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NHCTPYKIIMA

10 IPUMEHEHHUIO XUOHATA JUIs JICUSHUsI CHHOBHTOB, OCTEOAPTPUTOB
1 OCTE0apTPO30B HEMH(PEKIIMOHHOM STHOJIOTHH Y JIOIIa e

(Opranmsanus-paspaborank: «Merialy, 29 avenue Tony Garnier, 69007, Lyon, ®panuus)

I. O6mue cBenenus

1. Toprosoe HauMEHOBaHKE JIEKAPCTBEHHOTO IIpenapara: XuoHat (Hyonate).

MexnyHapoiHOe  HENAaTEeHTOBaHHOE  HAMMEHOBAaHME  JIEKapPCTBEHHOIO  IIperapara:
THaTypOHAT HaTpUs.

2. JlexapcTBeHHAS opMa: pacTBOP AJIS HHBEKIIHH.

XWOHAT B KAYeCTBE NECHCTBYIOIErO BEIIECTBA B 1 MJI CONEP)KUT TMATypOHAT HATpus - 10
MT, a B KA4€CTBE BCIIOMOTATEIbHBIX BEWIECTB: XJIOPH HaTpus, audocdar Harpus, Morodocdar
Harpus, ruapokcus HaTpus 40%, consHyio kucioty 37% ¢ BOAY IS HHBEKIIHHA.

3. Ilo BHEIIHEMY BHIy IIPENCTABIIET COO0M MPO3pavHyIO OECIBETHYIO XKHUIKOCTb.

Cpok TOTHOCTH JIEKAPCTBEHHOIO IIperapara IpH COOTIONEHHM YCIOBHM XpaHeHus - 36
MecsIeB ¢ JaThl IpoM3BOJACTBA. [locie mepBoro BCKPHITHS (ulakoHa JIEKAPCTBEHHBIN Ipemnapar
HE ITOJITIEXXUT XPaHEHHUIO.

3ampermaeTcs UCII0JIb30BaTh JIEKapCTBEHHEIH IIpenapaT 10 HCTEIEHHH CPOKA MOAHOCTH.

4. Xwuonar BbIIyCcKaroT pacdacoBanHbM II0 2,0 u 4,0 MJII B CTEKJISHHBIE (DIAKOHEI
COOTBETCTBYIOIEH BMECTUMOCTH, YKYIOPEHHBIE IIOJMMEPHBIME KpBIKAMH, YKPEIUICHHBIMU
ATIOMUHHEBBIMH KoJauykamMy. DJIakOHBI yIIaKOBAHBI 110 2 IITYKH B KAPTOHHBIE KOPOOKH BMECTE
C MHCTPYKIMEH 110 IPUMEHEHHUIO.

5. XpaHAT JEKapCTBEHHBIN IIpernapar B 3aKphITOH YIIaKOBKe MPOH3BOMUTENS, OTHAEIBHO OT
IHIIEBBIX IPOJYKTOB X KOPMOB, B 3AIIUIICHHOM OT IIPSMBIX COJHEYHBIX JIyUeH MeCTe, BOAIM OT
HarpeBaTeIbHBIX Ipub0poB, mpu Temueparype ot 0°C mo 25°C.

6. XuoHaT cielyeT XpaHUTh B HEJOCTYITHOM JIJIS IeTel MecTe.

7. Hemcnonb30BaHHBIA JIEKApCTBEHHBIM IIpemapar yTHIM3HUPYIOT B COOTBETCTBUH C
TpeOOBaHUAMH 3aKOHOIATEIIBCTBA.

8. XwoHar oTmryckaeTcs 0e3 pernernra BeTepHHAPHOTO Bpava.

II. ®apmaxosorndyeckue cBoicTaa

9. X1oHAT OTHOCHUTCS K IPYIIIe XOHIPOIIPOTEKTOPOB.

10. TmasypoHOBas KHCJIOTa SBJSIETCS COCOUHEHHUEM IIPHPOJHOTO IPOUCXOXKIECHHUS,
[IPUCYTCTBYIOINVM B CO€AMHHUTENBHOM TKaHHU, KOXE, CTEKJIOBUIHOM TeJle U B HanboJjIee BEICOKOM
KOHIIEHTPAlMd B CHHOBUAIBHOM JKHJIKOCTH MJIEKOIHTAIOMMX. [ MaIypOoHOBas KHCIIOTA,
CHHTEe3UpyeMasi HEKOTOPBIMU BHIaMH MUKPOOPIaHU3MOB, MMEET HACHTHYHYIO C IIPHUPOIHLIM
[JIHKO3aMUHOIJIMKAHOM CTPYKTYDY.

Bxomsmuit B coctaB XWOHaTa THAIypOHaT HATpUs CIOCOOCTBYET HOPMAaIM3allvi
KJIECTOYHOTO COCTaBa M BA3KOCTH CYCTABHOW JXHMJKOCTH, BOCCTAHOBJICHHIO €€ CMa3bIBAaIOIIEH
CIIOCOOHOCTH, OKa3bIBAacT BIIMAHHE HAa (GYHKIUM CHHOBHAIBHOW MeMOpaHbl, aKTHBH3HUDPYET
IIOJBIDKHOCTh TPAHYJIONUTOB M Makpo(daroB, YCTpaHSET MOCIEACTBHS BOCIIATMTEIBHBIX
IIPOIIECCOB ¥ IPEIATCTBYET HAPYIIEHUIO (GU3NOIOrHIecKUX (QyHKIIMI CYyCTaBOB.
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XUOHAT O CTENEHN BO3NECHCTBUS HA OpraHu3M OTHOCHTCSI K MaJOOIIaCHBIM BelmecTBaM (4
knacc onacHoct 1o I'OCT 12.1.007-76), X0poIuo mepeHOCHUTCs JIOmanbMu pasHEIX IOPOJA |
BO3pacTa, B PEKOMEHIYEMBIX  JI03aX HE  OKa3BIBAET  MECTHO-PA3APaXKalOLIEro u
CEHCUOMIN3UPYIOWIETO AEHCTBHS, He 001a1aeT KYMYJISTUBHBIMH CBOMCTBAM.

III. ITopsimox nmpuMeHeHMs

11. XwWoHaT Ha3HAYAIOT JIOmMAmsIM JUIsi  JICYECHHS CHUHOBUTOB, OCTE€OApTPUTOB U
OCTE0apPTPO30B HEMHPEKINOHHOM STHONOTHH, KIMHMYECKH TIPOSIBISIONINXCS XPOMOTOH.

12. TlpoTuBoONIOKa3aHKEM K IPUMEHEHHIO XHOHATA ABJISETCS WHIMBHIyaIbHAs IOBBIIIEHHAS
1yBCTBUTEIHOCTD JKUBOTHOT'O K KOMIIOHEHTaM IIpenapaTa.

13. Ilpn npuveneHun XuoHAaTa HEOGXOAUMO CTPOrOE COOIIOACHME MpaBUJI ACENTHUKMU.
IIpenapar BBOAAT MHTPaapTHKYISIPHO (BHYTPh CycTaBa) B J03e 2 M (20 Mr rwmamyponara
HATpUsI) WK BHYTPHBEHHO B 03¢ 4 MII (40 MT rmanypoHaTa HaTpUs) Ha KUBOTHOE.

B ciyuae cuipHO BBIpa)X€HHOM XPOMOTHI HHBEKIIHIO XMOHATA MOBTOPSIOT C UHTEPBAJIOM 7
nHeH. MakcumarbHast KpaTHOCTD BBEIEHHS JIEKaPCTBEHHOTO Iperapara - 3 pasa.

Ilepex WMHTPaapTUKyJNSIPHBIM BBeJEHMEM Ipenapara CIelyeT acCeNTHYECKH YOaIuTh
M30BITOK CYCTaBHOW KHIKOCTH M IIOCJIE TOTO OCTOPOXKHO, Tak, UToOBI He IIOBPEUTh HTJIOH
TIOBEPXHOCTD XpsIlla CyCTaBa, IPOBECTH HHBEKIMIO TIPENApaTa.

Iocne npuMenenns XuoHara )UBOTHOMY HEOOXOMMMO IPENOCTABUTD 3-THEBHBI OTIBIX U
TOJIBKO II0CJIE HTOTO IOCTENEHHO BO30OHOBIIATE €10 OOBIYHYIO BUTaTeNbHYIO AKTHBHOCT.

14. CuMOTOMOB, BO3HMKAIOIINX I[P TEPEIO3UPOBKE JICKapCTBEHHOI'O Ipenapara, He
YCTaHOBJIEHO.

15. OcobennocTelt neHCTBHS TEKapCTBEHHOTO TIpeNapara IIpY TIEPBOM IIPHEME HJIH MPH €TO
OTMEHE HE BBISIBJICHO.

16. bepeMEHHBIM ¥ JAaKTHUPYIOIIMM JKUBOTHBIM TIpeNapaT CICAYET IPUMEHATH 10
KOHTPOJIEM BETEPUHAPHOTO Bpaya.

17. XnoHaT NpuMEHSIOT NOMAaAsIM OJHOKPAaTHO, B CIydae eciu JIEKapCTBEHHEBIN IIpenapaT
HEOOXOIMMO BBECTH MOBTOPHO, BO M30eKaHUE CHIDKEHHUS 5QDEKTHBHOCTH JICUEHHs, HE CIeyeT
HapylaTh peKOMEHAYEMbIN 7-IHEBHBII HHTEPBAT MEXKIY UHBEKIMIMI.

18. TloGouHBIX sBIEHMH ¥ OCIOXHEHHH Y Jomaneit Opy TNpPUMEHEHWH XHOHATa B
COOTBETCTBUM C HACTOAMIECH HHCTPYKIWMEH, KaK IIPaBHIO, He HAGMIOMaeTcs. Y OTHEIbHBIX
’KMBOTHBIX B PE3yJIbTATe NCPEMEIECHHS UIJIbI BOSMOXKHO MosBIeHHe AU dY3HOH NPHITYXIOCTH,
KOTOpast CaMOIIPOM3BOJILHO 0€3 JOTONHUTEILHOTO BMEIIATEIHCTBA UCIe3aeT gepe3 24-48 vacos.

19. Ilpumenenne XuoHATa HE UCKIIIOYAET HCIIOIb30BAHME ApYTUX JIEKApCTBEHHBIX CPEJICTB
JULS XKABOTHBIX.

20. Ilpomykuusi >XMBOTHOTO HPOMCXOXICHHS IIOCTE NpUMeHEeHUs XHWOHAaTa MOJKET OBITh
HCTIONIb30BaHa B IMIIEBLIX LEJIX 0e3 OrpaHUYeHU.

IV. Meps! muaHOM poduIakTHKY

21. Tlpu pabote ¢ XuoHaTOM cilexyeT cobmromats obmiue NpaBuia JUYHOA TUTHEHEI U
TEXHHKH 0€3011aCHOCTH, TIPEyCMOTPEHHbIE TIPH PabOTe C JTeKAPCTBEHHBIMH CPEICTBaMH.

22. JromgM ¢ THNEPYYBCTBUTENFHOCTBIO K KOMIIOHEHTaM npenapara cienyer u3beraThb
IPSAMOTO KOHTaKTa ¢ XuoHaToM. Bo BpeMs paGoThI 3ampemaercss KYpHTb, AT U IIPUHAMATh
nuiy. [1o okoHYanuu paboTsl PyKH CIIEAYET BEIMBITH TEILION BOAOH ¢ MBIIOM.

3anpemiaercss MCIONb30BAHUE MYCTHIX (BITAKOHOB H3-IOJ JEKapCTBEHHOI'O IIpenapara s
OBITOBBIX LeJIEH; OHM MOIJIEKAT yTHIIM3ALMH ¢ GBITOBBIMA OTXOJAMUL.

23. Ilpu crnyvaiiHOM TNONAJaHMM MpenapaTta Ha KOXY WM CIH3HCTBIC OGOTOUKH ero
HEOOXOAMMO TOTYAC CMBIThH MPOTOYHOH BOIOM ¢ MBLIOM.

B ciydae mOSABIEHHS aNUIEPTMYECKUX PpEaKIUil WK OpW  CIIy4alHOM TIONafaHHuU
JICKapCTBEHHOTO  TpeliapaTa B OPraHM3M YelOBeKa CIIENYeT HEMEUIEHHO OOpaTHThCS B



ME/IULMHCKOE yupexeHue (IIpH cebe MMETh MHCTPYKLMIO [10 NPUMEHEHHIO IIperapaTa WilH
ITHKETKY).

HamvenoBanust u apeca npoussonctBeHusix 1. 000 «Baitep XoancKeapy, 12707, Ilesun
IIJIOMIA0K IIPOU3BOAUTEINS IEKAPCTBEHHOIO Muccuon Ilapksait IlleBnm, Kamzac 66201-
npernapara JIJis BETEPUHAPHOTO MPUMEHEHUS 0390, CIIIA/
«Bayer HealthCare LLC», 12707, Shawnee
Mission Parkway Shawnee, Kansas 66201-
0390, USA (mpou3BomcTBO M IepBHYHAs
yIIaKOBKa)
2. 000 «baitep XoancKeap», KBII
@apmat+Berepunap ITpomakt I'm6X,
ITpoxencaoppep Crpab 324 24106 Kus,
I'epmanust /
«Bayer HealthCare», KVP Pharma+Veterinir
Produkte GmbH, Projensdorfer Strafie 324
24106 Kiel, Germany
(BTOpMYHAs yIIaKOBKa IIperapara, KOHTDPOJIb
KayecTna)
3. «Mepnan», 4 memu mro Kampke, 31000,
Tyiy3a, ®panrms/
«Merial», 4 chemin de Calquet, 31000
Toulouse, France (Bropu4Has ymakoBka
npernapara, KOHTPOJIb Ka4ecTBa)

Haumenosanue, agpec opraHu3amnuu, yoi- OOO «bepunrep Hurenpxaiimy,
HOMOYEHHOM JeprKaTesIeM WU BiIaJellbleM Poccuiickas @eneparus,
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIeKap- 125171, Mocksa, JlenuHrpazckoe mocce,
CTBECHHOTO IpernapaTa Ha IPUHITHE IPETEH- 16A, ctp.3

3uit oT notpedurens/Mimmnoprep

C cornacoBaHneM HacTOAMIEH HHCTPYKIMK YTPAYMBAET CHIy MHCTPYKLHUS 110 IIPUMEHEHUIO
XuoHar, yrBepxkaeHHas Poccenbxosnanzopom 20 Hos6pst 2015 roza.
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