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PRODUCT

Nitrile Disposable Examination Gloves
Latex Disposable Examination Gloves

TRADE NAME : SKYMED
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Blue Nitrile Powder Free Non-Sterile
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Blue Nitrile Powder Free Non-Sterile

Sain £ AN S ALY ey
SR A g ASEIARCICE S ARG

= s CANIAS
-

J

ccam M4

S

e Powder Free

SKYMED

0L 00

EMAIL : RAHUL9A@GMAIL.COM



SKYMED'

Blue Nitrile Powder Free Non-Sterile

Nitrille Powder Free
Examination Gloves
Non- Sterile

Med'calGrade
Ambigarous B Easy Dispense Box

10 Boxes x 100 Gloves
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SKYMED

Blue Nitrile Powder Free Non-Sterile
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SKYM ED Non-Sterile Latex Gloves For Medical




SKYMED'

Non-Sterile Latex Gloves For Medical

SKYMED

b SKYMED'

Protection Gloves
Examination Gloves

24.0cm| LATEX .
Powder free =
Non-Sterile o=
( i
10 Boxes x 100 Gloves ﬁ"*'
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SKYMED

Non-Sterile Latex Gloves For Medical

..... 7Y ll .I'r.-f‘{.} s
EJ-‘HTI'RI' :l:!l-;hns ?ﬁ: .é:lff:-ll::g';:i".’:} 2
2a0cm| LATEX o
==
e A 1|'1
¥ I_H N B, fl . ?
5 :
1,440 cartons 120°'GP 27 CBM
3,300 cartons i40’Hc 69 CBM
Dry Freight Container . . I-
2“ “_ 5 296 mm
drﬂ E 12,035 mm :
40 ft
‘}J{I‘}; o }:-
; 12,035 mm :
40 ft High Cube

* pallet (1200200 mm) = Maximum 60 Cartons
~Weight (Full Pallet) = 398 Kg.

~Hight =1,380 mm.
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BRAND DECLARATION

SKYMED

We declare that brand SKY MED is owned by us and we have exclusive rights for this brand.

Ve

Sr.Gp.Capt.Kampee Kampeerayannon
CEO / Chairman, People’s Health Promotion Project

Sufficiency Economy City Co., Ltd.
Tel : + 66 89 1155551 , + 66 86 9555599
Email : k. kampee@gmail.com




Joint Operating Agreement and Manufacturing Process

Ly

Sufficiency Economy City Co.,Ltd. & Medical Glove Co.Ltd. & Healthy Glove Company
Limited hereby certify that we agree to join operating the manufacturing process of SKYMED
Gloves in order to serve the global demand.

As the mentioned in the Krabi Provincial Industry Office, Healthy Glove Co.Ltd.have
appointed Medical Glove Co.,Ltd. replaced and contract agreements offered to Medical Glove
Co.,Ltd. to official manufacturing under all documents and licenses of Healthy Glove Co.,Ltd.
As per enclosed documents for references be lows;

HIG)

Glove Co..Ltd.
f Tnavl 91ia

Jessada Raksrithong and;
Sr.Gp.Capt.Kampee Kampeerayannon Nirundon Thunnio Anothai y
CEO/Chairman Director of Medical Glove Director of
People,s Health Promotion Project Co.,Ltd. Healthy Glove y Limited.

Sufficiency Economy City Co., Ltd.

-



Sufficiency Economy City.,Co.Ltd

DATA SHEET
Joint Operation and manufacturing process
Healthy Gloves& Medical Gloves
MATERIAL SAFETY DATA SHEET
MSDS - 02 - 01

Product: Nitrile Examénation Gloves
Issue Dave 140572020

Section 1; Manutfacturer iientification
Name & Address Emeegency Telephone No Telephone No for information
Medical Giove Co, Ly *6E75 628500 «B875 626500

286M. 7. T Lam Thap, A Lam Thap,

Krabi 81190 Thaland

Section 2 ; Primary Material and Inaredients Information

Primary Maters!

Gloves are made from synthetc-nanie latex (Copolymer of Acryloniirile £ Butadiene / Methyaciylc At}

Content(%)
»y 4%
13-2 1.2
7 1
13483.67-7 1.7
136.23.2 04
14324-58-1 02
1310583 25
AS par Customer s
Progretary requremernt
All thd ghove chamicals usad are Non e of Non Mradous
Section 3 : Glove Physical Data
Rimeraioo
Saw x-Smal Smail Macum Large X-Large
Pairm Wiath (mm) To-79 BO-89 90-99 100100 110119
Lengeh (mm) 240 min
Siogle Wall Trickness
Fingor 011 mm (man)
Paim 0 08 men (wen)

Pagetofd



Product Certificates Sufficiency Economy City.,Co.Ltd

m Joint Operation and manufacturing process

Healthy Gloves& Medical Gloves

Foliow FDA | En Espadiol

U.S. FOOD & DRUG

ADMINISTRATION

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

510(k) Premarket Notification

© FDAHome © Madical Devices @ Databases

& a

1102 of 2 Results Results per Page[ 10|

Applicant: Heaithy Glove Decision Date pt—

To: 06/17/2020

New Search ¥ Eport 1o Excel | Download Files | More 2bout S10(k)

Device Name Applicant 510(K) Decision
5= v ¢ Dae ¢

Number

[natien Slo. HEALTHY GLOVE CO., LTD K162381 | 0173172017

Hg Pro Xp Nitrile Poys T X
For Use With Chemothecapy Drugs
Ha Pro Nittile Powder Free Examination Gloves HEALTHY GLOVE CO.LTD K152479 | 04/04/2016

amg,
M y

palty
L .

: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food snd Drug Admmmststaon I

10403 New Hempehire Avemie
Document Cantrol Center - WO86-0i609
Silver Sprng, MD 209934002

April 4, 2016

Healthy Glove Co., Ltd.

Teoh Shee

Managing Director

119 Kanchanavanich Road, Tambol Patong
Hat Yai, Songkhla 90230

THIALAND

Re: K152479
Trade/Device Name: HG PRO™ Nitrile Powder Free Examination Gloves
Regulation Number: 21 CFR 880.6250
Regulanon Name: Patient Exammation Glove
Regulatory Class: 1
Product Code: LZA
Dated: January 15,2016
Reeceived: March 7, 2016

Dear Mr. Shee:

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. 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 hability
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 L1 (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, Pants 800 to 898, In addition, FDA may
publish further announcements concemning your device i the Federal Regster.

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 Isting (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



Product Certificates Sufficiency Economy City.,Co.Ltd

m Joint Operation and manufacturing process

Healthy Gloves& Medical Gloves

Page 2 - Mr. Shee

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
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Intemet address

‘default htm. 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 Pan 803) plca.se go o

fda. ; : efault.htm for the CDRH's Office
of Surveillance and Blomctru:s/ Division of Postmarket Surveillance.

You may obtain other general information on your responsibilines under the Act from the
Division of Industry and Consumer Education at its wll-free number (800) 638-2041 or (301)
796-7100 or at its lmcrm,t add'caa

Sincerely yours,

Tejashri Purohit-Sheth, M.D.
Tejashri Purohit-Sheth, M.D. Clinical Deputy Director

DAGRID/ODE/CDRH  FOR

Enn 1. Keith, M.S.
Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure




Sufficiency Economy City.,Co.Ltd

Product Certificates
Joint Operation and manufacturing process
Healthy Gloves& Medical Gloves
v ProdUR: therapeutiaues
Bureau cec matérisic madicaux
II I. I D - I - A
Licence Number: 95463 No d'homologation:
First Issue Date: 201507117 Premiere date de deBvrance:
Device Class/Classe de I'instrument: 2 ’
This Licence is issued in accordance with the La presente bomologanon est délivrée en varr
Meadical Devices Section 36, de I'arricle 36 du Reglement sw les instruments
for the following device: medicaux pour I'mstrument medical survant:
Licence NameNom de I'homologation:

HG MICRO-CARE LATEX POWDER FREE EXAMINATION GLOVES

Licence TypeType d'bomologation:
Family Famsills

Manofacturer Name & AddressNom du fabricant & adresse

HEALTHY GIOVECO _LTD,
288 MOO 7, T.LAM THAP

o demands: 241098 Manttcumes & fbricmne. 141011



Sufficiency Economy City.,Co.Ltd
Product Certificates Joint Operation and manufacturing process

Healthy Gloves& Medical Gloves

Issued to:  Healthy Glove Company Limited

SATRA Faiat g T

Hat Yai
] o] -
Thailand
Notified Body 0321 SATRA Client : P1532

EC Type-Examination Certificate

Number 8180 Issue 2 ]
Date first issued: 13/01/2016

This is to certify that the product group reference "HG Pro PFN-002" comprising the following products:

Product Reference Description |
HG Pro PFN-002 Nitrile powder- free examination glove
Sizes: 6-10 (XS-XL) Classification:
EN388: 2003 Level EN374-1: 2003 Level
Abrasion resistance 0 10-13% Sodium hypochlorite 6*
Blade cut resistance 0 40% Sodium hydroxide 8
Tear resistance 0 0.1% Phenol 8
Puncture resistance 0 §0% Sulphuric acid 6
5% Ethidium bromide 6
EN374-2: 2003 Level 50% Glutaraldehyde 4
Alr Leak Pass 36% Formaldehyde 5
‘Water _ll'ak Pass 1.5% Methanol 6
* Permealion rate 2ug/cm?/min
|
Technical reports:

CHMO238703/1539/SPT, CHM0238703/1539/DRWM, PRC0244628/1616/SPT, PRC0244628/1615/SPT/2

has been subject to an EC Type-examination in accordance with Article 10 of the PPE Directive (B9/686/EEC)
and has been shown to satisfy the relevant provisions of this Directive for the complex category through:

i Testing to the following standard: EN374-1: 2003(Excluding clause 5.3.2); EN388: 2003; EN420: 2003
+ A1:2009; EN421:2010 (Radioactive Contamination Only)

il Examination of the relevant technical documentation.

You are therefore licensed to mark the product(s) listed above in accordance with Article 13 of Directive (B9/686/EEC) and
any relevant amending Directives once you have drawn up an EC declaration of product conformity. Please note that:

1. Full details of the certification and product are contained in the manufacturer’s technical file

2. This certificate is issued subject to the conditions on the reverse side of this certificate

3, CE Marking of production is also rellant on current compliance with Directive B9/6BG/EEC Article 11

4. Whaere a transiation of this certificate exists, the English language version shall be considerad as the authoritative text

w (o d
Signed: 5\ (Andrew Craggs) Date 17/11/2016

-

Signed:
On behalf of SATRA

SATRA Technalogy Centre, Wyndham Way, Telford Way, Kettering, Northamptonshine, NN 16 85D, United Kingdom



Sufficiency Economy City.,Co.Ltd

Product Certificates
Joint Operation and manufacturing process
Healthy Gloves& Medical Gloves
EC DECLARATION OF CONFORMITY 9

Name of the manufacturer :  Medical Glove Co. Lad.
Plant of the manufacturer, address @ 288 Moo 7 T.Lam Thap, A. Lam Thap Krabi 81190 Thailand.
Product : Nitrile Powder Free Examination Gloves, GMDN: 56286
Classification : Medical Device, Council Directive 934 2EEC, class |

: Personal Protective Equipment (PPE), Regulation (EU) 2016425,

category |

Intended use 1 A disposable medical device intended for medical purpose and/or

personal protection that is wormn on the user's hands to prevent
contamination and protection against low grade risks.

The undersigned hereby declares, on behalf of Medical Glove Co., Ltd, that the above- referenced product. 1o

which this declaration relates, is in conformity with the provisions of Medical Devices Directive 9342EEC. .
Medical Glove Co., Ltd. quality management has been certified by BSI for the manufacturer of natural and '

synthetic latex examination gloves, and in compliance with the requirements of 1SO 9001:2015 and ISO
13485:2016.

All supporting documentation is retained under the premises of the manufacturers,

Reference Standards:

EN 455-1 : Medical glove for single use -pan |

Requirement and testing for freedom from holes.
EN 4552 Medical glove for single use ~pan 2

Requirement and testing for Physical properties
EN 4553 Medical glove for single use ~pant 3

Requirement and testing for Biological Evaluation
EN 4554 Medical glove for single use —part 4

Requirement and testing for Shelf life determination

We funther confirm that the products meets also the provision of Regulation (EU) 2016425 for Personal
(protective Equipment (PPE). The following standards were applied to ensure conformity, EN 420:2003+A1.

Signed/Stamped by
e A
4
Name ¢ Wandee Rattanajamnong
Position ¢ RA/QA Manager
Date t o Apnl 22, 2020
MEDICAL GLOVE CO.LTD

288 Moo 7 T.Lam Thap, A. Lam Thap Krabi 81190 Thailand Cell +66 98016 6138 email jnfo®medicalgiove net
www.medicalglove.net



Sufficiency Economy City.,Co.Ltd
Product Certificates

Joint Operation and manufacturing process

Healthy Gloves& Medical Gloves

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - 1SO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Medical Glove Co., Ltd.
288 Moo 7, T. Lam Thap,
A. Lam Thap,
Krabi
81190
Thailand
Holds Certificate Number: MD 716521
and operates a Quality Management System which complies with the requirements of 1SO 13485:2016 & EN 1SO
13485:2016 for the following scope:

The manufacture and distribution of examination gloves.

chu\ CERtaelC

For and on behalf of BSI:

Gary E Slack, Senior Vice President - Medical Devices
Original Registration Date: 2020-01-15 Effective Date: 2020-01-15
Latest Revision Date: 2020-01-15 Expiry Date: 2023-01-14

ﬁ Page: 1of 1
S _making excellence a habit”
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Sufficiency Economy City.,Co.Ltd
Product Certificates

Joint Operation and manufacturing process

Healthy Gloves& Medical Gloves

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

This is to certify that: Medical Glove Co., Ltd.
288 Moo 7, T. Lam Thap,
A. Lam Thap,
Krabi
81190
Thailand
Holds Certificate Number: FM 716518
and operates a Quality Management System which complies with the requirements of I1SO 9001:2015 for the
following scope:

The manufacture and distribution of examination and industrial gloves.

For and on behalf of BSI:

Chris Cheung, Head of Compliance & Risk - Asia Pacific

Original Registration Date: 2019-12-14 Effective Date: 2019-12-14
Latest Revision Date: 2019-12-14 Expiry Date: 2022-12-13

Page: 1 of 1

..making excellence a habit’

MANAGEWENT SYSTIME
CERTIRCATIN BODY
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