OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPEITAPATA

Cronuap, 100 mr, TabIeTKH, MOKPHITHIE MIICHOYHOW 000I0YKOM

2. KAUECTBEHHbBIN U KOJJUMUYECTBEHHbBII COCTAB
JleiicTByromee BemecTBo: HUPYpPOKCa3u.
Kaxxnast Tabnerka, MOKpbITast INIECHOYHOH 00010ukoi, cogepxut 100 mr Hudypokcazua.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEICH B pazjerie 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIC TNICHOYHOU 000JI0YKOM.

Ta6HeTKI/I, IIOKPLITHIC IJIEHOYHOH 000JIOUKOI JKEJITOro OBCTa, KPYIJIBIC, IBOSKOBBIITYKJIBIC.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

[Tpenapar Cronauap nokasaH K IMPUMEHEHHUIO Y B3POCIBIX U JAeTeil B Bo3pacTe OT 3 jeT s
JeyeHHst OCTpoil OakTepuanabHON Tuapeu, ImpoTekaroled 0e3 yXyIIIeHus OOIIero COCTOSHUS,
MOBBILICHUS TEMIIEPATYPbI TeJla, THTOKCUKAILIUH.

4.2. PesxuMm 103MpOBaHNs U c1IOCO0 IPMMEHEeHUs

PexxuM 103upoBaHus

Bspocnvie:
200 mr (2 TabneTku, MOKPHIThIE MIIEHOYHON 000si0ukoi, o 100 Mr) 4 pasza B cyTku (MHTEpBaj
MeXy mpuemMamu 6 u).
€TH
Jetsim B Bo3pacTe 110 3 JIeT He clleyeT IPUMEHATh JaHHBIN IIpenapar.
Jlemu 6 so3pacme om 3 0o 6 1em:
200 mr (2 TabyeTkH, HOKPBIThIE MJIEHOYHOM 0000uKoi, mo 100 mr) 3 pasza B cyTku (MHTepBal
MEX]ly IpuemMamu 8 u).
Hemu 6 6o3pacme om 6 do 18 nem:
200 mr (2 TabaeTKu, MOKPHIThIE IUIEHOYHOUM 00010uKoi, 1o 100 Mr) 3—4 pasa B cyTKu (MHTEepBaJ
MeXay nmpuemamu 6—8 u).
[TpoaomKkHUTeNbHOCTh Kypca JiedueHus 5S—7 AHei, Ho He Oonee 7 IHEl.

Crooco0 nmpuMeHeHus

Jlnis mpuema BHYTpb.



4.3. [IpoTuBONOKA3aAHUS

. ['unepuyBCTBUTENBHOCTD K HUDYPOKCA3UAY, K IPOU3BOIHBIM HUTpOypaHa WK JTHOO0MY
13 BCIIOMOTaTeJIbHbIX BEIIECTB, IEPEUUCICHHBIX B pa3zaeie 6.1.

4.4. OcoOble yka3aHus U MepPbI NPEAOCTOPOKHOCTH NPH NMPUMEHEHHU U

[Ipu neyenun auaper OJHOBPEMEHHO C Tepamueill HudypokcazujoM HEOOXOIUMO MPOBOIUTH
pPEruapaTalMOHHYIO TEPAIIUIO.

B ciydae G6akrepuanbHON AMaped ¢ MpU3HAKAMH CUCTEMHOTO MopakeHHs (yXyAmleHHe oOmiero
COCTOSIHUS, TIOBBIIIICHHE TEMIIEPATyphl Tela, CAMIITOMbI HHTOKCUKAIIMK WU UH(PEKLINUN) CIeTyeT
o0partuThCs K Bpauy JUIsl pellieHHs] BOIPOca O MPUMEHEHUU aHTHOAKTEepHAJbHBIX IPErnaparoB
CHCTEMHOTO JEHUCTBUS.

[Ipu mposiBIIeHHH CUMIITOMOB THIIEPYYBCTBUTEIBHOCTH (OABIIIKA, CHIb, KOXKHBIA 3y/d) CIACAYyeT
MIPEKPATUTh MPUEM Mpernapara.

YnorpebiaeHue ajaKoroyis BO BpeMs Tepanuu HuGypoKcazuaoM 3amperieHo.

4.5. B3amMmopeiicTBMe ¢ IPYTHMH JIEKAPCTBEHHBIMM MpenapartaMH M Jpyrue BHIbI
B3aMMOJEHCTBHUSA

He pexomenayercss ogHOBpeMEHHOE MPUMEHEHHE C MperapaTaMy, BbI3BIBAIOIIMMU Pa3BUTHE
TUCYIb(UPAMOIIOIOOHBIX PEaKIHii, JTeKapCTBEHHBIMH IpernapaTaMy, YTHETAIOMMMH (YHKITUIO
LIEHTPAJIbHOW HEPBHOM CUCTEMBI.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMUS

bepemeHHOCTD

JlanHble o mpuMeHeHHo HuGypokcaszuaa y 0epeMeHHbIX KEHIIUH orpaHrueHbl. McciaenoBanus
Ha JKUBOTHBIX B OTHOILIEHUHU PENPOIYKTHMBHOW TOKCHMUHOCTH HeaocTaTouHbl. Hudypoxcasupg
MIPOSIBIISIET BO3MOXHBIM MyTareHHbIN noteHnuan (cMm. pazzaen 5.3). [Toatomy Hudypokcazum He
PEKOMEHIyeTCsl PUMEHSATh BO BpeMsi OEpEeMEHHOCTH M €ro He ClIeyeT Ha3HauaTh KEHIIUHAM
JIETOPO/IHOTO BO3pacTa, He HCIOJIb3YIOIUM 3(pPEeKTUBHBIE METO/Ibl KOHTPALICTIIIIH.

JlakTanus

HewussectHo, BbIenseTCs 11 HUPYpPOKCa3u WK €ro METabO0JIUThI B IPYAHOE MOJIOKO. [Tockonbky
HUQYpOKcazu] 00s1agaeT HU3KOM OMOJOCTYIHOCTBIO (BCAachIBaHME U3 JKENYIOYHO-KHILIEYHOTO
TpakTta cocrasisger 10-20% OoT mpUHATOM J03bI), €T0 KOJIMYECTBO B IPYJTHOM MOJIOKE, BEPOSITHO,
Oynetr Hu3kUM. OJHAKO HENb3sl UCKIIOYUTh BIMSHHE HAa MUKPOQIIOPY KEITyJA0YHO-KHILIEYHOTO
TpakTa MIIQJICHIEB, HAXOSAIIMXCS Ha TPyIHOM BCKapMIIMBaHMM. B CBSi3u C OTCyTCTBHEM
KJIMHUYECKOTO ONbITa TMPUMEHEHHUS JieueHHe HHUQPYpPOKCAa3uaoM B MEPUON TPYAHOTO
BCKapMJIUBaHUSI HE PEKOMEHAYETCA.

DdepTUIbHOCTD




B mccnenoBaHuMsIX Ha JKMBOTHBIX HE OBUIO TOJIy4EHO OCTAaTOYHON MH(OpMAanuu O BIMSHUH
HU(YpOKcazuaa Ha PepTHIILHOCTS.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeICTBAMM M PadoTaTh ¢
MeXaHH3MaMHu

[Ipenapar He OKa3bIBaeT BIMSHUS HAa CIIOCOOHOCTH K YIPABICHUIO TPAHCHIOPTHBIMH CPEICTBAMHU
U MEXaHU3MaMHU.

4.8. HexenarejbHbIC peaKnuu

Pe3roMe HexxenaTeIbHbIX PEAKIINN

Hapymenust co cTOpOHbBI MMMYHHOM CHCTEMBI: ajUIeprU4yeckue peakuuu (KOXKHasl ChlIlb,
KpanuBHUIIA, 0TeK KBHHKe, aHaQUIaKTHUECKHUI IOK).

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIATCIbHbBIX PCAKIINAX

BaxHo coo0mare 0 MOA03peBaeMbIX HEXKENaTeNbHBIX pEeakIUsX I[OCle pPerucTpanuu
JIEKapCTBEHHOT'O Tperapara ¢ 1elblo 00ecrnedeHrs HeMPEePbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIIATEIBHBIX PEAKIUAX JCKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIATeNbHBIX PEaKIMIX TOCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 CO03a.

Poccuiickas ®@eoepayus

®denepanbHas cnyx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUs

109012 r. Mocksa, CnaBsiHCKas iomasp, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

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

Pecnyonuxa Benapyco

PecnyOnukanckoe yHuTapHoe mnpeanpustue «lleHTp oSkcmepTu3 U UCOBITAaHUH B
3/IpaBOOXPaHEHUN

220037 r. MuHnck, niep. ToBapuieckuii 2a

Otnen dapmakoHagzopa

Tenedon: +375-17-242-00-29

OnektponHas moura: rcpl@rceth.by

Caiit: https://rceth.by

Pecnybnuxa Kazaxcman

PI'TI na IIXB «HauuoHanbHBIA LEHTP JKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIMIMHCKUX
m3nenuit» Komurera MemMIMHCKOTO #  (apMareBTUYECKOTO KOHTposisi MuHHCTEpCTBA

3npaBooxpanenus Pecny6nuku Kazaxcran



010000 r. Acrana, yi. A. UmanoBa, 13 (4 stax)

JenaprameHT (apMakoHaA30pa U MOHUTOPUHTA 0e30mMacHOCTH, (H(PEKTHBHOCTH M KadecTBa
MEJIULIUHCKUX U3JIEIIUN

Tenedon: +7 (7172) 78-98-28

DnexTponnas noyra: pdlc@dari.kz

Caiit: https://www.ndda.kz

Kuipevizckasn Pecnybnuka

JlemapTtaMeHT JIEKQpCTBEHHBIX CPEACTB M MEIULMHCKUX U3Jenuid npu MuHUCTepcTBe
3/IpaBOOXPaHEHUS U COLMAIbHOTO pa3BuTHsl Keipreizckoit Pecriy6onuku

720044 r. buiikek, yiu. 3-g Jlunus, 25

Tenedon: + 996-312-21-92-88

OnekrponHas modra: Vigilance@pharm.kg

Caiir: http://www.pharm.kg

4.9. Ilepeno3upoBka

CHMIITOMBI TIEPEI03UPOBKHU HE U3BECTHEI.

JleueHnne CUMIITOMATHYECKOE.

5. ®APMAKOJIOITHYECKHE CBOMCTBA

5.1. ®apmakoauHaMuyecKe CBOiCTBA

®dapMakoTepaneBTUYECKas rpymmna: [IpotuBoaunapeiinsbie, KHILIEYHbIE
MPOTUBOBOCTIATTUTENbHBIE/TIPOTUBOMUKPOOHBIE  CPENICTBA; KHUIIEUYHbIE MPOTUBOMHKPOOHBIE
CpENICTBa; IPYTHUe KUIICUHbIE TPOTUBOMHUKPOOHBIE CPEJICTBA.

Kon ATX: A07AXO03.

MexaHN3M JIeUCTBUS

Hudypokcazug — mNOpoTUBOMHUKPOOHOE CpEACTBO, MPOU3BOAHOE HHUTpodypaHa. brokupyer
AKTUBHOCTH JIETHAPOTECHA3 U YTHETAET JIbIXaTeIbHbIC eI, [IMKI TPUKAPOOHOBBIX KUCIIOT U PSIJI
JIpYruX OMOXMMHUUYECKHUX IMPOIECCOB B MUKPOOHOU KieTke. Pa3pymaer memOpany MUKpOOHOMU
KJIETKH, CHI)KAET MPOAYKIHIO TOKCHHOB MUKPOOpPTraHU3MaMH.

DdapmakonnHamMuueckue 3QdEKTHI

Bricoko aktuBen B otHomenuu Campylobacter jejuni, Escherichia coli, Salmonella spp, Shigella
spp, Clostridium perfringens, Vibrio cholerae, natorennsix Vibrions n Vibrio parahaemolyticus,
Staphylococcus spp. Cnabo uyBcTBUTEeNbHBI K HUDypokcazuny: Citrobacter spp, Enterobacter
cloacae wn Proteus indologenes. Pesuctentnol k Hudypoxcasuny: Klebsiella spp, Proteus
mirabilis, Providencia spp., Pseudomonas spp.

CBoe aHTHOAKTEepHAIBHOE NEHCTBUE HHU(PYPOKCA3UJ OKa3hIBA€T HCKIIOYHTEIIBHO B IMPOCBETE
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kuireyHuka. He Hapymaer paBHOBecue KuledHOW MUKpoduiopsl. [Ipu ocTpoii GakTepuanbHOM
Japee BOCCTaHaBIMBAeT 3y0no3 KumeyHuka. [Ipu nHuimpoBaHuy SHTEpOTPOITHBIMU BUPYCAMU
NPEISATCTBYET Pa3BUTHIO OaKTEPUAIBHON CyNepuH(EKINH.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AOcopbuus

[Tocne mpuema BHYTph HU(pypokcasua yacTH4HO BcachiBaeTcs (10-20%) w3 skemymodHo-
KAIIEYHOTO TpakTa W B 3HAUUTENIbHOW cTeneHH MeTabonusupyercs. OCHOBHasg 4YacTh
NEHCTBYIONIETO BELIECTBA IIUPKYIUPYET B KPOBU B BUJIE META0OIUTOB.

OJIMMHUHALNS

Hudypokcasua BeiBoguTCS KUIeYHUKOM: 20% B HEM3MEHEHHOM BHUJIE, & OCTAJIbHOE KOJIHMYECTBO
HU(YpPOKCa3n1a — XUMUYECKH N3MEHEHHBIM.

5.3 JlaHHblIe JOKJIHHHYECKOH 0€3011acCHOCTH

Hudypokcazun nposiBiasieT BO3MOXKHBINM MyTareHHbIA MOTEHIIAA.

Kanneporennsiii moreHuan Hupypokcasuaa oreHnBain Ha Mpimax (50/mosn/rpynmna) u Kpbicax
(52/mon/rpymma), mony4yaBimx HAypokcasu ¢ numiei B Teuenue 2 et B go3e 0, 200, 600 wim
1800 mr/kr/nens. HecMoTpst Ha MyTareHHble CBOMCTBA, KaHIIEPOTEHHOCTh HU(DYpPOKCa3uaa HU Ha
MBIIIAX, HU Ha KpbIcax He Oblila JOKa3aHa.

OcHOBBIBasACh Ha CPAaBHEHMHU J103 B IIEpPECUETE Ha IUIOLIA/b IOBEPXHOCTH Teja, B JBYXJETHHUX
MICCIIEIOBAHMAX HA MBIIAX M Kpbicax (B g03ax 5400 mr/m? m 10800 Mr/m2, COOTBETCTBEHHO)
mpernapar okas3biBall Bo3aeiicTeue B 11 u 22 pa3a, COOTBETCTBEHHO, MPEBHIIIAIOIIEE BO3ICHCTBIE

MaKCUMaJIbHOM /10361 i1 yenoBeka (1800 mr, nimm 493 Mr/M? pu Macce Tena namuenta 60 Kkr).

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB
Bcnomoeamenvuvie gewjecmesa:

KPEMHUS TUOKCUJ KOJIJIOUTHBIMN,

Kpaxmall KapToQesbHbIi,

JKEJIaTHH,

TaJbK,

MarHus creapar.

Obonouka mabnemku.

TUIIPOMEII03A,

TUTaHa IUOKCH]I,

TaJbK,

makporos-20000,
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KpacuTeIb XMHOIUHOBBIN sxenThii (E 104).

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

4 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTb I1pu TEMIiepaType He Bbiie 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 24 Tabnerku B 6muctep u3 [I1BX muieHKH 1 anroMUHUEBOU (DOJIBIH.

ITo 1 6aucTepy ¢ MMCTKOM-BKJIAJBIILIEM B KAPTOHHYIO MMAUKY.

6.6. Ocol0ble Mepbl MNPEJOCTOPOKHOCTH MNPH  YHUYTOKEHUH HMCIHOJIH30BAHHOIO
JIEKAPCTBEHHOI'0 MpenapaTa Wjin 0TX0A0B, MOJYy4YeHHbIX N0cje NPUMeHeHHs Npenapara, u
Apyrue MAaHUMYJISIHUY ¢ TPenapaTom

HeTt oco0bIx TpeOoBaHU K YTHIN3AIUH.

7. JEPKATEJIb PETUCTPALHIUOHHOI'O YAOCTOBEPEHUSA
Benrpus

OAO «I'eneon Puxrtep»

1103 Bymanermr, yn. émpén, 19-21,

Tenedon: +36-1-431-4000

OnexTpoHHbI aapec: drugsafety@richter.hu

7.1. IlpeacraBuTe/Ib AepKATENs PETUCTPALIMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpedbUTENEH HAIPABIATE 110 aIPECY:

Poccuiickas ®edepayus

Mockosckoe IIpencrasurenscrso OAO «I'eneon Puxrtep»
119049 r. Mocksa, 4-i1 JIoOpbIHUHCKUH TIEP., TOM §
Tenedon: +7 495 987-15-55

OnexTpoHHbIi aapec: drugsafety@g-richter.ru
Pecnyonuxa Benapyco

[IpeacraButensctBO OAO «I'eneon Puxtep» B Pecriybnuke benapych
220004 r. Munck, np. [lobenureneit, nom 5, opuc 505
TenedoHn, daxc: +375-17-272-64-87

TenedoHn, daxc: +375-17-215-25-21

DOnekTpoHHBIN anpec: drugsafety.by@gedeonrichter.eu

Pecnyonuxa Kazaxcman
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[IpencraButensctBo OAO «I'eneon Puxtep» B PK

050008 r. Anmarsl, yi. Tone bu 187

Tenedon: 8-(7272)-58-26-23(npeTeH3uu 1o Ka4ecTBY)
8-(7272)-58-26-22 (dapmakonanzop), 8-701-787-47-01 (papmakonamzop)
Dnexrponnslii aapec: info@richter.kz; pv@richtergedeon.kz
Kuipevizckasn Pecnybnuka

[TpencraBurtensctBo OAO «I'eneon Puxtep» B Kbipreickoit Pecniyonuke
720005 r. bumkek, yia. Urembepauena, 1 "A",

OusHec LeHTp «ABpopay, opuc 703

Tenedon: +996-312-98-81-16

OnekrponHslii anpec: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(002248)-(PT-RU)

9. JIATA MIEPBUYHOM PETUCTPAIIMM (IIOATBEPKIEHUSI PETUCTPALINH,
MEPEPETUCTPAIIUN)

Jata nepBoii peructpanuu: 27 anpens 2023

10. JATA NEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOT'O IIpeTiapaTa CTOHI[I/Iap AOCTYIIHA Ha I/IHCI)OpMaI_II/IOHHOM

noprane EBpa3zuiickoro 3KoHOMH4ECKOIo cor03a B MH(OPMallMOHHO-KOMMYHHUKAIIMOHHOM CETH

«MuTepuer» https://eec.eaeunion.org.
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