—

GOVERNMENT OF THE PEOPLE’S REPUBLIC OF BANGLADESH
DIRECTORATE GENERAL OF DRUG ADMINISTRATION
Aushadh Bhaban, Mohakhali, Dhaka-1212, Bangladesh
{www.dgda.gov.bd)

Specifications and Quality Control (QC) parameters for
Coveralls (fluid resistant, disposable, with elastic wrists,
ankles and hood)

Version — 2.03; Date: 22 September, 2021

Acknowledgements

Directorate General of Drug Administration (DGDA) acknowledges the contributions of WHO, FAQ,
WFP, USAID, JICA, BUET, ICDDR’B, experts from local and International testing and inspection firms,
local manufacturers and other agencies who participated in the discussions leading to the
establishment of this guideline.

Supported by .

ERTE
&

Jol ushi0 1Y
*] s L
fat

Outi S FROM THE AMERICAN PEOPLE




Coveralls, fluid resistant, disposable, with elastic wrists, ankles and hood

& WHO Recommendation as minimum standard:

* Option 1: blood and body fluid penetration resistant: meet

6 exposure pressure, or equivalent

s or exceeds ISO 16603 class 4, 5 or

* Option 2: blood-borne pathogens penetration resistant: meets or exceeds I1SO 16604 class 4,5

or 6 exposure pressure, or equivalent

® Breathability of RET less than 30 m2Pa/W according to ISO 11092, or equivalent

Supporting Standards/Guidelines

® SO 16603:2004(en)
* IS0 16604:2004(en)
e 150 11092:2014

e ASTM F1670-98

e ASTMF1671-97b

e AAMI PB70
® BSEN13795:2019 or equivalent standard

Possible Test Parameters

* Water vapor transmission (breathability)
¢ Viral Penetration

* Synthetic Blood Penetration

® Water Resistance: Hydrostatic Test

® Tensile Strength

e Tear resistance

® Seam Strength

® Water Resistance: Impact Penetration Test
* Lint Generation
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Appendix

* Ppackaging:

e All surgical items must be supplied sterile;

e Must be individually packaged;

e Must contain within the packaging a sterile field to open the gown onto;

e Must be folded with the inside facing outward and the collar visible, the wearer must be able
to don the gown without touching the patient facing side;

e Must be latex free (surgical or no-surgical);

e Must be antistatic;

e Must have product specification sheet;

¢ Must have SOP to use and to dispose.
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