
ФОТОГРАФИЧЕСКИЕ ИЗОБРАЖЕНИЯ 
МЕДИЦИНСКОГО ИЗДЕЛИЯ

Анализатор автоматический коахулометрический для диагностики in vitro ACL TOP,
вариант исполнения ACL TOP 750 LAS







Чашечки для образцов 2.0 мл, 1000 шт.



Аспиратор промывочного раствора 4 л  для ACL ТОР, 1 шт.
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Аспиратор моющего раствора для ACL ТОР, 1 шт.
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1рсдохранители на 12.5А. 10 шт.
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1рсдохранитсли на 4А, 10 шт.
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Кюветы, 2400 шт



• Ч V

< $ :> т гш т т  и ш а щ  -йшйз

BOTTLE, SLASS. 1 Ш .  АО. TOP/ADVANC 
Р/Н;01Мт4100 
Riv:04 
Qty: 1 им 
O iteC o iir 1711





\









Кросс-кабель С Л Т З ^ А М Р К О , 1 шт.
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Предохранители на 1.25Л. 10 шт.



Кабель питания 115В 15А, юванный, 1 шт.
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Стеклянные флаконы 20 мл, 8 шт.

^Instrumentation laboratory
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Адаптеры под штативы для образцов: адаптеры для аликвотных пробирок, 5 шт.; адаптерь^т^теди^фичес|шх 1̂  5шт



Контейнер под емкость для жидких отходов, 10 л, 1_ шт.
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Адаптеры под штативы для разбавителей на 4 мл, 6 шт





Кабель RS232. AMPRO, 1 шт.
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Адаптеры......... т я т и в ы  ^ т я  р а з б а в ^ л е ^ !  О мл, 6 шт.







JJecT H rpaH H bie к л ю ч и  м е т р и ч е с к и е  1.5 м м  - 5.0 м м , 1 у п .
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Напольный держатель, левая сейсмостойкая панель, 2 шт





Кабель ARK-3382 для USA. 1 шт.





иайба, 8 шт.



Гровсрная шайба, 8 шт.





Компьютерное оборудование











Документация: декларация соответствия, сертификат соответствия, спецификация точности измерений, письмо-уведомление про Азид натрия, 
маркетинговое письмо по библиотекам тесто^маркетинговое письмо по реагентам.
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Fabniary, 2016
ACL. TOP Family 80 Sarlaa wHh Softwara Ralaaaa V6.1.0, Paramatara P«18.1.00 and Uaar Manual (On Una Help) Ve.1.0
Dear Valued ACL TOP "* Customer.
Welceme to the ACL TOP Family 50 Sarlaa of Analyzara. The ACL TOP Family 50 Series are the neweat 
members of the ACL TOP Family, the beat-in-clasa analyzers for the hamoatesis laboratory. Those high 
performance consolidated workstations are for routine and specialty essays: Clotting. Chromogenic and 
Latex-Immunoassay with pra-analyticsl sample Integrity checks and advanced audit trail and accreditation 
support tools. They are part of Instrumentation Laboratory’s commitmant to develop and introduce 
products that meet the needs of today's demanding hemostasis laboratory. The ACL TOP Family SO 
Series is conflgured with Software V6.1.0, Parameters P-18.1.00, and User Manual (On Line Help) V6.1.0 
and assailable to select regions worldwide.
The ACL TOP Family 60 Series Irtcludes the following analyzers:ACL TOP 350 GTS Part Number: 00000280066ACL TOP SSO CTS Part Number 00000280046ACL TOP 760 Part Number: 1ХКЮ02в0016

ACL TOP 760 CTS Part Number 00000280055
ACL TOP 750 LAS Part Number 00000280035

All models of the ACL TOP Family 50 Series offer:• Same quality resuKs
• Same comprehensive reagent portfolio
• Sfiune powerful and intuitive aoftwere
■ Same features and usebillty
• Same assay-specific sample checks
■ Same advanced lab accreditation support tools

Software Version 6.1.0 wtth Parameters P-
• Liquid Anli«Xa {Anti-Xa]
• Anlithrombln Liquid [AT LIQ]
• APCR V wtth APC (APCR V+J
• APCR V without APC [APCR V-J
• APTT Syn Phosphollp [APTT-SP]
• APTTSynthASII [APTT-SSI
• D-Dimer HS 500 (DDHS 500]
• D-Dimer HS [DDHS]
• D-Dimer [DO]
. Factor ll-RP [FII-RP]
• Factor II- ReadiPlasTIn [FIIRead]
• Factor ll-RP-e [FIIRP-B]
• Factor IX-SS (FIX-SSJ
• Factor V ReadiPlasTIn [FVRead]
• Factor V-RP-8 [FVRP-8]
• Factor VIH-SS [FVin-SS]

'16.1.00 includes the following parameter files:
• Factor Vlll-SS wtth normal vWF [Fe'vf- SS]
• Factor VII-RP [FVU-RP]
- Factor Vll-RP-8 [FVllRP-8]
. Factor VII ReadiPlasTIn [FVIIRaad] Factor V-RP [FV-RP]
- Factor X HS Plus (FX-HS+1
• Factor X-RP [FX-RPJ
• FX ReadiPlasTIn [FXRead]
• Factor XI-SS [FXI-SS]
• Factor XII-SS [FXll-SSJ
• Factor Vlll-SP [FVIU-SP]
• Factor IX-SP [FIX-SP]
• Factor XI-SP [FXI-SP]
• Factor Xll-SP [FXn-SP]
• Fib RecombiPlasTin [Fib-RP]



^  In s tru m e n ta t io n  
L a b o ra to ry
A Wvrfan Company

November. 2014

D o a r  V a f u a d  A C L  T O P  5 0  c u s t o m e r .

Instrumentation Laboratory ia pleased to announce the launch of the new ACL TOP Family 50 Series. 
The ACL TOP Family 50 Series offer low- to high- volume hemostasis laboratories advanced 
automation of routine to specialty assays with the added benefit of integrated pre-anatytlcal sample 
integrity checks, and advanced laboratory aOTreditation support tools. The ACL TOP Family 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 comprehenaive portfolio of HemosIL reagents, calibrators and controls using the same 
assigned values as iisted on the Insert sheets for the ACL TOP Family. Ir̂  addition, the Intended Use. 
Reagent Stoiage/Stabiltty. Limltafiana/lnteffering Substances, Expected Values. Performance 
Characteristics, and any other Instrument specific claims on any HemosIL reagent insert sheet will 
appty to both the ACL TOP Family and the ACL TOP Family 50 Series. The^fore. when using any 
HemosIL reagent on the ACL TOP Family 50 Series analyzer, please use the assigned values and 
clarms listed on the insert sheet for the 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 cdnoosing IL as a partner In 
Hemostasis testing.

please contact your local representative If you have any questions.

Sincerely.

Catherine Quirbach Ph.D.
Group Product Manager. Hemostasis Reagents
Instrumentation Laboratory
004446005 00027503098 ROO
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ibHEMOSTABie Systems 
Urgent Safety Notification

A u g u s t  2 0 1 4

Deu* Valued IL Hemostasis Customer:
Our records indicate that your flscillty has in use one or more IL Hemostasis Systems: ACL TOP* Family, ACL Putura/ACL Advance, ACL BLITEVELITE PRO/8/9/10000, ACL Oasstc (100-7000) and ACL AcuStar. This notlHcation is Intended to reinforce that the waste from your IL Hemostasis System contains sodium azide that may potentially form explosives In meCal plumbing composed of lead, brass, tin. copper or zinc or containing solder in the plumbing system and to 
emphasise thetgood work practices should be follov̂ d to mitigate the risk of explosion.
WARNING: When sodium azide preservative In reagents is disposed down the drain, it can react with the metals InChe plumbing to form Insoluble metallic azides, such as copper and lead azide, which settle in the 

plumbing and collect in traps, threads, etc. These meullic asides are highly explosive. For example, lead 
azide is a more sensitive pjimaiy explosive than nitroglycerine and copper azide and other metallic azides arc even more explosive and are considered too sensitive to be used commercially as explosives. Metallic azides may explode if sub|ected to IVlcdon, heat, shock or by reaction with other chemicals.

To this eod. please perform the following steps taken dimctly from the National Institute of Occupational Safoty and Health(NtOSH) guidance on the **Decontamination Procedures for Azide ConlemJnated Plumbing” <197G);
• Routine l>econCBmlnation:

Thoroughly flush any drain used for waste disposal with copious amounts of water several times a day to prevent 
azide build up. The use of copper- and lead-free lines between die point of discharge of azide 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

• Oecontamlnatf on of Plumbing Contalaii^ 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 point at which any azide contamination is likely to have 
occurred amd then filling the entire length of pipe with 109b sodium hydroxide solution.
• Laboratory maintenance workers, especially plumbers, should be alerted to the azide hazard so that proper 

precautions can be taken. Violent explosions have resulted when plumbers have attempted to penetrate blocked 
azide-contaminated drainage systems with a flexible metal probe (snake) or to cut or saw azide-contaminated 
drain lines.

• Prepare 1 to 2 liters of 109b sodium hydroxide solution (Ю0 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. Careftilly 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 may be present

• Slowly pour the sodium hydroxide solution into the trap.

Labo ra to r/  

CO M  A46A&A

180 H aftweil Road 
Bedford. MA 01730 Tel 781-861-0710

P e g e l o f 2
Nwww.tlub.com 

L0019014800 R03
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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 Precision Performance Requirements. The released parameters
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 respertive governing bodies for 
instrument clearance where the reagent Is sold, and Is also published In the insert sheets of th 
respective reagent products. Those published values reflect the testing performed on specific AC*- 
TOP and ACL TOP Family 50 Series instruments using specific lots of reagent, calibrator. and control 
matenais. _
The Information supplied here can serve as a guide to ACL TOP and ACL TOP Family 50 Senes 
users.

Assay Reagent Result Unit Control
Within Run 
imprecision 

(%CV)

Total
Imprecision

(%CV)

PT PT-Fib HS + 
PT-Fibrinogen Seconds

HemosIL* Normal Control SI2.0 £ 3.0
HemosIL Normal Control 1 £ 2.0 £ 3.0

HemosIL Low 
Abnormal Control £ 3.0 £4.0

HerTKMilL Abnormal 
Control 2 £ 3.0 £4.0

HemosIL High 
Abnormal Control £ 5.0 £8.0
HemosIL Abnormal Control 3 S 5.0 S 8.0

PT RecombiPlasTin
20

ReadiPlasTln
Seconds

HemoelL* l4onnal 
Control £ 3.0 £ 3.0

HemosIL Noimal Control 1 £ 3.0 £3.0 ;
HevnOsIL Low 

Abnormal Control £ 4.0 £4.0
HenrKMilL Abnormal

control 2 £4.0 £4.0 1
HemosIL High 

Abnormal Control S 5.0 £ 8.0
HemosIL Abnormal 

Control 3 S 6.0 £8.0 ;
PT* based
Pfbrlnogen

PT-Fib HS + 
PT-Fibrinogen mg/dL

HemosIL Normal 
Control £ 10.0 £ 12.0 '

HOmoalL Normal 
------ 1 £ 10.0 £12.0 — J



in s t r u m e n ta t io n  
L a b o ra io  ry
A Werl̂ .n Compenv F o r  N o rth  A m e r ic a  C u s to m e rs  O n ly

September 19. 20ie
ZPear Valued ACL TOP Family 60 Series customer,
When 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 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 HemosIL neagents, calibrators and controls. The claims for Intended 
Use. Reagent Storage/Stablllty. Limltations/lnterfering Substances, Expected Values on a 
HemosIL 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 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 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 IL as 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 L0000001196 Rev 01 , i.; 1̂ 4-

■--j;



’CATE of COMPLIANCE
Insuumeritation Laboratory ieO Hertvvoli Road Bedford,MA US 01730

ACL TOP B50 CTS SYSTEM 000002B00452800-45 ACL TOP B60 CTS 17110608

0.7 1.2 1.2 2.6 1.2 1 .4 1.1 6.8

PASSPASSPASSPASSPASSPASSPASSPASS

h
r

<  ^ 0 .2 0 0  Ohm 0 .0 7 0 PASS ,

>  - 2 M O hm 7Э 4 PASS
0 .1  . . 1 0 0 0 .0  /jA 5 2 4 .1 PASS
0 .1  , . 6 0 0 .0 2 6 0 .3 PASS
0.1 . 1 0 0 0 .0  f j A Б 3 0 .4 PASS
0 .1  ... 5 0 0 .0  f J A 2 6 8 .7 PASS \
2 ,0 0 1 0 .0 0  m A Д.21 PASS

V

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

b

Instrument Teat Voitege Slgneture:JNUON D ate ; 11 /0 3 /2 0 1 7

QC Signature:SYI 

GO » 4B42B2

D a te :1 1 /0 7 /2 0 1 7
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Instrumentation t-abo rslo ry C o
180 Hartwell rtoad
Bedford, M A  01730-2443 U .S .A
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E U  A u k to ria a ra d  ra p ra tan ta rH  
РПммлпЛОглиПтс «гуягтрскш»rror orrjv E E

Inetrumentation Labo ratory 8 p A  
Vlale Monza, 338 
2012B -  M lleno, Italy
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a ta rK la rd a rid a n m m ra d e  I d a n n a  d a k la ra ito n
M  Irm im om n tatton  L a b o ra to ry  p c  ra  n a p b v  eqA tU va  dn r a  npoH Uvro m tu  rrro p tp o vT m  M trurU pu r o v p p o fx p o tiv ra i p c  m v  о б п у/а  n je  
E u p o iiro td K  E v u ia rf^  n o t rq  г т р О ги т  rro u  гтр о о б гар Ч о 'о а ! rm p r m rp o O aa  e ftA um rj.
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ФОТОГРАФИЧЕСКИЕ ИЗОБРАЖЕНИЯ 
МЕДИЦИНСКОГО ИЗДЕЛИЯ

Анализатор автоматический коагулометрический для диагностики in vitro ACL TOP,
вариант исполнения ACL TOP 350 CTS







Q uslitf Approved Component

SampleCups

0005575100
Satnpie Cups • Contain: tOOO X 2 mL 
For Use on ACl Senes

•-U.*--!» I nLaboratni) • М1М«кИГ»«ША*М

•Д*-

' •’•A* ' •

■’ г-"' ’















^ in s tn jm e n ta tio n

- s , . " .









Кюветы, 2400 шт.
3 ^

Г'

f'?r-%ii*-
; \'. ■ ■ - - • •» iT " '

•V-' •••■•.;;_ ;>- t;' ' "'•
< • ■'*' Г!>• tv • ■• •’■ -•••,;< ' ••»V/.-V-'̂  Л 3, ■ ■• Щ .
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4, Документация: декларация соответствия, сертификат соответствия, спецификация точности измерений, письмо-уведомление про Азид натрия, 
маркетинговое письмо по библиотекам тестов, маркетинговое письмо по реагентам.
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February. 2 0 1 6

ACL TOP Fam ily 80 S er ies with Softw are R e lea se  V6.1.0, Pararneter* P-18.1.00 and U ser M anual <On 
L ineH etp)V B .1.0

Dear Valued ACL TOP Customer.

W elcom e to the ACL TOP Family SO Series of Analyzers. The ACL TOP Family 50 Series are the new est 
m em bers of the ACL TOP Family, the best-in-clasa enalyxers for the hem ostasis laboratory. T h ese  high 
performance consolidated workstations are for routine and specialty assays: Clotting, Chromogenlc and 
Latex-im m unoassay with pra-enalytieal sam ple integrity check s and advanced audit trail and accreditation 
aupport toots. They are part of Instrumeniation Laboratory's cwnmitment to  develop and introduce 
products that m eet the needs of today's demanding hem ostasis laboratory. The ACL TOP Family 50  
Series Is cortHgured with Software V6-1.0. Parameters P-18.1.00, and U ser Manual (On Line Help) VS.1.0 
and eveilabie to se lec t  regions worldwide.

T he ACL TOP Family 60  Series Includes the fotlowing analyzers;
ACL TOP 36 0  CTS Part Number: 00000280065
ACL TOP 550 CTS Part Num ber 00000280046
ACL TOP 75 0  Part Number: 00000280015
ACL TOP 75 0  CTS Part Number; 000002B00SS
ACL TOP 7 5 0  LAS Part Num ber 00000280035

All m odels o f the ACL TOP Family 60  Series offer:
• S a m e quality results
• S a m e  com prehensive reagent portfolio 
« S a m e  powerful end intuitive software
•  S a m e  features and usability
•  S a m e  assay-specin c sam ple checks
• S a m e advanced lab accradrtetlon support tools

Softw are Version 6 .1 .0  with Param eters P-
•  Liquid Anti-Xa {Anti-Xa]
•  AnlHhrombln Liquid [AT LIQ]
• A PC R V w ithA PC [A PC R V +J
• APCR V w llhoutA PC fA PC R V -J
• APTT Syn  Phosphollp [APTT-SPJ
• APTT SynthASil tAPTT-SS]
• D-Dimer H S 50 0  CDDHS 500]
.  D-Dim er H S fODHS]
• D-Dimer {DD}
•  Factor n-R P IFM-RP]
•  Factor II- ReadIPlasTih {FIfRead}
•  Factor ll-R P-6 [FIIRP-8J
• Factor IX -«S (FIX-SSJ
•  Factor V ReadiPlasTfn [FVReadJ
•  Factor V -R P-8 (FVRP-8J
•  Factor VIII-SS {FVm-SSJ

18.1 .00  Includes the following param eter files:
•  Factor V m -S S  with normal vWF tFSvf- 

SS]
•  Factor Vll-RP IFVII-RP]
.  Factor V li-RP-8 [FVllRP-8]
•  Factor VII ReadiPlaaTIn [FVlIRead] 

Factor V-RP [FV-RP]
•  Factor X H S  P lus (FX-HS+l
• Factor X -R P  IFX-RP]
•  FX ReadlPlasTin [FXRead]
•  Factor XI-SS IFXI-SS]
•  Factor XII-SStFXU-SS]
•  FactorVIII-SP [FVm -SP]
•  Factor IX-SP IFIX-SP]
•  Factor XI-SP IFXI-SP]
• Factor Xll-SP  IFXn-SPJ
• Fib Recom biPlaaTtn tFib-RP]

P a g e  1 of 2 P/N OQO27S043SO R ev  01
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I n s t r u m e n t a t i o n  
L a b o r a to r y
А Werfen Comparv#

N o v e m b e r . 2 0 1 4

О е в г  V a l u e d  A C L  T O P  S O  c u s t o m e r .

In strum entation  L aboratory l« p le a t e d  to  a n n o u n c e  № e la u n ch  o f  th e  n e w  ACL T O P  F am ily  SO S e r ie s .  
T h e  ACL T O P  F am ily  SO S e r ie s  offer low- to  h lg b - v o lu m e  h e m o s ta s is  la b o ra to ries  a d v a n c e d  
a u to m a tio n  o f  ro u tin e  to  sp ec ia lty  a s s a y s  w ith th e  a d d e d  b e n e fit o f  in teg ra ted  p re-an a ly tloa l sa m p le  
Integrity c h e c k s ,  a n d  a d v a n c e d  laboratory accred ita tio n  su p p o rt to o ls . T h e  AC L T O P  F am Sy a n d  n e w  
AC L T O P  F am ily  5 0  S e r ie s  will b e  a b le  to  u s e  th e  s a m e  c o m p r e h e n s iv e  portfolio  o f  r e a g e n ts  a n d  
p r o d u ce  th e  s a m e  quality  resu lts .

S in c e  th e  n e w  AC L T O P  F am ily  5 0  S e r ie s  e v o lv e d  from  th e  ACL T O P  F am ily , y o u  will b e  a b le  to  u s e  
th e  s a m e  c o m p r e h e n s iv e  portfolio o f  H em osIL  r e a g e n ts ,  ca lib rators a n d  c o n tr o ls  u s in g  th e  s a m e  
a s s ig n e d  v a lu e s  a s  lis ted  on  th e  Insert s h e e t s  for  th e  A C L T O P  Fam ily. In a d d ition , th e  in te n d e d  U s e .  
R e a g e n t  S to ra g e /S la b flfty . L lm ltatlons/ln terferlng S u b s t a n c e s .  E x p e c te d  V a lu e s .  P er fo rm a n ce  
C h a ra c ter is t ic s , a n d  a n y  o th er  Insfrum ent sp e c ff lc  c la im s  o n  a n y  H em o sIL  r e a g e n t  Insert s h e e t  will 
a p p ly  to  both  th e  A C L  T O P  F am ily a n d  th e  ACL T O P  F am ily  SO S e r ie s .  T h e r e fo r e , w h e n  u s in g  a n y  
H em o sIL  r e a g e n t  o n  th e  ACL T O P  F am ily  5 0  S e r ie s  a n a ly z er , p le a s e  u s e  th e  a s s ig n e d  v a lu e s  and  
c la im s  lis ted  o n  th e  Insert s h e e t  for th e  ACL T O P  Fam ily.

IL is  co m m itted  to  d e liv er in g  in n o v a tiv e  a n d  practica l so lu t io n s  to  m e e t  th e  n e e d s  o f  o u r  c u s t o m e r s . 
T h e  fe a tu r e s  o f  th e  n e w  ACL T O P  F am ily  5 0  S e r ie s  will m in im ize  th e  risk  o f  errors a n d  e n h a n c e  
q u ality  a s s u r a n c e  lea d in g  to  b e tter  p a tie n t  c a re . T h a n k  y o u  for  c h o o s in g  IL a s  a  partner In 
H e m o s ta s is  te s t in g .

P le a s e  c o n ta c t  y o u r  lo c a l r e p r e se n ta t iv e  if y o u  h a v e  a n y  q u e s t io n s .  

S in c e r e ly .

.. -

C a th er in e  Q u irb a ch  P h .D .
G ro u p  P ro d u c t M a n a g e r . H e m o s t a s is  R e a g e n t s

In stru m en ta tio n  L a b oratory
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A Werf»n Company

JX. HEMOSTASIS Sy s t e m s  
U r g e n t  Sa f e t y  N o t z k c a t io n

August 2014

Dear Valued IL H em ostu fs Customer:

Our records Indicate that your hielllty has In use one or m ore !L Hemostasia System s: ACL TOP* Family. ACL Putura/ACL 
Advance, ACL ELlTB»/ELiTB P R O /e/9 /10000 , ACL O asslc (1 0 0 -7 0 0 0 ) and ACL AcuStar. This notification Is intended to 
reinforce that the w aste  from your IL Hemostasis System contains sodium  azide that m ay potentially form explosives in 
m etal plumbing com posed o f  lead, brass, tin. copper or zinc or containing so ld er  In the plumbing system  and to 
em phasise that good  work practices should be followed to mitigate the risk o f  explosion.

WARNING: W hen sodium  azide preservative in reagents is disposed dow n the drain. It can react with the m etals in
the plumbing to form insoluble metadllc azides, such s s  copper and lead azide, which settle in the 
plumbing and co llect in traps, threads, etc. These metalilc azides are highly explosive. For example, lead 
azide Is a  m ore sensitive primary explosive than nitroglycerine and copper azide and other metallic 
azides are even  m ore explosive and are considered too sen sitive  to  b e  used  commercially as explosives. 
MecaUic azides m ay explode if  subjected to  friction, heat, shock or by  reaction w ith  other chemicals.

To this end, please perform the following steps taken directly from the National Institute o f  Occupational Safety end Health 
^ tO S M ) guidance on the **Ресопгат1па<1оп Pr<x«dures for A ^de Ckmtaminated Plumbing" (1976):
•  R ou tin e  D econ tam in ation :

Thoroughly Qush any drain used  for w aste disposal w ith  copious am ounts o f  w ater several tim es a day to  prevent 
azide build up. The u se  o f  copper- and lead-free lines betw een the point o f  discharge o f  azide and the nearest pipe In 
w hich there is a good  stream  o f  water, o r  the u se  o f  azide-free reagents, m ay prevent future accumulation o f  
4Мф1оа{уе azides in plumbing. NOTE: These m easures %vltl NOT decontam inate plum bing already containing

D ecootam Jnaitlon o f  P lu m b in g  C ontaining E xp losive  A zides:
The procedure b e lo w  is designed  to decontam inate a drain trap. Longer lengths o f  drain lin es can be decontam inated  
w ith  a sim ilar procedure after plugging the drain below  th e  poin t a t w h ich  a t^  azide contam ination is  likely to  have  
occuzred and then  filling the entire length o f  pipe w ith  10%  sodium  hydroxide solutlor>.
•  Laboratory m aintenance workers, especially plum bers, should  be alerted  to  the az id e hazard so that proper  

precautions can be taken. \^ o len t explosions have resu lted  w h en  plum bers have attem p ted  to  penetrate blocked  
azfde-contarainaced drainage system s w ith  a flexible m etal probe (snake) or  to  cu t o r  sa w  azide-contam inated  
drain lines.

•  Prepare 1 to  2  liters o f  10%  sodium  hydroxide solution  (1 0 0  g  NaOH p er  liter  o f  w ater). W ear appropriate 
protective eq u ip m en t w h en  preparing and handling th is corrosive m aterial including gloves, protective clothing, 
chem ical sa fe ty  g o g g les  and face sh ield. Contact w ith  ey es  or  sk in w ill cause  sev ere  burns and m ay cause  
perm anent dam age. CarefUIly read and fo llow  th e  m anufacturer's sa fe ty  in structions and  instructions for diluting  
concentrated sod iu m  hydroxide or  sod ium  hydroxide so lid  In water.

• 5зфЬоп all liquid from  the trap and drain using a so ft rubber or  p lastic  hose. Use p ro p er  precautions against an y  
hazardous chem icals vvhich m ay b e  p resen t
S low ly pour th e  sod iu m  hydroxide solution  in to  the trap.

»m trumentji trort
Labofatofv 

CO* 4 4 6 4 8 4

100 Hartwell Road 
Bedford, MA 01730 Tel 781-061-07JD
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i n s t r u m e n t a t i o n
L a b o r a t o r y  ‘
A W erfen Company

A C L  T O P *  Л  A C L  T O P  F a m i l y  5 0  S e r i e s  A n e l y t i c a l  P r e c i s i o n  P e r f o r m a n c e  R e q u i r e m e n t s

T h e  ta b le  o n  t h e  fo llo w in g  p a g e s  r e f le c le  t h e  c u r r e n t  A C L  T O P  a n d  A C L  T O P  F e m ily  5 °
A naijrtical P r e c i s io n  P e r fo r m a n c e  R e q u ir e m e n ts .  T h e  r e l e a s e d  p a r a m e t e r s  fo r  e a c h
a s s a y s  h a v e  b e e n  t e s t e d  b y  In s tr u m e n ta tio n  L a b o r a to r y , a n d  t h e  im p r e c is io n  d a t a  g e n e r a t e d  i s  l e s s
th a n  o r  e q u a l  t o  t h e s e  r e q u ir e m e n ts .  i

T h e  r e s u lt s  o f  t h e  In tern a l t e s t in g  h a v e  b e e n  s u b m it t e d  t o  t h e  r e s p e c t i v e  g o v e r n in g  b o d i e s  f o r  j 
in s tr u m e n t  c l e a r a n c e  w h e r e  t h e  r e a g e n t  Is s o ld ,  a n d  is  a l s o  p u b l is h e d  In t h e  In s e r t  s h e e t s  o f  t h e  
r e s p e c t iv e  r e a g e n t  p r o d u c ts .  T h o s e  p u b l is h e d  v a l u e s  r e f le c t  t h e  t e s t in g  p e r f o r m e d  o n  s p e c i f i c  A C L  
T O P  a n d  A C L  T O P  F a m ily  5 0  S e r i e s  In s tr u m e n ts  u s in g  s p e c i f ic  lo t s  o f  r e a g e n t ,  c a lib r a to r ,  a n d  c o n tr o l  
m a te r ia ls .  .
T h e  In fo rm a tio n  s u p p lie d  h e r e  c a n  s e r v e  a s  a  g u id e  to  A C L  T O P  a n d  A C L  T O P  F a m ily  5 0  S e n e s  
u s e r s .

A s s a y R e a g e n t R e s u l t  U n it C o n t r o l
W it h in  R u n  
i m p r e c i s i o n  

(% C V )

T o t a l
i m p r e c i a f o n

(% C V )

PT PT-FIb HS + 
PT-FibrJnogen S eco n d s

H em osIL* Normel 
Control ^ 2 .0 s  3 .0  ■,

H em otlL N ortnal 
Control 1 a; 2 .0 S 3 .0

HemosIL Low 
Abnormal Control S 3 .0 Й 4 .0

'MsmosiL Abnormal 
Control 2 S  3 .0 S 4 .0

Hem osIL High 
Abnonnal Control S  5 .0 s  8 .0  ;

H em osIL Abnormal 
Control 3 S  5 .0 S 8 .0

PT
Recom biPiaeTin

2G

ReadlPlasTin
S e c o n d s

H em osIL* Norm al ' 
Corttrol S  3 .0 S  3 .0

Hem osIL Nornial 
Control 1 S  3 .0 S 3 .0

Hem osIL Low  
Abnorm al Control S 4 .0 S 4 .0

Hem osIL Abnormal
-_ ^ ^ C p n troJ2  __ S 4 .0 5  4 .0

HsmoalLHibW  
> ^ o r m a l  Control S  5 .0

• ■ ...... . ■ '
sa.o

H em osIL Abnorm al 
Control 3 SS .O S 8 .0

PT- b a s e d  
F ib rinogen

P T -F ibH S + 
PT-Fibiinogen mg/dL

H em oclL  N oim st 
Control S  1 0 .0 S  1 2 .0

H lem oslL tlorm at 
Control 1 s  1 0 .0 5  1 2 .0
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F o r  N o r t h  A m e r i c a  C u s t o m e r s  O n ly

S e p te m b e r  19 . 2 0 1 6

D e e r  V a l u e d  A C L  T O P  F a m i l y  S O  S e r i e s  c u s t o m e r .

W h e n  u s in g  a n y  H em oS lL  r e a g e n t  o n  th e  ACL T O P  F am ily  5 0  S e r ie s  a n a ly zer , p le a s e  u s e  th e  
a s s ig n e d  v a lu e s  a n d  th e  c la im s  lis te d  on  th e  Insert s h e e t  for th e  A C L  T O P  Fam ily. S in c e  th e  A C L  
T O P  F am ily  5 0  S e H e s  e v o lv e d  from  th e  AC L T O P  Fam ily , y o u  will b e  a b le  to  u s e  th e  s a m e  
c o m p r e h e n s iv e  portfolio o f  H em o sIL  r e a g e n ts , ca librators a n d  c o n tro ls . T h e  c la im s for In ten d ed  
U s e , R e a g e n t  S to ra g e /S ta b ility , L im ltatlons/ln lerfering S u b s ta n c e s ,  E x p e c te d  V a lu e s  o n  a  
H em o siL  r e a g e n t  Insert s h e e t  will a p p ly  for both  th e  A C L T O P  F am ily  a n d  th e  AC L T O P  F a m ily  6 0  
S e r ie s .

In add ition . Instrum entation  L aboratory p erform ed  add ition al p r e c is io n  a n d  m e th o d  c o m p a r iso n  
s tu d ie s  to  a c h ie v e  5 1 0 k  c le a r a n c e . W hile  th e  H em o s iL  la b e lin g  is  b e in g  u p d a te d , th e  
co rr esp o n d in g  P re c is io n  a n d  M eth o d  C o m p a riso n  d a ta  for  AC L T O P  5 0  S e r ie s  from  t h e  cu rren t  
5 1 0 k  c le a r e d  a s s a y s  a r e  l is te d  In th is  latter for yo u r  r e fe re n c e .

P le a s e  s h a r e  th is  inform ation w ith  your laboratory  s ta ff  a n d  reta in  a  c o p y  o f  th is  letter  for yo u r  
reco rd s. T han k  y o u  for  c h o o s in g  IL a s  a  partner In H e m o s ta s is  ta s tin g .

P le a s e  c o n ta c t  yo u r  lo c a l r e p r e se n ta tiv e  If y o u  h a v e  a n y  q u e s t io n s .

S in ce re ly .

C a th er in e  Q u lrb ach  P h .D . Г

G rou p  P ro d u c t M an a g er , H e m o s t a s is  R e a g e n t s  .
In strum entation  L aboratory
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T h is  in s t r u m e n t  h a s  b e e n  c e r t i f ie d  t o  m e e t  all a p p U c a b le  e le c t r ic a l  a n d  a n a ly t ic a l  
s p e c i f io a t l o n s  a s  o u t l in e d  in  I n s tr u m e n ta t io n  L a b o r a to r y 's  f in a l t o s t  a n d  Q C  p r o c e d u r e s .

Inatrumem f e e l  i/o fteg e  SignaturejJNUON
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Date; 1 1 /0 7 /2 0 1 7
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M a n u f a e t u r e r
HaratmHar
Fe bd ca n ta
fTab iiaant
P m d u t fo r *

Fabdoan ta
P ro du ea n t
ТШуагкага

I r t s t r u m a n t a t l o n  L a b o r a t o r y  C o  i
1 8 0  H a r t w e l l  R o a d
B e d f o r d ,  M A  0 1 7 Э 0 4 4 4 3  U - S . A

E U  A u t h o r ! s a d  R e p r a e a n t a t l v a :
ftep ia aa iM a n ta  A u tw ix a d o  n a  U B I n a t r u m a n l a t l o n  L a b o r a t o r y  в р АЕи-ЛаУеМтШсЫ>д(а

ftap na a an ta rria  A u ro t ta a d e p e r ia  U E Ши-a u to rta a ra l fe p n a e a n ta n f V i a l #  M o n x a .  3 3 8
M arrda tam t e u  Aukto rlaarm d ra p raa a n ta n t a > 1 3 8 - M i l a n o ,  I t a l y
P N T p ra aa n ian ta  A i / t o d h r a f o  In  Ши E fO um oeoTTn ifyo t оупгтоОсыгтос o m v  e S

U n ion  d iro ctiv*  and  atandarda Idanuriad In th ia dao iaratlon .
irmmtnentmtmn L M o t a i t v y  тЛеМП с м м  ф» ти*Ь»ФлгЫп P m d u fc tf# >  m ft den BmtimiminQen ber епоедЧ ^пеп  f it / -W c f tW n /e r t  чтЛ m tt den 
rnatoeKmrtan ootm edyen Dokuntentmn m Obe/etnetimmong tirtd.
fn s tm m e n te h o n  L e b o rm te fy  deeHerm p o r ie  p fm te n le  g g e  lo e  p r> d v c td (* )  m enctonedoe . ee iS n  c o n te r m * *  c o n  tee  d /re d tv e e  у  погтшя 
E u rd p e e e  id e M d ie e d e a  e n  e a te  о а о м е О л

/пз/гитепгш Гюп Lm oerw tery (M e/a/w  p e r  М  p fd s e n te . o ue  /e fe } рплЛ /КГе) eaue-fnen ttonne fa }. ез1(»оп{1 e o fd b fm e f t j e w r d frw c tfy v t e t  n o n n e a  
баго рЛ е п п ее  /d e n H M e a  d e n e  c a l f *  M elm reben.
/ne tnm ten re /teu i L eb o rm fo ty  d k f i ie re  ooa  te  $>пяшЫе c n *  «(<) p ro d a tto m  e o ttom em to n m io (i) e {a o n o f c o n /o tm l eSe a /fe n ty e  e  шдИ e te n d e rd  
ерес/Я сеь  m  gueatm  dichfmrmafene.

in a tn jm e n ie t id n  Lm borm toiy d e c la re  pe lo  p rm s e n »  < ju *  o (a } p rv d u to {a )  ebedco meneldnedcHa) ealAreatMo c o n fo n n a  a  D IrecU ve a  n o r n ie »  da  
C om lasS e  E u ro p a la  eapacinea idaa  пааЫ  d ac ia rageo .
ln jB fn .* n e n r» f io n  ta b o re to ry  a rtd m ra r  I w w d .  a t d a !  (d a ) rva d an to r mr^farta p roduH tta r) a t  l  ovaTmnaatammmlaa m a d  d a  E U -d ire a a v a r eg  
a ta n da rd a r. d a r  a r  a n fm ri i  d a n n a  adrtm rtng.
In a tru m a n ta b o n  L a b e re to ty  ЬаНгвЛаг n a rm a d  a t t  p n td u k K a tf Usimde n a d a n . v m a  ПгапИа(а) m a d  e u re p a la k a  U n fen -a na  d ira fc tiv  o c n  
a ta n d a rd a rk fa n tU ia ra d a ld a n n a  d a M e n u o n .
H  M s iru m a n m ffo n  L a & o r a f t v y  и :  та m tp d a  6 i)M > ve i O n ra  n » o » v r o  t o o  e v o d tp o v ra i к т и п 1р ш  оимгор<ро<пгтФ p t  m v  eO riyfa  n je  
E td H k im d > a ic £ v t ije /)g trw  та гтрЛпта п а и  ттроа0ю р 1(оута1 ottjv r r e p o d a e  ет^Ликпь

^ U -S e M in S ^ O t ra c tn r a  U S  D ifa<ibya E u m p d a n n a  O ^ f t r v a f u n ^ a  D k a d M a  U S  E U -d frak th r e u O b m k tfv  ОвПУ1С1ев

fVD • ЯвЛ'вЛЕС (27/10/1998)» A nnax  I and  Ш
R oH S 2  O irae ttva 2 0 1 1 /в в ти  (S ta rt in s  w ith  an# 1в0вХХХХ)

atanda fd /a i;
N o rm a n  e n d  K c h O n la n  £ a t*n d a /(a a )   ̂N o tm a (a ) N o tm a (a ) P adrM o/P adrO aa  S fe m /e i t ^ a iJ  S fe f id e r t j r / * r l  ПрОпгтга

• I S O  1 3 4 6 9 .  " M a d l c a t  O a v tc a a  — Q u a li t ) )  M a n a e a m a n t  S y a l a m s '
I S O  1 4 0 7 1  'M a d l e a l  O a v to e a - A p p l l c a t i o n  o t  riaK  m a n a g a m e n t  t o  m a d i c a l  d a v t c a a '
( E C  6 1 0 1 0 - 1  ( 2 ^ * 3 " *  E d i t io n » !  ‘ S a l i r t y  r e q u h a m e n t a  f o r  a l a c t r t c a i  o q u i p m a n t  f o r  m e a a u r a m e n i ,  c o m r o l ,  a n d  l a b o r a t o r y  use - 
P a r t  1 O e n a r a l  r a q u l r a r r x i n i a '
l E C  8 1 0 1 0 - 3 - 1 0 1  * P a r t  2 > 1 0 1 :  P a r t i c u l a r  r a q i i l r a m e n t B  t o r  in  v H ro  d l a s n o a U c  < IV D ) m e d i c a l  a q u l p m a n t '

• l E C  e i O I O - S - o e i  ‘ P a r t  2 - 0 8 1 ;  P a r t i c u l a r  r a q u i r a m a n t a  f o r  a u t o m a t i c  a n d  a a m l - a u t o m a t l c  l a b o r a t o r y  a q u t p m a n t  f o r  a n a t y s l k  a n d  
o t h e r  p u r p o s c a '
( E C  6 1 3 2 8 - 1  ‘ E l e c t r i c a l  e q u i p m e n t  t o r  m a a s u r e m a n t ,  c o r i t r o l  a n d  l a b o r a t o r y  u a a -  E M C  r e q u i r a m a n t s
Ш С  6 1 3 2 6 - 2 - 8  ‘ E l a c l i l c a l  e q u i p m e n t  f o r  m e e a u r e m a n t  e o n t r e l  a r> d  l a b o r a l o r y  u s a  -  E M C  r a q u i r a m a n t a  — P a r t  2 - 6 .  P a r t i c u l a r  
r e q u l r a m e n l a  -  I n  v i t r o  d ia g r> o sU o  < iV D ) m e d i c a l  e q u i p m e n r  
F C C  P a r t  1 5  S u b p a r t  В
I S O  1 5 2 2 3 - 1  M e d i c a l  O e v lc a a  -  ‘ S y m b o t s  t o  b e  u s e d  w H H  m a d i c a l  d e v i c e  l a o o l a ,  l a b e l l i n g  a n d  I n f o r m a t i o n  t o  b e  в и р р И а с Г  
E N  9 8 0  T e r m i n o l o g y ,  a y m b o l s  a r t d  I n f o r m a t io n  p r o v i d e d  w i t h  m a d i c a l  d a v t o e a  -  e r a p h t c e l  a y m b o l s  f o r  u s e  m  t h e  la b a lU n g  o f  
m a d i c a l  d a v l e a a
IBO  1 81 1 3 -3  'In  Vitro Diegnoatlo medical devlcea-lnform allon supplied by the menufocturer (■■balling) Part 3 - In Vitro  
dlagnoatlc InStrtim enit for profeaetonal use’ .
iSTA 2mJ2b Shipping S h a c k  and Vibration. Oorneailc & Intamatfonat Testa.
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Внешний 2D считыватель штрих-кода, 1 шт. (при необходимости)
г т^









Контейнер для твердых отходов. 10 шт





Адаптеры для CTS штативов, голубые, 48 шт. (при необходимости)
ш



















Штативы для образцов под закрьЕтые пробирки 57-64, 8 шт./уп. (при необходимости)
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Ш тативы ACL CTS для пробирок Сарштедт 14 мм (57-64), 8 шт./уп. (при необходимости)











Вентилятор для охлаждения реагентов, ACL ТОР 300/350 CTS, 1 шт. (при необходимости)

'ft(to г -i+. > r.tivi-4-



Набор для замены прокалывателя CTS: прокалыватель, 1 шт.; винт, 1 шт.; кольца, 6 шт. (при необходимости)









ФОТОГРАФИЧЕСКИЕ ИЗОБРАЖЕНИЯ 
МЕДИЦИНСКОГО ИЗДЕЛИЯ

Анализатор автоматический коагулометрический для диагностики in vitro ACL TOP,
вариант исполнения ACL TOP 550 CTS
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Аспиратор моющего раствора для ACL ТОР, 1 шт.





Пластиковые емкости 30 мл (с крышками), 10 шт
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Rev: 03 **
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^instrumentation Uboratory

VIAL GLASS 8-РК 20ML 
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Rev; 01 
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Адаптеры под штативы для образцов: адаптеры для аликвотных пробирок, 5 шт.; адаптеры для педиатрических пробирок, 5шт.



Контейнер под емкость для жидких отходов, 10 л, 1 шт. . <1

с / р , .





Адаптеры под штативы для разбавителей на 4 мл, 4 шт.





Адаптеры под штативы для разбавителей на 20 мл, 4 шт







Шестигранные ключи метрические 1.5 мм - 5.0 мм, 1 уп.
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i n s t r u m e n t a t i o n
L a b o r a t o r y
A  W e r f c n  C o m p a n y





Документация: декларация соответствия, сертификат соответствия, спецификация точности измерений, письмо-уведомление про Азид натрия, 
маркетинговое письмо по библиотекам тестов, маркетинговое письмо по реагентам.____   ̂  ̂ _̂_________
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V6.1.0, Parameters P-18.1.00 arid User Manual (On

f' isi:. '.u n e n ts t . ic r i  
a r o !  y

•*. W e r fe n  C e m p a n y  

Febaiary. 2016
ACL. TOP Family 80 Sarlee with Software Releaai 
Line Help) \^.1.0

Dear Valued ACL TOP"* Customer.

Welcome to the 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 TO P  Family 50 
Series is configured with Software V6.1.0, Parameters Р-1в.1.00. and User Manuel (On Line Help) V6.1.0 
artd available to select regions worldwide.

The ACL TOP Family 50 Series Includes the following analyzers;
ACL TO P  350 C T8  Part Number; 00000250065
ACL TO P  550 C TS  Part Number. 00000280045
ACL TO P  750 Part Number 00000280015
ACL TO P  760 C TS  Part Number. 000002800S5
ACL TO P  760 LAS Part Number 00000280035

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 usability
• Same assay-specific sample checks
• Same advanced lab accreditation support tools

Software Version 6.1.0 with Parameters P- 
Ф Liquid Antt-Xa [Anti-Xa]
• Antrthrombin Liquid (A T LIQ}
. APCR V  with APC DAPCR V+1 
«  APCRV\MthoutAPCtAPCRV-J 
-  A P T T  Syn Phoipholip lA P TT ^ P ]
• APTTSynlhASil [APTT-SS]
• O-Dimer HS 500 p D H S  600]
. D-DImer HS (OOHS)
• D-DimaftDD)
.  Factor ll-RP IFII-RP]
• Factor И- ReadlPlasTin [FilRead]
• Factor H-RP-8 tFlIRP-e]
• Factor IX-SS tFIX-SS]
• FaclorV ReadlPlasTin (FVReadJ 
-  Factor V-RP-8 (FVRP-8]
• Factor VHJ-SS rFVm-SS)

Page 1 of 2

16 1.00 includes Uie following parameter Я1еа:
• Factor vni-SS with normal vWF (F8vf- 

SS]
• Factor VII-RPIFVH-RPJ
• FactorVll-RP-8 [FVURP-8}
-  Factor VII ReadlPlasTin IFVllReadl 

Factor V-RP IFV-RP]
• Factor X HS Plus [FX-HS+1
• Factor X -R P  (FX-RPl
• FX  ReadlPlasTin [FXRaadJ
• Factor XI-SS [FXl-SS]
• Factor Xli-SS [FXIi-SS]
• Factor Vlil-SP IFVm-SPJ
• Factor IX-SP [FIX-SP]
• Factor XI-SP IFXI-SP]
• Factor XII-SP (FXII-SPl
• Fib RecomblPlaaTIn IFib-RP)

P/N 00027504350 Rev 01
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^  instrum entatio n  
Laboratory
A  W e r f * n  C o m p a n y

November. 2014

D e a r  V a lu e d  A C L  T O P  SO c u s to m e r .

Instrumentation Laboratory is pleased to announce the launch of the new A C L  T O P  Family 50 Seiiee. 
Th e  A C L  T O P  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 support tools. T h e  A C L  T O P  Р а тй у and new 
A C L  T O P  Family 50 Series will be able to use the same comprehensive portfolio of reagerrts and 
produce Ше same quality results.
Since the rvew A C L  T O P  Family 50 Series evolved from the A C L  T O P  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 Insert sheets for the A C L  T O P  Family. In addftlon. the Intended Use. 
Reagent Storaga/Stabiilty. LlmilaUons/Interfering Substances, Expected Values. Performance 
Characteristics, and any other instrument specific claims on any Hem oslL reagent insert sheet will 
apply to both the A C L  T O P  Family and the A C L  T O P  Family SO Series. Therefore, when using any 
Hem oslL reagent on the A C L  T O P  Family SO Series analyzer, please use the assigned values and 
claims listed on the insert sheet for the A C L  T O P  Family.

IL is committed to delivering innovative and practical solutions to meet the needs of our customers. 
Th e  features of the new  A C L  T O P  Family SO Series will minimize the risk of errors and enhance 
quality assurance leading to better patient care. Thank you for «lo o sin g  IL as a  partner in 
Hemostasis testing.

Please contact your local representative if you have any questions. 

Sincerely.

Catherine Quirbach Ph.D.
G roup Product M anager, Hemostasis Reagents

Instrumentation Laboratory

C O « 4 4 6 0 0 5 0 0 0 2 7 S 0 3 0 9 &  R Q O
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I n s t r u m e n t a t i o n
L a b o r a t o r y
A W c r f o n  C o m p a n y

H .  H X M O S T A S IS  S V S T K M S
U r g e n t  S a f e t y  N o t h t c a t i o n

August 2014

Dear Valued IL Hemostasis Customer.'

Our records indicate that your (hcitity has in use one or more Ih Hemostasis Systems: АСЬ TOP» PamilyjACL Pubira/ACL 
Advance. АСЬ ЕЫТЕ»/ЕЫТЕ PRO/8/9/10000. ACL Classic (100-7000) and ACL AcuStar. This notlRcatfoa Is Intended to 
reinforce that the waste from your lb Hemostasis System contains sodium azide that may potentially form explosives In 
metal plumbing composed o f  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 reagents is disposed down the drain, it can react with the metals in
the plumbing to form Insoluble metallic azides, such as copper and. lead azide, which settle in the 
plumbing and collect in traps, threads, etc. These metallic azides are highly explosive. Рог example, lead 
azide Is a more sensitive primary explosive than nitroglycerine and copper azide and odter metaUJe 
azides are even more explosive and are considered too sensitive to be used commercially as explosives. 
Metallic azides may expire  If subjected to friction, heab shock or by reaction with other chemicals.

To  this end, please perform the following steps taken dimctly from the National Institute of Occupational Safety and Health 
(NIOSH) guidance oo the ''Decontamination Procedures for A ^ d » Contaminated Plumbing’* (1976):
•  R o u t in e  D e c o n ta m ln a t lc H i:

Thoroughly flush any drain used for waste disposal with copious amounts of water several times a day to prevent 
azide buildup- The use of copper- and lead-free lines between tiha point of discharge of azide and the nearest pipe in 
which there Is a good stream of water, or the use of azIde-free reagents, may prevent foture accumulation of 
ea^iosive azides in plumbing. NOTE: These measures will NOT decontaminate plumbing already containing

•  D e c o n ta m ln a t lO R  o f  P lu m b in g  C o n ta in in g  E x p lo s iv e  A z id e s :
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 proper 

precautions can be taken. Violent explosions have resulted when plumbers have attempted to penetrate blocked 
Bzlde-contarainated 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 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.

Injtfumenlenon
L a b o i a t o r y

CO# 446484

leo Hartwell Road 
Bedford MA 01730 Tel 781-851-0710
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%  In s tru m e n ta tio n  
L a b o ra to ry
A Werfen Company

A C L  T O P *  & A C L  T O P  F a m ily  50 S e rie s  A n a ly tic a l P re c is io n  P e rfo rm a n c e  R e q u ire m e n ts

T h e  fable on the following pages reflects the current A C L  T O P  and A C L  T O P  F'amily 
Anal)^fcai Precision P erform ance Requirem ents. T h e  released param eters for each 
assays have been tested b y  Instrumentation Laboratory, and the im precision data  g e ne ra te d  Is iess 
than or equal to these requirem ents.

T h e  results of the internal testing have been submitted to the respective go ve rn in g  bodies for 
Instrument clearance w here  the reagent Is sold, and Is also published in the insert sheets of the 
respective reagent products. Th o s e  published values reflect the testing perform ed on apew fic  A C L  
T O P  and A C L  T O P  Fam ily  50 Series Instrum ents using specific lots of reagent, calibrator, a n d  control 
materials.  ̂ ,r.«. .
T h e  Information supplied here can serve as a guide to A C L  T O P  and A C L  T O P  F a m ily  5 0  S e rie s  
users.

A s s a y R e a g e n t R e s u lt  U n it C o n tro l
W ith in  R u n  
Im p re c is io n  

( % C V )

T o t a l
Im p re c is io n

( % C V )

PT PT^Fib HS ■*■ 
PT-FIbfinogen Seconds

HemosIL'” Normal 
Ccmtrol S 2.0 5 3.0

HsmosiL Normal 
Control 1 s 2.0 5 3.0

HemoalL Low 
Abnormal Control S 3.0 5 4.0

HarrtosIL ̂ n o rm a l
. ControU . S  3.0 5 4.0

Hamosit High 
Abnonnal control Л  5.0 5 8.0

HsmosiL A bno rm a l 
Control a a 6.0 5 0.0

PT
RecombiPlaeTIn

2 0

ReadiPlasTin
Seconds

HsmosiL* Normal 
Control S  3.0 5 3.0

HsmosiL Normal 
Control 1 S 3.0 5 3.0

HsmosiL Low 
Abnormal Control 5 4 .0 5 4.0

HsmosiL Abnormal
control 2 5 4.0 5 4.0

HsmosiL High 
Abnormal Confroi 5 6.0 5 8.0

HsmosiL. Abnormal 
Control 3 S  5.0 5 8.0

P T . basecf
FlbHnogsn

PT-Fib HS 
PT-Fibrinogen mg/dL

HsmosiL Norrmit 
Control S 10.0 5 12.0

HemosIL NOfmat
______ SgPtrpLl. 5 10.0 5 12.0

Page 1 of 7 p/N L002811950
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i n s t r u m c f j t c i t i o n  
t «■ ^borat.ory

v.'e:fpf> Считэрипч- F o r  N o r t h  A m o r f c a  C u s t o m e r s  O n l y

September 19. 2018

D ear V a ! u 0d A C L  T O P  F e m f l y  S O  S o r i e s  c u s t o m a r ,

W hen using any HemosIL reagent on the A C L  T O P  Family 50 Series analyzer, please use the 
assigned values and the claims listed on the insert sheet for the A C L  T O P  Family, Since the A C L  
T O P  Family SO Series evolved from the A C L  T O P  Family, you will be able to use the same 
comprehensive portfolio of HemosIL reagents, calibrators and controls. Th e  claims for Intended 
Use, Reagent Storage/Stablllty. LimKetlons/lnterfering Substances, Expected Values on a 
HemosIL reagent Insert sheet will apply for both the A C L  T O P  Family and the A C L  T O P  Fam ily 50 
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 A C L  T O P  50 Series from the current 
S l0 k  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 P h.D . ,.

Group Product Manager, Hemostasis Reagents ^
Instrumentation Laboratory

• : V.- . V ,  ►  j
F^ge 1 of 13 , P/N L0000001196 Rev 01 Гс̂ - .
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А Т Е  of C O M P L IA N C E

I n s t r u m e n t e i l o n  L a b o r o t o r y  
1 в 0  H a r t w e l l  R o a d  
B e d f o r d . M A  U S  0 1 7 3 0

A C L  T O P  B 6 0  C T S  S Y S T E M  
0 0 0 0 0 2 8 0 0 4 5  
2 8 0 0 - 4 6  A C L  T O P  8 6 0  C T S  
1 7 1 1 0 5 9 8 ^ . < я
<  - 1 . 7  % 0 . 7 P A S S
<  =■ 3 . 2  % 1 . 2 P A S S
<  - 1 . 7  % 1 . 2 P A S S
<  — 3 . 0  % 2 . 8 P A S S
<  - 3 . 0  % 1 . 2 P A S S
<  * 8 . 0  % 1 . 4 P A S S
<  “ 2 . 3  % 1 . 1 P A S S
<  - 1 0 . 0  % 6 . 8 P A S S

<  •- 0 . 2 0 0  O K m 0 . 0 7 0 P A S S
>  =t 2  M O h m 7 3 4 P A S S
0 . 1 . .  1 0 0 0 . 0  p A 5 2 4 . 1 P A S S

0 . 1 . ,  Б О О . О  /jA 2 6 5 . 3 P A S S
0 . 1 ..  1 0 0 0 . 0  p A 5 3 0 . 4 P A S S
0 . 1 ..  5 0 0 . 0  p A 2 8 8 . 7 P A S S
2 . 0 0 ' . .  1 0 . 0 0  m A 4 . 2 1 P A S S

T E S T IN G  S T A T E M E N T ;

Th is  instrum ent has been certified to  m eet all applicable electrical and analytical 
specifications as outlined in Instrum entation Laboratory's  final test and Q C  procedures.

I n s t r u m e n t  T e s t  V o l t a g e  S l g n a t u r e s J N U O N

Q C  S l g n a t u r e t S Y l  

C O  #  4 S 4 2 6 2

V-'



In s tru m e n ta t io n
L a b o r a t o r y

C  €  D E C L A R A T IO N  O F  C O N F O R M IT Y

• M a n u f e c t u r a r :
HtKittakar
Fabdeartta
Fabm m nt
ProtUfttara

F a M c a n ta
Prx)duear)l
THlvar*ara
ЕатооягиовпкК

I n e t r u m a n t a t l o n  L a b o r a t o r y  C o
1 » 0  H a r t w e l l  R o a d
B e d f o r d ,  M A  0 1 7 9 0 - 2 4 4 3  U . S A

E U  A u t h o r i x a d  R e p r e e a n t a t i v a i
R apraaanlanta Autortxado n a  U E I n e t r u m e n i a t l o n  L a b o r e t o r y  S p Ae u - a e v o » n a t i > M p i w

R aprataM arrta  A uto rttade  p o r la  UB V l a l a  M o n a a ,  3 3 8
MarHtalaka
P aoeraaan lan la  A utodxxalo  t o  E u

E V  Autrtortsarad гаргашаЫаЫ
E C O v t o o e o to t o V o C  дупггойашгтое оглУ.ВЩ

2 0 1 2 8  -  M i l a n o .  l U l y

U n io n  d ir a c t lv *  « n d  « t in d a r d *  id *n t lf l« d  in  th is  d s c ls rs tlo n .
M to w m n to t^ n  Lmliormioty aimurt. am *a OM aufeafo ivu in  e voduktC ) Bmatimmmomn tSmr •потдвЬлпап Еи-тс}Лвп1тп u n d  тП  t»n
m uf^tO hften  n otm ativ»n DoMirmtntmn m  (7bvrv(nc№nmur>e $lnd.
tnetrvmmntadon LoOor^lOfy dmdmm p o r  te  p r e s e n t  g u v  t o *  pm duck>(*) e d t ja  д а * / > е * « « * > » ,  mstin eonfomy»» con  t o »  d f r e e r f / v s *  у  оогтшз 
E u ro p e*»  HMHjU/fc * a »»  * n  a*elm nc/di%
tnatrumentmOon Lmbormtory dOcTmm p m rt*  ргОвтпГ». tfu *  / • ( • )  prxKM tfs) aou»-m *nH oim *{»f, *» i(»o n t) еогФггтоСв) *u x  d im ct/v o f • •  no rm *»  
Europ4»fVt0» tdenbdO*» d e n *  с *П »  < M c to to t> p n .

tn»O w n»nU dan Lmbomtory ЛсЬШгш oon  t o  p ro a en i*  t t o #  / W  proOMIafQ »оаот */ииаоа{р{1}  *{»ooo^ conformi »H * d m tt iv *  •  tlanOmni •реаЛсаИ to ou»*t* €йсЛшгт**оп*.
M » lfv m *n t*U o n  Laboratory deetarm p a lo  p n a a n ta  qua o (» ) ptoduKria) шЬаыо m andonad ef» ) attoraalMo ocnform a a  Okwetbra a  r to rm a * Ф> 
Com tasEa E u topata  aapaottScadaa n aata  tta d a ra fE o
fnarrumerdation Lab o ra lo ty  агкШ гаг haryad . a t  d a t Id a ) m O an fo r anfmrta produhtfar) a r  i  ovaranaatam m aiaa m a d  da  B U -d iraM /yar eg  
almndardar. d o r a r  a n fa rt i  darm a a r it^ n n p .
m alnjm antaUort Laborato ry  b a k r« te r  h a rm ed  a H  p ro < M I(a r) Uatada rtadan. vara mrardig(a) m a d  Europalakm Urdon-atta rUraktrv ocfi 
a tandardar/dan litia rm daiifan r)»  datdaiaUoa.
M  lnaaurrt»n!*Uon Laborato ry  p t  to  rm pOv в/y tiiiv a  On r a  n p o M v r o  т о й  avtnp ip ovra i геатхиЫрш ovuudfiVoO vrai pe тгг/ oOrtyfa m e  
e i^ o jr r o id i f  E vu ra rtf itm  r e  trpO rvrnt rrou tTpoodropKovtai a rrtv  nopoOcra бГрмог).

E U  D lr s c t iv s i
E U - E r ^ S i ^  o iraciirv* U B  D k aed va  E u ro p ian rta  O iralilva E a m p a a  DkacUvm U E  EU-tbrattttv E U  O trakdv OOrtyfa E E

iV D  ‘  9 8 ^ 9 /E C  (2 7 /1 0 /1 9 9 6 )  -  A n n e x  I a n d  III
R O H S 2  D ira e t iv o  2 0 1 1 /в б /е и  (S ta r t in e  w ith  s n «  1 6 0 6 X X X X )

f i ta n d s r d ls l i
N ^ n a n v ^ K c h i U n l e n  E*U tnda/^as) N orm a(a ) Ыогта{а) P adrE o /P adrO a* SlendaiTi(ar} S tandantfar) Прйтитта

ISO  1346S,'MaOtcBl Osvtos* -  Oualtty Mansgamant Syttems’
•  I S O  1 4 9 7 1  'M a d i c a l  O a v ic a a - A p p l l c e t i o n  of r to k  managamant to m o d  l e a l  davieaa*

lEC 61010-1 Editlona)- 'Safety raquiramanta tor alactrieal aqulpmant tor maeauremenl. control, erwl laboratory use -
#»art 1. Oenafanrequirementa' . _ w

• } E C e i0 lo -2 . l6 l  “Part 2*101: Parlletilar raquiramanta for in vHro dla9noatic(IVD)madloalaqulpTTierrt
lEC «1010-2-081 “Part 2 -0e i; Parlleolar raquiramanta for autcTmalic and a«ml-automatie laboratory aqulpmant for analyaia and
oiber purpoaaa*  ̂ ^
lEC  «1326-1 'Elaotrtcal aqulpmant formeaauremeni. control and laboratory uaa -  EMC raquiramanta

• lEC  e i3 2 « -2 -e  “Eleciflcal aqulpmant for maaauramant. eontfol and taboraiory uae -  EMC raquiramanta — Part 2*в. Particular 
rsquIramanlB -  In vitro diagnoatio (IVD) medical aquipmanl'
F C C  P a r t  1 5  S u b p a r t  В
I S O  15223-1 Medical Davloaa -  “Symbola to be uaed with medical davlca tabela. IM>a1iing and Information to ba aupptiad'
EN geo Tarminology. aymbola and Information proHdad with madical davioea • Graphical symbola (or uaa in the labelling of

r e o '^ 1 * 1 3 ^ * i i  V llfo  DIeenoatle medical devloea-Informelion auppiiad by  the manufecturar OabelUng) P art 3 - In Vrtio  
diegnoadc Inatrumenfa for profeaslonel use'.
IS T A 2 e /2 b  Shippino Shock and  Vibration. Oomestlc & Intarnational Testa.

Carol Marble 
Director of Regulatory Affaire
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Адаптеры под штативы для разбавителей на 10 мл, 2 шт. (при необходимости)
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Внешний 2D считыватель штрих-кода, 1 шт
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Лтативы для разбавителей DC-DD, 2 шт./уп. (при необходимости) 
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ФОТОГРАФИЧЕСКИЕ ИЗОБРАЖЕНИЯ МЕДИЦИНСКОГО ИЗДЕЛИЯ

Анализатор автоматический коагулометрический для диагностики in vitro ACL TOP,
вариант исполнения ACL TOP 750









Магнитные мешалки, 6 шт.

MAGNETIC STIR BARS, 6/РК
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Адаптеры под штативы для образцов: адаптеры для аликвотных пробирок, 5 шт.; адаптеры для педиатрических пробирок, 5шт



Контейнер под емкость для жидких отходов. 10 л. 1 п е т
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Документация: декларация соответствия, сертификат соответствия, спецификация точности измерений, письмо-уведомление про Азид натрия, 
маркетинговое письмо по библиотекам тестов, маркетинговое письмо по реагентам. __________________ ___ _______________________
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ACL. TOP Fam ily в0 Sartea with Softw ara R alaaea V6.1.0. P a ra m eter  Р И 8.1 .00  and Uaar M anual (On 
U n a Help) VS.1.0

Dear Valued ACL TOP™ Customer,

W elcom e to the ACL TOP Family 50 S ah as o f Analyzers. The ACL TOP Family 50 Sartea are the newest 
m em bers o f the ACL TOP Family: the best-in-class analyzers for the hem ostasis laboratory. T h ese  high 
performance consolidated workstations are for routine artd specialty assays: Clotting, Chromogenlc ar>d 
Latex-lm m unoassey 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 m eet (he n eed s of today's demanding hem ostasis laboratory. The ACL TO P Family 60  
Series is configured wKh S o fh vare\^ .1 .0 , Parameters P-18.1.00, and User Manual (On Line Help) V6.1.0  
and available to  se lec t regions worldviride.

T he ACL TOP Family 60  S er ies  Includes the follovdng analyzes:
ACL TOP 3 60  CTS Part Number; 00000280065
ACL TO P 660 CTS Part Num ber 00000280046
ACL TOP 7 6 0  Part Number. 00000280016
ACL TOP 75 0  CTS Part Number; 000002B0055
ACL TOP 75 0  LAS Part N um ber 00000280036

All m odels o f the ACL TOP Family 60 Series offer;
» S a m e quality results
•  S a m e com prehensive reagent portfolio
•  S a m e  powerful and intuitive software
•  S a m e  features and usability
• '  S a m e  assay-epacific sam ple chacks
•  S a m e  advanced lab accreditetlon support tools

Softwara Version 6 .1 .0  with Param eters P-16.1
•  Liquid Anti-Xa (Antl-Xa]
•  Anttthrombln Liquid (AT UQ}
•  A P C R V w ithA P C [A P C R V + ]
.  APCR V w ithoulA PC IA PC R V -J
•  APTT Syn PhosphoHp {APTT-SPl
• APTT SynthASil tAPTT-SS]
• D-Dimer HS 500 [DDHS 500]
-  D-Dimer HS pO H S }
■ O-Dimer [DD]
•  Factor il-RP [FIl-RPJ
« Factor U- ReadiPlesTin [FilRead]
•  Factor n-R P-8 tFilRP-ej
•  Factor IX-SS [FiX-SS]
.  Factor V  ReadiPlesTin fFVRead]
•  Factor V -R P-5 CFVRP-8j
•  Factor VIII-SS fFVm -SS]

.00 Includes the  follow ing pa ram ete r files;
• Fac to r v m -S S  w ith  n o m ta lv W F lF e v f -  

S S ]
Fac to r V I l-R P  [FSrtl-RP l 
Fac to r V li-R P -8  [FV11RP-8)
Facto r V l l  R eadIP IasT in  [FVIIRead] 
Fac to r V -R P  IF V -R P l 
Fac to r X  H S  P lu s  [FX-HS+]
Fac to r X  - R P  (FX -R P J 
F X  R ead iP le sT in  [FXR ead ]
Fac to r X i- S S  [FX I-SS ]
Fac to r X i i - S 8  [FXII-SS]
Fac to r V III-SP  [FV m -S P ]
F a c to r IX -S P  [F IX -SP ]
F a c to r X I -S P  IF X I-S P l 
F a c to r X n - S P  IF X U -S P l 
F ib  R e co m b iP la sT ln  IF ib -R P j

P a g e  1 of 2 P/N  00 027504350  R e v  01
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In s tru m e n ta tio n
L a b o ra to ry
A  W erfen Company

N o v em b er , 2 0 1 4

D e e r  V a t u B d  A C L  T O P  5 0  c u s t o m e r .

Instrum entation  L aboratory la p le a s e d  to  a n n o u n c e  th e  la u n ch  o f  the n e w  AC L T O P  F am ity  3 0  S e i ie s .  
T h e  ACL T O P  F am ily SO S e r ie s  offer  low - to  h igh - v o lu m e  h e m o s ta s is  la b o ra to r ies  a d v a n c e d  
a u tom atfon  o f  routine to  e p e c le ity  a s s a y s  w ith th e  a d d e d  b e n e fit o f  in teg ra ted  p r ^ a r ^ l^ lc a l  s a m p le  
integrity c h e c k s ,  a n d  a d v a n c e d  laboratory a ccred ita tio n  su p p o r t to o ls . T h e  ACL T O P  F am ily a n d  n e w  
ACL T O P  F a m lV  SO S e r ie s  will b e  a b le  to  u s e  th e  s a m e  co m p reh en siv ©  portfolio  o f  r e a g e n ts  a n d  
p ro d u ce  th e  s a m e  q u ality  resu lts .

S in c e  th e  n e w  AC L T O P  F am ity  5 0  S e r ie s  e v o lv e d  from  th e  A C L  T O P  F am ity, y o u  will b e  a b le  to  u s e  
th e  s a m e  c o m p r e h e n s iv e  portfolio  o f  H em osIL  r e a g e n ts ,  ca librators a n d  c o n tr o ls  u s in g  th e  s a m e  
a s s ig n e d  v a lu e s  a s  lis ted  o n  th e  Insert s h e e t s  for th e  A C L T O P  Fam ily. In a d d ition , th e  In ten d e d  u s e .  
R e a g e n t  S to r a g e /S ta b m ty . L lm ltatlonsrintefferlng S u b s t a n c e s .  E x p e c te d  V a lu e s .  P er fo rm a n ce  
C h a ra c ter istic s , a n d  a n y  o th e r  in strum ent s p e c if ic  c la im s  on  a n y  H e m o s lL  r e a g e n t  In sert s h e e t  wiH 
a p p ly  to  b o th  th e  A C L T O P  F am ily  a n d  th e  ACL T O P  F am ily  SO S e r ie s .  T h e r e fo r e , w h e n  u s in g  arry 
H em o sIL  r e a g e n t  o n  th e  AC L T O P  F am ily  6 0  S e r ie s  a n a ly z er , p le a s e  u s e  th e  a s s ig n e d  v a lu e s  a n d  
c la im s lis ted  o n  th e  in ser t s h e e t  for th e  A C L T O P  F am ily .

IL is  co m m itted  to  d e liv e r in g  in n o v a tiv e  a n d  p ra ctica l so lu tio n s  to m e e t  th e  n e e d s  o f  o u r  c u s to m e r s .  
T h e  fe a tu r e s  o f  th e  n e w  AC L T O P  F am ily 5 0  S e r ie s  will m in im ize  th e  risk  o f  errors a n d  e n h a n c e  
q u a lity  a s s u r a n c e  le a d in g  to  b e tter  p a tien t c a r e . T h an k  y o u  fo r  c h o o s in g  IL a s  a  p a rtn er  in 
H e m o s ta s is  te s t in g .

P le a s e  c o n ta c t  y o u r  lo c a l r e p r e se n ta tiv e  If y o u  h a v e  a n y  q u e s t io n s .

S incereiy>

C a ttier ln e  Q u irb a ch  P h .D .
G rou p  P r o d u c t  M a n a g e r . H e m o s ta s is  R e a g e n t s

in stru m en ta tio n  L a b oratory

С 0 # 4 4 в 0 0 5 «302750309В  ROD

180H*mw*BRo*d.ft*iMiXii'IAA01730 - 78^-661-0710 wwrTiv»wr.

Ш .



A ugusrt20i4

Dear Valued I t  H em ostasis Custom er

Our records indicate that your I!s<dUcy has in use one or  m ore !L tlem osbi^s S3vtemsT ACL TOP* ^ a m ^ , ACL Puture/ACL 
Advances ACL ELITE«/EL!TE P R O /8 /9 /1 0 0 0 0 , ACL a a ss tc  (10D-7000> aiid ACL AcuStar, This notlRcatiOD Is in t e n t ^  to 
rem lbrce that ate w aste from your IL HemostatlS System  contains sodium  Azide that m ay potentially ft>rm exploidves In 
m etal piumbitm com posed o f  lead, brass, tin / copper Of z in c or containing solder In the plumbing systenn and to 
em phatize that goodE w ork practices shotdd be follow ed to  raldgate the tislt o f  cdcploalon.

W A R N IN G : W hen sodium  aside presenrativB in reagents is  disposed dow n the drain, ft can react w ith Ihe m etals In 
the plum bing to  form  insoluble m etallic azides, such as copper and lead  aside, which settle  in ^ e  
plumbing and co llect in  traps, direadi^ etc. These nietilUe aaldes are Ы ^ 1у  е:ф1с»Нпе. Por iucample, lead  
azide is  в m ore sensitive  primary explosive than n itr ^ y c e r in e  and copper azide and other metallic 
azid es are even  m o re  explosive and are considered too  eonsitlve to  b e  used  com m endally as escplosivea. 
M etallic azides m ay explode ifsublected ta  iHction. beaL Shoch orb y  reaction  w ith  odier <

T o  dits end. pi«№ie perffarrn the fb llo w ln g  steps lalu»i d ir ^ iy  from  the N ation^  Institute o f  O ccu jM iiohsI Safbty and H ealth: 
fN !O SH >  gukbince o n  the *T>econtBmfiHnion Prooeduios ftH* A a d e  Contam inated P lum bing”  ( 1976):

•  Routhae JDfecontam lnatlonr  ̂  ̂ /
Thoroughly dusb any drain u sed  fo r  w a ste  d isposal w ith copious am ounts o f  w ater  severa l tim es a day to  prevent 
azide buildup. T he u so o feb p p er ' Ahd lead-free Unes betw een  the point o f  discharge o f  az id e and the nearest pipe in  
w hich there is  a  stream  o f water, or th e  u se  o f  azide-free reageixts, m ay p reven t future accum ulation o f

az id es in  plum bing. NOTE:explosive

I>ecoBiiauEnlnatik»st o f  F lu m b ln g  C ontain ing E x p lo siv e  A zid es: /  Ь 
The pro^sdure below  is  d esign ed  to  decontam inate a  drain trap. Iktnger len gths o f  drain lin es  :tan be  decontam inated  ̂
w ith  a  sim ilar procedure after plugging the drain b e lo w  th e  poin t a t  w h ich  any az id e contam ination is  likely to  have  
occurred and then  filling the en tire  length o f  p ipe Wftll 10%  sodium  hydroxide so lu tion .
•  iaboratozy  m aintenance w orkers, especially  plum bers, sh ould  be a lerted  m  th e  azid e hazard so  that proper  

precautioas can  be tak em  V iolent exp losions ha v e  resu lted  w h en  plum bers have attem p ted  to  penetrate blotdced 
azide-conCttnolitiiteCl d ra in age  system s <^th a  flexible m etal probe (anake) o r  to  c u t  or sa w  azide-contam inated  

^  d r ^ n  lines.  ̂ ^
Pttpestt 1 to  2  liters o f  10%  sodium  hydroxide so lu tio n  СЮ0 g  NaOH p e r  lite r  o f  w ater). W ear appropriate^  
protective eq u ip m en t w h en  preparing and handling th is corrosive m ateria) inc lu d in g  g lo v e s  protecrive clothing, 
chem icai s a f e ^  g o g ^ e s  a n d  face s h ie ld /^ n t ic E  w ith  ey es  o r  Skin vrill ca u se  se v e re  b u m s and  m ay cause  
perm anent dam age. CareAilly read  and teflow  th e  m anufocturei^s sa fe ty  in stru ctio n s add  instructions for diluting  
concentrafod so d iu m  hyd roxid e o r  sod ium  h y ^ o x ld e  so lid  in  w ater. =

' Syphon all liquid  fo o m th e  trap and dridn u sin g  a so ft  rubber or  p lastic  hose. U se p ro p er  precautidios af^tnst any  
h a za rd o u sch em ica tsw h id h m a y b ep resen L  ^
S o w iy  pour th e  sod iu m  hydro>dde so lu tion  Into th e  trap.  ̂ i '% /  Г ̂   ̂ г •-

tmtrumeniaebit 100 Hartweii Road
LaOofatery Bedford. MA 01730

CO« 446484
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in s tru m e n ta tio n
L a b o ra to ry
А W erfen Company

A C L  T O P *  & A C L  T O P  F a m ily  5 0  S e r i e s  A n a l y t l c e l  P r e c i s i o n  P e r f o r m a n c e  R e q u i r e m e n t s

T h e  ta b le  o n  t h e  fo l lo w in g  p a g e s  r e f le c t s  t h e  c u r r e n t  A C L  T O P  a n d  A C L  T O P  F a m ily  
A n a l^ Ic a l  P r e c is io n  P e r f o r m a n c e  R e q u ir e m e n ts .  T h e  r e l e a s e d  p a r a m e t e r s  fo r  e a c h  
a s s a y s  h a v e  b e e n  t e s t e d  b y  In s tr u m e n ta tio n  L a b o r a to r y , a n d  t h e  im p r e c is io n  d a t a  g e n e r a t e d  is  l e s s  
th a n  o r  e q u a l  to  t h e s e  r e q u ir e m e n ts .

T h e  r e s u l t s  o f  th e  In ter n a l t e s t in g  h a v e  b e e n  s u b m it te d  t o  t h e  r e s p e c t i v e  g o v e r n in g  b o d i e s  fo r  
in s tr u m e n t  c l e a r a n c e  w h e r e  t h e  r e a g e n t  Is s o ld ,  a n d  Is a l s o  p u b l i s h e d  In t h e  In se r t  s h e e t s  o f  t h e  
r e s p e c t iv e  r e a g e n t  p r o d u c ts .  T h o s e  p u b l is h e d  v a l u e s  r e f le c t  t h e  t e s t in g  p e r f o r m e d  o n  s p e c i f i c  ^ p L  
T O P  a n d  A C L  T O P  F a m ily  5 0  S e r i e s  In s tr u m e n ts  u s in g  s p e c i f ic  lo t s  o f  r e a g e n t ,  c a lib r a to r ,  a n d  c o n t r o l  
m a te r ia ls .  .
T h e  In fb im a tlo n  s u p p lie d  h e r e  c a n  s e r v e  a s  a  g u id e  t o  A C L  T O P  a n d  A C L  T O P  F a m ily  5 0  S e n e s  
u s e r s .

A s s a y R e a g e n t R e s u l t  U n it C o n t r o l
W it h in  R u n  
I m p r e c i s i o n  

(% C V )

T o t a l
I m p r e c i s i o n

(% C V )

PT PT-Fib MS + 
PT-FIbrlnogen S e c o n d s

HerrYoslu' Normal 
Central S 2 .0 s  3 .0  ;

H em oalL Normal 
C o n to l 1 S 2 .0 S  3 .0  ?

HemOelL L i^  
Abnorm al Control S  3 .0 S 4 .0

H em oelL Abnormal 
Control 2 S 3 .0 S 4 . 0  ;

H em oelL High
Abnormal Control S 5 .0 s  8 .0

H em oelL Abnormal
Control 3 S  5 .0 S  6 .0

1 PT
Recom biPIaeTin

2 0

ReediPlaaTIn
S e c o n d s

H em oelL * Normal 
Control S  3 .0 S 3 .0

H em oelL  Normal 
Control 1 S 3 .0 S  3 .0

H em oelL Low  
Abnormal Crmtrol S 4 .0 S 4 .0

H em oelL  Mrnormel 
Control 2 S  4 .0 S  4 .0

H em oelL  High  
AbhOflhSl Control S 6 .0 s e .O  I

й вm oelL  Abnormal
Control 3 S 5 .0 S  8 .0  i

P T -b a se d
F ib rinogen

PT-FIb HS + 
PT-Fibrinogen mg/dL

H em oelL  Notm ai S  1 0 .0 S  1 2 .0
Ж 1тй1^и Йоптга! 

oontrot 1 s  1 0 .0 S 1 2 .0

P a g e  1 o f  7 P /N  L002811SSO O  R e v  0 8



u r n e n t c » U o n  
f b o r a  l o r y

F or N orth A m erica  C u s to m e rs  O nly

S e p t e m b e r ig .  2 0 i e

D e e r  Valued ACL TOP F em tfy SO S er ies  custom er,
W h e n  uain g  a n y  H e m o a lt  r e a g e n t  o n  th e  A C L T O P  F am ily  5 0  Serhse a n a ly zer , p le a s e  u s e  th e  
a s s ig n e d  v a lu e s  a n d  th e  c la im s  lis ted  o n  th e  Insert s h e e t  for th e  ACL T O P  Fam ily . S in c e  t h e  A C L  
T O P  F am ily  5 0  S e r ie s  e v o lv e d  from  th e  AC L T O P  F am ily , y o u  will b e  a b le  to  u s e  th e  s a m e  
c o m p r e h e n s iv e  portfolio  o f  H em o sIL  m a g e n ta , ca lib rators a n d  co n tro ls . T h e  c la im s for In ten d e d  
U s e .  R e a g e n t  S to ra g a /S ta b lllty . L lm H ations/lnterfering S u b s ta n c e s ,  E x p e c te d  V a lu e s  o n  a  
H em o sIL  r e a g e n t  In sert s h e e t  will a p p ly  for both  th e  A C L  T O P  F am ily a n d  th e  A C L T O P  F a m ily  5 0  
S e r ie s .

In add ition . In strum entation  L aboratory perform ed  add ition al p recisio n  a n d  m e th o d  c o m p a r is o n  
s tu d ie s  to  a c h ie v e  5 1 0 k  c le a r a n c e . W hile  th e  H em o sIL  la b elin g  is  b e in g  u p d a te d , th e  
co rr esp o n d in g  P r e c is io n  a n d  M eth o d  C o m p a riso n  d a ta  for A C L  T O P  5 0  S e r ie s  from  th e  cu rren t  
S lO k  c le a r e d  a s s a y a  a re  l is te d  In th is  letter  fr>r y o u r  r e fe r e n c e .

P le a s e  s h a r e  th is infrjrm ation wlfri yo u r  laboratory s ta f f  and  reta in  a  c o p y  o f  th is  letter  for  y o u r  
r ec o rd s . T han k  y o u  for c h o o s in g  IL a s  a  partner in H e m o s ta a ls  te s t in g .

P le a s e  c o n ta c t  y o u r  lo c a l r e p r e se n ta t iv e  if y o u  h a v e  a n y  q u e s t io n s .

S in c e r e ly .

C a th er in e  Q u lrb ach  P h .D .

G ro u p  P ro d u ct M a n a g er . H e m o s t a s is  R e a g e n ts  
In stru m en tation  L aboratory

P a g e  1 o f 13
i* ;r .
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> T E  O f  C O M PL IA N C E

instrum entation Laboratorv 
160 Hartwell Road 
Bedford.MA US 0 1 7 3 0

ACL TOP BOO CTS SYSTEM 
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2800-45  ACL TOP 5 5 0  CTS 
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a p e e l f i e a t f o n a  e s  o u t l in e d  in  I n s tr u m e n ta t io n  L a b o r a to r y 's  f in a l t e s t  a n d  Q C  p r o c e d u r e s ,
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< m  1 .7 % 0 .7 PASS
<  •  3 .2  % 1.2 PASS b
<  -  1 .7  % 1.2 PASS
< •  3 .0  % 2.6 PASS i

1 <  -  3 .0  % LJ 1.2 PASS 1
<  -  6 .0  % "  ■ ' 1.4 PASS • 4
<  2 .3  % 1.1 PASS <7
<  -  1 0 .0  % e .e PASS

’ <  -• 0 .2 0 0  Ohm 0 .0 7 0 PASS ■ k
>  ~ 2 MOhm 7 3 4 PASS

'  0.1 .. 1 0 0 0 .0  p A 524 .1 PASS
;-0.1 .. 6 0 0 .0  f i A 2 6 5 .3 PASS ‘

0.1 .. 1 0 0 0 .0  f / A 5 3 0 .4 PASS
L 0.1 .. 5 0 0 .0  p A 2 6 8 .7 PASS
Щ 2 .0 0  1 0 .0 0  mA 4.21 PASS

I-



I n s t r u m e n t a t i o n
L a b o r a t o r y

С €  d e c l a r a t i o n  o f  c o n f o r m i t y

ManufactureR
Hantador
PaOftcanr*PabdoantProdutw

Fabrloanlofyoducant
Txrvemare

Inetrumantatlon Laboratory Co
IBO Hartwell Road
Badrord. MA 01730-2443 U.S.A

EU Authortaad Rapreaantatlvai 
su-eevD«nacftftpt*Haproaanranta Autortxado por la UB MandataifOnanewmaantanto Autortiaato *t Bu

Rapemaantanta Auto/Oadb na UE BU-autofiamrml impfoaaantant EU Auktortaarad rmptoaoMam
E*touo»*irnuAec ovnopdoumof oftiy 99

Inatrumarrlatlon Laboratory 8pA 
Vial# Monaa, 338 
2012В-М11ВПО. Italy

Union diraetiv* and atandarda Idantlllad in thin daeianition.
inttmmmntMbOf, Labotmlory d m t  atm m u ^ W in a n  Pnniutatm ) т я Omn вттвттшиг»я M ' a n w a b a n a n  в У -W c ftW f lto n  o o d  m ft  d a n
тиЦ/т/ОМтп nofmmtiymn Ookummnimn m  ОЬтгт1п*игттнм>0 * / n d .

trm wm m ntm tion Lm Oarm tov Ometmrm p a r ш  ргтттЫт f lu *  lo s  pnyducto(a) mba/o mmrxionmdom. ««rAf» e« v rfe fm # «  c ar. tma Okmcth/mt у  norm aa  
Eufopmaa ЮвгнЛсш</»$ mn d a O a n o d n

InatnimmntmBoa Lmbomtory a td m m  p a r  la  ргЛатШт. poa h ,(a) p r o tM tW  ao^*-m antlonn»(a}. mM (aonO canforme(m) mux dnm eiM fa a t  паппа»  
еи'орФфг.птш ЮтЫ1ЯЛая dmr>a cmttm oadarmbon.
maintm m atation Lmbormto/y 0» c h M  oon  M  prmamntm e f t *  О Д  pro<Jo№o(l) eo t»n*m ntioaalo(9 aiaono) соЫопЫ aum фгтпыа a  apH atmndara 
рртсЯсаЬ  An qvattm  OtaMurnttonm.
inabvm m niabon L a bo tm tay  dmclarm p * t o  prmtmntm qua o (a ) produKXH аЬлЬо manetonaoafm) m u ty a ta o  oonlbrwm a  DIrmcllva a  norm aa  d a  
CemJasMo E uropala  m apaafloadaa n a a la  OacImrafBo
tnatrum antaoon Labaratary  тгкШгшг tforvmd. a t  d o t (dm} rvadanfor anfmna p to d i*.t(a*) o r  /  ovaranaalatm nam a m a d  dm EU-dlrmhUvmr og  
aiwodmitlmr. O ar m rantadt t  donna  агИаоПпр
tnotrummaialron LoboTalcfy P o ld * fla r  hSrmmd aH produM(mr) Uatadm nmdan. vara m rw d W a ) r«*cl E u n v o la k a  Union-mna dirmKtIv o e f t  
« r s n d a r d t r  id a n M o ra d a  i donna  d**tf*r» tt> n

H  Inatnxnontmtion Labormtory p r  to  m v d a  бг^Ашио a n  m  п р е М у т  n o o  trra o ip o v ra t x m u U p w  m tppappoO vm i p t  f f t v  оОгг/Ю irjs  
Еиры т ЛсОд E v o ja iK  * e *  ” *  irp an jrrd  rrov проавю рКо'т з!  о п т у  m ip d ia a  eqAwarj.

EU DIraettva; 
еи-ЛгеПвт т  Ujrmeftva UE Oirae&ro Eufopdanna Oiratth/m Eumpaa Dkmaihro UE eU-dlrmktiv EU Dftmktiv OCpyla EE
IVD • 96/79/EC (27/10/1990) -  A nnex i and ill
RoH 82 Oiraetfva 2011/вВ /еи (Starting with an #  160вХХХХ)

Standard(a);
iPOtTnan vnd PkduHnian Eattndor(at) hiofma(a) Narmaia) PadrEo/PadrOa» Standardior) Standnrd(ar) Пратт

ISO 13405. -MedloiiJ Davloe* -  Quality Menaeamant Sy*tama18014971 •Medlca!De>rt«»e-ApplteaMoft of flak management to medical de\rt«M
I6C 01010-1 (2«*аЗ  ̂ EdiHona)- “Safety raqulramerrta for elactrteal aqul(rniant fat maaauremenJ. control, and laboratory uae - 
Pan 1. Oertaraf raqiaramanta* .
lEC 81010-3-101 "Part 2-101: Particular raqiAramanta for m vitro dtagnoaUc (IVD) rr>*dieal equipment
lEC 01010-2-081 'Part 2-081i Particoiar raqwiramant* for automatio and aaml-aulomaUc laboratory equipment for analyai* and 
I6C 8132^! “Electrtcal equipment formeaaurerrmnt. control and laboratory uaa-EMO raqulrament*’
lEC 01320-2-e 'electrical equipment for meaeummant, control and laboralory uaa - EMC requlramanta — Part 2-0. Parllcuier 
raqulremenia - in vitro diagnoatio (IVD) medical equipment'
13^-)Ы23-1 Mediuf Oevieea — 'Symbole to be uaed with madicel device labela. labaffing and Information to be auppUed*
EN Й80 Terminology, ayn^ole and Information provided with medical davtoea - Oraphlcal aymbola «or uae In the tabeiimg of

‘ In  Vitro Dlagnoatle medical deviee i'ln form atipn aupplled by the manufecturer (tBbelltng) Part 3- In V itro  
diagnoatio Inatrumenla fo r pro fea^ona l use’ .
I8TA 2m/2b Shipping Shock and t^bratloOi Oomaaflo A Irrtemattonal Teela.

Carol Marble 
Director of Regulatory Affair*
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SAMPLE TUBE ADAPTER 10/PK ACL 500/CTS
Р/Н:1!(Ю2Ш36Ш)
Rev; 00 
Иу: 1 UN 
Date Code: 1501
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Syringe Drive Motor
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ФОТОГРАФИЧЕСКИЕ ИЗОБРАЖЕНИЯ 
МЕДИЦИНСКОГО ИЗДЕЛИЯ

Анализатор автоматический коагулометрический для диагностики in vitro ACL TOP, вариант
исполнения ACL TOP 750 CTS.

< •









vlarHMTHbie мешалки, 6 шт.

MAGNETIC STIR BARS, 6/PK

Item №: 0009746606

'»•; *j-s ^



Аспиратор промывочного раствора 4 л для ACL ТОР, I шт.
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Аспиратор моющего раствора для ACL ТОР, 1 шт.
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<iJ?lmtrumenUtk)nUbofatory

FUSE 4А 250V 5X20MMTLAG 
P/N:00014671708 [ |||
Rev:03 *
Qty: 10 PK 
Dale Code: 1710
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Сюветы, 2400 шт.
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eOTTIi. GIASS. Ifl/PK, ACL TOPM0VAHCE 
P/H;00018924100 
Riv:04 
Qty: 1 UN 
one Codr. 1711
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ĵĵ lnstfumentaUon Laboratory

BOTTLE KIT, 10X4 ML 
P/N;00018924104

Rev: 05 
Qty: 1 UN
Date Code: 1710
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Кабель питания 115В 15А, экранированный, 1 шт
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Датчик контейнера для жидких отходов, 1 шт.
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Емкость для жидких отходов, 1 о л. 1 ТИТ
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FUSE 1ВА 250V 5Х2ЯММ TLAfi 
P/N:000tW17l2 
Rev: 03 
Шр 10 РК 
Date Code; 1710



<5^,пйшг«пвда Laboratory

VlALeiASS8-PK2BML 
р;М:00019085463 
Rev:01 
Шу: 1 
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Контейнер под емкость для жидких отходов, 10 л, 1 шт.
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Кабель RS232, AM PRO, 1 шт.

MBLE ASSy.RszB AMPRo........ -«««ч г е н
P*; 00027975(1(10 
flev: 0 0  

«у: t UN 
D̂ eCode: 171fl

ГЛ nu

■^■«SeiFE
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Ш тативы для образцов под открытые пробирки 85-96, 12 шт./уп.







Набор для замены прокалывателя CTS: прокатыватсль, 1 шт.; винт, 1 шт.; кольца, 6 шт.
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Документация: декларация соответствия, сертификат соответствия, спецификация точности измерений, письмо-уведомление про Азид натрия, 
маркетинговое письмо по библиотекам тестов, маркетинговое письмо по реагентам.____________________________
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i r t s t n i m s f t t a t i o n  
1 - . а Ь о г щ % т у :  :.
A  W { > r f № & f t ^ i i r » y  ^

F*br\je»y. 2 0 ie  -  = 1

ACUTOP Famliy 80 Sorii»a with «oftwar* Releae* УбЛ.О. Paramoter* P-18.1,00 and Uaer Manual (On 
Una Help) V8.1.0
CaarValuad ACLTOP™ CuBlomer. .- r
Wetemne to ACL TOP Family 50 SmHaa of Analyrara. Th* ACL TOP Family 50 Sarfas are the navwBet 
member» of the AGL TOP Femtiy; the best-in-clase ana^era for the hemo»tasi» laboraAoiy. These high 
performance mnse^Idated wodke^lons are for routine and epiarrfatty aeeaye: Clotting. Chromogento and 
Latex-JmmtmoBsaay with рге,апа1у11са1 aample int^rtty chaclre and advanced audit trail and accreditation 
supiMitfooia. They are part of instnimentatlon Leboretor/B commitment to develop and introduce 
piquets that meet the needs of tcxtay's demanding hemostasie iaboretory. Ttie ACL TOP Family 60 
SeriBSts configured with StHlware y6.i-0, Pan»meter» P-18.1.00, and User Manual {On Упе Help) V6.1.0 
and available to seiecst regions worldwide.  ̂  ̂ л ^
The ACL TOP Famfty so Series Include» the following anklyzers: ^  ^ .

ACL TOP 360 CTS Part Number: 0(ЮОО2вО0в5
ACL TOP 550 CTS , Part Number: 00000280046
A / S L T O P 7 S O  T : • Part Number: 00000280015
ACL TOP 7S0 CTS Part Number: 00000280055
ACL TOP 760 LAS Part Humbert 00000280035

All mcxierfs of the ACL TOP Famity 60 Serrea offer
• Same quality resuibi
• \ Same comprehensive reagervt portfolio 

J Same powerful and Intuftive «сйьл̂ аге
• ; Same features and usabillQr
•   ̂^Sameesss^'specific sample chi»dcs ‘
• Same advanced fab accreditation support tools

Software Version 6.1.0 with Parametens P-
• Liquid Anli-Xe £Anti-rXa]

-Antithrombin L^ukl |AT LiQj 
APCR V Vrtth APC [APCR V+]

.  APCR V without APC [APCR V-|

.  yV>TT Syn Phbspholip lAPTT-SPI 

.  APTT SynthASil lAPTt-SSI 

. D-Dimer HS 500 PDHS 60Щ 
-  D-DJmerHSpOHSli 
.  0-Dfmer{DD}  ̂ i
• Factor ll-RP [F f» -RP l л̂
• Factor 11" Read iP lasT in  |F llRead|
• Factor Jl-RP-e [FIIRP-I^
• Factor IX -SS  [F lX -SS j
• Factor V ReadiPiasTln {FVReadJ
• Factor V-RP-8 {FVRP-8J
• Factor Sn il-SS[FVHI-SS| ;

18.1.00 Includes №s foirowing parameter files:
• F a c to rV lll-S S  with noiffnai vW F  [Р8ч4-
 ̂ s s j  ^̂ 1ллл̂ 1.

•  Factor V ll-R P  [F V li^ P i ,
:• Factor vn -R P -eC FV lIR P^ l ; ^
• Factor VII Read iP lasT in  [FV lIReadl 

Factor V -R P  [FV -RP l
• Factor X  M S P lus [FX-HS+1
■  F a c to rX -R P |F X -R P ]  =

г i  F X  Read iP lasT in  p X R e a d ]  -  :
•  Factor XI-SS[F>a-SS]
•  Factor X I I -S S ^ X ll-S S l
• Factor V in -S P lF V 1 ll-S P l
• Factor IX -SP  [FIX-SP3
• Factor X b S P  [FX l-SP}
•  Factor X ll-S P  [FXH -SP l
.  F ib  R e co m b iP l^ t ln  [F ib -R F l ?

P/N  00027504350 Rev O i ■  ̂  ̂ ^

«* i
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in stru m en ta tio n
L a b o r a t o r y
A4^rf«n CoiTipafJV

Heii^mber, 2014

£>&mr Valu<sd A C L  T O P  5Q csustomBr,

л
i f

ln»trum © ftla ion Labo ra tocy  le  p le a se d  to  a nn oyn ce  №e laun ch  o f  the new  A C L T O P ^ f f l t t y ^  S e r ie s . 
T h e  A C L  T O P  Fam ily  SO S e r ie s  o ffe r low - to h igh- vo lu m e  hem osta s is  la b o ra to r ie s  a d v a n c ^  
au tom ation  o f  routine to  sp e c ia lty  a s s a y s  wHh the added  benefit o f in teg ra ted  p r^ a n a ^ ic a l sam p le  
jntegrtty eh e cke . and  a d va n ce d  labo ra to ry  accred ita tion  su pp o rtto o ls . T h e  A C L  T O P  Fam ily  mm n e w  
A C L  T O P  F a m i^  5 0  S e r ie s  w ill b e  ab le  to  u se  the sam e  com p rehen s ive  p o rtfo lio  o f  reagen ts  a ra i 
p rod u ce  tfia  s a m e  qua liry  re su lts .

S te ise  V ie  new A C L  T O P  F a m ily  50  S e rte s  e vo lved  from  the  A C L  T O P  Fam ily , y o u  w ill b e  a b le  to  u s e  
th e  s a m e  com prehenah/e  portfo lio  o f  H em o sIL  reagents. csHbretorS a n d  co n tro ls  u s in g  a re  same^ ^ 
a ss taned  v a lu e s  a s  lis ted  o n  the in se rt sh e e ts  fo r the  A C L  TOP* FarriUy- In add it io n , the tn tertded  Us# . 
Reage rrt S torage/S tabn ity. L im fta tlons/lnterfbring S ub s ta n ce s . E x p o s e d  V a lu e s . P ^ o ™ ^  
C h a ra c te r is t ic s , a nd  a n y  o the r InslHTjmenl specff ic  с1айлв on a n y  H e m o a lL  re a g e n t Insert s h ^ t  w ill 
a p p ly  to boffr the  A C L  T O P  F a m ily  a n d  the  A C L  T O P  Fam ity  5 0  S e r ie s . T he re fo re , u s in g  any 
H e m o s lL  reagen t o n  « ie  A C L  T O P  F a m ily  5 0  S e r ie s  ana lyze r, p le a se  u s e  th e  a s s ig n e d  v a lu e s  and  
c la im s  listed  o n  the  Insert s h e e t  fo r  th e  A C L  T O P  Fam ily .

IL Is com m Sted  to  de lh /ering  InnovaVve  and  p rae tica i so lu tlon e  to m ee t the n e e d s  o f  o u r  co s tom e rs . 
T h e  fea tu re s  o f  the  n ew  A C L  T O P  F a m ily  50 S e r ie s  w ill m in im ize  fo e  r is k  o f  e r ro rs  a n d  e n h a n ce  :  ̂
q u a lity  a s su ra n ce  lead ing  to  be tte r pa tien t «rare. T h a n k  you  fo r  ch oo s in g  IL a s  a  p a rm e r in 
H e m o s ta s i»  te sting .  ̂ 7  J  :J:

p le a s e  c o n t a c t  y o u r  lo c a l  r e p m s e n ta t lw e  I f  y o u  h a v e  a n y  q u e s t io n s .

^irt€»irely.

C a f ih e r fn e  Q u lr fe a c h  P h .D .

G r o u p  P r o d u c t  M a n a g e r .  H e m o s ta s is  

I n s t r u m e n ta b o n  L a b o r a to r y  
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Instrum entation
Labora to ry
A W«rf*n Company

August20i4 ............  : ;  ̂ .̂1
Pear Valued I t  HemostmsJs Cus^m er; .

p u r records Indicate that you r ЛеШеу Ha* Ш u*e one o r m ore IL Hemostasis System»! ACL TOP* Fam ily, ACL Future/ACL 
Advance, ACL EU TE*/ELITE  PRO/0/9/a,OOOO. ACL C lassic (100-7000) and ACL AcuStar. Th is notlScation Is Intended to 
re ln fo i^  that ishe vs^iste from  you r IL  Hembseasl* System contains sodium  azide tha t m ay potentiaUy Нэпл explosives in  
m etal plurnM ns composed o f lead/brass, dn. copperl o r Z inc or conteJntng so lder in  the plum bing system  and to 
em phasize thatgood w o rk  practices should be follow ed to m itigate the risk  o f explosion.

W hen «odium  azide preservative In reagents Is disposed dotsm d ie  drain, it  o in  react w ith the metals In 
the p lum bing to form  Insoluble m ete llic azides, sued) as copper and lead  aceide, w hich settle in  the 
p lum bing and co lle ct in  traps, threads, etc. These m eta llic azides a re  h igh ly exp io siw . Fo r example, lead 
azide Is a  m ore sensitive prim ary explosive dtan n itrog lycerine and copper azide and other m etallic 
azides are even m ore explosive and are considered too sensitive to be used com m erctally as explosives. 
M e ta llic  azides m ay explode If subjected to  friction , heat, shock o r by reactien  w ith  other chem loils.

WAJRNmC:

To this end. please pzeifortn the fo llow ing steps taken direetly from  the Natiorad Institute o f OccufMtionai Safoiy and Health
(NIOSH)gukhmc« on fo e ‘T>econtanu'nationlTcxxdim» for A zide  Coatamlnated Plumbing’* {t.F76)r Л /
• R ou tine  Decontmmiaatiom

Thorou^ dy dush any d ra in  used fo r waste dlspoBal w ith  copious am oim ts o f w ater severa l tim es a day to  prevent 
azide bu ild  upl The use o f copper- and lead-free Unes between the po in t o f di»:barge o f azide and the nearest pipe In 
w hich d ie re  is  a  good stream  o f water, or the use o f azide-free reagents, m ay p revent future accum ulation o f
explosive azides in  p lum bing. NOTE:,

* Deeoatamfnatton o f  Plumbing Containing Explosive Azides;
The procedure be low  Is d e s ir e d  to decontam inate a  d ra in  trap. Longer lengths o f d ra in  lin e s can be decontam inated 
w ith  a similar procedu re  a fte r plugging the d ra in  be low  the po in t a t w h ich  any azide contam ination  is  Itkefy e? have 
o £ cU rred and th en flH in g th een tire leng tho fp ip eW lth lO % e(^ u m  hydroxide so lu tion .  ̂  ̂ ^
« Labo ra to iy  m aintenance worim rs, especia lly plum bent, shou ld be a le rted  to  the azide lu za rd  so tha t proper 

precautions can  be taken. V io len t in^ loslons have resu lted  w hen plum bers have attem pted to  penetrate blocked 
ardde-coniam inaced d ra ln a^  system s'w ith  a flexib la. m etal probe (snake) o r to cu t o r saw  azide-contam inated; 
drStoline*. '  ̂ ^

• Prepare 1 to  2  lite rs^ o f i0 %  sodium  so lu tion  (100 g  NaOH p e r lite r  O f w ater). W ear appropria te
protective equ lpm enrw hen  preparing  and hand ling  th is  co rrosive  m ateria l in c ltu iin g  gloves, protective  i^ th teg . 
chem ical s a ft^  gOjggles and  foce shteldL C o itb ict w ith  eyes o r sld i) w ill cause severe  hum s and m ay cause

 ̂perm anent dam age. Careftitl^  read and fo llo w  Ш е nm nufoeburer’s  safety in sm ie ttons and in stru ction s fo r d ilu tin g  
concentrated sod ium  hyd rox ide  o r sotUum hydroxide sohd in  w ater.

• Syphon a ll liq u id  from  the trap  and d ra in  using  a so ft ru bbe r o r p la stic  hose. Use p ro p e r precautions against any
hazardous chem ica ls w h ich  m ay be p rew n L  ^

• SloTMy im u r the sod ium  hydro jdde soJudon Into the  trap . . >  ̂  ̂ - |

Instmmentebon
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l« s try m e n ta tio n  
^  ^ L a b o r a t o r y

A Wsrfen Company

A C t  T O F ^  &  A O L  T O P  F a m H y  5 0  S o H a i  A i i a l y t l c f t l  P r e c l B l o n  P e r f o r m a n c e  R e q u i r e m e n t *  ,

T h e  t a b le  o n  t h e  f t s i to w fn g  p a g e s  r e f le c t s  f i b  c u r r ^ t  A C t  T O P  4 n d  A C L  T O P  F a m i l y  
A n a i ^ c a l  P r e c l s lo n iP e r f o r m a n c e  R e q u i r e m e n t s .  T h e  r e le a s e d  p a r a m e t ^ s
a s s a y s  h a v e  b e e n  t e s t e d  b y  I n s l r u r n e n ta t lo r t  L a b o r a t o ^ .  a n d  t h e  j m p r e c j s l o n  d a t a  g e n e r a t e d  is  le s s  
t h a n  o r  e q u a l  t o  t h e s e  r e q u i r e n r je n t s . f   ̂ г > j

T h e  r e s u l t s  o f  t h e  I n t e r n a l  t e s t in g  h b v e  b e e n  s u b m i t t e d  t o  t h e  r e s p e c t i v e  g o v e r n in g  b « ^ i e s  f o r  ; 
i n s t r u m e n t  c le a r a n c e  w h e r e  t h e  r e a g e n t  Is  s o ld ,  a n d  Is  a ls o  p u b l i s h e d  In  t h e  I n s e r t  s h e e t s  o f  t h e  , 
r e s p e c t iv e  r e a g e n t  p r o d u c t s .  T h o s e  p u b l i s h e d  v a lu e s  r e f le c t  t h e  t e s t i n g  p e r f o r m e d  o n  s p e c i f i c  A c i _  
T O P  a n d  A C L  T O P  F a m i l y  5 0  S e r ie s  I n s t r u m e n t s  u s in g  s p e c m c  lo t s  o f  r e a g e n t ,  c a l i b r a t o r ,  a n d  c o n t r o l  
m a t e r ia ls .  ^  .
T h e  I n f o r m a t io n  s u p p l ie d  h e r e  c a n  s e r v e  a s  a  g u id e  t o  A C L  T O P  a n d  A C L  T O P  F a m i l y  5 0  S e n e s  
u s e r s .  ..................  ' ' : .

A s s a y R e a g e n t R e s u l t  U n i t C o n t r o l
W i t h in  R u n  
I m p r e c is io n  

" (% C V )

T o t a l  1 i  
I m p r e c ie lo n  

< % C V )

FT.
; р т - й ь  H s  + 
PT-Pft)i1nogen Sewond* г

HernosIL* NonTteJ 
Control S 2 .0 « 3 .0

Hernosl L  N C fm a t : 
Control f s  2.0 « 3 .0

P e rn o ilL  Low  
Abnorm al Control S 3 .0 « 4 .0  ^

Ham osIL Abnormal 
СОГЙПЭГ2 s  3.0 :A 4 .0   ̂ ■: i

HemcM|IL4ilgh 
Abno im el Contm l ; s  s .o 7 « 8 .0 ;  " ,]

H sm oe lL  Abnormal 
Control 3 : S 5 .0 , Q Q ■. ■:

PT
Recom biP lasTth; 

ZG  / :

Pead lp iaa tin
Seconds

HemoalL* Normal 
Control S  3.0 « I , c

Hem oalL Normal ̂  
Control 1 S  3.0 «з^о '

H em os lLLow  
Abnorm al Control S  4,0 « 4 .0  ' =

Ham osIL Abnorm al 
Control 2 S 4 .0 «  4.0

Ham oelLM Igh 
Abnorm al Control SS .O « 8.0  ,

Hem osILAbnorm a!
C o n tfo l3 « 6 .0 S  8.0

P T -b » se d PT-FIb HS
mg/dL

Hem osILNorfoa l
C o n b o l «  10.0 S  12.0

-  ;................. \ .  . .  Л  f - - ,
HehtosIL 1Чо1Ш| 

Control,1 « 1 0 .0 :::& 12.0 ' i
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Fo r North Am erica  Cuetonriere O n ly

sejjtei^ber 19, 2016
iy&ar y e i u i ^  A C L  T O P  Fom Oy SO Sm tes^ys^K trner, ; f
W h « f i  u s in g  a n y  H e m o s IL  r e a g e n t  o n  t h e  A C L  T O P  F a p iH y  SO  S e r ie s  a n a ly z e r ,  p le a s e  u s e  th e  
a s s f g r ^ d  v a lu e s  a n d  th e  c la im »  l i s t e d  o n  t h e  in s e r t  s h e e t  fo r .  th e  A C L  T O P  F a m ily .  }8 1 n ce  t h e  A C L  
T O P  r a m i l y  5 0  S e r ie s  e v o lv e d  # o m  th e  A C L  T O P  F a m ily ,  y o u  w lU  b e  a b le  to  u s e  t h e  s a m e  
c o m p r e h e n s tv *  p o r t fo l io  o f  H e m o s IL  r e a g e n ts ,  c a l ib r a to r s  a n d  c o n t ro l» .  T h e  C la im s  f o r  In te n d e d  
U s e ,  R e a g e n t  S lO ra g e /S ta to lH ty , L lm lta t io n s / ln te r fe r in g  S u b s ta n c e s ,  E x p e c te d  V a lu e s  o n  a

Sends,
i n  a d d lik a n . in s t r u m e n ta t io n  L a b o r a to r y  p e r fo r m e d  a d d i t io n a l  p re c is io n  a n d  m e th o d  c o m p a r is o n  
s ta d ia s  t o  a c h ie v e  6 l  O k  c le a r a n c e .  \Лт11е t h e  H e m o s IL  la tx^H h g  is  b e in g  u p d a te d ,  t h e

S f  O k  e fe a ra d  a s s a y s  a r e  l is t e d  Ir» t h is  le t te r  f o c y o u f  r e fe r e n c e .

P le a s e  s h a r e  I n to r m a t ld i i  w i t h  y o u r  la b o r a to r y  s t a f f  a n d  r e ta in  a  c o p y  « if t h is  le t t e r  f o r  y o u r  
re«5CM-de. T h e n k y o u  f o r c h o b e r n g  IL  a s  a  p a r tn e r  In  H e m o s td e ls  te s t in g .

P le a s e  c o n ta c t  y o u r  lo c a l  r e p r e s e r r ^ t iv e  I f  h a v e  a n y  q u e s t io n s .

S in c e r e ly ,  7  7 ■

C a th e r in e  Q u ir b a c h  P h .D . ^7
.'.i iz ^

r: У : ^̂ 7̂̂ ^̂ i '^74

. zz

G r o u p  P r o d u c t  fi^ a n a g e r,^  H e m o ^ s i s  R e a g e n ts  
In s t r u m e n ta t io n  L e b 0 r a to iy z : i  7
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I n s t r u m e n t a t i o n
L a b o r a t o r y

С  €  d e c l a r a t i o n  o f  c o n f o r m i t y

M a n u f a c t u r e r :
HarataHar
Fabdoaraa

Prorbittrtra КогоаагиаатЯС
E U  A w t h o r l x e d  R e p r e a e n t a t i v e :
e u - a a v o A n a c O d p t o Rapraaan lanta  A u to to r a c t o  na U E
PapraaantarAm P u to rb ia d o p o ria  UB
M artd aW m B U A iA dariaarad  rwptatantant
Raooraaantante  / t u t o r t o r a t o  t o  Bo E fnutm Ptofru ifvoc о у п п р а а ю т к  o tftv E B

1 n « t n i m « n t a t l e n  L a b o r a t o r y  C o
1 » e  H a r t w a i l  f t o a d
a a d f e r d .  M A  0 1 7 3 0 - 2 4 4 3  U ^ . A

i n a t n i m a r t t a t i o n  L a b o r a t o r y  S p A  
V l a i a  M o n a a ,  3 3 0  
а 0 1 2 в - М 1 1 а о о .  I t a l y

U n i o n  d i r o e t i v o  a n d  a t a n d a r d s  I d a n t i f l a d  i n  t h f a  d a o l a r a t l o n .

1пЧпнп»Ышьоп слоогяю /у  * r W » / l .  Ошаа М  eutoelOhnmn P’m d u titC ) т Я  Л » л  BmMtmmungmt d»r  a n e # e * e » n * n  ви-т ели/п1«п игк1 m il <Шу 
погт анушп ОоЯьгпфгнлп  т  0bm *4naUtm nunii »к*Л

тшт/ттЫшПоп L a a o m l o r y  d to c y a ra  р о г  la  ргаатпьа quo  t o *  pn>duck><a) шЬЧа / т н к к Л ю а О о » ,  м « 4 п  e o n t o r m a *  09f> t o *  /Hracfivna у  n a m a a  
' еигсумгаа МапоЯааЧаа  an а Ч а  ОаЧвгачбп.
tnatium antaOon  L a b o r a t o r y  iM c M r a  p e r  la  p m » a f r f a .  t r o a  t o W  produ/H *) аоиат агЧ»ппФ{а). * » f  f a o n O  oonfoanafa) a u *  c * f a e f V » «  * f  norm aa  
e u ta p ta na a a  # * n e * t o s  dmna c - a r to  c M o to r s b o r )

< n a r ru m * r> r« /< o r )  Labormtary  d t o b t o r a  o o n  to  p r a a a n t o  o r> a  Ж »  p f o d o f t e f f i  aottomamlonmtod) Жаоло} e o r r t o m X  « М  « S ra W v e  a  agH tla n d a rd  
apadU caO  to « и а м а  ofebtorartona.

t o a t r u m a n r a b c t o  L a b o r a t o r y  c to e to m  p a t o  p n > * a n M  « u a  o(e} p raduto ia ) abatca  t o a n o t o 4 a d O f * j  аиагтЫШо o o n ib m a  a  D f r a c lA t o  a  n o tm a a  da  
CotnIaaSo E u m p aia  mepactficadaa naatm daolaraq$o
lnam jm »m ai»on t.atx?rmtoiy artO m rar hatvmd. a t  d a l (da} nadan to r  a n t o r l a  p r w f t A f f a r ;  a r  I  o\rmiansatammaiaa m a d  da E U -d tra M M ir  og  
M a r x t o r t M r .  d a r a r a n fa t t id a a n a  * > * to > r to 0 .

Ш Чгит аЫ аОоп L a b o rak y y  baffrd liar h a m a d  aH  p roduk lfa t) llalada nadan. v w a  IVraraigfa) m a d  E utbpalaka Unloo-ana d«akUy  o o f t  
a t o n c to r c to r  fdanbbmrada i da an a  dak/araiion
M  / / 7 * b u m a n M ( to r >  Laboratory  p t  to  trapdv вгУкРуч An  r e  n p e t o v r o  nou a v a a tp o v ro t Koruitlpui о ц » и у > » о Л т в  p t  r n v  o a n yfa  r r j f  
E u pturrabatf Е иы агц  « о »  w  rrp d n m d  r r o i r  f» ]B O o * t> p A fo * T ®  o i * j w  rrapodaq  в < ^ A ш o ^ ^

E U  D I r a c t i v a :
e u - B ^ d m ia  Ltiracbya U £  D H a e lM t E uropdanna OimtHu» E u m p aa  Diracltvw UB  e u -d k a k p y  B U  D lrakttv  O d q y la  B E

f V D  -  9 8 / 7 B 7 E C  ( 2 7 / 1 0 / 1 9 S 8 )  -  A n n a *  I  a n d  1 И

R o H S 2  D I r a e t t v a  2 0 1 1 / e s / E U  ( S U r t i n f l  w i t h  a n #  1 в 0 в Х Х Х Х )

S t a n d a r d i a i :
У Ч Ь г т а л  i t o d  A to T u to i to r *  C « r 4 n d a / f a * J  M to r м r ^ в ^  N o tm a(a ) Padrdo/PadrtSaa S landardfar) S tandard(ar) ПрАп/тта

•  I S O  1 3 4 6 5 ,  ‘ M e d i c a l  O a v t o B s  -  Q u a l r t y  M a n a g a m a n t  S v a l a m a ”
I S O  1 4 6 7 1  ’ M e d i c a l  D a v i o a a - A p p i m a t l o n  a (  r l a k  i h a n a g a m o n t  t o  m e d i c a l  d a v l c a a *
1 Ё С  « 1 0 1 0 - 1  ( г ^ А З *  E d i t t o n s r  ‘ S a f e l y  r a q u l r e m a n l a  t o r  a l e c t r l e a l  a q u l p m a n t  f o r  i r i a a a u r a m e n t .  c o n t r o l ,  a n d  l a b o r a t o r y  u a a  -  

P a r t  1 .  O e n a r a l  r a q u i r a m a n t a '
-  l E C  e i O I O - 2 - 1 0 1  “ P a r t 2 - 1 0 1 ;  P a r t i c u l a r r a q u l f e t n e n t a  f o r m  y l b o d l a e n o a t l o ( I V D ) m e d i c e l  a q u i p m a n f
-  l E C  e i O I O - 2 - O e i  'P t o 1 2 - 0 S 1 ;  P a r t i c u l a r  r a q u i r a r o e n t a  f t> r  a u t o m a t i c  a n d  a e m l - a u t o m a t l e  l a b o r a t o r y  e q u i p m e n t  f o r  a n a l y a l a  a n d

o i n e r  p u r p o a e a *  ,
•  l E C  « 1 3 2 0 - 1  “ E l e c t r i c a l  a q u l p m a n t  f o r  m a a a u r e m e n l .  c o n t r o l  a n d  l a b o r a t o r y  u a a  -  E M C  r a q u i r a m a n t a
-  l E C  « 1 3 2 0 - 2 - 6  ' E l e c t r i c a l  a q o i p m e n f  f o r  m e a a u r a m e n L  c o n l r o l  a n d  l a b o r a t o r y  w t a  -  E M C  r a q u i r a m a n t a  —  P a r t  2 - « .  P a r t i c u l a r  

r a q u l r a m e n t e  -  I n  u l l r o  d i a o r v s e t le  ( I V D )  m e d i c a l  e q u i p m e n t *

F C C  P a r t  1 5  8 u l 4 M i r t B  _
I S O  1 5 2 2 3 - 1  M e d i c a l  D a v i c e a  -  “ S y m b o l s  t o  b e  u s e d  w i t h  m e d i c a l  d e v i c e  l a b e l s ,  l a b e Q in g  a n d  I n f o n n e d O n  t o  b a  c u p i i r i H id '
E N  6 5 0  T e r m i n o i c w -  • y m b o i a  a n d  i n f o r m a t i o n  p r o v i d e d  w i t h  m a d t e a l  d a v l o a a  -  О г а | й \ 1 с в 1  a y m b o l a  f o r  u a a  i n  t h e  l a b a l l m Q  o f

I S O  V I l f o  D i a g n o a t l c  m e d i c a l  d e v l e e a - I n f o r m a t i o n  a u p p i t a d  b y  t h e  m a m / f a c t u r e r  O a b a U i n g )  P a r t  3 -  I n  V i t r o

d i a g n o a t l e  i n a t r u m e n t a  f o r  p r o f e a s l o n e l  u s e * .
I S T A  2 s / 2 b  S h i p p i n g  S h o c k  a n d  V i b r a t i o n .  O o m a a t i c  A  I r r t a m a l t o n a l  T e a t t .

Carol Merbia 
Director of Regulatory Affaire
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Штативы для разбавителей DD-DF, 3 шт./уп. (при необходимости)





Штативы для образцов под открытые пробирки 25-36. 12 шт./уп. (при необходимости)



Штативы для образцов под открытые пробирки 37-48, 12 шт./уп. (при необходимости)
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Штативы для образцов под открытые пробирки 61-72, 12 шт./уп. (при необходимости)
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Штативы для
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