O06o00LWeHVe Ha XapaKTEPUCTUKUTE Ha NpoAYyKTa 3a
ovouunaeH NpPoayKT

HanmeHoBaHue(s) Ha NnpoAykTa: Synodex

MpoaykToB(K) TMN(oBe): MNT 03 - BeTepuHapHa XurneHa

MT 03 - BeTeprHapHa xurneHa

Homep Ha pa3pelueHneTo: EU-0030143-0000

PechepeHTeH HOMep Ha aKTUBa
oT Peructbpa 3a 6uouyngn EU-0030143-0001
(R4BP 3):



CbAabpxaHue

AAMUHUCTPATUBHA MHDopMaLMs
1.1. TbproBCcko HAaMMeEHOBaHME Ha nNpoAayKra
1.2. MNputexaten Ha paspeLleHue
1.3. Mpoussoguten(u) Ha buoungnte
1.4. Mpowussognten(n) Ha akTMBHOTO(MTE) BeLlecTBo(a)
2. CbcTaB u (hopMmynimpaHe Ha Npoaykra
2.1. KauecTBeHu 1 KOJIMYECTBEHM AaHHM 3a CbCTasa Ha buouuaa
2.2. Tvn Ha chopMmyniMpaHeTo
3. MpepynpexaeHus 3a onacHOCT 1 NPENOPbKU 3a 6e30MacHOCT
4. PaspelueHa(n) ynoTpeba(u)
5. O6Lwwm yka3aHus 3a ynotpebda
5.1. IHCTpyKumn 3a ynotpeba
5.2. Mepku 3a HamasisiBaHe Ha pucka

5.3. [JaHHK 33 BEPOATHU NPEKN UM KOCBEHW edeKTH, MHCTPYKLMM 38 MbpBa MNOMOLL, U CMELLHN
MEepKU 3a ornasBaHe Ha OKoJiHaTa cpefa

5.4. YKa3aHus 3a 6e30macHo 06e3BpexaaHe Ha NPoAyKTa U HEroBaTta onakoBka

5.5. YCroBuWsl Ha CbXpaHEHWE 1 CPOK HA TOAHOCT Ha NPOAyKTa NpyY HOPMasTHK YC/I0BUS Ha
CbXpaHeHue

6. [pyra nHdopmauns



AAMUHUCTPaTUBHA MH)OPMaLMS

1.1. TbproBcko HauMmeHoBaHNe Ha NpoayKTa

Synodex
Lactopost
Lactopost Y
Lactopost Plus
Lactopost Extra
Synodex Y
Synodex Extra
Synodex Plus
Udder X

Teat Care
Lacto Gold
Lacto Extra
Lactogold

Lacto Spray

1.2. NpuTtexaren Ha paspelieHne

Wme 1 agpec Ha npuTexartesns
Ha pa3pelueHneTo

Homep Ha pa3peLueHneTo

PechepeHTeH HOMep Ha aKTUBa
oT Peructbpa 3a 6uouuam
(R4BP 3)

[Darta Ha nsgaBaHe Ha
paspelueHneTo

e Arrow Regulatory (Ireland) Limited

Agpec The Black Church St. Mary's Place DO7 P4AX Dublin MipnaHaus

EU-0030143-0000 1-1

EU-0030143-0001

03/10/2023

03/10/2023
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HA NPOAYKTA




Darta Ha nsTnuyaHe
CpoKa Ha Ba/IMAHOCT Ha
pa3pelieHmeTo

30/09/2033

1.3. NMpousBoguTten(u) Ha GuoynguTe

Nwve Ha npousBoaguTtens

Appec Ha npousBoauTens

MecTtoHaxoXaeHue Ha
NpPon3BOACTBEHUTE 0GEKTU

Quat-Chem Ltd. A Neogen Company

1-4 Sandfield Industrial Park, Dodgson Street, Rochdale OL16 5SJ /laHkalubp
Benukobputanus

1-4 Sandfield Industrial Park, Dodgson Street, Rochdale OL16 5SJ flaHkalubp
Benukobputanus

1.4. NpousBoauTtesn(n) Ha akTUBHOTO(MTE) BeLLecTBO(a)

AKTUBHO BeLlecTBO

Nme Ha npousBoautens

Afpec Ha npousBoguTens

MecToHaxoxaeHue Ha
npousBoacTBeHuTte 06eKTn

AKTUBHO BeLlecTBO

Wme Ha npousBoautens

Afpec Ha npousBoguTens

MecToHaxoXxageHue Ha
npousBoacTBeHuTte 06eKTn

1322 - L-(+)-MneyHa kucenmHa

Purac Biochem bv

Arkelsedijk 46 4206 AC ropuHxem XonaHaus

Arkelsedijk 46 4206 AC ropuHxem XonaHaus

1322 - L-(+)-mMneyHa kucenmHa

Jungbunzlauer S. A

Z.l. et Portuaire, B.P. 32 FR-67390 Marckolsheim ®paHuus

Z.l. et Portuaire, B.P. 32 FR-67390 Marckolsheim ®paHuus

2. CbcTaB 1 chopmynupaHe Ha npoAykKra

2.1. KaueCcTBEHU M KO/IMYECTBEHU AaHHN 3a CbCTaBa Ha 6I/IOU,I/I,D,a

03/10/2023

OBOBLEHNE HA XAPAKTEPUCTUKNTE
HA NPOAYKTA




CbAbpXaHne

Oo6wonpueTto uve IUPAC nme DYyHKLMA CAS Homep EO Homep (%)
L-(+)-mneuyHa kucenmHa AKTUBHO 79-33-4 201-196-2 4
BewecTso

2.2. Tun Ha hopmynupaHeTo

AL - Bcska gpyra TeqHocT

3. MpeaynpexaeHus 3a onacHOCT U Npenopbku 3a 6e3o0nacHOCT

KaTteropusa Ha onacHocCTt

Mpenopbku 3a 6e3onacHOCT

Mpean3BrKBa ApasHeHe Ha Koxara.

MpeausBrKBa CEPUO3HO YBPEXJaHe Ha ounTe.

M3non3Baiite npeanasHu pbKaBULy.
i3nonsBaliiTe npegnasHu ounna.
[a ce nsmue pbleTe ctapaTtesiHo cneg ynotpeba.

MPWN KOHTAKT C OUYNTE:MpomMurBaiiTe BHUMATE/THO C BOAA B NPOAB/IKEHUE HA
HAKOJIKO MUHYTU.CBasieTe KOHTaKTHUTE ey, ako Mma TakmBa 1 [OKOJIKOTO TOBa e
BBb3MOXHO. Mpogb/KeTe € U3niaksaHeTo.

Heszab6aBHo ce obageTe unm Ha nekap.

MPUN KOHTAKT C KOXXATA:M3muiiTe 06MIHO € BoAa.

Mpu nosiBa Ha KOXHO Apa3HeHe:lMoTbpceTe MeAULIMHCKA ChBET.

[Mpu nosiBa Ha KOXHO ApasHeHe:MNoTbpceTe NOMOLL,

CBasieTe 3aMbPCEHOTO 06/1eK/10.M o n3nepeTe Npeam NoBTOpHa ynoTpeba.

[a ce N3XBBLP/N ChAbPXAHWETO B MYHKT 3a CbGUPaHe Ha ONAaCHWU UK cneumanHu
oTnagbLM, B CbOTBETCTBME C HALMOHA/IHUTE pasnopesnou.

[a ce n3xsbpan cbaa B NMyHKT 3a c1>6V|paHe Ha onacHu nnun cneunanHn otnagbvun, B
CbOTBETCTBME C HAUMOHa/THUTE pa3n0pe,u.6V|.

4. PaspelueHa(n) ynotpeba(n)

03/10/2023

OBOBLEHNE HA XAPAKTEPUCTUKNTE
HA NPOAYKTA




4.1 OnuncaHue 3a U3noJsi3BaHe

Ynotpe6a 1 - Ynotpeb6a # 1.1 — [le3auHceKuus Ha BUMeTa c/ef, fOoeHe — PbYHO NnoTansiHe

MpoaykroB TUN

Korato e nogxogsauwo, TOYHO
onucaHue Ha paspelleHaTa
ynoTtpe6a

LleneBu opraHnsbm(u)
(BKNOUNTENHO CTaguii Ha
pasBuTue)

O6nacT Ha ynoTpe6a

MeTtopg(un) Ha npunaraHe

Jo3upoBka(u) U UecToTa Ha
npunaraHe

Kareropus(n) notpeéutenu

Pasvepu n matepuan Ha
OrnakoBKuTe

MT 03 - BeTepnHapHa xurneHa

HayuHo HanmeHoBaHwve: baktepun
O6LonpreTo HauMeHoBaHue: Bacteria
Etan Ha passutue: -

Hay4yHo HavmeHoBaHuve: [poxan
O6LonpreTo HaviMeHoBaHue: Yeasts
ETan Ha passuTue: -

Ha 3akputo

[Je3nHdekuysi Ha BUMETa cref, foeHe upe3 pbyHo noTansHe ¢ NoMoLLTa Ha Yalla 3a
noTansiHe

MeTog; PBbUHO noTansiHe ¢ NOMOLLTa Ha Yalla 3a noTansiHe
Moapo6Ho onucaHue:

Bpewme 3a KoHTakT npu notansHe npu 30°C npn MPbLCHU YC/I0BUSA:
- 5 cekyHau cpelly 6aktepumn 1 ApoXau.

Hopwma Ha npunoxexue: 5 go 10 ml Ha BumMe
PaspexpaHe: M0TOB 3a ynotpeba npoaykT
Bpoli 1 Bpeme Ha KaHAuaaTCTBaHe:

[0 ABa NbTu Ha AeH

MpodpecnoHanHa

KOHTeliHep oT 1000 nuTpa OT No/MEeTUNEH ¢ Bucoka nabTHocT (HDPE) ¢ kanayka
HDPE;

nnactmacos Bapen ot 200 nutpa ¢ kanayka HDPE;

BugoH HDPE ot 25 nutpa ¢ kanayka HDPE Ha BUHT DIN 61 nin ekBUBasIEHTEH;
BuaoH HDPE ot 5 niutpa ¢ kanavyka HDPE Ha BUHT DIN 51 unu ekBuBasieHTEH.

4.1.1 CneynUYHN MHCTPYKLUM 3a YyNoTpeda

BuxTe obLumTe Hacoku 3a ynotpeba.

03/10/2023
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MpoayKTbT TpH6Ba Aa ce HaHacsa cnej foeHe C nomMouTa Ha dalla 3a notansHe.

MNpeasapuTeniHo NoyncTeTe BUMETO CbC CyXa Kbpna, n3cuneTe nNpoAykra B pe3epsoapa Ha yallara 3a nortansaHe. Korato ce
npunara 4Yalla 3a notansaHe, T4 ce KU3nos3Ba nocsieaoBatesiHO 3a BCAKa LUKMLKa, a onepaTtopsbT NPUTUCKa NpoAyKTa OT pe3epBoapa B
yawara. Yawara e ¢ Bb3BpaTeH kiianaH, Taka Ye HMKakbB OCTaTbyeH NPOAYKT Aa He MOXe Aa ce BbpHe 06paTHO B pe3epBoapa.

4.1.2 MepKu 3a HamaniAiBaHe Ha PUCKa, CBbpP3aHn CbC cneuuduuHn ynotpeon

BwxTe 0bLwuTe Hacoku 3a ynotpeba.

4.1.3 Koraro ce oTHacs cneuudruHo Ao ynortpeéara, JaHHUTE 3a BEPOSATHU NPEKN UK
KOCBEHU epeKTU, UHCTPYKLMM 3a MbpPBa NOMOLL, M CMeLlHU MEPKM 3a onasBaHe Ha
OKOJIHaTa cpega

BuxTe obLumTe Hacoku 3a ynotpeba.

4.1.4 KoraTo ce oTHacs cneuucuuHo go ynortpedara, UHCTPYKUUMTE 3a 6e30nacHO
oGe3BpexaaHe Ha NPOAYKTa U HeroBarta ornakoBKa

BuxTe obLumTe Hacoku 3a ynotpeba.

4.1.5 KoraTto ce oTHacs cneuudruHo Ao ynortpeéara, yc/10BUSITA HA CbXPaHEHME U CPOoKa
Ha roAHOCT Ha NPOAYKTa NPV HOPMaJTHU YC/IOBUS Ha CbXPaHeHue

BuxTe obLimTe Hacoku 3a ynotpeba.

4.2 OnncaHue 3a U3nosisBaHe

Ynotpe6a 2 - Ynotpeba # 1.2 — [leauHceKuus Ha BUMeTa crep, foeHe - MPbCKaHe

MT 03 - BeTepuHapHa xurneHa
MpoaykroB TUN

Korato e nogxogsauwo, TOYHO
onuncaHue Ha paspelueHaTa

ynoTtpe6a

LeneBu opraHnsbm(u) HayuHo HavmeHoBaHue: baktepun
(BK/IIOUMTENHO CTagmii Ha E%ﬁOF?a[‘)lggggMH%vy?HOBaHme: acteria
pasBuTue)

Hay4yHo HavmeHoBaHuve: [poxan
O6LonpreTo HavMeHoBaHue: Yeasts
ETan Ha passuTue: -

Ha 3akputo
OGs1acT Ha ynoTpeba

[Je3nHdekuysi Ha BUMeTa ceg, foeHe ¢ NOMOLLTA Ha PbUeH Ny/Bepr3aTop

MeToga: PbYHO NpbCKaHe ¢ noMoLyTa Ha pbyeH nynsepusarop
MeTtopg(un) Ha npunaraHe

OBOBLEHNE HA XAPAKTEPUCTUKNTE

03/10/2023
HA NPOAYKTA




Moapo6Ho onucaHue:

Bpewme 3a KoHTakT npv npbckaHe npy 30°C B MPBbCHU YCNOBUSA:
- 5 cekyHaM cpelly 6akTepun 1 ApoXau.

Jo3npoBKa(u) u yectoTa Ha Hopma Ha npunoxenve: 5 4o 10 ml Ha Bume

npunaraHe PaspexgaHe: MoToB 3a ynotpeba npoayKT
Bpoii n Bpeme Ha kaHAUAATCTBAHE:

[0 fiBa NbTU Ha fieH

KaTeropus(u) notpe6utenu Mpochecnonanta

Pasmepu 1 matepuan Ha

ONaKoBKUTE KoHTeitHep HDPE ot 1000 nutpa ¢ kanayka ot HDPE;

nnactmacos Bapen ot 200 nuTpa ¢ kanayka HDPE;
BupgoH HDPE ot 25 nutpa ¢ kanayka HDPE Ha BUHT DIN 61 nin ekBUBasIeHTEH;
BuaoH HDPE ot 5 nutpa ¢ kanayka HDPE Ha BUHT DIN 51 nnun ekBuBasieHTEH.

4.2.1 CneynpUUHN MHCTPYKLUN 3a ynoTpeoda

BwxTe 0bwymTe Hacoku 3a ynotpeba.

MpoaykTbT TpAbBa Aa ce HaHacs cef foeHe C NOMOLLTA Ha PbYeH NynBepusaTop.

MpeaBapuTeNHO NouncTeTe BUMETO ChC Cyxa Kbpna, 3cuneTe nNpoaykTa B pesepBoapa Ha nynsepusatopa. OnepaTopbT TpsibBa Aa
HanpbCKa BCAKO XMBOTHO BEAHbX Crief AOEHETO.

4.2.2 MepKu 3a HamanAiBaHe Ha pUCKa, CBbpP3aHn CbC cneyuduuHn ynotpeoun

BuxTe obLmTe Hacoku 3a ynotpeba.

MpochecnoHanHuTe NoTpe6uTenn Tpsibaa fa ce yBepsiT, Ye No BPeMe Ha npoLieca Ha Ae3nHAEeKLMs Ypes NpbckaHe B 30HaTa Ha
TpeTupaHe HaMa nNpodecnoHaIHW HabnogaTenun. AKo e Heo6xo4MMO NMPUCHCTBMETO Ha NPodlecMoHaHU HabaaTeny,
npodecroHanHnTe NoTpebuTeny TpA6aa Aa rapaHTMpar, Ye Te3u HabaaTenn HocaT cbluma Bug JITNC kaTo onepartopa.

4.2.3 Korato ce oTHacs cneuudmuHo Ao ynorpeéara, AaHHUTE 3a BEPOSATHU NMPEKN UMK
KOCBEHU epeKTU, UHCTPYKLMM 3a MbpPBa NOMOLL, M CMeLlHU MEPKM 3a onasBaHe Ha
OKOJIHaTa cpega

BuxTe obLimTe Hacoku 3a ynotpeba.

4.2.4 KoraTo ce oTHacs cneuucguyHo go ynotpedara, UHCTPYKUUMTE 3a 6e30nacHoO
oGe3BpexaaHe Ha NPOAYKTa U HeroBaTta ornakoBKa

OBOBLEHNE HA XAPAKTEPUCTUKNTE
03/10/2023
HA NPOAYKTA




BwxTe obwuTe Hacoku 3a ynotpeba.

4.2.5 KoraTo ce oTHacsa cneuucuyHo fo ynotpeodara, yc/oBMATa Ha CbXpaHeHne U cpoka
Ha rogHOCT Ha NpoAyKTa NpyY HOPMaJTHM YCIOBUSI HA CbXpaHeHue

BwxTe 0bwuTe Hacoku 3a ynotpeba.

5. 06K yKkasaHus 3a ynotpeoa

5.1. MHcTpyKuMn 3a ynotpeoda

BwxTe cneuucuyHnte ykasaHus 3a ynotpeba Ha meta SPC 1.
BuHaru npouuTaiite eTvkeTa Uam nMcToBkarta npeaw ynortpeba.
MpoaykTbT TpsAGBa Aa ce 0CTaBM Aa AOCTUTHE cTaliHa Temnepartypa npeam ynotpeba. KonmuecTsoTo NpoAykT, npuniaraH 3a eqHo

KOHTaKT, TpA6Ba Aa ce BHAMaBa NpoAyKTbT Aa He 6bAe OTCTPaHeH cref HaHacsiHe (Hanp. 3a4pbXTe KpaBuTe B M3NpaBeHo
MOIOXEHNE 3a NOHE 5 MUHYTH).

B/MeE, 3aBUCU OT TPETUPAHOTO XMBOTHO. 3a eapu 6o3aiiHnum (kpasw, kamunu) — Ao 10 ml Ha BuMe, a 3a Ape6Hu 6o3aiiHuuym (oBLE,
Ko31) — A0 5 ml Ha BUMe. YBepeTe ce, Ye BUMeTaTa ca Hamb/IHO NOKPUTY C Ae3NHGIEKTaHT. 3a Aa ce OCUrypyu AO0CTaTbyHO BpeEME 33

5.2. Mepkn 3a HamaIABaHe Ha pUcKa

13non3BaHeTo Ha 3aluTa 3a ounTe B CbOTBETCTBME C eBponelickus ctaHaapT EN ISO 16321 unu ekBMBasieHTEH Mo BpeMe Ha
60opaBeHeTO C NPoAyKTa € 334 b/DKUTETHO.

M36sareaiiTe NpexBbp/IsiHE OT pbKaTa KbM ouunTe.

HoceTe yCcToNuMBM Ha XMMKaNy 3aWyTHU PbKaBuLyM Mo BpeMe Ha 60paBeHeTo ¢ NpoAyKTa (HUTPUHU PbKaBnLM —
Knacvdpmumpann no esponelicku ctaHgaptv EN 1ISO 374 nav EN 455 nnv ekBnBasieHTHM).

MbAHUTE HAMMEHOBaHNSA Ha NOCOYEHUTE TYK eBpONelickM cTaHJapTu ca HanvuHu B Pasaen 6.

5.3. laHHU 32 BEePOSATHU NPEKN UIN KOCBEHU edeKTU, MUHCTPYKLMM 3a NbpBa NoMoLy, U
CMEeLHN MepPKX 3a ona3BaHe Ha OKoJIHaTa cpeaa

OBOBLEHNE HA XAPAKTEPUCTUKNTE

03/10/2023
HA NPOAYKTA



MPW KOHTAKT C KOXXATA: Heza6aBHO M3MuiiTe 06wHO ¢ Boga. Crep ToBa cBasieTe LsI0TO 3aMbPCEHO 06/1€K/10 1 F0 n3nepeTe
npeav noBTopHa ynotpeba. MpoabmkeTe ga NpoMUBaTe Koxara € BoAa B npoAb/mkeHne Ha 15 muHyTn. Obagete ce B LUEHTBP MO
TOKCUKONOIMA nnn Ha nekap.

MPW KOHTAKT C OUYNTE: He3a6aBHO NpomuBaliTe BHUMATE/HO C BOAA B NPOAB/HKEHME HA HSIKOSIKO MUHYTW. CBaneTe
KOHTaKTHUTE JleLLy, ako Ma TakvMBa 1 [OKO/IKOTO TOBa € Bb3MOXHO. [1poAb/keTe fa npomusarte B NPOAb/IXKEHNE Ha NoHe 15
MuHyTU. ObageTe ce Ha 112/nvHelika 3a MeguLMHCKA MOMOLLL.

MNPV BAVLLBAHE: /3BefeTe nocTpaganvs Ha YiCT Bb3AyX U r0 noafabpxaliTe B NOKOW, B NO3WLWMSA, ynecHsABala agnwaHeTo. Mpu
cumntommn: ObageTe ce Ha 112/nuHeiika 3a MeguumMHcka nomoll. Mpu nnnca Ha cumntomn: O6agete ce B LLEHTBP MO
TOKCUKONOIMA nnn Ha nekap.

MPW NOMNbLAHE: M3nnakHeTe ycTaTa He3abaBHo. [laiiTe TEYHOCT 3a NMEHE, aKo /IMLLETO, U3MIOXEHO HA Bb3EiCcTBuE, € B
cbCTOsHME da npernblya. HE npeanssuksaiite nospbluaHe. ObageTe ce Ha 112/nvHelika 3a MeAVLMHCKa MOMOLL.

5.4. YKa3aHuA 3a 6e30nacHO oGe3BpeXxaaHe Ha NpoAyKTa n HeroBaTta onakoBKa

B Kpas Ha TpeTupaHeTo, N3XBbpieTe HEN3MNO/I3BaHWUA NPOAYKT U OrnakoBKaTa B CbOTBETCTBME C MECTHUTE U3NCKBAHUS.
13non3saHmAT NPoAYKT MOXe fAa ce U3XBBbP/U B OGLLI,I/IHCKaTa KaHa/m3auua nnn ga ce U3XBbvbp/iv B AENOTO 3a TOP B 3aBUCUMOCT OT
MECTHUTE U3NCKBaHWS. M3b6sarealiTe N3XBBPIAHETO B OTAE/THA NpeyncTearTesiHa CtaHuma 3a oTnagb4yH BoAw.

5.5. YCNoBus Ha CbXpaHeHUe U CPOK Ha rOAHOCT Ha NPOAYKTa NPV HOPMaJTHU YCOBUSA Ha
CbXpaHeHue

[la ce cbxpaHaBa U3BBLH 0b6cera Ha geua.

[Ja ce cbxpaHaBa NIbTHO 3aTBOPEH B OPUTMHANHUA KOHTEHEP.
[a ce cbxpaHasa mexgay 0 °C n + 30 °C.

Cpok Ha rogHocT: 24 meceua

6. Apyra nicopmauyuns

MbAHUTE HAMMEHOBaHWS Ha eBponelickuTe CTaHaapTu, nocouenn B Pasgen 5.2 ,Mepku 3a HamasnisiBaHe Ha pucka’, ca:
EN ISO 16321 - 3awuta Ha ounTe 1 MLETOo 3a NpodecnoHasiHa ynotpeba
EN ISO 374 — 3almTH/ pbKasuLM cpeLly XMMUYHW NPOAYKTU U MUKPOOPraHn3Mmn

EN 455 - MeanUmMHCKM pbKaBuLM 3a egHOKpaTHa ynotpeba

OBOBLEHNE HA XAPAKTEPUCTUKNTE

03/10/2023
HA NPOAYKTA
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