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Guideline for preparation of required quality assurance documents

ANYLaUsENaUN15ANE9L@ndns / Submission Instructions

1. Wendnwssutonasnauaitietesnuiydsen1sniuans

Please provide all applicable documents from the list below

2. wnansvedosinddluguuuudifnusedng (Wd POF) (uwdn wihiianansadidunsle

Documents should be submitted electronically in PDF format when possible

3. lenansudazatuariealin1sseyTead 1udnaumMUIIIAYYWALE M UTIENTT (Feg1adu "1.1 YeayavesusuninEn’)

Each document should be clearly labeled according to the section and item number (e.g., "1.1 Company Profile")

4. @msuenansmeg1niinisieave WWsndawleumetvagnog1atieednuiu 3 faeg

For samples or examples requested, please provide at least 3 recent instances

5. wnasvsueazsosduatudegunasuandisssuugunmidnisldnuas

All documents must be current and represent your actual quality system
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No. Items Document No. / Page No.
1 | wnansinulaseaieeIanslazn1susnIsIanIg
Organization and Management Documents
1.1 | Yeyavesusuninan
Company Profile
1.2 IU’%J‘UiEN?A’1miﬁﬁ‘u‘ﬂ%ﬂ‘u%Uiaﬂi%UUU%M’]i@iuﬂ’l‘W
Quality management standard or QMS certificates (e.g. 1ISO 9001)
13 | unuifdlassairsosdnsiuansansnuvesnsusziuganm
Organization chart showing QA department structure
1.4 | nzfoudg@senisionarsuannioudsziinisunly
Document master list with revision history
2 Laﬂﬁ’]iﬁ’]uﬂ’]iﬂ’?‘umm’ﬁ{]’ﬂ%ﬁ]LLa%ﬁi’J’\]ﬁaU’a’ﬂan
Raw Material Procurement and Inspection Control Documents
2.1 | veninaeinisUssilulazAnEengdwou
Supplier evaluation and qualification criteria
2.2 | nedounedeldmeuiliiunisiuses
Approved supplier list
23 | MenuMImTIUszlulduey hegalalsedng)
Supplier audit reports (samples)
2.4 | $789UMINTIRTUINGAU (Fregradalsedng)
Material receiving inspection reports (samples)
2.5 | Tufusemanismaaeuanuazlususesnnuaenndes (aeg1udelszdny) (6nd)
Material test certificates and certificates of conformance (samples), if applicable
26 | Meudwivingpuilidulumudedmun ghegradszdng)
Reports for non-conforming received materials (samples)
3 Laﬂﬂ’]iﬁ’mﬂﬁiﬂ’l‘uﬂ&lﬂiS‘U’Juﬂ"liNaﬁ
Manufacturing Control Documents
3.1 | HANUNILAAINIZUIUNITHER
Manufacturing process flow charts
3.2 | WENEANSINUATIENITAIUANLASENTEUIUNITLALLNIINTEOUTY
Process control parameters and acceptance criteria
33 | sudouBuitiRnunessudmiunssuiunsiiieruddy fhogradsszdng)
Standard operating procedures (SOPs) for critical processes (samples)
3.4 | gilomsufoinudmiunszuumsidauddy @hegadaszdng)
Work instructions for critical operations (samples)
35 STEN’]Uﬂ’]W]i’Jﬁ]ﬁ@Uﬂ’J’]&JQﬂG’TENSUENﬂ'ﬁ%‘U’JUﬂ’]iB\Ia(ﬂ (Feg1ugalszing)
Process validation reports (samples)
q LNANTANUNITATIVFO VLA NATDUNARA Ul
Inspection and Testing Product Documents
4.1 | 318NITRTIVFDULALNAGDU
Inspection and test items
4.2 | suleuisufiauazaiionsuuiinudmiunisnsiadeunas nagou
procedures and work instructions for Inspection and test
4.3 Laﬂmimmgméwamazmmszﬁmiaau%’u
Reference standards and acceptance criteria
4.4 | ULHUNTEUATIRE1NMTRUNUYTAIUANNTEUIUNTNNEDA
Sampling plans or statistical process control charts
4.5 | srenunaniamadeunazlusused (Fregradelszing)

Test reports and certificates (samples)
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No. Items Document No. / Page No.
5 | BNEISAIUNITUIUITIANITNANATILAZNITINEN
Product Handling and Delivery Documents
5.1 | Yefmuaamzuazszluuisuunlunsussyiuve
Packaging specifications and procedures
5.2 | sutlguTsufUalun1sseuiinuuasn1snsIaaeudaund uvendn i
Product identification and traceability procedures
5.3 | wnansmsindazludawsy (Fregradseing)
Shipping documents and delivery notes (samples)
6 | enansdrunsmunadesiiadn
Measurement Equipment Control Documents
6.1 | sidouiBuitAlunsmuauaiesion
Measurement equipment control procedure
6.2 | nifoudninenneiosiotauazgunsaineaey
Master list of measuring and test equipment
6.3 | wnunuuaziuanIsaeuLieuAIasiotn
Equipment calibration plans and schedules
6.4 | Tufusesnisasuifisuindesiiofn (Fegradssedny)
Equipment calibration certificates (samples)
6.5 ﬁg‘U‘Uﬂ?i‘?}lﬂ\‘lﬁﬂ’]ugﬂ’ﬁﬁaULﬁﬁJU‘UaﬂLﬂ%‘lax‘lﬁaijﬂ
Calibration status identification system
6.6 | wenansuaninsaeunaulaludmnnsgiuseAumAniesERuUIUINRA
Measurement traceability documents to national/international standards
7 LEIﬂﬁ']iéﬁﬂﬂﬂ‘éﬂ%ﬂﬂiﬁﬁ\iﬂqi?ﬂEJ
Aftersales Service Documents
7.1 L@ﬂa'WUIEJU’]‘EJLLaSLéau1%ﬂ75%Uﬂﬁgﬁu
Warranty policy and terms
7.2 | sulpuIsufuatumsaniiunisenunissulseiu
Warranty handling procedures
7.3 | wnansterinuaninsgiunsiiusnis (sua)
Service Level Agreement (SLA)
7.4 | seeuisufuRlunistinisatvayumanaila
Technical support procedures
75 | gilensudladymdosiu @i

Troubleshooting guides, if applicable




dauil 2 :ensena1sAIUNITUsERUAMAINYBNALIS (Software)

fi 318019 wafionans / wiiil
No. Items Document No. / Page No.
1 | nd1saulaseddneeAnsiasnisusnisannig
Organization and Management Documents
1.1 | Yeyavesusuninan
Company Profile
1.2 | lufusewnnsguvseluiusesssuuusmsnnnn
Quality management standard or QMS certificates (e.g. 1ISO 9001, ISO/IEC 29110)
1.3 | wnudslassadsosdnsiinansansnuimungoninas
Organization chart showing Software development department
1.4 | vziloudginenmaenarsudnniouuszinnsuily
Document master list with revision history
2 | NEITAIUAITEDNUUUTZUULAZTONAWIS
System and Software Design Documents
2.1 | 1©nastemMuUAAILABINITVBITEUULATTRNALIS
System and Software Requirements Specifications
2.2 LEJﬂﬁ’l‘iLLﬁfﬂJ%’@yjaﬂmﬂﬁlﬂﬂiiumiaaﬂLLUULL@S@J’]@ig’m
Architecture Concept Design and Standard
2.3 | lBNEsuanINTEUIUNIAIUALDITuTR IR S
Software Version Control
3 | ENEITANUANTRRILISEUULaZYaNALIS
System and Software Implementation Documents
3.1 | LONEANSUARINTTUIUNSHAILGENALIS
Software Development Process and Workflow
3.2 | na1sUUIINASASINERUIDUNGUVDITLUY
Requirements Traceability Matrix
4 | Wna1sAIuUNITNagaUsEUULAzYaNALIS
System and Software Testing Documents
4.1 | wnansuanwhegrsyndeyailinaaey
Test Cases and Test Procedure
a2 LaﬂmisﬂEJﬂﬂiﬁﬂé’ﬁuaEJﬂ’JWiJﬁW?ﬂLLﬁ%@ﬂiiﬁﬁW%Umiwmaa‘u
Facilities and Equipment Lists
4.3 | NEITIIYNUNANITNATDUTZUUIU
Test Report
5 | lndrsinunisdsuauszuuuaznisinluldau
Product Delivery and Deployment Documents
5.1 | gemsldeudmiugld
Software User Document
5.2 | glamsungsinwissuua
Maintenance Document
5.3 | lenasBnsuftimuidednsveuiudsssruuam

Design and Software Change Request




