JEKJIAPALIMA O COOTBETCTBUU

JEKJAPAHT, IPHHUMAIOIIUI JEKJIAPAITAIO O COOTBETCTBUH
000 "3660mm Jhéopamopu3s"
Ceedenun 0 pecucmpayuu opeanusayuu.: Mexcpaiionnan uncnexyus Pedepanshoti Han020601 cayxcoor No 46 no
2. Mockee 23.01.2007, OI'PH 1077746154859, oama npuceoenus OI'PH 23.01.2007. '
Aopec: 125171, 2. Mockea, Jlenunzpaockoe wocce, 0. 16 A, cmp. 1. Teneghon/parc8(495)258-42-80/81
B auye: I'enepanonoii oupexmop Kapmawesa E.O.

Hoeepennoe auyo: Muponosuu A.H., dogepennocms Ne36-2019/EPD om 24.01.2019e.

3AABJISIET, UTO

- nexapcmeenroe cpedcmeo: Kpeon 10000 kancynvr kuweunopacmeopumeie 10000 EJ] 20 wm., ¢haarons: (1),

- nayxku kapmonnwie, PY Ne [T N015581/01 om 14.05.2009 (0ama 3amenot PY 11.05.2018), cepus 57771, napmus
210382 ynaroeox, 20den 0o 31.03.2021, npouzsoocmea 2660mm JIa6opamopus Im6X , lepmanus, Abbott

. Laboratories GmbH, Justus-von-Liebig-Str: 33, 31533 Neustadt, Germany xod OKII/2 21.20.10.118, xoo TH
B3] 3004900002, komparm Ne 01-2012 APO om 01.03.2012, unsoiic No 456105626 om 10.07.2019

' COOTBETCTBYET TPEEOBAHMSM
1T N015581/01-130417 uzs. Ne 1-2

JEKJIAPAIIHS ITIPUHSATA HA OCHOBAHUHA
npomoxon uchbimaruit Ne H19-02708 om 23.07.2019 OO0 "HIJJIC "Buomexuonozua", ammecmam
axxpeoumayuu RA.RU.21®M04, Cepmugpuxam POCC DE. ®M15.C82529 om 23.07.2019

JATA TIPHHATHUA NEKJIAPALIUH 24.07.2019
1 JEACTBUTEJBLHA 1Q.-31.03.2021

Muponosuy A.H.

nw d.H1.0

)
CBE,gEHI/Lq O PETHCTPAIIUU

OPT'AH 110 CEPTHO®UKALIUHA, 3APETUCTPUPOBABII NN JEKJIAPAITHIO

POCC RU.0001.11M15 OPI'4AH ITIO CEPTHOHKALIHH ITPOOVKI[HH OBL[ECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTEIO "OKPVKHOH L[EHTP KOHTPOJIA KAYECTBA "

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1., adpec opzana no
cepmugpuxayuu: 143581, Mockoeckas o6nacme, Hempunckuii paiion, dep. Jlewxoso, 0. 248, cmp. 1, men.:

(495)640-96-69, (495)787-92-78 ee6-caiim: oyxk.pgh.
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Abbott

A Promise for Life

Jlara

10-u0n2-2019

Crpannua
1usz3

Kpeox 10000 kancynbi Ne20

MaTtepuan Cepus [ata n3rotoenenns  Cpok rogHOCTK

1082298 57771 04.2019 03.2021
XapakTepucTHKa EguHuua PezymneTaT Cpeundnrauns
Onucaxue COOTBETCTBYET ~ CM. XapaKTepueTHKy

[BYXUBETHbIE TBEPAbIE XENaTUHOBbIE Kancynbl N2 2, COCTOALWME U3 KOPUHHEBOM

HEMpPo3pavHoN KpbILLEYKKU 1 Npo3padHoro SecuyseTHOro Kkopnyca,

HaNONHEHHbIE MUHUMUKPOCHEPaMIA CBETNO-KOPUYHEBOID LBETA
MoanuHHOCTE: AMunasa (onpegeneHne hepMeHTaTUBHOM
aKTUBHOCTH)
MoanuHHOCTL: Jlunasa (onpeaeneHve epMeHTaTBHON
AKTUBHOCTH)
MoanuxHocTe: MpoTea3a (onpegeneqHune epMeHTaTMBHOM
aKTMBHOCTK)
OQHOPOAHOCTE A403UPOBaHKA (BapKaums No macce)

L1=15.0%. L2=25.0%

KpuTepwuiA npuemnemocTu = k*s u M=X (cpeaHee)

KonuuectsexHoe onpenenexue: AmMunasa EA Eep.®./kanc.
KonuuectsexHoe onpenenexive: flunasa E Esp.®./kanc.
KonuuecTaeHHoe onpeaenerue: MNpoteasa EA Esp.®./kanc.
Bopa %

OCTaToMHbIE OPraHU4ecke pacTBOpUTENK: U30NPONUNOBLIN

cnupT %

OcTaTtouHble OpraHWYeckue pacTBOpUTENW: aLleToH 9%

McneiTraHue Ha pacTeBopeHue %
PacnapaemocTs (B BOAE) MUH.

Obuwee 4ncno aspobHbIX MUKPOOPraHU3MoB KOE/r

OB6Lee YUCno APOXOKEBbLIX W NNecHeBbIx rpubos KOE/r
OHTEPODAKTEPUIA, YCTOWHUBLIX K XENYK Ir

Salmonella
Escherichia coli
Staphylococcus aureus

*) TpeboBaHnA ANA UCMbITAHWA Ha PacTBOpPEHWE
3HaueHue (yepes 20 mMuH unu 30 MUH) AonkHO BbiTe He MeHee 80% (Q)

Oata npouseoacTtea: 26.04.2019

2306011 JIxdopatopus I'mMOX
3asoa B r. Holwraar
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Ten. +49 50 32 81 - 0, daxc +49 50 32 81 -299

FlonoxuTensHo:

FlonoXntensHo

MonoxuTensHo

cooTsetcTayeT EBp.®.

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

<=05

<=05

CM. CHOCKY™)
<=15

<= 10000

<= 100

<=100
otcytecTeyet/ 10T
otcytcTeyet/ 1r

oTcytcteyeT/ 1r



Abbott

A Promise for Life

KpeoH 10000 kancynii Ne20

Martepuan Cepus
1082298 57771

AHanMUTUYECKNe MeTOoAbl MCNbITAHWHA, nepevyncneHHblie B cneundgmKkaumn (COOTBBTCTByiOmHﬁ HOMEpP B CUCTEME

SOLID cm. Huxe):

Tect
Onucanue
MNoanuHHOCTL

OAHOPOAHOCTE A03UPOBAHWUA (Bapuaums no macce)

KonuyecTseHHOe onpegenedue

Bopa

OcTaTodHble OpraHW4eckue pacTBOpUTENN
PacteopeHue

Pacna,u,aeuocrb Kancynsl

Q6wee 4icno aspobHbIX MUKPOOPraHnamos
OB6ujee YMCno OPOXOKEBbIX U NNECHeBbIX rPUOoB
3HTepobakTepui, YCTONYMBLIX K XKENYM
Salmonella

Escherichia coli

Staphylococcus aureus

Jlara Crpanuua
10-m012-2019 2u33

Oata wsrotoBnexuns  CpoK rogHOCTU

04.2019 03.2021

MeTog

BU3yanoHan oueHka
Eep.®. / SOLID 0000082709
Esp.®. 2.9.40
SOLID 0000082709
SOLID 0000082711
POC00101

SOLID 0000088309
Eep.®. 2.9.1

Eep.®. 2.6.12
Eep.®. 26.12
Eep.®. 26.13
Esp.®. 2.6.13
Eep.®. 26.13
Esp.®.2.6.13

CooTBeTCTBYET PErynaTopHsiM TpeBoBaHUaM CNeayoLWwmMx CTpaH:

Per.Ne
Poccuiickas ®egepauus

P No.015581/01

Cneu.Ne
SOLID 1000627671 Bepcus 2.0

36607t JIadopatopus ['MEX
3ason 8 r. Hofiwranr

{Ocryc-dion-Jludur-LUlrpacee 33 — 313535 Holwraar-am-ProGendepre. ['epmanus
Ten. +49 50 32 81 — 0, ®akc +49 5032 81 -2 99



Abbott

A Promise for Life

Jlara Crpannna
10-ni0n9-2019 3uz3
KpeoH 10000 kancynsi Ne20
Matepuan Cepus [ata nzrotoBnenns  Cpok rogHoCTH
1082298 57771 04.2019 03.2021

HacToswmm noaTeepxaaio, WTO BblleykadaHHas MHGOPMaUMA SBNSETCA NOANMHHCA W Toudow. [aHHad ‘cepus
npenapara Npov3BefeHa, BKNOYaA YNakoBKy/MapkMpOBKY M KOHTPOMb KavecTsa 8 COOTBETCTBMM C npasunamui GMP. n
TpeboBaHuaAMKM CneunduKauMy, NPeACTaBNeHHOW B PEerucTPauMOHHOM J0Cke CTpaHbl-wMnopTepa. 3anvcu. no
NPOW3BOACTBY, YNAKOBKE M NPOBEAEHUIO aHanw3a nposepeHsl, cooTeeTcTeMe GMP noaTeepxaeHo.

HacTtoawuin cepTudukat c)opMUpoBaH BanMaUPOBaHHOW CUCTEMON W 3aBEPEH 3NEKTPOHHON NOANKUTHH,

10.07.2019 / 08:46:08 no uyeHTparkHOo-eBPONENCKOMY BPEMEHW, SNEKTPOHHASA noanuce: Mcabe Bexperc,
YNONHOMOYEHHOE NYOo.
CepTudukaT NpOBEPEH W YTBEPKAEH.

266011 IhGopatopus I'moX
3asox b r. Holwraan
Ocrye-pon-JIndur-lltpacce 33 — 31535 Holwraat-am-Prodendepre, epmanus
Ten. +49 50 32 81 — 0, Dakc +49 503281 -2 99



