NNPUJIIOXEHUE 1

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Loxitab 1 mg Tabnerku 3a kyuera
Loxitab 2,5 mg Tabnerku 3a kyuera

2. KAYECTBEH N KOJIMYECTBEH CbCTAB
Enna Tabnerka chabpika:
AKTHBHO BellIeCTBO:

Meloxicam 1mg
Meloxicam 2,5mg

ITomo1HH BemiecTBa:

KauyecTBeH cbCTaB Ha IOMOIIHUTE BelllecTBA U
APYTUTE CHCTABKH

JlakTo3a MOHOXUApAT

[enyno3a, MUKpOKpHUCTAIHA

Harpues mutpar quxuapat

Kpocnosunon

CunuiueB TUOKCU, KOJIOUICH, XUIpaTHUPaH

Maruesues creapar

ApOMaTI/BaHT C BKYC Ha IUJIC

Mas (cyuieHa)

CaernokadsiBa ¢ kasBM NETHA, KPbIJa TabJeTka ¢ KPhCTOOOpa3Ha JIMHMSA 3a CUyIBaHE OT eaHaTa
CTpaHa.
Tabnerkara Mosxe 1a ObJe pa3zesieHa Ha PaBHU NOJIOBHHU U YETBBPTHUHH.

3. KINMHNUYHA UH®OPMAIIUA
3.1 Bunaose :KMBOTHH, 32 KOUTO € npeaHaznaven BJIII
Kyuera.

3.2 IToka3anus 3a yHOTpeGa 3a BCCKH BHU/1 ’)KHBOTHH, 3a KOMTO e npeaHasHa4€H NPOAYKTHT

Ob6nexyaBaHe Ha BB3MAIEHUETO U 0OJIKAaTa MPH OCTPH M XPOHUYHH MYCKYITHO-CKEJIETHHU 3a00IsIBAaHAS
IpH Kydera.

3.3 IIporuBomoka3anus

[a He ce u3nomn3Ba npu OPEeMEHHU WU KbPMEIIN KUBOTHH.

[a He ce n3moa3Ba npu Kydera, CTpaJaly OT CTOMAIIHO-YPEBHU HAPYIICHUS, KaTO Ipa3HeHEe U
XeMoparusi, yBpelieHa 4epHOIpoOHa, Chp/IeHa WM ObOpedHa QYHKITUSA U XeMOPAaruIH! HapyIIeHHs.
Jla He ce M3MOJI3BA NIPU Ky4eTa Ha BB3PACT MO 6 CEAMMIIM WK ¢ TejecHa Maca mox 2 Kg.

I[a HEC CC MU3M0JI3BA IMPU CBPBXYYBCTBUTCIIHOCT KbBM aKTUBHOTO BCHICCTBO UJIM KbM HAKOC OT
MTOMOIIIHATE BEIECTBA.



3.4 CneuuajHu mpexynpes;xaeHus

Hswma.

3.5 CrhenuajaHu npeana3Hu MepKH MpPH yHoTpeda

CrenmaiHy npeAna3Hu MepkH 3a Oe3omacHa yrnorpeba npy BUAOBETE )KUBOTHH, 32 KOHTO €
npenHasHadeH BJIIT:

U36srBaiiTe ynotpebara nmpu BCIKAKBY )KUBOTHH C IEXHUIPATAIUs, XUTIOBOJIEMHUS WA XUITOTSH3HS,
THI KaTo ChIIECTBYBa MOTEHIMAJIEH PUCK OT MOBHIIIEHa ObOpedHa TOKCUIHOCT.

To3u MpoJyKT 3a Ky4era He TpsiOBa Ja ce U3IM0JI3Ba TP KOTKH, ThH KaTO HE € MOIXOSI 33 YIIoTpeda
nipu To3u BuI. [Ipu koTku TpsiOBa ma ce m3non3Ba meloxicam 0,5 mg/ml mepopanHa cycneH3us 3a
KOTKH.

Croenyanaiy npeanasii MEPKHY 3a JIMIATa, IpWiaraly BETepUHApHUS JIEKAPCTBEH IIPOIYKT Ha
JKUBOTHHTE:

To3u BeTeprHAPEH JIEKAPCTBEH MPOIYKT MOXKE Jla PUYMHU PEaKIUU Ha CBPBbXYYBCTBUTEITHOCT. X0Opa
C YCTaHOBEHA CBPHXUYBCTBUTEITHOCT KbM HECTEPOUIHHU MPOTHBOBB3ManuTeHN cpenctBa (HCIIBC)
WJIN KbM HAKOE€ OT IIOMOIIIHUTE BCIICCTBA Tpﬂ6Ba Ja I/I36$IFB3T KOHTAKT C BETCPUHAPHUA JICKAPCTBCH
MPOAYKT.

Crny4aifHOTO TIOTITBIIIaHEe, 0COOEHO OT Jella, MOKE J1a MPUYNHH HEOIAarONpUATHU PEaKIlnu.
Hewsnon3panute yacty Ha TabieTKaTa TpsOBa Jja ce MOCTaBAT 00paTHO B OJIMCTEpa U KapTOHEHATA
OTIAKOBKA U Jla CE Ma3sT BHUMATENHO OT Jena. [Ipu ciayuaiiHo mormsiade oT AeTe, He3a0aBHO J1a ce
MOTHPCH MEAUIIMHCKU CHBET, KATO HA JIEKaps ce MPe0CTaBH JINCTOBKATA WIH €TUKETa Ha TPOIYKTa.
MuiiTe cu pbLETE Cliell U3M0JI3BAHE.

CrienmaiHu npeanasHy MEPKH 3a 3allldTa Ha OKOJHATa cpejia:
He e npunoxxumo.

3.6 HebGJaronpusiTHu peaKuuu

Kyuera:
MHoro penku IToBpbinane
Hwnapus
(nmo-manko ot 1 Ha 10 000 KpbB B u3npaxxHeHusTa*
TPETHPaHH KUBOTHH, Xemoparnyaa auapus
BKITFOUMTEITHO U30JIMPAHA XemaTemesa
CHOOIICHUS): CromarniHa si3Ba
brOpeuna HegocTaTHYHOCT
Jleraprus
3ary0a Ha aneTuT
[loBumeHn yepHOAPOOHU CH3UMH

*OKyNTHa KPBB B H3MPAKHEHUATA

Te3u HEOMArONPUATHUA PEAKIIMHU CE MOSBIBAT OOMKHOBEHO TIpE3 IIbpBaTa CEIMUIIA HA JICUCHHE U B
MOBEYETO CIIyYaH ca MPEXOTHHU U M34Ye3BaT Clie]] MPEKpaTSIBaHE HA JICUCHUETO, HO B MHOTO PEIIKH
CIIy4Jau MoraT Ja ObJaT Cepruo3HH WIN (haTaaHH.

AKO ce MOSBAT HEOIAroNpUsATHA PEAKIINHU, JICICHUETO TPsIOBa Ja ce MPEyCTaHOBU U Ja C€ MOThPCU
CHBET OT BETEPHHAPEH JIeKap.

CroOmaBaneTo Ha HeOIArOMPUATHH PEAKINH € BaXKHO. 10 IMO3BONIABAa HENMPEKbCHAT MOHUTOPHHT Ha
0e30ImacHOCTTa Ha BETEpUHAPHUS JIEKapCTBEH MPOayKT. ChoOmeHHsITa TpIOBa /1a ce M3TpaIlar, 3a
MPEeANOYUTAHE Ype3 BETCPUHAPEH JIeKap, WU Ha MPUTEKATEINs Ha Pa3pelIeHUETO 3a ThPrOBUsI WK Ha



MECTHHUS My NPE/ICTaBUTEI, HJIH Ha HALMOHAJIHUS KOMIIETEHTEH OpraH Ype3 HallMOHAIHATa CUCTeMa 3a
cpoOIaBaHe. 3a ChOTBETHUTE JAHHH 32 BPB3Ka BIJKTE CHIIO TOYKA 16 OT IMCTOBKATA.
3.7 Ynorpeda mo BpeMe Ha GpeMEHHOCT, JIAKTALUS WU sTiilleHOCeHe

BeszonacHocTTa Ha BeTepUHAPHHUS JIEKAPCTBEH MPOAYKT HE € JJOKa3aHa o BpeMe Ha OPEMEHHOCT U
nmakTanus (BHKTe Todka 3.3).

3.8 BzammopaeiicTBHE ¢ APYTYM BeTePMHAPHM JIEKAPCTBEHU NPOAYKTH U APYru (popmu Ha
B3anNMO/ieiicTBHE

Hpyru HCIIBC, nuypetuny, aHTUKOAryJIaHTH, aMUHOTJIMKO3U/THI aHTUOMOTHIIM U BEIIECTBA C
BHCOKO ITPOTEMHOBO CBBP3BAHE MOT'AT Aa ¢€ KOHKYPHPAT 3a CBbP3BaHE U 110 TO3W HAYWH J1a JOBEAAT
1o TokcnuHu edexTr. Loxitab He Tpsa6Ba na ce mpunara 3aeano ¢ gpyru HCIIBC wnu
TJIIOKOKOPTHUKOCTEPOUIH.

HpeI[BapI/ITeHHOTO JICUCHUE C IPOTUBOBLIMNAINTEIIHA BEUHICCTBA MOXKE Aa HOBEAC 10 AOIIBIHUTCIIHN
WJIM 3aCUJICHU HEOJaronpusaTHU PEaKkIui U ChOTBETHO TPSOBa Jia Ce cIia3Ba Mepuoj 0e3 JICUYCHHE C
TaKWBa BETEPUHAPHU JICKAPCTBEHU MTPOYKTH B IPOABIKEHUE HA Halli-Manko 24 yaca mpeau
3al0YBaHETO Ha JieueHHeTo. [leproast Oe3 nedueHne odade TpsiOBa 1a B3eMe MPEIBUIT
(hapMaKoOJIOTHYHUTE CBOMCTBA HA U3IOJI3BAHUTE MMPEAH TOBA MPOIAYKTH.

3.9 Hauyun Ha NMpUIOKEeHHE U TO3MPOBKA
[epopanna ynotpeba.

[IspBOHa"amHOTO JeueHue € egHoKpaTHa g03a ot 0,2 mg meloxicam/kg TenecHa Maca mpe3 MbPBUS
JICH, KOSITO MOJKE J1a C€ MPUIIOKHU NIEPOPATHO, MU alITepHATHBHO ¢ meloxicam 5 mg/ml HHXEKIIMOHEeH
pas3TBOp 3a KyuerTa.

Jledenuero TpsOBa 1a MPOABIDKY BEAHBXK THEBHO Ype3 NMEpOpaIHo Npuiioxenne (Ha 24-4acoBU
WHTEpBaIN) B ojabprkama go3a ot 0,1 mg meloxicam/kg tenecna maca.

Bcesika Tabnerka chabpxka 1 mg wium 2,5 mg meloxicam, KOeTo ChOTBETCTBA Ha JIHEBHATA
noJThpaKaIa 703a 3a kyde ¢ tenecHa Maca 10 kg win choTBeTHO Kyde ¢ TenecHa maca 25 Kg.

Besika Tabnerka Mojxe J1a ce pa3[eny Ha IIOJIOBUHU WM YETBBPTUHHU 33 TOUHO JJO3UPAHE CIIOPEN
MHJMBUyaTHaTa TeJIecHa Maca Ha KydeTo. Tabnerkute Loxitab ca apomaTusupanu u Moxe aa ce
HpuiIarat cbC MM 0e3 XxpaHa.



,Z[OSOBa CxXe€Ma 3a noAabpiKalia 103a.

Bpoii Tabnetku
Temecna maca (Kg) mg/kg
1mg 2,5 mg

2,0-3,5 Ya 0,07-0,13

3,6-6,0 Yo 0,08-0,14

6,1-8,0 Ya 0,09-0,12
8,1-10,0 1 0,10-0,12
10,1-12,5 1Y4 0,10-0,12
12,6-15,0 1% 0,10-0,12
15,1-17,5 1% 0,10-0,12
17,6-20,0 2 0,10-0,11
20,1-25,0 1 0,10-0,12
25,1-30,0 1Y4 0,10-0,12
30,1-35,0 1% 0,11-0,12
35,1-40,0 1% 0,11-0,12
40,1-45,0 2 0,11-0,12
45,1-50,0 2Y4 0,11-0,12

Knmangna peakiust 0ONKHOBEHO ce Habiro1aBa B pamkute Ha 3—4 qau. JledeHnero TpsOBa ga ce
npekpartu cien 10 qHu, ako He ce HabIoAaBa KIIMHUYHO OA00peHHE.

Ocrananara 4JacTt OT Ta0JIeTKara TpH6Ba Ja ce Aaaec mnpu CiaeaABallOTO IMPUIIOKECHUC.

3.10 CumnromMu Ha mpego3upaHe (M KOraTo e NPUJI0KUMO — NMPOLEAYPH HA JielicTBHE NPH
CHEIIHH CTy4Yau U AaHTHAOTH)

B cnyuait Ha npeno3upane TpsiOBa Ja ce 3al0YHEe CUMIITOMAaTHYHO JICYEHHUE.

3.11 Cnenua;iHu orpaHUYeHNs 32 YNOTPeda U CHeNHATHH YCJIOBHS 32 YNOTPe6a, BKIIOYHTETHO
OrpaHMYeHMA 32 yNoTpedaTa HA AHTUMUKPOOHH M NMPOTHBONAPA3ZUTHA BeTePUHAPHH
JIEKapCTBEeHH! NMPOAYKTH, C IieJI 1a ce OTPAHUYHM PHCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU cpOKoBe

He e npunoxxumo.

4, DAPMAKOJIOI'NYHA UHO®OPMALIUA

4.1 BerepuHapeH JekapcTBeH anaToMo-TepaneBTH4eH Ko (ATCvet Code): QMO1AC06
4.2 ®apmakoAMHAMHKA

Meloxicam e HecTepouaHO MpoTrBoBB3nANHTETHO cpeacTBo (HCIIBC) oT kitaca Ha OKCHKaMHTE,
KOETO JIeHicTBa Uype3 MHXHUOUpaHe Ha CHHTE3a Ha MPOCTariaHIuH, KaTo 10 TO3W HaYWH YIPaXKHsBa

IMPOTUBOBB3NATUTCIIHU, AHAJITCTUIHN, AHTUCKCYJATUBHU U aHTUTIMPETUYHHA C(l)CKTI/I. Hamansasa
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MHOUITpaALKATA HA JICBKOLMTUTE BbB Bb3MalieHaTa ThKaH. B Maika crerneH Toil HHXUOUpa U KoJarcH-
MHIylIUpaHata TpoMOoLuTHa arperamus. In vitro u in vivo mpoyuBanus mokassar, ye meloxicam
UHXHOMpa 1HKIookcurenasa-2 (COX-2) B mo-roysima ctemneH ot nukiookcureHasa-1 (COX-1).

4.3 dapmMaKkoKUHETHKA

Pe3opOrus
Meloxicam ce pe3opOupa HaI'bJIHO Clie/ HepOPaTHO NPUIIOKEHNE K MAKCUMATHHU TIa3MeHN

KOHIICHTPAIINH CE€ TOJIy4aBat cie] mpuodausuTenHo 4,5 gaca. Korato mpoaykTsT ce U3M0a3Ba B
CHOTBETCTBHE C IIPEMIOPBHIAHMSI PEXKUM Ha TO3UpaHe, CTAOMITHU KOHIICHTpAITMK Ha meloxicam B
mia3Mara ce JOCTUTAT Ha BTOPHUS JIEH OT JICYCHUETO.

Pasnpenenenue
ChliiecTBYBA JIMHEIHA 3aBHCUMOCT MEXK]Ty MPUIIOKEHATA J103a U HAOJII0aBaHaTa Tia3MeHa

KOHIICHTpAIIUS B TEPANeBTUYHUS 030B Auana3oH. [Ipubmmsurenno 97% ot meloxicam ce cBbp3Ba ¢
miasMennTe nporennn. O6eMbT Ha pasnpenenenue € 0,3 L/Kg.

MeTtabonm3eM

Meloxicam ce OTKpHBa MPEANMHO B IJIa3MaTa U ChIIO € OCHOBEH MPOAYKT Ha KIIbYHA €KCKPELHS,
JIOKAaTo YpHHATA ChIBPKA CaMo CJeu OT U3XOAHOTO chenuHeHne. Meloxicam ce merabonusupa 10

AJIKOXOJI, KHCCJIMHHO NPOMU3BOAHO U 10 HAKOJIKO IIOJAPHU METaboIuTAa. I[OKa3aHO €, Y€ BCUYKH
OCHOBHH META0OIUTH Cca (bapMaKOJ'IOI‘I/I‘IHO HCAaKTHBHHMU.

Enumunupane
Meloxicam ce enMMUHHPA ¢ TOMYKUBOT OT 24 yaca. [Ipubnusutenno 75% ot npuiiokeHara 103a ce

€JIMMHMHUPA C U3NPAKHEHUATA, a OCTaHaJIaTa 4acT ¢ ypHHAaTa.
5. DAPMALEBTUYHHU JAHHHU

5.1 OcHOBHU HECHBMECTHMOCTH

He e npunoxumo.

5.2  Cpok Ha romHoCcT

Cpok Ha rOAHOCT Ha KpaiHUs BETEpUHAPEH JIEKapCTBEH NPOAYKT: 3 TOAUHHU.

5.3 CneuuajiHu ycJ10BHS 32 CbXpaHeHUe

To3u BeTeprHApeH JeKapCTBEH MPOTYyKT HE N3MCKBA HUKAKBH CIICIIMAIHN YCIOBHUS 332 ChXpaHEHHE.
54 Buau cbcTaB HA MBPBUYHATA OMAKOBKA

PVC/PE/PVDC (6sn)-airymuHueB 6iuctep, cbabpskaii no 10 TabaeTku BCEKH.

Pasmepu Ha omakoBkara:

Kapronena xyTus, ceappikamia 10 TabneTku

Kapronena xytusi, cpappikama 30 TabneTku

Kapronena xkyTus, ceabpikaria 50 TabaeTku
Kapronena xytus, ceabpikamia 100 TadneTku

He Bcuukm pa3sMEpu Ha OIMMAaKOBKaTa MOrarT aa 6’B,I[aT npeajlaranv Ha masapa.

55 Cl'lelII/IaJ'IHI(l MEPKHU 32 YHUIIOKABAHE HA HEU3ITOJI3BAHHU IPOAYKTH WM OCTATBIUM OT THX



BerepunapHuTe NeKapCTBEHU MPOIYKTH HE TPsOBA 1a ObJAT U3XBBPISHHU Upe3 OTHAIHU BOIU HITH
OWTOBHM OTHAIBITH.

M3non3BaiiTe mporpaMu 3a BpbIlIAHE PH YHUILIOKABAHETO HA HEU3IIOI3BaHU BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH UK OCTATHIMU OT TAX B ChOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH HAIMOHAIHH CUCTEMH 3a ChOMpPaHe, MPUIIOKUMHU 332 ChOTBETHHSI
BETEPUHAPEH JIEKAPCTBEH MPOAYKT.

6. NME HA TIPUTEXATEJIAA HA PASPEIHIEHUETO 3A ThPTOBUA

CP- Pharma Handelsgesellschaft mbH

7. HOMEP(A) HA PASPEIIEHUETO 3A ThbPI'OBUA

EU/2/23/301/001
EU/2/23/301/002
EU/2/23/301/003
EU/2/23/301/004
EU/2/23/301/005
EU/2/23/301/006
EU/2/23/301/007
EU/2/23/301/008

8. JATA HA ITbPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

Jara Ha TEpBOTO M3/1aBaHE Ha pa3pelieHreTo 3a Teproeus: 19/10/2023

9. JATA HA ITOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
HPOAYKTA

mm/yyyy
10. KIJACH®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU TIPOAYKTHU

I[a CC OTITYCKa CaMO II0 JICKAPCKO MMpEAITMCaHune.

[MToapo6Ha nHdopMaius 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J1a HAMEpHTE B 0a3zaTa
nannu Ha Cero3a otHocHo npoavkTtute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary/select-language?destination=/node/210934
https://medicines.health.europa.eu/veterinary/select-language?destination=/node/210934
https://medicines.health.europa.eu/veterinary

MNPUJIOKEHHUE I1

APYI'UN YCJIOBUSA N UBNCKBAHUS KBM PASPEHIEHUETO 3A ThPI'OBUSA

Hsama



INPUJIOKEHHE 111

ETUKET U JINCTOBKA



A.ETUKETH
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NHOOPMAIMSA, KOATO CE U3IINCBA BbPXY BHbHIIIHATA OITAKOBKA

Kapronena kytusi / 1 mg KoHueHTpamusi

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Loxitab 1 mg Tabnerku 3a kyuera

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIHIECTBA

Meloxicam 1 mg

3. PASMEP HA OITAKOBKATA

10 TabneTku
30 TabneTKu
50 TabaeTKH
100 TabneTKn

4. BUIOBE ’JKNBOTHMU, 3A KOUTO E ITPEJJHASHAYEH BJIITI

Kyuera

‘ 5. TEPATIEBTUYHU ITIOKA3AHUA

‘ 6. HAYNHMU HA ITPUJIO)KEHUE

[epopanna ynotpeba.

‘ 7. KAPEHTHHU CPOKOBE

‘ 8. CPOK HA I'OJJHOCT

Exp. {mm/rrrr}

‘ 9. CIIEIIMAJIHU YCJI0OBUS 3A CbXPAHEHUE

‘ 10. HAANUCHT ,,IPEAU YIIOTPEBA MNPOYETETE JIUCTOBKATA“

[Ipenu ynorpeba npovereTe NMCTOBKATA.

‘ 11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

11



Camo 3a BeTepHHapHOMEANIIMHCKA yIIoTpeoa.

12. HAANUCHT “JA CE CbXPAHSBA JAJIEY OT MMOI'JIEJA U HA HEAOCTBITHUA
3A JEIJA MECTA”

Ja ce cpxpaHsBa gajed OT Horjiena U Ha HeTOCTHITHH 3a Jela MecTa.

‘ 13. HWME HA IPUTEKATEJISA HA PASPEHIEHUETO 3A ThPIOBUSA

CP- Pharma Handelsgesellschaft mbH

14, HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBHSA HA BJIII

EU/2/23/301/001
EU/2/23/301/002
EU/2/23/301/003
EU/2/23/301/004

‘ 15. HNAPTUIAEH HOMEP

Lot {nomep}
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MHUHHUMYM UHO®OPMAILIUA, KOATO TPABBA A BbJE U3IIMCAHA BBPXY MAJIKH
OIIAKOBKM BJIII, KOUTO CBABPXKAT EJUHUYIHA JI03A

Baucrep (PVC/PE/PVDC-anymunnii) / 1 mg KoHueHTpanust

1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Loxitab

2. KOJIMYECTBO HA AKTUBHUTE BEIHLIECTBA

Meloxicam 1 mg

‘ 3. IHAPTHUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrr}
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HHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA

Kapronena kytus / 2,5 mg KoHUeHTpanus

1. HAMMEHOBAHUWE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Loxitab 2,5 mg Tabnerku 3a kyuera

2. KOJINYECTBO HA AKTUBHUTE BEIIIECTBA

Meloxicam 2,5 mg

3. PASMEP HA OITAKOBKATA

10 TabneTku
30 TabaeTKu
50 TabneTku
100 TabneTkn

4. BUIOBE ’JKMBOTHMH, 3A KOUTO E ITPEJJHA3HAYEH BJITI

Kyudera

‘ 5. TEPATIEBTUYHU ITIOKA3AHUA

‘ 6. HAYUHMU HA TPUJIOKEHUE

Ilepopanna ynotpe0a.

| 7. KAPEHTHM CPOKOBE

| 8.  CPOK HA TOJIHOCT

Exp. {mm/rrrr}

‘ 9. CIIEHUAJIHU YCJIOBUSA 3A CbXPAHEHUE

‘ 10. HAANUCHT ,JIPEAU YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[penu ynorpeba npovereTe JINCTOBKATA.
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‘ 11. HAANUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHapHOMEIUITNHCKA yIIoTpeoa.

12. HAANUCHT “IJA CE CbXPAHSBA JAJIEY OT MOTIJVIEJA U HA HEAOCTBIIHU
3A JEIJA MECTA”

Jla CC ChbXpaHsBa JaJI€d OT Horj€aa 1 Ha HEAOCTBITHU 3a J€1ia MECTa.

‘ 13. HWME HA IPUTEKATEJISA HA PASPEINIEHUETO 3A ThbPI'OBUS

CP- Pharma Handelsgesellschaft mbH

14, HOMEPA HA PASPEHIEHUETO 3A THPT'OBHUSA HA BJIII

EU/2/23/301/005
EU/2/23/301/006
EU/2/23/301/007
EU/2/23/301/008

| 15. MAPTHMJEH HOMEP

Lot {Homep}
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MUHHUMYM UHO®OPMALIUA, KOATO TPABBA A BbJAE U3IIMCAHA BBPXY MAJIKA
OIIAKOBKM BJIII, KOUTO CBABPXKAT EJUHUYIHA JI03A

Bauncrep (PVC/PE/PVDC-anymunuii) / 2,5 mg KOHIEeHTpanus

1. HAMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Loxitab

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Meloxicam 2,5 mg

‘ 3. IHAPTHUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrr}
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B. JUCTOBKA
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JIMCTOBKA
1. HaumeHoBaHMe Ha BeTepMHAPHUS JeKAPCTBEH MPOAYKT

Loxitab 1 mg tabnerku 3a Ky4era
Loxitab 2,5 mg tabierku 3a Kydera
Meloxicam

2. ConcraB

Enna tabneTka chappka:
Meloxicam 1mg
Meloxicam 2,5mg

CsernokadsiBa ¢ xadsaBu MeTHa, Kpbriia TabjeTka ¢ KpbCcTOoOOpa3Ha JHMHHA 3a CUYNIBaHE OT eqHara
CTpaHa.
Tabnerkara MOxe 1a Oble paszneneHa Ha paBHU IOJIOBUHU U YETBHPTUHU.

3. BugoBe ;kMBOTHH, 32 KOUTO e nipeaHazHaueH BJIIT
Kyuera.
4, Iloka3aHusn 3a ynorpeoda

ObnexuaBaHe Ha BB3IAJICHUETO U OOJIKaTa MPH OCTPU U XPOHUYHH MYCKYJIHO-CKEJICTHU 3a00JIsIBaHUS
IIpHU Ky4erTa.

5. IIpoTuBONOKA3aAHUSA

[a He ce u3non3Ba npu OpeMeHHH WM KbPMELIH XKUBOTHHU.

Jla He ce m3MON3Ba MpU KyuyeTa, CTPAAAIU OT CTOMAaIIHO-YPEBHH HApPYIIEHHUs, KaTo Jpa3sHEHE U
XeMmoparus, yBpeZeHa yepHoApoOHa, ChpAedYHa WM ObOpedHa GyHKIUS U XEeMOPAarunuHu HapyILCHHUS.
Jla He ce U3MoJI3Ba MPH Ky4eTa Ha Bb3pacT MO/ 6 CeIMUIM WM ¢ TelecHa Maca nmox 2 Kg.

Jla He ce u3MON3Ba IPH CBPBXUYBCTBUTENHOCT KBbM AKTHBHOTO BEIIECTBO WM KBbM HSIKOE OT
MOMOIITHUTE BELIECTBA.

6. CrneunaJjHu npeaynpe:kIeHus

CriennaiHu pena3Hu MepKH 3a 0e3onacHa yrnoTpeda mpu BUIOBETE KUBOTHH, 32 KOUTO €
npeanazHaued BJIIT:

W36srBaiite yHOTpe6aTa IIpU BCAKAKBHU XUBOTHU C ACXHUJpaTallvsd, XUIIOBOJIEMHUA UJIU XUIIOTCH3U,
THH KaTo ChIIECTBYBa MOTEHIMAJIEH PUCK OT MOBHIIICHa ObOpeYHA TOKCUYHOCT.

To3u mpoayKT 3a Ky4era He TpsiOBa Ja ce M3MO0J3Ba IPH KOTKH, ThH KaTo He € MOIXOIII 32 YIIoTpeda
nipu To3u Bu. [Ipu koTKH TpssOBa na ce m3noi3Ba meloxicam 0,5 mg/ml mepopanHa cycreH3us 3a
KOTKH.

CrienMaiHy npeAna3Hi MEpPKH, KOUTO TPsOBA Jia B3eMe JUIIETO, MPHJIAralilo BETePUHAPHHUS
JICKAPCTBEH MPOAYKT HA )KUBOTHUTE.

To3u BeTepHHAPEH JICKAPCTBEH MPOIYKT MOXKE Jla IPUYMHU PEaKIIUU Ha CBPBbXYYBCTBUTEIHOCT. X0Opa
C YCTaHOBEHA CBPHXUYBCTBUTEITHOCT KbM HECTEPOUIHU MpOoTUBOBE3ManuTean cpeactsa (HCIIBC)
WJIN KbM HAKOC OT IIOMOIIIHUTE BCIIICCTBA TpH6Ba Ja I/I36HFBaT KOHTAKT C BETCPUHAPHUSA JICKAPCTBCH
MPOAYKT.
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CrnyuyaifHOTO TIOTITBIIIAHE, 0OCOOCHO OT JIela, MOKE J1a MIPUYHMHH HEOIArONpUsTHU PEaKIUu.
HewnsmnomsBanute yactu Ha TabneTKaTa TpsiOBa Ja ce MOCTaBsAT OOpaTHO B OJIMCTEepa U KapTOHEHATa
OIIaKOBKa U JIa Ce Ma3sAT BHUMAaTENHO OT rena. [Ipu ciayyaifHo nmoriabinase oT feTe, He3a0aBHO Ja ce
MOTHPCU MEAUIIMHCKHU CHBET, KATO Ha JIEKaps ce MPEAOCTaBU JTUCTOBKATA MIIM €TUKETA HA IPOIYKTA.
MuiiTe cu pbleTe cliell U3MOJI3BaHE.

BbpeMeHHOCT 1 JaKTaIus:
Buxre Touka ,,IIpoTuBonokazanus‘.

BzaumopeicTBre ¢ Apyru BETEPUHAPHH JIEKAPCTBEHU HNPOAYKTH U APYTH (POPMH HA B3aMMOIEHCTBHUE:
Hpyru HCIIBC, muypetuny, aHTUKOATyJIaHTH, aMUHOTJIMKO3H/THH aHTUOMOTHIIH U BEIIECTBA C
BHCOKO IIPOTEMHOBO CBBP3BAHE MOTAT J1a C€ KOHKYPHpPAT 3a CBHP3BAHE U IO TO3HM HAYWH J1a JOBEIAT
1o TokcuuHu edext. Loxitab He TpsOBa na ce npuiara 3aeano ¢ npyru HCIIBC unu
TJIFOKOKOPTHKOCTEPOUIH.

HpeI[BapI/ITeHHOTO JICYCHHUE C IPOTUBOBL3MNAINTEIHU BEUHICCTBA MOXKE Aa JOBEAC N0 AOIIBJIHUTCIIHA
WJIH 3aCUJICHU HEOJarompusaTHU PEakIui U ChOTBETHO TPsOBa Jia ce clia3Ba Mepuoj 0e3 JICUYCHHE C
TaKWBa BEeTEPUHAPHHM JICKAPCTBEHU MPOJAYKTH B TIPOIBIDKEHIE HA Hail-Manko 24 yaca npenu
3alI0YBaHETO Ha JieueHueTo. IleproasT 0e3 neuenne odbade TpsiOBa 1a B3eMe MPEIBU/T
(hapMaKOJIOTHYHHUTE CBOIMCTBA HA U3MOI3BAHUTE MIPEJH TOBA POIYKTH.

IIpenosupane:
B ciry4aii Ha ipeo3upane TpsOBa 1a ce 3aloYHe CUMITOMATHIHO JICUCHHE.

1. Heb6naronpusiTHu peakunu
Kyuera:
Mmuoro penku IToBpbiiane
Huapus
(mo-manko ot 1 wa 10 000 KpbB B u3npaxkuenusra*
TPETUPAHH KUBOTHH, XemoparnyHa auapus
BKITFOYUTEITHO U30JIMPaHU Xemaremesa
CHOOTIICHUS ): CroMaiiiHa s38a
brOpeuyna HemoCTaTHYHOCT
Jletaprus
3ary0a Ha aneTuT
[ToBuiieHu YepHOAPOOHHN EH3UMHU

*OKyJITHa KPBB B U3IPAKHEHUSITA

Te3n HeOMaronpUsATHH PEaKIMy ce MOSBSBAT OOMKHOBEHO IIPe3 IbpBaTa CeIMHIIA Ha JICYCHHUE U B
MOBEYETO CIIydYaH ca MPEXOHH U M34Ue3BaT Clie]] IPeKpaTsIBaHe Ha JICYEHHUETO, HO B MHOTO PEJIKU
Cllyyau Morat Jia ObJaT CepHO3HU WK (aTaTHH.

AKO ce MOSIBAT HEOIArONPUsITHA PEAKIIMHY, JICICHUETO TPsIOBa Ja Ce MPEYCTaHOBH U Jia C€ TOThPCU
CHBET OT BETEPHHAPEH JIeKap.

Cpo0mmaBaneTo Ha HEOIArOMPUATHH PeakLUK € BakHO. ToBa MO3BOIABAa HEMIPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha MIPOAYKTA. AKO 3a0eIeKnTe HIKAKBA HEOIaronpUsTHH PEAKIMHU, BKIFOUUTEITHO U
TaKWBa, KOMTO HE Ca OIMCAHM B Ta3H JHCTOBKA WM MUCIIUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOITYKT
He JelicTBa, CBBpXKETe ce MbPBO ¢ Bamust BerepuHapeH ekap. Moskere chIlo a cho0IaBaTe
HeOIaronpusTHH PEAaKLUH Ha IPUTEKATENS Ha Pa3peIIeHNETO 3a ThPTOBHUS UM MECTHUS
IPE/ICTaBUTEI Ha TIPUTEKATENS Ha Pa3peIIeHUETO 3a ThProBHsI, KaTO N3I0JI3BaTe JaHHM 32 KOHTAKT B
Kpas Ha Ta3u JINCTOBKA UM upe3 Bamiata HanmoHanHa cuctema 3a cho0IIaBane {IoIpoOHOCTH 3a
HalMOHAJHATA CUCTEMa} .
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8. Jlo3upoBKa 3a BCeKH BU/ KUBOTHO, HAYMHHU U METO/ HA NMPHJIOKEHUE
Ilepopanna ynotpe0a.

[IppBOHAYATHOTO JIeueHHe € eqHoKpaTHa fo3a oT 0,2 mg meloxicam/kg TerecHa Maca mpe3 mbpBUs
JIeH, KOSITO MOJKe J1a C€ MPUIIOXKH MePOpaITHO, MK ajdTepHaTUBHO ¢ meloxicam 5 mg/ml
WHXKEKIIMOHEH Pa3TBOp 3a Kydera.

JleueHnuneTo TpsiOBa 1a MPOABIDKH BEIHBXK JHEBHO Upe3 NMEPOPATHO MpHIIOKeHUe (Ha 24-9acoBH
WHTepBaIN) B ojabpikama go3a ot 0,1 mg meloxicam/kg tenecna maca.

Bcesika Tabnerka cpabppxa 1 mg winu 2,5 mg meloxicam, KOeTo ChOTBETCTBA HA JHEBHATA
noJThpaKala 703a 3a kyde ¢ tenecHa maca 10 kg win croTBeTHO Kyde ¢ TenecHa Maca 25 Kg.
Bcesika Tabnerka Moxe 1a ce pa3[eny Ha IOJIOBHHHU WM YETBbPTUHH 32 TOUHO JO3HUPAHE CIIOpEN
WH/IMBHTyaTHaTa TeJlecHa Maca Ha Ky4eto. Tabmerkute Loxitab ca apomaTu3npaHu 1 MOXe Ja ce
npuiIarat cbC Hin 0e3 XxpaHa.

I[OSOBH CX€Ma 3a noaabpiKalia 103a:

Bpoii TabneTku
Tenecua maca (kg) mg/kg
1mg 2,5mg

2,0-35 Ya 0,07 -0,13

3,6-6,0 Yo 0,08-0,14

6,1-8,0 Ya 0,09-0,12
8,1-10,0 1 0,10-0,12
10,1-12,5 1Y4 0,10-0,12
12,6-15,0 1Y% 0,10-0,12
15,1-17,5 1% 0,10-0,12
17,6-20,0 2 0,10-0,11
20,1-25,0 1 0,10-0,12
25,1-30,0 1Y, 0,10-0,12
30,1-35,0 1Y% 0,11-0,12
35,1-40,0 1%, 0,11-0,12
40,1-45,0 2 0,11-0,12
45,1-50,0 2Y4 0,11-0,12

Kinmanyna peaknust oOOMKHOBEHO ce HaOJo1aBa B paMkute Ha 3—4 nuu. Jleuennero TpsOBa na ce
npekpatu cien 10 qHu, ako He ce HabIogaBa KIMHUYHO OJ00pEeHHE.

9. CbBeTH 32 IPABWIHOTO NPHUJIaraHe HA MPOIYKTA

OcobeHo BHUMaHKE TPIOBa Ja ce 00bPHE HAa TOYHOCTTA Ha jo3upane. CieaBaiiTe BHUMATEITHO
MHCTPYKIUHTE HA BETEPHHAPHHUS JICKap.

WucTpykunu 3a oTBapsiHe Ha Oauctepure: HarucHere TabneTkara, 3a 1a usiese ot oiicrepa.
OcrananaTa 4act ot Tabierkara Tpsa0Ba Ja ce 1ajie Mpu CICIBALIOTO PUIIOKEHHUE.

10. KapenTHu cpokoBe

He e npunoxumo.
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11, CuoenmaaHu yc/IOBHS 32 CbXpPaHEHHE
[a ce cpxpaHsiBa faney OT NOrJiea ¥ Ha HEAOCTHIIHM 32 JIela MecTa.

To3u BeTepuHApEH JeKapCTBEH MPOIYKT HE U3MCKBA HUKAKBH CIIEIIMATHU YCIIOBHUS 32 CbXpaHEHHeE.
Jla He ce W3MON3Ba TO3W BETEPHUHAPEH JIEKApCTBEH MPOIYKT ClIE] M3TUYaHE CPOKa Ha TOIHOCT,
MOCOYEH BBPXY KapTOHA U OJIMCTepa clie] CPOKa Ha TOTHOCT.

12, Cnenunajanm npeana3Hd MEPKH NPH YHUIOKABaHe

BerepunapHuTe 1€KapCTBEHHU MPOIYKTH HE TPsAOBa 1a ObJAaT U3XBBPISHHU Upe3 OTIIaJHU BOJIU HITH
OUTOBHU OTIIAIBIIH.

W3non3BaiiTe mporpamMu 3a BpbIllaHe IPU YHUIII0KABAHETO HA HEM3IIOI3BaHU BETCPUHAPHU
JICKAPCTBEHU MPOTYKTH WM OCTATBIM OT TAX B ChOTBETCTBUE C U3UCKBAHUSITA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH IPIIIOKUMU HAIIMOHAIIHU CUCTEMH 3a chOupaHe. Te3u Mepku 1iie
MIOMOT'HAT 3a OIa3BaHe Ha OKOJIHATA Cpeja.

[Monwuratite Bamus BeTepuHapeH Jiekap wid GapMareBT Kak Jia YHUIIOKUTE HEHYKHH BETCPUHAPHU
JIEKapCTBEHU TPOIYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOAYKTH

I[a CC€ OTITYCKa CaMO II0 JICKAPCKO MMpEAINMCaHune.

14. Homepa Ha pa3pelieHHeTo 32 THPrOBUS U Pa3MepH ONAKOBKHU
EU/2/23/301/0001-008

Loxitab 1 mg u 2,5 mg tabneTku 3a Ky4eTa.

PVC/PE/PVDC (6sm)-amrymuHHEB OiicTep, chappikani o 10 TabneTkn BCeku.

Pasmepu Ha omakoBkaTa:

Kapronena kytus, ceappxaiia 10 Tadnetku
Kapronena xytusi, cbappikama 30 tTabnetku
Kapronena kytus, cpabpxaiia 50 TabieTku
Kapronena xytus, ceappikamia 100 TadneTku

He Bcnukn pa3MEpu Ha OIlaKOBKATa MOrar Ja GLZ[aT npeayiaranv Ha 1masapa.

15. [lara Ha mocjiegHaTa peJaKUus HA TEKCTA
09/2023
16. [JanHu 3a BpB3Ka

IIpurexaren Ha pa3pelIeHUETO 34 THPrOBUA U IIPOU3BOAUTEN, OTTOBAPSIILL 38 OCBOOOKIABAHETO HA
HApTUIN:

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13
31303 Burgdorf

T'epmanus
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MectHn OpEACTAaBUTCIN M TAHHHW 3a BPH3Ka 34 CT»O6H_IaBaHe Ha npeanojaracmMu He6HaFOHDI/IHTHI/I

pPCAKIINN:

Belgié/Belgique/Belgien

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Duitsland/ Allemagne/ Deutschland/
Tel: +49 (0)5136 60660

Peny6iauxka bbarapus

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

T'epmanus

Tel: +49 (0)5136 60660

Ceska republika

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Némecko

Tel: +49 (0)5136 60660

Danmark

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Tyskland

Tel: +49 (0)5136 60660

Deutschland

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Deutschland

Tel: +49 (0)5136 60660

Eesti

Zoovetvaru OU
Uusaru 5,

76505 Saue, Estija
+372 800 9000

E)\ada

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

T'eppovia

Tel: +49 (0)5136 60660

Lietuva
Zoovetvaru OU
Uusaru 5,

76505 Saue, Estija
Tel: +372 800 9000

Luxembourg/Luxemburg

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Deutschland

Tel: +49 (0)5136 60660

Magyarorszag

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Németorszég

Tel: +49 (0)5136 60660

Malta

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Germany

Tel: +49 (0)5136 60660

Nederland

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Duitsland

Tel: +49 (0)5136 60660

Norge

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Germany

Tel: +49 (0)5136 60660

Osterreich

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Deutschland

Tel: +49 (0)5136 60660
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Espafia

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Alemania

Tel: +49 (0)5136 60660

France

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Allemagne

Tel: +49 (0)5136 60660

Hrvatska

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Njemacka

Tel: +49 (0)5136 60660

Ireland

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Germany

Tel: +49 (0)5136 60660

island

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

pyskalandi

Tel: +49 (0)5136 60660

Italia

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Germania

Tel: +49 (0)5136 60660

Kvnpog

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Teppovia

Tel: +49 (0)5136 60660

Latvija
Zoovetvaru OU
Uusaru 5,

76505 Saue, Estija
+372 800 9000

Polska

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Niemcy

Tel: +49 (0)5136 60660

Portugal

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Alemanha

Tel: +49 (0)5136 60660

Romaénia

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Germania

Tel: +49 (0)5136 60660

Slovenija

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Nemcija

Tel: +49 (0)5136 60660

Slovenska republika

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Nemecko

Tel: +49 (0)5136 60660

Suomi/Finland

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Tyskland

Tel: +49 (0)5136 60660

Sverige

CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Tyskland

Tel: +49 (0)5136 60660

United Kingdom (Northern Ireland)
CP- Pharma Handelsgesellschaft mbH
Ostlandring 13

31303 Burgdorf

Germany

Tel: +49 (0)5136 60660
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