COOTBETCTBYET JKCIMNEPTHOMY OTYETY
ot 23.12 2025 Nz 31957

OBIIASI XAPAKTEPHCTHKA JJEKAPCTBEHHOLO TIPETIAPATA = —C T8 0006)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Actpadokc, 5 Mr/mi, pacTBop A1t UHPY3UH.

2. KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JleiicTBytOIIIEE BEMIECTBO: JIEBO(IOKCAITHH.

B 1 mu pactBopa comepxutcs 5 Mr neBoduiokcaiiuia (B BUe TEMUTHIPATA).

Kaxnpiii kouTeitaep 100 M cogepxut 500 mr neBoduiokcanuHa (B BUIE TEMUTHAPATA)

BemiectBa, HamM4Me KOTOPHIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Tpernapara: HaTpui (CM.
paznen 4.4.).

ITonubrIit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
PactBop st uHDy3Uid.
[Ipo3pauHast 3eJI€HOBATO-KEITOTO IIBETA JKUIKOCTb.

Teopernueckas ocmomnsipaocts 321,8 MOcm/m.

4. KIMHHUYECKHUE JAHHBIE
4.1. Tloka3aHMsl K IPMMEHEHUIO

Jleuenne I/IH(i)CKHI/IOHHO-BOCHaJ'II/ITeJ'II)HI)IX 336OJ'ICB3HI/II71, BbI3BAHHBIX YYBCTBUTCIBHBIMU K
J'IGBO(I)J'IOKca.I_II/IHy MHUKPOOpPTraHU3MaMH:

- OCJIO)KHEHHbIE MH(PEKIIUU MOYEBBIBOJAIIMX ITyTeH U MUETOHEPPUT;

- XpOHMYECKHH OakTepuabHbIN POCTATHUT;

- JUTsl KOMILJIEKCHOTO JIEYEHHMsI JIEKAPCTBEHHO-YCTOMYMBBIX (JOPM TYOEpKyIie3a;

- MpO(UITAKTHUKA U JIeYeHUEe CUOMPCKON S3BBI MPH BO3YIIHO-KANIEIbHOM ITYTH 3apakKeHUsl.

Jist medeHust cienyromux UHEGEKIIMOHHO-BOCTIATUTEIBHBIX 3a00JIeBaHUI JIEBO(DIOKCAIIMH MOXKET
MIPUMEHSITHCS TOJIBKO B KAUECTBE allbTEPHATUBBI IPYTUM MPOTHBOMUKPOOHBIM Mperaparam:

- BHG6OJ’IBHI/I‘IH&$[ ITHEBMOHUA
- OCJIO)KHEHHBIE HH(PEKIIUU KOXKU U MSATKUX TKAHEH;
- HEOCIIOKHEHHBIN ITUCTHUT.

IIpu npumenenun mnpemnapata AcTpaduioKC cieIyeT YYUTHIBaTh OQUIMATIbHBIE HAIlMOHAJIbHBIC
pPEeKOMEHJalMK [0 HaJleXalleMy HPUMEHEHHUI0 aHTHOAKTepHAbHBIX IpenapaTroB, a Takke
4yBCTBUTEIBHOCTh NATOTEHHBIX MUKPOOPIaHU3MOB B KOHKPETHOU cTpaHe (cM. pa3aen 4.4.).

4.2. PexuM 103MPOBAHHUSA U CIIOCOO NPUMEHEHHS

PexxuMm mo3upoBanus

Bspocnvie

Pexxum no3upoBaHMsl  ompenensieTcs  XapaKTepoM U TKECTbI0 HMHQEKUHH, a Takke
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4yBCTBUTEILHOCTBIO TPEAIONIAaraeMoro Bo3oymuresst. [poiomuirrdiinodtsl itekeius Bapiiipyer B

3aBUCHMOCTH OT TeueHHs 3abosieBanus. Kak m npu NPUMEHCHNU IPYTrMX aHTHOMOTHKOB, JICUCHHE
N1eBO(IOKCAIMHOM pPEKOMEHAYeTCs TpOoJOJDKaTh B TeueHHWe He MeHee 48-72 9 mocie
HOPMaJIM3alUH TEMIIEPATyphI TeJla WK JTOCTOBEPHON dpa KAy BO3OYAUTEIIS.

Pexomenoyemvie pesicum 003uposanus u NPOOOIHCUMETbHOCMb JNledeHUs y NAYyueHmos ¢
HopmanwvHol (ynxyueti nouex (KK >50 ma/mun)

Ocnooicrennvie ungexyuu mouesvigodawux nymeii: no 500 mr neBodiokcanuHa 1 pa3 B CyTKH
(cooTBercTBeHHO cyTouHas 103a 500 mr neBodokcanuna) - 7-14 nHei.

LHuenonegppum: mo 500 mr neBodokcanuHa 1 pa3 B CyTKH (COOTBETCTBEHHO cyTouHas g03a 500 mr
neBookcanuna) - 7-10 gHei.

Xponuueckuu 6axmepuanvuviti _npocmamum: 500 wmr neBogiokcanuHa 1
(cooTBercTBeHHO cyTouHas n03a 500 mr neBodokcannna) - 28 qHEH;

pa3 B CYyTKH

gopm __mybepkyresa: mo 500 wr
CyTKH (COOTBETCTBEHHO cyTouHas jgo3a 500-1000 wr

Komnnexcnoe neuenue aexapcmeenno-ycmoudusbix
neBookcanuHa 1-2  pasa B
neBOo(IIOKCAIUHA) - 10 3-X MECSIIEB.

Hpod)uﬂaxmuka u jedeHue CM6MDCKOL7 A36bl Npu 6030VWHO'KGI’Z€]ZZ)HOM nymu 3apadicerus. 1mo 500
Mr JeBoduiokcanmHa 1 pa3 B CyTkH (COOTBETCTBEHHO cyTouHas no3a 500 mr neBodiokcaruna) - B
TEYEHHUE 110 § HeJelb.

Bunebonvnuunaa nuesmonus: mo 500 mr nmeBodiokcanuHa 1-2 pa3za B CyTKH (COOTBETCTBEHHO
cyrouHnas go03a 500-1000 mr neBodnokcanuna) - 7-14 nHeu.

Ocnooicrennvie ungexyuu koxcu u maekux mraweti: 1o 500 mr neBodnokcanuna 1-2 pasa B CyTKu
(cootBercTBeHHO cyTouHas Ao03a 500-1000 mr neBodokcanuna) - 7-14 gHe.

Heocnooicnennwiti yucmum: no 250 mr seBoduiokcanmaa 1 pa3 B CyTKH (COOTBETCTBEHHO CYTOYHAS
no3a 250 mr neBodIoKcanuHa) - 3 JHS.

IIponyck npuema 00HOU unU HECKOILKUX 003 npenapama

Ecmu ciywaliHO TpomylieHO BBEACHHE IMperapara, TO CIEAyeT Kak MOXHO CKOpee BBECTH
OYepeIHYI JI03y M Jalee MNpONO/DKaTh MpHMEHEHHe mpernapara AcTpadiokC COTiIacHO
PEKOMEHI0BAaHHOMY PEIKUMY JI03UPOBAHHUSL.

Oco0bIe TP VI ITAIMEHTOB

Iayuenmoi ¢ napywenuem ghynkyuu novex (KK <50 mn/mun)

Tak kxax JIeBOQIIOKCAIIMH BBIBOAUTCS TIPEUMYIIECTBEHHO TTOYKAMH, JJIS TTAIIMEHTOB C HAPYIICHUSIMHU
¢GyHKIMN TToYeK TpeOyeTcsl CHUKEHHE 103kl ITpernapara (CM. TaOJIUILy HIKE).

Pexxum no3upoBanus jgeBogI0KCaIIHA

Kimpenc
kpeatnHuHa (KK)

Pexomennyemas nosa
npu KK >50 mn/mun:
250 mr/24 4

Pexomennyemas nosa
npu KK >50 mn/muH:
500 mr/24 4

Pexomennyemas no3a
npu KK >50 mn/mun:
500 mr/12 4

50-20 mur/MuH

nepsas 1o3a - 250 mr,

3areM - o 125 mr/24 g

nepas 1o3a - 500 mr,

3areM - o 250 mr/24 gy

nepas 1o3a - 500 mr,

3areM - o 250 mr/12 gy

19-10 mu/MuH

nepBsas 103a - 250 wmr,

3aTeM - 1o 125 mr/48 u

nepsas 1o3a - 500 wmr,

3areM - 1o 125 mr/24 4

nepsas go03a - 500 mr,

3areM - 1o 125/12 4

< 10 mu/mMuH

nepBsas z103a - 250 wmr,

nepBsas 1o3a - 500 wmr,

nepsas 1o3a - 500 mr,
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- MI0CJIe TeMOIMAJIM3a WKW MOCTOSHHOrO0 aMOyJIaTopHOro neputoHeanbHoro auanusa (ITAILJ]) ne
TpeOyeTcst BBEACHUS JOTIOJTHUTEIbHBIX J103.

Iayuenmoi ¢ HapyweHuAMU PYHKYUU NeyeHU

[Ipu HapymeHusx QyHKUWU MEeYeHH He TpeOyeTcs KOPPEKIUH PekuMa JO3UPOBaHUS, MOCKOIBKY
7eBO(IOKCAIIUH JIUIIb HE3HAYUTEIHLHO META00IM3UPYETCs B IIEYCHHU.

Hauuenmbz noosicus10co so3pacma

J1J1s alueHTOB MOKUIIOTO BO3pacTa He TpeOyeTcss KOPPEKITHH pexuma JIO3UPOBAHUS, 3a
uckirovYeHreM cirydaeB cHmxeHuss KK go 50 mi/MuH u Huke.

Jlemu

[Ipemapat Actpadaokc NpOTHUBOMOKA3aH K IPUMEHEHUIO Y JIeTel U MOJIPOCTKOB 10 18 neT (B cBs3u
C HE3aBEPIICHHOCTHIO POCTa CKEJIeTa, TaK KaK HEJb3sl MOJHOCTHIO MCKIIOUUTHh PUCK TOPAXKEHUS
XPAILIEBBIX 30H POCTa KOCTEH).

CryrieHyaras Tepanus

B 3aBHCHMOCTH OT COCTOSTHUSI TAIIUEHTA, Yepe3 HECKOJIBKO JHEH JICUeHHs] BHYTPUBEHHOE BBEJICHHE
npemapaTta ActpadIiokec MOKHO 3aMCHHTH Ha MEPOPATBHBIN MPUEM Ipernapara B TOH ke J03€e, TaK
Kak OMOJOCTYITHOCTH JIeBO(IIOKCAIIHA TIPH MIPUEMe TpermapaTa B Tabietkax paBHa 99-100 % (cwm.
pasznmen 5.2.).

Cnooco0 nmpuMeHeHust

[Ipenapar Actpadiokc cienyer BBOAUTh MEUIEHHO ITyTeM BHYTPUBEHHOH KameabHOW MH(Yy3uu 1
WM 2 pasa B CYTKH.

[TponomxurensHocTh UMHQY3uHM 1 KoHTelHepa ¢ pactBopoMm mnpenapata (100 mm ¢ 500 mr
neBOo(IIOKCAlMHA) JIOJDKHA COCTaBIIATH HE MeHee 60 MUH, B Cllydae BBEJICHHS MOJIOBHHBI 00BbeMa
koHTelHepa (50 mia ¢ 250 Mr neBodiokcanHa) NpoAOKUTENFHOCTh HH(PY3UH JTOJKHA COCTaBIISATh
He menee 30 MuH (cM. paznen 4.4.).

I/IHCTPYKI_II/II/I 10 MPUTOTOBJICHUIO JICKAPCTBCHHOT'O IIpC€riapara nepe NpuMCeHCHUEM CM. B pas3JicjIic
6.6.

4.3. TIpoTuBOMOKA3aHUS

- T'unepuyBCTBUTENBHOCTh K JIEBOQIIOKCALMHY WJIM K JPYTUM XWHOJIOHAM, WIIM K JIOOOMY H3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pasnene 6.1.

- Onunencus.
- [IceBnonapanutuyeckas muacteHus (myasthenia gravis) (cm. pazaenst 4.4, u 4.8.).
- TlopaskeHus CyXOXWINH NpU MPUMEHEHUH (PTOPXMHOJIOHOB B aHAMHE3E.

- JIeTckuii ¥ MOAPOCTKOBBINA BO3pacT 10 18 et (B CBSA3M ¢ HE3aBEPIIIEHHOCTHIO POCTa CKEJIeTa, TakK

KaK HEJIB3A IMOJTHOCTBIO UCKIIFOYUTE PUCK IMMOPAKCHUA XPAIICBBIX 30H POCTa KOCTeﬁ).

- EepeMCHHOCTB (He.IIB3SI MOJIHOCTBIO UCKIIFOYUTH PUCK IMOPAKCHUA XPAMICBBIX 30H POCTa KOCTEM y

ioa).
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- Ileprion rpyIHOTO BCKAapMIIMBaHUs (HEJb3sl MOJHOCTHIO MCKdkplis i HopabkeHs Xpsuienx

30H POCTa KOCTEH y peOCHKa).

4.4, OcobOble yKka3aHusi 1 MepPbl IPEI0CTOPOKHOCTHU MPHU MPUMEHEHU U
C ocmoposxcnocmyio

* YV DanueHToB, MPEApPACHONIOKEHHBIX K  Pa3BUTHIO  CyIopor [y MAmueHTOB C
MPEANIECTBYIOIUMH MOpPaXXeHUsIMU  1leHTpasibHoM HepBHOM cuctembl (LUHC), y mnanuenTtos,
OJTHOBPEMEHHO TNPUHUMAIOUIUX IMpenapaThl, CHUXKAIOIIME IOPOTr CYIOPONKHOW aKTHUBHOCTH
TOJIOBHOTO MO3Ta, Takue Kak ¢peHoydeH, reopmmun] (cM. pasaen 4.5.).

* VYV [anyeHTOB ¢ JIATGHTHBIM WIM  MaHU(ECTHPOBAHHBIM  JEe(DUIIUTOM  TIIFOK030-6-
docdarnerunaporeHasbl (MOBBIIICHHBIA PUCK PA3BUTHS TEMOJUTHYCCKHX pPEAKIHMNA TPHU JICUCHUU
XUHOJIOHAMHU ).

* Y nanueHTOB ¢ HApyUIeHUAMHU (QYHKIUU TOYEK (TpeOyeTcs: 00s13aTebHbIN KOHTPOIb (PYHKIUU
MOYEK, a TAKXKE KOPPEKIHs PEeKUMA T03UPOBAHUsL, CM. paszer 4.2.).

* V manmueHTOB C HW3BECTHBIMU (haKkTopaMu pucka yminuHeHus uHTepBasia QT: y manueHToB
MOXKWJIOTO BO3pacTa; y MAalMEHTOB JXCHCKOTO I0JIa; Yy MAlMeHTOB C HECKOPPEKTHPOBAHHBIMU
JNEKTPOJIUTHBIMA ~ HApYIICHUSMHA (C TUINOKAIMEMHUEH, THIIOMarHueMuer); ¢ CHHIPOMOM
BPOXJICHHOTO yairHeHus: uatepBana QT; ¢ 3aboneBanusiMu cepia (cepaeyHas HeJOCTaTOYHOCTb,
nH(DapKT MHOKapaa, Opaaukapavs); TpU OJHOBPEMEHHOM MPUMEHCHHH JICKapCTBEHHBIX
MpernaparoB, COCOOHBIX yiHHATH nHTepBan QT (aHTMapuTMuyeckue cpenacra kiacca [A u 111,
TPUIUKIHYECKUE aHTUIACTIPECCAHThI, MAKPOJIH/IbI, HEUPOJIENTUKHN) (M. pazaensl 4.4.,4.5. u 4.9.).

* V¥V [anueHToB, MOJYYarOIMX IepopajibHble TUIOMIMKEMUYECKHE Ipenaparbl (Hampumep,
NIMOEHKIIaMKT) WK IIperaparbl HHCYJIMHA (BO3PAcTaeT PUCK Pa3BUTHS TUIIOTIIMKEMUN ).

® Yy MalMEHTOB C TAXKCIIBIMU HCKCIIATCIIbHBIMU PCAKIUAMU HA APYTrUc CbTOpXI/IHOJ'IOHBI, TaKMMH
KaK TSKCJIBIC HEBPOJOTMYCCKHUE PCaKIUU (HOBBIHIGHHBIﬁ PUCK pPasBUTHUA aAHAJTOTUYHBIX
HCKCIIATCIIbHBIX peaKHI/IP’I Ipu NPpUMCHCHUHN JICBO(I)HOKC&I_[I/IHB.).

* VYV DanWeHToB C TICHX03aMU WM Yy TMAIMeHTOB, HMMEIONIMX B aHAMHE3e IICHXHYECKUE
3aboneBanus (cM. paszen 4.4.).

* YV mnanueHTOB MOXKWUJIOTO BO3pacTa, y MAIUMEHTOB IOCJE TPAHCIUIAHTALMU, a TaKXe IpHU
COITyTCTBYIOILIEM TNPUMEHEHUH TJIIOKOKOPTUKOCTEPOUAOB  (TIOBBIICHHBI PHCK  pPa3BUTHUS
TEHIMHUTOB U pa3pbiBa CYXOXKHIHi) (cM. pazaen 4.4.).

* YV maiueHToB ¢ aHEBPU3MOU aOPThHI, C BPOKICHHBIM MOPOKOM KJalaHa cepilla B CeMeiHHOM
aHaMHe3e, WK y MAIUEHTOB ¢ JUArHOCTHPOBAHHON aHEBPHU3MOU aOPThI H/HITU PACCIIOCHUEM a0PTHI,
c 3a0olleBaHMEM KJalaHa cepAlla WIM MpU HATUYUHM APYTruX (HaKTOPOB pUCKA WIH COCTOSTHHM,
MpeIpacloaralonMXx K pPa3BUTHIO aHEBPU3MbI AOPTBI WM  PACCIIOCHUS  aOpThl, WIH
pETrypruTaIi/HeI0CTaTOYHOCTH KJIallaHa cepamna (Hampumep, cUHApoM MapdaHna CHHAPOM
Onepca-/lannoca, cunapom Tepuepa, ©Oone3np bexdera, aprepuanbHas THUIEPTEH3US,
pPEBMATOUIHBIM  apTPUT, COCYAHWCTBIE 3a0o0yieBaHMs, Takue Kak aprepuut Takascy,
TUTaHTOKJICTOYHBI ~ apTepUuT, TOATBEPXKICHHBIC  aTepockiepo3,  cuHapoMm lllerpena,
UHQPEKIMOHHBIN SHI0KapaAuT) (cM. pazzaen 4.4.).

Ocobvie yrazanust

T'octiuranbHble MHQEKIMH, BEI3BAHHBIE CHHETHOWHON MAJIOYKOU

INocniuranbHble HH(EKINH, BRI3BAHHBIE CHHETHOMHOM majoukoi (Pseudomonas aeruginosa), Moryt
noTpedoBaTh KOMOMHHUPOBAHHOTO JICUCHHS.

Puck Pa3BUTHUA PE3UCTCHTHOCTH

PaCHpOCTpaHCHHOCTB HpH06peTeHHOI>'I PE3UCTCHTHOCTU BBICCBACMbBIX HITAMMOB MHKPOOPTaHU3MOB
MOXKET U3MCHATHCSA B 3aBUCUMOCTH OT reorpa(bnqecxoro peruoHa u ¢ TCYCHHUEM BPCMCHU. B cBs3m
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¢ atuM Tpebyercs mHpOPMAIUSA O pPe3UCTEeHTHOCTH K |Mpenapaty ) B doukpétudil orpane) s

Tepanuu TKENbIX MHGEKUUd wiu npu Hedh EKTHUBHOCTH JICUCHUS JOJDKEH ObITh YCTAaHOBJICH
MUKpPOOUOJIOTHYECKUN  TUArHO3 C  BBIACIICHHEM  BO3OYIUTENST W OMpEACIICHUEM  €ro
YYBCTBUTEILHOCTHU K JIEBO(IOKCAIIUHY.

MeTUNWUIMH-DE3UCTEHTHBIN 30JI0TUCTBIN CTadUIOKOKK

NwmeeTcst BbICOKast BEPOSITHOCTh TOTO, YTO METULIMJUIMH-PE3UCTEHTHBIN 30JI0THCTBIN CTaQHIOKOKK
Oy/eT pe3UCTeHTHBIM K (PTOPXMHOIIOHAM, BKJIIOUYas neBodiokcanuH. [ToaTtoMmy neBodiokcana He
pEKOMEHAyeTCsl JJis JICYeHUsS YCTAHOBJICHHBIX WJIM MpPErojiaraeéMbIX HH(EKIUil, BBI3bIBAEMBIX
METHLIMIUIMH-PE3UCTEHTHBIM 30JIOTHCTBIM CTA(UIOKOKKOM, B CIIy4ae eciiv JabopaTOpHbIE aHATH3bI
HE TIOATBEPIUIIN YyBCTBUTEILHOCTHA 3TOTO MUKPOOPTraHU3Ma K JIEBO(IIOKCAIIUHY.

HOTCDSI TDVZ[OCHOCO6HOCTI/I (I/IHBaHI/I,Z[I/IBaL[I/ISI) W TNOTCHIHMAJIBHBIC HGOGDaTI/IMBIG CCPHLE3HBIC
OOOYHBIE PCaAKIINH, O6VCJ'IOBJ'I€HHBI€ INIPUMCHCHHUEM d)TODXI/IHOJ'IOHOB

[Ipumenenne QTOPXUHOIOHOB, B TOM 4YHCIe JieBo(okcalmHa, OBUIO CBSI3aHO C TOTEpen
TPYIOCIIOCOOHOCTH U Pa3BUTHEM HEOOPATHMBIX CEPbE3HBIX IOOOYHBIX PEAKIUHd CO CTOPOHBI
Pa3JIMUHBIX CUCTEM OpraHu3Ma, KOTOPBLIC MOI'YT Pa3sBUTHCA OJHOBPCMCHHO Yy OAHOTO M TOI'0 KC
nanuenTa. [1000uHbIC peakiyy, BbI3BaHHBIC (TOPXUHOIOHAMH, BKIIOYAOT TCHIUHUTHI, Pa3pbIB
CYXOXKHWIJIHH, apTPaITHIO, MUAIITHIO, TIepU(EePUIEeCKYI0 HEHpONaTHIO, a TakkKe 000YHbIe Y (HEKTHI
CO CTOPOHBI HEPBHOM CHCTEMbI (TaJLTFOLUHALIMN, TPEBOT'a, IETPECCHsi, 0ECCOHHUIIA, TOJIOBHBIC OO
U CIIyTaHHOCTb CO3HaHHUsA). [laHHBIE peakluyd MOTYT pa3BUTHCS B MEPHUOJ OT HECKOJIBKUX YaCOB J10
HECKOJIbKHX HeJlelb [OCIIe Havala Tepanun JeBoIoKcaliMHOM. Pa3BuTHe 3THX MOOOYHBIX peaKiuii
OTMEYaJIOCh y IMAIMEHTOB JI000ro BO3pacTa M 0e3 HalM4Ms MpPEeANIeCTBYIOMHNX (aKkTOpOB pHCKa.
[Ipy BO3HUKHOBEHUH MEPBBIX MPU3HAKOB MJIM CUMIITOMOB JHOOBIX CEPbE3HbIX MOOOYHBIX PEaKIuil
cleyeT HEMEUICHHO IPeKpaTuTh NMpuMeHeHne jJeBodiokcanyna. Ciexyer n3deratb MPpUMEHEHUS
(TOPXUHOJIOHOB, B TOM YHCIIC JIEBO(IOKCAIMHA, Y MAIIUCHTOB, Y KOTOPBIX OTMEYAIUCH JIO0bIC 3
ATUX CEPbE3HBIX MOOOYHBIX PEAKIIUN.

ITpoJ0KNTEILHOCTD HHd)V?»Hﬁ

CrnenyeTr CcTporo HpUIEPKUBATHCS PEKOMEHAYEMOW IPOJIOJIKUTENILHOCTH BBEACHUS Ipenapara,
KOTOpast 10JKHA cocTaBisATh He MeHee 60 MuH (s 100 Mt uHdy3uonHoro pacrsopa) wiu 30 MuH
(mns 50 M pactBopa). OnbBIT MpUMEHEHHs JIeBO(IIOKCAalMHA MMOKA3bIBAET, YTO BO BpeMsi HH(DY3UU
MOKET HaOJI0JaThCs YCUJICHHOE cepleOueHre U TPaH3UTOPHOE CHIDKEHUE apTepHalbHOIO
naBleHUs. B penkux ciyyasx MOMKET pa3BUThCA COCYIUCTBIA Koiutanc. Eciau Bo Bpems nHdy3un
Ha0JI0AaeTCsl BRIPAXKEHHOE CHIDKEHHE apTepUabHOTO JaBlIEHHs, TO BBEIEHUE MIpenapara cienyer
HEMEJIEHHO MPEKPaTUTh.

IlamueHThl, IPeapacnoa0KEHHbBIE K PA3BUTHIO CYI0POT

Kak u npyrue XxuHOIOHBI, J€BO(IOKCAUH JOJKEH C OOJIBIION OCTOPOKHOCTBIO IMPUMEHATHCS Y
MALUEHTOB € MPEIPACIIOIOKEHHOCTBIO K cyqoporaM. K TakuM nanueHTaM OTHOCSATCS MalMEHTHI C
MPELIECTBYIOIMMHU MOPAXEHUS MU IIEHTPAJIbHOW HEPBHOM CHUCTEMBbI, TaKMMH KakK HHCYIbT,
TSDKEJas 4YepernHO-MO3roBasi TpaBMa; MNAIMEHTHI, OJHOBPEMEHHO NPHHHMMAIOIINE IpENapaTsl,
CHHKAIOIIKE TTOPOT CYJOPOKHON aKTUBHOCTH TOJIOBHOTO MO3ra, Hanmpumep, TeobuuinH, pendoyden
U JIpyrHe HECTEPOMIHBIC MPOTHBOBOCIAIMUTENBHBIC Npenaparbl (cM. pasaen 4.5). Ilpu pa3Butuu
CYZOpOr JieueHue JIeBOGIOKCAIIMHOM ClIeIyeT MPEeKPaTUTh.

HCCBHOMCM6D&HO3HBIﬁ KOJIUT

PaszBuBmasics BoO Bpemsl WM TOCJE JICUCHHS JIEBOIIOKCAIIMHOM Juapesi, OCOOCHHO TSKEIOn
CTEINEHH, YIOpHAas W/WIN C KPOBBIO MOXET OBITh CHMIITOMOM IICEBJOMEMOPAHO3HOTO KOJIMTA,
Be3eiBaemoro Clostridium difficile. B cmyuae momo3penust Ha pasBHTHE IMCEBIOMEMOPaHO3HOTO
KOJIUTA JieueHHe JEeBO(IIOKCAIIMHOM CcJelyeT HEMEMJICHHO IpEeKpaTuTh U Cpa3y K€ HayaThb
CHeU(pUIECKYI0O aHTUOMOTHUKOTEPANUIO (BAHKOMMIIMH, TEHKOIJIAaHUH UJIM METPOHUA30J1 BHYTPB).
[Ipenapatsl, TOPMO3SIIME TEPUCTATBTUKY KUIIEYHUKA, TPOTUBONOKA3aHBI.

TeHaUHUT U pa3phIB CYXOKUIUN
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TeHauHUT, PeAKO BO3HHUKAIONMI Ha (oHe mpuMeHeHUs NHHOIOHOE, Modket| uHornd npiEdiuTs «

pa3phIBy CYXOXKWIHMH, BKIIOYAs aXHWJUIOBO CYXOXWJIME, U MOXXET ObITh ABYCTOPOHHHM. OTOT
00OYHBIN APPEKT MOKET pa3BUTHCS B TEUCHHE 48 4 TIOCIIEe Havaja JICYCHUS WIH Yepe3 HECKOJIbKO
MECSLEB MOCIE 3aBEPIICHUS TePAHK PTOPXUHOIOHAMHU.

[TanreHThl MOXXUIIOTO Bo3pacTa Ooiee MpeapacioioKeHbl K pa3BUTHIO TCHIMHHUTA; Y HAIUEHTOB,
MPUHUMAIOIINUX  (TOPXMHOJOHBI, PUCK pPa3pblBa CYXOXKWUJIUS MOXKET TOBBINIATECA IMpU
OJIHOBPEMEHHOM IIPUMEHEHUM TJIIOKOKOPTUKOCTEPOUI0B. KpoMe 3TOro, y mamueHToB mocie
TPaHCIUIAHTAI[MM TOBBIIIEH PHUCK Pa3BUTUS TEHIUHUTOB, IMOATOMY PEKOMEHAYETCs COOIIOAaTh
OCTOPOXKHOCTh IPU Ha3HAUYEHUH (PTOPXUHOJIOHOB JIAHHOW KAaTErOpUHU MAIMEHTOB. Y MAIEHTOB C
HapylmeHUssMH (YHKIUU [I0YE€K CYTOYHYIO JI03y CJEIyeT CKOPpPEKTUPOBAaTh Ha OCHOBAaHUU
KJIMpEHCa KpeaTUHHUHA.

[TanimeHTaM creayeTr peKOMEH/IOBAaTh OCTAaBAaThCSA B IMOKOE NPH TOSBJICHHHM TEPBBIX MPH3HAKOB
TEHAWHUTOB WU Pa3pbIBOB CYXOXKWINN, U 00paTUThCS K Jedarniemy Bpauy. [Ipu momo3peHuu Ha
pa3BUTHE TEHAWHUTA WM Pa3pblB CYXOXKWUJIHUSA CJICAYEeT HEMEUICHHO IPEKPaTUTh JICUCHHE
71eBO(IIOKCAIMHOM M HayaTh COOTBETCTBYIOIIEE JICUCHUE TOPAKEHHOTO CYXOXKWIIHUS, HApUMeEp,
00ecreunB eMy J0CTaTOYHYI0 HMMOOMIH3aIHio (cM. paszenst 4.3 u 4.8).

PeaKHI/II/I TUIICPYYBCTBUTCIBbHOCTH

JleBoiokcallMH ~ MOXXET  BBI3BIBaTh  CEpbE3HbIE, IOTEHIMAJIbHO  JIETAJIbHBIE  PEAKIHU
TUIEPYYBCTBUTEIBHOCTH (QHTMOHEBPOTUYECKUN OTEK, aHAQWIAKTUUECKUH IIOK) Jaxe IpH
IPUMEHEHUH HadalbHbIX 103 (cM. pa3zgen 4.8). B ciyuae ux pa3BUTHUS ClIeqyeT HEMEUIEHHO
MPEKPATHTh BBEACHHUE Mperapara U CPOYHO 0OpaTUTHCS K Bpaudy.

Tsxenple KOXKHBIC HeXKeJIaTeIbHbIE PeaKIIMU

[Tpu nmpumeHneHun JieBoQIIOKCaiHa OBUTH 3aperUCTPUPOBAHBI TSKEIbIE KOXKHBIE HEXKellaTelbHbIC
peakiMy, BKJIOYas TOKCHYECKMM snuaepMaibHblii Hekponu3 (cunapom Jlaitemna), cunapom
CruBenca-J[>koHCOHA U JIEKAaPCTBEHHYIO PEAKIIHUIO C Y03WHODUINEH U CUCTEMHOW CUMIITOMATHUKON
(DRESS-cunapoM), KOTOpbIE MOTYT OBITh KH3HEYTPOXKAOIIMMHU WM JICTATbHBIMUA (CM. pa3zedn
4.8). Ilpu Ha3HAYeHHMHU Tperapara MAMeHTHl JOJDKHBI ObITh MPOUH(OPMHUPOBAHEI O MPHU3HAKAX U
CUMIITOMAax TSDKEJIBIX KOXKHBIX HEKEJIATEIbHBIX pEakUUd WM HaXOAUTHCS MOJ TIIATEJIbHBIM
MEIUIMHCKUM HabOmtoeHueM. [Ipu mosiBjaeHuH NpU3HAKOB U CUMIITOMOB, CBUAETEIbCTBYIOIIUX O
Pa3BUTUH 3THUX HEXKENATEIbHBIX pEaKLUUM, CIEAYeT HEMEJIEHHO INMPEKPATUTh IPHUEM IIpernapara
(TOproBoe HaMMEHOBaHUE IpernapaTa) 1 pacCMOTPETh BO3MOKHOCTh Ha3HAUEHUs aJIbTEPHATUBHOIO
neuenus. Ecnu npu npuMeHneHnu geBo(IoKcalMHa y NaleHTa pa3Buiach Tskelnas HexenaTeabHast
KOXKHasi peakius, Takas Kak cuHjapoMm CrtuBeHca-/[>KOHCOHA, TOKCHYECKUU OSIHIEPMaTbHBIN
Hekponu3 win DRESS-cunapom, BO300HOBIATH NMpUMEHEHHE MIperapara y 3TOro MalueHTa He
ClIeyeT.

Hapyiienus co CTOpOHBI NEUYECHHU M KEITYEBBIBOISIINX TYTESH

Coobmanoch 0 ciay4yasx pa3BUTHS HEKpo3a I[I€UeHHW, BKIIOYAs pa3BUTHE TEUYCHOYHOU
HEJO0CTATOYHOCTH C JIETaTbHBIM UCXOJOM P MPUMEHEHHUH JIeBOGIIOKCAllMHA, TTITABHBIM 00pazoM, y
MAI[MEHTOB C TSDKEJIBIMH OCHOBHBIMH 3a00JICBAaHHSMH, HAmpUMep, ¢ cerncucoM (cM. pasaen 4.8).
[TarueHTH! JOKHBI OBITH IPEAYIPEKACHB O HEOOXOAMMOCTH MPEKPAIICHHUS JICUSHUS U CPOYHOTO
O6paHIeHI/I5[ K Bpady B CJiydac MOABJICHUA IPU3HAKOB U CUMIITOMOB IMMOPAXCHUA IMEYCHH, TAKHUX KaK
aHOpEKCHs, )KEeNTyXa, MOTeMHEHHE MOYH, KOXKHBIHN 3y ¥ 00JIU B KHBOTE.

HaHI/IeHTBI C HAapYIICHUAMHU (bVHKI_[I/II/I TIOYEK

Tak kak neBO(IOKCAIMH HKCKPETUPYeTCs TJIaBHBIM 00pa3oM yepe3 IOYKH, y TMAlUEHTOB C
HapylleHHueM (QYHKIMH Touyek Tpedyercss 00s3aTeNbHbIM KOHTPOJIb (DYHKUIMHU IOYEK, a TaKkKe
KOPPEKIHs pexuma JJo3upoBanus (cM. pazzaen 4.2). Ilpu eyeHun ManueHToB MOKUIOro Bo3pacra
ClIelyeT YYHUTHIBATh, YTO Yy MAIlMEHTOB 3TOM TPYyMNIbl YaCTO OTMEYAIOTCS HapylIeHHUs (YHKIUU
nouek (cM. pazzen 4.2).

TIpenoTBpaltieHe pa3BUTHs peakIMi HOTOCEHCHONIN3ANT
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Xotst (poroceHcHOMIM3aIys IpH TpUMEHEHUH JieBodioKdaiiuie Passrsderts-odcHi pejiko, s

MPEIOTBPALIEHHS €€ Pa3BUTHUS MallMEHTaM He PEKOMEHAYETCsl BO BpeMsl JICUCHUS U B TeueHue 48 u
MOC/ie OKOHYAHWs JICYCHUS JIEBO(IIOKCAIMHOM TIOJBEPraThCsi CUIHLHOMY COJHEYHOMY HIIU
HCKYCCTBEHHOMY YJIbTpadUOIeTOBOMY OOIYUEHHIO (HAllpUMep, MOCEIIATh COJIIPHiL).

Cynepundexuus

Kak u npu npuMeHeHUW Ipyrux aHTUOMOTUKOB, MPUMEHEHHE JIeBO(JIOKCalMHA, OCOOEHHO B
TE€YEHUE JUIUTEIBHOTO BPEMEHHU, MOXKET IPUBOANUTD K YCUIIEHHOMY Pa3MHOKEHUIO PE3UCTEHTHBIX K
HEMY MHUKpPOOPraHu3MoB (OakTepuii U rpuOOB), UTO MOKET BBI3bIBATH M3MEHEHHS HOPMalIbHOMN
MUKpPO(DJIOpHl deloBeKa. B pesynbTaTe 4Yero CymecTByeT TOBBIIICHHBI PUCK Pa3BUTHUS
cynepudexuuu. [losToMy B xoze jeueHuss HEOOXOAUMO 00SA3aTENBLHO MPOBOIAUTH MOBTOPHYIO
OLIEHKY COCTOSIHHSI MMAllMeHTa U, B CIy4ae Pa3BUTHs BO BpeMs JICUCHHS CYMEpUH(EKINH, CIEIyeT
MIPUHUMATH COOTBETCTBYIOLIUE MEPBI.

Yummuenue uarepsana QT

Coobmanoch 00 O4eHb PEAKUX Cllydyasx y/uIMHeHHs mHTepBaia QT y manueHToB, MOIyYaroLIMX
Tepanuo GTOPXUHOIOHAMH, BKJIFOYAS JIEBO(IOKCAIIHH.

[Tpu npumeHeHn HTOPXUHOJIOHOB, BKIIFOUAs JIEBOQIOKCAIMH, CISIYET COOII0AaTh OCTOPOKHOCTh
y TAalUeHTOB C HW3BECTHBIMH (PaKTOpaMu puUCKa yaiuuHeHus uHTepBana QT: y mamueHTOB C
HECKOPPEKTUPOBAHHBIMH AJICKTPOJUTHBIMUA HAPYIICHUSIMHU (C THIIOKAJIMEMHEH, THTIOMarHUEMHEH );
C CHHIPOMOM BpOXICHHOrO y/uimHEeHHs uHTepBana QT; c 3aboneBanmsiMu cepana (cepacyHas
HEJIOCTaTOYHOCTh, HHGAPKT MHUOKapjaa, Opaaukapaus); TpU OJHOBPEMEHHOM MPUMEHEHHU
JICKApCTBCHHBIX CPCACTB, CIIOCOOHBIX YAJIUHATbG HWHTCpPBAI QT, TaKUX KaK aHTHApUTMHYCCKUC
cpeacrsa kinacca |A u 11, TpunukiInyeckue aHTUICTIPECCAHThI, MAKPOJIUIbI, HEHPOJICITHKH.

[TarreHThI MOKUIIOr0 BO3PACTa M MAMEHTHI )KEHCKOTO T10JIa MOTYT OBITh 00JI€e YyBCTBUTEIbHBIMU
K mpenaparam, ymiuHsomuM uHTepBan QT. IlosTomMy ciemyer ¢ OCTOPOKHOCTBIO Ha3HaydaTh
JaHHBIM MAI[MeHTaM (PTOPXHHOJIOHBI, BKIIOUast JieBodiokcanuH (cM. pasaensi 4.2, 4.5, 4.8, 4.9).

[NanueHTs! ¢ e UIUTOM TIIIOK030-6-docharaeruiporeHasnl

Y  manmueHToB ¢ JIATEHTHBIM  WJIM  MaHU(ECTUPOBAHHBIM  JIEQHUIIMTOM  TIIOK030-6-
¢docharaerniporeHasbl UMeeTcsl MPePacloNoKEHHOCTh K PAa3BUTHIO TeMOJIMTHYECKUX pPEaKLui
IIpY  JICYEHWHM XWHOJOHAMH, 4YTO CIEAyeT IPUHHMATh BO BHHMAaHUE TMpPU JICYCHHUH
7eBO(IOKCAIITHOM.

JlucrimmkemMusd (TUIO- U THIEPTIINKEMHU )

Kak u npu mnpuMeHeHMHM JApyrux (TOPXMHOJIOHOB, NpU TNPHUMEHEHHM JIeBO(IIOKCALIMHA
HaONOaINCh CIOy4yaul pa3BUTHsI TUNEPIVIMKEMHMM U runorivkemud. Ha ¢one Tepanun
7eBO(IOKCAIIMHOM JUCTJIMKEMHUsl 4Yallle pa3BHBaJaCh y MAIMEHTOB MOXWJIOTO BO3pacTa My
MAlMEHTOB, MOMYYaIOUIUX COMYTCTBYIOIIYI0 TEpPaNui0 MEpOPaJbHBIMU T'HIOMNIMKEMHYECKUMU
npenaparamu (Hanpumep, TTMOeHKIaMUI0M) WK UHCYIUHOM. [Ipu npuMeHeHun eBodiokcanrHa
y TakuX IMalMEHTOB BO3pPACTaeT PUCK PAa3BUTHUS TUIIOTJIUKEMHUH, BIUIOTh 10 THUIIOTIUKEMUYECKON
kombl. HeoOxomumo uH(pOpMUPOBAaTH MALMEHTOB O CHMIITOMAaX THUIOTTUKEMHUH (CIYTaHHOCTb
CO3HaHMs, TOJIOBOKPYKEHHE, «BOJIYUI» alllleTUT, TOJOBHasg O00Jib, HEPBO3HOCTh, OIIYIEHUE
cepAleOMeHnsT WIM Y4YalleHHe IIylbca, OJIETHOCTh KOXHBIX IOKpPOBOB, HCIApUHA, IpPOXKb,
cnaboctp). Ecnu y manueHTa pa3BUBaeTCs TMIOTVIMKEMUS, HEOOXOAMMO HEMEUIEHHO MPEKPaTUTh
JeyeHre JIeBO(IOKCAlMHOM U HayaThb COOTBETCTBYIOIIYIO Tepanmuio. B »3Ttux cmywasx
PEKOMEHAyeTCsI IEPENTH Ha TEPAIUIO IPYTUM aHTUOMOTUKOM, OTJIMYHBIM OT (PTOPXHUHOJIOHOB, €CIIH
3TO BO3MOXHO. IIpu npoBeaeHnu nedeHus aeBoO(IOKCAIIMHOM Y MAIMEHTOB MOKUIIOTO BO3pacTa U
y TMAalMEHTOB C CaxapHbIM AMa0EeTOM PEKOMEHIYeTCs TIIATEIbHBIH MOHUTOPUHI KOHIIEHTPAIUH
IJIIOKO3BI B KPOBH.

Ilepudepnueckas HeliponaTus

vy ManucHTOB, MOJYyYaromux TCpaIrnro (I)TOpXI/IHOJ'IOHaMI/I, BKJIrO4as JICBO(I)JIOKC&I_[I/IH, coo6111anoc1> 0
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KOTOpOl MOXkeT ObITh OblcTpbIM. Eciam y mnamueHTa pa3BHUBAaIOTCS CHMIITOMBI HEHPONATHH,
MPUMEHEHHE JIEBO(IIOKCAIIMHA JIOJKHO OBITh MPEKPALICHO. ITO MUHUMU3HUPYET BO3ZMOKHBIA PUCK
pa3BUTHS HEOOPATUMBIX U3MEHEHUH.

[TarueHTH! JOMKHBI OBITH HHPOPMHUPOBAHBI O HEOOXOIMMOCTH COOOIIATh CBOEMY JICUallleMy Bpady
O TIOSIBJICHUH JIFOOBIX CHMITTOMOB He#pornatiui. OTOPXUHOJIOHBI HE CIICAYeT Ha3HA4YaTh MalueHTaM,
MMEIOIIUM B aHAMHE3€ KIIMHUYECKUE CITydau, YKa3bIBAIOIINE Ha TIepru(eprudecKyro HeHponaTHio.

OGocTpeHune ncepaonapalinTuueckor muacrennu (myasthenia gravis)

DTOPXUHOJIOHBI, BKJIFOYAs JIEBOQIIOKCAIIMH, XapaKTePU3YIOTCS OJIOKUPYIOIIEH HEPBHO-MBIIIICUHOE
MPOBEJICHUE AKTUBHOCTbIO, M MOTYT YCWJIMBAThb MBIIIEYHYIO cJIabOCTh y MAalMeHTOB C
MICEBIONMAPAIUTHYCCKON  MHAcCTeHHed. B MOCTperucTpallioHHOM —Tepuojie  HaOIIOJAIHCh
HeOJIaronpusATHbIE PEaKIMK, BKIIOYas JETOYHYI0 HEJAOCTATOYHOCTh, NOTPEOOBABIIYIO MPOBEICHUE
HWCKYCCTBEHHOM BEHTWIALMU JIETKUX, M JIETAJbHBIA HCXOJ, KOTOPBIE ACCOLMUPOBAIUCH C
MpUMEeHEeHHEeM (PTOPXHUHOJIOHOB Yy MallMEHTOB C IMCeBoNapalnTudeckoil Mmuactenue. [Ipumenenue
neBO(IIOKCAlIMHA Y TAIMEHTOB C YCTAHOBJIEHHBIM JAMArHO30M ICEBIONAPATUTHYECKOM MHACTCHUHN
HE pekoMeHayercs (cM. pasaen 4.8).

HDOd)I/IJIaKTI/IKa " JICYCHUC CHGHDCKOﬁ SA3BbI IPHU BO3AYITHO-KAIICJIbHOM IMYTH 3apa’KCHUA

[Tpumenenne neBodokcauua 1isi TPOOUIAKTUKA U JICUCHHs CHOUPCKOM SA3BBI MPU BO3JIYIIHO-
KaneJlbHOM IYTH 3apayKeHHsi OCHOBAHO Ha JaHHBIX 1O 4dyBcTBUTEIbHOCTH Bacillus anthracis k
JAeBo(IIOKCAIlHY, MOJYYCHHBIX B IN  VItFO HWcclenoBaHMSIX W B OKCIEPUMEHTAIbHBIX
UCCJICIOBAaHMSIX, MTPOBEICHHBIX HA JKUBOTHBIX, a TAK)KE Ha OrPAHUYCHHBIX JTAHHBIX MPUMCHCHHS
neBo(ioKkcaliHa y d4ernoBeka. Jlewamiue Bpayd JIOJDKHBI OOpamathCs K HAIMOHAIBHBIM H/WIA
MEKIYHAPOJAHBIM JIOKYMEHTaM, KOTOPBIC OTPAXKAIOT BBIPAOOTAHHYIO OOLIMMH YCHJIHMSMHU TOYKY
3peHHUsI 110 JICYCHUIO CHOMPCKOIA S3BBI.

TlcuxoTHuecKne peakiimu

[lcuxoTnyeckue peakiyM, BKJIIOYas CYUIMIATbHbBIE MBICIU/MONBITKH, OTMEYAIUCh y MalUEeHTOB
IpU TPUMEHEHUU (TOPXMHOJIOHOB, BKJIIOYas JIEBO(IJIOKCAIMH, MHOI/IA YK€ IOCJIE BBEICHUS
pa3oBoil 1103bl mpemapata. B ciydae pa3BuTHs MHOOBIX MOOOYHBIX 3(PQPEKTOB CO CTOPOHBI
LEHTPAJIbHOW HEPBHOM CHCTEMBI, BKJIIOYash HApPYLIEHUS MCUXUKH, JIEYEHHE JIeBO(IOKCAITHOM
clleyeT HEMENJIEHHO NPEKpaTUTh M HA3HAYUTh COOTBETCTBYIOIIYIO Tepamuio. B aTux cimywasx
PEKOMEHyeTCsl IEPENTH Ha TEPAINIO0 IPYITUM aHTUOMOTUKOM, OTIIMYHBIM OT (PTOPXHUHOJIOHOB, €CIIH
3TO BO3MOKHO.

CrnenyeT ¢ OCTOPOKHOCTbIO Ha3zHayaTh IpenaparT NalUeHTaM C IICUXO03aMH WM MalMeHTaM,
MMEIOIIUM B aHAMHE3€ TMICUXUYECKHe 3a00IeBaHMUs.

AneBpr3Ma M pacCIOCHHE a0PThI, DCFV‘DFI/ITaHI/IH/ HCAOCTAaTOYHOCTH KJjlallaHa cepalia

[To maHHBIM PMUAEMUOJIOTMYECKUX HCCIEAOBAHUN COOOIIANOCH O TOBBIIIEHHOM PUCKE Pa3BUTHS
AQHEBPU3MBI aOPTHl M PACCIOCHUSI A0OPTHI, OCOOCHHO Yy TAIMEHTOB IMOKUIIOTO BO3pAcTa, a TaKKe
pETypruTaIyy aopTaibHOTO0 W MHUTPAIBHOTO KJIAMMAHOB TOCTE MPUMEHEHHs] (PTOPXUHOIOHOB. Y
ManMEHTOB, IMMOJy4YaBIIUX Q)TOpXI/IHOJ'IOHBI, OBUIM OTMEYEHEI ClIydan pa3BUTHA QaAHCBPU3MbI U
paccioeHusi aopThl, HHOTJA OCIOKHEHHBIX Pa3pbiBOM (B TOM YHKCJE C JIETaJbHBIM HCXOJIOM), a
TaKXXe PEerypruTauy/HeJOCTATOYHOCTH JTF000T0 M3 KiIanaHoB cepana (cMm. pasnen 4.8). B cBs3u ¢
3TUM, (TOPXUHOJOHBI CIEAYyEeT MPUMEHATh TOJBKO MOCIE THIATEILHON OIIEHKH COOTHOIICHUS
IMOJIB3a-pUCK U PAaCCMOTPCHUA APYTUX BAPUAHTOB TCPAIIUU Yy IMALIUCHTOB C aHeBpHSMOfI A0pPThI UTU
BPOKJCHHBIM TOPOKOM KJIallaHa cepialla B CEMEWHOM aHaMmHe3e, WM Y TMAalHeHTOB C
JMarHOCTHPOBAHHOW aHEBPU3MOM aOpTHI /WA PACCIOCHUEM aOpTHI, WM 3a00JIeBaHUEM KJilaraHa
cepala, WM TMPH HAIUYUU APYruX (aKTOpPOB PHUCKA WIM COCTOSIHHI, Mpeapacrlojararilmx K
Pa3BHUTHUIO:

¢ KaK aHCBpU3MblI M PACCIIOCHHA AOPThI, TaK H perprI/ITaI_II/II/I/HCILOCTaTO‘-IHOCTI/I KJ1alriaHa
cepana (HaHpI/IMep, 3a00JIeBaHUS CO€IUHUTEIbLHOM TKaHHU, TaKUC KaK CHUHIAPOM Map(baHa



COOTBETCTBYET JKCIMNEPTHOMY OTYETY
ot 23.12 2025 Nz 31957

win cuHapom Onepca-Jlannoca, cunapom Teph#pa, | |Goiesms T BeXudtal Taptépiaibuas

TUMEPTEH3Us, PEBMATOUAHBIN apTPUT);
WJTU JIOTIOJTHUTEIIBHO:

® QaHEBPU3MBI M pPACCIOCHUS aopThl (HANpHMEpP, COCYAWCTBIE 3a00JIeBaHMSA, TaKHE Kak
aprepuuT Takasicy, TMraHTOKJIICTOYHBI apTEPHUT, MOATBEP)KACHHBI aTepOCKIEpO3,
cunapowm lllerpena);

® pErypruTalMu/HEIOCTAaTOYHOCTH  KJaraHa  cepama  (Hampumep, MH(EKITMOHHBIHA
SHJIOKAPJINT).

Puck Pa3sBUTHUA AaHCBPHU3MBI U paCCIOCHUS aOPThl, @ TAKKEC HUX pa3pbiBa MOXKCET OBITH ITOBBIIIEH y
ManMCEHTOB, OAHOBPECMCHHO MOJYYAaOMIUX CUCTEMHBIC INTIOKOKOPTUKOCTCPOUABI.

B cnywyae mnosiBneHuss BHe3amHOW OOMM B JKMBOTE, TPYyAM WIM CIWHE MalMeHTaM CleayeT
HEMEIJIEHHO OOpaTUTHCS K Bpauy B OT/CICHHE HEOTIOKHOMN ITOMOIIIH.

HaI_II/IGHTaM CJICAyeT PCKOMCEHAOBATh HEMCEIAJICHHO 06p8.TI/ITBC${ 3a MGHHHHHCKOﬁ IIOMOIIIBIO B
CJIydac MmosABJIICHHUA OCTpOfI OABIIIKH, BIICPBBIC BOSHUKIICTO OMIYIMICHUS YHallICHHOT' O CepI[Ile6I/IeHI/I$I
WJIK pa3BUTHUA OTCKA )KMBOTA UJIM HUKHHUX KOHEYHOCTEH.

Hapvyiuenus 3pesus

Ilpn pasBuTuM JIIOOBIX HAPYIIEHWM 3peHHMs HEOOXOJMMa HEMEIJIEHHas KOHCYJIbTalus
oranemosora (cMm. paszaen 4.8).

OcTpblil HAaHKPEATUT

VY manueHToB, MPUHUMAIOIINX JIEBO(MIOKCAIIIH, MOXKET Pa3BUTHCS OCTPBIA MaHKpeaTHT. [lannrenToB
crexyer WH(GOPMHUPOBATH O XapaKTEPHBIX CHUMITOMAax OCTPOro maHkpeatuta. [Ipu mosiBieHun
TOLIHOTBI, HEJOMOTaHUs, AUCKOM(OPTA B JKUBOTE M OCTPOM OOJM B KMBOTE, MALUEHTY CIEIyeT
HEMEUICHHO OOpaTUThCA K Bpady Ui METUIIMHCKOro oOcienoBanus. [lpm mono3pennn Ha
MAHKPEATUT CJIEAYeT MPEKpaTUTh NMpHUEM JIEBOGIIOKCAIIMHA U HE BO30OHOBIATH €ro MPHUMEHEHHE.
[Ipenapar cienyer NpUMEHSTh C OCTOPOKHOCTBIO y MAIIMEHTOB C IAHKPEATUTOM B aHAMHE3E.

BausHue Ha J'IaGODaTODHLIe TECTHI

v ManuCHTOB, IMOJy4Yaromux TEparunro J'IeBO(bJ'IOKCaHI/IHOM, OMPEACIICHUC OIMMATOB B MOYEC MOXKET
NPpUBOAUTL K JIOXKHOIIOJOKHUTCIBHBIM pPE3YyJIbTaTaM, KOTOPBIC CICAYCT IMMOATBCPKIAATH Ooiee
CHGIII/I(bI/I‘IGCKI/IMI/I METOJaMH.

JleBoduiokcaniia MokeT HWHruOupoBath poct Mycobacterium tuberculosis u mnpuBoauTh B
JMalbHEWIIEM K JIOKHOOTPHIATEIBHBIM  pe3ylbTaTaM  OaKTEPHOIIOTHYECKONH  JIMATHOCTHKH
TyOepKyIesa.

BcnoMorarensHble BellecTBa

HNansblii nmpenapar conxepxut 15,4 mmons (353,8 mr) Harpuss Ha koHtediHep 100 mui, 4TO
HEO0OXOJIMMO YUYUTHIBaTh MalMEHTaM, HaXOJSIIMMCS Ha JUeTe C OrpaHUYEHHEM IMOCTYIUICHUS
HaTpHsL.

4.5. B3aumojaeiicTBHe ¢ [JPYrHMH JIEKAPCTBEHHBIMH TMpenaparamMd ¥ Jpyrue BH/bI
B3aUMOJIEeHCTBUA

BsaumoneiicTtBus, TpeOyomue coOOMI0IEHU OCTOPOKHOCTH

C meogunrnunom, ¢endoyghenom unu Opyeumu J1eKAPCMBEHHLIMU CPeOCmEaAmMu U3 2cpynnvl
HeCmepouoOHbIX NPOMUBOBOCNAIUMENbHBIX NPENapamos, CHUNCAIOWUMU NOPO2  CYOOPOAHCHOU
20MOBHOCMU 20]I08HO20 MO32A

cDa.pMElKOKI/IHCTI/I‘-ICCKOI"O B3aUMOJEHCTBHUI J'ICBO(I)J'IOKC&I_II/IHa C TCO(I)I/IJ'IJ'II/IHOM HC BBIABJICHO.
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OIHAaKO TpH OJHOBPEMECHHOM mMpuMeHeHuH| XuHOJMOHOB.! |kl mébunma,  CHécTepounHbIX

HNPOTHBOBOCIIANUTEIBHBIX CPEICTB M JPYTHX CPEACTB, CHIDKAIOIINX IOPOT CyJOPOKHOM
AaKTHMBHOCTH TOJIOBHOTO MO3ra, BO3MOXXHO BBIPAKCHHOE CHIDKCHHE IIOpOra CYHIOpPOXKHOM
aKTUBHOCTH TOJIOBHOrO Mo3ra. KoHIeHTpauusi JeBOo(JIOKCaliHa MPH OJHOBPEMEHHOM IIpHEME
¢denOydena noseimaercs Toabko Ha 13 %.

C HenpambIMu anmukoazyisiHmamu (aumazonucmol sumamuna K)

VY nanuMeHTOB, NOJYYaBIIUX JIeUCHHE JIEBO(IOKCAMHOM B KOMOMHAIMM C HENpPSIMBIMU
aHTHKOAryJasiHTaMu (Hampumep, BapdapuHOM), HAOIIOAATOCH MOBBILIEHHE IPOTPOMOHMHOBOIO
BpPEMEHHU/MEKYHAPOAHOTO HOPMATM30BAaHHOTO OTHOILCHUS W/WIIM Pa3BUTHE KPOBOTEUCHHUS, B TOM
yucie, u Tsokenoro. [loaToMy npu 0JHOBpEMEHHOM MPUMEHEHUU HEMPSIMbIX aHTHUKOAryJIsSHTOB U
neBo(IoKcamHa He0OX0AUM PEryJISIPHBIN KOHTPOJIb IOKa3aTesel CBEPThIBAHUS KPOBH.

C npobeneyudom u yumemuOuHoMm

IIpy OQHOBPEMEHHOM IIPUMEHEHHH JIEKQpPCTBEHHBIX IIPENapaToB, HAPYIIAKOIMUX IT0YEYHYIO
KaHaJIbLIEBYIO CEKpPELHI0, TAKMX KaK NpoOeHeUu] M LUMETHAMH, U JIEBO(IIOKCAIIMHA CIEIyeT
CO0JII0IaTh OCTOPOKHOCTH, OCOOCHHO Y IMALIMEHTOB C MMOYEYHOI HEAOCTATOYHOCTHIO.

BriBenienue (moyeuHblid KIMPEHC) JIEBOGIIOKCAIIMHA 3aMEIISICTCS MOJT ACWCTBUEM LIMMETHIMHA Ha
24 % wu npob6enenuaa Ha 34 %. ManoBeposATHO, YTO 3TO MOXET UMETh KJIMHUYECKOE 3HAUCHHUE TIPH
HOPMaJIbHOU (DYHKIIUHU TTIOYEK.

C yuxnocnopurnom

JleBo(prmokcanuy yBenWYHMBAJI MEPHOJ MONYBbIBeIEHUsT LuKkiIocnopuHa Ha 33 %. Tak kak 3To
YBEIMYCHUE HE SIBISETCS KIMHUYECKH 3HAYMMBIM, KOPPEKLIHUH J03bl IHUKJIOCIIOPHHA TPHU €ro
OJTHOBPEMEHHOM MPUMEHEHHH C JIeBO(IOKCAITUHOM HE TpedyeTcs.

C enroxoxopmukocmepouoamu
OnHOBpEMEHHBIN TPUEM TIIFOKOKOPTUKOCTEPOUIOB MOBBIIIAET PUCK Pa3phIBa CYXOKHMIUM.
C nexapcmeennvimu npenapamamu, yonunsrowumu unmepsanr QT

JleBodokcalid, Kak M Jpyrue (PTOPXUHOJIOHBI, JOJDKEH NPUMEHATHCS C OCTOPOXKHOCTBIO Y
MAIMEHTOB, MMOJIyYaIOLUX Mpenaparsl, yanuHstoume narepsan QT (HanpuMep, aHTHAPUTMUYECKUE
cpeactsa kinacca A u III, TpunukiInyeckre aHTHICIPECCAHThI, MAKPOJIUIbI, HEHPOJIIENTHKH).

[Ipoune

IIpoBeneHHbBIE  KIMHUKO-(apMaKoJOTHUYECKUE HCCIENOBaHMA JUId H3YYEHHs  BO3MOXKHBIX
(hapMaKOKMHETHYECKUX B3aHUMOJCHCTBHI JeBodIIoKcaHa ¢ KajJblusl KapOOHATOM, JUTOKCHHOM,
IMUOCHKIAMHMJIOM,  PAaHUTHJIMHOM W BapdapvMHOM  MOKa3zajad, 4YTo  (apMaKOKHMHETHKA
neBOQUIOKCallMHA MPU OJHOBPEMEHHOM IPUMEHEHHM C 3THMHU IpernapaTaMd HE H3MEHSETCS B
JOCTaTOYHOM CTETEeHH, YTOOBI 3TO UMENIO KIIMHUYECKOE 3HaYEeHUE.

4.6. @epTHIBHOCTD, 0EPEMEHHOCTH U JAKTALUS
bepemeHHOCTD

[Tpumenenue npenapata Actpadaokc IPOTHBOMOKA3aHO MPU OEPEMEHHOCTH.

JlakTarnms

HpI/IMCHCHI/IC npemnapara ACTpa(l)JIOKC MMPOTHUBOIIOKA3aHO B ICPUOJ I'PYAHOTO BCKapMJIMBAHUA.

4.7. BausiHMe HAa CHOCOOHOCTH YHPABJATH TPAHCHOPTHBIMH CpeACTBAMH M padorarh ¢
MeXaHU3MaMH

Takue HexxenaTelbHbIE PCaKIIMU KaK TOJIOBOKPYKCHHUC HJIM BCPTUT'O, COHJIMBOCTb U paCCTpOﬁCTBa
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3penns (cM. pasuen 4.8), MOIyT 3aMeISTh ICUKOMOTOPHBE péariliui bl Exfibrd th_cio¢bBifcTs K

KOHIIEHTPALMU BHUMAaHUSA. DTO MOXET IMpPEICTABIATh CODOM ONpPENCIEHHBIH PUCK B CUTYaLMsX,
KOTJIa 3T COCOOHOCTH MMEIOT 0c000e 3HaUeHue (HarpuMep, MpH YIpaBICHUH aBTOMOOWIEM, IpU
00CITy’)KUBAaHMM MAIlIMH U MEXaHU3MOB, ITPU BBINOJIHEHUH Pa0OT B HEYCTOIHUNBOM IOJIOKEHHUH).

4.8. HexxenarejibHbIe peaKIuu

Pe3romMe HexenaTenbHBIX PEAKIINI

[IpencraBieHHbIEe HIDKE HEXeNATENbHbIC JIGKAPCTBEHHBIE PEAKIUU CTPYIIIUPOBAHBI HA OCHOBAHUU
cucTeMHO-opranubix kiaaccoB MedDRA. Jlnsi OIEHKM 4YacTOThI pPa3BUTUS MOOOUYHBIX peaKUUit
HCIIONB3YIOT CIEAYIOIINE KpUTEepUH: oueHb yacto (> 1/10), wacto (> 1/100, no < 1/10), Hewacro (>
1/1 000, Ho < 1/100), peaxo (> 1/10 000, vo < 1/1 000), ouenp peako (< 1/10 000, BrIHOUAsS
OTJIeNIbHbIE COOOIICHMS) U «4acTOTa HEU3BECTHa» (HAa OCHOBAHMM UMEIONIMXCS JAHHBIX OLIEHUTh
HEBO3MOYKHO).

annvle, nomyuennvie 8 KIUHUYECKUX UCCIE008AHUAX U NPU NOCMPEUCMPAYUOHHOM NPUMEHEHUU
npenapama

HUnghexyuu u unsazuu
Heuacmo: rpubkoBble HH(EKINU, pa3BUTHE PE3UCTEHTHOCTH MATOTC€HHBIX MUKPOOPTaHH3MOB.
Hapywenus co cmoponwl kposu u numgamuieckou cucmemol

Heuacmo: neiikonienusi (yMEHbIICHHE KOJIWYECTBA JIEHKOIMTOB B mepuepudeckoil KpOBH),
s03uHO(pUIUS (YBEIHUECHUE KOJIUYECTBA S03UHO(DUIIOB B IEPUPEPUIECKON KPOBH).

Peoxo: weiiTponieHust (yMEHBIIEHHWE KOJMYECTBA HEHTpoHIOB B mepudepuveckoil KpoBu),
TpoMOOIUTONEHHS (YMEHBIIIEHNUE KOJINYECTBA TPOMOOIIMTOB B Niepu(epruaeckorl KPOBH).

Yacmoma neuszsecmua’ TAaHIUTONCHUS (YMEHBIIEHHE KOJIMYECTBA BCEX (DOPMEHHBIX 3JIEMEHTOB B
nepudepuyeckoil KpoBH), arpaHyjiaoLUTO3 (OTCYTCTBHE WJIM PE3KOE€ YMEHBbIIEHHE KOJMYeCTBa
IPaHyJIOIUTOB B EpUPEpUIECKON KPOBHU), FTEMOIUTHYECKAS] aHEMUSL.

Hapywenus co cmopoHbl UMMYHHOU cucmembl
Peoko: aHTHOHEBPOTUYECKUH OTEK.
Yacmoma neuzsecmna: aHaQUIAKTUYECKHUH IOK, aHA()UITAKTOUIHBIH HIOK.

AnadunakTuyeckue W aHaUIAKTOMJIHBIE pPEAKIMM MOTYT HWHOTAA pPAa3BUBAThCA JlaXe Iocie
BBEJICHM TIEPBOM J103bI IIpelapara.

OHOOKpuHHbIE HAPYULeHUs

Peoko: cunapom HeaneKkBaTHON CEKpelnH aHTHANYPETUYECKOTO TOPMOHA.
Hapywenus memabonuzma u numanus

Heuacmo: anopekcus.

Peoko: tunornukeMus, ocCOOEHHO y MAllMEHTOB C CaXxapHbIM JUa0eTOM (BO3MOXKHbBIE MPU3HAKU
TUIOIIMKEMHH: «BOJYMID) alllIETUT, HEPBO3HOCTh, UCIIAPUHA, APOXKb).

Yacmoma neuzéecmua: TATIEPTIIMKEMUS, THIIOTIMKEMUS, BIUTOTh 70 Pa3BUTHS THITOTJIMKEMHUYECKON
KOMBI (OCOOCHHO Yy MAIMEHTOB IMOXKUJIOTO BO3pacTa M y IAIMEHTOB C CaxapHbIM JHA0ETOM,
ImoJIydaromux JICHCHHUE IIpfrapaTaMud HHCYJIWMHA MWW TMCPOpPaJIbHBIMHU THUIIOTTIMKEMUYCCKUMU
cpeacrBamu) (cm. paznen 4.4).

Tcuxuueckue napyuenus™
Yacmo: OECCOHHHUIIA.

Heuacmo: wyBcTBO 6€CIIOKONCTBA, TPEBOTa, CITyTAHHOCTh CO3HAHMSI.
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Peoro: ncuxuueckue HapyuieHus (Harmpumep, TauTonuH i) |fdpaitbii); | erpecciix,Jakararms

(BO30Y>KI€HNE), HAPYIIICHHUS CHA, HOYHBIE KOIIIMAapBhI.

Yacmoma Heuzgecmua: HAPYLICHUS IICUXUKU C HAPYIICHUSMH IOBEICHUS C NPUYMHEHHEM cebe
Bpela, BKIIOYas CYULHIAIBHBIC MBICIM U CyMUUJAJIbHBIEC IONBITKU; HEPBO3HOCTb, HApYLIEHUs
NaMsATH, 1eIUpUi (BKIKOYAsi HApYLIECHUS] BHUMaHMSL, I€30pPUEHTALHIO).

Hapywenus co cmoponul HepsHoti cucmembl *

Yacmo: TonoBHas 60JIb, TOJIOBOKPYKEHHE.

Heuacmo: coHIUBOCTB, TPEMOD, AUCTEB3Hs (M3BpaIllCHHE BKYCA).
Peoxo: mapecresus, cynoporu (cMm. paszaen 4.4).

Yacmoma mneuzsecmua. mnepudepuveckas CceHCOpHas Heipomarus, mnepudepuyueckas
CEHCOPHO-MOTOpHasi HeWponatusi (cM. pazgen 4.4), NUCKUHE3Us, OSKCTpPANUpPaMHIHbIC
paccTpoiicTBa, areB3ust (IIOTEpsi BKYCOBBIX OLIYIIEHUH ), MapocMus (PacCTPOMCTBO OIIYIIEHUS
3amaxa, OCOOCHHO CYOBEKTHBHOE OIIyIIEHHE 3amaxa, OOBEKTHBHO OTCYTCTBYIOIIETO),
BKJIIOYass TOTEepI0 OOOHSHUS, OOMOPOK, TMOBBINICHHE BHYTPUUYEPEIIHOTO JIaBIICHUS
(moOpokavecTBeHHAsI BHYTpUYEPEITHAS THIICPTCH3MS, TICEBI0OITYX0Ib MO3Ta).

Hapywenus co cmoponwl opeana 3penusn™

Peoko: napylienus 3peHus, Takue Kak paciiiblB4aTOCTh BUJIUMOTO H300pakeHU.
Yacmoma Heuzgecmna: IpexoAsiias IOTeps 3pEHUsL, YBEUT.

Hapywenus co cmoponul opeana ciyxa u iabupunmusie HapyuleHus*

Heuacmo: BepTuro (4yBCTBO OTKJIOHEHHS WJIM KPYXXEHHSI COOCTBEHHOTO Tejla WM OKPYXKAFOIIUX
MIPEAMETOB).

Peoxko: 3BOH B ymax.

Yacmoma neusgecmna. CHIKCHHE CIyXa, TOTEPS CIIyXa.
Hapywenus co cmoponul cepoya™*

Peoko: cunycoBas TaxuKapaus, OIIyIIeHNE CepALeOneHHS.

Yacmoma Heuzéecmuna: yanvuHeHue wuHTepBana QT, >KelyJoO4YKOBbIE HapYIICHHs pPUTMA,
KEITYJIOUKOBAsT TaxXWKapAus, >KEIyJOYKOBas TaXHWKapIusl THIA <«IIAPYIT», KOTOPHIE MOTYT
MPUBOIUTH K OCTaHOBKE cepaiia (cM. paszensl 4.4, 4.9).

Hapywenus co cmoponwl cocyoos™*

Yacmo: pnedur.

Peoxo: cHMKeHnE apTepraIbHOTO JaBICHHS.

Hapywenus co cmopoHul ObixamenbHotl cucmemsl, Opeano8 epyoHOU KIemKu U CPe0oCmeH s,
Heuacmo: onpika.

Yacmoma neuzsecmua. OPOHXOCIIA3M, AJUIEPTUUYECKUN TTHEBMOHHMT.

JKenyoouno-kuweunvle Hapyulenus

Yacmo: nuapesi, pBoTa, TOIIHOTA.

Heuacmo: 6011 B )KUBOTE, TUCTICTICUS, METEOPH3M, 3aII0p.

Yacmoma HeuszsecmHa: TeMopparuveckas quapesi, KoTopas B O4€Hb PEIKHUX CIydasX MOXKET ObITh
MIPU3HAKOM DHTEPOKOJINTA, BKIIOYAs TICEBIOMEMOPAHO3HBIN KOJIUT (CM. pazaen 4.4); maHKpeaTur.

Hapymele CO CMOpPOHbL neverHu u WC@ﬂU@GblGOa}ZWMX nymeﬁ

Yacmo: TIOBBIICHHWE AKTUBHOCTH  «II€UYEHOYHBIX» (EPMEHTOB B KpOBU (HaAmpumep,
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anannHamuHOTpancdepassl (AJIT), acnapratamuuoTpandhEpasei(ACT))] ysénmiacuné dkiuBhocTr

miennouHor gocdaraszsl (ILP) u ramma-rimyramuntpancepassl (1T 1).
Heuacmo: noBbIlIeHNE KOHLIEHTPALMH OMIIUPYOrHA B KPOBH.

Yacmoma Heuzéecmna: TsHKeNIas TICUYCHOYHAS HEAOCTAaTOYHOCTh, BKJIIOYasA ClIydan pa3sBUTHA
OCTpOﬁ MICYCHOYHOM HEAOCTATOYHOCTH, MHOraa € JE€TaJlbHbBIM HCXOOAO0M, 0COOCHHO Y MaguCHTOB C
TSKEJIBIM OCHOBHBIM 3200JIEBAHHEM (HaanMep, Yy NaUeHTOB C CGHCI/ICOM); T'CIIaTuT, XEJITyXa.

HapyweHuﬂ CO CIMOPOHBL KOJHCU U NOOKOJICHBIX MKAHEl
Heuacmo: ChIIlb, 3y, KpallMUBHUIIA, THIICPTUAPO3.

Peoxo: nexkapcTBeHHass peakuus ¢ 303uHOPUIMEl W cucreMHOW cumnromatukoil (DRESS-
cuuapoM) (cm. pasznaen 4.4), GuKCUPOBaHHOE JICKAPCTBEHHOE BHICHITIAHUE.

Yacmoma neuzeecmmua. TOKCUUECKUN SMUAECPMAIbHBIN HEKPOIU3, cuHapoM CtuBeHca-/[xoHcoHa,
9KCCyJATHBHAs MyJIbTHU()OpPMHAs HSpUTEMa, peakuud (OTOUYBCTBUTEIBHOCTH (IIOBBIIEHHON
YYBCTBUTEIBHOCTH K COJHEYHOMY H yIbTpaduOJCTOBOMY H3iIydeHuio) (cMm. pasgen 4.4),
JEUKOLUUTOKIACTUYECKUIA BaCKYJIUT, CTOMATHUT.

PeaKHI/II/I CO CTOPOHBI KOXH H CIHM3UCTBIX 000104YeK MOT'YT HHOrJJa pa3BUBATLBCA HaXKC IIOCJIC
BBCICHUA nepBoﬁ JO3LI IIpeIiapara.

Hapywenus co cmoponul ckenemuo-mvlutedHo cucmemuvl U COeOUHUMENbHOU MKAHU ™
Heuacmo: aptpanrus, Muairus.

Peoko: mnopaxeHue CyXOXWIMH, BKJIIOYas TEHAWHUT (HANpuUMep, axuwiioBa CyXOXKHIIuUS),
MbllleyHast — c1abocTh, KOTOpas MOXeT ObIThb OCOOCHHO OmacHa y  MAIMeHTOB ¢
NICeBIONApPAIMTHYECKOM MuacTeHuei (myasthenia gravis) (cm. pazuen 4.4).

Yacmoma neuzsecmua: padIOMUOIN3, Pa3pbIB CYXOKMINS (HAPHUMEp, aXUIUIOBA CyXOXKUIHS; ITOT
mo0ouHbBIN 3(PPEeKT MOkeT HAONMIOAAThCS B TeueHUE 48 9 Tmociie Havyayia JICYCHHUS] U MOXKET OBITh
JBYCTOPOHHUM (CM. Takxke paszen 4.4)), pa3pbiB CBA30K, pa3pbIB MBI, apTPUT.

Hapywenus co cmopoHbl nouex u Mouesbleo0auux nymetl

Heuacmo: noBbllIeHNE KOHLIEHTPALMM KPEaTHHUHA B CBIBOPOTKE KPOBH.

Peoxo: octpas modevHass HEAOCTATOYHOCTh (HAPUMEP, BCIEACTBUE PA3BUTHSI HHTEPCTHIINATBHOTO
HedpuTa).

Obwue paccmpoiicmea u HapyuleHus 8 mecme 66e0eHus ™

Yacmo: peakiys B MecTe BBeJIeHHs (00JIe3HEHHOCTb, THIIEPEMUS KOKH).

Heuacmo: acrenns.

Peoxo: nupexcust (OBBILICHUE TEMIIEPATYPHI TEJNA).

Yacmoma neuzeecmna: 601b (BKIItOYasi 00JIb B CIIMHE, TPYIU, KOHEUHOCTSX ).

Hpyeue 603mod1cHble Hedceramenvhble hGexkmbl, OMHOCAUUECS KO 6CeM PMOPXUHOIOHAM
Ouendb pedxo: MPUCTYIIBI NOPPUPUHN Y TTALIUEHTOB ¢ opdupueil.

* B oueHb pelKUX CIIydasx MpHU NPUMEHEHUU XHMHOJIOHOB M (PTOPXMHOJIOHOB, HHOT/Ia HE3aBUCUMO
OT HUCXOJHO MMeEIoIUXCcs (PaKTOPOB pUCKaA, OBUIH 3apETUCTPUPOBAHBI IITUTEIBHO COXPAHSIONIUECS
(10 HECKOJBKUX MECSIEB WM JIET), WHBATUAMZHUPYIOUIME U IOTEHUUAIBHO HEoOpaTHUMBbIe
cepbe3Hble MOOOYHBIE peakliy Ha Ipernapar, 3aTparuBaroliie HeCKOJIbKO, a HHOTJAa U MHOXECTBO,
KJIACCOB CHCTEM OPIraHOB M OPraHOB YYBCTB (BKJIIOYas TAKUE PEAKIUH, KAK TEHIWHUT, pa3pbiB
CYXOXXWJIHSI, apTpairus, 00jib B KOHEYHOCTAX, HapyllIEHHWE MOXOJAKH, HEWPOINaThuH, CBA3aHHBIE C
[IapeCcTe3UsIMU, JETPECCHs], TIOBBIIIEHHAs YTOMIIIEMOCTb, HapyIIEHNUE MaMsTH, HApyLIECHUs CHA, a
TaKKe HapyIIeHHs CITyXa, 3peHusi, BKyca u 000HsHUs) (cM. paszaen 4.4).
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** YV ManueHToB, MOMYYaBIIMX (HTOPXHHOJIOHBL,| ObLIH ofivicdeHEr [¢iyan fpasenitis [ aneBpiambr 1

paccioeHusl aopThl, MHOTAA OCJIOKHEHHBIX Pa3pbIBOM (B TOM UHCIE C JICTAIBHBIM HCXOIOM), a
TaKXe PerypruTaiiu/He0CTaTOYHOCTH JIF000r0 KitanaHa cep/ama (cM. pazaen 4.4).

COO6H_I€HI/IC 0 IMOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIINAX

BaxHo coo01maTh 0 m0J03peBaeMbIX HEKENATENbHBIX PEAKLUAX MOCTIe PETUCTPAIMU IIpenapaTa ¢
LeJIbI0 00eCIeYeHHsI HEIPEPHIBHOIO MOHUTOPUHIA COOTHOIIEHHUS «I10J1b3a - PUCK) JIEKAPCTBEHHOTO
npemnapara. MeIMIMHCKUM pabOTHUKAM PEKOMEHIyeTCsl COOOIIATh O JIFOOBIX 1M0/103PEBAEMBIX
HE)XEeJaTeNbHbIX PEAKLUAX JEKapCTBEHHOTO MIpenapara yepe3 HallMOHAJIbHbIE CUCTEMBbI COOOIIEHUS
0 HEXeJIaTeNbHbIX PeaKLUsiX roCyAapcTB — WieHOB EBpa3uiickoro 3kOHOMHUYECKOT0 COH3a.

Poccuiickas @enepanust

denepanbhas cinyx0ba mo Hax3o0py B cdhepe 3apaBooxpanenus (Poc3apaBHamzop)
Anpec: 109012, r. MockBa, CnaBstHCKas IJI01a1b, 1. 4, cTpoeHue |

Tenedon: +7 (800) 550-99-03

OnektpoHHas noyra: pharm@roszdravnadzor.ru

CaiiT B nH(pOPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOU cetn «HTepHeT»: npr.roszdravnadzor.ru

4.9. Tlepeno3upoBka
CuMOTOMBI

HUcxons w3 pe3ynbTaToB TOKCHKOJIOTMYECKUMX MCCIEAOBAaHUM Ha JKUBOTHBIX, BAKHEHIIMMHU
OKUJAeMBbIMU CHMITOMaMHU OCTPOW MEPEeNO3UPOBKH JIEBO(IIOKCALMHA SBJSIOTCS CHUMITOMBI CO
CTOPOHBI IIEHTPAJIHHOM HEPBHOW CHUCTEMBbI (HApYyIIEHWS CO3HAHMS, BKJIIOYash CIYTaHHOCTH
CO3HaHMs, TOJIOBOKPYKEHHUS U CYJJOPOTH).

[Ipu moctperucTpaliliOHHOM NMPUMEHEHHUH IIpernapaTa MpH Mepeao3upoBKe HAOMIOAATUCH 3(PPEKTHI
CO CTOPOHBI IIEHTPAJbHOW HEPBHOW CHCTEMBI, BKJIIOYas CIIyTaHHOCTb CO3HaHMUA, CYAOpOTH,
TaJUTIOIIMHAIIH U TPEMOD.

Bo3MoxHO Pa3BUTHEC TOIIHOTHI U 3PO3UHU CIIU3HCTOM 00O0JIOUKHU KCITYAOYHO-KHIICYHOI'O TpaKTa. B
KJ'II/IHI/IKO-@apMaKOHOFI/I‘-IGCKI/IX HUCCICIOBAaHUAX, IMPOBCACHHBIX J03aMu J'ICBO(l)J'IOKcaHI/IHa,
MMPEBLIMIAIOIIUMHA TCPATNICBTUYCCKHC, OBLIIO TTOKA3aHO YAJIMHCHUC NHTEpPBAJla QT

Jleuenue

B cnyuae mnepemo3upoBku TpeOyercs TIHIATENbHO HAOMIOACHHE 3a TMAalMEeHTOM, BKIIIOYas
MOHHUTOPHPOBAHUE JJIEKTpOKapauorpamMmbl. JleueHne cummnromarmdeckoe. JleBodiokcammH He
BBIBOJIUTCSL TOCPEACTBOM Juanu3a (reMoauanu3a, MEePUTOHEATHHOTO Iuaiu3a M TOCTOSHHOTO
aMOyJIaTOPHOTO MEPUTOHEATHHOTO Tuanu3a). CrenudruyecKoro aHTU0Ta HE CYIIECTBYET.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
5.1. dapmakoaMHAMU4YecKHe CBOHCTBa

dapmakoTepaneBTHUYECKass TpyMNna: aHTHOAKTEpPHAIBHBIC CPEJICTBA CHUCTEMHOTO JICHCTBUS,
MIPOU3BOJIHBIE XHHOJIOHA; (P TOPXHUHOIOHBI.

Kox ATX: JOIMA12

MexaHu3M OSUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/Ie 3d)d)eKTLI

JleBo(psiOKCaIIMH - CHHTETUYECKUI aHTHOAKTepUaIbHBIN Ipernapar MUPOKOro CleKTpa AeHCTBUS U3
rpymnisl (PTOPXMHOIIOHOB, COAEPKAIIMN B KadecTBE JECHUCTBYIOLIETO BELIECTBA JIEBO(IIOKCAIMH -
neBoBpamaronii - uzomep  oduiokcaruHa.  JleBoduokcanma  6mokupyer  JAHK-tmpazy wu
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tomonzomepasy |V, napymaer cynepcrmpanuzaruio u | bntusicy | paspeieéi- HIHK] -uirubupyer

cunte3 JIHK, BebIBaeT rirybokne MOp(OJIOrMYeCKHE HM3MEHEHUS B LUTOIIa3ME, KICTOUHON
CTEHKE U MeMOpaHaX MUKPOOHBIX KJIETOK.

JleBo(psioKcallMH aKTHBEH B OTHOIICHWH OOJBIIMHCTBA INITAMMOB MHKPOOPIaHH3MOB, Kak B
yCJ0BHSX IN VItro, Tak u in Vivo.

Yyscmeumenvrole mukpoopeanuzmvl (MIIK <2 me/n; 30na uneubuposarnus >17mum).

- a’poOHBIC TpaMIOJOXHTEIbHbIE MuKpoopranusmbl: Bacillus anthracis, Corynebacterium
diphtheriae, Corynebacterium jeikeium, Enterococcus spp. (B T.u. Enterococcus faecalis),
Listeria monocytogenes, Staphylococcus coagulase-negative methi-S(I)
(Koaryia3oHeraTHBHBIE, METHIMUTUH-YyBCTBUTEIIbHBIC/-yMEPEHHO YYBCTBUTEIIbHBIE),
Staphylococcus aureus methi-S (mertuimuimH-4yBcTBUTENBHBIE), Staphylococcus epidermidis
methi-S (MetumMH-9yBcTBUTEIBHBIC), Staphylococcus spp. CNS (koarysia3oHeratuBHbIE),
Streptococci rpynmer C u G, Streptococcus agalactiae, Streptococcus pneumoniae peni I/S/R
(MeHULIUIJUTMH-YMEPEHHO YYBCTBUTENIbHbBIE/-4yBCTBUTEIbHBIE/-PE3UCTEHTHBIE), Streptococcus
pyogenes, Viridans streptococci peni-S/R (neHUIULTHH-4yBCTBUTEIIbHBIC/-PE3UCTCHTHBIC);

- adpoOHBIE IrpaMOTPHIATEIbHBIE MUKpoopranu3Mel: Acinetobacter spp. (B T.u. Acinetobacter
baumannii), Actinobacillus actinomycetemcomitans, Citrobacter freundii, Eikenella corrodens,
Enterobacter aerogenes, Enterobacter spp. (8 t.4. Enterobacter cloacae), Escherichia coli,
Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus influenzae ampi-S/R (amnuiuims-
yyBCTBUTEIbHBIC/-pe3ucTenTHbie), Haemophilus parainfluenzae, Helicobacter pylori,
Klebsiella oxytoca, Klebsiella spp. (8 T.u. Klebsiella pneumoniae, Klebsiella oxytoca),
Moraxella catarrhalis p+/f/- (npoayiupyromye W HENPOAYLHUPYIOIHE OeTa-IaKTamasbl),
Morganella morganii, Neisseria gonorrhoeae non PPNG/PPNG (nempoayuupyromue u
npoaylUpyroire neHuipuimHasy), Neisseria meningitidis, Pasteurella spp. (8 T.u. Pasteurella
multocida, Pasteurella dagmatis, Pasteurella canis), Proteus mirabilis, Proteus vulgaris,
Providencia spp. (8 T.u. Providencia rettgeri, Providencia stuartii), Pseudomonas spp. (B T.u.
Pseudomonas aeruginosa (rocmuTansHble WH(EKIMH, BbI3BaHHBIC Pseudomonas aeruginosa,
MOTyT moTpeboBaTh KOMOWHHpoBaHHOTO JseueHus), Salmonella spp., Serratia spp. (B T.u.
Serratia marcescens);

- ana’poOHble MuKpoopranusmel: Bacteroides fragilis, Bifidobacterium spp., Clostridium
perfringens, Fusobacterium spp., Peptostreptococcus, Propionibacterium spp., Veillonella

Spp.;
- apyrue mukpoopranu3mel: Bartonella spp., Chlamydia pneumoniae, Chlamydia psittaci,
Chlamydia trachomatis, Legionella pneumophila, Legionella spp., Mycobacterium spp. (B T.u.

Mycobacterium leprae, Mycobacterium tuberculosis), Mycoplasma hominis, Mycoplasma
pneumoniae, Rickettsia spp., Ureaplasma urealyticum.

Ymepenno uyecmeumenvuvie mukpoopeanusmol (MIIK = 4 me/n; 30na uneubuposanus 16-14 mm):

- a’poOHBIEe  TPaMITOJIOKUTENbHBIE  MuKpoopranm3mbel:  Corynebacterium  urealyticum,
Corynebacterium xerosis, Enterococcus faecium, Staphylococcus epidermidis methi-R
(MeTuruUIHH-pe3ncTeHTHRIe),  Staphylococcus  haemolyticus  methi-R  (MeturmmH-
PE3UCTEHTHBIE);

- a’poOHBIe TpaMoTpHUIlaTeIbHbIe MUKpoopranu3mbel: Campylobacter jejuni, Campylobacter coli;
- aHa’poOHBIe MUKpoopranu3mel: Prevotella spp., Porphyromonas spp.

Pesucmenmuvie k nesoproxcayuny mukpoopeanusmvl (MIIK >8 me/n; 30ma uneubuposarus
<13 mm):

- a’poOHBIC TIpaMIOJOXKHUTEIbHBIE MHKpoopranu3mbl:  Staphylococcus aureus methi-R
(METHIMIUTHH-PE3UCTEHTHBIE), Staphylococcus coagulase-negative methi-R
(KoarynasoHeraTHBHbIE METUIMIUTMH-pe3UCTeHTHBIC), Corynebacterium jeikeium;
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- adpobHble rpaMoTpHIaTeNbHbIe Mukpoopranysmbr: AlCHligenes xytosdxidems T Th 0005)

- ama’pobHBIe MEKpOOpranu3msl: Bacteroides thetaiotaomicron;
- Japyrue Mukpoopranu3mbl: Mycobacterium avium.
Pesucmenmnocmo

PesucTeHTHOCTH K JIeBO(IOKCALIMHY pa3BUBACTCA B pe3yJbTaTe MOITAHOTO Mpoliecca MyTauul
IeHOB, Kogupyromux obe tonmousomepasbl tumna II: JJHK-rupasy m Ttomomzomepazy IV. Jpyrue
MEXaHU3Mbl PE3UCTEHTHOCTH, TAaKU€ KaK MEXaHW3M BIMSHMS Ha IEHETpPallMOHHbIE Oapbephl
MHUKpOOHON KJIETKH (MEXaHW3M, XapakTepHblid mas Pseudomonas aeruginosa) u MexaHH3M
s¢¢urokca (aKTUBHOTO BBIBEACHUSI IPOTUBOMUKPOOHOTO CPENCTBA U3 MUKPOOHOM KIIETKH), MOTYT
TaK)X€ YMEHbIIATh YyBCTBUTEIILHOCTH MUKPOOPTaHU3MOB K JIEBO(IOKCALIUHY.

B cBs3u ¢ 0COOEHHOCTSMH MeXaHW3Ma JCUCTBUSA JIeBO(IOKCAlMHA OOBIYHO HE HAOJIOMaeTCs
MEPEKPECTHOW PE3UCTEHTHOCTH MEXIy JICBOMIOKCAIIMHOM W JIPYTUMH TMPOTHBOMHKPOOHBIMU
CpeICTBaMHU.

Kimmanueckas 3dbdhekTUBHOCTE U 0€30IIaCHOCTE

Knuanueckast >QpexTuBHOCTh (9()(HEKTUBHOCT B KIMHUYECKUX HCCICIOBAHUAX TPU JICUYCHUU
MHQEKIUH, BEI3bIBAEMBIX [1€PEUHCICHHBIMU HI)KE MUKPOOPTaHU3MaMH):

- a’poOHBIC TPaMIIOJIOKUTEIIbHBIC MHKpoopranusmsl: Enterococcus faecalis, Staphylococcus
aureus, Streptococcus pneumoniae, Streptococcus pyogenes;

- adpoOHbIe rpamMoTpHIaTeIbHbIe MUKpoopranu3mMel: Citrobacter freundii, Enterobacter cloacae,
Escherichia coli, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella
pneumoniae, Moraxella (Branhamella) catarrhalis, Morganella morganii, Proteus mirabilis,
Pseudomonas aeruginosa, Serratia marcescens;

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

5.2. dapMakoOKHMHeTHYeCKHe CBOICTBa

AOGcopOrus

[Tocne BuyTpuBeHHOU 60-MuHyTHOU wHHOY3UH neBoduokcaimHa B go03e 500 Mr 370pOBBIM
no00poBoJibIIaM MakcuMaibHasi KOHIEHTpaus (Cmax) B TIa3Me KPOBH COCTaBIsUIa B cpeaHeM 6,2
MKT/MJI.

dapMakOKMHETHKA JIeBO(IIOKCAlMHA SIBIISIETCS JIMHEHON B Ananaszone 103 oT 50 go 1000 mr. Ilpu
BBezieHnn 500 mr neBodiokcanuHa 1 unm 2 pa3a B CyTKM, paBHOBECHas KOHIIGHTpALUs B IJ1a3Me
KpOBH JIOCTUTaeTcs B TeueHue 48 4acos.

Ha 10-ii nen» BHyTpuBeHHOTro BBeJeHHs JieBoduokcanuHa B go3e 500 mr 1 pa3 B cyTkH Cpmax
neBodokcarHa  coctaBmsuia  6,4+0,8  mkr/mu, a wmuHEManbHas —KoHueHTpamus  (Cpin)
neBo(okcanuHa (KOHIEHTpAallKs epe] BBEIEHUEM OUYepeIHOM /103b1) B IIa3Me KPOBU COCTaBJIsLIA
0,6+0,2 MKT/MI1.

Ha 10-it nenp BHyTpuBeHHOTro BBeJeHMA JeBoduiokcanHa B go03e 500 mr 2 pa3a B cyTKH Cpmax
neBookcanuna coctasisiia 7,9+1,1 Mxr/mi, & Cyin coctaBmsiia 2,3+0,5 MKr/mit.

Pacnpenenenue

Ces3piBanue c OenkamMu 1ia3Mbl  KpoBu cocrtaBisier 30-40 %. OOwveM pacnpezeneHus
neBookcanmHa coctaBiser B cpenHeM 100 1 mocne OJHOKPAaTHOIO M MHOTOKPAaTHOTO
BHyTpHBEeHHOTO BBeneHuss S00 MT, 4TO yKa3bIBaeT Ha XOpOIlee MPOHHUKHOBEHUE (TICHETPAIIHIO)
neBo(IOKcaliHa B OpraHbl U TKAHW OPraHMu3Ma YeIoBeKa.

Ilponuxknosenue 6 cauzucmyro 000J0YKY OPOHX08, HCUOKOCML DNUMENUATLHOU B8bICUIKY,
anveeonapHbvlie Makpogpazu
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JleBo(pIOKCAIIMH XOPOIIIO TIPOHUKAET B CIM3UCTYIO 000IOHKY OporXoB, skiikocis BitnreiiansHoi

BBICTHJIKH, allbBeoJisipHbie Makpodaru. KodppuimeHTsl NeHeTpalud B CIM3UCTYI0 OO0OJIOYKY
OpOHXOB ¥ JKHJKOCTh JMHUTEIHAILHON BBICTUIIKH, IO CPAaBHCHUIO C KOHIIEHTpalMed B IUIa3Me
KpoBH, cocTaBisatoT 1,1-1,8 u 0,8-3,0 cOOTBETCTBEHHO.

HpOHuKHoeeHue 6 JIE2OUYHYIO NMKAHb

JleBodioKcaIiH XOpOIIO MPOHUKAET B JIETOYHYIO TKaHb ¢ KO3 dunueHramu neHerpamuu 2,0-5,0
10 CPAaBHEHUIO C KOHIICHTPAIIMEH B IJ1a3Me KPOBH.

IIponuxHosenue 6 anveeonsApHyI0 HCUOKOCHb

JleBo(smokcanH XOpoIIo MPOHUKAET B allbBEOJISIPHYIO KHJIKOCTh C KOAPPUIIUESHTOM MEHETPAIUN
1,0 mo cpaBHEHHIO C KOHIICHTpAIMSIMHU B Tu1a3Me KpoBH. [Ipu BBemeHun seBodiokcannHa B 03¢
500 mr 1 unm 2 pa3a B CyTKU B Te4eHHUE 3-X JHEH MaKCUMaJbHbIE KOHIICHTPALMH JIEBO(IIOKCAIIMHA
B aJIbBEOJISIPHOM JKMJIKOCTH JIOCTUTAINCh uepe3 2-4 4 rocie BBeneHus u cocrasisuid 4,0 u 6,7
MKT/MJI, COOTBETCTBEHHO.

HpOHMKHO@@Hue 6 KOCMH)YI0 NKAHb

JleBoioKCaIliH XOpOIIO MPOHMKAET B KOPTUKAJIBHYIO W T'yO4YaTyl0 KOCTHYIO TKaHb, KakK B
MPOKCHMAJIbHBIX, TaK M B JUCTAIBHBIX OT/AENaX OCAPCHHOW KOCTH ¢ KOI()(DHUIIMEHTOM IEHETPAIUN
(xocTHas TkaHb/1a3ma kposu) 0,1-3,0.

IIponukHoseHue 8 CHUHHOMO3208)10 HCUOKOCTD
JleBookcaIyH MI0X0 MPOHUKAET B CTUHHOMO3TOBYIO KHUIKOCTb.
IIponuxnosenue 6 mkaHv npedcmamenvHol Jiceiessl

JleBo(yioKcanH XOpOLIO NMPOHMKAET B TKAHb NPEACTATEIbHOW JKeJe3bl (CpelHEe COOTHOIIECHHE
KOHIIEHTpAllMi IpeacTaTebHas jKene3a/miaa3Ma KpoBH cocTaBiisiio 1,84).

Konyenmpayuu 6 moue

B Moue co3naroTcs BBICOKHE KOHIEHTpallMu JIeBOGIIOKCAllMHA, B HECKOJIBKO pa3 MPEBBIMIAIOIINE
KOHIIEHTpaIuu JeBO(IOKCcaI[MHA B TIJIa3Me KPOBH.

EI/IOTDaHCd)ODMaI_II/ISI

JleBosiokcanud B He3HauuTeNbHOM creneHu (5 % OT NPUHATONH J03bl) METaOOIM3UPYETCS C
oOpa3oBaHMeM JuMeTWIeBo(IIoKcamHa | JeBogiokcauH-N-okcHIa, KOTOpbIe BBIBOASTCS
IIOYKaMMH. .HCBO(i)J'IOKCElIH/IH ABJICTCA  CTCPCOXUMHYCCKU CTAaOMJILHBIM W HE nmoaBEpracTcs
XUPAJIbHBIM IIPEBPALLICHUSIM.

OnUMUHALNS

[Tocne BHYTpMBEHHOTO BBEJICHUS JIEBO(IOKCALMH OTHOCUTEIBHO MEUIEHHO BBIBOJUTCS U3 MJIa3Mbl
KpoBu (mepuoj monyBbiBeqeHus: [T12] - 6-8 4), mpeumymiecTBenHo, yepe3 mouku (Oosiee 85 %
HNPUHATON 103b1). OOLMI KIMpeHC J1eBO(IIOKCAIIMHA TIOCIe OJHOKPATHOro BBeAeHUs 1036l 500 mr
coctaBisut 175+29,2 Mi/MuH.

OTcyTcTBUE CYIIECTBEHHBIX pPa3iuuyuii B (apMakOKMHETHUKE JeBO(JIOKCAllMHA TpPH  €ro
BHYTPMBEHHOM BBEJECHHU M IpPHEME BHYTPb MOATBEp)KIaeT TOT (akT, YTO MPHEM BHYTPb U
BHYTPUBEHHBIN IIyTh BBEJACHUS SIBJIAIOTCS B3aUMO3aMEHIEMBIMH.

TloyeyHas HENOCTATOYHOCTDH

IIpu moueuHOW HENOCTATOYHOCTH (papMaKOKMHETHKA JeBodiokcannHa u3mensercs. [lo mepe
yXyALIEHUs! QYHKIMH [TOYEK BbIBEJACHHUE Yepe3 MOYKU U MOYEUHBIH KIUPEHC YMeHbIIaTcs, a T1
YBEIUYUBAECTC.

JIniia moyKuJIoro Bo3pacra

cDa.pMElKOI(I/IHCTI/IKa Yy NMAaIUCHTOB IIOXKWUJIIOr0 BO3paCTa HE OTINYACTCA OT TaKOBOI Y MOJOABIX
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MAIMEHTOB, 3a UCKIKYEHUEM pas3inuuil papMakoKuHe THKN] CBSalibnd miNernekubhii Kipenca

kpearnanHa (KK).
[Ton

cDapMaKOKI/IHCTI/IKEl J'ICBO(bJ'IOKC&I_[I/IHa Y MYXKYHH U KCHIIUH HE pa3invdacTcCs.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. TlepeuyeHb BCIOMOraTeIbHBIX BElIECTB
Harpus xnopun

XiopoBoopoaHas kuciora 2 M

Bona niist nuaneximin

6.2. HecoBMecTHMOCTH

PactBop mpenapara Actpaduiokc HENb3sl CMEIINBATh ¢ TEMAPHHOM WM PACTBOPAMH, UMCIOIIUMU
IIEIOYHYIO PeaKIHIo (HalpuMep, C pacCTBOPOM OMKapOOHaTa HATPHS).

JlaHHBI JIEKapCTBEHHBIM I@pemnapar He ClIeAyeT CMEIMBaTbh C JIPYTMMH JIEKapCTBEHHBIMU
IIpenapaTamy, 3a HCKJIIOUEHUEM YIIOMSIHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTu (CPOK XpaHeHusl)

HeBCcKpBIThIN KOHTEHHED

3 roza.

Tlocnie IepBOro BCKPBITUS

Jns  mpenoTBpamieHuss OakTepHaldbHOM KOHTaMUHALlUM pacTBOp Ul MH(Y3uil  cienyer
HCIOJIb30BaTh HEMEJIEHHO (B T€UEHHE 3 4acoB) MOCIE MPOKAJIbIBAHUS NOPTa KOHTEHHEpa. 3alUTh
pacTBOpa OT CBeTa IpU NpoBeIeHNH HHPY3UH He TpeOyeTcs.

6.4. Oco0Oble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTb IpH TeMriepatype He Boiie 25 °C B OpUrnHainbHON yrakoBKe (rmauke/ ropposiuke) s
3alUTHI OT CBETA.

6.5. XapakTep M coaepkaHHe NePBUYHOI YIAKOBKH
100 M1 B KOHTEHHEPHI MOJIMMEPHbIE U3 TUIEHKH MOJIN0JIE(UHOBOM ¢ OTHUM WM IBYMSI IOPTAMHU.
1 KOHTENHEpP ¢ UHCTPYKLMEN M0 IPUMEHEHUIO B NTAYKE KAPTOHHOM.

Jlst crarimoHapoB: 12 KOHTEHHEPOB B MAKEeTaX M3 IUICHKH WM 0€3 TaKeTOB ¢ PAaBHBIM KOJUYECTBOM
WHCTPYKIUH IO TPUMEHEHHUIO B SIIIIUKE U3 TOPPOKAPTOHA.

6.6. OcoOble  Mepbl  NPEAOCTOPOKHOCTH  NPH  YHUYTOKEHHM  MCIOJI30BAHHOIO
JIEKAPCTBEHHOI'0 Npenapara uid 0TX0/0B, OJy4YeHHBbIX MOcje IPMMEeHeHHs JeKaAPCTBEHHOI0
npenapara u JApyrue MaHUNyJIsiIHUM C MpenapaTromM

[lepen mpumeHeHHEM HEOOXOAMMO BH3YyalbHO IPOBEPUTH PACTBOP Ha HaJIWYHE BKIIOYCHHH.
Crenyer NpUMEHSTh TOJIBKO MPO3payHblil, CBOOOAHBIN OT BKIIFOYEHUI pacTBOP.
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IIpenapar Actpadiokc cieayeT BBOIUTH ¢ | mpuMeHEHuem EciiepisibaoioH (00opyAtEaHus ¢

CO6J'IIOI[€HI/IGM ImMpaBUJI aCCNITUKU U aHTUCCIITUKH.

[IpemapaTt AcTtpadIiokc COBMECTUM CO CIEAYIOIMUMU HHPY3HOHHBIME pacTBopamu: 0,9 % pactBop
Hatpuss xuopuaa, 5% pactBop JHekcTposbl, 2,5% pactBop Punrepa c¢ aekcrpos3oi,
KOMOMHHPOBAHHBIC PACTBOPHI JUISI TMAPEHTEPAIBHOTO TMHTAaHUS (aMUHOKUCIOTHI, YIJICBOJIBI,
AICKTPOJIUTHI).

Oco0ble TpeOoBaHMS K yTWIM3AIMK HEHCIIOIb30BAHHOTO JICKAPCTBEHHOT'O Iperapara U OTXOJI0B
OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUASA
Poccus

ITAO «Kpachapmay

660042, KpacuHosipckuii kpaii, r. KpacHosipck, yi. 60 et Okta6ps, 31. 2
Ten. +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

7.1. HpeHCTaBI/ITeJ'lI) AepKaTeJIsd PErTMCTPANHOHHOIO YI0CTOBEPECHUSA

IIpeTen3uu HOTDG6HTGHCﬁ CIICAYCT HAIIPAaBJIATE I1O aAPECY.

Poccus

ITAO «Kpachapmay

660042, Kpacuosipckuii kpaii, r. Kpacnosipck, yi. 60 et Oktsa6ps, 31. 2
Ten. +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. TATA TIEPBUYHOI PETUCTPAIIMM (IMIOATBEPKIEHUSI PETMCTPALIMM,
MEPEPETMCTPAILIN)

JlaTta mepBo# perucTparuu:

10. JATA IEPECMOTPA TEKCTA

OOm1ast XapakTepUCTHKA JIEKapCTBEHHOTO npenapara AcTpadiaokc T0CTyHa Ha HH(POPMAITMOHHOM
nopraie EBpa3uilckoro sKOHOMHMYECKOTO CO03a B HH(POPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH
«MuTepuer» http://eec.eaeunion.org/..
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