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Certificate of-©ompliarite

No.OP171016.JBBTQ23
Technical Construction File no. TJS201710132133

Certificate’s Jinan Biobase Biotech Co., Ltd.
Holder: Room 501, Tiangiao District Technology Center,
No. 6 Lanxiang Middle Road, Tiangiao District, Jinan

Type
Approved

Certification ECM
Mark:

Product: Centrifuge
Model(s): (see the following annex )
Verification fo: Standard:

EN 61326-1:2013, EN 61000-6-1:2007,
EN 61000-6-3:2007+A1:2011+AC:2012,
EN 61010-1:2010,

EN 60204-1:2006+A1:2009+AC:2010

related to CE Directive(s):
2014/35/EU (Low Voltage)
2014/30/EU (Electromagnetic Compatibility)

Remark: The product(s) has been verified on a voluntary basis. The product(s) satisfies the requirements of
the Certification Mark of ECM, in reference to the above listed Standard(s). The above Compliance Mark
can be affixed on the product(s) accordingly to the ECM regulation about its release and its use. The
regulation can be found at www.entecerma.it. This Cerfificate of Compliance can be checked for validity
at www.entecerma.it

This verification doesn't imply assessment of the production of the product(s).

Additional information, clarification about the C€ Marking:
We attest that a TCF for the C€ Marking process is in place. Whereas the
Manufacturer is Responsible to start the C€ Marking Certification Procedure and to
perform all the necessary activities, as required by the Directive before placing the
C€ Mark on the product(s).

Date of issue 16 October 2017 Expiry date 15 October 2022

Deputy Manager
Amanda ne

Ente Certificazione Macchine Srl
Via Ca’ Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 +39 051 6705156 4 info@entecerma.it ® www.entecerma.it


http://www.entecerma.it/
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Annex |

No.OP171016.JBBTQ23

Technical Construction File no. TJS201710132133

Model(s):

Mini-4K, Mini-6K, Mini-7K, Mini-10K, Mini-10K+, Mini-15K, Mini-4610K,
Mini-4610KIl, Mini-4KH, Mini-6KH, Mini-10KH, LC-HD, LC-4KII,
LC-H4KII, LC-4KA, LC-4K-2, LC-5K, LC-4KB, LC-4KC, LC-T4K, LC-H4K,
BKC-TL4,BKC-TL4II, BKC-TL4III, BKC-TL4IV, BKC-TLSVII, BKC-TLAIII,
BKC-TLSIV, BKC-TLS, BKC-TLSII, BKC-TL6, BKC-TL6II, BKC-TL4V,
BKC-TLSVI, BKC-TLSV, BKC-TLéIII, BKC-TL6IV, BKC-TL6V, BKC-TLSL,
BKC-TLSLI, BKC-TLSRIV, BKC-TL6R, BKC-TL8R, BKC-VLSR, BKC-VL6R,
BKC-VL8R, BKC-TL5R, BKC-TL5RII, BKC-TLSRII, BKC-TLSRL,
BKC-VLé6RLII, BKC-VLéRL, BKC-VL7RL, BKC-VL8RL, BKC-MH16,
BKC-TH16, BKC-TH18, BKC-TH14Il, BKC-TH18Il, BKC-TH21,
BKC-TH18R, BKC-TH18RII, BKC-TH23R, BKC-TH16R, BKC-TH20R,
BKC-TH16RII, BKC-TH20RII, BKC-TH12R, BKC-TH16RIIl, BKRC-TH20RIII,
BKC-TH24RII, BKC-VH20R, BKC-VH21RII, BKC-TH23RII, BKC-TH24R,
BKC-TH24RL, BKC-VH20RII, BKC-VH21RL, BKC-VHT0RL, BKC-TH20RL,
BKC-TH21RL, BKC-GC12, BKC-GC24, BKC-PCR16, BKC-PRPS,
BKC-MF5A, BKC-MF5B, BKC-MF5C, BKC-AU4, BKC-AUS, BKC-AUSR,
BKC-BB6, BKC-BB4A, BKC-BB7, BKC-HC12A, BKC-TB12, BKC-TB4K,
BKC-OILSVII

Ente Certificazione Macchine Srl

Via Ca’ Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 +39 051 6705156 4 info@entecerma.it ® www.entecerma.it
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Certification No. : HXC18921YLOO8S8ROM

Awarded to
Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 9137018179889855X7
Registration Add.: Mingshui Economic Development Zone,Zhangqiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

Office Add.: Mingshui Economic Development Zone,Zhangqiu District,Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)
Production/Service Add.: No.51 Industrial South road,Jinan City, Mingshui Economic Development Zone,
Zhangqiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road),
No.2 Qinghe street, Zhanggiu District, Jinan City,Standard Plant No. 3, Jinshui High-end Equipment
Manufacturing Industrial Park, Pingyin County, Jinan City, Shandong Province
Zip Code: 250200
The Medical Devices Quality Management Systems of the above
Organization has been assessed and Found to be in accordance with
the requirements of the standard:

1SO 13485:2016

Scope of this management Certification
R& D, production and sales of In Vitro Diagnostic Reagents, Biological Safety Cabinets,

Air Purifier, Blood Bank Refrigerator, Medical Incubator, Automatic ELISA Processor,
Hematology Analyzer Diluent, Hematology Analyzer Lyse, Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, Automatic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling Second S.A.| Labelling Third S.A. Labelling

The certified organization must accept at least one surveillance audit annually and a qualified mark shall be attached onto the certificate, within
validity period of the certificate, then the certificate can be maintained valid.

For more details of this certificate, please login CNCA' s website: www.cnca.gov.cn.
For the validity of the certificate, please scan the QR codes on the right ride for accurate information.

LSEAE

Date of Issue:b Jul. 2021 Date of Supervision:5 Jul. 2021 Valid until:4 Jul. 2024
Room 802, 2nd Building, No. 6 South Street of Gulou, Changping District,Beijing City,China 010-57146599
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