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EU Declaration of conformity

Product name: Insulin Pen Needle

Document Revision History

standard; Add gauge of insulin pen
needle and safety insulin pen needle

REV. Description Originator Date
A/0 Initial release, MDR file. Chi Zhongshichao 2021.04.15
A/ Update CE certificate number and Shaoxia 2023.11.07
update ISO standard information
A/2 Update (EC) Certificate No. and EN ISO | Shaoxia 2025.09.22
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EU Declaration of conformity

Manufacturer: Zhejiang kindly medical devices Co., Ltd.
No.758, 5th Binhai Road, Binhai Industrial Park, Longwan District, 325025 Wenzhou,
Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

European Shanghai International Holding Corp. GmbH (Europe)

Representative:

Eiffestrasse 80,20537 Hamburg Germany

Device name:

Insulin Pen Needle

Device Model
Number:

Normal type: Insulin Pen Needle

Gauge: 28G, 29G, 30G, 31G, 32G, 33G, 34G
Safety type: Safety Insulin Pen Needle
Gauge: 28G, 29G, 30G, 31G, 32G, 33G, 34G

Device Intended

Insulin pen needles is intended for using with pre-diabetic insulin liquid filled insulin pen
(such as the Novo Pen) for insulin injection.

purpose

Basic UDI-DI: Normal type: 69230334202002a01901MY
Safety type: 69230334202002201902N2

Risk class: la

Conformity

assessment Route:

MDR Annex IX, chapter 1+ll]

References

EN SO 11608-2:2022, MEDDEV.2.7.1 Rev.4, EN |SO 23908:2025, EN 556-1:2024, EN
ISO 62366-1:2015/A1:2020, [EC/TR 62366-2:2016, EN ISO 20417:2021, EN ISO
15223-1:2021, EN 1SO 11135:2014/A1:2019, EN ISO 11737-1:2018/A1:2021, EN ISO
11737-2:2020, EN ISO 11138-1:2017, EN ISO 11138-2:2017, EN ISO
11607-1:2020/A1:2023, EN ISO 11607-2:2020/A1:2023, EN 17141:2020, EN ISO
14644-1:2015, EN 1SO 14644-2:2015, EN ISO 14644-3:2019, EN ISO
14971:2019/A11:2021, EN I1SO 10993-1:2020, 1ISO 10993-4:2017/A1:2025, EN
1S010993-5:2009/A11:2025, EN 1SO 10993-7:2008/A1:2022, EN 1SO10993-10:2023,
EN 1SO 10993-11:2018

Statement

We hereby declare that this EU declaration of conformity is issued under the sole
responsibility of the manufacturer, the products mentioned above are in conformity with
the medical device Regulation, all supporting documentations are retained under the
premises of the manufacturer.

Notified body

Name: TUV SUD Product Service Gmbh: Ridlerstrasse 65 - 80339 Minchen - Germany

NB Identification
number

0123

Manufacturer SRN: | cN-MF-000007594
(EC) Certificate(s) | G10 036336 0058 Rev.02
Expire date of the
- 2026-04-14
Certificate
Start of
2021-04-15

CE-marking:
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