




 

 

 

CERTIFICATE 

 The Certification Body 
of TÜV SÜD Management Service GmbH 

certifies that 

 

Ever Global (Vietnam) Ent. Corp - Giang Dien Factory 
No 9 Street, Giang Dien Industrial Park, Trang Bom District, 

70000 Dong Nai Province 
Vietnam 

 

has established and applies 
a Quality Management System for 

Manufacturing and sales of 
powdered and powder free synthetic vinyl gloves 

and powder free nitrile gloves for medical use. 

An audit was performed, Report No. 707077466. 

Proof has been furnished that the requirements 
according to 

ISO 9001:2015 

are fulfilled. 

The certificate is valid from 2018-08-10 until 2020-07-23. 

Certificate Registration No.: 12 100 54329 TMS. 

  

 
Product Compliance Management 

Munich, 2018-08-13 
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Sam pleM aterial

TestResu lt(s) Pleas ereferto followingpages .

TestRep ort N o.:C T /2018/80405 Date:2018/10/12

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

Sam pleReceiv ingDate

T es tingPeriod

TestReq u ested

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

V IN YL A L L FOOD

PV C

V IE T N AM

2018/08/10

2018/08/10T O 2018/08/24

As s pecifiedby client,thes am ple(s )was /weretes tedwith referenceto Com m is s ion
Regu lation (E U )N o.10/2011with am endm ents andhenceArticle3ofE u ropean
Regu lation N o.1935/2004.Pleas ereferto res u lt tablefortes tingitem (s ).

*CT/2018/80405*PRE CIOU S M OU N T AIN E N T .CORP
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C ou ntry ofOrigin

Sam pleSu bm itted B y

Sam pleDes cription
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：

Resu lt

N o.1

m g/dm ² 3.0 n.d. 10

m g/dm ² 3.0 n.d. 10

m g/dm ² 3.0 n.d. 10

m g/dm ² 3.0 n.d. 10

m g/kg 0.01 n.d. 1

m g/kg 0.8 n.d. 12

m g/kg 0.002 n.d. 0.01
(▲ 1)

% 0.003 n.d. 0.1
(□ 1)

% 0.003 0.0054 0.1
(□ 1)

% 0.01 n.d. 0.1
(□ 1)

% 0.01 n.d. 0.1
(□ 1)

% 0.003 n.d. 0.05
(□ 1)

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

W ith referenceto E N 14372(2004).
Analys is was perform edby G C/M S.

Specificm igration ofV inylacetate(3%
AceticAcid)

Specificm igration ofPrim ary Arom atic
Am ine(PAA)

Phthalates

W ith referenceto E N 1186 (2002).(60℃
for2hrs )

W ith referenceto E N 13130-1(2004),
analys is was perform edby H S-G C-M S.
(70℃ for2hrs )

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 )

TestResu lt(s)

B B P (B u tylB enzylphthalate)(CAS
N o.:85-68-7)

DE H P (Di-(2-ethylhexyl)phthalate)
(CAS N o.:117-81-7)

DIDP (Di-is odecylphthalate)(CAS N o.:
26761-40-0;68515-49-1)

DIN P (Di-is ononylphthalate)(CAS
N o.:28553-12-0;68515-48-0)

D B P (Dibu tylphthalate)(CAS N o.:84-
74-2)

V inylchloridem onom er(V C M )

TestItem (s)

Ov erallm igration (3% AceticAcid)

Ov erallm igration (10% E thanol)

Su bs titu teT es t (95% ethanol)

Su bs titu teT es t (Is ooctane)

Unit

PA SS

M ethod M D L

PAR T N AM E N o.1 T RAN S L U C E N T -W H IT E V IN YL G L OV E

L im it

W ith referenceto E N 1186 (2002).(40℃
for0.5hr)

W ith referenceto U S E PA 5021A
(2014).Analys is was perform edby
G C/M S.
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Resu lt

N o.1

(□ 1)

m g/kg 0.05 n.d. 30

m g/kg 0.05 n.d. 0.3

m g/kg 0.05 n.d. 1.5

m g/kg 0.05 n.d.

m g/kg 0.05 n.d.

m g/kg 0.01 n.d. 0.01

(□ 1)

m g/kg 0.05 n.d. 30

m g/kg 0.05 n.d. 0.3

m g/kg 0.05 n.d. 1.5

m g/kg 0.05 n.d.

m g/kg 0.05 n.d.

m g/kg 0.01 n.d. 0.01

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

Di-is ononylphthalate(DIN P)(CAS
N o.:28553-12-0;68515-48-0)

Diallylphthalate(DAP)(CAS N o.:131-
17-9)

Sp ecificM igration ofPhthalates

B u tylB enzylphthalate(B B P)(CAS
N o.:85-68-7)

Dibu tylphthalate(D B P)(CAS N o.:84-
74-2)

Di-(2-ethylhexyl)phthalate(DE H P)
(CAS N o.:117-81-7)

Di-is odecylphthalate(DIDP)(CAS N o.:
26761-40-0;68515-49-1)

Di-is ononylphthalate(DIN P)(CAS
N o.:28553-12-0;68515-48-0)

Diallylphthalate(DAP)(CAS N o.:131-
17-9)

Sp ecificM igration ofPhthalates

B u tylB enzylphthalate(B B P)(CAS
N o.:85-68-7)

Dibu tylphthalate(D B P)(CAS N o.:84-
74-2)

Di-(2-ethylhexyl)phthalate(DE H P)
(CAS N o.:117-81-7)

Di-is odecylphthalate(DIDP)(CAS N o.:
26761-40-0;68515-49-1)

W ith referenceto E N 13130-1(2004).
Analys is was perform edby L C/M S/M S.
(95% E thanol,60℃ for 2 hrs ) (▲ )

W ith referenceto E N 13130-1(2004).
Analys is was perform edby
L C/M S/M S.(Is ooctane,40℃ for0.5hr)
(▲ )

9
(DIDP+
DIN P)

9
(DIDP+
DIN P)
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Resu lt

N o.1

 (□ 1)

m g/kg 0.25 n.d. 1

m g/kg 0.01 n.d. 0.05

m g/kg 0.25 n.d. 5

m g/kg 0.25 n.d. 48

m g/kg 0.5 n.d. 0.6

m g/kg 0.25 n.d. 0.6

m g/kg 0.5 n.d. 5

m g/kg 0.25 n.d. 1

-

-

-

-

1.

2.

3.

4.

5.

Sp ecificM igration ofH eavy M etals

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

Rem ark:

Zinc(Zn)

Alu m inu m (Al)

B ariu m (B a)

Cobalt(Co)

Copper(C u )

Iron(Fe) W ith referenceto E N 13130-1(2004).
Analys is was perform edby ICP-AE S.
(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;% = percentageofweight by weight

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

Su bs titu teT es t:T es t C ondition ofOM 3in (E U )N o 10/2011is s pecifiedby client andconv entionalcondition forthe
s u bs titu tetes ts ins teadofOM 3is bas edon E N 1186-1andE N 13130-1.

L ithiu m (L i)

M anganes e(M n)

(▲)T es t C ondition ofPhthalates s pecificm igration is s pecifiedby client.Pertheconv entionalcondition forthe
s u bs titu tetes ts is not lis tedon Conv entionalconditions tableofE N 13130-1,it is recom m endedby SG S u ntilaclear
conv ers ion logicis pu blis hedin thefu tu re.

(□ 1):L im it is accordingto Com m is s ion Regu lation (E U )N o 10/2011of14Janu ary 2011with am endm ents .

T es t condition with s im u lant
D2

T es t condition with s im u lant
ethanol95%

T es t condition with s im u lant
is o-Octane

2hrat 70℃ 2hrat 60℃ 0.5hrat 40℃

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

** EndofReport **

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