OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Cronauap, 100 mr, TabneTKu, TOKPHITHIE TUIEHOYHOH 000JI0YKOM

2. KAYUECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JeiicTBytoiiiee BemecTBo: HUGYpOKCas3u/I.
Kaxxnas Tabnerka, mOKpbITast INIEHOYHOH 0000ukoi, cogepxut 100 mr HUdypokcazuaa.

[TonHbIi epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOH.

TabneTku, TOKPHITHIE TNICHOYHOH 000I0YKOH JKENTOr0 1BETa, KPYTJIbIE, ABOSKOBBITYKIIBIC.

4. KIMHNYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapar Cronauap nokasaH K NPUMEHEHHUIO Yy B3POCIBIX W JleTeil B Bo3pacte OT 3 jer A
JeyeHHust OcTpoi OakTepuanbHOM auapeH, mpoTekaromeil 6e3 yxyameHus oOIIero COoCTOSHUS,
MOBBILICHUS TEMIIEPATYpPbl Tella, HHTOKCUKAIIUH.

4.2. Pexxum 103MpoBaHus U C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBanus

Bspocnvie:
200 mr (2 TabseTku, MOKPHITHIE IUIEHOUYHONW 00004Koi, Mo 100 Mr) 4 pa3a B CyTKH (MHTEpBal
MeXly mpuemMamu 6 u).
eTn
JletsiM B Bo3pacte A0 3 JIeT He cieqyeT NIPUMEHATh JaHHbIN npenapar.
Lemu 6 6o3pacme om 3 00 6 1em:
200 mr (2 TabneTku, MOKPHITHIE IIEHOUHOW 00010uK0if, o 100 Mr) 3 pa3a B cyTkH (MHTEpBaj
MeXly mpueMamu 8 u).
Hemu 6 6o3pacme om 6 0o 18 nem:
200 wmr (2 TabneTku, HOKPHIThIE TUIEHOYHOM 000s0ukoi, 1o 100 mr) 3—4 pa3a B cyTKH (MHTEpBal

MexXy nmpuemamu 6—8 u).



[TpomomkuTenbHOCTS Kypca JiedeHust 5—7 AHeH, Ho He Oosee 7 qHel.

Cnoco6 npumenenus J{is

1pueMa BHYTpb.

4.3. [IpoTuBONOKA3aAHUS

* ['unepuyBCTBUTENBHOCTh K HU(PYPOKCA3UAY, K IPOU3BOJHBIM HUTPO(ypaHa WU JTHOOOMY U3
BCIIOMOT'aTeJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pasuene 6.1.

4.4. Oco0ble yka3aHHusl U Mepbl NPeI0CTOPOKHOCTH TPH NPUMEHEHUH

[Ipu neyeHun aAuapen OJHOBPEMEHHO C Tepamuei HU(YpPOKCAa3HIOM HEOOXOAMMO MPOBOAMTH
pEruapaTalliOHHYIO TEPAIIUIO.

B ciyyae GakTepuanbHON quapen ¢ MpU3HAKAMU CUCTEMHOIO MopakeHus (yXyIIIeHue oOIIero
COCTOSIHUS, TIOBBIIIICHHE TEMIIEpaTyphl TeIa, CAMITOMBI HHTOKCUKAIIUY WX UH(EKINH) CIeTyeT
o0paTUThCsl K Bpady JAJisl pelIeHHs] BOIPOCa O MPUMEHEHHHM aHTHOAKTepUAIbHBIX IPEnapaToB
CHCTEMHOTO JICHCTBUA.

[Ipu nposiBIIeHUH CUMIITOMOB THIIEPUYYBCTBUTEIBHOCTH (OJIBIIIKA, ChITb, KOXKHBIN 3y) CIeayeT
MIPEKPaTUTh IIPUEM IIpernapara.

YnotpebieHue ankoroist BO BpeMsi Tepaniui HUpypoKCca3uaoM 3arpernieHo.

4.5. B3amMopgelicTBMe C JAPYIMMHM JIeKAPCTBEHHBIMH IMpenapataMM M Jpyrue BHAbI
B3aMMO/EHCTBUA

He pexomenayercs OAHOBPEMEHHOE MPUMEHEHHE C MpernapaTaMiy, BbI3bIBAIOIIMMH Pa3BUTHE
TUCYIB(UPaMOIIOI00HBIX PEaKIMH, JIEKAPCTBEHHBIMU MpenapaTtaMy, YTHETAIOUMMHU (DYHKIUIO
LEHTPAJIIbHOW HEPBHON CUCTEMBI.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTH U JIAKTALUSA

bepeMeHHOCTB

JlanHble o MpuMEeHEeHUI0 HUpYpoKcaznaa y O€peMeHHBIX KEHILUH orpaHuueHsl. VccnenoBanus
Ha JKMBOTHBIX B OTHOIICHHH PEMPOAYKTHBHON TOKCUYHOCTH HenoctatouHbl. Hudypokcazun
MPOSIBIISIET BO3MOXKHBIM MyTareHHbIH MmoTeHnuan (cM. pasnen 5.3). [loatomy HUYpOKcaszu HE
PEKOMEHIyeTCsl TIPUMEHSATh BO BpeMsi OEpEeMEHHOCTH U €r0 He CleAyeT Ha3HayaTh >KCHIIMHAM
JIETOPO/IHOTO BO3pAcTa, HE HUCIIOJIB3YIOMIUM Y(PPEKTUBHBIE METO/bl KOHTPALICTIIIHH.

JlakTanus

HewusBectHo, BbIIEsIETCS M HUPYPOKCA3ZU UITH €T0 META0O0IUTHI B TPYAHOE MOJIOKO. [Tockonmbky
HUu(pypokcazus o0janaeT HU3KOW OMOJOCTYHMHOCTBIO (BCAaChIBAHME U3 JKEITYJOYHO-KHUIIEYHOTO
TpakTa coctapisieT 10-20% oT mpUHSTOHN 03bl), €r0 KOJIMYECTBO B IPYAHOM MOJIOKE, BEPOSITHO,

Oyner Hu3kuM. OJIHAKO HEJb3d MCKIIOUUTH BIUSHUE HA MUKPOQIIOPY KEITyJOYHO-KUIIEYHOTO



TpaKkTa MJAACHICB, HaxXOAANIMXCSA Ha TI'PyYAHOM BCKapMJIMBAaHHHU. B cBsa3u ¢ OTCYTCTBUEM
KIIMHUYCCKOr'o  OIlbiTa IPUMCHCHHUA JICUCHHUC HI/I(i)ypOKCEBI/II[OM B IICpUOJ TI'PyAHOIO
BCKapMJIMBaHHA HE PpEKOMCHAYCTCA.

DdepTUabHOCTD

B uccnenoBaHmsx Ha XMBOTHBIX HE OBLJIO TOJYYEHO IOCTATOYHON WH(OpMAIMU O BIMSHUU
HU(pypoKcazuia Ha PepTUITBHOCTD.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeACTBAMHM U PadoTaTth ¢
MeXaHHu3MaMHu

[IpenapaTt He OKa3bIBACT BIMSHHUS HA CHOCOOHOCTH K YIPABICHUIO TPAHCIIOPTHBIMU CPEACTBAMHU
1 MEXaHH3MaMH.

4.8. HexkennaTesibHbIE peakunu

PesroMe HexxenaTeabHbIX PEAKIINT

Hapymenust co cTOpoHbI MMMYHHOM CHCTEMBI: aJIEPrUYECKUE peakUUH (KOXHasl Chblllb,
KpanuBHUIIA, 0TeK KBHHKe, aHaQUIaKTHUECKUI 1IOK).

COO6H_I€HI/IG O ITOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo01mate 0 10J03peBaeMbIX HEKENATENIbHBIX PeaKUIX 0CIe PErUCTpaLiu
JIEKapCTBEHHOTO Tperiapara ¢ Ielbio 00ecreueHus] HePEePhIBHOTO MOHUTOPHHTA COOTHOIIICHHS
«TI0JIb3a — PUCK» JIGKAPCTBEHHOTO Tpernapara. MeIuIuHCKIM pabOTHUKAaM pEeKOMEHTyeTCs
coo0mIaTh 0 JHOOBIX MOJ03PEBAEMbIX HEXKENIATENIbHBIX PEeaKIUIX JEKapCTBEHHOTO Ipenapara
yepe3 HallMOHAJIbHbBIE CUCTEMbI COOOIIEHHS O HeXeNaTeIbHbIX PEAKIHUAX rOCy1apCTB — WICHOB
EBpazuiickoro 3KOHOMHUYECKOTr0 COI03a.

Poccuiickas ®edepayus

®denepanbHas cnyx0a Mo Haa30py B cdepe 3paBoOOXpaHEHUs

109012 r. MockBa, CnaBstHCKas IJIOIIA b, 1. 4, ctp. 1 Tenedon:

+7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

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

Pecnyonuxa benapyco

PeciyOnmukanckoe — yHurapHoe — mpenmpustue «LleHTp IKCHEPTU3 |

UCTIBITAHUN B 3J[PaBOOXPAaHEHHUI»

220037 r. MuHck, nep. ToBapuieckuii 2a

Otnen papmakoHaazopa



Tenedon: +375-17-242-00-29
OnextponHas noura: repl@rceth.by Caidr:
https://rceth.by

Pecnyonuxa Kazaxcman

PI'TI na ITXB «HanuoHanbHbIi LIEHTP 3KCIIEPTU3BI JICKAPCTBEHHBIX CPEJCTB U METUIIMHCKHUX
n3nenuit» Komurera MeauImHCKOro U (papMareBTHIECKOTO KOHTPOJIsi MUHHCTEPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

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

JenapramenT QapMakoHaa30pa ¥ MOHUTOpPUHTA Oe30macHOCTH, Y((EKTUBHOCTH M KadyecTBa
MCOUIIUMHCKUX I/I3I[eJII/II>'I

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

Onextponnas noyra: pdlc@dari.kz

Caiit: https://www.ndda.kz

Kuipavisckas Pecnyonuxa

JlemapTamMeHT JEKapCTBEHHBIX CPEACTB W MEAMIMHCKUX u3Aenuii npu MuHucTEepcTBe
3/1paBOOXpaHEHUs U coluanbHOro pa3Butus Keipreizckoii Pecriyonuku

720044 r. bumkexk, yi. 3-s Jluaus, 25 Tenedon:
+996-312-21-92-88
OnexTpoHHas noyra: vigilance@pharm.kg

Caiir: http://www.pharm.kg
4.9. Ilepeno3npoBka
CuMIOTOMBI IEPEA03UPOBKU HE U3BECTHBI.

JleyeHne CUMIITOMAaTHYECKOE.

5. PAPMAKOJIOTHUYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

dapMakoTepaneBTHUECKasl TpyIa: [IpoTnBOIMApEiiHbIE, KUIIIEYHBIE
IPOTHBOBOCTIAIMTEIbHBIE/ TIPOTUBOMUKPOOHBIE  CPEJICTBA, KHILIECYHbIE
IPOTUBOMHUKPOOHBIE CPEJCTBA; APYTUe KUIIEUHbIE TPOTUBOMUKPOOHBIE CPEJICTBA.
Koxg ATX: A07AXO03.

Mexannsm geiicTBus

Hudypoxcasung — mnpoTHBOMHUKPOOHOE CpPENCTBO, MPOM3BOJMHOE HUTpodypaHa. brokupyer

AKTUBHOCTL ACTUAPOI€HA3 U YITHETACT AbIXaTCIbHBIC LCITH, ITUKII TpPIKap6OHOBBIX KHCJIOT U psag



JIPYTUX OMOXMMHYECKUX IMPOIIECCOB B MUKPOOHOH KieTke. Paspyiraer MmeMOpaHy MHUKpOOHOM

KIJIICTKH, CHMKACT IIPOAYKIHUIO TOKCHMHOB MUKPOOPraHu3MaMu.

dapmakogngamuyeckue 3P HeKTel

Bricoko aktuBen B otHorrenuun Campylobacter jejuni, Escherichia coli, Salmonella spp, Shigella
spp; Clostridium perfringens, Vibrio cholerae, natorennsix Vibrions u Vibrio parahaemolyticus,
Staphylococcus spp. Cnabo uyBcTBUTENbHBI K HUYpokcasuay: Citrobacter spp, Enterobacter
cloacae u Proteus indologenes. Pesuctentnsl k Hudypokcasumy: Klebsiella spp, Proteus
mirabilis, Providencia spp., Pseudomonas spp.

CBoe anTHOakTepuaibHOE JeiicTBHE HU(YPOKCA3Ui OKA3bIBA€T HCKIIOYUTEIHHO B IPOCBETE
kuiieuyHruka. He Hapymaet paBHoBecue kumiedHod Mukpodiopsl. [Ipu octpoit 6GakTepuaibHOM
Iyapee BOCCTAHABIMBAaeT »d3yOnMo3 KumieyHuka. llpm wHOUIUPOBAHMHM HSHTEPOTPOIMHBIMH
BHUpPYCaMU MPEMATCTBYET PA3BUTUIO OaKTEPHAIbHOM CynepruH(EKIINH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopbuus

[Tocne npuema BHYTpb HUDYpOKcazu yacTuyHo BcackiBaerces (10-20%) us
KEJTyJOYHOKHILIEYHOI'O TPAKTa U B 3HAYUTENIbHOM cTeneHu metadonusupyerca. OCHOBHAsI 4acThb
JEHCTBYIOIIErO BEIIeCTBa LIUPKYIUPYET B KPOBH B BHJI€ METAOOIUTOB.

DJIMMUHALHS

Hudypokcasua BeiBoautcs kumedHukoM: 20% B HEM3MEHEHHOM BH/JIE, a OCTAJIbHOE KOJMYECTBO
HU(YpOKCa3HJia — XUMUUECKH U3MEHEHHBIM.

5.3 /lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

Hudypokcasua nposiBisieT BO3SMOXKHBIM MyTareHHbI MOTEHIIAA.

Kanueporennsiii moreHuan Hupypokcasuaa olleHUBaau Ha Mblmax (50/mon/rpynmna) U Kpbicax
(52/mon/rpynna), monydaBmux HUypokcazua ¢ nuien B Teuenue 2 yet B go3e 0, 200, 600 unu
1800 mr/kr/nens. HecMoTpst Ha MyTareHHbIE CBOWCTBA, KaHIIEPOT€HHOCTh HU(PYpPOKCca3uaa HA Ha
MBIIIAX, HU Ha KpbIcax He OblIa J0Ka3aHa.

OcHoBBIBasiCh Ha CPaBHEHMH JI03 B IepecyeTe Ha IJIOLaJb MOBEPXHOCTH TeNa, B ABYXJIETHUX
VICCIIE/IOBAHMAX HA MBIIIAX M Kpbicax (B A03ax 5400 mr/m?> m 10800 Mr/mM?, COOTBETCTBEHHO)
Ipenapar okasblBall BozaeiicTeue B 11 u 22 pa3a, COOTBETCTBEHHO, IPEBBIIIAIONIEE BO3IEHCTBHE

MaKCHMaJIbHOM 10361 1151 yenoBeka (1800 mr, mim 493 Mr/m? pu Macce Tena namuenTa 60 Kr).



6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHBIX
BellecTB Bcnomozamenvholie ewecmaea:
KPEMHUS TUOKCU]] KOJUIOUTHBINA, KpaxMa
KapTO(eNbHBIH, KEIATUH, TAIbK, MarHUsI
creapar. Qbonouxa mabiemku.
TUIIPOMEILI03a,

TUTaHA TUOKCHUI,

TalabK, MaKpOroJi-

20000, xkpacutenb

XWHOJIMHOBBIN KEJIThIN

(E 104).

6.2. HecoBmectumocts He

IIPUMEHHUMO.

6.3. Cpok roaHoctu (cpok xpaHeHusi) 4

roja.

6.4. Oco0ble MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH XPaHUTH
pu temneparype He Boie 25 °C.

6.5. XapakTep u coaepkaHue NEPBUYHON YIAKOBKHU

I[To 24 Tabnerku B O6aucrep u3 [I1BX mieHKu u amoMUHNUEBOH (OJIBIH.
I[To 1 6ucTepy ¢ AMCTKOM-BKJIAJIBIIIEM B KAPTOHHYIO MMAUKY.

6.6. Oco0ble MeEPLbI NMPEea0CTOPOKHOCTH npu YHUYUTOKCHHUH HCIOJIB30BAHHOI'0

JICKapCTBEHHOI'0 NMpenapara WM 0TX010B, NOJY4YeHHBIX I0C/JIe IPUMEHeHUs npenapara, u
ApPYrue MAHHMYJISIIMY € MIPenapaTomM

Het oco06bIx TpeGoBaHUil K yTHIN3AIIH.

7. AEPXKATEJIb PETUCTPALIUOHHOI'O YIOCTOBEPEHUS
Benrpus

OAO «I'eneon Puxtep»

1103 Byganerur, yia. Aémpéun, 19-21,

Tenedon: +36-1-431-4000

OnexTpoHHbIi aapec: drugsafety@richter.hu



7.1. IlpeacraBuTeib 1epsKaTe/isi PperucTPAlMOHHOI0 yaocToBepenus [Iperen3un

noTpeduTENne HAIPABIATE 10 AAPECY:

Poccuiickaa ®eoepayus

Mockogckoe [IpencraBurenbctBo OAO «I'eneon Puxtep»
119049 r. Mocksa, 4-i1 JloOpbIHUHCKUH TIEP., JOM §
Tenedon: +7 495 987-15-55

OnekrponHsIii anpec: drugsafety@g-richter.ru
Pecnybnuxa benapyco

[TpencraButensctBo OAO «I'eneon Puxrep» B Pecriybnuke benapych
220004 r. MuHnck, nip. [Tobequreneit, nom 5, odpuc 505
Tenedon, daxc: +375-17-272-64-87

Tenedon, dakc: +375-17-215-25-21

OnexTpoHHbI aapec: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman
[TpencraButenbctBo OAO «['eneon Puxrtep» B PK

050008 r. Anmatsl, yiu. Tone bu 187

Tenedon: 8-(7272)-58-26-23(npeTeH3uu M0 Ka4eCTBY)

8-(7272)-58-26-22 (dapmakonamzop), 8-701-787-47-01 (papmakonamazop)
OnekTpoHHbIH agpec: info@richter.kz; pv(@richtergedeon.kz

Keipevizckas Pecnyoauka

[TpencraButensctBo OAO «I'egeon Puxtep» B Keipreizckoit Pecniy6inke
720005 r. bumkek, yin. UremGepauera, 1 "A", 6usnec

HeHTp «ABpopay, opuc 703

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

OnektpoHHbIi anpec: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETMCTPAIIMOHHOTI'O YJIOCTOBEPEHMSI
JITI-Ne(002248)-(PT-RU)

9. JIATA TMMEPBUYHOM PETUCTPAIIMU (ITOJATBEPXKJIEHHS PETHCTPAIIUU,
HEPEPETUCTPALINN)

[lara nepsoii peructpaunu: 27 anpens 2023



10. JATA TIEPECMOTPA TEKCTA

OO61mas xapakTepucTHKa JeKapcTBeHHOTo npenapara Ctonauap 10CTynHa Ha HH(GOPMallMOHHOM
noptane EBpa3uiickoro s5KOHOMHUYECKOTO COI03a B MHPOPMALMOHHO-KOMMYHHUKALIMOHHOW CETH

«MuTepueT» https://eec.eacunion.org.



