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I. O0uume cBeneHus

1. ToproBoe HAHMMEHOBAHHE JEKAPCTBEHHOTO MPENapaTa: DHPOKCHI
Tabnetku co Bkycom msca (Enroxil® tablets with meat flavour).

MexnyHapoHOE HEMATEHTOBAHHOE HAUMEHOBAHHUE: SHPO(IIOKCALIMH.

2. JlexapcTBeHHast popma: TabIETKH I OPAIEHOTO IPUMEHEHHUSI.

OHpokcHI® TabIeTK co BKYCOM MsCA BBIIYCKAIOT B 3 JO3HPOBKAX: MacCoil
0,055 r, 0,183 r u 0,55 r. B 1 TabiieTke B KauecTBe JEHCTBYIOIIEro BEIIECTBA
npenapar CoAepXUT dHpodIOoKcanuH, cOOTBETCTBEHHO 15 mr, 50 mr u 150 mr, a B
Ka4yeCTBE BCIIOMOTATENIBHBEIX BELIECTB: MAaHHUTOJ, KYKYPYy3HBIH Kpaxmall, HaTpus
KpaxMaja TJIMKOJAT, apomarus3arop ¢ 3amaxom Msaca 10022, conomumep
METaKpHIIOBOM KHUCJIOTHI, HATpus Jaypuicyiasdar, AuOyTuicebanMHaAT, HATPUS
KPOCKapMeJlIo03y, KPEMHHS IUOKCHU]I KOJUIOUIHBIH, TalbK U MarHus cTeapar.

3. Ilo BHemHemy BHIy Ipemapar IpeACTaBIseT co00il Kpyriele, clerka
JBOSKOBEIITYKJIBIE CBETJIO-KOPHUYHEBOrO I[BeTa TAOJETKH C OENBIMH MM TEMHBIMH

BKPaIlJICHUSMHU, C PUCKOH Ha OnHOM cTopoHe (mo3upoBku 50 mMr u 150 mr) u co
CKOILIEHHOM KPOMKOH.

Cpok TroAHOCTH JIEKapCTBEHHOTO IMperapara IpH COOJIOJEHHH YCIIOBHIMA
XpaHeHMs — 3 roja C JaThl MPOM3BOACTBA. 3amnpeliaeTcss HCIOIb30BaTh
JIEKapCTBEHHEBIH IIpenapar no UCTeYEHHUU CPOKa TOJTHOCTH.

4. DHpoKCHI® TabIeTKH CO BKYCOM Msica BBIIIYCKAIOT pachacoBaHHBIM 10 10
TabneTok B ONMCTEpHI, yIaKOBaHHbIE B KapTOHHBIE KOpoOku mo 1 mmm 10 mryk.
Kaxnyro ynakoBky cHa0karOT HHCTPYKIMEH 110 IPUMEHEHHIO.

5. XpaHAT JI€KapCTBEHHBIH Npenapar B 3aKpbITOH yIaKOBKE MPOH3BOIUTENS,
OTACIBHO OT IIMIICBBEIX IIPOAYKTOB M KOPMOB, B 3alllMIIEHHOM OT IIPSAMBIX
COJIHEYHBIX JIy4el mecte, pu Temneparype ot 0°C no 25°C.

6. JlekapCTBEHHBIH IpemapaTr ClIeIyeT XpaHUTh B MECTaX, HEIOCTYIHBIX IS
IETEMN.

7. Heucnonb30BaHHBIH  JIEKAPCTBEHHBLIH  mpemapar  yYTHWIM3HPYIOT B
COOTBETCTBHH C TPEOOBAaHHUSIMHU 3aKOHOATEIHCTBA.

8. Otmyckaercs 6e3 perenTa BETEpPUHAPHOIO Bpada.



II. ®apMaxonoruiecKue CBOMCTBA

9. 9Hp0KCHH® TaONeTKH CO BKYCOM MSCAa OTHOCHTCS K aHTHOAKTEPHaTbHBIM
fpenaparaM Ipyniibl GTOPXMHOIOHOB.

10. DHpodnokcauyH aKTHMBEH B OTHOLICHHM TIPaMIOJIOXHUTENBHBIX U
IPaMOTPHIATEBHEIX MAKPOOPTaHusMoB, B8 ToM uncie Escherichia coli, Saimonella
spp., Pasteurella haemolytica, Pasteurella multocida, Staphylococcus aureus,
Staphylococcus hyicus, Streptococcus spp., Klebsiella spp., Pseudomonas
aeruginosa, Bordetella bronchiseptica, Campylobacter spp., Corynebacterium
pyogenes, Proteus spp., Mycoplasma spp., Brucella canis, Actinobacillus spp.,
Listeria monocytogenes, Haemophillus spp., Clostridium perfringens.

ITocie TEpOPAJBHOrO BBEACHHA 3HPOQUIOKCALMH XOPOILO BCACHIBACTCS B
HeTyJIOYHO-KUIIETHOM TPAKTe ¥ NPOHHKAET B OONBLIIMHCTBO OPraHOB M TKAHEH
opranmsma. Ero MakcuManbHas KOHIIEHTpalus B KpOBH gocTuraercs gepes 1,5-2,0
yaca M VAEPKHBAETCS Ha TEpAreBTUYECKOM YPOBHE HAa MPOTSHKEHHMM 24 9acos.
Brigensiercss 3HpOdUIOKCAlIMH M3 OpraHW3Ma KUBOTHBIX B OCHOBHOM B
HEW3MCHEHHOM BHJIE C MOUOHi M KETUbIO.

Dupokcua” TabIeTKH cO BKYCOM Msca IO CTeIeHH BO3AeHCTBUA Ha OPTaHU3M
OTHOCHTCS K MajloonacHuM BemecTaM (4 kimace omacHoctd mo I'OCT 12.1.007-76).

II1. Hopanok npumeHeHus

11. DHpokcun® TaGIeTKH cO BKYCOM Msca IIPHMEHSIOT [ JeUeHHs cobaK U
KOIIeK IIpd 3a0O0NIeBaHMSIX OPraHOB JBIXaHUSA, KEIYAOYHO-KUIIEYHOIO TpakTa M
MOYEIIONOBOH CHCTEMBI, HHPEKIHHA MIATKUX TKaHeil ¥ OTUTOB, HHOUIUPORAHHBIX paH
U Jgpyrux 3aboneBaHuil OakTepHaNbHOM K MHKOILUIA3MEHHOH  STHOJOTHH,
BO30YAUTENH XOTOPHIX YYBCTBHTEABHE! K SHPOGIOKCAIIUHY.

12.  Ilpormeonoka3zaHuem K I[PUMEHEHHIO  SBISAETCS  [IOBBIEHHAA
MHAUBHYAIbHAS UYYBCTBUTEIHBHOCTE JXHUBOTHOIO K q)TopXHHOJIOHaM U IpyruMm
KOMIIOHEHTaM I[Ipenapara. 3ampeliaercs NpHMEHEHHE 3Hp0KCHJIa TabIeToOK €O
BKYCOM MsCa >KMBOTHBIM IIPH CYUIECTBCHHBIX HApYIICHMSX PA3BUTUS XPSILEBOH
TKAHU K IOPAKCHUSAX IEHTPANBHON HEPBHOM CHCTEMBI, COIPOBOXIAIOMUXCS
CYJOpOramH.

13. Tlpu paGoTe ¢ DHPOKCHIOM® TabIeTKAMH CO BKYyCOM MsCZ HEOBXOXUMO
COGJIIOL[&TB 061111/16 ITpaBulia NMUYHONI THUTHUCHEBI H TEXHHKH 6630HaCHOCTH,
MIPEAYCMOTPEHHEIE IIPH paboTe C JICKapCTBEHHBIME [IpenapaTamMu.

Jiogs M ¢ THOEPUYYBCTBUTENBHOCTHIO K (TOPXUHONOHAM cliefnyeT Hu3beraTs
IPSAMOr0 KOHTaKTa ¢ npenaparoM. [lyctas ynaxkoBka W3-IIOJ Xperiapara IOMIEXKUT
YTHIIM3A1UU ¢ OBITOBBIMU OTXOJaMHU.

[Tpu ciywyaliHOoM NomagaHuM NpenapaTa Ha KOXKY WIH CIM3UCTBIE 000I0UYKH
ero HeoOXOAMMO TOTYAC CMBITh NPOTOYHON BOJOH ¢ MBIIOM. B ciyuae nmosBneHHS
ANNEePruuecKUX peaknuid HW/WIM [pu CcioyYaliHoM »omajaHuM  JIEKapCTBEHHOTO
npenapara B OprasusM 4YeloBeka cleayeT HeMeUIEHHO OOpaTHUTECS B MEIUIHHCKOE
vapexaecaue (opu cebe HMETHP MHCTPYKLUHIO II0 NPUMEHEHHIO TMperapara Mid
ITHKETKY).

14. CuenuansHeix HCCIIEIOBaHUM 6e30nacHoCTH HpUMEHEHUA

3HpodUIOKCaHa HA IENeBBIX JKMBOTHEIX (KOomIKax u cobakax) B IEpHON
OepeMEHHOCTH M JAKTAIHH HE TIPOBOIWIOCH. lIpemapar MOXHO HOPHUMEHSTh
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JIAKTHPYHOUM H 6epCMCHHBIM caMKaM B ClIy4dae, ©€CJIH I[IpEeHMYINecTea ¢€Io

TIPAMEHEHHS IPERBIMIAIOT [IOTEHITHANBHEIA PUCK.

3anpeniaeTcss NpUMeHeHHe DHPOKCHNA TabIeToK CO BKYCOM MSACA KOTATaM
MOJOXE 2 MecCqdieB, IeHKaM MOIoKe 12 MecdieB (IeHKaM KpYIHBIX HOPOJ —
MoOnoXe 18 MecsaueB) K3-3a BO3MOXKHOI'O HETaTHBHOI'O BO3NCHCTBUSA Ha XPsIIEBYIO
TKa"b B DEPUOJ AKTHUBHOTO POCTA.

15. 3Hp0KCI/I}I® TabJIeTKH C€O BKYCOM MsCa MNOPUMEHSIOT JKUBOTHBIM
IepOpaNbHO UHAMBHIYANbHO B pasapo0/JeHHOM BHIE C KOPMOM WM BBOIST
MPUHYIATENILHO HA KOPEHb S3bIKA B CYTOYHOH 703e 5 Mr aHpoduiokcanyna Ha 1 kr
MACCHI JKMBOTHOI'O, YTO cOCTaBiseT: onHa Tabnerka Maccoié 0,055 r (15 wmr
3Hpo(IOKCAlMHAA) HAa 3 KI' MAcCHl )KMBOTHOTO, OAHa Tabnerka macco 0,183 r (50
MT sHpodiokcanyHa) #a 10 Kr MAcCHl JKHBOTHOTO M OfHa Tabnerka Maccol 0,55 r
(150 mr sapodaokcanaa) Ha 30 Kr Macchl JKUBOTHOTO.

CyrouHyrd 03y [OpenapaTa MOXHO pa3fenuTh HAa JBa IIpHEMA.
ITpomomKUTENBHOCTE Kypeca JedeHus cocrasiager 5 - 10 cyTok B 3aBHCHMOCTH OT
Te4eHus 3a00IeBanus.

16. IIpu npuMeHEeHHHU NpenapaTa B COOTBETCTBUH C HACTOSAIIEH MHCTPYKIIHEH
MOOOUHEIX SIBJIEHHH M OCIOXKHEHHWH, KaKk NpaBMIO, He Habmwojaercs. B permkux
cllydasiX BO3MOXHBI pBOTa, yualleHHe Jedexkalyd ¥ pasMardyeHue (Qexanui,
YKa3aHHBIE CHUMIITOMEl, CaMOIPOM3BOJIBHO HCUE3al0T U He TpeOYHT OTMEHEI
npemnapara.

B cnydae mosBneHHs anNeprudecKHX peakiuil MCNONR30BAHUE Ipernapara
OPEKPallialoT M HA3HAYAIOT XXKMBOTHOMY AHTUIMCTAMHUHHLIE M CHMIITOMATUYECKUE
npenapars.

17. Ilpu mepemo3UpOBKE MpenapaTa Yy JXUBOTHBIX MOXET HaGIIOAaThCs
CHHJXCHME  alleThTa, YrHETeHHOe COCTOSHHME, PpBOTa, Auapes, HEPBHEIE
paccTpoiicTea. JleueHHEe CUMIITOMaTHIECKOE,

18. He crmepyeT mnpuMeHarh DHPOKCHA® TaGlNeTKH €O BKYCOM Msca
OIHOBPEMEHHO v xnopaMDEHUKOIOM, MaxpoaMIaMH, TEODUIITHHOM,
HECTEPOUHEIMH IIPOTHBOBOCIIATUTEIBHBIMU CPEACTBAMH, a TAKKE C IIperapaTaMu,
COIEpIKAaNIMMK KaTHOHBEI JKele3a, KajbI{is, MarHus, aqiOMHUHMS, yXYIIArOUIUMMU

BCaCBhIBaHHE JICKAPCTBEHHEBIX CPEACTB B XKEIIYA0YHO-KHIUIECTIHOM TPaKTE.
19. OcobennocTeil AelicTBUA JE€KapCTBEHHOIC IpenapaTra NPH €ro IEpBOM

[IPHMEHEHHMH U OTMEHE He yCTAaHOBIIEHO.

20. Cnenyer n3berarb NPOIYCKA BEBEJIEHHS OYEPENHON JO3BI JEKAPCTBEHHOTO
Ipenapara, TaK KaK OSTO MOMXKET [PUBECTH K CHIDKEHHIO TEPANEBTHYECKOH
s>(dexTuBHOCTH. B ciiydae mpomycka OJHOH JO3BI IIPUMEHEHHE IMpenapara
BO30OHOBIISIOT B TOMH %€ JO3MPOBKE U 110 TOH JKe CXeMe.

21. Dupoxcun® TabmeTk¥ CO BKYCOM Msica HE MpPEXHABHAUCHB IS
NPUMEHEHUA TIPOLYKTHBHBIM JKUBOTHBIM.

HaumeHoBaHue 1 agpec 1. «M/c ¥rnoko Pemenuc Jlumureny /
ITPOM3BOACTBEHHBIX IIOMAJIOK «M/s Indoco Remedies Limited»
HPOU3BOAUTENS IIperiapaTa Village Katha, Baddi, Dist. Solan,

Himachal Pradesh (H.P.) — 173205, India
2. AO «KPKA, n.1., Hoso mecto»/



«KRKA, d.d., Novo mesto», Smarjeska

cesta 6, 8501 Novo mesto, Slovenija.
3. AQ «KPKA, n.1., Hoo MecTo»/
«KRKA, d.d., Novo mesto», Povhova
ulica 5, 8501 Novo mesto, Slovenija.

Haumenosanue, anpec opranmsanuy, 000 «KPKA-PYC», 125212, r. Mocksa,
VIIOJIHOMOYEHHOH BIIaEHBIIEM UIH I"onoBuHCKOE mIOCCE, AOM 5, kopnyc |

JiepxKaTeneM perucTparioOHHOTO Ten.: (495) 981-10-95, pakc: (495) 981-
YAOCTOBEPEHHS IEKAPCTBEHHOIO 10-91

Ipenapara Ha [IPUHATHE IPETEHIUR

OT TOTpEeOHTENA.
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C corjacoBaHueM HACTOAIIEH HHCTPYKUMHM [0 NPUMEHEHHIO JHPOKCUIA
TabIeTOK C€O BKYCOM Msica, CYUMUTaTh YIPATUBIIEH CHIY HHCTPYKIUIO IIO
IPUMEHEHMIO, YTBEPKACHHYIO Poccensxo3nanasopoMm 25.04.2017 r.



