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JHara
17-anpens-2020

Kpeon 10000 kancynsi Ne20

Salmonella
Escherichia coli
Staphylococcus aureus

*) TpeboBaHuA ANA UCNBITAHWA Ha pacTBOpeHue

oTtcyteteyet/ 10

oTcyTtcTeyeT/ 1 r

oTtcytcteyet/1r

MaTepuan Cepus [ata usrotoBnenna Cpok rogHOCTK
1123941 58935 12.2019 11.2021
lNMoxkazaTeqanu EovHMIIE PesyJibTaTH Hopwmebl
U3MepeHusd
OnucaHve COOTBETCTBYET CM. nokasaTenwu
ABYXUBETHbIE TBEPADIE XENaTUHOBbLIE Kancynbl N2 2, COCTOALLNE N3 KOPUHHEBOW
Henpo3paYHoN KpbILWEeYKU U NpoapayHoro BecupeTHOro kopnyca,
HanonHeHHblE MUHUMWUKPOCEepaMKn CBETNO-KOPUHHEBOrO LiBETa
MopanuHHOCTb: AMUNasa (TeCT No onpeaeneHno MonoxuTensHo MonoxutensHo
dhepmMeHTaTUBHOW aKTUBHOCTH)
MopnuHHocTk: Jlunasa (TecT no onpefgeneHuto MonoxuTensHo MonoxvtensHo
hepMeHTaTUBHOM aKTUBHOCTH)
MoanuHHocTe: MpoTeasa (TecT No onpejenexuie MonoxutensHo MonoxutensHo
chepMeHTaTMBHOW aKTUBHOCTH
OAHOPOAHOCTE A03MPOBaHWA (Bapuayus no macce) COOTBETCTBYET cooTeeTcTByeT EBp.®.
L1=15.0%, L2=25.0%
KpUTepuiA npueMnemMocTu = K*s u M=X (cpegHee)
KonuuecTeeHHOE onpeaeneHne: AMunasa Ef Esp.®./kanc. 12594 >= 8000
KonuuecTBeHHoe onpeaenenue: Niunaza EAEsp.®./kanc. 14272 11000..13000
KonuuecTseHHoe onpeaenenue: MpoTeasa Ef Esp.®./kanc. 754 >= 600
Boaa % 55 <=40
OcTaTo4HblE OpraHMYecKWe PacTBOPUTENW: U3ONPONUNOBLIV
cnupT % 03
OcTaTouHble opraHMyYeckve pacTBOPUTENN: aLeToH % 0,4
WcneiTaHve Ha pacTBopeHue % 109
PacnapaemocTt (B BOAE) MWH. 4
Obuwee ynucno asapobHbIX MUKpOOPraHU3Moe KOE/r 150
O6LLee YMCNO APOACKEBBIX U NNECHEBbIX rpUBoB KOE/r 10
OHTepobakTepui, yCTORUYMBBIX K Ken4n Ir <10

oTtcyTereyer /10 r

oTcyTcTeyet/1r

oTcytcTeyet/1r

HawBonblwee ua 3HaveHuin (4epe3 20 MuH unu 30 MUH) AomkHO BbITe He MeHee 80% (Q) OT 3aABNEHHOW aKTUBHOCTU

nvnassl.

[ara npoussoacTea: 20.12.2019
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¥ Prowisar Life CEPTH®UKAT AHAJIIBA
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MaTtepuan Cepus [ata narotoenenna  Cpok rogHoOCTH
1123941 58935 12.2018 11.2021

AHanuTuyeckne MeTodbl UCTIbITAHWA, NepeYncnerHblie B cneundukaunn (COOTBETCTBYIOWMIA HOMED B CUCTeMe
SOLID c™. Huxe):

Tect Metog

Onucaxune BM3yanbHas OUeHKa
MoanwnHHOCTb Eep.®. / SOLID 0000082709
OaHOPOAHOCTL A031POBaHMUA (Bapuauus no Macce) Eep.®. 2.9.40
KonuyecTteeHHoe onpeaenexHue SOLID 0000082709
Bopa SOLID 0000082711
OcTaToyHbIe OpraHMYeckue pacTsopuTenu P0000101
PacTBoperue SOLID 0000088309
PacnagaemMocTb kancynsl Eep.®. 2.9.1
Obuwee yncno aspobHbIX MUKPOOPraHU3MoB Esp.®. 2.6.12
Obwee YnMCno APOXOKEBLIX W NNECHEBLIX rpubos Eep.®. 2.6.12
OHTepobakTepui, YCTOMUMBLIX K XKen4un Eep.®. 2.6.13
Salmonella Eep.®. 2.6.13
Escherichia coli Eep.®.26.13
Staphylococcus aureus Eep.®. 2.6.13

CoOTBETCTBYET PETYNATOPHBIM TPeGOBAHWMAM CNEAYHLMX CTPaH:

Per.Ne Cneu.Ne
Poccuiickas depepauus P No.015581/01 SOLID 1000627671 Bepcus 2.0
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CepTudukar cooTBeTCTBMS

Ynakoeka:

20 kancyn BO ¢hnakoH W3 MOMWM3TWNEHa BLICOKOW NMNOTHOCTWM 6enoro LBeTa C HaBWHYMBAKOLWEWnCH
KPbILUKOA W3 NONMMNPOMUMEHa C KOHTPOMEM MEepBOro BCKPbITUS. Ha cnakoH HakneeHa atvkeTka. o 1
YKYNOpeHHOMY U 3TUKETUPOBaHHOMY (DNakoHy BMECTE C MHCTPYKLMEH No NPUMEHEHMIO B NauYKy M3 KapToHa.

Mapkuposka:
B cooTBeTCTBMM € HOPMATUBHBIM AOKYMEHTOM.

XpaHeHue:
lMpu Temnepatype He Bbiwe 25 °C B NNOTHO 3aKPBITON YNaKoBKe.

CpoK rogHocTu:
2 roaa. Cpok roAHoCT Nocne NepBOro BCKPbITUS hnakoHa- 3 Mecsaua.

Mpon3BoanTENb aKTUBHOW capmauesTuyeckoin cyGetaHumm (API), wcnonb3oBaHHON MNpW MPOW3BOACTBE
OaHHOW cepuu:

3660T1T NabopaTopuns MBX

Werk Neustadt

Justus-von-Liebig-Str. 33

D-31535 Neustadt a. Rbge.

Germany

IlnueHauna Ha npousBoacTBO: DE_NI_02_MIA_2019_0011/41401/H-144

Ceptucpukat GMP: DE_NI_02_GMP_2019_0013

HacTtoawum nogreepxaatd, YTo BblleyKazaHHas MHOPMAaLMA RBMAETCA NOANUHEG u, f‘
cepusa npenaparta NpovseeaeHa, BKNOYAA YyNakoBKY/MapKUPOBKY U KOHTPOMb Kayeer THETETBM, C
TpebosaHmaMu GMP MeCTHbIX perynAaTopHbIX OpraHoB U cneuudukaumnii PerncTpauuo Horo fnocké é"rpaHbf
vMnopTepa. 3an1cu No NPoM3BOACTBY, YNaKoBKE M MPOBEAEHUIO aHanuaa NpoBepeHb Zvis)e P

NOATBEPKAEHO. )

Cepusa cootseTcTByeT HopmaTtusHoMy fokymeHTy [ N015581/01-130417 nam. Nei-4.

HacTosAwuit cepTudukaT cchopMUpoBaH BanuaMpOBaHHON CUCTEMON 1 3aBEPEH 3MEKTPOHHOM NOAMUCH!O.

17.04.2020 / 14:32:51 no yeHTpasnbHo-eBpONENCKOMY BPEMEHH, 3NEKTPOHHAn noanuck: Jsena Leapuep,
YNONHOMOYEHHOE NULO.
CepTudukaT NnpoBeEPEH U YTEEPKAEH.
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