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CERTIFICATE

ATTESTATION CERTIFICATE

OF ELECTROMAGNETIC

COMPATIBILITY AND LOW VOLTAGE DIRECTIVES

Technical file of the company mentioned below has been observed and audit has been

completed successfully.
2014/30/EU Electromagnetic Compatibility Directive and

2014/35/EU Low Voltage Directives have been taken as references for these processes

Company Name

Company Address

: Jinan Biobase Medical Co., Ltd.

: N0.019 Qishan Road, Laiwu High Tech Zone, Jinan, Shandong,
China

Related Directives and Annex : 2014/35/EU Low Voltage Directive

Related Standards

Product Name

Report No and Date

Product Brand/Model/Type

Certificate Number
Initial Assessment Date

Registration Date
Reissue Date/No
Expiry Date

2014/30/EU Electromagnetic Compatibility Directive

:EN 61010-1:2010/A1:2019, EN 61326-1:2013

. Centrifuge

: EC.BIOBASE.20220119006-R-1

: See Annex Page

: M.2021.206.C71003 !I
: 24.01.2022 -
1 25.01.2022 UDEM InternationalfCertification

o Auditing Training Centre Industry
: 24.01.2027 and Trade Inc. Co.

~

The validity of the certificate can be checked through www.udem.com.tr. The CE mark shown on the right X 3 7
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of

—
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification / r i

Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@Qudemlitd.com.tr www.udem.com.tr
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CERTIFICATE

ANNEX of certificate No: M.2021.206.C71003

Product Brand/Model/Type : BKC-VL8RL-B, BKC-VL6RL-B, BKC-VL6RL-BI, BKC-VL5RL-B, BKC-VL6RCL,
BKC-VL5RMCL, BKC-VH10RL-B, BKC-TL5RL-B, BKC-TLSRCL, BKC-TL5SRMCL,
BKC-TH21RL-B, BKC-VL6L-B, BKC-VL6L-BI, BKC-VL6L-BIl, BKC-VL6KCL,
BKC-VL5KL, BKC-VL5KCL, BKC-TL5RM, BKC-TLSRM-I, BKC-TLSRM-IC,
BKC-TL6RM, BKC-TL4M, BKC-TL5M, BKC-TL5M-I, BKC-TL5M-Il, BKC-TL6M,
BKC-TL5M-IC, BKC-TL5MC, BKC-TL5M-IIC, BKC-TL4G, BKC-TL5G, BKC-TLCT4Y,
BKC-TLCTS5Y, BKC-TL4X, BKC-TH21RM, BKC-TH25RM, BKC-TH16RM,
BKC-TH18RM, BKC-TH20RM, BKC-TH26RM, BKC-MH12-B, BKC-MH16-B,
BKC-MH16-Bl, BKC-MH18-B, BKC-MH20-B, BKC-TLAC, BKC-TL5E, BKC-TL6K,
BKC-TL6A, BKC-TL6E, BKC-TL5EC, BKC-TL4A, BKC-TLSER, BKC-TL7RML,
BKC-TL6BL, BKC-TH10RA, BKC-TH12R-B, BKC-TH10R-B, BKC-TH21RMC,
BKC-TH21R-B, BKC-TH21RM-B, BKC-TLSREC, BKC-TH28M, BKC-TH12,
BKC-TH16E, BKC-TH16WC, BKC-TH18I, BKC-TH18WC, BKC-TH18IC,
BKC-TH21WC, BKC-TH16RE, BKC-TH20R-B, BKC-TH16R-B, BKC-TH21RWC,
BKC-TH18RMC, BKC-TH18RWC, BKC-TH18RW, BKC-TH16RMC, BKC-TCT1,
BKC-TCT2, Mini-7, Mini-12, Mini-4, Mini-5, BKC-AU5MT, BKC-AUSKT,
BKC-AUSBT, BKC-AUV5SML, BKC-AUV5BL, BKC-AUVSTL, BKC-AUVSKL,
BKC-AUV5RL, BKC-AUV5RKL, BKC-AUSML, BKC-AUSKL, BKC-AUSAL,
BKC-TL5PI, BKC-TL5P, BKC-TLBRMCL, BKC-TL6RMBL, BKC-T7TRMC, BKC-L6K,
BKC-OIL4P, BKC-TL5RRL, DDL-8R, DDL-6R, DGL-10R, TDL-5R, TGL-21R, DD-6R,
DD-6R-l, DD-6R-II, TDL-5M, TDL-5M-1, TD-4M, TD-5M, TD-5M-1, TD-5M-II, TD-6M,
TD-4G, TD-4Y, TD-4X, TD-5G, TGL-21M, TGL-25M, TGL-16M, TGL-18M,
TGL-20M, TGL-26M, TG-12W, TG-16W, TG-16W-I, TG-18W, TG-20W, TD-4C,
TD-5E, TDL-5E, CDL-7M, TD-6K, TD-6A, TD-6B, TD-6E, GL-10A, GL-12K, G-12K,
TGL-16E, TG-16E, Cytoprep-1, Cytoprep-2, Mini-7, Mini-12, TGL-20K,
TGL-16K, TG-18|, DDL-5R, DDL-6R-I, TD-5MT, DD-5MT, DDL-5RT, TDL-5MT,
TD-5Y, TD-5R, GL-28M, TD-5EC, DL-5EC, TDL-5RC, TD-5M-IC, TDL-5M-IC,
TD-5MC, GL-10K, TD-4A, Mini-4, Mini-5, TD-5P-I, TD-5P, GL-21MC, GL-21M,
TD-5M-IIC, DL-6MC, DL-6MB, CDL-7MC, DD-6K, DD-6KC, TD-4P, TDL-5MC,
TGL-21MC, TG-21WC, TGL-18MC, GL-21K, TG-18WC, TGL-16MC, TG-16WC,
TGL-18WC, TGL-18W, TG-18ICI, TDL-5AT, TD-5BT, TDL-5KT, TD-5KT, DD-5KT,
DD-5BT, DDL-5KT, DD-5IT, TDL-6M, DD-5K, DD-5KC, DDL-6RC, DDL-5MC,
DDL-5M, BKC-VL5RMB, TD-5A, BKC-TL5MA, Mini-6, Mini-8, Mini-10, TD-3,
BKC-MC3, BKC-BB6A, BKC-BB7, BKC-TB12, BKC-TB4KII, BKC-OIL5B, BKC-PRP5,
BKC-TH16D, BKC-TH16RD, Mini-10K, Mini-10K+, D2012 plus, LC-HD, LC-4KIl,
LC-H4KIl, LC-4KA, LC-4K-2, LC-5K, LC-4KB, LC-4KC, LC-T4K, LC-H4K,
BKC-TL4B, BKC-TL4MII, BKC-TL4, BKC-TL4Il, BKC-TL4Ill, BKC-TL5IIl, BKC-TL5IV,
BKC-TL5, BKC-TL5Il, BKC-TL6, BKC-TL6Il, BKC-TL5L, BKC-TL5RIV, BKC-TL6R,
BKC-TL8R, BKC-VL5R, BKC-VL6R, BKC-VL8R, BKC-VL6RL, BKC-VL8RL,
BKC-TL4IV, BKC-TL5VII, BKC-TL5R, BKC-TL5RL, BKC-VL6RLII, BKC-TLSLII,
BKC-TL5V, BKC-TL5VI, BKC-TL6III, BKC-TL6IV, BKC-TL5RII, BKC-TLSRII,
BKC-TL16RE, BKC-MH16, BKC-TH16, BKC-TH18, BKC-TH16RIIl, BKC-TH20RIII,
BKC-TH16R, BKC-TH20R, BKC-TH12R, BKC-TH24RII, BKC-VH20R, BKC-VH21RIl,
BKC-VH20RII, BKC-VH10RL, BKC-TH20RL, BKC-TH16Il, BKC-TH16RIl,
BKC-TH20RII, BKC-TH21RL, BKC-TH18II, BKC-TH21, BKC-TH18R, BKC-VH21RL,
BKC-TH23RIl, BKC-TH24R, BKC-TH24RL, BKC-HC12B, BKC-PCR16, BKC-AU4,
BKC-AU5, BKC-AUSR, BKC-GC12, BKC-GC24, BKC-MF5A, BKC-MF5B,
BKC-MF5C, BKC-BB6

UDEM InternationalfCertification
Auditing Training Géntre Industry

and Trade Inc. Co.
The validity of the certificate can be checked through www.udemitd.com.tr. The CE mark shown on the right Ve
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification
Auditing Training Centre Industry and Trade Co. Ltd. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udemltd.com.tr www.udem.com.tr
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CERTIFICATE

ATTESTATION CERTIFICATE

OF ELECTROMAGNETIC

COMPATIBILITY AND LOW VOLTAGE DIRECTIVES

Technical file of the company mentioned below has been observed and audit has been

completed successfully.
2014/30/EU Electromagnetic Compatibility Directive and

2014/35/EU Low Voltage Directives have been taken as references for these processes

Company Name

Company Address

: Jinan Biobase Medical Co., Ltd.

: N0.019 Qishan Road, Laiwu High Tech Zone, Jinan, Shandong,
China

Related Directives and Annex : 2014/35/EU Low Voltage Directive

Related Standards

Product Name

Report No and Date

Product Brand/Model/Type

Certificate Number
Initial Assessment Date

Registration Date
Reissue Date/No
Expiry Date

2014/30/EU Electromagnetic Compatibility Directive

:EN 61010-1:2010/A1:2019, EN 61326-1:2013

. Centrifuge

: EC.BIOBASE.20220119006-R-1

: See Annex Page

: M.2021.206.C71003 !I
: 24.01.2022 -
1 25.01.2022 UDEM InternationalfCertification

o Auditing Training Centre Industry
: 24.01.2027 and Trade Inc. Co.

~

The validity of the certificate can be checked through www.udem.com.tr. The CE mark shown on the right X 3 7
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of

—
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification / r i

Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@Qudemlitd.com.tr www.udem.com.tr
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CERTIFICATE

ANNEX of certificate No: M.2021.206.C71003

Product Brand/Model/Type : BKC-VL8RL-B, BKC-VL6RL-B, BKC-VL6RL-BI, BKC-VL5RL-B, BKC-VL6RCL,
BKC-VL5RMCL, BKC-VH10RL-B, BKC-TL5RL-B, BKC-TLSRCL, BKC-TL5SRMCL,
BKC-TH21RL-B, BKC-VL6L-B, BKC-VL6L-BI, BKC-VL6L-BIl, BKC-VL6KCL,
BKC-VL5KL, BKC-VL5KCL, BKC-TL5RM, BKC-TLSRM-I, BKC-TLSRM-IC,
BKC-TL6RM, BKC-TL4M, BKC-TL5M, BKC-TL5M-I, BKC-TL5M-Il, BKC-TL6M,
BKC-TL5M-IC, BKC-TL5MC, BKC-TL5M-IIC, BKC-TL4G, BKC-TL5G, BKC-TLCT4Y,
BKC-TLCTS5Y, BKC-TL4X, BKC-TH21RM, BKC-TH25RM, BKC-TH16RM,
BKC-TH18RM, BKC-TH20RM, BKC-TH26RM, BKC-MH12-B, BKC-MH16-B,
BKC-MH16-Bl, BKC-MH18-B, BKC-MH20-B, BKC-TLAC, BKC-TL5E, BKC-TL6K,
BKC-TL6A, BKC-TL6E, BKC-TL5EC, BKC-TL4A, BKC-TLSER, BKC-TL7RML,
BKC-TL6BL, BKC-TH10RA, BKC-TH12R-B, BKC-TH10R-B, BKC-TH21RMC,
BKC-TH21R-B, BKC-TH21RM-B, BKC-TLSREC, BKC-TH28M, BKC-TH12,
BKC-TH16E, BKC-TH16WC, BKC-TH18I, BKC-TH18WC, BKC-TH18IC,
BKC-TH21WC, BKC-TH16RE, BKC-TH20R-B, BKC-TH16R-B, BKC-TH21RWC,
BKC-TH18RMC, BKC-TH18RWC, BKC-TH18RW, BKC-TH16RMC, BKC-TCT1,
BKC-TCT2, Mini-7, Mini-12, Mini-4, Mini-5, BKC-AU5MT, BKC-AUSKT,
BKC-AUSBT, BKC-AUV5SML, BKC-AUV5BL, BKC-AUVSTL, BKC-AUVSKL,
BKC-AUV5RL, BKC-AUV5RKL, BKC-AUSML, BKC-AUSKL, BKC-AUSAL,
BKC-TL5PI, BKC-TL5P, BKC-TLBRMCL, BKC-TL6RMBL, BKC-T7TRMC, BKC-L6K,
BKC-OIL4P, BKC-TL5RRL, DDL-8R, DDL-6R, DGL-10R, TDL-5R, TGL-21R, DD-6R,
DD-6R-l, DD-6R-II, TDL-5M, TDL-5M-1, TD-4M, TD-5M, TD-5M-1, TD-5M-II, TD-6M,
TD-4G, TD-4Y, TD-4X, TD-5G, TGL-21M, TGL-25M, TGL-16M, TGL-18M,
TGL-20M, TGL-26M, TG-12W, TG-16W, TG-16W-I, TG-18W, TG-20W, TD-4C,
TD-5E, TDL-5E, CDL-7M, TD-6K, TD-6A, TD-6B, TD-6E, GL-10A, GL-12K, G-12K,
TGL-16E, TG-16E, Cytoprep-1, Cytoprep-2, Mini-7, Mini-12, TGL-20K,
TGL-16K, TG-18|, DDL-5R, DDL-6R-I, TD-5MT, DD-5MT, DDL-5RT, TDL-5MT,
TD-5Y, TD-5R, GL-28M, TD-5EC, DL-5EC, TDL-5RC, TD-5M-IC, TDL-5M-IC,
TD-5MC, GL-10K, TD-4A, Mini-4, Mini-5, TD-5P-I, TD-5P, GL-21MC, GL-21M,
TD-5M-IIC, DL-6MC, DL-6MB, CDL-7MC, DD-6K, DD-6KC, TD-4P, TDL-5MC,
TGL-21MC, TG-21WC, TGL-18MC, GL-21K, TG-18WC, TGL-16MC, TG-16WC,
TGL-18WC, TGL-18W, TG-18ICI, TDL-5AT, TD-5BT, TDL-5KT, TD-5KT, DD-5KT,
DD-5BT, DDL-5KT, DD-5IT, TDL-6M, DD-5K, DD-5KC, DDL-6RC, DDL-5MC,
DDL-5M, BKC-VL5RMB, TD-5A, BKC-TL5MA, Mini-6, Mini-8, Mini-10, TD-3,
BKC-MC3, BKC-BB6A, BKC-BB7, BKC-TB12, BKC-TB4KII, BKC-OIL5B, BKC-PRP5,
BKC-TH16D, BKC-TH16RD, Mini-10K, Mini-10K+, D2012 plus, LC-HD, LC-4KIl,
LC-H4KIl, LC-4KA, LC-4K-2, LC-5K, LC-4KB, LC-4KC, LC-T4K, LC-H4K,
BKC-TL4B, BKC-TL4MII, BKC-TL4, BKC-TL4Il, BKC-TL4Ill, BKC-TL5IIl, BKC-TL5IV,
BKC-TL5, BKC-TL5Il, BKC-TL6, BKC-TL6Il, BKC-TL5L, BKC-TL5RIV, BKC-TL6R,
BKC-TL8R, BKC-VL5R, BKC-VL6R, BKC-VL8R, BKC-VL6RL, BKC-VL8RL,
BKC-TL4IV, BKC-TL5VII, BKC-TL5R, BKC-TL5RL, BKC-VL6RLII, BKC-TLSLII,
BKC-TL5V, BKC-TL5VI, BKC-TL6III, BKC-TL6IV, BKC-TL5RII, BKC-TLSRII,
BKC-TL16RE, BKC-MH16, BKC-TH16, BKC-TH18, BKC-TH16RIIl, BKC-TH20RIII,
BKC-TH16R, BKC-TH20R, BKC-TH12R, BKC-TH24RII, BKC-VH20R, BKC-VH21RIl,
BKC-VH20RII, BKC-VH10RL, BKC-TH20RL, BKC-TH16Il, BKC-TH16RIl,
BKC-TH20RII, BKC-TH21RL, BKC-TH18II, BKC-TH21, BKC-TH18R, BKC-VH21RL,
BKC-TH23RIl, BKC-TH24R, BKC-TH24RL, BKC-HC12B, BKC-PCR16, BKC-AU4,
BKC-AU5, BKC-AUSR, BKC-GC12, BKC-GC24, BKC-MF5A, BKC-MF5B,
BKC-MF5C, BKC-BB6

UDEM InternationalfCertification
Auditing Training Géntre Industry

and Trade Inc. Co.
The validity of the certificate can be checked through www.udemitd.com.tr. The CE mark shown on the right Ve
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification
Auditing Training Centre Industry and Trade Co. Ltd. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76
E-mail: info@udemltd.com.tr www.udem.com.tr




Garanzia di Qualita del Processo di Produzione
Quality Assurance of the Production Process

n. ECM PED-D1 2020-CO82

Rilasciato i sensi della Direttiva 2014/68/UE - Allegato III
Issued according to 2014/68/EU Directive — Annex 111
Fabbricante
Manufacturer

Ragione Sociale

Biobase Disinfection (Shandong) Co., Ltd.
Company Name

Sede Legale C4-404, Xing'an Community, Ancheng Town, Pingyin County, Jinan City, Shandong
Registered office Province, China
Sede Operativa C4-404, Xing'an Community, Ancheng Town, Pingyin County, Jinan City, Shandong
Headquarters Province, China
Descrizione dell’attrezzatura/insieme Table Top Autoclave, Vertical Autoclave, Hand Wheel Vertical Autoclave, Horizontal
Equipment/assemblies description Autoclave, Large Horizontal Autoclave, Cassette Sterilizer, Portable Autoclave
Modell BKM-Series, BKQ-Series, BKS-Series
Models
Fascicolo Tecnico n TPMJ202009043201
Technical file no.
Dati tecnici V:1.8to 352L
Technical Data PS: -1 to 3bar

Fluid Group: 2

Temperature Range: 0 to 150°C

Questo certificato e basato sul rapporto di verifica ispettiva n. This certificate is based on the audit report no. PTPRD0O1_C082 issued

PTPRDO1_CO82 emesso il 04/09/2020. on 04/09/2020.
| risultati delle verifiche periodiche del sistema qualita sono parte The results of periodic audits of the quality system is an integral part
integrante di questa notifica. of this notification.

Questo Certificato di Notifica della garanzia di qualita della This Certificate of Notification of production quality assurance is valid
produzione e valido fino al 06/09/2023 e puo essere ritirato se until 06/09/2023 and can be withdrawn if surveillance audits show
dalle verifiche ispettive di sorveglianza risulta che il sistema di that the quality system of production no longer complies with the
qualita della produzione non & pil conforme a quanto previsto provisionsin Annex Il module D1.

dall’allegato Ill modulo D1.

In accordo con quanto previsto nell’Allegato 1l modulo D1 della In accordance with the Annex Ill module D1 of Directive 2014/68/EU
Direttiva 2014/68/UE la marcatura CE sul prodotto deve essere the CE marking must be followed by n. 1282 that identifies ECM as
seguita dal n. 1282 che identifica ECM come I’Organismo Notificato Notified Body responsible for supervising the production.

incaricato della sorveglianza della produzione.

Esempio di marcatura
Marking example c 6 1282

Data di prima emissione

Date of first issue 07/09/2020 I Estensione - Extension [ Rinnovo - Renewal

Valsamoggia (BO) Timbro
Data - Date 07/09/2020

Scadenza - Expiry date  06/09/2023 9

Amanda Payne
(Deputy Manager)

Questo certificato, compreso |'allegato, puo essere riprodotto solo integralmente e senza alcuna variazione. Pagina 1 di 2
This certificate, annex included, may only be reproduced in its entirety and without any change. Page 1 of 2

Ente Certificazione Macchine srl

Via Ca’ Bella 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO)
7 +39 0516705141 & +39 0516705156 D< ecm@entecerma.it www.entecerma.it




Allegato al Certificato n.
Appendix to Certificate no.
n. ECM PED-D1 2020-CO82

Rilasciato i sensi della Direttiva 2014 /68 /UE - Allegato III
Issued according to 2014/68/EU Directive — Annex I11

Richiedente
Applicant
Ragione Sociale
Company Name

Biobase Disinfection (Shandong) Co., Ltd.

Sede Legale C4-404, Xing'an Community, Ancheng Town, Pingyin County, Jinan City, Shandong Province,
Registered office China

Sede Operativa C4-404, Xing'an Community, Ancheng Town, Pingyin County, Jinan City, Shandong Province,
Headquarters China

Apparecchio/insieme Table Top Autoclave, Vertical Autoclave, Hand Wheel Vertical Autoclave, Horizontal
Equipment/assembly Autoclave, Large Horizontal Autoclave, Cassette Sterilizer, Portable Autoclave

Apparecchio soggetto a sorveglianza
Equipment subjected to surveillance

BKM-Series, BKQ-Series, BKS-Series

Valsamoggia (BO)
Firma autorizzata
Data - Date 07/09/2020 Authorized signature

Timbro

Amanda Payne N
(Deputy Manager)

Scadenza- Expiry date  06/09/2023

FINE DEL CERTIFICATO — END OF CERTIFICATE

Questo certificato, compreso |'allegato, puo essere riprodotto solo integralmente e senza alcuna variazione. Pagina 2 di 2
This certificate, annex included, may only be reproduced in its entirety and without any change. Page 2 of 2

Ente Certificazione Macchine srl

Via Ca’ Bella 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO)
7 +39 0516705141 & +39 0516705156 D<l ecm@entecerma.it www.entecerma.it




QUALITY MANAGEMENT

SYSTEM
CERTIFICATE

Certification No. : HXC18921Q20254R0M
Awarded to

Biobase Biodustry(Shandong)Co., Ltd,

Organization Code: 91370181 79889855X7
Registration Add.: Mingshui Economic Development Zone, Zhanggiu Districi Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

(Hfice Add.: Mingshui Economic Development Zone Zhanggiu District Jinan City, Shandong Provinee
{Biobase Industnial Park in a intersection of East Jingshi Road and Minghu Road)
Production/Service Add.: No.51 Industnal South road Jinan City, Mingshui Economic Development Zone,
Zhanggiu District,Jinan City(Biobase Industrial Park in 4 intersection of East Jingshi Road and Mingbu Road),
MNo.2 Qinghe street, Zhanpguu District, Jinan City,Standard Plant No. 3, Jinshui High-end Equipment
Manufacturing Indusimal Park, Pingyin County, Jinan City, Shandong Province
Zip Code: 250200
The Quality Management System of the above
organization has been assessed and Found to be in accordance with

the requirements of the standard:
GB/T 19001-2016 / 1SO 9001:2015

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 mm. Microplate Washer,
Laboratory Refrigerator, Automatic chemistry analyzer, tic Chemiluminescence Analyzer,
Automatic Nucleic acid extration system, Disposable Virus Sampling Tube,

Medical centrifuge (within the scope of qualification license)

First S.A. Labelling | Second 5.A. | Labelling Third 5.A. Labelling

—

Tha GériSad Grgarisaiion musd acosEl dl sl one afveilance sudl annualy and a qualified mark shall e afsched onla 1he cerdhicale, wilhn
walichly paicd of thes cadilicale, Thin B caifcale s be maintsned vabd.

For rcre detads of this catifcale, phbasse login CHCA™ & wabaile: wew. cnoa goy on
For the valdity of the cenilcsts pleass acan the OR oodes on the nght nde dor aocurabe imlomation

(=) Zeas

FISEIAIE

Date of Issue:5 Jul. 2021 Date of Supervision:5 Jul. 2021 Valid until:4 Jul. 2024
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Certification No. : HXC18%921YLO0SROM

Awarded to

Biobase Biodustry(Shandong)Co., Ltd.

Organization Code: 91370181 79889855X7
Registration Add.: Mingshui Economic Development £one, Zhangqiv District Jinan City, Shandong Province
(Biobase Industrial Park in a intersection of East Jingshi Road and Mingbu Road)

CHfice Add.: Mingshui Economic Development Zone £hanggiv District Jinan City, Shandong Province
(Biohase Industrial Park in a intersection of East Jingshi Road and Mingbu Hoad)
Production/Service Add.: No.51 Industnal South read, Jinan City, Mingshui Economic Development £one,
Zhanggiu District Jinan City(Biobase Indusirial Park in a intersection of East Jlingshi Road and Mingbu Foad),
Mo.2 Qinghe street, Zhanggiv Dstrict, Yinan City,Standard Plant Mo 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:

1S0 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, Hem 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 5.A. Labelling Third 5.A. Labelling |
I
The perdited crganizalion must accept aF l0aE ore Aurmilancs sudl annualky ur-l::l..ulhuﬂ mark shall be Alached ora e carilicals, wilhin
walicity period of the cerlficats, Fen the cedificale can be mairtasined vakd.
For moee delais of this cadifcale, please login CHICA" 5 webais: waw cnoagov.cn
For the valicity of the cerdficabe, pleass scan fe OF codes on the nght nde for acouraie imormation

(B Aeas

TS EAIE

Date of [ssue:S Jul. 2021  Date of Supervision:s Jul, 2021 WValld untll:4 Jul. 2024
Raom BOZ, 2nd Bui lding, No. & South Street of Gulow, Changping District, Bef jing City, China  010-57146599
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