Belgelendirme Programi Tablosu
Certification Programme Table

1. Sinif Is, Im, Ir Cihazlar / Class Is, Im, Ir Devices

notice
AV

Denetim Tiirii / Audit Type

Degerlendirme Kapsami / Review Scope

ilk Belg.
Initial Cert.

1. Gozt.
1. Surv.

2. Gozt.
2. Surv.

3. Gozt.
3. Surv.

4. Gozt.
4. Surv.

*KYS (EK IX, Kisim I, 11I)
*QMS (Annex I1X, Chapter |, Il1)

v

v

v

Teknik Dokumantasyon (EK I1)
Technical Documentation (Annex Il)

Satig Sonrasi Gézetim Teknik Dokiimantasyon (EK III)
Post Market Surveillance Documentation (Annex Ill)

Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV Kisim A)
Clinical Evaluation Documentation (article 61,62, Annex X1V, Chapter A)

Guvenlik ve Klinik Performans Ozeti (madde 32)
Summary of Safety and Clinical Performance (article 32)

Klinik Degerlendirme Raporu Giincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

Satis Sonrasi Klinik Takip Guncelleme Rap. (madde 61, EK XIV Kisim B)
Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter B)

Periyodik Glvenlik Glncelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

™* - inceleme kapsami Is riin igin steril kosullan olusturmak, glivenceye almak ve siirdirmekle, Griin tanimi ile ilgili hususlarla sinirlidir.

Review scope for Is products is limited with establishing, securing and maintaining sterile conditions and the aspects related to product information.

- inceleme kapsami Im iriin igin metrolojik gerekliliklere uygunluk, Griin tanimi ile sinirhdir.
Review scope for class Im products is limited with conformity to the metrological requirements, product information.

Uzere cihazin tekrar kullanimi, Grln tanimi ile sinirhidir.

device especially the relevant instructions for use, product information.

- inceleme kapsami Im (riin igin 6zellikle temizlik, dezenfeksiyon, sterilizasyon, bakim, fonksiyonel testler ve ilgili kullanim talimati basta olmak

Review scope for class Ir products is limited in particular with cleaning, disinfection, sterilization, maintenance, functional testing and reuse of the

(**) - Habersiz saha denetimleri en az 5 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 5 years.

ilgili uygunluk degerlendirme metotlar/ Related conformity assessment methods

AB 2017/745 Tibbi Cihaz Yénetmeligi EK IX, Kisim |, Ill / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, IlI
AB 2017/745 Tibbi Cihaz Yonetmeligi EK XI Bolim A, madde 10/ EU 2017/745 Medical Device Regulation Annex XI Part A, item 10
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2.

Belgelendirme Programi Tablosu
Certification Programme Table

Sinif lla implantedilebilir Olmayan Cihazlar / Class lla Non-implantable Devices

notice
AV

Denetim Tiirii / Audit Type

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2. Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, Il1) v v v v v
QMS (Annex IX, Chapter I, 1)
v v v v
Teknik Dokumantasyon (EK I1) 4
Technical Documentation (Annex II) *SPCOD Teknik dokiimantasyon érnekleme planina gére
As per the Technical Documentation Sampling Plan
Satis S Gozetim Teknik Dok t (EK 11T v Y | . | . | Y
atis Sonrasi Gozetim Teknik Doklimantasyon - — = —
Post Market Surveillance Documentation (Annex IIl) *SPCOD Teknik dokumant_asyon orneklem(_a planina gore
As per the Technical Documentation Sampling Plan
Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV v v | v
Kisim A) v . . . .
> . . . Teknik dokiimantasyon érnekleme planina gére
*
glrl]r;lsselrEAv)aluatlon Documentation (article 61,62, Annex XIV, SPCOD As per the Technical Documentation Sampling Plan
Givenlik ve Klinik Performans Ozeti (madde 32)
Summary of Safety and Clinical Performance (article 32)
Klinik Degerlendirme Raporu Giincellemesi (madde 61) v v v v
Clinical Evaluation Report Update (article 61) Teknik dokiimantasyon 6rnekleme planina gore
As per the Technical Documentation Sampling Plan
Satis Sonrasi Klinik Takip Giincelleme Rap. (madde 61, EK XIV
Kisim B) v v v v
Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter

B)

Teknik dokiimantasyon 6rnekleme planina gore
As per the Technical Documentation Sampling Plan

Periyodik Glvenlik Glincelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

PGGR en az her 2 yilda bir Uretici tarafindan guincellenmelidir.
PSUR update required at least once every 2 years

Teknik dokiimantasyon 6rnekleme planina goére gézden gegirilir.
Review as per the Technical Documentation Sampling Plan

™*) - Cihaz kategorisine gore 6rnekleme
Sampling as per category of devices

**) - Habersiz saha denetimleri en az 5 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 5 years.

ilgili uygunluk degerlendirme metotlari/ Related conformity assessment methods

AB 2017/745 Tibbi Cihaz Yonetmeligi EK IX, Kisim I, II, Ill / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, IlI
AB 2017/745 Tibbi Cihaz Yonetmeligi EK XI Bélim A, madde 10/ EU 2017/745 Medical Device Regulation Annex XI Part A, item 10
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3.

Certification Programme Table

Sinif lla implantedilebilir Cihazlar / Class lla implantable Devices

Belgelendirme Programi Tablosu

notice
AV

Denetim Tiirii / Audit Type

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2.Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, [ll) v v v v
QMS (Annex IX, Chapter I, 11I)
) . v v v
Teknik Dokumantasyon (EK I1) v - — — —
Technical Documentation (Annex I1) *SPCOD Teknik dokimantasyon érnekleme planina gére
As per the Technical Documentation Sampling Plan
L _ . v | v | v | v
Satisg Sonrasi Gozetim Teknik Dokiimantasyon (EK III) 4 . _ _ _
Post Market Surveillance Documentation (Annex I11) *SPCOD Teknik dokimantasyon drnekleme planina gore
As per the Technical Documentation Sampling Plan
Klinik Degerlendirme Dokimantasyonu (madde 61,62, EK XIV v | v | v | v
Kisim A) v - - - N
Clinical Evaluation Documentation (article 61,62, Annex XIV, *SPCOD Teknik dokimantasyon drekleme planina gore
Chapter A) As per the Technical Documentation Sampling Plan
v | v | v | v
Uretici tarafindan en az yilda bir kez giincellenir.
Giivenlik ve Klinik Performans Ozeti (madde 32) . Updated at least annually by Manufacturer.

Summary of Safety and Clinical Performance (article 32)

Teknik dokiimantasyon 6rnekleme planina gére veya PGGR
degerlendirmesi sirasinda gézden gegirilir.

Review as per Technical Documentation Sampling Plan or during
PSUR assessments.

Klinik Degerlendirme Raporu Guincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

v ’ v v v

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated by manufacturer as per clinical evaluation plan.

Teknik dokiimantasyon 6rnekleme planina gére veya PGGR
degerlendirmesi sirasinda gézden gegirilir.

Review as per Technical Documentation Sampling Plan or during
PSUR assessments.

Satis Sonrasi Klinik Takip Glincelleme Rap. (madde 61, EK XIV

Kisim B)

Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter

B)

v | v v v

Uretici en az yilda bir kez giinceller.
Updated at least annually by Manufacturer.

Teknik dokiimantasyon 6rnekleme planina gore veya PGGR
degerlendirmesi sirasinda gézden gegirilir.

Review as per Technical Documentation Sampling Plan or during
PSUR assessments.

Periyodik Givenlik Giincelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, gerekli oldugunda ve en az her 2 yilda bir giinceller.
Updated when necessary and at least every 2 years by Manufacturer.

Degerlendirme igcin EUDAMED yoluyla tarafimiza iletir. Her
glincellemede degerlendirme yapilir.
Submitted to us via EUDAMED for review. Reviewed for each update.

™*) - Cihaz kategorisine gore 6rnekleme
Sampling as per category of devices
(**) - Habersiz saha denetimleri en az 3 yilda bir kez yapilir.

Unannounced site audits are performed at least once within 3 years.

ilgili uygunluk degerlendirme metotlar/ Related conformity assessment methods

AB 2017/745 Tibbi Cihaz Yonetmeligi EK IX, Kisim |, II, Ill / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, IlI
AB 2017/745 Tibbi Cihaz Yonetmeligi EK XI Bélim A, madde 10/ EU 2017/745 Medical Device Regulation Annex XI Part A, item 10
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4.

Belgelendirme Programi Tablosu
Certification Programme Table

notice
AV

Sinif llb, EK VIII, Kural 12 Cihazlar / Class Ilb, Annex VIII, Rule 12 Devices

Denetim Tiirii / Audit Type

Chapter A)

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2.Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, Il1) v v v v v
QMS (Annex IX, Chapter I, 1)
v v v v
Teknik Dokiimantasyon (EK I1) 4
Technical Documentation (Annex II) *SPGDG Teknik dokiimantasyon érnekleme planina gére
As per the Technical Documentation Sampling Plan
Satis S Gozetim Teknik Dok t (EK 11I) v Y | . | . | Y
atis Sonrasi Gozetim Teknik Doklimantasyon - — = —
Post Market Surveillance Documentation (Annex Ill) *SPGDG Teknik dokumantgsyon orneklemg planina gore
As per the Technical Documentation Sampling Plan
**Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV v | v | v | v
Kisim A) v . . . .
**Clinical Evaluation Documentation (article 61,62, Annex XIV, *SPGDG Teknik dokimantasyon 6rnekleme planina gore

As per the Technical Documentation Sampling Plan

Gilvenlik ve Klinik Performans Ozeti (madde 32)
Summary of Safety and Clinical Performance (article 32)

Klinik Degerlendirme Raporu Guincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

v v v v

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated by manufacturer as per clinical evaluation plan.

Teknik dokiimantasyon drnekleme planina gére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

Satis Sonrasi Klinik Takip Giincelleme Rap. (madde 61, EK XIV
Kisim B)

Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter
B)

v | v | v | v

Uretici, PMCF planina gére giinceller.
Updated as per PMCF Plan by Manufacturer.

Teknik dokiimantasyon 6rnekleme planina goére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

Periyodik Guvenlik Giincelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, en az yilda bir kez giinceller.
Updated at least annually by Manufacturer.

Teknik dokiimantasyon érnekleme planina gére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

™*) - Jenerik cihaz grubuna goére 6rnekleme
Sampling according to generic device group
**) - Klinik degerlendirme danisma prosediiri (madde 54, EK IX madde 5) — Madde 54.2 ye gore hari¢ tutmalar olabilir.
Clinical evaluation consultation procedure (Article 54, Annex IX item 5) - exemptions may apply as per Atrticle 54.2
- Gozetim denetimlerinde; cihazda yapilacak herhangi bir degisiklik risk-fayda oranini olumsuz etkiliyorsa klinik degerlendirme danisma proseddiri
gerekebilir
On surveillance audits; clinical evaluation consultation procedure may be required if any modifications shall be made to the device adversely
affect the risk-benefit ratio.
(***) - Habersiz saha denetimleri en az 5 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 5 years.

ilgili uygunluk degerlendirme metotlan/ Related conformity assessment methods
AB 2017/745 Tibbi Cihaz Yénetmeligi EK IX, Kisim |, II, Il / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, IlI
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5. Sinif lib, implantedilebilir WET Cihazlar / Class Ilb, Implantable WET Devices

Belgelendirme Programi Tablosu
Certification Programme Table

notice
AV

Denetim Tiirii / Audit Type

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2. Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, Il1) v v v v v
QMS (Annex IX, Chapter I, 1)
] ) v v v v
Teknik Dokumantasyon (EK I1) 4
Technical Documentation (Annex II) *SPGDG Teknik dokiimantasyon érnekleme planina gére
As per the Technical Documentation Sampling Plan
Satis S Gozetim Teknik Dok t (EK 11I) 4 Y | ’ | . | Y
atis Sonrasi Gozetim Teknik Doklimantasyon - — = —
Post Market Surveillance Documentation (Annex Ill) *SPGDG Teknik dokumantasyon orneklemg planina gore
As per the Technical Documentation Sampling Plan
Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV v | v | v
(KZIIiSr:in(:a)IAzEvaluation Documentation (article 61,62, Annex XIV *SPgDG Teknik dokiimantasyon Srnekleme planina gore
e ’ As per the Technical Documentation Sampling Plan
Chapter A)
v | v | v | v
Uretici tarafindan en az yilda bir kez giincellenir.
Giivenlik ve Klinik Performans Ozeti (madde 32) v Updated at least annually by Manufacturer.

Summary of Safety and Clinical Performance (article 32)

Teknik dokiimantasyon 6rnekleme planina gére veya PGGR
degerlendirmesi sirasinda gézden gegirilir.

Review as per Technical Documentation Sampling Plan or during
PSUR assessments.

Klinik Degerlendirme Raporu Guincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

v [ v [ v [ v

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated as per clinical evaluation plan by manufacturer.

Teknik dokiimantasyon drnekleme planina gére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

Satis Sonrasi Klinik Takip Giincelleme Rap. (madde 61, EK XIV
Kisim B)

Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter
B)

v | v | v | v

Uretici tarafindan en az yilda bir kez giincellenir.
Updated at least annually by Manufacturer.

Teknik dokiimantasyon drnekleme planina gére veya PGGR
degerlendirmesi sirasinda gézden gegirilir.

Review as per Technical Documentation Sampling Plan or during
PSUR assessments.

Periyodik Glvenlik Glincelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, en az yilda bir kez giinceller.
Updated at least annually by Manufacturer.

Degerlendirme igin EUDAMED yoluyla tarafimiza iletir. Her
glincellemede degerlendirme yapilir.

Submitted to us via EUDAMED for review. Reviewed for each update.

™*) - Jenerik cihaz grubuna gére 6rnekleme
Sampling as per generic device group

** - Habersiz saha denetimleri en az 3 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 3 years.

ilgili uygunluk degerlendirme metotlari/ Related conformity assessment methods
AB 2017/745 Tibbi Cihaz Yonetmeligi EK IX, Kisim |, II, Il / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, 11, 1l
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6. Sinif lib, implantedilebilir Olmayan Diger Cihazlar / Class b,

Belgelendirme Programi Tablosu
Certification Programme Table

notice
AV

Non-Implantable Other Devices

Denetim Tiirii / Audit Type

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2. Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, 1) v v v v v
QMS (Annex IX, Chapter I, 11I)
) . v v v v
Teknik Dokumantasyon (EK I1) v
Technical Documentation (Annex II) *SPGDG Teknik dokiimantasyon érnekleme planina gére
As per the Technical Documentation Sampling Plan
Satis S Gozetim Teknik Dok t (EK 1I) 4 Y | ’ | . | Y
atis Sonrasi Gozetim Teknik Dokiimantasyon Toknik dokimantas ry—— I =
; : . yon drnekleme planina gore
Post Market Surveillance Documentation (Annex IIl) SPGDG As per the Technical Documentation Sampling Plan
Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV v I v [ v | v
K'.S'.m A) . . ) i Teknik dokiimantasyon 6rnekleme planina gore
Clinical Evaluation Documentation (article 61,62, Annex XIV, *SPGDG

Chapter A)

As per the Technical Documentation Sampling Plan

Guvenlik ve Klinik Performans Ozeti (madde 32)
Summary of Safety and Clinical Performance (article 32)

Klinik Degerlendirme Raporu Guincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

v v v v

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated as per clinical evaluation plan by manufacturer.

Teknik dokiimantasyon 6rnekleme planina goére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

Satis Sonrasi Klinik Takip Giincelleme Rap. (madde 61, EK XIV
Kisim B)

Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter
B)

v | v | v | v

Uretici tarafindan PMCF planina gére giincellenir.
Updated as per Manufacturer’s PMCF plan.

Teknik dokiimantasyon 6rnekleme planina goére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

Periyodik Guvenlik Guncelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, en az yilda bir kez giinceller.
Updated at least annually by Manufacturer.

Teknik dokiimantasyon 6rnekleme planina gére gézden gegirilir.
Review as per Technical Documentation Sampling Plan.

™*) - Jenerik cihaz grubuna goére 6rnekleme
Sampling as per generic device group

**) - Habersiz saha denetimleri en az 5 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 5 years.

ilgili uygunluk degerlendirme metotlan/ Related conformity assessment methods

AB 2017/745 Tibbi Cihaz Yonetmeligi EK IX, Kisim |, II, Ill / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, Il
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Certification Programme Table

Belgelendirme Programi Tablosu

notice
AV

7. Sinif llb, implantedilebilir Cihazlar / Class IIb, Implantable Devices
Denetim Tiirii / Audit Type
Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2. Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, [ll) v v v v v
QMS (Annex IX, Chapter I, 11I)
Teknik Dokumantasyon (EK I1) v
Technical Documentation (Annex Il) Each Device
Satis Sonrasi Gozetim Teknik Dokiimantasyon (EK III) v
Post Market Surveillance Documentation (Annex Il) Each Device
Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV
Kisim A) v
Clinical Evaluation Documentation (article 61,62, Annex XIV, Each Device
Chapter A)
Uretici, an az yilda birkez giinceller.
Updated at least annually by Manufacturer.
Guvenlik ve Klinik Performans Ozeti (madde 32) v PSUR degerlendirmesi sirasinda veya oOnemli degisikliklerin

Summary of Safety and Clinical Performance (article 32)

degerlendirmesi sirasinda gézden gegirilir.
Reviewed during PSUR assessment or evaluation of substantial
changes.

Klinik Degerlendirme Raporu Giincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated as per clinical evaluation plan by manufacturer.

PSUR degerlendirmesi sirasinda veya Onemli degisikliklerin
degerlendirmesi sirasinda gézden gegirilir.

Reviewed during PSUR assessment or evaluation of substantial
changes.

Satis Sonrasi Klinik Takip Glincelleme Rap. (madde 61, EK XIV
Kisim B)
Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter

B)

Uretici, an az yilda birkez giinceller.
Updated at least annually by Manufacturer.

PSUR degerlendirmesi sirasinda veya Onemli degisikliklerin
degerlendirmesi sirasinda gézden gegirilir.

Reviewed during PSUR assessment or evaluation of substantial
changes.

Periyodik Guvenlik Guincelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, en az yilda bir kez glinceller.
Updated at least annually by Manufacturer.

Degerlendirme igcin EUDAMED yoluyla tarafimiza iletir. Her
glincellemede degerlendirme yapilir.

Submitted to us via EUDAMED for review. Reviewed for each
update.

*

Habersiz saha denetimleri en az 3 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 3 years.

ilgili uygunluk degerlendirme metotlari/ Related conformity assessment methods

AB 2017/745 Tibbi Cihaz Yénetmeligi EK IX, Kisim |, II, lll / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, IlI

8.

Sinif lll, implantedilebilir Olmayan Cihazlar / Class Ill, Non-Implantable Devices
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Belgelendirme Programi Tablosu
Certification Programme Table

notice
AV

Denetim Tiirii / Audit Type

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2. Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, [ll) v v v v v
QMS (Annex IX, Chapter I, 11I)
Teknik Dokumantasyon (EK I1) v
Technical Documentation (Annex Il) Each Device
Satig Sonrasi Gézetim Teknik Dokiimantasyon (EK III) v
Post Market Surveillance Documentation (Annex Il Each Device
Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV
Kisim A) v
Clinical Evaluation Documentation (article 61,62, Annex XIV, Each Device
Chapter A)
Uretici, an az yilda birkez giinceller.
Updated at least annually by Manufacturer.
Guvenlik ve Klinik Performans Ozeti (madde 32) v PSUR degerlendirmesi sirasinda veya oOnemli degisikliklerin

Summary of Safety and Clinical Performance (article 32)

degerlendirmesi sirasinda gézden gegirilir.
Reviewed during PSUR assessment or evaluation of substantial
changes.

Klinik Degerlendirme Raporu Giincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated as per clinical evaluation plan by manufacturer.

PSUR degerlendirmesi sirasinda veya Onemli
degerlendirmesi sirasinda gézden gegirilir.
Reviewed during PSUR assessment or evaluation of substantial
changes.

degisikliklerin

Satis Sonrasi Klinik Takip Glincelleme Rap. (madde 61, EK XIV
Kisim B)

Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter
B)

Uretici, an az yilda birkez giinceller.
Updated at least annually by Manufacturer.

PSUR degerlendirmesi sirasinda veya o6nemli
degerlendirmesi sirasinda gézden gegirilir.
Reviewed during PSUR assessment or evaluation of substantial
changes.

degisikliklerin

Periyodik Guvenlik Guncelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, en az yilda bir kez glinceller.
Updated at least annually by Manufacturer.

Degerlendirme igin EUDAMED yoluyla tarafimiza iletir. Her
glincellemede degerlendirme yapilir.
Submitted to us via EUDAMED for review. Reviewed for each

update.

* -

Kural 14 ve Kural 21°de degerlendirilen urinler igin danisma prosediri uygulanir. Cihazlarda yapilacak degisiklikler ek danisma gerektirebilir;
onerilen degisikliklerin niteligi dikkate alinarak duruma gére belirlenir.
Consultation procedure is implemented for devices in scope of rule 14 and rule 21. Modifications shall be made to the devices may require
supplementary consultations; determined on a case-by-case basis taking into account the nature of the changes proposed.

(**) -

Habersiz saha denetimleri en az 3 yilda bir kez yapilir.
Unannounced site audits are performed at least once within 3 years.

ilgili uygunluk degerlendirme metotlari/ Related conformity assessment methods

AB 2017/745 Tibbi Cihaz Yénetmeligi EK IX, Kisim I, II, Il / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, IlI

9. Sinif lll, implantedilebilir Cihazlar / Class IIl, Implantable Devices
| Denetim Tiirii / Audit Type
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Belgelendirme Programi Tablosu

Certification Programme Table

notice
AV

Degerlendirme Kapsami / Review Scope ilk Belg. 1. Gozt. 2. Gozt. 3. Gozt. 4. Gozt.
Initial Cert. 1. Surv. 2. Surv. 3. Surv. 4. Surv.
KYS (EK IX, Kisim I, Il1) v v v v v
QMS (Annex IX, Chapter I, 1)
Teknik Dokumantasyon (EK I1) v
Technical Documentation (Annex Il) Each Device
Satis Sonrasi Gozetim Teknik Dokiimantasyon (EK ) v
Post Market Surveillance Documentation (Annex Il) Each Device
Klinik Degerlendirme Dokiimantasyonu (madde 61,62, EK XIV
Kisim A) v
Clinical Evaluation Documentation (article 61,62, Annex XIV, Each Device
Chapter A)
Uretici, an az yilda birkez giinceller.
Updated at least annually by Manufacturer.
Giivenlik ve Klinik Performans Ozeti (madde 32) v PSUR degerlendirmesi sirasinda veya oOnemli degisikliklerin

Summary of Safety and Clinical Performance (article 32)

degerlendirmesi sirasinda gozden gegirilir.

Reviewed during PSUR assessment or evaluation of substantial

changes.

Klinik Degerlendirme Raporu Guincellemesi (madde 61)
Clinical Evaluation Report Update (article 61)

Uretici tarafindan klinik degerlendirme planina gére giincellenir.
Updated as per clinical evaluation plan by manufacturer.

PSUR degerlendirmesi sirasinda veya oOnemli
degerlendirmesi sirasinda gézden gegirilir.

degisikliklerin

Reviewed during PSUR assessment or evaluation of substantial

changes.

Satis Sonrasi Klinik Takip Giincelleme Rap. (madde 61, EK XIV
Kisim B)
Post Market Clinical Update Rep. (article 61, Annex XIV, Chapter

Uretici, an az yilda birkez giinceller.
Updated at least annually by Manufacturer.

PSUR degerlendirmesi sirasinda veya Onemli
degerlendirmesi sirasinda gézden gegirilir.

degisikliklerin

B)

Reviewed during PSUR assessment or evaluation of substantial
changes.

Periyodik Glvenlik Glincelleme Raporu (madde 86)
Periodic Safety Update Report (article 86)

Uretici, en az yilda bir kez giinceller.
Updated at least annually by Manufacturer.

Degerlendirme igin EUDAMED yoluyla tarafimiza iletir. Her
glincellemede degerlendirme yapillir.

Submitted to us via EUDAMED for review. Reviewed for each
update.

*

Kural 14 ve Kural 21°de degerlendirilen urunler icin danisma prosediri uygulanir. Cihazlarda yapilacak degisiklikler ek danigsma gerektirebilir;
onerilen degisikliklerin niteligi dikkate alinarak duruma gére belirlenir.

Consultation procedure is implemented for devices in scope of rule 14 and rule 21. Modifications shall be made to the devices may require
supplementary consultations; determined on a case-by-case basis taking into account the nature of the changes proposed.

*

Klinik degerlendirme danisma prosediiri (madde 54, EK IX madde 5) — Madde 54.2 ye gdre hari¢ tutmalar olabilir.
Clinical evaluation consultation procedure (Article 54, Annex IX item 5) - exemptions may apply as per Article 54.2

Gozetim denetimlerinde; cihazda yapilacak herhangi bir degisiklik risk-fayda oranini olumsuz etkiliyorsa klinik degerlendirme danisma proseduri
gerekebilir

On surveillance audits; clinical evaluation consultation procedure may be required if any modifications shall be made to the device adversely
affect the risk-benefit ratio.

(***)

Habersiz saha denetimleri en az 3 yilda bir kez yapilr.
Unannounced site audits are performed at least once within 3 years.

ilgili uygunluk degerlendirme metotlari/ Related conformity assessment methods
AB 2017/745 Tibbi Cihaz Yonetmeligi EK IX, Kisim |, II, Ill / EU 2017/745 Medical Device Regulation Annex IX, Chapter I, II, Il

Dok. No/Doc. No: M.TB.35.01 ; Yayin Tar./Issue Date: 31.03.2021; Rev No: 00 ;Rev Tar./Rev Date: -- ; Yir. Tar./Eff. Date: 31.08.2022

Sy./Pg: 9

Hazirlayan / Prepared by

Dokiiman Yonetim Sorumlusu /
Document Management Responsible
Zeynep EMIRDAG

Kontrol Eden / Controlled by

Kalite Yonetim Sorumlusu / Quality
Management Responsible

S. Burcu OZKAVAK

Onaylayan / Approved by

Akreditasyon ve Notifikasyon Sorumlusu /
Accreditation and Notification Responsible
Namiye CENGIZ




