JIMCTOBKA:
CEFTISOL - BG

il HUME U IIOCTOSSHEH AAPEC HA ITIPUTEKATEJISA HA PASPEIIEHUETO 3A
THPI'OBUSA HA BJIII U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha JIUIICH3a 3a Vnome6a:
Crida Pharm S.R.L
Str. Intratea Vagonetului Nr.2, sc. 2, ap. 47, Sec. 6, Bucuresti

Tel: +40 (0)24 251 5005
PymbHUuA

HDOI/ISBOHHTGJ’I, OTTrOBOPECH 3a OCBO60>KIlaBaHC Ha napTuaara.
S.C. CRIDAPHARM S.R.L.

Str. Intrareavagonetuluinr.2 bl.101,sc.2, ap.47, Sec. 6 Bucuresti
Tel. +40 021 430 4399

Bucharest, ROMANIA

MsicTo Ha IPOU3BOJCTBO:

Str. Stadionuluinr. 1

Oltenita, JudetulCalarasi , 915400
Tel. +40 024 251 5005

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITPOAYKT
CEFTISOL - BG

3. CBABbP)KAHUE HA AKTUBHATA CYBCTAHIWSA U EKCUUITUEHTUTE
1 ml urKeKIMOHEH Pa3TBOP ChABPIKA!

AKTHBHA CyOCTaHIUS:
Ceftiofur (karo hydrochloride) 50 mg

ExcuunuenTn:

[Monucopbar 80
CpeTHOBEPHKHHU TPUTITHIICPUIN
Bona 3a nsxeku

4. TEPAIIEBTUYHU ITOKA3AHUSA

Wudekunn, npuarHeHN OT OaKTEpHH, YyBCTBUTEIHU KbM nepTrodyp:

Caumne:

3a neyeHue Ha OakTepHATHU peCIIMpaTOpHHU 3aboisiBaHms, aconunpanu ¢ Pasteurella multocida,
Actinobacillus pleuropneumoniae u Streptococcus suis.

T'oBena:

3a jeueHre Ha OaKTEpUATHN PECITMPATOPHU 3a00IaBanus, acormupanu ¢ Mannheimia haemolytica,
Pasteurella multocida u Histophilus somni.

3a jiedeHre Ha OCTPa HHTEPIUTUTAIIHA HeKpoOaInio3a (aHapuiimyM, KOIMMTEH THUJICIT), aCOI[MUpaHa
¢ Fusobacterium necrophorum u Bacteroides melaninogenicus (Porphyromonas asaccharolytica),
YYBCTBUTEJIHU Ha ieTrodyp.



3a TpeTupaHe Ha OaKTepUATHHSI KOMIIOHEHT TP OCTBP CIACAPOAMIICH (yeprepaaeH) METPUT, KOTaTo
JICYEHUETO C JIPYT aHTUMHUKPOOEH areHT € HEYCIIeIIHO.

5. INPOTUBOIIOKA3AHUSA

Jla He ce u3MosI3Ba MPU CBPBXYYBCTBUTEIHOCT KbM e THODYD U ApYyrH OeTalakTaMHU aHTUOMOTHIIH,
WIA KbM HAKOH OT €KCLUIIHEHTHTE.

Jla He ce mpuIara HHTPaBEHO3HO.

Jla He ce M3MOJI3BA B ClTyYad Ha yCTAaHOBEHA PE3UCTEHTHOCT KbM e THodyp mitn GeTanakTaMHu
AHTHOMOTHUIIH.

Jla He ce M3M0JI3Ba IPHU JOMAIIHU NTULK (BKIIOUYNTEIIHO TAKUBA, YHHTO SHIIA Ca IIPEeIHA3HAYCHHU 32
KOHCYMAIIHs OT X0Opa), MOPai PUCK OT Pa3lPOCTPAHEHHE Ha aHTHMUKPOOHA PE3UCTEHTHOCT CPe.l
xopara.

6. HEBJIATOITPUATHHN PEAKIINN

MoraT /1a HacTBIAT peaKui Ha CBPbXUYyBCTBUTEIHOCT, KOUTO HE ca CBBP3aHHU C J103aTa.

B MHOro peaku ciryyau ca JOKJIaJBaHU aJePrU4HU Peakuu (HaIpuMep KOXKHU PeaKiiH,
aHadmIakcHus Ha mo-Maiko oT 1 xkuBoTHO Ha 10 000 >KUBOTHH, BKIFOYUTEITHO U30IUPAHU
CHOOIICHUS).

[Ipu cBuHE ca HaONIOIaBaH!U JIEKH PEaKMH B MACTOTO HA HHKEKTHPaHe, KaTo 00e3IBETSBAaHE HA
(acuusTa WM Ma3HUHUTE, B MHOTO PEIKH ciay4au 10 20 AHU clell HHXEKTHPAHETO.

[Ipu roBenaTa B MACTOTO Ha MHXKEKTHpaHE MOKE Ja Ce MOSABU JIeKa peaKiisi, BPEMEHHO Bb3MaJIEHUE U
clies] ToBa 00e3IBETsIBaHE HA CheIMHUTENHATA ThKaH U (aciusTa, KOeTO OOMKHOBEHO C€ TOSBSIBA B
pamkute Ha 10 gaE. Jleko oOe3BeTsIBaHEe HAa THKaHTa MOXKE J1a IPOABIDKHU JIOPH TIOBEYE OT 28 THU.
IloBeyeTo MM BCUUKHU KUBOTHH €A MMaJIH JIEKO WM YMEPEHO Bh3NaJCHHUE A0 42 AHU ciexn
JIe4eHneTo. MHOro psiIko ce choOIaBa 3a peakliuy B 001acTTa Ha MACTOTO Ha MPUIIOKEHUE.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Upe3 cileqHaTa Kiacu(pukaus:

- MHOTO decTr (moseue oT | Ha 10 TpeTupaHu )KUBOTHH, IPOSIBSIBALIM HEOIATOMPUATHH PEAKLIUH 10
BpEMe Ha Kypca Ha €/IHO JICUCHHE)

- yecTH (moBeye oT 1, HO mo-manko ot 10 xuBoTHU Ha 100 TpeTHpaHu )KUBOTHHU)

- He "yecTH (moBede ot 1, Ho mo-Manko oT 10 xuBoTHU Ha 1,000 TpeTHpaHu KUBOTHN)

- peaxu (moBeue ot 1, Ho mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peaKH (rmo-Maiko ot 1 kuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIFOUHUTEITHO N30JIUPAHH
CHOOIIIECHU).

Axo 3a0enexnuTe HAKaKBU HEOJIAarONpUsITHU PEaKH, BKIIOYUTEIHO U TAKMBA, KOUTO HE Ca OMHCAHU B
Ta3u JIMCTOBKA UJIW MUCIIUTE, U€ BETCPUHAPHOMEAULINMHCKUA ITPOAYKT HE pa60TI/I, MOJIA Ia YBEAOMUTE
Bamust BeTepruHapeH Jiekap.

7. BUJOBE ) KNBOTHH, 3A KOUTO E IIPEJHA3HAYEH BMII
T'oBena u cBuHe.
8. JO3UPOBKA 3A BCEKU BU/JI XKUBOTHO, METO/l 1 HAUNMHU HA ITPUJIAI'AHE

3a 1a ce ocurypH NpaBWIIHO JO3UpaHe, TelleCHaTa Maca TpAOBa Jia ce onpeaesst Bb3MOKHO Hali-TOYHO,
3a J1a ce n30erHe Mpeo3upaHeTo UK [IPUIaraHeTo Ha I0-HUCKa 103a.

CauHne:

3 mg uedtruodyp/kg Tenecna maca/qeH, HHTPaMyCKYyJIHO, B IPOABDKEHUE HA 3 MOCIeI0BATETHH JHH,
1.e. | ml/16 kg TenecHa Maca Ha BCSIKO MH)XXEKTUPAHE.

He tps6Ba na ce nmpuarat mosede oT 4 Ml B eHO MACTO Ha UHKEKTHUPAHE.



I'oBena:

PecnupaTtopnu 3a6oasBanus: 1 mg neptuodyp/kg Tenecna maca/neH, moaKoKHO, B MPOIBIKEHHAE
Ha 3-5 mocnenoBarennu nHY, T.e. 1 ml/50 kg Tenecna Maca Ha BCAKO WHKEKTUpPAHE.

OcTtpa nHTEpAMTHUTANHA HeKpobdammiao3a: 1 mg nedgruodyp/kg TenecHa maca/neH, HOAKOKHO, B
MPOBIDKEHNE Ha 3 mocienoBarenau qau, T.e. | ml/50 kg TenecHa maca Ha BCSKO HHXEKTHUPAHE.
OcTbp cieapoansieH METPHUT /10 AeceTHs AeH cjiea paxkaanero: 1 mg negruodyp/kg renecna
Maca/leH, TIOJIKOKHO, B TPOABIDKCHUE Ha 5 mociieoBarenau auu, T.e. 1 ml/50 kg tenecna maca Ha
BCSIKO HHKCKTHUPAHE.

He Tps6Ba ma ce mputara nosede ot 13 ml B eHO MSCTO Ha HH)KEKTHPAHE.

B ciyuaii Ha OCTBD CHEAPOIMIEH METPUT, MOYKE JIa CE HAJOKHA IPUCTHIIBAHE KbM JIOIBIHUTEIHA
HOANBPIKAIIA TEPAIIHS.

9. CBBET 3A ITIPABUJIHO ITPUJIIOKEHUE

[Ipenu ynoTpeba, dhakoHBT TpsOBa 1a ce pa3KiIaTh eHEPrUIHO, MAaKCUMYM 3a 60 CEeKyHIH, JOKaTO
MPOJYKTHT NPUA00HE afIcKBATHO PECYCIICHIUPAH BUI.
Bcesiko cnenBaiio WHXEKTUpaHe TPSIOBa Jja ¢e OCHIIECTBSIBA B PA3IUYHO MSCTO.

CromnepsT He TpsiOBa 1a ce mpoaymysa nosede ot 50 mbTH 3a Guakonute ot 50 ml u 100 ml, u moBeye
ot 33 mb1H 3a ¢urakonute oT 250 ml. B npoTHBEH ciiydaii ce mpenopbuBa U3MOJI3BAHETO HA
MHOT'0/1030Ba CIIPUHIIOBKA.

TpsOBa na ce B3eMaT oOMYalfHUTE MPEANIa3HN MEPKH 33 CTEPUITHOCT.

10. KAPEHTHH CPOKOBE

CBHHE: MECO U BTPEIIHH OPraHu: 2 THU.

l'oBena: Meco u BbTpeIIHU Opranu: 6 JHU.

Muigko: Hys1a THHU.

11. CHELNUAJIHM YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce cpxpaHsBa Janed OT MOTJie/1a ¥ Ha HEJAOCTHITHY 3a JIela MecTa.

Jla He ce cpxpaHsaBa npu TeMieparypa Hax 25 °C.

Jla He ce oxJaxkJa WM 3aMpassiBa.

Ja ce masu QuakoHBT BbB BHHIIHATA OMIAKOBKA C 1Ml peJia3BaHe 0T CBETIHHA.

12, CHELUAJIHM NPEAYNPEXJIAEHUS

Crenmaniay npeina3siy MEPKHU 3a )KUBOTHHUTE IIPU VIIOTpeOdaTa Ha IPOYKTA:

H3noaszanero Ha CEFTISOL - BG moke 1a mpeacTaBjisiBa PHCK 3a 00LIECTBEHOTO 3[paBe
MOPaau pPa3snpoCTPAHEHNE HA AHTUMHKPOOHA Pe3UCTEHTHOCT:

CEFTISOL - BG TtpsioBa ma Oblie 3ama3eH 3a JICUYCHHE HA KIMHWUYHH CHCTOSHHUS, KOMTO CJIabo ce
MOBJIASBAT MJIH CE OYaKBa JIa C€ TMOBIHSAT C1a00 OT JICYEHHETO OT ITbPBA JINHHS.

[Ipu ynorpeba Ha MpoayKTa TpsiOBa Ja ObJie B3€Ta M0/l BHUMaHHE oQHUIlHaliHATa, HAI[MOHAIHATA
perruoHa HaTa aHTAMUKPOOHA TMOMUTHKA. [I0BUIIICHOTO U3MOJI3BaHEe, BKIFOYUTEITHO U3IOJI3BAHETO Ha




MPOIYKTa N3BBH JIa/ICHUTE HHCTPYKINH, MOXKE JIa YBEIWYH YeCTOTaTa Ha pe3nucTeHTHOCT. KoraTo e
BB3M0OkHO, CEFTISOL - BG TpsiOBa 11a ce U3M0I3Ba caMO Bb3 OCHOBA Ha MOAXOAANIO M3CIEABAHE.

CEFTISOL - BG cenekTrpa pe3CTEHTHH AMOBE, KaTO OaKTEepUH, HOCEIIN IUPOKOCTIEKTHPHU
Oetanakramaszu (ESBL), 1 Moxe 1a npeacTaBisiBa PUCK 3a YOBEIIKOTO 3paBe, ako TE3H L1aMOBe ce
Pa3mpoCTpaHsAT Cpell XopaTa, HalpuMep Ipe3 XpaHaTa.

CEFTISOL - BG e mpenna3HaveH 3a JIcUeHUE HA MHIWBUIYaTHH )XKUBOTHU. [la He ce u3mon3Ba 3a
npodHUIaKTHKA Ha 3200JsIBAHUS MITU KaTo YacT OT CTaJIHU 3/IpaBHU Mporpamiu. JIedueHneTo Ha rpymnu
JKUBOTHH TPsIOBa /1a ObJe CUITHO OIPaHHYCHO 10 Bb3HHUKBAIIU CIMICMUYHN B3PUBOBE, CIIOPE]I
0JI0OpeHHTE YCIIOBHS 32 yIoTpeoda.

Ja He ce u3no3Ba 3a NpoQUITaKTHKA B CIyJall Ha 3abpiKaHa TUIAICHTa.

CHCIII/I&]'IHI/I Opeanas’Hy MCPKHY 3a Juiara, mpujaaraiiy BETCPUHAPHOMCINIIMHCKHWS MPOAYKT Ha
JKUBOTHUTEC.

[MenurumuHUTE U 1P ATOCIIOPUHUATE MOTAT Ja MPUYUHAT CBPhXUYBCTBUTEIHOCT (QJIepPrus) e
HWHKXCKTUPAHEC, BAUIIBAHE, IIOTIBIIAHC UJIW KOHTAKT C KOXKaTa.

CBpPBXUyBCTBUTEIHOCTTA KbM MICHULIMIIMHU MOXKeE J1a IOBEJ/IE 10 KPBCTOCAHH PEaKIUH Ha
CBPBXYYBCTBUTEIHOCT KbM I1e(haoCIIOpuHU 1 00paTHO.

[NoHsikora anepruyHuTe peakiuy KbM Te3W CyOCTaHIIMH MOTaT Jia ca CePUO3HU.

He paboTtete ¢ TO31 IPOAYKT, aKO 3HAETE, Y CTE UyBCTBUTEIHH, HIIM aKO CTE TOCHBETBAHU Ja HE
paboTuTe C TaKUBa MPOTYKTH.

AKO, cIie/T eKCIIO3UITHS, Ce TIOSBAT CUMIITOMH, KaTo HallpuMep KO>KeH 00puB, HE3a0aBHO /1a ce
MMOTHPCH MEAWIIMHCKH CHBET, KaTO Ha JIEKaps ce MPeI0CTaBU JINCTOBKATA MM €TUKETa Ha MPOIYKTA.
OTOKBT Ha JUIETO, YCTHUTE WK OYNTE, WIIA 3aTPYAHECHUS C JUIIAHETO, Ca MO-CEPUO3HU CUMIITOMU U
HM3UCKBAT CIICIIHA MEIUIUHCKA TTOMOIII.

Crnen mpuiiarane Ha MPOJYKTa, 1a C€ H3MUBAT PhHIIETE.

bpeMeHHoCT U JIakTaus:

JlaGopaTopHuTE MpOyYBaHUS MPH JIAOOPATOPHU )KHUBOTHHU HE TIOKa3BaT HUKAKBHU JI0KA3aTEJICTBA 32
TEPaTOreHHOCT, a0OPT WIIM BIUSHHUE BBPXY PENPOAYKTHBHOCTTA, HO O€30M1aCHOCTTA Ha
BETEPUHAPHOMEIUIIMHCKUS MIPOAYKT HE € OLICHEHa M0 BpeMe Ha OPEMEHHOCT.

[Ipunara ce camo cies mpeneHKa noja3a/puck OT OTTOBOPHUSI BETEpUHAPEH JIeKap.

BsanMoieiicTBrE ¢ IpYIrH BETEPUHAPHOMEIUIIMHCKH IPOAYKTHA U APYTH POPMU HA B3aUMOJEHCTBHE:

Bakrepuiiunnute cCBOWCTBA Ha J-TaKTAMUTE C€ HEYTPAJM3UPaT OT €IHOBPEMEHHOTO NpUIIaraHe Ha
0aKTeprOCTATHYHH AHTHOMOTHIIN (MaKPOJIUIH, CYI(HOHAMUIN U TETPAIUKIHHN).
AMMHOTJIMKO3UANTE MOTAT ja UMaT MoTeHuupall epekT BEpXy LedaaocnopuHUTE.

13. CIIEHUAJIHU MEPKH 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tpsi6Ba na 6bAaT U3XBBPISIHU Ype3 OUTOBH OTNIAABIM WM OTHAIHU BOJU.

[lonwuraiite Bamus BeTepruHapeH ekap KakBo a nmpaBute ¢ HeHykHuTe BMII. Te3u Mepku 1me

[IOMOTHAT 3a Olla3BaHE Ha OKOJIHAaTa cpeja.

14, JATATA HA NOCJIEAHATA PEJAKLIUSI HA TEKCTA

03/2024



15, JAOHIBJHUTEJIHA UHOOPMALUA

He Bcuuku pazmepu Ha onakoOBKaTa MOTat Aa ObJIaT Mpe/jiaraHy Ha masapa.
3a Bcsika HH(pOPMANIHS OTHOCHO TO3W BETEPUHAPHOMEIUITUTHCKH TIPOTYKT, MOJIS CBBPIKETE CE C
TEPUTOPHUATHUS TPESICTABUTEN HA MIPUTEKATEIS HA JIMIICH32 33 yIoTpeoa.
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[A-P BANEHTNH ATAHACOB
3AMECTHUK U3MBJHUTENEH AVNPEKTOP




