VTBEPXJIAIO
PykoBoguTens 10 perucTpanuu
—perrona Poccus u CHI
| Og% Syt |
%“309Apﬂonom> kasg A. M.
| Atenatbe 8o | 2020T.

{ BII « ZJatJ 1 Ha }memm M\C)i
| Tea. g(q((ngf)zg
! Dasc § (499) 922 30 2

—

cHe

NHCTPYKLIMA
10 IIPUMEHEHHUIO JIEKapCTBEHHOTO Ipemnapata Tenazon 100 mr s ob1ieit anecTe3uu
co0ak U KOoIIIeK

(opranmsanus-paspabotuuk: «Zoetis Inc», 10 Sylvan Way, Parsippany, New Jersey
07054, USA)

I. O6ume ceemeHus

1. Toprosoe HauMeHOBaHUE JIEKapCTBEHHOrO npemnapara: Temazon 100 mr (Telazol
100 mg).

MexnyHapoaHOe HeaTEeHTOBAHHOE HaMMEHOBaHKE: THUIICTAMUH, 30J1a3€IaM.

2. JlexapcTBeHHas (opma: JNHOPUIN3UPOBAHHBIN TOPOIIOK MJI MPUTOTOBIEHUS
pacTBopa ISl UHBEKIUH.

B 1 M NpUrOTOBIEHHOTO pacTBOpa M1 HUHBEKUMU JIEKApCTBEHHOIO TMpernapara
Tenazon 100 mr comepxutcs: 50 Mr TuneTaMuHa (B popme TWIeTaMUHA THAPOXIIOPHUIA)
u 50 Mr 3osazenama (B popme 3o0ja3enama THOPOXIOPHUIA), & TaK)KE BCIIOMOTaTEIbHEIE
BeulecTBa: 57,7 MIr MAHHUTOIIA.

Ilo BHemHEeMY BUY NIOPOIIOK IpencTaBisieT coO0H THOMUIHHO BEICYIIEHHYIO MacCy
oT Oemoro g0 sHTapHoro unsera. llocne pa3BemeHUs JieKapCTBEHHBINA Ipemapar
npeAcTaBisieT co0oM Ipo3payHblil pacTBOP OT OECLBETHOIO IO ClIerka STHTAPHOI'o IBETA.

3. Tenazon 100 mr BeimyckaroT B (opme THO(GUILHO BBICYIIEHHOTO IOPOIIKA,
pacacoBaHHOIO B CTEKISHHbIE (IAKOHBI BMECTUMOCTBIO 10 M, YKyIOpEHHEIE
pPE3UHOBBIMU MpPOOKaMH, YKpPEIUICHHBIMH aTIOMHHUEBBIMU KOJNIMadkaMu. DrakoH
yIaKOBBIBAaIOT B KapTOHHYIO KOpoOKy. B kaxmyto KopoOKy ¢ mpenapaToM BKIaABIBAIOT
WHCTPYKIMIO IO €ro MPUMEHEHUIO.

4. XpaHAT JNEKapCTBEHHBIN MpenapaT B 3aKPBITOH YIAaKOBKE IMPOM3BOAMTENSI, B
3AIIUIIEHHOM OT IPSIMBIX COJIHEYHBIX JIydell MEeCTe, OTAENbHO OT MPOAYKTOB IMUTAHUSI U
KopMoOB Itpu Temieparype ot 15°C go 30°C.

Cpok rogHOCTH JIEKapCTBEHHOTO Mpernapara npu coONMIOACHUN YCIOBUM XpaHEHUS B
3aKpBITOM YIIAKOBKE cOCTaBisieT 3 roja ¢ gaTel npousBozactBa. [locie pactBopeHms
Ipenapara FOTOBBIM pacTBOP MOXHO XpaHUTh B TeueHHe 4 CyTOK — IPU KOMHATHOM
TeMrneparype U B TeueHHe 14 CyTOK — NIpH XpaHEHUHM B XOJIOOUIbHHKE. BBOAUTH
HEO00XOIMMO TOJBKO MIPO3payvHbie PACTBOPHI.

3amnpelaeTcss NPUMEHATh JIEKapCTBEHHBIM IIpemapaT TMocjie HWCTEeYeHHS CpoKa
TOJJHOCTH.

5. JIexapcTBEHHBIH npenapar ciaedyeT XpaHUTh B MECTax, HEIOCTYITHBIX JIJIS AeTei.



6. Heucrnonb3oBaHHBINA JIEKAPCTBEHHBIA Mpenapar ¢ HUCTEKIIMM CPOKOM TIOJHOCTH
YTHIU3UPYIOT B COOTBETCTBHH C TpeOOBaHUSIMH 3aKOHOAATEIHCTBA.

II. @apmakonoruueckue CBONCTBRA

7. Temazon 100 Mr oTHOCHTCS K KOMIUIEKCHBIM aHECTETHKAM.

TuneramuHa TUOPOXJIOPHUL - AHECTETHK IHUCCOIMATUBHOTO NEWCTBHS, OKAa3bIBAaeT
BBIpa)KEHHOE OoJleyTOoNolIee AeHCTBUE, HO HE BBI3BIBAET JOCTATOYHOE pacciabiieHue
MBI, TuneraMrHa TUAPOXJIOPUA HE MOJABISET MNIOTATENbHBINA, FOPTaHHbIHN, KaIllIeBOM
pedIeKchl, He yTHeTaeT AbIXaTeabHbIH MEHTp.

3onasenamMa THJIPOXJIOPHI — TPaHKBWIN3ATOp OEH30[MAa3eMUHOBOIO  Psa,
yTHETAIOMUM IOAKOPKOBBIE 00JIACTH MO3Ta, BBI3BIBAIONINI AHKCHOIUTHYECKOE W
CeIaTUTBHOE [EHCTBUE, a TaKXe pacciiablieHue CKEeJeTHOW MyCKyJaTyphl. 3oliazernama
TUAPOXIIOPU], YCUIHBAET AaHECTETUYECKOE NEHCTBHE THIeTaMuHa ruapoxiopuna. OH
TaKXXe  IpeJOTBpallaeT BO3HUKHOBEHHWE CYJIOPOT, BBI3BIBAEMBIX  THJIETAMHHA
TUAPOXIIOPUAOM, YIy4IIaeT MBIMICYHYIO0 pellakCcallii0o M YCKOPSEeT BOCCTAHOBJIEHHE
[IOCJIe HapKo3a.

BpemMs HacTyljieHMsT aHeCTe3UM IIOclie BHYTPHUMEBIIIEUHOrO BBeIeHHS Tenazona
HHIWBHUAYAIBHO, IIO3TOMY I10CJIE HHBEKIUM IIpenapaTa cieyeT yCTaHOBUTh TINATEIbHOE
HaOJIIOIeHNE 32 )KHBOTHBIM.

VY komek Hauvano aercreus Tenmazona 100 Mr mocie BHYTPUMBIIIEYHOTO BBEIECHUS
oTMeyaeTcs depe3 1,5-6 muHyT. Ilepron BoccTaHOBIEHHS IIOCE HApKO3a BapbHPYET OT
1 o 1,54.

VY cobak Hagano nedctBus Temazoma 100 Mr mociie BHYTPHMBILIEYHOTO BBEIEHUS
oTMedaeTcs yepes 7-8 MuHyT. [lepuon BoccTaHOBIICHHS COCTABISET 10 4 4.

Ilepron nomypacmama TuneTaMMHa B IUIa3Me KpoBU coOak cocTamiseT 1,2 dyaca,
3o0J1a3enamMa — 1 4Jac. Y Kollek mepuoj noiypacnaza THJIeTaMHHA COCTaBIIeT 2,5 yaca,
3o71a3ernamMa — 4,5 gaca.

HelictByromme BemectBa Tenazona 100 Mr meTabomu3upyrOTCS B I€YeHH H
BBIBOJISITCSl M3 OpraHu3Ma MOYOH.

Ilo creneHu BO3IEHCTBUS Ha OpraHM3M Tena3osl OTHOCHTCS K YMEPEHHO OMAaCHBIM
BeniecTBaM (3 kiacc onacHocty o 'OCT 12.1.007-76).

III. Ilopsimox npuMeHeHus

8. Temasonm 100 Mr mpuMeHSIOT g IpOBEJEeHUS OOIIeld aHecTe3uw IIpH
OUArHOCTUYECKUX IIPOLENypax U XUPYPrUYeCKUX BMEIATENbCTBAX Y CO0aK U KOIIIEK.

9. Tenazon 100 Mr mpoTHMBOIOKa3aHO NPHUMEHATH XHUBOTHEIM C 3a00J€BaHMSIMHU
IODKEIIYIOYHOM JKeJe3bl, IPHU BBIPAXEHHBIX HApyLIEHUSX (QYHKUHH CepIAeqHO-
COCYIMCTOW M IBIXaTEeJIbHOW CHUCTEMBI, I'MOEpPTOHUH. JKHUBOTHBIM C 3a00JIeBaHUSIMH
IOYeK J03y Mpenapara CileayeT CHHU3UTh. 3alpeliaeTcss IpUMEHSITh OepeMeHHBIM
XKUBOTHBIM. IJOCKOJIBKY IIpemapaTr HOpOHMKaeT depe3 IUIAllEHTyY MW MOXET BBHI3BATh
yrHETEHHME [BbIXaHHWs IUIOAA, 3alpellaeTcs IPUMEHATh Ipenapar Npu KecapeBOM
CEYECHUU.

10. Ilepen npumenenuem Tenazona 100 Mr pekoMeHayercs cOOIIFOIATH TONOTHYIO
IVeTy B Te€YEHUE He MeHee 12 yacoB mepes UHbeKIHeH.
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11. 3a 15 wmumyT g0 npumeHeHuss Tenazonma 100 Mr ans mnpemMenuKaluu
PEKOMEHyeTCsl MOAKOXXHO BBECTH aTpolMHa cyibdaT B jgo3e: cobakam — 0,1 Mr/kr
MAacChl JXKUBOTHOTO, KomkaMm — 0,05 MI/Kr Macchl )KUBOTHOTO.

12. HenocpeacTBeHHO mepesx MNpUMEHEHHWEM BO (IAKOH C JIEKapCTBEHHBIM
npenaparoM Tenazon 100 Mr BBOAST 5 MJI BOJBI JIsI HHBEKIUH ¢ COOIOACHIEM ITPaBIIT
acentukd. Boma ang uHbBekuuMii npuoOpeTaeTcss OTHEIHPHO M HE BXOAHUT B COCTaB
JeKkapcTBeHHOro npenapara. KonneHnrpanus monydeHHoro pactBopa Tenazona 100 mr
cocrasiser 100 Mr akTUBHBIX BEIIEeCTB B 1 MJI Ipenapara.

Tenazon 100 ™Mr mDpuMeHSIOT TIIyOOKO BHYTPHUMBIIIEYHO TMPU CIETYIOIINX
MMOKa3aHUsIX B 103aX:

Cobaxku:

- Knuanueckuit ocMotp — 7-10 Mr/kr;

- KpatkoBpemeHHas o0111as aHecTe3us IPH MEIKUX XUPYPrudecKiuX BMeIIaTeIbcTBax
— 10-13 mr/kr;

- JlnutenpHas oOImias aHecTe3us MPHU OOIIMPHBIX U OOJIE3HEHHBIX XUPYPrUYECKHX
BMeILIATEIbCTBAX — He OoJiee 25 MI/KT.

MaxkcumanbHO JOIyCTHMas 1032 COCTaBIsieT 29 MI/KT.

Kowxu:

- Knuanueckuit ocmotp — 10-12 mr/kr;

- KpaTkoBpemenHas o011as aHecTe3us MpH MEJIKUX XUPYPrHUEeCKUX BMEIIATENECTBAX
—10,5-12,5 Mr/kr;

- JlnmutensHas ob0as aHecTe3Ws NMpPHU OOIIMPHBIX M OOJIE3HEHHBIX XUPYPTrHYECKUX
BMelIaTeIscTBax — 14-16 Mr/kr.

MaxkcuManbHO JOMYCTHUMAs J103a COCTaBISIET 72 MI/KT.

13. Ilpu BBeeHUH BBICOKMX 103 WM IIpu HenepeHocuMoctu Temnazona 100 Mr moxer
BO3HUKHYTh amHO3. Bo BpeMss npoOyxIeHuUs MOXeT HaOIIoaThCsl pPBOTA,
THIIepcalIBallisd ¥ OpOoHXMaJbHas THIEPCEKpEIUs, €CIU IIepe]] HapKo3oM He Oblla
IIPOBEJEHA MpeMeAuKalMs aTponuHOM. Bo Bpemsi Xupyprudeckoro BMelIaTeIhCTBa —
HENPOM3BOJIbHBIE MBILLIEYHBIE [1I0JE€PIrUBaHHUS, TUIEPTOHYC, LIMAHO3, PUTHUTHOCTH MBIIIIII.

14. Ilpy mepeno3upoBKe MPOBOJAT MCKYCCTBEHHYIO BEHTWIIALMIO JeTkux. [pyrue
CHMIITOMBI YCTPAHSIOT IIPY [TOMOIIY CUMIITOMAaTUYE€CKOU TepaIiuu.

15. OpgHoBpemenHoe npumeHeHue Tenmazona 100 Mr m ¢eHoTHa3WHA BBHI3BIBAET
yrHETEHUE IbIXaHUsA U CEpACYHOM JEeATEIbHOCTH, TMIOTEH3UIO, THIIOTEPMHUI0O U OTEK
JIETKHX.

16. JlexapcTBeHHBIN IIpenapar He HpelHa3HaueH AJisg MpUMEHEHUs MPOAYKTHBHBIM
KUBOTHBIM.

IV. Mepsl nu4HO# npoduiiakTHKH
17. Ilpu pabore c npenapatoM Tenazon 100 mr cnexyet cobmroaare obmIre MpaBwia
JUYHOW TUTMEHBl M TEXHUKH Oe30MacHOCTH, MpPeayCMOTPEeHHble MpH paboTe C
JIeKapCTBEHHBIMU IIpernapaTtamMu. [1o okoH4aHuu paboThl pyKU clielyeT BBIMBIThH TEILTON
BOJIOW C MBLIIOM.
18. I'lpu ciydailHOM KOHTaKTe JIEKapCTBEHHOIO MpernapaTa ¢ KOXKeH WU CIU3UCTBIMU
000JI0YKaMH TJ1a3, UX HEOOXOOUMO MPOMBITH GONBIIMM KOIMYECTBOM BOABL JIromam c

TUIIepYyBCTBUTEIIBHOCTEIO K KOMIIOHeHTaM Tenazona 100 mr ¢ne,uyeﬂr w3Geratt fipaMoro

(rBercTBEAHOCTEIO
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HIIA TIPpH CJIY‘—I&IZHOM [IoIalaHvy IIpe€riapara B OpraHru3M 4YE€JIOBEKA CIEAYET HEMCIJICHHO

O6paTI/ITBCSI B MCIOHLHUHCKOC YUYPECKICHUC (HpI/I cebe HMeETH HHCTPYKIHIO

1o
NPUMEHEHHUIO UM 3TUKETKY ).

19. Ilyctyro ymakoBKy M3-HOJl JIEKapCTBEHHOTO TIpermapaTa 3ampeliaeTcs
WCTIONB30BATh [1J1s1 OBITOBBIX 1ieJIel, OHU MOAJIEKAT YTHIM3AIUH ¢ OBITOBBIMH OTXOJaMH.
20. Opranuzanus-npousBoaurens: 3o03tuc Manydaktypunr 381 Pecepu Cneitn, Oc.
1., Ktpa. ne Kamnpogmon, c/H., ®unka na Puba, Bamn ne buanbps, 17813, XKupona,

Ucnanus/ Zoetis Manufacturing & Research Spain, S.L., Ctra. de Camprodon, s/n., Finca
La Riba, Vall de Bianya, 17813 Gerona, Spain.

HavmveHnoBanme, aznpec opraHu3aivy, yIOJHOMOYEHHOW  BIajenblleM WA
Iep)KaTeyieM pPErucTpalliOHHOrO yAOCTOBEpEeHHUs JIEKapCTBEHHOI'O IIperapara Ha
MPUHSTHE NIPETEH3UI OT NOTpeOUTeNs:

00O «3o03THuCcY», PO, 123112, Mocksa, [IpecHenckas nabepexnas, 1. 10.

Homep peructpanronHoro ypoctroBepeHuss B Pecny6nnke Kazaxcran: PK-BII-4-
4293-20
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