®dotorpaduueckue “300pakeHHA MEAHLIHHCKOTO H3ACNHA

Cucrema ana knerounoro ananusa UniCel DxH Coulter; ycTpoiicTBo NOANOTOBKH H OKpallIHBAHHSA
npenaparoB DxH Slidemaker Stainer I (DxH SMS 11)

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHI/ W PETUCTPALIMI MERHLMHCKMX H3ENHIA



1. YcTpoiicTBO NOATOTOBKH H okpaimeauus npenapatos DxH SlideMaker Stainer II (DxH SMS II) ¢
TyMOOiA.
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2. YnpaBnswoouias cTaHUWs (KOMMbOTEP) B KOMM/IEKTE C NPUHAANEXHOCTAMM (MpU HEO6X0AMMOCTH), B
cocTaBe:
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- KOMMbHOTEP

]
I & 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



- KnaBHATYpa

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



- KOMIbioTepHas «Muub»
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Kabenb NUTaHVs,
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- CD-VCKW, He 6onee 5-Tu WTYK
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3. CToiiKa [/ yCTaHOBKN MOHUTOpA (MpK HE0GX0AMMOCTY), B COCTaBe:
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- KoMneloTePHAR «MBIIBY
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- CYNTHBATED MITPHX-KOAOB PYUHOHN
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- Kabenu, He 6osnee 7 L.
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- XOMYTHI, He Gonee 30 wr.
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- cTOHKA
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- KOBPUK A/1A MbILLIA

DxH 900
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AOKYMeHTaLus.

BECKMAN
COUUERmM

IMPORTANT PRODUCT NOTIRCATION for
UnlCel® OxH™* Slidemaker Stainer Coulter® Cellular Analysis System, PN 775222
Using Beckman Coulter DxH Slides & Coulter TruColor Stains and Buffers

October 2011
Dear Beckman Coulter Customer.

Rcokman Coulter has received reports of slide staining irregularities being ctperieaced by some
customers using Beckman Coulter DxH Slides arid Coiilin TniPolor Stains and Butlers. This
does not affect every lot of slides, stains or buffer.

Reported stain irregularities include:

* Red blood cells that appear hypochromic, refractile, or pimclied out

* Excess precipitate that may be inieipteted as increased cellular granularity in white blood
cells, inclusions in red bl o” cells, and/oi particles tliat jnterfere with platelet estimates

e .Adark blue/purple background .slam that may interfere with the ability to read the slides.

These issues may impact frequency of mainlendiice, luiuaivund time and'or workflow. If you
expcrienc* any staining irrcgulanties. follow the reconunendatiuos listed below:

e To imjwovc RBC morphology, add the information indicated bduw in bold print to the DxH
SlideMaker Stainer Instructions for Use (IFU). Number A85371 AD, Chapter Y, Cleaning
Procedures, Flushing Reagfnt lines and Hiainer with Methanol, before step 1.

IMPtAK'I ANT: Flushing water ihruiigh ilic stainer lines nay affcatslain quality.
Do not flush water through the reagent lines and stainer, ncept for Datb 5 rinse.

* Toavoid excess precipitation and reduce background stain, closely follow the existing
iciommendelions in PN .A85371 AD - Appendix B. Table B | Opiimum Stain Quality
TroubleshiHtling.

Beckman Coulter is working to improve the quality of the slides.

Share this infoniiaiion with your iaboratwy staff and retain this notification ms parr o f your

laboratory Quality System dt cameiitatioftC"
Ifyou iiavc any questions ironceraing this letter, please contact our Customer Support Center

. Via oui website, http //www.beckjnancoulter.convcuslouieisnppnit/support
. Via phone, call 800-526-7694 in the United States and Canada.
. fhitside US and Canada, contact your local Beckman Coulter Representative.

We apologize for the iiconvcnie”ict diis issue has caused your laboratory. Thank you for your
continued support of Ikckraao Coulter products

Siiicnrly.

Caiyl J <ampbell
Oirectix of Tethiikal Support (“rations
lofl9 I'N B42013.AA
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4. Habop gns yctaHOBKK (Mpy HEOGXOAMMOCTH), B COCTABE:
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- 0TBEPTKa KpecToobpasHas
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- OTBEPTKA NPAMOH WAHL
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- TOPLEBOW K/HOM
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= NePeHOCHON AHK
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- xaGenn KOMMYHHKAUHOHHBIE, 1i¢ Oonee 8 wiT.
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5. Tlporpammuoe obecneucnne nsa CD/DVD muckax — He Gonee 10 wor.
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6. MepHas kroBeTa - He 60nee 100 wT

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



7. OozaTtopbl 0~y a - He 60nee 100 wr
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8. KacceTbl! 11 06pasuos Tuna A, 20 wit/yn - He 6onee 100 yn.
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9. Crekna Ans oKpalmBaH1sA nperapartoB 72 WT/yn. - He 6onee 100 yn.
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10. Npo600TH6OPHMK A1 acnnpaumn obpasua
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Ship To:

Republic Packaging of Fli
4570 NW 128th St. RD.
Opa Locka FL, 33054

Ship To;
B2444A
.. R ; QXH SMS Pad”gu™g
Repubiic Packaging of Florida Return iTStrurtionb
4570 NW 128th St. RD.
Opa Locka, FL. 33054
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- MNTaCTUHbI 47191 ABepLbI, He 60nee 4 LLT
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- KHCTOYKA — He Oonee 10 wT,
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- XOMyTbl, He 60s1ee 10 wi.
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- BHHTBI IS KpPeIUIeHHA JICMEHTOB CHCTEMBL, He Oonee 20 wiT.
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- KPbILLIKWX Oy TbI/1e NIaCTUKOBbIE, He 60riee 4 LT
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- CBETOBOM MHAMKATOP COCTOAHUSA cUCTeMbl —He 60siee 10 L.

' n-V-
N M-
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- Tpy6ka B cOope ¢ OOpaTHLIM KIANAHOM, KOHHEKTOPOM H (DUIIBTPOM © ITHKETKAMH H KPBIIIKAMH — He
6onee 10 w.
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- Tpyb6Ka B c6ope ¢ 06paTHbIM KranaHoM, KOHHEKTOPOM W (inbTPOM - He 6on1ee 10 wir.
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- KAPTPUAX ANA BCTPOCHHONO MAaTPHYHOIO NPHHTEPa (enTounbii) — He Gonee 10 wr.
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- METa//INYECKAA BCTaBKa - He 6onee 10 L.
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- 3arNyLUKM J/151 pasbeMoB, He 60/1ee 6 L.
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- Hakneliky, ne Gonee 2 NHCTOB
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yyOka cOpoca oTX00B IKpaHHpoBanHas — He Gonee 10 wr.
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- BOPOHKM NSl NepenmBea, He 60ee 2 L.
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3y6Ku ans oT6opa peareHToB, He 6onee 10 yn.
m m346513 aA
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- KpOHIUTEHH A1 KpenJieHus KOMMyHRKaTOp AokansHolt LAN cetn — He 6oaee 10 wr.
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- KPHILIKA MepeanAs 3auuTHaN — e Conee 10 mr.
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- KaHWUCTPh Pe3 Kpbl 91 OKPALLMBAIOLLMX peareHToB, 1, He 6onee § LT
AT 7Rt K R



- KaHUCTPbI C KPbILLKaMK 5 N, He Gonee 3 LT
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- KAHHCTPH ANI4 CTHBA OTXONOB MaacTukosbie, 10 1, ve Gonee 2 mr.
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- KaHMCTPbI C KPbILLIKAMM [/151 OKPALLIVBAIOLLVIX PEareHToB, 2 /1, He 6osiee 7 L.
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- 6OKOBbIE KPbILLKN B KOMMNEKTE C BUHTaMW, HE 6onee 2 WI.
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- IVIaCTHKOBAY KPLILIKa MOAYJIA BHIPY3ku kaperok — He Gonee 10 .
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- BaHHbI [/191 OKPacku - He 60/1ee 12 .

%
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- KapeTkH, He Oonee 2 yn.
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- MOAZIOHbI 4191 5-TV MarbIX BaHH, He 60nee 5 L.
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- 3TUKETKW, He 6bonee 2 NCTOB
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- NIeHT” BO3BPATHbIE 2 LLIT. B KOMI/IEKTE C KPENeXHbIMM 3/IEMEHTaMU 2 LLT. U UHCTPYKUWel - He 6on1ee 10 .

W PO (Wemmimyn >
ker-mle HUH ke
Wce?
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N
C¥myr BIH
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- DKCNyaTalMoHHas JOKyMeHTaLus - He 6onee 5 L.

BECKMAN
COULTER
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dcorpadivisi MapKUPOBKY U3AENNS Ha YMaKoBKe

Beckman Coulter,

A g EW C 11477

OXU>» Ri Only
TN,DXH SLIDEMAKER STAINER 11

Serial No B C24-179
B”cltmen Cowiter Inc

CA
2019-06-10

-10«C-ee*C

309% -e*~
Myde n USA OF US andkH»on component»
I/779S*Ar

A SR
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doTorpadms MapKVPOBKM M3AENNSA HA 06pPaTHOIA CTOPOHE

Mosy
UmCeiDxH Slidemaker Stainer 1 "™ ™' LUILLI Nol
OB - fei] % 1

- .M I tC 1vE»
M A a9*%8 Kirkos«t  BleDAIOBUBELfS5%J1
B|»a.C,ﬁTl’.;\17\BA MKwJuiCHMvtw

_1Wl) ] | Nel M OBy ke
- :Nllrwg“ll.a)rﬁiv (p.o!»
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FCSWESTIGATieiALUSEC'
TOBEUSEOByQUALireDWii. -1l . THEPERFORMANCE

CHARACTERISTICSOPTHSPROA-" rtAVENOTBEEN

ESTABUSHED FORUSE OHLV BV DiSTRIBUTORS. LABORATORIES
ANDMESTIGATORSW O ARE CERTIFIED BY BECKMAN COaTB. MO
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adi C msIv-ac

169502
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IMaKeT MapKVIPOBKY M3AENMNSI HA PYCCKOM Si3bIKe

PeructpayioHHoe ya0CToBEpeHue: Cuctema ana knetouHoro aHanmsa UniCel DxH Coulter: ycTpoiicTBo
P3H XXXXXXXXX 0T XXXXXXXX MOArOTOBKM M OKpalLMBaHWs npenapatoB DxH Stidemaker Stainer Il (DxH
SMS Il) ¢ nprMHagneXxHOCTAMMN

DxH Slidemaker Stainer Il (DxH SIVIS I1)

MpounlBoguT«ib: Kat Homep c 1477 ;
BeameH KynbT«p. UHK s Kraemer Bivd.. Brea. cA PP clia CepuiiHblii Homep CM Ha OpUrMHaNbHOM MapKnpoBke
YNONHOMOYEHHbI NpescTaBUTeNb NPOUEBOANTENS: [Mara nponssoacTea CM Ha OpUrMHanbHOM MapkupoBke
MCT&:{MCnaBCKOFO Z.CT 3 MpoussuieHoe CLIA o
p- [OfONHUTENbH3A MH(OPMALMsS  CM Ha OpUNManbHO MapkupoBKe

0O0O0'bekmeH iQrrbTep'. MoeBa, Poccus.
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doTorpadms yNakoBKU M3ae/ns
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