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Beckman Coulter Ireland Inc.,
Lismeehan,
O’ Callaghan's Mills,
Co. Clare,
OECKM AN Ireland,
Tel: +353-65-6831100.

cown un uw Fax: +353-65-6831122,

Declaration of Product Instructions for Use

To Whom it My Concern

t Eimear Carr, as duly authorized Regulatory Affairs Specialist at, on behalfof 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/CSF Albumin calibrator B38859

Dated this day of August 2017

Signed on behalf of Beckman Coulter Ireland Inc. //m 2 cl
Cnnruy

Eimear Carr
C (

Regulatory Affairs Specialist

Beckman Coulter Ireland Inc.

Registered office:  Lismeehan, Directors: Piers Devereux Incorporated In Republic of Ireland
O’ Callaghan's Mills, Paul Henry with limited liability
Co. Clare. Co. Reg. No, 501471.
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BECKMAN
COULTER Ce

AU UALB CAL
Instructions For Use Urine/CSF Albumin Calibrator

® 2017 Beckman Coulter, me. Ail njnts feseived } }
{s8 & n B3S859 Low 1 X2 mL Calibrator # 1 V'/hite Cap

t X2 mL Calibrator # 2 Yellow Cap

1 x 2 mL Calibrator # 3 Orange Cap

1 X 2 mL Calibrator # 4 Red Cap

High 1 X2 mL Calibrator M 5 Black Cap

For in vitro diagnostic use only.

ANNUAL REVIEW
Reviewed by Date Reviewed by Date

PRINCIPLE

INTENDED USE

The Urine/CSF Albumin calibrator is intended to be used to calibrate tne Urine/CSF Albumm reagent on the Seckman
Coulter AU dinical chemistry systems

REAGENTS

CONTENTS

The Urine/CSF Albumin Calibrator consists of known quantities of human albumin in a buffered solution.
WARNING AND PRECAUTIONS

WARNING <POTENTIAL BIOHAZARDOUS MATERIAL

The calibrator ts manufactured from human material; tberefere it should be handled as though capable of transmitting
Infectious disease. Each serum or plasma donor unit used in (he preparation of this material was tested by United Slates
Food and Drug Administration (FDA) approved methods and found to be negative for the antibodies to HIV and HCV
and nonreactfve for HBsAg. Because no test method can offer complete assurance that HIV. hepatitis B virus, and
hepatitis C virus or other infectious agents are absent, this material and all patient samples should be handled as though
capable of transmitting infectious disease. This product may also contain othe' human source material for which there
is no a”sroved test. The FDA recommends such samples be handed as spedfed in the Centers for Disease Control's
Biosafety Level 2 guidelines”.

REACTIVE INGREDIENTS

Final concentration of reactive ingredients.

instTiCtiors For use BOOeiBSbSKU OB UALB CAi. C.it;bfatOf
AUGUST 2017 Inii

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

Urine/CSF Albumin Calibrator Levels 1*5 |

Human AltKjmin n vanous \

Sodium Azide (used as a preseiV/tlvd) < 0.t% (w,fw) \
i-

A CAUTION

Sodium a2lde preservative may form explosive compounds in metal drain tines.
See NIOSH Bulletin: Explosive Azide Hazard (8/16/76).

To avoid the possible buildnip of azide compounds, flush wastepipes with
water after the disposal of undiluted reagent Sodium azide disposal must be in
accordance with appropriate local regulations.

GHS HA2"RD CLASSIFICATION

Not classified as hazardous

Safety Data Sheet is available at techdocs.beckmancoulter.com

INDICATIONS OF DETERIORATION

Visible signs of microbial growth, turbidity, precipitate or any change in color in the Urine/CSF Albumin calibrator may
indicate degradation and warrant discontinua”on of use.

CALIBRATION

CALIBRATOR PREPARATION

The calibrators are ready for use.
No preparabon is required.
Recommended Procedure
1. Allow contents of the bottles to come to room temperature.
2. Mix the contents by gently inverting foe vials several times to achieve a homogenous mixture.

3. Transfer suffiDent volume of foe calibrator to sample cups Handle this calibrator with the same care used for
patient samples

4. Replace foe cap immediately and store unused calibrator at 2...8°C. Do not mix caps among foe various bottles in
the catibralof set.

5 For detailed calibration instructions, refer to the AU Instrument User's Guide,

6. Good Quality Confool Practices should be observed to assure proper system performance
CALIBRATOR STORAGE AND STABILITY

1. The calibrator temperature requirements should be met during transport for all transport methods.

Calibrators should be stored in the original package at #2'C to +8°C in a temperature controlled area e.g.
Refrigerator

3. Do Not Freeze

UAte CAL cahbratcr iMtruOions fo' Uie eODB388SIBU OS
Pafp 2cf 4 AUGUST 2017



Opened bottles of cai brators are stable tor 30 days, provided they are free from contamination, tightly capped

immediately after each use and stored at 2 . 8RC. REFERENCES
Calibrators shelf life is 18 months from date of manufacture. The expiration date and date of manufacture is
indicated on the product packaging. 1- COC-NIH manual. Biosafety InlWicrobiological and Btamedical Laboratories, 5th Edition (COC 2i-int2>. us

. . Government Printing Office. Washington, D.C. (2009).
The calibrator is stable, unopened, up to the stated exp*ry date when stored at 2...8"C. v nting &t sning ( )
tti Bed<man Coulter Ireland inc,, Usmeehan, O'Caiiaghan's Mill's Co. Clare, Ireland (001) 703-527-3587

Do not use the calibrators after the expiry date on the label.
www.beckmancoulter.com

CALIBRATOR LIMITATIONS

This calibrator can only be used with tiie application of Urir*e/CSF Albumir» reagent B38858/B4&d35.

The results obtained with this calibrator are dependent on several factors, including proper storage of the calibrator, and
proper technique and use of Beckrr>an Coulter AU Analyzers and their respective reagents.

The albumin result of a urine sample may be elevated when itimmediately follows a serum sample, in order to eliminate
this effect, it is recommended to calibrate the Urine/CSF albumin assay separately to serum assays.
TRACEABILITY

The Urine/CSF «*bumin calibrator values are traceable to the International Federation of Clinica} Chemistry Certified
Reference Material CRM470.

Value Assignment
Assigned values are listed in the Value Assignment Sheet provided in Calibrator pack.

Calibration values have been determined using standardised procedures and Beckman Coulter System Reagents on
Beckman Coulter analysers. Please ensure that the lot number on the caRbrator vial is the same as the one listed In the
table of assigned values m the package insert

Note Following calibration, the resulting curve should be visually reviewed, on frte Beckman Coulter analyser, for
acceptability using the software options - Routine, Calibration Monitor. Calibration Curve. Quality control procedures
should be undertaken immediately following calibration in accordance with good laboratory practice.

ADDITIONAL INFORMATION

The manufacturer guarantees that the product meets the requirements of regulatory and technical documents. Safety
and quality of the product are guaranteed until the expiry date. The Manufacturer is responsible for product defects,
excluding defects that appeared because of incorrect usage, shipment and storage, or third persons or compelling force.
The manufacturer assures that they will substitute the product at their own expense, if technical and fonctiona! features
(consumer propereties) don’t meet the requirements of regulatory and technical documents, if stated defects were the
subsequence of a hidden defect of materials or low-quality production by the manufacturer. If you nave questions
concerning quality of the product please address the authorized representative of the manufacturer in the Russian
Federation

The lot number on the vial is the same as the one listed in the table on the value assign sheet.

The selected value is appropriate for the units on the analyzer parameter settincs.
REVISION HISTORY

Russian market specific IFU

I-.ssnjaions for USP BO08388b9RU 08 IAIB Cfeh CilArito UAL8 GAlifcrato” mstTxctions Fo* Uif &00038859ii-;| 08
AUGUST 2017 fl AUGUST 2017
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BECKMAN
'COULTER cc

UALB CAI

AnbOyMVUH B MO4Ye/CNMHHOMO3roBOM
xnakoctu, kanumépatop (Urine/CSF
Albumin Calibrator)

VHCTPYKUUN NO NMPUMEHEeHUto

© 201V Beckman Coulter, lot A rlghu reservecj.

(MB B38859 Huskuit 1 x 2 mn Kanmbpatop 1 (Kpbilka 6enoro Leta)
1 X2 mn Kanubpatop 2 (Kpblluka entoro Lugeta)

1 X 2 M1 Kanu6patop 3 (Kpbillka OpaHXeBOro LBeTa)

1 X2 mn Kanubpatop 4 (Kpblwka KpacHoro Lgeta)

Bbicokuii 1 X 2 mn Kanu6patop 5 (Kpbilwka YepHoro Lgeta)

Tonbko Anii guarHoctuky fn vitro.

EXXEFOAHAA MPOBEPKA

MpoeepeHo Jata MposepeHo Jata

MPHLUNM

HA3HAYEHUE

AnbBYMUH B MOYE/CMMYOMO3roBOl XUAKOCTH, Kanmépatop (Urine/CSF Albumin Caitbrator) npegHasHaueH ansi
KaU/IMGPOBKM peareHTa asilbbyM1Ha B MOYe/CrIMHHOMO3TOBOW XUAKOCTU B IC/IMHMYECKMX GUOXMMUYECKVX aHasmsaTopax
cepun AU komnaHum Beckman Coulter.

PEATEHTDI

COJEP>XAHVE

Anb6yMVH 8 MOYe/CMMHHOMO3roBOW XuakocTu, kanuépatop (Urine/CSF Albumin Calibrator) cogepxwT usBecTHoe
KOMIMYECTBO YenoBeYecKoro anbbymmnHa B 6ycdhepHoM pacTeope.

NPEAYNPEXAEHNA 1 MEPbI NMPEAOCTOPOXXHOCTU

MPEAYMPEXAEHVE - MOTEHUMABHO BUOMOMYECKM OMACHbIA MATEPUAN.

KanupaTop N3roToB/IEH 3 Ye/I0BEYECKOro MaTepuana, No3ToMy 06pallaTbCs C HIM HEOBXOAMMO Kak C NOTEHLMabHO
onacHbIM WCTOYHMKOM PaCcrnpoOCTPaHeHUst MHMEKLUMOHHBIX 3aboneBaHuii. Bce goHopckue chynmnbl CbIBOPOTKA Wn
nnasmbl, MUCMOsIb3yemMble Npu MOAroToBKE 3TOr0 MaTepuasia, NPOLLU MPOBEPKY B COOTBETCTBUM C YTBEPXAEHHbIMM
YnpaBneHMeM No KOHTPOJ/IO kayecTBa MULLEBbIX NMPOAYKTOB W fiekapcTBeHHbIx cpeacts CLUA (FDA) metogamu un
NpU3HaHbl OTPULATE/NbHBIMU [/1 aHTUTeN K BUpYcY WMMyHodeduratra yenoseka (BUY) n renatuty C. a Taioke
HepeakTUBHbIMM Ans HBSAg. Tak Kak HuKakue MeTofbl TeCTMPOBaHWsi He MOryT O0GecrneunTb MOJSHYK rapaHTuio
oTcyTcTBUSA BupycoB BKY. renatuta (8 n C) wnm Apyrux MHMEKLUMOHHBIX areHToB, MO3TOMy oGpallatbCsi C 3TUM
MaTepuasioM 1 BCeMy NpoGamm naumeHToB Heo6X0AVMMO Kak C MOTEHLMAbKO ONaCHbIM UCTOUHNKOM pacrnpocTpaHeHns
VH(EKLMOHHBbIX  3a60s1eBaHNiA. OTOT NpOAYKT TakkKe MOXET cofepxaTb Apyrue Matepuasbl YesloBEe4eckoro
NPOUCXOX/AEHUSA, A/l KOTOPbIX He MPOBOAWNCH YTBEPXAEHHbIE NMPOBEPKW. YnpaB/ieHue Mo KOMTOOMIo kayecTsa
nuLLeBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts CLUA (FDA) pekomeHayeT obpaliatbCs € Takumy obpasuamMu B

a BOD83«e59Ru 08 U«i.B CAL Calibrator
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COOTBETCTBUM C MHCTPYKUUAN' Ana 2-10 YpoBHA Guonornyeckoii 6esonacHoex»» Cemé&t
Prevention (LieHTpb! N0 rOKTPOrto 3a 3ab0/1eBaHMsIMU U NPOhUNAXTUKE). N

PEATVPYIOWMWE NHIPEOVEHTHI

KOHLEHTpaUWs B peakLoHHOM cmecn

AnbGYMVH B MO4Ye/eIMHHOMO3rOBOW XnaKocTu, kanmbpartop (Urine/CSF Albumin Calibrator),

ypoBHKU 1~5
AnbByMUH Yenoseka PasnuuHbIii

A3una HaTpua (CNYXUT KOHCEepPBaHTOM) < 0.1% <Bec/Bec)

BHUMAHUE!

KoHcepBaHT C cogepxaHueM asuga HaTpuss MoxeT 06pasoBblBaTb
B3pbIBOOMAaCHblE COeAVHEHUsI B MeTa//IMyeckux Tpy6ax BOAONPOBOAA.
Cwm. NIOSK Bulletm; Explosive Azide Hazard (8/16/76) (BtonneteHb
HalnoHanbHOro MHCTUTYTa MO OXpaHe TpyAa W MPOMbILWIEHHOW rUrneHe
(NIOSH)) «B3pbiBoonacHble a3ungpbl (B/16/76)».

YTOGbI U36eXaTb HaKO/MEeHUs! a3nHbIX COeAVHEeHWI, NpoMbIBaiiTe CMBHbIe
Tpy6bl BOZOW nocne c6poca Hepa3taB/IOHHOrO peareHTa. YTuausauuio asuja
HaTpusi cnefyeT NPOBOANTL St COOTBETCTBUMN C COOTBETCTBYIOLLVMU MECTHLIMU
HOpMamm.

KNACCUGUKALNA ONACHOCTEN MO CUCTEME GHS

He knaccudmumpyeTes kak onacHoe BeLecTso

MacnopTt 6e3onacHocTy fOCTyneH Ha calite techdocs.beckmancoulter.com.

MOKA3ATE/IN MOBPEXAEHUI

BuauMble npusHakM MUKPOGUANbHOrO pocTa, MYTHOCTb, OCafoK WAW Nobble U3MEeHeHWs B LBeTe afbbymMuH B
MOUYe/CNMHHOMO3roBOI XUAKocTK kanubpatopa (Urine/CSF .Aumin Calibrator) MoryT yka3biBaTb Ha €ro gerpagauuio
N HENPUIOAHOCTb A1 UCNO/1b30BaHUA

KANTNBPOBKA
NMOArOTOBKA KAJIMBPATOPA

KanunépaTopb! rotoBbl K MCMO/L30BAHMIO.
MogaroToBka He TpebyeTtcs
PekomeHgoBaHHas npoLeaypa
1. [loxauTecs, Noka copepxvmMoe (pnakoHOB He JOCTUTHET KOMHATHOI Temneparypbl

2 lepemeluaiiTe CoAepXUMOe, OCTOPOXHO NEPEBEPHYB (PNakoHbI HECKO/BKO pas, YTo6bl 06ECNEeUNTb OAHOPOAHYH
CMeCb.

3. lMepeneiiTe 4OCTaTOYHbIA 06bEM KanmbpaTtopa B uYallkv Ansi Npo6. [py obpalleHun ¢ 3TUM KalMbpaTooom
cob6ntogaiite Takyt e 0CTOPOXHOCTb, KaK 1 ¢ Npo6amMy NauneHToB.

UMCTpyT|MH 10 npxan?Hoiv(>0 BOOB3BBSIRU 08
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4. HemepeHHO 3aKpoiiTe (h1akoH KOMINaYkoM 1 XpaHuTe HeMcrnosib3oBaHHbIi kasmbpatop npy Temneparype oT 2 o
8RC. He nepenyTaiiTe konnayku pasfnyHbIx 1akoHOB U3 HabGopa kanubparopa.
5. [ns nony4eHnsi Noapo6HbIX MHCTPYKLMIA MO KanMBpoBKE CM. PYKOBOACTBO Mosib3oBatens npubopa AU,

6. [Ona obecneuyeHusi Hagnexawlein 3(pheKTUBHOCTU CUCTEMbI Heob6XoAuMo cobnoaaTb cTauygaprb* B 061acTu
KOHTPONA KayecTBa.

XPAHEHME N CTABUNbHOCTb KAJIMBPATOPA

1. TemnepaTypHble TPEGOBaHMS K XPAHEHWIO KannbpaTopa A0/KHbI NOAAEPKMBATLCS B TEUEHUE BCErO MPOMECC3
TPaHCMOPTUPOBKY NKOGLIMU BUAAMU TPAHCMOPTA,

2 XpaHeHue KanvbpaTopoB A0/HKHO NPOU3BCAUTLCS B YNakoBKe NPeanpuAaTUA-U3roToBUTeNs Npu Temnepatype ot
+2“C fo +8“C B MecTe C perynmpyemMoii Temneparypoii (B X0n04uNbHUKe).

3, He 3amopaxuBarb

4 Tlocne OTKpbITUS (hNaKOHOB KannGpaTopbl CTabubHbl B TedeHne 30 AHel npu yCnoBuW, 4TO OHW He coepxar
3arpsi3HEeHM, NI0THO 3aKPbITh; KPbILLKOI Cpasy Xe nocsie UCMO/b30BaHWsS 1 XpPaHATCA Npu Temneparype oT 2 0
8X.

5. CpoK rofHOCTV yKa3aH Ha ynakoBKe Ka/inbpaTtopoB M COCTaB/l.feT 18 MecsiLeB OT AaTbl NpousBofcTBa. [Jara
NpOV3BO/CTBA W faTa UCTEYEHUS CpOKa FOAHOCTY YkasaHbl Ha ynaKkoBKe.

6. HeBCKpbITHIN .kanmGpaTop npu TemnepaType xpaHeHus 2,.,8“C coxpaHsieT cTabubHOCTb B TEUEHWE BCEro cpoka
rofiHoCTH,

7. He ucnonb3yiite KaMGpaTopbl NOC/E NCTEYEHWSI CPOKA TCLLHOCTU. YKa3aHHOTO Ha 3TUKe”Xe.
OrPAHNYEHWA KANTMBPATOPA

Kanuépatop MOXHO MCMo/b30BaTb TOMBKO ¢ ANbGYMUH B MOYe/CMYMHMOMO3rOBOW XUAKOCTH, peareHToM (Urine/CSF
Albumin 838858/846435).

PesynbTarbl, MOMy4YeHHbIO C UCMOMb30BaHWEM J[AHHOrO Kannéparopa, 3aBMCST OT  HECKONbKWX  (hakTopoB,
BI/llOYas NpaBuU/ibHOE XpaHeHWe kasmbpartopa, a Takke MpaBu/ibHble METOAWKW W UCMOJb30BaHWe aHaIn3aTopoB
Beckman Coulter cepun AU 1 COOTBETCTBYIOLLMX peareHToB.

PesynbTar nccnefoBaHust Ha anbbyMyUH B MOYE MOXET ObITb NO&bILLEMMb!M, ECNN OH ab-NOMNHAETCS cpasy nocne npoobb!
CbIBOPOTKM UTO6bI 136eXaTh 3TOro, PEKOMEHAYEeTCs kKanmbposaTb TeCT ANbBYMUH B MOYE/CNIMHHOMC3TOBOW XWAKOCTN
(Urine CSF Albumin) oTAeNbHO OT CbIBOPOTOYHbIX TECTOB.

MPOCNEXUBAEMOCTb

3HaueHus anbBbyMUH e MoYe/CNMHHOMO3rOBOM XUakocTu kanubparopa (Urine/CSF Afbumir® Calibrator) cooTBeTCTBYIOT
pechepeHcHomy matepuany CRM470, cepTudmumpoBaHHoMy MexayHapoaHoi dheaepaumeii KIMHUYECKO XUMnN.

YcTaHOB/IEHHblE 3HAYeHUs

MprcBOEHHbIE 3HAYEHUSI KOHLIEHTPALWK KaninbpaTopa npuseseHs! B JINCTKe YCTaHOB/IEHHbIX 3HAYEHNIA, NocTaBISEMOM
C KambpaTopom.

3HaueHns Ana  kanubpatopa Gbinn  OMpeAeneHbl Ha aHanmsatopax Beckman Coulter ¢ ucnonb3oBaHveM
CTaH4apTU30BaHHbLIX Mpouedyp M peareHToB Beckman Coulter System Reagents, Y6eauTecb B TOM. YTO HOMeEp
napTuM Ha hnakoHe ¢ KasIMGpPaToOpOM COOTBETCTBYET HOMEPY, YKa3aHHOMY B Tab/uMLe YCTAHOBMEMMbIX 3HAUYEHWii U3
NCTKa-BKNagbILwa.

MpumeyaHune; lMocne npoBefeHNst KAMGPOBKN CrieAyeT BU3YaslbHO OLEHWUTb MOJTyYEHHYIO KPUBYIO Ha aHanmsatope
Beckman Coulter ¢ Toukn 3peHns ee NpUrogHOCTV B CieAyloLieM NyHKTE NporpaMMHOro MeHto; Routine, Calibration
PHcnitor. Calibration Curve. Cpasy e nocne kaiméposku, B COOTBETCTBUM C NpaBuiaMn Maosexatleil n1abopaTopHoii
npaxkTukK, creflyeT NpoBeCTV NpoLeaypbl KOHTPO/S Ka4ecTBa.

VIHNpyuuiin no npu*«enenm!iC S00338859RU 0% UATB CAi Ca'ibfaior
ABFYCT 2017 Ctp 3ms 5
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OOMNO/IHUTEJ/IbBHAA WH®OPMALVA

M3roToBWTENb rapaHTUPYeT, YTO NPOAYKT COOTBETCTBYET TPEGOBAHUAM HOPMATUBHON U TEXHUYECKO

Be3onacHoOCTb 1 Ka4yecTBO rapaHTUpOBaHbl [0 UCTEYEHWs Cpoka roAHOCTW, W3roToBuTenb OoTBevaeT 3a feeKkTbl'm
npoaykumn, 3a UCKnr4vYeHnem ,qed)eKTOB, KOTOpbl€ NOABMIUCL BC/1EACTBNE HENPAaBU/IbHOTO NKKO/1b30BaHWA, NepeBo3kn

1 XpaHEHUS, TPETLUX ML, UMM HENPECAO/IUMON CUMbI. VI3roTOBUTENb FapaHTUPYeT 3aMeHy NPOZyKTa 3a CBOIA CHET, ecin
TEXHUYECKME U (PYHKLMOHA/bHBbIE KayecTBa (NOTPeBUTENBCKME KayecTBa) He OTBEYaloT TPeGOBaHWSIM HOPMATVUBHOW

N TEXHUYECKO AOKYMEHTaLUUW, eCnn 3asiBEHHbIE AedeKTbl ABNSAMNCL CNEACTBUEM CKPLITOrO Aedhekta MaTtepuanios
NN HU3KOKa4YeCTBEHHOMNX3 Npon3BoACTBa U3rotToBUTENEM. |-|pVI Ha/M4mMm BONPOCOB OTHOCUTE/IbHO KayecTBa NpoAykta
obpalyaiitech k NpeacTaBuTeN0 NpousBoauTenst B Poccy»<iickoil deaepaum;

Homep napTumn Ha chiakoHe COOTBETCTBYET HOMEPY NapTUM B TaGANULE HA SIMCTE NMPUCBOEHUS 3HAUYEHNS.

BbI6paHHOe 3HauYeHWe NOAXOANT ANst eAVHNL, B HACTPOKax NapaMeTpoB aHa/IM3aTopa,
CBEJEHVA O PEOAKLUMAX

WHeTpykumm nc npumerenuto (FU). cneundmyeckue ans npogaxu B Poccumn

11 fc/itCav Cbtw
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cnucok JINTEPATYPbI

1, COC-N{H manual, Biosafet/ in Microbiological and Biomedical Laboratories. 5th EdiUon (CDC 21-1112). U.S.
Government Printing Office, Washington. D.C. (2009).

m| Beckman Coulter Ireland Inc,, Lismeehan, O'Callaghan’s Mitt's Co, Clare. Ireland (001) 703-527-3887
WA beckmancoutter com

00O «BBkmeH KynbTep» 109004 Mocksa. Poccusi, yn. CtaHucnasckoro, 4. 21. ctp. 3.
Tel. +7 (495) 228 67 00. e-mail: beckman.ru@beckman.com
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HUVANIN WX (NIALL SHEEHY)
HOTAPNYC

6/7 TnenTBOPT CTpUT,
Jlumepuk,

VpnaHaus,

TenecoH +353 61 414355
dakcumune + 353 61 414738
2n, noyta nsheehy@csg,ie

K CBEAEHWIO BCEX 3anHTepecOoBaHHbIX LY

A, HUANN WKUXN (NIALL SHEEHY), Hotapuyc, 6/7 TneHtBopT Ctput, Jiumepuk, WpnaHgusi, AO/MKHbIM
06pa3oM HasHaueHHblli [peacepnatenem BepxoBHoro cypa WpnaHauv v QOMYLLEHHBIA K MOXW3HEHHOW
NpakTVke B KayecTBe rOCyAapCTBEHHOrO HoTapuyca B ropoge-rpadyctse Jiumepuk, rpadctBax Jiumepuk u
Knap, a Take B npuaerawwmx rpadpcteax, HacToAawmM 3asaensto, yto 11 asrycta 2017 r, 3MMEAP KAPP
(EIVIEAR CARR), u3BecTHas MHe kak Cneuvanuct oTAaena HOpPMaTMBHO-MPaBOBOrO perynnpoBaHus
komnaHun bekmeH KynbTep AianeHs WHK,, JliucmeraH, O’Kannarad'c Munns, rpadpctso Knap, WpnaHgus,
noaTeBepavna MHe simuHo, uto 10 aBrycta 2017 rofga oHa AelicTBMTESIbHO nognucana OT umeHu Bekmed
Kynbtep AlianeHg WHK, npunaraemyto [eknapaunio o6 VIHCTPYKLMAX MO MPUMEHEeHUIo npoaykTa As
Leneil peructpauum, NocTaB/MB CBOE MMSI Ha JAHHOM [OKYMEHTE, U 51 3aBepsit0, YTO MOCTaB/IeHHasi NOAMUCH

AB/IIETCS UCTUHHOI 1 Hag/exalleil NoANUChI0 yka3aHHoi Bbile SVIMEAP KAPP (EIMEAR CARR).

KNAHYCb W CBNAETE/ILCTBYHO, noctaBvB CBOK noanucb W nedyatb moero ogmca 11 asrycta 2017

roga.

_/Moanwuck/
HoTtapuyc

/Mevartb.
Huwann Wuxn Hotapuyc/

/Wramn:

Hwann LWnxn

HoTtapuyc

6/7 'neHTBOPT CTpUT, JIMmepuk/
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Bekmen Kynbtep AlianeHg WHk.
JlncmeraH,

O'KannaraH’c Munns
padhcTBO KNnap,

WpnaHaus,

Ten.; +353-65-6831100,

dakc: +353-65-6831122,

Leknapauuns 06 MHCTPYKUUSAX NO NPUMEHEHMIO NpoAyKTa

' a Oiiveap Kapp (Eimear Carr), 4O/MKHbIM 06pa3oM YNO/THOMOYEHHbIN cneunanuct otaena HopMaTuBHO-
MpaBOBOroO perysiMpoBaHnst, OT vua komnaHum belweHn KynbTep Ananeng VHk. (Beckman Coulter Ireland
(nc) Ha OCHOBaHWN M3BECTHOW MHE MHhopMaLMM HACTOSILLMM 3as1B/It0, YTO Npu/iaraemblii LOKYMEHT
AIB/IIETCA TOYHOW Konuel VIHCTPYKUuiA No NMPUMEHEHUIO NPOAYKTA, BK/HOYEHHBIX B HAcTosiLLee
perncTpauyoHHoe A0Che C Lenbio NpeaocTaBeHns 4ONOMHUTEIbHOW MHGopMaumMmn ans uenei
perucTpauuy NpyYBeAeHHbIX HUKe NpoayKTOB'

HassaHue npopykta

KATAIOXXHbIA Ne

AnbbyMyH B MOY€/CMMHHOMO3rOBOM XNAKOCTH,

kanmbpatop (URINE/CSF ALBUMIN

CALIBRATOR) B38859
OT umeHn BekmeH KynbTep AitaneHs VHK, 1Moanues/
Iflodnucbl 10 aBrycta 2017 r. HWAMN WXW (NIALL SHEEHY)
Diimeap Kapp (Eimear Carr) HOTAPMYC
Cneuunanuct otgena HopMaTuBHO- 6/7 TNEHTBOPT CT.
NnpaBoBOro peryMpoBaHns NMMEPVK
P PeryvEs 11-08-2017
BekveH Kynbtep AnaneHp VHK,
BEKMEH KY/IbTEP AMSNEH[, VHK,
JlncmeraH,
O’ KannaraHo Mwnina
padpctBO Knap,
WpnaHausa
/Mognnck/
10 aBrycra 2017 r.
ropuanyeckuii agpec;  Jincmera, [Ovpelaopa: Mupc Oesepo (Piers YupexpeHo B Pecny6nvke WpnaHaua
Oevereux)
Mon FeHpwu (Paul Henry) C OrpaHUYEHHON OTBETCTBEHHOCTLIO

O Kannarav’c Munns
padctBo Knap
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[MepeBOoAUUNK

[BajuaTb BTOPOro aBrycTa /Be ThICAYM CEMHAALATOro roga

fA. Akrwos [neo bopucosu4y, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBY nognvHHOCT b A
nognucu nepesog4ymka ®ponosori MapuHbl MuxainnoBHbl.
Mognuce chenaHa B MOEM MPUCY TCTBUMN,

JIYHOCT b NOANMCABLLEr0 AOKYMeHT YCTaHOB/IEHA.

3aperncTpupoBaHo BpeecTpe: Ne

B3bIicKaHOo rocyacpcTB0 T T WWKUHbI (No Tapudy): 100 py6.
YnnayeHo 3a oka3wOe )0 rb3wpBLlU”) n TexHnyeckoro xapakrTepa: — pyob.

AKNMOB
YUyod mw J/iP !

MpOLUHYPOBAHO, NPOH g
poLIHyp p I CKPeTTEHO NeYaTbio AveT N OAGEX

Hotapuyc
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Poccuiickaa ®epepauns
Fopopg Mocksa

n 1 MP 233

A, MapTtbiHoBa BPEeMEHHO WCMOJHAOLWas
0653aHHOCTN HOTapuyca rop*ca ranckpsi Jilo™™osa Mne6a Bopucosuya,
CBUAETE/NbCTBYO BEPHOCTL KOMUK oniy
3aperncTpupoBaHo B peecTpm. ti-i ..
B3bICKaHO rocyAapCTBEHHOM NOLMH t (MO t- »mc-yl ! _
YnnaueHo 3a okasaHue YCryr npasee. ..o 1
Xapaicrepa:
H.N.
MPOLLHYPOBaHO,
poBaHo™ * K pernsieHo

m/

Mpow o ,"“nundyectee V/ NUCTOB
« 0 ' JULIhtfICL- 2017/ rog

.oauTens OTaena «KAMHNYECKUE NCCNeaoBaHnsa»
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