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OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEH

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Hoxcunukim, 100 Mr, Kancyssl.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTByrol1ee BEIIECTBO: TIOKCUIIUKIIUH.
Kaxxnas kancysia coaepKuT TOKCUITUKINHA TUKIIAT, SKBUBaICHTHBIM 100 MI JOKCHIIMKIIHHA.

BemecTBa, HamuuMe KOTOPBIX HAJO0 YYUTHIBATH B COCTAaBE JICKAPCTBEHHOIO Iperapara: JaKTo3a,
KpacUTEeIb COJIHEUHBIN 3aKaT >KeNThIN (cM. pasnensl 4.3, 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsr.

TBepaple xenaTHHOBBIE Kancysbl Ne 2, KOPIYC M KpbIIlIKa KarcyJsl HEMpo3paydHble, )KEJITOro 1[BETA.
Copnepxumoe Kamcysl — CMECh IOpOLIKa M TIpaHysl JKEJITOro IBeTa ¢ OelbIMU BKpaIICHUSIMHU.
JlomyCKaeTcsi  yIUIOTHEHHE COJEPKUMOIO  KalCylsbl, pAaclajalouieecs IpU HaAaBIMBAHUU
CTEKJISIHHOW NAJIOYKOM.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

IIpenapaT [IOKCMIIMKIMH MOKa3aH K PUMEHEHHUIO Y B3pOCIbIX U AeTel B Bo3pacTte oT 8 1o 18 ser
npu  UHQEKIUOHHO-BOCHAIUTENbHBIX  3a00JIEBaHUSAX, BBI3BAHHBIX  UYYBCTBUTEIBHBIMH K
JOKCULUKIMHY MUKPOOPTaHU3MaMHU:

e MH(pEKUMU bIXaTeNbHBIX MyTeH, B TOM uHcie (QapuHTUT, OPOHXMUT OCTpBIH, 00OCTpeHue
XPOHUYECKOH OOCTPYKTUBHOW OOJIE3HU JIETKUX, TpPaxeuT, OpPOHXOIMHEBMOHUS, J0JeBas
MTHEBMOHUS, BHEOOJIbHUYHAS THEBMOHUS, a0CIIECC JIETKOTO, SMIIHEMa TUIEBPHI;

¢ wnH(pekuun JIOP-opraHoB, B TOM YuCIIe OTUT, CHHYCHUT, TOH3WJLIUT;

¢ HMH(}EKINN MOYETIOTIOBOI CUCTEMBI: IIUCTUT, THETOHE()PHUT, OaKTepUATBHBINA POCTATHT, YPETPHT,
YPETPOLIUCTUT, YPOTEHUTAIBHBIH MHKOIUIA3MO3, OCTPBIH OpPXOAMMIUAUMUT; SHIAOMETPHT,
SHJIOIEPBUIIT M CAIBIUHTOO()OPUT B COCTaBE KOMOMHHPOBAHHOW TEpardd; B TOM YHCIIE
MHOEKIUHY, NepeAaolecs IMOJOBbBIM IyTeM: YpPOTeHMTANbHBIM XJIaMHIMO03, CUQWINC Y
MAIllIeHTOB C  HEMEepPeHOCHMOCThIO  NEHWIWUIMHOB, HEOCJIOXXHEHHas ToHopes  (Kak
allbTepHATUBHAS TEpamusl), IaxoBas rpaHyjieMa, BeHepHuecKas TuMQorpanyinema;

e MH(EKINU >KETyJI0YHO-KHIIEYHOTO TPAaKTa U JKEIYEBBIBOJIALIMX IMyTeW (Xoyiepa, MEpCHHUO3,
XOJICIUCTHT, XOJAHTHUT, TAaCTPOIHTEPOKOJIHT, OalmiuIApHas M ameOHas TU3EHTEpHs, auapes
«ITyTENIECTBEHHUKOBY);

e MH(DEKIMH KOXXM W MATKMX TKaHEeH (BKIJIOYas paHeBble MH(EKIMM IMOCTe YKyca XKMBOTHBIX),
TsDKenas yrpeBasi 00s1e3Hb (B cocTaBe KOMOMHUPOBAHHOM Tepanum);

e npyrue 3abosieBaHus: (ppamOe3us, JIETHOHEIUIE3, XJIAMHUAN03 PA3IHMYHON JIOKAIHM3aluu (B TOM
qucie MPOCTAaTUT M MPOKTUT), PUKKETCHO3, Juxopaaka Ky, naraucras muxopaaka CKaaHCThIX
rop, Tu¢ (B TOM YHCIE CHITHOW, KJIEIIEBOW BO3BpaTHbIN), Oone3ns Jlaiima (I cr. — erythema
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migrans), Tynspemus, dyymMa, aKTHHOMMKO3, MAJIfpHSI; H%‘%ﬂ%@“&%@ﬁéﬂ%ﬂgzﬁaylh

COOTBETCTBYET ZKCNEPTHOMY OTUETY

cocTaBe KOMOMHMPOBAHHOW TEpaNMK — JISNTOCIIUPO3, TPAXOMa, IICUTTAK03, OPHUTO3, CHOMPCKast
s3Ba (B TOM 4HMclie JieroyHas (opma), OapTOHesIe3, IPaHyIOLHUTAPHBIA IPIUXU03; KOKIIIOIII,
Opyl1esie3, OCTEOMHUEITUT; CETICUC, TIOAOCTPBIA CENTUYCCKUI SHIOKAPIUT, TICPUTOHUT;

® poQHIAKTHKA MOCICONEPAIIMOHHBIX THOWHBIX OCJIOKHEHHI; MaJlsipuu, Be3BaHHOM Plasmodium
falciparum, mpu kpaTkoBpeMEHHBIX MyTemIECTBUSAX (MeHee 4 Mec) Ha TEPPUTOPUH, TIle
PacIpOCTPaHEHBI IITAMMBI, YCTOWYHBBIC K XJIOPOXHHY W/HJIH IIHPUMETAMUH-CYIIb(aTOKCUHY.

4.2. Pe:kxuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

PexxuM mo3upoBaHus

OOBIYHO MTPOAOIDKUTENHLHOCTH JIeueHUs cocTapisier 5—10 auei.
Bspocnvie u demu ¢ maccoti mena 6onee 45 ke

Cpennsisi cyrounas no3a — 200 mr B mepBblit ieHb (aenuTcst Ha 2 mpuema — o 100 mr 2 pa3a B CyTKH),
nanee mo 100 mr B cyTkH (3a 1-2 nmpuema).

[Tpu TsoKeNBIX MHGEKIUSIX, B OCOOCHHOCTH MPH XPOHHUYECKUX HMHQPEKIHSIX MOUYEBBIACTUTEIHLHON
cuctembl — 200 Mr B CyTKH Ha IPOTSXKEHUU BCETO MEPUO/Ia TEPAIHH.

[Ipyn nedyeHMM rOHOpEHM HA3HAYAKOT IO OJHOM M3 CIEAYIOIIHUX CXEM: OCTPBIM HEOCIIOKHEHHBIN
ypeTtput — kypcosas 103a 500 mr (1 mpuem — 300 mr, nocnenyromue a8a — o 100 Mr ¢ uHTepBaIOM
6 u) miu 100 Mr B CyTKH A0 MOJIHOTO M31edeHus (y sxeHnmH) win o 100 mr 2 pa3a B 1eHb B TCUCHHE
7 nHe# (y MyX4WH); IPH OCIOXHEHHBIX (hopmax roHopen Kypcosas no3a — 800-900 mr, koTopyro
pacnpenensoT Ha 6—7 npuemoB (300 mr — 1 mpuem, 3aTeM ¢ UHTEPBAJIOM 6 4 Ha 5—6 MOCIEeIYIOIINX ).

ITpu neuyennu cudunuca — no 300 Mr B CyTku B TeueHHue He MeHee 10 qHeil.

[Tpu HEOCTOKHEHHBIX MH(DEKIMIX MOYCHUCITYCKATEIIBHOTO KaHaja, MICWKH MaTKU U TPSIMOM KHIIKH,
Bbi3BaHHbIXx Chlamydia trachomatis, masnagaror mo 100 Mr 2 pa3a B CyTKH B TCUCHHE HE MCHEE
7 nHe.

NHupexunn My>kcKuX nojoBbIx opranoB — 1o 100 mr 2 pasa B CyTKH B TeueHUe 4 Helemu.

Jleuenue mansipuu, ycTOMUMBON K XJIOpoXUHY — 200 MI' B CYTKH B TeueHue 7 JHeH (B COUeTaHUU ¢
IIM30HTOLUIHBIMH TIperiapaTaMu — XUHHHOM); ipodunakTuka mansipun — 100 mr 1 pa3 B cyTku 3a
1-2 nHA 10 mMoOE3NKM, 3aTeM EXEAHEBHO BO BpeMs MOE3AKHM W B TedYeHue 4 Heaenu mocie
BO3BPAIICHUS; JICTSAM CTapIe 8 JeT — 2 MI/KT pa3 B CyTKH.

Jnapest «myTemecTBeHHUKOBY (mpoduiaktuka) — 200 Mr B mepBbIit JeHb oe31KH (3a 1 nmpueM min
o 100 mr 2 pasa B cytku), najnee no 100 mr 1 pa3 B CyTKu B T€UE€HHE BCEro MpeObIBaHUS B PETHOHE
(ue Gomnee 3 HemeNb).

Jleuenne nenrtocrupo3a — 100 mr BHYTph 2 pa3a B CYTKM B TeUeHHE /7 IHEH; MpouIaKTHKa
nentocnuposa — 200 Mmr 1 pa3 B Henenmto B TedyeHHE NMPeObIBAaHHUSA B HEOJIAromolydHOM paiioHe H
200 Mr B KOHIIE TIO€3/TIKH.

[Tpodunaktuka napekuunit nocae meauuHckoro abopra — 100 mr 3a 1 4 5o abopta u 200 mr — yepes
30 muH noce.

MakcumanbHble CyTOUYHBIE J103bI AJisi B3pocibix — 10 300 Mr B cytku win g0 600 Mr B CyTKH B
TeUeHHUe 5 THEeU MPH TAKEIBIX TOHOKOKKOBBIX HHPEKITUSX.

CTH

VY nereit 9-12 et ¢ maccoii Tena 10 45 Kr cpeaHsisi CyTouHas /1032 — 4 MI/KT B TIEPBBIN JIeHb, Jajiee
— no 2 mr/kr B aeHb (B 1-2 mpuema). Ilpu Tsokensix MHGEKIMAX Ha3zHadaeTcs Kaxaple 12 4 mo
4 mr/kr. [lpu HamUYUK TOYEYHOM HETOCTATOYHOCTH W/WJTH TIEYCHOYHON HETOCTATOYHOCTH JIETKOU H
CpeIqHell CTeNeHU TSHKECTH TpeOyeTcs CHUKEHHE CYTOYHOW JT03bI JTOKCHUIIUKINHA, TTOCKOJIBKY MPU
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JEHCTBHS).

Cnoco0 mpuMeHeHus

BuyTps.

4.3. IIpoTuBONOKA3aAHUS

® TUIMEPUYYBCTBUTEIBHOCTh K JOKCUUUKIUHY, APYTUM TETpalUKIMHAM WM K Jo0oMy u3
BCIIOMOTaTeNIbHBIX BEUIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

® HEMepeHOCUMOCTb JIAKTO3bI, NEUIIUT JIAKTa3bl;

® CHHJPOM IUIIOKO30-TaJIaKTO3HOI MalibabcopOuuu, nophupus;

e TsDKeJas MeueHOYHas U MoYeyHasi HeIOCTaTOYHOCTb;

e JICHKOIICHMS,

® JIETCKMII BO3pacT 10 8 JeT (BO3MOXKHO 00pa3oBaHUE HEPACTBOPUMBIX KOMILJIEKCOB C MOHAMU
kanbius (Ca") ¢ oToKeHneM B KOCTHOM CKeJIeTe, SMANH U IGHTUHE 3y00B);

e OCpEeMEHHOCTE;

® TIEpUOJ IPYAHOTO BCKapMIIMBAHHUS.

4.4. OcoOble yKka3aHus ¥ Mepbl PeI0CTOPOKHOCTH NPH NPMMEHEeHUH

C 0CTOPOKHOCTBIO

- ICYCHOYHAS U TIOYEYHAs! HEJOCTATOYHOCTD JIETKOW U CPETHEH TSXKECTH.
- OJTHOBPEMEHHOE MPUMEHEHHUE C TeNaTOTOKCUYHBIME peTapaTaMH.
- iceBonapanuTuyeckas muacrenun (Myasthenia gravis).

Oco0nie YKa3aHusA

Cy1iecTByeT BO3MOYKHOCTh IEPEKPECTHOM YCTONYMBOCTH M TUIIEPUYBCTBUTEIBHOCTH C JIPYTUMU
rpenaparamMu TETPaLUKIMHOBOIO psa.

Jlnst mpenoTBpalleHus MECTHOPA3JApaXarolero JIeWcTBHUs (230(arut, TacTPUT, H3IBI3BICHHE
CIIU3UCTON OOOJNIOUKH KENYAOYHO-KUIIIEYHOTO TPAKTa) PEeKOMEHAYeTCsl MPUEM B JIHEBHBIE Yachl C
OO0JIBIINM KOJIHYECTBOM KUIKOCTH, HI/IHIGI\/JI.

B cBsi31 ¢ BO3MOXXHBIM pa3BUTHEM (POTOCEHCHOMIN3ALMU HEOOXOMMO OrpaHMYEHHE HHCOISLIUU BO
BpeMs JIEUEHHs U B TeUeHHe 4—5 aHel mocie Hero.

[lpn AAMTENFHOM HCHONB30BAaHUM HEOOXOAWM IEPUOTUYECKH KOHTPOIb 3a (YHKIHEHW MOoYeK
(xkmupencom kpeatununa (KK)), medeHu, opraHoB KpOBETBOPEHHUSL.

Moxet MaCKUPOBATb HPOABIICHUS CI/I(I)I/IJ'II/ICa, B CBA3U C YEM IIPpU BO3MOKHOCTHU MI/IKCT'I/IH(I)CKI_II/II/I
H€O6XO)II/IMO CIKEMCCATHOC MTPOBCACHUEC CCPOJIOTHICCKOI'O aHalln3a Ha IPOTAKCHHUN 4 mec.

HaznaueHue B Iepruoa pa3BuTUA 3Y6OB MOXKCET CTaTb HpPI‘IPIHOﬁ H606paTI/IM01"O HN3MCHCHHA UX LIBCTA.

B0O3MOXHO JI0)KHOE TMOBBIILIEHHWE YPOBHS KaT€XOJIAMUHOB B MoOY€ IPU HUX ONPEIeNICHUU
¢dmoopectieHTHBIM MeToJioM. [Ipu HccienoBannu OuonTaTa IUTOBUAHOM JKelle3bl y MalueHTOB,
JUIUTEIBHO MOJIyYaBIIMX JOKCHIMKIMH, BO3MOKHO TEMHO-KOPUYHEBOE MPOKpAIIMBaHUE TKAaHHU B
MUKpoIpernaparax 6e3 HapyleHus ee (yHKIHH.

B OKCIICPUMCHTE YCTAHOBJICHO, YTO AJOKCHUIUKIIMH MOXKET OKa3bIBATH TOKCHUYCCKOC )IGfICTBI/IG Ha
Pa3BUTHC IJI04A — 3a/ICP7KKA pa3BUTHUA CKCJICTA.

VY marueHToB ¢ HapyiieHueM (YHKIIUW TICYCHH W MOYEK JIETKOW M CpPeaHEH CTENEeHM TSKECTH, a
TaK)K€ NpPU OJHOBPEMEHHOM NPUMEHEHUM JOKCULMKIMHA MU TEeNaTOTOKCUYECKUX IIPEraparos,
clieIyeT coOMI0AaTh OCTOPOKHOCTb.
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cllyyae MOSIBIICHHUSI OCTPBIX PEAKUUN TUMEPUyBCTBHTEIBHOCTH, TAKUX KakK, aHa(UIaKTHUECKas
peakuusi, TsDKeJble KOXKHBIE JIEKapCTBEHHbIE PEaKlUM, TaKue Kak, SKC(OIMATHBHBIA JE€pMATHT,
MyabTH(GOpMHAs dputema, cuaapom CtuBeHca-/[XKoHCOHA, TOKCHYECKUN STHIEPMaTbHbIN HEKPOJIN3
M JIEKApCTBEHHAs ChIb ¢ 303uHO(PmIMed u cucteMHbiMu mposiBaeHussiMu (DRESS-cunapom)
MPUMEHEHHE JTOKCUIMKINHA JOJDKHO OBITh HEMEUIEHHO MPEKpalleHO U HayaTa COOTBETCTBYIOIIAS
Tepanus.

Ecnu Bo Bpemst JiedeHr sl BOSHUKAET HapyILIEHUE 3pEHHUs1, HE00X0AUMa KOHCYIBTAIU 0PTaIbMOJIOTa.

JlmuTenpHOE TPUMEHEHHWE AaHTUOMOTHKOB MOXKET TMPUBOIUTH K  H30BITOYHOMY  POCTY
HEYYBCTBHUTEIIBHBIX MHKpoOpranu3moB, Bkitouas Candida. Ilpu cymepuHbekiuu HE0OX0IUMO
HA3HAYUTh COOTBETCTBYIOIIYIO Tepamnuio. [Ipu JiedeHnn MpakTHIeCKH BCEMU aHTUOAKTepUATbHBIMU
CPEICTBAMH, B TOM YHCJIE JOKCHIMKIMHOM, ONHMCaHBl CIydaW ICEBJOMEMOpPAaHO3HOTO KOJIUTA,
TSOKECTh KOTOPOTO MOJKET BapbUpPOBAThCS OT JIETKOH 10 yrpokaromiei >xu3Hu. [lpu nedeHun
NPaKTHYECKH BCEMH aHTUOAKTEPUAIbHBIMU ITperapaTaMu, B TOM YUCIIEC JOKCHIIMKIMHOM, OMUCAHBI
ciryyan Clostridium difficile-accormupoBannoii fuapeu, TSKeCTh KOTOPOU MOKET BAPLUPOBATHCS OT
JICTKOW TUapeHr 10 YIPOKAIOIIETO KU3HU KOJIUTA. AHTHOAKTepHAaIbHBIC ITpernapaTbl MOI'yT H3MEHUTD
HOPMaJbHYI0O MHUKpOQUIOpY KHIIEYHHKA, 4YTO MoOkeT npuBectd k pocty C. difficile.
[TceBnomemOpaHo3HbIN KOUT, BeI3BaHHbBIH Clostridium difficile, HeoOxoaumo momo3peBaTh y Beex
MAIMEeHTOB, Y KOTOPBIX MOCIIC IPUMEHECHHUSI aHTHOAKTEPHAIIbHBIX CPEICTB pa3Buiiachk nuapes. [locie
NPOBEJICHUS Kypca aHTUOMOTUKOTEPAKH HEOOXOIUMO TINATEIbHOS MEIUIIMHCKOE HAOIIOICHHE 32
narreHToM. OMUCHIBAIKUCH CITyYau Pa3BUTHS IICEBJIOMEMOPAHO3HOTO KOJIUTA CITYCTs 2 MECSIIIA TOCIIe
IpreMa aHTUOMOTHKOB.

[Ipn wHpeKuMsX, BBI3BAHHBIX O€Ta-TeMOJUTUYECKUMHU CTPENTOKOKKAMHM TPYIIbI A, JedeHue
cle1yeT IpoJ0JDKUTE He MeHee 10 mHei.

VY mamnuMeHToB ¢ TceBaomnapaauThieckoi muacrenuer (Myasthenia gravis) crmemyer cobsromaTh
OCTOPOKHOCTh TP NPUMEHEHUH TETPALMKIMHOB H3-3a IOTEHIUAIBbHON BO3MOXKHOCTH
OJIOKMPYIOLIETO NeUCTBUS HAa HEPBHO-MBILIECUHOE MPOBEICHHUE.

Peakuus Spuma-I'epkcrefimepa HaOmonanach NpU NpUEME JOKCUIMKIMHA U OOyCIOBJIEHA
OaKTepHLMIHON aKTHBHOCTBIO MpenapaTa B OTHOUIEHWH Bo30yauTens 3a0oneBaHus. llanmeHTbI
JOJKHBI OBITH MPOWH(OPMHUPOBAHBI, YTO JaHHBIE CUMITOMBI SIBISIOTCS TUIUYHBIM CJEICTBUEM
NPUMEHEHHsI aHTUOMOTHKOB.

BcnoMorarensHble BEIIECTBA

[Tpenapat JIOKCHULIMKIUH COJIEPXKUT JakTo3y. JlaHHBIA JIeKapCTBEHHBIH NpenapaTr He cieryer
MPUHUMATD MAlMEHTaM € PEIKO BCTpeUarollencss HacaeCTBEHHON HENEePEHOCUMOCThIO TalaKTO3bl,
JIAKTa3HOW HEOCTATOYHOCTBIO WM TIIFOKO30-TAJIaKTO3HON MaibabcopOunei.

[Ipemapar [IOKCMUMKINH CONEPKUT KPACUTEIb COJIHEUHBIM 3aKaT JKENThIA, KOTOPBIA MOMKET
BBI3BIBATh AJUIEPTUUYECKUE peaKUUU. MOKET OKa3blBaTh OTPULIATEIBHOE BIUSHUE HA aKTUBHOCTH U
BHUMAaHHE JCTEH.

4.5. BzaumojeiicTBHe ¢ JAPYrHMH JIeKADCTBEHHBIMH TNpenapaTamMM W Jpyrue BH/bI
B3anMMOAelCTBHS

AGCOpOLIIO CHIDKAIOT aHTAIMIBI, coaepkarye conn amiomuans (Al*Y), kamsims (Ca?t) n Marans
(Mg?"), npenapats! xene3a (Fe), HaTpust THIpoKapOOHAT, clabUTeTbHBIE TIPENapaThl, COEePKAIINe
comu Maraus (Mg?"), KodecTUpaMHH U KOJECTHUIION, MOYTOMY MX HPUMEHEHHE JOIKHO OBITH
pa3AeneHo HHTEPBAJIOM B 3 4.

B cBsas3u ¢ IIOAAaBJICHUEM KUIIIEYHOM MPIKpO(l)J'IOpBI CHHXKACT HpOTpOM6I/IHOBLII71 HHICKC, 4TO Tpe6yeT
KOPPEKIOHWH 036l HCIIPAMBIX aHTUKOATr'yJITHTOB.
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(MeHUIMIUTHHBL, TIe(anocopuHbl), 3P(HEKTUBHOCTH MOCIEAHUX CHUXKACTCS.

CHuXaeT HaJeKHOCTh KOHTPALENIMU U IOBBIMIAET YAaCTOTYy KPOBOTEUEHUH «IpOphIBa» Ha (hoHe
IIpYEMA SCTPOTEHCOAEPKAILUX [TEPOPATIBHBIX KOHTPALIETITHBOB.

OTaHOI CHIKAET nepruoa MOJYBBIBEACHHUA NOKCHUIUKIMHA, JOKCUIUKIMH IIOBBIIACT IJIASMCHHYIO
KOHLOCHTpAIIMIO IUKJIOCIIOpUHA, IIPpU COBMCCTHOM NPHUMCHCHUU HCO6XOIII/IM KOHTPOJIb 3a
COCTOSHHEM ITallUCHTA.

Otanon, OapOuTypathl, pudaMnuUuH, KapOamazenuH, (EHUTOMH U JPYTrUe CTUMYJIATOPHI
MHKPOCOMAJIBHOTO OKHCIICHHS, YCKOPSIS METa00IM3M JOKCHIMKIMHA, CHIDKAIOT €r0 KOHIIEHTPAIINIO
B IJIa3Me.

[Ipy 0AHOBpEMEHHOM MPUMEHEHUH C METOKCH(IIypaHOM BO3MOXKHO Pa3BUTHE OCTPOM MOYEUHOM
HEZ0CTaTOYHOCTH, BIUIOTH /10 JIETAIBHOI'O UCXOAA.

O,Z[HOBpeMCHHOG IMIPUMEHCHUEC PCTHUHOJIA CHOCO6CTByeT IMMOBBIIICHUIO BHYTPHUYCPEITHOT'O JaBJICHUAA.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDH U JAKTALHSA

bepemeHHOCTD

[Tpumenenne npenapara B nepuoa OEPEeMEHHOCTH MPOTUBOIIOKA3aHO, TIOCKOJIBKY, TIPOHUKAS Yepes3
IUTALIEHTY, Mpernapar MOXeT HapylIUTb HOPMAaJIbHOE Pa3BUTHE 3yOOB, BbI3BaThb YTHETEHHE pOCTa
KOCTEH CKeJeTa IJI0/Ia, a TAK)KE BHI3BATH )KUPOBYIO HH(DUIBTPAIIHMIO MTEUYCHH.

JlakTanus

B nepuon nakranuu NpUMEHEHHE JTOKCUIMKIMHA MPOTHBOIIOKa3aHo. B ciyuae HeoOxoaumocTu
[IPUMEHEHHUs IIpernapara, Ha IIepUuo/ JICYCHUS KOPMIICHUE TPYIBIO CIEAYET IIPEKPATUTD.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAaMHM H paGOTaTL C
MeEeXaHU3MaMHu

HaIII/IeHTaM CJICOAYCT BO3ACPIKUBATHCA OT BCEX BHJIOB ACATCIBHOCTH, Tpe6y}01111/1x IIOBBIICHHOT'O
BHHUMAaHMHA, 6LICTpOI>i IICUXHYSCKOU U HBHFaTeHBHOﬁ pCaKknuu.

4.8. HexkesaTeibHbIE peaKkuu

Pe3roMe HexenaTeabHbIX PeAKIIU

HC)KCJ'IaTeJ'II)HI)Ie pCaKHI/II/I HpeI[CTaBJ'ICHBI B COOTBETCTBUH C HOpa)KeHI/IeM OpFaHOB U CUCTEM OpFaHOB
B IMOCJICHOBATCIIBHOCTU MCIHUIUHCKOTO CJIOBapsa JIA HOpMaTHBHO'HpaBOBOﬁ JCATCIIBHOCTHU
(MedDRA).

HH¢€KZ4MM u uHeasuu. KaH,Z[I/II[O3HBII>’I BaruHuT, KaHAUJ103.

Hapywenuﬂ CO CMmMOpPOHbL Kpoeu U szwqbamutteCKoﬁ cucmemslt. TEMOJIHUTHYCCKAsA aHCMU,
TpOM6OI_[I/ITOHCHI/IH, HeﬁT’poneHHﬂ, 303I/IHO(1)I/IJII/I$I.

Hapywenus co cmoponvl ummyHHOU cucmemvl. aHa(QUIAKTUYECKHE peaKkUuu (BKIIOYas
AHTMOHEBPOTHYECKUH  OTeK, OOOCTpEeHHE CHUCTEMHOW KpacHOM BOJYAHKH, IEPUKAPAMUT,
TUIEePYYBCTBUTEIBHOCTh, CHIBOPOTOUYHYIO Oone3Hb, mypmnypy lllenneiina-I'enoxa, rumoronuro,
JMCIIHO?, TaxXUKapauio, MepudepruuecKkue OTEKH, KpPaluBHUILY), JEKapCTBEHHas ChbIllb C
s03uHOpuMel u cucreMHubIMU nposiBiieHussMU (DRESS-cunnpom), peakius Apuina-I'epkcreiimepa.

Hapywenusa memabonuzma u numanus. aHOPEKCUsi, HoppUpHsL.

HapymeHuﬂ CO CMOPOHbL HepGHOZZ cucmemul. 2106p0Ka'-IeCTBeHHOG IMOBBIIICHUEC BHYTPHYCPECITHOTO
JaBJICHU A (CI/IMHTOMBI BKJIIOYaJIM HCUCTKOCTL 3pCHUA, CKOTOMY W OUILIOIIUIO, COO6H.I3.J'IOCL 0
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(NOCNEQCBATENEHOCTE 0003)

HEOOpaTUMOM TTOTEPE 3PCHHUS ).

Hapywenus co cmoponul opeana ciyxa u 1abupunma: 3BOH B ylIax.
Hapywenus co cmoponul cocyoos.: «1pUIUuBbI».

Hapywenuss co cmoponvl diceny0ouHo-KuueuHo20 mpakma. TOIIHOTA, PBOTA, IUapes, HM3)KOra,
racTPHUT, IAaHKPEATHT, IceBaoMeMOpano3ubiii kosut, Clostridium difficile-acconnnpoBanublii KOUT,
a30(haruT (B TOM YHCIE 3PO3MBHBIN), SHTEPOKOJHMT (3a cuyeT mposudepanud pPe3HCTEHTHBIX
[IITAMMOB), BOCTIAJICHHE B aHOTCHUTAJIBHOM 30HE TPOMEXHOCTH, 00JIb B )KUBOTE, [NIOCCHT, CTOMATHUT,
nucdarus.

Hapywenus co cmoponbr neuenu u owcenuepl@o0sujux nymeti. KelTyxa, TpPaH3UTOPHAs
TUIEepOMINPYOMHEMHSI, TIOBBIIICHUE AKTHUBHOCTH «II€YCHOYHBIX» TpaHCAMHUHA3, IEYCHOYHAS
HEJ0CTaTOYHOCTb.

Hapywenus co cmoponvl Kodtcu u NOOKONCHBIX MKAHel. MaKyJloNanyJie3Has U SpUTEMaTO3Has ChlIlb,
cuapom CrueHca-/[>koHCOHa, MynbTU(GOPMHAs OSpUTEMa, TOKCUYECKUN 3HuaepMalbHbBIN
HEKPOJIN3, FKC(HOTUATUBHBINA AEPMATUT, (poToceHCHOMIM3aIus, OTOOHUXOIN3H3.

Hapywenus co cmoponvl mbluieunoll, KOCMHOU U COeOUHUMENbHOL MKAHU. apTPAITHs, MUAITHUS,
YCTOWYMBOE M3MEHEHUE IBEeTa 3yOHOW dMalld M THUIOIUIA3us 3Maid, OOBIYHO TMPH IUTEIHHOM
IIPUMEHEHUH.

Hapywenuﬂ CO CMOPOHbL NOYEK U MOLleGblGOaflM/;ux nymeﬁ IOBBIIICHUEC MOYCBHUHLBI KPOBH.

COO6H.I€HI/IG 0 IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

BaxHo coo0mars O NOJO3PEBAEMbIX HEKENATENIBHBIX pEAKUUAX IOCIE  PErucTpanuu
JIEKapCTBEHHOI'0 IIpernapara ¢ Lejbl0 00ecCHeueHUs] HEMpPEepbIBHOIO MOHMTOPUHIA COOTHOLICHHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOro Ipernapara. MEeIUIUMHCKUM pabOTHUKAM pPEKOMEHAYEeTCs
coo01IaTh O JHOOBIX [10103PEBAEMBIX HEKENIATEJIbHBIX PEaKIHsIX JEKapCTBEHHOI'O Ipernapara yepes
HAIlMOHAJIbHBIE CHUCTEMBbI COOOILIEHUS O HEXKEJIATeNbHbIX peakUusX TOoCyJapCcTB — YJICHOB
EBpa3suiickoro 3KOHOMHU4ECKOI0 COI03a.

Poccuiickas @enepanns

®denepanpHas ciyx0a Mo Haa30py B cepe 31paBoOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHCKas TUI0IIa1b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexktponHas moura: pharm@roszdravnadzor.gov.ru wiau npr@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaI_II/IOHHO-TeHeKOMMYHI/IKaL[I/IOHHoﬁ CCTHU ((I/IHTepHeT»I
https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

ITpu BBeieHUU BBICOKHX 03, OCOOCHHO Yy MAIlMEHTOB C HapylleHUeM (YHKIMU MEYEHU BO3MOXKHO
MTOSIBJICHNE HEMPOTOKCHUYECKHUX PEAKLINN: TOJOBOKPYKEHUS, TOIHOTBI, PBOTHI, CYOPOT, HAPYILIECHUS
CO3HAHUs BCJICJICTBUE MOBBIIICHUS BHYTPUUYEPEITHOTO NABJICHMUS.

Jleuenue

OTMeHa JIEKapCTBEHHOIO CpPEJICTBA, IIPOMBIBAHUE JKEIylKa C AKTHUBHUPOBAaHHBIM YIJIEM,
CUMITOMaTHYecKasi Tepanus, BHYTPb Ha3HAyalOT aHTaluAbl U CcyiabdaT MarHus s
npefoTBpalieHus adcopOuuu JoKcHUMKIMHA. Crenupuueckoro aHTUIOTa HE CYIIECTBYET.
I'emoauanu3 v nepuTOHEANbHBIN quann3 He3()(HEKTUBHBIL.


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

5. PAPMAKOJIOTHYECKHUE CBOVCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

CDapMaKOTepaHeBTI/I‘IeCKaH rpymuma: aHTI/I6aKTepI/IaJ'IBHBIe cpeacrtsa CHCTCMHOI'O HefICTBHH;
TCTPAIUKIIMHBI.

Kon ATX: JO1AAQ02

MexanusMm aeiicteus U hapMakoauHamMuueckue 3O GhEKThI

[TomycuHTeTHYECKUH TETPALMKINH, OAaKTEepUOCTATUYECKMH aHTUOMOTHK IIHUPOKOro CHEKTpa
JEUCTBHUS, TI0JydaeMbli U3 MeTalMKIMHA. [[pOHMKas BHYTpb KJIETKH, IEHCTBYET HA BHYTPUKIIETOYHO
pacroyiokeHHbIX BO30ynuTeneil. IHrmoupyer cuHTe3 MpOTEMHOB B MUKPOOHOM KJIETKe, Hapyluas
cBs13b TpancnopTHbIX amuHoaI-PHK ¢ 30S cyobenunnieit pubocomanpHoit MemOpanbl. He Bimsier
Ha CHHTE3 KJICTOYHOUN CTCHKU OaKTepuil.

K HeMy BBICOKOUYBCTBHUTEJBHBI: TPaMIIOJIOKUTEIbHBIE MUKpoopranu3mel Staphylococcus spp. (B
ToM umcae Staphylococcus aureus, Staphylococcus albus), Streptococcus spp. (B ToM Yucie
Streptococcus  pneumoniae), Clostridium spp., Listeria spp.; © rpamMoTpHIaTe/IbHBIC
mukpoopranusMel:  Neisseria gonorrhoeae, Neisseria meningitidis, Haemophilus influenzae,
Klebsiella spp., Entamoeba histolytica, Escherichia coli, Shigella spp., Enterobacter, Salmonella
spp., Pasteurella spp., Bacteroides spp., Psittacosis spp., Treponema spp. (B TOM YHCJIE IITaAMMBI,
YCTOMUMBBIE K JPYIrMM aHTHOMOTHKAM, HAIpuMep, K COBPEMEHHBIM MEHUIWUIMHAM U
nedanocnopunam). Haumbonee uysctBurensubl  Haemophilus  influenzae  (91-96 %)
BHYTPUKJICTOUYHBIC TATOI'CHBI.

5.2. @apMaKkoKHHeTHYECKHE CBOiicTBA

AOGcopOrms

AOGcopbuus — 6bicTpast u Bbicokas (okono 100 %). ViMeeT BBICOKYIO CTENEHb PAaCTBOPUMOCTH B
JMOUAAX U HU3KYI0 ahGUHHOCT B OTHONIEHNH cBA3bIBaHMA Kambius (Ca?"). Iocie mepopansHOro
npuema 200 Mr BpeMs JOCTHXKEHUS MaKCUMalbHOW KOHIEHTpaluu — 2,54, MaKCUMallbHas
KOHIIEHTpanus — 2,5 MKr/mu, uepe3 24 1 mocie npuema — 1,25 mxr/mir.

Pacnpenenenue

Ces13b ¢ 6enkxamu miazmel — 80—90 %. Xopomo nmpoHUKaeT B opraHbl U TKaHu; yepe3 30—45 MuHyT
1ocje npuemMa BHYTph OOHApYXHBAaeTCs B TEPANEBTUUYECKUX KOHIEHTPALUAX B IMEUEHH, MOYKaX,
JETKHX, CEJIEe3€HKe, KOCTAX, 3y0ax, MpeJCTaTeNbHOHN jKele3e, TKaHAX Ivas3a, B IIEBPAIBHOM U
aCLIUTUYECKOM >KHUIKOCTAX, JKEJIYH, CHHOBHAJIBHOM JKCCYZAATe, SKCCYAaTe raiMOpOBBIX M JOOHBIX
na3yx. [110X0 mpoHHKaeT B CHUTHHOMO3TOBYIO KUAKOCTh (10-20 % oT ypoBHs mna3mel). [Ipornkaer
yepes IUIalleHTapHbIi 6apbep, onpeaenseTcss B MATepUHCKOM MOJIOKE.

buorpaucdopmarus

Mertabonusupyercs B nedenu 30-60 %. Ilepuon momysbiBeneHuss — 16—24 4. IIpu moOBTOPHBIX
BBEJICHUAX TIperapaT MOXET KyMyJIupoBaTh. HakarmBaercss B KOCTHOH TKaHH. B KocTsix m 3y0ax
00pa3yeT HepaCTBOPUMBIE KOMIUIEKCHI C KalbLIUEM.

OauMHUHAIIAS

BeiBoguTes € XKemubto, TJe 0OHApYKUBAeTCsl B BBICOKOW KOHILIEHTpaluu. [loaBepraercst KMIeuHo-
MCUYCHOYHOW PEIUPKYJISIIIMU, BBIBOJUTCS ¢ KajaoBbiMU Maccamu (20—60 %); 40 % npuHsTOMH 10361
BbIIeNsieTcsl moukamu 3a 724 (m3 Hux 20-50 % — B HEM3MEHEHHOM BHJE), NPU THKEIOU
XPOHUYECKON OYEYHON HEIOCTATOYHOCTH — TOJBKO 1-5 %. ¥V manueHToB ¢ HapylneHueM QyHKINH
IIOYEK MJIM a30TEMUEH BaXKHBIM IIyTEM BBIBEICHHUS SIBIISETCS YK€y JOUHO-KUIIEUHBIM TPAKT.
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6. DAPMAIIEBTUYECKHUE CBONCTBA (MOCHELOBATENBHOCTEL 0003)

6.1. Hepeqenb BCIIOMOraTe/JIbHbIX BCIIECCTB

JlakT03b1 MOHOTHAPAT (Caxap MOJIOYHBIH )
Kpaxman kaptodenbHbIii

Kpemuus apuokcua KoJIOuaHbINA

Marnus creapat

CocTaB Kopnyca KaIcyJbl:

Kpacurenb XuHOJIMHOBBIN KENTHIA
Tutana Tuokcun

Kpacurenb coiHeUHbIN 3aKaT KENThIN
Kenatun

CocTaB KPBIIIEYKA KAIICVJIBL:

Kpacurenb XuHOJIMHOBBIN KEITHIN
Turana quoKCcH

Kpacurenb cosiHeuHbIHN 3aKaT >KENTHIN
Kenarun

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHsl)

3 roxa.

6.4. OcoOble MepbI NPEI0CTOPOKHOCTH MPHU XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpH Temrieparype He Boite 25 °C.
6.5. XapakTep U cojep:kaHHe YIAKOBKH

ITo 10, 20 xancysn B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 IUIEHKH MOJIMBUHWIXJIOPUIHON U Poiabru
ATIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 10, 20, 30, 40, 50 wu 100 xaricyn B 6aHKU U3 TIOJUATUIICHTEPEPTATIATA UITH TOJTUIIPONUATICHOBBIE
JUIS JIEKapCTBEHHBIX CPEACTB, YKYIMOPEHHBIE KPBIIIKAMU U3 TMOJMUATHIIEHA BBICOKOTO IABJICHHS C
KOHTPOJIEM TEPBOTO BCKPBITUS WM KPBIIIKAMH TOJUIPONUICHOBBIMU C CHCTEMOM «HaXaTb-
MOBEPHYTHY WIH KPBIIIKAMH U3 MOJTUATUICHA HU3KOTO JaBICHUS C KOHTPOJIEM NIEPBOTO BCKPBITHSL.

CB0001HOE TPOCTPAHCTBO B OaHKE 3aMOJHAIOT BATONH MEIUIIMHCKON TUTPOCKOMUYECKOH.
Ha 6aHKy HakJIeMBaIOT 3TUKETKY CAaMOKJIESIIIYIOCS.

Onny 6anky wiu 1, 2, 3,4, 5 win 10 KOHTYPHBIX SYEHKOBBIX YIAaKOBOK BMECTE C MHCTPYKIIMEH IO
MPUMEHEHHIO TOMENIAI0T B KAPTOHHYIO YIAKOBKY (IAuKy).

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIM3ALUH MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WM OTXO0J0B, MOJYYEHHBIX IOcJe NMPUMeHEeHHMs JIEeKapCTBEHHOI0 Mpenapara, u
Apyrue MAHUMYJISAILUHU € MTPenapaTom

Oco0sbie TpeOOBaHUS OTCYTCTBYIOT.
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7. IEPJKATEJb PETUCTPALIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0003)

Poccus
000 «ATomm»
445351, Camapckas o0:1., . XKurynesck, yi. ['uapoctpourenei, 1. 6.

7.1. llpencraBuTtenb AepkaTesisi perucTPALMOHHOIO YA0CTOBEpPeHH

[Iperen3un notTpedHUTENEH HAIPABIATH O A/IPECY:

Poccus

000 «O30n»

445351, Camapckas 00:1., T.0. JXKurynesck, T. JKurynesck, yi. ['uapocrpoureneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKA 10 PELENTY.

OOmrast XapakTepUCTHUKA JIEKAPCTBEHHOTO Tpenapara JJOKCHUIMKINH JOCTYIIHA B €IHHOM PEecTpe
3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3suiickoro SKOHOMHYECKOTO COH3a M Ha
opunmansHOM camre YIIOJIJHOMOYEHHOTO opraHa (3xcnepTHOM OpraHu3alim)
(https://1k.regmed.ru/Register/EAEU_SmPC).
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