ETUKETH

HHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBHIIIHATA OITAKOBKA

KAPTOHEHA KYTHUA

‘ 1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITIPOAYKT

Pergosafe 1 mg ¢puamupanu TabIeTKH 3a KOHE

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

Pergolide 1,0 mg (exBuBanenren Ha 1,33 mg pergolide mesilate)

‘ 3. PASMEP HA OITAKOBKATA

10 TabneTku
30 TabmeTKu
60 TabmeTKH
90 TabmeTKu
100 TabneTku
120 TabneTku
160 TabneTku
240 TabneTKu

‘ 4. BUJOBE )KNBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BJIII

Komne (ot xouTo He ce 700MBa XpaHa 3a KOHCYMAIIHsI OT X0pa).

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA TPUJIOKEHUE

IlepopaiiHo IpHIIOKEHHE.

| 7. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:

He ce pa3pemiaBa 3a yrnorpeda npu KOHE, YHETO MECO € TPEJHA3HAUCHO 32 KOHCYMAIHsI OT XOpa.
TperupanuTe KOHE HUKOTA HE TPsOBA J1a Ce N3MOJI3BAT 32 KOHCYMAIUs OT XOpa.

KonsT TpsibBa na Obie OOSBEH 3a HEroJeH 3a KOHCYMAalMs OT XOpa ChIJIACHO HAIMOHATHOTO
3aKOHOJIATEJICTBO 3a MACHOPTH3ALMS Ha KOHE.

He ce pa3pemasa 3a yrnorpe6a npu KOOI, YUETO MIISIKO € IIPeHa3HaYeHO 3a KOHCYManus OT Xopa.

8. CPOK HA TOJIHOCT

Exp. {mm/rrrr}

‘ 9. CIHEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

213 CC€ ChbXpaHsBa B OpUTHHATIHATa OITaKOBKa C LEJI IpEAITa3BaHe OT CBETJIMHA.



‘ 10. HAANMUCDHT ,,IPEIU YIIOTPEBA NPOYETETE JIUCTOBKATA“

[Ipenu ynotpeda nmpoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJIMNUCHT “IA CE CBXPAHSIBA JIAJIEY OT HOIJIEJIA M HA HEJOCTBITHU 3A
JEITA MECTA”

ﬂa CC CbhbXpaHsBa Aajied OT 1orjicaa U Ha HCAOCTBITHU 3a I€1a MECTaA.

‘ 13. HUME HA IIPUTEXATEJISA HA PASPEIIEHUE 3A ThbPT'OBUS

Alfasan Nederland BV

‘ 14. HOMEPA HA PASPEHIEHUETO 3A ThPT'OBHUS HA BJIII

0022-3073

‘ 15. TAPTHUJAEH HOMEP

Lot {Homep}



MUHHUMYM UHO®OPMALUSA, KOATO TPABBA JJA BbAE U3IIMCAHA BBPXY MAJIKA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA 103A

AJIYMUHUEB BJIUCTEP

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Pergosafe

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHLIECTBA

Pergolide 1.0 mg (exBuBanenteH Ha 1,31 mg pergolide mesilate)

| 3. MAPTUJEH HOMEP

Lot {Homep}

‘ 4. CPOK HA TOJHOCT

Exp. {mm/rrrr}

A-P AHTOHHO PAJIOEB
SAMECTHUK U3IIBJIHUTEJIEH /[HPEKTOP



JIUCTOBKA
1. HaumenoBanue Ha BeTepUHAPHUS J€KAPCTBEH NPOIYKT
Pergosafe 0,5/1/2 mg ¢punmupanu TabIeTKH 3a KOHE
2. CbcraB

dunMmupana TadbreTka
Tabmerka ot 0,5 mg:

CobplieBuHa:

XKenezen oxcup xwit (E172) 0,06 mg
IToxputue:

XKeneszen oxcup xwit (E172) 22 ug
Turanos auokcua (E171) 1,5mg

Tabnerka ot 1 mq:

CroplieBuHa;:

Kenesen oxcun xbat (E172) 0,12 mg
IToxputue:

Keneszen oxcup xwat (E172) 0,11 mg
Turanos auokcun (E171) 2,86 mg
®depozodepuieH oKcua 25 ug
Kenezen oxcup uepreH (E172) 6 Lg
TabneTka ot 2 mg:

CroplieBuHa;

Kenesen oxcun xbat (E172) 0,24 mg
IToxputue:

Kenesen oxcun xbat (E172) 0,66 mg
Turanos auokcuy (E171) 5,06 mg
depo3odeprudeH OKCHT 0,28 mg

®unmvupana Tabierka

Tabnetka ot 0,5 mg: benesnukasa, chepuuna, puimupana Tabiaerka.
Tabnetka ot 1 mg: bexosa, chepuuna, punmupana tabieTka.
Tabnerka ot 2 mg: 3eneHa, chepruyna, puiMupana TabaeTka.

3. Bunose s;kuBOTHH, 32 KOUTO e npegnasHaden BJIII

Komne (0T kouTO HE ce J0oOMBa XpaHa 3a KOHCYMall¥sl OT Xopa).

4, Iloka3anus 3a ynorpeoda

CUMNTOMATHYHO JIeYeHHWEe Ha KIWHUYHU TpU3HANM, CBBbpP3aHU C XumnopuzapHa WHTEPMEIUITHA
muchynkaus (PPID) (6onect na KymumHr npu xonere).

5. IIpoTuBonoxkazanus
Ja He ce uW3moi3Ba NpU CBPBXUYBCTBUTENHOCT KbM pergolide mesilate wnm apyru mpou3BOOHH Ha

€proramMmuHa, UJivl KbM HIKOC OT IOMOUTHUTE BEIIECCTBA.
[la He ce n3Mo3Ba NpY KOHE HAa BH3PACT MO/ 2 TOANHHU.



6. CrnenuajaHu npexynpexieHust

CrenmanHy npeaynpeKJIeHNs
Tps6Ba na ce mpoBenaT NOAXOAALIM €HIOKPUHOJIOIMYHH JJa0OPAaTOPHU U3CJICABAHUS, KAKTO U OLIEHKA Ha
KJIIMHWYHUTE NpU3HAIY, 3a J1a ce ycTaHoBU quarnosa PPID.

CrenyanHy npeana3Hd  MepKu 3a Oe3omacHa ymoTpeba MpW  BHIIOBETEC SKMBOTHH, 33 KOUTO €
npenHasHayed BJIIT:

Tsi xaTo moBeyeto ciayyau Ha PPID ca guarHOCTMUMpAaHHW MPU BB3PACTHU KOHE, YECTO CE€ cpeliaT U
JIPYTU NaTOJIOTUYHU OPOIECH. 3a MOHUTOPUHT U YECTOTAa Ha U3CJIC/IBAHE BIDKTE TOUKA 8.

CrenuanHy Ipeana3sHd MEpKH, KOUTO TpsAOBa J1a B3eME JIMIETO, NPUIAraino BETEPUHAPHUS JIEKAPCTBEH
IOPOAYKT Ha KUBOTHUTE!

To3u MpOXyKT MOXKE a NMPUYMHH PEeaKkIMyd Ha CBPBXUYBCTBHTEIHOCT (aneprus). Xopa ¢ yCTaHOBEHa
CBPBXUYBCTBUTEIHOCT KbM pergolide wim Apyrd mpou3BOAHU Ha €proTaMuHa TpsOBa Aa H30sTrBaT
KOHTAKT C BETEpUHAPHUSA JIEKAPCTBEH MIPOAYKT.

To3u npoayKT MOXKe [1a MpeIu3BUKa HEOIArONPHUSITHY Peaky MOopaIy 3aHIKCHUTE HUBA HA IPOJIAKTHH,
KOETO TpEeJICTaBisABa crelu(rUiIeH pUCK 3a OpeMEeHHH W KbpMEIIW JKeHH. bpeMeHHHTe WM KbpMellu
JKEHH TpsOBa Ja M30ATrBaT KOHTAaKT C KO)KaTa WM KOHTAKT PbKa-ycTa M Aa HOCAT PBKABUIM MpPU
IIPWIAraHe Ha IPOAYKTA.

Ciy4alfHOTO MOTNIBbIIAaHe, OCOOECHO OT [ela, MOXKE Ja NPUYMHU HEOJArONpHUsTHH DPEaKLUUH, Karo
MOBpPBIIAHE, 3aMaiiBaHe, IETaprusl WIK HUCKO KPbBHO HaJsraHe. 3a Aa n30erHeTe CiydailHO NOTIIbIIAHE,
onmuctepsT TpsiOBa 1a ce BbpHE B KAPTOHEHATa KyTHSl I BHUMATEIIHO Jla C€ ChXPaHsBa Jlajied OT Moriieia 1
Ha HEIOCTBIIHM 3a Jela MeCTa.

N30srBaiiTe KOHTaKT phka-ycra. [la He ce aae, Imue Wik My, KOraTo ce W3MoJ3Ba TO3M NpoAyKT. [lpu
ClIydailHO MOTJIbIIaHe, He3a0aBHO Jja Cce MOTHbPCH MEIULMHCKH CHBET, KaTO Ha JIEKaps ce MperoCcTaBh
JIUCTOBKATa WIIN €THKETA Ha MPOIYKTa.

To3u MpoAyKT MOXe Jja IPUUMHH pa3fpa3HeHne Ha ounTe. M304rBaiiTe KOHTaKT ¢ OYUTE, BKIIOUUTEIHO
KOHTaKT pbKa-ouu, rmpu pabora ¢ Tabnerkure. MUHUMHU3UpAHTE PUCKOBETE OT KOHTAKT MO BpEME Ha
pa3TBapsHeTO Ha TabJEeTKUTe, HAmp. TaOJIETKUTE HE TPpsOBa Jla ce cMadkBar. [Ipu cilydyaeH KOHTAaKT Ha
PasTBOPEHUs] MPOAYKT C KOXKara, U3MHUHTE 3acerHarara Koxa c Boja. Ilpu ciaydaeH KOHTaKT C O4MHTE,
He3a0aBHO MPOMMITE 3aCETHATOTO OKO € BOJA U NOTHPCETE MEAULIMHCKH ChBET.

Wzmmuiite ppiiete cu ciex ynotpeoda.

BpeMeHHOCT:
[lpunara ce camo ciiel MPEIEHKa IM0JI3a/pUCK OT OTTOBOPHHS BETEPHHAPEH Jiekap. be3omacHOCTTa Ha

BETEPUHAPHMS JIEKapCTBEH MPOAYKT HE € JO0Ka3aHa II0 BpeMe Ha OpeMEeHHOCT IpH KOOWIH.
JlaGoparopHute mpoy4yBaHMs IpHM MHIIKM M 3aiId HE TMOKa3BaT HHKAaKBU [IOKA3aTeJICTBa 3a
TepaTorenHocT. HaOmonaBan e HamaneH QepTunuTeT mpu MHUIIKM B 1o3a 5,6 mg/kg TenecHa maca Ha
JIEH.

JlakTanms:.

He ce mpenopwuBa ymorpeba mpu KOOWIIH, MPU KOUTO OE30MAaCHOCTTA HAa BETEPUHAPHHS JIEKaPCTBEH
MIPOJIYKT HE € JI0Ka3aHa 1o BpeMe Ha JakTauus. [Ipyu MUKy HaMmajaeHaTa TeJieCHa Maca U HUCKaTa CTEIeH
Ha OlleJsBaHE Ha IMOTOMCTBOTO C€ IbJDKAT Ha (apMaKOJIOTMYHOTO HMHXMOWpaHE Ha CEKpelHsara Ha
MPOJIAKTHH, KOETO BOJIH JIO JINTICA HA JTAKTaITH.

BzamMojelicTBre ¢ IpyTrH BeTepHHAPHHU JICKAPCTBECHH IPOJIYKTH M IPYTH d)ODMI/I Ha B3aMMOJICHCTBHE:

I[a CC Hu3Mn0Ji3Ba C IOBUIICHO BHHUMAHHUC, KOI'aTO BCTCPUHAPHHUAT JICKAPCTBCH MPOAYKT CC IIpujiara
CbBMCCTHO C JApPYTH BCTCpHUHAPHU JICKAPCTBCHU IMPOAYKTH, 34 KOHUTO € HU3BCCTHO, Y€ BJIHAAT Ha
IIPOTEMHOBOTO CBHP3BAaHE.




Jla He ce mpwiiara €IHOBPEMEHHO C ONMAMHUHOBH AHTArOHHUCTH, KAaTO HEBPOJCNTHIM ((PCHOTHA3HHU -
HAmMpUMeEp alenpoMasuH), JOMICPUAOH WIM METOKJIOMPAaMUA, Thil KaTo Te3W CYOCTAHIIMH MOTAT Ja
HamayAT eukacHocTTa Ha pergolide.

[Ipeno3upane:
Hsama nannyna nadopmMarus.

7. Heo0aaronpusTHn peakuun

Kome:

Penxu 3ary0a Ha aneTuT, aHopeKcHs® neTaprus’.

(1 1o 10 Ha 10 000 TpeTHUpaHH KUBOTHK): | JIEKH CUMIITOMH OT CTPaHa Ha [IEHTpallHATa HEPBHA CHCTeMa’
(HarpuMep Jenpecus’, aTakcus?).

JMapusl, KOJUKH.

MHuoro penku W3norsBasxe.
(mo-manko ot 1 Ha 10000 Tperupanu
KUBOTHH, BKJIIOUUTETHO  HM30JHMPaHU
CHOOIIEHUS):

! npexoana
2 neku

Cro0mmaBaHeTo Ha HEOJIArompUATHH PEaklUM € BaXXHO. ToBa MO3BOJISIBA HENPEKbCHAT MOHUTOPHHI Ha
Oe3omacHOCTTa Ha NPOAYKTa. AKO 3a0eNeKuTe HIKaKBH HEONaronmpusATHH PEaKkLH{, BKIIOYUTEIHO H
TaKMBa, KOUTO HE ca OMHCAaHH B Ta3M JINCTOBKA WJIM MUCJHTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOAYKT HE
JeiicTBa, CBBbpKETE ce MbpBO ¢ Bamms BerepuHapeH Jekap. Moxere CbhIIO Jia choOIIaBare
HeOIaronpusTHH PeakluH Ha MPUTEKATEINs] Ha Pa3pelICHUETO 32 ThPrOBUs MM MECTHUS MPEICTaBUTEI
Ha MPUTEXKATEJs Ha PaspelleHHeTo 32 ThProBHs, KaTO M3MOI3BATE AaHHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JMCTOBKA WK 4pe3 Bamara HanmoHanHa cucteMa 3a choOIaBaHe:

Bulgarian Food Safety Agency
Website: https://kvmp.bfsa.bg/index.php/bg/reqgisters/veterinarnomedicinski-producty

8. I[OSI/IPOBKZI 34 BCCKM BHU/I )KUBOTHO, HAYMHHU U METO HA MPUJIOKECHHUE
3a MepopaIHO NPUITOKCHUEC, BEAHBIK THCBHO.

II'epBoOHayaIiHA 7032

[TepBoHauanHata n103a e 2 pg pergolide/kg (nmuamaszon Ha go3ata: 1,3 mo 2,5 pg/kg; BuxkTe TabmuIara mo-
noiy). Crmex ToBa moJIbp)KamiaTa go3a TpsOBa Ja ce NpeleHH CIopel WHIMBHUAYaTHHS OTrOBOD,
orpezereH upe3 HaOmogeHue (BIXKTE MO-0Ny), KOETO BOAM A0 CpeIHa MOJUIbprKalia J103a OT 2 Ug
pergolide/kg TenecHa Maca ¢ auana3oH Ha jgo3ata ot 0,6 no 10 pg pergolide/kg TenecHa maca.

HpenoquBaT CC CJICAHUTC I'bPpBOHAYAJIHU NO3U:

[Muanazo
Tenecna wMacal 0,5 mg 1mg 2mg [TepBonay | Ha
Ha KOHs TaGeTK Ta0ieTka talieTka aHa 1032 | nosupan
1,3 - 25
200 - 400 k O 0,5m ’ ’
g J ng/kg
1,7 - 25
401 - 600 k ‘ 1,0m ’ ’
J 9 |ugkg
nJjin



https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

17 - 25
401 - 600 kg O O 10mg |
18 — 25
601 - 850 k 15m : !
9 O O 9 |ugkg

nJINn
18 _ 25
601 - 850 k 15 ! :
g OOO > M3 hg/kg
20 _ 24
851 - 1000 k . 20m ’ :
J 9 |ngkg
nJINn

851 - 1000 kg O O 2,0 mg i’go/ké 24

Hoaabp:xama g03a

I1pu ToBa 3a00sABaHe ce NPEIBIIKAA JICUCHNUE NTPE3 LETHs KUBOT.

[ToBeueTo KOHE pearwpar Ha TepamusTa M ce CTadWIM3upaT mpHu cpeaHa jgo3a or 2 g pergolide/kg
tenecHa maca. Kimmananoto momoOpenwne ¢ pergolide ce ogakBa B pamkute Ha 6 10 12 cenmuru. Konere
MOrar Jia pearupar KJIMHAYHO MPH MO-HUCKW WIIM BapuUpally J03H; 3aTOBa Ce MPENophyBa Ja ce mpujara
a0 HaM-HHUCKaTa C(i)CKTI/IBHa J103a Bb3 OCHOBA Ha MHAUBHUAYAJIHATA PCAKIUA OT TCpaIllUATa, HC3aBUCUMO
JIaTIi PeaKIHsATa € CBhp3aHa ¢ e(hPUKACHOCT WM C MPU3HALM HAa HEMOHOCUMOCT. [IpH HsKOM KOHE MOXe 1a
ce Hajoxu mpriarane Ha mo3u 1o 10 pg pergolide/kg Temecna maca Ha meH. B Te3u penku cutyanuu ce
IpenopbyuBa NOAXOASAIIO JOIBIHUTEIHO HAOIOACHHE.

Crne MbpBOHAYAIHOTO JUATHOCTUIIMPAHE TIOBTOPETE SHAOKPHHOJIOTHYHOTO M3CIIEABaHE 32 TUTPUPAHE Ha
Jlo3aTa M MpocieasiBaHe Ha JICUSHHUETO Ha MHTEPBaIu OT 4 10 6 10 cTabuimu3upaHe Wid mogo0psiBaHe Ha
KIMHUYHUTC HpI/I3HaHI/I I/I/I/IJ'II/I JUArHOCTUYHO U3CJICABAHEC.

AKO KIMHHYHHUTE MMpU3Haln WJIN JUATrHOCTUYHUTE MU3CIICABAHUA OLIC HE Ca CC HOI[OGpI/UH/I pe3 N'bpBUA
uHTepBaI oT 4 Mo 6 ceamuIy, obImara JHEBHA jo3a Moxe na ce yBenuud ¢ 0,50 mg. B ciyuait, de
KJIMHAYHUATE MPHU3HAIM ca Ce MOJOOPWIIM, HO BCE OIe HE ca HOPMAIHM3MPAHU, BETEPUHAPHUSIT JIeKap
MOJXKE JIa el Jia KOPUTHpa WM HE J103aTa, UMAWKW TPEBU] WHAWBUAyaTHATA PEAKIUsS/TTIOHOCUMOCT
KBbM JI03aTa.

B cnyuaii, 4e KIMHWYHUTE NpPU3HAIM HE Ca aJCKBATHO KOHTPOJHMPAaHW (KIMHAYHA OIEHKA W/WIN
JIMarHOCTHYHO M3CJICABAHE) Ce MpernopbyBa o0Ilara JTHEBHA J03a JIa Ce yBelIn4aBa nocreneHHo ¢ 0,5 mg
(ako TIPOAYKTHT c€ TMOHACS MPH Ta3H J103a) HA BCEKH 4 10 6 CeJMMUIIM, JOKATO HACTHIIM CTAaOUIU3UpPAHE.
AKO ce pa3BUAT PHU3HANY Ha HEMTOHOCHUMOCT KbM J03aTa, JICUCHUETO TPsOBa Aa ce crpe 3a 2 10 3 THU U
Jla ce Bb30OHOBH IIPH MOJOBHHATA OT Mpeaxoanara mo3a. Cies ToBa o0Imara JTHEBHA 1032 MOXKE Ja Ce
BbPHE 00paTHO JI0 JKeJaHHs KIMHUYEH edekT nocreneHHo ¢ 0,5 mg Ha Bcek 2 10 4 ceamuiu. AKo ce
MPOITyCHE /1034, CIIeABAIaTa 1032 TPSAOBa J]a ce MPUIIOKH, KAKTO € MPEANUCAHO.

C.Hell CTa6I/IJ'II/I3I/IpaHe, p€aoBHaTa KIMHHWYHaA OICHKA W JUArHOCTUYHOTO M3CJICIBAHC Tpf[6Ba Ja ce€
H3BBPIIBAT HA BCCKHU 6 Mecena, 3a MpociieaAssBaHe Ha JICHCHUCTO W A03arta. TaM, KbJACTO HAMa BHIWMA

pcakuu: OT JICHCHUCTO, AUArHo3aTa TpH6Ba Ja c¢ mpepasricaa.

9. CbBeTH 32 MPABUJIHOTO MPUJIATaHe Ha MPOAYKTAa



3a 1a ce yJlecHHU MpuiIaraHeTo, HeoOXOAMMaTa THEBHA J103a TPSAOBa Ja Ce MOCTaBH B MAJIKO KOJUYECTBO
BOJIa W/WIIM J1a C€ CMECH C MeJlaca MM C IPYr MOJCIaauTeN U Ja ce pa30bpKBa, I0KATO ce pa3TBopHu. B
TO3U CIIy4ail pa3TBOPCHUTE TaOJCTKH TpsOBa Ja Ce MpwiaraT CbC CIPUHIIOBKA. L[s10TO KONMHMYECTBO
TpsAOBa Ja ce mpuiIoxku BenHara. TabneTkure He TPsiOBA 1a ce pa3apo0sBaT, BIKTE TOUKa 6.

10. KapeHTHH cpoKoBe

He ce pa3pemaga 3a ynorpe6a npu KOHe, YUETO MECO € MpeJHa3HaYeHO 32 KOHCYMalUs OT X0pa.
TpeTtrpanuTe KOHE HUKOTa He TPsIOBa Jia ce U3MOJ3BaT 32 KOHCYMAIHsI OT X0pa.

KonsaTr TpsiOBa nma ObAe 0OABEH 3a HETOJCH 3a KOHCYMAIlMsl OT XOpa CBIVIACHO HAIMOHAIHOTO
3aKOHOJIATENICTBO 32 MACMIOPTHU3AIUS HA KOHE.

He ce pa3pemaga 3a ynorpe6a npu KOOWIH, YUETO MIIKO € MPeJHAa3HAYeHO 32 KOHCYMAIHsl OT X0pa.

11. CpoeuuaJiHU yCJIOBHS 32 CbXpaHeHHe

Ja ce cbxpaHsBa Jajed OT IOIVIea U Ha HEJOCTBIIHY 3a Jela MecTa.

Jla ce cbxpaHsBa B OpUI'MHAJIHATa ONAKOBKA C IIeJ pe/a3BaHe OT CBETIHNHA.

Jla He ce M3MOJI3Ba TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT ClIe/I H3TUYAHE CPOKa Ha TOIHOCT, IIOCOYCH
BBpXY OnMcTepa U KapToHa cien ,,l'oneH n1o“. CpokbT Ha TOIHOCT OTIOBaps HA MOCIEIHUS J€H OT TO3H
Mecell.

12. CnenmajaHu npeanasHu MepKHU NPH YHUIIOKABAHE

BerepuHapHuTe JIeKapCTBEHU MPOJIYKTH HE TPsAOBAa Ja OBAAT M3XBBPJSIHA Ype3 OTHAJHU BOAM WU
OUTOBHU OTMAIBIIH.

W3nosn3Baiite nporpamu 3a BpblllaHe NMPH YHUIIOKABAHETO HA HEU3IIOJI3BAHH BETCPUHAPHU JICKAPCTBEHU
MPOJYKTH WJIM OCTATBIM OT TAX B CHOTBETCTBHE C W3UCKBAHMATA HA MECTHOTO 3aKOHONATEJICTBO U C
BCUYKH TMPHJIOKHMH HAIMOHAIHU CHCTEMH 3a chOupaHe. Te3n MepkH Ie MOMOTHAT 3a Omna3BaHe Ha
OKOJIHATA cpefa.

13. Kuaacudukamus Ha BeTepHUHAPHHUTE JeKAPCTBEHH MPOAYKTH
Ja ce oTmycka caMo O JIEKapcKO MPeNncaHue.

14. Homepa Ha pa3pelieHHeTO 32 THPIOBUS U Pa3MepH ONAKOBKHU

0,5 mg: 0022-3072
1,0 mg: 0022-3073
2,0 mg: 0022-3074

Kapronena xytus ¢ 10, 30, 60, 90, 100, 120, 160 umu 240 tabneTku.
He Bcuuku pazMepu Ha onakoBKaTa MOTaT Ja ObJaT NpeajiaraHy Ha rnasapa.

15. JlaTra Ha mocjieHATA PeJaKIMs HA TEKCTa

03/2023

ITonpoOHa uHpOpMAaIIKs 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Ja HaMepuTe B 0a3aTa JaHHU
na Crro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a Bpb3Ka

HDI/ITe)KaTeH Ha PA3PCINCHUCTO 34 THPIrOBUA U IIPOU3BOAMUTECII, OTroBapAIll 34 OCBOGO)KI[aBaHeTO Ha
IIapTuanu U J1aHHU 34 BPH3Ka 3a C'BOGHlaBaHe Ha nnpcamnojgaracMmn HGGH&I‘OHDI/IS[THI/I PECaAKIINU.

Alfasan Nederland BV

Kuipersweg 9

3449 JA Woerden

Hunepnannus




Tel: +31 348 416945
E-mail: pharmacovigilance@alfasan.nl

HDOI/I3BOI[I/ITGJI, OTTOBOPCH 3a OCB060>KIlaBaHe Ha mapTuaara.
Lelypharma BV

Zuiveringsweg 42

8243 PZ Lelystad

Hunepnannus

17. JombjanuTteTHAa HH(pOPMAIUS

A-P AHTOHHO PAJTOEB
3AMECTHUK U3ITBJIHUTEJIEH /IHPEKTOP


mailto:pharmacovigilance@alfasan.nl

