OBILIAA XAPAKTEPUCTHUKA JI

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Cnapdnokcanus, 200 Mr, TaGIeTKH, MOKPHITHIC TUICHOYHONH 000JIOUKOH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByolee BemecTBO: CriapIOKCaIIHH.
Kaxxnas Tabnerka, HOKphITas IIIEHOYHOU 00004ukoid, coaepkut 200 mr cmapdiokcanuna.

[TonHbli epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIECH B pasjeie 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTK, MOKPHITHIC TNICHOYHOU 000I0YKOM.

Kpyribie ABOSIKOBBITYKIIbIE TAOJETKU, MOKPHIThIE O0OJOYKON OT CBETJIO-XKEJITOrO JI0 CBETIIO-
JKEITOr0 C KOPUYHEBBIM OTTEHKOM I[BETA, C PUCKOM.

Ha monepedyHoM paspesze BUAHBI [1Ba CIOS: SAPO OT CBETJIO-KEITOrO JO JKEITOro IBETa U
o0oJi0uKa.

Jluaus paznoma (prcka) He peIHa3HaAYCHA JUTS pa3iaMbIBaHUs TaOJICTKU.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapatr CnapdiokcanuH Ioka3zaH K MPUMEHEHHIO y B3POCIBIX OT 18 yeT ans jeueHus

MH(EKIIMOHHO-BOCTIAIUTEIBHBIX 3a00J1eBaHuH, BBI3BaHHBIX 4yBCTBUTEIbHBIMU K

cnap@okcaniHy MUKPOOPTraHU3MaMH:

e BHeOOMbHMYHAS THEBMOHHS, Bbhi3BaHHas Chlamydia pneumoniae, Haemophilus influenzae,
Haemophilus parainfluenzae, Moraxella catarrhalis, Mycoplasma pneumoniae, Streptococcus
pneumoniae;

e MH(]EKINUN CPEHEro yXa;

e OakTepuaIbHbII MPOCTATHUT;

e yHpEKIMH KOXHM U MATKUX TKaHed (abcuecc, nuoaepmusi, GypyHKye3, HUH(EKIMOHHBIH
JICpMAaTHT);

e 3a00JIeBaHUs, MIEPEIAIOIIMECS MTOJIOBBIM ITyTeM (TOHOPEs, XJIaMHUIN03);

e TyOepkyine3 Jerkux (A7 JieYeHus JIeKapCTBEHHO-YCTOWYMBOrO TyOepKyiae3a WU MpHU
HENEePEeHOCUMOCTH Tepanuu NepBOM JIMHUN);

e Jempa.
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IPUMEHSATHCS TOJBKO B KAYECTBE aJIbTEPHATHUBBI IPYTUM IPOTUBOMHUKPOOHBIM Iperaparam:

® OCTpBIN CUHYCHUT;

e obOocTpeHue XpoHumdeckoro Oponxuta, Bbi3BaHHoe Chlamydia pneumoniae, Enterobacter
cloacae, Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae,
Moraxella catarrhalis, Staphylococcus aureus, Streptococcus pneumoniae;

[Ipu npumeHenun crap@aoKcallMHA CIEAyeT YYUThIBaTh OQUIIMATbHBIC HAIMOHAIBHBIC

PEKOMEHAAIUKU I10 HaLJICXKalllEMy IIPHUMCHCHUIO aHTI/I6aKTepI/IaJIBHI)IX nmpemnapaTroB, a TaK¥XE

YYBCTBUTCIIbHOCTD IMATOTCHHBIX MUKPOOPIraHU3MOB B KOHKPECTHOM PETUOHC.

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

Pexxum 103upoBaHus

JnuTenbHOCTh Kypca JICYCHHS 3aBUCUT OT XapakTepa U TSOKECTH 3a00JIeBaHHMS W BHJIA
BO30YIUTEIIS.

Buebonvnuunas nneemonus: B nepsbiit nenb 400 Mr ogHokpaTHO, Aanee no 200 Mr/cyT B Te4eHHE
10 guen.

Hnghexyuu cpeonezo yxa: B nepsbiii 1eab 400 Mr ogHOKpatHO, nayee mo 200 Mr/cyT B Te4eHHE
10 nHei.

baxkmepuanvnviii npocmamum. B nepBbiii geHb 400 Mr ogHOKpatHO, Aajiee no 200 Mr B JIeHb B
teuenue 10-14 nueil.

HUnghexyuu xoorcu u msaexux mraneti. B iepBbiil geHs 400 Mr onHokpatHo, ganee 1o 200 mr 1 pa3
B JIEHb B TeueHue 3—9 nHen.

Ocmpuiii conopeunviil ypempum. B 1epBblid 1eHb 400 M 0OJHOKpATHO, 3aTEM CTPOTo yepes3 24 yaca
— 200 wmr, kypcoBas n03a 600 mr.

Xnamuouvinvie ungexyuu: B nepsoiit 1ewb 400 mr, nanee o 200 mr B Teuenue 10—14 gueit.

[Ipu  mybepkynese neckux TPUMEHSETCS B  COCTaBe KOMIUIEKCHOW  Tepamuu ¢
IPOTUBOTYOEPKYJIE3HBIMU NTpenapaTaMu — B niepBblil AeHb 400 Mr oHOKpaTHO, fanee mo 200 mr
B JICHb B T€YEHHE 3-X MECSIIEB.

Jlenpa: o 200 mr 1 pa3 B 1eHb B TeueHue 12 Henensb.

Ocmpuoui cunycum: B niepBblid feHb 400 Mr omHoOkpaTHO, nanee mo 200 Mr B JIeHb B TEUEHUE
10 nuen.

Obocmpenue xpornuyeckozo bponxuma: B iepBbiit 1eHb 400 Mr ogHOKpaTHO, Aanee 1o 200 mMr/cyT
B TeueHue 10 aueil.

JImuTeNnbHOCTh Kypca JICYCHHS 3aBUCUT OT XapakKTepa M TSOKECTH 3a00JieBaHHWS W BHJIA

BO3OYAHUTEIIA.
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Oco0ble rpyIInbl NALMEHTOB

Tayuenmoi ¢ Hapywenuem GynKyuy novex
VY nmanueHToB ¢ HapylieHueM (PyHKITUH MoveK (KIMpeHc KpeaTnHruHa MeHee S0 MII/MHH): B IEPBBIN
nenb 400 Mr omHOKpaTHO, nanee mo 200 mr kaxasie 48 u.
eTu
CrapdnokcaivH MpoTUBOMOKA3aH y eTeit B Bo3pacrte Ao 18 et (cm. pazaen 4.3).

Croco0 rmpuMeHeHus

BHYTpB, HE3aBUCUMO OT IIpHeMa ITUIIU (He pa3KEBhIBas, 3amrBass JOCTATOYHBIM KOJIUYCCTBOM

JKUJIKOCTH).

4.3. IIpoTHUBONMOKA3AHHS

® TUINEPYYBCTBUTEIBHOCTh K crapdiokcaluHy, ApyruM (TOPXHWHOJIOHAM WM K JIFOOOMY H3
BCIIOMOTATEIIbHBIX BEIIECTB, IIEPEUMCIICHHBIX B pa3zaeie 6.1;

e peakuu POTOCCHCUOMITU3AIK B aHAMHE3E;

e yCIIOBUS KU3HU (NMPOPECCHOHATBLHON JICATEIILHOCTH), HE IMO3BOJSIONINE OTPAHUYHTH
WHCOJISIIINIO;

® CHHJIPOM BPOXKJICHHOTO WA IPUOOPETEHHOTO ysIMHeHHUs nHTepBasia QT;

® OJHOBPCMCHHBIM TIPUEM aHTHAPUTMUYCCKHX JIEKAPCTBEHHBIX TmpenaparoB |A kiacca
(xuauauH, npokanHamua) u |l kmacca (aMuogapoH, coTanon), JEKapCTBEHHBIX MPENapaToB,
yumMHAonwmx uHtepBan QT, Hanpumep, Tepdenaaus (cM. pazaen 4.5);

® TIOpaXCHHE CYXOXKHUJIMH MTPH paHee TMPOBOAMBILIEMCS JIeUeHIH (PTOPXUHOIIOHAMH,

e euIUT INI0K030-6-pocdaTaerugporeHassl;

e nieTckuii Bo3pact a0 18 ner (He3aBepliueHHbIN npolecc pOpMUPOBAHUS CKENETa);

e 0OepeMEHHOCTH;

® [IEpUOJ IPYAHOTO BCKAPMIIMBAHMS.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

DoTOYYBCTBUTENBHOCTD

VYV nmanueHToB, MOABEPrIIMXCSA BO3JACHCTBHIO MPSMOr0 WJIM HEMPSMOIO COJHEYHOI'O CBETa WU
UCKYCCTBEHHOTO YyibTpaduoneroporo wminyueHus (YDOU) Bo Bpems, WM TOCIC JICUCHHS
cnapdoKcarmHOM, Ja)Ke MOCIe OJHOKPATHOM J103bI, HAOM0IaMHCh (DOTOTOKCHYECKHE PEAKIIUU
OT JIETKOW JO TSKEJIOW CTENEeHH. OTH peakUMh TakKKe HMEIHM MECTO Yy IallMeHTOB,
MOJIBEPTarOIINXCS BO3/ICHCTBUIO 3aTEHEHHOTO WIIH PACCEIHHOTO CBETA, B TOM YHCJIE YEPE3 CTEKIIO
U Ha (oHE NpUMEHEHHUs COJHIE3AIMUTHOTO Kpema. [lamumeHTam cienyer peKOMEHIOBaTh
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(TaKI/IX KaK HOBBIHNICHUC YYBCTBHUTCIBHOCTU KOXH, OKOT, MNOKPACHCHHUC, OTCK, ITOABJICHHUC
BOJIIBIPEH, ChINH, 3y/1a). CyliecTByeT BEpOSTHOCTh 000CTPEHUS! (POTOTOKCHUECKON PEaKIMU pU
IIOBTOPHOM BO3/I€HCTBHH COJIHEYHOro cBeTa uian Y U npu He NOJITHOM BOCCTaHOBIIEHUH; IEPUOJL
BOCCTaHOBJIEHHSI MOXKET IPOJIOJKATHCS HECKOJIBKO Heslenb. B penkux ciyuasx GoToTokcuueckue
peakIuy BO3HUKAIN Yepe3 HECKOJIbKO HEJENb IOCNIe MPEKpalleHus IpueMa crapQoKcaliHa.
Crnenyer wusberath BO3JeHcTBUS conmHeuHOro cera W YOU, paxe ecnu HCHONb3yeTcs
COJIHIIE3ALUTHBIM KpeM, BO BpeMsl TE€palluy U B TeUeHHe 5 JHEW mocie MpeKpalleHus: Tepanuu
cnapguokcanuoM. CrapdiokcaluH MPOTHBOIIOKAa3aH NAalMEHTaM, YbHM YCJIOBUS KU3HU WU
npodecCUOHAIbHOM  JEATENIPHOCTH  HE  IO3BOJSIIOT  COOMIOAaTh  TpeOyemble  Mephl
IPEJOCTOPOKHOCTH.

Y nnuenue narepsaiga QT

[Ipu npuMeHeHUH crapQOKCalliHa Y HEKOTOPBIX MAIlMEHTOB MOXKET OTMEUYAaThCsl YAJIHMHEHHE
untepBasia QT. CnapdiiokcaH ciieayeT MPUMEHSITh C OCTOPOKHOCTBIO Y JKEHIIWH U TAllMEHTOB
IMMOXUJIOIr0 BO3pacTa. HOCKOJH)Ky JKCHIIWHBI, II0 CPABHCHUIO C MYXYHHAMH, HUMCIOT Ooitee
nuHHEbI uHTepBa QT, OHM MOTYT ObITh 00Jiee YYBCTBUTEIBHBI K MperapaTaM, yITHHIIOIINAM
uarepBan QT. Iloxuiable MAIMEHTHI TaKKe OO0Jiee MOABEPKEHBbI ICHCTBUIO TPEMapaTos,
okaspiBatomnx BiausHue Ha wHTepBan QT. ChapdmokcanumH cregyer NPUMEHATh C
OCTOPOKHOCTBIO y MAIMEHTOB C HECKOPPEKTUPOBAHHBIMU AJIEKTPOJIUTHBIMU HapyIIEHUAMHU (C
TUITOKAJIMEMHUCH, THIIOMarHueMueit); ¢ 3a0oeBaHMsIMU cepala (CepaedHas HeJOCTaTOYHOCTD,
uHpapKT MUOKapaa, Opamukapaus). YmuHenne uHTepBania QT cONpsHKEHO C TOBBINICHHBIM
PHCKOM JKENyJOYKOBBIX apUTMHM, BKIIOUYas MOTUMOP(HYIO KENYyAOYKOBYIO TaXHUKapIHUIO.
[IpotuBonoka3an npueM cnap@aokcanyHa y MAalUEHTOB C CHUHIAPOMOM BpOKIEHHOTO WIIU
npuoOpeTeHHOro yiauHeHus uHTepaia QT; mpu 0THOBPEMEHHOM MpHUEME aHTHAPUTMHUYECKUX
JICKapCTBEHHBIX mpenaparoB [A kiacca (xuHHIWH, npokanHamun) u 11 kiacca (amuomapos,
COTAJION); JIGKAPCTBEHHBIX MpenaparoB, yummHsomux uaTepBan QT, Hanpumep, tepdeHanuH
(cMm. paznen 4.5).

[TanMeHTHl, IPeAPaACHOI0KEHHBIE K PA3BUTHIO CYI0POT

Kak u npyrue XMHOJIOHBI, ciapIOKCAlMH JOHKEH C OCTOPOXKHOCTHIO IPUMEHSTHCS Y TAllUEHTOB,
MPEIPACTIONOKEHHBIX K Pa3BUTHIO CyJOpOT (MAllMEHThI ¢ OPAXKEHUSIMU LIEHTPAIbHOM HEPBHOM
cuctembl (IIHC) B aHamHe3e, y TAalMCHTOB, OJHOBPEMEHHO TOJYYAIOIIUX IPEMaparThl,
CHIDKAIOIIHE TIOPOT CYIOPOKHOM aKTHBHOCTH T'OJIOBHOTO MO3Ta). DTH PEaKI[MH MOTYT BO3HUKATh
nociae mepBoro mnpueMa mnpenapara. CooOmamock O clydasx CyAOpOr, CBSI3aHHBIX C
runornukemuet. [Ipu pazsutuu cynopor sieueHue crnaphaoKCalluHOM CleAyeT NPEeKpaTUTh.

FHHGD‘IVBCTBI/ITCJ'II)HOCTB
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THIIEPUYBCTBUTEIBHOCTh M AJUIEPTHYECKHE pEeaKkIHH, O YeM CcJeIyeT HEeMEJICHHO
uHpopmupoBath Bpada. OueHb penKo, JAaxe TIOcCie IEepBOro IpPHUMEHEHHs Ipernaparta,
aHa(WIIaKTUYECKHE  PEaKUUM  MOTYT  HPOTPECCHpPOBaTh O  YIrPOXKAIOIIErO  JKU3HU
aHa()MIIAaKTUYECKOTo IMIOoKa. B 3THX ciyyasx jiedenue crnap@IoKcanuHOM CIEAYeT MPEeKpaTuTh U
HEMEUICHHO HayaTh INPOBOAMTH HEOOXOAWMBIE JiedeOHbIE MeponpHusaTHs (B TOM YHUCIE
IIPOTUBOIIOKOBBIE).

Tsxelble KOKHBIE PEAKITUH

[Tpu npueme cnapdiiokcanmHa coo0IIaI0Ch O Pa3BUTUH TSKEIbIX OyJUIE3HBIX PEAKIIUil, TAKMX KaK
cunapom CrtuBeHca-/[>KOHCOHA, TOKCUYECKUN 3MHAepMaibHbIil Hekponu3. [lanuenToB ciemyer
UHPOPMHUPOBATH O TOM, YTO INPH PA3BUTHH KOXKHBIX PEAKIUN H/MIM MOPAXKEHUN CIM3HCTHIX
000J104eK, HEOOXOJMMO HEMEJIEHHO OOpaTUTHCS K Bpauy MpexAe, YeM MPOJ0JDKATh JICUeHUe
cnapduokcarmHoM. [Ipy pa3BUTHH TSKENBIX KOKHBIX PEAKIUI W/WIN MOPaXKEHUH CIU3UCTBIX
000J1049eK, HeOOXOMMO HEMEIJICHHO MPEKPATUTH MPHEM crapIOKCaIHA.

[TanueHThl ¢ HEAOCTATOYHOCTHIO MIIKK030-6-hochaTaeruiporeHassl

HaHI/IeHTLI C HHaFHOCTHpOBaHHOﬁ HCOOCTATOYHOCTHIO FJIIOKOSO-6'(1)0C(1)3TI[CFI/II[pOFeH33LI MOTYT
6LITB MpeaApacIIOOKCHbI K TEMOJIMTUYCCKUM pCaKUIUAM IIPH JICUCHHUHN XWHOJIOHAMU (CM. pas3acia
4.3).

TeHanHUT U pa3pbIB CYXOKUIUN

TeHaAUHUT, peKO BOSHUKAIOUINHI Ha (hOHE MPUMEHEHHS] XUHOJIOHOB, MOKET HHOT/1a TPUBOIUTH K
paspbIBY CYXOXKMJIMM, BKJIIOYas aXWJIJIOBO CYXOXKHJIME, OCOOCHHO y MOXKHWJIBIX MAlUEHTOB U Y
NAlMEHTOB, OJHOBPEMEHHO MNPUHUMAIOUINX TIIOKOKOPTUKOCTEPOUIbl. DTOT HEXKeJNaTelbHbIN
s exT MokeT pa3BUBATHCS B TeUeHUE 48 4acoB Mocye Havasa JIeYeHUs U ObITh OMIaTepabHBIM.
B cnyyae mnosBieHHs NPU3HAKOB TEHAMHUTA (BOCHAJIEHUS CYXOXKWIHS), PEKOMEHIYeTCs
HEMEJUIEHHO TMpEeKpaTUTh JeueHue. MoxeT moTpeOoBaTbcs COOTBETCTBYIOIIEE JIUEHUE
(Harpumep, UMMOOMIM3AIHS ) TOBPEXKIEHHOTO CYX0XKUITHUS.

IIceBnoMeMOpaHo3HBIN KoauT, Ber3BaHHbM Clostridium difficile

[pu mprMeHeHHH mpenapaTa, Kak Ha (oHe premMa, Tak U yepe3 2—3 HeJIeNH MOCIIe IPeKpaleHuUs!
JieueHH s, BO3MOXHO pa3BuTHe nuapeu, BbizBanHo# Clostridium difficile (mceBnomemOpano3HbIit
KOJIMT), OT JIETKOM CTemeHu [0 yrpoxaromieil >xu3Hu. Ilpu mnono3peHun Ha pa3BUTHE
IICeBIOMEMOPAHO3HOTO KOJMTa JIeYeHHEe CHap(IOKCAHHOM JODKHO OBITh HEMEICHHO
HPEKPAICHO U He3aMe/ITUTEIBHO I0JDKHA OBITh Ha3HAYEHA COOTBETCTBYIOIIAS TEPAITHSL: B JIETKUX
CIy4asiX JOCTATOYHO OTMEHBI JICUCHHS, B TSDKCIBIX CIIydasX MOKAa3aHO BO3MEIICHHE MOTEePH
KHUIKOCTH, OJIEKTPOJWTOB H  Oelka, TPUMEHCHHE aHTHOAKTEPUATbHBIX  IPEMApaToB,

sa¢dexruBubix nporus Clostridium difficile. Henmp3s mpumMeHsITh JleKapCTBEHHBIE CpPECTBA,
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TOPMO3AIINEC IEPHUCTAIBTUKY KUIICYHUKA.

Kpucramnypus

Bo u3bexxanue pa3BUTHs KPUCTAILUTYPUH, HE CIEAYET MPEBBIIIATh PEKOMEHIOBAHHYIO CYTOUYHYIO
no3y. HeobGxomuMo mocraTodyHoe MOTpeOsICHHE JKUIKOCTH W TOJJIEP)KaHWE KHUCIOW PEeakKIuu
MOYH.

IToyeyHas HETOCTATOYHOCTD

VY DanMeHTOB ¢ MOYEYHOH HEJOCTAaTOYHOCTHIO TpeOyeTcss 00sA3aTeNIbHBIA KOHTPOJb (DYHKIHU
OYEK, He0OXO0AMMa KOpPEKIHs 1036l criapdiokcanuna (cM. pazaei 4.2).

[lepudepuueckast HelpoIaTus

Y manueHToB, MONy4YaromuX (TOPXMHOJIOHBI, COOOMIAIOCh O Ppa3BUTUU CEHCOPHOW H
CEHCOPHO-MOTOPHOW HEHpomnaThu, KOTOpasi MOKET UMETh ObIcTpoe Hawano. Eciu y manueHToB
MOSIBJISIFOTCSL CUMIITOMBI HEMpOMATHH, JIeYeHHE cap(IOKCAIIMHOM JOJHKHO OBITH MPEKpPaIeHo,
YTO CIIOCOOCTBYET MUHUMHU3AIMH BO3MOXHOTO PUCKA Pa3BUTH HEOOPATUMBIX COCTOSTHUIA.

IIceBnonapanutnueckadg muactenus (myasthenia gravis)

DOTOPXUHOJIIOHBI XapaAKTEPU3YIOTCS OJIOKUPYIOIIEH HEPBHO-MBIIIICUHOE MTPOBEIACHUE AKTUBHOCTHIO
U MOTYT YCHJIMBATh MBIIICUHYIO CIa00CTh Y MAIMEHTOB C MCEBIONAPATIUTUYECKON MUACTEHUECH.
IIpumenenue cnapdaokcarHa y ManuexHTa c YCTaHOBJICHHBIM JIMarHO30M
MICEBAONAPATUTUHYECKON MUACTEHUHN HE PEKOMEHIAYETCS.

[IcuxoTHuecKkne peakiiuu

[IcuxoTnyeckue peakiuy, BKIYas CYHIUIATbHBIC MBICIIN/TIOMBITKH, OTMEYAIUCh Y TAIIUEHTOB,
NPUHUMAKOIINX (DTOPXUHOJOHBI. Pa3BuTHe MOOOYHBIX peakiuii, CBSI3aHHBIX C HapyIICHHEM
IICUXWKH, BO3MOXHO OaXK€ IIOCJIE OHHOKpaTHOﬁ JTO3BI. B CJIydac pa3BUTHUA JIFOOBIX ITOOOYHBIX
3¢ (PEeKTOB CO CTOPOHBI ILEHTPATHLHOM HEPBHOW CHUCTEMBI, BKJIIOYas HAPYUIEHUS TICUXUKH,
HEO0OXOUMO HEMENJICHHO OTMEHUTh Crap(IOKCAIlMH U HayaTh COOTBETCTBYIOIIYIO Tepanuio. B
ATHX CIIy4asX PEKOMEHIYeTCs MEepeTH Ha Tepamuio APYrUM aHTUOMOTUKOM, OTIHUYHBIM OT
(TOPXHUHOJIOHOB, €CITU 3TO BO3MOXHO. CriapIoKcalvH cleyeT Ha3Ha4aTh C OCTOPOKHOCTHIO
NalUeHTaM ¢ ICUXOTHUYECKUMHU HapyIIEHUSIMU (B TOM YHCII€ B aHAMHE3€).

Hapymenus d)VHKHI/II/I OCYCHHU

CrnapdiokcanuH cienyeT IpUMEHTh ¢ OCTOPOKHOCTBIO Y MAIMEHTOB ¢ HApYIIEHUAMHU (QYHKIIUU
NIEYEHH, TaK KaK MOTYT BO3HHKHYTH MOBpEXICHHS TNedeHu (cM. pazgen 4.8). [Ipu npumeHeHnn
(TOPXMHOIOHOB COOOIIATIOCH O CIy4yasx pa3BUTHUS (PYIbMHUHAHTHOIO FeNaTUTa, MPUBOJASIIETO K
Pa3BUTHIO IEYEHOYHON HEOCTATOUHOCTH (BKIIIOYAsI CIIyYaH ¢ JIeTabHBIM Hcxo0oM). [Tanmentam
clleflyeT PEeKOMEHJIOBAaTh IPEKPaTUTh JIeYeHHUEe M OOpaTUThbCA K Bpady, €CIU HaOII0JaroTcs
CUMITOMBI U TPU3HAKU 3a00JI€BaHUsI TIEUEHH, TAKHE KaK aHOPEKCHSL, )KeITyXa, IOTEMHEHHE MOYH,

KOXHBIN 3y]1, 00JIb B )KUBOTE.
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ﬂ HUCTJINKCMUA

Kak u B cimydae ¢ apyrumu (TOPXHUHOJIOHAMH, IPU MPUMEHEHUH crapdIoKcarHa 0TMEYaIoch
U3MEHEHHE KOHIIEHTPALMU IJIIOKO3bl B KPOBH, BKJIIOYas I'MIO- M rumnepriukemuto. Ha ¢one
Tepanuy crapgIOKCallMHOM JAUCIIIMKEMUs Yallle BO3HHUKAJa y NAlMeHTOB IOXHUIOro Bo3pacTa U
NAIMEHTOB C CaXapHBIM JUA0ETOM, MOJMYYAIOIIUX COMYTCTBYIOIIYIO TEpPAIHIO MEPOPaTbHBIMU
TUIOTJIMKEMUUYECKUMH  TIpenapaTtaMu (HarpuMep, NpenapaTaMyd Cyiab(OHUIMOYEBUHBI) WIIH
uHcynuHoM. IIpu npuMeHeHun cnap@okcanyHa y TakKUX MallMEeHTOB BO3pAacTaeT PUCK pa3BUTHUS
TUIOTTIMKEMHMH, BIUIOTh JIO TUIONNIMKeMHU4eckod KoMmbl. HeoOxoaumo uH(popMupoBaTh
HAIMEHTOB O CUMIITOMAX THMIIOTJIMKEMUU (CIyTaHHOCTb CO3HAHUS, FOJIOBOKPYKEHUE, «BOTUHI»
anmeTuT, TOJIOBHAas 00Jib, HEPBO3HOCTH, OLIYIICHUE CEPAICOMEHHS WM ydallleHHe ITyibca,
0JIeIHOCTh KOXKHBIX IIOKPOBOB, MCIApHHA, JApOXb, ciaabocTs). Eciu y manueHra pa3BuBaeTcs
TUIIOTTIMKEMHUsI, HEOOXOAUMO HEMEJIEHHO MPEKpaTUTh JieueHHe crnap(oKCallMHOM U HayaTh
COOTBETCTBYIOILYIO Tepamuio. B 3THX cilydasx pekOMeHAyeTcsl MEepedTH Ha TEpanuio IpYrum
AHTUOMOTHKOM, OTJIMYHBIM OT (PTOPXUHOJIOHOB, €CJIM 3TO BO3MOKHO. [Ipu npoBeieHun 1eueHus
cnap@IOKCallMHOM Y MalMEHTOB MOXHJIOrO BO3pacTa, y MAIMEHTOB C CaxXxapHbIM JHabeToOM
PEKOMEHIYETCsl THIATEIbHbBIM MOHUTOPUHI KOHLICHTPALUH TJIF0KO3bI B KPOBH.

Puck Pa3BUTHUA PE3NCTCHTHOCTHU

PacripocTpaHeHHOCTH IPUOOPETCHHON PE3UCTCHTHOCTH MOXKET H3MEHSITHCS TeOrpaduiecKu H CO
BpEMEHEM i1 OTHENbHbIX BUAOB. llosTomy Tpebyercs mokanbHas wuHGoOpMaIUs 10
pe3ucTteHTHOCTH. CrenyeT MPOBOAUTh MHKPOOHMOJIOTHYECKYIO JMArHOCTUKY C BBIJEICHUEM
BO3OYAMTEIS U ONPEICICHUEM €r0 YyBCTBUTEILHOCTH, OCOOCHHO MPU TSHKENBIX MHPEKIUIX WIN
OTCYTCTBHUH OTBETA HA JICYEHUE.

Bropuynas I/IHd)eKI_II/ISI

Kak u npu mnpuMeHEeHUM JApYruX TNPOTUBOMUKPOOHBIX MpEnapaToB, MpH HPUMEHEHUH
cnapdokcaniHa, OCOOEHHO JJIUTEIBHOM, BO3MOXKHO pa3BUTHE BTOPUYHON HH(QEKIHNH,
CBA3aHHOM C pOCTOM YCTOWYHMBBIX K IIpernapaTy MHKPOOPTraHU3MOB, NJSi HCKJIIOYEHUS U
MOATBEPKIEHUS KOTOPOH CIe1yeT IPOBOAUTH IOBTOPHYIO OLIEHKY COCTOSIHUA NaluenTa. Eciu Bo
BpeMs Tepalnuy BO3HUKAEeT BTOPHUYHAs MH(EKLUS, CIeqyeT NPUHATh HEOOXOIUMbIE MEpHI 0 ee
JEUCHHUIO.

Nuadexuun, Ber3Banasie Escherichia coli

PesucrentHocTs Kk (ropxmHomonam Escherichia coli — nambonee pacmpocTpaneHHOTO
BO30yauTeNnss MH(EKIU MOYEBBIBOAALIMX IyTEH — BapbHPYeT B pa3HBIX TeorpapuuecKux
paiionax. Bpauam pekoMeHIyeTcs MPUHUMATh BO BHUMAHHE PETMOHANBHYIO PE3MCTEHTHOCTh

Escherichia coli k dTopxunononam.
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Nudexunn, Ber3Bannbie Neisseria gonorrhoeae

B cBsi3u ¢ yBenuueHueM pesuctentHocTr Neisseria gonorrhoeae, crapdiokcaiii He Clieayer
IPUMEHSTH B KAYECTBE IMITMPUUCCKOTO JICYCHHUSI IIPH TT0I03PCHUH Ha TOHOKOKKOBYIO HH(D)EKIIHUIO
MoueBbIX myTed. ClienyeT BBINOJHUTh TECTI HA YYBCTBUTEIBHOCTH BO3OYOHTENS K
cnapIIOKCaHY IS TOTO, 9YTOOBI 00ECTIEUYUTh LIEICHAPABICHHYIO TEPAIHIO.

Bausuue Ha Ha6ODaTODHBIe NOKa3aTCJIn U JUAarHOCTUYCCKHUE TCCThI

Cnapduokcanud Moxer uHruOmpoats poct Mycobacterium tuberculosis, npuBoms x
JIOKHOOTPHUIIATEIBHBIM PE3YJIbTAaTaM IPU OAKTEPUOIOTHYECKOM IUArHOCTHKE TYOEpKyJIe3a.

AHGBDI/ISMa H pacCIoCHUEC a0PTHI, DGFVDI‘I/ITEU_II/IH/ HEAOCTATOYHOCTD KilaliaHa ccpana

[To maHHBIM MUAEMUOIOTHYECKUX HCCIEJOBAHUIN COOOIIIAIOCh O MOBBIIICHHOM PUCKE Pa3BUTHUS
AQHEBPHU3MBI A0PTHI U PACCIOCHUS A0PThI, OCOOCHHO y MAIMEHTOB MOXKUIIOTO BO3pAcTa, a TaKxkKe
pEerypruTaly aopTaJbHOTO U MUTPAIBHOTO KIIAMAHOB MOCHE MPUMEHEHHUsST (PTOPXHUHOJIIOHOB. Y
NAIMEeHTOB, TOJXYYaBIINX (TOPXUHOJIOHBI, OBUTM OTMEYEHBI CIy4YaW DPa3BUTHS AHEBPU3MBI U
paccioeHusl a0pThl, HHOT/Ia OCIIOKHEHHBIX Pa3phIBOM (B TOM YHCIE C JICTATLHBIM HCXOJIOM), &
TAK)Ke PErypruTaluu/HeA0CTaATOYHOCTH JIF0OOTO U3 KITanaHoB cep/na (cM. pasmaen 4.8).

B cBs3u ¢ 3TUM, (TOPXMHONOHBI CIEAYeT MPUMEHSATh TOJBKO IOCIE TIIATEILHON OICHKU
COOTHOIIIEHUS TIONB3a-PHUCK M PACCMOTPEHHUs APYTHX BapHaHTOB TEPAlUU Yy TMAlHUEHTOB C
AQHEBPU3MOM AOPTHI MIIM BPOXKICHHBIM IIOPOKOM KJIallaHa ceplla B CEMEHHOM aHaMHEe3e, WU Y
MAlMEHTOB C JHArHOCTUPOBAHHOW aHEBPU3MON aopThl W/WIM PACCIOCHUEM aopThl, HIIU
3a00JIeBaHMEM KIIallaHa cepjua, WIK NpU HAJIUYUU JPYTUX (PAKTOPOB pUCKA MIIU COCTOSTHHIA,
NpeIpacroiararoInX K pa3BUTHIO:

- KaK aHEeBPHU3MBI U PACCIOCHUS aOPTHI, TAK U PETYPTUTAIIMHA/HEAOCTATOYHOCTH KJIallaHa cepa
(HampuMep, 3a00JI€BaHUsl COEAMHUTENILHOW TKaHM, Takue Kak cuHApoM MapdaHa, CHHIpOM
Onepca-lannoca, cunapom Tephepa, Oose3Hp bexuera, apTepuanpHas THIIEPTEH3US,
PEBMaTOUIHBIN apTpuUT);

W JOTIOJTHUTENBHO:

- QHEBPU3MBI U PACCIIOCHMS AOPTHI (HaIpUMeEp, COCYIHUCThIE 3a00IeBaHUs, TAKME KaK apTepUUT
Takasicy, TMTraHTOKJIETOUHBIM apTepPUUT, MOATBEPKAECHHBIN aTepockiepo3, cunapoM lllerpena);

- peryprutanuu/HeJOCTaTOYHOCTH KJlamaHa cepiua (Harmpumep, MH(QEKIUOHHBIN SHAOKAPAMT).
Puck pa3BuTHs aHEBPH3MBI U PACCIOSHHSI A0PTHI, a TAKXKE X pa3pbIiBa MOXET OBITH MOBBIMICH Y
NaIMEeHTOB, OJTHOBPEMEHHO MOTYYaIOIIUX CUCTEMHBIE TTIFOKOKOPTHKOCTEPOU/IBI.

B cnyuae mosiBneHus BHe3amHOW OONMM B JKMBOTE, I'PYIM WM CHHMHE IallMEeHTaM CJexyeT
HEMEUIEHHO 00paTUTHCS K Bpady B OT/ICJIEHUE HEOTIIOKHOMN ITOMOIITH.

[TaniuenTaMm ciemyeT peKOMEHIO0BaTh HEMEIJIEHHO OOpaTHUThCA 3a MEIUIIMHCKOW TOMOIINBI0 B
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CepI[HGGI/IGHI/ISI HJIN pa3BUTHUA OTCKA )KMBOTA WX HUKHUX KOHEUYHOCTEH.

HOTGDSI TDVI[OCHOCO6HOCTI/I (I/IHBaJII/I,[[I/IBaL[I/ISI) W TOTCHHHUAJIIBLHBIC HCO6DaTI/IMBIe CEPHLE3HBIC

OOOYHBIE PCaKIu, 06VCJ'IOBJ'I€HHBI€ IIpueMomM (bTODXI/IHOJ'IOHOB

[Ipumenenre (TOPXUHOIOHOB OBUIO CBA3aHO C TOTEpPEH TPYIOCIOCOOHOCTH U Pa3BUTUEM
HEOOPATUMBIX CEPhE3HBIX MOOOYHBIX PEAKIM CO CTOPOHBI PA3TUYHBIX CHCTEM OpraHU3Ma,
KOTOpPbIE MOTYT Pa3BUThCS OJITHOBPEMEHHO Y OJTHOTO M TOTO ke nauuenta. [lobounsie peakuuu,
BbI3BaHHbIE (PTOPXHMHOJIOHAMH, BKJIIOYAIOT TEHIAWUHHUTHI, Pa3pbhlB CYXOXKHWIWN, apTpalruio,
MUANTUIO, IepU(epruIecKyr0 HEMpOmaTrio, a Takke mo0ouHbIe YPPEKTH CO CTOPOHBI HEPBHOMN
CHCTEMBI (TAUTIOIUHALINY, TPEBOTa, JCMpPeccusi, OECCOHHMIIA, TOJOBHbIE OOJIHM U CIIyTaHHOCTh
co3HaHusl). JlaHHbIE peaklUd MOTYT Pa3BUTHCS B MEPUOJ OT HECKOJIBKUX YACOB 10 HECKOIBKHUX
HEeJeNnb IOCNIe Hayana Tepanuu crapguiokcanuHoM. Pa3BuTue STUX MNOOOYHBIX peakiuit
OTMEUAJIOCh y MAalMEHTOB JII0OOr0 BO3pacTa MM 0e3 Hamuuus MPEIIIeCTBYIOMINX (aKTOpOB
pucka. [Ipu BOSHUKHOBEHHH TEPBBIX MPU3HAKOB WJIM CHMITTOMOB JTFOOBIX CEPhE3HBIX MOOOYHBIX
peaKIuii clieayeT HEeMEUICHHO NPEKpaTUTh NMpuMeHeHue crapduiokcanuna. Crexyer u3derath
NpUMEHEHHUS (PTOPXHUHOJIIOHOB, B TOM 4HCIE cHapdiokcalyHa, y MalleHTOB, Y KOTOPBIX
OTMEYAIIUCH JTIO0BIE U3 ATHX CEPbE3HBIX MOOOYHBIX PEaKIUH.

Hapviuenue 3penusa

[lpu pasBuTuM TOOBIX HApPYHIEHWH 3peHHsT HEoO0XoauMa HEeMEMJICHHAs KOHCYJbTAIUs

odranemonora (cMm. paszaen 4.8).

4.5. B3aumojeiicTBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TMpenaparaMd W JApyrue BH/bI
B3aUMO/1eCTBUA

[Ipenapartsl, yaauHasonme nareppad QT

CnemgyeT y4yuTBIBaTH BO3MOXHBIM anAuTUBHBIA dddekr yamuHeHuss wuHTepBama QT
crapdJioKcalliHa W JPYTUX TMpernaparoB, KOTOpbIE BIMSIOT Ha yuinHeHue uHTepBanma QT.
BcenencrtBue coBMmecTHOro mnpuMEHEHHs cnapduioKcalliHa W TpenapaTtoB, BIMSIONIUX Ha
yaivHeHne uHTepBana QT, yBennuuMBaeTcsi pUCK Pa3BUTHUA KENYJI0YKOBOM apUTMHUHU, BKIIOUAs
noTUMOPHYIO  JKeMyJqo4YKoByt0 Taxukapauto (torsade de pointes). IIporuBomokasaHo
COBMECTHOE TpHMEHEHHue crhapduiokcamHa cO CICAYIOMMMH TpenapaTamMu, BIUSIONIMMHA Ha
yanuHenue natepsana QT:

e aHTHApUTMUYECKHE TMpenaparbl kjacca [A (B TOM 4ucie: XWHUIWH, TUAPOXUHU]IUH,

JTU30TTUPaAMUL);
e aHTHapuUTMHUYecKHe mpenapatsl kiacca Il (B Tom ymcne: aMuoIapoH, COTano, A0GeTHIH]I,

uOyTHINN);
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® TPULUKINYECKUE aHTUETPECCAHTHI;

® AHTUMHKPOOHBIE mpemnaparbl (MOKCHU(IOKCALUH, 3PUTPOMHUIMH Uil BHYTPUBEHHOTO
BBEJICHUS, ICHTAMUIUH, TPOTUBOMAIISIPUIHBIC TIperapaThl, 0COOEHHO rano(aHTpHH);

® aAHTUTHMCTAaMUHHBIE Ipenaparsl (TepdeHaanH, aCTeMHU30J, MU30JIaCTHH);

e jpyrue (uM3anpuj, BAHKaMUH JJ1s1 BHYyTPUBEHHOTO BBeIeHUs, Oenpuami, tudemManu).

Hecrepouansie MnpoOTUBOBOCHAIUTENbHBIE JIEKAPCTBEHHBIE TNIpernaparbl (3a HCKIIOYEHHEM

AIETUJICATUIIMIIOBON KUCIIOTHI) MOBBIIIAIOT PUCK PA3BUTHUS CYIOPOT.

[lepopanbHblii MpUEM COBMECTHO C IKEJIE30COJAEpKALUMU IpernapaTamu, cyKpaibdarom u

aHTAlMIHBIMU IIpenapaTaMu, COAEPKAIMMUA MarHUi, aTlOMUHUH, KaJabIIUH, IUHK, a TAKXKE COJIU

KeJe3a, IPUBOIUT K CHI)KEHHUIO BCAChIBaHUS criapduioKcaliHaa (€ero clieyeT Ha3HayaTh Jubo 3a

2 yaca 110, 1100, HE MeHee ueM depes 4 yaca nocie npuemMa yKa3aHHbIX IIPEnapaToB).

MetoknonpamMuy; yckopser abcopOiuio crnapdiokcalyHa, 4TO NPUBOAUT K YMEHBIICHHIO

BPEMEHU JOCTHXKEHHS €r0 MAaKCUMAJIbHOW KOHIICHTPALIUU B IJIa3MeE.

[Ipu 0AHOBPEMEHHOM MPUMEHEHHH C IUKJIOCIIOPUHOM OTMEUAETCSl YBETUYCHUE CHIBOPOTOUHOTO

KpeaTHHHHA, T0O3TOMY HEOOXOIUM KOHTPOIIb 3TOT0 MOKa3aTels 2 pa3a B HEJEIIO.

JluroxkcuH, HUMMETUANH, NpoOeHeuu]: crappiIoKcallMH HE BIUsAET Ha (apMaKOKHHETHUKY

JTUTOKCHHA, IIAMETHINHA, TPOOCHEITH/IA.

TeobpwnnuH: B KIMHUYECKUX HCCIEIOBAHUSAX HE OBUIO  YCTaHOBJIIEHO  KAaKUX-THOO

(bapMaKOKMHETHUECKUX B3aUMOICUCTBUN criapdiokcalia ¢ TeOPUIITHHOM.

Bapdapun: cnapdiaokcaiiuy He yBeIMUUBaeT aHTUKOATrYJISHTHBIN 3 ekt BapdapuHa.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUS
bepemeHHOCTD

CHap(bHOKCaI_II/IH MPOTHUBOIIOKA3aH K NPUMCEHCHUIO IIPU 6epeMeHHOCTI/I.

JlakTarms

CHap(l)J'IOKC&III/IH MMPOTHUBOIIOKA3aH K NPUMCHCHUIO B IICPHUOJ I'PYAHOI'O0 BCKaPMJIMBAHU .

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMHM M padoTarh ¢
MeXaHUu3MaMH

Bo Bpemsi nedeHust crnap@uioKCalliHOM CIeAyeT BO3AEpXKaTbCsl OT 3aHATUN MOTEHLHATbHO
OMACHBIMH BUJAMHU JESATENbHOCTH, TPEOYIOIUMH IOBBIIIEHHOTO BHUMAaHUS U OBICTPOTHI

MCUXOMOTOPHBIX U ABUT'ATCIIbHBIX peaKI.IHfI.

Crpanwnma 10 u3 18



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.07.2025 N= 16835

(NOCNEQCBATENEHOCTE 0001)

4.8. HexxenaTesbHbIE peaKIIUU

PesroMme HexxenaTeabHBIX PeaKIIU

Hngpexyuu u uneasuu

BupycHas wuHdeknus (mpocToit Tepriec, OIMOSCHIBAIOIIMKA JWIIAi), TPpUOKOBas HHQEKIUS
(BarmHAJIBHBIA KAaHIINUJI03), pecrupaTopHble HHPEKIUH (PUHUT, (HAapUHTUT, OPOHXUT), CPEAHUIN
OTUT; CYMEPUH(EKITHS.

Hapywenus co cmoponvl Kpogu u iumg@amuyeckou cucmembl

Do3uHopUINA, JEeUKONeHHUS, IPaHyJIOLUTONCHHUS, aHeMus, TPOMOOLIMTONEHNUH,
TUIEPTPOMOMHEMUS, JICHKOLUTO3, TPOMOOLIUTO3, FEMOJINTUYECKAs: aHEMUS, TUM(OaeHONaTHs.
Hapywenus co cmoporvl uMMyHHOU cucmembl

AnadmiakTuyeckrue 1 aHapUIAKTOUTHBIC PEaKIUH.

AnadpuiiakTuyeckue M aHaQUIAKTOUIHBIE PEaKIMM MOTYT MHOTJAa pa3BUBATbCA HaXke IOcCie
IpUMEHEHUs IepBOil 103bI Mpenapara.

Hapywenusa memaboauzma u numaHusi

['uneprivkeMusi, >kaxnaa, TUIOTIIMKEMHs, TOJarpa, THIOKATUEMUS, TKENas THITOTIMKEMUS,
BIUIOTH JIO Pa3BUTHUS TUIONTTUKEMUYECKOM KOMBI, 0COOEHHO Y OXHJIBIX MMAIlUEHTOB, NAIlIUEHTOB C
caxapHbIM Jua0eToM, NPUHUMAIOUIMX I[EepOpalibHble TMIIOMIMKEeMUYECKHE IIpernaparbl WIH
UHCYJIVH.

Icuxuueckue napywenus™

Hapymenue cHa, COHJIMBOCTb, TPEBOXKHOCTh, OECHOKOHCTBO, BO30YXKIEHHE, aKUTalMs,
«KOUIMapHbIE»  CHOBMJICHMs,  CIYTAaHHOCTb  CO3HAHUs,  JIENpeccHs,  TaJUIIOLMHAINH,
NICUXOTUYECKHE PEAKIIMH, IMOIMOHAIBHAS Ja0MIbHOCTh, HEPBO3HOCTh, HAPYIICHUS! BHUMAHHUS,
JIe30pUEHTAIHS, HApYIIEHUE TaMSTH, ACTHPHUIL.

Hapywenus co cmoponul nepsHoui cucmemvr™

["osioBOKpy>KeHHEe, TOJIOBHasE OOJb, TMOBBILICHHAs YTOMIISIEMOCTb, TpeMop, mnepudepuueckas
napanre3usi (aHoMajusi BOCHPUATHS YyBCTBAa O00NM), HapylleHHWE OOOHSHHUS, IOBBIIIEHNE
BHYTPUUYEPENTHOTO  JaBleHWs  (HOOpOKauecTBEHHAass  BHYTpUYEpENHAas  THIIEPTEH3HSA,
IICEB/IOONYXO0Jb MO3ra), OOMOPOYHBIE COCTOSIHMS, Ppa3BUTHE CYJOPOr, TUIEPKHHE3US,
TUIIOKUHE3US, TSKEJIble HEBPOJIOTHYEeCKHe peakiny, nepudepuyeckas HeliponaTtus (mapectesus,
TUIEPCTE3US).

Hapywenus co cmoponvl opeana 3penus™

Bonp B rnaszax, HapylieHHe 3peHHs, KOHBIOHKTHBHT, CJIE€30TCUEHHUE, TUILIONHSA, W3MEHEHHE
[[BETOBOCTIPHUATHSA, aMOnuonust, GoTododus, HapylIeHne akkoMoanuu, onedapur.

Hapywenus co cmoponul opeana cayxa u aabupunma™

bonp u myM B ymrax, CHUKEHUE Ciryxa.
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Hapywenus co cmoponwl cepoya™*

Omymienne cepaneOueHus, yymmaenne narepsana QT, Taxukapausi, CHHycoBasi OpaguKapaus,
IKCTPACUCTOIIUS, APUTMUS, TOTUMOpP(dHAsT KETyJ0UKOBasi TaXUKap s THIA «aIupyd T» (torsade
de pointes), creHokapus, OCTpasi UIIEMHSI MHOKap/ia, OCTAHOBKA Cep/lia.

Hapywenus co cmoponwl cocyoos™™

CHMXEeHHEe apTepHalbHOTO JIABJICHUS, MOBBIIICHUE apTePUAbHOTO JaBICHUS, Ba30AWIATaIMS,
TpOMO03 1IepeOpaIbHBIX aPTEPUH.

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epyOHOU KIIeMKU U CPeOOCMeHUs
Oppimika, OpoHXOCHa3M, Kalllellb, THUINEPCEKPelrs MOKPOTHI, T'PUINONOA00HBIE CHMIITOMBI,
CTPUAOD, YTHETEHHUE JBIXaHHUs, OTEK TOPTAHH WU JIETKHUX.

Kenyoouno-kuuieunvie napyueHus

CHKeHHe anmneTUTa Ui MOBBIIICHHE alleTUTa, HapylIeHue BKyca, TOIIHOTA, pPBOTA, IUCIICTICHS,
0onp B oO0MacTd JKMBOTA, METEOPHU3M, Juapes, 3amop, CTOMAaTUT, TaCTPOIHTEPUT,
IICEBOMEMOPAHO3HBII KOJIUT.

Hapywenus co cmoponvl neuenu u yHcenuesbleo0auux nymeti

[ToBhillIeHHE AKTUBHOCTU «IIEUEHOUYHBIX» TpaHcamMuHa3 (anmaHuHamuHoTpaHcdepassl (AJIT),
acnapratamuHoTpancdepasbl (ACT)), moBblieHre aKTUBHOCTH MenovHoi ¢ocdarassr (ILD),
NOBBINIEHNE KOHIIGHTpAaMu OwiupyOMHa B  KpOBM, HapymeHue (GYHKIWHA TICYCHH,
XOJIeCTaTHUECKas JKeNTyXa (OCOOCHHO Y MAlMEHTOB C MIEPEHECEHHBIMH 3a00JIEBAaHUSIMU TICUYEHH ),
renaTuT, TeaToOHEeKPO3.

Hapywenus co cmoponsl Kodtcu 1 nOOKONCHbIX MKAHeLl

3ya, hoToceHCMOUIM3aus, TOUEYHbIE KPOBOMBIUSHUS (IETEXUHN ), SKXUMO3, [[M1aHO3, y3JI0BaTast
DpUTEMA, CYXOCTh KOXH, IIOBBIIICHHOE TIIOTOOTAENICHNE, KpanmuBHUIA, YIPH, aJOMEIHs,
KOHTAKTHBIM JIepMaTUT, (ypyHKYIIE3, aHTHOHEBPOTHUUECKUN OTEK, IKC(HOIMATUBHBIA JAepMaTHT,
MynbTU(OPMHAsA OSKCCyAaTUBHAs dpuTema, cuHAapoM CruBeHca-/[>KOHCOHA, TOKCHYECKH
AMUJAEPMAIIBHBIA HEKPOJIH3.

Hapywenus co cmoponvl mbiuieunoul, ckeiemuou u coeOuHuUmenbHou mxkanu™

ApTpanrus, MUairus, TCHAUHUT U Pa3pbIB CyXOKUIHS (HapUMep, aXUIIOBA CYXOKUIHS). DTOT
no0ouHbIH 3P PeKT MoKeT HaOMIoAaThC B TeUeHue 48 1 rmociie Havasa JIeYeHHsI U MOXKEeT HOCUTh
JIBYCTOPOHHUH XapaKTep, MbIIIedHas c1abocTh, 000CTPEHHE TICEBIOTTAPATUTHIECCKON MUACTEHIH
(MuacteHuu gravis), 601 B TPY/U U CIHHE.

Hapywenus co cmopoHuvl nouex u Mouesbi8o0sauux nymetl

['emaTypus, KpucTaypus (Mpexae BCEro Npu IIEJOYHOH MOYe W HU3KOM JUypes3e), OTEKH,
TU3YpUs, HUKTYpUSA, TOJAYpUs, OOJh B TOYKaX, HWHGEKIHS MOYCBBIBOIIIINX ITyTEH,

TUIIEPKPEATUHEMUS, TUIIEPTIIOKO3YpHsl, TPOTCHHYPHUS.
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Hapywienus co cmoponsi penpodyxmusnoti cucthiest u Monbatisrtatetes = 1 2HOETE 0007)

V ’KEHIINH — BaTUHUT, JICHKOpesi, TMCMEHOpesl, MeHOpparus, MeTpopparus, 0011 B IPOMEXHOCTH,
Yy MY>KYHH — OPXHT, SIUAUIAMHUT.

Obwue napyuieHus u peaxyuu 8 mecme 66€0eHUs.

Actenust, nepuepuiecKue OTEKH, «IIPHIUBBD KPOBH K JIMITY, JEKapCTBEHHAS IMXOPaIKa, 03HOO,
obocTpeHune noppupun y naueHToB ¢ noppupueii.

Hpyaue 603mod1cHble Hedceramenvhble @ Gexmbl, OMHOCAWUECT KO 6CeM PMOPXUHOTOHAM
A1m03, ocTpasi Ho4e4yHasi HeZJOCTaTOYHOCTh, IPAHyYJIONUTO3, aHAPUIAKTUIECKUI IIOK, aHOCMH,
arakcusi, OyJule3Hasl CbIlb, II€YEHOYHAS HEIOCTaTOYHOCTh, MKOTA, THIICPHUTMEHTAIN,
UHTEPCTULMAIBHBIA HEQPHUT, HMHTEPCTUIMATIbHAS MHEBMOHHS, mepdopanus KUIICYHHUKA,
MaHHMAKaJbHbIE PEaKUUH, HUCTarM, OOJIE3HEHHOCTh CIM3UCTOH OOOJOYKH TIOJOCTH PTa,
NaHKPEaTUT, MaHIUTONCHUs, (HOOUH, YIUIMHEHHE MPOTPOMOMHOBOTO BPEMEHH, HeppoauTHas,
pabroMuomnms, CEHCOpPHBIE HapylIeHus, TUIOCKOKJIETOYHBIH pax, KapLUuHOMa,
TPOMOOIIMTONICHNYECKass MypIypa, TOKCHYECKUH TIICUX03, IICUXOTHUYECKHE HApYIIECHHUS C
NpUYMHEHUEM ce0e Bpesa, B PEKUX CIy4asx, BIUIOTh A0 CYHIMIAIBHBIX MBICICH WM TOIBITOK;
3ajIep’KKa MOYH, YBEUT, BACKYJIHT.

*B o4eHb peJKUX CIydasx Npu MPUMEHEHUH XUHOIOHOB U ()TOPXUHOJIOHOB, HHOT' 1A HE3aBHCUMO
OT HCXOJIHO UMEIOIINXCS (PaKTOPOB PHCKa, OBIIN 3apPETHCTPUPOBAHBI IITUTEIHHO COXPAHSIOLIHECS
(10 HECKOJIbKMX MECALEB WM JIeT), MHBAJUAWZHPYIOUIME W TMOTEHIHAIHLHO HeoOpaTuMbIe
cepbe3Hble TOOOYHBIE PEaKIMK Ha ITpernapar, 3aTparuBaroIie HeCKOJIbKO, a HHOTa U MHOXKECTBO,
KJIACCOB CHCTEM OPraHOB M OPraHOB YYBCTB (BKJIIOYas TaKHe peakiMM, KaK TEHIAUHUT, pa3pbiB
CYXOXKHITUS, apTpalTus, 00JIb B KOHEYHOCTSX, HApYIICHUE TIOXOAKH, HEMPOTIATHH, CBA3aHHBIC C
MapecTe3MsIMH, JICTIPECCHS, TOBBIIIEHHAS YTOMIIIEMOCTh, HAPYIICHNE TTAMSTH, HapyIIeHHE CHa, a
TaKXe HapyIlleHHs cIyXa, 3peHus, BKyca 1 000HsIHM) (cM. pa3zen 4.4).

**VY nmainueHToB, MoJMy4yaBIIUX (TOPXUHOJIOHBI, ObITM OTMEUEHBI CIIy4au Pa3BUTHS aHEBPU3MBI U
paccioeHusl a0pThl, MHOT/Ia OCIIOKHEHHBIX Pa3phIBOM (B TOM YHCIIE C JICTAIBHBIM HCXOAO0M), a
TaK)Ke perypruTariu/He0CTaTOYHOCTH JIF000TO KilanaHa cepama (cM. pasaen 4.4).

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0maTh 0 T10J03pEBAEMBIX HEXeNaTeIbHBIX pPEAaKLUUAX MOoCTe PerucTpalu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1ebi0 00ecrevyeHrs HeMPepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHUKaM pPEKOMEH]yeTCs
coolmaTe O JOOBIX MOJ03PEBAEMbBIX HEKENATENbHBIX PEeaKIMsIX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJaTeNIbHBIX PeakIUsIX TOCYAapCcTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus
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COCNEOOBATENBEHOCTE 0001)

deepanbHast ciyxk0a 10 Ham30py B cdepe 3apaBooxpaH

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:

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

4.9. Ilepeno3upoBka

CBezneHus o nepeo3upOBKE OTPAHUYECHBI.

Jleuenue

Crnenuduuecknii aHTUIOT HEU3BECTECH. IHIYKIUsI PBOTHI MJTM IPOMBIBAHHE JKEITY/IKA, aJIeKBaTHAS
TUApaTalysi, CAMIOTOMATUYECKAs TEPAIIHSL.

B cnyuyae mepeno3mpoBKH MAalMEHT AOKEH HAXOIUTHCS MOJ HAOII0JEHHEM B MEAULHUHCKOM
VUpEKICHUHU, TaKXKe PEKOMEHIOBAaHO H30erarb BO3JCHCTBUA COJHIIA M HCKYCCTBEHHOTO
yinbTpaduoneroBoro uanydeHus (Y OUN) B reuenue 5 qaeit. Heo6XxoaumMo mpoBOIMTE MOHUTOPUHT
anekTpokapauorpammel (OKI'), Tak kak Bo3MokHO yanuHeHue uHTepBana QT. I'emo- u

MEPUTOHEANIBHBIN TUaNN3 MpHU Nepeao3upoBke ManodhHeKTUBHBI (BHIBOAUTCS MeHee 3%).

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

®dapmakoTepaneBTUUYECKass TPYINa: aHTHOAKTEPHAIbHBIE CPEACTBA CUCTEMHOTO JCHCTBUS,
MIPOU3BOIHBIE XUHOJIOHA; (DTOPXUHOJIOHBI.

Kox ATX: JOIMAO9.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

[TpoTHBOMUKPOOHOE CPEACTBO HIMPOKOTO CIEKTpa ACHCTBHS, NMPOM3BOIHOE (PTOPXHHOIIOHA.
Wurubupyer 6axtepuansHyto JJHK-rupasy, oOecreunBaroniyto cBepXCHHpaIM3allil0 U TaKuM
obpa3om crabunsHocTh JIHK Oaktepuii (necradmnuzanus neneit JJHK npuBoaut k ux rubenn).
CnapdnokcauuH  o6gazaeT  MPOTUBOMUKPOOHOM  aKTHBHOCTBIO KaKk B OTHOUICHHUH
IPaMIOJI0KHUTEIBHBIX, TAK U TPAMOTPUIIATEIIFHBIX MUKPOOPTaHU3MOB.

CnapguiokcanyH akTHBEH IN VItro u in Vivo B OTHOIICHUH CISIYIOIINX MUKPOOPTaHU3MOB:
AbnpoOHBIE TpaMITONOXKHUTENFHBIE MHUKpoopranu3Mel: Staphylococcus aureus, Streptococcus
pneumoniae (MeHUIMILTHH-YyBCTBUTEIBHBIC IITAMMBI).

AspoOHbBIE TpaMOTpHIlaTeNIbHBIe MHKpoopranusmel: Enterobacter cloacae, Haemophilus
influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae, Moraxella catarrhalis.

JNpyrue mukpoopranusmbl: Chlamydia pneumoniae, Mycoplasma pneumoniae.
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Criap(IoKcaIyH akTHBEH iN Vitro B OTHOIIEHUN cnenm%m%%%a%@? CTb 0001)

AbdpoOHBIE TpaMITONIOKHUTEIbHBIE MUKpOOpraHu3MbL: Streptococcus agalactiae, Streptococcus
pneumoniae (MeHUIMUIMH-PE3UCTEHTHBIC INTaMMbI), Streptococcus pyogenes, Streptococcus
epynnwr Viridans, Staphylococcus spp. (MeTHIMIIMH-9YBCTBUTEIBHBIC ITAMMBI).

AspoOHBIE TpaMOTpHIIATEIbHBIE MHKpoOpranusmbel: Acinetobacter anitratus, Acinetobacter
Iwoffii, Citrobacter diversus, Enterobacter aerogenes, Escherichia coli, Klebsiella oxytoca,
Legionella pneumophila, Morganella morganii, Proteus mirabilis, Proteus vulgaris.
Crnap¢uiokcaliH XapakTepu3yeTcss BBICOKOW aKTUBHOCTBbIO B OTHomreHuH Mycobacterium
tuberculosis, BkJIrOUast MHOXECTBEHHO PE3UCTEHTHBIC IIITAMMBI.

Cnapduokcanun He »d¢dexktuBen mnpotus: Treponema pallidum, Staphylococcus spp.
(METHIMJUIMH-PE3UCTEHTHBIE IITAMMBI).

XVHOJIOHBI OTIMYAIOTCS MO XUMHYECKOH CTPYKType U CHOCO0y AEMCTBHUS OT [3-JIaKTaMHBIX
aHTHOMOTHKOB. ClleJ0BaTeIbHO, XMHOJIOHBI MOTYT OBITh AKTUBHBIMH IIPOTUB OaKTepuH,
YCTOHYMBBIX K B-TaKTAMHOMY aHTHOHOTHKY.

PesuctenTHOCTH K criap(ioKCcallMHy pa3BUBAETCs KpaiiHEe MEJIEHHO.

He oTmedeHO mepekpecTHONW PE3UCTEHTHOCTH K APYTUM MPOTHBOMHUKPOOHBIM IMpernaparam.
Ob6nagaer mocTaHTHOMOTHYECKUM 3(P(HEKTOM: MUKPOOPTaHU3MBl HE PAa3MHOXKAIOTCS B TEUCHUE
0,5-4 4 moce Bcue3HOBEHUS MpenapaTa u3 IIa3Mebl.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

Abcopbuus mocie npuemMa BHYTpb — OKoslo 92%. CteneHb BcachblBaHMS HE U3MEHSETCs IMpU
pUeMe IpernapaTa BMECTE€ C IUIIEH, B TOM YHCJIE C BBICOKUM COJEpP’KaHUEM >KUPOB, WIIU
MOJIOKOM. Bpemsi JocTwkeHuss MaKCUMallbHOM KOHLEHTpaluu T10ciie TMpueMa BHYTpPb
400 mr — 3—6 4. KoHueHTpamus mnpenapara B CHIBOPOTKE KPOBU MMEET JIMHEHHYIO 3aBUCUMOCTh
OT BETTUYMHBI IPUHSATOM JTO3BI.

Pacnpenenenne

Xopomo pacnpenensercs B TKaHsAX OPraHu3Ma; KOHLEHTpalus B TKAHAX U KUIKOCTAX HMKHHUX
JBIXaTENIbHBIX ITyTel MPEBbIIIAeT KOHIEHTPALMIO B I1a3Me B 3—6 pas.

OOHapyXMBaeTCs B BHICOKMX KOHLIEHTPAIMSIX B aJIbBEOJSIPHBIX Makpodarax.

TepaneBTuyeckue KOHIEHTPALUU JOCTUTAIOTCS B CIIOHE, KEJTYH, KUIIEYHHUKE, OpraHax OpIoLIHON
MOJIOCTH M MaJIoro Ta3a, MOYKaxX U MOYEBBIBOJSIIMX OpPraHax, JEro4YHOM TKaHHU, OPOHXUAIBHOM
CeKpere, KOCTHOM TKAaHM, MBIIIIAX, CUHOBUAJIBHOW JKUJIKOCTH U CYCTaBHBIX Xpsliax,
[IEPUTOHEAIBLHON KUAKOCTH, KOXKE.

B cniuHHOMO3roBOI ¥ BHYTPUTIIa3HOM KUIKOCTH OOHapyxuBaeTcs auillb 10% OT KOHIEHTpauu

npernapara B IUIa3Me.
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[Ipenapar umeer OosbiION 00BEM pacmpeneneHus — 3'53:'_0:8_1!?/;{[; EC‘BE@E%EJ']KE&I‘&' :I:'H'Ill.ISMBI

KPOBHU (IPEUMYILECTBEHHO allbOYMHHAMH) COCTaBIsIET 0KOJI0 45%.

Buorpancdopmarus

Mertabonu3upyercss B TICUCHH, TIJIABHBIM 00pa3oM, B pe3ysibTaTe TIIIOKYPOHU3AIUU C
00pa3oBaHNEM KOHBIOTATA TIIIOKYPOHH/IA.

DJIMMUHALMS

BoeiBogutes kumednukoM (50%) u 50% mnoukamu (TyOynspHas QuibTpanus U KaHAIbIEBas
CEKpelysi) — U3 HUX B HEM3MEHEHHOM BHJie 0k0Ji0 10% OT nepopanbHO IPUHATOM J103bI.

[Tepuon nmonyBeiBeneHust — 16—30 u.

Oco0BbIe IPVIIILI TAIUEHTOB

Tooscunoii 6ozpacm

dapmakoKMHETHKA criap@uioKcalliHa HEe U3MEHEHa Y MOXKHIIBIX JIF0JeH ¢ HopMallbHOU (yHKLHEH
HOYEK.

Iloueunas neoocmamounocmo

VY DanmMeHToB ¢ MOYEYHOW HEJOCTATOYHOCTHIO (KIMpeHC KpeaTHHHHA <50 MII/MUH), KOHEYHBINA
HepuoJ IMOJIyBbIBEACHUS cnapdiokcaluHa y/uIMHsAeTcs. Pa3oBble WJIM MHOTOKpaTHbIE J03bI
cnap¢UioKkcaliHa y TAalMEeHTOB C pa3jIMYyHOW CTENEHbI0 IOYE€YHOH HEJOCTaTOYHOCTH
ONpEeNeNAIOTC B IUIa3ME€ KPOBHM B KOHILEHTpAIMSIX, KOTOpPbIE B JiBa pa3a IPEBHIAIOT
Ha0JIr01aeMble y TAIIMEHTOB ¢ HOPMAIbHOH (PYHKIHEH MOYeK.

Ileuenounas nedocmamounocms

dapmakoKMHETHKa crapdiaokcalmHa He H3MEHseTcs Yy MalUeHTOB C JIETKOW WM CpeaHen
TSKECTH NEYEHOYHOW HE0CTAaTOYHOCThIO 0€3 XosecTasa.

Ilon

dapMakOKHHETHKA CIIap(IIOKCAllMHA Y MYKUMH U KEHILUH He pa3IyaeTcs.

Jemu

®apMaKOKMHETHKA criap@uioKkcalliHa y AeTel He u3ydanach.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
Llennmronosa mukpokpucramummueckas (MKI[-101)
IToBunoH-K25

Kpaxmain kykypy3HbIit

Kpocnosuion

Marnus creapar

erMHI/IH JHOKCH I KOJIJTOUTHBIH
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CocraB 000JI0YKH:

I10JIMBUHUIIOBBIN CIIUPT

Maxkporon-4000

Turtana Iuoxkcun

Kpacurens xene3a OKkCu JKenThli

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHutb 1pu Temrneparype He Boiie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

I[lo 1, 2, 5, 6 wimm 10 TabmeTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY W3 IUICHKU
NOJMBUHUIXJIOPUIHON, JHOO TUIGHKH TTOJHMBUHWIXJIOPUIHON/ TIOMMBUHWINICHXIOPUIHON |
(GoJIbru aMIFOMUHNEBOM NEYaTHON JTAKUPOBAHHOM.

Umu mo 1, 2, 5, 6 unu 10 TabneTok B KOHTYPHYIO SUEHKOBYIO YNAKOBKY K3 MaTepuana
KOMOMHHPOBAHHOTO Ha OCHOBE (POJIBIH (TPEXCIOUHBIN MaTepuall, BKIIOUAIONIUN aTFOMUHHEBYIO
Gobry, IIEHKY U3 OPUEHTUPOBAHHOTO MOJIMAMH/IA, TOJMBUHIIIXJIOPUIHYIO TUICHKY) U (OIBru
AJTIOMUHHUEBOM NI€YaTHOM JTAaKUPOBAHHOM.

1,2,3,4,5,6 unn 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLIMEH 1O MEAULIUHCKOMY
NPUMEHEHHIO (JIMCTOK-BKJIA/IBIII) TOMELIA0T B KAPTOHHYIO YIIAKOBKY (ITAUKYy).

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBIX IOcjie NpPHMEHEeHUus:
JICKApPCTBEHHOI'0 MpeNnaparTa u Apyrue MaHUIYJSIAH C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus
000 «ATomm»

445351, Camapckas o0:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

7.1. IlpeacraBuTe/ib AepaKaTelisi perHCTPALIMOHHOIO YI10CTOBePeHus

[Iperensnn moTpeOUTEIEH HAIIPABIISITH 110 AAPECY:

Poccus

000 «O308»
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445351, Camapckas 0011., 1.0. JKUrynesck, T. }KI/]FVJ'IGBCK,( QJI'I:I fﬂ@%ﬁﬁ%ﬂéﬁ" E'FGT 5 0001)

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA TEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTta mepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmiass  xapakTepucTuka JIeKapcTBeHHOTro mpenapara CrnapdiokcandH JOCTYIIHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiCcKOro HSKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-

KOMMYHHKaIMOHHOU cetn «HTepHeT» hitps://eec.eaeunion.org/.
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