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ITEM PURPO SPosable, multi-parameter point-of-care diagnostic test cartridges (EDAN)
SE The EDAN 115 Bt oo I ]
e "EDAN 115 BG10 test cartridaes are sinalo.ies dicoosabie medical devices designed for point-of-care
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—-—1\2. - __(YES/NO)
. eneral Item Overview
* ltem Description: Disposable, multi-parameter point-of-care
diagnostic test cartridges.
. Manufactu_rerl Brand: EDAN Instruments, Inc.
* Model Designation: BG10 Test Cartridges.
* Eq uipment Compatibility: Exclusively for use with the EDAN
115 Blood Gas and Chemistry Analysis System.
* Procurement Quantity Required: 4 x Boxes (Each box
containing 100 test cartridges, totalling 400 individual
cartridges).
2 Functional & Technical Performance Specifications
« Measured Parameters: Single cartridge must simultaneo_usly
test and measure Blood Gases, Electrolytes, and Metabol_stes.
« Specific Analyte Panel: Potential of Hydrogen (pH), Partial
Pressure of Carbon Dioxide (pCQ;). Partial Pressure of
Oxygen (pO,), Sodium (Na*), Potassium (K*), Chioride (CI),
lonised Calcium (Ca?*), Glucose (Glu), Lactate (Lac), and
Hematocrit (Het). R, = '
« Technology: Solid-state microfluidic biosensor and microchip ,
liquid control technology. _
« Sample Type Compatibility: Whole blood (arterial, venous, : i
or capillary). LA e LN ICCICI
o Sample Volume Capacity: Micro-sample requirement i
between 60 L to 140 pL max. - -: ey e s e - e} :
e Result Turnaround Time: Less than 60 seconds from sample _r
aspiration to data report. T e '
« Calibration Protocol: Fully automatic internal calibration
embedded directly within each single-use cartridge; zero
operator maintenance required.
« Contamination Control: Strictly single-use, disposable
design to prevent cross-contamination
3| Storage, Packaging & Handling
. i St .
I Cartridge Storage Temperature: Standardrroom temperature
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* Traceability-: o
must c?igll)lllat})/’.CIEeaacrhbmd'v'dUal pouch and external carton box
;Xpiration dates. atch number s, manufacturing dates, and
[ | H . .
nimum Shelf Life: Cartridges must have at least 6 to 9

onths i : "
facity of active shelf life remaining upon delivery to the

Sou.th /’\zfrlcan National Compliance Requirements _
egulatory Licensing: The local supplier must hold a valid
Medical Device Establishment Licence issued by the South
African Health Products Requlatory Authority (SAHPRA).

¢ National Tendering Prerequisite: The bidding entity must
attach_ proof of its SAHPRA licensing status to remain legally
compliant and eligible for public and private healthcare
procurement in South Africa.

* Quality Standards: Devices must comply with International
Quality Standards, holding verified CE Certification (under
IVDR Class C) or equivalent intemational ISO 13485
standards for in vitro diagnostic medical devices.

o Traceability Integration: Cartridges must feature functional
barcode or QR code structures fully readable by SAHPRA-
compliant local hospital information systems (HIS) or point-of-
care data management systems
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BOX DISPOSABLE EDAN TEST CARTRIGDES
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TOTAL QUOTATION PRICE (VALIDITY PERIOD 90 Days)
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