HHCTPYKLMS

[0 IPAMEHERHIO XHOHATA [151 TEUCHHS CHHOBHTOR, OCTCOAPTPHTOB
H 0CTE0APTPO30B HEHHPEKUHOHHOM STHONOIMY Y ToIajei

(Opranusanus-paspaborank: «Merial», 29 avenue Tony Garnier, 69007, Lyon, ®pantms)

I. O6umre ceenenns

1. Toprosoe HaHMEHOBAHKE ICKAPCTBEHHOTO Hpenapata; XHoHAT (Hyonate).

MexyHaposoe  HEHATEHTOBAHHOE  HAHMEHOBAHHC TMEKapCTBEHHOTO  npemapara:
THANYPOHAT HATPHS.

2. JlexapetBennas opMa: pacTBOp ANS HEbEKIHIL.

XHOHAT B Ka4ecTBE JCHCTRYIOMEro BemecTsa B 1 M COIEPMHIT THALYPOHAT HATPHS - 10
MI, & B KQ4eCTBE BCIIOMOIATEIBHBIX BCIIECTR: XIOPHA HATPHS, AxdocdaT narpus, MoHopochar
HATpHA, TAAPOKCHA HATPHs 40%, comtny1o xucnoty 37% v BOIY /17151 MHLEKITHI,

3. Lo Bueunrnemy Buay npecTasiser cobol mpospaunkii GecrpeTHbT PACTROP.

Cpok TO/HOCTH JCKAPCTREHHOTO Npenapara 1py coOMONEHHE yenoBui XpaHewns - 36
MECANEB ¢ JITHI POH3BO/ICTBA. [locine mepBOro BeKphITHA (makoHa NexapeTBEHHLIN npenapar
HE TEOAIECKUT XPAHCHHIO.

3anpenaeTcs HenoNb30BaTh JICKAPCTREHHEIH HPEnapar 10 HCTEYeHHN CPOKa rOjIHOCTH.

4. XnoHAT BBIHYCKAIOT PachacoBaHHEIM 10 2,0 ¥ 4,0 MI B CreKIsSHHbE trakount
COOTBETCTRYIOMEH BMECTUMOCTH, YKYTOPEHHBIC NOTHMEPHBIME KPbRIKAMH, YKPENIeHHBIMH
AMIOMHHHEBHIME KOAMAYKaM#. DIAKOHBI YIAKORAHBL IO 2 MITYKH B KAPTOHHEIE KOPOOKH BMeECTE
€ HHCTPYKIMEHR 110 nPUMEHEHHIO.

5. XpaHsT NeKAPCTBCHHBIH IPEHApAT B 3aKPLITOH YIAKOBKE POH3BOAUTENS, OTASABHO OT
[HIICBBIX OPOAYKTOB A KOPMOB, B 3AIHILEHHOM OT HPIAMBIX COTHEHHEIX JTYUei MecTe, BAATH OT
Har peBarebHLIX IpHbopoB, npH Temueparype ot 0°C no 25°C.

6. X#oHAT ceflyer XPaHuTh B HEAOCTYITHOM Js JeTelt MecTe.

7. Heucnomp3osauuplif NeKapcTBEUHLIA  Npemapar YTHIH3UPYIOT B COOTBETCTEHH ¢
TPeOOBAHUAIMH 3aKOHONATEILCTRA.

8. Xuonar otmyckaercs 63 peuenTa BETepUHAPHOTO apava.

I. dapmakonorutieckue croiicTsa

9. XHOHAT OTHOCHTCS K IPYNIIIE XOHAPOIPOTEKTOPOB.

10. PmanypoHoBas KucioTa ABIASIETCS COCHMHEHHEM HPHPOMHOTO  IPOHCXOAKICHHS,
IPUCYTCIBYIOINM B COCOAMHHTENEHON TKAHH, KOXE, CTEKIIOBHIHOM TENe H B HAHOOJEE BEICOKOMH
KOHUCHTPALMY B CHHOBHAILHOH IKHIKOCTH MICKOMHTAOWAX. [ 'HanypoHonas KHCOTA,
CHHTCIUPYCMAad HEKOTOPLIMU BUIAMH MWKDOOPIAaHH3MOB, HMECT HICHTHUHYIO C NPHPOAHBIM
FIIHKO3AMHHOITIHKAHOM CTPYKTYPY.

Bxomsumit 3 cocras  Xwonara rmanyposat HATPHS  CHOCOOCTBYET  HOPMAITH3AIIHN
RICTOMHOTO COCTARA M BAZKOCTH CYCTABHOH KHAKOCTH, BOCCTAHORACHHIO €€ CMAazbIBAIOINCH
CIIOCOOHOCTH, OKa3BIBACT BIHSHHE HA (YHKIHH CHHOBHANLHOMN MEMODAHEI, aKTHBH3HpYET
NOJABIKHOCTE  TPAHYJNOLNTOR M MAaKpo(aros, YOTPAHACT NOCHSACTBHS  BOCHANMTEILILIX
TIPONECCOB R IPETATCTBYET HAPYIIEHAIO (JH3HOMOTHYeCKHX GYHKIHEH CyCTaROB.



XHOHAT TO CTENeHH BO3NCHCTBHS HA OPraHH3M OTHOCHTCA K MATIOONACHBIM BemiecrsaM (4
xknace onacnoern o NOCT 12.1.007-76), xopoiio nepeHocHTcs HOWMATBME PasHbIX TIOPOJ K
BO3paCTa, B PEKOMCHIYEMBIX  JI03AX  HE  OKA3KLIBAET  MECTHO-Pa3APAKAIOUEro M
CEHCHOMMU3HPYIOIEro NeHeTBHs, He 06MaaeT KYMYISTABHLIMY CBOHCTBAMM.

11 NMopsyok npuMereHns

11. XuoHar HA3HAYAIOT JOWAAAM U8 JIEYEHHS CHHOBHTOB, OCTEOAPTPHTOR  H
OCTEOAPTPO30B HEHHPEKTTHOHHOMN STHOMOTHE, KIMHIUECKH TIPOABNSFONIUXCS X POMOTOR, _

12, TIpoTHBONOKA3aHHEM K IPHMEHEHN) XHONATA SRIACTCS MH/MBIIYANLHAS OBBILICHHAS
YYBCTBUTSHILHOCTD JKHBOTHOTO K KOMITOHEHTAM [penapara. '

13. Tlpn mpumedennn Xuonara HeoOXOTHMO CTporoe cobmroicHue NPABHI ACENTHKH.
IpermapaT BROAAT HHTPAAPTHKYIAPHO (BHYTPhL CYCTABA) B J03€ 2 M (20 Mr ruamyponara
HATPHA) WIH BHYTPUBSHHO B 03¢ 4 MIT (40 MI rHamypoHaTa HATPUS) HA KHBOTHOE.

B ciayuae cHIBHO BRIPAMKCHHON XPOMOTHI HHHEKIIHIO XHOHATA MOBTOPAIOT ¢ HHTEPRANOM 7
aHeit. Makcamarbias KpATHOCTE BBEJCHHS IEKAPCTBEHHOT'O NIPENapaTa - 3 paza.

Hepen MHTPAAPTAKYNAPHBIM BRBEJICHHEM WPENAPATa CHEAYET ACCHTHYECKH YIATHTE
H30LITOK CYCTABIOH KMJKOCTH H 11OCKE BTOTO OCTOPOXKHO, Tak, YTOBLI He HOBPEAHTh HIJION
THOBEPXHOCTE XPALIA CYCTABA, IIPOBECTH HHEEKHAIO NPEITapaTa. _

[Tocne npuMenerns XunoHara KHBOTHOMY HEOOXOMMMO IIPEIOCTaBHTh 3~THCBHBIA OTIBIX H
TOJNBKO HOCHE TOF0 HOCTEICHHO BO30OHOBIIATE €10 OOBIMHYIO IBHIATENLHYIO AKTHBHOCTE.

14. CuMnTOMOB, BOIHHKAIOLMX NpH MEPESROINPORKE NEKApPCTREHHOI0 Npenapara, He
YCTAHOBJIEHO,

15. OcobennocTedt JIeHCTBUS ICKAPCTBEHHOTO NIPEmapaTa IIPH TIEPBOM IIPHEME HIIH TIPH €10
OTMEHE HE BBRIABICHO. '

16. BepeMCHHBIM ¥ RAKTHPYIOIHM KUBOTHRIM IIPCIAPAT CHEAYeT IPHMEHATH TIOJ
KOHTPOJIEM BETEPHHAPHOTO BPava. '

17. XHoHAT NPHMEHSFOT JOMAMAM OQHOKPATHO, B CHydae eCIH JICKAPCTRECHNBIT mperapar
HEOOXOMMO BBECTH TIOBTOPHO, BO W3GEKaHHe CHIKCHHS ) deKTUBHOCTH JCYCHNS, HE CleyeT
HAPYLIATE PCKOMEHYeMBIH 7-7HeBHEIH HITEPBAN MCHKILY HHBEKIHIMH,

18, IIobounnix sBieHUE ¥ OCHOKHEHuH Yy nomagel npd npHMeHeHuH XHOHATA B
COOTBETCTBMH ¢ HACTOSmIEH HHCTPYKUWel, Kak IPABII0, He HaOmomaercd. Y OrierbHbIX
KHBOTHBIX B PESYALTATE NEPEMEILEHHS HINET BOIMOKHEO Nosisienne auddy3nol npunyxiocty,
KOTOpast CAMOIIPOU3RONLHO 663 AOHONHHTENLHOTO BMEIIATENECTBA HCHERAET qepes 24-48 gacos.

19. TIpumenenne XuHoHATA He HCKIIOUACT HCMONL3OBAHNE APYrUX JIEKAPCTBEHHBIX CPEACTB
JULS1 SKHBOTHEIX. '

20. Ilpoaykitusi SKHBOTHOrO NPOHCXONKIEHHS NOCHE TIPEMeHeHMS XHOHATA MOKET GLITh
HCTIONB30BAHA B IMIIEBBIX LeNax 6e3 orpanHueHH.

IV. Mepbr muumoli npogunaktuxu

21. Tlpu pabore ¢ Xuomatom creayer cobmonars obmme UPABHIA JMYHON IHIHEHBI W
TeXHHKH Ge3011aCHOCTH, TIPe/yCMOTPEHHbIE TIPH paboTe ¢ IeKAPCTBEHHbIM i CPeACTBAMY,

22. Bo ppems paGoThl 3anpemactess KypHTb, NATH H IPHHUMATE mamy. Ilo oxonwanum
paboThl PYKH Clleiyer BEIMBITE TET/I0H BOAON ¢ MELTOM.

3ampemaeTcst HCMONB3OBAHME MYCTHIX (PIAKOHOB H3-MO7 JAEKapCTBEHHOrO Tpenapara s
OBITOBBIX LieieH; OHM HOUIENKAT YTHIH3ANH ¢ GBITOBRIME OTXOIAMH

23. JhoaaM ¢ rHIepUYYBCTBHTENBHOCTRI) K KOMIOHEHTAM nipenapara cieayer waberats
upsMoro  kouTtakta ¢ Xmonarom. IIpu ciyuaiiHoM mnonasammm npemapara Ha KOy wiIn
CIH3HCTBIC 0BOIIOMKH €70 HeOBXONMMO TOTYAC CMBITh IPOTOYHON BOAOH ¢ MEUIOM.

B cmywac nosBieHHS auiepruueckux peaxumii  min TP CIyyaliHOM NONaJaHHH
JICKApCTRCHHOIO  1IPEHApaTa 8 OPraHH3M 4ENOBeKA CNEAYCT HEMENICHHO OOparaThes B



MEINIMHCKOE Yupexaenne (npu ceGe uUMeTsh WHCTPYKIMIO 110 NPUMEHEHHIO TIpenapata Himy

ITHKCTKY).

C cor. NACOBAHHUEM HACTOAINEH HHCTPYKIHH

YTPAUHBAET CHITY HHCTPYKHUS N0 NIPHMEHSH IO

ACKApCTBCHIOTO Tpenapata XaOHAT, YTReDIICHHAS Poccenbxosmanzopom 28 Acxadpa 2011

roga.

HauMenoranus v anpeca Tipou3soacTBeHHLIX
TIOIANIOK TIPOU3BO)UTENS JTEKAPCTREHHOTO
IpEenapaTa st BETEPHHAPHOIO NPHMEHEHHS

Hanmenosanue, anpec OPragH3anm,
YTHOJHOMOUYCHHOMN IePKATeNeM WM Bilajelbiem
PErHCTPALHOHHOIO Y A0CTOBEPEHNS
JCKAPCTBCHHOTO NIPENAPATA HA TIPHHNTHE
NPETeH3HH Ot norpeburens/Hmnoprep

Homep perncrpanponnoro YAOCTOREPEHHS

1. 000 «Baiiep XoncKeapy, 12707, 1llepun
Muccuon Hapkroit enn, Kamzac 66201-
0390, CLIA/

«Bayer HealthCare LLC», 12707, Shawnee
Mission Parkway Shawnee, Kansas 66201-
0390, USA (upomseoncrso u TIepBHYHA
VHAKOBKA)

2. 000  «baiiep XoncKeapn,  KBII
Dapma+tBerepunap Ipopaxr I'mbX,

- Hpowencnopdep Crpad 324 24106 Kuin,

lepmannsg /

«Bayer HealthCare», KVP Pharma+Veterinir
Produkte GmbH, Projensdorfer StraBe 324
24106 Kiel, Germany -

(RTOpHuHAs yrakoBka nperapara, KOHTPOilh
KayecTna)

3. «Mepuany, 4 memn mo Kaneke, 31000,
Tynyza, ®panuyus/

«Merial», 4 chemin de Calquet, 31000
Toulouse, France (sTopuunas  ynaxoska
Ipenapara, KOHTPOIL Kavecrsa)

AO «Canotu Pocemsin,

Poceutickas ®exeparis,
125009, r. Mocksa, vi. Teepckas, 22
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