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110 BETEPHHAPHOMY IPUMEHEHHIO JIEKAPCTBEHHOTO MpemapaTa
Tpucyabhon® cycrnensus as OpaIbHOTO NPUMEHEHHUS

(opraruzanus-paspaborunk AO «KPKA, 1.1., HoBo mectoy, IlIMapremnika ecra 6,

8501, HoBo mecro, Cnosenus/«KRKA, d.d., Novo mestoy,
Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

Howmep peructpaiimoHHoro yaocroBepenus 705-3-25.13-1622NelIBHU-3-25.13/04099

[. Obuue cBeneHus.

1. ToproBoe HaMMEHOBAHHE JEKAPCTBEHHOro mpenapara: Tpucyibpor®
cycreHsus 1/ opansHoro npumenenus (Trisulfon® oral suspension).

MexayHapoIHbIE HENAaTeHTOBAHHBIE HAMMEHOBAaHUS JIEUCTBYIOIIMX BEIECTB:
Cy1b(})aMOHOMETOKCHH HaTPHsI, TPUMETOIIPUM.

2. JlexapcTBeHHas popma: CycreH3usl UIsl OpalbHOTO IPUMEHEHHS.

Tpucynshou® cycnensus s opaabHOro npumeHeHHs B 100 M COIEPIKUT B
KauyeCcTBE JEHCTBYIOIMX BeuiectB 40 r cyap@aMOHOMETOKCHMHA HATpus U 8 r
TPHUMETOINPHMA, & B KAYECTBE BCIOMOIaTEJIbHBIX BEUIECTB MUKPOKPUCTAUTHYECKYHO
/U103y, noaucopbar 80, HaTpus KapMenosy, COpOMTOJ, HATPUil CaxapUCThIM,
OEH3UIIOBBIH CIIUPT, CUMETHKOH, JEMHUHEPAIU30BAHHYIO BOLY.

3. TpucysoH® cycneHsus s OpaabHOTO NPUMEHEHHS 10 BHELIHEMY BUIY
IPEACTaBIIsAET COOOH CyCNEeH3HI0 O€I0T0 UK CBETI0-0€KEBOI0O 1[BETA.

Cpok TrogHOCTM JIEKapCTBEHHOTO IpenapaTa NpH COOIOIEHUM YCIOBUIA
XpaHeHuss — 3 roja co AHsA npou3BojacTBa. Ilociae BCKPHITHS 3aBOJICKOM YIAKOBKH

JIeKapCTBCHHLIﬁ npenapar CJIE€AYET HCII0JIB30BaTh B TECUEHHE 6 MecsIIeB.
3anpemae‘rcx HUCITOJIB30BATh HCK&pCTBCHHbIﬁ npenapar 1nmo MCTCYCHHH CpOKa

TrOJHOCTH.

4. BBIIyCKarOT JIEKAPCTBEHHBIH mpenapar pac(acoBaHHBEIM B ILIACTHKOBEIE
Oyteuiu o 1 1. Kaxkayro ynakoBky cHa0Kar0T MHCTPYKIMEH 110 IPUMEHEHHIO.

5. XpaHAT JIEKapCTBEHHBIH TNpenapaT B YINAKOBKE IPOU3BOAUTENS, OTAEIBHO
OT MHUIIEBBIX MMPOAYKTOB M KOPMOB, B 3aIIMIICHHOM OT IPSMBIX COJIHEYHBIX JIydei
mecte, pu tremueparype ot 0 °C mo 25 °C.

6. JlekapcTBeHHBIN NpenapaT ClIefyeT XPaHUTh B MECTaX, HEAOCTYNHbIX I
JeTei.

7. Heucnonp3oBaHHBIA IIpenapar yTHIM3UPYIOT B  COOTBETCTBHH C
TpeOOBaHUSIMH 3aKOHOIaTEILCTBA.

8. Otnyckaercs 0e3 perenta BETEPUHAPHOTO Bpaya.



I1. dapMaKoIOTrHYeCKie CBOHCTRA.

9. Tpucymsdon® cycrensus A1 OpaJbHOr0 NPUMEHEHNS OTHOCHTCS K TPYyIIIE
KOMOHEMPOBAHHBIX aHTHOAKTEPHAIBHBIX [IPEIIapaToB.

10. Tpucyashor® cycreH3us s OpaIsHOro NpUMEHEHHUs 00JIa1aeT IMPOKUM
aHTH6aKTepHaHBHBIM CHCKTPOM IlEﬁCTBHH B OTHOMEHHWH OONBLILIMHCTRA
IPaMUOIOKHTICTLHEIX M I'PAMOTPHUIATENBHBIX MHKpoopraHusmos, B T.4. E. coli,
Salmonella spp., Staphylococcus spp., Streptococcus spp., Shigella spp. mpyrux
MHKPOOPTaHH3MOB, 4 TAKXKE HEKOTOPBIX mpocredmux, Takux kak Coccidia u
Toxoplasma gondii. Cynb$haMOHOMETOKCUH, CXOMHBIH 1O  CIPOCHMIO  C
napaaMUHOGEH30MHOM KHCIOTO, HApylIaeT CHHTE3 AMTHAPOQOIUEBON KHCIOTEH! B
GaKTepUaILHEIX KIETKaX, IPEeNsTCTBYs BKIIOYECHHIO NapaaMUHOOEH30HHOM KHCIOTHI

B ee MOIEKyly. TPUMETONPHM YCHAMBaeT jelcTBHE CYIs(DaMOHOMETOKCHHA,
Hapyllias BOCCTAHOBICHWE TUTHAPOQOIMEBOH KUCIOTBHI B TETParuApPO(OIHEBYIO -
akTHBHYI0 (QOopMy (OIHEBOH KUCAOTHI, OTBETCTBEHHYIO 3a OenKoBEIH OOMEH H
JeleHne MUKPOOHOi kieTkH. Ilpu xoMOMHUPOBAHHOM ACHCTBUM HApPYILIAE€TCs CHHTES
(hOMHMEeBOH KUCIOTHI Ha JABYX IIOCIEJOBATENBLHBIX CTaAMgX, 4YTO IPUBOIHT K
HAPYILIEHUI) CUHTE3a HYKIEOTUHOB U 00YCIOBIMBAECT CUHEPTHAHOE OAKTEPULIAIHOE
Je#cTRue KOMOUHALIUH CYT6(aMOHOMETOKCHHA ¥ TPUMETOIIPHUMA.

CyaphaMOHOMETOKCUH W TPUMETONPUM OBICTPO BCACBIBAIOTCS U3 JKEIYI0YHO-
KHMIIEYHOTO TPaKTd M IMPOHUKAIOT BO BCE OPraHbl ¥ TKAHHU OpPraHu3Ma, rie co3jaior
aHTHOAKTEpHUAIBHBIE KOHLIEHTPALMM Ha NpoTsxeHun 24 uyacoB. Brluensrorcs u3
OpraHH3Ma IPEeUMYIIECTBEHHO C MO0t U JKeNTYbI0.

Tpucynsdos® cycneHsus IS OpalbHOTO NPHMEHEHHS 1O CTEeNeHH
BO3/ICHCTBUA Ha OpPraHH3M OTHOCUTCS K MAaJOONAacHbIM BeuecTsam (4 kiacc
omacHocTd mo I'OCT 12.1.007-76), B peKOMEHAYEMBIX J103aX HE BBI3BIBAET VY
JKHBOTHBIX M NTHI MOOOYHEIX ABJIEHUH H OCIOKHEHUIA.

HI. Ilopsaok npuMeHeHus
11. TpucynsdoH® cycneHsuro 1% OpPATLHOrO NPUMEHEHHS [PUMEHSIOT
MOJIOJIHAKY KDPYIIHOTO pOraToro CKOTa - IIPM KOJMCENTHIIEMMH, CaIbMOHENIE3e,
nacrepeniese, OpPOHXONHEBMOHHMHM, alcueccax, BBISBAHHEIX CTAa(HIOKOKKAMH,

IIOHAPTPHUTAX, BEBI3BAHHEBIX CTPENTOKOKKAMH; CBUHBAM — IpH KOIHOaKTEpHO3E,
aTpoHYECKOM  PHHHMTE,  CalbMOHedIe3e,  [acTepeiaiese,  reMO(QHIE3HOH

IJICBPOIHCBMORMHY; IBILIAITaM-0polinepaM ¥ PEMOHTHOMY MOJIONHSKY NTHIl — IIPH
nacrepeese, KoJubaKkTeprose, caabMoHeIese, CTadHILIOKOKKO3€, KOKIUINO3E.

12. 3anpemaercss npuMeHeHue Tpucyasdouna®™ cycleH3uH OIS OPajbHOTO
NPUMEHEHUS  B3POCABIM  JKBAYHBIM  JKHMBOTHBIM C  Pa3sBUTHIM  PyOIIOBBIM
NUIIEBAPCHHCM, KypaM-HECYIUKAM, 4 TAKXKE KMBOTHLIM C HapylleHHeM (PYyHKIMU
[IOYEK M IIEYEHHU.

13. Hpu pabore c mpenaparoM HEOOXOAUMO coGmroaaTh OOIME TIpaBuiIa
AWYHOW THIUCHBI U TEXHHMKH 0e30lacHOCTH, IPEXYyCMOTpPeHHBIE mpH paboTe C
JEKaPCTREHHBIMH CPEICTBAMU.

Bo Bpems paboTbl 3amnpemraercs KypHTh, OHUTh M UPHHAMATh mumty. Ilo
OKOHYaHHH paﬁon CIELYCT TIIATEIBHO BBIMBITE C MBIJIOM PVKH.

JIoasM ¢ rUIIepyYyBCTBUTE/IBHOCTHIO0 K TPUMETOHNPHMY MM CYALMAHMUIAMHIIAM
creayer u3derars [psSaMOrc KOHTAKTa ¢ MpernapaToM.



[Tycras ymakoBKa H3-TOA Tpenapara MOMIEKHT YTHIM3ALHE C OBITOBBIMH

OTXOaMH.

[lpu ciayuaiiHoM HONAaHUH IIPEnapaTa Ha KOXKY HIIH CIH3HCTBIE 000JI0YKH
ero HeoOXOAUMO TOTHAC CMBITH MPOTOMHOH BOAOH C MBIIOM. B ciiyuae nosisieHus
ANNEPruvyeckux peakiHil W/ UM IIpH  CiIydallHOM TMONaIaHuK  JIEKApCTBEHHOTO
Ipenapara B OpraHu3M 4eloBeKa CAeLyeT HEMEUIEHHO O0paTUTHCS B MEIMIIHHCKOE
yupexneHue (npy cede WMETh HHCTPYKUMIO 0O I[IPHMEHEHHIO INpenapara HiIu
BTUKETKY).

14. IlperrapaT MOXHO IPHUMEHATH OEpEeMEHHBIM M JIAKTHPYIOLIMM
CBHHOMATKAM ¥ @THIE, NpegHa3HaueHHOW maas Bocmpomussoxactea. Ilpemapat
3afpeIleHO INPHUMEHATH KypaM-HECYIIKaM, SHlia KOTOPBIX IIPECIHASHAYECHBl .15
NpUMEHEHUS B THIITY.

15. JlekapcTBEHHBIH iIpenapaT MNPUMEHSAIOT KMBOTHBEIM  [1€POPAILHO
WHAUBUAYAIBEHO HJIM TPYIIIOBLIM CIIOCOOOM € BOIOH AJIf I[OEHHUS B CIEIYROIIHMX
J103ax:

- MOJIOIHSAKY KPYIHOI'O POraToro CKoTa W CBMHBAM B CYTOHHOH noze 1-2 Mi
npenapara Ha 32 Kr Macchl JKUBOTHOTO. [IpogomKiTEeNBEHOCTE NEUEHNS COCTABIIAET S
IHEH.

- LBIIIATaM-OpoiepaM M PEMOHTHOMY MOJOZHSAKY NTHI JI€KapCTBEHHBIM
IIpenapaT B CyTOYHBIX O3aX: NMpH Koknuauose - 100 mur Tpucyaedona® cycnensuu
A1 opansHOro npuMeHeHud Ha 100 1 BOARI 11 HOEHHS B TeudeHUe 3-5 guelf; npu
3a00/IeBaHNAX OaKTEpHAIBHOR 3THONOTHM — 1 MI Hpenapara Ha 32 K MacChl NMTHIIBE
B TCUEHHE 5 AHEH.

IIpy rpynnoeoM cnoco®e NpUMEHEHUS JKHBOTHBIC JOJDKHEI [TOJYYATh TOIBKO
BOAY, comepxautyio Tpucyinhon® cycrieHsuio Ans OpalbHOrO ITPUMEHEHHS.

[Ipy UHAUBHAYAIEHOM CIIOCOOE IPUMEHEHUS CYTOYHYIO J03Y JEKAPCTBEHHOrO
opernapara claeAyeT pasjeadTs Ha JBE PaBHBIE 9acTH, KOTOPBIE BEHINAHBAIOT C
uHTepBaioM B 12 uacon. JleuyeOHBIM pacTBOP TOTOBAT EXEMHEBHO B O0BeEME,
pacCUMTaHHOM Ha NOTPeOIICHUE B TEUCHHE CYTOK.

IMepen npuMeHeHHEM NEKAPCTBEHHBIA npenapar HeoOXOMUMO THIATEILHO
B300TaTE.

16. IoGouHkle sBIEHHA, 3a MCKIIOUEHHEM CJIy4yaeB HHAWBHIYAIBHOI
HOBBIIICHHOW YYBCTBHTEIBHOCTH K KOMNOHEHTAM JIEKAPCTBEHHOIO IIPEIapaTd, He
BBIBJICHBL.

17. CuMnITOMEI IEPEAO3UPOBKH JIEKAPCTBEHHOTO MPEIapaTa He BLISB/CHEL.

18. 3anpemaercs npumeneHue Tpucynsdona® cycrmeHsun s OpalbHOrO
IPUMEHEHUA OJHOBPEMEHHO C IIapaaMHUHOOEH30HHON KHCAOTOH, MPOKAMHOM U
TpYTUMH MECTHBIMM aHECTETHMKaMH. Tak e IpemapaTr He JOIDKeH NPUMEHSTHCH C
BUTAMHHAMKM TIpymel B (HuKkoTHHamMMZ, QonueBas KUCI0Ta, XOJMH) HM3-33 MX
AHTArOHHCTHYECKOr O AeHCTBUA HA CYIb(QaHuIaMUaL].

19. Ocobennocrell NEHCTBHA JIEKApPCTBEHHOTO Mperiapara NpPH €ro IepBoM
OPUMEHCHHH U OTMEHE HE YCTAHOBIIEHO.

20. Cneayer wusberars NpONYCKOB IIPM BBEICHMH OUYEPEAHON HO3EI
NEKapCTBEHHOrO Ipenapara, TaK Kak 9T0 MOXKET I[PHBECTH K CHYIKCHHIO
TeparneBTUYeCKo 3(hekTUBHOCTH. B ciaydae mponycka OAHOM HO3bI NpPUMEHEHUE
npenapara BO300HOBISIIOT B TOH K€ TOIHPOBKE U IO TOM JKE CXEME.



21. VOoll MONOJHSIKA KPYINHOTC POraToro CKOTa M CBHHEH Ha MACO
pasperiaeTcs He paHee, WeM Hepe3 & CYTOK T1OCje TIOCHEAHEr0 BBEACHUS
JIEKAPCTBEHHOTO [penapara, HEIIAAT-OpOHIepOB U PEMOHTHOTO MONOJHSKA IITHIIBI -
He paHee, UeM dHepe3 7 CYTOK. MSCO JKHBOTHBIX M ITHUIIEL, BBHIHYKACHHO YOMTBIX
paHee YCTaHOBICHHOTO CPOKA, MOXKET OBITh HCTOAB30BAHO ISl KOPMIEHHUS ITYIITHBIX

3BEpEH.

Haumenosanue u aapec
IPOH3BOJCTBEHHBIX TUIOIAL0K
IPOU3BOAUTENA Npenapara

HaumeHoBaHue, aapec opraHuzaiui,
YITOTTHOMOUYEHHOH BA2ASTbIIEM HIH
JEP3KATEIIEM PETHCTPALIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO
[penapaTa Ha OPUHSATHE TIPeTeH3uH
OT noTpeduTEN.

AO «KPKA, n.1., HoBo MecTo»n/«KRKA,
d.d., Novo mesto», Smarjeska cesta 6,

8501 Novo mesto, Slovenija.
AO «KKPKA, n.a., Hoso mecTon/«KRKA,

d.d., Novo mestoy», Povhova ulica 5, 8501
Novo mesto, Slovenija.

000 «KPKA-PYC»,

125212, r. Mocksa, ['ogoBBHCKOE mocce,
a0M 5, koprye 1

Teir.: (495) 981-10-95, dakc: (495) 981-
10-91

C cornacoBaHHeM HAacTOsIeH WHCTPYKUWMU 110 npuMeHeHuro Tpucynspona®
CYCHEH3UH JIJI OPAILHOIO IIPUMEHEHMS CUMTATE YTPATHUBIIEH CUITY MHCTPYKIIHIO 110
IIPHMEHEHHMIO, cornacoBannyo Poccensxo3znamgzopom 16.06.2016 r.



