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OBIIASI XAPAKTEPUCTHKA JI EKAP%EE%%TEFMK?HK

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

JleBodokcarut, 250 Mr, TaOIETKH, TOKPHITHIE TUIEHOYHON 000I0YKOM.

JleBodnoxcanun, 500 Mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOM.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByrOIIIEE BEIIECTBO: JIEBOIOKCAIIMHA TEMHUTHAPAT.

Kaxnas Ttabmerka comepxkutr 256,23 mr neBodiokcalHa reMUTHIpaTa B TEepecyeTe Ha
neBoduiokcarus 250,00 mr.

Kaxnas Ttabnerka comepkut 512,46 Mr neBoduiokcaluHa TeMUTHApaTa B IIepecyeTre Ha
nesodaokcara 500,00 mr.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTK, MOKPHITHIC INICHOYHOU 000JI0YKOM.

JlosupoBka 250 mr

Kpyribie, 1BOSKOBBINYKIIbIC TaOJCTKH, MOKPBIThIC TUIEHOYHOH O0OJOYKOW O€J0ro WIIM IOYTH
0eJI0ro 1BETa, C PUCKOM, Ha U3JIOME BHU/IHBI J[Ba CJIOSI — SIPO CBETJIO-XKEITOrO IIBETA U TICHOYHAs
000JI04Ka.

Jlozuposka 500 mr

prTHHe, ABOSKOBBIITYKJIBIC Ta6J'IeTI(I/I, IIOKPBITLIC IJICHOYHOH 000JIOYKOW O€lIoro WIIM IOYTH

Oenoro BCTa, HAa U3JIOME BUIHEI JIBa CJIOS — AAPO CBCTJIO-KCJITOTO IBCTA U IIJICHOYHAA 000J10YKa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO
Jleuenne WHQEKINOHHO-BOCTIAIUTENbHBIX 3a00JIeBaHUN, BBI3BAaHHBIX UYYBCTBUTEIBHBIMU K
1eBO(IOKCAUHY MUKPOOPTraHU3MaMH:

®  OCJIOXXKHEHHbIE MH(PEKIIUN MOUYEBBIBOISIINX TyTEH U MUETOHEeDPUT;

® XpOHUYECKHUH OaKTepUaIbHBIN MPOCTATHUT;

e ISl KOMIUIEKCHOTO JIEYEHHUS JIEKAPCTBEHHO-YCTOMYMBBIX (JOPM TYOEpKyIiesa;

® MpoQHIAKTUKA U JIeUeHUEe CUOUPCKOM SI3BbI IPH BO3AYIIHO-KANEIbHOM IYTH 3apakKeHHUS.
JUist nedeHus cieayonmx HHQEeKIInOHHO-BOCTIATUTENbHBIX 3a001€BaHUH J1€BO(DIOKCAIITH MOXKET

IMPUMCHATBCA TOJIBKO B KAYCCTBC aJIbTCPHATHUBLI APYTUM HpOTI/IBOMHKpO6HBIM nperaparam:
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e BHEOOJBbHUYHAS ITHEBMOHMUA,

® OCJIOXHEHHbIEC HHPEKIUU KOKU U MATKUX TKaHEH;

® OCTpHIN OaKTEpHAIbHBIN CHHYCHT;

e 000CTpEeHHE XPOHUYECKOTO OPOHXHUTA;

® HEOCJOXHEHHbBI LIUCTUT.
[Tpu npumenennu npenapara JIeBoguiokcalyH ciaenyeT y9uThIBaTh O(UIIMATbHBIC HAITMOHATHHBIC
PEKOMEHJIAlMKA TI0 HAJIeKAIlleMy MPUMEHEHUIO aHTHOAKTepUAIbHBIX MPENapaToB, a TaKKe
YYBCTBUTEJIHLHOCTh MATOI€HHBIX MHUKPOOPTraHU3MOB B KOHKpeTHOW cTpaHe (cMm. pazaen 4.4,

noapazaen «Ocolble yKa3aHus).

4.2. Pe:kuM 103UPOBAaHNS M CIOCO0 NPUMeEHEHUs!

Pexxum 103upoBaHus

PexkuM  O3MpOBaHUSI  ONPENENACTCS XapaKTepoM U TSDKECThIO HMH(EKIHMH, a TakKe
YYBCTBUTEIHHOCTHIO MPEATIONIAraeMOro BO30YAUTEIIS.

[TponOMmKUTETLHOCTD JICUCHUS BAPHUPYET B 3aBUCHMOCTH OT TCUCHUS 3a00JICBaHUSI.
Pexomenodyemvie pedicum 003upo8aHusi u NPOOOINCUMENTbHOCHb JeYeHUsl Y NAYUEHMO8 C
HopmanbHoU yHkyuel nouek (kaupenc kpeamununa (KK) > 50 ma/mun)

Ocnoochennvie uHGdexyuyu Mou4esbl8oosuux nymeu

[To 2 Tabmetku 250 mr 1 pa3 B cytku wim o 1 tabnerke S00 mr 1 pa3 B CyTkH (COOTBETCTBEHHO
o 500 mr neBodokcanuua) — 7-14 nHei.

Iuenonedppum

[To 2 tabnetku 250 mr 1 pa3 B cytku unu 1o 1 tabnerke 500 mr 1 pa3 B CyTKH (COOTBETCTBEHHO
o 500 mr neBodokcaruua) — 7-10 gHEi.

XDOHMH@CKLHZ 6aKmepuaﬂbeld npocmamum

ITo 2 tabnetku 250 mr mwnu no 1 tabnerke 500 mr 1 pa3 B cyTku (cooTBeTcTBeHHO M0 500 Mr
neBo(IoKcalHa) — 28 THEH.

Komnnexcroe neuernue nexapcmeenno-yCcmou4usblx (bODM mv6epl<wze3a

ITo 1 rabnetke 500 mr 1-2 pasa B cytku (cooTBeTcTBeHHO 110 500-1000 MT 1eBodmoKcanuna) — 10
3-X MecsIIeB.

Hpod)wzakmuka ujederue CU6UDCKOIZ A36bl npu GOSOVWHO'KCZI’leﬂbHOM nymu 3apaxcerus

ITo 2 Tabnerku 250 mr wiu 1o 1 Tabnerke 500 mr (coorBercTBeHHO MO 500 MT IeBodIIOKCaMHA)
1 pa3 B CyTKH B TeUEHHE JI0 8 HE/ICNb.

Buebonvnuunas nneemonus

[To 2 tabnerku 250 mr wim mo 1 tabmerke 500 mr 1-2 paza B CyTKH (COOTBETCTBEHHO IO

500-1000 mr neBoduiokcanuua) — 7-14 mHei;
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[To 2 tabnerku 250 mr wim mo 1 tabmerke 500 mr 1-2 paza B CyTKH (COOTBETCTBEHHO IO
500-1000 mr neBoduiokcanuna) — 7-14 nHei;

Ocmpblil bakmepuanibHblil CUHYCUN

ITo 2 tabaerku 250 mr wau o 1 tabnerke 500 mr 1 pa3 B cytku (coorBercTBeHHO 1Mo 500 Mr
neBoduiokcanuua) — 10-14 nueit.

O6ocmpeHue XPOHUUECKO20 6p0quma

ITo 2 tabaerku 250 mr wau o 1 tabnerke 500 mr 1 pa3 B cyTtku (cooTBercTBeHHO 1m0 500 Mr
neBodokcanua) — 7-10 gaeit.

Heocnooicnennuwiii uucmum

ITo 1 Tabnerke 250 mr 1 pa3 B cyTku (cooTBeTCTBEHHO 10 250 Mr neBodokcanuna) — 3 .

IIponyck nmpuema oJIHOM MJIM HECKOJBKHMX 03 Ipernapara

Ecnu cnywaifHO mpomyieH mOpueM mpernapara, TO CIEAyeT, KaKk MOXKHO CKopee, MPUHATh
Ouepe/Hyl0 J03y U Jajee IMpoJoJDKaTh IPUEM COTJIACHO PEKOMEH/IOBAHHOMY pPEXUMY
JIO3UPOBAHUS.

Oco0nIe I'pYIIIBI NAIIMCHTOB

Pesicum oozuposanus y nayuenmog ¢ napyuwernuem gyukyuu novex (KK < 50 mn/mun)
JleBodirokcany BBIBOAUTCS MPEHMYIIICCTBEHHO TTOYKAMH, TIOATOMY IPH JICUCHUH MAIUEHTOB C

HapyIEHHOH QyHKIMEH moueKk TpedyeTcs CHIKEHHE JI03bI Tperapara (CM. TalJInIly HIKE).

KK Pexum nosupoBanus npemnapata JleBoduokcanux

Pexomennyemas no3a | Pexomenmyemas no3za | Pekomenmyemas mo3a
npu KK > 50 m/mun: | npu KK > 50 mu/mun: | npu KK > 50 mu/mMun:
250 mr/24 4 500 mr/24 q 500 mr/12 4

nepBas no3a: 250 mr, | mepBasg noza: 500 wmr, | mepsag nmosza: 500 wmr,
50-20 mu/mMuH
3areM 1o 125 mr/24 u | 3atem no 250 mr/24 4 3areM 1o 250 mr/12 4y

nepBas no3a: 250 mr, | mepsas go3a: 500 mr, nepBas no3a: 500 wr,
19-10 mu/mMun
3ateM 1o 125 mr/48 4 | 3atem o 125 mr/24 y 3areM 1o 125 mr/12 94

< 10 Mu1/™mMuH nepBas fo3a: 250 mr, | mepsas gosa: 500 mr, nepBas no3a: 500 wr,
(BKITIOUAst 3areM no 125 mr/48 u | 3atem no 125 mr/24 4 3areM 1o 125 mr/24 4y
reMoJianns u

AT

! _ nocrne remMomani3a WM MOCTOSHHOTO aMOYIaTOPHOTO MepHToHeansHoro auann3a (ITATIT)

He TpeOyeTCsl BBEICHHsI IOTIOTHUTEIIBHBIX J103.
Peotcum 0ozuposanus y nayuenmoe ¢ HapyueHusMU QyHKYuu nevenu

[Tpu HapymeHuun (GyHKIMU NTEYEHU HE TpeOyeTcsl KOPPEKIMH peXUMa JJO3UPOBAHUS, TOCKOIBKY
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Pesicum 0ozuposanus y nayuenmos nodxcuno2o 8o3pacma
JIisi ManMeHTOB TOXKWIIOTO BO3pacTa HE TPeOyeTcs KOPPEKIMH peKUMa JTO3UPOBaHUs, 32
uckiroueHneM cirydaeB cHmkeHuss KK no 50 mu/mMun u Huke.

eTH
[Tpemapar JleBoduiokcannH MPOTUBONOKA3aH y JAeTeid 10 18 JeT B CBSA3M ¢ HE3aBEPIICHHOCTHIO
pocTa CKeJleTa, TaK KaK HeJb3sl MOJHOCTHIO UCKIIIOUUTh PUCK MOPAKEHUS XPSIIEBBIX 30H POCTa
KOCTEH.

Cnoco0 IIpuMeHeHus

Tabnerku 250 mr nim 500 Mr npuHUMAIOT BHYTph | i 2 pas3a B CyTKH.

Tabnerku ciemyer HpOTaThiBaTh, HE Pa3KEBbIBas M 3alWBas JTOCTATOYHBIM KOJIHMYECTBOM
xunakoctu (ot 0,5 o 1 crakana). [Tpu HeoOxoqumocTH TabaeTku 250 M MOYKHO pa3jaMbIBaTh IO
pHCKe.

[Ipenapat MOXHO MPUHUMATH TIEpeT €0 WK B JIF000E BPEMsi MEXXy IPUEMaMH IMUIIH, TaK KaK
IpUEM MUK HE BIKACT Ha abcopOuuio mpemnapara (cM. pazaer 5.2).

[Tpenapar ciexyer NpUHUMATh HE MEHEE YeM 3a 2 4 JI0 MJIU yepe3 2 4 MocIIe pueMa npenapaTos,
COZICpKAIINX MAarHUI W/WIK aJFOMUHUI, )Kele30, IUHK, WK CyKpaibdar (cM. paszaen 4.5).
Y4uuTeIiBas TO, 4TO OMOIOCTYITHOCTH JIEBO(IIOKCALIMHA ITPH IIpUEME IIpernapaTa B Ta0JIeTKax paBHa
99-100 %, B cy4ae mepeBoja ManyMeHTa ¢ BHYTPUBEHHOW MH(Y3HUH JIEBO(IIOKCAIIMHA HA TIPUEM
TabJETOK ClieAyeT MpOAOIDKATh JIEYeHHEe B TOM e Jj03e, KOTOopas MNpUMEHsIach MpU

BHYTpHUBEHHOU HHOY3uH (cM. pazzern 5.2).

4.3. IlpoTuBONIOKA3aHUS

® TUNEPYYBCTBUTEIBHOCTh K JIEBO(IOKCAIMHY WIM K APYI'MM XHWHOJOHAaM, a TaKke K
J1r000MY U3 BCIIOMOTATEIbHBIX BELIECTB, IEPEUMCIICHHBIX B pa3jene 6.1;

®  DIINICTICHS;

e [riceBjomapanuTHUeckas muactenus (myasthenia gravis) (cm. pasgen 4.4, moapasmen
«Oco0ble ykazaHus» u paszzen 4.8);

® TIOpaXEHUS CyXOXKWIHU MPH MprueMe GTOPXHUHOJIOHOB B aHAMHE3E;

e JIEeTCKUH M TOJPOCTKOBBIM Bo3pacT A0 18 ser (B CBA3M C HE3aBEPLIEHHOCTHIO POCTa
CKeJleTa, TaK KaK HeJlb3sl MOJHOCThIO UCKITIOYUTh PUCK MOPAKEHUS XPAIICBBIX 30H POCTa
KOCTeH);

e OepeMEeHHOCTh (HENb3s MOJHOCTHI0 UCKIIIOYHTh PUCK TOPKEHUs XPALIEBBIX 30H POCTa
KOCTeH y moa);

¢ [iepuoa rpyaHoro BCKapMJIMBAHHA (HCJ'IBBH IMOJIHOCTBKO HUCKIIFOUUTHL PUCK IIOPAKCHUSA
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XPAIIEBBIX 30H pOCTa KOCTEH y peOeHKa).

4.4. OcoOble yka3aHHUs 1 MepPbl NPeI0CTOPOKHOCTH NPH MPUMeHEeHUH

C 0CTOPOKHOCTBLIO

e V T[alMEHTOB, TMPEIPACIONIOKCHHBIX K pa3BUTHIO cynopor (y MalMeHTOB C
IPEIUIECTBYIOIMMHU TOPaKEHUsMU ILeHTpainbHOM HepBHOM cucrembl (LIHC); y
MAIMEHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX MTPerapaThl, CHUKAIOIIIE OPOT CYAOPOKHOM
AKTHBHOCTH FOJIOBHOTO MO3Tra, Takue Kak (hendyden, reopuminn) (cMm. pasmaen 4.5).

e V  QanuMeHToB ¢  JIATEHTHBIM  WMIM  MaHU(ECTUPOBAHHBIM  ACPUIUTOM
[II0K030-6-pocaraeruaporenassl  (MOBBIICHHBIN PUCK Pa3BUTHUA T'EMOJIUTHYECKUX
PeaKIyii Ipy JICYCHUN XUHOJIOHAMH).

e VY ManWeHToB ¢ HapymeHUsSMH (YHKIHMU TOYeK (Tpedyercsi 00s3aTenbHBI KOHTPOJb
(GYHKINHU TOYEK, a TAK)KE KOPPEKIIUS PeKUMa J03UPOBAHUS, CM. paszen 4.2).

¢ VY nanMeHTOB ¢ U3BECTHBIMU (haKTOpamMH pUcKa yumHeHus uaTepBaia QT: y manuenTos
NOXXWJIOTO  BO3pacTa, y  TMAlHMEHTOB  JKEHCKOTrO0  TOJa; y  TMalHeHTOB  C
HECKOPPEKTUPOBAHHBIMHM ~ DJICKTPOJIMTHBIMH ~ HApyImICHUSAMH (C  THIIOKAIHEMHUEH,
TUIIOMarHueMHei); ¢ CHHIPOMOM BpOXIEHHOro yiuiuHeHus wuHtepBana QT; c
3a0oieBaHUAMH  cepAla  (cepaeyHas  HEAOCTaTOYHOCTh, HWH(MApPKT  MHUOKap[a,
OpaauKkapaus); MpH OJHOBPEMEHHOM IpPHEME JIEKAPCTBEHHBIX IPENapaToB, CIIOCOOHBIX
ynmuHaTh uHTepBan QT (anTnapurMmuueckue cpenacta kinacca IA u ll, Tpunukmaeckue
AHTHUJEIPECCAHThI, MAKPOJIUIBI, HeHposenTHKH) (cM. noapazaen «Ocolble ykazaHHUs» U
paznensi 4.5, 4.9).

e VY nanueHTOB C caxapHbIM JHA0ETOM, IMONYYAIONINX TepOPATbHbBIE THIIOTIHKEMHYECKUE
npenapaTsl (Harpumep, MHOEHKIAMUA) WM Tpenaparbl WHCYIWHA (BO3pPAcTaeT PUCK
Pa3BUTHSI TUTIOTJIMKEMHH).

e VYV MaNMeHTOB C TSHKEIBIMH HEKEIATCIBbHBIMH PEaKIUSIMH HA JPYrHe (PTOPXHHOJIOHBI,
TaKUMH KaK TSDKEJIbIe HEBPOJIOTUYECKHE pEaKIUH (TTOBBIIICHHBIA PHUCK Pa3BUTHUS
AQHAJIOTMYHBIX HEXKEJIATeNbHBIX PEAKIIH MPH MPUMEHEHUH JIEBO(IIOKCAIINHA).

e V ManueHToB C MCHUXO03aMHM WM y TAllMEHTOB, MMEIOIIMX B aHaMHE3€ INCUXMYECKHUE
3aboneBanus (cM. moapasnen «Ocolble yKazaHHsD).

e VYV ManMeHTOB MOXKUIIOTO BO3pPACTa, y MAIMEHTOB MOCIE TPAHCIUIAHTAIMH, a TAKKe MPHU
COITYTCTBYIOIIEM NMPUMEHEHUH TIIOKOKOPTUKOCTEPOUI0B (ITOBBIIICHHBIA PUCK PA3BUTHA
TEH/IMHUTOB U pa3pbIBa CYXOKWINN) (cM. oapaszaen «Ocodble yKazaHus»).

e VY manueHToB ¢ nmophupueit (puck odoctpenus mophupuu, cM. pasaen 4.8).

e YV ManueHTOB C MaHKPEATUTOM B aHamMHe3e (cM. moapasnen «Ocolbie yKazaHus»).
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e VY ManueHToB C aHEBPU3MOM a0PTHI, C BP( mneHHL%M g&p&ﬁ%&ﬁﬁﬁﬁ&%%ﬁi B célvh'e :IHOM

CMEPTHOMY OTUETY

aHaMHe3e, WIM Yy TMalUEeHTOB C JMAarHOCTHUPOBAaHHOW aHEBPU3MOM aopThl W/WIiH
paccioeHreM aopThl, ¢ 3a00JieBaHMEM KJalaHa cepAlla WIM NP HATMYUH JPYTUX
(akTOpPOB pHCKAa WM COCTOSIHHIA, MPEAPACIIONATaOMUX K PAa3BUTHIO aHEBPH3MBI AOPTHI
WIA pacCcIOEHUS aopThl, WIM PErypruTaluu/HeI0CTaTOYHOCTH KialaHa cepila
(Hanpumep, cuHapoM Mapdana, cunapom Dnepca-Jlannoca, cunapom TepHepa, 60se3Hb
Bexuera, aprepuanbHas TUIIEPTEH3Us, PEBMATOUIHBINA apTPUT, COCYIUCTHIE 3a00JIeBaHus,
Takue Kak aprepuuT TakasCcy, TUraHTOKJIETOYHBIM apTEpPUMT, IOATBEPKIACHHBIN
aTepockiiepo3, cuHapoM lllerpena, MH(pEKUMOHHBIM SHIOKAPAUT) (CM. MOIpa3aen
«Oco0bIe yKa3zaHUs»).

Oco0ble yKa3auus

[ocniuranbHbie WHOEKIIMH, BBI3BaHHBIC CHHETHOWHOW mamoukoi (Pseudomonas aeruginosa),
MOTYT MOTPeOOBaTh KOMOMHUPOBAHHOTO JICUCHUSI.

Puck pazsumust pezucmenmnocmu

PacnipocTpaHeHHOCTh pUOOPETEHHOM PE3UCTEHTHOCTH BBICEBAEMBIX IITAMMOB
MHKPOOPIaHU3MOB MOKET H3MEHSTHCS B 3aBUCHMOCTH OT TeorpaMuecKoro perdoHa M ¢
TCUCHHEM BpEeMEHH. B c¢Bsi3u ¢ 3TM TpeOyercs uHGOpPMAIMs O PE3MCTEHTHOCTH K
7eBOMIIOKCAIMHY B KOHKPETHOH crpane. Jlis Tepamuu TsOKENBIX MHQEKIHN WK  TpH
HEeO(PPEKTUBHOCTH JICYEHHS JIOJDKEH OBITh YCTAHOBJEH MHKPOOHOIIOTMYECKHH JHArHo3 ¢
BBIJICIICHHEM BO30OYIUTEISI U OTPEICICHHEM €r0 YyBCTBUTEILHOCTH K JIEBO(IIOKCAIMHY.
Memuyunnun-pezucmenmuoiii 3010mucmuitl cmaghunoxoxx (Staphylococcus aureus)

HmeeTcst BBICOKast BEPOSATHOCTD TOTO, YTO METHIIMIUTHH-PE3UCTEHTHBIN 30JI0TUCTBIN CTA(QUITOKOKK
OyZeT Pe3MCTEHTHBIM K (PTOPXHUHOIIOHAM, BKIIOYas JieBoduiokcaint. [1oaTomy jeBodIoKCcainH
HE PEKOMEH TYETCS JIJISl JIEYEHHUS YCTAHOBIICHHBIX WM MTPEIIOIAaracMbIX HH(PEKIIMI, BEI3HIBAEMBIX
METHIMUTNH-PE3UCTEHTHBIM 30JI0THCTBIM CTAa(QUIIOKOKKOM, B CIy4ae €ciu J1abopaTopHbIE
aHAJIM3bI HE TOATBEPANIA YyBCTBUTEIBHOCTH 3TOI0 MUKPOOPTaHU3Ma K JICBO(IIOKCAITUHY.
TIomepss mpyoocnocobrocmu (UHEANUOU3AYUSL) U NOMEHYUATbHbLE HeOOPaAMuUMble CepbesHble
HedicenamenbHble PeaKyull, 00YCI06/IeHHbLE RPUEMOM (PMOPXUHOLOHO8

[IprmMeHeHre (TOPXUHOJIOHOB, B TOM YHCIC JEBO(DIOKCAI[MHA, OBUIO CBS3aHO C MOTepei
TPYIOCIOCOOHOCTH U Pa3BUTHEM HEOOPATUMBIX CEPhE3HBIX HEKEIATEIBHBIX PEAKIHIA CO CTOPOHBI
Pa3IUYHBIX CHCTEM OpraHHW3Ma, KOTOPBIE MOT'YT Pa3BHTHCS OJJHOBPEMEHHO y OJHOTO M TOTO K€
nanuenTa. HexenarenbHble PeakldH, BBHI3BAHHbIE (PTOPXHUHOJIOHAMH, BKJIIOYAIOT TEHIUHUTHI,
paspeIB  CYyXOKWIJIMH, apTpairdio, MHUAITHIO, MepU(GEPHUECKYI0 HEUPOIATHIO, a TaKKe
HE)KeNaTeIbHbIe PEaKIUK CO CTOPOHBI HEPBHOM CHCTEMBbI (TaJUTIOIIMHAIINH, TPEBOTA, JIEMPECCHs,

6CCCOHHI/II_[3., TOJIOBHBIE OO M CIITYTaHHOCTb CO3HaHI/IH). I[aHHLIC pCaku MOT'yT pPa3BUTLCA B
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PazBuTHE 3THX HEXENaTeNbHBIX peakluii OTMEUYanoch y MAIlMeHTOB JT00O0ro Bo3pacTa win 0e3
HATAYUS TPEAMIECTBYIOMMX (BakTopoB pricka. [Ilpy BO3HUKHOBEHUM MEPBBIX MPU3HAKOB HIU
CHUMIITOMOB JIFOOBIX CEpPhE3HBIX HEXKENATECIBHBIX PEAKIMi CJIeIyeT HEMEUICHHO MPEKPaTHTh
npuMeHeHue JeBoduiokcanuaa. Cienyer nzberath IpUMeHEHHE (GTOPXUHOJIOHOB, B TOM YHUCIIE
7AeBo(IIOKCAlMHA, y TMAlUEHTOB, y KOTOPBIX OTMEUYAJIUCh JIOOBIE M3 3TUX CEPHhE3HBIX
HEXENATENIbHbIX PEaKIUi.

Tayuenmoi, npedpacnonodcenuvie K pazgumuio cyoopoe

Kak u npyrue XHHOJIOHBI, JIEBO(IIOKCAIIMH JIOJDKEH C OOJIBIION OCTOPOKHOCTBIO MIPHUMEHSITHCS Y
NAIMEHTOB C MPEAPACIIONIOKEHHOCTHIO K cyoporaMm. K Takum nanueHTaMm OTHOCSATCS HalueHThI
C TPEIIICCTBYIONIMMH MOPAKEHUSIMHU [EHTPATbHOW HEPBHOW CHUCTEMBI, TAKUMHU KaK HHCYIBT,
TSDKEJasi 4eperHo-MO3roBasi TpaBMa; MAIlMCHTHI, OJHOBPEMCHHO MPUHUMAIOIIUE IPEIaparsl,
CHIDKAIONIME TIOPOT CYAOPOKHOM aKTUBHOCTH TOJIOBHOTO MoO3ra (Hampumep, TEOPHIUIHH;
bendydeH u apyrue HeCTEPOUIHBIC MPOTUBOBOCTIANIUTEbHBIE TIpenapartsl (cM. pasaen 4.5). [pu
Pa3BUTHH CyIOPOT JIeUeHUE JeBO(IOKCATUHOM CIIEAYET IPEKPATHUTb.

Tlcesoomembpanosuwiii Koaum

Pa3BuBmIasics BO BpeMsl WIM IOCIE JICYCHUs JICBO(IOKCAIMHOM Juapesi, OCOOCHHO TSKEION
CTCTICHH, YIOpHAs W/WIN C KPOBBIO, MOXKET OBITH CHMIITOMOM TICEBJIOMEMOPAaHO3HOTO KOJIUTA,
Be3eiBaeMoro Clostridium difficile. B ciay4yae nogo3penust Ha pa3BUTHE MICEBIOMEMOPaHO3HOTO
KOJIUTA JICYCHUE JICBO(MIOKCAIIMHOM CJIEJyeT HEMEUICHHO IMPEKPAaTUTh M Cpa3y K€ Havarh
crenupuYecKyr0o aHTUOMOTHUKOTEpANUI0 (BAaHKOMUIIMH, TEWKOIUIAHWH WJIM METPOHHUAA30]
BHYTpPB). [Ipenaparsi, TOpMO3SIINE MEPUCTATETUKY KUIIICUHHUKA, TPOTUBOIIOKA3aHBI.

TenOunum u pazpol8 cyxoxHcuiutl

TeHAuHUT, peIKO BOSHUKAIOUINI Ha (hOHE MPUMEHEHHS XHHOJIOHOB, MOKET MHOT/1a IPUBOIUTH K
pa3pbIBy CYXOXKWIJIHMM, BKJIIOYAs axWIJIOBO CYXOXXKHUIIUE, U MOXET ObITh JBYCTOPOHHHM. OTa
HE)KeJMaTeNbHasl PeakIns MOXKET Pa3BUThCA B TedeHHE 48 U 1mociie Havaia JICYeHUs WK depe3
HECKOJIBKO MECSIIEB MTOCTIE 3aBEPIICHUS Teparuu PTOPXUHOIOHAMH.

[TarueHTHI TOKUIIOTO BO3pacTa Oojiee MPeApacoNoKeHbl K pa3BUTHIO TEHIUHUTA; Y MAIIHEHTOB,
NPUHUMAKOIINX  (TOPXMHOJOHBI, PHUCK pa3pbiBa CYXOXKHIHUS MOXET TMOBBIMIATECS TPHU
OJTHOBPEMEHHOM TPHMEHEHHH TIIOKOKOPTHKOCTEpOHI0B. KpoMe 3TOro, y MamieHToB Iocie
TPaHCIUIAHTAIIMH TOBBIIICH PUCK Pa3BUTHS TSHIWHHUTOB, ITO3TOMY PEKOMEHIYETCS COOJIFO/IATh
OCTOPOXKHOCTh IIPU HA3HAYCHHUH (PTOPXHUHOIOHOB JAHHOW KaTErOPHH MalMEHTOB. Y MAIlHEHTOB C
HapyIIeHUIMH (PYHKIIMY TTOYEK CYyTOUHYIO J03Y CIEyeT CKOppeKTupoBath Ha ocHoBaHuU KK.
[TaruenTam ciieyeT peKOMEHI0BAaTh OCTaBaTHCS B MOKOE MPH IMOSBICHUM TEPBBIX MPH3HAKOB

TEHJIMHUTOB WJIN Pa3phIBOB CYXOXKUJIUHN, U OOpPaTUTHCS K jiedamieMy Bpady. [Ipu momo3penun Ha
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pa3BUTHE TEHAMHUTA WIH Pa3pbiB CYXOXKUIHS cnezxﬂ}gll'-' :ﬁékge%h' '%J;E%ilbﬂlﬂ];ﬁ'-'}i'c'%Hne

IIpEernapaToM M HauyaTb COOTBETCTBYIOLIEE JICYEHHE IOPAXKEHHOI'O CYXOXKWIMS, HaIlpUMep,
00eCIeYrB eMy TOCTATOYHYI0 HMMOOUIH3AIHIO (CM. pasjessl 4.3, 4.8).

Peaxyuu eunepuyecmeumenvrocmu

JleBouioKcauH  MOKET  BBI3BIBATh  CEPbE3HBbIC, MOTEHUUATbHO JIETAJbHBIE pEaKUUU
TUIEPYYBCTBUTEIBHOCTH (QHTMOHEBPOTUYECKUH OTEK, aHa(pWIAKTUYECKUH MIOK) Jake MpU
NPUMEHEHUN HadalbHBIX 703 (cM. pasnen 4.8). B cioydae ux pa3BUTHs MalMEHTaM CJEAYET
HEMEIJICHHO MPEKPaTUTh IPUEM IpernapaTa U 00paTUTHCS K Bpauy.

Taoicenvie KodicHble HedcellamenbHble peaKyuu

[Tpu nmpumeneHun eBodIIOKcaHa ObIIH 3apETUCTPUPOBAHBI TSHKEIBIE KOXKHBIE HEXKeJIaTeIbHbIC
peakluy, BKIIOYAsi TOKCHYECKUW 3MHUAEpMalbHbI Hekponu3 (cuiapom Jlaitenna), cuHApoM
CruBenca-J[>koHCOHa ¥ JIEKAPCTBEHHYIO PEAaKIUI0 ¢ DO3MHODUIMEH U  CHUCTEMHOU
cumntomatukoit (DRESS-cunmpom), koTopble MOTryT OBITh >KH3HEYTPOXKAIOIIUMHU MU
netanbHbIMH  (cM. paznen 4.8). Ilpu HazHaueHuWM npemnapara TMAlUMEHTHl JIOJKHBI OBITh
nporH()OPMUPOBAHBI O MPU3HAKAX U CUMIITOMAX TSDKEJIBIX KOXKHBIX HEXKENATeIbHBIX peakuil 1
HAXOJUTHCS TMOJ THIATENbHBIM MEIUIIMHCKUM HaOmrofeHueM. [Ipu mosBiIeHUHM MPU3HAKOB U
CUMITOMOB, CBHJETEIbCTBYIOIIUX O Pa3BUTHH OSTUX HEXKeNaTeIbHBIX peaklul, CcleayeT
HEMEUICHHO TPEKpaTUTh IMpHeM mpernapara JIeBo(uoKcanmuH M pacCMOTPETh BO3MOKHOCTh
Ha3HAa4YeHUs albTEPHATUBHOIO JieueHus. Eciau npu npumeHeHUH JieBO(dIOKCcallMHA Y MalueHTa
pa3BUIIACh TsDKEJasi HeXKenaTeabHas KOJKHas peakius, Takas kak cuaapom CtuBeHca-/[»KoHCoHa,
TOKCHUYECKUH snuaepMaibHblil Hekponu3 wim DRESS-cunapom, Bo30OHOBISATH NMpHMEHEHHE
npernapara y 3TOro NalleHTa He cleayerT.

Hapywenus co cmoponvl neuenu u yHcenueableo0auux nymeti

Coobmanoch 0 ciaydasx pa3BUTUS HEKpo3a I€YEeHHU, BKIIOYas pa3BUTHE ME€YEHOUYHOM
HEJOCTATOYHOCTU C JIeTalbHBIM KCXOJOM, TpU NPUMEHEHHH JIeBO(JIOKCAIIMHA, TJIABHBIM
o0pa3oM, y TAaleHTOB C TSKEJIbIMM OCHOBHBIMM 3a00JIEBaHUSIMHU, HAlPUMEp, C CEICHCOM
(cM. paznen 4.8). IanueHTsl JOMKHBI OBITH MPEAYNPEXKACHBI 0 HEOOXOAUMOCTH TPEKpPALCHUS
JeYeHUs U CPOYHOro oOpallleHHs K Bpayy B cilydae IOSBJIECHUS NPU3HAKOB U CUMIITOMOB
MOpaXeHHsI TIEYeHU, TAKUX KaK aHOPEKCHUS, JKeITyXa, IOTEMHEHHEe MOYH, KOXKHBIN 3y U 00NU B
KHUBOTE.

Tlayuenmul ¢ napywenuem ynKyuu novex

Tak kak JIeBO(IIOKCALIMH 3KCKPETHPYETCs, TIaBHBIM 00pa3oM, uepe3 MOYKH, y MalUeHTOB C
HapYIICHUSAMHU (YHKIIMH TOYeK TpedyeTcs: 00s3aTeNbHbI KOHTPONIb (PYHKIIMU MOYEK, a TAKKe
KOppEeKLIHUs pexkuMa Jo3upoBaHus (cM. pazzaen 4.2). [Ipu nedeHnn naueHToB MOKUIIOro Bo3pacTta

ClIelyeT YYMTHIBaTh, YTO y MALMEHTOB ATOW I'PYMIIBI YAaCTO OTMEUAIOTCS HapylleHus (QyHKUUU
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mouek (cM. paszzaen 4.2).

IIpeoomepawenue pazgumus peaxyuii homocencuburuzayuu

Xota poroceHCHOMNIM3anus NPy MPUMEHEHUHN JIeBO(IIOKCcallMHA Pa3BUBACTCS OUYEHBb PENKO, IS
MPEOTBPALICHHS €€ Pa3BUTHS MAlIEHTaM HE PEKOMEHAYETCS BO BpeMsl JICUCHUS U B TeUCHHUE
48 4 mocie OKOHYaHUs JeUeHUs JIeBO(IOKCAIIMHOM OJIBEPTaThCsl CUIBHOMY COJIHEYHOMY HIIU
HCKYCCTBEHHOMY YJIbTPa(HOIECTOBOMY OOIyUSHHIO (HApUMep, MOCEUaTh COMSPUA).
Cynepunghexyus

Kak u npu npumMeHeHHM IpYruX aHTUOMOTHUKOB, IPUMEHEHHuE JeBo(dIokcanuHa, 0COOEHHO B
TE€YEHHE JJIUTEIBHOTO BPEMEHU, MOXKET MIPUBOJIUTH K YCUICHHOMY Pa3MHOKEHHUIO PE3UCTEHTHBIX
K HEMY MUKPOOPIaHu3MOB (0aKTepuii 1 rpuOOB), YTO MOXKET BBI3BIBATh H3MEHEHUSI HOPMAJIHLHOM
MUKpOQIIOpsl 4enoBeka. B pesymbraTe MoxeT pa3Buthes cynepuHpekuus. [lostomy B xome
JieYeHus1 He0OX0AUMO 0053aTeIbHO MPOBOIUTH MOBTOPHYIO OLEHKY COCTOSHUS MAIlMeHTa, U, B
Clly4ae pa3BUTHs BO BpeMs JICUEHUS CymepuH(EKIHH, cIeayeT TPUHUMATh COOTBETCTBYIOIIHE
MEpBI.

Yonunenue unmepeana QT

CooOmranocs 06 oueHb pefKuX caydasx yinHeHus uaTeppaia QT y manueHToB, pUHUMAIOIINX
(TOPXHHOIOHBI, BKIIIOUAs JIEBO(DIOKCAIIHH.

[lpy npumeneHun (HTOPXUHOJIOHOB, BKIIOYas JIEBO(IIOKCALMH, CIEAyeT COOII0AaTh
OCTOpPOXKHOCTh y MAIIMEHTOB C M3BECTHBIMHU (paKkTOpamMH pHcKa yanuHeHus uHTepBama QT: y
MNAIMEHTOB C HECKOPPEKTHUPOBAHHBIMU SJEKTPOJIUTHBIMU HAPYIICHUSAMU (C TUIOKAIWEMUEH,
TUIIOMarHueMuent); ¢ CUHJIPOMOM BPOXKAECHHOTO yaduHeHus uHTepBaia QT; c 3aboseBaHUSAMU
cepaia (cepAaedHasi HEA0CTaTOYHOCTh, MH(PAPKT MUOKapa, Opaaukapus); Ipu 0JTHOBPEMEHHOM
NPUMEHEHUH JIEKapCTBEHHBIX MPENapaToB, CIMOCOOHBIX yUIMHATH HHTepBanm QT, Takux Kak
aHTHapuTMUYeckue cpenactna kiacca |A u lll, Tpunuknuyeckue aHTHIEPECCAHTHI, MAKPOIH/IBI,
HEHUPOJICIITUKH.

[TareHTHI TMOXWIIOTO BO3pacTa M TAIMEHTHl HKEHCKOTO Tojla MOryT ObITh  Ooiee
YYBCTBUTEIBHBIMU K Mpemnapartam, ymumHstomuM uHTepBan QT. IlosTomy y HEHX ciemyer c
OCTOPOKHOCTBIO MPUMEHATh (PTOPXMHOJIOHBI, BKJIOYasg JeBO(IOKcaluH (CM. MoJpasnen
«C 0CcTOpPOXKHOCTBION ¥ pasnensl 4.2, 4.5, 4.8, 4.9).

Tayuenmul ¢ dechuyumom enoxo30-6-ghocchamoezuopoeenasvi

vy MAIEHTOB c JTaTEHTHBIM WA MaHH(ECTUPOBAHHBIM TePUITUTOM
TIII0K030-6-(ocdaTaeruiporeHassl umeercs IpepacioiIokKEeHHOCTh K Pa3BUTHIO
TEMOJUTHYECKUX PEAKIUH MPH JICUSHUN XHHOJIOHAMHU, YTO CIIeAyeT IPUHUMATh BO BHUMaHHE TIPU

JICYCHHUH J'IeBO(bJ'IOKCElHI/IHOM.
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Hucenuxemus (cuno- u cunepanuxemust)

CMEPTHOMY OTYETY

Kak w mnpu npumeHeHUM Jpyrux (HTOPXUHOJIOHOB, MpPH NPUMEHEHHUU JIEBO(IIOKCAIIMHA
HaOJIOMAMNCh CIy4ad pa3BUTHA THUIEPIIMKEMHUM W Tunornukemud. Ha ¢done Ttepanum
71€BO(IOKCAIMHOM JMCIJIMKEMHUSl 4Yallle pa3BUBajach Yy MAIMEHTOB IOXHJIOINO BO3pacTa MU
NAlMEHTOB C CaXapHbIM JMA0ETOM, MOJYYArOIUMX COMYTCTBYIOILYIO TEpPAIMIO MEepOpaTbHBIMU
TUIOTJIMKEMHYECKUMH TIpernapaTaMu (Hampumep, TIHOSHKIAMUAOM) WM HHCyIuHOM. I[lpum
NPUMEHEHHUH JIEBO(IIOKCAIIMHA Yy TAaKUX MAlMEHTOB BO3PACTAET PUCK PA3BUTHS THIIOTITHKEMHH,
BIUIOTh J0 THIOITIMKeMuYeckoi koMbl. HeoOxoaumo nHpOopMUpOBaTh MALMEHTOB O CUMITOMAxX
TUIIOTTIMKEMHHU (CITyTaHHOCTh CO3HAHMS, FOJIOBOKPYKEHUE, «BOJIYUI» alleTUT, ToJI0BHAas O0Ib,
HEPBO3HOCTH, OLIYIICHUE CEPALCONCHNS WU yJallleHHE MyJbca, OJIeTHOCTh KOXKHBIX TOKPOBOB,
UCTapuHa, OPOXb, ci1abocTs). Ecnm y mamueHta pa3BUBaeTCs THUIOTIUKEMHS, HEOOXOIMMO
HEMEJUIEHHO MPEKPATUTh JIeYeHUE JIeBOGIIOKCAIIMHOM M HayaTh COOTBETCTBYIOILYIO Tepanuto. B
ITHX CIy4asX PEKOMEHIYyeTCsl MEpPEeUTH Ha TEepaluio JIPYrdM aHTUOMOTHKOM, OTJIMYHBIM OT
(TOPXMHOIOHOB, €ClIM 3TO BO3MOXKHO. llpu mnpoBeneHun snedeHust J1€BO(MIOKCALIMHOM Yy
NAlMEHTOB MOKUJIOTO BO3pacTa M y MALUEHTOB C CaxapHbIM JUa0ETOM pPEKOMEHAYETCS
THIATEJIbHBI MOHUTOPUHI KOHLICHTPALUH [JIFOKO3bI B KPOBH.

Ilepughepuueckasn netiponamus

Y manueHToB, MPUHUMAIONMX (TOPXHHOJIOHBI, BKIOYAs JIEBO(IIOKCAMH, COOOIIANOCh O
CIlydasix pa3BUTHUSI CEHCOPHOW M CEHCOPHO-MOTOPHON mNepudeprudeckoil HelpomaTHH, Ha4aio
KOTOpPOH MokeT ObITh OblcTpbIM. Ecim y mamueHta pa3BUBArOTCS CHUMIITOMBI HEWpOIaTHH,
OpUMEeHeHHe JIeBO(IOKcalMHa J0JDKHO OBITh MPEKpaIleHo. DTO MUHHUMU3HPYET BO3MOXKHBIN
PUCK pa3BUTHS HeoOpaTHMMbIX H3MeHeHuH. [lanueHThl MOKHBI OBITH HMH(DOPMHPOBAHBI O
HEOOXOJUMOCTH cOoOOLIaTh CBOEMY JiedallleMy Bpady O IOSBICHUM JIIOOBIX CHUMITOMOB
Heriponatui. DOTOPXMHOJIOHBI HE CIEJyeT Ha3Ha4aTh MAalMEHTaM, HMMEIOIIUM B aHaMHeE3e
yKa3aHHs Ha epupeprudecKyro HeHponaTHio.

Obocmpenue ncesdonaparumudeckou muacmenuu (myasthenia gravis)

DOTOPXUHOJIOHBI, BKJTIOYAst neBO(IOKCAINH, XapaKTePU3YIOTCS OJIOKHpYIOLIEH
HEPBHO-MBIIIIEYHOE IPOBEACHUE AKTUBHOCTHIO M MOTYT YCWJIMBATh MBIIIEYHYIO CJIa0OCTh Y
NAIUEHTOB C IICEBAONAPAIUTHYECKON MHacTeHued. B  mocTperucrpanimoHHOM Iepuoae
Ha0JII0 /1AM Ch HeXKeNaTeIbHbIEe pEaKIliy, BKIF0Yasi JJIETOUYHYIO HEJ0CTAaTOYHOCTh, TOTPEOOBABIITYIO
MPOBEJCHNE HMCKYCCTBEHHOM BEHTWISLMM JIETKUX, M JIETAIbHBI HUCXOJA, KOTOpBIE
aCCOIIMMPOBATINCH C MPUMEHEHHEM (PTOPXMHOJIIOHOB Yy MAllMEHTOB C IICEBONAPATUTUYECKON
muacteHuei. IlpumeHeHue JeBo(IOKCalMHA Yy TMAalMeHTa C YCTAHOBJIEHHBIM JHArHO30M

MICEBIOMAPATUTHYECKOW MHACTEHHH HE pEKOMEHIyeTCs (cM. pas3aen 4.8).
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IIpumenenue npu 6030yuHO-KaneibHOM RYMU 3 pawcemf:g| %ﬁ&gﬁ}% 54 EHO

[IpumeHenue neBodOKcallMHA y YeJOBEKa MO ATOMY IIOKa3aHUIO OCHOBAHO Ha JAHHBIX I10
qyBCTBUTEIbHOCTH K Hemy Bacillus anthracis, nmonydeHHbIX B mccieqoBaHusix In VItro u B
SKCHEPUMEHTAIBHBIX MCCIIEOBAHUAX, IPOBEICHHBIX HA KUBOTHBIX, 4 TAK)KE Ha OIPaHUYEHHBIX
JaHHBIX MpPUMEHEHUs JieBo(oKcallHa y 4yesioBeka. Jlewamue Bpauu AOHKHBI OOpamaThes K
HAIIMOHAJBHBIM W/WJIM MEXIYHApOJHBIM JOKYMEHTaM, KOTOpBIE OTPAaXKarOT BBIPAOOTAHHYIO
OOIIMMHU YCHIIMSIMHU TOYKY 3PEHUS 110 JICYSHUIO CHOMPCKOH SI3BBI.
Icuxomuueckue peakyuu
[IcuxoTuueckue peakluy, BKIIIOYasi CyUIIUIATbHbIE MBICTH/IONBITKY, OTMEYAIIUCh Y MAllUeHTOB,
NPUHUMAIOIIUX (PTOPXUHOJIOHBI, BKIIIOYast IeBO(IOKCAIIMH, MHOT A ITOCIIE TpUeMa Pa30BOi 103BI.
B cnyuyae pa3BuTHA JIOOBIX HEKENATENBHBIX PEAKIHMA CO CTOPOHBI IIEHTPAJHHONH HEPBHOM
CUCTEMBI, BKJIIOYAs HApYIICHHs TCUXHKH, JIeUeHUE JIeBO(IOKCALMHOM CJIeAyeT HEMEIJIEHHO
MPEKPaTUTh U HA3HAYUTh COOTBETCTBYIOLIYIO Tepanuio. B 3THX ciiyyasx pekoMeHyeTcs nepenTu
Ha TEpamnuio IPYTMM aHTHOMOTHKOM, OTJIMYHBIM OT ()TOPXHWHOJOHOB, €CIH 3TO BO3MOXKHO.
CnenyeT ¢ OCTOPO’KHOCTBIO Ha3HAuaTh Mpenapar MalMeHTaM C ICUX03aMU WM [alMeHTaM,
UMEIOIINM B aHaMHe3€e IcuXuueckue 3adoneBanus (cM. nmoapasen «C 0CTOPOKHOCTHION).
Anespuszma u paccioenue aopmoi, pe2ypeumayusi/He0oCmamoyHocms K1anana cepoyda
[To naHHBIM 3MUJIEMUOJIOTUYECKUX MCCIIEI0BAaHUM COO0IAI0Ch O MOBBILIEHHOM PUCKE Pa3BUTHUS
AQHEBPU3MBI A0PThl U PACCIOCHUS A0PThl, OCOOCHHO y MAIMEHTOB MOXKUJIOTO BO3pAcTa, a TaKxkKe
pEerypruTaiy aopTaJbHOTO U MUTPAIBHOTO KIIAMAHOB MOCJE MPUMEHEHHUST (TOPXUHOJIOHOB. Y
MAIMEHTOB, MOMy4YaBIINX (DTOPXUHOJOHBI, OBLTH OTMEYEHBI CIyuyah DPa3BUTHUS AHEBPU3MBI U
pacciioeHus] aOpThl, HHOTA OCJIOXKHEHHBIX Pa3pblBOM (B TOM YHUCIE C JIETAIBHBIM UCXOAO0M), a
TaKXe PerypruTaiy/He0CTaTOYHOCTH JIF000T0 M3 KiTalmaHoB cepana (cM. paszen 4.8).
B cBa3u ¢ 3TUM, (TOPXHMHOJOHBI CIEAyeT NPUMEHATh TOJbKO IOCIE TIIATENbHOM OLEHKH
COOTHOUIEHUSI TOJb3a-PUCK M PACCMOTPEHUS JIPYrUX BapUAHTOB TEpanmuu y MAlUEHTOB C
AQHEBPU3MOM aOpThI UM BPOKICHHBIM MOPOKOM KJIalaHa cep/illa B CEMEWHOM aHaMHe3e, WIH Y
NAlMEHTOB C JMAarHOCTUPOBAHHOW AaHEBPU3MOM aopThl W/WIM PACCIOEHUEM aOpThl, WU
3a0o0yieBaHHEM KJamaHa cepjlla, WIM MPH HATU4YUU JAPYTuxX (akTOpOB pUCKA UM COCTOSHHU,
MPEeAPACIIONaramiluX K pa3BUTHIO:
® KakK aHEBPU3MBI U PACCIOCHUS AOPThI, TaK U PErypruTaluu/HEAOCTATOYHOCTH KIaraHa
cepaua (HampuMmep, 3a00IeBaHMs COSTUHUTENLHON TKaHH, TaKUe Kak cHHIpoM MapdaHa
uinm cuHApoMm Onepca-/lannoca, cunnpom Tepuepa, Oone3nbp bexuera, aprepuanbHas
TUTIEPTEH3USI, PEBMATOUIHBIN apTPUT);
WJIU IONIOJIHUTEIBHO:

¢ QAaHCBpPU3MBI U PACCIOCHUSA AOPTHL (HaanMep, COCYIHUCTBIC 3a6OHeBaHI/IH, TaKHUC KakK
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aprepuutT Takasicy, THMIaHTOKJIETOYHBIM apTeﬂlﬂzf%,::-ﬁgnjrg TKE%LITB; '%Je'pi;'éi@é 03,

curzapom lllerpena);
® pErypruTalMu/HEAOCTaTOYHOCTH  KJamaHa cepana  (Hampumep, HMH(EKIHOHHBIN
SHIOKAPJIUT).

Puck pa3BuTHs aHEeBPU3MBI M PACCIOCHHS aOPTHI, a TAK)KE UX pa3pblBa MOXKET OBITH IMOBBIIICH Y
HalMEHTOB, OJHOBPEMEHHO MOIYYaAIOIIUX CHCTEMHBIE TITFOKOKOPTHKOCTEPOHIBL.
B cinyuae mosiBneHus BHe3amHOW OONM B JKMBOTE, I'PYIM WM CHHHE IalMEHTaM CJeIyeT
HEMEJUIEHHO 00paTUTHCS K Bpady B OT/IEJIEHUE HEOTIIOKHON TTOMOIITH.
[Tanmentam cieqyeT peKOMEHIIOBaTh HEMEIUIEHHO OOpPAaTHTHCS 3a MEAMIIMHCKOW MOMOIIBIO B
cllydae TIOSIBJICHHS OCTPOW OJBIIIKH, BIEPBBIC BO3HHUKIIETO OIIYIICHHUS YYaIEHHOTO
cepAneONeHNs WK Pa3BUTHUS OTEKA )KUBOTA WIIM HIDKHUX KOHEYHOCTEH.
Hapywenus 3penus
[lpn pasBuTHM IOOBIX HapyIIEHWH 3peHUs HEOOXOoJMMa HEMEUICeHHAass KOHCYJIbTAIMs
odransmoiora (cM. pasaen 4.8).
Ocmpuuil nankpeamum
VY manueHToB, NPHHAMAIOMIMX JIEBO(IOKCAIMH, MOXET pPAa3BUTHCA OCTPBIA IMAaHKPEATHUT.
[TatmenTOB criexyer MHPOPMHUPOBATH O XapaKTEPHBIX CHMITOMAaxX OCTPOro maHkpearuta. [Ipu
HOSIBJICHUH TOITHOTHI, HEAOMOTaHHsI, TUCKOM(OpTA B )KUBOTE U OCTPO 00N B )KUBOTE, MAIIUEHTY
Clle/lyeT HEMEJICHHO 00paTUThCS K Bpady Ul MEAMLIMHCKOTO obcnenoBanus. [Ipu mogospenun
Ha TAHKPEATHT CIeAyeT NPEeKpPaTuTh MpHeM JeBO(IOKcalmHa W HE BO30OHOBIATH €0
npuMeHernue. [IpenapaT cieayer MpUMEHATh ¢ OCTOPOKHOCTBIO Y IMAIMEHTOB C TAHKPEATHTOM B
aHaMmHe3se (cM. moapaszzen «C 0CTOPOKHOCTBION).
Bnusinue na nabopamoprule mecmol
VY nmanueHToB, IPUHUMAOIIUX JIEBO(IIOKCAIINH, OTIPE/IETICHHE OTTMATOB B MOYE MOXKET TIPUBOIUTH
K  JIOKHOMOJIOKHUTEIBHBIM  pe3ylibTaTaM, KOTOpble  CIeIyeT MOITBEpXaaTh  Oolee
crenu(pUIECKIMHU METOAAMHU.
Jleo(okcariH MokeT HHrHOMpoBath poct Mycobacterium tuberculosis u mpuBomuTH B
JMaTbHEHIIEM K  JIOKHOOTPHUIIATENBHBIM — pe3ylbTaTaM  OaKTepHUOJOTHYECKOTO  JHarHo3a

TyOepKymesa.

4.5. BzaumojeiicTBie ¢ JPYrHMH JeKAPCTBEHHbIMHM TMpenaparaMu H JAPyrue BH/bI
B3aNMO/1eCTBUA

BsauMoaeiicTBug, TpeOVIOIIME COOIOIEHUS OCTOPOXKHOCTH

C npenapamamu, cooeparcawumu Ma2HUl, aTIOMUHUL, JHcene30 U YUHK, OUOAHOZUHOM

HpenapaTLI, COACPpIKAIINEC NBYXBAJICHTHBIC NJIN TPECXBAJICHTHBIC KATUOHBI, TAKHEC KAaK COJIM IIUHKA
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WIM  kene3a  (IEKapCTBEHHBIE —IpenapaThl| s 'ﬂg&ﬂgﬂ'QE@J@,E'Hﬁ{;ﬁﬁﬁj 10w

ATIOMUHHA-COIEpIKale MpenapaThl (Takue KaK aHTalU/bl), TUAAHO3UH (TOJIBKO JIEKAPCTBEHHbIE
dopmsbl, comepxaie B KadyectBe Oydepa amoMUHUI WM MarHuii), peKOMEHAyeTCs IPUHUMATh
HE MEHEe 4eM 3a 2 4 JI0 WJIM Yepe3 2 4 Moclie mpuemMa jeBodokcalHa.

Conu KaJblMsl OKa3bIBAIOT MHUHUMAJBHBIN 3¢ (dekT Ha abcopOiuio yieBodIiokcanyHa Ipu €ro
nprueMe BHYTpb.

C cyxpanvgpamom

JeiictBue neBodokcaliHa 3HAYUTENBHO OCIA0NIeTCs MpU OJHOBPEMEHHOM MPUMEHEHUU
cykpasibdaTa (CpeacTBa JIsl 3alIUThl CIM3UCTON 000J0UKH JKEITyIKa).

[TanmenTam, TOMy4YalOUMM JIEBOGIIOKCAIIMH M CyKpasib(}aT, pEKOMEHAYeTCs TNPUHUMATh
cykpasb(at uepes 2 4 1mociie npuema JeBoIIoKCaIHa.

C meogunnunom, @endypenom unu OpyeuMu JNeKAPCMBEHHLIMU CPEOCMEAMU U3 2PYNNbl
HeCmepouoOHbIX NPOMUBOBOCNAIUMENbHLIX NPEenapamos, CHUNCAUUMU NOPO2 CYOOPOICHOU
20MOBHOCIU 20JI06HO20 MO32d

DapMaKOKHHETHIECKOTO B3aNMOACHCTBUS JIeBO(IOKCAMHA ¢ TEO(OUITMHOM HE BBISIBIICHO.
OnHako m0puU OAHOBPEMEHHOM MPUMEHEHMH XHWHOJIOHOB U TeO(PWIUTNHA, HECTEPOUTHBIX
MIPOTUBOBOCTIATTUTENBHBIX MPENapaToB U IPYruX MpernapaTroB, CHIKAIOIUX MOPOT CYJOPOKHOM
TOTOBHOCTH TOJIOBHOTO MO3ra, BO3MOXXHO BBIPOKEHHOE CHW)KCHHE II0pOTa CYAOPOKHOM
TOTOBHOCTH TOJIOBHOT'O MO3Ta.

Konnentpanus neBodaokcairia npu OAHOBPEMEHHOM prueMe ¢peHOy(deHa MOBHIIIAeTCsl TOJIbKO
Ha 13 %.

C nenpamvimu anmuxoa2ynsaHmamu (anmazonucmol gumamuna K)

VY nauMeHToB, MOJIy4aBIIMX JI€UYEHUE JIEBOQIIOKCAIMHOM B KOMOHMHALIMM C HENPSIMBbIMU
AHTUKOAryJIssHTaMu (Hampumep, Bap(apuHOM), HAOII0ATO0Ch MOBBIIICHHE MPOTPOMOMHOBOTO
BPEMEHU/MEKIYHAPOIHOTO HOPMAIM30BaHHOTO OTHOIIEHUS W/WIM pa3BUTHE KPOBOTEUECHHS, B
TOM 4Wcie, © Tsokenoro. [losToMy Tmpw OJHOBPEMEHHOM MPHUMEHEHHH HENPSIMBIX
AQHTUKOATYJISIHTOB M JIeBOQJIOKCAllMHA HEOOXOIUM PpEeryJspHBI KOHTPOJIb TOKa3aTesen
CBEPTHIBaHUS KPOBH.

C npobeneyuoom u yumemuOuHom

[Ipy OIHOBpEMEHHOM IPHMEHEHHH JICKApPCTBEHHBIX MPENapaToB, HApPYMIAIOMIAX ITOYCYHYIO
KaHAJIBIIEBYIO CEKPEIUI0, TAKUX Kak MPOOSHENUA M MUMETHINH, W JIEBOPIIOKCAIIMHA, CIEIYeT
co0JII0JIaTh OCTOPOKHOCTH, OCOOCHHO Y MALMEHTOB C MOYEYHOI HEJJOCTATOYHOCTBHIO.
BriBeienue (mouevHslil KupeHc) aeBodaoKcaluHa 3aMeUIsIeTcsl o1 IeHiCTBUEM IUMETHIMHA Ha
24 % w npoOenenuaa Ha 34 %. MajgoBeposITHO, UTO 3TO MOXKET UMETh KIMHUYECKOE 3HaUEHUE

IIpU HOPMAJIbHOM (PYHKIIMU TOYEK.
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(NOCNEQCBATENEHOCTE 0001)

C yuxnocnopurnom

JleBoiokcarut yBearnuuBal nepuo nonysbiBefaeHus (T12) muknocnopuna Ha 33 %. Tak kak 310
YBEJIIMUYEHHUE SIBISIETCA KJIMHUYECKH HE3HAUMMbIM, KOPPEKLUH J103bl LMKJIOCIOpPUHA MPU €ro
OJTHOBPEMEHHOM ITPUMEHEHUH C JICBO(IIOKCALMHOM He TpeOyeTcs..

C enokokopmukocmepouoamu

OpnHOBpeMEHHBIN IPUEM [NIFOKOKOPTUKOCTEPOMI0B IOBBIIIAET PUCK pa3phbiBa CYXOKHINM.

C nexapcmeennvimu npenapamamu, yonunaowumu unmepean QT

JleBodokcany, Kak U Apyrue (GTOPXUHOJIOHBI, JOJDKEH HMPUMEHSTHCS C OCTOPOXKHOCTBIO Y
NAllMEeHTOB, IOJY4YaloOUIMX  [pemaparbl, yuiMHsAomme  uHTepBan QT (mampumep,
aHTHapuTMudeckue cpeacrna kiacca |A u |, Tpunuknuyeckue aHTuaEIPECCAHTHI, MAKPOJIUIBL,
HENPOJIETITUKH).

Ilpouue

[TpoBeneHHbIE KIMHUKO-(DAPMAKOJIOTUYECKUE MCCIEJOBAHUS Ul M3YyYEHHS BO3MOXKHBIX
(apMaKOKMHETUYECKUX B3aUMOJICHCTBUIN JIEBOQIIOKCAIIMHA C OUCOKCUHOM, 2AUOEHKIAMUOOM,
panumuouHom u eapgapunom TIOKa3and, dYTO (hapMaKOKWHETHKA JIeBO(IOKCaMHA TIpU
OJIHOBPEMEHHOM IIPUMEHEHUHU C 3TUMH IIpernaparaMyd HE U3MEHSETCS B JOCTATOYHOW CTEIICHH,

YTOOBI 3TO UMEJIO KINHUYECKOE 3HAUECHHE.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JAKTALUSA

bepeMeHHOCTH

HpenapaT .HGBO(I)J'IOKCB.I_II/IH IIPOTHUBOIIOKA3aH JIA MIPUMCHCHUS Y 6epeMeHHHX JKCHIIIHH.

JlakTarms

[Tpenapat JleBoguokcaliul NpOTUBOMNOKA3aH JIJIsl IPUMEHEHUS Y KOPMSIILIUX TPYAbIO JKEHILUH.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHM CpeICTBAMU M PadoTaTh ¢
MeXaHUu3MaMH

Takue nobounsie 3¢dektsl npenaparta JIeBodiokcanuH, Kak TrOJOBOKPYKEHHE WJIH BEPTHUTO,
COHJIUBOCTH M PaCCTPOMCTBaA 3peHuUs (CM. paszen 4.8), MOTYT CHUXKATh TICKXOMOTOPHBIE peaKluu
U CIIOCOOHOCTh K KOHIIGHTpAIlMM BHUMaHHUS. DTO MOXET MPEICTaBIATh cCOOON oIpenerneHHbIN
PUCK B CHUTyallUsX, KOTJIa OTH CIIOCOOHOCTH HWMEIT o0co00e 3HaueHue (Harpumep, Mpu
YIIPaBJICHUH aBTOMOOUIIEM, TIPH OOCTY>KHBAHUH MAIIMH U MEXaHU3MOB, ITPH BBITIOJIHEHUH PadoT

B HCYCTOﬁQHBOM HOJ'IO)I(CHI/II/I).
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(NOCNEQCBATENEHOCTE 0001)

4.8. HexxenaTesbHbIE peaKIIUU

Pe3roMe HekeIaTeabHbIX PeaKIui

VYkazannele HWKE M000YHBbIE 3((EKTH NPEACTABICHBI B COOTBETCTBHH CO CIIEAYIOIIMMHU
rpajalusaMy YaCTOTHl MX BO3HHKHOBEHHS: ouenb uacmo (> 1/10); uacmo (> 1/100, o < 1/10);
newacmo (> 1/1000, no < 1/100); peoxo (> 1/10000, vo < 1/1000); ouens peoxko (< 1/10000);
yacmoma Heuzeéecmna (Ha OCHOBAHUYM MUMEIOIIUXCS JAHHBIX OILICHUTh HEBO3MOXKHO).

JlaHHble, TONy4YEHHbIE B KJIMHUYECKUX HCCICIOBAHUAX M TPH TMOCTPETUCTPALUOHHOM
MPUMEHEHUH JIeBO(IIOKCAIIMHA.

Hnghexyuu u unsazuu

Heuacmo: rpubkoBble HH(PEKINU, pa3BUTHE PE3UCTEHTHOCTH MMaTOTEHHBIX MUKPOOPTaHU3MOB.
Hapywenus co cmoponul Kpogu u iumg@amuyeckou cucmembl

Heuyacmo: nelikorienus (yMEHbILIEHHUE KOJIMYECTBA JIEMKOLMTOB B Mepudepruueckoil KpoBH),
s03uHO(HINS (YBEIHMUYEHHE KOJIMYECTBA 303UHOMUIOB B Niepudeprudeckoii KpoBH);

Peoxo: weitpornienusi (yMEHbIICHHE KOJMYECTBA HEUTPO(WIOB B TepU(EpUIecKoil KpPOBH),
TPOMOOIMTONCHNUS (YMEHBIIICHHE KOJIMYECTBA TPOMOOIIUTOB B IEPUPEPUICCKOIN KPOBH);
Yacmoma Heuzgecmna (nocmpe2ucmpayuoHuvle OaHHble): TAHUUTONEeHUsS (yMEHbIICHUE
KOJIMYECTBAa BCeX (OPMEHHBIX OJJIIEMEHTOB B mepudepruueckoil KpPOBH), arpaHyiaolUTO3
(OTCyTCTBHE WM pe3KO€ YMEHBIICHHE KOJIWYECTBA IPaHyJOLUUTOB B NepuepuyecKoil KpOBH),
TeMOJINTUYECKAsI aHEMHUSI.

Hapywenus co cmopoHbl uMMyHHOU cucmembl

Peoxo: aHTMOHEBPOTUYECKHH OTEK;

Yacmoma  neuzeecmna  (nocmpecucmpayuounvie  OauHbvle): aHAPWIAKTUYECKUH  IIOK,
aHa(UIAKTOUTHBIN HIOK.

AHadunaktudeckue u aHadUIAKTOUTHBIE PEAKIMH MOTYT HHOT/Ia Pa3BUBATHCA Jake MOCTe
nprema repBoi 1036l Ipenapara.

Hapywenus memabonusma u numanus

Heuacmo: anopekcus;

Peoxo: runorimkeMusi, 0COOEHHO y MAllMEHTOB C CaXxapHbIM JUa0eTOM (BO3MOXKHBIE MPHU3HAKH
TUTIOTJIMKEMHH: «BOJTYHIN) alleTUT, HEPBO3HOCTh, HCTIAPUHA, TPOKD);

Yacmoma meuzéecmua: THICPTIIMKEMHUs, TsDKENash TUIOTJIIMKEMHs, BIUIOTH JIO0 Pa3BHTHUS
THITOTTINKEMHYECKOW KOMBI (OCOOCHHO y TOXHWIIBIX ITallME€HTOB, y TAIMEHTOB C CaXapHBIM
nuabeToM, MPUHUMAIONINX MEepPOopalibHbIE TUMOTIIMKEMHUYECKHE CPEICTBAa WM TMOJTYYaroIINX
JedeHre MHCYIHHOM (cM. pazzaen 4.4, moapasnen «OcoOblie yKazaHus).

Icuxuueckue napywenus™

Yacmo: OECCOHHHUIIA,
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Heuacmo: ayBcTBO O6€CTIOKOMCTBA, TPEBOTA, CITY TaHHocfﬂéggﬁl%%: BATENBHOCTE 0001)

Peoxo: ncuxuyeckue HapyleHus (HampuMep, TAJUTIOIUHAINN, TTAPaHOs ), IeTIPeCCHsl, XKUTAIUS
(BO30Y>KIIeHUE), HAPYIICHUS! CHA, HOUHBIE KOIIIMApPHI;

Yacmoma neussecmua (nocmpe2ucmpayuoHuslie OaHHble): HapyIICHHs ICUXUKHU C HAPYLIICHUSIMU
MOBEJICHUs C IpUYMHEHHEM ce0e Bpela, BKIOYas CYMIUIAIbHBIE MBICIH W CYWLUJAIbHBIE
MOTIBITKYA, HEPBO3HOCTh, HAPYIICHHS IMaMATH, ACTUpHi (BKIIOYas HAPYIICHUS BHUMAaHUS,
JIE30PUEHTAIIHIO).

Hapywenus co cmoponul nepénoti cucmemuvr™

Yacmo: To10BHAs 00JIb, TOJIOBOKPYKECHHE;

Heuacmo: coHIUBOCTB, TPEMOD, TUCTEB3US (M3BpaIICHUE BKYCa);

Peoxo: mapecresusi, cynoporu (cM. pasaen 4.4, moapazaen «OcoObie yKazaHU»);

Yacmoma Heu3secmHa (nocmpecucmpayuonivle OauHble): TepudepudecKkas CEHCOpHas
HeliponaTus, nepudepudeckas CEHCOPHO-MOTOpHas Helpomartusi (cM. pasnen 4.4, mompaszzen
«Oco0ble yKa3zaHUsA»), OUCKUHE3Ms, OSKCTpalmupaMuIHbIE pacCTpOWCTBA, areB3us (moTeps
BKYCOBBIX OLIYIIEHHWH), TapocMusi (pacCTpOMCTBO OLIYIICHHUS 3amaxa, 0COOCHHO CyOBEeKTHBHOE
OII[YIIEHUE 3araxa, OOBEKTUBHO OTCYTCTBYIOIIErO), BKIIOYas MOTEPIO OOOHSHHS; OOMOPOK,
MOBBILICHHE BHYTPUUYEPEITHOTO JaBJICHUS (I00pOKauecTBEHHAs BHYTpPUUYEPEIHAs THIIEPTEH3US,
TMICEBJIOOMYX0JIb MO3Ta).

Hapywenus co cmoponwl opeana 3penus™

Peoxo: napyuienus 3peHusi, TaKue Kak paciibIBYNBOCTh BUAMMOIO U300paKEeHHUS,

Yacmoma HeuzsecmHa (nocmpe2ucmpayuoHtvie 0anHble): TPEXOIAIas MOTeps 3pEHUs, YBEUT.
Hapywenus co cmoponvl opeana ciayxa u nabupunma™

Heuacmo: BepTHTo (4yBCTBO OTKJIOHEHUS WA KPYKEHHS COOCTBEHHOTO TeJa MIIM OKPYKAFOIINX
MPEIMETOB);

Peoxo: 3BOH B ymiax;

Yacmoma neuzeecmna (nocmpe2ucmpayuoHusie OanHvle): CHIKEHUE CllyXa, TOTeps cilyXa.
Hapywenus co cmoponwl cepoya™*

Peoxo: cunycoBas TaxuKap/Ius, OLlyleHNe cepaAlleOneHus;

Yacmoma Heuszsecmna (nocmpezucmpayuonHvle OaHusie): yanuHeHue wuHTepBaia QT,
KEITYT0IKOBBIC HAPYIICHUS PUTMA, KEITYT0IKOBAs TaXUKAP U, JKEITyT0UKOBAsT TAXUKAP IHSI THITA
«IHPYIT», KOTOPBIE MOTYT NMPUBOIUTH K OCTAaHOBKE cepama (cM. pazaen 4.4, moapazaen «Ocobbie
yKazaHus» u paznen 4.9).

Hapywenus co cmoponwvl cocyoos™™

Peoxo: cHMXeHne apTepruaIbHOTO AABICHMUSL.
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Hapywenus co cmoponwl OvixamenbHotU cucmemsi, opea%};'é;);gr%g: Rieh) b)%@éa@am%ﬁb /

Heuacmo: oapIlIKa;

Yacmoma meuzeecmua (nocmpecucmpayuoHuvlie OaHHvle): OPOHXOCIMA3M, aJUIePTUYECKUN
ITHEBMOHHUT.

Kenyoouno-kuweunvle napyuienus

Yacmo: nuapes, pBoTa, TOUIHOTA,

Heuacmo: 6onu B )KMBOTE, AUCTICTICHS, METEOPHU3M, 3a110D;

Yacmoma neuzeecmna (nocmpecucmpayuonusie OanHsle): TeMOpparuueckas Auapest, Koropas B
OUYCHb PEJIKUX CIy4asX MOXET ObITh IPU3HAKOM YHTEPOKOJINTA, BKIIIOUAsI [1CEBAOMEMOPAHO3HBIN
kout (cM. pasnen 4.4, moapasnen «OcoOble yKa3aHwus»), TaHKPEaTHT.

Hapywenus co cmoponvl neuenu u scenuesvi800aumux nymei

Yacmo: TIOBBIIEHWE AaKTHUBHOCTH «II€YEHOYHBIX» (EPMEHTOB B KpOBU (Hampumep,
ananuHamuHoTpancgepassl  (AJIT), acmapraramunotpanchepassr (ACT)), mnoBblIeHHE
akTUBHOCTH menouHo pocdarassl (ILID) u ramma-royramuntpancdepassl (I'TT);

Heuacmo: noBblllIeHNE KOHIIEHTpAauu OuiIpyOruHa B KPOBH,

Yacmoma  meuzeecmuna  (nocmpecucmpayuonuvie — OanHble):  TSOHKeNas  IEYCHOYHas
HE/I0CTaTOYHOCTh, BKJIKOYAs CIydal pa3BUTUS OCTPON MEYECHOYHOM HETOCTaTOYHOCTH, MHOIJA C
JIETAJIbHBIM MCX0JI0M, OCOOEHHO Yy MAIlUEHTOB C TSYKEJIbIM OCHOBHBIM 3a00J€BaHUEM (HaIIpUMeEp,
y MalKEHTOB ¢ cencucoM) (cm. pazzaen 4.4, noapasnen «OcoOble yKa3aHUsI»); TeNaTUT, KeNTyXa.

Hapywenus co cmopoHul Kodicu u no0OKONMCHbIX MKaHel

Heuacmo: cbinib, 3y/1, KpalMBHUILA, TUIIEPTUAPO3;

Peoko: QukcupoBaHHas JEKapCTBEHHAs Cblllb, JIEKAPCTBEHHAs peaklus C 303UHOPMINEH U
cuctemaoir cumnromatuko (DRESS-cuuapom) (cm. pasmen 4.4, moapasmen «OcoObie
yKazaHus»);

Yacmoma neuszsecmna (nocmpeaucmpayuonuHvle OanHble). TOKCUYECKUN HMUepMalIbHBINA
Hekponu3, cuHapom CrtuBeHca-/[>KOHCOHA, IKCCyNaTUBHAs MyJIbTU(OPMHAS 3pUTEMa, peakluu
($OTOUYBCTBUTENEHOCTH (TIOBBIIEHHON YYBCTBUTEIBHOCTH K COJTHEYHOMY U YIIBTPa()HOIETOBOMY
u3nydeHuto) (cm. pasgen 4.4, noxapasgen «OcoOble yKa3aHUs»), JEHKOLMTOKIACTUYECKHUH
BaCKYJIHUT, CTOMATHT.

Peakuuu co CTOPOHBI KOXKM M CIM3UCTBIX 000JOYEK MOTYT MHOTJAa BO3HUKATh IOCIE Mpuema
MepBOM J103bI Mpenapara.

Hapywenus co cmoponvl mbluieunotl, ckelemuot U cOeOUHUmMenNbHou MKaHu™

Heuacmo: apTpanrus, Muairus;

Peoko: mnopaxeHne CyXOXXWIMHM, BKJIIOYas TEHIUHUT (HalpUMeEp, aXWJUIOBa CYXOXKUIIUSA),

MbIIICYHAasA CJ'Ia6OCTI>, KOTOpass  MOXET OBITE O0COOEHHO oOmacHa Y HTangueHTOB C
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TIICeBIOMApATUTHUCCKONM MuacTeHnei (myastherjia gravi%ﬁ' ‘E'ciﬂEa:;lEémTE,%;‘?e{sﬁeﬁ UOLO6Ee

YKa3aHUA»);

Yacmoma meuzsecmua (nocmpe2ucmpayuonHvle 0anHvle): pabdIOMHONIN3, PA3PhIB CYXOXKUIUS
(HampuMep, axWIUIOBa CYXOXKHJIHSA. DTOT MOOOYHBIN 3P(HEKT MOKET HaOII0IaThCcs B TEUCHUE
48 4 mocie Hayana JeYeHUs: U MOXKET HOCUTh JIByXCTOPOHHHI Xapaktep (cM. Takxke paszzaen 4.4,
nozpaszen «Ocobble yKazaHusi»)), pa3pblB CBSI30K, pa3pblB MBIIILL, apTPUT.

Hapywenus co cmoponvl nouex u mouesvi8o0sauux nymeil

Heuacmo: noBblllIeHUE KOHIIEHTPAIIMM KPEaTUHIHA B CHIBOPOTKE KPOBH;

Peoko:  octpas  moueuyHas  HEJOCTATOYHOCTb  (HAmpUMEp,  BCIEACTBHE  Pa3BUTHUS
WHTEPCTUIIUAIBHOTO HeppuTa).

Obwue napywenus u peakyuu ¢ mecme 68e0eHUs™

Heuacmo: actennd,

Peoxo: nmupekcus (MOBBILLICHUE TEMIIEPATYpPhI TelNa);

Yacmoma neuzsecmua: 6076 (BKII0OYast 0016 B CIUHE, TPYAX U KOHEYHOCTSIX).

pyaue 803modicHble HedceramenvHvle dIhhexmol, OMHOCAUWUECS KO 8CeM PMOPXUHOTIOHAM
Ouenwb peodxo: nipuctynsl nopdupuu (o4eHb peakon 6oje3Hn 0OMeHa BEIIECTB) y MAallUEHTOB C
noppupuei.

*B o4eHb peIKUX CITydasx MpH NPUMEHEHUN XUHOJIOHOB U (PTOPXHMHOJIOHOB, HHOTJa HE3aBUCHMO
OT HCXOJIHO UMEIOIINXCS (PaKTOPOB PHCKa, OBLIN 3apPETHCTPHUPOBAHBI IITUTEIHHO COXPAHSIOLIHECS
(10 HECKONBKHX MECAILEB WU JIET), MHBAIMIU3ZUPYIOIIME U MOTCHIMAIBLHO HEoOpaTUMBbIe
cepbe3Hble MOOOYHBIE PEAKIIMK Ha IIpenapar, 3aTparuBaroliie HeCKOJIbKO, a THOT1a 1 MHOXKECTBO,
KJIACCOB CHCTEM OPTraHOB M OPTaHOB YYBCTB (BKJIIOUAs TaKHE PEAKIMH, KaK TEHIAWHUT, pa3pbiB
CYXOXKHJIUS, apTpaiTus, 00Jb B KOHEUHOCTSIX, HAPYIICHNE TTOXO/IKH, HEWPONIATHH, CBSI3aHHBIE C
napecTe3usiMU, ACTPECCH s, MOBBIIIEHHAS YTOMIIIEMOCTb, HapyIIIeHHE MaMsTH, HApyIIEHUs CHa, a
TaKXe HapylleHHs ClIyXa, 3peHus, BKyca U oOOHsAHUsA) (cM. pasznen 4.4, noxapaszznen «OcoOble
YKa3aHUS»).

**Y MaIMeHToB, MOyYaBIIUX (TOPXHUHOIOHBI, OBLTH OTMEUEHBI CITydan Pa3BUTHS aHEBPU3MEBI H
paccioeHusl a0pPThI, HHOT/Ia OCJIO)KHEHHBIX Pa3pbIBOM (B TOM YHUCIE C JIETAIBHBIM HUCXOAOM), a
TaKXe perypruTaluu/HeA0CTaTOYHOCTH JIF00Oro KiamaHa cepaua (cM. pasnen 4.4, monpasnen
«Oco0bIe yKa3zaHus»).

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmarh 0 TOA03PEBAEMBIX HEXKENATENbHBIX PEAKIUsAX IOClIe PETUCTpalluu
JIEKapCTBEHHOTO TIperapara ¢ 1elbio 00ecrnevyeHrs HeMPePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«I10J1b3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeIuIMHCKUM pabOTHUKAM PpPEKOMEHAYETCs

COO6H13TB 0 JII00BIX moaO3pE€BACMbBIX HEXKCEIIATCIBbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpfriapara
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yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHHS O eKenaTEHEm %ﬁﬁsﬁgﬂkwﬁa&% 10 3énos

EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccniickas @enepanus

109012, r. Mocksa, CnaBsiHCKas miomajp, 1. 4, crp. 1

®enepanibHas ci1yx0a 1o HaJ3opy B cdepe 3apaBooxpanenus (Poc3npasuaazop)
Tenedon: +7 (800) 550-99-03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMnOTOMBI

Hcxons M3 NaHHBIX, MOJIyYEHHBIX B TOKCHUKOJIOTMYECKHUX HCCIIEAOBAaHUIX, MPOBEICHHBIX Y
KUBOTHBIX, BAXKHEUITMMHU O’KUIAEMBIMUA CUMIITOMAMHU OCTPOM Iepe103UPOBKHU J€BO(DIOKCAIIMHA
SIBIISTIOTCSI CUMIITOMBI CO CTOPOHBI IICHTPAJbHOM HEPBHOW CHUCTEMBbI (HApYIICHHS CO3HAHHS,
BKJTI0Yast CIyTaHHOCTh CO3HAHMS, TOJIOBOKPYKEHHE U CYIOPOTH).

[Ipy mocTperucTpallMOHHOM TNPUMEHEHUM IIpH IepeJo3UpoBKe HaOmogaiuch 3(GQexTs co
CTOPOHBI ILIEHTPAJbHOM HEPBHOM CHCTEMbI, BKJIIOYas CIIyTAaHHOCTb CO3HaHUs, CYIOPOIH,
TaJUTFOIIMHAIIH, TPEMOP.

Bo3MOXHO ~ pa3BUTHE TOMIHOTHI M  BO3HHUKHOBEHHE OSPO3MHA  CIM3UCTOH  OOOJOYKH
ey JOYHO-KUIIEYHOT'O TPaKTa.

B knMHuKO-(papMaKkoJOrMUecCKUX HCCIEIOBAHUAX, MPOBEIEHHBIX C J03aMHU JeBO(IOKCalluHa,
MPEBBIMIAIOIIMMHI TePAIeBTUYECKHE, HAOII0AIOCh yuTnHEeHHe nHTepBaina QT.

Jleuenue

B cnyuae nepeno3upoBku TpeOyeTcs THIATENbHOE HAOMIOEHHE 3a MAalMeHTOM, BKJIIOYas
MOHUTOPHPOBAHUE 3JIEKTpOKapauorpammsel. JleyeHne cummromaruyeckoe. B ciydae octpoit
NepeIo3UPOBKH TabJeTKaMu JIEBOQIIOKCAIIMHA TIOKAa3aHO INPOMBIBAHUE JKENyIKa W BBEJICHUE
AQHTALUIOB JUISl 3alUTHl CIM3UCTOW OO0OJOYKH Kenmyaka. JIeBoduiokcaliH He BBIBOJIUTCS
HOCPEICTBOM JHain3a (reMoraan3a, IepUTOHEATIbHOT O JHaIi3a U IIOCTOSHHOTO aMOyJIaTOPHOT O

MEPUTOHCATIBHOT'O I[I/IaJ'II/IBa). CHCI_II/I(I)I/I‘ICCKOFO AHTH0TA HE CYIICCTBYCT.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOCTBA
dapmakoTepaneBTUUYECKass TPYIa: aHTHOAKTEPHAIbHBIC CPEACTBA CHUCTEMHOTO JICHCTBUS,

IMPONU3BOJHBIC XWHOJIOHA, (bTOpXI/IHOJ'IOHBI.

Kox ATX: JOIMA12
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Mexanmsm neiicTsus 1 dapmakomuamueckuelsbdexrh - -/ IEAOEATENEHOCTE 0007]

JleBo(h1OKCaIIMH — CHHTETHUYECKUI aHTHOAKTEepHUAIbHBIH Mpernapar MHUPOKOTo CIIEKTpa AeHCTBUS
U3 TPyNIbl PTOPXUHOIOHOB, JIEBOBPALIAIOIINI H30MEp O(IIOKCAIINHA.

JleBodnokcanun 61okupyer JIHK-rupasy u Tononsomepasy 1V, Hapyiiaet cynepcnupann3aiuio
u cmuBky paspeiBoB JAHK, uarubupyer cunrtes JIHK, Bbr3piBaeT rirybokue MophoIoruyecKkre
U3MEHEHHS B IIUTOIIA3Me, KJIIETOYHOH CTEHKE 1 MeMOpaHax MUKPOOHBIX KIIETOK.
JleBo(hIOKCAIIMH aKTHBEH B OTHOIIEHHH OOJBIIMHCTBA IITAMMOB MHKPOOPTaHU3MOB, KaK B
yCI0BHSX IN Vitro, Tak u in vivo.

YyscrBurenbpuble Mukpoopraamnsmbl (MIIK < 2 mr/in: 30Ha nHrnouposanus > 17 MMm)

A9p06Hbl€ cpamnosioacumeslbHvle MUKpoopecanusmbl.

Bacillus anthracis, Corynebacterium diphtheriae, Corynebacterium jeikeium, Enterococcus spp.
(6 m.u. Enterococcus faecalis), Listeria monocytogenes, Staphylococcus coagulase-
negative methi-S(I) (koaeynazonecamusnuvie, MEMUYULIUH-YY8CmeumensvHolel-ymepenno
yyecmeumenvhole),  Staphylococcus —aureus  methi-S  (memuyuniun-uyecmeumenvhuie),
Staphylococcus epidermidis methi-S (vemuyunnun-uyscmeumensnuire), Staphylococcus spp. CNS
(koacynasonecamusnwie), Streptococci epynnet C u G, Streptococcus agalactiae, Streptococcus
pneumoniae  peni  I/SIR  (nenuyuniun-ymepenno  uyscmeumenvhviel-uyscmeumenvhoie/-
pesucmenmusie), Streptococcus pyogenes, Viridans streptococci peni-S/R  (nenuyunnun-
yyecmeumeinvHolel-pesucmenmuuie).

AspobHble epamompuyamenvHvle MUKPOOPSAHUZMBL:

Acinetobacter spp. (¢ m. u. Acinetobacter baumannii), Actinobacillus actinomycetemcomitans,
Citrobacter freundii, Eikenella corrodens, Enterobacter aerogenes, Enterobacter spp. (g m. u.
Enterobacter cloacae), Escherichia coli, Gardnerella vaginalis, Haemophilus ducreyi,
Haemophilus influenzae ampi-S/R (amnuyunnun-vyecmeumenvuviel-pesucmenmuvie),
Haemophilus parainfluenzae, Helicobacter pylori, Klebsiella oxytoca, Klebsiella spp. (¢ m. u.
Klebsiella pneumonia), Moraxella catarrhalis f+/5— (npooyyupyiowue u nenpooyyupyrowue
bema-naxkmamaszwer), Morganella morganii, Neisseria gonorrhoeae non PPNG/PPNG
(Henpooyyupyrowue u npodyyupyrowue nenuyuriunazy), Neisseria meningitidis, Pasteurella spp.
(¢ m.u. Pasteurella multocida, Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis,
Proteus vulgaris, Providencia spp. (¢ m.u. Providencia rettgeri, Providencia stuartii),
Pseudomonas spp. (s m. u. Pseudomonas aeruginosa (ecocnumanvuvie unghexyuu, evizéanHvle
Pseudomonas aeruginosa, mocym nompebosams kombunuposannozo nevenus), Salmonella spp.,
Serratia spp. (¢ m. u. Serratia marcescens).

AHaspobHvie MUKPOOP2aHUZMbL:
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Bacteroides fragilis, Bifidobacterium spp., Clostridititt “pérrihgens, = Fsobacteritnt spp.,

Peptostreptococcus, Propionibacterium spp., Veilonella spp.

lpyaue mukpoopeanuzmol:

Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia trachomatis, Legionella
pneumophila, Legionella spp., Mycobacterium spp. (¢ m.u. Mycobacterium leprae,
Micobacterium tuberculosis), Mycoplasma hominis, Mycoplasma pneumoniae, Ricketsia spp.,
Ureaplasma urealyticum.

YMepeHHO 9yBCTBHTENbHBIC MHKpoopranm3Mbl  (MIIK =4 wmr/m; 30Ha MHTrHOUPOBAHHS

16-14 mm):

A9p06H ble cpaAMnoloNCUMENbHbLE MUKDOOP2AHU3MbBL.

Corynebacterium urealiticum, Corynebacterium xerosis, Enterococcus faecium, Staphylococcus
epidermidis methi-R (memuyuniun-pesucmenmuuie), Staphylococcus haemolyticus methi-R
(MemuyuLIuH-pe3ucCmeHmmuoble).

Aspobubie epamompuyamenbHvle MUKPOOPSAHUZMBL:

Campilobacter jejuni, Campilobacter coli.

AHaspoduvie MUKpoOpeaHu3Mbl:

Prevotella spp., Porphyromonas spp.

PesucrentHeie k jeBoduiokcanmay Mukpoopranm3mel (MITK > 8 wmr/n; 30Ha MHTHOUpPOBaHUS

<13 MM):

A3p06H ble cpaAMNOJI0HCUMENIbHBLE MUKPOOPSAHU3MbL.!

Staphylococcus aureus methi-R (memuyuinun-pesucmenmuvie), Staphylococcus coagulase-
negative methi-R (koaeynazonecamusnvie memuyunnun-pesucmenmusie), Corynebacterium
jeikeium.

Aspobubie epamompuyamenbHble MUKPOOPSAHUIMBL:

Alcaligenes xylosoxidans.

Anaspobdmuvie MUKPOOpeaHU3MbL:

Bacteroides thetaiotaomicron.

pyeue Mukpoopeanusmoi:

Mycobacterium avium.

Pe3zucmenmuocmeo

Pe3ncTeHTHOCTH K JI€BOGUIIOKCAIIMHY PAa3BUBAETCS B PE3yJIbTaTe TOATAITHOTO MpoIlecca MyTaIuit
TeHOB, Koaupyromux ode tonousomepassl Tuna Il: JTHK-ruapasy u Tonmouzomepasy V. [dpyrue
MEXaHHU3Mbl PE3UCTEHTHOCTH, TaKMEe KaK MEXaHW3M BIUSHUS Ha TIEHETPAI[MOHHBIE Oaphepbl

MHKpPOOHOHN KJIeTKH (MeXaHu3M, XapakTepHblii Juis Pseudomonas aeruginosa) u MexaHu3m
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5} dirokca (aKTMBHOTO BBIBEIEHHS IPOTHBOMHKPOOHOTO %HC}%%HEWP; I;Jirei‘lcfd)' IIJIbFYT

TaK)K€ YMEHBIIATh YyBCTBUTEIILHOCTh MUKPOOPTAaHU3MOB K JIEBO(IOKCAILIUHY.

B cBs3u ¢ 0cOOEHHOCTSIMH MEXaHHM3Ma JEHCTBUS JIEBOGIIOKCAIIMHA OOBIMHO HE HAOIII0aeTcs
MEPEKPECTHOM PE3UCTEHTHOCTH MEXKY JIE€BO(IOKCAIMHOM M JPYTMMU MPOTHBOMUKPOOHBIMU
CpencTBamu.

Kinnanueckasg 3dbdexkruBHOCTL (3PHEKTUBHOCTE B KIMHUYECKUX HMCCIENOBAHUAX IIPU JICYCHUU

MHQEKIMI, BEI3LIBAEMBIX IEPEUYUCICHHBIMIA HAKE MUKPOOPTraHU3MAMH ):

Aspobuvie epamnonoxcumenbHvle MUKPOOP2AHUSMBL:

Enterococcus faecalis, Staphylococcus aureus, Streptococcus pneumoniae, Streptococcus
pyogenes.

Aspobubie epamompuyamenbHble MUKPOOPSAHUZMBL:

Citrobacter freundii, Enterobacter cloacae, Escherichia coli, Haemophilus influenzae,
Haemophilus parainfluenzae, Klebsiella pneumoniae, Moraxella (Branhamella) catarrhalis,
Morganella morganii, Proteus mirabilis, Pseudomonas aeruginosa, Serratia marcescens.
pyeue:

Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

JleBookcarH OBICTPO M MPAKTHYECKH ITOJHOCTHIO BCACHIBACTCS TIOCIIE IPUeMa BHYTPb, IPHEM
MU Mallo BJMsET Ha ero abcopOuuio. AOCONMtOTHAas OWOAOCTYIHOCTh MPU NMPUEME BHYTPh
cocraiseT 99-100 %. ITocne onHokpaTHOrO Mpriema B 103e 500 Mr MakcuMasbHasi KOHLIEHTpaLus
neBoduiokcanmHa B IuiazMe KpoBU (Cmax) JocTUraercss B TedeHHE 1-2 4 M COCTaBIsIeT
5,2 + 1,2 mMxr/mi. @apMakOKHHETHKA JICBO(IIOKCAIIMHA SBJISCTCS JIMHEWHON B TUANa30HE 103 OT
50 1o 1000 mr. PaBHOBeCHast KOHIIEHTpaLUs JeBOGIIOKCAIIMHA B IJIa3Me KPOBHU ITPU IIPHEME B J103€
500 mr 1 mnum 2 pa3a B CyTKM IOCTUTaeTCs B TEUEHHE 48 u.

Ha 10-it nenp npuema BHyTps 500 Mr neBodokcanuua 1 pa3 B cyTKu Cmax JieBo(IOKcalmHa
cocrapisiia 9,7 + 1,4 MKr/mi, a MUHMMaJlbHasi KOHIIEHTpAIUs JeBoQIIoKcaluHa (KOHIEHTpaus
nepeJ npueMoM odepegHoi 103b1) (Cmin) B I1a3Me KpoBH cocTasisiia 0,5 + 0,2 MKr/min.

Ha 10-it nens mpuema BHyTpb 500 Mr neBodiokcanmHa 2 paza B CYTKH Cmax COCTaBisiIa
7,8 £ 1,1 mxr/mi, a Cmin— 3,0 £ 0,9 MKr/mit.

Pacnopenenenune

Cps3piBaHUE C OelkaMu ChIBOPOTKH KpoBH coctaBisieT 30-40 %. Ilocrme omHOKpaTHOro H
noropHoro mpuema 500 Mr neBodiokcanMHa 00BEM pacnpeaeneHus JeBOo(IIOKCAIlMHA
cocraBisieT, B cpeaHeMm, 100 7, 4To yka3blBaeT Ha XOpollee MPOHUKHOBEHHE (IIEHETPAaLHUIO)

J'IeBO(bJ'IOKC'cU_[I/IHa B OpraHbl U TKaHU OpraHU3Ma YCJIOBCKA.
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IIponuxnosenue 6 causucmyro 000104Ky OpAHXO8, Hedldkeod s Srtitheriaiinon :éb'zc%t'fmu

anveeonapHbie Makpogazu

[Tocne omuokparHoro mpuema BHYTph 500 mr neBoduokcarmmHa Cmax JeBodIiOKcanuHa B
CIU3UCTON 000JI0UKE OPOHXOB U KUAKOCTU AMUTETUAIBHON BBICTUIIKU JOCTUTajIach B TEUCHUE
1 9w 4 9 u cocrasiaaaa 8,3 MKI/T 1 10,8 MKr/mit.

KoadduimenTsl nmeHeTpanuy B CIM3UCTYI0 O0OJIOYKY OpPOHXOB U JKUIKOCTHh AIUTEIUATBHON
BBICTHJIKH, TI0O CPaBHEHHWIO C KOHIICHTpaIlMei B rmia3Me KpoBH, coctaBisor 1,1-1,8 u 0,8-3,0
COOTBETCTBEHHO.

ITocne 5 nueit mpuema BHYTph S00 Mr j1eBodIIOKCaIIMHA CPEH SIS KOHIICHTpAIs JIeBO(IOKcalmHa
yepe3 4 4 IOCiE IMOCJIENHEro MpUeMa COCTaBisIa B JKUIAKOCTH SMUTEIMAIBHON BBICTUIIKU
9,94 MKT/MJI 1 B aJIbBEOJISIPHBIX Makpodarax — 97,9 MKr/miL.

IIpoHukHoseHUe 8 1e20unyI0 MKAHb

Cmax B IETOYHOM TKaHU mocie nprema BHyTpb 500 Mr neBodiokcalnia JoCTUranach uepes 4-6 4
U cocraBisuia npuOam3uTenbHo 11,3 MKr/r ¢ koaddunuentamu nenerpanun 2,0-5,0 1o
CPAaBHEHMIO C KOHLIEHTPALUEN B IJ1a3Me KPOBH.

IIpoHukHoseHue 8 anb8eoNAPHYIO HCUOKOCTb

[Tocne 3-x nueit mpuema 500 mr neBodokcanuHa 1 win 2 paza B cyTkd Cmax JIeBOGIOKCalIHA B
AITBBEOJISIPHON JKUIKOCTH JOCTHTanach depe3 2-4 4 wm cocraBmuia 4,0 u 6,7 MKr/mi,
COOTBETCTBEHHO, ¢ K03 punmenrom nenerpanuu 1,0 o cpaBHEHHUIO ¢ KOHIIEHTPALIUSMH B TUIa3Me
KPOBH.

IIpoHukHoBeHUe 8 KOCMHYI0 MKAHD

JleBoduiokcanuH XOpOIIO NPOHUKAET B KOPTUKAIBHYIO M I'y04yaTyl0 KOCTHYIO TKaHb, Kak B
MPOKCUMAJIbHBIX, TAK U B JUCTAJIbHBIX OTAeNaX OeIPEHHON KOCTH ¢ K03()(PUIIMEHTOM NEHETpaluu
(xoctHast TkaHb/mu1a3ma KpoBH) 0,1-3,0. Cmax JeBogiokcanHa B ry0uaToil KOCTHOM TKaHU
MPOKCUMAIBHOTO OTAena OeApeHHOW KocTu mocie mnpuemMa 500 Mr BHYTPh COCTaBIsa
npubau3uTenbHo 15,1 MK/t (depes3 2 4 nocre npuema JeBoIIOKCaluHa).

IIponuxnosenue 6 CRUHHOMO3208Y10 HCUOKOCHIb

JleBorioKcaIH MI0X0 MPOHUKAET B CIIMHHOMO3TOBYIO JKUKOCTb.

IIpoHukHoseHue 8 MKaHb NPeOCmamenbHOU JHcene3vl

[Tocne mpuema BHyTps 500 Mr neBoduiokcarnuHa 1 pa3 B CyTKH B T€UEHHE 3-X JTHEU, CPETHSA
KOHIEHTpalusi JeBo(doKcalliHa B TKAaHMU MpPeICTaTeNbHOM JKene3bl cocTaBisia 8,7 MKIVT,
CpelHee COOTHOILIEHHE KOHIICHTpaluii peicTaTeNbHast xKele3a/mia3Ma KpoBU cocTaBisiio 1,84.
Konyenmpayuu 6 moue

Cpennue KOHLIEHTpaluu B Moue yepe3 8-12 9 mocie npuema BHYTph 10361 150, 300 u 600 mr

neBogIokcanuaa cocTaBisiin 44 Mxr/mi, 91 Mkr/mit u 162 MKr/mi1, COOTBETCTBEHHO.
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Bbuorpancdhopmarimsg

JleBodokcaniH MeTabonu3upyeTcs B He3HAUMTeNbHOW creneHu (5 % mpuHsAToM 103bI). Ero
METa0OJIUTaMU SBJSIIOTCA  TuMeTusuieBoQiokcannd U N-okcuz JIeBO(IIOKCAlMH, KOTOpbIE
BBIBOJATCA TMoukaMmu. JleBopyokcanuH sBisETCS CTEPEOXMMHYECKH CTAOMIBHBIM M HE
MOJIBEPIaeTCsl XUPAIbHBIM MPEBPAIICHUSM.

DJIMMUHALMS

[Tocne mpuema BHYTpPb JIEBOGIIOKCAIIMH OTHOCUTENHFHO MEUIEHHO BBIBOJUTCS U3 TIA3MbI KPOBU
(T2 — 6-8 1), mpenmyIecTBEHHO, Yepe3 mouku (bosee 85 % npuHsTOM 103b1). OOIMIMI KIUPEHC
neBo(IoKcallHa 1mocie ogHokpaTHoro mpuema 500 Mr coctapisit 175 £+ 29,2 mu/muH.
OTCcyTCTBHE CYIIECTBEHHBIX pa3iuyuii B (papMaKOKMHETHKE JE€BO(IIOKCAIIMHA TPH €ro
BHYTPUBEHHOM BBEJICHUU U IMPUEME BHYTPh MOJTBEPKIACT TOT (aKT, YTO MPUEM BHYTPb U
BHYTPUBEHHBIH MyTh BBEACHHUS SIBJIAIOTCS B3aUMO3aMEHSIEMbIMHU.

OcoOble rpynmnbl NaMeHTOB

Ilon

dapMaKOKHHETHKA JIEBO(IIOKCAIIMHA Y MY)KUMH H KCHIIMH HE Pa3IHIacTCs.

Tlayuenmui nodicunozo eospacma

PapMaKOKMHETHKA y MalUEHTOB IMOXWJIOTO BO3pacTa HE OTIMYAETCS OT TAaKOBOM Yy MOJIOIBIX
MAIMEHTOB, 32 HCKIIIOYCHUEM pa3inuuil papMaKOKHMHETHKH, CBA3aHHBIX ¢ n3MeHeHnsMu KK.
Tlayuenmol ¢ napywienuem @yHKyuu nouex

[Tpr moyeuHON HEAOCTATOUHOCTH (apMaKOKHMHETHKa jeBoduiokcalHa u3Menserca. Ilo mepe
yXyJIeHus (QyHKIMY IT0YeK BbIBEIEHUE Yepe3 NouKy U noyeuHslid kiupeHc (CIR) ymensmatores,
a T12 yBenuumuBaercs.

®apMaKOKMHETHKA NpPU MOYEUHOM HEAOCTATOYHOCTH Iociie OoAHOKpaTHoro mnpuema 500 mr

JeBoQIIOKCaIIHA!
KK (mMa/mun) <20 20-49 50-80
CIR (mn/mun) 13 26 57
T2 (4) 35 27 9

6. PAPMAIIEBTUYECKUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
e Ilemmono3a mukpokpructammmdeckas (MKII-101)
e KapbOokcumeTrunkpaxmai HaTpHst
e [loBumon-K25

e Kpockapmennosa HaTpust
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e Marnus creapar

e  Kpemuust nMoKCHI KOJTTOUAHBINA

CocraB 000JI0YKH:

e [lonMBUHUIIOBBIN CIUPT

e Makporon-4000

e Turana quokcua
6.2. HecoBmecTuMOCTD
He npumenumo.
6.3. Cpok rogHocTH (CPOK XpaHEeHHs )
3 rona.
6.4. OcoOble MepbI NPEeIOCTOPOKHOCTH NMPH XPAHEHU U
XpaHuTh 1pu Temneparype He Boiie 25 °C.
6.5. Xapakrep u conep:xaHue NePBUYHON YIIAKOBKHU
[To 5, 7, 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY M3 TUICHKH IMOJMBUHIIXJIOPUIHOM,
7100 TJICHKH IOJIMBUHIIXJIOPHIHOM/TIOIMBUHITUACHXIIOPUIHON 1 (OJBIU  AITIOMHHUEBOU
MeYaTHOU JIAKUPOBAHHOM.
Wnu o 5, 7, 10 TaGeToK B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY M3 MaTepralia KOMOMHUPOBAHHOTO
Ha OCHOBE (DOJIBIH (TPEXCIONHBIN MaTepuall, BKIIOYAIOMINN allOMUHHEBYIO (OJIBTY, IJICHKY U3
OPUEHTHPOBAHHOTO MOJMAMHK/A, TOJUBUHWIXIOPUAHYIO IUIEHKY) U (DOJNBrH alfOMUHUEBON
MEeYaTHOM JIAKUPOBAHHOM.
6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TNPH  YHHYTOKEHHHM  HCIOJb30BAaHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHMEHEeHus:
JIEKApPCTBEHHOI'0 MpenaparTa u Apyrue MaHUILYJISIUM C IPenapaToM

Oco0ble TpeOoBaHMS K YTUIM3AIMK OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus

000 «ATomn»

445351, Camapckas 00:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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7.1. llpeacTaBUTEb IepKATEIs PericTPAlU(HHOIO yhberoneperms | = |EHOCTE 0001)

[IpereH3uu noTpedUTEIEl HAIPABIATE 10 aJIPECY:

Poccniickas @enepanus

000 «O308»

445351, Camapckas 0011., T.0. JKurynesck, r. XXurynesck, yi. ['mapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru (mpu npoussoxactee Ha OO0 «O30m», Poccust)

Poccuiickas @enepanus

000 «O30H Papm»

445043, Camapckas o0m., .0. Tonbsttu, Tep. O3 IIIT, maructpans 3-1, 31. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru (npu npoussoactse Ha OO0 «O30u Dapm», Poccust)

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIUN)

JlaTa niepBoii perucTpanuu.

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepuCTHKa JIEKapCTBEHHOro rmpemnaparta JIeBoduiokcalluH JOCTyIHA Ha
WH(OPMAIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMoHHo# cetn «HTepuer» https://eec.eaeunion.org/.
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