Firma Bilgi Formu | Company Information Form

FIRMA UNVANI Bagh oldugu kurulus Affiliated
Company Name company

lgili Kisi Unvani

Contact person Position

;Z:;:gn E-mail / Web

Vergi Dairesi Vergi Numarasi

Tax Office Tax Number

ligili kisi adresi

Addr. of contact person

BELGELENDIRME KAPSAMINDA DENETLENECEK SAHA(LAR) LOCATION(S) TO BE AUDITED WITHIN THE SCOPE OF CERTIFICATION

CALISAN SAYISI

SAHA ADI / Name of Location ADRES / Address Number of Employees

Merkez
HQ

Uretim Tesisi
Production Site

Sube
Branch Office

Gegigi Saha (Santiye vb.)
Temporary Site (Constr. etc.)

CALISANLARIN DAGILIMI — Etkin Personel (EnYS) (Calisan sayisinin dogrulanmasi igin giincel olan sigortali hizmet listesi génderilmelidir.)
DISTRIBUTION OF EMPLOYEES - Effective personnel (EnMS) (The current insured service list must be sent to verify the number of employees.)

Yonetim (Ust yonetim, Miidiirler, Proses Sahipleri, Sefler) Management (Top Management, Directors, Process Owners, Chiefs) (EnYS)

Beyaz Yaka + Kalifiye Mavi Yaka (Kadrolu + Sézlegmeli) / (EnYS) Enerji Yonetim Ekibi White Collar + Qualified Blue Collar (Employee + Contracted)
/ The energy management team

Yari Zamanl, S6zlesmeli Caligan Sayisi (Mevsimlik isciler vb.) Number of Part-Time, Contracted Employees (Seasonal workers, etc.) (EnYS)

(EnYS) Enerji performansi ile ilgili tedarikten sorumlu kisi(ler) The person(s) responsible for procurement related to energy performance

(EnYS) Enerji performansini etkileyen biiyiik degisiklikler yapmaktan sorumlu kisi(ler) the person(s) responsible for making major changes that
affect energy performance

(EnYS) Hedefler, enerji hedefleri ve eylem planlari dahil olmak iizere enerji performansi iyilestirmelerini gelistirmekten, uygulamaktan veya
siirdiirmekten sorumlu kisi(ler) the person(s) responsible for developing, implementing or maintaining energy performance improvements,
including objectives, energy targets and action plans

(EnYS) Eneriji verilerinin ve analizinin gelistiriimesinden ve siirdiiriilmesinden sorumlu kisi(ler) the person(s) responsible for developing and
maintaining energy data and analysis

(EnYS) Enerji performansini etkileyen tasarimdan sorumlu kisi/kisiler the person(s) responsible for design which affects energy performance

Mevsimsel/Proje (tageron) Bazli Calisan Seasonal / Project (subcontractor) Based Employee

Vasifsiz Calisan (Temizlik, Paketleme vb)(Kadrolu +Sozlesmeli +Gegici) Unqualified Employ. (Cleaning, Pack., etc.)(Employee + Contracted + Temp.)

Tesis disinda galisan sayisi (Gegici santiye, montaj ekibi vb.) Number of employees outside the facility (Tempo. Constr. site, assembly team, etc.)

Efektif Calisan Sayisi Effective Employees (YBM belirleyecektir) (To be completed by YBM) Toplam Total
VARDIYA BILGILERI SHIFT INFORMATION
No Calisan Sayisi Vardiyada Yapilan Faaliyetler Calisma Saatleri / Working Hours
Number of Employee Activities of Shift Start End

BASVURU TALEBI APPLICATION REQUEST
[ ilk Belgelendirme [0 Gézetim 0 Yeniden Belgelendirme [0 Kapsam daraltma / genisletme O Transfer
Initial Certification Surveillance Re-certification Scope collapse / expansion Transfer
BASVURULAN YONETiIM SISTEMi STANDARTLARI APPLIED MANAGEMENT SYSTEM STANDARDS
[J 1SO 9001:2015 [J 1SO 45001:2018 (J 1SO 50001:2018  [] 1SO 13485:2016 O 1SO 55001:2014 [ TSENISO /IEC
J 1SO 14001:2015 [J 1SO 27701:2019 (J 1SO 37001:2016 (] 1SO 22301:2019 (J 1SO 18295:2017 27001:2017
[J 1SO 27001:2013 [J 1SO 20000-1:2018  [J I1SO 22000:2018  [J I1SO 10002:2018 J 1SO 27001:2022 O

KAPSAM SCOPE

TR
EN
Sahip oldugunuz Sertifikalar ilk Yayin Tarihi Gegerlilik Tarihi Belgelendirme Kurulusu
Certificates you have First Issue Date Validity Date Certification Body
Danismanlik hizmeti aldiniz mi? Did you take consulting service? (Evet ise firma adi ve isim belirtiniz.)
] Evet/Yes- [J Hayir/No (If yes, indicate name of company.)
KURULUSUN YONETIM SISTEMi UYGULAMALARINDA; IN THE MANAGEMENT SYSTEM APPLICATIONS OF THE ORGANIZATION;
Asagida belirtilen maddeler gergeklestirildi mi? Have the following items been realized? Dis k Kl lerinizi
ic denetimler Internal audits? O Evet/Yes- [0 Hayir/No bl§|' ta.y?a (\I/ pros)ej er!nIZI
YGG Toplantisi Management Review Meeting? O Evet/Yes- (1 Hayir/No elirtiniz. {Varsa) Specify
) . ) T outsourced processes. (If any)
Risk Degerlendirmesi Risk Assessment been? [0 Evet/Yes- (0 Hayir/No

Yonetim Sistemi Dokiimanlariniz nelerdir ve ilk yayin tarihi nedir? What
are your Management System Documents and what is the initial date?
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Teknik alanlar, alt b6liim/alt teknik alan bilgilerini belirtiniz. Specify
technical areas, subsection/sub-technical field information.

Faaliyet alaniniz ile ilgili yasal mevzuatlar nelerdir? What are the legal
regulations related to the field of your activities?

Talep ettiginiz akreditasyon kurumunu belirtiniz. Indicate the accreditation

A O TURKAK O UAF ] DIGER / other:
institution you request.

Birden fazla standart igin basvuru yaptiysaniz entegre olan konulari isaretleyiniz.
If you have applied for more than one standard, please tick the integrated subjects.

[J Yénetimin Gézden Gegirmesi Management Review [0 Dokiiman ve Kayitlarin Kontrolii Document & data Control
O ig Tetkikler Internal Audits O El Kitabi Manual

[ Diizeltici Faaliyetler Corrective Actions [ Yénetimin Destegi & Sorumluluklar Management Support &
[ Politika ve Hedefler Policy & Objectives Responsibilities

1SO 14001 Bagvurusu yaptiysaniz litfen sorulari cevaplayiniz. If you have made an ISO 14001 Application, please answer the questions.

Kurulusun gevreyi ilgilendiren faaliyetleri Company's environmental activities

Kurulusun hangi boyutlari ¢evre iizerinde 6nemli etkilere sahiptir? Which dimensions of the Company have significant impacts on the environment?

[0 Havaya Salinan Emisyonlar Emissions that released into the air O Suya Salinimlar Water Release

[ Tehlikeli Atik Yonetimi Hazardous Waste Management 0 Kati Atik Yonetimi Solid Waste Management
[0 Kimyasal Kullanimi Chemical Usage O Enerji Kullanimi Energy Use

[0 Ham Madde Kullanimi Raw Material Use 0 Petrol Depolama Tanki Oil Storage Tank

Asagidaki maddelerden kurulusunuza uygun olanlari isaretleyiniz. Please check below if your company is suitable

[J Firma birgok bina iizerine genis bir alana veya birgok adrese dagitilmistir. The company is distributed over a wide area or many addresses on many
buildings.

O Farkl lisanlarda konusan gall;anlar vardir. There are employees who speak different languages

O Yiiksek oncelikli kanuni zorunluluklar vardir. There are high-priority legal requirements.

O Uretim siiregleri veya faaliyetleri cok komplekstir veya ¢ok degisik alt faaliyet alanlarindan olusmaktadir. production processes or activities are
complex or consist of many different sub-fields of activity

[J Yonetim sisteminin belgelendirilecegi faaliyet alaninda ziyaret edilmesi gereken gegici adresler vardir. There are temporary addresses that should
be visited in the area of activity in which the management system will be certificated.

[ Endustri alanina gore ilave veya yasal kosullar veya alisiimadik gevresel sartlar vardir. pepending on the industry, there are additional or legal or
unusual environmental conditions.

[J Denetginin zaman ayirmasi gereken dolayl gevre boyutlari vardir. There are indirect environmental dimensions that the auditor must devote time to.

[0 Galisan sayisina nispeten ¢ok kgiik bir calisma alani vardir (6rnegin ofis isyerleri) compared to the number of employees, there is a very small work
area. (Eg office workplaces)

[0 Tiim vardiyalarda ayni faaliyetler yapilmaktadir ve 6nceki denetimlerde (i¢ ve dis denetimler) vardiyalardaki ¢calisma performansina ait
kanitlar mevcuttur. The same activities are carried out in all shifts and there is evidence of work performance of shifts in previous audits (internal and external audits).

[J Caliganlarin biiyiik gogunlugu ayni veya benzer igler yapmaktadir. The vast majority of employees are doing the same or similar jobs.

1SO 45001 Bagvurusu yaptiysaniz liitfen sorulari cevaplayiniz. Iif you have made an ISO 45001 Application, please answer the questions.

Kurulusunuzun siireglerle iliskili temel tehlikeleri ve iSG risklerini 6zetle belirtiniz: Briefly describe the main dangers and OHS risks of your
organization associated with the processes.

Uretim siireglerinde kullandiginiz ana tehlikeli malzeme ve cihazlari belirtiniz: State the main hazardous materials and devices you use in the
production processes.

Yiiriirliikteki iSG mevzuatindan gelen tiim ilgili yasal yiikiimliliiklerinizi belirtiniz: State all your legal obligations arising from the current OHS
legislation.

iSG Riskleri tesis disinda ¢alisan personel igin de ayni sekilde gegerli mi? Do OHS Risks apply to offsite

) (J Evet/Yes [ Hayir/No
personnel in the same way?

Cevap Hayir ise YBM tiim sahalari tetkik edecektir. If the answer is No, YBM will inspect all sites

Not: Tiim sahalarin tetkik edilmesi karari; iSG riskleri, anlasmalar, baska bir akredite kurulus tarafindan onaylanmis olmasi, i¢ tetkik
sistemi, kazalar ve ramak kala istatistikleri gibi gesitli faktorlere bagl olacaktir. (The decision to inspect all sites will depend on various factors such
as OHS risks, agreements, approval by another accredited organization, internal inspection system, accidents and near miss statistics.)

Birden fazla tesis icin Kapsam her bir sahada gegerli midir? For multiple facilities Does the Coverage apply to
each site?

Not: Cevap Hayir ise YBM tiim sahalari iceren Kapsami dogrulayacaktir. Kapsam her bir saha igin farkli oldugunda belge ayri basilacaktir.
If the answer is No, YBM will verify the Scope that includes all fields. When the scope is different for each field, the document will be printed separately.

[ Evet/Yes [J Hayir/No

Gegici sahaniz var midir? Do you have a temporary site? O Evet/Yes 1 Hayir/No
Cevap Evet ise 6rnekleme metoduyla saha tetkikleri yapilabilir. if the answer is Yes, field investigations can be done by sampling method.

Lutfen gegici sahalari 1. Sayfada belirtiniz. Please Indicate the Temporary Areas at first page.

ISO 27001 Bagvurusu yaptiysaniz liitfen sorulari cevaplayiniz. / if you have made an ISO 27001 Application, please answer the questions.

Gizlilik iceren dokiimaniniz mevcut mu? Evet ise agiklayiniz Do you have a document containing confidentiality? If yes, explain: Oe/y OH/N

Girilmesi yasak olan alanlariniz mevcut mu? Evet ise agiklayiniz Do you have restricted areas? If yes, explain: Oe/y OH/N

Ek-A listesinde harig tutulan maddeler var mi? Evet ise agiklayiniz Are there any excluded items in the Annex-A list? If yes, Oe/y OH/N

explain:

Bilgi sistemlerin gelistirilmesi; yazihm gelistirme var mi? Evet ise agiklayiniz Developing information systems; Is there Oe/y OH/N

software development? If yes, explain:

Saha sayisi ve Felaketten Kurtarma (DR — Disaster Recovery) sahalarinin sayisi. Evet ise agiklayiniz Number of sites and Oe/y OH/N

the number of Disaster Recovery (DR) sites If yes, explain:

7/24 hizmet veriyor musunuz? Evet ise agiklayiniz Do you provide 24/7 service? If yes, explain: OE/Y OH/N
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Not: Detay icin BGYS Ek firma Bilgi Formu’nu (F-091) doldurunuz. / Note: For details, please fill in the ISMS Supplementary Company Information Form (F-091).
I ISO 27701 Bagvurusunda, liitfen 27001 sorularina ek olarak cevaplayiniz. / in the ISO 27701 Application, please answer in addition to the 27001 questions.

1SO 27001 Bilgi Giivenligi Yonetim Sistemi standardi Belgeniz var mi? Do you have ISO 27001 Information Security Management

System Standard Certificate? (Cevap hayir ise bir sonraki soruyu cevaplayiniz. If the answer is no, answer the next question.) CE/Y LIHN
1SO 27001 BGYS ve I1SO 27701 KVYS standartlari birlikte olusturulmus ve siirdiirilmekte mi? Are ISO 27001 ISMS and ISO OE/N OH/N
27701 PDMS standards established and maintained together? Cevap “Hayir” ise 1ISO 27701 Belgelendirme siireci baglatilamaz.
If the answer is No, the ISO 27701 Certification process cannot be started.
6698 sayili KVK Kanunu geregi yukimliliklerinizi yerine getirdiniz mi? Have you fulfilled your obligations as per the KVK Law OE/y OH/N
No. 6698?
Kurulusunuz igin dogru olani isaretleyiniz. [ Veri Sorumlusu O Veri igleyen [ Her ikisi Birden
Tick the correct one for your organization. Data Controller Data Processor Both of

ISO 20000-1 Basvurusu yaptiysaniz liitfen sorulari cevaplayiniz. / If you have made an ISO 20000-1 Application, please answer the questions. |
Gizlilik iceren dokiimaniniz mevcut mu? Evet ise agiklayiniz Do you have a document containing confidentiality? If yes, explain: OEe/y OH/N
Girilmesi yasak olan alanlariniz mevcut mu? Evet ise agiklayiniz Do you have restricted areas? If yes, explain: Oe/y OH/N
Hizmet sunumunda bagka taraflara bagimliliginiz var mi? Varsa agiklayiniz. Oe/y OH/N
Do you depend on other parties in service delivery? Please explain if any.
Hizmet sunumunda farkh dilleri konusan personeliniz var mi? Varsa hangi diller konusulmaktadir? Oe/y OH/N
Do you have staff speaking different languages in service delivery? If yes, which languages are spoken?
Hizmetinizi etkileyen yogun yasal diizenlemeler oldu mu? Evet ise agiklayiniz Oe/y OH/N
Have there been intense legal regulations affecting your service? If yes, please explain
Sikhikla yeni servisler agiyor musunuz? Ya da siklikla servis degisikligi yapiyor musunuz? Evet ise agiklayiniz OE/Y OH/N

Do you open new services often? Or do you make frequent service changes? If yes, please explain

Hizmeti saglayan organizasyon birimleriniz: [ Tek bir departman [ Departmanlar grubu
Your organization providing the service: .. A single department .. A group of departments .. Entire Organization

[0 Tim Organizasyon

Miisterilerinize hangi hizmetleri veya hizmet tiirlerini sunuyorsunuz? What services or types of services do you provide to your customers?

Tek bir hizmet, hizmetler grubu veya tim hizmetler
A single service, group of services, or all services

BT hizmetleri, bulut hizmetleri

IT services, cloud services e.g. telecommunications, finance, retail, tourism, utilities

0 Tesis yonetimini, is streci dig kaynak kullanimini desteklemek igin teknoloji hizmetleri
Technology services to support facility management, business process outsourcing
Herhangi bir sektorun isini desteklemek igin teknoloji hizmetleri, 6r. telekomiinikasyon, finans,

O perakende, turizm, kamu hizmetleri / Technology services to support the business of any industry,

Servis katalogu olusturdunuz mu? Kag c¢esit hizmet veriyorsunuz? Birden fazla ise isimleri nelerdir? Have
you created a service catalog? How many types of services do you provide? If more than one, what are their names?

I ISO 22000 Bagvurusu yaptiysaniz liitfen sorulari cevaplayiniz. / if you have made an ISO 22000 Application, please answer the questions.

HACCP Plan Sayisi Mevsimsel tiretim O OCAK SU BAT MART

Number of HACCP Plans: yapiyorsaniz yandaki tabloda JANUARY FEBRUARY MARCH

Tehlike Analizi Sayisi dretim yaptiginiz aylan | - NiSAN O MAYIS HAZIRAN

Number of Hazard Analysis: isaretleyiniz APRIL MAY JUNE

Farkh Uretim Hatlarinin Sayisi If you are doing seasonal O TEMMUZ O AGUSTOS EYLOL

Number of different production lines: production, please mark the JuLy AUGUST SEPTEMBER

Tesis disi depolama [J Evet Yes months you have produced in 0O EKIM 0O KASIM ARALIK

Off-site Storage ] Hayir No the table next OCTOBER NOVEMBER DECEMBER
i ISO 13485 Bagvurusu yaptiysaniz liitfen sorulari cevaplayiniz. / If you have made an ISO 13485 Application, please answer the questions.

SORULAR / Questions EVET/YES HAYIR/NO

Uriin neredeyse bitmis ve monte edilmis bir tibbi cihaz mi? (yani, tibbi bir amag igin kullanilmak iizere tasarlanmistir ve

yalnizca paketleme ve/veya etiketlemeye ihtiyag duyar) / Is the product a nearly finished and assembled medical device? (i.e., O O

it is intended to be used for a medical purpose and only needs packaging and/or labeling)

Uriiniin tibbi bir cihazin bir bileseni/parcasi olmasi mi amaglaniyor? / Is the product intended to be a component/part of a 0 0

medical device?

Kurulus, bir tibbi cihaz yonetmeligi tarafindan diizenlenen herhangi bir faaliyeti (6rnegin, diger tibbi cihazlarin yeniden

etiketlenmesi, yeniden iiretilmesi) yiiriitmek lizere sézlesmeli mi? / Is the organization contracted to carry out any activities O O

that are regulated by a medical device regulation (e.g., relabeling, remanufacturing of other medical devices)?

Saglanan uiriin steril mi? / Is the product supplied sterile?

Uriin, miisteri kurulus veya bir tedarikgi tarafindan gelistirilmis yazilim igeriyor mu? / Does the product contain software

developed by the client organization or a supplier?

“Tasarim ve Gelistirme”, 1SO 13485 sertifikasi kapsaminda mi (6rn. kamu hukuku, diistik riskli tibbi cihazlar igin ¢ok sik

goriilen bir durum olan tasarim ve gelistirmenin harig tutulmasina izin verdiginde)? / Is “Design and Development” in the 0 0

scope of the ISO 13485 certification (e.g., when public law permits exclusion of design and development which is the case very

often for low-risk medical devices)?

Uriin (Ham Malzemeler, Pargalar, Bilesenler, Alt Montajlar, Bakim Hizmetleri veya Diger Hizmetler) iliskili tibbi cihazlari

destekleme amach mi1? / Is the product (Raw Materials, Parts, Components, Subassemblies, Maintenance Services, or Other 0 0

Services) intended to support associated medical devices?

Note: Refer to the note in Annex A, Table A.1.7, a) as an example. (IAF MD-9:2022)

I ISO 50001 Bagvurusu yaptiysaniz liitfen sorulari cevaplayiniz. / If you have made an ISO 50001 Application, please answer the questions.

Yillik enerji tiiketimi (Terajoule / TEP) Annual Energy Consumption (Terajoule or TEP):

Enerji kaynaklarinin sayisi (Elektrik, dogalgaz, fueloil, giineg, LPG, LNG vb.) Number Of Energy Sources:
(Electricity, natural gas, fuel oil, solar, LPG, LNG etc.)

Onemli enerji kullanimi olan iiretim ve proses hatti sayisi Number of production and process lines with significant
energy use
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Yukarida belirtilen standart(lar) icin talep ettiginiz tetkikin gergeklestirilmesini miicbir sebepler (Savas, grev,
isyan, siyasi istikrarsizlik, jeopolitik gerginlik, terérizm, sug, salgin, sel, deprem, kotii niyetli bilgisayar korsanhgi,

diger dogal veya insan kaynakl felaketler) etkiliyor mu?
Does the force majeure affect the performance of the audit you have requested for the above-mentioned

standard(s)? Force majeure: War, strike, riot, political instability, geopolitical tension, terrorism, crime, epidemic,

flood, earthquake, malicious hacking, other natural or man-made disasters

O Evet/Yes - (1 Hayir/No

Eger cevabiniz evet ise liitfen F-166
Miicbir Sebep Bildirim Formu
doldurunuz.

If your answer is yes, please fill in the F-166
Force Majeure Report Form.

Yukarida vermis oldugum tiim bilgilerin dogru ve eksiksiz oldugunu beyan ederim. Yukarida yer alan bilgilerin eksik ya da yanlig oldugunun tespiti halinde

herhangi bir hak talep etmeksizin tetkik sozlesmesinin feshi ve varsa ilgili belgenin iptalini pesinen kabul ediyorum.

I declare that all the information | have provided above is correct and complete. If the above information is found to be incomplete or inaccurate, | accept the
termination of the audit contract and the cancellation of the relevant document in advance, without requesting any right.

Hazirlayan: imza
Prepared by Signature

Tarih:
Date

YBM tarafindan bagvurunuz incelenerek gerekli bilgilendirme yapilacaktir. Your application will be reviewed by YBM and necessary information will be informed.
Not: Belgelendirme prosesi adimlari igin www.ybm.com.tr sayfasini ziyaret ediniz. Proseslerin bir listesi veya proses etkilesim semasi bagvuru ile birlikte
YBM’ ye gonderilmelidir. Note: Please visit the www.ybm.com.tr page for the certification process steps. Together with the application form a list of processes or a process

interaction diagram should be sent to the YBM.

YBM TARAFINDAN BASVURUNUN GOZDEN GEGIRILMESi
REVIEW OF THE APPLICATION BY YBM
BASVURUNUN INCELENMESI / REVIEW OF THE APPLICATION
Dikkat edilmesi gereken hususlar (Miracaat Bilgi ve Belgelerinin gbzden EVET | HAYIR u.D. SONUC
gecirilmesi) Matters to be considered (review of the Application Information and Documents) YES NO N/A CONCLUSION
Kurulus ve Kurulusun Yonetim Sistemi ile ilgili bilgiler, bir tetkik programini gergeklestirmek igin yeterli
mi? / Is the knowledge of the organization and the Organization's Management System sufficient to O [l |
perform an audit program?
YBM ile Kurulus arasinda (varsa) bilinen bir anlasmazlik giderildi mi? / Has a known conflict (if any) 0 0 0
between YBM and the Organization been resolved?
YBM, belgelendirme faaliyetlerini yerine getirebilecek kaynaklari yeterli ve kabiliyete sahip mi? / Does N = M
YBM have sufficient resources and the ability to carry out certification activities?
Belgelendirme galigmalarinin kapsami belirlenmis ve mutabik kalindi mi? / Has the scope of certification 0 0 0
studies been determined and agreed?
Belgelendirme siirecini etkileyen, Kurulusun faaliyetlerinin yurGtuldiga tesis(ler) belirlenmis mi? / Are N = M
the facilities where the activities of the Organization are carried out that affect the certification process?
Tetkikin tamamlanmasi igin gerekli stireyi belirleyebilecek bilgiler mevcut mu? n m n
/ Is information available to determine the time required to complete the audit?
Belgelendirme faaliyetlerini etkileyebilecek hususlar giderildi mi? (dil, glivenlik kosullari, tarafsizliga
tehditler vb.) / Have the issues that may affect the certification activities been resolved? (language, O O |
security conditions, threats to neutrality, etc.)
Miisteri kurulusu ve ilgili is risklerinin faaliyet alanlari biliniyor mu? Are the client organization and the 0 0 0
areas of activity of the relevant business risks known? (20000-1)
Miisteri kurulusuna olan degerlere, agikliklara ve etkilere iliskin bilgi givenligi ve tanimlanmis
faaliyetlere iliskin belgelendirme yapmak tizere gereken yeterlilikler belirlenmis mi? Are the n 0 0
qualifications required to certify information security and identified activities related to values, openings
and impacts to the customer organization? (20000-1)
Yeniden Belgelendirme, Asama I. tetkiki gerektirir mi? Does 1st stage audit required for re-certification? O O O
ISO 13483 standardinda Asama 1 tetkikinin, musterinin yiksek riskli tibbi cihazlari s6z konusu
oldugunda, yerinde yapilmasini gerektiriyor mu? Does the ISO 13483 standard require a Stage 1 audit to ] [ |
be performed on-site for the customer's high-risk medical devices?
BASVURUNUN DEGERLENDIRILMESi / SONUCU / EVALUATION OF THE APPLICATION / RESULT
Degerlendirme Yapan(lar) / Evaluator(s) KABUL RED GEREKCE
ACCEPTANCE REJECTION REASON
] O
isim / Name imza / Signature Tarih / Date
O ]
isim / Name imza / Signature Tarih / Date
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