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GLOVE SPECIFICATION

Product Specification Group Code : LXXOGF-B-EU-M-NS

Product Code : DLXFBOG

Product name: Latex Examination Gloves, Powdered, Non Sterile
Grade: EU Spec, Medical Grade

GENERAL INFORMATION

Type: Single-use disposable examination or protective glove
Marking : Gloves are not marked to designated size.

Shape : Ambidextrous

Material : Natural Rubber

Warning: This product contains natural rubber latex which may cause allergic reactions

Cuff : Rolled cuff
Surface : Textured at Finger Tip
Thickness : . . .
(single wall according to ASTM D3578, ASTM D3767) Finger : Min. 0.08mm Palm : Min. 0.08mm
Powder amount : .
. Force at break : Before Aging : Med. > 6.0N

(according to EN 455-3, Max. 10mg/dm? (according to EN 455-2) .g 9
EN ISO 21171) After Aging :Med. > 6.0N
Protein content : Tenslle §trength : Before Aging : Min. 18Mpa
(according to EN 455-3) Max. 150|lg/g (according to ASTM D3578, . )

9 ASTM D412, ASTM D573) After Aging : Min. 14Mpa
Length : % EIongation : Before Aging : Min. 650%
(according to EN 455-2) XS-XL : Med. = 240mm (according to ASTM D3578, ) )

9 ASTM D412, ASTM D573) After Aging : Min. 500%

Available Sizes & Palm width (mm) : XS (5-6) : < 80, S (6-7) : 80+/-10, M (7-8) : 95 +/-10, L (8-9) : 110+/-10, XL (9-10) : > 110
(according to EN 455-2)

Storage: 5 years storage life (date of expiration see on the box). Keep area cool, dry and dust free, avoid ventilation and storage
close to photocopy equipment. Copper-ions discolor the glove. Protect gloves against ultraviolet light sources, as sunlight and

oxidizing agents. Storage above 30°C will lead to accelerated aging and should be avoided.

STANDARDS, GUIDELINES AND QUALITY CERTIFICATION

(Every mentioned standard is used in the latest edition.)
Certification : ISO 9001, ISO 13485
Conformity to guidelines : Medical Device Regulation (EU)2017/745 : Class | under Rule1 and Rule 5 according to Annex

VIl (Subject to EU Declaration of Conformity to brand owner)
Personal Protective Equipment Regulation (EU) 2016/425 : Category | or Category lll (Subject
to EU Type-Examination Certificate)

Conformity to standards : Medical PPE PPE
EN 455 CATI CATIN
ASTM D3578 EN ISO 21420 EN ISO 21420
EN ISO 374
Digitally signddNbjt @28 Petru
Conformity to food regulation : 1935/2004 c Eg;goﬁoﬁoolgsﬂ;} %}%gigrEEST

Location: Moldova

WARNING AND REPORTING SYSTEM

Dithiocarbamate type.

Potentially allergenic ingredients : ; " . . . oL
(For further information, the actual version of the ingredients list is given on request.)

Please report any incidents with the products to STGT_TA@sritranggroup.com and regulatory@sritranggroup.com without undue delay.
Our Product Safety Officers will review all information provided and might contact the original informant for further clarification.

This document and Its contents are confidentlal of Srl Trang Gloves (Thalland) Public Company Limited only. Do not copy, discuss with or glve to people not designated.
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APPENDIX : 2

Product Specification Code :
Product Code:
Material :

Treatment and Feature :

LXXOGF-B-WHT-EU-MC-NS
DLXFBOG
Natural Rubber

Corn Starch Powder (Absorbable Dusting Powder-USP Grade)

SAMPLING, INSPECTION AND FINAL RELEASE INFORMATION

Characteristics
Product Specification Code Glove color Test-Method
Barrier Defects* Major Visual Defects* Minor Defects*
LXXOGF-B-WHT-EU-MC-NS WHITE AQL<1.5 AQL<1.5 AQL<4.0 EN 455-1

Barrier Defects :
Inspection level G | (ISO 2859-1)

Holes that results in the malfunction of glove as a protection barrier either physically or not physically affect the

appearance.

Major Visual Defects :
Inspection level G | (ISO 2859-1)

Defined defect that disrupt the glove's function or defect that cause an uncomfortable feeling to the user.

Minor Defects :
Inspection level G | (ISO 2859-1)

Visual defects aggregated are non-conformities of lower degree of concern, which do not prevent correct use of
gloves. Minor cosmetic defect which does not affect on the glove's performance

Remark :

* Defect Characteristics following In-house practice.

This document and Its contents are confldentlal of Srl Trang Gloves (Thalland) Public Company Limited only. Do not copy, discuss with or glve to people not designated.
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' Pruducl descrlpﬁon ! Detalls of packagmg for Change Cnntrol No.: i _____ 0 TC—STF\ 0321-1?34 ]

1. Brand Name: |SRITRANG | customer: | MUNOTEHNOMED(MOLDOVA)
Brand Name (INT): |STGELNRH-1 oxmo LXFBOG-EUC-WHT-NS-BX
2. Product Type: ILATEX POWDERED WHITE TEXTURED AT FINGER TIPS NON- STERILE o

| 3. KMAT : :'_3’-.’.‘.’:3..0_5__ _____ - | 510K No.: |__ | |
| Specification: LXXOGF-B-WHT-EU-MC-NS g | cANo.: |T_ N —_ B _!
4. Material number (FG):
fs:ze XS £ 140135{23 o T | Size L :pmazzs R _|
Size S :| 14018226 - Size XL :| 14018227
s e —C T R — B
5. ?.ackaging o - o -
Packaging type : |—  BOX - ) J Material:!l i_:@bLEx _____. | FSC:% - _:,
Dimension(mm): PKGPD03 w0 |ri200 H:so |
SIZE | COLOR MATERIAL NO.PCK) |VERSION| | Flap: | LOCKING Coating:| VARNISHING |
FS | BLACK,2577C | 20017865 coi | | Opening: |OTHER AND NON STD-SINGLE LINE ]
xs o _ o | ] | | Marking Size by: TICK SIZE BY BLACK ) i
: _ MFG+Lot No.: |YYYY-MM[MFG] XXXX{INT} CCCC(CASE) DLXFEOG{SPEGIAL} |
30 A R - =
N | || Exp: YYYY-MM(MFG+5YRS) |
| XL | S o Pre-print: |FO B j
2L | B | | Remark: sng e D:_xngggg btghln o (CASE NO.) b i |
Packaging type : OUTER BOX o i Material:| B,BROWN - | FSC:L NO '
Dimension{mm): | PKGPDO3 iw:\zz_s ‘L: 310 H@I
SIZE COLOR . MATERIAL NO.(PCK) |VERSION | | Flap: [-_—_ _| Coating:[_- 3 B _|
| Fs Bmij 20017866 co1 Opening: L B o |
xs - b | | Marking Size by:| | STAMP TEXT BY BLACK |
s ' h ' ) MFG+Lot No.:  |YYYY-MM(MFG) XXXX(INT) CCCC(CASE) REF: DLxFBoc;(spaclA_]
M _ MFG: [~ - |
s : | |Exp: YYYY-MMMFGHSYRS) : |
x _— | | Preprint:  [NO_ |
| o i . ‘ - R Iﬁ'_'ﬁﬁﬁﬁﬁmmB
Packaging type :| - | |Material:. |Fsc: - ]

Dimension{mm): l- - JW l_ §|L4—JH D

_SLZE COLOR | MATERIAL NO.{PCK) [VERSIIJN Flap:|-'. - j Coating - ‘I
FS |- | - - Opening: L
Xs |- - . Marking Size by: |
g |- - - MFG+LotNo.: | -
: ] I, TS i MFG: -
L . I | |ExXP: [
i el S N ¥ Pre-print: |—' ]
:. " - s Remark: l“
Packaging type :| - _ | |materia: -
Dimension(mm):| - w{ - - e -]
SIZE | COLOR MATERIAL NO.(PCK) |VERSION F!ap:[i___ ) -
B i?s | = - = - - Opening: | =
Xs - e = - Marking Size by:|_—7
s |- - | |wrostothe: -
M |- - — E - | |wre: [
L | ) - EXP - -
XL | " ‘ Pre-print: | i
L 2L |~ o - - - Remark: |
Reference Document SCT.QA.WI.156.002 DOCUMENT CENTER
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APPROBATION - Approval packaging & labels

6. Packing/Contain instrur:tions

Dispenser Approx 100 (XL:90)pes by weight/dispenser box. | |Use w/NotUse Plastic under the perforation of dispenser boxes
Carton “3 Dlspenser boxes./ Carton. . [ luse ¥INotUse Plastic bag for dispenser boxes. -
Packing Method LAYER&WRAP - . [ |Use ¥ NotUse Poly bag for carton Color: |

7. Loading quantity

| Container 20ft ﬁa_a_o |cartons | Container 40ft :Em?_o__ _] Cartons [ Container 40ftHC :| 4735 |Cartons [ Truckt: -~  |Cartons
8. Change description

For Dispenser box : For Transpon cartan

Chenpe 1r.|;|.a| kot | Chsme format |nkjEt

Shared artwerk with STEEUVRH-10X100LXFEOG-ELICWHTNE.EX | | -Shared artwork with STGELVRH-10X100-L XFEOG-EUC-WHT-NS-8X

| | ]

|

9. Packing format and Inkjet format
Special format : (Packing Format : Outer / Special Ink-Jet)
|
I\II\El]jﬁﬁlﬁlﬂ\llﬂillﬂl
¢4 2021-08 1234 0001 DLXFBOG SRR MADE IN THAILAND B
INKJET BY STGT INTERNAL DEPT. |
REF:DLXFBOG RANG
GLOVES
Vinse
T L 500 e s e =
=4 AL @-1m "
m l Eﬂlﬂﬂﬁﬂ!ﬂjﬂ“ﬂ
MADE IN THAILANE
2
Ll
2021-08 1234 0001 L. 2026-08-
Refe Document SCT.QA.WI.15.002
S DOCUMENT CENTER
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