




 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 2 . 0 9  
Silver Spring, MD 20993  
www.fda.gov 

 
 
 
 
 
 
 
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 
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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, 
 
 
 
 

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  
 
 

Geeta K. 
Pamidimukkala -S
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25, Wu Chyuan 7th Road, New Taipei Industrial Park, Wu Ku District, New Taipei City, Taiwan /新北市五股區新北產業園區五權七路25號
t+886 (02)2299 3939   f+886 (02)2299 3237     www.sgs.tw

Member of the SGS Group 

SGS Taiwan Ltd. 台灣檢驗科技股份有限公司

This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx 
and, for electronic format documents, subject to Terms and Conditions for Electronic Documents at http://www.sgs.com/en/Terms-and-Conditions/Termse-Document.aspx. 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.
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*T his report is added tes tingandcom binedwith C T /2018/70053*

TestResu lt(s) Pleas ereferto followingpages .

Sam pleReceiv ingDate

T es tingPeriod

TestReq u ested

2018/07/03

2018/07/03T O 2018/08/02AN D 2018/07/19T O 2018/08/02AN D 2018/08/16 T O 2018/08/27

As s pecifiedby client,thes am ple(s )was /weretes tedwith referenceto Res olu tion (E C)N o
1935/2004,Cou ncilofE u ropeRes olu tion Res AP(2004)4.Pleas ereferto res u lt tablefor
tes tingitem (s ).

Thefollowingsam p le(s) w as/weresu bm ittedandidentifiedby/on behalfoftheap p licantas :

PRE CIOU S M OU N T AIN E N T .CORP

DISPOSAB L E N IT R IL E G L OV E S (B L U E)

L OT #H L 12050401

N B R(N 300IT RIL E)

Sam pledes cription(Item N o.)
ofthes am em aterial

DISPOSAB L E N IT R IL E G L OV E S (B L AC K /W H IT E/V IOL E T )

Sam pleM aterial

Sam pleSu bm itted B y

Sam pleDes cription

Style/Item N o.

*CT/2018/70053C*PRE CIOU S M OU N T AIN E N T .CORP

TestRep ort N o.:C T /2018/70053C Date:2018/09/18

2F.,N O.68,SE C.1,N E IH U RD.,N E IH U DIST .,T AIPE I,T AIW AN
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：

Resu lt

N o.1

m g/dm ² 3.0 7.83 10

m g/dm ² 3.0 9.50 10

m g/dm ² 3.0 n.d. 10

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.01 n.d. 0.01

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1

m g/kg 0.1 n.d. 0.1N -nitros odibenzylam ine

N -nitros odiphenylam ine(CAS N o.:86-30-6)

M ethylphenylnitros am ine(CAS N o.:614-00-6)

E thylphenylnitros am ine(CAS N o.612-64-6)

N -nitros odibenzylam ine(CAS N o.:5336-53-8)

M ethylphenylnitros am ine

E thylphenylnitros am ine

N -nitros odiphenylam ine

W ith referenceto E N 14350(2004).
Analys is was perform edby G C/M S.

W ith referenceto E N 14350(2004).
Analys is was perform edby G C/M S.

N itrosatable

N -nitros om orpholine

N -nitros opyrrolidine

Ov erallm igration (3% AceticAcid)

Ov erallm igration (10% E thanol)

N -nitros opyrrolidine(CAS N o.:930-55-2)

N -nitros opiperidine(CAS N o.:100-75-4)

N -nitros odibu tylam ine(CAS N o.:924-16-3)

TestResu lt(s)

N -nitros odibu tylam ine

N -nitros om ethylethylam ine

N -nitros odiethylam ine(CAS N o.:10595-95-6)

N -nitros om ethylethylam ine(CAS N o.:55-18-5)

N -nitros odipropylam ine(CAS N o.:621-64-7)

TestItem (s)

Ov erallm igration (RectifiedOliv eOil)

Unit

PA SS

M ethod M D L

PAR T N AM E N o.1 B L U E R U B B E R G L OV E

L im it

N -nitros odipropylam ine

N itrosam ines

N -nitros odim ethylam ine(CAS N o.:62-75-9)

N -nitros opiperidine

W ith referenceto E N 1186 (2002).
(70℃,2hrs )

N -nitros om orpholine(CAS N o.:59-89-2)

N -nitros odim ethylam ine

N -nitros odiethylam ine
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Resu lt

N o.1

m g/kg 0.002 n.d. 0.01
(▲ 1)

-

1.

2.

3.

4.

5.

6.

TestItem (s) Unit M ethod M D L L im it

(▲1): L im it is accordingto Cou ncilofE u ropeRes olu tion AP (2004)4.

Rem ark:

W ith referenceto E N 13130-1(2004)
and B fR recom m endation XXI.
Analys is was perform edby U V -v is
Spectrophotom eter.(3% aceticacid,
70℃,2hrs )

M D L = M ethodDetection L im it

m g/kg= ppm ;m g/dm ² = m illigram pers qu aredecim eter

N ote：

℃ = degreeCels iu s

T es t condition & s im u lant weres pecifiedby client.

n.d.= N ot Detected = below M D L

T his report s u pers edes theprev iou s docu m ent bearingthetes t report nu m berC T /2018/70053A.

Specificm igration ofPrim ary Arom aticAm ine
(PAA)
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** EndofReport **

*Thetestedsam p le / p artis m arkedby an arrow ifit's shown on the p hoto.*



Doc. No.  PM-TCF-DOC-PPE 
Technical File 

Rev. No. 1B 

Rev. Date 2018.11.09 

 

EU 2016/425 
Page 1/1 

 

 

EU Declaration of Conformity  

 

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

Protective Equipment (PPE).  

 

1. Model & Description � GNP (Disposable Nitrile Gloves, Powdered) 

� GNF (Disposable Nitrile Gloves, Powder-free) 

2. Glove sizes XS, S, M, L, XL or 6, 7, 8, 9, and 10 

3. 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 

4. Classification Category III-Complex 

5. 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.  

6. The notified body SATRA (Number: 2777) performed the EU type-examination certificate 

number is________ (Module B). 

7. 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. 

8. Europe Standard � EN ISO 374-1:2016, 

� EN 16523-1 :2015 

� EN ISO 374-4:2013 

� EN 374-2: 2014 

� EN 420:2003+A1:2009 

� EN ISO 374-5:2016, 
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36: 14421 17000007 4l
PCBPL-BYT

ceNG noa xA ngr cnu Ncni,r vrET NAM
Oq" Iap - TB do - H?rh p

Hd N|| ngdy 28 rhdng 02 ndm 2019

nAx KET QUA PHAN LoA.I TRANG THIET BI Y TE

Cdn c* Nghi dinh sA SO|ZOIOtWp-CP ngdy 15/05/2016 cua Ch{nh pht) vi qudn ly
trang thi€t bi y t€;

Cdn cu Nghi dinh si5 lOgtZOlB/ND-CP ngdy 3t/12/2018 cria Ch{nh pht) sta aOi OA

sung m6t sij aiu cfia Nghi dinh sti 36/2016/ND-CP ngdy 15/05/2016 ctia Chinh phti vi
qudn ty trang thiAt bi y tA ;

Cdn c* Phi€u riep nhan h6 so c6ng Oa ari aiiu kiQn phdn loai s(i 170000074/\CB\L-BW
do B0 Y t€ ciip ngdy l3/7/2017;

^i'l-heo yeu cdu cta C6ng ty TNHH Qu6c TO Kim 86o Scm (Vi0t Nam) c6 dia chi

tai: Dubng s6 of kh, C6ng nghiQp Long Thdnh, huycn Long Thdnh, tinh D6ng Nai,vi6t
Nam, chtrng t6i ph6n loai trang thi6t biy t6 nhu sau: Chi ti€t tqi Phtr luc dinh kim.

Ngucri thqc hiQn phin lo4i

Eio Duy Hda

Trang thi0t bi y t0 khOng ldr trang thiCt bi y tti chAn doiin in vitro.

Noi nhQn:
- eq v t(5;

- So Y t6 c6c tinh, thdnh ph6;

- Hai quan cira khdu;

- Luu VT.
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