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M |Chae| Gl I roy 6/7 Glentwoith Street,

] Limerick
Notary Public

Commissioned for Life Tel: ~353 61 525725
Immail; michaelgilroy@technopaihcd. coni

TO ALL TO WHOM these Presents shall come

L MICHAEL GILROY, Notary Public of 6/7 Glentworth Street, Limerick, Ireland, duly appointed by the Chief Justice
of Ireland to practise for life as a Notary Public in the Counties of Tipperary and Clare and in the adjoining counties.
certify that on the Maf April 2017 EIMEAR CARR, known to me as Regulatory Affairs Specialist at Beckman
Coulter Ireland Inc, of Lismeehan, O'Callaghan's Mills, Co. Clare, Ireland, acknowledged to me that on the 24™ of
April 2017 she did validly duly sign on behalf of Beckman Coulter Ireland Inc. the attached Declaration of
Instructions for Use for Registration in the Russian Federation, by signing his name thereto as the same now

appears, and | certify that the signature subscribed thereto is the true and proper signature of the said EIMEAR

CARR.

Y]
IN FAITH AND TESTIMONY WHEREOF | have hereunto subscribed my name and affixed my seal this ~ day
of April 2017

|
Michael Gilroy
Notary Public
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BECKMAN Becktnan Gouiter Ireland Inc,,
COULTER Lisrneehan

O'Callaghan's Mills,

Co. Clare,

Ireland

Tel. +353-65-6831100,
Fax. +353-66-6831122,
Wv»'Y»i.beckmancouiter,com

Declaration of Product Instructions for Use

To Whom it My Concern

I, Eimear Carr, as duly authorized Regulatory Affairs Specialist at, on behalf of
Beckman Coulter Ireland Inc., to the best of my knowledge hereby declare that the
attached document is a true copy of the Russian Instructions for Use (IFU) which
are included with this registration dossier to provide supporting information for
product registration purposes for the below listed products.

Product Name Catalogue No,

Urine Calibrator B64606

Dated this 2E. day of April 2017

Signed on behalf of Beckman Coulter Ireland Inc.

(i
Eimear Carr BECKMAN COULTER m tjm o INC.
Regulatory Affairs Specialist L liffliih in
Beckman Coulter Ireland Inc.
Co. Clare
LY t1 rtlin d 5
Michael Gilroy reiin s 70C-
NOTARy PUBLIC
6/7 Olenfworih Street, Umenck.
ireiand
Commissionod for life
Registered Office; Lismoehan, Directors: Piers Devereaux Incorporated in Republic of Ireland
Cl'Caliaghan's Mills, Paul Henry with limited liability,
Co. Glare. Liam McGregor Co. Reg, No. 501471.
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'Te oTxo4bl 6 COOTBETCTBUN C MeCTHb(MVI pyKoBoACTBaAMW.

'(.y8 0 poTkn kpoBu OT BCex [OHOPOB MOYW, WCNOMb30BAHHON AN NPUTOTOB/EHMS AAHHOro MpoAykTa, 6biu

§ BaHbl Ha Hauslmume aHTuTen k 8I'C, BUY 11 2, a Takke HBs aHTUreHa, v 6bl/i1 NpU3HaHbl He coaepxalumm

jivV 6enkos OfHaKo MNOCKO/IbKY HW OAWMH W3 W3BECTHbIX aHa/MTUYecKux MeTofdoB He obecneymsaeT

_|llueHTHOrO O6GHapyxeHus Bo3byauTeneli MHAEKLMN B NPOAYKTaX Ye/N0BEYECKOro MPOUCXOXAEHUS, C AaHHbIM
cnepyet obpallartbCsl Kak ¢ NoTeHUManbHO MHPULMPOBAHHLIM MaTepUasioM.

AACCUOUNKALUNMA onacHocTeli no cucteme GHS

' KasmbpaTtop AN1s MOYEBbIX EUH208 MoXeT BbI3blBaTb an/iepruyeckyto peakuyuio.
LL-'rectoB (URINE CALIBRATOR)

peakuMoHHas cMecb M3 5-Xx0p0-2-MeTun-4-n30TNasonnH
-3-0H [EC Ne 247-500-7] n 2-meTunn-4-n30TMa3ounH -3-oH [EC
Ne 220-239-61(3:1) < 0,05%

MacnopT 6e3onacHoCcTU JOCTyneH Ha caiite techdocs.beckmancoulter coT.

KAJTMBEPOBKA

MnoAroTOBKA KAJIMBPATOPA

Kanm6paTop rotoB K UCMO/b30BaHW0. Mepes NCMnob30BaHeM MIaBHO NepeBepHUTEe KaxAblii u1akoH HeckoNbko pas
[N NOMy4YeHNs1 TOMOTeHHOl CMecm.

Ha aTukeTke pniakoHa HanmuwuTe [aTy BCKPbITWS hlakoHa ¢ KanmépaTopom.
XPAHEHVE N CTABW/IbHOCTb KAJIMEPATOPA

1 TpaHcnopTMpOBaHWe W XpaHeHue cnefyeT OCyLWecTBNATb B OPUTMHANBHON ynakoBke npu Temnepatype 2,..8°C
2. He 3amopaxuBartb

3, CpoK rogHOCTN HamneyaTaH Ha 3TUKETKe YrnakoBKWu,

4

HeBcKpbIThIli kKanMépaTop Npyu TemnepaTtype xpaHeHus 2 ,,8°C coxpaHsieT cTabubHOCTb B TEYEHUE BCEro Cpoka
rOZHOCTH.

Mocne oTKpb! rMa /1IaKOHOB KanuépaTopbl CTabubHbl B TedeHne 12 Heaenb Npy YCNOBUKU, YTO OHU He cofepxaTt
3agm3HeHw71, NMIOTHO 3aKPbThl KPbILKOW Cpasy Xe nocsie NCMNOoMb30BaHUs U XpaHATCS npu TemnepaType oT 2 Ao
o'C.

6. He I/ICI'IOI'Ib3yI7ITe Kal'll/l6paTOpr nocne UCtevyeHMa Cpoka rogHocT, ykasaHHOro Ha .3TUKETKe.

YCTAHOBJ/IEHHBIE 3HAYEHUA KATMBPATOPA

CM, Tabnmuy YCTaHOB/EHHbLIX 3HAUYEeHWi,

3HaueHnss Ans kanubGpaTopa 6bliM  onpedeneHsl Ha aHanusaTopax Beckman Coulter ¢ ucnonb3oBaHuem
CTaHJapTU30BaHHbLIX Mpoueayp U peareHToB Beckman Coulter System Reagents, Y6egutech B TOM, 4TO HOMEP
napTuM Ha riakoHe C KasMGpaTopoM COOTBETCTBYET HOMepY, ykazaHHOMY B Tab/vue YCTAHOBNEHHbIX 3HAuYeHWii u3
NIUCTKa-aKnagbllla.

MPOBEAEHWE AHAJIN3A

CM VHCTPYKUUM MO NPUMEHEHMWI0 COOTBETCTBYIOLLEro NPOoAyKTa

Otalk,
A. . .
ot Cahi t - -COi-dgir”-
rauv " | g WucTtpynyuun no npumeHeHunto BIB5A606 04
e 418 > .3 H
Ireland AMPE/b 2017

Michael Gilroy
NOTARV PUBLIC
6/7 Glsiitworth Street, Limerick,

irc'lanci
Commissioned for Life
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MHUTE/IbHAA NH®OPMALLNA

renb rapaHTMpyeT 4TO NPOAYKT COOTBETCTBYET TPeGOBaHWUSIM HOPMATUBHOW M TEXHWUECKON [OKyMeHTauuu,

,-HOCTb U KauecTBO rapaHTUpOBaHbl [0 WCTEYEHWs Cpoka FOAHOCTW. M3roToBUTe/Nb OTBEYaeT 3a AedieKTbl

"Ny 33 UCK/IIOUEHNEM AeDEeKTOB, KOTOPblE NOSIBUIMCL BC/IEACTBME HENPaBUIbHOTO UCMO/b30BaHUS, NEPEBO3KU

"eHUs, TPETbUX NINL, NN HENPEOAONNMON CUAbI. M3roToBUTENb rapaHTUpyeT 3aMeHy NPoAyKTa 3a CBOW CueT, ecu

"W'ueckme U (PyHKLMOHA/bHbIE KadyecTBa (MOTpebUTesbCckMe KauvecTBa) He OTBeYarT Tpe6oBaHWsM HOPMATUBHON

"4;<'HNYBCKO/ AOKYMEHTaLuW, ec/in 3asB/ieHHble AedeKTbl SBASANUCL CNeACTBUMEM CKPbITOro AediekTa maTtepuason

e HU3KOKA'-eCTBEMHOrO NMpPOW3BOACTBA M3roToBUTENeM. [pu Ha/IMuMKM BOMPOCOB OTHOCUTENILHO KayecTBa MpoaykTa
p6pavaii ecb k NpeacTaBuTeNto NpousBoauTens B Poccuiickoii ®epepaunu;

“ Homep napTum Ha ch/lakoHe COOTBETCTBYeT HOMEPY MapTuM B TabuLe Ha MCTE NPUCBOEHUS 3HAUEHNSI.
BtiiGpaf(Moe 3HaueHvie NoAxoauT ANs eAuHUL, B HACTPOliKax napaMmeTpoB aHaIM3aTopa.

OxC 700 AU pocTyneH He Ha BCex Tepputopusx,
CBEAEHVA O PEJAKLINAX

MHcTpykumm no npumeHeHuto (IFU), cneuunduyeckne ana npogaxu 8 Poccum

Beckman Coulter Ireland Inc., Lismeehan, O'Callaghan’s Mill's Co, Clare, Ireland (OOt) 703-527-3887
www.beckmancoulter.com

OO0 «bekmeH Kynbtep». 109004 Mocksa, Poccusa, yn CrtaHucnasckoro, g, 21, ctp 3.
Ten. +7 (495) 228 67 00, e-mail; beckman,ru@beckman,oom

X > -

INC.
iSAkhael Gilroy
notary public
6/7 Glentworth Street Limerick, 57t a (Ia g h v Y )
itciand
Commissioned for Ufe Co. Clare

Ireland’

Urine Cat Calibiator

WHcTpykuyun MO npumeHeHuto BLB64fi06 04
Crp 31443

AMPCIMb 2017
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Maiikn runpoin (Michael Gilroy) 6/7 Fnentopt Crpur,
HoTtapunyc Jinmepuk

MoXxunsHeHHaa NuLeH3nA
Ten.; +353 61 525725

a0, noyra:
michaelgilroy@technopathcd.com

K CBEAEHWIO BCEX 3anHTepecoBaHHbIX NnL,

6/7 TnentBOopT CrTpuT, Jlnmepuk, WpnaHaus,

MAVKN (UWPOW (IVILCHAEL GILROY), HoTapwuyc,
K

Mpeacenatenem BepxoBHOrO cyaa MpnaHauum v AONyLWeHHbIA

:JOXV3HEHHOW MpakTMKe B KayecTBe HoTapuyca B rpadpctBax Tunnepapu u Knap, a Takke B npuierawLmnx
HacToAWMM 3a8BNs0, 4To 25 anpens 2017 r. SM1YIEAP KAPP (EIIVIEAR CARR), usBecTHas

jpKHbIM 06pa3om Ha3Ha4eHHbI

; (padpeTBax,
MHe kak CrneyuanucT oTaena HoOpMaT/MBHO-NPAaBOBOr0 pPeryinpoBaHusa koMnaHun bekmeH KynbTep AinaneHp

I NHK,, Nncmerad, O'Kannaran’'c Munns, rpadcteo Knap, Mpnanaus, nogreepauna MHe, 4to 24 anpens 2017
r. nognucana Ao/HkHbIM 06pa3oM oT umeHn bekveHn KynbTep AianeHp VIHK, npunaraemyto Jeknapauuio B

no MpUMEHEHUK [AnA Uefeil pernctpauunm Ha Tepputopum Poccuiickoi

OTHOLWEHUN WHCTPYKUNii
U s 3aBepsito, UTO MOCTaB/IEHHAs MOAMNUCH

depnepauun, noctaBMB CBOE MMSA Ha [OAHHOM [OKYMEHTe,
ABNAETCA UCTUHHON W Hag/nexalleii NoAnNMCbI0 ykasaHHO Bbilue SALYIEAP KAPP (EIMEAR CARR).

B MNOATBEP>XAEHWNE YEIO A noctasui cBO nognucb v neyats 25 anpena 2017 r.

Wlodnucbl

(«alikn T'mnpoi (IWichael Gilroy)
HoTapuyc

W evaTtb!
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BekmeH KynbTep AiianeHg VHk.,
Jlncmeram

O'Kannarau'c Munns,
padpctBO Knap,

VpnaHaus,

Ten. +353-65-6831100.

dakc: +353-65-6831122.
www.beckmancoulter.com

Jeknapaymsi B OTHOWEHUN VHCTPYKUMIA MO NMPUMEHEHUIO
'cell 3aMHTEPECOBaHHbLIM NULaM

A Diimeap Kapp {Eimear Carr), 40/DKHbIM 06pa3oM yNoAHOMOYEHHbIA cneuuanucT oTAaena HOpMaTuBHO-
NpaBoOBOro PerynnpoBaHuns, OT nuua komnaHun bekmeH Kynbtep AlianeHg WHk, (Beckman Coulter Ireland
Inc.) Ha OCHOBaHWM WM3BECTHON MHEe MHAOPMaUWUM HACTOSALWMM NOATBEPXAAl0, YTO npunaraemblii JOKYMEHT
ABNSAETCA TOYHOW Konvein VHCTPYKUMiA MO NPUMEHEHUIO HA PYCCKOM A3blKe, KOTOPble BK/OYEHb! B
perncTpauroHHoe JoCbe C Lefblo nNpefocTaBieHns AONOMHUTENbHOW UHhopmaumum gna peructpaumu
yKa3aHHbIX HUXe MPOAYKTOB.

Ha3BaHue npoaykta KaTasioxHbili Ne

KannGpatop ansi MOYEBLIX TECTOB B64606

[ata 24 anpens 2017 r.

OT nmeHn BekveHn KynbTep AlianeHg VHk. (Beckman Coulter Ireland Inc.)

/nognuce/

Oiimeap Kapp (Eimear Carr)
CneuuanucTt oTaena HopmMaTUBHO-NPAaBOBOro perynmpoBaHus
BekmeH KynbTep AlianeHs UHK
/wTamn.
BEKMEH KYJIbTEP AN3NEH[ VHK
Jincmeran
O’Kannaraun'c Munns
padctBO Knap
WpnaHgus/

Oimeap Kapp
24 anpena 2017 ,

/Moanuce/

25,04,2017

Maiikn Fvnpoii

HOTAPNYC

6/7 TnenTBOPT CTPUT, JlMepuk, NpnaHana
MNo>KM3HEHHas NNLEeH3NA

g%a%r”CTPWDOBaHHb'M Jcwveran, Lupektopa: Mupc fesepo (Piers Devereux) YupexaeHo B Pecny6nvke VpnaHays
O KannaraH'c Munns Mon FeHpu (Paul Henry) C OrpaHNYEHHOl OTBETCTBEHHOCTHIO
Mpadacto Knap Jlnam Makl"perop (Liam PerucTpaumoHHbIii Homep KoMnaHum
McGregor) 501471.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



s

NepeBof AaHHOrO TeKCTa BbINO/HEeH nepesofunMkom LLUnuweHKoBbIM JleoHMAOM Bacunbesnyem

Poccuniickas degepauums
lopos Mocksa
TpeTbero Mas fBe ThICS4M CEMHAALATOro roga

/l. MapTblHoBa HaTanma AH()peeBHa, BPEMEHHO WCNOMHAKOWAS 00683aHHOCTU HOTapuyca
ropoga Mockebl AkumoBa [neba bopucoBuuya, CBUAETENLCTBYHO MNOAMHHOCTbL MOANUT
nepesogumka LLnwenkosa SleoHnga Bacunbesnuun. *
Mognuce caenaHa B MOEM MPUCY TCTBUM.

CIMYHOCTb MOAMMUCABLLENO AJOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo B peecTpe: No [p-M1 /

B3bIiCKaHO rocyaapCcTBeHHOI nomalHbl (Mo Tapudy): (00 py6.
) M1aYeHO 3a OKasaHue YCyr NpaBoBOrO M TEe.XHWYECKOro XxapakTepa: — pyob.
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MpowwuTo B K' Tyec” * INCTOB
« " __201%ropg

Pykosogutens [T fena «KnnHUYeckne 1ccnegoBaHns»
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