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ISO 17034'E GORE REFERANS MALZEME URETICILERI iICIN BASVURUDA iSTENEN BELGELER
THE REQUESTED DOCUMENTS FOR REFERENCE MATERIAL PRODUCERS AT APPLICATION ACCORDING TO ISO 17034

A- Basvuruda TURKAK'a imzah Verilecek Belgeler
Signed documents to be submitted to TURKAK during the applicatfion

Not 1 : Bu bolumdeki belgeler yeftkili kisi veya Ust yonetim tarafindan imzalanmali ve bir dilekce eki
olarak génderilmelidir.

Note 1 : Documents in this part must be signed by authorized person or fop management and
submifted in annex of a petition.

Basvuru Formu: ik Akreditasyon, Kapsam Genisletme ve Akreditasyon Yenileme basvurulan
icin “Referans Malzeme Ureficileri Akreditasyon Basvuru Formu icin Basvuru Formunu (F701-
080)" doldurunuz. Kapsam Genisletme ve Yenileme Basvurulan icin formda, mevcut
kapsamin yani sira kapsam genisletmeler kirmizi kalin, geri cekmeler yesil UstU cizili,
1. | degdisiklikler mavi kalin olacak sekilde gosterilmelidir.

Application Form: For initial accreditation, scope extension and re-accreditation applications, please
fill in the Application Form for Accreditation for Reference Material Producers (F701-080).” For scope
extension and re-accreditation applications, besides existing scopes, scope extensions, scope
reductions and scope changes must be highlighted with red bold font, green strike-through font and
blue bold font respectively.

Akreditasyon Sozlesmesi: Akreditasyon S&zlesmesi (F701-039) formunu doldurunuz.

2 Accreditation Contract: Please fill in the Accreditation Contract (F701-039) form.
Yetkili Temsilci: Laboratuvarn yetkili temsilci bilgisini “Akreditasyon Hizmetleri, Uygunluk
3 Degerlendirme Kurulusu Yeftkili Bildirim Formu” (F701-071) kullanarak doldurunuz.
" | Authorized Representative: Please indicate information of authorized representative of the laboratory
in the Conformity Assessment Body Authorized Person Declaration Form (F701-071).
B- TURKAK e-Portala Yiiklenecek Belgeler
Documents to be uploaded to TURKAK e-portal
Not2 : Bu kismda belirtilen belgeler basvuru esnasinda TURKAK'a gdnderimeyecektir.

Basvuru TURKAK tarafindan kabul edildikten ve TURKAK tarafindan erisim izni verildikten sonra
R10.04 Rehberinde belirtilen sire icinde TURKAK e-portalina yoklenmelidir. (K isaretli belgeler

yUklenmelidir.)

Note 2 : Documents defined in this section will not be sent to TURKAK during application. Upon
receiving the access permission, these documents should be uploaded fo TURKAK e-portal within the

period specified in the Guideline R10.04. (documents with sign: X shall be uploaded)

Not3 : Kapsam Genisletme Basvurularinda da, falep edilen tOm kapsamlar icin asagida
belirtilen belgelerden iliskili olanlar TURKAK e-portalina basvuru tarihninden énce yUklenmelidir.
Aksi takdirde kapsam genisletme basvurusu dikkate alinmayacaktr. (X isaretli belgeler

yUklenmelidir.)
Note 3 : For scope extension applications, relevant documents stated below shall be uploaded to
TURKAK e-portal for all requested scopes before the application date. Otherwise, scope extension

applications will not be taken into consideration. (documents with sign: X shall be uploaded)
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Yasal Stati: Kurulusun tGzel bir kisilik veya t0zel bir kisiligin parcasi oldugunu
gobsteren belgeleri (ticari sicil gazetesi, bakanlik yetkilendirmesi, kurulus
kanunu vb.) yukleyiniz. (varsa Subeler dahil)

Legal Status: Upload the documents showing that the body is a legal entity or a
part of a legal entity (trade registry, ministry authorization, law of establishment
etc.)(including branches)

Mesleki Sorumluluk _Sigortasi: Ozel tUzel kisilige sahip kuruluslar, tozel
kisiligini gosteren belge ve kayit olarak Ticaret Sicili Kaydi'ni yUkleyiniz.
Kamu tUzel kisiligine sahip referans malzeme Ureticileri, kamu tUzel kisiligini
gosteren belge ve kayit (kurulus kanunu, yénetmeligini, KHK vs.) yUkleyiniz.
Professional Liability Insurance: For private institution, upload the Trade Register as
a document showing the legal entity and register. For public institution, upload
the documents showing the public legal persondlity (law of establishment,
regulation, decree-law efc.)

Kontrol Listesi: RM Ureticisi Kontrol Formunun (F701-081) dolduruimus halini
yUkleyiniz.
Checklist: Upload the Checklist for Reference Material Producer (F701-081)

Hizmet Kapsami: Referans Malzeme Ureticisinin hangi alanlarda hizmet
sundugunu gosteren bilgileri yUkleyiniz.

Scope of Service: Upload the information on the areas in which the reference
material producer provide service.

Ana Dokiman __Listesi: Referans  Malzeme Ureticisinin =~ tOm
dokUmantasyonunu gdsteren guncel listeyi yUkleyiniz.(revizyon durumlar
ile birlikte)

Main Document List: Upload the up to date list of all the documentation in the
reference materila producer (with revision status).

Kalite El Kitabi: Referans Malzeme Ureticisinin Kalite El Kitabini veya bu
amacla yapilmis dokUmanini yUkleyiniz.

Quadality Manual: Upload the Quality Manual of the reference material producer or
any document for this purpose

Prosedirler: Referans Malzeme Ureticisine ait ISO 17034 Standardina gére
dizenlenmis, yénetim sisteminin uygulanmasina yénelik tm prosedurleri
yUkleyiniz.

Procedures: Upload the procedures for the implementation of the management
system, prepared in accordance with ISO 17034.

Kalite Talimatlan: Referans Malzeme Ureticisine ait 1ISO 17034 Standardina
gore dUzenlenmis tUm kalite ile ilgili talimatlan yUkleyiniz.

Quality Instructions: Upload all quadlity-related instructions prepared in
accordance with ISO 17034.

Teknik Talimatlar: Referans Malzeme Uretimi ile ilgili tUm teknik talimatlar

ve Uretim planlarni yUkleyiniz.
Testing Instructions: Upload all technical instructions and production plans

10.

Personel Listesi : Referans Malzeme Ureficisinin ic/dis tUm personelini
iceren listeyi yUkleyiniz. Personel Yetkinligini izleme Cizelgesi/Matrisi'ni vb.
yUkleyiniz. Ayrica Referans Malzeme Ureticisi tarafindan belirlenmis ise kritik
konumdaki personeli belirfiniz.

Personnel List and Competency Monitoring Matrix: Upload the list of all
internal/external personnel of the Ireference material producer. Personnel
Competence Monitoring Chart/Matrix etc. Also indicate personnel in critical
position if determined by reference material producer
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1.

Cihaz Listesi ve Kalibrasyon Sertifikalan: Referans Malzeme Ureticisinin
erisime sahip oldugu tUm cihazlan iceren listeyi yUkleyiniz. Ayrnica cihazlara
ait en guncel kalibrasyon sertifikasini, kalibrasyon sikigini gésteren listeyi,
kalibrasyon teknik sartnamelerini, kalibrasyonun uygunlugunu
degerlendirme kayitlanni vio. yUkleyiniz.

Equipment List and Calibration Certificates: Upload the list of all devices reference
material producer has access fo. Also upload the up to date calibration
certificates of the devices, the list of calibration frequency, cadlibration technical
specifications, records of evaluation of calibration suitability etc

12.

Referans Malzeme listesi ve Serifikali Referans Malzeme Sertifikalarn:
Referans  Malzeme Ureticisinin sahip  oldugu fUm  referans
malzeme/serfifikall referans malzemeyi iceren listeyi yuUkleyiniz. Ayrica
malzemelere ait sertifikalan, teknik sartnameleri, teknik sarthnamelere
uygunlugunu degerlendirme kayiflanni vio. yUkleyiniz.

Reference Material List and Certificates of Ceriificaled Reference Materials:
Upload the list of all reference materials/certificates of certificated reference
materials that the reference materail producer has. Also upload the certificates of
materials, technical specifications, records of assessment of conformity to
technical specifications efc.

13.

Taseron: Referans Malzeme Ureticisinin varsa, taseron hizmetler hakkinda
sozlesmeler, bilgiler ve yetkinlik kayitlan vb. yUkleyiniz.

Externally Provider Products and Services: Upload If applicable, lists of
subcontarcting services, contracts, information and compentency records

etc.

14.

Organizasyon Semasi ve RM Uretim sahasi yerlesim plani

Organization Chart and site plan showing the RM production areas

15.

Istatistik Kayitlan: Gecerli kima, kararlilik, homojenlik ve karakterizasyon
calismalarnnin kayitlan vb. yUkleyiniz.

Statistics Records: Upload Records of validation, stability, homogeneity and
characterization etc.

16.

Olciim _Belirsizligi: Her bir basvuru kapsami icin &lcim belirsizligi
hesaplamalar belirsizlik butcesi ve izlenebilirlik kayitlarini yukleyiniz.

Uncertainty of Measurement: Upload measurement uncertainty calculations,
uncertainty budget and traceability records/evidences for each supplied scope

17.

Yeterlilik Deneyi/LAK Raporlari_ve Dizeltici Faaliyet Kayitlan: Katiim
saglanan yeterlilik deneyi/laboratuvarlar arasi karsilastrma raporlan ve
bilgileri ve “Yeterliik Deneyleri ve Karsilastirma olcUmleri Katiim  Listesi
(F704-001)" formunun doldurulmus halini yUkleyiniz. P704'e gére ilgili uygun
olmayan sonuclar icin yapllan kdk sebep analizi ve gerceklestirilien
faaliyetleri yOkleyiniz. Aynica TURKAK e-portaldaki  "Yeterlilik Deneyi
Katiimlan™ bashdini doldurunuz.

Proficiency Test/ILC Reports and Corrective Action Records: Upload the reports
and information of proficiency test/interlaboratory comparison you participated
and filled ‘List of parficipated proficiency testing and interlaboratory
comparison(F704-001)". Upload the root cause analysis and activities carried out
for inadequate results according to P704. Also fill “Profiency Test Participations”
section on TURKAK e-portal.
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18 Sertifika Ornegdi: Referans Malzeme Sertifikasi yUkleyiniz. X X

Sample of Cettificate: Upload sample of reference material certificate.

Risk ve Firsatlara Yonelik Faaliyetler: Risk ve firsatlarla ilgili dokUmanlan ve
19 kayitlan yUkleyiniz. X X
" | Activities for Risk and Opportunities: Upload the documents and records
prepared about risks and opportunities.

ic Tetkik Kayilan: Sistemin tamamina yénelik yapilan ic tetkik kayitianni
20 yUkleyiniz. = 5

" | Internal Audit Records: Upload Internal Audit records performed for the whole
system.

Yonetimin Gozden Gecirmesi (YGG): Sistemin tamamina ydnelik yapilan
yonetimin gézden gecirmesi kayitlarni yUkleyiniz.

Management Review: Upload Management Review records performed for the
whole system.

21.

Yurtdisi_Faaliyetler: TURKAK Sinr Otesi Akreditasyon Kurallarn (R10.10)
rehberinde belirfilen tanmlara uygun olarak dolduruimus Yurtdisi
Faaliyetler Hakkinda Bilgilendirme Formu (F511-003). (Yoksa olmadigina
22. | iliskin beyan) O
Cross-Border Activities: Form of Annual Information On Activities Outside Home
Country (F511-003) filled in accordance with the definitions in the guidelines of
TURKAK Cross-Border Accreditation Rules (R10.10)

Not4 : Odemeler TURKAK' tan ilgili hizmetlerle ilgili faturalar kesildikten sonra yapilmalidir.
Note 4 : Payment must be done after receiving invoices from TURKAK.
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