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Applicant:

address:

Manufacturer:

Review goal:

Product:

Model(s):

Product trademark:

Declared
classification:

Technical
Documentation:

Date of review:
Expiration date

Review output:

4= H LAy A CE Ik SR A

DOCUMENTATION REVIEW

S/N: 005771

No.: ICR Polska/DR/HM230709

Yantai AusBio Laboratories Co.Ltd.
No. 2 Huashan Road, Yantai Development Zone, China

Yantai AusBio Laboratories Co.Ltd.
No. 2 Huashan Road, Yantai Development Zone, China

Verification of the presence of Technical Documentation compatible with the Medical
Devices Regulation (EU) 2017/745 Annexes Il & Il
W fifit 7
Automated Blood Grouping Analyzer A X 1) [,'
AusBG STAR8216, AusBG STAR828, AusBG STAR818 AusBG STAR418
AusBG STARLET418, AusBG STARLET414

n/a ""’ > )i

. |

Class | (Not Sterile according to the Manufacturer s declaratlon does not require the
participation of a NB)

CE-HR20230724-ATASB-1
prepared by Yantai AusBio Laboratories Co.Ltd.

24.07.2023
23.07.2028

e This document was issued voluntarily and at the request of the applicant.

e The above-mentioned Technical Documentation provided to us by the applicant is compatibile in terms of the
general requirements for the documentation of this type of product, but its scope of review is not equivalent to
Notified Body assessment and such shall be carried independently.

* The manufacturer is responsible for the CE marking process and is not exempt from carrying out all necessary
activities related to the legal compliance.

ICR Polska Co. Ltd.
www.icrpolska.com
icrpolska@icrqa.com

it
Director: Rafat Kalinowski s

Edition: 1.1.A of 16.07.2021 et
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Registration No. 04723Q10458R0M

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that:
AusBio Laborateries Co., Ltd

Registered address: No. 2 Huashan Road, YEDA
Manufacturing address: No. 2 Huashan Road, YEDA, Yantai

Operates a Quality Management Syste‘m which complies with the requirements of:

For the following scope: N ;

The design, development, production and serv1cf/ of‘h\ quo Dlhgnostlc Reagent
(According to the scope of administrative license) Fl}“}' Automated' Microplate ELISA
Processor , Fully Automated Liquid Handling Systé{n/&(Autdindted Bl&od" Grouping
Analyzer. 3 /, ¥ N ,.7

\ N

Date of issue: August 08, 262& 08110005t e’
Date of expiry: August 07, 2026 -

Date of change: September 12, 2023

General manager: éﬁﬂ?

/S
BEIJING HUA GEA
OF MEDICAE ED.

MANAGEMENT SYSTEM
CNAS C047-M

Notr TIlu muﬁme will nol be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
of the People 's Republic of Chln- (bttp://www.cnca.gov.cn) or the website of CMD (http://www.cmdc.com.cn). Address:
Wai street, Dongcheng district, B 100011, P.R. China _Telephone: 01
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Registration No. 04723Q10000458
CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that:
AusBio Laborateries Co., Ltd

Registered address: No. 2 Huashan Road, YEDA
Manufacturing address: No. 2 Huashan Road, YEDA, Yantai

Operates a Quality Management System which complies with the requirements of:

g . ‘ \\
GB/T 42061-2022 idt ISO 13f1/8 %{\%\0%6[/]\ / /\\

For the following scope: i £ oDV

The design, development, production and servi k“In,Xﬁq} Di/égiipsl;_ﬁc Reagent
(According to the scope of administrative license) lﬂl}i‘:éllto;ﬁii{ed Microplate ELISA
Processor ~ Fully Automated Liquid Handling Sys m"’};Automated:B\lo d Grouping

: N7 X
Analyzer. Z NP 4

(]

Date of issue: August 08, 2\7:2‘5;«2;;?2?51:"‘”&
Date of expiry: August 07, 2026
Date of change: September 12, 2023

General manager%w

Note: This will not b valid until the has been approved in the annual surveillance audit. The certificate information is isilable on the website of
the certification and accreditation administration of the People’s Republic of China (http:/www.cnca.govicn) or the website of CMD (http://www.cmde.com.cn). Address: 5™ floor of
Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, PR. China _Telephone: 010-62351993
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Registration No. 04723E10016ROM

CERTIFICATE
OF ENVIRONMENTAL MANAGEMENT SYSTEM

This is to certify that:
AusBio Laborateries Co., Ltd

Registered address: No. 2 Huashan Road, YEDA
Manufacturing address: No. 2 Huashan Road (1#, 2# (1-2 floors of the main building and 1-3
floors of the auxiliary building), YEDA, Yantai

Operates an Environmental Management System which complies with the
requirements of:

GB/T 24001-2016 idt ISO 14001:2015

For the following scope:

Environmental management activities related to the design, development, production
and service of In Vitro Diagnostic Reagent (According to the scope-of administrative
license) ~ Fully Automated Microplate ELISA Processor - Fﬁ omated Liquid
Handling System. Automated Blood Grouping Analyzer. SEVAT RN

Date of issue: August 08, 2023 f/\
Date of expiry: August 07, 2016"1“5}:
Date of change: September 12,20

Y.\’ \/_ b/ a
General manager: w NZ

s EAA
EFREIA

EEER
MANAGEMENT SYSTEM
CNAS C047-M

Note: This will not b valid until the has been approved in the annual surveillance audit. The certificate information is available on the website
of the certification and accreditation administration of the People’s Republic of China (http:/www.cnca.gov.cn) or the website of CMD (http://www.cmdc.com.cn). Address: 5%
floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993
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Registration No. 04723S10016ROM

CERTIFICATE
OF OCCUPATIONAL HEALTH & SAFETY
MANAGEMENT SYSTEM

This is to certify that:
AusBio Laborateries Co., Ltd

Registered address: No. 2 Huashan Road, YEDA
Manufacturing address: No. 2 Huashan Road (1#, 2# (1-2 floors of the main building and 1-3
floors of the auxiliary building), YEDA, Yantai

Operates an Occupational Health and Safety Management System which complies
with the requirements of’

GB/T 45001-2020 idt ISO 45001:2018

For the following scope: T

Occupational health and safety management activiti "r.plh(gd 'to/ the design,
development, production and service of In Vitro Diagnostic {ezeagqnt (Acéorgllng\to the
scope of administrative license)~ Fully Automated Microplate

- ELISA Processor. \\ Fully
Automated Liquid Handling System. Automated Blood GroﬁplngAnalymn =1y

Date of issue: August 08, 2023!\ -;'1./ 2N

Date of expiry: August 07, 2026,
Date of change: September 12, 2})2

General manager: W P
8
G HUA GE

H ETA R

BREIA

EBEER

MANAGEMENT SYSTEM
CNAS C047-M

Note: Thk will not be valid until the i has been approved in the annual surveillance audit. The certificate information is available on the website

of the and
floor of Zhong Lian bulldiug, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993

of the People’s Repnhllc of China (http://www.cnea.gov.cn) or the website of CMD (http:/www.cmdc.com.cn). Address: 5*

171



FoNE P

1.7 & BUR RGBSR 1B LR

BTSN, B S NT:
O /WL FRAI ANV AR LB AEAS A 13 177 o
() NS B BRI S /N PR = L, SIS TRAA:
H FEEARR (R, S il 35 e il 3 e A 2 Y G
Ak
o A LA I 2 L
B R Wy TR TR AN A 2935000
#5 . AusBG STAR8216 ]
AN BRI AL PR S AT 2935000
FEmARR G, BEH i) 38 7 EIE P %5 G
Bl
P
FEmARR G, BEH 1) 38 7 EIE P %5 G
78
i
P2 i
TR K

1L AR AT IS S AR, PN S GRITHAER) 26

2. il g 7 Dy /N B TR il i A R BRI AR LSRR, U AR O N B

3. TRES MR W B [ R R BCE R S AT CTTRER MIBURR IS 52) PR dh s PRk
TR ETR BT« AR A AT CABAR &7 ShBURERIGIE H) T 07 h. H3R AL G )
PR AE T GFRARSEA AR D).

4. VPN IERIRE AR, Pt B R AR I s o e A e S 0 I A IE B BORMAR AT -
5. Joi& FIBURRIBEGR™ f, AT AR

=0

172



2.1/l P B B
OR T AMMAMLIIAS AR T 6 75 BT 20

FNENVE B (D)
AR CBRATH) FERS, RUREOD (T I RBOERIG R Bl )3 FE I8
) W (2022) 19°5) MBLE, AAR  (RAK) S GIREAL FFIET ) 1 GIHE

2t b4 AR D Hr AR H D SRIETESD,  JEAER B4 i d A5 & BOR R 1 ik )
e MR CEECAERP RN, AT 706 m P ol 9 BARE AL T :

Lo CEAZSNMADHEO BT (Tl Tl Sy O G RBEEAEY TRARAFD, A
WG 67 N, BNy 17179.10  Tin, BTN 25227.27  Tign, JRT OBE

2. (WRIIAFR) 5 & CRIGSTAE A B A B R AT M D AT M s 13 i Calk A2 85D, Ak 7 N
BN JiTe, BT RN Figt, JET (P, ANEARE L A,

P b Aslb, A& T KA 7 ST, AR BBAR N R AL 51, AR5 KAk i 6
TANFE— NHITEE.

AAr Rt EIR AN AR SR T A R, R RIS AR A B ST E.

AV AZAFR (R R RSEIA R A IR A =

H #: 2025411 H 6 H

173



PR N AR A B e B Ry
g TR NEREAIHS, AETRIEHIRS RN A
AR B, AR OV S B rh [ S N IR 5 2 % TR SR IR N BURT R SR (1
WA W FE (2017) 141 5 (RLE , AL & 2R NARAIPE AL, BARN S/
AL/ BUH RIS SR SR A RS I BT (A A AR TR BRIk 55 ), BE SR
AR IR NARAINE B AL 3 A B2 SRR AR AR PR SRR A AR B2
A AN EIR AR ESCE T, WA AR R IR AR R DA

Bebn AL AR N R B Ar

PRI RS AR AR (G RALE)

PERBENBHZFEREA: (5

Hi: 2025 4F 115 6H

LR

1. %A R AR, 8 TR LIRS, AR TMEHFRS AL, HIREF 1%
75 B R (0 AR FbR SCA b I 4 5K o B 28

174



