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ISO/ EN/ ANSI/ AAMI &

ISO 6710 “Single—use containers for venous blood specimen collection”

ISO 11137 “Sterilisation of health care products — Requirements for validation and routine control — Radiation
sterilisation”

&3 B2

C38—A “Control of Preanalytical Variation in Trace Element Determinations” , Approved Guideline

GP39-A6 " Tubes and Additives for Venous and Capillary Blood Specimen Collection” , Approved Standard — 6™
Edition

GP41 " Collection of Diagnostic Venous Blood Specimens” , Approved Standard — 7™ Edition

GP44—A4 " Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests” ,
Approved Guideline — 4" Edition

H21—-A5 " Collection, Transport, and Processing of Blood Specimens for Testing Plasma—Based Coagulation
Assays and Molecular Hemostasis Assays” , Approved Guideline — 5" Edition

H20—A2 ” Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods”
Approved Standard — 2" Edition.

H26—A2 ” Validation, Verification, and Quality Assurance of Automated Hematology Analyzers” , Approved Standard
— 2" Edition.

World Health Organization. ” Use of anticoagulants in diagnostic laboratory investigations.” 2002 Geneva,
Switzerland: WHO/DIL/LAB/99.1 Rev.2

Greiner Bio-One GmbH www.gbo.com/preanalytics
Bad Haller Str. 32 Z:ffe@at gbo.com
4550 Kremsmiinster, Austria M3} +43 7583 6791
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(Importer & Address) A= MEA 2YT IXLZ 166, 55 (FAHS), Tel) 031-8014—6700

(Abbott Rapid Diagnostics, Inc.

5F (Jengja—dong), 166 Jeongjail—ro, Bundang—gu,Seongnam—Si, Gyeonggi—do,
463—867, Korea

CECTERRYE LTSN

= MZEA 45 2 FL
Z 2 A1
EEELES (Name and address of Legal (Name and address of Physical Manufacturer)
Manufacturer)
_ i io— AEZO
MS 2M 00-147 5 Greiner Bio—One GmbH( [OF, Bad Haller

Str. 32, 4550 Kremsmuinster, Austria)

Greiner Bio—One GmbH

(2 A~ Eg|0}, Bad Haller Str. 32, | Greiner Bio—One (Thailand) Ltd. (Ef =,700/172 Moo. 1
Me 44 09-1242 & | 4550 Kremsmiinster, Austria) Amata Nakorn Industrial Estate Tambon Bankao, Amphur

Phanthong Chonburi 20160, Thailand )
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