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Hartalega Sdn Bhd
T: +603 6277 1733
E: info@hartalega.com.my

Visit us at
gloveonglobal.comProtection Always On

Nitrile Exam Gloves
Powder Free, Standard Cuff

COATS® (an acronym for colloidal oatmeal system) is a patented 
and unique nitrile glove technology. COATS® utilises the 
powerful benefits of all-natural oats, an FDA-recognised skin 
protectant, as a coating that forms a natural, moisturising barrier 
between the glove and skin. This acts as a preventative measure 
against skin irritation, and eliminates many of the uncomfortable 
and irritating conditions experienced when wearing normal 
gloves. Users who suffer from dry and itchy skin due to constant 
hand washing and glove usage can now rely on COATS® to 
soothe and nurture the skin, and protect their hands while they 
work.

FEATURES
Ŕ�Fingertip textured
Ŕ�Powder free
Ŕ�Not made with natural rubber latex
Ŕ�Chemo drugs tested
Ŕ�Lab chemical tested
Ŕ�Ambidextrous
Ŕ�4UBOEBSE�DVŢ
Ŕ�Dawn blue colour

PACKAGING
100 gloves per box ( XS-L )
90 gloves per box (XL)
10 boxes per carton

REGULATORY COMPLIANCE
TGA - ARTG 164563, FDA 510(k),
MDD 93/42/EEC, REACH, EC 10/2011,
EC 1935/2004

STANDARDS
ASTM D6319, ASTM D412, ASTM D573,
ASTM D5151, ASTM D6124,
EN 455 part 1, 2, 3 & 4,
EN 1186, EN 13130, CEN/TS 14234

PATENTS
Patent 7,691,436; Patent 7,718,240;
Patent 7,740,622; Patent 8,075,965;
Patent 8,458,818

MANUFACTURING ACCREDITATIONS
ISO 9001
ISO 13485
EN ISO 13485
ISO 14001
OHSAS 18001

Carmustine (BCNU), 3.3mg/ml (3,300 ppm)

Cisplatin, 1.0mg/ml (1,000 ppm)

Cyclophosphamide (Cytoxan), 20.0mg/ml (20,000 ppm)

Dacarbazine (DTIC), 10.0mg/ml (10,000 ppm)

Doxorubicin Hydrochloride, 2.0mg/ml (2,000 ppm)

Etoposide (Toposar), 20.00mg/ml (20,000 ppm)

Fluorouracil, 50.0mg/ml (50,000 ppm)

Methotrexate, 25.0mg/ml (25,000 ppm)

Mitomycin C, 0.5mg/ml (500 ppm)

Paclitaxel (Taxol), 6.0mg/ml (6,000 ppm)

Thiotepa, 10.0mg/ml (10,000 ppm)

Vincristine Sulfate, 1.0mg/ml (1,000 ppm)

Chemotherapy Drugs and Concentration
(Tested for Resistance to Permeation by Chemotherapy
Drugs as per ASTM D6978-05)

Minimum Breakthrough
Detection Time (minutes)

≥ 230

0.07 ± 0.02

0.09 ± 0.02

≥ 18

≥ 500

G1

S2

S2

S4

S4

N = 5

N = 5

≥ 16

≥ 400

1.5

4.0

4.0

2.5

4.0

≤ 2mg/glove

≥ 5mg/glove

COATS® Nitrile

Before Ageing After Ageing

Inspection Level AQL

Length (mm)

Thickness Measurements (mm)

Palm (centre of Palm)

Finger (13mm ± 3mm from tip)

Physical Properties

Tensile Strength (MPa)

Elongation (%)

Inspection Levels & AQL

Watertightness

Physical Dimensions

Physical Properties

Visual Inspection (Major)

Visual Inspection (Minor)

Particulate Residue

Colloidal Oatmeal Content

Not recommended

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

Not recommended

>240 minutes

LATEX 2

Colloidal Oatmeal System

WARNING: Gloves used for protection against chemotherapy drug exposure should be selected specifically for the type of chemicals 
being used. Due to the variety and concentration of chemotherapy drugs used in treatments, the resistance table shown does neither 
warrant nor imply the safe use of the  gloves against chemotherapy drugs resistance in every case. The safe use of gloves in 
chemotherapytreatment is solely the decision of clinicians authorised to make such decision.
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Notified Body: 2777 SATRA customer number: P0130

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant 
standards/technical specifications and examination of the technical file documentation:

Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and 
safety requirements of Annex II of the PPE Regulation (EU) 2016/425 as a  Category III product.

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016; EN ISO 374-5:2016

Technical reports/Approval documents:
SATRA: CHM0265112/1749/EN/A, CHM0265112/1749/EN/B, CHM0265112/1749/SPT, CHM0272621/1826/JS, 
CHM0275215/1836/LH, CHM0275215/1836/LH/E, CHM0275215/1836/LH/D, CHM0275215/1836/LH/A/Final 
TUV: 7191143339-CHM16-01-RC

Signed on behalf of SATRA:

Page 1 of 2

SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.

Product reference: Description:

AS NPF Nitrile examination powder free gloves

Classification:Sizes:
6 (XS) – 10 (XL) EN ISO 374-1:2016/Type B Level EN374-4:2013

37% Formaldehyde 6 3.1%
40% Sodium Hydroxide 6 -25.6%
30% Hydrogen Peroxide 2 17.0%

EN ISO 374-5:2016
Resistance to Bacteria and Fungi Pass
Resistance to Virus Pass

Certificate number: 2777/10648-04/E04-01

Date of issue: 17/04/2019 Expiry date: 25/06/2023
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 2 . 1 2  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 
 
Hartalega Sdn Bhd 
Nurul Kong 
Quality Assurance Senior Manager 
No. 7, Kawasan Perusahaan Suria 
Bestari Jaya,  45600 My 
 
Re:  K180644 

Trade/Device Name: Nitrile Powder Free Examination Gloves with Colloidal Oatmeal -Lemon Green 
Regulation Number:  21 CFR 880.6250 
Regulation Name:  Patient Examination Glove 
Regulatory Class:  Class I 
Product Code:  LZA 
Dated:  July 16, 2018 
Received:  July 23, 2018 

 
Dear Nurul Kong: 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 
 
Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
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devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820) 
for devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if 
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050. 
 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100). 
 

Sincerely, 
 
 
 
For Tina Kiang, Ph.D. 
Acting Director 
Division of Anesthesiology, 
   General Hospital, Respiratory, 
   Infection Control, and Dental Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure  
 
 

Clarence W. Murray Iii III -S
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 4 . 1 5  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 

April 25, 2020 
 
Hartalega NGC SDN. BHD. 
Nurul Kong 
Senior Manager- Quality Assurance 
Kawasan Perindustrian Tanjung 
Sepang, Selangor 43900 
Malaysia 
 
Re:  K200581 

Trade/Device Name: Biodegradable Nitrile Powder Free Examination Gloves Tested for Use with 
Chemotherapy Drugs and Fentanyl Citrate (Blue) 

Regulation Number:  21 CFR 880.6250 
Regulation Name:  Non-Powdered Patient Examination Glove 
Regulatory Class:  Class I, reserved 
Product Code:  LZA, LZC, QDO 
Dated:  February 27, 2020 
Received:  March 5, 2020 

 
Dear Nurul Kong: 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 
 
Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
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statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 
 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 
 

Sincerely, 
 
 
 
CAPT Elizabeth Claverie, M.S. 
Assistant Director 
DHT4B: Division of Infection Control 
    and Plastic Surgery Devices 
OHT4: Office of Surgical 
    and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

 
Enclosure  
 
 

 Elizabeth F.
Claverie -S
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  SGS (Malaysia) Sdn. Bhd.     Lot 4, Persiaran Jubli Perak, Seksyen 22, 40300 Shah Alam, Selangor, Malaysia 
  (Company No. 10871-T)   t +6 (03) 5481 8282   f +6 (03) 5481 8215   www.sgs.com 

Member of the SGS Group (SGS SA) 

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, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for 
electronic format documents, subject to Terms and Conditions for Electronic Documents at  http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx . Attention is drawn to the limitation of 
liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company’s findings at the time of its intervention only 
and within the limits of Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a transaction from exercising all their rights and 
obligations under the transaction documents. This document cannot be reproduced except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the 
content or appearance of this document is unlawful and offenders may be prosecuted 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. 

CRS REF :  SAT/18/0248 
DATE RECEIVED : MAR 02, 2018 
DATE REPORTED: MAR 14, 2018 
PAGE: 1 of 1 

Report No. :  CRSSA/02645/18 

TEST REPORT 

: 
: 
: 
: 
:  
:  
:  

Product Description  
Country of Origin  
Size 
Quantity Tested 
Test Conducted  
Test Method     
Testing Period 

Powder Free Nitrile Examination Gloves 
Malaysia 
Medium 
200 pieces 
Freedom from holes 
EN455 Part 1:2000 
02 Mar 2018 – 08 Mar 2018 

Based on submitted samples, the following results obtained :- 

Acceptable Quality Limit (AQL) : 1.5 Accept  : 7   Found : 2 

Result :  Within AQL 

Note: Upon Customer’s request, this report has been issued in more than one original. Only the first original is a 
legally binding document and may be used for any legal purpose, including payment. (Original 1-3) 

 

 
 
 

  SGS (Malaysia) Sdn. Bhd.     Lot 4, Persiaran Jubli Perak, Seksyen 22, 40300 Shah Alam, Selangor, Malaysia 
  (Company No. 10871-T)   t +6 (03) 5481 8282   f +6 (03) 5481 8215   www.sgs.com 

Member of the SGS Group (SGS SA) 

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, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for 
electronic format documents, subject to Terms and Conditions for Electronic Documents at  http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx . Attention is drawn to the limitation of 
liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company’s findings at the time of its intervention only 
and within the limits of Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a transaction from exercising all their rights and 
obligations under the transaction documents. This document cannot be reproduced except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the 
content or appearance of this document is unlawful and offenders may be prosecuted 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. 

CRS REF :  SAT/18/0248 
DATE RECEIVED : MAR 02, 2018 
DATE REPORTED: MAR 14, 2018 
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Report No. :  CRSSA/02646/18 

TEST REPORT 

: 
: 
: 
: 
: 
:  
:  

Product Description  
Country of Origin  
Size 
Quantity Tested  
Test Conducted  
Test Method     
Testing Period 

Powder Free Nitrile Examination Gloves 
Malaysia 
Medium 
13 pieces  
Dimensions 
EN 455 Part 2:2015  
02 Mar 2018 – 08 Mar 2018 

Based on submitted samples, the following results obtained :- 

Size SizeM M M M M M M M M M M M M Median 

Width 98 98 96 98 98 97 98 97 98 97 96 97 97 97 

Length 250 255 250 255 251 250 252 252 250 254 252 253 252 252 

Note: Upon Customer’s request, this report has been issued in more than one original. Only the first original is a 
legally binding document and may be used for any legal purpose, including payment. (Original 1-3) 
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This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for 
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content or appearance of this document is unlawful and offenders may be prosecuted 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. 

CRS REF :  SAT/18/0248 
DATE RECEIVED : MAR 02, 2018 
DATE REPORTED: MAR 14, 2018 
PAGE: 1 of 1 

Report No. :  CRSSA/02647/18 

TEST REPORT 
: 
: 
: 
: 
: 
: 
: 
:  

Product Description  
Country of Origin  
Size 
Quantity Tested  
Test Conducted  
Test Method 
Ageing     
Testing Period 

Powder Free Nitrile Examination Gloves 
Malaysia 
Medium 
13 pieces  
Force at Break During Shelf Life and After 
Challenge EN 455 Part 2:2015 
70 ± 2 Deg C for 168 hrs 
02 Mar 2018 – 14 Mar 2018 

Force at Break, N 
SIZE SAMPLE NO. BEFORE AGING AFTER AGING 

M 1 8.2 8.4 
2 8.1 8.2 
3 7.9 6.5 
4 7.3 7.9 
5 8.5 6.6 
6 9.2 9.3 
7 8.7 7.2 
8 8.8 7.4 
9 9.3 7.1 

10 8.0 7.9 
11 9.2 7.3 
12 6.3 7.1 
13 8.1 7.1 

Median 8.2 7.3 
Requirement ≥ 6.0 ≥ 6.0 

Note: Upon Customer’s request, this report has been issued in more than one original. Only the first original is a 
legally binding document and may be used for any legal purpose, including payment. (Original 1-3) 
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This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for 
electronic format documents, subject to Terms and Conditions for Electronic Documents at  http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx . Attention is drawn to the limitation of 
liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company’s findings at the time of its intervention only 
and within the limits of Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a transaction from exercising all their rights and 
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content or appearance of this document is unlawful and offenders may be prosecuted 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. 
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Report No. :  CRSSA/02648/18  

TEST REPORT 

: 
: 
: 
: 
: 
: 
: 

Product Description  
Country of Origin  
Size 
Quantity Tested     
Test Conducted  
Test Method 
Testing Period 

Powder Free Nitrile Examination Gloves  
Malaysia 
Medium 
5 pieces 
Powder Content 
EN455 Part 3:2015 
02 Mar 2018 – 08 Mar 2018 

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

SIZE         Average Powder Mass per Glove 

  M 0.26 mg 

Note: Upon Customer’s request, this report has been issued in more than one original. Only the first original is a 
legally binding document and may be used for any legal purpose, including payment. (Original 1-3) 



25cm X12.5cm X 5cm.  100 Gloves in 1 box  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26cm X 26cm X 26cm.  10 boxes of 100 Gloves in One Carton 
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