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杭州山友医疗器械有限公司

Hangzhou Shanyou Medical Equipment Co., Ltd.

杭州山友医疗器械有限公司成立于 2002年，一直从事麻醉呼吸耗材的生产，

产品通过 CE，ISO，FDA 等认证，远销德国，美国，日本等五十几个国家，广

受国外用户的好评。绝大多数产品为二类灭菌产品，数量大，要求高。经过 18 年

的不断发展壮大，目前建筑总面积为 68000 平方米，净化车间达 15000 平方米。

因疫情需要，2020 年 2 月初开始筹备医用口罩的生产。医用外科口罩和一

次性医用口罩（ EN 14683-2019 ）已经取得 CE 认证和美国 FDA列示，以及国

内医用外科口罩（ YY 0469-2011 ）的注册证和一次性使用医用口罩

（ YY/T0969-2013 ）的注册证。我司购买了九条最新的高速自动化口罩生产线，

以及上百条常规口罩生产线，日产能可达 800万只，目前产品大量出口到英国、

德国、法国、西班牙等国，政府标单为主。此外，公司采购了近 200条 KN95/FFP2
立体口罩生产线，日产能 400万只。以上产品均获得了医保商会白名单。我司

口罩严格按照国际标准生产，从采购、生产、质检、包装运输各个环节层层把关，

保证出厂的每只口罩符合规范和客户要求。

Established in 2002, Hangzhou Shanyou Medical Equipment Co., Ltd. has
been manufacturing anesthesia and respiratory disposable products. Certified
with CE, ISO and FDA, our company enjoys very good reputation among our
customers from more than 50 countries such as Germany, USA and Japan,
etc. Current building area is 68,000 square meters while the clean room
workshop is 15,000 square meters.
The production lines of Medical Masks were introduced in February 2020

due to the outbreak of coronavirus epidemic. Since we have plenty of
experiences in medical devices production, we got everything ready within one
month. Now we've completed registration of Surgical Face Mask (type
IIR) and Medical Face Mask (type I, type II) according to EN 14683-2019.
The capacity for medical face masks is 8 million pcs/day, that's 240 million
per month. We’ve been exporting to UK, France, Spain, Germany, mostly
government tenders in huge quantities. Meanwhile, we've already purchased
about 200 production lines on KN95 (FFP2) masks, started mass production
on May 8th, estimated capacity is about 4 million pcs/day. Our FFP2 mask
obtained the CE certificate notified by Universal Certification. Also this mask
fulfilled Dekra testing of corona sars-cov-2.

We strictly follow international rules to manufacture our products, make sure
each item meet specific regulations and customer requirements.
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Conform to EN 149:2001+A1:2009 Standard

FEATURES :
 Single use.
 Foldable design.
 Adjustable nose clip, elastic ear loop.
 Non-toxic and non-irritating material.
 4 or 5 layers protection: high particle and bacteria filtration efficiency.
 Prevent bacteria, dust, pollen, airborne chemical particulate, smoke and mist.
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Product REF/Type Sterilization Package

FFP2 Mask SY95-1 Non-sterile
1pcs/bag, 10bags/box,
50boxes/CTN, 68.5*37*34.5cm
7/5kgs

FFP2 Mask SY95-1 Non-sterile
1pcs/bag, 10bags/middle bag,
80bags/CTN,64*41*50cm
9.6/8.2kgs



Artwork of FFP2 Filtering Half Mask:

1pcs/bag

10pcs/box

50boxes/CTN, 500pcs/CTN
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Package Image of FFP2 Filtering Half Mask:
1PCS/bag

10PCS/middle bag

80bags/CTN, 800pcs/CTN
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CE Certificate for FFP2 Filtering Half Mask
CE证 - FFP2口罩
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EC Declaration of Conformity of FFP2 Filtering Half Mask

CE符合性声明 - FFP2口罩
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Test Report of FFP2 Filtering Half Mask (DEKRA)
检验报告 - FFP2口罩 (德凯)
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Workshop (Clean Room) Photo 净化车间照片
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Factory Overview 工厂概览
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Business License

营业执照

Production Permission License

医疗器械生产许可证
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CE Certificate
杭州山友 CE证书
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ISO 13485 Certificate
杭州山友 ISO 13485证书
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