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TEST REPORT

Report No. : IP1601-0237
Page No 21N Oof:|2

Date of Issue : 21/01/2016

The following sample(s) was(were) identified by the customer as
PRODUCT DESCRIPTION: POWDER FREE NITRILE
EXAMINATION GLOVE.
BLUE COLORED.
NON-STERILE.
LOT#: 63-225PF
SIZE: S
QUANTITY: 6 PIECES

Date of Sample Received : 14/01/2016
Date of Testing : 14/01/2016 to 21/01/2016
Objective :

To perform overall migration for Glove sample according to FDA 21 CFR Part 177.2600-Rubber
articles intended for repeated use.

Test Procedure as per CFR 177.2600

Glove sample was extracted at below specific condition:

a) Distilled water at reflux temperature for 7 hours and additional 2 hours
b) n-Hexane at reflux temperature for 7 hours and additional 2 hours

The extract was then evaporated to dryness and the overall migration was then measured using
an analytical balance.

Test Performed by : Nurul Fitriyah

Signed for and on behalf of
NM LABORATORY SDN. BHD.

Yeap Cheo Mooi, M.Sc., AMIC

Consulting Chemist
IKM No. A/1913/4300/2002

NOTE: The above analysis results relate ondy to the sampleds) submitted by customer Symbal = < ~ denobes less than
WD means nat detacted or befow stated Method Detection Limits (MDL
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Sample Photograph(s):

overall migration for Glove sample

Requirements of
overall 21 CFR Part 177.2600
Extraction Conditions migration for Rubber articles intended for | Inferred
Glove sample repeated use for Overall Result
(mg/in2) migration for Glove sample
(mg/in2)
DistilTed water at refTux
temperature for 7 hours ND(<0.5) L comely
DistilTed water at refTux
temperature for 9 hours
(additional 2 hours from initial ND(<0.5) i i ik
7 hours extraction)
n-Hexane at refTux
temperature for 7 hours “H ML ERmeT
n-Hexane at reflux temperature
for 9 hours (additional 2 hours ND(<0.5) 4 Comply
from initial 7 hours extraction)

Signed for and on behalf of
NM LABORATORY SDN. BHD.

e

Yeap Cheo Mooi, M.Sc., AMIC
Consulting Chemist
IKM No. A/1913/4300/2002

- End of Report -

NOTE: The abave analysts results relabe onfy bo the sampleds) submithed by customer. Symbol ® < * denobes less than,
ND means not detected or beiow stabed Mathod Detaction Limits (MDL).



NM Laboratory Sdn Bhd ...

T8 & 80, Lorong Perda Selatan 1, Bandar Perda, 14000 Bukit Mertajam, PENANG, MALAYSIA.

1 604-538 8081 = 538 8082 « 537 8082 1 604-537 B034 e enquiny@nmilab.com.my

www.nmkab.com,my the truth revealed

NOTE: The above analysis resulls relate only to the samplegs) submitted by customer. Symbal ® < * denobes less than.
ND means nat detected or below stated Method Detection Limits (MDL,
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GENERAL TERMS AND CONDITIONS

This report / certificate by NM Laboratory Sdn. Bhd., herein referred to as NML, 1is in
accordance with and subject to the terms and conditions herein contained:

1. The sample(s) submitted by the customer shall be tested / analysed according to any
published standard method or non-published method as discussed and agreed upon by the
customer and NML. In the absence of any written instruction, the customer is deemed to
have agreed and accepted the standard method or technique used by NML in the testing /
analysis of sample(s). However, NML shall state in the report / certificate the standard
method or technique used, where appropriate.

2. This report / certificate is not a certificate of quality. The result(s) of testing /
analysis performed by NML is applicable to the particular sample(s) received at the time
of testing / analysis. They do not 1indicate or imply that NML approves, recommends or
endorses the manufacturers or suppliers or users of products and it shall not be used to
imply product certification.

3. The overleaf test / analysis result(s) is / are based solely on the sample(s) submitted by
the customers. NML assumes no responsibility for the accuracy of information on the name,
type, class, brand or model number of products or any information supplied by the
customers.

4. This report / certificate is only valid when signed by an authorized chemist or approved
signhatory of NML. The report / certificate shall not be reproduced except in full by NML.

5. Material amendments to this report / certificate after issue shall be made only in the
form of a further document, or a complete new report / certificate.

6. The integrity of the sample(s) and results(s) are dependent on the quality of sampling.
The result(s) apply only to the actual sample(s) tested. Some methods may be modified to
accommodate transportation and treatment. Sample(s), if drawn for analysis, will not be
retained by the NML for more than one month, except with special instruction from customer.

7. NML shall be held harmless from any Tiability arising out of the use of such test /
analysis result(s).

8. Presentation of test / analysis result(s) for detection Timit and unit of measurement
shall be agreed by NML and customers, normally decided by NML for technical reasons and
good practice in analytical measurement.

9. Wwhere relevant, a statement of compliance / non-compliance with requirement and / or
specifications shall be presented when requested by customers. The statement shall be
appropriate and needed for interpretation and guidance only.

10. This report / certificate shall not be used for advertising and legal proceeding purpose
without prior written approval of NML.

NOTE: The above analysts resulls relate ondy to the sampleds) submithed by customer. Symibol = < = denobes less than
WD means nat detacted or befow stated Method Detection Limits (MDL




