INPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMMEHOBAHUME HA BETEPUHAPHOMEJUIIUHCKUSA TIPOAYKT

Pirsue 5 mg/ml pa3TBop 32 HHTpaMaMapHO MPHUIIOKEHUE IIPH TOBEIA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
AKTHBHA cy0cTaHIUA:
Pirlimycin (kato Pirlimycin hydrochloride) 50 mg/10 ml

3a IBIHHS COUCHK HA EKCIIMITUECHTHUTE, BUK T. 6.1.

3. OAPMALIEBTUYHA ®OPMA

Pa3TBOp 32 HHTpaMaMapHO MPUIIOKEHHE.

4. KJIUMHUYHU JAHHU

4.1 Bwupose :KUBOTHH, 32 KONTO e npeaHazHaved BMII

T'oBena (mOWHM KpaBH B JIAKTAIIHSA).

4.2 TepaneBTUYHU NMOKA3AHUS, ONIPeAeJIEHH 32 OTAEJIHUTE BUI0BE 'KUBOTHHU

3a neyeHue Ha CyOKIMHUYHN MACTHTH TIPH JIAKTUPAIIX KPaBH, AbIDKAIIH ce Ha [ paM-TIOJI0KHUTETTHN KOKH,
YyBCTBUTEJIHH KbM pirlimycin, BKIIOUUTENHO CTAdHUIOKOKHU KaTo Staphylococcus aureus, TEHAUIMHA3Z0-
TIOJIOXKHUTEITHN M TIEHHUIMITHA30-0TPHUIATEITHN CTAQUIIOKOKH, KAKTO M KOATyJIa30-0TPUIIATeITHU
cTaUIOKOKH; CTPENITOKOKH, BKIIOUUTEIHO Streptococcus agalactiae, Streptococus dysgalactiae n
Streptococcus uberis.

4.3 IIpoTuBomoka3aHus

[Ipu HanwYMe HAa PEe3UCTEHTHOCT KBbM pirlimycin.

Jleuenne Ha nHOEKINH, THDKANU ce Ha [ pamM-oTpumarensau 6akrepun kato E. coli.

Ja He ce TpeTupaT KpaBu C SIBHU U3MEHEHHUSI Ha BUMETO, ABJDKAIY C€ Ha XPOHUUEH CyOKIMHUYCH
MAacCTHT.

4.4 CneuuaJiHu mpeana3Hu MEPKH 32 BCEKH BH/ KMBOTHH, 32 KOUTO e npennaznayed BMII
Hsama.

4.5 CneuuajHy mpeana3Hu MepKHU NMPH ynoTpeda

CHCHI/I&HHI/I OpeanasHy MCPKH 3a )KHBOTHUTC IIPH VHOTDe6aTa Ha IMpOoJAYKTa

HpG,Z[I/I 3al104YBaHC Ha JICUCHUC [a CC HAIIPaBAT TCCTOBC 3a MI/IKp06Ha YYBCTBUTCIIHOCT.

CHGHI/IaJIHI/I npealia3iyu MCpPKHU 3a JIMIiaTa, Inpujaraiy BETCPUHAPHOMCANIIMHCKUA ITPOAYKT HaA
KHNBOTHHUTC

N30sarBaiiTe KOHTAKT ¢ pa3TBopa. VI3MuiiTe Che cammyH ¥ BOAa PbLETE U yUYaCTBLIUTE OT KOKaTa, BbPXY
KOHUTO € NoNaHall MPOAYKTa 1 CBAJIETE 3aMBbPCCHUTE IPEXH BeAHara cies ynorpeda. M3muiite ounte
He3a0aBHO clies oMaiaHe Ha MPOAYKTa B TSAX U TM 00JIMBaiTe ¢ BoJa B IPOIB/DKEHUE HA 15 MUHYTH.

JpBKTe KIenadyuTe OTBOPEHH, 3a Ja YJIIECHUTE KOHTAKTa C BOJATA.



4.6 HeOuaronpusiTHu peakuuu (4eCTOTA U BAXKHOCT)
He ca uzBecTHu.
4.7 ¥Ymnorpebda no BpeMe Ha OpeMeHHOCT, JAKTAIUS WU SIHIIeHOCeHe

[IpoayKThT € peiHa3HAYCH 32 JaKTUPAIIH JOWHU KPaBH U MOXKE Jla Ce MpHJIara rmo BpeMe Ha
OpEMEHHOCT.

4.8 B3aumopeiicTBHE ¢ APYIrd BeTePUHAPHOMETUIIUHCKH MPOIYKTH U Apyru ¢popMu Ha
B3aHMOJeHCTBHE

Bb3MorkHa € mosiBa Ha KPBCTOCaHA PE3UCTEHTHOCT MEXAY pirlimycin u APYrH IMHKO3aMHUIHN WIN
MaKpOJIUIN.

4.9 Jlo3a ¥ HAYMH HA NPUJIOKEHHE
[Mpuoxenue: camo upe3 HHTpaMaMapHa HHQY3HSL.

Bkapaiite cbappkaHueTo Ha efHa ciprHIoBKa (50 mg pirlimycin) BbB BCsika Bb3MajieHa YeTBbPTHHA.
JledeHHETO Ce CHCTOM OT OCeM MH(Y3UH, N0 €/1HA CIPHHIIOBKA Ha BCeKH 24 yaca.

VYBepere ce, 4e HE BbBEXaTe MATOTeHHH MUKPOOPTAaHU3MH B IAIMIIATA, 32 JIa HAMAJIHUTE PUCKA OT
uHbpexnus ¢ E. coli. Jla ce ocurypr noAXO S0 NOYUCTBaHE Ha IUIKaTa (U BUMETO, aKO € He00X0AUMO)
npeny MHQy3uaTa. BpB Bpb3Ka ¢ TOBa Ja ce Clia3Bar ClIeIHUTE MIPETIOPHKH:

[Touncrere ppLeTe cH Ipeau KOHTAKT C BUMETO Ha KpaBarta. M3muiiTe BUMETO, aKO € 3aMBbPCEHO.

AKo0 € HeoOX0JMMO U3MUITE JOOpe LUIKHUTE C TOILIA BOJA, KOSTO ChABPIKA MOIXOASAIIO IIOYUCTBALIO0
CpeACTBO U Iy noacyuiere nodpe. Jesnndekunpaiite nanuinte ¢ NOAXOIIIIO TOYUCTBAIIO CPEACTBO U
kppruuka. [lanmmnara qa ce mouncTBa qOTOTaBa, TOKATO ciiel] 3a0bpcBaHe MO KbPIHYKaTa HE ce
HabroaBaT 3auanBanus. M3mon3Baiite oTaenHa Ae3nH(EKIMOHHA KbPIIMYKa 32 BCsika nunka. He
MUIaliTe MOYNCTEHUTE KPauila Ha NanuiInTe MpeJu BbBEKIaHe Ha MHPY3UOHHATa CyOCTaHIIHUS.

Tperupane: Maxuere Osutata Karmadka, Kato s U3IbpIiate Hampea. Bkapaiite kaHioaTa B KaHama Ha
LUIIKaTa U BHUMATEIHO BIPHCKANTE MPOIYKTA.

baBHo 1 0e3 ga Obp3aTe, KaTo yrmpakHIBaTe HEMIPEKbCHAT HATHCK, IPUIBIKETE HAmpea OyTanoTo, 3a 1a
BIIPBCKATE ISTIOTO ChABPYKAHKE B JKJIe3aTa M MacaKUpalTe YeTBEPTUHATA Ha BIMETO, 32 Ja YIICCHUTE
MIPOHUKBAHETO HA MPOJIyKTa B MjeuHaTa nuctepHa. Crnen nH(y3us moToneTe BCAKa OT IUIKUTE B
Ne3uH(PEKITMOHEH Pa3TBOP.

4.10 IIpemo3upane (CMMNTOMM, CHEIIHA MEPKH, AHTUI0TH), AKO € He00X0IMMO

Hsima Hanmm4HY JaHHU 32 ClTydau Ha Mpeio3upaHe.

4.11 KapeHTeH cpOK/KapeHTHH CPOKOBe

Meco u BBTpeIHu Opranu: 23 1HH.

Minsko: 5 nHu.

5. DOAPMAKOJIOI'HYHU OCOBEHOCTH

dapmakoTepaneBTHYHA MPyIa: aHTHOAKTEPUATHO CPEACTBO 32 HHTPAMaMapHO TPUIIOKEHHE.
Berepunapaomenuimacku Araromo-Tepanesruded Kom: QJS1FF90.



5.1 ®apmakoguHAMHYHM CBONCTBA

Pirlimycin xuapoxyiopuz e noTycHHTETUYEH TMHKO3aMUIeH aHTHOMOTHK. JINHKO3aMuanTe (KIMHIAMULIVH,
JIMHKOMUIIUH ¥ pirlimycin) HHXUOMpAT MPOTEHHOBHUS CHHTE3 TIPH [ paM-TIOJIOKUTETHUTE ¥ TIPH
aHaepoOHHUTE OaKTepHH, KakTo U 1Ipu Mycoplasma spp. Te ce cBbp3BaT ¢ 50S pubo3zomHaTa cyOenMHMIIA,
KaTo OJoKHMpat cBbp3BaHeTo Ha aMuHOoanwI-TPHK 1 maxnOupat nenruaunTpancdepasHaTa peakuus,
KOETO BB3NPEISATCTBA IPOTEHHOBHUS CUHTE3 B OaKTepHaIHATA KIIETKA.

I'pam-nionoxwurenaure uzonatu ¢ MIIK > 2 pg/ml ce cuurat 3a pe3ucteHTHU. UpeBHUTE OaKTEepHH KaTo
E. coli ce cuntat 3a pe3uCTeHTHH Ha pirlimycin.

Pirlimycina uma ocaoBHo pKa (8.5). ToBa 03HauaBa, 4e € 0-aKTUBCH B KHCEJIa Cpe/ia U ce KOHIICHTPUPA B
IuTa3Mara Ha Mecta ¢ Hucko pH, kakButo ca abcrecure. JlokazaHo e, ue pirlimycina ce HaTpymBa B
noMMOp(OHYKIIEapHA KIIETKH, BHIIPEKH TOBa BTPEKIIETHYHO YHUIIIOKAaBaHe Ha Staphylococcus aureus He
€ JI0Ka3aHo.

5.2 @dapMaKkoOKHUHETHYHH 0COOEHOCTH

Cren uHTpamMaMapHO MPHUJIOKEHUE € U3MepPEeHa CpeiHa KoHIeHTpauus B MitskoTo 10,3 pug/ml cnen 12
yaca u cboTBeTHO 0,77 ng/ml ciien 24 yaca. ChuTe KOHIIEHTPAUU ce HaOmoaBaT 12 u 24 gaca cnen
BTOpaTa MHQY3us, IpUIIoKeHa cie 24 yacoB untepsai. OT npuiokenara jno3a 10-13% ce ekckperupar
¢ ypunata u 24-30% c u3npakHeHUTa, OCTaHANIaTa YacT C€ EKCKPETHUpa C MIIIKOTO.

6. DAPMAINEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCUMIIMEHTUTE

Anhydrous citric acid

Sodium citrate

Water for injection

6.2 OCHOBHM HeCHBMECTUMOCTH

He ca uzBecTHu.

6.3 Cpok Ha roaHoCT

CpoK Ha TOAHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY MPOAYKT: 3 TOUHHU.

6.4 CroenuajHu ycji0BHS 32 CbXPaHEHUE HA NPOAYKTA

[a He ce cpxpaHsBaBa npu Temneparypa Hag 25° C. CpxpaHsBaiiTe CIPUHIOBKUTE B OpUTHHAIHATA
OIIaKOBKaA.

6.5 Bwuau cbcTaB HA NBPBUYHATA ONAKOBKA
[lonmmeTnneHOBH HHTpaMaMapHU CIIPUHIIOBKH (KOUTO chabpxar mo 10 ml crepuinen BogeH pa3TBop),
MaKeTUPaHU B KAPTOHEHU KyTHH, ChIIbpXKaIy 8 uinn 24 cupuHIOBKH. [Ipyra orakoBKa € miacTMacoBa

koda cbe 120 CIpUHILIOBKH.

He Bcnukm pa3Mepu Ha OITakoBKaTa MOTaT Ja ObJaT MpeaiaraHy Ha mmas3apa.



6.6 Cnenuajanu MEPKH 324 YHHIIOKABAHE HA HCU3IOJI3BAH MPOAYKT WJIH OCTATHIH OT HEro

Bceku Hensmon3eaH BETCPUHAPHOMECIUITMHCKHA MMPOAYKT WM OCTAaTHbIIH OT HETO Tpﬂ6Ba Ja 6'I)I[aT
YHUIIOKCHU B CHbOTBETCTBUEC C U3MCKBAHUATA HAa MECTHOTO 3aKOHOAATCJICTBO.

7. MHNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJIT'UA

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/00/027/001-003

9. JATA HA TbPBOTO U3JJABAHE/IIOJJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha MEPBOTO W3IaBaHE Ha JHICH3 3a ynoTpebda: 29/01/2001.
Jlata Ha MOCJEIHOTO MTOHOBSIBAHE HA JIMIICH3 32 ynoTpeba: 08/02/2006.

10. JATA HA ITOCJIEJHATA PEJAKIIUA HA TEKCTA

ITonpoGna naopMaIus 3a TO3U IPOAYKT MOXKE J1a HAMEPUTE HAa HHTEPHET CTpaHUIaTa Ha
EBpomneiickata Arennus o Jlexkapersara (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHABASIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


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

INPUJIOKEHHUE 11
MHNPOU3BOAUTEJI OTTOBOPEH 3A OCBOBOKJJABAHE HA ITAPTUIATA

YCJIOBUSA NJIK OTPAHUYEHNUS B JIMIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIU CE 10 NTPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A. TIPOU3BOJUTEJI OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTU/JIATA

HwMe u aapec Ha IPOU3BOAUTES, OTTOBOPHH 3a OCBO60)K,Z[aBaHeTO Ha NapTHUAUTC B npoz[a>K6a:

Norbrook Laboratories Limited
Station Works, Camlough Road,
Newry, County Down,

BT35 6JP
BEJIMKOBPUTAHUS

WIH
Zoetis Belgium SA
Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEJII'UA

B orneuaranaTra 1McTOBKa Ha BCTCPUHAPHOMECIUITUHCKHUA MIPOAYKT Tp}l6Ba Ja (bl/lrypnpa HUME U aIp€C Ha
IMPOU3BOJUTEIIA, OTTOBOPEH 3a OCBOGO)KZ[aBaHeTO Ha CbOTBETHATA MapTuja 3a Hponaxc6a.

b. YCJI0OBUSA NN OI'PAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIUA CE 10 NPEAJATAHETO NI YIIOTPEBATA MY

Jla CC OTITyCKa CaMo II0 JICKapCKO MpEAIIMCaHue.

B. CTATYC HA MJICOK

AxtuBHa cyOcTannus B Pirsue 5 mg/ml pa3TBop 3a MHTpaMaMapHO MPUIIOKECHUE TIPU TOBEA ©
paspeiiieHa CyOCTaHIUs KaKTO € ocoueHo B Tabauia 1 Ha [IpunoxkeHuero kbM PeriamenTa Ha
Komucusita (EU) No 37/2010:

®apmakosornd | Mapkeprno | XKusotu | MJICOK [Tpunennu Hpyru Tepanestuue

HO OCTaTB4YHO | HCKU THKaHU W3UCKBAaHHUA | H KJac

aKTHBHA BEIIECTBO | BHIIOBE

cyOcTaHIus

Pirlimycin Pirlimycin | I'oema | 100 ug/kg | Myckymnu HIMA AHTUUH]EKIT
100 ug/kg | Ma3uuan BIIMCBAHE | no3uu
1000 pg/kg | Yepen apobd cpenctBa/AH
400 pg/kg | bpbpern TUONOTHIH
100 ug/kg | Musiko

ExcuumnuenTture, mocoyeHu B T. 6.1 Ha KpaTkaTa XapakTepHuCcTHKa, Ce pa3riekKaaT KaTo HErnonaiamiu B
o0xBara Ha Pernament (EC) No 470/2009, korato ca BKIIOYCHH B TO3M BETCPUHAPHOMEAUIIMHCKU

IIPOJIYKT.




NNPUJIOKEHMUE I1I

ETUKET U JINCTOBKA



A. ETUKET



HNH®OPMALUSA, KOATO CE U3IIMCBA BbPXY BBbHIIHATA OITAKOBKA

8 cipuHuoBkM X 10 ml B kapTOHEeHAa KyTHS
24 cnpuHuoBKHU X 10 ml B kapTOHEeHa KYTHS, C BKJIIOYEHH 3 JIUCTOBKHU
120 cnpunuoBku X 10 ml B niiactmacoBa koga, ¢ BK/I0YeHH 15 J1McTOBKH

1. HAUMMEHOBAHUME HA BETEPUHAPHOMEIMIIUHCKHUA TPOAYKT

Pirsue 5 mg/ml pa3TBOp 32 HHTpaMaMapHO MPHUIIOKEHHUE IIPH TOBEAA

2. CbABPKAHUE HA AKTUBHATA CYBCTAHLIUA

Pirlimycin (kato Pirlimycin hydrochloride) 50 mg/10 ml.

3.  ®APMAIEBTHYHA ®OPMA

Pa3tBOp 3a HHTpaMaMapHO NPUITOKEHHE

4. PASMEP HA OITAKOBKATA

8 cripuaIOoBKY X 10 ml 3a HHTpamMaMapHO MPHIIOKCHHE
24 cnpuanoBkH X 10 ml 3a HHTpaMamMapHO MPHIOKEHNE
120 cnpunnoBkH x 10 ml 3a HHTpaMamMapHO NPUIIOKEHHUE

‘ 5. BUJOBE ’KUBOTHHMU, 3A KOUTO E IIPEJJHA3HAYEH BMII

l'oBena (moiHU KpaBH B JTaKTAIINsA).

‘ 6. TEPAIIEBTUYHU INIOKA3AHUA

3a neyeHue Ha CyOKITMHUYHN MACTHTH TIPH JIAKTHPAIIN KPaBH, ABIDKAIIH ce Ha [ paM-TIOJIOKHUTEITHA KOKH
YyBCTBUTEITHU KBM pirlimycin, BKITFOUATETHO CTaQHIIOKOKH KaTo Staphylococcus aureus, TEHATTAINHA30-
TIOJIOKUTENTHN M TIEHULMITMHA30-0TPULATENTHN CTA(QUIIOKOKH, KAKTO M KOAryJia30-0TpUIIaTeIHU
cTaUIOKOKHU; CTPENITOKOKH, BKIIOYUTEIHO Streptococcus agalactiae, Streptococus dysgalactiae n
Streptococcus uberis.

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

HMaTpamamapHo TpUIOKEHUE.
[Ipenu ynoTtpeda mpoveTH JIUCTOBKATA.

Brkapaiite cbhibpkaHueTo Ha efiHa criprHIoBKa (50 mg pirlimycin) BbB BCsika Bh3MajicHa YeTBbPTHHA.
JleueHneTo ce CbCTOM OT oceM MH(Y31H, 110 e1Ha CIIPUHIIOBKA Ha BCeKH 24 Jaca.

VYBepere ce, 4e He BbBEXXJAaTe TATOTeHHU MUKPOOPTaHU3MH B MANKiaTa, 3a Aa HaMaJuTe PUCKa OT
uHpexms ¢ E. coli. Jla ce ocurypu moaxoIsIno MOYMCTBaHE Ha MUIKaTa (M BUMETO, aKO € HEOOXOAMMO)
npeau HHPy3usTa.
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Tperupane: MaxHere OsyaTa Karayka, KaTo s M3bprare Hanpea. Bkapaiite kaHwonaTa B KaHaja Ha
[UIIKATa; BHUMATEIHO BIPHCKANTE MPOIYKTA.

baBHO u 6e3 1a Obp3aTe, KaTo YIpaXHIBATE HENPEKbCHAT HATHCK, PUBIKETE HaIpe] OyTalloTo, 3a J1a
BIIPBCKATE ISUIOTO ChIIbPXKAHKE B XKJIE3aTa M MacaKUpaTe YeTBLPTHHATA Ha BUMETO, 32 JIa YJICCHUTE
MPOHUKBAHETO HA MPOIYKTA B MieuHarta nuctepHa. Ciesl nH(Y3HS MOTOMETE BCSIKA OT HUIKUTE B
ne3nH(DEKITNOHEH pa3TBOp.

‘ 8. KAPEHTEH CPOK/KAPEHTHHU CPOKOBE

Kapenten cpox:
Meco u BBTpEIIHN OpraHu: 23 IHU.
Misiko: 5 nHU.

9. CIIEHUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

W304arBaiiTe KOHTAKT C pa3TBOpa. Mi3MuiiTe ChC CalyH U BOJIa PBLETE M YYaCTHIUTE OT KOXKATa, BBPXY
KOWTO € TIONa JHaN POAYKTa U CBAJIETE 3aMbPCEHUTE IPEXH BeJHAra ciel ynorpeda. M3muiite ounte
He3a0aBHO clie/1 oMaiaHe Ha MPOJYKTa B TSAX U TM 00JHMBaliTe ¢ BOJa B IPOIBIKEHHE HA 15 MUHYTH.
JlpBbxKTe KileTlaunTe OTBOPEHH, 3a J1a YJIeCHUTEe KOHTAKTa C BOJaTa.

Bb3MorkHa € mosiBa KpbCTOCaHa PE3UCTEHTHOCT MEXy pirlimycin U Ipyru TMHKO3aMUIN HITH
MaKpOJIHIH.

10. CPOK HA T'OJHOCT

TlNonen mo {mMecen/roauna}

11. CHENUAJIHHU YCJIOBUSA 3A CbXPAHEHUE

a He ce cpxpansBa nmpu temmeparypa Hax 25° C. CpxpaHsBaiTe CIPUHIIOBKATE B OpUTHHAIIHATA
OTaKOBKA.

12. CHELUWAJIHU MEPKH 3A YHUILIO)KABAHE HA HEU3ITIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

YHI/IH_IO)KaBaHCZ MIpo4YCTH JTUCTOBKATA.

13. HAMIUCBHT “CAMO 3A BETEPUHAPHOMEJIUNIIUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHUA OTHOCHO PABIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPHJIOKNMO

Camo 3a BCTCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a C€ OTITYCKa CaMO II0 JICKAPCKO MMPpEAIMCanune.

14. HAJMUCBHT “JA CE CbXPAHSIBA JAJIEY OT NOIJIEJA U HA HEJOCTBITHHU 3A
JELIA MECTA”

I[a CC ChbXpaHsABa AaJICY OT IOrJIeAa U Ha HCAOCTHIIHU 3a AC1a MECTa.
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15. HMME U IIOCTOSHEH AJAPEC HA ITIPUTEXKATEJISA HA JIMLHEH3A 3A YIIOTPEBA

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJITUA

16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/00/027/001
EU/2/00/027/002
EU/2/00/027/003

17. NAPTUJIEH HOMEP

[Maptuna {HOMEp}
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MHUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJAE U3IIMCAHA BbPXY MAJIKH
OITAKOBKHU BMII, KOUTO CBABPXKXAT EAUHUYHA TO3A

{ETHKeT Ha IIpun}

‘ 1. HAUMMEHOBAHUWE HA BETEPUHAPHOMEIUIIUHCKHUSA TPOAYKT

Pirsue 5 mg/ml

2. KOJIMYECTBO HA AKTUBHATA CYCTAHI U

50 mg Pirlimycin

3. CBIBPXKAHUE CIIPSIMO MACA, OBEM WA BPO HA EJUHUYHUTE 1031

10 ml

4. HAYYH HA ITPUJIOKEHUE

WnTpamamapHO NpuiIoKeHHe.

5. KAPEHTEH CPOK/KAPEHTHHU CPOKOBE

KapenTnu cpokose:
Meco 1 BbTpELIHN OpraHu: 23 THU.
Mnsaxko: 5 nau.

‘ 6. IHAPTUJAEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJIHOCT

T'omen no {mMecem/ronuna}

‘ 8. HAJAIMUCHT “CAMO 3A BETEPUHAPHOMEJNIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUIIMHCKA YIIOTpeoda.
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B. JIUCTOBKA
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JIMCTOBKA:
Pirsue 5 mg/ml pa3TBop 3a HHTpaMaMapHO NPWJIOKEHHE NPH roBeAa

1. NME N ITIOCTOSAHEH AJIPEC HA ITIPUTEXATEJISI HA JIMHEH3A 3A YIIOTPEBA U
HA MPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIputexatea Ha IUIICH3a 3a VHOTDC6EII

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJITUA

IIpou3BoauTEN, OTTOBOPEH 3a OCBO60)KI[.’:1B3.HC Ha nnapTuaara:

Norbrook Laboratories Limited
Station Works, Camlough Road,
Newry, County Down,

BT35 6JP
BEJIMKOBPUTAHUN A

58105
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJIT'UA

28 HAMMEHOBAHUE HA BETEPUHAPHOME IUIIUHCKHUA TIPOAYKT

Pirsue 5 mg/ml pa3TBop 32 HHTpaMaMapHO MPHUIIOKEHHUE IIPH TOBEIA

3. CbABPKAHUE HA AKTUBHATA CYBCTAHIUA U EKCHUIIMEHTUTE

Pirlimycin (karo Pirlimycin hydrochloride) 50 mg/10 ml

4. TEPAIIEBTUYHU IIOKA3AHUA

3a neyeHue Ha CyOKIMHUYHN MACTHTH TIPH JIAKTUPAIIIN KPaBH, JBIDKAIIY ce Ha [ paM-TIOJIOKHUTETTHN KOKH,
YyBCTBUTEIIHH KbM pirlimycin, BKITIOYUTETHO CTApHUIOKOKHU KaTo Staphylococcus aureus, TEHAAIMHA3Z0-
TIOJIOKUTEITHU 1 TIEHULMIIMHA30-0TPUIATETHH CTA(QUIOKOKH, KAKTO U KOAryJ1a30-0TPULIATEITHA
CTa(QIIIOKOKH; CTPENTOKOKH, BKITIOUUTEITHO Streptococcus agalactiae, Streptococus dysgalactiae n
Streptococcus uberis.

5. HHPOTHUBOIIOKA3AHUS

[Ipu HanwuMe Ha PEe3UCTEHTHOCT KbM pirlimycin.

Jleuenue Ha uHGpEKIUY, TBIDKAIY ce HA ['pam-oTpuriareatu 6aktepuu kato E. coli.

[a He ce TpeTupat KpaBu ¢ SBHU U3MEHEHUSI HA BUMETO, ABJDKAIY CE Ha XPOHUUEH CyOKIMHUYEH
MAacTHT.
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6. HEBJIAT'ONNIPUATHU PEAKLIUA
He ca uzBectHu.

AKo 3a0eneXnuTe HIKAaKBH HEONArONpPUsATHU PEaKIlui, BKIIFOUYNUTEIHO U TAKUBA, KOUTO HE Ca ONMCAaHU B
Ta3M JINCTOBKA VTN MHUCIUTE, Y€ BETEPUHAPHOMEAUIINHCKHUS POAYKT HE pabOTH, MOJIS 1a YBEIOMHTE
Bamus BeTrepuHapeH sexap.

7. BUJOBE ’)KUBOTHM, 3A KOUTO E IIPEJJHA3ZHAYEH BMII

l'oBena (moiHU KpaBH B JTAKTAIINsA).

8. JAO3UPOBKA 3A BCEKH BUJI ’KUBOTHO, METOJ1 1 HAYUH(N) HA ITPUJIATAHE
MHTpamamMapHO MPUIOKEHUE.

Bupnckaiite no emaa criprHIioBka (50 mg pirlimycin) BbB BesKa 3acerHaTa YeTBbPTHHA.
JleueHunero ce chcTOM OT OceM MH(Y3HH TI0 €]Ha CIIPUHIIOBKA Ha Bceku 24 Jaca.

9. CBBET 3A IPABUJIHO ITPUJIIOXKEHUE

VYBepere ce, 4e He BbBEXK/IaTe MATOTCHHH MUKPOOPTAaHU3MH B IAITMIIATA, 32 JIa HAMAJINTE PHCKa OT
uHpexms ¢ E. coli. Jla ce ocurypy moaxoIsIno MOYMUCTBaHE Ha MUIKaTa (M BUMETO, aKO € HEOOXOAMMO)
npeau uHpy3usaTa. BeB Bph3ka ¢ TOBa J1a Ce CMa3BaT CIACIHUTE MPETIOPHKH:

[Touncrere phlieTe CH MPEIU KOHTAKT C BUMETO Ha KpaBara. M3MuliTe BUMETO, aKO € 3aMBbPCEHO.

AKO e HEOOXOIMMO U3MUIITE T00pEe IHUIKKUTE ¢ TOTUIA BOJA, KOSITO ChABPXKA MOIXO A0 MOYUCTBAIIO
CpPE/CTBO U TH nojcymiere nobpe. Jesnndeknnpaite nanuianTe ¢ MoX0Is1I0 TOYUCTBAIIO CPENICTBO U
kbpruuka. [lanuiara ga ce moyrcTBa A0TOraBa, JOKaTo cliesl 3a0bpCcBaHe 10 KbPIIMYKAaTa HE Ce
HaOroaBat 3ananBanus. M3mon3saiite otaenna ae3uHGEKIHOHHA KbPITUYKA 32 Besika 1uika. He
NHUMaiTe MOYNCTCHUTE Kpauila Ha MaWINTe NPeH BhBeKAaHe Ha HH(y3nOHHATa CyOCTaHIIuUSI.

Tperupane: MaxHere Osi1aTa Kanauka, KaTo s U3bprHare Hanpel. BkapaiiTe kaHionara B KaHana Ha
[UIKaTa ¥ BHUMATEIIHO BIPBCKANTE MPOAYKTA.

baBno u 6e3 ga 6bp3ate, KaTo yrmpaKHsABaTe HEIIPEKHCHAT HATHUCK, MPUABMKETE Harpea 0yTanoTo, 3a 1a
BIIPBCKATE LSJIOTO ChABPKAHKE B JKJI€3aTa U MaCa)KUpPANUTE YEeTBbPTUHATA HA BUMETO, 34 J]a YICCHUTE
MIPOHMKBAHETO HA MPOIYKTa B MileyHarta 1uctepHa. Cien nHpy3Hus NOTOIETE BCSKA OT LULKUTE B
ne3nH(EKITNOHEH Pa3TBOpP.

[Ipenu 3amouBaHe Ha JIEYEHHE J]a C€ HAPABAT TECTOBE 32 MUKPOOHA IyBCTBUTEIHOCT.

10. KAPEHTEH CPOK/KAPEHTHHU CPOKOBE

Meco u BbTpELIHN OpTraHu: 23 THU.
Minsxko: 5 nau.

11. CIHEIUAJIHU YCJIOBHUSA 3A CbXPAHEHUE HA ITPOAYKTA

Ja ce cpxpaHsBa Jjaed OT MMorjieia ¥ Ha HeAOCTHITHH 32 JIella MecTa.

[a He ce crxpansBaBa npu temiiepatypa Haja 25° C. CpxpaHsBaiiTe CIPUHIIOBKUTE B OpUTHHATHATA
OMaKOBKA.

[la He ce U3MOI3Ba TO3U BETEPUHAPHOMEIUIIUHCKH MPOIYKT CIIEA U3THYaHE CPOKa Ha TOJHOCT, [IOCOYEH
BBPXY Ha OITAKOBKAaTa.
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12. CHELUAJIHU HNPEAYHPEXJIEHUSA

U306srBaiiTe KOHTAKT ¢ pa3TBopa. Mi3MuiiTe che camyH U BOAa PBLETE U yYacThIUTE OT KOXKAaTa, BPXY
KOMTO € TOoIaHall MPOAyKTa U CBaJIeTe 3aMbPCCHUTE JPeXu BeHara ciell ynorpeda. Msmuiite ounte
He3a0aBHO ClieI TIoTa/IaHe Ha MPOJYKTa B TSAX U TM 00JHMBalTe ¢ BOJA B POIBIDKEHUE HA 15 MUHYTH.
JppxTe KnenaunTe OTBOPEHH, 32 Ja YJIECHUTE KOHTaKTa ¢ BOJaTa.

Bb3MorkHa € mosiBa Ha KpBCTOCAHA PE3UCTEHTHOCT MEXAY pirlimycin v APYrH TMHKO3AMUIH WIIN
MAaKpOJIUIN.

13. CHELNUAJIHU MEPKH 3A YHUILHO)KABAHE HA HEU3ITIOJI3BAH ITPOAYKT NJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII He Tps6Ba na ObAAT U3XBBPISIHA Ype3 OUTOBU OTHAJBIU WU OTHAJHU BOJIH.

[omnmTaiite Bamus BeTepuHapeH Jiekap Win GpapManeBT KakBo Aa npaBuTe ¢ HeHyxHuTe BMII. Te3un

MEPKH 1€ IOMOTHAT 34 Olla3BaHe Ha OKOJHATa Cpefa.

14. JATATA HA NOCJIEJHATA PEJAKIMS HA TEKCTA

IMoxpoOHa uHpopMaIKs 3a TO3H MPOAYKT MOXKE J]a HAMEPUTE HA UHTEPHET CTPaHHIIATa Ha
EBpomneiickata Arennust o Jlekapcrpara (http://www.ema.europa.cu/).

15. JOHI'BJHHUTEJIHA NTHOOPMALUA

He Bcuukm pa3sMCpu Ha OIMMAaKOBKATa Morar Ja 6’I>I[aT npeajiaranv Ha masapa.
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