MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHO MEJUIIUHCKUSA ITPOAYKT

Locatim pa3TBop 3a nepopajiHO NPHUIOKEHHE TPU HOBOPOJICHH TeneTa 10 12 yaca cies pakaaHe.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0cTaHUMA(H):

KoHIeHTpupaH roBex /i1 JaKToCepyM, ChbpiKal] cneuuudnn umyHornooymuan G cpemy E. coli
F5 (K99) anxe3un > 2.8*loge/ml

*ELISA meton

Excuunuenr

Metun napaxuapokcudenszoar < 0.8 mg/ml.

3a IBIHUA CIIMCHK HA EKCIUIINEHTHTE, BIK T. 6.1.

3. DAPMALIEBTUYHA ®OPMA

Ilepopanen pa3TBop

4. KIIMHUYHHU JAHHHA

4.1 Bujose ;KUBOTHH, 32 KOUTO € npeaHasHaven BMII
HoBoponenu tenera Ha Bb3pacT He moBeye oT 12 yaca.

4.2 TepaneBTHYHHU OKA3aHUS 32 OTAEJTHUTE BUI0BE KUBOTHH

HamansiBane Ha CMBPTHOCTTA, IPUYMHEHA OT EHTEPOTOKCHKO3a, cBhp3ana ¢ E. coli F5 (K99) agxesun
npe3 MbPBUTE JHHU OT XKUBOTA KAaTo J00aBKa KbM MaliunHaTa KoJaacTpa.

4.3 IIpoTuBonmoKa3zanus
Hsama.
4.4 CnenuaJiHu npeana3Hu MepPKM 3a BCEKU B/ KMBOTHH, 32 KOUTO e npeanasHayen BMII

[TpoayKThT € mpon3BeieH OT KOJacTpa, ChOpaHa OT KPaBH, OTTIICKIaHHU TIPH MACUIITHH YCIIOBUSL.
CremoBarento, Kato gobaBka KbM aHTuTeara cpety E. coli F5 (K99), Toii chabpika v aHTHTETA
CpeIy JpyTy OPTaHW3MH B PE3YJITAaT OT BAKCUHUPAHE W/UIIN U3JIaraHe Ha KpaBUTe-I0HOPH Ha
OpTraHW3MH B TAXHATA 3200MKaJIAIIA Cpea.

ToBa TpsiOBa Ja ce UMa MpeIBUJI, KOraTo ce MIAHUPAT POrpaMu 3a BAKCHHUPAHE Ha TeJieTa, KOUTO
moaygasar Locatim.

4.5 CrnenuaJiHu mpeana3Hu MepKy Npu ynorpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDC6aTa Ha IIPpOAYKTa

To3u IpoaYKT MOXKE Ja ChAbpXKaA aHTUTENA cperry Bupyca Ha BVD (BupycHa muapwus mo roBenara).

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUIiaTa, Impujaraimy BETCPUHAPHOMCANNHWHCKHNSA NPOAYKT Ha
XKHUBOTHUTC
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He ca meobxomumu.

4.6 Heb6naronpusitTHupeakuuu (4€CTOTA M BasKHOCT)

He ca n3BectHn

4.7 Ynorpebda mo BpeMe Ha OpeMEHHOCT, JJAKTAIUS HJIH sTiilleHOCeHe
He ce npenopbuBa npuiaraHeTo My 1o BpeMe Ha OPEMEHHOCT U JIAKTaI[usl.

4.8 B3aumopgeiicTBue ¢ IpPyrd BeTepHMHAPHOMEAMLMHCKU INPOAYKTH U Apyru ¢opMu Ha
B3auMO/ielicTBHE

Hsima nanmmana nadopmaris 3a 6e301macHoCTTa M €(hUKACHOCTTa OT ChBMECTHOTO M3ITOJI3BAHE HA TO3H
UMYHOJIOTHYCH BETECPUHAPHOMEIUIIMHCKA MPOIYKT C JPYTH BETCPHUHAPHOMEIUIIMHCKH TPOTYKTH.
[Mopaau Ta3u mpuyYMHA, NPUIATAHETO HA TO3M UMYHOJIOTWUYCH BETCPUHAPHOMEIUIIMHCKH TPOIYKT
TIpeJIv WK Clie/l yroTpedara Ha APYT BETCPHHAPHOMEMIIMHCKH TPOYKT TPsOBa 1a MPEIeH! Criopes
WHIWBUTYaITHYS CITy4ail.

4.9 Jo3a W HAYMH HaA NPUJIOKEHUE

ITepopanno npunoxenue Ha 60 ml KOJIKOTO € Bb3MOXKHO [10-CKOPO, 3a IPEANOYUTaHE € 1a ce
MIPUJIOKHU B ITbPBUTE 4 yaca, HO HE MO-KBCHO OT 12 yaca cies pakKIaHeTo.

[TponykThT TpsOBa Aa ce 1aBa B YUCT BHJ] WIN Pa3TBOPCH B MIISIKO MJIH MJICKO3aMECTUTE Ipe3
nbpBHTE 12 Yaca OT )KMBOTA Ha TEJETO, 32 MPEANOYNTAHE € BEJHAra, IIOM TO CTaHE BB3IPUEMYHBO.
AKo Tenero He € CKIOHHO Jia IpueMe NPOAyKTa, TOH Moke Ja My ObJe TaJIeH U ¢ OOUMKHOBEHA
CIPUHIIOBKA, IOCTABEHA B YCTAaTa.

Kato nombiHeHHEe KbM MPOIYKTa, Ha TEJIETO MOXKE J1a ObJe 1ajieHa U Jpyra HOpMaiHa KoJacTpa.
ITopaau nurnca Ha HHGOpPMaLK, JOKa3Balla KOHKPETHO 0€30I1aCHOCTTa Ha MPUJIAraHeTo Ha I0BeYe OT
e/lHa 7103a, Ce PernopbyBa Ha TeJeTaTa Jia ce aBa €JHOKPATHO CaMo €/[Ha J03a.

4.10 IIpemo3mpane (CHMITOMH, CTIEIITHA MEPKH, AHTHA0TH) aKO € HEOOXOUMO

[Tpu npunaraxe Ha IBOMHA J103a OT MPOJYKTa ce HAOIFOIaBaT MPEXOAHU PEaKkIMy Ha MOBHUIICHA
TeMIIepaTypaTa U yBelIM4aBaHe Ha YecToTaTa Ha JUIIaHe.

411 KapeHTeH cpOK (KapeHTHHU CPOKOBE)

Hyna nuu.

5. GOAPMAKOJIOI'NYHU/UMYHOJIOTI'NMYHU OCOBEHOCTH

ITpoayKTHT IOMBJIBA TIPOTEKTUBHUTE CBOWCTBA HA HOpMasiHaTa Kojactpa cperry E. coli F5 (K99)
aJIXE3WH.

Berepunapuomenuimackn Anatomo-Tepanesrndaer Koa: Q102ATO01

6. DODAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CnuchbK Ha eKCIUITHEHTHTE

MeTun napaxuapoKcHOeH30aT



6.2 OCHOBHM HECHBMECTHMOCTH

[Ipu nunca Ha TaHHM 32 CBBMECTUMOCT, TO3M BETEPHHAPHOMEANLIMHCKH MPOAYKT HE TpsiOBa 1a Obre
CMECBAaH C JPyTH BETEpUHAPHOMEIULIMHCKU TPOTYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BeTepHHAPHOMEANIIMHCKH TpoAyKT: 30 Mecera.
6.4 ChnenuaJHu npeanasHu MEPKH 32 CbXpaHeHHe HA MPOAYKTAa

Ia ce cexpansBa B xmamuiauk (2°C — 8°C).

Jla ce ma3u mppBUYHATA OMAKOBKA BHB BHHIIIHATA OMAKOBKA.

[a He ce 3ampasssa.

6.5 Bwuau chbcTaB HA NBPBUYHATA ONIAKOBKA

Kamon ¢ 1, 6, 12, 24 wiu 48 crekienu daakona ot 60 ml ot tum 11, 3aTBOpeHa ¢ MOJIMITPONUICHOBA
3aryIajiKa ¢ MOJIMETHIICHOBA TIOMOa U OTICIIIeM 3aKJIH0YBAIll IPBCTEH.

6.6 CrnenuajHun npeamnasii MEPKHU 3a YHUIOKABAHE HA HEU3MOJA3BAH MPOAYKT WIN OCTATbIU
OT HEro

Bceku Hen3mon3BaH BeTepHHAPHOMEINIIMHCKA TTPOAYKT WIIA OCTATHIIM OT HEro, TpsOBa 1a Obaar
YHUIIOKEHH, B ChOTBETCTBUE C N3UCKBAHUITA HA MECTHOTO 3aKOHOATEJICTBO.

7. HPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

Biokema Anstalt

Pflugstrasse 12,

9490 Vaduz,

FURSTENTUM LIECHTENSTEIN

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/99/011/001
EU/2/99/011/002
EU/2/99/011/003
EU/2/99/011/004
EU/2/99/011/005

9. JATA HA ITbPBOTO U3JABAHE / IOJHOBABAHE HA JIMIIEH3 JIMIIEH3A 3A
YIIOTPEBA

Jlata Ha TBPBO M3JaBaHe Ha JIMIEH3 3a ynorpeda: 29/03/1999
Jlata Ha mocJeiHO MOHOBSBAaHE HA JIMICH3 3a yrnoTpeba: 05/12/2008

10. [JATA HA NOCJVIEJHATA PEJAKIIUA HA TEKCTA

IMoapo6Ha uHpOpPMAIKS 3a TO3M MPOIYKT MOXKE J]a HAMEPHUTE Ha MHTEPHET CTPAHHUIIATA HA
Erponeiickata Arenrus no Jlekapctsata http://www.ema.europa.eu/.
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http://www.ema.europa.eu/

3ABPAHA 3A ITPOJAXKBA, JTJOCTABKA U/HNJIN YIIOTPEBA

ITpou3BoOACTBO, BHOCA, MPHTEXKABAHETO, MpoAaxbaTa, CHaOAIBaHETO W/ WK yroTpeba Ha Locatim
Morart 1a ObaaT 3abpanenu B [IbprkaBa wieHKa — Ha I[sUT1aTa MM 9acT OT HEfHATa TEPUTOPHS, B
CHOTBETCTBHE C HAIIMOHATHOTO 3aKOHOIATENICTBO. BCAKO JiHIle, KOSTO TIaHMpa JIa MPOU3BEXKIa,
BHECe, TIPUTEXkaBa, pojaae, cHabdu 1/ wiu ynmoTpedbu Locatim tpsioa ma ce chriacysa ¢
KOMITCTEHTHHUTE BJIACTH Ha ChOTBETHATA CTPaHA WICHKA, OTHOCHO JCHCTBAIATa BAKCHHAIIMOHHA
HOJINTHKA TIPESIH IPOU3BOJCTBOTO, BHOCA, TPUTEKABAHETO, MPOIaKOaTa, CHAOIIBAHETO W/ WK
ynorpebara Ha MPOIYKTa.



MNPUJIOXKEHUE 11
INPOU3BOJUTEJI HA BUOJIOTNYHO AKTUBHATA CYBCTAHLIUA U
MMPON3BOJUTEJI OTTOBOPEH 3A OCBOBOXIABAHE HA
ITAPTUJATA

YCJOBUA NJIN OT'PAHUYEHNUS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIHA CE JO INPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A. TIPOU3BOJIUTEJ HA BHOJOI'MYHO AKTHUBHATA CYBCTAHIIMA H
MNPOU3BOJUTEJI OTT'OBOPEH 3A OCBOBO/KJABAHE HA ITAPTUIATA

HMe u agpec Ha IPOU3BOAUTEIS HA OMOJIOTHYHO aKTUBHATA CV6CTaHIII/I$I

Biokema SA

Chemin de la Chatanérie 2
1023 Crissier-Lausanne
LIBEULIAPUSI

HMe n agpec Ha MPOW3BOAMTENS, OTTOBOPHO 3a OCBO60)KI[aBaH€TO Ha napTyjaara 3a nponamGa

Biokema Anstalt

Pflugstrasse 12,

9490 Vaduz,

FURSTENTUM LIECHTENSTEIN

B. VYCJOBUA WJIN OI'PAHUYEHHS B JIMIEH3A 3A YHNOTPEBA HA BMII,
OTHACHIIMA CE JO NPEAJATAHETO NJIA YIIOTPEBATA MY

Ja ce oTmycka caMo 1O JIEKapcKO MPEeNrCcaHue.

B crotBercTBue ¢ wi. 71 Ha Jlupektura 2001/82/EC na EBponeiickus mapiameHT u ChBeTa KakTo €

n3MeHeHo, CTpaHUTE YWICHKA MOTaT B ChOTBETCTBUE C HAIMOHAIHOTO 3aKOHOAATENICTBO /1a 3a0paHsT

MPOU3BOICTBOTO, BHOCA, ChbXpaHEHHE, POAaXK0AaTa, TOCTaBKaTa U/WIH yHoTpedaTa Ha UMYHOJOTHYHU

BETEPUHAPHOMEIUIIMHCKY TPOAYKT Ha Isj1aTa CH TEPUTOPHS WIIH HAa YaCT OT Hes, aKO YCTAHOBSIT, Ue:

a) MIpPHUJIaTaHeTO HA BETEPUHAPHOMETUIIMHCKYS IPOYKT HA )KHBOTHH Il TOTPEYH Ha
M3ITBIHCHNUETO Ha HAIlMOHATHA MTPOorpaMa 3a TUAarHOCTHKA, KOHTPOII WX eNUMUHUpPaHEe Ha
3a00JIIBaHUATA 110 )KUBOTHUTE, WJTH 1€ Ch3/1aJIc TPYIHOCTH MPU YCTAaHOBSIBAHE OTCHCTBUETO HA
KOHTaMUHAIIUS TIPH KUBH KUBOTHU, TIPU XPAHUTEITHU WIH IPYTU TPOAYKTH, IOJTYICHH OT
TPETUPAHU KUBOTHH.

b)  3abonsBanumsiTa, 32 KOWUTO € MpeAHA3HAYEH MPOJYKTA C i€ MOBHIIABAaHE HA MMYHHTETA IO
roJisiMa CTeIeH OTChCTBAT Ha TEPUTOPHUSATA 32 KOSITO CE€ OTHACH.

C. CTATYC HA MACOK

AxTuBHaTa CyOCTaHIMsI € ¢ OHOJOrMYEH MPOU3XOJM U € MpeJHa3HAaYCHA 3a M3rPakJaHe Ha MACHBEH
UMYHHTET, KaTo He nomaja B ooxsata Ha Permament (EC) No 470/2009.

Excruunuenrture, mocodenu B T. 6.1 Ha KpaTkaTta xapakrepucTrka, ca pa3peiieHd CyOCTaHI|H, 3a
kouTo B Tabnuma 1 Ha [Ipunoxenunero kpm Pernmament (EC) No 37/2010 we ce m3uckBat M/ICOK



MNPUKJIOXKEHMUE 111

ETUKET U JIUCTOBKA 3A YIIOTPEBA



A. ETUKET



NHOOPMAILUSA, KOATO CE U3IIMCBA BBPXY BBbHIIIHATA OITAKOBKA

KYTHA 1 x 60 ml
KYTUSA 6 x 60 ml
KYTHA 12 x 60 ml
KYTHA 24 x 60 ml
KYTHA 48 x 60 ml

1. HAUMEHOBAHUE HA BETEPUHAPHO MEJUIIUHCKUSA ITPOAYKT

Locatim pa3TBop 3a nepopaiHo NPHIOKEHUE IIPH HOBOPOAEHH TelieTa 10 12 yaca ciel| paxkaaHe.

‘ 2. CbABbP/KAHUE HA AKTUBHATA(MTE) CYBCTAHIMA(N)

KoHIeHTpupaH roBex i1 JaKToCcepyM, ChbpiKkam] cneuuuaan umyHornooynuau G cpemry E. coli F5
(K99) agxezun > 2.8 logio/ml.

‘ 3. DAPMALEBTUYHA ®OPMA

Ilepopaien pa3TBop.

4. PASMEP HA HA OITAKOBKATA

60 ml.

6 x 60 ml
12 x 60 ml
24 x 60 ml
48 x 60 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

HoBoponenu tenera Ha Bb3pacT He MmoBeye oT 12 yaca.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

IIpeau ynorpeba mpoyeTy JUCTOBKATA.

‘ 7. METO/A 1 HAYUH HA ITPUJIOKEHUE

[Ipenn ymoTpeda nmpoyeTn JINCTOBKATA.

8. KAPEHTEH CPOK

KapenreH cpok: Hyna THU

9. CHELHUAJIHU HPEAYHPEXIEHUESN, AKO E HEOBXOAUMO
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[Ipexn ynotpeba mpoyeT IMCTOBKATA.

10. CPOK HATOJHOCT

lNonen no {meceu/zoouna}

11. CHEINUAJIHU ITPEAIIASHU MEPKU ITPU CbXPAHEHUE

Ja ce cpxpansiBa B xiammwinuk (2 C — 8 C).
[a ce ma3u mppBUYHATa ONIAKOBKA BHB BHHIITHATA OMAaKOBKA.
Jla He ce 3ampassiBa..

12. CIHEIUWAJIHU MEPKHU 3A YHUILIOKABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHBA

YHI/IHIO)KCTC OCTAaTbYHUTEC MaTCpHaJIM B CbOTBETCTBHUEC C UBNUCKBAHUATA HA MECTHOTO
3aKOHOOAaTCJICTBO.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PASITPOCTPAHEHUETO "
YIIOTPEBATA, AKO E ITPHJIOKNUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka caMo Mo JIEKapcKo MpenucaHue.

BHOCHT, IpuTEKaBaHETO, POAaXK0OaTa, CHAOASIBAHETO U/ WK yIIOTpeda Ha TO3H
BETEPUHAPHOMEIUIIMHCKH MPOIYKT MOTaT Jia Obat 3a0paHeHu B HSAKOM CTPAHU WICHKH, Ha IsIaTa
WM YacT OT TAXHATA TePUTOPHS. Bk jarcTOBKATA 3a JOMBIHUTENHA HHPOPMALIHS.

14. HAIANUCBHT “IJA CE CBbXPAHSBA JAJIEY OT IIOTJVIEJA U HA HEJOCTBITHHU
3A JEIIA MECTA”

)Ia CC CbXpaHsBa Aajied OT 1orjicaa U Ha HEAOCTBITHU 3a JI€1ia MECTaA.

15. HUME U ITOCTOSSHHUA AIPEC HA TPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

Biokema Anstalt

Pflugstrasse 12,

9490 Vaduz,

FURSTENTUM JIMXTEHILIANH

16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/99/011/001
EU/2/99/011/002
EU/2/99/011/003
EU/2/99/011/004
EU/2/99/011/005
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‘ 17. TAPTHUIAEH HOMEP

Lot {Homep}

NHOOPMAILUS, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

BBHTPEIIEH TEXHUYECKHU CIYYAH

1. HAUMEHOBAHUWE HA BETEPUHAPHO MEJUIIMHCKUSA TPOAYKT

Locatim pa3TBop 3a mepopaiHo MpUIOKEHHE IIPH HOBOPOJIEHHM TeeTa 10 12 vaca ciel pakaaHe.

| 2. CbJABPKAHUE HA AKTUBHATA(MTE) CYBCTAHIUSI(H)

KoHIleHTprpaH rOBSK /U JaKTOCEPYM, ChIbpiKalll crienupuaan umyHornooymuau G cpemnty E. coli F5
(K99) agxezun > 2.8 logio/ml.

‘ 3. DAPMALEBTUYHA ®OPMA

IIepopaien pa3TBop.

4. PASMEP HA HA OITAKOBKATA

6 x 60 ml

5. BUJIOBE JKMBOTHMH, 3A KOUTO E ITPEJJHA3HAYEH BMII

HOBOpOJleHI/I TCJICTA Ha Bb3PAaCT HE IIOBCYC OT 12 gaca.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

[Mpeau ynorpeba mpoveTH JTUCTOBKATA.

‘ 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

[Ipean ynorpeba mpoueTu IMCTOBKATA.

8. KAPEHTEH CPOK

Kapenten cpok: Hya THHA

9. CHELHUAJIHU TPEAYIPEXIEHUESN, AKO E HEOBXOAUMO

[Ipenu ynotpeda mpoyeTH JUCTOBKATA.

10. CPOK HA TOJHOCT
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Tonmen no {meceu/z00una;}

11. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU CbXPAHEHUE

Ha ce cpxpansiBa B xiamwinuk (2 C — 8 C).
[a ce masu mppBUYHATa ONIAKOBKA BHB BHHIITHATA OMAaKOBKA.
Jla He ce 3ampassiBa..

12. CIHEIUWAJIHU MEPKHU 3A YHUILIO’KABAHE HA HEU3IIOJI3BAH TPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHBA

yHI/IH_IO)KCTC OCTATBbYHUTEC MAaTCpHUAJIM B CbOTBETCTBHUEC C U3UCKBAHUATA HA MECTHOTO
3aKOHOIAaTCJICTBO.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PASITPOCTPAHEHHUETO "
YIIOTPEBATA, AKO E ITPHJIOKNUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka caMo 1o JIEKapcKo MpeucaHue.

BrochT, mpuTekaBaHeTo, MpoAakOaTa, CHaOAIBAHETO M/ WM yHoTpeda Ha TO3H
BETECPHHAPHOMEIUIIMHCKH IIPOAYKT MOrar Aa ObJaT 3a0paHeHH B HAKOU CTPAHM WICHKH, Ha IsjaTa
WM YacT OT TSAXHATa TePUTOPHs. BHk JrcTOBKATA 3a JOMBJIHUTENHA HHPOPMAIIHS.

14. HAJIUCHT “JIA CE CbXPAHSIBA JAJEY OT IMOTJIEJA U HA HEJOCTBITHA
3A JIEHA MECTA”

I[a CC ChbXpaHsBa Aajied OT Iorjieaa U Ha HEAOCTBITHU 3a JI€1a MECTA.

15. HUME U ITIOCTOAHHUA AIPEC HA ITPUTEXATEJIS HA JIMIEH3A 3A YIIOTPEBA

Biokema Anstalt

Pflugstrasse 12,

9490 Vaduz,

FURSTENTUM JIMXTEHILANH

16. HOMEP(A) HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/99/011/001
EU/2/99/011/002
EU/2/99/011/003
EU/2/99/011/004
EU/2/99/011/005

17. TAPTHUIAEH HOMEP

Lot {Homep}
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MUHHUMYM UHOOPMALIUA, KOATO TPABBA JJA BbJE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMH BMII, KOUTO CBABPKAT EJUHUYHA J1O3A

®DJIAKOH C

1. HAUMEHOBAHUE HA BETEPUHAPHO MEJIUIIUHCKUA ITPOAYKT

Locatim pasTBop 3a mepopanHo MpUIOKEHHE IIPH HOBOPOJEHHM TeeTa 10 12 vaca ciel| pakaaHe.

‘ 2. KOJIMYECTBO HA AKTUBHATA CYCTAHLUA (M)

KoHIleHTprpaH rOBSX/IU JAKTOCEPYM, ChIbpiKalll crienuuaan umyHornooymuau G cpemty E. coli F5
(K99) amxesnn >2.8 logie/ml.

‘ 3. CBABPXKAHUE CIIPSIMOMACA, OGEM WJIH BPOM HA EIUHUYHUTE 103U

60 ml.

4. HAYUHM) HA ITPUJIIOKEHUE

[lepopamHo mpunoxenne Ha 60 ml BE3MOXKHO HalH-CKOPO, 3a TPEATIOYATAHE U J]a ce Aajle TIpe3
bpBUTE 4 Yaca, HO He MO-KbCHO OT 12 yaca cien paxkaaHe.

5. CbABP)KAHUE HA AKTUBHATA(MTE) CYECTAHLIUSI(H)

KapenteH cpok: Hyna THU.

| 6. MAPTHMJIEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJHOCT

l'ogen no {meceryroaunna}

‘ 8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJNIWMHCKA YIIOTPEBA”

CaMmo 3a BETepHHAPHOMEIMIINHCKA yIIOTpeoa.
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B. IUCTOBKA
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JIUCTOBKA :
Locatim pa3TBop 3a nmepopajHo NPUJI0KeHHe IPU HOBOPOIeHH TeJieTa 10 12 yaca caen
paxaane.

1. HME W IOCTOSIHHMS AJIPEC HA YIIPABJIEHUE HA IIPUTEKATEJISI HA
JIMIIEH3A 3A YIIOTPEBA M HA IPOU3BOIUTEJISI, AKO TE CA PA3JIMYHU
JIUIA

HDI/ITC)KaTeJ'I Ha JIMIICH34a 3a VHOTDe6a U IIPOU3BOAUTEII, OTTOBOPEH 3a OCBO60)K,I[aBaHe Ha Dapryjaara.
Biokema Anstalt

Pflugstrasse 12,

9490 Vaduz,

FURSTENTUM JIMXTEHILIAWH

2. HAUMMEHOBAHUE HA BETEPUHAPHO MEJUIIUHCKUSA TPOAYKT

Locatim pa3TBop 3a nepopaiHo NPHIOKEHUE IIPH HOBOPOJCHH TelieTa 10 12 yaca ciief| paxkaaHe.

3t CbABbPKAHUE HA AKTUBHUTE CYBCTAHIMU U EKCOUUIIUEHTUTE

KoHIIeHTprpaH rOBEeX K JTAKTOCEPYM, ChIbpikan] crenuduaan umyHornooymuau G cpemnty E. coli F5
(K99) agxesun > 2.8*logio/ml.
*ELISA meton

Mertun napaxuapokcudensoar < 0.8 mg/ml.

4, TEPAIIEBTUYHU ITOKA3AHUMA

HamansiBaHe Ha CMBPTHOCTTA, IPHYMHEHA OT EHTEPOTOKCHKO3a, cBbp3ana ¢ E. coli F5 (K99) aaxesun
npe3 IbPBUTE JAHU OT KUBOTA KaTo 100aBKa KbM MaluMHAaTa KOJIacTpa.

5. INPOTUBOITIOKA3AHUSA

Hsawma.

6. HEBJIATOIIPUSITHU PEAKLIUN

He ca u3Bectnm.

AKo 3a0enexuTe HIAKaKBY HEOJaronpUsATHU PEaKIIMU, BKIIFOUUTEIHO M TAKMBAa, KOUTO HE Ca OIUCAHU B
Ta3M JIMCTOBKA WJIM MHUCIIUTE, Y€ BETCPUHAPHOMEAMIIMHCKHUS IPOAYKT HEe pabOTH, MOJIS 1a YBEIOMUTE
Bamms BeTepuHapeH Jiekap.

7. BUJIOBE ’JKUBOTHMU, 3A KOUTO E ITPEJJHA3HAYEH BMII

HoBoponenu tenera Ha Bb3pacT He moBede oT 12 gaca

8. JAO3UPOBKA 3A BCEKHU BU/I ’KUBOTHO, METO/J U HAYUH HA IIPUJIAT'AHE
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ITepopanao nmpunoxenue Ha 60 ml BE3MOKHO Haii-CKOpO, 3a MPEAIOYNUTAHE € J1a Ce AaIe Ipe3
IBPBUTE 4 Yaca, HO HE MO-KBCHO OT 12 Jaca cien paxmaaHeTo.

2 CBBET 3A IPABUJIHO INTPUJIOKEHUE

[MpoaykThT TpsiOBa J1a CE JaBa B YUCT BUJ] HJIU PA3TBOPEH B MIIKO WJIM MIICKO3aMECTHTEI Tpe3
TBpPBUTE 12 9aca OT )KWBOTA HA TEJIETO, 3a MPEATIOUNTAHE € BEHATA, IIIOM TO CTaHE BH3IMPUEMIHBO.
AKO TeleTo He € CKJIIOHHO JIa IpUeMe MPOIyKTa, TOW MOXKe J1a ce /1ajie ¢ OOMKHOBEHA CIIPHUHITOBKA,
MOCTaBEHA B ycTarTa.

Karo mompinHeHHe KbM TPOIYKTa Ha TEJIETO MOXKE Aa ObJe NajieHa U Apyra HOpMaaHa KoJdacTpa.
[Nopaau nurca Ha nHPOpPMAIUs, TOKa3Bala KOHKPETHO 0€30MIaCHOCTTA Ha IPUJIAraHeTO Ha IMOBEYEe OT
€JlHa /1032, Ce MPETopbUBa Ha TeJeTaTa Ja ce JaBa eAHOKPATHO caMo eaHa 103a.

10. KAPEHTEH CPOK/KAPEHTHU CPOKOBE

Hyna nau

11. CHELNHUAJIHMU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce chxpaHsiBa aned OT MOTJie/ia M Ha HeJOCTHITHH 32 JIela MecTa.

Ia ce cpxpansiBa B xiaamwiHuk (2°C — 8° C).

Jla ce ma3u mppBUYHATA OMAKOBKA BHB BHHIIIHATA OMAKOBKA.

[a He ce 3ampa3siBa.

[a He ce M3M0I3Ba TO3HW BETEPHUHAPHOMEIUIIMHCKH MTPOAYKT CJe]] M3THYaHEe CPOKa Ha TOAHOCT,
MOCOYEH BBPXY eTuKeT cien ['oxeH no {Mecen/roauna}.

12. CHELUWAJIHU NPEAYIOPEXIEHUS

CrenuaaHy OpeayIpeXIeHNs 32 BCEKH BUJI JKMBOTHH, 33 KOUTO € npeaHa3Hayed BMIT:
[TpoayKTHT € MPOU3BEIeH OT KOJIacTpa, ChOpaHa OT KPaBH, OTIVICHKIaHHU TIPU MACUIITHH YCIIOBUSI.
CriefoBareiHo, kato 1o0aBka KbM anTuTenara cpemty E. coli F5 (K99), Toii chabpika u aHTHTEIA
CpeIy JpyTy OPraHu3MHU B PE3YJITaT OT BaKCUHUPAHE W/UIIN U3J1araHe Ha KpaBUTe-JA0HOPH Ha
OpraHu3MH B TSXHATa 3200HMKAJISIIA CPEa.

ToBa TpsiOBa Ja ce Ma MpeBUJI, KOraTo ce IJIaHUPaT MPOrpaMu 3a BAaKCUHUPAHE Ha TeJieTa, KOUTO
nosryyasar Locatim.

CrenaaHy IpeAna3Hil MEpKH Ipu yrnorpeoda:
To3u npoayKT MOXe Ja ChIbpKa aHTUTENa cpelly Bupyca Ha BVD (BupycHa n1uapusi o roBeaara).

BpeMeHHOCT U JIaKTalusl:
He ce mpenopbuBa U3non3BaHeTo My 10 BpeMe Ha OpEMEHHOCT U JIaKTaIlvsl.

B3aI/IMOZIeI>'ICTBHe C APYI'M BETCPUHAPHOMCANITMHCKHU MMPOAYKTH U APYI'H d)ODMI/I Ha B3aHMO}IeI7[CTBHe:
Hsima HanmuHa nHpopManus 3a 6€30macHOCTTa U €UKACHOCTTA OT ChbBMECTHOTO M3ION3BaHE HA TO3U
MMYHOJIOTHYEH BETEPUHAPHOMEIUIIMHCKUA MPOLYKT C IPYTd BETEPUHAPHOMEIULIMHCKH MPOIYKTH.
[lopanu Ta3u mpuyMHA, NPUJIAraHeTO Ha TO3W MMYHOJIOIMYEH BETEPUHAPHOMETUIIMHCKU MPOIYKT
Tpe/Iv WK Clie/l ynotpedara Ha JIpyr BeTePHHAPHOMEIUIIMHCKH TPOJYKT TPsiOBa Jia MPEIeH! Crope
WMHINBUIYaTHUS CITydail.

IIpeno3upane (CUMIITOMH, COEIITHU MEPKHU, AaHTUIOTH):
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[Ipu npuitarane Ha IBOMHA /103a OT MPOAYKTa ce HAOJIF0AaBaT MPEXOIHU PEaKIUH Ha
MMOBUIIICHATEMIIEpATypaTa U yBeIMUaBaHe Ha YeCTOTaTa Ha IUIIaHe.

HecsBMecTMOCTH
IIpu nunca Ha JaHHU 32 CBBMECTUMOCT, TO3W BETEPUHAPHOMEIUITMHCKH MPOIYKT HE TPAOBa 1a Obe
CMECBaH C JPyTH BETEPUHAPHOMEIUIINHCKU TIPOITYKTH.

13. CIEIUWAJIHU MEPKHU 3A YHUIIIO’KABAHE HA HEM3IIOJI3BAH ITPOAYKT
NJIN OCTATHLUU OT HEI'O, AKO UMA TAKUBA

IlonuTaiiTe Bamus BeTepuHapeH jekap KakBo Aa npaBute ¢ HeHykHuTe BMII. Te3u mepku nie
MIOMOTHAT 3a OIIa3BaHE Ha OKOJIHATA Cpefa.

14. JATA HA ITIOCJIEJHATA PEJAKIUA HA TEKCTA

IMonpo6Ha nH(OPMAILHS 32 TO3H BETCPHHAPHOMEIUIIMHCKHU POIYKT MOXKE JIa HAMEPUTE Ha HHTEPHET
crpanuiiata Ha EBponeiickara Arenius no Jlekapcteara http://www.ema.europa.eu/.

15. JOHNBJHUTEJHA UH®OPMALIUA

ITpoayKTHT IOMBJIBA IPOTEKTUBHUTE CBOMCTBA HA HOpMasTHaTa Koyactpa cperry E. coli F5 (K99)
aJIXE3WH.

Omnaxkogka: 1, 6, 12, 24 viu 48 daakona ot 60 ml.

[Tpou3BoACTBO, BHOCA, MPHUTESKABAHETO, MPOAaxbara, CHabMIBaHeTO U/ WK yrotpeba Ha Locatim
Morar aa obaat 3abpaneHu B J[ppkaBa 4ieHKa — Ha IsJ1aTa MU YacT OT HeWHaTa TePUTOPHsL, B
CHOTBETCTBHE C HALIMOHATHOTO 3aKOHOATENICTBO. Besiko nuie, KoeTo miaHupa Jia mpou3Bexa,
BHECE, IPUTEXKaBa, pojaae, CHabau 1/ wiu ynotpebu Locatim tpsibBa 1a ce chriacysa ¢
KOMIIETEHTHHUTE BJIACTH Ha CHOTBETHATA CTPaHa WICHKA, OTHOCHO JeHCTBAaIaTa BAKCHHAIIMOHHA
MIOJIUTHKA TIPEIN MIPOU3BOJICTBOTO, BHOCA, IPUTEIKABAHETO, MPOJIakdaTa, CHaOASIBAHETO W/ WIIH
yrnorpebara Ha MPOIYKTa.

3a Besika nH(MOpMaIKs OTHOCHO TO3U BETEPUHAPHOMEICIIUHCKH TIPOTYKT, MOJISI CBBPIKETE CE C
TePUTOPHATHUS MIPEACTABUTEN Ha IPUTEXKATENsI Ha JIMIEH3a 3a yrnoTpeoa.
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