JIMCTOBKA :

Alamycin LA (Amamunun JIA)
HMHXCKIIMOHECH pa3TBOpP 3a IroB€Ja, OBLIEC U CBUHE
Oxytetracycline 200 mg/mi

1. HNME N ITIOCTOSHEH AJJPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JINMYHU

[IpuTeskaTen Ha JIMIIEH3a 3a YIOTpeoba:
»ACKIJIEII - DAPMA” OO/

rp. Codus, x.k. Jlromua - 7, 6;1. 711 A, marasun 3
PenyGinka boarapus

HDOI/ISBOI[I/ITCJ'I, OTIrOBOPECH 3a 0c1306o>1<z(aBaHe Ha napTyjaara.
Norbrook Laboratories Limited

Station Works, Newry

Co. Down, BT35 6JP

Northern Ireland

Norbrook Laboratories Limited,
Rossmore Industrial Estate,
Monaghan Town,

Co. Monaghan,

Ireland

2. HAMMEHOBAHUWE HA BETEPUHAPHOME/JUIIUHCKUSA TIPOAYKT

Alamycin LA (Anamumus JIA)
WHXXCKIIMOHEH pas3sTBOpP 3a roB€aa, OBIC U CBUHE
Oxytetracycline 200 mg/ml

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCUUIIUEHTUTE
Bceku ml cpabpika:

AKTHBHA cyOCTaHUMSA:
Oxytetracycline (kato oxytetracycline dihydrate) 200 mg

Excunnuenru:
Hatpues ¢popmanmexus cyiaporcuaaT 2 mg

4. TEPAIIEBTUYHU ITOKA3AHUA
[IpoxykThT € mokaszan 3a ynorpeda mpu ropejia, OBIIE M CBUHE 3a TPETHPAHE Ha:

- Arpoduuen punut, npudrHen ot Bordetella bronchiseptica, Mannheimia haemolytica u
Pasteurella multocida.

- IlenHo-cTaBHa Oosect, mnpuumHeHa ot Arcanobacterium pyogenes, E. coli wm
Staphylococcus aureus.

- Macrut, npuunnen ot Corynebacterium pyogenes, E. coli, Staphylococcus aureus,
Streptococcus agalactiae wau Streptococcus uberis.

- Merpur, npuunnen ot E. coli wmu Streptococcus pyogenes.

1/4



- Tlacteopemo3a W WHOEKIMH Ha PECIHMPATOPHHUS TpakT, npuumHeHn ot Mannheimia
haemolytica u Pasteurella multocida.

- Cenruuemus, npuarHena ot Salmonella dublin u Streptococcus pyogenes.

- UYepsenka, mpuunHeHa ot Erysipelothrix rhusiopathiae.

IIpoayKThT MOXKE CBINO Aa Obe ynoTpeOsBaH 3a KOHTPOJ Ha €H300THUYHHS a0OPT MIPH OBIIETE.

5. INPOTHUBOIIOKA3AHUS

Jla He ce M3MoI3Ba MPU KOHE, Ky4eTa U KOTKH.

Jla He ce uW3MONI3BA MPHU CBPBHXUYYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIMS WIH KbM HSKOH OT
EKCIUITUCHTHTE.

Jla He ce m3MmoI3Ba MpH KUBOTHH, CTPAIAITN OT YSPHOAPOOHH HWIH ObOpETHH 3200 IIBAHN.

6. HEBJIATOITPUATHHN PEAKIINA

Bbrnpeku e mpoAyKThT MpHUTEXaBa J0Opa MOHOCHMOCT, B PEAKH CIydaW MOTaT Ja ce HabiIromaBaT
JIEKH JIOKAJTHU PEAaKIMHU C TIPEXOAHA MIPUPOJIa.

Psako ce choOIaBa 3a Peakii Ha CBPBXUYYBCTBHUTEIHOCT, BKIIIOYMTENHO aHa(uIakchs (MOHAKOTa
(aTanHa).

AKo 3a0€eeKUTE HIKAKBH HC6H3I‘OHpI/IHTHI/I pCaKkunu, BKIFOUUTCIIHO U TAKMBA, KOUTO HE Ca OIMKMCAaHU B
Ta3u JIMCTOBKA UJIKW MUCJIIUTE, Y€ BETCPUHAPHOMECIUIIUHCKUA IIPOAYKT HE pa60T1/1, MOJIA Aa YBEAOMUTE
Bamus Berepunapen nekap.

7. BUJIOBE JKNBOTHMH, 3A KOUTO E IPEJJHA3HAYEH BMII

I'oBena, oBIlE U CBUHE.

8. JAO3UPOBKA 3A BCEKH BHJA XKHUBOTHO, METOA U HAYUHM) HA
ITPUJIAI'AHE

JB100K0 HHTPaMyCKYITHO.
Ipenoppunrennara noza e 20 mg/kg rtemecma maca (1 ml/10 kg TenecHa wmaca), mpuiokeHa
€JIHOKPATHO.

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

OO0eMbT, PUIOKEH B €IHO MSCTO Ha MHXKEKTHpaHe, He TpsOBa na npesummasa 20 ml mpu rosena, 10
ml npu cBure, 5 ml npu osue, 0.2 ml npu npacenna Ha BB3pact 1 xen, 0.3 ml mpu npacenna Ha
Bb3pact 7 auu, 0.4 ml npu npacenna Ha Be3pact 14 gau, 0.5 ml npu npacenna Ha Be3pact 21 g u 1
ml tipu mpaceniia Ha BB3pacT Hag 21 aHU.

IIpoayKThT € mpenopbyaH caMo 3a €JHOKPATHO MPUIIOKEHHE.

10. KAPEHTHMU CPOKOBE

I'oBena:
Meco v BbTpeIIHy Opranu: 35 IHU.
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Misko: 10 qau.

OgBue:

Meco 1 BBTpEIIHN OpraHu: 9 qHH.
Misiko: 7 nHH.

Caumne:

Meco u BpTpelTHN opranu: 15 nau.

11. CIHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Ja ce cpxpaHsBa faed OT MMoTJie/ia ¥ Ha HEAOCTHITHH 3a JIella MecTa.

[a He ce cpxpansiBaBa pu Temneparypa naj 25 °C.

Jla ce mas3u OT CBETIUHA.

[a ce ma3u mbpBHUYHATA ONAKOBKA BHB BBHHILIHATA OMAKOBKA.

Ja He ce m3MONB3Ba TO3M BETEPUHAPHOMENWIIMHCKH TPOIYKT CIlIe[] M3THYaHE CpPOKa Ha TOJHOCT,
NOCOYEH BbpXY eTHKeTa U KaproHa {['ojgeH n0}. CpoKbT Ha TOTHOCT OTTOBAps HA MOCICIHHS JICH OT
TO3U MEcell.

CpoK Ha TOTHOCT CJIe ITEPBOTO OTBApPSHE HA OMaKOBKAaTa: 28 ITHU.

12. CHELUAJIHU NPEAYIOPEXIEHUWSA

CrenuanHy NpenynpeskIeHns 3a BCEKH BUJI JKUBOTHH, 3a KOUTO € npeaHasHaued BMIT:
Hsma.

CreryanHy npeanasHd MepKH 3a )KUBOTHUTE MPH yHoTpeOara Ha MPOJIyKTa:

[IpoxykThT He TpsOBa Ja ce pa3pexaa. Beopeku de MpOAyKTHT HPHTEkKaBa J00pa MOHOCHMOCT,
HOHSKOTra ce HaOJIo/IaBaT c1abu peakLyy ¢ NpexojHa npupona. Jla He ce W3Mon3Ba MpPU >KUBOTHH,
CTpajaid OT YepHOAPOOHH Wi ObOpedHu 3abonsBanus . Ynorpedata Ha OXytetracycline mo Bpeme
Ha Pa3BUTHETO HA 3bOMTE M KOCTHUTE, BKIIOYUTEIHO MO BpEeME Ha KbCHAaTa OPEMEHHOCT, MOXE [a
JIOBeJie JI0 MPOMsIHA B I[BeTa Ha 3bOKMTE. AKO ce mpuiiara eIHOBPEMEHHO TPETHPAHE C APYT MPOIYKT,
TO Aa CC U3BHPIIBA B JPYro MACTO Ha MHIKCKTHUPAHEC.

CrenmanHy IIpena3sHy MEPKHM 3a JWIaTa, OpWIarand BeTEPUHAPHOMEIMIIMHCKHS IIPOJYKT Ha
JKUBOTHHUTE:

Crnen mpuiaraHe Ha TPOAYKTa, Ja c€ W3MHUBAT phleTe. . lIpu ciaydaeH Ha KOHTaKT Ha MPOIYKTa C
OUUTE WIIM KOXara, He3a0aBHO Ja ce M3MUAT OOMIIHO C BOJA, THi KaTo MOXE Jia HACTBIH JApa3HEHE.
Cny4aifHOTO CaMOMHKEKTHpaHe TpsiOBa j1a ce n30sraa.

BpeMeHHOCT:
Vnorpebara na oxytetracycline mo Bpeme Ha pasBUTHETO Ha 3bOWTE M KOCTHTE, BKIOUHUTEIHO IO

BpPEMC Ha KbCHATa 6peMeHHOCT, MOZKE 1a 1O0BEAC A0 NPpOMsIHA B LIBCTA HA 3p0uTe.
Moxke Ja C¢ mpujara 1o BpeMe Ha 6peM6HHOCT.

JlakTanmus:.
Moske ma ce mpuara 1mo BpeMe Ha JaKTaIusl.

BsauMoieiicTBue ¢ Ipyru BETEpUHAPHOMEAULIMHCKU IIPOIYKTHA U Apyry OpMHU HA B3aUMOJIEHCTBUE:
He ca u3BecTHH.

IIpeno3upane (CUMIITOMH, CIEITHH MEPKU, AHTUIOTH):
Hsama w3Becten cnenmuduyeH aHTHIOT. AKO HACTBISAT BB3MOXKHU TPU3HAIM Ha IMPeIO3UpaHe,
JIEKyBalTe KUBOTHUTE CUMIITOMATUYHO.
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OCHOBHU HECHBMECTUMOCTH:

He ca u3BecTHN.
13. CIHEIUWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIN OCTATHBLHU OT HEI'O, AKO UMA TAKHUBA

Bcekn Hemsnon3BaH BeTEpUHAPHOMETUIIMHCKH MPOAYKT WM OCTAaTBIM OT HETo TpsOBa na Obaar
YVHHIIOKEHU B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOATEIICTRO.

14. JATATA HA HOCJIEAHATA PEJAKLUS HA TEKCTA
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15. AONBJHUTEJHA UH®OPMALIUA

Kexnmubapenu crbkienn ¢uaakonu 3a ukeknuu tai 11 or 50 ml u 100 ml, 3atBopenu che 3amynraika
OT XJIOPOOYTHI U MJIOMOWpPaHU C alyMUHHEBO Karaye.

He Bcuuku pazMepn Ha omakoBKaTa Morar fa ObJaT MpeaiiaraHy Ha masapa.
AKO TpOAYKTHT C€ ChXpaHsBa ChIIACHO YKa3aHHUATA, TOM 3ala3Ba aKkTUBHOCTTA CH B MIPOIBIDKEHUE Ha
2 TOomWHU CcIiel nmatara Ha Tpou3BoacTBO. Crex mpoaymyBaHe Ha OIAKOBKaTa W W3JaraHe Ha

CHIBPKAHUETO MO BH3ICHCTBHETO HA BB3IyXa, pa3TBOPHT MOXKE J1a MOThMHEE, HO aKTHUBHOCTTa MY
HE Ce MPOMEHSI.

J-P UBAH IIMKOB
H3ITBJIHUTEJIEH JUPEKTOP
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