KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEHIEHHUE 3A THbPT'OBUSA Ne 0022-1772

1. HAUMEHOBAHHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT
L.S. POWDER WSP
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHY CyOCTAHIUM:
Lincomycin hydrochloride 222 mglg
Spectinomycin dihydrochloride pentahydrate 444 mg/g

ExcuunuenTu:.
3a IbJIEH CIIUCHK HAa EKCIUITMEHTUTE, BIXK T. 6.1.

3. ODAPMAIEBTUYHA ®OPMA

IIpax 3a mepopaineH pa3TBop.

4. KIMHNYHU JAHHU

4.1 Bujose ;kuBOTHH, 32 KOMTO ¢ npexnasHayed BMII

IIpacera u nunera.

4.2 TepaneBTHYHY NNOKA3aHUS, ONIPEAEICHH 32 OTACJHUTE BUI0BE )KUBOTHHU

Ilpacera: 3a neueHne W MeTaduiakcus Ha mNponudepaTHBHA CHTEPONATHs NpPU CBHUHE (WIJICHT),
npuunaeH ot Lawsonia intracellularis u cebp3anu upeBnu matorenu (Escherichia coli), kouro ca
YYBCTBUTECTHU HA IMHKOMHMITUH U CTICKTUHOMHUIIVH.

Hannuuero Ha 3a0onsBaHe B rpymarta TpsbOBa Ja Obje yCTAHOBEHO, Mpeau jaa Obje H3MOJI3BaH
HPOJIYKTHT.

[Musera: 3a jieueHre u MeTaQHIAKCHs Ha XPOHHYHO pecrupaTtopHo 3abosBanue (XPB) npuurHeHo OT
Mycoplasma gallisepticum u Escherichia coli, uysBcTBuTeHN Ha JTMHKOMHUIMH U CIIEKTHHOMHUIMH U
CBBP3aHHU C HUCKU HUBA HA CMBPTHOCT.

Hanuuuero Ha 3abonsiBaHe B ATOTO TpsOBa Jja ObJie YCTAHOBEHO, Mpenud jJa ObjJe H3I0JI3BaH
MPOYKTHT.

4.3 IIpoTuBomoka3zanus

Jla He ce M3MOJI3BA TPU CBPBXUYYBCTBUTEIHOCT KbM AKTUBHHUTE CYOCTAHIIMH WJIM KbM HSIKOW OT
CKCIUIITMCHTUTC.

Jla He ce M3MoJ3Ba MPHU XKUBOTHH ChC CEPUO3HU YBPEWKIaHUS HA ObOperuTe.

Jla He ce W3MON3Ba MPHU KOKOIIKH HOCAYKH, SIATa HA KOWTO ca MpeJHA3HAYCHU 33 KOHCYMAIlUsl OT
xopa.

4.4 CrnennaJIHu NpeANa3sHu MEPKH 32 BCEKH BH] 'KUBOTHHM, 32 KOUTO e mpeaHa3Haved BMII

ITpu E. coli 3nauurenna 4act oT mamoBeTe IeMOHCTPHpAT BHCOKH cToiHocTH 3a MIC (MuHMMAaTHH
MHXUOUTOPHM KOHLEHTPALMUH) Cpelly KOMOMHALUATa JIMHKOMUIMH-CIIEKTHHOMHUIIMH M MOrar Ja
ObJaT KIMHUYHO PE3UCTEHTHH, BBIIPEKH Y€ HE € OTpe/esieHa TPaHUYHa CTOMHOCT.

TTopaau TeXHMYECKH OTpaHUYEHus dyBCcTBUTEHOCTTA Ha L. intracellularis e tpyana 3a uscimeasane in
VItro u mpu Te3W BHIOBE HsAMa JAHHWUTE 3a CTaryca Ha PE3MCTEHTHOCT Ha JIMHKOMUIIMH-
CHEKTHHOMULMH.



4.5 CrnenuajHu Mpeana3Hyu MepKH MpH ynorpeoda

CriernuaaHy Ipena3Hil MEpKH 3a )KUBOTHUTE IIPU YIOTpedaTa Ha MPOyKTa

JledenueTo TpsiOBa Ja ce OCHOBaBa Ha TECT 3a YYBCTBUTEIHOCT Ha OaKTEPUUTE, W30JIMPAHU OT
JKUBOTHOTO. AKO TOBa HE € Bb3MOXHO, JICUCHUETO TPSOBA JIa CE OCHOBaBa Ha MECTHA (peruoHaliHa, Ha
HUBO (pepma) enmuaeMHuOIIOTHYHa HH(GOPMAITHS 32 YyBCTBUTEITHOCTTA Ha TPUIEITHUTE OaKTEPHH.
OdwunmanHara, HalOHATHATa W PErMOHATHATa aHTHMHKPOOHAHM TIOJIMTHKH TpsOBa 1a ce B3eMar
MOJT BHUMaHHKE MTPH U3II0JI3BAHE HA TIPOIYKTA.

U3non3BaHeTo Ha BETEPHHAPHOMEMIIMHCKHS MPOIYKT, B HAPYIICHUE HA HHCTPYKIIMUTE MOCOYCHH B
KpaTkarta XapaKTepUCTHKa Ha TPOJYKTa, MOXKE Jia YBEIUYM pUCKA OT pPa3BUTHE W MOIOOp Ha
PE3UCTCHTHU OAKTEpUU U J1a HaMaJid e()eKTUBHOCTTA OT JICUSHUETO C MAKPOJIM/IU TIOPaaX MOTECHIAIIA
OT BB3HUKBAHE HA KPCTOCAHA PE3UCTEHTHOCT.

CHCHHaﬂHH OpealasHyi MEPKM 3a JuiaTa, IIpujaaraimy BETCPUHAPHOMCEAMIIMHCKHA ITPOAYKT Ha
KHBOTHHUTC

[a ce u30srBa MHXAJIMPAHETO HA NIPAXTa M KOHTAKTA ¢ Koxkara. Jla ce u30srsa KOHTaKTa ¢ KOXKaTa Ha
npaxa Win pa3TBopa. [a ce M3MHUAT phLETe U YUaCThUUTE OT KOXa BJIE3HAIM B KOHTAKT C MPOAYKTa
cien pabora.

4.6 HebaaronpusiTHu peakuuu (4ecToTa U BasKHOCT)

Morar ga ce HabIIOAABAT PEAKUUU HAa CBPBXIYBCTBUTEIHOCT.

4.7 Ynorpeda no Bpeme Ha OPEeMEHHOCT, JAKTAIUS MU sIilleHOCEeHe

He ce n3non3Ba npy NTHIM B IEpUOa Ha SHIIEHOCEHE WITH IIpaceTa 3a pasIuiof.

4.8 B3aumoneiicTBue ¢ Apyru BeTePUHAPHOMEIUIIMHCKHM NPOAYKTH M Apyru ¢opmu Ha
B3auUMOJeHCTBHE

Ja He ce mpuiiara 3aeJ{HO ¢ NEHUIMINHY, 1e(haTOCIOPUHH WIN KBUHOJIOHHU.
4.9 Jlo3a ¥ HAYMH HA MPUJIOKEHUE

3a npujaaraHe BbB BO/Jla 3a IIMCHE.
HpeHOp’L‘II/ITeHHI/ITe HHBa Ha 103aTa ca:

IIpacera: 3.33 mg snuHKOMHUIMH u 6.67 MQ cnekTuHOMHIMH Ha Kg TernecHa maca
JIHEBHO 3a / IHH.
[Munera: 16.65 mg muaxomunuH u 33.35 mQ cmekruHoMuIMH Ha Kg TerecHa maca

JIHEBHO 3a / IHH.
MenukaMeHTO3HaTa BoJia TpsAOBa aa ce moaMeHs Ha 24 Jaca.

410 Ilpemo3mpaHe (CHMITOMHU, CIIEIIIHA MEPKH, AHTHI0TH), AKO € HEOOXOTUMO
He e u3BectHoO.
411 KapeHTHH CpOKOBe

Meco u BbTpELIHU OpPTaHu:

IIpacera: HyJa JHU.

IIunera: 5 mHu.

He ce pa3pemraBa ynorpebata mpu NTHIM, KOUTO NPOM3BEXKAAT WIM ca NpeJHa3HAYCHU Ja
MpoU3BEXAAT siflla 3a KOHCyMalus OT XOpa, BKJIIOYUTENHO NWIETa 3a 3aMsHa, KOWUTO ca
MpeTHa3HAYCHHU J1a TIPOU3BEXKIAT SUTIA 32 KOHCYMAITUS OT XO0pa.

ITo Bpeme Ha JIEUCHUETO )KUBOTHUATE HE TPSIOBA JIa CE KOJIAT 32 KOHCYMAITUS OT XO0pa.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTH



dapmakoTeparnieBTHYHA Tpymna: AHTHOAKTEpHANHM 3a CHUCTeMHa yrnorpeba; JIMHKOMUIIHH,
KOMOMHAINH.
Berepunapuomenuiacku Anatomo-TepanesrndyeH Koa: QJO1FF52

5.1 dapMakoIMHAMUYHHU CBOIiCTBA

JINHKOMUIIMHBT € aKTHBEH cpenly ['paM-ToI0KHUTETHH MHUKPOOPTaHU3MH, HSIKOM aHaepoOHU I'pam-
OTPHUIATEITHN MUKPOOPTaHN3MHU W MUKOIUTa3MH. 1o uMa ci1abo Wil HUKaKBO JAeHCTBHUE cperry | pam-
OTpUIIATEITH MUKPOOPranu3mu, Hanpumep E. coli.

CIeKTHHOMHIIMHBT € aMHHOIMKJIMTOJNOB aHTHOMOTHK, moiydeH oT Streptomyces spectabilis. Toit
HpHUTe)KaBa OAKTEPHOCTATHYHO JEHCTBHE M € akTHBeH cperty Mycoplasma spp. u mskou ['pam-
OTpUIIATSTHH MHUKPOOPraHu3mu, Hanpumep E.coli.

MexaHu3MbT, MO KOWTO ce Npuiara CIHeKTHHOMHIMH IE€POpalHO, JeicTBa Ha MATOTCHWUTE Ha
CHCTEMHO HHBO, BBIIPEKH 4e ciraboTo abcopOupaHe HE € HAITBIHO HM3SCHEHO M MOXKE N1a pa3duTa
YaCTMYHO Ha HETIPeKu eeKTH BhPXy UpeBHATa ¢Iopa.

ITpu E.coli pasnpenenenunero nHa MIC usrnexna 1ByMOIaaHO ChC 3HAYMTENCH OpOil MIaMOBE, KOUTO
JeMOHCTpHupaT BHCOKM croitHocTH Ha MIC; ToBa MOXe OTJ4acTH na OTroBapsl Ha ecCTeCBEHaTa
(BBTpemIHa) pe3nuCTEHTHOCT.

In vitro npoyuBanusiTa, KaKTO U JaHHUTE 33 KJIMHUYHA €(PUKACHOCT IEMOHCTPHUPAT, Y& KOMOMHAIIMATA
JTMHKOMHIIMH-CIIEKTHHOMMITHH € aKTHBHA cpenry Lawsonia intracellularis.

[Topaau TEXHUYECKH OrpaHUYeHHs dyBcTBUTENHOCTTA Ha L. intracellularis e tpynna 3a uscnensane in
VItro u He ca HAJIMYHM JIaHHU 33 CTAaTyCca Ha PE3UCTEHTHOCT MPH TE3HU BUJIOBE.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 CIMCBLK Ha eKCIUITHEHTHTE

Silica, colloidal anhydrous
Lactose monohydrate

6.2 OCHOBHHU HeCbBMECTUMOCTH

[a He ce mpuiiara 3ae{HO C EHUIMINHH, [IeQaToCIIOPUHHA WIIH KBUHOJIOHH.
6.3 Cpok Ha rogHocT

CpoK Ha TOJJHOCT Ha KpaifHUsl BETEpUHAPHOMEIUIIMHCKH MPOJYKT: 3 TOAWHHU.
Cpok Ha TOZHOCT CJIe IbPBO OTBApsIHE HAa IbPBUYHATA ONAKOBKA: 28 JHU.
Cpok Ha TOJIHOCT CJIe/l pa3TBapsiHe, B ChOTBETCTBUE C MHCTPYKIMUTE: 24 Yaca.
6.4. CrneuuaJjHM ycj0BHS 32 CbXpaHeHHE HA MPOIYKTa

Ja ce cpxpansiBaBa npu temmeparypa mexay 2 °C u 25 °C

Jla ce ma3u OT CBETJIMHA.

[a ce cpxpaHsaBa Ha CyX0 MsACTO.

[a ce maszu mppBUYHATA ONAKOBKA IUIBTHO 3aTBOPEHA.

6.5 Bua u cbeTaB Ha MBbPBUYHATA OMAKOBKA

Camern o 100 g (120 camrera B Kaios).

IMonuerunenosu Kytuu mo 500 / 1000 g (12 kyTuu B KamioH).
He Bcuuku pa3MepH Ha OIIaKOBKaTa MOTaT Ja ObJaT ImpejularaHy Ha rasapa.



6.6 CneunuajHu MEPKH 32 YHUII0KABAHE HA HEU3ITI0JI3BAH IPOAYKT WIH OCTATHIMA OT HEIro

Bceku HeusnonaszBan BCTCPUHAPDHOMCIUIIUHCKN MPOAYKT WJIM OCTAThbUM OT HECIO, TpﬂGBa Ja 6’I)I[aT
YHHUIIOKCHH, B CbOTBCTCTBUC C UBMCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXKATEJI HA PASPEHIEHHUETO 3A ThPI'OBUS

Kepro B.V. Tel: + 31 (0) 570 66 29 00
Kuipersweg 9 e-mail: info@kepro.nl

3449 JA Woerden

The Netherlands

8. HOMEP HA PABPEHIEHUETO 3A ThPI'OBUS

0022-1772

9. JATA HA ITbPBOTO NU3JJABAHE HA PABPEILIEHUETO 3A ThPI'OBUSA
21.05.2012

10.  JIATATA HA MOCJEJTHATA PEJAKIUASI HA TEKCTA
06/2023
3ABPAHA 3A ITPOJIA'KBA, CHABISIBAHE W/WJIA YIIOTPEBA

He e npunoxumo.

J-P BAIEHTHUH ATAHACOB
3AMECTHHUK U3ITBJIHUTEJIEH JUPEKTOP



