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Version kA& 1.0 Product Service
Order no.IfHS: SH20165601

1 Audit Overview FHHEER

(Stage 1M & XStage 2 MK HZ

[IStage 1 + Stage 2 —FrBt+ BB %

CJRe-Certification £EUF#i#% [1st Surveillance 55— B #H#
[J2nd Surveillance &5 X B 8 1%
[CISpecial Audit TypekFik i 1% 7.

Type of Audit
A%

[IScope Expansion QMS (Products / Processes / Facilities)
QMSYERPIE (7= Fh/Ad FE/37 1)

[1Scope Expansion Regulatory (Products / Processes / Facilities)
ERNE Y IE (P2 AR )

LUpgrade / change QMS Standard
THRIAE FEQMSHRHE

COther HAth:

(DIN) EN ISO 13485:2016

Additional Type of Audit
B e A% 2R

o ISO 13485:2016
Audit criteria Defined dd tat fth ditee
AU . efined processes and documentation of the auditee’s
Quality Management System
2 A% T R A R TR E R R A ST A
Audit period (on site) 2020-08-20 - 2020-08-21
HAZIN A ()
Auditee (s) / Location(s) Zhejiang Anji Saianfu Biotech Co., Ltd., 2nd Floor,No. 3 Factory, No.
AT 489 WenYun Road,TangPu Industrial Park,Dipu Town, Anji county,
BT /S HuZhou City, Zhejiang Province, People’s Republic of China
(108123)
Audit Responsible Mr. Qing Wang Ffiise
HIZIKRA
Lead Auditor / Auditor Mr. WenZhe Xue(ALA)#E SCH 54 (X) 1 Mr. He Yan(L.A)Z#35:2E(Y)
ALK / #Hix R
Expert / Trainee N.A / Mr.XiaoJian Fan3i /M54 (F)
TR/ S HIL G
Auditor Reg. No. 2% 2019-N1QMS-1240575

(Mainland China only)

e 1y BECHTE 2020-N1QMS-1250113
H i EMS (hEKREE D

CCAA auditor specialty code:19.11.00
CCAAH 1% 51 P AR15:19.11.0

Translator / Observer and N.A/N.A
their organization

B/ WA LHAN
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QM Manual: Revision / Date

JoR TR A A B A H

Audit Language Chinese
HFAZIES

First release of Audit Plan / 1.0/2020.8.1
Date

BT R RSCR AT/ H

1.1 Audit Objectives ##% H#Hx

The objectives of this Audit are:

Determine conformance of the Management System with the Audit Criteria (see above)

Evaluate the effectiveness of the Management System in meeting its specified quality objectives

Evaluate the capability of the Management System to ensure compliance with relevant statutory, regulatory and
contractual requirements (as applicable)

Evaluate the effectiveness of the Management System to ensure that agreed requirements for products and/or
services are met

Identify areas for potential improvement of the Management System

BEIRHAZ I H AR -

ID

AR BAR R 5 A AE I 75 1 (A L i ) e A A )

PP R B A I L B E TR AR 7 I A Rk

DAL B B RAE CRUEW R AT S AHOGIE R L SRk GE ) i AE )
&=
&=

Fom

R m

PP R B SRR LRAUE = i/ 6 553 2 IR 78 1A SR T T A 1k
U R BRAR BRI AR B e ) T

mf I
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2 Audit Program(s) #E&%ERE

The completion of the audit program(s) and the fulfilment of code requirements shall be in accordance
with MED_W_09.16, including the limitations for use of QMS auditors. If the audit is related to
MED_W_09.46, then the clause coverage related to the combination of the Part A and Part B audit
should be entered into the audit being replaced by the MED_W_09.46 approach.
o A% FE FE A 58 BRI A5 5K /0 58 N 75 A MED W 09, 16, L35 1 FHQUS i A% BRI FR #1l . Wik 4 % 5

MED W 09. 461, W84 2%k 2% 15 ARIBES 4> 25 & W A I S HEMED. W 09. 467715 FTEUAG .

Product Service

2.1 (DIN EN) ISO 13485:2016 / EC-Directives #44/ EU Regulation ¥
M

Planning according to (DIN EN) ISO 13485:2016 / EC-Directives / EU Regulation per Location: (if

multi site)
&% DIN EN ISO 13485:2016/EC 84 /EU SN SN GMHEATHER]: (i 24500
6 7
C';”jfs a5 T ] 2 3 4 5
i 102 (123|112 (3|4]|5|6[7|8]|9|10]|1[2[3|1(2] 3 |4|5 (6|7 |8
Cert / Recert
ﬁim/éim;XXXXXXXXXXXXXXXXXXXXXXXXXXNAXNAXNAX
Every S
YRR X | X X X X|X X X X
S1
gﬁ;ikﬂ:ﬁaXXXXXXXXXXX////////X/XXXX/NA/NA/NA/
S2
gﬁgjxﬂzﬁaXXXX/XXXXXXXXXXXXXXXXX///XNAXNAXNAX
F\;;(ﬁ_n XXX [X[X]X]X]IXX]X|X]X XX XXX X[X] XX [X[X]X|X[X[NA|X]|NA|X[NA|X
7 8
Cz’fgs 5 61 3 7] 5
A 9 10|11 11213|4[|5]|6]|1]2|3|4 1123
Cert / Recert
AT/ BT NAT X | XX X[X[X[X|X[X[X[X]X[X[X]X][X]|X]|X
Every S
BUEE NA X|IX|X[X|X]|X X X | XXX
S1
;gvkgﬁﬁNAXXXXXXXXXXXXXXXXXX
S2
;ﬁiwgﬁﬁNA/X/XXXXXXXXXXXXXXX
RecertIna [ x [ x| x [ [ [ [ x| x P x| [ x [ x
IR
Cycle EA Code(s) MD/ IVD Code(s) MDS Code(s)
JE EA fRA5 MD/ IVD {55 MDS X 5%
Cert / Recert
il ST 12.2 IVDOOOR N.A
S1
A 12.2 IVDOOOR N.A
S2
5 A 12.2 IVDOOOR N.A
Recert
SiiE 12.2 IVDOOOR N.A
If muttiple site, note site specific differences for codes or process: W% 37th, 1 A XIS B A2 A [ ik X )«
Cycle MDT/VT Code(s) MDS/IVS Code(s) MDA/MDN/IVR Code(s) IVPIIVD Code(s)
JE 3 MDT/IVT 165 MDS/IVS {5 MDA/MDN/IVR 1Rf5 IVP/IVD X5
Cert / Recert | / / /
RAE/ SEIE
S1
B YE ! ! ! !
S2 / / / /
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B IREEH

Recert
il / / / /

If muttiple site, note site specific differences for codes or process: 422 3t 4 BRI B A2 A [F) I b [X 31«

2.2 1SO 9001:2015(N.A)

2.3 MDSAP(N.A)

ID: 2395
Doc No: MED_F_09.08ECS Revision: 21 — status: released Effective: 26 May 2020 Page 4 of 10



Audit Plan S 4%%

Version figxA_ 1.0

Order no.IfHS: SH20165601

3 Audit Plan ##it%l

Product Service

Date / Time Function / Audit Scope (Process) Participants
X Unit / Auditees
/ M |H. = e E Ay g
HA / HTE Location HiGEE (218) SRR S
Auditor, Expert, v . ol
Trainee Dﬁﬁ:{;ﬁfﬁl ABR
HER, R, £
SR
TUVSUD &
1?)058?1280 Client Opening meeting All
' ' Pl 5 22 5 3¢ IR RPN
XY, F e
ZR
Responsibility and Authority, QMS Process Planning, Quality
Policy, Quality Objectives, Management review Data
i i To
11:00-11:30 Management analysis,report to regulatory authories Mana epment
st 7] 2 (4.1,4.2.1,4.2.2,5.1,5.2,5.3,5.4,5.5, 5.6, 6.1, 8.1,8.2.3,8.4) 9
X,F EEL ) S
RETFIALR, SR R RIS, MmErE, R
BHR, FRE, BiEadr, W ENIRE
11:30-12:30 CAPA CAPA (8.5) P;ﬁ::?ézits
X,F 2 B 45 Tt 2 IETBT 15 it A B
; ; . Customer related process, Customer feedback, Compliant Related
11:00-11:30 ComPIalnt handling Participants
Y Bl B R, $ERALEE(8.2.1,8.2.2) LiEEINA
11:30-12:30 Sales Contract review P;SL?;Z?]B
%% Ry G FRPEFEH (7.2) FEN B
12:30-13:00 Lunch break f-#H ]
Production process control, work environment control, process
On-site vi inspection, warehouse, products inspection etc. (6.4, 7.1,7.5.1, Related
13:00-15:00 ”'S'Heiv'e"" 7.5.8,7.5.9,7.5.10,7.5.11, 8.2.3, 8.2.5,8.2.6,8.3) personnel
XF A e R, TAESRERESH, RS, O, RAHH, W | HRAR
Il VS RGN ok o 2
Traceability DHR, T bilit trol (7.5.9) lated
, Traceability control (7.5. Relate
15:00-17:00 ‘DT/'R Device Master File (4.2.3) personnel
XF B HEOES, JBWIPER(7.5.9), P2 E S0k (4.2.3) EIV
Y
13:00-17:00 R&D reagent Design and development control R&D
Y AR W R AEH(7.1, 7.3) AIF R
End of 1%t day % — K /R e %45
2020.8.21 Purhase . . Related-
8:30-10:00 control Purchaslnrg[g pricthess,‘Suppller Control personnal
. . SWANA AEEAS . N =
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Product Service

Date / Time Function / Audit Scope (Process) Participants
5 Unit / = Auditees
/ M |H. = 3 EEl =
HE 1 TR Location HiGEE (g18) SRR E
Auditor, Expert, v - i
Trainee mﬁ;{gﬁ{i/ AR
HiZR, €R, =
SR
. . Human .
10:00-11:00 resoures Tia‘lnlng (6.2) HR
X,F }\jj’g}ﬁ D'LJ” (62)
. . N N Related-
11:00-12:30 Callbr‘étlon Cjc1!|bratlon personnal
X,F ek ik (7.6) B
N . I Related-
9:30-11:00 validation Special Process validation control personnal
] SR RIS I 7.5. N =
Y N R R I AT H( 7.5.6) A B
P B Document Documents and Record control, Device Master File Related-
: Y : control AEAHE R (4.2.4, 4.2.5) personnal
S 7 i S0k (4.2.3) UiESNA
12:30-13:00 Lunch break f-4 ]
. . . . Related-
13:00-14:30 Inﬁﬁastr‘LfchFtlre equl!cj)lme;t mal ntenanc personnal
X FER Bt B RYEY(6.3) IR
. . Related-
13:00-14:30 Internal Audit Internal audit, CAPA personnal
B HH, ¢ ik fE it (8.2.4, 8.5.2,8.5. s
Y,F P B W, SIETRHEE (8.2.4, 8.5.2,8.5.3) 12 R
14:30-14:45 Audit group internal discussion
X,Y,F HAZA N IR
TUVSUD &
14:45-15:15 Client Close Meeting All personal
XY, F: RS KRR PP AHIRN 54
LS

A room for the Audit Team should be provided to ensure undisturbed communication as well as safe keeping of documents. The
Auditors are accompanied by the Audit responsible during the Audit. The Audit Plan can be adjusted during the Audit.
Opening and closing meeting are fixed.

TH A E AR AR A5 18] B IR AN 2 IR RIS CA R SO 22 4 0B . S i e HER RN 5. AR ) DRSS A% U RO R . 1
TR BRI 18] 2 [ E 1)«

Please note: The company and the Lead Auditor should discuss any personal protective equipment needed for the Audit well in
advance before the start of the Audit. Protective equipment (helmet, safety shoes, safety goggles, cleanroom clothes) must be
provided by the audited company.

THER: A8 ERRAKNAZEI G R i ie
WA RIHRZE AT

PR ERA NG e D ABI R (e, 2t PHE. W ER
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4  Signatures %44

The parties agree that the contract shall be concluded in text form. To comply with this requirement any
transmission using telecommunication means (e.g. via letter, fax, e-mail) and a simple signature (e.g. by
electronic signature with Adobe Sign) is sufficient.

XU R LS AT A G R AFFEILESR, AR 5 T Bt (B anidd 05 AR 7
) FIE B 2544 (191 4n s id 17 A Adobe 5 44 1 HL T35 44 ) 2 78 73 19 o

The complete audit plan record may consist of two documents: (1) The audit plan signed by the audit
team and client prior to the audit, Sections 4.1 and 4.2; (2) The audit plan signed by the lead auditor after
the audit, Section 4.3.

SEREI AL RIS AT R AR IS SO - (D) BN P E R AR TS I B AR, 584, 1RI4. 29%; (2)
B JE KA T A, 24, 3%

4.1 Audit Team (Prior to the Opening Meeting) E#A (HKRSWZ
B

We have read, understood and accepted the “Independence, Impartiality, Conflict of Interest and
Confidentiality Requirements” procedure MED_P_09.09.

TMCLR L. BRI T SCAMED_P_09. 094 “BhSrdk, AIEVE. FI2d bR B SRR ER” .

To the best of our knowledge we hereby declare that we are independent, impartial and objective in respect of
this project and have no conflict of interest.

PERAVATRN, RRUbFE B, AT T HEIH BN A TR EAELER R
Lead Auditor: | confirm that the Audit Plan is released prior to the Audit.
HRZAAC: AN AR O T 5 A KA

Auditor(s) / Expert(s) / Trainee (signature, date) #1% i/ L5/ LA HR (&4, HED

ID: 2395
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4.2 Client (Prior to the Opening Meeting) &/ (B RSV ZED

We confirm that Quality Management System certification marks are not used in any advertising that implies

that they apply to products.

AT B HAA RUEAR B TR B AR RS R e & 17 i

We confirm that this Audit Plan including Audit objectives are accepted.

PANEZZFZR], BREFZE R

We confirm that the Auditors / Experts / Translator are accepted.

AV NS W 1% IR A o

- Including the fact that the following person(s) is/are employed by the local TUV SUD Product Service
company: Mr He Yan, Mr WenZhe Xue, Mr XiaoJian Fan;

- AFETFHITOV SUDF= MRS A PR A 7] Mk 2 =] JE A% . 290, Bsciode, Jo/hastsk:

We confirm that we have the necessary infrastructure to support the Information and Communication

Technology (ICT) proposed within the audit program and approve the use of ICT.

FATHNTA THE %6 75 (O BB i, DASZ R B AZ AR P i Hh s BRI AS £ (TICT) , JFALHEREHIICT .

Audit Responsible (signature, date) #H KRN (%7, HID

ID: 2395
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4.3 Lead Auditor (Prior to Closing Meeting) A ¥ (RKKE&LZ
D)

The audit has been performed as documented within this audit plan.

B % O A T v R SO R AT

Based on the objective evidence, the Audit Team confirms that the Audit objectives have been met. The Audit Team
concludes that the company’s Quality Management System

RETEVGEYS, S/ NN L RS B AR AR i /NS IRRSZ S 27 MR EA R
O Conforms with the Audit criteria as specified above i & b i 55 1% #E

Does not fully conform with the Audit criteria as specified above.
The Audit Team did identify nonconformities
U Refer to See Findings List for more details including follow-up actions

ANGE A e IR AL, o AN AR R AN £ TR DL o A% A D R A i e Tt

Re-Certification Audit:
The Audit results from the last three (3) years were considered for both the Audit planning and the
current conclusion for this recertification

BAIEH %
HRZT R AR BAL R 2 BB T L= FNHE AR

Lead Auditor (signature, date): #iZ4lK (&7, HHD -

cc: Audit responsible; Audit Team members, Certification Body

Wik WA N, HEBBRA, KL
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5 Version History fRAG5E

&

Product Service

No. | pate H#H
Pﬁ 2'3 (yyyy-mm-dd)

Name of Reviewer

WA

Description of Change ZFE iR

Creation of report

ID: 2395
Doc No: MED_F_09.08ECS

Revision: 21 — status: released

Effective: 26 May 2020
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 108123

Holder of Certificate:

Industria k, Dipu Subdjstri
n@county
318803 Huzhg Bji rojinc
PERPLE'S RH FRHI

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Product Service

——
.
-
-l
P -
| —
| —
<l
| —
<~d

Zhejiang Anji Saianfu Biotech Co., Ltd

2nd Floor, No. 3 Factory
No. 489 WenYun Road

Zhejiang Aniji Saianfu Biotech Co., Ltd
2nd Floor, No. 3 Factory, No. 489 WenYun Road, TangPu Industrial
Park, Dipu Subdistrict, Anji county, 313303 Huzhou City, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA

y a

EN S0 13485

tuv-sud.com/ps-cert

Design and Development,

Production and Distribution of

in vitro Diagnostic Reagents for Rapid Tests for
Fertility, Drug of Abuse, Cardiac Diseases,
Infectious Diseases, Oncology

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

(BIW20- Production System (Buid -

has established and is maintaining a quality management system, which meets the requirements of the o.

listed standard(s). See also notes overleaf. LA

Report No.: SH20165601 CGI
h

Valid from: 2020-07-21 —

Valid until: 2023-07-20

Date, [#ISU_DT#] Christoph Dicks

Page 1 of 1

TUV SUD Product Service GmbH «

Head of Certification/Notified Body

Certification Body * Ridlerstrafle 65 « 80339 Munich « Germany
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