KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPELIEHHUE 3A THhPT'OBHUS Ne 0022-2875

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

Procactive 300 mg/ml nHXeKIIMOHHA CyCIICH3Hs 3a TOBE/a, OBIIC U MpaceTa.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml cpappika:
AKTHBHA cy0CTaHIUA:

Benzylpenicillin procaine monohydrate....................... 300 mg
(exBuBanenten Ha 170,40 mg benzylpenicillin)

Excuunuenru:
HatpueB metmmmapaxuapokcubenzoar (E219)......... 1,25 mg

3a IBJIHUS CIIUCHK HA eKCHUIIUEHTHTE, BUXK T. 6.1.

3. OPAPMALEBTUYHA ®OPMA

HMuxekuroHHa cycrneH3usl.

bsna cycnensus.

4. KJIMHUYHU JAHHU

4.1 Bupaose :KUBOTHH, 32 KOUTO € nmpeanazHayed BMII

T'oBena, oBue U npacera.

4.2 TepaneBTHYHHU NOKA3AHUS, ONIPe/leJIeHH 32 OTAJHUTE BUI0BE ;KUBOTHH

3a JIeueHHEeTo Ha CUCTEMHU I/IH(I)GKHI/II/I IIpu 1oBea, OBUEC U IpaceTa, IPpUINHCHHU OT WX CBHP3aHU C
6aKTepHI/I, YYBCTBUTCIIHU KbM 66H3I/IJ'IHGHI/II_II/IJ'H/IH.

4.3 TIlpoTuBONOKA3aHUS

Jla He ce MHXEKTHpa UHTPABEHO3HO.

):[a HE C€ U3M10JI3Ba MPU CBPBXYYBCTBUTCIIHOCT KbM INCHUIIUIIMHHA, Heq)aJIOCHOpI/IHI/I, IMPOKanH WJIN KbM
HSIKOHM OT €KCIIUITUEHTUTE.

Ja He ce U3MoII3Ba B Cllyyad Ha TeXKa ObOpeuHa TUC(YHKIMS C aHypHsI WIH OJUTOYPHSL.

Jla He ce U3n0II3Ba IpU HAJIMYME Ha P-JaKTaMasa INpoAyLUpally 1aTOreHU.

Jla He ce M3MOI3Ba IPU MHOTO APEOHM TPEBONACHU, KATO HAIIPUMEP MOPCKH CBUHYETA, IKEPOMIIN U
XaMCTepH.

4.4 CneuuajJHu mpeaAna3Hud MePKH 3a BCeKU B *KMBOTHH, 32 KOUTO € npeaHasHayen BMII



JlokazaHa e pJTHa KPBCTOCAHA PE3UCTEHTHOCT MEX Ty OCH3WITNICHULIMIIMH TPOKAauH U JPYTH
TICHUIWIINHY.

Cren pe3opOrus OCH3WIMEHUIIMITHHBT CJIa00 MPOHUKBA B OMOJIOTHYHHATE MEMOpaHHU (Hamp. KpbBHO-
MO3b4HA Oapuepa), Thil KaTo € HOHM3UpPaH U ¢1a00 pa3TBOPUM B TUIHUAN. YTIOTpedaTa Ha MPOTYKTa
3a JIeueHUe Ha MEHUHTUT Wi Ha nHdekuun Ha LITHC, npuunHenu ot Hamp. Streptococcus suis wiu
Listeria monocytogenes, moxe na 6b1e HeedukacHa. OcBeH ToBa OEH3MWINEHUIIINHEBT IPOHIKBA
c1abo B KIETKUTE HAa O03afHUIIM U CIIEJOBATEITHO TO3H MPOAYKT MOXKe /1a MMa ciaab edexT npu
JICYCHUETO Ha BHTPEKJICThYHMU MATOTeHH, HanpumMep Listeria monocytogenes.

3a cnenHuTe OAKTEPHH Ca TOKIABaHU MOBUIIeHH cToHHOCTH Ha MIC mim aeymonanau mpoduim Ha
pasnpezaesneHue, Npearnoaramy NpuaoouTa pe3sucCTeHTHOCT:

- Glaesserella parasuis, Staphylococcus spp., npuYrHABANTA MACTHT- MACTHT-METPUT-
arajakCHs/CHHIPOM Ha cienpoaunna qucranakcus (MMA/PPDS), Streptococcus spp. u S. suis mpu
mpaceTa;

- Fusobacterium necrophorum, npuunnssain metput u Mannheimia haemolytica (camo B Hsixon
JIbPIKaBH YJIEHKH), KakTo U Bacteroides spp., Staphylococcus chromogenes, Actinobacillus lignieresii
u Trueperella pyogenes nipu rosena.

VYnotpebara Ha BeTepHHAPHUS JICKAPCTBEH MPOAYKT MOKE Ja AOBEE 10 JIUICa Ha KIIMHUYHA
e(hMKaCHOCT NP JICUCHUETO Ha WHEKIINH, IPUUYNHEHH OT Te3U OaKTepHH.

45 CneuuajHu mpeanasHu MepPKHU NMPH yoTpeda

Crenpanaay npeana3sHy MEPKH 34 )KUBOTHUTE IPU yInoTpeOdaTa Ha IMPOYKTA

Ha ce mpunara caMo 4pe3 IbJI00Ka HHTPaMYCKYJTHA HHKEKIIUSI.

Wznon3eaHeTo Ha mpoyKkTa TpsiOBa J1a cTaBa Ha 0a3zaTa Ha U3CJIEBAHE 38 YyBCTBUTEITHOCT
(arTHOMOTrpamMa) Ha GaKTEpUHTE, N3OJIUPAHHU OT )KUBOTHOTO. AKO HSIMa BE3MOXKHOCT Jla C€ HallpaBu
TaKbB TECT, JICUCHHETO TPSAOBA J]a ce OCHOBaBa Ha MECTHATa (pErnoHalIHa, HAa HUBO (epma)
CIINACMHUOJIOIrHNYHa I/IH(l)OpMaHI/ISI OTHOCHO YYBCTBUTCIHOCTTA HAa IPHULCITHUTE 6aKTepI/II/I.
OduuranauTe, HAIMOHAIHUTE U PETUOHATHUTE aHTUMUKPOOHH MOJIMTUKY TPsiOBa 1a ObaaT B3ETH
10]1 BHUMaHHE IPY U3II0JI3BaHE HA IPOIYKTA.

VYnorpebara Ha IPOJYKTa, OTKIOHSBAIIA CE OT MHCTPYKIMHTE, AajieHn B KpaTkaTa XapakTepucTHKa
Ha MPOJYKTa, MOXe J]a MMOBUIIH PAa3IPOCTPAHEHUETO HA OAKTEPUH, PE3UCTEHTHH KbM
OCH3WINEHULIWINH, © MOXE Ja NOHI)KU €(PUKAaCHOCTTA Ha JICYEHUETO C APYTH NEHULWINHHI U
1edaoCopHHN TOPaJH Bb3MOXKHOCT 33 KPBCTOCaHA PE3UCTEHTHOCT.

XpaHEHETO Ha TeleTa ¢ OTHAIBFYHO MIISIKO, ChIBPIKAII0 OCTATHIIN OT aHTHOMOTHUITH, TPSIOBA 1a ce
n30srBa 10 Kpasi Ha KapeHTHHUS CPOK 32 MIIIKOTO (OCBEH 110 BpeMme Ha (hazaTta Ha KoJacTpa), Thbi KaTo
MOJKE J1a CeIEKTUPa aHTUMHKPOOHO-PE3UCTEHTHH OaKTEpUHU B YpeBHATa MUKPOOHOTA Ha TEJIETO U J1a
yBEINYU (PEKaTHOTO OT/ACISHE Ha Te3H OAKTEPHHU.

Cruenmaidy npeina3sHi MEPKH 3a JIMLATA, IPUIAralilyd BETEpUHAPHOMEIUIIMHCKUS IPOAYKT HA
JKUBOTHHUTE

[enurumuHUTe U 1IEPATOCIIOPUHUATE MOXKE JIa MPUUIUHAT CBPBXUYBCTBUTEIHOCT (ANEPIHs) ClIe
HWHXXEKTUpaHe, MHXaJUPAHE, MOTTBIIAHE WU KOHTAKT C KoKaTa. CBpbX4yBCTBUTEIHOCTTA KbM
MIEHUIMIIMHU MOXeE Ja IOBEJIE 10 KPhCTOCAHA YYBCTBUTEITHOCT KbM 11e(haJI0COPUHH, KAKTO U
00paTHOTO. B HKOUM CiTyyan aleprudHUTE PEaKITUH KbM T€3U CyOCTaHITUH MOXe Ja ObJIaT CEpHO3HHU.
To3u NPOAYKT ChABPIKA CHILO MapadEHOB KOHCEPBAHT, KOMTO MOXKE Jla MPUUMHU PEaKins Ha
CBPBXYYBCTBUTEIHOCT TIPU KOHTAKT ITPH MO-PAHO CEHCUOMIIN3UPAHH JIHIIA.

1. He paboreTe ¢ TO3H MPOAYKT, aKO 3HAETE, Y€ CTE€ CBPHXUYyBCTBUTEIHH, WIH aKko ca Bu
MOCHBETBAJH Ja HE paboTUTE C MOAOOHHU MPOAYKTH.



2. PaboTere MHOTO BHUMATEITHO C TO3H MPOJYKT, 32 Jia M30eTHETe EKCIO3UITHS, KATO U3ITBIIHUTE
BCUYKH TIPENIOPHhUAHU MPEANIA3HA MEPKH.

3. AKO clie]] eKCTIO3UIIUS Pa3BUETe CUMIITOMH, KaToO Harp. KOXEH 00puB, He3a0aBHO J1a ce
MMOTHPCH MEAWIIMHCKH CHBET, KaTO Ha JIEKapsl ce MPeI0CTaBU JINCTOBKATA MM €TUKETa Ha MPOIYKTA.
OTOKBT Ha JTUIIETO, YCTHUTE WIIK OYUTE, WIH 3aTPYAHEHO IUIIIAHE Ca IT0-CEPUO3HA CUMITOMHU, KOUTO
M3UCKBAT CIICUIHA MEAUIIMHCKA TTOMOIII.
Xopara, KOUTO pa3BUBAT PEaKIys Clie[] KOHTAKT C MPOAYyKTa TpsiOBa Aa n30sArBar paboTa ¢ mpoayKTa
Y APYTH TIPOIYKTH, CHABPKAIIH IEHUIMINHY U 1Ie(alOCTIOPHHN B OBeIIIE.
[IpenopbUYUTENTHO € 1a Ce HOCSIT PBhKaBUIIM ITPH paboTa U IpuiiaraHe Ha MPOIyKTa.
[Ipu cnyyacH KOHTAKT ¢ OYUTE, U3MHITE OOWITHO C BOJIA.
[Ipu cnyyaeH KOHTAKT ¢ KOXKaTa, MIPOMHUITE 3acerHaTaTa Ko)ka OOMITHO ChC CalyH U BOJA.
[Ipu cnyyaitHO caMOMH)KEKTUPaHe, He3a0aBHO Jia Ce MOTHPCH MEIUITMHCKH ChBET, KATO Ha JIEKaps ce
MPEIOCTAaBH JIMCTOBKATA MIIM €TUKETa Ha MPOJIYKTA.

4.6 HeonaronpusiTHH peakuuu (4€CTOTA H BAXKHOCT)

[Ipu cykanueTa 1 mpaceTa B IEPHOJ] HA YrosiBaHE Ce ChOOIIaBa 3a peIKU ciy4yau Ha (heOpUIIHTET,
MOBpPBILAHE, TPENepeHe, 0e3MOKOMCTBO U AUCKOOPIUHAIMS, KOUTO € Bb3MOXKHO J1a ca IPUYMHEHU OT
0CBOOOX/TaBaHETO HA TIPOKAMH.

[Tpu Mnaau npaceHIa ca HaOIOaBaHU CUCTEMHU TOKCHYHH €(DEKTH, KOUTO ca MPEXO0JIHU, HO MOTaT
na ObIaT MOTEHIIMATHO CMBPTOHOCHH, OCOOCHO TIPH TTO-BUCOKHU J03H.

Psiaxo, ipu OpeMEHHM CBMHE M MITa I )KEHCKH CBHHE ce ChOOIaBa 3a M3T€YEHHE OT ByJIBaTa, KOETO
Ou MOTJIO JIa € CBBP3aHO C adOopT.

[Ipu roeena croOMIIeHNTA 32 aHAPIIIAKTUIHA PEAKIINN Ca PEAKH, KOETO MOXKE J1a Ce IBJDKH Ha
ChABPKAHUETO HA TTOBUIOH.

[ennuunuanTe 1 nedanroCnOPUHATE MOKE a IPUUMHAT CBPBXUYBCTBUTEIHOCT (AJIEPrHsl) Clen
MPWIAraHeTO Ha MPOAYKTA. B HAKOM ciy4an aJepruyHuTe peaklui KbM Te3H CyOCTaHIIMK MOXKeE /12
OBJaT CEpHO3HU U BKJIFOUBAT aHA(DIIAKTHYCH HIOK.

B ciyuait Ha HeOIaronmpPUATHH PEAKI[UK HA YKMBOTHOTO TPSIOBA Jla ce MPUIOKH CUMIITOMATUYHO
JICYEHHE.

YecroraTa Ha HEOIArONMPUATHUTE PEaKMU CE ONIPENEIIs Upe3 cileqHaTa Kiacu(pukamus:

- MHOTO YecTH (mmoBeue oT 1 Ha 10 TpeTHUpaHH KUBOTHH, MIPOSIBSIBAIIY HEOJIATONPUSTHHU PEAKIINH)

- yectr (oBeye oT 1, HO mo-maiko ot 10 xuBoTHU Ha 100 TpeTHUpaHU KUBOTHH)

- He "ecTH (moBeye ot 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaxu (moseue ot 1, HO mo-maunko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peakH (rmo-Maiko ot 1 xxuBoTHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOUHUTEIHO U30JIHPAHU
CHOOIICHU ).

4.7  Ynorpeda mo BpeMe Ha OpeMeHHOCT, JJAKTAIUSA WM siiilleHOCeHe

Hsma nokasaresicTsa, 4e TO3U NPOAYKT IPEICTaBIIsABa 0COOEHA OIIACHOCT 3a MaiiKaTa WU IUI0JA.
BezonacHocTTa Ha BeTepMHAPHOMEIMIIMHCKHUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEMEHHOCT U
naxraus. [Ipu OpeMeHHH CBHHE 1 MJIaJy )KEHCKH CBHHE 00ade ce ChoOIaBa 3a H3TEUCHUE OT
ByJIBaTa, KOETO OM MOTJIO 1a € CBBP3aHO C abOpT.

Hpnnara CC CaMoO cCJicq NpClCHKa HOJ'ISa/pI/ICK OT OTT'OBOpPHUSA BETCPUHAPCH JICKAP.

4.8 BzauMmoneiicTBHMe ¢ APYIrH BeTePUHAPHOMEAUIMHCKH MPOAYKTH M APYru (popMu HA
B3auUMoOJeHcTBHE



AHTHOAKTepUATHUAT €(DEKT HA ICHULIMIMHA HaMaJIsiBa IIPU HAJIMYKME HAa 0aKTePUOCTAaTHYHHU
BETEPUHAPHOMETUIIUHCKH MMPOTYKTH.

JeiicTBHeTO Ha AMHHOTITUKO3UANTE MOXeE 1A CE YCHITH OT MIEHUIMIINHHY.

Exckpernusita Ha OCH3WINICHULIMIIMHA C€ YABIDKaBa OT alleTHICATUIIMIOBA KUCEIINHA.
XoJIMHECTepa3HUTE HHXUONTOPH 3a0aBsT pa3rpakaHeTO Ha MTPOKanHa.

4.9 Jlo3a M HAYMH HA NPUJIOKEHHE
3a uHTpaMycKyITHO mpritoxkeHue. Jla ce paskiatu no0pe npenu yrnorpeoa.

[Ipenmoppuntennara go3uposka € 10 mg/kg TenecHa Maca mpoKanH OSH3WIIMIEHUIMIINH (€KBUBAICHTEH
Ha 5,66 mg Oen3mnenniiny/kg TenecHa maca), ekpuBanentHr Ha 1 ml Ha 30 kg TenecHa maca
JTHEBHO.

[IpoasmxuTENHOCTTA HA ICUSHUETO € OT 3 10 7 AHU.

Jla He ce MHXKEKTHPAT ToBeue OT 2,5 ml B eJHO MsICTO Ha WHXKEKTUpPAHE MPH paceTa.

Ja He ce MHXeKTHpAT moBeue oT 12 ml B eHO MSCTO HAa HHKEKTUPAHE MPH TOBe/a.

Ja He ce MHXKEeKTHPAT MoBeue OT 2 ml B €JHO MSICTO Ha WHXKEKTUPAHE MIPH OBIIE.

IMpu nurica Ha KJIMHHYCH OTTOBOP 110 3 JIHH, JIa ce Mpepasriie/ia THarHo3ara u Jia ce MpoOMEHH
JICUEHHETO, aKO € HEOOXOIHUMO.

TpsiOBa ma ce n3depe moAXOAAIIA MPOIBIKUTETHOCT HA JICYEHHUETO Bb3 OCHOBA HA KIIMHUYHHUTE
HYKJIU ¥ MHAWBHUIyaJTHOTO Bb3CTaHOBSIBAHE HA JICKYBaHOTO JXKUBOTHO. Clie/iBa 1a ce 00bpHE
BHHMAaHHE Ha TOCTHITHOCTTA HA MPHUIIETHATA ThKAH U HA XapaKTEPUCTUKUTE HA TIPULICTHUS TATOTEH.

3a j1a ce rapaHTHpa TOYHO JI03MPaHe, TeJecHaTa Maca TpsioBa Jja Ob/ie omnpe/esieHa Bb3MOXKHO Hali-
TOYHO 3a J1a ce U30eTHe IMpHUIaraHeTo Ha Mo0-HUCKa J03a.
Kamaukara moxe 6e3omacHo 1a 0b1e poaymieHa a0 50 mbT.

410 IIpeno3upane (CHMITOMHU, CIIEIIHA MEPKHU, AaHTHI0TH), AKO € HE0OOX0TUMO

B Cﬂyllaﬁ Ha Opeao3rupaHe, MOXKE 1a HACTHIIAT CUMIITOMU OT CTpaHa Ha LCHTPAaJIHaATa HCPBHA CUCTEMA
W/ W KOHBYJICHUH.

4.11 KapeHTHH CpOKOBe

Ilpacera:
Meco u BbTpELIHU OpraHu: 6 JHU NMPU OPOIBIHKUTEIHOCT Ha JICYEHUETO 3—35 THU

8 IHU IpH NPOIBIKUTEIHOCT HA JICUEHUETOo 6—7 THU

I'oBena:
Meco u BbTpEIIHN OpTaHu: 6 JHH MPH MPOIBIDKUTEITHOCT Ha JICUCHHETO 3—5 THH

8 ITHU TIpH MPOIBIDKUTETHOCT HA JICUEHUETO 6—7 JTHU
Musiko: 96 waca (4 qum).

Oslre:
Meco u BBTpPEITHU OPTaHU: 4 JTHU MPH IPOIBIDKUTEITHOCT Ha JICYCHUETO 3—35 THU

6 IHU TIpU NPOABIDKUTEITHOCT Ha JIEUEHUETo 6—7 AHHU.
Musiko: 156 vaca (6,5 nHnH).

5. OAPMAKOJIOI'MYHU OCOBEHOCTH



dapmakoTepaneBTHYHA rpyna: AHTHOAKTEPHAIHH CPEICTBA 3a CHCTEMHA YIOTpeOa, UyBCTBUTEITHH
KbM OeTa-makramasa MeHULWINHH.
Berepunapromenuuuncku Anatomo-Tepanesruuern Koa: QJO1CE09.

5.1 ®apmakoaMHAMUYHHU CBOIiCTBA

Procaine benzylpenicillin e B-makrameH aHTHOMOTHK, KOMTO Claga KbM IpynaTa Ha ecrecTBeHuTe G
MEHUIIWINHH, CaMO 32 MAPEHTEPAITHO TPUIIOKECHNE U UMa TECEH CIICKThHP.

Nma rnaBHO GakTEpUIIUIHO JIEHCTBHE cpelly [ paM-TI0I0KUTeTHI MUKPOOPTaHU3MHU B OTPaHHYCH
Opoii I paM-oTpHUIIaTEIIHE MUKPOOPTaHN3MHU.

MexaHu3bM Ha AelcTBHE: beH3MIMEeHUIWINH TPOKAUHBT € ACTOo MEHULUINH, KOWTO HE ce pa3TBaps
JIECHO BBB BOJIA M KOWTO OCBOOOK1aBa OCH3MINICHUIIMIIMH 1 TIPOKAWH B )KUBOTHOTO Upe3
TIACOLTHAITHSL.

[ennumnuante uMat OakTepuUIMACH ePEeKT BbPXY pa3MHOKABALIUTE CE TTATOTEHU Ype3 HHXUOUpaHe
Ha CHHTe3a Ha KJIeThYHATa CTeHA. BeH3MIMEeHNIIMINHBT € KUCEINHHO-Ta0UIeH U Ce HHAKTHBUPA OT
OaxTepuanau -makTamasmu.

YcTaHOBEHO €, Ye Pe3UCTEHTHOCTTa KbM OCH3WITICHUIMIINH Bh3HUKBA MPH HAKOHW U30JIaTH Ha
MIaTOTEHH, 32 KOUTO TO3H MPOAYKT € Moka3aH. Hail-4ecTo cpemanusaT MeXaHU3bM Ha PE3UCTEHTHOCT €
IPOU3BOJCTBOTO Ha €H3UMa B-1aKkTamasa. Pe3UCTeHTHOCTTa MOXKeE ChILO Aa € Pe3yaTaT OT IPOMEHHU B
MEeHULIWIMH-CBBp3BamuTe nporennau (PBP).

Hma kpbcTocaHa pesuCTEHTHOCT MEXLy IEHUIWINHY U 1edanocnopunu. Korato maTtorensT e
MPUAOOHI PE3UCTEHTHOCT KbM MEHULIWIIMH Ype3 TpaHcdep Ha MOABMKHY T€HETUYHU €JIEMEHTH, MOXKe
Jla Ma 1 KOPE3UCTEHTHOCT KbM APYTH aHTUMUKPOOHH KITacoBe.

Enterobacterales, Bacteroides fragilis, moseueto Campylobacter spp., Nocardia spp. u Pseudomonas
Spp., KaKTO U Tpou3BexaamuTe oera-maktamasu Staphylococcus spp. ca pe3ucTeHTHH.

KinHuyHUTE rpaHUYHU CTOMHOCTH 32 MEHULWINHY, ChITIacHO EBponeiicKusl KOMUTET 3a U3CieIBaHE
Ha aHTUMHKpoOHa uyBcTBUTENHOCT (European Committee on Antimicrobial Susceptibility Testing),
Bepeus 11.0, 2021 r. ca:

I'pannynu croiiHocTn Ha MUK (ng/ml)
Baxkrepuannu rpynu

YUyscTrButenann | Pe3ucrenTHH
Listeria spp. S<1 R>1
Pasteurella multocida S<0,5 R>0,5
Staphylococcus spp. S$<0,125 R>0,125
Streptococcus spp. S5=<0,25 R>0,25

5.2 dapMaKOKHHETHYHHU 0COOEHOCTH

[Ipu npacera cnen enHOKpaTHA HHTpaMycKyiHa 103a ot 10 mg/kg TenecHa mMaca (T.M.), MaKCUMaJTHU
IUTa3MEHH KOHIEHTpauu ot 2,78 pg/ml ce qocturar ciex 1 yac; KpalHUAT NOTYKUBOT Ha
enuMuHMpaHe (ty) e 2,96 gaca.

[pu roBena cnen enHOKpaTHA HHTpaMycKyiiHa no3a ot 10 mg/kg TenecHa Maca (T.M.), MAKCUMaITHU
I1a3MeHu KoHeHTpanuu ot 0,65 pg/ml ce gocturar ciex 2 yaca; KpalWHUST HOTY>KUBOT Ha
emumuHUpane (ty) e 5,91 gaca.



[Ipu oBIIE cliea eAMHMYHA HHTPaMycKyiiHa 1o3a oT 10 mg/kg TeiecHa maca (T.M.), MAKCUMaIHH
I1a3MeHM KOHIeHTparuu ot 1,59 pg/ml ce nocrurar ciex 1,3 yaca; KpaltHUAT OJTYKUBOT Ha
enuMuHupane (ty) e 3,63 vaca.

6. OAPMAIHEBTUYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCHUIIMEHTHTE

Jlenutun

Hatpues metunmnapaxunpokcudenzoar (E219)
Harpues uutpar

JuHatpueB enerear

IToBunon

Kapmenosa Hatpuii

JlumMoHEeHa KUCENHA MOHOXUAPAT

Boga 3a nHxkexuuu

6.2 OCHOBHH HECHLBMECTHMOCTH

[Ipu nurnca Ha TaHHU 32 CbBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIMHCKY MTPOIYKT HE TPsAOBa J1a Obie
CMECBaH C APYTr'H BETEPUHAPHOMEIULUHCKH MPOIYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHus BeTepHHAPHOMEIULINHCKU POIYKT: 3 TOAUHU.
Cpok Ha TOIHOCT CIielT TbPBO OTBApsSIHE Ha IMbpBUYHATA onakoBka: 28 gau nipu 2 °C - 8 °C.

6.4 CnenmaJiHu ycjI0BHS 32 CbXpPaHeHHE HA MPOIYKTA

Ja ce cpxpansBa B xmaammHUK (2 °C - 8 °C).
Ha ce nasu QuakoHbT/0yTHIIKAaTa BB BHHIITHATA OMAKOBKA C LIeJI TIPE/Na3BaHe OT CBETINHA.

6.5 BwuawucbcTaB Ha TBPBHYHATA OMAKOBKA

Besngeren dnakon ot monmuerwmieH tepedranat (PET) (100 ml) mmm 6ytunka (250 ml) cbe
3aIyIIajkyd OT OpoMOOYTHIIOBa 'yMa TUII | ¥ OTYyIBalla Ce Karmayka.

Pasmep Ha omakoBkaTa:

Kapronena kyTus ¢ 1 ¢uakon ot 100 ml.

Kapronena kyTusi ¢ 1 6ytuika ot 250 ml.

Kapronena kytust ¢ 10 kytuu, chabpxaiiu mo 1 ¢rakon ot 100 ml.
Kapronena kytust ¢ 30 kytuu, cpaspxantu mo 1 daakon ot 100 ml.
Kapronena kyTusi ¢ 12 kytuu, chaspxaniu 1o 1 oytmika ot 250 ml.

He Bcuukm pasmepn Ha onakoBKaTa MoraT Ja ObJar npeajarany Ha nasapa.
6.6 CnenuajJHu MepKH 32 YHHII0KaBaHe HA HEU3NOJI3BAaH MPOAYKT WJIM OCTATHIHU OT Hero

Bcexn Hen3non3BaH BETEpUHAPHOMEAUIIMHCKY IPOAYKT MIIM OCTAaThIIM OT HEro TpsiOBa 1a Obaar
YHUIIOKEHU B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATENICTBO.



1. MHNPUTEXATEJ HA PASPELHIEHHUE 3A ThPI'OBUS
laboratorios syva, s.a.u.

Avda. Parroco Pablo Diez,

49-57 (24010) Leon

Spain

Tenedon: 0034 987800800
®axc: 0034 987802452

Email: mail@syva.es
8. HOMEP HA PA3SPEIIIEHME 3A THPT'OBUS
N°0022-2875

9. JATA HA IbPBOTO U3JJABAHE/IIOJHOBSIBAHE HA PASPEIHIEHUE 3A
THhPTOBUSA

Jlata Ha TBPBOTO M3/aBaHe Ha JUIIEH3 3a yrmorpeda: 06/03/2019

10. JATA HA NIOCJIEJHATA PEJAKIIUSA HA TEKCTA
05/2024
3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIA YIIOTPEBA

He e mpunoxumo.

X

[-P BANEHTVH ATAHACOB
3AMECTHUK U3MBAHUTENEH ANPEKTOP
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