r <«

KOINMN4

<=

Technical documentation

Calibrators in vitro diagnostic for calibration the Access Sensitive Estradiol in
human serum and plasma using the Access Immunoassay System

I, Jennifer Bennett, as duly authorized Regulatory Affairs Specialist at, and on behalf
of Beckman Coulter Inc., to the best of my knowledge, hereby declare that that the
attached copy is true copy of Photo which is included with the registration dossier
to provide supporting information for product registration purposes for the below
mentioned products:

Product Name Catalogue No
Access Sensitive Estradiol Calibrators B84494

Signed on behalf of Beckman Coulter Inc.

Jenifer Bennett, RAC
Senior Analyst, Regulatory Affairs
Beckman Coulter Inc.

State of Minnesota)
ss
County of Carver)

Subscribed to and sworn before me this .
“eyofFebraaiy,2019

Notary Public
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/MepeBoOA C aHI IMACKOTO A3blKa Ha PYCCKUIA A3bIK/

BECKMAN
COULTER

TexHu4yeckas AOoKyMeHTauus

Kanunbpartopbl Ans KanmbpoBKU peareHTa /19 BbICOKOYYBCTBUTE/IbBHOIO ornpeeneHus
ScTpaavona B CbIBOPOTKE U /1/1a3Me KPOBU YesioBeka 419 AUAarHOCTUKK in Vitro Ha
aHanusatopax MMMyHoxmmuyeckmnx cepum ACCESS system

A, JkeHHudep BeHHeTT, B kayecTBe AO/HKHbIM 06pa3oM YnosIHOMOYEHHOrO crneyuanucTa no
HOPMAaTMBHO-MPAaBOBOMY PEry/IMPOBaHUIO B M OT UMEHM KomnaHunm bekmeH KynbTep WHK.,
COrMlacHO WMELWUMca Y MeHs CBefeHUAM 3aaB/fdl, 4YTO npunaraemas Konusa ABMseTcs
TOYHOWN Konuelr poTo, BK/IKOYEHHOrO B perucTpauyMoHHOe [0Cbe C Lesfblo npefocTas/ieHns
noATeepxaroLlein nHopmauunmn o perucTpaumm ykasaHHblx HKe NpoayKTOB

Ha3BaHue npoaykra KaTanoxHbiii Ne

BbICOKOUYBCTBUTENbHbI DCTpaaunon,
kanmbpatopbl (Access Sensitive Estradiol
Calibrators) B84494

MognucaHo oT uMeHn BekmeH Kynbtep VIHK.

/Mopnuck/

xeHHnpep BeHHeTT, cneymanmcTt No HOPMaTUBHO-NPaBOBOMY pPErysiMpoBaHuio
Beoywuii aHannTuk no HOpMaTUBHO-NPaBOBOMY perysiMpoBaHuio

BekmeH Kynbtep, VHK.

LiTat MuHHecoTa)
cc

Okpyr Kapsep)

MoanucaHo nog nNpucAroin B moem npucyTtcTeum 22 dpeBpansa 2019 roga.

KUH B METEPCEH (JEAN V PETERSEN)
lFocyfapcTBeHHbI HOTapuyc

/Moanuce/ MuHHecoTa
Cpok aeiicTBusA NULEH3NN UCTEKAET
FocyAapCTBEHHbIN HOTapuyc 31 aHBaps 2022 1.

MevaTb: AXWNH B METEPCEH (JEAN V PETERSEN)
FocyaapcTBEHHbIA HOTapuyc
WTaT MuHHecoTa/
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MepeBog AaHHOro TekcTa iinonHex LLIPeBOAYMKOM EropoBoit AnvHOM AnekceeBHoiA

NOANUCh

Poccuiickaa ®epepayus
Mopoa Mocksa
[BajuaTb WecTOro hespans Ase ThiCAYN AeBATHAALATOrO roaa

O Axumos [ne6 bBopwucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYI MNOAANHHOCTBL
noanucu nepesogunka Eroposoii AnnHbl ANEKCEEBHbI.

Mognuce caenaHa B MOEM NPUCYTCTBUN.

JlnyHoCTb NoAnucasLLero JOKYMeHT yCTaHOoB/EHa.

3aperucTpuposaHo BpeecTpe: Ne 77/09-H/77-2019- ¢

B3biCKaHO rocygapCcTBEHHON nownnHbl (no Tapudy): 100py6.
YnnaueHo 3a okKasaHue ycayr npaBoBOro 1 TexHuyeckoro xapakrepa: 200 pyo.

NoAnuch

%
lepboBasi nevarb rS i AKUnTos
HoTapuyca r.Mocks

Aknmosa [I.B| V 8

MpoLWwHYpoBaHo, MPOHYMEPOBAHO W CKPEN/eHO neyaTblo * » 45

anenwn,-T).

HoTapuyc:

Poccuiickas ®epgepauus
26 oFB 2019™""
A. Akumos [ne6 BopucosBuuy, HOoTapuyc ropoga MoOCKBbI,
CBUAETENbCTBYI0 BEPHOCTb KOMUK C NPeACTaB/IeHHOTO MHe [JOKyMeHTa.
CTpaHuuybl ! -y  npeucTaBneHHOro JOKyMEHTa SBASIOTCA KOMUSAMU.

3apeructpuposaHo B peectpe: Ne 7JI0S-H/77- n
B3biCkaHO rocyA3pcTeeniiiilll 11 W 1Lor|jpudpy):  f-'" py6.
YnnayeHo 3a oKaaarjl"Taiyr npaBosoro v rSijj*HecKoro xapakrepa:

pb t

JMOe
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