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PROHLASENI O SHODE A PRODUKTOVY LIST
Vinylové rukavice VINYL €tASSIC

CAST I: POPIS PRODUKTU

Typ: jednorazové nesterilni ochranné rukavice

Material: polyvinylchloridova pastova pryskyfice

Barva: bila - prahlednd

Provedeni: pravolevé, hladké, manZeta

Pudr: neni pridan

Skladovani: rukavice neztraceji své vlastnosti pfi skladovani v suchu pfi teploté od
10do 30°C

Zivotnost: 5 let od data vyroby pfi dodrzeni podminek skladovani

Baleni: 100 ks v krabicce, 10 krabicek v kartonu

CAST I1: SPECIFIKACE PRODUKTU
Délka (mm): min. 230
Sitka (mm): XS—75+5
S—-85+5
M-95+5
L-105+5
XL-115%5

Tloustka (mm): prsty: 0.05-0.06
dlan: 0.05-0.07

ProdlouZeni do pfetrzeni (%): min. 300
Pevnost v tahu (MPa): min. 11

AQL: 1.5
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CAST Ill: NORMY A NARIZENi

Timto potvrzujeme, Ze vySe uvedeny vyrobek je v souladu s:

Obecné:

Potravinarstvi:

PPER (EU) 2016/425 Cat. |
EN 420

EC 1935/2004
EC 2023/2006

EU 10/2011 * vyhovuje pro véechny simulanty kromé 3% kyseliny octové. Tento
produkt je vhodny pro manipulaci s potravinami, kromé kyselych potravin (testovano
2 hodiny pfi 40 ° C)

CAST IV: POLOZKY

Pol. €. |Velikost| Hmotnost (g) Rozméry (mm) Kvalita (g) EAN
100042 S 483 220x125x%65 4.3+0.2 8594177200131
100043 M 531 220x125x%65 4.8+0.2 8594177200148
100044 L 576 220x125x%65 5.3+0,2 8594177200155
100045 XL 635 220x125x%65 5.8+0,2 8594177200162

CAST V: NAHLED PRODUKTU

VINYL®




CAST VI: PUVOD PRODUKTU

Vyrobce:

GREATGLOVE (Xinghua) Co., Ltd, Sotuh of Wei Wu Road, 225700 Xinghua, China
INTCO Medical Technology Co., Ltd, No. 29 Zhangliu Road, Zibo, Shandong, China

Distributor:

Espeon s.r.o., U vétrolamu 1212/53, 184 00 Praha 8, info@espeon.cz , www.espeon.cz



mailto:info@espeon.cz
http://www.espeon.cz/
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(Company No. §1321200776664420J)

GREAT GLOVE (XINGHUA) CO. LTD.
The World’s Largest Manufacturer of Gloves

TOP QUALITY, TOP EFFICIENCY, GOOD HEALTH, SAFETY FIRST & BE HONEST

Amember of Top Glowe Corporation Bhd, a Public Listed Company on Bursa Malaysia & Singapore Exchange
FACTORY 15 | : South of Wei Wu Road, Ecanomic Develoging District, Xinghua 225700 Jiangsu Province, China.

&, +BA-520-8326 8976 I +B6-523-A36 66T  EEB preal@topglovecomumy @ wwwlopglove.com
BUSINESS DIRECTION| : To Produce Consisiently High Quality Gloves At Efficient Low Cost,

: 40 Factories (Malaysia, Thailand & China), 848 Production Lines, B0.5 Billion Glavas Per Annum, 18,000 Emplayees.
: Exports to 195 countries worldwide with Marketing Offices in the LISA, Germany and Brazi.

i o

DECLARATION OF CONFORMITY

Manufacturer's Name : GREAT GLOVE (XINGHUA) CO. LTD.
Manufacturer's Address : South of Wei Wu Road, Economic Developing District,

Xinghua 225700, Jiangsu Province, China
TEL : B652383268076, FAX : BE52383268676

Name of Devices & Types as below:

No MName of Devices Types
1 Vinyl Examination Gloves Powdered
2 Winyl Examination Gloves Palymer Powder Free

Classification : PPE Category | (For Minimal Risk Only)

|, the undersigned, hereby declare that the disposable device(s) specified above conform to
the Essential requirements listed in Personal Protective Equipment (PPE) Regulation EU
2016/425 as self-declaration providing protection against for Minimum Risks concerned the
effects of which, when they are gradual, can be safely identified by the user.

Date : 12 Dcmh;ﬁg@
(U)Af

NOOR AKILAH SAIDIN - DEPUTY GM, RA.

“TO PREVENT CORRUPTION & BRIBERY. CORRUPTION & BRIBERY IS A CRIME.
BE HONEST AND NO CHEATING" DF 160419/TGT
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TOP GLOVE SDN. BHD. (Company No. 220483-T) QI EELF\F’LH‘
TOP QUALITY, TOP EFFICIENCY, I I & TN
GOOD HEALTH, SAFETY FIRST & BE HONEST : : }

T GLOVE

* & mamber of Top Glove Corporalion Bhd, Public Listed Comgany on Bursa Malaysia,
AWARDED  Latex Examination, Mitrilz, Surgical, Vinyl & Heusehald Gloves Manufacturer and Exporier

IS0 8001 The Weorld's Largest Rubber Glove Manufacturer 1998 1 2007 .
Corporale Office Lot 4369, Jalan Terala, Bali 6, CHT Jakan Mery, 41050 Klang, Salangor 0. E., Malaysia ;'"":::':'."f _*,:;.f"f" 3
& Faclary 3 Tel: G0G-3357 1962 [ 1605 Fax 603-3307 8410/ 1291 e

E-mail : sales@iopglowacomumy Wabsile : waw.lopglove com.my
BUSINESS DIRECTION| : To Produca Congistantly High Quaity Gloves At Eficient Low Cost
FACILITIES | : 25 Faclories {Mekeysia, Theiland & Ching), £87 Production Lines, 45 Bilin Gloves Par Annum, 11,000 Employas
[ MARKET | : Exparts ki mees than 185 couniries wordwide with Markeding offices in the USA and Germeny.

Date: 8" May 2014

To: Whom It May Concemn

Subject: LETTER OF DECLARATION

This 1s to certify that our production of Vinyl Examination Powdered and Powder Free
Gloves comply with EU Food regulation 1935/2004 and 2023/2006 and tested according to
requirements of the Plastic Materials and Articles in contact with food commission follow

the new Regulation (ELJ) No. 10/2011] of 14 January, 201 1.

Verified ];/jj/

"3

Pn\Noor Akilah Saidin
QA Deputy General Manager

RAAODWO34/04/14-1

&) e [mA| [TeA] [ 6o

GERMANY ELIROPE LSA. ALSTRALIA CAMADA MALAYSIA
“To Prevent & Against Corruption” and “Be Honest, No Cheating”
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SGS

Test Report No: SHFDO111226875FDS1 Date: Jan 06 2012

Client name: Great Glove(Xing Hua) Co. Ltd
Client address: South of Wei Wu Road, West of XiHuan Road,Developing District XingHua
City,Jiangsu Province .China

The following sample(s) was/were submitted by/ on behalf of the client as (except SGS
rafarance Mo. & SGS job No. & Date of receipt & Testing pariod):

Sample name: Vinyl Examination Powder Free Gloves
Batch No_Date: 14" M - size 111215141
Manufacturer: Great Glove(Xing Hua) Co.,Ltd

5G5S reference No.: SHAFD1 120614001

SGS job Mo.: SHFDO111226875FD

Date of receipt: Dec 20 2011

Testing period: Dec 20 2011 ~ Dec 28 2011

TEST(S) REQUESTED:

Selected test{s) as requested by applicant:

For compliance with Commission Regulation (EL) No 10/2011 of 14 January 2011 and Regulation
(EC) No 19352004 of the Europaan Parliament and of the Council of 27 October 2004 on plastic
materials and articles intended to come into contact with food.

1) To determine the Owerall Migration

2) To determine the Specific Migration of Heavy Matal

3) To determine the VCM-vinyl chloride monomer with reference to Commission Regulation {EU) Mo
1072011 of 14 January 2011.

TEST METHOD(S):
Please refer to naxt page

TEST RESULT(S):
Please refer to next page

CONCLUSION:

When tested as specified, the tested parameters comply with the requirements stated in Commission
Regulation (EU) No 10/2011 of 14 January 2011 and Regulation (EC) Mo 19352004 of the European
Parliament and of the Council of 27 October 2004 on plastic materials and articles intended to come
inte contact with food.

Signed for and on behalf of SGS
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SGS

Test Report Mo: SHFDO111226875FD51 Date: Jan 06 2012

TEST METHOD(S):
1) With reference to B2711/EEC with its amendmeants and 2002/72/EC with its amandments for
selection of condition and EN1186-1:2002 for selaction of test methad

EN1186-3:2002 agqueous foad simulants by tatal immersion mathad:

EMN 1186-14:2002 substitute test
2) With reference to B2/711/EEC with its amendmeants and 2002/72/EC with its amendments for
selection of condition and EN13130-1:2004 for selection of test method; analysis was perormed by
ICP-0ES.
3} In-housa meathod (SHTC-CHEM-S0P-171-T), analysis was parformed by HS-GC-MS.

TEST RESULT(S):
1) Overall migration
] , Max. Parmiszible Result of Owverall
Simulant Used Time | Temperatura Limit [mg-'dmza Migration [mg-'dmza
3% Acetic Acid (W) 2.0hr oc 10 = 3.0
10% Ethanal (V/V) Agueous )
Splution 2.0hr 70T 10 =30
50% Ethanol (V/V) Agueous )
Splution 2.0hr 70T 10 6.9
95% Ethanol (V/V) Agueous
Solution( Rectified Ofiver Oil 2.0hr 60T 10 6.9
Substitute)
Isooctane(Ractified Oliver Oil .
Substitute) 0.5hr 40T 10 =30
20% Ethanol (VW) Agueous ,
Salution 2.0hr 7oT 10 =30

Notes :
(1) mg/dm* =milligram per square decimeter
(2) T=dagree Calsius
(3) == less than
(4) Analytical tolerance of agueous simulants is 1 mg/dm?
(&) Analytical tolerance of fatty food simulants is 3 mg/dm?®
(B) Tast condition & simulant ware spacified by client.

2) Specific Migration of Heavy Metal
Simulant Used: 3% Acetic Ackd (W) Agueous Solution
Test Condition:70°C 2.0hr

Test Item(s) Limit Test Result(s) Method Deatection Limitis)
Barium 1 Mot detected 0.25
Cobalt mg'kg 0.05 Mot detected 0.05
Copper mg/kg 5 Mot detected 0.25
Iran mighkg 48 Mot detected 0.25
Lithium mgkg 0.6 Mot detected 0.5
Manganase mgkg 0.6 Mot detected 0.25
Zinc mg'kg 25 Mot detected 05
Mote: Test condition & simulant were specified by client.
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Test Report No: SHFDO111226875FDS1 Date: Jan 06 2012
3) Vinyl Chioride Monomer (VCM)
Test Item(s) Limit Test Result(s) Method Detection Limit(s)
VCM(Vinyl Chloride Monomer) 1 Not detected 0.5

SAMPLE DESCRIPTION: White stick in

*** End of Repon***
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Document Mumber = [NTCO-CE-DC-PVC-002 Version: A

EU DECLARATION OF CONFORMITY

Manufacturer Authorized Representative

Napre: Shandong Inteo Medical Produets MName: Lotus NL BV,

Cao., Ltd.

Address: Qiwangz Road NO9888, Naoshan Address: Koningin Julianaplein 10, le Verd,
Industrial Park, Qingzhou, Shandong, China 25395AA, The Hague, Netherlands

Declares that the MDE described hercafter
Product name and model:
Disposable Vinyl Exam Gloves /| SYNGUARD® Vinyl Exam Gloves
EMDN code: T01020201
Model: X5 /5 /M /L XLXKL
Product Code: VGV/B/H/PEM, SVV/B/H/PE (Please refer to the attachment for more
details),
Basic UDI-DI: 697024575Vinvl 85
This Declaration of Conformity is issued under the sole responsibility of the manufacturer:
Shandong Inteo Medieal Products Co., Ltd.
SRN: CN-MF-(00002100
Conformity Assessment Route:  Annex I] and Annex 111 according to EU 20017/745,
Applicable Standard:
EN ISO 13485:2006; EN 14971:2019; EN 1041:2008;, EN 15223-1:2016
EN 455-1:2020; EN 455-2:2015; EN 4535-3:2015; EN 455-4:2(09;
[SO 10993-1:2008; 1SO 10993-10:2010, ISO 10993-5:2009.
Meet the provisions of the Council Regulation ELU 2017/745% and Annex [ which apply to them,
The medical device has been assigned to Class I, based on rule 1 & rule 5 of Annex VIII

Chapter [1I of the Regulation EU 2017/743 MDR. It bears the mark

C € *rr\ A /@a,\,_r ﬂ

We agree o develop, implement and maintain a dmumcntn;d m;-y.lrp Licion nim{{u?hug

Process,

Shandong 2021-07-22
Place , dore Legall ling § J_.:x,;'_n'l,l;uq'.'"f-'m
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Iﬁl"'x.l'll',:D shandong Intco Medical Products Co., Ltd. i % Ver. AD

Declaration of Conformity for Food Contact

Manufacturer ~ Name: Shandong Intco Medical Products Co. Ltd.

Address: Qiwang Road, Naoshan Industrial Park. Qingzhou, Shandong, China

Declares that the disposable Vinyl gloves , made of Polyvinyl Chloride as main material, that meet relevant
requirements laid down in Regulation (EU) No 10,2011 and Regulation (EC) No 19352004 and Regulation
(EC) No 2023/2006;

The Vinyl gloves may be used safely for the preparation and handling of foodstuff and may stand in direct
contact for all kind of food stuff except fatty foods with a maximum temperature of 40 °C for 30 min

This Declaration of conformity is valid for three years: 6/ Jan /2021 to 5/ Jan / 2024,  If there is a change

in the declaration information, this declaration is invalid.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company: Shandong Inteo Medical Products Co., Ltd.

Address: Qiwang Road, Naoshan Industrial Park. Qingzhou, Shandong, China.

Shandong  2021-01-06 Rick Cheng Quality Manager
Fiace , dafe Legaly binding signature,

Function



