Check list for Conformity of Production Audit

Question 1 — Management System Certification (#Z8].739 A|2H =)
a. lAgewtsl FAo] AAHS zkE3 Q=T (5, ISO/TS/QS 52 7HAA A+=71)

Does the manufacturer have a recognized quality system?

b 1A rhe, ARAFA ] FARE PELUE AxTo] YT
If no. Does the manufacturer have a system in place to ensure conformity of production is

maintained?

Question 2 — Management Quality Manual (&3] =2 w7 <Y)

a. AT ED OFAL AR YEA

Does the manufacturer have a suitable quality manual?

b. 18 rhE, FAS AFT & Y& rHQ Wgol g

If no. Does the manufacturer have an alternative method that ensures quality? (Describe below)

Question 3 — Document Control (A& &g -TAEE7]3F 51) Drawings/legislation/CeC etc

a. 25 #E AFEL HUolE Ho] HAE I Y? Are all relevant documents kept up to date?
b. AF ¢ = 9 A= oA9A oFoA 2 How is issue level controlled?

c. oHE AMFEL HEFIA waEAY #HHYU? Are obsolete documents clearly
marked/withdrawn?

Question 4 — Records (7]Z A}3}) Results/calibration/suppliers/training etc

a. 7158 MFES BaEoA L, 97 f4A HoAda, wy HEE F Ade A JdH? Are
records kept, remain legible and readily accessible?

b. XY A}7} A A SH7}? Retention dates appropriate?

Question 5 - Change Control (3} AR #-Aatiel R 2404 AHolE Ha )
Up-—dating product/Extending approvals

a. Aol dulolE & w Max= ks dFste AAg da@dxEe] =7 Do suitable
processes exist to ensure ongoing compliance when product is updated?

b. #dE AlgEo] I #Hste] Wt AR ded tid ZoeFxAES olsista YT
Do relevant people understand the requirements of change control with respect to certification?

# A AE SGAE Sl

Question 6 — Training (%)

a. Ak wFo] Fho TS & F U+ APHAlA A FE=7F2 Is suitable training provided
to personnel that could affect quality?

b. oJ@A uwS HFHAAGE 0] 7| =5 =7}? How is training recorded?

c. 9@ A Lol H7LE =7} How is training evaluated?

Question 7 — Work Environment Buildings
a. 2] s o] EAo| uwbA A A3 [s the work environment suitable for purpose?
b, =83 ZWy F7ko] =712 s sufficient lighting and space available?



Question 8 - Suppliers (FYAA-TZHAA(ABAL oA FF dg FF/EHE A5 B4)
Purchasmg

AAA/QAAA FAHAA A8 7)1F/H 7= A A 3712 Supplier selection criteria suitable?
b. Aol Eotyo] 9= Y% AFE Verification of purchased product including records
available?
c. A% B& Agsr] Y3t HHEd Al x®lo] di=vl o8& 7}53dr1? Suitable system for
dealing with non—complying purchased goods available?
# F-FEol Eolow Aael AAkkl B RARE F A 9o] HEEA] glojof g

Question 9 — Production/Assembly (A4t Z=#)

a. Q3 3o A XAAFSS deld 4= 9lY? Work instruction available where required?
b. AA3%k Ak FH|7} Q=712 Suitable production equipment is available?

c. 443 myH® AH]7F =712 Suitable monitoring equipment is available?

d. FUE ZA3}EL AEEI Y2 Monitored results reviewed?

Question 10 — Calibration (2% ZH]) Tools/Analysis Equipment/Software etc
a. SRR RH) AA7L D5 wale A B@AAA, §E1, AZA BS Fe
I U2 FFo] YF wom AMEZ Calibration procedures satisfactory and traceable?

AN
b. WAAE A A7 Qi B 4= 91+=7}? Calibration records available? (See records)
c. N AE AH|= vlE FWE o X }? Calibrated equipment readily identified?

Question 11 — Product Storage (£3} 74D

a. AFEL £A48 9 4= JEE BHAS T 9= Product stored to avoid damage?

b. H|FAH AELS vz 51*?_15]’ T U Y? Incomplete product readily identified?

c. Al2=gE ZAE AlE5-H T’E’H"ﬂi ke AL 3] dES 3835712 System allows
for stock rotation, first in first out?

Question 12 — Measurement (JFZ3A}
a. ARl B2~ E? End of line testing?
b. 7] & AF&? Records?

c. H2E A3} Testing results reviewed?

Question 13 - On—-Going Compliance

a. 35 FAAS Hol&E 5 A= H A% control plan®] £A8}=7}? Suitable control plans
exist to demonstrate on going compliance?

b. 23 7|EEES vlE o]& = A7 Records of results readily available?

c. A¥350] HAEE A7 Results reviewed?

Question 14 — Customer Satisfaction

a. 17 EQkAlgE o] 7] =5 9 U? Customer complaints recorded?

b. A7 ERbALREo] FAMH A AL, AAG A7k Wl SAl diEHEAY?  Customer
complaints investigated and replied to in timely manner?

c. A3l 3o 2ntE ZX 7} FH s H =71 Corrective action taken where appropriate?

Question 15 — Non Compliant Product
a. TGS AFS JEdhA &2 Algoly S WXsy] Y& AglEHoA AE=7F? Non-



conforming product isolated to prevent unintended use or delivery?

b. HAg3 A% gl A7} o]& 715 3H7F? Process available for concessions to non-
conforming product?

c. dHE AlFo] o E AMAX 21 =7} Nominated person responsible for concessions
* comment®] F-Z 3k AE AW 7 A

Question 16 — Additional Requirement (718 o2 AES Al3-dQ 3 39)



