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The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have

been met for the listed products. The above named manufacturer has esta
assurance system, which is subject to periodic surveillance, defined by An
aforementioned directive. For placing on the market of class llb and class
certificate an EC type-examination certificate according to Annex lll is required
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ystraBe 2 - 90431 Niirnberg

according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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Attachment to

Certificate

Registration No.: DD 60150041 0001

Report No.: 15074137 010

Manufacturer: Idion Medical Co., Ltd.
Quyuan Road 519, Industry
Area, Wukang Town
313200 Deging, Zhejiang
P.R. China

Products:

For the following medical devices the scope ¢
the aspects of manufacture concerned with sec A1V
maintaining sterile conditions: Sterile Gauze #f
Medical Non-woven Swabs, Sterile Non-adherent § B
Sterile First Aid Dressing Bandages, Sterile Cotton Balls,
Sterile Vaginal Speculums, Disposable Medical Scissors,
Bowl Liners

For the following medical devices the scope covers only

the aspects of manufacture concerned with confirmity of
products with metrological requirements: Medicine Cups

Date: 2021-05-20




