JUCTOBKA
JIUXUIPOCTPENTOMULINH nmx. - BT
33 roBcaa, OBIIC, KO3, CBUHC U queTa

1. HUME U ITIOCTOSHEH AAPEC HA ITPUTEKATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

IIpuTexxaTen Ha IUIIEH3A 33 VHOTDC6aI

PROVET S.A.
Eleftherias Avenue 120, Eleousa Zitsa loannina, 45500
Greece

[Ipow3BoaKTEl, OTTOBOPEH 33 0CBOOOXK/IABAHE HA MAPTH/IATA:

PROVET S. A.
Nikiforou Foka & Agion Anargiron str., Thesi Vrago 19 300 Aspropyrgos
Greece

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUAS IPOAYKT
JUXUJIPOCTPEIITOMUIINH nnx. - BI'
) CbAbP/KAHUE HA AKTUBHATA CYBCTAHIMA U EKCHHUIIMEHTHUTE

1 ml ceabpika:

AKTHBHA cy0cTaHIMA:

250 mg dihydrostreptomycin (xaro dihydrostreptomycin sulfate)

ExcuunuenTu:

HATPUEB LUTpaT, HATpUeB QopmMangexua cyapoKChIaT, METHJ NapaxuApOKCHOeH30aT, BoJa 3a
WHXKXCKIIUH.

4, TEPAIIEBTUYHU ITOKA3AHUSA

3a yieueHne Ha 3a00JIsIBaHUs, IPUYMHEHH OT OakTepuu, dwyBcTBUTeNHE KbM dihydrostreptomycin.
Jleprocimpoza mpM CBHMHE, TOBela M KydeTa, CaJMOHeNo3a NpH Telera, WHQEKIUH Ha
raCTPOMHTECTUHAITHHS TPAKT, CHIOMETPHTH TPH BCHYKH BHIOBe, mapatudeH abopT mpH OBIIE,
[aCThOPENIO3a MPU BCHYKU BUJIOBE, FCHEPATM3UPAHU CTA(QHIOKOKOBH M CTPENTOKOKOBU HH()EKIIUH,
CIIeIPOAMITHE HHPEKIIUH.

5. ITPOTUBOIIOKA3AHUSA

[a He ce u3non3ea npu MHOEKIUH, TPUIMHEHH OT PE3UCTEHTHH [IaMOBe.

Jla He ce W3Moy3Ba NPH CBPHXUYYBCTBUTEIHOCT KBbM AaKTHBHATa CyOCTaHIMS WJIM KbM HSKOH OT
eKCIIUITHEHTHUTE.

Jla He ce M3M0I3Ba MPU )KUBOTHH € HapylIeHa YepHoApoOHa QyHKIMS 1 ObOpeYHa HeJOCTATHYHOCT.

6. HEBJIATOIIPUATHU PEAKLIUN

IIpu peakiw Ha CBPHXIyBCTBUTEIHOCT JIEYEHHETO TPsIOBa J1a ce MpeKpaTH He3abaBHO.
Dihydrostreptomycin e otoTokcuyeH u HepPOTOKCHYEH.

AKo0 3a0€eIe)KNTE HIKAKBA He6HaFOHpI/I$ITHI/I PCaKIum, BKIIIOYUTCIIHO U TaKMBa, KOUTO HE Ca ONIMCAaHU B

Ta3H JJUCTOBKA WIIU MUCIIUTE, Y€ BETEPHHAPHOMEANIIMHCKHUS MTPOYKT HE paOOTH, MOJIS /1a YBEIOMUTE
Bamug Betepunapen jekap.
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1. BUJOBE JKUBOTHMU, 3A KOUTO E IPEJJTHA3ZHAYEH BMII
T'oBena, oBIe, KO3H, CBUHE U Ky4eTa.
8. JO3UPOBKA 3A BCEKM BUJI ’KUBOTHO, METO/J 1 HAYUHMU HA IIPUJIAI'AHE

WHTpaMyCKyJTHO WIH ITOKOKHO IPHIIOKEHHE.

IMpenoppuntennata go3a dihydrostreptomycin Bapupa ot 5 10 30 mg/kg tenecHa maca (1. m.). Tounara
71033 Ce OMpeseNs OT BETEpHHApEH JieKap CIOpel TEXKECTTa Ha 3a00JsIBaHETO, BH3PACTTa M BHJA Ha
KHUBOTHOTO. IIpermoppunTentara qo3a € 10 mg/kg t. m.:

Tosena (400 kg T. m.): 10 mg/kg 1. M. w 16 ml DIHYDROSTREPTOMY CIN inj. - BG Ha %uBOTHO.

Osue ko3u u cBuHe (50 kg 1. m.): 10 mg/kg 1. M. min 2 ml DIHYDROSTREPTOMYCIN inj. - BG na
YKHUBOTHO.

Kydera (25 kg 1. m.): 10 mg/kg 1. m. wm 1 ml DIHYDROSTREPTOMYCIN inj. - BG Ha KHBOTHO.

3a 1a ce mojuIbpKaT TepaneBTHyHMTe HKUBa Ha dihydrostreptomycin B KpbBHUS cepyM, TOPETIOCOUCHHUTE
Jlo3u TpsOBa Jla Ce TOBTApAT Ha BCekW 12 yaca B mepwon OT 3-4 JHH, CHOped Kypca Ha JieueHHe Ha
3a00JIsIBAHETO.

9 CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

MsicToTO Ha IpUIIOKEHHE TPsiOBa a ce CMEHS NPH BCAKO MHXKEKTUPAHE, OCOOCHO NPH IMOIKOYKHO
MPUIIOXKEHHE.

10. KAPEHTHMH CPOKOBE

Meco u BBTpEIIHU OpraHu: 6 JHU.
Misko: 72 gaca.

11. CHEINUAJIHU YCJIOBUS 3A CbXPAHEHUE HA TIPOAYKTA
[a ce cpxpaHsBa fajied OT MOTJie/ia ¥ Ha HEAOCTHITHY 3a JIella MecTa.

[a ce chxpansiBa pu Temmneparypa moxa 25 °C.

CpoK Ha TOJHOCT CJIe/ MFPBOTO OTBAPSHE HA OTIAKOBKATa: 28 ITHHU.

12, CHEHUAJIHU NPEAYHNPEXIEHUS

CrenmaiHy Ipeana3sHy MEPKHU 34 )KUBOTHHUTE IIPU yIIoTpeOdaTa Ha IIPOJYKTA:
[a He ce mpuiara HHTPaBEHO3HO, TOPAIX OMMACHOCT OT BE3HUKBAHE HAa IIIOK.

CrelyanHy Opeana3Hd MEpKH 3a JIMNATa, [PUIAarallld BETePHHAPHOMEIMIMHCKHS HPOIAYKT Ha
)KUBOTHHTE:

Xopa ¢ ycTaHOBeHa CBPhX4YyBCTBUTEIHOCT KbM dihydrostreptomycin tpsioBa na n30srBat KOHTAKT C
BETEPUHAPHOMEIUIIMHCKUS IPOIYKT.

WHnuBHIyamHo Mpezrna3Ho 00opy/IBaHe, ChCTOSIIO CE OT MpEeNa3Hi PhKaBHIM, TPsOBa 1a ce HOCH,
KOTarTo ce paboTH C BETEPUHAPHOMEIUIIMHCKHS TIPOIYKT.

Bbpemennocr:
Be3omnacHocTTa Ha BETEpUHAPHOMEIUITMHCKUS TIPOIYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT.
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BzaunmopeiicTeue ¢ Y BETEPUHAPHOMEIUIMHCKH IPOJTYKTH U ry (OpMH Ha B3aMMOJICHCTBHE:
EnHOBpeMEeHHOTO mMpmijiaraHe ¢ IPYrH NOTEHIMATHO HE(PPOTOKCHYHHM AHTUOAKTEPHUAIHU TMPOIYKTH
MOJK€E J1a TTOBUIIN HEPPOTOKCUIHOCTTA.

ENHOBpPEeMEHHOTO MpWiIaraHe ¢ aMHHOTJIMKO3UAM U MHOPEIAKCAaHTH MOXE Jla MpEeAU3BUKAa HEPBHO-
MYCKYJIHA OJIoKaja.

EnHOBpeMEeHHOTO mpwiaraHe ¢ auypetund, karo furosemide moxke 1a mnpeau3BHUKa IMOBHUIIIEHA
OTOTOKCHYHOCT.

IIpn mpunarane mo BpeMe Ha aHECTE3Ws C XaJoTaH MOXKE Ja TpeAn3BUKa CHIIHA CYIpecus Ha
CchpJevyHaTa AEHHOCT.

AMVHOTJIMKO3UIUTE TPOSBSIBAT CHUHEPTMYHO [ICHCTBHE TMPH CIHOBPEMEHHO IPWIOXKEHUE C [3-
JlaKTaMa3a YyBCTBUTCITHH MTCHUIVITAHHU.

13. CHELUAJIHU MEPKH 3A YHUIIMOXKXABAHE HA HEH3INOJI3BAH NPOAYKT
NJIM OCTATHIM OT HET'O, AKO UMA TAKHUBA

BMII He TpsiOBa 1a ObAaT U3XBBPIASHU Upe3 OUTOBU OTHAABIN WIN OTIIAIHHA BOJIY.
Ilonuraiite Bamms BeTepuHapeH jiekap KakBo Aa mnpaBuTe ¢ HeHyxHute BMIIL. Te3n mepku me
TTOMOTHAT 32 OTIA3BaHEe Ha OKOJIHATA CPe/a.

14, JATATA HA MMOCJIEJHATA PEJAKIUSI HA TEKCTA
02/2022
15 JONBbJHUTEJIHA UHO®OPMALMS

Crokien ¢uakos tur Il ot 100 ml ¢ rymena 3amymanka U aTyMUHHEBA Karayvka.
He Bcuuku pa3Mepu Ha OlakoBKaTa MOraT Ja ObJaT IpeAaraHy Ha ras3apa.

3a Bcaka mH(pOpPMANUs OTHOCHO TO3M BETEPHHAPHOMEIMIIMHCKH TPOIYKT, MOJSI CBBPKETE C€ C
TEPUTOPHATHUS TIPEICTABUTEI Ha MIPUTEKATENSI Ha JIUIIEH3a 3a YIoTpeoa.

Bo3paxnane-Kacuc OO/

oyi. bearapus 102-4, BG Jloseu 5500

Tem: + 359 68 604 111

HPO®. -P XPUCTO JACKAJIOB, JIBM
HU3IIBJIHUTEJIEH JIUPEKTOP

33



413



