NEKJAPAIIMISI O COOTBETCTBHH

JEKJIAPAHT, NPUHAMAIOLUI NEKJIAPAITUIO O COOTBETCTBHH
000 "3660mm JI6opamopus”

Ceedenus o pecucmpayuy opzanusayuu. MedxcpailoHHas uncnexyusl Gedepanvroil Hano2o8oi ciyxicoel Ne 46 no |

> Mockee 23.01.2007, OT'PH 1077746154859, dama npuceoenus OI'PH 23.01.2007.

Adpec: 125171, 2. Mocxaa, Jlenunzpadcxoe wiocce, 0. 16 A, cmp. 1. Teneghon/charc8(495)258-42-80/81
B auye: Tenepanvuwiii Oupexmop Kapmawesa E.O.

Jlogepennoe nuyo: Muponosuy A.H., 0o6eperHocmb Ne36-2019/EPD om 24.01.2019e.

3ASABJISIET, UTO

nexapcmeennoe cpeocmso: Kpeon 10000 kancynsl KuuiewHopacmeopumboie 10000 EZ 20 wum., pnaxonst (1),
nauxu kapmonnvie, PY No IT N015581/01 om 14.05.2009 (0ama samener PY 11.05.2018), cepua 57553, napmus
305781 ynaxoeox, 200ex do 28.02.2021, npouseodcmea D660mm Jlbopamopus I'm6X , T'epmanus, Abbott
Laboratories GmbH, Justus-von-Liebig-Str. 33, 31535 Neustadt, Germany k00 OKIINI2 21.20.10.118, koo TH
B3I 3004900002, xonmpaxm Ne 01-2012 APO om 01.03.2012, uneoiic Ne 456103728 om 23.05.2019

COOTBETCTBYET TPEBOBAHUAM

ITN015581/01-130417 uzm. Ne 1-2

JNEKJAPAIIMSI IPHHATA HA OCHOBAHMH

npomoxon ucnetmanuii Ne H19-02445 om 03.06.2019 000 "HIJIC "BuomexHnono2us”, ammecmam
axkpedumayuu RA.RU.21 ®M04, Cepmugpuxam POCC DE.®M15.C79361 om 04.06.2019

vy

JTATA IPUHATHUSA NEKJIAPAITHUH 06.06.2019
Pt TLESATE SN

CTBHUTEJIbHA 10 28.02.2021

Mupouosuy A.H.
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CBEJJEHUS O PETUCTPALIUA

OPTAH I10 CEPTUO®HUKAIINH, 3APETHCTPUPOBABII A JEKTAPALIAIO

POCC RU.0001.11®MI15 OPTAH 110 CEPTH®HKALJHH TPONYKUHH OFLECTBO C
OIPAHUYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, kom. 1., adpec op2ana no
cepmucpuxayuu: 143581, Mockosckas o6nacmy, Hempunckuil paiion, dep. Jlewikoso, O. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 ee6-caiim: oyxx.pe.

JEKJIAPAIIMSI O COOTBETCTBUM 3APETMICTPUPOBAHA N POCC RU J-DE.®M15.A4.16649/19
JATA PETHCTPALIAU 06.06.2019
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Abbott

A Promise for Life

23-mas-2019

KpeoH 10000 kancynii Ne20

MaTtepuan Cepus [arta nsrotoenenns  Cpok roaHocTu

1082298 57553 03.2019 02.2021
XapakTepucTukra EovHMLa PesyneTaT Cneuubpmraumsa
Onucanue cooTBeTCTBYET CM. XapaKTepuCTUKy

[BYXLBETHblE TBEpAblE XenaTuHoBbIE Kancynsl Ne 2, COCTORLLME U3 KOPUYHEBO
HENPO3paYHoN KpbILLEYKM U Npo3payHoro GecLBeTHoro Kopnyca,
HaMOMHEHHBLIE MUHMMWKPOCHEPaMK CBETNO-KOPUYHEBOrO LBETa

MoanuHHocTs: AMUnasa (onpegeneHue epMeHTaTUBHOMI
aKTMBHOCTW)
MopnuiHocTs: Jlvnasa (onpeaenenve hepMeHTaTUBHON
aKTUBHOCTHK)
MognvuHocTe: MpoTeasa (onpegeneHune hepmeHTaTMBHON
aKTUBHOCTH)
OpHopogHOCTL [O3NPOBaHKSA (Bapyaums No Macce)
L1=15.0%, L2=25.0%
KpuTepuii npuemnemMoctv = K*s u M=X (cpegHee)

KonuuecTeeHHoe onpegfenexve; AMunasa El Eep.®./karc.
KonuuecTeeHHoe onpeneneHue: Jiunasa EA EBp.®./karc.
KonudecTsexHoe onpeaenenve: MpoTeasa E/l Ep.®./kanc.

Bopa %

OcTatoyHble opraHuyeckue pacTBOpPUTENU: U30MPONUNOBbLIA

cnupT %
OcTaToMHbIe OpraHu4ecKkne pacTBOpUTENW: aUeToH %
WcnbitaHue Ha pacTBopeHve %
PacnapnaemocTs (B BOAE) MUH.
OBbwee unMcno aspobHBIX MUKPOOPraHU3MOB KOE/r
OO6Lyee YMCNO APOXOKEBLIX M NNECHEBbIX rPUBOB KOE/Ir
OHTepobakTepuin, YCTOMYMBbBIX K HKENHYM Ir

Salmonella
Escherichia coli
Staphylococcus aureus

*) TpeGoBaHus ANA UCTLITAHWA Ha PacTBopeHre
3HaveHue (yepes 20 MvH unu 30 MuH) AomxHO BbiITe He MeHee 80% (Q)

Hata npoussoacTea: 15.03.2019

3660tT JIaboparopus IM6X
3ason 8 r. Holiwraar

(MonoxuTensHo

MonoxuTensHo

MonoxutenbHo

COOTBETCTBYET

12901
12003
812
3.3

0,3

0,4

109

3

100

10

<10
otcytcreyeT/ 101
otcytcTByeT/ 11
oteytereyet/ 11

I0ctyc-tou-Jlubur-IlTpacee 33 — 31535 Holurraar-am-Piobenbepre, epmanns

Ten. +49 50 32 81 — 0, ®akc +49 50 32 81 -2 99

MonoxutensHo

MonoxutensHo

MonoxwutensHo

COOTBETCTBYET EBP. .

>= 8000
11000..13000
>= 600
<=40

<=0,5

<=0,5

CM. CHOCKY™)
<=15

<= 10000

<=100

<= 100
oTcytcTeyet /10
otcytereyet/1r
otcytcrByeT/1r



Abbott

A Promise for Life

KpeoH 10000 kancynsi Ne20
MaTtepuan Cepus [ara usrotosnenns  Cpok rogHocT

1082298 57553 03.2019 02.2021

AHanuTHYECKHE METOAbLI UCNBITAHWNA, nepeyncneHHble B cneynuKaymi (COOTEETCTBYIOWUH HOMED B CUCTEME
SOLID cm. Huxe):

Tect Mertog

OnwcaHue BU3yanbHas oueHKa
MoanuHHOCTL Esp.®. / SOLID 0000082709
OaHOpPOAHOCTL A03UPOBAHUA (BApUaLMA MO Macce) Esp.®. 2.9.40
KonuyectseHHoe onpeaeneHue SOLID 0000082709
Boga SOLID 0000082711
OcTaTouHble opraHuyeckue pacTeopuTeNu P0000101
PacteopeHue SOLID 0000088309
PacnapaemocTs kancynsi Esp.®. 2.9.1
Obuee uncno asapobHbiX MUKPOOPraHU3MOB Esp.9. 2.6.12
Obulee umcno APOXOKEBbIX U NMECHeBLIX rpUBOB EBp.®. 2.6.12
3HTepobaKTepuit, YCTORYUBBIX K XKenuu Esp.®. 26.13
Salmonella EBp.®. 2.6.13
Escherichia coli Eep.®. 2.6.13
Staphylococcus aureus Eep.®. 2.6.13

CooTBeTCTBYET perynaTopHLIM TpeGoBaHUAM CRIeAYHOLMX CTPaH:

Per.Ne Cneu.Ne
Poccwitckan degepauyvs P No.015581/01 SOLID 1000627671 Bepcus 2.0

3660tT JIaboparopus MMEX
3ason B r. Hoiiwrrant
FOctyc-dou-Jlubur-lirpacce 33 — 31535 Ho#wrant-am-Piobenbepre, Mepmanua
Ten. +49 50 32 81 — 0, Pakc +49 5032 81 -2 99
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A Promise for Life

KpeoH 10000 kancynei N220

Matepuan Cepus Hara usrotoenenns  Cpok rogHocTy
1082298 57553 03.2019 02.2021

Hacroswmm nopaTeepkaal, 4YTO BbilUeyKasaHHas MHGOPMALMA SBNRETCA MOANMHHOW M TOUHOM. [lanHas cepus
fpenapara NpousseAeHa, BKM04an YNakosKy/MapkUpOBKY M KOHTPOML KA4YECTBa B COOTBETCTBMM C npaBunamu GMP u
TpeGosaHuaMM  crieuMduKaumMy, NPEACTABNeHHO B PErucTPALUMOHHOM 4OCHe CTpaHbi-MropTepa. 3anuck no
NPOWU3BOACTBY, yNaKOBKE W NPOBE/JEHUIO aHaNU3a nposepeHsl, CooTeeTcTane GMP noaTeepXaeHo.

HacTosimin ceptuchukar chopmuporaH BanuaMpOBaHHOW CUCTEMON U 3aBEPEH SMEKTPOHHON NOANUCHED.

23.05.2019/ 14:31:02 no LIEHTparbHO-eB8PONENCKOMY BPEMEHW, 3NIeKTPOHHANA nogmvck: [Jesua Weapuep,
YNONMHOMOYEHHOE NULO.
CepTucbvkaT NpoBepeH u yTeepxaeH.

3660t JIaGoparopus ['mM6X
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Ten. +49 50 32 81 - 0, ®axc +49 5032 81 -2 99



