Technical Sheet

Product: Latex Free-Powdered Examination Gloves
Manufacturer: Vogt Medical Vertrieb GmbH (Germany)
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Product Description

Latex examination gloves are non-sterile medical gloves, intended for conducting medical checkups, diagnostic and

therapeutic procedures and for handling contaminated medical material.

Material:

Colour:

Cuff:

Shape:

External surface:

Quality and safety
Compliance standards:

Quality certificates:

Medical device classification:

Water-tightness:
Packaging

Box:
Carton:

Storage
Shelf life:

Requirements:
+30°C.

Caution:

100% natural rubber latex
White to pale yellow
Beaded cuff
Ambidextrous fitting
Textured

EN 455-1,2,3,4
ASTM D3578
1ISO 9001, ISO 13485
1 (acc. to MDD 93/42 /EEC)
max. AQL 1,5

100 gloves (in dispenser box)*
1000 gloves*

5 years

Store in dark, dry conditions in the original packaging at temperatures between +10° C and

This product contains natural rubber latex which may cause allergic reactions.

* quantity of XL size in box/carton: 95/950
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Declaration of Conformity

#®VOGTMEDICAL
EC-Declaration of conformity
Manufacturer: Vogt Medical Vertrieb GmbH
Address: Ruppurrer Str, 1A, Haus B, 76137 Karisruhe, Germany
Product: Examination gloves, non-sterile, for single use
See annex
Classification: Class |

Wededamonwmtsmuﬁymatmmwmmam,mwsm
the refevant Essential Requirement of the Directive 93/42/EEC, taking In the account the
state of art.

This dedaration concems all denoted medical devices until the date 2023-10-31.

memamfaaumlsaiaymbhfumcfmededawmofcmmmﬁw.

Place, Data of

Issue:

Signature:

Fllename with revition Croated by Created at | Modiicated by Modificated a .
DoC_VM_esaminaticn goves, v 4 0b usann o~ 011120

®VOGTMEDICAL

Annex to EC-Declaration of conformity
Product

VM STANDARD Latex Examination Gloves, POWDERED, smooth

VM STANDARD Latex Examination Gloves, POWDERED, textured

VM STANDARD Latex Examination Gloves, POWDER FREE, textured

VM PREMIUM Latex Examination Gloves, POWDERED, textured

VM PREMIUM Latex Examination Gloves, POWDERED, smooth

VM PREMIUM Latex Examination Gloves, POWDER FREE, textured

VM HIGH RISK Latex Examination Gloves, POWDER FREE, textured

VM HIGH RISK PLUS Latex Examination Gloves, POWDER FREE, textured

VM STANDARD Nitrile Examination Gloves, POWDER FREE, textured

VM EkoFreund Nitrile Examination Gloves, POWDER FREE, textured

VM PREMIUM Nitrile Examination Gloves, POWDER FREE, textured

VM PREMIUM PLUS Nitrile Examination Gloves, POWDER FREE, textured

Place, Data of

Issue:

Signature:

Filename with revision : Created by : Created at : Modificated by : Modificated at :
DoC_VM_examination gloves, Rev.4  ob 14.02.12 ak 01.11.20
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3. TUV Certificate

CERTIFICATE

The Certification Body
of TOV SUD Management Service GmbH

cartifies that

FVOGTMEDICAI

Vogt Medical Vertrieb GmbH
Rippurrer Str. 1A Haus B
76137 Karisruhe
Germany

has astablshed & applas
a Quaity Managemant System for

Dasign and D Pro and of
steril and non-sterile medical disposable prods
and suergical instrements.
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An sudil was parformed,. Order No. 70108912
#roof has been frnishad that the requremects
accordng to

ISO 9001:2015

nre fulflied.
The cemficate & vald from 20201101 until 2023-10-31
Cartificste Registration No 12 100 28693 TMS

#oguet Corphance Necage rand
Mareh 2000008
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¢ CERTIFICATE

ZERTIFIKAT

{{ pAKKS
OIM L0100

Pt Serven

Certificate
No. Q5 057451 0040 Rev. 02

Holder of Certificate: Vogt Medical Vertrieb GmbH
Ruppurer Sir 1A Haus 8
16137 Kartsruhe
GERMANY

Facility(ies): Vogt Medical Vestneb GmoH
ﬂy( ) Roppurer Str 1A, Haus B 70137 Karisruhe, GERMANY

Certification Mark:

<« Des d = g ane of stenie
Scope of Certificate: D3t a1e <o Gieat o s

o o

sets, WrINal Bags, SYrRges Wit without needies, t5alp Vein sets,
ansTusion Sets, INTUSION S40S, SUrgical gloves, exaninationd
@loves, vaginal specula. micro indusion pumps for general purpose,

s, Tolay. ing needies, blood
Bags, central vencus catheter anc Kes, spinal reedies. |V, cannuts,
inzulin pen nesdlies, laryngeal masks, spies, Jawdy
MopIochky, extension sets

i H EN ISO 134852016
APP'IOd Standard(s). Medical dmc:-s - QJuiny MANIMErR Systems -

Requarements for reguistory purposes
(IS0 13485:2018)
DIN EN 150 134852018

The Coatficason Body of TUV SUD Product Sernce GmbH cetles Tl the Company mesnonsd
above has established and 15 mantareng a qualkly management sysiem, which meels the
fequinemants of !e Ssted standand(s) ANl applicable requiemunts of e Wsting &nd camncabion
regudation of TUY SUD Group have 10 be compiied with For details and centficoe valdity see
ey e comips-cerfgreedt Q5 057451 QM0 Bee 02

Report No.: 713182029
Valid from: 20201127
Valid wntit 202310-31

i

Date. 2020-11-27 Chnstoph Dicks
Head of CersficatonNotded Body

Page 1 ot 1 T™wv*

TUV SUD Prodect Servce Gt + Certfication Body « Ridlerstralie 55 « D003 Munich « Germany
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4. Certificate of Quality

& VOGTMEDICAL

RMAN QUALITY SINCE 1991

Certificate of Quality
PRODUCT: VM STANDARD LATEX EXAMINATION GLOVE
LOT: S
M 18
L 8818
MFG. Date: 10.2020
EXP. Date: 10.2025
INSPECTION Date: 04.11.2020
Sizes Breakdown
Sampling plan acc. to 1SO 2859-1
A. Barrier properties
No. of gloves tested 282 650 450 1382
No. of defect gloves 0 0 0 0
B. Major defects (cuts, tears)
No. of defect gloves (cuts, tears) 0 0 0 0
Accepted : YES YES YES
C. Minor defects No. of gloves tested Inspection level: GI, AQL 4.0, Multiple Samgling for normal
No. of defect gloves 282 650 450 1382
2 4 1 7
Accepted : YES YES VES
Total conclusion by QC : PASS
e.Dllmnslon in mm n =13 pycs
idth in mm : Minimum measured of this lot 81 95 107
iffication : +/- 10 mm 80 95 111
:_rgth in mm - Spec Min 230 mm 240 241 240
g 0.10 0.11 0.1
- Finger in mm, Mln 0.08 mm * : '
- Paim in mm, Min 0.08 mm &0 9.8 028
Inspection level S 2, AQL 4.0
Tenslle Str thinMPa unaged - 18 MPa min 191 202 19,
Elﬁaﬂon in %, u%od - 650 % min 673 732 715
Tensile Strength in . aged - 14 MPa min 19,1 18,2 19,5
Elongation in %, aged - 500 % min 682 663 677
F. Biocompability No Talcum (Magnesiumsilicate)
2 Residual powdered (Spec: Max 10 [] Residual powdered 8 8 7
mg/dm2) (Spec: Max 2.0
mg/glove)
Protein content (ug/g), mean spec : 200 ug/g max) 127 100 114

Total conclusion by LAB : PASS

referring to the above findings of randomly selected samples.

Conclusion: We hereby certify that glove consignment of goods ware determined to meet the acceptable limit of the specifications as
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Paging 2 de la Anexa din 06.04.2021 de la Avizul de functionare nr. 7111/19.08 2020
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4. NAMMDR Notice 2/2

P MINISTERUL SANATATII
¥ % AGENTIA NATIONALA A MEDICAMENTULUI
CIDIN ¢ §1 A DISPOZITIVELOR MEDICALE DIN ROMANIA
| H Str. Av. Séndtescu nr. 48, sector 1. 011478 Bucuresti
) P> Tel: +4021-317.11.00
- Fax: +4021-316.24.67

5 ANMDMA 4!’}' WWW.ANM.ro
l Nume producator l Tarn

Prezentul document este valabil numai insotit de avizul inigial.

PRESEDINTE
Agentia Nationald a Medicamentului si a
Dispozitivelor Medicale din Romania
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MEDPLAZA HEALTH SRL
Tel: 0737532756

Prin prezenta VA insintdm aness svizubui de funcfionare aferentd cererii cu numisl
DM 2125726.03.2021

Cu stima,
PRESEDINTE
Agentia Nationald a Medicamentului sia
Dispozitivelor Medicale din Romiéinia
Roxana Stefania STROE
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Thank you!
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