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Instruction for Use C €

1. Product name

Cooling patches

2. Specification/Main contents

FCP0507, FCP0511, FCP0512, FCP0513, FCP0913, FCP1014, FCP1419
Water, Glycerol, Sodium polyacrylate, Aluminum tris(2-aminoacetate), EDTA-2, Tartaric acid

3. Use Method

Carefully tear or cut the outer bag along the edge.
Take out a piece of Cooling patch.

Remove and throw away the transparent film.
Clean and dry the relevant body parts before use.

Use each ice sticker as long as you need, but each ice sticker can only be used once.

S

. No need to freeze, you can also use it with other medicines.

4. Intended Purpose

It is applicable to physically reduce the local temperature and prevent fever heat, heat convulsions and to alleviate
fatigue study and work.Suitable for local cold therapy in medical institutions or at home. Refer to the warning
instructions for restrictions.

5. Intended patient population

The cooling patch is applied to most patient.But for infants and toddlers, we need to pay attention to them.
The cooling patch shall not be applied to following patients:

Patients situations mentioned in the contraindications
6. Intended user

It shall only be used by adults who can read and understand the instruction manual.

7. Indications

Physical cooling for patients with high fever.

8. Contraindications

® Raynauds Phenomenon
® Cold Hypersensitivity

9. Undesirable side-effects

For individuals with sensitive skin, it may cause inflammation and should not be used.

3/6



Al

Jiangsu Intco Medical Products Co., Ltd.
INTCO

File No.: ZJ-CE-010-C-EN, A/2

10. Intended clinical benefits

Relieve headaches caused by fever, work and study fatigue, and achieve physical cooling.

11. A Warnings

®  For external use only.

Check the packaging bag without leakage and product within expiry date before using.
® Do not apply if skin is impaired in any way.

12. A Cautions

Consult instructions for use.

Once the bag has been opened, please use immediately.

Do not re-use the patches.

Stop use if  you feel any discomfort.

If skin irritation or redness, flush the area with water and stop use.
Avoid using on sunburned skin and sensitive skin.

For external intact skin use only

Keep out of reach of children.

13. Disposal
Dispose of contents/container in accordance with local/regional/national/international regulations.

14. Storage conditions

Store at room temperature in a dry place. Avoid direct sunlight.

15. Shelf Life

3 years

16. Importer

Name

address
17. Manufacturer

Jiangsu Intco Medical Products Co., Ltd.
I No. 298 Yandunshan Road, Zhenjiang New District 212132 Jiangsu P.R. China

18. EU Authorized Representative
4/6



Al

Jiangsu Intco Medical Products Co., Ltd.
INTCO

File No.: ZJ-CE-010-C-EN, A/2

MedNet EC-REP C IIb GmbH
Borkstrasse 10, 48163 Muenster, Germany

EU |REP

19. Effective Date:
2025-09-22

20. Revision:

A2

21. Contact information

* JIANGSU INTCO MEDICAL PRODUCTS CO., LTD.

*  ADD: No. 298 Yandunshan Road, Zhenjiang New District, 212132 Jiangsu P.R. China

Email: sunguihua@intco.com

For a patient/user/third party in the European Union and in countries with identical regulatory regime (Regulation
2017/745/EU on Medical Devices); if, during the use of this device or as a result of its use, a serious incident has
occurred, please report it to the manufacturer and/or its authorized representative and to your national authority.

The contacts of national competent authorities (Vigilance Contact Points) and further information can be found on the

following European Commission website: https://ec.europa.eu/growth/sectors/medical-devices/contacts_en.

22.

https://www.intcomedical.com/download.html
EE Website: www.intcomedical.com

23. Symbol
No. Symbol Meaning
1 Date of Manufacture
@ Country of Manufacture
2 Use-by date

3 I Manufacturer
4 EU authorized representative
EU |REP
5 Batch Code
LOT

6 ( é CE Marking
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No. Symbol Meaning
7 f Caution
8 @ Do not use if package is damaged
9 R E F Catalogue number
10 M D Medical device
11 @ Importer
12 Unique device identifier
13 # Model number
14 ~Mz Keep away from sunlight
AN
[ ]
15 r, . Keep dry
16 E | ] Consult electronic instructions for use
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