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KPATKA XAPAKTEPUHCTHKA HA ITPOAYKTA
KBM JJUITEH3 3A YTIIOTPEBA Ne 0022-2501
1. HAMMEHOBAHHE HA BETEPHHAPHOME/JIUIIHHCKWA NPOIYKT
FLORCRID INJ - BG
2.  KAYECTBEH H KOJIMUMECTBEH CbCTAB
Beexu 1 ml epappaka:

AKTHBHA cyDcTAHIMA:
Florfenicol 300 mg

Exconnuenri:
3a TEIHHEA CITHCHK Ha eKCIHITHEHTHTE, BHIK TOUKa 6.1
3. PAPMAIEBTHYHA POPMA

HmsrexkunoHeH pastrop.
CReTNONBAT IO CNAaMEHOIKBIT, JIEKO BUCKO3EH PasTBOp.

4, KJIAHHAYHHA JAHHH

4.1 Bujose UBOTHH, 32 KOHTO ¢ IpegHaznauen BMII

I'orena u cBubeE.

4.2 TepagesTHYHH NOKA3AHUS, ONPEICICHN 32 OTACTHIITE BHAOBE JKUBOTHH

Iopena:

3abonABaHus, NMPUYHHEHH OT DaKTepHy, HYBCTBHTENHH KbM (op(heHnKon: TepanesTHUHO HeYeHHe
Ha uH(EKIUY Ha IKUXATONHHTE ITHTHILA TPW TOBeda, NPU4HHeHW oT Mannheimia haemolytica,
Pasteurella multocida v Histophilus sommni.

Caune:

Jeuenue Ha pecniuparopun uH(EKIH, TPUMHHEHK OT amMoBe Ha Actinobacillus pleuropneumoniae v
Pasteurella multocida, wyscreutennan koM draopdennron.

4.3 TlporHBonokazanus

Jla He ce W3MOI3RA MPH BB3PacTHH OHKOBE W HEPE3H, NIpeAHA3HAYSHH 33 PA3ILIOL.

Ja He ce H3MON3BA NPH CBPLXYYBCTBUTENTHOCT KBM aKTHRHATa CYOCTAHIHS M KBM HAKOH OT
EKCTMITHEHTHTE.

Ja ve ce u3N0OAZRA TIPU IIpaceHiia ¢ TenecHa maca o 2 kg.

4.4 CpoemnajJHH HpeANazHH MEPKH 32 BCEKH BHJ KHBOTHH, 32 KOHTO e npennasnaven BMII
Hama.

4.5 Coennajanu mpeAnasHH MEPKH NPH ynoTpeda

Cnelmanyy opearnasyy MepKH 3a JKMBOTHHTE OPH VIOTpedaTa Ha npoayikTa




Viorpebara Ha mpomyxTa TpabBa Ja ce OCHOBABA HA TECTOBE 3a YyBCTBMTENHOCT Ha OakTepw,
M3OIMPAHH OT JKHBOTHOTO. AKO TOBA HE € BB3MOXKHO, JISHSHHETO TPsOBA /la e OCHOBABA Ha MeCTHATa
erHIeMHOICIHYHA HHGOPMALIIS,

IIpuAoKeHHETO HA NPOAYKTA, OTKJIOHSBAIO C€ OT yKazanusta B Kparkara XapakTCpHCTHKA, MONe Ja
VBEMHUM PHCKA OT PasBUTHE W CEMEKIMA HA PESHCTEHTHH OaKkTeprd M Jia HaMatd eQeKTHBHOCTTA OT
JeUe HUETO, NOPA/TH Bh3MOIKHOCTTA OT KPbCTOCAHA PE3UCTEHTHOCT.

CreuuaNgy Ipeala3in MEPKH 34 NU1ATa, [PUAaraiiiyl BETeprHapHOMeJHIMHCKHUA NNPOAYKT Ha JKUBOTHHTE

Xopa ¢ yCTaHOBEHA CBPBXUYBCTBHTENHOCT KbM (UIOp(eHuxon Tpsbna 2 u30ArBarT KOHTAKT ¢
BETEPHHAPHOMEAHITUHCKHS POAYKT,
Ha ce sHHAMaBa 3a a ce H3derte cily4ailHOTO CaMOMIKeRTHPAHE.

4.6 HeGaaronpuATHH peaknny (4ecToTAa H BAXKHOCT)

T'opena:

Ilo BpeMe Ha NEUESHHETO MOXKE A2 ce HabMI0/1ana HaManaBaHe HA KOHCYMAlMATa HA XpaHa H MPEX0JHO
OMEKOTABAHE Ha M3NPOKHEHHATA. TPeTHpaHHTe JKHBOTHH CE BhL3CTAHOBABAT OBP30 H HAIIBIHO CHEA
IPEKPATARAHE HA JISUEHHETO.

HEBTpaMycKyTHOTO ¥ TIOAKOKHOTO IPHAMKEHHE Ha HPOJYKTA MOKe JIa IIPUYHHK BB311ATTHTE HH Ne3uH
B MSICTOTO HA MHIKEKTHPAHE, KOWTO ca HAMMYHH B IpoAb/bkeHye na 14 au. B MHOro pefiu ciryuan
IpH rosesa ca OVin AoKIagBaHK aHAQHAAKTHYHH [IOKOBE.

Cerune:

Yecto HabMIOMABAHMTE HeONArONPUSTHY PEAKIHH Ca [PeXONHM Auapus WHIM TiepHaHanHa H
PEKTaNHA epHTEeMa/OTOK, KOUTO Morar Aa 3acerHar 30% oT KHBOTHHTE. Te3H peakLHH MOrar Jia ce
HabJHonaBar B IPOABIDKEHHE Ha €1HA Ce/MUa. B MACTOTO Ha HIDKEKTHPaHe MOXKE Aa Cce Habmoaasa
TIPEXOAEH OTOK ¢ NPOABIKHTENHOCT A0 5 HHH. Benuxy sp3nanuTelHy 1e31d u3uessar 20 28 quu.

YecToTaTa HA HEOIArONPUSTHHTE PEAKLMH Ce OIIpeiesii Ypes cie/{HaTa KIacH(HKaLMa;

- MHOTO JecTH (moBede OT 1 Ha 10 TpeTHpaHu )KUBOTHH, HPOABABAILM HEOIArOIIPUATHH PEAKIMM)

- uectH (noseye ot 1, Ho mo-manko ot 10 xusorhy Ha 100 TpeTHpaHK XKUBOTHH)

- He yecTH (moeeye or 1, Ho no-masko ot 10 sxueotH Ha 1,000 TpeTHpaH KHBOTHH)

- pesiks (oeeye ot 1, HO no-maiko oT 10 sxueotHH Ha 10,000 TpeTvpaHu KHBOTHH)

- MHOro peaku (no-manko ot 1 xueorHO Ha 10,000 TpeTHpaHH KUBOTHH, BRIHOUUTENHO W3OMHPAHH
CHODINEHR).

4.7 Ynorpeba no BpeMe Ha OpeMeHHOCT, JAKTANHA HIH siflleHoceHe

JIaGopartopHuTe NpOy4BaHHA NMpH NabopaTOpHH JKMBOTHH HE MOKA3BAT HUKAKBY JI0KA3ATENCTBA 32
TEPATOrEHHOCT WAM  (ETOTOKCHYHOCT. Bobmpexn ToBa, edekrhT Ha  (QUIOpdEeHuKon  CHpsIMO
perO,[[YKTHBHOTO [HOBCHACHHTC ® 6PGMCHHOC’I'I‘EI LIpH BHMAOBECTE JKMBOTHH, 38 KOUTO € HpGHHaBHa‘-{CH HEC
e OMII oHEeHeH,

Hpﬂnara ce CaMO Cnch npeueHKa HOJ'IBﬁ/IpHCK oT OTFOBOI)HHH BeTepHHapeH NneKap.

4.8 BiaamoneiicTBHe ¢ ApPYrH BeTePHHAPHOMESHHHHCKH OPOAYKTH H ApPYrH dopmn Ha
B3aHMO/JeHCTBHE

Hama panuanu JaHeH.
4.9 1o2a u HAYHH Ha NPHAOKEHHE
T'oBena:

Humpamycxynno npuiocenue: 20 mg/kg tenecna maca (1 ml/15 kg) Tpadsa ga ce npuirara /iga mbTH
3a 48 yaca ¢ TOMOLUTa Ha UIMa ¢ pasmep 16.



IToowoxcno npunosicenue: 40 mg/kg tenecHa Maca (2 mi/15 kg) Tpabpa na ce mpunara camo BeHBK,
KaTo ce W3nonsea mrua ¢ passep 16. OBeMbT Ha no3ata, NOCTaBeHa BLB BCAKO €/IHO MACTO Ha
HIDKEKTHpane, te TpabBa a Haaeuiuasa 10 ml,

Hmkekimsta TpaOBa aa ce npujara caMo B obracTra Ha WHATa.

Cruue:

15 mg/kg Tenecra maca (1 ml/20 kg) upes MHTpaMyCKyNHA MHIKEKIIHSL B MyCKyJia Ha BpaTa, [8a [I6TH
Ha 48-4aCOBM MHTEPBAIIH, H3MOI3BAHKH HrIa ¢ pasmep 16. KonnuecTsoTo, PHAMKEHO B ¢HO MIACTO
HA BHIKEKTHpaHe He Tpadsa a Haaeuwasa 3 ml,

[MpenopbuBa ce TPETHPAHE HA XXHBOTHHTE B PAHHMUTE €TAIM Ha DOTECTTA M OLCHKA HA PEaKLMATA KbM
JedeHHETO B pamknte Ha 48 dwaca ciej( BTOpaTa MHKEKUMA. AKO KIMHHYHWTE TPH3HALK Ha
pecrpaTopHuTe 3a601ABAHMA NPOALIKABAT 48 Haca cllell HOCICAHATA MHXEKIHS, Ie4eHHeTo Tpabea
a ce TIPOMEHH ¢ NOMOLIITA Ha JAPYra CXeMa HAM JPYT aHTHOMOTHK, KaTo NPOJLIDKH A0 U3UE3BAHE HA
KIHHHYHHTE [IPH3HALM,

IlouncreTe Tamarta, npend HITEVIAHe HA BosAKa [o3a. HMsnonspakite cyxa cTepunHa Mriaa M
CTIPHHIIOBKA.

He npo6ugaiite ¢iakoHa Mopeve oT 25 nbTH,

34 71a e OCHIyPH MPaBHJIHO [O3HpPaHe, TelecHaTa Maca TpsGBa 1a ce OnpesieNs Bhb3MOKHO Hali-TOMHO,
3a f1a ce H30erHe Mpelo3uPaHETo WIH IPHAATaHETO Ha I0-HUCKa J03a.

410 TIpenosmpane (CiMITOMH, CHIEUIHH MEPKH, AHTHI0TH), AKO0 € HeodX0AuMO

Foeena:

Ilo Bpeme Ha mepuoAa Ha JISUECHME MOKE [a CC MOABH HAMAISIBAHE HA KOHCYMalMaTa Ha dypak M
NPexoqHO pa3MeKBaHe HA H3MPAKHEHHATA. TpEeTUpaHWTe KUBOTHH C€ BB3CTaHOBABAT 6Bp30 M
HAI'LJAHO TIPH TIPEKpaTaBate Ha JICUEHHETO.

CRuHe:

[lpu cBuHe, criej NpHIaraHe Ha A03a, 3 ObLTH HAJIBHIIABALNA TPETIOPBYAHATA, HIH IOBEHE, Ce
Habnoaapa HaMaJiABaHe Ha aTleTHTa ¥ HaJlJaBaHe Ha TeTTIo, H AeXuapaTalius.

Crien mpUIoIKeHne Ha 5 NBETH NO — ToNIMa OT NpenopbhuyaHaTa 032 WIH Mosede, ce Hab/IonaBsa U
MOBPBIAHE.

4.11 KapewrHu cpoxose

ToBea: MECO W BETPELIHY OPIaHH;

30 muu (TIpH HHTPAMYCKYITHO TIPHIaraHe)

44 npm (IPH NIOHKOMKHO HPUIIaraHe).

He ce paspernaga 3a ynorpefa Ipy »KUBOTHH, YHETO MIIAKO € IPCAHAZHATCHO 38 KOHCYMALiA OT Xopa.
Ceuue (Meco ¥ BLTpeidn opradm): 18 guu.

5. PAPMAKOJOI'HYHHA OCOBEHOCTH

dapmaKoTepaneBTHYHA IPyTia: AHTHOAKTEPHAIHY 3a cHcTeMHa yrioTpeba (aMpeHrKOoIH).
Berepunapomeuiuacki Anatomo-Tepanestuyed Koa: QJ01BA90.

5.1 @apMakogHHAMHYHME CBOICTEA

DnopdenuKoILT ¢ CHHTETHYEH WHPOKOCIEKThPEH aHTHOMOTHK, edukacen cpelly nosedero ['pam-
[IOMOKHTETHH M ['paM-OTPHLATETHH MHKPOOPraHH3MM, W3OQMPaHH OT [OMAllHKd SKMBOTHH.
DnopdenuKonsT AeHcTBA upes HHXHOMpPANE HA CHHTE3a HA TPOTEHHM WA PHOO3OMHO HMBO H €
GaxreprocTaTHted. Jlaboparopuure TeCTOBE ca MOKa3aly, 4e (iopeHUKONET € AKTHBEH Cpelty Hai-
YeCcTO WM30MMpPAHNTE OAKTEPHATHHM MATOreHH, HPHUHIHHABAIM pecnupatopuy 3aboNsBaHus NpH
roeegara, BInountenHo Manmheimia haemolytica, Pasteurella multocida, Histophilus sommi w
Arcanobacterium pyogenes.
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DropheHNKONBT ce CUnTa 33 GAKTEPUOCTATHYHO CPEACTRO, HO in vifre ucneasanus ¢ GropheHnKon
nokasBaT OaKTepulMaHa aKTWUBHOCT cpewyy Mannheimia haemolytica, Pasteurella multocida w
Histophilus somni.

5.2 @dapMakoOKHHETHYHI 0COOCHOCTH

T'osena:

HHTpaMycKy/iHo TIpHIoXKeHHe B Lpenopsuanata gosa or 20 mg/kg noatspika eeKTHBHH HiBa B
KPLBTA TIPH TOBea B NPOABDKeHHe Ha 48 uaca. MakcHMa/lHa cpesiHa cepyMua KOHLEHTPaLa {Cray)
ot 3,37ug/m] Hacteisa 3a 3,3 uaca (Ty,y) cnex npunarase. OcHOBHATA CepyMHa KOHIIGHTpalyA Ha 24
vac ciieq mpunoxenve e 0,77pg/ml.

[IpunaraHeTo Ha NPOAYKTa TOJKOXHO B MpenophuanaTa moza ot 40 mg/keg noamspxa edekTHBHH
KPBbBHH HuBa TpH rosefa (T.e. Han MICy 3a OCHORHWTE pPECHMpPATOPHH IIATOreH) 3a 63 daca.
MaxkcuMania cepyMHa KoHUeHTpamst {Cp,y) OT 0KOJIO 5 pg/ml ce ycTanoBsisa NMPUOITMBHTENHO Ha 5,3
qac (Twax) Cred Opuiarane. CpemHaTta KOHLEHTpauus s cepyma Ha 24 dac criejl npuiaraHe e
nipubavzurenno 2 pg/ml.

CpeHuAT MORYKUEOT Ha ellMMuHUpaHe e 18,3 vaca.

Cpnne:

Ilpu cBHHETE, MHTPABEHO3HO NPWIOKeHUs GaopheHHKoN uMa KOSQUIHCHT HA Ia3MEH KIMPBHC OT
5,2 ml/muayTa/kg B cpenen ofleM Ha paslipefelieHHE B PaBHOBECHO cheToanue or 948 ml/kg.
CpeaHHAT TEPMUHANEH TTOMYKHBOT € 2,2 yaca. Cliel IbPBOHAUATHOTO HHTPAMYCKYITHO TIpHNaraHe Ha
drropdheHNKON, MAKCUMATHUTE CEPYMHH KOHLEHIpAlMM OT cTodHOCTH mesxay 3,8 u 13,6 mg/ml ce
pocTurar cnejl 1,4 1aca M KOHIEHTPAHMHUTE Ce M3UeprBaT ¢ TEPMHUHAICH CPe/ieH MONYyKHBOT oT 3,6
yaca. C7le] BTOPOTO HHTPaMyCKYITHO NIPUTAraHe, MaKCHMATIHH CEPYMHH KOHLEHTPALMK OT CTOHHOCTH
mexay 3,7 u 3,8 mg/ml ce mocrurar cmen 1,8 uaca. Komnenrparmara na dmopdeHuxona B
GemoapobHATA THKAH OTpA3ABA IUIA3MEHATa KOHLEHTPALMA, CBC ChOTHOLIEHHE Osn Apod/rinasMeHa
KOHICHTpaLms oT npubnnzurenuo 1. Ciiel HETPAMYCKYJIHO HOpHAArane Ha CBUHE, (GnopdieHHKONBT Ce
oTaens 6Bp30, raBHO B ypuHaTa. DropheHUKoNET ce MeTab0IH3MPa B I'OJISAMA CTCICH.

0. OAPMANEBTHYHIA OCOBEHOCTH
6.1 ChoHcbk Ha eXCOHIAEHTHTE
Propylene glycol

N-methyl-2-pyrrolidone
Macrogol 300

6.2 (CHOBHE HeCLBMECTHMOCTH

[Ipy THIca HA JAHHH 32 CHBMECTAMOCT, TO3H BETEPHHAPHOMEIMIMHCKH IPOAYKT He Tpsabea Aa Obae
CMECBAH C APYTH BeTePHHAPHOMEIHHHHACKH MPOIYKTH.

6.3 Cpox =a rognocr

CpoK Ha FOAHOCT HA KPaifHUs BeTePUHAPHOMEMIMHCKA APOJIYKT: 2 [O/AHHH.
CpoK Ha roIHOCT Cliel TBPBO OTBAPAHE Ha MbPBHYHATA ONIAKOBKA: 28 nuu.

6.4. Cnennajgum yeJIOBHS 32 chXpalenne Ha MPOAYKTa

Jla ue ce epXpaHsBa npd Temueparypu Hag 25 °C.

Jla He ce 3ampasssa.

Jla ce cLxpaHABa B OPUIHHAIHATA OMAKOBKA.

J{a ce ChXpaHsNBa HA CYXO MACTO.

Jla ce mazuy OT [IpsKa CIILHYERA CBETIMHA.

Ja ce 11a3n IIMBPBUYHATA OIIAKOBKA TUIETHO 3aTBOPEHA.



6.5 Bl[}l H CHCTAB Ha MEPBHYHATA OTIAKOBKA

[TupeEYHA OMakoBKa: monunponuaeHora Oytunka X 50 ml, 100 ml n 250 ml, 3arBopena ¢ rymena
TANA ¥ ATyMHUHHEBA Karavka.

Brumnara onakoska:

Kapronena kytus x 200 cnarxona x 50 ml

Kapronena kytas X 96 guraxona x 100 ml

Kaproneua kytus x 40 dnaxona x 250 ml

6.6 Choeuuagnn MCPKH 32 YHHINOKABAHEC HA HEHIIOMI3BAR HPOAYKT MJIH OCTATHIH OT HETO

Bceku Heuwznonzpad BETCPHHAPHOMCIHUHHCKH TNPOAYKT HWJIH OCTaTsblMd OT HETO TpﬂﬁBa Ja 6®Bpar
YHUUIOKCHH B CHOTBCTCTBHE ¢ H3HCKBAHHATA HA MECTHOTO 3aKOHOOATENCTBO,

7. NPATEXXATEJ HA JHOEH3A 3A YIHOTPEBA

S.C. CRIDA PHARM S.R.L.,

Str. Intrarea vagonetului nr. 2, bl. 101, sc. 2, ap. 47,
Sec. 6 Bucuresti,

Romania

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-2501

9. JATA HA TBPBOTO U3JABAHE HA JMOEMI3A 3A YIIOTPEGA
31.03.2015
10, JATA HA HOCHEIHATA PEJAKIIHA HA TEKCTA

112019

3ABPAHA 3A IIPOJANKBA, CHAB/IBAHE W/HWIH YIIOTPEBA
He e npuaoxumo.

i
i
TPO®. JT-P HACKAJ KEJSH3
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