HHCTPYKI U

no npumeHennto @ocnacuma® pacTBopa st NEPOPATLHOrO MPUMEHEHHS COOaKaMm,
KOLLIKaM, I€KOPaTUBHBIM IPbI3yHaM MPH HEBPO3ax, MOBBILIEHHO BO36YIMMOCTH, paccTpoiicTBax
MOBEIEHUECKUX peaKkLMid U cTpecce

(Opranuzaums — paspaborunk: OO0 «AnekcAnn», 141700, Poccuiickas Denepanus,
Mockosckas 06.1., r. JlonronpyaHsiid, yi. Bunorpaguas, 1. 13)

I. O6mme cBexeHus

. ToproBoe HaumeHOBaHME JeKapcTBeHHOro npenapata: ®ocrnacum® pacTtBop s
nepopanbHoro npumeneHus (Fospasim® oral solution).

MeskayHapoiHOE HEeMaTeHTOBAaHHOE HAMMEHOBAHHE: HE PUCBOCHO.

2. JlekapcTBeHHas gopma: pacTBOp At EPOPATLHOTO MPUMEHEHHS.

B xauectBe nefictByromux Bewects ®ocnacum® pacTBOp NS MEPOPANBHOrO MPHUMEHEHHS
COICPKHUT MAaTPUYHbIE HACTOHKH PaCTUTE/IBHOTO, OPraHMYECKOrO MPOUCXOKIAEHUS U MUHEPATbHbIE
komnoHeHThl (B 1000 mi): Aconitum napellus @ — 1 1, Hyoscyamus niger @ — 1 un, Moschus
moschiferus @=D2 — 5,0 mn, Passiflora incarnata @ — 1,5 ua, Phosphorus @=D3 — 0,5 un, Platinum
metallicum D4 trituration — 5,0 r, Strychnos ignatia @=D1 — 5 MKk 1 BcrioMorate/ibHble BeLIeCTBa:
FIMUEPHUH U BOJY OUULICHHYIO.

3. Ilo BHewHeMy BuIy npenapat NpejCTaBiseT co60i GecLBETHYIO IPO3PAYHYIO KUAKOCTS.
Cpok roiHoCTH mpenapata TMpH COGMOJEHWH YCIOBMHA XpaHEHHs B 3aKpBITO yNaKoBKe
MPOM3BOAMTENS — 3 TOJla C JaThl MPOM3BOACTBA, MOC/E NEPBOrO BCKPHITHS driakoHa — 30 CYTOK.
®ocnacum® pacTBOp ISl MEpOpanbHOrO MPUMEHEHHs 3arpelaeTcs MPUMEHATh MO HCTEYEHHH
CpoKa roJAHOCTH.

4. Beinyckaior ®ocnacum® pacTBOp AN NEpOPanbHOrO MPUMEHEHHS pacdacoBaHHbBIM
no 20 mn B noJuMepHble (IIAKOHBI C BMHTOBOW TOPIOBHHOM, KOMIUIEKTYEMBbIE HaBUHUMBAEMOMU
KPBILIKOH C KOHTPONIEM TepBOro BCKPBITUA M MNpPOOKOMH-KanenbHuueHd. DIakoHbl MOWTYYHO
YMaKOBBIBAIOT B MHAMBUYaJIbHbIC KAPTOHHbIE NAYKU BMECTE C MHCTPYKLMEH MO NPUMEHEHHIO.

5. ®ocnacum® pacTBOp A1 MEpPOPaNbHOro NPUMEHEHHUs XPaHAT B 3aKPBITOM YMaKoBKe
MPOU3BOAUTENS, OTAENBHO OT MNPOJYKTOB MHUTaHUA M KOPMOB, B 3alUMIIEHHOM OT MPSMBIX
COJTHEUHBIX JIyuel mecte npu temneparype ot 0 go 30 °C.

6. ®ocrmacum® pacTBOp NS MEPOPANBLHOrO MPUMEHEHHS ClelyeT XpaHWUTb B MeCTax,
HEJOCTYMHBIX JJIS AeTeH.

7. Heucrnionb3oBaHHBIH JEKApCTBEHHBIH TNpenapar yTHIM3UPYIOT B COOTBETCTBHM C
TpeOOBaHUAMU 3aKOHOJATEILCTRA.

8. Ornyckaercs 6e3 peLienTa BETepUHAPHOIO Bpaua.



I1. ®apmakogornyeckue cBoicTBa

9. ®ocnacum® pacTBOp /I MEPOPAILHOrO MPUMEHEHHS OTHOCHTCSA K KOMOUHMPOBAHHBIM
roMeonaTuYeCKUM JIeKapCTBEHHBIM Mpenaparam.

10. ®ocnacum® pacTBOp A MEpOPaIbHOTO TMPUMEHEHHSl OKAa3blBAET BBIPAKEHHOE
AQHKCHOJIMTHYECKOE  JNEWCTBHME, MpPENATCTBYET  Pa3sBUTUIO  TUNEPKMHE30B,  JIOKOMOTOPHOM
CTEPEOTUIIMH, TOBBIIIEHHOW 3MOLMOHAIBHOW pPEaKTUBHOCTH, HOPMAJIU3YET SMOLIMOHAJIBHO-
NCUXUYECKOE COCTOSTHUE, YITy4llaeT OPUEHTUPOBOUYHBIE PEAKLIUU U 00yUeHHE )KUBOTHBIX.

[To creneHu BO3AEHCTBHUA Ha OpraHU3M JIEKAPCTBEHHBIM MpernapaTr OTHOCHTCS K BELIECTBaM
majnoonacHbM (4 knacc omacHoctd no 'OCT 12.1.007), He oGnagaeT MecTHOpa3apa)kaloluM |
CEHCUOMIM3UPYIOLIUM JE€HCTBUEM.

I11. ITopsinok npumMeHeHust

11. ®ocnacum® pacTBOp A/l MEpOPanbLHOro NMPUMEHEHMs HA3HAYalOT cobakam, KOLIKAM |
JEKOPAaTUBHBIM TpPbI3yHaM TMpW HEBpPO3aX, TMOBBILIEHHON BO30YJUMOCTH, TMOBEIEHYECKHX
paccTpoiicTBax, ¢obusx (60sA3Hb IIYyMOB M B3PHIBOB — CallOTOB, (peliepBepKOB, IPO3bl,
BBICTPEJIOB U T. JI.), CTpecce (pacCTaBaHHUE ¢ XO3MHOM, PaHHEe OTIyueHHEe MOJIOJHSAKA OT MaTepH,
neperpynnupoBKa, TPAaHCMOPTUPOBKA), U1  MOBBILIEHUS  aJaNTAllMOHHBIX  CIOCOOHOCTEMH
OpraHuMsma, ONTUMH3ALMK MPOLIECCa APECCUPOBKH, MPHU CHHAPOME XPOHMYECKOW YCTANOCTH Y
cnyxeOHbIX cobak.

12. IlpoTtuBonoka3aHMeM K TNPUMEHEHHMIO  JIEKAPCTBEHHOTrO  Mpernapara  sBJIAETCS
MHIMBUYaJlbHas MOBBILLIEHHAs YyBCTBUTEIbHOCTb dHUBOTHOTO K €10 KOMITOHEHTaM.

13. ®ocnacum® pacTBOp Ml MEpPOPANBHOrO MPUMEHEHHS BBOAAT YKMUBOTHBIM NEPOPANBLHO
MHIUBUAYaAIbHO NPUHYAUTENBHO B CIEAYIOIIMX Pa30BbIX J03aX:

- cobakaMm — 2 kamnau/1 Kr Macchl )KHBOTHOTO;

- KowKaM — 3 Kariu/1 Kr Macchl >KMBOTHOTO;

- I€KOPAaTUBHBIM IpbI3yHaM — 2-3 Karuii/>KHBOTHOE.

®ocnacum® pacTBOp A/isl MEPOPaIbHOrO NPUMEHEHHs BBOAUTCS MepopanbHo 1-2 pasa B aeHb
B TeueHue 7-14 nHei.

14. CuMNTOMBI NEPENO3UPOBKH MpenapaTa y )HUBOTHBIX HE YCTAHOBJIEHHI.

15. OcoGenHocTeil nedcTBUA mpenapata Npu €ro MepBOM MPUMEHEHHMH W OTMEHE He
YCTaHOBJIEHO.

16. TlporuBonokasanuii u ocobenHocreit npumeHeHus Pocnacuma® pacteopa ans
NepopasbHOro NPUMEHEHHUS CaMKaM B Nepuoj 66peMEHHOCTH U JIaKTallMK He YCTaHOBJIEHO.

17. Cnenyer uzberaTb npoIycKOB NPU BBEACHUM OYEPEAHON NO3bI Mpernapara, Tak Kak 3TO
MOJKET MPUBECTH K CHUIKEHMIO TepaneBTHYECKON W npodunakTuueckoit apdekruBHoct. B ciayuae
MpoMycKa OJHOM 1036l NPUMEHEHHUE Tpenapara cielyeT BO30OHOBUTh KaK MOXKHO CKOpee B TOM ke
103€ U N0 TOM K€ CXEME.

18. Tlpu mnpumenennn @ocrmacuma® pactBopa s MEpOpaIbHOrO TNpPUMEHEHHS B
COOTBETCTBMM C HACTOSILIEH MHCTPYKLMEH NMOOOYHBIX SABJIEHUI W OCJIOKHEHMM, KaK MpaBMiIO, HE
ormeyaetcs. [Ipy NoBBILIEHHON WHAMBUAYaNbHONH UYBCTBUTEJBHOCTH KMBOTHOIO K KOMIIOHEHTam
npenapaTta ¥ BOSHMKHOBEHMH aJlIEPrMYECKUX peakLMil MCMOoab30BaHKE MpenapaTa NMpeKpamamT 1
Ha3HAYaroT )KUBOTHOMY aHTHIHCTaMHUHHbIE NPENapaThl U CPEACTBA CHMITOMATHYECKOM Teparnuu.

19. Tlpumenenne ®ocrnacuma® pacTBopa A MEPOPANLHOTO TMPUMEHEHMsI HE HCKIIOYaeT
MCIOJIb30BaHUA  JPYTMX JIEKAPCTBEHHBIX NpenapaToB JSTHOTPOMHOM, TMAaTOreHETHYECKOH U
CUMIITOMAaTUYECKOH Teparnuu.

20. ®ocnacum® pacTBOp IS MEPOPANBLHOTO IPUMEHEHHUs HE MPEHA3HAYEH TS MPUMEHEHHs
MPOLYKTUBHBIM )KHUBOTHBIM.



IV. Mepbl JH4HOIT NpodHIaAKTHKH

21. Tlpu paGore ¢ @PocnacumoM® pacTBOPOM s MEPOPANBHOTO MPUMEHEHHs cienyer
cobmozate obuMe npasuia JMYHON I'MTMEHbl M TEXHMKM O€30MacHOCTH, MPEdyCMOTPEHHbIE MPH
paboTe ¢ eKapCTBEHHBIMU MpernapaTamu.

22. Bo Bpems palOTbl C MpenapaToM 3anpeliaercss MUTh, KypuTh W MpHHMMaTh nuuly. [lo
OKOHYaHWM pabOTBl PYKM CIIEAYeT BBIMBITL TEMIOH BomOi ¢ MbuioM. [lycTyio Tapy u3-mon
JIEKapCTBEHHOI0 TMpernapara 3anpeliaeTcs HMCNojiab30oBaTh s OBITOBBIX LiEJIE€d, OHA MOIEKHUT
YTUIU3ALMHU € OBITOBBIMH OTXOJaMH.

23. Ilpu cnyyaliHOM KOHTaKTe JI€KapCTBEHHOrO Tperapara ¢ KOXKeH WM CIW3UCTHIMH
o0oJouKaMM a3 HMX HEOOXOAUMO TPOMBITH GOJBIIMM KOJMYECTBOM BOABL JliomsiM ¢
TUINEpPYyBCTBUTEBLHOCTBIO K KoMnoHeHTaM Pocnacuma® pacTBopa aist NepopanbHOro MpUMEHeHH s
cieayer usderaTh MPSAMOro KOHTAakTa ¢ mpenapaToM. B cilydae BO3HMKHOBEHHMS ajiepruyeckux
peakuuii MO0 Ci1y4alHOro mnomajaHus Npenapata B OpraHW3M 4YeJOBeKa CJEAyeT HEeMEIJIEHHO

00paTUTbCS B MEIAMLMHCKOE yupexaeHue (npu cebe MMEeTb WHCTPYKLUMIO MO MNPUMEHEHHIO
npenapara Ui TUKETKY).

HaumeHnoBaHue u afipec NpoU3BOACTBEHHOM
MJIOLIA/AKK MTPOU3BOAMUTENS IEKAPCTBEHHOIO
npenapara /i BETEpMHApHOTO MPUMEHEHHS

HaumeHnoBaHue, afpec opraHu3aluu,
YMOJHOMOYEHHOM JepKaTesieM WU BlaJelbleM
PErucTpaLiMOHHOI0 y0CTOBEPEHHUS
NIEKapCTBEHHOrO Mpenapara Ha MpUHATHE
npeTeH3uit oT notpedurens

000 «AnekcAHHY,

141700, Poccuiickas ®enepanys,
MockoBckas 06:1., r. JlonronpyaHsii,
yi. Bunorpaanas, a. 13

000 «AnekcAHHY,

141700, Poccuiickas @eneparus,
MockoBckas 0611., r. JlonronpyaHsii,
yi. Bunorpannas, 1. 13
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C cornacoBaHueM HACTOALIEH MHCTPYKUMM YTPauMBaeT CHIy MHCTPYKLMS MO NPUMEHEHHIO

@ocnacuma® pacTBopa 1N MEPOPaNbHOrO MNPUMEHEHHs, YTBEpXKIEHHas PoccenbXo3Haz30poM
31 nekabps 2015 r.





