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Abb Ott MepeBog C aHrMUIACKOro A3bIKa Ha PYCCKUMA S3bIK

A Promise for Life

CEPTU®UKAT AHATIU3A
Oata CtpaHuua
24-ceHTabpa-2021 1u33

Kpeon 25000 kancynel Ne20

Matepuan Cepun [ata uaroToBneHua lopeH go
1123942 61103 08.2021 07.2024
[lokazarenu EnuHuMIe PesyneTaTh Hopwmel
M3MepeHus
Onucaxwve
ABYXUBETHbIE TBepAble XenaTUHOBbIE Kancynbi Ne 0, COCTOSALLME N3 OpaH)KEBD'-KOpUNHEBDVI COOTBBTCTBVBT CM. NoKasaTtenun
HENpPOo3paYHON KpbILLEYkU U BECUBETHOIO NPO3PaYHOro Kopnyca, HanonHeHHble
MWUHUMUKPOC(DEepaMu CBETNO-KOPUMHHEBOTO LIBeTa
MoanuHHoCTL: AMUNasa (TecT No onpeaeneHuto NONOXUTENBHO NONOKUTENBHO
(hepMEeHTaTUBHOM aKTUBHOCTH)
MoanuHHocTs: Nlunasa (TecT no onpegeneHuio NONOXWUTENbHO NONOXWUTENbHO
hepMeHTaTMBHON aKTUBHOCTH)
MNoanuHHocTs: MpoTeasa (TecT No onpeaeneHnio NONOXWUTENbLHO NONOXWUTENbHO
hepMeHTaTUBHOW aKTUBHOCTH)
OaHopoAHOCTL f03MpOBaHKS (Bapuayws No macce) CoOTBETCTBYET cootsetcTeyeT EBp.®.

L1=15.0%, L2=25.0%

KpUTEpPUA NpueMnemMocTy = K*s 1 M=X (cpegHee)

KonuiectseHHoe onpeaeneHue: Amvnasa El Eep.®./kanc. 26991 >= 18000
KonwuecTteeHHoe onpenenexve: Nunasa EMl Eep.®./kanc. 27452 26250..32500
KonuuecTseHHoe onpegeneHue: MpoTeasa EAl Eep.®./kanc. 1561 >= 1000

Bopa % 3.3 <=4.0
OcTartouHsle opraHuyeckue pacTBopUTEnu:

M30NpPonNuNoBLIA CNUPT % 0,2 <=0,5
OcTaTo4Hble OpraHuMyeckue pacTBOPUTENK: aLeToH % 0,3 <=05
PacTsopeHve % 104 CM. CHOCKY
PacnagaemocTs (e BOAE) MUH. 2 <=15
ObLee 4ncno aspobHbLIX MUKPOOPraHU3MOB KOE/r 8600 <= 10000
ObLee 4ncno APOXOKEBLIX W NNECHEBbIX rPUGOB KOE/r <10 <=100
OHTepobakTepuil, YCTORYMBLIX K Kenyu I <10 <= 100

Salmonella
Escherichia coli
Staphylococcus aureus

*) TpeBoBaHuA AN5 MCNBITAHKA Ha PacTBOpeHue

oTcytcteyet/ 101
oTcyTereyet/1r
oTcytcTeyetr/1r

otcytcTeyet/ 10T
otcyTeTByet/1r

otcyrcTeyetr/1r

Haubonblwee ns aHaueHnin (4epes 20 MuH unn 30 MUH) 4OMKHO BbITh HE MeHee 80% (Q) oT 3asBNEHHO! aKTUBHOCTU NMNa3bl.

[HaTa npouasoacTea: 04.08.2021
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MepeBoj C aHrMWACKOro A3blka HA PYCCKWi A3bIK

CEPTUDUKAT AHANTU3A

CrpaHuua
2u33

Lata
24-cenTabpa-2021

loaeH Ao

07.2024

[aTa waroToBneHuna

08.2021

neundmnKauumn (CooTBETCTBYHLWMA HOoMep B cucTeme SOLID

Tecr eTo,

Onucaxue BM3yarbHas oueHka
MoanWHHOCTL Esp.®./ SOLID 0000082709
OpHOPOAHOCTL A03MPOBAHVS (Bapyauusa no Macce) Eep.®. 2.9.40
KonuyecTBeHHOE onpejeneHue SOLID 0000082709

Boga SOLID 0000082711
QOcTaToYHbIE OPraHUYeckue pacTBopuTENU F0000101
PacTeopeHue SOLID 0000088309
PacnagaemocTs kancynsl Eep.®. 2.9.1
O6uwee yucno aspobHbIX MUKPOOPTaHU3MOB Eep.®.2.6.12
ObLee YUCNO APOXKEBLIX W NNecHeBbix rpubos Eep.®. 2.6.12
OHTepobaKTEPUIA, YCTORUNBLIX K KEMYM Esp.®. 2.6.13
Salmonella Eep.®. 2.6.13
Escherichia coli Eep.®. 2.6.13
Staphylococcus aureus Eep.®.2.6.13
COOTBETCTBYET perynaTopHbIM TpeboBaHuaM CNeayoLux CTpaH:
Poccuiickaa Pegepaums Per.Ne Cneu.Ne

P No.015582/01
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Abbott MepeBos, C aHrMUACKOro A3kIKA Ha PYCCKUNA A3bIK

A Promise for Life

CEPTU®PUKAT AHATTU3A
OaTta Crpanuua
24-ceHTabpa-2021 3mn33
KpeoH 25000 kancynsi Ne20
Marepuan Cepus [lata u3roToBneHus [ogeH ao
1123942 61103 08.2021 07.2024

CepTuduKaT COOTBETCTBMSA

Ynakoeka:

20 kancyn Bo of1akoH M3 MOMM3TUNEHa BbICOKOW NNOTHOCTU Genoro LBeTa ¢ HaBuHYMBaloLehcs KPbILLKOWA 13
NONWMNPONUMEHa C KOHTPONEM Nepeoro BekpbiTus. Ha cnakoH HakneeHa aTuketka. Mo 1 ykynopeHHomy K
3TUKETUPOBaAHHOMY (PNAKOHY BMECTE C MHCTPYKUMEN No NpUMEHEHWIO B NaYKy U3 KapToHa.

MapkupoBska:
B cooTBETCTBMM C HOPpMaTUBHBIM AOKYMEHTOM.

XpaHeHwue:
Mpu TemnepaType He Bbiwe 25 °C B NNOTHO 3aKpbITOA yNakoBKe.

CpoOK rogHoCTH:
3 roga. Cpok rogHOCTV nocne NepBoro BCKPLITUA donakoHa- 3 Mecaua.

MpoussoanTens akTUBHOW dhapmauesTudeckoit cyBetadHuuu (API), ucnonb3osaHHOW MpU NPOM3BOACTBE AAHHOM
cepuu:

3660T1T Nabopatopus MMBX

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

INuueHsuns Ha NPoM3BOACTBO: DE_NI_02_MIA_2019_0011/41401/H-144
Ceptudpukar GMP: DE_NI_02_GMP_2021_0008

HacToswmum noaTBEpXaal, YTo BbllWeykaszaHHas WHGMOpMauusa ABNAETCS MOANUHHOM W TOYHOW. [laHHas cepus
npenapara npou3BeAeHa, BKYan ynakoBKy/MapKUpPOBKY U KOHTPONb KayecTea B COOTBETCTBUM C TpeboBaHuAMM
GMP MeCTHbIX perynsiTOpHLIX OpraHoB v cneuudukaluii PerncTpauoHHOro Aocke cTpaHbli-uMnopTepa. 3anucu no
NPOW3BOACTBY, YNakoBKE U NPOBEAEHUIO aHanu3a nposepeHbl, cooTeeTcTBe GMP noatsepxaeHo.

Cepusi cooTBeTcTByeT HopmatueHoMy AokymeHTy M N015582/01-161120 ot 16.11.2020.
HacToawwii cepTucbukaT cchopMUpPOBaH BaNWMAMPOBAHHOW CUCTEMON U 3aBEePEeH 3NEKTPOHHON NOANMChLIO.

24.09.2021 / 12:38:56 no UeHTpanbHO-eBPONENCKOMY BPEMEHU, 3NEKTPOHHaRA noanuce Mynao PyesuHr, YnonHomoueHHoe nuuyo.
CepTvdukaT NPOBEPEH U YTBEPXKAEH.
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