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1. IEFIFRHE The applicable standards

ISO, AAMI, ASTM L.
No. Description
Standard

Medical Devices — Quality Management Systems — Requirements for
1 EN ISO 13485-2016
Regulatory Purposes

2 EN ISO 10993:2010 Biological evaluation of medical devices

2. F2EFIE The product list

No REF CODE UDI-D-CODE Product Specification Clip

1# HFYS012 06972915823064 Net bandage 1.7cm x25 m NIA
Latex free (stretched)

24 HFYS020 06972915823149 Net bandage 7.2cmx25 m NIA
Latex free (stretched)

£vE: UL ERSTATPLIRIRZ P BRI The above dimensions can be increased according to customer requirements

3. PEHHRE Product specification
3.1 P2HE Product Drawing

3.2 P2 AR R Products and Packing  Materials
3.2.1 FEEMPRME R Products  Materials

Product Material

Net bandage

Spandex 65% and polyester 35%
Latex free

£3F note: White

4RI FER Inspection requirements
4.1 BT REKFARIERERFEITEH) Visual Inspection(Inspection levels may be modified based on

quality metrics)


Cernei.Mariana
Выделение текста

Cernei.Mariana
Выделение текста


Defect Type
. L. Test Mi = Minor Inspection Level
Attribute Acceptance Criteria .
Method MA= Major (A.Q.L)
C = critical
No obvious hole, broken edge, and
Bandage loose thread should be<1”.
appearanc | Hair or blood is not allowed. By visual MA S-3, AQL=4.0
e No other obvious foreign substances on
products (except cotton seed).
o Print is right and clear, the bar code By visual &
Printing ) MA S-3, AQL=1.5
could be easy to scan scanning
Package ) s . .
thod According to specification requirement | By visual MA S-3, AQL=1.5
metho

4.2 RSP G /K AR 38 B B8 FR B8 Dimensional Inspection (Inspection levels may be modified based on quality

metrics)
LEEES T Inspection
Acceptance Test Mi = Minor
Inspection item Tolerance g Level
dimension Method MA= Major
C = critical (A-QL)
Average up 1.7cm=£0.4cm
#1: Width size cm 0.4
to standard 7.2cm=*1.0cm MA
specification Ruler / S-1
caliper AQL=6.5
#2: Stretched Length +8% 25m=+8% MA
4.3 I‘iﬁ%iﬁ#}]ﬂ Functional Inspection (Inspection levels may be modified based on quality metrics)
Defect Type .
. . ) Inspection
. Test Method / Standards (if . Mi = Minor
Attribute L. Test Equipment i Level
Acceptance Criteria any) MA= Major
. (A.Q.L)
C = critical
Stretched rate Cal. (Stretched S
(length) length/natural =300% By ruler MA ’
AQL=6.5
Latex lengthx100% >
Stretched rate Cal. (Stretched S
(length) length/natural =250% By ruler MA '
AQL=6.5
Latex free lengthx100%)
5.4%£ % # Sterilization/ shelf life
Inspection item Requirement

Shelf life 3 years




6.4 =& Process flow

Warping —> Folding
! ]
Weaving
Packaging
] A
Heating
Shipment
Cutting
7.43%5 Packaging
7.1 A% H A packing way
Iltem No size Packing way

HFYS012 | Net bandage Latex free | 1pc/box, Several boxes/carton

HFYS020 | Net bandage Latex free | 1pc/box, Several boxes/carton

Note: 1. packaging can be carried out according to customer requirements, or our company designs packaging
2. Atwin - watt carton is recommended for each carton over 10kg
3. Special specifications are subject to customer's request
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