United Nations Population Fund
Afghanistan Country Office
E-mail : rabbani@unfpa.org
Web site: www.unfpa.org

Date: 22, 06, 2020

Re-Advertisement
REQUEST FOR QUOTATION
RFQ N2 UNFPA/KBL/RFQ/20/06

Dear Sir/Madam,

UNFPA hereby solicits a quotation for the following items and services:

Item Product Description UNIT Qry
N°
1 Airway, laryngeal mask, single use size 5 (100mm) | Each 150
Airway,Guedel,size00,ster,single use
2 Cannula IV 18G, with injection port, green Each 800

Product description:

Sterile Intravenous (IV) cannula to be introduced
into a peripheral vein for infusing fluids,
administering IV drugs, transfusing blood and blood
products (for adult use).

Material for trocar: Stainless steel

Material for cannula: PTFE (Poly Tetra Fluoro
Ethylene), FEP (Fluorinated Ethylene Propylene),
PUR (Polyurethane).

DEHP free

Size: 18G (1.3 x 45mm) green.

Flow rate approx. 80ml/min

Colour code/external diameter: Visible at the base
of cannula.

Cannula with fine and tapered walls, perfectly
adjusted to the needle.

Distal end: straight and tapering.

Proximal end base fitted with luer lock connector, 2
grapping wings (butterfly), standardized colour
code depending on the diameter.

Fitted with a lateral injection port.

Injection port fitted with silicone anti-reflux valve,
cap with colour code and chimney of luer type.
Protecting cap.

Stopper fitted with a hydrophobic membrane with
micro-perforations to let the air flow while stopping
blood, male luer connection.

Triple-bevelled trocar.

Transparent female luer base.

Components: Protecting cap, trocar, cannula,
stopper, injection port, Luer lock (all parts fit
together to form a unit).
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Sterile and single use.
Initial sterilisation method: Ethylene oxide gas.

Instructions for use:

Sterile IV cannula to be introduced into a peripheral
vein for infusing fluids, administering IV drugs,
transfusing blood and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when inserting IV
cannula.

IV cannula should not be left in situ for more than
72 hours. It should be removed immediately in case
of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual sterilised peel
pack.

Secondary packaging: Protected unit.

One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Classification:
Class lla- Medical Device Directive 93/42/EEC

Safety & product Standards:

Must comply with the following standards:

ISO 10555-5:2013 Intravascular catheters -- Sterile
and single-use catheters -- Part 5: Over-needle
peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994) Conical
fittings with a 6 % (Luer) taper for syringes, needles
and certain other medical equipment -- Part 1:
General requirements

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
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materials, sterile barrier systems and packaging
systems

ISO 11607-2:2006 Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes

3 Cannula IV 20G, with injection port, with wing, | Each 4000
pink

Product description:

Sterile Intravenous (IV) cannula to be introduced
into a peripheral vein for infusing fluids,
administering IV drugs, transfusing blood and blood
products (for adult and infant use).

Material for trocar: Stainless steel

Material for cannula: PTFE (Poly Tetra Fluoro
Ethylene), FEP (Fluorinated Ethylene Propylene),
PUR (Polyurethane).

DEHP free

Size: 20G (1 x 32mm) pink.

Flow rate approx. 55ml/min

Colour code/external diameter: Visible at the base
of cannula.

Cannula with fine and tapered walls, perfectly
adjusted to the needle.

Distal end: straight and tapering.

Proximal end base fitted with luer lock connector, 2
grapping wings (butterfly), standardized colour
code depending on the diameter.

Fitted with a lateral injection port.

Injection port fitted with silicone anti-reflux valve,
cap with colour code and chimney of luer type.
Protecting cap.

Stopper fitted with a hydrophobic membrane with
micro-perforations to let the air flow while stopping
blood, male luer connection.

Triple-bevelled trocar.

Transparent female luer base.

Components: Protecting cap, trocar, cannula,
stopper, injection port, Luer lock (all parts fit
together to form a unit).

Sterile and single use.

Initial sterilisation method: Ethylene oxide gas.

Instructions for use:

Sterile IV cannula to be introduced into a peripheral
vein for infusing fluids, administering IV drugs,
transfusing blood and blood products.
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Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when inserting IV
cannula.

IV cannula should not be left in situ for more than
72 hours. It should be removed immediately in case
of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual sterilised peel
pack.

Secondary packaging: Protected unit.

One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Classification:
Class Ila- Medical Device Directive 93/42/EEC

Safety & product Standards:

Must comply with the following standards:

ISO 10555-5:2013 Intravascular catheters -- Sterile
and single-use catheters -- Part 5: Over-needle
peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994) Conical
fittings with a 6 % (Luer) taper for syringes, needles
and certain other medical equipment -- Part 1:
General requirements

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

ISO 11607-2:2006 Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes
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4 Cannula IV 22G, with injection port, with wing, | Each 4000
blue

Product description:

Sterile Intravenous (IV) cannula to be introduced
into a peripheral vein for infusing fluids,
administering IV drugs, transfusing blood and blood
products (for infant and children use).

Material for trocar: Stainless steel

Material for cannula: PTFE (Poly Tetra Fluoro
Ethylene), FEP (Fluorinated Ethylene Propylene),
PUR (Polyurethane).

DEHP free

Size: 22G (0.90 x 25mm) blue.

Flow rate approx. 33ml/min

Colour code/external diameter: Visible at the base
of cannula.

Cannula with fine and tapered walls, perfectly
adjusted to the needle.

Distal end: straight and tapering.

Proximal end base fitted with luer lock connector, 2
grapping wings (butterfly), standardized colour
code depending on the diameter.

Fitted with a lateral injection port.

Injection port fitted with silicone anti-reflux valve,
cap with colour code and chimney of luer type.
Protecting cap.

Stopper fitted with a hydrophobic membrane with
micro-perforations to let the air flow while stopping
blood, male luer connection.

Triple-bevelled trocar.

Transparent female luer base.

Components: Protecting cap, trocar, cannula,
stopper, injection port, Luer lock (all parts fit
together to form a unit).

Sterile and single use.

Initial sterilisation method: Ethylene oxide gas.

Instructions for use:

Sterile IV cannula to be introduced into a peripheral
vein for infusing fluids, administering IV drugs,
transfusing blood and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when inserting IV
cannula.
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IV cannula should not be left in situ for more than
72 hours. It should be removed immediately in case
of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual sterilised peel
pack.

Secondary packaging: Protected unit.

One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Classification:

Class Ila- Medical Device Directive 93/42/EEC
Safety & product Standards:

Must comply with the following standards:

ISO 10555-5:2013 Intravascular catheters -- Sterile
and single-use catheters -- Part 5: Over-needle
peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994) Conical
fittings with a 6 % (Luer) taper for syringes, needles
and certain other medical equipment -- Part 1:
General requirements

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

ISO 11607-2:2006 Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes

5 Cannula IV 24G, with injection port, with wing, | Each 5000
yellow

Product description:

Sterile Intravenous (IV) cannula to be introduced
into a peripheral vein for infusing fluids,
administering IV drugs, transfusing blood and blood
products (for children and neonatal use).
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Material for trocar: Stainless steel

Material for cannula: PTFE (Poly Tetra Fluoro
Ethylene), FEP (Fluorinated Ethylene Propylene),
PUR (Polyurethane).

DEHP free

Size: 24G (0.70 x 19mm) yellow.

Flow rate approx. 20ml/min

Colour code/external diameter: Visible at the base
of cannula.

Cannula with fine and tapered walls, perfectly
adjusted to the needle.

Distal end: straight and tapering.

Proximal end base fitted with luer lock connector, 2
grapping wings (butterfly), standardized colour
code depending on the diameter.

Fitted with a lateral injection port.

Injection port fitted with silicone anti-reflux valve,
cap with colour code and chimney of luer type.
Protecting cap.

Stopper fitted with a hydrophobic membrane with
micro-perforations to let the air flow while stopping
blood, male luer connection.

Triple-bevelled trocar.

Transparent female luer base.

Components: Protecting cap, trocar, cannula,
stopper, injection port, Luer lock (all parts fit
together to form a unit).

Sterile and single use.

Initial sterilisation method: Ethylene oxide gas.

Instructions for use:

Sterile IV cannula to be introduced into a peripheral
vein for infusing fluids, administering IV drugs,
transfusing blood and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when inserting IV
cannula.

IV cannula should not be left in situ for more than
72 hours. It should be removed immediately in case
of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:
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Primary packaging: Unit of use.

One (1) IV cannula in an individual sterilised peel
pack.

Secondary packaging: Protected unit.

One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Classification:
Class lla- Medical Device Directive 93/42/EEC

Safety & product Standards:

Must comply with the following standards:

ISO 10555-5:2013 Intravascular catheters -- Sterile
and single-use catheters -- Part 5: Over-needle
peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994) Conical
fittings with a 6 % (Luer) taper for syringes, needles
and certain other medical equipment -- Part 1:
General requirements

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

ISO 11607-2:2006 Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes

6 Catheter, urinary, Foley, latex silicone coated, | Each 5000
balloon, sterile, single use, CH 16 (FR 16)

Product description:

Female metal catheter to be inserted through the
urethra.

Material stainless steel that can be sterilized.

Silver plated finish.

Length: 16cm

Instructions for use:
Instrument used in fistula repair surgery.

Supplied with:
Manufacturer's instruction for use.
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Packaging and labelling:
Symbols used according ISO 15223

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE cert

Safety & product Standards:

Must comply with the following standards:

EN 1618:1997 Catheters other than intravascular
catheters - Test methods for common properties

7 Cotton, wool, absorbant, roll, 500 g Roll 500
Product description:

Dressing material with high absorption used for
cleaning wounds.

Surgical quality 100% cotton.

Material: 100 % surgical hydrophilic cotton, which
has been carefully purified, bleached, and carded.
Roll of 500 gram net weight.

Not pre-cut.

Non-sterile cotton wool: can also be used in sterile
condition (after steam sterilisation).

Single use.

Instructions for use:

Dressing material with high absorption used for
cleaning wounds.

Non-sterile cotton wool: can also be used in sterile
condition (after steam sterilisation).

The size has been chosen as being the most
commonly used.

Safety process:

The cotton wool is for single use only.

Collect and destroy by incineration in a controlled
environment.

Instructions for use:
Dressing material with high absorption used for
cleaning wounds.
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Non-sterile cotton wool: can also be used in sterile
condition (after steam sterilisation).

The size has been chosen as being the most
commonly used.

Safety process:

The cotton wool is for single use only.

Collect and destroy by incineration in a controlled
environment.

Supplied with:
Manufacturer's instruction for use

Packaging and labelling:
One (1) roll of cotton wool in a plastic bag
Symbols used according ISO 15223

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE cert

Safety & product Standards:
Must comply with the following standards:

8 Drain, T-Tube size 14 Each 250
Tube,suction,CH14,L50cm,ster,disp
Tube, suction, CH14, length 50 cm, sterile,
disposable
9 C.T.G Patch, adult size, pack of 50 Pack of | 500
50
10 ECG Patch, adult size, pack of 50 Pack of 100
50
11 Face mask, oxygen, non-rebreather (NRB) plastic, | Each 60
adult (Resuscitator, hand-operated, adult, set
12 Face mask, oxygen, non-rebreather (NRB) plastic, | each 60
(child Resuscitator,hand-oper.,child,set)
13 IV Cannula adhesive dressing, single use, sterile Roll 4000

Product description:

Sterile, peel pack, rectangular shaped,

Each plaster individually wrapped

Elastic fabric, strong adhesion, hypoallergenic
adhesive

Waterproof
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With or without ventilation holes

14

IV infusion set with chamber 100cc, single use,
sterile

Product description:

A collection of sterile devices designed to conduct
fluids from an intravenous (1V) fluid container to a
patient's venous system; used for gravitational
intravenous administration.

Materials: The material components must not
modify the properties of the fluids or solutions
passing through the infusion set.

DEHP free. Tube: plastic (PVC: polyvinyl chloride).
Transparent (allowing the detection of air bubbles).
Resistant to kinking.

Length is approximately 150cm (overall IV giving set
length approximately 170cm). Internal / external
diameter is approximately 3mm / 4mm.

Plastic Perforator: plastic ABS (Acrylonitrile
Butadiene Styrene), POM (polyacetal), polystirole.
Hollow device located at the proximal end of the
infusion set allowing it to be connected to the
infusion bottle or bag. Composed of a tapering
tube mounted on a base ensuring a good seal
between the set and the infusion bottle or bag.
Fitted with a protecting cap.

Air inlet: plastic (ABS: acrylonitrile butadiene
styrene)

Incorporated into the perforator. Fitted with an air
filter (bacteriological filter).

Drop-counting chamber:

Materials: medical-grade PVC and polypropylene.
Transparent, supple, compressible bag with
calibrated tube (upper end) providing even drop
formation: 20 drops of £1ml.

- Bacterial filter 15-20um (chamber, lower end)
designed to retain particles.

Flow regulator: plastic (ABS: acrylonitrile butadiene
styrene).

Ensures the flow regularity during the IV
administration. (Clamp to control administration
speed/volume)

Each

4000
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Injection portal: plastic (ABS: acrylonitrile
butadiene styrene)+ synthetic rubber.

Allows introducing precise volume of injectable
medicines into the infusion flow.

Terminal connection (stopper): plastic (ABS:
acrylonitrile butadiene styrene).

With Luer lock connector. With 18 G stainless steel
needle (sterile, single use)

Includes expiration date

Sterile and single use.

Initial  sterilization method: Ethylene oxide
gas/Gamma irradiation.

Instructions for use:

Sterile item, used for parenteral administration of
injectable preparations.

Sterile infusion giving set with graduated chamber
enabling a slow intravenous administration of a
precise volume of infusion or injectable drug over a
given time. It is to be connected between the
infusion and the intravenous catheter.

An infusion giving set should not be left in situ for
more than 72 hours.

Not for use with blood or blood products.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) Infusion giving set in an individual sterilised
peel pack.

Secondary packaging: Protected unit.

One (1) box of X Infusion giving set units.

Symbols used according ISO 15223

CE mark with Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Classification:
Class Ila- Medical Device Directive 93/42/EEC
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Safety & product Standards:

Must comply with the following standards:

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

ISO 8536-4-2013: Infusion equipment for medical
use - Part 4: Infusion sets for single use, gravity feed

Environmental requirements:
Use of other polymer instead of PVC

15

Needle, spinal, single use, sterile, 22G

Product description:

Sterile spinal needle that can be introduced into the
sub-arachnoid space to withdraw cerebrospinal
fluid (CSF) for diagnosis purpose, or for injecting
local anaesthetic into the CSF for spinal anaesthesia
(surgical purpose).

Quincke bevel spinal needle.

Transparent hub, to allow easy visualization of
cerebrospinal fluid (CSF).

Needle core hub with lock to keep the surface of
needle bevel joint well.

Colour code/external diameter: Visible at the base
of the spinal needle.

External diameter expressed in Gauge and mm.
Length expressed in mm.

Components: Needle, stylet and sheath.

Material: Stainless steel needle and stylet without
silicone. Clear ridged polycarbonate hub. Protective
plastic sheath.

Size selected: 22G (0.70 x 90mm) black, for spinal
anaesthesia, adults.

Sterile and single use.

Initial sterilisation method: Ethylene oxide gas.

Instructions for use:

Sterile spinal needle that can be introduced into the
sub-arachnoid space to withdraw cerebrospinal
fluid (CSF) for diagnosis purpose, or for injecting
local anaesthetic into the CSF for spinal anaesthesia
(surgical purpose).

Must be used by qualified personnel only.

Safety process:
The spinal needle is for single use only.

Each

1250
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Strict rules of asepsis must be followed when
inserting spinal needle.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) spinal needle in an individual sterilised peel
pack.

Secondary packaging: Protected unit.

One (1) box of 50 spinal needles.

Symbols used according ISO 15223

CE mark with Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class Ill) + CE Dossier Design
certificate

Classification:
93/42/EEC Class Il — CE certificate

Safety & product Standards:

Must comply with the following standards:

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

Environmentally requirements:

Use of other polymer instead of PVC
16 Needle, spinal, single use, sterile, 25G Each 1250
Product description:

Needle, spinal, 25G (0.53 x 90mm) disposable,
sterile.

Quincke bevel spinal needle.

Transparent hub, to allow easy visualization of
cerebrospinal fluid (CSF).

Needle core hub with lock to keep the surface of
needle bevel joint well.

External diameter expressed in Gauge and mm.
Length expressed in mmColour code/external
diameter: Visible at the base of the spinal needle.
Components: Needle, stylet and sheath.

Material:
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Stainless steel needle and stylet without silicone.
Clear ridged polycarbonate hub.

Protective plastic sheath.

Size selected: 25G (0.53 x 90mm) .

Disposable.

Sterile.

Initial sterilisation method: Ethylene oxide gas.

Instructions for use:

Sterile spinal needle that can be introduced into the
sub-arachnoid space to withdraw cerebrospinal
fluid (CSF) for diagnosis purpose, or for injecting
local anaesthetic into the CSF for spinal anaesthesia
(surgical purpose).

Must be used by qualified personnel only.

Safety process:

The spinal needle is for single use only.

Strict rules of asepsis must be followed when
inserting spinal needle.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) spinal needle in an individual sterilised peel
pack.

Secondary packaging: Protected unit.

One (1) box of 25 spinal needles.

Symbols used according ISO 15223

CE mark with Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class Ill) + CE Dossier Design
certificate

Classification:
93/42/EEC Class Il — CE certificate

Safety & product Standards:

Must comply with the following standards:

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
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materials, sterile barrier systems and packaging
systems

Environmental requirements:
Use of other polymer instead of PVC

17

Povidone 450 cc 10%

Bottle

1000

18

Plaster adhesive,5*5 ¢

Product description:

Components: Aerated and perforated textile strip
impregnated with adhesive

High cutaneous tolerance.

Non-stretch.

Can be torn by hand.

Impermeable to water.

Must adhere strongly when applied to the skin, but
can be removed without causing significant lesions.
Material: Textile strip: woven acetate taffeta.
Adhesive: mixture of rubber, resins and lanolin.
Traditionally incorporates zinc oxide

Colour: White or flesh coloured.

Length: approximately 5m.

Width: approximately 2 - 2.5cm.

Non-sterile and single use.

Instructions for use:

Adhesive tape used for fixing dressings and
appliances to the skin.

Zinc oxide tape has been selected because it is
inexpensive.

Woven adhesive tape, as the Micropore type, is
very difficult to stick without ether.

The quality is difficult to judge and the adhesive can
deteriorate seriously under exposure to heat and
dampness.

Make sure the storage conditions are observed, so
as to obtain maximum use of the item and avoid
waste.

The size has been chosen as being the most
commonly used.

Tape adhesive zinc oxide, 2.5cm x 5m, for basic and
small wound dressing.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:
Primary packaging: Unit of use.

Roll

1000

UNFPA/AFG/Bids/Request for Quotation for Goods/RFQ/ RFQ Goods

16 of 61



United Nations Population Fund
Afghanistan Country Office
E-mail : rabbani@unfpa.org
Web site: www.unfpa.org

One (1) adhesive tape in a plastic bag.
Secondary packaging: Protected unit.
Ten (10) adhesive tapes in a box.
Symbols used according ISO 15223
CE Mark

Regulation & conformity requirements:
CE mark in conformity with Council Directive
93/42/EEC on Medical Devices.

Classification:
93/42/EEC Class | — Self declaration / CE cert

Safety & product Standards:

Must comply with the following standards:
19 Surgical blade, single use, sterile, size 22 Each 4000
Product description:

Basic cutting instrument used for surgical incisions.
Surgical blade (no. 15) for use in minor surgery with
standard scalpel handle no.3.

Material: Martensitic stainless steel (quenched,
magnetic steel) composition: 0.40% carbon; 14%
chromium

Hardness: 50 HRC to 58 HRC.

Sterile and single use.

Supplied with:
Manufacturer's instruction for use.

Accessories/Spare parts/Consumables:
Scalpel handle, no.3.

Instructions for use:

To expose the vaginal cavity

The surgical blade is single use only. Use aseptic
techniques.

Wear gloves, always apply and remove the blade
from the scalpel handle with forceps. Put the used
blades into a sealed container to prevent injuries.
After use, collect and destroy the sealed containers
by incineration in a controlled environment.

Avoid storage at extreme temperatures and
humidity levels.

Check the integrity of each unit before use.

Single use material, supplied in sterile packaging,
may only be used if packaging is undamaged.
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Packaging & Labelling:
Individually wrapped in a reinforced laminated foil
peel pack, sterile, single-use.

Labelling:

Product name, size, reference number, expiry date,
lot number, sterilization method, single-use,
manufacturer's name and address, and CE mark and
reference number of notifying body. Must be
multilingual: English, French and Spanish, others
when available.

Protective packaging:

Box of 100 units, cardboard, labelling is the same as
unit presentation with total quantity.

Symbols used according ISO 15223

CE Mark with Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
(MDD) 93/42/EEC

CE certificate ( for class lla with Notified body
number)

Classification:
Class lla (MDD 93/42/EEC)

Safety & product Standards:

Must comply with following standards

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

ISO 11607-2:2006 Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes (ISO 11607-2:2006)

ISO 7153-1:1991 Surgical instruments -- Metallic
materials -- Part 1: Stainless steel

ISO 13402:1995 Surgical and dental hand
instruments -- Determination of resistance against
autoclaving, corrosion and thermal exposure.

EN 27740/ ISO 7740: Scalpels with detachable
blades Fitting dimensions

20

Syringe, single use, sterile 10cc, with needle 22 G
Product description:

Each

4000
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Syringe, two pieces: barrel with Luer nozzle and
piston or three pieces barrel with luer nozzle, piston
and stopper.

Capacity: 10ml

Graduated scale on the barrel, with scale interval of
0.5 and 1.0ml increment between graduation lines
to be numbered. Barrel sufficiently transparent to
allow easy measurement of the volume contained
in the syringe and detection of air bubbles.

The Luer nozzle shall be situated centrally.
Material: Polyethylene (PEF) or polypropylene (PP).
Size selected: 21G (0.80 x 38-40 mm).

Needle with base (conical Luer type fitting) and
protecting cap

Material: Needle: stainless steel; base and
protecting cap: plastic.

Sterile and disposable.

Sterilization method: ethylene oxide.

Instructions for use:

Injection safety:

The syringe is sterile, ready for immediate use and
is for single use ONLY.

Check the integrity of the packaging before
opening.

Do not use the syringe if the packaging is not sealed
or is pierced.

NEVER recap the needle after use and
IMMEDIATELY dispose of the mounted syringe and
needle into a puncture-proof safety container.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: each syringe and needle bi-
packed in an individual sterilized peel-off pack
made of paper and/or plastic.

Secondary packaging: Protective packaging - 1
carton of 100 bi-packed syringes with needles.
Symbols used according ISO 15223

CE Mark with Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)
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Safety & product Standards:

Must comply with the following standards:

ISO 13485:2003 Medical devices -- Quality
management systems -- Requirements for
regulatory purposes

ISO 10993-1:2009 Biological evaluation of medical
devices - Part 1: Evaluation and testing within a risk
management process

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

EN 20594-1:1994, 1SO 594-1:1986

EN ISO 7886-1:1997

Product and packaging complies with WHO PQS
EOS.

Environmental requirements:
Polymer not PVC

21

Syringe, single use, sterile 5cc, with needle 24 G
Product description:

Syringe, two pieces: barrel with Luer nozzle and
piston or three pieces barrel with luer nozzle, piston
and stopper.

Capacity: 5ml

Graduated scale on the barrel, with scale interval of
0.2 and 1.0ml increment between graduation lines
to be numbered. Barrel sufficiently transparent to
allow easy measurement of the volume contained
in the syringe and detection of air bubbles.

The Luer nozzle shall be situated centrally.
Material: Polyethylene (PEF) or polypropylene (PP).
Size selected: 21G (0.80 x 38-40 mm).

Needle with base (conical Luer type fitting) and
protecting cap.

Material: Needle: stainless steel; base and
protecting cap: plastic.

Sterile and disposable.

Sterilization method: ethylene oxide.

Instructions for use:

Injection safety:

The syringe is sterile, ready for immediate use and
is for single use ONLY.

Check the integrity of the packaging before
opening.

Each

4000
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Do not use the syringe if the packaging is not sealed
or is pierced.

NEVER recap the needle after use and
IMMEDIATELY dispose of the mounted syringe and
needle into a puncture-proof safety container.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: each syringe and needle bi-
packed in an individual sterilized peel-off pack
made of paper and/or plastic.

Secondary packaging: Protective packaging - 1
carton of 100 bi-packed syringes with needles.
Symbols used according ISO 15223

CE Mark with Notified Body number

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Safety & product Standards:

Must comply with the following standards:

ISO 13485:2003 Medical devices -- Quality
management systems -- Requirements for
regulatory purposes

ISO 10993-1:2009 Biological evaluation of medical
devices - Part 1: Evaluation and testing within a risk
management process

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

EN 20594-1:1994, ISO 594-1:1986

EN ISO 7886-1:1997

Product and packaging complies with WHO PQS
E08.

Environmental requirements:
Polymer not PVC

22

Tape, autoclave indicator, roll 12mm x 50m

Roll

500

23

Thermometer, digital
Product description:

Each

100
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Electronic device (without mercury) to measure the
body temperature of children and adults in Celsius
degrees.

Safe to use, no glass, no mercury.

Digital thermometer Celsius scale.

Liquid crystal display (LCD), easy to read.
Measurement range: 32°C to 43°C

Accuracy: +/- 0.1°C between 35°C to 41°C
Measurement time: 30 to 40 seconds.

Long-life battery: minimum 200 hours (about 1000
measurements).

Automatic shut-off after some minutes.

Beep sound and switch off.

Water proof for ease of cleaning

Resistant to chlorine ("high level" disinfection).
Operating ambient temperature: from +102 C to 352
C

Battery powered.

Low battery indicator.

Supplied with battery.

Supplied with clear instructions for use/preventive
maintenance.

Instructions for use:

To measure temperature of children and adults.

It is recommended to follow the manufacturer's
instructions for use / preventive maintenance.

Packaging and labelling:

One (1) thermometer in storage case with
manufacturer's instruction for use in English, French
and Spanish.

Symbols used according ISO 15223

CE mark with Notified Body number

Accessories/ spare parts/consumables:
Pack of batteries

Regulation & conformity requirements:

CE mark conforming to Council Directive 93/42/EEC
on Medical Devices

CE certificate ( for Class Im with Notified Body
number)

Classification:
Class Im — Class | measure (Devices with a
measuring function ,MDD 93/42/EEC)
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Safety & product Standards:

Must comply with following standards:

ISO 13485: 2003

EN 12470-3:2000+A1:2009 Clinical thermometers -
Part 3: Performance of compact electrical
thermometers (non-predictive and predictive) with
maximum device

ISO 80601-2-56:2009. Medical electrical equipment
-- Part 2-56: Particular requirements for basic safety
and essential performance of clinical thermometers
for body temperature measurement.

IEC 60601-1:2012 Medical electrical equipment -
Part 1: General requirements for basic safety and
essential performance

IEC 60601-1-1:2000 Medical electrical equipment -
Part 1-1: General requirements for safety -
Collateral standard: Safety requirements for
medical electrical systems

IEC 60601-1-2:2007 Medical electrical equipment -
Part 1-2: General requirements for basic safety and
essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and
tests

Environmental requirements:
Material of batteries environmental friendly
Not use of PVC

24 Tube, endotracheal, with cuff, red rubber, | Each 500
reusable, 7.0mm
Tube,endotrach,7,w/cuff,ster,disp

25 Infant Mucus Extractor Each 500

Product description:

Sterile mucus extractor device used for aspirating
secretions or other liquids obstructing the pharynx
or airways pharynx in newborn babies to ensure
free respiration.

Transparent container to permit immediate visual
examination of the mucus.

Catheter, size selected: CH12, with open end
smooth round tip for trauma free insertion, distal
end with conical tip.

Single chamber container, plastic

Capacity: approx. 20 ml.

With filter to prevent entry of mucus to users
mouth during suction.

Sterile and single use.
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Initial sterilisation method: Ethylene oxide gas or
Gamma radiation.

Instructions for use:

Sterile mucus extractor device used for aspirating
secretions or other liquids obstructing the pharynx
or airways.

The sterile suction tube device is introduced either
via the mouth, nose, through the channel of
endotracheal tube or tracheotomy tube.

The size has been chosen as being the most
commonly used.

Safety process:

The mucus extractor is for single use only.

When inserting a suction tube, use clean
techniques.

Collect and destroy by incineration in a controlled
environment.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use

One (1) mucus extractor in an individual sterilised
peel pack.

Secondary packaging: Protected unit.

One (1) box of 50 mucus extractors.

Symbols used according ISO 15223

CE mark

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE cert

Safety & product Standards:

Must comply with the following standards:

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems
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Environmental requirements:
Is recommended use other polymer not PVC

26

Gauze metric

Product description:

Dressing material used for holding a compress in
place or to cover or isolate a wound.

Material: Absorbent gauze, 100 % cotton.
Bleached, purified textile, plain weave.

Gauze bandage with selvage.

Non-elastic, non-adhesive, non-detectable by X-ray.
Thread count: Warp 12 threads / cm, weft 8 threads
/ cm.

Weight: Approx. 27.5g / m2.

Width: approx. 8 cm.

Length: approx. 400 cm.

Non-sterile.

Single use.

Instructions for use:

Dressing material used for holding a compress in
place or to cover or isolate a wound.

Gauze bandage with selvedge must be selected to
avoid remaining threads on wounds, burns etc.
The size has been chosen as being the most
commonly used.

Safety process:

The gauze bandage is for single use only.

Collect and destroy by incineration in a controlled
environment.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) gauze bandage in a plastic bag.
Secondary packaging: Protected unit.
Ten (10) gauze bandages in a plastic bag.
Symbols used according ISO 15223

CE mark

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE self-declaration.

Roll

4000
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ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE cert

Safety & product Standards:

Must comply with the following standards:

BS EN 14079:2003 Non-active medical devices.
Performance requirements and test methods for
absorbent cotton gauze and absorbent cotton and
viscose gauze

EN 13726-1:2002 Test methods for primary wound
dressings - Part 1: Aspects of absorbency

27 Urine Bag size 2000cc Bag 500
Product description:

Urine collection bag.

Medical grade plastic bag, capacity 2000ml, with
graduated scale every 100ml to allow proper
reading of the liquid contained in the bag and
reinforced eyelets for hanging.

Kink-resistant and transparent plastic inlet tube,
length +/- 90cm, with universal connector and
protective cap.

With outlet which permits bag to be emptied
without disconnecting.

Material:

Bag: polyvinyl chloride (PVC) or ethylene vinyl
acetate (EVA).

Tubing & connector/protective cap: polyvinyl
chloride (PVC)

Single-use

Non sterile

Instructions for use:

The 2-litre urine collecting bag is used for collecting
urine from a patient via a urinary (e.g. Foley)
catheter, which makes the bag part of a closed
system. The size has been chosen as being the most
commonly used.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Five (5) or Ten (10) urine bags in a plastic bag
Labelling on the primary packaging:

Name and/or trademark of the manufacturer.
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Manufacturer's product reference.

Type of product and main characteristics. If the
packaging is not transparent, it must bear a diagram
(preferably actual size) showing the essential parts
of the product and indicating the position of the
product in the packaging.

Lot number prefixed by the word "LOT" (or
equivalent harmonised symbol) if applicable.
Expiry date by year and month, prefixed by the
word "EXP"(or equivalent harmonised symbol) if
applicable.

Regulation & conformity requirements:

CE mark conforming to Medical Device Directive
93/42/EEC

CE Certificate ( class lla)

Manufacturer must have SO 13845:2003
certification covering this product

Classification:
93/42/EEC Class lla — CE certificate

Safety & product Standards:

Must comply with the following standards:

EN 1616:1997: Sterile urethral catheters for single
use

ISO 11607-1:2007 Packaging for terminally
sterilized medical devices - Part 1: Requirements for
materials, sterile barrier systems and packaging
systems

ISO 11607-2:2006 Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes.

Environmental requirements:
Latex free, it is recommended to use silicone

This Request for Quotation is open to those companies who are qualified can provide the requested products
and have legal capacity to deliver in the country, or through an authorized representative.

I.  About UNFPA
UNFPA, the United Nations Population Fund (UNFPA), is an international development agency that works to

deliver a world where every pregnancy is wanted, every child birth is safe and every young person’s potential
is fulfilled.
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UNFPA is the lead UN agency that expands the possibilities for women and young people to lead healthy
sexual and reproductive lives. To read more about UNFPA, please go to: UNFPA about us

Objective:

The objective of the RFQ is to identify a supplier who can provide UNFPA with all the above-mentioned
products. The selected vendor is expected to provide such products, based on specific Purchase Orders
submitted to the vendor.

. Questions
Questions or requests for further clarifications should be submitted in writing to the contact person below:

Name of contact person at UNFPA: Hamed Rabbani
Tel N¢: 0093 729 261 314
Email address of contact person: rabbani@unfpa.org

The deadline for submission of questions is 25 June 2020, 03:00 PM local time. Questions will answer in
writing and share with all parties as soon as possible after this deadline.

1l. Content of quotations
Quotations should be submitted soft copy through email and Quotations must contain:

a) Technical proposal, in response to the requirements outlined in the specifications should comply with:
e The bidder shall be required to quote for all items.
b) Price quotation to be submitted strictly in accordance with Price Quotation Form.

The company’s relevant authority must sign both parts of the quotation.

V. Instructions for submission
Proposals should be prepared based on the guidelines set forth in Section Il above, along with a properly
filled out and signed price quotation form, are to be sent through email to the email address below no later
than 02 July 2020, 10:00 am Kabul local time.

Name of contact person at UNFPA: Hamed Rabbani
Tel N2: 0093 729 261 314
Email address of contact person: rabbani@unfpa.org

e The following reference must be included on the email subject line: RFQ N2 UNFPA/KBL/RFQ/20/06.
Proposals that do not contain the correct reference number may be overlooked by the procurement
officer and therefore not considered.

Evaluation Criteria:
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Quotations will be evaluated based on the below evaluation criteria and only those companies will be going
for the evaluation process who meets the below criteria.

I. Company valid registration with the government or AISA
Il. Similar Past experience with UN and or other organizations
lll. Provide Official bank account details
IV. Certificate of analysis for each item (Please fill out the attached Questioner for medical
device/equipment.)
V. Delivery time
VI. UNGM Number is required

Companies meets the above technical criteria will further evaluate for the sample checking, sequentially
from the first lowest price.

V.  Overview of Evaluation Process
Quotations will be evaluated based on the compliance with the technical specifications and the total cost of
the goods (price quote) and will be further evaluated for the sample checking.

VI. Award
UNFPA shall award a Purchase Order to the lowest priced bidder whose bid has been determined to be
substantially compliant with the bidding documents.

VII. Right to Vary Requirements at Time of Award
UNFPA reserves the right at the time of award of Contract to increase or decrease by up to 20% the volume

of goods specified in this RFQ without any change in unit prices or other terms and conditions.

VIII. Payment Terms
UNFPA payment terms are net 30 days upon receipt of shipping documents, invoice and other

documentation required by the contract.

IX. Fraud and Corruption
UNFPA is committed to preventing, identifying, and addressing all acts of fraud against UNFPA, as well as

against third parties involved in UNFPA activities. UNFPA’s Policy regarding fraud and corruption is available
here: Fraud Policy. Submission of a proposal implies that the Bidder is aware of this policy.

Suppliers, their subsidiaries, agents, intermediaries and principals must cooperate with the UNFPA Office of

Audit and Investigations Services as well as with any other oversight entity authorized by the Executive
Director and with the UNFPA Ethics Advisor as and when required. Such cooperation shall include, but not
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be limited to, the following: access to all employees, representatives agents and assignees of the vendor; as
well as production of all documents requested, including financial records. Failure to fully cooperate with
investigations will be considered sufficient grounds to allow UNFPA to repudiate and terminate the
Agreement, and to debar and remove the supplier from UNFPA's list of registered suppliers.

A confidential Anti-Fraud Hotline is available to any Bidder to report suspicious fraudulent activities at UNFPA
Investigation Hotline.

X.  Zero Tolerance
UNFPA has adopted a zero-tolerance policy on gifts and hospitality. Suppliers are therefore requested not to
send gifts or offer hospitality to UNFPA personnel. Further details on this policy are available here: Zero
Tolerance Policy.

XI. RFQ Protest

Bidder(s) perceiving that they have been unjustly or unfairly treated in connection with a solicitation,
evaluation, or award of a contract may submit a complaint to the UNFPA Head of the Business Unit Ms. Naila
Akchurina at akchurina@unfpa.org Should the supplier be unsatisfied with the reply provided by the UNFPA
Head of the Business Unit, the supplier may contact the Chief, Procurement Services Branch at

procurement@unfpa.org.

Xil. Disclaimer
Should any of the links in this RFQ document be unavailable or inaccessible for any reason, bidders can

contact the Procurement Officer in charge of the procurement to request for them to share a PDF version of
such document(s).
PRICE QUOTATION FORM
RE-ADVERTISEMENT

Name of Bidder:

Date of the quotation: 22/06/2020
Request for quotation N9: UNFPA/KBL/RFQ/20/06
Currency of quotation: AFN

Validity of quotation:

(The quotation shall be valid for a period of
at least 3 months after the submission
deadline.)

Delivery Time:

UNGM Number:
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Airway, laryngeal mask, single use size 5 | each 150
(100mm)

Airway,Guedel,size00,ster,single use

Cannula IV 18G, with injection port, | each 800

green

Product description:

Sterile Intravenous (IV) cannula to be
introduced into a peripheral vein for
infusing fluids, administering IV drugs,
transfusing blood and blood products (for
adult use).

Material for trocar: Stainless steel
Material for cannula: PTFE (Poly Tetra
Fluoro Ethylene), FEP (Fluorinated
Ethylene Propylene), PUR (Polyurethane).
DEHP free

Size: 18G (1.3 x 45mm) green.

Flow rate approx. 80ml/min

Colour code/external diameter: Visible at
the base of cannula.

Cannula with fine and tapered walls,
perfectly adjusted to the needle.

Distal end: straight and tapering.
Proximal end base fitted with luer lock
connector, 2 grapping wings (butterfly),
standardized colour code depending on
the diameter.

Fitted with a lateral injection port.
Injection port fitted with silicone anti-
reflux valve, cap with colour code and
chimney of luer type.

Protecting cap.

Stopper fitted with a hydrophobic
membrane with micro-perforations to let
the air flow while stopping blood, male
luer connection.

Triple-bevelled trocar.

Transparent female luer base.
Components: Protecting cap, trocar,
cannula, stopper, injection port, Luer lock
(all parts fit together to form a unit).
Sterile and single use.
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Initial sterilisation method: Ethylene
oxide gas.

Instructions for use:
Sterile IV cannula to be introduced into a
peripheral vein for infusing fluids,
administering IV drugs, transfusing blood
and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when
inserting IV cannula.

IV cannula should not be left in situ for
more than 72 hours. It should be removed
immediately in case of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Classification:
Class lla- Medical Device Directive
93/42/EEC

Safety & product Standards:

Must comply with the following
standards:

ISO 10555-5:2013 Intravascular catheters
-- Sterile and single-use catheters -- Part
5: Over-needle peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994)
Conical fittings with a 6 % (Luer) taper for
syringes, needles and certain other
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medical equipment -- Part 1: General
requirements

ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 11607-2:2006  Packaging for
terminally sterilized medical devices - Part
2: Validation requirements for forming,
sealing and assembly processes

Cannula IV 20G, with injection port, with | Each 4000
wing, pink

Product description:

Sterile Intravenous (IV) cannula to be
introduced into a peripheral vein for
infusing fluids, administering IV drugs,
transfusing blood and blood products (for
adult and infant use).

Material for trocar: Stainless steel
Material for cannula: PTFE (Poly Tetra
Fluoro Ethylene), FEP (Fluorinated
Ethylene Propylene), PUR (Polyurethane).
DEHP free

Size: 20G (1 x 32mm) pink.

Flow rate approx. 55ml/min

Colour code/external diameter: Visible at
the base of cannula.

3 Cannula with fine and tapered walls,
perfectly adjusted to the needle.

Distal end: straight and tapering.
Proximal end base fitted with luer lock
connector, 2 grapping wings (butterfly),
standardized colour code depending on
the diameter.

Fitted with a lateral injection port.
Injection port fitted with silicone anti-
reflux valve, cap with colour code and
chimney of luer type.

Protecting cap.

Stopper fitted with a hydrophobic
membrane with micro-perforations to let
the air flow while stopping blood, male
luer connection.

Triple-bevelled trocar.

Transparent female luer base.
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Components: Protecting cap, trocar,
cannula, stopper, injection port, Luer lock
(all parts fit together to form a unit).
Sterile and single use.

Initial sterilisation method: Ethylene
oxide gas.

Instructions for use:
Sterile IV cannula to be introduced into a
peripheral vein for infusing fluids,
administering IV drugs, transfusing blood
and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when
inserting IV cannula.

IV cannula should not be left in situ for
more than 72 hours. It should be removed
immediately in case of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Classification:
Class lla- Medical Device Directive
93/42/EEC

Safety & product Standards:
Must comply with the following
standards:

UNFPA/AFG/Bids/Request for Quotation for Goods/RFQ/ RFQ Goods 34 of 61



United Nations Population Fund
Afghanistan Country Office
E-mail : rabbani@unfpa.org
Web site: www.unfpa.org

ISO 10555-5:2013 Intravascular catheters
-- Sterile and single-use catheters -- Part
5: Over-needle peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994)
Conical fittings with a 6 % (Luer) taper for
syringes, needles and certain other
medical equipment -- Part 1: General
requirements

ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 11607-2:2006 Packaging  for
terminally sterilized medical devices - Part
2: Validation requirements for forming,
sealing and assembly processes

Cannula IV 22G, with injection port, with | Each 4000
wing, blue

Product description:

Sterile Intravenous (IV) cannula to be
introduced into a peripheral vein for
infusing fluids, administering IV drugs,
transfusing blood and blood products (for
infant and children use).

Material for trocar: Stainless steel
Material for cannula: PTFE (Poly Tetra
Fluoro Ethylene), FEP (Fluorinated
Ethylene Propylene), PUR (Polyurethane).
DEHP free

Size: 22G (0.90 x 25mm) blue.

Flow rate approx. 33ml/min

4 Colour code/external diameter: Visible at
the base of cannula.

Cannula with fine and tapered walls,
perfectly adjusted to the needle.

Distal end: straight and tapering.
Proximal end base fitted with luer lock
connector, 2 grapping wings (butterfly),
standardized colour code depending on
the diameter.

Fitted with a lateral injection port.
Injection port fitted with silicone anti-
reflux valve, cap with colour code and
chimney of luer type.

Protecting cap.

Stopper fitted with a hydrophobic
membrane with micro-perforations to let
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the air flow while stopping blood, male
luer connection.

Triple-bevelled trocar.

Transparent female luer base.
Components: Protecting cap, trocar,
cannula, stopper, injection port, Luer lock
(all parts fit together to form a unit).
Sterile and single use.

Initial sterilisation method: Ethylene
oxide gas.

Instructions for use:
Sterile IV cannula to be introduced into a
peripheral vein for infusing fluids,
administering IV drugs, transfusing blood
and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when
inserting IV cannula.

IV cannula should not be left in situ for
more than 72 hours. It should be removed
immediately in case of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Classification:

Class lla- Medical Device Directive
93/42/EEC

Safety & product Standards:
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Must comply with the following
standards:

ISO 10555-5:2013 Intravascular catheters
-- Sterile and single-use catheters -- Part
5: Over-needle peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994)
Conical fittings with a 6 % (Luer) taper for
syringes, needles and certain other
medical equipment -- Part 1: General
requirements

ISO 11607-1:2007 Packaging  for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 11607-2:2006 Packaging  for
terminally sterilized medical devices - Part
2: Validation requirements for forming,
sealing and assembly processes

Cannula IV 24G, with injection port, with | Each 5000
wing, yellow

Product description:

Sterile Intravenous (IV) cannula to be
introduced into a peripheral vein for
infusing fluids, administering IV drugs,
transfusing blood and blood products (for
children and neonatal use).

Material for trocar: Stainless steel
Material for cannula: PTFE (Poly Tetra
Fluoro Ethylene), FEP (Fluorinated
Ethylene Propylene), PUR (Polyurethane).
DEHP free

Size: 24G (0.70 x 19mm) yellow.

5 Flow rate approx. 20ml/min

Colour code/external diameter: Visible at
the base of cannula.

Cannula with fine and tapered walls,
perfectly adjusted to the needle.

Distal end: straight and tapering.
Proximal end base fitted with luer lock
connector, 2 grapping wings (butterfly),
standardized colour code depending on
the diameter.

Fitted with a lateral injection port.
Injection port fitted with silicone anti-
reflux valve, cap with colour code and
chimney of luer type.

Protecting cap.
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Stopper fitted with a hydrophobic
membrane with micro-perforations to let
the air flow while stopping blood, male
luer connection.

Triple-bevelled trocar.

Transparent female luer base.
Components: Protecting cap, trocar,
cannula, stopper, injection port, Luer lock
(all parts fit together to form a unit).
Sterile and single use.

Initial sterilisation method: Ethylene
oxide gas.

Instructions for use:
Sterile IV cannula to be introduced into a
peripheral vein for infusing fluids,
administering IV drugs, transfusing blood
and blood products.

Safety process:

IV cannula is for single use only.

Rules of asepsis must be followed when
inserting IV cannula.

IV cannula should not be left in situ for
more than 72 hours. It should be removed
immediately in case of infection sign.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) IV cannula in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of 50 IV cannulas.

Symbols used according ISO 15223

CE Mark and Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Classification:
Class lla- Medical Device Directive
93/42/EEC
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Safety & product Standards:

Must comply with the following
standards:

ISO 10555-5:2013 Intravascular catheters
-- Sterile and single-use catheters -- Part
5: Over-needle peripheral catheters

ISO 594-1:1986 (BS EN 20594-1:1994)
Conical fittings with a 6 % (Luer) taper for
syringes, needles and certain other
medical equipment -- Part 1: General
requirements

ISO 11607-1:2007 Packaging  for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 11607-2:2006 Packaging  for
terminally sterilized medical devices - Part
2: Validation requirements for forming,
sealing and assembly processes

Catheter, urinary, Foley, latex silicone | Each 5000
coated, balloon, sterile, single use, CH 16
(FR 16)

Product description:

Female metal catheter to be inserted
through the urethra.

Material stainless steel that can be
sterilized.

Silver plated finish.

Length: 16cm

Instructions for use:
Instrument used in fistula repair surgery.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:
Symbols used according ISO 15223

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
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93/42/EEC Class | — Self declaration / CE
cert

Safety & product Standards:

Must comply with the following
standards:

EN 1618:1997 Catheters other than
intravascular catheters - Test methods for
common properties

Cotton, wool, absorbant, roll, 500 g Roll 500
Product description:

Dressing material with high absorption
used for cleaning wounds.

Surgical quality 100% cotton.

Material: 100 % surgical hydrophilic
cotton, which has been carefully purified,
bleached, and carded.

Roll of 500 gram net weight.

Not pre-cut.

Non-sterile cotton wool: can also be used
in sterile condition (after steam
sterilisation).

Single use.

Instructions for use:

Dressing material with high absorption
used for cleaning wounds.

Non-sterile cotton wool: can also be used
in sterile condition (after steam
sterilisation).

The size has been chosen as being the
most commonly used.

Safety process:

The cotton wool is for single use only.
Collect and destroy by incineration in a
controlled environment.

Instructions for use:

Dressing material with high absorption
used for cleaning wounds.

Non-sterile cotton wool: can also be used
in sterile condition (after steam
sterilisation).

The size has been chosen as being the
most commonly used.
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Safety process:

The cotton wool is for single use only.
Collect and destroy by incineration in a
controlled environment.

Supplied with:
Manufacturer's instruction for use

Packaging and labelling:
One (1) roll of cotton wool in a plastic bag
Symbols used according ISO 15223

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE
cert

Safety & product Standards:
Must comply with the following
standards:

Drain, T-Tube size 14 Each 250
Tube,suction,CH14,L50cm,ster,disp
8 Tube, suction, CH14, length 50 cm, sterile,
disposable
9 C.T.G Patch, adult size, pack of 50 E)E?g)k of 500
10 ECG Patch, adult size, pack of 50 (Péig)k of 100
Face mask, oxygen, non-rebreather (NRB) | Each 60
11 plastic,c adult (Resuscitator, hand-
operated, adult, set
Face mask, oxygen, non-rebreather (NRB) | Each 60
12 plastic, (child Resuscitator,hand-
oper.,child,set)
IV Cannula adhesive dressing, single use, | Roll 4000
sterile
Product description:
13 Sterile, peel pack, rectangular shaped,

Each plaster individually wrapped

Elastic fabric, strong adhesion,
hypoallergenic adhesive

Waterproof
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With or without ventilation holes

14

IV infusion set with chamber 100cc,
single use, sterile

Product description:

A collection of sterile devices designed to
conduct fluids from an intravenous (IV)
fluid container to a patient's venous
system; used for gravitational intravenous
administration.

Materials: The material components must
not modify the properties of the fluids or
solutions passing through the infusion set.
DEHP free. Tube: plastic (PVC: polyvinyl
chloride). Transparent (allowing the
detection of air bubbles). Resistant to
kinking.

Length is approximately 150cm (overall IV
giving set length approximately 170cm).
Internal / external diameter s
approximately 3mm / 4mm.

Plastic Perforator: plastic ABS
(Acrylonitrile Butadiene Styrene), POM
(polyacetal), polystirole.

Hollow device located at the proximal end
of the infusion set allowing it to be
connected to the infusion bottle or bag.
Composed of a tapering

tube mounted on a base ensuring a good
seal between the set and the infusion
bottle or bag.

Fitted with a protecting cap.

Air inlet: plastic (ABS: acrylonitrile
butadiene styrene)

Incorporated into the perforator. Fitted
with an air filter (bacteriological filter).

Drop-counting chamber:

Materials: medical-grade PVC and
polypropylene.  Transparent, supple,
compressible bag with calibrated tube
(upper end) providing even drop
formation: 20 drops of £1ml.

- Bacterial filter 15-20um (chamber, lower
end) designed to retain particles.

Each

4000
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Flow regulator: plastic (ABS: acrylonitrile
butadiene styrene).

Ensures the flow regularity during the IV
administration. (Clamp to control
administration speed/volume)

Injection portal: plastic (ABS: acrylonitrile
butadiene styrene)+ synthetic rubber.
Allows introducing precise volume of
injectable medicines into the infusion
flow.

Terminal connection (stopper): plastic
(ABS: acrylonitrile butadiene styrene).

With Luer lock connector. With 18 G
stainless steel needle (sterile, single use)

Includes expiration date

Sterile and single use.

Initial sterilization method: Ethylene
oxide gas/Gamma irradiation.

Instructions for use:

Sterile item, wused for parenteral
administration of injectable preparations.
Sterile infusion giving set with graduated
chamber enabling a slow intravenous
administration of a precise volume of
infusion or injectable drug over a given
time. It is to be connected between the
infusion and the intravenous catheter.

An infusion giving set should not be left in
situ for more than 72 hours.

Not for use with blood or blood products.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) Infusion giving set in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of X Infusion giving set units.
Symbols used according ISO 15223

CE mark with Notified Body number
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Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Classification:
Class lla- Medical Device Directive
93/42/EEC

Safety & product Standards:

Must comply with the following
standards:

ISO 11607-1:2007 Packaging  for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 8536-4-2013: Infusion equipment for
medical use - Part 4: Infusion sets for
single use, gravity feed

Environmental requirements:
Use of other polymer instead of PVC

15

Needle, spinal, single use, sterile, 22G
Product description:

Sterile spinal needle that can be
introduced into the sub-arachnoid space
to withdraw cerebrospinal fluid (CSF) for
diagnosis purpose, or for injecting local
anaesthetic into the CSF for spinal
anaesthesia (surgical purpose).

Quincke bevel spinal needle.

Transparent hub, to allow easy
visualization of cerebrospinal fluid (CSF).
Needle core hub with lock to keep the
surface of needle bevel joint well.

Colour code/external diameter: Visible at
the base of the spinal needle.

External diameter expressed in Gauge and
mm.

Length expressed in mm.

Components: Needle, stylet and sheath.
Material: Stainless steel needle and stylet
without silicone. Clear ridged
polycarbonate hub. Protective plastic
sheath.

Size selected: 22G (0.70 x 90mm) black,
for spinal anaesthesia, adults.

Each

1250
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Sterile and single use.
Initial sterilisation method: Ethylene
oxide gas.

Instructions for use:

Sterile spinal needle that can be
introduced into the sub-arachnoid space
to withdraw cerebrospinal fluid (CSF) for
diagnosis purpose, or for injecting local
anaesthetic into the CSF for spinal
anaesthesia (surgical purpose).

Must be used by qualified personnel only.

Safety process:

The spinal needle is for single use only.
Strict rules of asepsis must be followed
when inserting spinal needle.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) spinal needle in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of 50 spinal needles.
Symbols used according ISO 15223

CE mark with Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class Ill) + CE Dossier
Design certificate

Classification:
93/42/EEC Class Il — CE certificate

Safety & product Standards:

Must comply with the following
standards:

ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
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Environmentally requirements:
Use of other polymer instead of PVC

16

Needle, spinal, single use, sterile, 25G
Product description:

Needle, spinal, 25G (0.53 x 90mm)
disposable, sterile.

Quincke bevel spinal needle.

Transparent hub, to allow easy
visualization of cerebrospinal fluid (CSF).
Needle core hub with lock to keep the
surface of needle bevel joint well.
External diameter expressed in Gauge and
mm.

Length expressed in mmColour
code/external diameter: Visible at the
base of the spinal needle.

Components: Needle, stylet and sheath.
Material:

Stainless steel needle and stylet without
silicone.

Clear ridged polycarbonate hub.
Protective plastic sheath.

Size selected: 25G (0.53 x 90mm) .
Disposable.

Sterile.

Initial sterilisation method: Ethylene
oxide gas.

Instructions for use:

Sterile spinal needle that can be
introduced into the sub-arachnoid space
to withdraw cerebrospinal fluid (CSF) for
diagnosis purpose, or for injecting local
anaesthetic into the CSF for spinal
anaesthesia (surgical purpose).

Must be used by qualified personnel only.

Safety process:

The spinal needle is for single use only.
Strict rules of asepsis must be followed
when inserting spinal needle.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:
Primary packaging: Unit of use.

Each

1250
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One (1) spinal needle in an individual
sterilised peel pack.

Secondary packaging: Protected unit.
One (1) box of 25 spinal needles.
Symbols used according ISO 15223

CE mark with Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class Ill) + CE Dossier
Design certificate

Classification:
93/42/EEC Class Il — CE certificate

Safety & product Standards:

Must comply with the following
standards:

ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems

Environmental requirements:
Use of other polymer instead of PVC

17 | Povidone 450 cc 10% Bottle 1000

Plaster adhesive,5*5 ¢ Roll 1000
Product description:

Components: Aerated and perforated
textile strip impregnated with adhesive
High cutaneous tolerance.

Non-stretch.

Can be torn by hand.

Impermeable to water.

Must adhere strongly when applied to the
skin, but can be removed without causing
significant lesions.

Material: Textile strip: woven acetate
taffeta.

Adhesive: mixture of rubber, resins and
lanolin.

Traditionally incorporates zinc oxide
Colour: White or flesh coloured.

Length: approximately 5m.

Width: approximately 2 - 2.5cm.
Non-sterile and single use.

18
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Instructions for use:

Adhesive tape used for fixing dressings
and appliances to the skin.

Zinc oxide tape has been selected because
it is inexpensive.

Woven adhesive tape, as the Micropore
type, is very difficult to stick without
ether.

The quality is difficult to judge and the
adhesive can deteriorate seriously under
exposure to heat and dampness.

Make sure the storage conditions are
observed, so as to obtain maximum use of
the item and avoid waste.

The size has been chosen as being the
most commonly used.

Tape adhesive zinc oxide, 2.5cm x 5m, for
basic and small wound dressing.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) adhesive tape in a plastic bag.
Secondary packaging: Protected unit.
Ten (10) adhesive tapes in a box.
Symbols used according ISO 15223

CE Mark

Regulation & conformity requirements:
CE mark in conformity with Council
Directive 93/42/EEC on Medical Devices.

Classification:
93/42/EEC Class | — Self declaration / CE
cert

Safety & product Standards:
Must comply with the following
standards:

Surgical blade, single use, sterile, size 22 | Each 4000
Product description:

Basic cutting instrument used for surgical
incisions.

19
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Surgical blade (no. 15) for use in minor
surgery with standard scalpel handle
no.3.

Material: Martensitic stainless steel
(quenched, magnetic steel) composition:
0.40% carbon; 14% chromium

Hardness: 50 HRC to 58 HRC.

Sterile and single use.

Supplied with:
Manufacturer's instruction for use.

Accessories/Spare parts/Consumables:
Scalpel handle, no.3.

Instructions for use:

To expose the vaginal cavity

The surgical blade is single use only. Use
aseptic techniques.

Wear gloves, always apply and remove
the blade from the scalpel handle with
forceps. Put the used blades into a sealed
container to prevent injuries.

After use, collect and destroy the sealed
containers by incineration in a controlled
environment.

Avoid storage at extreme temperatures
and humidity levels.

Check the integrity of each unit before
use.

Single use material, supplied in sterile
packaging, may only be used if packaging
is undamaged.

Packaging & Labelling:

Individually wrapped in a reinforced
laminated foil peel pack, sterile, single-
use.

Labelling:

Product name, size, reference number,
expiry date, lot number, sterilization
method, single-use, manufacturer's name
and address, and CE mark and reference
number of notifying body. Must be
multilingual: English, French and Spanish,
others when available.
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Protective packaging:

Box of 100 units, cardboard, labelling is
the same as unit presentation with total
quantity.

Symbols used according ISO 15223

CE Mark with Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive (MDD) 93/42/EEC

CE certificate ( for class lla with Notified
body number)

Classification:
Class lla (MDD 93/42/EEC)

Safety & product Standards:

Must comply with following standards
ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 11607-2:2006  Packaging for
terminally sterilized medical devices - Part
2: Validation requirements for forming,
sealing and assembly processes (ISO
11607-2:2006)

ISO 7153-1:1991 Surgical instruments --
Metallic materials -- Part 1: Stainless steel
ISO 13402:1995 Surgical and dental hand
instruments --  Determination  of
resistance against autoclaving, corrosion
and thermal exposure.

EN 27740/ 1SO 7740: Scalpels with
detachable blades Fitting dimensions

20

Syringe, single use, sterile 10cc, with
needle 22 G

Product description:

Syringe, two pieces: barrel with Luer
nozzle and piston or three pieces barrel
with luer nozzle, piston and stopper.
Capacity: 10ml

Graduated scale on the barrel, with scale
interval of 0.5 and 1.0ml increment
between graduation lines to be
numbered. Barrel sufficiently transparent

Each

4000
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to allow easy measurement of the volume
contained in the syringe and detection of
air bubbles.

The Luer nozzle shall be situated centrally.
Material: Polyethylene  (PEF) or
polypropylene (PP).

Size selected: 21G (0.80 x 38-40 mm).
Needle with base (conical Luer type
fitting) and protecting cap

Material: Needle: stainless steel; base and
protecting cap: plastic.

Sterile and disposable.

Sterilization method: ethylene oxide.

Instructions for use:

Injection safety:

The syringe is sterile, ready for immediate
use and is for single use ONLY.

Check the integrity of the packaging
before opening.

Do not use the syringe if the packaging is
not sealed or is pierced.

NEVER recap the needle after use and
IMMEDIATELY dispose of the mounted
syringe and needle into a puncture-proof
safety container.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: each syringe and
needle bi-packed in an individual
sterilized peel-off pack made of paper
and/or plastic.

Secondary packaging: Protective
packaging - 1 carton of 100 bi-packed
syringes with needles.

Symbols used according ISO 15223

CE Mark with Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Safety & product Standards:
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Must comply with the following
standards:

ISO 13485:2003 Medical devices -- Quality
management systems -- Requirements for
regulatory purposes

ISO 10993-1:2009 Biological evaluation of
medical devices - Part 1: Evaluation and
testing within a risk management process
ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
EN 20594-1:1994, 1SO 594-1:1986

EN ISO 7886-1:1997

Product and packaging complies with
WHO PQS EO8.

Environmental requirements:
Polymer not PVC

21

Syringe, single use, sterile 5cc, with
needle 24 G

Product description:

Syringe, two pieces: barrel with Luer
nozzle and piston or three pieces barrel
with luer nozzle, piston and stopper.
Capacity: 5ml

Graduated scale on the barrel, with scale
interval of 0.2 and 1.0ml increment
between graduation lines to be
numbered. Barrel sufficiently transparent
to allow easy measurement of the volume
contained in the syringe and detection of
air bubbles.

The Luer nozzle shall be situated centrally.
Material: Polyethylene  (PEF) or
polypropylene (PP).

Size selected: 21G (0.80 x 38-40 mm).
Needle with base (conical Luer type
fitting) and protecting cap.

Material: Needle: stainless steel; base and
protecting cap: plastic.

Sterile and disposable.

Sterilization method: ethylene oxide.

Instructions for use:
Injection safety:

Each

4000
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The syringe is sterile, ready for immediate
use and is for single use ONLY.

Check the integrity of the packaging
before opening.

Do not use the syringe if the packaging is
not sealed or is pierced.

NEVER recap the needle after use and
IMMEDIATELY dispose of the mounted
syringe and needle into a puncture-proof
safety container.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: each syringe and
needle bi-packed in an individual
sterilized peel-off pack made of paper
and/or plastic.

Secondary packaging: Protective
packaging - 1 carton of 100 bi-packed
syringes with needles.

Symbols used according ISO 15223

CE Mark with Notified Body number

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Safety & product Standards:

Must comply with the following
standards:

ISO 13485:2003 Medical devices -- Quality
management systems -- Requirements for
regulatory purposes

ISO 10993-1:2009 Biological evaluation of
medical devices - Part 1: Evaluation and
testing within a risk management process
ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
EN 20594-1:1994, ISO 594-1:1986

EN ISO 7886-1:1997

Product and packaging complies with
WHO PQS EO08.
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Environmental requirements:
Polymer not PVC

22

Tape, autoclave indicator, roll 12mm x
50m

Roll

500

23

Thermometer, digital

Product description:

Electronic device (without mercury) to
measure the body temperature of
children and adults in Celsius degrees.
Safe to use, no glass, no mercury.

Digital thermometer Celsius scale.

Liquid crystal display (LCD), easy to read.
Measurement range: 32°Cto 43°C
Accuracy: +/- 0.1°C between 35°C to 41°C
Measurement time: 30 to 40 seconds.
Long-life battery: minimum 200 hours
(about 1000 measurements).

Automatic shut-off after some minutes.
Beep sound and switch off.

Water proof for ease of cleaning
Resistant to chlorine ("high level"
disinfection).

Operating ambient temperature: from
+102 Cto 352 C

Battery powered.

Low battery indicator.

Supplied with battery.

Supplied with clear instructions for
use/preventive maintenance.

Instructions for use:

To measure temperature of children and
adults.

It is recommended to follow the
manufacturer's instructions for use /
preventive maintenance.

Packaging and labelling:

One (1) thermometer in storage case with
manufacturer's instruction for use in
English, French and Spanish.

Symbols used according ISO 15223

CE mark with Notified Body number

Accessories/ spare parts/consumables:
Pack of batteries

Each

100

UNFPA/AFG/Bids/Request for Quotation for Goods/RFQ/ RFQ Goods

54 of 61



United Nations Population Fund
Afghanistan Country Office
E-mail : rabbani@unfpa.org
Web site: www.unfpa.org

Regulation & conformity requirements:
CE mark conforming to Council Directive
93/42/EEC on Medical Devices

CE certificate ( for Class Im with Notified
Body number)

Classification:
Class Im — Class | measure (Devices with a
measuring function ,MDD 93/42/EEC)

Safety & product Standards:

Must comply with following standards:
ISO 13485: 2003

EN 12470-3:2000+A1:2009 Clinical
thermometers - Part 3: Performance of
compact electrical thermometers (non-
predictive and predictive) with maximum
device

ISO 80601-2-56:2009. Medical electrical
equipment -- Part 2-56: Particular
requirements for basic safety and
essential performance of clinical
thermometers for body temperature
measurement.

IEC 60601-1:2012 Medical electrical
equipment - Part 1: General requirements
for basic safety and essential

performance

IEC 60601-1-1:2000 Medical electrical
equipment - Part 1-1: General
requirements for safety - Collateral

standard: Safety requirements for
medical electrical systems
IEC 60601-1-2:2007 Medical electrical

equipment - Part 1-2: General
requirements for basic safety and
essential performance - Collateral

standard: Electromagnetic compatibility -
Requirements and tests

Environmental requirements:

Material of batteries environmental
friendly

Not use of PVC

24

Tube, endotracheal, with cuff, red
rubber, reusable, 7.0mm

Each

500
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Tube,endotrach,7,w/cuff,ster,disp

25

Infant Mucus Extractor

Product description:

Sterile mucus extractor device used for
aspirating secretions or other liquids
obstructing the pharynx or airways
pharynx in newborn babies to ensure free
respiration.

Transparent  container to  permit
immediate visual examination of the
mucus.

Catheter, size selected: CH12, with open
end smooth round tip for trauma free
insertion, distal end with conical tip.
Single chamber container, plastic
Capacity: approx. 20 ml.

With filter to prevent entry of mucus to
users mouth during suction.

Sterile and single use.

Initial sterilisation method: Ethylene
oxide gas or Gamma radiation.

Instructions for use:

Sterile mucus extractor device used for
aspirating secretions or other liquids
obstructing the pharynx or airways.

The sterile suction tube device is
introduced either via the mouth, nose,
through the channel of endotracheal tube
or tracheotomy tube.

The size has been chosen as being the
most commonly used.

Safety process:

The mucus extractor is for single use only.
When inserting a suction tube, use clean
techniques.

Collect and destroy by incineration in a
controlled environment.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use

One (1) mucus extractor in an individual
sterilised peel pack.

Each

500

UNFPA/AFG/Bids/Request for Quotation for Goods/RFQ/ RFQ Goods

56 of 61



United Nations Population Fund
Afghanistan Country Office
E-mail : rabbani@unfpa.org
Web site: www.unfpa.org

Secondary packaging: Protected unit.
One (1) box of 50 mucus extractors.
Symbols used according ISO 15223
CE mark

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE
cert

Safety & product Standards:

Must comply with the following
standards:

ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems

Environmental requirements:
Is recommended use other polymer not
PVC

Gauze metric Roll 4000
Product description:

Dressing material used for holding a
compress in place or to cover or isolate a
wound.

Material: Absorbent gauze, 100 % cotton.
Bleached, purified textile, plain weave.
Gauze bandage with selvage.

Non-elastic, non-adhesive, non-
26 detectable by X-ray.

Thread count: Warp 12 threads / cm, weft
8 threads / cm.

Weight: Approx. 27.5g / m2.

Width: approx. 8 cm.

Length: approx. 400 cm.

Non-sterile.

Single use.

Instructions for use:
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Dressing material used for holding a
compress in place or to cover or isolate a
wound.

Gauze bandage with selvedge must be
selected to avoid remaining threads on
wounds, burns etc.

The size has been chosen as being the
most commonly used.

Safety process:

The gauze bandage is for single use only.
Collect and destroy by incineration in a
controlled environment.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Primary packaging: Unit of use.

One (1) gauze bandage in a plastic bag.
Secondary packaging: Protected unit.
Ten (10) gauze bandages in a plastic bag.
Symbols used according ISO 15223

CE mark

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE self-declaration.

ISO 13845:2003 certified

Classification:
93/42/EEC Class | — Self declaration / CE
cert

Safety & product Standards:

Must comply with the following
standards:

BS EN 14079:2003 Non-active medical
devices. Performance requirements and
test methods for absorbent cotton gauze
and absorbent cotton and viscose gauze
EN 13726-1:2002 Test methods for
primary wound dressings - Part 1: Aspects
of absorbency

27

Urine Bag size 2000cc
Product description:

Bag

500
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Urine collection bag.

Medical grade plastic bag, capacity
2000ml, with graduated scale every
100ml to allow proper reading of the
liquid contained in the bag and reinforced
eyelets for hanging.

Kink-resistant and transparent plastic
inlet tube, length +/- 90cm, with universal
connector and protective cap.

With outlet which permits bag to be
emptied without disconnecting.

Material:

Bag: polyvinyl chloride (PVC) or ethylene
vinyl acetate (EVA).

Tubing & connector/protective cap:
polyvinyl chloride (PVC)

Single-use

Non sterile

Instructions for use:

The 2-litre urine collecting bag is used for
collecting urine from a patient via a
urinary (e.g. Foley) catheter, which makes
the bag part of a closed system. The size
has been chosen as being the most
commonly used.

Supplied with:
Manufacturer's instruction for use.

Packaging and labelling:

Five (5) or Ten (10) urine bags in a plastic
bag

Labelling on the primary packaging:
Name and/or trademark of the
manufacturer.

Manufacturer's product reference.

Type of product and main characteristics.
If the packaging is not transparent, it must
bear a diagram (preferably actual size)
showing the essential parts of the product
and indicating the position of the product
in the packaging.

Lot number prefixed by the word "LOT"
(or equivalent harmonised symbol) if
applicable.
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Expiry date by year and month, prefixed
by the word "EXP"(or equivalent
harmonised symbol) if applicable.

Regulation & conformity requirements:
CE mark conforming to Medical Device
Directive 93/42/EEC

CE Certificate ( class lla)

Manufacturer must have 1SO 13845:2003
certification covering this product

Classification:
93/42/EEC Class lla — CE certificate

Safety & product Standards:

Must comply with the following
standards:

EN 1616:1997: Sterile urethral catheters
for single use

ISO 11607-1:2007  Packaging for
terminally sterilized medical devices - Part
1: Requirements for materials, sterile
barrier systems and packaging systems
ISO 11607-2:2006  Packaging for
terminally sterilized medical devices - Part
2: Validation requirements for forming,
sealing and assembly processes.

Environmental requirements:
Latex free, it is recommended to use
silicone

Vendor’s Comments:

| hereby certify that the company mentioned above, which | am duly authorized to sign for, has reviewed
RFQ UNFPA/KBL/RFQ/20/06 including all annexes, amendments to the RFQ document (if applicable) and the
responses provided by UNFPA on clarification questions from the prospective service providers. Further, the
company accepts the General Conditions of Contract for UNFPA and we will abide by this quotation until it
expires.

Click here to enter a
date.
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Name and title
Contact Number
Email Address
Company Address

ANNEX I:
General Conditions of Contracts:
De Minimis Contracts

This Request for Quotation is subject to UNFPA’s General Conditions of Contract: De Minimis
Contracts, which are available in: English, Spanish and French
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