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1. Introduction 5§

This guideline applies to all accredited conformity assessment procedures related to the
management system standard EN I1SO 13485:2016 until this guideline is declared to be invalid or
replaced by a new version. A& 5 &M F5 & 4 bt EN 1SO 13485:2016 #H %1 BT A AEFF & 1R4S
FEIT . ELE ACTE B Al A 0 Rl bl R A HUAT,

The specifications of Quality Austria as well as the requirements stated in IAF Mandatory Document
“Application of ISO/IEC 17021-1 in the Field of Medical Device Quality Management Systems (ISO
13485:2016)" (IAF MD9:2023, Issue 4) will have to be followed for all system certifications in
connection with this guideline. In order to maintain customer certification, these requirements
shall be met on an ongoing basis. 5 435/ M 14T & R AAIE AR L 218 55 Quality Austria iy LA & IAF
s il 4 SO “ISO/IEC 17021-1 Ry s i B S ik A9 B A (ISO 13485:2016) 7 (IAF
MD9:2023, 40D shHER R A THERFE P MIE, NRFEEE LR,

In special cases, system evaluations and verifications in the field of medical devices will be
conducted in cooperation with Medizinprodukte GmbH (DQS MED). Due to the changes in European
legislation (introduction of Regulation (EU) 2017/745 and Regulation (EU) 2017/746), this
cooperation can no longer be maintained. Existing cooperation clients of DQS MED will continue to
be supported according to the requirements of DQS MED until the end of the validity / transition
periods of the Directives 98/79/EEC or 98/42/EEC. R BkiH ML T, EEST 2RI R G0 1T (i AR IEHS 5
Medizinproducte GmbH (DQS MED) &1kiftfT. mIFRRMIIERIZEL (BINT (KD 2017/745 55
) 17/746 546 , MO ELEFER. 8154 98/79/EEC 5 98/42/EEC 45 ¥V /i i M4 W
ZHi, DQS-MED [MILF &1E& 4k 44 DQS-MED Mk k45 3 FF .

In special cases, if the ISO 13485 audit is part of the QMD Services conformity assessment
procedure with the requirements of Regulation (EU) 2017/745 or Regulation (EU) 2017/746), the
Quality Austria ISO 13485 audit will be performed by Quality Austria auditors in cooperation with
QMD Services using the QMD Services forms by Quality Austria auditors (see paragraph 5.2). 4 4F
BRESLF, W9 ISO 13485 il M & 2017/745 S 46154 % 2017/746 5% FIER 1) QMD IR &
TR FEI—34r, ) Quality Austria ISO 13485 ii#% fidé 5 QMD 4581141, ] Quality Austria i
B 011 QMD MR FettidtiT i (WA 5.2 BO .

2. qualityaustria policy for certification qualityaustria AIEBISR
Upon organizations’ request, Quality Austria conducts audits and other conformity assessment
activities required for management system certification for ISO 13485. W#H41%3K, Quality Austria
4T 1SO 13485 T KR LT i i g AN AR 75 O PR 53D

Quality Austria supports the use of integrated management systems. Among other things, the use
of integrated management systems serves to utilize synergies of quality - management systems
that may already be applied and other areas like environmental management or OH&S
(occupational health and safety). Accordingly Quality Austria offers its services wherever possible,
as combined audits. Quality Austria il iz & BE R . BRILZ4h, GEEMERMEHAB TR
B £ 22 187 FFY 0 0 4 5 T 4k % 5 RO A R L fi 4 4 S5 S A R A IR0 1 1T . BRIE,  Quiality Austria JEwTiE
PR & R % .

Quality Austria employs personnel adequately qualified for its activities and ensures maintenance
of the high technical competence by means of training and further training. Quality Austria EE{f J
LS AR TR, ek R IR EE 2 B U R AR m R R fE ) .

Quality Austria promotes the high acceptance of its Certificates among users and its international
certification partners. Quality Austria {23 1 ™ B3 B Bl i & 75 (kAR HAE P a9 @ k]

In carrying out certification, the impartiality of Quality Austria and its auditors towards the
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customers must be guaranteed. Among other things, Quality Austria and its auditors must not be
involved in the design, production, engineering, and marketing, installation, service or distribution
of the medical device concerned. Quality Austria mustnot be involved in designing, implementation
or maintenance of the quality management system to be audited. 73T iAIERT, 4421 {R1E Quality
Austria BRI # X% A TEY . BRI IR, Quality Austria o B R A S 5 H BT AR
i A, TR, B8, D%, RESH. Quality Austria RS S E AR EIEIA RN BT, L
3.

3. Registration and making the offer Fidfl##+
3.1 Defining the Time needed for audits acc. to ISO 13485:2016
1R#E ISO 13485:2016 F X FE T M A

General Note: Theaudit time and how it is applied is defined in IAF MD9 and reported here in this
guidance in this section. It is the responsibility of the auditor to plan the correct audit time in line
with this guidance. Any proposed audit time, which is sent through a WIS order and corresponds
to the table-below must be verified by the auditor, also regarding factars that increase or reduce
the audit time. A justification of the adapted audit time shall be sent to the Customer Service
Center as evidence. The Customer Service Center (in case of complex orders in cooperation with
the product expert) will give the final ok to the proposed audit time (no specific answer is needed
if time is ok). A good method for this is to use the IMS calculator (see below) and send the filled
excel (or a screenshot of the page) to the CSC. — it . d1#%m[a) K H i il Jy sUAE TAF MD9 A5 3,
AR AR R I . BT A TR A e v R IE W e R R AR ATE IS WIS T HRIE RS T R A
SOF IS 10 4050 B I i) 000 200l W R AT BT, R 3 % i o sk /b B RIS IR F R . R o R B (] AR
MR A JE AR R L % P RS b e BRSO (FE 5 PG 505 (IR A4 B ML T ) KXt UL B0 3 4%
W45 T B 2edte e (BRI RV, MAFERBREZE ANy dRAEA IMS T8 (R3O I
HE ) excel (RT#EAE) Kikéd CSC.

The audit time (incl. plan and reporting hours) required for certification is calculated in accordance
with IAF MD9 (section MD 9.1.4.1 and Annex D). Please note, the time required may only be
rounded up, but not rounded down. i\ iF i 7 {496 42 R E TR AR5 R 1)) HREE IAF MD9
(MD 9.1.4.1 H#If{F D) it51. HER, FRMARENEEN, TENEHE.

The on-site audit duration must be at least 80% of the total audit time. For the calculation
of the on-site audit time, the qualityaustria IMS Calculator should be used (FO_25_03.17e_IMS
Calculator). ¥i3% & ¥ K4 i 8] 0 21 % /> o & 97 B Af (A B9 80% o iy 1 i 53 300 37 7 A% I 1) o 7 A 1]
qualityaustria IMS 154} (FO_25_03_17e_IMS it #.4%) .

Any factors to be taken into account for increasing or reducing the audit duration will have to be
taken from IAE/MD-Q. 4T fa] 3 s /b 77 % 34 ik ) i PR 2 B 4 ZM TAF MD 9 P&,

Acc. to IAF MDY, the following audit times apply for initial certifications, including preparation,
implementation and report {4 IAF MD9, LAF ik ()i Fl FA04AIATE, BLAGHE &, SchEfR &
Table D.1 #F#% D.1
Determination of Audit Time (Initial Audit Only) B #HEK#E NFIHEFELD

Effective Number Audit Duration Effective Number Audit Duration
of Personnel Stage 1 +Stage of Personnel Stage 1 + Stage 2
GE-ONAL &8 2 (days) #HEHLE HR R (days) s BT A

REEISE 1 BB +38 1B+ 2 BB
2B (R (R
1-5 3 626-875 15
6-10 4 876-1175 16
11-15 4.5 1176-1550 17
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16-25 5 1551-2025 18

26-45 6 2026-2675 19

46-65 7 2676-3450 20

66-85 8 3451-4350 21

86-125 10 4351-5450 22
126-175 11 5451-6800 23
176-275 12 6801-8500 24
276-425 13 8501-10700 25
426-625 14 >10700 FollowpEsyeR N

For surveillance audits, one-third of this effort is to be assessed; in the case of recertification
audits, two-thirds of this effort. % ¥ i, o8N =02 — 0 TARE PG, EEIAES AL T,
WX =4y 7 R TAE AT VA .

Any factors to be taken into account for increasing the audit time from table D.1 are % D.1 [&/1
B (A S R T TR R 2

1. when more than one main technical area is required to be audited, the audit time shall be
increased to address any additional requirements related to the additional main technical
area(s); UEEF L M FERHRGUEN, FORIINERN R, LUE 25 8k 3 BHER kA 5% (AT (T4
HREKR;

2. complexity of medical devices; %7 pitl it =245 14 ;

3. manufacturers using suppliers to supply processes or parts that are critical to the function
of the medical device and/or the safety of the user or finished products, including own label
products. When the manufacturer cannot provide sufficient evidence for conformity with
audit criteria, then additional time may be allowed for each supplier to be audited; fill i
{6 40 I R 4R (00 6 97 SR BRI N/ FE P i 2 A E R A T E R, RS AR .
s 78 T AR L R 08 (T RAE B 7 & SR ARAE I, 7T ARV A LR R B A I Rl 52 A%

4, manufacturers who install product on customer’s premises. 75 % /" 3 T 4 36 7= it (1 il 3
Note: Time may be required for customer site visits or installation records review;

F: %P IS EE el A 0 R | 7 Al GE T R (6]

5. poor regulatory compliance by the manufacturer; fili i I8 & M1 %

6. multiple shifts, number of production lines etc. may increase audit time. £k, 47 2LEH
A Gees K o R )

Any factors to be taken into account for reducing the audit time but not by more than 20% in total
from table D.1 are {3 D.1, b di ki [A{E B+ AN 20% 1 K 2 36
1. the organization’s scope does not include manufacturing and is activities such as
wholesale, retail, transportation, or maintenance of equipment, etc.; ZH4{fTEH A&

Wb, TORAER . B, BB AR,

2. reduction of the manufacturer product range since last audit; (_bk iz LI, SR>
SENRAE TN
8 reduction of the design/or production process since last audit. [ Ecdrizblok, it /s

i ARk

Audit durations performed solely for the certification scope of Distribution or transportation
services may be reduced by up to 50% in total. {41 %} 4348k i% 4 A 55 (K A GIE 96 FELREAT 10 o A . 8 7] e
En 50%.
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3.2 Specifics for multi-site audits L IIZH & KR40

A sampling regulation, as in RE_27_01_074e_Certification of Multi-site Organizations, is not
permitted for sites with design and development or production. RE_27_01_074e_=% il
ZLE T Al R R E AN Fo v T R T R A B A PR I

At the request of the organization, so-called “sub-certificates” can be issued.
RS LR Bk, AT LA BT A THE T

3.3 Time needed for combined audits B4 ST ERE

Combined audits denote certification of additional standards or regulations (e.g. ISO 9001) in one
audit procedure with ISO 13485 within an integrated management system. (s & &R E— 4R
EHAARRA, W IS0 13485 Xf — MEZE G hbRAERE M (i ISO 9001) BT IAIE.

Combination ISO 13485 with ISO 9001 ISO 13485 5 ISO 9001 (B4

For combined audits of ISO 9001 + ISO 13485, the following procedure shall be applied: Take the
data from the table in section 3.1 and add 25%. Additional time may be required if, for example,
if there are differences in the scope, the effective number of personnel for the respective system
etc. #F ISO 9001+ISO 13485 & i, RERALAFRE: S 3.1 JT RS ik BEdE, FFRIm 25%.
fltn, fEEH. MR RNERARERESFLER, TR .

For all other management systems, IAF MD11 shall be applied!
AT H AR R, MR IAF MD11!

For calculating the on-site audit time incl. the time for integrated audits, the qualityaustria IMS
Calculator may be used (FO_25_03_17e_IMS'Calculator).y T it S I7 & M o), B3R & H M 0,
Al LA T} qualityaustria IMS 5788 (FO_25.03-17e_IMS {15783 -

3.4 Scopes and the qualification of auditors ## & i 75 Bl A B 4%

Auditors are requested to verify the attributed scope for the customers Medical Device
Quality Management Systems according to IAF MD9 Annex A.ZR# # R 1R#E IAF MD9 B4

A BHEZ P EST SR iR R ARG .

The qualification of auditors respective to these scopes is noted in the qualityaustria GPS system.
Qualityaustria GPS A%t i 1] 1 ix L6 [ 4 8 B DL B i

Only those auditors, who are approved for ISO 13485 and the respective technical area, to which
the organization can be assigned can be appointed. The audit team shall cover the scope_of the
organization. A & Lkt ISO 13485 FAAH R4 A s AE A o 6% 03 A fE #d . Hi b /N 9 i 2 BT T

3.5 Registration for certification EMFALE

Registration will be done by using the registration form
“FO_25_03_01e_Information_offer_making_IMS"” and while considering the Terms and Conditions
of Quality Austria according to the general process requirements for this process. il JJb i i & 74
it % “FO_25_03_01e_Information_offer_making_IMS75¢ i, [l i 4R 478 i% i 72 (1) — M 72 2R 18
Quality Austria &A%+,

If the customer provides services in the field of sterile goods supply and/or reprocessing of medical
products, additional information must be requested using the form "Preliminary Information on
offering organizations of sterile goods supply" FO_25_03_01-01./4% /" TE 7 T 7 7 £t 17 N / 3k R 7 e
SN TR L 45 U AR (4 HH 2 W™ TR R L 4 2R 20 45 BV "FO_25_03_01-01 FRINE L EE.
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3.6 Fees %#H
The qualityaustria General Fee Model will be used. #; {4 /il qualityaustria i il 24,

4. Requirements placed on the auditors and technical experts

ST R ARERIIER

4.1 Competence Requirements fiE JZEK

Basis is the qualification process as described in the Regulation RE_05_01_05_01e_Qualification
Guidelines for qualityaustria auditors in general, especially section 2 (schematic overview of
authorization steps), 4 and'5 apply. %2 (RE_05_01_05_0le_-—#f qualityaustria #if i Ag e
Y TR B AR GIE S R RSN 2 W (EACERRRERED . 5 4 WA 5 NIEH.

Due to the sector specific requirements, the qualification requirements differ to other models, as
described below (esp. section 3 of RE_05_01_05_01e_Qualification Guidelines for qualityaustria
auditors does\NOT-apply). i F 74 E 3ok, i ERSHMEE AR, WF R CRaE
RE_05 01 (05 _0le_qualityaustria % b1 Gtk dami sl 3 WAEM)

A. Requirements for Observers W% A EK:

1, Education according to the technical areas stated in IAF'MD9Y (Annex C) as evidenced by:
4R IAF MD9 (B{FC) e i3 R St T #F, i WF:
« Credentials or educational certificates regarding specialized training(s) preferred in
one of the following areas f %% i LA R4 2 — 1 Lk IHE-H a3 A T 1
biology or microbiology 4425 sk f#l Ak s
chemistry or biochemistry {b#a8 4 4Ly
computer and software technology 15 HL-5 #fHEA
electrical, electronic, mechanical orbioengineering #1(. . HLhks M T
human physiology A f4:-# %
Medicine [£3
Pharmacy #iJ5
physics or biophysics #EE 2% ol 4= 4 #E 2

0O o000 OO0 O0 0

2. sector specific knowledge as evidenced by #7145 5E AR, EHANF:

o four years of full-time work experience in the field of medical devices or
related sectors (e.g., medical device industry, healthcare, medical device audit or
research in medical devices), some specific examples are {57 & bl sl 2% 4k

CONEEST SemiiT . BEdT (Rfi . PRyT Ml i oREE ST T 7T 4 PR T (40, —&
NGB IH

« activities in sectors related to medical devices (such as industry, health
care) in the development, research and/or manufacturing 557 &l
R (Db, EFF AR FEFF K. BRI/ 75 S sh

= treating patients and/or using medical devices in healthcare institutions.7E[&
F HUMI VAT 38 R0/l FH BR 7 i

» activities in the field of product inspection and testing and/or using national
or international product standards; 7 &k F i S A/ =R 4 H E A akE R
mb AR AE G 2

= making clinical studies and/or performance reviews of medical devices
and/or IVD (in-vitro diaghostics) products. By @i /2L IVD (E4MZ
W) 7= d sk AT I R WE S0 AN / it BET

Successful completion of other formal qualification (advanced degrees) can
substitute for a maximum of two years of working experience. i) 7¢ f H ftt £ U BE i
(ERZEn) AL E ME I TIREL.
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Exceptionally, shorter duration of experience or experiences in the fields other than
medical devices or related sectors may be considered as appropriate. In such
cases, the candidate shall provide evidence that the experience is equivalent. 7E4§5%
L, T A EETE BT #R el T U A A SR A B 2 IS . IEIXFER T, (X
39 N R4 L 40 VL I 22 5 2 ARSI 4

IMPORTANT: A self-declaration of the auditor to demonstrate competence
without appropriate verification documents is insufficient.

HERR: ERFESRIECHOHLT, S8R R UERREIETER.

3. Existence of an certificate ,Auditor" (e.g. qualityaustria certificate Auditor for Medical
Device Quality Management Systems)!  Auditor for quality management systems or Auditor
on basis of risk ' management, or an equivalent auditor training, covering the topics & 5 4 7£
“CHIR T RS (BT SR BT RMA & qualityaustria BT BUIE) 1. R TR A TR G E T
MR 200, BE SR R I, B LT

e ISO:19011 auditing guidelines ISO 19011 Fik#E

»  Essential definitions and terminology #: A< & SLATAR 1

« To analyse standard clauses and interpret correctly requirements for conformity 4 #i#%
2RI LR R R S 1 3K

« The role and responsibilities of an auditor and lead auditor i % & #1# ¥ 41 i) /i I3

e To plan and conduct an interview with top management and evaluate an organisation’s
quality policy and objectives &I Rt T 5 EA A R TIER, FET AL M TR EEM [ A

« To prepare an on-site audit plan that establishes effective audit trails il 5 L7t itk
BT A N AR IR R

« To audit processes for conformance andeffectiveness i it #2 (1 &L A 2 i

« To gather and evaluate objective evidence Y fIVT i 7 AL

« To identify conformance and non-conformance with requirements 52 7 7 & %K

« To report findings accurately against standard requirements fRE#FrEZRAER IR &5 K

« To write and grade non-conformities and evaluate proposals for corrective action #5 4
TR AT 4y, HPHAL A TS b 2

« To relate audit findings to the policy and objectives of the organisation and present
overall evaluation to top management / at a closing meeting.# i £ 45 5L 5 441 R
B BRI B S AR R IR 2 L 1 A R R R A AR VE G

4. Knowledge of current version of ISO 13485 and regulatory framework, e.g. by successfully
completing the course Medical Devices — Basics and Regulatory Requirements MPGRA,
or alternatively a course covering the following 7 #2441 ISO 13485 FUEFHEAL, Ak
THSERRIE T S b ——JLAE AN W5 45 35k MPGRA RFE, 303 8885 AT P2 kAR

a. risk management of medical devices (including ISO 14971)J7 &M X,

PR (BF5 ISO 14971)

process validation i F5GHIE

sterilization and related processes K FlAH L

electronics manufacture -7~ fhifili

plastics manufacturing processes ¥ f}illi& 1.2

development and validation of software or hardware for devices and

manufacturing processes & Fffil i i 72 1 4 BehE £ 1 A R BIE

g. in-depth knowledge of specific medical devices and/ortechnologies.xf4¥
SE R TT AR AN /BB RN T %
Or alternatively, more than 4 years of experience as responsible QM Manager in an ISO 13485
certified organization and verification of knowledge in a structured and documented interview
by Quality Austria product expert or sector manager.&#, # ISO 13485 Al (941 41 4E AL 7 01 HY
QM L35 4 4, 37E Quality Austria 75 1 5 ERAT ML 28 1 45 M b A 1E S U R P ek KR
No.: RE_27_01_056e Version: 2025/01 Page 8 of 19 Customer Service Center: A-4020 Linz, Am Winterhafen 1

T Phone: +43 732 34 23 22, www.qualityaustria.com
Created: Blaimauer Reviewed: Stoehrmann Released: Stohrmann E-Mail: office@qualityaustria.com

moaonoc



Guide for System Certification

ualityaustri : :
@ q el - ISO 13485:2016 1k & IEiErE

Succeed with Quality

5. Audit experience in the area of Quality Management Systems by conducting at least 4 complete

system or process audits with a total of 20 audit days (thereof, at least 12 days on-site), 50%
of which shall be against ISO 13485 (preferably in an accredited program).7f Jii 5 3 {4 7 S )
WL, EEd#ITED 4 RER0E RN, L 20 40MFEZA G, MipEL 12 K , Hf
50% i+ ISO 13485 brift (R AFRLENETIE ) .
Experience shall be in the entire process of auditing medical device quality management
systems, including review of documentation and risk management of applicable medical devices,
parts or services (see Table IAF MD9 A.1.7), implementation audit and audit reporting. i & %
BT B P R A R AN IR AL, (3RS POE BT 8. TR IR 45 SO R RS R (LK
IAF MDY A.1.7) . i EMmeE iRE.

! Exceptional approvals in relation to this requirement are only permissible if all competence
requirements acc. to IAF MD9, Annex B are fulfilled and documented. W 17 2315t 7 IAF MDO [

1 B HRIBIERE R, A RVF IR 5 ERA SK AR R AL 7

Note: For competence requirements for auditors for suppliers of “Parts and services”, see
section 5.7. yE: *T “TMMARS " RS RIOGEER, WEWERES5.7 9.

B. Requirements Auditor A2 A2 ## RER

For Observers to be authorized as A2, the following requirements have to be fulfilled %} T-# #4804
A2 [PIAREE Y, DA R LU KR
1. Initial auditor training at Quality Austria {i-Quality Austria 1524125 di % 51 55l
2. Self-study of this Guideline and successful completion of the Moodle test(s) incl. knowledge
check ISO 13485 1% A45H 3 3058 B Moodle i, KK A ISO 13485
3. After conducting a complete initial certification audit or recertification audit acc. to ISO
13485 as an observer and positive assessment by a commissioned Auditor Al
(FO_05_01_03_03e_Assessing observers_auditors), he/she can be assigned the status
“Auditor A2” in the area of ISO 13485. 1 X% F L4 ISO 13485 1T 58 5 AW AIE 77 #Z 2k
PHAMEEH, AL AE 5 ALl (FO_05_01_03_03e_iFfM g ot _ditk o) ATERFEE, it
/U AT LAFE ISO 13485 i e T i 01 A7 B 3 o

C. Requirements Auditor A1 A1l & RER

For Auditors A2 to be authorized as Auditor A1, the following requirements have to be fulfilled #itx
A A2 TR RUA S 6 AL, 40 2 LA SR
1. ‘Min. 3 audits as co-auditor with statusA2 fFJy A2 R&M\E &40, AT 3 RE
2. One of these audits shall be a complete initial certification audit or recertification audit acc.
to ISO 13485 as auditor A2. A positive assessment by a commissioned Auditor Al
(FO_05_01_03_03e_Assessing observers_auditors) is required, to be assigned the status
“Auditor A1” in the area of ISO 13485. 3 — W g # i Hi# ISO 13485 e 7 A2 AT
W A AT A sl T HT UGE . HE BT A AL (FO_05_01_03_03e_iT iM% il_H
) BEATARAEMG, JF7E ISO 13485 Skl 7" &k AT I H .

Notes i :

« If auditors to be appointed for ISO 13485 already have the status of ,Lead Auditor” in
another quality management model (e.g. ISO'9001), they can be appointed directly as A2

(= Co-Auditor). After performing a complete initial certification audit or recertification audit

acc. to ISO 13485 as an Auditor A2 and positive assessment by a commissioned Auditor Al
(FO_05_01_03_03e_Assessing observers_auditors), he/she can be assigned the status

“Lead Auditor” in the area of ISO 13485 (steps B3 and C1 can be skipped). W& {L47 4 ISO
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13485 MH K R R — MR R EAET (0 I1SO 9001 ) 4 R S A K" &y, 1] LLE#E
WAL A AN A2 (=& A R) . MEREEO A2, JR1E ISO 13485 HiT 5¢ ¥ M ¥ 4G I\ ilk & B sl dRAIE
Wi, FFMBFLH A A1 (FO_05_01_03_03e iP5 g R _diZ i) A7 mRieab G, fib/ther L
{£ 1SO 13485 g +h e A" LA " (T LiBkid 2638 B3 A1 C1) .

s If auditors to be appointed for ISO 13485 already have carried out audits for another IAF
MLA accredited Certification body, they can be appointed directly as A2 (= Co-Auditor).
After performing a complete initial certification audit or recertification audit acc. to ISO
13485 as an Auditor A2 and positive assessment by a commissioned Auditor Al
(FO_05_01_03_03e_Assessing observers_auditors), he/she can be assigned the status
“Lead Auditor” in the area of ISO 13485 (steps B3 and C1 can be skipped). % {Edr 7y ISO
13485 (1 # 6 @& 5 — 1 IAF MLA DGIENLMEEST T 8%, ARATnr BLE SR ar A2 (=W A
G o MENE S A25 HR4E ISO 13485 $ 4T 5 8 ) W1 UAAIE 87 #2 8 B E 87 B O JR R FEF R A
Al (FO_05.0103_03e_iTfliy % i _dit% o) BATIRMITMSE, fb/MrlLAYEISO 13485 Filk i1k
SEAN AR (RTLLBE B IR B3 1 CL) .

4.2 Authorization for a medical devices technical areas EJ7 2 HEARSIRIZ

In addition to appointment as an auditor for ISO 13485 standard, it is also necessary to apply for
which medical devices technical areas according to IAF MD 9:2023 one wishes to be appointed.
See FO_05_01_03_14e_ Qualification form for ISO 13485 auditors & | #{T#r A ISO 13485 Frika)H
W Giah, T EAHYE TAF MD 9:2023 Hiii§ 7 Bl AT ar i EE 97 A LA Btk . W FO_05_01_03_14e_ ISO
13485 Ftx A Bikg .

Additionally, for already appointed auditors an extension of appointment for medical devices
technical areas can be requested. b4, ¥tF CEAEAMH R, 7TLAERIE K IEST & AR UK Ear.
The criteria for the extension are at minimum 2 audits as at least co-auditor in the relevant code
or 1 years work experience in the related medical devices technical area for which the auditoris
applying for. MEHAIRRAER B #ET 2 R, B MG P i — 2 i 4 R, BR7E & B 5 R ROAR
FKEEFT AR AR SUE 1 0 LIELL.

4.3 Impartiality of auditors % & A IEM:

Quality Austria auditors shall be impartial and free from engagements and influg:nce_s which cpuldl_
affect their objectivity, and in particular shall not be Quality Austria 4% ji B2 IE, AZRFRERNIILE
AR S P AN Gz, Rl A

a) involvedin the design, manufacture, construction, marketing, installation, servicing or
supply of the medical device, or any associated parts and services. %5 &7 ZEE {4
FOCHE AR S Rt k. HET. 4. i, 4Hsaliftny

b) involved in the design, construction, implementation or maintenance of the qua‘lity
management system being audited % &5 i M B EA RAUETE . MEE . Sl eR4ES

c) an authorized representative of the client organization, nor represent the parties
engaged in these activities %/ #HZNR ALK, EARKS X LEREN5T7

The situations hereafter are examples where impartiality is compromised in reference to the
criteria defined in a) to c) LATFTHHUEIRYE @) & o @ Libsmthai 8 2 Itk 1Rl
a) the auditor having a financial interest in the client organization being audited (e.g.,
holding stock in the organization) i ¥ Sk gl & P AT R4 W 5 Fa (fln, #F
EEREAEANIN) 2y
b) the auditor being employed currently by a manufacturer producing similar/competitive
medical devices #i#% 7 H i 42 iA1= 5l 78 e P e 77 die b i i) 3 i
c) the auditor being a member of staff from a research or medical institute or a consultant
having a commercial contract or equivalent interest with the manufacturer or
No.: RE_27_01_056e Version: 2025/01 Page 10 of 19 Customer Service Center: A-4020 Lin;, Am Winterhafen 1
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manufacturers of similar medical devices #i#% i W 7w ELZE T MU LAE A R, s 2ERlEE
FT A3 1 2T Rl A TR mle LA T A5 ) 5 1 S i)

4.4 Maintenance of competence #:3F6:

The general qualityaustria procedures shall be applied - see RE_05_01_06_01e_Maintenance of
competence for auditors. %% qualityaustria 25 —— W RE_05_01_06_01e_ % it 5 /1440
In addition, each auditor has to provide evidence of professional training of at least 16 hours per
year (e.g. Medical Device Technology, regulatory requirements, standards, EU Regulations, and
Common Specifications). These trainings can also be attended outside Quality Austria, especially
at QMD Services. b4k, FEALEE RGO HAFIEE D 16 N LRHIES (BlanEyT SR, WEE
Ry ARAE S R AR ) o X % AT LLZE Quality Austria BAAMRIHL DT 200, RS2 7E QMD
Services.

Exception: Auditors authorized for scope 7.x only have to provide evidence of professional training
of at least 8 hours peryear. Fil4Mii: FEBGEHE 7.x (900 5 TR AR 2 /D 8 AN H9E k3% IIIE ..

In the field of ISO 13485, internal witness audits must be carried out for each auditor every 5
years. I ISO 13485 4T, 44115 5 4EXF 437 8 4% Db 47—V P 30 WA a9 # .

5. Conducting audits #4758 #

Unless stated differently, audits in all respects will be conducted analogously to the qualityaustria
procedures as defined for ISO 9001. ERAR A B, 75 5 01 A9 4 o 3640l 1SO 9001 g H)
qualityaustria F2H*ik7.

5.1 Specifics EARE

For the audit stage 1 and audit stage 2, the corresponding ISO 13485 checklists (stage 1 and stage
2) shall be used T e 1 FIBTEL 2 g4, AR ISO 13485 fafrk (Mt 1 FIEL 2) Rl

Stage 1 and combined with 1SO 9001: CL_27_01_122e_Stage 1_13485_2016 ISO 9001_2015
ffrE% 1 5 ISO 9001 It4r: CL_27_01_122e_Stage 1_13485_2016 ISO9001_2015

Stage 2: CL_27_01_112_ISO 13485_2016. FO 27_01_030e audit and assessment plan (time
plan), FO 27_01_032e audit/assessment report

Bt 2: CL_27_01_112 ISO 13485_2016. FO 27_01_030e itz it (0 falit#1), FO
27_01_032e Wit%/iFER Y

5.2 Specifics of ISO 13485 audit as part of QMD Services conformity
assessment procedure {5 QMD REFATEREF—H o ISO

13485 HHEMEAGAR

For the ISO 13485 audit as part of QMD Services conformity assessment procedure appropriate

QMD Services forms which are equivalent to the Quality Austria forms (see table below) can be
used. (Note: It is always permissible to create separate documents) #f T-{5 QMD fiit % & 4 1F 52

¥ ¥4y 1SO 13485 4%, 7 LA# A5 Quality Austria Zks (LT HE XY QMD FB#HE .
GAE: R Ui B8 S SO -

- FO-00384 QMS Audit Plan; FO-00384 Jfi fi AR J 4% il &l

- FO-00469 MDR Client QMS Audit Checklist; FO-00469 MDR 7 /7 Ji 4 4 B {4 5 i K 13
- FO-00473 IVDR Client QMS Audit Checklist; FO-00473 IVDR % j* i fit 19 5 {f R A4 Tk
- FO-00391 Audit Finding List; FO-00391 i iZ AW #

- FO-00407 Client Audit Participation List. FO-00407 & i %% 5 4 i

When using QMD templates, the auditor shall indicate in each form BOTH order numbers in the
j e

relevant field for correct refence to both conformity assessmentprocedures. fii/] QMD fit, &
% N TE R R MO R FE T AT S, DEERSEHEN TR ERRF.
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E.g. fFltn:
Order Nr: QA 138947/394836 QMD 3837/4394
5. QA 138947/394836 QMD 3837/4394

Based on the results of the audit, the auditor issues two distinct audit reports: 4 dif% 45 4, ditz il
AT FAR AR R

- 1stage-CL_27_01_122e_Stage 1_13485_2016 1SO 9001_2015/ FO-00471 Client QMS Stage 1
report;
KrEx 1-CL_27_01_122e. Stage 1_13485_2016 ISO 9001_2015/ FO-00471 %/ QMS Wi 1 41

- 2 stage - FO 27_01_032e Audit/assessment report / FO-00392 Client QMS Audit Report.
BBt 2-FO 27_01032e # /i ik %/ FO-00392 7%/ QMS stz .

After this audit, the auditors upload in qualityaustria WIS the completed QMD Services forms: FO-
00384 QMS Audit Plan, FO-00469 MDR Client QMS Audit checklist or FO-00473 IVDR Client QMS Audit
checklist, Quality Austria FO 27_01_032e audit report and FO-00391 Audit finding list. #i# /5, ## 7
£ qualityaustria WIS |- f£52 &) QMD JIE 5+ #4%: FO-00384 QMS #4114, FO-00469 MDR % /7 QMS
# i Mul FO-00473 IVDR %/ QMS #if4k## . Quality Austria FO 27._01-032e & 451 FO-00391
A% ACIT

Also after this audit, the auditors sent to QMD Services the all completed QMD Services forms:
FO-00384 QMS Audit Plan, FO-00391 Audit Finding List , FO-00469 MDR Client QMS Audit
checklist or FO-00473 IVDR Client QMS Audit checklist, FO-00392 Client QMS Audit Report, FO-
00407 Client Audit Participation List. IRt #Fix ka2 iy, #id&oim QMD RFHITAE T AT e Rl
t1 QMD i % %4 : FO-00384 QMS & i%il /. FO-00391 &% kHli%H. FO-00469 MDR %/ QMS
T2 ek FO-00473 IVDR %/ QMS #il% ke . FO-00392 %/ QMS # it . FO-00407 %/
it &5 8.

Table of Quality Austria and QMD Services form correspondence

Austria Al QMD JR%REXTRE
[ Quality Austria QMD Services
| Template number Template name Template number Template name
) R AZ R RS BiREHK
| CL_27_01_122e Audit report iR FO-00471 Client QMS Stage 1
i Certification audit 1SO Report
[ 9001:2015 and ISO =P ams By i
13485:2016 - Stage 1
WA E7 4% 1S09001:2015 A
1SO 13485:2016-FrE 1
FO_27_01_030e Audit and assessment FO-00384 QMS Audit Plan
plan (timeplan) ams FFTI
| L RGLL
kD
FO_27_01_033e Action plan A& THR & FO-00391 Audit finding list
‘ R AL IR R
FO_27_01_032e Audit /assessment FO-00392 Client QMS Audit Report
| report i /iPAlHY %P ams Az IR
l'CL_27 _01_122e Checklist ISO FO-00469 MDR Client QMS Audit
13485 Checklist MDR %) QMS
ISO 13485 ki i kK T
a® FO-00473 IVDR Client QMS Audit
Checklist IVDR 7 /)" QMS
A TR
. FO-00407 Client Audit Participation
List & /2 i & 5
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Combined audits for ISO 13485 and QMD Services IVDR/MDR QMS audits are only commissioned
to auditors who are authorized in both companies. ISO 13485 #1 QMD Jit% IVDR/MDR QMS i {% 11
i AN S A /N B I AR R

5.3 Specialties in ISO 13485 audits I1SO 13485 H#&ZNEKAE
Special attention shall be paid to the following focus areas 4557 & LL R 5 s 4

e According to Policy ILAC-P10:07/2020, only calibration certificates bearing the
accreditation symbol or a textual reference to the accreditation of the calibration
laboratory ensuring the scope of accreditation specifically covers the appropriate
calibration, may be confirmed as metrologically traceable. iR #z ¥ % ILAC-
P10:07/2020, HA#A AEFRT 5 BUR AE 358 5 NI SCA S 26 R AEIE 15 4 e B A it &
LG, LAR RN E VI R AR 20 2 A

Or ik

« A laboratory whose calibration service is suitable for the intended use but not covered by
the ILAC Arrangement or by Regional Arrangements recognized by ik fift %-3& & 1l 1 /il i
{AATE ILAC ZeHk ok [5] Brends S 00T (19 K 2o s B N Y SE30 =.

o ILAC. In this case, the Accreditation Body shall establish a policy to ensurethat
these services meet the relevant criteria for metrological traceability in ISO/IEC
17025. ILAC. 7EXFHEALT, IIEHLMIN G EEsk, WiRX LRS54 ISO/IEC 17025
R W A S hRAE

5.3.1 Additional requests for manufacturers of Class A and Class I
devices xf A 261 I KB &HIERIABIIER

ISO 13485 requires the organization to comply with the statutory and regulatory requirements
applicable to the safety and performance of the medical devices. The maintenance and
evaluation of legal compliance is the responsibility of the clientorganization ISO 13485 ZRZHE!

YIS T EEST 38R e A R AR AR SR . e AT AR A U R T P AU DT

In case of legal manufacturers of class I and class A devices a documentation review off-site
shall be included in the audit. The review shall be schedulded for 2h - 4h and shall include the
organisation "s approach/compliance of - T 261 A 280 &gl i, w7 b R AL SEBUA IG5 1
TPe. VP RIHETE 2 @RI, FE R EIE AU LU AT B v A R

» General Safety and performance requirements according to MDR/IVDR
o i MDR/IVDR [ — fig % 4x F M fiE F 3K

e  Product(s) Risk management

o ERRUEE

e Clinical evaluation/Performance evaluation ofdevices

o ZRMEIMARTEAN/PEREVE O

In case that an organisation manufactures a high amount of products a sample has to be taken.
WIS A2 A R R B S R ATEE AT HORE .

The organisation is asked to upload the documents in advance to a qualityaustria Cloud. The
Upload link is provided by the responsible CSC employee.i%#H 41 4 R §2L ik S fF A% #
qualityaustria = . Ef&#EEH 7 TTA9 CSC 7 Tiefk

For the plausibility check of the provided documentation during the on-site audit 1hour additional
audit time shall be included in the audit plan.y T fETL B 6 AT LN SCAFREAT SRR T, LT
BRI 1 /N R R ]
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The responsibility for the correctness of the classification of the medical devices according to the
applicable regulation lies with the manufacturer and the competent authority. Quality Austria
auditors shall only verify that the technical documentation contains a justification for the
classification of the device. ##5id& T B A8 AT IE 7 20 28 B SRR T A = b F 45500 . Quality
Austria ® 4% 51 A RIBGEH AR SO b 7 884 SR EE Y.

5.4 Major nonconformities = E R &0

Examples of major nonconformities which require the acceptance and the verification of the
effectiveness of correction and corrective actions are as follows % £ 5% JF 3 UE 24 ik 2y =55 A7 2tk
e AT SR pln T
a) failure to fully address applicable requirements and implement an entire process for quality
management systems (e.g. failure to have a complaint handling or training system)kfi£ 7t
14 S (oK T SERE IR AR R B A SR (B0, REEE ST A BRI R)
b) failure to implement applicable requirements for quality management systems 3 f Sl i &t
B FRE K
c) failure to implement appropriate corrective and preventative action when aninvestigation
of post market data indicates a pattern of product defects 23 1T 5 A 143 7 22 8 ™ 4k iR
B b ARty , SR e S HEIE 2 2y 1RO TP 5 e
d) products which are put onto the market and cause undue risk to patient and/or users when
the device is used according to the product labelling #i 3% 3 #4E 7 5l b % {0 F A e 5 f8
AN/ F P AN 2 U R
e) the existence of products which clearly do not comply with the client’s specifications and/or
the regulatory requirements 177 U] & AR & 028 6 A/ B0A RS R 177 5A
f) repeated nonconformities from previous audits BLiij 4% (10 5 & A5 & 10

5.5 Hints and Recommendations #5RF1EY

Hints and recommendations shall be formulated in the audit report. Hints shall documentthat

the topic raised may result in a future/potential nonconformity. Recommendations document an
opportunity to improve a process without causing any impact to compliance. #5724 Hi 3
PRI, $RRRET R A0 6 BT e SRR/ AR & BBGCR TEohEMNLE, WAL EE
RS RLIEA I

In formulating hints and recommendations, assure that these are not consultancy. Consultancy
would be statements, where specific methods are recommended, where specific solutions to current
challenges or guidance on how to solve a problem are formulated. £ fil 5 & fE T A GRIXSEA AL 7
W PR RRR, HR R s, b 2 kAR i B AR vy R AR R R B AR

Evaluating hints and recommendations against potential consultancy is a focus.in-each veto

review ¥ i A B AR R R IR IR T B E A

5.6 Short notice or unannounced audits I1fH 38 %0188 A8 41 1 5 %

Short notice or unannounced audits may be required when #£LLFREWF, AT T 2T I B A1 s A
£ ElG R
a) external factors apply such as #M#F %,

®  devices in scope of certification indicate a possible significant deficiency in the
quality management systerm Al it BBl P i) 2 B4 B L B A0 0 2 o T BT A TR RS
®  significant safety and performance related information becoming known to Quality
Austria FE 1% S APEGEARSR(E B4k Quality Austria &Iz
b) significant changes occur which have been submitted as required by the regulations or
become known to Quality Austria, and which could affect the decision on the client's state
of compliance with the regulatory requirements #3222 8¢ Quality Austria fY K72
B, AT aeRemn P A R E GRS I PUE
c) when required by legal requirements under public law or by the relevant Regulatory
Authority 2 20 SC B FLHA TR RN
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5.7 Triggers for unannounced or short notice audits Il 38 &0 ER A8 &0 5 B 1
fil 5 BRI 2K

a) QMS - impact and changes i it EF 34k S——em A4k, :
i) new ownership Hi{ATTHL
ii) extension to manufacturing and/or designcontrol # Jg 34 j* f1/ 84 18 142 il
iii) new facility, site change #iititi. Il g

a. madification of the site operation involved in the manufacturing activity
(e.g. relocation of the manufacturing operation to a new site or
centralizing the design and/or development functions for several
manufacturing sites) # 4 P& sl IR VE AR (B0, ~HF A P S E T
FHr IR AR rh LA A= B B R A/ SO R e

iv) new processes, process changes §rif#. i 248

a. significant modifications to special processes (e.g. change in production
from sterilization through a supplier to an on-site facility or a change in
the method of sterilization) 5kt A0 H AL Cln A= ML R 7 AR e B
33 K P SR P )
v) QM management, personnel i, AG

a. modifications to the defined authority of the management representative
that impact i 25 L IR CRAUR 2 0, H s

i. quality management system effectiveness or regulatory compliance
S ik A PR R T A B R A
ii. the capability and authority to assure that only safe and effective
medical devices are released i {# H T % 44 A ERFT 2Rk RET
HIBLER
b) product related changes A48k
i) new products, categories ™ fh. Hidn

i) addition of @ new device category to the manufacturing scope within-the quality
management system (e.g. addition of sterile single use dialysis sets to an existing
scope limited to haemodialysis equipment, or the addition of magneticresonance
u‘nagung to an existing scope limited to ultrasound equipment) £/ i & R L

S0 B P I — AN A B AR (B, EBUA R T Mm-S P g I e B — IR
1fz'Hi' B, mlPE BN A S PRT 7 U 1 Y R O I LR R )

c) QMS & Product related changes )i i 75 2 {4 A7 S AH G A2 5

i) changes in standards, regulations txift. ZHHIAE L

ii) post market surveillance, vigilance i G B &1

An unannounced or short-notice audit may also.be necessary if the Quality Austria has justifiable
concerns about implementation of corrective actions or compliance with standard and regulatory
requirements. 1 Quality Austria % 24 1 4% ba 10 5 HEEE b A B SR 0 <R A A BRI OREE, AT HERS
BEREAT AL 0 KN B I 300 0 0 o
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5.8 Audit team for suppliers of “Parts and Services” “Z4HRSE” HLNEHEZ/NH

The auditors for suppliers of “Parts and services” shall be authorized for the scopes 7.x.
" 95 " 7 T 1 A R SRR VE 7. x 3R AR

If the answer is “Yes” to any of the questions below, the audit team shall always include
competence for the relevant Technical Areas in Tables A.1.1 - A.1.6 and the "Auditor” requirements
in Table B.1. If the answer to all questions is *No”, then the audit team shall satisfy only the “Parts
and Services” auditor requirements in Table B.2

QR SRS L fof () R [ R R, AR IR AR R ALLLL - ALLL6 PSR EUR Skl AR ) A B.1 T
e "IER . ST B B RN A, T A A N A AR B2 AR AR 25 e A DK

Table B.1 #*B.1

Question [u]ﬁ Yes No
E |H

Is the product a nearly finished medical device? (i.e., it is intended to be used for
a medical purpose and only needs packaging and/or labeling)
PSRRI T S 2 (B, HFEFHK, R RN/

Is the product intended to be a component/part of a medical devme?

T e AT SRR R TT AR LA /0y 2

Is the organization contracted to carry out any activities that are regulated by a
medical device regulation (e.g., relabeling, remanufacturing of other medical

devices?
AR T E L T AT (A 2 T B B R iE s (i, EEMbRE, HAhEEST S
liﬂJL) ?

Is the product suppliedsterile? {57 f9 /= w2 75 T ?

Does the product contain software developed. by the client organization or a
supplier? 7= &t 15 40 & 7 5 2H ZR A N i O AR 2

Is "Design and Development” in the scope of the ISO 13485 certification (e.g.,
when public law permits exclusion of design and deve!opment which is the case
very often for low-risk medical devices)? “#til fIFf%” £ ISO 13485 MiLRY
VEHIN (Biltn, 2408 VR BT AR, fEEJ'L[&[MJ Pt H IR L) 7

Is the product (Raw Materials, Parts, Components, Subassemblies, Maintenance

Services, or Other Services) intended to support associated medical devices?
PR CEAER BpE . AR AU YIRS R ADR S TR B R SRR BT ARk ?

No.: RE_27_01_056e Version: 2025/01 Page 16 of 19 Customer Service Center: A-4020 Linz, Am Winterhafen 1
Phone: +43 732 34 23 22, www.qualityaustria.com
Created: Blaimauer Reviewed: Stohrmann Released: Stohrmann E-Mail; office@qualityaustria.com



Guide for System Certification

@ qua lityaustria

Succeed with Qual

Personnel
. . conducting the
Certification application review Personnel
functions | to determine audit | reviewing auéiit Personafil
team competence reports an : :
AETfE required, to select making f;fg'l.t,?r g}ig?gﬁg
Knoiedge the audit team certification Fhen e
members, and to decisions I
and skills SiRAIHE: determine theaudit | i i EIF
duration 4T HitH (i AE R E
BN T LU SE R AR

wha R BARE A,
gt AR N
JETl s A e A 1)

Knowledge of generic
quality management X X X
system practices
R R A A A AR
Hnil

Knowledge of legal
framework of

regulations and roleof x X £
the CAB T gl iy

RS R CAB 1415

Knowledge of medical

device risk 3 " «
management, e.g.

1SO 14971

[y 2R UG A R AN, ]

11 ISO 14971

Knowledge of
intended use of X%
medical devices

T BB S M TR

Knowledge of risks
associated with the ) G
medical device T it 5
P 3 Al R 6 (1 JRU

Knowledge ofrelevant
product standards in
the assessment of
medical devices T f#
B 3 7 AR £ H N
i Al

Knowledge of CAB's
ISO 13485 processes
I fi# CAB % ISO
13485 jii#s
Knowledge of Medical
Device X X 3%
business/technology

[y sl 45 AT

* The knowledge in the areas marked with *could be provided by a techn[cal exper‘t
P+ (0 400K 1) J Al T DA ey AR SR AL

x*
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6. Certificate, printing the Certificate and granting Certificates

UEF ITEHEBAFHRUES

As for Certificates and for printing Certificates, the procedures as defined for ISO 9001 will
generally apply. tFE-IRHTENIEAS, %% B ISO 9001 #LE HIFEF:

6.1 qualityaustria System Certificates (ISO 13485:2016 / EN ISO
13485:2016) qualityaustria £ &iEf (ISO 13485:2016 / EN ISO
13485:2016)

The qualityaustria system certificates according to ISO 13485:2016 or EN ISO 13485:2016 are

generally valid for 3 years. The scope of the certificate is formulated by the respective auditor

together with ‘the customer before or during the audit. # #i ISO 13485:2016 5t EN ISO

13485:2006 14 i & Tk & ZE -l a4 20 3 4. iF45 0036 E & 978 5 4 SO0 s R ) 5 % P 3k

ifil] 5 o

The standard stated on the certificate is also coordinated with the customer. There are 2 options

available: The European standardization EN 1SO 13485:2016 is usually offered. For organizations

that serve the international market (=outside Europe), optional certificates according to ISO

13485:2016 will be issued. if 45 b4 5E U dr 2 5 % 2 ¥ 804 P R E HE .l IR LR 45 v EN ISO

13485:2016. X FHSFEERTH (=EMLLAL) AL, AR & ISO 13485:2016 B AT

The scope must be clearly defined; it must be ensured, that it does not seem as a ~product
certification”. DAZRBHFR S ET0E: DA T AR BAERE TR RIE” .

7. Maintenance and recertification £ EFAE

7.1 Maintenance 4

As for maintenance of the Certificate (recertification), the requirements relating to ISO 9001 will
principally apply. & Fit-fifa4edr (EikiiE) , EEEH S IS0 9001 KM ER.

Existing cooperation clients with DQSmed DQS-med REEEEF:

Existing cooperation clients of DQS MED will continue to be supported according tothe
requirements of DQS MED until the end of the transition period of Directive 98/79/EEC and
Directive 92/43/EEC.7# 154 98/79/EEC Hl{&4- 92/43/EEC il 45wz fi, DQS MED A CER
P gk R 3% DQS MEDI (1) 2R 18 B3 HF .

8. Accreditation 1AF]

Quality Austria is accredited by Accreditation Austria.

Quality Austria fEHLRIAEZE 51 250 E

9. Enclosures [
® FO_05_01_03_14e_ Qualification form forISO 13485 auditors ISO 13485 &% i B &
®  FQ_25 03_01le_Information_offer_making. IMS IMS {5E%&
B FO_25 03_01-01_Zusatzinformation_13485_Sterilgutversorgung
B FO_25_03_17_IMS Calculator IMS i} 5 #%
B RE_27 _01_074e_Certification of multi-siteorganizations Z I ALLAE

No.: RE_27_01_056e Version: 2025/01 Page 18 of 19 Customer Service Center: A-4020 Linz, Am Winterhafen 1

Phone: +43 732 34 23 22, www.qualityaustria.com
Created: Blaimauer Reviewed: Stehrmann Released: Stohrmann E-Mail: office@qualityaustria.com



Guide for System Certification

(@] quaiityausina ISO 13485:2016 {4 %\ iFIET

Succeed with Quality

B CL_27_01_112e_ISO 13485_2016

B CL_27_01_122e_Stage 1_13485_2016.1S09001_2015

® FO 27_01_030e audit and assessment plan (time plan) % iFdiH8 CrFmEith

® FO 27_01_032e audit/assessmentreport i #%/iF i

B gqualityaustria - Sample Certificate 1ISO 13485 qualityaustria - 1SO 13485 Ff 4L
® IAF MDY issue 4: 2023

QMD Services forms QMD JIR % # % :

* FO-00471 Client QMS Stage 1 report %/ QMS — i B 5
FO-00384 QMS Audit Plan; QMS & %114
FO-00391 Audit finding list; %A LT 5
FO-00392 Client QMS Audit Report; %7 QMS # i 1k45
FO-00469 MDR Client QMS Audit checklist; MDR %" QMS i #r %
FO-00473 IVDR Client QMS Audit checklist ; IVDR % /7 QMS &M EE
FO-00407 Client Audit Participation List. 7% /8 #2 5if i
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