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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOITPEMAPATFAS 1003

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hudypoxcasua, 100 Mr, kancybt

Hudypoxcasum, 200 Mr, Karncyibt

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB
JleiicTByromee BenecTBO: HU(PYpOKca3ua

Hudypokcasun, 100 Mr, KarcyJsl

Kaxxnas kancyna comepxut 100 mr Hudypokcasuna.
BcnomorarenbHbIe BElIECTBA, HAIMYNUE KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: caxaposa (cm. pazuen 4.3, 4.4).

Hudypokcasun, 200 Mr, KancyJsl

Kaxxnas xancyna cogepxut 200 mr Hudypokcazusa.

BcnomorarenbHbIe BElIECTBA, HAIMYNUE KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: caxaposa (cm. pazuen 4.3, 4.4).

[ToHBIN NTepevYeHb BCIIOMOTATEIbHBIX BEIIECTB IMPUBEICH B pasnaeie 6.1.

3. JEKAPCTBEHHASI ®OPMA

Kancynsr.

Hudvypokcazua, 100 Mr, KancyJibl.

TBepI[LIe JKCIIATUHOBBIC KalICYJIbL Ne 2 sxenroro OBCTA. CO,[[Cp)KI/IMOC Karcyia — CMEChb
IMOPOIIKa U T'paHyJI KEJITOI'O IIBECTA.

Hudvypokcazua, 200 mMr, KacyJisl.

Teepapie sxematuHoBble Kamcynbl Ne O skenroro 1mBera. Copaepxumoe Karcyl — CMeECh
MOPOLIKA U TPaHyJI XKEJITOro IBeTa.

4. KIMHUYECKHUE JJAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

Octpast OakTepualibHasl auapesi, MpOTeKarImas ©0e3 yXyAIIeHUs OOIIero COCTOSHHS,
MOBBIIIEHUS TEMIEPaTyphl Tela, UHTOKCUKAIIUH.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBanus

Bspocnvie

JHoszuposka 100 m2

200 mr (2 xancynsl o 100 mr) 4 paza B CyTKH (MHTEpBaJl MEXAY MpUeMaMu 6 4).

JHosuposka 200 m2

200 mr (1 xarncyma mo 200 mr) 4 pa3a B CyTKU (MHTEpBAJI MKy pUeMaMu 6 1).
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Hetsim B Bozpacte oT 3 o 6 sier: 200 mr (2 kancynsl no 100 mr nnm 1 xancyna no 200 mr)
3 pa3a B CyTKH (MHTEpBaJl MEXy IPUEMaMHu § 9).

Hetssm B Bo3pacte oT 6 set g0 18 mer: 200 mr (2 kamcynsl mo 100 mMr wim 1 kancyna mo
200 mr) 3—4 paza B cyTkH (MHTEpBaAJI MEXKAY pueMaMu 6—8 1).

[TpomomKUTETHLHOCTD Kypea JieueHus: S—7 nHeil, Ho He Oornee 7 THEH.

Ecnu B TeueHune nepBbIX 3 AHEH MpreMa yayqlieHus] He HACTYIHIIO, TO CIeAyeT 0OpaTUTHCS K
Bpauy. [IpumensiiTe npenapar TOJIBKO COTVIACHO TOMY CIIOCOOY NMPUMEHEHUS U B TeX J03aX,
KOTOpBIE YKa3aHbl B HHCTPYKITUH.

Cnoco0 rnpuMeHeHus

Bnytps.

Karncyny cremyeT nmporiaTeiBaTh HETMKOM, 3aIIMBasi HEOOJIBIIMM KOJIMYECTBOM BOJIBI.

4.3. IlpoTuBONOKA3aAHUS

— TUIIEPYYBCTBUTEIBHOCTh K HH(YpPOKCa3uay, K MPOU3BOAHBIM HUTpOdypaHa WIH K
JTr000MY M3 BCIIOMOTATEIbHBIX BEIIECTB, IEPCYUCIICHHBIX B pa3ene 6.1,

— OCpEMEHHOCTb,

— JETCKUM BO3PACT 110 3-X JIET,

- HACJIC/ICTBEHHAsT HETEePEHOCHUMOCTb (PPYKTO3bI, CHHAPOM TIJIFOKO30-TaTaKTO3HOM
ManbabcopOIMu win JAehUUIUT caxapasbl W H30MaibTa3bl (M3-3a HAJIWYUS B COCTaBe
mpernapara caxapo3bl).

4.4. OcoOble yKka3aHus ¥ MepPbI MPEeT0CTOPOKHOCTH MPH MPUMEHEHUH

C 0CTOPOKHOCTEIO

3a0oseBaHus TEUEHH, AJKOTOJIM3M, YEPElHO-MO3roBasi TpaBMa, 3a00JIeBaHUS T'OJOBHOTO
MO3ra, IMEepUoj JAaKTaluu, JeTCKUH Bo3pacT. Ilpu JsiedeHuMu 1uaped OJHOBPEMEHHO C
Tepanuel HUQypoKca3HuIoM HEOOXOJUMO NPOBOJUTH pErUApATallMOHHYIO Tepanuio. B
ciydae OakTepualbHON JUaper ¢ MpU3HAKaMH CUCTEMHOIO Mopa)keHus (yXyauleHre oOIIero
COCTOSIHUSI, TIOBBINICHUE TEMIIEPATyphl Tela, CHUMIITOMBI WHTOKCUKAIIMHA VI WHQEKIIH)
clefyeT oOpaTHTbCA K Bpady JAJs PELIeHUs BOMpoca O NMPUMEHEHUH aHTHOAKTEpHAJIbHBIX
IpenapaToB CUCTEMHOro JAeictBus. IIpu MOsSBIEHMH CUMNITOMOB THIIEPUYBCTBUTEIBHOCTU
(omplKa, OTEK JHIa, TyO, sI3bIKa, KOXKHAS CHIITb, KOKHBIA 3yI) CIENYeT MPEKPaTHTh MPHEM
npemnapara. YHorpeOIeHre aqKoroys BO BpeMs Tepanuy HUPYPOKCA3HUIOM 3aIPEIICHO.
Cneyuanvhasn ungopmayus no 6CHOMO2AMeNbHbIM eUeCmEam

PazoBast no3a (200 mr) nmpenapara Hudypokcasug comepxut okono 66,00 Mr caxapo3sbl, 4To

cootBerctByeT 0,0066 xnebHoi eauHuiel (XE). Makcumanbnas cyrouHas mosa (800 mr)
2
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4.5. B3anMoaeicTBUsI ¢ JAPYrMMHU JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3aUMO/JeHCTBHUS

He pekoMenayercsi ofHOBpeMEHHOE NMPUMEHEHHE C MperapaTaMy, BbI3bIBAIOIIUMU Pa3BUTHE
TUCYIIb(PUPAMONIONOOHBIX peakiuii (007b B KUBOTE, TOIIHOTA, PBOTA, T'OJIOBHAs OOJb,
TaXWKapaus, HEYETKOCTh 3PEHHUs, CIadO0CTh, CYJOpOTH), C JEKApCTBEHHBIMU IIperapaTrami,
YTHETAIOMUME (YHKIIUIO HEHTpaJbHOW HEpBHOM cuctembl. Eciu Bel mpuHuMmaere apyrue
JIEeKapCTBEHHBIE Tpernaparsl (B TOM 4yHciie Oe3pelienTypHbIe), epel IPUMEHEHHEM Mpernapara
Hudypokcazun npokoHCYIbTUPYHTECH C BpauoM.

4.6. ®epTUIBHOCTDH, 0€PEMEHHOCTD U JIAKTAL U

bepeMeHHOCTh

Jlannple 1O mpuUMeHeHUI0 Hudypokcazuga y OepeMEeHHBIX JKEHIIMH OrpaHUYECHBI.
HccnenoBanusi Ha UBOTHBIX B OTHOIICHUWU PEMPOAYKTUBHON TOKCHYHOCTH HEIOCTATOYHBHI.
Hudypokcasun nposiBisieT BO3MOKHBIM MyTareHHbI noteHuuan (cM. paszaen 5.3). Iloatomy
HU(PYPOKCA3U]] HE PEKOMEHIIyeTCSl MPUMEHATh BO BpeMs OCpEMEHHOCTH U €ro He CIeayeT
Ha3Ha4yaTh >KCHIIUHAM JETOPOJHOTO BO3PacTa, HE HCIMOJB3YIOMUM 3(h()EKTHBHBIE METObI
KOHTpALICTIIUH.

JlakTanus

HeussectHo, Bblaensercs 1M HUQYpPOKCA3UJ WIM €ro MeTadoJIUThl B TPYAHOE MOJOKO.
[Tockonbky Hubypokcasug o0nagaeT HU3KOH OMOJOCTYMHOCTBIO (BCachlBaHUE U3
KEITYA0YHO-KUIIIEYHOTO TpakTa cocTaBiuseT 10-20 % oT mpuHATON M03bI), €r0 KOJIUYECTBO B
TPYZAHOM MOJIOKE, BEpOSITHO, OyneT HU3KUM. OJHAKO HeNb3s HCKIIOYUTH BIUSHUE Ha
MUKpPOQIIOPY KEITYAOYHO-KMILIEYHOIO TpakTa MIIAJEHLEB, HAXOIAIIUXCS Ha TPYIHOM
BCKApMJIMBaHUM. B CBSI3M € OTCYTCTBHEM KJIMHHMYECKOTO OIBITA INPUMEHEHMS JICUECHUE
HU(YPOKCA3UIOM B MEPHOJ IPYIHOTO BCKAPMIUBAHUS HE PEKOMEHTyeTCsl.

DdepTUIbHOCTD

B uccnenoBaHusIX Ha KUBOTHBIX HE OBUIO MOIYYEHO JOCTATOYHOW WH(POPMAIUU O BIMSHUA
HU(YpOKcazuaa Ha PepTHILHOCTb.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeICTBAMHU M PadoTaTh C
MeXaHH3MaMHu

[Mpenmapar Hudypokcasun He oOKa3blBaeT BIUSHHUS HAa CIIOCOOHOCTh K  YIPABICHHUIO

TPAHCIIOPTHBIMU CPCACTBAMU U MECXAHU3MAMH.



MY OTUETY

25 N= 3843

COOTBETCTEYET 3KI
ot 15.02

(NOCNEQCBATENEHOCTE 0003)

[

4.8. HexxenaTesbHbIE peaKIIUU

PesroMe HexxenaTeabHbBIX PeaKIni

Aueprudeckue peakiuu (KOKHas ChIllb, KPalMBHHUIA, OTeK KBHHKE, aHaQHIAKTHYECKUAN
III0K).

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HCXKCJIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O ™OA03peBAaEMbIX HEXKENIATENbHBIX pPEAKUUAX IMOCIe PEerHCTpaluu
npernapara ¢ LeNbl0 00ecredeHrsT HEMPEPHIBHOTO MOHUTOPHHIA COOTHOIIEHUS «II0JIb3a —
PHUCK» JIEKapCTBEHHOTO Ipenapara. MeauIMHCKUM pabOTHUKAM PEKOMEH]IyeTCs COO0IaTh O
T00BIX TOAO03PEBAEMBIX HEKENATEIbHBIX pEaKUUsiX JIEKapCTBEHHOIO Ipernapara uepes
HAl[MOHAJbHBIE CUCTEMBl COOOIIEHMSI O HEXENATEIbHBIX PEAKIHUSAX TOCyAapCTB-WICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus

109012, r. Mocksa, CnaBsiHCcKas 1iomans, 1. 4, ctp. 1

®DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHeHUS

Tenedonsr: +7 800 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Cailt B H(GOPMAIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEepHETY:!
https://www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMnTOMBI IEPEIO3UPOBKH HE N3BECTHBI. JIeueHne CUMITOMaTHYECKOE.

5. PAPMAKOJIOTUYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

®apMakoTepaneBTUYeCKas rpynna: [IPOTUBOANAPEIHBIE, KHILEYHbIE
IPOTHBOBOCTIAIMTEIbHBIE/ TIPOTUBOMUKPOOHBIE CPECTBA; KUIIEYHbIE MPOTHMBOMHUKPOOHBIE
CpEeZCTBa; APYyrue KUIIEUHble IPOTUBOMUKPOOHBIE CPECTRA.

Koxg ATX: A07AX03

MexaHu3M IelCcTBUS

Hudypokcasun — npoTMBOMUKpPOOHOE CpeACTBO, MPOM3BOAHOE HUTpodypaHa. biokupyer
aKTUBHOCTH JIETHJIPOT€HA3 U YrHETAeT JbIXaTeIbHbIE 1IETH, [IUKJI TPUKAPOOHOBBIX KUCIOT U
psaA Apyrux OMOXMMHYECKMX TIPOIECCOB B MHMKPOOHOW kieTke. Paspymaer memOpany
MUKpPOOHOM  KJIETKH, CHIKAaeT NPOAYKIMIO TOKCHHOB MHKpoopranusmamu. Csoe
aHTHOAKTepUAIbHOE ACWCTBUE OKA3bIBAET UCKIIOUYUTEIHHO B IPOCBETE KUIIEYHUKA.

dapmakoauaamuyeckue 3P PeKTol

BeicokoaktuBen B ortHomiennn Campylobacter jejuni, Escherichia coli, Salmonella spp.,
Shigella spp., Clostridium perfringens, Vibrio cholerae, marorennsix Vibrions u Vibrio
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Citrobacter spp., Enterobacter cloacae u Proteus indologenes. PesucteHTHBI K
nudypokcasuay: Klebsiella spp., Proteus mirabilis, Providencia spp., Pseudomonas spp.

He napymaer paBHoBecue KuuieuHoil Mukpoduiopbl. Ilpu octpoii OakrepuaibHON quapee
BOCCTaHABIIMBaeT 2yOHO3 KuIlleyHHKa. [Ipn MHQUIMPOBAHMHM SHTEPOTPONHBIMU BUPYCAMHU
NPEMSATCTBYET Pa3BUTHIO OAKTEPUAIBHON CyNepUH(EKINH.

5.2. dapMaKkoKHUHeTHYeCKHUe CBOHCTBA

AOGcopbuus

[Tocne mpuema BHYTpb HUbYypokca3zug dacTuyHO BcacbiBaeTcs (10-20 %) u3 KemnyaodHo-
KHUIIEYHOIO TpakTa M B 3HAYUTENIbHOM creneHu Merabonusupyercs. OCHOBHas 4acTh
JEHCTBYIOIIETO BELIECTBA LIUPKYJIHUPYET B KPOBU B BHJI€ META0OJIUTOB.

DJIMMUHALNS

Hudypokcazun BwiBoauTcs KuiiedHukoM: 20 % B HEM3MEHEHHOM BHJE, a OCTalIbHOE
KOJINYECTBO HU(YPOKCA3H/IA BBIBOJAUTCS XUMHUECKH H3MEHEHHBIM.

5.3. /lanHble TOKJIUHUYECKOH 0€30IacCHOCTH

Hudypoxkcazun nposiBiaseT BO3MOXKHBIM MyTareHHbIA MOTEHIIAA.

Kanueporenuslii moTteHuuan HUQYpoKcasuaa oleHuBainu Ha Mbimax (50/mon/rpymma) u
Kpbicax (52/mon/rpymnma), mojiydaBIIMX HU(PYpOKcasuj ¢ nuileld B TeueHue 2 yer B nose 0,
200, 600 nmm 1800 mr/kr/menb. HecMoTpss Ha MyTareHHbIE CBOMCTBA, KaHLEPOI€HHOCTh
HU(YpOKCa3ua HU Ha MBIIIaX, HU Ha KpbIcax He Oblia JI0Ka3aHa.

OcCHOBBIBasICh Ha CPAaBHEHUU J103 B [IEPECUETE HA IUIOLIAIb IOBEPXHOCTH TE€JA, B ABYXJIETHUX
MCCJIEIOBAHMSIX HA MBIIIAX U Kpbicax (B mo3ax 5400 mr/m® 1 10800 mr/m?, COOTBETCTBEHHO)
mpenapar okxasbiBan Bo3zgeiictBue B 11 u 22 pa3a, COOTBETCTBEHHO, IPEBBIIIAOIIEE
BO3/IEHCTBUE MaKCUMalbHOM 11036l /Ui yenoseka (1800 mr, unu 493 mr/m? IIpY Macce Teja
narnuenTta 60 kr).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BelIECTB

LEJUTI0JI03a MUKpOKpUcTayunyeckas 102

KpaxMaJl KapToQesbHbIN

MarHus creapar

caxaposa

KarcyJbl TBEPABIC KEJIATHHOBBIC

JKEJIaTHUH, THTaHa JUOKCHII, puOodIiaBUH.
6.2. HecoBMecTHMOCTH

He npumenumo.
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2 roja.

6.4. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHUTh MIPU TEMIIEPATYPE HE BbILIE 25 C.

6.5. XapakTep u coaep:kaHue NEPBUYHOI YIIAKOBKHU

ITo 10 xamncyn (mo3upoBkoit 100 mr) mmm mo 8 wmmm 10 xamcyn (mo3upoBkoit 200 Mr)
[OMELIAIOT B KOHTYPHYIO SUYEHKOBYIO YIAKOBKY M3 IUIEHKM HOJMBUHWIXJIOPUAHON WM
HOJMBUHUIIXJIOPUIHON/IOIUBUHUINIEHXIOPUIHON U (OJBIU  ATOMUHHMEBOH Ie4aTHOU
JTAKUPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYpPHBIX A4EHKOBBIX yrnakoBok 1o 10 kancyn (s no3upoBku 100 Mr) umm
mo 1, 2, 3, 4, 5 KOHTYpHBIX SYEHKOBBIX ymakoBok mo 10 xamcynm wiu mo 1, 2, 3, 4, 5, 6
KOHTYPHBIX SYEWKOBBIX YMaKOBOK 1o 8§ kamcyn (mis mgo3upoBku 200 Mr) BMecTe C
MHCTPYKLMEH 110 IPUMEHEHHIO TIOMEIAIOT B MaYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl NPEIOCTOPOKHOCTH TPH YHUUYTOKEHHHM WCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Ipenaparta MWJINM OTXOA0B, IMOJYYEeHHbIX IOcCJe NPHUMEHEeHUus!
JIECKAPCTBEHHOI0 Npenapara u Apyrue MaAaHUIYJISINMH C IIPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Pecniybnuka Kumnp

ABBA ®apwmacerotukanc JIta.

23A Cnupy Kunpuany, 4001 Meca I'elitonus, JIumaccon, Kumnp.

7.1. IlpencraBuTe b AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHH s

[Iperen3un norpedbUTENEH HAIPABIATE 110 aIPECY:

Poccuiickas @enepanus

AO «™ABBA PYC»

121614, r. Mockga, yi. Kpeutatckue Xonwmsl, 1. 30, koprr. 9
Ten.: +7 (495) 956-75-54

OnexTpoHHas noyra: drug.safety@avva-rus.ru

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHUS
JITT-Ne(002775)-(PT-RU)

9. JTATA NEPBUYHOM PETUCTPAIIMM (ITOATBEPXKJIEHUS PETUCTPAIIUN,
NEPEPETUCTPALINN)
Hata nepoii peructpanun: 14.07.2023
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10. JATA HEPECMOTPA TEKCTA

OOmasi XapakTepuUCTHKa JIEKapCTBEHHOro rmpenapara Hudypokcasun mocrymHa Ha
UHPOPMALIMOHHOM TmopTasie EBpa3uiickoro 3KOHOMHUYECKOTO COK03a B HH(OpMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.



