BID NUMBER: RT32-1-2019
DETAILED SPECIFICATIONS



Product | Sizes NSN Number/ Description International Standards South African
name description standards
RT32-01-25 Surgical | One Number: Surgical mask, good breathability; internal and external faces should be clearly identified Type Il or higher. » EU MDD Directive SANS 1866-1: 2018
Mask size 222000992 Fluid mask without eye shield, single use.* 93/42/EEC Category Ill or | Medical devices Part 1:
The mask should be made from three layers of fabric and pleated horizontally. equivalent Medical face masks
Description: Have ear loops (preferred) or four tie backs for fastening to head. * EN 14683 Type Il, IR, SANS 1866:2008
Surgical mask Fit a wide range of face shapes and sizes to permit easy breathing. R (Provides alternative
type 2, pleated, Have a nose piece of flexible material at the front which enables the mask to be shaped around the nose * ASTM F2100 minimum tests to the BFE test)
blue 1's and face to ensure a secure fit and good seal. There can also be a strip of foam rubber at the top edge at level 1
the back (optional). or equivalent .
Packaging Requirements: ISO/TS 16976-8:2013, SANS 50149:2003
Bacterial filtration efficiency, latex content, classification and type. Respiratory protective SAHPRA:
Box of 50? devices — Human factors ’
— Part 8: Ergonomic Class A " .
’ Non- sterile — exclusion
Please note: Currently due to constraints testing bacterial filtration efficiency within South Africa, SAHPRA factors from SAHPRA licence
may declare conditional exclusions of and modifications to the tests of SANS 1866-1:2018 for South Chinese PAHO
African manufacturers. standards
According to EN 14683
Surgical Masks—
Requirements and test
methods, surgical masks
are classified into three
types, TYPE I, TYPE Il
and TYPE IIR. TYPE Il
and TYPE IIR are applied
to medical staff. The
Chinese standards of YY
0469-2011 and YY/T
0969-2013 cover the
classification and
requirements described in
EN 14683.
RT32-01-26 | Gown: Small Number: Material Requirements * EU PPE Regulation SANS 53795 as per
RT32-01-27 Disposa | Mediu 222000998 Isolation gowns to be manufactured from protective fabrics with fluid-resistant properties. Possible 2016/425 and EU MDD standard performance
RT32-01-28 | ble m materials include: a protective 3- layer SMS (Spunbond/Meltblown/Spunbond) polypropylene non-woven Directive 93/42/EEC (fluid penetration
RT32-01-29 | (isolatio | Large Description: product, other alternatives are laminated, coated or calendered materials that comply with the performance | « FDA Class | or Il medical | resistance = 20cm)
RT32-01-30 | n) X- Gowns - Isolation | criteria as indicated by the stipulated standards. device, or equivalent Surgical drapes, gowns
RT32-01-31 Large 1's *WHO spec: (AAMI PB70 and clean air suits, used
RT32-01-32 XX- Design Requirements all levels acceptable as medical devices for
Large Design criteria to be consistent for Isolation gowns. Netted cuff or thumb/finger loops to anchor sleeves in (Level 2 fluid penetration patients, clinical staff
XXX- place, Tape-tab neck closure, Ties for waist. Where required, Purchasing authorities can specify resistance = 20cm; Level and equipment -
Large alternatives for knitted cuffs or Velcro tabs for neck closures. 3 fluid penetration General requirements
XXXX- resistance =50cm, or for manufacturers,
Large Dimension Requirements equivalent) processors and

Size to be clearly identified on the garment and packaging.

Length: (from shoulder to hem) 116cm for large and 127cm for extra-large
Sleeve length: (from shoulder to wrist) 56cm for large and 62cm for extra-large
Belt length: 167 for large and 172cm for extra-large

Belt Width: 5cm

Belt position: (neck to top of belt): 38cm for large and 39cm for extra-large
Colour: Light yellow

contamination.®

1ISO 13688:2013,
Protective clothing —
General requirements
(Also provides information
which must be specified
on the order)

EN 13795 — as adopted by
SANS.

products, test methods,
performance
requirements and
performance levels

SAHPRA:

Class A

Non- sterile — exclusion
from SAHPRA licence




ITEM NUMBER ITEM DESCRIPTION

Sanitary pad; post delivery, maternity without loops, autoclable non-
woven with wood pulp for absorbency and a polyshield to prevent strike
through. Size width 90mm x length 240mm. Non sterile. Pack of 12
pads. Unscented

RT32-01-001

Perforator, membrane, amniotic, straight, made from Acrylonitrile
Butadine Styrine(ABS) or a similar strong material, disposable
RT32-01-002 Sterile

Individually peel packed

Box of 100
RT32-01-005 Shield, eye, Cartella, universal opulet Box of 100
RT32-01-006 Shield, eye, Cartella, To fit either eye - flesh coloured Box of 100

Electrode, electrocardiograph, General monitoring,
Paediatric, Adhesive (Must be able to adhere to a patient’s skin for at

RT32-01-007 least 36 hours), Disposable, Pre-gelled, Foam substrate, Press stud
type, Short and long term use, Pack size: Packet with 50 electrodes
RT32-01-019 Eye bands, Phototherapy protection with adjustable strap (210-

340mm)Each

Band, personal identification of plastic / other suitable non-abrasive
material and with the following features:- Non toxic, hypo-allergenic,
light-weight, durable- Must allow for indelible printing of patient’s
RT32-01-021 particulars with ordinary ink pen- To be supplied with a locking device
which cannot ordinarily be opened after initial closure Box of 100 For
adultsTo fit circumference 12 cm - 26 cmTotal circumference at least
28cmColour: YELLOW

Overshoe, non-woven, single use. To be made from durable, water-
RT32-01-043 repellent, opaque material Seam free undersole. Elasticated opening.
Suitable for all size shoes Box of 100




ITEM NUMBER

ITEM DESCRIPTION

RT32-01-044

Coveralls: Disposable

Material RequirementsCoveralls to be manufactured from protective
fabrics with fluid-resistant properties.water repellent or impermeable.
Possible materials include: a protective 3- layer SMS
(Spunbond/Meltblown/Spunbond) polypropylene non-woven product,
other alternatives are laminated, coated or calendered materials that
comply with the performance criteria as indicated by the stipulated
standards.Design RequirementsDesign criteria to be consistent for
coveralls . full bodysuit , with hood. elsticated cuffs at wrists . legs and
waist.With a zipper front and self adhesiive flap and chin closure .All
seams must be tape slide Colour: White and must not be
transparent.Dimension RequirementsSize to be clearly identified on the
garment and packaging. Sizes: Small

International Standards : CE, ISO 13982-1: 2004, EN 1149-5:2008




ITEM NUMBER

ITEM DESCRIPTION

RT32-01-045

Coveralls: Disposable

Material Requirements

Coveralls to be manufactured from protective fabrics with fluid-resistant
properties.water repellent or impermeable. Possible materials include: a
protective 3- layer, Spunbond/Meltblown/Spunbond (SMS)
polypropylene non-woven product, other alternatives are laminated,
coated or calendered materials that comply with the performance criteria
as indicated by the stipulated standards.

Design Requirements

Design criteria to be consistent for coveralls . full bodysuit , with hood.
elsticated cuffs at wrists . legs and waist.With a zipper front and self
adhesiive flap and chin closure.All seams must be tape slide. Colour:
White and must not be transparent.

Dimension Requirements

Size to be clearly identified on the garment and packaging.
Sizes:Medium

International Standards: CE , ISO 13982-1: 2004, EN 1149-5:2008




ITEM NUMBER

ITEM DESCRIPTION

RT32-01-046

Coveralls: Disposable

Material Requirements

Coveralls to be manufactured from protective fabrics with fluid-resistant
properties.water repellent or impermeable. Possible materials include: a
protective 3- layer SMS

(Spunbond/Meltblown/Spunbond) polypropylene non-woven product,
other alternatives are laminated, coated or calendered materials that
comply with the performance criteria as indicated by the stipulated
standards.

Design Requirements

Design criteria to be consistent for coveralls . full bodysuit , with hood.
elsticated cuffs at wrists . legs and waist.With a zipper front and self
adhesiive flap and chin closure. All seams must be tape slide. Colour:
White and must not be transparent.

Dimension Requirements

Size to be clearly identified on the garment and packaging.
Sizes:Large

International Standards : CE, ISO 13982-1: 2004, EN 1149-5:2008

RT32-01-047

Coveralls: Disposable

Material RequirementsCoveralls to be manufactured from protective
fabrics with fluid-resistant properties.water repellent or impermeable.
Possible materials include: a protective 3- layer SMS
(Spunbond/Meltblown/Spunbond) polypropylene non-woven product,
other alternatives are laminated, coated or calendered materials that
comply with the performance criteria as indicated by the stipulated
standards.Design RequirementsDesign criteria to be consistent for
coveralls . full bodysuit , with hood. elsticated cuffs at wrists . legs and
waist.With a zipper front and self adhesiive flap and chin closure.All
seams must be tape slide. Colour: White and must not be
transparent.Dimension RequirementsSize to be clearly identified on the
garment and packaging. Sizes: X-Large

International Standards : CE, ISO 13982-1: 2004, EN 1149-5:2008




ITEM NUMBER

ITEM DESCRIPTION

RT32-01-048

Coveralls: Disposable

Material Requirements

Coveralls to be manufactured from protective fabrics with fluid-resistant
properties.water repellent or impermeable. Possible materials include: a
protective 3- layer SMS

(Spunbond/Meltblown/Spunbond) polypropylene non-woven product,
other alternatives are laminated, coated or calendered materials that
comply with the performance criteria as indicated by the stipulated
standards.

Design Requirements

Design criteria to be consistent for coveralls . full bodysuit , with hood.
elsticated cuffs at wrists . legs and waist.With a zipper front and self
adhesiive flap and chin closure. All seams must be tape slide. Colour:
White and must not be transparent.

Dimension Requirements

Size to be clearly identified on the garment and packaging.

Sizes: XX-Large

International Standards : CE, ISO 13982-1: 2004, EN 1149-5:2008




ITEM NUMBER

ITEM DESCRIPTION

RT32-01-049

Coveralls: Disposable

Material Requirements

Coveralls to be manufactured from protective fabrics with fluid-resistant
properties.water repellent or impermeable. Possible materials include: a
protective 3- layer SMS

(Spunbond/Meltblown/Spunbond) polypropylene non-woven product,
other alternatives are laminated, coated or calendered materials that
comply with the performance criteria as indicated by the stipulated
standards.

Design Requirements

Design criteria to be consistent for coveralls . full bodysuit , with hood.
elasticated cuffs at wrists . legs and waist.With a zipper front and self
adhesiive flap and chin closure. All seams must be tape slide. All seams
must be tape slide. Colour: White and must not be transparent.

Dimension Requirements

Size to be clearly identified on the garment and packaging.

Sizes: XXX-Large

International Standards : CE, ISO 13982-1: 2004, EN 1149-5:2008




ITEM NUMBER

ITEM DESCRIPTION

RT32-01-050

Coveralls: Disposable

Material RequirementsCoveralls to be manufactured from protective
fabrics with fluid-resistant properties.water repellent or impermeable.
Possible materials include: a protective 3- layer SMS
(Spunbond/Meltblown/Spunbond) polypropylene non-woven product,
other alternatives are laminated, coated or calendered materials that
comply with the performance criteria as indicated by the stipulated
standards.Design RequirementsDesign criteria to be consistent for
coveralls . full bodysuit , with hood. elsticated cuffs at wrists . legs and
waist.With a zipper front and self adhesiive flap and chin closure. All
seams must be tape slide. Colour: White and must not be
transparent.Dimension RequirementsSize to be clearly identified on the
garment and packaging. Sizes: XXXX-Large

International Standards : CE, ISO 13982-1: 2004, EN 1149-5:2008

RT32-01-051

Cap, beret type, single use, diameter not less than
53 cm, non-woven fabric, with elastic thread all the
way around the edge, attached by an overlocked
stitch

Colour: Different colours acceptable

Box of 100

RT32-01-052

Cap, theatre, bonnet type, single use, light weight
non-woven fabric.

Cap to fit most head sizes in order to cover hair.
Back panel to be gathered with an elastic band.
Strong grain of fabric to run lengthwise of ties.
Colour: Different colours acceptable

Box of 100

RT32-01-053

Cap, theatre, balaclava type, single use.

The cap must be fabricated from a light, non-woven fabric
Colour: Different colours acceptable

Box of 100




