POTOIMPAPNYHECKNME N3OBPAXXEHIWNA
MEAVNUMNHCKOI' O NSAEJTNA

AHanM3aTop aBTOMaTUYECKUIA KOaXyTOMETPUYECKUA O18 AnarHoCTMKK in vitro ACL TOP,
BapuaHT 1cnonHeHns ACL TOP 750 LAS

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA W PETUCTPALIMI MEAHLMHCKWX H3ENHIA
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Yaweuykn gns obpasyos 2.0 mn, 1000 wr.
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AcnupaTtop npomMmbiBoYHOro pacteopa 4 n ana ACL TOP, 1wr.
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AcnupaTtop motollero pactsopa gns ACL TOP, 1 wr.
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lpcooxpanutenn Ha 12.5A. 10 wr.
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lpcpoxpaHuTcan Ha 4A, 10 wr.

<SAnsttgretationUorationy .y «wtcews $ed»*witis

FUSE 4A 250V 5X20MMTLAG
P/N:ONel14871708

Rev: 03

Qty: 10 PK

Date Code: 1710
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MAInstfufnenlation laboratory M*—OK
FUSEBA2S0V5X20MMTiift J
P/N:00014871711
Rev: 03
Wy: 10 PK

Date Code: 1709

+11810NM
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KioBeTbl, 2400 wTt
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MpegoxpaHutenu Ha 1.25/1. 10 wr.
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Kabenb nutanua 115B 15A, IOBaHHbIN, 1 WT.
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CTeKNAHHbIE hpiakoHbl 20 mA, 8 WT.
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AjanTtepbl NOA WTATUBbI ANS 06pasLoB: aganTepbl 415 aMMKBOTHbIX MPOBUPOK, 5 WT.; agantepb T ATegn puyec|wx SwT
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KoHTeliHep nog eMKOCTb AN XUAKNX otxogos, 10 n, 1.

9
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AganTepbl Nof WTaTVBbI AN18 pa3baBuTeneid Ha 4 Mn, 6 WT
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MAGNETIC STIR BARS, 6/PK

Q.ty; ! Item N*:000974660S

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



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



ApanTepbl......... rarnew s Ppa36aBne”! Omn, 6 WT.
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JJecTHrpaHHbie knoun metpuueckue 1L.5mm - 5.0 mm, lyn.
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HanonbHbI aepXxaTenb, NeBasi CECMOCTONKas NaHenb, 2 LT
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Kabenb ARK-3382 gnsa USA. 1u.
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nanba, 8 LLUT.
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"poBcpHas Lwaliba, 8 L.
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KomnbtoTepHoe 060pyaoBaHMe
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[OKyMeHTaLms: AeKnapaLys COOTBETCTBIS, CEPTUMNKAT COOTBETCTBUS, CNELIM(MKALINS TOYHOCTM N3MEPEHUIA, MMCbMO-YBeAOM/EHUE NPo A3ig HaTpus,
MapKeTMHIOBOE MICbMO MO 6UGIMOTEKaM TECTOMAPKETHTOBOE NUCLMO MO peareHTam.
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« werfen catpany
Fabniary, 2016
6:]_ TCiP F@n%SO Sarlaa wHh Softwara Ralaaaa \6.1.0, Paramatara P«18.1.00 and Uaar Manual (On
P)
Dear Valued ACL TOP"™* sttorrer
Welceme to the ACL TOP Famij aaofAnaIyzar The OP Faml%/ F[O Serles are the rﬁvwat

bers ofthe TOP Fam the ﬁ;:lasa an
ormanceco are a%é Eec
edltatlon

eX' nSO alf
{&ﬂ to velop an lntr
WS that n&e?g%w vé/ 10 Pararhré?ers B 18% Narfﬁ(@n Lire He?fo) V6.10

rles IS contf
and assallablet select reglonsvxor

[ .

Almod sé r%f ethe TOfgame5O Series offer:

PJ\IIT\E rf(ahens e reagg%ol
gmg eatures an$ Lsrtte%'ﬁll
a%%%cgacl'af) tatlon support tools
Softv\er}lVe 5{#3 %ﬁ ameters P-'16.1.00 mcludesthe %MWW%E thlttﬁrlg’ el WA [FeE

it

: AR VDAY : 33@8? ”?L\A
. le !%ﬁpé&) /L1 ' —aco VIRB @(In IReec]
. rH DDHS500] - Factor XHS Plus

. DDlmer S [DDHS] . —act eaéﬁ -

J Di . iIPlasTIn

. Fac me[[ RF{} . —actor XI-SS

. Factor II RealeI In[FIIRead| e [Factor \YXII

. actor » Factor VIII-

. e Factor [ X-SP

. FactorV Re |PIasTI « Factor XI-SP.

»  Factor V- L\/ e F ctor XlI-SP

. FactorVIH-SS[ n-SS . RecombiPI
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A Instrumentation
Laboratory

AWwrfan Company

November. 2014
Doar Vafuad A C L TOP 50 custom er

rhstrume _Iatlgn Labor%to%/ela legsed to ann unce tne Iaunch ofthe n ACLTOP Famil go Senes

ACI.TO r er low- to 31 ost ratories adv

automation of routin s ecl assa S WI e added benefi te (gre_l%gt}g ca sa

|ntegr| chec S, an v nce ora redltatlon su(g)r%ort too S, new
Family 50 Series will be able t use the same comprehensive porrfollo of reagen S and

produce the same quality results.
Slnce the newACL TOP Famll 50 Serles evolved from the ACL TOP Family, you will be able to use

eians Sorseens bt ol o (9 o oo g ety

assi ||s
Reagjent Stolag e%tabl tty. leﬁalD nte erin stances Ex ected VValues. Performance
Cha acterlsthc?] and an_[y otherl trume tspeC| cclalms Q Hemosll.hrea ent inse rtsheetvull
i%)r%/ ¥and LTOP Fam iSerles % re, when usi

osIL reag ent on the CL O erles analy ease use the assigned valu

clarms listed on the insert sheet forthe Al LTOP Family.

IL_ IS committed to dehvenr&g_lnnovatlve and CPractlcal solutions to meet_the needs of our customers.
The features of the new A Series Will minimize the risk of errors and enhance

quality assurance leading to better patlen,t care. Thank you for cdnoosing IL as a partner In
Hemostasis testing.

please contact your local representative Ifyou have any questions.

Sincerely.

Catherine Quirbach Ph.D.
Group Product Manager. Hemostasis Reagents

Instrumentation Laboratory

004446005 00027503098 RO
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Instrumentation
Laboratory
AWM

ibHEMOSTABIEe Systems
Urgent Safety Notification

August2014

Deu* Valued ILHermstasis Customer

rrecor Cg@@;ﬁ ﬁ
rer-gﬁ r Azlg&!orzmcorco ni et er| aI Or@ygtman
emp et oo I practlcess oﬁ to mitigate the I‘ISZE P

WARNING %q% Ip uBf re entsr drsglofjed do(\:/gwthe drar] |tdpan r}eeact it] th
n an collect Jntr reggg |casro€ are

more sensrtr osrve ﬁan n|tr rrne a?t%' s§ I(Ye other r(eta?FS

e
arce eN MOre € d § Ve to be
icazl es may exp t’s% c?to a%n oc orbyrea |onwr

(T&&%.%meoﬁ%f@% R T U e i g,fgsgwpanonal Safayaml et

. Routrne I>econCBmination:

%%1 Iusthanxs ra{‘nC usedrf%%\étagtad?r %g?sa ith copio arr}(raﬁrr(t) dISC ters ver n shedae)é Prevent
|c ere |sagoo streal of\/\ater or the use 0 ?

reagents ma prevent f?rture accumui ?aP (%E Or}

. %acontam nal nofPIHmbrn ontalaii® Iosrv
Is %g decontarn at hs of(glfaln Ilnescanbede?gf(ntam rh
wit edrgrarﬁr ure r e rarn Jnt ide contamination to
occ Ir then een |r s |um
maln e rf rted to t e azide hazard so that proper
utro can bet ente te

m ers have attempted to penetrate
elcontammated rarnage syste wrth a exr e metal probg snake) or to cut of saw azIO dg contamrnatgg

. Pre are 1to 2 liters o 109b sodium oxide solution NaCOH per ljter. of water). Wear a| ro rate
grr]gect?Yee u%pmen %%%r#t (9 h gl t #gs?vg ter| e|nc|o[| OVBS) rotect p l
ermanentéab nI eal

ntact €s Or S cause S 1rm i:au
oll anu gv urerssa tyrnstructrons an dinstructions for fi uting
oneentrated sodiim yaro eors roxr eso

. n all louid from he trap and rain. usm asoftrubberor Slastic hose. Use proper precautions against an
r%ahr%ousch micals which maybe re g P proper p g y

Slowly pour the sodium hydroxide sglutron into the trap.

Laborator/ AB0mak G Tdl 781-861-0710

Nvww .tlub.com
COM A46A&A Pegel of2 10019014800 RO3
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Instrumentation

Laboratory

AWerfen Company

ACL TOP® & ACL TOP Family 50 Series Analytical Precision Performance Requirements
The table on the following pages reflects the current ACL TOP and ACL TOP Family 50

Analytical PI’%CISIOI'] Performance Re uw_ement%. The rele%sed parameters

the 'imprecision data generated is less

assays have been teste by

Instrumentation La

than or equal to these requirements.

The results of the Internal testing have been submitted to the respertive governin
instrument clearance where the reagent Is sold, and Is als
respective reagent products. Thaqse !
TOP and ACL TOP Family 50 Series instruments using specific lots of reagent, cali

ublished values reflec

oratory, an

bih

bodies for

ublished In the insert sheets_of th
e testing

erforme_g on specific AC*
rator. and control

atepais. . . . .
rﬂw Pnaflormatlon supplied here can serve as a guide to ACL TOP and ACL TOP Family 50 Senes

users.
Assay Reagent
PT-Fib HS +
PT PT-Fibrinogen
BT Recon%DlasTln
ReadiPlasTIn
PT-Fib HS +
FE%B;E%%%% PT-Fibrinogen

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

Result Unit

Seconds

Seconds

Control

e
normal Coritrol

ke

rmal
HemaosI L Normal
Col

Within Run Total
imprecision Imprecision
(%CV) (%CV)
SI12.0 £3.0
£20 £30
£30 £4.0
£30 £4.0
£50 £8.0
S50 S8.0
£30 £30
£30 £3.0 :
£40 £4.0
£4.0 £4.0 1
S5.0 £8.0
S6.0 £8.0 ;
£ 10.0 £ 120 '
£ 10.0 £120 —J



instrum entation
Laboraiory
AWertn Compenv For North America Customers Only

September 19. 20ie

ZPear Valued ACL TOP Family 60 Series customer,

When using any HemoslIL reagent on the ACL TOP Family 50 Series analyzer, please use the
assigned values and the claims listed on the Insert sheet for the ACL TOP Family. Since the ACL

TOP Family 50 Series evolved from the ACL TOP Family, you will be able to usé the same
rtfolio of HemoslL neagents, calibrators and controls. The claims for Intended

comprehensive
Use.pReagent S%?age/Stablllty. _LimItations/InterferinR Substances, Expected Valuesona .
HemoslL reagent Insert sheet will apply for both the ACL TOP Family and the ACL TOP Family 50

Series.
performed additional precision and method comparison

In addition. Instrumentation Laborat(\)%
studies to achieve 510k clearance. Ile the HemoslIL labeling is being updated, the
corresponding Precision and Method Comparison data for ACL TOP 50 Series from the current

510k cleared assays are listed in this letter for your reference.

Please share tills information with your laboratory staff and retain a copy of this letter for your
records. Thank you for choosing ILas a partner’in Hemostaais testing.

Please contact your local representative if you have any questions.
Sincerely,

Catherine Quirbach Ph.D.

Group Product Manager. Hemostasia Reagents
Instrumentation Laboratory

P/N LO000001196 Rev 01 gy %

H;
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CATE of COMPLIANCE

I itati ory
ey
CTS SYSTEM
5 TCP BAO CTS

< A~ 0.200 Ohm 0.070 PASS
> - 2 MOhm 7394 PASS
0.1 .. 1000.0 /A 524.1 PASS
0.1 ,. 600.0 260.3 PASS
0.1 . 1000.0 fjA 530.4 PASS
0.1 .. 500.0 fIA 268.7 PASS
2,00 10.00 mA n.21 PASS

TESTING STATEMENT:

This. instrument has, been certified to meet a licable Iec cal and
specifications as outlined in Instrumentation La%%)r ?

atory's fina est and a(S?Ll procedures.
Instrument Teat \Voitege Slgneture:JNUON Date;11/03/2017
QC Signature:SYI Date:11/07/2017
Q» B
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instrumentation
Laboratory

C€ DECLARATION OF CONFORMITY

Henufaetwren
HarataPar Fabrfcianta Instrumentation t-aborslory Co
Eagncamta Producant 180 Hartwell rtoad Y
abnearr erSsre Bedford, MA 01730-2443 U.S.A

ProautUrta
EU Authorised Repraeentativ*: .
KU-Eauom naehttgta Paptaaantarda Autortzade na US Inetrumentation Laboratory 8pA
Papraaarnartta AutorPadoporw UE BU-autoriaarat raprwaaantant Vlale Monza, 338
EU Auktoriaarad rapratantarH 2012B - Mlleno, Italy

MartdataMa R
Paooraaarttania Autortccato in Eu PIMMANNOrANTITC «rysArTPCKLLMITOT OFrjV E E

Union direetiv* and standard* Idanunsd in this dsclaratlon.
(nttnjm m nfaf~n L»boemiofy sHawn. dmta M t wreawrO»rw”™ M TbukKe) Myl OmtiBealll nTuno®n Oprenoegeb»rwi ey-We*Wohtn undm ittM n
Bufs*efOMon normBievwn OoHbTBrywn w Oberatrittimmung $ind.

tnetwnBnliBlfon LobOTBlofy /lio/Trw par LW pnxensl que 08 prodvcto(*> BtfBi/o Ten0 008 /I m. B8N oontormm» eon M» drtoftv»*y nom aa

Europaaa MenMeatfaa an Bbl» Usbleeseran
tnstmmBntmhan LabofMory perl» prBtBnte. g tf 1»(») proOuW ») aaus-tanlionn»(8). bl (Bonljeantarm BW aux tireethraa at norm»»

Bu® pNerte» [clianeMs* dana CBtt» dBctaraban.
lrwrntenla(H>n Laborm loiY <itchtmrm oon ta pramantB em LWl preOattom BOttomanztonatoil} B{aono) confom tl BUB (LUrtMbla a aqU alanOard

apadifcatitn qvaata tUchlam torta.
inatnjmantmbon Laboratory daciara pmlopraaanta qua e(a) praduto(a) abarko manetonadefa) aalA'aalMo cordbrma a DlractW a a notm aa da

Com/aaSaEuropaia aepaaffcadaa naata dao/araf»o
inam jm antatton Laboratory arktm rar harymd. at Oat <d»> nadardor anfarta preduM fai) ar t ovaranaatammaiaa mad da EU-daabUvar og

alandardar, dararanfruttdanna adclaartng.
tnarrum antatlort Isbonilofy t>akr*»ar Monad att pnsduM<ap Uatada nadan.

atarKlardaridanm mrade Idanna daklaraiton
M Irmimomntatton Laboratory pc ra napbv eqgAtUva dn ra npoHUvro mtu rrroptpovTm MtrurUpur ovppofxpotivrai pc mv o6ny/a nje

EupoiirotdK Evuiarf® notrq rtrpO ruT rrou rrpoo6rap4Yo‘oalrm pr mrpoOaaeftAumrj.

vara fOrantlgy(a> mad Europalaka IMon-aoa ekraktiv eeti

~NU.Sebdin™~~ractrva UE DPact/va £ufopaanr>a Oiraltiva Eurapaa Otractbra UE BU-dkakttv EUO frakttv O CqytqEE

iVO «98/79WUC (27/10/1998)-Annsx land Hi
RoOHS2 Oirsetfve 2011/es/EU (Starting with an# 1B0BXXXX)

Standandfa):
) PadTto/Padrdaa Siandardtap Stanxlardtar) Mpi#Tuno

frerm an vnd Ne cbiBblan
180 1348S. 'Msdical Ds<do*s - Quality Management SyaMm*"

I1SO 14971 ‘Madteal Davloaa Appllcatloft of rtak management to medical davteaa*
IEC €i010-I (2**3"* Ediltona) ’'Safety tequlrement* tor electrical equipment for meeaummeni, control, elKI ieboratory use -

nl General re%nrsmeme o . . .
IEC 81010-2-101 ‘Part 2-101: Partlculef requlrememe tor in vitro dlagnoetic (IVD) medical aqulpmerit
IEC 81010-2-081 ’Part 2-081: PartJcular requirertiente for automate and aeml-automalle laboratory equipment tor analyels and

£«(4ndar*a/ 1Yorta(a) WNormafa)

~

|
I%lgeg}}ggg ﬁ?tectncalequ"wnent ter meaeurement. oontroi and laboratoryuee-EMC ~ulrernenU’
IEC 81328-2-8 'Electrical equipment tor measurement conlrol and laboratory uee =EMC requilremente — Part 2-8. Partlcular

requirements - In viiro diagnostic (tVD) medieaii equipment’
A~ 15227 rMedical?Devices — 'Symbola to be used with medical device label*, labelling arkl Informailon to be suppited*
EN 980 Terminology, symbole end Information provided with medical davloea - Gra“tlcal aymbola ter uea in the labelling of

leo'ia'l'lS~'In Vitro Dlagnoatio medical devicea-InformaWm aupplled by the nwnutecturer (labelling) Part 3- In Vitro

dlaonoatlc inetrumenla forprofe*ak>nel uae’.
I8TA 2s/2b Shipping Shock end Vibration, Domeatio 8 Intamaltonal Teala.

3'17?.
Carol Marbl* Date
DImctor of Regulatory Affeira

Sheet 1 0f 9 1.0026800209 Rev 02
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<S?Inst™mentation Laboratory

PLUNGER ASSEMBLY, 1000UL
P/N:00028753601

Rev: 00

Qty: 1 UN

Date Code: 1807
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®OTOMPAPUNYECKUE N3OBPAXKEHUS
MEONLUMNHCKOIO N3AENNS

AHanM3aTop aBTOMaTUYECKUIA KoarysIoMeTPUYECKUN /18 AnarHocTKKM in vitro ACL TOP,
BapuaHT ncrnonHeHns ACL TOP 350 CTS
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SampleCups

0005575100

Satnpie Cups «Contain: t000X2 mL
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February. 2016
ACL TOP Famlly 80 Series with Software Release V6.1.0, Pararneter* P-18.1.00 and User Manual <On

LineHetp)VB.1

Dear Valued ACL TOP  Customer.

Welcome tothe ACL TOP Family SO Series of Analyzers. The ACL TOP Family 50 Series are the newest
members of the ACL TOP Family, the best-in-clasa enalyxers for the hemostasis laboratory. These high
performance consolidated workstations are for routine and specialty assays: Clotting, Chromogenlc and
Latex-immunoassay with pra-enalytieal sample integrity checks and advanced audit trail and accreditation
aupport toots. They are partof Instrumeniation Laboratory's cwnmitment to develop and introduce
products that meet the needs of today's demanding hemostasis laboratory. The ACL TOP Family 50
Series Is cortHgured with Software V6-1.0. Parameters P-18.1.00, and User Manual (On Line Help) VS.1.0

and eveilabie to select regions worldwide.

The ACL TOP Famlly 60 Series Includes the fotlowing analyzers;
Part Number: 00000280065

ACL TOP 360 CTS

ACL TOP 550 CTS Part Number 00000280046

ACL TOP 750 Part Number: 00000280015

ACL TOP 750 CTS Part Number; 000002B00SS
Part Number 00000280035

ACL TOP 750 LAS

All models of the ACL TOP Family 60 Series offer:
Same quality results
e Same comprehensive reagent portfolio
« Same powerful end intuitive software
e Same features and usability
¢ Same assay-specinc sample checks
¢ Same advanced lab accradrtetlon supporttools

Software Version 6.1.0 with Parameters P-18.1.00 Includes the following parameter files:
¢ Liquid Anti-Xa {Anti-Xa] e FactorVm-SS with normal vVWF tFSvf-

AnlHhrombln Liquid [AT LIQ] SS]

APCRVwWithAPC[APCRV+J * Factor VII-RP IFVII-RP]
Factor VIi-RP-8 [FVIIRP-8]

APCR VwllhoutAPCfAPCRV-J .
APTT Syn Phosphollp [APTT-SPJ * Factor VIl ReadiPlaaTIn [FVIIRead]
APTT SynthASil tAPTT-SS] Factor V-RP [FV-RP]

D-Dimer HS 500 CDDHS 500] Factor XHS Plus (FX-HS+I
D-Dimer HS fODHS] Factor X-RP IFX-RP]

D-Dimer {DD} FX ReadlPlasTin [FXRead]

Factor n-RP IFM-RP] Factor X1-SS IFXI-SS]

Factor IlI- ReadlPlasTih {FIfRead} Factor XI1-SStFXU-SS]

Factor II-RP-6 [FIIRP-8J FactorVIII-SP [FVm-SP]

Factor 1X-«S (FIX-SSJ Factor IX-SP IFIX-SP]

Factor V ReadiPlasTfn [FVReadJ Factor X1-SP IFXI-SP]

Factor V-RP-8 (FVRP-8J Factor XII-SP IFXn-SPJ

Factor VI11-SS {FVm-SSJ Fib RecombiPlaaTtn tFib-RP]

Page 1of2 P/N OQO27S043SO Rev 01
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Instrum entation
Laboratory

A Werfen Comparv#

November. 2014

Oesr Valued ACL TOP SO custom er.

Instrumentation Laboratory l« pleated to announce Nee launch of the new ACL TOP Family SO Series.
The ACL TOP Family SO Series offer low- to hlgb- volume hemostasis laboratories advanced
automation of routine to specialty assays with the added benefitof integrated pre-analytloal sample
Integrity checks, and advanced laboratory accreditation supporttools. The ACL TOP FamSy and new
ACL TOP Family 50 Series will be able to use the same comprehensive portfolio of reagents and
produce the same quality results.

Since the new ACL TOP Family 50 Series evolved from the ACL TOP Family, you will be able to use
the same comprehensive portfolio of HemosIL reagents, calibrators and controls using the same
assigned values as listed on the Insert sheets for the ACL TOP Family. In addition, the intended U se.
Reagent Storage/Slabflfty. LImltatlons/Interfering Substances. Expected Values. Performance
Characteristics, and any other Insfrument specfflc claims on any HemoslIL reagent Insert sheet will
apply to both the ACL TOP Family and the ACL TOP Family SO Series. Therefore, when using any
HemoslL reagent on the ACL TOP Family 50 Series analyzer, please use the assigned values and

claims listed on the Insertsheet forthe ACL TOP Family.

IL is committed to delivering innovative and practical solutions to meet the needs of our customers.
The features of the new ACL TOP Family 50 Series will minimize the risk of errors and enhance
quality assurance leading to better patient care. Thank you forchoosing IL as a partner In

Hem ostasis testing.
Please contact your local representative ifyou have any questions.

Sincerely.

Catherine Quirbach Ph.D.
Group Product Manager. Hemostasis Reagents

Instrumentation Laboratory
CO#446005 00027503096 ROO

ISO Rood. EMibrcf MA 01730 7A661>0M0  wakw «L9i com
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A Werf»n Company

JX.HEMOSTASIS Systems
UrgentSafety Notzkcation

August 2014

Dear Valued ILHemostufs Customer:

Our records Indicate that your hielllty has Inuse one or more 'L Hemostasia Systems: ACL TOP* Family. ACL Putura/ACL
Advance, ACL ELITB»/ELITB PRO/e/9/10000, ACL Oasslc (100-7000) and ACL AcusStar. This notification Is intended to
reinforce that the waste from%/our IL Hemostasis System contains sodium azide that may potentiallg form explosives in
metal plumbing composed of lead, brass, tin. copper or zinc or containing solder In the plumbing system and to
emphasise thatgood work practices should be followed to mitigate the risk ofexplosion.

When sodium azide preservative in reagents is disposed down the drain. It can react with the metals in
the plumbing to form insoluble metadllc azides, such ss copper and lead azide, which settle in the
plumbing and collect in traps, threads, etc. These metalilc azides are highly explosive. For example, lead
azide Is a more sensitive primary explosive than nitroglycerine and copper azide and other metallic
azides are even more explosive and are considered too sensitive to be used commercially as explosives.
MecaUicazides may explode if subjected to friction, heat, shock or by reaction with other chemicals.

WARNING:

To this end, please perform the following steps taken directly from the National Institute of Occupational Safety end Health
~tOSM) guidance on the **Peconratlna<lon Pr<x«dures for A~de Ckmtaminated Plumbing" (1976):

* Routine Decontamination:
Thoroughly Qush any drain used for waste disposal with copious amounts of water several times a day to prevent

azide build up. Theuse ofcopper-and lead-free lines between the pointofdischarge ofazide and the nearest pipe In
which there is a good stream of water, or the use of azide-free reagents, may prevent future accumulation of
4Mdloa{ye azides in plumbing. NOTE: These measures %l NOT decontaminate plumbing already containing

DecootamJnaitlon of Plumbing Containing Explosive Azides:
The procedure below is designed to decontaminate a drain trap. Longer lengths of drain lines can be decontaminated

with a similar procedure after plugging the drain below the pointatwhich at” azide contamination is likely to have
occuzred and then filling the entire length of pipe with 10% sodium hydroxide solutlor>.
Laboratory maintenance workers, especially plumbers, should be alerted to the azide hazard so that proper
precautions can be taken. \“olent explosions have resulted when plumbers have attempted to penetrate blocked
azfde-contarainaced drainage systems with a flexible metal probe (snake) or to cut or saw azide-contaminated
drain lines.
Prepare 1 to 2 liters of 10% sodium hydroxide solution (100 g NaOH per liter of water). Wear appropriate
protective equipment when preparing and handling this corrosive material including gloves, protective clothing,
chemical safety goggles and face shield. Contact with eyes or skin will cause severe burns and may cause
permanent damage. CarefUlly read and follow the manufacturer's safety instructions and instructions for diluting
concentrated sodium hydroxide or sodium hydroxide solid Inwater.
53dpbon all liquid from the trap and drain using a soft rubber or plastic hose. Use proper precautions against any
hazardous chemicals vvhich may be present
Slowly pour the sodium hydroxide solution into the trap.

»mtrymeptjitrort 100 Hartwell Road
%d[\]/ Bedford, MA 01730 Tel 781-061-07JD vAwvilus.com
CO™* 446484 Page 1of2 10019014800 RO3
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instrumentation
Laboratory ‘
A Werfen Company

ACL TOP* T ACL TOP Family 50 Series Anelytical Precision Performance Requirements

The table on the following pages reflecle the current ACL TOP and ACL TOP Femily 5°
Anaijrtical Precision Performance Requirements. The released parameters for each
assays have been tested by Instrumentation Laboratory, and the imprecision data generated is less
than or equal to these requirements.
The results of the Internal testing have been submitted to the respective governing bodies for j
instrument clearance where the reagent Is sold, and is also published In the Insert sheets of the
respective reagent products. Those published values reflect the testing performed on specific ACL
TOP and ACL TOP Family 50 Series Instruments using specific lots of reagent, calibrator, and control

materials. .
The Information supplied here can serve as a guide to ACL TOP and ACL TOP Family 50 Senes
users.
W ithin Run ) Tote}l
Assay Reagent Result Unit Control imprecision impreciafon
(%CV) (% CV)
HemosIL* Normel
Control n2.0 s 3.0 .
HemotILNortnal .
Control 1 82.0 S$3.0
HemosIL Low v
PT P%TFTAEJ':OS gn Seconds Abnormal Control $3.0 4.0
9 '‘MsmosiL Abnormal 53.0 S4.0
Control 2 ’ '
HemoslIL High .
Abnonnal Control $5.0 s 8.0 ;
HemosIL Abnormal
Control 3 $50 $8.0
HemoslL* Normal '
Corttrol $3.0 s 3.0
HemosIL Nornial
Control 1 $3.0 $3.0
RecombiPiaeTin HemoslIL Low
PT Abnormal Control S4.0 S4.0
Seconds
HemoslL Abnormal
ReadlPlasTin - AACPpNtrod2 S4.0 54.0
" HsmoalLHibw e m.... m’
>~ormal Control $5.0 sa.o
HemoslL Abnormal
Control 3 $S.0 $8.0
; HemoclL Noimst
PT-based PT-FibHS + Control $ 10.0 S 12.0
Eibrinogen PT-Fibiinogen mg/dL
9 HlemoslLtlormat
Control 1 s 10.0 512.0
Page 1 of 7 P/N LOO20119500 Rev 08
- f tieSS
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t-iDCratary.
«we( fen £ oniponv For North America Customers Only

September 19. 2016

Deer Valued ACL TOP Family SO Series customer

W hen using any HemoSIL reagent on the ACL TOP Family 50 Series analyzer, please use the
assigned values and the claims listed on the Insert sheet forthe ACL TOP Family. Since the ACL
TOP Family 50 SeHes evolved from the ACL TOP Family, you will be able to use the same
comprehensive portfolio of HemoslL reagents, calibrators and controls. The claims for Intended
Use, Reagent Storage/Stability, Limltatlons/Inlerfering Substances, Expected Values on a
HemosiL reagent Insertsheet will apply for both the ACL TOP Family and the ACL TOP Family 60

Series.

In addition. Instrumentation Laboratory performed additional precision and method comparison
studies to achieve 510k clearance. While the HemosiL labeling is being updated, the
corresponding Precision and Method Comparison data for ACL TOP 50 Series from the current

510k cleared assays are listed In this latter for your reference.
Please share this information with your laboratory staff and retain a copy of this letter for your
records. Thank you for choosing ILas a partner In Hemostasis tasting.

Please contact your local representative Ifyou have any questions.

Sincerely.

Catherine Qulrbach Ph.D. r
Group Product Manager, Hemostasis Reagents
Instrumentation Laboratory
Page 1 of 13 PIN L0000001196 Rev 01
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leo Hartwoll Road '
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Bedford.MA US 01730 n n

4vjo.4T
fe ACL TOP BMWO CTS SYSTEM
(, 00000260045 [ ] -

2800-46 ACL TOP B50 CTS
17110698

PASS
PASS
PASS
PASS
PASS
PASS
PASS
PASS

< - 0.200 Ohm 0.070 PASS L
>+ 2 MOhm 734 PASS
0.1 .. 1000,0 pA 624.1 PASS
0.1 .. 600.0 /jA 266.3 PASS
0.1 .. 1000.0 N/A 530.4 PASS
0.1 . 500.0 //A 268.7 PASS
2.00 . 10.00 rnA 4.21 PASS

TESTING STATEMENT:

This instrument has been certified to meet all appUcable electrical and analytical
specifioatlons as outlined in Instrumentation Laboratory's final tost and QC procedures.

Inatrumem feel i/oftege SignaturejJNUON Date:11/03/2017
QC SignaturesSYf Date; 11/07/2017
CO 4 464262 Sheet 1 of 1 Pert No. 00026788200 Rev 1B
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C€ declaration of conformity

Manufaeturer

HaratmHar Fabdoanta

rramantetion Lavoratory Co
abiiaan

Pmdutfor* Tlyarkara Bedford, MA 017304443 U-S.A

EU Author!sad Repraeantatlva:
Eu-NaYeMTlWcbl>g(a ftepiaaaiManta Autwixado na UB Inatrumanlation Laboratory BpA

ftapnaaantarria Aurottaadeperia UE Wu-autortaaralfepnaeantanf Vial# Monxa. 338
Marrdatamt e u Auktorlaarmd rapraaantant a>138-Milano, Italy

PNTpraaanianta Ai/todhrafo In Wn EfOumoeoTTnifyot oynrToOceirTtocomv eS

Union diroctiv* and atandarda Idanuriad In thia daoiaratlon.
irmmtnentmtmn L M otaitvy T/EMI cmm O» Tu*b»®@nrbln pmdufctf#> mft den BmtimiminQen ber enoegy nen fit/-w cftw n/ert yT/Imtt den
rnatoeKmrtan ootm edyen Dokuntentmn m Obe/etnetimmong tirtd.

fnstmmentehon Lebormtefy deeHermporie pfmtenle gge loe pr>dvctd(*)

EurdpeeeideMdieedea en eate caomeO n
/n3/rnTenrwlion Lmoerwtery (Me/a/w perM pfdsente. oue /efe} pnn/l/Kre) eaue-fnenttonnefa}. e3l(»on{l eofdbfmeftj ewr dfrwctfyvtetnonnea

menctonedoe. eeiSn conterm ** con tee d/redtvee y norruws

6arop/lennee /denHMea dene calf* Melmreben.
/netnmtenre/teui Lebormfoty dkfiiere ooa te $>nfAwble cn* «(<) prodattom eottomemtonmio(i) e{aonof con/otml| eSe a/fentye e wall etenderd

epec/ficeb m gueatm dichfmrmafene.
inatnjmenietidn Lmbormtoiy declare pelo prmsen» <ju* o(a}prvduto{a) ebedco meneldnedcHa) ealAreatMo confonna a DlrecUve a nornie» da
ComlasSe Europala eapacineaidaa naabl daciarageo.

InjBfn.*nenr»fion taboretory artdmrarlw w d. at da! (da) rvadantor mrifarta produHttar) at | ovaTmnaatammmlaa mad da EU-direaavar eg
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BHewwHWi 2D cunTbiBaTeNb WITPUX-KOAA, 1 LWT. (NP HEO6XOAMMOCTHN)

rmn
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KoHTeliHep Ans TBepAblX 0TX0A0B. 10 W
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Apantepbl gna CTS wraTvMeos, ronyoble, 48 Wr. (Mpy He06X0ANUMOCTH)

L
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LLITaTnBbI ANns 06pasLoB noj 3akpbETble Npobupkn 57-64, 8 wWrt./yn. (NpM He06X0AUMOCTK)

P w MW~ r._00029400944
Pas M M T . RACT SCTS7744. Ctos,d n/n

devUH»l:_QJ_ W>17497Q

bl

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



& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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



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



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



& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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



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



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



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



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



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



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



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



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



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



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



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



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



LW Tatuebl ACL CTS ana npobupok Capwteat 14 mm (57-64), 8 wt./yn. (npn Heob6xoammocTn)
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BeHTunatop ansa oxnaxgeHusa peareHtos, ACL TOP 300/350 CTS, 1 wT. (npn Heo6XxoAMMOCTK)

fo  -ieriie
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Ha6op 4ns 3ameHbl npokanbiBaTens CTS: npokanbiBaTenb, 1 WT.; BUHT, 1 WT.; KOAbUaA, 6 WT. (NP1 HEOBXOAUMOCTK)
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POTOIM PAPNHECKUVE N3OBPAXXEHINA
MEONUWMNHCKOI' O N3AEJINA

AHanm3aTop aBTOMaTUYECKNIA KoarynomeTpuyeckuin ana amarHoctukm in vitro ACL TOP,
BapuaHT ncnonHeHma ACL TOP 550 CTS
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MAGNETIC STIR BARS, 6/PK

Q _ty;\ Item Ne : 0009746606
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AcnupaTtop motouwero pactsopa gna ACL TOP, 1 wr.
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MnacTkoBble eMKOCTU 30 Mn (C KpblluKamu), 10 wT
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AganTepbl Nof WTATMBbI A1 06Pa3LIOB: afanTepbl AS aIMKBOTHbIX MPOGUPOK, 5 WT.; aganTepb! AN NeAUATPUYECKMX NPOGMPOK, SLUT.
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KoHTeliHep nog eMKOCTb AN XMAKUX 0TX040B, 10 1, 1 wr.
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ApanTepbl NOA LWTaTUBbI ANa pa3baBuTeneid Ha 4 mMn, 4 wr.
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AganTepbl Nof WTaTMBbI 415 pa3baBuTeneit Ha 20 mn, 4 Wt
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LLlecTrpaHHble Ktoun metpuyeckre 1.5 Mm - 5.0 mm, 1yn.
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JIoKyMeHTaLWS: ieKnapaLusi COOTBETCTBYS, CEPTUQMKAT COOTBETCTBUS, CMELIMGIMKALIMS TOUHOCTU |/|3|\/|epeH|/||/| I'II/ICbMO-yBe,EI,OMHEHI/Ie npo A3|/|,q HaTpus,

MapPKETUHIOBOE MMUCLMO 10 61bNMoTEKAM TECTOB, MapKETUHIoBOE NMNCbMO IO peareHTam.___
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Febaiary. 2016
éCL THOIP )F\amlly 80 Sarlee with Software Releaai V6.1.0, Parameters P-18.1.00 arid User Manual (On
ine Help

Dear Valued ACL TOP"* Customer.

Welcome tothe ACL TOP Family 50 Series of Analyzers. The ACL TOP Family SO Series are the newest
members of the ACL TOP Family, the beat-in-class analyzers for the hernostasls laboratory. These high
performance consolidated workstations are for routine and specialty assays; Clotting, Chromogenic and
Latex-Immunoassay with pre-analyticat sample Integrity checks and advanced audit trail and accreditation
support toots. They are part of Instrumentation L"oratory's commitment to develop and introduce
products that meet the needs of today's demanding hemostasis laboratory. The ACL TOP Family 50
Series is configured with Software V6.1.0, Parameters P-1B.1.00. and User Manuel (On Line Help) V6.1.0

artd available to select regions worldwide.

The ACL TOP Famlly 50 Series Includes the following analyze
P 350C Part Number,; 00000250065

ACLTOP 35
ACLTOP 550 CTS Part Number. 00000280045
ACL TOP 750 Part Number 00000280015

Part Number. 000002800S5

ACLTOP 760 CTS
Part Number 00000280035

ACLTOP 760 LAS

All models of the ACL TOP Family 60 Series offer:
Same quality results

Same comprehenelve reagent portfolio

Same powerful and intuitive software

Ssune features and usabili

Same assay-specific sample checks

Same advanced lab accreditation support tools

Software Version 6.1.0 with Parameters P- 16 1.00 includes Ule following parameter flea:

CD Liquid Antt-Xa [Anti-Xa] Factorvni-SS with normal vWF (F8vf-

Antrthrombin Liquid (AT LIQ}
APCR V with APC DAPCR V+1

« APCRV\MthoutAPCtAPCRV-J
APTT Syn Phoipholip IAPTTAP]

= APTTSynlhASil [APTT-SS]
O-Dimer HS 500 pDHS 600]
D-DImer HS (OOHS)
D-DimaftDD)

Factor II-RP IFII-RP]

Factor H-RP-8 tFIIRP-€]
Factor I1X-SS tFIX-SS]

Factor V-RP-8 (FVRP-8]
Factor VHJ-SS rFVm-SS)

Page 1of 2

Lt
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Factor N- ReadlIPlasTin [FilRead]

FaclorV ReadlIPlasTin (FVReadJ

SS]

Factor VII-RPIFVH-RPJ
FactorVII-RP-8 [FVURP-8}
Factor VIl ReadlPlasTin IFVIIReadl
Factor V-RP IFV-RP]

Factor X HS Plus [FX-HS+1
Factor X-RP (FX-RPI

FX ReadlPlasTin [FXRaadJ
Factor X1-SS [FXI-SS]

Factor X1i-SS [FXIi-SS]
Factor VIil-SP IFVm-SPJ
Factor IX-SP [FIX-SP]
Factor XI-SP IFXI-SP]
Factor X11-SP (FXII-SPI

Fib RecomblPlaaTIn IFib-RP)

P/N 00027504350 Rev 01
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November. 2014

Dear Valued ACL TOP SO customer.

Instrumentation Laboratory is pleased to announce the launch of the new ACL TOP Family 50 Seiiee.
The ACL TOP Family SO Series offer low- to high- volume hemostasis laboratories advanced
automation of routine to specialty assays with the added benefit of Integrated pre-anal®ical sample
Integrity checks, and advanced laboratory accreditation supporttools. The ACL TOP Pariiy and new
ACL TOP Family 50 Series will be able to use the same comprehensive portfolio of reagerrts and

produce Lle same quality results.

Since the rvew ACL TOP Family 50 Series evolved from the ACL TOP Family, you will be able to use
the same comprehensive portfolio of HemosJL reagents, Mlibrators and controls using the same

assigned values as listed on the Insertsheets forthe ACL TOP Family. In addftlon. the Intended Use.

Reagent Storaga/Stabiilty. LiImilaUons/Interfering Substances, Expected Values. Performance

Characteristics, and any other instrument specific claims on any HemoslIL reagent insert sheet will
apply to both the ACL TOP Family and the ACL TOP Family SO Series. Therefore, when using any
HemoslIL reagent on the ACL TOP Family SO Series analyzer, please use the assigned values and

claims listed on the insert sheet forthe ACL TOP Family.

IL is committed to delivering innovative and practical solutions to meet the needs of our customers.
The features ofthe new ACL TOP Family SO Series will minimize the risk of errors and enhance
quality assurance leading to better patient care. Thank you for«loosing IL as a partnerin

Hemostasis testing.

Please contact your local representative if you have any questions.

Sincerely.

Catherine Quirbach Ph.D.

Group Product Manager, Hemostasis Reagents

Instrumentation Laboratory

CO«446005 0002750309& RQO

180 Hartwvit aosd BtMffiard MA 01730 781-881-0710
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H.HXMOSTASIS SVSTKMS
Urgent Safety Nothtcation

August 2014

Dear Valued IL Hemostasis Customer.'

Our records indicate thatyour (hcitity has in use one or more |h Hemostasis Systems: ACb TOP» Pamilt%jACL Pubira/ACL
Advance. ACb EbITE»/EbBITE PRO/8/9/10000. ACL Classic (100-7000) and ACL AcuStar. This notlRcatfoa Is Intended to
reinforce that the waste from your Ib Hemostasis System contains sodium azide that may potentially form explosives In
metal plumbing composed of lead, brass, tin. copper or zinc or containing solder in the plumbing system and to

emphasise that good work practices should be followed to mitigate the risk of explosion.
WARNING:  When sodium azide preservative in rea%ents_is disposed down the drain, it can react with the metals in
ic azides, such as copper and. lead azide, which settle in the

the plumbing to form Insoluble metal
plumbing and collect in traps, threads, etc. These metallic azides are highly explosive. Por example, lead

azide Is a more sensitive primary explosive than nitroglycerine and copper azide and odter metalle
azides are even more explosive and are considered too sensitive to be used commercially as explosives.
Metallic azides may expire Ifsubjected to friction, heab shock or by reaction with other chemicals.

!ydfrom the National Institute of Occupational Safety and Health

To this end, please perform the following steps taken dimctl
» Contaminated Plumbing’*(1976):

(N10 SH) guidance oo the "Decontamination Procedures for A
. Routine DecontamlInaticHi:
Thoroughly flush any drain used for waste disposal with copious amounts of water several times a day to prevent
azide buildup- The use ofcopper- and lead-free lines between tihapoint of discharge ofazide and the nearest pipe in
which there Is a good stream of water, or the use of azlde-free reagents, may prevent foture accumulation of
ea’iosive azides in plumbing. NOTE: These measures will NOT decontaminate plumbing already containing

. DecontamInatlOR of Plumbing Containing Explosive Azides: o i
The procedure below is designed to decontaminate a drain trap. Longer lengths of drain lines can be decontaminated

with a similar procedure after plugging the drain below the point at which any azide contamination Is likely to have

occurred and then flliing the entire length of pipe with 10% sodium hydroxide solution,

« Laboratory maintenance workers, especially plumbers, should be alerted to the azide hazsund so tiiat proEer
precautions can be taken. Violent explosions have resulted when plumbers have attempted to penetrate blocked

(I?zlt_je-lgontarainated drainage systems with a flexible metal probe (snake) or to cut or saw azide-contaminated

rain lines.

Prepare 1 to 2 liters of 10% sodium hydroxide solution (100 g NaOH per liter of water). Wear appropriate

protective equipment when preparing and handling this corrosive material including gloves, protective clothing,

chemical safety goggles and face shield. Contact with eyes or skin will cause severe bums and may cause

permanent damage. Careftilb' read and follow the manufacturer's safety Instructions and instructions for diluting

concentrated sodium hydroxide or sodium hydroxide solid in water.

Syphon all liquid from the trap and drain using a soft rubber or plastic hose. Use proper precautions against any

hazardous chemicals which maybe present.
*  Slowly pour the sodium hydroxide solution into the trap.

Injtfurenlenon  leo Hartwell Road
Laboiatory Bedford MA 01730 Tel 781-851-0710 www.ilus.com
Co# 446434 Page lof2 LOOI9014800 RO3
------------- VTT-|fr-TA —T . — I
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ACL TOP* & ACLTOP Family 50 Series Analytical Precision Performance Requirements

The fable on the following pages reflects the current ACL TOP and ACL TOP F'amily

Anal)*fcai Precision Performance Requirements. The released parameters for each

assays have been tested by Instrumentation Laboratory, and the imprecision data generated Is iess
than or equal to these requirements.

The results of the internal testing have been submitted to the respective governing bodies for
Instrument clearance where the reagent Is sold, and Is also published in the insert sheets of the
respective reagent products. Those published values reflect the testing performed on apewfic ACL
TOP and ACL TOP Family 50 Series Instruments using specific lots of reagent, calibrator, and control

materials. . . . n e .
The Information supplied here can serve as a guide to ACL TOP and ACL TOP Family 50 Series
users.
Within Run Total'
Assay Reagent Result Unit Control Imprecision Imprecision
(%CV) (%CV)
HemosIL™ Normal
Ccmtrol S20 530
HsmosiL Normal
Control 1 s20 53.0
; HemoallL Low
PT PI?I'-Tlé\IFbIﬁn%se-n Seconds Abnormal Control $3.0 54.0
9 HarrtoslIL"normal s 3.0 54.0
ControU . ’ ’
Hamosit High
Abnonnal control ns0 58.0
HsmosiL Abnormal
Control a a6.0 50.0
HsmosiL* Normal
Control s 3.0 53.0
HsmosiL Normal
biPl Control 1 S3.0 530
RecombiPlaeTIn HsmosiL Low
PT 20 Abnormal Control 54.0 54.0
Seconds .
. . HsmosiL Abnormal 54.0
ReadiPlasTin control 2 ' 54.0
HsmosiL High
Abnormal Confroi 56.0 58.0
HsmosiL.Abnormal
Control 3 s 5.0 58.0
_Fi HsmosiL Norrmit
PT. basect PTFibrnogen mg/dL Control 5100 5120
FIbHnogsn 9 9 HemosIL NOfmat 510.0
SgPtrplLl. ' *_ _ ______5_._12'0
Page 1of7 p/N L002811950 3 Rev 08

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



instrumcfjtcition
t «@ "borat.ory

v.'efpf> GUIIH For North Amorfca Customers Only

September 19. 2018

DearvaiuOdacL ToP Femfly SO Sories custom ar,
When using any HemoslIL reagentonthe ACL TOP Family 50 Series analyzer, please use the
assigned values and the claims listed on the insert sheet forthe ACL TOP Family, Since the ACL
TOP Family SO Series evolved from the ACL TOP Family, you will be able to use the same
comprehensive portfolio of HemosIL reagents, calibrators and controls. The claims for Intended
Use, Reagent Storage/Stabllity. LimKetlons/Interfering Substances, Expected Values on a
HemoslIL reagent Insert sheet will apply for both the ACL TOP Family and the ACL TOP Family 50

Series.
In addition. Instrumentation Laboratory performed additional precision and method comparison

studies to achieve 510k clearance. While the HemoslIL labeling is being updated, the
corresponding Precision and Method Comparison datafor ACL TOP 50 Series from the current

S10k cleared essays are listed in this letter for your reference.

Please share this Information with your laboratory staff and retain a copy of this letter for your
records. Thank you for choosing IL as a partner In Hemostasis testing.

Please contact your local representative if you have any questions.

Sincerely,

Catherlne Quirbach Ph.D.
Group Product Manager, Hemostasis Reagents ~
Instrumentation Laboratory

Frge 1of 13 , P/N LO000001196 Rev 01
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ATE of COMPLIANCE

Instrum enteilon Laborotory
180 Hartwell Road
Bedford MA US 01730

ACL TOP B60 CTS SYSTEM
00000280045

2800-46 ACL TOP 860 CTS

17110598

< - 1.7 % 0.7 PASS
< = 3.2 % 1.2 PASS
< - 1.7 % 1.2 PASS
< — 3.0 % 2.8 PASS
< - 3.0 % 1.2 PASS
< * 8.0 % 1.4 PASS
< v 2.3 % 1.1 PASS
< 10.0 % 6.8 PASS
< 0.200 OKm 0.070 PASS
> =t 2 MOhm 734 PASS
0.1 1000.0 pA 524.1 PASS
0.1 500.0 /jA 265.3 PASS
0.1 1000.0 pA 530.4 PASS
0.1 .. 500.0 pPA 288.7 PASS
2.00".. 10.00 mA 4.21 PASS

TESTING STATEMENT,;

This instrument has been certified to meet all applicable electrical and analytical
specifications as outlined in Instrumentation Laboratory's final test and QC "procedures.

Instrum ent Test Voltage SlgnaturesINUON

QC SlgnaturetSyY |

CO # 4S4262
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C ¢ DECLARATION OF CONFORMITY

“Manufecturar:
HtKittakar FaMcanta
Inetrum antation Laboratory Co
Eal;dearttta Prx)duear) 1»0 Hartwell Road
abmmn THIvar*ara
ProtUfttara EaTo0srnosnkK Bedford, MA 01790-2443 U.SA

EU Authorixad Repreeantativai
eu-aevo»nati>M piw Inetrum eniatlon Laboretory SpA
RaprataMarrta Autorttade porla UB Vliala Monaa, 338

E V Autrtortsarad raprawablabl 20128 - Milano. U ly

MarHtalaka 0|
Paoeraaanlanla Autodxxaloto Eu ECOvtooeototoVoC AynrroiawrToe orny.Bl

Rapraaanlanta Autortxado na UE

Union diractlv* «nd «tindard* id*ntlfl«d in this dsclsrstlon.
Mtowmntot®n Lmliormioty aimurt. am*a OM aufeafoivuin evoduktC) Bmatimmmomn tSnrenoTaBbnnan Eu-TcilenlTn und TN t»n

mufrtOhften notmativ»n DoMirmtntmn m (7bvrv(ncNenmur>e $ind.
tnetrvmmntadon LoOor*Ofy dmdmm porte present guv to* pmduck>(*) edtja ga*/>e*««*>»

Europe*» HMHjU/fc *a»» *n a*elmnc/di%
tnatrumentmOon Lmbormtory dOcTmm pm rt* prOsTnr». tfu* /+(+) prxKMtfs) aou»-m*nHoim*{»f, *»i(»ont) eor®rrroCs) *ux dimct/vofes+s norm*»

, mstin eonfomy»» con to» dfreerf/vs* y 00rTw3

Europ4»fVt0» tdenbdO*» den* c*M» <Mctotot>pn.

tn»Own» an r bllrw oon to proaeni* tto# /W proOMIafQ »oaoT*unaoa{p{} *{»000” conformi »H* dm ttiv* - tlanOmni
OLD> % iﬁ I‘Igﬂli‘.

M»lfvm*nt*Uon Laboratory deetarm palo pnaanta qua o(») ptoduKria) wbablio mandonadef») attoraalMo ocnforma a Okwetbra a rtorma* ®>

ComtasEa Eutopata aapaottScadaanaata ttadarafEo
fnarrumerdation Laboraloty arkllrar haryad. at datlda) mOanfor anfmrta produhtfar) ar i ovaranaatammaiaa mad da BU-diraM/yar eg

almndardar. dorar anfartidarma arit®nnp.
malnjmantaUort Laboratory bakr«ter harmed aH pro<MI(ar) Uatada rtadan. vara mrardig(a) mad Europalakm Urdon-atta rUraktrv ocfi
atandardar/danlitiarmdaiifanr)» datdaiaUoa.

Toii avtnpipovrai reamwblpw ovuudfivoOvrai pe Trr/ oOrtyfa me

M Inaaurrt»n!*Uon Laboratory pt to rmpOv B/ytiiiva On ra npoMvro
ei”rojrroidifEvurartfitm re trpOrvrnt rrou tTpoodropKovtai arrtv nopoOcra 6 pmor).

EU Dlirsctivsi
EU-Er~Si oiraciirv* UB Dkaedva Europianrta Oiralilva Eampaa DkacUvm UE EU-tbrattttv EU Otrakdv OOrtyfa EE
ivD * 9879/EC (27/10/1996) - Annex land Il

ROHS2 Diraetivo 2011/B6/en (Startine with sn« 1606 XXXX)

fnandsrdl
PadrEo/PadrOa* SlendaiTi(ar} Standantfar) MpiiTuTTa

li
Ananv/AKchiUnlen E*Utnda/fas) Norma(a) blorTafa)
ISO 1346S,'MaOtcBl Osvtos*- Oualtty Mansgamant Syttems’

. 1ISO 14971 'M adical OaV|caa Applicetion of rtok managamant to modleal davieaa*
IEC 61010-1 Editlona)- 'Safety raquiramanta tor alactrieal aqulpmant tor maeauremenl control, erwl laboratory use -

#art 1. Oenafanre uirementa’ .
. ?E CeiOlo-2.161 “Part 2*101: Parlletilar raquiramanta for in vHro dla9 noattl(:(lVD)madIoaI6u13 IpTTlerrt
EC «1010-2-081 “Part2-0ei; Parlleolar raquiramanta for autcTmalic and axml-automatie la oratory aqulpmant for analyaia and

oiber purpoaaa* .
IEC «1326-1 'Elaotrtcal aqulpmant formeaauremeni. control and laboratory uaa - EMC raqulramanta
IEC ei32«-2-e “Eleciflcal aqulpmant for maaauramant. eontfol and taboraiory uae - EMC raquiramanta — Part 2*B. Particular

rsqulramanlB - In vitro diagnoatio (IVD) medical aquipmanl’

FCC Part 15 Subp R R .. R R
“Symbola to be uaed with medical davica tabela. IM>aliing and Information to ba aupptiad’

1S0 15223-1 Medlcal Davloaa—
EN geo Tarminology. aymbola and Information proHdad with madical davioea * Graphical symbola (or uaa in the labelling of

n

reo'~1*13~7*ii Vlifo Dleenoatle medical devloea-Informelion auppiiad by the manufecturar OabelUng) Part 3- In Vrtio

diegnoadc Inatrumenfa for profeaslonel use'.
ISTA2e/2b Shippino Shock and Vibration. Oomestlc & Intarnational Testa.

Carol Marble . Date
Director of Regulatory Affaire
Sheet 1ofe 100rsLLUKO209 Rev 02
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POTOIMPAPNYHECKUWE N3OBPAXEHWA MEANUNHCKOI O USAEJINA

AHanM3aTop aBTOMaTUYECKUIA KoaryioMeTPUYECKUA 18 AnarHoCcTMKK in vitro ACL TOP,
BapuaHT mcrosiHeHna ACL TOP 750
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KoHTeliHep nog eMKOCTb Ans XUAKNX 0TX040B. 10 1. 1ner
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ApanTepbl MOA LWTaTVBLI AN pasbasuTeneit Ha 20 M, 6 LUT.

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



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



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



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



Kabens RS232, AMPRO, 1.
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[lOKyMeHTauus: feknapauusi COOTBETCTBIS, CEPTU(MKAT COOTBETCTBMSA, CreLuduKaLys TOYHOCTY U3MEPEHWIA,
MapKeTUHroBOe NMMCbMO MO GUBIMOTEKAM TECTOB, MapKETUHIOBOE MICbMO MO peareHTam.
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ACL. TOP Family BO Sartea with Softwara Ralaaea V6.1.0. Parameter P118.1.00 and Uaar Manual (On

Una Help) VS.1.0

Dear Valued ACL TOP™ Customer,

Welcome to the ACL TOP Family 50 Sahas of Analyzers. The ACL TOP Family 50 Sartea are the newest
members of the ACL TOP Family: the best-in-class analyzers for the hemostasis laboratory. These high
performance consolidated workstations are for routine artd specialty assays: Clotting, Chromogenlc ar>d
Latex-Immunoassey with pre-analyticat aempla Intaghty checks and advanced audit trail and accreditation
support tools. They are part of Instrumentation Laboratory's commitment to develop and Introduce
products that meet (he needs of today's demanding hemostasis laboratory. The ACL TOP Family 60
Series is configured wKh Sofhvare\~.1.0, Parameters P-18.1.00, and User Manual (On Line Help) V6.1.0

and available to select regions worldviride.

The ACL TOP Fami_l_y 60 Series Includes the follovdng analyzes:
S Part Number; 00000280065

ACL TOP 360 C

ACLTOP 660 CTS Part Number 00000280046
ACL TOP 760 Part Number. 00000280016
ACL TOP 750 CTS Part Number; 000002B0055
ACL TOP 750 LAS Part Number 00000280036

All models of the ACL TOP Family 60 Series offer;
» Same quality results
Same comprehensive reagent portfolio
Same powerful and intuitive software
Same features and usability
' Same assay-epacific sample chacks
Same advanced lab accreditetlon support tools

Softwara Version 6.1.0 with Parameters P-16.1.00 Includes the following parameter files;
Factorvm -SS with nomtalvW FIFevf-

Liquid Anti-Xa (Antl-Xa]
Anttthrombln Liquid (AT UQ}
APCRVWIithAPC[APCRV +]
APCR VwithoulAPCIAPCRV-J
APTT Syn PhosphoHp {APTT-SPI
APTT SynthASil tAPTT-SS]
D-Dimer HS 500 [DDHS 500]
D-Dimer HS pOHS}

O-Dimer [DD]

SS]

Factor VII-RP [FSrtl-RPI
FactorVIi-RP-8 [FV11RP-8)

Factor VIl ReadlPlasTin [FVIIRead]
FactorV-RP IFV-RPI

FactorX HS Plus [FX-HS+]
FactorX -RP (FX-RPJ

FX ReadiPlesTin [FXRead]

L]

«  Factor il-RP [FII-RPJ FactorXi-SS [FXI-SS]

«  Factor U- ReadiPlesTin [FilRead] Factor Xii-S8 [FXII-SS]

¢« Factor n-RP-8 tFilRP-ej Factor VIII-SP [FVm-SP]

e Factor IX-SS [FiX-SS] Factor IX-SP [FIX-SP]

. Factor V ReadiPlesTin fFVRead] Factor X1-SP 1FXI1-SPI

* Factor V-RP-5 CFVRP-8j FactorXn-SP IFXU-SPI

e Factor VIII-SS fFVm-SS] Fib RecombiPlasTIn IFib-RPj
Page 1 of2 P/N 00027504350 Rev 01
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November, 2014

DeervatuBdAcL TOP 50 custom er.

Instrumentation Laboratory la pleased to announce the launch of the new ACL TOP Famity 30 Seiies.
The ACL TOP Family SO Series offer low- to high- volume hemostasis laboratories advanced
automatfon of routine to epecleity assays with the added benefit of integrated pr~ar”~I~lcal sample
integrity checks, and advanced laboratory accreditation supporttools. The ACL TOP Family and new
ACL TOP FamlV SO Series will be able to use the same comprehensiv® portfolio of reagents and
produce the same quality results.

Since the new ACL TOP Famity 50 Series evolved from the ACL TOP Famity, you will be able to use

the same comprehensive portfolio of HemoslL reagents, calibrators and controls using the same
assigned values as listed on the Insertsheets for the ACL TOP Family. In addition, the Intended use.
Reagent Storage/Stabmty. LImltatlonsrintefferIng Substances. Expected Values. Performance
Characteristics, and any other instrument specific claims on any HemoslL reagent Insert sheet wiH
apply to both the ACL TOP Family and the ACL TOP Family SO Series. Therefore, when using arry
HemoslL reagent on the ACL TOP Family 60 Series analyzer, please use the assigned values and
claims listed on the insertsheet forthe ACL TOP Family.

IL is committed to delivering innovative and practical solutions to meet the needs of our customers.
The features of the new ACL TOP Family 50 Series will minimize the risk of errors and enhance
quality assurance leading to better patient care. Thank you for choosing IL as a partner in

Hemostasis testing.

Please contact your local representative Ifyou have any questions.

Sincereiy>

Cattierlne Quirbach Ph.D.
Group Product Manager. Hemostasis Reagents

instrumentation Laboratory
«302750309B ROD

C0#448005

180H*mw*BRo*d.ft*iMiXii'lAA01730 - 787-661-0710 wWWwrTiv»wr.
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DearValued It Hemostasis Customer
Our records indicate thatyour I'ss<dUcyhasin use one or more !L tlemosbi®s S3vtemsT ACL TOP* ~am ~, ACL Puture/ACL

Advances ACLELITE«/ELITE PI'?O/8/9/10000, ACLaasstc (10D-7000> aiid ACL AcuStar, This notlRcatiOD Isintent” to
remlbrce thatate waste from your IL HemostatlS System contains sodium Azide that may potentially ft>rm exploidves In

metal piumbitm composed of lead, brass, tin/ copper Of zinc or containing solder In the plumbing systenn and to
emphatize thatgoodEwork practices shotdd be followed to raldgate the tislto fcdcploalon.

When sodium aside presenrativB in reagents is disposed down the drain, ft can react with lhe metals In
the plumbing to form insoluble metallic azides, such as copper and lead aside, which settle in e
plumbing and collectin traps, direadi” etc. These nietilUe aaldes are bl 1y e:dlc»Hne. Por iucample, lead
azide is B more sensitive primary explosive than nitr*ycerine and copper azide and other metallic
azides are even more explosive and are considered too eonsitlve to be used commendally as escplosivea.
Metallicazides may explode ifsublected ta iHction. beaL Shoch orby reactionwith odier <

WARNING:

To dits end. piNeie perffarrn the fbllow Ing steps lalu»i dir”™ iy from the Nation”™ Institute of OccujMiiohsl Safbty and Health

fNIOSH> gukbince on the *T>econtBmfiHnion Prooeduios ftH*Aade Contaminated Plumbing” (1976)
N N /

* RouthaeJDfecontamlnatlonr
Thoroughly dusb any drain used forwaste disposal with copious amounts of water several times a day to prevent

azide buildup. Theusoofebpper’ Andlead-free Unes between the pointofdischarge ofazide and the nearestpipe in
stream of water, or the use of azide-free reageixts, may prevent future accumulation of

which there is a
NOTE:

explosive azides in plumbing.

I>ecoBiiauEnInatik»sto f FlumblIng Containing Explosive Azides: / b
The pro”sdure below is designed to decontaminate a drain trap. Iktnger lengths of drain lines :tan be decontaminated »

with a similar procedure after plugging the drain below the pointatwhich any azide contamination is likely to have

occurredand then filling the entire length ofpipe Wftll10% sodium hydroxide solution
iaboratozy maintenance workers, especially plumbers, should be alerted m the azide hazard so that proper

precautioas can be takem Violentéxplosions have resulted when plumbers have attempted to penetrate blotdced
azide-conCttnolitiiteCldrainage systems <~th a flexible metal probe (anake) or to cut or saw azide- contamlnated

~Adr~nlines. 2
Pttpestt 1 to 2 liters of 10% sodium hydroxide solution CHOO g NaOH per liter of water). Wear appropriate”

protective eqmpmentwhen preparing and handling this corrosive materia) including gloves protecrive clothing,
chemicai safe”™ gog”~es and face shield/~nticE with eyes or Skin vrill cause severe bums and may cause
permanentdamage. CareAillyread and teflow the manufocturei®ssafety instructions add instructions for diluting

concentrafod sodium hydroxide orsodium hy oxlde solid inwater. =
Syphon all liquid foomthe trap and dridn using a soft rubber or plastic hose Use proper precautidios afftnst any

hazardouschemicatswhidhmaybepresenL
Sowiy pour the sodium hydro>dde solution Into the trap. ~ i "%/ mn r e

tmtrumeniaebit 100 Hartweii Road
LaOofatery Bedford. MA01730

CO« 446484
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ACL TOP* & ACL TOP Family 50 Series Analytlcel Precision Performance Requirements

The table on the following pages reflects the current ACL TOP and ACL TOP Family

Anal~lcal Precision Performance Requirements. The released parameters for each

assays have been tested by Instrumentation Laboratory, and the imprecision data generated is less
than or equal to these requirements.

The results of the Internal testing have been submitted to the respective governing bodies for
instrument clearance where the reagent Is sold, and Is also published In the Insert sheets of the
respective reagent products. Those published values reflect the testing performed on specific *"pL
TOP and ACL TOP Family 50 Series Instruments using specific lots of reagent, calibrator, and control
materials.

The Infbimatlon supplied here can serve as a guide to ACL TOP and ACL TOP Family 50 Senes
users.

W ithin Run Total
Assay Reagent Result Unit Control Imprecision Imprecision
(% CV) (% CV)
HerrYoslu' Normal
Central S2.0 s 3.0
HemoalL Normal
Contol 1 52.0 $3.0
f HemOQelL Li"
PT-Fib MS + S 3.0 S4.0
PT PT-Flbrinogen Seconds ﬁe%]ggmﬂgﬁg:;?;
Control 2 S3.0 S4.0
HemoelL High
Abnormal Control S50 5 8.0
HemoelL Abnormal
Control 3 S50 S6.0
HemoelL* Normal
Control $3.0 S3.0
HemoelL Normal
Control 1 $3.0 S 3.0
RecombiPlaeTin HemoelL Low
PT Abnormal Crmtrol 54.0 S4.0
Seconds
. HemoelL Mrnormel sS40
ReediPlaaTIn Control 2 . S4.0
HemoelL High
AbhOfIhSI Control S6.0 se.0
nemoelL Abnormal
Control 3 $5.0 S 8.0
HemoelL Notmai
P -pased PT_Fibrinogen /dL 5 10.0 5 12.0
Fibrinogen g mg X 171”1 NonTral
oontrot 1 s 10.0 S 12.0
Page 1 of7

P/N L002811SSOO Rev 08
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For North America Customers Only

Septemberig. 20ie

Deer ValuedACL TOP Femtfy SO Series customer,

W hen uaing any Hemoalt reagent on the ACL TOP Family 50 Serhse analyzer, please use the
assigned values and the claims listed on the Insert sheet for the ACL TOP Family. Since the ACL

TOP Family 50 Series evolved from the ACL TOP Family, you will be able to use the same
comprehensive portfolio of HemoslL magenta, calibrators and controls. The claims for Intended

Use. Reagent Storaga/Stablllity. LImHations/Interfering Substances, Expected Values on a
HemoslL reagent Insert sheet will apply for both the ACL TOP Family and the ACL TOP Family 50

Series.
In addition. Instrumentation Laboratory performed additional precision and method comparison
studies to achieve 510k clearance. While the HemoslIL labeling is being updated, the
corresponding Precision and Method Comparison data for ACL TOP 50 Series from the current

SIOk cleared assaya are listed In this letter fr>ryour reference.
Please share this infrjrmation wifri your laboratory staff and retain a copy of this letter for your

records. Thank you for choosing IL as a partner in Hemostaals testing.

Please contact your local representative ifyou have any questions.

Sincerely.

Catherine Qulrbach Ph.D.

Group Product Manager. Hemostasis Reagents
Instrumentation Laboratory

i~r
Page 1 o0f 13 P/N L0000001196 RevOl -
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>TE of COMPLIANCE

instrumentation Laboratorv
160 Hartwell Road
Bedford. MA US 01730

ACL TOP BOO CTS SYSTEM

00000260049

2800-45 ACL TOP 550 CTS

17110638

- .

<m 1.7 % 0.7 PASS

<+ 3.2 % 1.2 PASS

<- 17 % 1.2 PASS

<+ 3.0 % 2.6 PASS
1<- 3.0 % 1.2 PASS

<- 6.0% " 1.4 PASS

< 23 % 1.1 PASS

<- 10.0 % e.e PASS
<+ 0.200 Ohm 0.070 PASS

> ~ 2 MOhm 734 PASS
'0.1 1000.0 pA 524.1 PASS
;-0.1 600.0 fiA 265.3 PASS
0.1 .. 1000.0 f/A 530.4 PASS
L0.1 .. 500.0 pA 268.7 PASS
w2.00 10.00 mA 4.21 PASS

TESTING STATEMENT:

Thl* Inetrument has been certified to meet all applicable electrical and analytical
apeelfieatfona es outlined in Instrumentation Laboratory's final test and QC procedures,

Inetrument Test Voltage SignetureiJNUON Date:! 1/03/2017

OC Slgneture:SY1 Date:11/07/2017

CO t 464252 sn«et 1 of Pert No. 0002B7B0200 Rev 18

rns?
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Instrumentation
Laboratory
C€ declaration of conformity
anuf&gtureR I
0a Inetrumantatlon Laboratory Co
e ucan 1BO Hartwell Road Y
oy Badrord. MA01730-2443 U.S.A
EU Aithorts ' Rapreaantatlvai UE Inatrumarrlation Laboratory 8pA
B Vial# Monaa, 338

Alitortxadopor la LB
P 2012B-M11Br1O. Italy

ftanto Autortiaato *t Bu

Union diraetiv* and atandarda Idantlllad in thin daeianition.
dmtatmmu”Winan Pnniutatm) TS Omn BTTBTTWUM» M "anwabanan BY -Wcftwflton ood m ft dan

U 0)f
E*touo»*irn

inttmmmntMbOf, Labotmlory
Tul/T/OMTn nofmmtiymn Ookummnimn m ObTrTimurTTHM>0 */nd
trmwmmntmtion LmOarmtov Ometmm par w prrTTblT flu* los pnyducto(a) mba/o mmrxionmdom. ««rAf» e«vrfefm#« car. tma Okmcth/mty normaa

Eufopmaa KOBru/cws</»$ mn daOanodn
InatnimmntmBoa Lmbomtory atdmm parla pr/laTllT. poa h,(a) protMtW ao”*-mantlonn»(a}. mM (aonO canforme(m) mux dnmeiMfa at nanna»

en'op®dr.nTw OTbIANas dnr>a cmttm oadarmbon.
maintmmatation Lmbormto/y 0» chM oon M prmamntm e ft* 04 pro<JoNeo(l) eot»n*mntioaalo(9 aiaono) coblonbl aum drrnbia a apH atmndara

ppTcHcab An gvattm OtaMurnttonm.
inabvmmniabon Labotmtay dmclarm p *to prmtmntm qua o(a) produKXH abnbo manetonaoafm) mutyatao oonlbrwm a Dirmcllva a normaa da

CemJasMo Europala mapaafloadaa naala OaclmrafBo
tnatrumantaoon Labaratary TrklWrwr tforvmd. at dot (dm} rvadanfor anfmna ptodi*.t(a*) or / ovaranaalatmnama mad dm EU-dlrmhUvmr og

aiwodmitimr. Oar mrantadtt donna araofnp
tnotrummaialron LoboTalcfy Pold*flar hSrmmd aH produM(mr) Uatadm nmdan. vara mrwdWa) r«*cl Eunvolaka Union-mna dirmKtlv oe ft

«rsndardtridanMorada idonna d**tf*r»tt>n
H Inatnxnontmtion Labormtory pr to m vda 6r*Awuno an m npeMyT noo trraoipovrat xmuUpw mtppappoOvmi pt fftv oOrr/tO irjs

EvpblT/lcOa EvojaiK *e* ”* irpanjrrd rrov npoaBiopKo'T3! onry mipdiaa eqAwarj.

EU Dlraettva, ¢ Oirae&roEufopdanna CiratthmEumpaa Dkveiro UE. eUdinrktiv EUDFrmktiv OCpylaEE

en-NreNBTT Ujrmeftva U

IVD « 96/79/EC (27/10/1990) - Annex iand ill
RoH82 Oiraetfva 2011/8B/en (Starting with an# 160BXXXX)

PR aa e Béuinian Eatindor(at) hioime(@) Nermeia) PaciEolPaciCe» Standerdior) Standnrar) MpaTT

130 Pp '-i\')@lc%fﬂ)e%%?g:&pg%%k%y O gk %%Waé!’ﬁ%%ﬁ}am medical de\_rt«l\?]
16C 01010-1 (2«*a3”™ EdiHona)- “Safety raqulramerrta for elactrteal aqui(rniant fat maaauremend. control, and laboratory uae -

an 1, Qertaraf rqqii:aramanta* . ) . . .
EC 81010-3-101 "Part2-101; Particular ragiAramanta for mvitro dtagnoaUc (IVD? m>*dieal equipment .
IEC 01010-2-081 'Part 2-081i Particoiar ragwiramant* for automatio and aaml-aulomaUc laboratory equipment for analyai* and
16C 8132~ “Electrtcal equipment formeaaurerrmnt. control and laboratory uaa-EMOQO ragulrament*’ i
IEC 01320-2-¢ 'electrical equipment for meaeummant, control and laboralory uaa - EMC requlramanta —Part 2-0. Parlicuier

raqulremenia - in vitro diagnoatio (I\vVD) medical equipment’

137-)bl23-1 Mediuf Oevieea —Symbole to be uaed with madicel device labela. labaffing and Information to be auppUed*
EN V180 Terminology, ayn”ole and Information provided with medical davtoea - OraphiCal aymbola «or uae In the tabeiimg of

‘In Vitro Dlagnoatle medical devieei'Informatipn aupplled by the manufecturer (tBbelltng) Part 3- In Vitro

di'g\[gno%t)'o Inatrumenla for profea®onal use’.
ISTA2m/2b  Shipping Shock and t"bratloOi Oomaaflo A Irrtemattonal Teela.

3-A
Carol Marble . Date
Director of Regulatory Affair*
Sheet 1 0f8 10028600209 Rav 02
L] V, b’ [
- y ¢ -
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®OTOIPA®UYECKHUE N30BPAXKEHUS
MEJIHIIAHCKOT'O U3 EJIHS

AHaH3aTOp aBTOMATHYECKHI KoaryJoMeTpHIYeckuii uia auarHocTkH in vitro ACL TOP, sapuanT
ucnonHenna ACL TOP 750 CTS.
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MAANETICSTIRBARS, 6PK
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AcnupaTop npomMbiBovHoro pacteopa 4 n gna ACL TOP, | wr.
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Acnupartop motolero pactsopa gna ACL TOP, 1 wr.
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CroBeTbl, 2400 L.
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NiNnstfumentalUon Laboratory

BOTTLE KIT, 10X4 ML
P/N;00018924104

Rev: 05
Qy: 1 UN
Date Code: 1710
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Kabenb RS232, AMPRO, 1wr.

MBLEASQ/.RSZBAMPROU.I A kKLY reH
P*; 0002110
flevioo
«: tW
DreCode: 17

n\m«SeiFE

21 1
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LLTatuebl gns 06paslyo0B Nog OTKPbITbie Npobupky 85-96, 12 wt./yn.
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Ha6op ana 3ameHbl npokanbiBaTens CTS: npoKaTbiBaTCAb, 1 WWT.; BUHT, 1 WWT.; KONbLUa, 6 WT.
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ACUTOP Famli% 80 Soriiva with «oftwar* Releae* ¥6/1.0. Paramoter* P-18.1,00 and Uaer Manual (On
Una Help) Vv8.1.

CaarValuad ACLTOP™ CuBlomer.
Wetemneto  ACL TOP Family 50 SHBaof Analyrara. Th* ACL TOP Family 50 Sarfas are the nawBst
member» of the AGL TOP Femtiy; the best-in-clase ana”era for the hemontasi» laboraAoiy. These high
performance mnse”ldated wodke” lons are for routine and epi aeeaye: Clotting. Chromogento and
Latex-JmmtmoBsaay with pre,analylical aample int"rtty chaclre and advanced audit trail and accreditation
supiMitfooia. They are part of instnimentatlon Leboretor/B commitment to develop and introduce
piguets that meet the needs of textay's demanding hemostasie iaboretory. Ttie ACL TOP Family 60
SeriBSts configured with StHIware y6.i-0, Pansmeter» P-18.1.00, and User Manual {On ¥ne Help) V6.1.0
NN N

and available to seiecst regions worldwide. n
The ACLTOP F. so Series Include» the following anklyzers:

-r

N N

ACL TOP 360 CTS
ACLTOP 550 CTS ,
AISLTOP7SO T
ACLTOP 7SOCTS
ACLTOP 760 LAS

Part Number: 0(HFOOO280085
Part Number: 00000280046
Part Number: 00000280015
Part Number: 00000280055
Part Humbert 00000280035

All mexierfs of the ACL TOP Famity 60 Serrea offer
= Same quality resuibi
= \Same comprehensive reagervt portfolio
J Same powerful and Intuftive «c/are
=; Same features and usabillQr

o MSameesss”'specific sample chi»dcs

= Same advanced fab accreditation supporttools

Software Version 6.1.0 with Parametens P-18.1.00 Includes Nes foirowing parameter files:

= Liquid Anli-Xe £Anti-rXa]

-Antithrombin L™ukl AT LiQj
APCR YV Vi_tlhAPC}lAPCR V+
APCR V without APC [IAPCR .
YV>TT Syn Phbspholip IAPTT-SPI
APTT SynthASil IAPTt-SSI
D-Dimer HS 500 PDHS 60LL,
D-DJmerHSpOHSIi )
0-Dfmer{DD} n ir i
Factor lI-RP[Ff»-RPI m
Factor 11"ReadiPlasTin |FIIRead]
Factor JI-RP-e [FIIRP-I™
Factor I1X-SS [FIX-SSj
FactorV ReadiPiasT{n {FVReadJ

e FactorVIl-SS with noiffnai vW F [P8u4-
Noss Ml

e FactorVII-RP [FVIINPi,
= Factorvn-RP-eCFVIIRP™I
e Factor VIl ReadiPlasTin [FVIIReadl
FactorV-RP [FV-RPI

Factor X MS Plus [FX-HS+1
FactorX-RP|FX-RP] =

FX ReadiPlasTin pXRead] -
Factor XI1-SS[F>a-SS]

Factor X11-SS~™ XII-SS|
FactorVin-SPIFV1Il-SPI

Factor IX-SP [FIX-SP3

Factor XbSP [FXI-SP}

Factor XI1I-SP [FXH-SPI

~n

Factor V-RP-8 {FVRP-8J & ) )
Factor Snil-SS[FVHI-SS| Fib RecombiPI”™tin [Fib-RFI ?
P/N 00027504350 Rev Oi 1 ~ N~
& i
Vv,V - I m m
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Laboratory

A4 rfen QoiTipefV

Heii“mber, 2014
£>&mr Valu<sd ACL TOP 5Q csustomBr,

In»trum®© ftlaion Laboratocy le pleased to annoynce Nee launch ofthe new ACLTO P~ ffltty ™ Series.
The ACL TOP Family SO Series offer low- to high-volume hemostasis laboratories advanc”
automation of routine to specialty assays wHh the added benefit of integrated pr™~ana”ical sample
jntegrtty ehecke. and advanced laboratory accreditation supporttools. The ACL TOP Family MM new
ACLTOP Fami”™ 50 Series willbe able to use the same comprehensive portfolio of reagents arai

produce tfia same qualiry results.

Steise Vie NEWACL TOP Family 50 Sertes evolved from the ACL TOP Family, you will be able touse
the same comprehenah/e portfolio of HemoslIL reagents. csHbretorS.and controls using are same”™
asstaned values as listed on the insert sheets for the ACL TOP* FaImiUy- In addition, the tntertded Us#.
Reagerrt Storage/Stabnity. Limftatlons/Interfbring Substances. Exposed Values.P ~ o ™ ~
Characteristics, and any other InslHTjmenl specffic claiine on any HemoallL reagent Insertsh ™ t will
apply to boffrthe ACL TOP Family and the ACL TOP Famity 50 Series. Therefore, using any
HemoslIL reagent on «ie ACL TOP Family 50 Series analyzer, please use the assigned values and
claims listed on the Insertsheetforthe ACL TOP Family.

IL Is commSted to delh/ering InnovaVve and praeticai solutlone to meet the needs ofourcostomers.

].-I The features ofthe new ACL TOP Family 50 Series will minimize foe risk oferrors and enhance n
|f quality assurance leading to better patient «rare. Thank you for choosing IL as a parmer in

Hemostasi» testing. ~ 7 :J:

please contactyourlocalrepmsentatlwe Ifyou have any questions.

Nirtéxirely.

Cafiherfne Qulirfeach Ph.D.

Group Product Manager. Hemostasis teragents

Instrumentabon Laboratory

POO ,

CO#446r

'BOH»rb«!TBakl , 1MKIN«3n3 MAG1730 - TStesS W roO
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Laboratory
A Wa«rf*n Company

August20i4 N a1

PearValued It HemostmsJs Cus™mer;

purrecords Indicate thatyour Jlelley Ha* LI u*e one or more IL Hemostasis System»! ACL TOP* Family,ACL Future/ACL
Advance, ACL EUTE*/ELITE PRO/0/9/a,0000.ACL Classic (100-7000) and ACL AcuStar. This notlScation Is Intended to
relnfoi™ thatishe vs™iste from your IL Hembseasl* System contains sodium azide that may potentiaUy Hann explosives in
metal plurnMns composed of lead/brass, dn. copperlor Zinc or conteJntng solder in the plumbing system and to

emphasize thatgood work practices should be followed to mitigate the risk ofexplosion.

WAJRNMC: When «odium azide preservative In reagents Is disposed dotsm die drain, it oin react with the metals In
the plumbing to form Insoluble metellic azides, sued) as copper and lead aceide, which settle in the
plumbing and collectin traps, threads, etc. These metallic azides are highly expiosiw. Forexample, lead
azide Is a more sensitive primary explosive dtan nitroglycerine and copper azide and other metallic
azides are even more explosive and are considered too sensitive to be used commerctally as explosives.
M etallic azides may explode Ifsubjected to friction, heat, shockor by reactien with other chem loils.

To this end. please pzeifortn the following steps taken direetly from the Natiorad Institute of OccufMtionai Safoiy and Health
(NIOSH)gukhmc« on foe ‘T>econtanu'nationITcxxdim» for Azide CoatamInated Plumbing *{t.F76)r n o/

- Routine Decontmmiaatiom
Thorou~™dy dush any drain used for waste dilspoBal with copious amoimts of water several times a day to prevent
azide build upl The use ofcopper-and lead-free Unes between the pointofdi»:barge ofazide and the nearestpipe In
which diere is a good stream of water, or the use of azide-free reagents, may prevent future accumulation of

explosive azides in plumbing. NOTE:,

* Deeoatamfnatton of Plumbing Containing Explosive Azides;
The procedure below Isdesired to decontaminate a drain trap. Longerlengthsofdrain lines can be decontaminated

with asimilar procedure after plugging the drain below the point atwhich any azide contamination is Itkefy e'7 have
ofcUrredandthenflHingtheentirelengthofpipeW IthlO % e(”~um hydroxide solution.

Laboratoiy maintenance worimrs, especially plumbent, should be alerted to the azide luzard so that proper
precautionscan be taken. Violentin"loslons have resulted when plumbers have attem pted to penetrate blocked
ardde-coniaminaced dralna”™ systemswnh a flexibla. metal probe (snake) or to cut or saw azide-contam |nated

«

drStoline*.
e Prepare 1 to 2 liters™ofi0% sodium solutlon (100 g NaOH per liter Ofwater). Wear appropriate

protective equlpmenrwhen preparing and handling this corrosive material incltuiing gloves, protective i thteg.
chemical saft™ gOjggles and foce shteldL Coitbict with eyes or sldi) will cause severe hums and may cause
~permanentdamage. Careftitl™ read and follow LW e nmnufoeburer’s safety insmiettons and instructions fordiluting
concentrated sodium hydroxide orsotUum hydroxide sohd in water.
Syphon all liquid from the trap and drain using a softrubberor plastic hose. Use proper precautions against any
N

hazardous chemicals which maybe prewnL

e SloTMyimurthe sodium hydrojdde soJudon Into the trap. > N n -
Instmmentebon  Xm Hartwell head
b N Bedford, MA01730 T#r7ei-8Si<07J0 : i M Ui-com
COi 446484 tPage 1of2 L00190148{~ 1103
n - ; - 1fMgj,.-
;; =nasH-v

LLan,-
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ACtTOFA"&AOL TOP FamHy 50 SoHaiAiialytlcftl PreclBlon Performance Requirement* ,

The table on the ftsitowfng pages reflects fib curr®t ACt TOP 4nd ACL TOP Family

Anaifrcal PreclsloniPerformance Requirements. The released paramet”s

assays have been tested by Inslrurnentatlort Laborato”. and the jmprecjslon data generated is less
than orequalto these requirenrjents.f n r>j

The results of the Internal testing hbve been submitted to the respective governing b«”ies for
instrument clearance where the reagent Is sold, and Is also published In the Insert sheets of the
respective reagent products. Those published values reflect the testing performed on specific Aci_
TOP and ACL TOP Family 50 Series Instruments using specmc lots ofreagent, calibrator, and control
m aterials. A

The Information supplied here can serve as a guide to ACL TOP and ACL TOP Family 50 Senes
users. ' .

W ithin Run Total 1
Assay Reagent Result Unit Control Imprecision Imprecielon
" (% CV) <%CV)
*
Hernocsélr_]trl(\j?nTteJ $2.0 «3.0
HernosILNCfm at:
Control f s 2.0 «3.0
. o PernoillL Low
; pT-fib Hs + $3.0 «4.0
ET. PT-Pft)iLnogen Sewond* r AbnormalControl
HamoslILAbnormal s 3.0 A4 O A
cormnarz ' A -
HemcM|IL4ilgh . . "
Abnoimel Contml » 880 7«8.0;
HsmoellL Abnormal . , [ 1 3
Control 3 : 85.0 QQ
*
HemoCaOIanrlc\JllormaI S3.0 «l.c
N
Hemoall Normal 530 wro
RecombiPlasTth; HemoslLLow sS40 '
PT ZG [: s Abnormal Control , «4.0
econds
. . HamoslIL Abnormal
Peadlpiaatin Control 2 S4.0 « 4.0
HamoelLMIgh
Abnormal Control Ss.0 « 8.0
HemosILAbnormal!
Contfol3 «6.0 $8.0
HemoslILNorfoal
PT-b»sed PT-FIb HS ma/dL Conbol « 10.0 S 12.0
9 HehtosIL 14o1LU] )
s .. .0 f--, Control,1 «10.0 & 12.0 i
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For North America Cuetonriere Only
sejjtei~ber 19, 2016
iy&aryeiui® ACL TOP FomOy SO Smtes*ys"Ktrner, ; f
W h«fiusing any HemoslIL reagentonthe ACL TOP FapiHy SO Series analyzer, please use the
assfgr~d values and the claim»listed on the insertsheetfor.the ACL TOP Family.}81nce the ACL
TOP ramily 50 Series evolved #om the ACLTOP Family, you wilU be able to use the same
comprehenstv* portfolio of HemoslIL reagents, calibrators and control». The Claims for Intended
Use, Reagent SlOrage/StatolHty, LImItations/Interfering Substances, Expected Values on a
Sends,
in addlikan. instrumentation Laboratory performed additional precision and method comparison
stadias to achieve 6 1 Okclearance. \/ltTllethe HemoslIL latx"Hhg is being updated, the
SfOk efearad assays are listed Ir»this letterfocyoufreference.
Please share Intorm atldii with your laboratory staffand retain a copy «ifthis letterforyour
re<5CM-de. Thenkyou forchoberng IL as a partnerIn Hemostdels testing.
Please contactyourlocalrepreserritive If have any questions.
Sincerely, 7 7 m
.2z
iz o .
Catherine Quirbach Ph.D. 7 rry 10y i '~N74 |7/\
Group Productfiranager,"Hem o”sis Reagents V4
Instrumentation LebOratoiyz:i 7
"o '7' N 72, . >-|—Z7 W
zZ z 1 ZMZ, L. . Z 0z, v 77 79
zzzz™,; N
-1zl . Z T o “ .z -
z ’ " o T
>7 . 7-7 BN z7f N, 7 7 Z' VZ ZiZz ,;v™Mz, ' 7
Z.- | VANENAY Z
zZz 'LT7OK. Zz 7 Z7"''""'2Z22722722:2 7 1Z
707 : .
TTE>
71727 NINTTL TZiz T TT:E
77 77171 E- 777 - -V T7£i7 7 77 -7:
7z 327 e 7> 7 77 - ™.,
7 o0t N =17777, ZTATIN
ioTin .- z T P/N L0a0OOO1136RevQI 7 £ ;£ 7"
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Instrum entation
Laboratory

C€ declaration of conformity

Manufacturer
HarataHar In«tnim «ntatlen Laboratory Co
« «
Fabdoaraa i ’
1»e Hartwail ftoad
aadferd. M A 01730-2443 U " A
KoroaarnaaTfC

Prorbittrtra

EU Awthorlxed Repreaentative

eu-aavoAnacOdpto

PapraaantarAm Putorbiadoporia UB . i
BUAiAdariaarad rwptatantant a0128-M 11lao0o0. Italy

MartdaWm r
Raooraaantante /tutortorato to Bo EfnutmPtofruifvocoynnpaat Tk otftvEB

inatnim arttation Laboratory SpA

Rapraaanlanta Autotoracto na UE
Viaia Monaa, 330

Id antiflad in thfa daolaratlon

diroetivo and atandards
eutoelOhnmn PmdutitC) TH n»n BmMtmmungmtd»rane#e*e»n*n BU-Tenu/nl«n urkl mil <Wy

Union

1nYnun»blwbon cnoorsw/y *rw » /1. Owaa M
norTanywn Ooflbrngrunn T Obm*4naUtmnunii »k*/1

,TwT/TTblwMonLaaom lory dtocyara por la praaTnba quo to* pn>duck><a) wbYa/rukkNoaOo», m«4n eontorma* 09f> to* /Hracfivnay namaa

Manoflaadaa dllaYa OaYsrau6n.
tnatiumantaOon Laboratory iMcMra perlapm»afrfa. troa tow produ/H*) aonaTarU»nn®{a). *»ffaono oonfoanafa)au* c*faefv»« *f normaa
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