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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JleBodokcanyH, 5 Mr/mi1, pacTBop i HHPY3UH

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByollee BELIECTBO: JIEBO(IIOKCALIMH (B BUJIE FTEMUTHIpaTa).
Kax b1t M1 pacTBOpa CoOAepKUTCS 5 MT JIeBOGUIOKCaIHA (B BHJIE TEMUTUAPATA).

BeH.IeCTBa, HaJIMYHUC KOTOPLBIX HCO6XOI[I/IMO YUUTBIBATE B COCTABC IIpCIIapara: HanI/Iﬁ (CM. pas3acia
4.4).

ITonHBIN CIIMCOK BCIIOMOTaTEIbLHBIX BCUICCTB IIPUBCACH B pa3/iCjic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop 11 ungy3ui.

[Ipo3pauHblii paCTBOP 3€JIEHOBATO-KEITOTO 1IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHIO

HpenapaT HCBO(l)J'IOKcaI_II/IH IMOKa3aH K NPHUMCHCHUIO Y B3POCIIbIX IJId JICHCHUA I/IH(I)CKI_[I/IOHHO—

BOCHAJIUTENbHBIX  3a00JIeBaHUM,  BBI3BAHHBIX  YYBCTBUTEJIBHBIMU K  JIEBOQIJIOKCAI[UHY
MHUKPOOPTraHU3MaMU:

. OCJIOKHEHHbIE HH(PEKIIMY MOUYEBBIBOAALINX MyTEH U MHeTOHe(DPUT;

. XPOHUYECKHM OaKTepHalbHbIN MPOCTATHUT;

. JUIS. KOMIUIEKCHOTO JIEYEHHUsI JIEKAPCTBEHHO-YCTOMUUBBIX (OpM TyOepKyiesa;

. npoUIaKTUKA U JIEYeHHE CUOMPCKOM S3BbI IPU BO3YLIHO-KAMNEIbHOM IyTH 3apaKeHUSI.

I[J'ISI JICYCHHUA CIICAYIOIHNX I/IH(I)CKI_II/IOHHO-BOCHEUII/ITCJ'ILHLIX 3a00JIeBaHUH HGBO(I)J'IOKCQ.I_II/IH MOXKET
IMPUMEHATHCSA TOJIBKO B KAYECTBE aJIbTCPHATHUBBI APYTUM HpOTI/IBOMI/IKpO6HBIM Inpernaparam:

° BHEOOJbHUYHAS ITHCBMOHHMA,
° OCJIOKHCHHBIC I/IH(i)eKHI/II/I KOXHU U MATKHUX TKaHeﬁ;
° HEOCJI0KHEHHBIN OUCTHUT.

[Ipy npumMeHeHuu neBoIOKCAllMHA CIEAyeT Y4YUThIBaTh OQUIMANIbHbIE HAI[MOHAJIbHBIC
PEKOMEHAlMK [0 HaJJIeXkalleMy MNPUMEHEHHUIO aHTHOAKTepUAIBHBIX TpPEnapaTroB, a Takke
YyBCTBUTEIHLHOCTh MATOTEHHBIX MUKPOOPTaHU3MOB B KOHKPETHOM cTpane (cM. pa3zen 4.4).

4.2. PesxuM 103MpPOBaHNS U CNIOCO0 MPUMEHEeHUs!
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PexxuM o3upoBanus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Pexxum  103upoOBaHMS  ONpeAessieTcs XapaKTepoM M TSOKECThI0  HMH(EKuuu, a  Takke
qyBCTBUTEIBHOCTHIO MPEAIOIAraeMoro Bo30yAuTes.

HpO@OJZOfCMmeﬂbHOCMb Jle4YeHUsl

[TpoIOKUTENBHOCTD JICUCHHS BapbUpPYET B 3aBHCUMOCTH OT TedeHHUs 3aboneBaHus. Kak u mpu
NPUMEHEHUH JIPYTHX aHTHOMOTHKOB, JEUCHHE JIEBO(PIOKCALMHOM PEKOMEHIYETCs MPOAOIDKATh B
TeueHHne He MeHee 48—72 4 1ociie HOpMAIM3alUH TEMIIEPATypPhI TeJla WIN JOCTOBEPHON SpaauKaLluH
BO30YyIUTENSL.

Pexomenoyemvie pexcum 003uposanus u nPoOOIANCUMENbHOCTIb JIe4eHUsL Y NAYUEHMOS ¢ HOPMALbHOT
@yuryuei nouex (KK > 50 mn/mun)

Ocnoocnuénuvie ungexyuu moyesvigodawux nymeti: o 500 mr neBodnokcanrna 1 pa3 B CyTKu
(cooTBeTcTBeHHO cyTouHas no3a S00 mr neBodiokcannna) — 7—14 qHei.

Iuenonegppum: no 500 mr neBoduiokcaraa 1 pa3 B CyTKH (COOTBETCTBEHHO CYTOYHAs 032
500 mr neBodnokcanuna) — 7—10 gHeit.

Xponuueckuii oakmepuanvuwiii _npocmamum: 500 wMr neBoduokcanmHa 1 pa3 B CyTKH
(cooTBeTcTBEHHO cyTouHas no3a SO0 mMr neBodokcanuHa) — 28 THEH.

Komnnexcnoe neuenue  nexapcmeenno-ycmouuusvix  gopm  mybepxyreza: 1o 500 wr
neBoduiokcanHa 1-2 pa3a B CyTKH (COOTBETCTBEHHO cyTodHast 7032 S00—1000 mr neBoduiokcanyHa)
— JI0 3-X MECHILIEB.

Ipodunaxkmuxa u neuenue cubupckoil 5366l NPU _6030VULHO-KANEALHOM NYIMU_3apadxcenus. TI0
500 mr neBoduiokcanmHa 1 pa3 B cyTKH (COOTBETCTBEHHO cyTouyHas Ao03a 500 mr neBoduiokcanyHa)
— B TEUEHHE 10 & HELEID.

Bunebonvnuunaa nueemonus: no 500 mr neBoduokcanmHa 1-2 paza B CyTKH (COOTBETCTBEHHO
cyrounas go3a 500-1000 mr neBodmokcanuna) — 7—14 nuei.

Ocnooicrennvie ungexyuu koxcu u mazkux mrauneti. 1o 500 mr neBoguiokcania 1-2 pa3a B CyTKU
(cootBercTBeHHO cyTouHas 103a 500—1000 mr neBodnokcanuna) — 7—14 nueil.

Heocnooicnénnwiti yucmum: no 250 Mr eBoguiokcaniia 1 pa3 B CyTKH (COOTBETCTBEHHO CyTOYHas
no3a 250 mr neBodiiokcanuHa) — 3 JHsl.

IIponyck 0o3v1

Ecnu cnywailHo mpomylieHo BBeJeHHE Ipenapara, TO HaJo Kak MOKHO CKOpee BBECTHU
MPOMYIIEHHYIO J03Y U Jlajiee MPOOIKUTh BBOAUTH JIEBOIOKCAIIUH COTTIACHO PEKOMEHI0BAHHOMY
pexuMy.

Ilepe6oo nayuenma c nympueeHHol UHQy3uu 1e60p10Kcayuna Ha npuem mabiemox

B 3aBucMMOCTH OT COCTOSIHUS MAIlMEHTa YEpPe3 HECKOJbKO [IHEH JICUEHUS MOXKHO TMEpPEeUTH OT
BHYTPUBEHHOTO MH(Y3MOHHOTO BBEJICHUS HA TIPUEM TOM ke JT03bI TIeBOQIIOKCallMHA B TaOlieTKax (B
CBSA3M C TE€M, YTO OMOJOCTYHMHOCTH JieBO(IOKCAallMHA MpU MpueMe TabJIeTOK cocTaBisier 99—
100 %) (cm. pazaen 5.2.).

Oco0BbIe TPYIIIHI ITAIMEHTOB

THayuenmul ¢ napywenuem ¢ynxyuu novex (KK < 50 mn/mun)

Tak kak 1eBO(IOKCAIIMH BBIBOJUTCS MPEUMYIIIECTBEHHO MTOYKaMH, JUIS HAlMEHTOB C HAPYIICHUSIMU
¢GyHKIMK TIoYeK TpeOyeTcsi CHUKEHHE 103k Ipernapara (CM. TaOIUILy HIDKE).

KK Pexxum mo3upoBanus aeBOGIOKCAITUHOM
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Pexomennyemass  no3a J03a |-
nmpu KK >50 mu/mun: | npu KK >50 mu/mun: | mpu KK >50 mur/mun:
250 mr/24 g 500 mMr/24 500 mr/12 4

50-20 mur/mMuH

neppas no3a - 250 wr,
3areM - o 125 mMr/24

nepsas ao3a - 500 wmr,
3areM - 1o 250 mr/24 4

nepBas no3a - 500 mr,
3areM - 1o 250 Mr/12 4

19—10 mur/mMmuH

nepBas jgo3a - 250 wr,
3areM - 1o 125 mr/48 g

nepBas g03a - 500 wmr,
3areM - o 125 mr/24 gy

nepBas go03a - 500 mr,
3aTeM - o 125 mr/12 4

< 10 wmu/mMuH

(BKITFOUAS nepBas jgo3a - 250 wr, | nepBas go3a - 500 mr, | nepsas go3a - 500 mr,
reMOIuaIn3 U | 3aTeM - 110 125 Mr/48 u | 3areM - mo 125 mr/24 4 | 3ateM - 1o 125 mr/24 4
TTATIT!

I- mocyie reMoiMalK3a WK MOCTOSTHHOTO aMOyJiaTopHOro nepuroneanbHoro auanusa (ITAITJ]) He TpeOyercst BBeneHus
JIOTIOTHUTEIHHBIX J103.

Hal/ﬂleHl’I’Zbl C HapyuerHuimu qbyHKl/ﬂ/llxl neyernu

[Ipu HapymieHUM (QYHKIMM [EYEHH HE TpeOyeTcs KOPPEKLMU PEeKHMMa J03UpPOBAHMS, MOCKOJIBKY
7eBO(IOKCAIIMH JIUILb HE3HAYUTEIbHO METa00IU3UPYETCS B IEYECHH.

Hab;ueHMbl nooaicus10co so3pacma

Jlis TmalnueHToB MOXHWJIOTO BO3pacTa HE TpedyeTcss KOPPEeKIUH peXHuMa JI03UPOBAHHS, 3a
UCKITToueHueM ciydaeB cHkeHus KK 1o 50 mur/MuH u HIDKe.

CTH

JleBo(yiokcanuH IpOTUBOINOKA3aH JJIsl MPUMEHEHUS Yy JeTed U MOAPOCTKOB /10 18 neT (B CBA3M C
HE3aBEPILICHHOCTBIO POCTa CKEJIETa, TaK KaK HENb3s IMOJHOCThIO HCKIIOYHMTh PUCK MOPAXKEHUS
XPAILLEBBIX 30H POCTA KOCTEN).

Cooco0 nmpuMeHeH st

[Ipenapar cieayeT BBOJUTh MEUIEHHO MyTeM BHYTPUBEHHOW KarenbHOM MH(Y3UM OAMH WIM JBa
paza B cytku. [IpogomxurtensHocTh HHGY3uK 1 ¢uiakona pactBopa seBodiokcannna, S mr/mi (100
M1 pactBopa s uHQy3uit ¢ 500 Mr neBodokcanuHa) JOJKHA COCTaBIATH HE MeEHee
60 MuH, B ciyyae BBeAEHHs MoJoBHHBI (imakoHa (50 mu1 pactBopa ans uHdy3uih ¢ 250 mr

J'IGBO(I)J'IOKCB.I_II/IHa) MMPOAOJIZKUTCIIBHOCTD I/IH(IJYSI/II/I JOJI’)KHA COCTAaBJISITh HE MCHEC 30 MuH (CM. pa3acin
44)).

I/IHCprKI_II/II/I MO MPUTOTOBJICHUIO JICKAPCTBCHHOI'O MpCriapara nepca NpuMCHCHUEM CM. B pa3aciic
6.6.

4.3. [IporuBonoKka3zanust

. ['urepuyBCTBUTENEHOCTD K JIEBO(MIOKCAIIMHY WIIH JPYTUM XWHOJIOHAM, a TaKXkKe K JTF000MY U3
BCIIOMOTATENbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1;

. OIHICIICUS;

. [IceBnonapanutnueckas muacteHus (myasthenia gravis) (cM. pazaensi 4.8, 4.4);

. ITopaxeHus CyXOXUIMHA U IPUMEHEHUN (PTOPXMHOJIOHOB B AHAMHE3E;

. JleTckuii U MOAPOCTKOBBINA Bo3pacT 10 18 jieT (B CBSI3U C HE3aBEPIIEHHOCTHIO POCTA CKEJIETa,
TaK KaK HeJb3sl MOJIHOCThIO MCKIIFOUMTh PUCK MOPAXKEHUS XPALIEBBIX 30H pOCTa KOCTEH);

. BepemeHHOCTH (HENb3s MOIHOCTHIO UCKIIIOYUTH PUCK MOPAXKEHUS XPAIIEBBIX 30H pOCTa KOCTEH
y T10/12);
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. [lepriog rpyAHOro BCKapMIMBaHUS (HENb3s HOHHOC&JEB:::I}%%%{EQE&: Ingﬁhxlcel}lm'ﬁ

XPALLEBBIX 30H pOCTa KOCTEHN y peOeHKa).
4.4. OcoOble yka3zaHusi U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOXKHOCTBIO IPUHUMATD IIPH:

. Y nanueHToB, MPeApacioI0KEHHBIX K Pa3BUTHIO CYJIOPOT [y MAlIUEHTOB C MPEIIIECTBYIOIUMUI
MopakeHusIMU LeHTpaibHOM HepBHOUM cuctembl (LIHC), y mnanueHTOB, OJHOBPEMEHHO
MPUHUMAIOIIUX MpenapaThl, CHUXKAIOUINE MOPOT CYJOPOKHOM aKTHUBHOCTH T'OJIOBHOT'O MO3Ta,
Takue Kak perdydeH, reopwunH| (cM. pa3aen 4.5).

. Y nauueHToB C JATEHTHBIM WJIM MaHU(ECTUPOBAHHBIM  JE(PULIUTOM  TIIIHOK030-6-
¢docaraernnporenassl (NMOBBILICHHBIH PHCK Pa3BUTHS TE€MOJUTHUECKUX PpEaKUUil Mpu
JICUEHUH XMHOJIOHAMHU ).

. VY manueHToB ¢ HapylIeHUSAME (QYHKIUHU TTOYeK (TpedyeTcst 00s3aTeNbHbIN KOHTPOIb (YHKIIHN
MIOYEK, a TAK)Ke KOPPEKILHs pekuMa T03UpOBaHUs, CM. pazjen 4.2).

. VY nanueHToB ¢ M3BECTHBIMU (pakTopaMu pucka yanuHeHus uHTepBaia QT: y mauueHTOB
IIO’KHJIOTO BO3pAcCTa; y MALMEHTOB JKEHCKOI'O 10Ja; y MAllUEHTOB C HECKOPPEKTUPOBAHHBIMU
ANEKTPOJIUTHBIMM HapyLIEHUSIMHU (C TUIOKAJIUEMHEHW, TMIOMarHMeMuen); ¢ CHHIPOMOM
BpPOXJEHHOrO y/uinHeHus wuHTepBasa QT; ¢ 3aboneBaHusiMu  cepaua (cepaedHas
HE/I0CTaTOYHOCTh, MHPAPKT MHUOKapia, Opaaukapaus); MpU OJHOBPEMEHHOM MpPUMEHEHHUU
JIEKapCTBEHHBIX MPENaparoB, CHOCOOHBIX YAMUHATH uHTepBan QT (aHTHapuTMHUYECKHE
cpeactsa knacca [A u I, Tpunukinueckue aHTHIEIPECCAHTHI, MAKPOJIUIbl, HEUPOJIECITHUKN)
(cm. paznensi 4.9, 4.5, 4.4).

. VY mnanMeHToB ¢ caxapHbIM aMAa0ETOM, MOJYYArONIMX TMEePOPATbHBIE THIOTIMKEMUYECKUE
npemnapaTsl (HanpuMep, TTHOCHKIAMUT) WK TTperapaThl MHCYIMHA (BO3pAacTaeT PUCK Pa3BUTHS
TUTIOTJIUKEMHH ).

. VY NanueHToB ¢ TAXKEIBIMU HeKeIaTebHBIMHA PEaklUsIMU Ha ApyTrue (PTOpXUHOIOHBI, TAKUMHU

KaK TSXKCEIBIC HCBPOJOTMYCCKHUE PCAKIIMU (HOBBIHIGHHI)II\/'I PUCK Ppa3BUTUA AHAJIOTHMYHBIX
HCKCIIATCIIbHBIX peaKI_[I/II\/'I Ipu NPpUMCHCHUHN JICBO(I)HOKC&I_[I/IHB.).

. Y TanWeHToB C TCHXO03aMH WM Yy TMAalMEHTOB, WUMEIONIMX B aHaMHE3¢ ICHUXUYECKUE
3aboneBanus (cM. pazzaen 4.4).

. Y manueHTOB TOXKHWIIOTO BO3pacTa, y IMAlMEHTOB TOCTE TPAHCIUIAHTAIIMH, a TaKXKe IPU
COIMYTCTBYIOIIEM MNPUMEHEHUU TIIFOKOKOPTHUKOCTEPOUIOB (TIOBBIMICHHBI PHUCK PAa3BUTHS
TEHJIMHUTOB U pa3pbiBa CYXOXKWINN) (cM. pazaen 4.4).

. VY nanueHToB ¢ nopgupueit (puck odoctperus noppupuu, cM. paszien 4.8).

. VY manueHToB ¢ aHEBPU3MOW a0PTHI, C BPOXKJICHHBIM ITOPOKOM KJIalaHa cepiAla B CEMEHHOM
aHaMHe3e, WU Y TAIMEeHTOB C TUArHOCTHPOBAHHOM aHEBPU3MOU aOpThI U/UIU PACCIOCHUEM
aopThl, ¢ 3a00JeBaHMEM KIJalaHa cepAua WIM IpU HaJIMYUU APYTUX (aKTOPOB pUCKA WIH
COCTOSIHU, IPepacIIONararoifX K pa3BUTHIO aHEBPU3MbI A0PTHI UJIH PACCIOCHUS a0PTHI, UITH
perypruTaIii/HeIOCTAaTOYHOCTH KJIallaHa cep/ia (Hampumep, cuHapoM Mapdana, CHHIPOM
Onepca-Jlannoca, cunapom Tepuepa, Oone3sHb bexuera, aprepuanbHas THIEPTEH3US,
PEBMATOUIHBIM apTpUT, COCYJIUCThIe 3a0o0JieBaHUs, Takue Kak apTepuuT Takascy,
TUTaHTOKJIETOYHBI apTEepHHT, TMOATBEPKACHHBIM arepockiiepo3, cuHapoM lllerpena,
MH(EKIIMOHHBIN SHIOKApAUT) (CM. pazzaen 4.4).

I'ocniuranbHble MH(EKINH, BBI3BAHHBIE CHHETHOWHOM nanoukon (Pseudomonas aeruginosa), MOTYT
nmoTpeboBaTh KOMOMHUPOBAHHOTO JICYCHHMS.

Pucxpa%umuﬂ pe3ucmenntHocmu
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PacnipoctpaHeHHOCTh PHOOPETECHHON PE3UCTEHTHOCTH BHceBgL:MBr; '[l';lraM'MOB'M DOO‘DFEIH'I/BMOB

MOKET UBMCHATHCA B 3aBUCUMOCTHU OT I‘eOFpa(l)I/I‘-ICCKOI‘O peruoHa u ¢ TCUCHUCM BpCMCHU. B cBsasu c
TUM Tpebyercss uHpopMaIusa 0 PE3UCTEHTHOCTH K JIeBO(IOKCAIIMHY B KOHKPETHOH crpane. J[ist
TepanuM TSHKETBIX WHOEKIUH min npu HedP(HEKTUBHOCTH JICUCHHs JOJDKEH OBITh YCTaHOBIJICH
MHUKPOOHOJIOTHYECKUI  JMarHO3 ¢  BBIACJICHHEM  BO30yIUTENss W ONpENCIICHHEM  €ro
9yBCTBUTEIHHOCTH K JICBO(DIOKCAIMHY.

Memuyunnun-pezucmenmuulii 3010mucmolii cmaguiokoxk (Staphylococcus aureus)

NmeeTcs BbICOKAst BEPOSTHOCTh TOTO, YTO METHULIMIUIMH-PE3UCTCHTHBIN 30JI0THCTHIN CTa(hHIOKOKK
OyZeT pe3uCTEHTHBIM K (PTOPXHMHOJIOHAM, BKIItouas JieBodiiokcanuH. [loaTomy seBodiokcaiia He
PEKOMEHYETCSl JJIs JICYCHUS YCTAHOBIICHHBIX WJIM TPEIINOJIaraeMbIX HH(EKIUI, BBI3BIBAEMBIX
METUILTUH-PE3UCTEHTHBIM 30JI0TUCTHIM CTa(PUIIOKOKKOM, B CIy4ae eclid JabopaTopHbIe aHAIIU3bI
HE TIOJITBEPIUIIN YyBCTBUTEILHOCTH STOTO MUKPOOPTaHU3Ma K JIEBO(IIOKCAIIUHY.

Ilomepss mpyoocnocobnocmu  (uneanuouzayus) u nomeHyudalvbHsvle HeoOpamumvle cepbe3Hble
nobouHble peakyuu, 00ycl08lIeHHble NPUMEHeHUeM GMOPXUHOIOHO8

[TpuMeHeHre QTOPXUHOIOHOB, B TOM uYHCIe JieBo(okcalmHa, OBUIO CBSI3aHO C TOTEper
TPYJIOCIIOCOOHOCTH W Pa3BUTHEM HEOOPATHMBIX CEPhE3HBIX IMOOOYHBIX PEAKIUN CO CTOPOHBI
pa3IMYHBIX CHUCTEM OpraHu3Ma, KOTOPbIE MOTYT Pa3BUTHCS OJHOBPEMEHHO y OJHOTO U TOTO JKE
narueHTa. [1000YHbIE peakuu, BBI3BAHHBIC (DTOPXWUHOJOHAMH, BKIIOYAOT TEHIWHHUTHI, Pa3phIB
CYXOXHIIUH, apTPaITu0, MHAJITHIO, TIEPUPEPUICCKYI0 HEHPONaTHIO, a Takxke mo0ouHbIe 3(PdeKThI
CO CTOPOHBI HEPBHOM CHUCTEMBI (TaJUTFOIIMHAIINH, TPEBOTA, IENPECcCHsl, 0ECCOHHMIIA, TOJIOBHBIE 00N
U CITyTaHHOCTh CO3HaHMs). [laHHBIC pEeaKIUU MOTYT Pa3BUTHCS B IIEPUOJ OT HECKOJIBKUX YaCOB JI0
HECKOJIBKUX HEJICIb TTOCIIe Hadaia Teparuu JeBOQIIOKCAIMHOM. Pa3BUTHE STUX MMOOOYHBIX PEaKIuit
0TMEYaJIOCh y MAIIMEHTOB JTI000T0 Bo3pacTa U 0e3 HaIuuus MpeIecTBYoImxX (Gaktopos pucka. [Ipu
BO3HHKHOBEHHU TIEPBBIX IMPU3HAKOB WM CHMIITOMOB JIFOOBIX CEPHE3HBIX TOOOYHBIX pPEaKIIHiA
clielyeT HEMEAJIEHHO MPEeKPaTUTh MpUMeHeHue JeBodaokcanuna. CrneayeT u3deraTb MpuMEHEHUS
(TOPXMHOJIOHOB, B TOM YHCIIE JIEBO(IOKCAIIMHA, Y TAIIHCHTOB, Y KOTOPBIX OTMEUAIHChH JTFOOBIC U3
ATUX CEPbE3HBIX MOOOYHBIX PEaKIIUH.

IIpooonsicumenvHocmo ungysuu

Crnenyer cTporo npHIEp>KUBaTbCcs PEKOMEHAYEMOH NpPOJOJKUTEIbHOCTH BBEJCHMS IIperapara,
KOTOpasi JoJKHa cocTaBisATh He MeHee 60 muH (ms 100 M uHy3uoHHOrO pactBopa) win 30 MuH
(st 50 mut pactBopa). OnBIT MpUMEHEHHs JIeBO(IIOKCAIIMHA TIOKA3bIBAET, YTO BO BpeMs MH(]Y3uu
MOXET HaOJIOAaThC YCWIEHHOE CcepAlneOneHne M TPaH3UTOPHOE CHIDKCHHE apTepHAIbHOTO
naBiieHus. B penkux ciyyasx MOXKET pa3BUTbCA COCYIMCTHIM kosutanc. Ecnu Bo Bpemst uHdpy3un
HaOJII0/TaeTCsl BRIPAKCHHOE CHIDKEHHE apTepPHAIbHOTO JIaBJICHHS, TO BBEICHHE TperapaTa CleayeT
HEMEJICHHO MPEKPaTHUTh.

Tayuenmul, npedpacnonodcentule K passumuro cyoopoe

Kak u napyrue XMHOJIOHBI, JIEBOGIIOKCAIIMH JIOJKEH C OOJBIION OCTOPOXKHOCTBIO MPUMEHSTHCS Y
MAIMEHTOB € MPEIPACIONOKEHHOCTIO K cynoporaM. K TakuM maryeHTaM OTHOCSITCS MAllUEHTHI ©
MPEIIECTBYIOUMMH MOPAKEHUSAMHU LIEHTPATbHON HEPBHOW CUCTEMBI, TAKUMH KaK MHCYJIBT, TsDKENas
YepernHO-MO3roBasi TpaBMa; IMallMeHThl, OJTHOBPEMEHHO NMPUHUMAIOIIKE MpernapaTsl, CHIKAIOIINE
MOpOT CYJIOPO’KHOW aKTMBHOCTH T'OJIOBHOTO Mo3ra (Hampumep, TeopuiuiH; Gendyden u npyrue
HECTepOUIHbIE MPOTUBOBOCHAIUTENbHBIE TIPEaparsl (cM. paszen 4.5).

[Ipu pazBuTHUU CyIOpOT JeueHUe 1eBOGIOKCAIUHOM CIEAYeT MPEeKPATUTh.
Tlcesoomembpanosmwiii Koaum

Pa3zBuBmIasics BO BpeMsl MM IOCJE JICUCHHs JEBO(IIOKCAIIMHOM JHuapesi, OCOOCHHO TSKEIOon
CTENCHHU, YIOPHAs W/WIM C KPOBBIO MOXET OBITh CHMIITOMOM ICEBIOMEMOPAaHO3HOTO KOJIUTA,
Bb3biBaeMoro Clostridium difficile. B cnydae momo3peHusl Ha pa3BUTHE ICEBIOMEMOPAHO3HOTO
KOJIUTA JieueHHEe JIeBO(IIOKCAIMHOM CIIEAyeT HEeMEICHHO MPEKpaTuTh W Cpa3y e Hayarh
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[Ipenapatsl, TOpMO3SIIIKME MEPUCTATBTUKY KUILIEYHUKA, TPOTUBOIIOKA3aHBI.
Ocmpvlii nankpeamum

VY manueHToB, MPUHUMAIOIINX JIEBO(IIOKCAIIMH, MOXKET Pa3BUThCA OCTPHIN MaHKpeaTuT. [lanmeHToB
cienyer WH(GOPMUPOBATH O XapaKTEPHBIX CUMITOMAaxX OCTPOro maHkpeatuTa. [Ipu mosiBieHun
TOIIHOTBI, HEAOMOI'aHHA, I[I/ICKOM(l)OpTa B KHBOTC, OCTpOfI 6OJII/I B JKMBOTC HJIM PBOTHI MAIUCHTY
CIIelyeT HEMEJIEHHO 00paTUThCS K Bpady JUIsi METUIIMHCKOTO oOciieaoBanus. [Ipu nono3peHnn Ha
OCTPBIN MAHKPEATUT CIEIYEeT MPEKPATUTh MPUMEHEHHE JIEBO(IOKCAIIMHA W HE BO30OHOBIIATH €0
npuMeHeHue. [Ipemapar cienyer NMpUMEHSATh ¢ OCTOPOXXHOCTHIO y TAIIMEHTOB C MAHKPEATHTOM B
aHamHese (cM. pazaen 4.8).

Tenounum u pa3pwlé cyxoncunuil

TCHI[I/IHI/IT, pPEaAKO BO3HI/IKaIOHII/H\/JI Ha (1)0He MNPUMCHCHUA XHHOJIOHOB, MOKCT MHOT'Ja IMIPUBOJUTH K
paspbIBY CYXOXWJIUHM, BKIIOYas aXWUUIOBO CYXOXHJIUE, U MOXKET OBbITh JBYCTOPOHHUM. OTOT
00OYHBIN APPEKT MOKET Pa3BUTHCS B TEUCHHE 48 4 TIOCIIe Havasa JICYCHUS WIH Yepe3 HeCKOJIbKO
MECSLEB M0CIIE 3aBEPUICHUS TePAK PTOPXUHOIOHAMHU.

[TaneHTHI MOXXUIIOTO BO3pacTa OoJiee MPeapacioIOkKeHbl K Pa3BUTHIO TCHIMHNUTA; y TAalUEHTOB,
IPUHUMAIOIIUX  (TOPXMHOJIOHBI, PHUCK pa3pblBa CYXOXWJIMS MOXKET IMOBBIIIATBCS IPU
OJIHOBPEMEHHOM IIPUMEHEHUU IIFOKOKOPTUKOCTEPOUI0B. Kpome 3Toro, y mnanueHToB IIOCIE
TPAHCIUIAHTAllUM TIOBBIIIEH PHUCK PAa3BUTHUS TEHIMHUTOB, MO3TOMY PEKOMEHAYEeTCs COOI0AaTh
OCTOPOXKHOCTh IPY Ha3HAUYEHUHM (TOPXWHOJOHOB JAHHOW KATErOpHUH MAIMEHTOB. Y MAI[MEHTOB C
HapyleHUsIMH (QYHKIMU IIOYEK CYTOUHYIO 103y ClIeAyeT CKOPPEKTUPOBATh HA OCHOBAHUU KIIMPEHCa
KpEaTHHHHA.

[TanmenTam cnenyeT peKOMEHIOBATh OCTABATHCS B IIOKOE IPU TOSBIEHUU IIEPBBIX MPU3HAKOB
TEHJMHUTOB WM Pa3pblBOB CYXOXWINNA, U 00paTUThCs K JedaiieMmy Bpauy. [Ipu momo3peHun Ha
pa3BUTHE TEHAWHUTA WU pa3pblB CyXOXKWIUSA CIEAYeT HEMEIJICHHO IPEKpaTUTh JICYEHHE
JeBO(IIOKCAIMHOM M HadyaTh COOTBETCTBYIOIEE JICUEHHE MOPAKEHHOTO CYXOXKWJIMS, HalpuMmep,
o0ecreynB eMy JOCTaTOYHYI0 MMMOOUIM3aIuIo (cM. pasniensl 4.3 u 4.8).

Peam;uu cunepdyecmeumelbHocmu

JleBodiokcalliH ~ MOXXET  BBI3BIBaTh  CEpPbE3HbIC, IMOTCHLUMAIbHO  JIeTaJbHbIE  PEAKLUU
TUIEePYYBCTBUTEILHOCTU (AaHTMOHEBPOTUYECKUH OTEK, aHAPHIIaKTUYECKUH 1I0K) (cM. pa3zen 4.8). B
Cllyyae UX pa3BUTHS cJielyeT HeMEeUIEHHO IPEKPaTUTh BBEICHHUE Mpernapara 1 00paTUThCS K Bpady.

Tsoicenvie KOJCHbLE HedcenamenbHble peakyuu

[Tpu npumeHeHuM JieBoQIIOKCallMHA OBUIM 3aperUCTPUPOBAHBI TSKENbIe KOXKHbBIE HEXKellaTelbHbIe
peakuuu, BKJIIOYas TOKCHUECKUH SHujepMaibHbId Hekpoiu3 (cunapom Jlaiiemna), CHHIpPOM
CruBeHca-/[>KOHCOHA M JIEKAPCTBEHHYIO PEAKIINIO C S03MHOPMINEH U CUCTEMHOM CUMIITOMATUKOM
(DRESS-cunapom), KOTOpble MOTYT OBITh JKU3HEYTPOXKAIOIMMU WIIH JIETaJbHBIMU (CM. pa3jen 4.8).
[Ipy Ha3zHaueHUM TMpenapara NalMEHThl JODKHBI ObITh NMPOWH(GOPMHUPOBAHBI O TNPU3HAKAX U
CUMITOMAaxX TSKENbIX KOXKHBIX HEXKeJaTeNbHbIX peakuuid M HaXOAUTHCS MOJ TIIATEIbHBIM
MEIULIMHCKUM HaOmoneHueM. [Ipy mosiBieHur NMpU3HAKOB M CUMIITOMOB, CBUJIETEIbCTBYIOIIUX O
Pa3BUTUM O3TUX HEXKEJIATeNbHBIX pEaKUuui, CIeayeT HEMEUICHHO MpeKpaTUTh INpPUMEHEHHE
neBo(IOKcaliHa U pacCMOTPETh BO3MOXXHOCTh Ha3HauU€HUs! albTepHATUBHOTO JieueHus. Ecinu mpu
MIPUMEHEHUH JIeBO(IIOKCAIlMHA Y MAI[MeHTa pa3BUJIach TsDKeas He)KesaTellbHas KOXKHasl peaklus,
Takas Kak cuHapoMm CrtuBeHca-/[?)KOHCOHA, TOKCHUECKUH AnuAepManbHblii Hekpoans uinu DRESS-
CHHJIPOM, BO30OHOBIISATh IPUMEHEHHE IIperapara y 3TOro MalueHTa He CIeayeT.

Hapywenuﬂ CO CIMOpPOHbL neverHu u ofceﬂqeebleodﬂu;ux nymeﬁ

CooOmaioch 0 ciayyasix pa3BUTUSL HEKpo3a T[E€UEHHW, BKIIOYas pa3BUTHE MEYCHOYHOMN
HEJ0CTATOYHOCTH C JIETAIbHBIM UCXO0JI0M, TIPU IPUMEHEHUH JIEBO(IIOKCAIIMHA, TTTaBHBIM 00pa3oM, y
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HaHI/IeHTH JOJIXKHBI OBITH npeaynpeKIACHbL O HCO6XOI[I/IMOCTI/I MMpEKpalCHuA JCYCHUA U CPOYHOI'O
O6paH_IeHI/I5[ K Bpady B ClIydac IMOABJICHUSA IIPU3HAKOB U CUMIITOMOB ITOPAXCHUA IEYCHU, TAKHUX KaK
AHOPCKCHUS, KCJITyXa, IOTCMHCHUC MOYH, KO KHBII 3ya u 00JIM B )KUBOTE.

Tayuenmul ¢ Hapywenusmu QyHKYUU novex

Tak kak JeBO(IOKCAIIMH SKCKPETHUPYETCs TIJIaBHBIM O0pa3oM dYepe3 MOYKH, Yy MAIUEHTOB C
HapyUICHUSIMH (QYHKIMH TOYeK TpeOyeTcs 00s3aTeNbHBI KOHTPOJIb (PYHKIMU IOYEK, a TaKkKe
KOppEeKLMsI peXUMa JO3UpoBaHus (cM. paszen 4.2).

[Tpu neyeHn NaMeHTOB MOXKUIIOTO BO3pacTa CIEAYeT YUYUTHIBATh, YTO Y MAI[MCHTOB 3TOW TPYIIIBI
9acTO OTMEYAIOTCS HapyIIeHUsl (YHKIIUH MOYeK (cM. paszjen 4.2).

IIpeoomspawenue pazeumus peaxyuil hpomocencuburusayuu

Xots (oToceHCHOMIM3AMS TP TPUMEHEHUH JIEBO(IIOKCAIIMHA PAa3BHBAETCS OYCHb PEAKO, IS
MIPEIOTBPALICHUS €€ Pa3BUTHUS MAllMEHTaM HE PEKOMEH]IyeTCs BO BpeMs JICUeHHs U B TeueHue 48 u
[OC/IE OKOHYAHUS JICUEHUs JIEBO(IIOKCALMHOM TIOJBEPraThCsi CUJIBHOMY COJHEYHOMY WIIU
HCKYCCTBEHHOMY YJIbTpaduoieToBoMy 00IyUYeHHIO (HallpuMep, OCeHaTh CONApUit).

Cynepunghexyus

Kak u nmpu npuMeHeHuu Apyrux aHTHOMOTHKOB, MPUMEHEHHE JIEBO(IOKCAIIMHA, OCOOCHHO B TEUECHUE
JUINTEIBHOIO BPEMEHM, MOKET MPUBOAUTH K YCHIEHHOMY Pa3MHOXKEHUIO PE3UCTEHTHBIX K HEMY
MUKpPOOPTraHu3MoB (OakTepuid © TpuOOB), YTO MOMKET BBHI3bIBATh H3MEHEHUS HOpPMalIbHOU
MUKpO(hIOpHI YenoBeka. B pesynbprare MokeT pa3BUThes cynepuHdexius. [loaTomy B Xoze iedeHus
Heo0X0auMO 0053aTeJIbHO MPOBOIUTH MOBTOPHYIO OLIGHKY COCTOSIHUS IAallMeHTa, U, B CIydyae
pa3BUTHS BO BpeMsI JICUEHUS CyNepuH(EKINH, CIeyeT IPUHUMATh COOTBETCTBYIOIINE MEPBI.

Yonunenue unmepeana QT

Coobmanoch 00 0O4YEHb PEIKHUX Cyvasx yJIuHeHus uatepBaia QT y mamueHToB, MPUHUMAIOIINX
(TOPXUHOIOHBI, BKJIIOYast JI€BO(IOKCAIIHH.

ITpu npumeHeHnN GTOPXUHOIOHOB, BKIIIOUAs JIEBO(IIOKCALMH, CIEIyeT COON0IaTh OCTOPOKHOCTh
y TAaIMEeHTOB C HW3BECTHBIMH (pakTopamMu pucka yanuHeHus uHTepBasa QT: y mamueHToB c
HECKOPPEKTHPOBAHHBIMU AIEKTPOJIIUTHBIMU HAPYIIEHUSMH (C TUIIOKAJIMEMUEHN, TUTIOMarHUeMHEn ); ¢
CHUHJIPOMOM BpOXJEHHOro y/uimHeHus uHTepBana QT; ¢ 3aboneBanHusiMH cepiua (cepieuHas
HEJ0CTaTOYHOCTh, WHGApKT MHOKapAa, Opaaukapaus); HpH OAHOBPEMEHHOM HPUMEHEHUU
JIeKapCTBEHHBIX NPENapaToB, CIOCOOHBIX yIHHATE UHTepBan QT, Takux xak

aHTHapuTMUYeckue cpeactsa kiacca A u III, Tpunuknnueckue aHTHIENPECCAHTHI, MaKPOIUIbI,
HEUPOJICIITUKHU.

HaHI/IeHTBI ITOXXHJIOr0 BO3pacTa U MAalMCHTHI ) KCHCKOI'0 IoJia MOTYT OBITE OoJIEE YYBCTBUTCIIbHBIMU
K npenapatam, yanuasonmm uarepsai QT. [ToaToMy y HUX clieayeT ¢ 0CTOPOKHOCTHIO TPUMEHSTh
(TOPXUHONOHKI, BKItOYast JeBohIoKkcauH (cM. pazaensl 4.4, 4.2, 4.8, 4.9 u 4.5).

Tayuenmwl ¢ dechuyumonm enoxo30-6-ghocchamoezudpozenasvl

Y  manMeHToB ¢ JIATEHTHBIM WM MaHU(ECTHPOBAaHHBIM  JE(UIIMTOM  TIIFOKO30-6-
docdarneruaporeHasbl UMeETCs MPEAPACIONOKEHHOCTh K PA3BUTHIO TEMOJIUTUYECKUX PEAKIIUA PU
JIEYCHUU XMHOJIOHAMH, UTO CJIEyeT MPUHUMATh BO BHUMAHUE TIPH JICUEHUH JIEBO(IIOKCAITHHOM.

Jucenuxemus (cuno- u eunepaiuxemus,)

Kak u npu npuMeHeHun Apyrux GTOPXUHOIOHOB, IPU IPUMEHEHUH J1€BO(IOKCAITHA HAOIIO1AIUCh
Cllyyadl pa3BUTHS TUIEPrIUKEMUH U Tunorimukemuu. Ha ¢one Tepanum 1eBO(IOKCAITTHOM
JUCTIMKEMUS 4Yalle pa3BUBAJACh Yy MALMEHTOB IOXKWJIOIO BO3PACTa M IMALMEHTOB C CaXxapHbIM
IabeToM, MONYYarolluX COMYTCTBYIOIIYIO TEPanuio MEpOpalbHBIMH TUIOTITUKEMUYECKUMU
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y TakuMX MAIMEHTOB BO3PACTa€T PUCK Pa3BUTHS TUIOIJIMKEMHUHU, BIUIOTH IO THIOTIMKEMHYECKOU
koMbl. HeoOxomumo uHPOpMHpOBATH MHAIMEHTOB O CHUMIITOMAaX THMIIOITUKEMHUHU (CIIyTaHHOCTh
CO3HaHMS, TOJIOBOKPYXKCHHE, «BOJYUID aIllleTUT, TOJIOBHAs OOJb, HEPBO3HOCTh, OIIyIICHUE
cepaueOneHns WK yJallleHue myjbca, 0JIeAHOCTh KOKHBIX IIOKPOBOB, UCHAPUHA, TPOXKb, CI1a00CTbh).

Ecnmu y mamuenTa pa3BUBAeTCS TUIOTIIMKEMHS, HEOOXOIUMO HEMEIJICHHO MPEKPaTUTh JICYCHUE
7eBO(IIOKCAIMHOM M Ha4uaTh COOTBETCTBYIOIIYIO Tepanuio. B aTux ciyyasx peKoOMeHyeTcs epenTu
Ha Teparuio IPYTUM aHTHUOMOTHUKOM, OTIMYHBIM OT ()TOPXHHOJIOHOB, €CIU 3TO BO3MOXHO. [Ipum
MIPOBEJICHUH JIEYEHHS JIEBO(IIOKCALIMHOM Yy MAlKMEHTOB MOXHWJIOIO BO3pacTa U y MAlEeHTOB C
caxapHbIM JHa0ETOM PEKOMEHIYETCSI TIIATeIbHBI MOHUTOPUHT KOHIICHTPAIIUHU TIFOKO3bI B KPOBH.

Iepughepuueckasn neiiponamus

VY manueHToB, MPUHUMAIINUX (PTOPXUHOJIOHBI, BKIIFOYAS JICBO(IOKCAIINMH, COOOIAIOCh O CIIyJasx
Pa3BUTHSI CCHCOPHOW M CEHCOPHO-MOTOPHOM NepudepudecKoil HeHponaTuu, Hadyaio KOTOPOi MOXKET
OBITH OBICTPBIM.

Ecnu y manueHnTta pa3BUBAIOTCS CUMITOMBI HEHpONATHM, NMPUMEHEHUE JEBOGIIOKCAIIMHA JIOJIKHO
OBITH MPEKPAIICHO. DTO MUHIMH3HPYET BO3MOKHBIA PUCK Pa3BUTHS HEOOPATUMBIX W3MEHEHH.

HaL[I/IeHTBI JOJIDKHBI OBITH I/IH(bOpMI/IpOBaHLI (6] HeO6XOI[I/IMOCTI/I COO6H_[aTB CBOCMY JicHalleMy Bpady
0 IOSBJICHUH JTIIOOBIX CUMIITOMOB HGﬁpOHaTHH. q)TOpXI/IHOJIOHI)I HC CIICAYCT Ha3HAYaTh IMallUCHTaM,
HMCIOIIUM B aHAMHE3C YKA3aHU Ha HepI/I(bepI/I‘leCKYIO HeﬁpOHaTPIIO.

Obocmpenue ncegdonapanumuyeckoi muacmenuu (myasthenia gravis)

DTOPXHUHOJIOHBI, BKJIIOYAs JIEBOQIIOKCAIIMH, XapaKTePU3YIOTCS OIIOKUPYIOLIEH HEPBHO-MBIIIEYHOE
MPOBEACHUE AKTUBHOCTRIO M MOTYT YCWIMBATh MBIIIEYHYIO CIA0OCTh Y TAIlUEHTOB C
TICEBIONApAIUTUYECKO  MHacTeHned. B mocTperucrpanoHHOM Tiepuojae  HaOIIOJaluCh
HEe)XKeJlaTeJIbHbIE PEeaKkluy, BKJII0Yasl JErOYHYI HEIOCTATOYHOCTh, MOTPEOOBABIIYIO NMPOBEICHUE
HWCKYCCTBEHHOM BEHTWIALMU JIETKUX, W JIETAJbHBIA HMCXOJ, KOTOPBIE ACCOLMUPOBAIUCH C
MpUMEHEHUEM (PTOPXUHOJIOHOB Y TIAIIUEHTOB C TICEBIONAPATTUTUYECKON MUACTEHUECH.

[Tpumenenue neBodIoKcalHa y MAIUEHTOB C YCTAHOBIEHHBIM AUATHO30M TICEBAONAPATUTHIECKON
MUACTEHUH HE peKOMEHIyeTcs (cM. pasnen 4.8).

IIpumenenue npu 8030yUWHO-KANENbHOM NYMU 3APAAHCEHUs CUOUPCKOUL 360U

IIpumeHeHue neBoQUIOKCAllMHA y 4YelOBeKa I10 JTOMY II0KAa3aHUI0 OCHOBAHO HAa JAHHBIX I10
YyBCTBUTEIBHOCTH K HeMy Bacillus anthracis, TOTy4eHHBIX B HCCJIEIOBAHUAX N Vitro U B
JKCIIEPUMEHTAJIBHBIX HCCICIO0BAHUAX, IPOBEICHHBIX HA >KMBOTHBIX, 4 TAaK)KE€ HAa OTPAaHUYECHHBIX
JaHHBIX MpPHUMEHEHMs JieBo(IoKcalMHa y uenoBeka. Jlewamue Bpayd JOJDKHBI oOpamarbes K
HAIMOHAJIbHBIM W/WJIM MEKIYHAPOIHBIM TOKYMEHTAM, KOTOPbIE OTPaXaroT BEIPAOOTaHHYIO O0IUMU
YCUJIMSIMU TOUYKY 3pEHHSI 10 JICUCHUIO CUOMPCKOM S3BBI.

Icuxomuueckue peakyuu

[IcuxoTruyeckne peakluy, BKIIOYAs CYHIMJIAIbHBIE MBICIH/TIONBITKH, OTMEYAINCh Y MalUeHTOB,
MIPUHUMAIOIINX (PTOPXHUHOJIOHBI, BKJIFOYast JI€BO(IIOKCAIINH, HHOT/a [TOCJIe IpreMa pa3oBoil 103b1. B
Cllyyae pa3BUTHS JIIOOBIX HEXeNATeNbHBIX PEaKIHi O CTOPOHBI LIEHTPATbHOI HEPBHOM CHCTEMBI,
BKJIIFOYasA HapyMICHUS TCUXUKH, JICUCHUC J'IeBOCbJ'IOKcaHI/IHOM CJICAYyCT HECMCIJICHHO NPCKPATUTh U
Ha3HAYUTh COOTBETCTBYIOLIYIO Tepamnuio. B 3Tux ciayyasx peKOMEHIyeTcs NMEPEUTH Ha TEpanuio
JIPYTUM aHTUOMOTUKOM, OTJINYHBIM OT (PTOPXUHOJIOHOB, €CJIA ATO BO3MOXKHO.

CJIGI[yCT C OCTOPOKHOCTBIO Ha3HadaTb MNOpcrapar MNaUuCHTaAM C IICUXO03aMH WKW TIallUCHTAaM,
MMEIOIINM B aHAMHE3€ IICUXUYEeCKHe 3a00eBanus (cM. pasaen 4.4).

Amnespuszma u paccioenue aopmel, pe2ypeumayusi/HedoCmamoyHocmy KI1anaua cepoyd
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AaHEBPU3MBI A0OPThI U PACCIOEHHS A0PThI, OCOOCHHO y MAIMEHTOB IOXKWIOTO BO3pAacTa, a TAaKKe
PErypruTaniy aopTajJbHOIO W MUTPAIBHOTO KJIANAHOB IOCIE NMPUMEHEHHS (PTOPXHUHOIOHOB. Y
ManuCeHTOB, IMOJYy4YaBIIMX Q)TOPXHHOHOHBI, OBIIM OTMEUYEHBI CJlIydan pa3BUTUA QAQHCBPU3MBI H
pacciIioeHus A0PThI, MHOT/IAa OCJIOKHEHHBIX Pa3phIBOM (B TOM YHCIIE C JIETAIBHBIM HCXOJIOM), & TAKXKE
perypruTanim/HeJOCTaTOYHOCTH JIF0OOTO U3 KJIarnaHoB cepana (cM. paszaen 4.8).

B cBsa3u ¢ 3TUM, (PTOPXMHOJIOHBI ClE€QyeT MNPUMEHATh TOJIBKO I0CJE TIIATENIbHOM OLIEHKU
COOTHOUICHUS «IIOJIb3a-PUCK» U PACCMOTPEHUS IPYTMX BAPUAHTOB TEpPAlMM y IIALUEHTOB C
aHEBPU3MOW aoOpThl WM BPOXKICHHBIM IOPOKOM KJlallaHa CEpALla B CEMEHHOM aHaMHe3e, WIH Y
NAIlMeHTOB C JMarHOCTHPOBAHHOW aHEBPU3MOH aoOpThl W/WIIM PACCIIOCHWEM AaopThl, WU
3a00JeBaHMEM KJalaHa cepAlla, WIM IPU HAIMYMHU JPYyTuxX (AKTOpPOB pUCKA WIIM COCTOSIHMH,
IIPEIpaconaraux K pa3BUTHIO:

. KaK aHEBPU3MbI U PACCIIOCHHUS a0PThI, TAK U PErypruTalvy/HeA0CTaTOYHOCTH KJlallaHa cepALa
(Harmpumep, 3a00JI€BaHHSI COETMHUTEIFHON TKAHH, TAKHE KaK CHHAPOM MapdaHa nim cuHApOM
Onepca-/lannoca, cuHiapom TepHepa, Oozne3Hb bexuera, apTepuaipHas T'HIEPTEH3US,
PEBMATOUIHBIN apTpUT);

U1K JOIIOJIHHUTCIIBHO:

. AQHEBPHU3MBI U PACCIOCHUS a0PThI (HAIIPUMEP, COCYTUCThIC 3a00JIeBaHMs, TAKHE KaK apTEPUUT
Takasicy, T'MraHTOKJICTOUHBIH apTEPUUT, TOATBEP)KICHHBIH AaTEPOCKIEPO3, CHHAPOM
Hlerpena);

. perypruTanin/HeI0CTaTOYHOCTH KJlaraHa cepAna (HanpuMep, HHOEKIIMOHHbIH YHI0Kap/INT).

Puck Pa3sBUTHUA aHCBPHU3MBI U PACCIOCHUS aOPThI, 4 TAKIKC UX pa3pbiBa MOXKCT OBITH ITOBBIIICH y
ManMueHTOB, OAHOBPEMCHHO IMOJYYAOIIUX CUCTEMHBIC INTIOKOKOPTUKOCTECPOUABI.

B CJIydac MosABJICHUA BHE3AITHOH 00JIK B JKHUBOTEC, IPyAH WU CIIMHE MMAUCHTaM CIICAYET HCMCIJICHHO
O6paTI/ITBC}I K Bpady B OTACJICHHUC HEOTJIOKHOMU IIOMOIIH.

ITamuenTam CJICAYyCT pPCKOMCHA0BATH HEMCAJICHHO O6paTI/ITI>C$I 3a MGHHHHHCKOﬁ IIOMOIIIBIO B ClTy4ac
ITOABJICHUA OCTpOI71 OIBbINIKH, BIICPBBIC BO3HUKUICTO OMIYHICHUSA YYAICHHOI'O CepI[I_Ie6I/IeHI/I5{ NI
Pa3BUTHA OTCKA JKUBOTA UJIM HUKHUX KOHEYHOCTECH.

Hapywenus 3penus

[Tpu pa3BuTHH TIOOBIX HAPYIIICHUH 3peHHST HEOOXO0AMMa HEMEIJICHHAs KOHCYJIbTaIus 0pTaabMoIora
(cMm. pazzmen 4.8).

Brusnue na nabopamopmnvie mecmuol

vy ManuCHTOB, IMOJy4Yaromux TCpalunuro J'ICBO(bJ'IOKCB.I_II/IHOM, OIMPCACIICHUC OIMMATOB B MOYC MOXKCET
MNPUBOAUTE K JIOXKHOITIOJOKHUTECIBHBIM pPE3YJIbTaTaM, KOTOPBIC CICAYET MNOATBCPKIAATH Ooiee
CHCLII/I(I)I/I‘-IGCKI/IMI/I MCETOJdaMH.

JleBodokcaniuH MOXET HWHTHOUpOBaTh pocT Mycobacterium tuberculosis W TPUBOAWTH B
JalbHEUIIeM K  JIOKHOOTPUIATENBHBIM  pe3yibTaraM OaKTEpHUOJOTMUYECKON JIHarHOCTUKU
TyOepKyJiesa.

Mepwi npedocmoposicHocmu npu obpaweHuu ¢ npenapamom

Jl51g npeaoTBpalleHus 6akTepruaibHOM KOHTAMUHALIMK PACTBOP U1 MH(Y3HI ClieyeT UCII0Ib30BaTh
HEMEJUIEHHO (B TEYeHHE 3 YacoB) IMOCIE MPOKAIbIBAaHUS PE3UHOBOM MPOOKHM (hrakoHa. 3ailuThl
pacTBopa OT CBeTa MpH NpoBeIeHUH HHPY3UU HE TpeOyeTcs.

BcrnoMorarennbHEIC BEIIECTBA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HEOOXOUMO YUYUTHIBATh MAIUEHTAM, HAXOMSIIUMCS HAa JUETe C OrPAHUYCHHEM TIOCTYIUICHUS
HaATpHUSL.

4.5 B3aumoaeiicTBUs ¢ APYTMMH JIeKAPCTBEHHBIMH NPenapaTamMu

BzamMoericTBu, TDC6VIOIJ_[I/IC CO6J'II-OI[CHI/I$I OCTOPOKHOCTHU

C meogunnunom, @endoyghenom uiu noOOOHbIMU NEKAPCMEEHHLIMU CPEOCMEAMU U3 2PYNNbl
HecmepouoHbIX NPOMUBOBOCHATIUMENbHBIX NPENApamos u Opyeux npenapamos, CHUMCAUUx nopoz
CYOOPOIHCHOU 20MOBHOCTU 20T08HO20 MO324

dapMaKOKMHETHYECKOT0 B3aUMO/IEHCTBUS JIEBOGUIOKCALIMHA C TEO(UITIMHOM He BbIsABIEHO. OIHAKO
Opyd  OJHOBPEMEHHOM  TNPUMEHEHHUH  XWHOJOHOB U TEOPWUIMHA,  HECTEPOMIHBIX
[IPOTUBOBOCHAIIUTEIBHBIX IIPENApaToB U APYIUX IIPENaparoB, CHUXKAKOLIUMX IIOPOr CYAOPOXKHOU
TOTOBHOCTH T'OJIOBHOT'O MO3I'd, BO3MOKHO BBIPaKEHHOE CHM)KEHHE I10POTra CyI0POKHON TOTOBHOCTH
TOJIOBHOT'O MO3ra.

Konnenrpanus neBoduokcannta npu 0JTHOBPEMEHHOM IpueMe (peHOydeHa moBsIraeTcs TOIbKO Ha
13%.

C Henpamvimu anmuxoazynsiHmamu (aumazonucmol eumamuna K)

VY nmanueHToB, NPUHUMABIIUX JIEBO(IJIOKCAIMH B KOMOMHAIMM C HENPSMBIMU aHTHUKOATYJISTHTaMHU
(marmpumep,  BapdapuHOM),  HAOMIOJANOCh  MOBBIINIEHHE  MPOTPOMOMHOBOIO  BpeMeHH/
MEXYHapOAHOTO HOPMAJIM30BAaHHOI'O OTHOILEHUS W/WIN pa3BUTHE KPOBOTEUEHUS, B TOM UHUCIIE, U
Tsokenoro. IlosToMy mnpu OJHOBPEMEHHOM IPUMEHEHMM HENPSAMBIX AHTHUKOAryJsHTOB M
neBo(IoKcamHa He00X0AUM PEeryJIIpHBIN KOHTPOJIb IOKa3aTesel CBEPThIBAHUS KPOBU.

C npobeneyudom u yumemuOuHoM

[Ipy ONHOBpPEMEHHOM TIPUMEHEHUHU JIEKAPCTBEHHBIX TIPENapaToB, HAPYMIAOIIUX IMOYCYHYIO
KaHAJIBIIEBYIO CEKPEIMI0, TaKMX KaK MpOOEHENHJ U IMMETHAWH, W JIEBO(IIOKCAIIMHA CIIEAYET
COOJII0/IaTh OCTOPOKHOCTH, 0COOEHHO Y MAI[IEHTOB C MOYEYHOH HET0CTAaTOYHOCTHIO.

BriBenienue (mo4yeuHslil KJIUpEHC) JeBodIIoKkcaliiHa 3aMeJIIeTcs Mo AecTBUEM IMMETHIMHA Ha 24
% u npobenenuna Ha 34 %. ManoBepoATHO, YTO 3TO MOKET UMETh KIMHUYECKOE 3HauYeHHE MpH
HOpMaJIbHOU (DYHKIIUU TIOYEK.

C yuknocnopunom

JleBohokcaniH yBeIWYWBaAI TEPUOJ TONyBbIBeACHUS nukiocrnopuHa Ha 33 %. Tak kak 3To
yYBEJIIMYEHHUE SIBISETCS KIMHUYECKH HE3HAUYMMBIM, KOPPEKIHUU J03bl LHUKIOCIOPHHA TPH €ro
OJTHOBPEMEHHOM TTPUMEHEHHUH C JI€BO(IOKCAITMHOM HE TpeOyeTcs.

C enroxokopmukocmepouoamu
OnHOBpeMEHHBIN IPUEM TIIFOKOKOPTUKOCTEPOUIOB MOBBIIIAET PUCK Pa3pbiBa CyXOKUITUH.
C nexapcmeennvimu npenapamamu, yoarunsarowumu unmepsean QT

JleBoyokcanuy, Kak M Jpyrue (QTOPXUHOJIOHBI, JOJDKEH MPUMEHATHCS C OCTOPOKHOCTHIO Y
NAIMeHTOB, NPUMEHSIONMX  Mpenaparsl, ymHsAomme  uHTepBan QT  (mampumep,
anTuaputmudeckne cpeacrsa IA wum III, TpuIMKIMYecKne aHTHUIEHPECCAHTBI, MAKPOIUIBL,
HEHpPONENTUKN).

[Ipoune

[IpoBeneHHbIE KIMHUKO—()ApPMaKOIOTHYECKHE HWCCICIOBAaHHUS JJIS HM3yYEHUsS BO3MOXKHBIX
(hapMaKOKMHETUYECKUX B3aUMOJICHCTBUHN JIEBO(DIIOKCAIIMHA C KAIbYUs KAPOOHAMOM, OUSOKCUHOM,
2NMUOEHKIAMUOOM, — paHumuouHom u  eapgapurom  TOKa3amd, YTO0  (papMaKOKHHETHUKA
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l[OCTaTO‘-IHOI\/11 CTCIICHU, 4yTOOBI 3TO UMEJIO KIIMHMYECKOC 3HAUCHHE.

4.6 PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUSA

bepemeHHOCTD

[Ipumenenue neBodrokcaHa MPOTUBOIIOKA3aHO MPU OepEeMEHHOCTH.

JlakTanms

HpI/IMeHCHI/IC JICBO(l)JIOKcaHI/IHa IIPOTHUBOIIOKA3aHO B IICPUOT I'PYAHOI'0 BCKapMJIMBaHU.

4.7 BausiHue Ha CcNOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeacTBAaMH M padorath ¢
MeXaHM3MaMH

Takue mo6ounbie 3pPexTl TeBodIIOKCAHA, KaK TOJOBOKPYKEHHE MM BEPTUTO, COHIMBOCTH U
paccTpoiicTBa 3peHus (cM. paszzen 4.8), MOryT CHHXKaTh IICUXOMOTOPHBIE PEaKIUU U CHOCOOHOCTh K
KOHIICHTPALIMU BHUMAHHUS. DTO MOXET IMPEICTABIIATH COOOW OINpeNeNeHHBId PUCK B CHUTYaIUsX,
KOTI'Jla 3T COCOOHOCTH UMEIOT 0c000e 3HaueHue (HarpuMep, MpHu yIpaBiIeHUHd aBTOMOOWIEM, IpU
00CITy’)KUBaHMH MAaIIMH ¥ MEXaHU3MOB, ITPH BHIIOJIHEHUH Pa0OT B HEYCTOHYHNBOM ITOJIOKEHUH).

4.8 HexxennaTesibHbIE peakIum

TabauaHoe PE3IOME HEXKEIIATSIbHBIX PeaKIIHi

Vka3aHHbIE HHKE IOOOYHBIE 3(1)(1)6KTLI MMPpEACTAaBJIICHBI B COOTBETCTBUH CO CIICAYIOIIUMU I'palallusIMU
YaCTOThI UX BO3SHUKHOBCHHA:

oueHsb vacto (>1/10);

gacto (>1/100, Ho <1/10);

Hevacto (>1/1000, HO <1/100);

penko (>1/10000, zHo <1/1000);

oueHsb peako (<1/10000),

4acTOTa HEM3BECTHA (HA OCHOBAHUH MMECIOIIUXCS TAHHBIX OIICHUTH HEBO3MOXKHO).

Januvie, nonyuenHvle 8 KIUHUYECKUX UCCLEO08AHUSX U NPU NOCMPESUCMPAYUOHHOM NPUMEHEHUU
J1e80¢hI0KCayuHa

CucreMHO—OpraHHbIi Karteropust yactorsl He:xenarenbHasi peakuusi

KJ1ace

uHgexyuu u uHeazuu Heuacto rpuOKOBble  MH(EKUUHU, pa3BUTHE
PE3UCTEHTHOCTH aTOT€HHBIX
MHUKPOOPTaHHU3MOB

Hapywenuss co cmoponst | Heuacto JIEUKOTICHHUS (yMeHblIlIeHHE

Kpoeu u Jaumpamuyeckou KOJIMYECTBa JIEHKOIIUTOB B

cucmemul nepupepuyeckon KpOBH),
303UHO(pUIUS (yBenuueHue
KOJIMYECTBA 503MHO(HIIOB B
nepudepruIecKor KpoBH)

Penko HEUTPOIEHUS (yMeHbLIEHNE

KOJIMYECTBA HEUTPOPHUIOB B
nepupepuyeckon KpOBH),
TPOMOOITUTOTICHUS (YyMeHbIIIeHHE

11
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KONHATECTRa ~ -~ TpoMbormTos * 5

nepudepruIecKor KpoBH)

YacToTa HenszBecTHa™ MTaHLIUTOIICHUS (yMeHbLIEHHE
KoJIM4yecTBa  BceX  (POPMEHHBIX
JJIEMEHTOB B TepUpepUIecKoi
KpPOBHM), arpaHyJIOLUTO3 (OTCYTCTBUE
WM PE3KOE YMEHBIIEHUE KOJIMUECTBA
I'PaHyJOLUUTOB B Hepupeprudeckon
KpOBH), FEMOJIMTHYECKAsl aHEMUS

Hapywenus co cmopoust | Penko AQHTMOHEBPOTUYECKHI OTEK
UMMYHHOU cucmembl

Yacrora HenzBecTHa™ aHa(UIaKTUICCKUH 11100) Sakall
aHa(UITAKTOUTHBINA TITOK™ **

DHOOKpUHHbIE HapYULeHUs] Penko CUHJPOM HEaJeKBATHOM CEKpELUHn
AHTHINYPETUYECKOTO TOPMOHA

Hapywenusa memabonuzma u | Heuacto AHOPEKCHS

numarusl Penxo TUIIOTIUKEMHUS, 0COOEHHO y
MalMeHTOB C CaXxapHbIM JuabeToM
(BO3MOXKHBIC MpU3HAKU

TUIOIVIMKEMHUH: «BOJYMID» amIeTur,
HEPBO3HOCTh, MCIIAPUHA, IPOXKB)

Yacrora Hen3BecTHA™® TUTIEPTIIUKEMUS, TUIIOTTTUKEMHS,
BILIOTH hi (o) pa3BUTHSA
TUHOTJIMKEMUYECKOM KOMBEI

(0ocoOeHHO y TAaIlMEHTOB MOKUIIOTO
BO3pacTa, y MalMEHTOB C CaXapHbIM
nabeToM, TMOJIyYaroNuX JICYCHUE
npemnaparaMu HWHCYJIMHa HJIn
NepopaTbHBIMH

THUITIOTJTIMKEMHNYCCKUMU CpeI[CTBaMI/I)
(cm. pazgen 4.4)

Icuxuyeckue napywenus Yacto OeCCOHHMITA
Heuacto YyBCTBO OECITOKOMCTBA, TPEBOra,
CIYTaHHOCTh CO3HAHUS
Penko TICUXUYECKHE HapyIICHUS
(Hampumep, raJUTIOLIMHAIUH,

MapaHoiisl), Jenpeccus, aXuTaIus
(Bo30y>kaeHue), HapylleHHe CHa,
HOYHBIC KOIIMApPhI

YacroTa HensBecTHa™ HapyUuICHUA IICUXUKH C
HapyHICHUAMU IIOBCIACHUA C
NPpUINHCHHUEM cebe Bpcaa, BKIIKOYas
CYUIMdaJIbHBIC MBICJIH n
CynnuaajJbHbIC IIOIIBITKH,

HEPBO3HOCTh, HAapyLICHUs NaMSATH,
nenvpuil  (BKJIOYas — HapylIeHUs
BHHUMaHU4, IE30PUECHTALIUIO).

12
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Hapywenusi co  cmoponwt | Hacto LU ORRA L GO, FOTORO Ky KT 0]
HepBHOIL cucmeMbl Hegacto CONIMBOCTE,  TpeMOp,  AHCreBsi
(u3BpalleHue BKyca)
Penko rnapecTesusi, CyJloporu (cM. paszen

4.4)

Yacrora HeuszsectHa*

nepudepuyeckas CEHCOpHast
HelpomnaTus, nepudepudeckas
CEHCOPHO-MOTOpPHAs HeWponarus
(cm.  pasgen  4.4), AWCKUHE3HS,
SKCTpAaNUpaMUIHbIE  PACCTPOUCTBA,
areB3us (morepst BKYCOBBIX
OIIYIICHU), MapoOCMHUs

(paccTpoiicTBO OIIYIICHHS 3araxa,
0C00EHHO CYOBEKTHBHOE OIIYIICHHE

3amaxa, OOBEKTUBHO
OTCYTCTBYIOIIIETO), BKIIFOUYAsl ITOTEPIO
00OHsIHMS, OOMOPOK, IIOBBIIIICHUE
BHYTPUYCPEITHOTO JTABJICHUS
(mobpokadecTBeHHAs
BHyTpUYCpEITHAS TUTICPTEH3MUS,
TICEBJIO0NYX0JIb MO3Tra)
Hapywenus co cmopoust | Penko HapylIeHHWs 3peHUs, TaKue Kak
opeaHa 3peHus PaCIUIBIBYATOCTb BUJIUMOTO
M300paKeHUS
Yacrora HenuszBecTHa™ MPEXOASIIAsl TOTePs 3PEHHUS, YBEUT
Hapywenus co cmoponsr | Heuacto BEPTUTO (YyBCTBO OTKIIOHEHHS WIH
opeama cuyxa u 1aoupuHma KPY)KCHUST COOCTBEHHOTO TeJa WU
OKPYXKAIOIIMX IPEIMETOB)
Penxo 3BOH B yIIIax

Yacrora HemusBecTHa*

CHMIXCHUC CIIyXa, IMMOTEPA CilIyXa

Hapywenus co cmoponwi | Penko CHUHYCOBasi TaxWKapus, OIIYIICHUE
cepoya cepaiebneHus
Yacrora HenszBecTHa™ YAJINHEHHE WHTEpBaja QT,

YKEITYJJOUKOBBIE HAapyUIEHUSI PUTMA,
KEITYTOUKOBAs TaxuKapIus,
KEITYJIOUKOBasi TaxXWKapJIus TuUMa
CTTHPYITY, KOTOpBIE MOTYT
MIPUBOJIUTH K OCTAHOBKE cepaia (CM.
pasnensi 4.9, 4.4)

Hapywenus co cmoponwvr | Yacto bnedbut

cocy0os Penko CHW)KEHUE apTEPUAIIBHOIO JAaBJICHUS

Hapywenus co cmoponst | Heuacto OJIbIIIIKA

ovlIxamenvbHou cucmemul,

op2ano8 2pyOHOU KiemKu U —

cpedocmenus Yacrora HenszBecTHa™ OpoHxocmasM, aJUIePrUIEeCKUi
IMHEBMOHUT

Yacto

Japesi, ppoTa, TOITHOTA

13
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Hapywenus co cmoponwi
JHCeNyOOYHO-KULUEUHO20
mpakma

Heuacto

- — o
AL

S R GG,

METEOPHU3M, 3aI10p

Yacrora HeuszsectHa*

reMopparudeckasi uapesi, Koropas B
OYCHb PEIKUX CIIydasiX MOXKET ObITh
MPU3HAKOM SHTEPOKOJINTA, BKIIOYAsS
TICEeBIOMEMOPaHO3HBIN  KOJUT (CM.
pasnen 4.4), mankpeatut (CM. pasjaen
44.)

Hapywenus co cmoponbl
neueHu U JHcenuesvbl800AUUX
nymetu

Yacto

MOBBIIIICHUE AKTUBHOCTH
«IEYCHOYHBIX» (PEPMEHTOB B KpPOBH
(manpumep,

aJlaHMHaAMHUHOTpaHchepassl
acnapraTaMHUHOTpaHc(epasbl
(ACT)), yBenuueHue aKTUBHOCTH
menoynoit  ¢ocdarazer  (LILDP) u
ramma-riyramuiarpancdepassr (I'TT)

(AJIT),

Heuacto

MTOBBIIIICHHUE KOHIICHTPAIAN
OounupyOnHa B KpOBU

Yacrora HensBecTHa*

TsDKeIas IIEYECHOYHAs
HEJOCTAaTOYHOCTb, BKIIIOYAs CIy4Yau
pa3BUTHUA 0CTpOit [IEYCHOYHOHU
HEJIOCTaTOYHOCTH, MHOTJa c
JeTalbHbIM MCXOJIOM, OCOOEHHO Yy
MAalMEHTOB C TSDKEIbIM OCHOBHBIM
3a0o0JIeBaHUEM (Hampumep, y
MAlMEHTOB C CEMCHCOM); TenaTur,
KEJITyXa

Hapywenus
KOX#CU u
mKaneu™**

CO  CMOpPOHbI
NOOKONCHbBIX

Heuacto

CBIllb, 3y, KPAIMBHULA, TUIIEPTUIPO3

Yacrora HemnsBectHa*

TOKCHYECKHI SMUAEPMAIIBHBIN
Hekposn3, cuHapom  CruBeHca-
JIKOHCOHa, JKCCYJaTUBHAS
MYyJIbTH(QOPMHASL SpUTEMa, pPEAKLUU
(OTOYYBCTBUTEILHOCTHU

(TTOBBILIIEHHON YYBCTBUTENBHOCTH K
COJTHEYHOMY U YJIbTPapuOoIETOBOMY
u3nydeHuto) (cM. pazgen  4.4),
JEHUKOIMTOKIACTUUECKUN BaCKYJIUT,

CTOMATUT

Hapywenuss co cmoponbi
MbIWEYHOU,  KOCWMHOU U
COeOUHUMENbHOU MKAHU

Heuacto

apTpaJIrusi, MUAITHS

Penxo

MOpaXEHUE CYXOXKWIMH, BKIFOUYAs
TEHAWHUT (HAMpUMeEp, AaxuiioBa
CYXOXKWIHI), MBIIICYHAsT CJIa00CTh,
KOTOpast MOXeT OBITb OCOOCHHO
oracHa y MAIMEHTOB C
IICEBAONAPATUTUYECKON MUACTEHUEH
(myasthenia gravis) (cM. pa3nen 4.4)
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YacToTa HEU3BECTHA]

PO oM AOA " pasphih. Oy Gar

(HanmpuMep, axwIoBa CYXOXKHJIIWSA).
Otor 1OOOUHBIA 3PPEKT MOXKET
HaOJIIO4aThCs B TeueHue 48 4 mocie
Hayajia JICYECHUS U MOXKET OBITh
JIBYCTOPOHHUM (CM. TakXe pasjaen
4.4), pa3pbIB CBSI30K, pa3pblB MBIIIIIL,
apTpUT

Hapywenus co cmoponwr | Heuacto MOBBIIIEHUE KOHIIEHTPAIINH KpeaTuHa
nouex U  MOUEeBblBOOAUSUX B CHIBOPOTKE KPOBHU
nymeii Penxo oCTpas TOYeYHas HEIO0CTaTOYHOCTb
(Hampumep, BCIEACTBHE Pa3BUTHUS
WHTEPCTUITMAIBHOTO HepHTa)
Obwue HapyuwieHus u | Yacro peakiusi B MeCT€  BBEICHHS
peaxkyuu 8 mecme 66e0eHUsl (00s1e3HEHHOCTD, THIIEPEMHUS KOKH)
Heuacro aCTeHHUS
Penxo nupeKcus (MOBBILICHHE TEMIIEPATYPHI
TeJa)
YacroTa HEeM3BeCTHA 6016 (BKIIOYast 601 B COIUHE, TPY/IH,
KOHEYHOCTSIX)

* IOCTPEruCTpallMOHHbIE JaHHbIC

**peakUM CO CTOPOHBI KOXKH M CIIM3UCTHIX 000JI0UEK MOTYT MHOTJIa Pa3BUBATHCS JIaXKe MOCIIE BBEIICHHS IEPBOM 03Bl
Impemnapara

***apauIakTHUeCcKHe N aHA(WIAKTOUIHBIE PEaKIIMU MOTYT MHOTJIa Pa3BUBATHCS JlaKe MOCIIC BBEICHUS NEPBOM 03B
mpemnapara

I[DVFI/IG BO3MOJKHBIC HEXKEIATCIBHBIC B(bd)eKTI)I, OTHOCAIIHMECA KO BCEM d)TODXI/IHOJ'IOHaM

Ouenb pedxo: IPUCTYIBI HOPPHUPUH Y TTALUEHTOB C OphupUei.

* B oueHb peaKuX CIydasix Py NPUMEHEHUN XUHOJIOHOB B (PTOPXHUHOJIOHOB, HHOT[a HE3aBHCHMO OT
HCXO/IHO UMEIUXCsl (PaKTOpOB pHUCKa, OBLIM 3apErMCTPUPOBAHBI ITUTEIBHO COXpaHstommecs (10
HECKOJIbKUX MECSIIEB WIN JIET), HHBAJIHIN3UPYIOIINE M MOTEHIMAILHO HEOOpaTUMBbIE Cephe3HbIE
noOOYHbIE peakIMM Ha Mpernapar, 3aTparuBarolllie HECKOJbKO, a MHOTAA U MHOXECTBO, KJIAacCOB
CHCTEM OPraHOB M OPTaHOB YYBCTB (BKIIFOYAsi TAKME PEAKIMH, KaK TEHIMHUT, Pa3phiB CyXOKUIIHS,
apTpairusi, 60Jb B KOHEUYHOCTSX, HAPYLIEHHUE IMOXO/IKH, HEMPOIaTHH, CBSI3aHHbBIE C MAPECTE3UsIMH,
JeTIpeccusi, MOBBIIIEHHAS yTOMIIIEMOCTh, HApyIIEHUE TaMsITH, HApyIIEHHUS CHa, a TAK)Ke HapYIICHHUS
cllyXa, 3peHHsl, BKyca U 00OHsHuUsA) (M. pa3zen 4.4).

** YV manueHToB, MOJIy4YaBIIMX (TOPXUHOJOHBI, ObUIM OTMEUEHBI CIydyau Pa3BUTHUS aHEBPHU3MBI U
pacciaoeHus aOpThI, HHOT'/1a OCJIOKHEHHBIX Pa3pbIBOM (B TOM YHUCIIE € JIETAIBHBIM UCXOJIOM), a TaKXKe
perypruTaruu/HeJ0CTaTOYHOCTH JIF000T0 KiianaHna cepamna (cM. pasaen 4.4).

COO6H_ICHI/IC 0 TOA03PE€BACMBIX HCXKECIATCIIbHBIX PCAKITHMAX

BaxHOo coo0marh O NOJO3PEBAaEMbIX HEKEJIATENIBHBIX PEAKIMUAX IMOCIE€ PErucTpanuu
JIEKapCTBEHHOT'O Ipernapara ¢ Ieblo 00ecrneueHus] HEMpPepbIBHOIO MOHMTOPUHIA COOTHOIICHHUS
«TI0JIb3a — PHUCK» JIEKAPCTBEHHOro Ipenapara. MeAMIUHCKUM pabOTHUKaM pPEKOMEHIYEeTCs
coo0mIaTh O JIOOBIX MM0I03PEBAEMBIX HEKENATENbHBIX PEaKIHMIX JEeKapCTBEHHOTO Mpernapara yepe3
HalTMOHAJIbHBIE CHUCTEMBI COO6HICHI/I$I 0 HCXKCIIATCIIBHBIX PEAKIHUAX TOCYJapCTB — YJIICHOB
EBpa3uiickoro 5KOHOMUYECKOT0 COH03a:

Poccuiickas ®@edepayus

DdenepanbHas Ciryxk0a 1Mo Haa30py B chepe 31paBoOXpaHEHUs
Anpec: 109012, r. MockBa, CnaBstHCKasi TUI0IIab, 1. 4, cTp. 1
Tenedon: +7-800-550-99-03
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CaiiT B nH(pOPMAIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CUMITOMBI

Ucxonss w3 pe3yapTaTOB TOKCHKOJIOTMYECKUX MCCIEIOBAHUM Ha KUBOTHBIX, BaXKHEUILIMMHU
OKUJAeMbIMU CHUMITOMaMHU OCTPON Mepeo3UPOBKU JEBO(IOKCAIIUHOM SIBISIOTCS CUMITOMBI CO
CTOPOHBI LIEHTPAJIHLHOW HEPBHOM CUCTEMBI (HAPYILICHUS CO3HAHMS, BKJIIOYAsi CIyTAHHOCTb CO3HAHMUS,
TOJIOBOKPY>KEHHE U CYJOPOTH).

[Ipu mocTperucTpallMOHHOM HPUMEHEHHUH JIEBOGIIOKCAIIMHA TPHU IMEPEJO3HPOBKE HAOIIONAINCH
3¢ GEeKThI CO CTOPOHBI LIEHTPAIbHON HEPBHOM CHCTEMBI, BKJItOYasl CIIyTAHHOCTb CO3HAHUS, CYJJOPOT'H,
TraJUTIOLUHALIMY U TPEMOD.

Bo3moxHo Pa3BUTHEC TOLIHOTHI U OPO3HHU CIIM3UCTON 000JIOUKHU JKCITYJOYHO-KHIICYHOI'O TPAKTaA. B
KJII/IHI/IKO-(bapMaKOJIOFI/I‘-IGCKI/IX HUCCICIOBAaHUAX, IMPOBCACHHBIX J03aMHu JIeBO(l)JIOKCElHI/IHa,
IPCBLIIIAIOIIUMU TCPAIICBTUUCCKUC, OBLIO MOKAa3aHO YAJIMHCHUEC UHTCpPBaAjla QT

Jleuenue

B ciywyae mnepemo3upoBkH TpeOyeTcs THIATEIbHOE HAONIOJCHUE 3a TAlHUeHTOM, BKJIFOYAs
MOHHUTOPHPOBAHUE JJIEKTpoKapauorpamMmbl. JleueHue cumnromarndeckoe. JleBoduiokcanina He
BBIBOJMTCS TOCPEICTBOM JHain3a (reMoauain3a, MEPUTOHCATBHOTO JHAlIM3a W TOCTOSHHOTO
aMOyJIaTOPHOTO EPUTOHEATLHOTO nuanu3a). Crienupuueckoro aHTHI0Ta HE CYIIECTBYET.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepaneBTUYeCKass TpyMa: aHTHOAKTepuaidbHbIE CPEACTBA CHCTEMHOTO JEHCTBHS;
MIPOU3BOIHBIE XUHOJIOHA; (DTOPXUHOJIOHBHI.
Kog ATX: JOIMA12

MexaHu3M OeicTBUs

JleBo(prmOKCAIIMH — CHHTETHUECKUI aHTHOAKTepUATbHBIN TIperapar MIUPOKOTro CIEKTpa JEHCTBUS U3
rpymIbl (GTOPXUHOJOHOB, COAEPIKAINN B KAa4eCTBE JCHCTBYIOIIETO BEIIEeCTBa JIEBO(IIOKCAIMH -
JIEBOBpAIIAIONINI U30Mep O(hIOKCAIHHA.

JleBodnokcanun 6nokupyer JJHK-rupasy u trononszomepasy IV, Hapyiaer cynepcrnupainzanuio u
ciuBky paspeiBoB JIHK, unrubupyer cuntes JIHK, Bb3bIBaeT riybokue Mop¢oioruueckue
HU3MCHCHHUA B IIUTOILIa3ME, KJIETOYHOM CTEHKE U MeM6paHax MI/IKpO6HBIX KJICTOK.

JleBo(prmoKCaIIH aKTUBEH B OTHOIIIEHUH OOJIBIIMHCTBA IITAMMOB MUKPOOPTAaHH3MOB, KaK B yCIIOBHSIX
in vitro, max u in vivo.

Yyscmeumenvhvie mukpoopzanuusmol (MIIK < 2 me/ma; 3o0na unzubuposarnus > 17 mm)

AdpoOHBIE TPaMITONOKUTEIbHBIE MHUKpPOOpPraHu3Mbl: Bacillus  anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (6 m.u. Enterococcus faecalis), Listeria
monocytogenes,  Staphylococcus  coagulase-negative  methi-S(I)  [xoaeynazonecamusnule,
MemuyuLIuH-4y8cmeumenvrvle/ -ymepenHo udyscmeumensvHule)], Staphylococcus aureus methi-S
(MemuyuIIuH-4y8cmeumenvHole), Staphylococcus  epidermidis ~ methi-S  (memuyuniun-
yyecmeumenvhwle), Staphylococcus spp. CNS (koacynazonecamugnvie), Streptococci epynnot C u G,
Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R  (nemuyuniun-ymeperHno
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streptococci peni-S/R (neHuyuniiun-uy8cmeumesnvbHvie/-pe3ucmenmusoie),

AdpoOHBIE TpaMOTpHIIATEILHBIE MHUKPOOPTaHU3MEL: Acinetobacter spp. (6 m.u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,
Enterobacter aerogenes, Enterobacter spp. (¢ m.u. Enterobacter cloacae), Escherichia coli,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R (amnuyuniun-
yyecmeumenvuvle/-pezucmenmusie), Haemophilus parainfluenzae, Helicobacter pylori, Klebsiella
oxytoca, Klebsiella spp. (¢ m.u Klebsiella pneumoniae, Klebsiella oxytoca), Moraxela catarrhalis
JS+/B- (npooyyupyrowue u Henpodyyupyrowue bema-rakmamaswl), Morganella morganii, Neisseria
gonorrhoeae non PPNG/PPNG (nenpooyyupylowue u npooyyupyiowue neruyuiiunasy), Neisseria
meningitidis, Pasteurella spp. (¢ m.u. Pasteurella multocida, Pasteurella dagmatis, Pasteurella
canis), Proteus mirabilis, Proteus vulgaris, Providencia spp. (6 m.u. Providencia rettgeri,
Providencia stuartii), Pseudomonas spp. (¢ m.u. Pseudomonas aeruginosa [cocnumanbHbie
ungexyuu, 6vizeannvie Pseudomonas aeruginosa, moeym nompeb6osamv KOMOUHUPOBAHHO2O
nevenus]), Salmonella spp., Serratia spp. (6 m.u. Serratia marcescens),;

AHa’poOHBIE MUKPOOPTAaHU3MEL: Bacteroides fragilis, Bifidobacterium spp., Clostridium perfringens,
Fusobacterium spp., Peptostreptococcus spp., Propionibacterum spp., Veilonella spp.,

Hpyrue mukpoopranusmel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia
trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (6 m.u. Mycobacterium
leprae, Micobacterium tuberculosis), Mycoplasma hominis, Mycoplasma pneumoniae, Ricketsia
spp., Ureaplasma urealyticum.

Ymepenno uyecmeumenvuvie muxkpoopeanusmol (MIIK = 4 me/n; 3ona uneubuposanus 16—14 vm)

AdpoOHBIE IPaMIOJI0KHUTEIbHbIE MHUKPOOPTaHU3MBI: Corynebacterium urealiticum,
Corynebacterium  xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MemuyuIun-pesucmenmmole), Staphylococcus ~ haemolyticus ~ methi-R ~ (Mmemuyunnun-
pe3ucmenmmvle);

AnpoOHBIe TpaMoTpuLIaTeIbHbIE MUKpoOpranu3Mbl: Campilobacter jejuni, Campilobacter coli;
AHaspoOHbBIe MUKpOOpTaHu3Mbl: Prevotella spp., Porphyromonas spp.

Pezucmenmuvie k nesoproxcayuny muxpoopeanuzmol (MIIK > 8 me/n; 3ona uneudbuposanus < 13
MMm)

AdpoOHBIE TPaMIIOIOKUTENbHBIE MUKPOOPTaHU3MBIL: Staphylococcus aureus methi-R (memuyunnun-
pezucmenmuvie), Staphylococcus coagulase-negative methi-R (koazynazonecamuervie MemuyuiiuH-
pesucmenmuwie), Corynebacterium jeikeium,

AnpoOHBIE TpaMOTpPHIIATEIbHBIE MUKpOOpTraHu3Mbl: Alcaligenes xylosoxidans,
AHa’po0OHBIE MUKpOOPTraHu3Mbl: Bacteroides thetaiotaomicron,

Hpyrue mukpoopranusmsl: Mycobacterium avium.

Pesucmenmnocme

Pe3ucreHTHOCTD K J1€BO(IIOKCAIIMHY pa3BUBAETCA B pe3yibTaTe MOATAMHOTO Mpolecca MyTalui
TeHOB, Koaupyromux ode tomouzomepassl tuna II: JIHK-ruapaszy u tomomsomepaszy IV. Ipyrue
MEXaHU3Mbl PE3UCTEHTHOCTH, TaKWe KaK MEXaHM3M BIMAHHUS Ha IEHETPallMOHHBIE Oapbepbl
MHUKpPOOHOH KJIEeTKH (MEXaHM3M, XapakTepHBId s Pseudomonas aeruginosa) U MeXaHU3M
s dirokca (aKTUBHOTO BBIBEACHHUS TPOTUBOMHKPOOHOTO CPEICTBA M3 MUKPOOHOM KJIETKH), MOTYT
TaKX€ YMEHBIIATh YyBCTBUTEIHHOCTh MUKPOOPTAHU3MOB K JIEBO(IIOKCALIUHY.

B cBsa3u ¢ 0coOCHHOCTAMHM MexXaHW3Ma JEWCTBHS JieBO(DIIOKCAallMHA OOBIYHO He HaOJromaeTcs
MEPEKPECTHOM PE3UCTEHTHOCTH MEXAY JEeBO(IOKCAIMHOM M JAPYTHMH TPOTHBOMHKPOOHBIMU
CpeICTBaMH.
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WHQEKINA, BEI3BIBAEMBIX MIEPEUHCICHHBIMA HI)KE MUKPOOPTaHU3MaMH)

AspoOHBIE TPAaMIIONIOKUTEIbHBIE MUKPOOPTaHU3MBbL: Enterococcus faecalis, Staphylococcus aureus,
Streptococcus pneumoniae, Streptococcus pyogenes.

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

Hpyrue: Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopOrus

[Tocme BHyTpuBeHHOUW 60-MuHYTHOH WH(QY3UH JeBoduiokcanmHa B jgo3e 500 Mr 370pOBBIM
NO0OpOBOJIbIIAM MAaKCHUMallbHAs ITUIa3MEHHAsi KOHIICHTpAIUsl COCTaBHJIA B CpeqHeM 6,2 MKI/MIL
dapmMakOKMHETHKA JIEBO(IIOKCAIIMHA SIBIIICTCS JIMHEHHON B auamazoHe 103 ot 50 mo 1000 wr.
PaBHOBecHOE cOCTOsSIHME KOHIIEHTpallMu JieBo(dIoKcaliHa B 1mia3Me KpoBu npu BBeneHuu 500 mr
neBookcannHa 1 wim 2 pasa B CyTKH JOCTUTaeTCs B TeueHue 48 4acos.

Ha 10 nenr BHyTpuBeHHOTO BBeneHUs jeBoduokcarmuuHa 500 mr 1 pa3 B CyTKM MakcHMaibHas
KOHIIEHTpAllMs B TIUIa3Me KpoBU coctaBmwia 6,4+0,8 MKr/mMi, a MHHHMadbHAs KOHIICHTpAIUs
neBodIoKcanHa (KOHIICHTpAIK TIepe]l BBECHUEM O0UYEPEIHOM J103bI) B IJIa3ME KPOBU COCTABIISLIA
0,6+0,2 MKr/m1.

Ha 10 nenp BHyTpHuBEHHOro BBeJeHMs JjeBoduiokcanHa 500 mr 2 pas3a B CyTKM MaKCHMalbHas
KOHIIGHTpaluss B IJIa3Me€ KpoBU cocTaBuia 7,9+1,1 Mkr/mi, a MUHUMalbHAas KOHIIEHTpAIUs
neBo(okcanuHa (KOHILEHTpalus epel BBEIEHUEM O4epeIHON /103bl) B IJIa3Me KPOBU COCTaBIIsLIa
2,34+0,5 MKr/mi.

Pacnpenenenue

Cas3b ¢ O6enkamu ma3Mbl kpoBH coctasisieT 30—40 %. O6beM pacnpenenenus JeBodaoKkcalHa B
cpenseM coctasiger 100 1 mociie 0JHOPa30BOr0 U MHOTOKPATHOTO BHYTPUBEHHOrO BBeZeHUs 500
MT, YTO YKa3bIBae€T Ha XOpolllee MIPOHUKHOBEHHUE JIEBO(IIOKCAIIMHA B OpraHbl U TKaHW OpraHU3Ma
4eJI0BEKa.

IIponuxknosenue 6 causucmyro 000JI0YKY OPOHX08, HCUOKOCML DNUMENUATLHOU BbICMUIKY,
anveeoapHbvlie Makpogpazu

JleBodokcaIiH XOpOIIo MPOHUKAET B CIM3UCTYIO 000JI0YKY OPOHXOB, )KHJIKOCTh AMUTEIHATHHON
BBICTHJIKH, aJbBEOJISIpHBbIE Makpodaru ¢ KodpUIMEHTaMH TEHETPAIMA B CIU3UCTYIO O0OJOUKY
6p0HXOB U XKUIOKOCTh SIUTEINATILHON BBICTHJIKH, ITO CPAaBHCHUIO C KOHHeHTpaHI/IeI\/’I B I1J1a3M€ KPOBU,
cocrapsromumu 1,1-1,8 u 0,8—3,0 cOOTBETCTBEHHO.

HpOHuKHO@@Hue 6 JIE2OUYHYIO NMKAHb

JleBoioKcalliH XOpOIIO MPOHUKAET B JETOYHYIO TKaHb ¢ Ko3dduuuenramu nenerpanuu 2,0-5,0
10 CPAaBHEHUIO C KOHIIEHTpALMel B I1a3Me KPOBH.

HpOHUKHOGQHue 6 A1bBEOJIAIPDHYIO AHCUOKOCHIb

JleBoiokcaliiH XOpOUIO MPOHHUKAET B albBEOJISIPHYIO KUAKOCTh ¢ KOA(QGUIMEHTOM MEHEeTpaluu
1,0 mo cpaBHEHUIO C KOHIIEHTpaUAMH B 11a3me kpoBH. [Ipu BBeaenuu nesodokcannna mo 500 mr
1 wom 2 pa3a B CyTKM B T€YeHHE 3-X JHEW MaKCHUMaJIbHbIe KOHIICHTPAIMH JIEBOQIIOKCAIIMHA B
AJIbBEOJISIPHOM KUAKOCTU JIOCTUTalIMCh depe3 2—4 daca nocie BBeAeHMs U coctaBisuid 4,0 u 6,7
MKTI/MJI, COOTBETCTBEHHO.
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HpOHuKHO@@Hue 6 KOCNHYIO MKAHb

JleBo(psmokcanmuH XOpOIIO MPOHUKAET B KOPTUKAIBHYI0 W Ty04aTyl0 KOCTHYIO TKaHb, KakK B
MIPOKCUMAITLHBIX, TaK M B TUCTAJBHBIX OT/AEIaX OCIPEHHOM KOCTH, C KO3()PHUIIMEHTOM MEHETPaIUU
(xocTHas TkaHb/a3ma kposu) 0,1-3,0.

IIponukHoseHue 6 CHUHHOMO3208)10 HCUOKOCTID
JleBo(pstoKCaIH TIOXO MPOHUKAET B CIIMHHOMO3TOBYIO JKUIKOCTb.
IIponuxnosenue 6 mkanv npedcmamenvHol Jicelessl

JleBoioKCalliH XOpOIIO MPOHUKAET B TKaHb MPEACTATEIbHON KeJe3bl (CpeaHee COOTHOLICHHE
KOHIICHTpALUH MpecTaTeNIbHAs JKeJe3a/Tia3Ma KpoBU cocTaBisuio 1,84).

Konyenmpayuu 6 moue

B Moue co3naroTcsi BHICOKME KOHLEHTpAIMU JIEBO(IIOKCAIIMHA, B HECKOJIBKO pa3 IpEeBbIIIAIOIINE
KOHIIEHTPALUH JeBOGIIOKCAI[IHA B IJIa3M€e KPOBH.

EI/IOTDaHCd)ODMaI_II/IH

JleBoyiokcanud MeTaboiau3upyeTcss B He3HauuTenbHOW creneHu (5 % npussrtoil no3sl). Ero
METa0OJUTaMU  SBJISIOTCS  AUMETHJUIEBOGUIOKCAIMH M N-OKCHJ JeBO(JIOKCAllMH, KOTOphIE
BBIBOJATCSA IIOYKaMU. .HGBO(l)JIOKCEiIII/IH ABJICTCA CTCPCOXUMHNYCCKU CTaOWILHBIM U HE ImoaABCPracTcs
XUpaJIbHBIM IIPEBPALLCHUSM.

OnMMUHALNS

[Tociie BHYTPUBEHHOTO BBEICHUS JIEBO(IOKCAIMH OTHOCHTEIEHO MEIEHHO BBIBOJUTCS U3 TLIa3MBI
KpoBH (IIepHoj MOoIyBbIBeJeHUS 6—8 4). BriBeieHne npenmyuiecTBeHHO uepe3 nouku (bonee 85 %
OpUHATONW 1103b1). OOLMI KiIMpeHC JieBo(IIOKcallMHA MMociae OJHOKpaTHOro BBeaeHus 500 wmr
cocrtaBisaeT 175+29,2 mn/MuH.

OTCyTCTBYIOT CYIIECTBEHHBbIE pa3iuuusi B (apMakOKMHETHKE JeBO(JIOKCAIlMHA TpPU  €ro
BHYTPUBEHHOM BBEJCHUU W TIPUEME BHYTPb, 4YTO IOATBEPKAAET, YTO IIPUEM BHYTPb H
BHYTPUBEHHBIN IIyTh BBEJCHUS SABJIAIOTCSA B3aUMO3aMEHIEMBIMH.

TloyeyHas HETOCTATOYHOCTD

IIpu moueuHol HeNOCTaTOYHOCTH (papMakoKMHETHKa JeBodiokcanuHa u3Mmensercs. Ilo mepe
yXyAueHus QyHKIUH MOYEK BbIBEIEHUE uepe3 MoKy U noyeyHslid knupenc (CIR) ymenbiatores, a
T2 yBenuuuBaercs.

Ilon
dapMakOKMHETHKA JeBO(IIOKCAIIMHA Y MY>KUYMH U KEHIIUH HE Pa3nyaeTcs.

TlanueHTh! MOXXWJIOT0 BO3pacTa

PapMaKOKMHETHKA y MALUEHTOB IIOKWIOIO BO3pacTa HE OTJIMYAETCA OT TAaKOBOM Yy MOJIOJBIX
MAIMEHTOB, 32 UCKIIIOYEHHEM pa3inunil (hapMaKOKMHETHKH, CBSI3aHHBIX ¢ pa3ianuusamu B KK.

6. ®APMAIIEBTUUYECKHME CBOVCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Harpus xnopun
XJ0pUCTOBOAOPOHAS KUCJIOTA KOHLICHTPUPOBAaHHAs

Bonaa miist uHbeKIUn
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6.2. HecoBMecTHUMOCTD

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JleBodmokcamnus, pacTBoOp Uit HHPY3UI, 5 MT/MIT HEITb3sI CMEIIMBATH C TEMApPUHOM UJIU PACTBOPAMH,
MMEIOLIUMH ILEJI0YHYIO peakiuio (HampuMep, ¢ pacTBOpoM OukapOOHaTa HATPHUS).

JlaHHBIN JIEKapCTBEHHBIM IpenapaT HE CleAyeT CMEIIMBAaTh C JAPYTMMH JIEKapCTBEHHBIMU
rpenaparamu, 3a UICKJIFOUEHUEM YIIOMSHYTBIX B pazzaene 6.6.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

HeBckpoIThIil haakoH

3 rona.

Ilocyie mepBOro BCKPBLITHS

Jlist mpenoTBpanieHus 0aKTepruatbHON KOHTAMHHAILIMI PACTBOP JJIsl MHQY3HH CIIeyeT NCI0Ih30BaTh
B T€YEHHUE 3 Y IOCie MPOKAIBIBAHUS PE3UHOBON MTPOOKH (uiakoHa. 3alllUThl pacTBOpa OT CBETA IpHU
IIPOBEICHUU UH(PY3UH HE TpeOyeTcs.

6.4. OcoObie MepbI MPEAOCTOPOKHOCTH NP XPAHEHUH

XpaHUTh B OPUTHMHAJILHON yIaKOBKE (KOHTEHHED B MaKeTe) AJIA 3alIUThl OT CBETa IIPHU TEMIIEPaType
He BoIle 25 °C.

6.5. XapakTep u cofepkaHue YIaKOBKH

ITo 25, 50 mimm 100 M3 B KOHTEHHEPHI MOJIMMEPHBIE U3 MOJUBUHWIXJIOPHUIA WM TOJUIPOIMIECHA
oobemom 100 mn tun I-1, yKynmopeHHbIE CTONOPOM, WM B KOHTEHHEpHI IOJMMEpHBIE U3
nosunponuieHa oobemMoM 100 mi tun KII-1T, ykynopeHHbsle mopTamMu U3 nojJuKapOoHaTa.

Ha xaxzaplii MOJMMEpHBI KOHTEWHEpP HAKJIEHBAIOT 3THKETKY CAMOKJIEAIIYOCS. TEeKCT 3THKETKH
JIOITY CKaeTCsl HAHOCUTh METOJIOM T'OPSAYEH IITaMIIOBKHU.

Kaxnpii monuMepHbld KOHTEHHEpP BMECTE € HMHCTPYKIHMEH I0 MEIWIMHCKOMY ITPUMEHEHUIO
MOMENIAI0T B MaKeT M3 T[OJUMEpPHBIX W  KOMOMHMPOBAHHBIX MAaTepHalloB  (IUIEHKa
nonudTUWIeHTepedTanaTHas/ ¢oJsibra/ TUIEHKa TMOJUATHICHOBAsI), KOTOPBIM 3amanBaiOT METOJO0M
TepMocBapuBaHus. Ha Kakplil MaKeT HAKJIEUBAIOT ATUKETKY CAMOKJIESIIIYIOCS.

6.6. Ocodble MepbI NPEAOCTOPOKHOCTH NMPH YTHIU3ANMH UCIOIb30BAHHOIO JI€KAPCTBEHHOT 0
npenapara Wid OTXO/A0B, MOJYYEHHBIX MOCJe MPUMEHEHHUsI JIEKApCTBEHHOT0 Tpenapara H
APYrue MAaHHIYJISIUH € TIPenapaTomM

JleBomokcarus, pacTBop aisi MHGY3Ui, 5 MI/MI COBMECTUM CO CIEIYIONIMMH HH(Y3HOHHBIMH
pactBopamu: 0,9 % pactBop Hatpus xjopuaa, S % pacTBop IekcTpossl, 2,5 % pactBop Punrepa c
JIEKCTPO30H, KOMOMHHMPOBAHHBIE PACTBOPHI JUISI TAPEHTEPAaTbHOTO THTAHUS (AaMHHOKHUCIIOTHI,
YTJIEBOIBI, DJICKTPOJIUTHI).

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUA

Poccuiickas ®denepanus

000 «AJIBUJIC»

109316, r. MockBa, OcrtamnoBckuii npoesn, a. 5/1, ctp. 1, ataxk 6, opuc Ne650
Tenedon: +7 495 775-71-61
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OnexkTpoHHas moura: pv(@alvils.ru (MOCNEAOBATENEHOCTE 0008)

7.1. llpencTaBuTeNb AepaKaTesl PericTPALMOHHOIO YA0CTOBePeHHUs!

[Iperen3nn nmotpeduTeneii cieayeT HAPABIATh MO aAPECY:

Poccuiickas ®denepanus

000 «AJIBUJICy

109316, r. MockBa, OcrtamnoBckuii npoesn, a. 5/1, ctp. 1, aTaxk 6, odpuc Ne650
Tenedon: +7 495 775-71-61

OnekrpoHHas noyrta: pharmacovigilance@alvils.ru, pv@alvils.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

HeKapCTBeHHLIﬁ npenapar OTHOCUTCA K KaTCropuu OTITyCKa I10 PCLCIITY.

10. JATA IEPECMOTPA TEKCTA

OO01as xapakTepUCTHKA JEKapCTBEHHOTO mpemnapaTa JIeBodaokcallH A0CTyIIHA B €TUHOM peecTpe
3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3smMiickOro »KOHOMHUYECKOTO CO03a W Ha
oduIHMaTEHOM caiite YHIOJTHOMOYEHHOTO oprana (axcrepTHOM OpTraHHU3aIIH)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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