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COMMODITY

Gloves,

examina t ion, non-st e rile

Mask, surgica l – hea lt h 

ca re  worke r

Mask, surgica l – pa t ient
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Disease Commodity Packages Operat ional Support & Logist ics
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Gloves, examina t ion, nit r ile , powde r-free , non-st e rile , single -use

Gloves should have  long cuffs, re aching we ll above  t he  wrist , idea lly t o mid-forea rm. S ize s: 

sma ll, medium, la rge

• EU MDD Direc t ive  93/ 42/ EEC Ca t egory III

• EU P P E Regula t ion 2016/ 425 Ca t egory III

• EN 455

• EN 374

• ANS I/ IS EA 105

• AS TM D6319

S urgica l mask, good brea t habilit y, int e rna l and ext e rna l fa ce s should be  c lea rly ident if ied Type  II 

or  highe r.

• EU MDD Direc t ive  93/ 42/ EEC Ca t egory III or  equiva lent ,

• EN 14683 Type  II, IR, IIR

• AS TM F2100 minimum Leve l 1 or equiva lent .

S urgica l mask, good brea t habilit y, int e rna l and ext e rna l fa ce s should be  c lea rly ident if ied Type  I. • EN 14683 any t ype  inc luding Type  I

• AS TM F2100 any leve l or  equiva lent

INTERVENTION TECHNICAL DESCRIPTION



COMMODITY

Glove s,

e xa mina t ion, non-st e rile

Fa c e  shie ld

P a rt ic ula t e  re spira t or , 

gra de  N95 or highe r.

Ma sk, surgic a l – he a lt h 

c a re  worke r.

Ma sk, surgic a l – pa t ie nt

S c rubs, t ops

S c rubs, pa nt s

Apron, he a vy dut y

Gown

Glove s, c le a ning

Out e r  glove  should ha ve  long c uffs, re a c hing we ll a bove  t he  wrist , ide a lly t o mid-fore a rm, 

Minimum 280 mm t ot a l le ngt h

S iz e s: sma ll, me dium, la rge  Re usa ble

P unc t ure -re sist a nt , FDA c omplia nt

Tunic / t ops, wove n, sc rubs, re usa ble  or  single -use , short -sle e ve d ( t unic / t ops) , worn unde rne a t h t he  c ove ra lls or  gown

Trouse r/ pa nt s, wove n, sc rubs, re usa ble  or  single -use , worn unde rne a t h t he  c ove ra lls or  gown

S t ra ight  a pron wit h bib,

Fa bric : 100% polye st e r  wit h P VC c oa t ing, or  100% P VC, or  100% rubbe r, or  ot he r  f luid-re sist a nt  

c oa t e d ma t e ria l.

Wa t e rproof, se wn st ra p for  ne c k a nd ba c k fa st e ning Minimum we ight : 300 g/ m2

Cove ring siz e : 7090 c m (widt h) x 120–150 c m (he ight )

Re usa ble  (provide d a ppropria t e  a rra nge me nt s for  de c ont a mina t ion a re  in pla c e )

• EN IS O 13688

• EN 14126-B a nd pa rt ia l prot e c t ion (EN 13034 or EN 14605)

• EN 343 for  wa t e r  a nd bre a t ha bilit y or  e quiva le nt

S ingle -use , le ngt h mid-c a lf .

• EU P P E Re gula t ion 2016/ 425 a nd EU MDD Dire c t ive  

93/ 42/ EEC

• FDA Cla ss I or  II me dic a l de vic e , or  e quiva le nt

• EN 13795 a ny pe rforma nc e  le ve l, or

• AAMI P B70 a ll le ve ls a c c e pt a ble , or  e quiva le nt
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Glove s, e xa mina t ion, nit r ile , powde r-fre e , non-st e rile , single -use

Glove s should ha ve  long c uffs, re a c hing we ll a bove  t he  wrist , ide a lly t o mid-fore a rm S iz e s: sma ll, 

me dium, la rge

• EU MDD Dire c t ive  93/ 42/ EEC Ca t e gory III

• EU P P E Re gula t ion 2016/ 425 Ca t e gory III

• EN 455

• EN 374

• ANS I/ IS EA 105,

• AS TM D6319,

or e quiva le ntMa de  of  c le a r  pla st ic  a nd providing good visibilit y t o bot h t he  we a re r  a nd t he  pa t ie nt   Adjust a ble  

ba nd t o a t t a c h f irmly a round t he  he a d a nd f it  snuggly a ga inst  t he  fore he a d, fog-re sist a nt  

(pre fe ra ble ) . Comple t e ly c ove rs t he  side s a nd le ngt h of  t he  fa c e . Ma y be  re -usa ble  (ma de  of  

robust  ma t e ria l whic h c a n be  c le a ne d a nd disinfe c t e d) or  disposa ble .

• EU P P E Re gula t ion 2016/ 425

• EN 166

• ANS I/ IS EA Z87.1 or  e quiva le nt

N95 or FFP 2 re spira t or , or  highe r

Good bre a t ha bilit y wit h a  de sign t ha t  doe s not  c olla pse  a ga inst  t he  mout h (e .g. duc kbill, c up- 

sha pe d).

• Minimum "N95" re spira t or  a c c ording t o FDA Cla ss II, unde r 

21 CFR 878.4040, a nd CDC NIOS H, or

• Minimum "FFP 2 a c c ording t o EN 149, EU P P E

• Re gula t ion 2016/ 425 Ca t e gory III, or  e quiva le nt

S urgic a l ma sk, good bre a t ha bilit y; int e rna l a nd e xt e rna l fa c e s should be  c le a rly ide nt if ie d Type  II 

or  highe r.

• EU MDD Dire c t ive  93/ 42/ EEC Ca t e gory III or  e quiva le nt

• EN 14683 Type  II, IR, IIIR

• AS TM F2100 minimum le ve l 1 or  e quiva le nt

S urgic a l ma sk, good bre a t ha bilit y; int e rna l a nd e xt e rna l fa c e s should be  c le a rly ide nt if ie d Type  I. • EN 14683 a ny t ype  inc luding Type  I

• AS TM F2100 minimum le ve l 1 or  e quiva le nt

INTERVENTION TECHNICAL DESCRIPTION



Classifications:

Association for the Advancement of 
Medical Instrumentation® (AAMI)



Gowns and Aprons:

Fluid Resistant

Disposable

Sterile

Non-Sterile

Level - 1

Level - 2

Level - 3

Level - 4
Special Conditions:

• All items MUST have product specification sheet

• All items Must have SOP to use and to dispose.

• All items Must be individually packaged;

• All items Must be latex free (surgical or no-surgical);

• All surgical items Must be supplied Sterile;

• All Sterile items Must be packaged in a Sterile facilities.



ANSI/AAMI

PB70 Barrier

Performance

Fluid 
Amount

Fluid Spray 
or Splash

Pressure 
on Gown 
or Drape

Examples of Procedures with 

Anticipated Exposure Risks

Level 1 Minimal Minimal Minimal Minimum risk, to be used, for example, during basic care, standard isolation, cover 
gown for visitors, or in a standard medical unit. 
Simple/excisional biopsies
Excision of “lumps and bumps”
Opthalmological procedures
Simple eye, nose, and throat (ENT) procedures

Level 2 Low Low Low Low risk, to be used, for example, during blood draw, suturing, in the Intensive 
Care Unit (ICU), or a pathology lab.
Endoscopic gastrointestinal procedures; Simple orthopedic procedures with tourniquets; Tonsillectomies and 
adenoidectomies; Open hernia repair; Minimally invasive surgery
Interventional radiology/catheter lab procedures

Level 3 Modera
te

Moderate Moderat
e

Moderate risk, to be used, for example, during arterial blood draw, inserting an 
Intravenous (IV) line, in the Emergency Room, or for trauma cases.
Arthroscopic orthopedic procedures
Endoscopic urological procedures(e.g., transurethral prostate resections)
Open gastrointestinal and genito-urinary procedures; Mastectomies 

Level 4 High High High To be used, for example, during long, fluid intense procedure, surgery, when 
pathogen resistance is needed or infectious diseases are suspected (non-airborne)
Any procedure in which the surgeon’s hands and arms are in a body cavity.
Orthopedic procedures without a tourniquet; 
Open cardiovascular/thoracic procedures;
Trauma procedures; Caesarean sections

General relationships between barrier performance and anticipated exposure risks (cont.)

(ANSI/AAMI PB70 Barrier Performance)



Serial. No Test Parameter Unit

Minimum/Maximum Requirement (as per AAMI Standards)

RemarksLevel 1
(minimal)

Level 2
(low)

Level 3
(moderate)

Level 4
(high)

1.
Tensile Strength (ASTM D5034, ASTM 

D1682)
N >30 >60 >100 >250

a For isolation gown Levels 
(1,2,3,4) ≥ 30N

2.
Tear resistance (ASTM D5587(woven), 

ASTM D5587 (nonwoven), ASTM D1424)
N >5 >10 >50 >100

a For isolation gown Levels 
(1,2,3,4)≥10N

3.
Seam Strength (ASTM D751 (stretch 

woven or knit))
N ≥30 ≥30 ≥30 ≥30

ASTM F3352-19
Ref: ASTM D1683/D1683M

4.

Water vapor transmission (breathability) 
(ISO 11092:2014(EN); ASTM F1868 Part 

B, ASTM D6701 (nonwoven), ASTM 
D737-75; or equivalent

m2Pa/W - - <30 (for coveralls) <30 (for coveralls) ISO11092:2014(EN)

mm/s AP > 100 5 < AP < 100 AP ≤ 5 -
ASTM D737-75

Re: EN14058:2017(E)

5.
Water Resistance: Hydrostatic Test 

(AATCC 127; BS EN 13795:2019)
cm H2O N/A >20

>50 (sterile) >100 (sterile)

No data available for Level 1

>57.3 (fluid resistant) >91 (fluid resistant)

6.
Water Resistance: Impact Penetration 

Test (AATCC 42 or equivalent (e.g., 
AATCC 35*))

g <=4.5 <=1 <=1 <=1
No data available for Level 4. 

Emphasis given on 
breathability test

7.
Synthetic Blood Penetration Test (ASTM 

F1670 or equivalent) *
Pass at 
Psi/Kpa

N/A N/A N/A
No penetration at 2 

psi up to 1 hour * PPE importers must 
present relevant documents 

and certification8.
Viral Penetration Test (ASTM F1671 or 

equivalent) *
Pass at 
Psi/Kpa

N/A N/A N/A
No penetration at 2 

psi up to 1 hour

Gowns and Coveralls:

* The alternate protocol/provision is allowed temporarily until test facilities are developed and established locally, as per proposed standard(s) .

** Acceptance Quality Limit: AQL 4%



Surgical Mask:

Serial. No Test Parameter Unit Minimum/Maximum Requirement (as per ASTM F2100) Remarks

Level 1 barrier Level 2 barrier Level 3 barrier

1. Breathing Resistance, Differential Pressure 
(EN 14683:2019, ASTM F2100, or equivalent)

mm 
H2O/cm2 <5.0 <6.0 <6.0

ASTM F2100

2. Particulate Filtration Efficiency (F2299, or 
equivalent) @ 0.1 , 0.3  * % 95 98 98

3. Splash Resistance/ Synthetic Blood 
Resistance ((ASTM F1862-07), or equivalent) mmHg 80 120 160

* PPE importers must 
present relevant 
documents and 

certification
4. Test Bacterial Filtration Efficiency (EN14683, 

ASTM F2101, or equivalent) % 95 98 98

Serial. No Test Parameter Unit Minimum/Maximum Requirement (as per EN 14683:2019) Remarks

Type I Type II Type IR Type IIR

1. Breathing Resistance, Differential Pressure 
(EN 14683:2019, ASTM F2100, or equivalent) Pa/cm2 <40 <40 <40 <60 EN 14683:2019

2. Particulate Filtration Efficiency (F2299, or 
equivalent) @ 0.1 , 0.3  * % 95% 98% 95% 98% ASTM F2100

3. Splash Resistance/ Synthetic Blood 
Resistance ((ASTM F1862-07), or equivalent, 
e.g. ISO22609:2004 (EN))

mmHg 80 120 80 160 * PPE importers must 
present relevant 
documents and 

certification
4. Test Bacterial Filtration Efficiency (EN14683, 

ASTM F2101, or equivalent) % 95% 98% 95% 98%

* The alternate protocol/provision is allowed temporarily until test facilities are developed and established locally, as per proposed standard(s) .

** Acceptance Quality Limit: AQL 4%



Respirator: N95 Mask and KN95 Mask
Serial. No Test Parameter Unit Minimum/Maximum Requirement (as per ASTM F2100) Remarks

Level 1 barrier Level 2 barrier Level 3 barrier

1. Breathing Resistance, Differential 
Pressure (EN 14683:2019, ASTM F2100, 
or equivalent)

mm H2O/cm2 <5.0 <6.0 <6.0

ASTM F2100

2. * Particulate Filtration Efficiency (F2299, or 
equivalent) @ 0.1 , 0.3  * % 95 98 98

3. * Particulate Filtration Efficiency (NIOSH 42 
CFR 84.181, or equivalent) @ 0.075  0.020 

% 95 98 98
* Optional

4. Splash Resistance/ Synthetic Blood 
Resistance ((ASTM F1862-07), or 
equivalent, e.g. ISO22609:2004 (EN))

mmHg 80 120 160

* PPE importers must 
present relevant 
documents and 

certification
5. Test Bacterial Filtration Efficiency 

(EN14683, ASTM F2101, or equivalent) % 95 98 98

* The alternate protocol/provision is allowed temporarily until test facilities are developed and established locally, as per proposed standard(s) .

** Acceptance Quality Limit: AQL 4%



Report Template

Page 1: 

• Client Info, 

• Sample Info, 

• Test Info, 

• Results, etc.

Page 2: 

• Minimum/Maximum Required 

values of DGDA/WHO-PAHO 

recommended test parameters 

Page 1 

Page 2 



Thank You !!



Appendix



Sample of Product Specification Sheet

3M DUPONT BERNER





https://smartairfilters.com/en/blog/comparison-mask-standards-rating-effectiveness/

https://smartairfilters.com/en/blog/comparison-mask-standards-rating-effectiveness/










Ref: 
https://8m2umc.wordpress.com/2014/
08/25/isolation-gown-construction/


