IMPHUJIOKEHHE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA ITPOAYKT

Mirataz 20 mg/g TpaHcaepMaaHa Ma3 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika no3za ot 0,1 g ceabpika:

AKTHBHA cy0cTaHIMA:
Mirtazapine (kato hemihydrate) 2 mg

ExcuunuenTu:
Byrunxuapokcurtonyen (E321) 0,01 mg

3a IBJIHUA CHUCHK HA EKCLHMIIMEHTUTE, BIK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

Tpancaepmanna mas.

Hewmazna, xoMoreHHa, Osi1a 10 IOYTH Osi1a Mas.

4. KJIMHWUYHU JAHHU

4.1 Bwupose :KNBOTHH, 32 KOUTO e npeaHa3Hayed BMII

Kortxkn.

4.2 TepaneBTHYHHU NOKA3AHNS, ONIPeNeIeHH 32 OTACJHATE BUAOBE ;KUBOTHH

3a HajlaBaHe Ha TeJeCcHa Maca P KOTKH, KOUTO UMAaT c1ab aneTHT U 3aryda Ha TerJIo B pe3yJsiTaT Ha
XPOHUYHU MEIUITUHCKH 3a00aBanus (BK. Touka 5.1).

4.3 IIpoTuBONOKA3AHUA

Jla He ce m3Mmo3Ba MPY KOTKH 32 Pa3Iuiof, OpeMeHHH WiIH JaKTUPAIIH KOTKH.

Jla He ce u3M0/13Ba IpY )KMBOTHH Ha BB3pacT moJl 7,5 Mecella Uil ¢ TeJiecHa Maca noj 2 kg,

Jla He ce u3Moa3Ba IpY CBPHXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHLIMS WM KbM HIKOUW OT
eKCIUTTUEeHTHUTE.

Jla He ce m3noa3Ba IpU KOTKH, TPETUPAHHU C [UMPOXENTATNH, TPAMaI0J I HHXUOUTOPH Ha
MoHoamuHookcuaazata (MAOI), wiu Tpetupanu ¢ MAOI B pamkuTe Ha 14 1HU npeau JEUEHUETO C
BETEPHHAPHOMEANIIMHCKHSA IPOAYKT, Thi KATO MOJKE JIa UMa MOBUIIICH PUCK OT CEPOTOHUHOB
cuHapoM (BK. Touka 4.8).

4.4 Cneunamm npeamnasii MEPKU 3a BCEKH BH/I (KUBOTHH, 324 KOUTO € IPpEeAHA3HAYCH BMII

EdukacHocTTa Ha BeTepUHAPHOMEAUIIMHCKYS IPOIYKT HE € YCTAaHOBEHA NP KOTKH Ha Bb3pacT 1o 3
TOJIMHH.

EdukacHocTTa 11 6€301MaCHOCTTA HA BETEPUHAPHOMEIUIIMHCKHS TIPOIYKT HE Ca YCTAHOBEHH TIPH
KOTKH C TeXKO ObOpeuHo 3a00IsBaHe W/WITA HEOTIa3usl.



[IpaBwiiHaTa TMArHOCTHKA U JICUCHHE HA OCHOBHOTO 3a00JIsIBaHE € OT KJIFOUOBO 3HAYCHUE 32
JICUCHUETO Ha 3ary0ara Ha TerJio, 2 Bh3MOKHOCTHTE 32 JICUCHHE 3aBUCST OT TEXKECTTA Ha 3ary0ara Ha
TETJIO ¥ OCHOBHOTO(WTE) 3a00msaBane(1s). JIeueHNETo Ha BCIKO XPOHUYHO 3a00IsBaHe, CBHP3aHO ChC
3ary0a Ha TerJo, TpsiOBa Ja BKIII0OYBA OCUTYPSIBAHE HA MOAXOAAII0 XpPaHCHE U NPOCIIeAsIBaHe Ha
TeJiecHaTa Maca M arneTuTa.

TepanusTa ¢ MupTa3anuH He TpsOBa 1a 3aMecTBa HE00X0AMMAaTa IMAarHOCTHKA W/WIIN CXEMH Ha
JieueHHe, Hy>KHU 3a JISYeHUEe Ha OCHOBHOTO(UTE) 3a00msBane(1s), MPUUUHSIBALIO(M) HeXelaHa 3aryoa
Ha TerJIo.

EduxacHoctra Ha IpoayKTa € AEMOHCTpUpPaHa caMo Npu 14-1HEBHO NPUIIOKEHHE, OTTOBApSIIO Ha
HACTOSIINTE MPENOpbKH (BK. Touka 4.9). [loBTapsHeTo Ha JIEYSHHETO HE € U3CIIEABAHO U KaTO TaKOBa

TpsiOBa J1a ce U3BBPIIIBA CaMO CJIE]] ITPEICHKA M0JI3a/PUCK OT BEeTCPHHAPHHUS JICKap.

EdwukacHocTTa 11 6€30MacHOCTTa Ha BETEPUHAPHOMEANIIMHCKHS TPOAYKT HE Ca YCTAHOBEHU TIPH
KOTKH ¢ Tero mox 2,1 kg niu Han 7,0 kg (Bx. cbiio Touka 4.9).

4.5 CroenuajaHu npeanasHd MepKH NpH ynorpeda

CrenyaiHy npeana3Hi MepKH 3a KUBOTHHTE MPH yIoTpedaTa Ha IPOIyKTa

BerepuHapHOMETUIIMHCKUST IPOAYKT HE TPSOBaA [1a ce Mpujiara BbpXy yBpeZeHa Koxa.

B cnyuait Ha yepHOIPOOHO 3a00IsIBaHe, MOXE JIa Ce HAOJI0[aBaT MOBUIIICHN HUBA HA YePHOPOOHUTE
eH3uMu. brOpeduno 3a0omsaBaHe MOXe Jla IPUYMHY HaMallsiBaHe Ha KIIMPBHCA HA MUPTA3aIliH, KOETO
MOJKE J1a JOBEIE 10 MTO-BUCOKA EKCITO3UIINS Ha TIPOAYKTa. B Te3u crienuanam ciydan, 9epHOAPOOHNTE
1 ObOpeyHnTEe OMOXUMUYHH TTapaMeTpH TPsiOBa Aa ce HaOIr0AaBaT PeIOBHO 10 BpeMe Ha JISYSHUETO.

EdexTtrure Ha MEpTa3anuH BBPXY PEryJIMpaHeTo Ha TIIF0K03aTa He ca OlleHeH!. B ciydait Ha ynorpeba
P KOTKHU ChC 3axapeH AuadeT, TIMKeMusTa TpsiOBa peIoBHO Ja ce HaOIro/1aBa.

Korato ce n3nosn3sa npu XUMoBOJIEMHUYHH KOTKH, TPSAOBa Jla Ce Mpuiiara moIbpiKaliio Je4eHHe
(prynaHa Tepanms).

TpH6Ba Ja C€ BHUMaBa Jpyru ’)XUBOTHU B JOMAaKHMHCTBOTO Aa HC BJIM3AT B KOHTAKT C MACTOTO Ha
IMPUIJIOKCHUEC, TOKATO HEC N3CHXHE.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, Impujaraimy BETCPUHAPHOMCANINMWHCKHA MPOAYKT Ha
XKHUBOTHUTC

HpOI[YKT'BT MOXEC Ja C€ pe3op61/1pa I10 KOXKCH WJIU IICPOPAJICH I'bT U MOXKE J1a NPUINHU CHbHINBOCT
WK cCaanusi.

U36srBaiiTe AMPEKTEH KOHTAKT ¢ NpoAyKTa. M30sArBaiiTe KOHTAKT C TPETHPAHOTO KUBOTHO Tpe3
bpBUTE 12 yaca cies BCAKO €KEHEBHO MPUIIOKEHHUE U IOKATO MACTOTO Ha PUJIOKEHHE HE U3CHXHE.
ETo 3amo ce mpenopbuBa )KHUBOTHOTO JIa ce TPETHPa Beuep. TpeTupaHnuTe )KUBOTHU HE TPsOBa 1a ce
OCTaBST Ja CIISIT IIPH COOCTBEHHUIINTE, 0COOEHO TIPH Jielia M OpEMEHHH JKEHH, TIPe3 IeJIHs Iepro/] Ha
JICYEHUETO.

Ha mscToro Ha nponax0a € He0OX0IUMO C TIPOIYKTA JIa CE OCUTYPAT HEIPOMOKAEMH 3alllUTHH
PBKaBHUIM 32 €THOKpaTHA yroTpeda, KOUTO TPSOBaA J]a ce HOCAT IpH padoTa U MPUIIOKEHUE Ha
BETEPUHAPHOMEIULIUHCKHUSI IPOIYKT.

W3muiite ,I[O6p€ pBUOCTE CU BEAHAra CJaca Npujlarane Ha BETCPUHAPHOMCAUIIMHCKUSA MIPOAYKT WJIH B
cnyqaﬁ Ha KOHTAKT Ha KOKaTa C MPOAYKTa, UJIN C TPECTHUPAHATA KOTKA.



Hanwunu ca orpannyeHy JaHHM 33 PENPOTyKTUBHATA TOKCHYHOCT Ha MupTa3anuH. KaTto ce nma
MIpeBU]I, Ye OPEMEHHUTE KEHH CE CUUTAT 32 IMO-YyBCTBUTEIHH, IPEMOPHIBa c€ OpEeMEHHH KeHU WIIN
JKEHH, KOUTO CE€ OMUTBAT Jia 3a0peMeHesT, 1a u30srBar paboTa ¢ MpoIyKTa U JAa U30SATBAT KOHTAKT C
TPETHPaHH KUBOTHU Tpe3 HENHs MEPUOJ Ha JICUCHHE.

HpO,Z[YKT'LT MOXE Ja 6’1;)_'[6 BPCACH CJICA MOrTTbIIAHC.

He ocraBsiiTe TyOnykaTa M3BBH 3aIIMTEHHS OT Jlelia KOHTEHep, OCBEH 10 BpeMe Ha (a3aTa Ha
npunarase. /lenara He TpsOBa /1a MPUCHCTBAT NPY TPETUPAHETO HA KOTKATA.

Crnien npuiiaraHero, TyOu4kara TpssOBa Jia ce MOCTaBH B 3alIMUTSHHUS OT Jella KOHTeHHEp, KOWTO TpsiOBa
He3a0aBHO JIa ce 3aTBOPH.

He SDKTC, HE MHITE U HE myaieTe, 10KaTo pa6OTI/IT6 C BCTCPUHAPHOMCIUIIMHCKHUS IPOAYKT.

BereprHapHOMETUIIMHCKUAT MPOAYKT € KOXKEH CEHCHOMIU3aTOp. X0pa C yCTaHOBEHa
CBPBXUYYBCTBUTEIHOCT KbM MUPTA3alMH HE TPAOBa Aa padOTAT ¢ BETEPUHAPHOMEANIIMHCKHS IPOIYKT.

To3u BeTepUHAPHOMEANIIMHCKN TPOAYKT MOXKE J1a IPUIMHHU APAa3HEHEe Ha OUYMTE U KOXKaTa.
W36srBaiiTe KOHTAKT HAa pbKaTa C yCTaTa M Ha pbKara ¢ O4MTe, IOKATO phLETe He ObaaT noope
M3MUTH. B cinydail Ha KOHTaKT ¢ ounTe, U3IJIAKHETEe OUNTe OOMITHO ¢ YHCcTa Boja. B ciyyaii Ha
KOHTaKT C KOXKaTa, U3MHIHTE OOMITHO ChC CAIlyH M TOIUIA BoJa. AKO ce MOSIBU Apa3HEeHe Ha KOKaTa WIIn
OYHTe, WJIH [IPU CIIy4aiHO MOTIbILAHE, He3a0aBHO J1a ce HOTHPCH MEAUIMHCKU ChBET, KaTo Ha JeKaps
ce MPeAOCTaBU ETUKETHT HA IPOAYKTA.

4.6 HebuaaronpusiTHu peakumu (4eCTOTa U BAXKHOCT)

Peaknuus(v) Ha MICTOTO Ha MPUIIOKEHHUE (EpUTEMa, KPYCTH/CTPYIeH, OTIIaraHusl, JTIOLIEHE/CYyX0Ta,
M3TIONBAHE, TIOKJIAllaHe Ha TJIaBaTa, JepMaTUT WK Jpa3HeHe, ajlonelns U ChbpOek) U MPOMEHH B
MOBEJICHUETO (MTOBUIICHA BOKAIM3ALMUS, XUIIEPAKTUBHOCT, AE30PUEHTHPAHO CHCTOSIHUE UM aTaKCHU,
JeTaprus/ciabocT, ThPCEHE Ha BHUMAHKE U arpecyst) ce CperiaT MHOTO YeCTO MPU MPOyUIBAHUS 3
0e30MacHOCT ¥ KIMHUYHU TIPOYYBAHHS.

[MoBpbinane, MONMypus, CBbp3aHa ¢ MOHMKESHO CHEIM(DUIHO TETJI0 Ha yPUHATA, TIOBUIIICH
kapOamueH a3oT B kpbBTa (BUN) 1 nexumparanus 4ecto ce HaOIr0AaBat Ipy NpoyYBaHHs 32
0€30MMacHOCT U B KJIMHUYHH TIPOYYBaHUS. B 3aBUCHMOCT OT TeXeCTTa Ha MOBPBIIAHETO,
JEXUAPaTaIHsITa I IPOMEHUTE B TIOBEJICHUETO, MIPIIIOKEHUETO HA MPOAYKTa MOKeE Jia ObJie
NpEeyCTaHOBEHO CIIOpE/] OLIEHKaTa Ha BETEPUHAPHHUS JIEKap 32 ChOTHOLICHUETO MOJI3a/PHCK.

Te3u HEONArOMPHUATHY PEAKIIUH, BKIFOYUTEITHO JIOKAITHY PEaKIIUU, OT3BYYaBaT B Kpas Ha
TepaneBTUIHMS TIepro 0e3 crienu(uIHo JICUCHHE.

B penxu cimydan Morar Jia ce osIBAT peakiiuy Ha CBPBXUYBCTBHTEIHOCT. B Te3u ciyvan Jie4eHUueTo
TpsIOBa HE3a0aBHO Ja ce MPeKpaTH.

B cnyuyait Ha norbIane, B TOMBIHCHHE KbM IIUTUPAHUTE TI0-TOPE PEAKIINH (C U3KIIFOUEHUE Ha
JIOKAJTHU PEaKIIHH ), PSIIAKO MOXKE J1a ce HabIto1aBa CITOHOOTICIISTHE U TPEMOP.

YecToTara Ha HEOIATONPUATHATE PEAKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- wmHoro gecty (moseue ot 1 Ha 10 TpeTupanm KUBOTHH, MMPOSIBABAIIN HEOIATOMPUATHN PEAKITHHN)
- dectu (moBede oT 1, HO mo-manko oT 10 skuBoTHU Ha 100 TpeTHUpaHM JKUBOTHH)

- He yectH (moseye Ot 1, HO mo-Manko oT 10 xxuBoTHU Ha 1 000 TpeTHpaHU KUBOTHH)

- penxwu (moBeue ot 1, Ho mo-manko ot 10 xuBoTHH Ha 10 000 TpeTupaHu KUBOTHN)



- MHOro peak (mo-manko ot 1 xuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUUTETHO U30JIUPAHU
CHOOIIIECHHU).

4.7 ¥Ymnorpeba no Bpeme Ha OpeMEHHOCT, JAKTAIUS WU siiilleHOCeHe

MupTrazanuabT € UACHTUDHUIIUPAH KATO MOTCHIIHAIIHO TOKCHUYEH 3a PEIPOAYKIIHUATA IIPH IUIHX0BE U
3aMIIH.

be3onacHocTTa HA BETEpUHAPHOMEIUITMHCKUS TIPOIYKT HE € JOKA3aHa [0 BpeMe Ha OpeMEeHHOCT U
JIAKTaIus.

BpeMEHHOCT U JlaKkTanys:
He ce mpenoppuBa mpuiiaraHeTo mo BpeMe Ha OpeMEeHHOCT U JakTaius (BX. Touka 4.3).

3annoaseMocT:
Ja He ce m3mo3Ba MpH KUBOTHH 3a pasmuion (BXK. Touka 4.3).

4.8 BszamMmopeiicTBHe ¢ IPYrd BeTepPHHAPHOMEIHIIHHCKH MPOAYKTH U Apyru opmu Ha
B3auMojeiicTBre

Jla He ce u3noa3Ba MpU KOTKH, TPETUPAHHU C IIUIPOXEITAIUH, TPAMAJI0J I MHXUOUTOPU Ha
MoHoamuHOOKcHazara (MAOI), uwmu tpetupann ¢ MAOI B pamkuTe Ha 14 qHM Tpeau JISICHUETO C
BETCPUHAPHOMETUIIMHCKUS IPOAYKT, Thil KATO MOXKE J1a IMa TIOBUIIICH PUCK OT CEPOTOHHHOB
cunpoM (Bk. Touka 4.3).

MI/IpTa3aHI/IH’bT MOXXE J1a IIOBHIIN CCAATHBHUTC CBOMCTBA Ha 66H30)II/1213€HI/IHI/ITG " Ha Jpyru BEUICCTBA
CbC CCAATUBHU CBOIiCTBa (aHTI/IXI/ICTaMI/IHI/I Hl, OHI/IaTI/I). IImazmenute KOHIOCHTpAallu Ha MUPTA3allnH
MOrart CbIIO Ja €€ MOBHUIIAT, KOraTO C€ M3II0JI3BAa CAHOBPECMCHHO C KETOKOHA30JI WJIIM HUMCTUAWH.

4.9 [lo3a M HAYMH HA PUJIOKEHHE
TpaHcaepMaIHO TPUIIOKEHHUE.

BerepuHapHOMETUIIMHCKUAT TPOAYKT CE MpUiara JOKaJIHO BbPXY BbTPEIIHATA CTpaHa Ha yIIHATA
Muza (BhTpEIIHATa TOBBPXHOCT Ha YXOTO) BEIHBK JHEBHO B MPOIBIDKEHUE HA 14 THU, B TO3UPOBKA
0,1 g ma3/na xotka (2 mg Muprasanus/ KoTka). ToBa CbOTBETCTBA Ha JIMHUSA OT 3,8 cm Ma3 (BX. I0-
JIOJTY).

PGHYBaﬁTe MECXKAY JIABOTO U ASICHOTO YXO, ITPpU €KCAHEBHOTO MMPUIIOKCHHC. Ilo JKCJIaHUE, BbTpCIIHATA
IMOBBPXHOCT Ha KOTCIIKOTO YXO MOXKE J1a C€ IMOYNUCTH UPE3 I/I36'prBaHe CbC CyXa TbKaH WUJIHU KbpIIa,
HCIMOCPEACTBCHO IPEAU CJICABAIIATa INIaHWPAaHa 103a. Axo MMPOIMYCHETEC 103a, IPHUIIOKETE
BCTCPUHAPHOMCIUIUHCKUSA IIPOAYKT HaA CIICABAINHNA JCH U MTPOABILKETE CIKCIHCBHOTO IPHUIIOXKCHHUC.

[Ipenoppunrennarta GukcupaHa 103a € TECTBaHA IPU KOTKH ¢ TeJecHa Maca Mmexnay 2,1 kg u 7,0 kg.



3a Aa IPUIOKUTC BETCPUHAPHOMCAUIIMHCKUSA TPOAYKT:

Crpnka 1:
ITocTaBeTe
HEMPOMOKaeMH
PbKaBUIU

Crbnka 2:
3aBbpTeTe
KanaykaTa Ha
TyOH4KaTa
0o0paTHO Ha
YacOBHMKOBATA
cTpeJiKa, 3a 1a ce
OTBOPH.

S

—

Crpnka 3:
IIpuiaraiire
PaBHOMeEPEH HATUCK
BBPXY TYOMUYKATA U
H3CTHCKANTe HBHIA
Ma3 ¢ IbJ:KuHa 3,8 cm
BBPXY IOKAa3ajiena cu,
KAaTO0 H3I0JI3BaTe
n3MepuTeIHATA
JINHUS BBPXY

KApPTOH/OyTHJIKATA WJIH B

Ta3M JIMCTOBKA KATO
OpHMeHTHp.

4

Crbnka 4: C npber
BHHMMATEJHO BTpPHiiTe
Ma3Ta BbPXyY

BHTPEIIHATA MOBHPXHOCT

HA KOTENIKOTO yX0

(BbTpelIHaTa cTpaHa Ha

yIIHATA M),
pasnpeneasiiiku ro
PaBHOMEPHO 10
nosbpxHocrra. lpn
KOHTAKT € KOKaTa,
U3MHIITE ChC CaIlyH H
BOJA.

JluansaTa IO-7107Ty CHBMAAA ¢ TTOAXOAAINATA JH/DKUHA Ha Ma3Ta, KOATO TPsiOBa Jla Ce MPUIIOKHU:

4.10 IIpemo3upane (CHMITOMM, CIIEIIIHU MEPKHU, AHTHIO0TH), AKO € HE0OX0AUMO

W3BecTHHTE CHMIITOMH Ha MPEJIO3UPaHE ¢ MUpTA3amuH > 2,5 mg/kg npu KOTKU BKIIIOYBAT:
BOKaJIM3all¥sl ¥ IPOMEHHM B IIOBEICHUETO, MMOBPBIIAHE, aTaKCHs, OC3MOKONCTBO U TpeMmop. B ciyuait Ha
npeo3upane, TpAOBa a ce 3aM0YHEe CHMIITOMATUYHO/TIOIBPIKAII0 JIeUEHUE, aKO € HE0OXOIMMO.

B ciydaii Ha mpeio3upane, ce 3a0emnsA3BaT ChIIUTE PEAKIIUH KaTo HAOIOIaBaHHUTE MIPH
MpernopbhYBaHaTa TEPANeBTHYHA /1033, HO C [T0-BUCOKA YECTOTA.

IpexoaHO MOBHIIIEHHE HA YePHOAPOOHATA ajlaHUH TpaHChepa3a MoXe J1a ce HaOmo1aBa psako. He e
CBBP3aHO C KIIMHUYHU ITPpU3HalH.

4.11 KapeHTeH CPOK/KapeHTHH CPOKOBe

He e npunoxxumo.

5. ®APMAKOJIOTTYHU CBOMCTBA

®dapmakoTepareBTiuHa rpyna: [IcnxoanaaenTHiy, aHTHACTIPECAHTH
BetepunapnomenuiimHCKH aHaTOMO-TeparneBTuueH koa: QNO6AX11



5.1 dapmakoguHAMWYHH CBOIiCTBA

MuprazanuHbT € 02-aApeHePrHueH PelenTOPeH aHTarOHUCT, HOPAAPEHEPTUICH U CEPOTOHEPTHUEH
aHTHUJENpecaHT. TOYHUAT MEXaHU3bM, IO KOMTO MUpPTA3alliH MHIyLMpa HaJAaBaHe Ha TErIo,
U3MIIekKAa MHOTO(aKTOPeH. MupTa3anuHbT € MolleH aHTaronuct Ha 5-HT2 u 5S-HT3 peuenrtopurte B
teHTpannara HepsHa cuctema (LIHC) u moren naxubutop Ha xuctamuHoBute H1 perentopu.
Wnxubupanero Ha 5-HT2 u xuctamun H1 penentopute Moske J1a 1oBeae 10 OPEKCUTCHHUTE ePEKTH
Ha MoJjieKyJiaTa. MHAyIMpaHoTo OT MUpTa3alH YBEINYEHHE Ha TEMJIOTO MOXKE J1a € BTOPUYHO,
BCJIC/ICTBUE HA MPOMEHUTE B JIeNITHHA U (DakTopa Ha TymMopHarta Hekpo3a (TNF).

[IpoayKThT MMa OYaKBaH MOJOXKUTENEH eeKT BbPXY IpUeMa Ha XpaHa dpe3 CTUMYJIHPaHE Ha
amneTuTa, HO TO3U e(peKT He € M3MEpPEeH B OCHOBHOTO MOJICBO M3MUTBaHe. EMUHCTBEHHAT edekT,
M3CcJe/IBaH B MOJieBaTa MPaKTHKaA, € BbPXY TeJecHaTa Maca: KOTKH, COOCTBEHOCT Ha KJIMEHT, MIPH
KOHTO ce HaOmoaBa 3aryda Ha Terio > 5 %, cMATaHa 3a KIIMHUYHO 3HaYUMa OT U3CIIEA0BaTEs,
HaTpynBaT cTaTucTudecku 3HauuMo (p<0,0001) Terno cnen 14 AHM OT NPUIOKEHUETO HA MPOIYKTA
(3,39 % manmaBane Ha Tero wiu cpeaHo 130 g), B cpaBHEHHUE C OHE3W KOTKH, Ha KOUTO € MPUII0KEHO
wranie6o (0,09 % nagnaBane Ha Teriio wiu cpeano 10 g).

5.2 ®apMakoKNHETHYHH 0CO0EHOCTH

B kpbcrocano npoyuBaHe, npoBeeHo ¢ npoaykra npu 0,5 mg/kg npu ocem KOTKH, 3a 1a ce Onpeaenu
OTHOCUTENTHAaTa OMOHAIMYHOCT Ha TIepopalicH U TpaHcAepMalieH 2 % MHUPTa3aliuH, CPETHUSIT
TE€pMMHAJIEH MTOTYKUBOT (25,6 + 5,5 yaca) npu JIOKaTHO MPUIIOKEHNE € HaJl 2 TbTH MO-IBJIbI OT
CpemHusl TepMUHAJICH MOMYKHUBOT (8,63 & 3,9 waca) rmpu nepopaiHo npuioXKeHne. bBuoHaTMIHOCTTa
cieq JoKainHo npusoxenue € 34 % (6,5 no 89 %), B cpaBHEHHE ¢ IEPOPATHOTO MPHUIIOKEHUE TIPE3
mepBUTE 24 yaca u 65 % (40,1 mo 128,0 %) na 6azata Ha AUCo... Ciies1 eTHOKpPaTHO JIOKATHO
NpUIOKEHHUE, CpeiHaTa MIKOBa Tla3MeHa KoHueHTpanus ot 21,5 ng/ml (+ 43,5) ce noctura npu
cpenHa cTOMHOCT Ha Tmax OT 15,9 waca (148 gaca). Cpeanata AUCo.24 € 100 ng*uac/ml (= 51,7).
Cren mpuiarane Ha nNpojaykra Ha 8 KOTKH B 103a 0,5 mg/kg BeIHBK THEBHO B IMIPOAb/DKCHUE Ha 14
JIHHU, CpelHaTa MUKOBA IUIa3MeHa KOHIeHTpanus ot 39,6 ng/ml (+ 9,72) ce noctura npu cpeaHa
CTOMHOCT Ha Tmax OT 2,13 vaca (1—4 vaca). CpegHUAT TepMUHAJICH MOTY>KUBOT Ha MUpTa3anuH e 19,9
yaca (£ 3,70), a cpeanara AUCy.24 € 400 ng*gac/ml (£100).

B nenieBoto nmpoyuBase 3a 0€301MacHOCT IIPU )KUBOTHHU, IIPY KOETO KOTKHTE I10JIyyaBaT [O-BHCOKa J103a
(2,8 mo 5,4 mg) ot no3ara, mocoyeHa Ha eTHKeTa (2 mg) BEIHBXK JHEBHO B IPOIBIDKEHUE HA 42 ITHH,
CTaOMIIHO CHCTOSIHUE € TIOCTUTHATO B paMKUTe Ha 14 nHu. MenuanaTta Ha HATpyNBaHEe MEXIy IbpBa U
35-ta no3a e 3,71X (ma 6azara Ha AUC crotHOmEeHneTo) U 3,90X (Ha 6a3aTta Ha Cuax
CHOTHOITICHUETO).

6 OAPMAIEBTUYHU OCOBEHOCTH
6.2 CHoucbk Ha eKCHUIINEHTHTE

Makporoa 400

Makxkporon 3350

JlveTuiieH riamKoa MOHOETHIIOB €Tep
KanpunokamponnoBu NOIHOKCUTITUIEPUIT
Oneunos ajaKoxo

byrunxunpokcuronyen (E321)

JuMeTukoH

Humecre ot Tannoka, NOIMMETHICHICECKBUOKCAH

6.3 OCHOBHHM HECHLBMECTHMOCTH

He e npunoxxumo.



6.4 Cpox Ha roaHOCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY IPOAYKT: 3 TOJUHH.
CpoK Ha TOTHOCT CJIe ITEPBOTO OTBApPSHE HA MbPBUYHATA ONaKkoBKa: 30 mHU.

6.4 CrnenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA

To3u BeTepUHAPHOMEIULIMHCKY IIPOAYKT HE U3HCKBA HUKAKBU CIICIIMAIHU YCJIOBHS 32 ChbXpaHEHUE.
TyOunukaTa TpsiOBa 1a ce ChXpaHsBa B 3alIUTEHA OT Jella KapTOHEHa KyTHs WK B OyTHIIKA ChC
3alUTeHa OT Jelia Karadka, ¥ BeJHara cjej] Bcaka yrnorpeba Ja ce Bpbllla B KAPTOHEHATa KyTHUs WU B
OyTHiKaTa, U a ce 3aTBaps.

6.5 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

TyOuuka OT 5 g ¢ amyMHUHUEBO MTOKPUTHE (CIIOM: TaK (BhTpPEIICH)/eMaiis (BhHIICH) C BUHTOBA Karadka
ot nonmeTuiieH ¢ Hucka mrbTHocT (LDPE) n oOkatka.

Bcesika 3ammTena ot jiena KapToHeHa KYTHsI WIH OYTHIIKA ChC 3allUTEHAa OT JIella Karadyka chbpxa |

Tyonuka (5 g).

6.6 CrnenuajaHM MepKH 32 YHHUINOKABAHE HA HEM3MO0JI3BaH NPOAYKT WJIH OCTATHIM OT HEro

Bceku Hen3non3BaH BeTepUHAPHOMEIUITUHCKH POJIYKT WIIM OCTAThIM OT HEro TpsiOBa ja Obaat

YHHUIIOKEHU B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO.

7 IMPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

Xonauaus

8 HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/19/247/001 (Ty6a (anymunueB a) (B IiacTMacoBa OyTHIIKa))

EU/2/19/247/002 (Ty6a (amymunaneBa) (B 3aIIMTEHa OT Jiela KAPTOHEHA KyTHs))

9 JATA HA IBPBOTO U3JIABAHE/ITIOJHOBSIBAHE HA JIMIIEH3A 3A
YIOTPEBA

JlaTa Ha TEPBOTO M3/1aBaHE Ha JUIICH3 3a ynorpeba: 10/12/2019

10. JATA HA ITIOCJIEJHATA PEJAKLUSA HA TEKCTA

<{MM/TIT}>
<{AJ/MM/TTTT}>
<{Ad/mecer/ITTT}>



[MonpoOHa nHpOpManHUs 3a TO3H MPOAYKT MOKE J1a HAMEPUTE HA MHTEPHET CTPAHUIIATa HA
EBpomneiickara arenmnus 1mo iekapcrBaTa http://www.ema.europa.ew/).

3ABPAHA 3A ITPOJAXKBA, CHABJISAIBAHE W/WUJIK YIIOTPEBA

He e npunoxxumo.


http://www.ema.europa.eu/

INPUJIOKEHHUE I1
A. ITPOU3BOJAUTEJI, OTTOBOPEH 3A OCBOBOKJTABAHE HA ITAPTUJIATA

B. YCJIOBUSA WJIN OTPAHUYEHMNS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHIIU CE 10 NIPEAJIATAHETO UJIK YHHOTPEBATA MY

C. CTATYC HA MJICOK



A. TNPOU3BOAMTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIATA

HMe n aapec Ha IPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOKIABAHETO HA MAPTUINTE 33 MPoaxoa

Genera Inc.
Svetonedeljska cesta 2
Kalinovica

10436 Rakov Potok
Croatia

B. YCJIOBUA WU OT'PAHUYEHMUSA B JIMIHEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIUA CE JO IIPEUVIAT'AHETO NJIA YIIOTPEBATA MY

I[a CC OTITyCKa CaMO IIO JICKApCKO MPEANMCAaHUC.

C. CTATYC HA MJICOK

He e npunoxxumo.



IPUJIOKEHHUE III

ETUKET U JINCTOBKA



A.ETUKET



HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

KapTOHe}la KYTUA WIH IJ1acTMacoBa 6yTn.mca

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIWHCKUA IPOAYKT

Mirataz 20 mg/g TpaHncaepmaliHa Ma3 3a KOTKH
mirtazapine

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIMA

B 0,1 g ce chabpxkat 2 mg mirtazapine (kato hemihydrate)

3. GOAPMAIEBTUYHA ®OPMA

TpaHcaepManHa Ma3.

4. PA3ZMEP HA OITAKOBKATA
5g
5. BUJIOBE ) KUBOTHH, 3A KOUTO E IIPEJJHA3SHAYEH BMII
Kotkmn.
| 6. TEPAITIEBTUYHMU MNOKA3AHUS
| 7. METO/ 1 HAYUH HA ITPUJIOKEHHUE

TpancnepmaiHa ynotpeoa.
[Ipenn ynotpeda mpoyeTH TUCTOBKATA.

Tasu muHUA ChBIAAA C MMOAXO/SINATa IHKHHA Ha Ma3Ta, KOSITO TPSIOBa /1a ce TPHITOXKH:

| 8. KAPEHTEH CPOK/KAPEHTHU CPOKOBE

| 9. CIIEHUMAJIHU NPEAYIPEXKJIEHUA, AKO E HEOBXOINMO

Ipenu ynorpeba mpodeTy INCTOBKATA.

[penu ymotpeda mpoyeTn BHUMATETHO MPEIyNPEkACHIUITA 32 0€30MaCHOCT Ha MOTPeOUTENS.
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10. CPOK HATOJHOCT

TlNonen mo {mMecew/roauna}
Crnen oTBapsHe U3noa3Bail B paMkute Ha 30 qHU.

11. CIIEHUMAJIHU YCJIOBUSA 3A CbXPAHEHUE

12. CIHENUAJIHU MEPKU 3A YHUITIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIMU OT HET'O, AKO UMA TAKHUBA

yHI/IH_[O)KaBaHeI IMPpOYCTH JINCTOBKATA.

13. HAIIMUCDHT ,,CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA“ U
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PABITPOCTPAHEHUETO "
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka camo Mo JISKapcKo MpenucaHue.

14. HAJINWUCHT ,JA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJIOCTBITHHA
3A JEITA MECTA®

)la CC ChbXpaHsiBa Jajied OT Iorjieaa U1 Ha HCAOCTBITHU 3a J€1a MECTaA.

15. HMME U INOCTOSHEH AJIPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
Xomanaus

16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/19/247/001 (Ty6a (amymuHueB a) (B IIacTMacoBa OyTHIIKA))
EU/2/19/247/002 (Ty6a (amymuHHeBa) (B 3alllATEHA OT Jiella KAPTOHEHA KYTHSI))

17. ITAPTUJIEH HOMEP

ITaptuna {HOMEp}







MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMH BMII, KOUTO CbABPXKXAT EAMHUYHA JTO3A

Tyonuxa

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

Mirataz 20 mg/g TpaHcaepMaTHa Ma3 3a KOTKA
mirtazapine

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

B 0,1 g ce chabpxkat 2 mg mirtazapine (kato hemihydrate)

3. CbABPKAHUE CIIPSIMO MACA, OBEM WM POl HA EJUHUYHUTE 103U
5g
4. HAUMH(HA) HA IPUJIOKEHUE

TpaHcnepMaiiHa yroTpeoa.

| 5. KAPEHTEH CPOK /KAPEHTHHU CPOKOBE

| 6. ITAPTUJIEH HOMEP

[aptuna {HOMEp}

7. CPOK HATOJHOCT

Tl'onen mo {mecen/roquHa}
Crnen oTBapsHe U3noa3Bail B paMkute Ha 30 qHU.

8. HAJANUCHT ,,CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA*

Camo 3a BETepUHAPHOMEIUIIMHCKA yIIOTpeoa.



B. IUCTOBKA



JMUCTOBKA:
Mirataz 20 mg/g TpaHcaepMaJIHA Ma3 32 KOTKH

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJISI HA JIMINEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

[putexaten Ha JUIleH3a 33 yroTpeba:
Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

Xomaaaus

IIpousBoauTen, OTTOBOPEH 3a OCBOOOK/IaBaHE Ha [TAPTHIATA:
Genera Inc.

Svetonedeljska cesta 2

Kalinovica

10436 Rakov Potok

Croatia

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA ITPOAYKT

Mirataz 20 mg/g TpaHcaepMaaHa Ma3 3a KOTKH
mirtazapine

3. CBIBPKAHUE HA AKTUBHATA(MTE) CYBCTAHIMSI(MN) U EKCLIUITUEHTA
(UTE)

Besika mo3a ot 0,1 g chabpika:

AKTHBHA Cy0CTaHIMA:
Mirtazapine (karo hemihydrate) 2 mg

ExcuunuenrTu:
Bbyrunxunpokcuronyen (E321; xato antrokcuaant) 0,01 mg

Hemasna, xoMorenHa, Osij1a 10 IOYTH Os1a Mas.

4. TEPAIIEBTUYHU ITOKA3AHUA

3a Ha/jaBaHe Ha TEJECHA Maca NP KOTKH, KOUTO UMAT cj1ad aleTuT u 3ary0a Ha Terjio B pe3yiTar Ha
XPOHUYHU MEIUIMHCKY 3a00JsBanus (BX. ,,Jlpyra nHpopmanus‘).

S. INPOTUBOIIOKA3AHUA

Jla He ce U3M0II3Ba IPU KOTKHU 3a pa3IuioN, OpPEMEHHHU WM JaKTUPALIH KOTKH.

Jla He ce M3M013Ba IPHY KMBOTHH Ha BB3pacT moj 7,5 Mecella WK ¢ TeJiecHa Maca mof 2 kg.

Ja He ce U3M0I3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMSI MIIM KbM HSKOH OT
EKCLIUITUEHTHTE.

Jla He ce u3M0/13Ba IpU KOTKH, TPETUPAHHU C HHXHOUTOpU Ha MOHOamMuHookcuaazara (MAOI) wiu
tpetupanu ¢ MAOI B paMkute Ha 14 1HM Npeny TEYEHUETO ¢ BETEPUHAPHOMEIUIIMHCKUS IPOYKT,
NOpaJIy MOBHUILIEH PUCK OT CEPOTOHUHOB CUHAPOM (B3XK. ChILO ,,CHIEIMATHU NPeana3Hu MEPKU ™).



6. HEBJIATOIIPUATHU PEAKLIUN

Peaknusi(v) Ha MICTOTO Ha MPUIOKEHUE (EpUTEMa, KPYCTH/CTPYIIEH, OTIIaraHusl, JIIOLICHE/CYyX0Ta,
M3TIONIBaHe, TOKJIALIaHe Ha TJaBaTta, JepMaTuT WK Apa3HeHe, ajlonenus U ChbpOex) U MPOMEHH B
MOBEICHUETO (TIOBUIIEHA BOKAIN3AIINSA, XUTIEPAKTUBHOCT, J€30PUEHTHPAHO ChCTOSIHUE WIIA aTaKCHs,
neraprus/cnabocT, ThpceHe Ha BHUMAHUE U arpecusi) ce CperaT MHOTO YeCTO MPHU MPOyYBaHHS 32
0e30MacHOCT ¥ KIMHUYHU IPOYYBAHHS.

[ToBpwliane, HOAUYpPHs, CBbP3aHa C OHWKEHO Crieln(UIHO TETJIO Ha ypUHaTa, IOBHIICH
kapOamuzeH a3ot B kpbBTa (BUN) 11 gexumparamus 4ecTo ce HaOIoAaBaT Ipy MIPOyIBAHIS 3a
0€301MacHOCT U B KIIMHUYHH TIPOYYBaHUS. B 3aBHCHMOCT OT TeXecTTa Ha IMOBPHIIAHETO,
JIEXUIpATAIUATa WK IPOMEHHUTE B MTOBEICHUETO, MPUIIOKECHUETO Ha MPOIYKTa MOXKE 13 ObJie
NPEyCTAaHOBEHO CIIOpe/T OLICHKATa Ha BETEPUHAPHHS JIEKAp 38 ChOTHOLICHUETO TOJI3a/PHCK.

Te3un HeOnarompusATHH PeakLUH, BKIOUUTETHO JIOKATHU PEaKL1H, OT3BY4aBaT B Kpas Ha
TepaneBTHYHHUS TIepHo 0e3 crelnGUIHO JICUCHHE.

B penxu cnydyan Morar Jia ce osIBAT peakiuy Ha CBPBXYYBCTBUTEIHOCT. B Te3u cinyvan Jie4ueHUeTo
TpsiOBa HE3a0aBHO J1a Cce MPEKPATH.

B ciyvaii Ha mepopaltHO MOTIIBIIAaHe, B IOMBIHEHHE KbM IUTHPAHHUTE MO-TOpe ePeKTH (C M3KIIOUCHNE
Ha JIOKQIHH PEaKIMN), PSKO MOXKeE Jla ce HaOJII0/1aBa CIIFOHOOTACISHE H TPEMOD.

UecroTaTa Ha HEOJIArONMPUATHUTE PEAKLMU CE ONPENEIIs Upe3 cleJHaTa Kiacu(pukamus:

- MHOTrO yectH (rmoseue oT 1 Ha 10 TpeTupaHu >XKUBOTHH, IPOSIBSIBALIM HEOIArONPHUATHH PEAKIINN)

- yectu (moBedye oT 1, HO mo-Maiko oT 10 xuBoTHU Ha 100 TpeTHpaHH )KUBOTHH)

He JecTH (rmoBede ot 1, Ho mo-mainko ot 10 sxuBoTHH Ha 1 000 TpeTrpaHu )KUBOTHH)

peaxu (moBeue ot 1, Ho mo-manko ot 10 sxuBoTHH Ha 10 000 TpeTupaHu KUBOTHN)

MHOT0 penkH (mo-manko ot 1 xuBoTHO Ha 10 000 TpeTHpaHu )KUBOTHH, BKIIOYUTETHO U30JIUPAHU
CHOOIIICHU).

AKO 3a0eiexXuTe HIKaKBH HEOJArONpUATHU PEaKIIUU, BKIIFOUNTEITHO U TAKUBA, KOUTO HE Ca OMHCAHU B
Ta3" JIMCTOBKA, WJIU MHCIIUTE, Y€ BETCPUHAPHOMEIUIIMHCKUAT MPOYKT HEe paboTH, yBeoMeTe Bamms
BETEpPHHAPEH JIEKap.
7. BUIOBE )KNBOTHM, 3A KOUTO E IPEJHA3HAYEH BMII
Kotkmn.
8. JO3UPOBKA 3A BCEKU BUJ ’KUBOTHO, METO/I 1 HAUUH HA

INPUJIAT AHE
Tpancaepmanna ynorpeoa.
BeTtepuHapHOMETUIIMHCKUAT MPOAYKT CE MpHUIara JOKaJIHO BbPXY BBTPEIIHATA CTpaHa Ha yITHATA
Muza (BbTpEIIHATa TOBBPXHOCT Ha YXOTO) BEIHBK JHEBHO B MPOIbIDKEHUE HA 14 THU, B TO3UPOBKA

0,1 g Mmaz/koTka (2 mg MuUpTa3anuH/KoTKa). ToBa CHOTBETCTBA HA MBUIIA Ma3 OT 3,8 cm (BXK. [O-10JY).
Penysaiite Mexay JISIBOTO U IICHOTO YXO, MPH XKEHEBHOTO Npuiioxkenue. [1o jxenanue, BbTpemHara
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MOBBPXHOCT Ha KOTEIIKOTO YXO MOXE JIa CE MOYKCTH Upe3 H30bPCBaHE ChC CyXa ThKaH WM KbpIIa,
HEIOCPEICTBEHO IPEIH ClIeIBalaTa IUTaHupaHa J103a. AKO MPOITYCHETE 1032, TIPIIOKETE
BETCPUHAPHOMETUITMHCKIS IIPOAYKT Ha CJICABAIINAS JH U MPOIBIDKETE SKETHEBHOTO IPHUIIOKCHHE.

[Ipenopbuntenyara GpukcHpaHa q03a € TeCTBaHa IPU KOTKH ¢ TesiecHa maca mexnay 2,1 kg u 7,0kg.

9. CBBET 3A ITIPABUJIHO INPUJIOKEHUE

3a a mpuIIoXKUTE BETEPUHAPHOMETUITUTHCKHUS TPOTYKT:

Crpnka 1:
ITocTaBeTe
HEMPOMOKaeMH
PbKaBHUIIU.

Crbnka 2:
3aBbpTeTe
KamaykaTa Ha
TyOH4KaTa
00paTHO HA
YaCOBHMKOBAaTa
CTpeJiKa, 3a 1a ce
OTBOPH.

7
I

Crbnka 3:
IIpuiaraiire
PaBHOMeEPEH HATUCK
BBPXY TYOMUYKATA U
H3CTHCKANTe MBHIIA
Ma3 ¢ IbJKHHA 3,8 cm
BbPXY NOKa3aJjiena cu,
KaTo0 U3M0JI3BaTe
W3MepPHUTETHATA JTUHUS
BBPXY

4

Crpnka 4: C npbeT
BHHMMATEJHO BTpHiiTEe
Ma3Ta BbpXy
BbTPELIHATA
NOBbPXHOCT Ha
KOTEIKOTO yX0
(BbTpemIHaTa cTpaHa
Ha YIIHATA MH/1a),
pasnpenesiiiku ro
PAaBHOMEPHO IO

KapTOH/0yTHJIKATA WM BIOBLpPXHOCTTA. [Ipn

Ta3M JIICTOBKA KATO
OpHEHTHP.

KOHTAKT € KOXKaTa,
H3MHIITE ChC CAIYH H
BOAA.

JIunusra mo-J0J1y CbBIIaJia € moAxoasAmiaTa AbJiz>KuHa Ha Ma3Ta, KOSATO TpH6Ba Ja CC MPUIIOKU:

10. KAPEHTEH CPOK/KAPEHTHH CPOKOBE

He e mpuioxumo.

11. CHEIUAJIHU YCJIOBHUSA 3A CbXPAHEHUE HA ITPOJAYKTA

I[a C€ CbXpaHsaBa JaJi€d OT IIorji€aa U Ha HEAOCTBITHU 3a A€1a MECTA.

To3u BCTCPUHAPHOMCIUITMHCKHU NPOAYKT HC U3MCKBA HUKAKBH CIICIIMAJIHU YCJIOBHA 3a CbXPAaHCHUC.

TyOuukara Tps0OBa Aa ce ChbXpaHsABa B 3alIUTEHA OT JIel[a KapTOHEHA KyTHsI WJIH B OyTHIIKA ChC

3allUuTCHA OT AC€LA KalladyKa, 1 BEAHara CJC BCsiKa yHOTpe6a Ja CC BpbIla B KapTOHCHATA KyTH WA B

6yTI/IJ'IKaTa, " 1a CC 3aTBaps.

lla HE CC U3M0JI3Ba TO3HU BETCPUHAPHOMEIUITUHCKHN MMPOAYKT CJICA U3TUYAHE CPOKa HAa I'OJJHOCT,

IMOCOYCH BBPXY KapTOH/eTI/IKeTa. CpOK Ha TOAHOCT CJICA MBPBOTO OTBAPAHE HA IIbPBUYHATA OIIAKOBKA:

30 muu.
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12. CHEINUAJIHU IPEAYIPEXIEHUA

CrenpanHy IpeaynpexIeHns 3a BCEKH BHJI )KUBOTHH, 3a KOUTO € npeaHasHayeH BMIT:

EdukacHocTTa Ha BeTepHHAPHOMEAUIIMHCKUS TPOAYKT HE € yCTAHOBEHA MPH KOTKU Ha BB3PacT Mo 3
TOJIMHH.

EdukacHoctTa 1 6€3011acHOCTTa HA BETEPUHAPHOMETUIIMHCKHUS MPOJAYKT HE Ca yCTAaHOBEHH MPU KOTKU
C TEKKO OBOpEYHO 3a00JIsIBAaHE W/WITH HEOTLIa3usl.

[IpaBuiiHaTa TMArHOCTHKA U JICUCHUE Ha OCHOBHOTO 3a00JIIBaHE € OT KJIFOUOBO 3HAYCHHUE 32
JICYCHUETO Ha 3ary0ara Ha TEerJio, a Bb3MOXXHOCTHUTE 3a JICUCHUE 3aBUCAT OT TeXKeCTTa Ha 3ary0baTa Ha
TErJI0 U OCHOBHOTO(UTE) 3a00isiBane(us). JleueHreTo Ha BCAKO XPOHUYHO 3a00IIsIBaHE, CBBP3aHO ChC
3ary0a Ha TerJo, Tpsi0Ba jJa BKIIIOYBA OCUT'YPSIBaHE Ha IMOAXOIAII0 XpaHCHE U MOHUTOPHHT Ha
TeJlecHAaTa Maca U aleTUuTa.

TepanusTta ¢ MUpTa3anuH He TpsAOBa Jia 3aMecTBa HE0OX0IMMAaTa IMarHOCTHKA W/WIIK CXEMH Ha
JICUCHHUE, HY)KHH 3a JICYCHHE Ha OCHOBHOTO(UTE) 3a00ssiBaHe(1s1), MPUUMHABAIIO(M) HEKeIaHa 3ary0a
Ha TErJIo.

EdukacHocTTa Ha MPOAYyKTa € IEMOHCTPHUpaHa caMo MPpH 14-THEBHO MPUIIOKESHHUE, OTIOBAPSIIIO Ha
HACTOSIIUTE TperopbKU. [loBTapsHeTO Ha JIEUSHHETO HE € M3CIIEABAHO M KaTo TaKoBa TpsiOBa aa ce
M3BBHPINBA CAaMO CJIE] TIPEIeHKa T10JI13a/PUCK OT BeTepuHapHHUS Jiekap. EukacHocTTa 1 6e30macHOCTTa
Ha BETCPUHAPHOMETUIIMHCKYSI IPOIYKT HE Ca YCTAHOBEHHM P KOTKH C TejiecHa Maca mox 2,1 kg uiu
Hax 7,0 kg (Bxk. ,,Jl03upoBKa 3a BCEKH BU KUBOTHO, METOJ] I HAYHMH Ha TpHIIarase’).

CrenyaiHy npeana3Hi MepKH 3a )KUBOTHHTE MPH YIIOTpedaTa Ha IPOIYyKTa:

BeTepI/IHapHOMeZ[I/ILII/IHCKI/I}IT MMPpOAYKT HC TpSI6Ba Ja CC Ipujiara BbpXy YBpCICHA KOXKa.

B ciryqaii Ha 9epHOAPOOHO 3a00IsIBaHE, MOXE J1a ¢ HAOJIFO1aBaT MOBHIIIEHN HUBA HA YepHOAPOOHUTE
en3umu. brOpedno 3a0omsBane MOXKe Aa NPUUMHI HaMaJsiBaHE Ha KJIMPBbHCA Ha MUPTA3alliH, KOETO
MOXe€ J]a TOBEZE A0 IMO-BUCOKA EKCIO3ULMS Ha MPOoAyKTa. B Te3u cnenmanau ciydau, 4epHOIApOOHUTE
1 0bOpeuHnTe OMOXMMHUYHU MapaMeTpy TpsOBa J1a ce HaOIroJaBat peJjoBHO 10 BpeMe Ha JISYEHHETO.

EdexTure Ha MUpTa3anuH BbPXY peryJiMpaHeTo Ha IIII0KO3aTa He ca olleHeHU. B ciydaii Ha ynorpeba
P KOTKHU ChC 3axapeH AuabeT, TIMKeMusTa TpsiOBa peIoBHO Ja ce HaOIr01aBa.

Koraro ce n3non3Ba npu XUIoBoJIEMUYHH KOTKH, TPSIOBa Jla ce IpHUiiara MoAIbPIKaIIo JIeueHHEe
(pryngHa Tepanus).

TpH6Ba Ja C€ BHUMaBa Jpyru ’JXUBOTHU B JOMAKMHCTBOTO Aa HC BJIM3AT B KOHTAKT C MACTOTO Ha
IMPUIIOKCHUC, TOKATO HC U3CBHXHC.

CnegnanHH npeanasHiy MCpPKU 3a Jinfara, npujaraiii BETCPpUHAPHOMEAUITMHCKYA IIPOJAYKT Ha
KHMBOTHHUTC:

[IpoaykThT MOXKeE 11a ce pe3opOupa Mo KOKEH MM TIepopalieH T U MOXKe JIa MPUINHU ChHINBOCT
WM Celalus.
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N36sTBaiiTe IMPEKTEH KOHTAKT ¢ MPOAyKTa. M305TrBaiiTe KOHTAKT ¢ TPETHPAHOTO KUBOTHO TIPE3
mbpBUTE 12 yaca clies1 BCAKO €XKEJHEBHO MPUIIOKEHUE U JIOKATO MSACTOTO Ha MPUIIOKEHUE HE U3ChXHE.
ETo 3a1m0 ce npernopbuBa >KHBOTHOTO J1a Ce TPETHpa Beuep. TpeTHpaHuTe >KUBOTHH He TpsiOBa Ja ce
OCTaBSAT Ja CIIAT MPU COOCTBEHUIIUTE, 0COOCHO MPH Jelia U OPEMEHHH JKEHH, TIPe3 MEeHs epUO/I Ha
JICUCHHETO.

Ha mscroro Ha npo;[a>K6a € HCO6XOZ[I/IMO C IMPOAYKTA J1a C€ OCUTYPAT HCIIPOMOKACMHU 3allIUTHU
PBKaBUIU 3a CTHOKpAaTHa yrIOTpe6a, KOHUTO TpH6Ba Aa CC HOCAT IIpU pa60Ta " MIPUWJIOKCHHUC Ha
BETCPUHAPHOMEIUITUHCKUA IIPOIYKT.

Wzmuiite nobpe pbLeTe cu BeAHara ciiel Mpuiarane Ha BeTepUHAPHOMEIUIIMHCKUS TPOAYKT UIIH B
Ciyyall Ha KOHTAKT Ha KOKaTa ¢ IPOAYKTA, UM C TPETUPAHATA KOTKA.

Hanuuxu ca orpanryueHy JaHHM 33 PEPOTyKTUBHATA TOKCHYHOCT Ha MupTa3anuH. KaTto ce nma
MIpeNIBU]I, Ye OPEeMEHHUTE KEHH CE CUUTAT 3a IM0-4yBCTBUTEIHH, IPEMOPHIBA c€ OPEeMEHHH KeHU WIIN
JKEHH, KOUTO CE OIUTBAT Jia 3a0peMEHesT, 1a u305ArBat paboTa ¢ MPOIyKTa U Ja U30ArBaT KOHTAKT C
TPETUPAHH KUBOTHH TIPE3 TISITHSI MEPUO/] HA JICUCHHUE.

[IpoaykThT MOXKe J1a ObJIe BPEACH ClIe]] MOTIIbIAHE.

He ocraBsiiTe TyOnuKkaTa M3BBH 3aIIMTEHS OT Jlella KOHTEHHep, OCBEH 10 BpeMe Ha (a3aTa Ha
npuiarase. Jlenara He TpsaOBa a MPUCHCTBAT MIPH TPETUPAHETO HA KOTKATA.

Crnen nputaranero, TyOM4kara TpsOBa Ja ce IIOCTaBH B 3alIUTEHHUS OT Jela KOHTeHHep, KOWTO TpsiOBa
He3a0aBHO J]a ce 3aTBOPHU.

He spxre, He nmuiite U He mymeTe, 10KaTo padOTUTE C BETEPUHAPHOMEAUINHCKHS IPOIYKT.

BereprHapHOMETUIIMHCKUAT MPOAYKT € KOKEH CEHCHOMIU3aTop. Xopa ¢ ycTaHOBEHA
CBPBXUYBCTBUTEIHOCT KbM MUPTA3alHH HE TPsOBa Ja padoTAT ¢ BETEPHHAPHOMEAUITUHCKHS TIPOTYKT.

To3u BeTepUHAPHOMEAULIMHCKU IIPOLYKT MOKE Ja IPUYMHU JIPA3HEHE HAa OUYUTE U KOXKATA.
W36srBaiiTe KOHTAKT Ha phKaTa ¢ yCTaTa M Ha pbKara ¢ OYHTe, TOKATO PhLETe He ObaaT goope
M3MHATH. B cirydait Ha KOHTAaKT ¢ O4NTe, M3IUIAKHETE OYUTE OOMITHO ¢ YrcTa Bona. B cimyuwaii Ha
KOHTAaKT C KO)KaTa, N3MHUITE OOMIIHO ChC CallyH M TOIUIA BoJa. AKO C€ MOSIBY Apa3HEHE Ha KOXKaTa WIn
OUUTe, HJIH MPU CIyYaiHO MOTIIbIaHe, He3a0aBHO J1a ce€ IOTHPCH MEIUIIMHCKU CHBET, KaTo Ha JeKapsi
ce MPeA0CTaBH E€TUKETHT Ha MPOTyKTa.

bpeMeHHOCT M TaKTaINsA:

Jla He ce u3noa3Ba Npyu OPEMEHHH WIIH JTaKTHPAIIH KOTKH.

3aImI0aeMOCT:

Jla He ce M3M03Ba NPY )KUBOTHH 32 Pa3ILIO/.

BzaumoneiicTBue ¢ 1 BETCPUHAPHOMEIUITMHCKHA TPOAYKTH U Tu GopMHU Ha B3aUMOJICHCTBHE:
Jla He ce m3mo3Ba MpH KOTKH, TPETHPAHU C ITUIPOXCITAINH, TPaMa 10l WiId HHXHOUTOPH Ha
MoHoamuHOOKcHazata (MAOI) niau tpetupann ¢ MAOI B pamkuTe Ha 14 1HE npean JIEICHUETO C

BETCPUHAPHOMEIUIIMHCKUS IPOAYKT, Thil KATO MOKE 1a IMa MIOBUIICH PUCK OT CEPOTOHUHOB
CHUHIPOM (BX. ,,J[poTHBONOKa3aHus).
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MuprazanuHbT MOKE Ja IOBUINY CEIaTUBHUTE CBOMCTBA HA OCH30MA3CIIMHUTE U HA IPYTH BEIECTBA
ChC CEJJaTHBHHU CBoWcTBa (aHTMXHcTaMuHN H1, onmarn). [Ina3zmMeHuTe KOHIIEHTpaIMu Ha MEPTa3aiH
MOTaT ChIIO /a C€ TOBUIIAT, KOTATO C€ M3IMO0J3Ba ETHOBPEMEHHO C KETOKOHA30JI WIIH TUMETH/INH.

[Ipeno3upane (CUMITOMH, CIEIIHU MEPKH, aHTUAOTH):
W3BecTHHTE CHMITOMH Ha MPEeJO3UPaHEe C MUpTa3anuH > 2,5 mg/kg npu KOTKU BKIIOYBAT:
BOKAJIM3aIMs U IPOMEHH B IIOBEICHUETO, OBPBIIAHE, aTaKCH, 0€3MOKOHCTBO U TpeMop. B ciyyaii Ha

peo3upane, TPSOBa a ce 3al0uHe CUMMIITOMATUYHO/TIOAABPIKAIIO0 JICUCHHE, aKO € HEOOXOAMMO.

B cnyqaﬁ Ha Opeao3nupaHe, ce 3a0ensa3BaT ChIIUTC PCAKIIUU KATO HaGJ’IIO}IaBaHI/ITC npu
mperopbYBaHaTa TEPAI€CBTUYHA 1034, HO C [TO-BUCOKA YECTOTA.

[IpexoaHo moBHIIEHHE HAa YePHOAPOOHATA allaHUH TpaHCc(epasa Moke Jia ce Habmoaasa psiko. He e
CBBP3aHO C KIIMHUYHH [TPU3HALIM.

OCHOBHH HEChBMECTHUMOCTU:

He e npunoxumo.

13. CIHEHOUAJIHU MEPKH 3A YHUILIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBLU OT HEI'O, AKO UMA TAKUBA

BMII He Tpsi6Ba na ObAaT U3XBBPIASHU UYpe3 OUTOBU OTHAABIN WIX OTIIAIHHA BOJIY.

[Tonuratite Bamims BerepuHapeH jekap win ¢papMaieBT KakBo aa nmpaBute ¢ HeHy:kuute BMII. Tesu

MEpPKH LI€ IOMOTHAT 3a Ola3BaHe Ha OKOJHATa cpefa.

14. JATATA HA TIOCJIEAJHATA PEJAKIIUA HA TEKCTA

[MonpobHa nHbopMaIHs 3a TO3M BETEPUHAPHOMEIUIIHCKY TPOJIYKT MOXE J]a HAMEPHUTE Ha UHTEPHET
crpanurnara Ha EBpomneiickara arennus 1o jiekapcersara (http://www.ema.europa.eu/).

15. JAOHBJHUTEJIHA HHO®OPMAIIUA

dapMakogUHAMHUYHYA CBOMCTBA

Mupra3anusbT € 02-aApeHEPruueH PeleTOPEH aHTarOHUCT, HOPaIPEHEPrUYeH U CEPOTOHEPTUIEH
aHTHUJENpecaHT. TOUYHUAT MEXaHU3bM, IO KOMTO MUpPTA3alliH MHIyLMpa HaJAaBaHe Ha TEro,
u3raexaa MHorogaktopeH. MuprazanunsT € MolueH anTaronuct Ha 5-HT2 u 5-HT3 penenrtopure B
teHTpanHara HepsHa cucreMa (LIHC) u moren nuaxubutop Ha xuctamuHoBute H1 penentopu.
Unxubupanero Ha 5-HT2 u xuctamun H1 penentopute Moske 1a [oBeae 10 OPEKCUTCHHUTE €PEeKTH
Ha MoJjieKkyaaTa. MTHAynMpaHoTo OT MUpTa3alyH yBEINYEHHE Ha TEIJIOTO MOXKE J1a € BTOPUYHO,
BCJICJICTBUE HA TIPOMEHHTE B JIEITUHA U QakTopa Ha TyMopHaTa Hekpo3a (TNF).

[IpoayKThT MMa OYaKBaH MOJOXKUTENEH eEeKT BbPXY IpUeMa Ha XpaHa Ype3 CTUMYJIHPaHE Ha
amneTuTa, HO TO3W e(peKT He € M3MEPEeH B OCHOBHOTO MOJICBO M3MUTBaHe. EMUHCTBEHHAT edekT,
W3CJIE/IBAH B TI0JIeBaTa MTPAKTHKA, € BbPXY TeJlecHaTa Maca: KOTKH, COOCTBEHOCT Ha KIIMEHT, MpU
KOHTO ce HaOyoaBa 3aryda Ha Terno > 5 %, cMATaHa 3a KIIMHUYHO 3Ha4YuMa OT U3CJIeA0BaTEs,
HATpymnBaT cTaTucTudecku 3HaunMo (p<0,0001) Terno cnen 14 AHM OT NPUIOKEHUETO HA MPOIYKTA
(3,39 % manmaBane Ha Tero wiu cpeaHo 130 g), B cpaBHEHHUE C OHE3W KOTKH, HA KOUTO € MPUII0KEHO
rwranie6o (0,09 % nagnaBane Ha Teriio wiu cpeano 10 g).
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Bwuja omakoBka

TyOuuka oT 5 g ¢ alyMUHUEBO MMOKPHUTHE (CIIOMH: J1aK (BbTpEIICH)/eMaii (BBbHIIICH)) C BAHTOBA
Karnadka oT nonueTuiieH ¢ Hucka mrbTHocT (LDPE) u oOkatka.

Besika 3amuTeHa ot Jelia KapTOHeHa KyTHs Wi OyTHJIKa ChC 3all[UTeHA OT Jiela Karnadka chappxa 1
TyoHnuka (5 g).
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