NPUJIIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIMHCKUSA MTPOAYKT
Coxatab 25 mg ppBuaIy TabIETKH 32 KyyeTa

Coxatab 57 mg pbpBuaIy TabIETKH 32 KyyeTa

Coxatab 100 mg apBuany TabIETKH 32 Ky4eTa

Coxatab 225 mg apBuany TabIETKH 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Bcsika TabneTka chIbpiKa:

AKTHBHA cy0cTaHIUA:

Coxatab 25 mg npByaly TabJIeTKH

Firocoxib 25 mg
HIIN

Coxatab 57 mg npBUaIy TabJIeTKH
Firocoxib 57 mg
WA

Coxatab 100 mg mpBYaIy TabJIETKH
Firocoxib 100 mg
WA

Coxatab 225 mg npByamm TabiIeTKu
Firocoxib 225 mg

ExcuunueHnTu:

3a IIBIHUA CIIMCHK Ha EKCIIMITNEHTHTE, BIDK T. 6.1.

3. GOAPMALEBTUYHA ®OPMA

TaOnerka 3a 1bpBYEHE.

MpbcHO0Os1a 10 cBeTiioKadaBa, U3MBCTPEHA ¢ KasBU NETHA, KPBIIa U U3ITbKHAIA TabIeTKa ¢
KpBCTOOOpa3Ha JTMHHS 32 CUYIIBaHE OT eHaTa CTpaHa. TabIeTKuTe MOXKe Jia ce pa3lenarT Ha 2 wid 4
PaBHH YaCTH.

4. KJIMHUYHU JAHHU

4.1 BuaoBe ;KHBOTHH, 32 KOUTO € nmpeanazHaden BMII

Kyuera.

4.2 TepaneBTHYHHU NOKA3aHUsI, ONIPe/ieJIEHH 32 OTAJHUTE BHA0BE sKUBOTHU

3a oOnexyaBaHe Ha OOJIKa U Bb3MaleHHE, CBbP3aHU C OCTEOAPTPUT IPH KydeTa.

3a oOnexkyaBaHe Ha ciieonepaTuBHa 00JIKa U Bb3MaJIeHNe, CBbP3aHU ¢ MEKOTbKaHHA, OPTONeIUYHA U

JCHTaJTHA XUPYPTHUS IPH KydeTa.

4.3 IIpoTuBOmOKa3aHHA



Ja He ce U3M0I3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIIMSI WM KbM HSIKOH OT
CKCIUITUEHTHUTE.

Ja He ce u3non3Ba npy OpeMEeHHH WM JIAKTUPAIIH KEHCKU KydeTa.

Jla He ce M3Mon3Ba Mpy KUBOTHHU Ha Bh3pacT moj 10 ceqMuiy wim ¢ TenecHa maca nox 3 Kg.

Ja He ce U3M0I3Ba NPH KUBOTHH, CTPAJIAIIU OT CTOMAIIHO-YPEBHO KbPBEHE, KpbBHA JUCKPA3Hsl UIH
XEMOparun4Hy HapyIIeHHsI.

Ja He ce U3M0NI3Ba €IHOBPEMEHHO C KOPTUKOCTEPOUIH WK APYTH HECTEPOUIHH
npoTtuBoBb3MaIuTenHu cpencrea (HCTIBC).

4.4 CneuuajHy mpeana3sHd MePKH 3a BCEKH BHUJI )KMBOTHH, 32 KOUTO € peaHasHadyen BMII
Hsma.
4.5 CroeunajHu Npeana3sHu MepKH NpH ynorpeoda

CHGHI/IEU'IHI/I OpeanasHu MCPKHU 3a ) KUBOTHUTE ITPHU VHOTDe6aTa Ha IMpoAYKTa

[Ipenopbunrtennara n03a, BX. T. 4.9, He TpsiOBa /1a ce MpeBUINABA.

VHOTpe6aTa IIprU MHOT'O MJIaaX )KUBOTHU WUJIK ) KUBOTHU CbC CbMHCHUE WUJIN ITOTBHPIKIACHUE 3a
yBpexaaHe Ha ObOpedyHaTa, Chp/ieuHaTa WK YepHOIpoOHaTa (DYHKIIUS MOXKE JIa BKIIIOYBA
JOITBITHUTENICH PUCK. AKO TakaBa ynorpeda He MOxe 1a Ob/1e n3bernara, Te3u Kydera ce HyXIasT OT
BHHUMATEITHO HaOIIO/ICHE OT BETEPHHAPEH JIeKap.

N36sreaiite ynorpebara mpu )KMBOTHHU C JEXUpATALIHs, XUITOBOJEMHUS UIH XUIIOTECH3MS, Thi KaTo
ChbIICCTBYBA IMMOTCHUIHAJICH PHUCK OT IMMOBUILICHA 6L6peqHa TOKCHYHOCT. EIIHOBpeMeHHOTO IIPUIIOKCHUE
HAa MOTECHINATHO He()POTOKCHYHH MPOAYKTH TPsIOBa Jia ce 30sTBa.

Wznon3BaiiTe To31 BETCPHUHAPHOMEMIIMHCKH MTPOAYKT MOJT CTPOTO HAOIIOJACHUE OT BETCPHHAPEH
JieKap, KOraTo ChIIECTBYBa PUCK OT CTOMAIIHO-UYPEBHO KbPBEHE HIIH aKO KHBOTHOTO € TIOKa3BaIo
npenu ToBa HeroHocuMocT kbM HCIIBC. brOpeunn n/viy 4epHOpOOHN HapyIIEHHS ¢a JOKJIaJABaHU
B MHOTO PEJIKH CIIy4Yau MpU Ky4yeTa, Ha KOUTO € MpUJIarana NpernopbunTeliHara ieueOHa J103a.
BB3MOXKHO € 4acT OT Te3H CiIydau Ja ca MMaiid CYOKIIMHUYHO OBOPEUHO UM YEPHOAPOOHO
3a00JIsIBaHe MpeIy HaYauoTo Ha Tepanusara. [lopamy ToBa ce mpenopbyBa MoIX0IsII0 1abopaTopHO
M3CIIeIBaHe 3a yCTAaHOBSIBaHE HA M3XOJHA ObOPEUHH WK YEePHOAPOOHY OMOXUMHUYHH ITapaMeTpH
Mpey ¥ TIEPHOJANTHO 10 BpeMe Ha TPUIIOKEHHETO.

JleuenneTo TpsIOBa Ja ce MPEKpaTH, ako ce HaOJII0JaBa HAKOW OT CIIEIHUTE TPU3HAIIN: TIOBTapSIIA ce
JMapusi, TIOBPBIIIaHe, CKPUTA KPBB B U3MPAKHECHUATA, BHE3AITHA 3ary0a Ha TEro, aHOPEKCHS,
JIETapTHs, BJIOIIaBaHe Ha ObOPEUHHUTE UITH YePHOAPOOHN OMOXUMUIHH ITapaMEeTpPH.

Crenpaiiy npeanasHy MEPKHU 34 JIMLATa, IPUJIArai BETEpUHAPHOMETUIIMHCKIUS IIPOAYKT Ha
JKUBOTHHTE

W3muBaiite prieTe cu ciief] ynorpeda Ha MPOAyKTa.

[Ipu ciyyaiino normeinaHe He3a0aBHO NOTHPCETE MEAULMHCKY CHBET U IOKAXKETE Ha JIeKaps
JIMCTOBKATa OT ONAKOBKATa MJIM €TUKETA.

Paznenennte TabneTku TpsAOBa Aa ce BPBIIAT B OPUTHMHAIHATA OIIAKOBKA.

4.6 He0naronpusiTHu peaknuy (4eCTOTa U BAKHOCT)

[lonsikora ce cpoO111aBa 3a MOBPBILAHE U Auapus. Te3u peakuy 0OMKHOBEHO UMAaT NPEXOJIeH
Xapakrtep U ca 00paTUMHM IPU CIMPaHe Ha JieueHreTo. bpOpeunu n/unm 4epHoApOOHM HapyLIEHHS ca
JOKJIaJBaHH B MHOTO PEJIKU CITyyad IIPU Ky4eTa, Ha KOUTO € IpujlaraHa npenopbunTenHara jeueoHa
no3a. Psanko ce cro0mmaBa 3a HapyIeHH Ha HEpBHATA CUCTEMa TPH JIEKyBaHHU KydeTa.

AKO ce TOSIBAT HeONMaronpHusITHU PEaklMy KaTo MOBPbIIAHE, MOBTApSIIA Ce TUapHsl, CKPUTA KPbB B
U3IpaXHEHUTa, BHE3aITHA 3ary0a Ha TErjo, aHOPEeKCHs, JIETapTus, BjolIaBaHe Ha ObOpeYHNUTE UK
YepHOAPOOHHUTE OMOXMMHUYHHU TapaMeTpH, yrnoTpedaTa Ha MpoAyKTa TpAOBa Jia ce MPeyCTaHOBU U Ja



ce IOTHPCH ChBET OT BeTepuHapen jekap. Kakro u mpu npyrute HCIIBC, Moxe na ce mosBst
CEpUO3HU HEKEIIaHU PEaKI[UU, KOUTO B MHOTO PEIIKU CIIy4and MOXe Ja ObJar (haTaiHu.

YecroTara Ha HEOIATONMPUATHUTE PEAKIIMU CE OMPEesIs upe3 ClIeAHaTa KiacuQUKaIusi:

- MHoOr0 4yecTd (moBeue oT 1 Ha 10 TpeTHpaHu )KUBOTHH, MIPOSBSIBAILN HEOIArONPHUATHU PEAKIINH )

- yecTu (moBeye oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTupaHu )KUBOTHH)

- He yecTH (rmoBeue ot 1, Ho mo-Manko oT 10 xuBotHU Ha 1000 TpeTUpaHu KUBOTHH)

- peaxu (moseue ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 10 000 TpeTupaHu )KUBOTHH)

- MHOTO peAkH (rmo-Manko oT 1 )xuBoTHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUYUTETHO
W30JINPAaHHU CHOOILICHHS).

4.7 Ynorpe6a no Bpeme Ha OPeMEHHOCT, JJAKTAL U WIH siilleHOCeHe

Ja He ce u3non3Ba npy OpeMEeHHH WM JIAKTUPAIIH JKEHCKU KydeTa.
JlaGopaTopHH MPOyYBaHUs IPH 3alIH ca J0Ka3aIl (ETOTOKCHYHOCT U TOKCHYHOCT 32 MaliKaTa MpH
703U, MPUOIMKABAIIH ce JI0 PENophUYHTENHATA JJedeOHa 71032 32 Ky4eTo.

4.8 BzaumojeiicTBHE ¢ IPYTd BeTEPHHAPHOMEIHIIHHCKY MPOAYKTH U APYyru (popmMu Ha
B3auMojaeicTBHE

IIpenBapuTenHOTO J€UEHHUE C APYTH TPOTUBOBBINAINTEIHN MPOTYKTH MOXKE J1a JOBEE /10
JOITBJIHUTEIIHU WIHN 3aCUJICHU He6HaFOHpI/I${THI/I p€akuu U CbOTBETHO Tpf[6Ba Ja C€ CIia3Ba Iepuo]g
0e3 JiedeHne ¢ TaKWBa MPOAYKTH B MPOIBIDKEHNE Ha Hal-Mallko 24 yaca Mpeu 3ali09BaHeTo Ha
JIEYEHNETO C BETepUHAPHOMETUIIMHCKHS MTPOAYyKT. [leproasT 6e3 neueHne obaye TpsOBa a B3eMe
npeaBug q)apMaKOKI/IHeTI/I‘-IHI/ITe CBOMCTBA Ha M3IIOJI3BAaHUTE nmpe€aun ToBa JICKAPCTBCHU IMPOAYKTH.

[IponykTsT He TpsOBa na ce npuiara 3aeaHo ¢ aApyrd HCIIBC iy riroKOKOPTHKOCTEpOuan. SI3Bute
Ha CTOMAIITHO-YPEBHUS TPAKT MOKE Ja C€ BJIOMIAT OT KOPTUKOCTEPOUAN MIPH KUBOTHHU, HA KOUTO Ca
JaieH! HECTEPOUIHH MTPOTHBOBB3IMAIUTEIHH CPEJICTBA.

EnHOBpeMEHHOTO JIeYeHHE ¢ MOJICKYJIH, IOKA3BaIll JISHCTBUE BHPXY OBOPEUHHS TIOTOK, HAIP.
IUYPETHIIA WM UHXUOUTOPY Ha aHTHOTeH3WH KoHBepTupamus eH3nM (ACE), TpsOBa na moanexn Ha
KIMHHYHO HaOJIo/ieHHe. EMTHOBPEMEHHOTO MPHITOKEHNE HA MOTSHIIMATHO HEQPPOTOKCHYHU IPOTYKTH
TpsiOBa Ja ce n304rBa, Thil KATO MOXE J1a Ma MTOBHUIIICH PUCK OT OBOpeYHa TOKCHIHOCT. Thit KaTo
AHECTETUYHHTE TPOAYKTH MOXE J1a OKa)KaT BIUSHIE BEpXy ObOpeuHaTa nepdysus, TpsaOBa aa ce
0OMUCIIH U3MONI3BAHETO HA MapeHTepallHa TePaIus ¢ TEYHOCTH 110 BpEMe Ha OrepaiusiTa, 3a Jia ce
HaMaJIAT OTEHIIHATHUTE OBOpEedHN YCIOKHEHUS Ipyu iepuorneparusaa ynotpeda Ha HCIIBC.

EnnoBpemenHara yrnorpeba Ha Apyru cyOCTaHIIMH, KOUTO UMAT BHCOKA CTEIIEH HA CBBP3BaHE C
MPOTEHHH, MOXeE J1a ce KOHKYpHUpa ¢ GHUPOKOKCHO 3a CBbP3BAHE M M0 TO3HM HAYHH J1a JOBENE 10
TOKCHYHU ePEeKTH.

49 Jlo3a u HAYMH HA MPWIOKEHHE

[Tepopanno npunoxeHue.

OcteoapTpur:
IMpunaraiire 5 mg /kg TenecHa Maca BeIHBK JHEBHO, KAKTO € TIOKA3aHO B TAOIMIIATA MO-0ITY.

HpOIL'LJ'DKI/ITCJ'IHOCTTa Ha JICYCHHUETO IS 3aBUCHU OT Ha6J'IIO,I[aB8.HI/IH OTTOBOD. Twii kaTo TCPCHHUTC
MMpoOy4BaHU:A Ca OTPpaHUYICHU 10 90 AHU, TO-ABJIITOCPOIHOTO JICUCHHC TpH6Ba Ja ce oomucs
BHUMATCIIHO U a C€ U3BBbpIIBA PECAOBHO Ha6J'IIO,I[€HI/Ie OT BETCpHUHAPHUA JICKAP.

OO6nekyaBaHe Ha ciaeaoncparuBHa 0oJIKa:
HpnnaraﬁTe 5 mg / kg TCJICCHA MacCa BSAHBXK JHCBHO, KAKTO € MPCACTABCHO B Ta6nnuaTa no-goJy, 3a
nepuong ao 3 JHH, aKO € HCO6XO,I[I/IMO, KaToO 3aIll04YHETEC HpI/I6J'II/I3I/ITCJ'IHO 2 yaca npeau ornepanusTa.




Cnen opToneaAn4Ha ornepanusa U B 3aBUCUMOCT OT Ha6J'IIOILaBaHI/I$I OTTOBOP JICYCHUCTO C M3IIOJI3BAHE
Ha CblllaTa ATHEBHA CXEMa Ha JO3UPAHC MOXKE [d MPOABIIKU CIIC MbPBUTC 3 1Y 110 IMpeIcHKa Ha
JICKYBallls BETCPUHAPCH JICKAp.

Teaecna maca (Kg)

Bpoii TadaeTKu 3a TLBYEHE N0 pa3Mep

mg/kg TuanasoH Ha

25 mg 100 mg TejlecHa Maca

30-35 0,75 5,4-6,25

36-5 1 0,25 50-69

51-6 1,25 52-6,1
6,1-75 15 50-61
76-85 1,75 51-58
8,6 —10 2 0,5 50-58
10,1-15 0,75 50-74
15,1-20 1 50-6,6
20,1 -25 1,25 50-6,2
25,1-30 15 50-6,0
30,1-35 1,75 50-58
35,1-40 2 50-57

NI

bpoii TadgeTKHU 32 TbLBYEHE M0 pa3Mep

Teaecna maca (Kg) 57 mg mg/kg nmana3on Ha
TeJieCHA Maca
3,0-55 0,5 52-95
56-75 0,75 57-76
7,6 -10 1 57-75
10,1-13 1,25 55-71
13,1-16 15 53-6,5
16,1185 1,75 54-6,2

nin

bpoii TadjeTKH 32 TbBYEHE M0 pa3Mep

Teaecna maca (Kg) 225 mg mg/kg nuanazoH Ha
TeJecHa Maca
18,4 -225 0,5 50-6,1
22,6 —335 0,75 50-75
33,6 —45 1 50-6,7
45,1 -56 1,25 50-6,2
56,1 - 67 1,5 50-6,1
67,1-78 1,75 50-59
78,1-90 2 50-58

TabneTkuTe MOXe Ja Cc€ npujiarat CbC NN 0e3 XpaHa.
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TabneTkuTe MOXKe Ja ce pa3fenar Ha 2 uin 4 paBHU YacTH, 3a JIa C€ OCUTYPH TOYHO JI03UpaHE.
[NocraBere TabneTkara BbpXy paBHa OBBPXHOCT, KAaTO CTpaHara C JeJUTeNHaTa YepTa € o0bpHaTa
Harope, a u3bkHajaTa (3a00JieHa) cTpaHa € 00bpHATa KbM MTOBBPXHOCTTA.

3a pa3zensiHe Ha 2 paBHU YacTH:

HarucHere nanuure cu HaJ0dy BbpXY JIBETE CTPAHU Ha TalJieTKara.

3a pa3gensiHe Ha 4 paBHU YacTH:

HarucHere nanena cu HaJlony No cpeyaTa Ha TabJjeTKaTa.

4.10 Ilpeno3umpane (CHMIITOMM, CIICIIIHA MEPKH, AaHTH0TH), AKO € He00OX0AMMO

HpI/I Kyd€Ta Ha JE€CCTCEAMUYHA Bb3PAaCT B HAYAJIOTO HA JICUHCHUECTO ITPH 103U, paBHU HaA UJIHU 110~
roiemu ot 25 mg/kg/nen (5 mbTH MpenopbUMTEHATA J1032), B IPOIBIDKEHUE HA TPH Mecera ca
HAOJIOIaBaHM CIICHUTE MMPU3HAIM HA TOKCHYHOCT: 3ary0a Ha TellecHa Maca, HaMaJleH alleTHT,
MIPOMEHH B YepHUS Ap00 (HATpyIIBaHE Ha JIMITHIHN ), MO3bKa (BaKyOJH3aIHsl ), TBAHAICCETONIPHCTHUKA
(s13811) ¥ cMBPT. [Ipu 1034, paBHU Ha WK MO-rojiemMu oT 15 mg/kg/nen (3 mbTH NpenopbYNTEIHATA
7103a), B TIPOJIBIKCHUE Ha IIECT Mecella ca HabIro1aBaHy MOIOOHH KJIMHUYHU MPU3HAI, BBIIPEKH Ue
TEXKECTTa ¥ YecToTaTa ca OWITH IMO-HUCKY U ca JIMTICBAN JTyO/ICHAITHH SI3BH.

[Tpu npoyuBaHusTa 32 6€30MACHOCT MPU BUIAOBE XKUBOTHU 33 KOUTO € ITPEJHA3HAYEH MPOYKTa,
KIMHUYHHATE MTPU3HAIY Ha TOKCHYHOCT ca OWJIM 00paTUMU MPH HAKOM KydeTa clie/l IpeKpaTsBaHe Ha
TepanusiTa.

[Tpu kydeTa Ha celeM MeceuHa Bb3pacT B HAYaJIOTO Ha JICYCHUETO TIPH JIO3H, MTO-TOJIEMH WM PAaBHU
Ha 25 mg/kg/nen (5 mpTH mpenopbpUNTENHATA /103a), B IPOIBDKEHUE Ha IIECT MEcera ca

HaOII0JaBaH! CTOMAITHO-YPEBHU HEOIATONPUSTHH PEAKIIHH, T.€. TOBPBIIAHE.

He ca npoBexx1aHu nIpoy4YBaHus 3a NpeJO3UpaHe Npy KUBOTHU HA Bb3pacT HaJ 14 mecena.
AKo ce HaOMIOAAaBaT KIMHUYHY [IPU3HALM Ha MPEeI03UpaHe, MPeKpaTeTe JICUCHUETO.

4.11 KapeHTeH cpoK

He e mpunoxumo.

5. OAPMAKOJOTMYHU OCOBEHOCTHA

dapmakorepaneBTruHa Tpymna: [[poTHBOBB3MANATENHA U AHTHPEBMATHYHU TIPOITYKTH, HECTEPOUTHH.
Berepunapnomenuuuncku Anaromo-TepanesruueH Koa: QMO1AHO90.

5.1 ddapmakoaMHAMHYHH CBOiiCTBa

DUPOKOKCHOBT € HECTEPOUAHO MpoTHBOBB3NaIUTeNHO cpeacTso (HCIIBC), npunagiexamio KbM
rpymnara Ha KOKCHOHMTE, KOETO JISHCTBa Ype3 CeNIeKTUBHO MHXUOMpaHe Ha IuKiIookcurenasa-2 (COX-
2) — MeIMMpaH CHHTE3 Ha MpocTarijananHy. L{ukiiookcurenasara e OTTOBOpHA 3a TeHEPHPAHETO Ha
npocrarnaaguad. COX-2 e nzoopmara Ha eH3UMa, 32 KOMTO € I0Ka3aHo, Ye ce MHAYLHpPa OT



MPOBB3NATUTEIHUTE CTUMYJIH U Ce IPEATOoIIara, e € OCHOBHO OTTOBOPEH 3a CHHTE3a Ha
MPOCTaHOUHUTE MEANATOPH Ha OoJKa, Bb3MmajeHue u Tpecka. CiaeqoBaTeTHO KOKCHOUTE TTOKa3BaT
aHaJTeTHYHH, TPOTUBOBB3MAINTENIHA U aHTUIIMPETHYHH cBolicTBa. Cunta ce cpuio, ye COX-2
y4acTBa B OBYJIAIIMATA, UMILIAHTUPAHETO U 3aTBAPSHETO HA OYKMYC apmepuo3yc N PyHKIUUTE Ha
LeHTpalTHaTa HepBHA crcTeMa (MHIYKLHUS Ha TPECKa, BB3MPHUATHE HA O0JIKA M KOTHUTHBHA QYHKIIHS).
ITpwm in vitro ananu3u Ha 1s1a KPBB NPH KydeTa GUPOKOKCHO MposiBsiBa puOIH3uTeiHO 380-KkpaTHa
cenektuBHOCT 32 COX-2 cnpsmo COX-1.

KonueHnTtpanusra Ha pupokokcud, HeoOxoauma 3a nuxuodupane Ha 50% ot enzuma COX-2 (t.e. 1Cso),
e 0,16 (= 0,05) uM, nokaro ICso3a COX-1 e 56 (£ 7) uM.

5.2 dapMaKOKHHETHYHU 0COOEHOCTH

Crienr mepopaliHO MPHIOKEHHE MPH KydeTa B IpernopbunTeNHaTa 103a ot 5 mg/kg TenecHa maca
¢dupoxokcu6 ce pezopbupa ObP30 ¥ BPEMETO 3a JIOCTUTAaHE Ha MaKCUMaTHa KoHIeHTpanus (Tmax) e
1,25 ( 0,85) waca. [TukoBara koHuenTpanus (Cmax) e 0,52 (£ 0,22) pg/ml (ekBuBaIeHTHO HA
npubimsutenso 1,5 uM), miomrra mox kpusata (AUCo-24) € 4,63 (£ 1,91) ug x yac/ml, a mepopanrHara
ouonanuyHoCT € 36,9 (£ 20,4) %. EnuMuHaMOHHUAT 1OTYKUBOT (t) € 7,59 (£ 1,53) yaca.
OupokokcuObT € mprbIU3nTeNHO 96% CBBp3aH ¢ TIazMeHnTe npoterHu. Cliel MHOTOKPaTHH
MEPOPATHU MPHIIOKEHUS CTAOUITHOTO CHCTOSTHHUE CE JIOCTUTA C TPEeTaTa JHEBHA J103a.

OUpOKOKCHOBT ce META0OIH3HUpPa MPEMMHO Upe3 JICATKWINPAHE U TIIOKYPOHUPAHE B YEPHUS JIPOO.
EnmuMUHHpaHETO Ce M3BBPIIBA OCHOBHO B XIIbYKATa U CTOMAIIHO-YPEBHUS TPAKT.

6. DPAPMALEBTUYHU OCOBEHOCTHU

6.1 Cnucbk Ha eKCUUIIHEHTHTE

JlakTo3a MoHOXMApAT

MuxkpokpucTanHa 1enyio3a

XUAPOKCUITPOTHII 11€J1y103a

Kpockapmenosza Hatpuii

CunnuueB IUOKCUA, KOJOUAEH, XUApaTHPaH

Marunesues cTeapar

ApOMaTH3aHT C BKYC Ha ITHJIE

6.2 OCHOBHHM HECHBMECTHMOCTH

He e npunoxumo.

6.3 Cpok Ha rogHoct

CpOK Ha TOJHOCT Ha KpalHUS BETEPUHAPHOMEAULIMHCKY IPOAYKT: 3 TOJUHHU.
6.4 CrhenuajaHu ycJa0BHA 32 ChbXpaHeHHEe HA MPOIYKTa
To3u BeTepMHApHOMEIUIMHCKH MTPOAYKT HE U3UCKBA HUKAKBY CICIMAIIHN YCIIOBHSA 332 CbXpaHEHHE.
6.5 BwuawucbcTaB Ha TBPBHYHATA ONMAKOBKA
Anymununii — PVC/PE/PVDC 6arcTep B KapTOHEHA KyTHSI.
Kapronena xytus ¢ 10 tabnerku

Kapronena xytus ¢ 20 tabnerku

Kapronena xytus ¢ 30 tabnerku

Kapronena xytus ¢ 50 tabnerku

Kapronena xytus cbc 100 Tabnerku
Kapronena xytus ¢ 200 tabnetku



He Bcuuku pazMepu Ha omakoBKara MoraT Ja ObaaT IpeajaaralHy Ha masapa.

6.6 Crleuna.mm MEPKH 3a YHUIIOKABAHEC HA HEU3MOJI3BAH MPOAYKT WM OCTATBIH OT HEro
Bceku Hensmnon3san BCTCPUHAPHOMCIUIIUHCKU ITPOAYKT WJIM OCTATBbIIU OT HET'O TpSI6Ba aa 6’bI[aT
YHUIIOKCHU B CHbOTBETCTBUEC C U3MCKBAHUATA HAa MECTHOTO 3aKOHOJATCIICTBO.

7. IMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH

Ostlandring 13

31303 Burgdorf

I'epmanus

8. HOMEP(A) HA JIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/22/286/001-024

9. JATA HA ITbPBOTO U3JIABAHE/IIO/ITHOBSABAHE HA JIMIIEH3A 3A

YIIOTPEBA

Jlata Ha TEPBOTO M3AaBaHE HA JIMIIEH3a 3a yroTpeda: 12/08/2022

10. JATA HA NIOCJIEAHATA PEJAKIUSA HA TEKCTA

[Toxpo6Ha uHpOpPMALHs 32 TO3U BETEPUHAPHOMEAUIIMHCKU IPOIYKT MOXKE J1a HAMEPHUTE Ha
MHTEpHET cTpanunaTa Ha EBponeiickara arenius no sekapcrsata (http://www.ema.europa.eu/).

3ABPAHA 3A ITIPOJAKBA, CHABJASBAHE U/NJIA YIIOTPEBA

He e mpunoxumo.


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

NPUJIOXKEHMUE 11
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJABAHE HA ITAPTUJIATA

YCJIOBUA NJIK OTPAHUYEHUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIUA CE 10 NIPEJJIATAHETO UWIM YIIOTPEBATA MY

CTATYC HA MACOK



A. TIPOU3BOIAUTEJL, OTTOBOPEH 3A OCBOBOKJABAHE HA ITAPTUIATA

Hme u agpec Ha MPOU3BOAUTENS, OTTOBOPEH 32 OCBOOOKIaBAHE HA MAPTHIATA

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

I'epmanus

b. YCIJI0OBUA NJIM OI'PAHUYEHUA B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIU CE JO NPEAJIATAHETO NJIX YIIOTPEBATA MY

BerepunapHOMEIUIIMHCKH MTPOIYKT IO JIEKAPCKO MPEANICAHHE.

B. CTATYC HA MJCOK

He e npuioxumo.
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NPUJIOKEHMUE 111

ETUKET U JIMCTOBKA
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A. ETUHKET
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HHOOPMAILIUS, KOATO CE N3IINCBA BBPXY BBHIIHATA OITAKOBKA

ETnker Ha KapTOHeHATa KyTHS

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA ITPOAYKT

Coxatab 25 mg ppBuaIm TabIETKY 3a Ky4yeTa
Coxatab 57 mg npByaim TabJIeTKH 32 Kydera
Coxatab 100 mg nrpBuany TabJETKH 3a KyyeTa
Coxatab 225 mg apBUany TabIeTKH 33 KydeTa
(dupoKrokcuo6

‘ 2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHLUMUSA

Firocoxib 25mg
Firocoxib 57 mg
Firocoxib 100 mg
Firocoxib 225 mg

3. OAPMALEBTUYHA ®OPMA

TabieTka 3a JbBUEHE.

4. PASMEP HA OITAKOBKATA

10 TabneTku
20 TabieTkn
30 TabmeTkn
50 TabmeTkn
100 TabneTkn
200 TabmeTkn

5. BHUJOBE JKUBOTHU, 3A KOUTO E ITPEJHA3HAYEH BMII

Kyuera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJ 1 HAYUH HA TPUJIOKEHHUE

[lepopanHo npunoxeHue.
[Ipeaun ynoTtpeba npoyeTn TUCTOBKATA.

8. KAPEHTEH CPOK
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9. CHELNUAJIHU NPEAYTIPEXJIEHUSA, AKO E HEOBXOJINMO

[Ipeau ynoTtpeba mpoyeTn TUCTOBKATA.

10 CPOK HATOJHOCT

T'onmen no

11. CHELUWAJIHU YCJOBUS 3A CbXPAHEHHUE

12. CHELUAJIHA MEPKHU 3A YHULIOKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NJIN OCTATHBHU OT HET'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHe: IMpOYCTH JIMCTOBKATA.

13. HAIANUCHT ,,CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA“ U
YCJIOBUA NI OTPAHUYEHHN S OTHOCHO PA3ITPOCTPAHEHUETO U
YIHOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHApHOMEIHUIIMHCKA yroTpeda. Jla ce oTimycka camo 110 JIEKapCKo MpeInicaHue.

14. HAJIIMCBHT ,JA CE CBXPAHSIBA JIAJIEY OT ITOTJIEJA U HA HEAOCTBITHA
3A JIEITA MECTA“

Jla ce cpxpaHsiBa gajed OT Morjiena U Ha HEAOCTHITHH 3a JeIa MecTa.

15, HMME U IIOCTOAHEH AJIPEC HA ITPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

I'epmanus

16. HOMEPA HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/22/286/001 (25 mg, 10 TabmeTku 3a ABBYEHE)
EU/2/22/286/002 (25 mg, 20 TabieTku 3a JHBUCHE)
EU/2/22/286/003 (25 mg, 30 TabieTku 3a qLBUCHE)
EU/2/22/286/004 (25 mg, 50 TabieTku 3a qHBUCHE)
EU/2/22/286/005 (25 mg, 100 TabneTkn 3a ABYEHE)
EU/2/22/286/006 (25 mg, 200 TabneTkn 3a ABYEHE)
EU/2/22/286/007 (57 mg, 10 TabieTku 3a qLBUCHE)
EU/2/22/286/008 (57 mg, 20 tabneTku 3a 1bBUCHE)
EU/2/22/286/009 (57 mg, 30 tabneTku 3a 1bBUCHE)
EU/2/22/286/010 (57 mg, 50 tabneTku 3a 1bBUCHE)
EU/2/22/286/011 (57 mg, 100 TabneTku 3a ALBYCHE)
EU/2/22/286/012 (57 mg, 200 TabneTku 3a ABYCHE)
EU/2/22/286/013 (100 mg, 10 TabneTku 3a ABYCHE)
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EU/2/22/286/014 (100 mg, 20 TabneTku 3a ABYCHE)
EU/2/22/286/015 (100 mg, 30 TabneTku 3a AbBYCHE)
EU/2/22/286/016 (100 mg, 50 TabneTku 3a AbBYCHE)
EU/2/22/286/017 (100 mg, 100 tabneTku 3a 1bBYCHE)
EU/2/22/286/018 (100 mg, 200 TabieTku 3a JbBUYCHE)
EU/2/22/286/019 (225 mg, 10 tabneTku 3a ABUYEHE)
EU/2/22/286/020 (225 mg, 20 TabneTku 3a ABUYEHE)
EU/2/22/286/021 (225 mg, 30 TabneTku 3a ABUYEHE)
EU/2/22/286/022 (225 mg, 50 TabneTku 3a AbBYEHE)
EU/2/22/286/023 (225 mg, 100 TabmeTku 3a AbBUYCHE)
EU/2/22/286/024 (225 mg, 200 TabieTku 3a AbBUYCHE)

17. HAPTHUAEH HOMEP

ITapTuna
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MUHUMYM UHO®OPMALIUSA, KOATO TPABBA A BbJAE U3IIMCAHA BBPXY
BJUCTEPHU WIN JIEHTHU

BbaucrepHo gosno

1. HAUMEHOBAHUE HA BETEPUHAPHOME/JIUIIUHCKUA ITPOAYKT

Coxatab 25 mg ppBuaIm TabIETKH 32 KyyeTa
Coxatab 57 mg npBYaIy TabJIeTKH 32 Kydera
Coxatab 100 mg nrpBuamy TabISTKU 3a KyueTa
Coxatab 225 mg apBUany TabIeTKH 33 KydeTa
¢$upoKrokcuo6

‘ 2. HAMUMEHOBAHUE HA IIPUTEKATEJISI HA JIMIEH3A 3A YIIOTPEBA

CP-Pharma Handelsgesellschaft mbH

3. CPOK HA IT'OJHOCT

T'onmen no

4. ITAPTUAEH HOMEP

ITaptuna

‘ S. HAJIUCDHT ,,CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA“

Camo 3a BeTepHHAPHOMEIHNIIMHCKA yIIOTpeoda.
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B. IUCTOBKA
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JIMCTOBKA:
Coxatab 25 mg npBuamm Tad/IeTKH 32 Ky4eTa
Coxatab 57 mg npBuamm TadaeTKH 32 Ky4yera
Coxatab 100 mg xpBUYamu Ta6JI€TKH 32 Ky4YeTa
Coxatab 225 mg nxpBuYamu Ta6/1€eTKH 32 Ky4yeTa

il HUME U IIOCTOSSHEH AJIPEC HA IPUTEXATEJISA HA JIMHEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JIMYHHU

IIpuTekaTen Ha IMIICH3A 3a VHOTD€6a " IIPOU3BOAUTEN, OTTOBOPEH 3a OCB060)KI[aBaH€ Ha DapTuaara.
CP-Pharma Handelsgesellschaft mbH

Ostlandring 13

31303 Burgdorf

I'epmanus

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIULUHCKUSA ITIPOAYKT

Coxatab 25 mg gpBuarim TabIETKY 33 KyueTa
Coxatab 57 mg gpBuarim TabIETKY 3a Ky4deTa
Coxatab 100 mg apBuany TabaeTKH 3a KydeTa
Coxatab 225 mg apBuany TabJIeTKH 3a KydeTa
(bupoxokcno

3. CbABbP KAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHUIIMEHTUTE
Bceska npBuama TabieTka chabppiKa:

AKTHBHA CyOCTAHIIMA:
Coxatab 25 mg npBUanm TabneTKu

Firocoxib 25 mg

WIH

Coxatab 57 mg gpBuaIuy TabieTku
Firocoxib 57 mg

WIH

Coxatab 100 mg apBYamm TabIeTKu
Firocoxib 100 mg

WIH

Coxatab 225 mg gpByamu TabaeTku
Firocoxib 225 mg

MpbcH0Os1a 10 cBeTiioKadsaBa, U3MTBCTPEHA ¢ KadsBU NETHA, KPBIJIa U U3TbKHAA Ta0leTKa ¢
KpBCTOOOpa3Ha JIMHUS 33 CUYNBAaHE OT e[HaTa CTpaHa. TabueTkuTe MOoXe Jla ce pa3aessrT Ha 2 win 4
paBHU YacTH.

4. TEPAIIEBTUYHU ITIOKA3ZAHUA

3a oOnexkyaBaHe Ha OOJIKA U Bb3MAJIEHUE, CBBP3aHHU C OCTEOAPTPUT MPU KyUera.
3a oOnexkyaBaHe Ha ciieonepaTuBHa 00JIKa U Bb3MaJIeHNe, CBbP3aHU ¢ MEKOTbKaHHA, OPTONeIUYHA U
JCHTaJTHA XUPYPTHUS IPH KydeTa.

5. INPOTUBOIIOKA3AHUSA
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Ja He ce U3MoII3Ba MPU CBPbXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHIIMS WM KbM HSKOH OT
CKCIUITUCHTHUTE.

Ha He ce u3non3Ba npu OpeMEeHHH WM JIAKTUPAIIH JKEHCKU KydeTa.

Jla He ce M3Mon3Ba Mpy KUBOTHHU Ha Bh3pacT moj 10 ceqMuiy wim ¢ TenecHa maca nox 3 Kg.

Ja He ce U3MO0II3Ba MPH JKUBOTHH, CTPAJIAIIA OT CTOMAIIHO-YPEBHO KbPBEHE, KPbBHA TUCKPA3Us HIIH
XEMOparu4Hy HapyIIeHHsI.

Ja He ce U3MoI3Ba €IHOBPEMEHHO C KOPTUKOCTEPOUIH WK APYTH HECTEPOUIHH
npoTtuBoBb3naIuTeNHu cpencrea (HCTIBC).

6. HEBJIATOIIPUATHU PEAKIIUN

[Nonsikora ce cpoOIIaBa 3a MOBPBINAHE U TUapusl. Te3n peakiui 0OMKHOBEHO UMAT NPEX01eH
XapakTep U ca 00paTUMH NIPY CIUpaHe Ha JieueHreTo. brOpeunu w/unm 4epHoApOOHN HapyIIeHus ca
JOKJIaJIBAHU B MHOTO PEIKM CIy4ad MpU KydeTa, Ha KOUTO € MpHiIaraHa mpernopbunTenHaTa JeueoHa
no3a. Psiko ce cpo0ImaBa 3a HapyIIeHUs HA HEpBHATA CHCTEMa IIPU JIEKyBaHH KydeTa.

AKO ce MosBAT HeOIarompHUATHH PEaKI[U KaTo MOBPBIIaHe, MOBTApSIIa ce JUApHs, CKPUTA KPBB B
U3IIpaXKHEHUTA, BHE3aIIHA 3ary0a Ha TerjecHa Maca, aHOPEKCHUs, JISTaprus, BIollaBaHe Ha
O0BOpeyHHTE WIN YepHOIPOOHNTE OMOXMMUYHU TTapaMeTpH, YIIoTpedara Ha MPOoAyKTa TpsiOBa Ja ce
MIPEYCTaHOBH M JIa C€ MOTHPCH CHBET OT BeTepuHapeH jekap. Kakro u mpu apyrute HCIIBC, moxe na
Ce MOSBAT CEPUO3HH HEOIArOMPHUATHN PEAKIINH, KOUTO B MHOTO PEAKH CIIydal MOTat Ja 0b1aT
(aramHu.

YecroTara Ha HEONArONPUATHATE PEAKIIMU CE OIPEIeTIs Upe3 cieHaTa Kiacuukaius:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, TIPOSIBABAIITN HEOIATOTIPUATHHN PEAKITHH )

- gectH (moBeue oT 1, HO mo-Manko oT 10 skuBoTHU Ha 100 TpeTHpaHu >KHBOTHH )

- He gecTtH (moBeue ot 1, Ho mo-Mainko ot 10 xuBoTHE Ha 1000 TpeTHpaHu )KUBOTHH)

- penxu (toBede oT 1, Ho mo-mManko oT 10 skuBoTHM Ha 10 000 TpeTHpaHu )KUBOTHH)

- MHOTO peaku (Tmo-mManko ot 1 xkuBoTHO Ha 10 000 TpeTupaHu )KUBOTHH, BKIFOUNTEITHO U30IHPAHN
CHOOITICHWS ).

AKko 3a0emnexxnTe HIKaKBH HEOMAronpysTHH PEaKkIiuy, BKIFOYNTETHO U TaKMBa, KOWTO HE Ca OMMCAHU B
Ta3W JUCTOBKA WIIM MUCIIUTE, Y€ BETEPHHAPHOMEINIIMHCKHUS IPOAYKT HEe paboTH, MOJIS 1a yBEIOMHTE
Bamus BetepuHapeH Jiekap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E IIPETHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHN BU/I KHBOTHO, METOJ1 1 HAYMH HA ITPUJIAT'AHE

5 mg/kg BeTHBK AHEBHO.

3a HaMaisIBaHe Ha ClIeZloNepaTHBHA O0JIKA U Bh3MAICHUE JKUBOTHATE MOXKE J1a C€ J03UpaT ¢ Hadaio
MPHOJIM3UTENTHO 2 Yaca Mpe/Iy ONepalusITa B MPOIbJDKEHIE Ha JI0 3 TIOCIIEA0BATEIHU JIHH, aKO ©
HeoOxoaumo. Cres opTonennyHa orepalys U B 3aBUCHMOCT OT HaOIF0JaBaHus OTTOBOP JIEYEHUETO C
M3I0JI3BaHE Ha ChINATA JJHEBHA CXEMa Ha JI03UPAaHE MOXKE JIa MPOABIDKH CIIE IbPBUTE 3 THU MO
MpeleHKa Ha JICKYBaIllus BETCPHUHAPCH JICKap.

3a MEpopaaIHO NPUIIOKCHUEC CIIOPEA Ta6J'II/ILIaTa mo-J0Jy.

Bpoii TabeTku 3a AbBYEHE 10 pa3Mep
Tenecna maca (Kg) mg/kg nuana3oH Ha

25 mg 100 mg TeJIECHA Maca

3,0-35 0,75 54-6,25
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36-5 1 0,25 50-6,9

51-6 1,25 52-61
6,1-75 15 50-6,1
76 -85 1,75 51-58
8,6 —10 2 0,5 50-58
10,1-15 0,75 50-74
15,1-20 1 50-6,6
20,1-25 1,25 50-6,2
25,1-30 15 50-6,0
30,1-35 1,75 50-5,8
35,1-40 2 50-57

NI

bpoii TabaeTKHU 32 TLBYEHE 110 pa3Mep

Tenecna maca (Kg) 57 mg mg/kg Tuana3oH Ha
TeJieCHA Maca
3,0-55 0,5 52-95
56-75 0,75 57-76
7,6 -10 1 57-75
10,1 -13 1,25 55-71
13,1-16 15 53-65
16,1 -18,5 1,75 54-6,2

nin

Bpoii TabeTku 32 TbBUYEHE MO pa3Mep

Teaecna maca (Kg) 225 mg mg/kg nuana3on Ha
TeJecHa Maca
18,4 -225 0,5 50-6,1
22,6 —335 0,75 50-75
33,6 —45 1 50-6,7
45,1 -56 1,25 50-6,2
56,1 — 67 15 50-6,1
67,1-78 1,75 50-59
78,1-90 2 50-5,8
' ™
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TabneTkuTe MOXKe Ja CC pa3acidaT Ha 2 mm 4 paBHU 49aCTH, 3a Ja C€ OCUT'YpHU TOYHO AJO3UPAHC.
ITocraBeTe TabmerkaTa BBHPXY paBHA IOBBPXHOCT, KaTO CTpaHaTa C ACJIUTCIIHATA YCPTa € O6’BpHaTa

Harope, a u3lr’bKHajiaTa (38.06HCH3.) CTpaHa € OG’LpHaTa KBbM MMOBBPXHOCTTA.

3a pa3zzensiHe Ha 2 paBHU YacTH:
Harucuere nanmure cv Halolly BbPXY JIBETE CTpPAaHHU Ha TaleTkara.
3a paznensiHe Ha 4 paBHU YacTH:
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Harucuere nanena cu HagoJ1y IO Cpelara Ha TabyeTKaTa.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Tabnerkute MOXKe J1a Cce MpuUIarat chc Wi 0e3 xpaHa. Jla He ce mpeBUIlIaBa MPENopPbYUTEIIHATA 103,
[IpoabHKUTETHOCTTA Ha JICYCHUETO 1IIe 3aBUCH OT HAOJ0aBaHUs OTTOBOP. Thil KaTO TEPECHHUTE
MPOYyYBaHUs ca orpanuueHu 10 90 JHU, TO-TBJITOCPOUHOTO JICUCHUE TPIOBA Ja Ce OOMHUCIIS
BHHMMATEITHO U J]a C€ U3BBPIIBA PEJIOBHO HAOIOICHUE OT BETCPUHAPHUS JICKap.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CIHEHINUAJIHU YCJOBUA 3A CbXPAHEHUE HA ITIPOAYKTA
Jla ce cpxpaHsiBa gajied OT Iorjieia U Ha HEOCTHITHY 3a JIella MecTa.
Jla ce cpxpaHsBa B OpUTHHAIIHATA OITAKOBKA

Jla He ce M3MmoN3Ba TO3H BETEPUHAPHOMETUITMHCKH MTPOIYKT CJe] U3THYaHe CPOKa Ha TOTHOCT,
TIOCOYEH BHPXY eTHKETa clien ,,l ojeH mo*.

12. CIEHOUWAJIHA NPEAYIPEXJIEHUA

CrienmaiHy Ipeana3sHu MEPKH 3a JKHBOTHHTE MPHU YIIoTpebaTa Ha MPOAYKTa:

Ymnorpebara mpu MHOTO MITaJIH )KABOTHH HIIH )KHBOTHH ChC ChMHEHHE WIIM TOTBBPIKICHHE 32
yBpeXKIaHe Ha ObOpeyHarTa, ChpaeuHaTa MM YepHoapoOHaTa PYHKIKA MOXKE 1a BKIIOYBA
JOITBJTHATENEH PUCK. AKO TakaBa yrmoTpeba He Moe 1a Objie n30ernara, Te3u Kydera ce Hy)KIasT OT
BHHMATEITHO HaOIOJIeHNEe OT BeTepuHapeH Jiekap. [IpemopruBa ce moaxoadmo 1adbopaTopHO
W3cIeIBaHe TIPeIH JISYEHNETO, 3a 1a CE OTKPHAT CyOKIMHIYHYU (aCHMITOMATHYHN) OBOpedHN HITH
YepHOIPOOHH HAPYIIEHU, KOUTO MOTAT Ja MPEapa3noiokaT KbM HeOIaronprusaTHH PEaKITiH.
N36srBaiite ynmorpebara mpu )KHBOTHU C JEXUAPATAIHS, XUITOBOJIEMHUS HITH XUTIOTEH3HUS, ThI KaTo
CBHIIIECTBYBA PHCK OT IMOBUIIEHA OBOpEeYHA TOKCHYHOCT. ETHOBpEMEHHOTO MPUIIOKEHHE Ha
MTOTEHITHATHO HE()POTOKCHYHH JIEKapCTBa TPsIOBa /1a ce n30sTBa.

Wznomn3BaiiTe TO3M BETEPUHAPHOMEINIIMHCKA TTPOAYKT O] CTPOTO HAOIFOJICHHE OT BETEPUHAPEH
JIeKap, KOraTo CHIIECTBYBa PUCK OT CTOMAITHO-YPEBHO KbPBEHE WM aKO KUBOTHOTO € ITOKa3BajIo
npenu ToBa HemoHocuMocT kbM HCIIBC. Jleuenuero TpsiOBa ma ce mpekpaTH, ako ce HaboaaBa
HSKOHW OT CIIEAHHUTE MPU3HAIK: TIOBTapSIa ce AUapHs, MOBPHINaHEe, CKPUTA KPBB B U3IPAKHEHUSITA,
BHE3aITHa 3ary0a Ha TelleCHa Maca, aHOPEKCHS, JIETapTHs, BIOIIaBaHe Ha ObOpEYHNTE TN
4epHOIPOOHH OMOXMMHYHU ITapaMeTpH.

Crenpaiay npeana3siy MEPKHU 34 JIMLATa, IPUJIaraiy BETEpUHAPHOMETUIIMHCKHUS IIPOAYKT Ha
JKUBOTHHUTE:

WzmuBaiite pruere cu cien ynorpebda Ha MPOAyKTa.

[Ipu cityuaiiHo norieinane He3a0aBHO Ja ce MOThPCH MEAUIIMHCKH ChBET, KaTO Ha JIeKapsl ce MOKaxe
JIICTOBKATa OT ONAKOBKATa MJIM €TUKETA.

Paznenenute TabneTku TpsAOBa Aa ce BPBIIAT B OPUTHHAIHATA OIIAKOBKA.

BDCMCHHOCT W JaKTanus:

I[a HE CC U3II0JI3Ba IIpU 6p€MCHHI/I WJIA JIAKTHUPpAIlU )KCHCKU KY4CTa.

J'Ia6opaT0pHI/1 MMpoy4BaHUA IIPU 3a171u1/1 ca AoKa3aJin (1)€TOTOKCI/ILIHOCT M TOKCHYHOCT 3a MaiKaTa npu
034, HpI/I6J'II/I)KaBaH_[I/I CC 10 NpCHnopbUUTCIIHATA neyeOHa A03a 3a Ky4€TO.
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BsauMosieiicTBHE ¢ APYTH BETEPUHAPHOMETUITMHCKH MPOAYKTH U APYTH HOPMH Ha B3aMMOJICHCTBHE:
[IpeaBapUTETHOTO JICUEHHE C IPYTH MPOTHBOBB3MATUTEIHN MPOILYKTH MOXKE Ja JOBEJIE JI0
JOIIBJTHATEITHN VI 3aCHJICHH HEOIarompHuaTHY PEAKIIMK U ChOTBETHO TPSAOBA Ja ce Cra3Ba Mepro.I
0e3 JIeueHre ¢ TaKMUBa MPOAYKTH B MPOIBIKEHUE Ha Haif-Mako 24 yaca mpeau 3amouBaHeTo Ha
JICYCHUETO C BETCPUHAPHOMETUIIMHCKHS POyKT. [leproanT Oe3 neueHue obaue TpsOBa a B3eMe
mpeaBHu L hapMaKOKHHETHYHHUTE CBOMCTBA HA M3IMOJI3BAHUTE TIPEIN TOBA JICKAPCTBA.

[IpoayxThT HE TpsiOBa na ce mpuiara 3aeauo ¢ Apyru HCIIBC unm rimfoKokopTHKOCTEpOuan. S3BuTe
Ha CTOMAIIHO-YPEBHHS TPAKT MOJKE /I C€ BJIOMIAT OT KOPTHKOCTEPOUN PH KUBOTHH, HA KOUTO ca
MpHUJIaraHd HECTEPOUJHH IPOTUBOBB3NANUTEIHH CPEACTBA.

EnnoBpeMeHHOTO JIedeHre ¢ MOJIEKYJIH, TIOKa3Balllu AeiCTBUE BEPXY OBOpEUHUS MTOTOK, HATIP.
JMYPETHUIIH WM HHXUOUTOPH HA aHTHOTeH3WH KoHBepTHpamns eH3uM (ACE), Tpsa0Ba na momiexu Ha
KIMHAYHO HalOMto/ieHne. EMHOBpEeMEHHOTO MPHIIOKEHNE Ha TIOTEHIIMATHO He(hPOTOKCUYHU JIeKapCcTBa
TpsiOBa J1a ce N30sTBa, Thi KaTO MOXKE J1a MMa TIOBUIIIEH PUCK 3a ObOpeYHa TOKCUYHOCT. T'hid KaTo
AQHECTETUYHHUTE MPOAYKTH MOTaT Jia OKaXat BIUSHHUE BbpXYy ObOpeuHara nepdysus, TpsOBa ja ce
OOMUCIIH U3MONI3BaHETO HA NMapeHTepaliHa Tepanysi ¢ TEYHOCTH 10 BpeMe Ha OrepaiusiTa, 3a 1a ce
HaMaJIAT MOTCHI[HAIHUTE OBOPEUHH YCIIOKHEHUS Iy TiepuoneparuBHa ynotpeda Ha HCIIBC.
EnnoBpemenHata yrnorpeba Ha JIpyTy CyOCTaHIIMU, KOUTO HMaT BUCOKA CTETICH Ha CBhP3BaHE C
MPOTEUHH, MOXKeE J]a c€ KOHKYpHpa ¢ GUPOKOKCUO 3a CBHP3BAHE U 110 TO3HM HAYUH Jia JIOBEJIE JIO
TOKCHYHH €(EKTH.

IIpeno3upane (CHMMITOMH, COEIIHA MEPKHA, aHTUIOTH):

HpI/I Kyde€Ta Ha JE€CCTCEAMUYHA BB3PAaCT B HAYAJIOTO HA JICHCHUCTO ITPU J03U, paBHU UJIA I1O-TOJIEMHU
ot 25 mg/kg/neH (5 mbTH NpenopHUNTENHATA JI032), B IPOJABIDKEHNE HA TPU Mecella ca HabIro[aBaHn
CIIEITHUTE MPHU3HAIM HAa TOKCUYHOCT: 3ary0a Ha TelecHa Maca, HaMaJleH aleTuT, IPOMEHH B YepHHUS
Ipo0 (HaTpymBaHe Ha UK ), MO3bKa (BaKyOJIH3aITs ), TBaHAIECETONIPHCTHUKA (SI3BH) U CMBPT.
[Ipu 103u, paBHHU Ha WK TTO-TojieMu oT 15 mg/kg/nen (3 mbTH MpenopbUNTEIIHATA [103a), B
MIPOIBIKEHNE Ha IIIeCT Mecela ca HaOIr01aBaHu OJO0H! KIMHUYHU TIPU3HALN, BBIIPEKH Ue
TEXeCTTa M YeCToTara ca OWIM MO-HUCKH U ca JINTICBAIN TyOJICHATTHH SI3BH.

[pu npoyuBanusTa 32 6€30MACHOCT MPU BUIAOBETE )KUBOTHU 32 KOUTO € TIPeIHA3HAUCH MTPOIYKTa,
KIMHUYHUTE PU3HAIM Ha TOKCHYHOCT ca OMIIN 00paTUMU TIPH HIKOW KydeTa CIie/I TpeKpaTsIBaHe Ha
TepanuAra.

[Ipu xyuera Ha ce/leM MecedHa Bb3pacT B HAYAJIOTO Ha JICUCHUETO MPH JT03H, ITO-TOJIEMH T PAaBHU
Ha 25 mg/kg/nen (5 mpTH MpenoppUMTENHATA [1032), B MPOBIDKEHUE Ha IIIECT Mecela ca
HaOII0JaBaH! CTOMAITHO-YPEBHU HEOIATONPUSTHH PEAKIIHH, T.€. TOBPBIIAHE.

He ca mpoBexxgann mpoyuBaHus 3a Mpeno3upane Ipu >KUBOTHH Ha BB3pacT Hax 14 mecena.

AKo ce HaOmOJaBaT KIMHWYHA IPU3HALM Ha MIPEeI03upaHe, MpeKpaTeTe JIeYeHNneTo.

OCHOBHH HECHBMECTUMOCTH:
He e mpunoxumo.

13. CIIEHUAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIA OCTATBHBIH OT HET'O, AKO UMA TAKHUBA

BMII ue Tps6Ba a2 6bAaT U3XBBPISIHU Upe3 OUTOBH OTHAABIM WIN OTIAaJHU BOIU
[TonuraiiTe Bamus BeTepuHapeH jekap KakBo Aa npaBute ¢ HeHy>kHuTe BMII. Te3u mMepku mie
IIOMOTHAT 32 Olla3BaHe Ha OKOJIHATa Cpeaa.

14, JATATA HA HOCJIEAHATA PEJAKLUS HA TEKCTA

IMoapobHa nHpopMaIKs 3a TO3K BETCPUHAPHOMETUIIMHCKH MPOAYKT MOXKE J1a HAMEPUTE HAa HHTEPHET
crpanuiiaTa Ha EBpomneiickara arenius o sekapcrara (http://www.ema.europa.eu/).

15. JAOI'BbJIHUTEJIHA UH®OPMALUA
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dupokokcub e HecteponHO MpoTtuBoBB3nanuTenHo cpeacrso (HCIIBC), koero neiicTBa upes
CEJIeKTHBHO MHXUOUpaHe Ha nukiookcurenasa-2 (COX-2) — Mmequupan CHHTE3 Ha MPOCTArIaHInHH.
COX-2 e nzoopmata Ha eH3KMa, 3a KOMTO ce Iperoara, 4e € OCHOBHO OTTOBOPEH 3a CUHTE3a Ha
MPOCTAaHOUIHUTE MEIMATOPH Ha OOJIKa, Bh3NajeHue 1 Tpecka. [Ipu in vitro ananu3u Ha 1suia KPbB IpH
Ky4deTa Gpupokokcu6 e mposiBui npudnusutento 380-kpaTHa cenektuBHOCT 32 COX-2 cnpsimo COX-

Tabnerkure 3a 1pBueHe Coxatab ca ¢ JenUTeNHa YepTa, 3a Jla ce yJIECHH TOYHOTO JA03HpaHe, U
CHIBPKAT XUAPOJIM3UPaH apOMATH3aHT C BKYC Ha MMUJIE, 32 JIa ce YJIeCHH MPUIOKEHUETO MPU KydeTa.
Tabnerkure 3a qpBUeHe (25 mg wim 57 mg wnu 100 mg wmm 225 mg) ca HATMYHM B CIICAHUTE
pa3MepH Ha OIaKOBKaTa:

- Kapronena kytus ¢ 10 TabneTku

- Kapronena kytus ¢ 20 TabneTku

- Kapronena kytus ¢ 30 TabneTku

- Kapronena kytus ¢ 50 TabneTku

- Kapronena kytus cbc 100 TabeTku
- Kapronena kytus ¢ 200 Tabnerku

He Bcuukm pa3mepy Ha oImakoBKaTa MOTaT Ja ObJaT Mpeajiaranyd Ha masapa.
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