JIMCTOBKA

1. HanmeHoBaHHe HA BeTePHHAPHHUSI JIEKAPCTBEH MPOIYKT
Nafpenzal DC

300 mg/100 mg/100 mg, naTpamMamMapHa Ma3 3a roBeza

2. CbcraB

Bcesika cipuHIIOBKa OT 3 ¢ ChbpIKa:

AKTHBHH BellleCTBA:

Procaine benzylpenicillin 300 mg
Nafcillin (xaro sodium salt) 100 mg
Dihydrostreptomycin (kato sulfate) 100 mg
3. Bugose ;kMBOTHH, 32 KOUTO € npeaHazHayed BJIII

I'oBena (kpaBu B CyXOCTOEH IEPHO.).

4. Iloxa3zanus 3a ynorpeda

3a jieueHre Ha CyOKIIMHUYHHM MacTUTH, IPUYMHEHH OT OakTepuu, dyBcTBUTENHH KbM benzylpenicillin,
nafcillin uw/unu dihydrostreptomycin mo BpemMe Ha CyXOCTOHHHUS IEPUO/T ITPU KPaABH.

5.  IIporuBomoka3anus

Jla He ce wW3MON3Ba TPH JKMBOTHH C YCTAHOBEHA CBPBXUYYBCTBHTEIHOCT KbM O€Ta-laKTaMHH
antuOnoTuiy wim dihydrostreptomycin.

Jla He ce U3Mo3Ba M0 BpeMe Ha JIaKTallus.

6. CnenmajaHu npexynpexIeHust

Crernmanau NpeaynpeskIeHns
Hsawma.

CrenuaaHy Opeana3sHu MEPKH 3a O0e3omacHa ynoTpe0a Ipy BUJIOBETE KUBOTHH, 34 KOUTO €
npeaaaszgauexd BJIIT:

BB3MOXHO € Hannune Ha Pe3UCTEHTHH OaKTepHH, MPU3HAK Ha KPBCTOCAHA PE3UCTEHTHOCT KbM JPYTH
OeTa-JIaKTaMHHA aHTHOMOTHUIM MJIH aMUHOTIIUKO3HUIH.

OdwunmanHaTa, HAIMOHAIHA M PETHOHATHA aHTUMHUKPOOUAITHY MTOJTUTHKHY TPsiOBa J1a ObJaT B3ETH MO
BHUMaHUE IIPH yroTpedaTa Ha BETEPUHAPHHUS JIEKAPCTBEH MPOAYKT.

Ymnorpebara Ha BeTepHHAPHUA JEKApPCTBEH MPOAYKT TPSOBa /1a c€ OCHOBaBa Ha TECTOBE 32
YYBCTBHUTETHOCT Ha OaKTEPUUTE, U30JIUPAHU OT )KHBOTHOTO. AKO TOBA HE € Bh3MOXKHO, JICUEHHUETO
TpsiOBa Jla ce OCHOBaBa Ha MeCTHaTa (PErHOHAIHA, Ha HUBO (epMa) eMUIeMUOIOTHYHA HHPOPMALHS
110 OTHOLICHUE YyBCTBUTEIHOCTTA HA NPULIETHATE OaKTEPHH.

Ymorpebara Ha BeTepHHAPHUSA JIEKAPCTBEH MPOIYKT, KOATO C€ OTKIJIOHABA OT yKa3aHUsATA, JaIeHU B
KXII, Moe J1a yBeIn4r pa3npoCcTpaHEHUETO Ha OaKTepHH, PE3UCTEHTHH KbM aKTUBHHTE BEIIECTBA U
J1a Hamaii e()eKTUBHOCTTA OT JICUECHHUETO.
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CrenyaHy npenasHd MEpKH, KOUTO TpsOBa Jia B3eMe JIMIETO, IPUIAralllo BeTepHHAPHUS JIEKApCTBCH
HPOAYKT HA KMBOTHUTE!

Benzylpenicillin, nafcillin - u dihydrostreptomycin  Moxke 1ga TUpPUYMHAT peakUuH  Ha
CBPBXYYBCTBHTEIHOCT (QJICPTUYHH PEAKIIMH) ITPHU CIIyYallHO MPUIIaraHe BbPXY ce0e CH, MHXaTAIMsl I
KOHTAKT C KOkaTa. CBPbXUyBCTBHTEIHOCTTA KbM LIe(haIOCTIOPHHUTE MOJKE JIa IIPEAN3BIKA KPBCTOCAHA
peaxius KbM IMEHUIMINHATE U 00paTHO. AJIEPrUYHUTE PEaKIUH KbM TE3H BEIIECTBA MOHIKOTa MOXKE

J1a ca M3KITIOYUTETHO CEPHUO3HU.

BerepuHapHHAT JIeKapCTBEH NMPOAYKTHT TPsiOBa Ja ce mpuiara ¢ MOBUILIEHO BHHManue. [Ipu mosiBa Ha
CHMIITOMH, KaTO KO>KeH OOpUB, OTOK Ha JIMLETO, YCTHUTE M OYUTE HJIM 3aTPY/IHCHO AWIIaHe, He3a0aBHO aa
Ce MOTHPCU MEIUIMHCKH ChBET, KaTo Ha JIeKaps ce MPEJOCTaBU JMCTOBKATA HJIH €TUKETa Ha MPOAYKTa.

bpemeHHOCT:
Mosxe nma ce mpriiara 1mo BpeMe Ha OpeMeHHOCT.

JlakTanus.
He ce npuiara no BpeMe Ha nakTanusi.

B3aPIMOI[eI71CTBPIC C APYI'M BETCPHUHAPHU JICKAPCTBCHU ITPOAYKTH U APYI'HU d)ODMI/I Ha BSaHMOZ[CfICTBHe:
Moxe f1a ce HabI01aBa aHTarOHU3bM MEXKAY BETCPUHAPHUS JEKAPCTBEH MPOAYKT U APYTH IPOIYKTH
¢ OaKTepruOCTaTHYHO JIeCTBHE.

[Ipeno3upane:
Hsima Hanuuay qaHHu.

OCHOBHH HECHBMECTHMOCTH:
He ca u3zBecTHm.

7. Heo0aaronpusTHu peakuum

T'oBena

MHoro penku AneprudHa peaknus

(mo-maiko ot 1 Ha 10 000 TpeTrpanu
YKUBOTHH, BKJIFOUUTEITHO U30JIMPaHU
CHOOIIICHHU):

C’I:O6HlaBaHeT0 Ha He6HaFOHpI/IHTHI/I PCaKknum € BaXXHO. Tosa mo3BoJsfBa HCIMIPEKBCHAT MOHUTOPHHI HA
6630HaCHOCTTa Ha IpOAYyKTa. Axo 3366J’I6)KI/IT€ HAKAKBHU HeGJIaFOHpI/IHTHI/I pCaKnuu, BKIIFOYUTCIIHO U
TaKWBa, KOUTO HC Ca OIMKMCAaHU B Ta31 JINCTOBKA WX MUCIIMTC, Y€ BETCPUHAPHUS JICKAPCTBECH MMPOAYKT
HC HeﬁCTBa, CBBPIKETE CC IBPBO C Bammms BCTCPUHAPCH JICKApP. Moxere CbIIO Jda C"[>06H_IaBaTe
He6J'IaFOHpI/I5[THI/I peaKHI/II/I Ha HpI/ITe)KaTeJIH Ha pa3peu1eHHeTo 3a T"prOBI/IH, KaTO U3I10JI3BATC JaHHUTEC
3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA WUJIK 4YPE3 Bamrara HaIlMOHAJIHA CUCTEMA 3a C'I)O6IIIaBaHeZ
https://kvmp.bfsa.bg/phv.

8. I[03I/Ip0BKa 34 BCCKM B/l )KHBOTHO, HAYUHHU U METO1 HA MPUJIO0KCHHUE

WnTpamaMapHO MpuIIOKEHHE.
ChbabpKaHUETO Ha €IHA CIIPUHIOBKA CE€ BIPHCKBA BHUMATEITHO BbB BCSAKA YUETBBPTHHA HA MJICUHATA
KJIe3a.

9. CbBeTH 32 NPABUJIHOTO MPUJIATaHe HA MPOAYKTA
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https://kvmp.bfsa.bg/phv

MiieunaTa e3a TpsOBa 1a Obje HAIBJIHO U3/I0CHA, ITaKUaTa i OTBOPHT KbM KaHajla Ha MaIuiara aa
ObJaT TOYHUCTEHU C TIOYHCTBAIa KbpIla M Ja HE Ce MOIMycKa 3aMbpCsBaHE Ha HaKpaWHHWKa Ha
CIIPUHIIOBKATA.

Buumatenno BkapaiiTe yacT WIM LIeTUSl HaKpalHUK B KaHaja Ha TManwiata Ha MJICYHATa XKje3a U
BIIPBCKBANTE CHABPIKAHMETO HA €IIHA CIIPHHIIOBKA BHB BCSIKA YSTBHPTHUHA WIIM B €IHATA ITOJIOBHHA Ha
MJIEYHATAa KJIe3a.

MacaxupaiiTe BHUMATEIHO TManujiaTa W MIIeYHATa >KJe3a, 3a PaBHOMEPHO pasNpeeicHHE Ha
BETEPHUHAPHHUS JIEKAPCTBEH IMPOTYKT.

10. KapenTtHu cpoxoBe

Misiko:

[Tpu nHTEpBaNT MEXY JICUEHUETO U OTEJIBAHETO MoBeye OT 42 nHU: 3 U3I0ABaHUs Ciie]] OTEIBAHETO.
Meco u BbTpEITHN Opranu: 14 mHU.

11. CpoenuaJiHU yCJOBHS 32 CbXpaHeHHe

[a ce cpxpaHnsiBa janed OT NOTJiea U Ha HEAOCTHITHH 32 Jiela MecTa.

[a ce cpxpansiBa npu Temneparypa mox 25 °C.

Jla ce mma3u oT CBETJIHHA.

a He ce 3ampassna.

[a He ce M3M03Ba TO3HM BETEPHHAPEH JIEKAPCTBEH MPOIYKT CIIE] U3TUYaHE CPOKA Ha TOTHOCT,
MIOCOYEH BBPXY €TUKET cien Exp.

12. CnenmajaHu npeanas’Hu MepKHU NPH YHUIIOKABAHE

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPsAOBa J1a ObJaT U3XBBPJISHYU YPe3 OTIIaJHU BOIU MU
OHUTOBH OTIIAABIIH.

W3znon3Baiite mporpamu 3a BpbIllaHe MpY YHUIII0KABAHETO Ha HEM3IOJI3BAHN BETEpUHAPHU
JIEKaPCTBEHU MPOAYKTH WU OCTAaTBLHU OT TSIX B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPWJIOKUMH HallMOHAIHU CUCTEMH 3a chOMpane. Te3u MepKH 1ie
MTOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpea.

[onuraiite Bamus BeTepuHapeH Jiekap win GpapManeBT Kak J1a YHUIOKUTE HEHYXHH BETEPHUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kaacudukanusi Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO IMpCAINTUCaHuC.

14. Homepa Ha pa3peleHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
0022-1632

Kapronena kyTus, ceabpikamia 1 care X 4 MOMHETHICHOBU CIPUHIIOBKH M 4 TIOYHCTBAITN KBPITH.
Kapronena kyTus, ceabpikamnia 1 came x 20 MOJIUeTHIICHOBH CIPUHITOBKH U 20 TTOYUCTBAIIN KBPITH.

He Bcwuku pa3mepu Ha ommakoBKaTa MOTat Aa ObAaT MpeiaraHd Ha ma3apa.
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15. JlaTta Ha mocjieAHATA peJaKIMs HA TEKCTa
11/2025

ITonpoOHa mH(pOpMAanHS 3a TO3M BETEPHHAPEH JICKAPCTBEH MPOITYyKT MOXKE J]a HaMepuTe B O6a3ara
nanan Ha Chro3a otHocHO npoaykrute (https:/medicines.health.europa.eu/veterinary).

16. JlaHHH 3a Bpb3Ka

[TpuTexaren Ha pa3pelIeHUETO 3a ThPrOBHUsl, IPOU3BOAUTEN, OTCOBAPIIL 32 OCBOOOKIaBAHETO HA
AapTUIY U JAHHU 34 BPb3Ka 334 CHOOIABaHe HA IPEANOIAracMy HEOIArONpUATHU DEAKIIUY:
Intervet International B.V.; Wim de Kérverstraat 35; 5831 AN BOXMEER; Hunepnanaus

Ten: + 359 28193749

9.12.2025 r.

X

A-P KPACUMWP 3/TIATKOB
AWNPEKTOP HA ANPEKL A KB/
Signed by: KRASIMIR YANKOV ZLATKOV
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