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产品明细 Product details

产品名称 规格
盒子尺寸

（长*宽*高/cm）

箱子尺寸

（长*宽*高/cm）
重量（KG）

新冠病毒抗原检测试剂盒

SARS-CoV-2 Antigen Rapid Test Kit

25 人份/盒

25tests/box
21*13.5*8.5 57.5*43.5*46 18

10 人份/盒

10tests/box

21.5*13.5*7.5

小内盒 21*7*1.3
70.3*44.9*32.4 15.5

5 人份/盒

5tests/box
21*7*4.5 43.5*43.3*47.5 11
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鼻咽拭子

序号 品牌 图片

1
大连

荣邦

稀释液

序号 图片

1
铝箔封稀

释液
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公司简介 Company Profile

深圳市绿诗源生物技术有限公司成立于 2003 年，是由留学美国多年的著名学者创办

的一家高新技术企业，公司以研发最先进的体外诊断试剂（IVD）、食品安全检测试剂、

动物疾病诊断试剂、小分子抗原抗体等产品为主，致力于生物制剂在全球的产业化。

Shenzhen Lvshiyuan Biotechnology Co., Ltd, was founded in 2003 by a senior
scholar who had studied in America for many years. It is a high-tech enterprise
specializing in the development and production of the most advanced In vitro diagnostic
reagents(IVD),food safety test reagent,animal disease diagnostic reagent, small
molecule antigen & antibody,committed to the industrialization of biological reagent
around the world.

公司通过了 ISO9001、ISO13485 质量管理体系认证，先后取得国家级高新技术企业、

深圳市高新技术企业、博士后创新实践基地、3A 信用企业等级、医疗器械生产许可证等资

质证书，同时获得了多项专利证书。

LSY get the ISO9001 certificate of quality management system, The review of
ISO13485 has been passed, we can get this certificate soon.we has achieved many
qualification certificates, such as National HI-TECH enterprise certificate，Shenzhen
HI-TECH enterprise certificate , Postdoctoral innovation practice base，AAA-grade credit
enterprise, Medical Equipment Production License etc. LSY also get a number of patent
certificate.

二十一世纪是生物高科技时代，我们以“关爱健康、造福社会；专注产品、引领行业；

创造效益、回报股东；完善机制、成就员工。”为企业使命，秉承“品质铸就品牌，品牌

成就生命”的品质理念，为客户提供领先的生物技术产品和完善的技术服务。

In the 21st biological high-tech era,LSY takes the “Health care,benefit to
society;Focus on products,lead the industry;Create benefits,repay shareholders; perfect
mechanism,succeed employees. “as our Enterprise mission and adheres to the Quality
philosophy of “Quality makes brand,brand is life.”,providing the advanced biological
technology products and the perfect technical service for the customers.
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营业执照 Business license
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ISO9001 认证证书 ISO9001 certification
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ISO 13485 认证证书 ISO 13485 certification
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对外贸易经营者备案登记表 Foreign trade operator registration form
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报关注册登记证书 Customs registration certificate

医疗器械生产许可证 Medical device production license
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取得国外标准认证截图
Obtained screenshots of foreign standard certification
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德国 BfArM 批准抗原检测用于专业检测
Germany BfArM Approval of antigen tests for professional testing
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德国 BfArM 批准用于自检的抗原检测
Germany BfArM Approval of antigen tests for self-testing
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PEI 认证证书 Paul-Ehrlich-Institut certification



13



14



15

欧盟通用和互认清单 On the EU common list & Mutual Recognition list

比利时白名单 Whitelist of Belgium
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奥地利白名单 Whitelist of Austria

意大利白名单 Whitelist of Italy
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瑞士白名单 Whitelist of Switzerland
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英国注册证书 Registration Certificate of UK
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柬埔寨注册证书 Cambodia Registration certificate
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肯尼亚 EUA EUA of Kenya
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荷兰注册证 Registration Certificate in Netherlands
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西班牙注册证 Spanish Registration Certificate

泰国白名单 Whitelist of Thailand
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阿拉伯联合酋长国和沙特阿拉伯的自由销售证明
Free sales certificate in UNITED ARAB EMIRAT and SAUDI ARABIA
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马来西亚自测证 Self-test approval of MDA Malaysia
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海关备案 Customs record
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CE认证 CE certification
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航空运输条件鉴定报告 Air transport conditions appraisal report
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材料安全数据表 Material Safety Data Sheet
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公司图片 Company Pictures
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