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1.0 INTRODUCTION

1.1

1.2

1.3
1.3.1

1.3.2

133

1.3.4

1.3.5

Purpose

Accelerated aging study was conducted to estimate the product shelf life in
accordance to EN 455-4 (Shelf Life Study for Accelerated Aging for Medical Gloves)
while pending the completion of the real time aging studies for product expiration
dating claim labeling. This product also will be tested in accordance to EN 455-1
(Requirements and testing for freedom from holes) and EN 455-2 (Requirements and
testing for physical properties). A maximum shelf life of 3 years shall be assigned
based on the accelerated aging studied. The shelf life may be extended as real time
aging studies data is generated.

Scope :

To evaluate the effects of accelerated aging (Time and Temperature) on physical
properties of 9” (3 mil) Powder Free Nitrile Gloves. This study will cover EN 455-4
(Shelf Life Study for Accelerated Aging for Medical Gloves) requirement and will be
tested accordance to EN 455-1 (Requirements and testing for freedom from holes)
and EN 455-2 (Requirements and testing for physical properties).

Summary of the protocol:
3 lots of sample were collected from dipping machine for shelf life study.
The samples shall be tested in accordance in accordance to EN 455-4 (Shelf Life
Study for Accelerated Aging for Medical Gloves) including EN 455-1
(Requirements and testing for freedom from holes) and EN 455-2 (Requirements

and testing for physical properties).

Samples of gloves packaged in its consumer packaging shall be placed in 70+2°C
air oven for 166+2 hours (7 days) and 50+2°C (90+1 day).

Temperature of the aging chamber or incubator should be monitored and recorded
as below:

16642 hrs At least once per day
90+£1 day At least once per week

The following are the identified product name and batch number for accelerated
aging performance testing,
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9" (3 mil) Powder Free Nitril M Eot |
(3 mil) tg;fmf:s ree Nitrile M Lot2
M Lot 3
*Lot number traceability will be reported in study report
REFERENCES
2.1 EN 455 -1 Medical gloves for single use — Part 1: Requirements and
testing for freedom from holes
2.2 EN 455 -2 Medical Gloves for single use — Part 2: Requirements and
testing for physical properties
2.3 EN 455 -4 Medical Gloves for single use — Part 4: Requirements and

testing for shelf life determination

2.4 ISO : 2859 -1 International Standard — Sampling Procedure and Table for
Inspection by Attributes B45

2.5 SOP-L/3.42 Shelf Life Study for Accelerated Aging for Medical Gloves —
ASTM D 7160 and EN 455, Part 4

2.6 PS 037B/16-01 Product Specification for 9” (3 mil) Gen-X Powder Free
Nitrile Gloves (M-3.5g)

3.0 RESPONSIBILITY

e Ll R espon

1. Protocol Ms Nabillah

2. Aging samples (submit to Lab) Ms Kumari

3. Physical Properties | Mr Naqiudin/Mr Amirul
4..Water. leak test, Visual Inspection, Physical Mr Nagiudin/Mr Amirul
Dimension

3. Data Collection/Analysis/Reporting Ms Nabillah

4.0 TESTING REQUIREMENT

4.1  Accelerated aging at 70+£2°C for (166 + 2 hours) and 50+2°C for (90+1 |
day)

4.1.1 The gloves will be tested for Water Leak Test (EN 455-1), Visual
Inspection and Physical Dimension (EN 455-2) before aging (control)
and after aging (704+2°C x 166 + 2 hrs) and (50+2°C x 90+1 day). The
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sampling plan is as shown in Table 1 and acceptance criteria as shown
in Table 2.
4.1.2 For physical properties this gloves will be tested accordance to
EN455-2.
Table 1: Acceptance Criteria
Sampling plan
Refer to
Items Units Requirements lnspectllon EN435-4
Leve Number of
Sample Acceptance criteria
) (pes./lot)
Water leakage AQL 1.5
Test N/A - Gl 200 7 Acc./8 Rej.
. . ' AQL 1.5
Visual Inspection | N/A - Gl 200 7 Acc./8 Rej.
Specification (PS 037B/16-01)
Cuff thickness :Min 0.05
Physical mm Palm Thickness : Min 0.06 2 13 AQL 4.0
Dimension Finger Thickness : Min 0.07 1 Acc./2 Rej
Palm width (M size): 85-105
Length : >240mm
Physical Properties (Before Aged)
Force at Break | Newton Median ) 13 }
(Median) ) © > 6.0 Newton
Physical Propertics (After Aged)
Force at Break | Newton Median 13
(Median) (N) > 6.0 Newton ) )
5.0 DEVIATIONS
5.1  Any deviation to this protocol must be agreed upon by QA/ Lab/
Manufacturing/Assistant General Manager. Deviations should be documented as part
of the protocol and in the Test Summary to be reviewed and approved per the
Executed Approval section,
6.0  DISPOSITION OF PRODUCT
6.1  Tested product and any extra unused product will be safely disposed of at the test

facility.
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1.0 INTRODUCTION

1.1

1.2

1.3

Purpose

Accelerated aging study was conducted to estimate the product shelf life while
pending the completion of the real time aging studies for product expiration dating
claim labeling. A maximum shelf life of 3 years shall be assigned based on the
accelerated aging studied. The shelf life may be extended as real time aging studies

data is generated.

Scope

This Technical Report covers 9" (3 mil) Powder Free Nitrile Gloves.

Summary of work done.

1.3.1

1.3.2

3 Jots of sample produced from dipping machine were collected.

Upon completion, the samples were tested in accordance to Shelf Life Study

for Accelerated Aging for Medical Gloves — EN 455 Part 4.

133

Samples of gloves packaged in its consumer packaging were placed in
7042°C air oven for 1662 hours (7 days) and 50+£2°C for 901 days.

] F A A (SRR
M 20180111-01 1/11/2018 8/11/2018 8/11/2018 | 6/2/2019
M Lot2 | 20180111-02 | 1/11/2018 8/11/2018 8/11/2018 | 6/2/2019
M Lot3 | 20180111-03 | 1/11/2018 8/11/2018 8/11/2018 | 6/2/2019

2.0 REFERENCES

2.1

P

2.3
24

2.5

EN 455 - 1

EN 455 -2

EN 455 -4
ISO : 2859 -1

PS 037B/16-01

testing for freedom from holes

Medical Gloves for single use —

testing for physical properties

testing for shelf life determination

Inspection by Attributes B45

Product Specification for 9" (3 mil) Gen-

Nitrile Gloves (M-3.5g)

Medical gloves for single use — Part 1: Requirements and

Part 2: Requirements and

Medical Gloves for single use — Part 4: Requirements and
International Standard — Sampling Procedure and Table for

X Powder Free
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3.0 RESULTS AND DISCUSSION
3.1. Accelerated aging at 70+£2°C for 166+2 hours and 504:2°C for 90+1days

31.1 As shown in Table 1, all 3 lots meet the AQL 1.5 requirement for visual test
before (control) and after aging (70°C@166 + 2 hours and 50+2°C (90+1 day)
for visual test. This is due to the fact that no blocking, no stickiness issue, no
donnability issue and no deterioration on glove were found.

3.12 This Lot 1, Lot 2 and Lot 3 also meet the AQL 1.5 requirement for holes
defects before aging (control). After accelerated aging also meet the AQL 1.5
requirement for hole. In addition, accelerated aging at aging does not
adversely affect the gloves integrity.

313 As shown in Table 1, all lot meets the EN 455-2 requirement for physical
propetties (aged). Accelerated aging does enhance the properties of gloves
and does not affect the gloves physical propertics. From the table it showed
that the Force at Break results after aging condition.

31.4 Based on Table 1, Physical Dimension before accelerated aging (control)
meets the requirement. Accelerated aging condition for 9" (3 mil) Gen-X
Powder Free Nitrile Gloves also would not affect the Physical Dimension
test and meets the requirement.

Table 1: Summary of result for visual, water tight test, physical properties and physical dimension

C R Ry
€ &8 i

et £k f ity M {3 Prufietl
Lot 1 Lot2 Lot3
After aging | After aging After aging | After aging After aging | After aging
5";“"‘;‘) @70°Cx | @50°Cx (%"(‘1‘;“; @70°Cx | @50°Cx g";‘g"; @70°Cx | @50°Cx

ays) | Je6+£2hrs | 90days Y 16642 hrs 90days ¥8) | 16642 hrs 90days

Blocking | 0/200 0/200 0/200 0/200 0/200 0/200 0/200 0/200 0/200
Stickiness | 0/200 0/200 0/200 0/200 0/200 0/200 0/200 0/200 0/200
Donnability | 0/200 0/200 0/200 0/200 0/200 0/200 0/200 0/200 0/200

D_;lerioration 0/200 0/200 0/200 07200 0/200 0/200 0/200 0/200 0/200
BHBI .' 2 B 3 0 B

Lot

. Lot2
After aging | After aging After aging | After aging Afteraging | After aging
8"2:‘;') @70°Cx | @50°Cx Eé"(‘i‘;“;; @70°Cx | @50°Cx g“;;m‘) @70°Cx | @50°Cx
Y 166:2hrs | 90days Y 166:2hrs | 90days ¥S) | 166+2 hrs 90days

HolesLeak | 500 | 2/200 2m00 | 3200 | 0200 4n00 | 0200 | 17200 31200
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Lot2

Lot3

7.49

6.60
7.60
7.13
6.62
7.73
6.41
7.89
6.92
7.69

6.68

7.13

0/13

13

747

6.90

0/13

0/13

After aging @ 70°C x 16642 hrs

7.89

8.35

4/002-18
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yp ( ) Page 5 of 11
Control (0 days) After aging @ 70°C x 16642 hrs After aging @ 50°C x 90days
Total Total Total
. Reject/ . Reject/ . Reject/
Data Median Total Data Median Total Data Median Total
Sample Sample Sample
6.82 7.97 7.45
6.82 7.50 8.07
6.93 6.64 7.85
6.40 7.75 6.45
7.54 6.15 8.46
6.46 6.83 7.79
Lot 1 6.96 6.82 0/13 7.91 6.97 0/13 6.73 7.85 0/13
7.69 8.25

0/13

0/13

After aging @ 50°C x 90days

Data

Median

Total
Reject/

Data Median

Total
Reject/

Data

Median

Total
Reject/
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95
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96

0/13

4/002-18
Product Type : 9" (3 mil) powder Free Nitrile Glovgs Page 6 of 11
Total Total
Sample Sample
Ry T T A Lo L B
0.06 0.05
0.06 0.06
0.06 0.06
0,05 0.06
0.05 0.05 .
Cuff 0.06 0.06 0.06
Thickness 0.06 0.06 0/13 0.06 0.06 0/13 0.05 0.05 0/13
0.06 0.06 0.05
0.05

0.06 .
Th‘i’i‘r"”ﬁs 0.07 0.07 03 0.06 0.07 0/13 0.06 0.06 Nk
0.07 0.07 0.07

0.11 0.12 0.11

0.11 0.12 0.13

Finger 0.12 0.11 0.11
Thickness 0.10 0.11 0/13 0.12 0.11 0/13 0.13 0.12 0/13

0.10 0.11 0.12

0.11

96

0/13
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244 245 243
246 246 . 241
245 242 e
245 243 242
245 244 241
Glove 246 o 21
Length 245 245 013 243 245 0/13 241 242 0713
245 245 | e
246 246 240
245 246 241
245 245 2%
241

0.06 0.06
0.06 0.06 0.05
0.05 0.05 0.06
0.06 0.06 0.05
0.06 0.06 0.05
Cuff 0.06 0.06 0.06
Thickness 0.07 0.06 0/13 0.06 0.06 0/13 0.05
0.06 0.07 0.06

0.05

bl 0.07 0.07 .
o | 008 0.07 013 0.07 0.07 0/13 0.06
0.07 0.06 0.06

Finged 0.11 011 0/13 0.12 0.11 0/13 0.11
Thickness 0.12 0.11 0.11
0.11 0.11 0.12

0.10 0.12 0.13

0.13 0.11 0.13

0.12

Palm Width

0.05 0/13

0.06 0/13

0.12 0/13




M 027/17-00 GX
GXCOYPOFGH‘OH Sdn Bhd towony

[ bocument Title : Stability Study Under Accelerated Aging Condition Test Report Document Ref. No:
(EN 455-4) GX3-RSL-EN455-

4/002-18

Product Type : 9” (3 mil) Powder Free Nitrile Gloves Page 8 of 11
95 97 97
96 96 95
95 96 96
96 97 97
95 95 96

246

Glove 245 243 241

Length 246 245 0713 246 245 0/13 241 241 0/13
245 245 ' 243
245 244 241
246 246 241
245 245 243
246
245

RIS
0.06
0.06
0.07
0.06
0.06 .
Cuff 0.07 0.06
Thickness 0.06 0.06 0/13 0.07 0.06 0/13 0.05 0.05 0/13

0.06 0.06 0.05

Palm . *
. 0.08 0.07 0/13 0.06 0.07 013 0.05 0.06 0/13
Thickness 0.07 0.07 0.06

0.07 0.07 0.07

0.07 0.06 0.06

0.08 0.07 0.07

0.07 0.06

Finger
Thickness

0.12 0/13
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0.12 0.11 0.13
010 0.11 0.11
0.10 0.12 0.13
0.12 0.11 0.12
0.12 0.12 0.1
0.11 0.12 0.13
0.10 0.11 0.12
0.11 0.11

97 95
Palm Width 96 96 0/13 96 96 0/13 95 96 0/13
97 97

246 :
Glove 245 244 241
Length 246 246 0/13 240 245 0/13 242 242 0/13
246 245 244
246 245 241
244 244 243

246 242
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4.0 CONCLUSION

Based on result summary on Table 1,9" (3 mil) Gen-X Powder Free Nitrile Gloves meet as

per

4.1

4.2

4.3

4.4

4.5

EN 455-4 requirement and shall be labeled with 3 years of expiration date.

No adverse effect on visual defect was found under accelerated aging condition:
70°C@166+2hrs and 50°C@90+1days. The gloves meet the AQL 1.5 requirement for
visual inspection.

No blocking, good donnability, no stickiness issue and deterioration on gloves were
found under each accelerated aging condition.

No adverse effect on holes defect was found under accelerated aging condition
(70°C@166+2hrs and 50°C@90-1days). The gloves meet the AQL 1.5 requirement
for hole.

The gloves after each accelerated aging condition meet the EN 455-2 requircments
for physical properties after accelerated aging.

This result of this accelerated aging study are applicable for all companies under
Smart Glove Corporation Sdn. Bhd.

5.0 RECOMMENDATIONS

51 To conduct real time aging study to confirm the expiration date of 3 years and

continue real time study up to 5 years.

52 Any extension of shelf life beyond 3 years shall be based on real time data
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Report No  : CRSSA/25618/16

Company : GX Corporation Sdn Bhd (Specialty Plant)
Plot 6497-A, Lorong Haji Abdul Manan, 5 % Milestone,
Sementa, Jalan Kapar, 42100 Klang, Selangor Darul Ehsan.

TEST REPORT
Product Description - Powder Free Nitrile Examination Gloves (Non — Sterile)
Size : M
Quantity Tested : 200 pieces
Test Conducted : Freedom from holes
Test Method : EN455 Part 1:2000
Testing Period i 01 Dec 2016 — 07 Dec 2016

Based on submitted samples, the following results obtained :-
Acceptable Quality Limit (AQL) : 1.5 Accept : 7 Found : 2

Result : Within AQL

SGS (MALAYSIA) SDN. BHD.

VA

__(/»-é’

CHEE TUCK CHOON
B.Sc. MMIC
SECTION HEAD

This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on mquut or al:mslbh at mjm sgs.comlenTerms-and-Conditions.aspx and, for
electronic format docurnenw wbiect to Terms and Conditions for Electronic Documents at hitp:ffiwww.s o grms-and it LLLE: ent.aspx . Attention is drawn to the limitation of
liability, ir and ju ion issues defined therein. Any holder of this document is advised that mfufmahnn cunlalned henaon laﬂects lﬁe Gumpan]r s ﬁndmgs at the time of its intervention only
and within the limits of Client’s Iinstructions, If any. The Company s sole mpoqslblllty is to its Client and this d does not parties to a transaction from exercising all their rights and
obligations under the transaction documents. This d t cannot be reprodi d except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the
content or app of this d is and offenders may be p d to the fullest extent of the law. Unless otherwise stated the results shown In this test report refer only to the sample(s)
tested and such sample(s) are retained for seven days (perishable food sample) or three months only.

SGS (Malaysia) Sdn. Bhd. | No.26 Jalan Anggerik Vanilla 31/93 Kota Kemuning 40460 Shah Alam, Selangor Darul Ehsan, Malaysia
{Company No. 10871-Ty | t+6(03) 51212320 f+6 (03) 5121 9082 www.sgs.com

Member of the SGS Group (SG5 54)
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Report No  : CRSSA/25619/16

Company : GX Corporation Sdn Bhd (Specialty Plant)
Plot 6497-A, Lorong Haji Abdul Manan, 5 % Milestone,
Sementa, Jalan Kapar, 42100 Klang, Selangor Darul Ehsan.

TEST REPORT
Product Description . Powder Free Nitrile Examination Gloves (Non — Sterile)
Size : M
Quantity Tested : 13 pieces
Test Conducted : Dimensions
Test Method : EN 455 Part 2:2015
Testing Period : 01 Dec 2016 — 07 Dec 2016

Based on submitted samples, the following results obtained :-

Size M |[M |[M [M |[M [M |[M [M |M [M [M [M |[M [ Medan
Width
Median: <95¢10mm 97 |97 |98 |96 [98 |98 |96 |98 (97 [98 |98 |96 |97 |98
Length 245 | 240 | 245 | 243 | 243 [ 243 | 242 | 240 | 250 | 245 | 241 | 248 | 240 | 243
Median: = 240 mm

SGS (MALAYSIA) SDN. BHD.

CHEE TUCK CHOON

B.Sc. MMIC

SECTION HEAD

This document is issued by the Company subject to its General Conditions of Service printed overleaf, mrall.nhse on mquut or accessible at m}hrmr 505, gMnnmm‘cwnlms aspx and, for
electronic format docurnenw subiect to Terms and Conditions for Electronic Documents at hitp:ffiwww.s o grms-and ditions s-¢-Document.aspx . Attention is drawn to the limitation of
liability, ir and ju ion issues defined therein. Any holder of this document is adwsa:l that mfurmahnn cunlalned henaon mﬂacls Hle Gumpan]r s ﬁndmg's at the time of its intervention only
and within the limits of Client’s Instructions, If any. The Compan;r s sole mpoﬂslblllty is to its Client and this d does not parties to a transaction from exercising all their rights and
obligations under the transaction documents. This d t cannot be reprodi d except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the
content or app of this d is and offenders may be p d to the fullest extent of the law. Unless otherwise stated the results shown In this test report refer only to the sample(s)

tested and such sample(s) are retained for seven days (perishable food sample) or three months only.
SGS (Malaysia) Sdn. Bhd. | No.26 Jalan Anggerik Vanilla 31/93 Kota Kemuning 40460 Shah Alam, Selangor Darul Ehsan, Malaysia
(Company No. 10874-T) | t+6(03) 51212320 f+6 (03) 5121 9082 www.sgs.com

! Member of the SGS Group (SGS 54)
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Report No : CRSSA/25620/16

Company : GX Corporation Sdn Bhd (Specialty Plant)
Plot 6497-A, Lorong Haji Abdul Manan, 5 % Milestone,
Sementa, Jalan Kapar, 42100 Klang, Selangor Darul Ehsan.

TEST REPORT
Product Description - Powder Free Nitrile Examination Gloves (Non — Sterile)
Size 3 -
Sample Quantity : 26 pieces
Test Conducted : Force at Break During Shelf Life and After Challenge
Test Method 3 EN 455 Part 2:2015
Ageing % 70 £ 2 Deg C for 7 days
Testing Period : 01 Dec 2016 — 15 Dec 2016
Force at Break, N
SIZE SAMPLE NO. DURING SHELF LIFE AFTER CHALLENGE
M 1 9.2 7.6
2 8.6 733
3 10.0 )
4 8.0 9.0
5 9.0 8.5
6 8.8 8.0
7 8.8 8.8
8 9.7 8.0
9 8.3 8.1
10 8.4 9.1
11 8.1 7.8
12 10.3 8.1
13 9.8 8.6
Median 8.8 8.1
Requirement > 6.0 > 6.0

SGS (MALAYSIA) SDN. BHD.

i
é;//:ﬁé—

CHEE TUCK CHOON
B.Sc. MMIC
SECTION HEAD

This document is issued by the Company subject to its General Conditions of Service printed overleaf, avallabiu on mquut or al:mmbh at mﬂww sgs.comlenTerms-and-Conditions.aspx and, for
electronic format docurnenw wbiect to Terms and Conditions for Electronic Documents at hitp:ffiwww.s o grms-and ditions s-¢-Document.aspx . Attention is drawn to the limitation of
liability, ir and ju ion issues defined therein. Any holder of this document is advised that mfunnahnn cunlalned henaon IBﬂEdS lﬁe Gumpan]r s ﬁndmgs at the time of its intervention only
and within the limits of Client’s Instructions, If any. The Compan;r s sole mpo«slblllty is to its Client and this d does not parties to a transaction from exercising all their rights and
obligations under the transaction documents. This d t cannot be reprodi d except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the
content or app of this d is and offenders may be p d to the fullest extent of the law. Unless otherwise stated the results shown In this test report refer only to the sample(s)
tested and such sample(s) are retained for seven days (perishable food sample) or three months only.

SGS (Malaysia) Sdn. Bhd. | No.26 Jalan Anggerik Vanilla 31/93 Kota Kemuning 40460 Shah Alam, Selangor Darul Ehsan, Malaysia
{Company No. 10871-Ty | t+6(03) 51212320 f+6 (03) 5121 9082 www.sgs.com

! Member of the SGS Group (SGS SA)




T - £ CRS REF : SAT/16/1046
DATE RECEIVED : DEC 01, 2016
DATE REPORTED: DEC 15, 2016
PAGE: 1 of |

Report No : CRSSA/25621/16

Company : GX Corporation Sdn Bhd (Specialty Plant)
Plot 6497-A, Lorong Haji Abdul Manan, 5 % Milestone,
Sementa, Jalan Kapar, 42100 Klang, Selangor Darul Ehsan.

TEST REPORT
Product Description " Powder Free Nitrile Examination Gloves (Non — Sterile)
Size -
Quantity Tested - 5 pieces
Test Conducted : Powder Content
Test Method 4 EN455 Part 3:2006
Testing Period ; 01 Dec 2016 — 07 Dec 2016

On testing the samples, the following results were obtained:-

SIZE Average Powder Mass per Glove
M 0.14mg
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SATRA Technology Centre Ltd
A I RA Wyndham Way, Telford Way, Kettering,
Northamptonshire, NN16 8SD United Kingdom

Tel: +44 (0) 1536 410000
TECHNOLOGY Fax +44 (0) 1536 410626
email: info@salra.co.uk

www.satra.co.uk

Customer details: Smart Glove Corporation sdn bhd
Lot 6487, Batu 5 3/4, Sementa,
Jalan Kapar
42100 Klang
SELANGOR
Darul Ehsan
Malaysia

For the attention of: Nurul Huda

SATRA reference: CHM0233424/1512/
DRWM/SMcD/A -
Issue 2

Your reference:

Date of report: 1°' October 2015

Samples received: 20" March 2015

TECHNICAL REPORT

Subject: Overall migration testing in accordance with BS EN 1186 and EU regulations 10/2011 on
glove samples described as powder free nitrile examination glove (3 mil)

Issue 2 — This report replaces CHM0233424/1512/DRWM/A dated 9" April 2015

Conditions of Issue:

guidance only.

provides for a confidence level of approximately 95%

This report may be forwarded to other parties provided that it is not changed in any way. It must not be published, for
example by including it in advertisements, without the prior, written permission of SATRA.

Results given in this report refer only to the samples submitted for analysis and tested by SATRA. Comments are for

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client as a result of information supplied in the report.

The uncertainty of the results in this report is based on a standard uncertainty multiplied by a coverage factor k=2, which

Report signed by: S McDonald
Position: Chemical Technologist
Department: Chemical & Analytical Technology

(Page 1 of 4)

L s e |
SATRA Technology Centre Ltd (a subsidiary of SATRA). Registered in England No. 3856296 at the above'/address. ./U
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SATRA TECHNICAL REPORT

WORK REQUESTED:

Samples of gloves described as powder free nitrile examination glove (3 mil) were received on the
23" March 2015 for assessment in accordance with the overall migration limit requirements of
Commission Regulation No. 10/2011.

CONCLUSIONS:

When tested in accordance with BS EN 1186-7: 2002 the samples described as powder free nitrile

examination gloves (3 mil) was found to meet with the overall migration limit requirements when
assessed against 10% Ethanol and 3% Acetic acid for 2 hours at 40°C.

Results are given in the following tables.

TESTING REQUIRED:
e BS EN 1186 part 7: 2002 Materials and articles in contact with foodstuffs — Plastics Test
methods for overall migration into aqueous food simulants using a pouch for 2 hours at 40°C.
- 10% Ethanol (simulant A Commission Regulation No. 10/2011)
- 3% Acetic Acid (simulant B in Commission Regulation No. 10/2011)
RESULTS AND REQUIREMENTS:

Migration into agueous food simulants using a pouch

Pouch Method

The gloves were assessed by reversing the gloves to form a pouch and filling with each simulant.
The surface area of each glove was calculated by determining the density of the glove, weighing the
part of the glove that was in contact with the simulant and calculating the area assuming a
homogeneous material.

Global Mean Global
Sample Test Method migration migration Pass/Fail
(mg/dm?) (mg/dm?)
EN186-7 g 12 2.2 Pass
Powder free (10% Ethanol) C 3' 2 '
examination glove :
(3 mil) EN 11867  Fot—a
(3% Acetic acid) | o2 4 Pags
C| 49
Requirement - - <10 mg/dm?® -

Smart Glove Corporation sdn bhd Signed: .
SATRA Reference: CHMO0233424/1512/DRWM/SMcD/A — Issue 2
Date: 1 October 2015 (Page 2 of 4) AV dﬂd/ _



SATRA TECHNICAL REPORT

APPENDICES:

The samples described as powder free nitrile examination glove (3 mil) are suitable for contact with
the following food categories of foodstuffs as listed in 10/2011 Annex lll, table 2.

Reference Description of foodstuffs
number
03 Chocolate, sugar and products thereof Confectionary products
03.03 Sugar and sugar products
B. Molasses, sugar syrups, honey and the like
04 Fruit, vegetables and products thereof
04.01 Whole fruit, fresh or chilled, unpeeled
04.04 Whole vegetables, fresh or chilled
04.05 Processed vegetables:
B. Fresh vegetables, peeled or cut
06 Animal products and eggs
06.02 Crustaceans and molluscs (including oysters, mussels, snails):
A. Fresh within the shell
08 Miscellaneous Products
08.01 Vinegar

Smart Glove Corporation sdn bhd Signed:
SATRA Reference: CHM0233424/1512/DRWM/SMcD/A — Issue 2
Date: 1 October 2015 (Page 3 of 4) o AT dﬂd/ _




SATRA TECHNICAL REPORT

I TECHNOLOGY

TERMS AND CONDITIONS OF BUSINESS

GENERAL
Work done or services undertaken are subject to the terms and conditions detailed below and all other conditions, warranties and
representations, expressed or implied are hereby excluded.

PRICES
Prices are based on current material and production costs, exchange rates, duty and freight and are subject to change without notice.

DELIVERY ESTIMATES

Delivery estimates are made in good faith and date from receipt of a written order and full information to enable us to proceed. While SATRA
or its subsidiaries (hereafter referred to as “SATRA") make every effort to fulfil them, such estimates are subject to unforeseen events and if not
maintained, cannot give rise to any claim. Offers “ex stock” are subject to prior sale.

CANCELLATION AND RETURNS
Cancellation of orders for goods, services, training or consultancy is only acceptable by prior agreement of SATRA and a charge will normally
be made.

CLAIMS
Claims for errors, shortages etc should be notified within 10 days of date of receipt. In the event of goods damaged in transit, packing
materials should be retained for examination; otherwise no liability can be accepted.

PAYMENT TERMS

Payment terms are net 21 days from date of invoice. Failure to comply with the terms of payment may result in delayed delivery of goods and
services and a review of the Customer’s credit account. Should the customer become subject to an administration order, or becomes bankrupt
or goes into liquidation, SATRA has a right to cancel any contract and discontinue any work. SATRA reserves the right to adjust US Dollar and
Euro sales price where customer exceeds credit terms and where the exchange rate has moved more than 10% since invoicing.

RETENTION OF TITLE

All goods remain the property of SATRA until paid in full. Under no circumstances will a customer’s purchase order override our Retention of
Title clause. Inthe case of software, the ownership of the software remains with SATRA. Payment of invoices in full will entitle the customerto
use the software under licence until (a) they cease to be a member of SATRA or (b) they cease trading. In both instances, the licence shall
then revert to SATRA.

GUARANTEE

All goods manufactured by SATRA are guaranteed both as regards material and workmanship. Any part returned carriage paid, within twelve
months from date of supply and found defective, will be repaired or replaced at SATRA's option free of charge. SATRA admits no liability for
loss, damage or delay consequent on any defect in any goods supplied by SATRA.

TEST REPORTS

Results given in test reports refer only to samples submitted for analysis and tested by SATRA. A satisfactory test report in no way implies that
the product tested is approved by SATRA and no warranty is given as to the performance of the product tested. SATRA shall not be liable for
any subsequent loss or damage incurred by the client as a result of information supplied in a test report.

TEST SAMPLES
Unless otherwise agreed in advance, test samples will be disposed of 6 weeks after the date of the final report. If required, samples can be
returned at the Customer’s expense.

RESPONSIBILITY

Every effort is made to ensure accuracy in description, drawings and other information in correspondence, catalogues, etc but no warranty is
given in this respect and SATRA shall not be liable for any error therein. SATRA carries out all tests and/or advises only on the basis that the
same are carried out, made or given without any responsibility whether for negligence or otherwise. SATRA and its servants or agents will not
be liable for any damage or loss direct or indirect of whatsoever kind, whether or not the same results directly or indirectly from negligence on
the part of SATRA or its servants or agents.

CONFIDENTIALITY

Unless specifically excluded in the terms of an individual contract between SATRA and its Customer, the following shall apply to all reports,

advice, drawings, photographs, specifications or data:

i.  The above shall not be disclosed to third parties or used in litigation without the consent of SATRA.

ii. Where SATRA has given consent to disclosure, the Customer shall draw the attention of the third party to these terms of business and the
basis on which SATRA undertakes test, reporting and advising. The Customer shall indemnify SATRA for any failure to do so.

iii. The above items are submitted to the Customer as confidential documents. Confidentiality shall continue to apply after completion of the
business, but shall cease to apply to information or knowledge which may come into the public domain.

CONSTRUCTION AND ARBITRATION
The laws of England shall govern all contracts and the parties submit to exclusive jurisdiction of the courts of England, unless otherwise
agreed.

Issue Date: 1st October 2009

Smart Glove Corporation sdn bhd

Signed:
SATRA Reference:  CHM0233424/1512/DRWM/SMcD/A - Issue 2
Date: 1 October 2015 (Page 4 of 4) AN _



