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I. QUALITY MANAGEMENT SYSTEM.
I.1. The organization shall: (Organisasi harus )

- Identify the process needed for Quality
Management System.
( mengidentifikasi proses-proses diperlukan untuk QMS )

- Ensure the availability of information necessary to      
support the operation and monitoring of these processes.
( menjamin ketersediaan informasi yg diperlukan utk mendukung operasional dan pemantauan
proses-proses tersebut )

- Measure, monitor and analyze these process, and 
implement action necessary to achieve planned results 
and continual improvement.
( mengukur, memantau dan menganalisa proses-proses tersebut, dan menerapkan tindakan yg
diperlukan utk mencapai hasil yg direncanakan dan peningkatan terus-menerus )

SOQ
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I.2. Documentation requirements.
( persyaratan-persyaratan dokumen )

- The organization shall control of their records for 
the following:
( organisasi harus mengontrol beberapa catatan-catatan utk diikuti )

Records of education, experience, training          
and qualification of employee.

( catatan-catatan dari pendidikan, pengalaman, training dan kecakapan dari karyawan )

Result of review of product requirements      and 
subsequent follow up   actions.
( hasil pemeriksaan dari permintaan pemenuhan produk dan kemudian ditindak lanjuti )

Records of design and development review and 
subsequent follow up actions.
( catatan-catatan dari rancangan dan pengembangan diperiksa dan kemudian ditindak lanjuti )

SOQ
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Records of suppliers evaluation and subsequent 
follow up actions.
( catatan-catatan dari evaluasi suplier dan kemudian ditindak lanjuti )

Unique identification of product, when traceability 
is a requirement.
( identifikasi unik dari product, ketika diminta utk pemeriksaan mundur )

Result of calibration for measurement and 
monitoring devices.
( hasil dari rencana kalibrasi pengukuran dan pemantauan )

Authority responsible for release of the product.
( wewenang tanggung jawab dari pelepasan product )

SOQ
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- Records evidences of compliance for the 
following, as applicable :
( catatan bukti-bukti dari peleksanaan untuk diikuti dan dipakai ) 

Customer property that is lost, damaged or 
otherwise unsuitable for use  reported to the customer.
( hak milik pelanggan yang hilang, rusak atau dengan cara lain tak pantas untuk di pakai dilaporkan
ke pelanggan )

Process validation records.
( catatan-catatan proses validasi )

Basis of calibration in the absence of traceable 
national or international standard.
( dasar dari kalibrasi tidak lepas dari mampu telusur standard nasional atau internasional ) 

Result of corrective and preventive action taken.
( pengambilan hasil perbaikan dan melakukan pencegahan )         

SOQ
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II. MANAGEMENT RESPONSIBILITY.
II.1. Management Commitment.

( komitmen manajemen )

Top Management shall provide evidence of its 
commitment to the development and implementation of 
Quality Management System and continually improving 
its effectiveness.

( top manajemen harus dapat membuktikan komitmennya terhadap pengembangan dan
implementasi sari QMS dan secara terus menerus memperbaiki afektivitasnya )

II.2. Quality Policy.
( kebijakan mutu )

a). Establishing the quality policy and ensuring that 
quality objective are established.
( menetapkan kebijakan & meyakinkan bahwa sasaran mutu ditetapkan )

SOQ
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b). Quality policy appropriate to the purpose of the 
organization.
( kebijakan mutu sesuai dengan tujuan organisasi )

c). Is communicated and understood within the 
organization.
( dikomunikasikan dan dipahami diseluruh unit organisasi )

II.3. Quality Management System Planning, shall 
includes:
( perencanaan mutu, harus meliputi )

a). The processes of the quality management 
system, to meet clause I.
( proses-proses dari sistem manajemen mutu, untuk memenuhi pasal I )

SOQ
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b). Planning shall ensure that change in a control 
manner and integrity of Quality Management System is 
maintained during this change.
( perencanaan harus menjamin perubahan terkendali dan keterpaduan QMS dijaga selama
perubahan) 

II.4. Responsibility and authority.
( tanggung jawab dan wewenang )

Function and their interrelation within the 
organization, including responsibilities and authorities, 
shall be  defined and communicated in whit in the 
organization.
( fungsi dan hubungan diantaranya dalam organisasi, meliputi tanggung jawab dan kewenangan, 
harus didefinisikan dan dikomunikasikan di seluruh organisasi )

SOQ
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III. HUMAN RESOURCES.
( sumberdaya manusia )

III.1. General.
Personnel performing work affecting product quality 

shall be competent ( Competence : education, training, 
skills and experience ).

( personal yang melakukan pekerjaan berhubungan dengan kualitas harus kompeten )

- Select personnel according to the respective 
functions.
( penseleksian personal sesuai dengan fungsi-fungsi terkait )

- Determine competence needs for personnel.
( menentukan kompentensi yang diperlukan untuk personil )

- Ensure that education / experience is available.
( menjamin bahwa pendidikan / pengalaman tersedia )

SOQ
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III.2. Competence, awareness and training.                      
( kompetensi, pengenalan dan pelatihan )

- Ensure that its personnel are aware of the 
relevance and importance of their activities and how 
they contribute to the achievement of the quality 
objectives.
( meyakinkan bahwa karyawan tahu akan akibat dan pentingnya aktivitas mereka dan bagaimana
kontribusi mereka untuk mencapai sasaran mutu )

- Maintain appropriate records of education, 
training, skills and experience.
( menjaga catatan-catatan yang ada dalam hal pendidikan, pelatihan, keterampilan dan
pengalaman )

SOQ

- Evaluate the effectiveness of the training 
provided.
( evaluasi terhadap efectifitas training yang dilaksanakan )
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IV. WORK ENVIRONMENT.
( lingkungan kerja )

The organization shall determine and manage the 
environment ( Safety PPE’s / Personal Protective 
Equipments ) needed to achieve conformity to product 
requirements.
( organisasi harus menentukan dan mengelola lingkungan ( keselamatan orang ) yang diperlukan
untuk mencapai kesesuaian terhadap persyaratan produk )

- Work Safety. ( keselamatan kerja )

a). Safety goggles. 
b). Steel shoe or Safety shoe.
c). Safety hat. Etc.

SOQ

Page 16 of 48



V. INFRASTRUCTURE.
The organization shall determine, provide and maintain 

the infrastructure needed to achieve conformity to 
product requirements.
( organisasi harus menentukan, menyediakan dan memelihara infrastruktur yang diperlukan untuk
mencapai kesesuaian terhadap persyaratan produk )

VI. CUSTOMER RELATED PROCESSES.
( proses-proses yang berhubungan dengan pelanggan )

VI.1. Review of requirements related to the product.
( pengkajian persyaratan berhubungan dengan produk )

- Shall review prior to the organization’s 
commitment   to supply a product to customer.
( harus meninjau komitment organisasi untuk memasok produk kepada pelanggan )

SOQ
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VI.2. Customer communication.
( komunikasi dengan pelanggan )

- Customer feedback and complaints.
( umpan balik dan komplain dari pelanggan )

VII.PRODUCT DESIGN.

VII.1.Verification.
- To ensure that the design and development 

outputs have satisfied the input requirements.
( meyakinkan bahwa hasil desain dan pengembangan memenuhi persyaratan input )

SOQ
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VII.2.Validation.
- To ensure that the resulting product is capable of 

fulfilling the requirement for the specified or known 
intended use or application meet the input requirements.
( meyakinkan bahwa hasil produk mampu memenuhi persyaratan yang telah ditentukan dan memenuhi
persyaratan input )

- Where practicable, validation shall be completed 
prior to the delivery or implementation of the product.
( jika dapat dilaksanakan, validasi harus diselesaikan sebelum pengiriman atau pemakaian dari
produk tersebut )

SOQ

VII.3.Changes.
- Changes shall be identified and records 

maintained, review, verified and validated, as 
appropriate, and approved before implementation.

( perubahan harus teridentifikasi dan catatan mutu dipelihara, ditinjau diverifikasi dan
divalidasi secara mencukupi dan disahkan sebelum dilaksanakan )
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VIII. PURCHASING.
( pembelian )

VIII.1.Purchasing process.
- Determine the effect of purchased products on 

processes and their outputs.                                    
( menentukan efek dari produk yang dibeli pada prosese-proses dan produk jadinya )

- Evaluation and selection of suppliers.
( evaluasi dan seleksi pemasok )

- Define criteria for selection and periodic 
evaluation.
( mendifinisikan kriteria untuk seleksi dan evaluasi secara periodic )

SOQ
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VIII.2.Verification of purchased products.
- Inspection or other activities to ensure that  

purchased product meets specified requirements.
( pengujian atau aktivitas lainnya untuk meyakinkan bahwa produk yang dibeli memenuhi
persyaratan yang ditentukan )

IX. PRODUCTION AND SERVICE PROVISION.
( penyediaan produksi dan jasa )

IX.1. Control of production and service provision. 
( pengendalian penyediaan produksi dan jasa )

- The availability of information that describes the 
characteristic of the product.
( ketersediaan informasi yang menggambarkan karakteristik dari produk )

SOQ
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- The availability and use of measuring and 
monitoring devices.
( ketersediaan dan penggunaan alat ukur dan pemantauan )

IX.2. Validation of production and service provision.
If process result cannot be verified, the process must 

be validated.
( jika hasil pproses tidak dapat diverifikasi, proses harus divalidasi )

- If result cannot be verified by subsequent 
measurement or monitoring.
( jika hasil tidak dapat diverifikasi dengan pengukuran berurutan atau pemantauan )

- If deficiencies may become apparent only after the 
product is in use or the service has been delivered.
( jika penyimpangan dapat terlihat hanya setelah produk digunakan atau jasa dikirimkan )

SOQ
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IX.3. Identification and traceability :
( identifikasi dan mampu telusur produk )

- Identify the product.
( identifikasi produk )

- Identify the measurement status of product.
( identifikasi status test / pengukuran dari produk )

- Identify the product, where traceability is required.
( identifikasi produk dimana mampu telusur produk dipersyaratkan )

SOQ

IX.4. Preservation of Product.
( pemeliharaan produk )

- Preserve conformity during internal processing 
and final delivery ( identification, handling, packaging, 
storage and protection ).
( pemeliharaan kesesuaianya selama proses internal dan pengiriman akhir )
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X. CONTROL OF MONITORING AND MEASURING 
DEVICES.
( pengendalian terhadap alat-alat pemantauan dan ukur )

Measuring and monitoring devices shall :
( alat ukur dan pemantauan harus )

- Determine the measurements to be made and the 
devices required to ensure conformity of product and 
process.
( menentukan pengukuran-pengukuran yang akan dibuat dan alat-alat yang diperlukan untuk
menjamin kesesuaian produk dan proses )

- Calibrate and adjust periodically.
( secara periodic mengkalibrasi dan penyesuaian )

- Identify the calibration status
( identifikasi status kalibrasi )

SOQ
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XI.MEASUREMENT & ANALYSIS.
( pengukuran dan analisa )

XI.1. General.
The organization shall plan and implementation the 

monitoring, analysis and improvement :
( organisasi harus merencanakan dan melaksanakan pengawasan, analisa dan perbaikan )

- To demonstrate conformity of the product.
( membuktikan kesesuaian produk )

- To ensure conformity of the Quality Management 
system.
( meyakinkan kesesuaian QMS )

SOQ
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- To continually improve the effectiveness of the 
Quality Management System.
( perbaikan secara terus menerus efektivitas QMS ) 

XI.2. Measurement and monitoring of product.
( pengukuran dan pengawasan produk )

The organization shall: ( organisasi harus )

- Monitor and measure the characteristic of the product.
( memonitor dan mengukur karakteristik produk )

- Shall be carried out at appropriate of product realization 
process.
( menyelesaikan langkah-langkah yang diperlukan untuk menghasilkan produk )

- Evidence of conformity with acceptance criteria  shall be 
maintained.
( bukti kesesuaian terhadap kreteria keberterimaan harus dipelihara )

SOQ
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- Records shall indicate the person(s) 
authorizing release of product.
( catatan mutu harus menunjukan personil yang berwenang ) 

- Product release and service delivery shall 
not proceed until all planned arrangements have 
been satisfactorily completed, unless otherwise 
approved by relevant authority, where applicable 
by the customer.
( produk dan jasa tidak dapat dikirim sampai semua rencana pengaturan selesai dilaksanakan, 

kecuali disetujui oleh yang relevan ) 

SOQ

Page 27 of 48



XI.3. Control of nonconforming product.
( pengendalian produk tidak sesuai )

The organization shall : ( organisasi harus )

- Identify and control non-conforming products to 
prevent unintended use or delivery.
( identifikasi dan mengendalikan produk-produk tidak sesuai untuk menjaga penggunaan atau
pengiriman yang tidak dikehendaki )

- Non-conforming product shall be corrected and 
verified after correction to demonstrate conformity.
( produk-produk tidak sesuai harus dibetulkan dan diverifikasi setelah perbaikan untuk menjamin
kesesuaiannya )

- When non-conforming product is detected after 
delivery or use has started, the organization shall take 
appropriate action.
( jika produk tidak sesuai diketahui setelah pengiriman atau digunakan, organisasi harus mengambil
tindakan yang mencukupi )
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- Get concession to the customer for proposed 
rectification ( where required ).
( dapatkan konsensus dengan pelanggan untuk peralatan yang diusulkan ( jika dibutuhkan ))

- Requirements for reporting can be specified by 
the customer, end user, regulatory body or other 
relevant body.
( persyaratan-persyaratan untuk pelaporan dapat ditentukan oleh pelanggan, end user, badan
perundangan atau badan relevan lainnya )  
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

 
1 Quality Systems 

1.1 Has the company identified 
quality records to the extent 
required to provide evidence 
of conformance to 
requirements and of effective 
operation of the Product 
Quality? 

   Lengkapi seluruh gambar 
speksifikasi  produk atau 
Buku2  SNI ttg produk atau 
lakukan pengujian produk 
internal atau ke Lab.Uji 
eksternal utk mengetahui 
mutu produk 

  

Has the company  control of 
their records for the following : 

      

 Records of education, 
experience, training and 
qualification of employee? 

   Lengkapi foto copy ijazah 
pendidikan atau sertifikat2 
pelatihan  seluruh karyawan 

  

 Results of review of product 
requirements and subsequent 
follow-up actions; 

   Lengkapi hasil rekaman 
inspeksi; pengujian mutu 
produk (Contoh Form ....., 
Insepksi produk dsb). 

  

 Records of design and 
development review and 
subsequent follow-up actions; 

   Jika tidak ada, minta gambar 
spesifikasi produk (pihak ke 
3). 

  

1.2 

 Records of suppliers 
evaluation and subsequent 
follow-up actions; 

   Lengkapi daftar pemasok 
(Contoh Form ..... Daftar 
Pemasok Barang). 

  

  Unique identification of 
product, when traceability is a 
requirement; 

   Catat tgl/bln/thn ketika produk 
dikirim ke agen, dsb. Simpan 
dalam ordner 
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

 Results of calibration for 
measurement and monitoring 
devices; 

   Simpan Sertifikat Kalibrasi 
(Eksternal) dalam 
Ordner/Map  Kalibrasi 

  

 Authority responsible for 
release of the product. 

   Lengkapi petugas yg melakukan 
inspeksi/pengecekan produk 

  

Are there recorded evidences 
of compliance for the 
following, as applicable: 

      

 Customer property that is lost, 
damaged or otherwise unsuitable 
for use reported to the customer; 

   (Jika ada)-simpan seluruh 
dokumen merknya pelanggan 

  

 Process validation records;    Simpan rekaman inspeksi 
produk 

  

 Basis of calibration in the 
absence of traceable 
national or international 
standards; 

   Simpan rekaman kalibrasi 
eskternal 

  

1.3 

 Results of corrective and 
preventive  action taken; 

   Jika ada (terutama komplain 
dari pelanggan) simpan 
rekaman dlm ordner 
 
 
 

  

2 Management Responsibility 
2.1 Is there evidence of 

commitment by top 
management towards 
development and 

   Buatkan pernyataan tertulis 
Pimpintan pabrik  ttg tekad 
mutu produk dan adakan 
sosialisasi/pertemuan dgn 
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

improvement of the Quality 
System ?  

seluruh jajaran secara 
berkala (Lihat contoh .....) 

Quality Policy 
a) Has top management 

established Quality Policy? 
     

b) Is Quality Policy appropriate 
to the purpose of the 
company? 

     

2.2 

c) Is Quality Policy 
communicated to and 
understood at appropriate 
levels within the company? 

   

Tetapkan kebijakan mutu 
perusahaan terutama dalam 
hal mutu produk dan 
pelayanan kepada 
pelanggan. Kemudian adakan 
sosialisasi/pertemuan dgn 
seluruh jajaran secara 
berkala utk meningkatkan 
pelayanan kpd pelanggan 
(Lihat contoh .......) 

  

2.3 Quality Management System Planning 
 Are the output of quality planning 

documented? 
   Buatkan Rencana dalam 

mencapai mutu produk yg 
ditetapkan (Lihat contoh .....)  

  

2.4 Responsibility and authority 
2.4.1 Has the company identified 

function and interrelations to 
facilitate effective product 
quality? 

   Buatkan Uraian Tugas, 
Tanggungjawab dan 
Wewenang masing2 Bagian 
di Pabrik (Lihat Contoh ....) yg 
disahkan olh Pimpinan 
Perusahaan dan lakukan 
soialisasi ke seluruh jajaran. 

  

2.4.2 Has a company chart been 
prepared to identify various 
interrelationships? 

   Tetapkan Struktur Organisasi 
yg disahkan oleh Pimpinan 
Perusahaan kmdian 
informasikan keseluruh jajaran 
(Lihat Contoh Struktur 
Organisasi) 

  

2.4.3 Have responsibilities and    Lihat Corrective action butir   

Page 34 of 48



Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

authorities been defined and 
communicated to those involved 
in the effective operation of the 
product quality? 

2.4.1 

3 Human resources 
Are personnel with assigned 
responsibilities defined in the Product 
Quality competent on the basis of  : 

      

 applicable education;    Tetapkan petugas sesuai dgn jenis 
penididikan  

  

 training;      
 competency; and      

3.1 

 experience?    

Tetapkan petugas terkait titik kritis di 
Bagian Produksi dan 
Inspeksi/Pengecekan sesuai dgn 
pelatihan yg pernah diikuti & 
pengalaman yg dimiiki (Lihat Contoh)   

3.2 Does the company ensure that its 
employees are aware of the 
relevance and importance of their 
activities and how they contribute 
to the achievement of product 
quality? 

   Lakukan pertemuan secara 
berkala untuk membahas mutu 
produk perusahaan dan beri 
kesempatan untuk 
menyampaikan ide2  dri masing 
Bagian2 

  

3.3 Are records of education, 
experience, training and 
qualifications maintained?  

   Simpan rekaman2   Corrective 
action butir 3.1 dan 3.2 dalam 
ordner/map tertentu 

  

Work environment 4 
 
 
 

Is any regulation in Company on 
Safety PPE’s (Personal 

   Untuk beberapa pabrik 
membuat komponen dari bahan 
cair kimia, wajib melengkapi 
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

Protective Equipments)  to 
achieve conformity of product 
identified and managed by the 
company? 

peralatan keamanan untuk 
petugasnya 

a. Safety goggles?      
b. Steel shoe or Safety shoe?      

 

c. Safety hat?     

Untuk beberapa pabrik 
komponen tertentu diwajibkan 
mengikuti Peraturan Kemanan 
sesuai Peraturan Menaker   

Infrastructure 5 

Are such facilities maintained to 
achieve conformity of product? 

   Lengkapi Jadwal Perawatan dan 
Form Permintaan Perawatan (Lihat 
Contoh Form......... ) 

  

6 Customer communication 
6.1 Does the company review 

customer requirements and other 
requirements determined by the 
company prior to commitment to 
supply a product? 

   Lakukan kajian terhadap 
persyaratan permintaan pelanggan 
al : waktu, jumlah yg diminta, mutu 
yang dipersyaratkan, kemampuan 
mesin produksi dll. (Lihat contoh 
dokumen ......) 

  

6.2 Are arrangements for 
communication identified and 
implemented by the company 
relating to: 

      

  customer feedback, 
including customer 
complaints? 

   Lakukan tindaklanjut penangangan 
keluhan dan komplain dari 
pelanggan dan tetapkan target 
waktu tindaklanjutnya (Lihat contoh 
dokumen ......) 

  

 
 
 
 

Page 36 of 48



Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

 
7 Product design 
7.1 Does the company plan and 

control design and development of 
the product? 

   Lakukan kajian terhadap 
persyaratan produk (gambar 
spesifikasi, material yg 
digunakan, peralatan yg 
tersedia) dll 

  

7.2 Is the design and development 
validation performed to confirm 
that resulting product is capable of 
meeting the requirements of 
intended use? 

   Lakukan kajian jika telah dibuat 
prototip produk ke pihak ketiga 
untuk mengetahui mutu produk 

  

7.3 Are results of validation and 
subsequent follow-up actions 
recorded?  

   Lakukan kajian jika produk 
sudah memenuhi persyaratan 
thd material, peralatan ukur dan 
uji dsb. 

  

8 Purchasing 
8.1 Does the company evaluate and 

select suppliers based on their 
ability to supply product in 
accordance with the company 
requirements? 

   Lakukan kajian terhadap 
kemampuan pemasok 
(supplier) melalui Form Daftar 
Pemasok (Lihat Contoh Form 
......) 

  

8.2 Has the company identified and 
implemented the activities 
necessary for verification of 
purchased product? 

   Lakukan identifikasi terhadap 
kemampuan pemasok al 
Waktu, Mutu barang, dll. 

  

8.3 Are the results of evaluation and 
subsequent follow-up actions 
recorded?  

   Ambil tindakan jika pemasok 
sudah tidak memenuhi 
kemampuannya? 
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

9 Production and service operation 
9.1 Does the company control 

production and service 
operation through : 

      

 a) the availability of information 
that specifies the quality of 
the product; 

   Lakukan kajian thd persyaratan 
mutu dan spesifikasi produk 

  

 b) the availability and use of 
monitoring and measurement 
devices; 

   Tetapkan peralatan ukur dan uji 
yang akan digunakan untuk 
mengetahui mutu produk yang 
akan dibuat (Lihat Contorh 
Form ......, Rencana Mutu) 

  

9.2 Has the company identified 
production and service 
processes which requires to be 
validated? 

   Tetapkan kemampuan 
peralatan produk dan peralatan 
ukur dan uji untuk mengetahui 
mutu produk (Lihat Contorh 
Form ......, Rencana Mutu). 

  

9.3 Does the company identify, 
where appropriate, the product 
by suitable means throughout 
production and service 
operations? 

     

9.4 Are methods and controls 
established by the company to 
preserve conformity of product 
with customer requirements 
during internal processing and 
delivery to intended 
destination? 

   

Tetapkan cara untuk 
mengetahui setiap langkah 
proses dalam membuat produk 
berikut langkah untuk 
mengetahui mutu produk serta 
tindaklanjut penangannya jika 
langkah tidak sesuai dengan 
target/sasaran yang ditetapkan. 
(Lihat Contorh Form ......, 
Rencana Mutu). 
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

10 Calibration 
Where applicable, are the 
monitoring and measurement 
devices : 

     10.1 

Calibrated and adjusted 
periodically or prior to use, against 
devices traceable to international 
or national standards; where no 
such standards exit, the basis 
used for calibration shall be 
recorded? 

   

Tetapkan peralatan ukur dan uji 
yg digunakan dititik kritis untuk 
mengetahui akurasi alat 
dengan mengkalibrasi ke 
Laboratorium Uji Kalibrasi 
Eksternal (Lihat Contoh Form 
...... Daftar Alat Ukur dan Uji yg 
Dikalibrasi). 

  

11 Preservation of product 
11.1 Are methods and controls 

established by the company to 
preserve conformity of product 
with customer requirements 
during internal processing and 
delivery to intended 
destination? 

   Tetapkan cara untuk mengirim 
produk ke Agen/Pelanggan 
sesuai dengan kemampuan 
produksi serta mutu yang 
diminta oleh pelanggan (jika 
ada) atau jika tidak ada 
tetapkan sendiri mutu dan 
spesifikasi produk (Lihat 
Contoh Form ....... ) 

  

11.2 Does the methods and controls 
include  : 

     

  Product Identification? 
 Handling of Product?  
 Storage?  
Protection/Packaging of 

Product? 

   

Tetapkan cara menyimpan dan 
mengirim produk (Mis; metoda  
FIFO, Kartu Stock, dll), cara 
mengemas produk dan cara 
penanganan produk 
(Lihat Contoh IK           dan 
Form ...... )  
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

12 MEASUREMENT & ANALYSIS 
12.1 Does the company monitor and 

measure the characteristics of 
the product to verify that 
product requirements have 
been met? 

   Tetapkan cara untuk 
mengetahui karakteristik mutu 
produk (Lihat Contoh Form ..... 
Rencana Mutu). 

  

12.2 Has the company 
special/specific characteristics  
control in the process? If so,  
its consistently implemented? 

     

12.3 Has the company ensured that 
product which does not 
conform to product 
requirements is identified and 
controlled to prevent its 
unintended use or delivery? 

     

Does the company deal with 
nonconforming product by one or 
more of the following ways : 

     

a) by taking action to eliminate 
the detected nonconformity? 

     

b) by authorizing its use, release 
or acceptance under 
concession by a relevant 
authority and, where 
applicable, by the customer? 

     

12.4 

c) by taking action to preclude    

Harus dilakukan inspeksi setiap 
langkah proses produksi 
dibagian titik kritis dengan 
menggunakan cara tertentu 
sesuai dengan jenis produk yg 
dibuat. Harus dicatat setiap 
hasil inspeksi mutu produk 
dalam oleh Petugas Inspeksi 
(Inspektor) Lihat Contoh  
Form...... yang terdokumentasi 
berikut alat ukur yang 
digunakan dan Tindakan 
Koreksi dan Tindakan 
Pencegahan  yang dilakukan 
oleh Pimpinan Perusahaan 
Lihat Contoh IK ........ Tindakan 
Koreksi serta Tindakan 
Pencegahan. Harus dicatat 
setiap langkah tindakan koreksi 
dan pencegahan Lihat Contoh 
Form ,,,,,,,,,,,,Tindakan Koreksi 
dan Tindakan Pencegahan. 
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Self Assessment Check List an corrective action request shall be done 
 

Assessment Check List Assessments Results No 
 Requirements Yes No Remarks 

The Corrective action 
shall be done if the 

result is “NO” 

Target of 
impleme
ntation 

Verification 

 
 

 

its original intended use of 
application 

12.5 Are records of the nature of 
nonconformities and any 
subsequent actions taken, 
including concessions obtained, 
maintained ?  
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Self Assessment Check List 

Assessments Results No Requirements 
Yes No Remarks 

I Quality Systems    
 
1.1 Has the company identified quality 

records to the extent required to 
provide evidence of conformance to 
requirements and of effective 
operation of the Product Quality? 

   

 
1.2 Has the company  control of their 

records for the following : 

   

  Records of education, experience, 
training and qualification of 
employee? 

   

  Results of review of product 
requirements and subsequent follow-
up actions; 

   

  Records of design and development 
review and subsequent follow-up 
actions; 

   

  Records of suppliers evaluation and 
subsequent follow-up actions; 

   

  Unique identification of product, 
when traceability is a requirement; 

   

  Results of calibration for 
measurement and monitoring 
devices; 

   

  Authority responsible for release of 
the product. 

   

 
1.3 Are there recorded evidences of 

compliance for the following, as 
applicable: 
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Self Assessment Check List 
Assessments Results No Requirements 
Yes No Remarks 

 
 Customer property that is lost, damaged 

or otherwise unsuitable for use reported 
to the customer; 

   

 
 Process validation records; 

   

 
 Basis of calibration in the absence 

of traceable national or 
international standards; 

   

 
 Results of corrective and 

preventive  action taken; 

   

II Management Responsibility    

2.1 Is there evidence of commitment by top 
management towards development and 
improvement of the Quality System?  

   

2.2 Quality Policy    

 a) Has top management established 
Quality Policy? 

   

 b) Is Quality Policy appropriate to the 
purpose of the company? 

   

 c) Is Quality Policy communicated to 
and understood at appropriate 
levels within the company? 

   

2.3 Quality Management System 
Planning 

   

 Is the output of quality planning 
documented? 

   

2.4 Responsibility and authority    

 Has the company identified function and 
interrelations to facilitate effective 
product quality? 

   

 Has a company chart been prepared to 
identify various interrelationships? 

   

 Have responsibilities and authorities 
been defined and communicated to 
those involved in the effective operation 
of the product quality? 
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Self Assessment Check List 
Assessments Results No Requirements 
Yes No Remarks 

III Human resources    
3.1 Are personnel with assigned 

responsibilities defined in the Product 
Quality competent on the basis of : 

   

  Applicable education;    
  Training;    
  Competency; and    
  Experience?    
3.2 Does the company ensure that its 

employees are aware of the relevance 
and importance of their activities and how 
they contribute to the achievement of 
product quality? 

   

3.3 Are records of education, experience, 
training and qualifications maintained?  

   

IV Work environment    
 Is any regulation in Company on Safety 

PPE’s (Personal Protective 
Equipments)  to achieve conformity of 
product identified and managed by the 
company? 

   

 a. Safety goggles?    
 b. Steel shoe or Safety shoe?    
 c. Safety hat?     

V Infrastructure    
 Are such facilities maintained to achieve 

conformity of product? 
   

VI Customer communication    

6.1 Does the company review customer 
requirements and other requirements 
determined by the company prior to 
commitment to supply a product? 

   

6.2 Are arrangements for communication 
identified and implemented by the 
company relating to customer feedback 
including customer complaints? 
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Self Assessment Check List 

Assessments Results No Requirements 
Yes No Remarks 

VII Product design    

7.1 Does the company plan and control 
design and development of the 
product? 

   

7.2 Is the design and development 
validation performed to confirm that 
resulting product is capable of meeting 
the requirements of intended use? 

   

7.3 Are results of validation and subsequent 
follow-up actions recorded?  

   

VIII Purchasing    

8.1 Does the company evaluate and select 
suppliers based on their ability to supply 
product in accordance with the 
company requirements? 

   

8.2 Has the company identified and 
implemented the activities necessary for 
verification of purchased product? 

   

8.3 Are the results of evaluation and 
subsequent follow-up actions recorded? 

   

IX Production and service operation    

9.1 Does the company control production 
and service operation through : 

   

 a) the availability of information that 
specifies the quality of the product; 

   

 b) the availability and use of 
monitoring and measurement 
devices; 

   

9.2 Has the company identified production 
and service processes which require to 
be validated? 
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Self Assessment Check List 

Assessments Results No Requirements 
Yes No Remarks 

9.3 Does the company identify, where 
appropriate, the product by suitable 
means throughout production and 
service operations? 

   

9.4 Are methods and controls established 
by the company to preserve conformity 
of product with customer requirements 
during internal processing and delivery 
to intended destination? 

   

X Calibration    

Where applicable, are the monitoring 
and measurement devices : 

   10.1 

Calibrated and adjusted periodically or 
prior to use, against devices traceable 
to international or national standards; 
where no such standards exit, the basis 
used for calibration shall be recorded? 

   

XI Preservation of product    

11.1 Are methods and controls established 
by the company to preserve conformity 
of product with customer requirements 
during internal processing and delivery 
to intended destination? 

   

11.2 Does the methods and controls include  
: 

   

 
 Product Identification? 

 Handling of Product?  

 Storage?  

 Protection/Packaging of Product? 
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Self Assessment Check List 
Assessments Results No Requirements 
Yes No Remarks 

XII MEASUREMENT & ANALYSIS    
12.1 Does the company monitor and 

measure the characteristics of the 
product to verify that product 
requirements have been met? 

   

12.2 Has the company special/specific 
characteristics control in the process? If 
so, it’s consistently implemented? 

   

12.3 Has the company ensured that product 
which does not conform to product 
requirements is identified and controlled 
to prevent its unintended use or 
delivery? 

   

12.4 Does the company deal with 
nonconforming product by one or more 
of the following ways : 

   

 a) By taking action to eliminate the 
detected nonconformity? 

   

 b) By authorizing its use, release or 
acceptance under concession by a 
relevant authority and, where 
applicable, by the customer? 

   

 c) By taking action to preclude its 
original intended use of application 

   

12.5 Are records of the nature of 
nonconformities and any subsequent 
actions taken, including concessions 
obtained, maintained?  
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