H

S

9 5% 24 i M B LR A BT R TR B 3
REAREE R

The national food and drug administration, Beijing medical device

quality supervision and inspection center

Inspection report home page

WS W(X)-2184-2013

Report number:

: W(X)-2184-2013

SRR BT A AN A
v o= | far-infrared protector of Kangzhu FF it e 5
FE b A4 FK —
EFE (V) . Sample /
Sample name A )
Send samples . number
Sampling ¢ )
(V)
5. KZ-S)
iUR="n| -
R HEL KANGZHU il\;liitfg Model: = Kz-S)
Trademark ‘ specification Bk L
P Specification: L
e eyl
TR TP ST 2l O . IS
BT AR T ST B [ S5
. Beijing Kangda Wuzhou Medical
L Devices Center Registration test
category
7 i g At
AL T Ho R ARG AR 17 5 — )= 5
Principal No. 17, east binhe road, Product 20121007006
address dongcheng district, Beijing number /
lot number
¥ o g
G X VANIE 53; SV IR g e *Ehgjf ”ﬁf
Production | Beijing Kangda Wuzhou Medical P /
. . documents
unit Devices Center
number
=7 K BT .
X%f fir JE 3T BEE BT A O A HIN
: Beijing Kangda Wuzhou Medical Production |/
prosecution :
. Devices Center Date
unit
S o =
R .4 Gl
Sampling unit Sample fwo
Ping quantity
4l R S
e HREER
Sample . /
i Sampling base
location




AR I T TE P S

2
e VSR
N :H: %
iﬁlﬁpﬁng ﬁ\g’ﬁi@.ﬁ This inspection center,
Inspection site
date Tongzhou laboratory
This inspection center,
Fengtai laboratory
WO H 39 o H 1]
Collection | 2012 4 10 J] 08 H October 08, 2012 Inspection 2012-10-15~2013-07-31
date date
BRI | AW AME: mLLANE I R A R AR (A 5 A 4 P g
Inspection Appearance: Shape: Far Infrared Normal Emissivity: Tensile elastic
item recovery and other full performance
(S
Inspection YzB-3¢ 0521-2012 (far-infrared protector of Kangzhu)
basis
WASFE LA YZBI5t 0521-2012 V7 il sk oK
o 451 The inspected samples conform to the standard requirements of the
| . registered products of yzb / Beijing - 2012
nspection RSB 254 P RE R B 6 8
e ( special seal for inspection report or official seal of the inspection unit)
el %k HH1 2013 408 H 05 H
Date of issue August 05, 2013
(1) #REPH “—” RGN, e« R
(1) the "-" in the report does not apply, and the "/" in the report indicates
the blank.
(2) WLINER RGN (4.3), hrsvk [l Z R0 (4.4), L4
BATE I (4.5). WIS S HARSR bR (4.6) 1 HE XG40
dn T B S O A, R g 5 o BA12002224.
(2)far-infrared normal emissivity term (4.3). Stretch elastic recovery rate
R REs term (4.4). Far-infrared wavelength range (4.5). Formaldehyde content and

other indicators terms (4.6) Subcontracted by the National Textile Products
Quiality Supervision and Inspection Center, the report number is
BA12002224.

) BRI (A7) BREERIEI (4.8). AMIEEIEI (4.9). £F
YR (4.20) AT ARHU O AT SRR 15, R S5 W(X)-1781-2009,
#t*5 4 090929000063900048

(3) Skin irritation term(4.7 ). Skin Sensitization(4.8). Cytotoxic term(4.9).




Fiber content term (4.10) Approves the inspection report of the center, the
sport number is W(X)-1781-2009,the lot number is 090929000063900048

1A B

-%@' D%’}j SIS NI =]

quality supervision and inspection center

WS W(X)-2184-2013
Report number: :

W(X)-2184-2013

KR &

Inspection report

P g5 /At 5. 20121007006
Product number / lot number: 20121007006

R AL I BT A b B AR e L
The national food and drug administration, Beijing medical device

28 Jp | B | bk RILER | g
% 5] Inspection | Standard FrfEZE SR Standard requirements Test Single
- 7%' item terms results conclusion
411 PHRHE NG TR, TR A |,
I e
f)b%: j{
The surface of the protector should be iy
. . Meet the .
smooth with no obvious concave and . accord with
requirem
convex phenomenon:
ents
S 4.1.2 RN, GV %, BERY | /e
Appearanc — 2 =K e
The surface of the protector should be | Meet the o
e . i . accord with
clean, free of pollution and uniform requirem
color ents
4.13 PRGN NICEE . Bk T |
FFA sk
ML, PN
. Meet the G
The sewing parts of the protector should . i
; . . . requirem | accord with
be free of jumping needle, jumping line ants
and cracking.
PERNATE IR, 5. KZ-S),
FiAg: L
A%E: 730mm+20mm: i 7 < i
4hJE Shape | 4.2 The protector should meet the following | deviation I i
- accord with
requirements, model: KZ-SJ, -20mm
specification: L
Total width: 730 mm =20 mm:




i 7 -

#O%E: cuff width deviation ey _
170mm=£10mm -10mm accord with
SURAR | S
T =>78% (I KAE 8 u m™15 1 m ) e
Far-infrared | 4.3 The wavelength isinthe 8 pym~ 15 pm 80% M .
accord with
normal band.
emissivity
P A P ]
SENC D)
Stretch iRty
- 4.4 =70% 82% )
elastic accord with
recovery
rate
Ak 9K | 45 [AE 8 b m~15 b m X iy
i 5] Should be in the 8 pm ~ 15 p m band FE#sK | accord with
Far-infrare Meet the
d requirem
wavelength ents
range
F R B B FHE & 8N/ T 75mg/ke, KA i
oAb Fi5 Ax The formaldehyde content should be | Not accord with
Formaldeh less than 75 mg / kg detected
yde content HAb RN 74 GB 1818401-2010 ([H | 6.6 e
and  other F Y= EEAR L ARG e accord with
indicators K
terms Other indicators should be consistent
with GB 1818401-2010 "National
Safety Technical Code for Textile
Products" requirements:
4.0~8.5 45 % iRty
16 PH {H level 4-5 accord with
PH value
Wt =3 4% 45 % (iiey
Discoloration level 4-5 accord with
i 7K €4 242 Level 3
Color fastness to
water Wit =34 4-5 % e
Color staining: = | level 4-5 accord with
Level 3
TR PRI € 7 Bt =3 % 4-5 % (iRty
Color fastness to | Discoloration level 4-5 accord with
acid and Level 3




perspiration With: =34 4-5 % (i
Color staining: = | level 4-5 accord with
Level 3
. - Apth: =3 2% 4-5 % iRty
MR BB 45T (. 2 Discoloration level 4-5 accord with
Color fastness to Level 3
alkali and
perspiration Whfh. =3 2 4-5 % ey
Color staining: = | level 4-5 accord with
Level 3
iR T PE S {0 7 5 =3 % 4-5 % it
Color fastness to dry | =Level 3 level 4-5 accord with
rubbing
FER G TR iRty
Peculiar smell Nothing No accord with
peculiar
smell
AJ 3 Al B0 05 A e s | <20mglkg ekt Pty
kf-24 Fi Not accord with
Decomposable detected
carcinogenic aromatic
amine dyes -24 species

EENETECRLE

HITIN

B IR AL BB T A BB A g O
The national food and drug administration, Beijing medical device

quality supervision and inspection center

WEHT: W(X)-2184-2013

Report number:

: W(X)-2184-2013

BB S

Inspection report

P e S /45 . 090929000063900048

Product number / lot number: 090929000063900048

3

Jaquinu [eLIas

dio

Inspection
item

fr % W H

Fr#E 4% K
Standard
terms

FRUEZLSR Standard requirements

oo 45 R

Test results

O gk g
Single
conclusion




FEIRANEE | 4.7 P FL NG B TR R (HRER SN ity

Skin The protectors should have no skin | Meet the | accord with

irritation irritation requirements
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Skin The protectors should have no skin | Meet the | accord with

Sensitization Sensitization requirements

2 0 FE 4.9 TR B4 P R AN KT T 2% Gy

Cytotoxic The cytotoxicity of the protectors | Level 2 accord with
should not be greater than grade |1
PORIMR O AT & R EESK: | 58% iy
Fi: 61%+5% accord with
The material of protectors should
meet the following requirements:
Cotton: 61% +5%

U 4t B 32%#5% 37% Gy _
: Polyester fiber: 32% 5% accord with
Fiber 4.10
content

B T%E2% 5% iy
Spandex: 7% *2% accord with




