IPHJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIUHCKHUA IPOAYKT

Labiprofen 150 mg/ml uHXeKIHOHEeH pa3TBOP 3a roBejia, Mpacera U KOHe

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bceexn ml ceappika:

AKTHBHA CyOCTaHIMSA:
Ketoprofen 150 mg

Excuunuenru:
Benzyl alcohol (E1519) 10 mg

3a IBJIHUA CHUCHK Ha EKCIUIIMEHTHTE, BIK T. 6.1.

3. DOAPMAIEBTUYHA ®OPMA
WHXeKIHOHEH pa3TBOP.

buctbp, 6e31uBeTEH 10 )KBITEHUKAB Pa3TBOD.

4. KJIMHUYHU JAHHU

4.1 Bupaose »KUBOTHH, 32 KOUTO e peaHa3Hayen BMII

['oBena, mpacera 1 KOHE.

4.2 TepaneBTHYHH MOKA3AHMS, ONIPeIeTeHH 32 OT/AEJTHHTE BHI0BE )KUBOTHH

T'oBena:

- HamansBane Ha Bb3OajCHHE H 60J'IKa, CBBbpP3aHU C PpaXXJAaHC, HAPYHICHUA Ha MYCKYJIHO-

CKCJICTHATA CUCTCMA U KyLIOTa.

- HamansgBane Ha moBuiieHa TEMIICpAaTypa, CBbp3aHa C pECIIMpPaTOPHO 3a00JIsIBaHe Ipu roseja, B

KOM6I/IHaLIPI$I C aHTI/IMI/IKpOGHa TEpanus, KoraTto € noAXoAi110.

- HamansBane na BB3NAJICHUS, TOBUILICHA TEMIICpAaTypa U OoJka npu OCThP KIIMHUYCH MACTUT B

KOM6I/IHaLIPI$I C aHTI/IMI/IKpOGHa TEpalnus, KoraTto € noAXoJs1110.

IIpacera:

- HamansiBane Ha mnupekcusiTa B ClIy4auTe Ha PECHUPATOPHO 3a00JIsiBaHE W CIECIPOAMICH
curapoM Ha aucranakcus (PDS) - (cunapoM Ha METpUT- MacTUT-arajakcys) Ipy CBUHE MalKH,

B KOM6I/IHaLII/I$I C aHTI/IMI/IKp06Ha TEpanus, KoraTto € noAXoAa1I0.

Koue:

- HamansBane Ha Bb3majcHHEe U 60J'IKa, CBBpP3aHU C OCTCOAPTUKYIIApHU U MYCKYJIHO-CKCJICTHHU

HapylieHu:A (KyLIOTa, JIAaMUHHUT, OCTCOAPTPUT, CHHOBUT, TCHAUHHUT U ,I[p)
- Hamansasane na cJaegorneparuBHaTa 0O0JIKa U BB3IAJICHHUE.
- Hamansasane na BUCHCpaiHAaTa 60J'IKa, CBbp3aHa C KOJIUKU.



4.3 TIlporuBomoka3aHus

I[a HE CC€ H3MO0JI3Ba IIPpHU JaHHHU 3a CTOMAIIHO-YPEBHU S3BU MM KBPBEHE, 3a Oa HE CC BJIOINH
CBbCTOAHUCTO HM.

Jla He ce u3moI3Ba IpH JaHHU 3aChPACUHU, YePHOAPOOHH Wi OBbOpeTHH 32001 IBaHUA,.

I[a HC CC HM3II0JI3BA IPHU CBPBXYYBCTBUTCIHOCT KbM KeTOHpO(beH, AallCTHIICAJINIIMIIOBA KUCCIIMHA WA
KBM HSIKOM OT €KCIIUITUEHTHTE.

Ja He ce m3mon3Ba MpH JaHHU3a KPBbBHA JAMCKpPa3Hs, KOAryJomaTHs WIH XeMoparndHa amare3a. He
MpujiaraiTe Ipyru HecTepouaHu npotuBoBb3nanmtenHu cpeactsa (HCIIBC) emnoBpeMeHHO MK B
pamkuTe Ha 24 yaca eMH OT JAPYT.

4.4 CrnenuajHu Mpeana3HU MePKH 3a BCeKH BU/ JKUBOTHH, 32 KOMTO e NMpeanasnaded BMII
Hsma.

45 ChoeuuajaHu mpeanasHu MepKH MPHU ynoTpeda

CrenmanHy Ipeana3sHyd MEPKH 3a )KMBOTHUTE IIPH ynoTpedaTa Ha POAYKTa

He npeBumagaiite npenopbuanara qo3a. He npepuinapaiite npenopb4yaHusi IEpUO] Ha JICUCHHE.
Ymorpebara Ha keTonpodeH He ce mpernophuBa IMpH KpeddeTa Ha Bh3PacT O] €TUH MECell.

Ilpu mpunarase Ha >KUBOTHHM Ha BB3pacT mox 6 ceIMHUIM, TOHWTA WIN NP BB3PACTHU >KUBOTHH €
HEOOXOIUMO Jla C€ ONpeneNnH TOYHO [03aTa, KAKTO M Ja C€ U3BBPIIM BHUMATEIHO KIMHUYHO
npocnensBane. M30sreaiite HHTpaapTepraIHO HHKEKTHPAHE.

N30srBalite yHOTpeGa Ipu ACXUApPATHUPAHU, XUITOBOJICMHUYHHN UJIN XUIIOTCH3UBHU KNUBOTHHU, TBU KaTo
ChIICCTBYBA NOTCHIUAJICH PUCK OT IMOBHUIICHA 656peqHa TOKCHUYHOCT.

Toii KaTo cToMaIlIHATA 513Ba € YeCTO cpellaHa Haxoaka npu PMWS (cuHzpoma Ha MyJITHCHCTEMHOTO
ciabeeHe ciell OTOMBaHe), HE ce MPENnopbhUBa M3MOI3BAHETO HA KeTONpOo(deH Npu MpaceTa, 3acerHaTiu
OT Ta3W TMATOJOrWsA, 3a Ja HE ce BJIOMM CbhCTOSHHETO UM. IIpu KoHere wu30ArBaiiTe
€KCTPaBacKyJIapHOTO NPUIIOKEHHE.

CrenmanHy peanasHd  MEPKHM 3a JIMIaTa, OpWiIaralid BeTEPUHAPHOMEIULMHCKHUS IPOJYKT Ha
JKHUBOTHUTE

Morar na ce MHOSBAT PEAaKUMH HAa CBPBXUYBCTBUTEIHOCT (KOXKEH OOpuWB, ypTHKapus). Xopa ¢
YCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM AKTUBHATA CyOCTaHLMS WJIM KbM HSKOH OT €KCUMIHMEHTHTE
TpsiOBa J1a U30ATrBaT KOHTAKT C BETCPUHAPHOMEIUIIMHCKHUS TPOAYKT.

UzbsrBaiite ciyyailHo camoumkekTupaHe. llpu ciyudaiiHO caMOWMH)KEKTUpaHe, He3a0aBHO Ja ce
MOTHPCH MEAUIIMHCKH CBHBET, KaTO HA JEKaps ce MPeJOCTaBH JINCTOBKATa UM €TUKETA Ha MPOIYKTA.

M306sarBaiiTe KOHTAKT C KOXXaTta, OYUMTC W JIMI'aBUIIUTC. HpI/I CIIY4aCH KOHTAKT C KOXXaTa, OUUTC UJIHU
JIMraBuIiaTa, He3a0aBHO Ja C€ H3MHE 3acfraartrarta obmact ¢ qyucTa, TCYalla BOJa. HOT’I)pCCTC

MCIUIMUHCKU CHbBCT, aKO AJPAa3HCHCTO MPOABbJIKAaBa.

W3muiite pwlieTe cu cief ynorpeoa.



4.6 He0naronpuaTHH peaKuu (4eCTOTA U BAsKHOCT)

MHTpaMyCKyTHOTO MH)KEKTHpaHe Ha KeTONpo(eH MOXKe 1a MPUYWHU JIEKH, TMPEXOIHH, HEKPOTHIHU
CyOKITMHIYHU MYCKYJHH JIe3UH, KOUTO TOCTETIEHHO OT3BYYaBaT HSIKOJKO JHH CIE] 3aBBPIIBAHE Ha
nedenueto. [Ipumaranero B o0jacTTa Ha MHATAa MAHUMHU3UPA PA3IMIMPSIBAHETO W TEXKECTTa HA TE3U
TIE3UH.

Ilpu koHEe ce HaOIMIOMABAT MPEXOMHU JIOKATHH PEaKIMK, KOUTO M34Ye3BaT Ciem S5 IHU, Cled €IHO
MPUJIOKEHUE Ha TPOAYKTA B IPEMOPHUATETHAS 00eM TI0 eKCTPaBacKyJIapeH IbT.

Ilopangn mMexaHn3ma Ha JIEHCTBHE Ha KETOMPO(EH, Ciell MHOTOKPATHO NPUIOXKEHHE, MOTaT Ja ce
TIOSIBSIT €PO3MBHHU U SI3BEHU JIE3WH HA CTOMAIITHO-YPEBHUS TPAKT.

ITomoono nma Bcwmuku HCIIBC mopamun TIXHOTO JelCTBHEC Ha WHXHOHMpaHe Ha CHHTE3a Ha
NpOCTarfiaHIuHKA, TPH HIKOM IKHMBOTHAMOXE Ja CBINECTBYBa CTOMAallHa Wi OBOpedHa
HETMOHOCHUMOCT.

AKO ce MosIBIT HeONaronpusITHA PEaKLUH, JICUEHUETO TPsIOBa J1a ce CIIpPe U J1a c€ IMOTbPCH CHBET OT
BETEPUHAPEH JIeKap.

4.7 Ymnorpeda mo Bpeme Ha OPEMEHHOCT, JIAKTAIMSA WM sIiileHOCeHe

BpeMeHHOCT:!
[IpoyuBanusita BBbpXy Ja00OpaTOpHU >KMBOTHH (IDTBXOBE, MHIIKH, 3adIlM) W TOBEJa HE MOKa3BaT

HUKAaKBH JIOKAa3aTeNICTBa 3a HEONarompusaTHH peakiuu. Moke ga ce mpuiara Mo BpeMe Ha
OpeMeHHOCT TIpH KpaBH.

be3zonacHocTTa Ha BeTEpUHAPHOMEAUIIMHCKHSA IPOAYKT HE € JOKa3aHa Mo BpeMe Ha OpEeMEHHOCT IpHU
cBUHE Mailku u koOwiu. [Ipunara ce camo ciex mpeLeHKa MoJi3a/pucK OT OTTOBOPHUS BETEpPUHAPEH
neKap.

JlakTanus:
Moske fa ce mpuiara o BpeMe Ha JIAKTaIlus IPH KPaBU ¥ CBUHE MaiKu.

He ce npenopbuBa mpuiaraneTo My npu JIAKTUPAIIXA KOOHIIH.

4.8 B3aumopeiicTBue ¢ APYrM BeTePHHAPHOMEIUIMHCKH TPOAYKTH W JApYyru ¢opmMu Ha
B3auMojelicTBHe

- TpssbBa nma ce wu30sArBa EOHOBPEMEHHOTO MpHJaraHe Ha AWYPETHLUH WM IOTEHLHAIHO
HE(POTOKCHMYHM CYOCTaHIMM, THhH KaTO HMMa HapacTBaHe Ha OBOpeUHHTE HapyILEHUS,
BKJIIOUMTENTHO OBbOpeYHa HEAOCTaThUHOCT. TOBa € BTOPUYHO IO OTHOLICHWE HA HaMaJeHHS
KPBBEH NOTOK, IPUYMHEH OT MHXHOMPAHETO HAa CHHTE3a Ha MPOCTariIaHuHH.

- Ha ne ce mpunaratr apyru HCIIBC, KOpTHKOCTEpOMAH, aHTUKOAryJaHTH WIH IWYpPETHIH
€JHOBPEMEHHO WM B PaMKHTE Ha 24 yaca OT MPUJIOKEHUETO Ha MPOAYKTA, Thi KaATO PUCKBT OT
CTOMAIITHO-UYPEBHHU SI3BH U IPYT'H HEOIaronpusaTHH PEaKLIMU MOXKE J1a CE U30CTPH.

- [lepruonbt 6e3 neueHne odave TpaOBa 1a OTUUTA PapMaKOIOTHYHHUTE CBOMCTBA HAa MPOIYKTHUTE,
M3II0JI3BaHHM MIPEIU TOBA.

- KeronpogeHsT ce cBbp3Ba CHIIHO C MIa3MEHUTE MPOTEUHH U MOXKE J1a ce KOHKYpHpa ¢ Ipyru
CHJIHO CBBP3aHH CyOCTaHIIMH, KOUTO MOTaT Aa AOBEAAT 10 TOKCHYHU €PEeKTH.

4.9 Jlo3a 1 HAYMH HA NPUJIOKEHUE

I/IHTpaMYCKYJ'IHO HJIM UHTPABCHO3HO MPUIIOKCHUC.



- T'oBena:

3 mg kerompoden/kg TemecHa maca, T.e. 1 ml nponmykr Ha 50 kg TerecHa maca/neH, mpuiaraH
MHTPABEHO3HO WIN HHTPAMYCKYITHO, 32 TIPEIIIOYNTaHe B 00JacTTa HA MIUATA.

[IpoabipKuTEIHOCTTA Ha JIeYeHHETo € 1-3 mHM U TpsIOBa [a ce Ompeaess B 3aBUCHMOCT OT TEKECTTa U
MIPOIBIDKATEITHOCTTA HA CHMITTOMHTE.

- IIpacera:

3 mg kerompoden/kg TemecHa maca, T.e. 1 ml npomykr Ha 50 kg TerecHa maca/neH, mpuiaraH
MHTPAaMYCKYJIHO €IHOKpaTHO. B 3aBucuMocT OT HabironaBaHaTa peakiys M Bb3 OCHOBA Ha aHAIM3a
H0JI3a-PHCK OT OTTOBOPHMS BETEPHHAPEH JIEKap JICUCHHETO MOXKE J1a Ce IMOBTOPH HAa WHTEPBAIU OT
24 qaca 3a MaKCUMyM TpH JedeHus. Beska mmkeknus TpaOBa Ja ce Impuiiara Ha pa3iImgHo MACTO.

- Kome:

2,2 mg keronpoden/kg temecma maca, T.e. 0,75 ml or mpomykra Ha 50 kg TemecHa wmaca/meH,
HpUJIaraHd HHTPaBEHO3HO.

[IpogpmxuTeTHOCTTa HA IedeHneTo € 1-5 mHu U TpsOBa fa ce ompenens B 3aBUCUMOCT OT TEKECTTa |
MPOABIDKUTETHOCTTa HAa CHUMITOMHTE. B ciiydali Ha KONMMKM OOMKHOBEHO € JOCTaThb4HA EIHa
WHXeKIus. Bropo npunokxenne Ha KeTorpodeH U3UCKBa HOB KIIMHUYEH TIPerIie].

4.10 Ilpeno3upaHe (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), AKO € HEOOXOANMO

[Ipeno3upanero ¢ HCIIBC Moxe na moBene 10 CTOMANTHO-YPEBHU YIIIEPalH, 3aryda Ha TPOTEHHH,
4epHOAPOOHO U OBOPEYHO yBpEXKIaHE.

ITpu mpoyuBaHMs 32 MOHOCHMOCT, NPOBEACHHU NpH IpaceTa, A0 25% OT KUBOTHUTE, TPETHPAHU C
TPUKPATHO 3aBHIICHA NPENOphUMTENHA MakcuMaiHa fo3a (9 mg/kg TenecHa Maca) B IpOIbJDKCHUE HA
TPU AHU WIM C OpenopbunrtesnHaTta no3a (3 mg/kg tenecHa maca) B MpOABDKEHHE HAa TPUKPATHO
3aBULICH NPENOpBhUYUTENICH MakCHUMaieH nepuon (9 IHM) MoKa3axa €pO3MBHU W/WIN YILEpaTHBHU
Je3UH KakTo B arjaHgyjiapHara (pars oesophagica), Taka M B IVIaHAyJapHUTE 4YacTH Ha CTOMaxa.
PanHuTe mpU3HALM Ha TOKCHYHOCT BKJIIOYBAT 3ary0a Ha aleTHT M MAaCTOOOpa3HU M3NPa)KHEHUS MU
Irapusl.

I/IHTpaMyCKy.]'IHOTO MMPUJIOKCHUE Ha IMMPOAYKTa IIpU roeesia ¢ 10 3 obTH npenopbUruTCIIHATA 4034 WA C
3 0bTH NpenopbUYUTCIIHATA HNPOABIDKUTCIIHOCT Ha JICUCHUCTO (9 ,Z[HI/I) HC O0BCAC MO0 KIMHUYHHU
MNpu3Hall Ha HCIIOHOCHUMOCT. B’LHpeKI/I TOBA, BB3IMAJIICHUC, KAKTO U HCKPOTUYHU CY6KJ'II/IHI/I‘IHH JIC3Un
0saxa OTKPHUTHU B MACTOTO HAa MHKCKTUPAHC HA TPCTUPAHUTEC ) XKUBOTHU, KAKTO U ITOBUIIIABAHC HA HUBATAa
Ha CPK. XHCTONAaTOI0IrHYHOTO H3CJICABAHC IIOKAa3Ba €PO3MBHU WJIN YILNCPATUBHU aboMazaiHu JIC3UHU,
CBBpP3aHU C IBaTa PCKNMaA Ha JO3UPAHC.

YcTaHOBEHO €, 4e KOHETe IMOHACAT WHTPABEHO3HU J03HM KeTompodeH 70 5 MbTH MPEnophUnTEIIHATA
Jl03a ¢ TPUKpAaTHA MPENOPhUUTENIHA IPOABIDKATENHOCT (15 nHM), Oe3 JaHHM 32 TOKCHYHU €EeKTH.

Axo ce Ha6J'IIOI[aBaT KIIMHUYHU TIpU3HAallM Ha MNPEAO3UpPAaHC, HAMaA CHCI_II/Iq)I/I“IeH AHTUJO0T, MOpaau
KO€TO TpSI6Ba Ja C€ 3all09YHEC CUMIITOMAaTUYHO JICUCHHUC.

4.11 KapeHTHHU cpoKOBe
T'oBena:

Meco u BbTpEIIHU OpraHu: 2 AHU.
Musiko: Hyna Jaca.



Komne:

Meco u BbTpeIIHN OpraHu. 1 neH.

Musiko: He ce paspemiaBa 3a ynorpeba mpu »KHBOTHH, YHETO MIISTKO € TIPeTHa3HAYEeHO 332 KOHCYMAITus
OT XOpa.

IIpacera:
Meco ¥ BBTpEIIHU OpraHu: 3 JHU.

5. DAPMAKOJIOIT'MYHU OCOBEHOCTH

dapmakoTepaneBTHYHA TPYIa: MPOTUBOBL3MNANUTEIHH W aHTHPEBMATHYHHU MPOJYKTH, HECTEPOUIH,
MIPOM3BO/IHH HA MPOMMOHOBA KUCEIHHA.
BerepunapuomenumuaCcKH AHaTomo-Tepamnestuaen Koa: QMO1AE03.

5.1 ®apmakoaMHAMUYHH CBOICTBA

Keronpodenst, 2-(dhennn 3-0eH30MT) IPONHOHOBA KACEIMHA € HECTEPOUIHO MPOTHBOBB3MAIUTEITHO
CPE/ICTBO, MPUHAUICKAIO KbM IpyraTa Ha apriINpoNroHoBaTa KucennHa. OCHOBHHAT MEXaHU3bM Ha
JICCTBHE Ha KeTompodeHa ce cYynTa MHXMOMPAHETO Ha NUKIOOKCUTCHA3HHS IThT Ha METa0oIM3Ma Ha
apaxuI0HOBaTa KHCEJHMHA, KOETO BOAM 10 HaMaJIeHO MPOW3BOJCTBO HA BB3MAIUTEIHU MEIUATOPH,
KaTO MpOCTariaHAMHM M TpoMOOKcaHW. To3M MeXaHM3BbM Ha JeHCTBHE BOIM OO HEroBaTa
NPOTHBOBB3NAINTEIHA, aHTUIHUPETHYHA U aHAITCTUYHA aKTHBHOCT. Te3HM CBOWCTBA Ce MPUIKCBAT U
Ha HEroBHs MHXHOHMpan] e(ekT BbpXy OpaJMKHHWHOBUTE W CYNEPOKCHIHUTE aHHOHU 3aeIHO ChC
CTa0WIM3NPAIIOTO MY JICHCTBHE BBPXY JIN3030MHUTE MEMOpPaHH.

[IpoTHBOBB3MANUTENHUAT e(QeKT ce 3acuiBa OT mnpeBpbmiaHero Ha (R)-enantmomepa B (S)
eHanTroMep. M3BectHo e, 4e (S)-eHaHTHOMEPHT MNOIIbPKA HPOTHBOBB3NMAIUTEIHUS e(eKT Ha
KeTtonpodeHa.

MakcuMaaHATe MPOTUBOBB3MANIUTETHN e(peKTH Ha KerorpodeHa ce mposBsBar 4 yaca ciel npuema
Ha Jl03aTa W TPOABIDKAaBaT 24 yaca, WIIOCTPUPAHKH, Y€ MPOTHUBOBB3NAIUTEIHUTE ePEeKTH HE ca
CBBP3aHU C IUIa3MEHUTE KOHIIEHTPAIMH TIPH KOHETE.

5.2 ®apmakoKUHETHYHU 0COOEHOCTH

Cren MHTpaMyCKYJIHO NMPUJIOKEHUE Ha MPOAYKTa (€AMHMYHA 1032 oT 3 mg keronpoden/kg tenecHa
Maca), KeTonpoQeHbT ce pe3opOoupa Obp30 1 UMa BUCOKA OMOHAIMYHOCT.

KeromnpodeHnsT ce cBbp3Ba B rojsiMa CTEIeH ¢ Iia3MeHnTe npotensu (>90%).

KoHneHTpanuure Ha KeTonmpodeH ca IMO-yCTOHYMBH BBB BB3MATUTEIHUTE EKCYAATH, OTKOJIKOTO B
iazmara. Tol JOCTHra BHCOKM KOHLEHTPAalMd M MEPCHCTHPAa BBbB Bh3MajeHaTa THKaH, MOPaad
¢axTa, ye keronpodensT € ciaaba kucenuHa. KerompodeHsT ce merabonusupa B YepHHUsS APOO 10
HEaKTHBHM METAa0OJHTU M C€ EKCKpeTHpa IJIaBHO ¢ ypuHara (TIaBHO KaTO TIIOKYPOKOHIOTHPAaHU
METa0OJINTH) U B MO-MaJIka CTENeH ¢ (exkanuuTe. MajKu KoJudecTBa KerornpodeH mMorar aa ObaaT
OTKPHUTH B MJISIKOTO HA TPETUPAHUTE )KUBOTHHU.

IIpu roBenma, cieq HUHTPAMYyCKYJIHO NPWIOKEHHE Ha NpOAyKTa (E€OHOKpaTHa Jo3a OoT 3 mg
ketonpoen/kg TerecHa mMaca), akTUBHaTa cyOCTaHIUS ce pe3opOHupa Obp30, JOCTUTAKH CpeaHaTa
ci Cmax B mumasmata (cpenHa croitHoct: 7,2 pg/ml) mexay 0,5 u 1 yac (tmex) Cli€J 3amouBaHe Ha
nedyenuero. dpakuusita Ha pe3opOrpaHaTa j03a € MHOTO BHcoka (92,51 + 10,9%).

Crnien MHTPAaBEHO3HOTO TPUJIOKEHHE MPH TOBEAa, MOMYKUBOTHT Ha enuMmuHUpane (ti) e 2,1 daca.
Oo6embT Ha pasnpeaencnue (Vd) e 0,41 L/kg u mnazmenust kmupbHe (Cl) e 0,14 L/gac/kg.



IIpu mpacera, cjiael MHTPAMYCKYJIHO HH)KEKTHpaHEe Ha €JHOKpaTHa 703a oT 3 mg/keronpoden/kg
TeJIeCHA Maca, akTUBHATa CyOCTaHIIUs ce pe3opoupa 0bp30, JocTuraiiku cpeaHaTa ¢ CraxB TIa3Mara
(cpenna croitrocT: 16 pg/ml) mexay 0,25 u 1,5 gaca (tmax) clien 3amouyBane Ha jiedeHneTo. DpaxusaTa
Ha pe3opOupanara mo3a e 84,7+33%.

Crnen MHTPaBEHO3HOTO MPWIIOKEHHE TPH IpaceTa, MOMy>KUBOTHT Ha enmuMuHHpaHe (ti2) € 3,6 gaca.
O6emsbT Ha pasnpenenenue (Vd) e 0,15 L/kg u mnasmenunst kaupbHc (Cl) e 0,03 L/gac/kg.

IIpu xoHete KeTonpodeHBT € CBBbp3aH ¢ 92,8% mpoTenH U UMa yMepeH o0eM Ha pa3mpenesieHHue OT
npuommurenHo 0,5 L/kg m kpaTbk TOMYXKUBOT Ha IUIa3MeHa enmMuHAnmus ot 1 go 1,5 gaca.
AKTUBHATa CyOCTaHIIMS ce METa0OIM3Upa B YepPHUS APOO Upe3 KOHIOTAIIMOHHH PEaKIuH, KaTo camo
25% ot mo3ara ce emMMUHHUPA KaTo HEMMPOMEHEeHa B ypHUHATA.

6. DAPMAIIEBTUYHHU OCOBEHOCTH

6.1 Choucbk Ha eKCHUIMHEHTHTE

Benzyl alcohol (E1519)

Arginine

Citric acid monohydrate (3a perynupane na pH)

Water for injections

6.2 OCHOBHH HeCHBMECTHMOCTH

[Ipu nurica Ha TaHHYU 32 CBBMECTUMOCT, TO3W BETEPHHAPHOMETUIITHCKH MPOAYKT He TpsaOBa na Onie
CMECBAH C JPYTH BETEPUHAPHOMEIUIINHCKA TPOIYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha FOJHOCT Ha KpaiiHHUs BETEPHHAPHOMEIUIMHCKH MPOoAyKT: 30 Mecena.
Cpok Ha TOJHOCT CJIe]] TbPBO OTBAapsiHE Ha MbPBUYHATA OMIAKOBKa: 28 THU.

6.4. CrneuuajHM ycJI10BHUs 32 CbXpaHeHHe HA MPOAYKTa

Jla ce na3u ¢uiakoHa BbB BHHIITHATA ONAKOBKA C IIEJ MPEe/IIa3BaHe OT CBETIIMHA.
6.5 Bwuau cbcTaB HAa MBPBUYHATA OMAKOBKA

Kexmubapuu crekiaenn (akonn tum I or 50 ml, 100 ml u 250 ml, 3atBOopeHH ¢ OGpOMOOYTHIIOBH
3aIyIIaIKA ¥ ATyMUHUCBH KallayKH.

Pa3MCDI/I Ha OImaKoBKaTa:

Kapronena kyrus, chabpixama 1 ¢uakon ot 50 mi
Kapronena xyrus, chabpxamia 1 ¢uaakon ot 100 ml
Kapronena kyTtus, chabpxama 1 ¢uaakon ot 250 ml
Kapronena xyrus, chabpkama 12 ¢uaxona or 50 ml
Kapronena kyrus, chabpkama 10 ¢uakona or 100 ml
Kapronena xyrus, chabpkama 10 ¢uakona ot 250 ml

He Bcuukn pa3MEpu Ha OIMaKOBKATa Morat Ja 6’L,Z[aT npeajlarany Ha 1asapa.

6.6 CrhennajJHH MepKHU 32 YHUILOKABAHE HA HEM3MOJI3BaH MPOAYKT WJIHM OCTATHUM OT Hero.



Bcekn Hewmsmom3BaH BETEPHHAPHOMEAUITMHCKHA TPOAYKT WM OCTaTBIM OT HETo TpsOBa ma Obmat
VHUIIIOXKEHU B CHOTBETCTBHE C M3UCKBAHKTA HA MECTHOTO 3aKOHOIATEIICTRO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
Labiana Life Sciences, S.A.
c/Venus, 26
08228 Terrassa (Barcelona)
Hcmanns
8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-3040
9. JATA HA IBPBOTO U3JABAHE/IIOJJHOBSBAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlata Ha MBPBOTO M3IaBaHe Ha JHICH3 3a yrnoTpeba: 23/02/2021

10. JATA HA NIOCJVIEAHATA PEJAKIIUA HA TEKCTA

01/2022

3ABPAHA 3A IPOJAXKBA, CHAB/ISIBAHE U/UJIU YIIOTPEBA

Camo 3a BeTeprHAapHOMEIUIMHCKA ynoTpeba. [la ce oTmycka caMo 1o JeKapcKo MpeanucaHme.
[Ipunarane oT BeTepUHAPEH JIEKap WIN IO HEroBara Npsika OTTOBOPHOCT.

3a HWHTPABCHO3HO MMPUIIOKCHUC, U3KITFOUUTCIIHO MPUIIOKCHUC OT BETCPUHAPHUS JICKAP.



INPHJIOKEHMUE II1

ETUKET U JINCTOBKA



A. ETUKET
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HH®OPMAIIUA, KOSATO CE U3IIUCBA BbPXY BBbHIIIHATA OITAKOBKA

Kyrus ¢ paakon(u) ot 50 ml, 100 ml u 250 ml

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIITNMHCKUA TIPOAYKT

Labiprofen 150 mg/ml uHXeKIHOHEeH pa3TBOP 3a roBejia, Mpacera U KOHe

Ketoprofen

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

Bceku ml cpappixka:

Ketoprofen 150 mg

3. DPAPMAINIEBTUYHA ®OPMA

MHxeKIMOHEH pa3TBOP

4. PASMEP HA OITAKOBKATA

1 x50 ml

1 x 100 ml
1 x 250 ml
12 x 50 ml
10 x 100 ml
10 x 250 ml

‘ 5. BUJOBE ’KUBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BMII

T'oBena, mpacera u KoHe

o o pf

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

I/IHTpaMYCKYJ'IHO HJIM UHTPABCHO3HO MPHUIIOKCHUC.

[Ipenu ynoTtpeba mpoyeTn IUCTOBKATA.
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8. KAPEHTHHM CPOKOBE

KapenTtHu cpokoge:

T'oBena:
Meco 1 BTpPEIIHN OpTaHu: 2 THH.
Muisiko: Hyna yaca.

Komne:

Meco u BbTpeITHN OpraHu. 1 meH.

Musiko: He ce pa3pemiaBa 3a ynorpe0a mpu KOOWIH, YUETO MIIAKO € MPEeAHa3HAuYeHO 32 KOHCYMAITHs
OT XOpa.

IIpacera:
Meco ¥ BBTpEIIHU OpraHu: 3 JHU.

9. CIHIENUAJIHA TPEAYHPEXJAEHUSA, AKO E HEOBXOJINMO

[Ipenn ymoTpeba mpodyeTn IMNCTOBKATA.

10. CPOK HATOJHOCT

I'ogen no {Mecernyroawna}
Crnen oTBapsiHE U3MOJ3BaTE B pAMKUTE HA 28 THU.

CpoOK Ha TOJHOCT: ....

‘ 11. CHENUWAJIHHU YCJIOBUSA 3A CBXPAHEHHUE

I[a CC Mma3u (I)J'IaKOHa BBB BbHIIIHATA OIMMAKOBKa C LCJI IMPEATIa3BaHC OT CBCTJIIMHA.

12. CHELUAJIHU MEPKHU 3A YHHUIIOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATBHBIM OT HEI'O, AKO UMA TAKHNBA

yHI/IH_IO)KaBaHel Mpo4Y€TH JIUCTOBKATA.

13. HAANUCDHT ,,CAMO 3A BETEPUHAPHOMEJIUIINHCKA YIIOTPEBA“ U
YCJIOBUSA NJIM OT'PAHUYEHUS OTHOCHO PA3ITPOCTPAHEHUETO "
YIIOTPEBATA, AKO E IIPUJIOKUMO

Camo 3a BCTCPUHAPHOMCAUIIMHCKA yHOTpe6a. I[a CC OTITIyCKa CaMo II0 JICKAPCKO MpCAITNCAaHNC.

14. HAIINHUCDHT ,,JA CE CbXPAHSABA JAJIEY OT IOT'JIEJJA U HA HEAOCTBITHU
3A JEIIA MECTA*

I[a CC ChbXpaHABa JaJICY OT IOIJICAa U Ha HEAOCTHIIHU 3a JAC€1a MECTA.
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15. HUME U ITIOCTOAHEH AJIPEC HA ITPUTEXXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Labiana Life Sciences, S.A.
c/Venus, 26

08228 Terrassa (Barcelona)
Hcmanns

‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

0022-3040

‘ 17. TIAPTUJIEH HOMEP

[Maptuna: {Homep}
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HNH®OPMAIUA, KOATO CE U3IIUCBA BBPXY I'BPBUYHATA OITIAKOBKA

50 ml, 100 ml u 250 ml ¢p1akon

1. HAUMEHOBAHMWE HA BETEPUHAPHOMEJANIUHCKUSA TIPOAYKT

Labiprofen 150 mg/ml urKXeKI[OHEH pa3TBOP 3a TOBE/A, IpaceTa i KOHE

Ketoprofen

2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIUA

Bceku ml cbabpxa:

Ketoprofen 150 mg

‘ 3. DAPMAIEBTUYHA ®OPMA

| 4. PABMEP HA OITAKOBKATA

50 ml
100 ml
250 ml

‘ 5. BUJAOBE )KUBOTHMH, 3A KOUTO E IPEJHA3ZHAYEH BMII

T'oBena, mpacera u KOHe

oy - Y

‘ 6. TEPAIIEBTUYHU INOKA3AHUA

‘ 7. METO/JA 1 HAYUH HA ITPUJIOKEHHUE

MHTpaMyCKyJIHO WIX HHTPABEHO3HO MPUIIOKEHUE.

[Ipenu ynotpeda npoyeTn JIMCTOBKATA.

8. KAPEHTHHM CPOKOBE

KapentHu cpokose:
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T'oBena:
Meco 1 BBTpPENIHN OpTaHu: 2 THH.
Muisiko: Hyna yaca.

Komne:

Meco u BbTpeIIHN OpraHu. 1 1eH.

Musiko: He ce pa3pemiaBa 3a ynorpe0a mpu KOOWIH, YUETO MIIKO € MPEeAHAa3HAYeHO 32 KOHCYMAITHs
OT XOpa.

IIpacera:
Meco ¥ BBTpEIIHU OpraHu: 3 JHU.

9. CIIEIMAJIHU IIPEAYIIPEXKJIEHUS, AKO E HEOBXOINMO

[Ipean ynotpeba mpodyeTH JTHCTOBKATA.

10. CPOKHATOJHOCT

I'ogen no {Mecernyroauna}
Crnen oTBapsiHE U3MOJ3BaTE B pAMKUTE HA 28 THU.

CpOK Ha TOJHOCT: ....

11. CHENUWAJIHHU YCJIOBUS 3A CbXPAHEHUE

C'LXpaHSIBaﬁTG (I)J'IaKOHa BBB BbHIIIHATA OIMMAKOBKaA C LCJI ITPEATIa3BaAHC OT CBCTJIIMHA.

12. CHELNUAJIHU MEPKU 3A YHUIINOKABAHE HA HEU3IIOJI3BAH [TPOAYKT
NJIN OCTATBHBIM OT HEI'O, AKO UMA TAKHNBA

13. HAAIUCDHT ,,CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA*“ U
YCJIOBHUA NJIN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO "
YIIOTPEBATA, AKO E IIPUJIOKUMO

Camo 3a BCTCPUHAPHOMCAUIINHCKA yHOTpeGa. I[a CC OTITyCKa CaMo II0 JICKAPCKO MNpCAITNCaHNnC.

14. HAIAINHUCDHT ,,JA CE CbXPAHSABA JAJIEY OT HOT'JIEJA U HA HEAOCTBITHU
3A JEIIA MECTA*

15. HUME U AJJPEC HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

Labiana Life Sciences, S.A.
c/Venus, 26

08228 Terrassa (Barcelona)
HUcnanus
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16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

0022-3040

17. TIAPTUJIEH HOMEP

ITaptuna: {Homep}
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B. IUCTOBKA
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JIMCTOBKA:

Labiprofen 150 mg/ml umkeKknnoHeH pa3TBOp 3a roBejIa, MpaceTa U KOHE

1. HUME U INIOCTOAHEH AJIPEC HA IPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA
U HA TPOU3BOJAUTEJIA, AKO TE CA PA3JIMYHHU

HDI/ITC)K&TCJ‘I Ha JIMIICH3a 34 VHOTDe6a U IIPOU3BOANTECII, OTTOBOPCH 3a oc13060>1<z(aBaHe Ha mapruaara.
Labiana Life Sciences S.A. - Venus 26 - 08228 Terrassa (Barcelona) - cmanus

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKHUA TIPOAYKT

Labiprofen 150 mg/ml uHXeKIHOHEeH pa3TBOP 3a roBejia, Mpacera U KOHe
Ketoprofen

) CbAbP)KXAHUE HA AKTUBHATA CYBCTAHIIUS U EKCIHUIIMUEHTUTE
Bceku ml cpappixka:

AKTHBHA CyOCTAHLMSA:
Ketoprofen 150 mg

Excuunuenru:
Benzyl alcohol (E1519) 10 mg

WmxekuuoHeH pa3TBop. buctep, 6e31uBeTeH 10 X bITEHUKAB Pa3TBOP.

4, TEPAIIEBTUYHHU ITOKA3AHUA

T'oBena:

- HamansBane Ha Bb3majeHwe W OOJKa, CBBP3aHW C paxaaHe, HAPYIIECHUS HAa MYCKYJIHO-
CKEJIeTHATa CHCTeMa U KYyIIOTa.

- HamansBane Ha moBuIlIeHa TeMIiepaTypa, CBbp3aHa ¢ PECIIUPATOPHO 3a00IIsIBaHe MPH TOBEAA, B
KOMOWHAIIMS C aHTUMUKPOOHA Teparus, KOTaTo € MOIXOISAIIIO.

- HamansiBane Ha Bb3MaNeHus, IOBUIICHA TeMIIEpaTypa M OOJKa IMPU OCTHP KIIMHUYEH MACTHUT B
KOMOWMHAIIMS C aHTUMUKPOOHA Teparus, KOTaTo € MOIXOISAIIIO.

[Ipacera:

- HamansBane Ha mnupekcusiTa B CIy4auTe Ha PECHUPATOPHO 3a00iisiBaHE M CIECIPOAMICH
curapoM Ha pucranakcus (PDS) - (cuHApoM Ha METPUT MacTUT arajakcus) NpU CBUHE MauKH,
B KOMOMHALUS ¢ aHTUMHUKPOOHA Teparusi, KOraTo € MOIXOASIIO.

Komne:

- HamansBane Ha Bb3malieHHe W 0OJIKA, CBBP3aHU C OCTEOAPTHKYJIAPHU M MYCKYJIHO-CKEIETHU
HapylIeHus (KyloTa, JAMAHUT, OCTE0apTPUT, CHHOBUT, TCHIMHUT U JIp. ).

- HamansBane Ha ciiefjoriepaTuBHaTa 00JIKa U Bh3IAJICHHE.

- HamansiBane Ha BuciiepanHara 00yka, CBbp3aHa ¢ KOJIHKH.
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5. INIPOTUBOIIOKA3AHUA

I[a HEC C€ U3II0JI3Ba IIPHU IaHHU 3a CTOMAIIHO-YPEBHU A3BU UJIM KbPBCHE, 3a 1a HE CC BJIOIIHN
CBbCTOAHUCTO HM.

Jla HE ce m3MmoI3Ba IpH JaHHHU 33 ChPACYHHU, YepHOAPOOHH WiIH OBOpedHH 3200 IBAaHU.

I[a HE CC€ U3MO0JI3Ba ITPU CBPBXYYBCTBUTCIIHOCT KbM KCTOHpO(l)EH, AllCTHIICAJIMITMIIOBA KHCCIIMHA NI
KBM HSIKOM OT €KCIIUITUEHTHTE.

Jla He ce M3M03Ba MPH KPBBHA TUCKPA3Hs,KOAryJIONaTHs UK XeMoparnyHa auare3a. He npunaraiite
JIpyTH HeCcTepouIHU npoTrBoBh3nanuTenan cpenactsa (HCIIBC) emHoBpeMeHHO WM B paMKHUTE Ha
24 gaca eiH OT JpYT.

6. HEBJATONPUATHU PEAKIINN

HHTpaMyCKYTHOTO HHXCKTHPAHE HAa KETOMPOGEH MOXKE JIa MPUYUHHU JICKH, IPEXOTHH, HEKPOTUIHU
CYOKJIMHUYHYU MYCKYJIHH JIC3UH, KOUTO MOCTEIICHHO OT3BYYaBaT HAKOJIKO THH CJIe]] 3aBbPIIBaHE HA
nedeHueto. [IpunaraneTo B 001acTTa Ha MUSITA MUHUMU3HPA PA3IIMPSIBAHETO U TEHKECTTA HA TE3H

JIC3HUU.

[Ipu koHE ce HaOO1aBaT MPEXOAHH JOKATHU pPEaKIlni, KOUTO W34e3BaT CIe] 5 JHH, CIe]] eTHO
MIPHUIIOKEHUE Ha TPOAYKTA B IPEMOPHUUTETHAS 00eM IO eKCTPaBacKyIapeH IbT.

ITopanu MexaHn3Ma Ha AEHCTBHE Ha KETONPOQEH, CJIeZ MHOTOKPATHO MIPUJIOKEHUE MOTAT Ja ce
HOSIBAT €PO3UBHU U S3BEHU JIE3UM HA CTOMAIIHO-YPEBHHUS TPAKT.

[Tomo6uo Ha Bcnuku HCIIBC nmopaan TAXHOTO AeiicTBHE HAa MHXNOWpaHe Ha CHHTE3a Ha
npocTarjaHIuHU, IPU HAKOM KMBOTHUMOJKE /1 ChIIECTBYBa CTOMAIIHA Wi ObOpeuHa

HCIIOHOCHUMOCT.

AKO ce TIOSIBAT HEeOIaronpusITHU peakiuy, ICYUEHHETO TPAOBa Jja ce CIIpe U J1a Ce MOTHPCH ChBET OT
BETEpUHAPEH JIeKap.

Axo 3a0enexnuTe HIKaKBU H66HaFOHpI/I$ITHI/I p€aKknuum, BKIIFOYUTCIIHO U TAKHMBA, KOUTO HC Ca OITMCAHU
B Ta3" JINCTOBKA WJIX MUCIUTEC, Y€ BETCPUHAPHOMEAUILINHCKUA ITPOAYKT HEC pa6OTI/I, MOJIA aa

yBenoMuTe Bamus BeTepuHapeH Jekap.

AJ'ITepHaTI/IBHO, MOXE aa C’BO6H_IaBaTe 4pe3 HalMOHAJIHATa CUCTEMaA 3a NOKJIaJABaHEC.

7. BUJOBE )KUBOTHMH, 3A KOUTO E IPEJHA3ZHAYEH BMII

FOBGZ[a, mpaceTa U KOHC.
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8. JO3UPOBKA 3A BCEKH BUJI ’KUBOTHO, METO/I 1 HAUNHU HA TITPUJIATAHE
WHTpaMyCKyITHO WIIH WHTPABEHO3HO MIPHUIIOKEHHE.
- T'oBena:

3 mg keronpoden/kg TenecHa maca, T.e. 1 ml mpoaykt Ha 50 Kg TenecHa maca/neH, npuiaran
WHTPABCHO3HO WU HHTPAMYCKYITHO , 33 TIPEANOYUTAaHE B 00J1acTTa Ha IIUATA.

[IpoabIKUTEIHOCTTA HA JIeUeHUETO ¢ 1-3 mHM U TPpsAOBaA J1a Ce OIpPEeaeiis B 3aBUCUMOCT OT
TEXECTTa M MPOABIIKUTEITHOCTTA HA CHMIITOMHUTE.

- IIpacera:
3 mg keronpoden/kg TenecHa maca, T.e. 1 ml mpoaykt Ha 50 Kg TenecHa
Maca/feH, mpujlarad HHTPaMyCKYITHO €THOKpaTHO. B 3aBrcHMOCT OT HaOIto1aBaHaTa peakius
Y BH3 OCHOBA Ha aHAIIM3a MOJI3a-PUCK OT OTTOBOPHUS BETEPUHAPEH JIEKap JICYCHUETO MOXKeE Ja
ce TIOBTOPHW Ha MHTEPBAIHM OT 24 Jaca 3a MaKCHMYM TpH JIedeHns. Beska WHKeKIus TpsoBa a
ce TIpuIIara Ha pa3JimgHo MSCTO.

- Komne:

2,2 mg keronpoden/kg Tenecna maca, 1.¢. 0,75 ml ot mpoaykra Ha 50 Kg TenecHa maca/neH,
NpUJIaraHd HHTPaBEHO3HO.

[IpogpmxuteTHOCTTa Ha JIedeHHeTo € 1-5 mHu u TpsadBa 1a ce ompenens B 3aBUCHMOCT OT
TEXECTTa U MPOIBIDKUTETHOCTTA Ha CHMIITOMUTE. B ciydail Ha KoMKy OOMKHOBEHO €

JIOCTaThYHA €THa MHXKEKIHA. BTopo npuiioskeHne Ha KeTonpod)eH H3UCKBa HOB KIIMHUYCH
TIperJie]t.

9. CBBET 3A ITIPABHUJIHO ITPUJIOKEHHUE

10. KAPEHTHH CPOKOBE

T'oBena:

Meco u BbTpEIIHU OpraHu: 2 AHU.

Musiko: Hyna Jaca.

Kone:

Meco u BbTpeIiHu opranu: 1 geH.

Musiko: He ce pasperiaa 3a ynotpe6a npu KOOHIIN, YUETO MIIIKO € IPEJHAa3HAYeHO 32 KOHCYMaLUs
OT Xopa.

IIpacera:

Meco u BbTpEIIHU OpraHu: 3 AHU.

11. CHELHUAJIHHU YCJOBUA 3A CbXPAHEHUE HA ITPOAYKTA

I[a CC ChXpaHABa JaJICY OT IMOIJIcAa U Ha HEAOCTHIIHU 3a A€1a MECTaA.

C’BXpaHﬂBaﬁTe (l)J'IaKOHa BBHB BbHIIIHATA OMMAKOBKa C LCJI MPEATIa3BaHC OT CBCTJIMHA.
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Jla He ce M3M0I3Ba TO3M BETEPUHAPHOMETUITMHCKY TIPOIYKT CIIe/l M3THYAHE HA CPOKA Ha T'OJIHOCT,
MOCOYEH BHPXY KapToHa ¥ (hiakoHa cien ['onen 1o. CpoKbT Ha TOJHOCT OTIOBaps Ha MOCECIHUS JICH
OT TO3U Mecell.

Cpok Ha TOJHOCT ClIe] IbPBOTO OTBapsHE Ha (uakoHa: 28 mHu.

Korato ¢urakona ce nmpobue (0TBOpH) 3a IBPBH ITBT, KaTO CE M3IOJI3Ba CPOKHT HA TOTHOCT, TOCOYCH B
Ta3u JIMCTOBKA, TPSIOBA Jla ce ONpe/eIu 1aTaTa, Ha KOSATO BCEKH MPOJYKT, OCTaHAN B ()JIaKOHA, TPsSOBa
na OpaeyHUIokeH. Ta3u 1aTa Ha yHHIIOKaBAaHETPSOBA 1a Ob/ie 3amricaHa Ha IIOCOYEHOTO MSCTO.

12. CIHEIUWAJIHU NPEAYNPEXIAEHUA

CrenpanaHy Ipeana3sHyd MEPKH 3a )KMBOTHHUTE IIPH ynoTpedaTa Ha MPOAYKTa:

He npeBumapaiite mpenopbuanara no3a. He nmpeBuiliapaiite mpenopbuyaHus IEPUO/I Ha JICUCHHE.
Ymorpebara Ha keTonpodeH He ce IpernophuBa MpH KpeddyeTa Ha Bh3PacT O] €TMH MECeTl.

Ilpu mpunaraHe Ha >KUBOTHHM Ha BB3pacT mox 6 ceIMHUIM, MOHWTA WIN NP BB3PACTHU >KUBOTHH €
HEOOXOIUMO Jla C€ ONpeneNH TOYHO [03aTa, KAKTO M Ja Ce HU3BBPIIM BHHUMATEIHO KIMHUYHO
npocnensBane. M30sreaiite HHTpaapTepraIHO HHKEKTHPAHE.

N36sreaiite ynotpeda mpu AeXuApaTUpaHu, XUIOBOJIEMUYHH MM XUIIOTEH3UBHHU XUBOTHHU, ThI KaTo
CBILIECTBYBA MOTEHIIMAIECH PUCK OT MOBHILICHA ObOpEYHA TOKCHYHOCT.

TBit KaTO cTOMaITHaTa 5S3Ba € YeCTO cpeliana Haxoaka nmpu PMWS (cuaapoma Ha MyJATHCHCTEMHOTO
cmabeeHe cieq 0TOMBaHeE), HE c€ MPENOpPhUBa M3MOA3BAHETO HA KETOMPO(EH MpH Mpacera, 3acerHaTh
OT Ta3W TMATOJOIWsA, 3a Ja HE Cce€ BJIOMM CbhCTOSHHETO HUM. IIpu KoHere wu30ArBaiiTe
€KCTPaBaCcKyJIapHOTO IPUIIOKEHHE.

CrenmanHy peanasHd  MEPKHM 3a JIMIaTa, OpWiIaralid BeTEPUHAPHOMEIULMHCKHUS IPOJYKT Ha
JKUBOTHHTE:

Morar na ce MOSBAT peakUMd Ha CBPbXYYBCTBUTEIHOCT (KOXKE€H OOpHB, ypTHKapHs). Xopa c
YCTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM aKTUBHATA CyOCTAaHLMS WJIM KbM HSKOH OT €KCLUUIHMEHTHTE
TpsiOBa J1a U30ArBaT KOHTAKT C BETCPUHAPHOMEIULIMHCKUS IPOAYKT.

W30sreaiite cny4aiiHo camMouHKekTHpaHe. lIpu ciydaiiHO camouH)KeKTUpaHe, He3abaBHO aa ce
NOTHPCH MEAULIMHCKH CHBET, KATO Ha JIEKapsl C€ MPeI0CTaBU JUCTOBKATa WIIM €TUKETa Ha MPOIYKTa.

M30srBaliTe KOHTAKT C KOXXaTta, OYUMTC W JIMIaBUIIUTC. HpI/I CJIY4a€H KOHTAKT C KOXaTa, O4YUTC WA
JIMraBuIiaTa, He3a0aBHO Ja C€ H3MHEC 3acfrHartrarta o0yacT ¢ uymucTa TC€Halla BOAA. HOT”prGTe
MCIUIUHCKU CHBCT, aKO AJPAa3HCHCTO MPOABbJIKABa.

W3muiite prieTe cu ciien ynorpeoa.

BDCMCHHOCT W JJaKTanus:

[IpoyuBanusiTa BEpXY JIADOPATOPHH )KUBOTHHU (IUTHXOBE, MUILIKH, 3aiIIM) U FOBE/Ia HE MOKa3BaT
HHUKAKBH JIOKA3aTeJICTBA 3a HEOIArONPHUATHN peakuuu. Mosxe J1a ce mpuiara o BpeMe Ha
OpEeMEHHOCT NPH KpaBH.

BesonacHocTTa Ha BETEpUHAPHOMEIMIIMHCKUS MIPOIYKT HE € J0Ka3aHa 110 BpeMe Ha OpEMEHHOCT TIpH
CBHHE Maiiku 1 koOwm. [Ipunara ce camo cief mpeleHKa mo3a/puck OT OTTOBOPHUS BETEPUHAPEH
JeKap.

Moske /1a ce puiiara o Bpeme HaJaKTalys IPH KpaBH U CBUHE MalKH.
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He ce nmpenoppuBa npuiaraHeTo My Mo BpeMe Ha JIaKTalus Mpu KOOHITH.

BsanMozelicTBrie ¢ Apyru BETEpUHAPHOMEIUIIMHCKHU IPOAYKTH U IPYTH (D)OPMHU HA B3aMMOJAEHCTBHUE:

- TpsiOBa ma ce wu30sATBa €IHOBPEMEHHOTO TMpWIaraHe Ha IUYPETHIH WIH TOTSHIIAIHO
HEe()POTOKCHMYHM CYOCTaHIIMM, THl KAaro HMMa HapacTBaHE Ha OBOpeyHWTE HApYIIECHUS,
BKITFOYUTENTHO OBOpedYHa HEeIOCTaTHYHOCT. 10Ba € BTOPHYHO IO OTHOIICHHWE HAa HaMaJICHUS
KPBBEH IMOTOK, MPUYUHEH OT HHXHOWPAHETO HAa CHHTE3a Ha TPOCTATIaHIUHH.

- Ha ve ce mpumaratr apyru HCIIBC, KOpPTHKOCTEpOWAH, aHTHKOATyJIAHTH WIH JAYPETHIN
€IHOBPEMEHHO WM B paMKHTE Ha 24 daca OT MPUIIOKEHUETO Ha IPOAYKTa, Thil KATO PUCKBT OT
CTOMAIITHO-YPEBHHU S3BH H APYTH HEOIArOMPUATHH PEAKIINU MOXKeE JIa CE U30CTPH.

- IlepuonsT 6e3 neueHne obade TpAOBa Aa OTINTA (HAPMAKOJIOTHIHNUTE CBOWCTBA HA MPOJYKTHUTE,
W3IIOJI3BAHM MTPEIN TOBA.

- KetonpodeHsT ce cBbp3Ba CHITHO C TUIA3MEHUTE MPOTEHHU U MOXKE Ja C€ KOHKYPHpa C IPYyTH
CHIJTHO CBBP3aHU CyOCTaHIINH, KOUTO MOTAT /ia OBEAAT 10 TOKCUYHU e(eKTH.

[Ipeno3upane (CHMIITOMH, CIIEIIHA MEPKH, AHTHIOTH).

[Ipenosupanero ¢ HCIIBC moxe na moBeae 10 CTOMAITHO-YPEBHH YIIIIEPAIH, 3aryda Ha IPOTEeHHH,
4YepHOAPOOHO U OBOPEYHO yBpEXKIaHE.

ITpu npoyuBaHMs 32 HOHOCUMOCT, IPOBEIEHH IpU mpaceTa, 10 25% OT KUBOTHHUTE, TPETUPAHH C
TPUKPATHO 3aBHINIEHA IPENOPHUNTEIIHA MaKcuMaHa 1032 (9 mg/kg TenecHa Maca) B MpOIbIDKEHUE Ha
TPH THU WJIH C TIpernopbunTenHara go3a (3 mg/kg TenecHa maca) B mpoIbJDKEHUE HA TPUKPATHO
3aBUILCH NPETIOPHYNTENICH MaKCUMaJIeH Niepro (9 IHM) MoKa3axa epo3UBHU H/WIIN YIIIIEPaTUBHA
JIE3WW KaKTO B aryiaHyjapHaTa (pars oesophagica), Taka U B TTaHIyJapHATE YaCTH Ha CTOMaxa.
PanHunTE pH3HAIM HA TOKCHYHOCT BKJIOYBAT 3ary0a Ha arleTUT U MacTOOOPa3HU M3MPAKHEHUS HITH
THapusl.

I/IHTpaMyCKy.]'IHOTO MMPUIIOKCHUE HA MMPOAYKTA IpH roBeaa ¢ 10 3 obTH MNpenopbUYNUTCIIHATA 103a UJIH C
3 0bTH MNpenopbYINUTCIIHATA TPOABIKUTCIIHOCT HA JICHCHUCTO (9 ,I[HI/I) HC BOAU 1O KIMHHUYHHA
npu3Hald Ha HCIOHOCHUMOCT. B’BHpeKI/I TOBA, Bb3MAJICHUC, KAKTO U HCKPOTHUYHU CYGKJ'II/IHI/ILIHI/I JIC3UHU
0sxa OTKPHUTHU B MACTOTO HAa MHKCKTUPAHC HA TPCTUPAHUTEC J KUBOTHU, KAKTO U ITOBUIIIABAHC HAa HUBATA
Ha CPK. XucTonaTonoruaHoTo H3CJICABAHC ITOKa3Ba €PO3MBHU UJIHN YJILNCPATHUBHU aboMasaHu JIC3UH,
CBBbpP3aHU C IBaTa PCKUMaA Ha JO3UPAHC.

YCTaHOBEHO €, Y€ KOHETE MOHACIT HHTPABEHO3HHU 03U KETONPo(deH 10 5 mbTH NpenopbYUTeIHaATa
J103a C TPUKPATHA NPENOPbUYUTENHA POABIDKUTENHOCT (15 nHuM), 6€3 JaHHU 32 TOKCUYHU €PEeKTH.

Axo ce Ha6J'IIO,Z[aBaT KIIMHUYHU TIPpU3HAlXA Ha IIPEA03UPAHE, HAMA cneumbnqu AHTUJO0T, [TOpaan
KO€TO TpSI6Ba Ja C€ 3all09YHE CUMIITOMAaTUYHO JICUCHHC.

OCHOBHHM HECHBMECTUMOCTH.

HpI/I JIMIICAa Ha JaHHU 3a CbBMCCTHUMOCT, TO3U BETCPUHAPHOMEIUIMHCKHU IIPOAYKT HE Tpr6Ba Ja 6”5,[[6
CMCCBAH C ApYyru BETCPUHAPHOMCAUIIUHCKU IPOAYKTH.

13. CIHEHUAJHU MEPKMU 3A YHUILIO’)KABAHE HA HEM3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHIU OT HET'O, AKO UMA TAKHUBA
BMII He TpsiOBa 1a ObaaT U3XBBHPIISHU Ype3 OUTOBH OTIAIBIN UM OTHAIHU BOJIH.

ITonuraiite Bammusa BeTepuHapeH jgekap KakBo Ja npaBute ¢ HeHyxHuTe BMIL.
Te3n MepKH e MOMOTHAT 32 ONa3BaHE Ha OKOJIHATA Cpeia.
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14. JATATA HA IOCJIEAHATA PEJAKIIUA HA TEKCTA

01/2022

15. JOHBJHUTEJ/IHA HTH®OPMAILIUA

Pa3sMepu Ha omakoBKaTa:

Kyrusi, ceappixkaiia 1 ¢utakon ot 50 ml
Kyrusi, ceappikaia 1 ¢akon ot 100 ml
Kyrwus, ceabpxaria 1 gpuakon ot 250 ml
Kyrus, ceabpxaria 12 ¢akona ot 50 mi
Kyrus, ceabpxaria 10 ¢akona ot 100 ml
Kyrwus, ceabpxaria 10 ¢akona ot 250 ml

He Bcuuku pa3mepu Ha onakoBKaTa Morar Aa ObAat IpeajgaraHy Ha rnasapa.
Camo 3a BeTepHMHAapHOMEIUIMHCKA yHIOTpeoa.

3a Bcsika MHGOpMAIMA OTHOCHO TO3U BETEPHUHAPHOMEIUIMHCKH MIPOAYKT, MOJISI CBBPKETE CE C
TEPUTOPHAIHHMS IPEACTABUTEN Ha IPUTEXKATEIIS Ha JIMLIEH3a 3a ynoTpeoa.

,,bOBAJI-bosmxunes” OO/]
rp. Codus/1510, yi. ,,Pe3bapcka“ 15 B
Boearapus
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