Kimberly-Clark™ Purple Nitrile
Exam Gloves

Put the Science of Protection
to Work in Your Lab

Your employees are your most valuable asset. That's why they
deserve the worry-free protection of Kimberly-Clark” Purple Nitrile"
Exam Gloves. Our gloves guard against incidental splash exposure.
The gloves are made of a highly durable nitrile

polymer that eliminates the risks and costs

associated with type 1 natural rubber latex allergies.

Kimberly-Clark® Purple Nitrile* Exam Gloves

are the gloves of choice in leading labs because
they are comfortable to wear and provide excellent
tactile sensitivity. When users see the distinctive
color purple, they know they can concentrate

on the task at hand, protected from known and
unknown risks.

Smartpull” Dispenser Box

Smartpull” dispensing

incorporates 2 separate openings

on the box. The first, smaller opening
is used when the box is full and helps
control dispensing to lessen waste from
dropped gloves or multiple dispensing.
When the box is half empty, the second,
larger opening allows easier access to the
gloves. In addition, the dispensing box
also provides up to a 33% waste savings.

Bellrene el | Exceptional
Workplaces:




Kimberly-Clark® Purple Nitrile" Exam Glove Features and Specifications

« L atex-free,
powder free

o Comfortable fit

« Cleared for use in

Product Specifications

Physical Properties

B W el L h th Gauge Thickness Measurements MM MIL Before Aging
O leteglolsol el chemotherapy Middle Finger 15 59 Tensile Strength 21 MPa
o Ambidextrous « Available in Sterile Palm A2 47 Ultimate Elongation 550%
. Cuff .09 35 .
« Textured fingertips and Non-Sterile Aftef Aging
P le Nitril Average Length 242mm (9.5") Tensile Strength 21 MPa
«AQL15 y urE’ € Nitrite- XTRA* 305mm (12.0") Ultimate Elongation 500%
Xtra® Exam
¢« 95" & 12" lengths Gloves meet
« Excellent dexterity ~ NFPA Standards XS S I
and tactile 1999: 2008 Exceeds current ASTM 6319 standard for critical defects (AQL 2.5). AQL for critical defects is 1.5.
sensitivity

Manufactured in accordance with Quality System ISO 9001.

Best Protection

When you're in the market for protection, turn to the proven leader. Kimberly-Clark” Purple Nitrile* Exam Gloves provide peace of
mind for your lab personnel.

Kimberly-Clark® Purple Nitrile Exam Gloves

Description Color X-Small Small  Medium Large X-Large Gloves/Boxes Total/Case
. . P} . ) 100/10 1000

Kimberly-Clark™ Purple Nitrile” Exam Gloves 9.5" Ambi Purple 55080 55081 55082 55083 55084 (XL - 90/10) XL - 900)

Kimberly-Clark® Purple Nitrile-XTRA" Exam Gloves 12" Ambi Purple 55090 50601 50602 50603 50604 50/10 500

Specific chemical resistance data can be found at: www.l fety. /ch ierdata

Kimberly-Clark® Purple Nitrile® Sterile Exam Gloves

Description Color Small Medium Large Gloves/Boxes Total/Case

Kimberly-Clark™ Purple Nitrile Sterile Single Exam Gloves 9.5" Ambi Purple 52101 52102 52103 100/4 400

Kimberly-Clark” Purple Nitrile™ Sterile Pairs Exam Gloves 9.5" Ambi Purple 55091 55092 55093 50 pairs/4 200 pairs

Good for your business, good for the planet.

RightCycle” from Kimberly-Clark Professional” is an innovative program that helps you mitigate waste and
cross-contamination issues in current processes and reach Corporate Social Responsibility (CSR) and Sustainability goals.

<> Cycle

No more downcycling or upcycling. RightCycle” makes it easy to recycle previously hard-to-recycle products like
cleanroom garments and gloves into a variety of useful, eco-friendly products.

For more information, ask your distributor sales professional or contact Kimberly-Clark Professional” directly at 800-255-6401.

Our Guarantee

Your total satisfaction means everything to us. If, for any reason, our products do not meet
your expectations, Kimberly-Clark will reimburse yout for your initial purchase, via FREE
product, for up to $1,000. For more information on Kimberly-Clark Professional’, visit us online
at www.keprofessional.com, contact your Kimberly-Clark Sales Representative, or call

us at 1-888-346-GOKC (4652).

 Guarantee extended to consuming end-user accounts only.

Kimberly-Clark warrants that its products (1) comply with K-C's standard specifications as of the delivery date to K-C's authorized distributors/direct purchasers and are warrantied for the following periods from end-user's date of purchase (verified by valid sales receipt)
(a) five years for BALDER" Technology auto-darkening filters; (b) two years for all other auto-darkening filters; and (c) one year for powered air-purifying respirators; (2) comply with all K-C labeling repr ions; and (3) are din I with all i
federal, state, and local laws in effect at the time and place of manufacture of the products. THIS WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE. K-C is not liable for any kind of special, incidental, or consequential damages. K-C's liability for breach of contract, tort or other cause of action shall not exceed the product purchase price. Purchasers and users are deemed to have accepted the above
warranty and limitation of liability, and cannot change the terms by verbal agreement or by any writing not signed by K-C. To the extent required by applicable law, K-C does not limit its liability for death/injury resulting from K-C's negligence.

®/*Trademarks of Kimberly-Clark Worldwide, Inc. or its affiliates. Marques déposées de Kimberly-Clark Worldwide, Inc. ou de ses filiales. The COLOR PURPLE is a Registered Trademark of KCWW. © KCWW. Printed in the U.S.A. S160 P14-1544 6/14



TestLdbs

Lewvel 23-1, Premier Suite, One Mont Kiara,

Mo 1, Jalan Kiara, Mont Kiara TE ST RE PORT

50430 Kuala Lumpur, Malaysia

Report No.: D171017607_1

Sample description: Nitrile Glove apenicanT: KIMBERLY-CLARK

Style | Amcle no.  :HZR-35 CORPORATION

o e 351 Phelps Dr, Irving,
TX 75038

Date of recespt = 18 March, 2017
Testing period  © 10 March, 2017
: 17 March, 2017

Product category 1 GLOVE

Product type ‘MITRILE GLOVE

Test siage SCOMPLETE TEST

Supplier name ‘KIMBERLY-CLARK CORPORATION
Expored to WORLD WIDE

1. Conclushon:
EN 420/EN 388/EN 374

4.1, Abrasion msiglance

521 ArLeak Test

§52.1. Waler Leak Tesi

10 Azn dyes - Toutie

11 Dimatryitumarnte

12 Palycyclc Aroenalic Hydrocarbons
13 NRF scresning

1

2 4.1, Cul resistance

3 4.1, Punciung nesisiance

4 4.1. Tear strength resstance

5 432 pH - Toutis (KCI solution)
L 5.1.2. Sizing

T 52 Demierity

-]

9

Himimm‘g

Eass: requinements mat  Fail: requiremenis not met  None: ne reqguiremaent for this test  BUA- not applicable

The report is issued by TestLabs Malaysia under its General Conditions printed overleaf. The results shown in this report
refer only to the sample (s) tested. Except by special arrangement, the test items will not be retained by TestLabs Malaysia

for more than & months, The test report shall not be reproduced, except in full, without the written approval of the testing
laboratory.



REPORT NO.: D171017607_1

I[=31es  TEST CERTIFICATION OF ;
KIMBERLY-CLARK NITRILE
GLOVES

Report No.: D171017607_1 c €

Name and address of  Kimberly-Clark Corporation.

corilicate owner: 351 Phelps Dr, Irving, TX 75038
Name and address of  Kimberly-Clark Corporation.
manufacturer: 351 Phelps Dr, Irving, TX 75038
Product name: Kimberly-Clark Nitrile Glove

This certificate confirms that the product meets the requirements of the following standards
and within limits of it standards gives presumption of conformity with essential
requirement s of Regulation 2016/Q5

EN 1492001 « A1 2009
The certification process has been camed out in accordance with the progaam PC-P-07-07
Evaluation has been carned out in accordance with test reports made by TestLabs Malaysia.

No. of test reports HX2003094478
Certificate issue date: 1803.2017
Expiration date 17.03.2021

The mutual obligations and rights of the certfcation are reguisted by the cortma No. ICR
Polska/2020-85N i

This certificate apples 10 products having the same attabutes (parameten) ntended use, that have
been evaluated and meet the requirements of the sforementioned standards ’

Derector: Rafal Kalinows

TESTLABS

Level 23-1, Premier Stite, One Viont iara,
Hu L, Jalosr Kiara, Muin. Kiora

50480 Kuala Lumpur

FLevel 23-1, Premier Suite, One Mont Kiara, No 1, Jalan Kiara, Mont Kiara. 50480 Kuala Lumpur, Malaysia.
Web: http://www.testlabs.my Page 2 of 2
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€% Kimberly-Clark Corporation

K1t134a3

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Gloves - 9.5” Length

Section 5 - 510{k) Summary

Preparation Date: February 14, 2012
Kimbedy Clark Corporation
Applicant: 1400 Holcomb Bridge Road

Roswell, GA 30097

Lester F. Padilla

Contact Person: Tel. No.. 678-352-6766
Trade/Proprietary Name(s): giglbedy-CIark PURPLE NITRILE* Powder-Free Exam Gloves -
Common Name(s): Powder-Free Nitrile Patient Examination Glove

Classification Name:

Patient Examination Glove (21 CFR Part 880.6250),
Polymer Patient Examination Glove (Product Code LZA)

Legally Marketed Device(s) to Which Substantial Equivalence is Claimed:

1.

K102032: Kimbery-Clark PURPLE NITRILE XTRA* Sterile Powder-Free Exam Gloves (Tested
for Use with Chemotherapy Drugs — 12" Pairs); Kimberly-Clark PURPLE NITRILE* Sterile
Powder-Free Exam Glove (Tested for Use with Chemotherapy Drugs — 9.5 Pairs); Kimberly-
Clark PURPLE NITRILE* Sterile Powder-Free Exam Glove (Tested for Use with Chemotherapy
Drugs — 9.5° Singles); Kimberly-Clark PURPLE NITRILE XTRA* Sterile Powder-Free Exam
Gloves (127 Pairs); Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Glove (9.5” Singies);

K101596: Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Gloves (Chemotherapy Gloves
- 127); Kimberly-Clark PURPLE NITRILE * Powder-Free Exam Glove (Chemotherapy Gloves —
9.57); Kimberly-Clark PURPLE NITRILE XTRA* Powder-Free Exam Gloves (127); Kimbery-Clark
PURPLE NITRILE* Powder-Free Exam Glove (9.5");

Device Description(s):

Kimberty-Clark PURPLE NITRILE* Powder-Free Exam Gloves are 9.5-inch long, non-sterile, purpie-
colored nitrile, powder-free, ambidextrous patient examination glove that meets the specifications of
ASTM D 6319-10, Standard Specification for Nitrile Examination Gloves for Medical Application.

Intended Use(s):

A powder-free patient examination glove is a disposable device intended for medical purposes that is
worn on the examiner's hand or finger to prevent contamination between patient and examiner.

Summary of Technologies:

The technological characteristics (design, specification, performance) of the Subject Devices and the
Predicate Devices are substantially equivalent.

Section 5 - 510(k) Summary
Page 1 of 2

MAR - g 2012



€ Kimberly-Clark Corporation K1134ad3

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Gloves - 9.5” Length

Non-Clinical Testing:

Characteristics Applicable FDA- Performance Results
Recognized Standards

Dimensions ASTM D 6318-10 Meets ASTM Requirements
Physical Properties ASTM D 6319-10 Meets ASTM Requirements
Freedom from pinholes ASTM D 6319-10 .

ASTM D 5151-06 Meets ASTM Requirements
Powder Free (Powder Content) ASTM D 6319-10 )

ASTM D 6124-06 Meets ASTM Requirements
ISO Skin Irritation Study and ISO 10993, Part 10
Sensitization Meets ASTM Requirements
ISO Systemic Toxicity Study iSO 10993, Part 11

Clinical Testing:
No Clinical testing was required to determine substantial equivalence of these devices.

Conclusion: .
The results of the non-clinical testing demonstrate that the gloves meet the FDA-recognized consensus
standards and are substantially equivalent to the predicate devices.

Section § - §10(k) Summary
Page 2 of 2



K11 3423
€% Kimberly-Clark Corporation

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves - 12” Length

Section 5 - 510(k) Summary

Preparation Date: Febmaly 14, 2012
Kimberly Clark Corporation
Applicant; 1400 Holcomb Bridge Road

Roswell, GA 30097

Lester F. Padilla

Contact Person: Tel. No.: 678-352-6766

Kimbery-Clark PURPLE NITRILE-XTRA* Powder-Free Exam

Trade/Proprietary Name(s): Gloves — 12" Length

Common Name(s): Powder-Free Nitrile Patient Examination Gloves

Patient Examination Glove (21 CFR Part 880.6250),
Polymer Patient Examination Glove (Product Code LZA)

Classification Name:

Legally Marketed Device(s) to Which Substantial Equivalence is Claimed:

1. K102032: Kimbery-Clark PURPLE NITRILE XTRA* Sterile Powder-Free Exam Gloves (Tested
for Use with Chemotherapy Drugs — 12° Pairs); Kimbery-Clark PURPLE NITRILE* Sterile
Powder-Free Exam Glove (Tested for Use with Chemotherapy Drugs — 9.5° Pairs); Kimberly-
Clark PURPLE NITRILE* Sterile Powder-Free Exam Glove (Tested for Use with Chemotherapy
Drugs — 9.5° Singles); Kimberly-Clark PURPLE NITRILE XTRA* Sterile Powder-Free Exam
Gloves (12" Pairs); Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Glove (9.5” Singles);

2. K101596: Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Gloves (Chemotherapy Gloves
- 127); Kimberly-Clark PURPLE NITRILE * Powder-Free Exam Glove (Chemotherapy Gloves —
9.57); Kimbery-Clark PURPLE NITRILE XTRA* Powder-Free Exam Gloves (12"); Kimberly-Clark
PURPLE NITRILE* Powder-Free Exam Glove (9.5");

Device Description(s):

Kimbery-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves are 12-inch long, non-sterile, purple-
colored nitrile, powder-free, ambidextrous patient examination glove that meets the specifications of
ASTM D 6319-10, Standard Specification for Nitrile Examination Gloves for Medical Application.

intended Use(s):

A powder-free patient examination glove is a disposable device intended for medical purposes that is
wom on the examiner's hand or finger to prevent contamination between patient and examiner.

Summary of Technologies:

The technological characteristics (design, specification, performance) of the Subject Devices and the
Predicate Devices are substantially equivalent.

Section 5 - 510(k) Summary
Page 1 of 2



K113423
&% Kimberly-Clark Corporation

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves - 12” Length

Non-Clinical Testing:

Characteristics Applicable FDA- | Performance Results
Recognized Standards

Dimensions ASTM D 631910 Meets ASTM Requiremenis
Physical Properties ASTM D 631910 Meets ASTM Requirements
Freedom from pinholes © ASTMD 6319-10 .

ASTM D 5151-06 Meets ASTM Requirements
Powder Free (Powder Content) ASTM D 6318-10 .

ASTM D 6124-08 Meets ASTM Requirements
ISQ Skin Irritation Study and ISO 10993, Part 10
Sensitization Meets ASTM Requirements
IS0 Systemic Toxicity Study 1SO 10993, Part 11

Clinical Testing:

No Clinical testing was required to determine substantial equivalence of these devices.

Conclusion:
The resuits of the non-clinical testing demonstrate that the gloves meet the FDA-recognized consensus
standards and are substantially equivalent to the predicate devices.

Section § — 510(k) Summary
Page 2 of 2



K 113423
@ Kimberly-Clark Corporation

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves (12”)
Tested for Use with Chemotherapy Drugs

Section 5 - 510{k) Summary

Preparation Date: February 14, 2012
Kimberly Clark Corporation
Applicant: 1400 Holcomb Bridge Road

Roswell, GA 30097

Lester F. Padilla

Contact Person: Tel. No.: 678-352-6766

Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam

Trade/Proprietary Name(s): Gloves — 12" Length

Powder-Free Nitrile Patient Examination Glove — Tested for Use

Common Name(s}): with Chemotherapy Drugs.

Patient Examination Glove (21 CFR Part 880.6250),
Patient Examination Glove, Speciatty (Product Code LZC)

Classification Name:

Legally Marketed Device(s) to Which Substantial Equivalence is Claimed:

1. K102032: Kimbery-Clark PURPLE NITRILE XTRA* Sterile Powder-Free Exam Gloves (Tested
for Use with Chemotherapy Drugs ~ 12" Pairs); Kimbery-Clark PURPLE NITRILE* Sterile
Powder-Free Exam Glove (Tested for Use with Chemotherapy Drugs - 9.5 Pairs); Kimberly-
Clark PURPLE NITRILE* Sterile Powder-Free Exam Glove (Tested for Use with Chemotherapy
Drugs — 9.5" Singles); Kimbery-Clark PURPLE NITRILE XTRA* Sterile Powder-Free Exam
Gloves (12" Pairs); Kimbery-Clark PURPLE NITRILE* Powder-Free Exam Glove (9.5” Singles):

2. K101596: Kimberly-Clark PURPLE NITRILE XTRA* Powder-Free Exam Gloves (Tested for Use
with Chemotherapy Drugs — 12%); Kimbery-Clark PURPLE NITRILE* Powder-Free Exam Glove
(Tested for Use with Chemotherapy Drugs — 9.5%); Kimbery-Clark PURPLE NITRILE XTRA*
Powder-Free Exam Gloves (127); Kimbery-Clark PURPLE NITRILE* Powder-Free Exam Glove

9.5%;

Device Description(s):

Kimbery-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves are 12-inch long, non-sterile, purple-
colored nitrile, powder-free, ambidextrous patient examination glove that meets the specifications of
ASTM D 6319-10, Standard Specification for Nitrile Examination Gloves for Medical Application. In
addition these gloves were tested for use with the drugs listed in the Intended Use(s) section below, per
ASTM D6978-05 “Standard Practice for Assessment of Resistance of Medical Gloves to Permeation by
Chemotherapy Drugs.”

These gloves meet the 2008 Glove Guidance Manual recommended minimum thickness and length
specifications for gloves tested for use with chemotherapy drugs.

Section § - 510(k) Summary
Page 1 of 3



K113423
&% Kimberly-Clark Corporation

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves (12")
Tested for Use with Chemotherapy Drugs

Intended Use(s):

A powder-free patient examination glove is a disposable device intended for medical purposes that is
womn on the examiner's hand or finger to prevent contamination between patient and examiner.

In addition, these chemotherapy gloves were tested for use with the following drug concentrations per
ASTM D6978-05;

The following drugs had NO breakthrough detected up to 240 minutes:

Bleomycin sulfate (15 mg/mi)

Gemgcitabine HCI (38.0mg/mf)

Busulfan (6 mg/ml)

idarubicin HCI (1.0mg/ml)

Carboplatin (10 mg/mi)

Ifosfamide {50.0 mg/ml)

Cisplatin (1.0 mg/ml)

Irinotecan HCI {20.0 mg/ml)

Cyclophosphamide (20.0 mg/mi)

Mechlorethamine HCI (1.0 mg/ml)

Cytarabine HC! (100 mg/ml)

Melphalan (5 mg/ml)

Dacarbazine (10 mg/mil)

Methotrexate (25 mg/ml)

Daunorubicin HCI (5.0 mg/ml)

Mitomycin-C (0.5 mg/ml)

Docetaxel (10.0 mg/ml)

Mitoxantrone (2.0 mg/mi)

Doxorubicin HCI (2.0 mg/ml)

Paclitaxel (6.0 mg/ml)

Epirubicin (Ellence) (2 mg/ml)

Rituximab (10 mg/mi)

Etoposide {20.0 mg/mi)

ThioTEPA (10.0 mg/mi)

Fludarabine (25 mg/ml)

Trisenox (0.1 mg/mi)

Fluorouracil (50.0 mg/ml)

Vincristine Sulfate (1.0 mg/ml)

Please note that the following drug has low permeation times of less than 60 minutes:
Carmustine (3.3 mg/mi} 30.7 minutes

Summary of Technologies:

The technological characteristics (design, specification, performance) of the Subject Devices and the
Predicate Devices are substantially equivalent.

Section § - 510{k) Summary
Page 2 of 3



K1I13423
&% Kimberly-Clark Corporation

Traditional 510(k) Notification (Bundled):
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Gloves (12”)
Tested for Use with Chemotherapy Drugs

Non-Clinical Testing:

Characteristics Applicable FDA- | Performance Results
Recognized Standards
Dimensions ASTMD 6318-10 Meets ASTM Requirements
and and
2008 FDA Glove 2008 FDA Glove Guidance
Guidance Manual (for Manual (for thickness and
thickness and length) {ength)
Physical Properties ' ASTM D 6319-10 Meets ASTM Requirements
Freedom from pinholes ASTM D 6319-10 .
ASTM D 5151-08 Meets ASTM Requirements
Powder Free (Powder Content) ASTM D 6319-10 .
ASTM D 6124-06 Meets ASTM Requirements
ISO Skin Irritation Study and ISO 10993, Part 10
Sensitization Meets ASTM Requirements
ISO Systemic Toxicity Study ISO 10993, Part 11
Resistance to Permeation ASTM D 6978-05 and Meets ASTM Requirements
ASTM F 739-07 See Intended Use Section

Clinical Testing:
No Clinical testing was required to determine substantial equivalence of these devices.

Conclusion:
The results of the non-clinical testing demonstrate that the gloves meet the FDA-recognized consensus
standards and are substantially equivalent to the predicate devices.

Section 5 - 510(k) Summary
Page 3 of 3
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é DEPARTMENT.OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Docurment Control Room —WO066-G609
Silver Spring, MD 20993-0002

*viag

Kimberly-Clark Corporation ,

C/O Mr. Ned Devine MAR - 9 201
Responsible Third Party Official _

Underwriters Laboratories, Inc.

333 Pfingsten Road

Northbrook, Illinois 60062

Re: K113423
Trade/Device Name: Kimberly-Clark PURPLE NITRILE-XTRA* Powder-F'ree

Exam Glove with Tested for Use with Chemotherapy Drugs
Labeling Claim (12" Length)
Kimberly-Clark Purple NITRILE-XTRA* Powder-Free Exam
Glove (127 Length)
Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Glove’
(9.5” Length) .

Regulation Number: 21 CFR 880.6250

Regulation Name: Patient Examination Glove

Regulatory Class: I

Product Code: LZA, LZC

Dated: February 23, 2012

Received: February 24, 2012

Dear Mr. Devine:

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 1o 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. 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.



Page 2 — Mr. Ned Devine

If your device is classified (see above) into either class II (Special Controls) or class 111
(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 10 898. 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); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to http://www.fdagzov/AboutFDA/CentersOfﬁces/CDRH/CDRHOfﬁces
fucm115809.htm for the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR 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/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH 5
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor Y ow/Industry/default.htm.

~ Sincerely yours,

g

Anthony D. Watson, B.S., M.S,, M.B A.
Director
Division of Anesthesiology, General Hospital;
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health



I 44 3423
& Kimberly-Clark Corporation

Indications for Use

‘510(1{) Number (ifknown): < | ] 3422

Device Name(s): :
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Glove With TesTed
FOR “USE WHH AHEMOTHERAFY DRUGS LABEL Inea LLAIM — ja ! L@n? Eh
Indications for Use: : _

A powder-free patient examination glove is a disposable device intended for medical
purposes that is worn on the examiner's hand or finger to prevent contamination between

mnatran

: + and avarinar
Pul-l\.«l].l. QLI WAQRILLEWL .

In addition, these chemotherapy gloves were tested for use with the following drug
concentrations per ASTM D6978-05:

The following drugs had NO breakthrough detected up to 240 minutes:

Bleomycin suifate {15 mg/ml)

‘Gemgitabine HCI (38.0mg/ml)

Busulfan (6 mg/mi)

Idarubicin HCI (1.0mg/ml)

Carboplatin (10 mg/mi)

ifosfamide (50.0 mg/ml)

Cisplatin (1.0 mg/mi)

Irinotecan HCI (20.0 mg/ml)

Cyclophosphamide (20.0 mg/mi)

Mechloretharnine HC! (1.0 mg/ml)

Cytarabine HCI (100 mg/mi)

Melphalan (5 mg/mi)

Dacarbazine (10 mg/ml}

Methotrexate (25 mg/ml)

Daunorubicin HCI (5.0 mg/ml)

Mitomycin-C (0.5 mg/ml)

Docetaxel (10.0 mg/ml)

Mitoxantrone (2.0 mg/ml)

Doxorubicin HCI (2.0 mg/ml)

Paclitaxe! (6.0 mg/mi)

Epirubicin (Ellence) (2 mg/mi)

Rituximab {10 mg/mi)

Etoposide (20.0 mg/mi)

ThioTEPA (10.0 mg/ml)

Fludarabine (25 mg/ml)

Trisenox (0.1 mg/mi)

Fluorouracil (50.0 mg/m)

Vincristine Sulfate (1.0 mg/ml)

Please note that the following drug has low permeation times of less than 60
minutes: Carmustine (3.3 mg/ml) 30.7 minutes

Page 1 of 2
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Division of Anesthesiofogy, General Hospital
Infection Control, Dental Devices
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k113423
&3 Kimberly-Clark Corporation |

Indications for Use (cont’d)

- 510(k) Number (if known): j« [) 3427

Device Name(s):
Kimberly-Clark PURPLE NITRILE-XTRA* Powder-Free Exam Glove

Prescription Use AND JOR Over-The-Counter Use ___ X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
- OF NEEDED) '

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 2 of 2

fDivision blgn—ﬁ) .
“rvision of Anesthesiology, General Hospital

:, fection Control, Dental Devices

'K\\’s_LLD_B .
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k414324253

€1 Kimberly-Clark Corporation

Indications for Use

510(k) Number (ifknown): 1€ {1 342D

Device Name(s):
Kimberly-C[ark PURPLE NITRILE-XTRA* Powder-Free Exam Glove (127 Length)

Indications for Use: :
A powder-free patient examination glove is a disposable device intended for medical

purposes that is worn on the examiner's hand or finger to prevent contamination between
patient and examiner. ' ‘

Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED) ‘

Concurrence of CDRH, Office of Device Evaluation (ODE)

o S U Sasess e 1 ot 1
(Division Sign-0ff) '

Division of Anesthesiology, Genera! Hospital

infection Contro!, Dental Devices '

5100 Number: K 113423
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%) Kimberly-Clark Corporation

Indications for Use

510(k) Number (if known): K ]} 2423

Device Name(s):
Kimberly-Clark PURPLE NITRILE* Powder-Free Exam Glove (9.5” Length)

Indications for Use:
A powder-free patient examination glove is a disposable device intended for medical
purposes that is worn on the examiner's hand or finger to prevent contamination between

patient and examiner.

Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

é g * =\uﬁ<:_\¥ (’( . "~ ~ Page | of 1

(DivisionSign-0ff)
Drwsipn of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: K 113423




ADMINISTRATION

7" 2 Y U.S. FOOD & DRUG

April 10, 2020

Kimberly-Clark Corporation

% Wava Truscott

Consultant

Truscott MedSci Associates, LLC
180 Burkemeade Ct

Roswell, Georgia 30075

Re: K200072

Trade/Device Name: KIMTECH Purple Nitrile Powder Free Examination Gloves Tested for Use with
Chemotherapy Drugs, the Opioid Fentanyl Citrate, Simulated Gastric acid, and
Fentanyl in Simulated Gastric acid

Regulation Number: 21 CFR 880.6250

Regulation Name: Non-Powdered Patient Examination Glove

Regulatory Class: Class I, reserved

Product Code: LZA, LZC, QDO

Dated: January 15, 2020

Received: January 16, 2020

Dear Wava Truscott:

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 statedin 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 Actinclude 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 11 (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 Actor any Federal

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

www.fda.gov


http://www.fda.gov/
http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm

K200072 - Wava Truscott Page 2

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-de vice-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,

for 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
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2020
See PRA Statement below.

510(k) Number (if known)
K200072

Device Name

KIMTECH™ Purple Nitrile™ Powder Free Examination Gloves Tested for Use with Chemotherapy Drugs, Opioid Fentanyl Citrate,
Simulated Gastric Acid and Fentanyl in Simulated Gastric Acid

Indications for Use (Describe)
The Nitrile Powder Free patient examination glove is non-sterile disposable device intended for medical purposes that is

worn on the examiner's hand or finger to prevent contamination between patient and examiner.

Test Results Follow:

Chemotherapy Drug Concentration Minimum Breakthrough Detection Time
Blenoxane (15mg/mL),(15,000 ppm) >240
Busulfan (6mg/mL.),(6,000 ppm) >240
Carmustine (BICNU) (3.3mg/mL),(3,300 ppm) >3.6
Cisplatin (Img/mL),(1,000 ppm) >240
Cyclophosphamide/cytoxan  (20mg/mL),(20,000 ppm) >240
Cytarabine (100mg/mL.),(100,000 ppm) >240
Dacarbazine(DTIC) (10mg/mL),(10,000 ppm) >240
Daunorubicin (5mg/mL), (5,000 ppm) >240
Docetaxel (10mg/mL),(1 0,000ppm) >240
Doxorubicin (2mg/mL),(2,000 ppm) >240
Ellence (2mg/mL),(2,000 ppm) >240
Etoposide/Toposar (20mg/mL., (20,000 ppm) >240
Fludarabine (25mg/mL),(25,000 ppm) >240
Fluorouracil (50mg/mL),(50,000 ppm) >240
Gemcitabine (38mg/mL.),(38,000 ppm) >240
Idarubicin (Img/mL),(1,000 ppm) >240
Ifosfamide (50mg/mL),(50,000 ppm) >240
Irinotecan (20mg/mL.),(20,000 ppm) >240
Mechlorethamine HCL (I mg/mL),(1,000 ppm) >240
Melphalan (5mg/mL), (5,000 ppm) >240
Methotrexate (25mg/mL),(25,000 ppm) >240
Mitomycin C (0.5mg/mL),(500 ppm) >240
Mitoxantrone (2mg/mL),(2,000 ppm) >240
Paclitaxel (6mg/mL),(6,000 ppm) >240
Paraplatin (10mg/mL),(10,000 ppm) >240
Rituximab (10mg/mL),(10,000 ppm) >240
Thiotepa (10mg/mL),(10,000 ppm) >15.9
Trisenox (0.1 mg/mL),(100 ppm) >240
Vincristine Sulfate (I mg/ m),(1,000 ppm) >240
The Fentanyl Citrate and Gastric acid tested as follows:

Fentanyl Citrate 100mcg/2mL >240
Gastric Acid (simulated) 0.2% NaCl in 0.7% HCL >240
Fentanyl in Gastric Acid 50/50 Mix >240

Note: Carmustine and Thiotepa have extremely low permeation times of 3.6 and 15.9 minutes respectively
Warning: Do Not Use With: Carmustine, Thiotepa

FORM FDA 3881 (7/17)

Page 1 of 2

PSC Publishing Services (301) 443-6740 EF



Type of Use (Select one or both, as applicable)

[] Prescription Use (Part 21 CFR 801 Subpart D) X Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17) Page 2 of 2



510(k) Number:

510(k) Summary

The information contained herein is being provided in accordance with the requirements of 21 CFR 807.92(c).

K200072

Preparation Date: April 6, 2020

KIMTECH™ Purple Nitrile™ Powder Free Examination Gloves Tested for Use with Chemotherapy
Drugs, Opioid Fentanyl Citrate, Simulated Gastric Acid and Fentanyl in Simulated Gastric Acid

1. Submitter:

Company Name:
Address:

Country:
Phone:

Contact Person:

Phone
Fax
E-mail:

2. Correspondent:

Company Name:
Address:

Phone:
Fax:
Email:

3. Device information:

Device Trade Name:

Classification Name:
Classification:
Regulation Number:

Common name:

Product Code:

Kimberly-Clark Corporation
1400 Holcomb Bridge Road
Roswell, GA 30076

United States of America

+1 770 587 8000

Juan M. Marquez
Director, Regulatory Affairs
Kimberly-Clark Corporation
1400 Holcomb Bridge Road
Roswell, GA 30076

+1 678-352-6069
+1920-969-4863
Juan.M.Marquez@kcc.com

Wava Truscott, PhD.
Truscott MedSci Associates, LLC
180 Burkemeade Ct.

Roswell, GA 30075

+1(678) 860-1550
+1 (770) 552-2887
Wava.Truscott@gmail.com

KIMTECH™ Purple Nitrile™ Powder free Examination Gloves Tested for
Use with Chemotherapy Drugs, Opioid Fentanyl Citrate, Simulated Gastric
Acid, and Fentanyl in Simulated Gastric Acid

Patient Examination Glove
Class | (general controls)

21 CFR 880-6250

Powder-free Nitrile Exam Glove for use with Chemotherapy drugs and
Fentanyl

LZC, LZA, QDO
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about:blank
about:blank

4. Predicate Device:

K170686: Brightway Non-Powdered Nitrile Examination Glove Tested for use with Chemotherapy gloves:
LZA, LZC (Subject Glove is exactly the same glove, but seeking the additional QDO claim)

K182241: Non-Sterile Powder-Free Nitrile Examination Glove Black Tested for use with Chemotherapy

gloves: LZA, LZC, QDO

5. Description of the Device:

KIMTECH™ Purple Nitrile™ Examination Gloves, Powder Free, Tested for Use with Chemotherapy Drugs,
Opioid Fentanyl Citrate, Simulated Gastric acid and Fentanyl in Simulated Gastric acid are single use only,
non-sterile, disposable gloves. The powder-free gloves are made of a synthetic copolymer of acrylonitrile and
butadiene with a purple color additive. The gloves are available in extra small, small, medium, large, and

extra-large sizes.

6. Indications for Use:

The Nitrile Powder Free patient examination glove is non-sterile disposable device intended for
medical purposes that is worn on the examiner's hand or finger to prevent contamination
between patient and examiner.

Test Results Follow:
Chemotherapy Drug

Blenoxane
Busulfan
Carmustine(BiCNU)
Cisplatin
Cyclophosphamide/cytoxan
Cytarabine
Dacarbazine(DTIC)
Daunorubicin
Docetaxel
Doxorubicin

Ellence
Etoposide/Toposar
Fludarabine
Fluorouracil
Gemcitabine
Idarubicin
Ifosfamide
Irinotecan
Mechlorethamine HCL
Melphalan
Methotrexate
Mitomycin C
Mitoxantrone
Paclitaxel
Paraplatin
Rituximab

Thiotepa

Trisenox

Vincristine Sulfate

Concentration

(15mg/mL),(15,000 ppm)
(6mg/mL),(6,000 ppm)
(3.3mg/mL),(3,300 ppm)
(Img/mL),(1,000 ppm)
(20mg/mL),(20,000 ppm)
(100mg/mL),(100,000 ppm)
(10mg/mL),(10,000 ppm)
(5mg/mL),(5,000 ppm)
(10mg/mL),(I 0,000ppm)
(2mg/mL),(2,000 ppm)
(2mg/mL),(2,000 ppm)
(20mg/mL,(20,000 ppm)
(25mg/mL),(25,000 ppm)
(50mg/mL),(50,000 ppm)
(38mg/mL),(38,000 ppm)
(1mg/mL),(1,000 ppm)
(50mg/mL),(50,000 ppm)
(20mg/mL),(20,000 ppm)
(I mg/mL),(1,000 ppm)
(5mg/mL),(5,000 ppm)
(25mg/mL),(25,000 ppm)
(0.5mg/mL),(500 ppm)
(2mg/mL),(2,000 ppm)
(6mg/mL),(6,000 ppm)
(10mg/mL),(10,000 ppm)
(10mg/mL),(10,000 ppm)
(10mg/mL),(10,000 ppm)
(0. mg/mL),(100 ppm)
(Img/ m ),(1,000 ppm)

Fentanyl Opioid and Gastric acid tested as follows:

Fentanyl Citrate
Gastric Acid (simulated)

100mcg/2mL
0.2% NaCl in 0.7% HCL

Minimum Breakthrough Detection Time

>240
>240

>3.6
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>240
>15.9
>240
>240

>240
>240
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Fentanyl in Gastric Acid 50/50 Mix >240
Note: Carmustine and Thiotepa have extremely low permeation times of 3.6 and 15.9 minutes respectively

Warning: Do Not Use With: Carmustine, Thiotepa

7. Predicate & Subject Technological Characteristics Comparison Table

Standard a) Predicate
Attributes Where Test Device:

How Does Subject

b) Predicate Subject Device Glove | Glove Compare to

Device: K170686

Sets Limits K182241 Predicates
[Common Name
of Device Type Examination | Examination Examination a) Same
NA Glove Glove Glove b) Same
Base Material NA Nitrile Nitrile Nitrile ¢) Same
d) Same

a) Different than
K182241; but,
biocompatibility, &
physical attributes,
show difference in
color has not
|Color NA Black Purple Purple altered glove safety
or performance

b) Identical to
K170686

a) Different than
K182241, actual

Glove NA O\:/onerrisé;vrvn KC Purple Nitrile]  KC Purple Nitrile formula unknown
formulation prop ¥ 9.5 Chemo 9.5 Chemo .
formula Formulation Formulation b) Identical to

K170686

Product Codes a) Same

NA LZA, LZC, QDO LZA, LZC LZA, LZC, QDO b) Similar-no QDO

Sterile vs Non-

Sterile NA Non-Sterile Non-Sterile Non-Sterile E)) 2:::2

Prescription or

oTC NA oTC oTC oTC ;)) 2:22
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Standard

Where How Does
Attributes Limits a) Predicate b) Predicate Subject Device Subject Glove
Test Device: K182241 Device: K170686 Glove Compare to
Limits Set Predicates
Single Use- a) Same
. NA Y Y Y
Disposable es es es b) Same
The device is a The device is a The device is a
disposable device disposable device disposable device
intended for intended for intended for
medical purposes medical purposes medical purposes
that is worn on the | thatis worn onthe | thatis worn on the a) Same
Intended Use NA ., L, .,
examiner’s hand or | examiner’s hand or | examiner’s hand or b) Same
finger to prevent finger to prevent finger to prevent
contamination contamination contamination
between patient between patient between patient
and examiner. and examiner. and examiner.
In addition to In addition to KIMTECH™ a) Similar: Both
routine routine le Nitril ™ tested with
examination examination Purple Nitrile Chemotherapy drugs
glove’s intended glove’s intended Powd.er F.ree but some drugs
use, the Subject use, the Subject Examination different. Both also
Glove wa?‘. Tested Glove Wa.s Tested SLZV;thEStEd for tested for Fentanyl,
fc:]r use \;1VIth fohr use VI:Ith o but Subject glove
chemotherapy Chemotherapy py also tested with
drugs and the drugs Drugs, the . .
e . gastric acid and
opioid Fentanyl Fentanyl Citrate, . .
L Fentanyl in gastric
Gastric acid, and .
] acid
Fentanyl in
Gastric acid s
Indications for b) similar: Because
use (summary) NA they are same glove,

SEE Below for
specifics

SEE Below for
specifics

SEE Below for
specifics

same Chemo drugs
test breakthrough
times identical to
K170686; because
same test data, but
subject glove also
tested for Fentanyl
citrate, gastric acid,
and Fentanyl in
gastric acid to be
cleared for QDO
claims
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Standard a) Predicate b) Predicate How Does
Tests Device: K182241 Device: K170686 Subject Device Glove Subject Glove
Attributes Wh Chemotherapy C
. .ere Chemotherapy Chemotherapy drugs tested: ompare to
Limits Set drugs tested: drugs tested: Predicates
a) Similar: both
+ Carmustine * Blenoxane * Blenoxane tested CHEMO
(BCN U) * Busulfan * Busulfan Drugs for
* Cisplatin, * Carmustine * Carmustine pem1leation, but
* Cyclophosphamide] « Cisplatin « Cisplatin Subject glove
(Cytoxan), « Cyclophosphamide | ° Cyclophosphamide tested more. Both
« Dacarbazine /Cytoxan /Cytoxan tested Fentanyl, but
e Cytarabine Subject glove also
(DTIC) e Cytarabine . ject 8 L
* Doxorubicin  Dacrabazine tested Gastricacid
Hydrochlorid » Dacarbazine Daunorubicin
ydrochloride, . .
D b imilar:
« Etoposide aunorul Icin « Docetaxel b)t?lmllalr. ThE
* Docetaxe subject glove has
(Toposar) X * Doxorubicin . jecg
. . Doxorubicin listedthesame
* Fluorouracil, * Ellence 29
. * Ellence .
Me'fho”exate + Etoposide/ * Etoposide/ Chemotherapy
* Paclitazel (Taxol), . F;sar Toposar dugsas (b) because
¢ Thiotepa P ' e Fluorouracil same glove and
ASTM + Vincristine Sulfate | * Fluorouracil « Gemcitabine the data from
G itabi
Indications D6978 -05 emertabine * Idarubicin KI70686 used for
for Use Re - ¢ ':'arbe'Cc'j” « Ifosfamide Sutl::]ect glov;e da';a
; * Ifosfamide submission, but the
claims approved Mechlorethami * Mechlorethamine glove has now also
2013 ¢ Mechlorethamine HCL

Note Carmustine
(BCN U) and
Thiotepa have
low permeation
times

In Addition:

e Fentanyl

HCL
Melphalan
Methotrexate
Mitomycin C
Mitoxantrone
Paclitaxel
Paraplatin
Rituxmab
Thiotepa
Trisenox
Vincristine Sulfate

All >240min except
ThioTEPA;
Calmustine

e Melphalan

* Methotrexate

* Mitomycin C

* Mitoxantrone

* Paclitaxel

* Paraplatin

* Rituximab

e Thiotepa

* Trisenox

¢ Vincristine Sulfate

All >240min except

ThioTEPA; Carmustine
* Fentanyl Citrate

* Gastric acid
* Fentanyl Citrate in
Gastricacid

be e n tested with
additional Fentanyl
and Gastric Acid to
acquire the QDO
code.
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Standa.rd' How Does Subject
Where Limits
_ Test a) Predicate Device: | b) Predicate Device: Subiect Device Glove Glove Co'mpare to
Attributes Limits Set K182241 K170686 J Predicates
Note Carmustine Note: Carmustine Note: Carmustine | a) Similar:
(BCNU) and and Thiotepa and Thiotepa Predicate
Thiotepa have have extremely have extremely K182241 does
low permeation low permeation low permeation not list the
times times of 3.6 and times of 3.6 and breakthrough
15.9 minutes 15.9 minutes times in the
respectively. respectively. “Note,” nor does
Caution/ WARNING: WARNING: it instruct wearer
Warning NA N?t for use Not for l_Jse With: not to use with
Statements \cmth: . $:rmust|ne, Carmustine,
armustme, lotepa Thiotepa. Subject
Thiotepa .
Glove is more
informative
b) Same
. . ASTM D6319 JAll sizes comply with JAll sizes comply with JAll sizes comply with
Dimensions: . . . . . . .
IMinimum:  Jlength dimensions Jlength dimensions Jlength dimensions
Overall length Same
230mm
ASTM D6319
Dimensions: IMinimum: 70 JAll sizes comply with JAll sizes comply with JAll sizes comply with
Width (mean) [+ |length dimensions  |length dimensions  |length dimensions Same
10mm
ASTM D6319
Dlmen5|9ns: Min.Palm: All sizes comply with JAll sizes comply with JAll sizes comply with
Palm & Finger  ]0.05mm . . . . . .
. ; llength dimensions  Jlength dimensions  |length dimensions Same
Thickness Finger:
0.05mm
IASTM D6319
IMin Before:
-srfrr;:lih' i?th::aMM 3 Complies both Complies both Complies both
Beforge & ' P before and after before and after before and after Same
After Aging accelerated aging accelerated aging accelerated aging
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Standard Where

How Does
Subject Glove

. Limits Test a) Predicate Dev | b) Predicate Device: Subject Device Glove
Attributes Limits Set ice: K182241 K170686 Compare to
Predicates
ASTM
. D6319
Ultimate . . . .
. Minimum: Complies both Compliesboth Complies both before
elongation Before: 500% before and after before and after and after accelerated Same
Before & After After accelerated aging accelerated aging aging
aging 400%
ASTM
D6319 G1,
Freedom fi
reedom from AQL 2.5 Pass Pass Pass Same
holes: 7 Accept
8 Reject
ASTM
D6319 Less than 2.0mg Less than 2.0mg Less than 2.0mg
Powder-Free Maximum per glove; per glove; per glove; Same
Pass Pass Pass
<2mg/
glove
ISO Under conditions Under conditions Under conditions
10993- 11 of the study, t he | of the study, the of the study, the
Systemic device extracts did| device extracts did | device extracts did Same
Toxicity not elicit a not elicit a not elicit a
systemic systemic systemic
Test response in the response in the response in the
model animal. model animal. model animal.
ISO Under Condit ions Under Condit ions Under Condit ions
10993-10 of this study, the | of this study, the of this study, the
Primary polar and non- polar and non- polar and non-
Skin polar device polar device polar device Same
Biocompatibility | Irritation extracts were extracts were extracts were
on Rabbits found not to be an | found not to be an found not to be an
irritant to the irritant to the irritant to the
animal model. animal model. animal model.
ISO Under Condit Under Conditions Under Conditions of
10993-10 ions of this of this study, the | this study, the polar
study, the polar polar and non- and non- polar
Magnusson . .
& Kligman and non- polar polar device device extracts
i .
Guinea pig device extracts extracts were were found not to Same

Maximization

were found not
to be
sensitizers to
the animal
model.

found not to be

sensitizers to the
animal model.

be sensitizersto the
animal model.

7 of 8




8. Summary of Non-Clinical Performance Tests:

Non-Clinical Testing was conducted to demonstrate that the proposed device met all
required design specifications. The test results demonstrated that the proposed device met
the performance criteria as specified utilizing the following test methods, standards, and
specifications:

ASTM D6319-10 Standard D6319-10 Standard Specification for Nitrile Examination Gloves
for Medical Application

ASTM D412-2006a (Reapproved 2013) Standard Test Method for Vulcanized Rubber and
Thermoplastic Elastomers-Tension

ASTM D573-2004 (Reapproved 2010) Standard Test Method for Rubber-Deterioration in
an Air Oven

ASTM D3767-03 Standard Practice for Rubber Measurement of Dimensions

ASTM D5151-2006 (Reapproved 2015) Standard Test Method for Detection of holes in
Medical Gloves

ASTM D6124-2006 (Reapproved 2015) Standard Tested Method for Residual Powder on
Medical Gloves

ASTM D6978-05 (Reapproved 2013) Standard Practice for Assessment of Resistance of
Medical Gloves to Permeation by Chemotherapy Drugs

ISO 2859 Sampling Procedures and Tables for Inspection by Attributes

ISO 10993-10 Biological Evaluation of medical Devices-Part 10: Tests for Irritation and
Sensitization

ISO 10993-11 Biological Evaluation of Medical Devices-Part 11: Tests for Systemic Toxicity

9. Conclusion:
The conclusions drawn is that the physical attributes and the nonclinical tests
demonstrate that the proposed device is as safe, as effective, and performs as well as,
or better than, the legally marketed predicate devices.
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M Cranberry’

 HISTORY

Since 1988, we have specialized in the development, manufacturing, and distribution of
protective infection control solutions.

At Cranberry, we stress utmost importance on providing products of superior quality.
Therefore, we constantly strive to develop products with the highest protection, comfort,
and strength. After thriving in this industry for so many years, we truly understand your

needs and demands as a professional. Be assured that our dynamic team is always

moving forward, researching, and seeking to provide you with only the best.

We have established successful partnerships in many countries. Even so, we are
excited to expand our networks and distribution further so that Cranberry gloves are
made available in every country.

As a professional, you are passionate about the health and comfort of your clients. At
Cranberry, we are passionate about yours.



FIRST TOUCH

In an average manufacturing process, gloves and masks may come in human skin
contact up to 8 times. With ultimate hygiene in mind, Cranberry products are First
Touch® manufactured, examined, and packaged with zero direct skin contact exposure.
Don't just put on any gloves and masks, look for our First Touch® logo and be assured
that you are doing the best you can to protect yourself and your patients.

CERTIFICATIONS

Quality Managment Systems ISO 13485 & 1SO 900

TGA & CE
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Test Report No. 7191 RRNENN—
dated 23 Mar 2018 ‘
&

MImwnmmnnlmn&denrwmmun PS8 Singapare

Terms and Co of TUY SUD PS8 Pie Lid.  In addvion, thes toport is govemed by the
fevins st Out withen thas report.

SUBJECT: Choose certainty.
Add value.

Testing of Powder Free Nitrile Examination Gloves submitted by

I, L{d. on 25 Jan 2018 and 09 Mar 2018.

JESTED FOR:
_
-Shandong.
China.

DATE:
26 Jan 2018 10 06 Feb 2018 and 22 Mar 2018

DESCRIPTION OF SAMPLES:
Product Reference Sampie received
SIN Colour Lot No. Size Manufacturer
Description No. s {pieces)
12180511 |\ o 100
+|..03060511 69
Powder Free Nitrilel 12150521 | S 100 i
1 Examination Blue | BS0002 | 12080311 M 100 E—,
Gloves Ltd.
12090411 L 100
12070611 XL 407
Lot size as specified by client: 200,000 pieces

METHOD OF TEST:
1. EN 455-1:2000 Medical gloves for single use
Part 1: Requirements and testing for freedom from holes

2. EN 455-2:2015 Medical gioves for single use
Part 2: Requirements and testing for physical properties

3. EN455-3:2015 Medical glove for single use
Part 3: Requirements and testing for biological evaluation

iq

TUV SUD PS8

Labor oty Powone : +05-6485 1113 Regionsl Head Omice:

TOV SUD PS8 Pre. Ld Faa: 454776 8620 TUN SUD Asts Pacific Ple Lid

No ) Sceeco Park Deve [eal enquon vy wdpsd g 1 Sclerce Park Diive, #0201
wen e sud b

Segpen 1302} Cn Ros !w-mr:zm i‘!"""‘”‘

Bage oS



Test Report No. 719 NN
" dated 23 Mar 2018

{©

RESULTS:
Sampla: Powder Free Nitrile Examination Gloves, RS0002
Iable 1. Results for EN 455-1:2000
No. of Number | Actual no. of Inferred
Clause Tests Size | Requirements | non-compliers tested | non-compliers el
allowed (pieces) | (pieces) | found (pieces)
XS 10 315 1 Passed
T s 10 315 1 Passed
5 from holes M | Shall not leak 10 315 2 Passed
L 10 315 6 Passed
XL 10 315 Kl Passed
T equirements | Number tested Results Inferred
iy e Sze | " (Medan) {pieces) (Median) | results
XS 13 250 Passed
w—— ' S 13 250 Passed
e § M | 2240 13 255 Passed
a me\ mm
J (mm} LI s j‘l& 260 Passed
i XL ! 13 248 Passed
XS |80 A 13 73 Passed
S |[80=10 13 85 Passed
b) Width (mm) M [95210 13- 96 Passed
L 110210 .. 13 106 Passed
XL 2110 13 115 Passed
| X8 © A3 6.4 Passed
Niaiic '§ | Fornitrie 13 86 Passed
a) Force at break M m"“"‘ "’_- on 13 6.1 Passed
(N) L _|[260 13 6.1 Passed
5 XL ‘ 13 6.6 Passed
XS 13 7.0 Passed
S | For nitrie 13 9.0 Passed
b) :’:.‘eo at break examination
challenge M v 13 7.3 Passed
testing (N) L |260 13 6.6 Passed
XL 13 71 Passed
Clause Tests Requirements Resuits m‘
Manufacturers shail label the glove and/or the
packaging with the date of manufacture in
7 Labelling accordance with EN ISO 15223-1:2012 and EN Observed Passed
1041:2008+A1:2013. Date of manufacture is
defined as the packaging date.
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Test Report No. 719

RESULTS (cont'd):
Sample: Powder Free Nitrile Examination Gloves, BS0002

dated 23 Mar 2018

Clause | Tests Requirements Results / Remarks b
Glove is r-free e,
Gloves shall not be dressed with talcum Eausd onpms dedayrzon NA
powder (magnesium silicate). letter version 2018001
4.2 | Chemicals 5
Manutacturer shall disclose
Other chemicals upon request a list of NA
chemical ingredients
43 " < 20 EU/pair for gloves labelled with Not labelied with ‘low
5.1 Endotaxins ‘low endotoxin o:?mom'. endotoxin content’ i
XS 0.61 mg per glove Passed
ik |Powdar: For powder-free gloves: The total S 0.63 mg per glove Passed
5‘2 free gloves quantity of powder residues shall not M 0.97 mq per glove Passed
: exceed 2 mg per glove. L 0.86 mgq per glove Passed
XL 0.48 mg per glove Passed
i The manufacturer shall strive to
gg m"e minimize the leachable protein level for Non-nalu;mbbor latex NA
! gloves containing natural rubber latex.
Clause Tests Requirements Results
In addition to the labelling specified in EN 1041:2008+A1:2013 and the
relevant symbols given in EN ISO 15223-1:2012, the following
requirements apply:
a) medical gloves containing natural rubber latex shall be labelled on
the packaging of at least the smallest packaging unit with the EN NA
18O 15223-1:2012 symbol for latex; '
The labelling shall include the following or equivalent waming
statement together with the symbol: ‘(Product) contains natural NA
rubber latex which may cause allergic reactions, including
anaphylactic responses”;
b) the labelling shall include a prominent indication of whether the Comply
4.6 Labelling glove is powdered or powder-free;
c) sterile powdered gloves shall be labelled with the following or
equivalent: ‘CAUTION: Surface powder shall be removed NA
aseptically prior to undertaking operative procedures in order to
minimize the risk of adverse tissue reactions’;
d) for any medical glove containing natural rubber latex the product
labelling shall not include:
- any term suggesting relative safety, such as low allergenicity, NA
hypoallergenicity or low protein;
- any unjustified indication of the presence of allergens;
e) if the manufacturer labels the gloves with the protein content, the NA
process limit, measured as specified in 5.3 shall be given.
Inferred results | Passed
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Test Report No. 7191
dated 23 Mar 2018
00

P38 Segapore

REMARKS:
. Freedom from holes test for XS, S, M and L sizes were tested in manufacturer’s site, witnessed by

TUV SUD Certification and Testing (China) Co., Ltd. Beijing Branch on 22 Mar 2018.

. For size XS, results for EN 455-2:2015 Clause 4 Dimensions is based on lot no. 03060511, while the rest of

the results are based on lot no, 12150511,

. Labelling requirements are assessed based on submitted packaging artwork together with client's declaration

letter version number 2018003.

. NA: Not applicable for the submitted sample,

Product Manager
Medmn Services (NAM)

Photo : Powder Free Nitrle Examination Gloves, BS0002
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TECHNOLOGY

PPE REGULATION (EU) 2016/425
MODULE C2 CERTIFICATE

This is to canify that the following products tested under SATRA reports referenced:CHM0O291439/1944/0H
& STE0289547 have been found 1o satisty the requrement of PPE Regutation (EU) 2016/425 Module C2
EU quality control system for the final product for and on behalf of SATRA Technology Europe Limited

EU TYPE EXAMINATION PRODUCT GROUP

CERTIFICATE NUMBER REFERENCE PRODUCT TYPE CLASSIFICATION

Disposable medical
2777/11521-01/E00-00 B8S01020X Nitrile examenation EN ISO 374-1:2018
glove

'm_sme'c

14" November 2019 aid unsi-

W

Signod By (Alan Weston)

For and on bohalf of SATRA Technology
Europe Limited

The issuance of this cevniicale is suyect 10 fhe CoOTpany mantanng & mansaciunng and qually system o the requied
standant

SATRA Techocdogy Eamape Limied Sraceioun Buinniss Pas Clanes Dutin 15 D15 YNIP. Repudi of Wetana
Body mumter 2777}
Yol 353 (0) 1 437 24234 Wed: w SGIINERE S50

November 2020




Health & Human Services

Follow FDA | En Espaiiol

)Y U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

510(k) Premarket Notification

© FDAHome © Medical Devices ® Databases l& a3

510{x) | DeNovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

(’30» :
| superSeered

New Search Back To Search Resulis

Device Classification Name Polymer Patient Examination Glove

510(K) Number K983334
Device Name NITRILE POWDER FREE EXAMINATION GLOVES
Applicant CRANBERRY (M) SDN. BHD.

LOT 85, JALAN PORTLAND,
TASEK INDUSTRIAL ESTATE
Ipoh Perak, MY 31400

Applicant Contact Chong Yoon Tat

Correspondent CRANBERRY (M) SDN. BHD.
LOT 85, JALAN PORTLAND,
TASEK INDUSTRIAL ESTATE
Ipoh Perak, MY 31400

Correspondent Contact Chong Yoon Tat
Regulation Number 880.6250
Classification Product Code LZA

Date Received 09/23/1998
Decision Date 02/19/1999
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital
510k Review Panel General Hospital
Statement Statement

Type Traditional
Reviewed By Third Party No
Combination Product No

Page Last Updated: 06/29/2020

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

L Assistance Avai : Espafiol | 818837 | Tiéng Viét | 3+=01 | Tagalog | Pycckuit | 2= | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B#aE | —2
| English

Accessibility | ContactFDA | Careers | FDABasics | FOIA | NoFEARAct | Nondiscrimination | Website Policies

U.S. Food and_Drug Administration Combination Products % U.S. Department of Health & Human Services
10903 New Hampshire Avenue Advisory Committees
Silver Spring, MD 20993 :
Ph. 1-888-INFO-FDA (1-888-463-6332) Sclenoes Resedeoh
Contact FDA Regulatory information
Safety

sac. BN B & e ooy Praparedins

International Programs
For Government ‘ For Press
News & Events
Training and Continuing Education
Inspections/Compliance
State & Local Officials
Consumers
Industry

Health Professionals




DEPARTMENT OF HEALTH & HUMAN SERVICES PublicHealth Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850
FEB 19 1959

Mr kkkhkkhkkhkdrdhkhkhkhkhhkhkhhkkhkhkkkkkk

Director
Cranberry (M) Sdn. Bhd.
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MALAYSIA

Re: K983334
Trade Name: Nitrile Powder-Free Examination Gloves
Regulatory Class: I
Product Code: LZA
Dated: January 15, 1999
Received: January 19, 1999

Dear Mr. **xkkxkkkkkhkhnhhhkhkkk*

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). You may, therefore,
market the device, subject to the general controls provisions
of the Act. 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.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Requlations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, the Food and Drug Administration (FDA) will
verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, FDA
may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
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the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as
described in your 510 (k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for guestions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda,gov/cdrh/dsmamain.html”.

Sincer¢ly ypnrs,
%
2 3
7 "'/p / %/
Tim A, Ulatowski
Director

Division of Dental, Infection Control,

and General Hospital Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



l CRANBERRY (M) SDN. BHD. qoss-w
’ (A MEMBER OF THE YEE LEE GROUP)

Applicant : CRANBERRY (M) SDN. BHD.
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5100) Number (if knowny: 4 #@ 3 * S *
Device Name: Nitrile Powder Free Examination Glove - Cranberry

Indications For Use:

This product is a patient examination glove. It is a disposable device intended for
medical purposes that is worn on the examiner’s hand or finger to prevent contamination

between patient and examiner.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE

IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

__(f:2£;2x4,\ 53\ (;\\14
(I?i\(ision Sign-Off)

Division of Dental, Infection Control
and General Hospital Device, ’

510() N , Cf?****

Prescription Use OR Oyer-The-Counter-Use )<
(Per 21 CFR 801.109) —






