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HHCTPVKHWEW
110 BETEPHHAPHOMY PUMEHEHHIO JIEKAPCTBEHHOTO Npenapara
Dupokcu1” 5% pacTBOp Ui MHBEKIUHI

(opraamsamus-pazpadbotunk AO «KPKA, n.1., HoBo mecto», IlImapsemka necta

6,8501VH0130 MecTo, CioBenus /«KRKA, d.d., Novo mesto»,
Smarjeska cesta 6, 8501 Novo mesto, Slovenija)
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I. O0me crenenus.

1. ToproBoe HaMMEHOBAaHWE JIEKAPCTBEHHOTO Tmpemnapara: DHpokcua® 5%
pactBop 1 uHbekiuit (Enroxil® 5% solutio pro injectionibus).

MexnyHapoIHOE HENATEHTOBAaHHOE HAUMEHOBAHKE: SHPO(DIOKCALMH.

2. JlekapcTBeHHas GopMa: pacTBOP /ISl MHBEKLIUM.

DHpokcua”® 5% pacTBOp Ui MHBEKIUM B KAYECTBE JICHCTBYIOMIErO BEIIECTBA
coaepxuT sHpoduiokcand 50 Mr B 1 mil, a B KaueCTBE BCIIOMOI'aTE/IbHBIX BEILECTB:
OyTaHO, Kalus TUAPOKCUA U BOAY ISl MHBEKIUH.

3. Ilo BHemHeMy BHy Ipenapar MpeacTaBlIseT COOOW NPO3padyHbI pacTBOP
JKEJITOBATOrO LBETA.

Cpok TrOJHOCTH JIEKApCTBEHHOIO IIpernapara IpUd COOIIOJEHUU YCIOBUH
XpaHeHHs — 5 JIET C AaThl NPOU3BO/ICTBA, [10CJIE IEPBOrO BCKPHITUS - 28 AHEM.

3anpemiaeTcss MCIOJIb30BaTh JEKAPCTBEHHBIN Mpenapar Mo MCTEUEHUU CpOKa
TOJTHOCTH.

4. Beiyckaror DHpokcHi1® 5% pacTBOp Ui MHBEKIMH pachacoBaHHBIM I10
100 M1 Bo (hIaKOHBI U3 TEMHOTO CTEKJIa COOTBETCTBYHOLIEN BMECTUMOCTH. KaxibIii
(GakoH IOMEINAalT B KApPTOHHYH KOpPOOKY M CHA0XarT HMHCTPYKLIMEH I10
IIPUMEHEHHUIO.

5. XpaHsT JeKapCTBEHHBIN Ipenapar B 3aKphITOM YIAaKOBKE IMPOU3BOIUTENS B
3alIMIICHHOM OT TPSMBIX COJHEYHBIX Jy4ed MeECTe, OTAEIBHO OT IIPOAYKTOB
UTAHUS U KOPMOB, ipu Temneparype ot 5°C o 25°C.

6. XpaHUTh JeKapCTBEHHBIN IMpernapar ClIeAyeT B MECTax, HEAOCTYIHBIX UIs
JIETEN.

7. Heucnonap30BaHHBIM Ipenapar YTWIM3HPYIOT B  COOTBETCTBHH C
TpeOOBaHUAMH 3aKOHOAATEILCTBA.

8. OrnyckaeTcs 0e3 penienTa BETEpUHAPHOIO Bpaya.
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I1. dapmakomoruveckue cBOUCTRA.

9. Dupoxcun® 5% PacTBOP [/ UHBEKIHI OTHOCHTCS K AHTHOAKTEPUATLHLIM
TIpernaparaM Ipynrel GTOPXUHONOHOR,

10. 3OHpodmokcanuH, BXOAJWHA B COCTAaB. JEKAPCTBEHHOTO IIperiaparta,
06GNamacT WMPOKAM CIIEKTPOM aHTHOAKTEPHANIBEHOTO H AHTHMHKOIIIA3MEHHOTO
nedcTeysa. AKTUBEH B OTHOIIEHUU TPaMHONOXKHUTENEHEIX U IPaMOTPUNATEIBHBIX
MHKPOOPraHu3MoB, Takux kak E.coli, Salmonella 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, Haemophilus spp.,
Clostridium perfingens u ap.

Mexdnnsm  JeiicTBHS SHPOQIOKCAlHA 3aKAI0YA€TCA B MHTHOMPOBAHMM
AKTHBHOCTH (bepMeHTa TUpasbl, obecreunBalomero pemwmkanun coupand THK B
Anpe OaKTepHATBHOM KIETKH, YTO [IPHBOJUT K HAPYLICHHIO cunTesa Oenka u rubeau
MHKpPOOpPraHH3Ma.

Ilocne mapeHTepalibHONO BBEACHMA TNpenapata SHpO(IOKCcAnMH  XopoIo
BCACKHIBACTCHA C MECTa MHBLEKUUHA W MPOHUKAET BO BCE OPraHBl U TKAaHY OpraHu3ma.
Ero maxcuManbH4ss KOHLEHTpalusad B KpoBu JocTturaerca depes 1,0—-1,5 uvaca u
YICPKUBACTCS HA TEPAIEBTHUCCKOM YPOBHE Ha NMPOTsKeHAN 24 yacoB. Briensercs
SHPO(IOKCAMH K3 OPraHu3Ma JKUBOTHBIX B OCHOBHOM B HEM3MEHCHHOM BHJE C
MOUYOH U JKCITYBIO. |

Dupokcun®™ 5% pacTBOp st MHBEKLKH 110 CTENEHN BO3ASHCTBUS HA OPTAHU3M
cormacao TOCT 12.1.007-76 otHocuTCS K 3 KI4cCy ONacHOCTH (BENIECTRA YMEPEHHO
OTACHEIE).

HI. Ilopsaaox IpUMEHEHNs

11.  Dupoxeun® 5%  pactBOp  INS  WMHBEKUHH  HA3HAYAIOT
CENBCKOXO3MMCTBEHHBIM JKHBOTHHIM M cobakaM npy MHGEKIUIX OPraHoB AbIXaHUs,
KENYIOTHO-KHILETHOrQ TpaKTa, MOUENONOBOU CUCTEMBI, IIpH KOJIUOaKTEPHO3E,
CENTHLIEMUH,  CaIbMOHEMIE3e,  aTpO(GHYECKOM  PHUHUTE,  CTPEHNTOKOKKO3E,
OaxTepUaNbHONH W OSH300THHECKOH MHEBMOHHAX, cuHapomMe MMA, u apyrux
3aboneBaHMAX, BO30OYIUTEIM KOTOPBIX YyBCTBUTEIBHEL K SHPOMIOKCALUHY.

Tlpenapar JOMKEH HPHUMEHATHCS B COOTBEICTBHH C OQHMIMANLHBEIMH K
MECTHBIMU TTPABIAMH MPUMEHCHNS aHTHOAKTEPUATBHBIX IPENapaTos.

[Tepen npuMeHeduneM IIpenapara, 10 BO3MOXKHOCTH, JO/KEH OBITh BHIIOJHEH
TECT HA YYBCTBUTENBHOCTE BO30YINTEN K 3HPOGUIOKCATMHY .

[Ipemaparsr, copepkamue (GTOPXUHONOHEBI, OTHOCATCS K  PE3EPBHBIM
aHTHOAKTePUANBHEIM TIPENapaTaM M JOJDKHBI MPHMEHATBCS B TEX Cydasx, KOTZa
APYTHE aHTHOAKTEpUANBHEIE TTpeiapaThl He 3G PeKTHBHEL

12. TIporuBonoxazaHueM K NpumeneHu:o JHpoxcuna®™ 5% pactBopa s
WHBEKIINH SBISI€TCA TOBBINCHAAA UHANBUAYANBHAS YYBCTBUTCIBHOCTE JKHBOTHOTO K
(hTOPXHWHOIOHAM. 3anpeInacTcs: IPUMEHEHHE JCKAPCTRCHHOTO TIpellapaTa JXUBOTHBIM
C BEIPOKCHHBIMH HAPYIICHHMAMH DasBUTHSL XPAIICBOM TKAaHH, IPH IIOPaKEHUIX
HEPBHOH CHCTEMBI, COMPOBOKIAAKOIIUXCA CYHOPOTaMH, NMPU THKENBX IOPAKEHHUAX.
[edeHd W IIQueK, a TaKKe [pU  BeAEJEHUM v OONBHOrO KMBOTHOIO
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MUKPOOPTaHUSMOB, YCTONYUBEIX K (TOPXUHOIOCHAM.

13. Tlpu pabote ¢ DEpokcunoM® 5% pacTBOPOM T MHEEKIHE ClEAyeT
cofmoaate ofIMe paBUia JHMYHOM TUFHEHK W TEXHHMKA OE30IaCHOCTH,
NpeAyCMOTPECHHBIE TIPH paboTe ¢ JcKapCTBEHHBIME npenapaTtamu. Bo spems paboTsr
3ANpeiaeTcs KypuTh, IUTh W OpUHUMaTh ruuly. o okoHwanud paboTsl ciemyer
THIATEIEHO BEIMEITE ¢ MBIIOM JIHMLIO U PYKH.

14 HM3syyenue Oe30macHOCTH IIpeliapara NpY IPUMEHEHHH JaKTHPYIOUMM U
GepeMEeHHEIM WHEOTHEIM He TTPOROAUIOCE. BO3MOKHO IPHMeHeH e TPenapaTa. 9THM
TPyIaM >KUBOTHEIX TOCHE OLCHKH COOTHOLICHMS TIOIL3BI H PUCKA BETCPHHAPHBIM
BpAuOM. 3aipemdgercs NpuMeHeHWe DHpokcHna® 5% pacTsopa UIA HHBEKIMI
HIeHKaM Monoxe 12 Mecsiien (eHKaM KPYIHBIX TOPOA — MOIOKE 18 MECHLIER), TaK
'KaK BO3MOXKHO HETATHBHOE BO3NEHCTBUE HA PA3BHTHE XPALIEBOM TKAHM ‘B IIEPHOL
POCTa XUBOTHOIO. |

15. DHpokeun® 5% pacTBOp AN MHBEKINHA UPUMEHAIOT TelstaM, OBLUAM H
KO3aM MOAKOXKHO, 4 IOPOCIATaM, IIOACBUMHKAM H CBHMHOMATKAM BHYTPUMBIIIEYHO
‘OOVH pPa3z B CYTKH B TEUEHHE TPEX-TMATU NHe#, B #o3e 1 ma ma 20 xr mMacckl
JKHMBOTHOIO (2,5 MI 3HpOQIOKCalMHa Ha | KT MacCEl 5KUBOTHOTO).

IIpu canpMoHeENne3e ¥ UHPEKIUIX OPraHOB. JIEIXaHHA 3Hp0KCHH® 5% pactsop
I UHBEKIUH HA3HAYAIOT OJJUH Pa3 B CYTKH B TeUEHUE IATH AHeH B 7103¢ 1 Mir Ha 10
KI' MACCHI JKUBOTHOTO (5,0 MI‘QHp’O.(_IJ}IOI{CaHHHa Ha | Kr Maccsl sKHBOTHOTO).

Cobaxam DHpokcun® 5% pacTeop Iis HHBEKINN Ha3HAYAOT IOAKOKHO OfMH
paz B cyTku B foze 1 v #a 10 kr Maces! sHBOTHOTO (5 MI' SHpodIoKcanuua Ha 1 KT
MAcCCEI JKMBOTHOI'O) B TeUeHNe N9TH JHeH, ApH HEOOXOMUMOCTU NPOIOIKUTeILHOCTE
JIeYEHUA MOXKET OBITE YBEIUUEHa 10 NeCATH AHEH. _

Beuay sosmoxHON Gonesoit peakuyu Dupokcwt® 5% pacTBOp AU MHBEKLIHH
CJIeyeT BBOJIUTEL B KOIUYECTRE HE 60nee 5 M B OZIHO MECTO KPYITHBIM JKHBOTHBEIM U
He Gonee 2,5 MII — MEJIKUM YKHBOTHBIM. |

16. Tlo6GouHEIX ABTEHHN U OCIOXHEHHH Y KUBOTHHIX IIPM TPUMEHEHHH
JCKApCTBEHHOTO IIpeflapara B COOTBETCTBHM ¢ HACTOAWIEH HHCTPYKIHEH, Kak
nparuno, He HaOmojaaercs, B cioydgae [OSBIEHMS alIEPru4ecKux peaxiui
KCTIONB30BaHUE  [pEnapaTta  NPEeKpamlaroT M HA3HAYAT  JKUBOTHOMY
AHTUTHCTAMAHHBIE M CHMITOMATHYECKHE JIEKAPCTBEHHBIE CPEACTBA. B OTACHBHEBIX
Cllydasx BO3MOXKHO KpPAaTKOBPEMEHHOE HapylleHHe (QYHKHHH SKELyZO4YHO-
KHIISYHOTO TPakKTa.. B MECTE HHBEKIIUM BO3MOKHO IIOfABJICHHE pasapaKcHUs,
“HUCUE3arolee caMONPOU3BOIABHO:

17. CHMITTOMBI TIEPEIO3UPOBKU TpEenapaTa y JKUBOTHBIX HE BBISIBACHEL VY.
TeAT HAOMI0oAAIHCE Here'ﬂepaTﬁBHme HBMéHeHHz CYCTABHEIX xpsimef»i' MPH OPANLHOM
IpPHMEHEHNH 3Hpodaokcanuna B 1ose 30 MI/kr B Teuenue 14 aneh.

18. He pomyckaeTes OJHOBPEMEHHOE IPHMCHEHHE Onpoxcuna® 5% pacrtsopa
Ui WHBEKIME ¢ XJOpaM(IEHUKOIOM, MaKpONWAaMH, TETPALUKIAHAMH,
"TeO(QHIITUHOM ¥ HECTEPOHHBIMH IPOTHBOBOCIANNTEAFHEIMU CPEACTBAMMY,

19. OcobexnocTell AefcTBUA JIEKAPCTBEHHOFO MNPENApara IIPU €10 IEPEOM
OpUMEHEHUH U OTMEHE HE YCTAHOBIICHO. |

| 20. Hapymenwe cXeMBl TPHMEHEHHS TIPenapata MOXET IIPUBOJUTL K
TIOSBIEHUIO PE3UCTEHTHOCTH MUKPOOPraHH3MOB K (TOPXWHOIOHAM U CHUXKEHHIO
2 dEKTHBHOCTH MX IPUMEHCHHUS BCIEICTBHE TEPEKPECTHOH PE3HCTEHTHOCTH.
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Cﬂeﬂye’r n30eraTh IpoMycKa O4epeHoN J036I JIEKAaPCTBEHHOrO penapaTa. B ciayyae
IIPOIIYCKa OHOM MO3BI NPUMEHEHHE IIpEIapaTa BO30OHOBJIAIOT B TOH 7K€ JO3HPOBKE

H 110 TOH 7Ke CXeMme.

21. V6oii sUBOTHBIX Ha MACO paspeiaercs He padee, deM depes 14 cyrox

I10Cie ITOCAEeAHEr0 HNPUMCHECHUS JIEKapCTBEHHOTO Ipenapara. Msco KMBOTHBIX,.

BBIHYIKAECHHO YOUTBIX 110 HCTEYIEHHMs YKa3aHHOTO CPOKA, MOXKET OBITH HCIIONIB30OBAHO

JUIS KOPMITEHMS TTYUIHEIX 3BEPEH.

HavimenoBantiie i aipec
[IPOUZBOACTBEHHBIX IUTOLIAIOK
TIPOM3BOAUTESA NPETIaPaTa

Hanwmenosanue, afpec oprasM3anuH,
YIOJIHOMOUEHHOH BajeablieM Win
JEPIKATEIEM PErUcTPAlHOHHOTO
YJOCTOBEPEHHS IEKAPCTBEHHOIO
Openapara Ha IIPUHSITHE NPETEH3UH
OT IMOTPeOUTETA.

AO «KPKA, 1.1., Hoo MecTon/«KRKA,
d.d., Nove mesto», §-marj eska cesta 6,
8501 Novo mesto, Slovenija.

AQ «KPKA, a.1., Hoo Mecton/«KRKA,
d.d., Novo mesto», Povhova ulica 5, 8501
Novo mesto, Slovenija.

000 «KPKA-PYCy,

125212, r. Mockga, onoBuHcKoE mocce,
oM 5, kopryc 1

Tem.: (495) 981-10-95, daxc: (495) 981-
10-G1

C cornmacoRaHueM HACTOSMIEH HHCTPYKIHMH TI0 TIPUMEHEHHI0- DHpokcuta® 5%

pacTsopa A UHBEKLHN, CYUTATE YTPATHBILEH CIUTY MHCTPYKHMIO 10 MPUMECHEHUIO,

yIBepKneHHy Poccembxoznanzopom 21.04.2016 1.






