Paloma

glovée

Like the purity of a white Dove, Paloma, our white nitrile
gloves offers the elegance of touch and feel with strength
and dexterity needed for the delicate procedure and jobs.

A X UE e

REORDERCODE
NTR51XS X SMALL

GloveOnPaloma

E R NTR51SS ~ SMALL
2230 NTR51MM MEDIUM

NTRSTLL - LARGE

Palm (centre of Palm) 0.07 + 0.02 NTR5IXL X LARGE

Flnger (13mm £ 3mm from tip) 0.09 + 0.02 FEATURES

Tensile Strength (MPa) =18 > 16 + Powder free

Elongation () > 500 > 400 gz;:‘lidjm"";tshte"s‘:fe”dra' rubber latex
_ +Lab chemical tsted

W atertightness 1.50 * Ambidextrous

Physical Dimensions S2 4.00 » Standard cuff

Tensile Strength S2 4.00 " White colour

Visual Inspection (Major) S4 2.50 PACKAGING

Visual Inspection (Minor) sS4 4.00 200 gloves per box for XStoL

Particulate Residue N=5 < 2mg/glove 180 gloves per box for XL

10 boxes per carton

Chemotherapy Drugs and Concentration Minimum Breakthrough
Detection Time (minutes)

REGULATORY COMPLIANCE
TGA - ARTG 164563, FDA 510(k),

(Tested for Resistance to Permeation by Chemotherapy
Drugs as per ASTMD6978-05 Test Report PN 116668)

Carmustine (BCNU), 3.3mg/ml (3,300 ppm) 15.1 minutes MDD 93/42/EEC, REACH,
Cisplatin, 1.0mg/ml (1,000 ppm) >240 minutes ROHS Directive 2002/95/EC, EC 10/2011,
Cyclophosphamide (Cytoxan), 20.0mg/ml (20,000ppm) >240 minutes REGULATION (EC) No 1935/2004,
Dacarbazine (DTIC), 10.0mg/ml (10,000 ppm) >240 minutes PPE 89/686/EEC
Doxorubicin Hydrochloride, 2.0mg/ml (2,000 ppm) >240 minutes
Etoposide (Toposar),20.00mg/ml (20,000 ppm) >240 minutes STANDARDS
Fluorouracil, 50.0mg/ml (50,000 ppm) >240 minutes ASTM D6319, EN 455 part 1,2, 3 & 4,
Methotrexate, 25.0mg/ml (25,000 ppm) >240 minutes EN 1186, EN 13130, CEN/TS 14234,
Mitomycin C, 0.5mg/ml (500 ppm) >240 minutes EN 420, EN 374 part 1,2 & 3
Paclitaxel (Taxol), 6.0mg/ml (6,000 ppm) >240 minutes
Thiotepa, 10.0mg/ml (10,000 ppm) 15.4minutes MANUFACTURING ACCREDITATIONS
Vincristine Sulfate, 1.0mg/ml (1,000 ppm) >240 minutes 1ISO 9001:2008
WARNING: Carmustine and Thiotepa, at the tested concentration, degraded Paloma nitrile glove at 15.1 minutes and ISO 13485:2003

;iﬁ];n:ir;l;t:;sa ﬁzﬁzc;izilgalggis:f use of gloves in chemotherapy treatment is solely the decision of clinicians EN ISO 13485:2003
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SATRA
e

Notiied Body: 2777 SATRA customer number: PO130

Certificate number: 2777/10648-04/E04-01
This EU Type Examination Cerlficats covers th fallowing product roup(s) supported by testing to the rlevant

the technical file documentation:
Following the EU Type-Examination this product gm ip has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category Il product
Product reference:

Description:

AS NPF Nitrile examination powder free gloves
Sizes: Classifi n:

6 (XS) - 10 (XL) ENISO 374-1:2016/Type B

Level EN374-4:2013
37% Formaldehyde 6 31%
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

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

Teghricalrepotsfogrovel dooun
A: CHI

o208 21 17491ENA, GHOZ65112/1T40ENS, CHVIOZ65112/1748/SPT, CHMO27262118261J5,
Chvioars213 5oL 1836/LHIE, 1836/LHID, 1836/LHUAJFinal TUV:
7191143339-CHM16-01-RC

Signed on behalf of SATRA: [r—==1% Harwan o

(g, Gl Guaran

Expiry date: 25/06/2023

Date of issue: 17/0412019

Pae 102
SATRA Teciany G Unist Brocsoun Busis Pk Gl DISYZP. Rl o v
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Page 2 - Nurul Kong KI80644

devies o posmarketing safetyreporting (21 CFR 4, Subpart B)fo combinaton prducts (sce

Hartalega SdnBhd https:// 7488 htm); good
Nurul Kong set forth in the quality (Q! ion (21 CFR Part 820) for
Quality Assurance Senior Manager devices or current good munufucmnng practices (21 CFR 4, Subpart A) for combination products; and, if
No. 7, Kawasan Perusahaan Suria applicable, 31-542 of the Act); 21 CFR 1000- 1050.
Bestari Jaya, 45600 My
Also, I led, byreference notification” (21 CFR Part

Re: K180644 807.97). For questi ing the the MDR regulation (21 CFR Part 803),

Trade/Device Name: Nitrile Powder Free Examination Gloves with Colloidal Oatmeal -Lemon Green please go to httpy/ i i htm.

Regulation Number: 21 CFR 880.6250 For ive regulatory about medical devicesand rad iting products,including

ﬁ::ﬁ::g’r‘; NC‘"‘I’;'S‘: 2‘;;5“:‘; Examination Glove information about labelmgregulanom  plsss Dovice Advice
Product Code: LiA uidane])and CDRHvaeevxm
Dated: July 16,2018 hitp:// gov/Training/ CDRHL carn). oumay contactthe Division of Industry and
Reoeived: uly 23, 2018 Consumer Education (DICE) to ask a question abouta specific regulatory topic. See the DICE website

g (http://vwow flagow/DICE) for more information or contact DICE by email (DICE@fda.bhs.gov) or phore
(1-800-638-2041 or 301-796-7100).

Dear Nurul Kong:
. . - . . Sincerely,
‘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 Clarence W. Murray lii Il -S
legally marketed predicate devices marketed in interstate commerce pnono May 28, 1976, the enactment dalc
of the Medical Device Amendments, orto devices that have been d with the p; For Tina Kiang, Ph.D.
of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval ofa premarket approval Acting Director
application (PMA). You may, therefore, market the device, subjectto the general controls provisions of the Act. Division of Anesthesiology,

General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation

Although this letter refers to your productas a device, please be aware that some cleared products may instead
be combination products. The 510(k) Premarket Notification Database located at

data.fds i inati
hitps./) . cfin identifies product Center for Devices and Radiological Health
submissions. The general controls provisions of the Acuncludc rcqulrcmcms for annual rcglstrauon listing of

devices, good manufacturing practice, labeling, and against and Please Enclosure

note: CDRH does not evaluate information related to conlrac&habl]ny warranties. We remind you, however,
that device labeling must be truthful and not misleading.

1f your device is classified (see above) into either class IT (Special Controls) or class IIT (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 fa i ival ination does not mean that FDA has
made a determination that your device comphes 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

U.S. Food & Drug Adminkiraton
10503 New Hampshire Avenve
Siver Spring,MD 20593

e idagoy.

) )

CONTHUT Ol & KFRARATT FACE IF WRTTET

[E=E ORI Page 10f 1 T
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http://www.fda.gov/
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
http://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm);good
http://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm);good
http://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm);good
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/)
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/)
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/)
http://www.fda.gov/Training/CDRHLearn).Additionally
http://www.fda.gov/DICE)formoreinformation
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April 25,2020

Hartalega NGC SDN. BHD.
Nurul Kong
Senior Manager- Quality Assurance
Kawasan Perindustrian Tanjung
Sepang, Selangor 43900

ysia

Re: K200581
Trade/Device Name: Biodegradable Nitrile Powder Free Examination Gloves Tested for Use with
Chemotherapy Drugs and Fentanyl Citrate (Bluc)
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 enclosurc)
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the cnactment
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 ofa premarket
approval application (PMA). You may, thercfore, market the device, subjectto the general controls provisions
ofthe Act. Although this leiter refers 0 your productas a device, pléase be aware that some cleared products
may insiead be combination products. The S10(K) Premarket Notifeation Database located at

hitpsy/wy Jata. fda cfin identifies product
submissions. The general controls provisions of the Act include requirements for amnual registration, lsting of
devices, good manufacturing practice, labeling, and against and Pleasc

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 IT (Special Controls) or class 11l (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 Actorany Federal

U.S. Food & Drug Adrminisration
10903 New Hampshire Avenue
Siver Spring, MD 20953
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other Federal agencies. You must comply withall the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807);labeling (21 CFR Part

801): medical (reporting of medical d events) (21 CFR 803) for devices
orpostmarketing safety reporting (21 CFR 4, Subpart B) for combination poducts (scc
https://www. f ting-

set forth in the quality sysmns(QS)
regulation (21 CFR Part $20) fo devicesor curtent good manufacturing pracuc:s(Zl CFR 4, Subpart A) for
combination products; and, if applicable, the (Sections 531- 542
ofthe Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For qustions regarding the reportng ofaerse events under the MDR regultion 21 CFR Part
803), please go to hitps://vww. jcal-device-reporting- mdr-
how-report-medical-device-problems.

For regulator about medical devices it s, including
about please see Device Advice (https:/www.fda gov/medical-

s lat DRH Learn (https:/www.fda.
and-continu i 1 it youmay contact the Division of Industry and Consumer
Education (DICE) to ask a question about a spemfc regulatory topic See the DICE website
(https:/i fda. vision-
industry-and tion-dice) for more contact DICE by email (DIC] F(a.fda hhs 20v)
or phone (1-800-638-2041 or 301-796-7100).

Sincerely,
Elizabeth F.
Claverie -S

CAPT Elizabeth Claveric, 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
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http://www.fda.gov/
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
http://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
http://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
http://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
http://www.fda.gov/medical-
http://www.fda.gov/training-and-continuing-education/cdrh-learn)
http://www.fda.gov/training-and-continuing-education/cdrh-learn)
http://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
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CRS REF : SAT/18/0248

DATE RECEIVED: MAR 02,2018
DATE REPORTED: MAR 14,2018
PAGE: 1 of 1

ReportNo.: CRSSA/02645/18

TESTREPORT
Product Description : Powder Free Nirile Examination Gloves
Country ofOrigin : Malaysia
Size : Medium
QuantityTested : 200 pieces
Test Conducted : Freedom fromholes
Test Method : EN455 Part 1:2000

Testing Period B 02 Mar 201808 Mar 2018

the following -

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.

CHEE TUCK CHOON

B.Sc. MMIC
SECTION HEAD
e conn T Copdins s . L.
o Eacroms: oo o e o o o il . o

e e o
SGS (Malaysi) Sdn. Bnd. Lot Persiaran Jubi Perak, Seksyen 22, 40300 Shah Alam, Selangor, Melaysia
(Conpany Y. 108711+ (03) 5481 8262  +6 (03) 5481 6215 wu.s95.00m

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

PAGE: I of |
Report No.: CRSSA/02646/18
TEST REPORT
Product Description Powder Free Nitrlle Examination Gloves
Country of Origin Malaysi
Size Medium
Quantity Tested 13 pieces.
TestConducted Dimensions
Test Method EN 455 Part 22015
Testing Period 02 Mar 2018 - 08 Mar2018
Based on submitted samples, the following results obtained -
Sie M M M [M [M [M [M [M [M |[M [M [M [M [ Medan
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

Nerberaf e 535 Goup SGSSY

CRS REF : SAT/18/0248

DATE RECEIVED : MAR 02,2018
DATE REPORTED: MAR 14,2018
PAGE: 1 of1

Report No.: CRSSA/02647/18

TEST REPORT

Product Description : Powder Free Nitile Examination Gloves
Country of Origin : Malaysia
Size Medium
Quanity Tested : 13 pieces
Test Conducted : Force at Break During Shelf Life and After
Test Method : Challenge EN 455 Part 2:2015
Ageing : 70+ 2 Deg C for 168hrs
Testing Period : 02 Mar 2018~ 14 Mar2018
Force at Break,N
SIZE SAMPLENO. BEFOREAGING AETERAGING
M 1 82 8.4
2 81 82
3 79 65
4 7.3 79
5 85 66
6 92 93
7 87 72
8 838 74
9 93 7.1
10 80 79
1 92 73
12 63 71
13 8.1 71
fedian 82 73
Requirement. =60 =60

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

SGS (MALAYSIA) SDN.BHD

CHEE TUCKCHOON
B.Sc. MMIC
SECTION HEAD

sn
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SGS (Malaysa) Scn. Bhd. Lofd, Persiaran Jub Perak, Seksyen22, 40300Shah Alam, Selangor, Maiaysa
(Conpany N, 10871146 (03) 5481 8262146 (03) 5481 8215wy sgs.com

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

SGS (MALAYSIA) SDN.BHD.

CHEE TUCKCHOON
B.Sc. MMIC
SECTION HEAD

Tas i Condions fr B Docummets L5 Ao i o e Inton ot I demniction
s e o 5 venion oy S vt ks of et

v o

Bnd Lot persran ubiPrs. 40300 Shan A, Slaner, Moy
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CRS REF : SAT/18/0248

DATE RECEIVED :MAR 02,2018
DATE REPORTED: MAR 14,2018
PAGE: 1 of |

Report No. : CRSSA/02648/18

TEST REPORT
Product Description : Powder Free Niile Examination Gloves
Country of Origin : Malaysia
Size : Medium
Quanity Tested : 5 picces
Test Conducted : Powder Content
Test Method : EN4SS Part3:2015
Testing Period : 02 Mar 2018 - 08 Mar 2018

Ontesting the samples, the following results were obtained:-

SIZE Average Powder Mass perGlove
M 0.26mg

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

CHEE TUCKCHOON

B.Sc. MMIC

SECTION HEAD
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S (Malaysie) Sdn. Bhd. Lot Persiran Jubi Perak, Seksyen22, 40300Shah Alam, Setangor, Malaysia
(Conpany No. 108711146 (03) 5481 82821 +6(03) 5481 8215 v sgs com
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http://www.sgs.com/en/Terms-and-Conditions.aspxand,for
http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.Attentionisdrawntothelimitationof
http://www.sgs.com/
http://www.sgs.com/en/Terms-and-Conditions.aspxand,for
http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.Attentionisdrawntothelimitationof
http://www.sgs.com/
http://www.sgs.com/en/Terms-and-Conditions.aspxand,for
http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.Attentionisdrawntothelimitationof
http://www.sgs.com/
http://www.sgs.com/en/Terms-and-Conditions.aspxand,for
http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.Attentionisdrawntothelimitationof
http://www.sgs.com/

25cm X12.5cm X 5cm. 100 Gloves in 1 box
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26cm X26cm X26cm. 10 boxes of 100 Gloves in One Carton
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