Abbott

A Promise for Life

MepeBop C aHrMWACKOro A3blka Ha pYyCCKUiA A3bIK

CEPTUOUKAT AHATTU3A

[lata Crpanuua
06-okTabpa-2021 1133

Kpeon 25000 kancynbl Ne50

MaTtepuan Cepua [laTa WaroToBNEHUR [oaeH no
1123945 61140 04.2021 03.2024
TokasaTenu EOMHMLUE Pe3yllbTaThl HopMel
M3MEepeHUus
Onucaxue
ABYXUBETHLIE TBEPAbIE wenaTuHoBbIe Kancynbl Ne 0, cocToawme U3 opaHmeao-KoquHeaoﬁ COOTBETCTBYET CM. nokasarenu
Henpo3payHoW Kpbllleyku 1 GecpeTHOro Npo3payYHOre Kopnyca, HanonHeHHbIe
MMHMMMKpﬂCChepaMH CBBTJ‘IO-KOPW-%NGBUFO upera
MoANMHHOCTL: AMunasa (TECT NO ONPeAeneHuio nonoXuTensHo NONOXUTENBHO
thepMeHTaTUBHOW aKTMBHOCTH)
MoanuHHOCTb: Jlunasa (TeCT no onpeieneHuio NONOXNTENBHO NONOXWUTENBHO
hepMEHTATUBHON aKTUBHOCTY)
MoanuHHoCTL: MpoTeasa (TecT no onpeaeneHnio NOMOXNTENBHO NOMNOXMTENbHO
thepMeHTaTUBHOA aKTUBHOCTH)
O4HOPOAHOCTE A03MPOBAHUA (Bapnauua no macce) COOTBETCTBYET cooTseTcTeyeT EBp.®.

L1=15.0%, L2=25.0%

KpUTEPWIA NpUEMNEmMocTy = K*s n M=X (cpeaHee)

EQ Esp.®./kanc.

KonuyecTeeHHoe onpejeneHue: Amunasa 27591 >= 18000
KonuuecTeeHHoe onpeaenetue: Nlunasa E/l Eep.®./kanc. 27040 26250..32500
KonuuecTseHHoe onpeaenexue: MNpoTeasa EQ Eep.®./kanc. 1617 >= 1000
Bopa % 3,0 <=40
OcTaTouHble OpraHWYecKkne pacTBopuTeny:

M30MpPONUNOoBbIA CAUPT %, 0,2 <=0,5
OcTaTouHble OpraHM4Yeckue pacTBOpUTENW. aueToH % 0,3 <=0,5
PactsopeHue % 93 CM. CHOCKY
PacnagaemocTb (B BOAE) MWH. 2 <=15
O6Lee 4ncno aspobHbIX MUKPOOPraHU3MoB KOE/r 55 <=10000
OBLee YMCNO APOXOKEBLIX U MNECHeBbIX rpnGos KOE/r 10 <=100
OHTepobakTepuit, yCTOMUNBLIX K KENHU Ir <10 <=100

Salmoenella
Escherichia coli
Staphylococcus aureus

*) TpeboBaHNA ANA UCMbITAHKA Ha PacTBOpEHNE

otcytcTeyet /10T
otcytcTByeT/1r

otcytcteyeT/1r

otcytcTeyet/ 10T
otcytcteyet/1r

oTcyTcTeyet/1r

HavBonbLuee 13 3HaueHni (epea 20 MuH nim 30 MIUH) AOMKHO 6biTb He meHee 80% (Q) OT 3aABNEHHON aKTUBHOCTH NMNaskl.

[ata npovn3soAcTea (OA.MM.ITTT): 02.04.2021
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MepeBoa ¢ aHrMMIACKOro Aabika Ha pyCCcKuiA s3bIK

CEPTU®UKAT AHATNU3A
Oara CrtpaHuua
06-okTAGPs-2021 2133
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04.2021 03.2024
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CooTBeTCTBYET perynsTopHbiM TpeboBaHMAM crieayoLMx cTpaH:

Poccuiickas ®epepauyus

Per.Ne
P No.015582/01

Cnewy.Ne
RDSpecDP001357/1 (SOLID 0000629218 Bepcus 1.0)
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Abett MepeBoa C aHrMUACKOrO A3bIKa Ha PYCCKUIA A3bIK

A Promise for Life

CEPTUOUKAT AHAIIN3A
Harta CrpaHuua
06-okTbpA -2021 3un33
KpeoH 25000 kancynekl Ne50
MaTtepwan Cepus [arta uaroToBneHus lopeH oo
1123945 61140 04.2021 03.2024

CepTHdvKaT COOTBETCTBUA

Ynakoska:

50 kancyn Bo nakoH U3 NonMaTUNeHa BbICOKOW NMOTHOCTY 6enoro UBeTa C HaBUHYMBAIOLLENCS KPbILUKOW W3
NONWNpPONUAeHa C KOHTPONeM nepeoro BekpbiTvsA. Ha cnakoH HakneeHa 3TukeTka. o 1 ykynopeHHomy u
3TVKETVPOBAHHOMY (hNakoHy BMECTe C UHCTPYKLWe No NPUMEHEHUIO B Nauky U3 KapToHa.

MapkupoBka:
B cooTBeTCTBMM C HopMaTUBHBIM JOKYMEHTOM.

XpaHeHue:
Mpv Temnepatype He Bbilwe 25 °C B NNOTHO 3aKPLITOR yNakoBKe.

Cpok rogHoCTH:
3 roga. Cpok roAHOCTM NOCNe NEepPBOro BCKPLITUS thnakoHa- 3 mecsaua.

Mpou3soanTENL aKTUBHOR hapMaLeBTUYecKow cyBeraHyun (API), ncnons3oBaHHON NpW NPOU3BOACTEE AaHHoW
cepuu:

3660TT NlabopaTopna MMBX

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

JInueH3ns Ha NPOV3BOACTBO:! DE_NI_02_MIA_2020_0044/41401/H-144

Ceptudukat GMP: DE_NI_02_GMP_2021_0008

HacToALuM NoATBEpXKAal0, YTO BbllleyKadaHHas UHdopMaUusa ABNAETCA NOANWHHON 1 To4HOW. [laHHas cepus
npenapara nNpou3BeaeHa, BKMIO4as ynakoBKy/MapKNpOBKY 1 KOHTPOMb KA4ECTBA B COOTBETCTBMM C TpeboBaHuAMM

GMP MECTHbIX perynaTOpHbLIX OpraHoB v cneuudukauuin PernctpaymoHHoro Aocke cTpaHbl-umnopTepa. 3anucu no
NPOV3BOACTBY, yNakoBKe W NPOBEAEHWIO aHanuaa npoeepeHbl, COOTBETCTBUE GMP noatesepxaeHo.

Cepus cooTBeTcTBYeT HOPMaTUBHOMY AOKYMEHTY M N015582/01-161120 ot 16.11.2020.

HacTosLynit cepTudukaT cchopMUpoBaH BanMaMPOBaHHON CUCTEeMO 1 3aBepeH 3NEKTPOHHOW NOANUCHIO.

06.10.2021 / 09:54:07 No LEHTPanbHO-eBPOMNENCKOMY BPEeMEHH, 3NneKTPOHHaA NoANNCH! mao Py3uHr, YnonHomMo4eHHoe nnuo.
CepTudukaT NPOBEPEH K yTBEPXAEH.
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