KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEHIEHHUE 3A ThbPI'OBHUSA Ne 0022-2769

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

FLORCRID 10% - BG,
nepopajeH pa3TBop 3a CBHHE U MUJICTA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml ot npoaykTa chaBpKA:

AKTHBHA cy0OCcTaHIUA:

Florfenicol 100 mg

Excuunuenru:

3a IIBIHUS CIMCHK Ha EKCIUITUEHTHUTE, BIK T. 6.1.

3. OPAPMALIEBTUYHA ®OPMA

ITepopanen pa3TBop.

4, KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII

CBuHe U nujeTa.

4.2 TepaneBTHYHU NOKA3aHUsI, OIPe/ieJIEHH 32 OTAeJHUTE BUI0BE KUBOTHH

Caumne:

JleueHue Ha pecriupaTopHH 3a00JsIBaHUS, IPUYMHEHHM OT 1aMoBe Ha Actinobacillus
pleuropneumoniae u Pasteurella multocida, aysctButentnu koM (riopheHUKOI.

IMunera:

Jleuenue Ha uHpeKIMU, npuunHeHu ot mamose Ha E. Coli u Mycoplasma gallisepticum,
YyBCTBUTEIHU KbM (QIIop(peHnKOoI.

4.3 IpoTuBonokazanus

Ja He ce M3MoII3Ba IPY CBPbXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAaHIIMS WIIK KbM HIKOU OT
EKCIUITUEHTHUTE.

Ja He ce u3MoII3Ba NIpY Bb3paCTHU OMKOBE U HEPE3H, NPeIHA3HAUCHH 32 PA3IUIO.

Ja He ce U3MoII3Ba NpHU NTULH, KOUTO MPOU3BEKAAT HIIH Ca MpeIHa3HAYeHHU /12 TIPOU3BEXKIAT il 3a
KOHCyMaIusi OT X0pa.

4.4 CpneuuajHu NpeaNa3Hu MePKH 32 BCEKH B/ ;KMBOTHH, 32 KOUTO e npeaHasHayen BMII
Hswma.

4.5 CnenuaJilHu mpeana3Hu MepKku Npu ynorpeda

CHCL[I/Ia.]'IHI/I Opeanas’ii MCPKH 34 ) KUBOTHUTEC MTPHU VHOTDe6aTa Ha IpOAYKTaA




JloOpa KIMHUYHA TMPAKTHKA €, JICYEHUETO JIa CE OCHOBABA HA TECTOBE 332 YYBCTBUTEIHOCT HA M30JHPAHUTE
OT >KMBOTHOTO OakTepmH. AKO TOBa € HEBB3MOXKHO, TepaluaTa TpsOBa na ce Oa3mpa Ha MeCTHATa
(pervonaiiHa, Ha HUBO (pepma) emUACMHONIOTMYHA MH(POpPMALUS 32 YyBCTBUTEIHOCTTa HAa OaKTEPHHTE,
cpeury kouto ¢ npeanazHauyeH BMIL. Ynorpebara Ha BeTepUHAPHOMEIUITUHCKUS MPOAYKT, pa3iinvaBaia
ce ot maaenute B KXII ykazanus, MOKe Jia yBEJIMUYU PUCKA OT Pa3BUTHE Ha OaKTEpUU, PE3UCTCHTHU KbM
¢dbnopdpennkon, u na HaMaau e(EKTUBHOCTTA HA JICYCHHETO C JPYrM CPOJAHU CYOCTAHIIUHU, IMOPaIH
BB3MOKHOCTTA OT KPhCTOCAaHA PE3UCTCHTHOCT.

CHeIII/IaJ'IHI/I OpcaAnas’Hy MCPKHU 34 Juiara, mpujaaraiiy BETCPUHAPHOMCINIIMHCKHWS MPOAYKT Ha JKUBOTHHUTC

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBUTENHOCT KbM (DIIOpPEHUKON TPsiOBa Ja M30ATrBaT KOHTAKT C
BETEPUHAPHOMETUIIMHCKHUS TPOAYKT.

Ha He ce nue, sae 1 Myy Ipu paboTa ¢ MPoAyKTa.

Crnen paboTa ¢ IpoayKTa, phlieTe 1a ce U3MUST He3a0aBHO.

[Ipu cnyyaeH KOHTAaKT C OYMTE, U3MHITE OOMITHO C BOJIA.

[Ipu ciyyaeH KOHTaKT ¢ KOKaTa, U3MHUITE OOMIIHO € BOJA.

[Ipu coywaitHo normpinane, He3adaBHO Ja Ce TOTHPCH METUIIMHCKHN CHBET, KAaTO Ha JIeKaps ce
MPEIOCTaBH JIMICTOBKATA MITM €TUKETa Ha MPOIYKTA.

4.6 HeOnaronpusaTHU peakuuy (4€CTOTA U BAXKHOCT)

Ilo BpEME€ Ha JICUCHHUETO IIPU CBUHETE € Bb3MOXXHO 1a C€ 3a0eNexy HaMaJIsiBaHe Iprue€Ma Ha BoJa U
I10s1Ba HA CJIICOHUTEC HC6J’IaFOHpI/IﬂTHI/I pCaKkuuu: rnepruaHajiCH U pCKTYMCH OTOK.
Bb3MmoxHO € Ja CC MOABAT BPEMCHHA AWapud U 3all€K, HO TOBA Ca MPEXOAHU 1 O6paTI/IMI/I pCaKkuuu.

4.7 Ymnorpeda mo BpeMe Ha OPEMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe

[IpoyuBanus npu 1abopaTopHH KUBOTHH HE MMOKA3BAT HUKAKBH JOKA3aTEIICTBA 32 TEPATOTEHHOCT WIIN
¢deToTokcuuHOCT. BhIpeku ToBa, epeKTHT Ha (IOPHEHUKOI CIPSMO PENPOAYKTHBHOTO MTOBEJCHHUE U
OpeMEeHHOCTTa IIPH BUIOBETE )KUBOTHH, 32 KOUTO € IIpeTHAa3HAUCH, HE € OMII OLICHEH.

He ce npuutara o Bpeme Ha OpEMEHHOCT, JIAKTalus U STUIICHOCEHE.

3ana0as1eMOCT:
Jla He ce M3MoJ3Ba MPU MBXKH dKUBOTHHU 3 Pa3IUION.

4.8 B3aumopeiicTBHE ¢ IPYrd BeTEPUHAPHOMEIMIMHCKH MPOAYKTH U ApYru ¢popmMu HA
B3auMoJeicTBHE

He ca u3BecTHH.

4.9 Jl03a ¥ HAYMH HA MPUJIOKEHUe

[TpunoxeHue: mepopaiHO BbB BOJIA 32 MTUCHE.

3a cBuHe: n03ata e 15 mg/ kg TenecHa maca/mHEeBHO, B IPOIB/DKCHNE HA 5 JIHHU, WK TaKbB
exsuBairent e 0,15 ml Florcrid 10% - BG/ kg tenecna maca/mHeBHO.

KomunuectBoro Florerid 10% - BG moxe 1a ce u3unciu Ha 6asara Ha oOlara TejlecHa Maca Ha

rpynara xuBoTHH 3a TpetrpaHe (TBW) u 00moTo norpebiieHre Ha Boja 3a MUEHE OT rpynara
JKUBOTHHU 3a Tpetupane 3a 24 gaca (TWC) no cnexnara hopmyna:



15x TWB(Kg)
100xTWC(L)
3a 1000 L Bona

Florcrid(L) =

15 = mo3a / kg Tenecna maca.
100 = mg florfenicol/ 1 ml Florcrid 10% - BG

3a muitera: no3ara ¢ 30 mg/kg tenecHa Maca/aHEBHO, B IPOABDKEHHE HA 3 JHU, UM TAKHB
exsuBayieHT ¢ 0.30 ml Florcrid 10% - BG/Kkg Tenecna maca/nuesHo. Komnuectsoro Florcrid 10% - BG
MOJKe J]a ce M34YHCIH Ha 0a3ara Ha o0ImiaTa TeJlecHa Maca Ha TpymaTta )KWBOTHH 3a Tpetupane (TBW) u
00mI0TO MOTpebIeHIEe Ha BOa 32 MHEHE OT TpyIaTa )KUBOTHU 3a TpeTupane 3a 24 gaca (TWC) no
cienHaTa hopMyia;

30 x TWB(kg)

Florcrid(L) = ——————=
100xTWC(L)

3a 1000 L Boma
30 = mo3a/kg TemecHa maca.
100 = mg florfenicol/1 ml Florcrid 10% - BG

3a 1a ce ocurypu NpaBUIIHOTO JO3MPAHE, TeJIeCHaTa Maca TpsiOBa J1a ce oIpeesny Bb3MOKHO Haii-
TOYHO, C L[eJ1 U305rBaHe Ha NPeJO3UPaHETO WM NPUIaraHeTo Ha o-Hucka j1o3a. [IpuemMsT Ha
MEJMKaMEHTO3Ha BOJIa 3aBUCH OT KJIMHUYHOTO ChCTOSHUE HA )KUBOTHUTE.

[IpuemMbT Ha MeIMKAMEHTO3HA BOJIa MOXe J1a Ob/ie MOBIHUSH OT 3a00isBaHeTo. B cinyyaii Ha
HEI0CTaThUYeH NPUEM Ha MEAMKAMEHTO3Ha BOAA, IIAHBT 3a JIeUeHue TpsiOBa na Oble npepasrienaH.
MenukamMeHTo3HaTa Boia TpsiOBa Aa ObJe eAMHCTBEHHUS N3TOYHHK Ha BOJA 32 MHCHE.
MenukaMeHTO3HaTa BOAa MOXKeE Ja Ce U3II0JI3Ba CaMO B pPaMKUTe Ha 24 yaca U TpsOBa Aa ce MPUrOTBS
HEIOCPEACTBEHO Ipen YIoTpeda, B IeHs Ha BCSIKO TpeTUpaHe. AKO HAMa KIMHUYHO OJ00pEeHHE 10
BpeMe Ha JIeYeHHEeTO, TO TpsiOBa a ObJe MpeKpaTeHo U JuarHo3ara ja Obae npepasrieaHa.

BHUMAHUE:

AKO M3MoJI3BaTe YCTPONCTRBO 3a J03HUpaHe, ¢ el H30ArBaHe yTasBaHETO Ha MPOYKTa, /1a He ce
n3nonsBar mosede ot 5 L mpoxyxt Ha 100 L Bona.

Jlo3upaioTo yCTpoHCTBO /1a HE ce HacTpoiiBa o 2%.

4.10 Ilpemo3mpaHe (CHMITOMHU, CIIEIIHN MEPKH, AHTH0TH), AKO € HEOOXOTUMO

B cnyuaii Ha npeno3upane ce HaOIr01aBa HaMalsIBaHE IpUEMa Ha BOJa, HaMaJlsiBaHe [IpUpacTa Ha
XKUBOTHUTE, JCXUIpaTalys, aHaleH/ IepruaHalleH OTOK, PEKTaJIeH [IPOJIATIC, XeMaTOJIOTHYHH U
OMOXMMHYHH ITPOMEHHU B NTapaMETPUTE.

411 KapeHTHH CPOKOBe

CaumHe:

Meco u BbTpemHu opranu: 17 nHu.

[unera:

Meco 1 BbTpEIIHN OpTaHu: 3 JHH.

He ce paspemaBa ymorpebata mpu NTWIM, KOWTO TPOM3BEXKIAT WM ca IMpenHa3HAYeHH Ja
MIPOM3BEKIAT ANIA 32 KOHCYMallus OT X0pa.



S. OAPMAKOJIOI'MYHU OCOBEHOCTHU

dapMakoTepaneBTHYHA IPyIa: aHTUOAKTEPUATHU 32 CUCTEMHO MPIIIOKEHUE (aM(pESHUKOIH ).
Berepunapnomenununacku Anatomo-Tepanesruuen Kox: QJO1BA90.

5.1 ®apmakogUHAMHYHH CBOICTBA

@1opheHNKOIBT € MIMPOKOCIIEKTHPEH CHHTETHYECH aHTHOMOTHK, aKTUBEH Cpery moBedero [ pam-
ITIOJIOKUTCIIHU U FpaM-OTpI/IHaTCHHI/I MUKPOOPIraHru3MH, U30JIMPAHU OT JOMAIIIHU JXKUBOTHHU.
(DJ'IOp(beHI/IKOJTbT ,HGP'ICTBa upe3 I/IHXI/I6I/IpaHe Ha CMHTE3a Ha IIPOTCHUHU Ha pI/16030MHO HHUBO U €
OakTeprocTaTHueH. bakTepHIIMIHOTO AeicTBHE € AoKa3zaHo in Vitro cperry Actinobacillus
pleuropneumoniae u Pasteurella multocida. In vitro recToseTe mokassar, de GaoppeHHKOI € aKTHBEH
cpemry OakTepHaHN NaTOT€HH, HA-9eCTO N30JIMPaHH B PECTIMPATOPHH 3a00JISIBaHU IPH CBUHETE,
srmrountenrHo Actinobacillus pleuropneumoniae u Pasteurella multocida.

5.2 ®apMaKOKHHETHYHH 0COOEHOCTH

Caumne:

Crie1 MHOTOKPATHO TEpOpaIHo mpuiiokenue Ha 15 mg/ Kg Tenecna maca/ fieH, B IPOABIKEHHE HA 5
MOCJIEI0OBATEITHN JIHH, KOHIIEHTpanusITa Ha GpaopdeHnkon B ria3mara Hamansssa oT 4270 mg/ L 1 gac
cien mociearus npueM Ha 2240 mg/ L 6 yaca mo-kbscHO, 1 Ha 210 mg/L 24 vaca cie mocieaHust
MIpUEM.

IITnum:

Cren mspBOTO MEpOpaIHO mpuiarade Ha diaopdenukon ot 42 mg/ Kg TenecHa maca/ 1eH B
MMPpOABIIKCHUC HA 3 IMOCJICAOBATCIIHNU JHU BBPXY NTULIH, Hal-BHCOKaTa KOHICHTpaluAa Ha
dnophennkon B cepyma (12200 mg/ L) e usmepena cien 30 MUHYTH, a cjie TOBa HamaisiBa 10 810
mg/ L 8 gaca no-kbcHO. DI0pHEHUKOTBT HE MOXKeE 1a Ob/ie OTKPHUT B cepyMa 60 gaca ciies] moCieHusI
TIPUEM.

Crie1 eTHOKPATHO HHTPABEHO3HO MpHiIoKeHue Ha 54,4 mg daopdenukon/ Kg Tenecna maca npu
NTHIH, KOHIIEHTpanusaTa Ha GpaopdeHnkos B cepyma e Hamassiia ot 58 500 mg/ L 5 munytu cien
urkekTupane Ha 69 mg/ L 8 yaca cien npunoxenuero. JleceT yaca ciiei HHTPABEHO3HO MPUIIOKECHUE,
¢dopheHNKOTBT HEe MOXKe J1a ObJIe OTKPUT B cepyMa. BHOTOTHYHUAT MOMYKUBOT € 37 MUHYTH.
OGeMbT Ha pasmnpe/esieHre B paBHOBECHO cherosiue ¢ 1387 ml/ kg.

6. OAPMAIEBTUYHU OCOBEHOCTH

6.1 Cnucbk Ha eKCHMTHEHTHTE

Macrogol 200

6.2 OCHOBHH HECHLBMECTHMOCTH

He ca u3BectHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOHOCT Ha KpaiHUs BETEPUHAPHOMEIUIIMHCKH POIYKT: 2 TOAMHH.

CpoK Ha TOTHOCT CJIe ITFPBO OTBApSHE Ha ITbPBUYHATA OITAKOBKA: 28 JTHHU.
CpoOK Ha TOJHOCT cJell pa3pekIaHe B ChOTBETCTBUE C UHCTPYKUUUTE: 24 yaca.



6.4. CneuuajHHu yc/J10BHS 32 ChbXpPaHeHHe HA MPOAYKTA
Ha ce cpxpansiBa npu Temneparypa mon 25 °C.

[a ce ma3u oT 3aMpb3BaHe.

Ja ce cbxpaHsiBa B OpUTHHAIHATA OIIAKOBKA.

Ja ce ma3u mbpBUYHATA OIIAKOBKA IUNIBTHO 3aTBOPEHA.

Jla ce cpxpaHsABa Ha CyXO MsCTO.

Jla ce ma3u oT npsKa CIIbHYEBA CBETIIMHA.

6.5 Bwuawu cbcTaB HAa TBPBUYHATA OMAKOBKA

ByTtuika u/nunm TyOn OT MOMMETHIICH ¢ BUCOKA IurbTHOCT oT: 100 ml, 1 L u 5 L.
He Bcruku pa3Mepu Ha OIakoBKaTa MOTaT Jia ObJaT MpeAiaraHny Ha ra3apa.

6.6 CnenmaJHu MepKH 32 YHHII0KaABaHE HA HEU3MOJI3BAH MPOAYKT WJIM OCTATHIHU OT HEro

Bceku HenzmoinsBaH BCTCPUHAPHOMCIUIIUMHCKHA IMMPOAYKT WM OCTATbIH OT HET'O Tp516Ba Ja 61:.)121T
YHUIIOKEHU B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. HNPUTEXATEJ HA PASPEHIEHUETO 3A ThPI'OBUSA

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

Str. Intrarea Vagonetului Ne 2, bloc 101, sc.2, ap.47, Sector 6, Bucuresti

ROMANIA

8. HOMEP HA PABPEHIEHUETO 3A ThbPT'OBUSL

0022-2769

9. JATA HA IBPBOTO U3JIABAHE HA PASPEIIEHUETO 3A ThPI'OBUA

JlaTa Ha TBPBOTO M3/1aBaHE Ha JUIICH3 3a ynorpeba: 30/11/2017
Jlata Ha u3maBaHe Ha pasperrennero 3a Teproeus: 19/09/2022

10. JATA HA NOCJIEAHATA PEJAKLUS HA TEKCTA
16.03.2022
3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

I[a CC OTITYCKa CaMO IIO JICKApCKO MpEAINMCaHnC.

JA-P XPUCTO BBJIYAHOB
H3ITBJIHUTEJIEH JIMPEKTOP



