Abbott MepeBoa ¢ aHIMMACKOTO R3bIKA HA PYCCKUA A3bIK

A Promise for Life

CEPTU®UKAT AHAJIA3A
Jata Crpanuua
06-0kTA6pa-2021 1m3
Kpeow 10000 kancynsi Ne20
MaTepuan Cepusa Jata narotoBneHuns  CpoK rogHOCTW
1123941 61145 08.2021 07.2023
[loxkazaTenu EnovHMUE Pes3ynbTaTH Hopmel
U3MepeHus
OnucaHwe COOTBETCTBYET CM. NOKa3aTenu

ABYXUBETHbIE TBEPALIE XenaTMHoBbIE Kancynel Ne 2, CoCToALmE 13 KOpW4HEBOW
HEMpo3pPaYHoil KPbILLEYKM W Npo3payHoro GecLlBeTHOro kopnyca,
HanonHeHHbIe MUHUMUKpOCchepamu CBeTNo-KOpUYHEBOTO LBETa
MoanUHHOCTE: AMUNasa (TecT no onpejeneHnio MonoxuTensHo MonoxutenbHo

chepMeHTaTUBHO! aKTUBHOCTH)
MNoanvHHOCTL: Jlunasa (TecT no onpeaeneHuto MonoxutenbHo MonoxuwTensHo
hepMEHTATNBHON aKTUBHOCTH)
MoanuHHocTk: MpoTeasa (TecT No onpeaeneHuio MonoxuTensHoO MonoxuTensHo
hepMEHTaTUBHON aKTUBHOCTH
OpHOPOAHOCTE A03MPOBAHUA (Bapuauus no macce) cooTBeTCTBYET cooTeeTcTByeT EBp.®.
L1=15.0%, L2=25.0%
KpWUTEepWii NnpueMmnemocTy = k*s n M=X (cpeaHee)

KonuuecTeeHHoe onpeaeneHue: AMunasa EN Esp.®./kanc. 13426 >= 8000
KonwuuecTeeHHoe onpegenexue: Nunasa E[l Esp.®./kanc. 14722 11000..13000
KonuuecTeeHHoe onpeaeneHue: MNpoTteasa EN Esp.®./kanc.  gog >= 600

Boaa % 33 <=40
OcTaTodHble OpraHUieckue pacTBOPUTENM: U30NPONUIOBbIA

cupT % 0,3 <=0,5
QOcTaTouHbIE OpraHWYeckie pacTBOpUTENN: aLeToH % 0,4 <=0,5
WenbiTaHWe Ha pacTBOpPEHWE 9% 112 CM. CHOCKy*)
PacnagaemocTs (B BOAE) MUH. 2 <=15

O6uiee yncno aapobHbIX MUKPOOPraHW3MOB KOE/r 45 <= 10000
OBLLee YNUCNO APOXKEBbIX U NNecHeBbiX rprbos KOE/r 10 <=100
OHTepobakTepui, yCTONHUBLIX K XKENYM Ir <10 <= 100
Salmonella oTcyTereyet /10 otcytcTeyer /10T
Escherichia coli oTcytcteyet/1r  otcytcteyet/1r
Staphylococcus aureus otcytcteyet/1r  otcytcteyet/1r

*) TpeBoBaHKA AN UCTBITAHWA HA pacTBOpeHWe
HauBonbluee n3 3HadeHni (yepes 20 MuH unu 30 MUH) AOMKHO ObiTh HE MeHee 80% (Q) oT 3aABNEHHOR aKTUBHOCTK
nunasel.

[Nata nponaeoacTea: 02.08.2021

23660TT JIaGopatopirs ['MOX
3apoa B . Hoftwraar
I0cTyc-don-JInGur-Iltpacee 33 — 31535 Hojiurranr-am-Prodendepre, Tepmanns
Ten. +49 50 32 81 — 0, dakc +49 50 32 81 -299



Abbott

A Promise for Life

Kpeon 10000 kancynsi Ne20

MaTepuan Cepus
1123941 61145

Mepesos C aHrMUICKOro R3bIKa Ha PYCCKWIA A3bIK

CEPTU®UKAT AHAJIN3A
Jlara Crpanuua
06-0k1510ps-2021 233

Nata usrotoBnexns  Cpok rogHOCTU
08.2021 07.2023

AHanuTHYeckue METOLbI UCNLITAHUNA, NePeYNCNeHHbIe B cneuydmkaumum (COOTBETCTRYHLMIA HOMEP B CUCTEMe

SOLID cMm. Huxe):

Tecr
Onucaxue

MognuHHOCTL

OAHOPOAHOCTL A03KMPOBAHNA (BapUaLWA Mo macce)
KonuyecteeHHoe onpegenexue

Bopa

OctaTouHble opraHMyeckue pacTeopuTenu
PacreopeHue

PacnagaeMocTs kancynbi

OBLee uncno aspobHbix MUKPOOPraHU3mMos
OBLyee YUCNO APONOKEBbIX U MNECHEBbIX rpubos
OHTEpoBaKTepUiA, YETORYMBLIX K Kenyu

Salmonella

Escherichia coli

Staphylococcus aureus

CooTBeTcTByeT PErynATOpHLIM TPEGOBAHMAM CREAYIOLLMX CTPaH:

Per.Ne

Poccuitckas ®egepauus M N015581/01

Meton
BU3yanbHas ouUeHKa

Esp.®. / SOLID 0000082709
Esp.®. 2.9.40

SOLID 0000082709

SOLID 0000082711
PO00D101

SOLID 0000088309

Esp.¢. 2.9.1

Eep.@. 2.6.12

Esp.® 2.6.12

Eep.®. 2.6.13

Eep.@. 2.6.13

Eep.®. 2.6.13

Eep.®. 2.6.13

Cneu.Ne
RDNor000048/6 + RDSpecDP001345/2

D66otT JIabopatopus [ MGX

3asox B r. Holiwra/1t

[Octyc-gon-Jlndur-Litpacce 33 — 31535 Hoiwrtant-am-Prodentepre, ['epmanus
Ten. +49 50 32 81 - 0, daxc +49 50 32 81 -2 99




Abbott Mepesoa C aHrNUCKOro A3bIKA HA PYCCKUIA R3bIK

A Promise for Life

CEPTU®UKAT AHAJIM3A
JHara Crpannua
06-0kTa0OpA-2021 3us3
KpeoH 10000 kancynbi Ne20
MaTepuan Cepwus [ata narotoBnenns  Cpok rogHocT!
1123941 61145 08.2021 07.2023

CepTtudukaT COOTBETCTBUA

Ynakoska:

20 kancyn BO (bnakoH W3 nonudTUneHa BblicOKOW nnoTHocTu Genoro useta C HaBUH4YMBaOL|ENCS
KpBILUKOA W3 nonunponuneHa ¢ KOHTponem nepeoro BCKPbITUA. Ha cnakoH HakneeHa 3TWUKETKa. Mo 1
yKyrNOpeHHOMY 1 3TUKETUPOBaHHOMY cdnakoHy BMecTe ¢ WHCTPYKUMEN Mo MPUMEHEHMIO B Nauyky U3 KapToHa.

MapkvpoBka:
B cooTeeTcTBUM € HOpMaTUBHBIM AOKYMEHTOM.

XpaHeHue:
Mpw Temnepatype He Bbille 25 °C B NNOTHO 3aKPbITOW yNaKoBKe.

Cpok rogHocCTu:
2 roga. Cpok rofHOCTH NOcne Nepsoro BCKpbITUSA chnakoHa- 3 Mmecsaua.

MpowssoanTens akTMBHOM hapmaLeBTUYeckon cybcTaHummn (API), wcnonb3oBaHHOW Mpu npown3soacTBe
naHHOW cepuun:

3660TT [laBopaTopus MBX

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

NyeH3ns Ha NPou3BOACTBO! DE_NI_OZ__MlA_2020_0044/4’1401IH-144
Ceptudmkar GMP: DE_NI_02_GMP_2021_0008

HacToswmum NoATBEPHAA0, YTO BbileyKasaHHas uHdopmaLus ABNAETCA MOAMUHHOW W TouHOW. [JaHHas
cepvs npenaparta npoussegeHa, Bknio4as ynakoeky/MapkupoBKY W KOHTPOMb KayecTea B COOTBETCTBUM C
TpebosaHMAMU GMP MecTHbIX perynAaTopHbIX opraHos U cneundukaumin PernctpaumoHHoro Aocke CTpaHbl-
umnopTepa. 3anucu no Npou3BOACTBY, ynakoeke U NposeaeHuto aHanu3a npoBepeHbl, COOTBETCTBUE GMP
noaTBepXaeHo.

Cepus cooTBeTcTByeT HOpMaTUBHOMY AOKYMEHTY M N015581/01-020321 ot 02.03.2021.

HacToswwwit cepTucnkaT copMUpoBaH BaNWMPOBaHHON CUCTEMOW U 3aBEPeH 3MNEKTPOHHO ! NOANWUCHIO.

06.10.2021 / 09:53:49 No LEHTPANbHO-EBPONEACKOMY BPEMEHM, anekTpoHHas noanuce: Myuao PycuHr,
YNonHOMOYeHHOe Nuuo.
CepTudrKaT NpoBEPEH W YTBEDXAEH.

66oTT JIxbopatopus [MOX
3asox B r. Hoitwrant
10ctve-gon-Jinour-IlTTpacce 33 — 31535 Hofiwrragr-am-ProGentepre, lepmanna
Ten +49 50 32 81 — 0, dakc +49 503281 -299






