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 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.
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Cranberry Nitrile Gloves Standard Operating Procedure

Sign NCNDA agreements followed by LOI and POF

SELLER to respond to LOI with models, pricing and quantity. (Note: models available will be
determined on a case by case basis)

Draft SLA/SPA-conditions to be reviewed by BUYER. If totally in agreement, continue to the next
stage.

The BUYER will send an ICPO to the SELLER or to a company as directed by the SELLER
(Numeric Advisory). BUYER to specify exact model, pricing and quantities of each size in the
ICPO

The SELLER will submit a pro-forma invoice to the BUYER.

Bank Guarantee/LC/Escrow must be set up to move to the next stage. NOTE: No videos or
proof of life will be provided in this process.

The BUYER will accept the proforma invoice and both parties will sign a service level agreement
(SLA/SPA).

10% will be deposited into a mutually agreed facility to commit to the transaction.

SGS certificates will be made available 48 to 72 hrs after the order has been placed. The
certificate will indicate that the stock will meet the regulated requirements. Delivery schedule is
provided.

A waybill will be issued to the BUYER informing them that the stock is in transit.

Once the stock lands, the stock will be viewed by the BUYER and the SELLER and the
remaining 90% of the funds will be released to the SELLER

The SELLER will transfer the SGS certificate to the name of the BUYER.
The BUYER then owns the stock and is responsible for any fees and costs thereafter.
The BUYER’s agents will clear this through customs.

We would highly recommend that the appropriate transportation, security, and insurance is
arranged by the BUYER.

This is a CIF transaction.



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

Uluality Managment Systems 50 13485 & 1509001

TGA < CE
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Test Report No. 7191
dated 23 Mar 2018

Note: Ths mgont i insusd mubpect 10 The Testing and Cadificaton Repaistion of fe TUY 500 Group srd he
Genemi Terms and Condtions of Business of TUY 500 PSE Pio Ll In addvion, this topor] i govemed by the
TS S04 Oun e (s Teporl

SUBJECT: Chioose certninty.
Add value.

Testing of Powder Free Nitrile Examination Gloves submitted by

I, Lid. on 25 Jan 2018 and 09 Mar 2018.

TESTED FOR:

_—

-Shm\g.

Chana.

TEST DATE:

26 Jan 2018 to 06 Feb 2018 and 22 Mar 2018

DESCRIPTION OF SAMPLES:

Product Reference Sampla recaived -
SN |  Description | Colur| ™ g, LotNo. | Size ipieces) Manulacturer
12150571 x5 100
| .030B0511 L]
{Powder Free Nitrile 12150521 3 100 —
1 Examination Blue | BS0002 oo — — A
ol 12080311 M 100 ™

12090411 L 100
12070611 | XL 407

Lot size as specified by chent; 200,000 pieces

METHOD OF TEST:
1. EM 455-1:2000 Medical gloves for single use
Part 1: Requiremants and lesting for freedom from holes

2. EN4552:2(15 Medical gloves for single use
Part 2: Requirements and testing for physical properties

3. EMN455-3:2015 Medical glove for single use
Part 3: Reguirements and 1esting for biologeal avaluabion
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Test Report No. 719 NG

dated 23 Mar 2018
300
P38 Singapore
BESULTS:
Sampda: Powdar Fras Nitrile Fxamination Glowes, BSO0002
Na. ol Mumber | Actual no. of e
Clausa Testa Size | Requiremonts | non-compliars testad | non-comphiars i
“adlowed (pieces) | (pieces) | found (pieces)
X5 10 ns 1 Passed
p E 5 10 N5 1 Passad
5 Im"dhdh o6 M | Shail not beak 10 35 Z Passed
L 10 35 & Passed
AL 10 35 4 Passed
: Number tasted Results Inferred
Clause Tesls Size w {pleces) {Median) e
X5 13: 250 Passed
Ol 5 13 250 Passad
all o ml :?nm} M | 2240 13 255 Passed
i) 13 250 Passed
i XL | 13 248 Passad
XS | =80 13 T3 Passed
5 |80x10 13 85 Passad
b) Wikth (mm) M [96+10 43 6 Passed
L 11010, 13 106 Passad
XL [z110 13 115 Passed
XS 13 8.4 Passed
a)Force attraak | M| oo bl 3 61 Passed
N} L [=80 : 13 6.1 Passed
5 XL 1 13 &6 Passed
XS 13 7.0 Passed
5 | Fornitrie 13 0 Passod
b) Force at braak il 9.
alter chall M . § 13 7.3 Passad
testing (M) L |zg0 : 13 &6 Passed
XL 13 71 Passed
Requirements Requits Iﬂw
Manuiacturers shail label the ghove andior the
packaging with the date of manufacture in
7 Labelling accordance with EM IS0 15223-1:2012 and EN Obsenad Passed
1041:2008+A1:2013. Date of manulacture is
dafinad as tha packaging date.

Page 245




Test Report No. 719 T

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

dated 23 Mar 2018

Clause Tests Requirements Results / Remarks Im
Glove is powder-free glove,
Shos ’{'*:“ riet .“:m"'m;“‘" talcum | pased on client's declaration | NA
42 | chemicals s t letter version 2018001
’ Manutacturer shall disclose
Other chemicals upon request a list of NA
chemical ingredients
43 ; < 20 EU/pair for gloves labelled with Not labelled with ‘low
54 | Endotoxing | o endotoxin content’ endotoxin content’ ai
XS 0.61 mg per glove Passed
ik | owdar For powder-free gloves: The total ] 0.63 mq per glove Passed
52 |tree gloves quantity of powder residues shall not M 0.97 mg per glove Passed
3 exceed 2 mg per glove. L 0.86 mq per glove Passed
XL 0.48 mg per glove Passed
i The manufacturer shall strive to
;'g m'::;a minimize the leachable protein level for N""'“m':h:,":b” inte 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 symbals given in EN ISO 15223-1:2012, the following
requirements apply: _
a) medical gloves containing natural fubber latex shall be labelled on
the packaging of at least the smallest packaging unit with the EN NA
IS0 15223-1:2012 symbol for latex; 5
The labelling shall include the following or equivalent warming
statement logether with the symbol: ‘(Product) contains natural NA
rubber latex which may cause allergic reactions, including
anaphylaclic responses’; j
b) the labelling shall include a prominent indication of whether the Comply
4.6 | Labelling glove is powdered or powder-iree;
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 adversae tissue reactions’;
d) for any medical glove containing natural rubber latex the product
labelling shall not include:
- any lerm suggesting relative salety, such as low allergenicity, NA
hypoallergeniicity 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

Pagedo 5



Test Report No. 7191 (S
dated 23 Mar 2018 oM

BEMARKS:
1. Freedom from holes test for X5, 5, M and L sizes wera tested in manufaciurer's site, witnessed by
TUV SUD Cerification and Testing (China} Co., Lid. Baijing Branch on 22 Mar 2018,

2. For size XS, rasults for EM 455-2:2015 Clause 4 Dimensions is based on lof no. 03060511, while tha rest of
the resulis am based on lol no. 12150511,

3. Labeling requiremeants are aasessed based on submitted packaging artwank tegeather with chent's declaration
letter version number 2018003,

4. MA: Mot applicable for the submitted sample.

‘Madical Health Services (NAM)

Photo ; Powder Free Nitile Examination Gloves, BS0002

Pagedd 5



TECHMNOL OHGY

PPE REGULATION (EU) 2016/425
MODULE C2 CERTIFICATE

Thile is 1o caify that the following products tested under SATRA reports referenced: CHMO201430/1 S44.0H
& STED289547 have been found 1o safisly the requirement of PPE Reguiation (EL) 2018/425 Module G2
EU quality contrel system for the final product for and on behalf of SATRA Technology Eveope Limiled

EU TYPE EXAMINATION PFRODUCT GROUP

CERTIFICATE NUMBER REFERENCE R TRE R EICATIEN

Disposable medical
27TT11521-01/ED0-00 Mitrile examanation EN IS0 374-12016
ghove

Signed By (Alan Weston)

For and on bohalf of SATRA Technology €
Eurois Ll ‘

The issuanos of ihis camioale i subesol o S OOMpany MSnamng & MLy s quaily Spten do i reguived
siandan

BATRA Techooingy Fomnpe Limbed Sracsious Buejatiss Pad Cindd Dubin 15 0015 YREP. Aepubds of atandg
Beody musmiber 27T}
Fab + 353 j0U T 437 2484 Web: s SUGELREE 0T




Health & Human Services

FollowFDA | En Espasio

U.S. FOOD & DRUG I 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

& O

510{k) | DeMovo | Registration & Listing | Adwerse Events | Recalls | PMA | HDE | Classification | Standards
CFR Title 21 | Radistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search Back To Search Results

Device Classification Name Polymer Patient Examination Glove

510(K) Number K0232334
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, WY 31400

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

Date Received 09/23/1998
Decision Date 02/19/199%
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hospital
510K Review Panel General Hospital
Statement Statement

Type Traditional
Reviewed By Third Party Mo
Combination Product No

Page Last Updated: 06/29/2020

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

Language Assistance Available: Espafiol | Bch77 | Tiéng Viét | 2-=01 | Tagalog | Pycckuit | 22! | Kreyol Ayisyen | Frangais | Polski | Portugués | italiano | Deutsch | H#E5 | o~
| English

Accessibility | ContactFDA | Careers | FDABasics | FOIA | MNoFEARAct | Mondiscrimination | Website Policies

U.S. Food and Drug Administration Combition Products @ U.S. Department of Health & Human Services
10903 New Hampshire Avenue Advisory Committees
Silver Spring, MD 20993 g
Ph. 1-888-INFO-FDA (1-888-463-6332) AEkaueRbEsedh
Contact FDA Regulatory information
Safety

LOo, | Y N a n !é.' ::.; Emergency Preparedness

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

Industry

Health Professionals
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§ -{ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
L JI

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 19 1068

My ***dxdkhhxrdhkh kb hrhxkwhkhkhkk

Director
Cranberry (M) Sdn. Bhd.

khkkkkkhkhkhkkhkhhkhkhkhkkhhkhkhhkxrhkhhhokokd
Ehdkkrhdr ekt r kit rkr bkt kkkk

krkhrkhkkhrhhkkrhkk*krhrhhk Kkt hxk hkhrk ok kx

MALAYSIA

Re: K983334
Trade Name: Nitrile Powder-Free Examination Gloves
Regulatory Class: 1
Product Code: LZA
Dated: January 15, 1999
Received: January 19, 1999

Dear Mr Kok oh gk ki kA ok kok ok ko k ok ok

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

Foed, 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
CGMP 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 dces not affect any
obligation you might have under sections 531 through 542 of




Page 2 o Mr Fohok hokok e ke ke ke ko R

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”.

Since

A 4
[
Tim A, ‘Ulatowski
Director

Division of Dental, Infection Control,

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

Radiological Health

Enclosure



{A MEMBER OF THE YEE LEE GROUF)

’ CRANBERRY (M) SDN. BHD. (o4901-w

Applicant : CRANBERRY (M) SDN. BHD.

s e e R R R SR R R R R R R R
e R KR R R R R R R R R R R R R R R R

EE R R R R E R EE R E e
510(k) Number (i knowny: 44 #€ 3 ¥ 3%
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)

_@Q;M S Lo
(Division Sign-Qff)

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

SN o 3k o ok
Prescription Use OR Over-The-Counter-Use Z(_

(Per 21 CFR 801.109)



Contlour

Nitrile Powder Free
Examination Gloves

Contour is body heat activated to contour ergonomically for reduced hand fatigue
during periods of extended wear. In addition, the gloves provide latex-like comfort and
superior donning efficiency. Available in blue, the gloves are packed 100 pieces per
box.




Nitrile Powder Free
Examination Gloves

Cranberry Xlim nitrile gloves provide the ultimate protection with 30% higher tensile
strength for stronger and greater tear resistance. Its exclusive 7th Sense™ formulation
softens with body heat and improves barrier protection against viral penetration.




R&08

Nitrile Powder Free
Examination Gloves

Revo200 Nitrile was our first glove with 200 pieces per box. It's RevoSoft™ formulation
provides unprecedented softness and comfort, all with superior tensile strength.




Nitrile Powder Free
Examination Gloves

Truly 200 LDP is the 1st FDA cleared glove with low dermatitis potential and
chemotherapy drug tested claim in the dental industry. The gloves are specifically
engineered as accelerator-free with innovative manufacturing approach to reduce the
potential of Type | & Type IV allergic reactions. Truly 200 LDP formulation offers
maximum stress-free comfort and greater tensile strength to prevent tearing.

¢ FDA cleared low dermatitis claim greatly reduces incidence of contact dermatitis

¢ Accelerator-Free nitrile reduces Type | & Type IV allergic reactions

e Chemotherapy drug permeation tested for resistance to penetration by select drugs
e 200 Saver Pack to reduce costs and storage space

¢ Exclusive SmartGrip® technology deliver optimal wet grip performance




Cel

Examination Gloves
*Available in non-U.S. markets only
Cerise® Nitrile gloves feature our very first distinct pink color with proprietary
formulation that provides comfort and performance and anti-slip grip provides secure

handling in wet and dry conditions. 200-count Saver Pack reduces storage space and
packaging waste.
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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.
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CARBON

Nitrile Powder Free
Examination Gloves
Carbon® Nitrile gloves feature distinct black color to minimize visible stains during use,

enhanced fingertip texture for superior handling and increased control. 200-count
Saver Pack reduces storage space and packaging waste.

! O Cranberry

CARBON

L]




TRANSC3ND

Nitrile Powder Free

Examination Gloves

The Transcend Nitrile Powder Free Examination Gloves are Cranberry’s latest and
strongest gloves yet, uncompromised superior formulation for high tensile strength
without sacrificing tactile sensitivity that is both soft and strong with textured fingertips
for precise gripping in dry and wet conditions. The latest Patented Low Derma
Technology eliminates the chemical accelerators commonly found in nitrile, reducing
the risk of Type | & Type IV hypersensitivities.

)

0 Cranberry
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Contour Plugte

Nitrile Powder Free
Examination Gloves

Contour Plus® is our first nitrile exam glove with lanolin & vitamin E coating. Its
NuComfort® formulation provides unmatched sensitivity, flexibility, easy donning, and
superior comfort.
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INSPIR=-

Nitrile Powder Free
Examination Gloves

Experience Cranberry’s fittest and lightest gloves yet! Inspire Nitrile gloves feature
distinct aegean blue color to minimize visible stains during use, enhanced fingertip
texture for superior handing and increased control. Our exclusive InSoft™ formulation
provides increased soft comfort. 300-count Saver Pack reduces storage space and
packaging waste.
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Nitrile Powder Free
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Orange Nitrile Powder Free
Examination Gloves

You will fall in "LUV" with this orange nitrile color and mild tangerine-mint scented glove.
LUV also features our skin-pampering NuSoft™ formulation with Lanolin and Vitamin E.




AQUA SCGurce

Nitrile Powder Free
Examination Gloves

Aqua Source is coated with Lanolin and Vitamin E to minimize dry skin irritation
associated with constant glove changing. Complete with full hand texturing and

ultra-thin feel for superior tactile sensitivity and grip. Aqua Source is packaged in an
economical and space-saving 200-count box.

AQUA SGUrce
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LUXE

Nitrile Powder Free
Examination Gloves

Soft and luxurious. LUXE nitrile, the first 300 count coated gloves in the market, is our
newest powder free nitrile gloves packed with our exclusive blend of Lanolin and
Vitamin E. This formulation is clinically proven to maximize moisture retention that
prevents dryness, itching, and cracked skin.

EEE 0 Cranberry
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