COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 02.08.2023 N= 14777

(MOCNEOOBATENBHOCTE 0003)

OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI' O IIPEITAPATA

Kontpduap, 200 mr, Karcybl

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JleficTByro1iee BemecTBO: HUPypoKca3usl.
Kaxnas kancyna conepxxut 200 mr Hugpypokcasmua.
BcenomoratensHbie BeliecTBa, HaIMYUE KOTOPBIX HATO YUUTHIBATH B COCTABE JIEKAPCTBEHHOIO
mpernapara: caxaposa (cM. pasaensi 4.3., 4.4.).

ITonHbIi NEepedYeHb BCIIOMOTaTEIbHBIX BEIIECTB MIPUBEIECH B pazzene 6.1.

3. JIEKAPCTBEHHASA ®OPMA
Kancymnst.
TBepable >xenaTUHOBbIE Kamcyiabl Ne 0, KOpHyc M KpbILI€YKa KarcCylbl KOPUYHEBO-3KEITOrO

OBCTA. Conepm/IMoe KarcCyJi: IIOPOMOK APKO-KCJITOro IBETA C arjioMmepaTaMu.

4. KIMHUYECKUE JAHHBIE
4.1. lloka3aHusi K NPMMEHEHHUIO
[Ipenapar Kontp/luap nokaszan K NpUMEHEHHUIO Y B3POCIIbIX U JETeHl crapiie 3-X JIET Npu OCTPoil
OakTepuaJIbHOM JMapee, MPOTEKaroIer O0e3 yxXyamieHUs OOINEero COCTOSHHSI, TTOBBIIICHHS
TEeMIIepaTyphl T€la, UHTOKCUKALUH.
4.2. Pe:xuM 103MPOBAHUSA M CIIOCO0 IPUMEHEeHU s

PexxnM to3npoBanusg

Bspocmemm: 200 mr (1 kancynma) 4 pasa B CyTKH (MHTEpBAJ MEXAy TNpueMamMu 6 9).
[IponomkuTenbHOCTh Kypca JIeueHus: 5—7 aHeid, Ho He Ooiiee 7 THEH.

eTH
Hetsm ot 3 mo 6 ner: 200 mr (1 karcyna) 3 paza B CyTKH (MHTEpBal MEXAY NMpHEMaMH 8 9).
Hetsm ot 6 no 18 mer: 200 mr (1 karcyna) 3—4 pa3a B cyTku (MHTEpBaJl MEXIy MpUEMaMH 6-
8 1).
[IpomomxuTenbHOCTD Kypca JIeueHust: 5—7 qHel, Ho He Oonee 7 THEH.
[Ipenapar Kontp/luap B naHHO# jekapcTBeHHOH (opme He cCieayeT NMPUMEHSATh y JeTel B
BO3pacTe 10 3-X JeT.
Jpyrue nekapcTBeHHble (opMmbl, Hampumep, npemapat Konrtp/luap, cycmensus ans mpuema

BHYTPb, 200 MI/5Mi1, MOTYT JTydIIie YIOBIETBOPATH MOTPEOHOCTH JAHHOW TPYTIIIBL



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 02.08.2023 N= 14777

(MOCNEOOBATENBHOCTE 0003)

Choco0 npuMeHeHus

Buytps.

4.3. IlpoTuBONOKA3aHUS

e [ 'Unep4yBCTBUTENHHOCTH K HU(YPOKCA3UIY, IPOU3BOJHBIM HUTPO(YpaHa WK K JIIOOOMY
U3 BCIIOMOT'aTEJIbHBIX BELIECTB, IEPEYUCICHHBIX B paszene 6.1.

e Jlerckuii Bo3pact 10 3-X JeT.

e bepemenHocTh (cM. pazaen 4.6.).

e Peaxo BcTpedaromasicsi HacleICTBEHHas HENEPEHOCHUMOCTh (PPYKTO3bI, TIIIOKO30-
rajiakTo3Hasi ManbaOcopOuus Wiau AeQUIUT caxapa3bl-M30MalibTa3bl (M3-32 HAJTUYUS B
COCTaBe Iperapara caxaposbl).

4.4. Oco0ble yKa3aHus U MepPbl IPeI0CTOPOKHOCTH NPU NPUMEHEHUH

[Ipu nedyeHun auaper OAHOBPEMEHHO C Tepamuedl HUPYpPOKCa3HIOM HEOOXOIUMO MPOBOAMUTH
peruapaTanoHHyl0 Tepanuio. B cimydae OakrepualbHOM AMapen ¢ MPU3HAKAMU CHCTEMHOTO
nopakeHus: (yXyJAlIeHHe OOILEro COCTOSHUS, TMOBBIIMIEHUE TEeMIepaTypbl Tejla, CHUMIITOMBI
MHTOKCUKAIIMU WM MH(EKIMH) CIeQyeT PelIMTbh BOIPOC O HA3HAYCHHHM AHTUOAKTEpHAIbHBIX
IpernaparoB CHCTEMHOro JeicTBus. llpu MOSBICHMHM CHUMITOMOB THIIEPUYYBCTBHTEIHLHOCTH
(oaplmiKa, KOXHasl ChIlb, KOXKHBIM 3y/d) ClIeayeT MpEeKpaTUTh MPHEM Ipenapara. YnoTpedieHue
AJIKOTOJISl BO BpeMsl Tepanuu HUPYpOKCa3HIOM 3amperieHo.

BcnomorarenpHble BCIIICCTBA

Caxapo3sa

ITanmenTamMm C pemKo BCTpEYAIONICHCS HACIEICTBEHHONW HEMEPEeHOCUMOCThI0 (PYKTO3HI,
TII0OKO30-TaJJaKTO3HOW ManbabcopOuueit mimu IedUIUTOM caxapas3bl-U30MajibTa3bl HE CIeIyeT
MPUHUMATh 3TOT Ipernapar.

Vxkazanue ona nayuenmos ¢ caxapuvim ouabemom

Opna paszoBas no3a (1 karncyna) mpenapara Kontpuap cozepxur 68,00 Mr caxapo3sbl, 4To
cootBercTByeT 0,0068 xnebHoi enuuunpbl (XE). MakcumaneHas cyrouHas 1o3a (4 KarcyJibl)
conepxuT 272 mr caxapossl, 4yTo coorBercTByeT 0,0272 XE.

4.5. B3aumopeiicTBHe ¢ APYIrHMH JICKAPCTBCHHBIMH MNpenapaTaMd W [pyrue BHABI
B3auMoAeicTBUS

He pexomenayercss 0gJHOBpEMEHHOE NPUMEHEHHE C IpenapaTaMH, BBI3BIBAIOIIMMH pPa3BUTHE
JUCYIb(PHUPaAMOIIOTOOHBIX PEAKIUH, JIEKaPCTBEHHBIMU MpenapaTamMy, YrHETAloIUMH ()YHKIUIO
LEHTPAJIbHON HEPBHOW CUCTEMBIL.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JIAKTANUSA

bepemeHHOCTB

I[aHHLIe M0 NPUMCHCHHUIO an)ypOKcamz[a y 6epeMeHHLIX JKCHIIUH OTpaHUYCHBI. I/ICCHCI[OBaHI/IH
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Ha JKMBOTHBIX B OTHOIIEHUM PENpPOAYKTUBHOW TOKCHMYHOCTH HenoctaTouHbl. Hudypokcazung
MPOSIBIISIET BO3MOKHBIM MyTareHHbIH noTeHuan (cM. pasaen 5.3.). [lostomy Hudpypoxcasua He
PEKOMEHIyeTCsl IPUMEHSATh BO BpeMsl OEpEMEHHOCTH M €ro He CleAyeT Ha3HayaThb >KeHIIMHAM
JETOPOJHOI0 BO3pACTa, HE UCIOIb3YIOIUM YPPEKTUBHBIE METOABI KOHTPALIECTILIUH.

Jlakranus

HeusBectHo, BblaenseTcss M HUQYpPOKCa3ua HMIM €ro MeTaboJUThl B TPYAHOE MOJIOKO.
[Tockonbky HUGYpoKa3ua 06jganaeT HU3KOH OMOJOCTYIMHOCTHIO (BCACBIBAHHE M3 KEIyJOYHO-
KumeyHoro Tpakra cocraBisier 10-20 % oT mpuHATON A03bI), €ro KOJIWYECTBO B TPYIHOM
MOJIOKE, BEpOATHO, OyaeT HU3KUM. OJHAKO HEJb3s MCKIIOYUTH BIUSHUE HAa MHUKpPOQIIOpY
JKEITYI0YHO-KUIIEYHOI0 TpaKTa MIIAJCHIEB, HaXOAALIMXCA Ha TPYAHOM BCKapMiuBaHuM. B
CBSI3U C OTCYTCTBHEM KJIMHHYECKOTO OIBbITA MPUMEHEHHS JIeUeHHE HU(PYPOKCA3HIOM B MEPUOT
IPyIHOTO BCKapMJIMBAHMsI HE PEKOMEHYETCS.

DepTUIILHOCTD

B uccnenoBaHusX Ha JKMBOTHBIX HE OBLJIO IMOJIyYE€HO JOCTAaTOYHOM MH(OPMALUU O BIHUSHUU
HU(YpOKCca3uaa Ha PepTUIBHOCTD.

4.7. Binsinue Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh C
MeXaHu3MaMH

[penapat Kontp/lnap He oka3pIBaeT BIUSHHUA HA CIIOCOOHOCTH K YIMPABICHUIO TPAHCIOPTHBIMU
CpeICTBaMM U pabOTaTh C MEXAHU3MAMH.

4.8. Hexkenare/jibHbIEe peakiun

Pesrome HexkenareabHbIX peakini

Hapywenus co cmopoubi ummynHou cucmemsl: aJIEprUYECKUe peakiuu (KOKHas ChIIb,
KpanuBHUIA, 0TeK KBHHKe, aHaUIaKTHUECKHU MIOK).

COO6HI€HI/IG O IOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIINAX

BaxHo coo0mars O 10A03pEBAaEMbIX HEXKENaTeIbHBIX pEaKIUsAX IOCIe pPErucTparyu
JIEKapCTBEHHOTO Tpernapara ¢ IeJbl0 00eCTIeYeHnsT HeIPEPHIBHOIO MOHUTOPHHTA COOTHOIICHHUS
«T0JIb32 — PHUCK» JIEKAPCTBEHHOTO Npemnapara. MeTuIMHCKUM pPaOOTHHKAM PEKOMEHIYeTCs
coo0mmare 0 JOOBIX MOJ03PEBAEMBIX HEXKETATENFHBIX PEAKIUIX JIEKApCTBEHHOTO Iperapara
Yyepe3 HAlMOHAIbHBIE CHCTEMBI COOOIICHHS O HEXKENATeNbHBIX PEAKIUSIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3k0HOMHUYECKOTO COI03a.

Poccuiickas @edepayus

109012, r. Mockga, CnaBsiHckas 1., 1. 4, cTp. 1

OenepanbHas ciry0a 1Mo Haa30py B chepe 31paBoOXpaHCHHS

Temn.: +7 (800) 550 99 03

Anpec a11. moutel: pharm@roszdravnadzor.gov.ru
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Be6-caiit: https://roszdravnadzor.gov.ru
4.9. Ilepeno3npoBka

CuUMIITOMBI

CuUMIITOMBI TTEpe103UPOBKH HEU3BECTHBI.
Jleuenue

Jleyenne cMMITOMAaTUYECKOE.

5. ®APMAKOJOI'MYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOMCTBA
dapmakoTepaneBTuIecKas rpynmna: IPOTHUBOINAPEITHbIE, KHIICYHbIC
NPOTHBOBOCTIAJIUTEIBHBIE/ IPOTUBOMUKPOOHBIE ~ CPEJICTBA;  KHIIEYHBIE MPOTHUBOMHUKPOOHBIE
CpeACTBa; Ipyrue KUIIeyHble TPOTHBOMUKPOOHBIE CPEICTBA
Kom ATX: A07AX03

MexaHu3M JIeNCTBUA U apMaKkoguHaMudeckne YPGeKThl

Hudypokcasun — NpoTUBOMHKPOOHOE CpEACTBO, MPOM3BOIHOE HHUTpodypaHa. Bbmokupyer
AKTUBHOCTD JIETHJIPOT€HA3 M YITHETAeT JbIXaTeIbHbIE LENH, [IUKI TPUKapOOHOBBIX KUCIOT U PAL
Opyrux OMOXMMHYECKUX TPOILIECCOB B MUKPOOHOH KieTke. Paspymaer memOpany MHKpoOOHON
KJIETKH, CHUKAeT NPOAYKLHIO TOKCHHOB MUKPOOPraHU3MaMH.

CBoe aHTHOaKTEpUaNbHOE IEHCTBHE OKA3bIBAET UCKIOYUTEIBHO B IIPOCBETE KUIIEUHHUKA.
Bricoko aktuBen B otHomienun Campylobacter jejuni, Escherichia coli, Salmonella spp.,
Shigella spp., Clostridium perfringens, Vibrio cholerae, namocennvix Vibrions u Vibrio
parahaemolyticus, Staphylococcus spp. Cnabo 4yBCTBUTENbHBI K HUGYpokcazuny: Citrobacter
spp., Enterobacter cloacae n Proteus indologenes. Pesucrentasl k Hubypokcasuny: Klebsiella
spp., Proteus mirabilis, Providencia spp., Pseudomonas spp.

He mnapymaer paBHOBecwe KuiiedHod Mukpodiaopsl. Ilpu ocTpoii OakTepualbHON Iuapee
BOCCTaHABIMBAET JyOMO3 KHIIEYHHMKA. [Ipy WHOUIMPOBAHMM OSHTEPOTPONHBIMH BHUPYCAMH
NPENSATCTBYET Pa3BUTHIO OAKTEPHAIBHOMN CynepuH(EKIINH.

5.2. ®apmakoKkUHeTHYECKHUE CBOIiCTBA

A6copomug/Pacnpenenenne/buorpancdopmarnus

Ilocne mpuema BHYTph HHDYypOKcazua yacTuyHo BcackiBaercst (10-20 %) w3 xemymodHo-
KUIIEYHOTO TpakTa W B 3HAYMTENBHON cTemeHH Merabonmsupyercs. OCHOBHas 4YacTh
JICMCTBYIOIIETO BEIIECTBA IUPKYIUPYET B KPOBH B BUI€ META0OIHUTOB.

OIMMUHALNS

Hudypokcasun BoBomutcs kumedHukoMm: 20% B HEM3MEHEHHOM BHJE, a OCTaJbHOE

KOJIMYECTBO HH(bypOKcasnua — XUMHWYCCKU N3MCHCHHBIM.



COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 02.08.2023 N= 14777

(MOCNEOOBATENBHOCTE 0003)

5.3. laHHbIe TOKJIMHNYECKOH 0e30MACHOCTH

Hudypoxcasua nposiBiasieT BO3MOKHBIM MyTareHHbI noteHiuan. KanueporeHHblil moTeHuan
Hu(pypokcasuaa oleHuBanu Ha Mblmax (50/mon/rpynma) u  kpbicax (52/mon/rpynmna),
noJTyyaBIIMX HUypokca3ua ¢ nuiieit B Teuenue 2 net B goze 0, 200, 600 wmu 1800 mr/kr/neHb.
Hecmotps Ha myTrareHHble CBOWCTBA, KaHIEPOT€HHOCTh HU(YpPOKCa3H1a HU Ha MbIIIAX, HU Ha
KpbIcax He ObLIa JJoKa3aHa.

OCHOBBIBasICh Ha CPaBHEHHMHU /103 B MEpecUeTe Ha IJIOUIa/b MOBEPXHOCTH TeNa, B ABYXJIETHHX
UCCIIEI0BAaHMAX Ha MbIAaX M Kpbicax (B mo3ax 5400 mr/m?> u 10800 mMr/m> cOOTBETCTBEHHO)
HU(pypoKca3ua oOkasbiBasl Bo3jaelcTBUE B 11 um 22 pasza, COOTBETCTBEHHO, MPEBBILIAIOIIEE
BO3/EiiCTBUE MaKCHUMAaIbHOM 103bI 11 uenoseka (1800 mr, mmm 493 mr/m?> mpu Macce Tena

nanuenTta 60 kr).

6. ®PAPMAIEBTUUYECKHUE CBOMCTBA
6.1. Ilepevyens BcioMoOraTeIbHBIX BellleCTB
Kpaxman kykypy3Hblit
Caxapoza
Ienmtono3a mukpokpuctanyeckas, Tum 101
Maruus cteapat
Kenatun
Kpacurens sxene3a okcup kpachsiii (E172)
Kpacurens xenesa okenp sxentoiii (E172)
Turana nuokcun (E171)
6.2. HecoBmecTHMOCTD
Henpumenumo.
6.3. Cpok roqHocTH (CPOK XpaHeHMs )
3 roga.
6.4. Oco0Oble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUH
Xpanuth npu Temneparype He Bbie 25 °C, B OpUrHHAIBHON yIakoBKe (KOHTYpHas sueiKoBas
YIaKOBKa B MaYKe).
6.5. XapakTep u cofep:xaHue NePBUYHONH YNIAKOBKH
ITo 14 xamncyn B KOHTYpHOW SYEHKOBOW YITAKOBKE M3 IUICHKH MOJMBHHIIXJIOPUIHON U (hosbru
ATIOMUHHUEBOU.
| nnu 2 KOHTypHBIE TYEUKOBBIE YIIAKOBKH BMECTE ¢ MHCTPYKIMEH IO IPUMEHEHUIO TOMEIIAIOT B
Ma4yKy U3 KapTOHa.

He Bce pasMeps! ymakoBOK MOTYT OBITh TOCTYITHBI JUISI peasTu3alliu.
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6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH  YHHYTOKCHMH  HCIOJb30BAHHOIO
JICKAPDCTBEHHOI0  mpemapara MWJIH  OTXO0J0B, IOJYYECHHBIX IOCJe NPHMCHCHUS
JICKAPCTBEHHOI0 Mpenapara,  Apyrue MaHUIyJIAIHMHA ¢ IPenapaTom

Oco0bie TpeOOBaHUs OTCYTCTBYIOT.

7. AEPXATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepauus
000 «KPKA-PYC», 143500, Mockogckas 00i1., . MicTpa, yin. MockoBckas, a. 50
Ten.: +7 (495) 994-70-70
®axkc: +7 (495) 994-70-78
Anpec s11. moutsl: krka-rus@krka.biz
7.1. IlpeacraBuTtenb [ep:kaTeisi PerMcTPAlHOHHOIO YIOCTOBEPEHHS HAa TePPUTOPUM
Coroza

[Iperensun norpeduTeNne HAIPABIIATE 110 AJIPECY:

Poccuiickas edepayus

000 «KPKA-PYC»

143500, MockoBckas 00:., T. Mctpa, yi. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70

daxkc: +7 (495) 994-70-78

Anpec s11. moutsl: krka-rus@krka.biz

8. HOMEP PETUCTPAIIMIOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(001312)-(PT-RU)

9. JTATA NEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUSA PETUCTPAIIUN,
HEPEPET'UCTPALINN)

Hara nepBoit peructpanuu: 17 oktaopst 2022 r.

10. JATA IEPECMOTPA TEKCTA

OOmiass ~ xapakTepuCTHKa  JieKapcTBeHHoro  mpemnapata  Koutp/luap  gocTymHa — Ha
WH(POPMAIMOHHOM TopTane EBpa3uiickoro 5KOHOMHYECKOTO COK3a B HH()OPMAIIMOHHO-
KOMMYHUKalIMOHHOU cetn «MHTEepHeT https://eec.eacunion.org.



