BIOBASE®

Table Top Low Speed Centrifuge

Features for BKC-TL4IV:

* Maintenance-free brushless DC motor.

* Microprocessor control, LED display.

* Stainless steel chamber.

* Rotor recognition system, Automatically electric lid lock,
over speed, over temperature, and imbalance protection.

Features for BKC-TL5VII:

* DC Brushless motor, special damping device make the motor

run steady, free maintenance.

Digitally signed by Grabazei Alexandru
Date: 2021.09.30 15:02:20 EEST
Reason: MoldSign Signature

Location: Moldova

Table Top Low Speed Refrigerated Centrifuge

Technical Parameters:

Model BKC-TL5R

Max. Speed 5000rpm

Max. RCF 4390xg

Max. Capacity 4*250ml

Speed Precision +50rpm

Timing Range 18~99h59min59s
Temp. Range -20°C~40°C
Temp. Accuracy +1:G

BIOBASE CHINA
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Refrigerant CFC-free refrigerant
Noise <65dB Features:
Power Supply AC110/220V, 50/60Hz * Maintenance-free brushless DC motor.
External Size(W*D*H)mm | 640*680*380 * LED/LCD display.
Package Size(W*D*H)mm | 780*800*520 % Shinlssaisiasl chamber.
* Automatically electric lid lock, over
Net Weight(kg) 95 ;
speed, over temperature, and imbalance
Gross Weight(kg) 120 protection.
Rotor:
Rotor No. Rotor Capacity Max. Speed(rpm) Max. RCF(xg)
No.1 Angle Rotor 12*10ml 5000 4390
4*100ml 5000 4390
4*2*100ml
4*4*10ml
4*6*10ml
No.2 Swing Bucket Rotor 4*8*10ml 4000 3500
4*4*15ml
4*6*15ml
4*8*15ml
4*50ml 5000 4390
4*2*50ml 4000 3500
Swing Rotor 4*250m|
- | 48 M
48 Tml
No.3 Adapter ~ 4*8*10ml 4000 3500
 4*2*50m
4*100ml
No.4 4*12*7/5ml 4000 2800
| No.5 Swing Rotor - 4*18*7/5ml 4000 2800
 No.6 4*24*7/5ml 4000 2800
No.7 Microplate 2*2*48well 4000 2300
No.8 2*2*96well 4000 2300

* Display: microprocessor control, LED display of running BIOBASE
parameters, 10rpm increments, conversion of RPM/RCF. -
* Function: automatically electric lid lock, over speed, over -
temperature and imbalance protection, memory flashing function.
* Alarm: over speed, rotor mounting abnormally.
* External cold-rolled steel with powder coating, stainless steel
centrifugal chamber and lid.
Technical Parameters:
Model BKC-TL4IV BKC-TL5VII
Max. Capacity 6*50ml
Max. Speed 4000rpm 5000rpm
Speed Precision / +30rpm
Timing Range 1~60min 0~99min
Noise <65dB <58dB
Consumption 180W 300w
Power Supply AC110/220V, 50/60Hz
External Size(W*D*H)mm 395340305 © 330%295*255
Package Size(W*D*H)mm 510*420*330 510%445%445
Net/Gross Weight(kg) 20/22 20/28
Rotor:
BKC-TL4IV BKC-TL5VII
Rotor No.| Rotor | Capacity Speed(rpm)l RCF(xg)| Rotor No.| Rotor Capacity |Speed(rpm) RCF(xg)
No.1 18*10/7ml | 4000 | 2200 No.1 18*10/7ml 5000 4020
No.2 24*10/7ml | 4000 | 2200 No.2 24*10/7ml 5000 4020
No.3 nde 12*15/10ml | 4000 | 2200 No.3 ndie 12*15/10ml 5000 4020
No.4 RN 12*20/15ml| 4000 | 2200 No.4 o 12*20/15ml 5000 4020
No.5 6*50ml 4000 [ 2200 No.5 6*50ml 5000 4020
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BIOBASE®

Constant-Temperature Incubator

Features:

* Intelligent temperature controller, based on microprocessor with PID parameters controlling function, and LCD
display make temperature accurate and reliable.

* The double door makes the temperature fluctuation small. The toughened-glass inner door is convenient to observe
chamber condition without affecting chamber temperature.

* The working chamber adopts stainless steel and round angle structure, easy to clean.
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BJPX-H30 BJPX-H50/80/160/270

Optional Accessories: * Independent temperature protector.

Technical Parameters:

Capacity 30L 50L 80L 160L 270L

Temp. Range RT+5~65°C

Temp. Fluctuation +0.3°C

Time Setting 1~9999mins

Alarm Over-temperature alarm;audible and visual alarm.

Shelves 2 pes/adjustable 3 pcs/adjustable

Consumption 200W 210W 280W 380W 570W

Power Supply AC220V+10%, 50/60Hz(Standard); AC110+10%, 60Hz(Optional)

Internal Size(mm) 320*300*315 350*350*410 400*400*500 500*500*650 600*600*750
External Size(mm) | 650*470*510 510*520*800 580*570*890 680*670*1050 770*780*1150
Package Size(mm) | 780*600*680 600*610*850 670*650*940 800*790*1200 890*890*1300
Gross Weight(kg) 45 55 57 90 130
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BIOBASE CHINA

Constant-Temperature Incubator

Features:

* Large LED display, multiple groups of data to be displayed at a time; function of timing and over-temperature protection.
* Two-layer toughened-glass observation window.

‘ ,J"

BIOBASE

- e\

BJPX-H30/48/64/123lI BJPX-H230II

Technical Parameters:

Capacity 30L 451 65L 125L 230L

Temp. Range RT+5~80°C

Temp. Fluctuation +0.2°C

Time Setting 1~9999mins

Shelves 2 pes/adjustable

Consumption 150W 250W 500W 600W 700W

Power Supply AC220V+10%, 50/60Hz(Standard); AC110+10%, 60Hz(Optional)

Intenal Size(mm) 310*310*310 350*350*350 400*360*450 500*450*550 600*500*750
External Size(mm) 460*510*695 500*550*735 550*550*840 636*680*915 730*670*1220
Package Size(mm) 550*570*765 620*585*800 640*640*905 730*720*1000 900*800*1350
Gross Weight(kg) 51 56 62 71 105
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BIOBASE"

Horizontal Autoclave

Application:

It is applicable for the sterilization of unpacked

solid instrument in department of stomatology,

ophthalmology, operation room and CSSD.

Features:

* Sterilizing programs for fabric, instrument, rubber and liquid.

* Touch screen display of temperature, pressure, time, running

status and failure warning.

* Post-dying function makes the residual humidity of sterilized

articles less than 3%.

* The positive pressure air-exhaust system to exhaust the cold

air from chamber.

* Equipped with printer to print date, time and process parameters.

* Build-in efficient steam generator, microcomputer temperature control.

* Perfect four-level authority management system to avoid mis-operation.

* Double door optional.

Technical Parameters:

BIOBASE

Horizontal Pulse Vacuum Autoclave

Application:

It can be widely used in department of stomatology and

ophthalmology, operating room and other medical institutions.

It is suitable for all wrapped or unwrapped solid instrument,

A-class cavity instrument (dental hand-pieces and endoscopes),

implantable instrument, dressing fabric and rubber tubes, etc.

Features:

* Built-in efficient steam generator, microcomputer temperature control.

Equipped with printer to print date, time and process parameters.

sk
* Perfect four-level authority management system to avoid mis-operation.
*

Sterilization programs for fabric, instrument, rubber, liquid, cavity,
B&D test, PCD test and leakage test.
* Intelligent drying system to guarantee the residual humidity of instrument

and dressing no more than 0.2% and 1% respectively.

* Over-heat auto protection device, dual door safety lock device, over

pressure relief valve, short circuit protection, and overpressure protection.

* LCD displays temperature, pressure, time, running status, failure and warning code.

* Double door optional.

Technical Parameters:

BIOBASE CHINA

Model BKQ-B100(H) BKQ-B150(H) BKQ-B200(H) BKQ-B300(H)
Capacity 100L 135L 185L 300L
Chamber Size(mm) ¢400%850 ¢500*710 ¢500*950 63271000
Chamber Material SUS304
Max Working Pressure 0.23Mpa
Working Temp. 115~138°C
Temp Accuracy +0.1°C
Consumption 10KW 11KW 17TKW
Power Supply 380V, 50HZ
External Size(L*W*H) mm 1250*730*1660 1110%750*1742 1350%750*1742 1400*890*1780
Package Size(L*W*H) mm 1500*900*2050 1370%1000%2060 1510*890*2060 1700%1050%2090
Gross Weight(kg) 310 470 540 830
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Model BKQ-Z100(H) BKQ-Z150(H) BKQ-Z200(H) BKQ-Z300(H)
Capacity 100L 135L 185L 300L
Chamber Size(mm) ¢400*850 ®500*710 500950 ¢632*1000
Chamber Material SuUS304

Max Working Pressure 0.23Mpa

Vacuum Limit -0.08MPa

Working Temp. 115~138°C

Temp Accuracy +0.1°C

Consumption 1T1KW 11.5KW 18KW

Power Supply 380V, 50Hz

External Size(L*W*H) mm 1250*730*1660 1110%750*1742 1350%750*1742 1400*890*1780
Package Size(L*W*H) mm 1500*900*2050 1370*1000%2060 1510*890*2060 1700%*1050*2090
Gross Weight(kg) 310 470 540 830
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BIOBASE"

Horizontal Cylindrical Pressure Autoclave

Features:
* Drying function.

* Automatic sterilization process.

* Safety valve for over pressure protection.

* QOver-temperature, over-pressure protection device.

Technical Parameters:

* Interlock function.
* 304 stainless steel material chamber.

* Automatically in case of low water level.

* Water level sensor. The power will be cut-off .
* Double door optional.

Hot Air Sterilizer

Application:

Hot air sterilizer is used to sterilize small surgical instrument, glass, petri dishes etc.

BIOBASE CHINA

This device is suitable for medical and veterinary clinics, hospitals, pharmacies, health care centers, and laboratories.

HAS-T25/HAS-T50/HAS-T105/HAS-T200

Features:

* Adjustable sterilization time.

* QOver-temperature alarm.
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HAS-T70

* Top air outlet with adjustable air volume.

* Heating up fast, forced-air convection, fast sterilization.

* Fan inside, fully sealed inside, no air circulation with external air, temperature rise fast.

* High precision microprocessor temperature control; 304 stainless steel inner chamber.

Technical Parameters:

Model BKQ-H150 BKQ-H200 BKQ-H300 BKQ-H400 BKQ-H500
Capacity 150L 200L 280L 400L 500L
Chamber Size(mm) ¢440*1000 ®515*1000 ®600*1000 ¢700*1100 ¢700*1300
Working Pressure 0.22MPa
Working Temp. 134°C
Temperature Range 105~134°C
Sterilization Time 0~60 min
Drying Time 0~60 min
Temp. Display Accuracy| <+2°C
Consumption 9KW 12KW 18KW
Power Supply 220V/380V, 50/60Hz 380V, 50Hz
External Size
(WD*H) mm 14006001300 | 1400*670*1650 | 1400*770*1780 | 1430*880*1830 1800*900*1820
Package Size
(W#D*H) mm 1550*750*1850 | 1560*820*1850 | 1680*920*2100 | 1600*1050*2100 | 1850%1050*2100
Gross Weight(kg) 320 350 465 530 580
29

Model HAS-T25 HAS-T50 HAS-T70 'HAS-T105 HAS-T200
Capacity 25L 50L 70L 105L 200L

Temp. Range RT+10~250°C

Temp. Precision 0.1°C

Temp. Fluctuation +0.5°C

Ambient Temp. 5~40°C

Timing Range 1~9999min

Shelves No. 2 pcs

Consumption 500w 750w 1050W 1500w 2000W
Power Supply AC110/220V+10%, 50/60Hz

Internal Size(W*D*H) mm 300*300*270 420*350*350 400*375*470 550*350*520 600*550*570
External Size(W*D*H) mm 590470440 710*520*520 540*550*870 840*540*720 890*730*770
Package Size(W*D*H) mm | 710*600*550 810*640*600 670*660*1040 950*680*880 1020*890*930
Gross Weight(kg) 45 50 75 80 100
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BIOBASE www.biobase.cc

Laboratory Refrigerator(2-8°C)

Microprocessor control panel,
Large digital display for ease
of observation

LED display

BIOBASE

Lock
Specialized refrigera-
-tion system using
whisper quiet fan and
compressor.
Adjustable
shelves

Caster
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Laboratory Refrigerator

External Size(W*D*H) mm
Capacity

Temp. Range

Temp. Accuracy

Control System

Alarm

Refrigeration Type
Refrigerant

Condenser & Evaporator
Defrost

Structure

Construction Internal Material
External Material

Shelves

Door

Consumption

Power Supply

Standard Accessories
Optional Accessory
Package Size(W*D*H) mm

Gross Weight

250L 310L

500*550*1300  580*575*1810  620*575*1980 1220*630*1885 1220*860*1885
160L 250L 310L 588L 1000L

2°C~8°C

0.1°C

Microprocessor Control, Large Screen LED Display

Audible and visual alarm for: High and low temperature, Power failure alarm, Door ajar,Thermostat failure
Forced air refrigeration system
R600a, CFC Free R134a, CFC Free
Bundy tube condenser

Manual defrost  Auto defrost

Unibody Design & Mono-assembly foamin: Unibody Design & Mono-assembly foaming
(Rigid golyura ane insulation ma¥erial) ) (Polyurethane cyclopentane insulation maganal)

Embossed aluminum sheet Spraying steel plate
Spraying steel plate

4 pc 4pc 5 pe 5 pc

Glass door with electric heating

136W 170w 180W 560W
AC220V+10%, 50/60Hz(only for BPR-5V160) ,AC110/220V+10%, 50/60Hz
LED Lamp,uSB port, probe access port(BPR-5V588 & BPR-5V1000)

Temperature recorder, Temperature printer(USB port can not be selected at the same time ), probe access port

590*595*1380  670*650*1870  700*650*2030  1340*750*2100 1340*980*2100

51kg 68kg 84kg 248kg 280kg
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BIOBASE

ADD; BIOBASE Headquarters, No. 9 Gangxing Road, Pilot Free Trade Zone of Jinan, Shandong, China
TEL: +86-531-81219803 FAX: +86-531-81219804
E-MAIL: export@biobase.cn WEBSITE: www.hiobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed
successfully
Medical Devices Regulation 2017/745 (EU) has been taken as reference for these processes

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

BIOBASE Headquarters, No. 9 Gangxing
Road, Pilot Free Trade Zone of Jinan, Shandong, China

Examination Intent: Examination the completeness of the Technical Documentation
according to the requirements of Annex Il excluding section 4
(Module H) of 2017/745 (EU)

Harmonised Standards: EN 60601-1:2006; EN 1SO 13485: 2016; EN 1SO 15223-1: 2016
Product(s): Autoclave

Type(s)/Model(s): BKM-Z24B(lll), BKM-Z45B(1ll), BKQ-Z100H

Classification: I (according to the classification rules of the MDR)

Examination Period: July 8, 2021

Date of Expiry: July 7, 2026

Review Result: We, Biobase Disinfection (Shandong) Co., Ltd, declare that during the

self-testing and performance evaluation, no Non-compliance according
to the requirements of Annex Il excluding section 4 (Module H) of
2017/745 (EU) has been detected.

Year of DOC marking: 2021

Signed for and on behalf of

Company: idhds g isinfe Shandong) Co., Ltd
RA Specialist:

Document No:




BIOBASE

ADD: BIOBASE Headquarters, No. 9 Gangxing Road, Pilot Free Trade Zone of Jinan, Shandong, China
TEL: +86-531-81219803 FAX: +86-531-81219804
E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed
successfully
Medical Devices Regulation 2017/745 (EU) has been taken as reference for these processes

Company Name: Biobase Biodustry(Shandong) Co., Ltd.

BIOBASE Headquarters, No. 9 Gangxing
Road, Pilot Free Trade Zone of Jinan, Shandong, China

Examination Intent: Examination the completeness of the Technical Documentation
according to the requirements of Annex Il excluding section 4
(Module H) of 2017/745 (EU)

Harmonised Standards: EN 60601-1:2006; EN ISO 13485: 2016; EN ISO 15223-1: 2016
Product(s): Centrifuge

Type(s)/Model(s): BKC-TDGK, BKC-TL5VII, BKC-TD5K-II

Classification: I (according to the classification rules of the MDR)

Examination Period: July 8, 2021

Date of Expiry: July 7, 2026

Review Result: We, Biobase Biodustry(Shandong) Co., Ltd., declare that during the self-

testing and performance evaluation, no Non-compliance according to
the requirements of Annex Il excluding section 4 (Module H) of 2017/745

(EU) has been detected.

Year of DOC marking: 2021

Signed for and on behalf

Company:

RA Specialist: ‘ .
Document No:  “WMIDR-Z21070803 -




BIOBASE

ADD: BIOBASE Headquarters, No. 9 Gangxing Road, Pilot Free Trade Zone of Jinan, Shandong, China
TEL: +86-531-81219803 FAX: +86-531-81219804
E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed
successfully
Medical Devices Regulation 2017/745 (EU) has been taken as reference for these processes

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

BIOBASE Headquarters, No. 9 Gangxing
Road, Pilot Free Trade Zone of Jinan, Shandong, China

Examination Intent: Examination the completeness of the Technical Documentation
according to the requirements of Annex Il excluding section 4
(Module H) of 2017/745 (EU)

Harmonised Standards: EN 60601-1:2006; EN 1SO 13485: 2016; EN 1SO 15223-1: 2016
Product(s): Hot Air Sterilizer

Type(s)/Model(s): HAS-T25, HAS-T50, HAS-T70, HAS-T105, HAS-T200

Classification: | (according to the classification rules of the MDR)

Examination Period: July 8, 2021

Date of Expiry: July 7, 2026

Review Result: We, Biobase Disinfection (Shandong) Co., Ltd, declare that during the

self-testing and performance evaluation, no Non-compliance according
to the requirements of Annex Il excluding section 4 (Module H) of
2017/745 (EU) has been detected.

Year of DOC marking: 2021
Signed for and on behalf of
Company:

RA Specialist:

Document No: |




BIOBASE

ADD: BIOBASE Headquarters, No. 9 Gangxing Road, Pilot Free Trade Zone of Jinan, Shandong, China
TEL: +86-531-81219803 FAX: +86-531-81219804
E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed
successfully
Medical Devices Regulation 2017/745 (EU) has been taken as reference for these processes

Company Name: Biobase Biodustry(Shandong) Co., Ltd.

BIOBASE Headquarters, No. 9 Gangxing
Road, Pilot Free Trade Zone of Jinan, Shandong, China

Examination Intent: Examination the completeness of the Technical Documentation
according to the requirements of Annex |l excluding section 4
(Module H) of 2017/745 (EU)

Harmonised Standards: EN 60601-1:2006; EN ISO 13485: 2016; EN 1SO 15223-1: 2016
Product(s): Incubator

Type(s)/Model(s): BJPX-H30, BJPX-HB80

Classification: I (according to the classification rules of the MDR)

Examination Period: July 8, 2021

Date of Expiry: July 7, 2026

Review Result: We, Biobase Biodustry(Shandong) Co., Ltd., declare that during the self-

testing and performance evaluation, no Non-compliance according to
the requirements of Annex Il excluding section 4 (Module H) of 2017/745
(EU) has been detected.

Year of DOC marking: 2021

Signed for and on behalfof
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Company: Bipbase Biodustry(SHanddng) Co., Ltd.
RA Specialist __ ZOAp_ " A o NG
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BIOBASE

ADD: BIOBASE Headquarters, No. 9 Gangxing Road, Pilot Free Trade Zone of Jinan, Shandong, China

TEL: +86-531-81219803 FAX: +86-531-81219804

E-MAIL: export@biobase.cn WEBSITE: www.biobase.cc / www.meihuatrade.com

DECLARATION OF CONFORMITY

Technical file of the company mentioned below has been inspected and audit has been completed

successfully

Medical Devices Regulation 2017/745 (EU) has been taken as reference for these processes

Company Name:

Examination Intent:

Harmonised Standards:
Product(s):

Type(s)/Model(s):

Classification:
Examination Period:
Date of Expiry:

Review Result:

Year of DOC marking: 2021

Company:
RA Specialist:

Document No:

Biobase Biodustry(Shandong) Co., Ltd.

BIOBASE Headquarters, No. 9 Gangxing
Road, Pilot Free Trade Zone of Jinan, Shandong, China

Examination the completeness of the Technical Documentation
according to the requirements of Annex Il excluding section 4
(Module H) of 2017/745 (EU)

EN 60601-1:2006; EN ISO 13485: 2016; EN 1SO 15223-1: 2016

Refrigerator

BPR-5V160, BPR-5V250, BPR-5V588, BPR-5V650, BPR-5V50(G),
BPR-5V100(G)

I (according to the classification rules of the MDR)
July 8, 2021

July 7, 2026

We, Biobase Biodustry(Shandong) Co., Ltd., declare that during the self-
testing and performance evaluation, no Non-compliance according to
the requirements of Annex Il excluding section 4 (Module H) of 2017/745

(EU) has been detected.




QUALITY MANAGEMENT
SYSTEM

CERTIFICATE

Certification No. : HXC18921Q20254R0M

Awarded to

Biobase Biodustry(Shandong)Co., Ltd.

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

Office Add.: Mingshui Economic Development Zone,Zhanggiu 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,
Zhanggiu District,Jinan City(Biobase Industrial Park in a intersection of East Jingshi Road and Min gbu Road),
No.2 Qinghe street, Zhangqiu District, Jinan City,Standard Plant No, 3, Jinshui High-end Equipment
Manufacturing Industrial 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 / ISO 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 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.
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Date of Issue:5 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, Chﬁa 0-57 4?5?7 7
0.




Certification No. : HXC18921YLOOS8ROM

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.

LEENAIE

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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