COOTBETCTBYET 3KCTIEPTHOMY OTUETY

ot 08.02.2024 N= 2397

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Xaitnedioke, 250 mMr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JI0YKOM
Xaitnedioke, 500 mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

Xaiineduoke, 750 Mr, TaGIETKH, MOKPHITHIC THICHOYHONH 000JI0UKON

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByto111€€ BEIIECTBO : JIEBO(IIOKCAITH

Xaitnednokce, 250 Mr, TabneTKH, NOKPHITHIE IJIEHOYHOU 000JI0UYKOM

Kaxnas Tabnerka coiepxut jeBoduiokcanaa remuruapat 256,25 mr (sxBuBaneHt 250 mr
J€BO(IIOKCAIIUHA).

Xaitnednoke, 500 Mr, TabiIeTKH, DOKPHITHIE IJIEHOYHOW 000JI0UYKOMI

Kaxnas Tabnetka comepxut JjeBoduiokcanuna remuruapar 512,50 mr (3xBuBanent 500 mr
JEBO(IIOKCAIIHA).

Xaitnednoke, 750 Mr, TabiIeTKH, DOKPHITHIE IJIEHOYHONW 000JI0UYKOMI

Kaxnas Tabnerka comep:kutr jeBoduiokcanuua remuruapar 768,70 mr (sxBuBament 750 mr
JEBO(IIOKCAIIHA).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHOU 000TOUKOM.

Xaitnedbnokce, 250 Mr, TabneTKU, NOKPHITHIE IUIEHOYHOU 000JI0UKOM

prrJ'IBIe ABOSKOBBIITYKJIBIC Ta6HeTKI/I, IMOKPBITLIC IIJICHOYHOH 000JI0YKOM OT CBCTJIO-OPAaHIKEBOI'O
A0 OPaHXKEBOI'0 IIBETA. Ha uznome AApPO OT 0€JI0Tr0 C KENTOBAThIM OTTCHKOM J0 KCJITOro 0BCTa.

Xaitnednokce, 500 mr, 750 mr, TabaeTKU, TOKPBITLIE [IJIEHOYHOU 000JI0UKOM

OBasbHBIE JBOSIKOBBINYKJIbIE TaOJIETKU, MOKPHIThIE IUICHOYHOW O0O0O0JIOUKOW OT CBETJIO-
OpaHKEBOTr'0 J0 OPAHXEBOIO I[BETa, C PUCKOI Ha OJHOM cropoHe. Ha u3nome sapo ot 6emoro ¢

JKCITOBAThIM OTTCHKOM 0 JKCJITOI'O IIBETA.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloxka3zaHusi K NPUMeEHEHHIO

[Tpenapat Xaiinedaokc nmokazaH K IPUMEHEHHUIO Y B3POCIIBIX MAIIMEHTOB 10 MOKA3aHHUIM:
JICUCHUEC I/IH(beKIII/IOHHO-BOCHaJ'H/ITeJ'IBHI)IX 3360J’I€B3HI/II71, BbI3BAHHBIX YYBCTBUTCIIBHBIMU K

1eBO(DIOKCAMHY MUKPOOPTaHU3MaMH:
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- BHEOOJIbHUYHAS ITHEBMOHUA,

- TOCIIUTaJIbHAS THEBMOHHUS;
- OCJIOKHEHHBIE MH(PEKIINH MOUEBBIBOASIIUX MyTEH U MUeTOHePHT;

- XpOHUYECKHUH OaKTepHalbHBIN POCTATUT;

- HH(QEKIUH KOXKHBIX OKPOBOB U MSTKUX TKaHEH;

- JUI1 KOMILIEKCHOTO JICYEHUSI JIEKAPCTBEHHO-YCTOMUUBBIX (POpM TyOepKyIesa;

- IpoUIIaKTUKA U JICYEHHE CHOUPCKOMN S3BbI IPH BO3AYLTHO-KANIEIbHOM ITyTH 3apakKeHUS;

JUis  sedeHus cleAyromMX HH()EKIHOHHO-BOCHAIUTENbHBIX 3a00J€BaHUN J1€BO(IOKCAIUH
MOXET IPUMEHAThCS TOJNBKO B KAauyecTBE aJbTEPHATUBBl JPYTUM MPOTHUBOMHKPOOHBIM
npenapaTam:

- OCTPBIH CHHYCHT;

- 000CTpeHrEe XPOHUYECKOr0 OPOHXUTA;

- HEOCJIO)KHEHHBIN IIUCTUT.

[Tpu nmpumeHeHnn npenapara XauaedaoKkc CIenyroT YIUTHIBaTh OQHUIMAIbHBIC HAIMOHAIBHbIC
PEKOMEHAAMK TI0 HaJUIeXKalmeMy NPUMEHEHHI0O aHTHOAKTEepHUalIbHBIX CpEICTB, a TaKXKe
4yBCTBHUTEIBHOCTh TATOTCHHBIX MUKPOOPI'aHM3MOB B KOHKPETHOM cTpane (cM. pasnen 4.4.).

4.2. Pe:xuM 103UPOBAHMSI H CIIOCOD MPUMEHEHUsI

YuuteiBasg TO, YTO OMOJOCTYITHOCTH JieBO(IIOKCAlMHA TIPH TpUEMe Mpenapara Xainedokce B
tabnerkax paBHa 99-100 %, B ciryuae mepeBoja MayenTa ¢ BHyTPUBEHHON MH(Y3UU TpenapaTa
neBo(IOKCallMHA Ha MpUeM TalJIEeTOK CleqyeT IMpoAoJDKaTh JIEYEeHHE B TOM ke J03€, KOTopas
IpUMEHSIIach NPU BHYTPpUBEHHON MH(DY3uH (cM. pa3zaen 5.2).

PexxuM 103upoBaHusd

Tabnetku neBoduokcanuna 250 mr, 500 mr win 750 Mr npuHUMAIOT BHYTPb OJMH WK JBa pa3a
B CYTKH.

PexxuM 103MpOBaHUS OIpENeNseTcsl XapakTepoM U TSDKECTbI0 HMH(EKIMH, a Takke
YYBCTBUTEJIBHOCTHIO IIPEANOIaraeMoro Bo30yaurens. IIpogomkuTeabHOCTD IeUeHNs BapbUpPYET
B 3aBHCHMOCTH OT T€UeHUs 3a00JIeBaHuUs.

PekoMeHayeMBbIil pPEXUM J1O3UPOBAHMS U IMPOJOJDKUTEIBHOCTh JIEUEHUS Y IALUEHTOB C
HopManbHOU (yHKIMeH movyek (KK >50 mn/muH)

Ocnooicnennvie uHgexkyuu mouesvigooawux nymetl: o 2 tadbnerku 250 Mr 1 pa3 B CyTKH WIH 110
1 Tabnetke 500 mr 1 pa3 B cyTku (coorBeTcTBeHHO 10 S00 Mr sieBoduiokcaria) — 7-14 aHei; mo
1 Tabnerke 750 mr 1 pa3 B cyTku (COOTBETCTBEHHO 10 750 MT eBodIiokcanuHa) — 5 THEi.
Tuenonegppum: no 2 tabnerku 250 mr 1 pa3 B cytku wim no 1 tabnerke 500 mr 1 pas B cyTku
(cootBercTBeHHO 110 S00 Mr neBodokcanuua) — 7-10 gaeit; mo 1 Tadbnerke 750 mr 1 pa3 B cyTku

(cootBercTBEeHHO 1O 750 Mr nieBodIoKcalnHa) — 5 THEH.
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Xponuueckuil bakmepuanvuwiil npocmamum: 1nd 2 Tabnd ke 250 H-iitnird 'FH6 rerRe 500 Mr 1

pa3 B cyTk# (cooTBeTcTBeHHO 10 500 MT neBoduiokcanuna) — 28 THEH.

Komnnexcnoe neuenue nexapcmeenno-ycmouuugvix ¢opm mybepxynesa: no 1 tadbmerke 500 mr
1-2 paza B cyTku (coorBeTcTBeHHO 110 500-1000 Mr meBodokcannna) — 10 3-X MECSIIEB.
Ipogpunaxmuxa u neuenue cubupckou A36vl NPU 6030YUHO-KANETbHOM RYMU 3APANCEHUS:

o 2 Tabnetku 250 mr wim o 1 tabnetke 500 mr (cooTBeTcTBeHHO MO 500 MT JTIeBOGIOKCAIIMHA)
1 pa3 B CyTKH B T€UEHHE JI0 8 HE/IENb.

Buebonvnuunas nneemonus: no 2 tabnerku 250 mr wim o 1 tabnerke 500 mr 1-2 paza B CyTKH
(cootBercTBenHO 1Mo 500-1000 mr neBoduiokcanmHa) — 7-14 queit; mo 1 Tadnerke 750 mr 1 pa3 B
CYTKH (COOTBETCTBEHHO 110 750 Mr neBodokcanuHa) — 5 THei.

T'ocnumanvnas nuesmonus: no 1 tabnerke 750 mr 1 pa3 B cyTku (COOTBETCTBEHHO M0 750 mr
neBodokcanuua) — 7-14 gHeit.

Ocnooichentvie uHGeKyuU KONCHbIX NOKPOBOS U MseKux mxawetl: 1mo 2 Tabnetku 250 Mr wim o 1
tadsetke 500 mr 1-2 paza B cytku (coorBercTBeHHO 1m0 500-1000 Mr neBodiokcanuna) — 7-14
nHeit; mo 1 tadierke 750 mr 1 pa3 B cyTku (cooTBeTCTBEHHO 110 750 MTr neBoduiokcanuna) — 7-14
THEHN.

Ocmpuiii bakmepuanvhoii cunycum: 1o 2 tabnerku 250 mr unu no 1 tabnetke 500 mr 1 pa3 B
cyTku (cootrBeTcTBeHHO 10 500 Mr neBodnokcanuna) — 10-14 nueii; mo 1 Tabnerke 750 mr 1 pas
B CYTKH (COOTBETCTBEHHO 110 750 Mr neBoiokcanuHa) — 5 THei.

Obocmpenue xponuueckoeo bporxuma: 1o 2 tadnerku 250 mr uinu o 1 Tabnerke 500 mr 1 pa3 B
cyTkH (cooTBeTcTBeHHO 10 500 Mr neBoduiokcanuua) — 7-10 gHei.

Heocnoocnennwoiii yucmum: no 1 tabnerke 250 mr 1 pa3 B cyTku (CoOTBETCTBEHHO 1o 250 Mr
neBodIoKcanaa) — 3 aHsl.

IIponyck npuema 00HOU UNU HECKOLKUX 003 npenapama

Ecnu cnywaitHO mpomyiieH mpueM mpernapara, TO CIeAyeT, KaKk MOXHO CKopee, MPUHSTh
OUEepeAHYI0 03y M Jayiee TPONOJKATh MPHEM COTJIACHO PEKOMEHIOBAHHOMY DPEXHMY
JIO3MPOBAHUSI.

Oco0bIe I'pynnbl DaMCHTOB

Peotcum 0ozuposanus y nayuenmog ¢ napywenuem ¢ynxkyuu novex (KK < 50 mn/mun)
JleBoiokcanuH BBIBOAUTCS MIPEUMYLIECTBEHHO MOYKAMHU, TIO3TOMY IpPHU JICYEHUH MALUEHTOB C

HapyLIeHHON QYHKIIMeH mouek TpedyeTcsi CHUKEHUE J103bl Npenapata (CM. TabJIuIy HUXKe).
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KK PexxumM 103upoBaHus Ipenapara
Pexomennyemas noza [Pexomenayemasi 1o3a [Pekomenayemas no3a |[Pekomenayemas
mpu KK >50 ma/mun:  [mpu KK >50 ma/mun:  [mpu KK >50 ma/mun:  jmo3a mpu KK
250 mr/24 g 500 mMr/24 u 500 mr/12 4 >50 Mi/MuH:
750 Mr/24 4
50-20 nepBas no3a: 250, mr  [mepsas mo3a: 500 mr  [mepBas no3a: 500 mr o 750 mr/48 u
MJT/MUH 3ateM o 125 mr/24 4 parem no 250 mr/24 u parem no 250 mr/12 y
19-10 nepBas qo3a: 250 mr  [mepBas go3a: 500 mr  [mepsas go3a: 500 mr  [mepBas go3a:
MJT/MUH 3arem 1o 125 mr/48 u Barem mo 125 mr/24 u Barem mo 125 mr/12 u 750 mr/48 4

3aTem o 250

Mr/24 4
<10 mur/muH [nepBas go3a: 250 mr  [nepBas go3a: 500 mr  [nepBas go3a: 500 mr  [mepBas go3a:
(Bximrowast  Barem o 125 mr/48 u Barem mo 125 mr/24 4 Barem o 125 mr/24 a 750 mr/48 4
TeMO/INAIIN3 3arem 1o 250
u [TAITJI1) Mr/24 9

! _ nocne remoauanusa uiIM MOCTOSHHOrO aMOYJIATOPHOrO MepUTOHeanbHoro auanusa (ITATTJT)

HEC Tpe6yeTC$I BBCACHUA NOIIOJIHUTCIIBHBIX 103.

Peoicum 0ozuposanus y nayuenmoe ¢ HapyueHusMU QyHKYuu nevenu

[Tpu HapymieHuu QYHKIMH MIEUEHU HE TPeOyeTCs KOPPEKIMH PeKUMa JO3UPOBAHUS, TOCKOIBKY
7eBO(IIOKCAIIUH JIUITh HE3HAUUTEIHHO META00IM3UPYETCS B TIEUCHHU.

Peorxcum oozuposanus y nayuenmos nodxxcuno2o eo3pacma

JIisT ManMeHTOB TIOXKHWIIOTO BO3pacTa HE TpeOyeTcs KOPPEKIUU PEeXHMa JTO3UPOBaHUs, 32
uckiIoyeHneM ciaydaeB cHrkeHus KK o 50 mu/MuH 1 Hike.

Jemu

Xaitnedmoke mMpOTUBOIIOKA3aH y nereid B Bo3pacTe oT 0 10 18 et mo Bcem mokazaHusMm (CMm.
pasnen 4.3).

Cnooco0 nnpuMeHeHus

Tabnerku 250 mr wiu 500 Mr npuHUMarOT BHYTph 1 wiun 2 pa3a B cyTkH, Tabnetku 750 mr 1 pa3
B CYTKH.

TabneTku cregyer NporiaThiBaTh, HE pa3KeBbIBask U 3alKBas JOCTATOUYHBIM KOJMYECTBOM
xuakoctu (ot 0,5 1o 1 crakana).

[Ipenapar MOXHO IpUHUMATD NIEPE]] €01 MWK B J1I000€ BpeMst MEX/ly TpHeMaMH MHIIH, TaK KaK

MpUeM THUIIM HE BIUSET Ha abcopOruio mpemapara (cM. pasgen S5.2). Ilpemapar ciemyer
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COJIepIKaIINX MAarHUH W/WJIN allIOMUHUH, JKeJe30, IIMHK, WK cyKpaibdara (cM. pazaen 4.5).
Jlunus pasnoma (pucka) Ha Tabnerkax npenapara Xannedaokce 500 mr, 750 Mr npeaHa3HayeHa
JMIIG JUIS pas3jiaMbIBaHHUS C 1ENIbI0 OOJIETYeHUs] TPOINIAThIBAHWS, a HE JIUIS Pa3leliCHUs Ha
paBHBIC JI03bI.

4.3. IlpornBoONOKa3aHus

- THIIEPYYBCTBHTEILHOCTh K JICBOQOKCALMHY WM JAPYTMM XHWHOJOHAM, WIM K JIOOOMY H3
BCIIOMOTATEIILHBIX BEUIECTB, IIEPEUUCIICHHBIX B pazjene 6.1.;

- DTIIJICTICHS;

- TICeBIONapaIuTHUECKas MuacteHust (Myasthenia gravis) (cm. pazaesnst 4.4., 4.8.);

- IOPAXCHUE CYXOXKWIHU TPH ITprueMe GTOPXHUHOJIOHOB B aHAMHE3E;

- IETCKHWI M MOJAPOCTKOBBIN BO3pacT 10 18 neT (B CBSI3U C HE3aBEPIICHHOCTHIO POCTA CKEIEeTa,
TaK KaK HeJb3s MOJHOCTHIO HCKITFOUUTh PUCK MOPAKEHHS XPSIIEBBIX 30H POCTa KOCTEH);

- OEpPEMEHHOCTbD (HEJB3sI MOJHOCTHIO HCKITFOUUTh PUCK MOPAXKCHUS XPSILIEBBIX 30H POCTa KOCTEH
y II0J12);

- TNEpUOJ TPYIHOTO BCKAPMIIMBAHHs (HEJB3sl MOJIHOCTBIO HCKIIOUUTh PHUCK TOPAKCHHS
XPSAIIEBBIX 30H pOCTa KOCTEH y peOeHKa).

4.4 OcoOble yKa3aHHsI H MePhI MPEI0CTOPOKHOCTH NP MPUMEHEHUH

[ocniuranbHbie WHOEKIIMK, BBI3BaHHBIC CHHETHOWHOW manoukoi (Pseudomonas aeruginosa),
MOTYT MOTpe0OBaTh KOMOMHUPOBAHHOTO JICYCHHUSI.

Puck pazeumus pezucmenmuocmu

PacnipocTpaHeHHOCTb npUOOpPETEHHON PE3UCTECHTHOCTH BBICEBAEMBIX [ITAMMOB
MHKPOOPTaHU3MOB MOXKET H3MEHSITHCS B 3aBUCHMOCTH OT TeorpaMuecKoro peruoHa M ¢
TEUCHHEM BpeMeHH. B CBs3M ¢ 3TUM Tpedyercs nHPOPMAIs O PE3UCTEHTHOCTH K Tpernapary B
KOHKpPETHOW cTpaHe. Jnsi Tepamuu TsHKEIbIX MHOEKIUH WM MpHU HedPPEKTUBHOCTH JICUCHUS
JIOJDKEH OBITh YCTaHOBJICH MHUKPOOMOJOTMYECKUI TUAarHO3 C BBIICICHHEM BO3OYIHUTENS |
OIIPEJICTICHUEM €0 YyBCTBUTEIILHOCTH K JIEBO(IOKCAIIUHY.

Memuyunnun-pe3ucmenmmusiii 3010mucmolil cmagunokoxk (Staphylococcus aureus)

NmeeTcss BBICOKask BEPOATHOCTh TOTO, YTO METHIMJUTMH-PE3UCTEHTHBIH  30JOTHUCTHIH
cTapMIIOKOKK OyJeT pPe3NCTeHTHBIM K (DTOpXMHOJIOHAM, BKIrO4as JieBoduiokcamud. [ToraTomy
JeBO(IIOKCAIIMH HE PEKOMEHIYeTCs IS JICUCHHs YCTAHOBIICHHBIX WJIM MPEANOIaraeMbIix
WH(EKIU, BHI3BIBAEMBIX METUIMUIMH-PE3UCTEHTHBIM 30JIOTUCTBIM CTAaQHIOKOKKOM, B CIIydae
ecii 1abopaTOpHBIE aHATU3bl HE MOJATBEPIMIM YyBCTBUTEIBHOCTH TOI0 MHKPOOpPraHM3Ma K

7eBO(DIIOKCAIIUHY.
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HeodlcenlamenbHble peakyuu, 00YCl081eHHble NPUEMOM PMOPXUHOIOHOE

[IpumeHenue (TOPXHUHOJIOHOB, B TOM YHUCIE JIEBOGIIOKCAIIMHA, OBUIO CBSI3aHO C TOTepei
TPYIOCIIOCOOHOCTH ¥ Pa3BUTHEM HEOOPAaTHMBIX CEPhE3HBIX HEKENIATEIbHBIX pEaKIuid Co
CTOPOHBI Pa3IMYHBIX CHCTEM OPraHMW3Ma, KOTOPhIE MOTYT Pa3BUTHCS OJHOBPEMEHHO Yy OJHOTO H
TOrO0 jK€ TanueHTa. HexenaTenbHble peakiUH, BBI3BaHHbIE (TOPXWHOJOHAMH, BKIIOYAIOT
TEHJAWHUTHI, PAa3pbIB CYXOXHIUH, apTPajruio, MUAITHIO, HNepUPEpUUECKyl0 HEHpOIaTHIO, a
TaKKe HEXKeNaTelbHbIE PEaKIUH CO CTOPOHBI HEPBHOH CHCTEMBI (TJUIIOIMHAIMK, TPEBOTa,
nerpeccus, OECCOHHUIIA, TOJIOBHBIE OO M CIYTaHHOCTh CO3HaHHMsA). J[aHHBIE peakuuu MOTYT
pPa3BUTHCS B TEPHOJ, OT HECKOJBKUX YacOB JO HECKOJBKUX HeNeNb IOCiIe Hadajla Teparnuu
neBo(IOKCAIMHOM. Pa3BuTHE 3TUX HEXENIaTeIbHBIX PEaKIMii OTMEYaIoCh Y MAIlMEHTOB JII0O0Tr0
BO3pacTta M 0e3 HalmW4Ms MPEIIIeCTBYIOUMX (aKTOpoB pucka. [Ipy BO3HHMKHOBEHHH NEPBBIX
NPU3HAKOB MJIM CHMITOMOB JIFOOBIX CEPhE3HBIX HEXKETIATEIbHBIX PEaKIHid CIeIyeT HEMEIJICHHO
NpEeKpaTUTh MPUMEHEHHe JieBoQuiokcannna. Cremyer n3deratb mpuMeHeHUs] (PTOPXUHOJIOHOB, B
TOM YHCIIE JIEBO(IIOKCANMHA, y TAIIMEHTOB, Y KOTOPBIX OTMEYAIHCH JIIOOBIE M3 STHX CEPhE3HBIX
HE)KeNaTeIbHBIX PEaKLni.

Tayuenmol, npedpacnonodicentvle K pazgumuio cyoopoe

Kak u 1pyrue XuHOJIOHBI, 1€BO(DIOKCAIIMH JOIDKEH C OOJIBIION OCTOPOKHOCTHIO IPUMEHSTHCS Y
MAIMEHTOB C MPEAPACIIONIOKEHHOCTHIO K cyioporaM. K TakuMm manueHTaM OTHOCSTCS TalueHTHI
C MPEIIIECTBYIONMMU TOPAKEHUSIMU IIEHTPAILHONH HEPBHOW CHCTEMBI, TAKUMH KaK HWHCYJIBT,
TSDKENask 4epernHO-MO3roBasi TpaBMa, MAIMEHTHI, OJHOBPEMEHHO NPHHUMAIOUINE TpEraparsl,
CHIDKAIONIME TOPOT CYAOPOKHOW aKTUBHOCTH TOJIOBHOTO MO3ra (Hampumep, TEOQHIUINH;
¢bendydeH u npyrue HecTepouIHbIE MPOTUBOBOCTIATUTENbHBIE ITpenapaThl (cM. pazzen 4.5)).
[Tpu pa3BUTHHN CyAOPOT JIeUeHHE JIEBO(PIIOKCAIIMHOM CIIEYeT MPEKPATUTb.
Ilcee0omembparo3nblil KOUM

Pa3BuBmIasicss BO BpeMsi WIM IOCIE JEYSHUS JIeBO(IOKCAIIMHOM JHapes, OCOOCHHO TSKEIOH
CTENEeHH, YIOPHAsl U/WIN C KPOBbIO, MOXKET OBbITh, CHMITOMOM IICEBAOMEMOPAHO3HOTO KOJINTA,
Bei3biBacMoro Clostridium difficile. B ciiyuae momo3penust Ha pa3BUTHE TICEBIOMEMOPAHO3HOTO
KOJIUTa JIeYeHHE JIEeBO(IOKCAIIMHOM CJIeAyeT HEMEJIEHHO IPEeKpaTHUTh M cpa3y K€ HadaTh
cnenu(UYecKyr0o aHTHOMOTHKOTEpanuio (BaHKOMHWIIMH, TEWKOIUIAaHUH WJIM METPOHHIA30IT
BHYTpB). [IpenapaTsl, TOpMO3SIIKe EPUCTATBTUKY KHUIIEYHUKA, TIPOTHBOIIOKA3aHBI.

Tenounum u paspvié CyXodHcUnUui

TenauHUT, peIKO BOHUKAMONIMHA Ha (JOHE MPUMEHEHUS] XMHOJIOHOB, MOXKET WHOTIA IPUBOJIUTH K

pa3phIBy CYXOXKHJIMM, BKJIIOYAsi axXWJUIOBO CYXOXHJIHE, M MOXET OBbITh JABYCTOPOHHUM. OJTa
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HEe)KeNaTellbHas pPeakiusi MOXKET Pa3BUTHCS B reuere 48 aabon Hoce- Hata - neuernts

yepe3 HECKOJIBKO MECALIEB TI0CIIE 3aBEPIICHHS TepAau (PTOPXMHOIOHAMHU.

[TareHTH TOXKUIIOTO BO3pacTa 0oJiee MpeapacnoloKEeHbI K Pa3BUTHIO TCHIUHHUTA; Y TAIIMEHTOB,
IPUHUMAIOIUX (TOPXUHOJIOHBI, PUCK pa3pblBa CYXOXHJIUS MOMKET IOBBILIATHCS MpHU
OIHOBPEMEHHOM IIPUMEHEHUH TIIIOKOKOPTHKOCTeponaoB. Kpome 3Toro, y nanueHToB Iocie
TPAHCIUIAHTAIMU TOBBIIICH PUCK PAa3BUTHUS TEHAWHHUTOB, IMO3TOMY PEKOMEHAYETCS COOJ0IaTh
OCTOPOKHOCTh NMPH Ha3HAYEHUU (PTOPXUHOIOHOB JAHHOM KaTErOpUH MALMEHTOB. Y TAIMEHTOB C
HapyleHUs MU (YHKIMU TOYEeK CYTOYHYIO 103y CIEAYyeT CKOPPEKTHpPOBATH HA OCHOBaHWUHU
KIIMPEHCa KpEaTUHHHA.

[TaruenTam ciieyeT peKOMEHA0BaTh OCTaBaThCsl B IIOKOE IPU IOSBICHUM IEPBBIX MPU3HAKOB
TEHJWHUTOB WIH Pa3pbIBOB CYXOXKUJIMH, 1 00paTUThCS K JevamemMy Bpady. [lpu nmogo3pennn Ha
pa3sBUTHE TEHAMHHUTA WIM Pa3pblB CYXOXWIHA CIEAyeT HEMENJICHHO IPEKPaTUTh JICYEHUE
npenapatoM Xaiinedaokc M HayaTb COOTBETCTBYIOLIEE JIEYEHHUE IMOPAKEHHOTO CYXOXKHIIUS,
Harpumep, 00eCreunB eMy JOCTaTOUYHYI0 UMMOOMIN3AIUIoO (cM. pa3zaens 4.3, 4.8).

Peaxyuu eunepuyecmeumenvnocmu

JleBo(iOKCAalIMH ~ MOXXET  BBI3bIBATb  CEPbE3HbIC, IMOTEHIUAIBHO JIETAlbHbIE PEAKIHUU
TUIIEPUyBCTBUTEIBHOCTH (QHTMOHEBPOTUYECKUH OTEK, aHaQWIAKTUYECKUH IIOK) Jake MpU
MPUMEHEHUN HavalbHBIX 103 (cM. pazzen 4.8). B ciaydae ux pa3BUTHS MAlMEHTaM CIEAyeT
HEMEIJIEHHO MPEKPAaTUTh IPUEM IIpernapaTa U 00OpaTUTHCS K Bpauy.

Taoicenvie KodicHble HedicelamenbHble peakyuu

[lpuy npumeHeHuu JneBodaoOKcaluHa OBUIM  3apETHCTPUPOBAHBI  TSDKETbIE  KOXKHBIE
HEe)KeNlaTeJIbHbIEe pEeaKlUu, BKJIIOYas TOKCHUECKUN SNUIEPMATIbHBIA HEKPOJIU3 (CHHAPOM
Jlaitenna), cunnpoMm CrtuBeHca-/[>KOHCOHA M JIEKaPCTBEHHYIO DPEAKIMIO C 303MHOMUINEH U
cucreMHoit cumnromatukoit (DRESS-cunapom), koTopele MOTyT OBITH >KH3HEYTPOKAIOLIMMU
Wi JetanbHbIMA (cM. pazznen 4.8). [lpu HasHaueHHMH npenapaTta MalUEHTHI JOJKHBI OBITh
pOoMH(OPMUPOBAHBI O MPU3HAKAX U CUMITOMAX TSKEJIbIX KOKHBIX HEXEJIaTelIbHbIX PEaKIUi 1
HaXOAMUTHCS TOJ TUIATEIbHBIM MEIUIMHCKUM HaOmtofeHueM. Ilpu mosBiaeHUHM NPU3HAKOB U
CUMIITOMOB, CBHUJAETEIbCTBYIOIIUX O PAa3BUTHUM DOTUX HEXKEJIATEIbHBIX pEaKUUl, CIEoyeT
HEMEJUIEHHO MpeKpaTUTh MpueM Mpenapara Xaieaokc U pacCMOTPeTh BO3MOXKHOCTb
Ha3Ha4YeHHs albTEPHATUBHOIO JieueHus. Eciau nmpu npuMeHeHuu jeBodIiokcalMHa y naiueHTa
pa3BUIIaCh TsDKeJasi HeXKenaTeabHas KOJKHas peakius, Takas kak cuaapom CtuBeHca-/[»oHcoHa,
TOKCHYECKUH snuaepMaibHblil Hekponu3 wim DRESS-cunapom, Bo300OHOBISATH NpHUMEHEHHE
Ipernapara y 3TOro naleHTa He cleayerT.

Hapywenus co cmoponvl neuenu u sxcenueabl8o0auux nymeti
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CoobOmanmocs 0 ciy4asix pa3BUTHS HEKpoja neqekgl: T %Js_ﬂi/ﬁl Trrétge tHoit

HEIOCTaTOYHOCTH C JICTaJbHBIM HMCXOJOM, NpPU HPUMEHEHHH JEBO(IIOKCAIIMHA, TJaBHBIM
00pa3oM, y MaIMeHTOB € TSDKEIBIMH OCHOBHBIMU 3200JI€BAHUSMH, HAIIPUMED, C CETICUCOM (CM.
paznen 4.8). IlauuMeHThl IOJKHBI OBITH MPEAYHPEXKACHBI O HEOOXOIUMOCTU MpEeKpalleHus
JICYEHUsT U CPOYHOro oOpallleHuss K Bpady B cllydyae MOSBJICHHS NPU3HAKOB U CHMITOMOB
MOpa)KEHUs TICUEHH, TAKUX KaK aHOPEKCHUs, XKENTyXa, IOTEMHEHHE MOYHU, KOKHBIHN 3yl U 0OJH B
KHUBOTE.

Tayuenmsi ¢ HapyweHuaMU YHKYUU NOYEK

Tak kak IeBO(IOKCAIMH 3KCKPETUPYETCS TJaBHBIM 00pa3oM udepe3 IMOYKH, Yy MHAIMeHTOB C
HapymeHUsIMA (PYHKIIMH TOYeK TpedyeTcs 00s3aTeabHbI KOHTPOIb (PYHKIMHU MOYEK, a TaKKe
KOppeKLMsl pexuma jao3upoBaHust (cM. pasgen 4.2). Ilpu jedeHMM NALMEHTOB IOKUIIOIO
BO3pacTa cleAyeT YYUThIBaTh, YTO y MAIIMEHTOB STOM TPYMIBI YaCTO OTMEYAIOTCS HapYLICHUS
byHKIuM movex (cM. pazzaen 4.2).

Ilpeoomepawenue pazgumus peaxyuii homocencuduruzayuu

Xots poroceHCHOMIHM3anus IPH MPUMEHEHNUH JIeBO(IIOKCcallnHa Pa3BUBACTCS OYCHb PEAKO, IS
MPEIOTBPALICHHS €€ Pa3BUTHUS MalMEHTaM He PEKOMEH]IyeTCsl BO BpeMs JIeueHHs U B TeueHue 48
YacoB IOCJIe OKOHYAHUS JICYCHHUS JIEBO(IIOKCAIMHOM TOIBEPraThCsl CUIBHOMY COJTHEUHOMY HIIN
UCKYCCTBEHHOMY YJIbTPa(HOICTOBOMY OOIYICHHIO (HAITPUMED, MIOCEIIATh COJIIPHIA).
Cynepunghexyus

Kak u npu npumMeHeHHH IPYTUX aHTUOMOTHUKOB, MIPUMEHEHHE JeBo(ioKcanuHa, 0cCOOEHHO B
TE€YEHUE JJIUTEIBHOIO BPEMEHH, MOXET MPHUBOAMTE K YCWIEHHOMY Ppa3MHOXKCHHIO
PE3UCTEHTHBIX K HEMY MHKPOOpraHu3MoB (OakTepuil M TpHOOB), YTO MOXET BBI3BIBATH
U3MEHEHUs HOpPMallbHOM MuKpodiopbl uenoBeka. B pe3ynpTate MOXeT pa3BUTHCA
cynepunpekuus. IlosTomy B Xone seyeHHMs 00s3aTe€IbHO MPOBOJIUTH MOBTOPHYIO OIICHKY
COCTOSIHUSI NAlMeHTa, U, B CIIydae pPa3BUTHUS BO BpeMs JICUEHHUS CyNepUHQEKIUH, CIEeTyeT
INPUHUMATH COOTBETCTBYIOIINE MEPHI.

Yonunenue unmepsana QT

Coobmanocr 00 O4YeHb penKuX CiIydasx yJUIMHeHus wuHTepBaia QT y maiueHTos,
NPUHUMAIOIIUX (PTOPXUHOJIOHBI, BKIIHOYAs JIE€BOGIIOKCAIMH.

[Ipu npumeHeHuH (TOPXUHOJIOHOB, BKJIIOYas JeBO(IOKCAIlMH, clexyeT coOIoaaTh
OCTOPOKHOCTh y MAllMEHTOB C U3BECTHBIMHM (aKkTopaMu pucKka yainuHeHus uHTepBana QT: y
NAIMEHTOB C HECKOPPEKTHMPOBAHHBIMU AJIEKTPOJIMTHBIMU HapyIIEHUSMH (C THUIIOKAIWEMHEH,
TUIIOMarHueMueit); ¢ CHHJIPOMOM BpOXKAEHHOTo yanuHeHus unrtepsaia QT; ¢ 3aboneBaHusIMU

cepaia (cepaedHas HeIOCTaTOYHOCTh, MH(APKT MUOKap/ia, Opaaukap/us); Mpu OJTHOBPEMEHHOM
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MPUMEHEHUN JIEKapCTBEHHBIX IMPENaparoB, C 0c06H51kn§'ziﬂ'H§A EHH]E%IEJ# -’rAK | kax

aHTHapuTMudeckue cpeacrna kiacca IA u III, Tpunukinnyeckue aHTUAEIPECCAHThI, MAKPOJIUIBI,
HEHUPOJICIITUKH.

[TauMeHTsl MOXWIOrO BO3pacTa M MAIMEHThl JKEHCKOro Iojja MoryT ObITh Oojee
YYBCTBUTEIBHBIMHM K IpenaparaM, ymuauHsonmmMm uaTepBasn QT. Ilostomy y Hux cienyer ¢
OCTOPOXKHOCTBIO IPUMEHSTH (PTOPXMHOJIOHBI, BKIItOYast JieBookcauuH (cM. pasaenst 4.2, 4.5,
4.8,4.9).

Tayuenmui ¢ depuyumonm enroko30-6-gpocghamoezudpozenasvi

Y  [anueHToB € JIATEHTHBIM WM MaHU(ECTHUPOBAHHBIM  AC(PULUTOM  IIIIOK030-6-
dochaTaernporenazbl IMEETCs MPEAPACIIONOKEHHOCTh K Pa3BUTHIO T€MOJIUTUYCCKUX PEAKIIUN
OpU JICYEHUH XUHOJOHAaMH, 4YTO CIEAYeT I[pUHUMATb BO BHUMAaHHWE INPU JICUECHUU
71eBO(IOKCALTHOM.

Hucenukemus (cuno- u 2unepenukemus)

Kak w mnpum mnpumeHeHUM Jpyrux (TOPXMHOIOHOB, MPH MPUMEHEHHH JIEBO(IIOKCAIIMHA
HAOMIOMANNCh CIy4ad pa3BUTHA THIEPIIMKEeMHM W Tunorimukemuu. Ha ¢one Tepamuum
71eBO(IIOKCAIMHOM JMCIJIMKEMHUSl 4Yallle pa3BUBajach Y MAIMEHTOB MOXHJIOrNO BO3pacra MU
HAlMEHTOB C CaXapHbIM JAMA0ETOM, IMOJYYalOIIUX COMYTCTBYIOLIYIO TEPAlUI0 NEepOpabHbIMU
TUIOIIMKEMUYECKUMHU TpenaparaMu (Hampumep, INMOSHKIaMHUJIOM) WM HHCyJIuHoM. llpu
NPUMEHEHHUH JIEBO(IIOKCAIIMHA y TAaKUX MAlMEHTOB BO3PACTAET PUCK PA3BUTHS THITOTIMKEMHH,
BIUIOTH J0 TUNOIIMKeMuyeckoi koMbl. HeoOxoaumo nHpopMupoBaTh NallMeHTOB O CHUMOTOMAx
TUITOTIIMKEMHHU (CITyTaHHOCTh CO3HAHMS, TOJIOBOKPYKEHUE, «BOJIUUID) alleTHT, TOJI0OBHAs O0Jb,
HEPBO3HOCTb, OIYIIEHUE CEepALEOMEHNs WIN yYallleHUe MyJbca, OJ€HOCTh KOXKHBIX TOKPOBOB,
UCIIapuHa, JIpOXb, ciabocTh). Ecnu y manueHTa pa3BUBAaeTCsl THIIOTTIMKEMHs, HEOOXOAMMO
HEMEJUIEHHO NMPEKPATUTh JIeYeHUE JIEBOGIIOKCAIIMHOM M HayaTh COOTBETCTBYIOILYIO Tepanuto. B
TUX CIy4asX PEKOMEHJIYyeTCsl MEepeWTH Ha Teparnuio JPYyTdM aHTUOMOTHKOM, OTJIUYHBIM OT
(TOPXMHOIOHOB, €CIIM 3TO BO3MOXHO. llpu mnpoBeneHuu JedyeHHs JIeBO(QIOKCALIMHOM Y
NAlMEHTOB MOKUJIOTO BO3pacTa W y IMAalMEHTOB C CaxapHbIM JUa0EeTOM pEKOMEHAYETCs
THIATEIbHBI MOHUTOPUHT KOHLIEHTPALUH TJIF0KO3bI B KPOBH.

Ilepughepuueckan netiponamus

VY mnauMeHToB, MPUHUMAIOIMIUX (PTOPXMHOJIOHBI, BKJIIOYas JEBO(MIOKCAIMH, COOOIIANIOCh O
CIIy4asiX pa3BUTHS CEHCOPHON M CEHCOPHO-MOTOPHOW mnepudeprueckoil HeHpomaTHH, Hayauio
KOTOpOH MoeT ObITh OblcTpbIM. Ecnm y mamueHta pa3BUBAOTCS CHUMIITOMBI HEWpOIaTHH,
npUMeHeHHe JeBO(IIOKCallMHa J0JDKHO OBITh MPEKpaIieHo. DTO MUHMUMHU3HMPYET BO3MOKHBIN

PHUCK pa3BUTHSI HEOOPATUMBIX U3MEHEHUH.
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Bpauy O TOSIBJICHUHU JIIOOBIX CUMITOMOB HeWponatuu. DTOPXWHOJIOHBI HE ClEAyeT Ha3HA4aTh
nalyreHTaM, UMEIOIUM B aHaMHEe3€ yKa3aHUs Ha epupepruiecKyto HeUpomaTHio.

Obocmpenue ncesdonaparumuyeckou muacmenuu (Myasthenia gravis)

DTOPXUHONOHBI, BKIIOYas JIEBO(JIOKCALMH, XapaKTEpU3YHOTCs OJOKHUPYIOLIEH HEepBHO-
MBIIIEYHOE MIPOBEICHUE aKTUBHOCTBHIO M MOTYT YCHJIMBATh MBIIIEYHYIO c1a00CTh y HAIlMEHTOB C
MICEBJONAPATUTAYECKON MHUACTCHHEW. B mocTperucTpalmoHHOM TMepuojie HaOIroganch
HE)XeNaTeNIbHbIe PeaKlK, BKIH0Yas JIETOUHYI0 HEI0CTaTOYHOCTb, IOTPEOOBABLIYIO POBEACHHE
UCKYCCTBEHHOM BEHTWIALMHU JIETKUX, M JIETAIbHBIM HCXOJl, KOTOpbIE ACCOLUUPOBAIUCH C
npUMEHeHHEeM (TOPXMHOJIOHOB y TAIMEHTOB C IICEBJONAPATUTUYECKOH MHACTEHHUEH.
[lpumenenne  neBoyokcanMHa y  TAalMEHTa € YCTAaHOBJICHHBIM  JIMArHO30M
IICEB/IONAPATTUTUUECKON MUACTEHUH HE peKOMEHIyeTcs (cM. pa3zaen 4.8).

Ilpumenenue npu 6030yWHO-KANENbHOM NYMU 3APANACEHUSL CUOUPCKOT 3801

[IpumeHenne neBodIIOKCAllMHA y YeNOBEKa MO ATOMY IIOKa3aHWI0 OCHOBAHO Ha JAHHBIX II0
YyBCTBUTENBHOCTH K HeMy Bacillus anthracis, momy4eHHBIX B HCClIenoOBaHMAX in Vitro U B
9KCHEPUMEHTAJIbHBIX MCCIIEIOBAHUAX, IPOBEIEHHBIX Ha KUBOTHBIX, & TAK)KE HAa OIPaHUYEHHBIX
JTAHHBIX IPUMEHEHHUs JieBodUIOKCallMHA y 4enoBeka. Jlewalue Bpauu AOJDKHBI oOpamarbes K
HAIIMOHAJFHBIM W/HJIM MEXIyHAPOTHBIM JIOKYMEHTaM, KOTOPBIE OTPaXarOT BBIPAOOTAHHYIO
OOIIMMH YCHIIMSIMHU TOYKY 3PEHUS 110 JICYSHUIO CHOMPCKOH SI3BBI.

Tcuxomuueckue peakyuu

[IcuxoTnyeckue peakluy, BKIIOYask CyMIUIaTbHbIE MBICIH/TIONBITKH, OTMEYAINUCh Y NAIlMEHTOB,
NPUHUMAIOIINX (TOPXUHOJIOHBI, BKJIOYasl JIEBO(IOKCAIIMH, MHOI/A IOCJE IMpueMa pa3oBOMH
no3bl. B ciiydae pa3Butus J1t0ObIX MOOOYHBIX 3(PPEKTOB CO CTOPOHBI LIEHTPAIBHON HEPBHOM
CHCTEMBI, BKJIIOYAs HapyIICHUS TCUXMUKH, JIeYeHUE JEBO(IOKCAIMHOM CIIEeIyeT HEMEAJICHHO
OPEeKpaTUTh M HA3HAYUTHh COOTBETCTBYIOLIYIO Tepamuioo. B 3THX ciydasx peKoMeHIyeTcs
NepelTH Ha Tepanuio JAPYTUM aHTHOMOTHKOM, OTIUYHBIM OT (DTOPXHHOJIOHOB, €CITH 3TO
BO3MOXHO. CleZlyeT ¢ OCTOPOKHOCTBIO Ha3zHAauaTh Ipernapar MalfeHTaM C TNCHXO03aMH WA
nalyveHTaM, UMEIOIUM B aHaMHe3€e NCUXUYeCcKue 3a001eBaHusl.

Amnespuzma u paccinoenue aopmol, pe2ypeumayusi/HedoCmamoyHocmy KI1anana cepoyd

[To maHHBIM AMHIEMHOIOTHYECKHIX HCCIISIOBAHUN COOOMIATIOCH O TIOBBIMIEHHOM PUCKE PAa3BUTHS
AQHEBPU3MBI A0PTHI M PACCIOCHUS a0PThI, OCOOSHHO Y TAIIMEHTOB MOXKHIIOTO BO3pAcTa, a TaKKe
perypruTaniy aopTajlbHOTO U MUTPAJILHOTO KJIAMAHOB MOCJE MPUMEHEHHs! (PTOPXMHOJIIOHOB. Y
MAIMEeHTOB, MOJYYaBIIMX (TOPXUHOJIOHBI, OBUTM OTMEYEHBbI CIy4dal Pa3BUTHUS aHEBPU3MBI U
paccioeHus a0pThl, HHOTIa OCJIOKHEHHBIX Pa3pbiBOM (B TOM YHCIIE C JIETaJbHBIM HCXOJOM), a

TaKXe PerypruTaliy/HeI0CTaTOYHOCTH JIF000T0 M3 KianaHoB cepia (cm. pasmaen 4.8).
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COOTHOILIEHUS TOJb3a-PUCK M PACCMOTPEHHUsI APYTUX BapHaHTOB TEPAlMU Yy MAIMEHTOB C
AQHEBPU3MOM AOPTHI MJIM BPOXKJIEHHBIM ITOPOKOM KJlallaHa ceplia B CEMEHHOM aHaMHE3e, WU Y
NAllMEHTOB C JMAarHOCTUPOBAaHHOM aHEBPU3MOM aopThl W/MIM PACCIOCHHUEM aopThl, HIIU
3a00jieBaHNEM KJIallaHa cep/la, WIM IpU HAJIUYUU JPYTUX (PAaKTOpOB pUCKA MM COCTOSHHM,
Ipepacioaraolx K pa3BUTHIO!

- KaK aHEeBPHU3MBI U PACCIOEHUS A0PTHI, TAK U PETyprUTA[MH/HEJOCTATOYHOCTH KJIAllaHa CepAla
(HanpuMep, 3a00JIeBaHUS COCIUHUTENbHOM TKaHH, Takhe Kak CUHIpoM MapdaHa niu cuHapoM
Onepca-lannoca, cunapoMm Tepuepa, Oosie3Hp bexuera, apTepuanpHas T'MIIEPTEH3US,
pPEBMATOUIHBIN apTPUT);

WIN JOTIOJHUTENIBHO:

- QHEBPU3MBI U PACCIIOCHMS aOpThI (HAIIpUMeEp, COCYIUCTbIe 3a00eBaHMs, TAKHE KAK apTEPUUT
Takasicy, TMTraHTOKJICTOUHBIM apTepPUUT, TOATBEPKACHHBIN aTepockiepo3, cunapoM lllerpena);

- perypruTaiui/HeJ0CTATOYHOCTH KJIaraHa cep/a (Hanpumep, WHGEKIUOHHBIA YHIOKAP/INT).
Puck pa3BuTHs aHEBPU3MBI U PACcCIOEHUS A0PTHI, @ TAKXKE UX Pa3pbiBa MOXKET OBITH MOBBIIICH Y
HalMEeHTOB, OJTHOBPEMEHHO MOJYYaIOIIUX CUCTEMHBIE TTIIOKOKOPTHKOCTEPOUIBI.

B cnyuyae mnosiBneHus BHe3amHON 00JM B JKMBOTE, I'pyJIM WIM CIHMHE MAlMEHTaM CleqyeT
HEMEJUIEHHO 00paTUTHCS K Bpady B OT/IEJICHNE HEOTIOKHON TTOMOIITH.

[TanmenTam ciemyer peKOMEHAOBAaTh HEMEIJICHHO OOpAaTUTHCS 3a METUIIMHCKOH ITOMOIIBIO B
cillydyae TMOSIBIEHUS OCTPOM OJBIIIKM, BIEPBbIE BO3HUKILIETO OIIYLICHUS YYallleHHOTO
cepAuneONeHNs WK Pa3BUTHUS OTEKA )KUBOTA WIIM HIYKHUX KOHEYHOCTEH.

Hapywenus 3penus

[lpu pa3BuTHM TFOOBIX HapymIeHWH 3peHHs HeoOXOoAWMa HEeMEUIeHHAs KOHCYIJIbTaIHs
odranbmonora (cM. paszaen 4.8).

Ocmpuiii nankpeamum

VY manueHToB, NPUHUMAIONIMX JIEBO(IIOKCAIIMH, MOXKET pPa3BHBATHCS OCTPBIA IaHKPEATHT.
[TatmenToB cinenyer WHGOPMUPOBATH O XapaKTEPHBIX CHMIITOMaX OCTPOTO TaHKpEeaTHTa:
TOILITHOTA, HEJIOMOTaHue, TUCKOM(OpPT B >KMBOTE M OcCTpas 00ib B kuBOTe. [Ipu mosBieHUH
JAHHBIX CHMIITOMOB TAlIMEHTY HEOOXOJUMO HEMEUIEHHO OOpaTUThCS 3a MEAMLUHCKOM
nomMoteio. [Tpr momo3peHn Ha MMAHKPEATUT CIIeAYeT MPEKPATUTh IPHUEM JIEBO(IIOKCAIIMHA U HE
BO300HOBIIATH €ro npuMeHeHue. [Ipenapar ciaeqyer Ha3HaYaTh ¢ OCTOPOKHOCTHIO MAIMEHTaM C
MAaHKPEAaTUTOM B aHAaMHe3e.

Bnusanue na Jza6opam0prle mecmol
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V nanueHToB, NPUHUMAIONIMX J1eBO(IOKCANMH, Oﬂ&l,t_[léﬂgglf; B0 HEC Joi{c' I'M-ld)KeT

MPUBOJUTH K JIOKHOIOJIOKHUTEIBHBIM pE3yJIbTaTaM, KOTOpBIC CIEIyeT MOATBEpKAATh Ooliee
crenupUICCKIMHI METOIaMHU.

JleBodmokcaniuH MoKeT HMHTHOMpOBaTh pocT Mycobacterium tuberculosis u TpUBOAUTH B
NATBHEHIIEM K JIOKHOOTPHIIATENIbHBIM — pe3yjIbTaTaM OaKTepPHOJIOTUYECKOH JIMarHOCTHKH
TyOepKyIesa.

BcrnioMmorarensHble BEeCcTBA

[TaimeHTaM ¢ peaKo BCTPEYAIOIICHCS HACIEACTBEHHONW HEMEePEHOCHMOCThIO TaJIaKTO3bI,
neUIUTOM JIaKTa3bl JIOMAPEeH WM TIIFOKO30-TaJJaKTO3HOM MalibabcopOLmMel He CleayeT
[IPUHUMATH 3TOT IIpernapar.

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMH IIpenapaTtaMM M Jpyrue BH/bI
B3aNMOJeliCTBUSA

BzanmoeiicTBus, TDC6VIOH_[I/IC CO6J'II-OI[€HI/IH OCTOPOXKHOCTH

C npenapamamu, codeparcawjue MazHUll, ATIOMUHUL, Hcene30 U YUHK, OUOAHOZUHOM

[Tpemapatsl, cofiepskaniye IByXBAICHTHBIC HIIM TPEXBAICHTHBIC KATUOHBI, TAKUE KaK COJIM IIMHKA
WIN JKelle3a (JIGKapCTBEHHBIC INperaparbl JJisl JICUYCHHUS aHEMUH), MarHui- W/WIN aJrOMHHUMN-
coJiepKalie mpenaparsl (Takue Kak aHTaIUbl), TUJIaHO3UH (TOJBKO JIEKAPCTBEHHBIC (OPMBI,
coJIeprKaliye B KauecTBe Oydepa aFOMUHUI WM MarHui), peKOMEHTIyeTCsl IPUHUMAThL HE MCHEE
4yeM 3a 2 4 10 WK 4epe3 2 4 mociie mpuema tabsetok Xaitnediokc.

Conu Kanblysi OKa3bIBAlOT MUHUMAIbHBIA 3(dekT Ha abcopOuuio seBodIoKcallHa MpPU €ro
npreMe BHYTPb.

C cykpanvgpamom

HetictBue mpemnapata XainedIoKC 3HAYUTEIBHO OCHabiseTcs TMpU  OJHOBPEMEHHOM
MPUMEHEHUU CyKpamb(aTa (CpeCTBa s 3alUThI CIU3UCTON 000IOUKH KETYAKA).

[TaruenTam, MONyYalOIIUM JEBOQIIOKCAIMH U  CyKpanb(haT, peKOMEHIyeTcs MpUHUMATh
cykpanbdat yepe3 2 4 mocie nprema JieBodrokcamHa.

C meogunnunom, ¢henbdypenom uiu nooOOHLIMU NEKAPCMBEHHBIMU CPEOCMBAMU U3 2PYNNbl
HeCmepOUOHbIX NPOMUBOBOCNATUMENbHBIX NPENAPAMO8, CHUNCAIOWUMU NOPO2 CYOOPOICHOLU
20MOBHOCMU 20]I08HO20 MO32d

dapMaKOKHHETHYECKOTO B3aUMOJICHCTBUS JIeBO(IIOKCaIIHA ¢ TEOPMIIIMHOM HE BBISIBIICHO.
OnHako TpH OJHOBPEMEHHOM IPUMEHCHHHM XWHOJIOHOB W TEOQWUINHA, HECTEPOUITHBIX
MPOTUBOCTIAIUTENLHBIX TPENapaToB M IPYTHX MPEnaparoB, CHUKAIOMIMX TOPOT CYAOPOXKHOU
TOTOBHOCTA TOJIOBHOTO MO3ra, BO3MOXKHO BBIPQKEHHOE CHW)KCHHE TIOpOora CyJOpPOKHOM

T'OTOBHOCTH I'OJIOBHOI'O MO3ra.
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Konnenrpanus jgeBodiokcaia npyu 0JHOBPEMEHHOM HBPIeMg %@%@EEQE&&H&C‘I& Fbhsro

Ha 13%.

C nenpamvimu anmuxoazyisHmamu (aumazonucmol eumamuna K)

Y nanueHToB, MNOJIYYaBIIUX JIEYEHHE JIeBO(IIOKCAIMHOM B KOMOWHAIMM C HENPSIMBbIMU
AHTUKOAryJsHTaMu (Hampumep, Bap(apuHOM), HaONIOAAIOCh MOBBIIIEHHE MNPOTPOMOUHOBOTO
BpPEMEHU/MEKIYHAPOJAHOTO HOPMAJIM30BAHHOTO OTHOIICHUS W/WIM Pa3BUTHE KPOBOTCUCHHS, B
TOM 4Hciae, W Tsokenoro. [losTromy mpu OJHOBPEMEHHOM NPUMEHEHHH HENPSMBIX
AQHTUKOAryJIIHTOB M JIeBO(JIOKCAllMHA HEOOXOIAMM pPEryJsSpHBI KOHTPOJIb IOKa3aTesiel
CBEPTHIBAHUS KPOBHU.

C npobeneyuoom u yumemuouHom

[Ipy OoxHOBpPEMEHHOM NPHUMEHEHHH JICKAPCTBEHHBIX IPENapaToB, HApyIIAIOIIUX IOYECYHYIO
KaHaJBIEBYIO CEKPELHI0, TAaKUX KaK MPOOCHEeUM] M LUMETUINH, U JeBO(IOKCalMHA, CIeAyeT
co0II0AaTh OCTOPOIKHOCTh, OCOOCHHO y MAIMEHTOB C TOYEYHON HEOCTATOYHOCTHIO.

BriBeienue (O4eUYHBIN KIMPEHC) JIEBOGIIOKCAIIMHA 3aMEUIACTCS MO EHCTBHEM HUMETHIUHA
Ha 24% u npobenenuaa Ha 34%. ManoBeposATHO, YTO 3TO MOXKET UMETh KIIMHUYECKOE 3HAUCHUE
IpU HOPMaJIbHOU (DYHKIIUU TOYEK.

C yuxnocnopurom

JleBoduiokcarnuu yBemmuuBan T1/2 muknocnopuna Ha 33%. Tak Kak 3TO yBeIHUYCHUE SBISETCS
KJIMHUYECKH HE3HAYMMbIM, KOPPEKIMH J03bl IHMKIOCIOpPUHA TIPH €ro OJHOBPEMEHHOM
MPUMEHEHUU C JIeBO(IOKCALIMHOM He TpeOyeTcs.

C anrokoxopmuxocmepoudamu

OnHOBpEMEHHBIH MPUEM TITIOKOKOPTHKOCTEPOHU/IOB ITOBBIIIAET PUCK PA3PHIBA CYXOKIITUH.

C nekapcmeenHviMu npenapamamu, yoaursiowumu unmepsan QT

JleBo(iokcanMH, Kak U JApyrue (TOPXUHOJIOHBI, JTOJDKEH NMPUMEHSATHCS C OCTOPOXKHOCTBIO Y
MAlMeHTOB, MOJYYAIIUX  Mpemaparsl, yanuHsonme  uHTepBan QT  (Hampumep,
aHTHapuTMU4eckue cpenactna kiacca |A u Ill, TpunukiInyeckue aHTHIEIPECCAHTHI, MAKPOJIH/IBI,
HEUPOJIETITUKH).

IIpouue

[TpoBeneHHbIE KIMHUKO-(DapMaKOJIOTMUECKHE HCCIENOBAaHUS ISl M3YYEHHS BO3MOXKHBIX
(hapMaKOKMHETHYECKUX B3aUMOJCHCTBUN JIEBOGIIOKCAIIUHA C OUCOKCUHOM, 2AUDEHKIAMUOOM,
PAHUMUOUHOM U 6ap@apuHom TIOKa3aid, 4YTO (apMaKOKMHETHKA JIeBO(IOKCAlMHA TIpH
OJTHOBPEMEHHOM NPUMEHEHUHU C STHUMHU INpernapaTaMyd HE U3MEHSETCS B JIOCTaTOYHOM CTENeHH,

YTOOBI TO UMEJIO KIIMHHUYECKOES 3HAUCHUE.
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(MOCNEOOBATENBHOC T.:u 0001)

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

JleBo(hIOKCAaIIMH TPOTUBONOKA3aH K MPUMEHEHUIO y OepeMeHHBIX M KOPMSIIUX TPYAbIO
JKEHILHH.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMHu

Takue noGounble 3¢dexTsl npemapara Xalnedaokc, Kak TOJOBOKPY)KEHHE WM BEPTHUTO,
COHJIUBOCTH M PaCCTPOMCTBA 3peHus (cM. pa3zern 4.8.), MOTyT CHIKATh ICUXOMOTOPHBIE PEeaKIINH
U CIOCOOHOCTh K KOHIIGHTpAIlMM BHUMAHHA. JTO MOXKET IMPEICTaBIsATh COOOW ompezeseHHbIH
PUCK B CHUTyalMsX, KOTJa 3TH CIIOCOOHOCTH HMEIOT oco0oe 3HaueHue (Hampumep, IMpu
yIpaBJICHUU aBTOMOOMIIEM, IPU OOCITY>)KUBAaHUH MALIHMH U MEXaHU3MOB, TIPU BBIIIOJIHEHHH paboT
B HEYCTONYMBOM IOJIOKEHUN).

4.8. HexkennaTeibHbIE peakunu

Pe3roMe HexkenaTeIbHBIX PeaKIUn

VYkazannele HIKE M000YHBIE 3((EKTH TPEACTAaBICHBI B COOTBETCTBHH CO CIIEAYIOUIMMHU
rpajalusMy 4acTOTHl WX BO3HUKHOBEHHWS: o4eHb udacto (>1/10); wacto (=1/100, mo <1/10);
Hewyacto (>1/1 000, Ho <1/100); penko (>1/10 000, Ho <1/1 000); ouensr penko (<1/10 000)
(BKJIFOUAsl OTJIENIbHBIC COOOIICHHS); YacTOTa HEM3BeCTHA (HAa OCHOBAHWW HMMEIOIIMXCS JaHHBIX
OIICHUTH HEBO3MOKHO).

JlaHHbIe, TIONY4YEHHbIE B KJIMHUYECKUX HCCICIOBAHUAX M TPH IOCTPErHCTPALMOHHOM
NPUMEHEHHH TIpernapara.

HH(;beKuuu u uHeasuu

Heuacmo: rpubKkoBble HH(EKINH, pa3BUTHE PE3UCTEHTHOCTH MATOT€HHBIX MUKPOOPTaHU3MOB.

Hapywernus co cmoponsl kposu u szvzd)amuqecmﬁ cucmemul

Heuacmo: neiikoneHusi (yMEHbLICHHE KOJIWYECTBA JIEMKOLUMTOB B Mepupepudeckoll KpoBH),
303MHOPUIUSA (YBETUYEHUE KOJIMUECTBA 03MHO(DIIOB B TepU(epruuecKoil KpoBH).

Peoko: HeliTponenus: (yMeHbILIEHHE KOJIMYECTBA HEUTpOouiIoB B mnepupeprueckoil KpoBu),
TpoMOOLUTONEHHS (YMEHbILIEHNE KOJINYECTBA TPOMOOIIMTOB B EpU(PEepuIecKoi KPOBH).
Yacmoma neuzsecmua (nocmpe2ucmpayuonHvle OaHHvle): TAHIUTONEHUs (yMEHbIIECHHE
KOJIMYecTBa BceX (OPMEHHBIX JJIEMEHTOB B mepudeprueckoil KpoBH), arpaHyJIOLHUTO3
(OTCyTCTBHE WMJIM PE3KO€ YMEHBIIICHHE KOJIMYEeCTBAa TPAHYJIONHUTOB B MepH(pEepruuecKoi KpoBH),
TeMOJINTUYECKAsT aHEMUSI.

Hapywenus co cmoponst uMMyHHOU cucmembl

Peoxo: aHTMOHEBPOTUYECKHH OTEK.
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Yacmoma HeuszsecmHa  (nocmpecucmpayuduHvle '52%&'5@ %Ha%'éﬁ KI/rﬁ —-II_'LIOK

aHaQUIAKTOUIHBIN IIOK. AHaduiIakTHUeCKue M aHA(DUIAKTOMAHBIE pEaKUUH MOTYT WHOT/IA
pa3BUBATHCA JJaXKe I10CIIe IpUeMa IIEPBOM 1036l IIpernapara.

Hapywenus co cmoponbi QHOOKDMHHOIJ cucmemul

PC,I[K01 CUHAPOM HCaHeKBaTHOﬁ CCKPEIMH aHTUIUYPETUYCCKOIO TOPMOHA

Hapywenus MemaboauIMa U NUMAaHUs

Heuacmo: anopekcus.

Peoxo: runoriimkeMusi, 0COOCHHO y MAIlMEHTOB C CaxapHbIM THa0eTOM (BO3MOXKHBIC MPH3HAKH
THITOTJIMKEMHH: «BOJYUID alleTUT, HEPBO3HOCTh, HCIIAPUHA, IPOKB).

Yacmoma wHeuzgecmua: TUNCPIIIMKEMHUs], TsDKENAss TUIOTIMKEMUsS, BIUIOTH 1O Pa3BUTHUS
THITOTJIHKEMHYECKOW KOMBbI (OCOOCHHO y MOXKMIIBIX IMAallMEHTOB, y MAIlMEHTOB C CaXapHbIM
nrabeToM, MPUHUMAIOUIMX IEePOPAbHbIC THUIOTIMKEMUYECKHUE CpPEACTBa WIM TOJTYYaroluX
JIeYeHUE HHCYJIMHOM (cM. pasaen 4.4.).

Hcuxuueckue HCZDVW@HME*

Yacmo: 6ecCOHHHUIIA.

Heuacmo: uyBcTBO O€CIOKOICTBA, TPEBOTra, CIyTAHHOCTh CO3HAHMSL.

Peoro: ncuxuveckue HapylmieHuss  (HampuMep, TaUIIOLWMHALMK, [ApaHous),  Jernpeccus,
axurtanus (Bo30yxaeHNE), HAPYLIEHUS CHA, HOUHBIE KOLIMAaphbl.

Yacmoma neusgecmna  (nocmpecucmpayuonnvle  OaHHvle).  HApYIIEHHS  INCHXHKH  C
HapyLIEHUsIMU TOBEJIEHHUsI C NpPUYMHEHHEM ceOe Bpela, BKIIOYas CYHULUAATIbHBIC MBICIU U
CYHLUAATbHBIE TONBITKH, HEPBO3HOCTh, HAPYILIEHUs NaMsATH, ACTUPUI (BKJIIOYas HapylIeHUS
BHUMaHWsI, JIC30PUCHTAIINIO).

Hapywenus co cmoponbsl Hepsrou cucmemvl™

Yacmo: TOI0BHAS 0O, TOJIOBOKPYKEHHE.

Heuacmo: cOHIUBOCTB, TPEMOP, TUCTEB3Us (M3BpaIllEHHE BKYCa).

Peoxo: mapecresusi, cympoporu (cMm. paszaen 4.4.)

Yacmoma neuszsecmua (nocmpecucmpayuonivlie  Oannvie):  Tepudepuyeckas  CEHCOpHas
HeliponaTus, nepudepuyueckas CEeHCOPHO-MOTOpHas Helponatus (cM. pasaen 4.4.), TuCKUHEe3Hs,
DKCTpaNUpaMUIHbIE PACCTPOMCTBA, areB3usi (MOTEpsl BKYCOBBIX OIIYHICHH), MapoCMus
(paccTpoiCTBO OIMyIICHHS 3armaxa, 0COOCHHO CYOBEKTHBHOE OIIyIICHHE 3araxa, 00bEKTHBHO
OTCYTCTBYIOIIIETO), BKJIFOYAs IOTEPIO OOOHSHHS; OOMOPOK, ITOBBIICHUE BHYTPHYCPEITHOTO
naBieHus (H0OpOKaueCcTBEHHAs BHYTPHUEPETHAsI TUIIEPTEH3US, TICEBIOOMYX0Ib MO3Ta).

Hapywenusa co cmoponbsl opearna SDeHUﬂ*

Peoko: HapyUmCHUA 3pCHHA, TAKHE KaK paCIlJIbIBYUaTOCTh BUAUMOT'O 1/1306pa>1<eHI/1$[.
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Yacmoma neussecmua (nocmpe2ucmpayuonnol OaH#bne) --_Iﬁ-pl;@h;{ﬂégt (oreps : -Spl:hm[

YBEUT.

Hapyuwienus co cmoponsl opeana cayxa u Jza6upuHma*

Heuacmo: Bepturo  (4yBCTBO OTKJIOHCHHS WM KpPYKEHHsS WM COOCTBEHHOrO Teia WIH
OKPYKAOIIHUX MPEIMETOB).

Peoxo: 3BOH B yIax.

Yacmoma neuzsecmua (nocmpe2ucmpayuuoHtvle OaHuble): CHIKEHHUE CITyXa, IIOTepst CiryXa.

Hapywenusa co cmoponul cepoua™*

Penko: cuHycoBas Taxukapius, OIIyIIeHHE CepIIcONCHHS.

Yacmoma Heusgecmna (nocmpezucmpayuonHvle OaHHble). yunHeHne wuHTepBaga QT,
KEITYJOYKOBBIC HAPYIICHUS PUTMA, XEITyJA0YKOBAS TaXWUKApIUs, >KEIyIOYKOBas TaxXUKapIUS
THIA KITUPYIT», KOTOPbIE MOT'YT IPUBOIUTH K OCTAHOBKE cepjria (cM. pasaensi 4.4., 4.9.).

Hapyvwenus co cmoponwt cocyoog**

Peoxo: cHUXeHUE apTepUalbHOTO AABICHMUS.

Hapywenus co cmoponbt ObIXamenbHoU cucmemysl, opecarnos ZDVOHOIZ KiemkKu u CD@@OCmeHZUl

Heuwacmo: onplmika.
Yacmoma Heussecmua (nocmpecucmpayuonHvle OaHHvle). OpPOHXOCIMA3M, auIePrUuYeCKUi
MTHEBMOHMT.

JKenyoouno-kuweunvle Hapyuerus

Yacmo: nuapesi, pBoTa, TOIIHOTA.

Heuacmo: 6011 B )KUBOTE, TUCTIETICHS, METEOPU3M, 3aI0p.

Yacmoma neuzgecmua (nocmpecucmpayuuortsvle 0aHHble): TEMOpparnueckas auapesi, Kotropas B
OUYCHB PEJIKUX CIIyYassX MOXKET ObITh MPU3HAKOM YHTCPOKOJINTA, BKITFOYAS IICEBIOMEMOPaHO3HBIN
KouT (cM. pa3zaen 4.4.), maHKpeaTur.

HCIDVWQHM}Z CO CImMOPOHbl ne4erHu u DfC€ﬂ’{€6bZGOa}ZZMMX nvmezZ

Yacmo: TIOBBIICHHE AKTUBHOCTH «IEYCHOYHBIX» (EpPMEHTOB B KpOBU (Hampumep,
anannHaMmuHoTpaHcgepassl  (AJIT), acmaprarammunorpanchepassl (ACT)), mnoBblIeHHE
aKTUBHOCTH 11enouHor docdaraszel (ILID) u ramma-royramuntpancdepassl (ITT).

Heuacmo: noBbllIeHNE KOHLEHTPAIIMY OMIUpyOrHa B KPOBH.

Yacmoma neuzsecmua (nocmpe2ucmpayuonHvle OanHwle): TSDKeIas TeYeHOYHAs
HEIOCTaTOYHOCTh, BKIIIOYAsI CIIy4aW Pa3BUTHSI OCTPOH MEUCHOYHON HEAOCTATOYHOCTH, MHOT/IA C
JeTadbHBIM MUCX0JIOM, 0COOEHHO y MAIlMEHTOB C TSXKEJIBIM OCHOBHBIM 3a00JI€BaHUEM (HaIlpuMep,
y MAIMEeHTOB C cercucom) (cM. pazzaen 4.4.); remaTur, KenTyxa.

Hapywernus co cmoponsl kKodicu u NOOKONCHBIX MKAHEl

Heuacmo: cpinib, 3y, KpallMBHULIA, TUTIEPTUIPO3.
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Peoko: nexapcTBeHHass ChIb C S03UHODUINEH W Ctetentfro- %’I‘/I‘l\};ﬂgkdglm {ERESS-

cuHApoMm) (cm. pazzaen 4.4), GUKCUpoBaHHOE JIEKAPCTBEHHOE BBICHITAHHUE.

Yacmoma mneuzéecmua (nocmpecucmpayuonHvle OaHHble): TOKCUYECKUH AIHISPMAIbHBIN
Hekposn3, cuHapoM CrtuBeHca-/[PKOHCOHA, 3KCCyAaTUBHAS MHOTO(GOPMHAS dPHUTEMA, PEAKIIHU
doroceHcuOMIM3anuy (MOBBIIIEHHONW YyBCTBUTEIILHOCTH K COJTHEYHOMY M YIBTPa(dUOICTOBOMY
u3iy4eHuto) (cm. pasnen 4.4.), nedKOUUTOKIACTUYECKUM BACKYJIUT, CTOMATHT.

Peaknui co CTOpPOHBI KOXHU M CIU3HUCTHIX 000JIOYEK MOTYT MHOTAA Pa3BHBATHCS JAXKE IOCIIC
npreMa repBoi 03kl Ipernapara.

Hapyuwenus co cmoponbl mblieynou, CKeiemmuou cucmembvl u COCOUHUMENTbHOU MKAHU™

Heuacmo: apTpairus, Muanrus

Peoxo: mopaxeHune CyXOXHWIUH, BKIIOYass TEHAMHUT (HAIpUMEp, aXWJUIOBA CYXOXKWIHA),
MbllIeYHast CcJabOCTb, KOTOpas MOXKET ObITh OCOOEHHO OIlaCHa Yy MAalUeHTOB C
IICEeBIOMAapaIuTHUECKOM MuacTenuei (myasthenia gravis) (cm. pazgen 4.4.).

Yacmoma neuzeecmua (nocmpe2ucmpayuonnvle OanHvle): PadIOMHOIN3, PA3PBIB CYXOKUIH
(HampuMep, aXUILIOBA CYXOKMIIUSA. DTOT MOOOUHBIH AP PEKT MOKET HAOII0IaThCs B TeueHue 484
HOCJIe Havaya JICYCHHsS M MOXKET HOCHTh JBYXCTOPOHHHUE XapakTep (cM. Tarke paszen 4.4.)),
pas3pbIB CBA30K, Pa3pbIB MBIIIILI, APTPHUT.

Hapywernus co cmoponst nouex u MO‘!@GblGOaﬂwux nymeﬁ

Heuacmo: noBBIIEHNE KOHIIEHTPAIIMHA KPEATUHUHA B CBIBOPOTKE KPOBH.
Peoko:  octpas  mouyeyHas ~ HEIOCTaTOYHOCTh  (HAampuMep,  BCIEACTBHE  pa3BUTHSA
UHTEPCTULMAIEHOTO HEPPUTA).

Obwue napyuienus U peakuui 8 Mmecme 66e0eHuUs™

Heuacmo: actenus.

Penxo: nupekcus (MOBBIIIEHHE TEMIIEPATYPHI TETA).

Yacmoma Heuszsecmua: 601b (BKItoYasi 60J1b B CIIUHE, TPY/IU, KOHEYHOCTSX ).

*B o4eHb peAKWMX Clydasx TIpU TNPUMCHCHHH XWHOJOHOB W (DTOPXUHOJOHOB, HWHOTIA
HE3aBHCHMO OT WCXOJHO UMEIONIMXCs (DaKTOPOB PHCKA, OBUTH 3apeTHCTPUPOBAHBI JUIUTEIHHO
coxpaHsifouecs (10 HECKOJbKHUX MECAIeB WM JIeT), MHBAIUIU3UPYIOIUE U TMOTEHIUATHHO
HeoOpaTUMbIE Cepbhe3HbIe MOOOYHBIE pPEaKIMM Ha IMpermapaT, 3aTparuBarollie HECKOIbKO, a
WHOTJ]a U MHOXKECTBO, KJIACCOB CHCTEM OPTaHOB M OPTaHOB YYBCTB (BKIIOYAs TAaKHE PEAKITHH,
KaK TEHIWHHT, Pa3pblB CYXOXWJIHUS, apTparus, 0OJb B KOHEYHOCTSIX, HAPYIICHUE ITOXOIKH,
HelponaTHy, CBSI3aHHBIE C MAPECTE3UsIMH, JETPECCHsi, MOBBIIICHHAS YTOMISIEMOCTh, HApyIICHUE

namsITH, HapyILIeHUs CHa, a TaKkKe HapyLIeHHs CIyXa, 3peHus, BKyca U 0O0OHSIHMSA) (CM. pasfien

4.4).
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**Y manueHToB, MOTy4YaBIIUX (TOPXUHOIOHBI, |OBLITH oﬁueqcrllgél;éan gﬂkﬂfjr ;._H‘éBl[?I/IS 161 1

paccioeHust a0pThl, HHOTIa OCIOKHEHHBIX Pa3pbIBOM (B TOM YHCJIE C JETaIbHBIM HCXOJ0OM), a
TaKXKe PerypruTalii/HeA0CTaTOYHOCTH JIF00O0T0 KiIanaHa cepaua (cM. paszaen 4.4).

Jlpyaue 803MOHCHbIE HEeHCENAMEbHbLE SdJCbel('I’I’Ibl, OMHOCAUUECA KO 8CeM qbl’}’IODquOJZOHaM

OueHb penko: mpucTymsl mophupuu (oUeHb peaKoi 00e3Hn 0OMEHa BEIISCTB) Y MAIUEHTOB C
nopdupueii.

COOGH.[CHI/ISI 0 TOA03PpEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsAX I0Clie pPETUCTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1elibio 00ecreyeHns HempPepbIBHOIO MOHUTOPUHTA COOTHOIICHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeaunuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
€o00IIaTh O JIFOOBIX TO03PEBACMBIX HEKEIATEIbHBIX PEAKIUAX JEKAPCTBEHHOTO IMpemnapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIATeNbHBIX PEaKIHIX TOCylIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas @enepanus.

®depnepanbHas ciyx0a 1Mo HaA30py B chepe 31paBoOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKas miiomamis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIIEKOMMYHHUKAITUOHHON ceTu «nTepueT:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CumMnToMbI

Hcxonst M3 JaHHBIX, TMOJYYEHHBIX B TOKCHUKOJIOTMYECKHMX HCCIIEIOBAHMSIX, MPOBEICHHBIX Y
KUBOTHBIX, BAXKHEHIIMMH OKUIa€MBbIMU CUMIITOMaMH OCTPOH Mepe103upOBKHU JIeBO(IIOKCcalIHA
SBJISIIOTCSI CUMIITOMBI CO CTOPOHBI IIEHTPAJbHOW HEPBHON CHCTEMBbl (HapyIIEHUs CO3HAHUS,
BKJIIOYasi CIIyTaHHOCTb CO3HAHUS, TOJIOBOKPYKEHHUE U CYJIOPOTH).

[Tpu mocTperucTpallMOHHOM NPUMEHEHUU JeBO(IIOKCAIMHA MIPU NEPE03UPOBKE HAOII0JAINCh
3pEeKThl CO CTOPOHBI LEHTPAIbHOM HEPBHOM CHCTEMBbI, BKJIOYas CIHYTAaHHOCTh CO3HAHUS,
CyJIOpOTH, TAJUTFOLIUHALINM U TPEMOD.

B03MOXHO pa3BUTHE TOLIHOTHI W BO3HUKHOBEHHE 3PO3UM CIHU3HCTON OOOJIOYKU KETyJI0YHO-
KHUILIEYHOT'O TPAKTa.

B kimmHMKO-(hapMaKoIOTHYECKUX HMCCIEOBAHUAK, MPOBEACHHBIX C JI03aMHU JIEBO(IIOKCAIIMHA,
IPEeBBINIAIOIINE TepareBTUYecKre, Ha0I01an0Cch yaauHeHne uarepsaia QT.

Jleuenue


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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B cnyuae mnepeno3upoBku TpeOyeTcsl TIIATGIbHOE Hggh;o-hg reS5d El‘lI_GLEHIG—HITJN_I', UBKstrouas

MOHUTOPUPOBAHUE IIIEKTPOKapAUOrpaMMbl. Jleuenue cumnromatuueckoe. B ciywae ocrtpoit
nepeo3upoBKH TabseTok XainedIoke Mmoka3aHo MPOMBIBAaHUE KeTy/IKa U BBEJICHUE aHTAIUI0B
JUIS 3aIUThl CIM3UCTON 000JI0YKHU Jkenmyaka. JleBodokcanmH HE BBIBOJAMTCS IOCPEICTBOM
nuanusa  (reMoaManv3a, TMEPUTOHEATbHOTO JHaiu3a W I[OCTOSHHOTO — aMOYJIaTOPHOTO
MEPUTOHEALHOTO auanu3a). Crnenuduueckoro aHTHI0Ta He CYIIECTBYET.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

dapmakoTepaneBTHUYECKass TpyNna: aHTHOAKTEpHAIbHBIC CPEACTBA CHCTEMHOTO JCHCTBUS,
HpOI/I3BOl[HbIe XHWHOJIOHA, d)TOpXI/IHOJIOHBI.

Kox ATX: JOIMA12

MexaHu3M ASHCTBUS

[Tpenapar Xaiinehaokc — CHUHTETUYECKHM aHTHOAKTEpUAIbHBIA MpernapaT HIMPOKOTO CIEKTpa
NeHcTBUSL W3 TPyNmIbl (PTOPXUHOJIOHOB, COJCp)KAUIMA B KadeCTBE AaKTHBHOTO BEIIECTBA
7eBO(DIOKCAIIH — JICBOBPAILAIOIINNA H30Mep O(IIOKCAIIHA.

JleBodnokcanun 6mokupyetr JJHK-rupa3y u ronousomepasy 1V, Hapyiiaer cynepcnupanu3aiuio
u cumBky pa3pbiBoB JIHK, unrubupyer cunres JJHK, Boi3biBaeT riiybokue mopdoioruyeckue
M3MEHEHHUs B IUTOIIIa3Me, KIIETOYHOM CTEHKE U MEMOpaHaX MUKPOOHBIX KJIETOK.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

JleBo(iiOKCAIIMH aKTHBEH B OTHOIICHHM OOJBIIMHCTBA IITAMMOB MHKPOOPTaHU3MOB, KaK B
ycioBHsX iN Vitro, Tak u in vivo.
Yyscmeumenvnvie mukpoopeanuzmol (MIIK < 2 me/n; 30na uneubuposanus > 17 mm):

- avpobuvie epamnonoxcumenvhvie mukpoopeanusmei. Bacillus anthracis, Corynebacterium

diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (¢ mom uucne Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(1) [koaeyrazoneecamuenuie,
MeMUYUTLTUH-4Y8CMBUMebHble/-yMepeHHo yyscmeumenvhule], Staphylococcus aureus methi-S
(Memuyunnun-uyecmeumenvhuvie),  Staphylococcus  epidermidis — methi-S — (memuyuniun-
yyecmeumeinvHule), Staphylococcus spp. CNS (koazynazonecamusnuie), Streptococci epynnot C u
G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/IR (nenuyuniun-ymepenno
yyecmeumenbHovle/~uyscmeumenvhvie/-pesucmenmusie),  Streptococcus — pyogenes,  Viridans
streptococci peni-S/R (nenuyunnun-uyecmeumenvhvie/-pe3ucmenmmunie),

- a’pobHble epamompuyamenshble Mmukpoopeanusmbl: Acinetobacter spp. (6 mom uucne

Acinetobacter baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii,
Eikenella corrodens, Enterobacter aerogenes, Enterobacter spp. (¢ mom uucne Enterobacter

cloacae), Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus
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parainfluenzae, Helicobacter pylori, Klebsiella spp. (¢ mom uucne Klebsiella pneumoniae,
Klebsiella oxytoca), Moraxella catarrhalis p+/5- (npooyyupyrowue u nenpooyyupyrowue 6ema-
nakmamasel),  Morganella  morganii, Neisseria  gonorrhoeae non  PPNG/PPNG
(renpooyyupyrowue u npooyyupyrowue nenuyuninunazy), Neisseria meningitidis, Pasteurella
spp. (6 mom uucne Pasteurella multocida, Pasteurella dagmatis, Pasteurella canis), Proteus
mirabilis, Proteus vulgaris, Providencia spp. (¢ mom uucne Providencia rettgeri, Providencia
stuartii), Pseudomonas spp. (¢ mom uucie Pseudomonas aeruginosa [cocnumanvhvie ungexyuu,
svizeannvle Pseudomonas aeruginosa, mocym nompebosams KOMOUHUPOBAHHO20 jeyueHusl)),
Salmonella spp., Serratia spp. (6 mom uucne Serratia marcescens);

- aHasdpobuvle Mmukpoopeanusmel: Bacteroides fragilis, Bifidobacterium spp., Clostridium

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

- Opveue mukpoopeanuzmsl: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,

Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (6 mom
yucne Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyscmeumenvnvie mukpoopeanuzmol (MIIK = 4 me/n; 30na uneubuposanus 16-14
MM):

- a’pobHble _epamnonodcumenvhvle mukpoopeanusmsl:  Corynebacterium  urealyticum,

Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(memuyunniun-pezucmenmusie),  Staphylococcus  haemolyticus  methi-R  (memuyunnun-
pe3ucmenmuvie);

- as’pobHble 2pamompuyamenvhvie muxkpoopeanusmel. Campylobacter jejuni, Campylobacter

coli;

- anaspobuvie muxpoopzanuzmel. Prevotella spp., Porphyromonas spp.

Pezucmenmusie k nesoghnoxcayumny muxpoopeanusmol (MIIK > 8 me/n; 30na uneubuposanus <
13 mm):

- aspobHble epamnonodicumenbHvle Mukpoopanusmvl. Staphylococcus aureus methi-R
(MemuyunIuH-pe3ucmenmHule), Staphylococcus coagulase-negative methi-R
(koazynazonecamusHvle memuyuiiun-pesucmenmuvie), Corynebacterium jeikeium;

- a’pobHvle epamompuyamenvHule Mukpoopeanuzmwl: Alcaligenes xylosoxidans;

- anas’poduvie mukpoopearnuzmul: Bacteroides thetaiotaomicron;

- opyaue muxkpoopeanusmel: Mycobacterium avium.

Peszucmenmnocmo
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TeHOB, Koaupytommx obe Tomouszomepassl tuna ll: JIHK-rupa3y u tonomsomepaszy IV. pyrue
MEXaHHU3MBbl PE3UCTCHTHOCTH, TAaKHME KaK MEXaHW3M BIUSHUS Ha TICHETPAI[MOHHBIC Oaphepbl
MHUKPOOHOH KIIeTKH (MEXaHH3M, XapakTepHbIi mas Pseudomonas aeruginosa) m MexaHH3M
s durokca (aKTUBHOTO BBIBEJICHUS MPOTHBOMHKPOOHOIO CpPEICTBAa W3 MHUKPOOHOM KIIETKH),
MOTYT TaK)K€ YMEHBIIIATh YyBCTBUTEIBHOCTH MUKPOOPTAaHI3MOB K JICBO(DIIOKCAIMHY.

B cBs3u ¢ 0COOCHHOCTSAMH MEXaHM3Ma JEHCTBUS JIeBOGUIOKCAIIMHA OOBIMHO HE HAOJII0JaeTcs
MEPEKPECTHOM PE3UCTEHTHOCTH MEXKIY JEBOQIIOKCAIMHOM U JIPYTMMH HPOTHBOMHUKPOOHBIMU
CpeICTBaMHU.

Kinnnanueckas 3¢ dpekTUBHOCTL U 0€3011aCHOCTh

- a’poOHBIC TPaAMIIOJIOKHUTENIbHBIE MUKpoopraHusMel: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

- a’pobHBIe TpaMoTpuIlaTeabHble Mukpoopranu3Mel: 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 CBOWCTBA

AOGcopouus

JleBoduiokcanuH OBICTPO M TPAKTHUECKH MOJHOCTBIO BCACHIBAETCS IOCIE MpHEMa BHYTPb,
IOpUeM MUIIM Majo BIUSET Ha ero abcopbumio. AOCOIOTHAs OWONOCTYNMHOCTh NpHU IpHUEMe
BHYTph cocTaBisieT 99-100 %. Ilocnme omHOkpaTHOrO mpuema mpernapata B noze 500 wmr
MakcHMasbHas KOHILIEHTpauus JeBodiiokcanuHa B IiazMe kpoBu (Cmax) npocrturaercst B
TeyeHue 1-2 yacoB u cocrasuser 5,2 + 1,2 mxr/mi. dapmakokuHeTHKa JeBOQIIOKCAIIMHA
ABISIETCSl JIMHEWHOM B aAuanazoHe a03 oT 50 nmo 1000 mr. PaBHOBecHass KOHUEHTpauus
neBo(I0OKCaIlMHA B IJIa3Me KPOBH mpu ripueme B o3¢ S00 mr 1 wim 2 pa3a B CyTKH JOCTUTAETCS
B TeueHue 48 4acos.

Ha 10-i1 nenp npuema BHYTpb npemnapata B go3e 500 mr 1 pa3 B cytku Cmax seBoduiokcania
cocraBmsina 5,7 = 1,4 MKr/mi, a MUHUMAaJIbHAs KOHIICHTpAIHs JeBoQIoKcauHa (KOHIICHTPAIUs
nepea npueMoM ouepeaHoin 10361) (Cmin ) B mma3me kpoBu coctaisiia 0,5 + 0,2 Mxr/mi.

Ha 10-it nens npuema BHyTpb npemnapara B go3e 500 mr 2 pasza B cytku Cmax cocrasisia 7,8 +
1,1 mxr/mi, a Cmin — 3,0 + 0,9 Mkr/m.

Pacnpenenenue

Cas3piBanne ¢ OenkaMu CbIBOpOTKH KpoBu coctaBisier 30-40 %. [locne ogHOkpaTHOrO M

noBTopHoro mnpuema 500 wmr neBodokcaniiHa 00BEM pacmpeneneHus: JeBodIOKcalnHa
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coctaBisier B cpeqHeM 100 1, 4To yka3pIBadT Ha Xd{;%;h-eg Eﬂ%&%ﬁ%ﬁ%%ﬂ? ':(Eéﬁg;&umo)

neBodIIOKCaIlMHA B OPTaHbl M TKAHU OPTaHU3Ma YeIOBeKa.

Ilponuxnosenue 6 causucmyro 00010UKY OPOHXO08, HCUOKOCMb INUMENUANbHOU BbICTNUIKU,
anveeoisipuvie Makpogacu

[Tocne omHOKpaTHOrO NMpueMa BHYTph mpernapata B jmo3e 500 mr Cmax jeBodokcaigHa B
CIIU3UCTON 000JI0UKE OPOHXOB M JKUKOCTH SMUTEINATHHON BRICTHIIKH JOCTUTANIACH B TeYeHHE 1
yaca uiau 4 yacoB u coctanisia 8,3 Mkr/r u 10,8 MKr/miL.

Koaddumentsl neHerpanuu B CIU3UCTYI0 00OJOYKY OpPOHXOB U JKUIKOCTb AIUTEIUATbHON
BBICTHJIKH, TI0 CPaBHEHHUIO C KOHIICHTpallMeW B IUia3Me KpoBH, coctamisitor 1,1-1,8 m 0,8-3,0
COOTBETCTBEHHO.

[locne 5 nueit npuema BHYTph mOpemapata B jgo3e 500 Mr cpenHue KOHLEHTpalUU
neBoduiokcanmHa 4Yepe3 4 dYaca IMocie IMOCIEQHEro IpueMa IpemapaTta B KHAKOCTH
SIUTETUATBHOM BBICTHJIKM COCTaBIIM 9,94 MKI/MII M B albBEOJSIpHBIX Makpodarax — 97,9
MKT/MJI.

IIponuknosenue 6 ne2ounyro mKamw

Cmax neBoduiokcaliiHa B JIETOYHOM TKAaHM IOCIE MpuUeMa BHYTph Ipemapata B go3e 500 mr
JIOCTHTaJIach 4epe3 4-6 4acoB M cocTaBiisia mpuodan3uTenbHo 11,3 MKr/r ¢ koddduimentamMmu
neHetpauuu 2,0-5,0 mo cpaBHEHHIO C KOHLIEHTpALUEN B IJ1a3Me KPOBH.

IIponuknosenue 6 anb8eonsAPHYIO HCUOKOCHb

[Tocne 3-x nueit npuema npenapata B g03e 500 mr 1 unu 2 paza B cyTku Cmax jgeBoduiokcanuHa
B aJbBEOJISIPHON >KUAKOCTU JocTUranach yepe3 2-4 vaca u cocrabmsna 4,0 u 6,7 MKr/mi,
COOTBETCTBEHHO, ¢ Koa(¢uuueHToM neHerpauuu 1,0 Mo CpaBHEHHIO C KOHLEHTPALMSIMHU B
MJ1a3Me KpPOBH.

IIpoHukHoBeHUe 8 KOCMHYI0 MKAHD

JleBorioKcanuH XOpPOIIO MPOHUKAET B KOPTUKAIBHYIO M TyOuyaTyl0 KOCTHYIO TKaHb, Kak B
INPOKCUMAJIbHBIX, TaK M B JUCTAJIbHBIX OTAeNax OeIpeHHOH KOocTH, ¢ Kod(PHUIHEeHTOM
NeHeTpanuu (KOCTHas TKaHb/Tutazma kposn) 0,1-3,0.

Cmax neBodnokcariHa B ry04aToif KOCTHOM TKaHU MPOKCHUMAILHOTO OT/ena OeJpeHHOI KOCTH
nocine npuema mnpemnapara B 1o3e 500 Mr cocraBisuia npubmusutensHo 15,1 MKr/r (depes 2 daca
MocCJIe IprueMa rpemnapara).

IIponuxHnosenue 6 CHUHHOMO3208V10 HCUOKOCMb

JleBo(rioKcaIuH TII0X0 MPOHUKAET B CIIMHHOMO3TOBYIO JKHJIKOCTb.

HpOHUKHO@@Hue 6 MKAaHb npedcmameﬂbHoﬁ aHcesiesnl
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ITocne npuema BHYTph npenapara B mo3ze 500 mr 1 paﬁ@'%yﬂ%‘ﬁéﬁgﬁﬂtﬁx' Z[Eﬁl,:l EBQE[HM

KOHIIEHTpalusl JIeBO(IOKCallMHA B TKAHHM MPEACTATEIILHON JKeJe3bl COCTaBiisia 8,7 MKI/T,
CpeaHee COOTHOILICHNE KOHIICHTPAIUi IpeAcTaTeNbHas Kelle3a/iasmMa KpoBu coctasiisiio 1,84.
Konyenmpayuu 6 moue

CpenHue KOHIIEHTpaIuu B Moue depes 8-12 vacoB mocie nmpuema BHYTpb 10361 150, 300 u 600
MT JIeBOIOKCaInHA cOoCcTaBI U 44 MKr/Mi, 91 MKr/Mia u 162 MKI/MII, COOTBETCTBEHHO.
buompancgopmayusn

JleBoduiokcanun MeTabonu3upyeTcss B He3HauuTelnbHOU creneHu (5 % mpunstoit mo3bl). Ero
MeTabonuTaMu SIBISIFOTCSL  JieMeTH/UieBopiiokcaliud U N-OKCUJ JeBO(IOKCAIIUH, KOTOpbIE
BBIBOJATCS TOoYKamu. JleBopriokcanmuH SBISIETCS CTEPEOXMMHYECKH CTAaOMIBHBIM H  HE
MO/ABEPraeTCs XUPAIbHBIM MTPEBPAIICHUSIM.

DJIMMUHALNS

[Tocne mpuema BHYTpb JI€BO(IOKCAIIMH OTHOCUTENILHO MEUICHHO BBIBOJAUTCS U3 ILIA3MbI KPOBU
(mepuon momyBeBeneHus (T1/2) — 6-8 wacoB), mpeuMyIIecCTBEHHO, Yepe3 modku (Oomnee 85 %
npuHITONH 103b1). OOmMii KIMpeHC JIeBO(DIOKCAMHA IOCIe OJHOKpaTHoro mpuema 500 mr
coctaBiasu 175 £ 29,2 mi1/MuH.

OtcyTcTBHE CYIIECTBEHHBIX pa3nuuuii B (papMaKkOKWHETHKE JieBO(JIOKCAllMHA TIPU €ro
BHYTPUBEHHOM BBEJEHUU M TPUEME BHYTPb MOATBEPXKIAET TOT (PaKT, 4yTO MpPUEM BHYTPb U
BHYTPUBEHHBIN MyTh BBEJACHUS SBIISIOTCS B3aMMO3aMEHSIEMbIMHU.

[on

dapMaKOKHHETHKA TEBO(IIOKCAIIMHA Y MY>KUMH U KEHIIWH HE pa3TuvaeTcs.

JInia moyKuJIoro Bo3pacra

CDapMaKOKI/IHeTI/IKa Y HaMEHTOB IMOXUJIOTO BO3pacTa HE OTIUYACTCA OT TaKOBOM Y MOJOIOBIX
MNaluCHTOB, 3a UCKITIOUYCHHUCM pa3quI/H71 Q)apMaKOKI/IHeTI/IKI/I, cBs3aHHBIX ¢ m3MeHeHusMu KK.

IloyeuyHas HEAOCTATOYHOCTh

[Tpy mo4euHOM HEIOCTATOUYHOCTH (papMaKOKMHETHKa JieBoduiokcannHa u3MmeHsercsa. [lo mepe
yXyAumeHuss (yHKIUM TIOYeK BbIBEJEHHE uepe3 mouyku u noudeuyHsld kinupeHc (CIR)
yMeHblIatTes, a T1/2 yBenuuuBaercs.

dapMakOKMHETHKA MPHU NMOUYEYHON HEJOCTATOUHOCTH IOCNIe OJHOKpATHOro npuema BHyTpb 500

M TIperapara.

KK (mi/mMun) <20 20-49 50-80
CI1R (mn/muH) 13 26 57
T2 (1) 35 27 9

6. PAPMAIIEBTUYECKHE CBOMCTBA



6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
EJUTF0JI03a MUKpOKpucTayunyeckas (tum 101);
HATpUs Jaypuicyibdar;

Kpaxmall KyKypy3HbIii;

TaJIbK;

MarHusi cTeapar;

kapOokcumeTmiikpaxman Hatpus (Type A);
KPOCKapMeIu103a HaTpHs;

KPEMHHUS JUOKCHUJI KOJIOUIHBIH;

EJUTF0JI03a MUKpOKpUcTayunyeckas (tur 102);
Obonouka:

omaspaii opamxkesslii II (85G53625):
(MOJMBHUHUIIOBBIH CIHUPT;

TaJbK;

TUTaHA JINOKCHUI;

makporoi 3000;

KPaCHUTEJIb COJTHEUHBIN 3aKaT JKENTHIH;
JICIIUTHUH);

omaspai oenbrit 11 (85G58977):
(MOJMBHUHUIIOBBIH CIHPT;

TUTaHA IUOKCUI,;

TaJbK;

maxporou 3000;

JICTIUTHH).

6.2. HecoBmMecTUMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rozxa.
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6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh 1pu Temneparype He oime 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

Jlosuposka 250 mr:

ITo 10 Tabnerok B Onuctep u3 IIBX/amoMunus.

[To 1 6ucTepy BMecTe ¢ MHCTPYKLMEH O TPUMEHEHHUIO B TaYKy KapTOHHYIO.

Jlozuposka 500 mr, 750 mr:
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ITo 5 Tabnerok B 6iuctep u3 [IBX/amomunusI.

[To 1 6rucTepy BMecTe ¢ MHCTPYKIIMEH O TPUMEHEHUIO B MTAYKy KApTOHHYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHUINyJsiMHU ¢ penapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Nunua

«Xairnanc Jlaboparopu3 I1BT. JITI.%»

E-11, 12 & 13, Caiit-b, UPSIDC, Cypaxmnyp, I'peiitep Houna-201306, (U.P.), Uuaus.
Tenedon: +91 (120) 256 97 42; daxc: +91 (120) 256 97 43; E-mail: info@higlance.com;

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUsI

IIpereH3un HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApPECy.

Poccniickas @enepanns
000 «®apma ['pynn»
123007, r. Mockaa, mocce Xopoiénckoe, 1. 13A, kopn. 3, nom. III, komn. 1.

Ten./daxc: +7 (495) 940-33-13, E-mail: rus@higlance.ru

8. HOMEP PETUCTPALHMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETUCTPALIMU (IIOATBEPXXJIEHUSA PETMCTPAIIMU,
INEPEPETUCTPALIUN)

Jlara nepBoii peructpanuu:
10. IATA IEPECMOTPA TEKCTA
OOmiass  xapakTepucTHKa JIGKapCTBEHHOTO  Tmpemapara  Xainedyiokc  OCTymHa  Ha

uH(pOPMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT™ http://eec.eaeunion.org/
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