KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
KBbM PA3PEIHIEHHUE 3A THhPI'OBUS Ne 0022-1994

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH NPOAYKT
BMOBUT 10% mpax 3a mepopaiHO PUIIOKEHUE 32 CBHHE, TIPAceTa, MIIeTa, TyHKH 1 MATHIIH
2. KAYECTBEH U KOJIMYECTBEH CHhCTAB

AKTHBHO BelIeCTBO:
Chlortetracycline hydrochloride 100 mg/g

ITomommHu BeniecTBa:

KounyecTBeH chcTaB, ako Ta3u uHGopManus e
BaKHA € OTJIe] HA MPAaBUJIHOTO NMpPHUJIaraHe Ha
BeTEPUHAPHUA JIEKAPCTBEH NPOAYKT

KadecTBeH cbCTaB HAa MOMOIHHUTE BellleCTBA U
APYIruTe CbCTAaBKHU

[TiieHn4Hn TpUIU

3. KJIMHUYHA NHOPOPMALUSA

3.1 BwunaoBe :XMBOTHH, 32 KOUTO e npeana3Haven BJIII

CsuHe, npaceTa, miwieTa, MyHKH U MaTUIIH.

3.2 Tloka3anmus 3a ynorpeda 3a BCeKH BH/I JKHBOTHH, 32 KOWTO e mMpeIHa3HAYeH NPOAYKTHT

3a JeyeHHe W KOHTPOJI Ha PECHUPATOPHU M CUCTEMHHM HH(EKIHH, NMPEIU3BUKAHU OT YyBCTBUTEIHH KbM
XJIOPTETPALMKINH OakTepuu: 3a JICUeHHE Ha JIENTOCIHpPO3a, OaKTepHalieH CHTepUT, OaKTepuaiHa
MTHEBMOHMS, [ICPBUKAIHU a0CIIeCH TPU CBHHE U IIPACeTa; 3a JIeUCHHWE Ha XPOHWYHA pecrHMpaTropHa OoJecrT,
KOJNU-UH(PEKIUH, CHTEPUT, MH(PEKIINO3eH CHHOBHT TPH NUJIETA; 32 JICUCHHE Ha XEeKCAMHTO03a, HH(EKIINO3eH
CHHOBHT, apatu¢ 1 OakTepuaieH eHTEepUT IIPU IyHKY; 3a JeUeHUEe Ha NTHYa X0JIepa IpU MaTULIH.

3.3 I[IporuBomoka3zanus

Jla He ce W3MOI3Ba MPH MPEXUBHU KXUBOTHU ¢ (DYHKIIMOHUpANIN npeactomamus. la He ce W3mon3Ba mpu
NITUIM, KOUTO TIPOM3BEXK/AT WM ca MpeJHa3HAaYeHU Ja MPOM3BEXAAT Ailla 3a KOHCyManus oT xopa. He ce
MpernopbyYBa MPUIIATAHETO TPU OPEMEHHH XUBOTHU 2-3 CeaMUIM Npean paxknaanero. He ce mpemoppuBa
MPWJIaraHeTO TPU HOBOPOACHH 110 4 ceaqMU4YHA Bh3pacT. [la He ce M3moi3Ba MpW NTHIM B TMEpHOAa Ha
sifieHocene. Jla He ce M3MoJ3Ba MpH KUBOTHU C HApyIlEeH aleTUT W IpH MoBpbiIaHe. Jla He ce u3moia3Ba
MIpH KOHE U KOTKH.

3.4 CnenmajJHu mpexynpe:KieHus

Ynorpebara Ha mpoIyKTa TPsIOBA J1a C€ OCHOBaBa Ha TECT 3a YYBCTBUTEITHOCT Ha DaKTEpUUTE, M30JIUPAHU OT
KUBOTHOTO. AKO TOBa HE € Bh3MOXKHO, JIEYEHHUETO TPSIOBA JIa CE€ OCHOBaBa HA MECTHA (pEermoHaIIHA ¥ HA HUBO
(depMa) enuaeMruoIoruyHa HHPOPMAIIUS OTHOCHO YyBCTBUTEIHOCTTA HA TPUIIETHUTE OAKTEPHUH, KAKTO U Ja
ce B3eMarT I0J1 BHUMaHue O(pUIIMaTHUTE ¥ HAIIMOHATHA aHTUMHUKPOOHH MTOJTUTHKH.

3.5 CrhenuajaHu npeanasHu MepKH NMpH ynoTpeda

CHCI_II/IaJ'IHI/I Opeanasiyi MEpPKH 3a Oe3omacHa VHOTDe6a IOIpH BUAOBETC XWUBOTHH, 34 KOUTO € NMPCAHAZHAYCH
BJIIT:

Hopa;[H BCpOATHATA IMPOMCHJIMBOCT (C BpEMCTO, reorpa@CKn) B YYBCTBUTCJIHOCTTA Ha 6aKTCpI/II/ITC KbM
XJIOPTCTPAUUKINH, CC€ MPCIIOPHYBA B3EMAHCTO Ha 6aKTCpI/IOHOFI/I‘IHI/I Hp06I/I 1 U3BBPHIBAHC HA TCCTOBC 34
YYBCTBUTCJIHOCT.




Tperupanero ¢ TO-HUCKU JO3W W/WIM C HEJOCTATbYHA MPOJBDKUTETHOCT MPOBOKUPA PAa3BUTHUETO HA
PE3UCTEHTHOCT IIpH OaKTepUUTE U TPAOBa Ja ce 30srBa.

CHGHI/I&HHI/I IIpeara3Hy MEpKHU 3a Julara, nmpujaraimy BETCpUHApHUA JICKAPCTBCH NPOAYKT HA JKUBOTHUTC.

WnpnBuayamHo npeanazHo o00pyABaHe, ChCTOSIIO Ce OT MPEANa3HU PhbKaBUIK U Macka, TpsIOBa Jja ce HOCH
KOTaTo ce paboTH ¢ BETEpUHAPHOMETUITMHCKYS TPOAYKT. [Ipy mpumarane Ha MpoAyKTa Aa HE ce /e, e
v myma. Cliel] mpuiiarafe phIleTe /1a Ce U3MHAT C BOJa U CaIyH.

3.6 HebsaronpusiTHA peakuuu

He ca ycranosenu.

CroOiaBaneTo Ha HEONArONpPUSATHH pPEakUH € BaXKHO. ToBa MO3BOJSABA HENMPEKHCHAT MOHUTOPUHT Ha
0e3omacHOCTTa Ha BETEpUHAPHUS JIEKapCTBEH NpoayKkT. CpoOmieHwmsTa TpsAOBa Ja ce H3mpamar, 3a
MPENMOYNTAHE Ype3 BETEPUHAPCH JICKap, WIM Ha MPHUTEXKATeNs Ha Pa3pelicHUEeTO 3a THProBUs, WIH Ha
HaIlMOHAJHHS KOMIICTEHTEH OpraH 4pe3 HaloHajHaTa CUCTeMa 3a choOlaBaHe. 3a ChOTBETHHUTE JaHHU 3a
BPB3Ka BHXKTE ChIIO MOCIEIHATA TOYKA OT JIUCTOBKATA.

3.7 Ynorpeda mo Bpeme Ha OPeMEHHOCT, JIAKTALUS WJIH AiilleHOCeHe

He ce npenoppyBa npuiiaraHeTo npu OPEMEHHU KUBOTHH 2-3 CEIMUIIM IPEIH PAXKIAHETO.

He ce npenopbyBa npuiaraHeTo npu HOBOPOJACHHU J10 4 CEIMUYHA Bh3PacT.

[la He ce U3MoJI3Ba NpU NTULM B IIEPUOAA HA SIMIIEHOCEHE.

3.8 B3ammopneiicTBHe ¢ JApYrH BeTEPHUHAPHH JE€KAPCTBEHM NPOAYKTH W JApyru ¢opmMu Ha
B3auMoelcTBHE

Ja He ce mpuiiara eqHOBPEMEHHO C MPOAYKTH Ha KallUs U TEKKUTE METalld, ThH KaTro pe3opOumsATa Ha
XJIOPTETPALMKINHA ce 3aTPYy/IHSABA B IPUCHCTBUETO HA HOHUTE Ha KAJIIMS, JKEISI30TO, ATyMUHUs, MaHTaHa U
JpYyTH METalli B pe3yNiTaT Ha 00pa3yBaHETO HA HEPA3TBOPUMH XeJIaTHU KOMIUIEKCH.

3.9 Hauun Ha NMPHUJI0KCHUE U TO3UPOBKaA

Hauun Ha OPUITOKCHHEC

[MpoaykThT TpsiOBa ga ce mpuOaBs KbM MaJlKH KOJIMYecTBa (Qypaxk 3a MpsKa KOHCYMAlHs OT OT/ACITHUTE
KUBOTHHU. 3a TpETHUpaHE Ha Ipynu xkuBoTHU, n3nonsBaiite BUOBUT 10% npemukc 3a MequKaMEHTO3EH
(bypaxx, BIOXEH OT YIBIHOMOILEH (YypaKOIPOU3BOAUTEN. TpeTUpaHUTE >XKUBOTHU TpsAOBa na Obaar
pasfelieHd M JIGKYyBaHW HHAMBHIyalHO. HEeoO0X0AMMOTO KOJMYECTBO MPOAYKT TpsiOBa na Obue mo0pe
CMECEHO C JHEeBHaTa Jak0a 3a BCAKO OTHENHO >KMBOTHO. DypaxbT, ChIbpKALl Mpax 3a IEpPOpPaTHO
NpUIOKEHHUe, TpsAOBa Aa ObJe JaBaH HAa €AMH MPUEM Npe3 NPEeNopbUBaHUS IEPUO.

Jlo3a

Cesune u npacema: OtaenHuTe cBuHe TpsiOBa qa mosyyasat qHeBHO 1o 10-20 mg xmoprerparukinH Ha Kg
TenecHa mMaca, otroBapsiy Ha 100-200 mg BUOBUT 10% mpax 3a nepopaiHo npuioxeHue Ha Kg TenecHa
Maca, pa3AesieHd Ha [[Ba IpueMa, 3a Nepuoj oT 5-7 JHM NpH CBUHE 3a yrossaHe U 3a nepuoa ot 10-14 nuu
npu 603aey 1 NoApacTBaIIX IpaceHla OT OTOMBAHETO M IPEMUHABAaHE KbM IIEPHO/Ia 32 YTOSBAHETO.

Imuyu (nunema-6potinepu, nyiixu, namuyu): OTIEIHUTE NITUIX TPAOBa Aa moiaydasar AHeBHO 1o 20-50 mg
XJIOpTETpauMKINH Ha Kg TenecHa maca, orroBapsum Ha 200-500 mg BMOBUT 10% npax 3a mepopaiHo

npUIIoKeHNe Ha Kg TenecHa Maca, pa3/ie/ieHd Ha [[Ba pUeMa, 3a IIepruo] OT 5-7 JTHH.

[Ipu HEOOXOAMMOCT KypChT MOXKE /1a C€ IOBTOPH el 15 aHu.



TpeTnpanoTo KUBOTHO TpsiOBa na OBJe MPETEryieHo U Aa OBbAC ONMpeneiecHO MPUOIU3UTEITHOTO KOJIHMISCTBO
(dbypaxx, KOETO KUBOTHOTO IIe KOHCyMHUpa. TOYHOTO KOJUYECTBO MPOAYKT TpsiOBa ma Obae 100aBEHO KBbM
MPUOIU3UTEITHOTO KOJHMYECTBO JHEBHA J1axk0a 3a BCSKO XKMBOTHO B Oaka WM OOMKHOBEH ChIl M Ja Oble
no0pe pazmeceHo. [IpoaykThT TpsiOBa ja ce cMecBa caMoO ChC CyX HETeNneTH3upaH Qypax.

3.10 CumnrTomu Ha mpeno3upaHe (M KOrato e MpHJIOKHMO — NMPOLEAYPH HA AelicTBHe NMPH CHEIIHH
cJay4am ¥ aHTH/AOTH)

XJOpTeTPauMKINHBT € HUCKO TOKCHYEH U € 0e3BpeneH, KOraTo ce Ipuwiara B IpernopbyBaHUTE A03U. B
PEeAKH cilydau MpH MpeAo3upaHe MOXKe J1a Mpeau3BHKa JUapHsi, KOETO Hajara ClMpaHe Ha TPETUPAHETO U
MpUJIarane Ha MoAXO A0 JISYEHHE.

3.11 CneumajHu orpaHuveHusi 3a ynorpeda W CHeUUAIHH YCJIOBUS 32 Ynorpeda, BKIIOYHMTETHO
OorpaHMYeHHMsi 3a ynorpefaTa Ha AaHTUMHMKPOOHM M TIPOTHBONAPA3MTHH BeTepPUHAPHH
JIEKAPCTBEHHU NMPOAYKTH, € LieJ 1A ce OTPAHMYH PHCKBT OT Pa3BUTHE HA PE3HCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU cpoKoBe

IITnum:

Meco u BbTpELIHU OPTaHu: 7 JIHH.

Sitna: He ce paspemaBa ynotpebara Tpu OTHIM, KOWTO TNPOU3BEXKAAT WIM ca INpeAHa3HAuYeHH [1a

MIPOM3BEKIAT ANUIIA 32 KOHCYMAaIHs OT X0pa.

Caune:
Meco u BbTpELIHU OPTaHu: 7 JIHH.

4.  ®APMAKOJIOT'MYHA UHO®OPMAILIUS

4.1 BerepuHapeH jJeKkapcTBeH aHaToMo-TepaneBTuden koa (ATCvet Code): QJ01AAOD3.

4.2 ®apmakoguHAMHKA

XJIOPTETPAlMKINHBT € OaKTepHOCTATHYCH AHTHOMOTHK C LIMPOK CIEKThP Ha JCHCTBHE, HPOSBSIBAIL
AKTUBHOCT CIIPSIMO KOKH, KOJHOAKTepPHUH, CAIMOHENH, MAaCThOPENH, OpyLelH, JEeNTOCHHPH, JUCTEPHH,
TPUXOMOHH, TOKCOILTa3MH, XeMOCTIOPHUANH, HAKOHU €IpU BUPYCH, PUKETCUH H JP.

4.2 @dapmMakoKWHETHKA

XIOpTeTPAlUKIMHBT ce pe3opOupa Obp30 B KPBBHUS MOTOK CleJ NepopanHo npuiarane. [Ipumaran c
(bypaka Ha CBUHE W NTHIH, Ch3[aBa TPAHU HUBA B IIa3MaTa, KOETO rapaHTupa eheKTUBHU KOHIICHTPAIIUH
B pa3NMYHUTE ThKAaHU, BKIIOYUTENHO OeuTe IpoOOBe U APYTH ThKAHU Ha JUXaTelHaTa CHCTEMA.

5. ODAPMAIEBTUYHU JAHHAU

5.1 OcHOBHHM HECHLBMECTHMOCTH

XAOPTETPAIMKINHBT € HEChBMECTHM C MEHWIMIMH W CTPENTOMHUIIMH M APYTM XUMHOTEPANCBTUIH C
OaKTepUIMIHO JICHCTBHE.

5.2 Cpok Ha rogHOCT

Cpok Ha TOAHOCT Ha KpaiHNs BETEPHUHAPEH JIEKapCTBEH MPOIYKT: 2 TOAWHU.
Cpok Ha TOAHOCT cJiel IbPBO OTBapsHE Ha MbPBUYHATA OMAKOBKA: 3 Mecera.



5.3 CnenuajHHu ycJ10BHS 32 ChbXpaHeHHe
Jla ce cpxpaHsBa B OpUTMHAIHATA OMAKOBKA.
[la ce cpxpaHsBa Ha CyX0 MACTO.

Jla ce ma3u OT npsika cIbHYEBA CBETJIMHA.

5.4 Bwuau cbCTaB HA MbPBUYHATA ONMAKOBKA

[TnukoBe oT anymuaneBo ¢Gosno ot 500 g; KHIKHU TOPOH ¢ BETPEIICH MOJUESTUIICHOB CIIOM OT 5 K{.
He Bcuuku pasmepu Ha omakoBKaTa MOraT Aa ObJaT npeajaraHy Ha nasapa.

55 CHEIII/I&J'IHI/I MEPKH 32 YHUIIIOKABAHE HA HCU3ITO0JI3BAaH MPOAYKT WJIH OCTATHIHU OT HEro

BerepurapHUAT JNeKapcTBEH NPOAYKT HE TpsiOBa Aa ObJe W3XBBPISIH BBB BOJHH OaceiHHW, T KaTo
AKTUBHOTO BEIIECTBO MOXKE Jia ObJIe OMACHO 3a PUOU M JPYTU BOJHU OPTaHU3MU.

Wznom3Baiite mporpaMu 3a BpbIaHE NMPH YHUIIOKABAHETO HAa HEW3ITOJI3BAHHM BETEPHHAPHH JIEKAPCTBEHU
MPOIYKTU UM OCTAThIU OT TAX B CHOTBETCTBUE C U3UCKBAHUSITA HA MECTHOTO 3aKOHOJIATEJIICTBO U C BCUUKHU

HaI[MOHAJIHM CUCTEMH 3a ChbOMpaHe, MPUI0KUMHU 32 CHOTBETHHS BETEPUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

“BUOBET” A/l

yu. “Ilersp PakoB” Ne 39,

[Temepa 4550

7. HOMEP HA PASPEHIEHUETO 3A ThPT'OBHUSA
0022-1994

8. JATA HA ITbPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPT'OBUS
Jlata Ha W3/1aBaHe Ha paspenieHnero 3a Thprosus: 09/04/2013.

9. JIATA HA TMOCJEJIHATA PEJAKIHUSI HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJYKTA

12/2022 r.
10. KIACHOPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJYKTHU
Jla ce oTIycka camo I10 JISKapCKO IIpeIucaHue.

[ToapoOHa nHpopManus 3a TO3U BETEPUHAPEH JIEKaPCTBEH MPOAYKT MOKE J1a HaMepuTe B 0azaTa JaHHU Ha
Cbro3a OTHOCHO MPOAYKTHTE.

J-P NBAH HIUKOB
H3IIBJIHUTEJIEH /THPEKTOP






