SAFEKO Nitrile Chemo
Fentanyl Examination

Tested for Use with Chemotherapy Drugs
and Fentanyl Resistant

100 Gloves / Box - Medical Grade
Hartalega 510(K) - K200019

Active Ingredient
Acrylonitrile Butadiene Rubber (Nitrile)

Storage

Store in a cool, dry place. Avoid direct sunlight, luorescent lighting.
Store below 30°C (100F)

PRODUCT INFORMATION

SIZE: Small
REORDER #: 6010
SKU: SK-1009-NEF-BL-S-100

SIZE: Medium
REORDER #: 6011
SKU: SK-1009-NEF-BL-M-100

SIZE: Large
REORDER #: 6012
SKU: SK-1009-NEF-BL-L-100

SIZE: X-Large
REORDER#: 6013
SKU: SK-1009-NEF-BL-XL-100

PACKING INFORMATION

120 Cases (1,200 boxes) / Pallet

4,000 Cases (40,000 boxes) / Truck
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(5 COLOR: Citrate (Blue)

5 AQL: 1.5

& 100% Latex Free

5 POWDER: Powder Free

(4 TEXURED: Fingers Only

(5 Product Code: LZA, LZC, QDO

AVERAGE

AVERAGE
TEST CHEMOTHERAPY et STEADY STATE PERM. RATE OTHER
RUGS - 12/3) (Specimen1/2/3) OBSERVATIONS
(Minutes) it !
5-Azacitidine, Slight swelling and
25 mg/mi (25,000 ppm) >240 VA no degradation
Carboplatin (Paraplatin), Slight swelling and
10 mg/ml (10,000 ppm) >240 A no degradation
Carmustine (BCNU). 233 03 Slight swelling and
3.3 mg/ml (3,300 ppm) (233,256, 24.5) 02,0.2,05) no degradation
Cisplatin,1 mg/ml (1,000 ppm) 5240 N/A S‘i‘gg“ swelling and
AVERAGE ERAGH
TEST CHEMOTHERAPY ot STEADY STATE PERM. RATE OTHER
DRUGS imen1/2/3) (Specimen1/2/3) OBSERVATIONS
(Minutes) i !
Cyclophosphamide, Slight swelling and
20 ma/ml (20,000 pprm) >240 NiA o degradation
Dacarbazine, Slight swelling and
10mg/ml (10,000 ppm) >240 A no degradation
Docetaxel, Slight swelling and
10 mg/m! {10,000 ppm) >240 NiA no
Doxorubicin, Slight swelling and
2 mg/ml (2,000 ppm) >240 NA no
Epirubicin (Ellence). Slight swelling and
2 mg/ml (2.000 ppm) >240 NIA no
Etoposide (Toposar). Slight swelling and
20 mg/ml (20,000 ppm) >240 NIA no degradation
Fluorouracil (Adrucil), Slight swelling and
50 mg/m! (50,000 ppm) >240 NiA no
Gemcitabine (Gemzar), Slight swelling and
38 mg/ml (38,000 ppm) >240 NiA no i
Ifosfamide, Slight swelling and
50 mgiml (50,000 ppm) >240 NA o
Irinotecan, Slight swelling and
20 mg/ml (20,000 ppm) >240 NA no i
Methotrexate, Slight swelling and
25 mg/ml (25,000 ppm) >240 A no degradation
Mitomycin C, Slight swelling and
0.5 mg/ml (500 ppm) >240 NiA no i
Mitoxantrone, Slight swelling and
2 mg/ml (2,000 ppm) >240 NiA no
Oncovin (Vincristine Sulfate). Slight swelling and
1 mg/ml (1,00 ppm) >240 NIA no
Oxaliplatin, Slight swelling and
5 mg/m! (5,000 ppm) >240 NIA o degradation
Paclitaxel (Taxol), Slight swelling and
6 mg/ml (6,000 ppm) >240 NiA no degradation
Thiotepa (THT), 58.2 . Slight swelling and
10 mg/m (10,000 ppm) (58.2, 589, 66.6) (0.4.03.0.4) no i
Vinorelbine, Slight swelling and
10 mg/m! (10,000 ppm) >240 NA no
Vincristine Sulfate, Slight swelling and
1 mg/ml (1,000 ppm) >240 NiA no i
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ASTM F1671 STANDARD TEST METHOD FOR RESISTANCE OF
MATERIALS USED IN PROTECTIVE CLOTHING TO

PENETRATION BY BLOOD - BORN PATHOGENS USING PHI - X174
BACTERIOPHAGE PENETRATION AS A TEST SYSTEM

ASTM D&315 STANDARD SPECIFICATION FOR NITRILE
EXAMINATION GLOVES FOR MEDICAL APPLICATION

—_
COMPLIES WITH FDA 21 CFR 177.2500 FOR USE IN CONTACT
WITH FOOD
*NOT MADE WITH NATURAL RUBBER LATEX
*SINGLE USE = DO NOT REUSE
*EXAMINATION GRADE -AQL1.5

WARNING: Carmustine and Thiotepa, af the tested concentration,

degraded the Safeko nilrile glove at 12.8 minutes and
45.7 minutes, respectively.

Gloves used for protection ogainst
exposure should be selected sp iy for the hype of
chemicols being used. Due 1o the variely and concenlrafion

of chemothercpy crugs used in Ireatments, the resistance toble
shown does neilther warant nor imply the sale use of the gioves
against chermnoiheropy drug resstance in every cose. The safe
use of gloves in chemolherapy ireatment i solely the decision of
clinicions authorized fo make such o decision,

chemotherapy

Slorage: Store under cool, dry conditions. Avoid direct suniight,

L LARGE | GRAND | GRANDE

TESTED FOR RESISTANCE TO PERMEATION
BY CHEMOTHERAPY DRUGS AS PER ASTM D978

TESTED CHEMOTHERAPY
DRU:
AND CONCENTRATION

MINIMUM
BREAKTHROUGH
DETECTION TIME

(Minutes)

Carmustine (BCNU)

3.3 mg/mi (3,300 ppm)
Cisplatin,

1 mg/mi {1.000 ppm)
Cyclophasphomide,
20 mg/mi [20.000 ppm)
Daocorbozine,

10 mg/mi {10,000 ppm)
Doxorubicin HCI [Addarmycinl
2 mg/mil (2,000 ppm)
Etoposide (Toposarl,
20 mg/mi {20,000 ppm)
Fluorouraci (Adnucil).
S0 mg/mi {50.000 ppm)
Meithofrexate,

25 mg/mi [25.000 ppm)
Mitomycin C,

0.5 mg/ml {500 ppm)
Paclitoxel (Taxol),

& mg/ml (6.000 ppm)
Thiotepa [THTL.

10 mg/mi (10,000 ppm)
Vincristine Sullate;

1 mg/mi (1.000 ppm)

128

No breckivough up fo
240 minutes

Mo breakthrough up to
240 minutes

Mo breakthrough up to
minutes

Mo breakthrough up fo
240 minufes

No breckthrough up to
240 minutes

Na breakihrough up fo
240 minufes

No breakifvough up fo
240 minutes

No breckibrough up fo
240 minutes

No breakthrough up fo
240 minutes

457

Mo breckitrough Up 1o
240 minutes

Lot#
Manvufacture Date#

=SINGLE USE

*DO NOT REUSE
=EXAMINATION GRADE
*AGL 1S

«NOT MADE WITH NATURAL
RUBBER LATEX

L

GRANDE

LARGE | GRAND
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EXAM GRADE | CHEMO DRUG TESTED | BLUE
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Made In Malaysla
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INNERS: 10 PACKS OF 100
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AKRON RUBBER DEVELOPMENT LABURATORY, INC. Testing. Development. Problem Solving.
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Page 2 of 6
PN 148358A

Siti lylia Zarith Binti Hasan
Hartalega NGC Sdn. Bhd.

SUBJECT: Permeation testing per ASTM D 6978 on sample submitted by the above company.

RECEIVED:

One (1) glove type identified as; Nitrile Powder Free Examination Glove Tested for use with

Chemotherapy Drug and Fentanyl Citrate (Blue), Batch No A04/20190424/M, Serial No 2180289031.

TEST CHEMICALS:
Table 1. List of the Testing Drugs and their Sources

TESTING CHEMOTHERAPY DRUGS

DRUG SOURCE

5-Azacitidine, 25 mg/ml (25,000 ppm)

USP; Lot# R0O56TO; Expiration 02/2020

Carboplatin (Paraplatin), 10 mg/mi (10,000 ppm)

Teva; Lot# 171110A; Expiration 09/2018

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

Sigma Aldrich; Lot # 018M4057V; Exp. 02/2020

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

WG Critical Care; Lot# 8D05666; Expiration 09/2019

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

Sandoz Inc.; Lot# 17101325; Expiration 10/12/2019

Dacarbazine, 10 mg/mi (10,000 ppm)

Teva; Lot# 31325414B; Expiration 09/2021

Docetaxel, 10 mg/ml (10,000 ppm)

LC Labs; Lot# BDC-117, Expiration 01/2025

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

Actavis Pharma; Lot# 7LJ5121; Expiration 07/2019

Epirubicin (Ellence), 2 mg/ml (2,000 ppm)

USP; Lot# R06270; Lot# Expiration 02/2020

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

Teva, Lot# 31325485B; Expiration 07/2021

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

Intas Pharmaceuticals; Lot# PX04154; Expiration 07/2019

Gemcitabine (Gemzar), 38 mg/ml (38,000 ppm)

LC Labs; Lot# GMC-105; Expiration 1/6/2025

Ifosfamide, 50 mg/ml (50,000 ppm)

USP; Lot# HOF233; Expiration 05/2020

Irinotecan, 20 mg/ml (20,000 ppm)

LC Labs; Lot# RCN-105; Expiration 03/2024

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

Sigma Aldrich: Lot# LRAA9182; Expiration 04/2020

Mitomycin C, 0.5 mg/ml (500 ppm)

Sigma Aldrich; Lot# MKCD6056; Expiration 03/2020

Mitoxantrone, 2 mg/ml (2,000 ppm)

Sigma Aldrich; Lot# MKBR2210V; Expiration 04/2021

Oncovin (Vincristine Sulfate), 1 mg/mi (1,000 ppm)

USP; Lot# Y06331; Lot# 05/2020

Oxaliplatin, 5 mg/ml (5,000 ppm)

LC Labs; Lot# XAP-111; 12/2019

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

Hospira, Lot# FO66865AA, Expiration 08/31/2020

Thiotepa (THT), 10 mag/ml (10,000 ppm)

Sigma Aldrich; Lot# SLBZ3176, Expiration 05/2020

Vinorelbine, 10 mg/mi (10,000 ppm)

USP, Lot# RO87S0; Expiration 04/2021

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

USP; Lot# Y06331; Lof# 05/2020

*ARDL is I50 17025 accredited by A2LA for the test methods listed on the certificates referenced on page one. Unless specified, the current specification versian is used.
NOTE: Non-ISQ 17025 accredited test methods are designated with the A symbol to differentiate from 1SO 17025 accredited methods in the body of the test report.*

www.ardl.com | 2B87 Gilchrist Rd. | Akron, Ohio 44305 | answers@ardl.com | Toll Free (800) 830-ARDL
Fax (330) 794-6610 | Worldwide (330) 794-6600
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Siti Iylia Zarith Binti Hasan
Hartalega NGC Sdn. Bhd.

COLLECTION MEDIA:
Table 2. Collection Media for Test Drug

Page 3 of 6

PN 148358A

TEST BDRUG AND CONCENTRATION

COLLECTICN MEDIUM

S-Azacitiding, 25 ma/mi (25,000 ppm)

Distilled Water

Carboplatin (Paraplatin}, 10 mg/mi {10,000 ppm)

Distilled Water

Carmustine (BCNU}, 3.3 mg/mi {3,300 ppm)

10% Ethanol Aqueous Solution

Cisplatin, 1 mg/ml {1,000 ppm}

Distilled YVater

Cyclophesphamide, 20 mg/mi (20,000 ppm)}

Distilled Water

Dacarbazine, 10 mg/mi (10,000 ppm)

Distilled Water

Docetaxel, 10 mg/ml! (10,000 pom)

Distilled Water

Doxerubicin, 2 mg/mil (2,000 ppm)

Distilled Water

Epirubicin (Ellence), 2 mgiml (2,000 ppm)

Distilied Water

Etopeside (Topesar), 20 mgiml (20,004 ppm)

Distilled Water

Fluorouracil (Adrucil}, 50 mg/ml (50,000 pprr)

8,20 pH Sedium Hydroxide Salution

Gemcitabine (Gemzar), 38 mg/ml (38,000 ppm)

Distilled Water

Ifosfamide, 50 mg/ml (50,000 ppm})

Distilled Water

Irinotecan, 20 mg/ml (20,000 ppm})

Distilled Water

Methotrexate, 25 mg/m| (25,000 ppmj

Disfilled VWater

Mitomycin C, Q.5 mg/ml (500 pprn)

Distilled Water

Mitoxantrone, 2 mg/ml (2,000 ppm)

Distilled Water

Oncovin (Vincristine Sulfate), 1 mg/mi (1,000 ppm})

Distilled Water

Oxaliplatin, 5 mg/m! (5,000 ppm})

Distilled Water

Paclitaxai (Taxol}, 6 mg/ml {5,000 ppm)

30% Methanol Agueous Selufion

Thiotepa {THT), 10 mg/ml {18,000 ppm)

Digtilled VWater

Vingrelbine, 10 mg/m! {10,000 ppm)

Distilied Water

Vineristine Sulfate, 1 mg/ml {1,000 ppm)

Distilled Water

TESTING CONDITIONS:

Standard Test Method Used:
Deviation from Standard Test Method:
Analytical Method:

Testing Temperature:

Collection System:

Specimen Area Exposed;

Selected Data Points:

Number of Specimens Tested:
Location Sampled From:

ASTM D 6978

Used 1" Permeation Cell
UVIVIS Spectrometry
380°C+2.0

Closed Loop

5.087 cm?2

25Hest

3ftest

Cuff

ARDY 5 180 17025 acoredlited by AZLA for rhe test methads fisted on the certificotes referenced on poge ene. inless specified, the current specification version Is used.
NOTE: Nan-1S0 17025 accredited test methads are designoted with the * symbol ta differentiote fram {50 17025 scoredited methods in the body of the test report.*
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Siti lylia Zarith Binli Hasan Page 4 of &
Hartalega NGC Sdn. Bhdl. PN 148368A

DETECTION METHOD OF CHEMICAL PERMEATION:

UVIVIS ABSORPTION SPECTROMETRY:

Instrument: Perkin Elmer UVY/VIS Speciromeater Lambda 25

UVNVIS Absorption Spectrometry was used to measure the absorbance of test chemicals, which permeated through the
specimens into the callection madium. The collection medium was cireulated in a closed loop at 11 mifminute of flow rate
through the testing period. Data collection was performead according to the programmed schedule by means of UV Winlab
software from the Perkin Elmer Corporation. The list of the characteristic wavelengths is shown balow.

Table 3. Characteristic Wavelengths used in UVAAS Absorption Spectrometry

TESTING DRUG WAVELENGTH (nnt}
S-Azacitidine, 256 mg/mi (25,000 ppr) 201
Carbopiatin {Paraplatin}, 10 mg/ml (10,000 ppm} 192
Carmustine (BCNL), 3.3 mg/ml (3,300 ppm) 229
Cisplatin, 1 mg/ml (1,000 ppm} 199
Cyclophoesphamide, 20 mg/ml (20,000 ppm) 200
Dacarbazine, 10 mg/mi (10,000 ppm} 320
Docetaxel, 10 mg/mi (10,000 ppm} 231
Doxarubicin, 2 maim! {2,000 ppm) 232
Epirubicin (Ellence), 2 mg/mi (2,000 ppm) 233 & 253
Etoposide (Topesan), 20 mg/mi (20,000 pom) 205
Fluorouracil (Adrucil), 50 mg/ml {50,000 ppm) 269
Gemcitabine (Gemzar), 38 mag/ml {38,000 ppm} 202
Hoefamida, 50 mg/mi (50,000 ppm) 200
Irinotecan, 20 mgfml (20,000 ppm) 200
Methotrexate, 256 mg/ml (25,000 ppm) 303
Mitomycin C, 0.5 mg/ml {500 ppm) 217
Mitoxantrone, 2 mg/ml (2,000 ppm) 242
Oncavin {Vineristine Sulfate), 1 mg/mt (1,000 ppm) 220
Oxaliplatin, 5 ma/ml (5,000 ppm) 199
Paclitaxel {Taxol), & mg/ml (8,000 ppm) 231
Thictepa (THT}, 18 mg/mi (10.000 ppm} 199
Vinorelbine, 10 mg/mi (10,000 ppm) 212
Vincristing Sulfate, 1 mg/mi (1,000 ppm) 220

YARDL i3 150 17025 accredited by A2LA for the test methods fisted on the certificotes referenced on page one. Uniess specified, the current specificatiasn version Is used.
NOTE: Non-i50 17025 aecradited test methads are designated with the ~ symbol to differentiate from 150 17025 ocereditad methods in the Body of the test report. *
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Siti tylia Zarith Binti Hasan

Hartalega NGC Sdn. Bhd.

SANPLE CHARACTERISTICS:

Table 4. Thickness characteristics for the {ested: Nitrile Powder Free Examination Glove Tested for use with Chemaotharapy

DCrug and Fentanyl Citrate {Blue), Batch No AC4/20190424/M, Serial No 2180289031,

i Testing Drug Sample 1 Th::::'l‘::z {2“"“] Sample 3 Average (mm)
5-Azacitidine 0.054 0.052 ___Dbos7 0.054
Carboplatin {Paraplatin) 0.057 0.054 0.056 0.055
Carmustine (BCNUY 0.054 0.055 0.054 0,085
Cisplatin 0.054 0.053 0.054 0.054
Cyclophosphamids 0.034 (3,055 0.056 0.055
Dacarbazine | 0.059 0.052 0.055 0.055 i
Docetaxe! 0.053 0.051 0.057 0.054
Doxorubicin 0.054 0.056 0.056 0.056
Epirubicin (Ellence} 0.065 0.056 0.055 0.055 _
Etoposide (Toposar) 0.080 0.057 0.055 0.057
Fluorourach (Adrucil) 0.053 0.057 0.055 0.065
Gemeitabine (Gemzar) 0.055 opse | 0.084 0.055
Ifosfamide 0,056 0057 | 0.054 0.058
irinotecan 0.055 0.057 0.053 0.055
Methotrexate 0.055 0.056 0.058 0.056
Mitomycin G 0.055 0.057 0.057 0.056
Mitoxantrone _ _ 0.057 0.054 0.055 0.055
Oncovin (Vincristine Sulfate) 0.051 0.054 ) 0.053 0.053
Oxalipiatin 0.053 0.055 l 0.057 0.055
Paclitaxel (Taxal) 0.054 0.055 " 0.057 2.055
Thiotepa (THT) - 0.057 0.054 0.054 0.085
Vinorelbine 5. 0.057 0.054 _ 0.056 0.056
Vincristine Sulfate | 0.054 0.052 § 0.056 0.054
Weight/Unit Area (g/m?) ] 56.5

RESLLTS:

Table 5.1 Permeation Test Resultz on testing of: Nitrile Powder Free Fxamination Glove Tested for use with Chemotherapy

Drug and Fentanyi Citrate (Blug), Batch No A04/20190424/0. Serlal No 2190289031,

MIN UM AVERAGE
TEST CHEMOTHERAPY DETECTION o psaAR sl OTHER
DRUGS . IME M. R OBSERVATIONS
{Specimen 1/2/3} {Specimen 1/12(3)
{(Minutos) {ugfem*minute}
5-Azacitiding, Slight swelling and
25 mg/m! {25,000 ppm) >240 NIA no degradation
Carboptatin (Paraplatin), 5240 NIA Slight swelling and
10 mg/mi (10,000 pprm) no degradation
Carmustine {(BCNU), 23.3 0.3 Slight swelling and
3.3 mg/ml (3,300 ppm) (23.3,25.6,24.5) {0.2,0.2,0.5) degradation
Cisplatin, Slight swelling and
1 ma/mi {1,000 ppm) >240 NIA no degracation

*ARDL is 150 17025 aceredited by A2LA for the test methods Hsted on the certificates referanced on page one. Unless specified, the curreat specification version is wsed,
NOTE: Non-I1S0 12025 eecredited test inechods are detignated with the ~ symbol to differentinte fram ISD 17025 occredited methads in the body of the lest report.*
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Siti lylia Zarith Binti Hasan
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RESULTS cont.;

Page 6 of 6
PN 148358A

Table 5.2 Permeation Test Results on testing of; Nitrile Powder Free Examination Glove Tested for use with Chemotherapy

Drug and Fentanyl| Citrate (Blue), Batch No A04/20190424/M, Serial No 2190289031.

1 mg/ml (1,000 ppm)

MINIMUM AVERAGE
BREAKTHROUGH STEADY STATE
TEST CIBERTJ%'I'SHERAPY DETECTION TIME PERM. RATE OBSEI.?I-\';IAE"I'!!ONS
(Specimen 1/2/3) (Specimen 1/2/3)
(Minutes) (ug/cm*minute)

Cyclophosphamide, Slight swelling and
ZDU mgéml '(20.000 ppm) e ik Sinoh:iegra;l:_lation .
acarbazine, ight swelling an
113 0 m?rmll(w,ooo ppm) >240 NA S{t:lohtt:legra:?ation .
ocetaxel, ight swelling an
10 mg!r;l (10,000 ppm) >240 NiS 5 pohdegraﬁation -
. & R
e
Etoposide EToposar), Slight swelling and
[2__? mg/ml (;i'c:fgo p_gm) >240 N/A Slpoh?egrs:?ation :
uorouraci rucil), ight swelling an

50 mg/ml (50,000 ppm) >240 N/A no degradation
Gemcitabine (Gemzar), Slight swelling and
38 mg/ml (38,000 ppm) 280 s no degradation
Ifosfamide, Slight swelling and
;59 mg/mi (50,000 ppm) >240 A SIr_mhfegraI?atson =
rinotecan, ight swelling an
:ﬂo ;:girml (2t0'000 ppm) >240 NA Slpoh?egra:?ation :
ethotrexate, ight swelling an
ils_ mg/mi (205,000 ppm) >240 N/A no degradation
L. Ay
LY e
Oncovin (Vincristine Sulfate), >240 N/A Slight swelling and
1 mg/ml (1,000 ppm) no degradation
5 mgim! (5,000 pprm) >240 NiA " o degiuion
6 mg/mi (6,000 ppr) 240 NiA o
Thiotepa (THT), 58.2 0.4 Slight swelling and
10 mg/ml (10,000 ppm) (58.2,58.9,66.6) (0.4,0.3,0.4) degradation
Vinorelbine, Slight swelling and
10 mg/ml (10,000 ppm) >eAd A no degradation
Vincristine Sulfate, 5240 N/A Slight swelling and

noc degradation

Prepared By:

Approved By:

Ana C Barbur, M'S.

Vice President, Analytical & Chemical Services

“ARDL is 150 17025 accredited by A2LA for the test methods listed on the certificates referenced an page one. Unless specified, the current specification version is used.
NOTE: Non-I50 17025 accredited test methods are designated with the » symbol to differentiate from ISO 17025 accredited methods in the body of the test report. *
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Siti lylia Zarith Binti Hasan Page 2 of 3
Hartalega NGC SDN BHD PN 148358G

SUBJECT: Permeation testing per ASTM D 6978 on samples submitted by the ahove company.

RECEIVED: One (1) glove type identified as; Nitrile Powder Free Examination Gloves Tested for use with Chemotherapy
Drug and Fentanyl Citrate (Blue), Batch No. A37/20190402/M, Serial No. 2190228371, Size M.

TEST DRUG:
Table 1. List of the Testing Drugs. Sources, and Expiration Dates
TESTING DRUG DRUG SOURCE
Fentanyl Citrate Injection, 100mcg/i2mL WestWard; Lot# 059334; Expiration 06/2022

COLLECTION MEDIA:
The collection media, which were selected, are listed in Table 2.

Table 2. Collection Media for Testing Drugs

TEST DRUG AND CONCENTRATION COLLECTION MEDIUM
Fentanyl Citrate Injection, 100meg/2mL Distilled Water
TESTING CONDITIONS:
Standard Test Method Used: ASTM D 6978
Analytical Method: UVIVIS Spectrometry
Testing Temperature: 35.0°C+2.0
Collection System: Closed Loop
Specimen Area Exposed: 5.067 cm2
Selected Data Points: 25/test
Number of Specimens Tested: 3test
Location Sampled From: Cuff area
Deviation from Standard Test Method: Used 1" Permeation Cell

*ARDL is 150 17025 pecredited by A2LA for the test methods listed on the certificates referenced on page one. Unless specified, the current specification version is used.
NOTE: Non-I50 17025 accredited test methods are designated with the # symbol to differentiate from 150 17025 accredited methods in the body of the test report.”
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DETECTION METHOD OF CHEMICAL PERMEATION:

UV/VIS ABSORPTION SPECTROMETRY:
Instrument: Perkin Elmer UV/VIS Spectrometer Lambda 25

UVIVIS Absorption Spectrometry was used to measure the absorbance of test chemicals, which permeated through the
specimens into the collection medium. The collection medium was circulated in a closed loop at 11 ml/minute of flow rate
through the testing period. Data collection was performed according to the programmed schedule by means of UV Winlab
software from the Perkin Elmer Corporation. The list of the characteristic wavelengths is shown below.

Table 3. Characteristic Wavelengths used in UV/VIS Absorption Spectrometry

~ TESTDRUG ) WAVELENGTH (nm)
Fentanyl Citrate Injection, 100mcg/2mL 199

SAMPLE CHARACTERISTICS:
Table 4. Cuff thickness characteristics for the tested specimens: Nitrile Powder Free Examination Gloves Tested for use
with Chemotherapy Drug and Fentanyl Citrate (Blue), Batch No. A37/20190402/M. Serial No. 2190228371, Size M.

< ; Thickness (mm) Weight/Unit
Testing Chemical Sample 1 Sample 2 Sample 3 Average {man Area (g/m?)
Fentanyl Citrate Injection 0.046 0.047 0.044 0.046 46.7

RESULTS:

Table 5. Permeation Test Results on: Nitrile Powder Free Examination Gloves Tested for use with Chemotherapy Drug
and Fentanyl Citrate (Blue), Batch No. A37/20190402/M, Serial No. 2190228371, Size M.

TEST DRUG AND DETECTION TIME PERM. RATE OTHER
CONCENTRATION (Specimen 1/2/3) (Specimen 1/2/3) OBSERVATIONS
(Minutes) (pg/lem?iminute)
Fentany! Citrate Injection, No Breakthrough up to 240 N/A Slight swelling; no
100mcg/2mL minutes . degradation

bava)>

Prepared By: Approved By:

Ana Barbur
Vice President. Analytical & Chemical Services

*ARDL is 150 17025 accredited by A2LA for the test methods listed on the certificates referenced on poge one. Unless specified, the current specificotion version is used.
NOTE: Non-I50 17025 occredited test methods ore designated with the 4 symbol to differentiate from IS0 17025 accredited methaods in the body of the test report.*



ADMINISTRATION

/é U.S. FOOD & DRUG
S

April 6, 2020

Hartalega NGC Sdn. Bhd.
Nurul Kong
Senior Manager - Quality Assurance

Kawasan Perindustrian Tanjung
Sepang, 43900 My

Re: K200019

Trade/Device Name: Nitrile Powder Free Examination Gloved Tested for Use with Chemotherapy
Drugs and Fentanyl, Citrate (Blue), Nitrile Powder Free Examination Glove
Tested for Use with Chemotherapy Drugs and Fentanyl, Citrate (Black)

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 10, 2019

Received: January 15, 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.cfim 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.

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



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approvec: OMB No. 0910-0120

Food and Drug Administration ‘Expiration Date: 08/30/2020
Indications for Usé See PRA Staternent bejow.

510(k} Number (if known).
K200019

Device Name _ o _ .
Nitrile Powder Free Examination Glove Tested for Use. with Chemotherapy Drug-arnd Fentanyl Citrate {Blue)

Indications for Use (Describe)

Nitrile Powder Free Examination Glove Testéd for Use with Chemotherapy Diug and Fentanyl Citrate (Blue) is'a nofi-
sterile disposable device intended for medical purpose that is worn on the examiner's hand to prevent contamination
between patient and examiner. It is also.tested to be used against Chemotherapy. Drugs and Fentanyl Citrate.

These gloves were tested for use with chemotherapy drugs and Fentany] Citraté as per ASTM D6978-05 (Reapproved
2013) Standard Practice for Assessment of Medical Gloves fo Permeation by Chemotherapy Drugs: .

Chemotherapy Drug arid Concentiation Minimum Breakthrough Detection Time.in Minutes
Carmustite (3.3 mg/ml) 233
Cisplatin (1.0 mg/m]) _ >240
Cyclophgsphamide (2’0'.0_'mg.f_'ml) >240
Dacarbazine (10.0 mg/ml) >24¢
Doxorubi¢in Hydrochloride (2.0.mg/ml)- =240
Etoposide (20.0 mg/ml) >240)
Fluorouracil {50.0 mg/mi) >240
Methotrexate (23.0-mg/ml) >244
Mitomycin C (0.5 mg/ml) >240
Paclitaxel (6.0 mg/mtl) =240,
Thiotepa (10.0-mg/ml) 58.2
Vineristine Sulfate’(1.0 mg/ml) >240
Azacytidihe (25.0 mg/ml) >240
Carboplatin (10.0 mg/ml) >240.
Docetaxel {10 mg/ml) >240
Epirubicin (2.0:mg/ml) >240
Gemeitabine (38 mg/ml) >240
Ifosfamide {50 mg/ml) =240
Irinotécan (20 mg/iml) =240
Mitoxantronhe (2.0 mig/ml) 040
Oncovin (1.0'mg/ml) =240
Oxaliplatin (5§ mg/ml) >240
Vinerelbine (10 mg/m}) >240

Please note-that Carmustine and Thiotepa hav¢ extremely low permeation times of 23.3 minutes and 58.2 minutes
respectively.

Fentanyl Citrate and Concentration Minimum Breakthrough Detection Time in Minutes
Fentanyl Citrate Injection {100 meg/2ml) >24(

Type of Use (Select one or both, as applicable)
mPrescrIption Uge (Part 21 CFR-801 Subpart.D) EOV&r—Thé_—-Coumer Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

FORM FDA3881(7“ 7} Page 1of2 “PSC Publiskilng Services {3001 ) 1450740

&



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 tirrie for this collection of information is estimated to average 79 hours per response, including the.
time to review instructions, search emstlng datasources, gather and maintain-the data needed-and complete
‘and review the collection of information. Send comments regardlng this burden esfimate or any other aspect
of this information collection, including suggestions for reducmg this burden, fo:

Depariment of Hezlth and Human Services
Food and Drug Administration

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

“An agency may not cohduct or sponsor, alid a person is not. requ.'red to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17) Page2 of 2



DEPARTMENT OF HEALTH AND-HUMAN-SERVICES Form Approved: OMB No; 0910-0120
Food and Drug Administration Expiration Date: 06/30/2020

Indications for Use See PRA Statement bslow.

510(k). Number (i known)
K200019

Device Name o
Nitrile Powder Fiee Exanination Glove Tested for Use with Chematherapy Drug and Fentany} Citrate (Black)

Indications for Wse {Describe}

Nitrile Powder Free Examination Glove Tested for Use with Chemotherapy Drugs.and Fentanyl Citraté (Black) is'a non-
sterile disposable device intended for medical purpose that is worn on the examiner's hand to prevent contamination
betweenipatie_nt and exaininer. Tt is also tested to be used against Chemotherapy Drugs and Fentanyl Citrate.

These gloves were tested for use with chemotherapy drugs and Featanyl Citrate as per ASTM D6978-05 (Reapproved
2013) Standard Practice for Assessment of Medical Gloves to Permeation by Chemotherapy Drugs:

Chemotherapy Drugand Concentration Miniimum Breakthrough Detection Time in Mirutes
Carmustine (3,3 mg/mf) 25.0
Cisplatin (1.0 mg/miy >240.
Cyclophosphamide (20.0 mg/ml) =240
Dacarbazine (10.0 mg/ml) >240
Doxorubicin Hydro¢hloride (2.0 mg/ml) >240
Etoposide (20.0 mg/ml) >240
Fluorouracil (50:0 mg/ml) 5240
Methottexate (25.0 mg/ril) >240
Mitomycin C (0,5 mg/ml) >240
Paclitaxel (6.0 mg/ml). 240
Thiotepa (10.0 mg/mi) 55.7
Vincristine Sulfate (1.0-mg/ml) >240
Azacytidine (25.0 mg/mi) >240
Carboplatin (10.0 mg/ml) >240
Docetaxél (10 mg/ml) =240
Epirubicin (2.0 mg/ml) >240
Gemcitabine (38 mg/ml) >2410)
Ifosfamide (50 mg/ml) >240
Irinotecan (20 ing/ml) >240
Mitoxant_ro.n_c (2.0 mg/ml) =240
Oncovin (1.0 mg/ml) =240
Oxaliplatin.(5 mg/ml) >240).
Vinotelbine (10 mg/mi) >240

Please note that Carmustine and Thiotepa have extremely low permeation times of 25.0 minutes and 55.7 minutes
respectively:

Fentanyt Citraté and Coricentration Minimum Breakthrough Detection Tinie in Minutes
Fentanyl Citrate Injection {100 mcg/2ml) >240

Type of Use (Select.one ot both, as applicable)
TPrescription Use (Part 21 CFR 801 Subpart.D ) [X] Over-The-Counter Use (21 GFR 801 Subpart )

FORM FDA 3881 {7/17) Page.1of 2

TS Rublishings Srvices |301) 4436740 EE



CONTINUE ON A SEPARATE PAGE IF NEEDED.

'Th_is--s_ection applies only to requirements of the: Paperwork Reduetion Act of 1985,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.”

Thie burden time for this collection of information is estimatad to aveérage 79 hours.per fesponse, inchuding the
time to review instructions, search existing data-sources, gather and maintain the data needed and compilete-
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, fo:

Department-of Health ahd Human Services:

Food and Drig Administration

Office of Chief Information Cfficer

Paperwork Reduction Act (PRA} Staff

PRAStaff@fda.hhs.gov

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

FORM FDA 3881 (7T117) Page 2'of 2
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