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.
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evolve

Nitrile Powder Free
-xamination Gloves

The Evolve 300 Nitrile Powder Free
Examination Gloves are Cranberry’s latest
and softest gloves yet, combining comfort
and tensile strength without sacrificing
tactile sensitivity. Cranberry’'s exclusive
EvoSoft™ formulation gives Evolve a unique
silk-like attribute that is both soft and strong
with textured fingertips for precise gripping

under all operating conditions.
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- Exclusive EvoSoft™ formulation delivers
silk-like attribute, soft yet strong

- Superior tensile strength for maximum stretch

- Strong Culff for Tear Resistance

- Ultra Space Saver Pack (300 gloves per box)

300 gloves/box, 10 boxes/case; *XL: 250 gloves/box

XS
S
M

L.
XL*

—xam Gloves

3305
3300
3307
3308]
3309
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FORMFITTING

EvoSoft™ formulation delivers a silk-like
attribute, soft and strong. Fingertip

textured in a Royal Blue color.



SILK THIN

Our stretchiest gloves yet, high tensile
strength and excellent comfort, while not

sacrificing tactile sensitivity.



300 GLOVES PER BOX

Ultra 300 Saver Pack reduces storage

space and packaging waste.



Features

Exclusive BEvoSoft™
formulation

300_
eVOIV€ Nitrile Powder Free Exam Gloves

Benefits

Provides unprecedented soft and strong comfort during
extended wear

300 Space Saver Pack Maximize storage space and efficiency

Recommended for use when:

) A latex-free, powder-free solution is required.
i) Seeking a soft and tear-resistant, protective solution with good grip.
i) Seeking space-saving, reduced waste packaging.

Physical Data

Dimension

230
70£10 80+10 95+10 110£10 120+10
0.05 0.05 0.05 0.05 0.05
0.05 0.05 0.05 0.05 0.05
0.04 0.04 0.04 0.04 0.04
16 16 16 16 16
16 16 16 16 16
500 500 500 500 500
400 400 400 400 400
Single Use Only, Ambidextrous, Non-Sterile
Packaging: 300 gloves/box, 10 boxes/case; XL: 250 gloves/box
XS (3305) M (3307) XL (3309)
S (3306) L (3308)
M Cranberry’
@ www.cranberryusa.com
ike us onEifacebook.com/cranberryusa
Cranberry USA

828 San Pablo Avenue
Pinole, CA 94564
707-553-6190
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Test Report No. 7191
dated 23 Mar 2018

1. Freedom from holes test for XS, S, M and L sizes were tested in manud acturer’s site, witnessed by
TUV SUD Cenification and Testing (China) Co., Lid. Beijing Branch on 22 Mar 2018,

2. 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 basad on ol no. 12150511,

3. Labelling requirements are assessed based on submitied packaging artwork logether with chent's declaration
letter version number 2018003,

4. NA: Not apphcable for the submitted sample.

Photo | Powder Free Nitrle Examination Gloves, BS0002




Test Report No. 719 T

RESULTS (cont'd):
Sample: Powder Free Nitrile Examination Gloves, BS0002
JTable 4 Results for EN 455-3:2015 Clayses 4.2-45

dated 23 Mar 2018

c) sterile powdered gloves shall be labelled with the following or
equivalent: ‘"CAUTION: Surace powder shall be removed
aseptically prior 10 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 salety, such as low allergenicity,
hypoallergenicity or low protein;
any unjustified indication of the presence ol allergens,

a) iummmummnmmhmmnmm-

process limit, measured as specified in 5.3 shall be given.

Clause Tests Requirements Results / Remarks l'm'-“d
ﬁmupnwdar-fmﬂnu. )
Gloves shall not be dressed with lalcum
powder (magnesium silicate). hmdmdhui‘:dl'd-liim MNA
5" | ——— Manufacturer shall disclose
Other chemicals upon request a list of MNA
chemical ingredients
43 | e dioxing | < 20 EUlpair for gloves labelled with Not labelled with ‘low NA
5.1 ‘low endotoxin content’. endotoxin content’ J
XS | 0.61 mgpergiove | Passed
4.4 Powder- For powder-lree gloves: The total _'__QM_M_
5'2 free gloves quantity of powder residues shall not [}_'%m_ Passed
. exceed 2 mQ per glove. glove | Passed
The manufacturer shall striv .
m eto
63 | jaowoms. | minimize the leachable protein level for ""‘""‘“;““m“‘“ NA
i ﬁmumﬁﬂirﬂmwﬂnﬁ-m.
Clause Tests Requirements Results
In addition to the labelling specified in EN 1041:2008+A1:2013 and the
relevant symbols given in EN 1SO 15223-1:2012, the following
requirements apply. .
a) medical gloves containing natural rubber latex shall be labelled on
the ﬂIMMMMﬂHﬁMEﬂ NA
ISO 1 1:2012 symbol for latex, _
The labelling shall include the or equivalent warning
statement together with the symbol: contains natural NA
mlmmmmmmmm
anaphylactic responses’,
b) the labelling shall include a prominent indication of whether the —
4.6 Labelling glove is powdered or powder-lree;
NA
NA
NA
Passed

Inferred resuits

Page 3ol §




Test Report No. 719 N

dated 23 Mar 2018
RESULTS:
Sampie Powder Fraa Nitrke Fxamination Gloves.
Labls 1. Results for EN 4551.2000
No. of Number | Actual no. of
Clause Tests Size | Requirements | non-compliers | tested | non-compliers "“"I '.“I
Pi— | ‘aliowed (pieces) | (pieces) | lound (peces)
X5 10 315 1 Passed
4 " s 10 35 1 Passed
5 m" , ’m" . [X] Shall not leak 10 s 2 Passed
L 10 ns G Passed
XL 4 Passed
Results Inferred
o Tom (Median) results
S 2850 Pas s
250 Passed
’ 255 Passad
a) Length (mm) 0 e
4 248 Passed
73 Passed
8% Passed
b) Width (mm) 06 Passed
J 106 Pas sed
A 115 Passed
6.4 Passed
Strength 86 Passed
a) Force at break 6.1 Passed
(N) 6.1 Passad
5 6.6 Passed
7.0 Passed
b) Force at break 9.0 Passed
alter T3 Passed
testing (N) 66 Passed
71 Passed
Iabis 3 Results for EN 455-2.2015 Clause 7
Clause Tests Requirements Resuits .E
Manulacturers shall label the glove and/or the
packaging with the date of manulacture in
7 Labelkng accordance with EN IS0 15223-1:2012 and EN Observed Passed
1041:2008+A1:2013 Date of manulacture is
defined as the packaging date,

Page 20§




Test Report No. 7191

dated 23 Mar 2018
Mote: The repart 8 mausd wiyect 18 B Testing ans Contcaton Rapdstons of te TUV D Group nd e PES Sngapon
(i Torrs pra] Corabbors of ey of TUY SU0D PSR P Lal B eddion Pa copar] o Qoolerasd by T
BT el i Bl S
SUBJECT: Chosam comamty
_ Add valon
Testing of Powder Free Nitnde Examenation Gloves submatted by
I | Lid. on 25 Jan 2018 and 09 Mar 2018
26 Jan 2018 10 06 Feb 2018 and 22 Mar 2018
DESCRIPTION OF SAMPLES:
m_n;, Colows [ ReiEen® | 1t No, | size '-w Manu/actwer
] XS 109
| 1 69
Powder Froe Nitnie 12150521 | . § 100 Jra——
1 Examination | Bive | BS0002 E—
2, | 12080311 | ™ 100 -
12090411 L 100
12070611 XL 407
Lot size as speciied by chent. 200,000 peces
METHOD OF TEST:

1. EN 455-1.2000 Medkcal goves lor single use
Pan 1: Requirements and testing lor reedom from holes

2 EN 455-2 2015 Medkcal gloves lor single use
Part 2° Requiremants and testing for physical propertes

3 EN 455-3:2015 Medical giove for single use
Part 3 Requitements and teshng for biologcal evialuatson

iq

Tuv SLID P38
L b sy Peorw o b ol 110 Reguoral e {0 ¢
T S P e | Fam  odhalis i T8 B e D i Pae i
W | e P (e 0 o st e gl ol 1 Semnra Park lme 000 8
Srapapose 1V el s 1-_'-.1

Cn s 9S00 TR — -
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PPE REGULATION (EU) 2016/425
MODULE C2 CERTIFICATE

This is 10 cedify that the followng products tested under SATHA reports referenced CHMDZ281439/ 1944/ 0H
& STED289547 have been found 10 salisly the regueement of PPE Regutation (EL) 2016/425 Module C2
EU quality control system for the final product for and on behalt of SATRA Technology Europe Limited

EU TYPE EXAMINATION PRODUCT GROUP

CERTIFICATE NUMBER REFERENCE R P o

Desposabie medical
277T7111521-01/E00-00 MNetrile examsnation EN ISO 374-1.018

Qlove

Dated 14" November 2019 The CORIAES  poovqiber 2020

g@,ﬁgﬂf-—l

Signod By (Alan Woston)

For and on behalt of SATRA Technology
Europe Lmiled

The wsuance of e SaTACate 15 subiescl 10 e (oMY OG0 TSNUILrTg 50 UBVY SEEET 10 S regLend
foA i

SATRA Tectrolgy Fusnpe (imieg Bracstoen Buississ Pat Cines Dutin 15 015 YRP Repudhc of e
Micered Body euemper 27 7R
Fal 359 j0y 1 407 Z4B Web. st Sl isSEt 6510




Health B Human Services
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U.S. FOOD & DRUG I

ADMINISTRATION

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

510(k) Premarket Notification

2 FUAHome © Medical Devices B Dalabases l od

. ' ']‘ _ K] | DeMNowo | Fegistration & LsSng | Adverse Events | Mecalls | PWA | HDE | Cassification | Standards
-H CFR Tiie 21 | Radision-Emitting Products | KRy Assembler | Messun Repors | CLIA | TRLG

New Search Back To Search Resylts |
Device Classification Mame Polvmer Patient Examinatipn Glgye
510{K) Number K9E3334
Device Name HITRILE PFOWDER FREE EXAMINATION GLOVES
Applicant CRANBERRY (M) SDN. BHD

LOT 85, JALAN PORTLAND
TASEK INDUSTRIAL ESTATE
ipoh Parak, MY 31400

Applicant Contact Chong Yoon Tat

Commespondent CRAMBERRY (M) SDN. BHD
LOT 85, JALAN PORTLAND,
TASEK INDUSTRIAL ESTATE
lpah Perak. WY 31400

Comespondent Contact Chong Yoon Tai
Regulation Number £80.6250
Classification Product Code LZIA

Date Received 097231998
Decision Date 021151999
Decision Substantialy Equivalent (SESE)
Regulation Medical Specialty General Hospital
510Kk Review Panel General Hospital
Statement Statement

Type Traditional
Reviewed By Third Party Mo
Combination Product Mo

Page Last Updated. 08/29/2020

Mote: If you need help accassing information in differant file formats, ses Instructions for Downloading Viewers and Players.

Language Assistance Avallable: Espaiiol | Bflisa % | Théng Viél | B=0{ | Tagalog | Pyccemi | i =2 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | 88 | —_4
| English

AnoEE sl Contsct FDA Caresrs FINA Basics Na FEAR Act N il & CF i T Weliriile Polaies

U.S. Food and Drug Administration Combination Products .# U S Department of Health & Human Services
10903 New Hampshire Avenue Advicory Commitiess
Sikver Spring, MD 20983
Ph. 1-888-INFO-FDA (1-888-463-8332) S —
Contact FDA Hegulatory Information
¢ Dafeby
Usidgov m D li -‘E-' = Emergency Preparedness

International Programs
For Gowernament For Press
Mews & Evonis
Traimirg and Coovinaing E duo slion
Inspection sA0 pampliance
Siate A L coal CHFicials
L pervs amer s
Industry

Health Professionals

A —



Pﬂgﬂ 2 = My, **k*kkdkkkkhhrkik

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 additicnally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4692. Additionally, for gquestions 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"”.

Divigion of Dental, Infection Control,

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

Radiological Health

Enclosure



evolve

Nitrile Powder Free
Examination Gloves

The Evolve 300 Nitrile Powder Free Examination Gloves are Cranberry’'s latest and
softest gloves yet, combining comfort and tensile strength without sacrificing tactile
sensitivity. Cranberry's exclusive EvoSoft™ formulation gives Evolve a unique silk-like
attribute that is both soft and strong with textured fingertips for precise gripping under all
operating conditions.






