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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA ITPOJAYKT

HHIUTECT UHXXEKTUBEH unxekunOHEH pa3TBOp 3a TOBENa, OBIIE, KO3H, CBUHE, KOHE U Ky4yeTa
Menbutone 100 mg/ml

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ml cpappixka:

AKTHBHA cyOCcTaHIMSA:

Menbutone 100 mg

ExcuunuenrTu:

Chlorocresol 2 mg

Sodium metabisulfite 2 mg

Edetate 2 mg

3a IBJIHUS CIIUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMALHEBTUYHA ®OPMA

NuxekunoHeH pa3TBOp.

4. KIMHUYHU JAHHHA

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

l'oBena, oBIiEe, KO3, CBUHE, KOHE U KyYeTa.

4.2 TepaneBTUYHM MOKA3aHMSL, ONIPeAeIeHH 32 OTIeJHUTE BUTOBE ;KUBOTHHU

3a HOpManu3MpaHe Ha CTOMAIIHATA, JyoJeHalHaTa 1 OminapHaTa GyHKuus. [IpogyKTsT ce mpuiara B
Clly4auTe, KOraTo € Heo0XO0IMMO CTUMYJIMpaHe Ha JUTeCTUBHATA CEKPELUs P CICTHUTE ChCTOSHHUS:

FOBeI[a: HUHAUTCCTUA, TOKCEMUS, KETO3a, AaHOPCKCHUS, XCIaTaJIHa U TAHKPCATUIHA HEAOCTATHYHOCT.
OBIIe H KO3M: HHIUI'CCTHA, TOKCCMMI (BKJ'IIO‘-II/ITCJ'IHO FeCTaLII/IOHHa), OTpaBsHC, XCIaTaJlHa U
IMaHKpCaTH4YHa HEAOCTATHYHOCT.

CBumne: HUHAUTCCTHA, aHOPCKCHUS, OTPABAHC, XCIAaTaJIHA U MaHKPCATUIHA HEAOCTATHYHOCT.

Komne: TOKCEMMUS, aHOPCKCHA, KOJIMKA, XCIlaTalHa U MMaHKpCcaTUYHa HEAOCTAThbYHOCT.

queTa: WHIUTI'CCTUSA, TOKCEMMUA.

4.3 [MpoTuBonOKa3aHus

I[a HC CC HU3IIOJI3Ba TIPHU KUBOTHHU C KapAWaJIHW CMYLICHHA, XHUIICPTCPMUA WA 06Cpr1(LII/I$I Ha
KIITbYHUS KaHaJ.



Jla He ce n3non3Ba Npu KOTKH.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCeKH BUJ )KMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
[Ipu KoHE BeTeprHAPHOMEANIIMHCKHST IPOAYKT TPsiOBa 1a ce mpujiara 0aBHO HHTPABEHO3HO.

4.5 Crnenna/iHu NpeANasHU MEePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

I/IHTpaBeHOBHOTO BBBCIKIAaHC HA IMPOAYKTa TpSI6Ba Aa CC U3BBbpPIIBA 0aBHO (C MNPOABIIZKUTCIIHOCT HE
IIO0-MaJIKO OT MI/IHYTa), 3a ga Cc¢ n30eryar He6ﬂaFOHpI/I${THI/I pCaKkuuu. HpeHOp’L‘-II/ITeIIHO € Ja HEC CC
npujaraT UHTPaMyCKYJIHO ITOBCYUC OT 20 ml B ¢IHa TOYKa Ha MHXKXCKTUPAHC.

CHCLII/IaJ'IHI/I Oopeanasdiy MCEPKH 3a Juiara, nOpujiaaraimy BCTCPHHAPHOMCIMIIMHCKHA IIPOAYKT HaA
KHMBOTHHUTC

He e npunoxumo.
4.6 HebOaaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

[Ipu TBBpHE OBP30 MHTPABEHO3HO MpHJIAraHe Ha MPOAYKTa € BB3MOXKHA I0ABaTa Ha TPEMOpH,
y4ecTeHO AWIIaHe, CIOHTaHHA AedeKanns, Kallulilia, CbI30TeYeHne, HOCHU U3TEUeHUS M IPOCTPaLHsL.

4.7 VYmnorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe
He ce mpunara mo Bpeme Ha mociieHaTa TPETUHA OT OPEMEHHOCTTA.

4.8 BzamMmopeiicTBHe ¢ IPyrH BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

I[a HC CC Ipujiara CbBMCECTHO C pa3TBOpH, CbAbpPiKalln KaJ'ILII/If/’I, NMCHUIUIINH-TIDOKAUH U BUTAMHUH B
KOMILJICKC.

4.9 032 1 HAYMH HA IPWJIOKEHHE
[Ipenoprunrtennata go3a e 10 mg menbutone/kg TenecHa Maca Ha JieH.

Bun3pactan rosega: 20-40 ml HHAWUTECT UHXEKTUBEH Ha XUBOTHO JHEBHO, ABIOOKO
WHTPaMYyCKYJTHO WJIH 0aBHO UHTPaBEHO3HO.

Teaera: 5-15 ml HHAUTECT UHXEKTUBEH Ha *)UBOTHO AHEBHO, TBJIOOKO HMHTPAMYCKYJHO
1 0aBHO WHTPaBEHO3HO.

OBoe m ko3m: 5-10 ml MHAUTECT MHXEKTHUBEH Ha XHBOTHO IHEBHO, IBJIOOKO
WHTPaMYyCKYJTHO WJIH 0aBHO UHTPaBEHO3HO.

Caune: 5-10 ml HHAUTECT MHKEKTUBEH Ha XHBOTHO JHEBHO, ABIOOKO MHTPAMYCKYIIHO
1 0aBHO WHTPaBEHO3HO.

Kowne: 20-30 ml UHAUTECT UHXXEKTUBEH Ha )KUBOTHO THEBHO, 0aBHO HHTPaBEHO3HO.
Kyuera: 0.1 ml HHAUTECT UHXEKTUBEH na Bcekn kg TenecHa Maca THEBHO, ABIOOKO
WHTPaMYCKYJTHO WJIH 0aBHO MHTPaBEHO3HO.

HpOI{’I:JDKI/ITeHHOCTTa Ha TPCETUPAHCTO CC OIPCACId OT BCTCPUHAPHHA JICKApP, B 3aBUCUMOCT OT
KIIMHAYHOTO pa3BUTUC Ha 3a00/151BaHETO U IIOHOCUMOCTTA CIIPAMO NPOAYKTa OT CTpaHa Ha JKUBOTHOTO.

4.10 IIpemo3dmpane (CHMIITOMM, CIIEIIHU MEPKH, AaHTU/IOTH), AKO € HeOOXOAUMO



FpaHHuaTa Ha Oe3omacHOCT Ha menbutone He € HU3BCCTHA, IIOpaJu KOCTO CC NPCIOPHUBA 1a CC CICABa
TOYHO yYKa3aHaTa JO3UPOBKaA. B cnyqaﬁ Ha CbpACUCH 6J'IOK, Ja CC npujarat KapaAuOTOHUIIH.

4.11 KapeHTHHU cCpoKOBe

Meco 1 BBTpEIIHU OpTaHu: Hyja JHU.

Musiko: Hyna AHH.

5. OAPMAKOJOTUYHU OCOBEHOCTH

dapmakoTepaneBTHUHa Tpymna: AJIMMEHTapeH TpakT W MeTaboinm3bM; JlekapcTBeHM cpeicTBa 3a
OunmapHa M XanaTajiHa Tepanus; JlekapcTBeHH cpencTBa 3a OunmapHa Tepamnus; Jpyru gekapcTBeHH
cpenacTBa 3a OunuapHa Tepanus; Menbutone.

Berepunapromenuunacku Anatomo-TepaneBtiueH Koa: QA05AX90.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Menbutone e gepuBaT Ha MPONHOHOBATa KUCEIHHA, KOUTO IeicTBA BbPXY AMTECTUBHUS TPAKT U MO-
TOYHO BBPXY 4YepHHUS Ipob, maHkpeaca W cromaxa. [IposBsiBa xomeperudeH epeKT B 4YepHHUS IpoO,
MOBHIIABaKK OMJIMapHaTa CeKpelus, KakTo U o0emMa Ha CyOCTaHIIMM KaTO MUTMEHTH, CyXH BELIeCTBa
u conu. [Ipu Kydera mpurexaBa XuApOXolepeTnueH eeKT, peayupaiku KOHIEHTPaLUsITa Ha CyXH
BEILIECTBA U XOJIMEeBa KUCEMHA B )KIIbUKaTa, HO MOBHUILIABA 00K 00eM Ha JKIIbUKaTa.

[loBumaBa cekpenusaTa Ha MaHKPEATUYEH COK M 3a KPaTKO MTOBUILIABA HUBOTO HA TPUIICKHA B HETO.

IloBuiaBa KOJIMYECTBOTO HA CTOMAIIIHUS COK U 3a KpaTKO IMOBUIIIaBa JICKO HUBOTO Ha ICIICUH B HETO.

BTOpI/I‘-IHO € Ha6J'IIOZ[aBaH0, 49€ TC3U HeﬁCTBHH BOOAT OO TOBAa XpaHaTa Ja 6’LZ[€ MMpaBUJIHO CMJIsIHA U
pesop61/1paHa OT KJICTKHUTC HAa TBHKUTC 4Y€pPBa, KOraTo nMa HpO6J'IeMI/I B TUI'CCTUBHUSA TPAKT.

5.2 ®apMakoOKHMHETMYHH 0COOEHOCTH

Cren mapeHTepaiHO IMpUJIOKEHHE, menbutone ce pasmpeaens Obp30 00 TapreTHUTE OpraHu (YepeH
Ipo0, MaHKpeac u CTOMAx).

Enun dac cmen wHTpaBeHO3HO mpuiarate Ha 10 mg menbutone/kg TemecHa Maca, KpBBHUTE
KOHIIeHTpaImu ca okoio 20 pg/ml. ToBa HMBO OBP30 HamMaisiBa ¢ TeUeHUWE Ha Bpemero. Crem mer
yaca, B KpbBTa ce OoTkpuBar ena 10% oT 00mIOTO MPHIIOKEHO KoiaumdecTBO. Menbutone moctura
MaKCUMaJHH KOHIeHTparwu oT 11.6% OT 00IIOTO MPHIIOKEHO KOJWYECTBO B KIIbUKaTa, 2-4 daca
CJIEJ] MPUIIATaHeTO MY, KOETO Ce IBJDKU Ha HTEpOXenaTaiHaTa UPKyIaIsa Ha menbutone.

Menbutone ce exkckperupa OCHOBHO ¢ ypuHaTa. [Ipe3 mepBute 24 yaca ce enumunmpar 27% OT
no3ata, a 48 uaca cieq toBa — 30%. Manko konmdecTBo ce enuMuHHpa ¢ ¢ekanuute (4.4%) u
MJISIKOTO.

[lo oTHOWIEHNE OCTATHLUTE B MA3HUHUTE U MYCKYIUTe, 24 daca ciie nmpuiaraHero Ha menbutone, Te
ca 0.2-0.4 ppm.

6. GOAPMALNEBTHUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUINEHTHTE



MoHoeTaHOIaMUH

Enerar

Hatpues merabucynput
Xiopokpe3on

Bona 3a nmkekiuu

6.2 OcHOBHHM HeCHBMECTHMOCTH

I[a HC CC npujiara CbBMCECTHO C pa3TBOpH, CbAbpPiKalln KaJ'ILII/If/’I, NMCHUIUIINH-TIDOKAUH U BUTAMHUH B
KOMILJICKC.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 4 TOONHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA IITbPBUYHATA OITAKOBKA: 28 JHH.

6.4. CrenuanaHu ycJI0BHA 32 CbXPaHEHHe HA MPOAYKTA

Jla He ce cpXpaHsaBaBa npu TeMmeparypa Haxa 25 °C.
Jla ce ma3u oT CBETJIMHA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONAKOBKA

MHorono30Bu cTbkieHd ¢uakoHn 3a urkekuud Tum Il or 100 ml, 3aTBopeHn cbc 3amymiaika OT
O6pomMoOyTHI 1 TIoMOupanu ¢ amymuHueBo karnade u FLIP-OFF cbe cun npsr.

6.6 CnenuajHu MepPKH 3a YHUIIOKABAHE HA HEU3MOJI3BAH MPOAYKT WJIM OCTATHIU OT HEro
Beekn HeM3MoN3BaH BETEPUHAPHOMEIUIIMHCKA TPOAYKT WM OCTAThIIM OT HEro TpsbBa jga Obaatr
VHHIO)KCHH B ChOTBETCTBHE C M3UCKBAHUSATA HA MECTHOTO 3aKOHOATENICTRO.

7.  TPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

LABORATORIOS CALIER, S.A.

Calle Barcelones 26

Poligon Industrial El Ramassar

Les Franqueses del Vallés (Barcelona)

Spain

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-1727

9. JATA HA TbPBOTO U3JTABAHE/ITOJITHOBSIBAHE HA JIMIIEH3A 3A
YIIOTPEBA

JlaTa Ha TBEPBOTO M3/1aBaHE Ha JUIICH3 3a ynorpeda: 13/04/2007

JlaTa Ha MOCIIEAHOTO TTOTHOBSIBAHE HA JIMIIEH3 3a yroTpeda: 15/03/2012

10. JATA HA INOCJIEJHATA PEJAKIIUSA HA TEKCTA



10/2022

3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE U/NJIA YIIOTPEBA

Camo 3a BCTCPUHAPHOMCIUIIMHCKA y1'[0Tp66a.
I[a CC OTIIYCKa CaMo I10 JICKapCKO MpCAIINCaHuc.






