KPATKA XAPAKTEPUCTHUKA HA TIPOAYKTA KbM JIMIIEH3 3A
YIHOTPEBA Ne 0022-1748

1. HAMMEHOBAHHUE HA BETEPUHAPHOMEJIULUHCKUSA TPOAYKT
TpankBunuH 35 mg/ml ren 3a nepopaiHo NPUIIOKEHHUE 3a KydeTa

Tranquiline 35 mg/ml Oral Gel for Dogs

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml cpabppixka:

AKTHBHA cyOcTaHIMSA:

Acepromazine 35.00 mg
(xato Acepromazine maleate) (47.50 mg)
ExcuunuenrTu:

Methyl parahydroxybenzoate (E218) 0.65 mg
Propyl parahydroxybenzoate 0.35 mg

3a IBJIHUS CITUCHK Ha SKCIIMITUEHTHUTE, BIK T. 6.1.
3. OAPMAIIEBTUYHA ®OPMA

[lepopanen rern.
[Ipo3paden xbaT rem.

4. KIMHUYHU JAHHHA

4.1 Bupgose KNBOTHM, 32 KOUTO e nmpeaqHazHadyeH BMII

Kyuera.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPeeJIeHH 32 OTIeJHUTE BUIOBE }KUBOTHHI

3a CeArpaHe U NPpCMCANKAIA IPHU aHCCTC3H .
AnTHeMeTnucH e(l)eKT IIpy MOBPBIIAHE, CBBP3aHO C KMHCTO34a.

4.3 IIporuBomokazaHus

I[a HC CC M3M0JI3BA B CIIy4an HAa XUIIOTOHUS, TIOCTTPABMATHUYCH IOK NI XUITOBOJICMUS.

I[a HC CC M3M0JI3Ba IIPU JKUBOTHU B CbCTOAHUC HA TC)KKA CMOILIMOHATIHA B’I)36YI[3.

I[a HC CC MU3II0JI3BA MPU JKUBOTHHU, CTPpAdAllld OT XUIIOTCPMUSI.

I[a HC CC M3M0JI3BA IMPU JKUBOTHU C XCMATOJIOTUMYHU HapymeHI/IH/ KOoaryJiornatuuv Ui aHeMus.

I[a HC CC M3M0JI3Ba MPU JKUBOTHU CHC CbpJCUHA U 6enoz[po6Ha HCOOCTAaThbYHOCT.

I[a HC CC M3M0JI3BA IPU JKUBOTHU CHC CHIICCTBYBAIlld TCHACHI WA KbM KOHBYJICUU WX C CIIUJICIICUS.
I[a HC CC M3M0JI3BA MPU KyUCTa HAa Bb3PacCT 10 3 Mmecena.

I[a HC CC MU3MOJI3BA B ClIydald Ha CBPBXYYBCTBUTCIHOCT KbM aKTHBHATa CY6CTaHLII/I$I WM KbM HSIKOH
OT CKCIOUIITMCHTHUTC.

4.4 CnenuajaHM MpeaNa3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
Hsama.

4.5 Cnenuajanu mpealna3Hu MepKHU NPH ynorpeda
CrennaiaHy npenna3Hu MEpKHY 3a )KWBOTHUTE NP YIOTpebaTa Ha NPOAYKTa
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[IponykThT ce mpemnara B MpeABapUTEIHO HaTbHEHa cripuHIoBKa oT 10 ml u B cThKiIeHa OyTHIIKA
ot 10 ml ¢ no3upama cnpuHLOBKa. TOYHOCTTA Ha TO3UPAHETO CE Pa3InvaBa IpH JIBETE MPE3CHTALUH
IIpenBapnTe/iHO HaTbJHEHA CIPHMHIIOBKA

C ornex Ha orpaHMYEHUATA Ha MPEIBAPUTEIHO HAIIbIHEHATa COPHUHIIOBKA NPH MpUIaraHe Ha JO30BH
obemu noz 0,5 ml, ynotpebaTta npu KUBOTHH ¢ Terio nof 17,5 kg TenecHa Maca 3a ceupane Wil pu
YyBCTBUTEIHN HHIUBUAW WIN TIOPOAM HE c€ MpEnopbyBa M BMECTO TOBa TpsOBa Ja ce M3MON3Ba
CTBKJIEHATa OyTHIIKA ChC CIIPUHIOBKA.OT | ml.

CrbKileHa OyTHIIKA

VYnotpebaTa Ha TO3U BeTepUHAPHOMEIUIIMHCKH IPOAYKT C JO3Wpalia COpUHIIOBKA OT 1 ml mpu
KyueTa ¢ TenecHo Teriio mof 1,75 kg ps0Ba na ce ocHOBaBa Ha BHUMaTETHA MTPELEHKA MO3a/PUCK OT
OTTOBOPHUS BETepUHAPEH JieKap (BHK T. 4.9).

To3u BeTepUMHAPHOMEIAWIIMHCKY MPOAYKT TpsiOBa 1@ Ce W3ION3Ba C IOBUIICHO BHHMaHUE U B
HaMaJieHa 71032 B CJIydail Ha YepHOPOOHO 3a00IsIBaHE WU NP U3TOIICHYU YKUBOTHH .
AnenpomMasuHbT MMa HE3HAUWTENCH aHanreTudeH edexr. TpsaOBa ga ce wu3bsrBaT Oone3HEHH
MpOIeAypH TpH paboTa ChC CEAMPAHU JKUBOTHH, OCBEH aKO HE Ca TPETHPAHU C TOAXOJAIIH
aHaJITCTHIIH.

Crnen mpuiIoKeHHWE Ha TO3M BETEPUHAPHOMEAWIIMHCKH MPOJYKT XUBOTHUTE TPSOBa J1a OCTAHAT Ha
CIOKOIHO MSCTO U TpsIOBa J1a ce N30ATBAT CEH30PHU CTUMYIIH, JOKOIKOTO € BH3MOXHO.

[Mpu kydera ¢ ABCBI1-1A myramus (Hapuyana cemo MDR1) anenpomaswHa uma TeHISHIMS Ja
MPEIN3BUKBA TO-TBIOOKO M TMPOIBIDKUTENHO ceaupane. [Ipu Te3n kydera gosata TpsOBa ma Oble
HamaieHa ¢ 25%-50%.

[Ipu HsKOM KyueTa, 0cOOEHO OOKCepH M JAPYrd KbCOHOCH MOPOIH, MOXE Ja Bh3HUKHAT CIIOHTAHHO
MPUITATBK WU CUHKOIL, TIOPaJd CHHOATpHaJIeH OJIOK, MPEIU3BUKAH OT MPEKOMEPEH BaryceH TOHYC, a
aTakaTa MOXE Jla C€ YCKOpH OT allelpoMa3nHa, Opaau KOeTo TPsAOBa J1a ce M3IMoia3Ba HUCKA J103a. B
Clly4auTe, KOraTo MMa aHaMHe3a 3a TO3M THUIl CHUHKON HWJIM C€ MOA03Upa TaKbB, MOpaAu MpeKoMepHa
CHHYCOBa apUTMHS, MOXE Ja € H3TOJHO apUTMHAITa Ja CE KOHTPOIMpa C aTPONUH, MPUIOKEH
HEMOCPECTBEHO MPEeIu alenpoMasuHa.

lomemu mopomu: OTOENsA3aHO €, Y€ TOJIEMUTE IMOPOAM Kydera ca OCOOCHO UYYBCTBUTEIHU KbM
alernpoMasyH U TIPY TE3U TOPOAX TPsiOBa Jia ce U3MOI3Ba MUHUMAITHATA J1034.

AnenpomMasuHBT TPAOBa J1a C€ M3IOJ3BA C MOBUIIIEHO BHUMAHUE KaTO CPEJCTBO 3a BB3MHPAHE MPU
arpecMBHM KydeTa, ThH KaTO MOXKE Jla MPEAU3BHUKA IMO-TOJsIMa YYBCTBUTEIHOCT U PEAKTHUBHOCT KbM
LUIYMOBE WUJIU APYTU CEH30PHU CTUMYJIH.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JulaTra, mpujaaraimy BETCPUHAPHOMCAUTTMHCKHW S MPOAYKT HA )KHBOTHUTC

A].IerOMaBI/IH’LT MOXKC [1a Mpeau3BUKa CCAUPAHEC. TpH6Ba Ja C€ BHHMaBa 3a Ja CC n30erue cnyqaﬁﬂo
IOrjIbIIaHe.

3a Ja ce n30erue cnyqaﬁﬂo NnoriapHaHe OT ACTEC, KOraTO M3IOJI3BATC MPCABAPUTCIHO HAIIbJIHCHATA
CIIPUHIIOBKA: IMOCTAaBLTC 06paTHO Karmadykara BEaHara CJicH yHOTpe6a. C’LXpaHHBaﬁTe H3I10J13BaHaTa
CIIPUHIIOBKAa B OpUTHMHAJIHATA OIMMAKOBKAa M CC YBCPETC, Y€ OIlAKOBKATa € 1[06pe 3aTBOPCHA. 3a Ja c€
n30erue cnyqaﬁﬂo OoriapmaHe OT ACTC, KOrato HM3II0JA3BATC CTBHKICHATa 6YTI/IJ'IK3, HC OCTaBsUTE
HallbJIHCHATa CIPUHIOBKA 0e3 Haa30p " C’LXpaHﬂBaﬁTe IMpaBUJIHO 3aTBOpPCHATAa 6YTI/IJ'IK3 n
H3M10JI3BaHaTa CIOPUHIOBKA B OpHIMHA/IHATA OIIaKOBKA. To3u MNPpOAYKT TpSI6Ba Ja CC H3IIoJI3Ba U
CbXpaHdBa JaJied OT Iorjicaa U Ha HEAOCThITHU 3a ACLa MCCTaA.

HpI/I cnyqaﬁﬂo IOrJIbIIaHe, He3a0aBHO Aa €€ NOTbPCHU MCAUIMHCKHU CHBCT, KAaTO Ha JICKaps CC
npeaocraBu JIMCTOBKATa WJIM CTHUKCTA HaA MNPOAYKTaA, HH(bOpMHpaﬁKH 3APaBHUTC CIICHUATIUCTU 3a
OTpaBsHC C (beHOTI/IaBI/IH.

He H_IO(l)I/Ipaf/’ITe, TBI KaTO MOXE JAa Bb3HUKHAT CECAUPAHC U TIPOMCHU B KPBbBHOTO HAJIATAHC.

Xopa C YCTAaHOBCHA CBPBXYYBCTBUTCIHOCT KbM allCIPOMA3UH WA OPYyIrv (beHOTI/IaBI/IHI/I niIn KbM
HSIKOH OT CKCIHUIIUCHTUTC, TpSI6Ba Ja HU305rBAaT KOHTAKT C BET CPUHAPHOMCANINHCKUSA TPOAYKT.
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I/IHZ[I/IBI/IZ[yaJ'IHO npearnasHo 060py):[BaHe, CbCTOAIIO CC OT HCHPOIMYCKIIMBU PBKaBHUIH, TpSI6Ba Ja cc
HOCH, KOraTtro c¢ pa60TI/I C BCTCPUHAPHOMCANLUHCKUSA MPOAYKT OT JIMIIa C YyBCTBUTCIIHA KOXa WJIN
IIpU MPOABILKUTCIICH KOHTAKT C IPOAYKTA.

CJ'ICZ[ yrIOTpe6a H3MHUNATE CTapaTCiIHO PBLULCTC U KOKATA, KOATO € Ouia B KOHTAKT C MMpoayKTa.

HpI/I cnyqaﬁﬂo pa3jimBaHC BBPXY KOXKarta, He3a0aBHO CICH CKCIIO3UIMATa H3MHHATE C OOHIHO
KOJIMYECTBO BOAa KOXKaTa, KOATO € Ounia B KOHTAKT C MMpoaAyKTa.

To3u MNPOAYKT MOXKC Ja MPCAN3BHKA JICKO APAa3HCHC Ha OYUTC . M30srBaiiTe KOHTAKT C OYUTE. HpI/I
ClIydaCH KOHTAaKT C OYHUTC, HpOMI/If/’ITe BHUMATCIIHO C TE4dalla BOJa 3a 15 MHUHYTHU U TIOTBPCCTC
MCIUIIMHCKA ITOMOII], aKO APa3HCHCTO IMPOABbJIZKaBa.

4.6 HebOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

Morart ga ce HaOIrOaBaT XUIIOTOHUS, TAXUKAPAUS, YBENUYaBaHe HA AWXaTeHATa 4YeCTOTa, apUTMU,
MH03a, JaKpUMalys, aTakCHsl U IOTUCKaHE Ha TEMIIEpaTypHaTa peryianHsl.
BB3MOXHO € a BB3HUKHAT HEOJIArONPUSTHA KJIMHUYHHU NPU3HALM Ha arpeCUBHOCT U TeHEPATU3UPAHO
ctumynupane Ha [THC.
B xemorpamara ca Bb3MOXHH CJIEIHUTE 00OpAaTHMH IPOMEHH:

- IPEXOIHO HAMAJIIBAHE Ha OpOs HA EPUTPOLIUTUTE U KOHIICHTPALIUATAa Ha XeMOIJIOONHA;

- IPEXOIHO HaMaJIIBaHE Ha Opos Ha TPOMOOLUTHTE U JIEBKOLIUTHUTE.
TBi1 KaTo anenpoMasMHbBT yBEIHMYaBa CEKpPELUATa Ha MPOJAKTHH, IPUIIAaTAaHETO My MOXKE Jla JO0BEAE
710 HapyIlIEHUS Ha 3aIUIOASEMOCTTA.

4.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe

BezomacHocTTa Ha BeTepMHAPHOMEAWIMHCKHS MPOAYKT HE € JOKa3aHa [0 BpeMe Ha OpeMEHHOCT U
naktauus. He ce mpemoppuBa mpuiiaraHero My mo Bpeme Ha OpemenHocT. [Ipunara ce camo cien
MpeLeHKa MMoJI3a/PUCK OT OTTOBOPHUS BETEpUHAPEH JieKap.

Buxre cpi1o Touka 4.6 0THOCHO epTHIINTETA MIPH KEHCKH KydeTa.

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

AnenpoMasuHBT MOTEHIHMpa OCHCTBHETO Ha BETCPHUHAPHOMEAMLIMHCKH MPOAYKTH C IIEHTPAJIHO
MOTHUCKAIIO AEUCTBHE.

EnnoBpeMEHHOTO NpHIOKEHHE WM TPHIOKEHHWETO MpPH KUBOTHH, KOWTO HEOTHaBHA ca Owin
TpeTHpaHu ¢ opraHopochaTi WIK MPOKAUH XUAPOXIOPH (JIOKAJIEH aHECTETHK) TpsOBa 1a ce u30srBa,
THH KaTo Te3W MOJIEKYJIN yCHUIIBAT TOKCHYHHUTE e(DEKTH Ha allepoMa3HHa.

Tbii KaTO alleNpOMa3uHBT OHM)KABA TOHYCa HA CHMIIATUKOBaTa HEPBHA CHCTEMA, IPOIYKTHT HeE
TpsiOBa /1a ce Impuiara eTHOBPEMEHHO C MIPOIYKTH, TIOHIKABAIIN KPBBHOTO HaJIsITaHe

AHTHALUJHUTE CPEACTBA MOXKE Jla IPEIU3BUKAT MOHIKaBaHE Ha CTOMAILTHO-YpEeBHATa Pe30pOIus Ha
alerpoMasHH CIIe MepopaHO IPUIOKEHHE.

OnuaTtuTe M agpeHaJINHBT MOTAT Jja 3aCHUIIAT XUIIOTEH3UBHUTE e(DEeKTH Ha alernpoMas3fHa.
4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE

3a nepopaaHo IPHUIIOKEHHE.

Jlexa cemamust: 1,0 mg anenpomasun/kg TenecHa maca.

[o-penboka cepanms: 2,0 mg aunenpomasun/kg TenecHa mMaca.

[pemenukanus: 3,0 mg anenpomasun/kg TenecHa maca.

AntuemerndeH edekt: 1,0 mg/kg TenecHa maca.

Jozara, xosiTo TpsIOBa J1a ce mpuiiara mpu Ky4dera ¢ Teriio > 35 kg He TpssOBa 1a Obie moBede ot 1
mg/kg 3a BCSIKO HUBO Ha CeIallus/IpeMeTuKaIus.
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I/IH(i)OpMaLII/IHTa IMO-TOPC OTHOCHO A03aTa € MpeA0CTaBCHA KaTO HACOKa 1 TpSI6Ba Ja 6’[;2[6 aJlaliTupaHa
3a BCCKU MAallMCHT, KATO CC€ B3EMAT MPCABU PA3JINIHN q)aKTOI)I/I (Hanp. TEMIICPaMCHT, IOpOJAa,
TCJICCHA Maca, HCPBHOCT U I[p..), KOUTO MOraT Ja OKaXaT BJIUAHNUC BbpPXY YYyBCTBUTCIHOCTTA KbM
CCOaTHBU.

C.TIGI[HI/ITG Ta6J'II/ILII/I Ca MMp€aHa3HauYCHU 3a PbKOBOACTBO 3a JO3HMPAHEC, B 3aBUCUMOCT OT JKCIaHaTa
CTCIICH Ha CCAalmAa:

[IpenBapurenHo HambJaHEeHA cupuHIloBKa oT 10 ml.

Jleka cepanust IMo-abn6oka cenanus IIpemenuxanus
Tenecna maca I'en | Auanason Ha go3ata | I'en | luana3on Ha no3ata | I'en | luana3ol Ha go3arta
(ml) (mg/kg) (ml) (mg/kg) (ml) (mg/kg)
>17,5kg—-25kg | 0,50 1,00-0,70 1,00 2,00-1,40 1,50 3,00-2,10
>25kg—-<35kg | 0,50 0,70 - 0,50 1,50 2,10-1,50 2,00 2,80-2,00
CrbkieHa OyTHIIKA
Jleka cepanust IMo-abn6oka cenanus IIpemenuxanus
TenecHa maca [ea (ml) | Inanazon na no3ata|l'en (ml)| Iuanazon Ha no3ata| Ien |/uama3oH Ha go3aTa
(mg/kg) (mg/kg) (ml) (mg/kg)
>1,75kg—-3,5kg 0,05 1,00 -0,50 0,10 2,00-1,00 0,15 3,00-1,50
>3,5kg—-5,25kg 0,10 1,00 - 0,67 0,20 2,00-1,33 0,30 3,00-2,00
>5,25kg—7,0kg 0,15 1,00-0,75 0,30 2,00-1,50 0,45 3,00-2,25
> 7,0 kg—-8,75 kg 0,20 1,00 - 0,80 0,40 2,00-1,60 0,60 3,00-2,40
>8,75kg—-10,5kg | 0,25 1,00-0,83 0,50 2,00 - 1,67 0,75 3,00-2,50
> 10,5 kg — 14 kg 0,30 1,00-0,75 0,60 2,00-1,50 0,90 3,00-2,25
>14kg—-17,5kg 0,40 1,00 - 0,80 0,80 2,00-1,60 1,20 3,00-2,40
>17,5kg—-21kg 0,50 1,00-0,83 1,00 2,00 - 1,67 1,50 3,00-2,50
>21kg—-24,5kg 0,60 1,00 - 0,86 1,20 2,00-1,71 1,80 3,00 -2,57
>24,5kg - 28 kg 0,70 1,00 - 0,88 1,40 2,00-1,75 2,10 3,00-2,63
>28 kg —-<35kg 0,80 1,00 - 0,80 1,60 2,00-1,60 2,40 3,00-2,40

OcobeHo BHUMAaHUE TpSI6Ba Ja cc 06'pre Ha TOYHOCTTA Ha AO3UPAHC. 3a Ja C€ OCUTypu TOYHOCT Ha
A03UpaHe, TCJICCHATa MacCa Ha JXHWBOTHOTO, KOCTO IIIC CE€ TpCTHUpAa, TpSI6Ba Ja CC oInpceacin
npeaABApUTCIIHO

HDGHB&DHTGHHO HarrbJIHCHA CITPHUHITIOBKA

HpOILYKT'bT CC npcajiara B IMOJIMCTUIICHOBA CIIPUHIIOBKA OT 10 ml. d)naHeu 6YTaIIOT0 HnMa 3aKJIFOYBaIl]
MNpBbCTCH, KOHMTO TpSI6Ba Ja 6’[;2[6 KOpHUTI'¥MpaH 3a OCUTYpPSABAHC Ha 06eMa, HGO6XOI[I/IM B CHOTBCTCTBHCE C
npernopbvKaTa 3a A03UpPAHC. I/IHTepBaIII/I ot 1.0 ml ca oTneuaTanu Ha 6YTaIIOT0 Ha CIIpHUHIIOBKAaTa, HO
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¢manen O6ytanoto e pasaeneHo Ha uHTepBaiu oT 0.5 ml. Eano 3aBppTanHe Ha 3aKiIouBalys IPHCTEH
mpeMecTBa MpbCTeHa Ha3aJ M MO3BOJsBa Aa Oble focTaBeHa ao3a B odem ot 0.5 ml. J[Be 3aBbpTanus
Ha 3aKII0YBAlIMA MPBCTEH JOCTaBAT no3a B obem oT 1.0 ml. Tpu 3aBbpTaHus Ha 3aKITIOYBAILUSL
NpBCTEH ca HeoOXoAnMHU 3a 103a oT 1.5 ml

CrpuHIIOBKATa ce TIOCTaBs B ycTaTa Ha KUBOTHOTO M IOAXOMAMIATA 1034 CE€ U3TJIACKBA KbM Oy3aTa Ha
KHUBOTHOTO.

lenbT MOXXe 1a ObAE pa3MeceH U ¢ XpaHa.

CrpKileHa OyTHIIKA

[MponykTsT ce mpempiara B 10 ml cThkiieHN OyTUIKU ChC 3alIUTEHA OT JIela 3aIylaika ¥ ¢e JOCTaBs C
rpaayupaHa CIPHHIIOBKA , KOSTO MO3BOJISIBA TOUHO jno3upane. CripuHIioBKa oT 1 ml Moxke 1a JocTaBu
0,05 mo 1,0 ml cke crpnku ot 0,05 ml. M3Ternere mogxoasimara 103a oT OyTHIKaTa, KaTO U3IOJI3BATE
MpeaocTaBeHaTa CrpuHIoBKa. CIPHUHIIOBKATa C€ MOCTaBs B ycTaTa Ha JKMBOTHOTO U TOJXOASIIATA
J103a Cce U3TJIaCKBa KbM Oy3aTa Ha )KUBOTHOTO.

Yact oT mpoAyKTa Il OCTaHe B CThKJICHATa OYTHIIKA, T.€ HE MOXKE Ja CE U3TCTIIH.

IenbT MOXKE 1a OBJIEe pa3MeceH U ¢ XpaHaTa.

[Tpu kydera cemupaHeTo OOMKHOBEHO HacThIBa cien 15-30 MuHYTH 1 TIpoIbKaBa 6-7 4aca.
4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHU MEPKH, AHTU/IOTH), AKO € HeOOX0TUMO

Hpe):[osnpaHeTo BOAUW [0 TIO-paHHO HACTbIIBAHC HA CHUMIITOMUTEC Ha CCAWpPAHC U OO0 II0-
MNPOABIIZKUTCIICH e(l)eKT.

Toxcuunute e(l)eKTI/I Ca aTaKCu#, XUIIOTCH3U A, XUIIOTCPMUA U CKCTPpAITMPaAMUIHN e(l)eKTI/I.

AHTI/IZ[OTl 3a HpOTI/IBOZ[ef/’ICTBI/Ie Ha CbpACYHOCHIOBUTC e(l)eKTI/I MOXC J1a CC€ U3I0JI3Ba HOpaJApCHAJINH,
HO HC aApCHAJINH.

4.11 KapeHnTen cpok

He e npunoxumo.

5. OAPMAKOJOTNYHU OCOBEHOCTH

dapmakoTepaneBTHYHA Ipyna: HEpBHA CUCTEMa; ICUXOJIETITUIIHN, aHTUTICUXOTHIHN, PEeHOTHA3HHHU C
anugaTHa CTpaHUYHA BEpUTa.

Berepunapromenuunacku Anatomo-TepanestiueH Koa: QNOSAA04.

5.1 ®apmakoaMHAMHYHH CBOIicTBA

AnenpomMasuHbTHT € (PEHOTHA3MHOBO MPOM3BOAHO. Tasu rpyma MONEKydH NPUHAIUIOKA KbM
HEBPOJICITUINTE: T€ MOTHCKAT LEHTpajHaTa HEpBHA CHCTEMa W YIPaKHSABAT acOLMUpPAHH e(eKTH
BBPXY aBTOHOMHATa cHcTeMa. Te3u eeKTH ce IbKAaT Ha TAXHOTO BIMSHHUE BBPXY PpasiIHuHU
HEBPOTPAHCMHUTEPHU pELENnTOpu (JONaMHHEPTHYHH, aJpPEHEPTUYHHM) M Ha BIUSHHETO MM BBPXY
($yHKIMOHUpaHETO Ha XumnoTtamamyca. CemaTMBHOTO JAeiicTBMEe 3amouBa B pamkuTe Ha 15 mo 30
MUHYTH OT TPETUPAHETO U MPOIbJIKaBa 6-7 yaca.

5.2 ®apMakoOKHHETMYHH 0COOECHOCTH

AnenpomMasuHBT ce pe3opOupa YacTHYHO OT CTOMAalIHO-YpeBHHsI TpakT. CBBpP3BAaHETO MYy C
IJIa3MEHNTE IPOTENHHU € BUCOKO M TOM ce pasmperens eKCTEH3UBHO B TeleCHUTE ThKaHU. [lna3mennTe
HUBa OOMKHOBEHO Ca HHCKH. AIIEIPOMAa3sHHBT ce MeTaboiIM3Mpa B ToisIMa CTEleH, KaTO OCHOBHUST
IIBT 34 EKCKPELUS € Upe3 ypuHaTa.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIINEHTHTE
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Merun napaxuapokcudenzoar (E218)
[Iponun mapaxuapoxkcuOenzoat
Hatpues anerat tpuxuapar

Hatpues muknamar (E952)
XUAPOKCHETUIILETYII03a

I'munepon (E422)

[Ipeuncrena Boaa

6.2 OCHOBHH HECHLBMECTHMOCTH

HpI/I JIMIICa Ha JAaHHU 3a CbBMCCTUMOCT, TO3U BECTCPUHAPHOMCIUIIMHCKU NIPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C JPpYyTrd BCTCPUHAPHOMCIUTTUHCKHU TIPOAYKTH.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha KpaﬁHHH BCTCPUHAPHOMCAUIIMHCKHA IPOAYKT: 2 TOONHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA IIbPBUYHATA OITAKOBKA: 3 Mecena.

6.4. CrnenuanaHu ycJI0BHA 32 CbXPaHEHHe HA MPOAYKTA

Jla He ce cpXpaHsaBaBa npu TeMmeparypa Haxa 25 °C.

Jla He ce oxna)kaa WM 3aMpassiBa.

Jla ce ma3u OT CBETJIMHA.

Ja ce cbxpaHsBaT B OpUTMHANIHATA BBHIIHA KAPTOHEHA OMaKOBKa MPOOUTHUTE KOHTEHHEPH, C LIET
Mpeana3sBaHe OT cBeTJIMHA [la ce chXpaHsABa Ha CyXO MCTO.

Ja He ce ocTaBi mepopajiHaTa J03Hpalla CpuHIoBKa oT 1 ml, chabpKalla MPOAYKTa, Ha MACTO, KOETO €
JOCTBIIHO 3a Jela.

6.5 Bwuau cbcraB HAa NBPBHYHATA ONTAKOBKA

HDCZ{BaDI/ITeHHO HarrbJIHCHA CITPHUHITIOBKA

[TepBUYHa [{unuHABp HA COPUHIIOBKATA OT OSUT MOJUETUIICH C BUCOKA TUTBTHOCT.
OIAaKOBKa: ByTtaso Ha cipuHIIOBKATA OT OsJT MOJMUETUIICH C HUCKA MTHTHOCT.
3atBapsHe: Kamauka ¢ murbTHA crito0Kka oT OsU1 TOJIMETUIIEH C BUCOKA TUTHTHOCT.
O0eM Ha 10 ml

HaIrbJIBaHeE:

YerpoiicTtBo 3a ITpomyKTHT ce mpemiara B CIPUHIIOBKA 3a MEPOPATHO J03UPAHE, KOSITO €
J03UpaHe: rpajyvpana npe3 uHTepsaau ot 1 ml.

CrbkileHa OyTHiIKa

[IspBHuYHa Kexnmubapenu tun Il crekiaenu Oytunku ¢ odem 10 ml.
OIAKOBKa:
3atBapsHe: 3ammTeHn oT Jena 3amymaikd OT TOMHETHIIEH C BUCOKa

ILUTHTHOCT/TIOMHETHIICH ¢ HUCKA ITBTHOCT.

O0eM Ha Ot Bcska kexnmbapeHa cTbkiieHa Oytuika ot 10 ml morar na 6baat
HaIl'bJIBaHE! nzrernenu 9,8 ml Tranquiline
YcerpoiicTBo 3a C xexnmbapena crbkieHa Oytuiika ot 10 ml e mpenocraBena
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JO3UpaHe: MOJUIPONIIICHOBA CIIPHHIIOBKA 3a TIepopaiHo no3upane ot 1,0 ml,
rpagyupana Ha uaTepBanu ot 0,05 ml.

He Bcnukn pasMCpu Ha OIMAKOBKAaTa Morart Ja 6’I>I[aT npeajiaraHv Ha 1ma3apa.
6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJ3BAH IPOAYKT HJIX OCTATHIU OT HET'0

Bceku HensnomsBax BCTCPUHAPHOMCAUILIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>I[aT
YHUIIOKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. NIPUTEXKATEJI HA JIMLEH3A 3A YIIOTPEBA

Floris Holding BV

Kempenlandstraat 33

5262 GK Vught

The Netherlands

8. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEBA

0022-1748

9. JATA HA TBPBOTO U3JABAHE/TIOJHOBSBAHE HA JIMLIEH3A 3A YIIOTPEBA

Jlata Ha TBPBOTO M3AaBaHe HA JIMIIEH3 3a ynoTtpebda: 23/04/2012
JlaTa Ha MOCIIEAHOTO TIOTHOBSIBAHE HA JIMIICH3 3a yroTpeda: 21/03/2017

10. JATA HA INOCJIEJHATA PEJAKIIUSA HA TEKCTA
02/2022
3ABPAHA 3A ITPOJAXKBA, CHAB/JIABAHE U/NJIA YIIOTPEBA

He e npunoxumo.

MPO®. JI-P XPUCTO JACKAJIOB, IBM
W3IIBJIHUTEJIEH IMPEKTOP
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