MHCTPYKLUA
o MpuMeHeHuto Tpokokcuia
B Ka4eCTBE IIPOTHBOBOCIIAIIUTENILHOTO M aHAJIbIE€TUYECKOT0 CPEJICTBA y co0aK

(opranuzanusi-paspaborank: «Zoetis Inc», 100 Campus Drive , Florham Park, New
Jersey, 07932 USA)

[. O6mue cBeeHus

1. ToproBoe HanMeHOBaHHUe JekapcTBeHHOro npenapara: Tpokokcu (Trocoxil).

MexIyHapOoHOE HEeMaTeHTOBaHHOE HAUMEHOBaHUE: MaBaKOKCHO.

2. JlexapctBeHHast ¢opma: tabnerku nmo 6 wmr, 20 mr, 30 Mr, 75 Mr u 95 mr A
MepOpaIbHOrO IPUMEHEHHUS.

Tabnerka Tpokokcunm 6 MI COAECPKHUT B KadyeCTBE JEHUCTBYIOIIETO BEIIECTBA
MaBakoOKcMO — 6 Mr, a B KayecTBe BCIIOMOIaTelIbHBIX BELIECTB Ccaxaposy,
MHMKPOKPHCTAITHYECKYIO LEJUTI0NI03Yy, KpOCKapMeIlulo3y HaTpHs, HaTpHs JIaypuicyiabdar,
MarHus creapar U apoMaTU3aTop CO BKyCOM Msca.

Tabnerka Tpokokcun 20 Mr COHEpXKUT B KayecTBe JEUCTBYIOIIErOo BEIIECTBA
MaBakokcu®O — 20 Mr, a B KayecTBE€ BCIIOMOIaTelbHBIX BEIIECTB Caxaposy,
MHUKPOKPHCTAUTUYECKYIO LIEJUTI0NI03Y, KpOCKapMeIIo3y HaTpusl, HaTpHs JIaypuicynbdar,
MarHus creapar ¥ apoMaTU3aToOp CO BKyCOM Msca.

Tabnerka Tpokokcun 30 Mr COAEpPXKUT B KayecTBE JEHCTBYIOILIETO BEIIECTBA
MaBakokcn®6 — 30 Mr, a B KadecTBe BCIOMOTaTEIbHBIX BEIIECTB caxaposy,
MHKPOKPHUCTAILTHIECKYIO LEJUII0NI03Y, KPOCKapMeIUI03y HaTpus, HATPHUs JIaypHIICyIb(dar,
MarHus creapar U apoMaTHU3aTop CO BKyCOM Msca.

Tabnerka Tpokokcun 75 Mr CONEPXKUT B KayecTBe JEUCTBYIOIIErO BeIIECTBa
MaBakKOKCMO — 75 w™Mr, a B KayecTBe BCIOMOIaTENbHBIX BEIIECTB caxaposy,
MHKPOKPHUCTAIITHYECKYIO LEJUTI0I03Y, KPOCKapMeIlJIo3y HaTpHsl, HaTpus Jlaypuicynboar,
MarHus creapar ¥ apoMaTU3aToOp CO BKyCOM Msca.

Tabnerka Tpoxokcunm 95 Mr coaepXUT B KadecTBe JIEHCTBYIOIIEro BeIeCTBa
MaBakokcb6 — 95 wMr, a B KayecTBe BCIOMOraTeNbHBIX BEIIECTB caxapoasy,
MHKPOKPHCTATHYECKYIO LIEJUTI0I03Y, KpOCKapMeII03y HATpusl, HaTpus Jiaypuicynbdar,
MarHus creapar ¥ apoMaTU3aTop CO BKyCOM Msca.

3. ITo BHemHeMy BHAYy TpPOKOKCHII MpeacTaBiseT TaOJETKH TPEeYrolbHON (HOpMEI
CBETJIO-KOPUYHEBOIO I[BETA C BBITUCHEHHBIM COJIEP>)KAaHHMEM MaBaKOKCHOa B TableTke C
OJHOW CTOPOHHI.

Cpok rOJHOCTU JIEKapCTBEHHOIO IpernapaTa Mpu COOIIOACHUU YCIIOBUN XpaHEHUS —
36 MecsIEeB ¢ JaThl MPOU3BOJCTBA. 3alpeliaeTcss MPUMEHITh TPOKOKCUII MO0 UCTEYEHUHU
CpOKa FOJTHOCTH.



4. TpOKOKCHI BBIIYCKAalOT B Onucrepax Mo 2 TabJETKH, KOTOpbIE MOMEIAIOT B
KapTOHHbBIE KOPOOKH U CHA0XKAIOT MHCTPYKIUEN 10 IPUMEHCHHIO.

5. Xpaust TpOKOKCHIT B 3aKPBITON YIIAKOBKE MPOU3BOJUTENS, B CYXOM, 3alUIIEHHOM
OT CBETa MecTe, OTHENBHO OT MPOJYKTOB MUTAHUS U KOPMOB IIpu TeMmiepatype ot 0 °C
1o 30 °C.

6. TPOKOKCHII ClIelyeT XpaHUTh B MeCTaX, HEJOCTYITHBIX JUIS JETEH.

7. Heucnonb30BaHHBIN JIEKapCTBEHHBIN INpernapar yTHIM3UPYIOT B COOTBETCTBUU C
TpeOOBaHUSIMU 3aKOHOATEILCTBA.

[TycThle ymakoOBKM H3-TI0J JIEKAPCTBEHHOI'O IIperapaTa 3alpeliaeTcss MCII0Nb30BaTh
JUTSL OBITOBBIX IieJIeH, OHM MOJIEXKAT YTHIM3AIUH C OBITOBBIMH OTXOIaMH.

8. JlekapcTBeHHBIN Iperapar OTIycKaeTcs 0e3 pelernTa BETEpUHAPHOTo Bpaya.

[I. ®apmakosoruyeckrue CBOMCTBA
9. TpoKOKCHJI OTHOCHUTCS K TIpyNme HECTEPOUIHBIX IPOTHBOBOCIAIMTEIBHBIX

mpermapatoB, W 0o0nagaeT = MPOTHMBOBOCHAIMUTENBHBIM,  AHAJIBIETUYECKMM U
YKAPOTIOHKAIOIIUM JIEUCTBUEM.
10. MaBakokcu® — JeHCTBYyIOIlee BEIIeCTBO TpOKOKCHIIa — JEWCTBYEeT Kak

CEJIEKTUBHBIM HMHTHOMTOP IMKJIOOKCUIEHA3bl, MpeNoTBpalas MEepPexo] apaxuI0HOBOM
KHCIIOTBl B TIPOCTarlaHAWMHBI, KOTOpPbBIE Y4YacTBYIOT B Pa3BUTHU BOCHAIUTEILHOIO
nporecca. Ilpu 3TOM JekapCTBEHHBIA IIpermapar I[PEeUMYLIECTBEHHO BIUsAET Ha
nuKIookcurenasy-Il, xkoropas MHAyUHUpyeTCs B OTBET Ha pa3BUTHE BOCHaleHHs. B
pe3yabpTaTe OJIOKHpPYETCSl CHUHTE3 BOCHAIUTEIBHBIX IPOCTArTIAaHIUHOB, BBI3BIBAIOIINX
BOCIajJieHUe, OTeK U 00Jib. B TepaneBTHYECKUX J103aX MaBaKOKCHO 3HAYUTENBHO ciadee
JIEACTBYET Ha IUKJIOOKCcUreHasy-1, u 6iarogapsi 3ToMy He OKa3bIBaeT BIUSHUS HA CHHTE3
MPOTEKTUBHBIX MpocTarjfaHguHoB. Takum oOpa3oM, MaBakOKCHO HE IpensTCTBYET
(GU3NOIOTUYECKUM IpOIeccaM B TKaHAX, OCOOEHHO B )KeNlyJKe, KUIIEYHUKE, IMOYKaX |
TpoMOOIUTAX.

Tpokokcusl OBICTPO BCAchIBaeTCSl U3 JKENYyAOYHO-KHUIIEYHOTO TPaKTa, JOCTHIaeT
TeparneBTUYECKON KOHIEHTpaluu yepe3 | yac mociie BBeJeHHUs, a TMKa KOHIIEHTPAIliU B
ma3Me KpoBH — dYepe3 17 yacoB rocliie BBEIEHHUS, NMPU OUOTOCTYITHOCTH OKOjJI0 87%.
[Tepro momyBbIBEIeHUs] Y cobak cocTaBisieT okoio 39 aHedl. MaBakokcub Gojee yem
Ha 98% cBs3bIBaeTCA ¢ OeIKaMu I1a3Mbl. MaBakKOKCHO B HEM3MEHHOM BUJIE BBIJIEIISETCS
IIaBHBIM 00pa3oM C JKeT4blo.

TpOKOKCHII MO CTENEHH BO3JECHCTBUS HAa OPraHU3M OTHOCUTCS K YMEPEHHO OMacHLIM
BemecTBaM (3 kiacc onacHoctu o 'OCT 12.1.007)

III. ITopsimox npuMeHeHUs

11. Tpokokcws  HOPUMEHSIOT B  KayecTBE  MPOTHBOBOCHAIUTEIBHOTO U
aHAJIBIETUYECKOIO CPEeJICTBA IPH JereHepaTUBHbBIX 3a00JIeBaHUSIX CYCTaBOB Yy CO0aK.

12. TlporuBOomoKa3zaHUSMH K TPUMEHEHUIO TpPOKOKCHIIa SBISIOTCS: BO3pPacT
YKMBOTHOTO 10 12 MecsleB W/WIM Macca Tela MeHee 3 KI; THIIepYyBCTBUTEIBHOCTE
YKUBOTHOT'O K KOMITOHEHTaM JIEKapCTBEHHOTO Ipernapara; si3BeHHast 00JIe3Hb JKeTyI09HO-
KHIIIEYHOTO TPAKTa, BEIPAXXEHHAsl IOYeYHast HEJIOCTATOYHOCTb.

JlekapCTBEHHBIH MpenapaT Ha3HAYAIOT C OCTOPOKHOCTHIO OEpeMEHHBIM XHBOTHBIM U B
MEPHOJ JTaKTALUK.



13. TpOKOKCHII IPUMEHSIOT coOaKaM, HauuHas ¢ 12 MeCcAYHOro Bo3pacTa, epopabHoO
B J103¢ 2 MI' MaBaKOKCcHOa Ha | Kr Macchl )KMBOTHOT'O JO MJIM BO BpeMs MpuUema MHUIIH.
[ToBTOpHO JIEKAPCTBEHHBI IpernapaT NPUMEHSIOT Yepe3 2 HeNIeNd IOocie IepBOro
npuema, a naiee ¢ uHTepBaioM | Mmecan. Kypc sedenus TpoKOKCHIOM HE JOJDKSH
NpeBbIIAaTh 7 MPUEMOB IIpenapara, To eCTh 6,5 MecsIeB.

KonmuecTBO TabIETOK B 3aBUCHMOCTH OT MAcChl )KMBOTHOT'O YKa3aHO B TabIuIle:

Macca HBOTHOTO (KT) KonnuecTBO TabIeTOK HA )KUBOTHOE
3-4 TabneTrka 6 Mr

5-6 IBe TaOJIETKH 6 MT

7-10 tabaeTka 20 Mr

11-15 tabietka 30 Mr

16-20 nse tadbiaeTtku 20 Mr

21-23 tabierka 20 Mr + Tabnerka 30 mMr
24-30 nBe Tabietku 30 Mr

31-37 tabaeTka 75 Mr

38-47 TabyieTka 95 Mr

48-52 tabierka 30 Mr + Tabnetrka 75 Mr
53-62 tabaetka 30 Mr + Tabnetrka 95 Mr
63-75 IBe TaOJIeTKH 75 mr

14. CuMnroMamMH TEpeIO3UPOBKU SIBIISIFOTCA pBOTA, auapes. JlaHHbIE CHMIITOMBI
BO3HMKAIIM IIPH BBEJCHUH Tperiapara B fo3e 15 mMr/kr u 6oree.

B ciydyae mepeo3upoBKH IIPOBOASAT CUMIITOMAaTUYECKYIO TEPAIIHIO.

15. OcobeHHOCTEH IEHCTBUS MPU MEPBOM IPUMEHEHUH IperapaTa U Ipu ero OTMEHe He
BBISIBJICHO.

16. JlekapcTBEHHBIN MTperapaT Ha3HAYaAIOT C OCTOPOKHOCTBIO OEPEMEHHBIM >KUBOTHBIM
U B MIEPUOJ JIAKTALIUH.

17. Cnenyer u3zberatb IpoIyCKOB IIPU BBEAECHUN OYEPEIHOM 103BI IIperapara, Tak Kak
5TO MOXET IPUBECTH K CHIDKEHHUIO TepareBTHUYeckor s¢dexkTuBHOCTH. B ciydae
IpOITyCcKa OIHOM J103bI HEOOXOIMMO BBECTHU €€ KaK MOXKHO ckopee. Jlanee uHTEpBa /10
CIIeIyIOIIero BBeICHUS IIpernapaTa He U3MEHSIETC.

18. I'pu nprimeHeHNH TPOKOKCHIIA B COOTBETCTBUU C HACTOAIIEH MHCTPYKLIMEH MTOOOUHBIX
SBJICHUI ¥ OCIIO)KHEHHUH, KaK MMpaBuiIo, He HaOmomaercs. B peakux ciiydasiX y OTAETbHBIX
’KUBOTHBIX BO3MOXXHO CHWJKEHUE alleTuTa, JAuapes, pBOTa, araTus, H3MEHEeHHe
MIOYEYHBIX OMOXMMHUUYECKHUX MoKa3zaTenei. B ciyyae mosBiieHus anieprudyeckux peakiui
UCIIOJIb30BaHWE TMpernapara IpeKpallaloT U Ha3HA4YaloT AHTUTUCTaMUHHBIE CPEICTBA,
aJIpeHOMUMETUKH U/UITU APYTroe CUMITOMAaTUYECKOE JIEYEHUE.

19. He [nomyckaercssi COBMECTHOE IIpUMEHEHHMe Tpokokcuina ¢  JApyruMu
HECTEPOUIHBIMUA IPOTUBOBOCHAIMTEIBHBIMHM IIpeNapaTaMd M KOPTHUKOCTEPOHIAMHU.
[Tpumenenue Tpokokcuia BO3MOXHO He paHee uepe3 24 dyaca ITOCIE IIOCIIEIHEro
BBEJICHUS JPYTOTr0 HECTEPOUIHOIO IPOTUBOBOCIIAIUTEIBLHOIO Mpenapara.

20. TpoKOKCHII He TpeHa3HAueH JUIsl IPUMEHEHHUs ITPOYKTUBHBIM XUBOTHBIM.



IV. Mepbl THYHON TPOPUITAKTUKH

21. TIpu npumenenun TpoKoKcHIa HeOOXOAUMO cOOIIOIaTh OOIIKME MpaBUIa JINYHOM
I'MTHEeHbl U TEeXHUKH 0€30IaCHOCTH, MPeIyCMOTPEHHBIE IIPU paboTe ¢ BETepUHAPHBIMU
JNleKapcTBEHHBIMU mpenapatamu. ITpu pabore ¢ mpenapaTom 3arperiaeTcs muTh, KypuTh
¥ npuHuMaTh nuiny. [Tocie paboTel ¢ JIEKAPCTBEHHBIM IPENApaToM BBIMBITH PYKH C
MBLIIOM.

22. Tlpu criiyyaifHOM KOHTaKTe JIEKapCTBEHHOI'O Ipernapara ¢ KOXeW WIIH CIM3UCTBIMU
000JI0YKaMU UX CJIEIyEeT MPOMBITH OOJIBIIUM KOJIMYECTBOM BOJIBI.

23. B ciy4ae MosBIEHUs aJNIEPTUYECKUX PEaKLMW MU TP CIy4alHOM II0IaJaHuH
perapara B OpraHM3M 4YeloBeKa, ClelyeT HEMEIJEHHO OOpaTUTHCS B MEIUIMHCKOEe
yupexaeHue (mpu cede UMeTh HHCTPYKIIUIO 110 IPUMEHEHUIO Tpenapara Ui STUKETKY ).

HanmeHoBaHUs U azpeca [Mdaiizep Uramus Dc.Dp.On., Bua [ens
MIPOU3BOACTBEHHBIX [UJTOIAIOK Kommepuno 25/27 63100 Mapuno pnens
MIPOU3BOIUTENS JIEKapCTBEHHOT'O Tponro (Dillu), Uranus/ Pfizer Italia S.r.l.,
mperiapata Ui BETEPUHAPHOIO Via del Commercio 25/27 63100 Marino del
IIPUMEHEHHUS: Tronto (AP), Italy.

@Gapmanus Dun Ammkon Kommanu 7000
[Topremx Poyxn, Kanamazy, Muuuran 49001,
CIIA / Pharmacia & Upjohn Company, 7000
Portage Road Kalamazoo, MI 49001, USA

HaumMeHoBaHMe, aJipec opraHu3alii, YIIOJTHOMOUCHHOU JIepyKaTelleM WIH BiaielbleM
PErMCTPAI[MOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO NIpenapaTa Ha IMPUHATHE IPEeTeH3UN
OT MOTpeOuTE:

00O «3o0aTHcy: 123317, Mocksa, [Ipecnenckas HabepexHasi, 1. 10, 6mok C.

C yTBepXJIeHUEM HACTOSIIEeH MHCTPYKIIMU YTPAa4yUBAET CUITy MHCTPYKLIUS Ha
JIeKapCTBEHHBIN Mpenapar JUisi BETEpUHAPHOIO IpUMeHeHUs TpOKOKCHII, yTBepKAEHHAS
Poccenpxo3nanzopom 4 mapra 2014 r.
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