iUl Nitrile
Examination Gloves

Feature

- Flexible and ductile
- Finger textured

« Online chlorinated/
Polymer coated

- |atex free
- Ambidextrous
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Nitrile Examination Gloves

Product Information
Disposable Nitrile Examination Gloves, Powder Free, Non-sterile

Primary Material : Acrylonitrile Butadiene Synthetic Rubber Latex
Latex Protein Content : Latex-free

Golor : White/ Black/ Blue

Size . Extra-small, Small, Medium, Large And Extra-large
Design And Feature  : Ambidextrous, Straight Fingers, Finger-textured,

Beaded Cuff, Polymer Coated/ Online Chlorinated
Packing : 100 Pieces Gloves Per Dispenser, 10 Dispensers Per Carton

4

Medical Use Food Contact Use General Use

Physical Dimensions

Standards
Dimensions
Supérieur ASTM DB319 / EN 455
230 min / 240 min
Extra-Small 1510 1510
small 80 = 10 a0 =10
Width (mm) Medium 95 + 10 95 + 10
Large 10 £ 10 110 £ 10
Extra-large = 110 = 110
Thickness- Palm Min. 0.05 Min. 0.05
single wall (mm) Finger Min. 0.05 Min. 0.05
Physical Properties
Criteria Supérieur ASTM DB319 / EN 435
Before Agin Min. 500 Min. 500
Elongation (%) Aging
After Aging Min. 400 Min. 400 / Min. 500
Before Agin Min. 18 (MPa Min. 14 (MPa) / 6.0 N
Tensile Strength Aging k! Lk
After Aging Min. 14 (MPa) Min. 14 (MPa) / 6.0 N

EVER - GLOBA

EVER GLOBAL (VIETNAM) ENT. CORP.

PM GROUP

Route 1, Long Thanh Industrial Zone, Long Thanh District,
Dong Mai Province, 76211, Vietnam
TEL | +84-251-8B9646677 + FAX : +84-251-B946898

A E-mail - infoi@egvnco.com

supcYieur

SiMpry syper' O™




7" 2 Y U.S. FOOD & DRUG

ADMINISTRATION

June 11, 2018

Ever Global (Vietnam) Enterprise Corp
% Elizabeth Deng

Coordinator

5748 Eaglewood Place

Rancho Cucamonga, California 91739

Re: K171422
Trade/Device Name: Disposable Powder Free Nitrile Examination Glove, White/ Blue/ Black/ Pink
Color
Regulation Number: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class: Class I
Product Code: LZA
Dated: April 27,2018
Received: April 30, 2018

Dear Elizabeth Deng:

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 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.

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

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

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 http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHLearn). 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
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Geeta K.
Pamidimukkala -S

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



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 below.

510(k) Number (if known)
K171422

Device Name
Disposable Powder Free Nitrile Examination Glove, White/ Blue/ Black/ Pink Color

Indications for Use (Describe)

The Nitrile Powder Free patient examination glove is a non-sterile disposable device intended for medical purposes that is

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

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 (7/1 7) Page 1 Of 1 PSC Publishing Services (301) 443-6740

EF



SGS

Test Report no.:cro1s700s3c Date : 2018/09/18 Page: 1 of 4

PRECIOUS MOUNTAIN ENT. CORP 10O O
2F., NO. 68, SEC. 1, NEIHU RD., NEIHU DIST., TAIPEI, TAIWAN

The following sample(s) was/were submitted and identified by/on behalf of the applicant as :

Sample Submitted By : PRECIOUS MOUNTAIN ENT. CORP
Sample Description : DISPOSABLE NITRILE GLOVES (BLUE)
Style/ltem No. : LOT#HL12050401

Sample Material : NBR(N300ITRILE)

Sample description(ltem No.) : DISPOSABLE NITRILE GLOVES (BLACK/WHITE/VIOLET)
of the same material

Sample Receiving Date : 2018/07/03
Testing Period : 2018/07/03 TO 2018/08/02 AND 2018/07/19 TO 2018/08/02 AND 2018/08/16 TO 2018/08/27
Test Requested : As specified by client, the sample(s) was/were tested with reference to Resolution (EC) No

1935/2004, Council of Europe Resolution ResAP(2004)4. Please refer to result table for
testing item(s).

Test Result(s) : Please refer to following pages.

* This report is added testing and combined with CT/2018/70053 *

This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at

and, for electronic format documents, subject to Terms and Conditions for Electronic Documents at . Attention is
drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company's
findings at the time of its intervention only and within the limits of client’s instruction, if any. The Company's sole responsibility is to its Client and this document does not exonerate parties
to a transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced, except in full, without prior written approval of the
Company. Any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.
Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.

25, Wu Chyuan 7th Road, New Taipei Industrial Park, Wu Ku District, New Taipei City, Taiwan /§t i TR gL A £ B TR 265
1+886 (02)2299 3939 f+886 (02)2299 3237  www.sgs.tw

Member of the SGS Group



SGS

Test Report no.:cro1s700s3c Date : 2018/09/18 Page: 2 of 4
PRECIOUS MOUNTAIN ENT. CORP {0000 000 OO
2F., NO. 68, SEC. 1, NEIHU RD., NEIHU DIST., TAIPEI, TAIWAN
Test Result(s)
PART NAME No.1 :  BLUE RUBBER GLOVE
PASS
] Result I
Test Item(s) Unit Method MDL No.1 Limit
Overall migration (3% Acetic Acid) mg/dm?| 3.0 7.83 10
Overall migration (10% Ethanol) mg/dm? \(/;/grcrezfehrresr;ce to EN 1186 (2002). 3.0 9.50 10
Overall migration (Rectified Olive Oil) mg/dm? ’ 3.0 n.d. 10
Nitrosamines
N-nitrosodimethylamine (CAS No.: 62-75-9) mg/kg 0.01 n.d. 0.01
N-nitrosodiethylamine (CAS No.: 10595-95-6) | mg/kg 0.01 n.d. 0.01
N-nitrosomethylethylamine (CAS No.: 55-18-5)| mg/kg 0.01 n.d. 0.01
N-nitrosodipropylamine (CAS No.: 621-64-7) mg/kg 0.01 n.d. 0.01
N-nitrosomorpholine (CAS No.: 59-89-2) mg/kg 0.01 n.d. 0.01
N-nitrosopyrrolidine (CAS No.: 930-55-2) mg/kg |With reference to EN 14350 (2004). 0.01 n.d. 0.01
N-nitrosopiperidine (CAS No.: 100-75-4) mg/kg |Analysis was performed by GC/MS. 0.01 n.d. 0.01
N-nitrosodibutylamine (CAS No.: 924-16-3) mg/kg 0.01 n.d. 0.01
N-nitrosodiphenylamine (CAS No.: 86-30-6) mg/kg 0.01 n.d. 0.01
Methylphenylnitrosamine (CAS No.: 614-00-6) | mg/kg 0.01 n.d. 0.01
Ethylphenylnitrosamine (CAS No. 612-64-6) mg/kg 0.01 n.d. 0.01
N-nitrosodibenzylamine (CAS No.: 5336-53-8) | mg/kg 0.01 n.d. 0.01
Nitrosatable
N-nitrosodimethylamine mg/kg 0.1 n.d. 0.1
N-nitrosodiethylamine mg/kg 0.1 n.d. 0.1
N-nitrosomethylethylamine mg/kg 0.1 n.d. 0.1
N-nitrosodipropylamine mg/kg 0.1 n.d. 0.1
N-nitrosomorpholine mg/kg 0.1 n.d. 0.1
N-nitrosopyrrolidine mg/kg [With reference to EN 14350 (2004). 0.1 n.d. 0.1
N-nitrosopiperidine mg/kg |Analysis was performed by GC/MS. 0.1 n.d. 0.1
N-nitrosodibutylamine mg/kg 0.1 n.d. 0.1
N-nitrosodiphenylamine mg/kg 0.1 n.d. 0.1
Methylphenylnitrosamine mg/kg 0.1 n.d. 0.1
Ethylphenylnitrosamine mg/kg 0.1 n.d. 0.1
N-nitrosodibenzylamine mg/kg 0.1 n.d. 0.1
Ind, Tor aisettonic Tormay documania, sobjoct to Tofe and Condiions or Elecans DoGumENtS Bt Hx o oo oot e " Atention 1s

drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company's
findings at the time of its intervention only and within the limits of client’s instruction, if any. The Company's sole responsibility is to its Client and this document does not exonerate parties
to a transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced, except in full, without prior written approval of the
Company. Any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.
Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.

25, Wu Chyuan 7th Road, New Taipei Industrial Park, Wu Ku District, New Taipei City, Taiwan /§t i TR gL A £ B TR 265
t+886 (02)2299 3939 {+886 (02)2299 3237 www.sgs.tw
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SGS

Test Report no.:cro1s700s3c Date : 2018/09/18 Page: 3 of 4

PRECIOUS MOUNTAIN ENT. CORP 10O O
2F., NO. 68, SEC. 1, NEIHU RD., NEIHU DIST., TAIPEI, TAIWAN

Resul
Test Item(s) Unit Method MDL :zt; ' Limit
Specific migration of Primary Aromatic Amine | mg/kg |With reference to EN 13130-1 (2004)| 0.002 n.d. 0.01
(PAA) and BfR recommendation XXI. (A1)

Analysis was performed by UV-vis
Spectrophotometer. (3% acetic acid,
70°C, 2 hrs)

Remark :

(A1) : Limit is according to Council of Europe Resolution AP (2004) 4.

Note :

1.
. MDL = Method Detection Limit

. n.d. = Not Detected = below MDL

. °C = degree Celsius

. Test condition & simulant were specified by client.

. This report supersedes the previous document bearing the test report number CT/2018/70053A.

o b WN

mg/kg = ppm ; mg/dm? = milligram per square decimeter

This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at

and, for electronic format documents, subject to Terms and Conditions for Electronic Documents at . Attention is
drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company's
findings at the time of its intervention only and within the limits of client’s instruction, if any. The Company's sole responsibility is to its Client and this document does not exonerate parties
to a transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced, except in full, without prior written approval of the
Company. Any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.
Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.

25, Wu Chyuan 7th Road, New Taipei Industrial Park, Wu Ku District, New Taipei City, Taiwan /§t i TR gL A £ B TR 265
t+886 (02)2299 3939 {+886 (02)2299 3237 www.sgs.tw
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SGS

Test Report no.:crzo1870053¢ Date : 2018/09/18

PRECIOUS MOUNTAIN ENT. CORP
2F., NO. 68, SEC. 1, NEIHU RD., NEIHU DIST., TAIPEI, TAIWAN

Page: 4 of 4

* The tested sample / part is marked by an arrow if it's shown on the photo. *

** End of Report **
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This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at http://w
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and, for electronic format documents, subject to Terms and Conditions for Electronic Documents at hitp://www.sgs.com/en/Terms-an
drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the Company’s

findings at the time of its intervention only and within the limits of client’s instruction, if any. The Company's sole responsibility is to its Client and this document does not exonerate parties
to a transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced, except in full, without prior written approval of the
Company. Any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.

Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.
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- Precious Mountain Ent. Corp. Technical File [oC-No- | PM-TCF-DOC-PPE
'TI Rev. No. 1B

— RS vier i Rev. Date 2018.11.09
PM GLOVES® E-mail ¢ sales@pmgloves.com EU 2016/425 . - :

SINCE 1978 www.pmgloves.com Page 1/1

EU Declaration of Conformity

We, PRECIOUS MOUNTAIN ENT. CORP., hereby declares that the following Personal

Protective Equipment (PPE).

1.

Model & Description B GNP (Disposable Nitrile Gloves, Powdered)
B GNF (Disposable Nitrile Gloves, Powder-free)
Glove sizes XS,S,M, L, XLor6,7,8,9,and 10

Manufacturer PRECIOUS MOUNTAIN ENT. CORP.
2F No.68, Sec 1., Neihu rd., Neihu Dist., Taipei City 114, Taiwan
P. 886-2-6606-6688 P. 886-2-6606-1818

Classification Category llI-Complex

It is in conformance with the Regulation (EU) No 2016/425 of the European Parliament and
of the Council and national standards in some cases, in conformance with the harmonized
standards conversion.

The notified body SATRA (Number: 2777) performed the EU type-examination certificate
number is (Module B).

The object of the declaration described in point 4 is in conformity with the relevant Union
harmonization legislation: EN420:2003+A1:2009, EN374-1:2016, EN ISO 374-5:2016.

Europe Standard v EN ISO 374-1:2016, v EN 374-2:2014
v EN 16523-1:2015 v EN 420:2003+A1:2009
v EN ISO 374-4:2013 v EN ISO 374-5:2016,

EN I1SO 374-5: 2016
EN ISO 374-1:2016/Type B

P& Ce

VIRUS 2777

&

For and on behalf of
PRECIOUS MOUNTAIN ENT. CORP

e
/ ’_r' /
\._,.'5" ;j
| <

A
Tammy Phone / Quality Manager
Date: Nov. 09, 2018



BO Y TE VIET NAM CONG HOA XA HQI CHU NGHIA VIET NAM
VIET NAM MINISTRY OF HEALTH Poc lip - Tw do - Hanh phic

SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness
Ha néi, ngay 30thang § nim 2019

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

" 1. Gidy chirng nhin sé: 44 /CFS/BYT-TB-CT

~ - Certificate No:

© 2. San pham: Gang tay kham bénh loai PVC (c6 bot/ khong bot)

- Product(s): Vinyl Exam Gloves ( Powder/ Powder-Free)

© 3. Chiing loai/Model: 39262090, Kich ¢d/ Size: XS, S, M, L, XL

© 4. Céng ty s hiru hgp phép: Cong ty TNHH Quéc Té Kim Béo Son (Viét Nam)

- Product(s) Owner: Ever Global (VietNam) Enterprise Corporation

© - Dia chi: Puong s6 01, KCN Long Thanh, huyén Long Thanh, tinh Dong Nai, Viét Nam
“ - Address: No 1 Street, Long Thanh Industrial Zone, Long Thanh District, Dong Nai
- Province, Viet Nam

5. Cong ty sin xuét: Cong ty TNHH Qudc Té Kim Bao Son (Viét Nam)

- - Manufacturer: Ever Global (VietNam) Enterprise Corporation

- Dja chi: Dudng s6 01, KCN Long Thanh, huyén Long Thanh, tinh Pong Nai, Viét Nam
. - Address: No 1 Street, Long Thanh Industrial Zone, Long Thanh District, Dong Nai -
- Province, Viet Nam
Vian ban nay 1a & xac nhén ring cac san pham trén tuin theo cic tieu chuén lién quan
- cia Viét Nam ho#c twong duong va dugce phép ban tai Viét Nam. Viéc xuét khdu san phim
- khoéng bi han ché.
This is to certify that the above product(s) comply with the relevant standards of the f:
© S.R. Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation of the -
- product(s) is not restricted. g
Gidy ching nhan nay c6 hiéu Iyc 03 nam ké tir ngay ky.
This certificate is valid for three years from the date of issuance.

TL. BQ TRUONG
VU TRUONG

VU TRANG THIET BI VA CONG TRINH Y TE
‘ FOR MINISTER OF HEALTH
DEPARTMENT OF" miQAL DEVICE & CONSTRUCTION




BO Y TE VIET NAM CONG HOA XA HQI CHU NGHIA VIET NAM
VIET NAM MINISTRY OF HEALTH Poc 1ap - Tw do - Hanh phic
SOCIALIST REPUBLIC OF VIETNAM
Independence-Freedom-Happiness

Ha Néi, ngay A0 thang € nam 2019

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Giy chimg nhin sé: AS /CFS/BYT-TB-CT

Certificate No:

2. Sin phim: Ging tay khim bénh loai NBR khong bt (mau xanh/ xanh dany/

xanh coban/ trang/ den)

Product(s): Powdered Free Nitrile Exam Gloves ( Blue/ Royal Blue/ Cobalt Blue/
White/ Black)

3. Ma hiéu/ Code: 40151900 Kich ca/ Size: XS, S, M, L, XL

4. Cong ty s& hiru hop phap: Cong ty TNHH Qudc Té Kim Bao Son (Viét Nam).

- Product(s) Owner: Ever Global (VietNam) Enterprise Corporation

- Pia chi: Pudng s6 01, KCN Long Thanh, huyén Long Thanh, tinh Png Nai, Viét Nam
- Address: No 1 Street, Long Thanh Industrial Zone, Long Thanh District, Dong Nai
Province, Viet Nam

5. Cong ty san xuit: Cong ty TNHH Qudc Té Kim Bao Son (Viét Nam)

- Manufacturer: Ever Global (VietNam) Enterprise Corporation

- Dia chi: Pudmg s6 9, KCN Giang Dién, huyén Trang Bom, tinh Dong Nai, Viét Nam

- Address: No 9 Street, Giang Dien Industrial Zone, Trang Bom District, Dong Nai
Province, Viet Nam

Vin ban ndy 1a dé x4c nhan ring cc sin pham trén tudn theo cac tiéu chuan lién
quan cua Viét Nam hodc tuong duong va dugce phép ban tai Viét Nam. Viéc xuat khau
san pham khong bi han ché.

This is to certify that the above product(s) comply with the relevant standards of
the S.R. Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation
of the product(s) is not restricted.

Gidy chitng nhan nay c6 hiéu luc 03 nim ké tir ngay ky.

This certificate is valid for three years from the date of issuance.

TL. BQ TRUONG
VU TRUOGNG
VU TRANG THIET BI VA CONG TRINH Y TE
FOR MINISTER OF HEALTH
DEPARTMEN'[ OF MEDIGAL DEVICE & CONSTRUCTION




BQ Y TE VIET NAM CONG HOA XA HQI CHU NGHIA VIET NAM
VIET NAM MINISTRY OF HEALTH Doc lap - Ty do - Hanh phic
SOCIALIST REPUBLIC OF VIETNAM
Independence-Freedom-Happiness

Ha Néi, ngay A0 thang é nam 2019

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Gidy chimg nhin s6: A6 /CFS/BYT-TB-CT
Certificate No:
2. San phim: Ging tay kham bénh loai PVC (c6 bot/ khong bot)
Product(s): Vinyl Exam Gloves ( Powder/ Powder-Free)
3. Mi hiéu/ Code: 39262090 Kich ¢/ Size: XS, S, M, L, XL
4. Céng ty s¢ hiru hop phap: Cong ty TNHH Quéc Té Kim Béo Son (Viét Nam).
- Product(s) Owner: Ever Global (VietNam) Enterprise Corporation
- Pia chi: Pudng s6 01, KCN Long Thanh, huyén Long Thanh, tinh Ddng Nai, Viét Nam
- Address: No 1 Street, Long Thanh Industrial Zone, Long Thanh District, Dong Nai
Province, Viet Nam
5. Cong ty san xuit: Cong ty TNHH Qudc Té Kim Bao Son (Viét Nam)
- Manufacturer: Ever Global (VietNam) Enterprise Corporation
- Pia chi: Puong s6 9, KCN Giang Dién, huyén Trang Bom, tinh Péng Nai, Viét Nam
- Address: No 9 Street, Giang Dien Industrial Zone, Trang Bom District, Dong Nai
Province, Viet Nam
Vin ban nay la dé xac nhén rang cdc san pham trén tuan theo céc tiéu,chuin lién
quan cia Viét Nam hodc twong duong va dugc phép ban tai Viét Nam. Viéc xuit khau
san pham khong bi han cheé.
This is to certify that the above product(s) comply with the relevant standards of

the S.R. Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation
of the product(s) is not restricted.

Gidy chirng nhan nay c6 hiéu luc 03 nim ké tr ngay ky.
This certificate is valid for three years from the date of issuance.

TL. BQ TRUONG
VU TRUONG
VU TRANG THIET BI VA CONG TRINH Y TE
FOR MINISTER OF HEALTH
. DEPARTMENT QFMEDICADEVICE & CONSTRUCTION




CONG TY COPHAN ~ CONG HOA XA HOI CHU NGHIA VIET NAM
THIET BI Y TE THIEN AN - Doc lap - T do - Hanh phiic \

S6: 1442/170000074/ Ha Ni, ngay 28 thang 02 nam 2019
PCBPL-BYT ~

Can cir Nghi dinh s6 36/2016/NP-CP ngay 15/05/2016 ciia Chinh phil vé qudn 1y

-~ trang thiét b y té; :

Céin cir Nghi dinh s6 169/2018/ND-CP ngay 31/12/2018 cia Chinh phii sira dé?iwbo”é
sung mt s6 di¢u cia Nghi dinh sé 36/2016/ND-CP ngay 15/05/2016 cia Chinh phi vé
quan by trang thiét bi y 1é ;

Céin it Phiéu tiép nhdn hd so cong bo dii didu kién phan logi s6 170000074/PCBPL-BYT

do Bo Y té cap ngay 13/7/2017;

Theo yéu cdu cia Cong ty TNHH Quéc Té Kim Bao Son (Viét Nam) c6 dia chi
tai: Dudng s6 01 khu Cong nghiép Long Thanh, huyén Long Thanh, tinh Png Nai, Viét
Nam, ching t6i phan loai trang thiét bi y té nhu sau: Chi tiét tai Phu luc dinh kem:.

Nguoi thue hié‘n phan loai

Pao Duy Hoa

Trang thiét bi y té khong 14 trang thiét bi y t& chin doan in vitro.

Noi nhan:

-Bo Y té;

=S¢ Y té cac tinh, thanh phd;
- Hai quan cira khau; ;

- Luu VT,

THIET B \f
9\ THIEN A
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PHU LUC

(Pinh kém Bén két qua phan loai trang thiét bi Y. t& s6: 1442/170000074/PCBPL-BYT)

Mirc d§ rii

Tén trang thiet | Ching loai/ Héng, nwéc san | Hing, nwéc chit | Muc dich str dung theo OE.- v ge P :mn.. )
TT SN $x S5 2 X 4Taw L L S SSS loai mirc do rai ro duoc
biy te ma sdn pham xuat s6 hiru chi dinh ciia chi sé hiru : v AT e
\ ro phan loai
Otng tay khdm | 151900 Ging tay y té duoc c4
ang tay y te dugc cac
bénh logi NBR | . o R
6 ? PR, Kich co: XS, > - bac si str dung khi kham
khong bot mau Céng ty TNHH Cong ty TNHH . S . . SR S
h S, ML XL KGRI % oz e .| stc khoe cho bénh nhan | Quy tédc 5, phan
trang Quoc Te Kim Bao | Quoc Té Kim Bao <3 CRLIALLLL -
P, oot nham muc dich dam bao IL, Théng tu A
Géng tay kham Son (Viét Nam)/ | Son (Viét Nam)/ TS LIS e
< y 40151900 st i v€ sinh va tranh giy 39/2016/TT-BYT
bénh loai NBR Viét Nam Viét Nam " < :
7 2 oy, Kich co: XS, thuong tich cho ngudi
khong bot mau
S, M, L, XL

den

bé&nh




LIEN HIEP CAC HOI KHOA HOC VA K¥ THUAT VIET NAM
i AN TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUQNG TQC

www.tqe.vn

86 ......./180000026/PCBPL-BYT Ha Ngi, ngay 19 thing 11 nim 2018

BAN PHAN LOAI TRANG THIET Bl Y TE

Kinh giri: CONG TY TNHH QUOC TE KIM BAO SON ( VIET Mm ;

Pia chi: Dmm%m{)i khuCongNgmgpm%'ﬁmnh,huygnLu%‘}-mMm 1 Dong Nai,
D;acmsmimtm9KCNGmngBmhxymengM§mz}m%m&

Can cir Ngh; dinh s6 36/2016/ND-CP ngay 15 thing 05 niim 2?316 clia
Chinh phii vé quén Iy trang thiét bi y té;

Can cir Thong tir s6 5 39/2016/TT-BYT ngay 28 thdng 10 nam 2016 ciia Bo
trieomg Bé Y té quy dinh chi tiét viéc phdn logi Trang thiét bi y 16; :

Can ci Phiéu tiép nhin ho so co:zg b6 du diéu kién phin logi trang thiét b,
y té 56 180000026/PCBPL-BYT rzgay 11 thang 10 nam 2013 cua Vu irang ffagf 't
bi vi Cong trinh y té - B¢ Y té cdp cho Trung tam Kiém nghiém va Chimg vhén
chét lwomg TOC;

Céin cir dom dé nghj phan logi trang thiét biy 1€ va cdc ho so givi kém ngdy
16 thang 11 nim 2018 cia Céng ty TNHH Quéc té Kim Béo Son ( Viét Nem):

Trung tAm Kiém nghiém va Chimg nhén chét iuqng TQC phin logi trang thiét bi
y té nhur sau:

1. Nguyén tic sir dung dé ;ﬂlﬁn loai:

Nguyén tac’dzrg’c sir dung dé phan loai: Quy tic 4, muc A, Phin Il cia Phy luc
Thong tu s6 39/2016/TT-BYT ngay 28 thang 10 ndm 2016 cua Bé truong B6 Yie. -

2. Chi tiét két qua phén logi:

| Tén trang Chiing logi/ Hing, nwée Hing nwic
TT | il biyté | misin phim sén xuit chi s& hiie
- {GingtayPVCchd | Ty 'i‘NHH Cong Ty TNHH
1 | Vinyl (pvicy | D0t (Powdered Quéc Té Kim Béo Son M%Kﬂﬁﬁmﬁm
Y 71 Vinyl Gloves) {Viét Nam) (ViétNam) Pt s
o o Emygc TyINHH | CoogTymnmm | A
2 | Vinyl PVC) | (Powdered Free | Q%€ K‘“‘] : F50 Son ’Q‘&mﬁﬁ‘ Bio Sor
Giing tay (’*"8&‘:{ (’:ﬁf‘ﬂe Ty INHH cmgzy TNHH A
3 Nitrile ilGE }olgve Powd Qudc Té Kim Béo Son ’,Ic Exm Bao Son
T@C TRUNG TAM KIEM NGHIEM VA CHUNG NHAN CHAT LUONG TOC
Thanh phé Ha Ni Thanh phé Da Ning Thinh phé #5 Chi Minh 1/2
g, o4k Pign iuen id, g 2, 5003 Ho iuong, w4, O 86, e 50 7 (95 Tran i
P.CO Niweé 1, Q. Blic Tir Liém Quiin Thaoh Khé Nghi), Kha Citykand Conser Hills,
Dican thoai: 024 6680 0338 Dién thogi: 0868.863 818 Pt 7, O Gb Vip

Hodline: 0945.650.168 Email: vpduigtgevn Didn thopi: (PRE2701386, (B8 97.156




Gingtay | Gingtay NBR i
it o y TNHH Ty TNHH
g | Nite [khias s (Nivle @%KW%S@ Qulc Té Kim Bao Son
(NBR) Glove Powder (Viét Namm) (ViétNamm)
Free (Royal Blue)
L Giang tay NBR ‘
Giing tay ’ : Ty TNHH Ty TNHH
s | Niite k"é‘;‘fﬁ% (Hrle | Quic Té Kim Bio Son Q:’i:c&'l%i(mﬁmﬂm
®BR) - |Free (Cobalt Bue) | (VietNam) s G
Ging tay, - Gﬁ"gb‘g (}:ri%e Ty INHH Ty TNHH
6 Nitrilé mm“govc Powder Kim Bdo Son Quéc T¢é Kim Bao Son
(NBR) Free White) (Viét Namn) (Viét Nam)
s mxme TyINHH | CongTy TNHE
7| mBR k“‘“"‘g(ﬁml, wder | Qudc TEKim Béo Son Quéc’légimm;&m
“Free Black) (Y0 o) (it Namm)
NOi nagn: TRUNG TAM KikEM NG ik
- Céng ty TNHH Quéc 1€ Kim Bao Som; VA CHONG NH&N CHAT wgmc TQC
- Cée ¢4 nhén, don vi ¢6 lién quan;

T@C TRUNG TAM KIEM NGHIEM VA CHONG NHAN CHAT LU ONG TQC

Thanb phd HA Noi Thanh phd Da Ning
1%6, sb4l ﬁ:ﬂn‘l‘nﬁ:m Tiing 2, 503 HA Tuong,
Niwé 1, Q. Biic Tir Liém ‘Quéin Thaoh Khé
Dién thogi: 024 6680 0338 Dién thogi: 0868863818
Hotline: 0945.659.168 Email: vpdn@taevn
Frril: ig;fgj&z;gg,m

Thaah phi Hb Chi Misk

Liu 1, 56 86, Datwg 5 7 (95 Tekn Tii

mm&mm@ﬁm&
Plusing 7, 0. Go Vip

Dién thogi- (D862701386; (988397156

 Email: vpsp@igevn




		2018-09-18T17:05:13+0800
	SGS TW
	www.sgs.com
	SGS 數位簽章 FAQ ( http://twap.sgs.com/sgsrsts/digiSign.html )




