ETUKET

NHOOPMAILUSA, KOATO CE U3IINCBA BBPXY ITBPBUYHATA OITAKOBKA

MHOT0/1030BH CTHKJICHH (PJIaKOHH.

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUMHCKUA TPOAYKT

L.S. INJECTION

‘ 2. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMHU U IIOMOIHUTE BEIIECTBA

Spectinomycin 2HCI, 5H,0 100.00 mg/ml
Lincomycin HCI, H,O 50.00 mg/ml

‘ 3. DOAPMAINIEBTUYHA ®OPMA

WHXeKIHOHEH Pa3TBOP.

4. KOJIMYECTBO B ETHA OITAKOBKA

100 M1 1 250 Mo

‘ 5. BUJIOBE JKNBOTHH, 3A KOUTO E INTPEJJHASHAYEH BMII

Tenera (¢ Hepa3BUTH MPEICTOMAIIHNS), OBLIE, KO3H, IIpaceTa, ITULHU U KydeTa.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

Wudexiyu, MpUYMHEHN OT MUKPOOPTaHU3UMHU, YyBCTBUTEIHM KbM Lincomycin u Spectinomycin. L.S.
Injection e mpexHa3HaueH 3a JieYEHHE HA YECTO CPEIIAHM PECHUpPATOpHU HHekuuu (¢ wiu Oe3
YCIIO)KHEHUS, TIPHYMHEHN OT MHUKOILJIA3MHU) M TaCTPO-WHTECTUHAIHN WH(EKIUH TPH TEJeTa, Mpacera,
OBIIE, KO3H, NITHIIM U Ky4eTa; AU3ECHTEPHUs, YePBEHKA U apTPUT NPH Mpacerara; KOIMUTeH THHJICI TPH
osiere u ko3ure; XPB (¢ mim 6e3 ycnoxxuenus, npuunrenu ot E. coli) mpu nrunure.

7. METOJ 1 HAYUH HA ITPUJIOKEHHUE

3a MOKOKHO MPUIOKEHUE TPU TITUITH.
3a MyCKYJTHO MPHJIOKEHUE ITPH BCUYKW OCTAHAIIN BUIOBE )KUBOTHH.

Tenera, npacera: 1 mu Ha 10 kr TenecHa Maca 3a 3-7 JAHH.

OBle, KO3H. 1 Mt Ha 10 kr TenecHa Maca 3a MAKCUMYM 3 JIHH.
Kyuera: 1 mit Ha 10 Kr TenecHa Maca 3a MAKCUMYM 3 JTHH.
TItunu: 0.2 mu Ha 10 kr TenecHa Maca 3a MAKCUMYM 3 JIHH.

[Ipenu ynotpeba nmpoyeTn TUCTOBKATA.



8. KAPEHTEH CPOK

bwoperu u yepeH apoo: 21 nHu

Meco: 14 nan

He ce paspemiaBa 3a yrorpeba npu »KMBOTHH, YHETO MIISIKO € MPEIHA3HAYCHO 33 YOBEIIKA
KOHCyMaIusl.

He ce pa3pemasa ynorpe6ara npy NTHIIM, YAUTO SHIA ca TPEIHA3HAYCHHU 32 YOBEIIKA KOHCYMaIIusl.

9. CIIEIMAJIHU NPEAYITPEXKJIEHU S, AKO E HEOBXOMMO

[Ipeau ynotpeba mpoyeTH JUCTOBKATA.

‘ 10. JATA HA UBTUYAHE CPOKA HA T'OJHOCT

T'omen mo {mecerny/rogmna}

Crnen bpBO OTBApsIHE HA OMAKOBKaTa — CPOK Ha TogHOCT: 30 nHU.

‘ 11. CHEINUAJIHU IIPEAIIASHU MEPKHU ITPU CbXPAHEHUE

[a ce cpxpansiBaBa npu temnepatypu Mexay 15° C u 25° C.
Ja ce mpeanassa OT CBETJIMHA.

[a ce cpxpaHsiBa Ha CyXO MSCTO.

12. CHELUAJIHU MIPEANIASHU MEPKHU IMPU YHUILIOKABAHE HA HEU3ITOJI3BAH
HPOAYKT UJIN OCTATHLUU OT HET'O, AKO UMA TAKUBA

13. HAIAIHUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJ0OBUA NN OTPAHUYEHNS OTHOCHO HAYUHBT HA OCBOBOXKJIABAHE
3A ITPOJJA’KBA U YIIOTPEBA, AKO UMA TAKHUBA

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTp66a. I[a CC OTITyCKa CaMo IIO JICKapCKO MPEATIMCAHUEC.

| 14. HAJNHMCBHT “JA CE CbXPAHSIBA HA HEJOCTBITHH 3A JJELA MECTA”

I[a CC ChbXpaHsBa Aajied OT 1OrJjicAa U Ha HCAOCTBIIHU 34 JI€ia MECTa.

15. HMME U IIOCTOSHEH AJPEC HA YIIPABJIEHUE HA ITPUTEKATEJISA HA
JIMIIEH3A 3A YIIOTPEBA

Kepro B.V. e-mail: info@kepro.nl
Kuipersweg 9

3449 JA Woerden

the Netherlands

‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

0022-2528

| 17.  MAPTHUJIEH HOMEP

<Ilaptuma> <Lot> <[INe> {HOMEp}


mailto:info@kepro.nl

NHOOPMAILIUS, KOATO CE U3IINCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronenu kytum.

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUMHCKUA TPOAYKT

L.S. INJECTION

‘ 2. CBbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMHU U IIOMOIHUTE BEIIECTBA

Spectinomycin 2HCI, 5H,0 100.00 mg/ml
Lincomycin HCI, H,O 50.00 mg/ml

‘ 3. DOAPMAINIEBTUYHA ®OPMA

WHXeKIHOHEH Pa3TBOP.

4. KOJIMYECTBO B ETHA OITAKOBKA

100 M
250 M

‘ 5. BUJAOBE JKUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Tenera (c Hepa3BUTH MPEICTOMAIIHNS), OBLIE, KO3H, IIpaceTa, ITULHU U KydeTa.

6. TEPAIIEBTUYHU ITOKA3AHUSA

Nubexipn, MpUInHEHH OT MEKPOOPTaHW3UMHM, 4yBCTBUTEIHM KbM Lincomycin u Spectinomycin. L.S.
Injection e mpenHasHaueH 3a JieUeHHWE HA YECTO CPEIIaHH pecnuparopHu uHOekmmu (¢ win 6e3
YCIIOKHEHUS, TIPUINHEHH OT MHUKOILIA3MH) U TaCTPO-MHTECTUHAIHN MH(EKIMU TP TEJIETa, TpacerTa,
OBIIe, KO3H, NITHUIM U Ky4eTa; THU3CHTEpPHs, YSPBEHKA U apTPUT IPH Mpacerara; KOMUTeH THUIEI] TIPU
osiere u ko3ure; XPB (¢ mim 6e3 ycnoxxuenus, npuunrenu ot E. coli) mpu nrunure.

7. METOJ 1 HAYUH HA ITPUJIOKEHUE

3a MoAKOXHO MPHUIOKEHHUE TIPH TITHIIH.
3a MyCKYJTHO MPUJIOKEHUE TIPU BCUYKH OCTAHAIM BUIOBE )KUBOTHH.

Tenera, npacera: 1 mu Ha 10 kr TenecHa Maca 3a 3-7 JHH.

OBI1e, KO3H. 1 M Ha 10 kT TenecHa Maca 3a MAKCUMYM 3 JTHU.
Kyuera: 1 mit na 10 kr TenecHa Maca 3a MAKCUMYM 3 JTHH.
TItnm: 0.2 mu Ha 10 kr TenecHa Maca 3a MAKCUMyM 3 JIHH.

[Ipenu ynoTtpeba npoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK




Bbr6penu u uepen apoo: 21 nan

Meco: 14 nun

He ce paspemaga 3a yrorpeba rnpu )KHBOTHH, YHETO MIISIKO € MTPEHA3HAYCHO 32 YOBEIIKa
KOHCYyMaIusl.

He ce pa3pemasa ymorpe6ara npy OTHIIN, YAUTO SHIA ca MTPEeTHA3HAYCHN 32 YOBEIIKa KOHCyMaIlsl.

9. CIIEIMAJIHU TPEAYITPEXKJIEHUSA, AKO E HEOBXO/MMO

IIpenu ymoTpeba nmpoyeTn IUCTOBKATA.

10. [JATA HA U3TUYAHE CPOKA HA T'OAHOCT

T'omen mo {mecerny/rogmna}

Crnen mbpBO OTBapsiHE Ha OMAKOBKATa — CPOK Ha rogHoct: 30 nHU.

11. CHEINUAJIHU ITPEAIIASHU MEPKHU INTPU CbXPAHEHUE

a ce cpxpansBaBa npu Temmeparypu mexay 15° C u 25° C.
Ja ce mpeanassa OT CBETJIMHA.

[a ce cpxpaHsiBa Ha CyXO MSCTO.

12. CHELUAJIHU MIPEANTASHU MEPKHU IMNPU YHULLIOKABAHE HA HEU3ITIOJ3BAH
HPOAYKT UJIN OCTATHLU OT HEI'O, AKO UMA TAKUBA

Bceku Hen3mon3BaH BeTepPHHAPHOMEINIIMHCKH MTPOAYKT WIIM OCTATHIM OT HEro, TpsioBa /1a Opaat
YHUIIOKEHH, B ChOTBETCTBUE C N3UCKBAHUITA HA MECTHOTO 3aKOHOATEJICTBO.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJI0BUsA HJIN OT'PAHUYEHUS OTHOCHO HAYUMHBT HA OCBOBOXJIABAHE
3A ITPOJJA’KBA U YIIOTPEBA, AKO UMA TAKHUBA

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpeGa. I[a CC OTITyCKa CaMo IIO JICKapCKO MPEAINIMCAaHUEC.

14. HAIAINUCBHT “JA CE CbXPAHSIBA HA HEJOCTBITHU 3A TELHA MECTA”

)la CC CbXpaHsiBa Ha HCAOCTHIIHU 3a A€11a MECTa.

15. HUME U IIOCTOSAHEH AJPEC HA YIIPABJIEHUE HA ITPUTEKATEJISA HA
JIMIIEH3A 3A YIIOTPEBA

Kepro B.V. e-mail: info@kepro.nl
Kuipersweg 9

3449 JA Woerden

the Netherlands



mailto:info@kepro.nl

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

0022-2528

17. TAPTHJAEH HOMEP

<Ilaptuma> <Lot> <[INe> {HOMEp}

J-P BAIEHTUH ATAHACOB
3AMECTHHUK HU3ITBJIHUTEJIEH JJUPEKTOP



JINCTOBKA:
L.S. INJECTION — umkeKIHOHEH pa3TBOp 3a TejieTa (C Hepa3BUTH MPEACTOMAIIINS ), OBIIE, KO3,
mpaceTa, ITHIH U KyJeTa

1. HUME U IIOCTOSHEH AJIPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHUN

IIpousBoauTen:

PRODULAB PHARMA B.V. Tenedon: +31 (0) 162 523 000
Forellenweg 16, Raamsdonksveer, 4941SJ Enexrponna noma: info@produlabpharma.nl
Xonanaus

[IpuTtexxaren Ha JIMIICH3 32 VHOTDe6a " IIPOU3BOJAUTE, OTTOBOPECH 34 OCBO60>KI[aBaHe Ha nmapryaara.

Kepro B.V. Tenedon: + 31 (0) 570 66 29 00
Kuipersweg 9 Enexrponna morma: info@kepro.nl
3449 JA Woerden

XoJangus

2. HAMMEHOBAHUWE HA BETEPUHAPHOME/JIUIIUHCKUSA TIPOAYKT
L.S. INJECTION

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCHUIIUEHTUTE

Spectinomycin 2HCI, 5H,0 100.00 mg/ml
Lincomycin HCI, H:0 50.00 mg/ml
4, TEPAIIEBTUYHMU ITIOKA3AHUA

Wudexiyn, MpUYnHEHN OT MEKPOOPTaHU3UMHU, YYBCTBUTEIHU KbM Lincomycin u Spectinomycin. L.S.
Injection e mpexHa3HaueH 3a JieYEHHE HA YECTO CPEIIAHM PECIUPATOPHU HHOeKkuuu (¢ uiu 0e3
YCIIOKHEHUS, IPHYMHEHN OT MHUKOILJIA3MH) M TaCTPO-WHTECTUHAIHN WH(EKIUH TPH TeJIeTa, IMpacera,
OBIIE, KO3H, NITHIIM U Ky4eTa; AU3CHTEPHs, YePBEHKA M apTPUT IPH Npacerara; KOMUTSH THHUJICI] IPU
osiere U ko3ute; XPB (¢ winu 6e3 ycnoxxHeHus1, npuurHenu ot E. coli) npu nrummre.

5. INPOTUBOIIOKA3AHUA

Jla He ce u3noa3Ba NIpU CBPHXIYBCTBUTEITHOCT KbM aKTHBHHUTE CYOCTAHIINH.
Ja He ce n3noa3Ba NpY )KUBOTHH C KPHBHU MM TEXXKH YEPHOAPOOHH YBPEIKIAHHS.
Ja He ce u3non3Ba npu 3aniid, MOPCKH CBUHYETA U YUHYUIIH.

6. HEBJIATOITPUATHU PEAKLIUN

HeHOCpCHCTBeHO CJIC NHIXKCKTHPAHE MOKE 1a CC HaGJ’IIO,Z[aBa cnaba 00JKa WK C’Bp6C)K.

Axo 3a0€e1e)KnTE HAKAKBH He6HaFOHpI/I$[THI/I p€aKkuru, BKIFOUUTEIIHO U TAKHMBA, KOUTO HE Ca OIMMCAaHU B
Ta3u JINCTOBKA UJIK MUCJIIUTE, Y€ BETCPUHAPHOMCIUITUHCKUS ITPOAYKT HE pa6OTI/I, MOJIA Aa YBEAOMUTE
Bamms BCTCPUHAPCH JICKAP.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E INIPEJJHA3HAYEH BMII

Tenera (C HCPA3BUTU Hpe,Z[CTOMaIHI/IH), OBIIC, KO3H, IIpaceTa, ITULU U KYUCTa.


mailto:info@kepro.

8. JO3UPOBKA 3A BCEKHM BUJI )KUBOTHO, METO/J] 1 HAYUH HA ITPUJIAT'AHE

Tenera, mpacera: 1 ml na 10 kg Tenecna maca 3a 3-7 qHH.

Osglre, K03H: 1 ml ma 10 kg TenecHa maca 3a MakCUMyM 3 JHH.
Kyuera: 1 ml ma 10 kg TenecHa maca 3a MakCUMyM 3 JHH.
ITimm: 0.2 ml Ha 10 kg TenecHa maca 3a MakcuMyM 3 JHU.

9. CBBET 3A ITIPABUJIHO INPUJIOKEHUE

3a IMOAKOXXHO MPUIIOXKCHUE IPU ITULH.
3a HUHTPaMyCKYJIHO IMPUJIOKCHUC ITPU BCUUKH OCTaHAJIXM BUJOBE ) KUBOTHHU.

10. KAPEHTHMH CPOKOBE

Bbv6penu u yepen apooO: 21 gau.

Meco: 14 nau.

He ce pa3pemiasa 3a yrnorpeda npu >KHBOTHH, YHETO MJISIKO € TIpeTHa3HAueHO 32 KOHCYManus OT Xopa.
He ce paspemaBa ynorpe0ara npu NTHIH, KOUTO MPOU3BEXKAAT HIIH ca MPEeJHA3HAYCHH J1a
NPOU3BEXIAT SIHIA 32 KOHCYMAIHs OT X0pa.

11. CIIEHUAJIHH YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

[a ce cpxpansBa fajied OT MoTjie/ia ¥ Ha HEAOCTHITHY 3a JIella MecTa.
[a ce cpxpansBaBa npu temreparypa mexay 15 °C u 25 °C.

Jla ce mma3u oT CBETJIHHA.

[a ce cbxpaHsiBa Ha CyX0 MSCTO.

CpoK Ha TOJHOCT CJe/ MFPBOTO OTBApSAHE HA omakoBkarta: 30 mHU.

12. CHELUAJIHU NPEAYHOPEXIEHUS

Crernuaanu OpeanasHy  MCEPKH 34 JIMIIaTa, »Opuaaramy BCTCPHHAPHOMCIAMIIMHCKHUA TIPOAYKT

Ha

KHMBOTHHUTC!

He cmecBaiite unm pasTtBapsiiite ¢ Apyr BeTepUHAPHOMEIUIMHCKH TPOIYKT.
[a He ce nue, mymy WK sae npu padboTa ¢ MPOAYKTa.

[a ce u3musT pbLete ciel paboTa ¢ IPOLyKTa.

[a ce n305rBa CAMOMHXEKTHPAHETO.

13. CHELHWAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

Bcexn Hensnon3Ban BCTCPUHAPHOMCIAUIIMHCKU MMPOAYKT WJIM OCTAThIU OT HETO, TpSIGBa Ja GL,Z[B.T
YHHUIIOKCHH, B CbOTBETCTBUC C UBMCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA
06/2023



15. AONBJHUTEJHA UH®OPMALIUA

He Bcuukm paszMepn Ha OmakoBKaTa Morar fja ObJIaT IpeasiaraHy Ha masapa.
3a Bcsika MH(OPMAIIMS OTHOCHO TO3U BETCPUHAPHOMEIEITUHCKY MPOJTYKT, MOJISI CBBPXKETE CE C
TEPUTOPUATHHS MTPEICTABUTEI HA IPUTEKATEII HA JIMIISH3a 3a yIoTpeoa.

Bu3paxaane-Kacuc OO/,
Ten.: 068604111

JA-P BAIEHTHH ATAHACOB
3AMECTHHUK U3ITBJIHUTEJIEH JJUPEKTOP



