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1. General details &R

State the proprietary name of the device and any code names assigned during device development.
Identify the manufacturer(s) of the device.

THB TSN i 5 AR G TR LR LES TR E 1T o IR s e L7 T o

EN R

Name of the device: Cooling Gel Sheet

AP R LR A RIEAT R 22 7]

Manufacturer: Foshan Biours Biosciences Co., Ltd.

Description of the device and its intended application #8874 A7/ &

Provide a concise physical description of the device, cross-referencing to relevant sections of the
manufacturer’s technical information as appropriate. The description should cover information such
as: materials, including whether it incorporates a medicinal substance (already on the market or
new), tissues, or blood products; the device components, including software and accessories;
mechanical characteristics; and others, such as sterile vs. non-sterile, radioactivity etc.

State the intended application of the device, single use/reusable; invasive/noninvasive; implantable;
duration of use or contact with the body; organs, tissues or body fluids contacted by the device.
Describe how the device achieves its intended purpose.

X s B 1T I I P fi i, 3es 25 ZHE A B R (G B IR 5 T o M 5 15 /2
u1: HME, QITEETZ (S LTTHIERR) 2R M0

WA, EIEHAT R

PIBIFIE: F1 BAl, WIKE, FERE, TS

T GBI AT, — KT Z X0 RAIFERA : AT (/T FFEERT ]2 5 A 1
2 AP a5 B AR

T 75 B AT 1T 2 1 T %

M+ BRABRMN. —REEECRE. RN AR M. Etst/aamsaas.
M AR AR E S B A . K AR, A N RS P AR AR, ATk 2
PR IR IR . AN EARKIEA I S s R E KR, AMEERR (s —%K
BEy7 2 ™ i AR LE A IN R > 25D BT o ARTCTR 7 il o

Composed of kaolin, sodium polyacrylate, aluminum dihydroxyaminoacetate, disodium
ethylenediaminetetraacetate, blue/green/red/orange pigments, glycerin, purified water, jacket and
fixture. Through the evaporation of water, it absorbs heat and takes away the heat generated when the
human body has a fever, thereby achieving the effect of cooling and relieving fever.Does not contain
ingredients that exert pharmacological, immunological or metabolic effects, and does not contain
ingredients listed in the appendix "List of Prohibited Ingredients for Certain Class | Medical Device
Products".Non-sterile products.
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2. Intended therapeutic and/or diagnostic indications and claims TR A&7 R1/E2 BT 15
B FIEE R

State the medical conditions to be treated, including target treatment group and diseases. Outline any
specific safety or performance claims made for the device.

TR A B B2 560, I HARIBTT BRI o MER 2R A TRk 22 A B MR R K

T RMEE R R HTIRRTEER K. S R0ToR kA s R R
For local cooling of patients with fever. For use on intact skin only. There are no special safety or
performance requirements for this device.

3. Context of the evaluation and choice of clinical data types ¥4 &5 S Al R E 35 55
iprizs

Outline the developmental context for the device. The information should include whether the device is
based on a new technology, a new clinical application of an existing technology, or the result of
incremental change of an existing technology. The amount of information will differ according to the
history of the technology. Where a completely new technology has been developed, this section would
need to give an overview of the developmental process and the points in the development cycle at which
clinical data have been generated. For long-standing technology, a shorter description of the history of
the technology (with appropriate references) could be used. Clearly state if the clinical data used in the
evaluation are for an equivalent device. ldentify the equivalent device(s) and provide a justification of
the equivalency, cross-referenced to the relevant non-clinical documentation that supports the claim.
WL S NIR ST L o P ZEPL LT a5 BRAE Er 2 TR, A8 5 T I TR N KA B
FAET ORI BN IR IR ZLERAT L 15 BEFFH A BIRE — LA
KRIEEEH, 5 PR SEL FEFIRSE T B L i R E 1T Tt o AR iR, g #7
B ZIERATIT L (TA& =55/ « BIHEH . PP T S HTIG IR B e &K 52 a5 i R
B, T4 RN, ZHERRTENG R SHE,  EUCTE R

Za BRI T A AR EAR, EHAEEARSA . FHREAR RS0 i H
{1 11 PR S R B 55 [ 2o

This device technology originated from Japanese cataplasm technology and has a long history of
application in Japan. For conventional technology. The clinical data used in the evaluation of this
device were obtained from equivalent devices.

State the Essential Requirements relevant to the device in question, in particular, any special design
features that pose special performance or safety concerns (e.g. presence of medicinal, human or animal
components) that were identified in the device risk management documentation and that required
assessment from a clinical perspective.

B g KT i HIas IR RS, J55E, (EIT-FEFAIEGEE 25 1 (4125, AN EE )Y
LRI HIFFH I i1 C 25T 75 BN B PRI R HE MM KR 7 fEHETT T2
P
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P27 2 FE A LR 7 22 4545 %%, The basic requirement for medical devices is safety and
effectiveness

R W 7E 2242 77 TH NI PR IR A B AT 1 VP AL, BN Rl N A Bk, 8 XU 87 BE ST A
CBOR, FREIR BT R I AT TR, B Ekg (WAHRKRARE) .

Cooling Gel Sheets have undergone necessary safety assessments from a clinical perspective. They are
directly attached to human skin and have been identified in risk management documents. Cooling Gel
Sheet products have been inspected in accordance with design requirements and are all qualified. (See
test report)

Outline how these considerations were used to choose the types of clinical data used for the evaluation.
Where published scientific literature has been used, provide a brief outline of the searching/retrieval
process, cross-referenced to the literature search protocol and reports.

P X8 75 B S5 1 KT 35 0 1] R T 2 P T ZU R PR B 19 58 2 s 1R 51 2 HEHR I L7
Xt R EIL R, SR 3 IR o

IRV MR P 7R 25 B R R A B AR . SR, R 224 LA LE N AE KA
W T SARGLR R AREECT 0 1. KB B R AR AL . LE I R VPA o S5
ok R R 3R i R AR

Factors that need to be considered depending on the characteristics of the cooling gel sheets include
the age and physical condition of the user. Age factor: Infants and children should be used under adult
supervision. Physical condition factors: Do not apply it to wounds, mucous membranes, eczema and
other skin injuries. Clinical data that exclude the above factors should be excluded from clinical
evaluation.

4. Summary of the clinical data and appraisal =45 s FREHEMIEH

Provide a tabulation of the clinical data used in the evaluation, categorized according to whether the
data address the performance or the safety of the device in question. (Note: many individual data sets
will address both safety and performance.) Within each category, order the data according to the
importance of their contribution to establishing the safety and performance of the device and in relation
to any specific claims about performance or safety. Additionally, provide a brief outline of the data
appraisal methods used in the evaluation, including any weighting criteria, and a summary of the key
results.
TR — K IFI T I BRI NG IR BT HI 218 s 12 HE R B KR ZU 1T 18 1 5 BT 1 BE 2 2 778
(Vs FZ BTG L2 VFRERIIT . ) FETER T, BRI KA ENIXS T iZas %
EHIEGERTELNE, LIRS HEGBERIZ 2 KM ITTFER AT T 1 SES)s T H A A
HFHEH IECHT TP 7705 CLTE TR E Bt P22 e 4 2
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FK—: ¥ (cooling gel sheet) IEPRPEALEFE chart (1) evaluation of clinical data for cooling gel sheet

TR S E

et eyl HEMHT PRTEEEER .
. . . Average statistic close
items importance sort Standard required
to a year
‘ T B AR A S N P
Fe e N WL PR
Skin irritation Negative or very slight very slight reaction
AR bR reaction yshg
safety BAY ZES R SAA
. I o
Formed tardive . .
. Negative Negative
anaphylaxis
‘ LRERGFT 3 S ANER
% A
. _W*Eﬁ . Should be able to adhere to b
Initial adhesion pass

No. 3 steel balls

WA ENAEN 1
R AR RN dom it
The sliding displacement

Stickiness ass
should not exceed 1cm P
1E 42°C £2°C TR+ 30 435
JRHCH, BRI AN AL e
i 4 e - "
. Take it out after keeping it at
Heat resistance . i . Pass
42°C+2°C for 30 minutes.
The gel should not flow.
FE-1°C £1°C N EREF 30 4-4h
. . JEHUE, B RIALE K "
X [ESES Y - e
. . Take it out after keeping it at -
characteristic Cold resistance . . . pass
1C£1°C for 30 minutes.
The gel should not freeze.
. D ey
4h WIEIRANT 17C. Dass
P I 1 R The temperature drop should
Cooling performance | not be less than 1°C within 4
hours.
AL B R A, O
B, TG KB
AL B The packaging should be well Rt
Packing tightness sealed, with no continuous air pass

bubbles leaking out, and no
test water infiltrating.
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PP EAE I GE T, I SR AR ERVE I A

After statistical analysis for evaluation data, all data are in scope of standard requirements.

VAN AR LR AT S

Chart of the cooling patches clinical evaluation data

Include full citations for literature-based data and the titles and investigation codes (if relevant) of any
clinical investigation reports.

BIFEPTIGABTICIR 27 1928 T 2T 2 0 & H R TS (UERAFE) 1956 8 5] fiT a6 o

Cross-reference the entry for each piece of data to its location in the manufacturer’s technical
documentation.

BEF B 1 10 -5 Bt AL 77 R B AR SR 1 7 B LA HXT L
LA PSR AR I6 I . See record of production and inspection record.

5. Data Analysis $38H7

5.1. Performance Mg

Provide a description of the analysis used to assess performance.

iR T PEREVEAL 1 3T T i

FRIRPERE: BURE A E R S22 T 23°Cx1°C, XTI E 40%~T70%25 4 i & 8h LA L kb
PR, EIREARER N 40°CE1°C. FHXHEE N 50%+10% K IRABIEAR 222 PO/ A H A 1
Sk, —MRSKH TN EERAE R P B R SCRHRE (CUTERRAEME A , 7= A AR
L=, F TSR SRS DRSS T A Se iR (U AR S By FA LS
C. #HH D) o HFE A D75 1E I E AR Hh 25 (8] () SCINHE BE 21 40°CHY, 43 7 BUT AL 3 /= (1)
FE B BRBIRG I, A3 R R R B R A E R E VR A P S B S C. R D,
HiaiHE, 2 A7E 10min. 20min. 30min. 40min. 50min. 60min. 90min. 120min.

150min. 180min. 210min. 240min K 32HCEHFAEAR A Frill /S B E Ny Tai, B B, #Ad
& C. FAHLE D 37 Bl A3 (iR B2 3 924 Thiy Tceiv Tdi.

Cooling performance: Take the sample together with the intact packaging and place it at 23°C+1°C
and relative humidity of 40% to 70% for more than 8 hours for pretreatment. In a constant temperature
and humidity box with a temperature maintained at 40<C +1<C and a relative humidity of 50% *+10%,
four thermocouple temperature probes are installed. One probe is used to measure the real-time
temperature of the space in the constant temperature and humidity box (hereinafter referred to as
Thermocouple A), and the other three thermocouple probes are wrapped in the product and used to
measure the real-time temperature of the sample under simulated use (hereinafter referred to as

Page 114 7 of 10



Document No.: QD/QB-730-01-11

CLINICAL EVALUATION REPORT \f}ﬁ%% /;/OQD’QB'”O'OL“
(}ooling (?el Shigt H;;'fmm
A E R PR S Date: 2024-03-06

F . 2024-03-06

Thermocouple B, Thermocouple C, Thermocouple D). When thermocouple A measures the real-time
temperature of the space in the constant temperature and humidity box to 40<C, take the pretreated
products and remove the anti-adhesive layer, and make the gel surface tightly wrap around the
thermocouple in the constant temperature and humidity box. B. Thermocouple C, Thermocouple D,
start timing, and read the temperature measured by thermocouple A at 10min, 20min, 30min, 40min,
50min, 60min, 90min, 120min, 150min, 180min, 210min, and 240min respectively. is Tai, the
temperatures measured by thermocouple B, thermocouple C, and thermocouple D are Thi, Tci, and
Tdi respectively.

Identify the datasets that are considered to be the most important in contributing to the demonstration
of the overall performance of the device and, where useful, particular performance characteristics.
Outline why they are considered to be pivotal and how they demonstrate the performance of the device
collectively (e.g. consistency of results, statistical significance, clinical significance of effects).
PUNIBLEH N SE R 1 A4 BEAARS IRtk BEARY A1) f B B B8 o IR X el Dy (T 48
W BRI, SN 3L [FRE T 8 ERE (Lb iS5 MIETR M, SR ENE, TN
e P B LA ) o

A G AT e AR IRV AR R s PR R RE o YA U PR B T T e 9 PR
Data on the overall performance and specific characteristics of this device are cooling properties. The
main function of cooling gel sheet is to cool down.

5.2. Safety &%

Describe the total experience with the device, including numbers and characteristics of patients exposed
to the device; and duration of follow-up of device recipients.

L G IRHTEFB I TEE T, CIETET I a3 B H) 2 HIE I F rt s UK RER 75 B8 (11T 1 A I 7F
ZEMT 1]

AP A AT 200540 R J7TH . The total experiences with the device are shown below:
ff FHJ57%: Usage:

Wk DO AREAR, BT, I ORIIR, R B RN T 5 B T ELVA Vit 1 B B R
fr. AIARYE 7 LG S # YR, BTN

Tear open the packaging bag along the gap, take out the patch, uncover the protective film, and apply

the gel surface directly to the skin area that needs cooling and cleansing. It can be cut appropriately as
needed before use.

TER I Attention:

LASBENSEC T 0. RGBS R R &t .

2. —IRMEANH &, EERNH.

AL HAIEIERE A IR RFEFTIE, DA K. Sk SRR ™ okl 14 .
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AR B R AN E, SCRME IR, EEEEEIMSE.

5.8 )L LE AN T, BikbRARE .

6.4 FH THBI RN, AKRFREEARTE, NEEZEINZA.

1. Do not apply it to wounds, mucous membranes, eczema and other skin injuries.

2. Disposable external products, please do not reuse them.

3. Please clean the application area and keep it dry before use to prevent sweat, hair, etc. from
affecting the viscosity of the product.

4. If local skin discomfort occurs during use, stop using it immediately. In severe cases, please consult
a physician.

5. Infants and children should use it under adult supervision to prevent misuse and ingestion.

6. This product is used to assist cooling. If the fever persists, you should receive medical treatment.

Provide a summary of device-related adverse events, paying particular attention to serious adverse
events.

BTG KNI RFENE AR E A RFE

RUEE BIA G R IA R4

No device-related adverse events get involved.

Provide specific comment on whether the safety characteristics and intended purpose of the device
requires training of the end-user.
LGS, A 75 S s BHT L2 AF HERI R, AR AT 557 ) -

AR P R B, e x2S P #EAT R

The device requires end-users to operate by instruction book, no need training.

5.3. Product Literature and Instructions for Use 7= && STk Fn{sE A ik

State whether the manufacturer’s proposed product literature and Instructions for Use are consistent
with the clinical data and cover all the hazards and other clinically relevant information that may impact
on the use of the device.

FR L7 T HEEY 97 it RIS 0 ] 1542 2 Tl R B2 TFE 5B M RIRAM 7] G55
N2 7% PR LT/ I R N K 1

L EIRFRBIA P i SCHRRMSE U B P S i PRAE — 20, IR 0085 iy U AT H At mT e 52 i )
A AR DS Rl R A

Statement: the product literature and instructions for use of the product mentioned above are consistent
with the clinical data and cover all the hazards and other clinically relevant information that may
impact on the use of the device.
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6. Conclusions &8

Outline clearly the conclusions reached about the safety and performance of the device from the
evaluation, with respect to the intended use of the device. State whether the risks identified in the risk
management documentation have been addressed by the clinical data.

For each proposed clinical indication state whether:

the clinical evidence demonstrates conformity with relevant Essential Requirements;

the performance and safety of the device as claimed have been established;

and the risks associated with the use of the device are acceptable when weighed against the benefits to
the patient.

17 F B M A G 2] 75 B 22 FTTE RE R 25 18 [T I s B A o T i PR A2 77
PR T MM BRI TR T 557 o

X TEEPFEZYRT IR o AR -

WK UEHE AR P I TE T 19 5 PR FEARZER

AP, 27 COIE i AT BERI 2 LUK

LI AT, 5 a5 0 (E/ T TR R A2 77 A FT 151 -

A UCTEA I PRAEHE B S 1 XU B ST A v R e XU, 38 e R VPG T LAAR R 28, B
A & AR A R AR 0N, 7EAS 2 TR R I 0 (RIS 22 A Pt RRH 5 AU A2 AT DA 32 )
The evaluation of the clinical data involves risks identified in risk management documentation. The

conclusion is when the end-user is operating the device, safety and risks associated with the use of the
device are acceptable, with respect to the intended use of the device.
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