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Hata CrpaHuua
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KpeoH 25000 kancynii N220

Marepuan Cepusn [aTa n3roToBneHus loaeH ao

1123942 58758 12.2019 11.2022
[lokazaTennu EOMHMLIEL PesylbTaTe Hopmel

M3MEepeHns

OnucaHue
ABYXLIBETHbIE TBEPAbIE XenaTHOBbIE kancynbl Ne 0, COCTOALLME M3 OpaHXEBO-KOPUYHEBON COOTBETCTBYET CM. nokasaTenu
HENPO3PaYHON KPbILLEYKM U BECLBETHOrO NPO3PaYHOro KOpMyca, HanonHeRHbIE
MWHUMUKPOCEpaMK CBETNO-KOPUHHEBOTO LIBETa
MoannHHOCTE: AMUNnasa (TecT No onpeaeneHnio NONOXUTENBHO NONOXUTENBHO
hepMeHTaTUBHOW aKTUBHOCTH)
MoanuHHocTe: Jlunasa (TecTt no onpejeneHnto NONOXKUTENBHO NONOXUTENBHO
hepmeHTaTUBHON aKTUBHOCTH)
MoanuHHocT: [MpoTeasa (TecT No onpeaeneHuo NONOXUTENBHO NONOXUTENLHO
hepMEeHTaTUBHOWM aKTMBHOCTH)
OpHOPOAHOCTL AO3MPOBaHUA (Bapnauus no macce) COOTBETCTBYEeT cooTBeTcTBYEeT EBp.®.
L1=15.0%, L2=25.0%
KpUTEpWIA NpuemMnemocTti = k*s u M=X (cpegHee)
Konu4ecTBeHHoe onpeaeneHne: AMunasa EA Esp.®./kanc. 25284 >= 18000
KonuuecTeeHHoe onpegeneHue: Jlunasa ER Esp.®./kanc. 26979 26250..32500
KonuuecTeerHoe onpegenexue: MNpoTeasa ENl Esp.®./kanc. 1574 >= 1000
Bopa % 3.3 <=40
OcTarTouHbIe OpraHM4eckue pacTBOpUTENHn:
W30NPONUNOBLIA CNUPT % 0,2 <=0,5
OcTaToy4Hble OpraHUYeckue pacTBopMUTENN: aueToH % 0,4 <=0,5
PacteopeHue %, 101 CM. CHOCKY
PacnapgaemocTb (B BOAE) MUH. 4 <=15
O6Lee yncno aspobHbIX MUKPOOPraHU3MOB KOE/r 150 <= 10000
O6ulee YnCno APOXOKEBLIX U NNecHesbIX rpubos KOE/r 20 <= 100
OHTepobakTepui, YCTORHMMBBIX K Xen4n Ir <10 <=100

Salmonella
Escherichia coli
Staphylococcus aureus

*) TpeboBaHMA ANA UCNbITAHWA Ha pacTBoOpeHne

oTtcytcteyet /10T
oTcytcTeyeT/1r

oTcytcTeyeT/1r

orcytcreyet/ 101
oTcytcTeyeTt/1r

oTtcytcTByet/1r

HauBonbLuee 13 sHauyeHuii (Yepes 20 MUH unK 30 MUH) AONXHO BbiTh He MeHee 80% (Q) OT 3anBNEHHO akTMBHOCTU AKNa3SI.

[ara npowuasogcrea: 28.12.2019
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AHanUTU4Yeckue MeTOAbl NCNbLITAHUW, MepeYncneHHble B cneuudrKalmm (COOTBETCTBYHOWKMIK HoMep B cucTeme SOLID
CM. HHXe):

Tect Meton

Onucaxue BN3yanbHas oueHkKa
MoanuHHOCTL Eep.®./ SOLID 0000082709
OpgHOpoAHOCTL A03MPOBAHNA (BapuaLwWs No Macce) Eep.®. 2.9.40
KonwuyecteeHHoe onpepgenerune SOLID 0000082709
Boaa SOLID 0000082711
OcTaTouHble opraHuYeckue pacTeopuTENN P0O000101
PacTteopeHue SOLID 0000088309
PacnagaemocTb kancynbl EBp.®. 2.9.1
06wee yncno aspobHbIX MUKPOOPraHU3MOoB Eep.®. 2.6.12
ObLee YMCNO JPONCKEBBIX U NNECHEeBbIX rpUboB EBp.®. 2.6.12
OHTepobakTepuin, yCTOWYMBEIX K XKENYM Eep.®. 2.6.13
Salmonella Eep.®. 2.6.13
Escherichia coli EBp.®. 2.6.13
Staphylococcus aureus Eep.®. 2.6.13

CooTBETCTBYET perynaTopHbIM TpeboBaHWAM Cneayowmx cTpaH:
Per.Ne Cneu. Ne
Poccwitckas depgepaunsn P No.015582/01 SOLID 0000629218 Bepcus 1.0
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CepTudukaT COOTBETCTBMA

Ynakoska:

20 kancyn Bo N1akoH U3 NONM3TUMNEHA BbICOKOW NMOTHOCTU Genoro uBeTa ¢ HAaBMHYMBAKOLWENCS KPbILLKOW 13
NONMUNPONUMIEHa C KOHTPONMEM NEPBOTO BCKPbITMA. Ha dnakoH HakneeHa aTukeTka. Mo 1 yKynopeHHomy w
3TUKETMPOBAHHOMY (PrIAaKOHY BMECTEe C MHCTPYKLMEN MO MPUMEHEHWNIO B NAYKy U3 KapToHa.

Mapkupoeka:
B cooTBeTcTBUM C HOpMaTWBHbBIM AOKYMEHTOM.

XpaHeHune:
Mpu TemnepaTtype He Bbiwe 25 °C B NNOTHO 3aKPbITON YNaKoBKe.

Cpok rogHocTK:
3 roga. Cpok rogHOCTKM NOCNe NepBoro BCKpbITUA drakoHa- 3 mecaua.

MpoussoanTens akTUBHOW thapmMauesTudeckon cyberaHuum (API), Mcnonb30BaHHOW NpU NPOW3BOACTBE LaHHOW
cepuu:

3660TT 1abopaTopus MMEX

Werk Neustadt
Justus-von-Liebig-Str. 33
D-31535 Neustadt a. Rbge.
Germany

JlnueHana Ha npon3BoACTBO: DE_NI_02_MIA_2019_0011/41401/H-144
Ceptucukat GMP: DE_NI_02_GMP_2019_0013

HacToAawum noaTteepxaalo, YTo BblleyKaszaHHas WHopMauua sABNAeTCA MOANUHHOW W TouHOW. [laHHaa cepusn
npenapata nNpov3BeAeHa, BKNIoYasa ynakoBKy/MapKUPOBKY W KOHTPOMNb Ka4yecTBa B COOTBETCTBUM C TpeboBaHnaMM
GMP MecTHbIX perynsTopHbiX opraHos 1 cneuudukaumnin PerncTpaunoHHoro 4ocbe cTpaHbl-uMmnopTepa. 3anncu no
NPOW3BOACTBY, YNakoBKe U NPOBEAEHWIO aHanmaa npoBepeHsl, cooTeeTcTeme GMP noaTeepXaeHo.

Cepus cooteeTcTBYeT HopmaTuBHoMy gokymeHTy 1 N015582/01-070617 nam. Ne1-3.

HacToawmin ceptucukat chopMmMpoBaH BanuanpoBaHHOW CUCTEMOW W 3aBEPEH 3NEKTPOHHON NOANWUCHID. /7

25.02.2020 / 14:45:05 no ueHTpanbHO-eBPONENCKOMY BPEMEHW, INEKTPOHHas nognuce: Mcabe Beerc leonHomoquHoe rmuo
CepTucukaT NpOBEPEH U YTBEPXAEH.
D660t1T JIhGoparopusz [MEX
3aeoa B r. Hoitwrraar
IOcTyc-gon-JIndur-Tpacce 33 — 31535 Hofwraar-am-Prodendepre, I'epmanns
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