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SIRA NO FAALIYET DEGERLENDIRME ZAMAN GIiZELGESI

NUMBER ACTIVITY ASSESSMENT TIME - LINE

uiy MUSTERI ILE ILETISIM / COMMUNICATION WITH THE CLIENT
N Pazarlama temsilcilikleri, firma tarafindan | Pazarlama temsilcilikleri tarafindan tahmini,
On bagvurunun  pazarlama temsilcilikleri | {iriin bilgisi alma formunun eksiksiz olarak | riin bilgisi alma formu alindiktan sonra bir
tzerinden gergeklestirilmesi durumunda firma | doldurulmasini sagladiktan sonra formun | hafta igerisinde.

Urdn bilgisinin alinmasi. NOTICE’e iletimesi. Estimated within one week of receipt of
M.FR.23.03 _ | sending the form to NOTICE after the | product information receipt form by
Obtaining company product information in | marketing representatives ensure that the | marketing agencies.

case the preliminary application is made | company completes the product information

through marketing representatives. receipt form completely.

M.FR.23.03

1.0 ON BASVURU / PRE-APPLICATION

1.1 Firma 6n bagvurusunun alinmasi. Firma 6n-basvuru degerlendirmesinin | NOTICE tarafindan tahmini, 6én bagvuru
M.FR.07.01 yapilmasi. tamamlanmis sayildiktan sonra bir hafta
Receiving the company’s pre-application. M.FR.07.05 icerisinde.

M.FR.07.01 Evaluation of the company’s pre-application. | Estimated within one week after pre-
M.FR.07.05 application is considered complete by
NOTICE.

1.2 Firma o©n-bagvuru degerlendirmesine goére | Firmanin teklifi degerlendirmesi ve NOTICE’e | NOTICE tarafindan tahmini, 6n-basvuru
firmaya teklif génderilmesi. sonucu bildirmesi. Olumsuz ise siirecin | degerlendirmesi tamamlandiktan sonra bir
M.FR.23.04 sonlandiriimasli, olumlu ise resmi basvuru | hafta igerisinde.

Sending a quotation to the company according | surecinin baslatiimasi Estimated by NOTICE, within one week of
to the company's pre-application evaluation. The company evaluates the proposal and | completion of pre-application review.
M.FR.23.04 notifies NOTICE of the result. If the result is

negative, the process is terminated, if it is

positive, initiation of the official application

process

2.0 BASVURU / APPLICATION

2.1 Firmadan resmi basvurunun alinmasi Basvurunun Degerlendiriimesi Resmi Basvuru sonrasi basvurunun
M.FR.07.06 M.FR.07.02 degerlendiriimesi ve sbézlesmenin
Receiving the official application from the | Application Evaluation hazirlanmasi 10 ig gunu igerisinde
company M.FR.07.02 After the Official Application, the application
M.FR.07.06 will be evaluated and the contract will be

prepared within 10 working days

2.2 Basvuru bilgilerine gore firmaya belgelendirme | Firmanin s6zlesmeyi degerlendirerek | Firma tarafindan 15 is gunu igerisinde.
sozlesmesinin génderilmesi. NOTICE’e iletmesi. Olumsuz ise surecin | Within 15 business days by the company.
M.FR.23.01 sonlandiriimasi
Sending the certification agreement to the | The company evaluates the contract and
company according to the application | forwards it to NOTICE. If the result is
information. negative, the process is terminated.

M.FR.23.01

2.3 Dokiimantasyon tamhk kontrolinin | Firmanin gonderdigi basvurunun tamhgini, | NOTICE tarafindan  tahmini, firma
baslatiimasi. bagvuru  formunda belirtlen  Dbilgilerin | sézlesmeyi imzalandiktan sonra bir hafta
M.FR.35.21 dogrulamasi. icerisinde.

Initiation of documentation completeness | Confirmation of the completeness of the | By NOTICE, estimated within one week
check.. application sent by the company, the | after the company signing the agreement.
M.FR.35.21 information specified in the application form.

30 ASAMA 1 DENETIMi (UYGULANIR ISE) / STAGE 1 AUDIT (IF APPLICABLE)

3.1 Asama 1 denetim planinin olusturulmasi ve | Firmanin Asama 1 denetim planini | NOTICE tarafindan denetimden 2 glin
firmaya génderilmesi. onaylayarak NOTICE’e bildirmesi. once.

M.FR.08.02 M.FR.08.02 2 days before the audit by NOTICE.
Creation of the Stage 1 audit plan and sending | Approving the company's Stage 1 audit plan

it to the company. and notifying it to NOTICE.

M.FR.08.02 M.FR.08.02
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3.2 Asama 1 denetiminin gergeklestiriimesi. Firmaya denetim raporunun génderilmesi. NOTICE tarafindan Asama 1 denetiminden
M.PR.08 M.FR.08.05 sonra 7 is gini igeresinde.

Performing the Stage 1 Audit. Sending the audit report to the company. Within 7 business days after Stage 1 audit
M.PR.08 M.FR.08.05 by NOTICE.

3.3 Uygunsuzluklar igin kdk neden ve duizeltici | Uygunsuzluklar igin kék neden ve dizeltici | Firma tarafindan Asama 1 denetiminden

faaliyet planlarinin NOTICFE’e iletiimesi. faaliyet planlarinin  NOTICE tarafindan | sonra 15 is guini igerisinde.
M.FR.08.10 degerlendirilmesi. Within 15 business days after Stage 1 audit
Submitting root cause and corrective action | M.FR.08.14 by the company.
plans to NOTICE for nonconformities. Evaluation of root cause and corrective action
M.FR.08.10 plans for nonconformities by NOTICE.
M.FR.08.14

el ASAMA 1 DENETIMI (UYGULANIR ISE) / STAGE 1 AUDIT (IF APPLICABLE)

4.1 Firma tarafindan uygunsuzluk kapatma | Uygunsuzluk kapatmalarinin NOTICE | Firma tarafindan Asama 1 denetiminden
bilgisinin iletilmesi. tarafindan degerlendiriimesi. sonra firma ile denetim ekibinin ortak
Transmission  of nonconformity closure | M.FR.08.14 belirledigi is glinu siresi igerisinde.
information by the company. Evaluation of non-compliance closures by | After the Stage 1 audit by the company,

NOTICE. within the business day period determined
M.FR.08.14 jointly by the company and the audit team.

4.2 Talep edilmis ise uygunsuzluklara yonelik ek | Ek  faaliyetlerin NOTICE tarafindan | Firma tarafindan Asama 1 denetiminden
faaliyetlerin firma tarafindan tamamlanmasi degerlendirilmesi. sonra firma ile denetim ekibinin ortak
Completion of additional activities for | M.FR.08.14 belirledigi is glinu siresi icerisinde.
nonconformities by the company, if requested | Evaluation of additional activities by NOTICE. | After the Stage 1 audit by the company,

M.FR.08.14 within the business day period determined
jointly by the company and the audit team.

5.0 KLINIK DEGERLENDIRMENIN DEGERLENDIRMESI VE SATIS SONRASI GOZETIM TEKNIK DOKUMANTASYONUNUN
DEGERLENDIRILMESI / CLINICAL EVALUATION ASSESSMENT AND POST MARKET SURVEILLANCE TECHNICAL
DOCUMENTATION ASSESSMENT

5.1 Klinik Degerlendirmenin Degerlendirmesi ve | Klinik Degerlendirmenin Degerlendiriimesi, | Varsa Asama 1 sireci tamamlandiktan
Satig Sonrasi Gozetim Teknik | Satis Sonrasi Gozetim Teknik | sonra veya bagvuru gdézden gecirmesinden
Dokimantasyon Degerlendirmesi igin Klinik | Dokiimantasyon Degerlendirmesinin | sonra maksimum 3 ay igerisinde.

Uzman goérevlendiriimesi. gerceklestiriimesi. Var ise ¢ézimlenmemis | If applicable, within a maximum of 3 months
M.FR.16.01 Boélim B durumlarin saha denetim ekibine iletiimesi | after the Stage 1 process has been
Clinical Specialist assignment for Clinical | igin PL’nin bilgilendirilmesi. completed or after application review.
Evaluation Assessment and Post Market | M.FR.16.01, M.FR.35.02
Surveillance Technical Documentation | Performing Clinical Evaluation Assessment,
Assessment. Post  Market  Surveillance  Technical
M.FR.16.01 Section B Documentation Assessment. Informing the

PL to forward any unresolved issues to the

site audit team, if any.

M.FR.16.01, M.FR.35.02,

ey TEKNIK DOKUMANTASYON DEGERLENDIRMESI / TECHNICAL DOCUMENTATION REVIEW

6.1 Teknik dokimantasyon degerlendirmesini | Teknik dokimantasyon degerlendirmesinin | Varsa Asama 1 sureci tamamlandiktan
yapacak Uriin  Gézden  Gegirici(ler)in | gergeklestiriimesi. Var ise g¢oziimlenmemis | sonra veya bagvuru gézden gegirmesinden
gorevlendiriimesi. durumlarin saha denetim ekibine iletiimesi | sonra maksimum 3 ay igerisinde.
M.FR.08.01 icin PL'nin bilgilendiriimesi. If applicable, within a maximum of 3 months
Assignment of Product Reviewer(s) to perform | M.FR.35.01 after the Stage 1 process has been
technical documentation review. Performing technical documentation | completed or after application review.
M.FR.08.01 evaluation. Informing the PL to forward any

unresolved issues to the site audit team, if
any.
M.FR.35.01

L SAHA DENETIMI / SITE AUDIT

7.1 Saha denetim planinin  olusturulmasi ve | Firmanin Saha denetim planini onaylayarak | NOTICE tarafindan denetimden 2 giin
firmaya génderilmesi. NOTICE’e bildirmesi. once.

M.FR.08.03 M.FR.08.03 2 days before the audit by NOTICE.
Creation of the Site audit plan and sending it | Approving the company's Site audit plan and

to the company. notifying it to NOTICE.

M.FR.08.03 M.FR.08.03
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7.2 Saha denetiminin gergeklestiriimesi. Firmaya denetim raporunun génderilmesi. Teknik dokimantasyon degerlendirme
Var ise teknik dokiimantasyon degerlendirme | M.FR.08.06 veya klinik degerlendirmenin
veya klinik degerlendirmenin degerlendirmesi | Sending the audit report to the company. degerlendirmesi ve satig sonrasi gbzetim
ve satig sonrasi gozetim teknik | M.FR.08.06 teknik dokiimantasyonunun
dokimantasyonunun degerlendirilmesinde degerlendiriimesinde ¢6zimlenmemis
¢ozimlenmemis  durumlarin  firma ile durumlarin ¢ézimlenmesi de dahil tum
gorusulmesi. denetim raporlarinin  tam  anlamiyla
M.PR.35 tamamlanmasindan sonra NOTICE
Performing the Site Audit. tarafindan tum raporlarin 7 ig guni
Technical documentation assessment or icerisinde.
clinical evaluation assessment, if any, and Within 7 working days of all reports by
discussion of unresolved situations with the NOTICE after full completion of all audit
company in the assessment of post market reports, including technical documentation
surveillance technical documentation. assessment or clinical evaluation
M.PR.35 assessment and resolution of unresolved

cases in post market surveillance technical
documentation assessment.

7.3 5.1, 6.1 ve 7.2 de yapilan degerlendirme | Uygunsuzluklar igin kok neden ve dizeltici | Firma tarafindan Saha denetiminden sonra
sonucunda var ise uygunsuzluklar igin kok | faaliyet planlarinin  NOTICE tarafindan | 15 is guni igerisinde.
neden ve dizeltici faaliyet planlarinin | degerlendiriimesi. Within 15 business days after Site audit by
NOTICE’e iletiimesi. M.FR.08.14 the company.

M.FR.08.10 Evaluation of root cause and corrective action
As a result of the evaluation made in 5.1, 6.1 | plans for nonconformities by NOTICE.

and 7.2, the root cause and corrective action | M.FR.08.14

plans for the nonconformities, if any, are

submitted to NOTICE.

M.FR.08.10

7.4 Firma tarafindan 5.1, 6.1 ve 7.2’ de yapilan | Uygunsuzluk kapatmalarinin NOTICE | Firma tarafindan saha denetiminden sonra
deg@erlendirme sonucunda var ise uygunsuzluk | tarafindan degerlendiriimesi. firma ile denetim ekibinin ortak belirledigi is
kapatma bilgisinin iletiimesi. M.FR.08.14 glni suresi igerisinde.

As a result of the evaluation made by the | Evaluation of non-compliance closures by | Within the business day period determined
company in 5.1, 6.1 and 7.2, if any, | NOTICE. jointly by the company and the audit team
nonconformity ~ closure  information is | M.FR.08.14 after the site audit by the company.
transmitted.

7.5 Talep edilmis ise uygunsuzluklara yonelik ek | Ek  faaliyetlerin NOTICE  tarafindan | Firma tarafindan saha denetiminden sonra
faaliyetlerin firma tarafindan tamamlanmasi degerlendirilmesi. firma ile denetim ekibinin ortak belirledigi is
Completion of additional activities for | M.FR.08.14 glni suresi igerisinde.
nonconformities by the company, if requested. | Evaluation of additional activities by NOTICE. | Within the business day period determined

M.FR.08.14 jointly by the company and the audit team
after the site audit by the company.

e SON GOZDEN GEGIRME / FINAL REVIEW

8.1 NOTICE tarafindan son gbézden gegirme | -- NOTICE tarafindan dosya onayindan sonra
ekibinin gorevlendiriimesi 3 is glint icerisinde.

M.FR.08.01 Within 3 business days after file approval by
Assignment of final review team by NOTICE NOTICE.
M.FR.08.01

8.2 NOTICE tarafindan, firma dosyasinin ve | NOTICE tarafindan Final Raporu ve I¢c | NOTICE tarafindan yapilan
NOTICE raporlarinin son gézden gegirmesinin | Klinisyen Goézden Gegirme Formunun | gorevlendirmenin  ardindan 10  gin
yapiimasi yayinlanmasi icerisinde
M.PR.25 M.FR.35.03 ve M.FR.16.01-Ek 1 Within 10 days of assignment by NOTICE
Final review of the company file and NOTICE | Publication of the Final Report and Internal
reports by NOTICE. Clinician Review Form by NOTICE.

M.PR.25 M.FR.35.03 and M.FR.16.01-Annex1

8.3 Var ise ¢o6zumlenmemis uygunsuzluklarin | NOTICE tarafindan eksik proseslerin | Son gézden gegirme bildiriminin ardindan
veya tamamlanmis prosesler igin bildirimin | tamamlanmasi en fazla 120 giin
Firmaya ve NOTICE’ e yapiimasi Completion of missing processes by | Up to 120 days after last review notification
M.FR.35.03 NOTICE.

Notification of unresolved nonconformities or | Firma tarafindan ¢6zumlenmemis

completed processes, if any, to the Company | uygunsuzluklar igin  uygun faaliyetleri

and NOTICE. gerceklestirmesi

M.FR.35.03 Performing appropriate actions for non-
conformances that have not been resolved by
the company
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8.4 NOTICE tarafindan, firma dosyasinin ve | NOTICE tarafindan Final Raporunun | NOTICE tarafindan yapilan
NOTICE raporlarinin son gézden gegirmesinin | yayinlanmasi gorevlendirmenin  ardindan 10  gun
tekrar yapilmasi M.FR.35.03 icerisinde
M.PR.25 Publication of the Final Report by NOTICE Within 10 days of assignment by NOTICE
Re-review of the company file and NOTICE | M.FR.35.03
reports by NOTICE
M.PR.25

ey BELGELENDIRME KARARI / CERTIFICATION DECISION

9.1 NOTICE tarafindan karar ekibinin | -- Final raporunun yayinlanmasindan sonra 3
gorevlendirilmesi is gundu igerisinde.

M.FR.08.01 Within 3 business days after file approval by
Assignment of decision team by NOTICE NOTICE.
M.FR.08.01

9.2 NOTICE karar ekibi tarafindan belgelendirme | Belgelendirme ile ilgili karar alinmasi Karar ekibinin gérevlendiriimesinden sonra
ile ilgili karar degerlendirmesinin yapiimasi M.FR.35.17 3 is glinu icerisinde.

M.PR.25 Making decisions about certification Within 3 working days after the decision
Evaluation of the certification decision by the | M.FR.35.17 team is appointed.

NOTICE decision team

M.PR.25

9.3 Belgelendirme ile ilgili kararin Firmaya | -- Kararin alinmasindan 3 is gunu icerisinde
bildirilmesi Within 3 working days of the decision
M.FR.35.04
Notification of the decision regarding
certification to the Company
M.FR.35.04

oY BELGENIN YAYINLANMASI / CERTIFICATE ISSUE

10.1 Belgenin verilmesi karari verilmis ise belge | Belge taslaklarinin hazirlanmasi ve Firma ile | --
taslaginin hazirlanmasi teyitlesilmesi
FR.35.06 ~ FR.35.16 Preparation of document drafts and
If the decision to issue the document has been | confirmation with the company
made, preparation of the document draft
FR.35.06 ~ FR.35.16

10.2 Belgenin onaylanmasi ve Firmaya iletilmesi -- Kararin alinmasinin ardindan 10 is gunu
FR.35.06 ~ FR.35.16 icerisinde.

Approval of the document and forwarding it to Within 10 working days after the decision is
the Company made.
FR.35.06 ~ FR.35.16

e BELGELENDIRME SONRASI FAALIYETLER / POST CERTIFICATION ACTIVITIES

111 Gobzetim denetimleri Firmanin sahasinda denetim ve gerekiyor ise | Belgelendirme kararinin  alinmasindan
M.TL.35.05 cihaz testlerinin gergeklestiriimesi sonra belge gegerlilik suresinin sonuna
Surveillance audits M.FR.08.06 kadar maksimum 12 ay sonra ve her 12
M.TL.35.05 M.FR.35.01 ayda bir kez

Test Raporlari After the certification decision is made, until
Audit and, if necessary, device tests at the | the end of the certificate validity period,
company's site after a maximum of 12 months and once
M.FR.08.06 every 12 months

M.FR.35.01

Test Reports

11.2 Habersiz saha denetimleri Firmanin sahasinda denetim ve cihaz | Sinif Ill ve implant edilebilir cihazlar igin
M.TL.35.07 testlerinin gerceklestiriimesi max. 3 yilda bir kez
Unannounced site audits M.FR.35.19 Diger cihazlar i¢in max. 5 yilda bir kez
M.TL.35.07 Test Raporlari For Class Ill and implantable devices max.

Performing audit and device tests at the | once every 3 years

company's site For other devices max. once in 5 years
M.FR.35.19

Test reports
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11.3 Degisiklik denetimleri
M.TL.35.08

Change audits
M.TL.35.08

Degisikligin igerigine gére firma sahasinda
veya dokiumantasyon Uzerinden
denetim/degerlendirmenin gergeklestiriimesi
M.FR.08.06

M.FR.35.01

Performing an audit/evaluation at the
company site or over the documentation,
depending on the content of the change
M.FR.08.06

M.FR.35.01

Belgelendirme sézlegsmesinde belirtilen her
bir degisiklik meydana geldiginde

When each change specified in the
certification agreement occurs

Degerlendirme metotlari icin M.TB.35.01 Belgelendirme Programi Tablosu’ na bakiniz.
For assessment methods, see M.TB.35.01 Certification Program Table.

NOTICE tarafindan basvurular ingilizce ve Tiirkge olarak kabul edilmektedir.
Applications are accepted by NOTICE in English and Turkish.

Siirecin tiim basamaklarinda M.FR.07.07 Yapilandirilmis Diyalog formu ile bizler ile iletigsime geginiz.
Please contact us using the M.FR.07.07 Structured Dialogue Form at all stages of the process.

Degerlendirme siireglerinde ¢oéziimlenmemis durumlar var ise ilgili uzman bilgilendirilip siire¢ ¢oziime

kavusturulana kadar siire durdurulur.

If there are unresolved situations in the assessment processes, the time is suspended until the relevant

expert is informed and the process is resolved.

Uygunsuzluk kapatma siire¢lerinde firmadan gelen uygunsuzluk plani ve uygunsuziuk kanitlart NOTICE
tarafindan incelenene kadar firmaya verilen siire durdurulur.
In the nonconformity closing processes, the time given to the company is suspended until the
nonconformity plan and evidence of nonconformity from the company are examined by NOTICE.
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