Ha Tepamnuio JAPYTUM aHTUOMOTHUKOM,
OTJIUYHBIM OT (PTOPXUHOJIOHOB, €CITU 3TO BO3MOKHO.

CrnenyeT ¢ OCTOPOKHOCTBIO Ha3HayaTh Mpenapar MaludeHTaM C ICHUX03aMU WIM MalKeHTaM,
MMEIOIIIM B aHaAMHE3€ IICUXHYecKHe 3a00JIeBaHus.

Amnespuzma u paccioenue aopmul, pe2ypumayusi/HedoCmamoyHocmy K1anaua cepoya

[lo nmaHHBIM SMHIEMHOJOTHYECKUX HCCICIOBAHUN COOOIIAIOCh O TIOBBIIIEHHOM PHCKE
pa3BUTHS aHEBPU3MBI AOPThl U PACCIOCHHUS AOPThI, OCOOCHHO y MAaIUCHTOB TOXHIIOTO
BO3pacTa, a TAaK)Ke PErypruTaluy a0pTAIbHOTO ¥ MUTPAILHOTO KIIAMIAHOB MOCIIE PUMEHCHUS
(TOPXUHOJIOHOB. Y MAIMEHTOB, MOJYYaBIIUX (TOPXUHOJOHBI, OBUIM OTMEUEHBI CIydau
Pa3sBUTHUA aHCBPU3MBI U PACCIIOCHUS a0PThI, MHOT' Ia OCJIOKHCHHBIX Pa3pbIBOM (B TOM YUCJIC C
JeTaTbHBIM HCXOJIOM), & TaKXe pPErypruTally/HEI0CTaTOYHOCTH JHOOT0 W3 KIIalaHOB
cepama (cm. pazmen 4.8.).

B cBsi3u ¢ 3THM, (QTOPXWHOJIOHBI CIIEAYET MPUMEHSTH TOJBKO IOCIE TINATSIHLHOW OICHKU
COOTHOIICHUS TOJb3a-PUCK U PACCMOTPEHHS JIPYTUX BapHAHTOB TEPAlMU y TMAlUEHTOB C
AQHEBPU3MOW a0pThI WJIM BPOXKJICHHBIM MTOPOKOM KJIallaHa cep/iia B CEMEHHOM aHaMHeE3e, WIN
y HAIMEHTOB C JAMArHOCTUPOBAHHON aHEBPU3MOM aOpThl W/WIIM PACCIIOEHUEM aOpThl, WU
3a00JIcBaHMEM KJIallaHa Cep/lla, WM MPU HAJTHYUHU JIPYTrUX (GaKTOPOB PUCKA WM COCTOSHUM,
NpeIpacIoararoIiuX K pa3BUTHIO:

- KaK aHEBPU3MBI U DPACCIOCHHS AOPThI, TAaK U PETyprUTAIlMU/HEIOCTATOYHOCTH KJlalaHa
cepala (Hampumep, 3a00JIeBaHKs COSAMHUTEIBHON TKaHH, TaKKe KaKk CHHIpoM Mapdana uin
cuHapoMm Omnepca-/lannoca, cuHapom Tepuepa, Oone3np bexdera, aprepuanbHas
TUIEPTEH3Us, PEBMATOUIHBIN apTPHT);

WX JOTIOJHUTENBHO:

- @HEeBPU3MBI U PACCIOCHUS a0pPThI (HAIIPUMEP, COCYINCTHIE 3a00J€BaHMsI, TAKHE KaK apTPUT
Takasicy, THraHTOKJICTOYHBI apTEPUUT, IOJATBEPXKJACHHBIA aTEPOCKIEPO3, CHUHAPOM
[Herpena);

- perypruTaiuu/HEOCTaTOYHOCTH  KJlamaHa cepiuna  (Hampumep, HHQOEKIIUOHHBIN
SHIIOKAPINT).

Puck pa3BUTHA aHEBPU3MBI U PACCIIOCHUS A0PTHI, a TAKXKE UX pa3pbiBa MOXKET ObITh MOBBIIICH
y MAIMEHTOB, OJTHOBPEMEHHO MOIYYAIOIINX CHCTEMHBIE TIIFOKOKOPTUKOCTEPOH/IBI.

B CJIydac MOABJICHUA BHE3aITHOHI 6OJII/I B JXUBOTC, I'pyaAd WKW CHHUHC MNAUCHTaAM CJICAYCT
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OB OCTE 00027
HEMEJUIEHHO 00paTUThCS K Bpauy B OT/CJICHUE GOTJIOX&BH o ATEMNEHOC T 00

[TaniuenTam ciemyeT peKOMEHI0BaTh HEMEJICHHO 00paTUThCS 3a MCI[I/II.II/IHCKOf/i IIOMOILBIO B
Cly4yae TIOSIBJIGHUS OCTPOM OJIBIIIKK, BIIEPBbIE BO3HUKIIETO OUIYIIEHUS YYallleHHOTO
cepaneOUeHHs WIIM Pa3BUTHS OTEKa )KMBOTA MJIM HUKHUX KOHECYHOCTEH.

Hapywenus 3penus
[Tpu pa3BuTHH JIOOBIX HAPYIIEHUH 3peHUsT HeoOXoauMma HEMeIJIeHHAs KOHCYJIbTAIlHs
odranemoora (cMm. paszaen 4.8.).

Bnusinue na nabopamopmuvle mecmol

VY ManMeHTOB, MOJYYAMOUIMX TEPAIHI0 JEBOMIOKCAIIMHOM, OMPEICICHHE OMUATOB B MOYEC
MOXET MPHUBOAUTH K JIOKHOTIIOJIOKUTEIBHBIM PE3y/IbTaTaM, KOTOPbIE CICIYET MOATBEPIKAAThH
Oonee crienuUIECKUMU METOAMH.

JleBodhiokcanH MOKeT HMHruomposath poct Mycobacterium tuberculosis u mpuBoauMTH B
JaJdbHEHWIIEM K JIO)KHOOTPHIIATEIBHBIM pE3ysibTaTaM OaKTepPHOJOTHYECKOTO IHarHo3a
TyOepKyInesa.

BcrnomorarenbHble BelecTBa

[Tpemapar JleBoduiokcarua coaepxut 15,4 mmons (umu 353,8 mr) mHarpus Ha 500 mr, 4ro
HEOOXOUMO YUYHUTHIBATh MallMEHTaM, HaXOASIIMMCS Ha IUETe C OTPAaHUYCHHUEM MOCTYIIIICHUS
HaTpus.

4.5. B3auMoaelcTBUSl ¢ JPYrMMH JIEKADCTBEHHBIMH NpenapartamMM W JApyrue BH/bI
B3aNMOJAEeHCTBUSA

BzaumoneiicTBus, Tpedyromme co0r0IeHNs OCTOPOKHOCTH

C meogpunnunom, ¢henbygenom unu Opyeumu J1eKapCmeeHHbIMU CPEeOCMBAMU U3 2PYNNbl
HeCmepouoOHbIX NPOMUBOBOCHAIUMENbHBIX NPENnaApamos, CHUNCAIOUWUMU NOPO2 CYOOPOI’CHOU
20MOBHOCIU 20JI06HO20 MO32d

DapMaKOKHHETUYECKOTO B3aUMOIEHCTBUS JIeBO(IOKcaIITHA ¢ TEOPHIIITHHOM HE BBISBICHO.
OnHako TpH OJHOBPEMEHHOM IPUMEHEHUH XHHOJIOHOB W TEO(PMIIIMHA, HECTEPOUITHBIX
MIPOTUBOBOCTIATTUTENFHBIX MPENapaToB U APYTHX CPENICTB, CHUKAIOIIMX MOPOT CYIOPOKHOM
AKTUBHOCTH TOJIOBHOTO MO3Ta, BO3MOXXHO BBIPXCHHOE CHIDKCHHE IOpOTra CYyJIO0pPOKHOMN
AKTUBHOCTH TOJIOBHOTO MO3Ta.

KoHunentpanus neBoduiokcaiiHa Mpu OJHOBPEMEHHOM Tmpueme (peHOydeHa mMmoBbIIaeTcs
Tonbko Ha 13 %.

C HenpambIMU AHMUKOA2YIAHMAMU (AHmMazonucmol gumamunsl K)

VY mnanueHToB, TMONYYHBIIUX JIEYCHUE JICBOQIIOKCAIIAHOM B KOMOWHAIMKA C HEMPSIMBIMHU
aHTHUKOAryJIsiHTaMu (HampuMmep, BaphapuHoM), HaOII01aT0Ch MOBBIIIEHUE TPOTPOMOMHOBOTO
BPEMEHU/MEXTYHAPOTHOTO HOPMAIM30BAHHOTO OTHOIICHUS W/WIN PAa3BUTHE KPOBOTEUYCHHUS,
B TOM uyucie, W Tsokenoro. lloaToMy mnpu OJHOBPEMEHHOM NPUMEHEHUHM HENPSAMbBIX
AHTUKOATYJSIHTOB M JIeBO(JIOKcallMHAa HEOOXOIUM pEryJsipHBIA KOHTPOJIb IOKa3aTelien
CBEpTHIBAHUS KPOBH.

C npobeneyuoom u yumemuouHom

[Ipu omHOBpEeMEHHOM MPUMEHEHUHU JIEKAPCTBEHHBIX IMPENapaToB, HAPYIIAIONIUX MOYECTHYIO
KaHAJBIEBYIO CEKPEINI0, TAKUX KaK MPOOEHEII ¥ ITUMETH/INH, U JIeBOGIIOKCAIlMHA CIIeAyeT
cO0JTII0/1aTh OCTOPOKHOCTH, OCOOCHHO Y MAIIMEHTOB C MOYEYHON HEJOCTATOYHOCTHIO.
BroiBennenue  (moueuHbI  KIMpEHC) JieBO(IIOKCAllMHA 3aMeNysieTcs IoJA  JecTBHEM
nuMetuauHa Ha 24 % u mpobOenenuaa Ha 34 %. ManoBepOATHO, YTO ATO MOXKET HWMETh
KIIMHUYECKOE 3HAYCHHE MTPU HOPMATbHON (PYHKIIUU TTOYEK.



COOTBETCTEYET 3KI
ot 04.10.2023 M2 1952
C YUKTIOCNOPUHOM (NOCNEOCBATENEHOCTE 0002)

JleBodiokcanuH yBeIMUMBaJ MEPHO/ MONTYBbIBeACHU IuKIocnopruHa Ha 33 %. Tak kak 3To
YBCIMUYCHUC HE ABJIACTCA KIMHUYCCKU 3HAYUMBIM, KOPPCKIWH JO03bI MUKIIOCIIOpHUHA IIPpHU €ro
OJIHOBPEMEHHOM MPUMEHEHUH C JIEBO(IIOKCAIMHOM He TpebyeTcs.

C enokokopmukocmepouoamu
OpnHOBpeMEHHBIN IPUEM TNIFOKOKOPTUKOCTEPOUIOB MOBBIIIAET PUCK Pa3phbiBa CYXO0KUIIUH.

C nexapcmeenuviMu npenapamamu, yorunsrowumu unmepsan QT

JleBodmokcanH, Kak U Apyrue GTOPXUHOJIOHBI, TOJDKEH MPUMEHSATHCS C OCTOPOIKHOCTBIO Y
MalMeHTOB, TMOJYYalOUIUX IMpernapaTel, ymauHsionme wuHTepBasn QT  (mampumep,
aHTHapUTMUYecKue cpeactBa kinacca IA w IIl, TpuUUMKIMYECKHWE aHTHACTIPECCAHTHI,
MaKpOJIUAbl, HEUPOJIECNTUKN).

Ilpouue

[IpoBeneHHBIE KIMHUKO-(PApMaKOIOTHUYECKHE HWCCISIOBAHUS MJII H3YYEHHUS BO3MOMKHBIX
(dhapMaKOKMHETHYECKUX B3aMMOJICHCTBHIA JIGBOQJIOKCAIIMHA C  Kalbyusi KAPOOHAMOM,
OUCOKCUHOM, — 2ITUOEHKIAMUOOM,  PAHUMUOUHOM U  eapgapunom  TIOKa3alld, YTO
dapMakoKMHETHKa JIeBOIIOKCAIIMHA TP  OJHOBPEMEHHOM MPUMEHCHHH C OTHMH
mpernapaTaMu HE W3MEHSAETCS B JOCTATOYHOM CTEMEeHH, YTOObI 3TO HMMEJO KIMHHYECKOE
3HauEHUE.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD
[IpemapaT npoTUBOIIOKA3aH Ui IPUMEHEHUS Y OEPEMEHHBIX.

JlakTarms
[Ipenapar npoTUBONOKA3aH B MEPUO IPYIHOTO BCKapMIIUBAHUSI.

4.7. BausiHMe Ha CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMHM CPeICTBAMHU M PadoTaTh C
MeXaHUu3MaMHu

Takue nobounsie 3¢pPexTrl npenapara JleBoaokcalyt, Kak TOJI0BOKPYKEHUE WU BEPTUTO,
COHJIMBOCTb U PAcCTpoicTBa 3peHus (cM. paszzaen 4.8.), MOT'YT CHUXAThb ICHUXOMOTOpHBIE
peakuMu M CHOCOOHOCTh K KOHIIEHTpPAIMM BHUMAaHUS. OTO MOXET MPEACTaBIsATh COOOM
OTIpe/IeIEHHBIA PUCK TPH 3aHATUU JIEATEIbHOCTBIO, TPEOYIOLIeH OBICTPOTHI ICUXOMOTOPHBIX
peakuMii M CHOCOOHOCTM K KOHLEHTpalMu BHUMaHUS (Hampumep, MpU YIpPaBICHUU
aBTOMOOWMIJIEM, NpU OOCITY)KMBAaHMM MAIIMH M MEXaHW3MOB, TPU BBIIOJHEHHH pPabOT B
HEYCTONYNBOM MOJIOKEHUH ).

4.8. HexkesaTeibHbIe peakuu

Pe3roMe HeKeIaTenbHBIX PEaKIHi

Yka3aHHbIC HU)KE HEXKeaTeIbHbIC PEAKIIUU MPECTABICHBI B COOTBETCTBUH CO CIICTYIOIIMMHU
rpajanusMi 4acTOTHl MX BO3HHKHOBEHHS: O4YeHb 4yacto (>1/10), wacto (>1/100 mo <1/10),
Hewacto (>1/1000 mo <1/100), penko (>1/10000 mo <1/1000), ouenp penko (<1/10000),
4acToTa HeM3BeCTHA (Ha OCHOBE MMEIOIIUXCS JAHHBIX OIEHUTH HEBO3MOXKHO).

Hugpexyuu u uneazuu
Heuacmo: rpuOKOBBIE UHQEKINH, pa3BUTHE PE3UCTEHTHOCTH MIaTOTEHHBIX
MHUKPOOPTaHU3MOB.
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COOTEBETCTEYET 3KI(
ot 04.10.2023 N2 18

Hapywenus co cmopousl Kpoeu u tumgpamuueckol cucn B IEAOBATENEHOCTE 0002)

Heuacmo: neiikoneHusi (yMEHBIIIEHUE KOJMYECTBA JICUKOIIUTOB B MEpUPEPUIECKON KPOBH),
303MHOGHUINS (YBETUUYEHUE KOJTMUECTBA S03MHOPHIIIOB B IEpH(PEPUIECKO KPOBH).

Peoko: neWitponenus (yMEHbBIICHHE KOJWYECTBA HEUTPODPHIOB B mepudepHIecKol KpOBH),
TPOMOOIUTONICHHSI (YMEHBIIIEHUE KOJIMYECTBA TPOMOOIIUTOB B Tiepruepuieckoil KpoBH).
Yacmoma Heusgecmua: TAHIUTONICHUS (YMEHBIICHUE KOJIMYECTBA BCeX (HOPMEHHBIX
DJIEMEHTOB B TEpU(EpUUIECKOil KPOBH), arpaHyyionuTo3 (OTCYTCTBHE WM PE3KOe
YMEHBIICHUE KOJIMYECTBA TPAHYJIOIUTOB B TEPUPEPUIECKON KPOBHU), TEMOIUTHYECKAS
aHEeMUSI.

Hapywenus co cmoponvl uMMmynHOU cucmembl

Peoko: aHTHOHEBPOTHYECKUI OTEK.

Yacmoma neuzéecmua’ aHaPpUIAKTHYECKUH OK, aHAPHUIAKTOUTHBIH IIOK.
AHadunaktuyeckue U aHapUIAKTOUIHBIC PEAKIMU MOTYT MHOT/Ia Pa3BUBATHCS JIaXKe MOCIE
BBEJCHUS MIEPBOM JO3bI ITpenapara.

Hapywenus memabonuzma u numanus

Heyacmo: anopekcus.

Peoko: runornukemusi, OCOOEHHO Y IMAlMEHTOB C CaxapHbIM JAua0eTOM (BO3MOXKHBIE
MPU3HAKY TUIIOTTIMKEMUU: «BOJTYUIAY alIeTUuT, HEPBO3HOCTh, UCIIAPUHA, IPOXKB).

Yacmoma  Heuzéecmmna:  TUNEPIIMKEMUS, TUIOIIMKEMHUS, BIUIOTb O  pa3BUTHUSA
TUIOTIMKEMUYECKOH KOMBI (OCOOCHHO y MallMEeHTOB MOXKUJIOTO BO3pacTa, y MalMeHTOB C
caxapHbIM Iua0eTOM, TOYYaloUINX JICYCHHE NpenapaTaMd WHCYJIMHA WIM TEepOpabHBIMU
THIIOTTIHKEMHYECKUMHE cpeacTBaMu) (cM. pasaen 4.4.).

Tcuxuueckue napywenua™

Yacmo: GeccoHHMLIA.

Heuacmo: yyBcTBO O€CIOKOICTBa, TpeBOra, CIyTaHHOCTh CO3HAHUS.

Peoxo: mncuxuyeckue HapylleHus (Hampumep, TaJUTIOUUHAIMY, [apaHois), Aenpeccus,
axuTalys (Bo30yXJIeHHe), HapyIIEHUs CHA, HOUYHbIE KOIIMaphI.

Yacmoma Heuzeecmna: HApYUIECHUS TCUXUKU C HAapYIICHUSMM MOBEAEHHUS C NMPUYMHEHUEM
cebe BpeAa, BKIIOYAs CYMIMJAIbHBIE MBICIM M CYUIMJAIbHBIE MOIBITKH, HEPBO3HOCTH,
HapyIICHUs aMATH, IeIUpUN (BKIIOYasi HApYLIEHUSI BHUMAHUS, JI€30PUEHTALINIO).

Hapywenus co cmoponsl HepeHoll cucmemul ™

Yacmo: ronoBHas 00Jib, TOJIOBOKPYXKEHHUE.

Heuacmo. cOHIUBOCTB, TPEMOD, IUCTEB3Hs (U3BpAllCHHE BKYCa).

Peoko: mapectesus, cynoporu (cM. pazzen 4.4.).

Yacmoma Hneuszsecmna: nepudepuyeckas CEHCOpHas Helponarus, nepudepuyeckas
CEHCOpPHO-MOTOpHasi HeWpomnatus (cM. pasgen 4.4.), OUCKUHE3Us, SKCTpaUpaMUIHbIE
paccTpoiicTBa, areB3us (IOTepsi BKYCOBBIX OIIYIIEHUN), MTapocMHUsl (PacCTPONCTBO OLIYLICHUS
3amaxa, OCOOEHHO CYOBEKTMBHOE ONIyIIEHHE 3araxa, OOBEKTUBHO OTCYTCTBYIOILETO),
BKJIOYasi TMOTEPI0 OOOHSHUS, OOMOpPOK, TIOBBIIIEHUE BHYTPUUYEPETIHOTO JIaBJICHUS
(ToOpokavyecTBeHHAs BHYTpUUEPEIIHAS THIIEPTEH3US, IICEBA0OIYXO0Ib MO3Ta).

Hapywenus co cmoponul opeana 3penus™
Peoko: napymenus 3peHuns, Takue Kak pacIiijIbIBYaTOCTh BUTUMOTO U300paKeHUSI.
Yacmoma neuzgecmua: Npexonsias OTEPs 3pEHNUs, YBEUT.

Hapywenus co cmoponwl opeana ciyxa u iabupunma™
Heuacmo: BepTHro (4yBCTBO OTKJIOHCHHS WM KPYXKEHHUS COOCTBEHHOTO Tela WIH
OKpPYXXaIOIIHUX IPEIMETOB).
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COOTEBETCTEYET 3KI(
ot 04.10.2023 N= 1952
Pedko: 3BOH B yLIAX. (NMOCNEOOBATENEHOCTE 0002)

Yacmoma neuszsecmua: CHIHKESHUE ci1yxa, roTeps ciryxa.

Hapywenus co cmoponwl cepoya™*

Peoxo: cunycoBast Taxukapus, ONIyIICHUE CEPIIICONCHHUS.

Yacmoma Heuszsecmna: ynmuHeHue wuHTepBasa QT, Kelymo4YKOBbIE HApYIICHHS PUTMA,
KEITY0UKOBAs TaXUKAPAWS, JKEITYAOYKOBAS TaXWUKAPAHS THIIA «ITHPYIT», KOTOPHIE MOTYT
NPUBOINTH K OCTAaHOBKE cepana (cM. pasaeinst 4.4., 4.9.).

Hapywenus co cmoponwl cocyoos™*
Yacmo. pnedwur.
Peoxo: cHmKeHne apTepruaIbHOTO AaBICHHS.

Hapywenus co cmopoHul OvixamenvHotl cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Heuacmo: onplka.
Yacmoma Heuzsecmua: OPOHXOCIIA3M, aJNIEPTUYECKUN THEBMOHUT.

JKenyoouno-kuweynvle Hapyuienus

Yacmo: nuapesi, pBoTa, TOIIHOTA.

Heuacmo: 6oy B )KUBOTE, TUCTICTICUS, METECOPH3M, 3aI10P.

Yacmoma neuzsecmua: reMopparudeckas [uapesi, KOTopas B O4eHb PEIKUX CIIydasX MOXKET
OBITh IIPU3HAKOM SHTEPOKOJIMTA, BKIIFOYAs IICEBAOMEMOpPaHO3HBIN KOIUT (cM. paszen 4.4.),
MAaHKPEATHT.

Hapywenus co cmopoHbl nevenu u Jceniesbi8o0sauux nymeti

Yacmo: TOBBILIEHHE AKTUBHOCTU «II€YEHOUYHBIX» (EPMEHTOB B KpOBHU (Hampumep,
anannHaMmuHoTpaHcgepassl  (AJIT), acnmapratamunotpancdepassl (ACT)), yBenuueHue
akTUBHOCTH 1enouHo pocdaraszel (ILID) u ramma-rnyramuntpancdepassl (ITT).

Heuacmo: noBelllIeHNE KOHIIEHTpAIMKU OMIMpyOrHa B KPOBH.

Yacmoma neuzsecmmua: TsHKENas MEeYEHOUYHAs] HEJOCTATOYHOCTb, BKIIHOYAs CIydau pa3BUTHUS
OCTPOH MEYEHOYHON HENOCTATOYHOCTH, HWHOIZA C JIETaIbHBIM HCXOJIOM, OCOOEHHO Yy
NAlMEeHTOB C TSDKEJIBIM OCHOBHBIM 3a00JieBaHMEM (HampuMep, y MalUeHTOB C CENCHCOM),
TeTaTuT, KenTyXa.

Hapywenus co cmopoHbl Kodcu u NOOKONMCHBIX MKAHel

Heuacmo: ceinib, 3y/1, KpalMBHULIA, TUTIEPTUIPO3.

Peoro: dukcupoBaHHAs JICKApCTBEHHAS ChHIIb, JIGKAPCTBEHHAS PEAKIUS C YO3UHO(IINEH H
cucremHoi cumnromarukoit (DRESS-cunapom) (cMm. pasaen 4.4.).

Yacmoma wHeuzéecmHa: TOKCHYECKHH SIHUACPMalbHBIM HeKponu3, cuHApoMm CTHBEHca-
JI>koHCOHA, JKCCynaTHBHas MyJIbTU(GOpPMHAs spuTeMa, peakuud (OTOUYBCTBHTEIHLHOCTU
(TIOBBIIIEHHOW YYBCTBHTEIBHOCTH K COJHEYHOMY U YIBTPadUOIICTOBOMY H3IIYICHHIO)
(cM. pazzen 4.4.), TeHKOIUTOKIACTUIECKII BaCKYJIUT, CTOMATHUT.

Peakimu co CTOPOHBI KOKH M CITU3UCTBIX 000JI0YEK MOTYT WHOTJAa Pa3BHBAThCS JaKe MOCTIe
BBEJICHUS TIEPBOH JI03bI Mpenapara.

Hapywenus co cmoponbl MblueuHot, cKkeemHol U cOeOUHUMeNbHou mxkanu ™

Heuacmo: apTpanrus, MUaNrus.

Peoko: mopaxeHue CyXOXKHIWHA, BKJIIOYas TEHAWHHUT (HAapUMeEp, aXxWUIoBa CYXOXKHIIHUS),
MBIIIIEYHast c7a00CTh, KOTOpas MOXET OBITh OCOOEHHO OfacHa Yy TAlHueHTOB C
NICeBIOMApATUTHUECKOW MUuacTeHuei (myasthenia gravis) (cm. pasaen 4.4.).

Yacmoma Heusgecmua: paOAOMHONN3, pPa3pbIB CYXOXHIUS (HampuMmep, axmuioBa
CYXOXKHIIHUS). DTOT MOOOYHBIN APPeKT MoXKeT HalmonaThCsl B TeueHue 48 4 mocie Havyaiia
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JICYCHUSI U MOXKET OBITh ABYCTOPOHHHM (CM. pa3iel 4'@%%3% 'ﬁlﬁ)@,tbla';fjb-[}z_" 1\71151'1'11:&

apTpHT.

Hapywenus co cmopoHbl nouexk u Mouegble00suyux nymeil

Heuacmo: noBbIllICHUE KOHIICHTPALMU KPEATHHUHA B CBIBOPOTKE KPOBH.

Peoko: ocrpas mOYe4YHas  HEJOCTATOYHOCTh  (HAIpUMEp, BCJIEACTBHE  Pa3BUTHS
WHTEPCTUIIUATBHOTO HEPPHUTA).

Obwue Hapyuienus: u peaxkyuu 8 mecme 68e0eHus™

Yacmo: peakius B Mecte BBe/leHUs (00JI€3HEHHOCTh, TUTIEPEMUS KOXKH).
Heuacmo: actenus.

Peoko: mupekcus (MOBBIIICHUE TEMITEpaTyphl TEJIa).

Yacmoma neuzéecmua: 601b (BKI0Yask 60JIb B CIIMHE, TPYAU, KOHEYHOCTSX ).

pyaue 803modicHble Hedwceramenvrvle dhdhexmol, OMHOCAUWUECH KO 8CeM (hMOPXUHOLOHAM
OuyeHb pedxo: MPUCTYIIBI MOPPUPUHN Y TTAITUEHTOB € TOphUPHEH.

* B o4eHb penKuX Clydasix Ipy MPUMEHEHUH XHHOJOHOB M ()TOPXMHOJIOHOB, HHOT/Ia HE3aBUCHMO OT
HCXOJHO MMEKOIIUXCS (DAKTOPOB PUCKA, OBUIM 3apeTUCTPUPOBAHBI JJIUTEIBHO COXpaHsIoImmecs (110
HECKOJIBKMX MECSIEB WM JIeT), MHBAIUIU3UPYIOMINE W TOTCHIHAIFHO HEOOpaTHMbIE Cephe3HbIC
NoOOYHBIE PEaKIMU Ha Mpernapar, 3aTpardBaiollie HECKOJIbKO, a WHOTJa M MHOMKECTBO, KIIACCOB
CHCTEM OpPraHOB W OPraHoOB YYBCTB (BKJIIOUYas TaKWe PEaKIMW, KaK TCHIWHHT, Pa3phbiB CYXOKHIIHSL,
apTpanrusi, 60b B KOHEYHOCTSIX, HapylIeHHE IMOXOJKH, HEWPOIIaTHH, CBA3aHHBIC C MAapeCTE3HIMHU,
JIeTIpeccHsi, OBBIIICHHAsT YTOMJISIEMOCTh, HapyIICHUE TTaMSITH, HAapyIICHHUs CHA, A TakKe HAPyIICHUS
Ccllyxa, 3peHus1, BKyca 1 000HsHUs) (cM. pazaen 4.4.).

** Y nmanueHToB, IPUHUMAIOIINX (DTOPXUHONOHBI, OB OTMEUYCHBI CIy4au Pa3BUTHs aHEBPU3MBI H
pacclloeHHsl a0PThI, HHOT/A OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHCIIE C JIETAJIBHBIM HCXO/I0M), a TaK¥Ke
perypruTtamnui/HeIoCTaTOYHOCTH JTF000ro Kianana cepaia (cMm. pasaern 4.4.).

Coo01eHue o0 Mo03peBaeMbIX HeXKeJIaATeJIbHBIX PeaKIusix

BaxxHo coo0marh 0 TOM03pEBAaeMbIX HEXKENATEeIbHBIX PEaKIHSIX TMOCIEe PEerucTparuu
JICKapCTBEHHOTO TIperapara ¢ I[eldbl0  O0CCIeUeHUsT HEMPEPHIBHOTO MOHUTOPHHTA
COOTHOIIEHUS «II0JIb3a — PHUCK» JEKaPCTBEHHOTrO Mpemnaparta. MeauluHCKUM paboTHHKAM
peKOMeHayeTCsl  coo0marh O JIFOOBIX  IMOJ03PEBACMBIX  HEKENATENBHBIX  PEAKIIHSIX
JICKapCTBEHHOTO Tperapara 4yepe3 HallMOHAIBbHBIE CHCTEMBI COOOIICHHS O HeKeIaTeNbHBIX
peaKIUsX TOCYIapCTB - WieHOB EBpa3nuiickoro 3KOHOMHUYIECKOTO COr03a.

Poccniickas @enepanus

DdenepanbHas city:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHUs
Anpec: 109074, r. MockBa, CrnaBstHCKas II0IIaab, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Anpec B unTepHere: https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMIITOMBI

Hcxonst 3 pe3yabTaToB TOKCHUKOJIOTHYECKHUX HCCIEAOBAHUN HA KMBOTHBIX, BOKHEUIIINMHU
OKHJAeMBIMH CUMITOMaMHU OCTPOM Tepeno3upoBKU mpernapara JleBodrokcanuH SBISIOTCS
CHUMIITOMBI CO CTOPOHBI IEHTPATHHOM HEPBHOW CHUCTEMBI (HapyIICHUS CO3HAHWS, BKIIOUYAS
CIIYTaHHOCTb CO3HAHUS, TOJIOBOKPYKEHUS U CYI0POTH).

[Ipu moCTperucTpalMOHHOM TPUMEHEHUU TMpernapara MpU Mepeo3uPOBKE HAOIIOIAIHNCH
3¢ (hEeKThl CO CTOPOHBI IIEHTPAIBHONH HEPBHOW CHUCTEMBI, BKIIIOYAs CIIYTAHHOCTh CO3HAHUS,
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CyZlOpOTH, TAJUTIOLIUHALIMYA U TPEMOP.

B03MOXXHO pa3BUTHE TOIIHOTHI M 3PO3UU CIM3UCTON OOOJOYKH >KEITyT0YHO-KHUIIECYHOTO
TpaKTa. B KJII/IHI/IKO-q)apMaKOJIOI‘I/I‘-IeCKI/IX HUCCIICAOBAHUAX, IMPOBCACHHBIX J03aMH
7AeBOQIIOKCAIIHA, TPEBHILAIOIIAMHA  TEPANeBTUYECKHE, OBUIO IOKAa3aHO  YAJIMHEHUE
untepsana QT.

Jleuenne

B cnywyae mepeno3upoBku TpeOyeTcsl TIIATEIbHOE HAOJIOJEHHE 3a MAIMEHTOM, BKIIIOYas
MOHHTOPHPOBAHKE 3JIEKTpoKapauorpaMmel. Jleuenue cumnromarudeckoe. JleBoduokcanuu
HE BBIBOJUTCA IIOCPEJICTBOM JHaiu3a (TeMoJuann3a, TEPUTOHEATBLHOTO JHau3a |
MOCTOSTHHOTO aMOyJIaTOPHOTO MEPUTOHEATbHOTO nauanu3a). Crenuduueckoro aHTHAOTA HE
CYIIIECTBYET.

5. DAPMAKOJIOTHTYECKUE CBOMCTBA
5.1. @apmakoauHaMHUYecKHe CBOiicTBA

CDapMaKOTCpaHeBTI/I‘leCKaFI rpynia: aHTI/I6aKTepI/IaJ'IbHBIe cpeacrBa CUCTCMHOIO ﬂeﬁCTBHH;
IMPONU3BOJHBIC XWHOJIOHA, (bTOpXI/IHOJIOHI)I.

Kon ATX: JOIMA12

Mexanusm jiefictBus u GpapmakoauHamMudeckre 3 GeKThl

JleBoGiOKCanH - CHUHTETUYECKUN aHTHOAKTEpHAIbHBIM Mpernapar MIHPOKOTO CIIEKTpa
JecTBUs U3 Ipymiibl (TOPXUHOJIOHOB, COJEPIKALIMN B KauecTBE JEHCTBYIOILEro BELIECTBA
NeBO(IIOKCAIIUH - JICBOBPAIIAIOIINIA U30Mep OIIOKCAIIMHA.

Jleopnokcarun  Onokupyer  JAHK-rupazy u  Ttomomsomepasy IV,  Hapymaer
cynepcnupanu3anuio U cmuBky paspeiBoB JIHK, warubupyer cuntes JIHK, Bb3biBaer
riyookue Mopdonornyeckrue M3MEHEHHUsl B IIUTOIUIa3Me, KJIETOYHOW CTeHKe M MeMOpaHax
MUKPOOHBIX KJIETOK.

JleBo(1OKCAIIMH aKTUBEH B OTHOIIEHWH OOJBIIMHCTBA IITAMMOB MHUKPOOPTaHH3MOB, KaK B
yCIOBHSX IN Vitro, Tak u in Vivo.

YyscmeumenvHvie mukpoopeanuzmsl (MIIK < 2 me/n; 30na uneubuposanus > 17 mm):

- a’poOHBIe TpaMIOJIOKUTENbHBIe MUKpoopranm3msel: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (6 m.u. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(1)
[koacynasonecamusnvie,  memuyuirun-uyecmeumenvHble/-yMePeHHo  yyecmeumenvbHole],
Staphylococcus  aureus  methi-S,  (memuyuniun-uyscmeumenvuoie),  Staphylococcus
epidermidis  methi-S  (memuyunnun-uyscmeumenvnoie),  Staphylococcus — spp.  CNS
(koazynazonecamusHule), Streptococci epynnvt C u G, Streptococcus agalactiae,
Streptococcus  pneumoniae peni  I/SIR  (nenuyunnun-ymepenno  uyscmeumenvHole/-
yyecmeumenvbHule/-pesucmenmuule), Streptococcus pyogenes, Viridans streptococci peni-S/R
(nenuyuniun-uyscmeumenvhvle/-pesucmenmuuie);

- a3poOHBIe TpaMOTpHIIATENIbHBIE MUKpoopranu3Mel: Acinetobacter spp. (s m.u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella
corrodens, Enterobacter aerogenes, Enterobacter spp. (¢ m.u. Enterobacter cloacae),
Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-
SIR  (amnuyuniun-yyecmeumenvuviel-pesucmenmnovie),  Haemophilus  parainfluenzae,
Helicobacter pylori, Klebsiella oxytoca, Klebsiella spp. (¢ m.u. Klebsiella pneumoniae,
Klebsiella oxytoca), Moraxella catarrhalis p+/f- (npooyyupyrowue u nenpooyyupyowue
bema-naxkmamaswer), Morganella morganii, Neisseria gonorrhoeae non PPNG/PPNG
(renpooyyupyiowue u npooyyupyrowue nenuyuriunaszy), Neisseria meningitidis, Pasteurella
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spp.(¢6 m.u. Pasteurella multocida, Pasteurglla dadrﬂatis-lw'_D;ste'ﬂ'r*e-z_lf-a_tcéni’s)—:Pfoiéus

mirabilis, Proteus vulgaris, Providencia spp. (¢ m.u. Providencia rettgeri, Providencia
stuartii), Pseudomonas spp.(¢ m.u. Pseudomonas aeruginosa [cocnumanvhvlie ungpexyuu,
svizeannble Pseudomonas aeruginosa, mozym nompebosams KOMOUHUPOBAHHO20 NeueHUsl)),
Salmonella spp., Serratia spp.(s m.u. Serratia marcescens);

- ana’poOHble MuKpoopranusMmel. Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella
Spp.;

- npyrue mukpoopranu3mel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp.(¢ m.u
Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno wyecmeumenvuvie muxpoopearnuzmot (MIIK=4 me/n; 3ona uneubuposanus 16 -
14 mm):

- a’poOHBIC TIPaMIIOJIOKUTENbHBIE MHKpoopranusmbl: Corynebacterium urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(Memuyunnun-pesucmenmuoie),  Staphylococcus  haemolyticus  methi-R  (memuyunnun-
pe3ucmenmuvie);

- a’poOHBIe rpaMoTpULaTelIbHbIe MUKpoopranu3mbl: Campylobacter jejuni, Campylobacter
coli;

- aHadpoOHbBIe MUKpoopranu3mbl: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k neeogroxcayuny mukpoopeanusmol (MIIK > 8 me/n; 30na uneubuposanus
<13 mm):

- a’poOHBbIC TPAMITOJIOKUTEIbHBIE MHKpoopranu3mbel: Staphylococcus aureus methi-R,
(MemuyunIuH-pe3ucmenmHule), Staphylococcus coagulase-negative methi-R
(koazynazonecamuenvle memuyuiiun-pesucmenmusie), Corynebacterium jeikeium;

- a3poOHbIe TpaMoTpHIlaTeIbHbIe MUKpoopranu3mbl: Alcaligenes xylosoxidans;

- aHadpOOHBIE MUKpOOpraHu3Mbl: Bacteroides thetaiotaomicron;

- Ipyrue MuKpoopranusmel: Mycobacterium avium.

Pezucmenmuocmo

PesuctentHOCTh K JI€BOGUIOKCALIMHY pa3BUBAE€TCsl B peE3ysbTaTe MO3TAIHOro Ipoliecca
MyTaluii TeHoB, Koaupyoomux ode Tononzomepassl tuna II: JIHK-rupasy u tronomnszomepasy
IV. Ipyrue MexaHu3Mbl p€3UCTEHTHOCTH, TAKHE KaK MEXaHU3M BJIMSIHUS HAa IEHETPALlMOHHbBIE
Oapbepbl MHUKpOOHOW KIETKHM (MeXaHW3M, XapakTepHbIi mas Pseudomonas aeruginosa) u
MexaHu3M 3¢ dirokca (aKTUBHOTO BBIBEJACHHS TPOTUBOMUKPOOHOTO CPEACTBA U3 MUKPOOHOMN
KJIETKM), MOTYT TaKK€  yMEHbIIaTh  YyBCTBUTEIBHOCTb  MHUKPOOPIaHHU3MOB K
neBO(hIOKCAIIUHY.

B cBs13u ¢ 0ocoOeHHOCTSIMM MeXaHU3Ma JelcTBUS JIeBo(IIoKcalnHa 0ObIYHO He HalIro1aeTcs
MEePEKPECTHON PE3UCTEHTHOCTU MEXKIY JIEBO(IIOKCALIMHOM U IPYTHMMHU MPOTUBOMUKPOOHBIMU
CpEICTBaMHU.

Kinandgeckas 3¢ heKTUBHOCTh U 0€30acHOCTh

Knunuueckass s¢dexktuBHOCT, (3 (HEKTUBHOCT, B KIMHUYECKMX MCCIEAOBAHUAX IPHU
JedeHrnr UHPEKINN, BBI3bIBAEMBIX MTEPEUNCICHHBIMHI HIKE MUKPOOPTaHU3MaMH ):

- a’poOHBIE TPaMITOIOKHUTEIBHBIE MUKpooprann3Mel: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

- a’poOHBIC TpamoTpHIaTenbHbie Mukpoopranmsmbl: Citrobacter freundii, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens;
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- apyrue: Chlamydia pneumoniae; Legionella pneumopHils MJEaB}aEm:IEE&Mmh.Ee' 0002)

5.2. @apmMaKkoKHHeTHYeCKHUe CBOHCTBA

AOGcopouus
[Tocne BHyTpuBeHHOU 60-MHHYTHON WH(DY3MM JeBodmokcanuHa B 03¢ 500 Mr 310pOBBIM

JT00pOBOIBIIAM MaKCUMaJbHas Ma3MeHHass KOHIEHTpanus Cpax B IJ1a3Me KPOBU COCTABIISIIA
B cpeaHeM 6,2 MKI/MJI.

dapmMakoKHHETHKA JIeBO(IOKCcAallMHA ABISETCS JIMHEHHON B JuamazoHe a03 oT 50 mr mo
1000 mr. Ilpu BBemenmu 500 mr nmeBodiokcanmHa | wim 2 paza B CyTKH, paBHOBECHas
KOHLEHTpalus B IUIa3Me KPOBU JOCTUTAaETCs B TeueHue 48 4acos.

Ha 10-# nens BHyTpUBEHHOTO BBeAeHHS JeBo(okcanuua B 103¢ S00 Mr 1 pa3 B cyTku Cmax
neBoduiokcanmHa  coctaBisia  6,4+0,8  MKr/mu, a  MUHUManbHAasS ~— KOHICHTpAIUs
neBodIokcaniHa (KOHIIGHTpAIUs Mepe] BBEICHUEM OYepeIHOM 103bI) B M1a3zMe KpoBH Cin
cocrabisuia 0,6+0,2 MKr/miI.

Ha 10-i1 nenb BHyTpUBEHHOTO BBeAeHUs mnpemnaparta B 03¢ 500 mr 2 pa3a B CyTKM Cmax
neBoduiokcanuHa coctaisuia 7,9+1,1 mxr/mi, a Cpin coctaBsiia 2,3+0,5 MKr/miL.

Pacnpenenenue

Cas3piBanne ¢ Oenkamu Iuta3mbl KpoBu cocrtaBisieT 30 - 40 %. O6wveM pacnpenencHUs
aeBogiokcanHa coctapisier B cpeaHeM 100 51 mocie OJHOKPAaTHOTO M MHOTOKPATHOTO
BHYTpUBEHHOro BBegeHMs 500 Mr, 4YTo yKa3plBaeT Ha XOpollee NPOHUKHOBEHHE
(meneTpanwio) JeBo¢IIOKCAIITHA B OPTaHbl M TKAHW OpPraHU3Ma YellOBeKa.

IIponuknosenue 6 ciuzucmyio 000JI0YKY OPOHX08, HCUOKOCMb INUMENUANLHOU BbICHUIKU,
anb6eoIApHble MaKpOpazu.

JleBo(iIOKCAalIMH XOpOLIO TPOHUKAET B CIM3UCTYIO OO0OJOYKY OpOHXOB, KHMIKOCTb
AIUTENUAIbHON BBICTUIIKY, albBeossipHble Makpodaru. Kosdduumentsr nenerpanuu B
CJIM3UCTYI0 000JI0UYKY OPOHXOB M KHMJIKOCTb SMUTEIHATBLHON BBICTUIKU, IO CPaBHEHUIO C
KOHIIEHTpaIMe B ma3Me KpoBu, coctanistor 1,1-1,8 u 0,8-3,0 cooTBeTCTBEHHO.
IIponuxnosenue 6 1e20uny10 MmKamb

JleBoiokcanuH XOpOLIO MPOHUKAET B JIETOUYHYIO TKaHb ¢ Ko3dduunentamu neHerpanuu 2,0
- 5,0 10 cpaBHEHMIO C KOHLIEHTPALMEN B IUIa3M€E KPOBH.

IIponuxnosenue 6 anvb8eonsAPHYIO HCUOKOCHb

JleBo(iIOKCAalIMH XOPOIIO IPOHUKAET B aJIbBEOJSPHYIO KHMJIKOCTh C KOA(PPHUIMEHTOM
neHetpauuu 1,0 Mo CpaBHEHHMIO C KOHIEHTpauusMu B Iuia3Me KpoBu. [Ipu BBeneHuun
aeBogaokcanHa B f1o3e 500 mr 1 nim 2 pa3a B CyTKH B TeueHHE 3-X JAHEH MaKCHUMaJbHbIE
KOHIIGHTpAIlMK JICBOQUIOKCAIIMHA B aJbBEOJSIPHOM JKUIKOCTH JOCTUTAIHCH uepe3 2 - 4 9
nocJse BBeJieHNs U cocTaBisuin 4,0 1 6,7 MKI/MII, COOTBETCTBEHHO.

IIponuxnosenue 6 KOCMHYI0 MKAHb

JleBo(iOKCaIH XOPOIIO MPOHUKAET B KOPTUKAJIbHYIO U T'yO4YaTyr0 KOCTHYIO TKaHb, KaK B
MPOKCUMAJbHBIX, TaK W B JAMCTaJbHBIX OTHENaX OeJApeHHOW KocTH ¢ Kod(dduimreHTom
NeHeTpanuu (KOCTHas TKaHb/mia3Ma kposu) 0,1-3,0.

IIponuknosenue 6 CHUHHOMO3208Y10 JHCUOKOCHb

JleBo(1OKCaIMH MI0X0 MPOHUKAET B CTUHHOMO3TOBYIO YKHUIKOCTb.

IIponuknosenue 6 mkaHv NPeoCmamenbHOU Jcene3vl

JleBo(iiOKCalIMH  XOpOLIO MpPOHMKAeT B TKaHb NpPEICTAaTeNIbHOW Kene3bl (cpeaHee
COOTHOIIIEHUE KOHIIEHTPAINH MpeIcTaTeIbHas Keye3a/aa3Ma KpOBH COCTaBisiio 1,84).
Konyenmpayuu 6 moue

B Moue co3maioTcs BBICOKME KOHLEHTpAalMW JIeBO(JIOKCAllMHA, B HECKOJBKO pa3
NPEBBIIAIOIINE KOHIIEHTPAIMH JeBO(IOKCAIIMHA B TIa3Me KPOBHU.

16



COOTBETCTEYET 3KI
o1 04_10.2023 057
BuoTrpanchopmarus (MOCNEQOQBATENEHOCTE 0002)

JleBodiokcanuH B He3HAYUTENbHOM creneHu (5 % OoT mpUHSTON 103bI) METa0OIU3UPYETCS C
o0pa3oBaHUeM JUMETHILICBO(IOKCAIMHA U JIeBO(IOKcauH N-OKCHAA, KOTOPhIE BBIBOASTCS
noukamu. JleBookcanuH SBIISIETCS CTEPEOXMMUYECKH CTAaOWIBHBIM M HE MOJBEPracTcs
XUPaJIbHBIM IIPEBPALLCHUSAM.

DIMMHUHALIUA
[Tociie BHYTPUBEHHOTO BBEACHHS JICBO(IIOKCAIIMH OTHOCHUTEIBLHO MEJICHHO BBIBOJUTCS W3

ia3mMbl KpoBH (niepuoa nonyBbiBeneHus [Tip] - 6 - 8 4.), mperMyIecTBEHHO, Yepe3 MOYKU
(Oonee 85 % mpunsTor m03b1). OOmMI KIMpPEHC JeBOQIIOKCAMHA TOCHE OAHOKPATHOTO
BBeneHud 500 mr cocraBirsut 175+29,2 min/MuH.

OTcyTcTBUE CYUIECTBEHHBIX pa3ivuuii B (apMaKOKHMHETHKE JeBO(IIOKCAIMHA IPU €ro
BHYTPUBEHHOM BBEJICHUH U MPHEME BHYTPHh MOJTBEPKIACT TOT (PAKT, 9TO MpHUEM BHYTPh U
BHYTPUBEHHBIN MyTh BBEACHUS SBIIAIOTCS B3aUMO3aMEHSIEMbIMHU.

DapMaKOKMHETHKA Y OTAEIbHBIX TPYIIN NAIUEHTOB

dapMaKOKHHETHKA JICBOQIIOKCAIIMHA Y MY)KUMH H KSHIIUH HE Pa3InIacTCs.
DapMaKOKMHETHKA y MAIIMEHTOB MMOXHUIOT0 BO3pAcTa HE OTIMYAETCA OT TAKOBOH Y MOJIOJBIX
MAIMEHTOB, 3a HUCKIIOYCHHEM pa3luduii (apMaKOKHMHETHKH, CBS3aHHBIX C H3MEHCHHEM
knupeHca kpeatuauHa (KK).

[Tpu moYedHO# HETOCTATOYHOCTH (hapMaKOKWHETHKA JieBo(dokcaHa u3meHsercs. [1o mepe
yXyAmeHus: GYHKIUU OYEK BHIBEACHHUE Yepe3 MOYKU U MOYCUYHBIN KIMPEHC YMEHBIIAIOTCS, a
T1/ yBETUUUBAETCA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellIeCTB
Hatpus xnopun

X0pUCTOBOAOPOIHAS KUCIIOTA pacTBop 2 M
Bona g nabeknui

6.2. HecoBMecTHMOCTD

PactBop mpenapara JleBodiokcaniH HeENb3sl CMENIMBATL C TEMAPUHOM WM PAcTBOPAMH,
MUMEIOIITIMH MIETOYHYIO PEaKIUIo (HampuMmep, ¢ pacTBOpOM OnMkapOOHaTa HATpus).

JlaHHBIN JIEKapCTBEHHBIA Ipenapar He ClIeAyeT CMENIMBaTh C APYTMMH JIEKapCTBEHHBIMU
npenapaTami, 3a UCKIIOYEHHEM YIIOMSHYTBIX B paszede 6.6.

6.3. CpoK roaHocTH (CPOK XpaHeHus )

HesckpriTas OyThblIKa

4 roga.

ITocne nepBoro BCKPBITHS

[Tocne u3BnedyeHus: OYTHUIKM M3 KapTOHHOM Mauyky WHQY3HMOHHBIH pacTBOP MPU KOMHATHOM
OCBEILIEHUU MOXKET XpaHUTbCs 0€3 CBETO3allIUThI He OoJjiee 3 nHeit!

Jns mpenoTBparieHuss OaKkTepUalbHOM KOHTaMUHAIIMK PacTBOp Uil HH(QY3uil criexyer
UCIIOJIb30BaTh HEMEJICHHO (B T€YEHHE 3 4acoB) IMOCJE MPOKAJIbIBAHUS PE3UHOBOU MPOOKHU
OyTBUIKH. 3allIUTHI paCTBOPA OT CBETA IIPU NPOBEIEHUH HH(Y3HH HE TpedyeTcs.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

B 3amuiieHHOM OT cBeTa MecTe npH Temrieparype He Baiie 25 °C.

6.5. XapakTep u coaep:KaHHe MEPBUYHOI YIAKOBKH

[To 100 mMn B OYTBUIKM CTEKJISSHHBIC ISl KPOBH, TPaHCPY3MOHHBIX M WH(OY3MOHHBIX

npemnapaToB BMecTUMOCTBhIO 100 Myl mnu OyTBHUIKM CTEKJISIHHBIC sl (hapMaleBTHUECKUX U
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1 00aThle aTFOMUHHUEBBIMU KOJITTAYKaMHU.

Ha OyTbUTKM HaKJIEWBAIOT 3TUKETKU OyMaXKHBIE MITH CAMOKJICSIIINECS!.

ByTbUIKY BMecTe ¢ MHCTPYKIMEH 110 IPUMEHEHHUIO MOMEIIAIOT B AaUKy U3 KapTOHA.

Jlns cranoHapos:

- 35 Oyreuiok mo 100 My BMecTe€ C paBHBIM KOJWYECTBOM HHCTPYKIHMHA MO MPUMEHEHHUIO
MOMEMIAIOT B SIIMKH U3 TO(QpPUPOBAHHOTO KapTOHA C MPOKJIAIKaMH, C MEPErOpOAKaMH HIIN
pelieTkaMu («rHe3gamuy) 06e3 npeaBapuTeIbHON YKIAIKU B TAUKH.

- or 1 mo 35 Oyrbutok mo 100 My BMecTe C paBHBIM KOJMYECTBOM HHCTPYKLUH I10
NPUMEHEHHUIO TMOMENIAl0T B SALUIMKU M3 TO(QPUPOBAHHOTO KapTOHA C MPOKIAJAKaAMHU, C
NEePeropoIKaMy WM pelIeTKaMu («rHe3gaMuy») 0e3 MpeiBapuTeIbHON YKIAIKU B ITAYKH.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUUTOKEHHHM WCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTXOI0B, [MOJYYEHHbIX TMOcCJe NPUMEHEeHUs:
JIEKAapPCTBEHHOI'0 Npenapara v Apyrue MaHUILyJIsIUH C PenapaToMm.

[Tpenapat JleBodokcaH COBMECTHM CO clenyromuMu nHpy3noHHsiMu pactBopamu: 0,9 %
pactBop HaTpus xJyopunaa, 5 % pacTBop AEKCTpo3bl, 2,5 % pactBop Punrepa ¢ mexkcrpos3om,
KOMOMHHMPOBAHHBIE PACTBOPHI ISl MAPEHTEPAIbHOTO MUTaHHUS (aMHUHOKHUCIIOTHI, YIIIEBODI,
AIIEKTPOJIUTHI).

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®denepanus,
AO «/IAJIbBXUMDAPM»,

680001, XabapoBckuii kpait, T. XabapoBck, yi. TamkenTckas, 1. 22
ten/dakc (4212) 53-91-86

e-mail: info@dhph.ru

7.1. IlpeacraBuTe/b AeprKaTeJIsl periCTPALMOHHOIO YI0CTOBEPEHHUS
[IpereH3uu noTpedUTeNeH HANPaBAATh 110 a/IPECY:

Poccuiickas Penepanus,

AO «JAJIBXUMDAPM»,

680001, XabapoBckuii kpaid, r. XabapoBck, yi. TamkeHTckas, 1. 22
tex/akc (4212) 53-91-86

e-mail: info@dhph.ru

8. HOMEP PETUCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHUA PETUCTPAILIUU,
HEPEPEI'NCTPALINN)

10. IATA IEPECMOTPA TEKCTA

OOmiass xapakTepHCTHKa JIEKapCTBEHHOro Tpemnapara JIeBoQuoKkcaliH IOCTynHa Ha
uH(pOpMAIIMOHHOM TOpTajie EBpa3uiickoro 3KOHOMHYECKOrO CO3a B HH()OPMAIMOHHO-
KOMMYHUKAIIMOHHOM cetn «/HTepHeT» http://eec.eaeunion.org/.
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