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Manufacturer: Henan Hexin Hengda Industrial Co., Ltd.

Registration Address: East Lake Hengda Industrial park Shihe District 464000

Xinyang City,Henan China

Business Address: East Lake Hengda Industrial park Shihe District 464000

Xinyang City,Henan China

Telephone: 0371-60222092

FAX: 0371-60222092
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03.1符合声明.doc

Henan Hexin Hengda Industrial Co., Ltd.

File No: CE-TCF-002

EC Declaration of Conformity
Regarding Medical Device Directive (93/42/EEC)

Manufacturer
Name: Henan Hexin Hengda Industrial Co., Ltd.

Address:East Lake Hengda Industrial park Shihe District 464000 Xinyang City,Henan China

Product

Name: single use heating pads

Type: N/A

Classification: lla

We confirm our product can meet the requirement of Medical Device Directive 93/42/EEC
including 2007/47/EC and ISO 9001.

The medical device has been assigned to class lla according to Annex V of the Directive
93/42/EEC. -

The product concerned has been manufactured under a quality management system
according to Annex V of Directive 93/42/EEC.

Add: East Lake Hengda Industrial park Shihe District 464000 Xinyang City,Henan China
Tel: 86-371-60222092 Fax:86-371-60222092
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3.1 7258 Product Description:

HEREME AT BB F#7 . BUEEZE IR, The heat pads can be used for body warmer, heating, and thermal therapy.
RRNG S E TR R A E U RIATTFRE . X MESARRIEFT R FEthER, mAETTERMA.
HEEMER G HEER, RER~RFHNAREER, RTHLERGHEERN~ Rz —.
HEEEME—RMEER . RiE~FRIET, mRbTARAKLEER, B~ EEETREKEER.

The heat pad is to quickly provide heat to help promote the treatment and rehabilitation. This portable
warm pad can be used anywhere, anytime, and don't need electric heating. It is air—activated and easily
to use, once open the bag it is activated and can be used.

The heat pad is one—time use, as per product design adhesive the pad on underwear, some pad can be

directly adhesive to skin.

3. 2 X H#r#E Standards:

1l FR#ECompany Standards: QB/ BANGJ1-001-2012

XA tREApplied Standards:

EN 150 15223-1-2012[E 7880, A FE/T BT, (ERE RIS MM S BRAER

EN 1SO 15223-1-2012Medical devices — Symbols to be used with medical device labels,

labelling and information to be supplied

EN 1S0 14971: 20127 =81 NG SRR A

EN 1S0 14971:2012Medical devices — Application of risk management to medical devices (ISO 14971:2012)

EN 1S0 13485:2012Bfrig#&. REEERFR. EEEKX

EN 1S0 13485:2012Medical devices — Quality management systems — Requirements for regulatory purposes
(ISO 13485:2012) EN ISO 13485:2012/AC:2012

EN 1S0 14155-1:2011 AN A REVETr M AR K A E— RIFIRK NI

EN 1SO 14155-1:2011Clinical investigation of medical devices for human subjects — Part 1: General
requirements (ISO 14155-1:2003)

18010993-5: 2009 & Tr 2 U = M F TFN—5B58R 5T (RSMARESE IR IR

15010993-5:2009Biological evaluation of medical devices -- Part 5: Tests for in vitro cytotoxicity

1S0 10993-10:2010EE 77 AR AV E M F TN —SE 108385 RUBFI B AR B 1L 32

IS0 10993-10:2010Biological evaluation of medical devices -- Part 10: Tests for irritation and skin sensitization

3.3 FE S ¥ Main Parameters:

3. 3. 12B 5k Components
Yok, AR, WEMER.

Iron powder, Vermiculite, activated carbon, salt

3.3.2 EifaColor
3.3.2.1  #HMiIron Powder—4RKfhsilver gray
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2.2 EAMVermiculite——4 ¥ fiGolden Yellow

2.3 MR Activated carbon——2 K ffblack gray

.2 48 Salt— A E MBS A fAWhite or light yellow or bluish white
. 35 IK0dor

. 3. 18k# I ron powder JFchkno smell

3. 262 A Vermicul ite Jlkno smel |

. 3. 35 M RActivated carbon Flkno smel |
. 3.4 #h Salt ——JEHk no smell

. 45 M Appearance

4.1 881 Iron powder——H1tK powder

. 4. 2 ¥ A ¥ Vermiculite——A IR powder
4. 335 IR Activated carbon——F3 IR powder
4. 4 £ Salt R B R A& powder or crystal
5B E M & Temperature
TI%IMTI%QIE1§H3 FHERE N 35° C —65° C
Activated in normal temperature, surface temperature 35° C —-65° C
3.3. 6 FZFE Seal Quality

WO W W W W W Wwwwwww
W W W W W W w wWw w w wwwow

E 12 MR K

3.3. 7= ®R~TProduct Size

R~fSize: 10cm x 20cm weight: 55 g/pcs B%Packing: 1 pcs/ bag
R~FSize: 10cm x 13cm weight: 45g/pcs B%Packing: 1pcs/ bag
R~fSize: 9.5cm x 13cm weight: 45g/pcs B%Packing: 1pcs/ bag
JR~FSize:10cm x 8cm weight: 30g/pcs B%Packing: 1pcs/ bag
R~fSize: 10cm x 7cm weight: 30g/pcs B%Packing: 1pcs/ bag
R~fSize: 7cm x 9cm weight: 17g/pcs B%Packing: 1pcs or 2pcs/ bag
R~fSize: 9.2cm x 5.5cm  weight: 30g/pcs B%Packing: 1pcs or 2pcs/ bag

& iEtRemarks: HMR~TUIE T EKThe other sizes as per customers’ requested.
3.3. 88/ FTHBIEEThe weight for heat pad
BZE it As per customer’s design
3. 3. 95 MEM R Inner packing bag material
$EEREBRILS Aluminium foilbag
% B2 X or customized as per customer request
3. 3. 105MEEE Outer packing bag material
PR PSR As per customer’ s request
3.3. 1MEER~ST (IR A) packing box size
PR P 1R as per customer’ s request
3.3. 12%&EMER (AR HB) packing box material
PR P it Ras per customer’ s request
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3. 3. 13Ffa#=qty/per CTN
1045 /PP4SY, 3004%/4§  10bags/transparency PP bags, 300bags/CTN
Kk LA ETFESR OR as per customer’ s request
3.3. 148 % 73R Packing Method
Pl % PR EESEAE, BUBGARAE, ARl Sy () fE4ME bk
The qty in each CTN as per customer’ s request, label or sidemark should be printed in cartons.
3.3. 15851R A= mitBE B Identification and Product Instruction
3.3.15. 18348 E WA TH#r1R: The packing bag should include below information
a)  JFCAH; product name
b) M product size
c)  TFERfts (FHEHBE) ; production lot number (include manufacturing date)
d)  #i&R; manufacturer
e) R AR LR Ak ; EU Rep name and address
£)  HSWF SRS ES; Lot label and Lot no.
g  AHEEMFHMNFS: label “DO NOT REUSE”
h)  FERARYSHFAE; Product serial number

i) 2R E R 2E{Z By customers special request information
) HEEVH PSS, label for “USER MANUAL”

k)  CEFREZ{5E: label for “EC REP”

1) PEm IR label for “ALERT”

3.3.15. 28 FPr N A FHFr&E: The packing carton should include below information
a) W Fe & P 4 FK; Consignee name
b)  YgBeHbhl; address
c) B E; packing qty
d)  AFFTMEAMEG the serial No. of the CIN and total CTN no.
e)  FEHIFRIR; Certificate of Origin
a)  JFEAHR; Product Name
b) S Product Model
c) TR Product Size
d)  PZ#E: Products Qty
e) rEmflts; Lot No.
f) #i& H#; Manufacturing date
g) FEBEPE R By #rE: Product Protection information and label

HE: LR T 3Es e B E R TR PR — A T LA IS . If the label no need or necessary
during packing and shipment, please ignore it.
3.3.15. MFHVBHPBNA TN AHUser Manual should include below information
a) 7P H&; product indications
b) B product directions
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c) FEAEREFHICautions
d)  FEEfiEfE T ikStorage
3.3. 16/ miltt SLot#
Lot # CNYYMMXXXXX

AfkN:
CN -
YY - FERERA
wo- A

XXXXX A H 5 K5

Bilhn: 2011 5 06 H 2 8 #HLA LS 4 LOT#  CN140600008

3.3. 178 KMEMS CTIN Lot#
R, FrEi Bt S —3 Keep the same Lot# for ctn and bag, box etc

3.3.18ELKFERT CTN Size
AR 2 R R R AN 2 Bk 1 i RS (BB & RS ¥t As per customer” s order gty and box

design size

3.3. 19 4IHHE M biocompatibility
Befil S JR = i AL B S B OR R & EN IS0 10993. 1: 200958 134y WP 5k
The materials directly to skin must comply to standards EN ISO 10993.1: 2009 part 1:Assess and Test
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4.1 PEEE X 125 6. 1definition and classification of products

RHE EIRFUHAE, HR4E MDDI3/42/EEC Pt IX 2 /3 SN, X7 b A7 8 SURg3 2.
The products is defined and classified according to the classification criterion of
MDD93/42/EEC appendix IX and intended function.

4,1.1 FZHE X definition of products

BUREETT 3 0E S AR ARAMREE NARECE ) B AR, T2 R EE e Re I B At 21 /Y5 T
VR DL 1 e 46X Ao 6 0 11 7 AR A FH R BT . T AE A R BT S oM B8 2 MBI RE = )
Jo3 B A TG FR 1T AR B AN R AR E R AR DT S AN & T R T Ao A R R T A 2 K A FEL R L
& HAE A REIR A Be IR AN A ROR I PRy 7 #e il REVRIIRH A FRE . % AE . fL5RE. KPHRE.
GRS . AIREST 2R K EE R —FE LM e IR K FE L IR .

Definition of active medical devices: any medical devices work relying on power or
other power producer to transfer energy rather than rely on gravity and labor. those medical
devices used to do transfer of energy, substance, and other elements between medical
devices and patients do not belong to active medical devices. active medical devices can
only function relying on power and other energy resources. these resources includes
electrical energy, nuclear energy, chemical energy, solar energy, electric heating
etc.active medical devices works relying on one or several kinds of resources mentioned
above.

R HE THHA RO M M=% IX B X, BEML & F: according to the definition of intended
function and the appendix IX, warmer pad belongs to :

a) BAVREITSHMW ((L2%68); A) active medical device

b) JEAERANRETF28t; b): non—invasive medical device
4. 1. 277 EERS 6.1.2 main ingredients

k. WAy, JEMER. 2L iron powder, vermiculite powder, activated carbon, salt
4, 1. 377 TAEJ5H 6. 1. 3 operating principle of product

P2 N P S5 2 JER R g ) P Ji m s I R AR B SR, KA 2 e e AR AR

The reaction principle of warmer pad: accelerating oxidation by galvanic cell so that chemical energy be
transferred to heat energy.

1% negative pole : Fe-2e-=Fe2+

1EM positive pole: 02 + 2H20 + 4e-=40H-
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M B overall reaction: 2Fe + 02 + 2H20=2Fe(OH)2
4Fe(OH)2 + 2H20 + 02=4Fe(OH)3|2Fe(OH)3 ==== Fe203+3H20

4. 1.4 7774 6.1. 4 classification of products

R MDD93/42/EEC P3¢ TX 2 73 RHEN, BRI & AR AN A VRS a0, 5 6 70 FSHU A s
9 MHE (HTZH B d e BT A A BT 3, NV TTa 39, SRR T 11a 2K,

according to the definition of intended function and the appendix IX, warmer pad belongs
to non—invasive medical device. As it conforms to the 9" rule in the classification
rules(all active medical devices used to control or transfer energy should belong to the
ITa), warmer pad belong to Ila.



Technical Files (part A)

File Number X445 : CE-01-05

Revision ilxA: A/0

Chapter & 75:05

Product Critical Characteristic Parameter ;= iho<fdds 24

Page code Tif%: 1/2

ERBREETAK
HAEMEEE
R) Using
Y =]
Py 2 - R<tem | @k R Temperature (adhes KT8]
Product . . . Surface . . )
Item Product Picture Size Packing ive on the Heating time
Name Temperature .
underwear or skin,
or test wrapped
with towel)
BEE = .
1 —a
Body 10x13 . . 10 /i
HDOO1W 1pcs/per 35-68C 35-45C
warmer 9.5x13 10 hours
bag
pad
AR RN .
AL g
Mini . . 8 /N
HDO002W 10x7 1pcs/per 35-65TC 35-45C
warmer 8 hours
bag
patch
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1 fr—4R8Ek
2 fr—4%
i 2
Ipcs/per . . 6-8 /NS
HDOO3W Toe oX7 35-58C 35-45C
bag, 6-8 hours
warmer
2pcs/per
bag
1 fr—4R8Ek
. 2 fr—4%
M F48
Ipcs/per . . 6-8 /NS
HDO004W | Hand 9.2x5.5 35-58C 35-45C
bag, 6-8 hours
warmer
2pcs/per
bag
J\FHR S
W
Menstrua 1A 12 /it
HDO005W 20x10 lpcs/per 35-68°C 35-45°C
| Cramp 12 hours
. bag
Relief
Patch
SRR
Il 1B —18
s SR ,, ,, 6-8 /Nt
HDOO6W | Physical 10x8 1pcs/per 35-50C 35-40C
6-8 hours
therapy bag
patch
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6.1 BRUSHIAMERINT:
Product Compositions List:
¥ 5 Wi 0 Huhik
Item Suppliers’ Name Class Address
X B4R A% S TR B TR R ) it A BR A ]
Adhesive paper Class A | Yiwu Zuoluo Adhesive Paper Co., Ltd.
. TLYifi A% L RN TG A A PR A F
No—woven Cloth Class A | Shandong Huaye Non-wovens Co., Ltd.
; MENE/ A% IR SCTTME 48 KA B BR A A
activated charcoal | Class A | Gongyi Pengxing Jingshui Cailiao Co., Ltd.
. Pk A% M THMraEER RIGE)
Iron Powder Class A | Gongyi Qiaogou Jinxin Fenmo Zhiye Factory
- W K i A% e Al TS A PR A A
Absorbent Polymers | Class A | Jinan Huadi Gongmao Co., Ltd.
WAk S Fr ELRRE E d
6 AR
Vermiculite Powder | Class A | Lingshou Dalitong Kuangchan Zhipin Factory
s e | AR AR A
7 i 7~ Zhengzhou Xingzhong Plastic Printing Co.,
Packing Bag Class A
Ltd.
i K ‘
g |TTE AR st f P A A
Adhesive Sticker Class A | Cangnan Menggike Buganjiao Youxian Gongsi
+r <§7 _;’/:_%‘E N - e JE 3L =
BT R B g gt
9 Packing box, Zhengzhou Jinyue Baozhuang Sheji Co., Ltd.
) Class B
Display box, Label
A 4 2k - e \ =
o | TR OO | e 2 e At TR A 1
Carton, Paperboard | Class C | Huaiyang Hongtu Baozhuangzhi Zhipin Co., Ltd.
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Labeling:

s'®
c € 0197 HEAT PADS lﬂ@[

HEXINIiZ{g

MODEL NAME 10x13cm

Temperature Range 35-68C Use Time 12 hours

g & LOT | 14060001

2005-09-15

£
o
\

T

154 2

S
2004-06 I::E ® @

A

(1)Do not apply Body warmers directly to the skin,but on the underwear, heat may causes burns.

(2)Supervision is needed for use with the elderly, infants, children, people with sensitive skin,
and for people not fully aware to the sensation of heat.

(3)People with diabetes, frostbite, scars, open wounds, or circulatory problems should consult a
physician before using Body warmers.

(4)Do not open cloth pouch. Do not allow the contents to come in contact with eyes or mouth, If
such contact occurs, wash thoroughly with clean water.

(5)Do not use in oxygen-enriched environments.

(6)For external use only, check skin regularly and remove pack immediately if it becomes
uncomfortable hot.

(7)Do not use when sleeping.

Henan Hexin Hengda Industrial Co., Ltd.

Tel : 0371-60222092 FAX: 0371-60222092

Registration Address:East Lake Hengda Industrial park Shihe District 464000 Xinyang
City,Henan China

EC

REP

Company Name: SUNGO Certification Company Limited
Add:1 Four Seasons Terrace West Drayton, Middlesex London, UB79GG, United Kingdom
Tel: +44 20 75868010




Language Requirements for Labeling in the EU Member states

Language

Country

Danish

Dut
ch

Engl
ish

Finni
sh

Frenc

Ger
ma
n

Gre
ek

Icelan
dic

Italian

Norw
egian

Portu
guese

Spa
nis
h

Sw
edi
sh

Cze
ch

Est
oni
an

Rus
sia
n

Hung
arian

Lat
via

Lithua
nian

Poli
sh

Slova
kian

Slove
nian

Austria

*

Belgium

*

Denmark

Finland

France

German

Greece

Holland

Iceland

Ireland

Italy

Luxemburg

Norway

Portugal

Spain

Sweden

Switzerland

England

Cyprus

Czech

Estonia

Latvia

* %

* | %

Lithuania

Malta

Poland

Slovakia

Slovenia

Hungry
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Heat pads
1.0VERVIEW

Product Name: Body Warmer Pad
Size: 10*13cm
Net Weight:45g/pc
Average temperature:53°C
Max temperature :68°C
Duration time: 10hours
Do not apply it directly to the skin,but on the underwear

Product Name: Mini warmer patch
Size: 10*7cm
Net Weight:30g/pc
Average temperature:53°C
Max temperature :65°C
Duration time: 8hours
Do not apply it directly to the skin,but on the underwear

Product Name:Toe Warmer
Size:7*9cm
Net Weight:17g/pc
Average temperature:42°C
Max temperature :58°C
Duration time: 6-8hours
Do not apply it directly to the skin,but on the underwear

Product Name:Hand Warmer
Size:9.2*5.5cm
Net Weight:30g/pc
Average temperature:42°C
Max temperature :58°C
Duration time: 6-8hours
Put into gloves and pockets
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Product Name:Menstrual Cramp Relief Patch
Size:10*20cm
Net Weight:55g/pc
Average temperature:53°C
Max temperature :68°C
Duration time: 12hours
Do not apply it directly to the skin,but on the underwear

Product Name:Physical therapy warmer patch
Size:10*8cm
Net Weight:30g/pc
Average temperature:45°C
Max temperature :50°C
Duration time: 6-8hours
Apply it directly to the skin, it is therapy warmer to relieve pains

ALL ABOVE
Intended use:This product is used to compress or heating

Active Ingredients: Iron powder, Vermiculite, activated carbon, water and salt

USAGE:Can be used by athletes, outdorr enthusiasts, sportsmen, skiers, construction workers-anyone who hates
cold weather

Indications: Mainly to keep parts of body warm in winter, and relieving the pains from rheumatic, stiff neck and
shoulder, backaches, muscular fatigues, arthritis, waist, and other diseases because of cold weather.

2.Specifications
Body Warmer pad/mini warmer patch/toe warmer/hand warmer/menstrual cramp relief

name
patch/physical therapy warmer patch

Ingredients Iron powder, Activated carbon, Vermiculite, Water and Salt.

1.easy to use, no odor, no microwave radiation, no stimulus to skin

2.natural ingredients, safe and environment friendly

3.heating simple, no need outside energy, No batteries, no microwaves, no fuels
Characteristics ) ) ) ) .

4. Multi Function, relax the muscles and stimulate the blood circulation

5.suitable for indoor and outdoor sports

1.0pen the pouch, tear off the safeguard paper and stick the pad onto your underwear,
How to use Or sticking on the skin directly.

2.Please remove the pouch slowly after use in order to avoid the damage to the clothes.
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Storage Keep in dry, cool place and avoid exposure to sunlight.

Time of validity 3 years

Addition We can provide OEM according to your detail requirement.

3.Features

® Natural ingredients, no side effect

® Air-activated heating

® |Long lasting& effective

e |t offer warm security to all kinds of crowd
® Relive pains on your body from the cold

Warning ( for 10*13cm Body Warmer Pad, 10*7cm mini warmer patch, 10*20cm Menstrual Cramp Relief Patch,
7*9cm Toe Warmer, 9.2*5.5cm hand warmer)

1. Do not apply this warmer product directly to the skin,but on the underwear, heat may causes burns.

2. Supervision is needed for use with the elderly, infants, children, people with sensitive skin, and for people not fully
aware to the sensation of heat.

3. People with diabetes, frostbite, scars, open wounds, or circulatory problems should consult a physician before
using Body warmers.

4. Do not open cloth pouch. Do not allow the contents to come in contact with eyes or mouth, If such contact occurs,
wash thoroughly with clean water.

5.Do not use in oxygen-enriched environments.

6.For external use only, check skin regularly and remove pack immediately if it becomes uncomfortable hot.

7.Do not use when sleeping.

Warning ( for 10*18cm physical therapy warmer patch)

1. This warmer product with therapy effective, please put it directly to the skin.

2. Supervision is needed for use with the elderly, infants, children, people with sensitive skin, and for people not fully
aware to the sensation of heat.

3. People with diabetes, frostbite, scars, open wounds, or circulatory problems should consult a physician before
using Body warmers.

4. Do not open cloth pouch. Do not allow the contents to come in contact with eyes or mouth, If such contact occurs,
wash thoroughly with clean water.

5.Do not use in oxygen-enriched environments.

8.For external use only, check skin regularly and remove pack immediately if it becomes uncomfortable hot.

9.Do not use when sleeping.
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Inspect and Analysis Raw Materials

JEAT RS 56

v

Qualified Raw Materials storage in warehouse

AT fik

v

Sk
Picking

v

Mix the powder ingredients as per specified rates

Bk

3

Refine the powder ingredients

v
itk

+

JFURe} s e

Seal the specified powder ingredients

v

Put the ingredients powder into funnel

hnkt

v

ke

Combine the above non-woven cloth, middle powder, below adhesive sticker together

v

ESpv]

Seal around sides

+

Punch and Cut to single model type

L)

v

Press pad to be plain

v

(i

Transmission

v

Packing in Bag
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l

B
Seal the bag

v

(283

Packing in box

v

ES

Protect box by laminating film

v

B

Put boxes into Carton
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I BRI % rR SRR B R 2w A A8 i o LA

packing raw material:zhengzhou Xingzhong plastic printing Co., Ltd. Inspection report please see the
attachment.

2., 40 L B AR 7, 7 A T 3E 4780 - If changing the packing supplier, we need to test
the suppler again

3. XA 5 B G A A B R B AT RS 3G AN EGAE, AR AR IR YE 19 E R . Making a test and
determination for the packing supplied by the qualified supplier according to the material inspection
standard

4. SMERERFHTUZ LA ARAAE, WAL, iy Ugie g2k, —BOvREs . 7 AT
TERE % F A, sHd R Esr, A= m il &iE 20 . The outer packing is five-layer
corrugated fiberboard carton, it includes middle package. The ways of transportation meet for the
customer requirements, generally speaking, it will be truck. there are no sophisticated fittings. The
jounce will not affect the quality when in transportation.

5. WA FLIE & 8t Package and Circulation System

AR AR ZH R ) .35 14, 38%34%20cm . Package formed by cardboard:38+34%20cm

Tl R G ERRIR AT RS AT T 28 A Bs i BIA W e 22 iz Ja 22 th 2 g 213k H .
Circulation System is to transfer, under the warm temperate climate, through road transportation to
port, then through ocean transportation to destination.

B i) AR R DR R . DU S0 SRR RN A SR H

f& T AR 2K

Package unit is loaded in pallet by manufacturer to form unit load. Then unit load is unpicked into

unit package to be transported to destination.

Hazard and experiment requirements



Technical File(£ A %)

Number(%i5): CE-01-06. 5

Version(hit 5 ): A/0

Packing Material (‘£ 2 4 &L 1A

Chapter(&): 06.5

Pages(11): 2

H K& FE relevant | ¥ IR involved experiments | 56 5 & FE A E ENSES i 20 0 B
hazard Basic value of test | Revising factor Final strength of test
Tl RS mechanic | “UEFM | AL Wl 56 HT (I 79 AL | strength
stage of Circulation | al HUH | climate mechanical | ¥ 8¢ 7 £ 1 A F
System R
regulation  before
experiment or
climate test
AN OREMAREATESE E | EEME | BRI - - - - -
Load package in pallet by | Vertical warm
labor impact temperate
zone
R e fon s 26 £ BRI Y - - - - -
Transport loaded pallet unit to | vibration | warm
warehouse temperate
zone
BER WA R ICEAT ORUE | HERY I ik i HE | - MR E: 3.0m FERE 2 HERG . 3.0m
FERZE B stacking | warm stacking Height of stacking:3.0m | pallet frame Height of stacking:3.0m
store unit load in temperate WERDRFLEATR]: 1d
warehouse(put  on  pallet zone HERD LA 1d Time of stacking:1d
frame) Time of stacking:1d
WIER on s G Rz S | Rk3h W T - - - - -
12 Transport loaded pallet unit | vibration | warm
from warehouse to transport temperate
cart i ZEHH L zone
M BRSO L N | IR3) BRI 7 Eii 3 - RS Z: 3.0m FERREERTT HeimE: 3.0m




Technical File(Hi A 3 AY)

Number(%i5): CE-01-06. 5

Version(hit 5 ): A/0

Packing Material (‘£ 25 A4 8L HTPEAR)

Chapter(&): 06.5

Pages(1@): 3

BEIRSL (FEES 50km) vibration | warm vibration Height of stacking:3.0m | Pallet loaded unit | Height of stacking:3.0m
Transfer package through temperate PRBNFFEES A : 20min
road to wharf(distance 50km zone PRBNFFLEWT [A]: 20min Time of vibration:20min
Time of vibration:20min
stacking HERY HERD S FE: 3.0m WY = E: 3.0m
HERY stacking Height of stacking:3.0m Height of stacking:3.0m
HERDRREERFIA]: 1d HERDRESERS ) 1d
Time of stacking:1d Time of stacking:1d
S RU IRty I 1.5m/s I 1.5m/s
Horizonta Horizontal Speed:1.5m/s Speed:1.5m/s
| impact impact
FERS Sk ) A FEMT | BRI SR PRVE 1 % 300mm AL A o R | Bk 300mm
Unload package on wharf Vertical | warm Vertical Drop height:300mm ] HEE Drop height:300mm
impact temperate | impact Package  quality
zone dimensions can be
loading and
unloading
TEHFEA PE A AT HERY Ik i HERL, HERG . 3.0m T HERG . 3.0m
store in seaport warchouse warm stacking Height of stacking:3.0m | seaport warehouse | Height of stacking:3.0m
temperate
zone HER FELE I ] 7d HERDFFLE ] 7d
Time of stacking:7d
Time of stacking:7d
BRI L Kb | BRI Kl - - -




Technical File(Hi A 3 AY)

Number(%i5): CE-01-06. 5

Version(hit 5 ): A/0

Packing Material (‘£ 25 A4 8L HTPEAR)

Chapter(&): 06.5

Pages(X): 4

Load package on ship Horizonta | warm Horizontal
1 impact temperate | impact
FEE M7 | zone HEH k% = % 300mm A5 A 5t B RS | 9% S B 300mm
Vertical Vertical Drop height:300mm A 2 Drop height:300mm
impact impact Package  quality
dimensions can be
loading and
unloading
Wiz (FEES 7000km) | 4R3) I U 717 i) HEM 2 : 3.0m PSR BE RIS | MRS 3.0m
Sea vibration | warm vibration Height of stacking:3.0m | i Height of stacking:3.0m
transportation(distance: 7000k temperate Tran-ocean long
m) zone PRENFFEERTA]: 60min | distance PRBNFFLEWS [A]: 60min
Time of vibration :60min | transportation Time of vibration :60min
HERY HERY HERS/EE: 3.0m HERY . 3.0m
stacking stacking Height of stacking:3.0m Height of stacking:3.0m
HERDRR LRI (] 7d HERD RSN ). 7d
Time of stacking:7d Time of stacking:7d
B EN R R s, AR | KPR | BRI Kty - - -
N A8 5 225 2132 %) | Horizonta | warm Horizontal
ik 1 impact temperate | impact
Unload package to warehouse | T H{#id7 | zone SR PRV& = 100mm A3 5 B R | Bk =5 100mm
of customs, then load them on | Vertical Vertical Drop height::100mm ] HEE Drop height::100mm
transportation cars impact impact Package  quality

dimensions can be
loading and
unloading




Technical File(Hi A 3 AY)

Number(%i5): CE-01-06. 5

Version(hit 5 ): A/0

Packing Material (‘£ 2= 44 KL A1 P-AH)

Chapter(&): 06.5

Pages(1X): 5

MR R N | IR3D R 717 IRzh HERD 5 3.0m FERAF R IT HERDE: 3.0m
ZEHBH (BEE 50km) vibration | warm vibration Height of stacking:3.0m | Pallet loaded unit | Height of stacking:3.0m
Transfer package through temperate
road to destination(distance zone YRBNFFEERT[E]: 20min PRBNFFEES A : 20min
50km) Time of vibration :20min Time of vibration :20min
HE Y HERY HERS/EE: 3.0m HERG = E: 3.0m
stacking stacking Height of stacking:3.0m Height of stacking:3.0m
HERDRFLLI [H]: 1d HERD RRLEI (] 1d
Time of stacking:1d Time of stacking:1d
SR IRF HEE 1.5m/s HEE 1.5m/s
Horizonta Horizontal Speed:1.5m/s Speed:1.5m/s
1 impact impact
A N AR FEE P | BRI RGN PRV = FE 100mm AL R | BE = 100mm
Unload package at destination | Vertical warm Vertical Drop height::100mm ] 2 Drop height::100mm
impact temperate | impact Package  quality
zone dimensions can be
loading and
unloading

3 TR0 ARG 5 B
1% GB/T 48573 idt

According to GB/T 4857.3 idt
¥ GB/T 4857.5  idt
According to GB/T 4857.5 idt
¥ GB/T 4857.7 idt
According to GB/T 4857.7 idt

ISO 2234: 2000 ffHERDIRLS HERD =

3.0m. HMERGRFZERT(E]: 7d

ISO 2234: stacking experiment is done for 2000, the height of stacking:3.0m, time of stacking:7d

ISO 2248-1985 Bk & 5 BRV& =i : 300mm & — AL AR5 2 Ik

ISO 2248-1985 the drop experiment ,drop height :300mm, 2 times per package

ISO 2247:2000 i RANIRE: HERD =3 3.0m IRBNFFELNE]: 60min
ISO 2247: vibration experiment is done for 2000, stacking height:3.0

lasting time:60min




Technical File(Hi A 3 AY)

Number(%i5): CE-01-06. 5

Version(hit 5 ): A/0

Packing Material (‘£ 25 A4 8L HTPEAR)

Chapter(&): 06.5

Pages(1): 6

%18 GB/T 4857.11 idt  1SO 2244:2000 /Kb ikl phefidE: 1.5m/s, 2 3 OB, 125 3 FIE 6 1 _badti7 pd.

LS A

According to GB/T 4857.11 idt  ISO 2244: horizontal experiment is done for 2000, impact speed:1.5m/s, the third side implantation surface, and

should impact on the third and sixth side. 5should be sampled.

4. %518 conclusion

iad )5d A 7% method of test RS 5% strength of experiment R
sequence of test result
EHE GB/T 4857.3 idt ISO 2234: 2000 HER R . 3m.y HERDRFLERTA): 7d ey
stacking test Height of stacking:3m lasting time of stacking:7d fill
RE3R R GB/T 4857.5 idt ISO 2248-1985 PRI 300mm & — LA 2 Ik e
Drop test Drop height:300mm  2times per package fill
PR GB/T 4857.7 idt ISO 2247:2000 HERY I . 3.0m YRENFFLERS[A]: 60min P
Vibration test Height of stacking:3m  lasting time of stacking:60min fill
K F b di X 50 | GB/T4857.11 idt  ISO 2244:2000 ey

Horizontal

impact test

Impact speed:1.5m/s

fill
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Documentation (test

reports, protocols

M, WA FEITHE ., B 74, g E# eIt
BN AR R AR RS Sk TE 18 H 2h e AH R 1
FEARTJRUSE , 5 22 SR ) fi A AH L& PTHEAZ 1Y), D) 5
LA NIRRT EAE Y

This shall include:

reducing, as far as possible, the risk of use error
due to the ergonomic features of the device and the
environment in which the device is intended to be

used (design for patient safety), and

QB/ HENGDA-001-2014

10 Risk Management
Report (R 43 #T #

)

Ok /

) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )

Checklist according to annex I of the Medical Device A i oth ] Lied by | ¢ ( to be filled in b Fail
. \ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QD) [ 5 — 1) N C . &
ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 7 | Notified Body) Z K & / ;1
- AEH | e, HEdR AR PR (IR, 2% | (HASHIMIES) o
), SCHRERAN & FH ) 3 -
H)

General Requirements

MOE R

The devices must be designed and manufactured in

such a way that, when used under the conditions and

for the purposes intended, they will not compromise

the clinical condition or the safety of patients

or the safety and health of users or, where

applicable, other persons, provided that any risks

which may be associated with their intended use 08. 2Labeling (#3%%)

constitute acceptable risks when weighed against 20 Test Reports

] ] ) ] EN ISO 15223-1-2012 ]
the benefits to the patient and are compatible with (testing
] ] EN ISO 14971:2012 )

a high level of protection of health and safety. laboratories,

Y St . . ot A Company standards . -

B A R RNV T DA ZIARAIE s 2 FE L T 52 T RE RN 2% 4R reports) WA




Documentation (test

reports, protocols

Ok /
) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )
Checklist according to annex I of the Medical Device A i oth ] Lied by | ¢ ( to be filled in b Fail
. ‘ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QDD [ % — 1) N C . &
ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 £ | Notified Body) Z K & / ;1
- AEH | e, HEiR AR PR (IR, 2% | (HASEHIMIES) o
B, SCHRERAN & FH ) 3 -
H)
consideration of the technical knowledge
experience, education and training and where
applicable the medical and physical conditions of
intended users (design for lay, professional,
disabled or other users).
AL :
JRT B ARG EH T S N AR T S R A R 2 A P A B
B CNEE 22D BV = A s, A
BRI &8, AEMEI, BUHE A CdEs
WG BN G ik N STEE N BER T AE A4
%At
2. The solutions adopted by the manufacturer for the
design and construction of the devices must conform
to safety principles, taking account of the 08. 2Labeling (#3%%)
generally acknowledged state of the art. 20 Test Reports
] ] ) EN ISO 14971:2012 ]
In selecting the most appropriate solutions, the (testing
) o ] EN ISO 15223-1-2012 )
manufacturer must apply the following principles in laboratories
) A Company standards .
the following order: reports) Mk

eliminate or reduce risks as far as possible
(inherently safe design and construction),
where appropriate take adequate protection measures

including alarms if necessary, in relation to risks

that cannot be eliminated,

QB/ HENGDA-001-2014

10 Risk Management
Report (R 43 # #

)




Documentation (test

reports, protocols

) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled Ok. /
Checklist accorélng to %?nef i of the Medical Device NA and other rules applied by | for no | ( to be filled in by Eflix
;;rj;t;;e§;¥DD){§ Er#MRE S OD KWX—W WA/ | manufacture & 7= # 5| FH B0 %5 | applicability) 3 £ | Notified Body) L3R & jq ;l

AEM | HERRA s P (kR 5% | (A SEHIGIRE) e A
I, SCHRER A 2 me
)

Inform users of the residual risks due to any

shortcomings of the protection measures adopted

A7 BT RIRE T7 RN A, LA EEAE A T E

BOR A NS 22 2 UEN

FESS PR A aE TT Gy, AR 3 N2 IR DL PP 38 < DU«

JRUR] R M AR L 2 S S

CAR 5t b {22 4= B S5 44D

X T8 G B S B R U 2 By P i, B e ek

RH.

R BT AR BEBT 5PE E  55 A R AT B R B

The devices must achieve the performances intended

by the manufacturer and be designed, manufactured Company Test

and packaged in such a way that they are suitable Report

for one or more of the functions referred to in EN 150 13485:2012 20 Test Reports

) o A Company standards )
Article 1 (2) (a), as specified by the manufacturer. OB/ HENGDA-001-2014 (testing

R i 0 A A 7 o BV IRAG B Th RE . A T laboratories,

T AR N A AT 58 1 5% (2) (a) BT ILE B9 — Tl 22 T 1) reports) Ml &

REM 3%

The characteristics and performances referred to in Company Test

sections 1, 2 and 3 must not be adversely affected EN ISO 13485:2012 Report

to such a degree that the clinical condition and | A Company standards 20 Test Reports

safety of the patients and, where applicable, of QB/ HENGDA-001-2014 (testing

other persons are compromised during the lifetime laboratories,




Documentation (test

reports, protocols, ok /
) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )
Checklist according to annex I of the Medical Device A i oth ] Lied by | ¢ ( to be filled in b Fail
. ‘ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QDD [ % — 1) N C . &
[ moX WA/ | manufacture & 7= # 5| FH B0 %5 | applicability) 3 £ | Notified Body) L3R & / ;1
- AEH | e, HEiR AR PR (IR, 2% | (HASEHIMIES) o
B, SCHRERAN & FH ) 3 -
)
of the device as indicated by the manufacturer, when reports) YRR 5
the device is subjected to the stresses which can
occur during normal conditions of use
TEAE =5 1 8 B A S FH A5 A P, A TR (0 T R
MRS, 1, 2, 3FIBHETUERER IR FFFROE
AREEHEERTHE., AHEEE. FHESHE AN RRE
FE.
5. The devices must be designed, manufactured and
packed in such a way that their characteristics and Company Test
performances during their intended use will not be Report
] EN ISO 13485:2012
adversely affected during transport and storage 20 Test Reports
) ) ) ) ) A Company standards )
taking account of the instructions and information (testing
. QB/ HENGDA-001-2014 )
provided by the manufacturer. laboratories,
PGB TE AR PR 3 N 1 ORAIE 7 bk P 1 R A 12 B A i reports) Mk
I R S8 O E A R AR AT
6. Any undesirable side effects must constitute an EN ISO 14971:2012
acceptable risk when weighed against the A 10 Risk Management
performances intended. Report (US4 Hr4k
A FH AR OR /N () 68 ek PR A58 FH 4 BEAH EERT RO AT BT 2 52 )
6a. | Demonstration of conformity with the essential
) ) o ) ) 14 Clinical
requirements must include a clinical evaluation in ) )
A EN ISO 14971:2012 Tnvestigation Ilfi JK

accordance with Annex X.

UE BT B B A R Z0AL 5 12 TR BN 3% XA R A

WE




Documentation (test

reports, protocols, ok /
) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )
Checklist according to annex I of the Medical Device A i oth ] lied b . ( to be filled in b Fail
. ‘ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QDD [ % — 1) N C . &
ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 £ | Notified Body) Z K & / ;1
- AEH |, HEfRAEE PESCHE (MRS, 46 | (MASEHIMIES) o
151, TR BAN & FH Y BE -
)
II. | REQUIREMENTS REGARDING DESIGN AND CONSTRUCTION
AR IR Al
7. Chemical, physical and biological properties
b2z WELR A PR E
7.1 | The devices must be designed and manufactured in
such a way as to guarantee the characteristics and
performances referred to in Section 1 on the
“General requirements”. Particular attention must
be paid to:
the choice of materials used, particularly as
regards toxicit and, where appropriate
8 Y bprop 19 Product Material
flammability, )
S ) EN ISO 14971:2012 Conformity
the compatibility between the materials used and )
) ) ] ) ] Declaration j= f /#4
biological tissues, cells and body fluids, taking | A Sl e A
B FRF A PR UE B

account of the intended purpose of the device
Where appropriate, the results of biophysical or

modelling research whose validity has been

demonstrated beforehand

B BT R AR 77 B ORAIE 16 B A B 58 T 3870 1 —
BR, HHNER:
EERFEIERL, R S R BN B SR I B
MG FIUE T RE L R R T I A R R AR AL 4
I A0 MLV ) AR A

10 Risk Management
Report (R 43 #T #

)




Documentation (test

reports, protocols

Ok /
) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )
Checklist according to annex I of the Medical Device A i oth ] Lied by | ¢ ( to be filled in b Fail
. ‘ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QDD [ % — 1) N C . &
ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 £ | Notified Body) Z K & / ;1
- AEH | e, HEiR AR PR (IR, 2% | (HASEHIMIES) o
B, SCHRERAN & FH ) 3 -
H)
WG, 355 O R A= i 3 2 B Y B 9 1
4
7.2 | The devices must be designed, manufactured and
packed in such a way as to minimise the risk posed )
) ) ) 19 Product Material
by contaminants and residues to the persons involved )
) ) Conformity
in the transport, storage and use of the devices and o
i ] ) Declaration f= 5 /#4
to the patients, taking account of the intended . .
. . EN TS0 15223-1-2012 BHOFF & IR
purpose of the product. Particular attention must | A .
) ) ) EN ISO 14971:2012 10 Risk Management
be paid to the tissues exposed and the duration and N
Report (XU 43 #T fix
frequency of the exposure. )
SEBRIO BT B A 2 (R SIS AR B
FH R rh i 263 BR DR NAR S T RIS, R v e M 4
Fr T2 I A ZH 23 8 LA TR] AR EL
7.3 | The devices must be designed and manufactured in
such a way that they can be used safely with the
materials, substances and gases with which they
enter into contact during their normal use or during
routine procedures; if the devices are intended to i ANInE R R Does

administer medicinal products they must be designed
and manufactured in such a way as to be compatible
with the medicinal products concerned according to
the provisions and restrictions governing those

products and that their performance is maintained

not load a substance




Checklist according to annex I of the Medical Device
Directive (MDD)#% E£ 47 #% #k i & QDD) M & — K
B NI DN

A/
NA
EH/
ANEH

Standards, other directives
and other rules applied by
manufacture 4 7= # 5| H 1 A5
e

Documentation (test
reports, protocols

literature or reason
for no
applicability) 3 #F
P (AR, 2%
il SCHRBANE FH 2
i)

Requirements fulfilled
( to be filled in by
Notified Body) ZE3R i &
(HAEHIEE)

in accordance with the intended use

AR TR AE = D ZRRAIEAE IE A P AR e e
B VBN ASEA R L 22 e ] s dn Al 2N
BRI T, AR BT AR PR L RIIE R % 2 . A
B BT AR P2 S RAIE R 24 S AR Y, A% SRR
PERRAZZY i BRI E AN PR, DRAIE #5012 2 € D RE

7.4

Where a device incorporates, as an integral part
a substance which, if used separately, may be
considered to be a medicinal product as defined in
Article 1 of Directive 2001/83/EC and which is
liable to act upon the body with action ancillary
to that of the device, the quality, safety and
usefulness of the substance must be verified by
analogy with the methods specified in Annex I to
Directive 2001/83/EC.

U SRR SRS A A A N I R o, i Hazd
o SRR P N AT 4 A R A 2001/83EC 55 1 4 LI 2
ais I HLE RERE T BNZ A WO AR AR BIE R, XA
Vo) etk R AT Rk b A8 i 2001/83EC 454
Bb s T 98 R rAdE F 7 iR AT 2R AR A A

For the substances referred to in the first
paragraph, the notified body shall, having verified
the usefulness of the substance as part of the

medical device and taking account of the intended

NA

AINEFEF Y5 Does

not load a substance




Checklist according to annex I of the Medical Device
Directive (MDD)#% E£ 47 #% #k i & QDD) M & — K
B NI DN

A/
NA
EH/
ANEH

Standards, other directives
and other rules applied by
manufacture 4 7= # 5| H 1 A5
e, HE 4R R

Documentation (test
reports, protocols

literature or reason
for no
applicability) 3 #¥
P (AR, 2%
il SCHRBANE FH 2
i)

Requirements fulfilled
( to be filled in by
Notified Body) ZE3R i &
(HAEHIEE)

purpose of the device, seek a scientific opinion
from one of the competent authorities designated by
the Member States or the European Medicines Agency
(EMEA) acting particularly through its committee in
accordance with Regulation (EC) No 726/2004' on the
quality and safety of the substance including the
clinical benefit/risk profile of the incorporation
of the substance into the device. When issuing its
opinion, the competent authority or the EMEA shall
take into account the manufacturing process and the
data related to the usefulness of incorporation of
the substance into the device as determined by the
notified body.

X TS —BAR BT, L7 FE 12 a5 ) T H & it
BN T N BT S — B A R e, A
HURI M % Regulation (EC) No 726/2004 %K, #kiZ4%
JBE 5T B A 22 A PR AL HEAZ W) T AR RS I e R M 7/
DG J A, ) R E B — AN F2 A 2 R BRI 2 i 1
& (EMEA) Hpl R HZE RS FREEE M. BRI
RO, R E EMEA 5 18 A T MU A E i A 7 i

I Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of

medicinal products for human and veterinary use and

No

1901/2006.

establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1). Regulation as last amended by Regulation (EC)




Documentation (test
reports, protocols

) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled
Checklist according to annex I of the Medical Device

Directive MDD)#% B= J7 #% W 8 & QD) fff % — M
HOoAR R

NA and other rules applied by | for no| ( to be filled in by
WA/ | manufacture & 7= # 5| FH B0 %5 | applicability) 3 £ | Notified Body) L3R &
AEH | #E HE TR EE P (kR 5% | (A SEHIGIRE)

i, SCHREAN & H H
)

FEMISC T2 5 45 R 5 (A b

Where a device incorporates, as an integral part
a human blood derivative, the notified body shall,
having verified the usefulness of the substance as
part of the medical device and taking into account
the intended purpose of the device, seek a
scientific opinion from the EMEA, acting
particularly through its committee, on the quality
and safety of the substance including the clinical
benefit/risk profile of the incorporation of the
human blood derivative into the device. When issuing AN AN I H
this opinion, the EMEA shall take into account the | NA Without human blood
manufacturing process and the data related to the products

usefulness of incorporation of the substance into
the device as determined by the notified body.

AN SRR SIS A L) R L R o, AERRIN T
AR B IT R B AR, IR P8 B A
AR TRUS Y P Bl L, 2 35 LAY 2 500 22 1) it P JO 2 R 22
PR ELFE ] S AR S A PR/ R R P, T IR
MZhPEO & (EMEA) Feiil R & & G R BHE R
MR FFEIUN, FE 2R EL EMEA 2% 2 5 AL A E
A P AR AN S T B A R A A R




Checklist according to annex I of the Medical Device
Directive (MDD)#% E£ 47 #% #k i & QDD) M & — K
B NI DN

A/
NA
EH/
ANEH

Standards, other directives
and other rules applied by
manufacture 4 7= # 5| H 1 A5
e

Documentation (test
reports, protocols

literature or reason
for no
applicability) 3 #¥
P (AR, 2%
il SCHRBANE FH 2
i)

Requirements fulfilled
( to be filled in by
Notified Body) ZE3R i &
(HAEHIEE)

Where changes are made to an ancillary substance
incorporated in a device, in particular related to
its manufacturing process, the notified body shall
be informed of the changes and shall consult the
relevant medicines competent authority (i.e. the
one involved in the initial consultation), in order
to confirm that the quality and safety of the
ancillary substance are maintained. The competent
authority shall take into account the data related
to the usefulness of incorporation of the substance
into the device as determined by the notified body,
in order to ensure that the changes have no negative
impact on the established benefit/risk profile of
the addition of the substance in the medical device.
N R AR S R B IR A T AR, R R R
AR R, o T LA SLARE AN I AR SR 2 R R
(B2 AR & MBS &), LA B BT 1 )52
BN VG ULAER . EE R H B A S LA E 1
KT ZIG S WES KA R, DR AR s B
20 3 ST BE T A F A 5T W PR WA R/ R e 1
B RS o
When the relevant medicines competent authority
(i.e. the one involved in the initial consultation)

has obtained information on the ancillary
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substance, which could have an impact on the
established benefit/risk profile of the addition of
the substance in the medical device, it shall
provide the notified body with advice, whether this
information has an impact on the established
benefit/risk profile of the addition of the
substance in the medical device or not. The notified
body shall take the updated scientific opinion into
account in reconsidering its assessment of the
conformity assessment procedure
LRI EE AR (WS RV E RN 1533
KT H B 0T O 28 1 ST AR BRI B b 0 189 00 0 )5 ) i
PRI aE/ AR 8 AT SR HOAE B 5, L) A 5 HLAG 2 A8
o A5 B R A LI BT Sl b G 04 5
i AT 2/ R JER P o O 5 ALY I8 25 8 30 B 38 ) ol 2
W, PALEHTE S A7 A RN R 7 PR
7.5 | The devices must be designed and manufactured in 19 Product Material
such a way as to reduce to a minimum the risks posed Conformity
by substances leaking from the device. Special Declaration ;= &4 /#
attention shall be given to substances which are EN 150 152237172012 B 5 E B
A EN IS0 14971:2012

carcinogenic, mutagenic or toxic to reproduction

in accordance with Annex I to Council Directive

10 Risk Management
Report (XU 43 #T fix

)




Documentation (test

reports, protocols

Annex T to Directive 67/548/EEC’, these devices must
be labelled on the device itself and/or on the
packaging for each unit or, where appropriate, on
the sales packaging as a device containing
phthalates.

AN RESIRE—FE > (ERAs A &) BUPH T3 S 1A 45 2

2 Internal note: replaced by (EC) 1272/2008

10 Risk Management
Report (R 43 #T

)

3.0J 196, 16.8.1967, p. 1. Directive as last amended by Directive 2006/121/EC of the European Parliament and of the Council (OJ L 396, 30.12.2006, p. 850).

0k /
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ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 £ | Notified Body) Z K & / ;1
- AEH | e, HEiR AR PR (IR, 2% | (HASEHIMIES) o
B, SCHRERAN & FH ) 3 -
)
67/548/EEC* of 27 June 1967 on the approximation of
laws, regulations and administrative provisions
relating to the classification, packaging and
labelling of dangerous substances’.
Il 06 250 T N 1) 3 A5 U B ) 40 o T e D X P
BIRAC. N R RIE S 1967 45 6 H 27 H R liz%%
1 67/548/EEC A 182 M T AEMEBU=Y) . A
KA R EFE YT -
If parts of a device (or a device itself) intended
to administer and/or remove medicines, body liquids
or other substances to or from the body, or devices
19 Product Material
intended for transport and storage of such body )
Conformity
fluids or substances, contain phthalates which are )
. . . . ) Declaration ;= i /¥4
classified as carcinogenic, mutagenic or toxic to EN ISO 15223-1-2012 K 75 A M
LA A
reproduction, of category 1 or 2, in accordance with | A EN ISO 14971:2012 0
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ERRRZG . RMREC e BT, Y T8 B A X L
IRTEAIR, &4 T 67/548/EEC FR 4t T Fte i 1
R 2 KRB 5 R DR AR ) ml BT EE M) A AT R
THIREE, AL AUE B SR/ 8 S R AR AR
W, NOE I RS B B L B A A AR T PR
R AR IR

If the intended use of such devices includes
treatment of children or treatment of pregnant or
nursing women, the manufacturer must provide a
specific justification for the wuse of these
substances with regard to compliance with the
essential requirements, in particular of this
paragraph, within the technical documentation and,
within the instructions for use, information on
residual risks for these patient groups and, if
applicable, on appropriate precautionary measures
A0 SR A B TR A & G L L 2 e el AL A i
BT, )3 P A AL R SRS AN 15 B 45 rh R4 H AR
A P I S B O A FE AR HOR L R R A SR P
AT I 6 P S5 N T B B A IR G B o 24 I 0 i e F) £

o

7.6

The devices must be designed and manufactured in
such a way as to reduce as much as possible, risks

posed by the unintentional ingress of substances

EN ISO 15223-1-2012
EN ISO 14971:2012

19 Product Material
Conformity
Declaration ;= &4 /#
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into the device taking into account the device and B 5 E B
the nature of the environment in which it is intended 10 Risk Management
to be used. Report (A& 43 HT #i%
F GRS FH R BRI O AR, A BT A AR )
PR ZRRAE ,  f K PR FERAIC b T 5 0 N T 3 B S
fAT RETE .
8. Infection and microbial contamination
IR A5 e
8.1 | The devices and their manufacturing processes must
be designed in such a way as to eliminate or reduce
as far as possible the risk of infection to the 19 Product Material
patient, user and third parties. The design must Conformity
allow easy handling and, where necessary, minimise Declaration ;= i /#4
Contaminaiion of tie device by the patiint or vice [ A EN IS0 152257172012 B RS HE
] EN ISO 14971:2012 )
versa during use. 10 Risk Management
A BT 36 2N 2 PR IE fi KPR B2 A IC L 2 5 4 Report  (JUK; 73 #r 4
B B AL N A 2 A ORIl REE s A )
72 R A T B, s R X AR AR O S A
g,
8.2 | Tissues of animal origin must originate from animals No animal organs (G
that have been subjected to veterinary controls and \A BHIEE)

surveillance adapted to the intended use of the

tissues.
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ENPDESE AR A ] B R A AN S
Notified Bodies shall retain information on the
geographical origin of the animals

T E VRS S 1 s R A 3

Processing, preservation, testing and handling of
tissues, cells and substances of animal origin must
be carried out so as to provide optimal security.
In particular safety with regard to viruses and
other transmissible agents must be addressed by
implementation of validated methods of elimination
inactivation 1in the of the

or viral course

manufacturing process

AL MRS H S S AT I, A
RrIeAnE ], ROt AT SR 22 4 R IR . ARE ) 0 7 A
G, A R A R RO AT T 7 K

[P

8.3

Devices delivered in a sterile state must be
designed, manufactured and packed in a non—reusable
pack and/or according to appropriate procedures to
ensure they are sterile when placed on the market
and remain sterile, under the storage and transport
conditions until the

laid down, protective

packaging is damaged or opened

T g A BT L AR AR R — IRV T A AT

NA

Does not belong to
the sterile
equipment AN J& T 6

[
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X I HAE—& TAERE P T ORE S b i 40 T B IR
&, FEWER. Bk T R EARA TR, B
TRFF LR .
8.4 | Devices delivered in a sterile state must have been Does not belong to
manufactured and sterilised by an appropriate, A the sterile
validated method. equipment A& F o
To e 208 T T A R T AT A R K [
8.5 | Devices intended to be sterilised must be Does not belong to
manufactured in appropriately controlled (e.g. NA the sterile
environmental) conditions. equipment A& F o
i LK T A BRAE e 12 B PR B R A [
8.6 | Packaging systems for non—sterile devices must keep
the product without deterioration at the level of
cleanliness stipulated and, if the devices are to
be sterilised prior to use, minimise the risk of Does not belong to
microbial contamination. The packaging system NA the sterile
must be suitable taking account of the method of equipment A Jg& T &
sterilisation indicated by the manufacturer. RS
AR K A AR B, L PR AUE ™ il ik B SE B 77
B, U/ SRR BT A S ST R . B g
I A T 3 TR E K T 3.
8.7 | The packaging and/or label of the device must NA Does not belong to

distinguish between identical or similar products

the sterile




Documentation (test

reports, protocols, ok /
) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )
Checklist according to annex I of the Medical Device A i oth ] lied b . ( to be filled in b Fail
. ‘ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QDD [ % — 1) N C . &
ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 £ | Notified Body) Z K & / ;1
- AEH |, HEfRAEE PR (IR, 2% | (HASEHIMIES) o
B, SCHRERAN & FH ) 3 -
)
sold in both sterile and non-sterile condition. equipment A Jg& T &
AH [F) BSAEARA ) 7= it 4 B B A T S B IR S Ik 2 JE T IR PR X
A, LIEAAREM AR .
9 Construction and environmental properties
' At AP IEZS RS
If the device is intended for use in combination with
other devices or equipment, the whole combination,
including the connection system must be safe and
) ) o Do not need to
must not impair the specified performance of the )
) o o cooperate with other
9.1 | devices. Any restrictions on use must be indicated [ NA
. . . equipment AR Z
on the label or in the instruction for use. s
) e e R B
P R TR E R AR ECR S G, MR
B4, QFRERIR L A% 4, A5 L B 1) TIUE 2h
Ao W ZILEAS FH U B BObR 25 by B A FH R )
Devices must be designed and manufactured in such
a way as to remove or minimise as far as possible:
PR VLT R A 72 A 2RI AR AT B 0 e -
the risk of injury, in connection with their 10 Risk Management
) ) ) EN ISO 15223-1-2012
9.2 | physical features, including the volume/pressure | A Report (A% 43 BT #i%

ratio, dimensional, and where appropriate the

ergonomic features
BT 2 BV RE R 1, WHARUE Ty ARERSE. A
BT FESERE I, 0 NI B 35 I mT Re

EN ISO 14971:2012

)
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risks connected with reasonably foreseeable
environmental conditions, such as magnetic fields
external electrical influences, electrostatic
discharge, pressure, temperature or variations in
pressure, and acceleration
FEAFMIABLI T, Wik, BT, §ame.
KA A A LR AR FE 55 A, R A
18 A B )R] REE o

the risks of reciprocal interference with other
devices normally used in the investigations or for
the treatment given,

FEAE R R I, R HE SR B B R A AR B f
AT RETE .

risks arising where maintenance or calibration are
not possible (as with implants) from ageing of the
materials used or loss of accuracy of any measuring
or control mechanism.

IR TVELEE B IE (AN SS) , TRz, Il
EAEHINLREAE BEAE, X A\ pds 35 1 AT RE A -
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Devices must be designed and manufactured in such

a way as to minimise the risks of fire or explosion

during normal use and in single fault condition.

Particular attention must be paid to devices whose The equipment will

intended wuse includes exposure to flammable not fire or
9.3 substances which could cause combustion. \A explosion & #% A~ &

AP BB TE AR P2 A AUORAIE,  7E IE W A R 5 T B T 2 K B NE

BAE BRI, SN2 TR K EUELE . XHE

Z e T R T B KO B A B T A B d ke e 7

RN R

Devices with a measuring function
O | e

Devices with a measuring function must be designed

and manufactured in such a way as to provide

sufficient accuracy and stability  within Does not belong to
10. | appropriate limits of accuracy and taking account \A the measuring
1 of the intended purpose of the device. The limits equipment A J& Tl

of accuracy must be indicated by the manufacturer. %L

RGN 25 0 140 B T A 7 0 DR I A2 0% )RS S AT S E 1A

6 A MRTIUE ThRE ISR o A 7= 3 W e W HORE B2 3
10. The measurement, monitoring and display scale must | NA
2 be designed in line with ergonomic principles,
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device.
WAZIAR A A R T Thfg,  FE IR ML A2 1 iR B U 2%
W R, W EIR TG

10. | The measurements made by devices with a measuring
) ) ) ) Does not belong to
3 function must be expressed in legal units conforming
to the provisions of Council Directive 80/181/EEC'. | NA
DB 2R b A VL E R AL, FMFEEHESES
80/181/BEC FIHL5E -

the measuring
equipment AN J& T
BN

Protection against radiation

Mo | et g

General

LRI

Devices shall be designed and manufactured such that
exposure of patients, users and other persons to
11. | radiation shall be reduced as far as possible
1 compatible with the intended purpose, whilst not \A No radiation JoAEst
11. | restricting the application of appropriate
1.1 | specified levels for therapeutic and diagnostic
purposes.

i B BT R AR 7 i ZBORAIE AE 1K B F50E Th RE RIS 0
REWON EE . FHERL TN AR, EABRE]
IR TT RIS WB I 8 HTRLE & B 7

* OJ NoL 39, 15. 2. 1980, p. 40. Directive as last amended by Directive 89/617/EEC (OJ No L 357, 7. 12. 1989, p. 28).
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11.

11.
2.1

Intended radiation

gy

Where devices are designed to emit hazardous levels
of radiation necessary for a specific medical
purpose the benefit of which is considered to
outweigh the risks inherent in the emission, it must
be possible for the user to control the emissions

Such devices shall be designed and manufactured to
ensure reproducibility and tolerance of relevant
variable parameters

MR =TT B, A RSl 6 A BRI 42,
XTSRS B BT E F RS 2o AR EL T RO AATT T %
5o bR SRR ZRE RS, (BOTH A AE ) 0 20
FRI AR E G IENEZE.

NA

No radiation JCHE 5T

11.
2.2

Where devices are intended to emit potentially
hazardous, visible and/or invisible radiation, they
must be fitted, where practicable, with visual
displays and/or audible warnings of such emissions.
BOTH RO S e E RS 2, AR LR TE AT, #NAR
I SE B 7 22 R v] W BoR R E AR A B E, TR
IREF I RGIRES

NA

No radiation JC&E T

Unintended radiation

FE i A

NA

No radiation JCHE 5T
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11. | Devices shall be designed and manufactured in such
3.1 | a way that exposure of patients, users and other

persons to the emission of unintended, stray or

scattered radiation is be reduced as far as

possible.

A B BT RG2S RE, DR B, A

AR E N R AR BT R AN ST

Instructions

1/

The operating instructions for devices emitting
0 radiation must give detailed information as to the
A nature of the emitted radiation, means of protecting
" the patient and the user and on ways of avoiding | NA No radiation JF&E 5T
i1 misuse and of eliminating the risks inherent in

installation.

JUSS P B 7 S 00 4 200 i R S AR A L R S AR A

AIERAP S Bt AT AT Iy L B A AR DAL TR B T 22 e ik

i K BV TR SG R -

1 lonising radiation

. | B

" Devices intended to emit ionising radiation must be | NA No radiation JCH&EHT
5 1 designed and manufactured in such a way as to ensure

that, where practicable, the quantity, geometry and
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quality of radiation emitted can be varied and
controlled taking into account the intended uses
R R S A ) BT R A P A AR AIE AT DA SR AN ]
FL B AR BB, TRARAIBT R, W 2 TE i H D Re A sk

b 2.

11.
5.2

Devices emitting ionising radiation intended for
diagnostic radiology shall be designed and
manufactured in such a way, as to achieve
appropriate image and/or output quality for the
intended medical purpose whilst minimising
radiation exposure of the patient and user.

VST H B AR I SR B MR PR AR, FEARTSHE
MR, St b, & B T0E BT H RIS ST,
JE B el xof B A FH 2 R R

NA

No radiation JC&E 5T

11.
5.3

Devices emitting ionising radiation intended for
therapeutic radiology shall be designed and
manufactured in such a way as to enable reliable
monitoring and control of the delivered dose, the
beam type and energy and where appropriate the
quality of the radiation.
$f%%%%%%%%&ﬁﬁi?%ﬁﬁﬁ,%%ﬁ%

URAE RO SRR S ST 15 NN D W A R
g

NA

No radiation JCHEHT
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Requirements for medical devices connected to or
12. equipped with an energy source

TR B A BER Y B2 T A B SR

Devices 1incorporating electronic programmable

systems must be designed to ensure the

repeatability, reliability and performance of these

systems according to their intended use. In the
12. | event of a single fault condition (in the system) A No programming
1 appropriate means should be adopted to eliminate or system LR RS

reduce as far as possible consequent risks

WA AR R G A O T LRI T A A L TR

W R TE DI RER 5 2 o 2 R HUb S i L i/ 8] I

AN T B R G T AT REE

For devices which incorporate software or which are

medical software in themselves, the software must

be validated according to the state of the art taking
12, into account the principles of development Non software medical
I lifecycle, risk management, validation and | NA devices JF 4 &= 77

verification. A

Xt I ERAT AL A EA B R Ry AR S, A

0 FEAIT A A i B RO PR A AR A Y SR

T8 244 (R S g K-~F 3T 1A
12. | Devices where the safety of the patients depends on | NA Non electrical
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2 an internal power supply must be equipped with a equipment JE 77 H B

means of determining the state of the power supply. I7 2t

XY R A AR, N ERAE RN, SR YRR R

BHE, RYPEIERMERIRDL
12. | Devices where the safety of the patient depends on
3 an external power supply must include an alarm Non electrical

system to signal any power failure. NA equipment JF 77 H &

XPYE R TR, AN, NI R R E g 2

Bt LY A
12. | Devices intended to monitor one or more clinical
4 parameters of a patient must be equipped with

appropriate alarm systems to alert the user of Non monitoring

situations which could lead to death or severe | NA medical devices 3

deterioration of the patient’s state of health. PRZE ST 2340

) I R A, 6 20U B A N R R G

PRI A W] e T BUR A SE T 0w 1 ™ B
12. | Devices must be designed and manufactured in such
5 a way as to minimise the risks of creating

electromagnetic fields which could impair the Non electrical

operation of other devices or equipment in the usual | NA equipment JE 7 HE 22

environment. JT AR

AR BT A A PR ZIORAIE, B> BT A F

SR FL A R R A R A A B B
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Protection against electrical risks
B il A i JE .
Devices must be designed and manufactured in such
12, a way as to avoid, as far as possible, the risk of Non active medical
6 accidental electric shocks during normal use and in | NA device IEH P EIT 25
single fault condition, provided that the devices b4
are installed correctly.
A T A 0 22 2 IR A, AR T T R AR 7 A 25U R /A
EH AR AN AR, A 1 fE RS
Protection against mechanical and thermal risks
e LI 7
Devices must be designed and manufactured in such
;2' a way as to protect the patient and user against Not resistance
19, mechanical risks connected with, for example, | NA stability and
7 1 resistance, stability and moving parts. mobility parts
PR RIAE PR R IE L 3 S 2 AU A
R, AnRE DA L RS Ik AR A AR S P B i
BRI 45473 o
Devices must be designed and manufactured in such
12, a way as to reduce to the lowest possible level the
_ risks arising from vibration generated by the | NA No vibration

devices, taking account of technical progress and

of the means available for limiting vibrations,
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. ‘ and other rules applie y | for no o be filled in by
Directive (MDD)#% & J7 #% W & & QDD [ % — 1) N C . &
ook E R nox &M/ | manufacture 4272 5| F W #5 | applicability) 3 £ | Notified Body) Z K & / ;1
- AEH | e, HEiR AR PR (IR, 2% | (HASEHIMIES) o
B, SCHRERAN & FH ) 3 -
H)
particularly at source, unless the vibrations are
part of the specified performance
BB R AR PR A ZIARAIE , AR HR R KT, SR
RSN CRe Al 2 IR a0 UR) RS, e K PR M PR A8
PRBNIE R T, BRAEFT R H RS 2 45 € ThRE I 77 22 .
Devices must be designed and manufactured in such
a way as to reduce to the lowest possible level the
risks arising from the noise emitted, taking account
12 of technical progress and of the means available to
; é reduce noise, particularly at source, unless the | NA No noise TLH:E
' noise emitted is part of the specified performance.
BB R A = A ZIARAIE, AR H AR R K, SR
2 1) e (e 1) T VIR PRV it , e K PRt PRI 25 B
MR I R G BRARPTR R P i R DI RE I 75 2
12. | The terminals and connectors to the electricity, gas )
. . . . No power, pneumatic,
7.4 | or hydraulic and pneumatic energy supplies which the )
. pneumatic ports and
user has to handle must be designed and constructed
] o ) } NA connectors ¥ H H
in such a way as to minimise all possible risks. . B .
PRI s YL LB AU O
EREE B R B R HORGERAT, A —_—
AR 2 LG ek % A 6 R T REAE
12. | Accessible parts of devices (excluding any parts or Is specialized in
7.5 | areas intended to supply heat or reach given | NA supplying heat
temperatures) and their surroundings must not equipment #& & [ 1%
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reports, protocols,

) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled
Checklist accor(\hng to elnne‘x Ib if the Medical Device NA and other rules applied by | for no| ( to be filled in by
gr;zt;e;}(éMDD)?ﬁ Er#MRE S OD KWX—W WA/ | manufacture & 7= # 5| FH B0 %5 | applicability) 3 £ | Notified Body) L3R &

A& H P (kR 5% | (A SEHIGIRE)
i, SCHREAN & H H
)

attain potentially dangerous temperatures under I R &

normal use.

FEIES ARG B0 R N A4 T 3 Aok 21 1) &3 Al 0 1 2

Hl, WA, e saks: EAEFBETTHT

SR F G Bl Z5TA B — R U B A AN X 5

Protection against the risks posed to the patient

by energy supplies or substances
1o B LE BEVRAT T TR AL N 3 B SE e
g Devices for supplying the patient with energy or

substances must be designed and constructed in such Didn’ t need to

a way that the flow rate can be set and maintained | NA control flow A&

19, accurately enough to guarantee the safety of the Y &
g 1 patient and of the user.

N R SR BEREUEATE IR B SR T AR P L ORI, &R

BT DA R A, RIE R BSOS R, PRIIE S A &

24
12. | Devices must be fitted with the means of preventing
8.2 | and/or indicating any inadequacies in the flow-rate

which could pose a danger. Didn’ t need to

WL T 13 E, Bk B E R sl B R | NA control flow AN %

FE R, B I ) R A P

Devices must incorporate suitable means to prevent,

as far as possible, the accidental release of




Documentation (test

reports, protocols, ok /
) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled )
Checklist accorélng to %Fnef i of the Medical Device NA and other rules applied by | for no | ( to be filled in by Eflix
;;rj;t;;e§;¥DD)f§ B &aEe 0D BX—N WA/ | manufacture & 7= # 5| FH B0 %5 | applicability) 3 £ | Notified Body) L3R & ;j ;l
AEM | HERRA s P (kR 5% | (A SEHIGIRE) e A
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)
dangerous levels of energy from an energy and/or
substance source.
AR TG £ 08 2 1Y) 2 B R A R R R SR R A
N 2 f& 6 AL
12. | The function of the controls and indicators must be
9 clearly specified on the devices
fRoRdR A L . TR D FE d B DLER . Non active medical
Where a device bears instructions required for its device, Not
operation or indicates operating or adjustment indicators and
parameters by means of a visual system, such NA control buttons
information must be understandable to the user and, handle JFG P ETT 7%
as appropriate, the patient. W, BB Te s
N R OEE AT R G R AR AR U, B TR G T8 TR
AAMESEMBE, WA G RRIE B LR AR
HOTEE, LENBEWRESHE.
13 Information supplied by the manufacturer
A PR RS B
Each device must be accompanied by the information
needed to use it safely and properly, taking account 08. 2Labeling (#3%%)
13. | of the training and knowledge of the potential A EN 1041:2008 08.3 Users manual,
1 users, and to identify the manufacturer. EN ISO 15223-1-2012 instruction for Use

5 8 B TR A I EIAT AR, USRI A
B ARl B PR 15 2, DA A IEmR I .

7 it i B A




Checklist according to annex I of the Medical Device
Directive (MDD)#% E£ 47 #% #k i & QDD) M & — K
B NI DN

A/
NA
EH/
ANEH

Standards, other directives
and other rules applied by
manufacture 4 7= # 5| H 1 A5
e

Documentation (test
reports, protocols
literature or reason
for no
applicability) 3 #F
P (AR, 2%
il SCHRBANE FH 2
i)

Requirements fulfilled
( to be filled in by
Notified Body) ZE3R i &
(HAEHIEE)

This information comprises the details on the label
and the data in the instructions for use.

XA SN A AR 25 w8 U B BAR U

As far as practicable and appropriate, the
information needed to use the device safely must be
set out on the device itself and/or on the packaging
for each unit or, where appropriate, on the sales
packaging. If individual packaging of each unit is
not practicable, the information must be set out in
the leaflet supplied with one or more devices.
MR PR TR 2L, FEdtk b FERRAS SRR ¢ b Bl e 4
025 AR N B 2 Al BT A E RS R . WRAS
AIREXT BRI e, U B — S S — e 2
A S DT .

Instructions for use must be included in the
packaging for every device. By way of exception, no
such instruction leaflet is needed for devices in
Class I or Class Ila if they can be used completely
safely without any such instructions

BRSSO e rh S B S P B, (B T KB TTa R4
W AERANTE EAE A U T BLz e, TRAERSL.

13.

Where appropriate, this information should take the

form of symbols. Any symbol or identification colour

EN 1041:2008
EN IS0 15223-1-2012

08. 2Labeling (F52%)

08.3 Users manual,
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used must conform to the harmonised standards. In instruction for Use
areas for which no standards exist, the symbols and e B
colours must be described in the documentation
supplied with the device
AR 75 2 N E A b 3 U W RS . e i b
B ECH I B B R G RO L R AR P i bR vt o a0 SRR St
—ARAE, AR SRR B S0 ZRAE E bk I T A B R
i B
13. | The label must bear the following particulars:
3 AR LA T BN
a) the name or trade name and address of the
manufacturer. For devices imported into the
Community, in view of their distribution in the
Community, the label, or the outer packaging, or
instructions for use, shall contain in addition the 08. 2Labeling (F52%)
name and address of the authorised representative A EN 1041:2008 08.3 Users manual,

where the manufacturer does not have a registered
place of business in the Community;

(a) A2 7738 B A4 PR B it 44 DA S L . O 1 FERRH IR R 44
WRAT, QR Z AR I N B EN 4, W EE
RS PR < AN AN A U5 B N 53 A B S BUA R 1Y
AR AL

b) the details strictly necessary to identify the

device and the contents of the packaging especially

EN IS0 15223-1-2012

instruction for Use

7 it A




Documentation (test

reports, protocols

) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled
Checklist according to annex I of the Medical Device A i oth ] Lied by | ¢ ( to be filled in b
. . and other rules applied by | for no o be filled in by
Directive (MDD)% [ J7 # # 8 & (MDD Fff 5% — [ N N N
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- AEH | #E HE TR EE P (MR, 2% | (HASEPIES)
i, SCHREAN & H H
)

for the users;

(b) A HH 2 R s A 1 i e A A L TR B

c) where appropriate, the word ”“STERILE”;

(c) WL, VEW] “COKBE” FHE;

d) where appropriate, the batch code, preceded by
the word “LOT”, or the serial number;

(d) WEER, VEUHLSERYS, #5EL “LoT” T:k:
e) where appropriate, an indication of the date by
which the device should be wused, in safety,
expressed as the year and month;

e) LBy, VEWIE IR, DR RIR.
f) where appropriate, an indication that the device
is for single use. A manufacturer’ s indication of
single use must be consistent across the Community;
£) R, VEYISUR TR A IR
A ZAE BR AR N 4 — .

g) if the device is custom made, the words “custom
made device”;

g) WIRJE T EMEAM, U CEMESRIRT TR

h) if the device 1is intended for clinical
investigations, the words “exclusively for clinical
investigations”;

h) R Tl R B RS 0 T L 1T Tl AR
THE
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i) any special storage and/or handling conditions;
1) FRRGE A A PR
j) any special operating instructions;
3 REERERAE U
k) any warnings and/or precautions to take;
k) EEFI
1) year of manufacture of active devices other than
those covered by e). This indication may be
included in the batch or serial number;
D) #WAAE~H, A () BpTS, HaLaE7E
SEHRYSN.
m) where applicable, method of sterilisation.
m) DEE, VR K T
n) in the case of a device within the meaning of
Article 1(4a), an indication that the device
contains a human blood derivative.”
n) A AR — 1 (da) 25K, VWSS AN L
Ty
13. If the intended purpose of the device is not obvio?s 08. 2Labeling (hi%)
4 to the user, the manufacturer must clearly state it
EN 1041:2008 08.3 Users manual,
on the label and in the instructions for use. A

U0 AR A2 X A IR TUE DI BEAS 1M, 2B 7 3 AEARZE AN
B U] R I LU

EN IS0 15223-1-2012

instruction for Use

77 it
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13. Wherever reasonable and practicable, the devices
5 and detachable components must be identified, where
appropriate in terms of batches, to allow all
appropriate action to detect any potential risk
) NA No detachable parts
posed by the devices and detachable components
AR BBORT ] R EI A AU ARG, A SRR EE, W DR
B OT VRN A A A A A0 LA, HERSR
58578
13. | Where appropriate, the instructions for use must
6 contain the following particulars:
A, AU AR L A5 AT Ui -
a) the details referred to in 13.3, with the
exception of d) and e)
a) A 13. 3 KT HEER (d) A (e) TULASMI 5 T Y 25 5
b) the performances referred to in section 3 and any 08. 2Labeling (#3%%)
undesirable side effects; A EN 1041:2008 08.3 Users manual

b) AR 3 AR 1 M RE A AT RE AT R A EIEH -

c) if the device must be installed with or connected
to other medical devices or equipment in order to
operate as required for its intended purpose
sufficient details of 1its characteristics to
identify the correct devices or equipment to use in

order to obtain a safe combination;

¢) AR IR T AR o R A B R A

EN IS0 15223-1-2012

instruction for Use

7 UL




Documentation (test

reports, protocols

) ) ) ) A/ Standards, other directives | literature or reason | Requirements fulfilled
Checklist according to annex I of the Medical Device A i oth ] Lied by | ¢ ( to be filled in b
. . and other rules applied by | for no o be filled in by
Directive (MDD)% [ J7 # # 8 & (MDD Fff 5% — [ o N N
" ;; g;ejq X &M/ | manufacture A4 7= % 5] H 4% | applicability) 3 #F | Notified Body) Z23K i 2
- AEH | #E HE TR EE P (MR, 2% | (HASEPIES)
i, SCHREAN & H H
)

8 24 5 WY TC 5 P 0 o B o5 DR, DA EBCAS T3
1T RE .

d) all the information needed to verify whether the
device 1is properly installed and can operate
correctly and safely, plus details of the nature and
frequency of the maintenance and calibration needed
to ensure that the devices operate properly and
safely at all times;

d) HEE e & IEm 23T R HORE R, PRIE#E
Wiy Al DA S R o 5 BT 0 20 P e AR F b
HHUR, ORUESIRICIIHER, . 2.

e) where appropriate, information to avoid certain
risks in connection with implantation of the device;
e) XTEANMRIZI, R TEE, NP, 8
Gt IR N A 38 CRE A B

f) information regarding the risks of reciprocal
interference posed by the presence of the device
during specific investigations or treatment;

£)  FEHATRRRAS A ANGST R AR, S A A B
LI e U

g) the necessary instructions in the event of damage
to the sterile packaging and, where appropriate

details of appropriate methods of re-sterilisation

g)  WUIKEARIAINE, ST B, kel
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Directive (MDD)#% E£ 47 #% #k i & QDD) M & — K
B NI DN

A/
NA
EH/
ANEH

Standards, other directives
and other rules applied by
manufacture 4 7= # 5| H 1 A5
e, HE 4R R

Documentation (test
reports, protocols

literature or reason
for no
applicability) 3 #¥
P (AR, 2%
il SCHRBANE FH 2
i)

Requirements fulfilled
( to be filled in by
Notified Body) ZE3R i &
(HAEHIEE)

ANV R D O S R

h) if the device is reusable, information on the
appropriate processes to allow reuse, including
cleaning, disinfection, packaging and, where
appropriate, the method of sterilization of he
device to be resterilized, and any restriction on
the number if reuses

Where devices are supplied with the intention that
they be sterilized before use, the instructions for
cleaning and sterilization must be such that, if
correctly followed, the device will still comply
with the requirements in Section I).

If the device bears an indication that the device
is for single wuse, information on known
characteristics and technical factors known to the
manufacturer that could pose a risk if the device
were to be re-used. If in accordance with Section
13.1 no instructions for use are needed, the
information must be made available to the user upon
request;

h)  ATEEAEH AR, NS HER A T, AR
HHEL BiAE g G DR 75 S0 1 1 Rt AT K T
7598, AT B R A

TP SR TR A A P TR, VR A T B0 P 5 B
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B NI DN

A/
NA
EH/
ANEH

Standards, other directives
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manufacture 4 7= # 5| H 1 A5
e
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applicability) 3 #¥
P (AR, 2%
il SCHRBANE FH 2
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Requirements fulfilled
( to be filled in by
Notified Body) ZE3R i &
(HAEHIEE)

B ARIEMRIE Y, SR A5 1R B Ek .
AR AR AT 7 — R AR R, A E TR T
BV YW Es T NS &2 R O e RN i R
Bo BnRA% 13,1 57 BIRUE AT E A w15, WHEE
WAZB LA I BRI R

i) details of any further treatment or handling
needed before the device can be used (for example,
sterilisation, final assembly, etc.)

1) ASBAE AT AT AT A0, WK B R AR
j) in the case of devices emitting radiation for
medical purpose, details of the nature, type
intensity and distribution of this radiation

3 RIS IR TT B AR, 0 20U TR 2R AR L SR
AL BRI A

The instruction for use must also include details,
allowing the medical staff to brief the patient on
any contra—indications and any precautions to be
taken. These details should cover in particular:
3 U B S 0 AU B, AR B S, BRI N B
AT ST SR U DA S R, AR AL

k) precautions to be taken in the event of changes
in the performance of the device;

ko) gk A A AR A IR OV R

1) precautions to be taken as regards exposure, in

NA

NA

NA

EN ISO 15223-1-2012
EN 1041:2008

08. 2Labeling (#3%%)
08.3 Users manual,

instruction for Use

7 it i B A
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reasonably foreseeable environmental conditions

tomagnetic fields, external electrical influences,

electrostatic discharge, pressure or variations in | NA

pressure, acceleration, thermal ignition sources

etc. ;

1) fER FLRIAE 3RS S, FERIS . Sh SRR, EF A

S RAECLICR AR R A IEEE . #1455

PERITR, 2R A 7 e S NA

m) adequate information regarding the medicinal

product or products which the device in question is

designed to administer, including any limitations | NA

in the choice of substances to be delivered;

m) SN2 VR B AR BN A 24 B e R T RE .

B NA

n) precautions to be taken against any special,

unusual risks related to the disposal of the device;

n) Kb B IR 5 1 BRI L A XU FR 3 R T A EN IS0 15223-1-2012

o) medicinal substances, or human blood derivatives
incorporated into the device as an integral part in
accordance with Section 7. 4;

o) YL HIEE 7. 4 FKIT R Al ds bl ah & — A B B2 259 5 B
N\ HIL A i 5

p) degree of accuracy claimed for devices with a

measuring function.

EN 1041:2008

08. 2Labeling (#3%%)
08.3 Users manual,

instruction for Use

7 it B A
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p) EA ML) B 25 S 1 B AR RS B
q) date of issue or the latest revision of the

instructions for use.

q) IS SRR ARCA BT H 3
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8.1 HHJ Purpose

R4 MDD93/42/EEC A1 EN IS0 14971:2012 fIEER 73 M1 fil W W o] BEAFAE (0 f& 35 AXURS:, IR
X % TR, SR AR A Jt F 2 VAL Ja T i e, AT PRAIE ™ it A7 ) S T AR XU B FG 38 T A2 32
RSB, JF2e4. AR .
According to the directive MDD93/42/EEC and EN 1S014971:2012, analysis the heat pads
possibility hazards and risk, meanwhile take measures to low the the risks and make
assessment report, which ensure the hazards and risks be controlled and acceptable to

launch into the market.

8.2 EFRUES /4 Applicable standards and documents
a) 1S014971:2012 (P=Jr &t B B —20 — &R 70 XU A AR HTD
1S014971:2012 {Medical Device Risks Management-Part 1:Risk analysis application)

b) KANGDI/QP-9.0-01 { X[ & FHFRF)
KANGDI/QP-9.0-01 {Risks Management Procedure)
8.3 25 AR Relevant People

Goyae NI S D DL &5 RS M NG NS
8.4 FZHfE4 Product Instruction

Heat Pads are designed to provide immediate heat to help promote therapeutic healing.
These portable Heat Pads can be used anytime, anywhere and eliminate the need for electrical
heating products.

Heat Pads is the easiest activating Hot Packs available in the market.

8.5 ffF/7¥ Use Instruction
RABREZAMERAEMTRKEERER, SR EREETREKLE.
Tear the bags and the heat pads heating air-activated, adhesive the heat pads in the

underwear, the panaheat pad can be directly adhesive on the skin.

8.6 MKW HEAA & Product Usage
EHT R YY, RS,
For heating pain therapy, body warmer etc.

8.7 {7 Storage
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Store at room temperature. Keep away from open flame and extreme temperature

conditions. Protect from freezing.

8.8 The scope of risk management

8.8.1 Scope of coverage of devices and accessories:

The plan applies to the entire life cycle of the Hot Packs, Taking risk analysis, risk

evaluation, risk control and gather the information in risk management.
8. 8.2 Scope of risk management of medical equipment life cycle stages:
The implementation of the product

The delivery of products

Disposal after the delivery of the products
Disposal of The product scrap (the failure)
8. 8. 3 Arrangement for risk management activity

(1D,
(2),
(3
(4,

Phase

Main job description

Responsibilities and Authorities

Requirements on Risk Management

Activity Review

Output document

Initial

development

1. Identify characteristics related
to safety;

2. Identify hazards;

3. Estimate the risk(s) of each
hazardous situation;

4. Risk evaluation.

5. Draft the risk control measures

plan.

1. Project manager shall organize
the implement of activities in this
phase;

2. Members of risk management
shall be in charge of the job content

review.

Project manager shall daft the “risk
assessment report ” and organize
the review of “risk assessment

report”.

1. Risk

assessment report.

Prototype phase

1. Verify the implement of risk
control measures plan;

2. Assess the residual risk.

1. Project manager shall organize
the implement of activities in this
phase;

2. Members of risk management
shall be in charge of job content

review.

Project manager shall draft “report
of risk control measures verification
and residual risk assessment”, and
organize review of the report;
Members of risk management shall
review the risk management

activities in the former phase.

1. Report of risk
control measures
verification and
residual risk

assessment report

Design
verification and

validation

1. Form the risk management

report.

1. Project manager shall organize
the implement of activities in this
phase;

2. Members of risk management
shall be in charge of job content

review

Members of risk management shall
review the risk management

activities in former phase.

1. Risk

management report

Design change

1. Identify hazards related to
design change.

2. Evaluate risk(s) in hazardous

1. Project manager shall organize
the implement of activities in this

phase.

Project manager shall draft “report
of risk management in design

change”, and organize the review of

1. Report of risk
management in

design change;
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change.

5.

situation which result from design

3. Assess risk(s) in design change.
4. Draft the plan of risk control

measures for design change.

review

2. Members of risk management

shall be in charge of job content

this report.

2. Report of risk
control measures
verification and
residual risk
assessment in

design change.

In

manufacturing

and after | 1.

Focus on whether accord with 1.
the requirement of regulations and
standards, and related production

meets the requirements

Technology&quality Dept. and | 1.
Resource development
collect information about
in regulation;

2. Manufacture Dept. and
Technology&quality Dept. shall
collect abnormal information in
manufacturing and identify and

control the hazard.

Dept shall

change measures

Pay attention to the 1.

effectiveness of risk control

report of risk
assessment in and
after
manufacturing.
report of risk
control measures
verification and
residual risk
assessment in and

after

manufacturing.
8.8.4 Team Members and their responsibilities
Department or
Name Duties and responsibilities Risk position
Position
Responsible for risk
Wang Zhili President mana_gement organlzgtlpn, Team leader
coordination and audit risk
management file
Responsible for risk
Li Ming Technology&quali gnaly5|s, forrnulatloln and Team members
ty Dept. Manager | implementation of risk
control measures.
Be responsible for the
Production implementation of risk
Zhang Jun department control measures and Team members
Manager information collection in
production.
Purchasing&Sale Responsible for risk before
Xie Lu s department product!on and after Team members
production products market
Manager information collection.
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8.9 X HITEfh+rdE Risk Assessment Standard

KAEJLZE TEHEFEE Severity Grades
occurrence 1) n] 2L -
o 2) —f% general | 3) “H severe |4) KM disaster
Probability disregard
6) S often * N/ACC N/ACC N/ACC
5 ) B A g
% * N/ACC N/ACC
possible
4 ) fE R
. % * * N/ACC
occasional
3) 1R/ seldom ACC ACC * %
2) KA fE
ACC ACC * *
unlikelihood
1) X ULE 5
ACC ACC ACC ACC
unbelievable
8.10 XP&ZEZ il Risk Grades Instruction
K252 Risk Grades Ui BH Tnstruction
N/ACC An]EZ XS Unacceptable risks
* SEHUR AT BEAG B & HE /KT achieve a reasonable lowest level
ACC R aEHZ P X %: acceptable risks

8. 11 R #rERIN “RNEEHEEF” M 1. Risk Analysis type please find attachment 1

of “Risk Management Procedure”
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Risk Analysis Report
NSIEF T AZAS TH IR S A TR A F]
COMPANY NAME: HENAN HEXIN HENGDA INDUSTRIAL. CO., LTD.
AT L Add:East Lake Hengda Industrial park Shihe District 464000

Xinyang City,Henan China

= s I s
PRODUCT : Heat Pads
A = 10cm x 20cm. 10cm x 13cm. 9.5cmx13cm. 10cm x 8cm.
MODEL :
10cm x 7cm. 7cm x 9cm, 9.2cmx5.5cm
i) %
) o
Accessories:
PR 1
EN ISO 14971:2012
PROCEDURE :
BT AT A XU ER O 28 8 1A o 78 REUE 24 1 35 it DA PR AR IX d
K2 S, ST 7= S T B S R AR g b, 8 Fh &5 20 i XU 2 ]
PABEZ I
S W All risks associated with the identified hazards have been
RESULT: evaluated. After appropriate measures to reduce these

risks have been taken, the overall level of risk of the
product 1is acceptable with regard to the intended
application and use of the application.




Henan Hexin Hengda Industrial Co., Ltd.
Add: East Lake Hengda Industrial park Shihe District 464000 Xinyang City,Henan China

Tel: +86-371-60222092

Fax: +86-371-60222092

Website: www.sunle.cn

Technical File(H A W #Y)

Version(fix 5): A/0

Number(%:=): CE-01-08

RSk Risk Analysis Report

Chapter(%): 08

RFE AR 5E TR 5 B

Pages(1): 6
Compiled by: Li Ming " _
(Name/Title/Dept.) | Quality Assurance H 3 Date: 2015.11.25
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Approved by: Wang Zhili " ]
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(acc. to EN ISO 14971:2012)

Identification of qualitative and quantitative characteristics (acc. to EN ISO 14971:2012)

used with , or are in contact with, the

medical device?

B 22 4 P PR AE TS 2
F5 Lists to identify medical device REIEH 2
Item | characteristics that could inpact on Characteristics judgment
safety
1 frae UG/ B H AER BT | | A 8RS E SR 2R
M ? What is the intend use and how is = Supply patient body warmer and thermal
the medical device to be used? e therapy
2 BT S e 1 HUW A AN ? .
@
Is the medical device intended to be
implanted? "
3 B2 7 2% bk o 75 T003U) P A Al N B
fii? Ts the medical device intended to be | &
in contact with the patient or other | no
persons?
4 FEBR ST a8 B B 5 TR R AN / B 0 B
SHILFEMEM . 85 7 ad i fin ?
What materials or components are | & | &¥. ®WA¥. EHER. &
utilized in the medical device or are | yes | Iron powder, vermiculite, activated carbon, salt
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B0 22 A P P RFAE TS 2
F5 Lists to identify medical device HEHEH B
Item | characteristics that could inpact on Characteristics judgment
safety
5 M A REES T B BN S B O
Is energy delivered to or extracted from )
the patient? yes | Supply heating
6 PO/ R WA L G .
B ? Are substances delivered to or .
extracted from the patient? "
7 F 1 HH BRI AR AL B A b BHR T A
A ? Are biological materials processed | 7
by medical device for subsequent reuse, no
transfusion or transplantation?
8 =7 A8 W 15 DA TG 1 7 3 A3 ot % ey
JUKEE, B HARGE YR 7 iR K ?
Ts the medical devices supplied sterile | &
or intended to be sterilized by the | no
user,or are other microbiological
controls applicable?
9 (=7 # WE 15 TUYT Hh P 26473 RIS i AN
VWE:? Is the medical device intended to | &
be routinely cleaned and disinfected | no
by the user?
10 BT S 15 UM i JE o A5 2 -
Is the medical device intended to modify a
the patient environment? "
11 EEHATIE? Are measurements taken? | 1§
no
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F5 Lists to identify medical device HEHEH B
Item | characteristics that could inpact on Characteristics judgment
safety
12 BEyr ax 2 B AT T AL BE? Ts the | &
medical device interpretative? no
BT ds e 6 BUNA B 25 sl By Bk |
Bt & f# A 2 It the medical device a
13 intended for use in conjunction with
other medical devices,medicines or o
other medical technologies?
e n A A BN R U ? -
14 | Are there unwanted outputs of energy or a
substances? "
P27 s A 753 R0 PRI S e Rk ? -
15 Is the medical device susceptible to a
environmental influences? "
I S 7 R R 8 2 ~
16 | Does the medical device influence the a
environment? "
(=TT B8 15 7 BE AT 8 ft AT B A 2
Are there essential consumables or | 7
i accessories associated with the medical | no
device?
R T TR ? B
18 | Is maintenance or calibration :
necessary? "
B 77 L 5 AR 2 N
19 | Does the medical device contain .
software? "
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F5 Lists to identify medical device HEHEH B
Item | characteristics that could inpact on Characteristics judgment
safety
BT S 15 il 7777 iy PR A 2 L | BB
20 | Does the medical device have a = See user manual
restricted shelf-life? e
RN/ RN EL? B |
| EEEEANLT R BB )
Are there any delayed or long—term use
effects? "
=TT 8RR S AR R AL D 2 -
&
22 | To what mechanical forces will the
medical device be subjected? "
Fett A g BRI AR ) A3 i L | BRRNG
23 | What determines the lifetime of the = The lifetime of the packing bag
medical device? e
=TT 5 R 15 U — IR A8 2 L | AU
24 | Is the medical device intended for = See user manual
single use? ves
=77 4% e 15 5 22 4 R s AT Ak
#? 75
25
Is sate decommissioning or disposable | no
of the medical device necessary?
BT % il ) 2 2B B Aol P 2 75 R T S
JII ? Does installation or use of the | %
20 medical device require special training | no
or special skills?
- e nHmEETERIAFHELRE? | &
Will new manufacturing processes need | no
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B0 22 A P P RFAE TS 2
F5 Lists to identify medical device HEHEH B
Item | characteristics that could inpact on Characteristics judgment
safety
to be established or introduced?
7 AR BRI TR A2 L[ AR R R R A B
28 | How will information for safe use be = Please see product directions and
provided? e cautions
7 B ) R DA, A8 15 R PR R B R T
NANREK, BlanfE &L 02 i
]
Is successful application of the
. medical device critically dependent on
human factors such as the wuser "
interface?
FH P 4 1 B B R AIE 2 15 7T e 5 B0 T -
=]
29.1 | % ?Can the wuser interface design
features contribute to use error? "
FEA A A S5, 2 2 RO T 2
B R? -
29.2 | Is the medical device used in an
environment where distractions can "
cause use error?
BT S tioe 15 A L A B A2 -
29. 3 | Does the medical device have connecting a
parts or accessories? "
By 8 R A R 12 i
=]
29.4 | Does the medical device have a control
interface? "
BEIT AR 15 R (5 B2 %
29 Does the medical device display | no
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B0 22 A P P RFAE TS 2
F5 Lists to identify medical device HEHEH B
Item | characteristics that could inpact on Characteristics judgment
safety
information?
29.6 | ST HEBUZ S IS p N
&
Is the medical device controlled by a
menu? "
29.7 | YT AR S T A R R AR EA N -
&
Will the medical device be used by
persons with special needs? "
29.8 | PR A T REMEH P ITUR1T 30 -
&
Can the wuser interface be used to
initiate user actions? "
30 | By ARpOR A A AER RS2 -
&
Does the medical device use an alarm
system? "
31 TERTRS DL T SR m) AEe R | | ARSI IS O T SRR AN I
In what ways might the medical device = BT
deliberately misused? ves Label unclear, user manual unclear
32 BT a1 (RAF XS B AR T LR |
A
##? Does the medical device hold date
critical to patient care? "
33 =77 25 2 15 U I % s el (s 465 502 L | B
Is the medical device intended to be = Portable
mobile or portable? ves
34 BT S 4 TR T HAR A RE? B
Does the use of the medical device =
depend on essential performance? e
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No. | &5 Hard PR PP A AR £ iEBH Evidence | NH ALOR
Risk Evaluation Risk Reduction Measure
S8 General TR I W] RE IR 16 55 0 D | RL
Identify hazards
D2. Energy Hazards REEfGE
1 HAE Electricity ANiEH T HL P
Harm to patient or Recommendation that
2 % Cold 2 2 16 use towel to separate | JFHT B wn =
Hser the product and skin
3 | MW7 Mechanical force A& AEAT L
4 | BTN Tonizing radiation ANidE FH R BT
5  JEE THEST Non—ionizing radiation ANidE FH R BT
6 | HHi1% Electromagnetic fields ANIEH] R BT
7 A[EEhEMYE Moving parts AEH Y L
8  BVEW Suspended masses AiEH Y L
9 SRR BRR I Patient support | ANiEH Ak L™
device failure
10 & J) (& BE # %) Pressure(vessel | Ai&H A7 B
rupture)
11 A& Acoustic pressure ANiEH T HL P
12 #E5h Vibration AN H AR L7 i
13 | W% Magnetic fields(e.g. MRI) ANiEH T HL P
D3. Biological hazards £¥fEE
1 WAES Y Bio—contamination I H




Henan Hexin Hengda Industrial Co., Ltd.
Add: East Lake Hengda Industrial park Shihe District 464000 Xinyang City,Henan China
Tel: +86-371-60222092
Website: www.sunle.cn

Fax: +86-371-60222092

No. | 1.2 Hard PG AR IR DA 175 ft 1IFAH Evidence | NH ALOR
Risk Evaluation Risk Reduction Measure
S8 General TR I W] RE I 16 55 S 0 D | RL
Identify hazards
2 | AYIAFE Bio—incompatibility Tncoming material
/ 4 5 0 16 i?spectio? N X B
Biocompatibility
test report
3 OANIEHM B (tb2E 4 ) Incorrect Incoming material | Company test
formulation(chemical composition) Product us§1ess o 6 2 2 24 | inspection, process | report and yn =
harm to patient
control record
4 FHM Toxicity .
5 | RN allergenicity T
6 | BN mutagenicity I
7 | UM oncogenicity I
8 | WM teratogenicity I
9 | #JEME Carcinogenicity I
10  F B 4%, A Y & Y Re-and/or ¥
cross—infection
Incoming material
11 3 pyrogenicity A HE inspection, process
control
12 A fig IR #F DL % 4 Inability to | &
mCaintain hygienic safety
13 P¥fi# Degradation o
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No. | &5 Hard PR PP A PRAR A s it iEBH Evidence | NH ALOR
Risk Evaluation Risk Reduction Measure
S8 General TR I W] RE I 16 55 S 0 0 | m
Identify hazards
D4. Environmental hazards and contributory factors FIBEBERLREEEER
1 HH#i3% electromagnetic fields T
2 AREK B EEA HIEM Inadequate | T©
supply of power or coolant
3 XTI AU Susceptibility to | TG
electromagnetic interference
4 W W M K W Emissions of | G
electromagnetic interference
5 AFEAMBEERM Inadequate supply | &
of power
6 AFERRIEIRML inadequate supply of | &
coolant
T AEAF B R B RE I AR IR bR S5 1 Patient therapy | 5 2 2 20 | Inform wusers  the | Instruction ¥ &
Storage or operation outside | effectiveness will be correct use method for use
prescribed environmental conditions | reduced
8 LHHEBMWAME Incompatibility | o
with other devices
9 = 4 W Ml W f& F  Accidental | &
mechanical damage
10 K7W M/ e Emis |k
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&% Hard

XS PP A

Risk Evaluation

IRA RS 35 J

Risk Reduction Measure

{IEBH Evidence

NH

ALOR

H18 General

TEGH UL IA W] BE Y fa
Identify hazards

0 D

RL

Contamination due to waste products

and /or device disposal

D5.

1SW=N

Hazards resulting from incorrect output of energy and substances ANIEFKIEEE

AN e A e

1  HfEelectricity .
2  FE4} radiation .
3 | &&E volume N
4 JE /7 pressure TG
5 BEJT M B supply of medical | &
gases
6 @ BREEF LM supply of anaesthetic | TG
agents
D6. Hazards related to the use of the device and contributory factors {# 2R GELILERER
1 AEHPIFREZE Inadequate labeling A BER A fif A7 . WS 2 2 2 8 | Mg IR BRI R | MRS EIE | & &
fEH it dr & Strict | f5
accordance with the | F=5hit 3
requirements of the
EU directive designed
label
2 A E 3 B H F M Inadequate | Wrong use 2 2 20 Customer feedback | Instruction T =
operating instructions Ul: collection for use

» BRI YEANIE 2 inadequate

specification of accessories
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162 Hard

PR AE

Risk Evaluation

JARA RS 35 it

Risk Reduction Measure

{IEBH Evidence

NH

ALOR

H18 General

TEGH UL IA W] BE Y fa
Identify hazards

S 0 D

RL

o Tl A E I VEAE 2 inadequate
specification of pre-use checks

= AR I TR A
over—complicated operating
instructions

» RS FYEAEITEAIE Y inadequate
specification of service and

maintenance

ML R ZFHI KN Use by

unskilled/untrained personnel

o

G HE PR LA 1R A Reasonably

foreseeable misuse

15 Scald

FE7= i B 5 5 B A
F 771 Stated on the
product use

instructions

A7 5 1 R AE O 5 Insufficient
warning of side effects

x

ANFR S B — A A R A S
" Bt f& #& Inadequate warning of
hazards likely with re-use of single

use devices

%A #&E No heat

12

77 i U 45

AN TE AR & A B 7 1 & Incorrect
measurement and other metrological

aspects




Henan Hexin Hengda Industrial Co., Ltd.

Add: East Lake Hengda Industrial park Shihe District 464000 Xinyang City,Henan China
Tel: +86-371-60222092

Website: www.sunle.cn

Fax: +86-371-60222092

No. | 1.2 Hard PG AR IR DA 175 ft 1IFAH Evidence | NH ALOR
Risk Evaluation Risk Reduction Measure
S8 General TR I W] RE I 16 55 0 D | RL
Identify hazards
8 HiHFM/ A/ ERMAMEE| L
Incompatibility with
consumables/accessories/other
devices
9 | 41, #iff sharp edges or points ¥
C7. Inappropriate, inadequate or over—complicated user interface (man/machine communication) ANIEM. ARASBETEXRMAFLANE (
/HLAEH)
1 EHRECH M SR Mistakes and judgement | 76
errors
2 HE & M\ & K R B IR Lapses and | 7§
cognitive recall errors
3 WEBMBEZ CRHESEPR) Slips and | G
blunders (mental or physical)
4 d e U FEP4E Violation or T
abbreviation of instructions
procedures, etc.,
5 B IREURE M IE 6 R 4 Complex or y
confusing control system
6 B M ECAE TR IT & ROIR & T
Ambiguous or unclear device state
7 WE R BTG S A BN T i
¥ 75 Ambiguous or unclear
presentation of settings
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16,3 Hard

MUV

Risk Evaluation

JARA RS 35 it

Risk Reduction Measure

{IEBH Evidence

NH

ALOR

H18 General

TEGH UL IA W] BE Y fa
Identify hazards

0 D

RL

measurements or other information

ZE B R B2 B 78 Mispresentation of

results

¥

AL T o B vt (AN 78 79 Insufficient
visibility, audibility or tactility

¥

10

FEEH B RORESE R RN E A
7 Poor mapping of controls to action,
or of displayed information to actual

state

11

S5 e & A b, Ak B G Rk A
Controversial modes or mappings as

compared to existing equipment

Hazards arising from functional fa

ilure, maintenance and ageing IhEETEAERL, &P, BRI BENERRE R

BEOR M B HE Fr it Erroneous

transfer

data

¥

ey (BFEEE G IR & E AR A
JB) NEARSEA R BB Z Lack of , or
inadequate specification for

maintenance including inadequate
specification of post maintenance

functional checks

¥

ANEHRI4EP Inadequate maintenance

R PLE B8 AT A 1 AR HE Lack of

e oAl
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16,3 Hard

MUV

Risk Evaluation

JARA RS 35 it

Risk Reduction Measure

{IEBH Evidence

NH

ALOR

H18 General

TEGH UL IA W] BE Y fa
Identify hazards

0 D

RL

adequate determination of end of

device life

s # R/ WM 5 B Loss of

electrical / mechanical integrity

¥

ANIE 24 1 AL %E (g Ge AT/ B3 B A IR
Inadequate packaging(contamination

and /or deterioration of the device )

Content leakage

20

A, 3¢ 2% 75 iy Bl Life
verify bags

Procedure,

Test report

Ao

HEMHSAEHEZMH re-use

and / or Improper re—use

FH T B 5240 FH A FH 3 i) T A (i
/SR BRI ZE L P RS AR
(e. g.
gradual occlusion of fluid/gas path,

Deterioration in function

or change in resistance to flow,
electrical conductivity) as a result

of repeated use.

B2.

Additional hazards to in vitro diagnostic medical devices #RFMZWIE T SR KBS GE

HER A ST L HERAIHE IR AN — B0
Batch inhomogeneity, batch—to—batch

inconsistency

x

L [E ) T P8 Al & Common interfering

factors

JEHARG N, Carry—over effects
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Ro. | & Hard IR Pl PRAE R it iIEBH Evidence | NH ALOR
Risk Evaluation Risk Reduction Measure
#8 General VEAR I ] A 0 s 5

S 0 D RL
Identify hazards

4 FEAKRRESR Specimen identification | &
errors
5 FEMERE (FEMEAT S b A, | e
Res i —IRFTHJ5) Stability problems
(in storage, in shipping, in use,

after first opening of the container)
6 SR, M KRN E| T
Problems related to taking,

preparation and stability of
speciments
T JRRFATIAE B EORMTE Inadequate | 6
specification of prerequisites
8  AEHMIRIFFTE) Inadequate test | G
characteristics
472515 B Post-production information
A7 G40 Post—production experience:

FEAAE BRI, FE ] AR B BE R BN R AR B b, TR R RIS R DA R S A s R
PRI
MG B TR A I PP Review of risk management experience:

PR dh ERE A= il SRS AR IR XU
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Potenti
Potential al Rulens Risk estimation and risk evaluation Residual Risk Assessment
. Cause(s)/ Risk Reduction .
NO. | Failure | Effect( I o Evidence
Mode s) of echanism(s) . Probabilit casure . Probabilit .
of Failure Severity . Severity Risk level
Failure y Risk level y
Incoming
Safety . . 1. Through qualify
inspection of raw
concer test , Conform to the
. materials based
H1 | Leaking n/Func | material preparation 2 3 ACC requirements 2 2 ACC
on,
tionalit :
KANGDI/WI-07-0 - Incoming
y 1 inspection report
1. Through qualify
test , Conform to
the requirements
Safety 2. DHR
1.Hourly process
concer | 1. Chemical in seals . 3. PM
) review
H2 | Leaking n/Func | 3. poor seal by 2 2 ACC record/Equipment 2 1 ACC
tionalit | b1oduction line 2.0?e‘rat0r point inspection
Training
y record

4. OQ/PQ report

5. Training record
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Safety
concer Instruction for use
H3 | Leaking n/Func Consumer abuse 2 1 ACC and symbol on Each pack label ACC
tionalit each pack
y
1. Through qualify
Pack too Strengthen the | test, Conform to
H4 Burn | Excessive chemicals 2 2 ACC 8 - ACC
hot control of mold the requirements
2. Mold inspection
1. Through Type
End user did not use SR
Instructions and test , Conform to
Pack too the pack according to .
HS5 Burn 2 1 ACC Warnings on each | the requirements ACC
hot Instructions and
Warni pack 2. Each pack label
arnings
3. Through qualif
PacknotF t' ttCiqty
uncti t th th es onform to
H6 | hot " | Not enough chemical 1 2 acc | Strengthen ¢ T ACC
onality control of mold the requirements
enough
4. Mold inspection
1. End user did not use 1. Instructions 1. Through Type
Pack not Functi the pack according to and Warnings on | test, Conform to
uncti
H7 | hot lit Instructions and 1 1 ACC each pack the requirements ACC
onali
enough y Warnings 2. Expiry date on 2. Each pack label
2. Excess expiry date each pack
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1.Inspection of

bags to strengthen

Pre-activ | Functi i i
HS | Leakage of inner bag 1 3 Acc | 2-Verification of DHR 1 2 ACC
ation onality the bag
3.Production
process checks
1, Through qualif
Production ’ g1 y
. test , Conform to
Hard to | Functi process checks
H9 ) . Hard to break 1 2 ACC the requirements 1 1 ACC
activate onality every hour 2 DHR

All the remaining risk evaluation: take measures to reduce the risks, the risk of harm has been

reduced to widely acceptable degree. At the same time to take measures to reduce risk, no new risk.

According the risk estimation table, the risk after control is described as following:

Frequency

Severity Grade
4 3 2 1
Catastrophic Fatal Medium Mild

Frequently

Sometimes




Henan Hexin Hengda Industrial Co., Ltd.
Add: East Lake Hengda Industrial park Shihe District 464000 Xinyang City,Henan China
Tel: +86-371-60222092 Fax: +86-371-60222092
Website: www.sunle.cn

Occasionally |4

Seldom 3

Very Seldom | 2

Rarely 1

Risk Level Acceptability (Abbreviation Code)
0~6
7~11 As low as reasonably practicable (ALARP)
12~24
Conclusion:

We can confirm that, take the action of reduce the risk, it can control the risk of the product, to get the requirement of

product safety use:

------ According to the intended use or plan and some reasonable finding misuse, confirm what’ s hazards will

------ In the design, try to use the action of limit and lower the risk of product use, to make the product meets the

requirement of safety.

—————— Conclusion: After the analysis and evaluation of the hazards, all the remaining risk is acceptable, this product is safe..
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Informations after sale

Design Quality Customer Recall Notice Adverse Maintenance | Legislation
changing | problems in the | complaints Event
production
process
Problem
description

Root cause
analysis

Corrective/Pr
eventive
Action:
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4il%iA]: Abbreviations used

RE RS Risk Evaluation

S JEEFEE Severity (9 - JEH ™ H very severe, 0 - ANJPH not severe)

0 KAEMR Occurrence (9 - 4% often, 0 - A KA never)

D Al & Detection
9 - [ RAERATTRE AP impossible to detect before risk occurs,
0 - HJRBEEER —EF K will be certainly detected before risk
occurs)

RL MG ZE; Risk Level = JZEE Severity X KAEMIZE Occurrence X A K
Detection 1-9: A ZBS IS, ANFHE—5 1730 neglectable risk, no
further actions;  9-24: HEEX, BN TIPEHE moderate: minimal risk,
preventive action recommended;  25-48: EEX [, FERTNTHE moderate
risk, preventive action required;  >48: R[GIEE KA RS risk is
usually not acceptable

RRM KGR D 5 Risk Reduction Measure

NH e K E New hazard generated (no/ yes — if yes, WIAR[#E%Z, HHfG
FEZHY then number of new hazard indicated)

ALOR KGR $:52 Acceptable Level of Risk
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BHAE 1 XU B B

1 Purpose HH)

This standard operating procedure establishes the process for effective risk assessment and risk
management for the company’s products. %37 2 RS AR L5 23 5177 b 1 XU & BE

2 Scope JiH

This procedure applies to all medical devices manufactured and distributed by Rapid Aid. A MU FE J
Bt £ 52 HE P A B A BT P

3 Procedure Jif2

Risk Analysis X 547

The Quality Manager, or designate, identifies and documents the intended use or purpose of the medical device.
Jii 22 B AR E N U E TR B BT i ) 3

The Quality Manager, or designate, identifies and records any known or foreseeable hazards complete with an

estimate for each hazard.

Jo e 25 B B RE N B S I A AR LN AT TR 1 B DA RS T B VRAG

Risk Evaluation XU P4

Risk acceptability decisions are recorded by the Quality Manager or designate. Where risk reduction is necessary
it will be determined, justified and documented. Risk Evaluation is approved by the Quality Manager, or
designate. X[ H22 e A MBS BN RId TR, MR EFEAKE, wagdde, iy 5ids;
PR T-Aik 5T B 22 PR AR A A DAt

Risk Control X\ & 3

In the event methods are necessary to control risk, the Quality Manager, or designate, will analyze and document
options of control. Identified options are evaluated. K& BN AR I — &€ W75, JlEZS PR € A fat
EHITEBAT M VG S E .

If additional risk controls/reductions are necessary, identification and implementation of each risk control measure
is verified and documented. 41 5 75 R HUH A R XS & BE FEAIC TV, A0 7 iR T R B 510 5%

Risk management documentation ensures all risks are identified and assessed. All risk controls implemented are
verified and verification/validation is documented. S B B SO O T A BB A5 21 1 #IN 5 VP4l e U
EWINEMSEATRE T RE S5l

Overall residual risk is evaluated and documented.  H& () XU& PG 5t 5% .

The Quality Manager, or designate, completes the Risk Management Report and retains it as a
permanent record in the Medical Device technical and/or design file.5i &% FLEi 45 & A 72 2% 5 XS &
PR A IR N ST P S BOR BB K AARAT o

Post- production risk assessment is monitored through customer complaints, industry or customer
feedback, non-conformances and other applicable Quality Systems. If a re-assessment is
determined necessary, the Risk Management process will be repeated.ifiit % ' #%f, 1TI\ER ' R
W, AN it R A B 5T B A 2R R M 42 J 2B XU Al o
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NOTE: Persons performing risk management tasks shall have the knowledge and experience
appropriate to the tasks assigned to them. This will include, where appropriate, knowledge and
experience of the particular medical device, its intended use and technologies involved or risk
management techniques. JERE: 5T MR E BAESS N SUB AR RN I FIR S22 ;. R EFE R
BRy7 7 R AR . S HE B R

4 Documentation 34
ISO 14791:2007 Medical Devices — Application of risk management to medical devices 77 7= -

I o FH PR XU 3
Failure Modes and Effects Analysis (FMEA)L &t 0 56 20534
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brERS
Standards No.

PRt S A4 PR
In English Description

PifE o SCAA R

In Chinese Description

QB/HENGDA-001-201
2

Heat pads Company Standards

IR U 7 it A b o 7

EN ISO 15223-1-2012

Medical devices — Symbols to be used
with medical device labels, labelling and

information to be supplied

VURE o A e VR o TN (RN
RS EPSYIER RSN LS R

EN ISO 13485:2012

Medical devices - Quality management
systems - Requirements for regulatory
purposes (ISO 13485:2012)

EN ISO 13485:2012/AC:2012

By7 4% R AR R B EIR

EN ISO 14155-1:2011

Clinical investigation of medical devices
for human subjects - Part 1: General
requirements (ISO 14155-1:2003)

PAN A B R B2 9T il (A i PR U - R
Tl RAAE

EN ISO 14971:2012

Medical devices - Application of risk
management to medical devices (ISO
14971:2012)

Ry a bl XU 2 R L

IEC62366

Medical

usability engineering to medical devices

devices - Application of

B2 7 2B~ R P A AR T BT s A )
H

I1SO10993-5:2009

Biological evaluation of medical devices

-- Part 5: Tests for in vitro cytotoxicity

B2y a1 AL A VR - SR S ER 0« AR A
2t B 1k 1

ISO 10993-10:2010

Biological evaluation of medical devices
-- Part 10: Tests for irritation and skin

sensitization

BoyT et AL V- - SR 1088 20
IR (R AT
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Il PR P4 1 S

Clinical assessment report

FRER AR BRI

Product name: Heat Pads

NEBRR: FAEEEEELIVERAF

Company name: Henan Hexin Industrial Co., Ltd.
4mil/Draft/ Date:

2 ¥/ Reviewed By/ Date:

##E/ Approved By/ Date:

1. IGIRPEAE4EA clinical assessment review

1. 1 GER PR bRdEAK S :basis of clinical evaluation standards
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218 MEDDEV. 2. 7. 1 B=J7 g8tk lm R LA 5 7

according to MEDDEV. 2. 7.1 medical devices clinical evaluation guideline

L 2GRV Y Bt clinical evaluation phase review
Il PR P B B 8 DA ke B I 0 HE AT I R VEAf -
In clinical evaluation phase, clinical evaluation is done according to the flowing chart

below :

i B 2
S =Ry
L R T P G ARE RH0
o h e /o > G
e « XHEVPA AR A
« W ik
SR T R
p
S iz 3
_BAMERELENE ISR 47
TBMLEATR + AR
S TR HRIERE S
A 4
ARG

T PR bR HE R ZER AT AN RETE 70 AL AT SRR AER
B 1: RSP R

figurel:flowing chart clinical evaluation
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Phasel Phase?
Identifying obtaining clinical

materials from the following : the
Document retrieval and/or clinical

experience and/or clinical

survey

Evaluate the applicability, and
contribution of every
clinical materials to prove the

effectiveness and security

Obtain new or ¢omplementary clinical materials

Phase3
all proves are enough to

prove that medical device

safety

Analysis of

materials:
can satisfy basic Weight of all materials
1 9 . .
requirements: Conclusion of effectiveness and

referential clinical

Producing clinical evaluation

report

1.3 IR VL EE 3k : source of clinical assessment data

MRHE MEDDEV. 2. 7. 1 BRJ7 &8l R VPO Fa e, A I R B ARIR AR, i PRPPAS K A7 = Fh i 42 -

According to MEDDEV. 2. 7. 1 medical devices clinical evaluation guideline, and the different sources

of clinical assessment data, clinical assessment CAN BE GOT through three paths.

1. 3. 1 RZ SCHR AL (L MEDDEV. 2. 7. 1 B&J7 28 MG R PN $6 75 6. 1) -

Data from literature( refer to MEDDEV. 2. 7.1 medical devices clinical evaluation guideline 6. 1)

lin: For example:

a)  ANIARIRFE BRI EFE T 4E: Accepted scientific publications including periodicals

and books.




Technical File(FiARICHY)  (part A)

File number:CE-01-10

Revision: A/0

Clinical Investigation (93/42/EEC MDD Annex 10) | Chapter: 10

IR IH#A (MDD 93/42/EEC B3+ Page code: 4/26
b)  H 4 B PR A e o sk A0 PR 3t R LA 1 3& B s well known public websites and other manufactures

c)

d)

e)

f)

g)

KRB AW H N BRI VE . Unpublished documents also be considered

B =07 e AT B ARSI IE IR S kS clinical survey report aimed at target devices by

third party

B e A X EE R 2R R A E PR R B i 45 clinical survey report targets equivalent

equipment by third party

=07 B AR A R FAE R 45 adverse report of target equipment by third party

=77 SE A ZE R 2 A B FAFER 1S adverse report of equivalent target equipment by third

party

1.3.1. 1 XXERRAITEE the scope of literature retrieval

PTG A, VERE M R SRS B SR

Literature covering safety, performance, adverse events and other information of productions

1.3. 1.2 R R I JTIE ways of literature retrieval

(i) XEvEEZHE: 2014405 A 10 H date of literature retrieval: May 10, 2014
(ii) XEFEZR AR : Xie BaoZhen member of literature retrieval:Xie BaoZhen
(1i1) MR YEE: i 20 FRFr=Mmma e, MR AN RFIHERE . B0k,

Period of literature retrieval: scientific literature about the safety, performance,

adverse events and other information of the products in the past 20 years.

(iv) TR SCERKYE: literature resource of materials
- [EZ SFDA Wik national website SFDA
~  JiJi B FE Wanfang database
- #EEHIEE vip database

- AEFEMHEERE (Fbin MAUDE, IRIS)data bank of adverse events (such as MAUDE,

IRIS)

- Z£[H FDA W3k American website FDA

- KPR 2R IRE . The safety test report of the products
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- PPRhE A SFDA R I ARS8 R B i R 136 i 7 clinical trial report issued by
clinical sites and approved by SFDA
(v) HRER RN : details of data bank retrieval
- WRREF: key words
T A BB EA R RORAG, MDA RN ImIK T N TR, FRKIE IR PR E
B XA 2 S B SCHR S BEAT WD ik
Notice: if the retrieval effect of the above key words are not well, “cooling or warmer
patch clinical” should be used as key words. In addition, the retrieved
literature should be screened according to clinical evaluation scope
- PRI B R4
Medium :computer network
(vi) GERMEFERRAE: AR SCHR A N &5 1 PR PPN VG A SR I BEAT R 2D i ik
Selection criteria of materials: screened preliminary according to the correlation of
literature contents and clinical evaluation scope
1.3. 1.3 G ZE % literature retrieval output
W 4.1-4.8 refer to 4.1-4.8
1.3.2 R 2 G K 4 % 1 % 4% C WL MEDDEV.2.7.1 & 97 #% M W& K ¥F #h 48 # 6.2 )
data from clinical experience ( refer to MEDDEV.2.7.1 medical devices clinical evaluation
guideline 6. 2)
fBltn:. for example:
HhGE R A BT e A Bk 2 posted-listed monitoring report completed by manufacturer
#13% S BCHITEMHT 9T registry investigation by manufacturer
il 3 7 58 T BB FE AT RE & A R A B K 2 e PE AT PE BE B ) cohort studies completed by
manufacturer (may include unpublished long—term data of safety and performance
NRFEMEYE (HFEEIRTEE YR ER) adverse events data(controlled by manufacturers or the
authorities)
FI b o B i T SR 2 2838 IS T o A 6 ) B8 i PRAH S QU 21 IE 5 T R 45 (el B kol

HL R
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Details of corrective measure in clinically relevant field(recall, advisory notice, risk warning)
1. 3.3 RZ IR A A (48 0L MEDDEV. 2. 7. 1 B&J7 2Bl PRIT AN 469 6. 3)
Data from clinical survey (refer to MEDDEV.2.7.1 medical devices clinical evaluation guideline
6.3)
A% 4 SO BIIRR A A (ENTSO14155 FRifEfIEE 1 3 F158 2 340D
Clinical survey started in the name of manufacturer(the first and second part of ENIS014155)
A SR rP Al 75 1 W PR O A e
Clinical survey data from scientific literature report
1. 3. 4 PR B {# FH 777 method of application of clinical data
(1) M ESIAIGEREIERZEY; enclosed with copies of clinical data quotation
(ii) #RMHEFELFE; materials election process
(1i1) P bR, AU 51 BERH A P J AR il PR IEAN BT
Enclosed with flowing chart and relevant table to illustrate how the cited materials be
assessed and be regarded as clinical evaluation materials.
1. 3. 4. 1 mAREHE & B M 1P suitability evaluation of clinical data
FETO0F P AU PP B A A SO R R M, R 1 R ARk C1 A 2R B B SO AT 420 1 B IR
Ao Preliminary Identify the retrieved documents through processl and table Cl, based on
literature retrieval agreement and draft evaluation to the products

It PR B4 & B PR A @ brdE standard of clinical data suitability
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BB WA
Suitability
standard

# iR description

SRR E classification
system

B B 2% B proper

equipment

A AN 1Y% TR e S L
materials produced from draft

evaluation of equipment?

OD1 SZPRr28ME actual
equipment

OID2 FHZE 25 equivalent
equipment

OD3 HAB S other equipment

A U AR RS 2 CEE A i

CIAL [EFFH & same function

environment (such as the state and
severity of the disease)s ?

T 2 i e kv ik, MH%E) does the equipment OIA2 204 H] minor
Proper application of | have the same function as difference
equipment expected ? OA3 R K ZE R great
difference
KAEK R 1 2B 3 BEACER T 2 N T
CELanaEss, MRS KRS (
WERFEFIRESMMEE) 5?2 Is
4 2 the collected patient group OP1 Eﬁf?}applicable
. represents the expected OIP2 #4riE H partly
Proper patient group . .
applicable group (such as | applicable
age, gender) and medical OP3 A[q] different

9 /B R
Selected report/data
clearing up

iy B BRMEL HE R (S BN EAT
b VI AR

does report or materials cover
enough information to do rational
and objective evaluation?

(JR1 & fi & high quality

OOR2 /D& #ff minor defects

COR3 {5 B AJE deficient
information

*1:

IR E G S BEMHER table 1 :decision table of clinical data suitability
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s R EE

p = NO L
LT EEE
ik e
R S

K 2 IR E & B R AR FE figure 2 identifying process of clinical data suitability

1. 3. 4. 2 R EAE STk F EFrdE: criterion of clinical data contribution
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B SR N SRR
data contribution # A description classification
principle system
G Rt R 2T 3 ? Is the research method OT1 /2 yes
type of data resources appropriate? OT2 75 no

et (R 45 SR S 1 7 il FR TR 4 g e 2
ok Rt 001 /2 yes
Does the result reflect the expected performance of
measure the result 002 75 no
the products?

A=Y TG i T2 Giit e a4

OS1 2 yes
Significance of | Have done statistics and analysis? Is the

0S2 75 no
statistics significance statistics and analysis appropriate?
Il R 7= X VEIT R E R W 82 1 B B B0 ? Are therapeutic OC1 & yes
clinical significance effect and clinical observation important? [JC2 &5 no

= 2. IRREHETTE R HEFRUE table 2: criterion of contribution rate of clinical data
2. e BB HEA description of equipment and expected function

2.1 P= L A FR Kl i& 7 name of products and manufacturer
PRI R BEME name of product : warmer pad
MG R Bl 25 PR A 5] manufacturer: Henan Kangdi Medical Devices com., 1td.
2. 2 P WL mechanism of hot compress
AU R B YK, BRI PR, fERGIEU B EEEERY, NARZHREA DML
A JFOF R LU 22 4 B (AL ZUE IR A HLRERG o, (R BE(@RRVK R . 9 FH 2 (BERfiFPBES2) “2ELE 2.
when do hot compress, skin capillary expand, blood circulation speed up .due to thermal
stimulus and energy penetration, cellular protein of human body surface disintegrate to produce
substances like histamine that are taken to other party of human body to enhance the nutrition—
regenerative mechanismof tissue, so that to improve human health. the above is quoted from “chapter

9 temperature therapy” of Fundamental Nursing
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R A SR e IRz U £ g 7 Ji BER A ) Jit vt n B A S SR, Ak 2 e i A AR
Operating theory of warmer pad: accelerate oxidization by using primary battery to transfer chemical
energy to heat energy

fi#% negative pole : Fe-2e-=Fe2+

1EA¥% positive pole: O2 + 2H20 + 4e-=40H-

1S B overall reaction: 2Fe + O2 + 2H20=2Fe(OH)2

4Fe(OH)2 + 2H20 + O2=4F¢(OH)3|2Fe(OH)3 ==== Fe203+3H20

PR KBRS T, R AR EAPRL B, B OR AL T 2 A IR

After large amounts of experiments, find out the proportion of best raw materials to ensure
the product in safe temperature when do hot compress
2.3 MM T 2 & technology background of equipment

N T RS AT RENE . AR RIS, AT A T R I IR A R K

AT L= IR NG BUR . T TR

PN A7 R NG AN TR EAE B A T RE &, WITAMR, [ RTEARMTROAEE R AR, EATIRE KRR T
Y, AT NIRRT, BT ] BURIEH MBI /EH] .

T3 B P AN TR EER S B AN B TR AT LU, XA AT DUB R AERE A B BOR B SE S, $RH AL
Yot s EC Y, SRS AR R T AR, KO s 1 R BEIAR I, ANE 5 AN SRR IR A B T K
AR BE R BRIl S T i AR E M, TR 1 IR e AT SR

TP IR G S L KRS, R AVKARRGTH 0™ i, AT DA B HOKAR (0 TU9 i

To improve the reliability, safety, portability, we produce disposable warmer pad to meet
requirements of customers.

Our warmer pads have the function of heating and heating therapy.

Our warmer pads do not rely on outside energy. after being taken out from the bags , they can
give out heat in any environment. This function improves the portability. when outside energies
are not available, advantages our warmer pads have more advantages.

As our warmer pad can give out heat without depending outside energy resources, a large amount
of experiments can be done in the phase of research and development to find out the best ratio
of ingredient. Produced under the best ratio, together with its characteristics, our warmer pad

has higher stability, therefore higher quality, safety,and reliability.
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Our warmer pad ,which is the upgraded product of hot-water bag, has higher portability than

hot-water bag and can reach the expected function of hot-water bag.
2.4 FEWU A FH % Expected function of equipment

" FHYT . BBEZE . It can be used to do thermal therapy and heating

— IR, AHRARETFESW, A5 ANEEREM (5BMRE/EHAD

JUH] 36 C-45CHEAT AL, Y RA — MM IR, BARERIT %, mEBEAERE S kR, RTHH
MEAFIRTT LIS % (A E) g w2058 NREAMMREE BE & Tk,

JUEH 36 C-45CHEAT AL, Y RA BRI RE.

It can be used to do thermal therapy and heating.

It is disposable and non-invasive medical device. Never put it directly to skin. (use it with
towel)

Hot compress under 36°C-45°C has thermal therapy. For using method, doctor can choose
according to specific need. For basic knowledge, please refer to “Chapter nine cooling or

»

thermal therapy ” of Fundamental Nursing (Chief editor:Shang Shaomei , Li Xiaohao People’ s
Medical Publishing Press)

Hot compress under 36°C—45°C has heating function.
2.5 PEMIAE R K 2Hl: structure and composition of equipment

PR NS, AME . L4 K . The product is composed of inside bag, outside bag and chemicals.
2.6 2R IE R RE A B statement of clinical performance of equipment

Rp I P B F AR P BRI B A B . BT Ih AL, 7 R G Dy 36°C-45°C .

We hereby declare that our warmer pads can be used to do heating and thermal therapy.It is
used in the rang of 36°C-45C.
2.7 2RI 22 A MEREE B safety statement of equipment

WAF ARG ARE B, FEMANE B TR, &&REN65C, UHEE, Bf
FIIR BEVE FEIAE 45°C 2N, MG, 7 i B I R A 22 4 A P IR YE N

Our warmer pad can’ t be directly out on the skin. It should be used wrapped up with towel. the

highest temperature of our product is 65°C. When wrapped up with towel, the temperature of the

towel is under 45°C. wrapped up with towel, the warmer pad can work under safe temperature range.
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2.8 T MBI 24947 safety analysis of the materials.

AT RIS AN 5 B Pk B 4 ik

Poby. MOk WETER . ROV, AR SRR,

Our warmer pad can ‘t directly touch the skin.

Iron powder, vermiculite,activated carbon are salt are all non-toxic chemicals.

2.9 KWk Sterilization
BN ANTE K TE sterilization is not needed.
3 IE AR BGRB8 SO I Bt election of clinical data type and evaluation background.
3.1 ST 8 JT &35 5% developing background of medical devices

VLR IT AR RO T [ (AR VR AN T 1) 22 4 PR vt SR AR B R Y A BRI B 502 7= i, B AN oK AR AR EE
RORHR e T AESEE A 2 Atk 7 i AN TR A BO AN RRR B AT R b, 7 ol )il B8 31 L e iad 7Pt 100k 1T 4%
TR, # R RIR AR E, PR AR E R L, MR A, ARG TR, BRI R EEROKEE K
FEAR

R HATCAE B T, R AR .

This medical device, geared to portability and safety, is a upgraded product based on other
kinds of warmer pads. Compared with hot—-water bag, it has higher portability and safety. As it
can give out heat without depending outside energy ,and it has gone through strict temperature
test, it is more stable and safer hot-water bag.

This kind of product in among listed products. The theory is mature at present.

3.2 EBERIEREHEZRAY type of clinical data

R4 “MEDDEV. 2. 7. 1 BRJ7 aetills /R PO 48R 7 A 3 FhRAL A Hodle nl Setuls R VPAL el 132 =T i
RN B, ARHE “MEDDEV. 2. 7. 1 BRJT 2t AR PEA 6 R 6. 27 b2 SCRR Bl R B4l i e b, BT
FATEFERM “MEDDEV. 2. 7. 1 B=y7 28I PR YA F R b 6. 1+6. 27 A9 PPAL 7 Ko

S B i PR S (R I BT AR I PRVP A 4l 25 9 1. 3. 1 A 1. 3. 2,
according to MEDDEV. 2. 7.1 medical devices clinical evaluation guideline, there are 3 kinds of
data that can be used to do clinical evaluation. Due to the low risk of our product, there are
less reports and literature according to MEDDEV.2.7.1 medical devices clinical evaluation

guideline 6. 2. As a result, we use the assessment method in MEDDEV. 2. 7. 1 medical devices clinical
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evaluation guideline 6. 146. 2.
The election of clinical data type is done according to the 1. 3.1 and 1. 3. 2 of this clinical

evaluation report.
4 GIREAE 228 analysis pf clinical data
4.1 CEFAE2E) B R KRG/ 49 E @R TR Architect environmentology (second
edition) Zhu Yingxin/chief editor China Building Industry Press
4. 1. 1 IZSCHRE IR 20 - 230 b B B BB R, I R R R AU B o 2 BB M T B, %
TR AR BRI 5 AR R R, IZG IR BA T RIS R, ARRE R TSR, WERP
ATEAE Y, 35 IR NTTIRA Agn, 2 45 8 IR LA E R 20 b A =iz, DL 3 ANk 4.
T A B[] — g 15-30 43h, T LAREEARHESR 3. &1 3. 3R 4 4R 20 S0 WA SR iR E

Applicability analysis of the literature: this book is written by professor Zhu Xinying of
Tsinghua University which is the most famous university in China. Therefore, its authority is
undisputed. In this book, the relation between human feeling and the temperature of human skin.
The conclusion is universal, not reached under specific condition. It can be seen from the table
that people will feel hot when the temperature reach 35°C.when the temperature stays above 45°C
for more than 20 minutes, human skin tissue will be scalded(refer to table3 and table4).As hot
compress time last 15-30 minutes, safe temperature range that can ensure the skin can’ t be scalded

in 20 minutes needed to be fined out according to table3, figure3, table4.

B I R &
45°C LI L BRSO, A
43~41°C BRI FE i Ik

41~39 C P I

39~37 C SR B

37~35C FF U5 A1) e

34~33 C BT AP IRE,
33~32 C HH 55 (2-dmet)iE Bl i I k0 &7 i
32~30 C A2 K (3-6met)ia 20 it i I bt &7 i
31~29 C AR B AN ER I 7 1
25C (Jaih) b4 R

20 CCFH) AR AR I B

15 C(F) g AN R ) 4 S it

5C(F) {1 B B () 4 IRkt
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3 MREE S BRRSZIREXTN R table3: corresponding table of skin temperature and skin
feeling

RIS S KUK AR R BAR “ B2 A5l L S e A 1] A0 R 7 58 4 e

The conclusion of the table completely match with the “water temperature—time of touching water

corresponding table” and “scalding temperature—time of touching corresponding time”

im — R 7k B 18] R N .

0r

| B4?%

55
. TE2FM
= ‘.'H///f ‘Hk“mxthh:::::::_?#3=iilh*ﬂﬂiﬂiiﬂﬂﬂii

0.1 1 10 100 1000 10.000 -'H"

B 3 KL i 7K R a0z

figure3: water temperature—time of touching water corresponding table

K iR BLEA 0-5%)LE
70°C 13 -
65°C 2 b 0.5 #
60°C 5 # 1%
55°C 30 # 10 #
50°C 54 254

R4 AR SRR (8] (K0 B 2%

figure4:scalding temperature—time of touching corresponding time
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4.1, 2 ZBHERE PR A 7 7= i 2 A S S AR 3, iR 45 JELUNR, 224 [E] 2 10000 £,
BRAEy 166 738 A i, BreMKT 45 BELUTF RO R 88 %2 4, MFR 3. Kl 3. 3% 4 A LAE H At
20 73 Bl )22 il BN 35°C-45°C 2 ), BB o S W 2 ) 7 i S A FR R B R AN i 45°C
RIVATIE B 3 2 7 A7 o 2 A

The significance of the data to prove the safety of our products: according to figure 3,
when the temperature is under 45°C, the safety time is 10000seconds, meaning that during about
166 minutes, one can’ t be scalded. So temperature below 45°C 1is safe enough.From table
3, figured and table 4, it can be seen that the safe temperature is in 35C-45C within 20
minutes. as long as our product can be proved under 45C when be used, it can be said safe.
4. 1.3 IZHHERHE R A B A R R L NMEIREZE Y 37°C, iR CGRREFELE) g Mg 2
FENRIAERRAE BILE A BYTIEE =7 PO B E X “ Byl T AR E R, (ER T
BURR R a5, DLASIEHE MRAOE3R . TR MUEMEFERGIT TR 7 NIZMMESARE L, R#E
IR Uk P i 22 T DI B v T N AR BE s T AR BB Th R, ANTTTAIE B e A R o T KBk 6 I

PN TR SRR AT Py T AR E ), AR 7 3 7 7= b 2 BT &L
The significance of the data to prove the effectiveness of our products: human temperature
is 37°C. According to the definition given in the section III of Chapter Nine cooling or thermal

)

therapy ” of Fundamental Nursing (Chief editor:Shang Shaomei , Li Xiaohao People’ s Medical
Publishing Press), “thermal therapy refers to the method to use substances having higher
temperature on human body so that to accelerate blood circulation, diminish

inflammation, spasmolysis” . It is easy to see from the conception that the warmer pad can have
hot compress effect as long as it reaches the temperature higher than human body. And amounts

of experiments have proved that our warmer pad can reach the temperature higher than human body,

which proves that our warmer pad has the effect of hot compress.
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4.2 IR E PTG R RHEOR S R
Architect environmentology (second edition) Hu Pingfang/chief editor HuaZhong University of

Science and Technology Press

4.2, 1ZSCRRITIE I P : 2o B RS < RRE” 2, e 3 | ANAOH SR B S,
WA FEFERIRER. BAE 4. 1.1
The suitability of the literature: edited by Chinese famous university HuaZhong University of
Science and Technology. in chapter 3 of the book, there is the same discourse about human body
reaction to temperature.For specific knowledge, please refer to 4.1.1
4. 2. 2 ZHHARIPIEH R A A P i S ERE G [ 4.1, 2
The significance of the data to prove the safety of our products,ditto 4.1.2.
4. 2. 3 B XS UEM A T P A RE R L 7 4. 1.3
The significance of the data to prove the effectiveness of our products, ditto 4.1.3.

4.3 EIAEEE WA/ g R RO R

Architect environmentology Yang Wansheng/chief editor HuaZhong University of Science and
Technology Press.
4.3, 1iZH A EE A K B BHEORSE” i, BEE 3 5 NGB R, WA R RiRE.

Edited by Chinese famous university HuaZhong University of Science and Technology. In chapter

3 of the book, there is the same discourse about human body reaction to temperature.
4. 3. 2 ZHHR LR A A P i T E G [ 4. 1.2

The significance of the data to prove the safety of our products, ditto 4.3.2.
4. 3. 3 B XS UEM A F] P A R R L 7 4. 1.3

The significance of the data to prove the effectiveness of our products, ditto 4.1.3.
4.4 IR SE R/ G HURC T

Architect environmentology Huang Chen/chief editor Machine Industry Press
4.3. 1% BRHE 3 B A PRI B, WA FRIRERRIA

In chapter 3 of the book, there is the same discourse about human body reaction to temperature.
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4.4, 2 ZHHAR LR A A P i S EE G [ 4. 1.2
The significance of the data to prove the safety of our products,ditto 4.1.2.
4. 4. 3 RS UEM A T P A RE R R L 7 4. 1.3
The significance of the data to prove the effectiveness of our products, ditto 4.1.3.
4.5 3CHR: S BRI IR R
Literature: relation between temperature and scald
P2 N PR RIIR BN 20°C—4T C 2 IA], i BEAE 35°C A, ANMRBR™ ARl ot: A I e
ik A5°CHE, AR RGE R R (RS A B ATCRE, R IR KT 50°CH k2 215 T K i ;
Q2R 60°CHEMMNAR B — 20 B, b i KI5 475 o
Abstract: the skin temperature of human range from 20°C to 47°C. When the temperature is about
35°C, people can feel the heat. If above 45C, one will feel hot or even feel burned. If it reaches
47°C ,one will feel scalded. When it is above 50°C, the skin will be scalded to produce blister. And
if the temperature is 60°C, the skin will suffer III degree scald for one minute touching
4.5.1 SCHRAEAIVE: 2RI E5 18 5 00k 4.1 IEE e 58 AT . IF HAER 2 ma BB IR EAE iR
MR REME M, AREAT— B A A — Rl “ B LR R MRt 28 L7 S EaHr e gl F 1 egs
W, IR H RO BREEE N, IFBUEA TR RE ST A
Applicability of literature: the conclusion of the literature agrees with that of
literature 4. 1. And it is used by many attending doctor many famous hospital. This conclusion is
also cited in the analysis of the event “infant incubator scalds infant to death”. Therefore this

conclusion has been used in many books, and been used in clinical analysis and treatment.
DL BB FRAARAE L ikt ¢ =n “EEBEEIEEILY o PRFEIRFEAT LB A4S
http://health. sohu. com/20130719/n382019754. shtml

Refer to “analysis report of infant incubator scalds infant to death”: three “why” for hospital
scald infant to death:how can warmer box scald
people” . http://health. sohu. com/20130719/n382019754. shtml

4.5. 2 SCHEROUE 3R A w22 A MR S AR FFE U] IR EART 45°C = it 4

The significance of the literature to prove the safety of our warmer pad: the conclusion

also shows the safety of the products below 457C.


http://health.sohu.com/20130719/n382019754.shtml
http://health.sohu.com/20130719/n382019754.shtml
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4.5. 3 SCHRAFIE IR 57 S R 285 U, R B IR AT LA BIAE 35°C—45°C [l AT,
AT DAIE I i 2 A, ARIRIEON 37°C, R4 (SR EESE) Fg0 MM 2hgE NI PAE IR

BIUEE A ITIREE = RO O E S R IR R  ET NARIREE R, AR T LA SR A e 4
o, DOk Bt mgEsh . HR . EAMEFERIETT . 7 NE S AHES BRI IR S5 AT DA
BB T NREIRE, AT U RIEAEUR IR, ATITUE B 7 o2 AR o 10K B B B 24 w1 17 i
BT CL i AREER), AT EE R 7 32 =7 o R .

The significance of the literature to prove the effectiveness of our products: this
conclusion shows that as long as the temperature of the product is in 35°C—45C, it is safe and
effective to human body. Human temperature is 37°C. According to the definition given in the section

»

I11 of Chapter Nine cooling or thermal therapy ” of Fundamental Nursing (Chief editor:Shang
Shaomei , Li Xiaohao People’ s Medical Publishing Press), “thermal therapy refers to the
method to use substances having higher temperature on human body so that to accelerate blood
circulation, diminish inflammation, spasmolysis” . It is easy to see from the conception that the
warmer pad can have hot compress effect as long as it reaches the temperature higher than human
body. And amounts of experiments have proved that our warmer pad can reach the temperature higher
than human body, which proves that our warmer pad has the effect of hot compress.
4.6 KEMAERKTREATIH CEFIAT) hIRE S IR E IR
Many attending doctor of well-known hospitals cites from the Architect environmentology the

relation between temperature and skin scald.
4.6. 1 REMAEREEZII LR ANPGRS IR 20°C—4TC 28], HiREA 35°C LA, Ak
B R AT R B 45°C I, PR R R, IR 4TCR, A RORE: RER
T 50°CH i R EUKSE: a0k 60°CHef N4 Bk —20 b, wioxid AT 2247

Conclusion cited by many well-known doctors: thalpotic temperature of human skin is in
20°C—47°C. When the temperature is about 35°C, people can feel the heat. If above 45°C, one will
feel hot or even feel burned. If it reaches 47C ,one will feel scalded. When it is above 50°C,
the skin will be scalded to produce blister.And if the temperature is 60°C, the skin will suffer
I1I degree scald for one minute touching,

4.6.2 5| FHiEHE cited evident
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=n) “EERRIBIEEIL” - WA EE A DABN 2245
“hospital scald infant to death:how can warmer box scald people”
http://health.sohu.com/20130719/n382019754.shtml
KR IE R 2 DI 2205 NAK K ? What temperature of water can make humane skin scalded ?
http://zhidao.baidu.com/link?url=TV6i694eBm9--NTbV7ytlY XMPjpAHT IQXMR3Pvlam8_ hxiNy2LD2KjLcZ2C
1B_V1drl1uXEhJV52rE91TsGqla
L /VEKIBEAET % In what temperature do does skin wounds are regarded as scald?
http://www.haodf.com/wenda/shaoshangkangfu g 655608187.htm
SRR EREAHZ how can be regarded as scald?
http://zhidao.baidu.com/link ?url=GrKSBnqPntze-ul HxVPG773fIKmrrfnP3emVezmVezqpLE-ApP9ZLsdiFVNjF
XPhIf5In-0UwROTHIb8qxg-q
FTEIERE X definition of temperature
http://bbs. anquan. com. cn/thread-208591-1-1. html
4.6. 3 ZEWEMTED M. [F 4.5.1

Applicability analysis of the conclusion, ditto 4.5.1
4. 6. 4 IZLRXXHE R AT fh Z e ER R S [ 4.5.2

The significance of the conclusion to prove the safety of our products,ditto 4.5.2.
4. 6. 5 XHIERI I AT P fhA AR R S [ 4.5.3

The significance to prove the effectiveness of our products, ditto 4.5.3
4.7 7= i A P B o 7 2 At S A AR RIE R s

Specifications proving the safety and effectiveness of our products.
4.7, 1 7 b Ut B R R 22 AV AR L A7 il B A e R I S R ORALE 1% IR A
dt, ANTTBAOR 177 it (s P I A v ) 2 212k

The significance to put the safety of warmer pad in specifications: the specifications ensure
the customers to use the products in the right way through notices and warning. This ensure the
security in using process.
4.7, 2 7 i Ul B P B U A 80 ) S

The significance to illustrate the effectiveness of warmer pad in specifications:


http://health.sohu.com/20130719/n382019754.shtml
http://zhidao.baidu.com/link?url=TV6i694eBm9--NTbV7ytlYXMPjpAHT1QXMR3Pvlam8_hxiNy2LD2KjLcZ2C1B_V1drl1uXEhJV52rE9lTsGqJa
http://zhidao.baidu.com/link?url=TV6i694eBm9--NTbV7ytlYXMPjpAHT1QXMR3Pvlam8_hxiNy2LD2KjLcZ2C1B_V1drl1uXEhJV52rE9lTsGqJa
http://www.haodf.com/wenda/shaoshangkangfu_g_655608187.htm
http://zhidao.baidu.com/link?url=GrKSBnqPntze-ul_HxVPG773fIKmrrfnP3emVezmVezqpLE-ApP9ZLsdiFVNjFXPhIf5In-0UwROTHIb8qxg-q
http://zhidao.baidu.com/link?url=GrKSBnqPntze-ul_HxVPG773fIKmrrfnP3emVezmVezqpLE-ApP9ZLsdiFVNjFXPhIf5In-0UwROTHIb8qxg-q
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7 i UG B R G 1A RO 7 A AV R ISR REAT T, BROR TR A RE R, AN ORIES
il FH I A A (A R
The product specifications ensure the customers to use the product effectively by providing
validity of products and notices when using them. This ensure the effectiveness of the products
4.8 77 bR VAR P i AV S A R R IE B
Products marking proving the safety and effectiveness of our products.
4.8. 177 f b IRRR W 22 AV I 3 A R AR RIS Eonbnil L el ORI 1207 IEWR R F 7 i, AT
TR 17 A P AR i 22 4
The significance of products marking to the safety of warmer pad: the products marking ensure
the customer to use the products properly through warning marking and safety instruction. this
ensure the safety when use the them.
4.8. 2 7 ity it W P R WA Rk A S
The significance of products specifications to the effectiveness of warmer pad:
7 AR VRS R G ) A PRV R AR HEAT TR, B OR R A R, AT ORAIE ™ b A FH I R R A 2K
PE.
The products marking ensure the customer to use the products properly through providing

notices .This ensure the safety when use the them.
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6. 1 Feon Al BRI K BTy XS A2 AT H 1K, 32 3 K3 RS, LA PR 5 5. 1

All the risks of our warmer are controllable. The benefits overweight risks. Please refer to assessment report 5.1
6. 2 AT BRI R PP AR BB B AIE, & T A A R, BOE A R S AU PP O A T I SCERAT AT R IS B s AR PEAG RS 5. 2

The literature and materials we use in clinical assessment are appropriate. They are suitable to hot compress products, equivalent products
or draft assessment equipment.please refer to assessment report 5. 2.
6. 3 T TR AL 22 A 7= it Ul e 5 A B i A BE BRI 1 BBk b, e 2B T AR B HEAT A

Our warmer pad is safe.we have reminded on the specification that the product can’ t be put directly on skin and must be pasted on underwear.
6. 4 TA TP fh A BN BIHIA RAREE Y 35°C—45°C 18], T2 w7 i NG s AR MR A, e AT DAGRAIEAE IR BV A, i DL A 77 2 A 2K
o

Our product is effective: we know that the effective temperature of hot compress ranges from 35°C-45°C. Wrapped up with towel or pasted on

underwear, the temperature can be ensured in the temperature range.

7 B4 enclosure
IR SCEREE ) clinical literature
e MR R4S temperature test report of products
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A F=3R 35 3% Production environment control

PRI AR PR IR ], a8 DU SO R 4T #2  The environmental control of products

manufacturing plant, is controlled by the following documents:

AERH 1
SRR Le Name SHEFEF e Number ok
Version Effective Date

RSN TAEH S dIE
Basis Equipment and Working

HENGDA/QP-6. 3-01 A/0 2011.10.25
Environmental Control
Procedure
TENVIABRIRES kR
Operation Environmental HENGDA/QSR-05-11 A/0 2011.10.25

Status Checklist

A PRI IS S ) SO VE DL Production environmental control files in Annex.

1/1
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1. Please see attachment Vigilance system Related control procedure:
(W R SRR ) HENGDA/QP-9.0-02 Alert system control procedure
ok FE A= S W RN & AR ) HENGDA/QP-8.2.3-01Product monitoring
and measurement control procedure
(ARSI F2 ) HENGDA/QP-7.5.1-01 Production and service control
procedure

(B 2 # F2 ) HENGDA/QP-8.3-01 Control of nonconforming product
procedure

B2 3 = B I A2 ) HENGDA/QP-7.2-01 Customer Satisfaction control
procedure

(LM IE BB 48 it # 2 7 ) HENGDA/QP-8.5.2-01 Corrective and preventive

actions management procedure

R AN S M8 S % PR ) HENGDA/QP-8.5.1-02 Advisory notices

management procedure

2 PIEHIF AL

COUNTIRIES/ COMPANIES ADDRESSES PHONE FAX
NMES
AUSTRIS Federal Ministry of | Stubenring,1 A 1010 |43/1/711.72.42.06 43/1/715.73.12
Dr.Ecker,Dr.Neumuller | LEMour,Health Vienna 43/1/711.72.47.60
And Social Affairs
BELGIUM The ministry of Health, Vesalius | 32/2/210.63.58 32/2/210.48.80
Mme Mouyat Pharmaceutical Inspectorate, Bt‘;llidl?g'RUkéadfgléll
Medical Device Vigil stratic entrum
edical Device Vigilance B-1010 Brussels
Bulgaria Bulgarian Drug Yanko Zakazov 359294469 99 3592943 44 87
Agency Blvd, 26
BG - 1504 Sofia
Bulgaria
Cyprus Cyprus Medical Prodromou 1 & +357 22 605 572 +357 22 468 467
Devices Chilonos 17
Competent Corner1449 Nicosia
Authority Cyprus
Czech Ministry of Health Palackeho +420 224972738 | 420224916 002
Republic Competent nEMesti 4 +420 224 972 363
Authority 128 01 Prague 2
Czech Republic
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FIN-00301 Helsinki

DENMARK The National Board of Health | Fredeerikssundsej 378 | 45/44/889.111 45/44/839.195
M. Hans-kristain Medicines Division | DK-2700 Bronshoj 45/44/889.265
Andersen (Emai:hka@dkma.dk) (direct line)
Estonia State Agency of 1 Nooruse st., +37 27374140 +37 27374142
Medicines 50411 Tartu
Medical Devices Estonia
Department
FINLAND Medical Devices Centre | ManneEMeimintiel6 | 35/9/4733-4249 35/9/4733-4266
M.H.Seitsonen Natinal Agency for Medical 6-po BOX 55

Dottissa M. Marletta

Health,Department 11

1-00144 ROMA

FRANCE Ministere de la sante ; 1 Place Fontenoy 33/1/40/564436 33/1/40/564963
Mr. J. Grisoni Direction des Hopitaux(site | F-75350 paris 07SP
materiovigilance:http/www.sa
nte gouv. fr)
GERMANY Bundesinstitut fur | Seestr.10-11D-13353 | 49/30/45485384 49/30/786353065
Herm stoBlein Arzneimittel und | Berlin
Medizin-produkte;
Geschaftsstelle
Medizinprodukte
GREECE Ministry of Health,welfare | 17Aristoteleleous 30/1/5232821 30/1/5223246
Mr.E Papadeas and Social Services | Street ~ GR-101-87
Biomedical Technology | Athes
Department
Hungary Authority for Budapest 1245 Pf | t3613025060 +36 1269 1255
Medical Devices 987.Hungary
IRELAND Department of Health Hawkins House 353/1/6714711 353/1/6711947
Mr B Ingoldsby IRL-Dublin 2
ICELAND Ministry of Health and Social | Lantavegur 116 | 35/45/609700 35/45/519165
Mrs Haraldsdottir Service Is-150 Reykjavik
ITALY Ministry of | p.le Industria 20 ; 39/6/59942423 39/6/59942111

Latvia

Health Statistics
and Medical
Technologies
State Agency

Medical Devices
Board for Latvia

12/22 Duntes

street,Riga,
Latvia, LV-1005

+371 7 501590

+3717 501591

Malta

Liechenstein EMt fiir Gesundheit Aulestrasse 51 +423 23675 60 +423 23673 50
(EFTA) FL-9490 Vaduz
Liechenstein
Lithuania The State Health Care | Zalgirio str. 92 +370 52615177 +370521273 10
Accreditation Agency under | LT- 09303 Vilnius
the Ministry of Health of the | Lithuania
Republic of
Lithuania
LUXEMBOURG Division de la Medcine | 4  rue Auguste | 352/4785633(4785 | 352/480324
Dr. Gerard Scharll Curative Lumiere L-1950 634)
Luxembourg
Malta Malta Standards Second Floor, +356 2124 2420 +356 2124 2406
Authority Evans Building,
Merchants Street,
Valletta VLT 03




Technical Files (part A)

File number:CE-01-12

Revision: A/0

Chapter:12

Vigilance System (%5 £45)

Page code: 3 of 3

NETHERLAND Staatstoezicht op de ) Po Box 5850NL-2280 | 31/70/3406241 31/70/3407159
P.A.Loekemeijer Volksgezondheid,Inspectie HW Rijswijk
Voor de Gezondheidszorg
NORWAY National Board Health Po box 8128 Dep | 47/22/248953 47/22/249017
Mrs Hagerup-Jenssen | (Emil:ingeborg ) N-0032 Oslo 47/22/248940
hagerup-jenssen@helsetilsynet
.de
telemax.no)(website:http://ww
w.helsetilsynet.no)
Poland Competent Authority ZEMkowska 41 +48 22 4921170 +48 22 4921199
+48 22 4921199
Office for Registration of | 03 — 736 Warsaw +48 22 4921190
Medicinal Products, Medical | Poland
Devices and
Biocidal Products
PORTUGAL INFARMED Parque  Saude de | 351/1/7908500 351/1/7959116
a) Non-active Lisboa Av.Do
Evices:Mrs.EMreu Brasil,53p-1700
b) Active Lisboa Codex 351/1/7573557 351/1/7573671
devices:Mr.Faria INSA Av Padre Cruz
T P-1699 Lisboa Codex
Gomes
Romania Ministry of Health 1-3, Cristian +40 21 307 25 81 +40 21 307 25 85
and FEMily Popisteanu Street,
Sector 1
010024,Bucharest
Romania
Slovenia Agency for Medicinal Ptujska ulica 21 386 (0)8 2000 500 | 1386 (0)8 2000
Products and Medical Devices | SI-1000 Ljubljana 5100r
of the Republic of Slovenia §g§6 (0)8 2000
Slovenia
Slovakia State Institute for SectionKvetna 11, +421 2 50701215 +421 2 55565151
Drug Control 825 08 Bratislava +4212 50701213
Medical Devices 26 Slovak Republic
SPAIN Minidteril de  sanidady | Paseo del prado 18/20 | 34/1/5964022 34/1/5964400
Carmen EMad Luna Consumo Direccion General | E-28071 Medrid
de Farmacia y products
sanitarios
SWEDE National Board of Health and | S-106 30 stockholm 46/8/7833499 46/8/7833294
Bo C. Hojdefors Welfare,Medical Devices
SWITZERLAND Office federal de la Sante | CH-3003 Bern 41/31/3229803 41/31/3227646
Dr.Peter Frei publique
Turkey Ministry of Health Saglik Bakanligi +90 312 3240248 +90 312 3240378
(Candidate) General Directorate of the | Ek Binasi, Atatiirk
Curative Services Bulvar1 No: 657.
Biomedical Engineering Kat Sihhiye 06343
Department Market Ankara/TURKEY
Surveillance Section
UNITED KINGOOD | Adverse Incident Hnnibal 44/171/4928080 44/171/9728109
Ron Dale Center,Department of | House,Elephant and
Health.Room Castle ; UK-London
’ SE16TQ
COMMISSION DG III.D.2(Medical devices | 200,rue de la | 32/2/2959339 32/2/2967013
CONTACT sector,SC153/133) Loi,B-1049 Brussels 32/2/2959154
Norbert Anselmann (Secretarial)
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