COOTBETCTE 'Z{ET SKCNEPTHOMY OTUYETY

ot 18.09.2025 N° 23550

OBILASI XAPAKTEPHUCTHKA JIEKAPCTBEHHOTO MPENAPATA- = U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hasnapt, 200 Mr, KancyJsl.

2. KAUECTBEHHBIN U1 KOJNYECTBEHHBIN COCTAB

JleiicTBy1o111ee BEIECTBO: HU(PYPOKCA3HI.
Kaxnas xancyna cogepxut 200 mr Hudypokcasuaa.

BemecTa, Hanmume KOTOPBIX HaJ0 YYUTHIBAThH B COCTAaBE JICKAPCTBEHHOT'O Iperapara: caxaposa (CM.
pazneinsl 4.3, 4.4).

[TonHbIi epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEAEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancymbr.

TBepable xenatTuHoBbIe Karcyibl Ne O skentoro usera. CouepKuUMoe Karcysid — CMECh MOPOIIKA U
IpaHyJI ’KeJIToro 1BeTa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3zaHusl K NPUMEHEHUIO

IIpenapaT nokasaH K IPUMEHEHUIO y B3pPOCIbIX U JA€Tel B Bo3pacte oT 3 1o 18 ner, npu:

— OCTpOl OaKTepHallbHOM JHapee, MpOTEKaromel O0e3 yXyamieHHus OOIIEro COCTOSHUS,
MOBBIIICHUS TCMIICPATYPHI TCJIAd, MHTOKCHUKAIIUU.

4.2. Pe:kxum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM I

PexxuM no3upoBaHusa

Bspocnvie

ITo 200 mr (1 kamcyna) 4 pa3a B CyTKH (HHTEpBAJl MEXy IpueMamu 6 9).
[TpomomkuTeNnbHOCT Kypca JieueHus 5—7 qHel, Ho He OoJiee 7 THEH.

CTHU

Jlemsam 6 6o3pacme om 3 nem 0o 6 nem: 200 mr (1 karcyna) 3 pa3za B CyTKH (MHTEPBAT MEKTY
IprUeMaMH 8 ).

Jlemsam 6 6ospacme om 6 nem 0o 18 nem: 200 mr (1 kancyna) 3—4 paza B CyTKH (MHTEPBA MEXITY
npuemMamu 6—8 4).

[Ipemapar JlaBnapT He ciienyeT NpUMEHATh y AeTed B Bo3pacte oT 0 mo 3 jeT s JaHHOU
JIEKapCTBEHHON ()OPMBI B CBSI3U C HEBO3MOXXHOCTBIO 00€CIICUUTh PEXKHUM JTO3UPOBAHUS.

[IpomomkuTeNnbHOCT Kypca JieueHus 5—7 qHel, Ho He OoJiee 7 THEH.

[Ipenapat nmpuMeHsIETCS TOJBKO COTJIACHO TOMY CIIOCOOYy NMPUMEHEHHUS M B T€X 103aX, KOTOpBIE
yKa3aHbl B JAHHOM paslere.
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IIPOKOHCYJIBTUPOBATHLCS C BPAYOM.

Croco0 mpuMeHeHus

BnyTps.
Kancyny crneayer nporiaTsiBaTh LIETUKOM, 3alMBasi HEOOJIBIINM KOJIMYECTBOM BOJIBI.

4.3. [IporuBOoNOKA3aHUS

— ['mnepuyBCTBUTENBHOCT K HU(YPOKCa3uIy, IPOU3BOAHBIM HUTPOhYypaHa WK K JTF000MY U3
BCIIOMOTATENbHBIX BELIECTB, IEPEUNCICHHBIX B pa3zaene 6.1;

— OepeMeHHOCTh (CM. paszzen 4.6);

— JIETCKUI BO3PAcCT 10 3-X JIeT (B CBSI3U C HEBO3ZMOXKHOCTBIO O0ECTICUUTD PEXXKHUM JI03UPOBAHMS);
— HEMEePEHOCUMOCTh  (PYKTO3BI, TJIFOKO30-TAJIAKTO3HAs MalbaOcopOnus wWid  JAeUINAT
caxapa3bl-U30MajbTO3bl (M. pa3zaen 4.4).

4.4. OcoOble ykazaHus 1 MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHU U

[Ipu neyeHuu auapen OJHOBPEMEHHO C Tepanuell HU(QypOKCa3HIOM HEOOXOIUMO MPOBOIAMTH
peruapaTaiioHHyI0 Tepanuio.

B crnydae GakrepwanbHOW AWapew C MpPU3HAKAMU CUCTEMHOTO MOpakeHUs (yXyIIIeHHe OO0IIero
COCTOSIHHSI, TIOBBIIIICHUE TEMIIEpATyphl Tella, CAMITOMBI WHTOKCUKAIIUU WJIM WH(EKIINN) CIeTyeT
0o0paTUTBhCS K Bpaudy JUId pEIIeHUs BOMPOCAa O NPUMEHEHUH aHTHOAKTEpHAIbHBIX MpenapaToB
CUCTEMHOTO IEUCTBUSL.

[Tpyu MOSIBJICHUH CHMITOMOB THIIEPYYBCTBUTEIHHOCTH (OJBIIIKA, OTEK JIMIA, Ty0, S3bIKa, KOXKHAS
CBhIIb, KOXKHBIHN 3y]1) ClIeZyeT IPEeKpaTUTh MpUeM Ipernapara.

YnotpebieHue ankoroys BO BpeMs Tepanuu HUPYPOKCA3UIOM 3aMpeIieHo.

BcnomorarenpHBIE BElIeCTBA

IIpenapar laBiapt comepkutT caxaposy. [lanveHTam ¢ penko BCTPEUYAIOLICHCS HACIEACTBEHHOMU
HETIEPEHOCUMOCTBIO  (DPYKTO3BI, TIFOKO30-TaJaKTO3HOW MajabaOcopOImenn Wi JAePUIIUITOM
caxapa3bl-U30MajbTO3bl HE CIEAYET IPUHUMATh JaHHBIN JIEKapCTBEHHBIN Mpenapar.

Opna pa3oBas j03a (1 karncyna) mpenapara COACP>KUT OKOJIO 66 MT' caxapo3bl, YTO COOTBETCTBYET
0,0066 xnebnoit enunuipl (XE). MakcumanbHas CyTO4YHas J103a Ui JeTei B Bo3pacTe A0 6 Jer
(3 xancynel) cogepkut 198 Mr caxapossl, uto coorBeTcTByeT 0,0198 XE. MakcumanbHas cyTouHas
71032 JJ1s1 B3POCIBIX (4 Kamcybl) coaepxuT 264 Mr caxapo3sbl, uTo coorBercTByeT 0,0264 XE.

4.5. B3aumMoaelcTBUAI ¢ [JPYIrHMHM JIEKAPDCTBEHHBLIMM MNpenapaTtaMM ¢ Jpyrue BH/bI
B3aMMOJeHCTBHS

He pexomenayercss oaHOBpeMEHHOE NpPUMEHEHHE C TpernaparaMiy, BBI3BIBAIOIIMMU PpPa3BUTHE
IUCYTB(UPAMOIIOIOOHBIX peakiuii (00Ib B )KUBOTE, TOIIHOTA, PBOTA, TOJIOBHAS 00JIb, TAXUKAPUS,
HEYETKOCTh 3pEHHs], CJIaboCTh, CYAOPOTH), C JIEKapCTBEHHBIMH IIperapaTamMy, YTHETAIOIIMMHU
(YHKIHIO IEHTPAJIbHOW HEPBHOM CUCTEMBI.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALUS

bepemeHHOCTD

JlaHHble TI0 IPUMEHEHHIO HU(pYpOoKca3ua y OepeMeHHBIX )KeHIIUH orpaHnuyeHsl. McenenoBanus Ha
JKUBOTHBIX B OTHOILICHUUN perOHyKTHBHOﬁ TOKCHUYHOCTHU HEAOCTATOYHBI. HI/I(bypOKcaBI/II[ MMPpOABJIACT
BO3MOJKHBIN MyTareHHbIN oTeHIMan (cM. pasaen 5.3). [Toatomy HUDypoKcazua He peKOMEHTyeTCs
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BO3pPAacTa, HE MCIOB3YIOMUM P PEKTUBHBIE METO/bl KOHTPALICTIIIUH.

JlakTamus

HewusBecTHO, BBIICTSETCS W HUPYPOKCA3U UM €r0 METa0OIUTHI B TPYIHOE MOJIOKO. [TocKONbKY
Huypokcazua o0JagaeT HU3KOH OHOJOCTYMHOCTBIO (BCACBHIBAHME W3 IKEIYIOYHO-KHUIIEYHOTO
Tpakta coctaBisier 10-20 % oT mpuHATON 103bl), €r0 KOJIUYECTBO B TPYyJAHOM MOJIOKE, BEPOSTHO,
Oyner HM3KMM. OJHAKO HEb3sl MCKIIOUWTH BIUSHHE Ha MHUKPOMIOPY >KEITyJOYHO-KHIIEYHOTO
TpakTa MIIQJICHIIEB, HAXOMSIIMXCS Ha TPYIHOM BCKApMIIMBAaHWH. B CBsS3M € OTCyTCTBHEM
KJIIMHUYECKOTO OMBITAa IPUMEHEHHUSI JIedeHHe HU(PYPOKCa3Ha0M B MEPUOJ] TPYTHOTO BCKaPMIIUBAHUS
HE PEKOMEHIYEeTCsl.

DepTUILHOCTD

B wuccnenoBaHMsX Ha XUBOTHBIX HE OBUIO MOJYYEHO OOCTATOYHON WHGpOpMALMU O BIUSHHUU
Hudyporcazuaa Ha PepTUILHOCTD.

4.7. BuusiHMe HAa CHNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPeACTBAMH M pPadoTaTh C
MeXaHM3MaMH

[Tpenapat JlaBnapT He OKa3bIBACT BIMSHUS HA CIIOCOOHOCTH YIIPABIISATH TPAHCIIOPTHBIMU CPECTBAMU
1 paboTaTh ¢ MEXaHU3MaMH.

4.8. He:xennaTesibHbIE peaKIUuu

Pesrome mpoduiist 6esonacHOCTH

Annepruueckue peakiuu (Ko>KHasi Chlllb, KpanuBHUIA, 0TeK KBUHKe, aHAQUIaKTHUECKUH 1IO0K).

COO6I.HGHI/IG 0 MOA03PEBACMBIX HCXKECIATCIbHBIX PCAKIINAX

BaxHo cooluiate 0 mogo3peBaeMbIX HEKENATENbHBIX PEAKLUAX MOCIe PEerucTpaluy IpenapaTa ¢
IeJTbI0 00ECTIeYeHUS HEPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS «I10JIb3a — PHCK» JIEKAPCTBEHHOTO
npernapara. MeIUIIMHCKUM pPaOOTHHKAM PEKOMEHAYETCs COoOoO0IaTh O JIOOBIX MOA03pPEBACMBbIX
HE)KENaTeIbHBIX PEaKIMAX JIEKAPCTBEHHOTO MIpenapara 4epe3 HallOHAIbHbBIE CHCTEMBI COOOIICHHS
0 HEXKENATEeNbHBIX PEaKIHUAX TOCYIapCTB-WIeHOB EBpa3suiickoro 3kOHOMHYECKOT0 COI03a.

Poccuiickas @enepanus

denepanbHas ciryx0a 1Mo Haa30py B chepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHCKas T101aab, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru uiu npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMALIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «MHTepHeT»: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI NEepCA03UPOBKH HC U3BCCTHHI. JleueHne CUMIITOMaTHYECKOE.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapmakoTepaneBTUYECKas rpyImmna: MIPOTUBOIUAPENHEIE, KHILIEYHbIE
MPOTHBOBOCIIAJIMTEIbHBIC/IPOTUBOMUKPOOHBIE  CPEJICTBA;  KHILIEYHBIE  MPOTUBOMHKPOOHBIE
CpEICTBa; IPyrue KUIIeuHble IPOTUBOMUKPOOHBIE CPEICTBA.

Kox ATX: A07AXO03.
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MexaHu3M IeUCTBUS

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hudypokcasun — NpoTHBOMHKPOOHOE CpeNCcTBO, MPOM3BOAHOE HHUTpodypaHa. broxupyer
aKTHBHOCTH JICTHJIPOTEHA3 M YTHETAeT JbIXaTeNIbHBIC LEMH, IUKIT TPUKApOOHOBBIX KUCIOT W PSJ
IpyruxX OMOXUMHUYECKHX IPOIECCOB B MHUKPOOHOW KieTke. Paspymaer memOpaHy MHKpPOOHOM
KJIETKH, CHIYKAeT MPOIYKIMI0 TOKCHHOB MHUKpoopranu3smMamu. CBoe aHTHOaKTepHanbHOE eHCTBHIE
HU(YPOKCA3H] OKA3BIBAET UCKIIIOUUTEIBHO B TPOCBETE KUIICYHHKA.

dapmarkognaamMuyeckue 3O HEKTHI

BricokoakTtuBeH B otHomeHun Campylobacter jejuni, Escherichia coli, Salmonella spp., Shigella
spp., Clostridium perfringens, Vibrio cholerae, naroreansix Vibrions u Vibrio parahaemolyticus,
Staphylococcus spp.

Cnabo uyBcTBUTENBHBI K HHbypokcazuny: Citrobacter spp., Enterobacter cloacae wn Proteus
indologenes.

Pesucrentnsl k HUbYpOKcasuny: Klebsiella spp., Proteus mirabilis, Providencia spp., Pseudomonas
Spp.

He wnapymaer paBHOBecue kuimieuyHoit wmukpodiopel. [Ipu ocTtpoit OakTepuanbHOW guapee
BOCCTaHaBIIMBaeT »JyOno3 KuimieyHuka. l[lpu WHOUIUPOBAHUM SHTEPOTPONHBIMU BHPYCAMHU
MPEMSATCTBYET PA3BUTHIO OAKTEPHATBHON CynepruH(EKITHH.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

AGcopOrus

[Tocne mpuema BHYTph HU(DYpOKca3ua yacTuaHO BeackiBaeTes (10—-20 %) 13 skemy 109HO-KUIIIEYHOTO
TpakTa U B 3HAYUTENIBHOI cTeneHn MeTabonusupyercs. OCHOBHas 4acTh JIEHCTBYIOIIETO BEIIECTBa
[UPKYJIUPYET B KPOBH B BHJIE METAOOIUTOB.

OIMMUHALIMS

Hudypokcazun BeiBogutcs: kumeyHUKoM: 20 % B HEM3MEHEHHOM BHJIE, a OCTAIBHOE KOJIUYECTBO
HU(YPOKCa3Ha BIBOJUTCS XUMHUUECKH U3MEHEHHBIM.

5.3. laHHble JOKJIUHUYECKOH 0e30MacHOCTH

Hudypoxcazua nposBiseT BO3MOXKHBIN MyTareHHbIN TTOTCHITHAIL.

Kanneporennsiii noreHnman Hudypokcasuaa oleHuBaIM Ha Mbimax (50/mon/rpynma) m Kpbicax
(52/mon/rpynmna), monydaBmux HUypokcazua ¢ nuiiei B TedeHue 2 et B goze 0, 200, 600 wim
1800 mr/kr/nens. HecMOTpst Ha MyTareHHble CBOWCTBA, KaHIIEPOT€HHOCTh HU(YpPOKca3uaa HU Ha
MBIIIaX, HA Ha KpbICax He OblIa JOKa3aHa.

OcHOBBIBasiCb Ha CpaBHEHUH 103 B IEpecueTe Ha TUIOMIAAh IMOBEPXHOCTH Tela, B JIBYXJIETHHX
FiCCIIeIOBAHUAX Ha MBIIIAX M KpbIcax (B 703ax 5400 mMr/m? 1 10800 Mr/m%, COOTBETCTBEHHO) MpEnapat
oKaspiBasl Bo3AeiictBue B 11 um 22 pa3a, COOTBETCTBEHHO, IPEBBIIIAIOLIEE BO3JECHCTBUE
MaKCUMaTbHOU 10361 A1 yenoBeka (1800 mr, wim 493 MT/M? pu Macce Tea nanuerTa 60 xr).

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

enmrono3a Mukpokpuctannieckas 102
Kpaxman kapTodenpHbIii

Maruus creapar

Caxapoza

Karncysbl TBepble KelaTHHOBBIE:
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Kematnun
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Turana quokcung
PubodnaBun

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)

2 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU
XpaHUTh IpU TeMIieparype He Boiie 25 °C.

6.5. Xapakrep u cofep:kaHue YIIaKOBKHU

[To 8 wmmm 10 kamncyn mNOMEMIAIOT B KOHTYPHYIO SYEMKOBYIO YHAKOBKY W3 IUICHKH
MOJIMBUHUIIXJIOPUAHONW — WJIM  TOJUBUHUIXJIOPUIHON/TIOMUBUHUIHICHXIIOPUTHOW U (OIBIH
ATIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYpHBIX AYEUKOBBIX ynakoBok 1o 10 kancyn wim 1o 1, 2, 3, 4, 5, 6 KOHTYpHBIX
SAYEHKOBBIX YIIAKOBOK IO § KarcCyJl BMECTE C MHCTPYKLHUEH 110 IPUMEHEHUIO IOMEIIAIOT B MAUKy U3
KapTOHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3ANMU MCIOJIb30BAHHOIO JEKAPCTBEHHOI0
npenapara WM OTXO0JA0B, MOJYYEHHBIX MOCJ€e NMPUMEHEHHUs] JEeKAPCTBEHHOr0 mpemnapara, u
Apyrue MaHMIYJSILMHU ¢ IpenapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccuiickas @enepanus

00O «APTEJIAP»

614007, ITepmckuii kpaid, r. [lepms, yi. 1-asg Kpacnoapmeiickas, nom 31, kB. 80
Ten.: +7 (922) 362-81-85

DnekTpoHHas movra: artelar@inbox.ru.

7.1. IlpencraBuTte/ib Aep:KaTesss peruCTPAIMOHHOIO YA10CTOBEPEHUs
[IpeTen3un moTpeduTeNnel HAIPaBIATh MO aIpecy:

Poccuiickas @enepanus

00O «APTEJIAP»

614007, Ilepmckuii kpaii, r. Ilepms, yi. 1-as Kpacnoapmeiickas, 1om 31, xB. 80
Ten.: +7 (922) 362-81-85

OnextpoHHas noyra: artelar@inbox.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0002)

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTETOPHH OTITyCcKa 0e3 perlenta.

OOmiast xapakTepUCTHKa JIEKapCTBEHHOro TpenapaTta JlaBmapT 1OCTynmHa B €AMHOM pEecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3MiicKOro 3KOHOMHYECKOTO COI03a W Ha
ouIIaTEHOM caiite YIOJIHOMOYEHHOTO oprana (9KCcTIepTHOM OpTaHHU3AITIH)
https://Ik.regmed.ru/Register/EAEU_SmPC
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