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DECLARATION OF CONFORMITY

We, GaleMed Corporation, herewith declares that the products listed on Table 1 that complies with the
requirements of Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices, as amended
by 2007/47/EC and is verified in accordance with Annex I, excluding section 4.

The following person is responsible for the compliance of declaration:

GaleMed Corporation / 87, Li-gong 2" Road, Wu-Jia, |-Lan 268, Taiwan

(Manufacturer Name/Address)

Factory:

GaleMed (Xiamen) Co., Ltd / Xiamen Area of China (Fujian) Pilot Free Trade Zone,39, Section
3, Haijing East Road 361026 Fujian Province, China

Table 1
GaleMed P/N Ambu P/N Description Classification
XAMO001 000251001 Neonate face mask w/15mmOD size0 lla
XAMO0002 000251002 Infant face mask w/15mmOD size 1 lla
XAMO0003 000251003 New Sil-Flex Silicone Mask size 3 Ila
XAMO0004 000251004 New Sil-Flex Silicone Mask size 4, Adult lla
XAMO005 000251005 New Sil-Flex Silicone Mask size 5, Adult lla
XAMO0006 000251006 Neonate face mask w/15mmOD size0 lla

Notified Body: DNV GL PRESAFE AS

.
Certificate No.: 9989-2017-CE-RGC-NA-PS Rev.2.0 .
Signature: R
Notified Body No.: 2460 .
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Name:Eland Chen
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Address: Bd. Général Wahis 53, 1030 Brussels, Belgium ¢ /f%/’ )"UJT
Position: Quality Representative
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